MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

07 TpaBHs 2024 poky Ne 794

IIpo Aep>kaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJHYHHX
iMyHOOio/10riuHNX MpenapaTiB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BignosinHo go crarti 9 3akoHy Ykpainu «IIpo jsiikapceKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpailii (mepepeecTpaiiii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHsa 2005 poky
Ne 376, ab3aily gBaAnaTh II’sToro miaAnyHKTy 12 myHKTy 4 Ilosio’KeHHsT Tpo
MiHicTepcTBO OXOPOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHoro moctaHoBor KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuas 2020 poky Ne 90), Ha migcraBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TOJaHi Ha Jep)XaBHy peeCTpariifo
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCTpaLiiHUX MaTepiajiB, MPOBeJeHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpariii), 11070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepiaiiB Ta peKoMeH/allii Moro /10 [ep>kKaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /IO peecTpaljiiHUX MaTepiaJiiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd JmiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeAauuHi iMyHOOiosoriuHi TipermapaTu) 3rigHO 3
JIOJIaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. dapmarieBTuHOMy ympaBaiHHIO (Tapacy JISCKOBCbKOMY) 3abe3reunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KoHTpo/b 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/IaCTU Ha MepIIoro 3acTymHUKa
Minictpa Cepris [Jy6poga.

MiHuicTp BikTop JISAIIIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

AopaTok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauiio (nepepeecTpaliiiio)
NiKapcbKnX 3ac06iB (MeguuHux
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpauiiiHnx
MaTepianis»

Bif 07 TpaBHA 2024 poky Ne 794

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. AMMNOMAN kancysv no 1 mr; no FrETEPO IHAjs leTepo N1a63 flimiTeq, IHAjsA peecTpauis Ha 5 pokis 3a He UA/20461/01/01
7 kancyn y 6nictepi, NAB3 MepiognyHICTb NOfAHHA PerynsipHo peuyenmom niossieae
no 3 6nictepu B NIMITEL OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
KapTOHHI kopo6Lyj; BiANOBIAHO A0 Mopsaaky 34jiACHEHHS
no 21 kancyniy chapmakoHarnsgy, 3aTBepmaxeHoro
KOHTeliHepi; no 1 Haka3oM MiHicTepcTBa OXOPOHM
KOHTEliHepy B 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
KapTOHHilA KOpoo6Li poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognuyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.
2. AMMOMAIN Kancynu no 2 mr; no FETEPO IHAis leTepo /1a63 NMimiteq IHais peecTpauist Ha 5 pokis 3a He UA/20461/01/02
7 kancyn y 6nictepi, NAB3 MepiognyHICTb NOAHHS PEryAsiPHO peyenmom nionsieae
no 3 6nictepu B NIMITEL OHOB/IHOBAHOrO 3BITY 3 6e3neku,
KapTOHHI Kopobuyj; BiANOBIAHO A0 MopsaKy 34iMCHEHHS
no 21 kancyniy hapMakoHarnsay, 3aTBepaAXeHoro
KOHTeliHepi; no 1 Haka3oM MiHicTepcTBa OXOpPOHU
KOHTEliHepy B 3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
KapTOHHI KOpooLi poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuLii YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKaMu, 3a3Ha4eHUMN y




KOHTPO/Ib MiKpOGiosIorivyHoi

Haka3oM MiHiCTepCcTBa OXOPOHM

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NepiofNYHOCTI NOJAHHA PerynsapHuUX
3BITiB 3 6e3neKku.
3. AMMOMAMN Kancynu no 3 mr; no FETEPO IHgis letepo /1a63 fimiteq IHais peecTpauist Ha 5 pokis 3a He UA/20461/01/03
7 kancyn y 6nictepi, NAB3 MepioguyHicTb NoAaHHA perynsipHo peyenmom nionsizae
no 3 6nictepu B NIMITEL OHOBJ/1OBAHOIO 3BITY 3 6e3neKu,
KapTOHHI kopo6Lyj; BiANOBIAHO A0 Mopsaky 34iMCHEHHS
no 21 kancyniy chapmakoHarnsgy, 3aTBepmKeHoro
KOHTeliHepi; no 1 Haka3oM MiHicTepcTBa OXOPOHU
KOHTEliHepy B 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
KapTOHHIA KOpoo6Li poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi ocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
4, AMMOMAI Kancynu no 4 mr; no FETEPO IHais l'eTepo /1a63 NimiTes, IHais peecTpauis Ha 5 pokis 3a He UA/20461/01/04
7 kancyn y 6nictepi, NAB3 MepiognyHICTb NOAAHHS PerynsipHo peuenmom nionsieae
no 3 6nictepu B NIMITEL OHOBJ/1OBAHOTO 3BITY 3 6Ge3NeKu,
KapTOHHI kopo6uyj; BiANOBIAHO A0 MopsaKy 34iACHEHHS
no 21 kancyniy chapmakoHarnsgy, 3aTBepaxeHoro
KOHTeliHepi; no 1 Haka3oM MiHicTepcTBa OXOPOHM
KOHTEliHepy B 3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
KapTOHHIA KopooLi poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKaMK, 3a3HaYeHUMKn y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.
5. APTIHIHY nopoLLoK abo MpAT YkpaiHa daec dapma, C.A. Icnanis peecTpauis Ha 5 pokis - He UA/20448/01/01
ACIMAPTAT rpaHynu "TexHonor" nidnsieae
(cy6eTaHuis) y
noABiHNX
nonieTnIeHoBUxX
nakeTtax gns
hapmaueBTUYHOro
3aCTOCyBaHHSA
6. ATOPBACTEPO/ | Tabnetku no 20 dapmaueBT Monbwa BMPOOHULITBO, NaKyBaHHS, HimeyunHa peecTpauist Ha 5 pokis 3a He UA/20449/01/02
KOMBI mMr+10 mr, no 10 WNYHWI1 3aBO, KOHTPONb Ta BUMYCK Cepii: MepiognyHICTb NO4AHHS PErynsipHo peyenmom nionsieae
Tabnetok y 6nictepi, | «MNOJIbOAP XeHHir ApuHanmitren OHOBJIHOBAHOrO 3BITY 3 6e3neku,
no 3 6nictepu B MA» C.A. v6X & Ko. KT, BifNOBIgHO A0 MopsAAKY 34jiNCHEHHS
KapTOHHilA KOpo6Li HimeuunHa; thapmakoHarnagy, 3aTBepxeHoro




Kancysa M'aKux y
6nictepi; no 1
6nicTepy B KOPO6Li 3
KapToHy

nakyBaHHS, BTOPUHHE
nakyBaHHS, KOHTPO b

cepii, Bunyck cepiri); XC

KNOBEP NPOAYKTOC |

OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro

Haka3oM MiHiCTepCcTBa OXOPOHM

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
YACTOTU: 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
MikpobBionori Kpemep poky Ne 898, 3apeecTpoBaHoOro B
vm6X, HimeyunHa MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.
7. ATOPBACTEPO/1 | Tabnetku no 40 dapmaueBT Monbwa BMPOOHULITBO, NaKyBaHHS, HimeyunHa peecTpauist Ha 5 pokis 3a He UA/20449/01/03
KOMBI mMr+10 mr no 10 VNYHWIA 3aBOS, KOHTPONb Ta BUMYCK cepii: MepiognyHICTb NOAHHS PEryAsiPHO peyenmom nionsieae
Tabnetok y 6nictepi, | «MNOJIb®AP XeHHir ApuHanmitten OHOB/IHOBAHOrO 3BITY 3 6e3neku,
no 3 6nictepu B MA» C.A. 'm6X & Ko. KT, BiANOBIAHO A0 MopsAAKY 34jiCHEHHS
KapTOHHI/ KopoobLi HimeuunHa; thapmakoHarnsgy, 3aTBepKeHoro
KOHTPO/b MiKpo6ionoriyHol Haka3oM MiHicTepcTBa OXOpPOHU
YACTOTU: 370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
MikpoBionori Kpemep poky Ne 898, 3apeecTpoBaHoro B
vm6X, HimeuunHa MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamm, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3MneKku.
8. ATOPBACTEPO/1 | Tabnetku no 10 dapmaueBT Monbwa BMPOBHULITBO, NaKyBaHHS, HimeuunHa peecTpauist Ha 5 pokis 3a He UA/20449/01/01
KOMBI Mr+10 mr, no 10 WNYHWIA 3aBOj, KOHTPO/b Ta BUMYCK Cepii: MepiognyHICTb NOJAHHA PerynspHo peyenmom niossieae
Tabnetok y 6nictepi, | «MOJIb®AP XeHHir ApuHaimitren OHOBJIHOBAHOrO 3BITY 3 6e3neku,
no 3 6nictepu B MA» C.A. v6X & Ko. KT, BiANOBIAHO A0 Mopsaky 34jiMCHEeHHS
KapTOHHIA KopoobLi HimeyunHa,; hapmakoHarnsagy, 3aTBepxeHoro
KOHTPOb MiKpOGionoriyHol Haka3oM MiHicTepcTBa OXOPOHU
YACTOTU: 340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
Mikpobionori Kpemep poky Ne 898, 3apeecTpoBaHOro B
'M6X, HimeuunHa MiHicTepcTsi tocTULii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
rAPO®EPON Kancynu m'ski no Paec IcnaHis PAEC ®APMA, C.A., IcnaHis peecTpauis Ha 5 pokis 3a He UA/20462/01/01
0,266 mr; no 5 ®apma, C.A. IcnaHis (nepBuHHE MepiognyHICTb NOAAHHS PErynsipHo peyenmom nionsieae




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
CEPBICIOC, C.11., IcnaHis 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
(Bupo6HMLTBO in bulk poky Ne 898, 3apeecTpoBaHoOro B
M'AKUX Kancyn) MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.
10. OEKATWUNEH cnpeii HazaslbHUiA, TOB «TeBa Ykpaina Mepkne 'm6X, HimeuunHa HimeyunHa peecTpauist Ha 5 pokis 6e3 nionsi2ae UA/20463/01/01
PVHO AYO po34uH; no 10 mn Ykpaina» (BpPOGHMLTBO MepiognyHiCTb NOAAHHA PEryNSpHO peyenma
pO34nHy y oNakoHi 3 Hepo3dacoBaHoi OHOB/IHOBAHOrO 3BITY 3 6e3neku,
posnunoBayem Ta NPOAYKLiT, NnepBUHHA Ta BiANOBIAHO A0 MopsAAKY 34jiCHEHHS
KOBMAYKOM, SIKWiA BTOPMHHA ynakoBkKa, hapMakoHarnsay, 3aTBepaAXeHoro
3axuviae [03BIi/T HAa BUMYCK cepii); Haka3oM MiHicTepcTBa OXOpPOHU
posnunoBay; no 1 Mepkne 'm6X, HimeuunHa 370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
donakoHy B (BTOpMHHA ynakoBKa, poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIA KOopoo6Li KOHTpOnb cepii); MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
TpaHcdapm JloricTik 2007 poky 3a Ne 73/13340 (y pepakuii
'mM6X, HimeuunHa Haka3y MiHicTepcTBa OXOPOHM
(BTOpMHHA ynakoBKa) 340pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamm, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3MneKku.
11. AEKATUNEH cnpeii HasasbHWiA, TOB «TeBa YkpaiHa Mepkne M'M6X, HimeuunHa HimeuunHa peecTpauif Ha 5 pokis 6e3 He UA/20464/01/01
PUHO KIA3 pO34uH; no 10 mn Ykpaina» (BpPOGHMLTBO MepiognyHICTb NOJAHHA PerynspHo peyenma nionsi2ae
PO34KrHy y thrakoHi 3 Hepo3dhacoBaHol OHOBJ/IOBAHOrO 3BITY 3 6e3neku,
posnuaoBayem Ta npoayKuii, NnepeBrHHa Ta BiANOBIAHO A0 Mopsaky 34jiMCHEeHHS
KOBMaYKoM, SKUI BTOPVHHA YNakKoBKa, chapmakoHarnsgy, 3aTBepmKeHoro
3axuae [,03BiN Ha BMNycK cepir); Haka3oM MiHicTepcTBa OXOPOHU
posnuaosay; no 1 Mepkne M'M6X, HimeuunHa 340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
donakoHy B (BTOpUHHa ynakoBKa, poky Ne 898, 3apeecTpoBaHOro B
KapTOHHIA KopooLi KOHTpONb cepii); MiHicTepcTsi tocTULii YKpainm 29 ciuHs
TpaHcdapm JloricTik 2007 poky 3a Ne 73/13340 (y pegakuii
vm6X, HimeuunHa Haka3y MiHicTepcTBa OXOPOHU
(BTOpUHHA ynakoBKa) 3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
12. OAUMETUNPYMA | kancynu 3 Mini Benuka Lnnna Megikea Nlimiteq, IHais peecTpauis Ha 5 pokis 3a He UA/20450/01/01
PAT-MINI-120 MoAandikoBaHUM Xenckepe BpuTaHia MepiognyHICTb NOAAHHS PErynsipHo peyenmom nionsieae
BMBI/IbHEHHSIM MO Nimiteq OHOBJ1OBAHOrO 3BITY 3 6GE3NEKU,

120 wr, no 14
Kancyn y dpiakoHi;
no 1 cpsiakoHy B

BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHiCTepCcTBa OXOPOHM




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI/ Kopoo6Li

340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.

13.

ONMETUNTOYMA
PAT-MIJI-240

Kancynm 3
MoandikoBaHUM
BUBINIbHEHHAM MO
240 wmr, no 60
Kancyn y dpsiakoHi;
no 1 donakoHy B
KapTOHHIA KOpoo6Li

Mini
Xernckepe
Nimiteq

Benvka
BputaHis

Lnnna Megikea Nimiteq,

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PEryNSpHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamm, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3MneKku.

3a
peyenmom

He
nionsieae

UA/20450/01/02

14.

LYTAMPO

kancynu m'saki no 0,5
Mmr, no 10 kancyny
6nictepi, no 3
6nictepu B
KapTOHHIA KopoobLi

€BPO
NAADKEP
MPAMBIT
NIMITE],

IHgis

Onis Xenckep

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTL NoAaHHA perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiMCHEeHHS
hapmakoHarnagy, 3atBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTULii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpokamu, 3a3HavyeHnMmn y
nepiognyYHOCTI NoJaHHS PerynsipHux
3BITiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/20465/01/01

15.

EBEPOHAT

Tabnetku no 5 mr;
no 7 TabneTok y
6nicTepi; no 4
6nictepu B
KapTOHHilA KOpo6Li

Hartko
Papma
Nimiteq

IHais

Hatko ®apma flimites

IHais

peecTpauis Ha 5 pokis
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHiCTepCcTBa OXOPOHM

3a
peyenmom

He
nionsieae

UA/20466/01/01




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.

16.

EBEPOHAT

Tabnetku no 10 mr;
no 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHI/ KopoobLi

Harko
Papma
Nimiteq

IHAis

Hatko ®apma Jlimites

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PEryNSpHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamm, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3MneKku.

3a
peyenmom

He
nionsieae

UA/20466/01/02

17.

30INPOCT

kancynu m'saki no 0,5
Mmr, no 10 kancyny
6nictepi, no 3
6nictepu B
KapTOHHIA KopoobLi

€BPO

NAADKEP
MPAMBIT
NIMITE],

IHgis

Onis Xenckep

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTL NoAaHHA perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiMCHEeHHS
hapmakoHarnagy, 3atBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTULii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpokamu, 3a3HavyeHnMmn y
nepiognyYHOCTI NoJaHHS PerynsipHux
3BITiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/20467/01/01

18.

IBYMPO®EH [P.
PEAOI'C

rpaHynu ans
OpanbHOro PO3UnHYy,
400 wr; cawwe Ne 10,
Ne 40 y KapTOHHil
Kopoo6Li

TOB "Ap.
Pepai'c
JlabopaTtopi3

YkpaiHa

NAMM CAH NPOCMEPO
CIMA, Itanis (Bupo6HULTBO
roTOBOrO NPOAYKTY,
KOHTPO/b/BUNPOBYBaHHS
Ta Bunyck cepii); TOMN
MAHY®AKTYPIHI

ITania/
IcnaHis

peecTpauis Ha 5 pokis
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHiCTepCcTBa OXOPOHM

6e3
peyenma

nionsieae

UA/20468/01/01




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
CEPBICIC, C./., Icnanis 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
(BUPOBHWLTBO rOTOBOIO poky Ne 898, 3apeecTpoBaHoro B
NPOAYKTY, MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
KOHTPO/b/BMNPOGYBaHHS 2007 poky 3a Ne 73/13340 (y pegaku,i
Ta BUNyCK cepir) Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.
19. I3OHIA31 A, 100 Tabnetku, Wo Makneoac IHAis Okcanic /labc IHais peecTpauist Ha 5 pokis 3a He UA/20452/01/01
OucnepryoTbea no PapmacboT MepiognyHICTb NOAHHS PEryAsiPHO peyenmom nionsieae
100 wmr, no 10 nkanc OHOB/IHOBAHOrO 3BITY 3 6e3neku,
TabneTtok y ctpuni, Nimiteq BiANOBIAHO A0 MopsaKy 34iMCHEHHS
no 10 cTpunis y thapmakoHarnsgy, 3aTBepKeHoro
KapTOHHI ynakoBsL,i Haka3oM MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamm, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3MneKku.
20. KO®EIH- MOPOLLOK TOB YkpaiHa MOBHWIA LKA Narsin peecTpaljsi Ha 5 pokis - He UA/20453/01/01
BEH3OAT (cy6eTaHuis) y "ENNIC- BMPOOHULITBA, 3a niossieae
HATPIIO naketax YKPAIHA" BUIHATKOM BUMYCKY cepii:
noslieTUNEHoBMX "MEAMNPO
NoABiNHMX Ans HYTPACBIOTIKANC"
hapMaLeBTUYHOIO Nta., Nateig;
3acTocyBaHHs BUPOBHMK,
BiANOBIAa/IbHUIA 3@ BUMYCK
cepii:
TOB "E/NNICY,
Nartsis
21. KCUH®DAN TabneTku, BKPUTI AypobiHao IHAis Aypob6iHgo ®apma /14, IHAisA peecTpauis Ha 5 pokis 3a He UA/20440/01/02
NNiBKOBOIO dapma NlTg FOHiIT VI, Bnok D MepioAnyHICTL NOJAHHS PErynsipHo peuyenmom nidnsieae

060n10HKot0, No 200
Mr, no 10 TabneTok
y 6nicTepi, no 1
6nictepy B
KapTOHHilA KOpo6Li

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BifNOBIAHO [0 MopsAAKy 34jiCHEHHS
chapmakoHarnsgy, 3aTsBepmkeHoro

Haka3oM MiHicTepcTBa OXOPOHU

300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOpPOHM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HaveHMmn y
NepiofNYHOCTI NOJAHHA PerynsapHUX
3BITiB 3 6e3neKku.

22,

NAPIIHYC

PO34MH OpasbHUIA,
200 mr/mn no 100
My 6aHui, no 1
6aHLji 3 MipHOIO
JIOXKKOH0 Y mauui 3
KapToHy

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

peecTpauist Ha 5 pokis
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi ocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB'sl YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
nepiognyYHOCTI NoJaHHA PerynspHux
3BITiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/20455/01/01

23.

MEBIKAP-
DAPKOC

kancynu, no 300 wmr,
no 12 a6o no 10
Kancyn y énictepi,
no 2 6nictepu B
naui

TOB
"®apmaueBT
NyHa
KOMnaHis
"®apKoC"

YkpaiHa

TOB "®dapmaueBTUYHa
KomMnaHisa "dapKoC"

YKpaiHa

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ1OBAHOrO 3BITY 3 6GE3NeKu,
BiANOBIAHO A0 Mopsaky 34iACHEeHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKamu, 3a3HavYeHMmn y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/20456/01/01

24,

MET®OPMIH-
BICTA

TabneTku, BKPUTI
NiBKOBOIO
060n10HKot0, No 850
Mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHilA KOpo6Li
abo no 10 Tabnetok
y 6nicTepi; no 5
6nictepis B
KapPTOHHI KOpooL

MicTtpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrniA

BUPOGHMLITBO rOTOBOrO
NiKapcbKoro 3acooy,
nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPOsIb cepii,
BUMYCK cepil:

CAI' MAHY®AKTYPIHT,
C.JY.

IcnaHis

peecTpauist Ha 5 pokis
MepiognYHICTb NOAAHHS PerynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BifNOBIAHO [0 MopsAAKy 34jiCHEHHS
chapmakoHarnsgy, 3aTsBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOpPOHM

3a
peyenmom

He
nidnsieae

UA/20457/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HaveHMmn y
NepiofNYHOCTI NOJAHHA PerynsapHUX
3BITiB 3 6e3neKku.
25. MET®OPMIH- TabneTkn, BKPUTI Mictpan AHrnis BMPOGHMLITBO rOTOBOTO Icnanis peecTpauisf Ha 5 pokis 3a He UA/20457/01/03
BICTA N1iBKOBOIO Kenitan nikapcbKkoro 3acoby, MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
060/10HKOI0, MO MeHepxMeH nepBMHHA Ta BTOPYHHA OHOB/IIOBAHOTO 3BITY 3 6e3neku,
1000 wmr no 10 T NlimiTeq, ynakoBka, KOHTPOsb cepil, BiANOBIAHO A0 Mopsaky 34iMCHEHHS
Tabnetok y 6nictepi; BMNYCK Cepil: thapmakoHarnsagy, 3aTBepXeHoro
no 3 6nictepu B CAI' MAHY®AKTYPIHT, Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI KOpooLi C.JY. 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
abo no 10 Tabnetok poky Ne 898, 3apeecTpoBaHOro B
y 6nicTepi; no 5 MiHicTepcTsi ocTULiT YKpaiHu 29 ciuHs
6nictepis B 2007 poky 3a Ne 73/13340 (y pegaxui
KapTOHHIA KOopoo6Li Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB'sl YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
26. MET®OPMIH- TabneTku, BKpUTI MicTtpan AHrniA BMPOGHMLITBO rOTOBOrO IcnaHis peecTpauis Ha 5 pokis 3a He UA/20457/01/01
BICTA NNiBKOBOO Kenitan NiKapcbKoro 3acooy, MepiognyHICTb NOAAHHS PerynsipHo peuenmom nionsieae
06010HKOt0, Mo 500 MeHemxmeH nepBrHHa Ta BTOPUHHA OHOB/IIOBAHOrO 3BITY 3 6Ge3nekwu,
mr no 10 TabneTok y T NimiTepq, ynakoBka, KOHTPOJs1b cepii, BiANOBIAHO A0 Mopsaky 34iACHEeHHS
6nictepi; no 3 BUNYCK cepil: hapMakoHarnsagy, 3aTBepAxeHoro
6nictepu B CAI' MAHY®AKTYPIHT, Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHIA KopoobLi C.JLY. 3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
a6o no 10 TabneTok poky Ne 898, 3apeecTpoBaHoro B
y 6nicTepi; no 5 MinicTepcTBi tocTuuii Ykpainm 29 ciuHs
6nictepis B 2007 poky 3a Ne 73/13340 (y pepaxuii
KapTOHHIA KopooLi Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.
27. MOHTE/NTYKACT- rpaHynu no 4 wr, 3AT "IHTENI NutBa NNABOPATOPIOC IcnaHis peecTpauist Ha 5 pokis 3a He UA/19905/02/01
IHTENI rpaHynu y cawe; no FEHEPUKC HOPMOH, C.A. MepioAnyHICTL NOJAHHS PErynsipHo peyenmom nidnsieae
28 cawey HOPA" OHOBJIHOBAHOTO 3BITY 3 6e3neku,

KapTOHHilA KOpo6Li

BifNOBIAHO [0 MopsAAKy 34jiCHEHHS
chapmakoHarnsgy, 3aTsBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOpPOHM




12

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HaveHMmn y
NepiofNYHOCTI NOJAHHA PerynsapHUX
3BITiB 3 6e3neKku.
28. OHITEK® nak Ans Hirtie Monikem Mokcemby | Anmipann Xepman M'véX, Himeuunna/ PeecTpauist Ha 5 pokis 6e3 nionsi2ae UA/20472/01/01
nikyBanbHuii, 80 C.A. pr HimeuyumHa (BMPOGHMLTBO, ITania MepiognyHicTb NoAaHHA perynsipHo peyenma
mr/r, no 3,3 a6o 6,6 nepBrHHE Ta BTOPUHHE OHOBJ/1OBAHOIO 3BITY 3 6e3neKu,
MY CK/ISHOMY nakyBaHHs1, KOHTPOS1b BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chnakoHi 3 AKOCTI Ta BUMYCK cepiit); thapmakoHarnsagy, 3aTBepXeHoro
pi3b61€eHOI0 ANTb®ACITMA C.IM.A,, Haka3oM MiHicTepcTBa OXOPOHU
KPULLIKOIO 3 ITanis (BMpo6HMLTBO, 300pOoB’A YKpaiuu Big 27 rpyaHa 2006
neHsnem- nepBMHHE Ta BTOPUHHE poky Ne 898, 3apeecTpoBaHoOro B
annikaTopom; rno 1 nakyBaHHs1, KOHTPO/1b MiHicTepcTsi ocTULiT YKpaiHu 29 ciuHs
chnakoHy y AKOCTI Ta BUNYCK cepiit) 2007 poky 3a Ne 73/13340 (y pegaxui
KapTOHHIA KOopoo6Li Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB'sl YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
29. MAHKANOP® Tabnetku wunydi, no TOB Ykpaina KYCYM XENTXKEP NBT IHais peecTpauis Ha 5 pokis 6e3 niossieae UA/20433/02/01
POPTE 600 mr, no 2 "TNEOLPAP nTa MepiognyHICTb NOAAHHS PerynsipHo peyenma
Tabnetkn y 6nictepi, MnaTa" OHOBJ1OBAHOrO 3BITY 3 6GE3NeKu,
no 10 6nictepiB y BiANOBIAHO A0 Mopsaky 34iACHEeHHS
KapTOHHIA ynakoBLi chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku
30. NENTA® Tabnetkun AT YkpaiHa ToppeHT ®apmacbloTikasic IHAisA peecTpauis Ha 5 pokis 3a He UA/20469/01/01
racTpope3nCTEHTHI, "dapmak" NTp, MepioAnyHICTL NOJAHHS PErynsipHo peuyenmom nidnsieae

no 20 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHIA ynakoBLi

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BifNOBIAHO [0 MopsAAKy 34jiCHEHHS
chapmakoHarnsgy, 3aTsBepmkeHoro

Haka3oM MiHicTepcTBa OXOPOHU

300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOpPOHM
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HaveHMmn y
NepiofNYHOCTI NOJAHHA PerynsapHUX
3BITiB 3 6e3neKku.
31. NENTA® TabneTtkn AT YKkpaina ToppeHT ®apmacbloTikasic IHais peecTpauist Ha 5 pokis 3a He UA/20469/01/02
racTpOpPe3VCTEHTHI, "®apmak” nrp MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
no 40 wmr, no 10 OHOBJ/1OBAHOIO 3BITY 3 6e3neKu,
Tabnetok y 6nictepi, BiANOBIAHO A0 Mopsaky 34iMCHEHHS
no 3 6nictepu y thapmakoHarnsagy, 3aTBepXeHoro
KapTOHHIA ynakoBLi Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi ocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB'sl YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
32. PEMI®EMIH® Tabnetku no 20 Wanep & HimeuuunH LWanep & Bprommep MM6X HimeyunHa peecTpauis Ha 5 pokis 6e3 niossieae UA/20470/01/01
Tabnetok y 6nictepi, Bprommep a & Ko. KI MepiognyHICTb NOAAHHS PerynsipHo peyenma
no 3 abono5 6X & Ko. OHOB/IIOBAHOrO 3BITY 3 6Ge3nekwu,
6nictepiB y KI BiANOBIAHO A0 Mopsaky 34iACHEeHHS
KapTOHHIA KopooLi hapMakoHarnsagy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.
33. TPAHEKCAMOB KpUCTaniuHuiA AT YkpaiHa Mannagi Apars & IHAisA peecTpauis Ha 5 pokis - He UA/20459/01/01
A KUC/NTIOTA NOPOLLOK "dapmak" dapmacbtoTikans Jlimiteq, nidnsieae
(cy6eTaHuis) y
nonieTuIeHoBmx
nakeTtax Ans
chapmaLeBTU4YHOro
3acToCyBaHHs
34. PNYAAPABIH KOHLeHTpaT Ans AKkopp, Monbwa Akkoppg, Xenckea Jlimiteq, Benvka peecTpauis Ha 5 pokis 3a He UA/20471/01/01
AKKOPJ, PO34UHY A5 iH'EKLL Xenckea Benvika bputaHis BputaHis/ MepiognyHICTb NOfAHHA PerynsipHo peuyenmom niossieae
a6o iHdysild, 25 Moncka Cn. (oofaTkoBe BTOPVIHHE Monba/ OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
mr/mn no 2 mn (50 30.0. nakyBaHHs); AKKOpA, YroplmHa/ BiANOBIAHO A0 Mopsaky 34jiACHEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Mr/2 M) y do/1aKoHi, Xenckea MNoncka Cn. 3 IHpis/ chapmakoHarnsgy, 3aTBepXeHoro
no 1 cpnakoHy B 0.0. Cknag ImnopTtepa, IcnaHis Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI navui MonbLya (Bunyck cepii); 300poB’A YKpaiuu Big, 27 rpyaHa 2006
€BpochiHc AHaniTikan poky Ne 898, 3apeecTpoBaHOro B
Cepsices XaHrepi K., MiHicTepcTsi tocTULiT YKpaiHu 29 ciuHs
YropumHa (KOHTpPOob 2007 poky 3a Ne 73/13340 (y pegakuii
AKocTi); IHTac Haka3y MiHicTepcTBa 0XOpPOHU
dPapmacbtoTikanc flivites, 3[10pOB's YKpaiHu Bif 26 BepecHs
IHAia (BMPOGHULTBO 2016 poky Ne 996), cTaHOBUTbL: 3riHO
nikapcbKkoro 3acoby, 3i CTpoKamu, 3a3HaYeHnMmn y
nepBMHHE Ta BTOPUHHE NepiofNYHOCTI NOJaHHA perynsapHuX
nakyBaHHs, KOHTPO/b 3BITIB 3 6e3neku.
akocTi); JlabopaTopi
dyHpacio fay, IcnaHis
(nopatkoBe BTOPUHHE
nakyBaHHs); Papmasasiifg
KdpT., YropwumHa
(Mikpob6ionoriunuii
KOHTPO/Ib)
HavanibHUK
Tapac NACKOBCbKUA

dapmaLeBTUYHOrO ynpaBJliHHA




INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHMNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

ITIEPEJIIK

AopaTok 2
[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauiio (nepepeecTpaliiiio)
NiKapcbKnX 3ac06iB (MeguuHux
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpauiiiHnx
MaTepianis»

Big 07 TpaBHa 2024 poky Ne 794

BHOCSATBCS 10 JEPXKABHOI'O PEECTPY JIIKAPCHKUNX 3ACOBIB YKPATHA

MO/10 mn; donakoH
Ne 1 3 mopoLIKOM Mo
1000 MOy
KOMMEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 10
MY pnakoHi Ne 1
Ta Habopom ans
PO3UYMHEHHSA |
BBEJEHHA Y
KapTOHHI/ KopoobLi

3acTocyBaHHSA Ta Ao03un", "MNobivHi peakuii”
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO A0
Marepianis peecTpauiiiHoro A0Cbe, a TaKoX
BHECEHI pefaKLiiiHi yTOYHEHHS A0
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.

MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340p0B’A YKpaiHu Big 27 rpyaHs

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs
1. 6- KpucTaniyHmi ToBapucTBO YkpaiHa [JoouniieHHs, Ykpaina/ nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/17946/01/01
METUNYPALWUN NOpOLLOK 3 CYLLIHHS, Kutai niosnsieae
(cybeTaHuis) y 06MeXeHo nakyBaHHs1,
nonieTuIeHOBMX BignoBigab BUNYCKY Cepii:
Millkax ans HiCTIO ToBapucTBo 3
hapmaueBTUYHOro "OAPMXIM" obmexeHoro
3acTocyBaHHs BigNoBiAa/IbHICTIO
«DAPMXIM»
YKpaiHa,;
Brpo6HMLTBO
TeXHIYHOro
NPOAYKTY:
LaHaoHr Binis
Kewmikan Mri. /114,
Kutaw
2. AIMA®IKC NMOPOLLOK Ta KEAPIOH ITanis KEAPIOH C.MN.A. ITania nepepeecTpaList Ha HE0OMEXEHN TEPMIH. 3a He UA/17426/01/02
PO3YMHHUK ANs C.N.A. OHOB/EHO iH(hopmaLilo y po3ainax peuyenmom nionsieae
PO34nHy AN "®apmakonoriyHi BnactmsocTi”,
iHcpysiid, 1000 "Oco6nMBoCTi 3acTocyBaHHs", "Cnoci6
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
3. AIMA®IKC MOPOLLIOK Ta KEAPIOH ITanisa KEOPIOH C.M.A. ITanisa nepepeecTpaList Ha HEOOMEXEHNI TEPMIH. 3a He UA/17426/01/01
PO3YUHHVIK 415 C.NA. OHoB/eHO iHdhopMaLio y po3ginax peyenmom nionsizae
pO34MHy AN "PapmMakonoriyHi BnactmsocTi”,
iHchysin, 500 MO/10 "Oco6nmBOCTI 3acToCyBaHHS", "Cnocio
mn; donakoH Ne 1 3 3acTocyBaHHs Ta fo3u", "MobiuHi peakuii”
nopotukom no 500 IHCTPYKLT ANA MeAMYHOro 3acToCcyBaHHsA
MO y komnnekTi 3 niKapcbKoro 3acoby BiAMNOBIAHO A0
PO34YMHHMKOM (BOAA MarepianiB peecTpauiiiHoro JOCbE, a TakoX
Ans iH'ekuiid) no 10 BHECEHI peflakLiiiHi yTOUHEHHS A0
My dhnakoHi Ne 1 MapKyBaHHS YNakoBKM NiKapCbKoro 3acooy.
Ta Habopom ans
PO3UYMHEHHSA | MepioAnyHICTb NOAAHHA PErynspHo
BBELlEHHA Y OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
KapTOHHIA KopooLi o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 30POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
4, BPUMOHIAUNHY MOPOLLIOK AT YkpaiHa LleHTayp IHAis nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/17928/01/01
TAPTPAT (cybeTaHuis) B "®apmak” dapmaceyTikana niosnsieae
nakeTax noABinHMX MpisaTt NMimiTeq
nonieTuIeHoBMX
ans
chapmaL,eBTU4YHOro
3acToCyBaHHs
5. BPUMOHIAVHY NOpPOLLIOK AT Ykpaina Megiuewm, Ec.Ei. IcnaHis nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/17906/01/01
TAPTPAT (cy6eTaHuis) y "®apmak” nionsizae
nakeTax nogBinHMX
nonieTMNeHoBux
ans
chapmaLeBTU4YHOro
3acToCcyBaHHsA
6. BAJIEPIAHA TabneTku, BKPUTI TOB Ykpaina TOB YkpaiHa nepepeecTpawis Ha HeobMeXeHuit TepMiH 6e3 nionsieae UA/17505/01/01
POPTE NNiBKOBOO "TepHodhap "TepHochapm” OHoBEHO iHhopmaLito B IHCTpYKUii ans peyenma
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
060/10HKO0, M0 40 m" MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
mr, no 10 Tabnetok 3acoby y posginax "lpoTunokasaHHsa",
y 6nicTepi; no 5 abo "B3aemogis 3 iHWMMU fikapCbKuMn
no 10 6nictepiB y 3acobamu Ta iHWi BUAY B3aemogiii",
naJui 3 KapToHy "Oco6nmBocTi 3acTocyBaHHS", "Mo6IYHi
peakui" BiANOBIAHO A0 iHhopmaLii 3
6e3Mekn 3acTocyBaHHS JliKkapCbKOro 3acoby.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

7. BEHAION TabneTkn, BKPUTI BAT YropwmHa BAT "l'eneoH YropwmHa nepepeecTpaisi Ha HEOBOMEeXeHN TepPMiH 3a He UA/17585/01/01
N1iBKOBOIO "l'eneoH PixTep" MepiognyHicTb NoAaHHA perynspHo peyenmom nionsizae
060/10HKO10, 0,06 PixTep" OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
mr/0,015 mr; no 28 o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
Tabnetok y 6nictepi 3aTBEpXEHOro Hakasom MiHicTepcTBa
(24 XOBTi aKTUBHI OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
Tabnetkv i 4 3eneHi 2006 poky Ne 898, 3apeecTpoBaHOro B
Tabnetkun nnaue6o); MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
no 1 a6ono 3 poky 3a Ne 73/13340 (y pefakuii Hakasy
6nictepm (KoxeH MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
6nictep —y 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
namiHoBaHoMy 3riHO 3i CTpOKamMu, 3a3HaYeHUMN y
nakeTi-calle 3 NepiogNYHOCTI MOAAHHS PEryNnsipHMX 3BITIB 3
NAaCKAM KapTOHHUM 6e3neku.
dyTnspom ans
36epiraHHs 6aicTepa
Ta TWKHEBUM
KaneHgapem-
CTiKepom) y
KapPTOHHII ynakoBLUi

8. OOKCOPYBIUUH | koHLUeHTpaT ansa Akkopa Monbwa BUPOBHMLTBO, IHais/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17439/01/01

AKKOPJ, PO3UunHY A8 Xenckea KOHTPO/b SIKOCTI, Benuka OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nionsieae

iHdpysii 2 mMr/mn; no Moncka Cn. nepBuHHE Ta BpuTanis/ MeANYHOro 3acToCyBaHHSA NiKapCbKoro
5 mn (10 mr), 10 mn 3.0.0. BTOPWHHE YropwmHa/ 3acoby B po3ginax "Oco6nnBocCTi
(20 wr), 25 mn (50 nakyBaHHs: Monbla 3acTocyBaHHS", "3acToCcyBaHHA y nepiog
mr), 50 mn (100 wmr), IHTac BariTHoCTi abo rogyBaHHs rpyaat”
100 mn (200 mr) y dapmacbioTikanc BigNoBigHO A0 iHdhopMaLii pedhepeHTHOro
chnakoHi; no 1 Nimiten, IHAis; nikapcbkoro 3acoby (Adriblastin, 2 mg/ml
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
chnakoHy y kopobui 3 BVMPOGHMLTBO, injection).
KapToHy KOHTPO/b SKOCTI,
nepBuHHe Ta MepiognyHiCTb NOAAHHA perynspHo
BTOPVHHE OHOB/IIOBAHOTO 3BITY 3 6e3neku, Bi4NoBIgHO
nakyBaHHS: [0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
IHTac 3aTBEpAXEHOro Haka3om MiHicTepcTBa
dapmacbloTikanc OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
NimiTen, IHAjs; 2006 poky Ne 898, 3apeecTpoBaHOro B
BiNOBIgabHWIA 32 MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
BUMYCK Cepii: poky 3a Ne 73/13340 (y pefakuii Hakasy
Akkopfa, Xenckea MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
Nimiten, Benuka 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
BpuTatis; 3ri4HO 3i CTpOKaMu, 3a3HaYeHNMMN y
BTOPWHHE nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
nakyBaHHs: 6e3neku.
Akkoppa Xenckea
NimiTen, Benuka
BpuTaHis;
KOHTPO/b IKOCTI
cepiii:
BeccniHr XaHrepi
KdoT., YropumHa;
KOHTPO/b SKOCTI
cepii:
SAPMABAIA,
nra.
Mikpob6ionoriyHa
naboparopis,
YropuuHa;
BignosiganbHuii
3a BUMNYCK Cepii:
Akkopfa, Xenckea
Moncka Cn. 3 0.0.
Cknag, Imnoprepa,
Monblua
9. ENOBIOKPUH PO3YMH A8 iH'EKUIN TOB "3 YKkpaina TOB "®3 Ykpaina nepepeecTtpauis Ha 5 pokis 3a He UA/17088/01/01
no 1000 MO; no 1 "BIOPAPMA "BIO®APMA" OHoB/eHO iHdhopMaLiito B IHCTPYKLUIi AN peyenmom nionsizae
MA B nonepeHbLo " MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
HanoBHEHOMY 3acoby y posginax "Cknag”,
wnpuuy; no 5 "®apmaueBTnyHa rpyna" (pegaroBaHo TekcTt
nonepeaHsL0 po3ainis 6e3 hakTUYHUX 3MiH),
HanoBHEHUX "MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
wnpuuiB y 6rictepi; nikapcbkMmM 3acobamu Ta iHWi B1uam
no 1 6nictepy y B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
nauuj; no 1 mn B "[iTn", "Mo6iyHi peakuii" BiANOBIAHO A0
amnyni; no 5 amnyn iHchopMmaLii CTOCOBHO 6e3neku Nikapcbkoro
y 6nicTepi; no 1 3acoby.
6nictepy y nauui OHOB/IEHO iHhOpMaLit0 B KOPOTKIiiA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

XapakTepucTuLi Nikapcbkoro 3acoby y
po3ginax "2. AAKicHWiA i KinbkicHWiA cknag”, "5.
dapmakonoriyHi BAacTUBOCTI.
dPapmakoTepanesTuyHa rpyna. Kog ATX"
(peparoBaHo TekcT po3ainis 6e3 hakTUUHUX
3MiH), "4.4. MpoTunokasaHHs", "4.6.
B3aemogis 3 iHWMMKM AikapcbkrMu 3acob6amm
Ta iHWi Buau B3aemogiii”, "4.5. OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoam npu
3actocyBaHHi", "4.3. [litn", "4.9. Mob6iuHi
peakuir™, "6.1. JonomixHi pe4oBmHN"
BiANOBIAHO A0 iHhOpMaL,ii CTOCOBHO
6e3nekun nikapcbkoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

10.

ENOBIOKPUH

PO3YMH A8 iH'EKUIN
no 10 000 MO; o 1
MA B nonepeHbLo
HarnoBHEHOMY
wnpuuy; no 5
nonepegHL0
HarnoBHEHNX
wnpuuiB y 6rictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nayuj

TOB "®3
"BIOPAPMA

Ykpaina

TOB "®3
"BIO®PAPMA"

Ykpaina

nepepeecTtpauis Ha 5 pokis
OHoB/eHO iHdhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y posginax "Cknag”,
"®apmaueBTnyHa rpyna" (pegaroBaHo TekcTt
po3ainis 6e3 hakTUYHUX 3MiH),
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCYyBaHHSA",
"[iTn", "Mo6iuHi peakuii" BiANOBIAHO A0
iHchopMmaLii CTOCOBHO 6e3neku Nikapcbkoro
3acoby.

OHOB/EHO iHGhOpMaL,ito B KOPOTKIiA
XapakTepucTuLi Nikapcbkoro 3acoby y
po3ginax "2. AKicHWiA i KinbkicHWIA cknag”, "5.
dapmakonorivyHi BAacTUBOCTI.
dapmakoTepanesTuyHa rpyna. Kog ATX"
(peparoBaHo TeKCT po3ainis 6e3 hakTUUHMX
3MiH), "4.4. MpoTunokasaHHs", "4.6.
B3aemogis 3 iHWMMKM fikapcbkrMu 3acobamm
Ta iHWi Buaun B3aemogiii”, "4.5. Oco6nuBsi
3acTepexeHHs Ta 3anobixHi 3axoam npu

3a
peyernmom

He
nionsieae

UA/17088/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3actocyBaHHi", "4.3. [litn", "4.9. Mob6iuHi
peakuir™, "6.1. JonomixHi pe4oBmHN"
BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO
6e3nekun nikapcbkoro 3acoby.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

11.

ENOBIOKPUH

PO3YMH A8 iH'EKUIN
no 4000 MO; no 1
MA B nonepeHbLo
HarnoBHEHOMY
wnpuuy; no 5
nonepegHL0
HarnoBHEHNX
wnpuuiB y 6nrictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui

TOB "®3
"BIO®PAPMA

Ykpaina

TOB "®3
"BIO®PAPMA"

Ykpaina

nepepeecTtpauis Ha 5 pokis
OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y posginax "Cknag”,
"®apmaueBTnyHa rpyna" (pegaroBaHo TekcTt
po3ainis 6e3 hakTUYHUX 3MiH),
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"[iTn", "Mo6iyHi peakuii" BiANOBIAHO A0
iHchopMmaLii CTOCOBHO 6e3neku Nikapcbkoro
3acoby.

OHOB/EHO iHGhOpMaLito B KOPOTKIiA
XapakTepucTuLi Nikapcbkoro 3acoby y
po3ginax "2. AKicHWiA i KinbkicHWIA cknag”, "5.
dapmakonorivyHi BAacTUBOCTI.
dapmakoTepanesTuyHa rpyna. Kog ATX"
(peparoBaHo TeKCT po3ainiB 6e3 hakTUUHMX
3MiH), "4.4. MpoTunokasaHHs", "4.6.
B3aemogis 3 iHWMMKM fikapcbkrMu 3acobamm
Ta iHWi Buaun B3aemogiii”, "4.5. Oco6nuBsi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3actocyBaHHi", "4.3. fitn", "4.9. MNo6iyHi
peakuii”, "6.1. JonomixHi pe4oBmHN"
BiANOBIAHO A0 iHhOpMaL,ii CTOCOBHO
6e3nekun nikapcbkoro 3acoby.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 370p0B’A YKpaiHu Bif 27 rpygHs

3a
peyerimom

He
nionsieae

UA/17088/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

12.

ENOBIOKPUH

PO3YMH A8 iH'EKUIN
no 2000 MO; no 1
MA B nonepeHbLo
HarnoBHEHOMY
wnpuuy; no 5
nonepegHL0
HarnoBHEHNX
wnpuuiB y 6nrictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui

TOB "®3
"BIOPAPMA

Ykpaina

TOB "®3
"BIO®PAPMA"

Ykpaina

nepepeecTtpauis Ha 5 pokis
OHoB/eHO iHdhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y posginax "Cknag”,
"®apmaueBTnyHa rpyna" (pegaroBaHo TekcTt
po3ainis 6e3 hakTUYHUX 3MiH),
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"[iTn", "Mo6iuHi peakuii" BiANOBIAHO A0
iHchopMmaLii CTOCOBHO 6e3neku Nikapcbkoro
3acoby.

OHOB/EHO iHGhOpMaLito B KOPOTKIiA
XapakTepucTuLi Nikapcbkoro 3acoby y
po3ginax "2. AKicHWiA i KinbkicHWIA cknag”, "5.
dapmakonorivyHi BAacTMBOCTI.
dapmakoTepanesTuyHa rpyna. Kog ATX"
(peparoBaHo TeKCT po3ainiB 6e3 hakTUUHMX
3MiH), "4.4. MpoTunokasaHHs", "4.6.
B3aemogis 3 iHWMMKM fikapcbkrMu 3acobamm
Ta iHWi Buaun B3aemogiii”, "4.5. Oco6nuBsi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3actocyBaHHi", "4.3. fitn", "4.9. MNo6iyHi
peakuii”, "6.1. JonomixHi pe4oBmHN"
BiANOBIAHO A0 iHhOpMaL,ii CTOCOBHO
6e3nekun nikapcbkoro 3acoby.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3i4HO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

3a
peyernmom

He
nionsieae

UA/17088/01/02

13.

EPTIHOB

TabneTkn, BKPUTI

HOBE/

TypeyunH

HOBEN INAY

TypeyuunHa

nepepeecTpaLisi Ha HEOBMEeXEeHNIN TepMiH

3a

He

UA/17213/01/02




22

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

NiBKOBOIO
060/10HKO10, M0 150
mr; no 15 Tabnetok
y 6nicTepi, no 2
6nictepn y
KapTOHHIA ynakoBL,i

INAY CAHAT
BE
TIIKAPET
A.LL.

a

CAHAI BE
TIIXKAPET A.LL.

OHoBreHO iHdhopMaLito y po3gini
"Oco6NMBOCTI 3aCTOCYBaHHA" IHCTPYKLiT AnA
MeAMYHOr0o 3aCTOCYBaHHS NMiKapCbKoro
3acoby BifgnoBiAHO A0 OHOB/EHOI
iHchopMmauii Wwoao 6e3nekn 3acTocyBaHHs
[0MNOMDKHOT PEYOBUHW.
OHoB/eHO iHdhopMaLito y po3aini "MobiyHi
peakuii” iIHCTPYKUiT AN MeguyHoro
3aCcTOCyBaHHSA MikapcbKoro 3acoby Lwoa0
3BiTYBaHHS Npo MobiyHi peakw;i.
OHOB/EHO iH(hopmaLito y po3gainax
"Oco6nmBocTi 3acTocyBaHHA", "Mo6IuHI
peakujii" iIHCTpyKLi 415 MeguyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Lwoa0
pethepeHTHOrO NikapcbKoro 3acoby
TapueBa, TabneTku, BKpUTI NNIBKOBOIO
060/10HKOI0.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,

3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3rifiHO 3i CTpOKamu, 3a3HavYeHNMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3

6e3neku.

peyerimom

nionsieae

14.

EPTIHOB

TabneTtku, BKPUTI
NNiBKOBOIO
o060n0Hkoto, No 100
Mr; no 15 Tabnetok
y 6nicTepi, no 2
6nictepu y
KapTOHHIiA ynakoBLi

HOBE/
INAY CAHAT
BE
TII>KAPET
A.LL.

TypeyunH
a

HOBEN INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoBeHO iHdhopmaLito y po3gini
"Oco6NMBOCTI 3aCTOCYBaHHSA" IHCTPYKLT An1A
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby BifgnNoOBIgHO A0 OHOBNEHOI
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
[L,0MOMDKHOT PEYOBUHM.
OHoB/eHO iHdopmaLiio y po3gini "MobiuHi
peakujii" iIHCTPpYKLii 415 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Lwoao
3BiTYBaHHS NPo No6iYHi peakw;i.
OHoB/eHO iHhopMaLio y po3ginax
"Oco6nmBocTi 3acTocyBaHHs", "Mo6IYHi
peakuii" IHCTPpYKLii 415 MeauyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby LWoa0
pedhepeHTHOrO JlikapCcbKoro 3acoby
Tapuesa, TabneTku, BKpUTI NNIBKOBOO

3a
peyenmom

He
nidnsieae

UA/17213/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

0060/10HKOH.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,

3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3

6e3neku.

15.

IMINEHEM/
LUMNACTATUH

NOPOLLIOK A/1A
pO34nHy Ans
iHcpysiri 500 mr/500
mr; in bulk: mo 190
doNakoHiB y KOpobLj

MNpvBatHe
akuioHepHe
TOBapUCTBO

«J1ekxim-
XapkiB»

YkpaiHa

ECiEc JOBDAP
Ec.Mi.Ei.

ITanis

nepepeecTpawis Ha HeobMeXeHuin TepMiH

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,

3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:

3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3

6e3neku.

He
nionsieae

UA/17716/01/01

16.

IHFA®ITON-1

36ipno 50ry
naukax i3
BHYTPILLHIM NakeToMm

MpAT
"NikTpasun"

YkpaiHa

MpAT "“NlikTpasu"

YKpaiHa

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHoBNEHO iHhopmaLito B IHCTpYKUii ans
MeZMNYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3gini "AiTn" (3aTBepKEHO:
Mpenapar 3acTOCOBYIOThH AiTAM BikOM Bif, 3
POKIB 32 NpU3HAYEHHAM Nikaps;
3anponoHoBaHo: Jlikapcbkuii 3aci6 He
3aCTOCOBYIOTb AiTAM (BikOM A0 18 pokiB)) Ta
B po3ginax "MpoTunokasaHHsa",
"Oco6nMBoCTi 3acTocyBaHHs", “Cnoci6
3acTocyBaHHA Ta 031" (YTOUHEHHS
iHchopmawii), "MoGiuHi peakuii" BiANOBIgHO
[0 iHbopma,ii 3 6e3neky 3acTocyBaHHS
NiKapcbKoro 3acooby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 34iicHeHHs hapmakoHarisay,

6e3
peyenma

nionsieae

UA/14305/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
17. NEHANIAOMIA- Kancynu Teepgi no MicTpan AHrnin OinbHUUS, Wo IcnaHis/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17466/01/07
BICTA 25 wmr, no 3 karncynu Kenitan Bignosigae 3a Yuni/ OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae
y 6nictepi; no 7 MeHepxMeH nakyBaHHS, ManbTta MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
6nictepiB y T NimiTeq, KOHTPO/b SKOCTI, 3acoby B po3gisiax "®apmakonoriyHi
KapTOHHI/ KopoobLi BUMYCK Cepii: BnactmsocTi", "Moka3aHHA" (YTOUHEHHS
CiHTOH XicnaHis, iHchopmawii), "Ocobnumei 3axoamn 6esnekn”,
C.J1., IcnaHis; "B3aemogisa 3 IHWKMMUN NiKapCbKUMMn
OinbHUUS, Wo 3acob6amu Ta iHLWi B1UAW B3aEMogiin",
BignoBigae 3a "Oco6NMBOCTI 3acTOCyBaHHS",
BUPOGHMLTBO, "3acTocyBaHHA y nepiof BariTHOCTi abo
nakyBaHHs1, rofyBaHHs rpyaar”, "Cnocibé 3actocyBaHHs
KOHTPO/b AKOCTI: Ta gosmn", "MNo6iyHi peakuii" BiaNoBigHO A0
CiHTOH Yuni iHbopmaLii pedhepeHTHOro nikapcbkoro
Ntpa., Yuni; 3acoby (Revlimid (Lenalidomide) 2,5 mg; 5
AinbHUUS, Wo mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
Bignosigae 3a capsule), a TakoX OHOBJ/IEHO iHhopMaLlito B
KOHTPO/b AKOCTI: po3gini "Mo6ivHi peakuii" iHCTPYKLUiT AnA
dapmagokc MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
Xenckea flimites, 3aco06y 040 BaX/IMBOCTI 3BITYBaHHS Npo
ManbTa no6iyHi peakuii
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
18. NEHANIAOMIA- Kancynu Teepgi no MicTpan AHrnin OinbHUUS, Wo IcnaHis/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17466/01/06
BICTA 20 mr, no 3 karncynu Kenitan Bignosigae 3a Yuni/ OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nionsieae
y 6nictepi; no 7 MeHegxMeH nakyBaHHs, ManbTta MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro
6nictepiB y T NimiTeq, KOHTPO/b SKOCTI, 3acoby B po3gisiax "dapmakonoriyHi
KapTOHHI/ KopoobLi BUMYCK Cepii: BnactmsocTi", "lNoka3aHHsA" (YTOYHEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CiHTOH XicnaHis, iHchopmawii), "Ocobnumei 3axogmn 6esnekn”,
C.J1., IcnaHis; "B3aemogisa 3 iIHWMMMW NiKapCbKUMn
OinbHUUS, Wo 3aco6amu Ta iHWi BUAY B3aeMogiii",
BignoBigae 3a "Oco6nMBOCTI 3aCTOCYBaHHS",
BMPOGHMLTBO, "3acTocyBaHHs y nepiog BariTHoCTi abo
nakyBaHHs, roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
KOHTPO/b SKOCTI: Ta gosmn", "MNo6iyHi peakuii" BiANOBIAHO A0
CiHTOH Yuni iHbopmaLii pedhepeHTHOro nikapcbKoro
Nrtpa., Yuni; 3acoby (Revlimid (Lenalidomide) 2,5 mg; 5
AinbHUUSA, Wo mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
Bignosigae 3a capsule), a TakoX OHOBJ/IEHO iHhopMaLlito B
KOHTPO/b AKOCTI: po3gini "Mo6ivHi peakuii" iHCTPYKLiT AnA
dapmagokc MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
Xenckea flimites, 3aco6y L0/10 BaXX/IMBOCTIi 3BiTyBaHHS Npo
ManbTa no6iyHi peakuii
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku
19. NEHANIAOMIA- Kancynu Teepgi no Mictpan AHrnis AinbHMUA, WO Icnanis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17466/01/05
BICTA 15 wmr, no 3 kancynu Kenitan BiAgnoBigae 3a YUnni/ OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN peyenmom nionsizae
y 6nictepi; no 7 MeHepxMeH nakyBaHHs, ManbTta MeAMYHOro 3acTOCYBaHHSA MiKkapCbKoro
6nictepis y T Nimiteq, KOHTPO/b SKOCTI, 3acoby B po3sginax "®apmakonoriyHi
KapTOHHIA KOpoo6Li BUMYCK Cepii: BnactmsocTi”, "Moka3aHHA" (YTOUHEHHS
CiHTOH XicnaHis, iHdbopmawii), "Ocobnusi 3axoan 6esnekn”,
C.J1., IcnaHis; "B3aemogis 3 iHWMMU fikapCbKuMn

OinbHUUS, Wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI:
CiHTOH Yuni
Ntaa., Yuni;
OinbHUUS, Wo
Bignosigae 3a
KOHTPO/b SIKOCTI:
dapmagokc
Xenckea Jlimiteg,

3aco6amu Ta iHWi BUAW B3aeMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocibé 3actocyBaHHs
Ta go3un", "MobivHi peakuii” BignosigHoO A0
iHchopmaii pechepeHTHOro nikapcbKoro
3aco6y (Revlimid (Lenalidomide) 2,5 mg; 5
mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
capsule), a TakoX OHOBMEHO iHhopMaL,ilo B
po3gini “Mo6ivHi peakuii" iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3aco06y 040 BaX/IMBOCTI 3BiTYBaHHS Npo




26

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Manbta noGiyHi peakuii
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku
20. NEHANIAOMIA- Kancysv Teepai no Mictpan AHrniA AinbHUUS, Wo Icnanis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17466/01/04
BICTA 10 mr, no 3 karncynu Kenitan Bignosigae 3a Yuni/ OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1s peyenmom niosnsieae
y 6nicTepi; no 7 MeHemxmeH nakyBaHHs, Manbta MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
6nictepiB y T NimiTepq, KOHTPO/b AKOCTI, 3acoby B po3sginax "®apmakosoriyHi
KapTOHHIA KOpooLi BUNYCK cepil: BnactusocTi", "Moka3aHHSA" (YTOYHEHHS
CiHTOH XicnaHis, iHchopmawii), "Ocobnumei 3axogmn 6esnekn”,
C.J1., IcnaHis; "B3aemogis 3 iHWVMU fiKapCbKuMn

OinbHUUS, Wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
CiHTOH Yuni
Ntpa., Yuni;
AinbHMUA, WO
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea flimitea,
ManbTa

3acobamu Ta iHLWI B1UAM B3aEMogjin",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta gosmn", "MNo6iyHi peakuii" BiANOBIAHO A0
iHchopmawii pedhepeHTHOro fikapcbkoro
3aco6y (Revlimid (Lenalidomide) 2,5 mg; 5
mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
capsule), a Takox OHOB/IEHO iHGhopMaLio B
po3zini "Mo6iuHi peakwyii" iHCTPYKUIT ANs
MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3aco6y W00 BaXX/IMBOCTI 3BITyBaHHS Npo
no6iuHi peakwii

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3ifiHO 3i CTPOKaMu, 3a3HaYeHNMm y

nepiognMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6e3neku
21. NEHANIAOMIA- Kancynu Teepgi no MicTpan AHrniA OinbHUUS, Wo IcnaHis/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17466/01/03
BICTA 7,5 Mr no 7 kancyny Kenitan Bignosigae 3a Yuni/ OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT A5 peyernmom nidnsieae
6nictepi, no 3 MeHepxMeH nakyBaHHs, ManbTta MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro
6nictepu B T NimiTeq, KOHTPO/b SKOCTI, 3acoby B po3gisiax "®apmakonoriyHi
KapTOHHI/ KopoobLi BUMYCK Cepii: BnactmsocTi", "MokasaHHA" (YTOUHEHHS
CiHTOH XicnaHis, iHchopmawii), "Ocobnumei 3axoamn 6esnekn”,
C.J1., IcnaHis; "B3aemogisa 3 IHWKMMUN NiKapCbKUMMn
OinbHUUS, Wo 3acob6amu Ta iHLWi B1UAW B3aEMogiin",
Bignosigae 3a "Oco6NMBOCTI 3aCTOCYBaHHS",
BUPOGHMLTBO, "3acTocyBaHHA y nepiof BariTHOCTi abo
nakyBaHHs1, rofyBaHHs rpyaar”, "Cnocibé 3actocyBaHHs
KOHTPO/b AKOCTI: Ta gosmn", "MNo6iyHi peakuii" BianoBigHo A0
CiHTOH Yuni iHbopmaLii pedhbepeHTHOro nikapcbKoro
Ntpa., Yuni; 3acoby (Revlimid (Lenalidomide) 2,5 mg; 5
AinbHUUS, Wo mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
Bignosigae 3a capsule), a TakoX OHOBJ/IEHO iHhOpMaLLito B
KOHTPO/b AKOCTI: po3gini "Mo6ivHi peakuii" iHCTPYKLUiT AnA
dapmagokc MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
Xenckea flimites, 3aco06y 040 BaX/IMBOCTI 3BITYBaHHS Npo
ManbTa no6iyHi peakuii
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3i4HO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku
22. NEHANIAOMIA- Kancynv Teepgi no 5 Mictpan AHrniA AinbHMUA, Wo Icnanis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17466/01/02
BICTA Mr, no 3 Kancynu y Kenitan Bignosigae 3a Yuni/ OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niosnsieae
6nictepi; no 7 MeHepxmeH nakyBaHHs, ManbTta MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro
6nictepis y T Nimitepq, KOHTPO/b AKOCTI, 3acoby B po3sginax "®apmakonoriyHi
KapTOHHIA KopoobLi BUNYCK cepil: BnactTmBocCTi", "lMoka3aHHA" (YTOYHEHHS
CiHTOH XicnaHis, iHdbopmawii), "Ocobnusi 3axoan 6esnekn”,
C.J1., IcnaHis; "B3aemogis 3 iHWWMU fikapCbKnmMn

OiNbHUUSA, WO
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI:
CiHTOH Yuni

3aco6amu Ta iHWi BUAn B3aemMogii”,
"Oco61BOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3un", "MobivHi peakuii" BignosigHO A0
iHdbopmaLii pechepeHTHOro fikapcbKoro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Nrpa., Ywni; 3acoby (Revlimid (Lenalidomide) 2,5 mg; 5
OinbHUUSA, Wo mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
Bignosigae 3a capsule), a TakoX OHOBJ/IEHO iHhOpMaLlito B
KOHTPO/Ib SKOCTI: po3gini "MobivHi peakuii" iHCTPYKUiT Ans
dapmagokc MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
Xenckea Jliviteq, 3aco6y LWoA0 BaX/IMBOCTI 3BITYBaHHSA Npo
ManbTa noGiyHi peakuii
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku
23. NEHANIAOMIA- Kancysv Teepgi no Mictpan AHrnifA AinbHUUS, Wo Icnanis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17466/01/01
BICTA 2,5 ™mr, no 7 kancyn Kenitan Bignosigae 3a Yuni/ OHOBNEHO iHhopMaL,ito B IHCTPYKLIT An1s peyenmom nionsieae
y 6nicTepi, no 3 MeHemxmeH nakyBaHHs, Manbta MeJMNYHOro 3aCTOCYBaHHS NMikapCbKoro
6nictepu B T NimiTepq, KOHTPO/b AKOCTI, 3acoby B po3sginax "®apmakosoriyHi
KapTOHHIA KOpooLi BUNYCK cepil: BnactusocTi", "Moka3aHHSA" (YTOYHEHHS
CiHTOH XicnaHis, iHchopmawii), "Ocobnumei 3axogmn 6esnekn”,
C.J1., IcnaHis; "B3aemogis 3 iHWVMU fiKapCbKuMn

OinbHUUS, Wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
CiHTOH Yuni
Ntpa., Yuni;
AinbHMUA, WO
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea flimites,
ManbTa

3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta gosmn", "Mo6iyHi peakuii" BiANOBIAHO A0
iHchopmawii pedhepeHTHOro flikapcbkoro
3aco6y (Revlimid (Lenalidomide) 2,5 mg; 5
mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25 mg
capsule), a Takox OHOB/IEHO iHGhopMaL,io B
po3zini "Mo6iuHi peakwyii" iHCTPYKUIT ANs
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3aco6y LWo0A0 BaXX/IMBOCTI 3BITyBaHHS Mpo
no6iuHi peakwii

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MiHicTepcTBi tocTuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku
24, NIKBECTIA® TabneTku, BKPUTI AT Ykpaina xeHedpapm C.A. Ipeuis nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/17566/01/01
NNiBKOBOIO "®apmak” nionsizae
o6onoHkoto, no 80 MepiognyHicTb NoAaHHA perynspHo
mr in bulk: 550 a6o OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
600 a6o 650 0o MNopsaky 34ifcHeHHs dhapmakoHarnsgy,
6nictepiB y kopobuj 3aTBEpIXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
25. NIKBECTIA® TabneTtku, BKPUTI AT YkpaiHa [xeHedapm C.A. Ipeuis nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/17566/01/02
NAiBKOBOIO "®apmak” nionsizae
060n10HKot0, No 120 MepiognyHICTb NOJAHHA PerynsapHo
mr, in bulk: 480 a6o OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
520 a60o 560 0o MNopsaky 34ificHeHHs hapmakoHarnsagy,
6nictepiB y kopobui 3aTBepxeHoro Haka3om MiHictepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
26. NIKBECTIA® TabneTku, BKPUTI AT Ykpaina AT "dapmak” Ykpaina nepepeecTpawis Ha HeobMexXeHuit TepMiH 3a He UA/17565/01/01
NNiBKOBOIO "®bapmak” Kupwuniscbka, 74 OHOB/EHO iHGhopMmaLito y po3ginax peuyenmom nidnsieae
06010HKO0, No 80 (BMPOBHMLTBO 3 IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHSA
Mr o 14 TabneTok y npoaykuii in bulk NiKapcbKoro 3acoby "®apmakooriyHi
6nictepax, no 2 abo ipMn-BMPOBGHUKA BNacTUBOCTI", "B3aemogis 3 iHWMKn
4 6nictepu y nauui [xeHecbapm C.A., nikapcbkMKM 3acobamu Ta iHWi B1uam
peuis) B3aemogiit", "Ocob6/MBOCTi 3aCTOCYyBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3n", "rNo6iyHi
peaxuii” BignosigHo 0 iHhopmaui
pedrepHEHTHOrO NiKapcbKoro 3acoby
(Adenuric 120 mg film-coated tablets)
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognNYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
27. NIKBECTIA® TabneTkn, BKPUTI AT Ykpaina AT "dapmak” YkpaiHa nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH 3a He UA/17565/01/02
NiBKOBOIO "®apmak” Kupuniscbka, 74 OHoB/eHO iHhopMaLio y po3ginax peyenmom nionsizae
060/10HKO10, M0 120 (BUPOBHMLTBO 3 IHCTPYKLT ANA MeAMYHOro 3acToCyBaHHsA
Mr o 14 TabneTok y npoaykuii in bulk NiKapcbKoro 3acoby "®apmakonoriyHi
6nictepax, no 2 abo chipMU-BMpPOGHMKa BnacTmBocTi”, "B3aeMogis 3 iHLLIMMK
4 6nictepun y nayui [xeHecbapm C.A., niKkapcbkrMuy 3acob6amu Ta iHLWi BUAK
Ipeuis) B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta go3un", "IMobiuHi
peaxuii” BignosigHo 0 iHhopmaui
pedhepHEHTHOrO NiKapCbKoro 3acoby
(Adenuric 120 mg film-coated tablets)
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
28. NIHKOMIUNHY KpucTaniyHmi NAT Ykpaina TondoHg, KuTaii nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/17812/01/01
rigpoxnoruj NOpPOLLOK "Kuismeanp dapmac'tioTikan nionsieae
(cy6eTaHuis) y enapat” Ko., NiTa.
nakeTax noABiiHNX
nonieTMNeHoBux
ans
chapmaLeBTU4YHOro
3acTocyBaHHs
29. HADPTUDIHY KpucTanivyHni ToBapucTBO YKpaiHa YyHUiH XyanoHT Kutai nepepeecTpaisi Ha HEOBMEeXEeHNI TepMiH - He UA/17660/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
rigPoOXnoprPuj, MOPOLLIOK 3 LLleHxem nionsieae
(cybeTaHuis) y 06MeXeHo dapmac’ioTikan
nonieTnIeHoBmX Bignosigasib Ko., N1a4.
naketax gns HiCTIO
hapmMaueBTUYHOIO "®apmauesT
3acTocyBaHHs NyHa
KOMnaHis
"3p0pos'a”
30. HEBPANOH PO34UNH A5 iH'EKLIN, TOB YkpaiHa Mecdpap Inay Caw. TypeuunHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17661/01/01
no 2 Mn B amny/ii; «YOPN[, A.LL. MepiognyHicTb NoAaHHA perynspHo peyenmom nionsizae
no 5 amnyny MEANLUNH» OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
KOHTYPHIl o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
YapyHKOBI 3aTBEpIXEHOro Hakasom MiHicTepcTBa
ynakosLi; no 1 OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
KOHTYPHilA 2006 poky Ne 898, 3apeecTpoBaHOro B
YapyHKOBIl1 ynakoBLi MiHicTepcTBi tocTuLii YkpaiHn 29 ciuna 2007
B KapTOHHIi Kopo6Li poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
31. OKTAIrAM po3unH Aana iHdysiii, | OKTAPAPM AscTpis Okrachapma AscTpis/ nepepeecTpais Ha HeobMexXeHuli TepMiH 3a He UA/13905/01/01
50 mr/mn; no 50 mn, A PapmaueBTMKa LLIBewis/ OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae
a6o no 100 mn, abo PapmauesT MpopaykTioHcrec. HimeyunHa/ MeAMYHOro 3acToCyBaHHSA NiKapCbKoro
no 200 My NAALWL; nka M.6.X., ABCTpisi; PpaHuis 3acoby B po3ginax "Cknag" (pefaryBaHHs
no 1 naswuiy MpopaykTioHe B1po6HMK, TEKCTy po3Ainy 6e3 hakTU4HOI 3MiHN),
KapTOHHIA KopoobLi rec. Mm.6.X. BiANOBIAa/IbHNI 3a "GapmakoTepanesTuyHa rpyna. Kog ATX"

BUPOGHMLTBO 3a
MOBHWM LMK/IOM,
3a BUK/TIOYEHHAM
BTOPUHHOT
yMakoBKU:
OKTA®APMA AB,
Lseuist;
Brnpo6HuK,
BignoBigabHWiA 3a
BUPOGHMLTBO 3a
MOBHWM LMK/IOM,
3a BUK/TIOYEHHAM
BMpOBGHULTBA
po3unHy in-bulk,
BTOPUHHOT
yMakoBKU.
AnbTepHaTUBHO,
BMPOGHMLTBO
KiHLLeBOro
npoaykTy 3 in-bulk

(peparyBaHHs1 TEKCTy po3ainy 6e3
hakTnyHoi 3miHu kogy ATX),
"apmakonoriyHi BnactmsocTi*
(peparyBaHHs TEKCTY Ta YTOYHEHHS
iHchbopmawii), "MokasaHHa" (pegaryBaHHs
TEKCTy po3Ainy 6e3 hakTU4HOI 3MiHN),
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta [A03n"(pefaryBaHHs TeKCTy
Ta YTOUYHeHHs iHchopmad,i), "ditn"
(peparyBaHHs TekcTy), "To6iyHI peaku;ii™
BIANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 34ilicCHeHHA hapMakoHarnsay,
3aTBEpPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

pO34mHY,
BMpOBIEHOro Ha
OkTachapma
$apmaueBTrKa
MpopaykTioHcrec.
M.6.X., ABCTpist:
OkTadhapma,
PpaHuis;
AnbTepHaTVBHa
BMPOGHMYa
ninsHka ans
BTOPVHHOIO
nakyBaHHS:
OkTathapma
[leccay M'mo6X,
HimeuunHa;
B1pOGHUK,
BiNOBIgabHWIA 32
BUNPOOYBaHHA Ha
anomiHin
(oopaTkoBO A0
BMPO6GHUKaA
Oxktadhapma AB,
Lseuis):
OxkTadapma
MpogaykTioHcrecen
wadT foliunang,
M.6.X., HimeyunHa

MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognNYHOCTI MOAaHHS PerynsipHuX 3BiTIiB 3
6esneku.

32.

ONOMNATAOUHY
rAPOXIOPU,

KpucTaniyHmi
MOPOLLOK
(cy6eTaHuis) y
NonieTUNEHOBUX
nakeTax gns
chapmayeBTUYHOTO
3acTocyBaHHsi

®.1.C. -
dab6bpika
ITaniaHa
CiHTeTiui

C.n.a.

ITanis

?.1.C. -
®ABBPIKA
ITANIAHA

CIHTETIMI C.I.A.

ITanis

nepepeecTpawis Ha HeobMexeHuit TepMiH

He
nidnsieae

UA/17644/01/01

33.

PECNIEPOH

Tabnetkun

cy6niHreanbHi no 10
Tabnetok y 6nictepi,
no 1 a6o 3 6nictepu
B KapPTOHHIi Kopo6Li

NannemaHg,
dapma Al

LLsenuapi
a

BpycueTTiHi c.p.1.

ITanis

nepepeecTtpais TepMiHOM Ha 5 pokiB
OHOBNEHO iHhopmaLito B IHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby y posginax "MNokasaHHa" (npenapar
3aCTOCOBYETLCA TifIbKM A1 NPOiNAKTUKN
peunamByUNX IHOPEKLi AnXasbHUX
wnsxis), "MpotunokasaHHs", "B3aemogis 3
iHLWIMMKM NikapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogiit", "Ocob6/MBOCTi 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta 403" (yTOYHEHHS
iHcbopmawii), "Mo6iyHi peakuii” BiaNoBIgHO
[0 iHchopmaLii 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby.

6e3
peyenma

nionsieae

UA/17298/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

34. ®IEKCENIT PO3YUH OJ151 iH'EKLLNA, BPOC NTA, Mpeuis BPOC NTA, Ipeuis nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/0436/01/01
250 mr/mn; no 1 mn OHoBNEHO iHhopmaLito B IHCTpyKUii gns peyernmom nidnsieae
(250 wr), abo no 2 MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
mn (500 mr), abo no 3acoby y po3gini "Mob6iuHi peakwyii" woao
4 mn (1000 mr) B 3BiTYyBaHHA NPO NOGIYHI peakwyii.
amnyni y MepiognyHicTb NOAaHHA perynspHo
nnacTMKoOBOMY OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
6nictepi; no 1 o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
6nictepy B 3aTBEpXEHOro Hakasom MiHicTepcTBa
KapTOHHIA KOpooLi OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

35. ®PIPNO KNISMA | po34nH pekTanbHWiA, TOB YkpaiHa KYCYM IHAin nepepeecTpais Ha HeobMexXeHuli TepMiH 6e3 nionsieae UA/17753/01/01
21,419,418 118 "TNEQPAP XENTXKEP MNBT OHoBeHo iHdhopMaLito B IHCTpYKLiT Ans peyenma
M, no 133 mny M AaTa" nTa MeAMYHOro 3acToCyBaHHSA NiKapCbKoro
donakoHi 3 3acoby y posginax "lMpoTunokasaHHsa",
iHAYKUiAHOO "B3aemogis 3 iHWMMU fikapCbKnmn
MemM6paHoto, 3aco6amu Ta iHLWi BUAn B3aemMogii”,

HaKOHEeYHUKOM Ta "Oco61BOCTI 3acTOCyBaHHA",
KoBMaykom; no 1 "3acTocyBaHHA y nepiog BariTHOCTi abo
chnakoHy y rofyBaHHs rpyanr” (YTO4YHEHHS
KapTOHHIiA ynakoBL,i iHhopMawii), "34aTHicTb BI/MBaTK Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM abo iHWUMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
[03n" (YTOUYHEHHS iHchopmaLii),
"Mepepo3yBaHHsa", "Mob6iyHI peakui™
BigNoBigHO A0 iHdhopMaLii pedhepeHTHOro
niKkapcbKoro 3acoby Pegi-Ty-103 Knisma,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

PO3YMH peKTasIbHUIA.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognNYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

36.

DYMAPTA®

Kancynu, no 10
Kancyn y énictepi;
no 2 abo 3 6nictepu
y nauui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH
OHoB/eHO iHhopMaLiito B IHCTpYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y posginax "B3aemogisi 3 iHWnMun
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin”, "MobivHi peakuii" BignoBigHO A0
iHchopmauii wopao 6esnekn 3acTocyBaHHSA
nikapcbKoro 3acoby.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

6e3
peyenma

nionsieae

UA/17593/01/01

37.

XENMNEKC®
AHTUKONA HEO
IMBUP

MOPOLLIOK ANs
Opas1bHOTo PO3UUHY;
no 4 r NopoLuKy B
cawle; no 10 cawe y
KapTOHHI navi

TOB «MoBi
Xenc»

Ykpaina

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
Annekc ®apma
CA, LWBeliuapisi;
nepBuHHe Ta
BTOPUHHE
naxkyBaHHs:
Namn CaH
MNpocnepo CIA,
ITanisa

LLisenuapis/
ITania

nepepeecTpaisi Ha HEOBOMEeXeHN TepPMiH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHSA NMiKapCbKoro
3aco6y y po3aini "Mo6iyHi peakuii” Wwoa0
noBiZOM/IEHb MPO NiA03poBaHi NOGIYHi
peaxuii.

MepiognyHicTb NOAaHHA perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciyHsa 2007

6e3
peyenma

nionsieae

UA/17630/01/01
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Ne Hassa
n/n JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

38. XENMNEKC®

IMBUP BE3
LYKPY

AHTUKONA HEO

NOPOLLIOK A/1A
OpasIbHOr0 PO34NHY
no 2,5 r nopoLuky B
calle, no 10 cawe y
KapTOHHI navui

TOB «MoBi
Xenc»

YkpaiHa

Annekc ®apma CA

LLiseiiuapis

nepepeecTpawis Ha HeobMeXeHuin TepMiH
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A
MeAMYHOr0 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3aini "Mo6ivHi peakuii” Wwoao
noBifoMMEHb NPO Nif03POBaHi NOGIYHI
peakuji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,

3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:

3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3

6esneku.

6e3
peyenma

nionsieae

UA/17631/01/01

HayanbHUK

dapmMaleBTUYHOIO yNpaB/liHHA

Tapac TIACKOBCbKUIA




Ne

Hassa

ITEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMAPATIB), II[O/0 AKX BYJIX BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, IKI BHOCATECS /10 TEPJKABHOI'O PEECTPY JIIKAPCHhKMNX
3ACOBIB YKPAIHU

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 07 TpaBHa 2024 poky Ne 794

n/n

1.

JliKapcbK0O20
3acoby
3-AIHIP

Popma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHsT*

Homep
peecmpayiliHo2o
nocsioYeHHs

kancynu no 300 mr
no 10 kancyn y
6nictepi, no 1
6nicTepy y nauui

TOB
"APTEPIYM
nTg

YkpaiHa

NAT
"Knismegnpenapar"
(nakyBaHHS 3 in bulk

hipMmn-BUPOGHMKa
dapmaBixH CaHai
Be TikapeT A.C.,
TypeuumnHa)

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:
3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHuX npo cucTemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXeHOI
oco6w, BignoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
(hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBIAANbHOI 32 3AjACHEHHS
chapmakoHarnsgy (BkIvaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxoKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iiicHeHHs!
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay

3a
peyerimom

UA/17823/01/01

3-AIHIP

kancynu no 300 mr;
in bulk: no 10
Kancyn y énictepi,
no 2 6nictepu B
Kopo6ui, no 100

TOB
“APTEPIYM
nTa”

YKpaiHa

dapmaBixH CaHai
Be TikapeT A.C.

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cucTtemy chapmakoHarnsgy (BBeeHHs

UA/17824/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOpO60OK B rpymnoB.iii
ynakoBLii

y3ara/lbHeHUxX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0co6W, BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BifJ, yNOBHOBa)XEHOI 0CcO6Y,
BiANOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLieHHI MacTep-daiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsg.
[Litova pepakuin: battanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa KOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 3iCHEeHHS
OCHOBHOI fisi/IbHOCTi 3 dhapmakoHarnagy.

3-IHIP

NOPOLLIOK A/1A
OpasIbHOT cycneHsil,
250 wmr/5 mn;

no 1 donakony 3
NOPOLLKOM ANsi
NpUrotysaHHsa 60 mn
cycnexsii y
KOMM/EeKTI 3i
LUNPULLOM-
[03aTopoM y
KapTOHHIA ynakoBLi

TOB
"APTEPIYM
nTa

YKpaiHa

CeHc JlabopaTopic

M. N114.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-thainina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,

BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHWX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAabLHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxXoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnsgy. 3miHa micus 34jiCHEeHHS
OCHOBHOI AiANIbHOCTI 3 dhapMakoHarnsay.

3a
peyenmom

UA/17849/01/01

L-LUET®

cupon, 2,5 mr/5 M

TOB

YKpaiHa

TOB "KYCYM

YKkpaiHa

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

6e3

He

UA/8612/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 60 mn a6o no "TNEQ®APM DAPM" 3MmiHu | TURYy - 3MiHK Wopao peyenma nionsieae
100 mn y dpnakoHax nTgr 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.

i3 nonieTnneHy abo
ckna, no 1 conakoHy
3 MipHOIO JIOXKOK Y
KapTOHHIlA ynakoBLi

3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4n1s
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
nNiKapCbKNx 3aco6iB Micis BHECEHHSN Tiei camol
3MiHM Ha pechepeHTHWI npenaparT (3MiHa He
noTpebye Haf@aHHs XOLHUX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO A0 iIHCTPYKLii ANs
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu "®apmakonoriyHi BnactueocTi”,
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbknMuy 3acob6amu Ta iHWi BUAn
B3aemogijin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog BaritTHocTi abo
roflyBaHHs rpygar”, "34artHicTb BNMBaTH Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Cnoci6b 3acTocyBaHHsA Ta 403un",
"MepeposyBaHHsa", "Mo6iYHI peakuii” 3rigHo 3
iHchopmauieto 1LoA0 MeANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Xyzal 0,5
mg/ml oral solution) BeBeieHHS 3MiH NPOTArom
6-TV MicALIB MiC/1A 3aTBEPXEHHS. 3MiHM |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3mMiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuir”
LLIO/10 B&XK/IMBOCTI 3BITYBaHHA NPO MobiyHi
peakuii BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
3060B'sI3aHb Ta YMOB BMAaYi peectpaLiiHoro
noceifyeHHs, BkoYatoum Mnax ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOrofpKeHW 3 KOMNETEHTHUM OpPraHoM)
3asBHMKOM HalaHO OHOB/IEHWIA MnaH
ynpaB/iHHA pu3nkamn Bepcis 2.1. 3MiHun
BHECEHO [0 YacTuH: | «3aranbHa iHhopmawis»
Il «Cneumndikauis 3 6esnekn» V «3axogm 3
MiHimi3auii pusmki» VI «Pe3ome nnaHy
ynpasniHHA pusnkammn» VI «Joaatkus
(mopatok 7.2, pojatok 7.9, gogatok 8) y
3B’5A3KY 3 OHOBJ/IEHHAM iHhOpMaLlii 3 6e3mneku
Lito40T peqyoBMHN NeBOLETUPU3MH BiANOBIAHO
[0 aKTyanbHoi pechepeHTHOI iHdhopmaLii, a
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no 4, abo no 6
6nictepiB y
KapTOHHIA Kopoo6Li

bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepiii: MeHapiHi-®oH
XenpgeH M'vbX,
HimeuunHa,
KoHTponb cepiii
roTOBOrO NPOAYKTY,
BUrOTOB/IEHOrO
Tinbkn MeHapiHi-
®oH XeligeH MM6X
(KinbkicHe
BM3HAYEHHS,
iaeHTudikauis,
CYNYTHi PEYOBUHM i
po3umnHeHHs): AJIC
Yecbka Pecny6bnika,
c.p.o., Yexis

A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxigHO, MiCLe NPOBEAEHHS KOHTPO/IO
akocTi) A®I (3a BigcyTHOCTI cepTudpikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y

3aTBEpPMKEHOMY AOCkE)(iHLWi 3MiHN) BBEAeHHA
anbTepHaTMBHOro BUpo6HuKa Jiangsu Heben

Biochemical Co., Ltd BuxigHoro npogykry 4-

LiaHodpeHony (4-cyanophenol), siknii
BUKOPWCTOBYETLCA NPW BUPOBHMYOro npoLecy
Litoyoi pevoBuHU hebykcocTaTy
BurotossieHoro F.1.S.-Fabbrica Italiana
Sintetici S.p.A., Italy. 3miHn Bn/MBaoTh Ha
3aKkpuTy YyactuHy ASMF. 3MiHu | Tuny - 3miHn
3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHNX Y
cneuudpikalisx Ha Ad®l, abo

BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo

BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA

A®I (iHwi 3miHM) BuganeHo napameTp

«Coliforms» 3 cneumndikaviii Ha oumnLLEeHy Ta

TexHiuHy Boau (po3ain 3.2.S.2.3.Control of
materials) y BUpobH1u4oMy npoueci gitoyoi

peyoBuHM dhebykcocTaTy BUpo6HuKa Esteve

Quimica, S.A., Spain. 3miHa CTOCyETbCA NnLLe
3aKkpuToi YacTnHm ASMF (po3gain
3.2.5.2.3.Control of materials). 3minu | Tnny -
3MiHu 3 akocTi. A®L. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHM
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX, 3a3HaveHux y crneundikalisx, ons
6e3nocepeHboi ynakoBku A®I (iHLWi 3miHW)

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TakoX y 3B'A3KY i3 3MiHOIO dhopmaTy
BignosigHo o Bumor Evaluation Guidance on
the format of the risk management plan (RMP)
in the EU —in integrated format, GVP Module
V Rev.2 Human Medicines).
Pestome MNnaHy ynpasiHHA pusnkamy Bepcis
2.1 pofaeTtbeA. BBeieHHA 3MiH NpoTArom 6-Tn
MicsILiB MicNs 3aTBEPKEHHS - He
PEKOMEHAYETHLCS, OCKI/IbKX M/1aH yrnpaBiHHS
pv3nMKaMmn BNpOBagKy€ETbCS 0Apasy Micns horo
NOrofKeHHs!
5. AJEHYPIK® TabneTkn, BKpUTI MeHapiHi TNokcemby Brpo6HMLUTBO «in PpaHuis/ BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis: 3a UA/13527/01/01
120 MIr N1iBKOBOIO IHTepHeLloHan pr bulk» Ta koHTpONb HimeuunHa/ 3MmiHu | TURY - 3MiHK 3 SKocTi. A, peyenmom
060/10HKO10, M0 120 OnepeiioHc cepiii: MateoH Yexis Bupo6bHMLTBO. 3MiHA BUPOGHMKa
mr, no 14 tTabnetok Nokcembypr ®paHuia, PpaHuis; BVXifHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
y 6nicTepi, no 2, abo C.A. Brpo6HMLUTBO «in BMKOPWCTOBYIOTbLCS Y BUPOOHUYOMY NpoLECi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Brpo6HuK gitouoi peyoBuHM hebykcocTarty
F.1.S.-Fabbrica Italiana Sintetici S.p.A., Italy
npuBiB cneuudikaLito NepB1UHHOTO
nakyBaJIbHOro MaTepiasty nonieTuaeHoBi
nakeTun y BiANOBIAHICTb 10 OHOBNEHOI

3aranbHoi cTaTTi USP Plastic materials of
construction. 3miHu | TNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikar
BifNOBigHOCTI €BpoOnelichbkilt
thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii APY abo €BponeiicbKoi
thapmakonei, abo iHLWOoi HaLioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneumdikavisx, nos'asaHa 3i 3viHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLljioHanbHili hapmakonei gepxasu €C)
MpuBeaeHHs cneumdikavii g1 nepBMHHONO
nakyBaJIbHOro MaTepiasty nonieTuIeHoBi
nakeTn 4ns Ajto4voi pevyosrHn doebykcocTary
BMpobHuuTBa F.I.S.-Fabbrica Italiana Sintetici
S.p.A., ltalyy BignoBigHiCTb O OHOBNEHOI
3aranbHoi ctarTi EP 3.1.3.Polyolefins. A Takox
BHECEHO 3MiHM Ao po3giny 3.2.S.6.Container
closure system ASMF 3a3HaueHoro
BMPOGHMKa, a caMe 3MiHa nocunaHb Ha
3arasibHi cTaTTi USP Ta EP; yTOUHEHH:A
iHchopmawii Wwoao kpuwkn 6apabaHy Ta
eTUKETKN; BUAaeHHs iHhopMaLii CTOCOBHO
MILLKOBMX CTSKOK. 3MiHW | TUny - 3MiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Adl, abo
BVXiAHWIA/NPOMDXHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTbCSA Y NPOLLECi BUPOBHULTBA
A®| (BUYUYEHHS HE3HAYHOIO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BunyyeHHs napameTpy «Baxki
MeTanu» 3 cneuymdikadii Ha CMpoBKHY Boda
OYNLLEHA, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHULITBA Ait0UOi peyoBunHK hebykcocTaty
BMpo6HMuTBa F.I.S.-Fabbrica Italiana Sintetici
S.p.A,, Italy (po3gin 3.2.S.2.3.Control of
materials). 3MiHV BNIMBAOTb Ha 3aKPUTY
yacTrHy ASMF. 3miHu | Tuny - 3miHK 3 sKocTi
A®|. KoHTposnb A®I. 3miHa y napameTtpax

cneumdikalin Ta/abo oNyCTUMUX MEX,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMDXHUIA NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA
A®| (BUYUYEHHS HE3HAYHOIO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BunyueHHs napameTpy «pH» 3
cneumdikauii Ha CMPOBMHY BOAA OYULLEHA, LLIO
BMKOPWCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
Ailo4oi peyoBrHY hebykcocTaty BUPOGHMLTBA
F.I.S.-Fabbrica Italiana Sintetici S.p.A., ltaly
(po3gin 3.2.S.2.3.Control of materials). 3miHu
BMAVBAIOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 skocTi. A®I. KoHTposnb AdI.
3MiHa y MeTofax BunpobyBaHHs APl abo
BUVXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuLTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax BUNPOGYyBaHHS) 3MiHM
METOAVKN BU3HAYEHHS napameTpy «3a/InLwoK
nicnsi BUNapoBYBaHHS» Y MeToAax KOHTPOsI0
CVPOBUHW METAHO/, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6bHULITBA Ait0U0T PEHOBUHN
hebykcocTaty BupobHuuTBa F.1.S.-Fabbrica
Italiana Sintetici S.p.A., Italy (po3gain
3.2.5.2.3.Control of materials). 3miHn
BM/IMBAIOTb Ha 3aKpUTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 akocTi. A®I. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs AD| abo
BUXiQHOrO MaTepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpo6HuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEPKEHNX MeToAax BUNPOGYBaHHS) 3MiHN
METOAVKM 151 BUSHAYEHHS NETKNX JOMILLOK Y
MeToAax KOHTPOJIIO CYPOBUHWN METAHO, L0
BMKOPWCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
Ailo4oi peyoBrHY hebykcocTaty BUPOGHMLTBA
F.I.S.-Fabbrica Italiana Sintetici S.p.A., ltaly
(po3gin 3.2.S.2.3.Control of materials). 3miHu
BMAVBAIOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 skocTi. A®I. KoHTposnb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BUVXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuLTBa AD| (HE3HAYHI 3MiHK Y

METOAMKM 3a NokasHUkom «Particle size», a
came BMpo6HuUkom F.1.S.-Fabbrica Italiana

3aTBEPKEHNX MeToAax BUNPo6yBaHHS) 3MiHM

Sintetici S.p.A., Italy gogaHo anbTepHaTMBHe
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

obnagHaHHA Malvern Mastersizer 3000 go
3aTBepxeHoro Malvern Mastersizer 2000 Ta
BHECEHO 3MiHU 1O METOAUKN, & CaMe OKPeMOo
po3nMcaHo MNigroToBKy 3paska npu
BMKOpUCTaHHI 06n1agHaHHA Malvern
Mastersizer 2000 Ta Malvern Mastersizer
3000. (Po3gin 3.2.S.4.2.Analytical
procedures). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmNX MeX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
A®I (iHWi 3miHW) 3amiHa napameTpis
«KOMBIHOBaHWI1 3a/IMLLKOBUIA X/T0p» Ta
«BinbHWIA 3aUIMLLKOBUIA XN1OpUa» Ha napameTp
«BMICT 030HY» Yy crieundikaLii Ana TeXHIYHOT
Boau (po3gin 3.2.S.2.3.Control of materials) y
BVMPOGHMYOMY MPOLIEC Ai0H0i PEHOBUHM
hebykcocTaTy BUpo6HuKa Esteve Quimica,
S.A., Spain. 3miHa CTOCYeTbCSA NiLLE 3aKpUTOi
yacTvHn ASMF (po3gin 3.2.S.2.3.Control of
materials). 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO MiKapcbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEpoKEHUX MeTohax
BMNPOGYBaHHA) 3MiHM y MeToauL 3a
NOKa3HUKOM «P0O34YMHEHHS» ANns
3anpoBa/pkeHHs aBToMaTu4Horo Bigbopy npob
(mopaHo onuc Npo6oniaroToBKM), AK
anbTepHaTnBa 3aTBepKeHOMy py4YHOMY
Bif6opy Npob y meTogax koHTposto MN3.
3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb
A®l. 3miHa y MeToAax BuNpobyBaHHsA A®Il abo
BVXifHOro Marepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®I (iHWi 3MiHK B
MeTofax BUNPobyBaHHA (BK/IOUAKUMN 3aMiHy
ab0 [ONOBHEHHS) A4/19 peareHTy, Wo He
CMPUYNHSAE iICTOTHOrO BNNBY Ha AKICTb ADI)
[loaaHo meToA NOTEHLOMETPUYHOTO
TUTPYBaHHSA A/19 BU3HAYEHHS peakTuBy
CONSAHA KMCNOTA, L0 BUKOPUCTOBYETLCA Y
npoleci BUpO6HULITBA Ait0UOT PEHOBUHN
thebykcocTaty BMpo6HMUTBa F.1.S.-Fabbrica
Italiana Sintetici S.p.A., Italy (po3gin
3.2.5.2.3.Control of materials). 3miHn
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BM/IMBAKOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn

LLI0 BUKOPUCTOBYETLCS Y MpoLeci BUPO6HULTBA

3MmiHa y napameTpax cneupudikaLiin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci BUPOOHMLTBA
A®| (SONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTI Ta BifMOBIigHUM METOL0M
BMNpoGyBaHHS) [logaHo HOBWiA napameTp
«30BHILLHIl BUrAA» 3 BiANOBIAHUM METOA0M
BMNpobyBaHHA [0 creuudikayii gns soam
OUVLLEHOI, LLIO BUKOPUCTOBYETLCA Y
BUPOGHMYOMY NPOLECI Aito4O0T pevyoBUHN
pebykcocTaty BUpobHMKa Esteve Quimica,
S.A., Spain. 3miHa CTOCYETbCS NiLLE 3aKpUTOI
yactuHu ASMF (po3gin 3.2.S.2.3.Control of
materials). 3miHn | TURNYy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (aonoBHeHHs crevmdikalii HoBUM
NOKa3HNKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BunNpobyBaHHA) [loaaHo HOBWI NapameTp
«HiTpaTv» 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA [0 crneumdikayii gns soan
OUWLLEHOI, LLIO0 BUKOPUCTOBYETLCA Y
BUPOBHMYOMY NPOLECI Ait0YHOT PevOBUHN
thebykcocTaTy BUpo6Huka Esteve Quimica,
S.A., Spain. 3MiHa CTOCY€ETbCA NMLLe 3aKpUTOl
yactuHn ASMF (po3gin 3.2.S.2.3.Control of
materials). 3miHn | TUny - 3MiHK 3 sKocTi. AL,
KoHTponb A®L. 3miHa y MeToAax
BMNpobyBaHHsA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,

A®| (He3HauHi 3MiHW y 3aTBEPXEHNX
MeToAax BUNPOOyBaHHS) 3MiHU METOAVKY 3a
NoKasHUKOM «PO3Mip 4acTok», a came

BMPOGHMKOM Esteve Quimica, S.A., Spain

| TMny - 3miHn 3 AkocTi. APL. KoHTposnb AdI.

[0AaHOo aslbTepHaTuBHe 06nagHaHHA Malvern
Mastersizer 3000 fo 3aTBepaxeHoro Malvern
Mastersizer 2000 Ta BHECEHO Nonpasky B
napameTpi «3aTpyMKa MiXX BUMIPIOBAHHAM> B

nosi «MoBTOpHE BUMIPIOBaHHA» (3 «5 cekyHa»

Ha «0 cekyHf»). Takox BUAaIEHO 3 onucy




44

no 4, abo no 6
6nictepiB y
KapTOHHIA Kopoo6Li

bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepiii: MeHapiHi-®oH
XenpgeH M'vbX,
HimeuuunHa,
KoHTponb cepiii
roTOBOrO NPOAYKTY,
BUrOTOB/IEHOrO
Tinbkn MeHapiHi-
®oH XeligeH MM6X
(KinbkicHe
BM3HAYEHHS,
iaeHTudikauis,
CYNYTHi PEYOBUHM i
po3unHeHHs): AJIC
Yecbka Pecny6bnika,
c.p.o., Yexis

A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxigHO, MiCLe NPOBEAEHHS KOHTPO/IHO
akocTi) A®I (3a BigcyTHOCTI cepTudpikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y

3aTBEpPMKEHOMY AOCkE)(iHLWi 3MiHN) BBEAeHHA
anbTepHaTMBHOro BUpo6HuKa Jiangsu Heben

Biochemical Co., Ltd BuxigHoro npogykty 4-

LiaHodpeHony (4-cyanophenol), siknii
BUKOPWCTOBYETLCA NPW BUPOBHMYOro npoLecy
Litoyoi pevoBuHU hebykcocTaTy
surotossieHoro F.1.S.-Fabbrica Italiana
Sintetici S.p.A., Italy. 3miHn Bn/MBatoTh Ha
3aKkpuTy YyactuHy ASMF. 3MiHu | Tuny - 3miHn
3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHNX Y
cneuucpikalisx Ha Ad®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®I (iHwi 3miHM) BuganeHo napameTp

«Coliforms» 3 cneumndikaviii Ha oumnLLEeHy Ta
TexHiuHy Boau (po3ain 3.2.S.2.3.Control of
materials) y BUpobH1u4oMy npoueci gitoyoi

peyoBuHM dhebykcocTaTy BUpo6HuKa Esteve

Quimica, S.A., Spain. 3miHa CTOCyETbCA NnLLe
3aKkpuToi YacTnHm ASMF (po3gain
3.2.5.2.3.Control of materials). 3minu | Tnny -
3MiHu 3 akocTi. A®L. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHM
napameTpiB cneuudikauiii Ta/abo 4onycTUMmX
MeX, 3a3HaveHux y crneundikalisx, ons
6e3nocepeHbOl ynakoBku API (iHLWi 3miHM)
Bupo6HuK gitouoi peyoBuHM hebykcocTarty
F.1.S.-Fabbrica Italiana Sintetici S.p.A., Italy
npuBiB cneuudikaLito NepBNHHOTO
nakyBaJIbHOro MaTepiasty nonieTuIeHoBI
nakeTun y BiANOBIAHICTb 1O OHOBNEHOI
3aranbHoi cTaTTi USP Plastic materials of
construction. 3miHu | TNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikat
BiANOBIAHOCTI €Bponenchbkili

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
mMeToankn 0,45-MUKPOHI inbTpy i aHani3
cTaHaapTis
6. ALEHYPIK® TabneTkn, BKPUTI MeHapiHi TNokcemby Brpo6HMLUTBO «in PpaHuis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/13527/01/02
80 MI N1iBKOBOIO IHTepHeLloHan pr bulk» Ta koHTpONb HimeuunHa/ 3MiHu | TURY - 3MiHK 3 SKocTi. A, peyenmom
060/10HKO10, Mo 80 OnepeiioHc cepiii: NMarteoH Yexis Bupo6bHMLTBO. 3MiHA BUPOGHMKa
mr, no 14 tTabnetok Nokcembypr ®paHuia, PpaHuis; BVXifHOro/MpoOMKHOro NpoAyKTy/pearenTy, Lo
y 6nicTepi, no 2, abo C.A. Brpo6HMLUTBO «in BMKOPWCTOBYIOTbLCS Y BUPOOHUYOMY NpoLECi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii APY abo €Bponeiickbkoi
thapmakonei, abo iHLWOoi HaLioHa/TbHOI
thapmakonei gepxasu EC (3miHa y
cneumdikavisx, nos'asaHa 3i 3viHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLljioHasnbHili hapmakonei gepxasu €C)
MpuBeaeHHs cneumdikavii g1 NnepBUHHONO
nakyBaJIbHOro MaTepiasty nonieTuIeHoBI
nakeTn 4ns Ajto4voi pevyosrHn doebykcocTary
BMpobHuuTBa F.I.S.-Fabbrica Italiana Sintetici
S.p.A., ltalyy BignoBigHiCTb O OHOBNEHOI
3aranbHoi ctarTi EP 3.1.3.Polyolefins. A Takox
BHECEHO 3MiHM fo po3giny 3.2.S.6.Container
closure system ASMF 3a3HaueHoro
BMPOGHMKa, a caMe 3MiHa nocunaHb Ha
3arasibHi cTaTTi USP Ta EP; yTOUHEHH:A
iHchopmawii Wwopo kpuwkn 6apabaHy Ta
eTUKETKN; BUAaeHHs iHhopMaLii CTOCOBHO
MILLKOBMX CTSKOK. 3MiHW | TUny - 3MiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Adl, abo
BVXiAHWIA/NPOMDXHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA
A®| (BUYUYEHHS HE3HAYHOIO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BunyyeHHs napameTpy «Baxki
MeTanu» 3 cneuymdikadii Ha CMpoBKHY Boda
OYNLLEHA, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHULITBA Ait0UOi peyoBunHK hebykcocTaty
BMpo6HMUTBa F.I.S.-Fabbrica Italiana Sintetici
S.p.A,, Italy (po3gin 3.2.S.2.3.Control of
materials). 3MiHV BN/IMBAOTb Ha 3aKPUTY
yacTrHy ASMF. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®|. KoHTposnb A®I. 3miHa y napameTtpax
cneyudikalin Ta/abo fonycTMMmUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y NPOLECi BUPOBHULTBA
A®| (BUYUYEHHS HE3HAYHOIO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BunyueHHs napameTpy «pH» 3
cneumdikauii Ha CMPOBMHY BOAA OYULLEHA, LLIO
BMKOPWCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
Ailo40i peyoBrHY hebykcocTaty BUPOGHMLTBA
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
F.I.S.-Fabbrica Italiana Sintetici S.p.A., Italy
(po3gin 3.2.S.2.3.Control of materials). 3miHu
BMAVBAIOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 skocTi. A®I. KoHTposnb AdI.

3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOro Marepiany/npoMixxHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax BUNPOGYyBaHHSA) 3MiHM
METOAVKN BU3HAYEHHS napameTpy «3asInLwoK
nicnsi BUNapoBYBaHHS» Y MeToAax KOHTPOsI0
CVPOBWHW METAHO/, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6bHULITBA Ait0U0T PEYOBUHN
hebykcocTaty BupobHuuTBa F.1.S.-Fabbrica
Italiana Sintetici S.p.A., Italy (po3gain
3.2.5.2.3.Control of materials). 3miHn
BM/IMBAIOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 aAkocTi. A®I. KoHTponb ADI.
3miHa y MmeTogax BunpobysaHHs AD| abo
BUXiQHOrO MaTepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpo6HuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEPKEHNX MeToAax BUNPOGYBaHHS) 3MiHN
METOAVKM 151 BUSHAYEHHS NETKNX JOMILLOK Y
MeToAax KOHTPOJIIO CYPOBUHWN METAHO, L0
BMKOPWCTOBYETLCSA Y NpoLeci BUPOOHMLTBA
Ailo4oi peyoBrHY hebykcocTaty BUPOGHMLTBA
F.I.S.-Fabbrica Italiana Sintetici S.p.A., ltaly
(po3gin 3.2.S.2.3.Control of materials). 3miHu
BMAVBAIOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| Tuny - 3miHK 3 skocTi. A®I. KoHTposnb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BUVXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLTBa AD| (HE3HAYHI 3MiHK Y

METOAMKM 3a NokasHUkom «Particle size», a
came BMpo6HuUkom F.1.S.-Fabbrica Italiana
Sintetici S.p.A., ltaly gogaHo ansTepHaTuBHe
obnagHaHHA Malvern Mastersizer 3000 go

po3nMcaHo MigroToBKy 3paska npu
BMKOpUCTaHHI 06n1agHaHHA Malvern
Mastersizer 2000 Ta Malvern Mastersizer
3000. (Po3gin 3.2.S.4.2.Analytical

3aTBEPLKEHNX MeToAax BUNPOGYyBaHHS) 3MiHM

3aTBepxeHoro Malvern Mastersizer 2000 Ta
BHECEHO 3MiHV [10 METOAMKN, & CaMe OKPEMO

AdI. KoHTposnb A®l. 3miHa y napameTtpax

procedures). 3MiHu | TUNY - 3MiHX 3 AKOCTI.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

cneuudikauin Ta/abo fonycTMMUX MEX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
A®I (iHWi 3mMiHW) 3amiHa napameTpis
«KOMBIHOBaHWIA 3a/IMLLKOBUIA X/T0p» Ta
«BinNbHWIA 3aUIMLLKOBUIA XN1OpUa» Ha napameTp
«BMICT 030HY» Yy crieundikauii Ana TeXHIYHOT
Boau (po3gin 3.2.S.2.3.Control of materials) y
BVMPOGHMYOMY MPOLIEC Ai0H0i PEHOBUHM
hebykcocTaTy BUpobHuKa Esteve Quimica,
S.A., Spain. 3miHa CTOCYyeTbCSA NiLLEe 3aKpUTOI
yacTvHn ASMF (po3gin 3.2.S.2.3.Control of
materials). 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWiA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPAKEHUX MeTOohax
BMNPOGYBaHHSA) 3MiHM y MeToaNuL 3a
NOKa3HUKOM «P0O34YMHEHHS» ANns
3anpoBa/pkeHHs aBToMaTu4Horo Bigbopy npob
(mopaHo onuc Npo6oniaroToBKM), AK
anbTepHaTnBa 3aTBepKeHOMy py4YHOMY
Bif6opy Npob y meTogax koHTposto MN3.
3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb
A®l. 3miHa y MeToAax BuNpobyBaHHsA A®Il abo
BUVXifHOro Marepiany/npoMixxHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®I (iHWi 3MiHK B
MeTofax BUNPobyBaHHA (BK/IOUAKUMN 3aMiHy
ab0 [ONOBHEHHS) A4/19 peareHTy, Wo He
CMPUYNHSAE iICTOTHOrO BNNBY Ha AKICTb ADI)
[loaaHo meToA NOTEHLOMETPUYHOTO
TUTPYBaHHSA A/19 BU3HAYEHHS peakTuBy
CONSHA KMCNOTA, L0 BUKOPUCTOBYETLCA Y
npoeci BUpO6HULITBA Ait0HOT PEHOBUHN
thebykcocTaty BMpo6HMUTBa F.1.S.-Fabbrica
Italiana Sintetici S.p.A., Italy (po3gin
3.2.5.2.3.Control of materials). 3miHn
BM/IMBAKOTb Ha 3aKpuTy YacTuHy ASMF. 3MiHn
| TMny - 3miHn 3 AkocTi. APL. KoHTponb AdI.
3MiHa y napameTpax cneupudikaliin Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (DONOBHEHHA cneuudikauii HoBUM
NOoKa3HUKOM SIKOCTi Ta BifiMoBigHUM MEeTO0M
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BMNpoGyBaHHS) [logaHo HOBWiA napameTp
«30BHILLHIl BUrAA» 3 BiANOBIAHUM METOA0M
BMNpobyBaHHA [0 creumdikayii gns soan
OUVLLEHOI, L0 BUKOPUCTOBYETLCA Y
BUPOGHMYOMY NPOLECI Ait0Y40T pevyoBUHN
pebykcocTaty BUpobHMKa Esteve Quimica,
S.A., Spain. 3miHa CTOCYyETbCS NiLLE 3aKpUTOI
yactuHu ASMF (po3gin 3.2.S.2.3.Control of
materials). 3miHn | TUny - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (aonoBHeHHs crevmdikalii HoBUM
NOKa3HNKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BUNpobyBaHHA) [loaaHo HOBWI NapameTp
«HiTpaTv» 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA A0 crneumdikayii gns soan
OUWLLEHOI, LLIO0 BUKOPUCTOBYETLCA Y
BUPOBHMYOMY NPOLECI Ait0YHOT PevOBUHN
thebykcocTaTy BUpo6Huka Esteve Quimica,
S.A., Spain. 3MiHa CTOCY€ETbCA NMLLe 3aKpUTOl
yactuHn ASMF (po3gin 3.2.S.2.3.Control of
materials). 3miHn | TUny - 3MiHK 3 sKocTi. AL,
KoHTponb A®L. 3miHa y MeToAax
BMNpobyBaHHsA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®| (He3HauHi 3MiHW y 3aTBEPAXEHNX
MeToAax BUNPOOyBaHHS) 3MiHU METOAVKY 3a
NoKasHUKOM «PO3Mip 4acTok», a came
BMPOGHMKOM Esteve Quimica, S.A., Spain
[0AaHOo aslbTepHaTuBHe 06nagHaHHA Malvern
Mastersizer 3000 fo 3aTBepaxeHoro Malvern
Mastersizer 2000 Ta BHECEHO Nonpasky B
napameTpi «3aTpyMKa MiXX BUMIPIOBAHHAM> B
nosi «MoBTOpHE BUMIPIOBaHHA» (3 «5 cekyHa»
Ha «0 cekyH»). Takox BUAaIEHO 3 onucy
mMeToankn 0,45-MUKPOHI inbTpy i aHani3
cTaHaapTis

ALLETPUC®

NOpPOLLOK ANs
KOHLeHTpaTy ans
pO34uHy ansi
iHdysii no 50 mr; 1
h/1aKoH 3 MOPOLLUKOM

Takena
dapma A/C

[aHis

Bupo6HMLTBO
Hepo3dacoBaHol
npoAayKuii, NnepBrHHa
ynaKkoBKa, KOHTPO/1b

ITanis/
dpaHuis/
ABCTpIst

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3miHa yacToT Ta/abo TepMiHiB NogaHHsA

AKOCTI cepiii perynspHO OHOB/IIOBaHMX 3BITIB 3 6e3neku
Y KapTOHHill kopobui roTOBOrO MPOAYKTY: nikapcbkux 3acobis - 3MiHa YacToTh Ta
BCIN TEPMIHIB NOAAHHS pPerysisipHO OHOBJ/TKOBAHOTO

3a
peyermom

UA/13286/01/01
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YapyHKOBIl
ynakoBLi; no 1
KOHTYPHIl
YapyHKOBI ynakoBL,i
B nauui

cneuucpikalisx Ha A®l, abo
BUXIAHWA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLLECi BUPOBHNLTBA
A®I (iHWi 3MiHW)

CynyTHS 3MiHa - 3MiHN 3 SKOCTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BMNpobysaHHsA A®| abo BuxigHoro
mMartepiany/npomidKHOro NPOAYKTY/peareHTy,

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
dapmacbloTikans 3BITY 3 6esnexu.
C.N.A,, ITanis; [Jitoya pepakuis: Yactota nogaHHA perynsipHo
Bupo6HULTBO OHOB/IOBAHOrO 3BITY 3 6e3nekn 1 pik. KiHuesa
Hepo3dacoBaHo| pata onsa BkoYeHHs gaHux go PO36 -
npoayKuii, nepBrHHa 19.02.2018 p. faTta nogaHHA - 29.04.2018 p.
ynakoBka: ®apesa MponoHoBaHa pegakuis: Yactota nogaHHA
MNay 2, dpaHL;is; perynisipHO OHOBJIOBAHOIO 3BiTy 3 6e3nekn 3
BTOPMHHA ynakoBka, poKu
[03BiN Ha BUNYyCK KiHueBa fata 19 BKIYEHHA AaHnx o PO3b
cepii: Takega - 18.08.2025 p. Aarta nogaHHA - 16.11.2025 p.
ABCTpist TM6X, PekomeHfo0BaHO [0 3aTBEPAXEHHSA BiANOBIAHO
ABCTpis [0 NepioAnYHOCTI NOJAHHSA PerynsapHo
OHOB/IHOBAHUX 3BITIB 3 6€3MeKN NTiKapCbknx
3acobiBy EC
8. A3UNKNAP TabneTkn, BKPUTI AHaHTa Benvka dnamiHro IHais BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/1983/01/01
250 N1iBKOBOIO Megikeap /ita. | BputaHis dapmacbroTrKanc 3MmiHu | TURYy - 3MiHK Woao peyenmom
060/10HKO10, M0 250 nra. 6e3nekun/edekTBHOCTI Ta hapMakoHariagy
Mmr no 10 TabneTok y (iHWi 3MiHM) 3MiHM BHECEHO Y TEKCT
6nictepi; no 1 MapKyBaHHS MEPBUHHOI YNaKoBKY /likapCbKOro
6nictepy B 3aco6y B n. 3. "Homep cepii nikapcbkoro
KapTOHHI/ KopoobLi 3acoby", n. 4. "[lata 3aKiHUeHHsI TEPMiHY
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHS BTOPUHHOT yNakoBku B n. 17.
IHLWE. TepMiH BBEAEHHSA 3MiH - MPOTSAroMm 3
MicAILiB Mic/a 3aTBepAKEHHSs!
9. A3VKNAP TabneTtku, BKPUTI AHaHTa Benvka dnamiHro IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1984/01/01
500 NAiBKOBOIO Megikeap /T4, BputaHis PapmacboTUKanc 3MiHu | TURY - 3MiHK WoAao peyenmom
o060n0Hkoto, no 500 nra. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Mr no 10 TabneTok y (iHWi 3MiHM) 3MiHM BHECEHO Y TEKCT
6nictepi; no 1 MapKyBaHHS MEPBUHHOI YNaKoBKY NiKapCbKOro
6nictepy B 3acoby B n. 3. "Homep cepii nikapcbkoro
KapTOHHIA KOopooLi 3acoby", n. 4. "[aTa 3aKiHYeHHs TePMiHy
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHSA BTOPUHHOT yNakoBku B n. 17.
IHWE. TepmiH BBeAEHHS 3MiH - NPOTArom 3
MicsLiB MicNs 3aTBEpPAKEHHS
10. A3UTPOMIL, TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0137/02/01
NH- 060/10HKOt0, Mo 500 "®GapmaueBTu "dapmaLeBTnYHa 3MiHu | TURY - 3MiHK 3 aKocTi. A®Il. KoHTporsb peyenmom
AAPHUNLUA Mr; no 3 TabneTkm y yHa chipma ipma "JapHuus” A®l. 3miHa y napameTpax cneumdikauin
KOHTYPHIl "fNapHuus” Ta/abo [oNYCTUMUX MEX, BUSHAYEHUX Y
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
LLI0 BUKOPWCTOBYETLCA Y NpoLieci BUPOGHULTBA

A®| (He3HaYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BUNPOGYyBaHHS)
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHa APl abo BuUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLECi BUPOBHMLTBA
A®| (He3HaYHI 3MiHW Y 3aTBEPKEHNX
mMeTofax BUNPOOYBaHHS), BHECEHHS 3MiH A0
po3ginis 3.2.S.4.1.Cneundikauis Ta
3.2.S.4.2. AHaniTUYHI METOAMKM Ha Aitouy
peyoBuHy A3UTPOMILMHY aurigpar, a came
NoKa3HMK «PO34YMHHICTb>» BigMnoBiAHO 40 BUMOr
A®Y 1.4 «<MoHorpadii» Ta €P 1.5.1.7
«Characters» mae pekomeHgauiiHUiA
XapakTep, Ha nigcTasi Yoro iHpopMaLito LWoa0
pO34MHHOCTI A®I nepeHeceHo [0 3arasibHNX
BN1ACTUBOCTEN, HOPMYBaHHSA Ta METOAMUKY
nokasHuka «MikpobiosoriyHa uncToTa»
npuBeAEeHO Y BIAMNOBIAHICTb A0 BUMOT E®,
2.6.12, 5.1.4. 3miHu | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIgHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHA HOBOro
abo oHoBNEHOro cepTudiikaTa BifNOBIAHOCTI
abo BUyYeHHs cepTudpikarta BiANOBiAHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ana
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; 4718 [OMNOMIKHOI PEeYOBUHM
(cepTucpikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif
yXXe 3aTBEPXXEHOT0 BUPOGHUKA - NOAaHHSA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI
€BponelicbKoi hapMakonei Ha ajrouy
peyoBuHY A3nUTpomiuvH aurigpat R1-CEP
2013-153-Rev 03 (3atBepgkeHo R1-CEP
2013-153-Rev 00) Bif BXe 3aTBEpKEHOr0
BMpo6HUKa Zhejiang Guobang Pharmaceutical
Co., Ltd., China, BHOCMTbCS 3MiHa A0
NoKasHMKa «3a/IMLLKOBI PO3UYMHHUKMY». 3MiHN |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkil hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit

dhapmakonei: ans A®l; ans suxigHoro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,

IO BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHSA HOBOro cepTudikaty
BiANOBIAHOCTI EBponeiicbkoi hapmakonei Ha
gitouy peyoBuHy A3nTpomiumH gurigpaT R1-
CEP 2007-165-Rev 04 Big BXe
3aTBEpAXEHOro BUpobHuka Alembic
Pharmaceuticals Limited, India Ha 3amiHy
(DMF Jun., 2012), BHOCATbCA 3MiHW A0
po3ainy «TepMiH NEPEKOHPOIO»
(3aTBEpPMAXEHO: 3 POKM; NPOMNOHOBAHO: 5 POKIB)
Ta A0 NoKasHVKa «3a/INLWKOBI PO3UNHHUKMN
(NponoHOBaHO: aLeToHy — He Ginblue 1500
ppm). 3MiHK | TUNY - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpoOHULTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPO6yBaHHS
(BKOYatoUmM 3aMiHy abo f0NoBHeHHs) Ad|
ab0 BUXIAHOro/MPOMIXHOIO NPOAYKTY) 3MiHa Y
MeToAax BUNpodyBaHHs AD| BXigHOro
KOHTPO/IO Ha AitoYy pevyoBuHY A3UTPOMILIMHY
avrigpat, a came: METOAMKY KOHTPOJIHO
«®dopmanbgeria» 3anvieHo 6e3 3miH,
YTOUYHEHO Ha3BY HepyxoMoi hasu
XpomaTtorpadiyHoi KONOHKW, HaBefeHO
NopsA0K BUXOAY MiKiB, 3a pe3ynbraramu
BaslifaLii BHeCEHO TepMiHU NPUAATHOCTI
PO34MHIB Ta YTOYHEHO BUMOTM 10
XpomaTorpadiyHoi cucTeM, a TakoX BHECEHO
pefakLiiiHi npaBku, siki ohopMaIeHO
BiZiNOBIAHO O PEKOMEHAAL Ta CTUNICTUKN
[®Y; nns nokasHvka «TioliaHaT» METOAMKY
KOHTPOJIO 3a/I1LLEHO 6€3 3MiH, Bi4noBigHO A0
aKkTyasIbHUX MaTepianis BUpo6HMKa Zhejiang
Guobang Pharmaceutical Co., Ltd., China (R1-
CEP 2013-153-Rev 03) BHeCEHO BU3HAYEHHSA
KpUTEpIt0 NPUAATHOCTI TECTY | yTOYHEHO
po3paxyHKoBy hopmyy, 3a pesynbTatamm
BasligaLjii BHeCeHO TepMiH NPUAATHOCTI
PO34MHIB, a TaKoX peAaKLiiiHi npaBku, AKi
ochopMIEHO [0 pekoMeHaauUil Ta CTUIICTUKN
[OdY; pnsa nokasHuka «KinbkicHe BUSHAYEHHS»

METOAMKY KOHTPOSIIO0 MPUBEAEHO Y
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBIAHICTb A0 BUMOT MOHOrpadii

«Azithromycin» eBponeiicbkoi ®apmakonei Ta
3a pesynbTartamu BaslifaLii BHeCEHO TePMIH
npuaaTHOCTI Po3YunHiB. 3MiHu | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikaisx Ha Ad®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUNYyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI
(ranpvknag BUIYyYeHHS 3acTapinoro
noKa3HWUKa)) BHECEHHS 3MiH 10 BXiAHOT0O
KOHTPO/IO Ha Aito4y pevyoBuHY A3UTPOMILIMHY
avrigpat, a came BUYYEHHS NMOKasHMKa
«Baxki MeTanv» (BUKOHYETbCSA TiNlbkn 4115
BUpobHuKa Alembic Pharmaceuticals Limited,
India) BUnyyeHo Ha nigctasi HagaHol
BMPOGHWKOM OLIiHKM PU3UKY BifMOBIgHO A0
sumor ICH Q3D Guideline for Elemental
Impurities (R1-CEP 2007-165-Rev 04). 3miHu |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOro Marepiany/npoMixxHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HULUTBa A®I (iHLWI 3MiHN Y
MeTofax BUNPObyBaHHA (BK/IOUAKUMN 3aMiHy
abo gonoBHeHHs)) A®| abo
BMXiZAHOro/NpoMiXHOro npoaykty) CynyTHs
3MiHa - 3MiHu 3 aKocTi. A®l. KoHTposnb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuyucpikalisx Ha Ad®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (iHWi 3MiHM) f0 MaTepianis
peecTpaLiiHOro JOCLE Ha rOTOBWIA NiKaPCbKWiA
3aci6 BHOCATLCSA 3MiHa [0 BXIAHOIO KOHTPO/IO
Ha fjitouy peyoBrHy A3UTPOMILMHY AurigpaT 3a
nokasHukom «lnatnHa», a cama po3pobeHo
MeTOAMKY KOHTPO/TI0O METOA0M aTOMHO-
emiciliHoi cnekTpoMeTpii 3 iHAYKTUBHO
3B’sA3aHO0 Nnasmoi (AdY, 2.2.57), 3
ypaxyBaHHSM pe3ynbTartiB Banigauil;
HOPMYBaHHS 3a1uLWeHo 6e3 3MiH, 3MiHEHO
NOCWNaHHS Ha METOZ, KOHTPO0. 3MiHM | TNy
- 3MiHK 3 AkocTi. APL. KoHTponb A®Il. 3miHa y

MeTofax BunpobysaHHs A®| abo BuXigHOro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
marepiany/npomiKHOrO MPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLieci BUPOGHULTBA

BMNPOBYBaHHS rOTOBOrO MiKapcbKoro 3acoby

A®I (iHWi 3MiHKM Yy MeTogax BUNPO6yBaHHSA
(BKTHOHAOUM 3aMiHy 260 AONOBHEHHS) ADI
a60 BUXiAHOro/npoMikHOro NpoaykTy) CynyTHs
3MiHa - 3MiHu 3 aKocTi. A®l. KoHTposnb AdI.

3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuucpikalisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (iHWi 3MiHM) A0 MaTepianis
peecTpavuiiHoro Aocbe, 415 BXigHOro
KOHTPO/IO Ha Aito4y pevyoBuHY A3UTPOMILIMHY
Auvrigpart, BHECEHO 3MiHU [0 NOKasHuKa
«CynpoBigHi AOMILLKM» : HOPMYBaHHS Ta
MeTOoAMKY NpYBEAEHO Y BiANOBIAHICTL A0
BMMOT MOHorpacii «Azithromycin»
€Bponeiicbkoi ®apmakonei; a came:
BKJ/THOYEHO [OMILLKY Q, Y 3B’A3KY 3 LM A0
MeTOAVKN BHECEHO YTOYHEHHS i MpaBku, camy
METOAMKY KOHTPOJIIO 3a/INLEHO 6e3 3MiH, 3a
pesynbTaTamu BaslifaLii BHECEHO TEPMIHU
NpUAATHOCTI PO3UMHIB, & TakOX BHECEHO
pefakuiiiHi npaBku, ski ohopMaIeHO
BiANOBIAHO [0 pekoMeHAaLiil Ta CTUNICTUKM
A®Y. 3minu | Tuny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO /likapCcbkoro 3acoby (iHLWi 3MiHK)
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

(iHWi 3MiHM y MeTogax BunpobyBaHb
(BK/OYAKOUM 3aMiHYy @60 [OMOBHEHHS)) A0

mMarepianiB peecTpaLiiHoro A0Cbe Ha roToBwiA
nikapcbkuii 3acié BHECEHO 3MiHU: 0
nokasHuka «CynpoBigHi AOMILLKW», BiANOBIAHO
[0 aKTyanbHOI MoHorpadii €BponeiicbKol
thapmakonei «Azithromycin» 10 HOpMyBaHHS
BK/TIOYEHO JOMILLKY Q, METOAWKY KOHTPO/O
3a/MLweHo 6e3 3MiH, yTOYHEHO Ha3By
Hepyxomoi pasmn i Temnepatypy
XpomaTorpadiyHoi KOJIOHKM Ta 3a

pesynbTaTamu BaslifaLii BHECEHO TEPMiHU
NPUAATHOCTI PO3YMHIB, & TaKOX BHECEHO
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YTOUHEHHS | pefakuiiiHi npaBku, Sk
0hopM/IEHO BIANOBIAHO A0 pekoMeHAaaLil Ta
ctunictukn APY; no nokasHuka «OfHOPIAHICTb
[030BaHNX OVHULb», BHECEHO peAaKLiliHi
npasku, ki 0hOpPM/IEHO BifNOBIAHO A0
pekoMeHAaLii Ta ctunictrkm 4dY.
HopmyBaHHA Ta METOAMKY 3a/INLLIEHO 6e3 3MiH
11. A3TEK TabneTku, BKPUTI €Bpo IHais ®AC NimiTeq, IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/6635/01/01
NNiBKOBOIO Naicpkep 3MiHu | TMNy - 3MiHK Woa0 peyenmom nionseae
o60n0Hkoto, no 500 MpaiBiT 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Mr; o 3 TabneTkm y Nimiteq 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro

6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBLi

3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEeHO A0 [HCTPYKLUii Ana MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ginis
"B3aemogis 3 iHWK1MKN NikapcbkMu 3acobamm
Ta iHWi BUAM B3aemogiit”, "OcobnmBocTi
3actocyBaHHs" Ta "lMob6iyHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao
6e3nekn 3acTocyBaHHA fil040T PeYOBUHY -
asnUTPOMILVH. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicALiB nicns 3aTBepAKEHHS.
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMx/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX A0AATKOBMX
LaHnx) 3MiHWM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOoro 3acoby
[0 po3ainis "B3aemMogis 3 iHLLIMMKY
niKkapcbknMuy 3acobamu Ta iHWi BUaAn
B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "34artHicTb BN/MBaTH Ha
LIBMAKICTb peakLii Npy KepyBaHHi




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Cnoci6 3acTocyBaHHsA Ta 031" BiANOBIAHO A0
iHdhopmaLii pedhepeHTHOro nikapcebKoro
3acoby Cymame[ TabneTkun, BKPUTI M/TiIBKOBOKO
060/10HKO0. TEePMiH BBEAEHHS 3MiH -
npoTsArom 6 micsilis nicns 3aTBepAKEHHS.
12. AKCOTUNIH PO34UH OpasbHUIA, My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a He UA/15289/02/01
100 mr/mn no 50 mn akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom | nidssieae
PO34KMHY y (hr1aKoHi, TOBapUCTBO TOBapuCTBO nikapcbkuid 3aci6. CTabinbHICTb. 3MiHa Y
no 1 donakoHy "HaykoBo- "HaykoBo- TepMiHax npuaarTHocTi abo yMoBax 36epiraHHs
pasom 3 BVPOGHNYNIA BMPOGHUUUIA LEHTP roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs
[03yBa/IbHUM LEeHTp "BopuuarisCcbkuii TepMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro
NPUCTPOEM B nauLi "Bopuyariscbk Ximiko- 3acoby) - 115 ToproBoi ynakoBku
WA XiMiKo- thapmavLeBTUYHWI (niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
hapmavneBTuy 3asopg" 36inbLIEeHHS TeEPMiHY NPUMAATHOCTI Y 3B'A3KY i3
Huii 3aBog" OTPMMAHHAM MO3UTUBHUX AaHUX LLOAO

LOCNiMpKEHHS CTabiNbHOCTI y peasibHOMY Yaci.
[itoua pepakuis: TepmiH NpuAaTHOCTI 2 POKK.
TepmiH NpuaaTHOCTI NiCNS NEepLUIOro PO3KPUTTA
— 10 pi6.MponoHoBaHa peaakuis: TepMmiH
npugaTHocTi 3 poku. TepMiH NpUAATHOCTI
nicns nepLoro po3kpuTTa — 10 Ai6. 3MiHn
BHECEHO B iHCTPYKLt0 415 MEAUYHOrO
3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin
"TepMiH npuaaTHocTi". BBeAEeHHS 3MiH
NPOTArom 6-TW MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUIA 3aci6 (iHLWi
3MiHM) 3MiHa Y 3B'A3KY BUNYYEHHS iHchopmaw,i
npo MOBY MapKyBaHHS y po3gini "[oaaTkoBa
iHhopmauis. [l-1. Ynakoska" MKA Ta po3sginy
3.2.P.7. fitoua pegaxuis: MKA N3 Po3sgin:
«[JOAATKOBA IHOGOPMALIA (Al)»
[Al-1. Ynakoska. Mo 50 mn npenaparty y
hnakoHi 3 6e36apBHOro ck/ia B KOMMNAEKTI 3
KPWILLKOIO 3 KOHTPO/IEM MEPLUOro PO3KPUTTS.
Ha dhnakoH HaknewwTb eTUKETKY,
BUrOTOB/IEHY nosirpadiyHum cnocobom gpyky.
®n1akoH pa3om 3 iHCTPYKLE 418 MeAUYHOro
3acTocyBaHHA npenapary Ta f03yBaslbHUM
NPUCTPOEM MOMILLAIOTb B NaYKy 3
MapKyBaHHSAM YKPaiHCbKOI Ta POCINCHKOIO
MOBamMu Ta MapkyBaHHSAM LpudyToMm Bpaiina
YKpaiHCbKOKO MOBOI. [TponoHOBaHa pefakuis:
MKA N3 Po3zgin: «0OOATKOBA
IHOOPMALIA (41)»
[Al-1. Ynakoska. Mo 50 mn npenaparty y
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhnakoHi 3 6e36apBHOr0 Ck/la B KOMMJIEKTi 3
KPULLKOKO 3 KOHTPO/IEM NEPLUOro PO3KPUTTS.
Ha dhnakoH HaknewwTb eTUKETKY,
BMrOTOB/IEHY nosirpadiyHum cnocobom gpyky.
®NakoH pasoM 3 IHCTPYKLIED AN MEAUYHOTO
3acTocyBaHHS npenapary Ta f03yBa/lbHUM
MPUCTPOEM NOMILLAIOTb B NaYKy.

13.

AKTOBETIH

TabneTku, BKPUTI
060/10HKOI0, M0 200
mr no 50 TabneTok y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

TOB "Takega
YkpaiHa"

YKpaiHa

TOB "KYCYM
SAPM"
(BTOpYHHE
nakyBaHHs i3 in bulk
hipMmn-BUPOGHMKa
Takega M'm6X, micue
BUPOGHMLTBA
OpaHieHbypr,
HimeuunHa)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemn hapMakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6Y 3asBHVIKa,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
thapmakoHarnagy. fivoua pefakuis: YpeTii
Ceprili IBaHOBMY / Sergii Uretii. MponoHoBaHa
pegakuist: Myykos KocTtaHTuH CepriioBuy /
Puchkov Kostiantyn. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
dhapmakoHarnsgy.

3a
peyenmom

UA/16098/01/01

14.

ANAISEM

Tabnetku no 90 mr
no 10 Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHIA Kopoo6Li

ANKANOIQ AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOCNiAKEHDb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHV BHecCeHi A0 IHCTpyKuii ans
MEeAMYHOro 3acTOCYBaHHSA NikapCcbKoro 3acoby

3a
peyerimom

He
niosnsicae

UA/1836/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
40 posgainis "MpoTunokasaHHs"," Baaemogis 3
IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Mepepo3yBaHHs", "Mo6iyHI peakyji” WwWoa0
6e3nekn 3acToCyBaHHA [il040T PEYOBUHW.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECeHI [0 IHCTpyKUiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
[0 po3sginy "Mo6iyHi peakuyii wopao
NoBiJOMJIEHHS NPO NO6IYHI peakuil
15. AJNNEPIFOKOP Masb, 1 mr/rno15r TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/16036/01/01
T y Ty6i; no 1 1y6iy 03 BMPOGHMLITBA, 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka peyenmom
KopobLi 3 KapTOHY OBMEXXEHO KOHTPO/b SIKOCTI, peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
,0) BUWMYCK Cepii: MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
BIAMOBIOAN ToBapucTso 3 NPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIKEHHS;
bHICTHO 06MEeXEHO 3MiHu | TMNYy - 3MiHK Woao
«KOPTIOPALLI BiA4NOBiga/IbHICTIO 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
A "®apmaueBTnyHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
«3[00POB’'A» KoMnaHis "3popos'a” npo cuctemy thapmakoHarnsgy (BBefieHHs
YKpaiHa, y3araJibHeHNx AaHux npo cucrtemy
BCi cTagii thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT
BMpPOBHULTBA, 0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
BUWMYCK Cepii: hapmakoHarnsgy; KOHTakTHoi ocobu 3
ToBapwuCTBO 3 chapmakoHarnsgy 3asBHUKa 415 34jiACHEHHS
06MEeXeHO thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAgMNOBiga/IbHICTIO BiAMiHHA Bif YNOBHOBaXKEHOI 0CO6Y,
"®apmaveBTUYHa BiANOBiga/IbHOI 3a 3AiACHEHHSI
KOMnaHis hapmakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
"3p0poB's", YkpaiHa,; Ta/abo 3MiHM y po3MilLEeHHI MacTep-thainina
KOHTPO/b SKOCTI: cuctemu chapmakoHarnagy) - 3miHa
ToBapucTso 3 YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
06MEXEHO0 BiANOBIAa/IbHOT 32 hapmakoHarnsag fioua
BiAgNoBiga/IbHICTIO pepakuis: LeBueHko OneHa IropisHa
"®APMEKC IPy11", MponoHoBaHa pepakuisn: MNaxosa OnexHa
Ykpaina MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigasibHOI 3a hapMakoHarnsag 3miHa
HOMepa MacTep-thaiina cmctemm
thapmakoHarnsgy
16. ANEPIFOMAK | kpanni HasasbHi, TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/11696/02/01
C po3yumH no 15 mny 03 obmexeHo 3miHa 3aaBHuka /13 (MIBIM) (BnacHuka peyenma
donakoHi 3 kpuwikoto- | OBMEXXEHO BiANOBifa/IbHICTIO peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
KpanenbHULEeto 3i 10) "®apmaueBTUYHA MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
CK/ISIHOIO NINeTKOH; BIANOBIAAN KomnaHis "3gopos'a” NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS;
no 1 cpnakoHy y bHICTHO 3MiHu | TUNYy - 3MiHK Woao
Kopo6Li 3 KapTOHY «KOPIOPALLI 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
A BBefeHHs1 ab0 3MiHM [0 y3arasibHEHMX AaHWX
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

«300POB’'A»

npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHuX npo cucTemy
hapmakoHarniagy, 3MiHa ynoBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iACHEHHS]
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
chapmakoHarnsgy (BkIvaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegpakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MuiKkonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

17.

ANEHAPA®

TabneTkun no 70 mr
in bulk Ne 7200
(4x1800): no 4
Tabnetku y 6nictepi,
no 1800 6nicTepiB y
KapTOHHI/ KopoobLi

TOB
"TNEQPAPM
nTa

YKpaiHa

KYCYM XENTXKEP
MBT NTA,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BUNPOBYBaHHS rOTOBOrO MiKapCcbKoro 3acoby

(He3HauyHa 3MiHa y 3aTBEpPAKEHUX METOo4ax
BMNpo6yBaHHS) - MNepefyMoBo0 ANs
BHECEHHS 3MiH B peecTpaLiiiHi MaTepianu
nikapcbkoro 3acoby AJIEHAPA® TabneTkn no
70 Mr € HeObXiAHICTb BUNpaB/IEHHS
HETOYHOCTi 3HAYEHHS BifHOLLIEHHS

MOEKY/IAPHOT Macu KUC/I0TU anleHapOHOBOT

[10 MO/IEKYIAPHOT MacK HaTpilo aneHgpoHarty
TpurigpaTy (dhakTop nepepaxyHky) y
po3paxyHKoBUX hopMynax ans TecTis
«OAHOPIAHICTb A030BaHNX OAVNHULE,

«P03uUnHEHHS», «KiNbKiCHE BU3HAYEHHS».
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb roToBoro

nikapcbKoro 3acoby (iHLwi 3MiHK) - OHOBJ/IEHHS
MKS gns nikapcbkoro 3acoby, a came -

BUKNAAEHHS TEKCTY AePXaBHOK MOBOIO,

3riflHO Cy4acHUX BUMOT.

UA/12663/01/01

18.

ANEHAPA®

Tabnetku no 70 mr
no 4 TabneTkn y
6nictepi; no 1
6nictepy y

TOB
"TNEJ®APM
nTa

YkpaiHa

KYCYM XENTXKEP
nBT NTA4

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
NiKapcbKoro 3acoby. 3miHa y MeToaax

3a
peyerimom

UA/7210/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI ynakoBsL,i BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAax
BMNpobyBaHHS) - MNepefyMoBoto AN
BHECEHHS 3MiH B peecTpaLiiiHi MaTepianu
nikapcbkoro 3acoby AJIEHAPA® Tabnetku no
70 Mr € HeObXiAHICTb BUNPaB/IEHHS
HETOYHOCTi 3HAYEHHS BifHOLLIEHHS
MOJIEKY/IAPHOI Macu KUC/I0TU afleHApPOHOBOT
[0 MONEKyNSAPHOT Macu HaTpito aneHgpoHary
TpurigpaTy (hakTop nepepaxyHky) y
po3paxyHKoBux chopmynax Ansi TecTiB
«OAHOPIHICTb A030BaHNX OAVNHULE,
«P0o34nHeHHs», «KifbkKiCHe BU3HAYEHHSN».
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHM) - OHOBMIEHHSA
MKSA ons nikapcbkoro 3acoby, a came -
BUKAAEHHS TEKCTY [epXXaBHO MOBOIO,
3rifHO Cy4YacHUX BUMOT.

19. ANOKCI® PO34UH ON1s1 iH'EKLiA, XenciHH Ipnangis Bupo6HULTBO dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16037/01/01
250 mkr/5 mnno 5 Bipekc Hepo3acoBaHol Ipnangis 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom
My chnakoHi; no 1 dapmacbloTika npoayKuii, NnepBuHHe nikapcbkuii 3aci6. Cuctema
donakoHy B nec nra. nakyBaHHs: KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
KapTOHHI/ KopoobLi PAPEBA TAY, nocTavyanbHvKa nakyBabHVUX martepianis abo

®paHuisa KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B AOCHE)
Bupo6HULTBO (3amiHa abo fofaBaHHA NocTavasibHUKA)
Hepo3gacoBaHo| [opasaHHa noctavansHuka "Datwyler Pharma
npoayKuii, NnepBuHHe Packaging Belgium NV" sik anbTepHaTuBHOro
nakyBaHHs1, noctayanbHUKa nakyBasibHVUX MaTepiasis gns
KOHTPO/b Cepiii: cipux xnop6yTunnosnx npobok 20 Mm
OAPEBA TAY, NpecuniKoHizoBaHMX. Takox, 3asBHIK
PpaHuis KOPUCTYIOUMNCb MOX/IMBICTbIO HaAae BinbLu
BignosigansHuii 3a YiTKi TEXHIYHI KpecneHHst Npobkm "West" y
BTOPVIHHE NYHKTI 3.2.P.7, Npu LbOMY XOAHVX 3MiH Y
nakyBaHHs Ta [aHiii npo6buji He BiAGYyBa€eTLCS.
BUWMYCK Cepii:
XenciHH bipekc
PapmacbloTikasic
Nt lpnaxgis

20. ANbTAH TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 6e3 UA/2636/01/01
NNiBKOBOO akuioHepHe akuioHepHe 3MiHu | TMNYy - 3MiHK Woao peuyenma
o60n10HkKot0, No 10 TOBapuncTBo TOBapuncTBo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
Mr no 20 TabneTok y "HaykoBo- "HaykoBo- (iHWi 3MiHW)
6nictepi; no 5 BVPOGHNYNIA BMPOGHUYNIA LEHTP 3MiHa y 3B'A3KY YTOUHEHHS BUKNAAEHHS
6nicTepis y nauui LEeHTp "BopLuariBcbkuii po3giny "Aopatkosa iHchopmavis. Al-1.

"bopLuariBcbk XiMiKo- Ynakoska" MK#A Ta po3giny 3.2.P.7.
NiA XiMiKo- thapmavLeBTUYHWI [Oitova pepakuin: MKA N3 Po3gain Al-1.
dhapmaueBTny 3asofa” YnakoBka Mo 20 TabneTok y 6aicTepi 3 naiBkx
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HWi 3aBog"

NONIBIHIIXOPUAHOI Ta hoNbrv altoMiHIEBOT 3
OIHOCTOPOHHIM MOKPUTTSAM TEPMONAKOM i
OPYKOM 3 Apyroi cTopoHu. Mo 5 6nicTepis 3
IHCTPYKLEIO 415 MEANYHOrO 3aCTOCYyBaHHSA
NOMILLAI0Tb Y Nauky 3 KAPTOHY 3 MapKyBaHHAM
YKPaiHCbKOI Ta POCIiCbKOI MOBamMm Ta
MapKyBaHHAM WpndyTom bpaiins ykpaiHCbKo
MoBoOH0. [NponoHoBaHa pegakuis: MKA 113
Posgin Al-1. YnakoBka Mo 20 TabneTok y
6nicTepi 3 NiBKM NOMIBIHINX10pPMAHOT Ta
honbry antoMiHieBOT 3 0 HOCTOPOHHIM
NOKPUTTSIM TEPMOIAKOM i APYKOM 3 Apyroi
cTopoHu. Mo 5 6nicTepiB 3 iHCTPYyKLi€0 4N
MeAMYHOro 3aCTOCYBaHHA NOMILLAIOTb Y nayky
3 KapToHY. OHOB/IEHHSA TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby, a caMme BUIyHYeHHs!
iHhopMmaLii, 3a3HayYeHoi poCiiicbKol MOBOIO,
Ta He3HauHi pefakuiiHi npaBku. BBegeHHs
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
nocTavyanbHvKa nakyBaibHUX Martepianis abo
KOMMNIEKTYHUNX (FKLWO 3a3Ha4YeHO B [OCbE)
(BnnyYeHHs mocTavanbHyKa) BunyyeHHs
HaliMeHyBaHHS NOCTaYa/IbHUKIB NakKyBasTbHUX
marepianiB 3 peecTpaLjiiiHoro AOoCbE, Y 3B'A3KY
3 npuBefeHHAM po3giny 3.2.P.7.
peecTpaLiiHoro Aocke Yy BiANOBIAHICTL [0
€BPONEVCbKMX BUMOT, & TaKOX BUMYHYEHHS i3
peecTpauiiHoro Aocbe BUPOGHMKA MANIBKM
nonisiinxnopuaHoi TOB "KnbokHep
MeHTannact Pyc", pocis.

21.

AMBPOKCO/N
15

cupon, 15 mr/5 mn,
no 50 mn y cpnakoHi
noniMepHomy; no 1
donakoHy pasom 3
JIOXKOI0
[103yBa/IbHOIO B
naJui; no 100 mny
donakoHi
nonimepHomy a6o
6aHLi noniMepHi;
no 1 donakony abo
no 1 6aHuji pasom 3
NIOXKOI0
[,03yBa/IbHOIO B

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LieHTp
"BopLuariBcbk
WA XiMiKO-
hapmavneBTuy
HWi1 3aBo"

YKpaiHa

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHUUNIA LLEHTP
"BopLuariBcbkuii
XiMmiKoO-
hapmavueBTUYHWI
3aBsog”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA TiET camoi
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHs XOAHUX HOBUX AOAATKOBMX
[aHunx) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3gain
"Cnocib 3acTocyBaHHsA Ta 4031" 3rigHO 3

6e3
peuyenma

nionsieae

UA/0595/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nauyj; mo 100 mny iHchopmauieto LLoA0 MeANYHOTO 3aCTOCYBaHHS
doNakoHi CKIsiHOMY; pedhepeHTHOro Jlikapcbkoro 3acoby
no 1 donakoHy (NA3BONBAH® 31 CMAKOM NICOBUX Arla,
pasom 3 JI0XKKOH cvpon, 15 mr/5 mn). BBeAeHHS 3MiH NpoTArom
[03YBa/IbHOKO B 6-TN MiCALIB NiCNA 3aTBEPAXEHHS.
nauuj; no 120 mn'y
chnakoHi
nosniMmepHomy a6o
6aHLj noniMepHii;
no 1 donakoHy abo
no 1 6aHLi pasom 3
JI0XKOI0
[103yBa/IbHOIO B
nauwi
22. AMBPOKCO/ | cupon, 15 mr/5 mn TOB «TeBa YkpaiHa Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/1853/02/01
-TEBA no 100 mny YkpaiHa» HimeuunHa 3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenma
donakoHi; no 1 (do3Bin Ha BMNYyCK nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
dhnakoHy pasom i3 cepi; iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
MipHUM Bupo6HMLTBO cepil Ta KOHTPO/1I0 AKOCTi FOTOBOrO
CTaKaH4YMKOM Y Hepo3dacoBaHOl nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
Kopoo6ui npoayKuii, nepBnHHa AiNbHULI, Ha AKIA 3AiACHI0ETLCA
Ta BTOpVHHA KOHTpONb/BMNpoGyBaHHSA cepii) JoaaBaHHs
ynakoBKa, KOHTPO/1b anbTepHaTUBHOIO BUPOGHMKA
AKOCTI); BIANOBIA&/IbHOIO 3a KOHTPO/Ib cepii (hi3nko-
AnbTepHaTUBHUIA XimiyHi BuNpo6ysaHHs): HHAC /la6op A-p
BUPOBHUK Xoiicnep Mv6X, HimeuurHa). 3MiH1 BHECEHO
BiAnoBigaNbHWI 3a Ha TUTYNbHY CTOPIHKY TEKCTY MapKyBaHHS
KOHTpOb cepil NikapcbKoro 3acoby LLoAo AoAaBaHHSA
(thiznKo-XimiyHi anbTepHaTUBHOIO BUPOOHMKA. BBEAEHHS 3MiH
BMNPOBYBaHHSA): NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
HHAC Na6op A-p
Xolicnep MM6X,
HimeuunHa
23. AMIHOMNNAS3 pO34uH ANA iHdy3il B. bpayH HimeuuunH Brpo6HMUTBO, HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/13161/01/01
MANb no 500 mny Menb3yHreH a nepBuHHa Ta 3MiHu | TMNYy - 3MiHK Woao peyenmom
B.BPAYH donakoHi; no 10 Al BTOPUHHA ynakoBKa, 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy
10% E dhnakoHiB y BMNycK cepii: b. (iHWi 3mMiHM) 3MiHW BHeCeHi B TEKCT
KapTOHHIA KopooLi BpayH Menb3yHreH MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
Al', HimeuunHa; yNaKoBKM NiKapCbKoro 3acoby y po3gin
KoHTposb cepii: b. «|HLUE». BBEAEHHS 3MiH NpOTAroM 6-Tn
BpayH Menb3yHreH MiCALiB Nicna 3aTBepAKEHHS
Al', HimevyunHa
24, AMIHOMNAS3 pO34uH ANA iHdy3il B. bpayH HimeuuunH Brpo6HMUTBO, HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13161/01/01
MANb no 500 mny Menb3yHreH a nepBuvHHa Ta 3MiHu | TMNYy - 3MiHK Woao peyenmom
B.BPAYH donakoHi; no 10 Al BTOPVHHA yNakoBka, 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnisgy.
10% E dhnakoHiB y BMNyck cepii: b. BBefieHHs1 ab0 3MiHM [0 y3araslbHEHMX AaHUX

KapTOHHilA KOpo6L

BpayH Menb3yHreH
Arl, HimeyuunHa,;

npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX fJaHNX Mpo cucTemy
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KoHTponb cepii: B.
BpayH Menb3yHreH
Al', HimeuunHa

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHol
oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4715 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cucTemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4noBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Maiikn Mapuwnep / Michael
Marschler. MNMponoHoBaHa pegakuis: A-p
MapxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHWUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBigabHOI 3a hapMakoHarnsg

25.

AMIOKOPAN

H®

Tabnetkn no 200 wr;
no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHIA KOopoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., HoBo
MecTo
(BUPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii; KOHTponb cepii
(hisnuHi Ta XiMiuHi
MEeTOAMN KOHTPO/I0))

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/iHKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuynunx gocnigkennb (PIP) (iHwwi 3miHKn)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYyBaHHS Nikapcbkoro 3acoby y posainu:
"B3aemogis 3 iHWKMKU NikapcbKMmn 3acobamm
Ta iHWi B1AKn B3aemogii", "OcobmnBOoCTi
3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
iHdhopmauii 3 6e3nekn Ajro4oi peyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBe/leHNX Bi4NOBIAHO A0 NaaHy

3a
peyernmom

He
nionsieae

UA/10291/01/01
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
y po3ginu: “Bzaemopis 3 iHLWMMU NiKapCbKuMu
3acob6amu Ta iHWi BuAv B3aemogiid”, “robiyni
peakujii” BiANOBIAHO 4O OHOBMIEHOT iHGhopMaLii
3 6e3neku Ailyoi peyoBrHNU. BBeAEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMKEHHS.
3MmiHu | TURY - 3MiHK Wopao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
nNiKapCbKNx 3aco6iB Micis BHECEHHS Tiei camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye Haf@aHHs XOLHUX HOBUX AOAATKOBMX
AaHnx) 3MiHM BHECEHO A0 IHCTPYKLii ANs
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu “®apmMakonorivyHi B1acTueBocTi”,
“B3aemogis 3 iHWMMM fliKapCbkumy 3acobamum
Ta iHWi BUuAmn B3aemogiii”, “OcobmBocTi
3acTocyBaHHs", “3acTocyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, “3gaTHicTb
BMMBATY Ha LUBUAKICTb peakwii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWKMMK MexaHi3mMamn”,
“Cnoci6 3acTtocyBaHHs Ta go3un”, “Aitn”,
“Mo6iuHi peakuii” 3rigHo 3 iHhopMalLlieto Lwoa0
MeJMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (KopaapoH® TabneTku).
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS.
3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edheKTUBHOCTI Ta (papmakoHarnsgy
(iHWi 3MiHM) 3MiHVM BHECEHO [0 IHCTPYKLT A1
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
y po3gin "Mo6ivHi peakuii" W00 3BiTyBaHHS
npo no6ivHi peakLii. BBeAEHHA 3MiH NPOTArOM
6-TN MicALIB Nic/1a 3aTBEPAKEHHS.

26.

AMIOKOPON

H®

PO34UH ON1s1 iH'EKLiA,
150 mr/3 mn; no 3
M B amnysii; no 5
amnysn y KapTOHHii
Kopoo6ui

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4., HoBo
MecTo
(BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii; KOHTponb cepii

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
niKkapcbKoro 3acoby, abo gocnigkeHb 3

3a
peyenmom

He
nionseae

UA/2295/02/01




3assHUK

KpaiHa
3asiBHUKa

64

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

6e3Mekn 3acTocyBaHHs /ikapCbKoro 3acoby B

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

n/n

Hassa dopma sunycKy
JliKapcbKo20 | (nikapcbka ¢hopma,
3acoby ynakoska)

(hiznyHi Ta XimiuHi
MEeTOAUN KOHTPO/II0))

nicnsipeecTpaduiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy

negiatpuyHux gocnigpxkeHb (PIP) (HWwi 3MiHK)
3MiHW BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKM Nikapcbkumu 3acobamu
Ta iHWi BUAan B3aemogiii", "OcobnnBocTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHSA
LYol pevyoBMHN amMiofapoHy rigpoxiopus
BiZiNOBIAHO A0 pekoMeHAaLih PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigxeHb 3

nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy

nepiatpnyHux gocnimpkeHs (PIP) (3miHy

[0 po3ginis "B3aemMogis 3 iHLWMMU
nikapcbKMu 3acobamu Ta iHLWi BUan

nicnsa 3aTBepiXeHHs. 3MiHu | Tuny - 3m
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii

3aCTOCYyBaHHSA
reHepuyHNX/ribpuaHnx/6ionodioHM

[aHnx)

6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B

Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 IHCTPpyKUii ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby

B3aemogiin", "MobivHi peakuii” woao 6e3neku
3aCTOCYBaHHS fjil0401 PeYOBUHU amiofapoHy
TiApOX10pKA, BiAMOBIAHO A0 pekoMeHAaLil

PRAC. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
iHK

XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4N MeAnYHOro

X

NiKapcbKnx 3acobiB Nic/is BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX A0AATKOBMX

3MiHN BHECEHO A0 IHCTPYKLIT 4518 MeaNYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0
po3sginis: "®apmakonoriyHi BnactmseocTi”,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"B3aemogis 3 iHWK1MKN NikapcbkMu 3acobamm
Ta iHWi BMAY B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepios

BariTHOCTi abo rogyBaHHs rpyaar”,
«3[aTHICTb BNAWBATU Ha LWBUAKICTb peakuil
npun KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLNMKN
MexaHismamm», "Crnoci6 3acTocyBaHHS Ta
nosun", "[itn" BigNoBiAHO 00 pedhepeHTHOro

nikapcbkoro 3acoby KopaapoH® po3unH s
iH'exuUili. BBeAeHHS 3MiH NpoTsAroM 6-m

MicsILiB nicns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta

thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO

00 IHCTPYKUiT 4N MeaMyYHOro 3acTocyBaHHs
niKkapcbKoro 3acoby A0 po3ainy "MobivHi

peakuii" LoAo 3BiTyBaHHS NP0 NOGIYHI peakuii.

BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicns

3aTBEPAKEHHSA

27.

AMOKCUKNA
B® 2X

TabneTku, BKpUTI
NNiBKOBOO
o6osoHKoto, 875
mr/125 wmr, no 7
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

CaHpos
dapmacbioTika

n3 Aa.4a.

CnoBeHis

CaHpo3 'm6X -
BupobHmnua
OinbHULA
AHTWiHdEKUIHI TN3
Ta XimiuHi Onepaduji
KyHane (AIXO N3
KyHanb)

ABCTpIst

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHWUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOTO
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMKU NikapcbkMmn 3acobamm
Ta iHWi B1AKn B3aemogii”, "OcobInBoCTi
3acTocyBaHHs", "MNepeno3yBaHHA" Ta "Mo6iYHI
peakuii" BignoBigHO 4O OHOBAEHOT iHChopMaLi
o0 6e3neku 3acToCyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekomeHzauieto PRAC.
TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
nicns 3aTBepKeHHs

3a
peyenmom

He
nionsieae

UA/7064/01/02

28.

AMOKCUKNA
B® 2X

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO0, Mo 500
mr/125 mr no 7
TabneTtok y baicrepi

CaHpos
dapmachbloTika
n3 a.a.

CnoseHis

CaHpo3 'm6X -
Brpo6Huya
LiNbHALA
AHTUWIHDEKUIHI TN3
Ta XimiyHi Onepadii

ABCTpist

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili xapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans

3a
peyenmom

He
nionseae

UA/7064/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

abo ctpwuni, o 2
6nictepu abo
CTPUNW Y KaPTOHHIi
Kopoobui

KyHane (AIXO N3
KyHanb)

MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /ikapCbKoro 3acoby B
nicnsipeecTpaduiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MiHVM BHECEHO B iHCTPYKLt0 ANs
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3ginis "B3aemMogis 3 iHWmMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"Mepeno3yBaHHa" Ta "MNobiuHi peakwii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao
6e3neky 3acTocyBaHHA Ail040i PeYOBUHU
3rigHo 3 pekoMmeHgauieto PRAC. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micsyis nicns
3aTBEPAKEHHS

29.

AMOKCUKIA
B® KBIKTAB

TabneTtku, Wwo
[AVCnepryTbes, no
500 mr/125 mr no 2
Tabnetkn y 6nictepi;
no 5 a6o 10
6nictepiB y
KapTOHHI/ KopoobLi

CaHpo3
dapmacbloTika
n3 p.no.

CnoBeHis

CaHpo3 'm6X -
Brpo6Huya
OinbHUUA
AHTWiIHEKUIARI TN3
Ta XimiuHi Onepadii
KyHanb (AIXO M3
KyHa/1b)

ABcCTpis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLO 4N
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
[0 po3ainis "B3aemMogis 3 iHLLIMMKY
niKkapcbknMu 3acobamu Ta iHWi BUAn
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"Mepepo3yBaHHa" Ta "MobiuHI peakwii”
BiNOBIAHO 4O OHOBMEHOI iHChopMaLi Woao
6e3nekn 3acToCyBaHHS fil040i PEYOBUHM
3rigHo 3 pekomeHgauieto PRAC. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA

3a
peyernmom

He
nionsieae

UA/3011/04/02

30.

AHTAPEC®

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nicTepi; no 3 abo 9

MAT
"KuiBmepnpen
apart”

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa

3a
peyenmom

UA/17096/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepiB y nauui; po3mipy cepii (BkoUaroun gianasoH po3mipy
no 15 ta6netok y cepii) roToBOro nikapcbKoro 3acoby
6nictepi; no 6 (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3
6nictepiB y nauui 3aTBEpIKEHUM PO3MipoM) BBedeHHs
[0[aTKOBOro TeOpeTUYHOro po3Mipy cepii 500
K CyMiLLii KOMMOHEHTIB, L0 CTaHOBUTL 2 083
333 TabneTok, B 3B'A3Ky 3 HEOOXiAHICTIO
ONTMMI3aLil NpoLeciB BUPOOHULITBA.
3arBepaxeHo
-100 «r (416 666 TabneTok)
-220 «kr (916 666 TabneTok)
-600 kr (2 500 000 TabneTok)
3anponoHoBaHo
-100 «r (416 666 TabneTok)
-220 kr (916 666 TabneTok)
-500 «r (2 083 333 TabneTok)
-600 kr (2 500 000 Ta61eToK)
31. AHTUKATAP NOpPOLLOK ANs CninbHe YkpaiHa NABOPATOPIOC IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/7810/01/01
AN OpasibHOro PO34UNHY YKpaiHCbKO- ANKANA ®APMA, 3MiHu | TURYy - 3MiHu 3 axkocTi. CepTudikaT peyenma
no 10 nakeTukis 3 icnaHcbke C.J. BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
MOPOLLKOM Yy navui 3 nignpveMCTBO €sponevicbkiin hapmakonei/moHorpadii.
KapTOHY "Cnepko MoaaHHA HoBOro abo OHOBNEHOTO
YkpaiHa" cepTugikaTa BiZNoOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; gna BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBrHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikat Bif HOBOrO BUPOGHMKA
(3amiHa abo JOMOBHEHHS)
noJaHHsA HOBOro cepTuddikara BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-020
- Rev 10 gns A®| napaueTtamorny Bifg HOBOro
anbTepHaTMBHOro BUpo6HKa FARMSON
PHARMACEUTICAL GUJARAT PRIVATE
LIMITED, IHgjs, Ha 3amiHy BUpo6HKKy Rhodia
organique S.A.S., ®paHuis.
32. APTETT cnpeii HaLKipHWIA, [JenbTa LLisenuapi ®apbin BanbTpon HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/12446/01/01
CMPEN po34urH 4 %; no 12,5 Megiken a M6X 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenma
r abo 25 r y onakoHi MpomoyLLUH3 nikapcbkuii 3aci6. KOHTpob roToBOro
3 4,O3Y0UMM Al NiKkapcbKoro 3acoby. 3miHa y MeToaax
NPUCTPOEM Ta BMNPOGYBaHHS rOTOBOTO NiKapCcbKOro 3acoby
3axXUCHUM (He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
KoBMmaykom; no 1 BMNPOOYBaHHA) HE3HAUHI 3MiHW B METOAMLL
donakoHy y BMNPOGYBaHHSA 3a NoKa3HUKOM «KinbkicHe

KapTOHHIA KopooLi

BW3HAYEeHHS. 130nponinoBuii cnupT». Kputepiii
NPUAHATHOCTI He 3MiHMBCS. 3MiHM | Tuny -
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3acib.
KOHTpOsb roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHV) OHOBJ/IEHHS BXE 3aTBEPI)KEHNX METOZIB
KOHTpOI0 AKOCTi /13, a came BUKNaAEHHS
TEKCTY [epXXaBHOI MOBOIO 3riHO Cy4acHNX
BUMOT
33. APTULLUOKA PO34UH OpasbHUIA, TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 6e3 UA/0140/02/01
EKCTPAKT- 100 mr/mn, no 100 03 06MEeXEHO 3MiHa 3asBHVKa J13 (MIBI) (BnacHuKa peuyenma
3400POB'A My hriakoHi OBMEXEHO BiA4NOBiga/IbHICTIO peecTpavuiiniHoro noceigveHHs) (3rigHO Hakasy
nonimepHomy; no 1 10] "®apmaveBTUYHa MO3 Big 23.07.2015 Ne 460) BBeaeHHS 3MiH
donakoHy 3 BIANOBIAAN KoMnaHis "3gopos'a” NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
L,03YH04YUM bHICTHO 3MiHu | TMNy - 3MiHK Woa0
NPUCTPOEM Y «KOPMOPALII 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
KopobLi 3 KapTOHY 2| BBeneHHs abo 3MiHM [0 y3ara/ibHeHUX AaHnX
«300POB’A» npo cuctemy papmakoHarnsay (BBefeHHs
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHKX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg 3MiHa
HOMepa MacTep-ghaiina cuctemu
chapmakoHarnsgy
34. ACMEHOPM TabneTkn, BKPUTI TOBAPUCTB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/12353/01/01
060/10HKO0, 03 reyn 3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa peyenma
KMLLIKOBOPO34MHHI no | OBMEXEHO peecTpavuiiiHoro nocBig4eHHs1) (3rigHo Hakasy
100 mr no 10 L0) MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
Tabnetok y 6nictepi; BIANOBIAAN NPOTArom 6-Tv MiCALIB NiC/1A 3aTBEPIXKEHHS;
no 2 aéo no 10 bHICTHO 3MiHu | TMNYy - 3MiHK Woao
6nictepis B «KOPIMOPALII 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
KapTOHHI navui A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
«300POB’A»

npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarniagy, 3miHa yrnosHoBaXeHoT
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
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n/n

JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

35.

ACIMEHOPM

TabneTku, BKPUTI

TOBAPUCTB

hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSA
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HomMepa macTep-cthaiina cuctemu
chapmakoHarnsgy

36.

ACNEHOPM

060/10HKOI0,
KMLLKOBOPO3YMHHI N0
300 mr no 10
TabneTtok y bnictepi;
no 2 6nictepu B
KapTOHHI nayi

03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

TOB "®APMEKC

reyn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BiANoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegakuis: LiesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

6e3
peuyenma

UA/12353/01/02

TabneTku, BKpUTI
060/10HKOH0,

KMLLKOBOPO34MHHI N0

TOBAPUCTB
03
OBMEXEHO

YKpaiHa

TOB "®APMEKC

reymn"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka

peecTpaLiiHoro nNocBig4yeHHst) (3rigHo Hakasy

UA/14602/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
100 wmr in bulk: no 10) MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
1000 a6o 10000 BIANOBIAAN NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIAXEHHS;
Tabnetok y bHICTIO 3MiHu | TURY - 3MiHN Woao
noABINHNX «KOPIMOPAL 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
nonieTMNeHoBux A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
naketax y «300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHS
nnacTKoBoMy y3ara/lbHeHUX JaHnx npo cucremy
KOHTeliHepi hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHol
0co6W, BiANoOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLieHHI MacTep-dhaiina
cucTemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHNIKa,
BiANOBiAaNbHOI 3a chapmakoHarnsag [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pepgakuisn: Maxosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
HOMepa mMacTep-ghaiinia cuctemu
chapmakoHarnsgy
37. ACMEHOPM TabneTkn, BKPUTI TOBAPUCTB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: - UA/14602/01/02
060/10HKOI0, 03 reyn" 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
KMLLUKOBOPO34YMHHI no | OBMEXEHO peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
300 wr in bulk: no ,0) MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
1000 a6o 10000 BIANOBIAAN NpPOTArom 6-T1 MiCALIB NiCN1A 3aTBEPIXKEHHS;
Tabnetok y bHICTHO 3MiHu | TMnYy - 3MiHK Woao
NoABINHNX «KOPIOPALLI 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
nonieTMIeHoBUX A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnx
nakeTtax y «300POB'A» npo cuctemy chapmakoHarnsgy (BBefeHHs
naacTKoBoMy y3araslbHeHUX JaHnX Npo cucTemy
KOHTeliHepi thapmakoHarnagy, 3mMiHa ynoBHOBaXeHOT

0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANoBigaNbHOI 3a thapmakoHarnsag fliroya
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HomMepa macTep-cthaiina cuctemu
thapmakoHarnsgy

38.

ATPOMNIHY
CYNb®AT

PO3YUH OJ151 iH'EKLLNA,
1 wmr/mn;nolmne
amnyni; no 10
amnyn y kopob6ui; no
1 mn B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepu y
Kopoo6ui

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiAgNoBiga/IbHICTIO
"XapkiBcbke
thapmavueBTuyHe
nignpyeMCcTBO
"340poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS;
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHSI
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 34iICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cmuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BiANoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/10545/01/01

39.

A®DPNTASNH®

Kancynu no 200 mr
no 10 kancyny
6nicTepi, 3 6nictepn
B KapTOHHIiA
ynakoBLii

TOB
"BAJIAPTIH
PAPMA"

YKpaiHa

TOB "BANNAPTIH
PAPMA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHK, WO NOTPebyoTb HOBOI peecTpauii -
3MiHW y [IP, siki He npu3BoAATL 40 HOBOI [IP.
3MiHa ekcTpareHTiB abo CniBBiAHOLLIEHHS
pOC/IMHHA NikapCbka CUPOBMHA/POCNHHUIA
npenapar. /13, Wo mae Jobpe BMBYEHE
Mef[1yYHe 3aCTOCYBaHHS.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs

6e3
peyenma

nionsiecae

UA/11171/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Kpaina
BUPOGHUKa

Bupo6HuK

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMKN y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTIB 3
6e3neku.

40.

ADDUIA
MAKC 3
APTIHIHOM

rpaHynu ans
Opa/IbHOTO PO3UUHY,
400 wr; no 10 a6o
20, a6o 30, abo 40
calle y KapTOHHil
Kopobui

Jenbta
Megiken
[poMOyLLH3
Al

Lsenuapi
a

ITania/
IcnaHis

NAMMN CAH
MPOCMNEPO CNA,
ITanis;
TONN
MAHY®AKTYPIHI
CEPBICIC, C.N.,
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax

BMNPOOYyBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAaxX
BMNPOGYBaHHA) He3HayHa 3MiHa nig Yac
npo6onigrotoBkn y metoauui "KinbkicHe

BM3HAYEHHS apriHiHy" metogom BEPX. 3MiHu |

MRy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbKuWii

3aci6. KOHTposib roTOBOr0 NikapcbKoro 3acoby.

3MiHa y MeTogax BUnpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAaxX BUNPOOYBaHHS)
He3HayHa 3MiHa nig Yac NpobonigroToBkN y
meToamui "KinbkicHe BU3HaYeHHS ibynpodeHy
Ta CynpoBigHMX fOMIWOK ibynpodeHy”
MeTogom BEPX

6e3
peyenma

UA/18597/01/01

41.

AUMKNOBIP

Tabnetkn no 0,2, in
bulk: no 3000
Tabnetok y
KOHTeliHepax
naacTMacoBux

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

MpusatHe Ykpaina
akuioHepHe
TOBapUCTBO

"Mekxim-Xapkis"

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 aKocTi. CepTudikaT
BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
0151 [OMOMDKHOT peqoBUHM (cepTudiikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHni cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [MogaHHA
OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponevicbkin hapmakonei R1-CEP 2001-
283-Rev 06 Bif, BXe 3aTBEpXeHOro
BMpo6HuKa Zhejiang Charioteer
Pharmaceutical Co. Ltd., China gitouoi
PEeYOBMHM aUMKIOBIP B 3B'A3KY 3 HE3HAYHUMMU
3MiHamu B npoveci BUpo6Huutea Adl
(3aTBepmxeHo: R1-CEP 2001-283-Rev 05;

UA/6896/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3anponoHoBaHo: R1-CEP 2001-283-Rev 06).
42, AUMKNOBIP Tabnetkn no 0,2, MpusaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6895/01/01
no 10 Tabnetok y akujioHepHe akujioHepHe 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenmom
6nictepi, no 1 a6o 2 TOBapUCTBO TOBapUCTBO BignosigHocTi/l E-cepTudikar BignosigHocTi
6nicTepu B nauui 3 "Jlekxim- "Jlekxim-Xapki" €Bponelicbkili hapmakonei/MoHorpadii.
KapToHy Xapkis" MoaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI €Bponelickkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BMPOOHUKa. [MogaHHA
OHOBJ/IEHOrO cepTudikaTy BifNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2001-
283-Rev 06 Big BXe 3aTBEpAKEHOr0
BMpo6Huka Zhejiang Charioteer
Pharmaceutical Co. Ltd., China gito4oi
PEYOBUHM aUUKIOBIP B 3B'A3KY 3 HE3HAYHUMU
3MiHamu B npoLieci BMpo6HuuTea AdI
(3aTBepmxeHo: R1-CEP 2001-283-Rev 05;
3anponoHosaHo: R1-CEP 2001-283-Rev 06).
43. BEHE®IKC niodpinizat gns Mdpaiizep CWA BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/16134/01/04
PO34UHY AN151 iH KLt Eiiu.Ci.Mi. nioginizaty 3a HimeuunHa/ 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA peyenmom
no 2000 MO; 1 KopnopeiiwH NMOBHUM LK/IOM; CWA nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa y
donakoH 3 KOHTPO/b AKOCTI TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
niodpinizatom, 1 PO3UMHHKKA (KpiM roTOBOro Nikapcbkoro 3acoby (36ibLUeHHs
nonepegHL0 Tecty "Cuna Tepta TepMiHy NpUAATHOCTI FOTOBOrO /iKapCbKOro

HamnoBHEHWI WnpuL,
3 PO3UMHHUKOM
(0,234 % po3unH
Hatpito xnopugy y
BOAji ANA iH'eKU;iA) no
5 wmn, 1 agantep
ons donakory, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHK
3i cnupTom, 1
nnactvp, 1 mapneBy
noAayLueyky
BKajalTb y
KapTOHHY KOPOOKY 3
MapKyBaHHSM
YKpaiHCLKOK Ta
aHrnilicbkoto
moBamu abo 3

nopLuHsa");
nakyBaHHs
pO34YnHHMKA y Habip;
KOHTPO/b SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiagnoBiganbHMii 3a
BWMYCK Cepii:
Baet ®apma C.A,,
Icnanis
anbTepHaTuBHa
naboparopia Ans
TeCTyBaHHS
npenapary 3a
MOKa3HNKOM
«CTepUbHICTb»:
bio/1a6, C.J1.,

3acoby) - s ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEAsILHOTO Yacy)
36iNbLUEHHS TEPMiHY NpUAaTHOCTI ANs
po3unHHMKa (0,234 % po34mH HaTpito xnopugy
y BOZi AN iH'eKLilA) Bif BUpOGHUKa BeTep
dapma-depturyHr rmeX & Ko. Kr,
AiizeHbaHwWTpacce 2-4, NlaHreHapreH, bageH-
BilopTTembepr, 88085, HimeuunHa 3 48 micsiLis
Ha 60 micsAuiB Npy ymoBax 36epiraHHs Bif 2 o
32 ?C Ha OCHOBI MO3UTUBHUX pe3y/bTarTis
[LOBrOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI Y
peasibHOMY 4aci:
3aTBepakeHo:
TepMiH npuaaTHOCTI
[nsa niodinizaty — 2 poku.
[Ana po3ynHHUKa — 4 POKW.
3anponoHoBaHo:
TepMmiH NpuaaTHoOCTI
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MapKyBaHHSM Icnanis [nsa niodinizaty — 2 poku.

aHrniicbkol abo
iHLLIOKO IHO3EMHOIO
MOBOIO 3i CTUKEPOM
YKpaiHCbLKOH MOBOKO

BMPOBHULTBO Ta
KOHTPO/Ib AKOCTI
pO3unHHYKKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro 3cyBy
nopLuHa", "Cuna
TepTa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, HimeyunHa
BMPOBHULTBO Ta
KOHTPO/Ib SKOCTI
pO34nHHYKKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro 3cyBy
nopLuHs", "Cuna
TepTa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméx &
Ko. KT, Himeuunna
Bizya/lbHWiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UYNHHMKA
(kpim TecTiB "Cuna
[O/15 TOYaTKOBOro
3CYyBY MOpLUHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTUyHocCTI"):
Betep dapma-
depTuryHr rm6X &
Ko.KI", Himeyunxa
Bi3yasibHUiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UYMHHUKA
(nuwe Tectn "Cuna
[O/19 NOYaTKOBOTO
3CyBY MopLuHA",
"Cuna tepTa
nopLuHa",
"[ocnimpKeHHs

repMeTnyHocCTI"):

[ns po3ynHHYKa — 4 poku. (Big, BUPOGHMKaA
BeTtep dapma-depTturyHr Mrm6X & Ko. K,
LyTueHwTpacce 87 ta 99-101, 88212
PaBeHcbypr, HimeuunHa)

[na po3umHHUKa — 5 pokis. (Big BUPOGHMKA
BeTtep ®apma-PepturyHr rm6X & Ko. Kr,
AiizeHbaHLWITpacce 2-4, NlaHreHapreH, bageH-
BroptTembepr, 88085, HimeuunHa)

A TaKOX BHECEHHSI HE3HAYHOT 3MiHM 040
MeToAy MOHITOPUHIY NOBITPA 3 «Gelatin
membrane-filtration (GMF)» Ha «impaction
method» Ta Aeski pegakTopchbki NpaBkn B
po3gini 3.2.A.1 «[puMilLeHHA Ta
o6nagHaHHA.

BBefeHHs1 3mMiH npoTarom 9 micAuis nicns
3aTBEPAKEHHSA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Betep dapma-
PepTuryHr rméx &
Ko.Kl, HimeuunHa

KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns

ro4aTkoBOro 3cyBy
nopwHs", "Cuna

TepTs NopLUHA",

"[locnigpKeHHs

repMeTnyHocCTI"):

BaeT biodapma

AiBixH och Baet
PapmaceyTukasic

NNC, CWA

BEHE®IKC

niodpinizat gns
PO34UHY A5 iH KLt
no 3000 MO; 1
chnakoH 3
niodpinizatom, 1
nonepeaHL0
HamnoBHEHWI WnpuL,
3 PO3UMHHUKOM
(0,234 % po3unH
HaTpilo xnopuay y
BOAj ANA iH'eKU;iA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHn
3i cnupTtom, 1
nnactvp, 1 mapney
noayLueyky
BKajalTb y
KapTOHHY KOPOO6Ky 3
MapKyBaHHSIM
YKpaiHCbKOK Ta
aHrnilicbkoto
moBamu abo 3
MapKyBaHHAM
aHrnilicbkoto abo
iHLLIOO iHO3eMHOI0
MOBOIO 3i CTUKEpPOM
YKpPaiHCbLKOH MOBOK

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLIA

Icnanis/
HimeuunHa/
CWA

BVPOGHMLTBO
nioginizaty 3a
MOBHUM LYIK/IOM;
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna tepta
nopwHsa");
nakyBaHHs
pO34nHHMKaA y Habip;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMMYCK Habopy;
BiAnoBiganbHMiA 3a
BUWMYCK Cepii:
Baet ®apma C.A,,
Icnanis
anbTepHaTuBHa
naboparopia Ans
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
«CTepPUNBHICTb»:
biofla6, C.1.,
Icnanis
BMPOBHULTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHKKa (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MmiHa Yy
TepMiHax npuaarTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36iNbLlUeHHs
TepMiHy NPUAATHOCTI FOTOBOrO /iKapCbKOro
3acoby) - 115 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
36iNbLUEHHA TEPMiHY NpUAATHOCTI ANs
po3umnHHuKa (0,234 % po3unH HaTpito x1opuay
y BOZi ANs iH'eKLilA) Bif BUpOGHUKa BeTep
Papma-depturyHr rmeX & Ko. Kr,
AiizeH6aHLwWTpacce 2-4, NlaHreHapreH, bageH-
BilopTTembepr, 88085, HimeuunHa 3 48 micsiLis
Ha 60 micsauiB npy ymoBax 36epiraHHs Bif 2 o
32 ?C Ha OCHOBI MO3UTMBHUX pe3ynbTaTiB
[LOBrOCTPOKOBUX AOCAIMKEHb CTABINbHOCTI Y
peasibHOMY Yaci:
3aTBepkeHo:

TepMiH NpuaaTHOCTI
[nsa niodinizaty — 2 poku.

[AnAa po3ynHHUKa — 4 POKW.
3anponoHoBaHo:

TepMmiH npuaaTHoOCTI
[nsa niodpinizaty — 2 poku.

[ns po3urHHYKa — 4 poku. (Big, BUPOGHMKA
BeTtep d®apma-depTturyHr rm6X & Ko. K,
LWyTueHwTpacce 87 Ta 99-101, 88212
PaBeHc6ypr, HiveuunHa)

[ina po3umHHuKa — 5 pokiB. (Big BUPOGHMKA

nopLuHa", "Cuna BeTtep ®apma-®epturyHr rm6X & Ko. Kr,
TepTa nopLuHa", AlizeH6aHLITpacce 2-4, NlaHreHapreH, bageH-
"flocnimKeHHs BropTtTembepr, 88085, HimeuunHa)

3a
peyenmom

UA/16134/01/05




Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, HimeyunHa
BMPOBHULTBO Ta
KOHTPO/b AKOCTI
pO34nHHYKKa (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopLuHs", "Cuna
TepTAa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, Himeuunna
Bizya/lbHWiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UYNHHMKA
(kpim TecTiB "Cuna
[O/15 TOYaTKOBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTUyHocCTI"):
Betep dapma-
depTuryHr rm6X &
Ko.KI", Himeyunxa
Bi3yasibHUiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UYMHHUKA
(nuwe Tectn "Cuna
[O/19 NOYaTKOBOTO
3CyBY MopLUHA",
"Cuna TepTa
nopLuHa",
"[ocnimpKeHHs
repmMmeTnyHocCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.Kl, HimeuunHa
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
noYaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLUHSA",

A TaKOX BHECEHHSI HE3HAYHOT 3MiHM 040
MeToAy MOHITOPUHIY NOBITPA 3 «Gelatin
membrane-filtration (GMF)» Ha «impaction
method» Ta Aeski pegakTopchbki NpaBku B
po3gini 3.2.A.1 «[puMilLeHHA Ta
o6nagHaHHA».

BBefeHHs1 3MiH npoTarom 9 micAuis nicns
3aTBEPAKEHHSA
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
"[locnigpKeHHs
repMeTnyHocCTI"):
Baet bBio®apma
AiBiXH och Baet
dapmaceyTukasic
NNC, CWA
45, BEHE®IKC niodpinizat gns Mdpaiizep CLIA BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/16134/01/01
PO34UHY A5 iH KLt Eiiu.Ci.Mi. niogpinizaty 3a HimeuunHa/ 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom
no 250 MO; 1 KopnopeiiwH MOBHUM LK/IOM; CWA nikapcbkuii 3aci6. CtabinbHICTb. 3MmiHa Yy
chnakoH 3 KOHTPO/Ib SKOCTI TepMiHax npuaarTHocTi abo yMoBax 36epiraHHs
niodpinizatom, 1 PO3UMHHKKA (KpiM roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs
nonepeaHL0 Tecty "Cuna Tepta TepMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro

HamnoBHEHWI WnpuL,
3 PO3UYMHHUKOM
(0,234 % po3unH
HaTpilo xnopuay y
BOAj ANA iH'eKU;iA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHn
3i cnmpTtom, 1
nnactvp, 1 mapney
noayLueyky
BKajalTb y
KapTOHHY KOPOO6Ky 3
MapKyBaHHSIM
YKpaiHCbKOK Ta
aHrnilicbkoto
moBamu abo 3
MapKyBaHHAM
aHrnilicbkoto abo
iHLLOO iIHO3EeMHOI0
MOBOIO 3i CTUKEpPOM
YKpPaiHCbKOH MOBOKO

nopwHa");
nakyBaHHs
pO34nHHKKaA y Habip;
KOHTPO/b SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMMYyCK Habopy;
BiAnoBiganbHMiA 3a
BUWMYCK Cepii:
Baet ®apma C.A,,
Icnanis
anbTepHaTuBHa
naboparopia Ans
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
«CTepPUNBHICTb»:
biofla6, C.1.,
Icnanis
BMPOBHULTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHKKa (KpiM
TecTiB "Cuna gns
MoYaTKOBOro 3CyBY
nopLuHa", "Cuna
TepTa nopLuHa",
"flocnimKeHHs
repmMmeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, HimeyunHa
BMPOBHULTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHKKa (KpiM
TecTiB "Cuna gns
NoYaTKOBOrO 3CyBY

3acoby) - 115 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
36iNbLUEHHA TEPMiHY NpUAATHOCTI ANs
po3umnHHuKa (0,234 % po3unH HaTpito xopuay
y BOZi ANs iH'eKLilA) BiA BUpOGHUKa BeTep
Papma-depturyHr rméX & Ko. Kr,
AiizeH6aHLwWTpacce 2-4, NlaHreHapreH, bageH-
BilopTTembepr, 88085, HimeuunHa 3 48 micsiLis
Ha 60 micsauiB npy ymoBax 36epiraHHs Bif 2 o
32 ?C Ha OCHOBi MO3UTMBHUX pe3ynbTaTiB
[LOBrOCTPOKOBUX AOCAIMKEHb CTABINbHOCTI Y
peasibHOMY Yaci:
3aTBepkeHo:
TepMiH NpuaaTHOCTI
[nsa niodinizaty — 2 poku.
[AnAa po3ynHHUKa — 4 POKW.
3anponoHoBaHo:
TepMmiH npuaaTHoOCTI
[nsa niodpinizaty — 2 poku.

[ns po3urHHYKa — 4 poku. (Big, BUPOGHMKA
BeTtep d®apma-depTturyHr rm6X & Ko. K,
LWyTueHwTpacce 87 Ta 99-101, 88212
PaBeHc6ypr, HiveuunHa)

[ina po3umHHUKa — 5 pokiB. (Big BUPOGHMKA
BeTtep ®apma-®epturyHr rm6X & Ko. Kr,
AlizeH6aHLITpacce 2-4, NlaHreHapreH, bageH-
BroptTembepr, 88085, HimeuunHa)

A TaKOX BHECEHHSI HE3HAYHOT 3MiHM 040
MeTOAY MOHITOPUHIY NOBITPA 3 «Gelatin
membrane-filtration (GMF)» Ha «impaction
method» Ta Aeski pegakTopchbki NpaBku B
po3aini 3.2.A.1 «[puMiLLeHHA Ta
o6nagHaHHA.

BBefeHHs1 3MiH NpoTArom 9 micAuis nicns
3aTBEPAKEHHSA




n/n

Hassa
JliKapcbKO20

dopma sunycKy

3assHUK

KpaiHa

Bupo6HuK

78

Kpaina

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

nopLuHs", "Cuna

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

46.

BEHE®IKC

niodpinizat gns

Mdpaiizep

CLIA

TepTa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméx &
Ko. KT, Himeuunna
Bizya/lbHWiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UYNHHMKA
(kpim TecTiB "Cuna
[O/15 NOYaTKOBOro
3CYyBY MOpLUHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTnyHocCTI"):
Betep dapma-
depTuryHr rm6X &
Ko.KI", Himeyunxa
Bi3yasibHUiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3YMHHUKA
(nuwe Tectn "Cuna
[OJ151 TOYaTKOBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.Kl, HimeuunHa
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
ro4aTkoBOro 3cyBy
nopwHs", "Cuna
TepTs NopLUHA",
"[locnigpKeHHs
repMeTUyHocCTI"):
BaeT biod®apma
AiBiXH och Baet
dapmaceyTukasic
NNC, CWA
BVPOGHMLTBO

Icnanis/

PO34UHY A5 iH KLt

Eiu.Ci.Mi.

no 500 MO; 1

KopnopeiiwH

niogpinizaty 3a

HimeuunHa/

NOBHUM LIMK/TOM;

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA

CLUA

nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Y

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoH 3 KOHTPO/Ib SKOCTI TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
niodpinizatom, 1 PO3UMHHKKA (KpiM rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
nonepeaHL0 Tecty "Cuna Tepta TEepMiHy NpUAATHOCTI FOTOBOrO /iKapCbKOro

HamnoBHEHWI WnpuL,
3 PO3UYMHHUKOM
(0,234 % po3unH
HaTpilo xnopuay y
BOAj ANA iH'eKU;iA) no
5 wmn, 1 agantep
ansa dnakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHK
3i cnmpTtom, 1
nnactvp, 1 mapney
noayLueyky
BKajalTb y
KapTOHHY KOpOO6Ky 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrnilicbkoro
moBamu abo 3
MapKyBaHHAM
aHrnilicbkoto abo
iHLLOIO IHO3EMHOI0
MOBOIO 3i CTUKEpPOM
YKpaiHCbLKOH MOBOKO

nopwHs");
nakyBaHHs
pO34nHHKKa y Habip;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYCK Habopy;
BiAnoBiaanbHMi 3a
BUMYCK Cepii:
Baet ®apma C.A,,
Icnanis
anbTepHaTuBHa
naboparopia ans
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
«CTepUNbHICTb»:
biofla6, C.1.,
Icnanis
BMPOBHULTBO Ta
KOHTPO/Ib AKOCTI
pO34nHHYKKa (KpiM
TecTiB "Cuna gns
Mo4YaTKOBOro 3CyBY
nopLuHs", "Cuna
TepTa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, HimeyunHa
BMPOBGHULTBO Ta
KOHTPO/Ib AKOCTI
pO34nHHKKa (KpiM
TecTiB "Cuna gns
Mo4YaTKOBOro 3CyBY
nopLuHa", "Cuna
TepTAa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, Himeuunna
Bizya/lbHWiA
KOHTPO/b, KOHTPO/1b

3acoby) - 115 TOproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasIbHOTO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI ANs
po3umnHHuKa (0,234 % po3unH HaTpito xopuay
y BOAi ANs iH'eKLilA) BiA BUpOGHUKa BeTep
Papma-dPepturyHr rméX & Ko. Kr,
AiizeHbaHLwWTpacce 2-4, NlaHreHapreH, bageH-
BropTTembepr, 88085, HimeuunHa 3 48 micsyis
Ha 60 micAuiB npu ymosax 36epiraHHs Bif 2 Ao
32 ?C Ha OCHOBI MO3UTMBHUX pe3ynbTaTiB
[OBrOCTPOKOBUX A0CNIMKEHb CTAbINbHOCTI Y
peasibHOMY Yaci:
3aTBepkeHo:
TepMiH npuaaTHOCTI
[na niodinizaty — 2 poku.
[AnAa po3ynHHUKa — 4 pPoKW.
3anponoHoBaHo:
TepMmiH npuaaTHoOCTI
[nsa niodinizaty — 2 poku.

[ns po3ynHHYKa — 4 poku. (Big, BUPOGHMKA
BeTtep dapma-depTturyHr Mrm6X & Ko. K,
LyTueHwTpacce 87 ta 99-101, 88212
PaBeHc6ypr, HiveuunHa)

[ina po3umHHUKa — 5 pokiB. (Big BUPOGHMKA
BeTtep ®apma-PepturyHr rm6X & Ko. Kr,
AiizeH6aHLWITpacce 2-4, NlaHreHapreH, bageH-
BroptTembepr, 88085, HimeuunHa)

A TaKOX BHECEHHSI HE3HAYHOT 3MiHM 040
MeToAy MOHITOPUHIY NOBITPA 3 «Gelatin
membrane-filtration (GMF)» Ha «impaction
method» Ta Aeski pegakTopchbki NpaBkn B
po3gini 3.2.A.1 «[puMiLLeHHA Ta
o6nagHaHHA.

BBefeHHs1 3mMiH npoTarom 9 micAuis nicns
3aTBEPAKEHHSA




Hassa

dopma sunycKy

3assHUK

KpaiHa

80

n/n

JliKapcbKO20
3acoby

ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

47.

BEHE®IKC

AKOCTi PO3UYNHHMKA
(kpim TecTiB "Cuna
[O/15 TOYaTKOBOro
3CYyBY MopLUHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTUyHocCTI"):
Betep dapma-
depTuryHr rm6X &
Ko.KI", Himeyunxa
Bi3yasibHUiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3YMHHUKA
(nuwe Tectn "Cuna
[OJ15 TOYaTKOBOro
3CyBY MopLUHA",
"Cuna TepTa
nopLuHsa",
"[ocnimpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
PepTuryHr rméx &
Ko.Kl, HimeuunHa
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
ro4aTkoBOro 3cyBy
nopwHs", "Cuna
TepTs NopLUHA",
"[locnigpKeHHs
repMeTUyHocCTI"):
BaeT bio®apma
AiBiXH och Baet
dapmaceyTukasic
NNC, CWA

niodpinizat gns
PO34UHY A5 iH KLt
no 1000 MO; 1
chnakoH 3
niodpinizatom, 1
nonepeaHL0
HamnoBHEHWI WnpuL,
3 PO3UMHHUKOM
(0,234 % po3unH
HaTpilo xnopuay y
BOAji ANA iH'eKU;iA) no

5 mn, 1 agantep

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLIA

pO34nHHMKaA y Habip;

BVPOGHMLTBO
niogpinizaty 3a
NMOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna tepta
nopwHsa");
nakyBaHHs

KOHTPO/Tb AKOCTI,
36epiraHHs,
nakyBaHHs Ta

Icnanis/
HimeuunHa/
CWA

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36i/bLUeHHs
TepMiHy NpPUAATHOCTI FOTOBOTO /iKapCbKOro
3acoby) - 115 TOproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
36iNbLUEHHA TEPMiHY NpUAATHOCTI ANs
po3umnHHuKa (0,234 % po3unH HaTpito xopuay
y BOZi ANs iH'eKLil) BiA BUpOGHUKa BeTep

Papma-PepturyHr rm6X & Ko. Kr,

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
ansa dnakoHy, 1 BWMYCK Habopy; AiizeHbaHwWTpacce 2-4, NlaHreHapreH, bageH-
cuctemy aons BiAnoBiaanbHMi 3a BropTTembepr, 88085, HimeuunHa 3 48 micsyis

iHcpy3ii, 2 TamMnoHK
3i cnupTtom, 1
nnactvp, 1 mapneBy
noayLueyky
BKajalTb y
KapTOHHY KOpOO6Ky 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrnincoLKo
MoBamMu abo 3
MapKyBaHHAM
aHrnincbko abo
iHLLOIO IHO3EeMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCbLKOH MOBOKO

BUMYCK Cepii:
Baet ®apma C.A,,
Icnanis
anbTepHaTuBHa
nab6oparopia ans
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
«CTepUNbHICTb»:
biofla6, C.1.,
Icnanis
BMPOBHULTBO Ta
KOHTPO/Ib SKOCTI
pO34nHHYKKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro 3cyBy
nopLuHs", "Cuna
TepTa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméx &
Ko. KT, HimeyunHa
BMPOBGHULTBO Ta
KOHTPO/Ib SKOCTI
pO34nHHKKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro 3cyBy
nopLuHa", "Cuna
TepTAa nopLuHa",
"flocnimpKeHHn
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr rméxX &
Ko. KT, Himeuunna
Bizya/lbHWiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3UYMNHHMKA
(kpim TecTiB "Cuna
[/15 TOYaTKOBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTnyHocCTI"):
Betep Papma-

Ha 60 micsauiB npu ymosax 36epiraHHs Bif 2 o
32 ?C Ha OCHOBI MO3UTMBHUX pe3ynbTaTiB
[OBrOCTPOKOBUX AOCNIMKEHb CTABINbHOCTI Y
peasibHOMY 4aci:
3aTBepkeHo:

TepMiH npuaaTHOCTI
[na niodinizaty — 2 poku.

[AnAa po3ynHHUKa — 4 poKW.
3anponoHoBaHo:

TepMmiH npuaaTHoOCTI
[nsa niodinizaty — 2 poku.

[ns po3ynHHYKa — 4 poku. (Big, BUPOGHMKA
BeTtep dapma-depTturyHr Mrm6X & Ko. K,
LyTueHwTpacce 87 ta 99-101, 88212
PaBeHcbypr, HimeuunHa)

[ina po3umHHUKa — 5 pokiB. (Big BUPOGHMKA
BeTtep ®apma-PepturyHr rm6X & Ko. KI',
AiizeH6aHLWITpacce 2-4, NlaHreHapreH, bageH-
BroptTembepr, 88085, HimeuunHa)

A TaKOX BHECEHHSI HE3HAYHOT 3MiHM 040
MeToAy MOHITOPUHIY NOBITPA 3 «Gelatin
membrane-filtration (GMF)» Ha «impaction
method» Ta Aeski pegakTopchbki NpaBkn B
po3gini 3.2.A.1 «[puMiLLeHHA Ta
o6nagHaHHA.

BBefeHHs1 3mMiH npoTarom 9 micAuis nicns
3aTBEPAKEHHSA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

depTuryHr rm6X &
Ko.KI", Himeyunxa
Bi3yasibHUiA
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3YMHHUKA
(nuwe Tectn "Cuna
[OJ151 TOYaTKOBOro
3CyBY MopLUHA",
"Cuna TepTa
nopLuHa",
"[ocnimpKeHHs
repmMmeTnyHocCTI"):
Betep ®apma-
®epTuryHr rméx &
Ko.Kl, HimeuunHa
KOHTPO/b AKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
ro4aTkoBoro 3cyBy
nopwHs", "Cuna
TepTs NopLUHA",
"[locnigpKeHHs
repMeTUyHocCTI"):
Baet bBio®apma
AiBiXH och Baet
dapmaceyTukasic
NNC, CWA

48.

BEPUATE®

MOPOLLIOK Ta
PO3YMHHWK AN
PO34MHY A1s iH'EKLR
abo iHdysiit, 250
MO; no 1 cpnakoHy 3
MOPOLLKOM Y
KomnnaekTi 3 1
donakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 2,5
MA Ta 1 npucTpoem
NSt foAaBaHHsA
PO34MHHMKA 3
BOY0BaHUM
hinbTpom 15 Mkm
("Mix-2Vial™ 20/20")
B KapTOHHIlA

Kopo6ui; no 1
chnakoHy 3
MOPOLLKOM Y
KomnekTi 3 1

LICN BepiHr
M6X

HimeuumnH
a

BTOPVIHHE
nakyBaHHS, BUNYyCcK
cepii:

LICN BepiHr TM6X,
HimeuunHa,
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
LICN BepiHr TM6X,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:

3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa ab0 BBeAEHHSI 404AaTKOBOI AiNbHUL
BMPOGHMLTBA A/15 YaCTMHU abo BCbOro
BMPOGHMYOro NPOLECY roTOBOrO NiKapcbKoro
3ac00y (iHWi 3MiHN) - AoAaBaHHA iHdopMaLii
040 BMPOBHNYOI AiNbHULI, Sika 3HaX0AUTbLCSA
3a agpecoto 'bopuxaysep Xod 1, 35041
Map6ypr, HimeuunHa 6e3 3miHn y
BUPOGHMLTBI. 3aTBEpXEHO: BUPOBHMK(1)
nikapcbkoro 3acoby: LU1C BepiHr FTm6X /
Eminb-ghoH-BepiHr-LUtpacce 76, 35041
Map6ypr, 'ecceH, HimeuunHa; CSL Behring
GmbH / Emil-von- Behring-Strasse 76,
Marburg, Hessen, 35041, Germany.
3anponoHoBaHo: BUPO6HWK(M) NikapCbKOro
3aco6by: L/1IC BepiHr TM6X / EMinb-gooH-
BepiHr-LUTtpacce 76, 35041 Map6ypr, lecceH,
HimeuuunHa; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, Hessen, 35041,

3a
peyenmom

UA/17404/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoHOM 3 Germany (BTOpVIHHE MakKyBaHHS, BUMYCK cepii);

PO34MHHMKOM (BOAA
Ans iH'ekuii) no 2,5
M Ta 1 npucTpoem
ONs gofaBaHHA
PO34MHHYMKA 3
BOYA0BaHNM
inbTpoM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOPOO6KOIO 3
KOMMN/IEKTOM 151
BHYTPILLHLOBEHHOTO
BBEEHHS
npenapary (1
0HOPa30BUii
wnpuy, 1 ronka-
MeTesnuK, 2
OesiHdikytoui
CepBeTKN B
iHAVBIAyaNbHNX
repMeTUYHUX
ynakoBkax Ta 1
HecTepwIbHUIA
neikonnacTtup) 3
KOHTPONEM NepLUOro
BiAKpUTTA Y
KapTOHHIA Kopobui 3
KOHTPONEM MEepPLLOro
BiAKpUTTA

LIIC BepiHr F'mM6X / I'bopuxay3ep Xod 1,
35041 Map6ypr, (paiioH Mixenb6ax),
Himeuunna; CSL Behring GmbH /
Goerzhaeuser Hof 1, Marburg, (Stadtteil
Michelbach), 35041, Germany (BMpO6HMLITBO,
NepBUHHE NaKyBaHHS, KOHTPOJIb AKOCTI).
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAuis
nicns 3aTBepmXeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micua NpoBaKeHHs
[isNbHOCTI BUPOOHUMKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BK/IHYAUUN AibHUL
BUMYyCKY cepii abo micLie NpoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAA€E BMPOGHMK/IMNOpPTEpP, BKIOYA0UM
BUMYCK cepiii) - 3MiHa agpecu micus
NPOBaKEHHS AIS/IbHOCTI, @ caMe: BUyYeHHs
iHchopmawii Nnpo dhegepatMBHy oaNHULIIO
l'ecceH 3 agpecy BUpo6HKa EMinb-hoH-
BepiHr-LUTpacce 76, 35041 Mapbypr, 'ecceH,
HimeuumnHa.
3arBepaKeHo: BupobHuk(v) nikapcbkoro
3acoby: LIJIC BepiHr TM6X / EMinb-gooH-
BepiHr-LUTtpacce 76, 35041 Map6ypr, lecceH,
HimeuuunHa; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, Hessen, 35041,
Germany (BTOpVIHHE MakKyBaHHS, BUMYCK cepii).

3anponoHoBaHo: BUPOGHWK(M) NikapCbKOro
3aco6y: LIJ1C bepiHr F'M6X / EMinb-hoH-
BepiHr-lTpacce 76, 35041 Map6ypr,
HimeuuunHa; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, 35041,
Germany (BTOPUHHE NakyBaHHS, BUMNYCK cepil).
3MiHW1 BHECEHO B IHCTPYKLiIO 418 MeAuyYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3gin
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca
MiCList NPOBaKEHHSA A0ro AisiNIbHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBepMKeHHs. 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpauiiHoro nocBig4eHHs) - 3miHa agpecu
3asBHUKa (B1acHMKa peecTpauiiHoro
noceifgyeHHs). TepmiH BBEEHHS 3MiH -
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npoTsrom 6 MicsiliB Micasi 3aTBepPAKEHHS.

49. BEPUATE® NOPOLLOK Ta LIC BepiHr HimeuuunH BTOPWUHHE HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17404/01/02
PO3YMHHUK AN 6X a nakyBaHHS, BUMYCK 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom
PO34UHY A5 iH'EKL cepii: nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
abo iHdysiii, 500 LIC/1 BepiHr M'M6X, 3amiHa abo BBeleHHA 40AaTKOBOT AiNTbHULL
MO; no 1 chnakoHy 3 HimeuunHa; BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO
MOPOLLKOM Y BUPOGHULITBO, BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
KomMnaekTi 3 1 nepBuHHE 3aco06y (iHLWi 3MiHK) - foaaBaHHSA iHGopMaLiT
chnakoHoOM 3 nakyBaHHs, {00 BUPOBHMNYOI AifbHNML, SIKa 3HAXOAUTLCA

PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5
M/ Ta 1 NpUCTPoEM
Ans gofaBaHHA
PO34MHHYMKA 3
BOYAOBaHNM
hinbTpoMm 15 MKkM
("Mix-2Vial™ 20/20")
B KapTOHHIi
Kopo6ui; no 1
donakoHy 3
MOPOLLKOM y
KomnnaekTi 3 1
donakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 5
M Ta 1 npucTpoem
AN fofaBaHHSA
PO34MHHMKA 3
BOY0BaHUM
hinbTpom 15 Mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOO
KOpO6KOHO 3
KOMNIEKTOM ANsi
BHYTPILLUHbOBEHHOTO
BBE/EHHSA
npenapary (1
0fHopas3oBuii
wnpuu, 1 ronka-
MeTesnuk, 2
Ae3iHdiKyroyi
CepBeTKN B
iHAMBIAYa/TbHUX
repMeTUYHUX
ynakoBkax Ta 1
HecTepwbHUiA
nerikonnactump) 3

KOHTPO/b SKOCTI:
LIC/1 BepiHr M'M6X,
HimeuunHa

3a agpecoto MNsopuxaysep Xod 1, 35041
Map6bypr, HimeuunHa 6e3 3MiHN y
BVMPOGHMLTBI. 3aTBEPAXEHO: BUPOGHUMK(M)
nikapcbkoro 3acoby: LI1C BepiHr M'm6X /
Eminb-¢pon-BbepiHr-LUTpacce 76, 35041
Mapbypr, ecceH, HimeuunHa; CSL Behring
GmbH / Emil-von- Behring-Strasse 76,
Marburg, Hessen, 35041, Germany.
3anponoHoBaHO: BUPOGHWMK(M) NMikapCbKOro
3acoby: LIJ1IC bepiHr F'M6X / EMinb-hoH-
BepiHr-LTtpacce 76, 35041 Mapb6ypr, 'ecceH,
HimeuumnHa; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, Hessen, 35041,
Germany (BTOPUHHE NakyBaHHS, BUMNYCK cepii);
LINC Bepinr Mv6X / Mbopuxaysep Xod 1,
35041 Map6ypr, (paiioH Mixenbbax),
HimeuuunHa; CSL Behring GmbH /
Goerzhaeuser Hof 1, Marburg, (Stadtteil
Michelbach), 35041, Germany (BMpo6HMLTBO,
NepBUHHE NaKyBaHHS, KOHTPOSb AKOCTI).
TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS
[iSNbHOCTI BUpOobHUKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYaoun AinbHuL
BMNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BUPO6HUK/IMNOPTEP, BKIOHYAOUN
BUMYCK Cepiit) - 3mMiHa agpecu micus
NPOBaKEHHS AiSNbHOCTI, @ came: BUTyYEHHS
iHbopmaii Npo dhefepaTtuBHy OAVHULLO
lecceH 3 agpecy BUpO6GHKa EMinb-hoH-
BepiHr-LUTtpacce 76, 35041 Map6ypr, lecceH,
HimeuuunHa.
3aTtBepakeHo: BupobHuk(v1) nikapcbkoro
3aco6y: LIJ1C bepiHr F'M6X / EMinb-choH-
BepiHr-LTtpacce 76, 35041 Mapb6ypr, 'ecceH,
HimeyuunHa; CSL Behring GmbH / Emil-von-
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOHTPO/IEM NEPLUOro Behring-Strasse 76, Marburg, Hessen, 35041,
BIAKPUTTA Y Germany (BTOPUHHE NakyBaHHS, BUMNYCK cepil).
KapTOHHiiA Kopo6Lii 3
KOHTPO/IEM NEPLUOro 3anponoHoBaHo: Bnpo6HWK(1) nikapcbKoro
BIOKPUTTA 3aco6y: LIJ1IC BepiHr F'M6X / EMinb-choH-
BepiHr-LUTpacce 76, 35041 Map6ypr,
Himeuumnna; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, 35041,
Germany (BTOPVHHE NakKyBaHHS, BUMYCK cepii).
3MiHM BHECEHO B IHCTPYKLUiIO AN MEAUYHOTO
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
«Micue3HaxopkeHHsi BUpOGHMKa Ta agpeca
MiCLil NPOBaKEHHS NOr0 Ais/IbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPXKEHHSA. 3MiHW | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/1aCHUKa
peecTpauiiiHoro noceig4eHHs1) - 3mMiHa agpecu
3asBHUKa (B1acHMKa peecTpauiiHoro
noceigyeHHs). TepmiH BBEEHHS 3MiH -
NpPOTArom 6 MicsLiB Micns 3aTBEPAXKEHHS.
50. BEPUATE® NOpOLLOK Ta LICN BepiHr HimeuumnH BTOPUHHE HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/17404/01/03
PO3YUHHVIK A5 6X a nakyBaHHs, BUMYCK 3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom
PO34UHY A5 iH'EKLLlA cepit: nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
abo iHdysiin, 1000 LICN Bepinr MM6X, 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL,
MO; no 1 chnakoHy 3 HimeuunHa; BMPOGHMLITBA A4/15 YaCTUHU abo BCbOro
MOPOLLKOM Y BUPOGHMLITBO, BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
KomnnekTi 3 1 nepBuHHE 3ac006y (iHWi 3MiHN) - foAaBaHHA iHdopmaLii
chnakoHOM 3 nakyBaHHs, LLI00 BMPOBHUYOI AifTbHML, SIKa 3HAXOAUTHLCA

PO34MHHMKOM (BOAA
Ans iH'ekuii) no 10
M Ta 1 npucTpoem
[ONs fofaBaHHA
PO3UYMHHMKA 3
BOYA0BaHNM
inbTpoM 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIiA
Kopobui; no 1
donakoHy 3
MOPOLLKOM Y
KoMmMekTi 3 1
hnakoHoMm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10
M1 Ta 1 NPUCTPOEM

KOHTPO/b SKOCTI:
LICN Bepinr MM6X,
HimeuunHa

3a agpecoto 'bopuxaysep Xod 1, 35041
Map6ypr, HimeuyunHa 6€e3 3MiHn y
BMPOGHMLTBI. 3aTBEpPAXEHO: BUPOGHMK(M)
nikapcbkoro 3acoby: LUNC bepiHr I'm6X /
Eminb-doH-Bepinr-LUtpacce 76, 35041
Map6ypr, lecceH, HimeuunHa; CSL Behring
GmbH / Emil-von- Behring-Strasse 76,
Marburg, Hessen, 35041, Germany.
3anponoHoBaHo: Bupo6HWK(1) nikapcbKoro
3aco6by: LJIC BepiHr MTM6X / EMinb-ooH-
Bepinr-LTtpacce 76, 35041 Mapbypr, 'ecceH,
Himeuumnna; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, Hessen, 35041,
Germany (BTOPVIHHE NakyBaHHS, BUMYCK cepii);
LNC Bepinr Mv6X / Mbopuxaysep Xod 1,
35041 Map6ypr, (paiioH Mixenb6ax),
HimeyumnHa; CSL Behring GmbH /
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
0151 foAaBaHHs Goerzhaeuser Hof 1, Marburg, (Stadtteil
PO34MHHMKA 3 Michelbach), 35041, Germany (BMpPOGHMLITBO,
BOYyA0BaHNM NepBUYHHE NakyBaHHA, KOHTPO/b AKOCTI).
hinbTpoMm 15 Mkm TepmiH BBeAlEHHS 3MiH - NPOTArom 6 micauis
("Mix-2Vial™ nicns 3aTBepakeHHs. 3MiHu | Tuny -
20/20"), Ta 1 AOMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KapTOHHOI0 Ta/abo agpecy MicLs NPOBaKEHHS
KOpPO6KOHO 3 LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
KOMMMEKTOM ANns NiKapcbKOro 3acoby, BKIHOYAUN AifbHULL
BHYTPILLUHbOBEHHOTO BMNYCKy Ccepii abo MicLe NpoBeAeHHS
BBEJEHHSA KOHTPOJHO AKOCTI. (AiSNIbHICTb, 3a AKY
npenapary (1 Bignosigae BUPOGHMK/iMNOPTEP, BKIOYAKOUM
0HOPAa30Buii BUMYCK Cepiii) - 3MiHa agpecu micus
wnpuu, 1 ronka- NPOBaMKEHHS AiSNbHOCTI, @ caMe: BUTyYEHHS
MeTesnuK, 2 iHchopmawii Npo thepepatMBHy oANHNLIO
Ae3iHdiKyroyi l'ecceH 3 agpecy BUpOGHKa Eminb-choH-
CepBeTKM B BepiHr-LUTtpacce 76, 35041 Map6ypr, lecceH,
iHAMBIAyaNbHUX HimeuunHa.
repMeTUyYHUX 3aTBepakeHo: BMpo6Huk(n1) nikapcbkoro
ynakoBkax Ta 1 3aco6y: LIJIC BepiHr F'M6X / EMinb-choH-
HecTepwubHUIA BepiHr-LUTpacce 76, 35041 Mapbypr, 'ecceH,
nenkonnacTtup) 3 Himeuumnna; CSL Behring GmbH / Emil-von-
KOHTpONEM nepLuoro Behring-Strasse 76, Marburg, Hessen, 35041,
BIAKPUTTA Y Germany (BTOPVHHE NakyBaHHS, BUMYCK cepii).
KapTOHHI Kopo6uji 3
KOHTpONEM MepLUoro 3anponoHoBaHo: B1po6bHuK(M) nikapcbkoro
BIAKPUTTSA 3acoby: LIJIC BepiHr TM6X / EMinb-gooH-
Bepinr-LUTpacce 76, 35041 Map6ypr,
HimeuuunHa; CSL Behring GmbH / Emil-von-
Behring-Strasse 76, Marburg, 35041,
Germany (BTOpVIHHE MakKyBaHHS, BUMYCK cepii).
3MiHM BHECEHO B iIHCTPYKLiO A1 MegUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
«Micue3HaxopKeHHs1 BUpobHMKa Ta agpeca
MiCLil NPOBAXEHHS OT0 AiS/IbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
YyMakoBKM NikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHSA. 3MiHu | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (BNacHUKa
peecTpaLiiHoro noceigyeHHs) - 3mMiHa agpecu
3asBHMKa (BNacHvKa peecTtpauiiHoro
nocBigYeHHs). TepMiH BBEEHHS 3MiH -
NpoTSArom 6 micsilis nicns 3aTBepAKEHHS.
51. BEPNINPUN® | Tabnetku no 20 wmr; BEP/IIH-XEMI | HimeuuunH MakyBaHHS: HimeuyunHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/7553/01/02
20 no 10 TabneTtok y Al a MeHapiHi-®oH 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom

6nictepi, no 3

XengeH M'vbX,

nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.




Hassa

®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepu y HimeuunHa; 3amiHa ab0 BBeAEHHSI 404AaTKOBOI AiNbHUL
KapTOHHIA KOpooLi Bupo6bHmuTBO "in BMpOBGHULUTBA AN15 YacTVHU abo BCbOro
bulk" Ta KOHTpO/b BMPOBHMYOro NpoLEeCy roTOBOTO JliKapCbKOro
cepiii: 3aco6y (finbHMLA, Ha K NpoBOAATLCS by ab-
BEPJIH-XEMI AT, AKi BUPOGHWYI CcTagil, 3a BUHATKOM BUMYCKY
HimeuunHa,; cepiii, KOHTPOO SKOCTi, NEPBUHHOTO Ta
Knoke ®apma- BTOPWHHOTO NaKyBaHHS, [/19 HECTEPUTbHUX
Cepsic 'm6X, nikapcbkrx 3acobiB) - BBeAeHHSA HOBOrO
HimeuunHa,; BMpobHuka Klocke Pharma-Service GmbH,
MakyBaHHs, Germany / Knoke dapma-Cepsic MM6X,
KOHTPO/b Ta BUMYCK HimeuunHa sk foAaTKOBOro BUPOBGHMKa
cepii: npoaykuii «in bulk». 3miHun | TUNY - 3MiHN 3
BEP/1IH-XEMI AT, AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN Y
HimeyunHa,; BMPOOHULTBI. 3MiHa iMnopTepa/3amiHu, Lo
MNakyBaHHs: CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
Knoke ®epnakyHrc- roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
Cepsic 'mbX, [ofaBaHHA AiNbHUL, Ha SKil 34iCHI0ETbCS
HimeuunHa KOHTpO/b/BUNPOBYBaHHA cepil) - flogaBaHHA
HoBol ainbHuLi Klocke Pharma-Service GmbH,
Germany / Knoke ®apma-Cepgic MM6X,
HimeuumHa sk AinbHWLj, fe 34iIRCHI0ETLCS
KOHTPO/Ib cepii. 3MiHW | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpOb rOTOBOrO
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BK/IIOYAOYM 3aMiHY 260 AONOBHEHHS)) -
BHeceHHs 3MiH B MeTOg, BUnpobysaHHs 13
3a NoKa3HMKOM «BTpara B maci npu
BuCyLlyBaHHi» (Ph.Eur.2.2.32), a came
[ofaBaHHA CyLIWIbHOTO nictonerTa sk
anbTepHaTMBM 3aTBEPKEHI CyLUMIIbHIl neyi.
52. BETANOL o6nosickyBay ans TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/16473/02/01
nntoc ropna, KOHUEeHTpar, 03 obmexeHo 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka peyenma
no 50 Mn y chnakoHi OBMEXXEHO BiANoBigasIbHICTIO peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
3i ckna, 3aKpuToMy ,0) "®apmavueBTnyHa MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
KpuLLKolo; no 1 BIAMOBIOAN KomnaHisa "3gopoB'a” NpPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIXKEHHS;
donakoHy 3i bHICTHO 3MiHu | TMnYy - 3MiHK Woao
CTakaHOM MipHUM y «KOPIMOPALLI 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
KOpOO6Lii 3 KapTOHY A BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHUX
«3[00POB’'A» npo cuctemy hapmakoHarnsgy (BBefeHHs

y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BifJ YNTOBHOB&XKEHOI 0CcO6WU,
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n/n

3acoby

JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

53.

BETANOSA-

BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuisa: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
Homepa MacTep-ghaiina cuctemm
thapmakoHarnsgy

54.

DAPMEKC

BIOCOH

necapii no 200 mr,
no 7 necapiis y
6nictepi; no 1 a6o 2
6nicTepu B nauui 3
KapToHy

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALI|I
A
«3[00POB’'A»

YKpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

6e3
peuyenma

UA/13830/01/01

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOt0 Nno 10
Tabnetok y 6nictepi;
nol, 2,3a6o 10

6nictepiB y

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns

MefIMYHOr0 3aCTOCYBaHHA Ha nigcrasi

6e3
peyenma

niosnsicae

UA/15137/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI navi

perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
negiatpuyHux gocnigkenb (PIP) (iHwi 3miHKn)
3MiHV BHECeHi [0 IHCTPYKLIi A1 MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"MNpoTrnokasaHHA", "B3aemMogis 3 iHWNMK
nikapcbknMuy 3acob6amu Ta iHWi BUAn
B3aemogijin", "Ocob/IMBOCTi 3aCTOCyBaHHA",
"Mepepo3yBaHHs", "Mo6iyHI peakyji” WwWoa0
6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby.
TepmiH BBEA,EHHS 3MiH NPOTAroM 6 Micauis
nicna 3aTBepKEHHS.

55.

BIPPEH®

Kancynu no 250 mr;
no 10 kancyny
6nictepi; no 1, 2 abo
6 6nicTepis B
KapTOHHIM nayu,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA TiET camoi
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHs XOAHUX HOBUX AOAATKOBMX
LaHnx) 3MiHM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y po3ainu "®apmakonorivyHi BnactusocTi”,
"Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
"34aTHICTb BNAIMBATU Ha LUBUAKICTbL peakLii
npun KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLNMKN
MexaHismamu", "Cnoci6 3acTocyBaHHS Ta
nosun", "MepenosyBaHHA" 3rigHO 3
iHhopmaLi€eto WwoA0 MegnMYHOro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Noofen
250 mg cietas kapsulas). BBeieHHA NpoTArom
6-T MicALIB MiCNA 3aTBEPMKEHHS. 3MiHM |
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby
(iHLLi 3MiHKW)
3MiHa hopMy/IOBaHHS MOKa3HVKIB KOHTPOSIO
«Onuc», «Po3unHeHHs», «KinbkicHe
BM3HayeHHsa» B p. 3.2.P.1, 3.2.P.3.5, 3.2.P.5.1,
3.2P5.2,32P.56.,32P811aMKAN3, a
came npuBeAeHHS hOPMY/IHOBaHHS NMOKa3HUKIB
«Onne», «Po34nHeHHs» Ta «KinbkicHe

3a
peyenmom

He
nionseae

UA/12087/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BU3HAYEHHSA» [10 3ara/ibHNX BHYTPILLHbO-
hipmoBUX BMMOr. 3MiHa onucy Kancynu Hece
NvLe pefakLUiiHWiA xapakTep i He CTOCYETbCS

3MiHV 30BHILLUHBOTO BArNSAY Kancyn. 3MiHu
BHECeHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mikapcbka popma. OCHOBHI Ii3VKO-XiMiYHi
BNacTUBOCTI". BBeAEeHHS 3MiH NPOTArom 6-Tu
MicALIB MiCNsA 3aTBEPKEHHS.

56.

BNIC®

pO34nH opasibHuii 1
mr/mn, no 100 mny
donakoHi 3
apantepom abo 6e3
afjanTepa, no 1
hnakoHy 3i
LUMPULLOM-
[103aTOpPOM Yy nauLl

AT "dapmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK 3 AKoCTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BigcyTHOCTI Yy
3aTBEPAKEHOMY AOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BKJ/1IOYA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepios noBTOpPHOrO BUNpPObYyBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOroO BUNPOGYBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IHKEHD
Yy peasibHOMy 4aci - 36i/bLIeHHs nepiogy
peTecTyBaHHA A®I| PynataaunHy dymapar i3 2
pokiB Ha 60 MicsLiB Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOCNifpKEeHb CTabiflbHOCTI y
peanbHOMY Yaci Bifg BUPo6HuKa Tyche
Industries Limited, IHgis

3a
peyenmom

UA/17819/01/01

57.

BOPTE3OMI
B-BICTA

NOPOLLIOK A5
NpUroTyBaHHsi
pO34nHYy Ans

iH ekuii no 3,5 mr; 1
(h/1aKoH 3 NOPOLUKOM
Y KapTOHHIi kopobu,i

ToBapucTBo 3
06MexeHo
BiANOBIga/TbHI
cTio «<BYCT
DPAPMA»

YKpaiHa

CiHgaH ®apma
C.P.1

PymyHis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3mekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BignoBigHO A0 nnaHy
negiatpuyHux gocnimpxkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEeHi [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gain "Mo6iuHi peakwii" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku giyoi
peyoBVHW. BBELEHHSA 3MiH MPOTArOM 6-TK
MiCALIB Nicnsa 3aTBepAKEHHS

3a
peyenmom

He
nionsieae

UA/15234/01/01

58.

BPOMIEKCU

PO34MH OpasibHUiA, 4

BEP/NIH-XEMI

HimeyumnH

BEPJIIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis:

6e3

nionsieae

UA/9663/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
H 4 BEP/IH- mr/5 mn, no 60 mny Al a 3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA peyenma
XEMI donakoHi; no 1 nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y

donakoHy 3 MipHOH
JIOXKKOI B KAPTOHHIl
KopooLi

cknagi (4ONoMKHUX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (cmakosi Jo6aBku abo
6apBHYKN) - lofaBaHHs, BUTYyYEHHS a60
3amMiHa - 3MiHa cMakoBOi 406aBku, 6e3 3MiHK
CcMaKy (3aTBEpKEHO: KOHLIeHTpaT
apoMaTUYHOI PeYOBMHM 3 3anaxoM abpukoca;
3anpornoHOBaHO: MOPOLLIOK apoMaTUYHOI
PEYOBMHM 3 3anaxom abpukoca). 3MiHK
BHECEHO B iHCTPYKLit0 4151 MEAUYHOrO
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"Cknag" B 4aCTUHI JOMOMDKHUX PEYOBVH,
30KpemMa: 3MiHa cMakoBoi fJ06aBku, 6e3 3MiHN
CMakKy (3aTBeppKeHO: KOHLeHTpaT
apoMaTUYHOI PeYOBUHM 3 3anaxoM abpukoca;
3anpornoHoOBaHO: MOPOLLOK apoMaTNYHOI
peyoBUHM 3 3anaxom abpukoca). BignosigHi
3MiHW BHECEHO B TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBefeHHSA 3MiH NpPOTAromM
6-T MicALIB MiCNA 3aTBEPKEHHSA. 3MiHN |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUIA
3aci6. 3MiHa y NepBYHHIi ynakoBL,i roTOBOro
NikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUIA
cknapg) - M'siki Ta HecTepusbHi pigki Nikapcbki
hopmMK - 3MiHa AKICHOTO CKNagy enemMeHTiB
3aKpUTTSA, a came: - BUyYEHO alloMiHIEBWIA
TBYHTOBWIA KOBNAYOK 3 NONIETUNEHOBUM
BKMagMLLeM Ta KinbLe 419 3aX1CTy Bif
HeCcaHKLOHOBaHOro BTPYYaHHs; -
noninponineHoswuii (PP) rBUHTOBMIA KOBNA4oK 3
nonieTMIeHoBNM BKIaANLLIEM 3aMiHEHO Ha
nonietuneHosuin (PE) rBMHTOBMIA KOBNAYOK 3
nonieTMNeHoBUM BKIaMLLIEM 3 N1ACTUKOBOIO
KPWLLKOIO 3 3aXVUCTOM Bif AiTeid. 3MiHn
BHECEHO B iHCTPYKLit0 4151 MELNYHOIO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"YnakoBka'" - 3MiHa SIKICHOTO CKNagy enemMeHTiB
3aKpUTTA NEPBMHHOT YNakoBKN rOTOBOTO
nikapcbkoro 3acoby BeefieHHs 3MiH MPOTAroM
6-T MicALIB MiCNA 3aTBEPKEHHSA. 3MiHK |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbkuii
3aci6. KOHTposib roTOBOro NikKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOT0 NiKapCbKOro
3aco06y (BMyYeHHS HE3HAYHOrO NokasHMKa
(Hanpuknaz 3acTapifioro NokasHuKa, Takoro sk
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3anax Ta cMak, abo igeHTudikauis 6apBHUKIB
yMm cMakoBUX 006aBOK)) — 3 cneuudikavii Ha
BWMYCK BU/TYYEHO NOKa3HWK «BigHoCHa
rycTuHa». BeefileHHs 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro sikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fgonycTuMmx
MEX FOTOBOro NiKapcbKoro 3acoby
(monoBHeHHS cnevmdikaLii HOBUM NOKa3HUKOM
3 BigNOBIAHUM METOA0M BUNPOBYBaHHSA) — A0
nokasHuka «lgeHtudikauis» cneumdikadii Ha
BUNYCK [OAaHO [OATKOBUI MeTOoZ PifANHHOT
Xpomatorpadii y noeHaHHi 3 giogHo-
MaTPUYHUM AETEKTOPOM 3 BUKOPUCTaHHAM
cTaHgapTHoro 3paska (Ph.Eur. 2.2.29 + DAD).
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BKNHOUAKOUM 3aMiHY @60 [OMOBHEHHS)) - —
3amiHa MeToAy BMNPoOyBaHHA 3a NOKa3HWKOM
«30BHILWHIl BUrNaa» (3aTBepaKeHo: according
Ph. Eur. 2.2.1; 3anponoHoBaHo: visually).
3MiHM BHECEHO B iIHCTPYKLiO A1 MegU4HOro
3aCcTOCyBaHHS NMikapCbKoro 3acoby A0 po3ainy
"OCHOBHI (Qi3VKO-XiMiYHi BNaCcT1BOCTI" LOA0
onucy NPO30pPOCTi, KOSTbOPY, KOHCUCTEHLLT
nikapcbKoro 3acoby. BeefeHHA 3MiH NPOTArom
6-TV MicALIB MiC/1A 3aTBEPIXEHHS. 3MiHM |
UMy - 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii
3aci6. KOHTPO/1b FOTOBOr0 NiKapcbKoro 3acooy.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM y MeToAax
BMNpobyBaHb (BKOUaoUM 3amiHy abo
[OMNOBHEHHS)) - 3MiHW METOAMKMN ANA
BU3HAYEHHS KiNIbKiCHOro BMICTY, ifeHTudikauji
Ta unctotu N3 metogom PX 'y 3B'A3Ky 3
HOBUM ckriagom /13. BBeaeHHst 3MmiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkil hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
dhapmakonei: ans A®l; ans suxigHoro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,

IO BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOro BUPOOHMKA - NoJaHo

No. R1-CEP 2007-032-Rev 02 Ha 3amiHy
3aTBepaxeHoro ceptugikaty (No. R1-CEP
2007-032-Rev 01) ans Aito4oi peyoBrHM
6poMrekcuHy rigpoxsiopuay Big,
3aTBEpAXEHOro Bupo6Huka FDC Limited,
IHgis. 3MiHu | TMRY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
PO3Mipy YNakoBKW roTOBOrO /iKapCbKOro
3acoby (3miHa macu/06'eMy BMICTY
KOHTeliHepa 6araTof030B0Or0 JlikapCbKoro
3acoby A9 HenapeHTepasibHOro
3acTocyBaHHA (a6o 0AHOL030BOrO,
4acTKOBOIO BUKOPUCTAHHSA)) — 3MiHa po3mipy
ynakoBsku /13, a came BU/Ty4EHO YNakoBKy Ha
100 M. 3MiHX BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
[0 po3ainy "YnakoBka" - BUTy4eHO ynaKkoBKy
Ha 100 mn. BignosigHi 3mMiHY BHECEHO [0
TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3aco0y (BM/Ty4EeHO TEKCT MapKyBaHHS
ynakoBku Ha 100 mn). BBefeHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMmiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbkoro 3acoby (iHLWi 3MiHK) - A0
po3ginis 3.2.P.8.1.1 Ta 3.2.P.8.3.1 BBeeHO
pesynbTaTn AocnigXeHb cTabinbHOCTI Y
peasibHOMY Y4aci, L0 BK/IOYat0Tb MOBHUI
TEPMiH NpUAATHOCTI, NPOBEeAEeHWX BignoBigHO
ICH Stability Study (Guideline Q1A (R2)).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepMmiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro JlikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - Micna neplioro
PO3KpUTTA (MiATBEPAXKYETHCA AaHUMM

OHOBJ/IEHUIA cepTudikaT BignosigHocTi E® No.

peasibHOro yacy) - 36i/1bLUEHHS TEPMiHY
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

npuaaTtHocTi /13 nicna nepLuoro po3kpuTTS
(3aTBEpPMAXKEHO: 3 MiCSL; 3anpornoHOBaHo: 6
MicsiLiB). 3MiHM BHECEHO B iHCTPYKLi0 ANs
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
[0 po3gainy "TepmiH npuaaTHoCTi —
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
NikapcbKoro 3acoby Nic/is NepLuoro po3kpuTTs
(3aTBEpPMXKEHO: 3 MiCSL; 3anpornoHOBaHo: 6
MicsuiB). BignosigHi 3MiHW BHECEHO [0 TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby.
BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO J1iKapCbKOTro 3aco0by (3BY)XEHHS
[OMYCTUMMX MEX) - 3BY)XXEHHS [0NYCTUMUX
MeX CyMW JOMILLOK 3a NOKa3HUKOM
«BurnpobyBaHHA Ha YACTOTY» Y cneuudikauii
Ha Bunyck (3atBepmkeHo: NMT 1,5%;
3anponoHosaHo: NMT 1,2%). 3miHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX rOTOBOrO J1iKapCbKOro 3acoby (3BY)XEHHS
[OMYCTUMMX MEX) - 3BY)XXEHHS [0NYCTUMUX
MEX CYyMW [OMILLOK 3a NOKa3HUKOM
«BurnpobyBaHHA Ha YACTOTY» Y cneuudikauii
Ha TepMiH npuaaTHoCTI (3aTBepaxeHo: NMT
1,50%; 3anponoHoBaHo: NMT 1,2%) 3miHn
CTOCYIOTbCA 3BY)KEHHS AOMYCTUMMX MEX
cneundikauii. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BKtOYAOUM Ajana3oH po3Mipy cepil) roToBoro
nNikapcbKoro 3aco6y (iHLWi 3MiHN) - 3MiHa
po3mipy cepii /13, a came BuAaeHO po3Mip
cepii 4000 n (3aTBepmxeHo: 1000 L, 2000 L,
3000 I, 4000 L, 9000 L; 3anponoHoBaHo: 1000
L, 2000 L, 3000 L, 9000 L). BeefneHHs1 3miH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIXKEHHS.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO B TEKCT
MapKyBaHHs NEPBUHHOT Ta BTOPUHHOI
YNaKoBOK /iKapCbKOro 3acoby - yTOYHEHO
HaHEeCeHHs N10roTUMy Ta yTOUHEHO
iHhopmauito woao hapmakonoriyHmx
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

B/1aCTMBOCTEN NikapcbKoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPAXKEHHSA. 3MiHM |l TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa y cknagi (4oNoMiKHMUX peyoBUHaX)
rOTOBOrO /iKapCbKoro 3acoby (iHLLi A4ONOMiXHI
peyoBuHM) - 3MiHa, Ska NiATBEPAKYETLCA
[ocCNimKeHHsIMU 3 6i0eKBIBa/IEHTHOCTI - 3MiHU
AKICHOrO Ta KisIbKICHOTO cknagy [OMOMDKHUX
PeyoBuWH, a came 3 CKnagy BUTy4YEHO
nponinexrnikons, copbit (E 420), 0,1 N
KMCNOTY X/I0PUCTOBOAHEBY PO3BEAEHY Ta
nopaHo manbTuT (E 965), 6eH30IliHy Kncnoty
(E 210), KMcnoTy IMMOHHY 6€3BO/HY.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS. 3MiHM BHECEHO B iHCTPYKLitO
AN MeANYHOro 3acToCyBaHHSA NMikapCbKoro
3acoby fo po3giny "Cknag”, 3okpema: 3MiHu
AKICHOTO Ta KiJIbKICHOTO ckiiagy AOMOMDKHUX
PEYOBVH - 3 CKN1afy BUTy4YEHO
nponinexrnikonb, copbit (E 420), 0,1 N
KMCNOTY X/I0PUCTOBOAHEBY PO3BEAEHY Ta
nopaHo ManbTuT (E 965), 6eH30IiHY K1ucnoTy
(E 210), kucnoTy IMMOHHY 6e3B0AHY. AK
HacnifgoK, BHECEHO 3MiHW B pO3zin
"Oco61MBOCTI 3aCTOCYBaHHA" - AONOBHEHO
3acTepexeHHAMU Wwoao 6esneku
3aCTOCYBaHHSA JOMNOMDKHUX PEYOBUH.
BignoBigHi 3MiH/ BHECEHO B TEKCT MapKyBaHHs
yNakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1s 3aTBEPAKEHHS.

59.

BPOHXUMNPE
T® TN

TabneTku, BKPUTI
060/10HKOI0 110 20
Tabnetok B 6nicTepi;
no 1 6nictepy y
KapTOHHI kopo6Lyj;
no 25 TabneTtok B
6nicTepi; no 2 a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

BioHopuka CE

HimeyunH
a

nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
BioHopuka CE,
HimeuunHa,
Brpo6HMuTBO in-
bulk:
PotteHgopd ®apma
'm6X, HimeyunHa;
nepBuHHEe Ta
BTOPVHHE
nakyBaHHS:
PoTtTengopd Papma
'M6X, HimeuunHa

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeleHHA 40AaTKOBOT AiNTbHULL
BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco0y (iHLi 3MiHK) BUHECEHHSA Ha3B Ta afpec
NPOMDKHUX BUPOGHWKIB, SKi paHiwe 6ynn
3a3HaveHi Tisibkv B Mogyni 3 peecTpadiiHoro
pocbe (3.2.P.3.1.), 3 yTOUHEHHSIM X (DYHKLN.
PosnuncaHo dyHKLii 3aTBEPAKEHOTO
BMpo6Huka 13 bioHopuka CE. 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAK0UN AiNbHUL
ans A®l, npomikHOro npoAykTy abo rotoBoro
niKkapcbKoro 3acoby, AinbHULUI ANns
NpoBefieHHA NakyBaHHs, BUPO6HMKa,

6e3
peuyenma

UA/8674/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeeHHS KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SKLLO
3a3HayeHo Yy 10Cbe) BUAANEHHS i3 MaTepianis
peecTpauiiHoro fOCLE NPOMIXXHOTO BUPOGHMKA
Wiewelhove GmbH, HimeuunHa (BUpO6HMLITBO
in bulk) (Mogynb 3, peecTpadiiiHoro gocbe
3.2.P.3.1)

60.

BPOHXOCUP
on

cupon no 100 mn
a6o 200 mny
donakoHi; no 1
chnakoHy pasom i3
[03yH0UnM
NPUCTPOEM Y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMCcTBO
"3p0poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHuVKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXXEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg 3MiHa
HOMepa MacTep-ghaiina cuctemu
chapmakoHarnsgy

6e3
peuyenma

UA/17359/01/01

61.

BYNPEKCOH-
3H

TabneTtkn
cy6niHrBasbHi, 2
mr/0,5 mr no 10
TabneTtok y bnictepi;
no1la6ono5
6nicTepiB y KOpobLi
3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPIOPALLI
A
«300POB’A»

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANoBifa/IbHICTIO
"XapkiBCcbke
hapmaueBTuyHe
nigNpPUEMCTBO
"3p0poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NPOTArom 6-TV MiCALIB NiC/1A 3aTBEPIXKEHHS;
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
BBegieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araJibHeHVX AaHux Npo cuctemy

3a
peyerimom

UA/13443/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

62.

BYMNPEKCOH-

Tabnetkn

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHol
oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4715 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuia: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HoMepa macTep-thaiina cuctemu
chapmakoHarnsgy

nocsBi0OYeHHs

3H

cy6niHrBasibHI, 8
Mr/2 mr

no 10 TabneTtok y
6nicTepi; no 1 abo
no 5 6nictepiB y
KopobLi 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BigNoBiga/IbHICTIO
"XapkiBcbke
thapmavueBTyHe
nignpyeMCcTBO
"340poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS;
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiga/bHOI 3a 34iCHEHHSI
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg 3MiHa
Homepa macTep-ghaiina cuctemm

hapmakoHarnsgy

3a
peyenmom

UA/13443/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
63. BYCTPUKC cycneHsis ons nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/15071/01/01
nonio iH'ekuin no 1 posi AH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHY | TUNY - 3MiHK 3 AKocTi. AdI. peyenmom
KOMBIHOBA (0,5 mn/go3y), no 1 Nimiteq Bunpo6bHMLTBO. 3MiHM B NpoLeci BUpO6bHMLTBA
HA [03i y nonepegHb0 A®| (He3HauHa 3MiHa y npoueci BUpobHuUTBa
BAKUVHA HanoBHEHOMY ADI) 36inbLUEeHHA TepMiHy 36epiraHHs 3 47
ana wnpuui; no 1 AHie fo 80 gHis gns Diluted Purified Virus
MNPO®INAKT nonepegHLO (DPV) HanpukiHUi eTany O4unLLEeHHs Ta nepes
NKN HanoBHeHOMY eTanom iHakTuBaLii y npoueci BUpo6HuULTBa
BUNDTEPII, LUNPULLY Y KOMMEKTI iHaKTMBOBAHOrO Mosiosipycy cepotuny 1 Ha
NMPABLSA, 3 ABOMA rosikaMm B AinbHuui GlaxoSmithKline Biologicals S.A.
KALUTHOKY nnacTMKoBOMY (BaBp) benbrisi. PepaxuiliHi npaBku fo po3giny
(ALEENONSAP | KoHTeliHepi; no 1 3.2.5.2.2. 3MiHu | Tuny - 3MiHn 3 akocTi. AdI.
HUI KOHTEliHepy y Brpo6HMLUTBO. 3MiHM B Mpoueci BUpo6HNLTBA
KOMMOHEHT | KapTOHHIli KopooLi A®| (He3HayHa 3MiHa y npoLeci BUpo6bHULTBA
)TA A®I) MogaHHs gaHux 3 Bastigauii nepiogy
noniomieni 36epiraHHA po3BEAEHOr0 OYMLLEHOTO
TY HaniBNpoAyKTy noniosipycy cepotuny-2
(IHAKTBOB npotsArom 47 gHis
AHA)
(AACOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
64. BYCTPUKC cycneHsis ans InakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiiHMx MmaTepiasis: 3a UA/14955/01/01
KOMBIHOBA iH'ekuiin, 0,5 AH EkcnopT BpuTaHia Bionoaxikan3 C.A. TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
HA mn/gosy; no 1 gosiy Nimiteq 23.07.2015 Ne 460) BunpaBneHo TeEXHIUHY
BAKUVHA nonepeaHL0 NOMWJIKY B TEKCTi MapKyBaHHS BTOPUHHOI
ana HanoBHEHOMY ynakoBKM nikapcbKoro 3acoby, a came:
MPO®INAKT wnpuyi; no 1 BHECEHO iH(hopmaL,ito, sika MOMUIKOBO byna
KN nonepegHbLO nponyLieHa B po3aini 2. KinbkicTb gitovoi
DUNOTEPII, HanNoBHEHOMY PEUOBUHY.
NPABLA, LUNPULY Y KOMMEKTI 3ATBEP)KEHO: 2. KinbkicTb gitoyoi
KALUTHOKY 3 1BOMA rosikamu B PEYOBUHM ........... 3AMNPOMNOHOBAHO: 2.
(ALENMONAP | nnacTtukoBoMy KinbkicTb Aitoyoi peyoBuHu 1 fo3a BakLUHW
HWUA KOHTelHepi; no 1 (0,5 mn (ml)) mictnTb
KOMMOHEHT | koHTeliHepy y
) KapTOHHIA KOpooLi
(AACOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
65. BYCTPUKC cycneHsis gns nakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/15071/01/01
nonio iH'ekUi no 1 gosi ANH ExcnopT BpuTaHis Bionogxikans C.A. TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
KOMBIHOBA (0,5 mn/po3sy), no 1 Nimiten 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY
HA 0030 y nonepegHb0 NOMWJIKY B TEKCTi MapKyBaHHS BTOPUHHOT
BAKUMHA HanoBHEHOMY yNaKoBKW NiKapcbKoro 3acoby, a came:
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

ansa wnpuui; no 1 BHECEHO iHhopMaL,ito, sika MOMMWIKOBO Byna

MPO®INAKT nonepegHsL0 nponyweHa B po3zini 2. KinbkicTb Aitoyol

KN HanoBHeHOMY PeyYoBUHN.

JANDTEPII, LINPpULY Y KOMMIEKTI 3ATBEP)KEHO: 2. KinbKicTb gitouoi

NnPABLUA, 3 iBOMa rosikamu B PEYUOBUHMU ........... 3AIMPOMNOHOBAHO: 2.

KALUJTHOKY nnacTMKoOBOMY KinbkicTb gjtouoi peyoBmHu 1 fo03a BakKUMHN

(AUENONAP | KoHTeliHepi; o 1 (0,5 mn (ml)) micTnTh:

HUA KOHTeliHepy y

KOMMOHEHT | kapTOHHili kOpo6Li

)TA

noniomien

TY

(IHAKTUBOB

AHA)

(AACOPBOB

AHA, 3I

3MEHLLEHU

M BMICTOM

AHTUIEHIB)

66. BABICMO PO34UH ON1s1 iH'EKLiA, TOB "Pow YkpaiHa Bupo6HULTBO LseiiLapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20151/01/01
120 mr/mn, no 0,24 YkpaiHa" NiKapcbKoro 3acoby 3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KoHTponb peyenmom
mn (28,8 mr) y (CLGIEETETY] A®I. 3miHa y napameTpax cneuudikauii
donakoHi, pasosa HanoBHEHHSA/NepBuNH Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
fo3a 0,05 mn (6 mr), He nakyBaHHS), cneuucpikalisx Ha Ad®l, abo
no 1 donakoHy y BMNPOBYBaHHSA BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
KOMNEKTi 3 FO/IKO0 KOHTPO/O B NPOLLECi BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
3 hinbTPOM, BMPOGHMLITBA, A (3BYXXEHHS JOMYCTUMUX MEX, BUSHAYEHUX
yrnakoBaHow B BMNPOBYBaHHSA y cneuudikauii) 3BY>XXEHHS AONYCTUMMX MEX
6nicTep y KapTOHHIiA KOHTPOJI0 SIKOCTI nokasHuka pH B cneuudikauii APl gns
Kopoo6ui npwv BUNYyCKy Ta 3ab6e3neyeHHs BifMnoBiAHOCTI BUMYLLIEHNX

cTabinbHOCTI, Kpim napTiii KpUTepisM cneundikauii HanpUKIHLi
MIKPOCKOMIYHOro TepMiHy npuaaTtHocTi, 3aTBepmaxkeHo: 5,3 -5,8.
MeToAy BU3HAYEHHA 3anponoHoBaHo: 5,4-5,7. BBefeHHs 3MiH
yacTok, 36epiraHHs NPOTAroM 6-Tu MiCALIB MiC/1A 3aTBEPAXKEHHS.
NiKapcbKoro 3acooy, 3MiHu | TUNY - 3MiHKM 3 AKocTi. AdI.
BTOPUHHE Bunpo6bHMLTBO. 3MiHN BUNpobyBaHb abo
nakyBaHHS, BUNYCK [OMyCTUMMX MeX y npoueci BUpobHuuTea Adl,
roToBOro L0 BCTaHOB/EHI y creundikaLisx (3ByXeHHs
nikapcbKoro 3acoby: [ONYCTUMNX MEX)
®.XohbpmaHH-/15 3BY)XEHHSA [0ONYyCTUMUX MeX NnokasHuka pH
Pow /1A, BUPOGHMYOT KynbTypu (p 7.15 oo 7.14) Ta
Llseiuapis; 3BY)XEHHS CepefHiX Mex Ans
Bunpo6yBaHHs KOHLeHTpaLjii/ocMmonanbHOCTI cepegosua (3
KOHTPOJI0 SIKOCTI 110 % no 109 %) 3 MeToko 3a6e3neyeHHs
npwv BUNYyCKy Ta BiANOBIAHOCTI NPOAYKTY KPUTEPISM AKOCTI,
CTabiNIbHOCTI TiNbKK T06TO cneyudikayii A®I Ta MN3, wo
0151 MIKPOCKOMIYHOTO 3MIHIOIOTLCA (3BY)XYHOTbCS) B pamkax
MeTOoay BM3HAYEHHS 3a8B/1EHOrO NakeTy 3MiH. BBeAEHHSA 3MiH
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

yacTok: Congiac Al,
LLiBeiiuapis

NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUnNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®I. 3miHa y napameTpax cneumdikauiii
Ta/abo [ONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci BUPOOHMLTBA
A®I (3BY)XEHHSI IONYCTUMUX MEX, BU3HAYEHUX
y cneuudpikauii) - 3By>KEHHS LONYCTUMUX MEX
nokasHuka «4Yucrorta» metogom IE-HPLC
cneuudikauii A®l s 3a6esneyeHHs
BiNOBIAHOCTI BUNYLLEHWX NAPTiil KPUTEPISM
cneundikauii HaNpPUKiHLi TepMiHy NPUAATHOCTI.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I. BupobH1LTBO. 3MiHV BUNpobyBaHb abo
[0NyCTUMUX MEX y npoueci BUpobHuuTea Adl,
LLIO BCTAHOBJIEHI Y cneuyndikauiax (qogaBaHHs
HOBOro BMNPOBYBaHHSA Ta f0NyCTUMUX MEX)
[ofaBaHHs HOBOrO BUNPOBYBaHHSA 3a
nokasHukom pH Ta KpuTepiiB NPUAHATHOCTI
ana n. «4ucrota» metogom IE-HPLC Ta SE-
UHPLC nig, yac Bupo6HuLTBa Ajto4oi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-TK
MicsILiB nicns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro sikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo fgonycTuMmx
MEX roTOBOrO /1iKapCbKOro 3acoby (3BY)XEHHS
[OMYCTUMUX MeX) 3BY>KEHHSI AOMYCTUMMX MEX
nokasHvika pH 3 5,3 -5,8 go 5,4-5,7 ta uictorta
metogom IE-HPLC ta SE-UHPL B
cneuudikaLii roToBOro fikapcbKoro 3acoby.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MIHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHNLTBA
roTOBOrO Nikapcbkoro 3acoby (foaaBaHHA
HOBOro MeTOoAY BUNPOGYBaHHSA Ta AOMYCTUMMX
MeX)

[JlogaBaHHA HOBOro MeToAy BUNPOOYyBaHHA 3a
n. pH nig, yac BUpo6GHMLTBA FOTOBOrO
nNikapcbKoro 3acoby, a Takox Kputepiis
NPUAHATHOCTI AnA N. «YucToTa» MmeTogom IE-
HPLC ta SE-UHPLC B npoueci KOHTpo/o
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMLTBA. BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Micns 3aTBepKEHHS. 3MiHun | Tuny -
3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuyucpikalisx Ha A®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A (3BYXKEHHS JOMYCTUMUX MEX, BUSHAYEHUX
y cneuudikauii) 3BY>XXEHHA AONYCTUMMX MEX
nokasHuka «4ducrtota» metogqom SE-UHPLC
cneumngikauii A®I ona 3abesneyeHHs
BiAMOBIAHOCTI BUNYLLEHUX NapTiil KpUTEpIam
cneumdikalii HanpuKiHLI TepMiHy NpuaaTHOCTI
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA

67.

BANEKAPL

po34uH, in bulk: no
20,0 na60 50,0 ny
CTaNIeBUX EMHOCTAX

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BigNoBigas/bHICTIO
"XapkiBcbke
thapmavueBTyHe
nignpyeMCcTBO
"340poB's Hapoay"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BiANoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegakuis: LiesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnifg 3MiHa
Homepa macTep-ghaiina cuctemm

hapmakoHarnsgy

UA/11172/01/01

68.

BAMNILON®

Tabnetkun
Ccyb6niHrBasbHI N0

0,06, 1o 10

AT "dapmak"

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBoro

6e3
peyenma

UA/2713/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Tabnetok y 6nictepi; nikapcbkoro 3acoby. 3miHa y meTogax
no 1 a6o 5 6nictepis BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
y nayi 3 KapToOHy; (iHWi 3MiHM y MeTogax BunNpobyBaHb
no 10 Tabnetok y (BKTHOHAKOUM 3aMiHy ab0 AONOBHEHHS)) 3MiHa
6nictepax y Npo60oniaroToBLi 3a NokasHUkoM "CynpoBigHi
Aomilkn" metogom X, a came fogaHo
MOX/IMBICTb BUKOPUCTAHHS LLINPULLEBUX
MeMbpaHHMX iNbTPIB 3 PO3MIPOM MOp He
6inbLe 0,45 MKM Mif Yac NpUroTyBaHHs
BMNPOGYBAHOrO PO34unHy. 3MiHuW | TMNy - 3MiHK
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCcbKOro 3acoby. 3miHa y
MeToAax BUNPoBYyBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeToAax BUNpoGyBaHb
(BKIOYALOUMN 3aMiHy ab0 [AONOBHEHHS)) 3MiHa
y npo6oniaroTosL,i 3a nokasHukom "KinbkicHe
BU3HaYeHHA" MeToAoM X, a came BBeAEHHSA
aflbTEPHATVBHOTO METOAY NPUrOTYBaHHSA
BUMNPOOYBaHOrO PO34MHY 3 BUKOPUCTAHHAM
LUINPULLEBUX MeMBpaHHMX iNbTPIB 3 po3mipom
nop He Gisbwe 0,45 MKM.
69. BENMNAHAT TabneTku, BKpUTI Hatko ®apma IHAjsa Hatko ®apma IHAaia BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/19285/01/01
NNiBKOBOO Nimiteq NimiTeq 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | nidssieae
06010Hkot0 no 400 HalilMeHyBaHHs Ta/abo agpecu mMicus
Mr/100 wr; NPOBaKEHHS AiS/IbHOCTI

no 28 TabneTok,
BKPUTMX M/1IBKOBOKO
060/10HKOI0, Y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

BMpOBHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOHAKUN AibHNL BUNYCKY cepil
abo micue NnpoBefeHHS KOHTPOJTH0 SKOCTI.
(misnbHICTb, 3a 5Ky Bignosifae
BMPOGHUK/iIMNOPTEpP, BK/IHOYAOUN BUMYCK
cepiii) 3miHa agpecu BMpo6Huka 13 Hatko
dapwma JlimiTen: BHeCeHO B iHCTPYKLi0 AN
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOoro 3acoby
y po3gin "Micue3HaxomKeHHs BUPOOHMKa Ta
afpeca MicLa NpoBaXeHHs Moro aisnbHocTi"
3 BiNOBIAHUMM 3MiHAMMW B TEKCTI MapKyBaHHS
ynakoBOK. BBefeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepKEHHS. 3MiHuM | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby, a came: yTOUHEHO
iHchopmaLito WwoAo TepMiHy NpPUAATHOCTI,
HOMepyY peecTpaLiiHoro nNocBiAYeHHs, Homepy
cepii, 3a3Ha4YeHHs "[HLWOT TEXHIYHOT
iHchopmawuii”, 2-D KofgyBaHHS Ta YTOUYHEHHS
norotuny BUpPoGHUKa. BunydeHHs iHpopmadii
LLI0A0 KOMMaHii, SiKa 34iICHI0E MaPKETUHT.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
70. BENNAHAT TabneTkn, BKPUTI Hatko ®apma IHAjs Hatko ®apma IHAain BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/19285/01/01
NNiBKOBOIO Nimiteq Nimiteq 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
060/10HKO0 1Mo 400 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
mr/100 wmr; no 28 3MiHa y KOpOTKiil XxapakTepucTuLi Nnikapcbkoro
TabneTok, BKpUTHX 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
NNiBKOBOO MeAMYHOro 3acToCyBaHHA Ha niacTasi
060/10HKOI0, Y perynspHO OHOB/IHOBAHOIO 3BIiTY 3 6e3neku
chnakoHi; no 1 nikapcbKoro 3acoby, abo foc/imKeHb 3
donakoHy B 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
KapTOHHI/ KopoobLi nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO B iIHCTPYKLiIO 418 MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHwWi Buay B3aemogin" Ta "MobiyHi peakyii”
BiANOBIAHO [0 OHOBMEHOT iHdhopMaLii Wwoao
6e3neky 3acToCcyBaHHA Ail040i PeYOBUHU
3rigHo 3 pekomeHgauieto CDER (FDA). TepmiH
BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
71. BEH/IAKCOP | Ta6netku no 37,5 AT "I'piHgexc" NatBin AT "I'piHaekc" Narteis BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/4406/01/01
® mr; no 10 TabneTok YTOUYHEHHS peecTpaliiiHol npoueaypun B peyernmom

y 6nicTepi; no 3
6nictepu B nauuj 3
KapTOHy

Haka3i MO3 YkpaiHu Ne 467 Big 19.03.2024 -
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLji NikapCcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IKEHD,
npoBeAeHnX BiAnoBigHO A0 niaHy
negiatpuyHnx gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHM BHeCeHi 40 IHCTpyKuil ana
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3ginis "B3aemMogis 3 iHWmMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Mepefo3yBaHHsA" Wo040 6e3nekn
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3aCTOCyBaHHSA NiKapcbKoro 3acooy.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
TEepMiHy NpUAATHOCTI FOTOBOTO /iKapCbKOro
3acoby) - 115 TOproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU PEeasTbHOro Yacy) -
36inbLIeHHs TepMiHy npuaaTtHocTi 13 3 3
poKiB A0 5 pOkKiB, HA OCHOBI MO3UTUBHUX
pesynbTaTiB AOCNiMHKEeHb CTabiIbHOCTI. 3MiHU
BHECEeHi A0 IHCTPYKUiT N8 MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"TepmiH npugaTHoCcTi". 3MiHN | TUNYy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHs roToBOr0 /ikapCbKoro
3acoby (3miHa B ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIOHOBNEHHS) - NS TabneTok
BeHNadakcuHy 6ynv NnpoeeeHi [0CNIAKEHHS
dhoTocTabinbHOCTI. PesynbTatn umx
[ocnimpKeHb nokasanu, Wwo tabneTku
BeHNathakcrHy He pyiiHyTbCA Nif BNAMBOM
CBiT/1a — TOMy B yMOBax 36epiraHHsi Hemae
Heob6XiAHOCTI 3a3Ha4YaTn HaCTyrNHe peyeHHs:
«36epiraTv B OpuriHasIbHil ynakosLj Ans
3axuCTy Bif CBiTNa». 3MiH/ BHECEHI A0
IHCTPYKUIT 419 MEeAUYHOr0 3aCTOCYBaHHSA
niKapcbKoro 3acoby Ao posainy "Ymosu
36epiraHHs", AK HacCNifOK [0 TEKCTY
MapKyBaHHS yNaKkoBKW NiKapCbKOro

3aco0y. 3MiHM | TUny - AAMIHICTPaTUBHI 3MiHW.

BunyyeHHs BUPOGHMYOT AinbHUL (BKIHOHYAK0UM
AinbHUUI Ana A®I, npoMixXHOro npoaykTy abo
roTOBOrO liKapCbKoro 3acoby, AinbHUL A1
NpoBefAeHHs NakyBaHHs, BUPOOHNMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayeHo y A0CbE) - BunyyeHHs BUpoOHNYOI
npinbHUL «Lee Pharma Limited», IHgis gns
Lito4oi pevyoBuHN BeHnadakcuHy (y Burnsgi
rigpoxnopuay). BupobHuk, Lo 3anuwmscs,
BMKOHYE Ti X cami DyHKLT L0 | BUNyYEeHWIA.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
€Bponelicbkii hapmakonei/moHorpadii.

MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - MogaHHA
oHoBneHoro CEP R1-CEP-2007-297- Rev 03
(nonepepHs Bepcis R1-CEP-2007-297- Rev
02) pnsa fitoyoi pevoBUHU BeHNadakcuHy (y
BUINAAI rigpoxnopuay) Bif Bxe
3aTBEPAXEHOro BMpobHMKa Teva
Pharmaceutical Industries Ltd., I3painb. 3miHu
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS
Y BiZMNoBIigHICTb A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonel, abo iHwoi
HaujioHasIbHOI thapmakonei aepxasu €C
(3miHa y cneumdikalisx, nos'a3aHa 3i 3MiHaMu
B 1®Y, abo EBponeiicbkiin hapmakonei, abo
iHLWI HauioHanbHiIl hapmakonei aepxasmn
€C) - BHeceHHs 3miH fo cneyudikauii APl, a
came- BUJaNeHHs N. «Baxki MeTann». 3miHn |
MRy - 3MiHu 3 akocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuyucpikalisx Ha Ad®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (aonoBHeHHs crevmdikalii HoBUM
NOKa3HNKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BMNPO6YBaHHS) - [JONOBHEHHS cneumadikaL,i
HOBWUM MOKa3HMKOM SIKOCTi — Mikpo6ionoriyHa
yucToTa Ta BignoBigHMM METO40M
BMNPO6YBaHHsA 3 HOpMyBaHHAM TAMC — NMT
10? CFU/1g, TYMC — NMT 10? CFU/1g,
Echerichia coli — Absence/lg
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®I. 3miHa y napameTpax cneumdikauiii
Ta/abo [oNyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo

BVXiAHWIA/NPOMiDKHUIA NpoAYKT/peareHT, Wwo
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUyYEHHA HE3HAYHOrO NOKa3HMKa SKOCTI
(ranpvknag BUIYyYeHHSs 3acTapinoro
nokasHuka)) - BunyyeHHss napameTpis
cneumngikauii A®I Residual solvents,
Characters, Storage conditions, Retest period.
3MiHu | TURYy - 3MiHu 3 sKocTi. CepTudikaT
BignosigHoCTI/TE-cepTudcpikat BignosigHoCTI
€sponeiicbkiii hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMiKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBurHY (cepTuddikat
BiANOBIgHOCTI E€Bponeiickbkili hapmakonei) -
OHOBEHWiA cepTUdikar Big, yxe
3aTBEPAXEHOr0 BUPOGHUKa - [MogaHHsA
oHosneHoro CEP R1-CEP-2007-297- Rev 04
(nonepeaHs sepcia R1-CEP-2007-297- Rev
03) ansa gitoyoi peyoBMHY BeHnadakcuHy (y
BUMNAAI rigpoXI0puay) Bif BXe
3aTBEpAKEHOro BUPOGHMKa Teva
Pharmaceutical Industries Ltd., I13painb. 3miHn
| TMNy - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - MogaHHA
oHosrieHoro CEP R1-CEP-2007-297- Rev 05
(nonepepHs Bepcis R1-CEP-2007-297- Rev
04) pnsa fitoyoi pevoBUHW BeHNadakcuHy (y
BUINAAI rigpoxnopuay) Bif Bxe
3aTBEPAXEHOro BMpO6HMKa Teva
Pharmaceutical Industries Ltd., I3painb

72.

BEH/TIAKCOP
®

TabneTkn no 75 mr;
no 10 Tabnetok y
6nictepi; no 3
6nictepuw B nauuj 3

AT "IpiHgekc"

Nartsia

AT "IpiHoekc"

Narsia

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
YTOUYHEHHS peecTpaliiiHol npoueaypun B
Hakasi MO3 YkpaiHu Ne 467 Big 19.03.2024 -
3MiHu | TMNy - 3MiHK Woao

3a
peyermom

UA/4406/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapToHy 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.

3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHsA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mnekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3mMiHV BHeceHi fo IHCTpykuii gns
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3ginis "B3aemMogis 3 iHWmMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mepeno3yBaHHA" Wo[0 6e3nekn
3aCTOCyBaHHSA NiKapcbKoro 3acooy.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
TEepMiHy NpUAATHOCTI FOTOBOTO /iKapCbKOro
3acoby) - 115 TOproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU PEeasTbHOro Yacy) -
36inbLeHHs TepMiHy npuaaTtHocTi 13 3 3
poKiB A0 5 pOkKiB, HA OCHOBI MO3UTUBHUX
pesynbTaTiB AOCNiMHKEeHb CTabiIbHOCTI. 3MiHU
BHECEHi A0 IHCTPYKUiT N8 MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"TepmiH npugaTHoCTi". 3MiHN | TUNYy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHs roToBOro /ikapCbkoro
3acoby (3miHa B ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIOHOBNEHHS) - NS TabneTok
BeHNadakcuHy 6ynv NnpoeeeHi [0CNIAKEHHS
dhoTocTabinbHOCTI. PesynbTatn umx
[ocnimpKeHb nokasanu, Wwo tabneTku
BeHNathakcrHy He pyiiHyTbCA Nif BNAMBOM
CBiT/1a — TOMy B yMOBax 36epiraHHsi Hemae
Heob6XiAHOCTI 3a3Ha4YaTn HaCTyrNHe pevyeHHs:
«36epiraTv B OpuriHasIbHil ynakosLj Ans
3axuCTy Bif CBiTNa». 3MiH/ BHECEHI A0
IHCTPYKUIT 419 MEeAUYHOr0 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Ao po3ainy "Ymosu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

36epiraHHa", AK HacCNifOK [0 TEKCTY
MapKyBaHHS yNnaKkoBKW NiKapCbKOro
3aco0y. 3MiHM | TUny - AAMIHICTPaTUBHI 3MIHW.
BunyyeHHs BUpOGHMYOT AinbHUL (BKIHOHYAKOUM
AinbHULUI ana A®I, npoMixXHOro npoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL 41
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOI PeYOBMHY (AKLLO
3a3HayeHo y A0CbE) - BunyyeHHs BUpoOHUYOI
npinbHUL «Lee Pharma Limited», IHgis gns
Lito4oi peqyoBuHN BeHnadakcuHy (y Burnsagi
rigpoxnopuay). BupobHuk, Lo 3anuwmscs,
BMKOHYE Ti X cami DyHKLT L0 | BUNyYEeHWIA.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - MogaHHA
oHoBneHoro CEP R1-CEP-2007-297- Rev 03
(nonepepHs Bepcis R1-CEP-2007-297- Rev
02) pna fitoyoi pevoBUHM BeHNnadakcuHy (y
BUINAAI rigpoxnopuay) Bif Bxe
3aTBEPAXEHOro BMpO6HMKa Teva
Pharmaceutical Industries Ltd., I3painb. 3miHu
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS
Y BifMNoBigHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonel, abo iHwoi
HaujioHasIbHOI thapmakonei aepxasun €C
(3miHa y cneumdikalisx, nos'a3aHa 3i 3MiHaMu
B 1®Y, abo EBponeiicbkiin hapmakonei, abo
iHWI HauioHanbHiIl hapmakonei aepxasmn
€C) - BHeceHHs 3miH fo cneyudikauii APl, a
came- BUJaNeHHs N. «Baxki MeTann». 3miHn |
1Ny - 3MiHu 3 akocTi. A®I. KoHTponb AdI.




109

Hassa

®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuyucpikalisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (aonoBHeHHs crevmdikalii HoBUM
NOKa3HNKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BMNPO6YBaHHS) - [JONOBHEHHS cneumadikaL,i
HOBWM MOKa3HMKOM SIKOCTi — Mikpo6ionoriyHa
yncToTa Ta BignoBigHMM METO40M
BMNPO6YBaHHSA 3 HOpMyBaHHAM TAMC — NMT
10? CFU/1g, TYMC — NMT 10? CFU/1g,
Echerichia coli — Absence/lg
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®I. 3miHa y napameTpax cneumdikauiii
Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUyYEHHA HE3HAYHOrO NOKa3HMKa SKOCTI
(ranpvknag BUIYyYeHHSs 3acTapinoro
nokasHuka)) - BunyyeHHss napameTpis
cneumngikauii A®I Residual solvents,
Characters, Storage conditions, Retest period.
3MiHu | TURYy - 3MiHu 3 sKocTi. CepTudikaT
BignosigHoCTI/TE-cepTudcpikat BignosigHoCTI
€sponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4NoOBIAHOCTI a60 BUNYyYEHHS
cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoOBigHOCTI E€Bponeiickkili hapmakonei) -
OHOBEHWiA cepTUdikar Big, yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [ModaHHsA
oHosneHoro CEP R1-CEP-2007-297- Rev 04
(nonepeaHs sepcis R1-CEP-2007-297- Rev
03) ansa gitoyoi peyoBMHY BeHnadakcuHy (y
BUMNAAI rigpoXI0puay) Bif BXe
3aTBEpAKEHOro BUPOGHMKa Teva
Pharmaceutical Industries Ltd., I13painb. 3miHn
| TMNy - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuguikaTa BignoBigHOCTI a60 BUIYYEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - MogaHHA
oHosrieHoro CEP R1-CEP-2007-297- Rev 05
(nonepepHs Bepcis R1-CEP-2007-297- Rev
04) pnsa fitoyoi pevoBUHN BeHNadakcuHy (y
BUINAAI rigpoxnopuay) Bif Bxe
3aTBEPAXEHOro BMpo6HMKa Teva
Pharmaceutical Industries Ltd., I3painb

73.

BEHTONIH™
EBOXANEP™

aepo3osb A4ns
iHranauin,
[o30BaHuii, 100
MKr/go3y; no 200
[03y 6asoHi; no 1
GasIoHy B KapTOHHIlA
Kopoo6ui

nakcoCmiTKn
AiH EkcnopT
Nimiteq

Benvka
BputaHis

"nakco Bennkom
MpoaakLuH,
®paHuis; Makco
Bennkom C.A.,
Icnanis

PpaHuis/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo foc/ifKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/iKEHD,
npoBeAeHnX BignoBIAHO A0 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLUIiT AnA
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
00 po3sgainy "OcobnnBoCTi 3acToCyBaHHSA"
BiANoBigHO A0 pekomeHaauii PRAC. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS

3a
peyernmom

He
nionsieae

UA/2563/01/01

74.

BIAIPA®

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO0, MO 25
Mr 110 4 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHIA KOopooLi

Biatpic
CnewenTi
nnc

CWA

dapeBa AMbGYya3

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili xapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpuyHux gocnimpxkers (PIP) (3miHy
Y3rODKEHO 3 KOMMNETEHTHUM YMOBHOBaXEHVUM

3a
peyenmom

He
nionseae

UA/18004/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
[0 po3giny "B3aemogisi 3 iHWMMY fliKapCbKUMU
3acob6amu Ta iHLWi BUAM B3aEMOZiin" BignoBigHo

[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun ajto4oTl

peyoBuHM cungeHadiny 3rigHo 3
pekomeHpauiamu PRAC.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicns 3aTBepkeHHs

75.

BIATPA®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 50
mrno 1 a6o no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

Biatpic
CnewenTi
nnc

CLIA

dapeBa Ambyas

®paHuisa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
[0 po3giny "B3aemogis 3 iHWMMUY NliKapCbKUMU
3acobamu Ta iHLWi BUAW B3aEMOAIN" BIANOBIAHO
[0 OHOBJEHOT iHGhopMaLii 3 6e3neku Aitoyol
peyoBUHU cungeHadiny 3rigHo 3
pekomeHpauisamu PRAC.

TepmiH BBeA,EHHS 3MiH NpOTAroM 6 micauis
nicns 3aTBepiKeHHs

3a
peyenmom

He
nionsieae

UA/0313/01/02

76.

BIAITPA®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOt0, N0 100
Mmrno 1, ao no 2
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI kopo6Lyj;
no 4 TabneTkm y
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHIA Kopoo6Li

Biatpic
CnewenTi
nnc

CLIA

dapeBa AMOGYyas3

®paHuisa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOCNiAKEHDb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLUIT Ans
MEeAMYHOro 3acTOCYBaHHSA NikapCcbKoro 3acoby

3a
peyerimom

He
niosnsicae

UA/0313/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[0 po3ainy "B3aemogis 3 iHWMMU flikapCbKUMum
3aco6amMu Ta iHWi BUAM B3aeMoili" BignoBigHO
[0 OHOB/EHOT iHdhopMmaLii 3 6e3nekun Aitoyol
peyoBuHM cuigeHadiny 3rigHo 3
pekomeHgauismy PRAC.

TepmiH BBEAEHHS 3MiH NPOTAroM 6 Micauis

nicns 3aTBepAKEHHSI

717.

BIArPA®
oDT

Tabnetku, Wo
AMcnepryTbes B
POTOBI NOPOXHWHI,
no 50 wr; no 2 a6o
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI/ KopoobLi

Biatpic
CnewenTi
nnc

CWA

dapeBa AMbGYya3

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3giny "B3aemogisi 3 iHWMMK fliKapCbKUMU
3acob6amu Ta iHLWi B1UAM B3aEMOiin" BignoBigHo
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun Ajo4ol
peyoBuHM cungeHadiny 3rigHo 3
pekomeHpauiamu PRAC.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicns 3aTBepakeHHs

3a
peyenmom

He
nionseae

UA/0313/02/01

78.

BIKC
AHTUIPUN
KOMMNJIEKC

NOPOLLIOK A5
OpasibHOTO PO34nHY
no 5 a6o 10 cawe y
Kopoo6Li

MpokTep eHg,
Fem6n
IHTepHeLLHN
OnepeiiwH3
CA

LLiBeiuapi
A

PadyToH
Nab6opaTtopi3
Nimiten

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex

rOTOBOrO JIiKAPCbKOro 3acoby (BU/TyUYEHHSs
He3Ha4yHOro nNokasHuka (Hanpvknag
3aCcTapifioro NokasHvka, Takoro sk 3anax Ta
cMak, abo igeHTudikaLis 6apBHUKIB un
CMakoBUX 106aBOK)) BunyyeHHs 3
Cneuumdpikanii /13 cmaky i3 nokasHuka
"30BHILWHIN BUrNSAA, 3anax i CMak po3uunHy".

BunyyeHHs cmaky 3anpoBafpKyeTbCA 3 METO

3a6e3neyeHHs 6e3nekn ximikiB-aHaniTUKiB 4Ns

MiHimi3aLii BNUBY, OCKIIbKW BUKOHAHHS LibOr0

TeCcTy BUMarae Bifj aHauliTVKiB KOBTaHHS

NPOAYKTY. TECT BUKOHYETLCA SK [0AaTKOBUI

nokasHWK 15 3abesneyeHHs

3a
peyenmom

UA/11414/01/01




113

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

opraHanenTUyHNX BNacTUBOCTEN NPOAYKTY.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepBWHHIlA yNakoBLji roOTOBOrO J1ikapCbKoro
3aco6y (sKicHuiA Ta KinbkicHuiA cknapg) - TBepgi
nikapcbki hopmu - 3MiHa y NEPBUHHINA
ynakoBLii FOTOBOrO NiKapCbKoro 3acofy.
BunpaBneHHs ApyKapCcbKoi NOMU/IKA B
XapakTepucTviKax NepBUHHOI yNakoBKy
(namiHat cawe). fitoya pegakuis: 3.2.P.7
Container Closure System Primary Packaging
The container closure system comprises a
laminate sachet constructed of the following
material: - Bleached MG paper outer 40 g/m?
(minimum), LD polyethylene 12 g/m? nominal,
aluminium foil 15 microns nominal ethylene /
methacrylic copolymer (Surlyn) 25 g/m?
nominal. MNponoHoBaHa pegakuis: 3.2.P.7
Container Closure System Primary Packaging
The container closure system comprises a
laminate sachet constructed of the following
material: - Bleached paper outer 45 g/m?, LD
polyethylene 12 g/m? nominal, aluminium foil
15 microns nominal ethylene / methacrylic
copolymer (Surlyn) 25 g/m? nominal.

79.

BOMIKAUHA

PO34MH ONs iH KU,
2 mr/mn, no 2 mn
ab6o 4 mn B amnyni;
no 4 amnynuny
nnacTKoBoMy
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBL,i

MAHKANH[,
PAPMA
NIMITEL

IHais

MaHkaliHg ®apma
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNKA,
BiANoBiAabLHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxXoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnsgy. 3miHa micus 34jiCHEeHHS
OCHOBHOI AiiNIbHOCTI 3 hapmakoHarnsay

3a
peyermom

UA/18005/01/01

80.

BOMIKAUHA-

TabneTku, Wwo

MAHKANHA,

IHais

MaHkaliHg ®apma

IHais

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

3a

UA/18097/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

M 4

AncnepryoTbes B
POTOBI NOPOXHWHI
no 4 wmr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA ynakoBLi

OAPMA
NIMITEL

Nimiteq, HOHIT-II

3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarniagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHS]
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
chapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHYKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
hapmakoHarnsgy. 3miHa micus 34jiACHEeHHS
OCHOBHOI AisiNIbHOCTI 3 papmakoHarnsay

peyerimom

81.

BOMIKAHA-
Mz 8

TabneTtku, Wwo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 8 mr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI ynakosL,i

MAHKANH[,
PAPMA
NIMITEL

IHais

MaHkaliHg ®apma

Nimiteq, HOHIT-II

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXKeHOI
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHYIKA,
BiANoBiAabLHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxXoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnsgy. 3miHa mMicus 34jiCHEeHHS
OCHOBHOI AiiNIbHOCTI 3 hapmakoHarnsay

3a
peyernmom

UA/18097/01/02

82.

BMPIB

NOPOLLIOK 4715
pO3unHy Ans
iHchysiiA, no 400 Of;
1 donakoH 3
MOPOLLKOM Y
KapTOHHIA KopooLi

Takena
PapmacbioTika
n3
IHTepHeLLHN
ATl IpnaHgis
BpeHy

Ipnangis

BiAnoBiganbHMI 3a

BUNYCK Cepil:
LWaviep

dapmacbioTikan3
Ipnangisa Nivitea,

Ipnangis;
Takega

IpnaHgis/
HimeuunHa/
CLuA/
HigepnaHngu

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHU.
BunyuyeHHs1 BUPOGHMYOI AinbHULI (BKIHOYAKOUN
AinbHUUi ana A®Il, npomixHOro npoAykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBefeHHs NakyBaHHsI, BUPOOHUKA,
Bif4noBiga/IbHOro 3a BMMNYCK Cepiit, Micue

3a
peyerimom

He
niosnsicae

UA/15706/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

dapmacbloTikans
IHTepHeLwwHN Al
IpnaHgia bperuy,
IpnaHgjs;
BVMPOGHMLTBO
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
cepil, BisyasbHa
iHCMekuis:
Bettep ®apma-
PepTirtoHr MM6X
EHpa Ko. KT,
HimeuuunHa;
BVPOGHMLTBO
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
cepit:
KenmxiH
Baino®apma, /T4
(n6a EmepmxeHT
BaiioConywiHz
(CibiAWi), CLUA,
KOHTPO/b AKOCTI
cepii, BisyasibHa
iHCneKuis:
BeTTep dapma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuuunHa,
BeTTep ®apma-
®eprtirtoHr MM6X
EHp Ko. KT,
HimeuunHa;

Bi3yasibHa iHCneKUis:

BeTTep dapma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuuunHa,
KOHTPO/Ib AKOCTI
cepii:
LLlaviep XbloMeH
[xeHeTik Tepanic,
CLUA;
Yapnb3 Pisep
Nab6opaTopis
Avinenpg Nta,
Ipnangis;
MapKyBaHHs Ta

NpoBeLeHHSI KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXifHOro Matepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y A0Cbe) AAMiHICTpaTMBHA 3MiHa
BuaaneHHs ginbHuui Charles River
Laboratories Edinburgh Ltd., UK,
BiANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI cepii (3a
BUHATKOM BUMPOOYBaHHA Ha CTEPUSBHICTb).
3anunwaloTbCa BUPOBHMKM KOTPI BUKOHYOTb
dhyHKLil0 KOHTPO/Ib SIKOCTI cepii: BeTTep
dapma-PeprirtoHr FTM6X EHg, Ko. KT,
HimeuumHa (MycBaiiseH / AlizeH6aHwTpacce /
LyTueHwTpacce); Waiep XbtomeH [keHeTik
Tepanic, CLUA; Yapnb3 Pisep Jlabopatopi3
Alinenp N1p, Ipnaxgis; Kenpkin balio®apma,
NTA, CWA). 3miHu | Tny - AOMiHICTpaTMBHI
3MiHW. BunyyeHHst BUPOGHMYOI AibHUL
(Brntovaroun ginbHuLi ans A®I, npoOMiXXHOro
npoaykTy abo rotToBOro ikapcbkoro 3acooy,
AiNbHWLI 4NSA NPOBEEHHA NaKyBaHHS,
BMPO6HKKa, BifNOBIAA/IbHOTO 3a BUMYCK Cepild,
MicLie NpoBeAeHHsI KOHTPO/HO cepii) abo
noctavasibH1Ka BUXifHOro MaTtepiasny,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HayYeHo y [JOCbE)
AAMiHICTpaTVBHa 3MiHa BUAa/1eHHA AiNbHULI
Eminent Services Corporation, USA,
BifJNOBIA/IbHOTO 3a MapKyBaHHSA Ta
nakyBaHHs, ANCTPUOBYLLi0 HANOBHEHHUX
HemapkoBaHuX (hnakoHiB. 3amwaTbes
BMPOGHWKMN KOTPi BUKOHYIOTb OYHKL,T, L0 7
BunyyeHnii: DHL Supply Chain, The
Netherland (Nijmegen) Ta DHL Supply Chain,
The Netherland (Wijchen). 3miHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHn,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO0
SIKOCTi FOTOBOrO NlikapCbKoro 3acoby (3amiHa
abo gofasaHHa BUPOOHUKA, LLIO Bignosigae 3a
BBE3EHHA Ta/abo Bunyck cepii) - He
BK/1H0YAI0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii -
[lopasaHHsA anbTepHaTUBHOI BUPOGHNYOT
AinbHUUI, BiANOBIAA/IbHOI 3@ BUMYCK Cepii:
Takefa ®apmacbioTikans IHTepHewwHn Al
Ipnangis bpeny (Brok 3, MisieH Mnasa, 50-58
Berrot Ctpit Jloyep, Ay6nin 2, D02 Y754,
IpnaHgis) / Takeda Pharmaceuticals
International AG Ireland Branch (Block 3
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nakyBaHHs,
anctpunbyuis
roToBOro

nikapcbKkoro 3acoby:

LiEYEN Cannnaii
YeiiH, HinepnaHay;
LIiEAYEN Cannnaii
YeliiH, HinepnaHgm

Miesian Plaza, 50-58 Baggot Street Lower,
Dublin 2, D02 Y754, Ireland).
3MiHWN BHECEHO B IHCTPYKLiIO 418 MeAUyYHOro
3acToCyBaHHS NiKapCbKoro 3acoby y po3ginm
«BunpobHuK» Ta «MicLe3HaxomKeHHs
BMPOGHUKA Ta agpeca MicLsA NPoBaKEHHS
0ro AisiNbHOCTi» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby (nogasaHHs BUPO6HMKA). BBEAEHHS
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPXKEHHSA. 3MiHW | TNy -
AOMIHICTPATVBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS
LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKOro 3acoby, BK/IHOYAUN AifbHULL
BMNYCKy Ccepii abo MicLe NpoBeAeHHS
KOHTPOJHO AKOCTI. (AiSNIbHICTb, 3a AKY
BiANoOBiAae BMPOGHMK/IMNOPTEpP, BKIOYA0UN
BWMYCK cepiii) MNocnigoBHa 3MiHa KOPUryBaHHS
aapecy BUPOGHMYOT AiNbHUL, BiANOBIAA/ILHOI
3a BunNyckK cepii: Takega ®apmacbioTikan3s
IHTepHewHn Al IpnaHgis Bpeny, Ipnangis.
Bupo6Huya AinbHUUS Ta yci BUPO6HNYI
onepavii 3a/MwaTbCs HE3MIHHUMUW. 3MiHK
BHECEHO B iHCTPYKLit0 4151 MELNYHOIO
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
«Micue3HaxopKeHHsi BUpOGHMKa Ta agpeca
MiCLil NPOBaKEHHS NOr0 Ais/IbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1s 3aTBEPAKEHHS.

83.

rAnonPun

Tabnetku no 1,5 wmr,
no 10 TabneTtok y
6nictepi; no 5 abo
10 6nicTepiB y
KapTOHHI/ KopoobLi

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTMOPALI|I
A
«3[00POB’'A»

YKpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOH0
BiANoBigasIbHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"340p0B'A Hapoay",
YkpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI0

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeleHHA 40AaTKOBOT AiNTbHULL
BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3acoby (AinbHMLSA, Ha Sk NPoBOAATLCS 6y b-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiid, KOHTPOJIIO AKOCTi, NEPBMNHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPUTbHUX
nikapcbkux 3acobis) CynyTHA 3MmiHa - 3MiHW 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHU y
BMPOOHULTBI. 3amiHa abo BBeEHHSA
[04AaTKOBOI AiNbHNLI BUPOGHMLTBA AN
4acTVHV abo BCbOro BUPOOHNYOro npouecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
BTOPUHHOTO NakyBaHHS) - 3MiHU 3 SKOCTi.

3a
peyenmom

He
nionseae

UA/12338/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BiANOBiga/IbHICTIO
"OAPMEKC I'PYT1",
YkpaiHa

[OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BMPOGHULTBI. 3amiHa ab0o BBEEHHS
[04aTKOBOIT AiNbHULI BUPOGHMLTBA ANs
4acTHY abo BCbOro BUPOBHNYOro npoecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuUA Ans
NepBMHHOTO NakyBaHHs) BBeeHHA
[0[aTKOBOro BUPOOHYKA rOTOBOTO NiKapCbKOro
3acoby - TOB “PAPMEKC I'PYIT", YkpaiHa
ansa ynakosku Ne 50 (10x5) y 6nictepax.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0[4aBaHHS AiNbHULI, Ha SKili 34INCHIOETLCSA
KOHTPONb/BUNPOGYBaHHSA cepil) AofaBaHHA
BMPO6HMKa - TOB “PAPMEKC Py,
YkpaiHa, Wwo BiANOBIAaE 3a KOHTPO/Ib AKOCTI
N3 pnsa ynakoBku Ne 50 (10x5) y 6nicTepax.
OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby, a came 3a3HayeHHs
PYHKLiT BUpOOHMKA Y 3B"A3KY 3 BBEAEHHAM
[04,aTKOBOT BUPOOHWNYOT AiNbHULY.
3miHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
y NpOLLeCi BUPOGHMLTBA FOTOBOTO J1iKapCbKOro
3aco6y, BK/IH0YAKYM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUPO6HMLTBA) HE3HAYHA 3MiHA B
npoueci BUPOGHUNTBA Y 3BA3KY i3 BBEAEHHAM
HOBOI AiNbHULI BUPOBGHLUMTBA, a came: Ha
eTtani [igrotoBKa CMPOBUHU Ta MaTepianis —
3aMiHeHO 06/1aHaHHA: BIGpOCUTO Ha
KanibpaTop, 3a3HaueHa WBNAKICTb 06epTaHHA
nonacTtei kanibparopa 200-500 06/xB; Ha
cTagji MpuroTyBaHHA Macy A1 TabnetyBaHHsA
— 3aMiHEHO 06nagHaHHsA, 3MilyBay 6iHoBUiA
Ha cucTemy 3MmillyBaHHs ®apmabiH,
3a3Ha4yeHo 06eM EMKOCTI | LUBUAKICTb
obepTaHHs nonacTeld, KoHirypauis
06naaHaHHA noAibHa, BUKOPUCTOBYETLCS TOM
caMuii NIPUHLMN 3MillyBaHHS; Ha cTagii
TabneTyBaHHs Ta 3HEMU/IEHHS - 3aMiHEHO
MallVHy A1 TabneTyBaHHSA Ha poTauinHuii
Tabnetnpec, Skl Mae ieHTUYHNIA
NPECIHCTPYMEHT, BifNoBiAHO TabneTkn
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BUTOTOB/IAKOTLCA 3 OAHAKOBNMU
reOMeTpUYHMMIN NapameTpamin.

84.

FANCTEHA®

Tabnetku; no 12
Tabnetok y 6nictepi;
nol, 2, 3a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

TOB
«MEPPIFO
YKPAIHA»

Ykpaina

Pixappg BitTHep Al

ABcCTpis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK 3 SKocTi. A,
Buvpo6HMLTBO. 3MiHM B NpoLeci BUpo6bHULTBA
A®I (iHWi 3MiHM) BHECEHHS 3MiH A0 po3ainy
3.2.5.2.1 Bupo6Huku, a came- fOAAETbCA
HoBe reorpadiyHe mxepeno «Germany» ans
pocnnHHOI cmpoBuHM Taraxacum officinale,
AIka BUKOPUCTOBYETHCA /19 BUPOBGHMLITBA
MaTpUYHOI HACTOMKW. 3MiHK | TUNYy - 3MiHK 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuucpikalisx Ha Adl, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTLCS y NpoLeci BUpo6HMLTBA
A®| (nonoBHeHHs cnevmdikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BMNPO6YBaHHs) JONOBHEHHSA cneuundikauii
A®| Taraxacum officinale HOB1M NokasHNKOM
SAKOCTi «IMoLwKomKeHHS/CBIXICTE» Ta
Bi4NOBiAHMM MEeTOLOM BMNPO6YBaHHSA. 3
HOPMYBaHHSIM «[TOLKOAKEHICTH/CBIXKICTE»
“No presence of signs of decay”. 3miHu | TUny
- 3MiHM 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BignoBigHicTb A0 MoHorpadii dY abo
€Bponeiicbkoi dhapmakornei, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C
(3miHa y cneyucpikauisix, NoB's3aHa 3i 3MiHamu
B ®Y, abo EBponelicbkiin hapmakonei, abo
iHWI HauioHaNbHIN thapmakonei Aepxasu
€C) BHeceHHA 3MmiH o p. 3.2.5.4.1
Cneuudpikauis gitouoi peyoBmHu Natrium
sulfuricum, a came - npUBELEHHA Y
BianosigHiCTb Ao BuMmor EP Ta Himeubkoi
FomeonatnyHoi ®apmakonei (GHP),aitoue
BUAAHHS.

6e3
peyenma

UA/10024/01/01

85.

FACTPA/lb
M'ATHA
CYCNEHSIA

CYCMeHsisi opasibHa;
no 90 mn a6o no
180 mn 'y dpnakoHi;
no 1 donakony y
KOpOOGLIi 3 KAPTOHY;
no 10 mn y cauue; no
20 cawe y Kopobui 3

TOBAPVCTB
03
OBMEXEHO
to
BI4MOBIAS
LHICTIO
«KOPTMOPALI|

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANoBifa/IbHICTIO
"®dapmaueBTnyHa
KoMnais "3g0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiC/1A 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.

6e3
peyenma

UA/17032/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHy A BBeieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnx
«3[00POB’'A» npo cuctemy hapmakoHarnsay (BBefeHHs
y3arasibHeHUX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
oco6u, BiANOBIfa/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firova
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HoMepa macTep-cthaiina cuctemu
thapmakoHarnsgy
86. FEKCAKCUM cycneHsis gns CaHodi PpaHuis BUPOGHMLTBO dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13080/01/01
® | HEXAXIM iH'exuili; no 0,5 mn MacTep roToBOro YropLmHa 3Mminn Il Tuny - 3MiHK 3 aKkocTi. FoToBWMiA peyenmom
BAKLUVHA (1 po3a) B Hepo3acoBaHOro nikapcbkuii 3aci6. KOHTponb roToBoro
ana nonepegHLo NpOAYyKTY, BTOPUHHE nikapcbkoro 3acoby. 3miHa napameTpis
MPO®INTAKT 3anoBHEHMNX nakyBaHHs cneumdikauin Ta/abo fonycTuMmnX Mex
KN wnpuuax 3 1-eto (Wwnpwuuwm), KOHTPOb roTOBOrO JlikapCcbkoro 3acoby (3miHa
DUNOTEPII, (abo 2-ma) SIKOCTI, BUNYCK 3HaXOAMTLCA M03a 3aTBEPKEHUMU
NPABLA, OKpemMnmu rosikamu, cepiii: CaHodoi O0NyCTUMYMU MexaMu cneupdikaliin)
KALLTIOKY no 1 wnpuuy B MacTtep, ®paHuis; 3MiHa KpuTepiiB NPUAHATHOCTI 415 MOKa3HKKa
(AUENIONAP | KapTOHHIi ynakoBsL; BUPOGHMLTBO Depolymerized PRP y cneuudikauii Ha KiHeupb
HWUA no 0,5 mn (1 gosa) B roToBOro TepMiHy NpuAaTHOCTI roToBOro npoaykty (End
KOMMOHEHT | nonepegHbo Hepo3acoBaHOro of Shelf-Life Specification of the Filled Product)
), FENATUTY 3anoBHEeHUX NPOAYKTY, 3<59,3% Ha < 63,7%
B wnpuuax 3 1-eto 3anoBHEHHS,
PEKOMBIHA (abo 2-ma) BTOPUHHE
HTHA, OKPEMUMW rOfIKamu, naxkyBaHHs,
noniomMieni no 1 wnpuuy B KOHTPO/b SIKOCTI,
TY cTaHgapTHO- BUWMYCK Cepiii:
IHAKTUBOBA | eKkcropTHili CaHodpi MNactep,
HA TA ynakoBLij, sika ®paHLis; BTOPUHHE
3AXBOPHOB MICTUTBCA Y nakyBaHHS, BUMYCK
AHb, KapTOHHI Kopobui 3 cepiii: CaHodi-
CMPUYUNHEH | iHCTpyKuieto ans AseHTic 3pT.,
nx MeAn4Horo YropuwmHa
HAEMOPHIL 3acToCyBaHHs; no
us Tmny B 0,5mn (1 gosa) B
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Ymosu
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KOH'FOrOBA
HA,
AACOPBOBA
HA, PIOKA

nonepeaHL0
3arnoBHEeHNX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEeMUMM rofikamu,
no 10 wnpuuis B
KapTOHHI ynakoBsLi;
no 0,5 mn (1 gosa) B
nonepeAHL0
3arnoBHEHNX
wnpuuyax 3 1-eto0
(abo 2-ma)
OKPEeMUMM rofikamu,
no 10 wnpwuuis B
CcTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sKa
MICTUTbCA Y
KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeAMYHOro
3acTOCyBaHHS; Mo
0,5mn (1 po3a) y
onakoHax, no 10
ch1akoHiB y
KapTOHHIA ynakoBLi;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
donakoHiB B
CcTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sKa
MICTUTbCA Y
KapPTOHHI KOpooLyi

87.

FENACNAH
4%

pO34uH ANst iHQY3ilk;
no 500 mny
chnakoHax
nonieTuIeHoBuX; no
10 cpnakoHis y
KapTOHHI kopo6uyj;
no 500 M y Milkax
nnacTukosux; no 20
MILLIKIB Y KQPTOHHiIl
Kopobui

b. BpayH
Menb3yHreH
Al

HimeuunH
a

B. BpayH Mepgukan
CA

LseiiLapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy (Bk4vayy KOHTaKTHI AaHi)

3a
peyenmom

UA/13871/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnagy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
Litoua pepakuis: Maiikn Mapunep / Michael
Marschler. MNponoHosaHa pegakuis: A-p
MapxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXEHOI 0co6u
3asBHMKA, BIANOBIAA/ILHOI 3a (hapMakoHarnsg,
88. FENO®Y3NH | po3uvH Ans iHdysii; B. BpayH HimeuunH B. BpayH Megukan LlBeiiuapis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/5905/01/01
no 500 M/ po3ynHy Menb3yHreH a CA 3MiHu | TMNY - 3MiHK Woao peyenmom
y thnakoHax; no 10 Al 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
h1akoHiB y BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHUX
KapTOHHI Kopobuyj; npo cuctemy hapmakoHarnsgy (BBefeHHs
no 500 M1 po3ynHy y3araJibHeHNx AaHux npo cucrtemy
y doniakoHax thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcOo6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-thainna
cucTemMu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepaxuis: Maiikn Mapunep / Michael
Marschler. MponoHoBaHa pegakuis: A-p
MapxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiganbHOI 3a hapMakoHarnsg
89. FEMUUTABIH | niodinizat ans TOBAPUCTB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/14104/01/01
-®OAPMEKC pO34MHy AN 03 reyn 3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa peyenmom
iHchysiii no 200 mr; 1 OBMEXXEHO peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
chnakoH 3 L0) MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
niodpinizatom y BIANOBIAAN NPOTArom 6-Tv MiCALIB NiC/1A 3aTBEPIXKEHHS;
KOHTYPHIl bHICTHO 3MiHu | TMnYy - 3MiHK Woao
YapyHKOBI «KOPTIOPALLI 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
ynakosLi; no 1 A BBefeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
KOHTYpHilA «300POB'A» npo cuctemy chapmakoHarnsgy (BBefeHHs

YapyHKOBIl ynakoBLi
y nauuii 3 KapToHy

y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarniagy, 3miHa yrnosHoBaXeHoT
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiIMiHHA BifJ YNOBHOBaXKEHOI 0cobw,
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n/n

Hassa

3acoby

JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

90.

BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuisa: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
Homepa MacTep-ghaiina cuctemm
thapmakoHarnsgy

91.

-®APMEKC

FEMUUTABIH

niocpinizat gns
po3unHy Ans
iHcpysii no 1000 wr;
1 chnakoH 3
niogpinizatom y
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIll ynakoBLi
y nayui 3 KapToHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALI|I
A
«3[00POB’'A»

YKpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX

YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/14104/01/02

FENAMETIOH
®

Tabnetku
KMLLKOBOPO34MWHHI,
no 500 mr; no 10
Tabnetok y 6nictepi,
no 2 6nictepu y

nauuj

TOB
"APTEPIYM
nTa

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex

roTOBOrO JliKapCcbkoro 3acoby (iHLui 3mMiHKW)

3a
peyenmom

UA/19198/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BBE/leHHs NepiognyHOCTI KoHTponto /13 3a
nokasHukom "MikpobionoriyHa uicrora™
«KOHTPOJIETLCA B KOXHIN 10-11 cepii, ane He
MeHLLEe OAHI€eT cepii B pik» B Cneuundikauii 13
(Ha MOMEHT BUMYCKY)
92. FEMNAMETIOH | niodhinizat ans TOB YkpaiHa BVMPOGHMLTBO YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/18995/01/01
® PO34UHY A5 iH'EKLN "APTEPIYM po3uunHHuka: NAT 3MmiHu | TURYy - 3MiHK WoAao peyenmom
no 500 mr, no 5 nTar "Tanuucpapm”, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
hnakoHiB 3 YkpaiHa; BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
niogpinizatom y BVPOGHMLTBO npo cuctemy chapmakoHarnsgy (BBeaeHHS
KOMNAekTi 3 5 niodpinizaty, BUNyck y3ara/ibHeHNxX AaHux npo cuctemy
amnynamu cepii rotoBoro thapmakoHarnagy, 3miHa ynoBHOBaXeHOT
PO34YMHHKKA N0 5 M nikapcbkoro 3acoby: 0co6u, BiANOBIAAUTLHOI 3a 34iICHEHHS
Y KOHTYpHili MAT thapmakoHarnagy; KOHTakTHoi ocobu 3
YapyHKOBI "Kuismegnpenapart”, hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSN
ynakosui; no 1 YkpaiHa hapmakoHarnsgy B YkpaiHi, Ko BoHa
KOHTYPHil BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
YapyHKOBIli ynakoBLji BiAMNOBiga/IbHOI 3a 34iACHEHHS
B nauu,j chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigabHOI 3a hapmakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 MacTep-daiina cuctemu
thapmakoHarniagy. 3miHa mMicus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
93. FENUUWHAT TabneTku, BKPUTI HaTko ®apma IHAisa HaTko ®apma IHAiA BHECEHHS 3MiH 0 peecTpavliiiHux maTepianis: 3a He UA/19123/01/01
NAiBKOBOIO Niviteq Nimiteq 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsi2ae

o060n0Hkoto, no 400
Mr; 6innii pnakoH i3
nosieTuneny
BMCOKOT LLiSIbHOCTI,
3aKpUTWiA
a/1ItOMIHIEBOIO
donbroto 3
noninponisieHoBO
KpULLKOO Ans
3axuCTy Big, AiTei,
O MiCTUTb 28
TabneTok, BKpUTMX

HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiSIbHOCTI
BMPO6GHMKa/imnopTepa roToBoro /likapcbkoro
3ac00y, BKIOYAKUN AiNTbHUL BUNYCKY cepil
abo Mmicue NpoBefeHHs KOHTPOO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEp, BK/IOYAKOUN BUMYCK
cepiii) 3MiHa aapecy BUPOGHMKA Ha NiacTasi
OoTpUMaHHs HoBoro cepTudikaty HBIM. 3MiHu
BHECEHO B iHCTPYKLit0 4151 MELUYHOrOo
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
"Micue3HaxompKeHHs BUPOGHMKa Ta agpeca

NNiBKOBOIO MiCLil NPOBa/PKEHHS AOT0 Ois/IbHOCTI" 3
060/10HKOH, 3 BifNOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS
ocyLlyBayem ynakoBOK. BBeieHHS 3MiH NpoTArom 6-Tu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cunikarenem i MiCALIB MiCNA 3aTBEpMXEHHS. 3MiHu | Tuny -
nosnieqipHoro 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
KOTYLLIKOIO; Mo 1 thapmakoHarnagy (iHwi 3MiHn) OHOBNEHHSA
chnakoHy B TEKCTY MapKyBaHHS yNakoBKN ikapCbKOro
KapTOHHiA KOpooLi 3acoby, a came: YyTOYHEHO iHhopMaL,ito Woa0
TepMiHy NpuAaTHOCTI, HOMepy peecTpauiiHoro
NOCBIAYEHHS, HOMepY cepii, 3a3HaYeHHs
"IHLWOT TeXHIYHOI iHdhopmauii”, 2-D kogyBaHHSA
Ta YTOYHEHHS /IOroTUNY BUPOGHMKA.
BunyyeHHs iHchopmalii LWoAo KomnaHii, ska
3[iICHIOE MapKeTUHT. BBeAEHHS 3MiH
NpOTArom 6-T1 MiCALIB NiCA 3aTBEPIKEHHS.
94, FANrAH PO34UH OS5 iH'EKLIN, digia ITanis digia ITanis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/1032/01/01
20 Mr/2 mn no 2 mn dapmaLeBTuk dapmaueBTUKa 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | niossieae
y hnakoHi; no 1 a C.n.A. C.n.A. HalilMeHyBaHHs Ta/abo agpecu mMicus
chnakoHy B 6nicTepi, NPOBaKEHHS AiSSIbHOCTI
no 1 6nictepy B BMpOoBHUKa/iMnopTepa roToBoro Nikapcbkoro
Kopob6ui; no 2 mny 3ac00y, BKIOYAKUN AiNbHNL BUNYCKY cepil
nonepeaHL0 abo micLe NpoBefeHHA KOHTPOSIKO AKOCTI.
3arnoBHEHOMY (misnbHICTb, 3a 5Ky Bignosifae
wnpuui; no 1 BMPOBHUK/IMNOPTEP, BK/IHOYAKOUN BUMYCK
Lwnpuuy B 6nictepi, cepiii) 3MiHa BHOCUTBCA 40 HanncaHHs
no 1 6nictepy B agpecu BupobHuka digia dapmaleBTmka
Kopoo6ui C.n.A. 3MiHM BHECEHO B iHCTPYKLIit0 ANs
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y po3gain "MicLe3HaxomKeHHs BUpobHUKa Ta
ajpeca Micusi NpoBaKEHHS AOro AisnbHocTi"
3 BiNOBIAHUMM 3MiHAMUW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEIEHHS 3MiH - MPOTAroM 6
MiCALIB MiCNSA 3aTBEPKEHHS.
95. FNIATUNIH PO34UH A1 iH'EKLLNA, ITandapmako ITanis BiAnoBiganbHMIA 3a ITanis BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/2196/01/01
1000 mr/4 mn; no 4 C.n.A. NoBHWIA BUPOBHNYNIA 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA peuyenmom
M B amnysni; no 3 LMK nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
amnynuny ITandapmako 3amiHa ab0 BBeEeHHs1 404aTKOBOI AiNbHUL
nnacT1KkoBoMy C.n.A,, Itanis; BMPOGHMLTBA [/151 YaCTMHU abo BCbOro
KOHTelHepi; no 1 BiANOBIAa/IbHMI 3a BMPOBHMYOrO NPOLECY rOTOBOTO JTiKAPCbKOro
KOHTelHepy B BTOPVIHHE 3acoby (AiNbHNLA 415 BTOPUHHOTO NakyBaHHS)
Kopo6Li 3 KapTOHY naxkyBaHHs: [ofaBaHHA anbTepHaTUBHOI BUPOGHMYOT
HEONOKICTIKA OiNbHWL, BigNOBifaibHOT 38 BTOPUHHE
C.P.1., Itanisa nakysaHHsa MN3: HEONOMKICTIKA C.P.J1.
(Napro BouuoHi, 1, Opuaxo (VA), 21040,
ITanis) / NEOLOGISTICA S.R.L. (Largo
Boccioni, 1, Origgio (VA), 21040, Italy).
96. rnnsino Tabnetku no 50 mr KPKA, a.4., CnoseHis BUPOBHUK, CnoseHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17507/01/01
no 15 TabneTtok y HoBo mMecTo BiANOBIAa/IbHWI 3a 3MiHM | TMRy - 3MiHK 3 SKOCTIi. [OTOBMIA peyenmom | niossieae

6nictepi; no 2 a6o 4
6nictepn y
KapPTOHHI KOpooLi

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE

nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbKoro 3acoby (iHLi 3MiHM) OHOBNEHHS
B)XXE 3aTBEPKEHUX METO/AiB KOHTPO/IK SKOCTI
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakyBaHHs, nikapcbKoro 3acoby, a came BUKNafeHHs
KOHTPO/b Ta BUMYCK TEKCTY [epXXaBHOI MOBOIO 3riHO Cy4aCHNX
cepii: BMMOr. BBefieHHs 3MiH npoTaroM 6-Tu micsuis

KPKA, a.4., Hoso
mecTto, CnoBeHis;
BUPOBHUK,
BiANOBiAa/IbHMI 3a
KOHTPO/b cepii:
KPKA, a.4., HoBo
mecTo, C/oBeHis

nicns 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHW 3
AKOCTI. [O0TOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocCTi
abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbkoro
3aco6y (36i1bLIEeHHSA TePMiHY NPUAATHOCTI
roTOBOro Mikapcbkoro 3acoby) - 519 Toprosoi
ynakoBku (MigTBEPLKYETLCA AaHUMMN
peasibHOro yacy) 36i/bLUEHHS TEPMIHY
npugatHocTi 13 Ans TOprosoi ynakoskn 3 2
poOKiB 40 3 pOkKiB, HA OCHOBI OTPUMAaHHS
NO3UTUBHUX pPe3ynbTaTiB fOC/iMKEHHA
cTabifIbHOCTi rOTOBOrO NiKAPCbKOro 3acoby.
3MiHV BHeCeHi B po3gin "TepmiH npuaarHocTi”
B HCTPYKL,il0 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTArom
6-TV MicALIB MiC/1A 3aTBEPIXEHHS. 3MiHM |
TMny - 3MiHK 3 AKkocTi. A®l. BUpo6bHMLTBO.
3MiHu B npoLieci Bupo6HuLUTBa A®| (He3HauHa
3MiHa y 3aKpuWTiil YacTuHI MacTep-haiina Ha
A®I) He3HauHi 3MiHW Y npoueci BUpobHULTBa
A®|, a came- fofaBaHHA albTePHATUBHOIO
npoLecy CUHTe3y NPOMKHUX NPoAykTiB (S)-1-
(2-chloroacetyl)pyrrolidine-2-carboxamide
(VLDVO05) Ta (S)-1-(2-chloroacetyl)pyrrolidine-
2-carbonitrile (VLDVQ7), a Takox A5 CUHTE3Yy
HeouuLeHoro Bingarnintuny (VLD03). 3MiHu
BHOCSTbCS 3 METO ONTMMI3aList BUPOOGHMYOro
npouecy. [laHi 3MiHW He BN/IMBaOTb Ha SKICTb,
6e3neyHicTb Ta edpekTmBHICTL APl Ta I'N13.
3Minn | TUNY - 3MiHK 3 sKocTi. APl. Cuctema
KOHTeliHep/3akynoproBasibHWii 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
KiNIbKiCHI 3MiHM cknagy) 3MiHa nepBUHHOT
ynakosku A®l, a came- fofaBaHHA
BTOPVHHOTO MilLKa 3 laMiHyBaHHSIM
(BingarnintuH po3dacoBaHunii y nepBUHHUIA
NPO30pUiA MILLIOK 3 NOJTIETUNEHY HU3bKOT
LiNIbHOCTI, NOTIM — BTOPUHHO 3anakoBYETbLCA Y
namiHyBanibHWi Miwok (MET/AN/ME).
MepBUHHUIE MILLOK 3aKpMBAETHLCS 3aTUCKAYEM.
BTOpVHHMIA- 32 JONOMOTOL0 OneYaTyBaHHs).
3MiHM BHOCATLCA 3 METOH ONTUMI3aLil
BMPO6GHUYOro npouecy. [laHi 3MiHn He
BN/IMBAIOTb Ha AKICTb, 6e3MNeYHicTb Ta
edpekTvBHICTb AD| Ta 13, 3MiHu | Tuny -
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa

BMPOGHMWKA BUXiAHOr0/NPOMIXXKHOTO
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYOTLCSA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa
BMpOOHUKa (BK/IHOYaoUn, e HeobxigHo, Micue
npoBefeHHsA KOHTPOsIo akocTi) AP (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocke)(iHWi 3MiHn) 3miHa BUpobHuka Adl, y
Akoro BigcyTHili CEP, a came- foaaBaHHs
BMPOGHMYOro mangaHumka Laurus Labs
Limited (gaHvii BUPOBHMK € KOHTPaKTHUM Ta
Bignosigae 3a cuHte3 A®l), ana 3abe3neyeHHs
6e3nepebiiiHoro noctavyaHHs Ad| ans
BWUrOTOB/IEHHS BIAMNOBIAHOrO 06'emy /13.
3MiHu | TURY - 3MiHK 3 aKocTi. AP,
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY A0Cbe cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonel, Lo
BK/IHOYAE Mepiof, MOBTOPHOTO BMMPOGYBaHHS)
(nepiog noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNblUeHHs abo BBEAEHHS
nepiogy NOBTOPHOr0 BMNpOGyBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOC/iHKEHD
y peasibHOMy Yaci - 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb AP 3 24 micAuiB Ha 36 micsLiB
Ha OCHOBI AOCNIMKEHHSA CTabisIbHOCTI. 3MiHM |
TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCSA NMPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLwi 3MiHW) 3MiHK Y
npoueci BupobHuuTea N3, a came- 3miHa
yacy yTprMaHHs (HTS) npomiKHOro NpoaykTy
(addition of HTS for mixture for granulation;
increase of HTS for granulate; increase of HTS
for compression mixture) Ha OCHOBI
pocnimkeHHs ctabinbHOCTi. 3MiHWM BHOCATLCSA
y 3B'A3KYy 3 OTPMMaHUMMN JaHUMKN ONsi
3a6e3neyeHHs HaJIeXHUX YMOB 36epiraHHs
bulk. JaHi 3MiHVM He BNMBalOTb Ha AKICTb,
6e3neyHicTb Ta edpeKkTMBHICTb [/13. 3MiHu |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapCcbkuii
3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHM Y NpoLeci

BMPOGHMLITBA rOTOBOTO J1iKapPCbKOro 3acoby,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BK/1O4AI0UY MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULTBA) 3MiHM ynpoueci
BMPOGHMLTBA /13, a came- He3HauHi 3MiHK
Temneparypu Ha cTagii «[paHynoBaHHA
(CyLiHHA BOMIOrOro rpaHynaTy)» ans cepii
po3mipom 100 000 Ta 3000 000 TabneTok; -
He3HauHi 3MiHV B NpoLieci NPUroTyBaHHA
TpuTypatiB N3 (Tinbkn ans cepii 3000 000
Tabnetok). 3MiHM BHOCATLCA Y 3BA3KY 3
BMPOGHNYO HEOOXiAHICTIO. [laHi 3MiHV He
BM/IMBAIOTb Ha AKICTb, 6e3MneyHicTb Ta
edekTnBHICTb [/13. 3MiHK | TUNY - 3MiHK 3
AKocTi. FOTOBWMIA Nikapcbkuli 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BKtOYAOUM Ajana3oH po3Mipy cepil) roToBoro
niKapcbKoro 3acoby (36isbLeHHs fo 10 pasis
MOPIBHSAHO i3 3aTBEPIAXEHUM PO3MiPOM)
36inbLUeHHs po3mipy cepii 13 3 100 000-
1000 000 Tabnetok Ao 100 000-3000 000
TabneTok. 3MiHa BHOCUTLCSA Y 3B?A3KY 3
BMPOGHUYOI HEOBXIAHICTIO.

97.

FNINTAP®

Tabnetkn no 50 wmr;
no 10 Tabnetok y
6nictepi, no 6
6nictepis B nauui

TOB
"APTEPIYM
nTg

Ykpaina

NAT
"Knismegnpenapar"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiga/bHOI 3a 34iCHEHHSI
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cucTemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,

BignoBigasibHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 MacTep-daiina cuctemu
dhapmakoHarisgy. 3miHa mMicus 34inCHEHHSE

3a
peyermom

UA/16719/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
98. rNILEPUH pO34nH Ans MPAT YkpaiHa BiAnoBiganbHMii 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 He UA/8363/01/01
30BHILUHLOTO "®ITOPAPM" BMPOGHMLTBO, 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenma nionsizae
3acTocyBaHHs 85 % nepBuHHE nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
no 25 r y pnakoHax nakyBaHHs Ta iMnopTepa/3MiHu, L0 CTOCYOTLCS BUMYCKY
KOHTPO/b AKOCTI: cepil Ta KOHTPO/IH0 AKOCTi FOTOBOrO
AT "/ly6Hndhapm", nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
YkpaiHa,; BMPOOHUKA, LLLO BiANOBILAE 3a BBE3EHHS
BiANOBIAa/IbHMI 3a Ta/abo Bunyck cepii) - He BkAOYarum
BMPOGHMLTBO, KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
nepBuHHE [04aTKOBOT BUPOGHMYOI AinbHuLi MPAT
nakyBaHHs, «®ITOPAPM», BignosiganbHOT 3a BUNYCK
KOHTPO/Ib SIKOCTi Ta cepii, He BK/IOYaKOUN KOHTPOJIb/BUNPOGYBaHHS
BUNYCK cepil: cepil 3a agpecoto: YkpaiHa, 08303, Kuiscbka
MPAT "®ITODAPM", 061., M. Bopucnine, By/n. Yymaubka, 17. 3miHn
YkpaiHa; BHeCeHi y po3ginu "BupobHuk" Ta
BiAnoBiganbHMii 3a "MicLe3HaxomKeHHs1 BUpOGHMKa Ta iioro
BUMYCK Cepii, He ajipeca MicLa NpoBaXEHHS AisbHOCTI" B
BK/THOHAK0UMN IHCTPYKUiO 4N MeANYHOT0 3aCTOCYBaHHA Y
KOHTpOb/ 3B'A3KY 3 BBEEHHAM A,04aTKOBOI BUPOOHMYOT
BMNPOGYBaHHSA cepii: AinbHUUI, BIANOBIAA/IbHOI 3@ BUMYCK cepii, 3
MPAT "®ITOPAPM", MOX/IUBICTIO APYKYBaHHS ABOX IHCTPYKUiA ANns
YKpaiHa Me[MYHOro 3actocysaHHs /13 418 okpemux
BMPOGHWKIB Ta SIK HAC/IJOK - NOsiBa TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
[N 4OAATKOBOrO BUPOGHUKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
99. FNHOKO®AX | Tabnetku Mepk CaHTe PpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/3994/02/01
XR NPOSIOHTOBaHOI Aji c.a.c. 3MiHn Il TUnY - 3MiHK Woa0 peyenmom nionseae
no 500 mr; no 15 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Tabnetok y 6nictepi; 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
no 2 abo no 4 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
6nictepu B MEMYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHIA KOopooLi OaHUMM 3 AKOCTI, AOKAIHIYHUMU, KAIHIYHMUW
AaHVMK Ta JaHumuy 3 hapmakoHarnsgy -
3MiHV BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
3aCcTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"®apmakonoriyHi BnactusocTi"
("PapmakogmHamika") BignosigHO [0
Marepianis peecTpauiiiHoro Aocke. BBeeHHs
3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
100. | MMMIOKO®DPAX | Tabnetku Mepk CaHTe PpaHuin Mepk CaHTe, dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/3994/02/02
XR NPOIOHrOBaHOI Aji c.a.c. dpaHuis; Mepk HimeyunHa 3MiHun Il TUny - 3MiHK WoA0 peyenmom | niossieae

no 1000 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo no 6

Xenckea KlraA,
Himeuunna

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepiB y MeJMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
KapTOHHIA KOpooLi OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
AaHVMU Ta fJaHumuy 3 chapmakoHarnsagy -
3MiHM BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnactusocTi"
("®apmakoguHawvika") BignoBigHO Ao
Marepianis peecTpauiiiHoro Aocke. BBeeHHS
3MiH NPOTArom 6-Tn micauis nicns
3aTBEPAKEHHS.
101. | TPUNOUNTP | TabneTkn no 12,5 TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: UA/13193/01/01
OH ®ITO mr, no 10 TabneTok 03 BMPOGHMLITBA, 3wmiHa 3anBHuKa /13 (MIBM) (BnacHuka
y 6nicTepi, no 2 OBMEXXEHO KOHTPO/b SKOCTI, peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
6nictepu y nayui 3 10) BUNYCK cepil: MO3 Big 23.07.2015 Ne 460). BBefieHHs 3MiH
KapToHy; no 20 BIANOBIAAN ToBapucTeo 3 NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS.
Tabnetok y 6nictepi, bHICTIO o6MexeHo 3MmiHu | TURYy - 3MiHK Woao
no 1 6nictepy y «KOPIOPALLI BiANoBigasIbHICTIO 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
nauuj 3 KapToHy A "flocnigHnin 3aBof BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
«300POB’'A» "rTHUACY, npo cuctemy chapmakoHarnsgy (BBefeHHS
YkpaiHa,; y3arasibHeHuX AaHux Npo cuctemy
BCi cTagii hapmakoHarnagy, 3miHa ynoBHOBaXeHOT
BMPOGHMLITBA, oco6w, BignoBigabHOI 3a 34iCHEHHS]
KOHTPONb SIKOCTI, thapmakoHarnsay; KOHTaKTHoOi ocobu 3
BUWMYCK Cepii: hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
ToBapucTso 3 hapmakoHarnsgy B YkpaiHi, Ko BoHa
06MEeXeHO BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAA/TIbHICTIO BiANOBIAA/IbHOI 3a 3AiICHEHHS
"®apmaveBTUYHa chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
KOMnaHis Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
"3popos'a’, cuctemu chapmakoHarnsgy) - 3miHa
YkpaiHa YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiANoBiAabLHOI 3a hapmakoHarnsag. Aivoua
pegakuisi: LlesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
Homepa macTep-ghaiina cuctemm
hapmMakoHarnsay.
102. | TPUNOUNTP | Tabnetku no 25 wr, TOBAPUCTB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: UA/13193/01/02
OH ®ITO no 10 TabneTtok y 03 BMPOGHULTBA, 3miHa 3anBHuka /13 (MIBIM) (BnacHuka
6nictepi, no 2 OBMEXEHO KOHTPOb AKOCTI, peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
6nictepm y nauui 3 10) BUNYCK Cepil: MO3 Big 23.07.2015 Ne 460). BBefeHHA 3MiH
KapToHy; no 20 BIAMOBIOAN ToBapucTso 3 NPOTArom 6-TV MiCALIB MiCNA 3aTBEPAXKEHHS.
TabneTtok y bnictepi, bHICTHO 06MEXEHO 3MiHu | TMNYy - 3MiHK Woa0
no 1 6nictepy y «KOPMNOPAUJ BiANOBifa/IbHICTIO 6e3nekv/edeKkTMBHOCTI Ta hapmakoHarnaay.
nadui 3 KapToHy A "[ocnigHuii 3aBof, BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnxX
«300POB’'A» "THUC", npo cuctemy dpapmakoHarnsay (BBeeHHs




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YkpaiHa,; y3arasibHeHuX AaHux Npo cuctemy
BCi cTagii hapmakoHarnsgy, aMmiHa ynoBHOBaXeHol
BMPOGHMLITBA, 0co6wu, BiANOBIfa/IbHOT 3a 34iACHEHHS
KOHTPO/Ib SIKOCTI, thapmakoHarnsay; KOHTaKTHOT ocobu 3
BUMYCK cepii: thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
ToBapucTeo 3 hapmakoHarnsagy B YKpaiHi, Ko BOHa
06MEXEHO BiAMiHHA BifJ, yNOBHOBa)XEHOI 0CcO6Y,
BiAgNoBigasIbHICTIO BiANOBIAA/IbHOI 3a 34iACHEHHS
"dapmavueBTnyHa hapmakoHarnsagy (Bkovaoum KOHTaKTHI AaHi)
KOMMaHis Ta/abo 3MiHW y po3MiLLieHHI MacTep-daiina
"3popos'sa"’, cucTemu hapmMakoHarnsgy) - 3miHa
YKpaiHa YNOBHOB&XXEHOT 0COOU 3aBHMKA,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pepakuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pegakuis: Maxosa OnexHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsag,. 3miHa
HOMepa mMacTep-ghaiina cuctemu
dhapmakoHarnsgy.
103. | rPMNoOUNTP cupon, 1,5 mr/mn; no | TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/13794/01/01
OH-BPOHXO 100 mn a6o 200 mn 03 obmexeHo 3miHa 3asBHuKa f13 (MIBIM) (BnacHuka peyenma
y thnakoHi; no 1 OBMEXXEHO BiANoBigasIbHICTIO peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
donakoHy pasom 3 0 “XapkiBcbke MO3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH
[,03yH4UM BIAMOBIOAN thapmaueBTUYHe NpPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIXKEHHS;
NPUCTPOEM Y bHICTHO nigNpPUEMCTBO 3MiHu | TMnNYy - 3MiHK Woao
KOpo6L,i 3 KapTOHY «KOPIMOPALII “3p0poB’s Hapoay” 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
A (cbacyBaHHs i3 BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHNX
«300POB’A» hopmu “in bulk" npo cuctemy thapmakoHarnsgy (BBefieHHs
BMPOGHMLTBA y3arasibHeHVX AaHux Npo cuctemy
ToBapwuCTBO 3 dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHol
06MEeXeHO 0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
BiA4NOBiga/IbHICTIO hapmakoHarnagy; KOHTakTHoOi 0cobu 3
"dapmaLeBTnyHa chapmakoHarnsgy 3asBHUKa 415 34jiACHEHHS
KOMnaHis thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
"3popos'a’, BiIMiHHa BiJ, yNOBHOBa)KEHOI 0CcO6U,
YkpaiHa) BiANOBiga/IbHOI 3a 3AiACHEHHSI

hapmakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag, [irovya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuyisn: MNaxosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigasibHOI 3a hapMakoHarnsag 3miHa
HoMepa MacTep-ghaina cuctemm
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chapmakoHarnsgy
104. | TrPUN®MO 0151 BUpoOHUKa AHaHTa Benvka ®namiHro IHais BHECEHHS 3MiH [10 peecTpauiliHix matepianiB: | Ne 4, Ne 10 - UA/6965/01/01
dnamiHro Megikeap /T4, BputaHis PapmacsoTUKanc 3Minu | TURY - 3MiHn Woao 6e3
dapmacbloTmkanc NTa., IHais; Aptypa 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy peyenma;
nta., IHaia no 4 dapmacbioTikans (iHWi 3MiHM) 3MiHW BHECEHO Y TEKCT Ne 200 - 3a
Tabnetku y cTpuni; Met. N14., IHAiA MapKyBaHHS MEPBUHHOI YNaKoBKY NiKapCbKOro peyenmom
no 1 ctpuny y 3acoby B n. 3. "Homep cepii nikapcbkoro
KoHBepTi; no 4 3acoby", n. 4. "[aTa 3aKiH4eHHs TePMiHy
Tabnetku y cTpuni; npugatHocTi”, n. 6. IHWE, Tay Tekct
no 1 ctpuny y MapKyBaHHSA BTOPUHHOT yNnakoBku B n. 17.
KoHBepTi; no 50 IHLWE. TepmiH BBeAEHHA 3MiH NpoTArom 3
KOHBEPTIB y MicsLiB MiCNsA 3aTBEPAYKEHHS
KapTOHHI kopo6uyj;
0151 BUpOOHUKa
ApTypa
dapmacbloTikan3
MeT. N14., IHAiA no 4
Tabnetku y cTpuni;
no 1 ctpuny y
KoHBepTi; no 4
Tabnetku y cTpuni;
no 1 ctpuny y
KoHBepTi; no 50
KOHBEPTIB y
KapTOHHI kopo6uyj;
no 10 TabneTtok y
6nictepi, no 1
6nicTepy y kopobui
105. | AAMOPUH TabneTtku, BKPUTI TOB «YOPN[, YkpaiHa yopna MEANLINH TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18366/01/02
NNiBKOBOO MEANLNH» INAY CAH. BE 3MiHn Il TUnY - 3MiHK Woa0 peyenmom
060/10HKot0, No 60 TIDIK. A.LL. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.

Mr, no 3 TabneTkm y
6nicTepi, no 1 abo 2
6nictepu B kopobLi

BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaui peecTpauiliHoro nocsigyeHHs,
BK/tOYaKouY MaaH ynpasniHHA pyUsnkaMmm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAasbLIOro 06rpyHTYBaHHS HOBNMM
[04AaTKOBUM JaHUMW, L0 MaloTb Hagasatucs
KOMMETEHTHUM OpraHoM, OCKiflbKu
BMMaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHoM) 3MiHN BHECEHO [0 YacTuH: |
«3arasibHa iHthopmavis» Il «Cnevumdikayisa 3
6e3nekn» V «3axoau 3 MiHimizauii pusukis» VI
«Pe3tome nnaHy ynpasniHHA pusnkamu» VI
«Jopatkn» (fopatku 1-8) y 3B’A3Ky 3
OHOBJ/IEHHAM iHd)OpMaLii 3 6e3nekun gjtoyol
peyoBUHM AANOKCETVH BifMNoBigHO A0
aKTyanbHOI pethepeHTHOT iHhopmaLii, a Takox
y 3B'AA3KY i3 3MiHO chopmarty BigNoOBIAHO A0
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
sBumor Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines)
106. | AANOPUH TabneTkn, BKpUTI TOB «YOP/A, YkpaiHa yopPna MESMLUNH TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/18366/01/01
NNiBKOBOIO MEANLNH» INAY CAH. BE 3miHu |l TUny - 3MiHn Wwopao peyenmom
060/10HKO10, Mo 30 TIDK. A.LL. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Mmr, no 3 TabneTkm y BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
6nictepi, no 1 a6o 2 YMOB BMAaui peecTpaviliHoro noceigyeHHs,
6nictepun B KOpoOLi BK/ItOYatouM MNnaH ynpasniHHA pyu3nkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMaraoTb(€)
noAasbLIOro 06I'pYHTYBaHHSA HOBUMM
[04aTKOBMM AaHVMK, L0 MaloTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbKu
BUMMaraeTbCsl CyTTEBA OL[iHKa KOMMNETEHTHUM
opraHom) 3MiHV BHECEHO [0 YacTuH: |
«3arasibHa iHhopmadis» || «Cneumndikauis 3
6e3nekn» V «3axoau 3 MiHimizauii pusukis» VI
«Pe3tome nnaHy ynpasniHHA pusnkamu» VI
«[lopatkm» (gopartkm 1-8) y 38'A3Ky 3
OHOBJ/IEHHAIM iHdDOpMaLii 3 6e3nekun gjtoyol
PEyYOBMHM AanOKCeTWH BiANOBIAHO [0
aKTyasIbHOI pedyepeHTHOI iHhopmaL,i, a Takox
y 3B'A3Ky i3 3MiHOW chopmarty BiANOBIAHO A0
sumor Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines)
107. | AESO®EMIH TabneTku, BKpUTI TOB «MIBE YkpaiHa mi6e Mmb6X HimeyunHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/17211/01/01
® 30 NiBKOBOIO YKPATHA» ApuHaiimiTTens 3MiHu | TUnYy - 3MiHKn 3 AKocTi. A®l. KOHTponb peyenmom
060/10HKOoH, 1o 0,03 A®l. 3miHa y meTogax BunpobyBaHHA AdDIl abo
mr/0,15 mr no 21 BUXiQHOIO MaTepiany/npomixxHoro
Tabnetui y énictepi, NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
no 1, a6o no 3, abo npoteci BUpo6HuuTea AP| (He3HauHI 3MiHW Y
no 6 6nictepiB y 3aTBEpAXEHUX MeTogax BUNpobyBaHHs)
KapTOHHIA KopooLi He3HauHi 3MiHK 1O MEeTOAMKM BUNPOGYBaHHSA
[ONA BU3HAYEHHS PO3Mipy 4acToK MeToAoM
nasepHoi gndppakuii
108. | AENO- cycneHsia ans Mdpatizep IHK. CLUA Mdpaiizep Benbris BHECEHHSA 3MiH 10 peecTpavLiiiHux maTepianis: 3a He UA/10030/01/01
MEAPON iH'ekuin, 40 mr/m; MeHodeKUYPUHT 3MiHun |l TUny - 3MiHK WoA0 peyenmom | niossieae
no 1 mn 'y cnakoHi; Benbris HB 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.

no 1 donakoHy B
KapTOHHI KOpooLi

3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT A1s
MEANYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
[aHVMU 3 SKOCTI, JOKMIHIYHUMU, KAIHIYHUMUN
AaHUMK Ta AaHuMmu 3 papmakoHarnsgy 3MiHu




3assHUK

KpaiHa
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Bupo6HuK

Kpaina
BUPOGHUKa

Ymosu
Bionycky

PeecmpayjitiHa npoyedypa

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbKO20
3acoby

(nikapc

dopma sunycKy

ynakoska)

bKa chopma,

3asiBHUKa

3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI

BHECEHO B iHCTPYKLjto ANt MEANYHOTO

TOB "®3

Ykpaina

TOB "®3
"BIO®PAPMA"

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:

peakuji”. BBeeHHS 3MiH NpoTArom 9-tu
MicALiB Nicnsa 3aTBepAKeHHs

3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHUX

peyermom

3a

UA/14273/01/01

109.

AEPMABIH

Masb; no 15 r B Ty6i;
no 1 Ty6i y nauuj 3
KapToHy

"BIO®PAPMA"

TOB "®3

YKpaiHa

TOB "®3
"BIO®APMA"

cneumgikaLii 4ONOMIXHOI peqoBUHM BaseniH 3

peyoBuH. 3MiHa napameTpiB cneundikauiii
Ta/abo foMyCTUMUX MeX A718 fOMOMIKHOT
peyoBuHM (iHLWi 3MiHM) 3MiHa napameTpis

HaflaHHAM OHOBJIEHOI METOAMKM 3a
nokasHukamy «MoniumknivyHi apoMaTuyHi
BYINIEBO/HI», Y 3B’A3KY 3 NPUBEAEHHAM [0
aKTyas1bHOI pefakuii MmoHorpacpii EP 1799
«Paraffin, white soft». KpuTepii npuitHATHOCTI
3a n. «lMoniumkIivHi apomaTvyHi BYrneBogmn»
«He 6inbLe 75 ppm (0,0075 %)(BupaxaeTbcs
SIK eKBiBaIeHT HabTanaHy). 3miHu | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBWMIA Nikapcbknii 3aci6.
KOHTpO/b [ONOMDKHWNX PeYOBUH. 3MiHa Yy
MeTogax BUNPo6YBaHHSA [OMNOMIKHOI
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BMNpobyBaHb) MNprBeAeHHS METOAIB
KOHTPOJIO NOKa3HUKIB «CTyniHb
3ab6apBreHHs», «KUCNOTHICTb abo NYXHICTb» y
BiAMOBIAHICTb [0 aKTyaslbHOI pefakuii
MoHorpadii EP 1799 «Paraffin, white soft»
[ON15 0ONOMIKHOI peyoBuHM BaseniH
BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOIb AONOMIXKHUX

3a
peyenmom

UA/14273/01/01

110. | AEPMABIH

Mmasb; no 15 r B Ty6i;
no 1 1y6iy navuyi 3
KapToHy

"BIO®PAPM

BepiHrep

A"

HimeyunH

Brpo6H1LTBO,

HimeyunHa

peyoBuH. 3MiHa y MeTodax BUNPOOYBaHHS
O0NOMDKHOT peyoBMHU (iHLWI 3MiHM Y MeToAax
BMNpoGYyBaHHA (BK/IHOYAOUM 3aMiHy abo
nofaBaHHs)) OHOB/IEHHS MeTOAY KOHTPO/0
«MikpobiofioriyHa ymctoTa» Ans cyocTaHui
«BaseniH». 3anponoHoBaHuii meTog, 6yo
Ba/liIoBaHO BigNOBIAHO A0 BanigaLiitHoro
3BiTY AV 000.219.2/3R «Banigauis
aHaniTMYHOI METOAMKN BUSHAYEHHS
MiKpO6i0/I0riYHOT YNCTOT METOAOM
TNMUBMHHOIO BUCIBaHHSA ANs cybCcTaHuil
«BaseniH», Wo BXoauTb J0 cknagy
npenaparis /11 HaWKiPHOro 3aCTOCYBaHHA»

3a

BHECEHHSA 3MiH 10 peecTpavLiiiHuX maTepianis:
3MiHu Il TMny - 3MiHK Woao0

nakyBaHHA,

peyenmom

111. | AKAPAIHC®

TabneTku, BKPUTI
N1iBKOBOIO

IHrenbxainm

a

UA/14980/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
060/10HKOI0, MO 25 IHTEpHEeLHN MapKyBaHHS, 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
mr; no 10 Tabnetok M6X KOHTPO/b SIKOCTI, BHeceHHs abo 3miHa(1) Ao 3060B's13aHb Ta
y nepchoposaHoMy BUMYCK Cepii: YMOB B/Aaui PeeCTpaLiiHoro nocBigyYeHHs,
6nictepi; no 1 a6o 3 Bepinrep BK/tOUatouy MniaH ynpasniHHA pyU3nkaMmm
6nictepn y IHrenbxaiim ®apma (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
KapTOHHilA KOpo6Li v6X i Ko. KT, noAasIbLIOro 06rpyHTYBaHHS HOBUMM
HimeuuunHa; [0AaTKOBUM AaHVMW, LLO MaloTb HagasaTucs
MepBuHHE Ta KOMNETEeHTHUM OpraHoM, OCKifTbKu
BTOPVHHE BUMaraeTbCsl CyTTEBA OLliHKA KOMMNETEHTHUM
nakyBaHHs, opraHom) 3asiBHVIKOM OHOBJIEHO NnaH
MapKyBaHHS: ynpaBiHHA pu3rKamu NikapcbKoro 3acoby
PoTtTeHgopd Papma [xappiHc® , TabneTku, BKPpUTI NAIBKOBOO
m6X, HimeuunHa; 06010HKOt0, Mo 10 mr Ta no 25 mr no 10
Bupo6HMLTBO TabneTok y nepchopoBaHoMy 6icTepi; no 1
Tabnetok "in-bulk", a60 3 6nicTepy Y KApTOHHIl KOpo6Li 3MiHK
KOHTPO/Ib AKOCTI (3a BHECEHI A0 YacTuH: | «3aranbHa iHhopmaLis»,
BUHAATKOM TecTy Il «Cneuudikauis 3 6e3nekn», VI «Pestome
"MikpobionoriyHa naaHy ynpas/iHHSA pusnMkaMm» Ta f04aTKIB
yucrtora'"), BUNycK 3rigHo 3 Bumoramu fo CtaHAapTV30BaHOro
cepii: PotTeHgopd thopmaty NYP (Rev.2 accompanying GVP ,
dapma NvbX, Module V Rev.2, Human Medicines Evaluation
Himeyunna Guidance on the format of the risk
management plan (RMP) in the EU — in
integrated format) y 38's3ky 3 fogaBaHHAM
HOBOrO NOKa3aHHA A/15 3aCTOCYBaHHSA
niKkapcbKoro 3acoby
112. | AKAPAIHC® | TabneTku, BKPUTI BepiHrep HimeuunH Brpo6HMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/14980/01/02
N1iBKOBOIO IHrenbxainm a nakyBaHHs, 3miHu |l TUny - 3MiHn Wwopao peyenmom
060/10HKO10, Mo 10 IHTepHeLwHN MapKyBaHHS, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
mr; no 10 TabneTok 6X KOHTPO/b SIKOCTI, BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
y nepchopoBaHoMy BUWMYCK Cepii: YMOB BMAaui peecTpaviliHoro noceigyeHHs,
6nictepi; no 1 a6o 3 BepiHrep BK/ItOYatouu MNnaH ynpasniHHA pyu3nkamu
6nictepu y IHrenbxaiim ®apma (3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€)
KapTOHHIA Kopoo6Li v6X i Ko. KT, noAasbLIOro 06rpyHTYBaHHS HOBUMM
HimeuuunHa; [04aTKOBMM AaHVMK, L0 MaloTb HagaBaTucs
MepBuHHE Ta KOMNETEHTHUM OpraHoM, OCKi/TbKu
BTOPVIHHE BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
nakyBaHHs1, opraHom) 3asiBHYKOM OHOBJIEHO NniaH
MapKyBaHHS: yNpaBAiHHA pU3nKamn slikapcbKoro 3acoby

PoTtTengopd dapma
'M6X, HimeuunHa,;
Bupo6HMLTBO
Tabnetok "in-bulk",
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa
yuctoTa'"), BUNycK
cepii: PoTTeHgopd

[xappiHc® , TabneTtky, BKpUTI NIIBKOBOO
060/10HKOt0, NO 10 Mr Ta no 25 mr no 10
TabneTtok y nepcopoBaHomy 6nicTepi; no 1
abo 3 6nicTepy y KapTOHHIlA KOpPo6Li 3MiHK
BHECeHI [0 YacTuH: | «3aranbHa iHhopMaLis»,
Il «Cneumndikauis 3 6e3nekun», VI «Pesiome
nnaHy ynpas/iHHA pyU3nkaMmn» Ta goaartkis
3rigHo 3 Bumoramu fo CtaHAapT30BaHOro
dopmaty MNYP (Rev.2 accompanying GVP ,




135

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

113.

dapma N'v6X,
HimeuunHa

Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) y 3B’A3ky 3 JoAaBaHHAM
HOBOrO NOKa3aHHA [/15 3aCTOCYBaHHS
NikapcbKoro 3acoby

nocsBi0OYeHHs

114.

OVMETUHAE
H-3[0POB'l

TabneTkn, BKpUTI
060/10HKOI0, NO 1 Mr,
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nictepu y Kopobui 3
KapToHy

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
"®apmavueBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3miHa 3anBHuka /13 (MIBIM) (BnacHuka
peecTpauiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pepakuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHosa OnexHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBigasIbHOI 3a hapMakoHarnsg.
3MiHa HoMepa macTep-ghaiina cuctemm
dhapmakoHarnsgy.

6e3
peuyenma

UA/16699/02/01

OVUMETUHAE
H-340POB'SA

Kpanni opasibHi,
pO34uH, 1 mr/mn, no
20 My donakoHi,
3aKyrnopeHomy
npo6koto-
KpanesbHuULe Ta
3aKpuTOMYy
KpuLLKOlo; no 1
donakoHy y kopobui 3
KapToHy

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPIOPALLI
A
«300POB’A»

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANoBifa/IbHICTIO
"®dapmaueBTnyHa
KoMnaHis "3g0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa
peecTpavuiiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiC/1A 3aTBEPIXKEHHS.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3

6e3
peyenma

UA/16699/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSA
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKaA,
BiANOBIAa/bHOI 3a thapmakoHarnsag. firoya
pepaxkuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MNaHosa OnexHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
3MiHa HoMepa macTep-thaiina cuctemm
dhapmakoHarnsgy.
115. | AUMNPOCNAH | cycneHsia gns OpraHoH LLiBeiiuapi [Ons amnyn: dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9168/01/01
® iH'ekujin; no 1 mn B CenTpan Ict A Brpo6Huk in bulk, Benbris 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom
amnyni; no 5 amnyn 6X nepBuHHE nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN
B KapPTOHHIl nakyBaHHs: y npoueci BUpo6GHMLTBA FOTOBOTO NiKapCbKOro
Kopob6ui; no 1 mn B CEHEKCI HSC, 3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, LLIO
nonepeaHL0 ®paHuis; BupobHuk 3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
HanoBHEHOMY 3a MOBHUM LMK/IOM: nikapcbKoro 3acoby (He3HayHa 3MiHa y
wnpuyi; no 1 OpraHoH XelicT 68, npoueci BUpo6HMLUTBA) JaHoK 3MiHOK
LUMPULLY B KOMNIEKTI Benbris; MPOMOHYETLCA BHECEHHA HE3HAYHUX 3MiH [0
31a6o 2 [na nonepefHLO npouecy BupobHuuTBa N3 Ans KiHueBol
CTEPUIBHUMMN HanoBHEHUX cTagjii cycneHyBaHHs, a came cyxe
rosikamu B Lnpuuis: BupobHuk [0AaBaHHA CTEPUIBHOIO 6eTaMeTasoHy
nnacTKoBoMy 3a MOBHUM LMK/IOM: AMnponioHaTy B NOCYAWHY, WO MICTUTb
KOHTEliHepi B CEHEKCI HSC, cTepubHUiA BiadiNbTpoBaHuii Vehicle A,
KapTOHHIA Kopoo6Li ®paHLis; BUpo6HuK nicns 4yoro Lo AvCnepcilo 4ofal0Th B iHLWY
3a MOBHUM LMK/IOM: NOCYZUHY, L0 MICTUTb CTEPUbHUIA
OpraHoH XeiicT 68, dinbTpoBaHuii Vehicle B. 3miHu | Tuny - 3miHn
Benebris 3 AKocTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHM BUNPO6yBaHbL abo
O0NYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUpobHNLTBA
roTOBOrO Nikapcbkoro 3acoby (4oAaBaHHs
HOBOro MeToAy BMNpobyBaHHSA Ta A0MyCTUMUX
Mex) [looaBaHHS HOBUX METO/,B
BMNpoOYyBaHHs, a came «Bioburden» (kputepiii
NpUAHATHOCTI «max 10 CFU/100 mL» Ta
«Integrity sterilizing filter», Ana Bupo6Huka
OpraHoH XelicT 6B, Benbrist (KOMLWHA Ha3Ba
LepiHr-Mnay Na6o H.B., benbris)
116. | ANDEPENIH nopoLlokK no 3,75 mr INCEH PpaHuis Mopowok: ®paHuia/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a He UA/0695/01/02
® Ta PO3YMHHUK ANns PAPMA Bupo6bHuLTBO Ta ITania/ 3MiHu Il TUny - 3MiHn Woao peuyenmom | nidssieae
cycnexsii gns nakysaHHs: INCEH Benbris 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
iH'eKu;jn ®APMA BIOTEK, 3MiHU Y KOPOTKIill XapakTepucTuL,j NikapCbKoro
NPOSIOHr0OBaHOro $paHuisn; Ffamma- 3aco06y, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
BUBINIbHEHHS; 1 BUMPOMiHIOBaHHS: MEJMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
h/1aKoH 3 MOPOLLUKOM INCEH ®APMA [aHVIMU 3 SIKOCTi, AOK/IHIYHUMU, KAIHIYHUMUN
Y KOMM/IEeKTi 3 BIOTEK, ®paHujs; [aHuMK Ta gaHumn 3 papmakoHarnsagy -
PO3UYMHHUKOM MO 2 CTEPIOXEHIKC 3MiHW BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
mn (maHiT (E 421), ITANA C.N.A, 3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
BOAA ANS iH'EKLiN) B ITanis; "®apmMakonoriyHi BnactnsocTi”, "MokasaHHs",
amny”ni, WnpuLom CTEPIOXEHIKC "B3aemogis 3 iHWMKU NikapcbkuMmn 3acobamm
NS 0gHOPa30BOro BE/IblA CA Ta iHWi BUAW B3aemogiii" (BHECEHO pedakLjiHi
BMKOPUCTAHHSA Ta (®nepyc), benbris; npaskun A0 TEKCTY po3ginis), "Oco6/MBOCTI
ABoma ronikamu (y BTopuHHe 3acTocyBaHHs", "3acTocyBaHHA y nepios
6nicTepHiin nakyBaHHs, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
ynakoBLij) y KOHTPO/Tb AKOCTi Ta 3aCTOCYBaHHA Ta A031" (BHECEHO YTOUHEHHS
KapTOHHilA KOpo6Li BMNYCK NiKapCbKoro iHcbopmauii Ta pepakuiiiHi npasku) , "MoGIYHi
3acoby: INMCEH peakuii” (ZogaHo NobiyHy peakLito
PAPMA BIOTEK, "anonnekcis rinocisy"). BBegeHHs 3MiH
PpaHuis; NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
PO34MHHNK: 3miHu |l TUny - 3MiHn Wwopao
Bupo6bHuuTBO, 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
nepBuHHe 3MiHU Y KOPOTKili XapakTepucTuLji Nikapcbkoro
nakyBaHHs Ta 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
KOHTPO/b SIKOCTI: MEAUYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
CEHEKCI, ®paHuis; OaHUMM 3 KOCTI, AOKAIHIYHUMU, KAIHIYHMUW
BTopuiHHe AaHUMK Ta faHvmu 3 hapmakoHarnsagy -
nakyBaHHs Ta 3MiHM BHECEHO A0 [HCTPYKLUiT Ana MeauyHoro
Bunyck cepii: INCEH 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao po3ainis
®APMA BIOTEK, "Oco6nmMBOCTI 3acTocyBaHHA", "Cnoci6
PpaHuin 3acTOoCyBaHHSA Ta 403u" BignoBigHoO A0
iHcpopmauii 3 6e3neku nikapcbkoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
117. | ANMPEPENIH nopoLuLok no 3,75 mr INCEH ®paHuis MopoLwuok: PpaHuis/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a He UA/0695/01/02
® Ta PO3YMHHUK AN ®APMA Brpo6HMUTBO Ta ITania/ 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
cycneHsii ans nakyBaHHs: INCEH Benbris 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

iH'eKw;jn
NPOIOHrOBAHOTO
BUBI/IbHEHHS; 1
h1aKkoH 3 MOPOLLUKOM
Y KOMMJIeKTi 3
PO3YMHHMKOM MO 2
mn (maHiT (E 421),
BOAA ANS iH'EKLiN) B
amnyni, WnpuLom
[ANns 0gHOPa3oBOro
BUKOPWCTaHHA Ta
[ABOMa ronkamu (y
6nicTepHiin

PAPMA BIOTEK,
®paHuis; Famma-
BUMNPOMiHIOBaHHS:
INMCEH ®APMA
BIOTEK, ®paHuis;
CTEPIOXXEHIKC
ITANA C.IN.A.,
ITanis;
CTEPIOXXEHIKC
BENbIA CA
(Pnepyc), benbris;
BTopuHHe
nakyBaHHs1,

3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKUiT Ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOoro 3acoby
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ynakoBLj) y
KapTOHHIA KOpooLi

KOHTPO/Tb AKOCTi Ta
BUWMYCK NikapCbKoro
3acoby: INMCEH
SAPMA BIOTEK,
PpaHuis;
PO3YMHHUK:
Brpo6HMUTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/Tb AAKOCTI:
CEHEKCI, ®paHuis;
BTopuHHe
nakyBaHHs Ta
Bunyck cepii: INCEH
®APMA BIOTEK,
PpaHuis

[0 po3ginis "Oco6nBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii” BiANOBIAHO A0 pekomeHaaw;il
PRAC EMA cTocoBHO 6e3neku fjto4oi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-TK
MicALiB Nicna 3aTBepAKeHHs

118.

ANDNH030
®

pO34uH ANs iHQY3il,
2 mr/mn, no 100 mn
Y NASALWL CKASAHINR;
no 1 nasLwuyi B nayu;.

MAT
"Tannudapm"

YKpaiHa

MAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneungikauiii Ta/abo 4onycTuMmx
MeX NepBUHHOI yNakoBKW rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHn) CynyTHSA
3MmiHa
- 3MiHu 3 sKoCTi. [OTOBMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3miHa y MeToAax BUnpobyBaHHSA NepPBUHHOT
yNakoBKM rOTOBOTO NikapCbKOro 3acoby
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNpoOGyBaHb) - akTyanisauis cneyudikadii Ta
MeTOoZiB KOHTPOsIt0 Mpo60oK ryMoBUx
MikpO6iooriyHo YncTmux abo Mpobok rymoBmnx
roToBMX A0 cTepunisauii BiANOBIAHO A0 BUMOT
A®Y 2.6, moHorpadis 3.2.9 «'ymoBi
3aKyrnoproBasibHi 3aC06U [/ KOHTEHEpIB Ans
BOAHMX MapeHTepasibHUX npenapartis, 415
NOPOLLKIB i NiodiNi30BaHMX NOPOLLKIB":

* NpYBEAEHHS HA3BM NOKa3HVKa KOHTPOSIO
«Konip po3unHy» y BignosigHicTs go AdY 2.6,
MoHorpadgisi 3.2.9 - «KonbopoBICTb PO3UNHY».
* NpYBEAEHHS Ha3BM NOKa3HVKa KOHTPOSIO
«PeyoBuHM, WO BIAHOBNIOKTLCA» Y
BignosigHicTb go AdY 2.6, moHorpadis 3.2.9 -
«BifHOBNOBa/ILHI PEYOBUHUY.

* NPMBEAEHHSA Ha3BMW MOKa3HKKa KOHTPO/IHO
«Cyxuii 3a/MwoK» y BigNoBigHICTb Ao AdY
2.6, MoHorpagist 3.2.9 - «3anuLuok nicns
BUMAPOBYBAaHHSA».

3a
peyenmom

UA/11674/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

* NpUBEAEHHS NOKa3HUKIB «[po3opicTb
PO3UmnHY», «ONTUYHA TYCTUHA»,
«CamorepmeTur3aLis» y BignoBigHiCTb Ao Y
2.6, moHorpadis 3.2.9.

* BUJTyYEHHSA ONUCY NMPUTroTYBaHHA PO3UMNHY S,
3aMiHMBLUM /A0r0 Ha NocuaHHs Ha AdY 2.6,
MoHorpadis 3.2.9;

* 015 NokasHuka «MikpobionoriyHa unctoTa»
npuépaHo HopMyBaHHS 3 po3giny «MeTtoamn
KOHTPOH0»

* NS HUXXYE BKa3aHWX NMoKasHWKIB
BW/Ty4a€ETLCA ONUC METOAMK KOHTPOJIHO SKOCTI,
3aMiHMBLUM TX Ha NOCKMaHHA Ha AdY:
«KnCnoTHICTb ab0o NyXHICTb»;
«OnTnYHa rycTuHa»;
«BigHOBNIOBa/bHI PEYOBUHUY;
«AMOHI0 Coni»;

«LIVHK, O eKkcTparyeTbcs»;

«Bakki MeETaNN, WO EeKCTParyrTbCsa»;
«3a/IMLLIOK MiC/1A BUNApPOBYBAHHSA»;
«JleTki cynbign»;
«®parmeHTaLjis»;
«CamorepmMeTum3aLlis».

119.

JIOKOP
COJ10 160

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 160
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3,a60 4, abo 9
6nictepiB y
KapTOHHIM navi

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

Ykpaina

TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBrieHHst TEXHIYHOT
noMunkm B MK#, wo 6ynun 3aTBepixeHi
Hakaszom MO3 26.01.2024 Ne 131, npu
npoBefeHHi NpoLesypw - BBEEHHSA
[0[4aTKOBOT ifeHTUikauil 4151 KOHTPOSO
roToBOr0O NPOAYKTY MeTofom 14
CnekTpodoTOMeTPIl, & came BUNPaB/EHHS
NOMW/IKMA B HANVUCaHHI HaBaXKM Kanito 6pomigy
B MeTogax KOHTPO/IK0 SKOCTI NPV NMPOBEAEHHI
TecTy lgeHTudikauis metogom 14
cnekTpodpoTomeTpil, APY, 2.2.24. Mpu
NPUroTyBaHHi 3pa3ka NOMUIKOBO BkasaHo 200
r kastito 6pomigy P 3amicTb 200 Mr kanito
6pomigy P, 3rigHo 3 cTatTeto 4dY 2.2.24,
KiNIbKiCTb kanito 6pomigy P mae 6yTtn B "mr".

3a
peyermom

UA/11341/01/01

120.

[IIOKOP
COJo 80

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, Mo 80
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3,a60 4, abo 9
6nictepiB y
KapTOHHI nayi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

TexHiyHa nomusnka (3rigHo Hakaly MO3 Big,
23.07.2015 Ne 460) BunpaBneHHsi TEXHIYHOT
nomwuikv B MK4, wo 6ynun 3atBepaeHi
Haka3om MO3 26.01.2024 Ne 131, npun
NpoBefieHHI NpoLeaypu - BBEEHHSA
[04aTKoBOI iAeHTUdiKaLii 418 KOHTPOs0
roTOBOro NPoAykTy metogom 14
cnekTpodoTOMETPIl, a caMme BUNpPaB/IeHHs
NOMW/IKV B HaNMCcaHHi HaBaxkKu Kanito 6pomigy

3a
peyenmom

UA/11341/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
B MeTogax KOHTPO/HO AKOCTI NPy NPOBEAEHHI
TecTy lgeHTudpikauis metogom 14
cnektpodhoTomeTpil, 4PY, 2.2.24. TMpn
NPUroTyBaHHi 3pa3ka NOMUIKOBO BkasaHo 200
r kastito 6pomigy P 3amicTb 200 Mr kanito
6pomigy P, 3rigHo 3 ctatTeto Y 2.2.24,
KiNIbKICTb Kauito 6pomigy P mae 6yTu B "Mr".
121. | AOKCOPYBIL, | koHueHTpaT A1 EBEBE ABCTpist NOBHUIA LMK ABCTpIst BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/1379/01/01
MH "EBEBE" PO34UMHy AN Papma BMPOGHMLTBA: 3Minu | TURY - 3MiHK Woao peyenmom | nionsi2ae
iHcpysiiA, 2 mr/mn no lec.m.6.X. ®APEBA YHTepax 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
5 mn (10 wr), no 25 Hdor. KI M6X, ABCTpist (iHWi 3MiHM) 3MiHVM BHECEHO B IHCTPYKLit0 ANs
M (50 wmr), no 50 mn BMNYCK Cepil: MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
(100 wr), abo no 100 EBEBE dapma [0 po3ainy "3acTocyBaHHs y Nepios BariTHOCTI
M (200 mr) y Fec.m.6.X. Hdpr. KI, a60o rogyBaHHA rpyaat” BignoBigHoO A0
chnakoHi; no 1 ABCTpis iHchopmawii 3 6e3nekn 3acToCyBaHHS
chnakoHy B TecTyBaHHS: nikapcbkoro 3acoby. BBefeHHSA 3MiH NPOTAromM
KapTOHHIA KOpooLi Nab6op /IC CE & 6-Tn MicsAUIB NicNsA 3aTBEPKEHHS
Ko.KI, HimeuunHa
TecTyBaHHS:
MMn
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIs
TeCTYBaHHS:
3eibepcaopd
Nabop M'v6X,
ABCTpist
122. | AOUETAKCE | KoHUeHTparT Ans ToBapucTBO 3 YkpaiHa AxTasic ITanis ITania/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a He UA/13982/01/01
N-BICTA pO34nHy AN 06MmexXeHo C.n.A., ITanisi; PymyHis 3MiHu | TMnYy - 3MiHK Woao peuyenmom | nidssieae
iHcpysiin, 20 mr/mn; BiANOBIga/TbHI CiHgaH ®apma 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
no 1 mn (20 wmr), abo cTio «<BYCT C.P.J1., PymyHis 3MiHM y KOPOTKili XapakTepuCTuLi Nikapcbkoro
no 4 mn (80 mr), abo PAPMA» 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns

7 mn (140 mr) y
donakoHi; no 1
donakoHy B
KapTOHHI/ KopoobLi

Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbKknx 3acobiB Nic/is BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHs XOAHNX HOBUX A0AATKOBMX
AaHnx) 3MiHW BHECEHI 0 iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ainu "®apmakonorivyHi BnactusBocTi”,
"Moka3saHHA" (YyTOUHEeHHS), "MpoTnnokasaHHsa",
"Oco61MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHsA Ta 4031" 3rigHO 3
iHchopMmaLi€eto WwoA0 MegMYHOro 3aCTocyBaHHs
pethepeHTHOro Nikapcbkoro 3acoby
(TakcoTep®, KOHLEHTPAT A15 PO3UnNHY ANs
iHcpysii, 20 mr/mn). BBegeHHS 3MiH NpoTsrom




141

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6-TU MicsUIB NicNs 3aTBEPAKEHHS
123. | AYAKNIP® NopoLUOK ANs BEPNIH-XEMI HimeuuunH IHoacTpiac IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepianis: 3a UA/17698/01/01
DKEHYEWP® | iHranauiii, 340 Al a dapmaceyTikac TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
MKr/12 mkr; no 60 Anwmipan C.A. 23.07.2015 Ne 460). BunpaBreHHst TEXHIYHOT
[,03 MOPOLUKY An1a NOMW/IKM B po3ini «BMpOGHMKK Aitouoi
iHransuin B peyosuHU» MKA /13, sika 6yna gonyLieHa npu
iHransTopi; no 1 abo peecTpauii N3 (Haka3 Ne 2109 Big,
no 3 iHranATopu B 17.10.2019), 6yno 3a3Ha4yeHO Ha3By
TIOMIHIEBOMY BMPOGHUKA Aito40i pevyoBMHN HOpMOTEPOSY
namiHoBaHoMy hymapaty gurigpaty Teva Pharmaceutical
nakeTi KOXeH, pa3om Word Private Co. Ltd, Hungary 3amicTb Teva
i3 nakeTukom 3 Pharmaceutical Works Private Co. Ltd,
ocyllyBayem Ta Hungary. 3a3HaueHe BunNpaB/ieHHA Bignosifae
IHCTpYKUieo ans mMarepiasiaM peecTpauiiiHoro Aocke, sk
MeANYHOro npeacTasneHi B apxisi
3acTOCyBaHHSA B
KopobLi 3 KapTOHY
124. | AYKPECCA® Kpanni OYHi, po3yunH CaHTeH AT ®iHnAHAIA BUPOGHUK, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/19175/01/01
no 5 mny chnakoHi 3 BiAnoBiganbHM 3a ITanis 3MiHu | TUNYy - 3MiHKn 3 akocTi. CepTudikaT peyenmom
HaKOHEYHNKOM- BUNYCK cepil: BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI
KpanesnbHULero Ta CaHTeH AT, €Bponelicbkii hapmakonei/MmoHorpadii.
KpuLwkoto; no 1 diHNAHgiA MogaHHA HOBOro abo OHOB/IEHOTO
donakoHy B BMPOBHULTBO, cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
KapTOHHI ynakosL,i nepBuHHE Ta cepTudikaTa BiANOBIAHOCTI EBPONENCHKIi
BTOPUHHE thapmakonei: gns A®l; ans BUXigHOro
nakyBaHHs, mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
KOHTPO/Ib SIKOCTI: LLI0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ty6intokc ®apma 0151 [OMOMDKHOT peqoBUHM (cepTudiikat
C.N.A., lItanis BiANoBigHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuddikar Bif BXe 3aTBEPAXEHOr0
BUPOGHMKA - NOAAHHS HOBOTO cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne
RO-CEP 2019-165 - Rev 00 gnsa gitouoi
peyoBuHu Levofloxacin hemihydrate Big Bxe
3aTBepaxeHoro Bupo6Huka QUIMICA
SINTETICA S.A. (3amiHa JM®)
3aTBepkeHo:
DMF holder: Chemo Iberica, S.A., Manuel
Pombo Angulo, 28 3a planta, 28050 Madrid
(Spain)
3anponoHoBaHo:
CEP Ne RO-CEP 2019-165 - Rev 00 CEP
holder: QUIMICA SINTETICA S.A., C/Dulcinea
S/N, Spain-28805 Alcala de Henares, Madrid
Site of production: QUIMICA SINTETICA S.A,,
C/Dulcinea S/N, Spain-28805 Alcala de
Henares, Madrid
125. | AYOBIT® TabneTkn, BKPUTI KPKA, 8.4., CnoBeHisi BupobHMuTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis: 6e3 UA/4077/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
060/10HKOI0, KOMOI- Hoso mecTo bulk", nepBuHHe 3MiHu | TURY - 3MiHu 3 skocTi. CepTudikat peyenma
ynakoBka: 5 nakyBaHHs, BignosigHoCTI/TE-cepTudpikat BignosigHoCTI
TabneTok YepBOHOro BTOPUHHE €Bponeiicbkili hapmakonei/MoHorpadii.
Konbopy + 5 nakyBaHHs, MogaHHA HOBOro abo OHOB/IEHOTO
Tabnetok KOHTPO/b cepii: cepTudikaTa BiANoOBIAHOCTI a60 BUNYYEHHS

61aKUTHOTO KOSTbOpY
y 6nicTepi; no 4 abo
6, abo 8 bnicTepiB y
KapTOHHilA KOpo6Li

KPKA, a.4., HoBo
mecTo, CnoBeHis;
KoHTposib Ta Bunyck
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis; KoHTponb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis; KoHTponb
cepii: HN30X
(HaujoHanbHi
nab6oparopis 3a
34paB'e, OKONE iH
xpaHo), CrioBeHis

cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoMiKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBurHY (cepTuddikat
BiANOBIgHOCTI E€Bponeiickkili hapmakonei) -
OHOBNEHWiA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2004-
110-Rev 05 (3atBepmkeHo: R1-CEP 2004-
110-Rev 04) ana A®| HikoTuHamigy Big
3aTBEPAKEHOro BUpOo6HMKa LONZA
GUANGZHOU NANSHA LTD., CHINA, skuii
3MiHMB Ha3By Ha LONZA GUANGZHOU
PHARMACEUTICAL LTD., CHINA. 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHoOCTI/TE-cepTudcpikat BignosigHoCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiANOBIAHOCTI a60 BUNYyYEHHS
cepTucpikaTa BignoBiAHOCTI EBpoNeiichKiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI ADI;
AN 0ONOMDKHOI peyoBurHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
OHOBEHWiA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 1999-
057-Rev 05 (3atBepmxeHo: R1-CEP 1999-
057-Rev 04) ansa A®I TiamiHy HiTparty Big,
3aTBepAXeHoro Bupo6Hrka DSM Nutritional
Products GmbH, Germany. OHOBNeHHS
cneuudikauii Ta BignoBigHOI aHaNiTUYHOT
[okymeHTauii gns Ad| 3aniza coymapary, migi
cynbhaTy Ta MapraHuto cysibgaty. 3MiHu |
TMny - 3MiHK 3 AKocCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuguikaTa BignoBigHOCTI a60 BUIYYEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 1996-
045 - Rev 04 (3aTBepxeHo: R1-CEP 1996-
045 - Rev 03) gna Adl doniesa kucioTa Big,
3aTBepaxeHoro BupobHrka DSM Nutritional
Products LTD, Switzerland
126. | EK3U®DIH Tabnetkv no 250 mr €Bpo IHAjs ®AC NimiTeq IHAain BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/1678/02/01
no 7 TabneTtok y Navicokep 3MmiHu | TURYy - 3MiHK Woao peyenmom
6nictepi; no 1 a6o MpaiiBiT 6e3nekun/edekTBHOCTI Ta hapMakoHariagy
no 2 6nictepu B Nimiten (iHWi 3MiHWM) OHOBMEHHS TEKCTY MapKyBaHHS
KapTOHHIA Kopoo6Li NepBUNHHOT Ta BTOPVHHOT YNakoBKM
niKapcbKoro 3acoby. BeBeeHHs 3MiH NPOTAroM
6-TV MicsLiB Nic/sA 3aTBEPLKEHHS
127. | EK3O-TI®PIH PO34MH HaLLKIpHWNA, TOBAPUCTB YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - UA/15493/01/01
10 mr/mn, in bulk: no 03 06MEeXEHO 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
10nabono50 ny OBMEXEHO BiAgMNOBiga/IbHICTIO peecTpavuiniHoro noceig4eHHs) (3rigHO Hakasy
60ouKax MeTasIeBmX 0 "®apmaueBTNYHa MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
KEI BIANOBIAAN KoMnaHis "3gopos'a” NPOTArom 6-TV MiCALIB MiCNA 3aTBEPAXKEHHS;
bHICTHO 3MiHu | TURY - 3MiHK WoAao
«KOPMNOPAUJ 6e3nekv/edeKkTMBHOCTI Ta hapmakoHarnaay.
A BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
«300POB’'A» npo cuctemy papmakoHarnsay (BBefeHHs

y3ara/lbHeHUxX JaHunx npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-daiina
cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag Aivoya
pepakuis: LesyeHko OneHa IropisHa
MponoHoBaHa pepgakyis: MNMaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANoBiga/IbHOI 3a hapmakoHarisg 3MiHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HOMepa mMacTep-ghaiina cuctemu
chapmakoHarnsgy

128.

EK3O-TI®IH

Kpem, 10 mr/rin
bulk: no 10 kry
60ouKax cTanesux,
3aKPUTMX KpULLIKaMK
3 3aTUCKHUM
KinbLem

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«3[00POB’'A»

Ykpaina

ToBapucTso 3
06MeXeHoH
BiANoBigasIbHICTIO
"®apmaueBTnyHa
KomnaHisa "3gopoB'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NpPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHol
0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHa BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thainina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, [irovya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuisn: MNaxosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigasibHOI 3a hapMakoHarnsag 3miHa
HOMepa MacTep-thaiina cmctemm
thapmakoHarnsgy

UA/15788/01/01

129.

ENANPA3A

KOHL,eHTpaT ans
pO34nHYy Ans
iHcpysiiA, 2 mr/mn; no
3 My hnakoHi; no
1 donakoHy B
KapTOHHIA Kopoo6Li

Takena
dapmacbtoTika
n3
IHTepHeLLHN
Al

Ipnangis

BiagnoBiganbHMii 3a
BWMYCK Cepii:
LWaviep
dapmacbioTikan3
Ipnangia Nimites,
Ipnangis;
Takena
dapmacbioTikan3
IHTepHewHn Al
IpnaHgis bpenu,
IpnaHgjs;
BVPOGHMLTBO
NiKapcbKoro 3acooy,
nepBuHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii, BisyasibHa

Ipnangis/
HimeuunHa/
CLUA/
HigepnaHan

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA
nikapcbkunii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNMYCKY
cepii Ta KOHTPOIO SIKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
BMPOOHUKA, LLLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - He BkAOYarum
KOHTPO/b/BMNpOGYBaHHSA cepii - JjogaBaHHA
anbTepHaTMBHOI Ai/IbHULL, BiANOBIAaNLHOI 3a
BWMYCK CePiil roTOBOrO JlikapcbKoro 3acoby
Takefa ®apmacbioTikan3 IHTepHewwHn Al
Ipnangis bpeny, bnok 3, MisieH MNnasa, 50-58
Berrot Ctpit /loyep, Ay6niH 2, D02 Y754,
IpnaHgis/Takeda Pharmaceuticals
International AG Ireland Branch, Block 3
Miesian Plaza, 50-58 Baggot Street Lower,

3a
peyenmom

He
nionseae

UA/13360/01/01
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Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
iHCneKuis: Dublin 2, DO2 Y754, Ireland. 3mMiHn BHECEHO

BeTTep dapma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuuunHa,
BVMPOGHMLTBO

nikapcbKkoro 3acoby,

nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI
cepit:
KenmxiH
Baino®apma, /T4
(n6a EmepmxeHT
BaiioConywiHz
(CibiAWi), CLUA,
KOHTPO/b AKOCTI
cepii, BisyasibHa
iHCneKuis:
BeTTep dapma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuuunHa,
BeTTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuunHa;
Bettep ®apma-
PepTirtoHr MM6X
EHpa Ko. KT,
HimeuuunHa;
KOHTPO/b AKOCTI
cepii:
LLlaviep XblomeH

[bxeHeTik Tepanic,

CLUA;
Yapnb3 Pisep
NabopaTopis
Alineng Nn1a,

IpnaHgjs;
anctpunbyuis
HanoBHEHWX

HemapKoBaHNX
oN1aKoHIB:

EmiHeHT CepBice3
KopnopeiiwH, CLUA;

MapKyBaHHs Ta
nakyBaHHsl,

00 BBEAEHHS a/lbTEPHATNBHOIO
BUPOGHMKA, SKWIA BifNOBIgaE 3a BUNYyCK cepil,
SIK HAC/iJOK — 3aTBEPKEHHS IHCTPYKLT ANns

MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
Ta TEKCTY MapKyBaHHSA YNakoBKU NiKapcbKoro
3acoby 4719 A0AATKOBOrO BUPOGHNMKA.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA. 3MiHu | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micua NpoBaKeHHs
[isNbHOCTI BUPOOHUMKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BK/IHYAUUN AibHUL
BUMYyCKY cepii abo micLie NpoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAA€E BMPOGHMK/IMNOpPTEpP, BKIOYA0UM
BUMYCK cepiid) - KoperyBaHHs agpecu
anbTepHaTMBHOI AiNbHULI, BignoBiganbHOT 3a
BWMYCK CEPiil rOTOBOTO JliKapCbKoro 3acoby
Takefa ®apmacbioTikans IHTepHewwHn Al
Ipnangia bpeny, bnok 2, MisieH MNna3sa, 50-58
Berrot CtpiT Jloyep, Ay6niH 2, D02 HW6S,
IpnaHgis/Takeda Pharmaceuticals
International AG Ireland Branch, Block 2
Miesian Plaza, 50-58 Baggot Street Lower,

Dublin 2, DO2 HW68, Ireland, 6e3 3MiHK1 MicLA
BUPOBHMUTBA. 3MiHVN BHECEHO B IHCTPYKLitO
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro

3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHUKA Ta agpeca MicLsA NpoBaKEHHS
0ro AisiNbHOCTi» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NikapcbKoro
3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsiuis
nicns 3aTBepmMKeHHs. 3MiHu | Tuny -
AMiHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHUL (BKIHOYAK0YUN AiNbHULL
ansa A®l, npomiKHOro NpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHuUi 4Nns
NpoBeeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BUMNYCK Cepiii, MicLe
NpoBeeHHSA KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SIKLLO
3a3HayeHo Yy 0CbE) - BunyyeHHs BUPOGHUYOIT
AiNbHULI BigNOBIfaIbHOT 38 MapKyBaHHSA Ta
nakyBaHHs, AUCTPUOYLIitO rOTOBOTO
nikapcbkoro 3acoby AiEMYEn Cannnaii YeiiH,
BeiicTepxoiixH 1127, 6546 AR HelimereH,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ancTpubyuis
roTOBOro

nikapcbKoro 3acoby:

LIiEARYEN Cannnaii
YeiiH (Higepnanan)
B.B., HigepnaHngu

Higepnangn. BeefeHHs 3MiH NnpoTarom 6-Tn
MicAILiB Micnsa 3aTBepKEHHS.

130.

ENIAEN®

Kpem ans
30BHiLLUHBOIO
3acTocyBaHHs 1 %;
no15r,30r,60r
a60o 100 r y Ty6i; no
1 Ty6i B kOpobL; 3
KapToHY

MEJA ®apma
'm6X eHg Ko.
Kl

HimeuunH
a

MEOA
MeHbtodhekyeprHr

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn Il TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM y TepaneBTUYHUX NMOKa3aHHSAX
(mopasaHHA HOBOrO TepaneBTUYHOIO
rokasaHHs abo 3miHa y 3aTBepApKeHOMY
nokasaHHi) - 3MiHM BHECEHO A0 IHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOoro 3acoby
00 po3giny "MokasaHHs" (3MiHN Y
3aTBEPAKEHOMY MOKasaHHi, a came
PO3LUMPEHHS BIKOBUX MEX 3aCTOCYBaHHS
AiTAM BiKOM Bif, 3 MicsLiB) Ta K HAC/ifOK
OHOB/EHA iH(hopmaLis B po3ainax
"®apmakonoriyHi BractmsocTi", "B3aemogis 3
HLIMMKW NiKapCbKMKM 3acobamMu Ta iHLWi BUam
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta gosun", "Aitn",
"Mo6iuHi peakuii”. 3miHu Il TMNY - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKIill XapakTepucTuL,j NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MEAUYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
JaHVMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUN
AaHUMK Ta faHvmu 3 hapmakoHarnsagy -
3MiHM BHECEeHO A0 [HCTPYKLUii Ana MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BactusocTi", "B3aemogis 3
HLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAK
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocié 3actocyBaHHA Ta
no3un", "Mob6ivHi peakuii”

3a
peyenmom

He
nionseae

UA/7137/01/01

131.

ENILESA

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO10, NOo 5 M,
no 7 TabneTtok y
6nictepi; no 4 a6o
no 8, a6o no 14
6nictepis y kopobuyj;
no 10 TabneTtok y
6nicTepi; no 3 abo

KPKA, p.4.,
HoBo mecTo

CnoseHis

BignosigansbHuii 3a
BMPOBGHULTBO "in
bulk", nepsnHHy Ta
BTOPVIHHY YNaKoBKY,
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BignosiganbHuii 3a

CnoseHis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta hapMakoHarisgy
(iHWi 3mMiHWM) OHOBJIEHHA TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acoby, a caMe: KOHKPeTM30BaHO
iHchopmaLito WwoAo NoroTnny BUPOBHNKA,;
BHECEHHS iH(hopMaLLiT LLOA0 3a3HAYEHHS
OAMHWLb BUMIpIOBAHHSA y cuctemi Sl;

3a
peyenmom

UA/13686/01/01




147

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 6, abo no 9 NepBUHHY Ta [OMOBHEHHA PO34i/iB iHhopMaLieto Npo
6nictepiB y kopobui BTOPWHHY YNaKoBKY: HaHeCeHHs nepeMiHHMX AaHuX (cepisi, TepMiH
KPKA, a.4., HoBo npuaaTHOCTI, AaTa BUrOTOB/IEHHS,
mecTo, C/oBeHis peecTpaujiiiHe nocBig4yeHHs). TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHSA
132. | ENIUEA TabneTkn, BKpUTI KPKA, a.4., CnoBeHisi BignosigansbHuii 3a CnoBeHis BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/13686/01/02
NNiBKOBOO HoBo mecTo BMPOBGHULTBO "in 3MiHu | TMnYy - 3MiHK Woao peyenmom
060n10HKot0, N0 10 bulk", nepsnHHy Ta 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
Mr, No 7 TabneTok y BTOPUHHY YMaKoBKY, (iHWi 3MiHM) OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepi; no 4 a6o KOHTPO/b Ta BUMYCK NepBUHHOI Ta BTOPUHHOI YNakoBOK
no 8, a6o no 14 cepii: KPKA, a.4., NiKapcbKoro 3acoby, a caMe: KOHKPeTU30BaHO
6nictepiB y kopobuj; HoBo mecTo, iHchopMmawito Wwoao NoroTuny BUPOOHNKa,;
no 10 TabneTtok y CnoseHis BHECEHHS iHhopMaLiT LLOA0 3a3HAYEHHS
6nictepi; no 3 abo BignosiganbHuii OAMHWLb BUMIPOBAHHSA y cuctemi Sl;
no 6, abo no 9 BMPOGHMLTBO “in [OMNOBHEHHA PO34i/iB iHhopMaLieto Npo
6nicTepiB y kOopobLi bulk", nepBuHHy Ta HaHeCeHHs nepeMiHHMX AaHuX (cepis, TepMiH
BTOPUHHY YMaKoBKY: npuaaTHOCTI, AaTa BUrOTOB/IEHHS,
KPKA, g.g., HoBo peecTpaujiiiHe nocBig4eHHs). TepMiH
mMecTo, CrnoBeHis BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHSA
133. | ENIUEA TabneTku, BKpUTI KPKA, a.4., CnoseHis BignosigansbHuii 3a CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13686/01/03
NNiBKOBOO HoBo mecTo BMPOBGHULTBO "in 3MiHu | TMNYy - 3MiHK Woao peuyenmom
060n10HKot0, Mo 20 bulk", nepsnHHy Ta 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
Mr, No 7 TabneTok y BTOPWHHY YMNaKoBKY, (iHWi 3mMiHWM) OHOBJIEHHA TEKCTY MapKyBaHHS
6nictepi; no 4 a6o KOHTPO/b Ta BUMYCK NepPBUHHOI Ta BTOPUHHOI YNakoBOK
no 8, a6o no 14 cepii: KPKA, a.4., NiKapcbKoro 3acoby, a caMe: KOHKPeTM30BaHO
6nictepis y kopobuyj; HoBo mecTo, iHchopmaLito WwoAo NoroTnny BUPOBHNKA,;
no 10 TabneTtok y CnoseHis BHECEHHS iH(hopMaLLiT LLOA0 3a3HAYEHHS
6nictepi; no 3 abo BignosiganbHuia OAMHULb BUMIpIOBAHHSA y cuctemi Sl;
no 6, abo no 9 BMPOGHMLTBO "in [ONOBHEHHS PO3AiniB iHpopmaLieto npo
6nicTepiB y KOpobLi bulk", nepBuHHy Ta HaHeCEeHHS nepeMiHHMX AaHux (cepis, TepMiH
BTOPUHHY YMakKoBKY: npuaaTHOCTI, AaTa BUrOTOB/IEHHS,
KPKA, a.4., HoBo peecTpaujiiiHe nocBig4eHHs). TepMiH
mMecTo, CnoBeHis BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPMAKEHHSA
134. | EHANANPUN | nopoLuok MpAT YkpaiHa JKesHr YaHrmiHr KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/8963/01/01
Y MANNEAT KpUCTaniuHuiA "®GapmaueBTu dawmectoTikan Ko., 3MiHu | TURY - 3MiHK 3 aKocTi. A®Il. KoHTporsb
(cybeTaHuis) y yHa chipma Nta. A®l. 3miHa y napameTpax cneumdikauin
nakeTax noABinHNX "fNapHuus” Ta/abo [oNYCTUMUX MEX, BUSHAYEHUX Y

nonieTnneHoBux
ans
chapmaueBTUYHOro
3aCTOCYBaHHs!

cneuucpikalisx Ha A®l, abo
BUXIAHWA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUIyYEHHSA HE3HAYHOrO MOKA3HMKa AKOCTI
(Hanpviknag BUTy4YeHHs 3acTapinioro
NOKa3HWKa)) - BHECEHHS 3MiH A0 cneumdikawii
A®I, a came po3ginn «PO3UMHHICTb»,
«Temneparypa niaB/EHHA» BUTY4EHO 3
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

mMarepianis peecTpaLiiHoro AOChE BiAMNOBIAHO
[0 akTyanbHUX matepianis BupobHuka. Po3gin
«Baxki meTanu» BUNy4YeHo 3 matepianis
peecTpauiiHoro AochbE BiANOBIAHO A0
aKTyasibHUX MmaTtepianis BUpobHuKa (aHani3
pu3ukis BignosigHo fo ICH Q3D Guideline for
Elemental Impurities). 3miHu | TUny - 3miHu 3
AKOCTi. A®I. KoHTponb AdL. 3MiHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®| (He3HauHi 3MiHW y 3aTBEPXEHNX
MeToAax BUNPO6yBaHHS) - BHeCEeHHS 3MiH A0
MeTogiB KOHTpoto AP, a came y posginax
«Mutome onTuyHe obepTaHHa», «CynbaTHa
30n1a» Ta «KinbKicHe BU3HAUEHHS»
HOPMYyBaHHA 3a/uLeHo 6e3 3MiH. MeToauky
KOHTPO/IO 3a/IMLLEHO 6€3 3MiH, BHECEHO
peakuiiiHi npaBku BiAMOBIAHO A0 aKTyasTlbHUX
marepianis BUpo6HMKa. 3MiHK | TUNy - 3MiHK 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuyucpikalisx Ha A®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (iHWi 3MiHM) - CynyTHA 3MiHa - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUXigHOrO
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCA Y NPOLECi BUPOBHMLTBA
A®| (He3HaYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BUNPo6yBaHHS) - BHeCEHHs 3MiH A0
cneuudikaLii Ta MeTogiB kKoHTposto Adl, a
came y po3gini «Onuc» HopMyBaHHA Ta
MeTOAMKY po34iny NpMBeAeHO Y BIANOBIAHICTL
[0 aKTyanbHVX maTtepianis BUpo6Huka. B
po3aini «3anunLLKoBi PO3YUHHUKM»
HOPMYBaHHS 3a/MweHo 6e3 3MiH,
BiIKOpPEroBaHoO OAVHWL, BUMIpIOBaHHS, a came:
HOPMYBaHHS y «%>» 3aMiHEHO Ha
€KBiBa/IEHTHE HOPMYBaHHSA B «ppm>.
MeToauKy KOHTPO/IIO NPUBEAEHO Y
BIAMOBIAHICTb [0 aKkTyasnlbHUX MaTepianis
BMpOGHUKa. Po3gin «BTparta B maci nig vac
BUCYLLYBaHHSA» HOPMyBaHHS NPUBeAEHO y
BIAMOBIAHICTb [0 aKTyasnlbHUX MaTepianis
BUPOGHMKA. MeToMKY KOHTPOJIHO 3a/IULLEHO
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ynakoska)

dopma sunycKy
(nikapcbka ¢hopma,

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ne Hassa
n/n JliKapcbKo20
3acoby
135. | EHAN®

Tabnetkn no 2,5 wr;

6e3 3MiH, BHECEHO pefaKLiiiHi npaBku
BiANOBIAHO [0 aKTyanbHUX MaTtepianis
BMPOGHMKA.
- 3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY A0Cbe cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IHOYAE Mepiof, MOBTOPHOTO BMMPOGYBaHHS)
(nepiog noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNbLUeHHS abo BBEAEHHS
nepiogy NOBTOPHOr0 BMNpOGyBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOC/iHKEHb
y peanibHOMy Yaci - BignosigHo A0 akTyanbHWX
matepianis dipmMu-smpobHmka APl «TepMiH
NEePEKOHTPOSI0 — 3 POKU» 3MIHEHO Ha «TepMiH
NEPEKOHTPOSI0 — 4 POKM». - 3MiHK | TUny -
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Adl, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA
A®| (iHWi 3miHW) - CynyTHSA 3MiHa
- 3MiHK 3 AkocTi. APL. KoHTponb A®l. 3miHa y
mMeTofax BunpobyBaHHs A®| abo BUXiAHOro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®I (iHWi 3MiHM Yy MeTogax BUNPO6yBaHHsA
(BKTHOHAOUM 3aMiHy 260 AONOBHEHHS) ADI
a60 BMXigHOro/MpOMiXHOIo NPoAYKTY) -
BHeceHHs 3MiH [0 cneuudikadil Ta MeTogiB
KoHTponto A®l, a came y TecTi «CynpoBigHi
[OMILLKV» HOPMYBaHHSA Ta METOAWKY po3giny
NpuBEAEHO Y BiANOBIAHICTb A0 akTyaslbHUX
MaTepianiB BUPOOHMKA.

no 10 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPOBGHULTBO "in
bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK

cepii: KPKA, o.4.,
HoBo mecTo,
CnOBEHiIs; KOHTPO/Tb
cepii (diznyHi Ta
XiMiYHi MeTOAN

KoHTponit0): KPKA,

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONeiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;

AN NONOMIKHOI peyoBuHY (cepTuddikat

3a
peyenmom

UA/4323/01/04
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
a.4., Hoso mecTo, BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
CnoBeHis; KOHTPOSb

cepii (Tinbkn gi3nyHi
Ta XiMiuHi meToan
KOHTpont0): HN30X
(HauioHanbHi
nab6oparopis 3a
34paB’e, OKOME iH
XpaHo), CrioseHis

OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy BifNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2003-
078-Rev 12 (3atBepmxeHo: R1-CEP 2003-
078-Rev 10) ana A®l enananpuny maneary
Bif, BXXe 3aTBepmkeHoro Bupo6Huka Neuland
Laboratories Limited, India, Ta, ik Hacnigok,
agMmiHicTpaTvBHa 3MiHa agpecu BnacHuka CEP
y 3B’A3KY i3 Nepei3goM kopnopaTuBHOro odicy.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B TEKCT
MapKyBaHHS Ha NEPBUHHIN Ta BTOPWHHIiA
yNakoBLlj, & came: YTOUYHEHHS BUKIaAeHHS
iHhopmawii Wwoao aatv TepMiHy NPUMAATHOCTI,
KaTeropii BiANycKy Ta KOHKpeTM30BaHO
I0rOTUN BUPOBHMKA.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHNLTBA
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW) ANns
[o3yBaHHsa 5 mr, 10 mr Ta 20 Mr 3miHV BUMOT B
napameTpi in Process Control «Individual
weights»
3arsepoxeHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
0.170 g +5 % (0.162 g— 0.179 g)
3anponoHoBaHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
18/20: 0.170 g +5 % (0.162 g — 0.179 g)
2/20: 0.170 g £ 7.5 % (0.157 g — 0.183 @).
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapCcbKoro 3acoby (iHLUi 3MiHN) OHOB/IEHHSA
BXe 3aTBEPAKEHNX METO/iB KOHTPO/IO AKOCTI
N3, a came BUKNafeHHA TEKCTY AepXaBHO
MOBOIO 3iJHO Cy4aCHWNX BUMOT. Takox
BUMPAaB/IEHHA AEeSKNX TEXHIYHMX MOMUIOK Ta
He3HauHi KopekLUii onucy meTtopis, 6e3 3MiHU
aHaniTMYHUX MeTogiB. BBeeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT

BignosigHocTi/l E-cepTudikar BignosigHocTi
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

€Bponelicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWIA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudpikaTy BifNOBIAHOCTI
€Bponevicbkinn hapmakonei R1-CEP 2003-
078-Rev 14 ana A®| eHananpuny maneary Bif,
BXe 3aTBep/pkeHoro BnpobHuka Neuland
Laboratories Limited, India, Ta, sik Hacnigok
BMAA/IEHHSI BUPO6HMYOro MaingaHuymky Unit-Il

136.

EHAN®

Tabnetkun no 10 mr,
no 10 TabneTok y
6nicTepi; no 2 abo
no 6, abo no 9
6nictepiB y
KapTOHHiA KOpooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHs:
Mapwudpapm g.0.0.,
CnoBeHisi; KOHTPO/b
cepii (di3nyHi Ta
XiMiuHi MeToaN
KOHTponto): KPKA,
4.4n., Hoso mecrto,
CnoseHis
KOHTPO/b cepil
(chiznuHi Ta XimiuHi
MeTOAW KOHTPO/HO):
HNA30X
(HauioHanbHi
nab6oparopis 3a
34paB'e, OKONE iH
XpaHo), CrioseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURYy - 3MiHu 3 axkocTi. CepTudikaT
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€sponevicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNoOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; gna BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBrHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWi cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€sponevicbkinn hapmakonei R1-CEP 2003-
078-Rev 12 (3atBepmxeHo: R1-CEP 2003-
078-Rev 10) onsa A®l eHananpuny maneary
Bif, BXe 3aTBepakeHoro Bupo6Huka Neuland
Laboratories Limited, India, Ta, sik Hacnigok,
aaMiHicTpaTuBHa 3MiHa agpecu BnacHuka CEP
y 3B’A3KY i3 Nepei3fgom KoprnopaTnsBHOro ogicy.
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHM) 3MiHVM BHECEHO B TEKCT
MapKyBaHHS Ha NEPBUHHI Ta BTOPUHHIi
yNakoBLi, a came: YTOUHEeHHS BUKIaAeHHs
iHchopMmawii LWoAo Aaty TepMiHy NpUMAATHOCTI,
KaTeropii Bifnycky Ta KOHKPET!30BaHO
OroTUN BUPOBHUKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicnas

3a
peyernmom

UA/4323/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapCcbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BMPo6HMLTBA
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3miHW) ans
[o3yBaHHsA 5 mr, 10 mr Ta 20 Mr 3MiHW BUMOT B
napameTpi in Process Control «Individual
weights»
3aTtBeppxeHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
0.170 g +5 % (0.162 g — 0.179 g)
3anponoHoBaHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
18/20: 0.170 g +5 % (0.162 g — 0.179 g)
2/20: 0.170 g £ 7.5 % (0.157 g — 0.183 g).
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
niKapcbKoro 3acoby (iHLWi 3MiHN) OHOB/IEHHS
BXe 3aTBepAKeHNX METO/iB KOHTPO/IO AKOCTI
N3, a came BUKNafEHHA TEKCTY AepXaBHO
MOBOIO 3Tif{HO Cy4aCHVX BUMOT. Takox
BUNPaB/IEHHA AesKNX TEXHIYHMX MOMWIOK Ta
He3HauHi KopekLii onucy MeTogis, 6e3 3MiHK
aHaNNiITMYHMX METOAiB. BBeAEeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPOXEHHS.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiCHKii
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYKTY,
IO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2003-
078-Rev 14 gna A®| eHananpwny maneaty Bif,
BXe 3aTBep/pkeHoro BnpobHuka Neuland
Laboratories Limited, India, Ta, ik Hacnigok
BUa/IeHHS BUPOGHMYOro MaigaHunky Unit-1

137.

EHAMN®

Tabnetkv no 20 mr,
no 10 TabneTtok y
6nicTepi; no 2

KPKA, p.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO “in
bulk", nepsuHHe Ta
BTOPVHHE

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi

3a
peyenmom

UA/4323/01/03
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepu y nakyBaHHs, €Bponelicbkii hapmakonei/moHorpadii.
KapTOHHI KOpo6Li KOHTPO/b Ta BUMYCK MogaHHA HOBOro abo OHOB/IEHOTO
cepii: KPKA, a.4., cepTtudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
HoBo mecTo, cepTudikaTa BiANOBIAHOCTI EBPONECHKIi

CnoBeHis; NnepBnHHe
Ta BTOPUHHE
nakyBaHHs:
Mapuchapm a.0.0.,
CnOBEHIA; KOHTPO/Tb
cepii (diznyHi Ta
XiMiYHi MeTOAN
KOHTpOnt0): KPKA,
An.4a., Hoeo mecrto,
CnoseHis
KOHTPOb cepii
(hiznyHi Ta XimiuHi
MeTOAW KOHTPO/IO):
HN30X
(HaujoHanbHi
nab6oparopis 3a
34paB'e, OKONE iH
xpaHo), CrioBeHis

thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWIA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudpikaTy BifNOBIAHOCTI
€Bponevicbkinn hapmakonei R1-CEP 2003-
078-Rev 12 (3aTBepmkeHo: R1-CEP 2003-
078-Rev 10) gna A®l enananpuny maneary
Bif BXe 3aTBepmkeHoro Bupo6Huka Neuland
Laboratories Limited, India, Ta, Sk Hacnigok,
aAmiHicTpaTvBHa 3MiHa agpecu BnacHuka CEP
y 3B’S3KY i3 Nepei3gomM KoprnopaTnBHOro oqicy.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW) 3MiHM BHECEHO B TEKCT
MapKyBaHHS Ha NePBUHHIN Ta BTOPWHHIN
yNakoBLi, a came: YTOUHEHHS BUKIaAEeHHS
iHchopMmawii LWoao Aatu TepMiHy NpUMAATHOCTI,
KaTeropii Bignycky Ta KOHKPET130BaHO
NoroTvn BUPOGHYKa.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepPMKEHHSA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHuLTBA
rOTOBOrO JlikapCbkoro 3acoby (iHwWi 3miHW) ans
[o3yBaHHsa 5 mr, 10 Mr Ta 20 Mr 3miHV BUMOT B
napameTpi in Process Control «Individual
weights»
3arBepoxeHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
0.170 g +5 % (0.162 g—0.179 g)
3anponoHoBaHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
18/20: 0.170 g 5 % (0.162 g — 0.179 g)
2/20: 0.170 g + 7.5 % (0.157 g — 0.183 g).
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3aco6y (iHWi 3MiHW) OHOBNEHHS
B)XE 3aTBEPKEHNX METO/AiB KOHTPO/IKO SKOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

N3, a came BMKNAAEHHS TEKCTY AEPXKABHOK
MOBOIO 3if{HO Cy4aCHMX BUMOT. Takox
BUNPAaB/IEHHSA AEsKNX TEXHIYHMX MOMUIOK Ta
He3HauHi KOpekKLii onucy MeTogiB, 6e3 3MiHK
aHaNiTMYHMX MeToAiB. BBeeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3MiHu | TURYy - 3MiHu 3 sKocTi. CepTudikaT
BignosigHoCTI/TE-cepTudcpikat BignosigHoCTI
€sponeiicbkiii hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMiKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBurHY (cepTuddikat
BiANOBIgHOCTI E€Bponeiickbkili hapmakonei) -
OHOBEHWiA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI
€sponeiicbkiii hapmakonei R1-CEP 2003-
078-Rev 14 gna A®| eHananpwny maneaty Big,
BXe 3aTBepkeHoro BupobHuka Neuland
Laboratories Limited, India, Ta, Ak Hacnigok
BUAAIEHHS] BUPOOHMYOro marigaHumky Unit-I1

138.

EHAN®

TabneTku no 5 Mr no
10 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBGHULTBO "in
bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; NnepBUHHE
Ta BTOPVHHE
nakyBaHHs:
Mapwucpapm g.0.0.,
CnoBeHis; KOHTPO/Tb
cepii (isnyHi Ta
XiMiuHi MmeToam
KOHTposito): KPKA,
4.4n., Hoso mecrto,
CnoseHis
KOHTpO/b cepii
(hiznuHi Ta XiMiuHi
MEeTOAN KOHTPOSIO):
HN30X
(HauioHanbHi
naboparopisi 3a

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUNY - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkilt hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPIKEHOr0 BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikaTy BifNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2003-
078-Rev 12 (3atBepmxeHo: R1-CEP 2003-
078-Rev 10) ana A®l eHananpuny maneary
Bif, BXe 3aTBepAkeHoro Bupo6Huka Neuland
Laboratories Limited, India, Ta, ik Hacnigok,
agMmiHicTpaTvBHa 3MiHa agpecu BnacHuka CEP
y 3B’A3KyY i3 nepei3gom kopnopaTuBHOro odicy.
3MiHu | TMNy - 3MiHK Woao

3a
peyenmom

UA/4323/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

34paB'e, OKOJIE iH
XpaHo), CnoseHis

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) 3MiHM BHECEHO B TEKCT
MapKyBaHHS Ha NEPBUHHIN Ta BTOPWHHIiA
yNaKoBLlj, & came: YTOUYHEHHS BUKIaAeHHS
iHhopmawii Wwoao aatv TepMiHy NPpUMAATHOCTI,
KaTeropii BiANycKy Ta KOHKpeTM30BaHO
I0rOTUN BUPOBHMKA.

BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHNLTBA
roTOBOrO J1iKapCbKOro 3acoby (iHLi 3mMiHW) ANns
[o3yBaHHsa 5 mr, 10 mr Ta 20 Mr 3miHV BUMOT B
napameTpi in Process Control «Individual
weights»
3arsepoxeHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
0.170 g +5 % (0.162 g — 0.179 g)
3anponoHoBaHo: 3.2.P.3.4. Controls of critical
steps and intermediates Individual weights
18/20: 0.170 g +5 % (0.162 g — 0.179 g)
2/20: 0.170 g + 7.5 % (0.157 g — 0.183 g).
3miHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapcbKoro 3acoby (iHLUi 3MiHN) OHOB/IEHHSA
BXe 3aTBEPAKEHNX METO/iB KOHTPO/IO AKOCTI
N3, a came BUKNafeHHA TEKCTY AepXaBHO
MOBOIO 3iJHO Cy4aCHWNX BUMOT. Takox
BUMPAaB/IEHHA AEeSKNX TEXHIYHMX MOMUIOK Ta
He3HauHi KopekLuii onucy meTtogis, 6e3 3MiHU
aHaniTMYHUX MeTogiB. BBeeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,

LLIO BUKOPUCTOBYHOTLCA Y BUPOOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikaTy BifnNoBiAHOCTI
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

€Bponevicbkin hapmakonei R1-CEP 2003-
078-Rev 14 ana A®| eHananpuiy manearty Bif,
BXe 3aTBep/keHoro BnpobHuka Neuland
Laboratories Limited, India, Ta, sik Hacnigok
BMAA/IEHHSI BUPO6HMYOro MaingaHymky Unit-Il

139. | EHANPIN-H Tabnetku; no 10 [HxeHom IHAjs [hxeHom BioTek MMBT. IHAain BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/2731/01/01
Tabnetok y cTpuni; BioTtek MNBT. nro. 3MmiHu | TURYy - 3MiHK WoAao peyenmom
no 2 cTpunu y nTa. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
KapTOHHI/ KopoobLi BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX

npo cuctemy dapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOT
oco6w, BignoBiga/bHOI 3a 34iCHEHHSI
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapMakoHarniagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi.

[Litoua pepakuis: WnHkapeHko Mllogmuna
lOpiiBHa. MponoHoBaHa pefakuyis: BiniH CiHrx
Tomap. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT

0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
hapMakoHarnsa B YKpaiHi.

140. | EHAT 400 Kancynu m'ski no Mera TainaHg Mera NaiidpcalieHci3 TainaHg, BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionseae UA/9439/01/01
400 MO; no 10 NandcaiieHci3 Mabnik Komnawi 3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoToBUIA peyenma
Kancyn y 6nictepi; 3 Mabnik Nimiteq nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
6nictepu B Komnai TepMmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
KapTOHHI KOpooLi Nimiteq roTOBOrO MikapCbKoro 3acoby (36i1bLeHHs

TEepMiHy NpUAATHOCTI FOTOBOro NiKapCbKoro
3acoby) - 1519 Toprosoi ynakoBkun
(nigTBEPAKYETLCA AaHUMK peasibHOro Yacy)
36i/bLIEeHHS TEPMiHY NPUAATHOCTI NiKapCbKoro
3acoby 3 3 00 5 pokiB. 3MiHM BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby y po3gin "TepMiH

npugatHocTi".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
141. | EHAO®A/IbK | nopotuok ans Op. ®anbk HimeuuunH BignosiganbHuii 3a HimeuunHa BHECEHHSA 3MiH 10 peecTpaLiiiHuX maTepianis: 6e3 UA/4197/01/01
OpPa/IbHOTO PO3UUHY; dapma M'vbX a BMNYCK Cepiit 3MiHn | TUNy - 3MiHmn 3 aKocTi. CepTudiikaT peuyenma
no 55, 318 r KIHLLEeBOro NPOAYKTY: BignosigHoCTI/IE-cepTudpikar BignosigHoCTI
MOPOLLKY Y NakeTi; Op. ®ansk Papma €sponeiicbkiii hapmakonei/MoHorpadii.

no 6 makeTiB y 'M6X, HimevyumnHa; lMogaHHA HOBOrO abo OHOB/IEHOTO
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOpOO6Lii 3 KapTOHY Brpo6HMKM

[030BaHol hopmu,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
NosaH ®apma M'vbX,
HimeuuunHa;
Knoke ®apma-
Cepsic 'mbX,
HimeuuunHa;
BMPOGHMK
BiANOBIAaIbHUIA 3a
KOHTPO/b/BMNPOGYB
aHHs cepili:
BAB [HCTUTYT ririeHu
Ta 3abe3neyeHHs
AaKocTi FTM6X,
HimeuunHa

cepTudikaTa BiANOBIAHOCTI 260 BUIYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBwuii cepTudpikat Bif, HOBOro BUPOGHMKA
(3amiHa abo fonoBHEHHs) HoBWIA cepTUdIKT
BiANOBIgHOCTI EBponeiicbkoi Papmakonei: Ne
R1-CEP 2013-222-Rev 00 ans gitoyoi
peyoBuHM Makporon 3350 Big HOBOro
BMpo6Huka: Avesta Pharma Pvt. Ltd., India.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHU.
BunyyeHHs BUPOGHMYOI AinbHUL (BKIHOYAK0UN
AinbHUUi ana A®I, npomixXHOro npoAykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBefeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeeHHS KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHs BUpoOHUYOT
AiNbHULI AN aNbTepHATUBHOTO BTOPUHHOIO
nakyBaHHs — [p. ®anbk ®apma M6X,
HimeyumHa, B 3B'A3Ky 3 TVM, LLIO BUPOGHMYA
AinbHuus fp.®ansk ®apma M'véX,
HimeuuunHa . 3MiHu | TURY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapCcbkunii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHn, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [iNbHULI, Ha AKIA 34ICHI0ETLCS
KOHTpO/b/BMNpoGyBaHHSA cepii) JoaaBaHHs
BMPOGHMKaA BIAMNOBIAA/ILHOIO 3a
KOHTpO/b/BUNPOGYBaHHA cepiii: BAV Institute
for Hygiene and Quality Assurance GmbH,
Hanns-Martin-Schleyer-Str. 25 77656
Offenburg, Germany (BAB IHCTUTYT ririeHn Ta
3abe3neyeHHs sakocTi [M6X, XaHc-MapTiH-
Lneliep-LWTpacce, 25 77656 OchdheHbypr,
HimeuunHa) . 3miHun | Tuny - AgMiHicTpaTuBHi
3MiHW. BunyyeHHsi BUPO6HMYOI AinbHML
(Bkntovaroumn ginbHuULi ons A®l, NpoMixXHOro
npoaykTy abo rotToBoro NikapcbLKoro 3acooy,
AiNbHULI 4N NPOBEEHHA NaKyBaHHS,

BMPOGHKKA, BiANOBiAaNbHOIO 3a BUMYCK Cepi,

MicLie NpoBefEHHSI KOHTPOKO cepii) abo
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayveHo y 0Cbe) BunyyeHHs BUpO6HMKa
[030BaHOT hOpPMU, NEPBUHHE Ta BTOPVHHE
nakysaHHs - C.I.L.T. c.p.n. Cepsisio
IHTepHauionane, Itania(S.l1.1.T.s.r.l. Servizio
Internazionale, Italy). 3minu | TUnYy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyt MicLs NPOBaKEHHS
[iSNbHOCTI BUpObOHUKa/iMnopTepa roToBoro
NiKapcbkoro 3acoby, BKIoYauy AinbHuL
BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BUPOGHUK/iMNopTep, He
BK/1OYAKOUM BMMYCK cepiid) 3miHa agpecu
MiCLiAl NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA
[030BaHOT (hOpMU, NEPBUHHE, BTOPVHHE
nakyBaHHS Ta KOHTPO/Ib SKOCTI - JTozaH ®apma
M6X,HimeuunHa Ha OTTo-XaH LUTtpacce 13,
79395 HoeHbypr, HimeuunHa. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHMYOI AinbHUL (BK/THOYAKOUMN AiNbHUL
ans A®l, npomiXkHOro npoaykTy abo roToBoro
nikapcbKoro 3acoby, AinbHNLi ANs
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayYeHo y JOCbE)

Buny4yeHHss Akzo Nobel Salt A/S, [aHis . 3MiHu
| TMNy - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BigNoOBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKa - OHOBNEHUIA
cepTudikaT Bif BXe 3aTBEPAKEHOr0
Brpo6Huka A®I Clariant Produkte
(Deutschland) GmbH, Germany 3 R1-CEP
2002-180-Rev 03 go R1-CEP 2002-180-Rev
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
04.
142. | EH3UMTAN apaxe no 10 gpaxe bxeHom IHais [bkeHom BioTek IMBT. IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/10790/01/01
y cTpuni; no 10 Biotek MNBT. Nra. 3Minu | TURY - 3MiHn Woao peyenma
CTPUNIB y KAPTOHHIN nra. 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Kopo6ui; no 10 BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
Apaxe y cTpuni; no npo cuctemy thapmakoHarnsgy (BBefeHHS
1 ctpuny y y3ara/lbHeHUx JaHnx npo cuctemy
KapTOHHIA KOpooLi hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-dhaiina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHOT
0Cco6U 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag, B Ykpaii.
[Oitoua pepakuisn: WnHkapeHko Mlogmuna
lOpiiBHa. MponoHoBaHa pefakuyis: BiniH CiHrx
Tomap. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0ocobu 3as1BHUKa, BIANOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
143. | ENPAKAL TabneTku, BKpUTI bxy6inaHTt IHAja [bxy6inaHT IHAjA BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/15698/01/02
NNiBKOBOO [hxeHepikc [xeHepikc NimiTeq, 3MiHu | TMNYy - 3MiHK Woao peyenmom
o60n10HkKot0, No 10 Niviteq 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
mr, no 10 Tabnetok (iHWi 3MiHM) 3MiHW BHECEHO B TEKCT
B 6nicTepi; no 3 MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIi
6nictepu B ynakoBLji NikapcbKoro 3acoby, a came
KapTOHHIA Kopoo6Li YTOUYHEHHA BUKIaAeHHSA iHdhopMaLii Wwoao
[laTu BUrOTOBJIEHHS, HOMEPY cepii Ta Homepy
P, Homepy niyeHsii, geTanizauis TeXHIiYHOT
iHdhopmauii
144. | ENPAKAL TabneTku, BKPUTI [bxy6inaHTt IHAisA [bxy6inaHT IHAain BHECEHHSA 3MiH 10 peecTpavLiiiHuX maTepianis: 3a UA/15698/01/03
NNiBKOBOIO LbkeHepikc [xeHepikc NimiTeq, 3MiHu | TMNy - 3MiHK WoA0 peyenmom
060n0HKot0, No 15 Nimiteq 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
Mmr, no 10 TabneTok (iHLWi 3MiHM) 3MiHW BHECEHO B TEKCT
B GniicTepi; no 3 MapKyBaHHS1 Ha NEPBWHHIN Ta BTOPUHHIN
6nictepu B ynakoBLji NikapcbKoro 3acoby, a came
KapTOHHIA KOopooLi YTOUYHEHHSA BUKIaAEHHS iHdhopMaLii Wwoao
[laTn BUTOTOBJIEHHS, HOMEPY cepii Ta Homepy
PI, Homepy niueHsii, geTanizawis TeXHIYHOT
iHcpopmauii
145. | ENPAKAL TabneTku, BKpUTI [xy6inaHTt IHais [xy6inaHt IHais BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/15698/01/04
NNiBKOBOO LhxeHepikc [xeHepikc NimiTeq, 3MiHu | TUNYy - 3MiHK Woao peyenmom
060/10HKot0, No 20 Nimiteq 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy

Mr; no 10 TabneTok

(iHWi 3MiHM) 3MiHM BHECEHO B TEKCT
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
B 6nicTepi; no 3 MapKyBaHHS Ha NEPBUHHIA Ta BTOPUHHIi
6nictepu B ynakoBLii Nikapcbkoro 3acoby, a came
KapTOHHIA KopooLi YTOUYHEHHS BUKIaAEHHS iHGhopMaLii Wwoao
[aTn BUrOTOBJ/IEHHS, HOMEPY cepii Ta Homepy
PI, Homepy niueHsii, geTanizauis TeXHIYHOT
iHpopmauii
146. | ENMPAKAL TabneTkn, BKpUTI [bxy6inaHTt IHais [bxy6inaHt IHais BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/15698/01/01
NNiBKOBOO [hxeHepikc [xeHepikc NimiTeq, 3MiHu | TMnYy - 3MiHK Woao peyenmom
060/10HKOI0, N0 5 Mr, Nimiten 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
no 10 TabneTok B (iHWWIi 3MiHW) 3MiHM BHECEHO B TEKCT
6nictepi; no 3 MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIi
6nictepu B ynakoBLji fikapcbKoro 3acoby, a came
KapTOHHIA Kopoo6Li YTOYHEHHS BUKNaAEeHHS iHdhopmMaLii Wwoao
[aTn BUrOTOB/IEHHS, HOMEPY cepii Ta Homepy
P, Homepy niyeHsii, geTanizauis TeXHIYHOT
iHcbopmauii
147. | EPIAOH® PO34MH OpasibHUiA, 1 TOB "ACIHO YkpaiHa BMPOBHULTBO, Wopparis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16894/01/01
mr/mn no 30 My YKPAIHA" nakyBaHHs Ta Ipnangis 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenmom

donakoHi; no 1
donakoHy y
KOMMEeKTi 3
[103Y1040I0 MINETKOH0
B KapTOHHII naui

KOHTPO/b AKOCTI
nNiKapcbKoro 3acoby:
[ap Anb [asa
[leBenonveHT eHg,
IHBECTMEHT KO.
nta., Vopganis;
BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
36epiraHHs,
KOHTPO/Ib SIKOCTi Ta
BUNYCK Cepil:
LaHenb Megikan
AnnimiTeg Komnai,
Ipnangis; KOHTpo b
AKOCTI
(XimiuHi/i3nyHi
BUNPOOYBaHHA Ta
Mikpo6ionoriuHa
ymcrota
HecTepusibHOro
nikapcbKkoro
3acoby): Komnnit
Na6opaTtopi
ConywHs, lpnangis;
KOHTPO/Ib SKOCTI
(XiMiYHI/i3nyHiI,
aHaniTNYHI Ta
BMNPOBYBaHHSA

BignosigHocTI/lE-cepTudpikar BignosigHoCTI
€Bponeiicbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANoBiAHOCTI EBpoNeiichKiit
hapmakonei: gna Ad®l; gns suxigHoro
martepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoBigHOCTI E€Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2002-
151 - Rev 07 (3atBepgxeHo: R1-CEP 2002-
151 - Rev 06) gnsa A®| pucnepuioHy Bif, BXxe
3aTBepAKeHoro BMpo6Huka Jubilant Generics
Limited, India, siknii 3miHMB Ha3By Ha Jubilant
Pharmova Limited, India
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cTabinbHoCTI):
LWaHens a6,
ViopgaHis

148.

EPMYLUNH®

TBEpAi kancynu no
300 wmr; no 10
Kancyn y énictepi;
no 2 a6o no 6
6nicTepiB y kOpobLi
3 KapTOHY

YAB "MPA"

JInToBCbKa
Pecny6nik
a

EAMOHA ®APMA
C.P.N., ITanisa
(BUpPOGHMLTBO

Hepo3dacoBaHol
NPOAYKLIT, KOHTPO/Ib
Ta BUNYyCK cepiii);
NAMIN CAH
MPOCMEPO CIA,
ITania (nepsuHHe Ta
BTOPUHHE
nakyBaHHs)

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 AKkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikawi
Ta/abo [ONyCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIAHWIA/MPOMDKHMIA MpoAyKT/pearexT, LWwo
BUKOPWCTOBYIOTbCS y NpoLeci BUPobHMLTBA
AD| (BUNYyYEHHA HE3HAYHOrO NOKa3HMKa SKOCTI
(ranpvknag BUIyYeHHSs 3acTapinoro
nokasHuKa)) BUyYeHHs i3 cneynduikauii Ha
A®| napameTpa "Baxki metanu". 3MiHun | Tuny
- 3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
MeToAax BUnpobyBaHHS AD| abo BUXigHOro
mMartepiany/npomMibKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NMpOLeci BUpOOHMLTBA
A®| (BUNyYeHHs MeToAy BUNPObyBaHHA 415
Adl/peareHTy/NPOMIDKHOro NPoAyKTY, SKLLO
anbTepHaTUBHWI METOZ, BXE 3aTBEPLKEHNIA)
BUTYYEHHS TUTPUMETPUYHOTO MeToay
KiNIbKiICHOrO BM3HaueHHa ans Adl.
3aTtBepaKeHunii 6inbL cneuundiyHnii Tect
BEPX

3a
peyenmom

UA/14088/01/01

149.

EPMYUNH®

NOPOLLIOK A/1S
opasibHOI CycneHsii,
175 mr/5 mn; 1
chnakoH 3 NOPOLUKOM
3 MipHUM
KOHTEeliHepOM Y
KOpo6Li 3 KapTOHY

YAB "MPA"

JInToBCbKa
Pecny6nik
a

3ETA
GAPMALIEYTILY|
C.NA.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHn 3 aKkocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikai
Ta/abo [ONYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCS y NpoLeci BUPO6HMLTBA
A®| (BUYyYEHHS HE3HAYHOrO MOKA3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinoro
NnokKasHuka)) BUNy4YeHHs i3 cneuudikawii Ha
A®| napameTpa "Baxki metanu". 3minu | Tuny
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BuUxigHOro
marepiany/npomiKHOr0 NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLECi BUPOBHMLTBA
A®I| (BUNyYeHHss MeToay BUNPOBYBaHHA AN
Adl/peareHTy/npoMiXHOr0O NPOAYKTY, AKLLO
a/IbTEPHATUBHUIA METOZ, BXE 3aTBEPLKEHWI)
BUTYYEHHS TUTPUMETPUYHOTO MeToay
KiNIbKICHOrO BM3HaYeHHsA gns AdI.
3aTtBepaxeHuii 6inbL cneyudivHnii Tect
BEPX

3a
peyenmom

UA/14153/01/01

150.

EPOCUN

Tabnetkn no 100 wmr,

TOB

YKpaiHa

TOB

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis:

3a

He

UA/14556/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20

3acoby ynakoska) nocsioYeHHs1
no 1 aéo no 2 "ACTPA®APM "ACTPAGAPM" 3MmiHu | TURYy - 3MiHK Wopao peyenmom | nionsizae
Tabnetku y 6nictepi; " 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
no 1 6nictepy y 3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
KOpOO6Lii 3 KApTOHY; 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4n1s
no 4 TabneTkn y MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
6nictepi, no 1 a6o perynspHO OHOB/THOBAHOTO 3BiTY 3 6e3neku
no 2 6nictepu y nikapcbKoro 3acoby, abo focnimKeHb 3
KOpOOGLii 3 KAPTOHY 6e3nekn 3acTocyBaHHA NikapCbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamu
Ta iHWi BUAKY B3aemogiii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku ailyol
PEYOBYVHM.

151. | EPOCUN Tabnetku no 50 mr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/14556/01/01
no 1 a6o no 2 "ACTPA®APM "ACTPAGAPM" 3MiHu | TURY - 3MiHK Woao peyenmom | nionsizae
Tabnetku y 6nictepi; " 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
no 1 6nictepy y 3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
KOpOO6Lii 3 KApTOHY; 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
no 4 TabneTkn y MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
6nictepi, no 1 abo perynspHO OHOB/IHOBAHOTO 3BiTY 3 6e3neku
no 2 6nictepu y nikapcbKoro 3acoby, abo focnimKeHb 3
KopobLi 3 KapTOHY 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B

nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3acToCcyBaHHs NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi BUAW B3aeEMOZjin" BignoBigHo A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku ailyol
PEYOBYVHM.

152. | EPOTOH® Tabnetku no 100 mr MPAT YKpaiHa BiANOBIAa/IbHMI 3a YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/4652/01/02
no 1 a6o no 2, abo "®ITOPAPM" BMPOGHMLTBO, 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom | niosisieae
no 4 Tabnetkn y nepBuHHE, BTOPMHHE nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
6nictepi; no 1 nakyBaHHs, iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY
6nictepy B nauui 3 KOHTPO/b Ta BUMYCK cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
KapToHy; no 4 cepil: nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
Tabnetkv y 6nictepi; MPAT BMPO6HMKA, L0 BiANOBIAAE 3@ BBE3EHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 2 6nictepu B "OITOPAPM", Ta/abo BMnyckK cepii) - He BkItoyaroun
naJi 3 KapToHy YkpaiHa,; KOHTPONb/BUNPOGYBAHHSA Cepil - BBEAEHHS
BiANOBIAabHUIA 38 [04aTKOBOT BUPOGHMYOT AinbHuui NMPAT
BMPOGHMLTBO, «®ITOPAPM», BignosiganbHoOT 3a BUMYCK
nepBUHHe, BTOPUHHE cepii, He BK/I0Ya0UN KOHTPO/Ib/BUNPOBYBaHHS
nakyBaHHs, cepii 3a agpecoto: YkpaiHa, 08303, Kuiscbka
KOHTPO/b AKOCTI: 061., M. Bopucnine, Byn. Yymaubka, 17.
TOB "AcTpadapm”, BHECEHO B IHCTPYKL0 AN MegnuyHoro
YkpaiHa,; 3acToCcyBaHHA NikapcbKoro 3acoby y po3aimn
BiANOBiAa/IbHMI 32 "Bmpo6HuK", "MicLe3HaxomkeHHs BUPOGHMKa
BUPOGHMLITBO, Ta lioro agpecy Micus NpoBaKeHHS
nepBuHHE, BTOPUHHE [AISNBbHOCTI" 3 MOX/MBICTIO APYKYBaTV OKPEMi
nakyBaHHs, IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHS
KOHTPO/b AKOCTI: nikapcbKoro 3acoby AN BignoBiAHNX
MAT "BiTamiHn", BMPOGHMKIB Ta 5K HAC/iAOK NosiBa TEKCTY
YkpaiHa; MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
BiAnoBiaanbHMi 3a 0151 ,04aTKOBOro BUPOGHMKa. BBeeHHs 3MiH
BMPOGHMLITBO, NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
nepBUHHE,BTOPUHHE
nakyBaHHs,
KOHTPONb AKOCTI:
AT "ly6Hndhapm",
YkpaiHa,;
BiANOBIAabHUIA 3a
BUMYCK cepii, He
BK/IHOHAK0UMN
KOHTPO/b/BUNPOGYB
aHHsA cepii:
MPAT
"OITOPAPM",
YkpaiHa
153. | EPOTOH® Tabnetkn no 50 mr MPAT YKpaiHa BiANOBIAa/IbHMI 3a YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/4652/01/01
no 1 a6o no 2, a6o "OITOGAPM" BMPOGHMLTBO, 3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom | nionsizae
no 4 Tabnetkn y nepBuHHE, BTOPUHHE nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
6nictepi; no 1 nakyBaHHs, iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY
6nictepy B navui 3 KOHTPO/b Ta BUMYCK cepil Ta KOHTPO/I0 AKOCTi FOTOBOrO
KapToHy; no 4 cepit: nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
Tabnetku y 6nictepi; MPAT BMPOOHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
no 2 6nictepu B "OITOPAPM", Ta/abo BMMNyckK cepii) - He BkItoyaroun
naJui 3 KapToHy YkpaiHa,; KOHTPONb/BUNPOGYBAHHSA Cepil - BBEAEHHS
BiAnoBigaNbHWI 3a [04aTKOBOT BUPOGHMYOT AinbHuui NMPAT
BMPOGHMLTBO, «®ITOPAPM», BignosigansHoOT 3a BUMYCK
nepBUHHE, BTOPUHHE cepii, He BKIIOYAOYN KOHTPO/Ib/BUNPOBYBaHHS
nakyBaHHs, cepii 3a agpecoto: YkpaiHa, 08303, Kuiscbka

KOHTPO/b SIKOCTI:
TOB "AcTpadapm”,
YKpaiHa,

061., M. Bopucnine, Byn. Yymaubka, 17.
BHECEHO B iHCTPYKLt0 AN151 MEAUYHOTO
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ginu




164

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBiAa/IbHWIA 3a "Bmpo6HuMK", "MicLe3HaxomKeHHs BUPOGHMKa
BUPOGHMLITBO, Ta lioro agpecy Micus NPoBaKeHHS
nepBuHHE, BTOPUHHE AISNBbHOCTI" 3 MOX/MBICTIO APYKYBaTV OKPEMi
nakyBaHHs, IHCTPYKUT 4719 MeANYHOro 3acToCyBaHHS
KOHTPO/b AKOCTI: nikapcbKoro 3acoby AN BigNoBiAHNX
MAT "BiTamiHn", BMPOGHWKIB Ta SIK HAC/iOK NosiBa TEKCTY
YkpaiHa; MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
BiANOBIAaIbHUIA 38 NS 40AAaTKOBOrO BUPO6HMKA. BBEAEHHSA 3MiH
BMPOGHULTBO, NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMKEHHS.
nepBUHHE,BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
AT "ly6Hnchapm",
YkpaiHa,;
BiANOBIAabHUIA 38
BUMYCK cepii, He
BK/IHOHAK0UMN
KOHTPO/Nb/BUNPOGYB
aHHsA cepii:
MPAT
"OITOPAPM",
YkpaiHa
154. | EPOLUENTWH- | necapii no 18,9 mr TOBAPUCTB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/14003/01/01
®APMEKC no 5 necapiiB y 03 reyn" 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka peyenmom
6nictepi; no 1 a6o 2 OBMEXXEHO peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
6nictepu B nayui ,0) MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
KapTOHHIi BIANOBIAAN NpPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIXKEHHS;
bHICTHO 3MiHu | TMnYy - 3MiHK Woao
«KOPTIOPALLI 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
A BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnx
«3[00POB’'A»

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag, [irovya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepfakuisn: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHWX
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HoMepa macTep-cthaiina cuctemu
thapmakoHarnsgy
155. | ECTPAMOH nnacTtup CaHpo3 CnoseHis Bupo6bHMLTBO 3a HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5035/01/01
50 TpaHcAepMasibHWiA, PapmachbloTika MOBHUM LMK/TOM: 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom
50 mkr/po6a; no 1 n3 a.a. lekcan Al, nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
nnactupy B HimeuunHa,; iMnopTepa/3MiHu, L0 CTOCYOTLCS BUMYCKY
nakeTuky; no 6 KOHTPO/b AKOCTI: cepil Ta KOHTPO/HO AKOCTi FOTOBOrO
nakeTuKiB y Cantotac ®apma nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
KapTOHHIA KOpooLi 'M6X, HimeuuunHa; [iNbHULI, Ha 5K 3AiCHI0ETLCA
KOHTPO/b AKOCTI: KOHTpONb/BMNpo6YyBaHHSA cepii) [logaBaHHA
AEPO®APM 'm6X, BMPOGHMWKA BifNoBifaIbHOT0O 3a KOHTPO/b
HimeuunHa SAKOCTI:
Cantotac ®apma N'mb6X (OTT0-BOH-I"tOpIKeE-
Annee 1, 39179, bapnebeH, CakcoHis-
AHxanbT, HimeuunHa) / Salutas Pharma GmbH
(Otto-von-Guericke-Allee 1, Barleben, Saxony-
Anhalt, 39179, Germany). 3miHu | TRy - 3MiHK
3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
A0AaBaHHA AiNIbHULI, Ha K 34JCHI0ETbCA
KOHTpOnb/BMNpoGyBaHHSA cepii) JoaaBaHHSA
BMPOGHMKa BiANOBIAA/ILHOIO 38 KOHTPO/1b
akocTi: AEPO®APM Mv6X (PpaHcya-
MitTepaH-Annee 1, mikpopaiioH Pyaonbcnapk,
Pyponbwraar, TiopiHrisa, 07407, HimeuyuunHa) /
AEROPHARM GmbH (Francois-Mitterand-
Allee 1, Wohngebiet Rudolspark, Rudolstadt,
Thuringia, 07407, Germany).
156. | ECTPOXE/Ib | renb gnsi MicL,eBoro beseH Benbris BupobHuyTBo, Benbrisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/4120/01/01
3acTocyBaHHs, 0,6 Xenckea CA nepBuHHE Ta PpaHuis 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom | niosisieae
mr/r,no 80ry BTOPWHHE nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
hnakoHi 3 nakyBaHHS, BUMYCK 3amiHa abo BBeAEHHS [0AATKOBOI AibHUL,
[03yH04MM cepii Ta BMPOGHMLITBA A/15 YaCTUHU abo BCbOro
npucTpoem; no 1 BUNPOBYBaHHA BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
chnakoHy B KOHTPO/IHO AKOCTI 3aco6y (AinbHMLA, Ha Sk NpoBOAATLCS Oy ab-

KapTOHHIA Kopoo6Li

cepii (XimiyHi Ta
i3nYHI
BUNPOBYBaHHSA):
BeseH
MeHbloghekuypiHr
Benpxiym, Benbris;
Brpo6HMUTBO,
nepBuHHE Ta
BTOPUHHE

AKi BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIIO AKOCTi, NEePBMHHOTO Ta
BTOPUHHOTIO NakyBaHHS, 418 HECTEPUSTbHUX
nikapcbknx 3acobiB) BBegeHHA JoaaTkoBol
OiNbHUL BUPOBHMLITBA Y SKOCTI BUPOBHMKA
HecTepw/IbHOT Npoaykuii Jlabopatopii beseH
IHTepHewHN 13 pto Mep'e MoHpyx, 92120,
®paHuis LABORATOIRES BESINS
INTERNATIONAL 13 rue Perier,
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nakyBaHHS, BUNYCK
cepii Ta
BUNPOBYBaHHA
KOHTPOJTHO AKOCTI
cepii (ximiyHi Ta
i3nYHi
BMNPOBYBaHHS):
Nab6opaTopii beseH
IHTepHeLHN,
dpaHuis;
BunpobyBaHHs
KOHTPOJI0 SIKOCTI
cepii
(mikpo6ionoriyHi
BUNPOBYBaHHSA):
Kyani Kyani
KoHTpon, ®paHuis

MONTROUGE,92120, France fo Bxe
3apecTpoBaHoi BUPOGHMYOI AinbHULi BeseH
MeHbtogekuypiHr Bengxiym, benbris, ska
3a/IMIAETLCSA 3 YTOUHEHHAM (DYHKLIA
(BMPOBHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK cepii Ta BUNpo6yBaHHsA
KOHTPO/II0 AKOCTI cepii (XiMiuHi Ta goi3nyHi
BUNPO6YBaHHSA) BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpO6HMLTBI. 3amiHa abo BBeeHHS
[04aTKOBOIT AiNbHULI BUPOGHMLTBA ANs
4acTHY abo BCbOro BUPOBHNYOro npouecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
NepBMHHOTO NakyBaHHA) BBegeHHs AinbHULUA
A5 NEPBMHHOIO NakyBaHHs Jlaboparopii
BeseH IHTepHelwHn 13 pto Mep'e MoHpYX,
92120, dpaHuis LABORATOIRES BESINS
INTERNATIONAL 13 rue Perier,
MONTROUGE,92120, France o Bxe
3apeecTpoBaHOi BUPOOHUYOT AinbHULI BeseH
MeHbtodhekuypiHr Bengxiym, Benbris, sika
3a/IMIAETLCS 3 YTOYHEHHAM (DYHKLLiA
(BMPOGHULTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepii Ta BUNpo6yBaHHSA
KOHTPOJIO SAIKOCTIi cepil (XIMiYHi Ta Qi3uyHI
BUNpo6yBaHHA) BBeeHHs 3MiH NpoTsarom 6-Tu
MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA AN
4acTVHM abo BCbOro BUPOBHNYOro npouecy
roTOBOrO /1iKapCbKoro 3acoby (AinbHUUA AnA
BTOPVHHOTO NakKyBaHHA) BBefeHHs finbHNUA
[N BTOPMHHOIO NakyBaHHs Jlabopartopii
BeseH IHTepHeluHN 13 pto MNep'e MoHPYX,
92120, dpaHuia LABORATOIRES BESINS
INTERNATIONAL 13 rue Perier,
MONTROUGE, 92120, France fjo Bxe
3apeecTpoBaHoi BUPO6HUYOI AinbHULi BeseH
MeHbloghekuypiHr Benmxiym, benbris, aka
3/IMLIAETLCA 3 YTOUHEHHAM OYHKLl
(BMPOGHNLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii Ta BUNpoGyBaHHSA
KOHTPO/IO AKOCTI cepii (XiMiuHi Ta gi3nyHi
BMNpo6yBaHHA) BBeAeHHs 3MiH NpoTsAroM 6-u
MicsILiB Micns 3aTBepKEHHS. 3MiHun | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA NikapcbKuii 3aci6.
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3MiHU y BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYOTbCA BUMYCKY Cepil Ta KOHTPO0
SIKOCTi rOTOBOrO MikapCbKoro 3acoby (3amiHa
abo gopaBaHHS BUPOOHUKA, LLO Bignosigae 3a
BBE3EHHA Ta/abo BMNycK cepii) - Bkioyaroun
KOHTpONb/BMNPOGYBaHHSA cepii - logaBaHHA
BMPOGHMKA, L0 BiANOBIAa€E 3a BUMYCK cepii
'N3 Nabopartopii be3eH IHTepHewwHN 13 pto
Mep'e MoHpyx, 92120, ®paHuis
LABORATOIRES BESINS INTERNATIONAL
13 rue Perier, MONTROUGE, 92120, France
[0 BXe 3apeeCTpoBaHOi BUPOOHNYOT AiNbHULY,
Be3eH MeHbtodhekuypiHr Benmxiym, Benbris,
AKa 3aULWAETLCA 3 YTOUHEHHAM hYHKLil
(BMPOGHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepii Ta BUNpo6yBaHHSA
KOHTPOJIO SAAKOCTI cepil (XIMiYHi Ta Qi3nyHI
BMUNPo6yBaHHSA). 3MiHN BHECEHI B PO34inu
"Brpo6HuK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLA NpoBaKeHHS
oro AisnbHOCTI" B iIHCTPYKLiH0 AN18 MELUYHOrO
3aCTOCyBaHHS Nikapcbkoro 3acoby y 3B'A3Ky 3
BBEEHHAM [04aTKOBOI BUPOOHWNYOT AiNbHULL,
AK HACNIAOK - 3aTBEPIKEHHS TEKCTY
MapKyBaHHS YNakoBKv A4/18 [0A4ATKOBOT
BMPOBOHUYOT AiNbHULI. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BK/IKoYatoun gianasoH po3mipy
cepil) roToBOro NikapCcbKoro 3acoby
(36inbLueHHsA Ao 10 pasiB NOpPiBHAHO i3
3aTBEPAXEHMM po3Mipom) 36inbLUEHHS
po3mipy cepii y 3B’A3Ky i3 BBEAEHHAM
BMpobHuka LABORATOIRES BESINS
INTERNATIONAL The batch sizes are 1,320
kg (corresponding to aprox. 13,000 canisters
of 80g) fitoua pegakuis Besins Manufacturing
Belgium:

The batch sizes are 1,000 kg (corresponding
to 10,850 canisters of 80g) or 1,300
kg(corresponding to 13,000 canisters of 80g)
lMponoHoBaHa pepakuis Besins Manufacturing
Belgium:

The batch sizes are 1,000 kg (corresponding
to 10,850 canisters of 80g) or 1,300 kg
(corresponding to 13,000 canisters of 80g)
LABORATOIRES BESINS INTERNATIONAL
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The batch sizes are 1,320 kg (corresponding
to aprox. 13,000 canisters of 80g)
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY
cepii Ta KOHTPOO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
[iNbHULI, Ha 5K 3[iCHI0ETLCA
KOHTPONb/BUNPOGYBaHHSA cepil)
JlofaBaHHs AinbHWLI, Ha SKilA 30INCHIOETLCS
KOHTPONb cepil (MiKpOGioNorivHi
BunpobysaHHs) Kyani KoHTpon 9 pio ®paHcoic
TprocbcpayT, Mepy, 60110, PpaHuis, Quali
Controle 9 rue Francois Truffaut, Meru, 60110,
France gns nikapcbkoro 3acoby, Lo
BMPOH6NSETLCA BUPOOHUKOM BeseH
MeHblodhekuypiHr Benmkiym, benbria Ta
Na6opaTopii be3eH IHTepHeLwHN, PpaHLis.
3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
rOTOBOrO JIiKapCbKOro 3acoby (BU/TyYeHHs
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta
cMak, abo iaeHTudikaLis 6apBHUKIB Um
CMakoBWx f06aBok)) BuganeHHs n. «Konip».
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
rOTOBOrO JIiKapCbKOro 3acoby (BU/TyYeHHs
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta
cMak, abo iaeHTudikaLis 6apBHUKIB Um
CMakoBux f06aBok)) BunyueHo n.
OpHopigHicTb macu ao3u (EP 2.9.27). 3MmiHn |
UMy - 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii
3aci6. KOHTPO/1b FOTOBOr0 NiKapcbKoro 3acooy.
3miHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOT0 NiKapCbKoro
3aco6y (foNoBHEHHs cneuudikaLii HOBUM
MOKa3HWKOM 3 BifNOBIAHUM METOA0M
BMNPO6YBaHHA) JONOBHEHHSA cneuudikauit
HOBMM MOKA3HVKOM 3 BiANOBIAHUM METOA0M
BMNPOGYyBaHHA «OAHOPIAHICTb A030BaHNX
0AMHULb (PO3paxyHKOBO-BaroBUM METOA0M)»
(EP 2.9.40)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYyBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BKNHOYaKOUM 3aMiHy abo [JONOBHEHHS))
[JlonoBHEHHSA Ha TepMiH NpMAAaTHOCTI N.
«KinbKiCTb NpuaaTHWUX 403, WO BUYYEHI 3i
chnakoHa» (EP 2.9.27), HasBHWIA TecT Ha
BMnNycK. 3MiHu | TMny - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nNikapcbKoro 3acoby (iHLi 3MiHK) 3miHa MOBU
BUKNAAEeHHA MeTo/iB KOHTPO/IO AKOCTI
nikapcbKoro 3acoby 3 pociiicbKoi Ha
yKpaiHCbKy. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW)

OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (n. 8, 12, 13, 17).
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MmeToAax BMnpobyBaHb
(BKNHOYAKOUM 3aMiHY ab0 [JOMOBHEHHS))
[lonoBHEHHA Ha TePMIH NpuAaTHOCTI M.
«CepegHsl Maca fo3u (20 go3s)» (EP 2.9.27)
ONA 3aTBepI)KeHOro BUpobHuka beseH
MeHbtodhekuypiHr Bengxiym , benbris,
HasBHWI TeCT Ha BUNycK BeefeHHsA 3MiH
NPOTArom 6-Tv MicALIB NiC/1A 3aTBEPAXKEHHS.

157.

ETOMNO3WS-
M

KOHL,eHTparT ans
pO34nHy Ans
iHcpysiiA, 20 mr/mn;
no 2,5 mn (50 wr),
a6o 5 mn (100 wmr),
a60 10 mn (200 mr)
y hnakoHi; no 1
chnakoHy B KOpOOLi

Mini Xenckepe
Nimiteq

Benvka
BputaHis

BeHnyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHI A0 IHCTPYKLIi 418 MeAnyHOro

3a
peyermom

He
nionsieae

UA/6439/01/01
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3acoby ynakoska) nocsioYeHHs1
3acTocyBaHHS NiKapCbKoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "Mo6iuHi
peakuii" BignoBigHO 4O OHOBNEHOT iHhopMaLi
3 6e3neku Aitoyoi pe4yoBuHU. BBeaeHHS 3MiH
NPOTArom 6-TM MiCALIB Nic/a 3aTBepAKEHHSA
158. | XXEBTAHA® KOHUEHTpaT ans TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/11582/01/01
po34unHy ons ABEHTIC [Loiliunang Mo X 3MmiHu | TURYy - 3MiHK WoAao peyenmom
iHcpysiid, 60 Mry 1,5 YkpaiHa" 6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
M no 1,5 mn (iHLWi 3MiHM) 3MiHW BHECEHI B TEKCT
KOHLieHTpaty y MapKyBaHHS NepBUHHOT YNaKoBKM /liKapCbKOro
oNakoHi y KOMMIeKTi 3acoby y n. 6. «IHWE». BBeieHHA 3MiH
3 PO3YMHHMKOM MO MPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPKEHHS
4,5 mn (eTaHon 96
%-13 % (m/m), BOOA
ONA iH'eKUin) y
chnakoHi; no 1
donakoHy
KOHUeHTpaTy Ta 1
chnakoHy
PO34MHHVKA B
KapTOHHI/ KopoobLi
159. | 3INENOP® NbOASAHWUKN 3i AT "dapmak” YkpaiHa BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/18556/01/01
CMaKoM SIMMOHY Mo roToBOI NpoAyKLii, Leiiapis 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA peyenma
3,0 mr BWMYCK Cepii, nikapcbknii 3aci6. 3MiHN Yy BUPOGHULTBI. 3MiHa
no 10 a6o 12 NnepBUHHE | po3Mipy cepil (Bk/1to4atoun gianaszoH po3mipy
NbOASHUKIB Y BTOPWHHE cepii) roToBOro nikapcbLKoro 3acoby
6nictepi; no 1, 2 abo nakyBaHHs: (36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3 6nictepu y navui noasrc 3aTBepXeHVM PO3MipOM) BBEAEHHSA
DPAPMACBIOTUKAN [04aTKoBOro po3mipy cepii 5,026 kr B
3 C.J1., IcnaHis [OMNOBHEHHSA [0 BXE 3aTBEPL)KEHOr0 po3Mipy
BVPOGHMLTBO 1,206 kr gns BupobHuka N3 AP. MEA,.

roToBOI NpoAyKLii,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
JP. MEA,
AYONEPMAYP Al,
LLiBeiiuapis
KOHTPO/b cepil,
BUWMYCK Cepiii:
IHOAPMEA[, C.11.,
Icnanis
KOHTPO/b Cepiii:
NABOPATOPIO
EYIBAPHE, C.A,,
Icnanisa
KOHTPO/b Cepili:
KIMOC C./1., IcnaHis

AYONEPMAYP AT, Lseiiyapis.




171

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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160. | 3INEMOP® NbOASAHUKN 3i AT "dapmak” YkpaiHa BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/18683/01/01
CMakoM Megy Ta roToBOI NpoAyKLii, LseiiLapis 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
anesibcuHy no 3,0 mr BUMNYCK Cepii, NiKapcbknii 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHa
no 10 a6o 12 nepBUHHE i po3mipy cepii (BkoUaroun gianasoH po3mipy
NbOASHVKIB Y BTOPWHHE cepii) roToBOro nikapcbKoro 3acoby
6nictepi; no 1, 2 abo nakyBaHHs: (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3
3 6nictepu y nauui no3si'c 3aTBEPKEHUM PO3MIPOM) BBELAEHHS
DPAPMACBIOTUKAN nofaTkoBoro po3mipy cepii 5,011 kr B
3 C.J1., IcnaHis [OMNOBHEHHA [0 BXE 3aTBEPL)KEHOr0 po3Mipy
BVPOGHMLTBO 1,203 kr gns BupobHuka N3 AP. MEA,.
roToBOI NpoAyKuii, AYOONEPMAYP AT, Lseiiyapis.
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
OP. MEA,
AYOLNEPMAYP ATl,
LLiBeiiuapis
KOHTPO/b Cepild,
BUWMYCK Cepiii:
IHPAPMEAL, C.11.,
Icnanis
KOHTPO/b Cepiii:
NNTABOPATOPIO
EYIBAPHE, C.A,,
IcnaHis
KOHTPO/b Cepili:
KIMOC C.J1,, IcnaHis
161. | 3O0/1APPEH TabneTku, BKpUTI AT "Apamvep, Monblia BMPOGHMK "in bulk", Monbwa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/2604/01/01
060/10HKOI0, M0 5 Mr; dapma" NepBMHHOrIO Ta 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom

no 30 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI/ KopoobLi

BTOPUHHOTO
nakysaHHsa: AT
"Apjamves dapma”,
MNonbLya; KOHTPOsIb
SKOCTI, [03Bi/T HA
BMnyck cepii: AT
"Apaveq ®apma”,
Monbia

BignosigHocTi/lE-cepTudikar BignosigHocTi
€Bponelicbkiii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a60 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomiKHOro NPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHoBEeHWIA cepTUdikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - OHOB/IEHUI
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMpo6HUKa ana A®l (3aTBepmkeHo: Jubilant
Generics Limited, India RO-CEP 2011- 030 -
Rev 01, 3anponoHoBaHo: Jubilant Generics
Limited, India RO-CEP 2011- 030 - Rev 02).
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
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€Bponelicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWIA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKa - OHOBNEHUIA
cepTuqikaT Bif yXe 3aTBepaKeHoro
BMpo6HUKa ana A®l (3aTBepmkeHo: Jubilant
Generics Limited, India RO - CEP 2011- 030 -
Rev 02, 3anponoHoBaHo: Jubilant Generics
Limited, India R1- CEP 2011- 030 — Rev 00).
3MiHu | TUNYy - 3MiHKM 3 AKkocTi. A®l. KOHTpob
A®Il. 3miHa y meTofdax BunpobysaHHsA Ad| abo
BVIXiJHOTO Matepiany/MpoMixXHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUMPOGyBaHHSA (BK/THOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) 3MiHa
obnafHaHHA 419 MeToAy BU3HAYEHHA PO3Mipy
yacTuHok A®I Big BpobHuKa Jubilant
Generics Limited, India (meTog nasepHoi
avdppakuii). 3miHn | Tuny - 3MiHK 3 sKocTi. AdL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY AOCbe cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IHOYAE Mepiof, MOBTOPHOTO BMMPOGYBaHHS)
(nepiog noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36inbLUeHHS abo BBEAEHHS
nepiogy NOBTOPHOr0O BMNpOGyBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOC/iHKEHb
y peasibHOMY Yaci - BBEA,eHHs nepiogy
NMOBTOPHOroO BUNpo6yBaHHA ans Ad|
OniHzaniny - 24 micsii ans BUpobHMKa
Jubilant Generics Limited, India

162.

30/1A®PEH

TabneTkn, BKpUTI
060/10HKO0, N0 10
mr; no 30 TabneTok
y 6nicTepi; no 1
6nictepy y

KapTOHHI/ Kopoobui

AT "Apavep
dapma”

Monba

BMPOGHMK "in bulk",
NepBUHHOIO Ta
BTOPUHHOTO
nakysaHHsa: AT
"Apjamves dapma”,
MNonbla; KOHTPOJsIb

MonbLa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBIEHOTO
cepTuguikaTa BignoBigHOCTi ab0 BUIYYEHHS

3a
peyenmom

UA/2604/01/02
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Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

SIKOCTi, [03BI/T HA

BMNyck cepii: AT

"Apamves dPapma”,
Monbia

cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - OHOB/IEHUI
cepTuqikaT Bif yXe 3aTBepaKeHoro
BMpo6HUKa ana A®l (3aTBepmkeHo: Jubilant
Generics Limited, India RO-CEP 2011- 030 -
Rev 01, 3anponoHoBaHo: Jubilant Generics
Limited, India RO-CEP 2011- 030 - Rev 02).
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BigNoOBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUKa - OHOBNEHUIA
cepTuaikaT Bif yXe 3aTBepaKeHoro
BMpo6HUKa ana A®l (3aTBepmkeHo: Jubilant
Generics Limited, India RO - CEP 2011- 030 -
Rev 02, 3anponoHoBaHo: Jubilant Generics
Limited, India R1- CEP 2011- 030 — Rev 00).
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®Il. 3miHa y meTofdax BunpobysaHHsA Adl abo
BVIXiHOTO Marepiany/MpoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUMPOGyBaHHSA (BK/IHOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BUXIAHOIO/NPOMIXHOr0 NPOAYKTY) 3MiHa
obnafHaHHA 419 MeToAy BU3HAYEHHA PO3Mipy
yacTuHok A®I Big BUpobHuKa Jubilant
Generics Limited, India (meTog nasepHoi
avdppakuii). 3miHn | Tuny - 3MiHK 3 sKocTi. AdL.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNPOGYBaHb/Nepiogy 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY A0Cbe cepTudikaTa
BifiNOBIAHOCTI €Bponelicbkiii dhapmakonel, Lo
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BK/IHOYAE Mepiof, MOBTOPHOTO BMMPOGYBaHHS)
(nepiog noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36inbLUeHHs abo BBEAEHHS
nepiogy NOBTOPHOrO BMNpOGyBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/iKEHb
y peasibHOMy Yaci - BBEf,eHHs nepiogy
NMOBTOPHOrO BUNpo6yBaHHA ans Ad|
OniHzaniny - 24 micsii ans BUpobHMKa
Jubilant Generics Limited, India
163. | IBAHAPOHO PO34UH OS5 iH'EKLIN, TOBAPUCTB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/15955/02/01
BA KUCNOTA | 1 mr/mnno3mns 03 reyn 3miHa 3anBHuka /13 (MIBI) (BnacHuka peyenmom
- ®APMEKC nonepegHs0 OBMEXEHO peecTpavuinHoro noceigveHHs) (3rigHO Hakasy
HarnoBHEHOMY 10] MO3 Big 23.07.2015 Ne 460). BBeaeHHS 3MiH
wnpuyi; no 1 BIANOBIAAN NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS.
nonepeaHL0 bHICTHO 3MiHu | TMNYy - 3MiHK Woa0
HarnoBHEHOMY «KOPMOPALII 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
LUMPUMLY B KOMNIEKTI A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
3 rO/IKOI0 B «300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHS
KOHTYpHilA y3ara/lbHeHUX JaHnx npo cuctemy
YapyHKOBIl hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOl
ynakosui; no 1 oco6u, BiANOBIAAUTbHOI 3a 3A4IICHEHHS
KOHTYPHIl hapmakoHarnsgy; KOHTakTHoi ocobu 3
YapyHKOBIll ynakoBLi (hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
B NauLj 3 KapToHy hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXXEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pepakuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa.3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
HOMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy.
164. | IBAHAPOHO KOHLeHTpaT Ans TOBAPUCTB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/15955/01/01
BA KUCNOTA | po3uuHy ans 03 reyn 3miHa 3anBHuka /13 (MIBI) (BnacHuka peyenmom
- ®DAPMEKC iHcpysiiA, 1 mr/mn no OBMEXXEHO peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
6 mMn y dpnakoHi; no o MO3 Big 23.07.2015 Ne 460). BeBefeHHS 3MiH
1 chnakoHy B nauyu,i 3 BIAMOBIOAN NPOTArom 6-Tu MiCALIB NiC/1A 3aTBEPIXKEHHS.
KapToHy bHICTHO 3MiHu | TMNYy - 3MiHK Woao
«KOPTIOPALLI 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
A BBegieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
«300POB’A»

npo cucTemy chapmakoHarnsay (BBeAaeHHs

y3ara/lbHeHUX flaHKX Mpo cucTemy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHol
oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4715 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag. [iroya
pepaxkuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuia: MNaHosa OnexHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
HoMepa macTep-thaiina cuctemu
dhapmakoHarnsgy.

165.

IBYNPO®EH

TabneTku, BKPUTI
060/10HKOI0, M0 200
mr

no 10 TabneTtok y
6nicTepi; no 1 abo 3,
abo 5 6nictepiB y
naJui 3 KapToHy

AT
"BITAMIHN"

YKpaiHa

AT "BITAMIHN"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECeHO A0 [HCTPYKLUiT Ana MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"Ocob6nmBocCTi 3acTocyBaHHSA", "MMo6iuHi
peaxuii”, a Takox 0 KOPOTKOT XapaKTepuUcTUKM
00 po3ainis "Oco6/mBi 3aCTEPEXEHHS Ta
3anobixHi 3axoaun Npu 3acTocyBaHHi", "To6iYHi
peakuii” woao 6e3nekn 3acTocyBaHHA Aitoyoi
peyoBnHM iBYNpPOodIeH BifnoBigHO A0
pekomeHpauii PRAC. BBeeHHS 3MiH
NpOTAroM 3-x MicsiLiB NiCNA 3aTBEPKEHHS.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) 3MiHM BHECEeHO [0 IHCTpyKLUil Ans
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acooby,

6e3
peuyenma

nionsiea
€

UA/8817/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
a TakKoX [0 KOPOTKOI XapakTepUcTVKn [0
po3ainy "Mo6ivHi peakuil™ Woao 3BiTyBaHHSA
npo no6ivHi peakLii. BBeAEHHA 3MiH NPOTArOM
3-X MicsILiB nicnsl 3aTBEPAKEHHS
166. | IBYNMPO®EH TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsieae UA/7108/01/01
06010HKOt0, N0 200 "TexHonor" 3Minu | TURY - 3MiHn Woao peyenma
mr, no 10 Tabnetok 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
y 6nictepax; no 10 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
Tabnetok y 6nictepi; 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
no 5 6nictepiB y MeJMYHOro 3aCTOCYBaHHs Ha nigcTasi
nauti 3 KapToHy; No perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
10 TabneTok y nikapcbKoro 3acoby, abo focnifKeHb 3
6nictepi; no 90 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
6nicTepiB y kOpobLi nicnsipeecTpadiiHuii nepiog, abo sk
3 KapTOHY pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
[0 po3ginis "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHbopMmaLii 3 6e3neku Ajtyoi pevyoBUHN
ibynpodoeHy 3rigHo 3 pekomeHgauismm PRAC.
TepmiH BBeAieHHS 3MiH - NPOTArom 6 Micauis
nicns 3aTBepKeHHs
167. | IBYNPO®EH- | Tabnetkn no 200 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/2350/01/01
AAPHMNLUA no 10 Tabnetok y "hapmaueBTu "®apmaueBTNYHa 3MiHu | TUNYy - 3MiHKM 3 aKocTi. CepTudikaT peyenma
KOHTYPHIl yHa chipma hipma "OapHuus" BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI
YapyHKOBI "AapHuus” €Bponelicbkii hapmakonei/MmoHorpadii.
ynakosLi; no 1, no 2 MogaHHA HOBOro abo OHOB/IEHOTO
a60 Mo 5 KOHTYpPHUX cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
YapyHKOBUX cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
ynakoBOK y nauyu thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
0151 [OMOMDKHOT peqoBUHM (cepTudiikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHni cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2004-
023 - Rev 06 (3aTBepaxeHo: R1-CEP 2004-
023 - Rev 05) ansa gitoyoi pevosuHu lbuprofen
Bif BX€e 3aTBEPAKEHOr0 BUPOGHUKA
SHANDONG XINHUA PHARMACEUTICAL
CO,, LTD.
168. | IBYNPO®EH- | TabneTku, BKpUTI TOB «TeBa YKpaiHa Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis: 3a He UA/19900/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TEBA ®OPTE | nniBKoBOIO YkpaiHa» HimeuunHa 3MmiHu | TURYy - 3MiHK Wopao peyenmom | nionsizae
060/10HKO0, 400 Mmr; (BnpobHuuTBO 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
no 10 TabneTtok y Hepo3gracoBaHol 3MiHa y KOpOTKili xapakTepucTuLji Nnikapcbkoro
6nictepi; no 1 NPOAYKLT; 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4n1s
6nictepy B MepBuHHA Ta MeAMYHOro 3acToCyBaHHA Ha niacTasi
KapTOHHIA KopooLi BTOPVHHA ynakoBka, perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
KOHTpO/b cepil, nikapcbKoro 3acoby, abo focnimKeHb 3
[103BiN Ha BUMYCK 6e3nekn 3acTocyBaHHA NikapCbKoro 3acoby B
cepii); TpaHcdapm nicnapeecTpaviiiHnii nepiog, abo sk
NoricTik TM6X, pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
HimeuunHa npoBeAeHnX BignoBigHO A0 niaHy
(BTopuHHa negiatpuyHux gocnimpkeHs (PIP) (3MiHy
ynakoska) Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHWN BHECEHO B |HCTPYKLiO 4719 MEANYHOrO
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Oco6nmBoCTi 3acToCyBaHHA" , "T06IYHI
peakuii" BignoBigHO 4O OHOBNEHOT iHhopMaLi
o0 6e3nekn 3acToCyBaHHs AitoYoi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
169. | IBY®EH® CyCneHsisi opasibHa, dapmaLeBTUy MonbLa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 He UA/9215/01/01
AN QITEN 100 mr/5 mn no 100 HWIA 3aBOA, 3aBo[, 3MiHu | TMNy - 3MiHK Woa0 peyernma nionseae
MA/MIMHA M1y NacTUKOBOMY «MNONb®APM "MONMb®APMA" 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
(MET) dnakoHi 3 A» C.A. C.A. Bigain MepaHa 3MiHa y KOpOTKili XapakTepuCTuL| Nikapcbkoro
nonieTuneHosnM B Cepaggsi 3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415

afganTtepom; rno 1
donakoHy pasom 3
Lnpuuem-
[03aTopoM B
KapTOHHI nayi

MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIT A5 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ginm
"Ocob6nmBocTi 3acTocyBaHHSA", "Mo6iuHi
peakuii" BignoBiaHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku fitoyoi peyoBuHW. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO
00 IHCTPYKLiT 4719 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain “MNobivHi peakuii”
LLIOAI0 BaXX/IMBOCTI 3BiTyBaHHSA MPO NOGiYHi
peakuji.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
170. | IMYNPET® TabneTku, BKpUTI BioHopuka CE | HimeuunH nepBuHHE Ta HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/6909/02/01
060/10HKOI0 MO0 25 a BTOPWHHE 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
Tabnetok y 6nictepi; nakyBaHHs, nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
no 2 6nictepu y KOHTPO/b Ta BUMYCK 3amiHa ab0 BBeAEHHSI 404ATKOBOI AiNbHUL
KapTOHHiA KOpooLi cepi: BMpOBGHULUTBA A/15 YacTUHU abo BCbOro
BioHopuka CE, BMPOBHMYOro NpoLEeCy roTOBOrO JliKapCbKOro
HimeuumnHa; 3aco06y (iHLWi 3MiHK)
Bnpo6HuLUTBO in- BUMHECEHHS Ha3BW Ta aApecyn NPOMiIXHOro
bulk: BMPO6HMKa PoTTeHaopd ®apma MM6X, skuii
PoTtTengopd dapma paHiwe 6yB 3a3HaueHuii Tinbkn B Mogyni 3
'mM6X, HimeyunHa peecTpauiiiHoro gocke (3.2.P.3.1.), 3
YTOYHEHHSIM 0r0 hYHKLT. Po3nucaHo doyHKui
3aTBEpMAKEHOro BupobHuka 13 bioHopuka
CE. 3MiHu | TUny - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHMYOI AinbHUL (BKIHOYAK0UN
AinbHUUi ana A®I, npomixXHOro npoAykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBefeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeeHHS KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SIKLLO
3a3HayeHo Yy 10Cbe) BUAANEHHS i3 MaTepianis
peecTpauiiHoro fOCLE NPOMIXXHOTO BUPOGHMKA
Wiewelhove GmbH, HimeuunHa (BUpO6HMLITBO
in bulk) (Mogynb 3, peecTpadiiiHoro gocbe
3.2.P.3.1)
171. | IHAAN® TabneTtku no 2,5 mr; MPO.MEA.LIC Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/4237/02/03
no 10 TabneTtok y Mpara a.c. Pecny6nik NOBHUM LK/IOM: Pecny6nika 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
6nictepi; no 3 abo 6 a MPO.MEA.LIC BignosigHocTi/lE-cepTudikar BignosigHocTi
6nictepiB y Mpara a.c., Yecbka €Bponelicbkiii hapmakonei/MmoHorpadii.
KapTOHHiA KOpooLi Pecnyb6nika; MogaHHA HOBOro abo OHOBMEHOTO
nepBuUHHE i cepTudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
BTOPUHHE cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
naxkyBaHHs: thapmakonei: gns A®l; ans BUXiAHOrO
KOO®APMA c.p.o., marepiany/peareHTy/npomiKHOro NPoAyKTY,

Yecbka Pecnybnika

LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHoBEeHWIA cepTUdikar Bif yxe
3aTBEPAKEHOTO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2012-
182 - Rev 01 (3atBepaxeHo: R1-CEP 2012-
182 - Rev 00) gnsa A®l inganamigy Bif BXxe
3aTBepaXeHoro BupobHuka Suzhou Lixin
Pharmaceutical Co., LTD. 3MmiHu Il Tuny -
3MiHu 3 sKocTi. A®I. (iHWi 3MiHW) NOAaHHSA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

oHoBnieHoro DMF gnsi Bupo6Huka Ad|
iHoanamigy Quimica Sintetica, S.A., IcnaHis.
3arBepoxeHa Bepcisi: ASMF AP version IP-
QS1-Ed-09-EP (March 2021) 3anponoHoBaHa
Bepcis: ASMF AP version IP-QS1-Ed-12-EP
(June 2023)

172.

IHAAM®

Tabnetku no 1,25
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIA KOpooLi

MPO.ME/A.LIC
Mpara a.c.

Yecbka
Pecny6nik
a

BMPOGHMLITBO 3a
MOBHUM LYIK/IOM:
MPO.ME[A.LUC
Mpara a.c., Yecbka
Pecny6nika;
nepBuUHHE i
BTOPVIHHE
nakyBaHHs:
KOO®APMA c.p.o.,
Yecbka Pecnybnika

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBIEHOTO
cepTugikaTa BignoBigHOCTI a60 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2012-
182 - Rev 01 (3atBepaxeHo: R1-CEP 2012-
182 - Rev 00) gnsa A®l inganamigy Big Bxe
3aTBepaAXeHoro BupobHuka Suzhou Lixin
Pharmaceutical Co., LTD. 3MmiHu Il Tuny -
3MiHn 3 aKocTi. A®I. (iHWi 3MiHW) NoAaHHA
oHoBnieHoro DMF gnst Bupo6Huka AdI
iHoanamigy Quimica Sintetica, S.A., IcnaHis.
3arBepmxeHa Bepcisi: ASMF AP version IP-
QS1-Ed-09-EP (March 2021) 3anponoHoBaHa
Bepcis: ASMF AP version IP-QS1-Ed-12-EP
(June 2023)

3a
peyenmom

UA/4237/02/02

173.

IHAAMNAMIA-
TEBA SR

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOIO,
NPOJIOHroBaHoI Aji
no 1,5 mr, no 10
TabneTtok y 6nictepi,
no 3 6nictepu y
Kopobui

TOB «TeBa
YKpaiHa»

YKpaiHa

Mepkne M'm6X
(nepBuHHa Ta
BTOPWMHHA YNakoBKa,
KOHTPO/b Cepil;
BUPOGHMLTBO
Hepo3acoBaHOro
NpoAYyKTY, A03BiN Ha
BMNYCK cepil)

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex

rOTOBOrO JIiKAPCbKOro 3acoby (BU/TyUYEHHSs
He3Ha4yHOro nNokasHuka (Hanpvknag
3aCcTapifioro NokasHvka, Takoro sk 3anax Ta
cMak, abo igeHTudikaLis 6apBHUKIB un
CMakoBUX f06aBOK)) BUTyHYEHHS 3i
cneundikavii MN13 He3Ha4YHOro nNokasHuka
«lgeHTudpikalis TutaHy giokeugy». BeegeHhs
3MiH NPOTArom 6-TM MicALiB nicns
3aTBEPXKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.

[0TOBMIA Nikapcbkuii 3aci6. KOHTPOAbL rOTOBOTO

3a
peyenmom

UA/8999/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb

(BKOYAKOUN 3aMiHy @60 [OMOBHEHHS)) 3MiHa

MeToay BunpobyBaHHsA 13 3a NOKa3HNKOM
«laeHTudikauis, KinbkiCHe BU3SHAYeHHs Ta
ofHOpIgHICTb BMICTY» (BEPX) 3 meTogy
E00003503 Ha meTog D-01915501, a came
BWyYEHO iHhopMAaLLito NPO apTUKYNN Ta
BVMPOGHWKIB peakTMBIB, pefakLiiiHi npaBkn Ta
nepgopmynioBaHHA B onuci Metoay. 3MiHEHO
npo6oniAroToBKy BUNPOBOBYBAHOIO PO3UNHY
Ons igeHTudikayii Ta KibkicHOro BMIiCTy 3 6e3
3MiHM KiHLEeBOT KOHLeHTpauil. JlogaHa
MOX/IMBICTb BUKOPUCTaHHS aHas10rN4yHOro
npunagy. BeegeHHsA 3MiH NpoTArom 6-tm
MicsILiB Micns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHu 3 sikocTi. FoTOBWIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro sikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHsA roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpoOyBaHb (BK/OUaUM 3aMiHy abo
[OMOBHEHHS)) 3MiHa MeToAy BUNPOGYyBaHHSA
N3 3a nokasHukom «CepefHsA Maca» npu
BMMNYCKY Ta TEPMiHi NpuaaTHOCTI 3 METOAY

Macun MOXXHa 3BaXXUTU pasoMm.

S008 Ha meTog D-001. Hemae XoaHUX 3MiH Yy
camMoMy BM3HAYEHHI, ne AofaHo MOXvBe
aNbTepHaTUBHE BU3HAYEHHA CcepefHbOI Macu:
KiNIbKICTb OAMHULE A1 BUSHAYEHHS cepeHbOT

[oTOBWiA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHW 3 SKOCTI.

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO MiKapcbKoro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BKOYAKOUN 3aMiHy @60 JOMOBHEHHS)) 3MiHa
MeToay BunpobyBaHHsA /13 3a NOKa3HNKOM
«P034mHeHHa» 3 meTogy EO0003802 Ha
meToa D-01902803, a came pegakLiiiHi 3MiHKW
B MeTOZj, nepehopmMy/oBaHHA BU3HAYEHb,
YTOYHEHO Npuiaa-cnekTpooToMeTp, B OLLIHKY
npuaaTHOCTI cMcTeMy f0AaHO KoedilieHT
acmmeTpii Ta YNCno TEOPETUYHNX Tapifok,
chopmyna po3paxyHky agantosaHa Ans
TabneTok 3 MoANIKOBAHUM BUBISIbHEHHSIM.

BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MmeToAax BMNpobyBaHb
(BKtOYaKOUM 3aMiHy ab0 [ONOBHEHHS)) 3MiHa
MeToay BunpobyBaHHsA /13 3a NOKa3HNKOM
«YucToTa iHganamigy: BU3Ha4YeHHS AOMILLKU
A» 3 metogy D-01700501 Ha meTog D-
01700502. BunyyeHo XiMi4Hy Ha3By AOMILLIKM
A, apTVKynm Ta BUPOOHWKIB peareHTiB,
nepeliMeHoOBaHO PO3YMH A4/15 NePeBipKy
npuaaTHOCTI cucTemn. BunyyeHo po3yvH
NOpIiBHAHHA 3 (MeXxa BusBneHHs 1,5 ppm),
BOHa He NnoTpibHa A5 po3paxyHKy BMICTY
[OOMILLKM A OCKifTbKW € YaCTUHOO
BanifauiiHoro 3BiTy. BBeAeHHS 3MiH NPOTAroMm
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHA roTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpoOyBaHb (BK/OUaUM 3aMiHy abo
[OMOBHEHHS)) 3MiHa MeToAy BUNPOGYyBaHHSA
N3 3a noka3HMKOM «YucToTa iHganamigy:
BM3HAYEHHS1 AOMILLKN B, 4-
XN10pCy/1bdaMoiniGeH30MHOT KUC/IOTU Ta By ab-
SIKOTO iHLLOro NPoAYKTY po3kniady» 3 MeTogy
E00045501 Ha meTog D-01916502. BunyyeHo
iH(hopMmaLito Npy apTUKyNn Ta BUPOGHNKIB
peareHTiB, peAakLiiiHi 3MiHW B onuci MeToay.
KoHueHTpaujis BUXigHOro po3ymHy 3miHeHa 3
MKr/Mn Ha Mr/mn. logaHo iHdopmadito npo
MOX/IMBICTb BUKOPUCTaHHS aHas10rN4yHOro
npunagy. B napameTpax xpomartorpadyBaHHs
LUBUAKICTb NOTOKY 3 «1,3 M/1/XB» 3MiHEHO Ha
«NPUBAN3HO 1,3 MA/XB»; BUNYYEHi TUNOBI
Xpomarorpamu, fofaHa HomeHknarypa
[OMILLOK Ta Yac yTpMMyBaHHSA AOMilIoK. B
OLjiHKY MPUAATHOCTI CUCTEMMW A0AAHO TOYHICTb
Ta po3fi/ibHa 34aTHICTb CUCTEMU, 3MiHU B
po3paxyHKoBil hopmyni. BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIIB MiCNsA 3aTBEPLKEHHS

174.

IHONPAHON

Tabnetku no 500 mr
no 10 TabneTtok y
6nicTepi, no 2 abo 4
6nictepu B nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LieHTp

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHWUNIA LIEHTP
"Bopuiariscbkuii

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkoUaroun gianasoH po3mipy
cepii) roToBOro nikapcbKoro 3acoby
(3MeHLWweHHsa Ao 10 pasis) BBeAEHHS

3a
peyenmom

UA/20131/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
"BopLariscbk XimiKo- [,0[,aTKOBOrO po3Mmipy cepii roToBoro
NiA XiMiKo- thapmavueBTUYHWI nikapcbkoro 3acoby 149 000 TabneTok B
thapmavreBTuy 3asog" [OMNOBHEHHA [0 BXE 3aTBEPL)KEHOr0 po3Mipy
HWi 3aBog" 615 000 Tabnetok 3aTBepaeHo: 615 000
Tabnetok a6o 30,750 Tuc. yn. Ne20 (Ne10x2);
15,375 tnc. yn. Ne40 (Nel10x4).
3anponoHoBaHo: 615 000 TabneTok abo
30,750 Tuc. yn. Ne20 (Ne10x2); 15,375 Tuc. yn.
Ne40 (Ne10x4); 149 000 TabneTtok a6o 7,450
Tmc. yn. Ne20 (Ne10x2); 3,725 tuc. yn. Ne40
(Ne10x4).
175. | IHTATPA® IC | TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/12352/01/02
060/10HKOH, Mo 50 [04aTKOBOK [0[aTKOBOIO 3MmiHu | TURY - 3MiHK Woao peyenmom | nionsizae
Mmr no 1 a6o no 2 BignoBigabHi BiANoBifasIbHICTIO 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Tabnetku y 6nictepi; cTio "IHTEPXIM" 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
no 1 6nictepy B "IHTEPXIM" 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
nauti 3 KapToHy; nNo MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
2 Tabnetkn y perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
6nictepi; no 2 nikapcbKoro 3acoby, abo focC/imKeHb 3
6nicTepu B nauui 3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
KapToHy nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
00 po3ainy "B3aemogis 3 iHWMMU flikapCbKUMun
3aco6amu Ta iHLWi BUAY B3aeMogiii" 1oao
6e3nekn 3acToCyBaHHS fil040i PEHYOBUHM
cungeHadin BignoBigHO A0 peKkomMeHaaw, il
PRAC. BBeeHHS 3MiH NpoTArom 3-x micsuis
nicns 3aTBepakeHHs
176. | IHTATPA® IC | TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a He UA/12352/01/03
060/10HKO10, Mo 100 [0aTKOBOKO [0[aTKOBOIO 3MiHu | TMNYy - 3MiHK Woao peuyenmom | niossieae
mr no 1 a6o no 2 BignoBigasibHi BiAgMNOBiga/IbHICTIO 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
Tabnetku y 6nictepi; CTH0 "IHTEPXIM" 3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
no 1 6nictepy B "IHTEPXIM" 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns

nauuj 3 KapToHy; No
2 Tabnetkn y
6nictepi; no 2
6nictepu B nauuj 3
KapTOHy

Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3mekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3miHM BHECEHO A0 IHCTpyKUii ons
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
[0 po3giny "B3aemogis 3 iHWUMMUY NliKapCbKUMU
3acobamu Ta iHWi BUAW B3aEMOZii" wopao
6e3neky 3acToCyBaHHA Ai040i PEYOBUHU
cungeHadin BignoBigHO A0 pekoMeHaawil
PRAC. BBefieHHs 3MiH NpoTArom 3-x Micauis
nicns 3aTBepKeHHs
177. | IHTATPA® IC | TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/12352/01/01
060/10HKOH, M0 25 [,00aTKOBOKO [00aTKOBOKO 3MiHu | TMNy - 3MiHK Woa0 peyenmom nionseae
mr no 1 a6o no 2 BignoBigasibHi BiAgNoBiga/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Tabnetku y 6nictepi; CTH0 "IHTEPXIM" 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
no 1 6nictepy B "IHTEPXIM" 3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
nauti 3 KapToHy; No MeAMYHOro 3acTOCYBaHHS Ha niacTasi
2 TabneTkn y perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
6nictepi; no 2 nikapcbKoro 3acoby, abo focnifKeHb 3
6nictepu B nauuj 3 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
KapToHy nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHVM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3giny "B3aemogisi 3 iHWMMK fliKapCbKUMU
3aco6amu Ta iHWi B1UAW B3aEMOZiin" Wwoao
6e3neky 3acToCcyBaHHA Ail040i PeYOBUHU
cungeHadin BignoBigHO A0 pekomeHaav i
PRAC. BBefeHHs 3MiH NpoTarom 3-x Micauis
nicns 3aTBepiKeHHs
178. | IHOAHPUKC cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13939/01/01
InB iH'ekyjn no 0,5 MmNy AH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHu | TUnY - 3MiHK 3 AKocTi. AdI. peyenmom
KOMBIHOBA nonepegHsL0 Nimiteq Buvpo6bHMUTBO. 3MiHM B NpoLeci BUpO6bHULTBA
HA 3anoBHeHOMY A®| (He3HayHa 3MiHa y npoLeci BUPo6HMLTBA
BAKUWHA 0, HOpPa30BOMY A®I) 36inbLIEHHSA TepMiHy 36epiraHHs 3 47
ansa LUNPWLi Y KOMNNEKTI OHiB no 80 aHiB ans Diluted Purified Virus
MPODINTAKT 3 rosikoto; no 1 abo (DPV) HanpukiHLi eTany O4MLLEeHHN Ta nepes
KN 10 nonepefHbO eTanom iHakTuBauii y npoueci BUpobHuLTBa
ONODTEPII, 3anoBHEHUX iHaKTMBOBAHOro NONIOBIpyCYy cepoTuny 1 Ha
NPABLA, 0fHOpa30BuX AinbHuui GlaxoSmithKline Biologicals S.A.
KALUTFOKA Lwnpuyis y (BaBp) benbrisi. PegaxuiiiHi npaBku fo po3giny
(ALENONAP | nnactukoBoMy 3.2.S.2.2. 3MiHu | Tuny - 3MiHK 3 AKOCTi. ADI.
HWUIA KOHTelHepi; no 1 Bunpo6bHMLTBO. 3MiHM B NpoLeci BUPOOGHMLTBA
KOMMOHEHT | koHTeliHepy B A®| (He3HauHa 3MiHa y npoveci BUpobHuUTBa
)TA KapTOHHIA KOopooLi A®I) MogaHHA faHux 3 Banigauii nepiogy
noniomMien 36epiraHHs po3BeAEeHOro OYNLLEHOTO
TY HaniBnpPoAyKTy Noniosipycy cepoTuny-2
npoTsarom 47 gHis
179. | IHOAHPUKC cycneHsis gns nakcoCwmitKn Benvka "nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis: 3a UA/13939/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
InB iH'ekyjn; no 0,5 Mny AiH EkcnopT BputaHis Bionogxikans C.A. 3MiHu | TURY - 3MiHu 3 skocTi. CepTudikat peyenmom
KOMBIHOBA nonepegHsL0 Nimiteq BignosigHoCTI/TE-cepTudpikat BignosigHoCTI
HA 3anoBHEHOMY €Bponeiicbkili hapmakonei/MoHorpadii.
BAKUVHA 0fiHOpa3oBoOMY MogaHHA HOBOrO abo OHOB/IEHOTO
ansa LUNPULi Y KOMNNEKTI cepTudikaTa BiANoOBIAHOCTI a60 BUNYYEHHS
MPO®INTAKT 3 rofkoto; no 1 abo cepTudikaTa BignoBigHOCTI EBponeiichkil
NKN 10 nonepefHbLO thapmakonei: gna Ad®l; gns BuxigHoro
DUNDTEPII, 3anoBHEHMUX mMatepiany/peareHTy/npoMiKHOIO NPOAYKTY,
NMPABLA, 0fiHOpa3oBuX LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
KALUTIOKA LnpuLiB y Ansa gonomikHoi peyosuHy (MFE-cepTudikar
(ALENONAP | nnactukoBoMy BiANOBIAHOCTI EBponeiickkili hapmakonei ans
HUI KOHTeliHepi; no 1 Adl/BUXiaHOrO
KOMMOHEHT | koHTeliHepy B Marepiany/peareHTy/npoMKHOr0 NPOAYKTY
)TA KapTOHHiA KOpooLi a60 ooNoMiXHOT peyoBuHN) - OHOBNEHNI
noniomMieni cepTudikaT Bif BXe 3aTBEpP)KEHOTO
TY BMPOGHUKA - MNoJaHHS OHOBIEHOTO
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
thapmakonei Ne R1-CEP 2000-171 - Rev 04
(3atBepaxeHo: R1-CEP 2000-171 - Rev 03)
ans Donor Bovine Serum y 3B'A3Ky 3
OHOBJ/IEHHAM OPUANYHOT HAa3BU
3aTBEPAKEHOro BUpo6HUKa 3“Life
Technologies New Zealand Limited” Ha
“Thermo Fisher Scientific New Zealand
Limited”, 6e3 3MiHM agpecy BUPOGHMKA
180. | IHOAHPUKC cycneHsis gns nakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13939/01/01
InB iH'ekuin; no 0,5 mny ANH ExcnopT BpuTaHis Bionogxikans C.A. TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
KOMBIHOBA | nonepefgHbo Nimiteq 23.07.2015 Ne 460).
HA 3anoBHeHOMY BunpaBneHo TeXHIYHY NOMUIIKY Y TeKCTi
BAKUVHA ofHOpa3oBOMY MapKyBaHHS1 BTOPUHHOI YNakoBKW NMiKapCbKOro
ansa LINpUL Y KOMMEKTI 3aco6y n.2 "KinbKicTb Ajtoyoi peqyoBuHn":
NMPO®INTAKT 3 rosikoto; no 1 abo 3ATBEP)XEHO:
KN 10 nonepefHbLO Aitodi peYOBUHY:
DUNDTEPII, 3anoBHEHNX ... hinameHTO3HUIA remarmoTUHIH (FHA)1
NnPABLUA, 0ZiHOpa30BUx
KALUTHOKA wnpuuiB y 3AMPOMNOHOBAHO:
(ALUENONAP | nnacTtvkoBomy Ailo4i peyoBuHM:
HUIA KOHTeliHepi; no 1 ... HATYaCTUiA reMar/IlOTUHIH (FHA)1
KOMMOHEHT | koHTeliHepy B
)TA KapTOHHIA Kopoo6Li MpoeKT MapkyBaHHS1 yNakoBKy BiAnoBigae
noniomMieni Bumoram flogartka 22 Nopsiaky nposefeHHsA
TY eKCnepTn3n MmaTepiasliB Ha flikapcbki 3acobm,

LLI0 NOAAIOTHLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpauis), a TakoX ekcnepTusun
mMarepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx Matepianis NpoTArom Ail
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPAXKEHOT0
Hakazam MO3 Ykpainu Big 26.08.2005 Ne 426
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(y pepakuii Hakazy MO3 YkpaiHu Big 23 nvunHs
2015 Ne 460 3i 3mMiHamw).
3a3HayeHe BuUNpaBneHHN Bignosigae
MaTepiasiam peecTpauiiHoro AocChe.
181. | KANIKO Kpanni ouHi, 20 TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5107/01/01
noauna mr/mn no 5 mn abo 03 BMPO6GHMLTBA, 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
no 10 mn y chnakoHi; OBMEXXEHO KOHTPO/b SKOCTI, peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
no 1 cpnakony 10) BUNYCK cepil: MO3 Big 23.07.2015 Ne 460) BBeeHHA 3MiH
pasoMm 3 KpULLKO- BIANOBIAAN ToBapucTeo 3 NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
KpanesbHULE B bHICTHO 06MEXEHOI0 3MmiHu | TURYy - 3MiHK WoAao
KopobLi 3 KapTOHY «KOPIOPALLI BiANoBigasIbHICTIO 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
A "flocnigHnin 3aBofg BBefeHHs1 ab0 3MiHKM [0 y3araslbHEHUX AaHNX
«300POB’A» "THUICY, npo cuctemy chapmakoHarnsgy (BBeaeHHS
YkpaiHa,; y3arasibHeHuX AaHux Npo cuctemy
BCi cTagii thapmakoHarnagy, 3miHa ynoBHOBaXeHOT
BMPOGHMLITBA, oco6w, BignoBigabHOI 3a 34iCHEHHS]
KOHTPONb SIKOCTI, thapmakoHarnsay; KOHTaKTHoOi ocobu 3
BUWMYCK Cepii: thapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
ToBapucTso 3 hapmakoHarnsgy B YkpaiHi, Ko BoHa
06MEeXeHO BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAA/TbHICTIO BiANOBIAaUIbHOI 3a 3AiACHEHHS
"®APMEKC Irpyn", chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
YkpaiHa Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy
182. | KANbLUJIO NOpPOLLOK ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: - UA/18980/01/01
FONAHTEHA | (cybecTaHuis) y 06MmexXeHo 06MEeXEHO 3MiHu | TUny - 3MiHK 3 aKocTi. AdI.
T MiLLIKaX BiANOBIga/TbHI BiANOBIAA/TbHICTIO CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
nosieTuIEeHoBMX CTH0 "PAPMXIM" BMNpo6yBaHb/nepioay 36epiraHHs abo ymMoB
ans "OAPMXIM" 36epiraHHa A®I (3a BigcyTHOCTI Yy
hapMaLeBTUYHOIO 3aTBEPAKEHOMY [OCbE cepTudikara
3acTocyBaHHS

BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BK/1HOYA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepiof, noBTOpPHOrO BUNpPObYyBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHA ab0 BBEAEHHS
nepiogy NOBTOPHOroO BUNPOGYBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3yNnbTaTiB AOC/iLKEHD
Yy peasibHOMy Yaci
36iNbLUEHHS TepMiHy nepekoHTposo AdL, y

3B'5I3KY 3 MPOBEAEHMMUN AOCIIKEHHAMMN 3
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
CTabiNbHOCTI y paslbHOMY 4aci.
Litova pegakuis: MKA VII. TEPMIH
MEPEKOHTPO/IO 18 micsujis. MponoHosaHa
pepakuis: MKA VII. TEPMIH
MNEPEKOHTPO/O
36 micsauiB.
183. | KANETA3OH | TabneTku, BKPUTI M.BioTek Benuka PENAVNHC NAN® IHAaia BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/18028/01/01
NNiBKOBOO Nimiteq BpuTaHia CAWHCEC 3MiHu | TMnYy - 3MiHK Woao peyenmom
060/10HKO0, N0 150 MPAVBIT NIMITEA, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
mr, no 10 Tabnetok (MNAHT 6) (iHLWi 3MiHM) 3MiHM BHECEHO B TEKCT
y 6nicTepi, no 6 MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIi
6nictepis y yNakoBLji, & came: YTOYHEHHSI BUK/TaAEeHHS
KapTOHHIA Kopoo6Li iHchopmawii Wwoao fatn BMpo6HMULTBA, AaTu
TepMiHy NpuaaTHOCTI, HoMepy cepii Ta HoMepy
PN, Homepy niyeHsii, geTanizavii TeXHiYHOT
iHchopmauii. Buganenus B n. 17 “lHwe"
iHchopMawii Loa0 KoMNaHii sika 34jiicHI0e
MapKeTWHT B YKpaiHi Ta KOHKPeT130BaHo
I0roTUN 3asBHUKA
184. | KAMETA30OH TabneTtku, BKPUTI M.BioTek Benvka PENAVHC TAN® IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18028/01/02
NNiBKOBOO Nimiteq BpuTaHis CAVHCEC 3MiHu | TMNY - 3MiHK Woa0 peyenmom
o060n0Hkoto, no 500 MPAMBIT NIMITES, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
mr, no 10 TabneTok (MNAHT 6) (iHWi 3MiHW) 3MiHVM BHECEHO B TEKCT
y 6nicTepi, no 12 MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIi
6nictepiB y ynakoBLji, a caMe: yTOYHEeHHS BUK/T1a[eHHSA
KapTOHHIA KOopooLi iHbopmauii Wwoao aaTv BUpobHULTBA, AaTh
TepMiHy NpuaaTHOCTI, HOMepy cepii Ta Homepy
PI1, Homepy niueHsii, geTanisauii TeXHIYHOT
iHcbopmauii. BuganeHHs B n. 17 "lHwe"
iHhopmauii LWoAo KoMnaHii sika 34jiicHI0e
MapKeTUHT B YKpaiHi Ta KOHKPeTU30BaHO
1I0roTUN 3asBHMKA
185. | KAPBOIMA KOHUEHTpaT gns AKKopA Monba Bupo6HMLTBO IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13716/01/01
pPO34unHYy Ansa Xenckea roToBOro Benuka 3MiHu | TUNYy - 3MiHK Woao peyenmom
iHcpysiiA, 10 mr/mn; Moncka Cn. nNiKapcbKoro 3acooy, BpuTaHis/ 6e3nekun/edekTUBHOCTI Ta hapMakoHarisgy
no 5 mn, a6o no 15 3.0.0. nepBuHHE Ta ManbTta/ (iHWi 3miHW) - OHOBNEHHSI TEKCTY MapKyBaHHS
mn, abo no 45 mn, BTOPVIHHE YropwymHa/ ynakoBKM MlikapcbKoro 3acoby, a came:
abo no 60 mny nakyBaHHs, Monblwa OHOB/1EHO MYHKTW BTOPUHHOT YNakoBKK 2
donakoHi; no 1 KOHTPO/b SAKOCTI "KinibKicTb gitouoi peyoBuHKn”, 4 "Jlikapcbka
donakoHy B cepii: IHTac dhopMa Ta KiNbKiCTb 0AVHULL B ynakoBu,i'; 12
KapTOHHilA KOpo6L PapmacbloTikans "Homep peecTpauiiiHoro nocigyeHHs"; 17
Nimiteg, IHAis; "|HWe" YTOYHEHO 10roTMN 3asIBHKKA,
BTOpuHHE 3a3HayvyeHo "HasABHi BHYTPILLHI TEXHOOTIYHI
nakyBaHHA: AKKopg, No3HaYeHHs BUPOOHMKA". B TEKCTI MapKyBaHHS
Xenckea flimites, NEPBMHHOI YNakKoBKM B MyHKTi 6 "IHLwe"
Benvka Bputanis; YTOYHEHO NI0TOTUM 3a5BHMKA, 3a3Ha4€HO
Bupo6HuLTBO "HasBHi BHYTPILLHi TEXHOMOTIYHI NO3HAYEHHSA
roToBOro BMPO6HMKA". BBEAEHHS 3MiH NPOTSArom 6-Tn
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nikapcbkoro 3acoby, MiICALIB MiCNSA 3aTBEPIKEHHS.
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTuBHWIA
BMPOGHMK): IHTac
dapmacbloTikans
Nimiteq, IHAis;
KoHTpOsb siKoCTi
cepii: Papmagokc
Xenckea Jita.,
ManbTa;
dapmasanig /174,
Mikpob6ionoriyHa
nab6oparopis,
YropuuHa;
BignosigansbHuii 3a
BUNYyCK cepii: AKKopA,
Xenckea flimites,
Benuka BputaHis;
BignoBifansHuii 3a
BUMNYCK cepii: AKKopa
Xenckea [lMoncka
Cn. 3 0.0. Cknap,
IMnopTepa, MonbLua
186. | KAPAIO- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: Ne 30 — 6e3 He UA/18901/01/01
OAP® NNiBKOBOO "papmaueBTu "®apmMaueBTUYHa 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peuenma; nionsieae
060/10HKOI0, MO 75 YyHa hipma dipma "apHuua” nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Yy Ne 100 — 3a
mr; no 30 a6o no "NapHuus" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs |  peyernmom
100 TabneTok y roTOBOro Nikapcbkoro 3acoby (36i/bLUeHHs
KOHTeliHepi; no 1 TepMiHy NpPUAATHOCTI FOTOBOTO /iKapCbKOro
KOHTeliHepy B mauuj; 3acoby) - 115 TOproBoi ynakoBku
no 10 TabneTtok B (niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
KOHTYPHIl 36iNbLUEHHA TEPMiHY NMPUAATHOCTI FOTOBOrO
YapyHKOBI nikapcbkoro 3acoby Ans koHTenHepa Ne30,
ynakosLi; no 3 Ne100 (3aTBepkeHOo: TepMiH npugartHocTi: 1,5
KOHTYPHIi YapyHKOBI poky — ans koHTenHepa Ne30, Ne100, 1 pik —
yMakoBKM B mayLi 0151 KOHTYPHOI YapyHKOBOT ynakoBku Ne30;
3anponoHOBaHO: 2 POKN — AN KOHTeliHepa
Ne30, Ne100, 1 pik — 415 KOHTYPHOI
YapyHkoBOi ynakoBku Ne30). 3MiH/ BHECEHO B
IHCTPYKLit0 AN51 MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeaeHHs 3MiH MpoTsarom 6-tu
MiCALIB Nicnsa 3aTBepAKEeHHs
187. | KAPAIO- TabneTkn, BKPUTI MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: Ne 30 — 6e3 He UA/18901/01/02




188

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OAP® NiBKOBOIO "®dapmavneBTu "®apmavueBTuyHa 3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA peyenma; nionsizae
060/10HKO10, Mo 150 yHa hipma thipma "OapHuus" nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy Ne 100 — 3a
mr; no 30 a6o no "fNapHuus" TepMmiHax npuaaTHOCTi abo ymoBax 36epiraHHs peyenmom
100 TabneTok y rOTOBOrO JliKapCcbkoro 3acoby (36iNblUeHHS
KOHTeliHepi; no 1 TepMiHy NpuAAaTHOCTI FOTOBOro NikapcbKoro
KOHTelHepy B naui; 3acoby) - 115 Toprosoi ynakosku
no 10 TabneTok B (nigTBEPOKYETLCA AaHUMK peasibHOro Yacy)
KOHTYPHil 36iNbLUEHHSA TepMiHY NPUAATHOCTI FOTOBOrO
YapyHKOBIi nikapcbKoro 3acoby Ans koHTeliHepa Ne30,
ynakosLi; no 3 Ne100 (3aTBepmxeHO: TeEPMIH npuaartHocTi: 1,5
KOHTYPHI YapyHKOBI poky — ans koHTeiHepa Ne30, Ne100, 1 pik —
yNakoBKM B navi 0191 KOHTYPHOI YapyHKOBOI ynakoBku Ne30;
3anpornoHOBaHoO: 2 POKN — /151 KOHTEliHepa
Ne30, Ne100, 1 pik — 4515 KOHTYpPHOI
YapyHKoBOI ynakoBku Ne30). 3MiH/ BHECEHO B
IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin "TepMiH
npugaTHocTi". BBeAeHHA 3MiH NpoTAarom 6-1u
MicsILiB Mic/1A 3aTBepAKEHHS!
188. | KACAPK® HD | Tabnetku, no 32 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19276/01/01
mr/25 mr; no 10 "APTEPIYM "Kuismepgnpenapart" 3Minu | TURY - 3MiHn Woao peyenmom
Tabnetok y 6nictepi; nTta" 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
no 3 6nictepu B BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
nauuj npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemn dhapmMakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsag.
Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pegakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI fifi/IbHOCTi 3 ddapmakoHarnsgy.
189. | KACAPK®H Tabnetku no 16 TOB YkpaiHa MAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/19251/01/01
mr/12,5 wr; no 10 "APTEPIYM "Knismegnpenapar” 3MiHu | TMnYy - 3MiHK Woao peyenmom
Tabnetok y 6nictepi; nTa" 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no 3 6nictepa B
nauui

BBeieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnx
npo cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
oco6u, BiANOBIfa/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34jiACHEeHHS
OCHOBHOI AisiNIbHOCTI 3 papmakoHarnsay

190.

KETO nntoC

LamnyHb; no 60 mn
abo no 150 mn y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

"neHmapk
dapmacboTuK
ans Jita,.

IHais

neHmapk
dPapmacboTuKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa
hopmu abo po3mipy KOHTellHepa un
3aKynoploBasIbHOr0 3acoby (NepPBUHHOI
yMakoBKK) (HECTEPWUIIbHI NiKapCbki 3aco6bu)
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3aci6, a came
3MiHa thopMu 3aKynoproBasibHOro 3acoby, 6e3
3MiHM SKICHOTO Ta Ki/IbKiCHOTO cknagy
nakyBasIbHOro maTepiasy. 3aTBepaXeHO:
nAacT1KoBuiA KOBNAYoK; 3anponoHOBaHO:
naacTUKOBMIA koBnavok 3 cuctemoto “flip-flop”

6e3
peyenma

UA/10142/01/01

191.

KETOZAEKCA

PO3YUH OJ151 iH'EKLLNA,
25 mr/mn; no 2 Mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nicTepun y Kopobu,i 3
KapTOHy; Mo 2 M/ B
amnyni; no 10
amnyn y 6nictepi; no
1 6nictepy y

Kopo6Li 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTMOPALI
A
«300POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBIfANbLHICTIO
"GapmaueBTnyHa
KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3miHa 3anBHuKa /13 (MIBM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX JaHux Npo cuctemy
dhapmakoHarnsay, 3MiHa ynoBHOBaXeHol

3a
peyenmom

UA/18084/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

oco6w, BignoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy (BkIvaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBiAabHOI 3a hapmakoHarnsg. Aivoua
pegakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHosa OneHa
MuikonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsg.
3MiHa HoMepa macTep-chaiina cuctemu
hapmakoHarnsaay.

192.

KETOPO/AK-
NYBHN®APM

PO34UH A5 iH'EKLLNA
no 30 mr/mn; no 1
M B amnysni; no 5
amnyn y 6nictepi 3
nnisku, no 1 a6o 2
6nicTepun B nauui; no
1 mn B amnyni; no
10 amnyn y nauui 3
KapToHy 3
KapTOHHUMU
neperopogxamm

AT
"Nly6Huchbapm"

YkpaiHa

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Yy
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36i/bLUeHHs
TepMiHy NpUAATHOCTI FOTOBOrO /iKapCbKOro
3acoby) - 115 TOproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
3MiHa TepMiHy NpuaaTHOCTI FOTOBOrO
nikapcbkoro 3aco6y.

[Litova pepakuisa TepMiH NpUAATHOCTI. 2 POKU.
MponoHoBaHa pegakuisi. TepMiH NpUMAATHOCTI.
3 poku. 3MiHU BHECEHO B iHCTPYKL,il0 ANs
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y po3gin "TepmiH npugaTHocTi". BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS.

3a
peyenmom

He
nionsieae

UA/19203/01/01

193.

KIHEMPOH

Kancynu TBepgi no
150 wmr, no 7 kancyn
y 6nicTepi ; no 2 abo
no 3 6nictepu B
nadui 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha NniacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo JOCNiAKEHDb 3
6e3nekun 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy

3a
peyerimom

He
nionsiecae

UA/18908/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLIT AnA
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
00 po3giniB "Oco6/MBOCTI 3aCTOCYyBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO 4O pekoMeHAaLlii
PRAC. TepmiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB Mic/1A 3aTBepAKEHHS

194.

KIHEWPOH

Kancynu TBepai no
300 mr; no 7 kancyn
y 6nicTepi; no 2 abo
no 3 6nictepu B
nauuj 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
[0 po3gainis "OcobaMBOCTI 3aCcTOCyBaHHA" Ta
"Mo6iyHi peakuii" BiANOBIAHO A0 pekomeHAaLii
PRAC. TepmiH BBeZileHHS 3MiH - NPOTArom 6
MicsiLiB MiCNs 3aTBEPAKEHHS

3a
peyenmom

He
nionseae

UA/18908/01/03

195.

KIHEWPOH

Kancynu Teepgi no
75 mr; no 7 kancyny
6nicTepi; no 2 abo
no 3 6nictepu B
naJui 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3mekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BignoBigHO A0 nnaHy
negiatpuyHux gocnimpxkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
[0 po3ainis "OcobanBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0 pekomeHAaLii
PRAC. TepmiH BBeZileHHS 3MiH - NPOTAromM 6
MiCALIB Nicnsa 3aTBepAKEHHS

3a
peyenmom

He
nionsieae

UA/18908/01/01

196.

KNAPUTPOMI

TabneTkn, BKPUTI

AHaHTa

Benvka

ApTypa

IHais

BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis:

3a

UA/12435/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
UMH NNiBKOBOIO Megikeap /T4, BputaHis dapmacbloTikans 3MmiHu | TURYy - 3MiHK Wopao peyenmom
AHAHTA 060/10HKO10, M0 250 MeT. N14. 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
Mmr no 10 TabneTok y (iHWi 3MiHM) 3MiHM BHECEHO Y TEKCT
6nictepi, no 1 MapKyBaHHS MEPBUHHOI YNaKOBKY likapCbKOro
6nictepy B 3acoby B . 3. "Homep cepii nikapcbkor
KapTOHHilA KOpo6Li 3acoby", n. 4. "[lata 3aKiHYeHHs TEPMiHY
npugatHocTi”, n. 6. IHWE, Tay TekcT
MapKyBaHHSA BTOPUHHOT yNakoBku B n. 17.
IHLWE. TepMiH BBEAEHHSA 3MiH - MPOTAroMm 3
MicsILiB Mic/1A 3aTBepAKEHHS
197. | KNAPUTPOMI | TabneTku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12435/01/02
LUWH NNiBKOBOIO Megikeap /T4, BputaHis dapmacbloTikans 3Minu | TURY - 3MiHn Woao peyenmom
AHAHTA o60n0Hkoto, no 500 Met. NiTA. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Mr o 10 TabneTok y (iHWi 3MiHM) 3MiHW BHECEHO Y TEKCT
6nictepi, no 1 MapKyBaHHS NEPBUHHOI YNaKoBKY NiKapCbKOro
6nictepy B 3acoby B n. 3. "Homep cepii nikapcbkor
KapTOHHIA KOpooLi 3acoby", n. 4. "[aTa 3aKiHYeHHs TePMiHyY
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHSA BTOPUHHOT yNnakoBku B n. 17.
IHWE. TepmiH BBEAEHHA 3MiH - NPOTArom 3
MicsLiB MiCNs 3aTBEPAKEHHS
198. | KTAPUTPOMI | Ta6netku, BKpUTi TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14154/01/01
LUWH- 060M10HKO10, N0 250 | "ACTPA®APM "ACTPA®APM" YTOUHEHHA NiKapcbKoi (POpMU B HaKasi peuyenmom
ACTPA®APM | wmr; no 7 Tabnetok y " MO3 YkpaiHu Ne 824 Big 09.04.2020 B
6nictepi; no 1 abo npoueci nepepeecTpaLiii y 38'A3Ky 3
no 2 6nictepu B NpoBeeHHAM npoLesypun "BUNpaBieHHs
KOpOO6Lii 3 KapTOHY TEXHIYHOT NOMUSIKMN B peecTpavintHomy
NocBiAYeHHI". Pefakuis B Hakasi - TabneTku,
BKPWTi NNiBKOBOIO 060I0HKOIO.
3anponoHoBaHa pefakLisi - TabneTku,
BKPUTi 060/1I0HKOIO.
199. | KNAPUTPOMI | Ta6neTku, BKPUTI TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14154/01/02
UNH- 060/10HKO10, N0 500 | "ACTPA®APM "ACTPAGAPM" YTOUHEHHSA NliKapcbKoi (hopMU B HaKasi peyenmom
ACTPA®APM | mr; no 7 Tabnetok y " MO3 Ykpaiuu Ne 824 Big 09.04.2020 B
6nictepi; no 1 a6o npoueci nepepeecTpaii y 38'A3Ky 3
no 2 6nictepu B NpoBefieHHAM npouesypun "BUNpaBieHHs
KOpOOGLii 3 KAPTOHY TEXHIYHOT NOMWIKN B peecTpaLiiHomy
nocsifyenHi". Pefakuis B Hakasi - TabneTku,
BKPWTi NNIBKOBOIO 0G0JIOHKOHO.
3anponoHoBaHa pegakLis - TaéneTku,
BKPUTi 060/I0HKOIO.
200. | KNIMAOWHO TabneTku, BKpUTI BioHopuka CE | HimeuunH nepBuHHE Ta HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/5021/01/01
H® 060/10HKOI0 15 a BTOPWHHE 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
Tabnetok y 6nictepi; nakyBaHHs, nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
no 4 6nictepu y KOHTPO/b Ta BUMYCK 3amiHa ab0 BBeAEHHSI 404AaTKOBOI AifbHUL
KapTOHHiA KOpooLi cepi: BMpOBGHULUTBA A/15 YacTUHU abo BCbOro
BioHopuka CE, BMPOBHMYOro NpoLEeCy roTOBOrO JliKapCbKOro
HimevumnHa; 3aco6y (iHLwWi 3MiHK)
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Brpo6HMuTBO in-
bulk:
PotteHgopd Papma
v6X, HimeuunHa

BUHECEHHS Ha3BW Ta afpecyn NPOMiIXHOro
BMPOGHUWKA, SIKNIA paHille 6yB 3a3HaueHuiA
Tinbkn B Moayni 3 peectpauiiHoro focbe
(3.2.P.3.1.), 3 yTOYHEHHSIM Or0 OyHKLiA.
Po3nuncaHo tyHKLii 3aTBEPAKEHOIO
BMpo6HUuKa M3 bioHopuka CE. 3miHu | Tuny -
AAMiIHICTpaTuBHI 3MiHW. BunyueHHs
BMPOGHMYOI AiNbHUL (BK/THOYAKUMN AiNbHULL
ana A®l, npomikHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBeAeHHs NakyBaHHs, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiid, MicLe
NpoBeLeHHSI KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXifHOro Matepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3Ha4eHo y J0CbE) BUAAsIEHHS i3 MaTepianis
peecTpauiiHoro AOCbE NPOMIXXHOIO BUPOBHYMKa
Wiewelhove GmbH, Germany (BMPO6GHULTBO
in bulk) (Mogynb 3, peecTpauiiiHoro gocbe
3.2.P3.1

201.

KNOTPUMAS

on

Ma3b 1 %;no20ry
Ty6i; no 1 Ty6i B
naJui 3 KapToHy

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EHK'106 ETikans
MpaisiT MimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TYny - AOMIHICTPaTUBHI 3MiHN.
Buny4yeHHs1 BUPOOGHMYOI AiNbHULI (BK/THOYAKOUN
AinbHuUi ana A®Il, npomixHOro npoAykTy abo
roTOBOrO JIiKapCbKoro 3acoby, AinbHuLi 4Nns
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NoBiga/IbHOrO 3a BMMYCK Cepiii, Micue
NpoBefeHHS KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXiLHOTo MaTtepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo Y AOCbE) BUTyYEHHS BUPOGHNMKa
Aitoyoi pevoBuHY KNoTprmason (Jintan
Zhongxing Pharmaceutical Chemical Co., Ltd,
KuTaii). 3anvwaerbcs BUPOOHUK-
ERREGIERRE S.p.A.(Via Valle delle Fontane,
2 — 24060 SOVERE (BG)), ITania. 3minu |
TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKNHOYAOUN [iNbHUL
ana A®l, npomikHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNLi Ans
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NoBiga/IbHOrO 3a BMMYCK Cepiit, Micue
NpoBefeHHS KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXiLHOTo MaTtepiasny,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HayYeHo y [OCbE) BUNYyHEHHS BUPOGHMYOT
OiNbHUL BUPOBHYMKA Ait0HOI pevoBUHM
knoTpumason- ERREGIERRE, Itanis (Via F.

6e3
peyenma

UA/8794/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Baracca, 19 - 24060 SAN PAOLO D'ARGON
(BG)). 3annwaetbcs BupobHUK-ERREGIERRE
S.p.A.(Via Valle delle Fontane, 2 — 24060
SOVERE (BG)), ITanis
202. | KNNO®ENIH- Tabnetku no 0,15 mr | TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7640/02/01
3H no 10 TabneTtok y 03 06MEXEHO0 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
6nictepi; no 3 abo 5 OBMEXXEHO BiAMOBIAA/TbHICTIO peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
6nicTepiB y kOpobLi 10) "XapkiBcbke MO3 Big 23.07.2015 Ne 460) BBeeHHA 3MiH
3 KapTOHY BIANOBIAAN thapmavueBTuyHe NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
bHICTHO nignpyeMCcTBO 3MmiHu | TURYy - 3MiHK WoAao
«KOPIOPALLI "340poB'sa Hapoay" 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
A BBefeHHs1 ab0 3MiHKM [0 y3araslbHEHUX AaHNX
«300POB’A» npo cuctemy chapmakoHarnsgy (BBeaeHHS
y3aranbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, aMmiHa ynoBHOBaXKeHOI
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy
203. | KOAETEPN H | Tabnetku, no 10 TOBAPUCTB YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/3563/01/02
Tabnetok y 6nictepi; 03 06MEeXEHO 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
no 1 6nictepy y OBMEXEHO BiAgMNOBiga/IbHICTIO peecTpavuiiniHOro noceig4eHHs) (3rigHO Hakasy
KOpPOO6Lii 3 KApTOHY 10) "XapkiBCcbke MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
BIANOBIAAN hapmaueBTNyHe NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS;
bHICTHO nigNpPUEMCTBO 3MiHu | TMNY - 3MiHK Woa0
«KOPMNOPAUJ "3p0poB'a Hapoay" 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
A BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux
«300POB'A»

npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoil
0ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0CcO6Y,
BiANOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLieHHI MacTep-dhaiina
cucTemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBiAaNbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuisn: Maxosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
HOMepa mMacTep-ghaiina cuctemu
chapmakoHarnsgy

204.

KOAE®EMON
H

cupon, no 100 mn
abo no 200 mn y
donakoHi; no 1
hakoHy i3 MipHOIO
NOXKOo abo
CTaKkaHuMKoM y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«3[00POB’'A»

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANoBigasIbHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcOo6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag, [irova
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepfakuisn: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX

YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmMakoHarnsag 3miHa
HOMepa MacTep-thaiina cmctemm
chapmakoHarnsgy

3a
peyernmom

UA/12779/01/01

205.

KONIrA3-
3/10POB'AA

Kpanni opasbHi, 40
mr/mn in bulk: no 10
nabono50ny
mMeTaneBux 6o4kax

KEI

TOBAPUCTB
03
OBMEXXEHO
0]
BIAMOBIAAN

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBIgANbLHICTIO
"®apmaueBTnyHa
KomnaHis "310pos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NpoTArom 6-T1 MiCcALIB MiC/1A 3aTBEPMKEHHS;

UA/15626/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

bHICTIO
«KOPTOPALI
A
«300POB’'A»

3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarniagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHS]
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
chapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BiAnoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegpakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MuiKkonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

206.

KONIrA3-
340POB'A

TabneTkn, BKpUTI
060/10HKOI0, No 125
mr in bulk: no 4000
TabneTok y nakeri
nonieTnneHoBomMy y
KOHTeliHepi

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TIbHICTIO
"®apmavueBTnyHa

KoMnaHis "3popos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHa 3asBHVKa J13 (MIBI) (BnacHuKa
peecTpavuiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeaeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MNMaxosa OnexHa

UA/14701/01/01
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Hassa

®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
HOMepa mMacTep-ghaiina cuctemu
chapmakoHarnsgy
207. | KONICTUH NOpPOLLOK ANs 3eHTiBa, K.C. Yecbka MoBHWI LMKN [anis/ BHECEHHS 3MiH [0 peecTpauiiHnX MaTepianis: 3a UA/15525/01/02
3EHTIBA PO34UHY A5 iH'EKLN Pecny6nik BMPOGHMLTBA: YropuHa TexHiuHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
a6o iHdysiii no 2 a Kcennia 23.07.2015 Ne 460).
000 000 MO; 1 a6bo dapmacbloTikanc BunpasBneHo TeXHIYHY MOMW/KY B IHCTPYKL,ii
10 cpnakoHis 3 AnC, faHis [ANs1 MeMYHOro 3acTOCyBaHHS NiKapCbKoro
NOPOLUKOM B TecTyBaHHs: 3acoby y po3gini "Ynakoska'":
KapTOHHIM nayu,i Kcennia 3aTBepXeHo:
dapmacbloTikasnc Mo 10 mn y dhnakoHi 3 6e36apBHOro
N1, YropwmHa 6opocunikaTHOro ckna Tuny | 3 4epBOHO
KpULLKOK «chnin-odhd».
Mo 1 a6o 10 hakoHIB y KAPTOHHI mauLi.
3anponoHoBaHo:
Mopowok no 1 000 000 MO y dpnakoHi
o6’emom 10 mn 3 6e36apBHOro
6opocunikaTHOro ckna Tuny | 3 YepBOHO
KpULLKOK «chnin-odhd».
Mopotwok no 2 000 000 MO y dhrakoHi
06’emoM 10 mn 3 6e36apBHOIO
6opocunikatHoro ckna Tuny | 3 671ig40-1iN10BoK
KpULLIKOO «cpAin-odpch».
Mo 1 a6o 10 h1aKkoHIB y KAPTOHHI nauLli.
3a3HayeHe B/NpaB/eHHN Bignosigae
MaTepianam peecTpauiiHoro AocChe.
208. | KONICTUH NopoLUOK AN 3eHTiBa, K.C. Yecbka MoBHWIA UMK [anis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/15525/01/01
3EHTIBA PO34MHY ANs iH'EKLR Pecny6nik BUPOGHMLTBA: YropLmHa TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
abo iHdysiii no 1 a Kcennia 23.07.2015 Ne 460).
000 000 MO; 1 a6o $apmacbloTikasc BunpaBneHo TeXHIYHY NOMW/IKY B iHCTPYKL,i
10 cpnakoHiB 3 AnC, JaHis 0151 MeQNYHOro 3acToCyBaHHSA NikapCbKoro
NOPOLLKOM B TecTyBaHHs: 3acoby y po3aini "YnakoBka':
KapTOHHI nayi Kcennia

dapmacbloTikasc
1A, YropuwmHa

3arBepaKeHo:

Mo 10 mn y dhiakoHi 3 6e36apBHOI0
6opocunikaTHOro ckna Tuny | 3 YepBOHO
KpULLIKOH «chnin-odpd».

Mo 1 a6o 10 dhakoHiB y KapTOHHIN nauLi.
3anponoHoBaHo:

Mopowok no 1 000 000 MO y dnakoHi
06’'emoM 10 mn 3 6e36apBHOIO
6opocunikaTHOro ckna Tuny | 3 4epBOHO
KpULLIKOH «chnin-odpd».
Mopotuok no 2 000 000 MO y dpnakoHi
o6’emom 10 mn 3 6e36apBHOro
6opocunikatHoro ckna Tuny | 3 61i80-1iN0Bo
KpULKor «dhnin-odpd».
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Mo 1 a6o 10 h1akoHIB y KAPTOHHI mauLi.
3a3HaueHe BMMpaB/IeHHs BigNOBIAaE
MartepianaMm peecTpauiiHoro 1ochE.
209. | KONMICTUH- MOPOLLIOK ANs Mictpan AHrnis BVPOGHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/18734/01/01
BICTA PO34UHY A5 iH'EKLLlA Kenitan roToBOI NiKapcbKoi IcnaHis 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
abo iHransujn no MeHeaXMeHT chopmMu, nepBUHHA BignosigHocTi/l E-cepTudikar BignosigHocTi
1000000 MO; no 10 Nimiteq Ta BTOpVHHA €Bponelicbkii hapmakonei/MmoHorpadii.
chnakoHiB y ynaKkoBka, KOHTPO/1b MogaHHA HOBOro abo OHOB/IEHOTO
KapTOHHI/ KopoobLi Ta BUNyCK cepii: cepTtudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
ANbPACITMA cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
C.N.A., lItanis thapmakonei: gns A®l; ans BUXiAHOrO
Bupo6HMLTBO marepiany/peareHTy/npomMiKHOro NPoAyKTY,
roTOBOI NiKapCchbKoi LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
dhopMK, NepBUHHA 0151 [OMNOMDKHOT peyoBUHU (cepTudiikat
Ta BTOPMHHA BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
yMakoBKa, KOHTPO/b, OHoBeHWIA cepTudikar Bif yxe
BK/THOHAI0UM aHani3 3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS
ineHTudbikauii (tect OHOBJ/IEHOrO cepTudikarta BifgnoBigHOCTI
A), cnopigHeHux €poneiicbkili hapmakonei Ne R1-CEP 2000-
pevoBUH i npoginto 207 - Rev 06 (3aTtBepmxeHo: R1-CEP 2000-
cKnagy noniMikCUHIB 207 - Rev 05) ana A®I konictTumeTaTy HaTpito
Ta BUMyCK cepii: Bif BXXe 3aTBepAXeHOro Bupo6Huka XELLIA
ANTAH PHARMACEUTICALS APS.
®APMACBIOTIKAN
3, C.A,, IcnaHis
210. | KONICTUH- NOpoLLOK AN MicTpan AHrnis Bupo6HULTBO IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18734/01/02
BICTA PO34nHy A5 iH'EKLI Kenitan roToBOI NiKapCbKoi 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenmom
abo iHransuyii no MeHeKMeHT dhopMK, NepBuUHHA BignosigHocCTI/IE-cepTudpikar BignosigHoCTI
2000000 MO; no 10 Nimiteq Ta BTOPMHHA €Bponeiicbkilt hapmakonei/MoHorpadii.
hnakoHiB y ynakoBKa, KOHTPO/b, MogaHHA HOBOrO abo OHOB/IEHOTO
KapTOHHIA Kopoo6Li BK/HOYA0UN aHaUi3 cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
ineHTuikauii (tect cepTudpikaTa BignoBiAHOCTI EBpONeiiChKiit
A), cnopigHeHux thapmakonei: gna Ad®l; gns suxigHoro
peyoBUH i Npoginto martepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
cknagy nonimMikCuHiB L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
Ta BUNycK cepii: AN 0ONOMDKHOI peyoBuHY (cepTuddikat
ANTAH BiANoBigHOCTI E€Bponeiickbkili hapmakonei) -
PAPMACBIOTIKAN OHoB/EHWIA cepTUdiKaT Bif yxe
3, C.A. 3aTBEPAXEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-
207 - Rev 06 (3atBepmxeHo: R1-CEP 2000-
207 - Rev 05) ana A®l konictumeTary HaTpitlo
Bif, BXXE 3aTBEepAXeHOro Bupo6Huka XELLIA
PHARMACEUTICALS APS.
211. | KOMBIrPUMN NopoLUOK AN OPIAHOCUVH OAE EBepTomxeH Navic IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/11504/01/01
XOT CINn® OpPa/ILHOIO PO3UNHY JNIAVOCAEHC CaeHcus NimiTeq, 3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA peyenma
3 MaJIHOBUM N3 (E® 3ET I) NiKapcbkuii 3aci6. KOHTpob roToBOro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

cmMakoMm no 5 r
NOpOLLKY B catle, Nno
10 cawe B
KapTOHHI/ Kopoo6Li

nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BKHOYAKOUM 3aMiHY @60 [JOMOBHEHHS))
YA,0CKOHa/IeHHA 3aTBepAKEeHOI aHaTiTUYHOT
METOAMKM 3a NoKa3HWKOM «CynpoBifHi
Aomiwkn» (meTog BEPX), Wwo nos’szaHo 3
KOpUryBaHHsM YMOB NpUAATHOCTI
XpomaTtorpadiyHoi cuctemu Ta yTOUYHEHb B
NpUroTyBaHHi po34uHiB. Kputepii
NPUAHATHOCTI AN Noka3HUka «CynpoBifHi
OOMILLKM» 3a/IMLIATLCHA HE3MIHHUMU

212.

KOMBIrPUMN
XOT CIn®

MOPOLLIOK A5
opasibHOro Po34nHY
3 JIMMOHHVM CMaKoM
no 5 r NopoLuKy B
cauwle, no 10 cawe B
KapTOHHI/ KopoobLi

OPTAHOCVIH
NAADCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navid
CaeHcus JliviTep,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS rOTOBOrO MiKapCbKoro 3acoby

(iHWi 3MiHM y MeTogax BunpobyBaHb
(BKNHOYAKOUM 3aMiHY ab0 [JOMOBHEHHS))
YA0CKOHaNEHHS 3aTBEPKEHOT aHaNiTUYHOI
METOAMKM 3a NOKa3HWKOM «CynpoBigHi
Aomiwkn» (meTog BEPX), o nos’s3aHo 3
KOpUryBaHHAM YMOB NpUAATHOCTI
XpomaTtorpadiyHoi cuctemu Ta YTOUYHEHb B
NpUroTyBaHHi po34uuHiB. Kputepii
NPUAHATHOCTI AN Noka3HUKa «CynpoBifHi
OOMILLKM» 3a/IMLIATLCS HE3MIHHMMU

6e3
peuyenma

UA/11503/01/01

213.

KOMBINPUN-
KB

Tabnetkn no 5 mr/10
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepun y nauui

AT

"KUIBCbKN

BITAMIHHWIA
3ABOJ"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHAI
3ABOA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MmiHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36ibLIeHHs
TepMiHy NpUAATHOCTI FOTOBOrO JiKapCbKOro
3acoby) - 115 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEasILHOTO Yacy)
36inbLIeHHs TeEPMiHY NPMAATHOCTI Y 3B'A3KY i3
OTPMMaHHAM NO3UTUBHUX AaHUX LLOA0
LOCNiMpKEHHS CTabiNbHOCTI y peasibHOMY Yaci.
[itoya pepakuis: TepmiH npuaaTHoCTI. 3 poKu.
[MponoHoBaHa pepgakuis: TepMiH NpuaaTHOCTI.
4 pokn. 3MiHM BHECEHO B iHCTPYKLi0 AN
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3gin "TepMiH npugartHocTi”. BBegeHHsA
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/11887/01/01

214.

KOHBYJIEKC

PO34UH ON15 iH'EKLLNA,
100 mr/mnno 5 mn B
amnyni, no 5 amnyn

TOB "bayL
Xenc"

YKpaiHa

BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/Ib SKOCTi:

ABCTpIs

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosiaHocTI/E-cepTucpikar BignosigHOCTI

3a
peyenmom

UA/6595/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Y KOHTYpHili I.J1. dapma M'vbX, €Bponelicbkii hapmakonei/moHorpadii.
YapyHKOBIll ynakoBLi ABCTpIft; BUPOOHUK, MogaHHA HOBOrO abo OHOBNEHOTO
LL{0 BignoBsigae 3a cepTtudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
BMnyck cepii: /1. cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
$apma N'vbX, thapmakonei: gns A®l; ans BUXiAHOrO
ABCTpis marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
BunyueHHsi cepTudikatis (3a HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian)
BunyueHHs cepTudikara BignoBsigHOCTI
€Bponelicbkin hapmakonei ans A®| HaTpito
Basibnpoaty BupobHuuTea The Nippon
Synthetic Chemical Industry Co., Ltd., AnoHis
(R1- CEP 2001-287-Rev 01). 3anuwatotbcs
BMpo6HMKM: ANJAN DRUG PRIVATE
LIMITED, INDIA; KATWIJK CHEMIE BV,
NETHERLANDS.
215. | KOHTPUBEH PO3YUH OJ151 iH'EKLLNA, TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10355/01/01
10 000 KIO/mn; no 1 "BIOPAPMA" "BIO®APMA" 3MiHn | TURY - 3MiHK 3 aKocTi. API. peyenmom
M B amnysii; no 5 Brpo6HMLTBO. 3MiHa BMPO6HUKa
amnyn y 6nictepi; no BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
2 6nictepun y nauui 3 BVMKOPUCTOBYHOTLCS Y BUPOOGHMYOMY NpoLEeCi
KapToHy; Mo 5 mn B A®I, abo 3miHa BUpoOHWKa (BKOUaKoun, ae
amnyni; no 5 amnyn Heob6XiAHO, MicLe NPOBEeAEHHSI KOHTPOSIO
y 6nicTepi; no 1 akocTi) A®I (3a BigcyTHOCTI cepTuddikata
6nictepy B navui 3 BiANOBIAHOCTI EBponeiickkili hapmakonei y
KapToHy 3aTBEPAKEHOMY [0CLE)(3MiHM [0 3aX04iB,
noB'A3aHnx 3 KoHTponem A®l, abo foaasaHHA
AiNbHULI, e NPoBOANTLCSA
KOHTPO/1b/BUNPOBYBaHHSA cepii) - 3MiHN J0
po3giny 3.2.S.2.1 BUpo6Huk(1) gofaBaHHs
iHchopMmawuii Npo koHTpakTHY naboparopito ANns
BUKOHaHHA TecTy: KOHTpO/1b nokasHuka "[es-
Ana-anpoTuHiH i e3-Ana-ges-lno-anpoTyiHiH,
n.4.4 Aoy, 2.2.47, MeTo4oM KaninspHoro
30Ha/IbHOTO enekTpochopesy BUPOGHUKOM
rNn3.
216. | KOHTPONI®N | po3unH ANs iH'eKuii, TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a He UA/19023/01/01
EKC 2 mr/mn, no 2 mn B "MIKPOXIM" "MIKPOXIM", 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA peyenmom | nidssieae
amnynax; no 5 Ykpaina nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.

amnyn y 6nictepi; no
1 a6o 2 6nictepn y
nauuj 3 KapToHy

(BignoBiganbHuiA 3a
BMNYCK cepil, He
BK/IOUAKOUN
KOHTPO/b/BUNPOOYB
aHHa cepii;

ropuamMuHa agpeca

3amiHa ab0 BBeEeHHs1 404aTKOBOI AiNbHUL
BMPOGHMLITBA [/151 YaCTMHW abo BCbOro
BMPOGHMYOro NpOLEecy roToBoOro NikapcbKoro
3acoby (AinbHMLA, Ha K NpoBOAATLCS 6y ab-
AKi BUPOGHMYI CTagil, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/IKO AKOCTi Ta BTOPUHHOIO
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Ta BUpo6HMNYa
OinbHNLSA);
BiANOBIAabHUIA 38
BMPOGHMLITBO Ta
KOHTPONb/BUNPOGYB
aHHA cepii, He
BK/THOHAI0UMN BUMYCK
cepit:

AT "Tanuudpapm",
YkpaiHa

nakyBaHHS 4151 CTEPUIbHUX JTIKAPCbKMX
3aco6iB (BK/HOYAKUUN BUPOGEHI acenTUYHUM
MeToA0M), KpiM MikapcbKux 3acobis
6i0/10r4YHOro/iMyHOOrYHOTO MOXOMKEHHS) -
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeAEHHSI 404ATKOBOI AifbHUL
BMPOGHMLTBA A/15 YAaCTMHU abo BCbOro
BMPOGHNYOro NPOLEeCy roToBOro NikapcbKoro
3aco6y (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS)
- BBegeHHs [0AaTKOBOI AiNbHUL
BMpo6HUUTBa AT "Tannydapm”, YkpaiHa, ska
3pjicHI0e BUpo6HMLTBO in bulk 3 nepBUHHUM
nakyBaHHAM Ta BTOPUHHe nakyBaHHs J13.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[OTOBMIA NikapcbkuWii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHn, Lo
CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [iNbHULI, Ha AKIA 34ICHI0ETLCS
KOHTpO/b/BMNpOGYBaHHSA cepii) - BBegeHHs
[04aTKOBOI AiNbHUL BUpOBHULUTBA AT
"Tannucbapm", YkpaiHa, sika 34iicHIoe
KOHTPO/b/BMNPOGYBaHHSA cepii, He BKIYakum
BUNYCK cepil.
3MiHV BHECEHI B pO3inn "BUPOBHUMK" Ta
"Micue3HaxomkeHHs1 BUpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS Or0 Ais/IbHOCTI" B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
NiKapCbKoro 3acoby y 38"A3Ky 3 BBEEHHAM
[0[aTKOBOT BUPOBGHWNYOI AiNbHULj AN1A BCbOro
BMPOGHMYOro npoLecy, KpiM BUNYCKy Cepiii.
BignoBigHi 3MiHN BHECHI B TEKCT MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
y NpOLLeCi BUPOGHMLTBA FOTOBOTO J1iKapCbKOro
3aco6y, BK/IH0YAKYM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BAPO6HULITBA) - 3MiHW Y BUPOBHUYOMY
npoueci gnsa aganTawii TeXHOMOrN4YHOro
npouecy A0 o6nafHaHHA HOBOI AiNbHUL, &
came 3MiHM y napameTpax BefeHHs
TEXHOMOrIYHOro NPoLecy Ha onepavisix
3.2.Ctepunisytoya dinibTpauis (Tuck
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CTUCHEHOro a3oTy Npu nepepaui
NpUroToBaHOro PO3yvHY 3 peakTopa Ha
inbTpauiliHy yctaHoBky), 4.1.Muiika Ta
cTepunisauis amnyn (Temnepatypa Boau Ans
iH'EKUIV Ta TemnepaTtypa cTepunisauii amnyn),
4.2.HanoBHeHHSA Ta cTepunisauis amnyn (TUck
CTWCHEHOro a30Ty Npu nepejaui Po3ynHy 3
peakTopa Ha MiHilo HaNOBHEHHS),
4.3.MepesipKa amnyn Ha repMeTUYHICTb Ta
MeXaHiYHi BK/TI0YEeHHS (MOCNiAO0BHICTb
nepeBipKy amnys1 Ha MeXaHiyHi BK/TIOYEHHA Ta
repMeTUYHICTb). BBEAEHHS 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEPMKEHHS. 3MiHuM | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepii
(BkNHOUAKOUM AjanasoH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MiIPOM)
(B.1.6.4. (a) IB)
3MiHa po3mipy cepii (3aTBepmkeHo: 50 Tuc.
amnyn, 100 tuc. amnyn, 120 tuc. amnyn, 240
TUC. amnyn; 3anponoHoBaHo: 50 Tuc. amnyrn,
75 T1c. amnyn, 100 tuc. amnyn, 120 Tuc.
amny”n, 240 Tuc. amnyn). BeefeHHsA 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHU.
BunyyeHHs BUPOBGHMYOI AinbHUL (BKIHOYAK0UM
AinbHuUi ana A®Il, npomiXHOro npoAykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBefeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BUMNYCK Cepiii, MicLe
NpoBeeHHSA KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SIKLLO
3a3HaYeHo y [JOCbE) - BUTYYEHHS BUPOOHUYOT
AinbHuUi TOB HB® "MIKPOXIM", YKpaiHa, ska
3pjicHI0E KOHTpOsb J13 (nabopaTtopis
6ionoriyHoro aHanisy Ta fabopartopis i3nko-
XiMIYHOrO aHasli3y Ta KOHTPOJI0
BMPO6HMLTBA). BBEAEHHS 3MiH NpOTArom 6-Tn
MicsILiB Micns 3aTBepAKEHHS.

217.

KOPBANON®
K

Kancysm m'siki no 10
Kancyn y énictepi;
no 1 a6ono 3
6nicTepun y nauui

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
nocTavasnbHviKa nakyBabHVUX Martepianis abo
KOMMNEKTYUNX (AKLWO 3a3Ha4YeHO B JOCLE)
(3amiHa abo foAaBaHHS NocTavyabHUKA) -

6e3
peyenma

UA/14667/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OHoBneHHs po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akKynopoBasbHWii 3aci6, a came

[0faBaHHA anibTePHATUBHOIO BUPOBHMKA
Hangzhou Plastic Industrial Co., Ltd, Kutaii
matepiany NepBUHHOT yNakoBKM - NAIBKN
nonimMepHoi 6in10i nirmeHToBaHoOI
TPbOXLLAPOBOI
(noniBiHiNXNopuaHoI/NonieTMAEeHoBOI/NONIBIHIN
iBEHXOPUSHOT), AKUIA ILEHTUYHNI
3aTBEpKEHOMY. 3 METOH YHidikauii
[OOKyMeHTaUi AN KOHTPO/0 NePBUHHOTO
nakyBaHHa Ha AT «®apmak», OHOBJ/IEHO p.
3.2.P.7 Ta akTyanizoBaHo crneuudikaii Ha
nepBUHHE NaKyBaHHS, 3MiH SKICHOro Ta
KiflbKiCHOro cknagy He Bifodynock. BHeceHHA
3MiHM go p. «YnakoBka» MKA 13, a came
YTOUYHEHHSI Ha3BW NakyBa/lbHOro Marepiany
honbry antoMiHIEBOT TaKOBaHOI 4pyKOBaHOI
BignoBigHo Ao p. 3.2.P.7. 3MiHn | Tvny - 3MiHK
3 AKoCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmx
MeX NepBVHHOI yNakoBKW rOTOBOr0
NikapcbKoro 3acoby (JONOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3
Bi4NOBIAHUM METOAO0M BUNPOOYBaHHS) -
OHoBeHHs po3sginy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKyrnoproBas/ibHWiA 3aci6, a came
[LOMOBHEHHS cneumaikaLii Ha nnisky
nosiMepHy 6iny NirMeHToBaHy TPbOXLUapoBYy
(nonisiHiNxnopnaHy/nonieTnneHoBy/NoMiBiHiNi
OEHXI0PUAHY) NMOKa3HUKOM «laeHTudikaLlis».
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo fgonycTuMmx
MeX NepBUHHOI yNakoBKW rOTOBOIO
nikapcbKoro 3acoby (AONOBHEHHSI
cneumdikaLii HOBUM NMOKA3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
OHoBrieHHA po3giny 3.2.P.7 Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6, a came
[ONOBHEHHSA cneuudikauii Ha donbry

3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA

a/IloMiHIEBY NnakoBaHy [pyKOBaHY MNOKa3HNKOM
«laeHTudbikauis» (NoKasHUK BU3HAYaETLCA 415
BMpo6Huka “MTC Polska Sp. Z.o.0., MonbLya).

nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo fgonycTMMmx
MeX MepBUHHOIT YNakoBKV rOTOBOrO
NiKapCbKOro 3acoby (BUy4EHHS1 HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisnoro
nokasHuka)) - OHoBneHHs posginy 3.2.P.7
CucTema KoHTeliHep/ 3aKynoptoBasibHWiA 3acib,
a came BU/y4YeHHs 3i cneuuaqikauii Ha nnisky
nosiMepHy 6iny NirMeHToBaHy TPbOXLUapoBYy
(monisiHinxnopugHy/
nonieTuneHoBy/NoNIBIHINIAEHXT0PUAHY)
nokasHuKiB «MaTepian», «Po3Mipy pynoHy»,
«LUupunHa nniBkun», «YnakoBka». 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHU 3aci6.
3miHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBKY
rOTOBOrO JIiKApCbKOro 3acoby (BU/TyYEHHs
HEe3HaYyHOro NokasHuka (Hanpvknag
3acTapifioro nokasHuka)) - OHOBNEHHS po3iny
3.2.P.7 CucTema koHTeliHep/
3aKyrnoproBaibHWiA 3acib, a came: BUyYEHHS 3
cneumadikauii Ha donbry antoMiHieBy nakoaHy
ApykoBaHy n. «Matepianun», «padiyHe
0QOPM/NEHHS, MPABU/IbHICTb HAHECEHHSA
TEKCTy», «Po3Mipy pynoHy», «LLnpuHa
o/brn ApyKOBaHOI», «MoBEepxXHEBa LUIbHICTL
honbrny», «MoBepxHeBa LWiNbHICTb OIbIN
[OpPYyKOBaHO1», «BU3HauYeHHs HafiliHOCTi
HaHeCeHHs Apykapcbkux gapb Ta 3axMcHOro
naky Ha donbry (agresis dpnekcorpadCbkoro
ApPYyKy)», «CTiliKicCTb NOBEPXHEBOTO LIapy
onbrn 40 BUCOKOT Temnepartypu
(TemnepatypHwuii TecT)», «Ck/1eloBaHHs 3
MBX», «YnakoBka», «MapKyBaHHs», «YMOBU
36epiraHHsa», «TepMiH 36epiraHHs»,
«Brpo6HWKM». 3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMnX
MeX NepBVHHOI yNakoBKW rOTOBOr0
nikapcbKoro 3acoby (iHLwi 3MiHK) - OHOBJ/IEHHS
po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynoploBasTbHWI 3aci6, a came BHECEHHS
3MiH Jo creyudikayii Ha NAiBKy NoniMepHy
6isly MirMeHToBaHy TPbOXLIAPOBY
(nonisiHinxnopugHy/nonieTuneHoBy/noniBiHiNi
neHxnopuaHy) 3a n. «MBY» 1a n. «ToBLMHaA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhonbruy». 3MiHn | TURY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBVHHOI yNakoBKW rOTOBOr0
nikapcbKoro 3acoby (iHLwi 3MiHK) - OHOBJ/IEHHS
po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynopoBasTbHWI 3aci6, a came BHECEHHS
3MiH o cneuudikauii Ha onbry antoMiHieBy
nakosaHy ApykosaHy 3a n. «MBY» Ta n.
«ToBLWMHA PONLIU».

218.

KOPBANTAB

Tabnetky, in bulk:
no 7 kr TabneTok y
nonieTnneHoBoMy
nakeTi; no 1 nakety
B KOHTeWHepi

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax BunpobysaHHA AP abo
BVXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HuMLUTBa A®I (iHLWI 3MiHN Y
MeTofax BUNPOOyBaHHA (BK/IOUAKUMN 3aMiHy
abo gonoBHeHHs)) A®I abo
BUXIAHOrO/NPOMIXHOro NPoAyKTy) - 3amiHa
MEeTOAMKM KOHTpoo AdD| eTunosoro egipy ?-
6pomi3oBasniepiaHoBOI K1C/IOTU 38 MOKA3HUKOM
«CTOPOHHI AOMILLKM» (ra3oBa XpomaTorpadis)
Yy BifNOBIAHOCTI 40 METOAMKN KOHTPOSIO
BMpo6HMKa APl TOB «Papmxim» Ta, SK
Hacnigok, 3MiHM 3a NokasHukamu «KinbkicHe
BU3HAYEHHS», «3a/IMLLIKOBI KiSIbKOCTI
OpraHiYHUX PO34MHHUKIB», OCKISIbKM
BUNPOOYBaHHA NPOBOAATLCS B OAHIl
meToamu,i. - 3MiHn | Tuny - 3MiHn 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneyudikayin Ta/abo fonycTMMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (iHWi 3MiHK) - BHECEHHS 3MiHW A0
cneuudikauii A®I etnnosoro edipy ?-
6pomizoBasiepiaHOBOT KMC/IOTU BUPOBHMKA
TOB «®apmxim», a came nepeHeceHHs
pe3ynbTaTiB aHasli3y Hepo3dacoBaHoi
nNpoAyKLUii 3a nokasHWKkaMmu «CTOPOHHI
LOMILKM», «KiflbKICHE BU3HAYEHHS»,
«3a/TMLLKOBI KifIbKOCTi OpraHiyHnx
PO3UMHHWKIB» 10 cepTUddikaTty sKOCTi roTOBOI
npoaykuii. Posginn 3.2.S.4.1.Cneundikauis,
3.2.5.4.4.AHani3 cepiii BupobHuka 113 TOB
«Papma CTapT» 3a/MLLIA0TLCSA 6€3 3MiH.

UA/3760/01/01

219.

KOPBANTAB

Tabnetkn, no 10

TOB "ACIHO

YKpaiHa

TOB "®apwma Crapt"”

YKkpaiHa

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

6e3

UA/1028/01/01
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Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

peecmpayiliHo2o

nocsBi0OYeHHs

3acoby

ynakoska)
Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 Ta 10 6nictepis
y nauui 3 kKapToHy

YKPAIHA"

3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb
A®Il. 3miHa y MeTogax BuNpobyBaHHsA A®Il abo
BVXifHOro Marepiany/npoMixxHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HULUTBa A®I (iHLWI 3MiHN Y
MeTofax BUNpPobyBaHHA (BKIOUAKUMN 3aMiHy
abo gonoBHeHHs)) A®| abo
BUXIAHOrO/NPOMIXHOro NpoaykKTy) - 3amiHa
METOAMKN KOHTPOoo AD| eTnnosoro egipy ?-
6pomi3oBasiepiaHoOBOI K1C/IOTU 38 MOKA3HUKOM
«CTOPOHHI AOMILLKM» (ra3oBa XpomaTorpadis)
Yy BifiNOBIAHOCTI 0 METOANKN KOHTPOSIO
BMpOo6HMKa APl TOB «dapmxim» Ta, SK
Hacnifgok, 3MiHW 3a nokasHnkamu «KinbkicHe
BU3HAYEHHS», «3a/IMLLIKOBI KiSIbKOCTI
OpraHiYHUX PO34YMHHUKIB», OCKISIbKM
BUNPOOYBaHHA NPOBOAATLCS B OAHIl
MeToamui. - 3MiHn | Tuny - 3MiHKn 3 aAKkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®I (iHWi 3MiHK) - BHECEHHS 3MiHM A0
cneuudikauii A®I eTnnosoro edipy ?-
6pomizoBasiepiaHOBOT KMC/IOTY BUPOBHMKA
TOB «®apmxim», a came nepeHeceHHs
pe3ynbTaTiB aHasli3y Hepo3dacoBaHoi
NPoAYyKLUiT 3a NnokasHUKaMmu «CTOPOHHI
LOMILLKM», «KiflbKICHE BU3HAUYEHHS»,
«3a/TMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB» 10 cepTUddikaTy sKOCTi roTOBOI
npoaykuii. Posginn 3.2.S.4.1.Cneyudikauis,
3.2.5.4.4.AHanis cepiii BupobHuka 13 TOB
«Papma CTapT» 3a/MLIA0TLCHA 6€3 3MiH.

peyenma —
Ne 10 ma Ne
10x2; 3a
peyenmom —
Ne 10x10

UA/17023/01/01

220.

KCUNTOMETA
30/1IHY
rigpPoxnoru

)i}

MOPOLLIOK
(cy6eTaHuis) y
noABiiHMX
nonieTMIeHoBmX
MilKax ans
chapmaLeBTUYHOTO
3acTocyBaHHs

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpyeMCTBO
"Cnepko
YkpaiHa"

YKpaiHa

BAPLUABCbHKWI
OAPMALIEBTUYHM
" 3ABO/, MOMb®A

C.A., OIIAN

INOYEM

MonbLa

3MiHu | TUNY - 3miHu 3 axkocTi. CepTudikaT
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€sponevicbkinn hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; gna BuxigHoro
mMartepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBrHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -

OHoBEHWIA cepTUdikaT Bif yxe

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2017-
054 - Rev 00 (3aTBepmkeHo: RO-CEP 2017-
054 - Rev 00). Ak Hacnigok 3amMiHWIack Ha3Ba
BMpo6HMKa Ha WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland/ BAPLLABCbKMIA
®APMALIEBTUUHWI 3ABOJ MOJMb®A C.A.,
DINIAN INMOYEM, Monbua.

221.

KCO®DJTY3A®

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 20
Mr; o 2 abo no 4
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHI navi

TOB "Powwu
YkpaiHa"

YKpaiHa

BUMYyCK cepii
roToBOro
nikapcbkoro 3acoby:
®.XodppmaHH-/15
Pow J1tg,
LBeiiuapis;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BK/IHOHAK0UMN
BMNPOBYBaHHA
KOHTPO/IO SKOCTi B
npoueci
BMpo6HuuTBa: Wapn
MexkemknHr
Cepsices, J1/1C,
CLUA; Bupo6HULITBO
nikapcbkoro 3acoby,
BK/IHOHAK0UMN
KOHTPO/Ib B NPOLIECI
BMPOGHMLITBA,
BUNPOGYBaHHSA
KOHTPOJIO SIKOCTI
npy BUMYyCKy Ta
cTabifIbHOCTI:
LLlioHori ®apma Ko.,
Nta. Cetcy MnaHrT,
ANoHis;
BMNPOBYBaHHA
KOHTPOJTIO AKOCTI
npy BUMYyCKy Ta
CTabinbHOCTI (3a
BUK/OYEHHAM
Mikpob6ionoriyHoi
yncrotun): .
XodhcpmaHH-/15 PoLu
NTp, Wseiiuapis;
BMNPOBYBaHHSA

LLBeiiuapis/
CLuA/
AnoHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHN | TURNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHUL (BKIHOHYAK0UM
OinbHuUi ansa A®l, npomMixXHOro NpoAaykTy abo
roTOBOrO /1iKapCbKOro 3acoby, AinbHUL 415
NpoBefeHHs NakyBaHHs, BUPOOHNMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
NpoOBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Matepiasty,
peareHTy ab0 ONOMIXHOI PeYOBUHY (AKLLO
3a3HayeHo y A0CbE) BunyyeHHs ainbHuui
Shinogi Pharma Co., Ltd. (2-1-3, Kuise
Terajima, Amagasaki, Hyogo 660-0813,
Japam) BiANOBiAa/IbHOT 32 TECTYBAHHS Ha
MWLL'SIK MPOMIXXHOTO NpoaykTy (S-033447)
Lit0Y0T peqyoBUHN. 3a/IULLAETLCA
anbTepHaTVBHA AiNIbHLWS, KOTPa BUKOHYE TakKy
X dpyHKUjt0, Lo ¥ BunyyeHa: Shinogi Pharma
Co., Ltd. (7, Moriyama, Nishine, Kanegasaki-
cho, Isawa-gun, Iwate 029-4503, Japan).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPXKEHHSA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®|. CTabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BigcyTHOCTI Yy
3aTBEPAKEHOMY AOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lwo
BK/1IOYA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepiof noBTOpPHOrO BUNpPOOYBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOrO BUMNPOBYBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3yNnbTaTiB AOC/IHKEHD
y peanibHOMy 4aci - 36inbLUEHHS nepioay
NOBTOPHOTO BUNPOGYBaHHA A1 Aito4Ool
peyoBuHM H6anokcasip Map6okeun (byno: 24
MicsLiB; cTano: 48 MicALiB), BUTOTOB/IEHOTO Ha
OinbHUU Shionogi Pharma Co., Ltd.
(Tokushima Plant), Japan. BeegeHHs 3MiH

3a
peyenmom

UA/18056/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOHTPOJT0 AKOCTI MPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPAKEHHS
npy BUMYyCKy Ta
CTabiNbHOCTI (TiNbKN
Mikpob6iosoriyHa
yncToTa):
®.XothbdpmaHH-/15
Pow NlTa,
LLIBeiiuapis
222. | KCOD/TIY3A® | Tabnetku, BKPUTI TOB "Pow YkpaiHa BUMYCK cepii LLIBeliyapisi/ | BHECEHHs 3MiH 40 peecTpauiiHux maTepianis: 3a UA/18056/01/02
N1iBKOBOIO YkpaiHa" roToBOro CLUA/ 3MmiHu | TNy - AOMIHICTPaTUBHI 3MiHN. peyenmom
060/10HKO10, M0 40 NiKapcbKoro 3acoby: AnoHis Buny4yeHHs1 BUPOGHWYOI AiNbHULI (BKTHOYAKOUN

Mmr; no 1 a6o no 2
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHIM nayu,i

®.XothbdpmaHH-/15
Pow JITa,
LBeiiLapis;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
BK/IOYAKOUN
BMNPOBYBaHHSA
KOHTPO/O SKOCTi B
npoueci
BUpo6HMLUTBa: LWapn
MekepKNHr
Cepsices, J/I/1C,
CLUA; BupobHULTBO
NiKapcbKoro 3acooy,
BK/IOYAKOUN
KOHTPO/1b B NPOLIECI
BMpPOBHULTBA,
BMNPOBYBaHHA
KOHTPOJTIO AKOCTI
npy BUMYyCKy Ta
CTabiNIbHOCTI:
LWioHori ®apma Ko.,
nta. Cetcy MNnaHT,
AnoHis;
BMNPOBYBaHHSA
KOHTPO/IIO AKOCTI
npy BUMYyCKy Ta
cTabinbHocTi (3a
BUK/OYEHHAM
MiKpo6ionoriyHol
4YNUCTOTH), NEPBUHHE
Ta BTOPUHHE
nakyBaHHs1,
BK/IHOHAK0UMN
KOHTPO/1b B NPOLIECI
BMPO6GHMLITBA,

AinbHUUi ana A®Il, npomixxHOro npoaykTy abo
roTOBOrO JIiKapCbKoro 3acoby, AinbHuLi 4Nns
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NoBiga/IbHOrO 3a BMMYCK Cepiit, Micue
NpoBefeHHS KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXiLHOTo MaTtepiasny,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HavYeHo y A0cbE) BunyyeHHs AinbHuui
Shinogi Pharma Co., Ltd. (2-1-3, Kuise
Terajima, Amagasaki, Hyogo 660-0813,
Japam) BignoBiganbHOT 3a TECTYBaHHSA Ha
MULL'SK MPOMDKHOIO NpoAykTy (S-033447)
Ait0Y0T pevoBmNHN. 3annLLaeTbCs
anbTepHaTVBHA AiNIbHLWSA, KOTPa BUKOHYE Taky
X (pyHKUjt0, WO /A BunydyeHa: Shinogi Pharma
Co., Ltd. (7, Moriyama, Nishine, Kanegasaki-
cho, Isawa-gun, Iwate 029-4503, Japan).
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
A®I. CTabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY [0CbE cepTudikaTa
BiANoBiAHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Mepiof, NOBTOPHOrO BUNPOGYBaHHS)
(nepiof NoBTOpPHOro BUNpobyBaHHA/Nepios
36epiraHHs) - 36inblUeHHA abo BBeAEHHS
nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3yNnbTaTiB AOC/iHKEHb
y peasibHOMY Yaci - 36i/bLUEHHS nepioay
NMOBTOPHOrO BUNPOBYBaHHA 415 AiloY0i
peyoBuHM H6anokcasip Map6okeun (byno: 24
MicauiB; cTano: 48 micsiLiB), BATOTOB/IEHOIO Ha
AinbHuui Shionogi Pharma Co., Ltd.
(Tokushima Plant), Japan. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepAKEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BMNYCK cepii
roToBOro
nikapcbKoro 3acoby:
®. XodpcpbmaHH-/15
Pow Jlta,
LBeliuapis;
BMNPOBYBaHHSA
KOHTPO/IIO AKOCTI
npy BUMYycCKy Ta
CTabBiNbHOCTI (TiNIbkn
Mikpo6iosnoriyHa
yncToTa):
®.XothbdpmaHH-/15
Pow Jlta,
LBeliuapis
223. | NA30/IBAH® | po3uuH ans iHdysiii, | TOB "Onenna YkpaiHa CAHO®I C.P.J. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/3430/04/01
15 mr/2 mn; no 2 mn Xenckea 3MiHu | TUnNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
B amnynax; no 10 YkpaiHa" BignosigHocTi/l E-cepTudikar BignosigHocTi
ammnys y KapTOHHIl €Bponelicbkiit hapmakonei/moHorpadii.
Kopobui MogaHHA HOBOro abo OHOBMEHOTO
cepTugikaTa BignoBigHOCTI ab0 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHoBEeHWIA cepTUdikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA - MogaHHA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-
201 - Rev 05 (3atBepmxeHo: R1-CEP 2004-
201 - Rev 04) ans Aitoyoi pevoBrHN
ambpokcoy Tigpoxnopuay Bif BXe
3aTBepxeHoro Bupo6Huka Shilpa Medicare
Limited, India sikuii 3miHMB Ha3By Ha SHILPA
PHARMA LIFESCIENCES LIMITED, India
224. | NASO/NIBAH® | cupon, 30 Mr/5 mn; TOB "Onenna YkpaiHa Lensdhapm Peiimc, ®paHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/13771/01/01
3 no 100 a6o no 200 Xenckea ®paHuisn; BepiHrep Icnanis 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenma
MNONMYHUYHO | mny chnakoHi; no 1 YkpaiHa" IHrenbxaiim EcnaHa, BignosigHocTI/lE-cepTudpikar BignosigHoCTI
- donakoHy B CA, IcnaHis €Bponeiicbkilt hapmakonei/MoHorpadii.
BEPLLKOBU KOMMNEKTi 3 MogaHHA HOBOrO abo OHOB/IEHOTO
M CMAKOM NnnacTUKOBUM cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS

MipHUM KOBMauKoM y
KapTOHHI/ KopoobLi

cepTudpikaTa BiAnNoBiAHOCTI EBpONeiiChKiit
thapmakonei: gna Ad®l; gns suxigHoro
mMartepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMIKHOI peyoBMHY (cepTuddikat
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUKA - MogaHHA
OHOBJIEHOrO cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-
201 - Rev 05 (3atBepmxeHo: R1-CEP 2004-
201 - Rev 04) ons Aitoyoi pevoBrHN
am6pokcony rigpoxsopuay Bif, Bxe
3aTBepAXeHoro BupobHuka Shilpa Medicare
Limited, India sikuii 3miHuB Ha3By Ha SHILPA
PHARMA LIFESCIENCES LIMITED, India

225.

NA3OPUH®

cnpeli Has3aNbHWUI,
1,18 mr/mn no 10 mn
y CKISTHOMY
6asIoHuMKy 3
[03y0UMM
NPUCTPOEM; no 1
6as1o0HuMKY B
KapTOHHIA Kopoo6Li

TOB "Onenna
Xenckea
YkpaiHa"

Ykpaina

IcTiTyTO e Anxeni
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
y NpOLLeCi BUPOGHMLTBA FOTOBOTO J1iKapCbKOro
3aco6y, BK/IH0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUpobHMLTBa) BHECEHHS 3MiH 0 p.
3.2.P.3.3. Onnc B1po6GHMYOro npouecy Ta
KOHTPO/I0 MpoLecy, a came 3aMiHa po3mipy
iNbTPY, WO BUKOPUCTOBYETLCA ANA
inbTpauii KiHLEBOro po3ymnHy:
3apeecTpoBaHuii po3mip inbTpy 0,1 MKM
MPOMNOHYETLCA 3aMiHUTK Ha PO3Mip 0,2 MKM.
Bci iHWIi BUPOGHMYI NpoLecy 3a/mwwaiTbes
6e3 3MiH. 3MiHu | Trny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
MePBVHHI yNakoBLji rOTOBOTO J1iKapCbKOro
3acoby (AKicHWI Ta KinbKicHWiA cknag) - M'ski
Ta HecTepwsibHI piaki nikapcbki hopmu -
BHeceHHs 3miH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akyrnoptoBanbHuii 3aci6, a came
3amiHa glass bottle 3 Amber glass, Type | Ha

Amber glass, Type lll

6e3
peyenma

UA/3590/01/01

226.

NAKCEPC

MOPOLLOK A5
PO34UHY A5 iH'EKLLlA
no 1000 mr/ 1000 mr
no 1 cpnakoHy 3
nopoLukom; no 1
donakoHy a6o no 10
dhnakoHiB y nayui 3
KapToHy

TOB "HOpis-
Papm"”

YKpaiHa

TOB "tOpia-Papm”
(nakyBaHHS i3
doopmu in bulk

hipMmn-BUPOGHMKa
HCMC Xe6eli

XyamiH
PapmacbioTikas
KomnaHi Mimites,

Kutai)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu Il TUny - 3MiHn 3 AkocTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHUKa
BUXiAHOro/NPOMIXHOTrO NPOAYKTY/peareHTy, Lo
BUKOPVCTOBYIOTHLCS Y BUPOOHNYOMY NPOLLECi
Adl, a60 3miHa BUpo6HMKa (BKOUaouK, ae
HeobXigHO, MicLie NPoBeAEHHS KOHTPO/O
AKocTi) AdI (3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOIO
BMPOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) logaBaHHs BUPO6HUKa Yxyxar

3a
peyenmom

UA/18254/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
lOHaiTeq Na6opatopic Ko., NITa. odiyjiHa
appeca: Ne 2428 AHbLgi Poas, micTo
CaHbl3a0, paiioH LI3iHbBaH, Yxyxaii,
lN'yaHayH-519040, Kutaii — K aflbTepHaTUBHY
OinbHUUO, BIANOBIAA/IbHY 3a BUPOGHULTBO,
KOHTPO/Ib SIKOCTi Ta BUMYCK cepii
LledponepasoHy Hatpito
227. | NAHTYC® po3uuH ans iH'ekuiii, | TOB "CaHodi- YkpaiHa CaHochi-ABeHTiC HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8106/01/01
COJMIOCTAP® | 100 Og./mn; Ne 5: no ABeHTIC [onunang MmeX 3Minu | TURY - 3MiHK Woao peyenmom
3 My KapTpuaxi, YkpaiHa" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
BMOHTOBaHOMY B (iHWi 3MiHW) 3MiHM BHECEHO B TEKCT
0/ZlHOpas30BY LUNPUL- MapKyBaHHsi NepBMHHOI (N.6. «IHLLE») Ta
pyuKy (6€e3 ronok BTOPUWHHOI YNaKoBKM NiKapCbKoro 3acoby (M.
[ANs iH ekujin); no 5 17. «IHWE»). BBeeHHS 3MiH NpOTAroM 6-Tn
LUNPUL-PYYOK Y MicsLiB MiCNsA 3aTBEPAYKEHHS
KapPTOHHI KOpooLyi
228. | NAPTIHIA niocpinizat gns TOB "BIONIK YkpaiHa TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/5028/01/01
PO34nHy A5 iH'EKLI PAPMA" DPAPMA" 3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA peyenmom | nionsi2ae

no 1 mr; no 5 amnyn
y 6nicTepi; no 2
6nicTepun y nayui

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOTO J1ikapCbKOro
3aco0y (BMlyYeHHSA ynakoBk1 NEBHOTO
posmipy) -
BunyyeHHst nakyBaHHsA no 10 amnyn B naui.
3artBepkeHnii po3mip ynakoBku - no 5 amnyn
y 6nicTepi, no 2 6nicTepu B NaJui Bignosigae
pekomeHAaLisM LWoA0 [03YBaHHA Ta
TpUBasIoCTi NiKyBaHHSA Bi4NOBIAHO A0
3aTBEPAKEHOI IHCTPYKLT ANA MeguyHoro
3acTOCyBaHHS NMikapCcbkoro 3acoby. 3miHu
BHECEHI B p034in "YnakoBka" B iHCTPYKLjO AN
MeMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby
y 3B’A13Ky 3 BUJIyYEHHAM MEBHOT0 PO3Mipy
ynakoBku (no 10 amnyn B nauui), K HacNigokx -
BWUYYEHHS TEKCTY MapKyBaHHs BiAnNoBiAHOI
yMakoBKU.
3MiHu | TUNY - AOMiIHICTPATUBHI 3MiHW. (iHLWi
3MiHK) - 3MiHa Ha3BuM BUpPobHUKa M3 y 3BA3KY
3i 3MiHOIO 3asBHMKa Ta 3 METOK CTBOPEHHS
rpynu KOMMaHii Ha 6a3i 3aTBepaKeHoro
BMPOGHMYOro mainaaHunka AT «BIOJIK».
Takum YNHOM BIACHUKOM Ta BUPOGHUKOM 13
cTae KoMmnaHisa TOB «BIOJIIK ®PAPMA», npu
LibOMY TEXHOJI0Tisi BUPOOHULITBA Npenapary,
BVMPOGHWYI AiNTbHMLi Ta MicLie NpoBeAeHHS
KOHTPOJI0 AKOCTi He 3MiHUNUCA. 3MiHN
BHECEHO B iHCTPYKLitO A/ MEANYHOrOo
3acToCyBaHHS NikapcbKoro 3acoby y posginu
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"Brpo6HuK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLA NpoBaKeHHS
oro AisnbHOCTI" 3 BIANOBIAHWMY 3MiHaMK B

TEKCTi MapKyBaHHS ynakoBoK. 3MiHu Il Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
npoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa
BMpPOOHUKa (BK/IKOYakoUn, e HeobxigHo, Micue
npoBefeHHs KOHTposIo AkocTi) AdI (3a
BifiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
00Cbe) (BBEAEHHS HOBOrO BUPOOHMKa Ad| 3
HaZaHHAM macTep-chaiina Ha A®l). 3miHa
3aTBEPKEHOro BUPOoOHUKa APl panapridy.
3arBepmkeHo: TOB "BIOH", Pocilicbka
depepauis. 3anponoHoBaHo: Zhejiang
Peptites Biotech Co., Ltd, China

229.

NATAcCoONT

Kpanni O4Hi, po3yvH
0,05 mr/mn; no 2,5
My chriakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanesnbHuLi B
KapTOHHIA Kopoo6Li

TOB «YOPN[,
MEAULINH>

YkpaiHa

YOPAA, MEANLH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu Il TUnNy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peectpauiliHoro noceigyeHHs,
BK/ItOYaKuVM MNnaH ynpasniHHS pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraoTb(€)
noAanbLIOoro 06I'pYHTYBaHHS HOBUMM
[04aTKOBUM AaHVMK, L0 MaloTb HagaBaTucs
KOMNETEeHTHUM OpraHoM, OCKi/TbKu
BUMaraeTbCsl CyTTEBA OL[iHKA KOMNETEHTHUM
opraHom) 3asiBHUKOM HaJaHO OHOBJ/IEHWIA
MnaH ynpaBniHHa pu3vkamn Bepcis 2.0. 3MiHu
BHECEHO [10 YaCTUH:
| «3arasibHa iHgpopmauis» Il «Cneuundikauis 3
6e3nekn» V «3axoau 3 MiHimizauji pusukis» VI
«Pe3iomMe nnaHy ynpasiHHA pu3ukamm»
VIl «lopatkv» (gogatkv 1-8) y 38’a3ky 3
OHOBJ/IEHHAIM iHdDOpMaLii 3 6e3nekun gjtoyol
peyoBMHM NaTaHoNPOCT BiANOBIAHO A0
aKTyasIbHOI pedyepeHTHOI iHhopmal,i, a Takox
y 3B'A3Ky i3 3MiHOW chopmarty BiANOBIAHO A0
sumor Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines)

3a
peyenmom

UA/18539/01/01

230.

NATAcCoONT

Kpan/i O4Hi, po34nH
0,05 mr/mn; no 2,5
M1y (prIakoHi-

TOB «YOPN[,
MEONLMH»

YKpaiHa

K.O. Pomdhapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu Il TUny - 3MiHn Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

UA/14885/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KpanenbHuuj; no 1
donakoHy-
KpanesnbHuLi B
KapTOHHI/ Kopoo6Li

BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peecTpauiliHoro noceigyeHHs,
BK/tOYaKuM MNnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAanbLIOro 06I'pYHTYBaHHS HOBUMM
[04aTKOBUM AaHVMK, L0 MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbKu
BUMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) 3asiBHMKOM HafjaHO OHOBJ/IEHWIA
MnaH ynpaBniHHa pu3vkamn Bepcis 2.0. 3MiHu
BHECEHO [10 YacTuH: | «3arasibHa iHhopmauisi»
Il «Cneumndikauis 3 6esnekn» V «3axogu 3
MiHimi3auii pusuki» VI «Pe3ome nnaHy
ynpasniHHA pusmkammn» VI «Joaatkus»
(oopaTkm 1-8) y 3B’AA3Ky 3 OHOB/IEHHSAM
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
nataHonpocT BiANOBIAHO A0 aKTyabHOI
pedepeHTHOI iHGhopMaLlii, a TakoX y 3B'A3KY i3
3MiHO dhopmaTy BifnoBiAHO 40 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines)

231.

NEBILATAM

PO34UH OpasbHUIA,
100 mr/mn no 300
My chniakoHi; no 1
chnakoHy y
KOMMNAEKTI 3 MipHUM
LUNpULOM Y
KapTOHHI ynakoBL,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

Brpo6HMLTBO,
ynakoBka:
dapmanabop-
MpopyTtoc
$apmacbloTiKoc,
C.A., NMoprtyranis
AHanis Ta Bunyck
cepiii:
Bnydapma -
IHoycTpia
dapmacbloTika,
C.A., Moprtyranis

MopTyranis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TMnNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHMx/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX A0AATKOBMX
LaHnx) 3MiHWM BHECEHO A0 IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ginu: "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6iuHI peakuii" BiANOBIAHO A0 iHopmaLil
LLIOZI0 MEJIMYHOIO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (KEMMPA,
PO34MH OpasbHUiA) BBEAEHHSA 3MiH NPOTAroM
6-TV MicsLiB NicnsA 3aTBEPLKEHHSA

3a
peyenmom

He
nionsieae

UA/11396/02/01

232.

TIEBOKOM
PETAP/[,

Tabnetkun
NPOMOHIoOBaHoT Aji,
BKPUTI NNIBKOBOIO
o6onoHkoto, 200
mr/50 mr, no 10
TabneTtok y brictepi,

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOOGHWLTBI (iHLUi
3MiHK) 3MiHW fo cneuundikauii M3, a came
3MiHa (hOPMY/IOBAHHS NOKA3HUKIB KOHTPOSIO
«Onuc», «Po34nmHeHHs», «KinbkicHe

3a
peyenmom

He
nionsieae

UA/7844/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 3 a6o no 10 BU3HAYEHHS»: N. «PO3YMHEHHS» - NPUBEAEHHS
6nictepis B HOPMYBaHHS NOKa3HWKa «PO3YMHEHHS» [0

KapTOHHI navui

€fiMHoro popmarty B KpaiHax peecTtpauii Ta
BVIK/TIOYEHHS iHhOpMaLis MO KpUTepiam
NPUAHATHOCTI CTYNEHI0 PO3YUHEHHS NO TPbOM
PiBHAM, OCKifIbKW Lji BUMOTU onucaHi y by
2.9.3, Ha AiKke JaeTbCA NOCUIaHHA B
crneundikaii Ta MeToAax KOHTPOsIHo M.
«Onue» - 3 onucy TabneTok BuganeHo gpasy
«3a 30BHILLHIM BUIIS140M MatoTb Bignosigatu
Bumoram Y crarts «TabneTkn», OCKifbku
BOHa He Mae iHchopmaLiiiHoro 3micTy. Lis
3MiHa Hece n1Lle pefakuiiiHuiA xapakTep i He
CTOCYETbCA 3MiHW 30BHILUHBOTO BUMAAY
Tabnetkn. n. «KifbkicCHe BU3HAYEHHS» -
chopmy oBaHHA HOPMYBaHHS NOKa3HMKa
«KifibkicHe BU3Ha4YeHHs» NprBefeHo 40
3arasibHUX BHYTPILWHLO-hiPMOBUX BUMOT.
3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
roTOBOrO NikapcbKoro 3acoby (iHLLi 3MiHK)
(B.ILr.1. (x) 1A)
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis
pocbeyp. 3.2.P.3.3,,3.2.P.3.4.1a 3.2.P.3.5,
a came akTyasisauis Ha3BW, O4MHULI BUMIpY Ta
[ianas3oHiB feskMx napameTpiB npouecy
HaHeCeHHs MOKPUTTA TabNeToK y 3B'A3KY 3
MOZAEPHi3aLi€l0 YCTaHOBKM A/151 HAHECEHHS
MOKPUTTS, & Came OHOBJ/IEHHS anapaTHoro Ta
nporpamHoro 3a6esneyeHHs. [ilova peaakuis:
MapameTp «TUCK BXiAHOrO NOBITPSA» TUCK
BXiZ{HOr0 NOBITPS, MM.BOA,.CT. MNponoHoBaHa
pegakuis: MapameTp «TUCK BXIAHOIO NOBITPS»
TwWcK BXiAHOrO MOBITPSA, MM.BOA.CT A6O
BuTpatu BxigHoro nositps, m3/rog. 3MiHu
BHECEHO B iHCTPYKLit0 4151 MEAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mikapcbka hopma” (OCHOBHI (i3nKO-XiMiYHi
BNacTUBOCTI). BBeAeHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo gonycTnMmx
MEX rOTOBOrO JliKapCcbkoro 3acoby (iHLLi 3MiHW)
BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis

Ha J13, a came 3MiHa NepioANYHOCTI KOHTPOSIHO
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

nokasHuka «MikpobiosioriyHa ymctotTa» Ta
[ofaBaHHS BiANOBIAHOT NPUMITKM Y
cneyudikauito M3 — «KOHTPosIb NoKasHMKa
«MikpobionoriyHa YncToTa» 3AIACHIOETLCA Ha
nepLuii cepii B powi i He pifLue, HiX Ha KOXHIi
10-1 cepii». 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) 3MiHa
thopmarty posginis 3.2.P.3.3, 3.2.P.3.4,
3.2.P.3.5. 3 po3ginie 3.2.P.3.3, 3.2.P.3.4 1a
3.2.P.3.5 BuganeHo iHdopmauito woao
KOHTPOJIH0 TOTOBOI NPOAYKLIT Y 3B’A3KY 3
npuseneHHsam go dopmaty 3T/, IHdopmauis
LLOZI0 KOHTPOJIt0 rOTOBOI NPOAYKLUIT NpuBeAeHa
y po3gini 3.2.P.5.1. 3 po3giny 3.2.P.3.3.
BMAasIeHa iHhopMaList sika HaBoAUTLCS B
CxeMi NpoBefeHHs1 KOHTPO/O B MPOLLECH
(pe)Banigauii 3.2.P.3.5. i Cxemi npoBeAeHHs
KOHTPO/0 NicNsi NPOBeAEHHSA Basigauii y
po3gini 3.2.P.3.4. 3MiHu | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKkapCbkoro 3acoby (iHLWi 3MiHK)
BHECEHHS 3MiH [JO MaTepia/iB peecTpaviiiHoro
[l0Cbe, a came [/15 MoKasHuKa
«lgeHTudikayis» - BuganeHo gpasy
«lpeHTudikauito NPoBOAATL OAHUM 3
HaBeLEHNX HMKUYe MeToiB» Ta f0AaHO
YTOYHEHHS, L0 KOHTPO/1b MOKa3HMKa
«lgeHTndpikauis. n.2.1. (BEPX) nepeHocuTbCA
3 Hepo3acoBaHoi npoAyKuii Ha M13. 3MiHu |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(ooNoMiXXHUX peyoBMHAX) rOTOBOrO
NiKapCbKoro 3acoby (iHLWi 3MiHN) BHECEHHS
3MiH 10 MaTepiasiiB peecTpaviiiHoro gocbe ( p.
3.2.P.1. Onuc Ta cknag nikapcbkoro 3acoby
3.2.P.3.2. Cknapg Ha cepilo), a came Ha3Bu
[ONOMDKHUX PEYOBWH rinpomMenosa, kasblito
rigpocbocchaty aurigpaty, MaHiT Ta cknag,
NOKPUTTS AN1A HaHeCeHHsi 060/10Hkn Opadry I
npuBeAeHo y BiANOBIAHICTL 3 MKA MN3
JleBOKOM peTapg, TabneTky NPoNOHroBaHOI
Aii, BKpMTi NNiBKOBOIO 060s10HKO0, 200 Mr/50
Mr. 3MiHU BHECEHO B IHCTPYKLUitO AN
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin "Cknag" (4ONOMiXHI peHOBUHN).
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
233. | NEBOMEKO/ | ma3b; no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 6e3 UA/0867/01/01
b KOHTEliHepax; dapmaueBTny dapmaLeBTuyHa TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenma
no30r,abono40r Ha thabpuika thabpvka "Biona" 23.07.2015 Ne 460). BunpasreHHs TEXHIYHOT
y Ty6ax "Biona" nomunku B MKA N3, gonyuieHoi nig yac
QIOMIHIEBUX; nonepeaHbOi Npoueaypy (BHECEHHS 3MiH 3a
no30r,abono40r n.b.l.a.1.x- 1B), a came- 3a3Ha4YeHHA paHiwe
y Ty6i a/TIOMIHIEBIN; 3aTBEpMAKEHOro BUpobHuka Ad|
no 1T1y6iy mMeTunypaumny Shijiazhuang Jinchi Chemical
KapTOHHI nauv; Co., Ltd., China y p. Cknag MKA N3.
no 20 r y Ty6ax 3a3HayeHi BUMpaB/eHHS BiAMNOBIfAETb
QNIOMIHIEBUX; apxiBHYM mMatepianam peecTpauiiiHoro focChbe.
no 20 ry Ty6i
a/lloMmiHieBin; no 1
Ty6i y KapTOHHiIl
nauy;
no 20 r, no 30 r abo
no 40 r y Ty6ax
namiHaTHUX;
no 20 r, no 30 r abo
no 40 r y Ty6i
namiHaTHilA; no 1
Ty6i B KQPTOHHIVA
nauui
234. | NEBOMPO® pO3unH ANs iHQys3il, TOB "KoHapk Ykpaina [NouipHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/11924/01/01
500 mr/100 mn no IHTenven" nignpyeMCcTBO 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
100 mn a6o no 150 "®apmatpeiig" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

M1y KOHTeWHepi; no
1 KOHTelHepy B
nonieTnneHoBoMy
nakeTi B KOPOOL

3MiHN Y KOPOTKIill XapakTepucTuL,j NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHNX
niKapCcbKNx 3aco6iB Nicns BHECEHHSN Tiel camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye Haf@HHs XOLHUX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLii ANs
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu: "®apmakosiorivyHi BnactMBocTi",
"MokasaHHs", "MNpoTunokasaHHsA", "B3aemogis
3 iHWMMK NiKapcbKMK 3acobamu Ta iHLWWi BUAK
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3[aTHiCTb BNIMBATU Ha LUBMAKICTL peakuil
npw KepyBaHHi aBTOTPaHCNOPTOM a60 iHWMMKN
MexaHismamn”, "Cnocib 3acTocyBaHHs Ta
no3n", "Mepepo3ysaHHs", "T06IYHI peakyii”,
"HecyMicHicTb" BigNoOBIAHO A0 iHhopmaLi
LLI0A0 MEANYHOrO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (Tavanic,
solution for infusion). BBeeHHS 3MiH NPOTATOM
6-TV MicsLiB Nic/sA 3aTBEPLKEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
235. | NEBO®/IOKC | po3uuH Ans iHdysii, "FOHik IHAjs "FOHik IHAaisa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/15760/01/01
ALVIH 5mr/mnno 100 mny | PapmMacbloTuK dapmMacboTUKan 3MiHu | TUNYy - 3MiHK Woao peyenmom
donakoHi; no 1 an Nab6opaTopiz" 6e3nekn/edeKkTUBHOCTI Ta hapMakoHariagy
chnakoHy B Na6opatopiz" (BipgaineHHs dipmu (iHWi 3MiHM) OHOB/IEHHSI TEKCTY MapKyBaHHS
KapTOHHiA KOpooLi (BigaineHHs "x. B. Kemikans NepBMHHOT Ta BTOPUHHOI YNakoBOK
hipmm "Ox.B. eHf nikapcbKoro 3acoby, a came: KOHKPeTU30BaHO
Kemikans eHg dapmacbloTmkans iHchopmawito Wwoao NoroTuny BUPOBHNKa,;
PapmMacbloTHK Nt [ONOBHEHHS pPo3AiniB iHhopmaLieto npo
ans3 /ita.") HaHeCeHHs nepeMiHHUX AaHux (cepis, TepMiH
NPWAATHOCTI, faTa BUTOTOB/IEHHS,
peecTpadiiiHe NocBiAYEHHS).
TepmiH BBEAilEHHS 3MiH - NPOTArom 6 micauis
nicna 3aTBepKEHHS.
236. | NEBO®/IOKC | kpucTaniyHuii TOB "TK YkpaiHa LaokciHr LI3uHCKHb KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/14923/01/01
AUNHY NMOPOLLIOK "Aspopa" PapmacboTuKas 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
FEMITIAPAT (cy6eTaHuis) y Ko., NiTg,. HaliMeHyBaHHs Ta/abo agpecu Micus
noABiiHMX NPOBaPKEHHS AiSIbHOCTI BUPOOHUKA
noslieTUNEHOBMX (BK/tO4atOUM, 3a HEOOXiAHOCTI, Micue
MiLLKax Ans npoBefeHHS KOHTPOJII0 SKOCTI), abo BnacHuKa
chapmaLeBT14YHOro macTep-haiina Ha A®l, abo noctayasnbHUKa
3aCcTOCyBaHHA Adl/BuxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLIO 3aCTOCOBYIOTbCA Y BUPOOHULTBI AP (AKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
nocbe, abo BUPOOHMKA HOBOI fOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCbE) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa NOB'A3aHa 3
OTpUMaHHAM iHchopmawii Bif, BUPOGHMKa
Shangyu Jingxin Pharmaceutical Co., Ltd., npo
3MiHYy Ha3BW koMnaHii Ha Shaoxing Jingxin
Pharmaceutical Co., Ltd. BUpo6HVK rapaHTye,
LLIO BUPOBHMYI MOTYXXHOCTI, agpeca
BMPOBHMYOro MaiiaHumka, BUPOGHNYKIA
npouec, AKiCTb NPOAYKTIB, YNpas/liHHA
NaHLorom NocTaBoK He 3MIHWNCS, € TiNbkK
aAMiHICTPATUBHI 3MiHK
237. | NEBO®JIOKC | nopoLuok TOB "TK YKpaiHa LlaokciHr LI3MHCKHB Kutaii BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: - UA/10977/01/01
AUNHY (cybeTaHuis) y "Aspopa" PapmacbioTuKas 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
FEMIFCIAPAT noagiiHMX Ko., N1A4. HaliMeHyBaHHs Ta/abo agpecu Micus
nonieTuIeHoBMX NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
MilLKax s (BkntOYarOun, 3a HeObXiAHOCTI, Micue
hapMaLeBTUYHOIO nNpoBefleHHA KOHTPOI0 AKOCTI), ab0o BNacHuka
3acTocyBaHHs macTep-haiina Ha Adl, abo noctavanbHVKa

Adl/BuxigHoro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO 3aCTOCOBYHTHCA Y BUPOOHULTBI AP (AKLLO
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3a3HavYeHo y A0CbE Ha NiKkapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BifgnosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaAXeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
pPEYOBUHM (AKLLO 3a3HAYEHO Y 0CbE) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa NOB'A3aHa 3
OTpUMaHHAM iHchopmaii Bif BUpOGHMKa
Shangyu Jingxin Pharmaceutical Co., Ltd., npo
3MiHy Ha3BM KOMnMaHii Ha Shaoxing Jingxin
Pharmaceutical Co., Ltd. Bupo6HvK rapaHTye,
LLIO BUPOBOHUYI NOTYXXHOCTI, agpeca
BMPOGHMYOro MaliaHumka, BUPOGHNYKIA
npovec, AKiCTb NPOAYKTIB, YNpaB/liHHSA
NaHLorom NocTaBoK He 3MIHUANCS, € TiNbkK
aAMiHICTPaTUBHI 3MiHW.

238.

NEVNPOPENI
H CAHAO3®

iMmnnaHTart no 5 mr,
no 1 wnpuuy 3
iMnnaHTaTom y
nakeTi; no 1, a6o 3,
abo 6 nakeTiB B
KapTOHHI/ KopoobLi

CaHpos
dapmacbioTika

n3 Aa.4a.

CnoBeHis

EBEBE ®apma
Fec.m.6.X. Hdpr. KI,
AscTpis (B1nyck
cepii); EBep ®apma
Vena rm6X,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs,
BMNYycK cepii); EBep
dapma MeHa Mm6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI,
BUMNYCK cepil);
CaHpo3 'M6X —
BupobHmnua
OinbHULA
AHTWiHdEKUIAHI TN3
Ta XimiyHi onepauii
KyHane (AIXO N3
KyHanb), ABCTpis
(Bunyck cepif)

HimeuunHa/
ABCTpIst

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
BMPO6GHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkioyaroumn
KOHTPO/b/BMUNPOBYBaHHA cepii - BBegeHHs
hYKHLLII KOHTPOJIb SIKOCTI Ta BUNYCK cepii Ans
BXe 3aTBepAXeHoro B1pobHuka Esep ®apma
Vena Mv6X, HimeuunHa BignosigansbHoro 3a
BTOPWHHE NakKyBaHHA. TakoX BHOCUTLCSA
YTOUYHEHHSI Ha3BW 3eME/IbHOT AiNAHKN 3
«TropiHrisi» Ha «/lobegax» y BignoBiAHOCTI f0
OHoBJ/IeHoro cepTudikata GMP.

[itoyva pefakuisi: BTopuHHe nakyBaHHA: EBep
®dapma Mena Mv6X / Ever Pharma Jena
GmbH / Bptoccenep WTtpacce 18, 07747
Mena, TiopiHris, Himeuunna / Bruesseler
Strasse 18, 07747 Jena, Thueringen,
Germany
MponoHoBaHa pefakLis: BropvHHe
nakyBaHHSs!, KOHTPO/Ib SIKOCTi, BUMYCK Cepii:
Egep ®apma Viena MmM6X / Ever Pharma Jena
GmbH
Bptoccenep LTpacce 18, 07747 Vena,
Nob6epa, HimeuyunHa / Bruesseler Strasse 18,
07747 Jena, Lobeda, Germany
3MiHN BHECEHI B po34inn "BUpobHMK" Ta
"Micue3HaxomkeHHs! BUpOGHMKa Ta agpeca
MiCLAl NPOBaXEHHSI 10r0 Ais/IbHOCTI" B
IHCTPYKLiI0 415 MeAMYHOro 3acTOCyBaHHS

3a
peyenmom

He
nionsieae

UA/13229/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NiKapCbKOro 3acoby Ta siK HaC/igokK -
BiANOBIAHI 3MIHW Yy TEKCTIi MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
239. | NETPO30/1- TabneTkn, BKPUTI TOB «TeBa YkpaiHa BMPOBHMLTBO, I13paiine/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/13315/01/01
TEBA N1iBKOBOIO YkpaiHa» nepBuHHe Ta YropuHa 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
060/10HKOM0, 2,5 Mr BTOPWHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
no 10 TabneTtok y nakyBaHHs, 3MiHM Y KOPOTKIll XapakTepucTuLli Nnikapcbkoro
6nictepi; no 3 KOHTPO/Ib SIKOCTI, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
6nictepu y Kopobui BWMNYCK cepiii: TeBa MeAMYHOro 3aCTOCYBaHHSA
dapmauesTikas reHepuyHuX/ribpuaHMx/6ionoai6HNX
IHpacTpi3 N174., niKapCcbKNx 3aco6iB Nicns BHECEHHSN Tiel camol
I3painb; nepBuHHe 3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
Ta BTOPVHHE noTpebye Haf@HHs XOLHUX HOBUX AOAATKOBMX
nakyBaHHs, [aHnx) 3MiHN BHECEHI A0 iHCTPYKLiT ANns
KOHTPO/b AKOCTI, MeAMYHOro 3acTOCyBaHHA NMikapCbKoro 3acoby
BUMYCK cepiii: AT y po3ginn "®apmakooriyHi BnactmsocTi",
dapmaneBTUYHNI "MokaszaHHs" (yTOUHeHHS), "lMpoTunokasaHHs",
3aBop TeBa, "B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
YropLmHa Ta iHWi BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTI abo rogyBaHHA rpyaato”, "Cnocio
3acTocyBaHHs Ta fosu", "MobiuHi peakwyii"
3rigHo 3 iHhopMaLielo Woa0 MeaguyHoro
3acToCcyBaHHA pedhepeHTHOro Nikapcbkoro
3acoby (PEMAPA®, TabneTku, BKpUTI
NAiBKOBOK 000/I0HKOIO, 2,5 Mr).
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHSA
240. | NIHE®OP Kancynu Teepgi no dPapmaLeBTUY MonbLa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a He UA/18144/01/01
75 wr, no 14 kancyn HWli 3aBof, 3aBog, "Monbapma” 3MiHu | TMNYy - 3MiHK Woao peyenmom | nidssieae
y 6nicTepi; no 4 "Monbtapma” C.A. 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy.
6nictepu B C.A.

KapTOHHIA KOopooLi

3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECeHi [0 iHCTPYKLii A1 MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3aimn
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI
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peakuii" BiANOBIAHO 4O OHOBMEHOI iHGhopMmaL,i
3 6e3nekn Aito4oi peyoBUHM.

241.

NIHE®OP

Kancynu TBepgi no
150 wmr, no 14
Kancyn y énictepi;
no 4 6nictepu B
KapTOHHIA Kopoo6Li

PapmaneBTuy
HWIA 3aBOA,
"Monbchapma”
C.A.

Monbwa

dapmauleBTUYHNI
3aBof "MNonbgapma"

MonbLa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHI A0 IHCTPYKLIT 418 MeanyHoro
3acTocyBaHHS NikapCbKoro 3acoby y po3ginu
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iYHi
peakuii" BignoBigHO A0 OHOBAEHOT iHChopMaLi
3 6e3neku Ait4ol pevyoBUHN.

3a
peyermom

He
nionsieae

UA/18144/01/02

242,

NIHE®OP

Kancynu TBepai no
300 wr, no 14
Kancyn y énictepi;
no 4 6nictepu B
KapTOHHI/ KopoobLi

PapmaueBTny
HWIA 3aBOA,
"Monbchapma”
C.A.

MonbLa

dapmaneBTUYHNI
3aBog, "Monbthapma”
CA

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpuyHnx gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
opraHom)
3MiHM BHECEHI [0 iIHCTPYKLIi A1 MeguyHoro
3acToCyBaHHA NikapcbKoro 3acoby y po3ginu
"Ocob6nmBoCTi 3acTocyBaHHSA", "TMo6iuHI
peakuii" BignoBiaHO A0 OHOBNEHOT iHChopMaLi
3 6e3nekn Aito4oi peyoBUHM.

3a
peyenmom

He
nionseae

UA/18144/01/03

243.

NIPAM

Tabnetku no 10 mr/5
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nayui

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHNYNIA

LieHTp

YKpaiHa

My6niuHe
akujoHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHWUNIA LLEHTP
"BopLuariBcbkui

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignoBiaHOCTI/IE-cepTuchikar BignosigHOCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO
cepTuguikaTa BignoBigHOCTi 260 BUIYYEHHS

3a
peyenmom

UA/19600/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
"BopLariscbk XimiKo- cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
NiA XiMiKo- thapmavueBTUYHWI thapmakonei: gns A®l; ans BUXiAHOrO
thapmavueBTny 3aBog” mMartepiany/peareHTy/npoMiKHOIO NPOAYKTY,
HWi1 3aBog" LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peqoBUHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-072
- Rev 10 (3atBepaxeHo: CEP 2002-072 - Rev
09) ana A®l amnoguniny 6ecunarty Bif Bxe
3aTBEpMAKEHO0ro BupobHuka GLOCHEM
INDUSTRIES PRIVATE LIMITED, Ingis
244. | NIPAM Tabnetku no 20 mr/5 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/19600/01/02
mr; no 10 TabneTok akujioHepHe akujioHepHe 3MiHu | TUNYy - 3MiHu 3 axkocTi. CepTudikaT peyenmom
y 6nicTepi; no 3 TOBapucTBo TOBapucTBo BignosigHoCTI/TE-cepTucpikat BignosigHoCTI
6nictepu B nayui "HaykoBo- "HaykoBo- €sponevicbkin hapmakonei/moHorpadii.
BVPOGHWYNIA BMPOGHUYUIA LEHTP MoaaHHA HoBOro abo OHOBNEHOTO
LEeHTp "BopLuariBcbkuii cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
"Bopuariscbk XiMiKO- cepTtudikaTa BiANOBIAHOCTI EBPONENCHKIi
WA XiMiKo- thapmaueBTUYHWI thapmakonei: gna A®l; gna BuxigHoro
hapmavueBTny 3aBog" mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
HWi1 3aBog" LLIO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWin cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-072
- Rev 10 (3atBepaxeHo: CEP 2002-072 - Rev
09) ana APl amnoauniHy 6ecunary Big Bxe
3aTBEpAKEHOro Bupo6Hnka GLOCHEM
INDUSTRIES PRIVATE LIMITED, Ingis
245. | NIPAM Tabnetku no 20 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19600/01/03
mr/10 mr no 10 akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHmn 3 aKocTi. CepTudiikaT peyenmom
Tabnetok y 6nictepi; TOBapucTBo TOBapucTBo BignosigHocCTI/IE-cepTudpikar BignosigHoCTI
no 3 6nictepu B "HaykoBo- "HaykoBo- €Bponeiicbkilt hapmakonei/MoHorpadii.
nauuj BVPOGHWYNIA BMPOGHUUNIA LLEHTP MoaaHHA HoBOro abo OHOBNEHOTO
LEeHTp "BopLuariBcbkuii cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
"BopLuariBcbk XiMiko- cepTudpikaTa BignoBiAHOCTI EBpONeiiChKiit
NiA XiMiKO- hapmavueBTUYHWI thapmakonei: gna Ad®l; gns suxigHoro
thapmaueBTny 3aBog" martepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
HWi1 3aBog" L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;

AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoBigHOCTI E€Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yxe
3aTBEPMAKEHOr0 BUPOOHMKA - NOAAHHS
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OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI
€sponelicbkiin papmakonei Ne CEP 2002-072
- Rev 10 (3atBepgxeHo: CEP 2002-072 - Rev

09) ona A®l amnoguniHy 6ecunarty Bif Bxe
3aTBepaxeHoro Bupo6Hrka GLOCHEM

INDUSTRIES PRIVATE LIMITED, IHgis

246.

NO3APTAH
MIIOC-TEBA

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOI0 110 50
mr/12,5 mr: no 10
Tabnetok y 6nictepi;
no 3 abo no 6, abo
no 9 6nictepiB y
KapTOHHIA KOpooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaneBTUYHNI
3aBof TeBa,
YropuwmHa
Tesa ®apma C.J1.Y .,
Icnanis

YropwwmHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBIEHOTO
cepTugikaTa BignoBigHOCTI a60 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOT0
BMPOGHMKA - NoJaHHA HOBOro cepTudpikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei Ne
RO-CEP 2021-227-Rev 01 Ha A®I| /lo3apTaH
Kauito Bif, BXe 3aTBEPXEHOro BUPOGHMKa
Teva API India Private Limited (India). 3minu |
TUny - 3MiHn 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOro Marepiany/npoMixXHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HuMLUTBa A®I (iHLWI 3MiHN Y
MeToZax BUNpPoOyBaHHA (BK/IOUAKUMN 3aMiHy
abo gonoBHeHHs)) A®I abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) 3MiHa Y
mMeTodax BunpobysaHHA A®I JlozapTaH kanito,
a came 'X-mac-CnekTpoMeTpUyHNUi MeTod ANns
BMU3HAYEHHS HiTpo3aMmiHiB B AP| JlozapTaH
Kanito, HaBegeHnii B CEP komnanii Zhejiang
Huahai, 6yB nepeHeceHuii Ha BUPOGHUYY
LinbHULU0 BUpo6bHuKa 13 Tesa ®apma C.J1.Y.
[N BUKOHAHHSA BHYTPILLUHBOTO KOHTPO/IHO Ha
BiAnoBigHi HiTpo3amiHn (NDMA, NDEA Ta
NDBA) B 3a3HayeHoMy AD| 6yab-KOro
BMPOOHUKA. MeTog, 3aNWaETbCA HE3MIHHUM.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

3a
peyenmom

UA/16519/01/01

247.

NO3APTAH
NNHOC-TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO Nno 100
Mr/25 mr: no 10

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaneBTUYHNI
3aBof Tesa,
YropuimHa

YropwwHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHKM 3 aKocTi. CepTudikaT
BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI
€Bponevicbkii hapmakonei/MmoHorpadii.

3a
peyerimom

UA/16519/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHilA KOpo6Li

Tesa ®apma C.J1.Y.,
IcnaHis

MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4NoOBIAHOCTI a60 BUNYyYEHHS
cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei) -
HoBwii cepTudikat Big, BXe 3aTBEPAXEHOTO
BMPOGHMKA - MOAaHHS HOBOro cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2021-227-Rev 01 Ha A®| Jlo3apTaH
Kanito Bif, BXe 3aTBEepAKEHOro BMPOGHMKa
Teva API India Private Limited (India). 3miHu |
MRy - 3MiHu 3 akocTi. A®I. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs AD| abo
BUXiQHOIO MaTepiany/npoMixxHoro
NpPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeTofax BUNPo6yBaHHA (BK/IOUAKUN 3aMiHy
abo gonosHeHHs) A®| abo
BVIXiLHOro/MpOMDKHOro NpoAayKTy) 3miHa y
MeToAax BunpobysaHHsA A®I JlozapTaH Kasito,
a came MX-mac-CnekTpoMeTPUYHWIA MeTog Ans
BM3HAYEHHS HiTpo3aMiHiB B A®I JlozapTaH
Kanito, HaBeaeHuii B CEP komnaHii Zhejiang
Huahai, 6yB nepeHeceHuii Ha BUPOGHUYY
OinbHUL0 BUpo6bHuka M3 Tesa dPapma C.J1.Y.
[N BUKOHAHHS! BHYTPILLHBOrO KOHTPOSIO Ha
BignosigHi HiTpo3aminn (NDMA, NDEA Ta
NDBA) B 3a3HayeHoMy AD| 6yab-SKoro
BUPOGHMKa. MeTog, 3a/IMIAETLCA HE3MIHHUM.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

248.

NO3APTAH-
TEBA

TabneTku, BKPUTI
NNiBKOBOIO
o060s1oHKot, no 12,5
Mmr: no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHiA KOpooLi

TOB «TeBa
Ykpaina»

YKpaiHa

AT
dapmauleBTUYHNI
3aBo/ Tesa,
YropuimHa
Tesa ®apma C.J1.Y.,
Icnanis

YropwumHa/
Icnanis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXXe 3aTBEPAXEHOT0
BMPOGHMKA - MOAaHHS HOBOro cepTudiikata

3a
peyenmom

UA/16398/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
RO-CEP 2023-006 - Rev 00 (sister-CEP 2011-
105) gns APl nosapTtaHy Kanito Big,
3aTBepmxeHoro BupobHunka TEVA API INDIA
LIMITED, Ingis.
249. | NO3APTAH- TabneTkn, BKPUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/16398/01/02
TEBA N1iBKOBOIO YkpaiHa» dapmaneBTUYHNI IcnaHis 3MiHu | TUNY - 3miHu 3 axkocTi. CepTudikaT peyenmom
060/10HKO10, M0 25 3aBop TeBa, BignosigHoCTI/TE-cepTucpikat BignosigHoCTI
mr: no 10 TabneTok YropLmHa €sponevicbkin hapmakonei/moHorpadii.
y 6nicTepi; no 3 Tesa ®apma C.J1.Y., MoaaHHA HoBOro abo OHOBNIEHOTO
6nictepun y IcnaHis cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
KapTOHHI/ KopoobLi cepTtudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gna A®l; gna BuxigHoro
mMatepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHNLTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuddikar Bif BXe 3aTBEPAXEHOT0
BMPOGHMKA - MOAaHHS HOBOro cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2023-006 - Rev 00 (sister-CEP 2011-
105) gns A®| nosaprtaHy Kanito Big,
3aTBepxeHoro Bupo6Hunka TEVA API INDIA
LIMITED, Ingis.
250. | NO3APTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwumHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/16398/01/03
TEBA NNiBKOBOO YkpaiHa» dapmaneBTUYHNI IcnaHis 3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudiikaT peyenmom
o060/10HKot0, Mo 50 3aBof TeBa, BignosigHocTi/l E-cepTudikar BignosigHocTi
mr: no 10 TabneTok YropwmHa €Bponelicbkili hapmakonei/MmoHorpadii.
y 6nicTepi; no 3 TeBa ®apwma C.J1.Y., MopaHHA HOBOrO abo OHOBNEHOTO
6nictepu y Icnanis cepTudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
KapTOHHI kopo6uyj; cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
no 9 6nictepis y thapmakonei: gns A®l; ans BUXiAHOrO
KapTOHHI/ KopoobLi marepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
0151 [ONOMDKHOI peyoBuHU (cepTudiikat
BiANoBigHOCTI €Bponeiickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEpAXEHOr0
BMPOGHMKA - NOAaHHA HOBOro cepTudpikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei Ne
RO-CEP 2023-006 - Rev 00 (sister-CEP 2011-
105) ans A®l nosapTaHy Kanito Bif,
3aTBepaKeHoro Bupo6Hnka TEVA API INDIA
LIMITED, IHgis.
251. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwumHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16398/01/04
TEBA NNiBKOBOIO YkpaiHa» dapmaueBTUUHUI IcnaHis 3MiHn | TUNy - 3MiHmn 3 aKocTi. CepTudiikaT peyenmom
060n10HKot0, No 100 3aBop TeBa, BignosigHoCTI/IE-cepTudpikar BignosigHoCTI
Mmr: no 10 TabneTok YropLumHa €sponeiicbkiii hapmakonei/MoHorpadii.

y 6aicTepi; no 3

Tesa ®apma C.J1.Y.,

NogaHHA HOBOTO abo OHOBMEHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepu y
KapTOHHI Kopobuyj;
no 9 6nictepis y
KapTOHHI/ Kopoo6Li

Icnanis

cepTudikaTa BiANOBIAHOCTI 260 BUIYYEHHS

cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOI peyoBuHY (cepTuddikat

BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHSA HOBOrO cepTudiikaTa
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei Ne

RO-CEP 2023-006 - Rev 00 (sister-CEP 2011-

105) gns APl nosapTtaHy Kanito Big,
3aTBepmxeHoro BupobHunka TEVA API INDIA
LIMITED, Ingis.

252,

NOPAZENAM
-3H

Tabnetkn no 1 wmr;
no 10 Tabnetok y
6nictepi; no 1, 2, 3
abo 5 6nictepis y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«3[00POB’'A»

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANoBigasIbHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcOo6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag, [irova
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepfakuisn: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmMakoHarnsag 3miHa
HOMepa MacTep-thaiina cmctemm
chapmakoHarnsgy

3a
peyernmom

UA/16804/01/01

253.

NOPA3ENAM
-3H

Tabnetku no 2,5 mr;
no 10 TabneTtok y
6nictepi; no 1, 2, 3
ab6o 5 6nictepiB y
KOpO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
0]
BIAMOBIAAN

YKpaiHa

ToBapucTso 3
obmexeHo
BiANOBIgANbLHICTIO
"XapkiBcbke
hapmaueBTyHe

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NpoTArom 6-T1 MiCcALIB MiC/1A 3aTBEPMKEHHS;

3a
peyenmom

UA/16804/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

bHICTIO
«KOPTOPALI
A
«300POB’'A»

nignpyeMCcTBO
"340poB'a Hapoay"

3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarniagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHS]
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
chapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BiAnoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegpakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MuiKkonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

254,

NOPA3ENAM
-3H

PO34UH A8 iH'EKLiA,
2 mr/mn; no1mns
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepu y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TIbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMCcTBO
"300poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHa 3asBHVKa J13 (MIBI) (BnacHuKa
peecTpavuiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeaeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MNMaxosa OnexHa

3a
peyenmom

UA/16804/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
HOMepa mMacTep-ghaiina cuctemu
hapmakoHarnagy

255.

NOPVNHAEH®
A

Masb o 15 r B Ty6i;
no 1 Ty6i B kopo6ui

TOB «BAYL
XENC»

Ykpaina

dapmzasog Enba
AT.

MonbLa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TYny - AOMIHICTPaTUBHI 3MiHN.
Buny4yeHHs1 BUPOOGHMYOI AiNbHULI (BK/THOYAOUN
AinbHUUi ana A®Il, npomixHOro npoaykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AinbHWLi 4N1s
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NoBiga/IbHOrO 3a BMMNYCK Cepiit, Micue
NpoBefeHHS KOHTPO/IIO cepil) abo
noctavasibH1Ka BUXiLHOTo Martepiasny,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y Aocbe) BunyyeHHs BUpobHUYOT
OinbHUUI 3 BUpo6HMLUTBa AD| hriymeTasoHy
nisaiaty NEWCHEM S.p.A,, Italy.
3annwaeTbCs asibTepPHATUBHUA BUPOGHUK ADI
Farmabios S.p.A., Italy. 3miHu | Tuny - 3MiHu 3
akocTi. A®L. KoHTponb A®I (iHwi 3miHM) 3miHa
KOHTposto A®I, a came BUAASIEHHS 3aNUCiB Y
cneundikaii A®I woao nepiognyHoCTi
MiKpO6I0/I0riYHUX AOCNigKEHb BUPOOHNKOM
/13 npy oTpuMaHHi napTii AdI.

3a
peyermom

UA/1717/01/01

256.

AOHEKC®

TabneTkwm, Wo
AucnepryoTbes B
poToBiii
MOPOXHWUHI, no 10
mr no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIN nayyj; no
14 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI navi

TOB "ACIHO
YKPAIHA"

YKpaiHa

DxeHedpapm CA

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
YTOUYHEHHS1 HAaNUCaHHA A03YBaHHA
(BignoBigHO A0 peecTpayiiiHoro
noceig4yeHHsA) B Haka3i MO3 YkpaiHu Ne 750
Big, 01.05.2024 B npoueci BHeCEHHSA 3MiH
(3MiHu | TMNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHOCTI/TE-cepTucpikat BignosigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
0151 [OMNOMDKHOT peqoBUHM (cepTudiikat
BiAnNoBigHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikat Bif HOBOrO BUPOGHMKA
(3amiHa abo [OMNOBHEHHS) NoaHHS HOBOTO
cepTudpikaTa BiAnNoBiAHOCTI EBpONeiiChKiit
thapmakonei Ne RO-CEP 2020-244 - Rev 01
ANA Ailo4oi peyoBMHN AoHene3nny
rigpoxnopuay Bif HOBOro aflbTEPHATUBHOIO
BMpo6HUKa Zhejiang Huahai Pharmaceutical

3a
peyenmom

UA/19064/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Co., Ltd., China). Pegakuis B Hakasi -
TabneTky, WO ANCNEPryOTLCA B POTOBIi
nopoXxHuHi, no 5 mr. BipHa pepakuis -
TaGneTku, WO AUCNEpPryIOTLCA B POTOBINA
NOPOXHUHI, No 10 mr .
257. | OME3 IHCTA | nopouwlok gns [O-p Peppi'c IHAjs [O-p Pepgpi'c IHAain BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 nionsizae UA/0235/03/01
opasibHOT cycneHsil Na6opatopic Na6opatopic YTOUHEHHS1 HAaNUCaHHA YMOB BiAnycky Ta peyenma
no20mrno59r nTg NimiTeq cTaTtycy peknamyBaHHA B Hakasi MO3

NOpPOLLKY B cale; no
5, 10, 20, 30 calue B
KapTOHHIA KOpooLi

Ykpainu Ne 732 Big 29.04.2024 B npoueci
BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo foc/ifKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO B IHCTPYKLitO ANns
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby
[0 po3ginis "Oco6nmnBOCTi 3aCTOCYBaHHSA",
"Mo6ivHI peakuil™ Wwoao 6e3neku
3aCTOCYBaHHS fjil040i PeYOBUHU BifMNOBIAHO A0
pekomeHpauii (CDER) FDA. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 41s
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) 3MiHM BHECEHO B |HCTpyKLjto Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3ginis "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuyii” Wwoao 6esnekn
3aCTOCYBaHHS Ail040i pevyoBUHY BifnoBigHO A0
pekomeHgauii PRAC. BBegeHHs 3MiH
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MPOTAroM 6-TM MICALIB MiC/1A 3aTBEPKEHHS).
Pepaxuisi B Hakasi - 3a peLenToM; He nignsrae.
BipHa pepgakuis - 6e3 peuenTa; nignsaracto.
258. | TEMOAAN® kancysv no 20 wmr; Mepk Wapn i LLiBefiuapi Brpo6HMLTBO, diHnaHgia/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/4893/01/02
no 1 kancyniy Joym IEA A nakyBaHHs Ta Benbrisi/ YTOUYHEHHS HanucaHHA cTartycy peyenmom nionsieae
cawe; no 5 a6o no 6X KOHTPO/Ib SKOCTI HigepnaHngn peknamyBaHHsA B Haka3i MO3 YkpaiHu Ne
20 cawey Hepo3dacoBaHol 750 Big, 01.05.2024 B npoLeci BHECEHHS
KapTOHHIA KOpooLi NPOAYKLIT: 3MiH (BHECEHHS 3MiH 0 peecTpaLiiHux
OpioH ®apwma, marepianis: 3MiHu | Tuny - 3MiHM 3 AKOCTI.
PiHNaHAIS; [OTOBMIA Nikapcbkuii 3aci6. 3miHK Y
MepBuHHA Ta BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
BTOPWMHHA YNakoBKa, CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
[03BiN Ha BUMYCK roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
cepit: [ofaBaHHA BUPOOHUMKa, LLO BiAMNOBigaE 3a
OpraHoH XeiicT 68, BBE3EHHA Ta/abo Bunyck cepii) - He
Benbris; BK/104AI0UM KOHTPO/b/BUNPOGYBaHHS cepii -
AnbTepHaTUBHUIA [opasaHHsa BUpo6HUKa Mepk LWapn i Joym
KOHTPO/b AKOCTI: B.B., Baapaepser 39, 2031 BH Xaapnewm,
OpioH ®apwma, Higepnangu/ Merck Sharp & Dohme B.V.,
PiHNAHAIA; Waarderweg 39, 2031 BN Haarlem, the
[o3Bin Ha BMNycK Netherlands B AiKOCTi O4ATKOBOrO BUPOGHUKA,
cepii: LLIO BiAnoBigae 3a BUMYycK cepii. 3MiHVM BHECEHO
Mepk Wapn i Joym B HCTPYKL,il0 415 MEeANYHOro 3aCTOCYyBaHHS
B.B., HigepnaHngu nikapcbKoro 3acoby y po3ainv «BupobHuk» Ta
«Micue3Haxo[pKeHHs1 BUpOobHMKa Ta agpeca
MiCLil NPOBAXEHHS 1OT0 AiS/IbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby (4oaaBaHHs
BUPOBHUKA); YTOUHEHHS iHdhopMaLii Wwoao
NOroTvNy 3asiBHMUKA Y TEKCTi MapKyBaHHS
ynakoBku. BBefeHHSA 3MiH NpoTArom 6-tm
MicALiB nicnsa 3aTBepMkeHHs). Pefakuis B
Hakasi - BigcyTHs. BipHa pegaxkuis - He
nignsrae.
259. | MABTEPA® PO34UH A5t iH'EKL;iA, TOB "Pow YkpaiHa Bupo6HULTBO Leiiapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14231/01/01
1400 mr/11,7 mn; no YkpaiHa" Hepo3dgiacoBaHo| 3MiHn Il TUnY - 3MiHK Woa0 peyenmom

11,7 mn y cpnakoHi;
no 1 cpnakoHy y
KapTOHHI/ KopoobLi

npoAyKuii, NepByHHe
Ta BTOPUHHE
nakyBaHHs,
BMMNPOBYBaHHSA
KOHTPO/O AKOCTI,
BWMYCK Cepii:
. XodhdpmaHH-/15
Pow lTa,
Llseiiuapis;
Bunpo6yBaHHs
KOHTPO/O SKOCTI:
®.XochbdpmaHH-/15

6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
IHLWI 3MiHW, sIKi He BBINLWAW Y Lei po3gin, ski
BK/HOYAOTb NMOAaHHSA pe3ynbTaTiB AOCiLKEHD
[10 KOMMETEHTHOTO OpraHy - 3asiBHUKOM
Ha/laHo OHOBJIEHY Bepcito MnaHy ynpaBniHHA
pu3nkamm (24.0) BigNoBiAHO A0 KIHLEBUX
pesynbTatiB gocnigpkeHHs BE 29950 (RIVAS),
Ha niAcTaBi KNiHIYHOrO ornsgy, 3BiTiB 3
KNIHIYHUX JOCAiAKEHb, NIATBEPIKEHHS
3aTBEpPKEHHSA 3MiH B KpaiHi
3asBHVKa/BUPOOHMKA, NiTepaTypHUX mxepen.
3MiHM BHeceHO A0 YacTuH: |l «Cneuudpikauis 3
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Pow Ntg, 6e3nekn», moaynb Sl, SIV.3, SV, SVI.2,
LLiBeiiuapis SVIIL.2, SVII 3.2, SVIII, YactuHa lll «[naH 3
hapmakoHarnsgy», YactuHa V «3axogm 3
MiHiMi3auii pusukie», VI «Pestome nnaHy
ynpasiHHA pusnkamm», YactuHa VIl
«[lopatkm». Pe3stome MYP Bepcia 24.0
HafaeTbes
260. | MABTEPA® KOHUeHTpaT ons TOB «Pouu YkpaiHa Bupo6HULTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14231/02/01
PO34UMHy AN Ykpaina» Hepo3acoBaHol Lsenuapis/ 3minu |l Tuny - 3MiHn Wwopo peyenmom
iHcpysii, 100 mr/10 npoayKuii, NnepBuHHe CLIA 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
M; no 10 mny nakyBaHHs, IHLWI 3MiHW, SIKi He BBINLLAW y Lieii po3gin, ski
chnakoHi; no 2 BTOPWHHE BK/IHOYAOTb NOAAHHA pe3ynbTaTiB AOCiLKEHD
chnakoHn B naxkyBaHHs, [0 KOMMETEHTHOTO opraHy - 3miHa B.1.13., 1.
KapTOHHI Kopobuyj; BUNPOGYBaHHSA 3asABHNKOM HafjaHO OHOB/IEHY Bepcito MnaHy
no 50 Mn y dhnakoHi; KOHTPO/O SIKOCTI, ynpasiHHA pusmkamm (24.0) BignoBigHoO 4o
no 1 donakoHy B BMMYCK cepii: Pow KIHLEBWX pe3ynbTaTiB focnimkeHHs BE 29950
KapTOHHIA KOpooLi [OiarHocTuke M'vbX , (RIVAS), Ha nigcTaBi KNiHIYHOTO Ornsay, 3BiTiB
HimeuunHa; 3 KNIHIYHWX JOCTIIKEHD, NiATBEPAKEHHS
BTopuHHe 3aTBEPKEHHS 3MiH B KpaiHi
nakyBaHHs1, 3a8BHUKA/BMPOBHMKA, NiTepaTypHUX Axepen.
BMNPOBYBaHHA 3MiHN BHECeHO A0 YacTuH: |l «Cneuudikauis 3
KOHTPOJO SIKOCTI, 6e3nekn», Mmoaynb Sl, SIV.3, SV, SVI.2,
BUNYCK cepil: SVIL.2, SVII 3.2, SVIII, YactuHa lll.l «lMnaH 3
®.XothbdpmaHH-/15 thapmakoHarnagy», Yactuva V «3axogm 3
Pow /g, MiHimi3auii pusukie», VI «Pe3tome nnaHy
LLiBeiiuapis; ynpasniHHA pusmkamm», YactuHa VII
Bupo6HuLTBO «[lopatkm». Pestome MYP Bepcia 24.0
Hepo3dacoBaHol HafaeTbCA.
npoayKLii, nepBrHHe
nakyBaHHs:
[KkeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPO/IIO AKOCTI
npy BUMYyCKy 3a
nokasHukamm
BakTepianbHi
©HA0TOKCUHM,
CTepunbHICTb:
Nabop /1IC CE eHg
Ko. KI', HimeyunHa
261. | MATHIO PO3YUH A5 iH'EKLIN, TOB YkpaiHa TOB "®APMACEN" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/20276/01/01
CYNb®AT 250 mr/mn; "®APMACEN" 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom | niosisieae

no 5 mn B amnyni
nonieTUIEeHoBI; No
10 a6o 50 amnyn y
nadui 3 KapToHy

no 10 ma B amnyni

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3MiHa
PO3Mipy YNakoBKu roTOBOrO /iKapCbKoro
3acoby (3MiHa KinbKOCTi 0guHULE (Hanpuknag,
Tab1eTokK, amMmnyn ToLWo) B yNakoBsLii:) - 3miHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

noslieTUNeHoBIN; nNo
10 amnyn y nauui 3
KapTOHY

nosa fjiana3oHoM 3aTBEPAKEHUX PO3MIpiB
yNaKkoBKN BBEAEHHS [0AATKOBOrO nakyBaHHS
no 5 mn B amnyni nonietuneHosii Ne 50 ans
rocniTa/ibHKX 3akynisesb, 3 BiANOBIAHUMY
3MiHamK o p. «Ynakoska» MKA J13. 3MiHu
BHECEHO B po3Zia "YnakoBka" B IHCTPYKLitO
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEEHHAM A0AATKOBMX
YNakoBOK, SIK HACNIAOK - 3aTBEPIKEHHSA TEKCTY
MapKyBaHHS 4OAATKOBMX YNakoBOK
nikapcbkoro 3acoby. BBefeHHS 3MiH NpPOTAromM
6-Tv MicsiB nicnsA 3aTBepAKeHHS. 3MiHu ||
MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0O
nikapcbkoro 3acoby (3miHa macu/o6'emy
BMICTY KOHTeliHepa 6araTtof030B0ro
CTEepW/ILHOTO SliKapcbKoro 3acoby (abo
OZIHOA,030BOT0, YaCTKOBOrO BUKOPUCTaHHS) Ta
6araTto,030B0ro0 /ikapcbKoro 3acoby
6i0/10r4YHOr0/iIMyHONOrYHOrO MOXOKEHHS ANA
napeHTepasibHOro 3aCTOCyBaHHS) f0faBaHHS
HOBOro 06'eMy nakyBaHHs1, a came no 10 mn B
amnynax nonietuneHosux no 10 amnyn y
nayui (3aTBepakeHo: No 5 mn B amnynax
nonietuneHosux no 10 amnyn y nayu,). 3miHu
BHECEHO B po3Zi/a "YnakoBka" B IHCTPYKLtO
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEEHHAM A0AATKOBMX
YNakoBOK, SIK HACNIAOK - 3aTBEPIKEHHSA TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbkoro 3acoby. BBefeHHS 3MiH NpPOTAromM
6-TV MicsALiB NicNsA 3aTBEPLKEHHSA

262.

MAAIHET®

TabneTkn, BKpUTI
NNiBKOBOO
o6osnoHKoto, rno 0,03
mr/2 wmr, no 21
Tabnetui y énictepi;
no 1 a6o no 3, a6o
no 6 6nicTepis B
KapTOHHiA KOpooLi

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TMnNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHMx/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX A0AATKOBMX
AaHnx) 3MiHW BHECEHI [0 iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ainu "®apmakosorivyHi BnactueocTi",
"MpoTmnokasaHHsA", "B3aemopis 3 iHWMMKN
nikapcbKvMKM 3acobamMu Ta iHLWi BUan

3a
peyenmom

He
nionsieae

UA/15840/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHs Ta gosun”, "Aitn"
(yTouHeHHs iHchbopmawii), "Mob6iyHi peakui™
3rigHO 3 iHhopMaLEero Woa0 MeanyHOro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (BE/TAPA®, TabneTku, BKpUTI
NAiBKOBOI 060/I0HKOI). BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPOXEHHS.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHeCeHi A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin "Mob6iyHi peakuii" Wo40 3BiTyBaHHSA
npo no6iyHi peakLii. BBeAEHHSA 3MiH NPOTArOM
6-TV1 MiCALLIB MiC/1A 3aTBEPLKEHHS.
263. | MAOOMNAP® Tabnetkn, 200 mr/50 TOB «Pou YkpaiHa Bupo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/11355/01/01
Mr; no 100 TabneTok YkpaiHa» Hepo3dacoBaHOl LseiiLapis 3MiHu | TMNYy - 3MiHK Woao peyennmom | nions2ae
y naswuj; no 1 npoayKuii, NnepBuHHe 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
NAAWLI Y KAPTOHHIN nakyBaHHs, (iHWi 3MiHM) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
Kopobui BTOPWUHHE MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
nakyBaHHs, [0 po3ginis "®apmakonoriyHi BnactmsocTi”
BMNPO6GOBYBaHHSA (3miHeHo micue po3TallyBaHHs iHchopmavii B
KOHTPOJO SIKOCTI: TeKcTi po3giny), "Cnocib 3acTocyBaHHA Ta
[Nenbdapm MinaHo, [031" (BHECEHO He3HauHi pefaKTopChbKi
C.P.N., Itanis; npaBKn A0 TEKCTy po3ziny). BBeaeHHS 3MiH
MepBuHHE NpOTAroM 6-Tn MicALiB Nicns 3aTBep)KEHHS
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs1,
BMNPOBYBaHHA
KOHTPO/O AKOCTI,
BUNYCK cepil:
®.XothbdpmaHH-/15
Pow JITa,
Lseiiuapis; Bunyck
cepii: ®.XodhdpmaHH-
Na Pow NtA,
LLiBeiiuapis
264. | MAKMIPOP TabneTkn, BKPUTI Monikem ITanis [onnenb ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/5045/01/01
060n10HkKot0, No 200 C.p.n. PapmaueyTiui C.p.n. 3MiHu | TUNYy - 3MiHK Woao peyenmom

Mr no 10 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI nayi

6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHWX
npo cuctemy hapmakoHarnsay (BBefeHHs
y3ara/ibHeHNX AaHux npo cuctemy
hapmakoHarasgy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBiganbHOI 3a 34iACHEHHS!
hapmakoHarnagy; KOHTakTHoi ocobu 3
dhapMakoHarnisgy 3asaBHUKa ANs 34iNCHEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
[Oitova pepakuin: Mrs. Gemma Jimenez Sese.
MponoHoBaHa pegakuis: Cristiana Delia
Canulescu. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBiAA/IbHOI 32 hapmakoHarnsag
265. | MAKMIPOP Kancynu sariHasibHi Monikem ITania BiAnoBiganbHMiA 3a ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3934/02/01
KOMM/EKC® | m'aki; no 8 kancyny C.p.n. nepBuHHE, BTOPUHHE 3Mminu | TURY - 3MiHn Woao peyenmom
6nictepi; no 1 nakyBaHHs, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
6nicTepy B naywi KOHTPO/b Ta BUMYCK BBeneHHs abo 3MiHM [0 y3arasibHeHUX JaHnX
KapTOHHI cepii: flonnens npo cuctemy thapmakoHarnsgy (BBefeHHS
dapmaueyTidi y3ara/lbHeHUX JaHnx npo cuctemy
C.p.n., Itanis; hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT
BiAnoBigaNbHWI 3a oco6u, BiANOBIAAUTbHOI 3a 3A4IICHEHHS
NOBHWIA LKA hapmakoHarnsgy; KOHTakTHoi ocobu 3
BUPOGHMLITBA: thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
[Jonnens hapmakoHarnsgy B YKpaiHi, Ko BOHa
PapmaveyTiui BiAMiHHA BiJ, yNMOBHOBaXXEHOI 0co6Y,
C.p.n., Itanis; BiANOBIAA/IbHOI 3a 3AiACHEHHS
BMPOGHUK NPOAYKTY thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
in bulk: KataneHt Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
ITani C.n.A., ITanis cuctemn hapmMakoHarnagy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsag.
[Oitova pepakuin: Mrs. Gemma Jimenez Sese.
MponoHoBaHa pepakuis: Cristiana Delia
Canulescu. 3miHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsag
266. | MAKMIPOP KpeMm BariHa/bHWi Monikem ITania [Jonnens ITanis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/3934/01/01
KOMMN/IEKC® | no 30 ry Ty6i; no 1 C.p.n. dapmaueyTiui C.p.n. 3MiHu | TMnYy - 3MiHK Woao peyenmom

Ty6i B KOMNAEKTi 3
rpagyioBaHum
LUMPULIOM Y
KapTOHHIM nayu,i

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarniagy, 3miHa yrnosHoBaXeHoT
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiIMiHHA BifJ YNOBHOBaXKEHOI 0cobw,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Mrs. Gemma Jimenez Sese.
MponoHoBaHa pepakuis: Cristiana Delia
Canulescu. 3MiHa KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANOBiAa/IbHOI 382 (papmakoHarnsg

267.

MAKPOLIE®

NOPOLLIOK A/15
pO34nHy Ans

iH ekuili no 1000
mMr/1000 mr, no 1
ab6o no 5 dpriakoHiB 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

TOB
"ICTOAPM"

Ykpaina

TOB "ICTO®APM"
(nakyBaHHs i3
dhopmu in bulk
HCIMC Xeb6eli

XyamiH
dapmacbloTikan

KomnaHi MimiTes,

Kutaii)

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3miHu Il TMny - 3miHn 3 axkocTi. AdDI.
Bupo6bHMLTBO. 3MiHA BUPOGHMKa
BVXifHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPVICTOBYIOTCS Y BUPOOHNYOMY NPOLLECI
A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxigHO, MiCLe NPOBEAEHHS KOHTPO/IO
akocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) fofaBaHHs BUPOGHUKa Yxyxalt
tOHainTeq NabopaTtopic Ko., ITa., Kutai,
odpiyiiHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
lN'yaHayH-519040, Kutaii — K anlbTepHaTUBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/Ib AKOCTI Ta BUMYCK cepii
LledponepasoHy HaTpito (3aTBEPAKEHWI
BMPOGHUK: Cyuxoy [layHpeii3 PapmacbioTikan
Ko. ita., Kutaid)

3a
peyermom

UA/19795/01/01

268.

MAKPOLIE®

NOPOLLIOK 4715
pO34nHy Ans

iH exuili no 1000
mMr/1000 mr, no 1
ab6o no 5 dhiakoHiB 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

TOB
"ICTOAPM"

YkpaiHa

TOB "ICTOAPM"
(nakyBaHHS i3
hopmu in bulk
HCIMC Xeb6eli

XyamiH
dapmacboTikan

KomnaHi MlimiTes,

KuTaii)

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY
cepil Ta KOHTPOJ10 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha KA 3AJACHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii)
BBe/leHHS [04aTKOBOI KOHTPAKTHOT
nab6opartopil [lepxaBHa HaykoBO-AOC/igHA
nabopatopist 3 KOHTPOJIO AKOCTI NiKapPChKUX
3aco6iB Y «IHCTUTYT rpoMazCbKOro 340p0B’'s
iMm. O.M. Map3eeBa HauioHanbHOI akagemil
MeANYHNX HayK YKpaiHn» AN KOHTPO/I0
AKocTi chopmu in bulk nepeg Bunyckom cepii
N3. 3miHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA

3a
peyerimom

UA/19795/01/01
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY
cepii Ta KOHTPOO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHA
[iNbHULI, Ha 5K 3[iCHI0ETLCA
KOHTPO/b/BUNPOBYBaHHSA cepii) BBEAEHHSA
[0[aTKOBOI KOHTPaKTHOI nabopatopil
[JepxasHe nignprnemcTso «LleHTpansHa
naboparopia 3 aHas1i3y AKOCTi NiKapCbKNx
3ac006iB | MEAMYHOI MPOAYKLi» 47151 KOHTPOSTIO
AKocTi chopmu in bulk nepeg Bunyckom cepii
rn3.
3arBepkeHo: ToBapuCTBO 3 06MEXEHO
BignosiganbHicTio «TEXHOJIAB» JlabopaTopis
BunpobysasibHa M. J1bBiB, ByN. flaHuna
AnocTona, 2 ten./dakc: (032) 292-25-79
3anponoHoBaHo: TOBap1CTBO 3 06GMEXEHOD
BignosigasbHicTio «TEXHO/IAB» Jlabopatopis
BunpobyBasibHa M. J1bBiB, By/. [laHuna
AnocTtona, 2 Ten. (032) 292-25-79 JepxaBHa
HayKoBO-focnigHa nabopaTopis 3 KOHTPOSIO
AKOCTI Nikapcbknx 3acobiB Y «IHCTUTYT
rpomagcbKoro 3g0pos’s im. O.M. Map3eeBa
HauioHanbHoi akagemii MeanyHNX Hayk
YKpaiHu».
02094, m. Kuis, Byn. l'etbmaHa Nasna
Mony6oTka, 50. e-mail: druglab@ukr.net
[JepxasHe nignpnemcteo «LleHTpasnbHa
nabopartopisi 3 aHani3y SKOCTi NiKkapCbKnx
3aco6iB i MegnyHOI Npoaykuii». 04053 m. Kuis,
By/N. Kyapsscbka, 10-T'; M. Kuis, By/I.
Kyapsiscbka, 8B; KniBcbka obnacTb, ¢. HoBi
MeTpisyj, ByN. IBaHa ®paHka, 19. Ten.
0442725498

269.

MACTOAMHO

H®

Tabnetkn no 20
TabneTtok y bnictepi;
no 3 abo no 6
6nictepiB y
KapTOHHI/ KopoobLi

BioHopuka CE

HimeuunH
a

nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
BioHopuka CE,
HimeuuunHa,;
Brpo6HMuTBO in-
bulk:
PotteHgopd ®apma
'm6X, HimeyunHa;
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs:

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeleHHA 404aTKOBOT AifTbHULL

BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO

BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco06y (iHLWi 3MiHK)

BVHECEHHS Ha3B Ta afpec NPOMiIKHUX
BMPOGHWKIB, SiKi paHille 6y/in 3a3HauveHi Tislbku
B Mopyni 3 peecTpauiiiHoro goceke (3.2.P.3.1.),
3 YTOUHEHHSAM iX pyHKLiA. Po3nucaHo dyHKL,i

3aTBepAXeHoro BupobHuka 13 BioHopuka
CE. 3MiHu | TUny - AgMIHICTPATUBHI 3MiHW.
BrnyyeHHs BUPO6GHMYOI AinbHuLi (BKIKOYAKUM

6e3
peuyenma

UA/6239/02/01
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PoTtTengopd dapma
vM6X, HimeuunHa

AinbHuUi ans A®Il, npomiXHOro npoAykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBefeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeeHHS KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SKLLO
3a3HayYeHo y JOCbE) BUyYEHHS MPOMIKHOIO
BMpO6HUKa [pareHodapm AnoTtekep Mowb
v6X, HimeyunHa (BMpo6HMUTBO in bulk)
(Mogynb 3, peecTpadiiiHoro gocke 3.2.P.3.1.)
Ha nifcTaBsi PO3TOPrHEHHS A0roBopy. 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AiNbHUL (BKTHOYAKUMN AiNbHULL
ana A®l, npomikHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBefAeHHs NakyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBefeHHSI KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXifHOro Matepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayveHo y [0CbE) BUAASIEHHS i3 MaTepianis
peecTpauiiHoro AOCbE NPOMIXXHOIO BUPOBHYMKa
Wiewelhove GmbH, HimeuyunHa (BMPOGHULITBO
in bulk) (Mogynb 3, peecTpauiiiHoro gocbe
3.2.P.3.1)

270.

MEAIATOPH

®

Tabnetkn no 20 mr,
no 10 TabneTok y
6nictepi, no 5
6nicTepiB y navui

TOB
"APTEPIYM
nTg

Ykpaina

NAT
"Knismegnpenapar"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dapmakoHarnsgy (BBefeHHs
y3araJ/ibHeHMX JaHux npo cuctemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapMakoHarniagy 3asaBHUKa A1 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cucTemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOI 0CO6Y 3asBHVKa,

3a
peyermom

UA/18462/01/01




237

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxoKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iiicHeHHs
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
271. | MENOAEB PO34UH ONS iH ek, M.BIOTEK Benvka XENMN C.A. Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15703/01/01
15 mr/1,5 mn, no 1,5 NIMITEL, BputaHis 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsi2ae
M B amnysii; no 5 Ha3BU NikapcbKoro 3acoby -
amnyn y navui 3 3MiHM BHECEHI L1010 HA3BW /iKapCbKOro
KapTOHY 3acoby. 3aTBepgxeHo: MEANKCUKAM
(MEDIXICAM) 3anponoHosaHo: ME/IOJEB
(MELODEV)
272. | MEPOBAK MOPOLLIOK ANs Mictpan AHrnis BVPOGHMLTBO ITanis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/18216/01/02
NPUroTyBaHHSA Kenitan roToBOro 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom
PO34uHYy ANs iH'eKUiA | MeHemKMeHT niKkapcbKoro 3acoby nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
no 500 mr; 1 a6o 10 Niviteq Ta BUNycK cepii: 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL
donakoHiB 3 ALIC JOBDAP BMPOGHMLITBA A4/15 YAaCTUHU abo BCbOro
NOPOLUKOM Yy C.N.A,, ITanis; BMPOBHMYOro NpoLecy roToBOrO JliKapCbKOro
KapTOHHI/ KopoobLi BMPOGHMLITBO Ta 3aco6y (AinbHMLA, Ha SKi NpoBOAATLCS by ab-
KOHTPO/b AKOCTI AKi BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY
CTEepW/IbHOT CyMiLLi: cepil, KOHTPO/IIO AKOCTI Ta BTOPUHHOIO
ALC NOB®PAP nakyBaHHS 4518 CTEPUBHUX MIKAPCbKMX
C.N.A., ltanisa 3aco6iB (BK/IHOYAKUUN BUPOGIEHI acenTUYHUM
MeTOoZO0M), KPiM Nikapcbkmx 3acobiB
6i010ri4YHOro/iMyHOMOrYHOTO MOXOAKEHHS) -
[ofaBaHHsA anlbTepHATUBHOI NiHil hacyBaHHA
P2 Ha BMpO6HMYOMY MaiifaHumnKy BXe
3apeecTpoBaHoro rotoBoro npoAaykty: ACS
DOBFAR S.P.A Teramo, Italy
273. | MEPOBAK NOpOLLOK ANs Mictpan AHrnis BVPOGHMLTBO ITanisa BHECEHHSA 3MiH 10 peecTpavLiiiHuX maTepianis: 3a UA/18216/01/01
NPUroTyBaHHSA Kenitan roTOBOrO 3MiHu | TMRy - 3MiHK 3 SKOCTIi. [OTOBMIA peyenmom
pO34nHy ANs iH'eKUii | MeHemKMeHT nikapcbKoro 3acoby nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
no 1000 wr; 1 a6o Nimiten Ta BUNyck cepii: 3amiHa abo BBefleHHs [,04aTKOBOI AiNbHULL
10 onakoHiB 3 ALC LOB®AP BMPOGHMLTBA 47151 YaCTVHM abo BCbOro
NOPOLUKOM Yy C.N.A., Itanis; BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
KapTOHHilA KOpo6L BMPOOHULITBO Ta 3aco0by (finbHULA, Ha AKi NpoBOAATLCA ByAb-
KOHTPO/b SKOCTi SIKi BUPOOHMYI CTagil, 3a BUHATKOM BUMYCKY
CTEepPW/IbHOT CyMiLLi: cepii, KOHTPO/IKO AKOCTi Ta BTOPUHHOIO
ALC OOB®AP naKyBaHHS 4718 CTEPUNBHUX NMIKAPCbKMX
C.N.A., Itanisa 3aco6iB (BK/IO4AKOYM BMPOG/IEHI acenTuiyHum
MEeTOAO0M), KpiM Nikapcbknx 3acobis
6i010r4HOro/iMyHONOrYHOTO NMOXOKEHHS) -
[0ofaBaHHsS aflbTePHATUBHOI MiHil pacyBaHHS
P2 Ha BMpo6HMYOMY MaiifaHumnKy BXe
3apeecTpoBaHoro rotosoro npoaykty: ACS
DOBFAR S.P.A Teramo, Italy
274. | MEPOMEHEM | nopoluok ans MicTpan AHrnis Bupo6bHuuTBO, ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16112/01/02
-BICTA NPUroTyBaHHsA Kenitan nepBuHHE Ta 3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA peyenmom
PO34MHY ANst iH'ekuii | MeHemKMeHT BTOPWHHE niKkapcbknii 3aci6. 3MiHWM Y BUPOGHMLTBI.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 1000 wmr; 1 a6o Nimiteq nakyBaHHs, 3amiHa ab0 BBeAEHHSI 404AaTKOBOI AiNbHUL
10 chnakoHis 3 KOHTPO/b SIKOCTI, BMpOBGHULUTBA AN15 YacTVHU abo BCbOro
NOPOLLKOM Y BMnyckK cepii: ALIC BMPOGHNYOro NPOLECY roToBOro NikapcbKoro
KapTOHHI/ Kopoo6Li OOB®AP C.IN.A,, 3aco6y (finbHMLA, Ha K NpoBOAATLCS by ab-
ITanis; AKi BUPOGHWYI CcTagil, 3a BUHATKOM BUMYCKY
Brpo6HMUTBO Ta cepii, KOHTPONIO AKOCTi Ta BTOPUHHOIO
KOHTPO/b AKOCTI nakyBaHHS 4151 CTEPUIbHUX JTiIKaPCbKMX
CTepW/IbHOT CyMiLLi: 3aco6iB (BK/HOYAKUUN BUPOGEHI acenTUYHUM
ALC OOB®AP MeTOAO0M), KpiM MikapcbKux 3acobis
C.N.A., ITANA 6i010ri4YHOro/iMyHOOMNYHOTO MOXOKEHHS)
[ofaBaHHA anbTepHaTUBHOI NiHil hacyBaHHSA
P2 Ha BUPO6GHMYOMY MaijaHunKy Bxe
3apeecTpoBaHOro rotoBoro NpoaykTy: ACS
DOBFAR S.P.A Teramo, Italy
275. | MEPOMEHEM | nopoluok ans Mictpan AHrnis Brpo6HMUTBO, ITanisa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/16112/01/01
-BICTA NPUroTyBaHHs Kenitan nepBuHHe Ta 3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom
pO34uHYy ANs iH'eKUin | MeHemKMeEHT BTOPWHHE nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
no 500 wmr; 1 a6o 10 Nimiten nakyBaHHs, 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL
ch1aKoHiIB 3 KOHTPO/b SKOCTI, BMPOGHMLITBA A4/151 YaCTUHU abo BCbOro
NOPOLUKOM Yy Bunyck cepii: ALUC BUPOBHMYOro NpoLecy roToBOro JliKapCbKoro
KapTOHHI/ KopoobLi OOB®AP C.IM.A, 3aco6y (ainbHMLA, Ha SKi NpoBOAATLCA Oy ab-
ITanis; AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
Bnpo6HMUTBO Ta cepii, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO
KOHTPO/Ib SKOCTI nakyBaHHS 4151 CTEPUNBHUX JTiIKapPCbKMX
CTEPUIIbHOIT CyMiLLli: 3aco6iB (BK/HOYAKOYU BUPOGIEHI acenTUYHUM
AUC OOB®AP MeToZ0M), KPiM NikapCbkmx 3acobiB
C.N.A., ITANA 6i010ri4YHOro/iMyHONOMNYHOTO MOXOLKEHHS)
[lopaBaHHsa anbTepHaTVMBHOI NiHiT dacyBaHHSA
P2 Ha BMpO6HMYOMY MaiijaHunKy BXe
3apeecTpoBaHoro rotoBoro npoAaykty: ACS
DOBFAR S.P.A Teramo, Italy
276. | METEOCINA3 | Kancynu, no 10 Na6opaTopii PpaHuis BUPOOGHMLTBO PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsieae UA/8767/01/01
Min Kancyn y énictepi; Maiioni Hepo3acoBaHol 3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA peyenma
no 2 abo no 3 CniHgnep NPOAYKLUIT: nikapcbkuii 3aci6. KOHTponb roToBoro

6nictepn y
KapTOHHI/ KopoobLi

Nab6opaTopii ManeHik
BepHiH, ®paHuis
nepBuHHA Ta
BTOPMHHA ynakoBka,
KOHTPO/b SKOCTI,
BiANOBiAa/IbHWIA 3a
BMNYyCK cepil:
Na6opaTtopii Maiioni
CniHgnep, ®paHuis

nikapcbKoro 3acoby. 3miHa napameTpis
crneungikauiii Ta/abo 4oNyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby (BUyYeHHSN
He3HayHOro nokasHuka (Hanpuknag,
3acTapifioro NokasHuka, Takoro sk 3anax Ta
cMak, abo igeHTudikauist 6apBHUKIB Un
CMakoBux 406aBOK))-BunyyeHHs n.
«Po3nagaHHsa» 3i cneymdikayii MN3, y 38'A3Ky
3 NpuBeLEeHHAM [0 3arasibHoT MoHorpadii EP
«Kancynu». BignosigHo o sumor EP, y pasi
AKLLIO MPOBOAUTBLCA BUNPOOYBaHHSA 3a
MOKa3HNKOM «PO34YMHEHHS», BUNPOOYBaHHA Ha
po3nafaHHsA He BUMaraeTbcs. BeeeHHa 3MiH
NpoTArom 6-T1 MiCcALIB MiC/1A 3aTBEPMAKEHHS.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYyBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BKNHOYaKOUM 3aMiHy abo [JONOBHEHHS))
(B.1.r.2. (r) 1B)
3MiHa y meTogi BunpobysaHHs 13 Ta
BUMPAaB/IEHHHSA ONUCY AOMNYCTUMUX MEX Y
cneuudikauii BignosigHo EP 2.9.3 i3
3a3HayvyeHHsAM yacy Bigbopy 3paskis 4ns n.
«Po34nHeHHs». 3aTBepaKeHo PO3UnMHEHHSA
(anbBepuHy uuTpar) He meHwe 80% (Q=
75%) 3anponoHoBaHO Po34nMHEHHS
(anbBepuHy uutpar) Q= 75% yepe3s 30 xB.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepPMKEHHSA. 3MiHN | TUNY - 3MiHW 3 AKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BKOYALOUM 3aMiHY @60 [OMOBHEHHS)) - 3MiHA
MeToay BunpobyBaHHA 13 3 X Ha
YBEPX/Y® ans nokasHukis «lgeHTudikauis
albBEPUHY LMTpaTy» (Npv BUNYyCKy) Ta
«KinbKicHe BU3HAYEHHS a/lbBEPUHY LIMTpaTy»
(npw BUNYCKy Ta TEPMIHI NpuaaTHOCTI) Ta
BiAMOBIAHO 3amiHa B cnevuydikadii nocunaHb
Ha MeTof KOHTPO/I0. BBeAEeHHS 3MiH NpoTSArom
6-T MicALIB MiCNA 3aTBEPKEHHSA. 3MiHN |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOT0 NiKapCbKOro
3acoby (BHECEHHS 3MiH Y OCbE AN1A
npuBeLEeHHs Y BiANOBIAHICTb A0 3arasibHOI
cTarTi 2.9.40 «OAHOPIAHICTb [030BaHNX
oavHuLb» AdY/EBponelicbkoi hapmakonei
3aMICTb 3aTBEPAXEHNX 3arasibHKX cTaTelt
2.9.5 «OgHopigHicTb Macu» Ta/abo 2.9.6
«OAHOPIHICTb [031») - BHECEHHS 3MiH Y
[0Cbe ANSA NPUBELEHHS Y BiANOBIAHICTb A0
3arasibHOI cTatTi 2.9.40 «OgHOopIgHICTb
[030BaHVX 0ANHULB» EP 3amicTb
3aTBEPKEHOI 3arasibHOI cTaTTi 2.9.5
«OAHOPIZHICTb Macu» B cneuudikauii npu
BUMyCKy. BBeAEHHA 3MiH NpoTArom 6-tu
MiCALIB MicNsa 3aTBepKEHHS. 3MiHu | Tuny -
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3acib.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(8ONOBHEHHS cneumdikayii HOBUM NOKa3HUKOM
3 BifNOBIAHUM METOA0M BUNPOBYBaHHS) -
[lonoBHeHHs cneumdikauii Bunycky M3
OpyrvM BUNPOBYBaHHAM Ha ifeHTUdiKaL, o
anbBepuHy umTpaty (Y® cnektp Ha A0AAaToK
[0 Yacy yTpUMaHHs).

BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MIHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3acoby. 3miHa y MeToaax

BMNPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAax

BMNPOGYBaHHS) - He3HauHi 3MiH1 Y
3aTBEPLKEHOMY a/lbTEPHATUBHOMY METOf|
BMNpo6yBaHHsA 13 «lgeHTudikauis
anbBepuHy UmTpaTty Mmetogom TLUX», a came-
3amiHa pO3UMHHMKA A8 eKCTpaKLi 3 rekcaHy
P Ha umknorekcaH P Ta fofaBaHHA gaHux
3Banigauii B p.3.2.P.5.3, ski He 6ynu
npegcTasneHi. BHacnigok 3amiHv po3unHHMKa
OHOBJ/IIOETLCA TUMNOBA XpOMaTorpama, Lo

HaBejeHa ANns iHopmadii. Takox, BHECEHHS

peAakuiiHNX 3MiH: -yTOYHEHHS Y NPUHLMNI

BUMPOOYBaHHS;-yTOYHEHHS B ONUCI NIACTUHW;-

nofaBaHHa HomepiB CAS a1 peakTuBiB Ta
PO3YMHHVIKIB;-yTOUHEHHS B KOHL|EHTpaLlii
PO34MHY amiaky;-yTOYHEHHS Yacy
BUCYLLYBaHHSA NAACTUHW;-yTOYHEHHS LLOJ0
iNbTpyBaHHA BUNPOOOBYBAHOIO PO3UUNHY;-
YTOUHEHHS B iHTepnpeTaw,i
pesynbTaTiB.BBEAEHHA 3MiH NPOTArOM 6-TW
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.

KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa

y MeTogax BunpobyBaHHSA roToBoro
NiKapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNpo6yBaHb (BK/OUaoUM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHa Yy MeTofi BUNPObyBaHHsA
'N3 3a n. «BusHauyeHHs1 NpoaykKTiB po3knagy
afbBEpUHY LMTpaTy», a came - 3aMiHa meToay
BEPX oHOoBNeHnm metogom YBEPX/Y®.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepPMKEHHSA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsib rOTOBOro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPIKEHUX MeTOoLax
BMNPOGYBaHHS) - He3HauHi 3MiHN y
3aTBepMKeHOMY MeTofi BUnpobysaHHs M3 3a
n. «KiflbkiCHe BU3HAYEHHA CMETUKOHY B
nepepaxyHKy Ha nonigMMeTUICUIOKCaH» Ta
«laeHTuiKaLis CMMETUKOHY». 3a n.
«KinbKicHe BU3HAYEHHS CUMETUKOHY B
nepepaxyHKy Ha nosiguMeTUICUIOKCaH»-
KOpeKLis Ha3BM CTaHAAPTHOrO 3paska Ans
BW3HAYEHHSA CUMETUKOHY METO0M
abcopbuiliHoT cnekTpod)oTOMETpii B
iHthpayepBoHiit 06nacTi (CTaHAAPTHWIA 3pa3okK-
OVMETUKOH, & He CMETUKOH) Ta Kopekuis
hopmyn po3paxyHKy (3 ypaxyBaHHSAM BMICTY
cTaHfapTy). TakoX, BHECEHHS peAaKLiiHnX
3MiH: -yTOYHEHHS Y NPUHLMNI BUNPOBYBaHHS;-
YTOYHEHHS B onwci Y cnekTpodoTomeTpa;-
nofaBaHHA HoMepiB CAS 4115 PO34YUHHUKIB;-
BUYYEHHSI 3aiiBOi geTanisauii 1wopao
KBaUTidoikauil peakTVBIiB Ta PO3UYNHHWKIB;-
YTOUHEHHS LWoa0 KBanidiikalii nanepy ans
QiNbTPyBaHHS; -BUYYEHHS NiAPO3Ainy
«Cneuudikauii». Ockinbkun igeHTudikawio
CUMETUKOHY NPOBOAATHL OAHOYACHO 3
KINIbKICHM BU3HAYEHHAM CUMETUKOHY B
nepepaxyHKy Ha nonigMMeTUICUIOKCaH, B M.
«lAeHTuiKaLisa CUMETUKOHY>» OHOBJIIOETLCA
TUMOBWIA CNEKTP CTaHAAPTHOrO PO3YKHY, L0
HaBegeHuii ans iHopmaw,ji, a Takox
BHOCATLCSI HE3HAYHI peflakLiiiHi 3MiHK, a came:
-yTOYHEHHS B NPUHLMMI BUNPOOYBaHHS;-
YTOYHEHHS Yy npoLeaypi BUNpo6yBaHHS;
-BUNyYeHs nigpo3ainy «Cneumdikalis».
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
rOTOBOrO JIiKapCbKOro 3acoby (BU/TyYeHHs
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta
cMak, abo ifeHTudikaLis 6apBHUKIB Um
CMakoBWX [06aBOK)) - BunyyeHHs He3HayHoro
nokasHuka 3i cneumdikavii N3, a came-
BU/TYYEHHS 3a3HayYeHHs «po3Mipy Ne6»,

OCKINbKM KpUTEPIiA, WO 3a3Havae po3mMip
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Kancyn B OMNuCi, He € XapaKTepPUCTUKOI AKOCTI
N3 Ta He € HEOOXIAHVUM ANA M'AKUX Kancyn.
3MiHU BHECEHI B IHCTPYKLiO 4718 MeANYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3gin

«OCHOBHI (Pi3MKO-XiMiYHI BNacTUBOCTI».
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.

[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOrO

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO JIiKApCbKOro 3acoby (BU/TyYeHHs
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta
cMak, abo iaeHTudikaLis 6apBHUKIB Um

CMakoBWX [06aBOK)) - BunyyeHHs He3HayHoro

NOKa3HUKa, a caMe-BUTyYEHHS 3a3HauYeHHs
KOMbOpY <«KOBTOro» 3 onucy M3 3i
cneumdikavii Ta MeTOAIB KOHTPO/IHO SIKOCTI.
3MiHM BHECEHI B IHCTPYKLiO 4518 MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
«OCHOBHI (Di3VKO-XiMi4Hi BNAaCTUBOCTI».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHK) -
3miHa napameTpy «Onuc» y cneuundikadii Ta
MeToAax KOHTposto skocTi N3, a came-
TOYHILLMI ONUC 30BHILLHBLOrO BUrsAAY N3 3
ypaxyBaHHAM NPUPOAHOT MiH/IMBOCTI KONbOPY
XenaTuHy B kancynax, akuii € He 30BCiM
6innm, a 6innm abo XoBTyBaTUM, TOMY
NPOMNOHYETLCA 3a3HayYeHHs konbopy M13 B
Jiana3oHi «Bif 6i10ro [0 X0oBTyBaTOro
KONbOPY». 3MiHW BHECEHI B iHCTPYKLitO 4115
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
y po34in «OCHOBHI i3NKO-XiMiUHi
BNacTMBOCTI». BBefEHHS 3MiH NpoTArom 6-tv
MiCALIB MiC/1A 3aTBEPMXEHHS. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX

MeX roTOBOr0 NiKapCbKoro 3acoby (BUIyYeHHS

He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta
cMak, abo ifeHTudikaLis 6apBHUKIB Un

CMakoBWX 06aBOK)) - BuayyeHHs He3HayHoro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

nokasHuka «lgeHtudikalis anbBepuHy
unTpaty metogom TLUX» 3i cnevuudikauii
TepmiHy npugatHocTi [/13. BBeAeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO JIiKApCbKOro 3acoby (BU/TyYEHHs
HEe3HaYyHOro NokasHuka (Hanpvknag
3aCTapifioro nokasHvka, Takoro sk 3anax Ta
cMak, abo igeHTudikauis 6apBHUKIB un
CMakoBWX J06aBOK)) - BunyyeHHs He3HauyHoro
nokasHuka «laeHTudikauis anbBepuHy
uuTpaty metogom MX» 3i cneumdikauii
TepMiHy npugartHocTi '13. BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIAXKEHHS.
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO /1iKapCbKOro 3acoby (BU/TyYeHHS
He3Ha4yHOro nNokasHuka (Hanpuknag
3acTapifnioro NokasHvika, Takoro sk 3anax ta
cMak, abo igeHTudikauiss 6apBHUKIB Um
CMakoBWX [06aBOK)) - BunyyeHHs He3Ha4yHoro
nokasHuka «OfHopigHICTL MacK BmicTy» (EP
2.9.5) 3i cneundikauii TepMiHy NpuAaTHOCTI
'N3. BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo fgonycTuMmx
MeX roTOBOrO JliKapCcbKoro 3acoby (BUIy4eHHS
He3Ha4yHOro nNokasHuka (Hanpvknag
3acTapifnioro NokasHvika, Takoro sk 3anax ta
cMak, abo igeHTudikauiss 6apBHUKIB Um
CMakoBWX [06aBOK)) - BunyyeHHs He3Ha4yHoro
nokasHuka «laeHTudikalis TutaHy giokeugy»
3i cneuundoikauii N3, 3rigHo A0 BUMOT
HacTaHoBY ICH Q6A. BBefeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKkoro 3acoby (iHwi 3MiHW) - He3HauHi
3MiHM Y cneuymdikadii Ta meTogax
BMNpo6yBaHHsA 13 3a n. «KinbkicHe

BM3HAYEHHSI: aflbBEPUHY LMTPAT» 3 METOK
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npuBeAeHHs Yy BIANOBIAHICTb 4O MaTepianis

peecTpauiiiHoro Jocbe BUPOBHNMKa, a came —
BUMNpPaB/IEHHS 3a3HAYEHHS PO3YNHHMKA ANt
NOTEHLOMETPUYHOIO TUTPYBaHHS
(BuKOpuCTaHHA 96% eTaHony P 3amicTb 95%
eTaHony P), a Takox He3HauHi pegakLiiHi
3MiHW, @ came: -yTOYHEHHS Y NPUHLMNI
BMNPOGYBaHHS;-A0AaBaHHA HomepiB CAS ans
PO3UMHHWIKIB;-BUTYYEHHS 3ai1BOT AeTanizaui
oo KBavtidoikaLlii peakTuBIB Ta PO3YMHHKIKIB;-
YTOYHEHHSA Y Nigpo3aini «Poboya npoueaypa»;
-yTOYHEHHS Y NiApo3aini «Pe3ynbtartns»;-
BUTyYEHHS Migpo3ainy
«Cneuundikavii». Takox, BHECEHHS
peaakuiiHnX 3MiH Y MeToAu KOHTPO/O: -5 M.
«CepefHsl Maca Kancysim 3i BMICTOM»-
BUYYEHHA Migpo3ainy «Cneyndikadii»;-ans
n. «Mikpo6ionoriyHa uicToTax;

- fofaBaHHsA iHdopmadii Wwoao metoay
BM3HAYEHHS MiKPOBGIOOriYHOT YNCTOTU;-
[ofaBaHHA 3aranibHOT NPUMITKU LWoA0 06’eMiB
Ta Mac A41s NpUroTyBaHHA PO34MHIB Ta
pyxomoi hasun. BHacnifok 3amiHu chopmaTty
cneumadikayii MN13 3MiHIOTLCA NOPSAKOBI
HOMepu BUNPO6yBaHb Yy cneuudikadii Ta
MeToAax KOHTPONH0. TakoX 3asiBHUK BHOCUTb
He3HauHi pefakuiiiHi 3MiHM y cneuudikauio
AN Taknx nokasHukie:-«CepegHa maca
Kancynu 3i BMICTOM»;- foflaBaHHs NOCUIaHHS
Ha MeToZ KOHTPONHO;-«KiNbKiCHE BU3HAYEHHS:
a/IbBEPUHY LMTPaT»- A0AABaHHA AOMYyCTUMUX
MeX N5 anbTepHaTUBHOIO MeToay

NOTEHL,iOMETPUYHOTO

TUTPyBaHHS;-«MikpobionoriyHa yncrtora;

- AeTani3auis 3acTocoBaHuX KpuTepiiB
NPUIAHATHOCTI. BBEAEHHSA 3MiH NPOTArOM 6-Tn
MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /liKapCbKOro 3acoby (iHLi

3MiHN) - OHOBNEHHS BXE 3aTBEPAKEHNX
METO/iB KOHTPOJIIO AKOCTi NiKapCbKoro 3acooby,

a came BUKNAfEHHA TEKCTY AepXaBHO
MOBOIO 3riJHO Cy4acHWX BUMOr. BBefeHHA
3MiH NPOTArom 6-Tu MicaLiB nicns

3aTBEPAXKEHHS. 3MiHM Il TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpoNb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis

cneymdikaLin Ta/abo AonNycTUMKUX Mex
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

rOTOBOrO /1iKapCbKOro 3aco0y (iHLWi 3MiHK) -
3MiHa fonycTMMux Mex B cneuudikauii 13
Ans n. «Bu3HauyeHHs NpoayKTiB po3knasy
a/lbBEPUHY LmMTpaTy» 3aTBepKeHo
CynpoBiZHi AOMILIKN a/lbBEPUHY LIUTPATY-
Aomilka A «He 6inbLue 0,1%»-aomilika B «He
6inbLe 0,1%»-gomiwka C «He Ginblue 0,2%»-
pomiwwka D «He 6inbLie 0,3%»
-fomilka E «He 6inbLue 0,3%x»-iHLWwi AOMiLLKK
«He 6inbLue 0,2%»-cyma AOMILIOK «He bifblue
1%>. 3anponoHoBaHo: BusHayeHHs1 NPoAyKTiB
po3knagy anbBepuHy uuTpaTy'-cneuudikoBaHi
noTeHLUiliHi NpoayKTn po3kniaay:-fomiwka C
<0,2%-HecneundikoBaHi NOTEHLiHI NPoAyKTM
posknagy <0,2%-cyma NpoAyKTiB po3knagy
<1,0% Mopir peecTpaujii =0,1%.BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS. 3MiHM |l TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
rOTOBOrO JliKapCbkoro 3acoby (3miHa
3HaxoAMTLCA N03a 3aTBePAKEHUMM
[0NyCTUMUMUW Mexamm cneuudikadiid) - 3miHa
[0NycTUMMX MeX B cneumdikayii 113 3a n.
«KinbKicHe BU3HAYEHHA CUMETUKOHY B
nepepaxyHKy Ha nonigMMeTuncunokcan». 4ns
KifIbKICHOrO BU3HAYEHHSA CUMETUKOHY B
nepepaxyHky Ha nofiAMMeTUICUIOKCaH
3anponoHoBaHo gonyctumi mexi Big [(90,5% x
300,0 mr/kancyny)-7,5%)] go [(99,0% x 300,0
Mmr/kancyny)+7,5%] 3amicTb 3aTBepIpKEHNX
gonyctummx mex Big, [(90,5% x 300,0
mr/kancyny)-5%] go [(99,0% x 300,0
Mr/kancyny)+5%)], BpaxoBytoUn BHYTPILLHI
kepena BapiabenbHOCTI, NOB'A3aHi 3 LM
mMarepiasioM, 30KpeMa:-BapiabesnbHICTb Yepes
XiMiYHY NpUpoay CUMETUKOHY, KU He €
YNCTOI XIMIYHOIO PEYOBMHOI, a CKNafaeTbcs
3 90,5-99,0 % nonignmeTuncuiokcaHy (Tobto
OUMETUKOHY 3i CTyneHem nosnimepusadii Big 20
[0 400) Ta 4-7% KpeMHito giokeuay;-
BapiabenbHICTb Yepes aHaniTU4HNI MeToq,
crnekTpodpoTomeTpii B |4 obnacTi Ta BignNoBiAHi
[AaHi Banigaduii;-sapiabenbHicTb yepes
HarMoBHEHHSA Kancyn M'akux (CUMETUKOH
CTaHOBUTb 83% BMICTY Kancys). BeegeHHs
3MiH NpoTArom 6-Tn Micsuis nicns
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aTBEPAKEHHSA
277. | METUNETUN KpucTaniyHmi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/19796/01/01
nPnanHoOnN NMOpPOLLIOK 06MexeHo obmexeHo 3MiHn | TURY - 3MiHK 3 aKocTi. API.
Yy (cy6eTaHuis) y BiANOBIAa/TbHI BiAMOBIAA/TbHICTIO CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
FIAPOXNOPU | miwkax CTH0 "PAPMXIM" BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
A nonieTnIeHoBmX "OAPMXIM" 36epiraHHa A®I (3a BigCyTHOCTI Y
ans 3aTBEPAXEHOMY [0CbE cepTudikaTa
hapMaLeBTUYHOIO BiANoBiAHOCTI EBponeiickkili hapmakonei, Lo
3aCcTOCyBaHHA BK/IHOYAE Mepiof, NOBTOPHOrO BUNPOGYBaHHS)
(nepiof NoBTOpPHOro BUNpobyBaHHA/Nepios
36epiraHHs) - 36inblUeHHA abo BBeAEHHS
nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3yNnbTaTiB AOC/iHKEHb
y peasibHOMy 4aci - 36i/1bLUEHHS TEPMIHY
nepekoHTposno A®l, y 38'A3Ky 3 NpoBeAeHUMA
OOCMiIKEHHAMY 3 CTaBiNbHOCTI Y panbHOMY
yaci. [itoya pegaxuis:
MKA
VII. TEPMIH NEPEKOHTPO/IO
18 micsiuis.
MponoHoBaHa pefakuis:
MKSA
VII. TEPMIH MEPEKOHTPO/IO
24 wmicsui.
278. | METOTAB Tabnetku no 2,5 mr Mepak HimeuuunH Brpo6HuK, Lo HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/11318/01/01
no 10 TabneTtok y lesenbliadt a Bignosigae 3a 3MiHu | TMNYy - 3MiHK Woao peyenmom
6nictepi, no 3 abo dotop KNiHiwe MapKyBaHHS 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
no 10 6nicTepis 3 Lneuianbnpe NepBUHHOI 3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
IOMIHIEBOT hO/bIN napate M6X yNaKkoBKW, BTOPUHHE 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
i MBX/MBAX-nniBku nakyBaHHs, Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
B mauui KOHTPO/b/BUNPOOYB perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
aHHsA cepii Ta 3a nikapcbKoro 3acoby, abo gocnigkeHs 3
BMNYCK cepil: 6e3neKkmn 3aCToCyBaHHA NiKapCbKoro 3acoby B

Megak Nesenbluadt
dotop KNiHiwe
LLneuianbnpenapar
e M6X, HimeuunHa;
Bupo6HMK, L0
Bignosigae 3a
BVPOGHMLTBO
roToBOI [,030BaHOI
chopmMK, NepBUHHE
Ta BTOPUHHE
naxkyBaHHs,
MapKyBaHHS
nepBUHHOI
ynakoBkM,
KOHTPO/b/BMNPOGYB

nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (HWWi 3MiHK)
3MiHM BHECEHO [0 IHCTPYKLUIT ANS MeANYHOro
3aCcTOCYyBaHHS MikapCcbKoro 3acoby A0 po3giny
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar” BignoBigHO 40 OHOB/EHOT
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
[ito4oi peyoBrHN. Takox Ao po3giny "MobiuHi
peaxuii" BHeceHo iHopmaito woao
B&X/IMBOCTI 3BITYBaHHS Npo Mo6iYHi peakw;i.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAauiB
nicnsa 3aTBepKEeHHS.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
aHHs cepii: Ekcenna
'M6X eHp Ko. KT,
HimeuunHa
279. | METOTAB Tabnetku no 7,5 mr Mepnak HimeuuunH Brpo6HWK, Lo HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/11318/01/02
no 10 TabneTtok y lesenbladt a Bignosigae 3a 3MiHu | TMnYy - 3MiHK Woao peyenmom
6nictepi, no 1 a6o 3 dorop KNiHiwe MapKyBaHHS 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
6nictepu 3 Lneujanbnpe nepBUHHOT 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
/IOMIHIEBOT hOsbrn napate M6X yrNaKoBKW, BTOPUHHE 3aco0y, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
i MBX/MBAX-nniBku nakyBaHHs, MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
B nauu,j KOHTPO/b/BMNPOGYB perynisipHO OHOBJ/TOBAHOTO 3BIiTYy 3 6e3nekn
aHH#A cepii Ta 3a nikapcbKoro 3acoby, abo gocnigkeHs 3
BMNYCK Cepil: 6e3nekmn 3aCTocyBaHHA NiKapcbkoro 3acoby B
Mepak esenbwadT nicnspeecTpauiiinii nepiog, abo sk
dotop KNiHiwe pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
LWneuianbnpenapar NpoBeAEHMX BigMNoBIAHO A0 NaHy
e M6X, HimeuunHa; negiatpuyHux gocnigkenb (PIP) (iHwwi 3miHKn)
Bupo6HMK, L0 3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
Bignosigae 3a 3aCTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
BVPOGHMLTBO "3acTocyBaHHA y nepiog, BaritTHocTi abo
roToBOI 4,030BaHOI rofyBaHHs rpyaaro” BignoBigHO 40 OHOB/EHOT
chopmMu, NepBUHHE iHchbopmaw,ii Wwoao 6e3nekn 3acTocyBaHHsA
Ta BTOpVHHE [ito4oi peyoBrHN. Takox Ao po3giny "MobiuHi
nakyBaHHs, peaxuii” BHeceHo iHdopmavito Wwoao
MapKyBaHHsA B&X/IMBOCTI 3BITyBaHHS NPo MoGiYHi peakw;i.
nepBUHHOT TepmiH BBeAieHHS 3MiH - NPOTArom 6 Micauis
yNaKkoBKM, nicnsa 3aTBepKeHHS.
KOHTPO/b/BMNPOGYB
aHHs cepii: Ekcenna
'v6X eHp Ko. KT,
HimeuunHa
280. | METOTAB Tabnetku no 10 mr Mepak HimeuuunH Brpo6HuK, Lo HimeyunHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/11318/01/03
no 10 TabneTtok y lesenbliadt a Bignosigae 3a 3MiHu | TMNYy - 3MiHK Woao peuyenmom
6nictepi, no 1 a6o 3 dorop KNiHiwe MapKyBaHHS 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
6nictepu 3 Lneuianbnpe NepBUHHOI 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
IOMIHIEBOT hO/bIN napate M6X yNaKkoBKW, BTOPUHHE 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
i MBX/MBAX-nniBku nakyBaHHs, MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
B mauui KOHTPO/b/BUNPOOYB perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
aHHsA cepii Ta 3a nikapcbKoro 3acoby, abo gocnigkeHs 3
BMNYCK Cepil: 6e3nekmn 3aCToCyBaHHA NiKapCbKoro 3acoby B

Megak Nesenbluadt
dotop KNiHiwe
LLneuianbnpenapar
e M6X, HimeuunHa;
Bupo6HMK, L0
Bignosigae 3a
BVPOGHMLTBO
roToBOI [,030BaHOI
chopmMK, NEPBUHHE

nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnigpxkerb (PIP) (iHWWi 3MiHK)
3MiHM BHECEHO [0 IHCTPYKLUIT ANS MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3giny
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar” BignoBigHO 40 OHOB/EHOT
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHs
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ta BTOPVHHE [ito4oi peyoBrHN. Takox Ao po3giny "MobiuHi
nakyBaHHs, peaxuii” BHeceHo iHopmavito Wwoao
MapKyBaHHsA B&X/IMBOCTI 3BITYBaHHS NPO NobiYHi peakw;i.
nepBUHHOT TepmiH BBeAlEHHS 3MiH - NPOTArom 6 micauis
yNaKkoBKM, nicnsa 3aTBepKeHHS.
KOHTPO/Nb/BUNPOGYB
aHHs cepii: Ekcenna
'M6X eHp Ko. KT,
HimeuunHa
281. | METOTAB Tabnetku no 2,5 mr Mepnak HimeuunH Brpo6HuK, Lo HimeuyunHa BHeceHHs 3MiH [0 peecTpauiliHix maTtepianis: 3a UA/11318/01/01
no 10 TabneTtok y lesenbladt a Bignosigae 3a TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
6nictepi; no 3 abo drop KNiHiwe MapKyBaHHS 23.07.2015 Ne 460) BunpaBneHO TEXHIYHY
no 10 6nicTepis 3 Lneujansnpe nepBUHHOT NOMW/IKY B NanepoBiil BepCii TEKCTY
/TIOMIHIEBOT hO/bIN napate M6X yNakoBKW, BTOPUHHE MapKyBaHHSA BTOPUHHOT yNakoBkM y M. 9.
i MBX/MBAX-nniBku nakyBaHHs, "YMOoBU 36epiraHHsa" ans fo3yBaHHs 2,5 Mr:
B nauu,j KOHTPO/b/BMNPOGYB 3ATBEP)KEHO:
aHH#A cepii Ta 3a 36epirati npu TemnepaTypi He BuLe 25°C y
BUWMYCK Cepii: HeAoCTyNHOMY NS AiTei Micui.
Mepak esenbwadT 3AMPOMNOHOBAHO: 36epiratu npu
dotop KNiHiwe Temnepartypi He BuLle 25°C. 36epirati B
LWneujansnpenapat OpuriHanbHii ynakosL,i ANs 3axXucTy Big i
e M6X, HimeuunHa; CBiT/Na, 36epiraTv y HeAOCTyMHOMY AN AiTei
Bupo6HMK, L0 Micui. MpoeKT MapKyBaHHA ynakoBKn
BignoBsigae 3a Bignosigae Bumoram [logatka 22 Mopsaky
BUPOOHNLTBO NpOoBefieHHA ekxcnepTu3n maTepianis Ha
roToBOI [4,030BaHOI nikapcbki 3aco6u, Lo noaalnTbes Ha
hopmMK, NepBUHHE [epxaBHy peecTpauiio (nepepeecTpadiis), a
Ta BTOPVHHE TaKoX eKCrnepTn3n MaTepiasliB NPO BHECEHHS
nakyBaHHs, 3MiH 10 peecTpauiliHix maTtepianis NpoTArom
MapKyBaHHsA Aii peecTpaviiiHOro nNocBig4eHHs,
nepBUHHOT 3aTBEpAXeHOoro Hakazam MO3 Ykpainu Big
ynakoBKWU, 26.08.2005 Ne 426 (y pepakuii Hakasy MO3
KOHTPO/b/BMNPOGYB Ykpainu Big 23 nunHa 2015 Ne 460 3i
aHHA cepii: Exkcenna 3MiHamu). 3a3HaueHe BUMpaBieHHs
'v6X eHp Ko. KT, BiANOBigae MaTepianam peecTpadiiHoro
HimeuunHa [OCbE.
282. | METPOHIOA3 | Ttabnetku no 250 mr TOBAPUCTB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a He UA/6100/01/01
on- no 10 TabneTtok y 03 BMPOGHULTBA, 3MiHu | TMnYy - 3MiHK Woao peuyenmom | nidssieae
340POB'A 6nictepi; no 2 OBMEXEHO KOHTPOb AKOCTI, 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
6nictepu y 10) BUNYCK Cepil: 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
KapTOHHI KopobLyj; BIANOBIAAN ToBapucTBO 3 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns
no 20 TabneTok y bHICTIO obmexeHo Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
6nictepi, no 1 «KOPMNOPAUJ BiANOBifa/IbHICTIO perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
6nictepy y A "®apmaueBTUYHA nikapcbKoro 3acoby, abo gocnigxeHb 3
KapTOHHI/ KopoobLi «310POB’A» KoMnaHis 6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
"3popoB's”, YkpaiHa nicnspeecTpauiiinii nepiog, abo sk
BCi cTagii pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,

BMPO6HMLITBA,

npoBefeHnX BigNoBiAHO A0 NaaHy
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOHTPO/b SKOCTI, nepiatpnyHux gocnimpkeHs (PIP) (3miHy
BUMYCK cepii: Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
ToBapucTeo 3 opraHom)
06MEXEHOI0 3MiHN BHECEHO B IHCTPYKL,iO A1 MEANYHOIO
BiAgNoBigaIbHICTIO 3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"®APMEKC IPymn", "Oco6nnBocTi 3acTocyBaHHA", "Mo6iIYHi
YkpaiHa peakuii" BiANOBIAHO 4O OHOBMEHOI iHhopMmaL,i
o0 6e3neku 3acToCyBaHHS Aito4oi
peyoBuHM 3rigHO 3 pekomeHpaauieto PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepAKeHHsA. CynyTHSA 3MiHa - SMiHU Woa0
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peecTpauiliHoro noceigyeHHs,
BK/ItOYaKuM MNnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHsA TEKCTY, AKNIA NOTOAKEHNI 3
KOMNEeTeHTHUM opraHom) 3asBHUKOM HaAaHo
OHOB/IEHUIA MNaH ynpasniHHSA pu3nkamu
Bepcis 2.1
3MiHM BHECeHO [0 YacTuH: | «3arasibHa
iHbopMauis», V «3axoan 3 MiHimizauji
pv3ukiB», VI «Pe3iome nnaHy ynpaBaiHHSA
pusnkammn», VII «logatkn» y 3B'A3Ky 3
OHOBJ/IEHHAIM PYTUHUX 3aX04iB 3 MiHiMi3auil
PV3VKIB Ha NiACTaBi OHOBMEHHS iHhopmaLii 3
6e3nekn B NPOEKTi IHCTPYKLT ANna Mean4Horo
3aCTOCyBaHHA BHACNiLOK pekomeHaauii PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS HE PEKOMEHAYETHCS.
283. | MET®OPMIH | Tabnetku, BKpUTI CaHnpo3 CnoBeHis BMPOBHMLTBO 3a Monba/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/9477/01/03
CAHAO03® NNiBKOBOIO dapmachboTika NOBHMM LK/TOM: CnoBeHis [ofaBaHHst HOBOI cuu aji peyenmom | nionsizae
060/10HKO10, Mo 1000 n3 a.a. Nek C.A., MepiognyHICTb NOAAHHS PErynsipHo
Mmr no 10 TabneTok y Monbwa; OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIgHO A0
6nictepi; no 3 abo 6, nakyBaHHs, BUMYCK Mopsaaky 3aiicHeHHs chapmakoHarnagy,
ab6o 9, abo 12, abo cepit: 3aTBepXeHoro Hakasom MiHictepcTea
18 6nicTepiB y Nek C.A., NonbLya; OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
KapTOHHI kopo6uyj; TecTyBaHHs N- 2006 poky Ne 898, 3apeecTpoBaHoro B
no 12 tabneTtok y HiTpo3sogumeTtwnn- MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
6nictepi, no 5, abo amiHy (NDMA): poky 3a Ne 73/13340 (y pefakuii Hakasy
10 6nicTepiB y Nek MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Big,
KapTOHHI Kopobuyj; dapmaLeBTUYHa 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
no 20 TabneTok y KOMnaHis g.4., 3rifHO 3i CTpOKaMK, 3a3HaYeHMN Y
6nictepi, no 6 CnoBeHis nepioguYHOCTI MoAaHHS perynsipHuX 3BiTIB 3
6nictepiB y 6e3nekn
KapTOHHI/ KopoobLi
284. | MET®OPMIH TabneTku, BKpUTI CaHpo3 CnoseHis Nek C.A., Nonbwa Monbwa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/9477/01/01
CAHAO3® NNiBKOBOO dapmacbioTika (BUPOGHMLTBO 3a CnoseHis 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA peyenmom
060/10HKOt0, N0 500 n3 a.4a. NMOBHUM LMK/IOM, nikapcbkuii 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHK
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
mr; no 10 TabneTtok nakyBaHHS, BUNYCK y npoueci BUPOGHMLITBA FOTOBOTO /1iKapPCbKOro
y 6nicTepi; no 3 abo cepii); ek 3aco6y, BK/IHYAKUU NPOMDKHUIA NPOAYKT, L0
12 6nicTepiB y PapmaLeBTnyHa 3aCTOCOBYETLCA MNPV BUPOOHULITBI rOTOBOrO
KapTOHHI/ Kopoo6Li KOMMaHis 4.4., nikapcbKoro 3acoby (He3HayHa 3MiHa y
CnoseHis npoueci BUPOBHULTBA) HE3HAYHI 3MiHN Y
(koHTponb/BUNPOOYB npoueci BupobHuurtea 13, a came
aHHs cepii) BMNPOBaKeHHS HOBOrO 06/1afHaHHS ANs
HaHeCeHHs NNiBKOBOI 060/0HKN Ta A0AABaHHSA
MOX/IMBOCTi NPUrOTYBaHHA Ccycnensii ans
MN/1IBKOBOrO MOKPUTTS B KiNIbKOCTI Bif, OfHI€T 1O
[1BOX NapTili B 0IHOMY peakTopi
285. | MET®OPMIH TabneTkn, BKPUTI CaHpo3s CnoseHis Nek C.A., Nonba Monba/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/9477/01/02
CAHAO03® N1iBKOBOIO dapmachboTika (BMpPOGHMLTBO 3a CnoBeHis 3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom
060/10HKO10, M0 850 n3 a.a. NOBHUM LMK/IOM; nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
Mmr no 10 TabneTok y nakyBaHHs!, BUMYCK y npoLeci BUPO6HMLTBA FOTOBOIO /iKapCbKOro
6nictepi; no 3 abo cepii); Nek 3aco6y, BK/IH0YAKUM NPOMDKHUIA NPOAYKT, L0
12 6nictepiB y dapmaLeBTUYHa 3aCTOCOBYETLCA NPY BUPOOHULTBI TOTOBOIO
KapTOHHI kopo6Lyj; KOMnaHis g.4., nikapcbKoro 3acoby (He3HayHa 3MiHa y
no 12 tabnetok y CnoBeHis npovueci BUPO6HULITBA) HE3HAYHI 3MiHW Y
6nictepi; no 10 (koHTpONbL/BUNPOGYB npoueci BupobHuutea N3, a came
6nictepis y aHHs cepii) BMNPOBaKEHHS HOBOro 061agHaHHa ans
KapTOHHIA KOopoo6Li HaHeCeHHS M/1iBKOBOI 060/10HKN Ta A0AaBaHHS
MOX/IMBOCTI NPUrOTYBaHHSA CycneHsii ans
N1iIBKOBOro NOKPUTTSA B KiNIbKOCTI Bif, OfHI€ET O
[OBOX NapTii B 0AHOMY peakTopi
286. | MET®OPMIH | Tabnetku, BKpUTI CaHpo3 CnoseHis Nex C.A., Monbla Monbua/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/9477/01/02
CAHAO3® NAiBKOBOIO dapmachbloTika (BMPOGHMLTBO 3a CnoBeHis 3MiHu | TURY - 3MiHK WoAao peyenmom | nionsi2ae
060n10HKot0, No 850 n3 a.a. NMOBHUM LK/IOM; 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.

Mr, no 10 TabneTok
y 6nicTepi; no 3 abo
12 6nicTepiB y
KapTOHHI kopobuyj,
no 12 tabneTtok y
6nictepi; no 10
6nictepiB y
KapTOHHI/ KopoobLi

nakyBaHHs, BUMYCK
cepii); ek
dapmaLeBThYHa
KoMnaHia g.4.,
CnoBeHis
(koHTponb/BNNPOGYB
aHHsA cepii)

3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 41s
MeAMYHOro 3acTOCyBaHHA
reHepuyHuX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1 BHECEHHSA TiET camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHs XOLHUX HOBUX AOAATKOBMX
LaHnx) 3MiHWM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu: "®apmakoTepanesTuyHa rpyna. Kog
ATX" (yTouHeHHs iHdopmaLii 6e3 3miHn kogy
ATX), "®apmakosnoriyHi BnactuBocTi"
BigNoBIAHO A0 iHdhopMaLil L0 MeaNYHOro
3acToCcyBaHHS pethepeHTHOro NikapcbKoro
3acoby (MMIOKODAXK, TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOI) BBEAEHHSA 3MiH
MPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariagy
(iHwWi 3MiHW) 3aTBEpAXEHHS cninbHOI
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
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yBaHHS*
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peecmpayiliHo2o

nocsBi0OYeHHs

287.

IHCTPYKUT 4719 MeANYHOro 3acTOoCyBaHHSA
nikapcbkoro 3acoby MET®OPMIH CAHAO3
(500 mr Ta 850 Mmr) y 3B'A3KY 3 foAaBaHHAM
cunu gji 1000 mr BBeaeHHS 3MiH NpoTarom 6-
TN MiCALB NicNa 3aTBEPAXEHHSA. 3MiHW | TNy -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakyji" Wo40 BAXINBOCTI
3BiTyBaHHS Npo NobivHi peakuii BBeAeHHA 3MiH
NpOTArom 6-T1 MiCALIB NiCA 3aTBEPIKEHHS.

288.

MET®OPMIH
CAHAO3®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 500
mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
12 6nicTepiB y
KapTOHHIA Kopoo6Li

CaHpo3s
dapmacbioTika

n3 Aa.4a.

CnoBeHisi

Nek C.A., Nonbwa
(BUPOBHMLTBO 3a
NOBHUM LMK/IOM;

nakyBaHHS, BUNYCK

cepii); ek
PapmaLeBTnyHa
KOMnaHis g.4.,
CnoseHis
(koHTponb/BNNPOOYB
aHHs cepii)

Monba/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHs XOAHNX HOBUX A0AATKOBMX
LaHnx) 3MiHWM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby
y po3ginu: "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (yTO4HEHHS iHdhopMaLii 6e3 3MiHV Koay
ATX), "®apmakonoriuHi BNacTneocTi"
BiANOBIAHO A0 iHdhOpMaLi WoA0 MeauyYHOro
3acToCyBaHHA pedhepeHTHOro Nikapcbkoro
3acoby (FMMKOKODAX, TabneTkmn, BKpUTI
nniBKOBOK 060/10HKO) BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepPAKEHHSA
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3mMiHW) 3aTBEepKEHHS CNiSIbHOT
IHCTPYKL|i 415 MeAUYHOr0 3aCTOCyBaHHS
nikapcbkoro 3acoby MET®OPMIH CAHAO3
(500 mr Ta 850 Mmr) y 3B'A3KYy 3 OAaBaHHAM
cunu gji 1000 mr BeeaeHHSA 3MiH NpoTarom 6-
TN MiCALB NicNs 3aTBEpPAKEHHS. 3MiHuM | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
"Mo6iuHi peakyji" WoA0 BAXNNBOCTI
3BiTyBaHHS Npo No6iyHi peakuii BBegeHHs 3MiH
NPOTArom 6-Tv MicALIB NiC/1A 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/9477/01/01

MINAPOHAT

PO34MH ANS iH'EKLIN,

AT "IpiHgekc"

NatBisa

BCi cTagii

CnoBavunHa

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

3a

He

UA/3419/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
® 100 mr/mnno 5 mn B BVMPOGHMYOTO / 3MmiHu | TURYy - 3MiHK Wopao peyenmom | nionsizae
amnyni; no 5 amnyn npouecy, Kpim Nartsis 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
Y KOHTYpHilA BUNYCKY cepil: (iHLLi 3MiHW)
YapyHKOBIl ynakoBLi XBM dapma c.p.o., 3a 6axaHHAM KOMNaHii NPUAHATO pilleHHS
(nipooHi); no 2 a6o 4 CnoBayuunHa; BUTYYNTUN 3 TEKCTY MapKyBaHHs NepBUHHOT Ta
KOHTYPHIi YapyHKOBI BMPOGHUK, SIKWiA BTOPUHHOI iHChopMaLito 3a3HayYeHy pocCilicbKoto
ynakoBku (NiagoHn) BignoBsigae 3a MOBOI. BHeCeHHS 3MiH B po3gin
B nauuj 3 KapToHy BUNYCK cepil, «MapkyBaHHs» MKA J13: 3atBepaxeHo: Tekct
BK/IOYAKOUN MapK1pOBKW NEPBUYHON 11 BTOPUYHOI
KOHTpONb cepii/ YNakoBKM /IEKaPCTBEHHOMO CpeAcTBa
BUNPOBYBaHHS: 3anponoHoBaHo: MapkyBaHHs. 3rigHO
AT "IpiHgekc", 3aTBEPKEHOIo TEKCTY MapKyBaHHS.
Narsisa OHOB/IEHHS TEKCTY MapKyBaHHSI NepBUHHOT Ta
BTOPWHHOT YNakoBKM MiKapCbKoro 3acoby, a
came BUNy4YeHHs iHdhopmalii, 3a3HayeHol
pOCilicbKOI0 MOBO. BBeAEHHS 3MiH MPOTSArom
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
YTOUYHEHHS 3a3Ha4Y€HHS KOHLeHTpaLii y
[o3yBaHHi 13 3 BignNoBiAHMMYN 3MiHaMK B
po3gin «Cknag» MKA N13, a came:
3aTBep4KeHO: BMICT fiilo40i peyoBuHM 6yB
3a3HayeHunii y rpamax Ha OAMHULII0 [03yBaHHS
5 mn po3unny (1 amnyna) — 0,5 r/5 mn.
3anponoHoBaHo: BMICT [il040i peYOBUHN
BKa3aHO B MI Ha 0A4uHULI0 06'emy 1 mn - 100
Mr/mA. MNpy UbOMY BMICT aKTUBHOI
hapMaueBTUYHOT Cyb6CTaHLji Ha O4NHULIO
[,031 He 3MIHIOETLCS. 3MiHN BHECEHI Y po34in
"Cknag" B iHCTPYKLjO 4518 MeANYHOro
3aCTOCYBaHHA Ta K HACNiAOK - y TEKCT
MapKyBaHHS! yNakoBKU NiKapcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
289. | MIPAMEKC® TabneTtkn BepiHrep HimeuumnH BupobHuyTBo, HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/3432/02/02
na NPOJIOHroBaHoI fji IHrenbxainm a nepBuHHe Ta 3miHu |l TUny - 3MiHn Wwopao peyenmom | nionsizae
no 0,75 wmr, no 10 IHTepHeLwHN BTOPWUHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Tabnetok y 6nictepi, 6X nakyBaHHs, 3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
no 3 6nictepu B MapKyBaHHS1, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
KapTOHHiA KOpooLi KOHTPO/b SIKOCTI, Me[UYHOro 3aCTOCyBaHHS Y 3B’'AA3KY i3 HOBUMU
BK/THOYAOUN JaHVMU 3 SKOCTi, OKMIHIYHUMU, KAIHIYHUMUN
[OCNiKEHHS [aHUMK Ta faHvmu 3 hapmakoHarnsagy -
cTabinbHOCTI Ta 3MiHM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
BMNYCK Cepil: 3aCTOCyBaHHSA NiKapCbKoro 3acoby A0 po3ginis
Bepinrep "@apmakoTepanesTuyHa rpyna. Kog ATX"
IHrenbxaiim ®apma (yTouHeHHs onucy thapMakoTepaneBTUYHOT
v6X i Ko. KT, rpynu 6e3 hakTnuHoi 3MiHn kogy ATX),
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
HimeuunHa; "®apmakonoriyHi BacTuBocTi"
Bupo6bHuuTBO, ("PapmakogmHamika” Ta "®apmakokiHeTuka"),
KOHTPONb AKOCTI, "MokasaHHA" (pegaryBaHHs TEKCTY),
BK/IOHaKYU "MNpoTrnokasaHHA", "B3aemMogis 3 iHWNMK
LOCNiMKEHHSA nikapcbknMu 3acobamu Ta iHWi BUAn
cTabinbHOCTI Ta B3aeMogjin", "OcobnmnBOCTi 3aCTOCyBaHHS",
BMNYCK cepii "3acTocyBaHHs y nepiog BaritTHocTi abo
roToBOro roflyBaHHs rpygar”, "34artHicTb BNMBaTH Ha
nikapcbKoro 3acoby: LWIBMAKICTb peakLii Npy KepyBaHHi
PoTtTengopd dapma aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu',
MM6X, HimeyunHa,; "Cnoci6 3acTocyBaHHA Ta 031" (pefaryBaHHs
MepBuHHE Ta TekcTy), "Mepepo3ysaHHs”, "MobiuHi peakwyii”
BTOPUHHE Ta "YnakoBka". BBefieHHs1 3MiH NpOTArom 6-Tn
nakyBaHHs, MicAILiB Micnsa 3aTBepPKEHHS.
MapKyBaHHS:
PoTtTengopd dapma
'mM6X, HimeuunHa
290. | MIPAMEKC® TabneTtkn BepiHrep HimeuumnH BupobHuyTBo, HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a He UA/3432/02/01
na NPOJIOHroBaHoI fji IHrenbxainm a nepBuHHe Ta 3miHu |l TUny - 3MiHn Wwopao peyenmom | nionsizae
no 0,375 wr, no 10 IHTepHeLwHN BTOPWUHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Tabnetok y 6nictepi, 6X nakyBaHHs, 3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
no 3 6nictepu B MapKyBaHHs1, 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
KapTOHHiA KOpooLi KOHTPO/b SIKOCTI, Me[UYHOro 3aCTOCyBaHHS Y 3B’'AA3KY i3 HOBUMU
BK/THOYAOUN JaHVMU 3 SKOCTi, OKMIHIYHUMU, KAIHIYHUMUN
[OCNifKEHHS [aHUMK Ta faHvmu 3 hapmakoHarnsagy -
cTabinbHOCTI Ta 3MiHM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
BMNYCK Cepil: 3aCTOCyBaHHSA NiKapCbKoro 3acoby A0 po3ainis
Bepinrep "@apmakoTepanesTuyHa rpyna. Kog ATX"
IHrenbxaiim ®apma (yTouHeHHs onucy thapMakoTepaneBTUYHOT
v6X i Ko. KT, rpynu 6e3 hakTnuHoi 3MiHn kogy ATX),
HimeuunHa; "®apmakonoriyHi BnacTuBocTi"
Bupo6bHuuTBO, ("PapmakogmHamika” Ta "®apmakokiHeTuka"),
KOHTPOb AKOCTI, "MokasaHHA" (pegaryBaHHs TEKCTY),
BK/IOHaKUU "MpoTrnokasaHHsA", "B3aemMogis 3 iHLWNMK
LOCNiMKEHHS nikapcbknMuy 3acobamu Ta iHWi BUaAn
cTabinbHOCTI Ta B3aemogiin", "OcobmBoCTi 3aCTOCYyBaHHS",
BUNyCK cepii "3acTocyBaHHs y nepiog, BaritTHocTi abo
roToBOro roflyBaHHs rpyaar”, "34artHicTb BN/MBaTH Ha
nikapcbKoro 3acoby: LWIBMAKICTb peakLii Npy KepyBaHHi
PoTtTengopd dapma aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
Mm6X, HimeuunHa,; "Cnoci6 3acTocyBaHHA Ta fo3n" (pefaryBaHHs
MepBuHHE Ta TekcTy), "Mepepo3ysaHHs”, "MobiuHi peakwyii”
BTOPUHHE Ta "YnakoBka". BBefieHHSI 3MiH NpOTArom 6-Tn
nakyBaHHs, MicAILiB Micnsa 3aTBepKEHHS.
MapKyBaHHS:
PoTtTengopd Papma
'M6X, HimeuynHa
291. | MIPAMNEKC® TabneTkn BepiHrep HimeyumnH BupobHnuTBO, HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/3432/02/03
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
na NPOJIOHroBaHoI fji IHrenbxainm a nepBuHHE Ta 3miHu |l TUny - 3MiHn Wwopao peyenmom | nionsizae
no 1,5 mr no 10 IHTepHeLwHN BTOPWHHE 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
Tabnetok y 6nictepi, M6X nakyBaHHs, 3MiHM y KOPOTKili XapakTepuCTuL Nikapcbkoro
no 3 6nictepu B MapKyBaHHS, 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4n1s
KapTOHHiA KOpooLi KOHTPO/b SIKOCTI, Me[UYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU
BKJ/THOYAOUN [aHVMU 3 SKOCTI, JOKMIHIYHUMW, KAIHIYHUMUN
[OCNiKEHHS AaHUMK Ta faHvmu 3 hapmakoHarnsagy -
cTabinbHoOCTI Ta 3MiHM BHECEHO B iIHCTPYKLiO A1 MegU4HOro
BMNYCK cepil: 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao po3ainis
Bepinrep "papmakoTepanesTuyHa rpyna. Kog ATX"
IHrenbxaiim ®apma (yTouHeHHs onucy thapmakoTepaneBTUYHOT
v6X i Ko. KT, rpynu 6e3 hakTuuHoi 3MiHn Kogy ATX),
HimeuunHa; "®apmakonoriyHi B1acTuBocTi"
Bupo6bHuuTBO, ("PapmakogmHamika” Ta "®apmakokiHeTuka"),
KOHTPONb AKOCTI, "MokasaHHA" (pegaryBaHHs TEKCTY),
BK/IOHaKYU "MNpoTrnokasaHHsA", "B3aemMogis 3 iHWnMK
LOCNiMKEHHSA nikapcbknMu 3acob6amu Ta iHWi BUAn
cTabiNbHOCTI Ta B3aeMogjin", "OcobnnBOCTi 3aCTOCyBaHHS",
BMNYCK cepii "3acTocyBaHHs y nepiog BaritTHocTi abo
roToBOro roflyBaHHs rpygar”, "34artHicTb BN/MBaTH Ha
nikapcbKoro 3acoby: LWIBMAKICTb peakLii Npy KepyBaHHi
PoTtTengopd dapma aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamu',
m6X, HimeyunHa,; "Cnoci6 3acTocyBaHHA Ta 031" (pefaryBaHHs
MepBuHHE Ta TekcTy), "Mepepo3ysaHHs", "MobiyuHi peakwyii”
BTOPUHHE Ta "YnakoBka". BBefileHHs1 3MiH NpOTArom 6-Tn
nakyBaHHs, MiCAILiB Micnsa 3aTBepPKEHHS.
MapKyBaHHS:
PoTtTengopd dapma
'mM6X, HimeuunHa
292. | MOKCUDJIOK | Tabnetku, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/19633/01/01
CALUVH NNiBKOBOIO "APTEPIYM "Knismegnpenapar” 3MmiHu | TURY - 3MiHK Woao peyenmom
060/10HKO10, M0 400 nTar 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

Mr no 5 TabneTok B
6nictepi; no 1
6nicTepy B naywi

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3araJsibHeHMX JaHux npo cuctemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXKeHOI
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cucTemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigasibHOI 3a hapMakoHarnsg.
[itoya pepakuis: bartanosa Pumma IropisHa.
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293.

MOKCOTEHC

TabneTku, BKPUTI

TOB

MponoHoBaHa pepakuisi: Metposa KOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIA&/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3Hax0AKeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy. 3miHa micus 34iiicHeHHs
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay

nocsBi0OYeHHs

294.

MOKCOTEHC

NNiBKOBOKO
060/10HKOH, Mo 0,4
Mr no 10 TabneTok B
6nictepi, no 2
6nictepu B nayui

“APTEPIYM
nTa”

YKpaiHa

NAT
"Knismegnpenapar"

YKpaiHa

3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemn hapMakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsg.
[Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pegakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI fiSi/IbHOCTI 3 chapmakoHarnsgy

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3a
peyenmom

UA/19027/01/02

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKOH0, M0 0,2
Mr no 10 TabneTok B
6nictepi, no 2
6nictepu B navui

TOB
"APTEPIYM
nTa

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHuxX Npo cuctemy
hapmakoHarniagy, 3miHa yrnoBHoOBaXKeHoT
0co6W, BiANOBIAa/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHVKa 415 34jiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa BiJ, yNOBHOBa)KeHOI 0co6W,
BiANOBigaIbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (BKIYaoUun KOHTaKTHI AaHi)

Ta/ab0 3MiHM Yy po3MiLLEHHI MacTep-thaina

3a
peyenmom

UA/19027/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
hapmakoHarnsgy. 3miHa mMicus 34jiACHEeHHS
OCHOBHOI AifsiNIbHOCTI 3 hapmakoHarnsay
295. | MOHKACTA® | TabneTtkv xyBasbHi KPKA, a.4., CnoBeHis BMPOGHMLTBO "in Cnosenis/ BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis: 3a He UA/13943/01/02
no5mr;no7 HoBo MecTo bulk", nepBuHHe Ta Monbwa 3MmiHu | TURY - 3MiHK Woao peyenmom | nionsizae
Tabnetok y 6nictepi, BTOPWUHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
no 2 a6o no 4, abo nakyBaHHs, 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
no 8 6nictepiB y KOHTPO/b cepii Ta 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
KapTOHHIA KOpooLi BUNYCK cepil: MeAMYHOro 3acToCyBaHHA Ha niacTasi
KPKA, a.4., HoBo perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
MecTo, CroBeHis; nikapcbKoro 3acoby, abo focC/imKeHb 3
KPKA Monbwa Cn. 3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
0.0., MNonbLa; nicnsapeecTpauiiinii nepiog, abo sk
BMPO6GHMLTBO “in pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
bulk", nepsuHHe Ta npoBeAeHNX BignoBIAHO A0 niaHy
BTOPWHHE negiarpuynunx gocnigkennb (PIP) (iHwwi 3miHKn)
nakyBaHHs: 3MiHU BHECEHI A0 IHCTPYKLiT 4715 MeguyHOro
KPKA, a.4., HoBo 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
mecTo, CnoBeHis; "Oco6/1MBOCTi 3acTOCyBaHHA" BiANOBIAHO A0
KOHTpO/b cepii: OHOBJ/IEHOT iHdhopMaLii 3 6e3neku ailyol
KPKA, a.4., HoBo pevoBUHU. BBeEHHS 3MiH NPOTAroM 6-Tu
mecTo, CnoBeHis MicsLiB MiCNs 3aTBEPAKEHHS
296. | MOHKACTA® | Tabnetku XxyBasbHi KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a He UA/13943/01/01
no 4 mr; no 7 HoBo mecTo bulk", nepsuHHe Ta Monbwa 3MiHu | TMNYy - 3MiHK Woao peyenmom | nidssieae

TabneTtok y 6nictepi,
no 2 a6o no 4, a6o
no 8 6nictepis y
KapTOHHI/ KopoobLi

BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMYCK Cepii:
KPKA, a.4., HoeBo
mecTo, CnoBeHis;
KPKA Monbwa Cn. 3
0.0., MonbLa;
BMPOBGHULTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
naKyBaHHs:
KPKA, a.4., HoBo
MecTo, CnoBeHis;
KOHTPO/b cepil:
KPKA, a.4., HoBo

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnigpxkerb (PIP) (iHWWi 3MiHK)
3MiHM BHECEHI [0 iIHCTPYKLIi A1 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBiAHO f0
OHOB/EHOT iH(hopmaLii 3 6e3nekn aitoyol
peyoBuHW. BBEAEHHS 3MiH MpPOTSAroM 6-Tu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MecTo, C/ioBeHist MicsILiB Mic/1A 3aTBepAKEHHS!
297. | MOHKACTA® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOBGHULTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13942/01/01
NNiBKOBOIO HoBso mecTo bulk", nepsrHHe Ta MonbLa 3MiHu | TMNy - 3MiHK Woa0 peyenmom nionseae
o6onoHkoto, no 10 BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
MTr; 1o 7 TabneTok y nakyBaHHs, 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
6nictepi; no 2, abo KOHTPO/b cepii Ta 3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
no 4, abo no 8 BMNycK cepii: KPKA, MeJMYHOro 3aCTOCYBaHHS Ha niacTasi
6nicTepiB y kOpobLi 4.4., HoBo mecTo, perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
CnoseHis; KPKA nikapcbKoro 3acoby, abo focnifKeHb 3
Monbwa Cn. 3 0.0., 6e3nekn 3acToCcyBaHHA /liKapCbKoro 3acoby B
MonbLua; nepBuHHE nicnsipeecTpadiiHuii nepiog, abo sk
Ta BTOPUHHE pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
nakysaHHs: KPKA, npoBefeHNX BigNOBIAHO A0 NnaHy
4.4., HoBo mecTo, negiatpuyHux gocnimxkers (PIP) (iHLWi 3MiHK) -
CnOBEHiIS; KOHTPO/Tb 3MiHW BHECEHI A0 IHCTPYKLIT 418 MegnyHoro
cepii: KPKA, a.4., 3acToCcyBaHHS NikapcbKoro 3acoby y po3gin
HoBo mecTo, "Oco611MBOCTi 3aCTOCYBaHHA" BIAMNOBIAHO A0
CnoBeHis OHOB/IEHOT iHdhopMaLii 3 6e3neku aiyoi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-TK
MicsILiB Micns 3aTBepAKEHHS.
298. | MOHTENYKA | Tabnetku XyBasibHi TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12439/01/01
CT-TEBA no 4 wmr; no 7 Ykpaina» OnepeiiwH3 MNonaHg, 3MiHu | TUNYy - 3MiHKn 3 akocTi. CepTudikaT peyernmom

Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIA Kopoo6Li

BignosigHOCTI/TE-cepTucpikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
0151 [OMNOMDKHOT peqoBUHM (cepTudiikat
BiAnNoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHnin cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [MogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2017-
131 - Rev 02 (3atBepmxkeHo: RO-CEP 2017-
131 - Rev 01) (process Il - CYTA) gnsa Adl
MOHTENyKacTy HaTpilo Bif BXe 3aTBEPKEHOr0
BMpo6HMKa Teva Pharmaceutical Industries
Ltd., Israel.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocCTI/IE-cepTudpikar BignosigHoCTI
€Bponeiicbkilt hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBNEHOTO
cepTudikaTa BiANOBIAHOCTI ab0 BUYyUYEHHS
cepTudpikaTa BiAnNoBiAHOCTI EBpONeiiChKiit
dhapmakonei: ans A®l; ans suxigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
BunyuyeHHs1 cepTudikaTis (3a HassBHOCTI
My/IbTUMNIETHOTO cepTuddikata Ha martepian)
BunyueHHsi cepTudpikata BignoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2011-
131 - Rev 01 (process | — CYTAM) gns AdI
MOHTE/TyKacTy HaTpito BUpo6Huka Teva
Pharmaceutical Industries Ltd., Israel. 3miHu |
MRy - 3MiHu 3 akocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs AD| abo
BUXiAHOrO MaTepiany/npoMixxHoro
NpPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS)
BHeCeHHs1 He3HaYHVX 3MiH Y 3aTBEpPAKEHii
MeTOAML BUSHAYEHHS rPpaHy/IOMEeTPUYHOIo
cknafy Aitovoi PeHoBUHK, a came 3MiHU Y
nyHkTi 1.5.4. "Start of the Measurement"
3arBepaxeHo: "If the residual is greater than
1.5%, repeat the experiment"”,
3anponoHosaHo: "If the residual is greater than
2%, repeat the experiment”. Takox ko
MeToAy, HaBeAeHUi y cneumndpikavii giroyor
peyoBuHKM, Byno 3MiHEHO BiANOBIAHO A0
NMOTOYHOI cUCTeMM AOKyMeHTauii. Kog meTtoay,
3acToCOBaHUii BUPOGHMKOM Ait040i PeHOBUHM
IN-6174-PHY, Tenep y nepeniky (NpUAHATWA y
nabopatopii KOHTPOJIO AKOCTi FOTOBOI
npoAaykuii nig kogom: MPC013681).

299.

MOHTE/NYKA
CT-TEBA

TabneTkv XyBasbHi
no5wmr; no7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaHg,

MonbLa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - 3miHu 3 axkocTi. CepTudikaT
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€sponevicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; gna BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHNLTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWin cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [ModaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2017-

3a
peyermom

UA/12439/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

131 - Rev 02 (3atBepgxeHo: RO-CEP 2017-
131 - Rev 01) (process Il - CYTA) gnsa Ad®l
MOHTENYKacTy HaTpIlo Bif BXe 3aTBEPKEHOrO
BMpOGHMKa Teva Pharmaceutical Industries
Ltd., Israel.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiiChKiit
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYKTY,
IO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ANa 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI €Bponelickbkili hapmakonei) -
BunyyeHHs cepTudikaTiB (3a HasiBHOCTI
My/IbTUMNIETHOTO cepTuddikara Ha martepian)
BunyueHHsi cepTudpikata BifgnoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2011-
131 - Rev 01 (process | — CYTAM) gns Ad|
MOHTE/TyKacTy HaTpilo BUpo6Huka Teva
Pharmaceutical Industries Ltd., Israel. 3miHu |
MRy - 3MiHu 3 akocTi. A®I. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs AD| abo
BUXiQHOrO MaTepiany/npoMixxHoro
NpPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEPMAXEHNX METOAaX BUNPOOYBaHHS)
BHeCeHHs1 He3HaYHVX 3MiH Y 3aTBEpPAKEHIi
MeTOAML BUSHAYEHHS rPpaHy/IOMEeTPUYHOIo
cknafy Aitovoi PeHoBUHK, a came 3MiHU Y
nyHkTi 1.5.4. "Start of the Measurement"
3arBepaxeHo: "If the residual is greater than
1.5%, repeat the experiment"”,
3anponoHosaHo: "If the residual is greater than
2%, repeat the experiment”. Takox ko
MeToay, HaBeaeHUi y cneumdikaii giroyor
peyoBuHKM, Byno 3MiHEHO BiANOBIAHO A0
NMOTOYHOI cUCTeMM AOKyMeHTauii. Kog meTtoay,
3acToCOBaHUii BUPOGHMKOM Ait040i PeHOBUHM
IN-6174-PHY, Tenep y nepeniky (NpUAHATWA y
nabopatopii KOHTPOSIO SAKOCTi FOTOBOI
npoAaykuii nig kogom: MPC013681).

300.

MOHTE/NYKA
CT-TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10

Mr 10 7 TabNeToK y

TOB «TeBa
YkpaiHa»

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaHg,

MonbLa

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro

3a
peyermom

He
nionsieae

UA/12439/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepi, no 4
6nictepu B
KapTOHHilA KOpo6Li

3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLji 4n1s
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negiatpuyHnx gocnigpkens (PIP) (iHLwi 3miHKn)
3MiHM BHECEHO B IHCTPYKL,iO 415 MEANYHOIO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Oco611BOCTI 3acTocyBaHHS" BigNOBIAHO 40
iHchopmawii 3 6e3nekn 3acToCyBaHHS Aitoyol
PEYOBUHY NiKapCbKOro 3acoby. BBeeHHs 3MiH
NpOTArom 6-T1 MiCALIB NiCA 3aTBEPIKEHHS.

301.

MOHTE/NYKA
CT-TEBA

TabneTku XxyBasbHi
no 4 mrno7
TabneTtok y bnictepi;
no 4 6nictepu B
KapTOHHIA KOpooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

MonbLa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnigkenb (PIP) (iHwwi 3miHKW)
3MiHM BHECEHO B IHCTPYKL,it0 4151 MEANYHOIO
3aCTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBiAHO f0
iHbopmalii 3 6e3nekun 3acTocyBaHHA AitoUol
peyoBMHM NiKapcbKoro 3acoby. BeeageHHs 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1s 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/12439/01/01

302.

MOHTE/TYKA
CT-TEBA

TabneTkn XyBasibHi
no5mrno7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI/ KopoobLi

TOB «TeBa
Ykpaina»

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaHg,

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili xapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpuyHux gocnigpxkeHb (PIP) (iHwi 3MiHK)
3MiH1 BHECEHO B |HCTPYKLiO 4718 MEANYHOrO

3a
peyenmom

He
nionsieae

UA/12439/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

303.

3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Oco611BOCTi 3acTOCyBaHHA" BiANOBIAHO A0
iHchopmawii 3 6e3nekn 3acTocyBaHHA fitoyol

pevoBMHM NiKapcbkoro 3acoby. BeeageHHs 3MiH
NPOTArom 6-Tv MicALIB NiC/1A 3aTBEPAXKEHHS.

nocsBi0OYeHHs

304.

MOP®IHY
raPOX/IOPU
a

MOTOPUKYM

PO34MH ONS iH KU,
20 mr/mn; no 1 mn
abo 5 mn B amnyni;
no 5 amnyny
6nictepi; no 1 a6o 2
6nictepu y Kopobui 3
KapToHy

Tabnetkn no 10 mr

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«300POB’'A»

Ykpaina

ToBapucTso 3
06MeXeHOH
BiANoBigasIbHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NpPOTArom 6-Tu MiCALIB MiCN1A 3aTBEPIXKEHHS;
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnx
npo cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcOo6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANoBigaNbHOI 3a thapmakoHarnsag, [irova
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepfakuisn: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX

YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmMakoHarnsag 3miHa
HOMepa MacTep-thaiina cmctemm
chapmakoHarnsgy

3a
peyermom

UA/5174/01/02

no 10 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHI/ KopoobLi

Mepokemi
nTa

Kinp

Mepokemi NTA
(3aBog AZ), Kinp;
Mepokemi 1T/,
(LeHTpanbHuii
3aBog), Kinp

Kinp

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCyBaHHA
reHepuyHuX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1 BHECEHHSA TiET camol
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOLHUX HOBUX AOAATKOBMX
LaHnx) 3MiHWM BHECEHO A0 IHCTPYKLT A5
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu "®apmakonoriyHi BnactusocTi”,

"MNpoTrnokasaHHs", "B3aemogis 3 iHWnMK

6e3
peuyenma

nionsieae

UA/8733/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

305.

nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BaritTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTu Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepeno3yBaHHsA", "Mo6iYHI peakyjii” 3rigHo 3
iHhopMmaLi€eto WoA0 MegUYHOro 3aCToCcyBaHHs
pedhepeHTHOro /likapcbkoro 3acoby
(MoTuniym®, TabneTkun, BKpUTI M/1iBKOBOKO
060/10HKOI0, N0 10 Mr). BBEAEHHA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW) 3MiHM BHECEHO [0 IHCTPYKLi A1
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gin "Mo6iuHi peakwii" LWOAO BaXINBOCTI
3BiTyBaHHS Npo MoGiYHI peakw;i.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

HA30
KPAMNMI
MAIOK

Kpanni Haza/bHi,
po3yuH, 0,1 mr/mn,
no 8 mn 'y chnakoHi,
YKynopeHomy
KpULLIKOHO-
KpanesnbHuLeto 3i
CK/ISIHOO NiNETKOH;
no 1 cpnakony y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YKpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
"®GapmavueBTnyHa

KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NPOTArom 6-TW MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cucTemu hapmakoHarnagy) -
3MiHa yNOBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAaNbHOI 3a hapmakoHarnsg. [iroya
pepakuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHosa OnexHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,

BignoBiga/IbHOI 3a hapMakoHarnsa.

6e3
peuyenma

UA/15808/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3MiHa HoMepa macTep-ghaiina cuctemm
dhapmakoHarnsgy.
306. | HAKOM® Tabnetkn, no 250 CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/9134/01/01
mr/25 mr no 10 dapmacboTika dapmaveBTUyHa 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
Tabnetok y 6nictepi, n3 a.a. KoMnaHisa g.4. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
no 10 6nictepiB y 3MiHa y KOpOTKiil XxapakTepucTuLi Nnikapcbkoro
KapTOHHIA Kopoo6Li 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) 3MiHN BHECEeHi A0 IHCTpYKUiT Ansa
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ain "Mo6ivHi peakuii” BifnoBigHO f0
OHOBJEHOT iH(hopmaLii 3 6e3neku aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MicsILiB Micna 3aTBepAKEHHSs!
307. | HANBY®IH PO3YUH OJ151 iH'EKLLNA, TOB «Amina YkpaiHa Crepun-[xeH Naiic IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20292/01/01
10 mr/mn; no 1 mn B Xenc Kea» CaiieHcms (M) Nitg, 3miHa 3aaBHuka /13 (MIBIM) (BnacHuka peyenmom
amnyni, no 5 amnyn peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
Y KOHTYpHil MO3 Big 23.07.2015 Ne 460): TepmiH
ynakosui, no 1 BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
KOHTYPHIli ynakoBLi 3aTBEPAKEHHSA
Y KapTOHHIli kopobui
308. | HANNIBY®IH- PO34MH ANS iH'EKLN, TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13460/01/01
3H 10 mr/mn; no 1 mn 03 06MexXeHo 3miHa 3asBHuka /13 (MIBI) (BnacHuka peyenmom
abono2mnB OBMEXEHO BiAANOBIAA/TbHICTIO peecTpaLiiHoro nNocBiAYeHHs) (3rifHO Hakasy
amnyni; no 5 amnyn 10) "XapkiBcbke MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
y 6nicTepi, no 1 abo BIANOBIAAN hapmaueBTuyHe NPOTArom 6-Tu MiCALIB NiC/1A 3aTBEPIKEHHS.
2 6nictepuy bHICTIO nignpueMCTBO 3MiHu | TURY - 3MiHN WoAao
KOpo6L,i 3 KApTOHY «KOPTOPALLI "3[0poB's Hapoay" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunX
«300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHs

y3ara/lbHeHUxX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiMiHHA Bif, YNMOBHOBaXKEHOI 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLEHHI MacTep-thainna
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)
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cuctemn chapmakoHarnsgy) -
3MiHa ynoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuisi: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MNaHosa OnexHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
HomMepa macTep-thaiina cuctemu
dhapmakoHarnsgy.

309.

HATPIIO
XnoPup,

PO34UH O151 iH'EKLLIA
9 Mr/mn; no 2 mn
abo no 10 mn B
amnyni
nonieTUNEeHoBI; No
10 amnyn y nauui 3
KapToHy; Mo 5 mn B
amnyni
nonieTUIEHOBIN; No
10 a6o no 50 amnyn
y nayui 3 KapToHY

TOB
"OAPMACEN"

YKpaiHa

TOB "®APMACEN"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOTO J1iKapCbKOro
3aco6y (3MiHa KinbKoCTi 0AnHULb (Hanprknag,
Tabnetok, amnys TOLLO) B ynakoBLi:) - 3miHa
nosa fjianasoHoM 3aTBEPAKEHNX PO3MIpiB
YNaKkoBKM - BBEA,EHHSA A0AATKOBOrO NakyBaHHsS
no 5 mn y amnynax nonietuneHosux Ne 50 ansa
rocniTa/lbHYX 3akynisesnb, 3 BiANOBIAHUMY
3MiHamMK 8o p. «YnakoBka» MKA /13. 3MiHn
BHECEHO B po3/i/1 "YnakoBka" B IHCTPYKLtO
[ON5 MeNYHOro 3acToCyBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEEHHAM [40AaTKOBMX
yNaKoBOK, SIK HACNIAOK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHS JOAATKOBUX YNakoOBOK
nikapcbKoro 3aco6y. 3MiHM BHECEHO B pO34inu
1."HasBa nikapcbkoro 3acoby, A03yBaHHS,
nikapcbka chopma”, 6.5. "Tun Ta BMIiCT
NEepPBUHHOI YNakKoBKN" B KOPOTKY
XapaKTepucTUKy MikapCbKoro 3acoby.
BBefeHHs1 3mMiH NpoTArom 6-Tm MicAuiB 3 gatu
3aTBEpMKEHHS. 3MiHu Il Tuny - 3MiHK 3 AKOCTI.
FoTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3MiHa
PO3Mipy YNakoBKW roTOBOrO /iKapCbKoro
3acoby (3miHa Macu/06'eMy BMICTY
KOHTeliHepa 6aratof,030BOro CTEpPUIbHOrO
nikapcbkoro 3acoby (abo 0gHOA030BOrO,
4acTKOBOrO BUKOPUCTaHHA) Ta
6araTto030BOr0 liKapCbKOro 3acoby
6i0/10rYHOr0/iIMyHOTOrYHOrO MOXOMKEHHS ANA
napeHTepasibHOro 3acToCyBaHHS) A0faBaHHS
HOBOro 06'eMy MakyBaHHs, a came no 10 mn B
amnynax nonietTuneHosux no 10 amnyn y
naJui, 6e3 3MiHW NepBUHHOIO NakyBasIbHOTO
MaTepiany (BUKOPUCTOBYKOTHLCA aMnynun

3a
peyenmom

He
nionsieae

UA/20236/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
noNieTUNIEHOBI, ki BUTOTOBNAIOTLCA 3
nonieTuneHy BUCOKOrO TUCKY i HU3bKOT IyCTUHU
6e3nocepenHLo Npy BUPO6HULTBI /13 i3
3acTocyBaHHAM TexHonorii BFS).
3arBepgKeHo: no 2 mn 1a no 5 mn B amnynax
nosieTuIeHoBUX. 3MiHN BHECEHO B pO34in
"YnakoBka" B iHCTPYKL,it0 4719 MEANYHOTO
3aCTOCYBaHHS /iKapcbKoro 3acoby y 3B'A3Ky 3
BBEEHHAM [0aTKOBUX YNakoBOK, 5K
HacnifioK - 3aTBEPAKEHHA TEKCTY MapKyBaHHSA
[0AaTKOBMX YNakoBOK NiKapcbkoro 3acoby.
3MiHu BHeceHo B po3ginu 1."Hasea
nikapcbKoro 3acoby, f03yBaHHS, ikapcbka
copma”, 6.5. "Tun Ta BMICT NEPBUHHOT
yMnaKoBKUN" B KOPOTKY XapakTepucTuky
nikapcbKoro 3acooy.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB 3 Aatu
3aTBEPAKEHHSA
310. | HATPIO pO34uH A8 iHQy3il, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/13841/01/01
xnoeug- 9 mr/mn no 100 mn "papmaueBTu "®apmMaueBTUYHa 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
AAPHMNLUA abo no 200 mn, abo YyHa hipma dipma "apHuua” BignosigHocTi/lE-cepTudikar BignosigHocTi
no 250 mn, a6o no "NapHuus" €Bponelicbkiii hapmakonei/MmoHorpadii.
400 mn, a6o no 500 MogaHHA HOBOro abo OHOBMEHOTO
My chriakoHax; no cepTtudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
100 mn y chnakoHi; cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
no 40 donakoHiB y thapmakonei: gns A®l; ans BUXiAHOrO
Kopo6ui; no 200 mn marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
abo no 250 mn, abo LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
no 400 mn, a6o no 0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
500 mny dpnakoHi; BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
no 20 chnakoHiB y OHoBEeHWIA cepTUdikar Bif yxe
Kopobui 3aTBEPKEHOr0 BUPOBHYMKA - MOAAHHSA
OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2008-
105 - Rev 02 (3atBepaxeHo: R1-CEP 2008-
105 - Rev 01) gnsa A®| HaTpito xnopuay Big,
3aTBepmkeHoro BupobHuka Dansk Salt A/S,
Denmark. fIk Hacnifok 3mMiHa HaliMeHyBaHHS
BfacHvKa cepTudikaty Ha Mariager Salt
Specialties A/S, Denmark. Be3 3MiHK
BUPOBHUYOT AiNbHULL.
311. | HATPIO PO3YUH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/7493/01/01
xnoeug- 9 mr/mn; no 5 mn B "hapmaueBTu "GapmMaueBTNYHa 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
OAPHMLUA amnyni; no 5 amnyn yHa chipma thipma "OapHuus" BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI
Y KOHTYpHili "AapHuus” €Bponelicbkii hapmakonei/MmoHorpadii.
yapyHKOBIM MogaHHA HOBOro abo OHOB/IEHOTO

ynakoBLi; no 2
KOHTYPHIi YapyHKOBI

cepTugikaTa Bi4NOBIAHOCTI 260 BUNYYEHHS
cepTuduikaTa BignoBigHOCTi €Bponeiichbkiii
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
yMakoBKM B MauLi; no thapmakonei: gna Ad®l; gns BuxigHoro
10 mn B amnyni; no mMatepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
5 amnyn y KOHTYPHiiA LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI ADI;
YapyHKOBI AN 0ONOMDKHOI peyoBurHY (cepTuddikat
ynakosLi; no 2 BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
KOHTYPHI YapyHKOBI OHOBNEHWiA cepTUdikar Big, yxe
yNakoBKM B naui 3aTBEPAKEHOr0 BUPOGHUKA - [MogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2008-
105 - Rev 02 (3atBepmxeHo: R1-CEP 2008-
105 - Rev 01) gnsa A®| HaTpito x1opuay Bif,
3aTBepAXeHoro BupobHrka Dansk Salt A/S,
Denmark. fk Hacnigok 3miHa HaliMeHyBaHHS
BNacHuKa ceptudikaty Ha Mariager Salt
Specialties A/S, Denmark. be3 3MiHu
BMPOBHNYOT AiNbHNLL.
312. | HATPIO pO34uH ANs iHgy3il B. BpayH HimeuuunH B. BpayH Megikan IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9611/01/01
xnoenay 0,9 %; no 100 mny Menb3yHreH a CA, IcnaHis; HimeuunHa 3Minu | TURY - 3MiHn Woao peyenmom
PO34MH chnakoHi; no 20 Al Brpo6HMLTBO, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
I3B0OTOHIYHN onakoHiB y nepBuHHa Ta (iHWi 3mMiHM) 3MiHWM BHECEHI B TEKCT
110,9% B. KapTOHHI kopo6Lyj; BTOPVHHA ynakoBskKa, MapKyBaHHs NEPBUHHOT Ta BTOPUHHOI
BPAYH no 250 mn, a6o no BMMYyCK cepii: B. yMakoBKU NikapcbKoro 3acoby y po3gain
500 mn, a6o no BpayH Menb3yHreH «|HLUE». BBeAeHHS 3MiH NpOTAroM 6-Tn
1000 mn'y donakoHi; A, HimeyunHa; MicsLiB MiCNsA 3aTBEPAYKEHHS
no 10 chnakoHiB y KoHTponb cepii: B.
KapTOHHIA KOpooLi BpayH Menb3yHreH
Al', HimevyunHa
313. | HATYBIOTUH | TabneTtku no 5 Mr no AnbneH HimeuuunH [Op. M'yctaB KnsinH HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 6e3 UA/15961/01/01
30 Tabnetok y dapma Mv6X a 'm6X & Ko. KI 3miHa 3anBHuka /13 (MIBIM) (BnacHuka peuyenma
6nicTepi; no 1 abo peecTpaLinHOro NocBiAYEHHS)(3rigHO Hakasy
no 2 6nictepu y MO3 Big 23.07.2015 Ne 460)
KapTOHHI KOopoo6Li
314. | HATYBIOTUH | Ta6netkn no 10 mr AnbneH HimeuumnH Op. T'yctaB KnsaiH HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/15961/01/02
no 30 TabneTok y dapma M'v6X a v6X & Ko. KI 3MiHa 3asBHuKa J13 (MIBI) (BnacHuKa peyenma
6nictepi; no 1 a6o peecTpaLiiHoro NocBigYeHHs)(3rigHO Hakasy
no 2 6nictepn y MO3 Big 23.07.2015 Ne 460):
KapPTOHHI KOpoOLyi
315. | HEBAHAK® Kpanni oyHi, HosapTic Lseliuapi AnkoH-KyBpbop Benbris BHECEHHSA 3MiH 10 peecTpaLiiiHuX maTepianis: 3a UA/13522/01/01
cycnensis, 1 mr/mn, dapma Al a 3Mminu | TURY - 3MiHK Wopao peyenmom

no 5 mny chnakoHi-
KpanesnbHuui; no 1
chnakoHy B KOpOOLi
3 KapTOHY

6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa yacToT Ta/abo TepMiHiB NogaHHsA
perynsipHO OHOB/IHOBaHMX 3BITIB 3 6e3neku
nikapcbKux 3aco6iB - 3MiHM Y 4acToTi Ta faTax
NoAaHHA PerysisipHO OHOBJIIOBAHOIO 3BITY 3
6e3neku.
[itoua pegakuisa: Yactota nofaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn 3 poku. -
KiHueBa gaTta Ans BKIYEHHs fgaHux 4o PO36
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

- 30.05.2019 p.- Aara nogaHHs - 28.08.2019 p.
- MponoHoBaHa pefakuis: Yactota nogaHHS
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn 5
pokiB. - KiHueBa fata 4719 BK/THYEHHS AaHWX
0o PO3b - 30.05.2027 p. - laTa nofgaHHs -

28.08.2027 p. - PekomeHa0BaHO A0
3aTBEPKEHHS BiANOBIAHO [0 NepioANYHOCTI
NoJaHHsA perynsipHo OHOBJ/THOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.

316.

HEBAHAK®

Kpanni ouHi,
cycneHsis, 3 mMr/mn,
no 3 mn 'y cnakoHi-
KpanenbHuuj; no 1
donakoHy B KOPO6L
3 KapTOHY

HoBapTic
dapma Al

LLiBefiuapi
l

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3miHa yacToT Ta/abo TepMiHiB nogaHHs
perynsipHoO OHOBJ/IOBaHMX 3BITiB 3 6e3neku
nNiKapcbkunx 3acobis - 3MiHM Y yacToTi Ta gartax
nofaHHA perynsapHoO OHOBJ/IIOBAHOIO 3BIiTY 3
6e3neku.

[itoya pepakuis: YactoTa nogaHHsa perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn 3 poku. -
KiHueBa faTta Ansa BKIOYEHHS faHux Ao PO3b
- 30.05.2019 p.- lata nogaHHs - 28.08.2019 p.
- MponoHoBaHa pefakuis: Yactota nogaHHs
perynsipHoO OHOB/IOBAHOrO 3BiTY 3 6e3nekn 5
pokiB. - KiHueBa fata A/1a BK/IHYEHHS AaHuX
0o PO3b - 30.05.2027 p. - ata nofaHHs -
28.08.2027 p. - PekomeHa0BaHO [0
3aTBEPKEHHS BiANOBIAHO [0 NepioANYHOCTI
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyenmom

UA/13522/01/02

317.

HIFICEM

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, N0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepu y nayui

AT
"KNIBCBbKN
BITAMIHHWA

3ABOJ"

YkpaiHa

AT "KI/I'I'BCbKI{II/I
BITAMIHHUN
3ABO4"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMiHax NpuAaTHOCTI abo yMoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36iNbLUeHHS
TepMiHy NpuAaTHOCTI FOTOBOro NikapcbKoro
3acoby) - 1519 TOpProsoi ynakoBku
(niaTBEPOKYETLCA AAHUMU PEasTbHOTO Yacy)
36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPUMAaHHAM NO3UTUBHUX AaHVX 040
LOCTiHKEHHS cTabiflbHOCTi y peasibHOMY Yaci.
[itova pegakuist: TepMiH NpuaaTHOCTI. 2 POKU.
MponoHoBaHa pegakuis: TepMiH NpMAATHOCTI.
3 poku. 3MiHVM BHECEHO B iHCTPYKL,i10 AN
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gin "TepmiH npugaTHocTi". BBegeHHs
3MiH NPOTArom 6-TM MicALiB nicns
3aTBEPKEHHS.

3a
peyerimom

UA/17567/01/01

318.

HIFICEM

TabneTkn, BKPUTI

AT

YKpaiHa

AT "KNIBCbKWW

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis:

3a

UA/17567/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NiBKOBOIO "KUIBCbKI BITAMIHHAW 3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
060/10HKO10, Mo 10 BITAMIHHUIA 3ABO4" nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
mr; no 10 TabneTok 3ABOL" TepMiHax npugartHocTi abo ymoBax 36epiraHHs
y 6nicTepi; no 3 rOTOBOrO JliKapCcbkoro 3acoby (36iNblUeHHS
6nicTepu y nayui TepMiHy NpuAAaTHOCTI FOTOBOro NikapcbKoro
3acoby) - 1519 TOprosoi ynakoBkn
(nigTBEPOKYETLCA AaHUMK peasibHOro Yacy)
36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPMMAHHSIM NO3UTUBHMX AaHUX OO0
LOCTiHKEHHs cTabiNibHOCTI y peasibHOMY Yaci.
[itova pegakuist: TepMiH NpuAATHOCTI. 2 POKU.
MponoHoBaHa pegakuis: TepMiH NpUAATHOCTI.
3 poku. 3MiHU BHECEHO B iIHCTPYKL,it0 ANA
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gin "TepmiH npugaTHocTi". BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
319. | HI®PYPOKCAS | cycneHsist opasibHa, BAT "lepeoH YropuwmHa lepeoH PixTep PymyHis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/9060/02/01
na PIXTEP 220 wmr/5 mn no 90 PixTep" PymyHia A.T., Monbwa 3MmiHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
My dpriakoHi; no 1 PymyHis nikapcbkuii 3aci6. KOHTpob roToBoro
oNakoHy 3 JTOXKKOH- (BMPOGHMLTBO niKkapcbKoro 3acoby. 3miHa napameTpis
[03aTopoM Y Hepo3acoBaHOro cneumdikauin Ta/abo fonycTumMmnx Mex

KapTOHHIA ynakoBLi

NPOAYKTY, NEPBUHHA

ynakoBka, BTOPUHHA

ynakoBKa, KOHTPO/1b

fAKocTi); TOB

"l'epeoH PixTep

Monbwa”, Monbwa
(KOHTPOJ/Ib IKOCTI,
[03BiN Ha BUNYyCK

cepii)

rOTOBOrO JIiKAPCbKOro 3acoby (BU/TyYeHHs
He3HayHOro nokasHuka (Hanpvknag,
3aCTapifioro NokasHvka, Takoro sk 3anax Ta
cMak, abo igeHTudikauis 6apBHUKIB UK
CMaKoBUX 106aBOK)) - BHECEHHS 3MiHW B
cneupndoikauito N3 3a nokasHrkom «Onuc», a
came BUAasIeHHs iHhopmadii npo 3anax
6aHaHa, o6 YHUKHYTN OpraHoNenTU4Horo
TecTyBaHHSA Nif 4ac PyTUHHOIO KOHTPOSIO
NPOAYKTY.
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneungikauiii Ta/abo 4ONyCTUMUX MeX
rOTOBOrO JlikapcbKoro 3acoby (40NOBHEHHS
cneuuqikaLii HOBUM MNOKa3HUKOM 3
BiANOBIAHWM MEeTOA0M BUNPOOYBaHHS)
[ofaBaHHsA TecTy «laeHTudikauis
KOHCepBaHTy (MeTun 4-riipokcmbeH30ar)».
Llelh TecT 6yno BBeAEHO Ha ocHoBi BuMor ICH
EMEA/CHMP/QWP/396951/2006.
laeHTUiKaLis BUKOHYETbCA MeTog0oM BEPX
Ha OCHOBI MOPIBHAHHS Yacy yTPUMyBaHHS Ha
XpomaTorpamax cTaHAapTHOro Ta
[0CNiMHKyBaHOT0 po34nHy B yMOBax
KifIbKICHOr0 BU3Ha4YeHHS1 KOHCEpBaHTY. 3MiHu |




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbkuii
3aci6. KOHTposib roTOBOro NiKapcbKoro 3acoby.
3MiHa y meTofax BUNpo6yBaHHSA roTOBOrO
nikapcbKoro 3acoby (OHOBMEHHS npoLeaypuy
BUNPOOYBaHHA AN NPUBEAEHHSA Y
BiANOBIAHICTb 3i 3MIHEHOI 3ara/lbHOIO CTaTTeln
[dY abo Esponelicbkoi hapmakonei) — 3MmiHa
B cneuudikauii Ta meTodi koHTponto 13 3a
nokasHukoMm «OHOPIAHICTb [OCTaBEHUX
[103» BiANOBIAHO 1O BUMOTI OHOB/IEHOI
MoHorpadii Ph.Eur 2.9.27, a came B onuci
MEeTOAY 3a3HayaloTbCs BUMIpIOBaHHA 06’eMmiB
3aMiCTb Mac
320. | HOBAIPA TabneTtku, BKPUTI "FOHiK IHais HOHiK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/8707/01/02
€BPO NNiBKOBOIO PapmacboThK PapmacboTUKan 3MiHu | TMNYy - 3MiHK Woa0 peyenmom nionseae
o6onoHkoto, no 50 an NabopaTtopis 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
mr, no 1 Tabnetui, Na6opatopis" (BioAineHHs dipmu BunyueHHs (cuna i) BunyYeHHs 403yBaHHs
BKPUTWX M/1IBKOBOKO (BigaineHHs "[x. B. Kemikans 25 mr
060/10HKOI0, Y chipmu "Ox. B. eHf 3aTBepmkeHo: TabneTku, BKpUTI NNIBKOBOO
6nictepi; no 1 Kemikans eHp, $apmacbloThKans 060/10HKOI0, M0 25 Mr a6o no 50 mr, a6o 100
6nictepy y dapmacblTHK Nt mr
KapTOHHIA KOopoo6Li an3 /ita.") 3anponoHoBaHo: TabneTkW, BKPUTI M/1IBKOBOD

abo no 4 Tabnetku,
BKPUTMX M/1IBKOBOKO
060/10HKOI0, Y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

06010HKOt0, Mo 50 Mr a6o 100 mr
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"Cknag", "Mikapcbka opma”, "Cnocid
3acTocyBaHHA Ta fo3n", "Ynakoska"
(BnyveHHs1 fo3yBaHHA 25 Mr). BBegeHHsA 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepAKEHHSA
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 41s
MeAMYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA TiEl camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHS XOAHUX HOBUX AOAATKOBMX
LaHnx) 3MiHM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby
y po34inn "B3aemogis 3 iHWMMU NiKapCbKUmm
3acob6amu Ta iHLWi BUAY B3aEMOLIA",
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHICTb
BMMBATK Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamun',
"[iTn", "Mo6iuHi peakyii" BiANOBIAHO A0
iHhopmaLii o0 MeanyHOro 3acTocyBaHHs
pedyepeHTHOrO Jlikapcbkoro 3acoby (BIAIPA,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TabneTkv, BKpUTI NAIBKOBOIO 0O0/IOHKOID).
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gin "B3aemogis 3 iHLWMMW NiKkapCbKMmn
3acob6amu Ta iHLWi B1UAM B3aEMOZiin" BignoBigHO
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun ajto4ol
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsILiB Mic/1A 3aTBepAKEHHSs!

321.

HOBAIPA
€BPO

TabneTku, BKPUTI
NNiBKOBOIO
060n10HKo0, Mo 100
mr, no 1 Tabnetui,
BKPUTMX M/1IBKOBOKO
060/10HKOI0, Y
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li
abo no 4 Tabnetku,
BKPUTMX M/1IBKOBOIO
060/10HKOI0, Y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

"FOHiK
PapmMacboTHK
an
Na6opatopis"
(BigaineHHs
chipmu "Ox. B.
Kemikans eHp,
PapmMacboTUK
ans3 /itg.")

IHais

FOHiK
PapmacboTUKa
NabopaTopis
(BioaineHHs dipmu
"[x. B. Kemikans
eHf
dPapmacboTuKans3
nTa.")

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BunyueHHs (cuna i) BunyYeHHs 403yBaHHs
25 mr
3arBepmkeHo: TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0, NO 25 Mr abo no 50 mr, a6o 100
mr
3anponoHoBaHo: TabneTkW, BKPUTI M/TIBKOBOID
06010HKOt0, Mo 50 Mr a6o 100 mr
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"Cknag", "Mikapcbka opma”, "Cnocid
3acTocyBaHHA Ta fo3n", "Ynakoska"
(BnyveHHs1 fo3yBaHHA 25 Mr). BBegeHHsA 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepAKEHHS
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 41s
MeAMYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA TiET camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHS XOAHUX HOBUX AOAATKOBMX
LaHnx) 3MiHM BHECEHO A0 IHCTPYKLIi A5

3a
peyenmom

He
nionsieae

UA/8707/01/03
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
y po34inn "B3aemogis 3 iHWUMU NiKapCbKUMm
3acobamMu Ta iHLWi BUAW B3aeMOSiii",
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHICTb
BMMBATY Ha LWUBUAKICTb peakwii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
"[iTn", "Mo6iuHi peakyii" BIANOBIAHO A0
iHhopmaLii WwoA0 MeanyHoOro 3acTocyBaHHs
pedrepeHTHOrO Jlikapcbkoro 3acoby (BIAIPA,
TabneTkv, BKpUTI NAIBKOBOIO 0O0/IOHKOID).
BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHsA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHs /ikapCbKoro 3acoby B
nicnsipeecTpaduiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3gin "B3aemogis 3 iHLWMMW NiKapCbKMu
3acob6amu Ta iHLWi BUAM B3aEMOZiin" BignoBigHO
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun ajto4ol
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS!

322.

HOBOKC®-

500

TabneTku, BKPUTI
NNiBKOBOIO
06010HKO0, Mo 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naich
CaeHcms NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKkoro 3acoby. 3mMiHa y MeToax

BMNpPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METoAax
BMNPOBYBaHHSA) HE3HaYHa 3MiHa y MeTogax

BMNPOOYBaHHA 3a NOKa3HWKOM

«laeHTudikauis. 3aniza okcmgy». 3miHu | Tuny -

3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby. 3miHa

y MeTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MeToAax BUNPoOyBaHHS)

He3HauHi 3MiHM Yy MeTofax BUNpobyBaHHs 3a

nokasHNKom «CynpoBiaHi AOMILLKN», 6e3 3MiH
KpUTEpIto NPUAHATHOCTI

3a
peyenmom

UA/12673/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
323. | HOBOKC®- TabneTku, BKpUTI OPrAHOCWVH OAE EBepTomxeH Navid IHAaisa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: - UA/12674/01/01
500 NNiBKOBOO NAN®CAEHC CaeHcus Jlimitep, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
060/10HKO10, Mo 500 N3 (E® 3ET I) nikapcbkuii 3aci6. KOHTPob roToBOro
mr; in bulk: no 1000 nikapcbkoro 3acoby. 3miHa y meToaax
Tabnetok y BMNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
noAgiliHOMy MakeTi; (He3HauyHa 3MiHa y 3aTBEpAKEHUX MeTohax
no 1 nakety B BUNPOOYBaHHSA) He3HauHa 3MiHa y MeToAax
KapTOHHIA ynakoBLi BUNPOOBYBaHHS 3a NOKA3HUKOM
«laeHTudikauis. 3anisa okcmg». 3miHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBoro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHV Yy MeTofax BUNpobyBaHHA 3a
nokKasHUKoM «CynpoBigHi AOMILLKM», 6€3 3MiH
KpUTEpIt0 NpUAHATHOCTI
324. | HOBOKC®- TabneTkn, BKpUTI OPIAHOCWH OAE EBepTogxeH Navid IHAain BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/12673/01/02
750 NiBKOBOIO NAVOCAEHC CaeHcus NimiTeq, 3MmiHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
060/10HKOI0, M0 750 N3 (E® 3ET I) nikapcbkuii 3aci6. KOHTpob roToBoro
Mmr; no 5 TabneTok y NiKkapcbKoro 3acoby. 3miHa y MeToaax
6nictepi; no 1 BMNPOOYyBaHHSA rOTOBOTO NiKapCbKOro 3acoby
6nictepy B (He3HauyHa 3MiHa y 3aTBepMKEHNX MeToAax
KapTOHHI ynakosL,i BMNPOOYBaHHA) He3HayYHa 3MiHa y meTofax
BMNPOOYBaHHS 3a NOKa3HVKOM
«laeHTudbikauisf. 3aniza okcmg». 3miHu | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHA roTOBOr0
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHW Yy MeToAax BUNPoOyBaHHA 3a
nokKasHukoMm «CynpoBigHi AOMILLKN», 6e3 3MiH
KPUTEPI0 NPUIAHATHOCTI
325. | HOBOKC®- TabneTku, BKpUTI OPTAHOCVH OAE EBepTompKeH flaid IHAiA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/12674/01/02
750 NAiBKOBOIO NAV®CAEHC CaeHcms NimiTeq, 3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA
060/10HKot0, No 750 N3 (E® 3ET 1) nikapcbkuii 3aci6. KoHTponb roToBoro

mr; in bulk: no 1000
Tabnetok y
noABiliHOMY MakeTi;
no 1 nakety B
KapTOHHI ynakosL,i

nikapcbKoro 3acoby. 3mMiHa y MeToaax
BMNpPoOyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOGYBaHHSA) HE3HaYHa 3MiHa y MeTogax
BMNPOOYBaHHA 3a NOKa3HUKOM
«lgeHTudpikauis. 3anisa okcug». 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpAXEHNX MeTogax BUNpobyBaHHs)
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
He3HauHi 3MiHM y MeTofax BUNpobyBaHHs 3a
nokasHNkom «CynpoBiaHi AOMILLKN», 6e3 3MiH
KpUTEPIt0 NPUIAHATHOCTI
326. | HOBOPAMNIA, PO34uH A1 iH ek, A/T Hoeo [aHis BMPOGHMK [aHis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/4863/01/01
® 100 O4/mn, no 3 mn Hopgaick Hepo3dhacoBaHOro dpaHuia/ 3MiHu | TMnYy - 3MiHK Woao peyenmom
®IEKCNEH® | y kapTpuaxi; no 1 NPOAYKTY, Bpaswunis/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
HarnoBHEHHS B Kutalicbka BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta

KapTpUaKy y
6araTtof1030Bili
0fHOpPa30Biii
LnpuY-pyYLi; no 1
a60 5 WwnpuL-pyyoK
Y KapTOHHIi kopobui

MeHpin®, nepBuHHA HapogHa
ynakoBka, KOHTPO/1b Pecny6nika
AKOCTI Ta
BiAnoBiganbHMiA 3a
BWMYCK Cepiii
KiIHLIeBOro NpoAyKTy:
A/T Hoso Hopgick,
[aHist; BUpo6Huk
NpoAyKLii 3a NOBHUM
umknom: Hoso
Hopgaick
MpoatokcboH CAC,
dpaHuis;
MapkyBaHHsA Ta
yNaKkoBKM
®nekclleH®,
BTOPUHHOTO
nakyBaHHs: A/T
Hoso Hopgaick,
[aHist; BUpo6Huk
ANns 36upaHHs,
MapKyBaHHs Ta
yMakoBKM
dnekcleH®,
BTOPWHHOTO
nakyBaHHs: A/T
HoBo Hopgick,
[aHisn; BupobHuk
Hepo3ghacoBaHol
npoayKuii, NnepBuHHa
Ta BTOPWHHA
ynakoska: HoBo
Hopgick MNpoaykao
dapmaceyTika 40
Bpasinb NITga.,
Bpasunis; BUpo6HMK
Hepo3dhacoBaHoro
NPOAYKTY,
HarnoBHEHHSA B
NepPBUHHY YNakKoBKy:
HoBo Hopgick

YMOB BMAaui peectpauiliHoro noceigyeHHs,
BKtoYarouy MnaH ynpasniHHSA pyuankamm (iHLi
3MiHM) - 3a9BHMKOM HaJaHO OHOBJleHWi MNnaH

ynpas/iHHA pu3nkamu Bepcii 5.0. 3MiHK
BHECEHO [0 YaCTuHU | «3aranbHa

iHcbopmauis» Ha nigcTasi NiATBEPAKEHHS

3aTBEPKEHHS 3MiH B KpaiHi
3asBHVKa/BMPOGHMKA Y 3B'A3KY 3
KOHconigauieto iHdpopmauii B MYP gns iHwmx
NpoAYyKTiB iHCYNiH acnapT. Pestome MNYP
Bepcis 5.0 gogaetbes.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(KuTai)
dapmacbioTikans
Ko., iTa., Kutalicbka
HapogHa
Pecny6nika
327. | HOMIIT'PEH TabneTkn, BKpUTI BocHanek g.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/2791/01/01
BOCHAJNEK® | nniBkoBOlO lepuerosu IepuerosuH 3MiHu | TUNY - 3miHu 3 axkocTi. CepTudikaT peyenmom
060/10HKOt0 NO 10 Ha a
TabneTtok y Ty6i, no

1 Ty6i B KAPTOHHIW
Kopobui

BignosigHoCTI/TE-cepTucpikat BignosigHoCTI
€sponevicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; gna BuxigHoro
mMatepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHNLTBI ADI;
Ans gonomikHoi peyvoBuHu (MFE-cepTudikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY
a60 ooNoMiXHOT pevoBuHN) - OHOBNEHUI
cepTudikaT Bif BXe 3aTBEPIXEHOr0
BMPOGHUKA - Y 3B’A3KY 3i 3MiHOO Ha3BY
BnacHuka CEP g0nomiKHOT peyoBrHU
xenaTuHy 3 PB gelatins Ha Tessenderlo Group
N.V. Division PB Leiner Big6ynocb OHOBMEHHS
CEP. 3miHnnace nvwe Hassa BracHuka CEP.
MicuesHaxomkeHHs, agpeca Ta BUPO6HMYa
OiNbHUUSA 3anmwmnncs 6es3 3MiH. Hagaetbcs
OHOBJIEHUIA cepTUQIKaT BiANOBIAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2000-
140-Rev 04 Big, 3aTBEpAXEHOr0 BUPOOHUKA
Tessenderlo Group N.V. Division PB Leiner,
Benbris. 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo EBponeiicbkoi
thapmakonei, abo iHLWOi HaLioHa/IbHOI
thapmakonei aepxasu E€C (3miHa 'y
cneuugikauisx, nos'a3aHa 3i 3amiHamy B dY,
abo €sponeiickkii hapmakonei, abo iHLwil
HaujioHanbHili hapmakonei gepxasu €C)
3MiHa NPOMOHYETLCA 3 METOI NPUBEAEHHS
cneumdikauii Ta MeTOAIB KOHTPOIO Ajto4Oi
peyoBMHN eproTamiHy TapTpary y
BiAMNOBIAHICTb [0 MOHOrpadii €EBponeiicbKol

dapmakonei 10.3. 01/2021:0224, a came




275

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BUA/IEHHA TeCTy Y® cnekTp 3 po3giny
«lpeHTundikayis».
328. | HOPMOBEH TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 6e3 UA/4475/01/01
N1iBKOBOIO "KUIBCbKWM BITAMIHHWIA 3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenma
060/10HKOI0 Mo 10 BITAMIHHUIA 3ABO4" nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy
TabneTtok y bnictepi; 3ABOL4" TepMiHax NpuaaTHOCTI abo ymMmoBax 36epiraHHs
no 3 abo 6 6nictepis rOTOBOrO JliKapcbKoro 3acoby (36iNbLUeHHs
y nauyui; no 12 TepMiHy NpuAAaTHOCTI FOTOBOro NikapcbKoro
TabneTtok y bnictepi; 3acoby) - 1519 TOpProsoi ynakoBkn
no 5 6nictepiB y (nigTBEPOKYETLCA AaHUMK peasibHOro vacy)
nauui 36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPMMAHHSIM NO3UTUBHMX AaHUX LLOA0
LOCTiHKEHHA cTabiNbHOCTI y peasibHOMY Yaci.
[itova pepakuin: TepMiH NpMAATHOCTI. 3 POKW.
MponoHoBaHa pegakuis: TepMiH NpUAATHOCTI.
4 pokun. 3MiHN BHeceHi B po3ain "TepMiH
NPUAATHOCTI" B IHCTPYKLitO ANS MEAUYHOrO
3acTocyBaHHS NikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS.
329. | HYTPUHIN PO34nH Ans BakcTep Ipnangis BakcTtep Xenckea Ipnangis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4981/01/01
na4 31,1% nepuToHeas1bHOro Xenckea C.A. C.A. 3MiHu | TUNYy - 3MiHKn 3 akocTi. CepTudikaT peyenmom
BMICTOM gianisyno2ny BignosigHOCTI/TE-cepTucpikat BignosigHOCTI
AMIHOKUCH nnacTMKoBOMY €Bponelicbkiin hapmakonei/MmoHorpadii.
oT MiLLIKY, MogaHHA HOBOro abo OHOB/IEHOTO
obnagHaHoMy cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
iH'EKLiiHMM MOPTOM | cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
3'efHyBaveM, thapmakonei: gns A®l; ans BUXigHOro
BKNafeHOMy B mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
iHAVBIAyanbHWiA LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
naket; no 5 0151 [OMNOMDKHOT peqoBUHM (cepTudiikat

KOMMNEKTIB Y
KapTOHHI kopo6Lyj;
no2ny
nnacT1KkoBoMy
MiLLKY,
obnagHaHoOMy
iH'EKLiiHMM NOpTOM,
3 iHTerpoBaHvm 3a
[10MOMOrO0 1BOX
marictpaneii i Y-
3'egHyBava
NMOPOXHIM MiLLKOM
ANA ApeHaxy,
BKNafleHNX B
iHAVBIAyanbHWiA
nakert; no 5
KOMM/IEKTIB y

BiAnNoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHnin cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 1999-
136-Rev 08 (3atBepmxeHo: R1-CEP 1999-
136-Rev 07) ana gitouoi pevoBuHy Methionine
Bif y)Xe 3aTBepaKeHoro Bupo6Huka SEKISUI
MEDICAL CO., LTD., Japan. 3minu | Tuny -
3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi
[0 TEKCTY MapKyBaHHA NePBUHHOI Ta
BTOPVHHOI YNakoBKW ikapCbKoro 3acoby B N.
8. «AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA», n. 13.
«HOMEP CEPIi IKAPCbKOIO 3ACOBY», n.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI/ Kopoo6Li 17. «IHWE». BBeAeHHS 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBepAKeHHs
330. | OKCANAK KOHUEHTpaT ons Akkopa MonbLia BUPOBHMLTBO Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/19530/01/01
po34unHy ons Xenckea nikapcbkoro 3acoby, BpuTanis/ 3MmiHu | TURYy - 3MiHK WoAao peyenmom
iHcpysiii no 5 mr/mn; Moncka Cn. 3 nepBuHHE Ta IHais/ 6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
no 10 mn, 20 mn, 40 0.0. BTOPWHHE YropwwHa/ (iHWi 3MiHM) OHOBMIEHHS TEKCTY MapKyBaHHS
My chnakoHi; no 1 nakyBaHHs, ITanis/ yNakoBKM Nikapcbkoro 3acoby, a came:
chnakoHy B naui KOHTPO/b AKOCTI MonbLlya OHOB/IEHO NYHKTV BTOPUHHOT YNakoBKu1 2
cepii, ekcnopT Ha "KinibKicTb Aitouoi peyoBnHKn”, 4 "Jlikapcbka
OINbHULO BUMYCKY chopma Ta KiflbKiCTb 0AUHNLb B ynakosL,"; 12
cepil: IHTac "Homep peecTpaujiiiHoro noceigueHHs"; 17
dapmacbloTikanc "|HWe" YTOYHEHO 10roTuN 3as1BHYIKA,
Nimiten, IHAis; IHTac 3a3HaveHo "HasiBHi BHYTPILLHI TEXHO/ONYHI
dapmacbioTikan3 Nno3Ha4YeHHs1 BUPO6HMKA". B TEKCTI MapKyBaHHs
Nimiteq, IHAIA; NepBUHHOT YNakoBKM B MyHKTi 6 "lHwwe"
AiNbHNUA 3 YTOUYHEHO NI0rOTUM 3a5BHMKA, 3a3Ha4€HO
KOHTPOJO SIKOCTI: "HasBHi BHYTPILLHI TEXHOIOTYHI MO3HAYEHHS
ACTPOH PECbOPY BMPOGHMKA". BBEAEHHSA 3MiH NPOTArOM 6-Tn
NIMITE[, Benuka MicALIB MiCNsA 3aTBEpPA)KEHHS
BpuTaHis; ginbHuus
3 KOHTPO/O SIKOCTI:
SAPMABANIA NT4.
Mikpo6ionoriyHa
na6oparopis,
YropuuHa;
OinbHUUA 3
KOHTPO/O SIKOCTI:
NABAHANIBIC
C.P.J., Itanis;
BTOPVHHE
nakyBaHHsa: AKKOP/[,
XENCKEA NIMITEA,
Benuka BputaHis;
BiANOBiAa/IbHMIA 32
BUNYCK cepil:
AKKOP[, XE/ICKEA
NIMITEL, Benuka
BpuTaHis; Akkopa
Xenckea MNosncka
Cn. 3 0.0. Cknapg,
IMnoptepa, MonbLua
331. | OKTOCTUM PO3YUH A5 iH'EKLIN, ®eppiHr LLisenuapi BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/12728/01/01
15 mkr/mMn; no 1 mn B IHTepHeLwHN a nepBuHHE Yecbka 3MiHu | TUNYy - 3MiHK Woao peyenmom
amnyni; no 10 CeHntep CA nakyBaHHs, Pecny6nika 6e3nekun/edekTBHOCTI Ta hapMakoHariagy

amnyn y KapTOHHIl
ynakoBLii

BiAnoBiganbHMI 3a
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
PeppiHr TM6X,

(iHLWi 3MiHM) 3MiHW BHECEHI B TEKCT
MapKyBaHHS BTOPVHHOT YNakoBKW NiKapCbKOro
3acoby y n. 17. «IHLWE»
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
HimeuumnHa;
BTOPVHHE
nakyBaHHs: PeppiHr-
Nleunsa, a.c.,
Yecbka Pecny6nika
332. | OMENPA30/ | kancynu TBepAi TOB Ykpaina BMPOGHMLITBO, Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/17985/01/01
KMLLKOBOPO34MHHI N0 "APTEPIYM nepBuHHe Ta 3MmiHu | TURYy - 3MiHK WoAao peyenmom
20 Mr no 7 kancyny nTar BTOPWHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
6nictepi, no 4 nakyBaHHs, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
6nictepu B nayui KOHTPO/b Ta BUMYCK npo cuctemy chapmakoHarnsgy (BBeaeHHS
cepii: labopatopioc y3arabHeHUX JaHuX Npo cucTemy
NikoHca, C.A., thapmakoHarnagy, 3miHa ynoBHOBaXeHOT
IcnaHisi; ginsaHka ans oco6w, BignoBiga/bHOI 3a 34iCHEHHSI
aNbTepHaTVBHOIO thapmakoHarnsay; KOHTaKTHOi ocobu 3
BTOPVHHOIO hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSN
nakyBaHHs: ATaic hapmakoHarnsgy B YkpaiHi, Ko BoHa
$apwma, C.J1., BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
Icnanis; ginsHka ans BiANOBIAAUIbHOI 3a 3AiICHEHHS
anbTepHaTUBHOIO chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
KOHTPONIO 3a Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
nokasHnkom MbY: cuctemu chapmakoHarnsgy) 3miHa
NabopaTopio YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
EueBapHe, C.A., BignoBigasibHOI 3a hapMakoHarnsg.
Icnanis; ginsHka ans [itoua pepakuis: bartanosa Pumma IropisHa.
a/lbTEPHATVIBHOIO MponoHoBaHa pepgakuis: Metposa tOnis
BTOPUHHOrO AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
nakyBaHHs: YNOBHOB&XXEHOT 0CO6U 3asBHMKA,
MaHaHTian IHTerpa, BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
C.J1.Y., IcnaHis MiCLie3HaxX0MKeHHS1 MacTep-haiina cucremu
thapmakoHarniagy. 3miHa mMicus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
333. | OMEMPA3O0/1 | nopoLuok ans [xeHohapm Benuvka LWaHbayH HOiciHb KuTaiicbka BHECEHHS 3MiH 0 peecTpavliiiHux maTepianis: - UA/18869/01/01
PO34nHy A5 iH'EKLI nrtg, BputaHis dapmacbtoTikan Ko., HapogHa TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
no 40 wmr, in bulk: no nra. Pecny6nika 23.07.2015 Ne 460) BunpaBneHHs TEeXHIYHOT

100 chnakoHis y
KapTOHHI/ KopoobLi

NOMW/IKK, 3rigHO N.2.4. n.n. 4 po3sginy VI
Hakaly MOS3 YkpaiHu Big 26.08.2005p. Ne 426
(y pepakuii Hakazy MO3 YkpaiHu Bif,
23.07.2015 p Ne 460) y 3atBepaxeHmnx MKA
N13 (MeToamn KOHTPOID), a came B
cneundikauii M'/13 3a NOKa3HUKOM «M.2
laeHTudikauis» (BEPX, ®apm.CLLA <857>
AonyLieHo noMusKy y hopmystoBaHHi BUMOT.
[itova pepakuis
2. lgeHTudikauis Mae 6yTn Makcumym
NOrAIVHAHHSA NPY AOBXUHI XBUMI 27612 HM i
305£2 HM, a koedilieHT nornvHaHHA npy 305
HM + 2 HM Ta 276 HM 2 HM MOBUHEH
3HaxoaMTUCh B Mexax 1,6~1,8 n.2.2 MKA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BEPX ®apm.CLUA.<857>
MponoHoBaHa pegakuis
2. |peHTudbikauis Mae 6yt Makcumym
NOrIVHAHHSA NPY AOBXUHI XBWMI 27612 HM i
30542 HM, a BigHOLWeEHHA abcopbuii npu 305
HM * 2 HM Ao abcop6uii npy 276 HM 2 HM
NOBMHEH 3HAX04MTUCL B Mexax 1,6~1,8 n.2.2
MKA BEPX ®apMm.CLUA.<857>. 3a3HauyeHe
BUMNpaB/IeHHS BignoBigae maTepiasiam
peecTpauiiHoro Aocke, SKi NpeAcTaB/ieHi B
apxisi (po3gin 3.2.P.5.1. Cneuudikau,is,
3.2.P.5.2. AHaniTn4Hi METoAMKN).

334.

OMENPA30N

NOPOLLIOK A/1A
PO34UHY ON151 iH'EKLLlA
no 40 mr, 1 a6o 10
h1akoHiIB 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

[xeHodhapm
nTg

Benuka
BpuTaHia

LWaHbayH HOliciHb
dapmacbtoTikan Ko.,
Nra.

Kutalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiiHMx maTepiasis:
TexHiyHa nomuska (3rigHo Hakaly MO3 Big,
23.07.2015 Ne 460) BunpasneHHst TEXHIYHOT

NoMWIKWY, 3rigHo n.2.4. n.n. 4 posginy VI
Haka3ly MO3 YkpaiHu Big 26.08.2005p. Ne 426
(y pepakuii Hakazy MO3 YkpaiHu Big,
23.07.2015 p Ne 460) y 3aTBepmxeHux MKA
13 (MeToaun KOHTPOID), a came B
cneundikauii M/13 3a NOKa3HMKOM «M.2
laeHTudikauis» (BEPX, ®apm.CLUA <857>

[0MyLEHO NOMUIIKY Y hopMy/tOBaHHi BUMOT.

[itoua pepakuis
2. |peHTndpikauis Mae 6yt Makcumym
NOI/IMHAHHA NPU SOBXWUHI XBUAI 27612 HM |
305+2 HM, a KoedilieHT noramMHaHH:A npu 305
HM * 2 HM Ta 276 HM *2 HM NOBUHEH
3HaxoAMTUChL B Mexax 1,6~1,8 n.2.2 MKA
BEPX ®apm.CLIA.<857>
MponoHoBaHa pegakuis
2. lgeHTudikauis Mae 6yTn Makcumym
NOrAIHAHHSA NPY AOBXUHI XBUMI 27612 HM |
3052 HM, a BigHOLWeHHSA abcopbuii npu 305
HM * 2 HM 10 abcop6buii npyn 276 HM £2 HM

NOBWHEH 3HAX0A4MTUCHL B Mexax 1,6~1,8 n.2.2

MKA BEPX ®apm.CLLUA.<857>. 3a3HaueHe
BMNpaB/ieHHs BignoBigae marepiasiam
peecTpavLinHOro Aocbe, siki NpeAcTaB/ieHi B
apxiBi (po3gin 3.2.P.5.1. Cneyudikauis,
3.2.P.5.2. AHaniTU4HI MeToauKN).

3a
peyenmom

UA/18868/01/01

335.

OMENPA30N
20 AHAHTA

Kancynu no 20 wmr;
no 10 kancyn y
6nictepi; no 10
6nicTepiB y navui

AHaHTa
Megikeap /1T4.

Benvka
BpuTaHis

dnamiHro
dPapmacbloTrKanc
nra.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHK) - 3MiHV BHECEHO Yy TEKCT
MapKyBaHHS NepBUHHOT YNaKoBKM /iKapCbKOro
3aco6by B n. 3. "Homep cepii nikapcbkoro
3acoby", n. 4. "[lata 3aKkiHYeHHsI TEpMiHYy

3a
peyerimom

UA/0656/01/01




279

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npugatHocTi", n. 6. "IHWE", Ta y TekcT
MapKyBaHHSA BTOPUHHOT yNakoBku B n. 17.
"IHLWE". TepmiH BBELIEHHS 3MiH - NpOTArom 3
MicsILiB Micnsi 3aTBepAKEHHS.
336. | OMEMNPA30/ | kancynu 3 AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12374/01/01
AHAHTA MoguikoBaHUM Megikeap /T4, BputaHis dapmacbloTikans 3Minu | TURY - 3MiHn Woao peyenmom
BUWBI/TbHEHHAM Mo 20 Met. NiTA. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Mmr rno 10 kancyny (iHWi 3MiHM) 3MiHW BHECEHO Y TEKCT
6nictepi, no 3 abo MapKyBaHHS NMEPBUHHOI YNaKoBKY NiKapCbKOro
10 6nicTepiB y 3acoby B n. 3. "Homep cepii nikapcbkoro
KapTOHHIA KOpooLi 3acoby", n. 4. "[aTa 3aKiHYeHHs TePMiHY
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHSA BTOPUHHOT yNnakoBku B n. 17.
IHLWE. TepmiH BBeAEHHA 3MiH NpoTArom 3
MicsILiB MicNsA 3aTBEPAKEHHS
337. | OMENPA30/1 | nopoLok ans TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHMx MmaTepiasis: 3a UA/19118/01/01
ACTPA po3unHy ans iH'ekuii | "ACTPA®APM "ACTPA®APM" TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
no 40 wr, no 1 abo " (nakyBaHHs i3 23.07.2015 Ne 460) BunpaBneHHst TEXHIYHOT
10 dhnakoHiB y chopmu in bulk: NOMWJIKK, 3rigHo N.2.4. n.n. 4 posgainy VI
KapTOHHIA KopooLi LaHbayH HOliciHb Haka3y MO3 YkpaiHu Big, 26.08.2005 Ne 426 (y
dapmacsbtoTikan Ko., pepakuii Hakasy MO3 Ykpainu Big 23.07.2015
Nta., Kutaiicbka Ne 460) y 3atBepgxeHnx MKA 113 (meTtoam
HapogHa KOHTPO/I0), @ came B cneumdikadii M3 3a
Pecny6nika) nokasHukom «mn.2 lgeHTudikauis» (BEPX,
$apm.CLUIA <857>) gonyLeHo NOMUIIKY Y
hopMy/itoBaHHI BUMOr. 3a3HayeHe
BMMpaB/IeHHs BignoBigae maTepiaiam
peecTpaLiiiHoro AockE, SKi NpeAcTaB/ieHi B
apxisi (po3gin 3.2.P.5.1. Cneuvdikauis,
3.2.P.5.2. AHaniTn4Hi MeToamKN).
338. | OMHAOPEH® | po3uuH oniiiHuii gnsi TOB «BAYLU YkpaiHa $apm3asog Enbha Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5204/01/01
250 iH'ekUili; no L mny XENC» AT. 3MiHu |l TUny - 3MiHn 3 aKkocTi. A®I. (iHLwwi peyenmom

amnyni; no 5 amnyn
Y KapTOHHIi1 kopobui

3MiHn) OHoBNeHHs ASMF Big BUpo6HMKa
Aspen Oss B.V., the Netherlands Ha gitouy
peyoBuHy testosterone propionate
(3aTBepmkeHo: AP/03/2014-08-07;
3anpornoHoBaHo: AP/04/2017-11-14). 3miHu |l
MRy - 3MiHK 3 AKoCTi. A®L. (HLLi 3MiHW)
OHoBneHHss ASMF Big Bupo6bHuka Aspen Oss
B.V., the Netherlands Ha gitouy pe4oBuHy
testosterone phenylpropionate (3aTBepaXeHo:
AP/02/2014-08-05; 3anponoHoBaHo:
AP/03/2017-11-13). 3MiHu Il TUNy - 3MiHK 3
AakocTi. A®L. (iHwi 3mMiHn) OHoBNEHHA ASMF
Big BUpoGHMKa Aspen Oss B.V., the
Netherlands Ha gitouy pevoBuHy Testosterone
isocaproate(3aTBepxeHo: AP/01/2013-10-14;
3anponoHoBaHo: AP/02/2017-11-14). 3MmiHu Il
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TMny - 3MiHN 3 aKocTi. A®L. (iHLWi 3MiHK)
OHoBneHHst ASMF Big, Bupo6Huka Aspen Oss
B.V., the Netherlands Ha gitouy pe4oBuHy
Testosterone decanoate (3aTBepaXeHo:
AP/02/2014-08-06; 3anponoHoBaHo:
AP/03/2017-11-14).

339.

OMHOIMNOH
HEO

PO34uH A1 iH ekt
no 1 mn B amnyi;
no 5 amnyny
6nictepi; no 1, 2 abo
20 6nicTepiB y
KOpOO6Lii 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMCcTBO
"300poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHa 3asBHVKa J13 (MIBI) (BnacHuKa
peecTpauiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeaeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHKX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg 3MiHa
HOMepa MacTep-ghaiina cuctemu
chapmakoHarnsgy

3a
peyenmom

UA/17471/01/01

340.

OPAMOP®

PO34UH OpasIbHUIA, 2
mr/mn, no 100 mny
donakoHi; no 1
donakoHy 3
afanTepom,
KPYLLIKOO 3
3axMCTOM Bif
BIAKPUTTA AiITbMW Ta
MipHOIO NINEeTKOo Y
KapTOHHI ynakosL,i

. MonTteHi i K.
nei ®parenni
AnitTi Cocieta
4i Esepuuuio
C.n.A.

ITanis

. MonTeHi i K. gei
®.nni AniTti Cocieta
4i Esepunuio C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha NniacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo JOCNiAKEHDb 3
6e3nekun 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy

3a
peyerimom

UA/16032/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) 3MiHN BHECEHi A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3ginu "B3aemogis 3 iHWVMU fikapCbKuMn
3aco6amu Ta iHLWi BUAY B3aemMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta go3u", "MobiyHi peakwyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi pevoBUHN - MOPAIHY
cynbaty
341. | OTPUBIH 3 cnpeii HazaslbHUiA, XaneoH KX LBeiuapi | XaneoH KX C.a.p.n. LseiiLapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/5416/01/01
MEHTOJ/IOM nosoBaHuii 0,1 % no CAP/1 A 3MiHu | TUny - 3MiHm 3 akocTi. CepTudiikaT peyernma
TA 10mny BignosigHocTi/l E-cepTudikar BignosigHocTi
EBKANIAOTO nosiMmepHomy €Bponelicbkili hapmakonei/MoHorpadii.
M hnakoHi 3 MoaaHHA HoBOro abo OHOBIEHOTO
po3nuiBayem; no cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
1 chnakoHy B cepTudikaTa BiANoBiAHOCTI EBpoNeiichKiit
KapTOHHI KOpooLi thapmakonei: gna A®l; ans BUXigHOro
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickkili hapmakonei) -
HoBwuii cepTudpikat Bif, HOBOro BUPOGHMKA
(3amiHa abo [ONOBHEHHS) NOJaHHS HOBOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei Ne R1-CEP 2006-286 - Rev 01
ana A®l kennomeTasoniny rigpoxnopuay Big,
HOBOrO asibTepHaTUBHOrO BMpOo6HUuKa Siegfried
PharmaChemikalien Minden GmbH, Germany
342. | OPEB® Kancysm M siki no BepiHrep HimeuunH MepBuHHE HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/16115/01/01
100 wmr, no 10 IHrenbxainm a (6nictepn) Ta 3MiHu Il TUNY - 3MiHK Woa0 peyenmom
Kancyn y énictepi; IHTepHeLwHN BTOPWHHE 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
no 6 6nictepis y 6X nakyBaHHs, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KapTOHHI ynakoBsLi MapKyBaHHS, YMOB BMAaui peectpauiliHoro noceigyeHHs,

KOHTPO/b SIKOCTI,
KOHTPO/Ib SIKOCTi 3a
MOKa3HNKOM
Mikpo6ionoriuHa
yncToTa Ta BUMyCK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
v6X i Ko.Kr,
HimeuunHa,;
Brpo6HMLTBO,
ynakoBka Ta
KOHTPO/b AKOCTI (3a
BUK/TIOYEHHAM

BK/ItOYaouM MNnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€)
noAasbLIOro 06I'pYHTYBaHHSA HOBUMM
[0AaTKOBUM A@aHVMK, L0 MaloTb HagaBaTucs
KOMMETEHTHMM OpraHoM, OCKiflbKK
BMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) 3asiBHYKOM OHOBJIEHO NnaH
ynpasniHHA pusmkamu (Bepcis 11.4). 3miHn
BHeceHi A0 YacTuH: Il «Cneuundikauis 3
6e3neku», Il «MnaH 3 hapmakoHarnagy», V
«3axoAu 3 MiHiMi3auii pusukie», VI «Pe3tome
nnaaHy ynpasniHHA pUsukaMm» Ta fofaTkis
3rigHo 3 BuMoramu fo CtaHAapT30BaHOro
dopmaty MYP (Rev.2 accompanying GVP,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MiKpob6ionoriyHol
4nCTOTH) Kancyn
bulk (e
po3chacoBaHoi
npoayKuiv):
KataneHt
HimeuunHa E6epbax
'M6X, HimeuuunHa,;
AnbTepHaTnBHa
naboparopia ans
npoBeAeHHs
KOHTPO/II0 AKOCTi (3a
BUK/OYEHHAM
Mikpo6ionoriuHoi
ynucToTn): A eHg Em
LWUTABTECT Jlabop
doyp AHaNITUK yHA,
CrabinitarcnpydyHr
mM6X, HimeuwunHa;
AnbTepHaTMBHa
na6oparopis Ans
npoBefAeHHs
KOHTPO/IIO AKOCTI
Mikpo6ionoriuHot
yncrotu: CIc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op /IC CE eHg
Ko. KI', HimewyunHa

Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) y 38'13ky 3 JONOBHEHHAM
npo6nem 6e3neky 3a pesynbTatamu KIiHIYHUX
[OCnifKeHb

343.

ODEB®

Kancysm M siki no
150 wr, no 10
Kancyn y énictepi;
no 6 6nictepis y
KapTOHHI ynakoBL,i

BepiHrep
IHrenbxainm
IHTEepHeLLHN

6X

HimeyunH
a

MepBuHHE
(6nictepn) Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Tb SKOCTI,
KOHTPO/Ib SIKOCTi 3a
MOKa3HNKOM
MikpoGionoriuHa
yncToTa Ta BUMyCK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
m6X i Ko.Kr,
HimeuunHa,
Brpo6HMUTBO,
ynakoska Ta
KOHTPO/b AKOCTI (3a
BUK/TIOYEHHAM

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BMAaui peectpaviliHoro noceigyeHHs,
BK/ItOYarouM MNnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMaraoTb(€)
noAabLIOro 06I'pYHTYBaHHSA HOBUMM
[04aTKOBMM AaHVMK, L0 MaloTb HagaBaTucs
KOMMETEHTHMM OpraHoM, OCKiflbKK
BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) 3asiBHYKOM OHOBJIEHO NniaH
ynpasniHHA pusmkamu (Bepcis 11.4). 3miHn
BHecCeHi Ao yacTuH: Il «Cneundikauis 3
6e3neku», Il «MnaH 3 hapmakoHarnagy», V
«3axo4u 3 MiHiMi3auii pusukie», VI «Pestome
nnaHy ynpas/iHHA pyU3nkaMmn» Ta goaartkis
3rigHo 3 Bumoramu fo CtaHAapT30BaHOro
dopmaty MYP (Rev.2 accompanying GVP,

3a
peyermom

UA/16115/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MiKpob6ionoriyHol
4nCTOTH) Kancyn
bulk (e
po3chacoBaHoi
npoayKuiv):
KataneHt
HimeuunHa E6epbax
'M6X, HimeuuunHa,;
AnbTepHaTnBHa
naboparopia ans
npoBeAeHHs
KOHTPO/II0 AKOCTi (3a
BUK/OYEHHAM
Mikpo6ionoriuHoi
ynucToTn): A eHg Em
LWUTABTECT Jlabop
doyp AHaNITUK yHA,
CrabinitarcnpydyHr
mM6X, HimeuwunHa;
AnbTepHaTMBHa
na6oparopis Ans
npoBefAeHHs
KOHTPO/IIO AKOCTI
Mikpo6ionoriuHot
yncrotu: CIc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op /IC CE eHg
Ko. KI', HimewyunHa

Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) y 38'13ky 3 JONOBHEHHAM
npo6nem 6e3neky 3a pesynbTatamu KIiHIYHUX
[OCnifKeHb

344,

NMArAMAKC

Kancynu no 150 wmr,
no 14 kancyny
6nictepi, no 1 a6o 4
6nictepn y
KapTOHHI ynakoBLji

HOBEN INAY
MA3APJ/IAMA
BE CAHAI
NTA. WIPKETI

TypeyuunH
a

HOBEN INIAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLUIii AnA
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ziinm "Oco6nBOCTi 3aCTOCYBaHHA",
"Mo6ivHi peakui™ BiANOBIAHO O OHOBEHO!
iHpopmauii 3 6e3nekn Air4oi pevoBUHK.

3a
peyermom

He
nionsieae

UA/15695/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

345.

NMArAMAKC

kancynu no 300 mr,
no 14 kancyny
6nictepi, no 1 a6o 4
6nictepn y
KapTOHHI ynakoBL,i

HOBEN INAY
MA3APJ/IAMA
BE CAHAI
NTA. WIPKETI

TypeyuunH
a

HOBEN INIAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLUIiT AnA
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ziin "Oco6nBOCTi 3aCTOCYBaHHS",
"Mo6ivHi peakui™ BiANOBIAHO O OHOBEHO!
iHdhopmauii 3 6e3nekn Ajr4oi peyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyermom

He
nionsieae

UA/15695/01/03

346.

NMArAMAKC

Kancynum no 75 mr,
no 14 kancyny
6nicTtepi, no 1 a6o 4
6nictepn y
KapTOHHI ynakoBsL,i

HOBEN INAY
MA3AP/IAMA
BE CAHAI
NTA. WIPKETI

TypeyuunH
a

HOBE I1AY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XxapakTepucTuLj Nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
PerynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOCNiAKEHDb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BignoBIAHO A0 NaHy
negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ziin "Oco6nBOCTi 3aCTOCYBaHHSA",
"Mo6ivHi peakui™ BiANOBIAHO O OHOBMEHO!
iHhopmauii 3 6e3nekn Ajr4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS

3a
peyerimom

He
niosnsicae

UA/15695/01/01

347.

NAKNITAKCE
N "EBEBE"

KOHL,eHTparT ans
PO34nHy Ans
iHdy3iid, 6 mr/mn no
5 mn (30 mr), abo

EBEBE
dapma
lec.m.6.X.
Hdor. KI

ABCTpIst

MOBHWIA LMK
BMPOGHMLTBA:
®APEBA YHTepax
'M6X, ABTpIst;

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:

3MiHu | TUNYy - 3MiHKn 3 AKkocTi. A®Il. KOHTposb

A®Il. 3miHa y meTofax BunpobysaHHsA Adl abo
BUXIQHOTO MaTepiany/npoMixxHoro

3a
peyenmom

UA/0714/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
16,7 mn (100 wmr), BUWMYCK Cepii: npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
a6o 25 mn (150 mr), EBEBE ®apma npoueci BUpo6HULUTBa A®I (iHLWI 3MiHN Y
a6o 35 mn (210 mr), Fec.m.6.X. Haoor. KT, MeTofax BUNPOo6yBaHHS (BK/IHOYAKOUMN 3aMiHy
a6o 50 mn (300 mr) ABCTpIS; abo gonoBHeHHs)) A®| abo
y thnakoHi, no 1 TecTyBaHHA: MIMJ1 BUXIAHOro/NPOMIXHOro NPoAyKTy) AOAaHHS
donakoHy B Mikpo6ionoriwec HoBoro in-house GC method 4n1a KOHTPOAO
KapTOHHI/ Kopoo6Li Mptochnabop Mm6X, 3a/IMLLKOBMX PO3YMHHUKIB (acetone, n-
ABCTpIS; heptane) ansa pitovoi pevoBuHn Paclitaxel
TecTyBaHHs: Jlabop BupobHMKa SCINOPHARM TAIWAN, LTD.
JIC CE & Ko. KT, BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
HimeyunHa,; 3aTBepMKEHHSA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
TEeCTyBaHHS: CeprtucpikaT BignosigHocTi/l E-cepTudikart
3eibepcaopd BiANOBIAHOCTI E€BpONechbkili
Na6op Mv6X, thapmakonei/moHorpadii. NogaHHA HOBOro
ABCTpis abo oHoBNEHOro cepTudiikaTa BignNOBIAHOCTI
abo BuNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT peYOBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkili
thapmakonei) - HoBuii cepTudpikat Big HOBOro
BMpOOHUKA (3amiHa ab0o [ONOBHEHHS) NOAAHHSA
HOBOro cepTudikarta BifnoBigHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2015-
278 - Rev 00 gns gitovoi peyosuHu Paclitaxel
Bif HoBOro BMpo6HuMka SCINOPHARM
TAIWAN, LTD. (3amiHa Bupo6bHnka POLYMED
THERAPEUTICS, INC.)
348. | NAKNITAKCE | KoHUeHTpar ans Akkopa MonbLia Bupo6HMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/13924/01/01
N AKKOP/, pOo34unHy Ana Xenckea roToBOro Benvka 3MmiHu | TURY - 3MiHK Woao peyenmom
iHcpysiiA, 6 mr/mn; no Moncka Cn. NiKapcbKoro 3acooy, BpuTaHia/ 6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
5 mn (30 mr), no 3.0.0. BMpO6HMLTBO bulk, ITanis/ (iHWi 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS
16,7 mn (100 mr), no nepBuHHE YropwwmHa/ yNakoBKM Nikapcbkoro 3acoby, a came:
50 mn (300 mr) y naxkyBaHHs, MonbLa OHOBJ/IEHO NYHKTW BTOPUHHOI YNaKoBKn 2
donakoHi; no 1 BTOPUHHE "KinbKicTb Aitouoi peyoBuHKn”, 4 "Jlikapcbka
chnakoHy y nakyBaHHs, dhopma Ta KinbKicTb 0AVHNLb B ynakoBsui", 5
KapTOHHIA KOpooLi KOHTPO/1b AKOCTI «Cnoci6 Ta Wnsx BBefeHHs», 12 "Homep
cepii: peecTpadujiiHoro nocsigueHHs”, 17 "lHwe"
IHTac YTOYHEHO NI0rOTUM 3a5BHMKA, 3a3HAa4Y€HO

dapmacbioTikans
Nimiten, HAis;
BTopuHHe
nakyBaHHs:
AKKopA, Xesickea
Nimiten, Benvka
BpuTaHis;
BignosiganbHuii 3a

"HasBHi BHYTPILLHI TEXHOIOTYHI MO3HAYEHHS
BMPOGHMKA". B TEKCTi MapkyBaHHS NepBUHHOT
YMakoBKM B MyHKTi 6 "[HLWe" yTOYHEHO floroTun
3a5BHMKA, 3a3Ha4eHO "HasBHi BHYTPILLHI
TEXHOMOTIYHI NO3HAYEeHHS BUPOOHWMKA".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUWMYCK Cepii:
AKKopfA Xernckea
Nimiten, Benvka

BputaHis;
Bupo6HMLTBO
roTOBOro
nikapcbKkoro 3acoby,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTuBHWIA
BMPOGHUK):
IHTac
dapmacbloTikasc
Nimiteq, 1HAis;
KoHTponb akocTi
cepiii:
NABAHANIZIC
C.P.N, ITanis;
KoHTponb skocTi
cepiii:
Papmasanig /174,
Mikpob6ionoriyHa
nab6oparopis,
YropLumHa;
BignosigansbHuii 3a

BUNYCK cepil:
AKKopA, Xesickea
Moncka Cn. 3 0.0.

Cknag ImnopTtepa,
Monbla

349.

NAH3NHOPM
® 10000

Kancynum no 7
Kancyn y énictepi;
no 3 abo no 8, abo
no 12 6nictepis y
Kopobui

KPKA, p.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:

3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu mMicus
NPOBaKEHHS AiS/IbHOCTI
BMpOoBHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOHAKUN AiNbHNL BUNYCKY cepil
abo micue NnpoBefeHHS KOHTPOJIH0 SKOCTI.
(misnbHICTb, 3a SKy Bignosifae
BMPOBHUK/IMNOPTEP, HE BKTHOYAKOUN BUMYCK
cepiii) 3MiHa HaliMeHyBaHHS BUPOOHUKa
rpaHyn (nenner), Lo MiCTATbLCA Y Kancynax.
3areepmkeHo: NORDMARK ARZNEIMITTEL
GMBH& CO. KG Pinnaualle 4, D-25436
Uetersen, Germany 3anponoHoBaHo:
NORDMARK PHARMA GMBH. Pinnaualle 4

6e3
peuyenma

UA/9007/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Germany 25436 Uetersen. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyt MicLsA NPOBaKEHHS
[iSNIbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeobXxiAHOCTI, MicLie NPOBEAEHHS KOHTPO/THO
SIKOCTi), @60 BacHuka macTep-ghaiina Ha Adl,
ab0 noctavasibHmka Ad®l/BuxigHoro
mMatepiany/peareHTy/npoMiKHOIO NPOAYKTY,
LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI AP (AKLLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEeYOBMHM (AKLLO 3a3HAYEHO Y A0CLE) 3MiHA
HaliMeHyBaHHs1 BUPOGHUKa ADI.
3arBepkeHo: Ha3Ba BnacHuka macrep-
thaiina NORDMARK ARZNEIMITTEL GMBH&
CO KG Bupo6Huya ginbHuus NORDMARK
ARZNEIMITTEL GMBH& CO KG
3anponoHoBaHo: Ha3Ba BnacHuka macrep-
thaitna NORDMARK PHARMA GMBH
Bupo6Huya ginbHuus NORDMARK PHARMA
GMBH. 3miHn | T1ny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapMakoHariagy
(iHWwi 3miHW) 3amiHa po3giny «IpadiyHe
0ChOPMMEHHS YNAKOBKU» HA «MapKyBaHHs» B
3aTBep/xeHnx MKA /13. 3arsepaxeHo:
padhnyeckoe ohopmeHne ynakoskm.
pachnyeckoe odhopmieHne ynakoBok
npunaraetcs. 3anponoHoOBaHoO:
MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHS. 3MiHU BHECEHO Y TEKCT
MapKyBaHHA BTOPVHHOI YNakoBKW NiKkapcbKoro
3acoby y n. 8. IATA 3AKIHUEHHA TEPMIHY
NMPNOATHOCTI. BBefieHHA 3MiH NPOTArom 6-
TN MicALiB NiCNs 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBoro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS)
He3HayHa 3MiHa y 3aTBep)KEHNX MeToAax
BMNPOGYBaHHS “AKTUBHICTb Ta igeHTUdikauis
npoTeasun” CTOCYETbCA BUNPaB/IEHHSA
He3HauHMX NOMW/IOK Y MPUIoTyBaHHI peareHTiB
Ta 6inbl geTanbHOro onncy Metoay. 3MiHu |
UMy - 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbKOro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MmiHa y meTogax BunpobyBaHHA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX METOAAaxX BUNPOBYBaHHS)
He3HayHa 3MiHa y 3aTBepXeHnx meTodax
BMNPO6YBaHHSA “AKTMBHICTb Ta ifeHTudikauis
ninasun” cTocyeTbCA BUMNPABEHHA HE3HAYHNX
MOMWJ/IOK Y MPUrOTyBaHHI peareHTiB Ta GinbLu
JAeTasibHoro onvcy metogy. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro sikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHsA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX METOAaxX BUNPOOYBaHHS)
He3HayHa 3MiHa y 3aTBepXeHnx MmeTodax
BMNPOOGYBaHHA “AKTUBHICTb Ta ifeHTUdikauis
aminasun” CTOCYETbCA BUNPAB/IEHHA HE3HAYHUX
NOMUIOK Y NPUrOTYBaHHI peareHTiB Ta 6ibLu
AeTaslbHOro onucy metogy. 3miHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHV) OHOBJ/IEHHS BXE 3aTBEPI)KEHNX METOZIB
KOHTPOJII0 SIKOCTI Jlikapcbkoro 3acoby, a came:
BUKNAEHHS TEKCTY [iepXXaBHOI0 MOBOIO 3rifHO
CyyacHux BuMmor. BBeieHHs 3MiH NPOTArom 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS.

350.

NMAH3VHOPM
® ®OPTE 20
000

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0 M0 10
Tabnetok y 6nictepi;
no 1, a6o no 3 a6o
no 10 6nictepiB y
Kopobui

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUNY - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi

€Bponelicbkilt hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MNogaHHs
oHoBreHoi Bepcii CEP R1-CEP 2001-280-Rev

03 (nonepepHs Bepcia R1-CEP 2001-280-Rev

02) ana A®l naHkpeaTuH, Bif BXe
3aTBepmxeHoro BupobHuka NORDMARK

PHARMA GMBH Uetersen, HimeuunHa, yepes
3MiHy Ha3Bu BriacHuka CEP Ta BupobHuyoi
ainbHuui A®l. 3aTBepmxeHo BnacHuk CEP

R1-CEP 2001-280-Rev 02 NORDMARK

ARZNEIMITTEL GMBH & CO KG Pinnauallee

6e3
peuyenma

UA/9649/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
4 Germany-25436 Uetersen Bupo6Hunya
pinbHuuss NORDMARK ARZNEIMITTEL

GMBH & CO KG Pinnauallee 4 Germany-
25436 Uetersen 3anponoHoBaHO BnacHuk
CEP R1-CEP 2001-280-Rev 03 NORDMARK
PHARMA GMBH Pinnauallee 4 Germany-
25436 Uetersen Brpo6Huya AinbHuUs
NORDMARK PHARMA GMBH Pinnauallee 4
Germany-25436 Uetersen. 3minu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) BHeceHHs 3MiH
[0 po3giny “MapkyBaHHs" MKA 113"
3aTBepkeHo:
padhuyeckoe odhopmieHne ynakoBkm
3anponoHoBaHo:
MapkyBaHHSA (3riHO 3aTBEPLKEHOTO TEKCTY
MapKyBaHHS).
3MiHU BHECEHO B TEKCT MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBKK, a came
YTOYHEHO BUKNafeHHs iHhopmMalii LWwoao
KiHLEeBOro TepMiHy npugarHocTi (n. 8. JATA
3AKIHYEHHA TEPMIHY MNPUAATHOCTI) Ta
norotuny (n. 6 Ta n.17 IHLWE, BignosigHo), a
TaKoX BUYYEHO OAVHWUL BUMIPOBaHHS B
cucTemi Sl 3 TEKCTy MapKyBaHHS MEPBUHHOT
ynaKkoBKM NikapCbKoro 3acoby. BeegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MEeToAax
BMNpobyBaHHA) HesHayHa 3miHa y MeTogj
«[lMpoTeoniTyHa akTUBHICTb», a came- 6ifbLu
OeTasibHUlA ONnC IHCTPYKLi B MeTogi Ta
BUMNpPaB/IEHHS AeSAKNX HE3HAYHNX MOMUJIOK.
3miHa BBOAWTbLCS, W06 3a6e3neunTy kpailie
BUKOHaHHS MeToAy A/15 BU3HAUYEHHS
NPOTEONITUYHOI aKTUBHOCTI. BBEEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO MiKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPIKEHUX MeTohax
BMNPOOYBaHHS)

HesHauyHa 3MiHa y MeToAi «AMinoniTnyHa

aKTUBHICTb», a caMe- 6i/lbll AeTaslbHWIA onuc
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

IHCTPYKL|i1 B METOZi Ta BUNPaBEHHS AesKMX
He3Ha4yHMX NOMWU/IOK. 3MiHa BBOAUTbLCS, LL06
3a6e3neunTy KpaLle BUKOHaHHS MeToay AN
BU3HAYEHHS amiIoNITUYHOT aKTUBHOCTI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAaxX
BMNpo6yBaHHA) He3HauHa 3miHa y MeTogj
«JTinoNiTMYHa aKTUBHICTb», a came- BifbLL
OeTasIbHUIA ONNC IHCTPYKLi B MeTOoAi Ta
BUMPAaB/IEHHS AeAKNX HE3HAYHUX MOMUIIOK.
3MiHa BBOAMTBLCS, W06 3a6e3neuntu kpalle
BUKOHaHHS MeToAy A/15 BU3HAUYEHHS
NiNONITUYHOI aKTUBHOCTI. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MEeToAax
BMNpobyBaHHA) HesHayHa 3miHa y MeTogj
«BTpara B Maci Npun BUCYLLYBaHHI», a caMme-
GinblU AeTasbHUIA onuc MeToay. 3MiHa
BBOAUTBLCA MICNA BiANOBIAHVX 3MiH Y KpaiHi
BMPOGHMKA, 06 3abe3neunTtu kpatle
BUKOHaHHSI MeToAy aHanidy. BeegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHM) OHOBNEHHS
BXe 3aTBEPAKEHNX METO/iB KOHTPO/IO AKOCTI
nikapcbKkoro 3acoby, a came BUKNafeHHS
TEKCTY [epXXaBHOI MOBOIO 3riJHO Cy4acHuX
BMMOT, 6€3 3MiHM aHaNiTUYHKUX MeTogiB, 3
BUNPaB/IEHHAM NOMW/IOK Y TEKCTi Ta
He3HaYHUMK KOpeKLisiMy onucy MeTOAiB 3
6iNbLU Cy4yacHMM ONMMCOM MeToAuK. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.

351.

NAHOLMA 40

TabneTkn, BKpUTI
060/10HKOH0,
KMLLKOBOPO3YMHHI,
no 40 mr; no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu

AHaHTa
Megpikeap /114.

Benuka
BpuTaHia

dnamiHro
dapmacbioTrKanc
Nra.

IHais

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHM BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT YNaKoBKM /liKapCbKOro
3acoby B n. 3. "Homep cepii nikapcbkoro

3a
peyenmom

UA/2628/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o
nocsioYyeHHs1

B nauuj

3acoby"”, n. 4. "[lata 3aKiHUeHHsI TEPMiHY
npuaatHocTi®, n. 6. IHWE, Tay TekcT
MapKyBaHHA BTOPVHHOI yNakoBku B . 17.
IHLWE. TepMiH BBEAEHHSA 3MiH - MPOTSAroMm 3
MicALiB Nicnsa 3aTBepAKeHHs

352.

NMAHTACAH

MOPOLLIOK
niodpinizoBaHunii ans
NpUroTyBaHHs
PO34MHY NS iH'EKLR
no 40 wr; 1 donakoH
3 NOPOLUKOM Y
KapTOHHI/ KopoobLi

CaH
dapmacboTuK
an lHgacTpis
Nimiten

IHais

CaH
dapmMacbloTUKan
IHpacTpi3 14,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BK/IHoYatoun gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MIPOM) 36iNbLLEHO PO3MIP
cepii N3 (3aTBepmxeHo: 112 n (56000
hnakoHiB); 3anponoHoBaHo; 190 n (95000
dhnakoHis))

3a
peyermom

UA/3400/01/01

353.

NAHTEHO/-
340POB'A
nntoc

kpem no 20 r, abo no
401, 260 no 100 ry
Ty6i, no 1 Ty6i y
KOpOOGLii 3 KAPTOHY

TOBAPUCTB
03
OBMEXXEHO
0
BIANOBIOAN
bHICTIO
«KOPMOPALII
A
«300POB'A»

YKpaiHa

ToBapucTso 3
obmexeHoro
BiANOBIAA/TbHICTIO
"®GapmaveBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHA 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0oco6w, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CcOo6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-daiina
cuctemu hapmMakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag Aivoya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pepgakyis: MaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg 3MiHa
Homepa macTtep-ghaiina cucremm
chapmakoHarnsgy

6e3
peyenma

UA/19323/01/01

354.

MAHTOMPA3
ON-TEBA

TabneTtkn
racTpope3vCTEHTHI
no 40 mr; no 7
TabneTtok y brictepi,

TOB «TeBa
YKpaiHa»

YKpaiHa

Tea ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar signosigHocTi
€Bponelicbkili hapmakonei/MmoHorpadii.

3a
peyenmom

UA/16874/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 2 a6o 4 6nictepu MoaaHHA HoBOro abo OHOBNEHOTO
B KOpoo6Li; no 10 cepTudikaTa Bi4NoOBIAHOCTI a60 BUNYyYEHHS
Tabnetok y 6nictepi, cepTudikaTa BignoBigHOCTI EBponelichkil
no 3 6nictepu B thapmakonei: gna Ad®l; gns BuxigHoro
Kopo6ui; no 14 mMatepiany/peareHTy/npoOMKHOIO NPOAYKTY,
Tabnetok y 6nictepi, LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
no 1 a6o 2 6nictepu AN 0ONOMDKHOI peyoBuHY (cepTuddikat
B KOpoo6Li;no 15 BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei) -
TabneTtok y 6nictepi, OHOB/EHWIA cepTUiKaT Bif yxe
no 2 6nictepu B 3aTBEPMAKEHOr0 BUPOOHMKA - NOAAHHS
KopooLi OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI
€sponeiicbkiii hapmakonei R1-CEP 2010-
060-Rev 02 Big, BXe 3aTBEPAKEHOIO
BUpo6HMKa MSN Laboratories Limited, India
Ait04OT PEYOBVHM NAaHTONPa30/y HaTpilo
cecksirigpar (3atBepmxeHo: R1-CEP 2010-
060-Rev 01; 3anponoHoBaHo: R1-CEP 2010-
060-Rev 02).
355. | MAPALUETAM | po3suuH Ans iHdysii, B. BpayH HimeuuunH B. BpayH Mepgikan Icnanis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/17143/01/01
On b. BPAYH | 10 mr/mn; no 10 mn Menb3yHreH a CA 3MiHu | TMnYy - 3MiHK Woao peyenmom
10 MmN B amnyni; no 20 Al 6e3nekn/edekTBHOCTI Ta hapMakoHarisgy
amnyn y kopobuj; no (iHLWi 3MiHM) 3MiHW BHECEHI B TEKCT
50 mn a6o no 100 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
My chrakoHi; no 10 yNakoBKM NiKapCbKoro 3acoby y po3gin
h1akoHiB y «|HLWE>». BBefeHHs1 3MiH NpoTArom 6-tu
KapTOHHI KOopoo6Li MiCALIB Nicnsa 3aTBepAKeHHs
356. | MAPALETAM | po3suuH ans iHdysii, b. bpayH HimeuunH B. BpayH Megikan Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/17143/01/01
On b. BPAYH | 10 mr/mn; no 10 mn Menb3yHreH a CA 3MiHu | TUNYy - 3MiHK Woao peyenmom
10 MriMn B amnyni; no 20 Al 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

amnyn y kopoo6ui; no
50 mn a6o no 100
My chnakoHi; no 10
hnakoHiB y
KapTOHHIA Kopoo6Li

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX JaHux npo cuctemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXKeHOI
oco6w, BignoBiganbHOI 3a 34iACHEHHS!
hapmakoHarnsgy; KOHTakTHoi ocobu 3
thapMakoHarniagy 3asaBHUKa A1 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy (BKIovaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-galina
cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHIIKA,
BignoBigaIbHOI 3a hapmakoHarnsg.
[Litoua pegakuisa: Mavikn Mapwnep / Michael
Marschler. MNMponoHoBaHa pegakuis: A-p
MapxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHUX faHWX YMOBHOBaXKEHOI 0cobu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3as1BHMKA, BignoBigasbHOI 3a dhapMakoHarnsg
357. | NEPrOBEPIC | nopoLok Ta Apec TpeligiHr | LBeiiuapi Mepk CepoHo C.A., LseiiLapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10624/01/01
® PO3YMHHUK AN C.A. A BiAAINEHHS Y M. 3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb peyenmom
po34unHy ons O6OHH A®l. 3miHa y MmeTogax BunpobyBaHHsA Adl abo
iH'ekujin; 1 abo 3 BUXIAHOIO MaTepiany/npoMixXHOro
chnakoHm 3 NpoAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
MOPOLLKOM Y npoueci BupobHuuTea A®! (iHWi 3MiHK Y
KomnnekTi 3 1 abo 3 MeTofax BUNPobyBaHHA (BK/IOUAKOUMN 3aMiHy
thnakoHamu 3 1 mn abo gonosHeHHs) A®| abo
pO34MHHMKA (BOAa BVIXiZHOro/MPOMDKHOro NpoAykTy) 3amiHa
ANs iH'eKUii) y po6oyoro craHAapTHOro 3pasky SIHOTPONiHY-
KOHTYPHIl anba RHS r-hLH 2017/01 HoBMM po6ounm
YapyHKOBI cTaHAapTHUM 3paskoM RHS r-hLH 2012/01,
ynakosLi; no 1 SIKUIA 3aCTOCOBYETHLCA A1 6ioNoriYHoro
KOHTYPHIl MeTOoAy BM3HAYEHHS aKTUBHOCTI Ajiloyoi
YapyHKOBIl1 ynakoBLi PEeYOBMHM NOTPOMIHY asbda.
B KOpOoO6Li; 5
donakoHiB 3
MOPOLLKOM Y
KOMMeKTi 3 5
donakoHamu 3 1 mn
po3unHHKKa (Boga
ANs iH'eKUii) y
KOHTYPHIl
YapyHKOBI
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
yNaKoBKM B KOpoou,i
358. | NIPUTAH Tabnetku no 0,25 mr TOB YkpaiHa KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 10 peecTpavliiiHuX maTepianis: 3a UA/18620/01/01
no 10 TabneTok y «NIEA®APM MBT NTA 3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoToBUIA peyenmom
6nictepi, no 3 abo NTO» nikapcbkunii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa

no 6 6nictepis y
KapTOHHI ynakosL,i

po3Mipy cepil (Bk/toUatoun AianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inblueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEPKEHMM pO3Mipom) 36iNbLUEHHS
po3wmipy cepii N3 go 10 pasis (BBeAeHHSA
nofatkoBoro po3mipy cepii 75 000 TabneTok)
ONna nosysaHHA 1,0 Mr, y 3B’A3KY 3
onTVMI3aLjiel0 BUKOPUCTaHHSA 061agHaHHS npu
BUPOOBHWLITBI FOTOBOrO /1iKapCbKOro 3acoby
(6e3 3MiHM TexHonorii BUpO6HMLTBA Ta
NMPOMMCNOBOro 06/1a4HaHHS).
3aTBepaXeHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6aictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
[ns Tabnetok 0,25 mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Nel0 Tab. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepis -50 yn.
3anponoHoBaHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nictepis - 25 yn.
Po3wmip cepi:

75 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 2500 yn.
Ne10 tab6. no 6 6nictepis - 1250 yn.
Ne 10 Ta6. no 100 6nicTepiB — 75 yn.
Ne 10 Ta6. no 150 6nictepis — 50 yn.
Ne 10 Ta6. no 200 6nicTepis - 37 yn.
[ns Tabnetok 0,25 Mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Ne10 ta6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepiB -50 yn.

359.

MIPUTAH

Tabnetku no 1,0 mr,
no 10 TabneTtok y
6nictepi, no 3 abo
no 6 6nictepis y
KapTOHHI ynakosL,i

TOB
«MMEAPAPM
NnTo»

YKpaiHa

KYCYM XENTXKEP
MNBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/to4atoun AianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEpPKEHMM po3Mipom) 36iMbLUEHHS
po3wmipy cepii N3 go 10 pasis (BBeAeHHSA
[ofatkoBoro po3mipy cepii 75 000 TabneTok)
Ona nosysaHHA 1,0 Mr, y 3B’A3KY 3
ONnTVMI3aLiel0 BUKOPUCTaHHA 061aAHaHHS npu
BVMPOGHMLTBI TOTOBOrO NiKapCbKOro 3acoby
(6€e3 3MiHM TexHonorii BUpO6HULTBA Ta
NMPOMMCIOBOro 061aAHaHHS).
3aTBepakeHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok

3a
peyenmom

UA/18620/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
[ns Tabnetok 0,25 mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Nel0 Tab6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepis -50 yn.
3anponoHoBaHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
Po3wmip cepii:

75 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 2500 yn.
Nel0 tab6. no 6 6nictepis - 1250 yn.
Ne 10 Ta6. no 100 6nicTepiB — 75 yn.
Ne 10 Ta6. no 150 6nictepis — 50 yn.
Ne 10 Ta6. no 200 6nicTepis - 37 yn.
[ns Tabnetok 0,25 Mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Ne10 ta6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepiB -50 yn.

360.

MIPUTAH

Tabnetku no 0,25 mr
in bulk: no 10
Tabnetok y 6nictepi,
no 100 6nictepiB y
KapTOHHI kopo6Lyj;
no 10 TabneTok y
6nictepi, no 150
6nictepiB y
KapTOHHI kopo6uyj;
no 10 TabneTtok y
6nictepi, no 200
6nictepiB y
KapTOHHIA KOpooLi

TOB
«MMEAPAPM
NnTo»

YKpaiHa

KYCYM XENTXKEP
MNBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/toYatoun AianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs fo 10 pasiB NOPIBHSAHO i3
3aTBEpPKEHMM po3Mipom) 36iMbLUEHHS
po3wmipy cepii N3 go 10 pasis (BBeAEHHSA
[ofatkoBoro po3mipy cepii 75 000 TabneTok)
Onsa nosysaHHA 1,0 Mr, y 3B’A3KY 3
OnTVMI3aLiel0 BUKOPUCTaHHA 061aAHaHHS npu
BVMPOGHMLTBI TOTOBOTO NiKapCbKOro 3acoby
(6€e3 3MiHM TexHonorii BUpO6HULTBA Ta
NPOMMCNOBOr0 06/1a4HaHHS).

UA/18621/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBepakeHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
[ns Tabnetok 0,25 mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Nel0 Tab. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepis -50 yn.
3anponoHoBaHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepiB — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
Po3wmip cepi:
75 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 2500 yn.
Ne10 tab. no 6 6nictepis - 1250 yn.
Ne 10 Ta6. no 100 6nicTepiB — 75 yn.
Ne 10 Ta6. no 150 6nictepis — 50 yn.
Ne 10 Ta6. no 200 6nicTepis - 37 yn.
[ns Tabnetok 0,25 Mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Tab6. no 3 6nictepa — 3333 yn.
Ne10 ta6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 1a6. no 200 6nicTepiB -50 yn.

361.

MIPUTAH

Tabnetkv no 1,0 wr,
in bulk: no 10
Tabnetok y 6nictepi,
no 100 6nicTepiB y
KapTOHHI kopo6Lyj;
no 10 Tabnetok y
6nictepi, no 150
6nictepiB y
KapTOHHI kopo6uyj;
no 10 TabneTtok y
6nictepi, no 200

TOB
«MMEAPAPM
NnTo»

YKpaiHa

KYCYM XENTXKEP
nBT NTA,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/toYatoun AianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEpPKEHMM po3Mipom) 36iNbLUEHHS
po3wmipy cepii N3 go 10 pasis (BBeAEHHSA
[ofatkoBoro po3mipy cepii 75 000 TabneTok)
OnAa nosysaHHA 1,0 Mr, y 3B’A3KY 3
ONTVMi3aLiel0 BUKOPUCTaHHSA 06/1aAHaHHS npu

UA/18621/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepiB y
KapTOHHIA KOpooLi

BVMPOGHMLTBI TOTOBOTO NiKapCbKOro 3acoby
(6€e3 3miHM TexHoorii BUPOOHMLTBA Ta
NPOMMCOBOro 061aAHaHHS).
3aTBepakeHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nictepis - 25 yn.
[ns Tabnetok 0,25 mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Nel10 Tab6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepis -50 yn.
3anponoHoBaHo
[ns Tabnetok 1,0 mr
Po3wmip cepii: 50 000 TabneTok
Ne 10 Ta6. no 3 6rictepa — 1666 yn.
Ne10 Tab. no 6 6nictepis -833 yn.
Ne 10 Ta6. no 100 6nictepis — 50 yn.
Ne 10 Ta6. no 150 6nicTepis — 33 yn.
Ne 10 Ta6. no 200 6nicTepis - 25 yn.
Po3wmip cepii:

75 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 2500 yn.
Ne10 tab6. no 6 6nictepis - 1250 yn.
Ne 10 Ta6. no 100 6nicTepiB — 75 yn.
Ne 10 Ta6. no 150 6nictepis — 50 yn.
Ne 10 Ta6. no 200 6nicTepis - 37 yn.
[ns Tabnetok 0,25 Mr
Po3wmip cepii: 100 000 Tabnetok
Ne 10 Ta6. no 3 6nictepa — 3333 yn.
Ne10 ta6. no 6 6nictepis -1666 yn.
Ne 10 Ta6. no 100 6nictepis — 100 yn.
Ne 10 Ta6. no 150 6nictepis — 66 yn.
Ne 10 Ta6. no 200 6nicTepiB -50 yn.

362.

NK-MEPL,

TabneTku, BKPUTI
NNiBKOBOIO
o060n0Hkot0, No 100
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHIA KOpooLi

Mepyy
PapmachbloTika
nc rméex

HimeyunH
a

Mpopaykuis in-bulk:
Knoke ®apma-
Cepgic 'M6X,

HimeuunHa,;
MepBuHHE Ta
BTOPUHHE
nakysaHHs: MepL,
dapma 'mbX i Ko.

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3MiHn Il TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAAui peecTpauiliHoro nocsigyeHHs,
BK/ItOYarouu MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NnoAasIbLIOro 06rpyHTYBaHHS HOBUMM

3a
peyenmom

UA/9031/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KraA, HimeuunHa; [04aTKOBUM AaHWMU, L0 MatoTb HadaBaTucs
nepBuHHE Ta KOMNETEeHTHUM OpraHoM, OCKifTbKu
BTOPVHHE BUMaraeTbCsl CyTTEBA OL[iHKA KOMMNETEHTHUM
nakyBaHHs: Kroke opraHom) 3asiBHVKOM HaAaHo iHiljiabHy
dapma-Cepsic Bepcito MnaHy ynpasniHHA pusmMkaMmu Bepcis
mM6X, HimeuuunHa; 1.0., BignosigHo ao chaiiny cneumdikaii
BTOPUHHE BaXK/IMBUX iEHTNIKOBAHNX PU3NKIB,
nakyBaHHs: X.E.J1.M. BaXX/IMBUX NOTEHLiiHNX PU3NKIB i BiACYTHLOI
mM6X, HimeuuunHa; iHchopmawii (2.0), Ans BUKOHaHHS 3060B'A3aHb
BTOPVIHHE nepef KOMNETEHTHUM OpraHoMm
nakyBaHHs: MpecTix
MpomoyLuH
Bepkaydccoepaep
yHr & Bepbecepsic
'mM6X, HimeuunHa;
Brpo6HWK,
BiAnoBiaanbHMi 3a
BMNYCK cepiii: MepL,
dapma 'm6X i Ko.
KlraA, HimeuunHa
363. | NK-MEPL, PO34MH AN iHdys3ii, Mepy, HimeuumnH Bunpo6bHuK rotoBoro Icnans/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/9031/02/01
0,4 mr/mn no 500 mn | ®apmacbloTika a nikapcbkoro 3acoby: HimeuyunHa 3miHu |l TURy - 3MiHn Wwopao peyenmom
y thnakoHi; no 2 nc rméx, B. BpayH Megukan, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
chnakoHn y HimeuunHa CA, IcnaHis; BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KapTOHHIA Kopoo6Li Brpo6HWK, YMOB BMAaui peecTpaviliHoro noceigyeHHs,
BiANOBIAaIbHUIA 38 BK/ItOYarouM MNnaH ynpasniHHSA pu3nkamu
BWMNYCK cepii: MepL, (3acTocyBaHHs 3MiH(1), siKi(a) BUMaraoTb(€)
dapma 'v6X i Ko. noAasbLIOro 06rpyHTYBaHHS HOBUMM
KraA, HimeuunHa; [,00aTKOBUM AaHMMUY, WO MaloTb HagasaTuca
Bunpo6HuK, KOMMNETEHTHNM OpPraHoM, OCKifTbK
BiANOBIAaIbHUI 38 BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
BTOPWHHE opraHom) 3asiBHMKOM HafaHo iHiljanbHy
nakyBaHHs: [NpecTix Bepcito MnaHy ynpasniHHa pusvkamu (1.0),
MpomoyLH BiANOBIAHO A0 haiiny cneumdikalii BaxxmBux
Bepkaydcdoepaep iAEeHTUIKOBaHNX PU3NKIB, BaXK/TUBUX
yHr & Bepbecepsic NOTEHUIAHNX PU3KKIB | BIACYTHLOI iHchopmaLii
vm6X, HimeuunHa; (2.0), ons BMKOHaHHSA 3000B'A3aHb Nepeg,
B1poG6HMK, KOMNETEeHTHUM OpraHom.
BiAnoBigaNbHWI 3a
BTOPVIHHE
nakysaHHs: X.E.J1.I.
'm6X, HimeyunHa
364. | NPAKCIC PO34UH ON15 iH'EKLLA TOBAPUCTB YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/18063/01/02
1000 mr/4 mn, no 4 03 06MEXEHO 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
M/ B amnyni, no 5 OBMEXEHO BiAgMNOBiga/IbHICTIO peecTpavuiiniHOro noceig4eHHs) (3rigHO Hakasy
amnyn y 6nictepi; no 10) "®apmaueBTNYHa MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
1 6nictepy y BIANOBIAAN KoMnaHis "3gopos'a” NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS;
Kopobui bHICTHO 3MiHu | TMNYy - 3MiHK Woao
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

«KOPIMOPALII
A
«300POB'A»

6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUxX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0oco6W, BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOi ocobu 3
thapmakoHarnsgy 3asBHVKa AN 34jiACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiZJ, yNMOBHOBa)KEHOI 0CcOo6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-dhaiina
cucTemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBiAaNbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuisn: Maxosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
HOMepa mMacTep-ghaiina cuctemu
chapmakoHarnsgy

365.

MPAKCIC

PO3YMH A8 iH'EKUIN
500 mr/4 mn, no 4
M/ B amnyni, no 5
amnyn y 6nictepi; no
1 6nictepy y
Kopobui

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«3[00POB’'A»

Ykpaina

ToBapucTso 3
obmexeHo
BiANoBigasIbHICTIO
"®apmaueBTnyHa

KomnaHisa "3gopoB'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NpPOTAroM 6-T1 MiCALIB MiCN1A 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag, [irovya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepfakuisn: MNaHosa OnexHa

MwukonaiBHa 3MiHa KOHTaKTHUX AaHWX

3a
peyermom

UA/18063/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HoMepa macTep-cthaiina cuctemu
thapmakoHarnsgy
366. | MPEFABANIH | kancynu no 75 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16414/01/01
-AAPHULA 7 Kancyny "®apmaueBTu "®apmaueBTnyHa 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenmom
KOHTYPHIl yHa chipma thipma "AapHuusa” BignosigHocTi/l E-cepTudikar BignosigHocTi
YapyHKOBIl "OapHuus” €Bponelicbkili hapmakonei/MoHorpadii.
ynakoBLii; no 2 abo MoaaHHA HoBOro abo OHOBEHOTO
no 3, abo no 4, a6o cepTudikaTa BiANOBIAHOCTI 260 BUyYEHHS
N0 8 KOHTYPHUX cepTudikaTa BiANoBiAHOCTI EBpoNeiichKiit
YapyHKOBUX thapmakonei: gna A®l; gns suxigHoro
yMakoBOK y navi matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2016-
189 - Rev 01 (3atBepgxeHo: RO-CEP 2016-
189 - Rev 03) ana A®I MperabaniH Big Bxe
3aTBepxeHoro Bupo6Hvka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
367. | NPEFABANIH | kancynu no 150 mr MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/16414/01/02
-AAPHULA no 7 kancyny "papmaueBTu "®apmaueBTUYHA 3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudiikaT peyenmom
KOHTYPHIl YyHa hipma ipma "AapHuus” BignosigHocTi/l E-cepTudikar BignosigHocTi
YapyHKOBIl "OapHuus” €Bponelicbkili hapmakonei/MmoHorpadii.
ynakoBLi; no 2 abo MopaHHA HOBOrO abo OHOBNEHOTO
no 3, abo no 4, a6o cepTudikaTa BiANOBIAHOCTI a60 BUIYYEHHS
N0 8 KOHTYPHUX cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
YapyHKOBUX thapmakonei: gns A®l; ans BUXiAHOrO
ynakoBOK y nauui marepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
0151 [ONOMDKHOI peyoBuHU (cepTudiikat
BiANoBigHOCTI €Bponeiickbkili hapmakonei) -
OHoBreHWIA cepTudikat Bif yxe
3aTBEPAKEHOTO BUPOBGHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2016-
189 - Rev 01 (3atBepaxeHo: RO-CEP 2016-
189 - Rev 03) ana A®I MperabaniH Big BXe
3aTBepAxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
368. | MPEFABANIH | kancynu no 300 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/16414/01/03
-AAPHULA no 7 kancyny "papmaueBTu "®apmaueBTNYHa 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
KOHTYpHilA YyHa hipma dipma "AapHuua” BignosigHocTi/lE-cepTudikar signosigHocTi
YapyHKOBIl "NapHuus" €Bponelicbkili hapmakonei/MmoHorpadii.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
ynakoBLj; no 2 abo MogaHHA HOBOrO abo OHOB/IEHOTO
no 3 KOHTYpPHi cepTudikaTa Bi4NoOBIAHOCTI a60 BUNYyYEHHS
YapyHKOBI yNnaKkoBKu cepTudikaTa BignoBigHOCTI EBponelichkil
B nauuj thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei) -
OHOBNEHWiA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2016-
189 - Rev 01 (3atBepgxeHo: RO-CEP 2016-
189 - Rev 03) gnia A®I MperabaniH Big, BXe
3aTBEpAXEHOro BUpo6HrKa Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
369. | NPEFABAJIIH | po34nH OpasibHWiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16414/02/01
-AAPHULA 20 mr/mn no 200 mn "®apmaueBTu "®apmavueBTnyHa 3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT peyenmom
y do1akoHi 3 yHa chipma thipma "AapHuua” BignosigHocTi/l E-cepTudikar BignosigHocTi
afanTepom, "OapHuus” €Bponelicbkilt hapmakonei/MoHorpadii.
3aKpPUTOMY KPULLIKOO MoaaHHA HOBOro abo OHOBIEHOTO
3 KOHTpONEM cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
NepLLOro Po3KPUTTS; cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
no 1 chnakoHy 3i thapmakonei: gna A®l; ans BMxigHOro
LUNPULIOM J03YHUUM marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
y nauuj IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2016-
189 - Rev 01 (3atBepgxeHo: R1-CEP 2016-
189 - Rev 00) ana A®I MperabaniH Big Bxe
3aTBepxeHoro Bupo6Hvika Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
370. | NPEHENIA® Tabnetku, No 4 mr; TOB YkpaiHa MAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/18088/01/01
no 10 TabneTtok y "APTEPIYM "Knismegnpenapar” 3MiHu | TMnYy - 3MiHK Woao peyenmom
6nictepi, no 3 nTa" 6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.

6nictepun y nauui

BBefeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarniagy, 3miHa yrnosHoBaXeHoT
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiIMiHHA BifJ YNOBHOBaXKEHOI 0cobw,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

371.

MNPEHENIA®

BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34jiACHEHHS
OCHOBHOI AifsiNIbHOCTI 3 hapmakoHarnsay

nocsBi0OYeHHs

372.

Tabnetkn, nNo 8 mr;
no 10 Tabnetok y
6nictepi, no 3
6nicTepun y nauui

TOB
"APTEPIYM
nTg

YkpaiHa

NAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dapmakoHarnsgy (BBefeHHs
y3arasibHeHMX JaHux npo cuctemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapMakoHarniagy 3asBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS

chapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)

Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,

BignoBigasibHOI 3a hapMakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 MacTep-daiina cuctemu
thapmakoHarniagy. 3miHa mMicus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay

3a
peyernmom

UA/18088/01/02

NMPOrPA®®

Kancynu teepgino 1
Mmr; no 10 kancyny
6nictepi; no 5
6nictepis B
antoMiHiEBOMY
naketi; no 1 nakety
B KapPTOHHIi Kopobui

AcTtennac
dapma tOpon
b.B.

HigepnaH
an

Actennac IpnaHg
Ko. ITq

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3MiHn Il TUnY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.

3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro

3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 41s

MeZIMYHOro 3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMU

OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHMUW

OAHVMU Ta JaHUMK 3 papMakoHarnsgy -

3a
peyenmom

He
nionsieae

UA/4994/02/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHM BHECEHO B IHCTPYKLiO AN MEAUYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogisa 3 iHWKMKU NikapcbKuMu 3acobamm
Ta iHWi BMAM B3aemogiin" (Lofo B3aemogii 3
iHribiTopamun mileHi panamiuyHy (mTOR)),
"Oco6nmBOCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuji”. BBeAeHHS 3MiH NpoTArom 6-tu
MicaLiB nicna 3aTBepmkKeHHs. 3MiHu Il Tuny -
3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4N MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy
3MiHM BHECEHO B IHCTPYKLiO AN MEAUYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamm
Ta iHWIi BAM B3aEMOZii" o040 B3aEMog;i 3
KacnodyHriHoM. BBefieHHA 3MiH NPOTArom 6-
TV MicsliB nicns 3aTBepkeHHs. 3MiHu Il Tuny
- 3MiHu Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
JaHuMu 3 dhapMakoHarniagy - 3MiHu BHeCEHO B
IHCTPYKLil0 AN51 MeANYHOT0 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao posainy
"®apmakonoriyHi BactusocTi". BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA

373.

MPOrPA®®

Kancynm Teepai no 5
mr; no 10 kancyn y
6nictepi; no 5
6nictepis B
aIOMIHIEBOMY
nakeTi; no 1 nakety
B KapPTOHHI kopo6ui

AcTtennac
dapma KOpon
B.B

Hinepnax
an

Actennac IpnaHg
Ko. /114

Ipnangis

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu Il TUnNy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEJMYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMM 3 KOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
JaHUMK Ta faHvmu 3 hapmakoHarnsgy -
3MiHM BHECEHO B iIHCTPYKLiIO 418 MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi BMAW B3aemogiin" (Lofo B3aemogii 3
iHribiTopamun miweHi panamiuyHy (mTOR)),
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iYHI
peakuii”. BBeieHHS 3MiH NpoTArom 6-m

3a
peyenmom

He
nionsieae

UA/4994/02/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MicsAUiB nicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
AaHumMu 3 chapmakoHarnagy
3MiHW1 BHECEHO B IHCTPYKLiIO 418 MeAUyYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3giiy
"B3aemogis 3 iHWMMK Nikapcbkumm 3acobamu
Ta iHWi BUAY B3aEMOAIN" Loao B3aEMog;i 3
KacnodpyHriHom. BBeieHHS 3MiH NpoTsArom 6-
TV MicAILiB Nicnsa 3aTBepmkeHHs. 3MiHu || Tuny
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4N Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHy BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy
"®apmakonoriyHi BactusocTi". BBegeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

374.

MPOrPA®®

Kancynu TBepgi no
0,5 mr; no 10 kancyn
y 6nicTepi; no 5
6nictepis B
anoMiHiEBOMY
nakeTi; no 1 nakety
B KQpPTOHHI kopooLi

AcTtennac
dapma tOpon
b.B.

Hinepnax
an

Actennac lpnaHg
Ko. Nitg

Ipnangis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MEAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
JaHVMU 3 SKOCTi, OKMIHIYHUMU, KAIHIYHUMUN
[aHUMK Ta faHvmu 3 hapmakoHarnsagy -
3MiHM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWK1MKU fikapcbkMu 3acobamm
Ta iHWi BUAY B3aemogiin” (oo B3aemogii 3
iHribiTopamun milweHi panamiuyHy (mTOR)),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MMo6iyHi
peaxkuii”. BBeeHHs 3MiH NpOTArom 6-1u
MicsLiB nicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAn4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, fOKNIHIYHMMW, KTIHIYHUMUW AaHMMU Ta

3a
peyermom

He
nionsieae

UA/4994/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AaHumu 3 chapmakoHarnagy
3MiHM BHECEHO B iIHCTPYKLi0 A1 MegUYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWK1MKU NikapcbkMu 3acobamm
Ta iHWi BUAY B3aemogiii" oao B3aemogii 3
KacnodpyHriHom. BeefieHHs1 3MiH NpoTArom 6-
TV MicsLiB nicns 3aTBepakeHHs. 3MiHu Il Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 4158 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMTIHIYHMKW AaHUMK Ta
JaHuMu 3 dhapMakoHarnagy - 3MiHu BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3gainy
"®apmMakonoriyHi BnactmsocTi". BBeeHHs
3MiH NPOTArom 6-Tn Micauis nicns
3aTBEPAKEHHSA

375.

NMPOrPA®®

KOHLLeHTpaT Ans
NPUroTyBaHHs
pO34nHy Ans
BHYTPILLHLOBEHHOTO
BBEAEHHS, 5 Mr/mn,
no 1 mn B amnyrni;
no 10 amnyny
NAacTuKoBIl
YapyHKOBI
ynakosLi; no 1
ynakoBLii B
KapTOHHIM navi

AcTtennac
Papma HOpon
b.B.

HigepnaH
an

Actennac IpnaHg
Ko. ITq,

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MEANYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
[aHUMK Ta JaHvMy 3 hapmakoHarnsgy -
3MiHM BHECEHO B iHCTPYKLUiO AN MEeAUYHOT0
3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"®apmakonoriyHi BnactusocTi". BBegeHHs
3MiH NPOTArom 6 MICALIB MiCNSA 3aTBEPKEHHS.
3MiHu Il TUnNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
MEJMYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMM 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
JaHuMK Ta gaHumu 3 chapmakoHarnagy
3MiHM BHECEHO B iIHCTPYKLiIO 418 MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi BnAM B3aemMogiin" (Lo[0 B3aEMOgi 3 3
iHribiTopamun miweHi panamiuyHy (mTOR)),
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iYHI
peakuii”. BBegeHHs 3MiH NpoTarom 6 micauis
nicnsa 3aTBepmkeHHs. 3MiHu Il Tuny - 3miHu
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsay. 3miHu y KOpoTKii

3a
peyenmom

He
nionsieae

UA/4994/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMK, KTIHIYHMUW AaHUMK Ta
JaHuMu 3 dhapMakoHarnagy - 3MiHu BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao po3ainy "B3aemogis 3
IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aEMOL,iN" 00 B3aEMOZIT 3 kKacnodyHriHOM.
BBefeHHs1 3mMiH npoTsArom 6 micsAuis nicns
3aTBEPAKEHHS

376.

MPOrPA®®

Kancynu TBepgi no
0,5 mr; no 10 kancyn
y 6nicTepi; no 5
6nictepis B
anoMiHieBOMY
nakeTi; no 1 nakety
B KQpPTOHHI kopooLi

AcTtennac
dapma tOpon
b.B

Hinepnax
an

Actennac lpnaHg
Ko. Nitg

Ipnangis

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHM BHECEHO B IHCTPYKLiO ANs
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
0o po3giniB «OcobuBi 3axoam 6e3nekm» Ta
«[M0o6iuHI peakuii» (CMHAPOM 060POTHOI
3aaHboi eHuedanonarii (CO3E)) BignosigHo
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCYBaHHA Ajl040i pevyoBnHN. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHW WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLiO ANs
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3ginis «OcobMBOCTI 3aCTOCYBaHHSA» Ta
«B3aemogisa 3 iHWMMK nikapcbkuMn 3acobamu
Ta iHWi B1AKM B3aEMOSii» BigNoBigHO A0
OHOBJ1EHOI iHGhopMaLi Woao 6e3neku
3aCTOCYBaHHS Ail040l pevoBMHY 3rigHO 3
pekomeHgauieto PRAC (BnnvB kaHabigiony Ha
NiABULLEHHS PiBHA TakponiMycy B KPOBI).
TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsay. 3miHa y KopoTkii

3a
peyermom

He
nionsieae

UA/4994/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLi0 Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
00 po3ginie «Ocob/MBOCTI 3aCTOCYBaHHS»,
«B3aemogjsa 3 iHWMMK nikapcbkMMn 3acobamu
Ta iHWi BUAY B3aemogiii» Ta «MNob6iyHi peakwii»
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi Woao
6e3nekn 3acTocyBaHHs fil040i PEHOBUHM
3rigHo 3 pekomeHgauieto PRAC (ogHouyacHe
3acToCcyBaHHi Takposimycy 3 3acobamu, Lo
NiABULLYIOTb PiBEHb Kauito B CMPOBATL, KPOBI).
TepmiH BBeZleHHS 3MiH - NTPOTArom 6 micauis
nicns 3aTBepakeHHs. 3MiHu 1l Tuny - 3MiHu
wono 6e3nekun/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY aHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHy BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainie «OcobnnBoCTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWmmn
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3a€EMOJii» LL0A0 3aCTOCYBaHHSA Aitoyol
PeyoBUHM 3 iHAYKTOpPaMu Ta iHribiTopamu
CYP3A4. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicALiB Nicnsa 3aTBepAKeHHs

377.

MPOrPA®®

Kancynvm Teepgi no 1
Mmr; no 10 kancyny
6nictepi; no 5
6nictepis B
anoMiHiEBOMY
nakeTi; no 1 nakety
B KQpPTOHHIi kopooLi

AcTtennac
dapma tOpon
b.B

Hinepnax
an

Actennac lpnaHg
Ko. Nitg

Ipnangis

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHM BHECEHO B IHCTPYKL,iO AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
0o po3giniB «OcobuBi 3axoam 6e3nekm» Ta
«[M0o6iuHI peakuii» (CMHAPOM 060POTHOI
3aaHboI eHuedanonarii (CO3E)) BignosigHo
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCYBaHHS filo40i pevyoBnHU. TepMiH

3a
peyermom

He
nionsieae

UA/4994/02/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BBEJEHHS 3MiH - NpoTArom 6 micsyis nicns

3aTBEPKEHHSA. 3MiHU | TNy - 3MiHW WoA0
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLi0 ANs
MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
00 po3ginis «OcobMBOCTI 3aCTOCYBaHHA» Ta
«B3aemogjsa 3 iHWMMK nikapcbknMn 3acobamm
Ta iHWi B1AKM B3aEMOSii» BigNoBiAHO A0
OHOB/EHOI iHGhopMaLi Woao 6e3neku
3aCTOCYBaHHSA Ail040I PeYOBUHU 3rigHO 3
pekomeHgauieto PRAC (BnivB kaHabigiony Ha
NiABULLEHHS PiBHA TakponiMycy B KPOBI).
TepmiH BBEAiEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepkeHHs. 3MiHn | Tuny - 3MiHn
wopo 6e3nekv/epekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MNekn NiKapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLi0 Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
00 po3ginie «Ocob/MBOCTI 3aCTOCYBaHHS»,
«B3aemogjsa 3 iHWMMK nikapcbkMMn 3acobamu
Ta iHWi BUAY B3aemogiii» Ta «Mob6iyHi peakwii»
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi Woao
6e3nekn 3acTocyBaHHs f}il040i PEYOBUHM
3rigHo 3 pekomeHgauieto PRAC (ogHodvacHe
3acToCcyBaHHi Takposimycy 3 3acobamu, Lo

NiABULLYIOTb PiBEHb Kaito B CMPOBATL,i KPOBI).
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TepmiH BBeAlEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepakeHHs. 3MiHu 1l Tuny - 3MiHu
wono 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeanYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW aHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHy BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainie «OcobnnBoCTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWnmn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3a€EMOJii» LL0A0 3aCTOCYBaHHSA Aitoyol
PeyoBUHM 3 iHAYKTOpPaMu Ta iHribiTopamu
CYP3A4. TepMiH BBeAEHHS 3MiH - NPOTArom 6
MicALiB Nicnsa 3aTBepAKeHHs

378.

MPOrPA®®

Kancynu TBepai no 5
Mmr; no 10 kancyny
6nictepi; no 5
6nictepis B
anoMiHiEBOMY
nakeTi; no 1 nakety
B KQpPTOHHI kopo6Li

AcTtennac
dapma tOpon
b.B.

Hignepnax
an

Actennac lpnaHg
Ko. Nitg

Ipnangis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHM BHECEHO B iIHCTPYKLi0 AN
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby
0o po3ginis «OcobnuBi 3axoam 6e3nekm» Ta
«[M0o6ivHI peakuii» (CMHAPOM 060POTHOI
3aaHboi eHuedanonarii (CO3E)) BignosigHo
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCYBaHHSA fjl040i pevyoBnHN. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLiO Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3ginis «OcobMBOCTI 3aCTOCYBaHHA» Ta
«B3aemogjsa 3 iHWMMK nikapcbkuMn 3acobamu
Ta iHWi B1AKM B3aEMOSii» BigNoBigHO A0
OHOBJ1EHOI iHGhopMaLi Woao 6e3neku
3aCTOCYBaHHS Ait040l peYOBMHY 3rigHO 3

3a
peyernmom

He
nionsieae

UA/4994/02/03
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

pekomeHgauieto PRAC (BnimB kaHabigiony Ha

Bionycky

yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

NiABULLEHHS PiBHA TakponiMycy B KPOBI).
TepmiH BBEAlEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepkeHHs. 3MiHn | Tuny - 3MiHn
wopo 6e3nekv/epekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifgcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLi0 ANs
MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
00 po3ginis «Ocob/MBOCTI 3aCTOCYBaHHS»,
«B3aemogjsa 3 iHWMMK nikapcbknMn 3acobamu
Ta iHWi BUAY B3aemogiii» Ta «Mob6iyHi peakwii»
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi Woao
6e3nekn 3acTocyBaHHS f}il040i PEYOBUHM
3rigHo 3 pekomeHgauieto PRAC (ogHodyacHe
3acTocyBaHHi Takposimycy 3 3acobamu, Lo
NiABULLYIOTb PiBEHb Kauito B CMPOBATL, KPOBI).
TepmiH BBeAlEHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepakeHHs. 3MiHu 1l Tuny - 3MiHu
wono 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4N Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW aHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHy BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainie «OcobnnBoCTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWnmn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3a€EMOJii» LL0A0 3aCTOCYBaHHSA Aitouol
PeyoBUHM 3 iHAYKTOpPaMu Ta iHribiTopamu
CYP3A4. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicALiB Nicna 3aTBepAKeHHs
BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:

3a

He

UA/4994/01/01

379.

MPOrPA®®

KOHUeHTparT s
NPUroTyBaHHs
po3unHy Ansi

BHYTPILLUHbOBEHHOTO

AcTtennac
dapma tOpon
b.B.

Hinepnax
an

Actennac lpnaHg
Ko. Nitg

Ipnangis

3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

peyermom

3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro

nionsieae
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BBEAEHHS!, 5 Mr/mn
no 1 mn B amnyni;
no 10 amnyny
NNacTyKOBIi
YapyHKOBIl
ynakosui; no 1
ynakoBLi B
KapTOHHI navi

3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLji 4n1s
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLj0 4N
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
[0 po3ainiB «Oco6/MBOCTi 3aCTOCYBaHHSA» Ta
«B3aemogis 3 iHWYMK Nikapcbkumn 3acob6amm
Ta iHWi BUAW B3aEMOZ;ii» BiANoOBiAHO A0
OHOBJIEHOI iHGhopMaUii LWoao 6e3nekn
3aCTOCyBaHHS [it040T pe4yoBUHY 3rigHO 3
pekomeHgauieto PRAC (Bnnus kaHabigiony Ha
NiABULLEHHS PIBHSA Takponimycy B KPOBI).
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAuis
nicns saTBeppkeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) 3MiHW BHECEHO
B IHCTPYKL,iIO 4719 MeNYHOro 3acToCyBaHHs
nikapcbKoro 3acoby Ao po3ainis «Ocobnusi
3axofu 6e3neku» Ta «MobiyHi peakwii»
(CuHapom 060pOTHOT 3aHbLOT eHuedanonarii
(CO3E)) BignoBigHO A0 OHOB/IEHOI iHChopMaLii
o0 6e3neku 3acToCyBaHHs Aito4oi
peyoBuHW. TEPMiH BBELEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLi0 Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
00 po3ginis «Ocob/MBOCTI 3aCTOCYBaHHS»,
«B3aemogis 3 iHWMMK NikapCbkMMK 3acobamu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ta iHWi BUAY B3aemogiii» Ta «MNob6iyHi peakwii»
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi Woao
6e3nekn 3acTocyBaHHs f}il040i PEHOBUHM
3rigHo 3 pekomeHgauieto PRAC (ogHodyacHe
3acToCcyBaHHi Takposimycy 3 3acobamu, Lo
NiABYLLYIOTb PiBEHb Kaulito B CMPOBATL KPOBI).
TepmiH BBeZleHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepakeHHs. 3MiHu 1l Tuny - 3MiHu
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4N MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHy BHECEHO B
IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis «OcobamMBoCTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWmmn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3a€EMOJji1» LL0A0 3aCTOCYBaHHSA Aitoyol
PeyoBUHM 3 iHAYKTOpPaMu Ta iHribiTopamu
CYP3A4. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicALiB Nicnsa 3aTBepAKeHHs
380. | MPOKTO3AH | cynosutopii "Xemodhapm" Pecny6nik KOHTPO/b cepii, Pecny6nika BHECEHHS 3MiH [0 peecTpauiiHnX MaTepianis: 6e3 UA/4645/02/01
® HEO pekTasnbHi no 5 AL a Cepbis [03BiN Ha BUMYCK Cepbis/ YTOUHEHHS1 YMOB Bignycky B Hakasi MO3 peyenma
CynosnTopiiB y cepit: YkpaiHa YkpaiHu Ne 732 Big, 29.04.2024 B npoueci
6nictepi; no 2 "Xemodpapm" ALl BHECEHHA 3MiH (3MiHW | Tuny - 3MiHW 3 AKOCTI.
6nictepay Pecny6nika Cep6is; A®I. KoHTponb A®I (iHLWi 3MiHW) BHECEHHS
KapTOHHIA KOpooLi BUPOGHMLTBO 3MiHn B ASMF (version V04d, December 2022)
Hepo3dghacoBaHo| 015 40401 peyoBrHN NONiLOKaHoy, a came B
npoayKuii, NnepBuHHa po3gaini 3.2.S.4.2.AHaniT4HI METOANKM
Ta BTOPWHHA [ofaHo NocunaHHA Ha JoJaTkoBuii TecT
ynaKoBKa, KOHTPO/1b «Appearance/Colour» - PV 10-2158. 3MiHu |
cepii: TMny - 3MiHK 3 akocTi. A®Il. KoHTposnb AdI
"Xemothapm" All, (iHWi 3miHW) akTyanisauis iHdopMmauii y po3gini
Bpwau, Bigain 3.2.5.3.2. omiwkn ASMF (version V04d,
BMPOGHMYA December 2022) ons ajtouoi pe4yoBuHMN
ninbHnusa LWabad, nonigokaHony, a came iHchopmaLl,ito 3 3aKpuToi
Pecny6nika Cep6is; yacTuHu macTep chainy (Restricted Part)
BMPOGHMLITBO 3a nepeHeceHo y NOBHOMY 06CS3i y BigKpuUTy
NOBHUM LK/IOM: yacTuHy (Applicant Part) 3rigHo 3 BUMoramu
TOB "3 ICH/Eur.Ph.). Pegakuist B Hakasi - 3a
"BIO®APMA", peuentom. BipHa pepakuis - 6e3 peuenTta.
YKpaiHa
381. | NPOMO®ON- | emynbeia ans b. bpayH HimeuunH Brpo6HMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/8172/01/01
ninypPo 1% iHcpysiid, 10 mr/mn, Menb3yHreH a nepBuHHA Ta 3MiHu | TUNYy - 3MiHK Woao peyenmom
no 20 mn B amnyni; Al BTOPVHHA ynakoBka, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

no 5 amnyny

BMNycCK cepii

BBefeHHs1 ab0 3MiHM [0 y3arasibHEHMX AaHWX
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHIi kopo6Lyj; thnakoHiB: b. BpayH npo cuctemy chapmakoHarnsgy (BBeAeHHS
no 50 mn a6o no Menb3yHreH Al y3arasibHeHuX AaHux nNpo cuctemy
100 mn 'y dhnakoHi; HimeyunHa,; hapmakoHarniagy, 3MiHa ynoBHOBaXeHOT
no 10 chnakoHiB y KoHTponb cepii 0oco6u, BiANOBIAAUTLHOI 3a 34iICHEHHS
KapTOHHiA KOpooLi oN1aKoHIB: thapmMakoHarnagy; KOHTakTHoOi ocobu 3
B. bpayH thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
Menb3yHreH Al hapmakoHarnsgy B YkpaiHi, K0 BOHa
HimeuumnHa; MoBHUIA BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
LKA BUPOGHMLTBA BiANOBiAa/IbHOT 3a 34iiCHEHHS
amnyn: b. BpayH chapmakoHarnsgy (BkIvaouy KOHTaKTHI AaHi)
Menb3yHreH Arl, Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
HimeuunHa cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
Litova pepakuisi: Maiikn Mapuunep / Michael
Marschler. MNponoHoBaHa pegakuyis: J-p
MapxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXKEHOI 0cobu
3as1BHMKA, BignoBigasbHOI 3a dhapMakoHarnsg
382. | PEBI®® PO34UH O151 iH'EKLLIA Apec TpeligiHr | LBeiiuapi Mepk CepoHo ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16340/01/02
no 44 mkr (12 MaH C.A. A C.n.A., Itanis; Mepk Llseiuapis 3Minu | TURY - 3MiHn Woao peyenmom
MO) /0,5 mn; no 0,5 CepoHo C.A., 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
M1y nonepeaHbo BIAAINEHHA Y M. 3MiHa YacToTy Ta/abo TepMmiHiB NogaHHsA
3anoBHeHoOMy O60HH, Lseiuapis perynspHO OHOB/IOBaHMX 3BITIB 3 6e3nekn
wnpuuy; no 3 abo NikapcbKnx 3aco6iB - 3MiHa 4acTOTV NOAAHHS
12 nonepefHbLO perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
3anoBHEHMNX [itoua pepakuin: Yactota nogaHHsA perynsipHo
LnpuLiB y OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3 poku.
KapTOHHIA KOpooLi MponoHoBaHa pepakuin: Yactota nogaHHA
perynsipHoO OHOBJ/IHOBAHOIO 3BIiTy 3 6e3nekn 5
pokiB. PekomMeHA0BaHO [0 3aTBEPKEHHS
BiAMNOBIAHO 40 NEPIOANYHOCTI NOAAHHSA
perynisipHO OHOBJ/IOBAHMX 3BITIB 3 6e3neku
niKkapcbknx 3acobiB y €EC
383. | PEBI®® PO34MH ANA iH'eKUil Apec Tpeiiginr | Lseliuapi Mepk CepoHo ITanis/ BHECEHHS 3MiH 10 peecTpavliiiHuX maTepianis: 3a UA/16340/01/01
no 22 mkr (6 MH C.A. A C.n.A., Itanis; Mepk LLiseiuapis 3MiHu | TURY - 3MiHK Woao peyenmom

MO) /0,5 mn; no 0,5
M1y nonepeaHbo
3arnoBHeHOMY
wnpuuy; no 3 abo
12 nonepefHbLO
3anoBHEHUX
Lwnpuyis y
KapTOHHIA KOopooLi

CepoHo C.A,,
BIAAINEHHSA Y M.
O60HH, LBeiuapis

6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHa YacToTy Ta/abo TepMmiHiB NogaHHsA
perynisipHoO OHOBJ/IOBAHMX 3BITIB 3 6e3neku
nNikapcbKnx 3aco6iB - 3MiHa 4acTOTV NoAAaHHS
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
[itoua pepakuin: YactoTta nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJ/IHOBAHOIO 3BITy 3 6e3nekn 5
pokiB. PekomMeHA0BaHO [0 3aTBEPKEHHS
BiANOBIAHO 40 NEPIOANYHOCTI NOLAHHSA
pEerysisipHoO OHOBJ/IKOBAHMX 3BITIB 3 6e3neku
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NiKkapcbKknx 3acobiB y €EC

384.

PE3ICTO/I®-
TAB

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 20
Mmr; no 10 TabneTok
y 6nicTepi, no 2
6nictepun y nauui

TOB
"APTEPIYM
nTa

YKpaiHa

NAT
"Knismegnpenapar"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-dhaiina
cuctemn hapmMakoHarnagy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,

BiANOBIAa/IbHOI 32 hapMakoHarnsg.
Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pegakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 3iiCHEeHHs
OCHOBHOI Aifi/IbHOCTi 3 dhapmakoHarnsgy.

3a
peyenmom

UA/19107/01/01

385.

PENNArCAN

KOHLieHTparT Ans
pO34nHy Ans
iHcpysii, 1 mr/mn; no
3,5 M/ KOHUeHTpaTy
y thnakoHi, no 1
chnakoHy B
KapTOHHIA Kopoo6Li

Takepa
dapmacbioTika
n3
IHTEpHeLLHN
Al

Ipnangis

BiANOBiAa/IbHWIA 3a
BUNYCK cepil:
LWaviep
dapmachbioTikans
Ipnangis Nivitea,
IpnaHgjs;
Takepa
dapmacbioTikan3
IHTepHewwHn Al
IpnaHgia bpeny,
Ipnangis;
BVPOGHMLTBO
nikapcbkoro 3acoby,
KOHTPO/Ib AKOCTI
cepii, BisyasibHa
iHCnekuis:
BeTTep ®apma-
®epTirtoHr MM6X

Ipnangis/
HimeuunHa/
CLUA/
CnonyyeHe
KoponiscTBo
/
HigepnaHan

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nNiKapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BUPOGHMKa, LLO BifNOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He BkIoYaroum
KOHTPONb/BMNPOGYBaHHSA cepii - AofaBaHHA
anbTepHaTUBHOT BUPOOHNYOT AiNbHUL
BiANOBIAA/ILHOT 32 BMNYCK Cepil roTOBOro
nikapcbkoro 3acoby Takega dapmacbioTikans
IHTepHewHN Al IpnaHgis bpeny, bnok 3,
MisieH Mna3sa, 50-58 Berrot CTpiT Jloyep,
[y6nin 2, DO2Y754, IpnaHgis/Takeda
Pharmaceuticals International AG Ireland
Branch, Block 3 Miesian Plaza, 50-58 Baggot
Street Lower, Dublin 2, DO2Y754, Ireland.

EHp Ko. KT, BBefeHHsA 3MiH NpoTArom 6 MicAuis nicns
HimeyunHa,; 3aTBEPXKEHHS. 3MiHu | TRy -
BVPOGHMLTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a
peyenmom

He
nionsieae

UA/15890/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nikapcbkoro 3acoby, Ta/abo agpecy MicLs NPOBaKEHHS

KOHTPO/b AKOCTI
FN3:
KeHmKiH
Baio®apma, T4
(o6a EmepoxeHT
BaioConywins
(CibiAi#), CLUA,;
KOHTPO/Ib AKOCTI
cepii, BisyasibHa
iHCneKuis:
BeTTep ®apma-
®eprtirtoHr MM6X
EHp Ko. KT,
HimeuunHa;
Bettep ®apma-
®epTirtoHr MM6X
EHpa Ko. KT,
HimeuumnHa;
Bi3yasibHa iHCNeKUis:
BeTTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuunHa,;
KOHTPO/b AKOCTI
rn3:
Laliep XblomeH
[xeHeTik Tepanic,
CLUA;
KOHTPO/Ib AKOCTI
cepii:
Yapnb3 Pisep
Nab6opaTopis
Avinenpg Nta,
Ipnangis;
KoBaHc JlabopaTopi3
Nimitea, Cnonyuyexe

KoponiscTBo;
MapKyBaHHs Ta

nakyBaHHs,

anctpunbyuis

roToBOro

nikapcbKoro 3acoby:
EmiHeHT CepBice3
KopnopeiiwH, CLUA;
LIiEARYEN Cannnaii
YeliiH, HinepnaHgm

LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKOro 3acoby, BKIHOYAUN AifbHULL
BMNYCKy Cepii abo MicLe NpoBeAeHHS
KOHTPOJHO AKOCTI. (AiSNIbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOPTEpP, BKIOYA0UN
BWNYCK CePiil) KOperyBaHHsa agpecu
aNbTepHaTMBHOT BUPOBHNYOT AiNbHULL,
BiANOBIAa/IbHOI 3@ BUMYCK Cepii roTOBOro
nikapcbKoro 3acoby Takega ®apmacbloTikan3
IHTepHewHN Al IpnaHgis bpeny, Bnok 2,
MisieH Mna3sa, 50-58 berrot CTpiT Jloyep,
[Oy6nin 2, D02 HW68, IpnaHgis/Takeda
Pharmaceuticals International AG Ireland
Branch, Block 2 Miesian Plaza, 50-58 Baggot
Street Lower, Dublin 2, DO2 HW68, Ireland,
6e3 3MiHN Micusa BUpo6HMLTBA. BBEAEHHS 3MiH
NpoTArom 6 micsuiB nicns 3aTBepKeHHs.
3MmiHu | TYny - AOMIHICTPaTUBHI 3MiHN.
Buny4yeHHs BUPOGHWYOI AiNbHULI (BK/THOYAOUN
AinbHUUi ana A®Il, npomixHoOro npoaykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AinbHWL 415
npoBefAeHHs NakyBaHHs, BUPOOHMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiid, MicLe
NpoBefeHHSI KOHTPO/IIO cepil) abo
noctavasibH1Ka BUXiLHOTo Matepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y [OCbE) BUYyHEHHSI BUPOGHMYOT
OinbHULI BiANOBIA&NbHOI 32 MapKyBaHHA Ta
nakyBaHHs, AUCTPUOYLIit0 roTOBOro
nikapcbkoro 3acoby AiEnYEn Cannnain Yeiin,
BeiictepxoiixH 1127, 6546 AR HelimereH,
Hinepnangn. BBefeHHS 3MiH NpoTArom 6
MiCALIB MiCNs 3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
386. | PIANTPIC cnpeii Ha3aslbHNIA, "neHmapk LLiBefuapi FneHmapk IHgin BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/19108/01/01
MOHO [,030BaHuii, CnewwianTi | dapmMmacbloTUKaN3 YTOUHEHHS1 HANUCaHHA Ha3BU BUPOGHUKA B peyenmom
cycnensis, 50 C.A. nra. Hakasi MO3 Ykpainu Ne 2797 Big 16.12.2021
Mkr/go3y no 60 abo B Npoueci peecTpaLiii y 3B'A3Ky 3
120 po3y npoBeAeHHaM npoueaypu "BUnpasneHHs
nonieTuieHoBomy TEXHIYHOT NOMWIKN B peecTpaLiiHomy
chnakoHi, no 1 noceigyeHHi". Pefakuis B Hakasi - [neHmapk
donakoHy 3 dapmacbioTikans J1T4. BipHa pegakuis -
[,03yH04MM HacoCoM- FneHmapk ®dapmacbioTukans Jita,.
posnunoBayem,
3aKpUTUM
KOBMNaykoM, y
KapPTOHHI KOpooLyi
387. | PIONAH CycneHsisi opasibHa, Takena Mm6X HimeuuunH Takena M'm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/11741/02/01
800 mr/10 mn; no 10 a 3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb peyenma

M/ B cawwe; no 10,
a6o no 20, abo no
50 cawe B

KapTOHHIA Kopoo6Li

A®I. 3miHa y napameTpax cneuudikaii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneuucpikalisx Ha Adl, abo
BMXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTLCS y NpoLeci BUPo6HMLTBA
A (3BYXKEHHS JOMYCTUMUX MEX, BUSHAYEHUX
y creumdikauii) 3miHa KpuTepiiB NPUAHATHOCTI
3a nokasHukom «Microbiological purity» y
cneuudikauii Ha gitody pevosuHy 10%
cycneHsito marangpaty (10% aqueous
suspension of magaldrate powder). 3miHu |
1Ry - 3MiHu 3 sakocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuucpikalisx Ha Adl, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTLCS y NpoLeci BUPO6HMLTBA
A®| (aonoBHeHHs cnevmdikaii HoBUM
NOKa3HUKOM SIKOCTi Ta BiAMOBiAHUM METOA0M
BMNPOo6yBaHHsA) Cneuudikadito Ha airouy
peyoBuHy 10% cycneHsito marangparty
[LOMOBHEHO NOKa3HUKOM «Solubility»
Bi4NOBIAHO 40 BUMOr MOHOrpadii
«Magaldrate» EP. 3MmiHn | Tuny - 3mMiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Adl, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLeCi BUpOBGHULTBA
A®| (nonoBHeHHs crevmdikaii HoBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOL0M
BMNPo6yBaHHs) Cneuudpikadito aitouy
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

peyoBuHy 10% cycneHsito marangparty
[0MNOBHEHO MokasHuKoM «Soluble chlorides»
BIANOBIAHO A0 BUMOr MOHoOrpadii
«Magaldrate» EP. 3MiHn | Tuny - 3miHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikaisx Ha Ad®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
A®| (SONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTI Ta BifMOBIigHUM METOL0M
BMNpo6yBaHHsA) Cneuydikauiio Ha gitody
peyoBuHy 10% cycneHsito marangpary
[ONoBHEHO nokasHukom «Soluble sulfates»
BiANOBIAHO A0 BUMOr MOHorpadii
«Magaldrate» EP. 3miHu | TUny - 3MiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuyucpikalisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUIyYEHHA HE3HAYHOIO MOKA3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapinioro
nokasHvika)) BunyyeHo BusHauyeHHs E.coli 3
nokasHuka «Microbiological purity»
cneuudikayii Ha gitody pevoBuHy 10%
CyCMeH3ito marangpaTy Ta BUTy4eHO NOKa3HUK
«Heavy metals. 3MiHu | TUMY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToAax
BMNpo6yBaHHsA A®I abo BUXigHOrO
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLECi BUPOBHMLTBA
A®| (He3HaYHI 3MiHW Y 3aTBEPKEHNX
mMeTofax BUNpobysBaHHs) MeToguky 3a
nokasHukom «ldentity Sulfate» npuBegeHo y
BiANOBIAHICTb A0 BUMOTr MOHorpadii
«Magaldrate» EP Ta BuganeHo 3actapine
nocunaHHsA Ha moHorpadito DAB (Himeubka
$apmakones). 3MiHM | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTponb AdL. 3miHa y meToaax
BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpoOHULTBA
A®| (He3HauHi 3MiHW y 3aTBEPIXKEHNX
MeTofax BUNpobyBaHHs) 3MiHU METOAUKM 3a
nokKasHNKoMm «Assay magnesium hydroxide»
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(3aTBEpMXEHA Ta 3aNpPONOHOBaHa MeToAMKa

aHasi3y [iloyoi peyoBUHM BiAPI3HAETLCA
KINIbKICTIO NPOBELEHNX KOHTPOSIbHUX TECTIB
(blank tests Ta BHeCeHO pefakLiiiHi mpaBku).
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®l. KOHTpob
A®l. 3miHa y meTogdax BunpobysaHHsA Adl abo
BVIXiHOTO Marepiany/MpoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea A®| (He3HaUHI 3MiHK Y
3aTBEPKEHNX MeTOoAax BUNPOGYBaHHS) 3MiHM
METOAMKM 3a NoKa3HMKOM «Assay magaldrate,
anhydrous» (OHOB/IEHO ONWC NPUrOTYBaHHSA
3paskis, YMOBMW NPOBEAEHHS aHaTi3y
(npouepypa TUTPYBaHHS, iHhopmaLis Wwoao
o6nagHaHHsA, BKOYEHO AeTasli KanibpyBaHHA
enekTpoga), hopmyna po3paxyHky). 3minu |
TMNy - 3MiHK 3 AkocTi. APl KoHTposnb AdI.
3miHa y MeTodax BunpobysaHHs AP abo
BVIXiJHOTO Matepiany/MpoMixXHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP| (He3HauHI 3MiHK Y
3aTBEPKEHNX METOAaxX BUNPOOYBaHHS)
MeToauky 3a nokasHukom «ldentity
magnesium>» NpuBeAeHo Yy BiANOBIAHICTb A0
BMMOr MoHorpadii «Magaldrate» EP
(Identification. Test A) Ta BuganeHo 3acrapine
nocunaHHsA Ha Himeubky ®apmakoneto (DAB).
3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb
A®Il. 3miHa y MeTogax BuNpobyBaHHsA A®Il abo
BVXifHOro Marepiany/npoMixxHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPKEHNX MeToAax BUNPoGyBaHHS) 3MiHM
METOAMKM 3a MOKa3HMKOM «Assay aluminium
hydroxide» (3aTBepxeHa Ta 3anpornoHoBaHa
MeToAVKa aHasli3y filoy0i PevyoBUHN
BiAPI3HAETLCS Ki/TbKICTIO MPOBEAEHUX
KOHTPObHUX TecTiB (blank tests); BknoveHo
KOPOTKMIA ONC METOAMKMN; OHOB/IEHO CMUCOK
XiMIYHVX PEYOBUH, peareHTIiB i PO3YMHHVIKIB;
BUAaIeHO 3acTapine nocunaHHsa Ha Himeubky
dapmakoneto (DAB)). 3minn | TUNYy - 3miHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUXigHOrO
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLTBA
A®I (iHWi 3MiHM Yy MeToax BUNPOGYBaHHS

(BKIOYA0UM 3aMiHy ab0 AONOBHEHHS) ADI
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n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ab0o BUXIiQHOrO/MPOMIXXHOIO NPOAYKTY) 3amiHa
MeToAy BM3HAYEHHS nokasHuka «Sodium» 3
MeTOAY aTOMHO-eMiCiliHa CnekTpomMeTpis 3
iHAYKTVMBHO 3B’si3aHOot0 nnasmotio (ICP-AES) Ha
MeTo/ aTOMHO-abcopbLjiiiHa CneKkTpocKonis
(AAS) BignosigHo Ao BUMOT MOHorpadii
«Magaldrate» EP. 3MmiHn | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb AdL. 3MiHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®I (iHWi 3MiHKM Yy MeTogax BUNPo6yBaHHsA
(BKTHOHAOUM 3aMiHy 260 AONOBHEHHS) ADI
a60 BUXIgHOro/NPOMKHOIO NPOAYKTY) 3amiHa
MeToAy BUNPOOYBaHHA 3a NOKa3HWKOM
«ldentity aluminium» 3 metogy EP 2.3.1. Ha
meTog USP <191>. 3miHu | Tuny - 3MiHK 3
AKoCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpoOHULTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPO6yBaHHS
(BKOYatoUmM 3aMiHy abo f0NoBHeHHs) Ad|
ab0 BUXIiAHOrO/MPOMIKHOIO NPOAyKTY) 3aMiHa
MeToAy BUNPOOYBaHHSA 3a NOKa3HVKOM
«Viscosity 20°C» (3aTBEpXeHO: MeToj, in-
house i3 3acTocyBaHHAM peomeTpa;
3anpornoHoBaHo: Metof 2.2.10.MeToa
poTaujitHoi Bicko3umeTpii EP) Ta BHeceHO
peakuiiiHi npaBkn [0 METOAMK 3a
nokasHukamm «pH value of a hydrochloric
acid» (8o crnucky iHCTpYMEeHTIB foAaHo
MarHiTHy miwasnky (magnetic stirrer));
«Arsenic» (BuAaneHo 3actapisie NoCuIaHHa
Ha Himeubky ®apmakoneto (DAB) Ta fogaHo
hopmyny AN po3paxyHKy Baru 3paska);
«Sodium hypochlorite» (BuaaneHo 3actapine
nocwnaHHAa Ha Himeubky ®apmakoneto (DAB)
Ta [0 cnucky o6nagHaHHA A04aHO aHasliTUYHI
Barun)

388.

PIONAH

CyCneHsisi opasibHa,
800 mr/10 mn, no 10
M/ B cawe; no 10,
a6o no 20, abo no
50 cawe B
KapTOHHIA Kopoo6Li

Takena Mm6X

HimeyunH
a

Takena M'm6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN
y npoLeci BUPO6HMLTBA FOTOBOIO /iKApCbKOro
3aco6y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
niKkapcbkoro 3acoby (iHLi 3MiHuW)

y po3gini 3.2.P.3.3.0nunc Bupo6bHM4oro

6e3
peuyenma

UA/11741/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

npoLecy Ta KOHTPO/II0 NpoLecy, A0AaHO
NPUMITKY LWOA0 TEPMiIHY BUTPUMKU
Hepo3chacoBaHoro npoAykTy. Yac BUTPUMKM
He 3MiHMBCS. A TakoX po3gin
nepechopmaroBaHo Ta ysromxkeHo 3 CTD
chopmaTom. BBegeHHs 3MiH NpoTAarom 6
MiCALIB MiC/1A 3aTBEpMAXEHHS. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikalisx, nig yac BMpPo6bHMLTBA
rOTOBOrO /iKapCbkoro 3acoby (foAaBaHHsA
HOBOro MeToAy BUNPO6YBaHHA Ta AOMYCTUMMX
MeX) [0 in-process control po3giny
3.2.P.3.3.0nnc BUpOGHMYOro npoecy Ta
KOHTPO/IO NpoLecy, A04aH0 BUMPOOYBaHHSA
«Automatic 100% leak tightness control»
(100% aBTOMATUYHUIA KOHTPOSb
repMeTUYHOCTI) ANS Y3rOKEHHS
peecTpaLiiHoro A0CbE 3 MOTOYHOI NPAKTUKOO
Ha BUPOGHMLTBI. BBEAEHHSA 3MiH NpoTArom 6
MicALIB MiCNSA 3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHU
BMMNPo6YyBaHb abo JOMYyCTUMUX MEX,
BCTaAHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(nopaBaHHS HOBOrO MeToAy BMMPOOYBaHHA Ta
JonycTMMmX Mex) Ao in-process control
po3giny 3.2.P.3.3.0n1c BUpo6HMYOro npouecy
Ta KOHTPO/II0 Npovecy, A0AaHO BUNPOOYBaHHSA
«Bursting strength test» (Bunpo6yBaHHA Ha
MILHICTb NpU PO3pwMBI) ANS Y3rOMKEHHS
PeECTpaLiiHoro A0CbE 3 MOTOYHOI NPAKTUKOKO
Ha BUPOGHULTBI. A TaKOXX BHECEHHO
pefakLiiiHi npaBkn. BBeAeHHS 3MiH NPOTSAromM
6 micauiB nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHU 3aci6.
3MiHa y NepBUHHIN ynakoBL,i rOTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[0aBaHHA HOBOrO KOHTEHepa) - BunyyeHHs
NepBUHHOT YNakoBKMU, L0 HEe MPU3BOANTbL [0
MOBHOTO BWYYEHHS NiKapCbKoro 3acoby 3
NeBHO CUOK Al abo y NeBHili Nikapcbkii
hopMi - 3 peeCTpaLliiHOro AOCLE BUTYYEHO
6araTtopa3oBy NepBUHHY yNakoBky (250 M)
h/1aKOH/[03yH04a BCTaBKa/TBUHTOBWIA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOBMAYOoK 3 KiSibLLEM A1 3aXUCTY Bif
HecaHKLiOHOBaHOro AocTyny. 3asHayeHa
yrnakoBka He 3apeecTpoBaHa B YkpaiHi, ane
BK/IIOYEHa [10 peecTpaLiiHoro gocke Ha 3.
MepBMHHA ynakoBka, calle (stick packs)
3a/IMWAETLCS 3apPEECTPOBAHUM BUAOM
nepBUHHOI ynakoBku M13. 3miHu | TUNy - 3MiHK
3 AKoCTi. [0TOBWIA Nikapcbkuid 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHU 3aci6 (iHLWi
3MiHM) OHOB/EHHS po3gainy 3.2.P.7.Cuctema
ynakoBka/yKynopka, a came foAaHo
cneuudikaLii Ha NepBUHHY YNakoBKy (catue)
Ta TEXHIYHE KPeCneHHs. A Takox po3gin
nepechopmaroBaHo Ta ysromxkeHo 3 CTD
dopmaTom.

BBefeHHs1 3mMiH NpoTsArom 6 micsAuis nicns
3aTBEPAKEHHS

389.

PO3YBACIH

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOI0, M0 5 Mr,
no 10 TabneTtok y
6nictepi, no 3 abo
no 6 6nictepis B
KapTOHHI/ KopoobLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

AnNoTeKc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkunii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTamniB, MOTOBLLEHb abo iHLWNX
MapKyBaHb, yK/touauy 3aMiHy abo
nofaBaHHA apb AN MapKyBaHHSA
nikapcbKoro 3acoby (3miHa wramnis,
NoTOBLUEHb ab0 IHWMX MapKyBaHb) 3MiHM 3a
nokasHukom «Onuc» ana nosysaHHsA 10 mr, 20
Mr Ta 40 Mr, a came BW/TyYeHHS rpaBitoBaHHsA
«APO» 3 ofHOro 6oky Tabnetku Ta «<ROS» 3
iHWoOro 6oky. 3aTBepmxeHo: Onuc. Poxesi
Kpyrni ABOONyK/i TabneTku, BKPUTI N1iIBKOBOO
060/10HKOI0, 3 rpaBitoBaHHAM «APO>» Ha OfHii
cTopoHi Ta «ROS» Hap «10» - Ha iHWIli. Onuc.
PoxeBi kpyrni ggoonykni TabneTkn, BKpUTI
N/1iBKOBOK 060/IOHKOIO, 3 rPaBilOBaHHAM
«APO» Ha ofHili cTopoHi Ta «ROS» Hag, «20»
- Ha iHWii. Onuc. PoxeBi oBaU1bHI A4BOONYK/TI
Tabnetku, BKpUTI NNIBKOBOIO 060/OHKOIO, 3
rpaBitoBaHHsIM «APO» Ha OfHili CTOpOHI Ta
«ROS» Hag, «40» - Ha iHLWiiA. 3anponoHOBaHO:
Onuc. PoxeBi kpyrni gBoonykni TabneTku,
BKPWTI NNiBKOBOI 060/I0HKOO, 3
rpasitoBaHHAM «10» Ha 0AHil cTopoHi. Onuc.
PoxeBi kpyrni gBoonykni TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOI0, 3 rpaBitoBaHHAM «20»
Ha OfHi CTOPOHI. Onuc. PoxeBi oBasibHI
ABooNyki TabneTku, BKpUTI NNIBKOBOIO
060/10HKO0, 3 rpaBitoBaHHAM «40» Ha OAHIl
CTOPOHI. 3MiHM BHECEHO B iHCTPYKLIit0 ANs

3a
peyernmom

He
nionsieae

UA/13316/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
y po3gin "Nikapcbka dropma” (OCHOBHI hi3nKo-
XiMiYHi BNacTnBocTi). 3MiHW | Tuny - 3miHK 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo fofaBaHHA WTamnis,
NOTOBLLEHb @60 IHLWNX MapKyBaHb,
yK/0Harun 3aMiHy abo fogasaHHs dapb ans
MapKyBaHHS NiKapcbkoro 3acoby (3MiHa
LuTamnis, NOTOBLLEHb @60 IHLLNX MapKyBaHb)
3MiHM 3a nokasHMKoM «Onne» AN [o3yBaHHSA
5 Mr, BWIy4YeHHs rpasitoBaHHA «APO» 3
ofHoro 60ky Tabnetkm Ta «ROS» 3 iHWOro
60Ky. 3aTBEpAXKEHO: Onuc. XXOBTi kpyr/i
ABooNyki TabneTku, BKpUTI NNIBKOBO
060/10HKO0, 3 rpaBitoBaHHAM «APO» Ha ofHii
CTOpOoHi Ta «ROS» Haf «5» - Ha iHLWIN.
3anponoHoBaHo: Onuc. XXoBTi kpyrAi
ABOONyKNi TabneTku, BKPUTI NNIBKOBOO
060/10HKOI0, 3 FPaBitOBaHHAM «5» Ha OAHIi
CTOPOHi. 3MiHN BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin “Nikapcbka chopma” (OCcHOBHI hi3nKo-
XiMiYHi BNacTUBOCTI)

390.

PO3YBACIH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 6 6nictepis B
KapTOHHI/ KopoobLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkunii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTamniB, MOTOBLLEHb abo iHLWNX
MapKyBaHb, yK/touaouy 3aMiHy abo
nofaBaHHA apb AN MapKyBaHHSA
nikapcbKoro 3acoby (3MiHa wramnis,
NoTOBLUEHb ab0 iHWMX MapKyBaHb) 3MiHM 3a
nokasHukom «Onuc» ana fosysaHHsa 10 mr, 20
Mr Ta 40 Mr, a came BW/TyYeHHS rpaBitoBaHHsA
«APO» 3 oHOro 6oky Tabnetkn Ta «<ROS» 3
iHWoro 6oky. 3aTBepmxeHo: Onuc. Poxesi
Kpyrni ABOONyK/i TabneTku, BKPUTI N1iIBKOBOO
060/10HKOI0, 3 rpaBitoBaHHAM «APO>» Ha OfHii
cTopoHi Ta «ROS» Hap «10» - Ha iHWIli. Onuc.
PoxeBi Kpyrni gsoonykni TabneTkn, BKpUTI
N/1iBKOBOK 060/I0HKOIO, 3 rPaBilOBaHHAM
«APO» Ha ofHili cTopoHi Ta «ROS» Hag, «20»
- Ha iHWii. Onuc. PoxeBi oBaU1bHI A4BOONYK/TI
Tabnetku, BKpUTI NNIBKOBOIO 060/OHKOIO, 3
rpaBitoBaHHsIM «APO» Ha OfHiii CTOpOHI Ta
«ROS» Hag, «40» - Ha iHLWiiA. 3anponoHOBaHO:
Onuc. PoxeBi kpyrni gBoonykni TabneTku,
BKPWTI NNiBKOBOI 060/I0HKO0, 3
rpasitoBaHHAM «10» Ha OAHiV cTopoHi. Onuc.

3a
peyermom

He
nionsieae

UA/13316/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PoxeBi kpyrni gBoonyki TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOI0, 3 rpaBitoBaHHAM «20»
Ha OfHiln cTOpOHI. Onuc. PoxeBi oBaslbHi
ABOONyK/i TabneTku, BKpUTI NAIBKOBOO
060/10HKO0, 3 rpaBitoBaHHAM «40» Ha OAHIl
CTOPOHI. 3MiHM BHECEHO B iHCTPYKLIito Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
y po3gin "Nikapcbka dropma” (OCHOBHI ¢hi3nKo-
XiMiYHi BNacTnBoCTi). 3MiHW | Tuny - 3miHK 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo fofaBaHHA WTamnis,
NOTOBLLEHb @60 IHLNX MapKyBaHb,
yK/0Harun 3aMiHy abo gogasaHHs dapb ans
MapKyBaHHS NiKapcbkoro 3acoby (3MiHa
LuTamnis, NOTOBLLEHb @60 IHLLNX MapKyBaHb)
3MiHM 3a nokasHMkoM «Onne» AN [o3yBaHHSA
5 Mr, BWIy4YeHHs rpasitoBaHHA «APO» 3
ofHoro 60ky Tabnetkm Ta «ROS» 3 iHWOro
60Ky. 3aTBEpAKEHO: Onuc. XXOBTi kpyr/i
ABooNyki TabneTku, BKpUTI NNIBKOBO
060/10HKO0, 3 rpaBitoBaHHAM «APO» Ha ofHii
CTOpOoHi Ta «ROS» Haf «5» - Ha iHLWIN.
3anponoHoBaHo: Onuc. XXoBTi kpyrAi
ABOONYKNi TabneTku, BKPUTI NNIBKOBOO
060/10HKOI0, 3 FPaBitOBaHHAM «5» Ha OAHIN
CTOPOHi. 3MiHN BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin “Nikapcbka chopma" (OCcHOBHI hi3nKo-
XiMiYHi BNacTUBOCTI)

391.

PO3YBACIH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI/ KopoobLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTammiB, MOTOBLLEHb abo iHLNX
MapKyBaHb, YK/touauy 3aMiHy abo
nofaBaHHA apb AN MapKyBaHHSA
nikapcbKoro 3acoby (3MiHa wramnis,
NoTOBLUEHb ab0 IHWMX MapKyBaHb) 3MiHM 3a
nokasHukom «Onuc» ana nosysaHHsa 10 mr, 20
Mr Ta 40 mMr, a came BW/TyYEHHS rpaBitoBaHHsA
«APO» 3 ogHOro 6oky Tabnetku Ta «<ROS» 3
iHWoOoro 6oky. 3aTBepmxeHo: Onuc. Poxesi
Kpyrni ABOONyK/i TabneTku, BKPUTI N1iIBKOBOO
060/10HKOI0, 3 rpaBitoBaHHAM «APO>» Ha OfHii
cTopoHi Ta «ROS» Hap «10» - Ha iHWIli. Onuc.
PoxeBi kKpyrni ggoonykni TabneTkn, BKpUTI
N/1iBKOBOK 060/I0HKOI0, 3 rPaBilOBaHHAM
«APO» Ha ofHili cTopoHi Ta «ROS» Hag, «20»
- Ha iHWii. Onuc. PoxeBi oBas1bHI ABOONYK/I

3a
peyermom

He
nionsieae

UA/13316/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TabneTku, BKpUTI NAIBKOBOIO 060/OHKOIO, 3
rpaBitoBaHHsIM «APO» Ha OfHiii CTOpOHI Ta
«ROS» Hap «40» - Ha iHLWilA. 3anpoNOHOBaHO:
Onuc. PoxeBi kpyrni gBoonykni TabneTku,
BKPWTi NNiBKOBOI 060/I0HKOIO, 3
rpasitoBaHHAM «10» Ha OfHiii CTOPOHI. Onuc.
PoxeBi kpyrni gBoonyki TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOI0, 3 rpaBitoBaHHAM «20»
Ha OfHill cTOpOHI. Onuc. PoxeBi oBaslbHi
ABOONyKi TabneTku, BKpUTI NAIBKOBOO
060/10HKO0, 3 rpaBitoBaHHAM «40» Ha OAHIl
CTOPOHI. 3MiHM BHECEHO B iHCTPYKLIito Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
y po3gin "Nikapcbka dropma” (OCHOBHI hi3nKo-
XiMiYHi BNacTnBoCTi). 3MiHM | Tuny - 3MiHK 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo fofaBaHHA WTamnis,
NOTOBLLEHb @60 IHLWNX MapKyBaHb,
yK/0Hayn 3aMiHy abo fogasaHHs dhapb ans
MapKyBaHHS NiKapcbkoro 3acoby (3MiHa
LuTamMnis, NOTOBLLEHb @60 IHLLNX MapKyBaHb)
3MiHM 3a nokasHMkoM «Onne» AN [o3yBaHHSA
5 Mr, BWIy4YeHHs rpasitoBaHHA «APO» 3
ofHoro 60ky Tabnetkm Ta «ROS» 3 iHWOro
60Ky. 3aTBEpAKEHO: Onuc. XXOBTi kpyr/i
ABooNyKi TabneTku, BKpUTI NNIBKOBO
060/10HKOI0, 3 rpaBitoBaHHAM «APO» Ha ofHii
CTOpOoHi Ta «ROS» Haf «5» - Ha iHLWIN.
3anponoHoBaHo: Onuc. XXoBTi KpyrAi
ABOONyKNi TabneTku, BKPUTI NNIBKOBOO
060/10HKOI0, 3 FPaBitOBaHHAM «5» Ha OAHIN
CTOPOHi. 3MiHN BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin “Nikapcbka chopma” (OCcHOBHI hi3nKo-
XiMiYHi BNacTUBOCTI)

392.

PO3YBACIH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI/ KopoobLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

AnNoTeKc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkunii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTamniB, MOTOBLLEHb abo iHLNX
MapKyBaHb, yK/touauy 3aMiHy abo
nofaBaHHA apb AN MapKyBaHHSA
nikapcbKoro 3acoby (3miHa wramnis,
NoTOBLUEHb ab0 IHWMX MapKyBaHb) 3MiHM 3a
nokasHukom «Onuc» ana fosysaHHsa 10 mr, 20
Mr Ta 40 Mr, a came BW/TyYEHHS rpaBitoBaHHsA
«APO» 3 ofHOro 6oky Tabnetku Ta «<ROS» 3
iHWOoro 6oky. 3aTBepmxeHo: Onuc. Poxesi
Kpyrni ABOONyK/i TabneTku, BKPUTI N/1iBKOBOO

3a
peyermom

He
nionsieae

UA/13316/01/04




325

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

060/10HKOI0, 3 rpaBitoBaHHAM «APO>» Ha OfHii
cTopoHi Ta «ROS» Hap «10» - Ha iHWili. Onuc.
PoxeBi kpyrni ggoonykni TabneTkn, BKpUTI
N/1iBKOBOK 060/I0HKOI0, 3 FPaBilOBaHHAM
«APO>» Ha ofHili cTopoHi Ta «ROS» Hag, «20»
- Ha iHWi. Onuc. PoxeBi oBasibHI ABOOMYK
TabneTku, BKpUTI NNIBKOBOIO 060/OHKOIO, 3
rpaBitoBaHHsIM «APO» Ha OfHiii CTOpOHI Ta
«ROS» Hap «40» - Ha iHLWilA. 3anpPoNOHOBaHO:
Onuc. PoxeBi kpyrni gBoonykni TabneTku,
BKPWTI NNiBKOBOI 060/I0HKOIO, 3
rpasitoBaHHAM «10» Ha OfHiii CTOPOHI. Onuc.
PoxeBi kpyrni gBoonyki TabneTkn, BKPUTI
NNiBKOBOK 060/1I0HKOI0, 3 rpaBitoBaHHAM «20»
Ha OfHill cTOpOHI. Onuc. PoxeBi oBaslbHi
ABOONyKi TabneTku, BKpUTI NAIBKOBOO
060/10HKO0, 3 rpaBitoBaHHAM «40» Ha OAHIl
CTOPOHI. 3MiHWN BHECEHO B iHCTPYKLIit0 Ans
MeAMYHOro 3acTOCyBaHHSA NiKapCbKOoro 3acoby
y po3gin "Nikapcbka dropma” (OCHOBHI hi3nKo-
XiMiYHi BNacTnBocTi). 3MiHW | Tuny - 3miHK 3
AkocTi. [oToBWiA Nikapcbknii 3aci6. Onuc Ta
cknag. 3viHa abo fofaBaHHA WTamnis,
NOTOBLLEHb @60 IHLWNX MapKyBaHb,
yK/0Harun 3aMiHy abo fogasaHHs dapb ans
MapKyBaHHS NiKapcbkoro 3acoby (3MiHa
LuTamnis, NOTOBLLEHb @60 IHLLNX MapKyBaHb)
3MiHM 3a nokasHMKoM «Onne» AN [o3yBaHHSA
5 Mr, BWIy4YeHHs rpasitoBaHHA «APO» 3
ofHoro 60Ky Tabnetkm Ta «ROS» 3 iHWOro
60Ky. 3aTBEpAXKEHO: Onuc. XXOBTi kpyr/i
ABooNyki TabneTku, BKpUTI NNIBKOBO
060/10HKO0, 3 rpaBitoBaHHAM «APO» Ha ofHii
CTOpOHi Ta «ROS» Haf «5» - Ha iHLWIN.
3anponoHoBaHo: Onuc. XXoBTi kpyrAi
ABOONyKNi TabneTku, BKPUTI NNIBKOBOO
060/10HKOI0, 3 FPaBitOBaHHAM «5» Ha OAHIN
CTOPOHi. 3MiHN BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gin “Nikapcbka hopma" (OcHOBHI hi3nKo-
XiMiYHi BNacTUBOCTI)

393.

PO3YBACTA
TUH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr, no 10 TabneTok
y 6nicTepi, no 3
6nicTepun y nayui

TOB
"APTEPIYM
nTg

YkpaiHa

NAT
"Knismegnpenapar"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3arasibHeHMX JaHux npo cuctemy
hapmakoHarasgy, 3MiHa ynoBHOBaXXEHOT

3a
peyermom

UA/18623/01/02
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dopma sunycKy

3assHUK
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n/n

JliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

394.

PO3YBACTA
TUH

TabneTku, BKPUTI

TOB

YKpaiHa

MAT

oco6w, BignoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy (BkIvaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iiicHeHHs!
OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsay.

nocsBi0OYeHHs

395.

PYMNATAAVH

NNiBKOBOIO
060/10HKOHD, Mo 10
mr, no 10 TabneTtok
y 6nicTepi, no 3
6nictepun y nauui

nopoLoK

“APTEPIYM
nTa”

AT «dapmak»

"Knismegnpenapar"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemn dhapmMakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsag.
Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pegakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI fifi/IbHOCTi 3 ddapmakoHarnsgy.

3a
peyenmom

UA/18623/01/01

Y ®YMAPAT

(cybeTaHuis) y

MiLLIKax noABiNHNX

YKpaiHa

Tioxe lHgacTpi3
Nimiteq

IHAjA

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TNy - 3MiHK 3 AKocTi. AdI.

CrabinbHicTb. 3miHa nepiogy NOBTOPHUX

UA/17814/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nonieTnNeHoBux
ans
hapMaLeBTUYHOIO
3acTocyBaHHs

BMNpoGyBaHb/nepioay 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, wo
BK/1HOYA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepiof, noBTOPHOrO BUNPOOYBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOro BMNpOGyBaHHs/nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOC/IHKEHD
y peanibHOMy 4aci - 36ibLUEHHS nepiogy
peTecTyBaHHA cy6cTaHLii PynaTtaguny
hymapart, NiATBEPIAKEHOr0 AOCNIIKEHHAMMN
CTabiNbHOCTI Y peasibHOMY Yaci.

[Oitova pepakuin: MEPIOA PETECTYBAHHA 2
poku. MNMponoHosaHa pegakuis: MEPIOL
PETECTYBAHHSA 60 mic.

396.

CArPALA®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOH, Mo 10
Mr; no 14 TabneTtok
B 6niicTepi; no 2
6nictepu B nayui

TOB
“APTEPIYM
nTa”

YKpaiHa

MAT
"KuiBmegnpenapar”
(BUpPOGHMLTBO 3
dhopmu in bulk
dipmu-
BMpo6HUKa"HEYPAK
COAPM
PAPMACBIOTIKAN
C, C.J1.", IcnaHist)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHoOBaXeHoi
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemn hapMakoHarnagy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsg.
[Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI fifi/IbHOCTi 3 ddapmakoHarnsgy.

3a
peyenmom

UA/19844/01/01

397.

CAKCEHJA®

PO34UH A1 iH'EKLLNA,
6 mr/mn; no 3 mny
KapTpuxax,
BKNafEHUX y
nonepegHL0
3anoBHEHY

A/T HoBso
Hopgaick

[JaHis

KomnnektyBaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS roToBOro
NPOAYKTY.
CepTudikadis cepii:

Lanisa/
CnonyyeHi
Wratn

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. MpoekTHWIn NpocTip Ta
nicnsapeecTpauiiiHiii TPOTOKON yNpaBiHHS
3MiHamMu. BHeCEeHHS 3MiH, Lo nepeabdayeHi y
3aTBEPAKEHOMY MPOTOKONI yNpaBAiHHA

3a
peyenmom

UA/18651/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6ararto030BYy A/T Hoso Hopagick, 3MiHaMu (BHECEHHS 3MiHW AnA
0 HOPa30BY LUNPULL- [aHis; BupobHuuteo 6i010ri4YHOro/iMyHO/OrYHOTO NiKapCbKOro
pyuky; no 1, 3a6o 5 NPOAYKTY, 3acoby) BHeceHHs 3MiHu, Lo nepefbaveHa y
nonepeaHL0 HanoBHEHHS 3aTBEPAKEHOMY MPOTOKOI YNpaBiHHA
3anoBHeHi LLnpuL- KapTpuaxy Ta 3MiHaMu, a came JofaBaHHS eTany
PYYKM B KAPTOHHiIl KOHTPO/b AKOCTI [04aTKOBOI CTepUbHOI GoinbTpavii nepes,
Kopoobui npoaykuii in bulk. HarnoBHEHHAM. TakoX BHECEHI peakTOpChKi
Bunyck cepii Ta 3MiHn go posginis 3.2.P.3.3.0nuc
cepTudikauis: A/IT BMPOGHMYOro NPOLEeCy Ta oro KOHTPOSIH,
HoBo Hopgick, 3.2.P.3.4. KOHTpO/b KpUTUYHKX CTagi Ta
[aHis; BupobHuuteo NPOMDKHOT NPOAYKLT
NPOAYKTY,
HanoBHEHHS
KapTpuaxy Ta
nepesipka SKoCTi
npoaykuii in bulk.
KomnnektyBaHHs,
MapKyBaHHs Ta
BTOPVIHHE
nakyBaHHS roTOBOro
NpPoAyKTYy. KOHTpOsb
AKOCTI NpoAYKLiT in
bulk Ta rotosoro
npoAaykTty: Hoso
Hopgaick
dapmacboTikan
IHgacTpi3, N.,
Cnonyueni WTatn
398. | CA/IbBYTAM | aepo3osb gns nakcoCmiTKn Benvka "nakco Bennkom PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/2032/01/01
on iHransujn, AnH EkcnopT BputaHis MpopakwwH 3Minu | TURY - 3MiHn Woao peyenmom | nionsi2ae

[[o30BaHuii, 100
MKr/no3y, 1 6as10H 3
[03yl04nm
KnanaHom Ha 200
003y KopobL,i 3
KapToHy

Nimiteq

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 41s
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
[0 po3gainy "OcobnnBocTi 3acTocyBaHHA"
BiAgnoBigHo o pekomeHAaauin PRAC. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
399. | CA/IbBYTAM | iHransauis nig TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a He UA/10530/01/01
On-HEO Tnckom, 100 "Mikpodpapm" 3MiHu | TUNYy - 3MiHK Woao peuyenmom | nidssieae
MKr/fo3a; no 12 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy.
mn/200 po3 y 3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
KOHTeliHepi; no 1 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
KOHTeliHepy y nauui MEeAMYHOro 3acToCyBaHHA Ha MiacTasi
3 KapPTOHY perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
OopraHom) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeAUYHOro
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
"Oco611BOCTI 3acTocyBaHHA" BigNOBIAHO 40
OHOBJIEHOT iHdhopMaLii 3 6e3neku ailyol
PEeYOBWHM
400. | CAHOOCTAT | pO3uunH ANs iH'eKuil, Hosapric LLIseliyapi BMPOBHMLTBO 3a LLiseliyapisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/9821/01/02
NH® 0,1 mr/1 mn; no 1 mn dapma Al a NOBHUM LMK/IOM: Icnaxsa/ 3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom
B amnyni; no 5 HosapTic ®apma PpaHuis nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.

amnyn B Kopobu,i 3
KapToHy

LTeln Al,
LlBeiiuapis;
BUNYCK cepil:
Hosaprtic
dapmacbloTuka,
C.A., IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Oenbchapm OiKoH,
PpaHuin

3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL,
BMPOGHMLTBA A1 YaCTWHN ab0 BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
3aco6y (ainbHMLA, Ha K NpoBOAATLCS Oy ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUNBHUX JTiIKapPCbKMX
3aco6iB (BK/IHOHYAKOYM BUPOGIEHI acenTUYHUM
MeTOoZ0M), KPiM NikapCcbkmx 3acobiB
6i010r4YHOro/iMyHOMOrYHOTO MOXOMKEHHS) -
BBepgeHHs 404aTKOBOI AiNbHULLI
BifnoBiganbHOI 3a BUPO6HMLTBO /13 —
[Jenbdhapm [lxxoH, ®paHuis. 3MiHn | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3aMiHa abo BBeEHHS
[04aTKOBOI AiNbHNLI BUPOGHMLTBA ANs
4acTVHV abo BCbOro BUPOOHNYOro npouecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
NepPBUHHOTO NakyBaHHs) - [loaaBaHHs
[Jenbdhapm [bxoH, ®paHLis B SKOCTI
BUPOGHMKA BIAMNOBIAA/ILHOIO 3a NePBUHHE
nakyBaHHs J13. 3miHun | Tvny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK Y
BMPOOHULTBI. 3amiHa abo BBeEHHSA
[04AaTKOBOI AiNbHUL BUPOGHMLUTBA ANs
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
4acTUHM abo BCbOro BUPOGHMNYOrO npoLecy

roTOBOrO JliKapcbKoro 3acoby (AinbHUUA Ans
BTOPVHHOTO NakKyBaHHs) - [JlofaBaHHs
[Nenbdapm [ixoH, PpaHLis B AKOCTI
BMPOOHKKa BiANOBIAaIbHOTO 38 BTOPUHHE
nakyBaHHs J13. 3miHu | Tvny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha SKil 34iCHI0ETbCS
KOHTpO/b/BUNPOBYBaHHA cepil) - logaBaHHA
[enbdhapm [ixoH, PpaHLis B AKOCTI
BMPOGHMKA BiANOBIfaILHOTO 3a KOHTPO/Ib
akocTi 3. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BUPOGHUUTBI. 3MiHa po3mipy cepii
(BK/IIOYAIOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (36ibweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBeaeHHs 36in1bLueHoro po3mipy cepii /13 gns
HoBoro Bupo6Huka Delpharm Dijon, France.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHU
y NpOLLeCi BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI TOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPO6HULTBA) - 3MiHK Yy npoLeci
BMPOGHMLTBA /13 - 06p06Ka [BOOKNCOM
Byrneuto (CO2) 3gjiicHiOBaTUMETLCS Micns
BBE/leHHS BOAW A1 iH'EKLi A B OCHOBHY
EMHICTb [JO3YBaHHA A/19 BUPOGHMKa
[Jenbdhapm [xoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI TOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPO6HULTBA) - 3MiHK Y npoLeci
BMPO6HMLTBA /13 - NiKapCbKy peyoBUHY
OKTpeoTug aueTar nonepesHbo
COM6INI3yloTh Nepes AofaBaHHAM B EMHICTb
OCHOBHOrO [103yBaHHs A4/19 BUPOOHMKa
[Jenbdhapm [ixoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.

3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI TOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUpo6HULTBA) 3MiHN Y npoLeci
BMPOGHMLTBA J13 - BOAA ANA iH'eKUIN, Lo
BUKOPVCTOBYETLCA/[0AAETLCA A0 KiHLEBOro
06'emy, oxonoaxyeTses go 22,5 °C + 2.5 °C
L0151 3anNponoHOBaHOro BMpobHuka enscapm
[LixoH, ®paHuis, npotun 20 °C Ha
3aTBEpMAKEHIl AinbHUL BUpo6HULTBA. 3MiHU |
TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBA) - 3MiHW Y npoueci
BMPOGHMLTBA J13 - BUKNIOYAETLCA NPOMDKHA
EMHICTb AN 36epiraHHs, a nonepesHs
chinbTpayia Ta inbTpaLis 34iicHI0TLCS B
NiHil MDX EMHICTIO 4151 3MillyBaHHSA Ta NiHie
HanoBHEHHSA ANs1 BUPo6HUKa [lenbapm
[JixoH, ®paHuif. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHK Y npoLeci BUpo6HMLTBA
roTOBOro MikapCcbKoro 3acoby, BKAYaun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHWLTBI FOTOBOrO /1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) -
3MiHM y npoueci BMpo6HuuTBa /13 - NpoMuTI
NOPOXHI amnynu
CTepWni3yrTb/AeNiPOreHi3yoTb y Cyxomy
TennoBomy TyHeni npu F2507 30 XBUAWH, L0
[ae WBUAKICTb 3HWKEHHS eHA0TOKCUHY 7103
Ansa BUpo6HvKa flensthapm [ikoH, PpaHuis.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo JOMYyCTUMUX MEX,
BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BMPOOHULTBA rOTOBOrO NiKapCbKoro 3acoby
(BUNYyYEHHA HeCyTTEBOro BUNPOOYyBaHHSA B
npoueci BUpo6HNLTBA) - 3MiHa JONYCTUMUX
MeX, BCTAHOB/IEHUX Y creundikalisx, nig vac
BUPOGHMLTBA /13 - BUNYYEHHS NOTOYHOTO
TecTy Ha 06'em 3anoBHeHHs (Fill Volume 1.09-
1.21 mL) nuwe gnsa 3anponoHOBaHOro
BMpOo6HUWKa flenbdapm [KoH, PpaHuis. 3MiHu
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

| TNy - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHN
BMNpo6yBaHb abo JOMYyCTUMUX MEX,
BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BMPOOHULTBA rOTOBOrO NikKapCbKoro 3acoby
(IHLWi 3MiHK) - 3MiHa JONYCTUMUX MEX,
BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BUpO6HMUTBA J13 - He3HaYHI 3MiHW NIMITIB
Macu HanoBHeHHA 3 1,103-1,225 o 1,09-1,23
r, L0 3aCTOCOBYIOTLCA B [lenbtapm [lixoH,
®paHuisf. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHuLTBA
rOTOBOrO /1iKapCbKOro 3aco0y (iHLWi 3MiHK) -
3MiHa [0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac supobHuyTea N3 -
nepesipka SKOCTi ra30yTBOPEHHS
BYIIEKMC/IOr0 rasy(3a/IMWKOBMX NOBITPAHNX
6ynb6allok) nig yac etany HanoBHEHHS Ta
repmeTu3adii, 3aMiHeHa NepeBipKol BMICTY
3a/IULLKOBOrO KMCHIO 3 TUM CamiM KpUTepiem 2
ppm 415 3anpornoHoOBaHOro BUPOGHMKaA
[Jenbdhapm [xoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHU 3aci6.
3miHa 6yab-KOT YaCTUHU MaTepiasny
NepBUHHOT YNakoBKK, LLIO HE KOHTaKTYE 3
rOTOBVM NiKapCbK1M 3aC060M (Hanpuknag,
KOMIp KPULLEYOK 3 KOHTPOMIEM MEPLUOro
BIAKPUTTSA, KOMIP KOAOBUX Kinewub Ha amnynax,
KOHTelHepa Ans ronok (pisHi BuAM nnacTmacu)
(3miHa, sika BNMBa€E Ha KOPOTKY
XapakTepucTrKy NikapcbKoro 3acoby)-
Amnynu, ki BUKopucToBytoTbesA B Delpharm
Dijon, ®paHuis, nonepefHbO 3aKo40BaHi
KO/IbOPOBUMMU KiflbLSIMU, KONIP Kinleub
3/IMIAETLCA TakUM CaMUM, SIK 3aTBEPLKEHO.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
chopmu abo po3mipy KOHTelHepa un
3aKynoploBasIbHOr0 3acoby (NepBUHHOI
ynakoBkK) (CTepusIbHI Nikapcbki 3acobm)
(B.IL.74. (B) IB)
He3HauHi 3MiH1 po3mipiB amnyn, Ak
BUKOPVCTOBYHOTHCS HA BUPOBHMYIN AiNbHUL
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[Jenbdapm [ikoH, PpaHLis, Lo BKIYae
3MiHa BMCOTM 3aneyartaHux amnyn 3 48-51 Mm
[0 47-49 mm. 3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX NepBYHHOI yNakoBKW rOTOBOIO
nikapcbKoro 3acoby (AOMNOBHEHHSI
cneumdikaLii HOBUM NMOKa3HNKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[opnaBaHHA TecTy Ha 3epHUCTICTb ckna (Glass
grain test (vol 0.02 M HCI) Not more than 0.1
mL) 3rigHo Ph. Eur. Ta USP/NF y cneuundikauii
3aKpUTTA KOHTelHepa, ki BUKOPUCTOBYIOTLCS
Ha BMPOGHWYIl AinbHKLi Jenbdapm [ixoH,
®paHuia. 3MiHy | TURYy - 3MiHKM 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBVHHOI yNakoBKW rOTOBOr0
NiKapcbKoro 3acoby (B1y4eHHs HE3HAYHOro
nokasHuka (Hanpuknag 3actapisnoro
nokasHuka)) - BunyyeHHa He3Ha4yHoro
nokasHuka i3 cneuymdikauii nepBuHHOT
ynakosku J13 - BUAaIEHHS ifeHTUYHOCTI 3a
[0MOMOroto iHdpayepBOHOro TecTy AN
CUCTEMU 3aKPUTTA KOHTEHepa ans
BMPOGHWYOI AinbHuLi Aenbdapm [ikoH,
PpaHuis.

401.

CAHAOCTAT
NH®

PO34MH AN iH'EKLIR,
0,05 mr/1 mn; no 1
M/ B amnyni; no 5
amnyn B Kopobu,i 3
KapToHy

HoBaprtic
dapma Al

Lsenuapi
a

BMPOGHMLITBO 3a
MOBHUM LK/IOM:
HosapTic ®apma
LTeln Al,
LlBeiiuapis;
BUNYCK cepil:
HoBaprtic
dapmacbloTuka,
C.A., IcnaHis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Oenbchapm OiKoH,
PpaHuin

Lsenuapis/
Icnansa/
PpaHuis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3amiHa abo BBeAEHHS [0AATKOBOI AibHUL,
BMPOGHMLTBA A1 YaCTWHN ab0 BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
3aco6y (ainbHMLA, Ha SKi NpoBOAATLCS Oy ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUBHUX JTiIKapCbKMX
3aco6iB (BK/IHOHYAKOYM BUPOGIEHI acenTUYHUM
MeTOoZ0M), KPiM NikapCcbkmx 3acobiB
6i010r4YHOro/iMyHOMOrYHOTO MOXOMKEHHS) -
BBepgeHHs 404aTKOBOI AiNbHULLI
BifnoBiganbLHOI 3a BUPO6HMLTBO /13 —
[Jenbdhapm [lxxoH, ®paHuis. 3MiHn | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3aMiHa abo BBeEHHS
[04AaTKOBOI AiNbHUL BUPOGHMLUTBA ANs

3a
peyermom

UA/9821/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

4acTHY abo BCbOro BUPOBHNYOro npouecy
roTOBOrO JliKapcbKoro 3acoby (AinbHUUA Ans
NepBUHHOTO NakyBaHHs) - floaaBaHHs
[Nenbdapm [ixoH, PpaHLis B AKOCTI
BMPOGHMKa BiANOBIfaILHOTO 3a NepBUHHE
nakyBaHHs J13. 3miHu | Tvny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOGHULTBI. 3amiHa ab0o BBEEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA AN
4acTHM abo BCbOro BUPOBHNYOro npouecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUA aAns
BTOPVHHOTO NakKyBaHHS) - [JlofaBaHHs
[enbdhapm [ixoH, PpaHLis B AKOCTI
BMPOOGHYKa BiANOBIAabHOTO 38 BTOPUHHE
nakyBaHHs J13. 3miHun | Tvny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKIl 34iCHI0ETbCS
KOHTpO/b/BUNPOBYBaHHA cepil) - flogaBaHHA
[enbdapm [ixoH, PpaHLis B AKOCTI
BMPOGHMKA BiANOBIfaLHOTO 3a KOHTPO/Ib
akocTi 3. 3miuu | Trny - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BUPOGHUUTBI. 3MiHa po3mipy cepii
(BK/IIOYAIOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBeaeHHs 36in1bLueHoro po3mipy cepii /13 gns
HoBoro Bupo6Huka Delpharm Dijon, France.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
NiKapcbknii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHU
y NpOLLeCi BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI TOTOBOMO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPO6HULTBA) - 3MiHK Yy npoLeci
BMPOGHMLTBA /13 - 06p06Ka [BOOKNCOM
Byrneuto (CO2) 3gjiicHiOBaTUMETLCS Micns
BBE/leHHS BOAW A1 iH'EKLi A B OCHOBHY
EMHICTb [JO3YBaHHA A/19 BUPOGHMKa
[Jenbdhapm [xoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI TOTOBOIO
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPO6HULTBA) - 3MiHK Yy npoLeci
BMPO6HMLTBA /13 - NiKapCbKy peyoBUHY
OKTpPeoTug aueTar nonepesHbo
COM6INI3yloTh Nepes AofaBaHHAM B EMHICTb
OCHOBHOrO [103yBaHHA /19 BUPOGHMKa
[Jenbdhapm [xoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHMLTBI FTOTOBOMO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUpo6HULTBA) 3MiHN Y npoveci
BUMPOGHMLTBA J13 - BOAA AN1A iH'eKUIN, Lo
BUKOPVCTOBYETLCA/[,0AETLCA A0 KiHLEBOro
06'emy, oxonoaxyeTses go 22,5 °C + 2.5 °C
0151 3anNponoHOBaHOro BMpobHuka enscapm
[LixoH, ®paHuis, npotn 20 °C Ha
3aTBepMAXKEHIl AinbHULi BUpo6HULTBA. 3MiHU |
TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCSA NMPU BUPOOHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULTBA) - 3MiHM Y npoueci
BMPOGHMLTBA J13 - BUKNIOYAETLCA NPOMDKHA
EMHICTb AN 36epiraHHs, a nonepeaHs
chinbTpayia Ta inbTpaLis 34iicHI0TLCS B
NiHil MDX EMHICTIO 4151 3MilLyBaHHSA Ta NiHie
HanoBHEHHSA ANs1 BUPo6HUKa [lenbapm
[JixoH, ®paHuif. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHK Y npoLeci BUpo6HMLTBA
roTOBOro MikapCcbKoro 3acoby, BKAYaumn
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHWLTBI FOTOBOrO /1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) -
3MiHM y npoueci BMpo6HuuTBa /13 - NpoMuTI
NOPOXHI amnynu
CTepWni3yrTb/AeNiPOreHi3yoTb y Cyxomy
TennoBomy TyHeni npu F2507 30 XBUAWH, L0
[ae WBUAKICTb 3HWKEHHS eHA0TOKCUHY 2103
Ansa BUpo6HuKa flenshapm [ikoH, PpaHuis.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN

BUNpo6yBaHb abo JOMYCTUMUX MEX,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BMPOBOHULTBA rOTOBOrO NikapCcbKoro 3acoby
(BUNYyYEHHA HeCyTTEBOro BUNPoOyBaHHSA B
npoueci BUpO6HNLTBA) - 3MiHa JONYCTUMUX

MeX, BCTAHOB/IEHUX Y creundikalisx, nig vac
BUPOGHMLTBA /13 - BUNYYEHHS NOTOYHOIO
TecTy Ha 06'em 3anoBHeHHs (Fill Volume 1.09-
1.21 mL) nuwwe gnsa 3anponoHOBaHOro
BMpO6HMKa [enbdapm [pkoH, PpaHuis. 3MiHun
| TNy - 3MiHW 3 AKOCTI. FOTOBMIA NiKapCbKUiA
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHN
BMNpo6yBaHb abo JOMYyCTUMUX MEX,

BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BMPOOHULTBA rOTOBOrO NikKapCcbKoro 3acoby

(IHLWi 3MiHK) - 3MiHa JONYCTUMUX MEX,

BCTAHOBJIEHVX Y crieumdikayisx, nig vac

BUpO6HMUTBA J13 - He3HaYHI 3MiHW NIMITIB
Macu HanoBHeHHA 3 1,103-1,225 o 1,09-1,23
r, L0 3aCTOCOBYIOTLCA B [lenbtapm [lixoH,
®paHuisf. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHMLTBA
rOTOBOrO /1iKapCbKOro 3aco0y (iHLWi 3MiHK) -
3MiHa [0MyCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikadisx, nig yac supobHuyTea N3 -
nepesipka SKOCTi ra30yTBOPEHHS
BYIIEKMC/IOr0 rasy(3a/IMWKOBMX NOBITPAHNX
6ynb6allok) nig yac eTany HanoBHEHHS Ta
repmeTu3adii, 3aMiHeHa NepeBipKo BMICTY
3a/IULLKOBOrO KMCHIO 3 TUM CamiM KpUTepiem 2
ppm 415 3anpornoHoOBaHOro BUPOGHMKaA
[Jenbdhapm [xoH, ®paHuis. 3MiHn | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHU 3aci6.
3miHa 6yab-KOT YaCTUHU MaTepiasny
NepBUHHOT YNakoBKK, LLIO HE KOHTaKTYE 3
roTOBMM NiKapCbK1M 3ac060M (Hanpuknag,

KOMIp KPULLEYOK 3 KOHTPOMIEM MEPLUOro

BIAKPUTTSA, KOMIP KOAOBUX Kinewub Ha amnynax,
KOHTelHepa Ans ronok (pisHi BuAM nnacTmacu)
(3miHa, sika BNMBa€E Ha KOPOTKY
XapakTepucTrKy NikapcbKoro 3acoby)-
Amnynu, ki BUKopucToBytoTbCA B Delpharm
Dijon, ®paHuis, nonepefHbO 3aKo40BaHi

KO/IbOPOBUMMU KiflbLSIMU, KONIP Kinleub

3/IMLIAETLCA TakUM CaMUM, SIK 3aTBEPLKEHO.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3miHu | TNy - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3miHa
chopmu abo po3mipy KOHTelHepa un
3aKynopoBasIbHOr0 3acoby (NepBUHHOI
ynakoBkK) (CTepusIbHI NiKapcbki 3acobm)
(B.IL.74. (B) IB)

He3HauHi 3MiHK po3mipiB amnyn, Ak
BUKOPVCTOBYHOTHLCS HA BUPOOHWYIN AiNbHUL
[Jenbdapm [ikoH, PpaHuis, LWo BKIYae
3MiHa BMCOTM 3aneyartaHux amnyn 3 48-51 Mm
[0 47-49 mm. 3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo fgonycTuMmx
MeX NepBYHHOI yNakoBKW rOTOBOIO
nikapcbKoro 3acoby (AOMNOBHEHHSI
cneumdikaLii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA40M BUNPOOYBaHHS) -
[opaBaHHA TecTy Ha 3epHUCTICTb ckna (Glass
grain test (vol 0.02 M HCI) Not more than 0.1
mL) 3rigHo Ph. Eur. Ta USP/NF y cneuundikauii
3aKpUTTA KOHTelHepa, ki BUKOPUCTOBYHOTLCS
Ha BMPOGHWYIl AinbHKLi Jenbdapm [ixoH,
®paHuia. 3MiHy | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUii 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBVHHOI yNakoBKW rOTOBOr0
NiKapcbKoro 3acoby (B1y4eHHs HE3HAYHOro
nokasHuka (Hanpuknag 3actapisnoro
nokasHuka)) - BunyyeHHa He3Ha4yHoro
nokasHuka i3 cneuymdikauii nepBuHHOT
ynakosku J13 - BUAaIEHHS ifeHTUYHOCTI 3a
[0MOMOroto iHdpayepBOHOro TecTy AN
CUCTEMU 3aKPUTTS KOHTelHepa Ans
BMPOGHWYOI AinbHuLi Aenbdapm [ikoH,
PpaHuis.

402.

CEBEJ/IAMEP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 800
Mmr no 10 TabneTok y
6nictepi, no 18
6nicTepiB B nauLi

TOB
"APTEPIYM
nTg

Ykpaina

NAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3arajlbHeHVX AaHux Npo CUCTeEMY
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnsigy; KOHTakTHoOI ocobu 3
dhapMakoHarnisgy 3asaBHUKa ANs 34iNCHEHHS

3a
peyermom

UA/18386/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
hapmakoHarnsgy B YkpaiHi, Ko BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBiAa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepgakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIA&/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxoKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iiicHeHHs!
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
403. | CEBOPAH® piguHa gns E66BI LLiBeiiuapi E668Ii C.p.n. ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/4139/01/01
iHranauin 100 % no Bioghapmacbto a 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom nionseae
250 mny Tikan3 Mm6X Ha3BW NlikapcbKoro 3acoby - 3aTBepaKeHo:
nnacTKoBoMy CeBopaH (Sevorane) / 3anponoHOBaHo:
hnakoHi 3 CeBopaH® (Sevorane®). TepMiH BBEEHHS
KOBMa4yKoOM CUCTEMM 3MiH MPOTAroM 6 MicALiB NiCNSA 3aTBEPAKEHHS.
Quik fil; no 1 3MiHu | TMnYy - 3MiHK Woao
donakoHy B 6e3nekn/edeKkTBHOCTI Ta hapMakoHariagy
KapTOHHIA Kopoo6Li (iHLWi 3MiHKW) - 3MiHM BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT YNaKoBKM /iKapCbKOro
3acoby y n. 6. «IHLE» 1040 HaHECEHHSI
I0rOTUMY KOMMAHIT Ta B TEKCT MapKyBaHHS
BTOPWHHOI ynakosku y n. 17. «IHWE>» wono
[oAaBaHHsA iHhopMaLii CTOCOBHO LUTPUX-KOZY.
TepmiH BBeA,EHHS 3MiH NpOTAroM 6 micauis
nicns 3aTBepiKeHHs
404. | CEHALQE® Tabnetku no 13,5 mr Lvnna Nt IHAjsa Megite6 IHAaia BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/6054/01/01
Ne 500: no 20 Cnewmanitia 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenma
Tabnetok y 6nictepi, Nimiteq nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
no 25 6nictepis y po3mipy cepii (BknoUaroun gianasoH po3mipy
KapTOHHIA Kopoo6Li cepii) roToBOro NikapcbKoro 3acoby (iHwi
3MiHW) BUNYYEHHS 3aTBEPKEHO [104aTKOBOrO
po3miy cepii roTOBOro fikapcbKoro 3acoby - 57
Kr (3aTBepaxeHo: 57 kr, 570 «r);
3anponoHoBaHo: 570 kr).
405. | CUNOEHA®I TabneTkn, BKPUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15398/01/01
n1oo NNiBKOBOO Megpikeap /114. BpuTaHis dPapmacbioTikan3 3MiHu | TUNYy - 3MiHK Woao peyenmom
AHAHTA 060s10HKO0, Mo 100

Mr 110 4 TabneTkn y
6nictepi, no 1
6nicTepy B nauywi; no
1 Tabnetyiy

M. /114.

6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHM) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHSI NepBUHHOT YNaKoOBKM J1iKapCbKOro
3acoby B n. 3. "Homep cepii nikapcbkoro
3acoby"”, n. 4. "[lata 3akiH4eHHs TepMiHy
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepi, no 1 npugatHocTi”, n. 6. IHWE, Tay TekcT
6nictepy B nayui MapKyBaHHSA BTOPUHHOT yNakoBku B n. 17.
IHLWE. TepMiH BBEAEHHSA 3MiH - NPOTAroMm 3
MicsILiB Micnsi 3aTBepAKEHHS.
406. | CUNOEHA®I TabneTku, BKPUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15398/01/02
N 50 AHAHTA | nniBKoBOO Megikeap /T4, BputaHis dapmacbloTikans 3Minu | TURY - 3MiHn Woao peyenmom
o6onoHkoto, no 50 Met. NiTA. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Mr 110 4 TabneTkn y (iHWi 3MiHM) - 3MiHN BHECEHO Y TeKCT
6nictepi, no 1 MapKyBaHHS NMEPBUHHOI YNaKoBKY NiKapCbKOro
6nictepy B nauui; no 3acoby B n. 3. "Homep cepii nikapcbkoro
1 tabnetuyiy 3acoby", n. 4. "[aTa 3aKiHYeHHs TePMiHY
6nictepi, no 1 npugatHocTi”, n. 6. IHWE, Tay Tekct
6nictepy B nauui MapKyBaHHSA BTOPUHHOT yNnakoBku B n. 17.
IHWE. TepmiH BBeAEHHA 3MiH - NPOTArom 3
MiCALIB MiCNSA 3aTBEPKEHHS.

407. | CUMETUKOH | pianHa (cy6cTaHuis) TOB YkpaiHa PioKea IHgis IHais BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: - UA/10467/01/01
y 6apabaHax "TNEA®APM MpaiisiT MimiTeq 3miHa 3anBHuka /13 (MIBIM) (BnacHuka
noslieTuNeHoBMX nTa"

ans
chapmMaueBTUYHOTO
3acTocyBaHHsl

peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
martepiany/npomiKHOro NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLTBA
A®| (He3HauHi 3MiHW y 3aTBEPAXEHUX
mMeToAax BUNpo6yBaHHA) NpUBEAEHHS
BiANOBIAHMX pO3A4iniB MaTepianis
peecTpauiiHoro A0oChbE Y BiANOBIAHICTb A0
DMF, HagaHoro BUpo6GHMKOM cybeTaHLii, a
came TecTu "lgeHTudikauis”, "MiHoracHa
aKkTMBHICTL", "BTpaTa B Maci npu
BMCYLLYBaHHI", "BMICT KpeMHito giokcuagy",
"KinbkicHe Bu3HaveHHs", "BA3KicTb". 3MiHu |
IRy - 3MiHu 3 skocTi. A®I. KoHTponb AdI.
3miHa y MeTodax BunpobyBaHHs AD| abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP (iHWi 3MiHN)
BunyyeHHs 3i cneyudikauii Ta meTogis
KOHTpON AdI n. «Baxki meTanu». 3MiHm |
TMny - 3MiHK 3 AkocTi. APl KoHTposnb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo
BMXiAHWIA/NPOMIDXHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y NPOLeCi BUPOGHULTBA
A®| (iHwWi 3MiHK) 3MiHa napameTpa
cneuundikauii Tecty "B'askicTb", 3rigHO
marepianis BUpobHuka. 3aTBepAKeHO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BsiskocTb 500-700 cSt nnm 1000-1300 cSt,
nnn 2200-2500 3anponoHoBaHo B’A3kicTb
500-700 cSt a6o 1000-1300 cSt, a6o 2000-
2500 3miHn | Tuny - 3MiHn 3 akocTi. AdI.
KoHTposib A®I (iHLWi 3MiHWM) OHOBNEHHS BXe
3aTBEPLKEHNX METOZIB KOHTPOIHO AKOCTI
nikapcbKoro 3acoby, a came BUKNafeHHs
TEKCTY [ilepXaBHOI MOBOIO 3riJHO Cy4acHUX
BVIMOT.

408.

CUMETUKOH
EMYNbCIA

pigvHa (cybcTaHuis)
y 6apabaHax
nonieTMIeHoBmX
ans
chapmaLeBTU4YHOro
3acTocyBaHHs

TOB
"TNEQPAPM
nTa

YkpaiHa

PioKea IHgis
MpaiiBiT MimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHuVKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). 3aTBEpXEHO:
TOB "KYCYM ®APM", YkpaiHa.
3anponoHoBaHo: TOB "Meadapm NT4",
YkpaiHa. 3miHun | Tuny - 3miHn 3 AkocTi. API.
KoHTponb A®L. 3miHa y MeToaax
BMNpo6ysaHHA A®| abo BuxigHoro
marepiany/npomMiKHOrO NPOAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLTBA
A®| (He3HauHi 3MiHW y 3aTBEPAXEHNX
mMeTogax BUNpobyBaHHS) - BHECEHHS
He3HaYyHWX 3MiH Y 3aTBepAXeHi MeToau
BMNpobyBaHHsA: T. "laeHTudikayia”, "MiHoracHa
aKTMBHICTL", "KinbkiCHe BU3Ha4YeHHs",
"Mikpo6ionoriyHa ynucrtota". 3miHum | Tuny -
3MiHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y
MeToAax BunpobyBaHHs AD| abo BUXigHOro
mMartepiany/npomMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpOLeCi BUpOOHMLTBA
A®| (iHWi 3MiHW) - BunyyeHHs 3i cneuudikauii
Ta MeToAiB KOHTposlo AP n. «Bakki meTanm».
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®l. 3miHa y MeTogax BunpobyBaHHsA Adl abo
BUXIAHOIO MaTepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®I (iHWwi 3MiHN) -
BunyyeHHs 3i cneyudikauii Ta meTogis
KOHTpO/0 A®I N. «PO3UnHHICTb». 3MiHK | TNy
- 3MiHu 3 gKkocTi. A®l. KoHTponb A®I (iHwwi
3MiHW) - OHOBEHHS BXE 3aTBEPAKEHUX
MeTOoZiB KOHTPOJIK0 AKOCTi NikapCbKoro 3acoby,
a came BUK/a[eHH:A TEKCTY epXXaBHO
MOBOHO 3TiJHO Cy4aCHVX BUMOT.

UA/10605/01/01

409.

CUHADNAH

masb 0,025 % no 15
Iy Ty6i antoMiHieBIA;
no 1 1y6i B nayui 3
KapToHy

[N "CTALA-
YKPAIHA"

YkpaiHa

TOB «®3
«BIODPAPMA»

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMiHax NpnAaTHOCTI abo yMoBax 36epiraHHs

3a
peyerimom

He
niosnsiecae

UA/4902/01/01
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n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

rOTOBOrO JliKkapcbkoro 3acoby (3mMiHa B ymoBax
36epiraHHsA roTOBOro NikapcbKoro 3acoby abo
nicns po3ynMHeHHs/BIAHOBNEHHS) 3MiHa B
ymoBax 36epiraHHsi FOTOBOrO NiKapCbKoro
3aco0y, y 3B'A3Ky 3 PO3LUMPEHHAM
TemnepartypHux mex 36epiraHHs. [ioua
pefakuis: YMoBU 36epiraHHs — npu
Temneparypi He BuLe 20°C NponoHoBaHa
pefakuis: YMoBM 36epiraHHa — npu
Temneparypi He Bue 25°C 3MiHM BHECEHO Y
po3ain "YMoBu 36epiraHHA" B iIHCTPYKLit0 Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
Ta AK HACNIAOK - Y TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby. BBefeHHS 3MiH NpPOTAromM
6-TV MICALLIB MiCNA 3aTBEPLKEHHS.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3aco0y (3MEHLLEHHS
TepMiHy NpuAAaTHOCTI rOTOBOro NikapcbKoro
3aco6y) - [1na TOprosoi ynakoBku -
3MeHLIeHHs TepMiHy npugartHocTi 13,
onuparynchb Ha NO3WUTWBHI pesynbTaTu
npoBeAeHHs BUNpobyBaHb CTabisibHOCTI 3rigHO
3aTBepmxeHoi MKA npu Temnepartypi 25°C.
[Jitova pepakuis: TepMiH npugaTHocTi — 5
pokis. MNponoHoBaHa pegakuis: TepmiH
npugaTHocTi — 18 micauiB.
3MiHV BHECEHO Y po3ain "TepMiH npuaaTHOCT
B IHCTPYKL,iIO 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acooy.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHSA. 3MiHKM | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHECEHO Y TeKCT
MapKyBaHHA BTOPVHHOT YNakKoBKW NiKapcbKoro
3aco0y Woao 3a3HaveHHs norotuny (n. 17.
IHLLE).
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS.

410.

CUHYMNPET®

TabneTku, BKPUTI
060/10HKOI0 M0 25
Tabnetok y 6nictepi;
no 2 6nicrepu y
KapTOHHI/ KopoobLi

BioHopuka CE

HimeyunH
a

nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
BioHopuka CE,
HimeuunHa,;

Brpo6HMUTBO in-

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeleHHA 404aTKOBOT Ai/TbHULL
BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco06y (iHLWi 3MiHK)
BMHECEHHS Ha3B Ta afpec NPOMiIXKHUX -

6e3
peuyenma

UA/4373/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
bulk: BVMPOGHWKIB, SiKi paHille 6y/in 3a3HauveHi Tislbku
PotteHgopd ®apma B Mopyni 3 peecTpauiiiHoro goceke (3.2.P.3.1.),
'm6X, HimeuunHa; 3
BiBenbxose MM6X, YTOYHEHHSAM X PYHKUiA. Po3nucaHo doyHKu,i
HimeyunHa,; 3aTBEpAXEHOro BMpobHuka 13 BioHopuka
nepBuvHHe Ta CE.
BTOPVIHHE
nakyBaHHs:
PotteHgopd ®apma
m6X, HimeuunHa;
Bisenbxose N'M6X,
HimeuunHa
411. | CUHYNPET® | Tabnetku, BKpUTI BioHopuka CE HimeuuunH nepBuHHE Ta HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4373/04/01
DOPTE 060/10HKO0 NO 20 a BTOPWHHE 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenma
Tabnetok y 6nictepi; nakyBaHHs, nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
no 1 6nictepy B KOHTPO/b Ta BUMYCK 3amiHa abo BBeLleHHA 404aTKOBOT Ai/TbHULL
KapTOHHI kopo6Lyj; cepii: BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO
no 25 Tabnetok y BioHopuka CE, BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
6nicTepi; no 2 a6o 4 HimeuunHa,; 3aco06y (iHLWi 3MiHK)
6nictepu y Brpo6HMuTBO in- BVMHECEHHS Ha3B Ta afpec NPOMiIKHUX -
KapTOHHIA KOopoo6Li bulk: BVMPOGHWKIB, SiKi paHille 6y/in 3a3HaueHi Tislbku
PotteHgopd ®apma B Mopyni 3 peecTpauiiiHoro goceke (3.2.P.3.1.),
'm6X, HimeuunHa; 3
BiBenbxoBse N'M6X, YTOYHEHHSM X PYHKUiA. Po3nucaHo doyHKu,i
HimeuunHa 3aTBepAXeHoro Bupo6Hvika N3 BioHopuka
CE.
412. | CIMYNEKT® niodpinizat gns Hosapric LLiBefiuapi Bupo6HMLTBO LLiBefiuapis/ | BHeECEHHS 3MiH A0 peecTpauiiHnx MaTepianis: 3a UA/17146/01/01
pO34nHy AN dapmva Al a niKapcbKoro 3acoby ABcTpisi/ 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA peyenmom
iH'eKuii/iHdysii, no 3a NOBHUM LIMK/IOM ®paHuisa nikapcbkuii 3aci6. Cuctema

20 mr 1 cpnakoH 3
niodpinizatom y
KOMMEKTi 3
PO34MHHMKOM (5 M
BOAW ANS iH'EKLN) B
amny”i, B KAPTOHHIl
Kopoo6Li

Ta BTOPWHHE
nakyBaHHS, BUNYyCcK
cepii po34nHHYKKa:

HosapTic ®apma
LWTeliH AT,
LLisefiuapis

KoHTpOsb sIKOCTi

NiKapcbKoro 3acoby:

HoBaprTic ®apma Ar,

LLiBeiuapis
BMPOBHULTBO,

KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs

PO3YUHHKKA:

Takega ABCTpis

v6X, ABCTpist

KOHTPO/1b SKOCTI

KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa
opmu abo po3Mipy KOHTellHepa un
3aKynoproBasIbHOro 3acoby (NepBUHHOI
yMakoBKM) (CTepUsIbHI Nlikapcbki 3aco6m)
[opasaHHA HOBOI cknsiHOI amnynu (amnyna B)
3 iHWKMK po3mipamn. 3MiHK | Tuny - 3MiHK 3
AKocTi. FoToBwWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBHULTBI. 3MiHU y npoLeci BUpo6HMLTBA
roTOBOro MiKapCbKoro 3acoby, BKAYaum
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3MiHW) 3MiHK y NpoLeci BUpo6HULTBAa
N3, a came gogaHo vyac BUTPUMKHY, /1S
npouecy BUpO6HULTBA BOAM ANS iH eI ans
BMpo6HUKa [enbthapm [AbKoH. 3MiHn | Tuny -
3MiHM 3 siKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHK BUNpobyBaHb abo
O0NYCTUMUX MEX, BCTRHOB/IEHUX Y
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
PO34YUHHKKA: cneumdikauisix, nig yac BUpobHNLTBA
ATrEC I'pas IME/[, roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK)
ABCTpis [opasaHHa HoBKX Mex IPC ans sucotu
BMPOGHMLTBO, 3anatoBaHHs BHAC/IAOK 3MiHW pO3MipiB HOBOI
KOHTPO/Ib SIKOCTI, cknsHoi amnynu (amnyna B).
nepBuHHe
nakyBaHHS
PO3YMHHYKA:
[Jenbdapm [IKoH,
PpaHuis
413. | CIHDXAPLI® | Tabnetku, BKpUTI BepiHrep HimeuuunH BMPOBHULTBO, HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15722/01/01
NNiBKOBOIO IHrenbxainm a nepBuHHE Ta Ipevis/ 3MiHn | TURY - 3MiHK 3 aKocTi. API. peyenmom
obonoHkoto, 12,5 IHTEpHEeLLHN BTOPUHHE dpaHuis/ Brpo6HMLTBO. 3MiHa BMPO6HUKa
Mr/1000 mr, no 10 6X nakyBaHHs, Cnony4eHi BUXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
Tabnetok B 6nicTepi; KOHTPO/Ib SIKOCTI, LWratn BMKOPWCTOBYIOTbCS Y BUPOOHNYOMY MpOLLECi
no 6 6nictepiB y BUWMYCK Cepii: AmMepuKm A®I, abo 3miHa BUpoOHWKa (BKOUaroun, ae
KapTOHHIA KOpooLi BepiHrep Heob6XiAHO, MicLe NPOBEAEHHSI KOHTPOSIO
IHrenbxaiim ®apma akocTi) A®I (3a BigcyTHOCTI cepTuddikata
v6XiKo., BiANOBIAHOCTI EBponeiickkili hapmakonei y
HimeyunHa; 3aTBEPAXEHOMY [OCLE)(BBEAEHHA HOBOT
BMPOGHMLTBO, AinbHUUI, fe 3AiNCHI0ETLCA MIKpPOHi3aLis)

KOHTPO/Ib AKOCTI (3a
BUHSATKOM TecTy
«MikpobionoriuHa
yncToTa»),
nepBuHHE Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepi:
Bepinrep
IHrenbxaiim Xennac
CuHrn Membep
C.A,, lpeuisi;
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
MATEOH ®PAHUIA,
®paHLjs;
BUPOGHMLTBO
Tabnetok "in bulk"
Ta KOHTPO/b AKOCTi:
MareoH MyepTo
Puko. IHK.,
Cnonyueni Wtatn
AmepuKu;
KOHTPO/1b SKOCTI (3

BBepgeHHs ans nosm 12,5 mr/1000 mr
[04aTKOBUX BUPOBHUUNX ChYHKLiNA:
noApiGHEHHS, NakyBaHHA Ta MapKyBaHHS
[ilo40i peyoBrHY emMnarnid/iIo3nHy, ANs BXe
3aTBepAKeHoro Bupo6Hrka BIDACHEM
S.P.A., ltaly BignoBiganbHoro 3a:
BMPOGHMLTBO Ta KOHTPOJIb SKOCTI.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

414.

BUHATKOM TecTy
"Mikpob6ionoriyHa
yncrtoTa"):
AeHg Em
LWUTABTECT /labop
dhyp AHaNITUK YHA
CrabinitarcnpydyHr
M6X, HimeuuunHa,;
KOHTPO/b AKOCTi Npu
LOCAIMKEHHI
cTabinbHocTi (3a
BUHSATKOM TecTy
"MikpobionoriyHa
yucroTta"):
EBpocpiHc PACT
m6X, HimeuunHa;
anbTepHaTuBHa
na6oparopis Ans
KOHTPOJIIO TECTY
"Mikpob6ionoriyHa
yucroTa™
CIrC IHcTtutyT
®peseHiyc MM6X,
HimeuumnHa;
Na6op /1IC CE eHg
Ko. KI', HimeuunHa;
K'oEiCiEc ENE,
peuist

CIHIXXAPAI®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOM, 5
Mr/1000 mr, no 10
TabneTtok B 6nicTepi;
no 6 6nictepiB y
KapTOHHIA KOpooLi

BepiHrep
IHrenbxainm
IHTEpHeLLHN

M6X

HimeyunH
a

BMPOBHULTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUWMYCK Cepii:
BepiHrep
IHrenbxanm ®apma
rv6X i Ko.,
HimeuuunHa,;
BMPOGHMLITBO,
KOHTPO/Ib AKOCTI (3a
BUHSATKOM TecTy
«MikpobionoriyHa
yncToTa»),
nepBuHHE Ta
BTOPVHHE
nakyBaHHS, BUNYCK
cepi:
Bepinrep

HimeuunHa/
Ipevis/
dpaHuis/
CnonyyeHi
Wrarn
AmepuKn

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMLTBO. 3MiHa BMPO6HUKa
BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNYOMY MpOLLECi
A®I, abo 3miHa BUpoOHWKa (BKOUaKoun, ae
Heob6XiAHO, MicLe NPOBEeAEHHSI KOHTPOSIO
akocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [OCLE)(BBEAEHHA HOBOT
AinbHUUI, fe 3AiNCHI0ETLCA MIKpPOHi3aLis)
BBepgeHHs ans ao3un 5 mr/1000 Mr 4oaaTkoBUx
BMPOGHNYMX DYHKLLI/: NOAPIGHEHHS,
nakyBaHHA Ta MapKyBaHHS fjit040i peyoBUHN
emnarnicIo3nHy, 415 BXe 3aTBEPAKEHOIO
BUpobHuKa BIDACHEM S.P.A,, Italy
BiANOBIAA/IbHOrO 3a: BUPOGHMLTBO Ta
KOHTPO/b SIKOCTI.

3a
peyenmom

UA/15724/01/01




345

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

IHrenbxaiim Xennac
CuHrn Membep
C.A,, lpeuis;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
MATEOH ®PAHU|IA,
®paHujs;
BVPOGHMLTBO
Tabnetok "in bulk"
Ta KOHTPO/Ib AKOCTI:
MareoH lMyepTo
Puko. IHK.,
Cnonydeni Wratn
AwmepuKu,
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yncrtoTa"):

A eHg Em
LWUTABTECT /labop
dhyp AHaNITUK YHA
CrabinitarcnpydyHr
M6X, HimeuuunHa,;
KOHTPO/b AKOCTI Npu
LOCAIMKEHHI
cTabinbHocTi (3a
BUHSATKOM TecTy
"MikpobionoriyHa
yucroTta"):
EBpocpiHc PACT
m6X, HimeuunHa;
anbTepHaTuBHa
na6oparopis Ans
KOHTPOJIIO TECTY
"Mikpob6ionoriyHa
yucroTa™
CIC IHcTutyT
®peseHiyc MM6X,
HimeuumnHa;
Na6op /1IC CE eHg
Ko. KI', HimeuunHa;
K'oEiCiEc ENE,
peuist

415.

CIHEIrPA

TabneTku, BKPUTI

NNiBKOBOKO

HOBEJ1 IJTAY
CAHAI BE

TypeyyuH
a

HOBE/ IJ1AY
CAHAI BE

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao

3a
peyenmom

He

nionsieae

UA/15696/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
060/10HKOI0, MO 25 TIOXXAPET TIOXAPET A.LL. 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
M, A.LL. 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
no 1 Tabnetuiy 3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
6nictepi; no 1 MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
6nictepy y perynsipHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHIli ynakoBLyj; nikapcbKoro 3acoby, abo focnifKeHb 3
no 4 TabneTtkn y 6e3Mnekn 3acTocyBaHHS /likapCbKoro 3acoby B
6nictepi; no 1 nicnsipeecTpadiiinii nepiog, abo sk
6nictepy y pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
KapTOHHI ynakoBsL,i npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWKMKN NikapcbkMu 3acobamm
Ta iHWi BUAY B3aemogiii" BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku aioyoi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-Tu
MicALiB Nicnsa 3aTBepAKeHHs
416. | CIHErPA TabneTkn, BKPUTI HOBEN INAY TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a He UA/15696/01/02
NNiBKOBOO CAHAI BE a CAHAI BE 3MiHm | TNy - 3MiHK Woao peuenmom | nidnsizae
060/10HKO10, M0 50 TIOXKAPET TIOXKAPET A.LL. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
M, A.LL 3MiHa y KOpOTKiil XxapakTepucTuLi Nnikapcbkoro
no 1 Tabnetuiy 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
6nictepi; no 1 MeAMYHOro 3acToCyBaHHA Ha niacTasi
6nictepy y perynspHO OHOB/IHOBAHOTO 3BiTY 3 6e3neku
KapTOHHI ynakoBLi; nikapcbKoro 3acoby, abo focnimKeHb 3
no 4 Tabnetkn y 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
6nictepi; no 1 nicnsapeecTpauiiinii nepiog, abo sk
6nictepy y pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
KapTOHHIA ynakoBLi npoBeAeHNX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3acToCcyBaHHs NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi BUAW B3aeEMOZjin" BignoBigHo A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku ailyol
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-TK
MicsILiB MicNsA 3aTBEPAKEHHS
417. | CIHEMPA TabneTku, BKpUTI HOBE/ INNAY TypeyuunH HOBEN I1AY TypeyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a He UA/15696/01/03
NNiBKOBOIO CAHAI BE a CAHAI BE 3MiHm | TNy - 3MiHK Wo40 peuenmom | nidnsizae
060/10HKOt0, N0 100 TIIXKAPET TIOXKAPET A.LL. 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
M, A.LL. 3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro

no 1 tabnetuiy
6nicTepi; no 1

3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
MefIMYHOr0 3aCTOCYBaHHA Ha nigcrasi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepy y perynisipHO OHOB/TOBAHOTO 3BiTY 3 6e3neku
KapTOHHIA ynakoBLi; nikapcbKoro 3acoby, abo gocnigxeHb 3
no 4 Tabnetkn y 6e3nekun 3aCTocyBaHHA NiKapcbkoro 3acoby B
6nictepi; no 1 nicnspeecTpauiiinii nepiog, abo sk
6nictepy y pes3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
KapTOHHIA ynakoBL,i npoBeAeHNX BignoBIAHO A0 NaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
"B3aemogisa 3 iHWKMKU NikapcbKruMu 3acobamm
Ta iHWIi BUAW B3aEMOZjin" BignoBigHo Ao
OHOBJIEHOT iHbopMaLii 3 6e3neku aiuol
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHSs
418. | CONMAHTPA® | kpem, 10 mr/r; no 30 Fangepma CA | LUBeiiuapi Bupo6bHuuTBO, PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16320/01/01
ry Ty6i; no 1 1y6i B A nakyBaHHs, 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom
KapTOHHIA Kopoo6Li MapKyBaHHS1, nikapcbkuii 3aci6. Cuctema
BUNPOGYBaHHSA KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
KOHTPO/O SIKOCTI, MepBWHHI yNakoBL,i roTOBOro MikapCbKoro
BMMNPOBYBaHHSA 3acoby (Tvn kKoHTeliHepa abo foAaBaHHSA

cTabinbHOCTI Ta
BUWMYCK CepiiA:
NABOPATOPII
FTANOEPMA,
dpaHuis;
Bunpo6yBaHHs
cTabinbHOCTI:
ANIbBE
MPOBAHC, ®paHujs

HOBOrO KOHTeliHepa) - TBepai, M'siki Ta
HecTepwsbHi pigki nikapcbki hopmm -
[04aBaHHA HOBOrO KOHTelHepa 413 M'aKoi
nikapcbkoi dhopmu (polyfoil PF 405 tubes).
3arsepmxeHo: Child-resistant container
closure system pack material polyfoil PF 404
tubes
3anponoHoBaHo: Child-resistant container
closure system pack material polyfoil PF 404
tubes pack material polyfoil PF 405 tubes
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPONIO SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
[iNbHULI, Ha 5K 3AiCHI0ETLCA
KOHTPONb/BMNPOGYBaHHSA cepii)
[0AaBaHHA [04ATKOBOI AiNbHUL ANS
3[iiCHEHHA KOHTPOSIO AKOCTI, a came Ans
BMMNPO6YyBaHHA CTabi/IbHOCTI NiKapCbKOro
3acoby: AJIbBE/[ NMPOBAHC, 940 aBeHo ae
TpaBepTonb0, Ope3oH, 04700, ®paHuis /
ALBHADES PROVENCE 940 avenue de
Traversetolo, Oraison, 04700, France.
3areepmkeHo: JABOPATOPII TAJIAEPMA,
PpaHuis (BUPO6GHMLITBO, NakKyBaHHS,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MapKyBaHHS, BUNPOOYBaHHA KOHTPO/IO AKOCTI,
BMNPOGYBaHHS CTabiNIbHOCTI Ta BUMYCK cepild)
3anponoHosaHo: AJIbBE/[] MPOBAHC,
®paHuia (BUNPObyBaHHS CTabiNbHOCTI);
NABOPATOPII TANIAEPMA, ®paHuis
(BMPOGHMLTBO, NaKyBaHHA, MapKyBaHHS,
BMMPOGYBaHHS KOHTPOJIIO SKOCTI,
BMNPOGYBaHHS CTabisIbHOCTI Ta BUMYCK cepilf)
419. | CONIQATro PO3YMH A8 iH'EKUIN Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/4374/01/01
KOMMO3WUTY | no 2,2 mn B amnyrni; XaiinbmiTTens a XanbmitTTens 3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb peyenmom
MC no 5 amnyny Xeenb Mv6X Xeenb Mv6X A®I. 3miHa y napameTpax cneuudikadiii
KOHTYPHIl Ta/abo [OMYyCTMUX MEX, BUSHAYEHUX Y
YapyHKOBI cneuudikalisx Ha Adl, abo
ynakosLi; no 1 a6o BMXiAHWIA/NPOMIXHUIA NpOAyKT/peareHT, Wwo
2, abo no 20 BMKOPUCTOBYIOTbCS Y NPOLECi BUPOBGHULTBA
KOHTYPHUX A®I (iHWi 3MiHK)
YapyHKOBUX 3MiHKM y cneyndpikauii ana Ureter suis mother
yNakoBOK y KOPOOLi tincture 3a Noka3HMKOM «BigHOCHA LWi/IbHICTb»
3 KapTOHY (3aTBepaxeHo: Relative density: 1.195-1.215;
3anpornoHoBaHo: Relative density: 1.200-
1.220).
420. | cony- NopoLLOK AN Mdpaiizep IHkK. CWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9873/01/01
KOPTE® PO34UHY A5 iH'EKLLlA MeHodek ypuHr 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom
no 100 mr, 1 chnakoH Benbria HB HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
3 MOPOLUKOM Y (BNacHvKa peecTpauiiHoro NocBigYEHHs)
KapTOHHI KopobLyj; 3MiHa agpecu 3asBHUKA.
25 chnakoHis 3
NOPOLLKOM Y NigAoHi
ans
TpaHCnopTyBaHHSA
(6€e3 BTOpUHHOT
ynaKoBKK)
421. | COPBEHTOM | resnb opasbhuii, 0,7 TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/13587/01/01
AKC r’rno135ry 03 06MexeHo 3MiHa 3asBHuKa J13 (MIBI) (BnacHuKa peyenma
KOHTeliHepi; no 1 OBMEXEHO BigNoBifasIbHICTIO peecTpavuiiHoro nNocBig4eHHs ) (3rigHo Hakasy
KOHTeliHepy B 10) "®apmaueBTNYHa MO3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH
KOpPOOLii 3 KApTOHY BIANOBIAAN KoMnais "3popos'a” NPOTArom 6-Tu MiCALIB NiC/1A 3aTBEPIKEHHS;
bHICTIO 3MiHu | TURY - 3MiHN WoAao
«KOPTOPALLI 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnisgy.
A BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunX
«300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHs

y3araJibHeHVX AaHuxX Npo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiMiHHA Bif YNOBHOBaXKEHOI 0CO6M,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuisa: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
Homepa MacTep-ghaiina cuctemm
thapmakoHarnsgy

422,

423.

COPBEHTOM
AKC

renib opasibHuiA, 0,7
r/r; in bulk: no 50 kr
y nakeTax nogABiiHNX
3 NAiBKK
nonieTnaeHosol

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALI|I
A
«3[00POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiAgNoBiga/IbHICTIO
"GapmaueBTMyHa
KomnaHis "3g0pos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm

hapmakoHarnsgy

UA/14540/01/01

COoPBIN0C

MOPOLLIOK A5
Opa/IbHOT CyCneHsi';
no3r;no3,76r
MOPOLLKY Y catle; rno
10, 20 a6o 30 cawe

y nayui

TOB
"APTEPIYM
nTa

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
BBegieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araJibHeHVX AaHux Npo cuctemy

6e3
peyenma

UA/18032/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHol
oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4715 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cucTemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4noBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
hapmakoHarnsgy. 3miHa micus 34jiACHEeHHS
OCHOBHOI AisiNIbHOCTI 3 papmakoHarnsay

424,

CNA3ro

Tabnetku; no 10
Tabnetok y 6nictepi;
no 1 a6o 10
6nictepis y kopobuij

AHaHTa

Megikeap /T4,

Benvka
BputaHis

dnamiHro
dPapmacbloTrKanc
nra.

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHWM BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT YNaKoBKM /liKapCbKOro
3aco6by B n. 3. "Homep cepii nikapcbkoro
3acoby", n. 4. "OATA 3AKIHYEHHA TEPMIHY
NMPUOATHOCTI", n. 6. "IHLUE", Tay TekcT
MapKyBaHHS BTOPUHHOT yNakoBku B n. 17.
"IHLWE". TepmiH BBEEHHS 3MiH - NpOTArom 3
MicsILiB Mic/a 3aTBepAKEHHS!

Ne 10 — 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/4544/01/01

425.

CNIPOHONA
KTOH-
JAPHULA

Tabnetkv no 25 mr,
no 10 TabneTtok y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM B NauLi

MpAT
"PapmaueBTn
yHa thipma
"fNapHuus"

YKpaiHa

MpAT
"®dapmaueBTnyHa
ipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 41s
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHW BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3giny "B3aemogisi 3 iHWMMUY STiKapCbKUMU

3a
peyenmom

He
nionsieae

UA/0808/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aco6amu Ta iHWi BUAW B3aEMOZiin" Wwoao
6e3nekn 3aCToCyBaHHS [1i040i PEHOBUHM
CNiPOHONAKTOH BiAMOBIAHO A0 pekoMeHAauil
PRAC. BBeeHHs! 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepaKeHHs

426.

CMNIPOHONA
KTOH-
JAPHULA

Tabnetku no 100 mr,
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIl
ynakoBLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM y nayui

MpAT
"®apmaueBTn
yHa hipma
"AapHuus”

Ykpaina

MpAT
"®GapmavueBTnyHa
thipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
00 po3ainy "B3aemogis 3 iHWMMU flikapCbKUMun
3aco6amMu Ta iHLWi BUAY B3aemMogiii" 1woao
6e3nekn 3acToCyBaHHS fil040i PEHOBUHM
CNipOHONAKTOH BiAMOBIAHO A0 pekomMeHAaLii
PRAC. BBefieHHs1 3MiH NPOTArom 6-Tu MicsiLis
nicns 3aTBepakeHHs

3a
peyermom

He
nionsieae

UA/0808/01/02

427.

CTATOPEM®
-H

TabneTku no 10
mr/12,5 mr, Ne28
(14x2): no 14
Tabnetok y 6nictepi,
no 2 6nictepu y
KapTOHHI ynakosLi;
Ne84 (14x6): no 14
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBLi;
Ne30 (10x3): no 10
TabneTtok y 6nictepi,
no 3 6nictepu y
KapTOHHIA ynakoBLi;
Ne60 (10x6): no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakosL,i

TOB
"TNEQPAPM
nTa

YKpaiHa

TOB «KYCYM
DPAPM»

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3mekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BignoBigHO A0 nnaHy
negiatpuyHux gocnimpxkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
y po3ginu: "OcobanBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopMmauii 3 6e3nekn Ajr4oi pevyoBUHN.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEepKEHHS. 3MiHK | Tvny - 3MiHK Woao

3a
peyenmom

He
nionsieae

UA/19192/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro

3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuyHuX/riopuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/is BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX AOAATKOBMX
LaHnx) 3MiHM BHECEHO A0 IHCTPYKLT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
y po3ginu: "®apmakosioriyHi BNactuBocTi",
"MpoTrnokasaHHA", "B3aemMogis 3 iHWNMKn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamun',
"Cnoci6 3acTocyBaHHs Ta gosun”, "Oitn"
(peparyBaHHs TekcTy), "lMepenosyBaHHA",
"Mo6iuHi peakuii" BigNoBiAHO A0 iHdopmMaLil
LLOAI0 MEMYHOIO 3aCTOCYyBaHHS
pechepeHTHOro Nikapcbkoro 3acoby
(Zestoretic, tablet). BeegeHHS 3MiH NPOTArOm
6-TV MicALIB MiC/1A 3aTBEPXEHHS. 3MiHM |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3mMiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuir”
LLIO/10 B&XK/IMBOCTI 3BITYBaHHA NPO MobiyHi
peakuji. BBegeHHs 3MiH NpoTArom 6-Tu micsuis
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
3060B'sI3aHb Ta YMOB BMAaYi peectpaLiiHoro
noceifyeHHs, BkoYatoum Mnax ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOrofpKeHW 3 KOMNETEHTHUM OpPraHoM)
3asBHMKOM HalaHO OHOBJ/IEHWIA NNaH
ynpaBniHHA pu3nkamn Bepcis 3.1. 3MiHu
BHECEHO [10 YacTuH: | «3aranbHa
iHchbopmavisx», Il «Cneundikauis 3 6esnekn», |l
«MnaH 3 dhapmakoHarnagy», V «3axogu 3
MiHimi3aLii pusukie», VI «Pe3tome nnaHy
ynpaBsniHHA pusmkamm», VIl «ogatku» y
3B'A13Ky 3 OHOBJ/IEHHAM cneuudikauii 3 6e3neku
Ta nepexofoM Ha HoBuit popmaTt (EU-RMP)

eMHoi Bepcii MYP Ans BCix BUAIB A03YBaHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
/13 Ctatopem®-H
428. | CTATOPEM® | Tabnetku no 20 TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/19192/01/02
-H mr/25 mr, Ne30 "TNEA®APM OAPM» 3MiHu | TMNy - 3MiHK Woa0 peyenmom | nionsieae
(10x3): no 10 nTta" 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.

Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHI ynakoBLi;
Ne60 (10x6): no 10
TabneTtok y bnictepi,
no 6 6nictepiB y
KapTOHHIA ynakoBLi

3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NMikapCbKoro 3acoby
y po3ginu: "Ocob6amMBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakwii" BiAMOBIAHO 4O OHOBMEHOI
iHhopMaLii 3 6e3nekun Ajtoyoi PpevOoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHMx/6ionoaibHNX
niKapCcbKNx 3aco6iB Nicns BHECEHHSs Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Haf@HHs XOLHUX HOBUX AOAATKOBMX
AaHyx) 3MiHN BHECEHO A0 IHCTPYKLii ANs
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y po3ginu: "®apmakosiorivyHi BnactMBocTi",
"MpoTrnokasaHHsA", "B3aemMogis 3 iHLWNMK
nikapcbknMuy 3acobamu Ta iHWi BUaAn
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "34artHicTb BN/MBaTH Ha
LWIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Cnoci6 3acTocyBaHHA Ta gosu", "Aitn"
(peparyBaHHs TekcTy), "lMepenosyBaHHs",
"Mo6iuHi peakwyii" BigNoBigHO A0 iHdopMaLil
010 MEAMYHOIO 3aCTOCyBaHHS
pediepeHTHOrO /likapCbKoro 3acoby
(Zestoretic, tablet). BBegeHHS 3MiH NPOTArom
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
TMny - 3MiHM WoAo 6e3nekn/edeKkTMBHOCTI Ta
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
LLI00 BaX/IMBOCTI 3BITYBaHHSA NPO MoGiyHi
peaxuii. BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) oo
3060B'A3aHb Ta YMOB BUAaui peectpauiiiHoro
NOCBIAYEHHS, BKOYatoun MNnaH ynpasniHHS
pr3nkamm (3acToCcyBaHHA TEKCTY, AKWi
NOrofPKEHN 3 KOMMETEHTHUM OpPraHoM)
3asaBHMKOM HafiaHO OHOBJ/IEHWIA NNaH
ynpasniHHA pu3mkamu Bepcia 3.1. 3miHu
BHECEHO 0 YacTuH: | «3aranbHa
iHchopmauisy», Il «Cneundikauis 3 6esnekn», |l
«MnaH 3 dhapmakoHarnsagy», V «3axoam 3
MiHiMi3aLii pusunkie», VI «Pestome nnaHy
ynpaBniHHA pusnkamun», VIl «Jogatku» y
3B’A3KY 3 OHOBJIEHHAM cneumdikauii 3 6e3nekn
Ta nepexofom Ha Hosuii hopmart (EU-RMP)
eavHoi Bepcii MYP ans Bcix BUAiB A03YBaHHSA
13 Cratopem®-H

429.

CTEPOKOPT

®

Kpem 0,1 % no 15ry
Ty6i; no 1 Ty6i y
naJui 3 KapToHy

MPAT
"OITOPAPM"

Ykpaina

BiAnoBigaNbHWI 3a
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTi Ta
BUMYCK cepil:
MPAT
«PITOPAPM»
YkpaiHa,;
BiAnoBigaNbHWI 3a
BUMYCK cepii, He
BK/IHOHAK0UMN
KOHTPO/b/BMNPOGYB
aHHs cepii:
MPAT
"OITOPAPM",
YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOOHMKA, LLO BiANOBIAAE 3a BBE3EHHS
Ta/abo BMMNyckK cepii) - He BkItoyaroun
KOHTPONb/BUNPOGYBAHHSA Cepil - BBEAEHHS
[04aTKOBOT BUPOOHMYOT AinbHuui - NMPAT
«®ITOPAPM», BignosigansHoOT 3a BUMYCK
cepii, He BKNOYaoUM KOHTPOb/BUNPOBYBaHHSA
cepii 3a agpecoto: YkpaiHa, 08303, Kuiscbka
061., M. Bopucnine, Byn. Yymaubka, 17.
Po3nuncaHo tyHKLii 3aTBEPIKEHOTO
BUPOGHMKa N3 MPAT «®PITOPAPM>»
3MiHU BHECeHi y po3ginn "Bupo6HuK” Ta
"MicLe3HaxomKeHHs BUPOGHMKa Ta iioro
ajipeca MicLa NpoBaXeHHS AisbHOCTI" B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3 BBEEHHAM A,04aTKOBOI BUPOOHMYOT
AinbHUUI, BIANOBIAA/IbHOI 3@ BUNYCK cepii, 3
MOX/IUBICTIO APYKYBaHHS ABOX IHCTPYKUiA ANns
MeAMYHOro 3acToCcyBaHHs J13 AN okpemMmx
BMPOBGHWKIB Ta SIK HAC/IJOK - N0siBa TEKCTY

6e3
peyenma

nionsiea
€

UA/7784/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
NS 40AAaTKOBOrO BUPO6HMKA. BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCA 3aTBEPKEHHS.
430. | CTEPOKOPT kpem 0,1 % no15ry MPAT YkpaiHa MPAT " YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 He UA/7784/01/01
® Ty6i; no 1 1y6i y "®ITOPAPM" PITOPAPM" 3MiHu | TMnYy - 3MiHK Woao peuyenma nionsieae

nauuj 3 KapToHy

(BignoBiganbHuii 3a
BUMYCK cepii, He
BK/IHOHAK0UMN
KOHTPO/b/BMNPOGYB
aHHs cepii);
MPAT
"®ITOPAPM",
YkpaiHa
(BignoBiganbHuiA 3a
BMPOGHMLITBO,
nepBuHHE, BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK

cepii)

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX A0AATKOBMX
LaHnx) 3MiHM BHECEHO B IHCTPYKLit0 ANns
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOoro 3acoby
[0 po3sgainy "lMNokasaHHa" (3aTBepAXKEHO:
AToniyHuiA nepmaTuT (HerpoaepmiT,
eHJoreHHa ek3emay); cnpaeXHs (iCTUHHA)
ek3ema; NPOCTUi KOHTaKTHWIA gepMaTtut Ta
aniepriyHnii KOHTaKTHUIA fepMaTuT;
OVCTiApOTUYHA eK3eMa, AUTAYa ek3ema,
cebopeliHnii gepmatunT (Ta ex3ema), y Tomy
yncni Ha BOIOCUCTIN AiNsHLi roNoBuy;
HYMy/SipHa ek3emMa, AepMaTos3u BOS1I0CUCTOT
[INAHKX TONI0BY 3anasibHOro XapakTepy, Wwo
CYNpPOBOXYIOTHCS CBEPOEXEM;
3anponoHoBaHo: AToniyHuiA gepmaTut
(HelipoaepMiT, eHAOoreHHa ek3ema); CrpaBXHS
(icTMHHA) ek3ema; NPOCTUIA KOHTaKTHUIA
OepMaTuT Ta anepriyHnii KOHTaKTHUM
[epmatvT; ANCTiAPOTUYHA eK3eMa, ANTava
ek3ema) Ta 1o po3ginis "®apmakonorivHi
BnactmeocTi" , "lMpoTunokasaHHsa",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS
y nepiof BariTHOCTI abo rofyBaHHs rpyaa”
(yTouHeHHs), "Cnocib 3acTocyBaHHs Ta fo3n"
(yTouHeHHs)", "OiTn" (YTOUHEHHS),
"MepepnosysaHHsa", "Mo6GIYHI peakuii™
BiANOBIAHO A0 iHhopmaLii pethepeHTHOro
nikapcbKoro 3acoby AfsaHTaH, Kpem.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWI Nikapcbkumii 3aci6. KOHTpOb rOTOBOro
niKkapcbkoro 3acoby (iHLwi 3MiHW)
YCYHEHHSI NOMW/IKM B Ha3Bi JOMOMiXHOT
PeyoBUHW 4115 MPUBEAEHHS [0 BUMOT
€Bponelicbkoi hapmakonei, 3 BignoBigH1MM
3MiHamu B po3gin «Cknag» MKA N3.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3arsepmkeHo: Cknag, JonoMiKHUX PEYOBWH:
I'niyepnn MoHocTeapar
3anponoHosaHo:Cknag [lonomiKHi pe4oBUHN:
niuepon MoHocTeapaT TakoX KoperyBaHHs
CNOBOCMO/YYEHHS «JONOMiIXXHNX PEYOBUH» Ha
«[I0NOMiXHi pevOBUHU».
3MiHM BHECEHO B IHCTPYKL,iO 415 MEANYHOIO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Cknag" (BONOMKHI peYoBWHM) Ta SIK HacnifoK
- TEKCT MapKyBaHHs. BBefieHHA 3MiH NpOTAroM
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
TMny - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) OHOBNEHHSA
TEKCTY MapKyBaHHS NepBUHHOI (MYHKTK 3 Ta 8)
Ta BTOPUHHOI (NyHKTM 8 Ta 13) ynakoBok
nikapcbkoro 3acoby. BBefeHHs 3MiH MPOTAromM
6-TW MiCALIB Nic/1a 3aTBEPKEHHS.
431. | CYBAPAIO TabneTkn, BKpUTI CaHpgos CnoBeHis BMPOGHULITBO in Cnosenis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/12605/01/01
NiBKOBOIO dapmachbloTika bulk, TecTyBaHHs, Monbwa 3MiHu | TURYy - 3MiHu 3 axkocTi. CepTudikaT peyenmom
060/10HKOIOMO, M0 5 n3 a.a. nakyBaHHs, BUMYCK BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
Mr; N0 7 TabneTok y cepii: ek €sponevicbkiin hapmakonei/moHorpadii.
6nictepi; no 4 dapmaveBTnyHa MoaaHHA HoBOro abo OHOBNEHOTO
6nictepn y KoMnaHisa 4.4., cepTugikaTa BiZNoOBIAHOCTI a60 BUNYYEHHS
KapTOHHI kopo6Lyj; CnoseHis; cepTtudikaTa BiANOBIAHOCTI EBPONENCHKIi
no 10 Tabnetok y nakyBaHHs1, BUMYCK thapmakonei: gna A®l; gna BuxigHoro
6nictepi; no 3, 6 abo cepii: ek mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
10 6nicTepiB y dapmavesTnyHa LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
KapTOHHI kopo6uyj; KOMnaHis 4.4., AN JONOMDKHOI peyoBrHY (cepTuddikat
no 15 ta6netok y CnoseHis; BiANoBigHOCTI EBponeiickkili hapmakonei) -
6nicTepi; no 2 abo BMPOBHMUTBO in OHoBneHunin cepTuddikart Big yxe
no 4 6nictepu y bulk, nepBuHHe Ta 3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS
KapTOHHI Kopobuyj; BTOPWHHE OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
no 14 Tabnetok y nakyBaHHs, €sponelicbkiii thapmakonei R1-CEP 2015-
6nictepi; no 2 TecTyBaHHs: Jlek 356-Rev-00 Bif 3aTBEpAXEHOr0 BUPOOHMKA
6nictepn y C.A., Monbwa Ruyuan HEC Pharma Co. Ltd gitoyoi
KapTOHHI KOpooLi pevoBUHM po3yBacTaTyvH (3aTBepaxeHo: RO-
CEP 2015-356-Rev-03; 3anponoHoBaHo: R1-
CEP 2015-356-Rev-00)
432. | CYBAPAIO TabneTkn, BKpUTI CaHpo3 CnoBeHis BMPOGHULITBO in CnoseHis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/12605/01/02
NNiBKOBOO PapmacbioTika bulk, TecTyBaHHs, Monbwa 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
060/10HKOI0MO, No 10 n3 a.a. nakyBaHHS, BUMYCK BignosigHOCTI/TE-cepTucpikat BignosigHOCTI

Mr; Mo 7 TabneTok y cepii: llek €Bponelicbkii hapmakonei/MmoHorpadii.
6nictepi; no 4 PapmauesThyHa MogaHHA HOBOro abo OHOB/IEHOTO
6nictepn y KoMnaHia g.4., cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
KapTOHHI kopo6Lyj; CnoseHis; cepTudikaTa BiANOBIAHOCTI EBPONENCHKIi
no 10 Tabnetok y nakyBaHHs1, BUMYCK thapmakonei: gns A®l; ans BUXigHOro
6nictepi; no 3, 6 abo cepii: ek mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
10 6nicTepiB y PapmaueBTnyHa LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI ADI;
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHIi kopo6Lyj; KOMMaHis 4.4., AN JONOMDKHOI peyoBurHY (cepTuddikat
no 15 ta6netok y CnoseHis; BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei) -
6nictepi; no 2 abo BMPOGHULITBO in OHOBNEHWiA cepTudikar Big, yxe
no 4 6nictepu y bulk, nepBuHHe Ta 3aTBEPIAKEHOr0 BUPOOHMKA - NOJAHHS
KapTOHHI Kopobuyj; BTOPWHHE OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI
no 14 TabneTtok y nakyBaHHs, €Bponeiicbkiit hapmakonei R1-CEP 2015-
6nictepi; no 2 TecTyBaHHs: Jlek 356-Rev-00 Bif 3aTBEpAXEHOr0 BUPOOHMKA
6nictepn y C.A,, Monbwa Ruyuan HEC Pharma Co. Ltd gitoyoi
KapTOHHIA KopooLi peyoBUHM po3yBacTaTyvH (3aTBepaxeHo: RO-
CEP 2015-356-Rev-03; 3anponoHoBaHo: R1-
CEP 2015-356-Rev-00)
433. | CYBAPLIO TabneTkn, BKPUTI CaHnpo3 CnoseHis BMPOBHMUTBO in CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/12605/01/03
N1iBKOBOIO dapmachboTika bulk, TecTyBaHHs, Monbwa 3MiHu | TUNYy - 3miHu 3 axkocTi. CepTudikat peyenmom
060/10HKO0MO, No 20 n3 a.a. nakyBaHHs, BUMYCK BignosigHoCTI/TE-cepTucpikat BignosigHoCTI
Mr; N0 7 TabneTok y cepii: ek €sponevicbkin hapmakonei/moHorpadii.
6nictepi; no 4 dapmaveBTUyHa MoaaHHA HoBOro abo OHOBIEHOTO
6nictepn y KoMnaHisa 4.4., cepTugikaTa BiZNoBIAHOCTI a60 BUNYYEHHS
KapTOHHI kopo6Lyj; CnoseHis; cepTtudikaTa BiANOBIAHOCTI EBPONECHKIi
no 10 TabneTok y nakyBaHHs, BUMYCK thapmakonei: gns A®l; gns BuxigHoro
6nictepi; no 3, 6 abo cepii: ek mMartepiany/peareHTy/nPOMKHOIO NPOAYKTY,
10 6nicTepiB y PapmavesTnyHa LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
KapTOHHI kopo6uyj; KOMnaHis 4.4., AN JONOMDKHOI peyoBuMHY (cepTuddikat
no 15 ta6netok y CnoseHis; BiANoBigHOCTI EBponeiickkili hapmakonei) -
6nicTepi; no 2 abo BMPOBHMUTBO in OHoBneHunin cepTuddikart Big yxe
no 4 6nictepu y bulk, nepBuHHe Ta 3aTBEPAXEHOr0 BUPOOHMKA - NOJAHHS
KapTOHHI Kopobuyj; BTOPWHHE OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI
no 14 TabneTtok y nakyBaHHs, €Bponelicbkiii thapmakonei R1-CEP 2015-
6nictepi; no 2 TecTyBaHHs: Jlek 356-Rev-00 Bif 3aTBEpAXEHOr0 BUPOOHMKA
6nictepn y C.A,, Monbwa Ruyuan HEC Pharma Co. Ltd gitoyoi
KapTOHHI KOpooLi pevoBUHM po3yBacTaTyvH (3aTBepaxeHo: RO-
CEP 2015-356-Rev-03; 3anponoHoBaHo: R1-
CEP 2015-356-Rev-00)
434. | CYNIb®PAPIN | ma3b, 10 mr/rno 501 | AT "IpiHgekc” Natsis AT TanniHHCbKuiA EcTtoHis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/7355/01/01
H® y Ty6i a/TIOMIHIEBI; thapmavueBTUYHWI Nartsis 3MiHu Il TUnNy - 3MiHn 3 AkocTi. API. peyenmom

no 1 1y6iy
KapTOHHIM nayui

3aBop, EcToHisa; AT
"I'piHaekc", Natsis

Bupo6HULTBO (iHLWi 3MiHK) - Ana BupobHukiB:
AT «[piHgekc» Ta AT TanniHHCbKuiA
chapmaueBTUYHNI 3aB0f, ECTOHIS BUPOOHMK
LUSOCHIMICA S.p.A, ITanis oHOBMB MacTep-
haiin (ASMF) gnsa akTMBHOI cybCcTaHLil
cynbagiasuH cpidbna (Silver sulfadiazine).
3arBepaxeHo: 3.2.R REGIONAL
INFORMATION ASMF Applicant Part and
Restricted Part (April 2011). 3anponoHoBaHoO:
3.2.R REGIONAL INFORMATION ASMF
Applicant Part and Restricted Part (December
2021). 3minu Il TunNy - 3miHK 3 AkocTi. API.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BVXifHOro/MpoMiXKHOro NpoAyKTy/peareHTy, Lio
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n/n

JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

435.

CY®EHTAHIN

BUKOPVICTOBYIOTbCS Y BUPOOHNYOMY NPOLLECI
A®l, abo 3miHa BUpoGHUMKa (BKKOYatoum, ae
HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIO
akocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) - Ana BupobHukis: AT «IpiHaeke» Ta
AT TanniHHCbKWiA hapmaL,eBTUYHWIA 3aBOA,
EcToHis HagaHHA MacTep-haiina Ha gitouy
peyoBuHy cynbagiasuH cpibna (Silver
sulfadiazine) Big HoBoro Bupo6bHuka PLIVA
Croatia Ltd. Number of Applicant Part:
DsDossier000611_3-EU-07.2018 Number of
Restricted Part: DsDossier000612_3-EU-
07.2018. 3aTtBepmkeHo: For manufacturer AS
GRINDEKS 1. LUSOCHIMICA S.p.A Via
Giotto 9 23871 Lomagna (LC) Italy For
manufacturer JSC Tallinn Pharmaceutical
Plant, Estonia 1. LUSOCHIMICA S.p.A Via
Giotto 9 23871 Lomagna (LC) ltaly.
3anponoHoBaHo: For manufacturer AS
GRINDEKS 1. LUSOCHIMICA S.p.A Via
Giotto 9 23871 Lomagna (LC) Italy 2. PLIVA
Croatia Ltd. TAPI Croatia Production SM
Prudnicka cesta 54 10291 Prigorje Brdovecko,
Croatia ASMF Applicant Part No
DsDossier000611_3-EU-07.2018 For
manufacturer JSC Tallinn Pharmaceutical
Plant, Estonia 1. LUSOCHIMICA S.p.A Via
Giotto 9 23871 Lomagna (LC) ltaly 2. PLIVA
Croatia Ltd. TAPI Croatia Production SM
Prudnicka cesta 54 10291 Prigorje Brdovecko,
Croatia ASMF Applicant Part No
DsDossier000611_3-EU-07.2018

-3H

PO34MH ANs iH'EKUNR,
50 mkr/mn; no 5 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy B KOpo6Lii

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«300POB’'A»

YKpaiHa

ToBapucTso 3
06MeXeHOH0
BiANoBigasIbHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
NpPOTArom 6-T1 MiCALIB NiCN1A 3aTBEPIXKEHHS;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3

3a
peyermom

UA/19218/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy

(nikapcbka ¢hopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSA
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HomMepa macTep-cthaiina cuctemu
chapmakoHarnsgy

436.

CY®EHTAHIN
-3H

PO3YUH OJ151 iH'EKLLNA,

5 MKr/mn; no 2 Mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1

6nictepy B kopobLyj;

PO34UH A1 iH'EKLLNA,
50 mkr/mn; no 5 mn B

amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B KOPO6L

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BigNoBigas/bHICTIO
"XapkiBcbke
thapmavueBTyHe
nignpyeMCcTBO
"340poB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 3AiICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BiANoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegakuis: LiesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/19218/01/01

437.

TA3AMAKC

MOPOLLIOK ANsi
pO34uHy ansi
iHdysil, 4 /500 wr;

MicTtpan
Kenitan
MeHe)KMeHT

AHrnisa

MITIM C.P.J1.

ITania

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TNy - 3MiHK 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA

3a
peyenmom

UA/19928/01/01




360

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
10 cpnakoHis 3 Nimiteq BVXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo

MOPOLLKOM B nauLj

BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY NPOLLECi
A®l, ab0 3miHa BUpo6HMKa (BKOUaKOuK, e
HeobxigHO, MicLe NPOBEAEHHS KOHTPO/THO
AKocTi) AdI (3a BiACYTHOCTI cepTudikata
BiZiNOBIAHOCTI EBpoONeNichkil thapmakonei y
3aTBEPKEHOMY [OCHE)(iHLLi 3MiHW)
OHoBneHHA matepianis AMP TazobakTamy
HaTpito BUpobHuka Shandong Anxin
Pharmaceutical Co., Ltd., China. 3mitu | Tuny
- 3MiHM 3 AkocTi. APl BupobHuuTBo. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
npoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa
BMpPOOHUMKa (BK/IKOYakoUn, e HeobxigHo, Micue
npoBefeHHs KOHTPosIo AkocTi) AdI (3a
BifiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMYy
pocbe)(iHwi 3MiHN) OHOBNEHHS MaTepianis
OM® TazobaktaMy HaTpito BUpobHUKa JiangXi
Fushine Pharmaceutical Co.,Ltd., China.
3MiHu | TURY - 3MiHu 3 sKocTi. CepTudikat
BignosigHoOCTI/TE-cepTudcpikat BignosigHoCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiANOBIAHOCTI a60 BUNYyYEHHS
cepTucpikaTa BignoBiAHOCTI EBpoNeiichKiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMiKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI ADI;
AN 0ONOMDKHOI peyoBurHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
HoBwii cepTudpikat Ha HecTepunbHUin AdI,
AKWIA Byae BMKOPUCTOBYBATUCS AJ1A
BMPOBHWLTBA CTEPUBHOTO NiKApCbKOro
3aco06y, AKLLO BOJa BUKOPUCTOBYETHLCA Ha
OCTaHHIX eTanax CuHTe3sy Ta maTepian He
Bi/fIbHWIA Bifi GaKTepiasibHNX EHLOTOKCUHIB -
Hoswii CEP Big HoBOro Bupo6Huka CEP RO-
CEP 2019 -153-Rev 01 Shandong Anshun
Pharmaceutical Co., Ltd., China ans A®l
ninepauwniHy MoHorigpart; 3miHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa po3mipy cepii
(BK/IIOYAIOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
36inbLIeHHs po3mipy cepii /13, 3aTBepAXeHo:
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Hassa
JliKapcbKO20
3acoby
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1700-78 000 chnakoHis (320kr + 10%),
3anponoHoBaHo0:1700-140 000 dnakoHis
(630kr £ 10%); 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHN y
BMPOBHULTBI. 3MiHK Y npoLeci BUpo6HMLTBA
roToBOro MikapcbKoro 3acoby, BKAYaun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOGHWLITBI FOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6GHMLTBA)
3MiHM B Mpoueci BUpo6HMLTBA, a came
[0ofaBaHHS anbTepHaTUBHUX TUNIB QINbTPIB.
3MiHn Il Tuny - 3MiHK 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BMPOOHUKa
BUXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BUKOPVCTOBYHOTHLCS Y BUPOOHNYOMY NPOLLECi
A®I, abo 3viHa BUpoOHWKa (BKOUaKoun, ae
Heob6XigHO, MicLie NPOBEeAEHHSI KOHTPO/IO
akocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BMPO6HKKa A®| 3 HagaHHAM MacTep-taiina
Ha A®l) BBeeHHS HOBOrO BMPOGHMKa AdPI
TazobakTamy HaTpito BUpobHMka Shandong
Anshun Pharmaceutical Co., Ltd., China 3
HafJaHHAM macTep-caiina Ha Adl

438.

TAY®DOH-
AAPHUNLUA

Kpansi O4Hi, pO34uH,
40 mr/mn; no 5 mn
abo 10 mny
donakoHi; no 1
donakoHy B nauuj

MpAT
"PapmaueBTn
yHa chipma
"fNapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUNY - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkilt hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPVBEAEHHS
Y BifnoBigHICTb A0 MOHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo iHwoi
HaujioHanibHOI thapmakonei aepxasu €C (iHwi
3MiHM) BHOCSATBCA 3MiHM Ao po3ginie 3.2.P.4.1.
Cneuudpikauii Ta 3.2.P.4.2. AHaniTnyHi
MeTOAVKM Ha JONOMIKHY PeqyOBUHY
MeTunnaparigpokcrubeHsoar, a came: -
Moka3HuK "PO34YMHHICTL": BIANOBIAHO A0 BUMOT
A®Y, 1.4 "MoHorpacii" Ta €d 1.5.1.7
"Characters" mae pekoMeHgauUiiHnii xapakrep,
Ha nigcTasi Yoro iHghopMaLiiio Wwoao
PO3UYMHHOCTI AOMNOMDKHOI PeYOBMHMN
nepeHeceHo A0 3araslbH1X BNacTVBOCTEN. -
Moka3Huk "MikpobionoriyHa yncrora"
npuBeAEHW BigNOBIAHO A0 BUMOT Ajil0UnX
MOHorpaqin €9, 2.6.12, 5.1.4.

3a
peyenmom

UA/1894/01/01

439.

TE/MICTA

Tabnetkn no 40 mr
no 7 TabneTok y

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBGHULTBO "in
bulk", nepBuHHe Ta

CnoseHis/
MNonblia

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNY - 3MiHK 3 siKocTi. CepTudikat

3a
peyenmom

UA/13210/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepi, no 2, 4 abo BTOPUHHE BignosigHocTi/l E-cepTudikar BignosigHocTi
8 6nicTepiB y nakyBaHHs, €Bponelicbkili hapmakonei/MoHorpadii.
KapTOHHIiA Kopo6Li, KOHTPO/b Ta BUMYCK MoaaHHA HoBOro abo OHOB/IEHOTO
no 10 Tabnetok y cepii: KPKA, ao.4., cepTudikaTa BiANOBIAHOCTI 260 BUYYEHHS
6nictepi, no 3 abo 6 HoBo mecTo, cepTudikaTa BiANoOBiAHOCTI EBpONEiCHKii
6nictepis y CnoseHis; hapmakonei: gna A®l; gns suxigHoro

KapTOHHI/ Kopoo6Li

BMPO6GHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA MonbLa
Cn.3 0.0., MonbLwa;
KOHTPO/b cepii:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTpPO/b cepii:
Keminab g.0.0.,
CnoseHis

matepiany/peareHTy/npomMiKHOro NPoAYKTY,
IO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
ANa 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHSA HOBOro cepTudiikaTa
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei Ne
RO-CEP 2021-280 - Rev 00 ans gito4oi
peuyosuHM Telmisartan Big, BXe 3aTBEpAKEHOro
Bmpo6Huka KRKA, d.d., Novo mesto. 3miHu |
TMny - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
HoBwuii cepTudikat Bif BXe 3aTBEPAXEHOT0
BMPOGHMKA - NOAAHHS HOBOTO cepTudikara
BiAnoBigHOCTI €Bponelickkili hapmakonei Ne
RO-CEP 2021-254-Rev 00 gns gitouoi
peyoBuHM Telmisartan Big BXxe 3aTBEpAXEHOro
BUpobHMKa KRKA, d.d., Novo mesto. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHoCTI/TE-cepTudcpikat BignosigHoCTI
€sponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4NoOBIAHOCTI a60 BUNYyYEHHS
cepTudcpikaTa BignoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
OHOBEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2015-
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

307 - Rev 00 (3aTBepmkeHo: RO-CEP 2015-
307 - Rev 02) ans gjto4oi pevyoBuHU
Telmisartan Big BXe 3aTBEPAKEHOIO

Bmpo6Huka KRKA, d.d., Novo mesto. 3miHu |

TMny - 3MiHK 3 AKocCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,

LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;

0151 [OMNOMDKHOT peqoBUuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2008-

217 - Rev 07 (3atBepmxeHo: R1-CEP 2008-
217 - Rev 06) Ana Aito4oil pevoBuHN
Telmisartan Big, BXe 3aTBEpAKEHOro

BUpo6HUuKa Alembic Pharmaceuticals Limited,
India. B pamkax oHoBneHoro CEP Bigéynacb
3MiHa re-test period 3 36 micsAuiB Ha 60 micAuiB
B 3aTBEPKEHIl ynakoBLi. 3MiHu | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM y npoLeci

BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHUIA NPOAYKT, L0

3aCTOCOBYETHCS NMPU BUPOOHULTBI FOTOBOTO

nikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BMpobHULTBa) He3HauHi 3miHu B
npoLeci BMpobHuLTBa rotosoro /13, a came
[ANs 36iNbLUEHHS NOTOKY NOBITPS Ha BXOA4i Mif,
yac rpaHyoBaHHA 3 «650-1500 m3/rog» fo
«650-4000 m3/rog», 3amiHNTV NapameTp
npouecy «Temnepartypa MoBiTPs Ha BUXOAj»
Ha «TemnepaTtypa rpaHynaty» Ha etani
rpaHyIloBaHHSA i CyLiHHA Ta BKIKOYaTh
Heob60B'A3KOBE 3MillyBaHHA cTeapaTy MarHit
3 4aCTUHO COPBITY NPW NPUroTyBaHHI CyMiLLi
Ans npecyBaHHA. 3MiHn | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
(iHLWi 3MiHM) 3MiHV BHECEHO B TEKCT
MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT
yNaKoBOK JlikapCbKoro 3acoby, a came
YTOYHEHHS iHhopMaLii NPO CTPOK 3aKiHYEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TEepMiHy NMPUAATHOCTI NikapCcbKoro 3acoby,
YTOYHEHHS iHdhopMaLii Npo foroTmn
BMPOGHMKA. BBEAEHHSA 3MiH NPOTATrOM 6-TW
MicsILiB Mic/1a 3aTBepAKEHHS
440. | TENIMICTA Tabnetku no 80 mr KPKA, a.4., CnoseHis BMPOBGHULTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13210/01/03
no 7 TabneTok y HoBso mecTo bulk", nepsrHHe Ta MonbLa 3MiHu | TUny - 3MiHmn 3 aKocTi. CepTudiikaT peyenmom nionseae

6nictepi, no 2, 4 abo
8 6nicTepiB y
KapTOHHI kopobLyj,
no 10 TabneTok y
6nictepi, no 3 abo 6
6nictepiB y
KapTOHHIA Kopoo6Li

BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BMPOGHMLTBO “in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii: KPKA MonbLa
Cn.3 0.0., MonbLwa;
KOHTPO/b cepii:
KPKA, a.4., HoBo
MecTo, CroBeHis;
KOHTPO/b cepii:
Kemina6 g.0.0.,
CnoBeHis

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpoNeiichKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAXEHOT0
BMPOGHMKA - MOAaHHS HOBOro cepTudikata
BiAMOBIAHOCTI €Bponeiickkili hapmakonei Ne
RO-CEP 2021-280 - Rev 00 ans gitoyoi
peuosuHn Telmisartan Big, BXe 3aTBEpPAKEHOrO
Bmpo6Huka KRKA, d.d., Novo mesto. 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI ab0 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUHM (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOT0
BMPOGHMKA - NoJaHHA HOBOro cepTudpikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei Ne
RO-CEP 2021-254-Rev 00 gns gitouoi
peyoBuHM Telmisartan Bif, BXxe 3aTBEPAXEHOr0
BMpo6bHMKa KRKA, d.d., Novo mesto. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€sponevicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; gna BuxigHoro
mMartepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTbCS Y BUPOBOHULTBI ADI;
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

AN JONOMDKHOI peyoBurHY (cepTuddikat
BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei) -
OHOBNEHWiA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2015-
307 - Rev 00 (3aTBepmkeHo: RO-CEP 2015-
307 - Rev 02) ans gjito4oi pevyoBuHU
Telmisartan Big BXe 3aTBEPAKEHOIO
Bmpo6Huka KRKA, d.d., Novo mesto. 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa Bi4NOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUuHU (cepTudiikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2008-
217 - Rev 07 (3atBepmxeHo: R1-CEP 2008-
217 - Rev 06) Ana Aitoyoil pevoBuHN
Telmisartan Big, BXe 3aTBEpAKEHOro
BUpobHuKa Alembic Pharmaceuticals Limited,
India. B pamkax oHoBneHoro CEP Bigéynacb
3MiHa re-test period 3 36 micsAuUiB Ha 60 micAuiB
B 3aTBEPKEHii ynakoBLi. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM y npoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS NMPU BUPOOHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BMpobHULTBa) He3HauHi 3miHu B
npoLeci BMpobHuLTBa rotosoro /13, a came
[ANs 36iNblUEHHS NOTOKY NOBITPS Ha BXOAi Mif,
yac rpaHyoBaHHs 3 «650-1500 m3/rog» fo
«650-4000 m3/rog», 3amiHUTV NapameTp
npouecy «TemMnepartypa MoBiTPs Ha BUXOAj»
Ha «Temneparypa rpaHynsaTy» Ha eTani
rpaHyIloBaHHSA i CyLiHHA Ta BKIKOYaTW
He0ob60B'A3KOBE 3MillyBaHHA cTeapaTy MarHit

3 4aCTUHOK COPBITY NPW NPUroTyBaHHI CyMiLLi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ans npecysBaHHA. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
(iHLWi 3MiHM) 3MiHV BHECEHO B TEKCT
MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT
yNaKoBOK JlikapCbKoro 3acoby, a came
YTOUHEHHS iHhopMaLii NPO CTPOK 3aKiHYEHHSA
TEepMiHy NMPUAATHOCTI NikapCcbKoro 3acoby,
YTOYHEHHS iHdhopMaLii Npo foroTmn
BMPOGHMKA. BBEAEHHSA 3MiH NPOTATrOM 6-Tn
MicsILiB Mic/1A 3aTBepAKEHHS
441. | TEMOAAN® NopoLUOK ANs Mepk Wapn i LLiBeiiuapi Bupo6HULTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/4893/02/01
pPO34UMHy AN Joym IAEA A Hepo3acoBaHol Benbris/ 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom | nionsi2ae
iHcpysiii no 100 mr, 1 6X npoaykuii, nepeuHHe | HigepnaHan | nikapcbkuid 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
chnakoH 3 NOPOLUKOM nakyBaHHs Ta iMnopTepa/3miHu, L0 CTOCYTbLCA BUMYCKY
Y KapTOHHIlA Kopobui KOHTPO/b SKOCTI: cepii Ta KOHTPOIO SIKOCTi FOTOBOrO
Bakctep OHKonomxi nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
'M6X, HimeuuunHa; BMPOOHUKA, LLLO BiANOBILAE 3a BBE3EHHS
BTopuHHe Ta/abo Bunyck cepii) - He BkAOYarum
nakyBaHHs Ta [03BifN KOHTPO/b/BMNPOGYBaHHS cepii - AoAaBaHHS
Ha BUMycK cepii: BMpobHuKa Mepk LWapn i Joym B.B.,
OpraHoH XeiicT 68, Baappepser 39, 2031 BH Xaapnewm,
Benebris; Hinepnangu/Merck Sharp & Dohme B.V.,
[o3Bin Ha BMNycK Waarderweg 39, 2031 BN Haarlem, the
cepii: Netherlands B siKocTi 4OAATKOBOrO BUPOOHMKA,
Mepk Wapn i Joym LLIO BignoBigae 3a BUNyck cepii. BBegeHHs
5.B., Higepnanan 3MiH NPOTArom 6 MicALiB Micnsa 3aTBepAKeHHs
442. | TECTOCTEP NMOPOLLIOK AT "®apmak” Ykpaina Crepoig C.n.A. ITanis BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: - UA/13162/01/01
OHY KpucTanivyHmi 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
MPOMIOHAT (cybeTaHuis) B HalilMeHyBaHHs Ta/abo afpecy 3asiBHMKa

MiLLKax noABiAHNX
nonieTMNeHoBUx
4ns BUpobHULUTBa
CTEPUIBHUX
nikapcbknx hopm

(BNacHvika peecTpauiiHoro NocBigYeHHs)
3MiHa HalimeHyBaHHA Ta afpecu 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHS Ta agpecy 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs).
3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
0151 [ONOMDKHOI peyoBuHM (cepTudiikat
BiANoBigHOCTI €Bponeiickbkili hapmakonei) -
OHoBreHWIA cepTudikat Bif yxe
3aTBEPAKEHOI0 BUPOGHMKA - MogaHHA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
€poneiicbkiii hapmakonei Ne R1-CEP 2015-
296-Rev 00 (3aTBepaxeHo: RO-CEP 2015-
296-Rev 00) ans A®I TectocTepoHy nponioHat
BiJl BXe 3aTBepAxeHoro BupobHnka STEROID
S.P.A., ITanis.
443. | TECTOCTEP PO34nH A5 iH'EKLIR AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/8930/01/02
OHY 5 % B eTunoneari; 3MiHu | TUNY - 3miHu 3 axkocTi. CepTudikaT peyenmom
MPOMIOHAT no 1 mn B amnyi; BignosigHoCTI/TE-cepTucpikat BignosigHoCTI
no 5 a6o 10 amnyny €sponevicbkin hapmakonei/moHorpadii.
nauti 3 KapToHy; No MogaHHA HOBOro abo OHOB/IEHOTO
1 mn B amnyni; no 5 cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
amnyn y 6nictepi; no cepTtudikaTa BiANOBIAHOCTI EBPONECHKIi
1 a6o 2 6nicTepy B thapmakonei: gna A®l; gna BuxigHoro
naui 3 KapToHy mMatepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHNLTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [ModaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2015-
296-Rev 00 (3aTBepaxeHo: RO-CEP 2015-
296-Rev 00) ans A®I TectocTepoHy nponioHat
Bif BXe 3aTBepxeHoro BupobHnka STEROID
S.P.A., ITanis.
444. | TUTOPACT- TabneTtku, BKPUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2730/01/01
120 NAiBKOBOIO Megikeap /T4, BputaHis dapmacbloTikans 3MiHu | TURY - 3MiHK WoAao peyenma
060n10HkKot0, No 120 MeT. N14., IHAIN; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
mr, no 10 TabneTok dnamiHro (iHWi 3MiHM) 3MiHM BHECEHO Y TEKCT
y 6nicTepi; no 1 abo dapmacbloTrKanc MapKyBaHHS MEPBUHHOI YNaKoBKY NiKapCbKOro
3 6nictepu y navui nra., IHpis 3acoby B n. 3. "Homep cepii nikapcbkoro
3acoby", n. 4. "[aTa 3aKiHYeHHs TePMiHy
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHSA BTOPUHHOT yNakoBku B n. 17.
IHWE. TepmiH BBeAEHHS 3MiH - NPOTArom 3
MicsLiB MicNs 3aTBEpPAKEHHS
445. | TUTOPACT- TabneTku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2730/01/02
180 NAiBKOBOIO Megikeap /T4, BputaHis PapmacbloTikans 3MiHu | TURY - 3MiHN WoAao peyenma
0060/10HKOH0, 180 Mr; MeT. N74., IHAIS; 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy
no 10 Tabnetok y ®namiHro (iHWi 3MiHM) 3MiHW BHECEHO Y TEKCT
6nictepi; no 1 a6o 3 PapmacbloTrKanc MapKyBaHHS NEPBUHHOI YNaKoBKY NiKapCbKOro
6nicTepn y navui Nta., IHgis 3acoby B n. 3. "Homep cepii nikapcbkoro
3acoby", n. 4. "[laTa 3aKiHYeHHs TEPMiHY
npugatHocTi”, n. 6. IHWE, Tay Tekct
MapKyBaHHA BTOPUHHOT ynakoBku B n. 17.
IHWE. TepmiH BBEAEHHA 3MiH - NPOTArom 3
MicsLiB NicNs 3aTBEpAKEHHS
446. | TUMOINOBY | niochinizoBaHui CaHodpi B.B. HigepnaH BUPOGHMUTBO PpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis: 3a He UA/15575/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NIH® MOPOLLIOK ANs an Hepo3acoBaHOro Ipnangis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsizae
NPUroTyBaHHSA NpoAyKTY, A03BiN HA HaliMeHyBaHHs Ta/abo agpecy Micus
KOHUEeHTpaTy Ans BUMYCK Cepii: NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA
po3unHy Ans CaHodpi BiHTpon (Bkntovaroun, 3a HeobXiAHOCTI, Micue

iHcpysii no 25 mr; Ne
1: no 1 donakoHy B
KapTOHHI/ Kopoo6Li

IHaacTpia, PpaHLis;
nepBrHHa Ta
BTOPMHHA ynaKoBka,
[103BiN Ha BUMYCK
cepii:
[bxeHzaim IpnaHg
Nimite, lpnaHgis

nNpoBefleHHA KOHTPOJI0 AKOCTI), a60 BNacHuka
macTep-haiina Ha A®l, abo noctayasibHUKa
Adl/BMXigHOro
mMatepiany/peareHTy/npoMiKHOIO NPOAYKTY,
LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI AP (AKLLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) - 3MiHa
Ha3BW BUPOBHYKA AjiH040i PeHOBUHM
iMyHOr106yniHYy NPOTV TUMOLMTIB JIIOAUHN
Kponsuuii. Agpeca, BUpobHMYa AinbHULA Ta
yci BUpoOHMYI onepawji 3anmwaTbes
He3MiHHMMK. MNponoHoBaHa pefakuis: Sanofi
Winthrop Industrie, France. TepmiH BBeeHHS
3MiH - MPOTAroM 6 MicAuiB nicns
3aTBep/MKeHHs. 3miHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS
[iSNbHOCTI BUpOOHUKa/iMnopTepa roToBoro
NiKapcbkoro 3acoby, BKIOYaoun AinbHUL
BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy
BiAANOBiAae BMPOGHMK/iIMNOpPTEpP, BK/IOYaOUM
BUMYCK cepil) - 3MiHa HaliMeHyBaHHS
BMpOGHMKa /13, Wwo Bignosigae 3a:
BMPOGHMLITBO HEPO3(hacoBaHOro NPOAYKTY,
[03BiN Ha BUNYycK cepii. Agpeca, BUpobHuya
OiNbHULA Ta yci BUpo6HWMYI onepawi
3anuMwaTbea He3miHHMMK. Sanofi Winthrop
Industrie, France/ CaHodi BiHTpon IHgacTpi,
®paHuia. TepmiH BBEEHHS 3MiH - NPOTArom 6
MicALiB nicnsa 3aTBepaXeHHs. 3MiHU BHECEHO
B IHCTPYKL,iIO 4719 MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3gin "Bupo6Huk” 3
BifNOBiAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHs
ynakoBoK. TepMiH BBEJ€HHSA 3MiH - MPOTAromM 6
MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHWM BHECEHO
y TEKCT MapKyBaHHA BTOPUHHOT ynakosku n.17
IHLWE Ta nepsuHHOT ynakosku n.6 IHLLE.
TepmiH BBefIEHHS 3MiH - NpOTAroM 6 micauis
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Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nicnsi 3aTBepPAKEHHS.

TAaMonony
MANEAT

NOPOLLIOK
(cy6eTaHuis) y
NoABINHMX
nonieTMneHoBux
nakeTax gns
BMPOGHULITBA
HecTepuIbHNX
nNikapcbknx hopm

BE3
Papmaxem
4.0.0.

Xopsaris

LleHtayp
dapmaceyTikan3

MpiBart JlimiTepq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI €Bponelickkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne CEP 2010-084
- Rev 03 (3atBepaxeHo: CEP 2010-084 - Rev
02). Ak HacnigoK 3mMiHW B iHhopMaL,i Wwoao
BMPOBHWMYUX AinbHULbL. 3aTBepKeHo: Mot
Ne75, 76 Ta 76/1, Yikxnoni MIAC, AmM6epHac
(BecT) IHgis — 421 501 TaHe, MaxapaluTpa,
IHais Plot No. 75, 76 & 76/1, Chikhloli MIDC,
Ambernath (West) India — 421 501 Thane,
Maharashtra, India
3anponoHoBaHo: Mot Ne75, 76 Ta 76/1 Ta 74
Yikxnoni M.1.4.C. Am6epHac (BecT) IHgia —
421 501 TaHe, MaxapawTpa, IHgjisa Plot No.
75, 76 & 76/1 & 74 Chikhloli M.1.D.C.
Ambernath (West) India — 421 501 Thane,
Maharashtra, India

UA/7439/01/01

TUPO3YP

renb, 1 mr/r;no5r
abono25rreny
Ty6i; no 1 Ty6i B

KapTOHHIA KOopooLi

EHrenbrapg
ApuHalimitren
b 'M6X &
Ko.KI

HimeyunH
a

EHrenbrapg
ApuHaiimitTTens
v6X & Ko. KI

HimeuyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb ab60 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y creumdikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /iKapCbKoro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOGYBAHHS B
npoveci BUpobHULTBa) BunyueHHs
HecyTTeBOro napameTpy “yield" y npoueci
BMpPO6GHULTBA

6e3
peuyenma

UA/7786/02/01

449.

TIOBICTA

PO34MH ONS iH'EKLN,
no 4 mr/2 mn, no 2
M/ B amnysi; no 6
amnyn B KAPTOHHIl
nauui

MicTtpan
Kenitan
MeHeaXMeHT
Nimiteq

AHrnisA

BEM lnay CaH. Be
Tik. A.C.

TypeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHn | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapcbKoro 3acoby. 3miHa y MeTogax

BMNPOOYyBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BUMPOOYBaHHS) HE3HAYHI 3MiHW Y

3a
peyenmom

UA/20123/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aTBEPAXEHNX METOAAX BUNPOGYBaHHA 3a
nokasHukamu "KisibkicHe BU3Ha4YeHHs",
"CynposigHi gomilkun" Ta "KinbkicHe
BM3HAYEHHST AOMILLKN A"
450. | TIOTPUA3O0M | kpanni o4Hi, 10 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19609/01/01
IH mr/Mn; no 5 mny "APTEPIYM "Kuismepgnpenapart" 3Minu | TURY - 3MiHn Woao peyenmom
chnakoHi 06'emom 5 nTta" 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
mn a6o 10 mn; no 1 BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
donakoHy B nauyi y npo cuctemy papmakoHarnsay (BBefeHHs
KOMNeKTi 3 y3ara/lbHeHUx JaHnx npo cucremy
KpULLIKOHO- thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
KpanenbHuLeo ocob6u, BiANOBIAAUTbHOI 3a 3A4ICHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-dhaiina
cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
[Litova pepakuisn: battanosa Pumma IropisHa.
MponoHoBaHa pegakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa micus 3iiCHEeHHS
OCHOBHOI Aifi/IbHOCTi 3 ddapmakoHarnsgy.
451. | TOH3UNPET Tabnetku ons BioHopuka CE HimeuuunH nepBuHHE Ta HimeyunHa BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 6e3 UA/1838/01/01
® CMOKTaHHs, no 25 a BTOPUHHE 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA peyenma
Tabnetok y 6nictepi; nakyBaHHs, nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
no 2 6nictepu abo KOHTPO/b Ta BUMYCK 3amiHa ab0 BBeEeHHs1 404aTKOBOI AiNbHUL
no 4 6nictepu y cepil: BMpPOBGHULTBA AN15 YacTVHU abo BCbOro
KapTOHHI KOpooLi BioHopuka CE, BMPOBHMYOrO NPOLECY rOTOBOTO JTiKAPCbKOro
HimeyunHa,; 3aco6y (iHLWi 3MiHK) - BUHECEHHS Ha3BM Ta
Bupo6bHMuTBO in- afpecy NPoMiXXHOro BUpobHuka PotTeHgopd
bulk: dapma 'M6X, AKnii paHile 6yB 3a3HaueHwUin

PotteHgopd ®apma
m6X, HimeyunHa

Tilbk B Mopyni 3 peecTpauiiHoro Aocke
(3.2.P.3.1.), 3 yTOUHEHHSIM I1Or0 ChYHKLI.
PosnuncaHo dyHKLii 3aTBEPAKEHOTO
BMpo6Huka M3 bioHopuka CE.
3arBepaxeHo: bioHopuka CE /
KepxeHwTenHeplTpacce, 11-15, 92318, m.
HolimapkT, HimeyunHa
Bionorica SE / Kerschensteinerstrasse, 11-15,
92318 Neumarkt, Germany




dopma sunycKy

3assHUK

KpaiHa
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ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TabneTkn, BKPUTI

3anponoHoBaHO: NepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta BUMYCK Cepil:
BioHopuka CE / KepxeHwTeliHeplTpacce, 11-
15, 92318, M. HolimapkT, HimeuunHa
Bionorica SE / Kerschensteinerstrasse, 11-15,
92318 Neumarkt, Germany
Brpo6HuuTBO in-bulk: PoTTeHgopd ®apma
'M6X / OcTeHpenbaep Wrpacce, 51-61,
59320 EHHirepnox, HimeuunHa
Rottendorf Pharma GmbH / Ostenfelder
Strasse 51-61, 59320 Ennigerloh, Germany.
3MiHN | TURY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs BUpO6GHMYOT AinbHUL (BKIHOHYAK0UM
AinbHUUI ana A®I, npoMixXHOro npoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayeHo y [0CbE) - BUAANEHHS i3
marepianis peecTpauiiiHoro JOCbE NPOMiXXHOIO
B1pobHuKa Wiewelhove GmbH, HimeyynHa

Ne Hassa
n/n JliKapcbKo20
3acoby
452. | TONIPAMIH
453. | TONIPAMIH

060/10HKOH, M0 25
Mmr, no 60 TabneTok
y thriakoHax

TabneTtku, BKPUTI

dapmacaiHc
IHK.

dapmacaiiHc

KaHaga

dapmacainHc IHk.

KaHapa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MmiHu | TURYy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo foc/imKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBIAHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUiT NS MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
[03un" BignoBigHo A0 pekoMeHaauii PRAC.

UA/4294/01/01

060/10HKOH, M0 100

IHK.

KaHaga

dapmacaiiHc IHK.

KaHapa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3MiHu | TMNYy - 3MiHK Woao

Ymosu Peknam
Bionycky yBaHHs*
3a He
peyenmom | nionsizae
3a He
peyenmom | nionsieae

UA/4294/01/02




372

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Mmr, no 100 TabneTok
y thnakoHax

6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHsA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mnekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWnMK
nikapcbknMu 3acob6amu Ta iHWi BUAn
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaat”, "Cnocié 3actocyBaHHA Ta
031" BignoBifgHo Ao pekomeHaauii PRAC.

454,

TOMIPAMIH

TabneTku, BKpUTI
060/10HKO10, M0 200
mr, no 100 Ta6neTok
y donakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHWUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWnMKn
nikapcbkMu 3acobamMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
031" BignoBifHO A0 pekomeHaauii PRAC.

3a
peyenmom

He
nionsieae

UA/4294/01/03

455,

TPANDEMON
H

cupon; no 100 mn
a6o no 200 mn y
donakoHi; no 1

doNakoHy pasom i3

TOBAPWNCTB
03
OBMEXEHO
0

YkpaiHa

ToBapucTso 3
06MexeHo
BiANoBifa/IbHICTIO
"XapkiBcbke

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHs 3MmiH

3a
peyerimom

UA/13900/01/01
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n/n

JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

456.

TPUTPUM

[,03yH04MM
NPUCTPOEM Y
KOpOO6Lii 3 KapTOHY

BIAMOBIAAN
bHICTIO
«KOPTTOPALLI
A
«3[00POB’'A»

thapmaueBTUyHe
nignNpPUeEMCTBO
"3p0poB'a Hapoay"

NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS;
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
BBegieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnx
npo cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHux Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHol
oco6u, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapmakoHarnsagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag, firoya
pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HomMepa macTep-cthaiina cuctemu
thapmakoHarnsgy

nocsBi0OYeHHs

Tabnetku no 10 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepn y
KapTOHHI/ KopoobLi

dapmaueBTny
HWIA 3aBOA,
"Monbchapma”
C.A.

MonbLa

dapmaneBTUYHNI
3aBog, "Monbapma”
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBa)KEHOT 0CcO6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnsgy) 3MiHa KOHTakTHOT
0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
thapmakoHarnag, B Ykpaii.

[Litova pepakuin: TaHacoBa 3opsiHa
MukonaiBHa. MNponoHoBaHa peaakuis: Tecnok

Onexa BonogumupisHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CObM 3asBHMKA,

BiANOBIgaUIbHOI 3a hapmakoHarnng B YKpaiHi

3a
peyenmom

UA/10564/01/03
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
457. | YNbTPEKC kancysm no 300 wr; Pisochapm CA | Lseiiyapi PiBochapm CA LBeiiuapis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/14647/01/02
no 8 kancyny | 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom

6nicTepi; no 2
6nictepu y
KapTOHHiA KOpooLi

nikapcbknii 3aci6. Onuc Ta cknag,. 3miHa abo
[0[aBaHHs LWTaMmmiB, MOTOBLEHb abo iHLINX
MapKyBaHb, yK/o4aroum 3aMmiHy abo
fopasaHHA apb 418 MapKyBaHHSA
nikapcbKoro 3acoby (3miHa Wwramnis,
NOTOBLLEHb @60 IHLWMX MapKyBaHb) 3MiHW Y
po3gini 3.2.P.1. Onuc i cknag, nikapcbkoro
3acoby, a came BugasieHo iHhopmaw,iio woao
noctavasibH1Ka Kancyn Ta yTOYHEHHS Koay
yopHuna. 3minu | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTuddikart
BiANoOBIgHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHA HOBOroO
abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
abo BUNyYeHHs cepTudpikarta BiANoBiAHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ana
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; 4718 [OMNOMIKHOI PEeYOBUHM
(TE-cepTudikat BignosigHOCTI EBPONECHKIi
hapmakonei gna A®l/BuxigHoro
MaTepiany/peareHTy/MPoMKHOro NPoayKTy
abo fonoMiXHOT pevoBuHM) - HoBwid
cepTuguikaT gns BUXigHoro
MaTepiany/peareHTy/MPoMKHOro NPoayKTy
ab0 [ONOMIXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepA)KEeHOro BUPObHYMKa - NoAaHHS
HoBoro E-cepTudikata BifnoBIAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 2008-
048 - Rev 00 Bupo6Huka xenatnHy PIONEER
JELLICE INDIA PRIVATE LIMITED Big
BMPOOHYKa xenatnHosmx kancyn Capsugel.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOOGHULTBI AdI;
0151 [OMNOMDKHOT peqoBUuHU (cepTudiikat
BifnoBigHoCTI €Bponelickkili hapmakonei) -
HoBwii cepTudpikat Bi HOBOrO BMPOGHMKA
(3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO
cepTudpikaTa BignosiaHOCTI EBponeiicbkiit
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
thapmakonei Ne RO-CEP 2021-013 - Rev 00
ONA AiloYoT peYOBUHUN KiHAAMILUHY Bif,
HOBOrO a/IbTepHATUBHOrO BUpo6Huka HUBEI
YITAl PHARMACEUTICAL CO., LTD., China.
458. | YNbTPEKC Kancynu no 150 wr; Pisocpapm CA | Lseiiyapi Pisochapm CA LseiiLapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14647/01/01
no 8 kancyny A 3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI peyenmom

6nictepi; no 2
6nictepn y
KapTOHHI/ KopoobLi

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHsA LWTamnis, NOTOBLLEHb abo iHLINX
MapKyBaHb, YK/oUarum 3amiHy abo
JopasaHHsa hapb 4518 MapKyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
NOTOBLLEHb @60 IHLWMX MapKyBaHb) 3MiHW Y
po3gini 3.2.P.1. Onuc i cknag, nikapcbkoro
3acoby, a came BuasieHo iHopmaLiio Lwoao
noctayasibH1Ka Kancys Ta yTOYHEHHS Kody
yopHuna. 3miHu | Trny - 3MiHU 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. MogaHHa HOBOro
ab0 OHOBEHOrO cepTudikaTa BifgnNoBigHOCTI
ab0o BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXIQHOIO MaTepiasny/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; A58 [OMNOMIKHOI PEeYOBUHM
(TE-cepTudpikat BignosigHOCTI EBpoNEiiChKiit
thapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY
ab0 [ONOMiXHOT peyoBUHM) - HoBwid
ceptuddikaT 415 BUXigHOro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY
a60 [0NOMKHOT pevyoBUHY Big, HOBOTro abo
BXe 3aTBEpPA)KEHOro BUPOBHYMKA - NOAAHHS
HoBoro E-cepTudpikata BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2008-
048 - Rev 00 Bupo6Huka xenatuHy PIONEER
JELLICE INDIA PRIVATE LIMITED Big
BMPOOGHYKa xenatnHosmx kancyn Capsugel.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONeiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN NONOMIKHOI peyoBuHY (cepTuddikat
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bif, HOBOrO BUPOGHMKA
(3amiHa abo [ONOBHEHHS) NOJaHHSA HOBOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2021-013 - Rev 00
015 AiloY0T peYOBUHY KNIHAAMILMHY Bif,
HOBOrO a/IbTepHATUBHOTO BMpo6bHuka HUBEI
YITAI PHARMACEUTICAL CO., LTD., China.

459.

YPEOTON®

masb 12 %; no 50 r
a6bo no 100 r y Ty6i;
no 1 1y6i B
KapTOHHI/ KopoobLi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax

BMNPOOYyBaHHSA rOTOBOTO NiKapCbKOro 3acoby

(iHWi 3miHM y MeTofax BMNpo6yBaHb

(BKItovatoum 3amiHy abo AONOBHEHHS)) 3MiHN

B Ki/TbKICHOMY BM3HA4Y€HHi CEYOBWHN Ta METOA)

BM3HAUYEHHS AOMILLOK (BU3HAYEHHA aMiaky) B

roTOBOMY JliKapCbKOMY 3acobi

6e3
peyenma

UA/11751/01/01

460.

YPONECAH®

Kancynu no 10
Kancyn y énictepi;
no 4 6nictepu B
navui

MAT
"KuiBmepnpen
apat”

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun gianaszoH po3mipy
cepii) roToBOro nikapcbLKoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPKEHVIM PO3MIPOM) BBEAEHHS
[ofaTkoBoro po3mipy cepii 500 Kr cymiLdi
KOMMOHEHTIB (1 666 666 kancyn)
3arsepmkeHo: 100 kr (333 333 kancyn); 200 kr
(666 666 kancyn); 700 kr (2 333 333 kancyn).
3anponoHoBaHo: 100 kr (333 333 kancyn); 200
Kr (666 666 kancyn); 500 kr (1 666 666
Kancyn); 700 kr (2 333 333 kancyn)

6e3
peyenma

UA/10393/01/01

461.

®APIHITOH

Tabnetkn ans
CMOKTaHHs no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
nauui

AT

"KNIBCBbKN

BITAMIHHWA
3ABOJ"

YKpaiHa

AT "KVTBCBKIAT
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHU.
BunyyeHHs BUPOGHMYOT AinbHUL (BKIHOYAK0UM
OinbHUUi ans A®I, npomixxHOro NpoAykTy abo
roTOBOrO JliKapCcbKoro 3acoby, AinbHULi 4ns
NpoBeeHHs NakKyBaHHs, BUPOOHUKA,
Bi4MNoBiga/IbHOrO 3a BMMYCK Cepiii, Micue
NpOBeLIEHHSI KOHTPOJIHO cepil) abo
noctayasibH1Ka BUXiLHOro Matepiany,
peareHTy abo fOMNOMiXHOI pe4OBUHYU (SIKLLO
3a3HayeHo y [0Cbe) BunyyeHHs BUPOGHMKa
A®| XnoprekeuguHy gurigpaty «Medichem
S.A.», IcnaHisi, BUPOGHNK, L0 3a/TULLNBCSA
BMKOHYE Ti X cami DyHKLT L0 | BUNYyYEeHWIA.
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
NiKapcbkuii 3aci6. KOHTpob roToBOro

6e3
peuyenma

UA/7230/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex
rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHK)
BunyyeHHst noka3Hukis «CepefiHa maca
TabneTkn» i «Tanbk», OCKINIbKK, 3riAHO [0
HactaHoBswu 3 akocTi 42-3.2:2004
«Cneuwdikauii: KOHTPObHI BUNPOGYBaHHSA Ta
KpuTepii NPUAHSATHOCTI», BKa3aHi MOKa3HWK/ He
€ 060B’A3KOBVMMM /17 BK/IIOYEHHS [0
cneuudikauin MN3. KoHtponb /13 3a
BKa3aHMMM NoKasHVKaMm 34iiCHI0TL Ha eTani
BMPOGHMLITBA Hepo3diacoBaHOi NPOAYyKL;i.
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BMNpobyBaHHA) HesHauHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHsS, a
came: -po3fin «n-XnopaHiniH»-BukIageHHs
po3iny akTyasisoBaHo Yy BiANOBIAHOCTI A0
BUMOT fjil040ro BraaHHA [dY; pospaxyHoK
HaBaXKOK NPUBEAEHO Y «Mr»; Ha3By hipMu-
BUPOGHWKA TpUeTUNamiHy, akuii €
KOMMNOHEHTOM pyXoMOi hasu, BUTy4YeHo. -
po3ain «KinbkicHe BU3HAUYEHHS»- BUKTa[EeHHS
po3finy akTyasisoBaHo Yy BiANOBIAHOCTI A0
BMMOT fjil040ro BUAaHHA [dY; po3paxyHoK
HaBaXXOK NPUBEAEHO Y «MI» 3MiHU | TUny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro sikapcbkoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHA roTOBOr0
nikapcbKoro 3acoby (OHOBMEHHA npoLeaypuy
BUMNPOOYBaHHA AN NPUBEAEHHSA Y
BiANOBIAHICTb 3i 3MIHEHOIO 3araslbHOK0 CTaTTel
LdY abo €sponelicbkoi hapmakonei)
OHOBEHHS MpoLieAypy BUNPOobyBaHHS 3a n.
«Mikpob6ionoriyHa yncToTa» 418 npuBeneHHs
y BignoBigHicTb fo sumor A®Y 5.1.4, 2.6.12,
2.6.13

462.

DACTEHAN

NOPOLLIOK A5
0OpasibHOro PO3UnHY
no 80 wr; no 30
[BOPO34iNbHUX
calle y KapTOHHIl
Kopoobui

YAB "MPA"

JInToBCbKa
Pecny6nik
a

CMEWA
MPOJAKTC NAH
CnA

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B TEKCT
MapKyBaHHS Ha BTOPWHHIl yrNakoBLi
nikapcbkoro 3acoby, a came: BHeceHo y n. 11
"HaliMeHyBaHHS | MiCLLe3HaX04KEHHS
BMpO6HUMKa Ta/abo 3asBHMKA" iHChopMaL,ito

3a
peyenmom

UA/19536/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
040 3a8BHUKa, Y N. 4 "Jlikapcbka dopma Ta
KiNbKIiCTb OAMHULB B YNakoBLi" aoAaHo
[[03yBaHHs, y n. "Homep peecTpaujiitHoro
nocBigyYeHHs" BKa3aHuii Homep
peecTpaLiiHoro nocBig4yeHHs. Ha nepBuHHii
ynakosLi y n.6 "lHwe" gogaHo [o3yBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
463. | ®DACTYM® renb 2,5 %; no 20, A. MeHapiHi ITanis A. MeHapiHi ITanisa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/10841/01/01
FENb abo 30T, a6o 50, IHaycTpie MaHythakTypiHr 3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTposb peyenmom
a6o 100 r y Ty6i; no PapmaueyTny JoricTike eHp, A®l. 3miHa y meTogax BunpobysaHHA APl abo
1 Ty6i B KAPTOHHIN e PiyHite Cepsicec C.p.J1. BVXifHOro Martepiany/npoMixXHOro
Kopoo6Li C.p.N. NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y

npoueci Bupo6HuMLUTBa A®I (iHLWI 3MiHN Y
MeTofax BUNpPOOyBaHHA (BK/IOUAKUMN 3aMiHy
abo gonoBHeHHs)) A®I abo
BUXIAHOrO/NPOMIXHOro NpoAaykTy) JofaBaHHsA
anbTepHatMBHOro Metogy BEPX ans
KiNbKiCHOTO aHanisy ketonpodeHy
BUpo6HMKOM /13 A. Menarini Manufacturing
Logistics and Services (AMMLS) S.r.l.
(PnopeHuis, Itanis). 3miHn | TURY - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6ysaHHsA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LL|0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPO6yBaHHSA
(BKTtOYa0uM 3aMiHy abo AONOBHEHHS) ADI
ab0 BUXiAHOro/MPOMKHOIO NPOAYKTY)
[lopaBaHHA anbTepHaTUBHOrO metoay X ans
BU3HAYEHHS 3a/INLLIKOBUX PO3UYNHHWKIB Y
KeTonpodeHi Bupo6HuuTBa S.I.M.S. S.r.l.,
BMPOGHUMKOM 13 A. Menarini Manufacturing
Logistics and Services (AMMLS) S.r.l.
(®nopeHuis, ITanis). 3MiHn | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHuLTBa
roTOBOrO JlikapCcbkoro 3acoby (foAaBaHHS
HOBOro MeToAy BMNPOOYBaHHA Ta AOMYCTUMMX
MeX)

BHeceHHs 3miH go p.3.2.P.3.3 Onuc
BMPOGHMYOro NpoLiecy Ta KOHTPOI0 npoLecy,
a came- j0jaBaHHs
BHYTPILLHEOTEXHO/IOMNYHOTO KOHTPO/THO
«30BHILLHIN BUrNAA», AKUA BUKOHYETLCA AN

bulk. 3miHn | TMNY - 3MiHK 3 AKOCTi. [oTOBMI
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTAHOBJIEHVX Y creumdikayisx, nig vac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(hopaBaHHs HOBOrO MeToAy BMMPOBYBaHHA Ta
[ONyCTUMNX MeX) BHeCeHHs 3MiH [0
p.3.2.P.3.3 Onuc BMpobHUYoro npotecy Ta
KOHTPO/I0 NpoLiecy, a came- A0AaBaHHA
BHYTPILUHbOMPOLLECHOTO KOHTPOJ/IHO B NMPOLECI
nakyBaHHS, W06 nepekoHaTucs , Wo Aaxi,
Ha/ApyKOBaHi Ha 0CTaTO4YHOMY NakyBaHHI,
BignosigaTb fgaHum N13, wo
nepepo6nsSETLCS, a TakoX L6 HaapyKoBaHi
naHi 6ynu posbipnnsumn. 3miHu | Tuny - 3MiHn
3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A5
[ONOMDKHOT peyqoBuHY (iHLWi 3MiHW) JogaHHs
cneuudikauii Ta meTogy «Apparent viscosity»
AN AONOMIKHOT pe4yoBUHK kapbomepy
BiANoBigHO A0 MoHorpadii EP Ta moHorpadil
USP/NF “Carbomer Homopolimer”. 3miHu
BHOCSITbCS 3 METOI0 MOBIAOMJIEHHS, L0
Carbomer, Ha gofaTok Ao BiANOBIAHOCTI
NOTOYHIN MoHorpadii (1299) EP 3 HacTynHot
PyHKLiOHa/IbHOW XapakTepucTukoto (FRC):
«Apparent viscosity»: Aiana3oH B'A3KOCTi
cTaHoBWTb Big 40 000 go 60 000 mIMa-c, Takox
Bignosigae moHorpacii USP/NF“Carbomer
Homopolimer”. Takox, BHECEHHSA pefakLUiliHNX
npaBoK: -BUAANIEHHA NapameTpa crneumndikawi
«cMak» 3i cneuudpikauii apomarty Neroli
«XapakKTepuCTVKM» -BUNPAB/IEHHS NOMUKU
APYKY: BUAANEHHS OAUHNL BUMipOBaHHS
cneundikau,ii «BiAHOCHA LWINbHICTb» K AN
apowmartis Neroli, Tak i gns Lavandin. 3miHu |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapCcbkuii
3aci6. KoHTposib AONOMDKHUX PpeyOoBUH. 3MiHa
y MeTogax BunpobyBaHHSA AONOMDKHOT
PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BUnNpobyBaHb) HesHauHa
Moaudikauisa metogy X ans igeHtudikawii
apomatusaropa Lavandin. Takox, BHECEHHS
pefakuifiHnX NpaBokK:
-BUMPAaB/IEHHS MOMWU/IKA LLIOAO CINCKY
OCHOBHWX KOMMOHEHTIB apomarn3aropa
Lavandin y p.3.2.P.4.1: cknag apomartusaropa

Lavandin He 3MiHMBCS, ane CNMCOK OCHOBHUX
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

KOMMOHEHTIB 6Y/10 OHOB/IEHO, OCKI/NIbKN
OpyropsigHUiA KOMNOHEHT 6yB MOMU/IKOBO
nponyLueHuii y nonepegHi Tabnuui
(kapiodbinen). Cnif, BKa3aTy /iMLLe OCHOBHI
KOMMOHEHTU (>1% KoHUeHTpau,ii), Tomy cnig,
nofatu kapiodineH.

-JlofaHo araniTuyHy npoueaypy Ans
30BHiLLIHBbOIO BUMNAAY Ta BIAHOCHOI LWiNbHOCTI
(BOHM He By BK/IKOYEHI MOMW/IKOBO). 3MiHM |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapCcbkuii
3aci6. KoHTposib AONOMDKHUX peyoBUH. 3MiHa
y MeTogax BunpobyBaHHSA AONOMDKHOT
PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeToAax BunpobyBaHb) HesHauHa 3miHa
meTody X ans igeHTudikauii apomatmsaropa
Neroli. Takox, BHECEHHS peAakLiliHOT MpaBKu:
[ofaBaHHA aHauTiTUYHKX npoLueayp Ans
«30BHILIHLOrO BUrNAAY» Ta «BigHOCHOI
LLiSTBHOCTi» A4/151 AONOMDKHOI peYOBUH
apomaTtuzartopa Neroli (BoHM He Bynu
BK/IIOYEHI MOMUKOBO). 3MiHu | TNy - 3MiHK 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa y
mMeTofax BUNPOGYBaHHS FOTOBOIO J1iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
mMeTogax BunpobysaHHsa) HesHauHa
mogudpikauis metogy BEPX N3 ana
ineHTndikauii keTonpodeHy, KislbkicHOro
aHasi3y Ta CrnopigHeHNX pevyoBuH. 3MiHa
nonsira€ B OHOB/EHHi p.3.2.P.5.2 AHaniTnuHi
METOAWMKN: -3MiHa Ha3BW anapaTty -BUAA/IEHHS
[OOMILLKW CUHTE3Y -BBEAEHHA KOPUTYBaIbHUX
KoeqiLiieHTIB Ha BiAOMI AOMILLKW -A0AaHHSA
PO34nHy A5 igeHTudikaLii 4OMILLIOK -
36iNbLUEHHA Yacy po60TU -BBeEHHS 3BITHOTO
piBHs (0,05%) Ana po3paxyHKy AOMILLOK -
3MiHa hOpMy/In 4718 po3paxyHKy aHasli3y.
BignosigHo, oHoBNeHo p.3.2.P.5.3 Banigauis
aHaNNTUYHNX MEeTOAMK TakKoX, BHECEHHS
pepakuinHoi npaskn Ao p.3.2.P.5.1, wo6
KpaLle nosiCHATU YacToTy BUNpobyBsaHb M13.
Monpaska Mae Ha MeTi NigKpecnTK, Wwo Yo-
MeTO/, BUKOHYETbCS A/151 KOXHOI nNapTii, 3a
BUHATKOM MapTii, ika nepeBipsaeTbcs 3a
ponomoroto BEPX. 3MiHn | Tuny - 3MiHn 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS TOTOBOIO J1iKapCbKOro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
mMeTogax BunpobysaHHs) HesHauHa
mogudpikauis metogy BEPX N3 ana
ineHTndikauii keTonpodeHy, KislbkicHOro

aHasi3y Ta CrnopigHeHNX pevyoBuH. 3MiHa
CTOCYETbLCA 3MiHW B OHOBNeHoMy p.3.2.P.5.2: -
3MiHa hopMyn 415 PO3paxyHKy aHasli3y -3MiHa
hopMyn 1A po3paxyHKy AOMILLOK (SIK
ideHTUdikoBaHUX, Tak i HeifeHTUdIKOBaHMX).
3miHu | TNy - 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BKtovatoun 3amiHy abo AONOBHEHHS)) 3amiHa
MeToAy BU3HAUYEHHSA cepefHbOi Macy Ty6u Ha
eKBiBasIeHTHUIA. Takox, 6yno oHoBnieHo CoA
ona M3 (p.3.2.P.5.4). O6rpyHTyBaHHa gns
BU3HAYEHHS cepefHbOT Mmacu B p.3.2.P.5.6
6y/10 BiANOBIAHO OHOB/IEHO. 3MiHU | TUNY -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro sikapcbkoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHA roTOBOr0
nikapcbKoro 3acoby (iHLwi 3MiHM) OHOBNEHHS
CTaHfapTy KeTonpodeHy, Lo
BUKOPUCTOBYETLCA 5K ANnst BEPX, Tak i gns
Y®-metogy (3.2.P.6). Po3gin 3.2.P.5.2 6yno
BiANOBIAHO OHOBNEHO. KpiM Toro, AogaHHs
eTasIoHHMX CTaHAapTIB A1 3a3HaYeHUX
pomiwok (A, Ci EEK) i ana gomiwok D, ski
3aCTOCOBYHOTbCA A1 NPUAATHOCTI CUCTEMU.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo fgonycTuMmx
MeX MepBUHHOIT YNakoBKu rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) OHOBMEHHSA
p.3.2.P.7, a came- BUNpaBneHHS pefakLiliHoT
nomusku B cneuudikauii «TosLmHa» Ty6m 20
r (NepByHHA ynakoBka). TakoX, BHECEHHS
pefakuiiiHux npaBok. 3miHuW | Tuny - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeinchKiii

thapmakonei/MoHorpadii. MogaHHsA HOBOro

abo oHoBNEHOro cepTudiikaTa BifNOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons
BUXiflHOro Martepiany/peareHTy/npomikHOro
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT peYOBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkili
thapmakonei) - OHOB/IEHUIA cepTuddikaT Bif
yXe 3aTBepXeHOro BUpo6Huka - MogaHHA
OHOBJ/IEHOrO cepTudikaty BignosigHocTi EP
CEP R1-CEP-2003-136-Rev 06 (nonepeaHs
Bepcia CEP R1-CEP-2003-136-Rev 05) ansa
A®| keTonpoheHy Bif BXe 3aTBEPIKEHOTO
BMpo6HMKa Zhejiang Jiuzhou Pharmaceutical
Co. Ltd, y 3B’A3Ky 3 HACTYMHUMW 3MiHAMW:
-3.2.5.3.2 12 3.2.5.4.1: nimiT 6€H30ny Ta
xnop6eH30/1y 3MiHeHo 3 ?1 go ?2 ppm Ta 3 ?
100 po ?360 ppm, BiANOBIAHO A0 06MEXEHb
ICH Q3C -3.2.5.4.2 1a 3.2.5.4.5: BuganeHHs
MOSICHEHHS, L0 feski TeCTU NPOBOAATLCA
BMpOGHMKOM A®I, BpaxoByouu, Lo 3.2.S
YyacTuHa 3asBHUKa byna BkioveHa -3.2.S5.4.4
CoAs 6yno oHOB/IEHO. 3MiHM | TURY - 3MiHK 3
AaKocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. logaHHa HOBOroO
abo oHOB/IEHOrO cepTuUdiikaTa BifNoBiAHOCTI
ab0o BuyYeHH cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLUTBI A®I; A58 LONOMIKHOI PEeUYOBUHM
(ceptucpikaT BignoBigHOCTI EBponeickkiii
chapmakonei) - OHOBEHWIA cepTudikar Big,
yXe 3aTBepKeHoro BUpo6Huka - MogaHHA
OHOBJIEHOr0 cepTudikaTy BignosigHocTi EP
CEP R1-CEP-2003-136-Rev 07 (nonepeaHs
Bepcis CEP R1-CEP-2003-136-Rev 06) ans
A®I keTonpodyeHy Bif, BXe 3aTBepAKEHOro
BMpO6HMKa Zhejiang Jiuzhou Pharmaceutical
Co. Ltd. 3miHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BifNOBIgHOCTI E€BpONeichkilt
thapmakonei/moHorpadii. logaHHa HOBOro
abo oHOB/IEHOrO cepTuUdiikaTa BifNoBiAHOCTI
ab0o BuNyYeHH cepTudikarta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLUTBI A®I; A58 LONOMIKHOI PEeUYOBUHM
(ceptucpikaT BignoBigHOCTI EBponeickkiii
dhapmakonei) - HoBuii cepTudikaT Bi HOBOro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMKA (3aMiHa abo JOMOBHEHHS)
MopaHHA HoBoro cepTudikaty CEP R1-CEP-
2002-097-Rev 05 ansa Ad®l ketonpodeHy Big,
HoBOro BMpo6bHuka S.I.M.S. S.r.l. 3minn | Tuny
- 3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.

(iHWi 3MmiHK) BunpasneHHs pefakuiiiHot
nomunku B gocke (p.3.2.P.2.1 1a 3.2.P.2.2), a
came- BUJaNIeHHA TEPMiHY «KOHCEPBAHT», L0

CTOCYETbLCA eTaHo/y. TakoX, BHECEHHSA

peakuiiHoi npasku go p.3.2.P.2.3, a came-
[ofaBaHHs iHhopmaLii Npo Yac 3MmillyBaHHSA
yepes 3MiHy 061agHaHHs

464.

DEB/IOPIKA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 80
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

MaHKainHg
dapma
Nimiten

IHais

MaHkaliHg ®apma
Nimitepn, OHIT-II

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnX Npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHol
0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBa)KEHOI 0CcO6U,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIovaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thainina
cuctemu hapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX yNoBHOBaXXEHOT 0CO6Y 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI fifi/IbHOCTi 3 ddapmakoHarnsgy.

3a
peyenmom

UA/20068/01/02

465.

DEB/IOPIKA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

MaHKainHg
dapma
Nimiten

IHAja

MaHkaliHg ®apma
Nimiten, OHIT-II

IHAjA

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHuxX Npo cuctemy
hapmakoHarniagy, 3miHa yrnoBHoOBaXKeHoT
0co6W, BiANOBIAa/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asBHVKa 415 34jiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa BiJ, yNOBHOBa)KeHOI 0co6W,
BiANOBigaIbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (BKIYaoUun KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MiLLEHHI MacTep-thaina

3a
peyenmom

UA/20068/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

cuctemn chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa Micus 3iCHEeHHS
OCHOBHOI fisi/IbHOCTi 3 dhapmakoHarnagy.

466.

GEHITMNANH-
340POB'A

Kpanni opasibHi,
po34uH, 20 mr/mMn no
10 mn a6o no 20 mn
y do1akoHi 3
npo6koto-
KpanesbHULe Ta
KpuLLKolo; no 1
donakoHy B KOPO6L
3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIAN
bHICTIO
«KOPIMOPALII
A
«300POB'A»

YkpaiHa

ToBapucTso 3
obmexeHolo
BiANOBIAA/TbHICTIO
"®apmavueBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHa 3asBHVKa J13 (MIBI) (BnacHuKa
peecTpauiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeaeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNMOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-daiina
cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiganbHOI 3a chapmakoHarnsag, [iroya
pepakuis: LesyeHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OnexHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHKX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg 3MiHa
HOMepa MacTep-ghaiina cuctemu
chapmakoHarnsgy

3a
peyenmom

UA/7885/02/01

467.

D/TABOBIP®

cupon no 30 mn, abo
no 50 mn, a6o no 60
My hriakoHax 3
ckna abo niacTuky;
no 1 cpnaxkoHy
pasoMm 3 [03yl040t0
EMHICTIO y nauui 3
KapTOHy

TOB "HBK
"Ekocpapm”

YkpaiHa

TOB "HBK
"Ekodhapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU
BMNpPoGyBaHb abo JOMYyCTUMUX MEX,
BCTaAHOB/IEHUX Y cneyudpikauisx, nig vyac
BMPOBHULTBA FOTOBOrO NiKapCcbKoro 3acoby
(iHLWIi 3MiHM) BHECEHHS 3MiH A0 MaTepianis
peecTpaujiiiHoro Aochbe, a came akTyanisauyis
po3giny 3.2.P.3.4 «kKOHTPO/Ib KPUTUUHMX
cTagili i NPOMIXXHOT MPOAYKL,ii» — yTOUHEHHS
[OKYMEHTY, 3a SIKMUM MPOBOANUTLCA KOHTPO/Tb
Hepo3dhacoBaHOI NpPoAyKLii (BKIOYEHO f0
po3ainy cneundikailo Ta MeToamn KOHTPO/I0

6e3
peyenma

UA/5510/01/01
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

3assHUK

KpaiHa

3asiBHUKa

Bupo6HuK

Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

NPOMiXHOI (Hepo3dhacoBaHoi) NpoAyKuii npn
BMPOGHMLTBI J13)

6e3

UA/12794/01/01

468.

®NAMIGES
reNb

renb; no 20r, 30T,
401 abo 100 B
NamiHoBaHii Ty6i; no
1 Ty6i B KAPTOHHIN
Kopoobui

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EHK'106 ETikans
MpaisiT MimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TYny - AOMIHICTPaTUBHI 3MiHN.
Buny4yeHHs1 BUPOOGHMYOI AiNbHULI (BK/THOYAKOUN
AinbHuUi ana A®Il, npomixHOro npoAykTy abo
roTOBOrO JIiKapCbKoro 3acoby, AinbHuLi 4Nns
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NoBiga/IbHOrO 3a BMMYCK Cepiii, Micue
NpoBefeHHS KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXiLHOTo Martepiasny,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y [0Cbe) BunyyeHHs BUpPoGHMKa
A®| NleBomeHTONYy Symrise AG, HimeuunHa.
3anuwaeTbcs BUPO6HUK AD| JleBOMEHTONY
BASF SE, HimeuunHa.
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHMYOT AinbHUL (BKIHOYAKOUM
AinbHUUi ana A®Il, npomixXHOro npoAykTy abo
roTOBOrO NikapcbKOro 3acoby, AiNbHULI Ans
NpPOBefEHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeEeHHS KOHTPOIO cepii) abo
nocTavasibHMKa BUXigHOro marepiasny,
peareHTy abo AOMOMDKHOT PEHOBUHM (SIKLLO
3a3HayeHo y f0Cbe) BunyyeHHs BUpoBGHMKa
A®| Metuncaniyunarty Quinika India, IHgis.
3annwaeTbcs BUPOGHMK ADI
MeTtuncaniunnaty Alta Laboratories Limited,
IHAis.

peyernma

3a

UA/1315/01/01

469.

D/IOKCIYM®

TabneTku, BKpUTI
NNiBKOBOO
06010HKOt0, Mo 500
mr no 5 a6o no 10
Tabnetok y 6nictepi;
no 1y 6nictepy B
navui

MAT
"KuiBmepnpen
apart”

YKpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta
YMOB BMaui peectpauiliHoro noceigyeHHs,
BKtOYarouy MnaH ynpasniHHSA pyu3nkaMmm
(3acTocyBaHHS TEKCTY, KW NOrOMKEHNA 3
KOMNETeHTHUM opraHom) 3asBHUKOM HaJaHo
OHOB/IEHWIA MnaH ynpasniHHA pyu3nkamm
Bepcis 1.0 Ha nikapcbkuii 3aci6 Pnokciym®,
TabneTku, BKPpUTI M/1iIBKOBOK 0600HKOLO, N0
500 mr no 5 a6o no 10 TabneTok y 6aicTepi; no
1 6nicTepy B nayui. 3MiHN BHECEHO [0 YaCTVH:
| «3aranbHa iHhopMmauis», Il «Cneundikauis 3
6e3nekn», Il «MnaH 3 papmakoHarnagy», V
«3axoau 3 MiHimi3auii pu3ukie», VI «Pestome
nnaHy ynpasniHHA pusnkamm», VII «logatkms»

Ha nigctasi pekomeHAauin KomiTeTy 3 OLiHKK

peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pu3vkiB y hapmakonarnsagi (PRAC) wogno
OHOBJIEHOI iHGhopMalLlii 3 6e3nekn
3aCTOCYBaHHS NiKapCbkunx 3acobis, L0
Hanexartb [0 knacy qhTOpXiHOMOHIB AniA
CUCTEMHOrO Ta iHranALiiHOro 3acTocyBaHHs,
30Kpema, JleBodhniokcaunHy. Pestome niaHy
ynpasniHHA pusvkamu Bepcis 1.0 gogaetbes

470.

DJIOKCIYM®

pO34uH ANs1 iHQY3il,
5 mr/mn, no 100 mn
y naswuj, no 1
NAALWLI B navyj

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT "Tanuucpapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAAui peecTpauiliHoro nocsigyeHHs,
BK/ItOYarouu MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHS TEKCTY, KNI NOrOKEHW 3
KOMMNETEHTHVUM opraHom) 3asiBHUKOM HafaHo
OHOB/IEHWIA MNNaH ynpasniHHA pusnkamm
Bepcisi 1.0 Ha nikapcbkuii 3aci6 Pnokciym®,
po3unH ANs iHdysili, 5 mr/mn; no 100 mn 'y
nAswyi, no 1 nAswWwuyi B nayui. 3MiHM BHECEHO
[0 YacTuH: | «3aranbHa iHhopmais», 11
«Cneundikauis 3 6esnekm», Il «Mnan 3
thapmakoHarnagy», V «3axoan 3 MiHiMizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusmkamm», VIl «logatku» Ha nigcrasi
pekomeHpauili KoMiTeTy 3 OLiHKM pU3NKIB Y
thapmakoHarnsagi (PRAC) Woao OHOB/EHOT
iHchopmawii 3 6e3nekn 3acToCyBaHHS
nikapcbKux 3acobiB, WO Hanexartb A0 knacy
OTOPXIHO/OHIB A1 CUCTEMHOIO Ta
iHranAyinHOro 3acTocyBaHHs, 30Kpema,
JNeBochnokcauuHy.

Pestome nnaHy ynpasniHHA pu3ukamu Bepcis
1.0 gogaerbcs

3a
peyenmom

UA/11163/01/01

471.

DNNYBPIKC®

NbOAAHNKM No 8,75
Mmr, no 8 abo 12
NbOASAHUKIB Y
6nictepi; no 2
6nicTepu y nayui 3
KapToHy

AT "dapmak"

YKpaiHa

KoHTpornb cepiii:
IHOAPMEA[, C.11.,
IcnaHis;
KoHTpornb cepiii:

NNABOPATOPIO AP.

®. EUIBAPHE,
AHANIBIC, C.A.,
Icnanis;
Bupo6HMLTBO
roToBOI NPOAYKLi,
BUNYCK cepil,
nepBrHHe Ta
BTOPUHHE
naxkyBaHHs:
Jlosi'c

IcnaHis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3mekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)

6e3
peyenma

niosnsicae

UA/17885/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dapmacbloTnKan3
C./1., IcnaHis

3MiHM BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco61BOCTi 3acTocyBaHHA" Ta "Cnocib
3acTocyBaHHA Ta A03n" BifnoBigHO [0
pekomeHpauiii PRAC. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuis nicns 3aTBepKeHHs.
3MmiHu | TURYy - 3MiHK Wopao
6e3nekn/edheKTUBHOCTI Ta (papmakoHarnsgy
(iHWi 3MiHM) 3MiHVM BHECEHO [0 IHCTPYKLT A1
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
00 po3ainis "Mo6ivHi peakLii" cTOCOBHO
HeoObXiAHOCTI NOBIAOMAATY NPO YCi BUNaAKM
nigo3proBaHMX NoGIYHUX peakuiii Ta
BiiCYTHOCTi e(peKTMBHOCTI NiKapcbKoro
3acoby. TepmiH BBEAEHHSA 3MiH NpOTSAroMm 6
MicsILiB Micnsi 3aTBepAKEHHS.

472.

DJIYHON®

Kancynu, no 150 mr
no 1 a6o 2 kancynm
y 6nicTepi; no 1
6nictepy y
KapTOHHI ynakosL,i

HOBEJ1 IJTAY
CAHAI BE
TIIXKAPET
ALl

TypeyyuH
a

HOBE/ IJ1AY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkilt hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
hapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
HoBwuii cepTudpikat Bif, HOBOro BUPOGHMKA
(3amiHa abo [OMNOBHEHHS)
HapaHHA cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Bif HOBOro
BMpo6HMKa AP| chnykoHasony Mylan
Laboratories Limited, India R1-CEP 2007-256-
Rev 04. 3miHa BHOCUTLCSA 3415
3a6e3neyeHHs1 6e3nepebiliHOro NocTayaHHs
Adl.

Ne 1 - 6e3
peuyenma;
Ne 2 - 3a
peyenmom

UA/3784/01/02

473.

DOPTE3A

NbOAAHUKM NO 3 Mr
3i CMakoM JIMMOHa;
no 12 nboAsHvKIB Y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

Jenbta
Megiken
[poMOyLLH3
Al

LLiBeiiuapi
a

BMPOBHULTBO,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: 103IC
SAPMALIEYTIKAN3
C.J1., IcnaHis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: IM'EP

Icnanis/
PpaHuis/
LLBeriuapis/

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkunii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/toUatoun AianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inblueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEPAKEHMM po3Mipom) 36inbLUEHHS
po3wmipy cepii fo 10 pasis NOpPiBHSAHO 3
no4YaTKOBO 3aTBEPAKEHUM PO3MiIPOM NapTii:
Big 1203 kr fo 1203 kr-5011 kr gns BUpO6HMKaA

[p. Mea. Aycdoaepmop Al

6e3
peuyenma

UA/19283/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
PABP 3arBeppkeHo The proposed batch size is
MEOVKAMEHT 1203 kg. 3anponoHoBaHo The proposed batch
MNPOAAKLLH, size is 1203-5011 kg
dpaHuis;
BMPOBHULTBO,
nepBuHHE Ta
BTOPVIHHE
nakysaHHs: JP.
MEZ. AYOJEPMOP
Al Lseiuapis;
KOHTPO/b AKOCTI,
BUMYCK Cepii:
IHPAPMAJE, C.11.,
IcnaHis; KoHTpob
AKOCTI:
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHist; KOHTPOsIb
akocTi: KIMOC, C.J1.,
Icnanis
474. | ®OPTE3A NbOAAHNKN NO 3 Mr [Jenbta Lsenuapi BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/19282/01/01
3i cMakom Megiken a nepBuHHe Ta dpaHuis/ 3MmiHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA peyenma
anesibcuHa Ta megy; MpomoyLLUH3 BTOPWHHE LLBeiuapis/ | nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
no 12 nbogsHuKiB y Al nakyBaHHS, BUMYCK po3mipy cepii (BknoUarouy gianasoH po3mipy
6nictepi; no 1 a6o 2 cepii: 103IC cepil) roToBOro Nikapcbkoro 3acoby
6nictepu B PAPMALIEYTIKANI (36inbLueHHs Ao 10 pasiB NopiBHAHO i3
KapTOHHI/ KopoobLi C.N1., IcnaHis; 3aTBEPKEHUM PO3MipoM) 36iNbLUEHHS
BMPOGHMLTBO, po3wmipy cepii fo 10 pasiB NopiBHSAHO 3
nepBuHHE Ta no4YaTKOBO 3aTBEPAXKEHUM PO3MipOM NaprTii:
BTOPWHHE Big 1203 kr go 1203 kr-5011 kr Ans BUpo6HMKa
nakysaHHs: IMN'eP Op. Mega. Aycdopepmop Al
DABP 3arBepmkeHo The proposed batch size is
MEOVKAMEHT 1203 kg. 3anponoHoBaHo The proposed batch
MPOOAKLLH, size is 1203-5011 kg
PpaHuis;
BMPOGHMLITBO,
nepBuHHEe Ta
BTOPVHHE

nakysaHHs: [P.
ME/Z. AYOJEPMOP
Ar, WBseiiuapis;
KOHTPO/Ib SIKOCTI,
BUWMYCK Cepii:
IHPAPMAJLE, C.1.,
IcnaHist; KOHTPOsIb
AKOCTI:
NABOPATOPIO
EYEBAPHE, C.A,,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Icnaris; KOHTPosb
akocti: KIMOC, C.J1.,
Icnanis
475. | PDOPTE3A NbOASHUKN 3i Lenbta LLiBefiuapi BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/19153/01/01
nao CMakoMm M'AaTu; no 12 Megiken a nepBuHHE Ta PpaHuis 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
NbOASHUKIB Y [MpomoyLH3 BTOPWHHE nikapcbknii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
6nictepi, no 1 a6o 2 Al nakyBaHHs, iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUMYCKY
6nictepu B KOHTPO/Ib SIKOCTI, cepii Ta KOHTPOIO SAKOCTi TOTOBOrO
KapTOHHI/ KopoobLi BUWMYCK Cepii: nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA
No3IC OiNbHULI, Ha SIKi 34iACHIOETbCSA
DPAPMALIEYTIKANI KOHTPONb/BUNPOGYBaHHSA cepil) BBeaeHHSA
C.J1., IcnaHis; OYHKLiT "KOHTPO/b AKOCTI" A0 BXE
BMPOGHMLTBO, 3aTBepxeHoro BupobHuka J1I03IC
nepBuHHe Ta PAPMALIEYTIKANS C.J1., IcnaHis
BTOPWHHE BiANOBI4a/IbHOrO 3a BUPOGHULTBO, NEPBUHHE
nakyBaHHs, Ta BTOPVHHE NakyBaHHS, BUMYCK cepii.
KOHTPO/Tb SKOCTI:
MEP ®ABP
MEOVNKAMEHT
NPOAAKLLUH,
dpaHuis;
KOHTPO/Tb AKOCTI:
IHPAPMAJLE, C.1.,
IcnaHis;
KOHTPO/Tb AKOCTI:
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis;
KOHTPO/Tb SKOCTI:
KIMOC, C.11,,
IcnaHis
476. | ®OPTE3A NbOASHUKN 3i Jenbta LLiBeiiuapi BMPOBHULTBO, Icnanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/19154/01/01
nao CMakoM aresibCuHa; Megiken A nepBuHHE Ta ®paHuisa 3MmiHu | TNy - 3MiHKW 3 AKocTi. FoToBUIA peyenma
no 12 nboAsHvKIB Y MpomoyLuH3 BTOPWHHE nikapcbkunii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
6nictepi, no 1 a6o 2 Al nakyBaHHs, iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNMYCKY
6nictepu B KOHTPO/Ib SIKOCTI, cepil Ta KOHTPO/H0 AKOCTi FOTOBOrO
KapTOHHIA Kopoo6Li BUNYCK cepil: nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA
nosic [iNbHULI, Ha 5K 3AiCHI0ETbCA
PAPMALIEYTIKANS KOHTpO/b/BMNpoGyBaHHA cepii) BeegeHHs
C.J1., IcnaHis; OYHKLT "KOHTPOSIb AKOCTI" 10 BXe
BMPOBHULTBO, 3aTBEpKeHOro BupobHvika JI03IC
nepBuHHe Ta ®APMALIEYTIKANS C.N., IcnaHis
BTOPVIHHE BifJNOBIfa/1bHOrO 3a BUPOBGHULITBO, NEPBUHHE
nakyBaHHs1, Ta BTOPVHHE NakyBaHHS, BUMYCK cepii.
KOHTPO/Ib SIKOCTI:
M'eP ®ABP
MEOVNKAMEHT

MPOJAAKLLH,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dpaHuis;
KOHTPO/Ib SIKOCTI:
IHOAPMALE, C.J1.,
Icnanis;
KOHTPO/Ib SIKOCTI:
NTABOPATOPIO
EUEBAPHE, C.A.,
IcnaHis;
KOHTPO/Ib SIKOCTI:
KIMOC, C.1.,
IcnaHis

4717.

®OPTE3A
ngo

NbOAAHNKN 3i
CMakom Mefy Ta
NMoHa; no 12
NbOASHUKIB Y
6nictepi, no 1 a6o 2
6nictepu B
KapTOHHI/ KopoobLi

JenbTa
Megiken
[poMOyLLH3
Al

Lsenuapi
a

BMPOGHMLITBO,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
noasic
SAPMALIEYTIKAN3
C.J1., IcnaHis;
BMPOGHMLTBO,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI:
N'epP ®ABEP
MEOVNKAMEHT
NPOAAKLLH,
PpaHuis;
KOHTPO/Ib SIKOCTI:
IHPAPMAJE, C.11.,
Icnamis;
KOHTPO/Ib SIKOCTI:
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHisi;
KOHTPO/Tb AKOCTI:
KIMOC, C./.,
Icnanis

Icnanis/
®paHuisa

BHECEHHS 3MiH [0 peecTpaviiHiX maTepianis:
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha KA 3AiACHI0ETLCA
KOHTpO/b/BMNpo6yBaHHSA cepii) BBegeHHs
OYHKLT "KOHTPO/b AKOCTI" 10 BXe
3aTBEPAKEHOro BUpo6HMKa JTO3IC
SAPMALIEYTIKAN3 C.J1., Icnanis
BiANOBIAA/ILHOIO 3a BUPOGHULTBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS, BUMYCK cepii.

6e3
peyenma

UA/19155/01/01

478.

DPENCI®

pO34UH ON1 iH ekt
2,5 mr/0,5 mn, no 0,5
My Wwnpuui; no 2
Lwnpuum B 6ictepi;
no 1 a6o 5 6nictepis
y nauui

AT "dapmak"

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36ibLIeHHs
TepMiHy NpUAATHOCTI FOTOBOrO JiKapCbKOro
3acoby) - s ToproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU PEasILHOTO Yacy)
Ha OCHOBI AOCNIAKEHHS CTabINbHOCTI,

3a
peyenmom

He
nionsieae

UA/17369/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3anpornoHOBaHO 36i/1bLUEHHS TEPMIHY
NPUAATHOCTI 3 2-X POKiB A0 3-X POKiB 3MiHU

BHECEHO B iHCTPYKLtO 4118 MEANYHOIO
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3gin

"TepmiH npugartHocTi". BBegeHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCA 3aTBEPKEHHS.

479.

®YLUC®

renb, 5mr/r; no 30 r
rento y Ty6i; no 1
Ty6i y KapTOHHIl
ynakoBLi

TOB
«NMEAPAPM
NTh»

YkpaiHa

KYCYM XENTXKEP
MBT NTA,

IHais

BHECEHHS 3MiH [0 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkoUaroun gianasoH po3mipy
cepii) roToBOro nikapcbKoro 3acoby
(36inbLueHHs o 10 pasiB NOPIBHAHO i3
3aTBEPKEHVIM PO3MIPOM) BBEAEHHS
nofaTtkoBoro po3mipy cepii 'N3: 1200 kr —
40000 ynakoBOK.
3aTBepkeHo:

150 kr — 5000 ynakoBOK,

300 kr — 10000 ynakoBoOK,

600 kr — 20000 ynakoBOK;
3anponoHoBaHo:

150 kr — 5000 ynakoBOK,

300 kr — 10000 ynakoBOK,

600 kr — 20000 ynakoBoOK;

1200 kr — 40000 ynakoBOK.

6e3
peuyenma

UA/7617/03/01

480.

XENMNEKC®
AHTUKONA

TabneTku: no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI navvj; no
4 TabneTkm y
6nictepi; no 1
6nictepy B
KapTOHHIA nayuj; no
10 navok y rpynosii
KapTOHHI ynakoBLi;
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIiA nayuj; no
20 nay4ok y rpynosivi
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA nayui; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayyj; no

Mosi Xenc
meX

LLiBeiuapi
A

CaBa Xenckea /T,
IHais; Megiton
dapmachbloTikan
n1a., YropwmHa

IHgjia/
YropLmHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW) - 3MiHX BHECEHO [0 IHCTPYKUIT
AN MeAMYHOro 3acToCyBaHHSA NMiKapCbKoro
3acoby [0 po3giny "MobiyHi peakuii” woao
3BiTyBaHHS Npo No6iyHi peakuii. BBegeHHs
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEPLKEHHS.

6e3
peyenma

niosnsicae

UA/9824/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
10 navokK y rpynosii
KapTOHHI ynakoBLi
481. | XENMMEKC® MOPOLLIOK AN1s TOB "Mosi YkpaiHa BMPOGHMLITBO 3a LLiBefiuapis/ | BHeCEHHSs 3MiH A0 peecTpauiiHnx matepianis: 6e3 UA/17806/01/01
AHTUKONA, OpaibHOro PO34UHY Xenc" NOBHUM LMK/IOM: ITanisa 3MiHu | TUNY - 3MiHK 3 aKkocTi. CepTudikaT peyenma
HEO Ans 3 MaJIHOBUM Annekc ®apma CA, BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
BITEN cMakoMm no 2,5r Llseiuapis; €sponevicbkin hapmakonei/moHorpadii.
MOPOLLKY B caLle; no nepBuHHEe Ta MogaHHA HOBOro abo OHOB/IEHOTO
6 calle y KapTOHHil BTOPWHHE cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
nauuj nakysaHHs: Slamn cepTtudikaTa BiANOBIAHOCTI EBPONECHKIi
CaH Mpocnepo thapmakonei: gns A®l; gna BuxigHoro
CMA, Itanis mMartepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUMKa - [MogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-020
- Rev 10 (3atBepmxeHo: R1-CEP 2002-020 -
Rev 09) ans A®l napaueTtamorny Bif Bxe
3aTBEPAKEHOr0 BUPOOHUKa Farmson
Pharmaceutical Gujarat Private Limited, India.
YTOYHEHO pefakLito 3a3Ha4YeHHs1 BUPOOHMKa
A®I y pozgini «Cknag» MKA N3
(3anponoHoBaHo: Farmson Pharmaceutical
Gujarat Private Limited, India (CEP holder)
482. | XENMEKC® MOPOLLIOK ANs TOB «MoBi YkpaiHa BMPOGHMLITBO 3a LLiBefuapis/ | BHeCEHHSs 3MiH A0 peecTpauiiHnx matepianis: 6e3 UA/17630/01/01
AHTUKONA, 0pPa/IbHOIO PO3UUNHY; Xenc» NOBHUM LK/IOM: ITanis 3MiHu | TUNYy - 3MiHKM 3 aKocTi. CepTudikaT peyenma
HEO IMBUP no 4 r NopoLLKy B Annekc ®apma CA, BignosiaHOCTI/IE-cepTuchikat BignosigHOCTI

cawle; no 10 cawe y
KapTOHHI navi

Llseiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Namn CaH
Mpocnepo CIA,
ITanisa

€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
0151 [OMOMDKHOT peqoBUHM (cepTudiikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHni cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - [MogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-020
- Rev 10 (3atBepmxeHo: R1-CEP 2002-020 -
Rev 09) ans A®l napaueTtamorny Bif Bxe
3aTBEPMAKEHOr0 BUPO6HUKa Farmson
Pharmaceutical Gujarat Private Limited, India.
YTOUYHEHO pefakLilo 3a3Ha4yeHHs BUPOBHYMKa
A®| y pozgini «Cknag» MKA 13
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(3anponoHoBaHo: Farmson Pharmaceutical
Gujarat Private Limited, India (CEP holder)

483.

XENMEKC®
AHTVKON,
HEO IMBUP
BE3 LYKPY

MOPOLLIOK AN1s
OpaU1bHOTO PO3HUHY
no 2,5 r nopoLuky B
calue, no 10 cawe y
KapTOHHI navi

TOB «MoBi
Xenc»

Ykpaina

Annekc ®apma CA

Llseiuapis

BHECEHHS 3MiH 40 peecTpavliinHmx maTepiasnis:
3MiHu | TUNY - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€sponevicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BiZNOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; gna BuxigHoro
mMartepiany/peareHTy/nPOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JONOMDKHOI peyoBMHY (cepTuddikat
BiANoBigHOCTI EBponeiickkili hapmakonei) -
OHoBeHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUMKa - [MogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponelicbkin hapmakonei Ne CEP 2002-020
- Rev 10 (3atBepmxeHo: R1-CEP 2002-020 -
Rev 09) ans A®l napaueTtamorny Bif Bxe
3aTBEPAKEHOr0 BUPOOHUKa Farmson
Pharmaceutical Gujarat Private Limited, India.
YTOYHEHO pefakLito 3a3Ha4YeHHs1 BUPOOHMKa
A®I y pozgini «Cknag» MKA N3
(3anponoHoBaHo: Farmson Pharmaceutical
Gujarat Private Limited, India (CEP holder)

6e3
peyenma

UA/17631/01/01

484.

XENIAEPM
DOPTE
AEPO30/1b

niHa HawkipHa, no
58,5 r abo no

117,0 r y 6anoHi; no
1 6asioHy B
KapTOHHIA Kopoo6Li

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPIOPALLI
A
«300POB’A»

Ykpaina

ToBapucTso 3
06MeXeHoH0
BiANoBifa/IbHICTIO
"®apmaueBTnyHa
KoMnaHis "3g0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHa 3asBHVKa J13 (MIBIM) (BnacHuKa
peecTpavuiiiHoro nocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiC/1A 3aTBEPIXKEHHS;
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarniagy, 3miHa yrnosHoBaXeHoT
0oco6u, BiANOBIAa/IbHOI 3a 3A4iICHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa BiJ, yNOBHOBa)KEHOI 0co6WY,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (BKIYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-thaiina
cucTemu chapmMakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiAnoBiganbHOI 3a thapmakoHarnsag fliroya

6e3
peyenma

UA/11691/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pepakuis: LeBueHko OneHa IropisHa
MponoHoBaHa pepakuis: MNaHosa OnexHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmakoHarnsag 3miHa
HomMepa macTep-cthaiina cuctemu
thapmakoHarnsgy

485.

XNOPFEKCU
JVH-
®APMEKC

necapii no 16 mr no
5 necapiis y cTpuni;
no 2 CTpUnu B nNaui
3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTMOPALII
A
«3[00POB’'A»

YKpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHuKa J13 (MIBM) (BnacHuka
peecTpavuiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS;
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXEHOT
oco6w, BignoBigabHOI 3a 34iCHEHHSI
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
hapMakoHarniagy 3asaBHUKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YyNOBHOBaXeHOI 0cobu,
BiANOBIAAUIbHOI 3a 34iICHEHHS
chapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cmuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BiANoBiAasIbHOT 3a hapmakoHarnsag fAivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX

YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnifg 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy

6e3
peuyenma

UA/17610/01/01

486.

XOHAPOCAT

PO34UH A1 iH'EKLLNA,
100 mr/mn; no 2 mn
B amnyni; no 5
amnyn y 6nictepi; no
2 6nicTepu B nayui 3
KapToHy

TOB "®3
"BIO®APMA"

YKpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikaii Ta/abo fgonycTuMmx
MeX NepBUHHOI YNakKoBKW1 roTOBOro
nikapcbKoro 3acoby (iHwi 3miHu) - 3MiHa
ponyctummx mex o6’emy 0,01M po3unHy
KMCNOTWN XNOPUCTOBOLHEBOT P An1a
BU3HAYEHHSI NOBEPXHEBOT rAPONITUYHOT
CTIKOCTi BHYTPILLUHbOI NOBEPXHi Y
cneumdikaLii BXigHOTO KOHTPOO Ha amnynu

3a
peyenmom

UA/14288/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CK/ISIHI 06’'eMOM 2 M1, BigMnoBigHO 40
JonosHeHHA Ne6 [iPY. 3aTBepaKeHo:
MoBepxHeBa rigponiTuYHa CTilikicTb
BHYTPILUHbOI NOBEpXHi - He 6inbwe 1,3 mn
0,01 M po34urHy KUCMOTN XNTIOPUCTOBOAHEBOT P

3anponoHosaHo: [NoBepxHeBa rigponiTnyHa
CTilKiCTb BHYTPILLHLOI NOBEpXHi - He 6inblue
1,6 mn 0,01 M po34YunHy KMCNOTH
X/10pucToBOAHEBOI P

487.

LENICTA®
N}

Tabnetkn ans
PO3CMOKTYBaHHS, N0
10 TabneTok y
6nictepi; no 1 a6o
no 4 6nictepu B
naui

MpAT
"PapmaueBTn
yHa chipma
"fNapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. CTabinbHiCTb. 3MmiHa Yy
TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36iNbLUeHHs
TepMiHy NMpUAATHOCTI FOTOBOrO JliKapCbKOro
3acoby) - 1519 Toprosoi ynakoBku
(nigTBEPAXKYETLCA AaHUMK peasibHOro vacy)
36iNbLUEHHS TEPMiHY NpUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby (3aTBepXeHo: TepMiH
npuaaTHOCTI 2 POKK; 3anpONOHOBAHO: TEPMIH
npugaTHocTi 3 poku). 3MiHU BHECEHO B
IHCTPYKLit0 AN51 MeANYHOT0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBegeHHs 3MiH MpoTsarom 6-tu
MiCALIB Nicnsa 3aTBepAKeHHs

6e3
peuyenma

nionsiea
€

UA/19330/01/01

488.

LLE®OMNEPA3
OH

NOPOLLIOK 4715
PO34nHy Ans

iH ekuili no 1000 wr;
no 1 a6o 10
dhnakoHiB y
KapTOHHIA KOopooLi

IDKEHOOAP
M NTA,

Benvka
BpuTaHis

HCIMC Xeb6eli
XyamiH
dapmacboTikan
KomnaHi flimiteq

Kutai

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHu Il TUny - 3MiHn 3 AkocTi. API.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BVXifHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPVICTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOSIO
AKOCTi) AP (3a BiACYTHOCTI cepTudikarta
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) gofaBaHHs BUPOGHUKa Yxyxalt
tOHaiTeq NabopaTtopic Ko., NITa., Kutai,
odpiyjiiHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
lN'yaHayH-519040, Kutaii — K aflbTepHaTUBHY
AiNbHWLO, BigNoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/Ib AKOCTI Ta BUMYCK cepii
LledponepasoHy HaTpito (3aTBEPAKEHWI
BMPOGHMK: Cyuxoy [layHpei3 dapmacbioTikan
Ko. itg., Kutaid)

3a
peyerimom

UA/17754/01/01

489.

LE®ONEPA3

NOPOLUOK 47151

IDKEHO®AP

Benvka

HCNC Xeb6eit

Kutait

BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis:

UA/17755/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OH

pO34nHy Ans

iH exuili no 1000 wr;
in bulk: no 10
h/1aKkoHiIB 3
NOPOLLKOM B
KapTOHHilA KOpo6Li

M NTA,

BputaHis

XyamiH
dapmacboTikan
KomnaHi fimiteq

3miHu Il TMny - 3miHn 3 axkocTi. AL,
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BVXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
BUKOPVICTOBYIOTCS Y BUPOOHNYOMY NPOLLECI
A®l, abo 3miHa BUpoGHUMKa (BKKOYatoum, ae
HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIO
akocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) fopaBaHHS BUPO6HUKa Yxyxali
HOHaliTeg Nabopatopic Ko., /114, Kntaid,
odpiyiniHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
lyaHayH-519040, Kutaii — Ak anbTepHaTuBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNYyCK cepil
LlechonepasoHy HaTpito (3aTBEpKEHUI
BMPOGHUMK: Cywxoy [layHpeii3 dapmacbioTikan
Ko. iIta., Kutaid)

490.

LLE®OINEPA3
OH KOMBI

NOPOLLIOK 4715
PO34UHYy A5 iH'EKL
no 1000 mr/1000 wmr,
no 1 a6o no 10
h1akoHiB y
KapTOHHIA KOpooLi

TOB
"ACTPA®APM

Ykpaina

TOB
"ACTPA®APM"
(nakyBaHHS i3
dhopmu in bulk
HCIC Xebei
XyamiH
dapmacboTikan
KomnaHi MlimiTea,
Kutaid)

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3miHu Il TMny - 3miHn 3 axkocTi. ADI.
Bupo6bHMLTBO. 3MiHA BUPOGHMKa
BVXifHOro/MpoOMKHOro NpoAyKTy/pearenTy, Lo
BUKOPVICTOBYIOTbCS Y BUPOOHNYOMY NPOLLECi
A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxigHO, MiCLe NPOBEAEHHS KOHTPO/IHO
akocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) - nofaBaHHs BUPOGHMKa Yxyxai
tOHaiTeq NabopaTtopic Ko., ITa., Kutai,
odpiyiiHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
l'yaHayH-519040, Kutaii — K anbTepHaTUBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNycK cepil
LledponepasoHy HaTpito (3aTBEPAKEHWI
BMPOGHUK: Cyuxoy [layHpeii3 PapmacbioTikan
Ko. ita., Kutaid)

3a
peyernmom

UA/18511/01/01

491.

LLEE®OMNEPA3
OH/
CYNbBAKTA
M

MOPOLLIOK A5t
NPUroTyBaHHs
pO34uHy ansi

iH ekuili, 1000
Mr/1000 mr no 1 a6bo
no 5, abo no 10
doNakoHiB 3

[xeHochapm
nTg,

Benvka
BpuTaHis

HCINC Xeb6eli
XyamiH
dapmacboTikan
KomnaHi flimiteq

Kutai

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu Il TUnNy - 3MiHn 3 AkocTi. API.
Bupo6bHMLTBO. 3MiHa BUPOGHMKa
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A®l, abo 3miHa BUpo6HMKa (BKOYatoum, ae
HeobxiAHO, MicLe NPOBeAEHHS KOHTPO/IHO

3a
peyerimom

UA/8973/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MOPOLLKOM Yy navui 3 akocTi) A®I (3a BigcyTHOCTI cepTuddikata
KapToHy BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) fofaBaHHS BUPO6HUKa Yxyxalt
HOHaliTeq Nabopatopic Ko., /174, Kntaid,
odpiyinHa agpeca: Ne 2428 AHbLg3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
l'yaHayH-519040, Kutaii — Ak anbTepHaTuBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNYyCK cepil
LlechonepasoHy HaTpito (3aTBEpKEHUI
BMPOGHMK: Cywxoy [ayHpeii3 dapmacbioTikan
Ko. ita., Kutaid)
492, | LE®OMEPA3 | nopoLlok Ans [xeHochapm Benuka HCIC Xeb6en Kutaii BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: - UA/8972/01/01
OH/ NPUroTyBaHHs nTp, BputaHis XyamiH 3miHu Il TMny - 3miHn 3 axkocTi. AdDI.
CYNbBAKTA pO34MHy AN dapmacbloTikan Bupo6bHMLTBO. 3MiHA BUPOGHMKa
M iH ek, 500 mr/500 Komnani Mimiteq BWXiAHOro/NPOMiXXHOTO NPOAYKTY/peareHTy, Lo
mr in bulk: no 10 BMKOPWCTOBYIOTHLCS Y BUPOOHUYOMY NpoLECi
donakoHiB 3 A®l, ab0o 3miHa BUpoGHMKa (BKKOYatoum, ae
NOPOLUKOM Y Heob6XiAHO, MicLe NPOBEAEHHSI KOHTPOSIIO
rpyno.iii Tapi 3 akocTi) A®I (3a BigcyTHOCTI cepTudpikata
KapToHy BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) fofaBaHHs BUPOGHUKa Yxyxalt
tOHaiteq NabopaTtopic Ko., ITa., Kutai,
odpiyjiHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
lN'yaHayH-519040, Kutaii — K anlbTepHaTUBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNycK cepil
LledponepasoHy HaTpito (3aTBEPAKEHWI
BMPOGHUK: Cyuxoy [layHpeii3 @apmacbioTikan
Ko. ita., Kutaid)
493. | LE®OMNEPA3 | nopoLok anasa [hxeHodhapm Benuka HCMNC Xeb6eit Kutaii BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: - UA/8972/01/02
OH/ NPUroTyBaHHSA nrtp BpuTaHis XyamiH 3MiHu Il TUny - 3MiHn 3 AkocTi. API.
CYNbBAKTA pO34nHy AN dapmacboTikan Bupo6bHMLTBO. 3MiHa BUPOGHMKA
M iH ekuii, 1000 Komnani Mlimiteq BWXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo

Mr/1000 mr in bulk:
no 10 donakoHiB 3
MOPOLLKOM Yy
rpynoBiii Tapi 3
KapToHy

BUKOPVICTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A®l, abo 3miHa BUpo6HMKa (BKOYatoum, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOSIO
AKOCTi) AP (3a BiACYTHOCTI cepTudikarta
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAKEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) gofaBaHHs BUPOGHUKa Yxyxalt
tOHaiiTeq NlabopaTtopic Ko., /ITa., Kutai,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
odpiyinHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
l'yaHayH-519040, Kutaii — Ak anbTepHaTuBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNYyCK cepil
LlechonepasoHy HaTpito (3aTBEpKEHUI
BMPOGHUWK: Cywxoy [ayHpeii3 dapmacbioTikan
Ko. ita., Kutaid)
494. | LUE®OMEPA3 | nopowok gns xeHodhapm Benvka HCMNC Xeb6eit Kutaii BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/8973/01/01
OH/ NPUroTyBaHHs nTp, BputaHis XyamiH 3miHu Il TMny - 3miHn 3 axkocTi. AdDI. peyenmom
CYNbBAKTA pO34MHy AN dapmacbloTikan Bupo6bHMLTBO. 3MiHA BUPOGHMKa
M iH ek, 500 mr/500 Komnani Mimiteq BWXiAHOro/NPOMiXXHOTO NPOAYKTY/peareHTy, Lo
mr no 1 a6o no 5, BUKOPVICTOBYIOTbCS y BUPOOHNYOMY NPOLLECI
a60 no 10 pnakoHis A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
3 MOPOLUKOM Y navi HeoO6XiAHO, MicLe NPOBEAEHHSI KOHTPOIO
3 KapTOHY akocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHS HOBOrO
BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
Ha A®l) fofaBaHHs BUPO6HUKa Yxyxalt
tOHaiTteq NabopaTtopic Ko., ITa., Kutai,
odpiyiiHa agpeca: Ne 2428 AHbL3i Poag, micTo
CaHbL3a0, paiioH Li3iHbBaH, Yxyxaii,
lN'yaHayH-519040, Kutaii — K anlbTepHaTUBHY
AiNbHWLO, BignoBiganbHy 3a BUPOGHMLTBO,
KOHTPO/b SIKOCTI Ta BUNycK cepil
LledponepasoHy HaTpito (3aTBEPAKEHWI
BMPOGHUK: Cyuxoy [layHpeii3 dapmacbioTikan
Ko. ita., Kutaid)
495. | UWMKNOAUNHO | Tabnetku, BKpUTI BioHopuka CE HimeuunH nepBuHHE Ta HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/0267/02/01
H® o60noHkoto no 15 a BTOPWHHE 3MiHn | TURYy - 3MiHK 3 sKocTi. FoToBMIA peyenma
Tabnetok y 6nictepi; nakyBaHHs, nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
no 2 abo no 4 KOHTPO/b Ta BUMYCK 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL
6nictepu B cepii: BMPOGHMLITBA A1 YaCTWHN ab0 BCbOro
KapTOHHIA KOopooLi BioHopuka CE, BMPOBHMYOro NpoLecy roToBOrO JiKapCbKOro
HimeuumnHa; 3ac006y (iHLi 3MiHK)
Bnpo6HWLUTBO in- BWHECEHHA Ha3B Ta aApec NMPOMDKHUX
bulk: BUPOGHMKIB, AKi paHiwe 6y/n 3a3HayeHi Tinbku

PotTeHgopg ®apma
M6X, HimeuunHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
PotteHgopd ®apma
'm6X, HimeyunHa

B Mogayni 3 peecTpauiiiHoro gocbe (3.2.P.3.1.),
3 YTOUHEHHSAM X pyHKL,iiA. Po3nucaHo doyHKL,i
3aTBepAKeHoro Bupo6Hvka N3 BioHopuka
CE. 3miHu | Tuny - AgMiHiCTpaTuBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHUL (BKIHOYAK0UM
LinbHuui ansa A®l, npomixxHOro NnpoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHULi 415
npoBefAeHHs NakyBaHHs, BUPOOHYMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEHHS KOHTPO/ cepii) abo
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayYeHo y A0CbE) BUJANIEHHS NPOMKHOMO
BMpo6Huka Temmler Pharma GmbH & Co.
KG, Germany (Bupo6HuuTBO in bulk) (Mogynb
3, peecTpauiittoro gocbe 3.2.P.3.1.). 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AiNbHUL (BK/THOYAKUMN AiNbHULL
ana A®l, npomikHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBeAeHHs NakyBaHHs, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiid, MicLe
NpoBeLeHHSI KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXifHOro Matepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3Ha4eHo y J0CbE) BUAAsIEHHS i3 MaTepianis
peecTpauiiHoro AOCbE NPOMIXXHOIO BUPOBHYMKa
Wiewelhove GmbH, Germany (BMPO6GHULTBO
in bulk) (Mogynb 3, peecTpauiiiHoro gocbe

496.

LUCNNATVH
A AKKOP/,

KOHL,eHTparT ans
pO34nHy Ans
iHcpysiiA, 1 mr/mn, no
10 mn, no 25 mn, no
50 mn, no 100 mny
donakoHi; no 1
donakoHy y
KapTOHHIA Kopoo6Li

Akkopa
Xenckea
Moncka Cn.
3.0.0.

Monbwa

KOHTPO/Ib SKOCTI
cepiii:
dapmagokc
Xenckea N114,,
ManbTa
KOHTPO/1b AKOCTI
cepiit:
dapmasanig /174,
Mikpo6ionoriyHa
na6oparopis,
YropuwmHa
BignoBifansHuii 3a
BUWMYCK Cepii:
Akkopf Xesnckea
Nimiten, Benvka
BpuTanis
BiANOBiAa/IbHMI 32
BUNYCK cepil:
AKKopA, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbwa
Bupo6HuuTBO M3,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI
cepii:

ManbTa/
YropwwmHa/
Benuka
BpuTanis/
Monba/
IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) OHOBMIEHHS TEKCTY MapKyBaHHS
nepBuHHOI (N.6) Ta BTOpUHHOI (M. 2, 4, 5, 17)
ynakoBKM NiKapcbKoro 3acoby. BeeAeHHs 3MiH
MPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPLKEHHS

3a
peyernmom

He
nionsieae

UA/15240/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
IHTac
dapmacbioTikans
Nimitea, IHais
(anbTepHaTuBHWIA
BMPOGHUK):
IHTac
dapmacbloTikans
Nimiten, IHAiA
BTopuHHe
nakyBaHHS:
AKKopf Xernckea
Nimiten, Benvka
BpuTaHis
497. | UNTUKONIH- PO34MH OpasbHUIA, TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16711/02/01
340POB'A 100 mr/mn, no 30 03 06MEXEHO0 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
mn, no 50 mn abo no | OBMEXXEHO BiAMOBIAA/TbHICTIO peecTpavuiiHoro nocBig4eHHs) (3rigHo Hakasy
100 mn y dpnakoHi 3i 10) "®apmMaueBTUYHa MO3 Big 23.07.2015 Ne 460) BBefeHHA 3MiH
ckna; no 1 chnakoHy BIANOBIAAN KomnaHis "3g0pos'a” NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS;
3i cTakaHOM MipHUM bHICTIO 3MmiHu | TURYy - 3MiHK WoAao
y KOpo6U;j 3 kapToHy; | «KOPTMOPALII 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsagy.
no 50 mn a6o no A BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX
100 mn y chnakoHi «30POB’A» npo cuctemy chapmakoHarnsgy (BBefeHHS
nonimepHomy; no 1 y3arabHeHUX JaHnX npo cucTemy
hnakoHy 3i Wwnpuuy- hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
niNneTKow [03Yy40ot0 oco6w, BignoBigabHOI 3a 34iCHEHHS]
Y KOPOO6Li 3 KAPTOHY; thapmakoHarnagy; KOHTakTHoi ocobu 3
no 10 mn y cawe; no hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHSN
20 cawe y kopobui 3 hapmakoHarnsgy B YkpaiHi, Ko BoHa
KapToHy BiAMiHHA Bif YNOBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAasIbHOT 3a hapmakoHarnsag Aivoya
pegakuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag 3MiHa
Homepa macTep-ghaiina cuctemm
hapmakoHarnsgy
498. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBeiuapi MepBuHHA Ta HinepnaHgy | BHeCEHHS 3MiH 40 peecTpauiiHnx MaTepianis: 3a He UA/11003/01/01
NNiBKOBOO [Joywm IAEA a BTOPVHHA ynakoBka, / 3MiHu | TMNYy - 3MiHK Woao peuyenmom | nidssieae
o060/10HKot0, Mo 50 6X aHaniTuyHe Benuka 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr/500 wr; no 14 TecTyBaHHSA npu BputaHis/ (iHWi 3MiHW) - 3aTBEpPXEHHSA KOPOTKOT
Tabnetok y 6nictepi; BMNYCKY, [03BiN Ha Cinranyp/ XapaKTepuUCTUKM NiKapcbKoro 3acoby. - TepmiH
no 4 6nictepu B BWMYCK Cepii: ITanis/ BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicnas
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI/ Kopoo6Li Mepk Wapn i Joym CLUA 3aTBEPMKEHHS.- 3MiHM | TUMy - 3MiHK LWoA0
B.B., HigepnaHaw; 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
Brpo6HMLTBO (iHLWi 3MiHW) - 3MiHM BHECEHO [0 IHCTPYKLi 414
Hepo3dacosaHoi MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby
npoayKuir, [0 po3giniB "®apmakooriyHi BacTusocTi”,
aHaniTn4He "B3aemogis 3 iHWMKU NikapcbkuMmn 3acobamm
TecTyBaHHs npu Ta iHWi B B3aemogiii" (6e3 3MiHu cyTi
BUNYCKY: [aHux po3ainis, y 3B' A3Ky 3 06MEXEHHAM
Ecika KsiH60po po3Mipy npodaiiny iHCTPYKLiT 415 MeANYHOro
Nimiten, Benuka 3aCTOCyBaHHS NiKapcbKoro 3acoby),
BpuTaHis; "YnakoBka" (40LAETbCA YTOYHEHHS TOTO, LWO Y
MateoH MNyepTto KapTOHHY KOpOo6Ky ByAe BKNafeHo iHCTPYKLio
Piko, IHk., MyepTo AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
Piko, CLUA; 3acoby). - TepmiH BBeZleHHS 3MiH NPOTArom 6
MCJ, IHTepHeLHn MiICALIB MiCNA 3aTBEPLYKEHHS.
Mv6X (chinis
Cinranyp), CiHranyp;
AHanitnyHe
TeCTyBaHHs npu
BUMYCKY:
EypochiHc Bionab
CPN, ITanis;
TecTyBaHHA
CTabifIbHOCTI:
Mepk Wapn i Joym
JINC, CWA
499. | AHYMET TabneTkn, BKpUTI Mepk Wapn i Lsenuapi MepBuHHA Ta Higepnangn | BHeCEHHS 3MiH A0 peecTpauiiHnx martepianis: 3a He UA/11003/01/02
N1iBKOBOIO Joywm ILEA a BTOpPWMHHA YNaKoBKa, / 3MmiHu | TURYy - 3MiHK WoAao peyenmom | nionsizae
060/10HKO10, M0 50 6X aHaniTyHe Benvka 6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
mr/850 wmr; no 14 TeCcTyBaHHA npu BpuTtanis/ (iHWi 3MmiHW) - 3aTBEPAKEHHSA KOPOTKOT
Tabnetok y 6nictepi; BWMYCKY, A,03BiN HA Cinranyp/ XapaKTepuCTMKM NiKapcbKoro 3acoby. - TepMmiH
no 4 6nictepu B BUNYCK cepil: ITania/ BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
Mepk Wapn i Joym CWA 3aTBEPMKEHHS.- 3MiHM | TURY - 3MiHK LWoA0

KapTOHHI/ KopoobLi

B.B., Higepnanay;
Bupo6HULTBO
Hepo3ghacoBaHol
NpPOAYKLUii,
aHaniTyHe
TecTyBaHHs npu
BUMYCKY:
Ecika KBiH60pO
Nimiten, Benvka
BputaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC/ IHTepHeLwHN
v6X (chinis

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO [0 IHCTPYKUIT AN
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
[0 po3gainis "®apmakonoriyHi BnactmeocTi”,
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi By B3aemogiii" (6e3 3MiHu cyTi
[aHVX po3ainis, y 38' A3Ky 3 06MeXEHHAM
po3mipy npodpaiiny iHCTPYKLiT 418 MeAnYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby),
"YnakoBKa" (4OAa€ETbCSA YTOUHEHHS TOrO, WO Y
KapTOHHY KOPO6Ky 6yfie BKnafeHo iHCTPYKLto
ONs MeNYHOro 3acToCcyBaHHS NikapCbKoro
3aco06y). - TepMiH BBeAEHHS 3MiH NpoTArom 6
MiCAILiB Micnsa 3aTBepKEHHS.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Cinranyp), CiHranyp;
AHnaniTuuHe
TECTYBaHHS npn
BUMYCKY:
EypodhiHc Bionab

CPA, Itanis;

TecTyBaHHA

CTabifIbHOCTI:

Mepk Wapn i Joym
JIIC, CLWA
500. | AHYMET TabneTku, BKPUTI Mepk Wapn i LLiBeiiuapi MepBuHHA Ta HinepnaHgy | BHECEHHS 3MiH 40 peecTpauiiHnx MaTepianis: 3a He UA/11003/01/03

NNiBKOBOIO Joywm IAEA A BTOPVHHA ynakoBskKa, / 3Minu | TURY - 3MiHn Woao peyenmom | nionsi2ae
o6onoHkoto, no 50 6X aHaniTn4He Benuka 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Mr/1000 mr no 14 TecTyBaHHSs npu BpuTaHia/ (iHWi 3MiHW) - 3aTBEpPKEHHS KOPOTKOT
Tabnetok y 6nictepi; BUMYCKY, A,03Bi/1 HA Cinranyp/ XapakTepucTMKM NikapCbKoro 3acoby. - TepmiH
no 4 6nictepu B BUWMYCK Cepii: ITanis/ BBE/EHHS 3MiH MPOTAroM 6 MicauiB nicns
KapTOHHIA KOpooLi Mepk Wapn i Joym CWA 3aTBEPMAKEHHSA.- 3MiHK | TUNY - 3MiHK WoA0

B.B., Higepnanau;
Bupo6HMLTBO
Hepo3dacoBaHOl
npoAyKuji,
aHaniTnyHe
TeCTyBaHHs npn
BUMYCKY:
Ecika KBiH60pO
Nimiten, Benvika
BpuTaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA,;
MCJ, IHTepHeLwHn
MvM6X (inis
Cinranyp), CiHranyp;
AHaniTuyHe
TeCTyBaHHs npn
BUMYCKY:
EypodpiHc Bionab
CP/, ITanis;
TecTyBaHHA
CTabiNbHOCTI:
Mepk Wapn i Joym
NINC, CWA

6e3nekn/edeKkTBHOCTI Ta hapMakoHarisgy
(iHLWi 3MiHW) - 3MiHN BHECEHO [0 HCTPYKLIi AN
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
00 po3giniB "®apmakonoriyHi BlacTuBocTi”,
"B3aemogis 3 iHWK1MKU NikapcbkMu 3acobamm
Ta iHWi BUAKY B3aemogiii" (6e3 3MiHu cyTi
[aHnX po3ginis, y 3B' A3Ky 3 0OMEXEHHSIM
po3mipy npodpaiiny iHCTPYKLiT 4718 Meau4HOro
3acToCcyBaHHSA NikapcbKoro 3acoby),
"YnakoBka" (04a€ETbCA YTOUHEHHS TOrO, WO Y
KapTOHHY KOpO6Ky Byae BK1afeHOo iHCTPYKLi0
AN MeAMYHOro 3acToCyBaHHA NMiKapCbKoro
3aco6y). - TepMiH BBEAEHHS 3MiH NpOTArom 6
MiCALIB MiCNSA 3aTBEPKEHHS.

*y pa3i BHeCeHHs1 3MiH 00 iHCMpYKYii npo medu4yHe 3aCmocyBaHHs




403

HauvanbHuk
dapManeBTUYHOT0 yIIPaB/IiHHA Tapac JISCKOBCBKUN
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IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3p0poB’a YkpaiHn «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux

MaTepianie»
Big 07 TpaBHa 2024 poky Ne 794

Hassa

dapmalneBTUYHOI0 yNpaB/IiHHSA

Popma 3asasHUK Kpaina Bupo6Huk Kpaina lliocmasa lpoyedypa

n/n JliKapcbKo20 BUMYCKY

3acoby

1. AAMNOPUH Tabnetku, TOB YkpaiHa YOPNA TypeuunHa 3acigaHHs BigmMoOBUTM Yy 3aTBEepPMKEHHi - 3MiHW | Tuny - 3MiHM Wwono 6e3neku/edekTVBHOCTI Ta
BKPUTI "YOPNA MEANLN HTP Ne 15 hapmakoHarnagy. BHeceHHAa abo 3miHa(M) [0 3060B'A3aHb  Ta  YMOB  Bugadi
NAiBKOBOO MEAMUNH" H I1AY Bif peecTpauiiHoro nocBig4eHHsl, BkAuatun lMnaH ynpaeAiHHA pu3nkaMun (3aCTOCYBaHHS
060/10HKOI0, NO CAH. BE 25.04.2024 TEKCTY, SKWA MOro[KeHW 3 KOMNeTeHTHUM opraHom) (B.l.11. (a) IAHM), y 3B'A3Ky i3
30 mr a6o no 60 TIOXK. HEBIANOBIAHICTIO 3asBMeHOro Tuny 3MiH BuMoram [lopsiaky MPOBEAEHHS eKcnepTusn
Mr, no 3 A.LL peecTpauifnHMX MaTtepiasliB Ha nikapcbki 3acobu, Lo NOA4ATLCA Ha AepXKaBHY peecTpaLiio
Tabnetkn y (nepepeecTpalito), a TakoX ekcnepTv3n MaTepiasiiB NMpo BHECEHHS 3MiH [0 peecTpauiiHnX
6nictepi, 1 abo marepianis NPoOTAroM Aii peectpayiliHoro nocBif4eHHs1, 3aTBEpAXeHOro Hakazom MO3 Bif
2 6nictepu B 26.08.2005 Ne 426 (3i 3miHamu)
Kopoo6Li

2. KAHAIA-B6 Tabnetku neHmapk IHAaia neHmapk IHAjiA 3acigaHHs . . . . ) .
BariHasbHi no dapmacbio dapmach HTP Ne 39 BiamoButn y 3aTBEP/KEHHI - 3MiHN | TMNYy - 3MiHK 3 AKocTi. A®I. KoHTposib ACI_DI. 3_M|Ha y
100 Mr, Mo 6 TvKans 11T IOTUKAN3 Big napameTpax CI'!ELI,VIE*)IK&U,IV! Ta/§60 JOMyCTUMUX MEX, BU3HAYeHuX Yy creumdikauisx Ha
TaBneTok y nTa 15.12.2022 A®l, abo BUXiAHWA/NPOMiIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y MpoLieci
cTpuni; no 1 Bl/lp06H|_/|L|,TBa A®| (3BYXKEHHSA AONYCTUMNX MEX, BUSHAYEHNX Y cneumdikauii) (b.1.6.1. (6)
CTpUNy pasom 3 IA), OCKifIbKv KOPEKTHO 3asiBneHa 3miHa b.1.6.1. (€),Ib.
annikatopom y
KapTOHHIA
ynakoBLi

HauvanbHuK

Tapac JISICKOBCHKUN
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