MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
31.10.2018 Ne 1979
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. KOHTpOJIb 3a BUKOHAHHAM LIbOI'0 HaKa3y ITOK/IaCTU Ha 3acTyIHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIO/IOINYHUX NPEMNAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Jopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

31.10.2018 Ne 1979

Ne Hassa dopma sUMyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n NliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BiOnycKy BaHHS peecmpayjiliHo2
3acoby ynakoska) 0 MOCBIOYEHHs
1. ABIPATEPOHY KpucTanivyHmii NopoLIoK TOB "tOpis- Ykpaina CTtepniHr Kemikan Manbta/ peecTpauia Ha 5 pokiB - He UA/17012/01/01
ALETAT (cybeTaHuis) y dapm” ManbTa ith., ManbTa; ITanisa nionsizae
noaBiiHNX Ctepninr C.MN.A., Itanisa
nonieTNeHoBnx
naketax gns
dhapmaLeBTU4YHOTo
3aCTOCYyBaHHSA
2. | ASENAIHOBA nopoLuLok (cybcTaHuis) y NAT Ykpaina TYWE IHAACTPIEC IHAjisA peecTpadis Ha 5 pokis - He UA/17000/01/01
KUCNOTA naketax noABinHMX "KviiBmeanp NIMITEL nionsieae
nonieTuneHoBux A enapar”
thapmavueBTUYHOro
3aCTOCYyBaHHSA
3. | AJIEKEH3A® Kancynu Teepgi no 150 ®.XotbcpmaH | Lseiiuapis BUNYCK cepil: Leiiuapis/ peecTpauia Ha 5 pokiB 3a He UA/16997/01/01
Mr; No 8 Kancysn TBepamx H-/13 Poww ®. XodhdmaHH-/1a Poww ITania/ MepiognyHICTb NOA4AHHS PErYNsPHO peyenmom | nionsizae
y 6nictepi, no 7 nth Ntp, Weeiiuapis; HimeuunHa OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO

6nicTepiB y KAPTOHHIl
naui, no 4 nauku y
KapTOHHI Kopo6Lyi

36epiraHHs:
®.XothdpmaHH-/15 PoLu
Ntp, Weeiiuapis;
BMNPO6YBaHHA
cTabiNbHOCTI, NepBUHHE

Ta BTOPUHHE NaKyBaHHA:

Jenbthapm MinaHo,
C.P.N., Itanis;
BMNPOGYBaHHSA

KOHTPO/O AKOCTI
(mikpobionoriyuHa
yncroTa):
Nab6op N+C AT,
HimeuuunHa;
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(etunxnopug)):
EBOHiK TEeKHOIO4Xi eHf,
IHbpacTpykType MM6X,
HimeuumHa,;

[0 Mopagky 3aiicHeHH:
thapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
BMPOGHMLTBO
Hepo3dacoBaHOl
npoaykuii,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI:
Ekcenna M'm6X eHg, Ko.
KI, HimeyunHa
4, FACTPA/b CyCrneH3sis opasibHa no ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa peecTpaList Ha 5 pokis 6e3 nionsieae | UA/17032/01/01
M ATHA 90 mn a6o no 180 mn 3 06MEXEHOI0 peyenma
CYCNEH3IA npenapary y ¢/1akoHi 3i 0bMexeHoto BiANOBIAA/LHICTIO MepioanyHiCTb NOAAHHA PErynsipHo
cKna, 3aKpuTomy Bignosiganb "papmaueBTNYHA OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
KpULLKOIO; MO 1 chnakoHy HICTIO KoMnaHis "3gopos'a” o Mopsaky 34jiicHeHHs
y Kopobuj "dapmavesT chapmakoHarnsgy, 3aTBepmkeHoro
nyHa Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
KOMnNaHis Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
"3popos'a” 3apeecTpoBaHuii B MiHicTepCTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB’ YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
5. | AENY/NIOKCA Kancynm leTepo IHAaia leTepo /1a63 NimiTeq, IHAjsa peecTpauis Ha 5 pokis 3a He UA/17001/01/02
racTpopesnCTEHTHI Mo Na63 peyenmom | niossizae
60 wr, no 10 kancyny Nimiten MepiognyHICTb NOAAHHS PErynspHo
6nicTepi, no 3 6nictepu OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
B KOpOOGL o Mopsaaky 34iicHeHHs
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekn
6. | AEMYNOKCA Kancynu leTepo IHais leTepo /1a63 fNimiTes, IHais peecTpauist Ha 5 pokis 3a He UA/17001/01/01
racTpope3nCTEHTHI Mo Na63 peyenmom | nidssieae
30 wr, no 7 kancyny Nimiteq MepioAnYHICTb MOA4AHHS PErYNSPHO

6nicTepi, no 4 6nictepu
B KOpOO6L

OHOBJTHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
[0 Mopsagky 3ailicHeHH:
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBI locTuuji




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3nekn
7. EK3UCTA Kancynu TBepai no 75 mr TOB Monblwa Buvpo6bHMuTBO «in bulk», MonbLa peecTpauis Ha 5 pokis 3a He UA/17002/01/01
no 14 kancyn y énictepi, "Apamen" nepBUHHE Ta BTOPYHHE peyenmom | nions2ae
no 2 abo 4 6nictepa B nakyBaHHS: MepioanyHiCTb NOAAHHA PErynsipHo
KapTOHHI Kopo6Lyi 3aknag OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
dapmaueBTUYHMi o Mopsaky 34jiicHeHHs
Apamvep ®apma C.A., hapmakoHarnsgy, 3aTBepXeHoro
MonbLua; Haka3zom MiHicTepcTBa OXOPOHU 340P0B’A
BUpO6HMK NepBUHOrO Ta Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
BTOPUHOIO MakKyBaHHS, 3apeecTpoBaHuii B MiHicTepCTBi locTuLi
BUNYCK cepil: Ykpainun 19 rpyaHa 2016 poky 3a Ne
Ma6’aHiLbkuii 1649/29779 (y pepakuii Hakasy
hapmaLeBTUYHNI 3aBOS, MiHicTepcTBa 0XOpPOHM 340POB’ YKpaiHu
Monbgha A.T., MonbLia Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
8. | EK3UCTA Kancynu Teepgi no 150 TOB Monbua Brpo6HMLUTBO «in bulk», MonbLa peecTpauisf Ha 5 pokis 3a He UA/17002/01/02
Mr no 14 kancyny "Apames” NnepBUHHE Ta BTOPUHHE peyenmom | niossizae
6nictepi, no 2 abo 4 nakyBaHHs: MepiognyHICTb NOAAHHS PErynspHo
6nicTepa B KapTOHHIi 3aknag OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
Kopoo6Li dapmaLeBTUYHNI o Mopsaaky 34iicHeHHs
Apavepg ®apma C.A,, hapmakoHarnagy, 3aTBepaxeHoro
Monbua; Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
Brpo6HWK nepBuHoro Ta Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
BTOPVHOIO NakyBaHHS, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
BUNYCK cepil: Ykpainun 19 rpyaHa 2016 poky 3a Ne
Mab6’aHiubKuii 1649/29779 (y pepakuii Hakasy
hapmaueBTUYHMI 3aBOS, MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu
Monbgpa A.T., MonbLia Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
9. EMKNKO3A™ TaneTku, BKpUTI lneap Benuvka BUNYCK cepii, NnepBMHHA Ipnangis/ peecTpavuis Ha 5 pokis 3a He UA/17003/01/01
nAiBKOBOI 060I0HKOIO, CaliieHcuns BputaHis ynakoBKa, BTOPUHHa KaHapa/ peyenmom | nioss2ae
no 400 mr/100 mr Ne 28 IHTepHeLwHN ynakoBKa, KOHTPOJ1b CLWA MepioAnYHICTb MOA4AHHS PErYNSPHO
y thnakoHi nrh cepi: OHOBJTHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO

lneap CaiieHcn3
AlieneHg HOC, IpnaHgisi;
BMPOGHNLTBO, NEPBUHHA
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/1b

[0 Mopsagky 3ailicHeHH:
hapmakoHarnsgy, 3aTBepXeHoro
Haka3oMm MiHicTepcTBa OXOPOHW 340POB’st
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBI locTuuji




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
cepii: Ykpainn 19 rpyaHa 2016 poky 3a Ne
MateoH IHK., KaHaaa; 1649/29779 (y pepakuii Hakasy
KOHTpONb cepii: MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
lneap CaiteHcms, IHK., Bif 26 BepecHs 2016 poky Ne 996),
CLUA; CTaHOBWTb: 3rigHO 3i CTpoKamu,
BTOPUHHA ynakoBKa: 3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHS
MinmayHT Xenckea /1Tg, perynsipHux 3BiTiB 3 6e3neku
IpnaHgis;
KOHTpONb cepii:
nnag AesenonmeHt, M1,
CLUA;
KOHTPO/b cepii
(mikpobionoriyHe
TECTYBaHHS):
Mikpoxem Jlabopatopi3
Alieneng Nta., T/A
€BpodiiHc NlaHkacTep
NabopaTopis, IpnaHgis
10. | ECNA-TUBON Tabnetku no 2,5 mr Ne Ecnapma HimeuunHa Nivpodapm M6X HimeuyunHa peecTpadis Ha 5 pokis 3a He UA/17004/01/01
28 (28x1) y 6nictepax veX peyenmom | nidssieae
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
[0 Mopagky 3aiicHEeHH:
hapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996), ans
niKapcbKoro 3aco6y CTaHOBUTL: 3riHO 3i
CTpoKamu, 3a3Ha4eHnMKn y NepiognyHoCTI
nofaHHsA perynsipHnx 3BiTiB 3 6e3Mneku.
11. | JINOIKA KOHUEeHTpaT A5 MpAT YkpaiHa MpAT "dapmaneBTuiHa YkpaiHa peecTpaList Ha 5 pokis 3a He UA/17024/01/01
PO34unHy ANs iHdy3il, "papmauesT ipma "AapHuus" MepiognyHiCTb NOAAHHSA PerynsipHo peyenmom | nionsi2ae
300 mr/10 mn, no 10 mn nyHa dipma OHOBJ/THOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO
B amnynax, no 5 amnyn "fNapHuua” o Mopsaaky 34iicHeHHs

Y KOHTYPHIli YapyHKOBIli
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui

thapmakoHarnsgy, 3aTBepmkeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu
Bif, 26 BepecHsA 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
perynsipHmx 3BiTiB 3 6e3neKu.
12. | MINOIKA KOHUEeHTpaT A5 MpAT YkpaiHa MpAT "dapmaneBTu4Ha YkpaiHa peecTpaList Ha 5 pokis 3a He UA/17024/01/02
PO3uunHy ANs iHdy3il, "papmauesT tipma "AapHuug" MepiognyHiCTb NOAAHHA PerynspHo peyenmom | nions2ae
600 mr/20 mn, no 20 mn n4yHa chipma OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
B amnynax, no 5 amnyn "fNapHuus” [0 Mopsaaky 34iicHEeHHS
Y KOHTYPHIli YapyHKOBIl hapmakoHarnsgy, 3aTBepXeHoro
ynakosLuj, no 1 Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
KOHTYPHIli YapyHKOBIi Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
ynakoBLi y nayui 3apeecTpoBaHuii B MiHiCTepCTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
13. HEBIBONO/- Tabnetku no 5 mr, no 14 MpAT YkpaiHa MpAT "dapmaLeBTuiHa YkpaiHa peecTpauis Ha 5 pokiB 3a He UA/17005/01/01
AAPHNLA Tab1eToK Y KOHTYPHIl "papmauesT ipma "AapHuus" MepiognyHiCTb NOAAHHSA PerynsipHo peyenmom | nionsi2ae
YapyHKOBIli ynakoBLji, no nyHa dhipma OHOBJ/THOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
2 KOHTYpPHi YapyHKOBI "NapHuus" o Mopsaaky 34iicHeHHs
yMakoBKM B navi hapMakoHarnsay, 3aTBepaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’ YKpaiHu
Bif, 26 BepecHsA 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
14. | HO-NAT TabneTku, BKpUTI ToBapucTso Ykpaina ropuanyHa agpeca Ta YkpaiHa PeecTpaujis Ha 5 pokis 3a He UA/17026/01/01
060/10HKO10, 20 Mr; No 3 na6oparopisi isnko- MepioAnYHICTb MOA4AHHS PErYNSPHO peyenmom | nionsizae
10 TabneTok y 6nicTepi, 06MeXeHoH XiMiYHOrO aHanisy Ta OHOBJTHOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO
no 9 6nicTtepis y nauuj 3 BiAgnosigasib KOHTPO/I0 BUPOBGHULTBA,; [0 Mopsagky 3aiicHeHH:
KapTOHY HiCTIO BUPOGHMYA AiNbHULA chapmakoHarnsgy, 3aTBepmkeHoro
HaykoBo- (Bci cTagji BUpo6HUYOro Haka3zom MiHicTepcTBa OXOPOHU 340P0B’A
BMPOGHMYA npotiecy); naéoparopis Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
dipma 6ionoriyHoro aHanisy: 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
«MIKPOXIM ToBapucTso 3 Ykpaiuun 19 rpyaHa 2016 poky 3a Ne
» 06MEXEHO0 1649/29779 (y pepakuji Hakasy
BiANOBIAA/IbHICTIO MiHicTepCTBa OXOPOHM 340POB’'S YKpaiHu
HaykoBo-BMpobHUYa Bif, 26 BepecHs 2016 poky Ne 996),
ipma «<MIKPOXIM» CTaHOBUTL: 3riHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn
15. OJNIEMBIK- 20 TabneTku, BKPUTI Anemobik IHais Anemb6ik IHais peecTpavuis Ha 5 pokis 3a He UA/17006/01/01
NNiBKOBOK 060JI0HKOH, dapmac'toTik dapmac'toTikenc Jlimiteq peyenmom | nionsizae




n/n

Hassa

JliKapcbKo20

Popma sUMYCKY

3asiBHUK

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakosKa)
no 20 mr Ne 30 (10x3) y

enc NimiTe,

3asiBHUKa

yil

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayitiHo2

16.

ONEMBIK- 40

6nicTepax

TabneTkn, BKPUTI

Anembik

IHais

ANemBIK

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6€3nekn BiANOBILHO
[0 Mopagky 3ailicHeHHs
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBI locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHM 340POB’ YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun

0 NMNocBi0YEeHHS

17.

OPHIJA30/-
OAPHULA

NNiBKOBOI 060JI0HKOO,
no 40 mr Ne 30 (10x3) y
6nictepax

PO34unH ANs iHdysiid, 5

enc Nimiteq,

MpAT

dapmac'toTik

YKpaiHa

dapwmac'ioTikenc Jlimiteq,

MpAT "dapmaueBTuyHa

IHais

peecTpauist Ha 5 pokis

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO
o Mopsaaky 34jiicHeHHs
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bifg 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

3a

peyernmom

He

nionsieae

UA/17006/01/02

18.

MAPALIETAMO/

EKCTPA

mr/mn, no 100 mn y

dhnakoHi, no 1 drnakoHy
B nauuj

TabneTky Lwunydi no 2

"PapmavnesT
nyHa chipma
"fapHuus”

ToBapucTso

YkpaiHa

ipma "OapHuus”

YKpaiHa

PeecTpaujsa Ha 5 pokis

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO
[0 Mopagky 3aiicHeHHs

hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’ YKpaiHu
Bif, 26 BepecHA 2016 poky Ne 996),
CTaHOBUWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4yeHMMN y NepiogMYHOCTI NodaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a

peyenmom

He
nionsieae

UA/17007/01/01

TabneTkn y cTpuni 3

3

ToBapucTso 3

06MEXEHO

YkpaiHa

peecTpaList Ha 5 pokis

6e3

peyenma

nionsieae

UA/17041/01/01




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
mMarepiany 0bMexeHot BiANOBIAA/LHICTIO MepiognyHicTb NOAAHHA PEryNspHO
KOMGiHOBaHoro, rno 6 Bignosiganb "papmaueBTUYHA OHOB/IOBAHOrO 3BIiTY 3 6€3nekn BiANOBILHO
CTpuNiB y kopobui 3 HICTIO KoMnaHis "3gopos'a” [0 Mopagky 3ailicHeHHs
KapTOHY "dapmavesT chapmakoHarnsgy, 3aTBepmkeHoro
nyHa Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
KOMnNaHis Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
"3popos'a" 3apeecTpoBaHuii B MiHiCTepCTBI locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHM 340POB’ YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.
19. | NPEFABANIH-3H | po3uuH opanbHuii, 20 ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/16783/02/01
Mr/ma no 100 mn abo 3 obmexeHo peyenmom | nionsi2ae
200 M1y dpnakoHi; no 1 06MeXeHo BiANOBIAAILHICTIO MepioAnYHICTb NOAAHHS PerynspHo
hnakoHy pasom 3 BignoBigasb "XapkiBcbke OHOB/IOBAHOrO 3BiTY 3 6e3neKkn BiANOBILHO
[,03yI0UMM MPUCTPOEM Y HiCTIO thapmaueBTUyHe o Mopsaaky 34jiicHeHHs
KOpOOLLi 3 KAPTOHY "XapkiBcbke nignprvemcTBeo "340p0oB's hapmakoHarnagy, 3aTBepixeHoro
hapmauesT Hapogay" Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
N4yHe Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
nignpuemcTs 3apeecTpoBaHuii B MiHicTepCTBi tocTuLii
0 "340poB'A Ykpainn 19 rpyaHa 2016 poky 3a Ne
Hapoay" 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bifg 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
20. PENATA PO3UMH NS iH EKLIN, AMIXEH HigepnaHg MapKyBaHHs, BTOPUHHE HigepnaHnawn/ peecTpauisf Ha 5 pokis 3a He UA/17010/01/01
140 mr/mn, no 1 mny €spona b.B. " nakyBaHHs, BUMYCK Ipnangis/ MepiognyHICTb NOAAHHS PErynspHo peyenmom | nidssieae
nonepegHL0 cepii: CWA OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
HamnoBHEHWX LLNpULLax AvxeH €spona b.B., o Mopsaaky 34iicHeHHs
Nel, wnpuuax-pyykax Ne HigepnaHaw; hapmakoHarnsgy, 3aTBepaxeHoro
1 a6o Ne 2 BWMNYCK Cepil: Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
AmpKeH TekHonoaxi Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
(AleneHp) AHnimviTeq 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Komnawi, IpnaHgis; Ykpainun 19 rpyaHs 2016 poky 3a Ne
BMPOGHULITBO, MEPBUHHE 1649/29779 (y pepakuii Hakasy
nakyBaHHs, MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu
MapKyBaHHS, BTOPUHHE Bifg 26 BepecHs 2016 poky Ne 996),
nakyBaHHS: CTaHOBWTb: 3riAHO 3i CTPOKamu,
AmvmxeH MaHydekyypiHr 3a3HavYeHVMM y NepiognYHOCTI NOAaHHS
Nimiteq, CLUA perynspHux 3BiTiB 3 6e3neku.
21. PUOAMMIUWNH 75 | TabneTku gucneproBaHi, Makneogc IHais Maxkneopc IHais peecTpauisf Ha 5 pokis 3a He UA/17008/01/01
MII3OHIA3NA no 75 mr/50 mr/150 wmr, dapmacbioT dapmacbloTmkKanc peyenmom | niosns2ae
50 no 10 TabneTok y VKaUIC NimiTeq MepioAMYHICTb MOAAHHS PErYNSiPHO
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Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
Mr/AOIPA3BUHAMI | cTpwuni, no 10 cTpuniB y Nimiteq OHOB/THOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
A 150 MIr KapTOHHI ynakoBLi; No [0 Mopsaaky 34iicHeHHS
100 Tabnetok y thapmakoHarnsgy, 3aTBepxeHoro
nonieTUIeHOBOMY NakeTi Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
Ta y namiHoBaHoMy Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
cawe, no 1 3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
naMiHoBaHOMy caule y Ykpainn 19 rpyaHa 2016 poky 3a Ne
nnacTMKoBOMy 1649/29779 (y pepakuii Hakasy
KOHTelHepi MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogUUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
22. | ®NYKAN kancynu no 30 mr no 10 leTepo IHais leTepo Nab63 NimiTes IHais peecTpadist Ha 5 pokis 3a He UA/17009/01/01
kancyn y 6nictepi, no 1 Na63 MepiognyHICTb NOA4AHHS PErYNspPHO peyenmom | niosnsizae
6nicTepy y Kopob6uj 3 Nimiteq OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
KapTOHY [0 Mopagky 3aiicHEeHHA
thapmakoHarnsgy, 3aTBepXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
23. DTYKAN kancynu no 45 mr, no 10 leTepo IHais leTepo Nab63 fNimites IHais peecTpauis Ha 5 poki 3a He UA/17009/01/02
Kkancyn y 6nictepi, no 1 Na63 MepiognyHICTb NOA4AHHS PErYNSAPHO peyenmom | nionsizae
6nicTepy y Kopo6ui 3 Nimiteq OHOBJ/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
KapTOHY [0 Mopagky 3aiicHeHHs
hapmakoHarnsgy, 3aTBepXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu
Bif, 26 BepecHA 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4yeHMMN y NepiogMYHOCTI NodaHHS
perynsipHmx 3BiTiB 3 6e3neku.
24. | ®NYKAN Kancynu no 75 wr, no 10 leTepo IHAain [eTepo /1a63 NimiTeq, IHAjisA peecTpadis Ha 5 pokis 3a He UA/17009/01/03
Kancysn y 6nictepi, no 1 Na63 MepioAnYHICTb MOA4AHHS PErYNSPHO peyenmom | nionsizae
6nicTepy y Kopob6ui 3 Nimiteq OHOBJIHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO

KapToHy

[0 Mopsagky 3ailicHeHH:
chapmakoHarnsgy, 3aTBepaxeHoro
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Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky BaHHS peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs
Haka3om MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 3[40POB’ YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
25. LUMKNOKAMPOH- | po3uvH ans iH'exuii, 50 ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauia Ha 5 pokiB 3a He UA/15252/01/02
340POBA mr/mMa, no 5 mn B amnyni 3 obmexeHor peyenmom | nions2ae
3i ckna, no 5 amnyny 0bMexeHoto BiANOBIAA/LHICTIO MepiognyHiCTb NOAAHHA PerynsipHo
6nictepi, no 1 a6o 2 Bignosiganb "papmaueBTUYHA OHOB/IOBAHOrO 3BIiTY 3 6e3neKku BiANOBILHO
6nicTepu y kopobui 3 HICTIO KoMnaHis "3gopos'a” o Mopsaky 34jincHeHHs
KapToHy; no 5 a6o 10 "®apmavueBT hapmakoHarnsgy, 3aTBepXeHoro
amnyn y kopobui 3 NyHa Haka3zom MiHicTepcTBa OXOPOHU 340P0B’A
neperopogkamu KOMnNaHis Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
"3popos'a” 3apeecTpoBaHuii B MiHicTepCTBi locTuLi

Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB’ YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynspHux 3eiTiB 3 6e3nekun

HauyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
[IANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NMEPENIK

Jopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU

3[40pOB’A YKpaiHu

31.10.2018 Ne 1979

NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

y 6nicTepi; no 2
6nicTepn y nauui 3
KapTOHY

thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTuLj nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neku 3acTocyBaHHsA
nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBeeHVX BignoBigHO 40 NniaHy
negiatpnyHux gocnigkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis
3 iHWMMK NiKapCbKMMK 3acob6amm Ta iHLLi
BMAM B3aemogiin”, "Ocob/mBoCTi
3acTocyBaHHA", "3acToCyBaHHSA y nepiog,
BariTHOCTi abo rofyBaHHsA rpyaar”,
"Cnoci6 3acTocyBaHHA Ta go3mn"
(yTOUHeHHs iHdopMauii),
"MepenosyBaHHA", "T06GIYHI peakui™
BiAMOBIAHO 4O OHOBMEHOT iHGhopMaLi 3
6e3nekun Ailo4oi PeHOBUHM MiKapCbKOro
3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOpsAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A

Ykpaiuu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHIiCTepCTBI locTuuji

Ne Ha3ssa siikapcbko20 dopma surnycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
chopma, nocsio4eHHs1
ynakosKa)
1. ATEHONON Tabnetkn no 0,05 MAT YkpaiHa NAT YkpaiHa MepepeecTpauis Ha HeOOMEXEHNIA 3a He UA/8377/01/01
r, no 10 TabneTok "MoHdpapm” "MoHdapm" TEPMiH. peyenmom niosnsieae
3MiHM LWopao 6e3nekn/edekTMBHOCTI Ta
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
2. | BICAKOAUN TabneTkn, BKpUTI BankaHdapma Bonrapis BankaHndapma Bonrapis MepepeecTpauis Ha HeoBMeXeHWiA 6e3 nionsizae UA/9022/01/01
NNiBKOBOKO -OynHuua AT -AynHnua AT, TEPMiH. peyenma
060/10HKOI0, Bonrapis; 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
KMLLKOBOPO3UNHHI BankaHndapma hapmakoHarnsgy. BeegeHHs abo 3miHn
no 5 mr, no 10 -Pasrpag AT, [0 y3arasibHEHMX AaHuX Npo cuctemy
Tabnetok y Bonrapis thapmakoHarnagy (BBefeHHs
6nicTepi; no 3 y3arasibHeHVX gaHnx npo cuctemy
6nictepu B thapmakoHarnsgy, 3miHa yrnoBHOBaXEHOI
KapTOHHIl ocobu, BignoBifasIbHOT 3a 3AiACHEHHSI
Kopo6ui; no 30 hapMakoHarnagy; KOHTakTHoOi 0cobu 3
Tabnetok y chapmakoHarnsgy 3asBHuka gns
6nictepi; no 1 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
6nictepy B AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT

KapTOHHI KOpooLi

0cobu, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNoBHOBaXXEHOI 0CObYM 3asiBHUKA,
BignoBiga/IbHOI 3a hapmakoHarnsg Ha
LeHTpasIbHOMY piBHi: [litoya pegakuis:
llse Sjoholm, NMponoHoBaHa pefakuis: Dr.
Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOT 0CO6W ANs 34iNCHEHHS
thapmakoHarnagy B Ykpaini: itoua
pepakuis: Boratuyk Katepuna
MwuxaiiniBHa. NMponoHoBaHa pepakuis:
Buctposa OkcaHa BitaniiBHa. 3miHa

KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M.

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu. 3MiHa MicLA NPOBaXEeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy
Ta Micus 36epiraHHa macTep-ghaiina.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionodibHNx
nNiKapcbknx 3acobiB Nic/s BHECEHHA Tiel
camoi 3MiH1 Ha ped)epeHTHWIA npenapar
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

(3MiHa He NOTpebye HafaHHsA XOAHMX
HOBMX A0AATKOBUX AaHNX) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHS"
"3[aTHICTb BNAMBATK Ha LWBUAKICTb
peakLiii Npu kepyBaHHi aBTOTPaHCMOPTOM
abo iHWMK1 mexaHiamamn®,
"MepepnosyBaHHs", "No6Gi4HI peakuii”
BiANoBiAHO A0 iHdhopMaLii pedpepeHTHOro
nikapcbkoro 3acoby Dulcolax 5 mg gastro
resistant tabl.

1

MepioAnyHICTb NOAAHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnagy, 3aTBepaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHSA
PerynsipHux 3BiTiB 3 6e3neKu.

BITPYM® EHEP)KN

TabneTku, BKpUTI
060/10HKO0, M0 10
TabneTtok y
6nictepi; no 1
6nictepy B
Kopo6ui; no 30
abo no 60
TabneTok y
donakoHi; no 1
hnakoHy B
Kopoo6Li

HOHihapM, IHK.

CLWA

tOHidhapm, IHK.

CWA

MepepeecTpaLisi Ha HEOBMEXEHMIA
TEPMiH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "B3aemogis 3 iHWmMK

6e3
peuyenma

nionsieae

UA/12959/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit", "OcobnmBocTi
3actocyBaHHsa", "lMepeno3yBaHHA",
"Mo6iyHI peakuii"BignNoBigHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
3aCTOCyBaHHSA jl0unx Ta AOMOMDKHNX
PEYOoBYH.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MNeKu.

4. | AUNPOCMNAH® cycnensisa ans LWepiHr-Mnay LLisefuapis [na amnyn: PpaHuis/ MepepeecTpauis Ha HeoBMeXeHWiA 3a He UA/9168/01/01
iH'ekuin, onsa CeHTpan lct B1po6HMK in Benebris TEPMiH. peyenmom nionsizae
BUPOGHMKIB Al bulk, MepioAnYHICTb NOAAHHS PerynsipHO
LepiHr-Mnay nepBuHHE OHOB/OBAHOTO 3BITY 3 6e3neKkn
Nab6o H.B., nakyBaHHs: BiANOBIAHO A0 MopsAaKy 34iCHEHHS
Benbris; CEHEKCI CEHEKCI hapmakoHarnsgy, 3aTtBepKeHoro
HSC - EPYBI/Ib HSC - Haka3om MiHicTepcTBa OXOPOHW 340POB’s
CEHT KNEP, EPYBIb Ykpaiuu Big 27 rpyaHs 2006 poky Ne 898,
®paHuin: no 1 mn CEHT KNEP, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
B amnyni; no 5 dpaHuis; Ykpainun 19 rpyaHs 2016 poky 3a Ne
amnyn B Brpo6HuK 3a 1649/29779 (y pepakuii Hakasy
KapTOHHIl NOBHUM MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Kopobui; LUKIOM: Bif 26 BepecHs 2016 poky Ne 996),

415 BUPOBHMKa LepiHr-Mnay CTaHOBWTb: 3riAHO 3i CTpOKamu,
CEHEKCI HSC - Na6o H.B., 3a3HavyeHVMU1 y NepiogNYHOCTI NoJaHHs
EPYBI/Ib CEHT Benebris; perynsapHux 3BiTiB 3 6e3neku.
KNEP, ®paHuis: Ons

nolmnse nonepeaHLo

nonepegHL0 HarnoBHEHNX

HanoBHEHOMY LUMPULLIB:

wnpwyi, no 1 CEHEKCI

wnpuuy B HSC -

KomnekTi 3 1 abo EPYBI/Ib

2 cTepunbHUMMU CEHT K/EP,

rosikamu B

PpaHuis
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

n1acTUKoBOMY
KOHTelHepi B
KapPTOHHI KOpooU;i

KANTOMPUN

Tabnetku no 0,025
r, no 10 TabneTok
y 6nicTepi; no 2
6nictepun B nauLi

TOB
"TepHodhapm"

YKpaiHa

TOB
"TepHochapm”

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMIA
TEPMIH
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
peryaisipHo OHOB/IIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHI [0 iHCTPYKLiTy po3ainu:
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHs'
(y T. 4. "3actocyBaHHsA y nepiog
BariTHOCTi abo rogyBaHHsA rpyaar'),
"Cnoci6 3acTocyBaHHA Ta f03mn" (4oAaHHA
3acTepexeHHs 3 6e3neku) 3rigHo 3
AaHnuMun oo 6e3neku AGitoyol pevyoBUHN.
MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnseae

UA/8912/01/01

NOPA3VNANM

NMOPOLLOK AN
PO3UNHY ANst
iH'ekyii no 1000
Mr; 1 do1akoH 3

Ekcip
dapMacblTUK
an KomnaHi

IpaH

Ekcip
PapmMacboTUK
an Komnai

IpaH

MepepeecTpaLis Ha HEOOMEXEHNIA
TEPMIH
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarisgy. BeegeHHs abo 3miHu

3a
peyerimom

He
nionsiecae

UA/8613/01/02
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

MOPOLLKOM Y
KapTOHHiiA Kopo6Ll

[0 y3aranbHeHUX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANOBifabHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHI MacTep-
thaiina cuctemu cpapmakoHarnsgy) -
[itoya pefakuis: YnosHoBaxeHa ocoba,
BiANoBiAa/IbHA 3a 3AjACHEHHSI
thapmakoHarnagy - Xoxnosa OneHa
BonogmmupisHa. MponoHoBaHa pefakuis:
YnoBHOBaXkeHa 0coba, BignosiganbHa 3a
3[ilicHeHHs1 hapmakoHarnagy - Mapiam
Xabi6i.

KoHTakTHa ocoba 3 dhapmakoHarnsgy B
YkpaiHi — Hadhiesa CycaHa EkpemiBHa.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBAXEHOT
0co6u. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI ocobu. 3MiHa Micus
3[ilACHEHHSI OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu mactep-
thaiina. 3miHa HomMepa macTep-chaina.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

NOPA3VNANM

NMOPOLLOK AN
pO3uUnHY ANs
iH'ekyit no 500 wr;
1 donakoH 3

Ekcip
dapMacbiTUK
an KomnaHi

IpaH

Ekcip
PapmMacboTUK
an KomnaHi

IpaH

MepepeecTpaLis Ha HeOOMEXEHUIA
TEepMiH
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarisgy. BeegeHHs abo 3miHu

3a
peyerimom

He
nionsieae

UA/8613/01/01
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

MOPOLLKOM Y
KapTOHHiiA Kopo6Ll

[0 y3aranbHeHUX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT
0cobu, BiANOBifabHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOT 3a 3AiICHEHHS
thapmakoHarnagy (BKI4vaum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLEeHHI MacTep-
thaiina cuctemu cpapmakoHarnsgy) -
[itoya pefakuis: YnosHoBaxeHa ocoba,
BiANoBiAa/IbHA 3a 3AjACHEHHSI
thapmakoHarnagy - Xoxnosa OneHa
BonogmmupisHa. MponoHoBaHa pefakuis:
YnoBHOBaXkeHa 0coba, BignosiganbHa 3a
3[ilicHeHHs1 hapmakoHarnagy - Mapiam
Xabi6i.

KoHTakTHa ocoba 3 dhapmakoHarnsgy B
YkpaiHi — Hadhiesa CycaHa EkpemiBHa.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBAXEHOT
0co6u. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI ocobu. 3MiHa Micus
3[ilACHEHHSI OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu mactep-
thaiina. 3miHa HomMepa macTep-chaina.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

ME3ATOH

Kpanni ouHi, 25
Mr/mano 5 mny
dhnakoHi; no 1
dnakoHy Ta

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
CTH

Ykpaina

BCi cTagil
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUMYCK

Ykpaina

MepepeecTpaLis Ha HeOOMEXEHUIA
TEPMiH.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
dhapmakoHarisgy. 3miHa y KopoTkil

3a
peyerimom

He
nionsieae

UA/0511/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
KPWLLIKOO- "OocnigHwnii cepii: XapakTepucTuLi nikapcbkoro 3acooby,
KpanesibH1Lero y 3aB0O/, ToBapucTso 3 TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
nauuj 3 KapToHy "rTHUIC 06MEXEHOI MeZMYHOro 3acTOCyBaHHS Ha MigcTasi
BiANoBiAa/bHI perynisipHoO OHOBJ/IOBAHOr O 3BITY 3
CTHO 6e3nekun nikapcbkoro 3acoby, abo
"focnigHnii JocnigpkeHb 3 6e3Mnekn 3acToCcyBaHHs
3aB0[, nikapcbKoro 3acoby B
"rHUNCY, nicnsipeecTpauiiinii nepiog, abo sk
YkpaiHa; pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iKEHb,
BCi cTagii npoBeAeHVX BignoBigHO A0 niaHy
BMPOGHMLTBA, negiatpnyHnx gocnigkeHs (PIP) (3MiHy
KOHTPO/b Y3rO[KEHO 3 KOMMNETEHTHUM
AKOCTI, BUNYCK YNOBHOB&XXEHUM OpPraHom) - 3MiHu
cepii: BHECEHO 0 IHCTPYKLi 415 MeAUyYHOro
ToBapucTBO 3 3acToCyBaHHSA Nikapcbkoro 3acoby Ao
06MeXeHo po3ginis: "MpoTunokasaHHs", "B3aemogis
BiANOBIA&/bHI 3 iHWMMK NiKapCbKMMK 3acob6amm Ta iHLLi
cTo BMAM B3aemogiin”, "OcobmBoCTi
"®APMEKC 3acTocyBaHHs", "Mo6iuHi peakuyii"
reymn:, BIZANOBIAHO [0 OHOBMEHOT iHdhopMmaLii 3
Ykpaina 6e3nekn 3acTocyBaHHS Ajil040i PeHYOBUHM.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
9. | MENbAOHIO NMOPOLLIOK ToBapucTBoO 3 YkpaiHa LLeHbsaHr piH Kutai MepepeecTpauisi Ha HeoBMeXeHWiA - He UA/13656/01/01
OUrIaPAT (cybeTaHuin) y 06MeXeHo dapmacbioTika TEPMIH niosnsieae
noABIliHMX BiANOBIAaA/bHI n Ko., Nita.
nonieTNeHoBUxX CTI0
nakeTtax Ans "®apmaueBTun
hapmaneBTMYHOr YHa KoMnaHisi
0 3aCTOCYBaHHA "3p0pos'a”
10. MEPATWH KOMBI Tabnetku Mini Xenckepe Benuka Menpo IHais MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/8691/01/01
BariHanbHi no 10 Nimiteq BpuTanis PapmacboThK TEPMiH. peyenmom nionsizae
TabneTok y anc Mpisar 3MiHM Wopao 6e3nekn/edeKTBHOCTI Ta
6nictepi; no 1 Nivitepq hapmakoHarnsgy. 3miHa y KopoTkili

6icTepy pasom 3

XapaKTepucTUL NiKapcbKoro 3acoby,
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)

10 annikaTopamu
Y KapTOHHii
Kopoo6Li

TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTart OLiHK/ 3BIiTy 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVIM OpraHoMm) - 3MiHK
BHECEeHO A0 [HCTPpyKLii Ana MeauyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3giny "MokasaHHs" (BMAAIEHO:
"MMpenapart MoXHa 3acTocoByBaTH y
cknagi KoMnaekcHoi Tepanii pasom 3
nepopasnbHo hopmoto opHigasony"), a
TakoX [0 po3ainis "®apmMakonorivHi
BnacTMBoCTi" (YTOUHEHHS iHchopmawii),
"MpoTunnoka3aHHs", "B3aeMogist 3 iHLLIMMY
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[031" (YyTOUHeHHs iHcbopmauii), "Aitn",
(Byno: MepaTtuH Kombi He 3aCTOCOBYHOTb
AiTAM abo A0 noyaTky CTaTeBoro XuTTS.
Crtanio: MepaTnH Kombi He 3aCTOCOBYHOTb
Aitam), "Mo6iuHi peakwyii” BignoBigHO A0
OHOB/IEHOT iHd)opMaLiii 3 6e3neku gitoyoil
Ta AOMOMDKHMX PEYOBUH NiKapCbKOro
3acoby.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpaiuu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.




21

Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
11. MEPOHEM NOpPOLLOK A/1A Mdpaiizep Eifu. CLWA Bupo6HuK "in ITania/ MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/0186/01/01
pO3unHy Ans Ci. Mi. bulk": AnoHis/ TEPMiH. peyenmom nionszae
iH’exuii no 500 mr Kopnope#iwH EiCiEc LLseriuapis/ 3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
no 10 chnakoHiB 3 [o6dap Cna, Benvka hapmakoHarnsgy. 3mMiHu y KopoTkili
NOPOLLKOM Yy ITanis BpuTaHia XapakTepucTuL Nikapcbkoro 3acooby,
KapTOHHI KOpoo6Li a6bo TEKCTi MapKyBaHHS Ta iHCTpYyKLii Ans
CymiTOMO MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
[eliHinnoH HOBMMW JAaHUMM 3 SKOCTI, AOKAIHIYHUMMU,
®apwma Ko., KNIHIYHUMKY JaHUMK Ta AaHuMK 3
Nta., AnoHis; hapmakoHarnsgy - 3MiHnm BHECEHO 0
B1po6HMK, IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
BiANOBIAA/IbHN nikapcbKoro 3acoby A0 po3ainy
1 3a NePBUHHY "Moka3aHHs" (yTouHeHo iHhopmalito), a
yMaKoBKY: TakoX A0 po3Ainis "dapmMakonorivHi
3amboH BnactmsocTi”, "Cnoci6b 3acTocyBaHHs Ta
CaiTuepnaHsg nosun", "Bzaemogis 3 iHWMMKN NiKapCbKnMmu
nra, 3aco6amu Ta iHLWi BUAY B3aeMoOgIiiA",
LLiseiiuapis; "Oco6MBOCTI 3aCTOCYBaHHSA",
Brpo6HMK, "3acTocyBaHHs y nepios BariTHOCTi abo
BiANOBIAAIbHN roflysaHHs rpyaao”, "MNepeposysaHHs",
1 32 BTOPUHHY "Mo6iuHi peakwyji”, "3aaTHiCTb BNIMBaTH
ynakoBKy, Ha LWIBUAKICTb peakLii npu kepyBaHHi
BUMYCK Cepii: aBTOTpaHCnopToM abo iHWMMK
AcTtpa3eHeka MexaHismamu'" BignosigHO A0 iHdopmaLii
IOK Nimitep, CTOCOBHO 6e3Meku, Lo 3a3HavyeHa B
Benvka mMarepianiax peecTpauiiiHoro AoCbE.
BpuTanis MepioanyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MNeKu.
12. | MEPOHEM NOPOLLIOK AN1s Mdpaizep Eiu. CLA Brpo6Huk "in ITanis/ MepepeecTpauis Ha HeoBMeXeHWiA 3a He UA/0186/01/02
PO34uHy ANns Ci. Mi. bulk": AnoHis/ TEPMiH. peyenmom nionsizae
iH'ekuili no 1000 KopnopeiiLH EiCiEc LLBeiiuapisi/ 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta
mr no 10 donakoHis [o6ap Cna, Benvka hapmakoHarnsagy. 3mMiHu y KopoTkili
3 MOPOLLKOM Y ITania BputaHis XapaKkTepucTuLi Nikapcbkoro 3acoby,
KapTOHHI KOpooLi abo TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons

CymiTomo

MEAMNYHOIo 3aCTOCYBaHHSA Y 3B'sI3KY i3
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
[LeiHinnoH HOBUMU JaHWMU 3 AKOCTI, LOKiIHIYHUMU,
dapma Ko., KAIHIYHUMW faHMKU Ta JaHUMK 3
NTp., AnoHis; thapmakoHarnsgy - 3MiHM BHECEHO 0
B1pOGHMK, IHCTPYKLUIT A8 MeANYHOro 3aCTOCYBaHHSA
BigNoBiAaIbHU niKapcbKoro 3acoby A0 po3ainy
1 32 NEPBUHHY "Moka3saHHsa" (yTouHeHo iHdhopmaLliio), a
yNaKoBKy: TakoX [0 po3ainis "®apmMakonorivHi
3am6oH BnacTmBocTi", "Cnocib 3acTocyBaHHA Ta
CsiTuepnaHg, no3n", "B3aemogis 3 iHWYMKN NikapcbkuMu
nTa, 3aco6amMu Ta iHWi BUaW B3aeMogiii",
LLiBeiiuapisi; "Oco6MBOCTI 3aCTOCYyBaHHA",
B1po6HMK, "3acTocyBaHHs y nepiof BariTHOCTi abo
BignoBigabHU rogysaHHsa rpyaar”, "fepenosysaHHa",
1 32 BTOPUHHY "Mo6iuHi peakwyji”, "3aaTHiCTb BNAIMBaTH
yMakoBKy, Ha LWBWAKICTb peakLii npu kepyBaHHi
BMNYCK cepil: aBTOTPaHCNopPTOM abo iHWKMK
AcTtpa3eHeka MexaHismamu'" BignosigHo A0 iHdopmadii
IOK Nimitep, CTOCOBHO 6€e3Meku, L0 3a3HavyeHa B
Benvika maTepianax peecTpauiiiHoro focbe.
BpuTtaHis MepioAnyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepaxKeHoro
Haka3oMm MiHicTepcTBa OXOPOHW 340POB’A
YKpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’S YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavYeHUMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
13. MOP®IHY NOPOLLIOK TOB Ykpaina MakdpapnaH Benvka MepepeecTpaLisi Ha HEOBMEXEHMIA - He UA/9645/01/01
rigpoxnopruj KpucTanivyHmim "XapkiBCcbke CwmiT Jlimiteq, BputaHis TEePMiH nionsizae
(cybeTaHuis) y thapmaueBTUy
nonieTNeHoBUxX He
naketax abo nigNpPMEMCTBO
noninponisieHoBUX "3p0poB's
KOHTeliHepax ans Hapogay"
hapmaneBTMYHOr
0 3aCTOCYyBaHHSA
14. MYKOJ/IBAH pO34mnH ana ToBapucTso 3 YKpaiHa KOHTPO/b YKpaiHa MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/0713/01/01
iH'ekuin, 7,5 mr/mn 06MEXEHO SIKOCTi, BUNYCK TepMiH. 3MiHM Woa0 peyernmom nionseae
no 2 mn B amny/i; BifnoBigasbHi cepii: 6e3nekn/edeKTUBHOCTI Ta
no 5 amnyny CTIo ToBapucTBO 3 thapmakoHarnsgy. 3MiHu y KopoTkili
nauj 3 KapToHY; "flocnigHwi obmexeHor XapakTepucTuLi Nikapcbkoro 3acoby,
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
no 2 mn B amnyni; 3aBo/ BiANoBiAa/bHI TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
no5awmnyny "rHUnAC" CTIO MeMYHOro 3acToCyBaHHSA
6nictepi; no 1 "focnigHnii reHepuyYHuX/ribpnaHnx/6ionodibHNx
6nictepy y nauui 3 3aB0[, nNiKapcbknx 3acobiB Nic/s BHECEHHA Tiel
KapToHYy "rHUnC, camoi 3MiHV Ha pedepeHTHKI npenapat
YkpaiHa; (3miHa He NoTpebye HagaHHsA XOAHNX
BCi cTagii HOBMX A0AaTKOBUX AaHuX) - SMiHU
BUPOOHMLTBA, BHECEHO A0 IHCTPYKLUIT Ans MeaAnYHOro
KOHTPO/b 3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
AKOCTI, BUNYCK po3ginis «Cnoci6 3acTocyBaHHs Ta 403u»
cepii: Ta «HecyMmicHiCcTb» BiANOBIAHO [0
ToBapucTBo 3 iHchbopmaw,ii pechepeHTHOro nikapcbKoro
06MeXeHo 3acoby JlazonBaH®, BepiHrep IHrenbxaim
BiANOBiAA/bHI EcnaHa, CA, IcnaHis.
CTIO MepiognyHICTb NOAAHHS PerynspHo
"®apmaueBTn OHOBJ/ItOBAHOIO 3BITY 3 6e3neku
YyHa KoMnaHis BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
"3p0pos'a", thapmakoHarnagy, 3aTBepKeHoro
YkpaiHa Haka3zom MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

15. | HOKCA®IN® cycnensis LWepiHr-Mnay LLisefuapis BMPOGHUK Kanaga/ MepepeecTpauis Ha HeoBMeXeHWiA 3a He UA/9269/01/01
opanbHa, 40 CeHTpan lct Hepo3sdacosa dpaHuis/ TEPMiH. peyenmom nionsizae
Mmr/mn; no 105 mn Al HOI NpoAYyKLUiT, Benbris 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
y thnakoHi; no 1 nepBuHHE hapmakoHarnsagy. BeegeHHs abo 3miHn
h/1aKoHY 3 MipHOIO nakyBaHHS: [0 y3arasibHeHNX AaHnx Npo cuctemy
JIOXEUKOH Y MareoH IHk., thapmakoHarnsgy (BBeAeHHs
KapTOHHI KOpoo6Li KaHaga; y3araJlbHeHUX AaHux npo cucrtemy

BTOPVHHE thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
nakyBaHHs1, ocobu, BignoBifasbHOT 3a 3AiACHEHHS
BUMYCK Cepii: thapmakoHarnsgy; KOHTakTHOT ocobu 3
CEHEKCI hapmakoHarnsgy 3asBHuKa ans
HSC - 3[iliCHeHHs1 hapmakoHarnaay B YkpaiHi,
EPYBI/Ib AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
CEHT KNEP, 0cobu, BignoBiganbHOI 3a 34iACHEHHS
PdpaHuis; hapmakoHarnsgy (Bknoyarouy KOHTakKTHI
LepiHr-Mnay [AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
Na6o H.B., thaiina cuctemu chapmakoHarnsgy) -
Benbris [Jitoua pepakuin: YnosHoBaxeHa ocoba 3

dhapmakoHarnsgy - XXanet Xopmopeii.
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

MponoHoBaHa peaakuis: YNoBHOBaXeHa
ocoba 3 chapmakoHarnsgy — [loktop aii
Jemon.
3MiHa KOHTaKTHUX faHWUX YNOBHOBAXEHOT
ocobu 3 chapmakoHarnsgy. 3miHa
MiCLe3HaxX0KEHHS MacTep-hainna.
3MiHa Micus 3[iACHEHHST OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnagy.
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans
MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
HOBVMW JAaHUMM 3 SKOCTI, AOKAIHIYHUMMU,
KNHIYHUMW JaHUMK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHnm BHECEHO 0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "MobiyHi
peakuii”, "Ocob/IMBOCTi 3aCTOCYBaHHS",
"B3aemogisa 3 iHWVMU NiKapCbKuMm
3aco6amm abo iHWi Buan B3aemogiin”
BiANOBIAHO 40 MaTepianis
peecTpauiiHoro f0cbe.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

16.

NEPTYCUH

cupon no 50 r abo
no100ry
dhnakoHi; no 1
dhnakoHy B navui 3
KapToHy; no 50 r
abono 100ry
dhnakoHax

TOB
"TepHodhapm"

Ykpaina

TOB
"TepHochapm"

Ykpaina

MepepeecTpaLis Ha HeOOMEXEHUIA
TepMiH. 3MiHu | TMny - 3MiHU Woao
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkil
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3nekn 3acTocyBaHHs

6e3
peyenma

nionsieae

UA/8883/01/01




n/n

HasBa snikapcbko20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK
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(nikapcbka
¢hopma,
ynakoska)

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu

Peknamys
BionyckKy

aHHsA

Homep
peecmpayitiHo2o
nocsio4eHHs1

17.

MPOKTO30N

cynosuTopii
pekTasbHi no 5

MpusatHe

Ykpaina

MpuBatHe

Ykpaina

nikapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO 40 naHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
BHECEHO 0 IHCTPYKLi 415 MeAUyYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMU
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobanBoCTi
3acTocyBaHHs", "IN0o6iYHi
peakuii"BignoBsigHO A0 OHOBNEHOI
iHhopmawuii 3 6e3nekn 3acToCyBaHHS
Aitounx Ta JONOMDKHUX PEYOBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 30POB’s
Ykpaiuu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS

perynsipHux 3BiTiB 3 6e3neKu.

Cyno3nTopiiB y
6nictepi; no 1 abo
2 6nictepu B navui

akuioHepHe
TOBap1CTBO
"Nekxim -
XapkiB"

akuioHepHe
TOBapuCTBO
"Nekxim -
Xapkis"

MepepeecTpauia Ha 5 pokiB

3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi

perynsipHo OHOB/IHOBAHOTO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acTocyBaHHA

nikapcbKoro 3acoby B

nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy

Y3ro>eHo 3 KOMNETEHTHUM

6e3 nionseae
peyenma

UA/4286/01/01




HasBa snikapcbko20
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n/n

3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

18.

MPOKTO30nN

YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHI 10 IHCTPYKLIT AN18 MeANYHOro
3aCTOCYyBaHHS /iKapcbKoro 3acoby y

po3ginu: "MpoTtunokasaHHs", "B3aemogis
3 iHWMMK NiKapCbKMMK 3acob6amm Ta iHLLi
BMAM B3aemogiin”, "OcobmBoCTi
3acTocyBaHHs", "Mo6iuHi peakuyii"
BIZANOBIAHO [0 OHOBMEHOT iIHdhopMmaLii 3
6e3nekun AjiloUrx Pe4OBUH.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro

Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s

Ykpaiuu Big, 27 rpygHs 2006 poky Ne 898,

3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne

1649/29779 (y pepakuii Hakasy

MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu

Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

19.

CYNPINEKC®

cynosuTopii

pekTasbHi, in bulk:
no 5 cynosutopiis
y 6nictepi; no 200
6nicTepiB y ALWMKY

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MepepeecTpauis Ha 5 pokiB
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHW 340POB’s
Ykpaiuu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/13851/01/01

Tabnetku no 10
mr, no 10
TabneTok y
6nicTepi, no 1 abo
no 3 6nictepu B
KapTOHHIi
ynakoBLj

KYCYM
XENTXKEP
NBT NTA4

IHAjA

KYCYM
XENTXKEP
NBT T4

IHAjia

MepepeecTpauisi Ha HeOBMEXEeHWIA
TEPMiH. 3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

3a
peyenmom

He
nionsieae

UA/9162/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnxX Bi4NOBIAHO 40 NaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHI
00 IHCTPYKLiT Ans MeanyHoro
3aCTOCyBaHHS fikapcbKkoro 3acoby y
po3zinu: "OcobMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHs Ta
[031"( yTOUHeHHs iHdopmadii), "TobiuHi
peakuii” BignoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3neku Aito4oi pevyoBUHN.
MepioAnyHICTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iMCHEHHS
thapmakoHarnagy, 3aTBepxKeHoro
Haka3oMm MiHicTepcTBa OXOPOHW 340POB’A
YKpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHSA
perynsipHmx 3BiTiB 3 6e3nekn
20. | TEBAIH NOPOLLIOK TOB Ykpaina Ankanibep, IcnaHis MepepeecTpaLisi Ha HEOBMEXEHMIA - He UA/13641/01/01
KpucTanivyHmim "XapkiBCcbke C.A. TEepMiH nionsizae
(cybeTaHuis) y thapmaueBTUy
noagiiHomy He
nonieTuneHoBoOMy nigNpPMEMCTBO
naketi ans "3p0poB's
hapmMaLeBTUUHHOT Hapogay"
0 3acTOCyBaHHSA
21. TOPEHO0® TabneTku, BKpUTI KPKA, a.4., CnoseHisa KPKA, a.4a., CnoseHis MepepeecTpauisi Ha HeOBMEXEeHWIA 3a He UA/5800/01/01
NNiBKOBOKO HoBo mecTo HoBo mecTo TEePMiH. peuyenmom nionsieae

060/10HKO0, MO 1
mr, Ne20 (10x2),
N230 (10x3), Ne60
(10x6) y
6nicTepax

3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAM4HOro 3acToCyBaHHSA
reHepuYHNX/ribpraHNX/6ionoaibHNX
NiKapCbKnx 3acobiB Nic/i BHECEHHA Ti€l
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

camoi 3MiHV Ha pedepeHTHWIn npenapat
(3MiHa He noTpebye HagaHHA XOAHNX
HOBMX A0AATKOBUX AaHWX) - 3MiHU
BHECEHI [0 iIHCTPYKLi y po3ainu:
"®apmakonoriyHi BnactneocTi”,
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLIMMY
nikapcbknmy 3acobamu Ta iHWi BUAN
B3aemogijit”, "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
nosun", "Oitn" (yTouHeHHs iHdhopmaui),
"Mo6iuHi peakuii” BiANOBIAHO A0
iHchopmawii Lwoao megmyHoro
3acToCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (PVUCIMONENT®,
TabneTku, BKpUTi 060/IOHKOH).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

22,

TOPEHAO®

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOI0, MO 2
Mr Ne20 (10x2),
N230 (10x3), Ne60
(10x6) y
6nictepax

KPKA, 4.4.,
HoBo mecTto

CnoseHis

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

MepepeecTpauisi Ha HeOBMeXeHWA
TEePMiH.
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAM4HOro 3acTOCyBaHHS
reHepUYHMX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBMX A0AATKOBUX AaHWX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy po3ainu:
"apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogist 3 iHLLIMMU
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogijit”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta

3a
peyenmom

He
nionsieae

UA/5800/01/02
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

nosun", "Oitn" (yTouHeHHs iHdopmaui),
"Mo6iuHi peakuii" BiANOBIAHO A0
iHchopmawii Lwoao megmyHoro
3acToCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (PVCIMONENT®,
TabneTku, BKpUTIi 060/IOHKOH).
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iRCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpaiuu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

23.

TOPEHAO®

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, M0 3
Mr Ne20 (10x2),
N230 (10x3), Ne60
(10x6) y
6nictepax

KPKA, 4.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

MepepeecTpauisi Ha HeoBMeXeHMA
TEePMiH.
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAM4HOro 3acTOCyBaHHS
reHepUYHMX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBMX A0AATKOBUX AaHWX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy po3ainu:
"®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogdis 3 iHLLMMU
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogijit”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
po3n", "[OiTn" (yTouHeHHs iHdopmadi),
"Mo6iyHi peakuii” BignosigHO A0
iHchopmawii Lwoao megmyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (PVUCIMONENT®,
TabneTkn, BKpUTIi 060/TOHKOI).
MepiognyHICTbL NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS

3a
peyenmom

He
nionsieae

UA/5800/01/03
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HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpaiun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
24. | TOPEHAO® TabneTku, BKpUTI KPKA, a.4a., CnoseHis KPKA, a.4., CnoBeHisi MepepeecTpauisi Ha HeOBMeXeHWA 3a He UA/5800/01/04
NnNiBKOBOKO HoBo mecTo HoBo mecTo TEePMiH. peuyenmom niosnsieae

060/10HKO0, M0 4
Mr Ne20 (10x2),
N230 (10x3), Ne60
(10x6) y
6nictepax

3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi A1s
MeAMYHOro 3acTOCyBaHHS
reHepUYHMX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBMX A0AATKOBUX AaHWX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy po3ainu:
"®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogis 3 iHLLIMMU
nikapcbkMmn 3acobamu Ta iHWi BUam
B3aemogijit”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
po3n", "[OiTn" (yTouHeHHs iHdopmadi),
"Mo6iyHi peakuii” BignosigHO A0
iHchopmawii Lwoao megmyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (PVUCIMONENT®,
TabneTkn, BKpUTIi 060/TOHKOI).
MepiognyHICTbL NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,




Ne HasBa snikapcbko20

dopma sunycky

3asiBHUK

KpaiHa
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n/n 3acoby

(nikapcbka
¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu

Peknamys
BionyckKy

aHHsA

Homep
peecmpayitiHo2o
nocsio4eHHs1

25. | ®YLMC® AT

TabneTku
[AvcneproBati no

KYCYM
XENTXKEP

IHais

KYCYM

IHais

3a3Ha4YeHMMU Y NepiogMYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3neku.

26.

LUNDPPAH CT

50 mrno 4

cTpuny abo
6nictepy B
KapTOHHIl
ynakoBLi

TabneTku, BKpUTI

TabneTkn y ctpuni
abo 6nictepi, no 1

NBT NTA4

CaH

IHAjA

XENTXKEP
NBT ATA,

CaH

MepepeecTpauisi Ha HeOBMeXeHWA
TepMiH. 3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHuX BigNoBigHO A0 NaHy
negiatpnyHnx gocnigkeHns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKL,i y po3ainun
"MokazaHHsa" (YTOUHEHHS),
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6 3acTocyBaHHS Ta fo3un”
(peparyBaHHs1), "Mo6iyHI peakuii"
BIANOBIAHO [0 OHOBMEHOT iHdhopmaLi 3
6e3nekun Ailo4oi peHOBUHN.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHW 340POB’s
Ykpaiuu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.

3a He
peuyenmom nionsieae

UA/7617/02/01

060/10HKO10, No 10

dapMacbTUK

TabneTok y

an lHgacTpis

PapMacboTUK

an Ilngactpis

IHAjia

MepepeecTpauisi Ha HeOBMEXeHMA
TEePMiH.

3a He
peuyenmom nionsieae

3MiHM LWoao 6e3nekn/edeKTMBHOCTI Ta

UA/6375/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)
6nictepi, no 1 NimiTeq Nimitepn hapmakoHarnsgy. 3miHa y KopoTkili
6nictepy B XapaKTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi ans

KapTOHHI KOpooLi

MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnifpkeHb 3 6e3nekn 3acTocyBaHHA

nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnxX Bi4NOBIAHO 40 NnaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMNOBHOBaXEHVNM OpraHoMm) - 3MiHK

BHECEHO A0 iHCTPYKLiT 415 MeANYHOro

3acTocyBaHHS Nikapcbkoro 3acoby Ao

posginis "lMpoTunokasaHHs", "B3aemogis

3 iHWMMU flikapCbKMMK 3acobamm Ta iHLwi
BMAM B3aemogiin”, "OcobmBocTi

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta

[03n" (yTouHeHHs iHdopmadii), "MobiuHi

peaxuii"BignoBigHO 4O OHOBNEHOI
iHchopMmawii 3 6e3nekn Airunx PeyoBUH.

3060B’13aHHA Npy BUAAd
peecTpavLiiHoro NocBigYEHHs! iCHYTb —
HaflaHHA [eTa/IbHOro ONMcy CUcTemMm
ynpaBAiHHA pusnkamu y BUrnagi nnaxy
ynpasiHHA pu3nKamu BiAnoBigHO A0
nignyHkTy 1.13 nyHkty 1 gogatky 15 go
MopsiaKy NpPoBeAEHHS ekcnepTu3m
peecTpauiiHux MaTepianis Ha flikapcbki
3acobu, L0 NoAA0TLCA Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHSA
3MiH [0 peecTpauiliHix martepianis
npoTsArom fii peecTpaduiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOTO HAaKa3om
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iMCHEHHS
thapmakoHarnagy, 3aTBepaxKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
¢hopma, nocsio4eHHs
ynakoska)

Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsapHux 3BiTiB 3 6e3nekun

HauyanbHuK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta .
sikocTi hapmauieBTUYHOT NPOAYKLiT T.M. JlackoBCbKUA




NEPENIK
NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
31.10.2018 Ne 1979

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 BionycKky peecmpayiliHo2o
3acoby nocBi0YeHHs1
1. A3SNMEL® NOPOLLOK A1 OP&/IbHOT NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/7234/03/01
cycneHnsii no 200 mr/5 "KuiBmegnpenapa "Kuismegnpenapa 3MiHW | TUNY - BBEAEHHS &/1IbTEPHATUBHOTO peyenmom
M, 1 chnakoH 3 ™ T noctayasibHvKa MipHUX fioxedok MNMAT
nopotukom (1200 mr «["emonnacT». 3anponoHoBaHo: Sensoplast
asuTpomiuuHy) ans 30 Packmitteltechnik, HimeuunHa MNAT «FemonnacT»,
M1 OpPa/IbHOI CyCcneH3ii YkpaiHa
pasom 3
KanibpysasibHUM
LUMPULIOM Ta MipHOI0
JIOXEYKOI0 B nayLli
2. ANEPIK HEO pO34MH opasnbHuii 0,5 KOHinab, NN CWA BupobHnuTBO, Mpeuisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/16526/01/01
mr/Mn no 60 mn i 150 mn KOHTPO/b AKOCTI Monbwa 3MiHW | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKunii peyenma

y NAALWL; Y KOMIAEKTi 3
MipHOI0 NoXeukoto abo 3
MipPHVM LUNPULLOM B
KapTOHHIlA KOpooLi

(hiznyHi/XiMiuHi),
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
®AMAP A.B.E.
3ABO/, ABJIOH
49-ii km
OEP>XABHOI
AOPOI'N A®IHU-
NAMIA, Ipeuist;
MikpobionoriuHuii
KOHTPO/b!
OAMAP A.B.E.
3ABO/J, AB/IOH
48-7 Kkm
OEP>XABHOI
AOPOI A®IHU-
NAMIA, peuis;
KoHTponb skocTi,
BMNYCK cepil:
IDKEH®APM CA.,
Ipeuis;
Bunyck cepii:
TOB tOC
dapmauis,
MonbLua

3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/TH0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHA BUPOGHMKA, L0 BiANoOBigae
3a BBE3eHHS Ta/abo BMMNycK cepil) - He Bktoyatoum
KOHTPO/b/BMNPOGYBaHHS cepii BBEAEHHS
anbTepHaTMBHOIO BUPOGHMKA, LLIO BignoBigae 3a
Bunyck cepii TOB FOC ®apmadis, Monbwa.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3. | AIMATE/NIb® A CyCneHsisi opasibHa no BankaHdapwma- Bonrapis BankaHdapwma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/0879/01/01
170 mn y dpnakoHi, no 1 TposiH AT TposiH AT 3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI peuenma
chnakoHy y KapTOHHil Ta chapmakoHarnsagy. BeegerHs abo 3MiHu o
nauyii pasom 3 y3arasibHeHNX JaHnx Npo cucTemy
[103yBasIbHOIO JTOXKOIO; chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHnX
no 10 Mn y nakeTuky, no npo cuctemy hapmakoHarnsgy, smiHa
10 a6o 20 nakeTukiB y YMOBHOBaXeEHOI 0cobu, BifnNoBigabHOT 3a
KapTOHHI navwi 3[iiCHEeHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3pjlicHeHHs hapMakoHarnagy (Bkyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHVKA, BignoBigasibHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0cobu ans
3[jiicHeHHs chapmakoHarnsgy B YKpaiHi.
MponoHoBaHa pepfakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOi 0COOM. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U. 3MiHa Micusi NPOBaKEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy Ta micus
36epiraHHa mactep-daiina
4, AMBPOKCONyY Tabnetku no 30 mr no 10 My6niuHe YkpaiHa BMPOOHULITBO 3a YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1437/01/01
rigpoxnopruj TabneTtok y 6nictepi; no akujioHepHe NMOBHUM LK/IOM: 3MiHM | TUNY - 3MiHK 3 AKOCTI. OTOBMIA Nikapcbknit peyenma
2 6nictepn y navyj 3 TOBapUCTBO My6niyHe 3aci6. 3MiHM y BUpo6HULTBI. 3aMiHa abo BBeAEHHS
KapToHY "HaykoBo- akuioHepHe [04aTKOBOT Ai/IbHULI BUPOBHULTBA /151 YACTUHU
BMPOGHNYNIA TOBapuCTBO a60 BCbOro BUPO6GHMYOro NpoL,ecy rotoBoro
LEeHTp "HaykoBo- nikapcbKoro 3acoby (AiNbHMUS, Ha AKil
"BopLyariBcbkuii BMPOGHUNYNIA npoBoAATbLCA ByAb-AKi BUPOOHMYI cTagji, 3a
XiMiko- LeHTp BVMHATKOM BWMYCKY CepiiA, KOHTPOO SKOCTI,
chapmaueBTUYHUI "BopLyarisCbkuii NepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, A1
3aBog" XiMiKo- HECTepW/IbHUX JiKapCbKUX 3ac06iB) - CynyTHS 3MiHa
hapmaueBTUYHWI - 3MiHM 3 AAKOCTI. [0TOBWIA NiKapcbkuii 3aci6. 3mMiHM Y
3aBofg”, BMPO6HMLTBI. 3amiHa abo BBeeHHS 404aTKOBOI
YkpaiHa; OiNbHULI BUPOBGHULITBA A/181 YACTUHM a60 BCbOro
BMPOGHMLTBO, BMPOGHMYOro NPoLEecy roToBOro /ikapcbKoro
nakyBaHHs, BUMYCK 3acoby (gibHULA ANS NePBUHHOIO NakyBaHHS) -
cepiii: 3MiHM 3 AIKOCTi. [OTOBWIA NNikapcbkuMii 3aci6. 3MiHK Yy
TosapucTso 3 BMPO6HMLTBI. 3amiHa abo BBeeHHS 404aTKOBOI
06MEXEHO AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BiANoBigaIbHICTIO BMPOBHUYOro NpoLecy roToBOro /iKkapCbKoro
"ArPO®APM", 3ac06y (AiNnbHWLA AN BTOPUHHOTO NakyBaHHS) -
YkpaiHa,; BBE/lEHHS NOAATKOBOI AiTbHULL BUPOGHMLTBA

KOHTPO/b Cepiii:
ToBapuCTBO 3

ToBapuCTBO 3 06MEXEHOI0 BiANOBIAA/TbHICTIO
"Arpocpapm”, YkpaiHa (BUpo6bHMUTBO, NaKyBaHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
obmexeHor Ta 3a3HavyeHHs OyHKLi 3aTBEPIKEHOr0 BUPO6HUKA
BigNoBiga/IbHICTIO (My6niuHe akuioHepHe ToBapucTBO "HayKkoBo-
"Haryp+", BUPOGHMUNIA LeHTp "BopLuariBCbKuii XiMiko-

YkpaiHa hapmaLeBTMYHMI 3aBo4", YkpaiHa (BUpO6GHMLTBO
3a MOBHUM LMKOM)) BBeAeHHS 3MiH NpoTArom 3-x

MicALiB MiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA AiNbHULL, Ha 5K 3AiCHI0ETLCA
KOHTPONb/BMNPOGYBaHHSA cepii) - AoAaBaHHSA
OiNbHWL, WO 34iICHIOE KOHTPO/Tb Cepili FOTOBOrO
nikapcbKoro 3acoby - ToBapncTBo 3 06MEXeHO
BignoBigasbHicTio "Hatyp+", YkpaiHa (BeefeHHs
3MiH NPOTAroM 3-X MiCALIB MiCNs 3aTBEPMKEHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPOJTIO0 AKOCTi FOTOBOTO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHs BUPOGHUWKA, LLO BiANOBIAAE
3a BBE3EHHA Ta/abo BMnyck cepii) - He BkIovaum
KOHTPONb/BUNPOGYBAHHSA cepil - 4oAaBaHHSA
BMPOGHMKA, L0 BiANOBIAAE 3a BUMYCK Cepii -
ToBapnCTBO 3 0GMEXEHOI0 BiAMNOBIAA/ILHICTIO
"Arpodhapm”, YkpaiHa (BBefeHHS 3MiH NpoTArom 3-
X MiCALB NiCNA 3aTBEPMKEHHS); 3MiHM | TNy -
3MmiHK 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHuii 3aci6. 3MiHa
nocTavyanbHvKa nakyBabHVUX martepianis abo
KOMMNIEKTYHOUMX (SIKLLO 3a3Ha4YeHO B [J0CbE)
(BMNYYEHHA MocTavyanbHYKa) - BUTyYEHHS
HaliMeHyBaHHS NocTaYa/IbHUKIB NaKyBaslbHUX
Marepianis 3 p. 3.2.P.7. peecTpauiiHoro JOcCbeE.
BBefeHHA 3MiH NpOTArom 3-X MicALiB nicns
3aTBEPKEHHS; 3MiHU | TUNY - 3MiHW 3 SKOCTI.
OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3MiHM y npoueci BUpO6HWLTBA FOTOBOTO
nikapcbKoro 3acoby, BKAOUYAKUN NPOMIKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHULTBI
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUpO6HULITBA) -
He3HauHi 3MiHWM 0 TEXHOJIOMNYHOr0 nNpouecy Ans
3anponoHoBaHoro BnupobHuka TOB "AFPO®APM",
YkpaiHa y 3B'A3Ky i3 BiAMIHHOCTIMU B
TEXHO/I0riYHOMY 06/1aiHaHHA Ta napameTpax ioro

KOHTPOJII0 B NOPIBHAHHI i3 3aTBEP)KEHOI
TexHonorieto Ha MAT HBL "BopuiariBcbkuii XP3";
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Kpaina

Bupo6HuK
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Ymosu
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Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuWii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3mipy cepii
(BKtOYAKOUM fiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHWi 3MiHW) - BBEAEHHS
PO3Mipy cepii roTOBOro /ikapcbKoro 3acoby Ans
nofaTtkoBoro Bupo6Huka TOB "AFPO®APM",
YkpaiHa (3anponoHoBaHo: 1400,000 Tuc. TabneTok
a6o 70 000 Tuc. ynakoBok Nel0x2) i3 36epexeHHAM
po3mipy cepii 3aTBepA)KEHOro Npu peectpauii 4ns
BMpo6HuKa MAT HBL, "Bopuariscbkuii X$3"
(3aTBepmxeHo: 2000, 000 Tuc. Tabn. abo 100 000
TnC. ynakoBok Nel10x2)

AMBPOKCONY
rAPOX/IOPUA,

MOPOLLIOK (Cy6CTaHuis) y
naketax nofAginHux
noslieTuNeHoBMX oNs
chapmaLeBTUYHOTO
3aCTOCyBaHHsI

MAT
"KuiBmegnpenapa
i

YkpaiHa

Epperip C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu Il TMny - 3MiHa y NapameTpax cneuudikaiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/MPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMpO6HMLTBA AD| — BUNYyUYeHHs 3i cneuudikauii Ta
MeToZAiB KOHTPoto A®| nokasHUKa AKOCTI «Baxki
MeTanu», Lo 06YMOB/IEHO NPUBEAEHHSM Y
BiANOBIAHICTb A0 BUMOT EP

UA/4101/01/01

AMIOJAPOH-
JAPHULA

TabneTku no 200 mr, no
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakoBLii; no
3 KOHTYpPHI YapyHKOBI
ynakoBKM B naui

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTuyHa
thipma "fapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis:
3MiHW | TUNYy - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM
nikapcbkoro 3acoby 3ateepmxkeHo: MIOPUTMIN®-
OAPHWLIA 3anponoHoBaHo: AMiogapoH-AapHuus.

BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.
3MmiHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO /iKapCbKOro
3acoby (36iNbLeHHA TepMiHy NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETHCA faHUMK PeasTbHOro Yacy)
36iNbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOC/IIKEHD
cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepxeHo: 2
pPOKM 3anponoHoBaHo: 3 POk BBeaeHHs 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMAXKEHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3amiHa rpadpiuHoro
0(POPM/IEHHS MEPBUHHOT Ta BTOPMHHOI YNakoBOK Ha
TEKCT MapKyBaHHs yNakoBOK 3 BiAMNOBigHUMU
3MiHamu fo po3ainis MKA 13 (po3gin «IpadiyHe
0hOPM/IEHHS» 3aMiHEHO PO3AiNIoM «MapKyBaHHS»).
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/6506/01/01

APUTMIN

Tabnetkn no 200 Mr no

TOB "®APMEKC

YKpaiHa

TOB "®APMEKC

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:

3a

UA/16212/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
KAPAIO 10 TabneTok y 6nictepi; reyn" reyn" 3MiHuM Il Tuny - 3miHK Woao 6e3nekn/eekTnBHOCTI peyenmom
no 3 6nictepu B nauui (BUPOGHULTBO 3 Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
npoaykuii in bulk 3060B's13aHb Ta YMOB BUaui peecTpadiiiHoro
BMpPO6HMKa TOB nocBiAYeHHS, BKIoYaoun MnaH ynpasiHHA
"apmaueBThYHa pusmKamu (3acTocyBaHHS 3MiH(1), ski(a)
KoMnaHis BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
"3p0pos'a"’, [04aTKOBUM JaHNMK, WO MakTb HaZaBaTucsA
YkpaiHa) KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHS 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o rnopsaky
NpOoBEeEHHS eKcnepTu3y peecTpauiiHnx
marepianiB Ha nikapcbki 3aco6u, WO NoAalTbCsa Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpaLiiHoro NocBiAYeHHs!, 3aTBEPAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
8. APMAAIH pO34uH A8 iH ekwuii, 50 TOB HB® YkpaiHa BiANOBigabHUIA 3a YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9896/01/01
Mr/M/1 0 2 M B amMnyfii; "MIKPOXIM" BMPOOHULITBO Ta Icnanis 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom

no 5 amnyn y kacerti; no
2 KaceTu B nauuj 3
KapToHy; Mo 2 M/ B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B nauLj 3 KapToHy

KOHTPO/b/BMNPOGY
BaHHs cepii, He
BK/IOYAKOUN
BUMYCK Cepii:
MpuBartHe
aKuioHepHe
TOBapUCTBO
"Jlekxim-Xapkis",
YKpaiHa,;
BignoBigabHWi 3a
BUNYCK cepil, He
BK/IOYAKOUN
KOHTPO/b/BMNPOGY
BaHHA cepil:
TOB HB®
"MIKPOXIM",
YKpaiHa,;
BiANOBIAaIbHMI 3a
BMPOGHULITBO Ta
KOHTPOL/BUNPOBY
BaHHSA cepii,
BK/THOHAI0UM
BMNYCK cepil:
"MabopaTopis
IHIBCA, C.A.",
Icnanis

HalilmeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuka
peecTpaLiiHOro NocBigYEHHs1) 3MiHa Ha3BK Ta
ajpecu 3asBHVKa: BBegeHHs 3miH npoTarom 3-x
MicAUIB MicnA 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro JlikapCbKoro
3aco0by, BK/IYaum AinbHUL BUNYycky cepii abo
MiCLie NPOBEAEHHS KOHTPO/TO AKOCTI. (AIS/IbHICTb,
3a AKy BiAnoBigae BMpPOGHMK/iMNopTep, BKIOYaloum
BUMNYCK Cepiil) 3MiHa Ha3BM Ta afpecu BUPOGHMKa
TOB HB® "MIKPOXIM", YkpaiHa (BignosiganbHuii
3a BUNYCK cepii, He BKIoYaun
KOHTPONb/BUNPOGYBaHHSA cepil), 6e3 3MiH1 Micus
BMPOGHMLTBA: BBEAEHHS 3MiH NpOTAroM 3-x MicsLiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarniagy. 3miHa
Y KOPOTKili XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii AN MeauyHoro
3aCTOCYyBaHHSA Ha MigcTaBi perynsapHo
OHOBJIOBAHOTO 3BITY 3 6e3nekn NikapcbKkoro 3acoby,
abo gocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/igspeecTpaviiiHnii nepios,
ab0 AK pe3ynbTar OLiHKK 3BITY 3 fOCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipxkeHs (PIP) (iHWi 3mMiHW) - BHECEHi A0
IHCTPYKL|i 415 MeAUYHOTO 3aCTOCyBaHHS
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nikapcbKoro 3acoby y po3ginu: “MNpoTunokasaHHs",
"Oco6nmBocCTi 3acTocyBaHHA", "MobivHi peakuii”
BIAANOBIAHO [0 OHOBMEHOT iIHhopmaLii 3 6e3nekn
LitoY0i pevoBMHN. BBeAeHHS 3MiH NpoTArom 3-x
MicaLiB nicnsa 3aTBepmKEHHs. 3MiHu | Tuny -
AgMiHicTpaTnBHi 3MiHK. 3MiHa Kogy ATX BHeceHi [0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3sgin:
"®GapmMakoTepanesTMyHa rpyna’ wogo kogy ATX
BiANOBIAHO A0 MiXHAPOAHOrO Knacudikaropa
hapm.rpyn Ta kogis ATX BOO3 3arBepmKeHo:
NO7X X CO1E B 3anponoHoBaHo: NO7X X
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHEHNX AaHux Npo
cuctemy thapmakoHarnagy (BBegeHHs
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa
[ONA 34jiiCHEeHHS hapMakoHarsay B YKpaiHi, AKLLo
BOHa BiZIMiHHA Bif, yNOBHOBaXKEHOI 0COOM,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA dapmakoHarnsay
(BKNKOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MiLLLeHHi MacTep-thaiina cuctemm
hapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
KOHTaKTHOI 0co6u. 3MiHu | TURY - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) BHECEHI [0 IHCTPYKLT 415 MegnyHOro
3aCTOCYBaHHS /iKapCbKoro 3acoby LWo0 faHux A1s
noBigomNeHb NPo HebaxaHi ABuMLLa Npu
3aCTOCyBaHHI NikapcbKoro 3acoby. BeefeHHsA 3MiH
npoTsirom 3-X MicsLiB Nic/is 3aTBEpMKEHHS

nocsBi04YeHHs

10.

APTEIPIC®

APTPOKON

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 400 mr, no 60
TabneTtok y gh1akoHi, no
1 donakoHy y KapTOHHIl
Kopobui

TOB "/IIOM'EP
PAPMA"

YKpaiHa

TOB "/IIOM'EP

PAPMA", YkpaiHa

(BUpPOGHMLTBO 3
npoaykuii in bulk

BMPOGHUKa: Mepk
LWapn i foym B.B.,

HigepnaHau)

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il TRy - 3MiHK 8O [HCTPYKLi 41s MeguyHoro
3acTocyBaHHsA A0 po3Ainis "®apmMakosnoriyHi
BnactusocTi", "lMpoTmnnokasaHHA", "3acTocyBaHHA Y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWMU
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta go3n",
"[iTn", "Mo6iyHi peakui”. BBefeHHA 3MiH
NPoTArom 3-X MicsiliB nicns 3aTBepAKeHHsA

3a
peyenmom

UA/15588/01/01

renb, 25 mr/rno 4518
Ty6i; no 1 Ty6i B
KapTOHHIA KopooLi

YOPA[,
MEAULIH
NIMITEL,

Benuvka
BpuTaHis

K.O. C/1ABIA
®APM C.P.JI.

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy - 3amiHa rpadgiyHoro

0(POPM/IEHHS MEPBWMHHOT Ta BTOPVMHHOI YNakoBOK Ha

3a
peyerimom

UA/14118/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBIAH/MM
3MiHaMu [0 po3ginis MKSA nikapcbkoro 3acoby
(po3gin «pachiyHe odopMIeHHs» 3amiHEHO
po3ainoM «MapKyBaHHSI»)
11. BEKOTUA™ aepo30/1b ANns nakcoCmiTKnsiAH Benvka [nakco Bennkom PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1204/01/01
EBOXANEP™ iHransuin, [o30BaHUi, Ekcnopt flimiteq BputaHis MpoaakwH 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AinbHULj ADI peyenmom

50 mkr/go3sy, 1 6as1oH 3 6eknoMeTasoHy AunponiHaTty

[103YOUUM K/1anaHoM Ha

200 po3 y kopobui 3

KapTOHyY
12. BEMAHTEH® cnpeii HaLKipHWiA, Baiiep KoHcblomep |  Lseiiuapis NixTenxensaT HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7805/02/01

nnoc po34uH no 30 mny Kep Al 6X 3MiHK | TUNY - 3MiHa JONYCTUMMX MEX MOKa3HMKa peyenma

donakoHi 3 dapmauoiiTiwe «pH» y npoueci BUpoOHMLTBA FOTOBOrO NiKapCbKoro

po3npuckyBayem Ta Pabpik 3acoby y BiANOBIgHOCTI 3i cnevumdikalieto npu

NAaCTUKOBOK KPULLKOHO; BMNYCKY FOTOBOrO NiKapCbKOro 3acoby

no 1 cpnakoHy B

KapTOHHI Kopoo6Li
13. BIHOKPUT® PO34MH ANS iH'EKUIn, 84 CaHpo3 M'm6X ABCTpIst BignoBigasnibHWii 3a | HimeuunHa/ BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/12383/01/01

MKr/m; no 0,8 mn (8000 BMPOGHMLTBO, ABCTpis 3MiHM | TUNY - 3MiHK 3 AKkocTi. A®l. BUpo6GHMLTBO. peyenmom

MO) a6o 1 mn (10000 nakyBaHHs, 3MiHK B npoLieci BUPO6HMLTBA AD| - BNPOBaAXEHHS

MO) po3uunHy ans
iH'eKLj1 B nonepesHbO
3arnoBHEHOMY,
rpagyiioBaHoMy LINPUL,
OCHaLLEeHOMY NOpLUHEM,
iH'eKLiAHOIO rO/IKOIO,
KOBMA4yKoM Ta 3aXUCHUM
NpUCTPOEM ANS
3anobiraHHs
MOLLKOKEHHIO FOJIKO0
nicns 3acTocyBaHHS,
abo 6e3 Hboro; Mo 1
LUNPULY Y KOHTYPHIl
6nicTepHili ynakoBLuj; no
1 KOHTYpHIli BnicTepHii
yNakoBLi Y KAPTOHHIl
Kopo6ui; no 0,4 mn
(4000 MO), a6o 0,6 mn
(6000 MO), a6bo no 0,8
mn (8000 MO), abo 1 mn
(10000 MO) po3uuHy
ONs1 iH'eKUIn, B
nonepegHL0
3arnoBHEHOMY,
rpagyiioBaHoMy LINPUL,
OCHaLLEeHOMY NOpLLUHEM,
iH'eKLiAHOIO rO/IKOIO,
KOBMNA4yKOM Ta 3aXUCHUM

KOHTPO/b cepil: Ali
[i Ti Bionorika
M6X, HimeuyuunHa,;
BignoBigasibHMi 3a
BMNYCK Cepil:
CaHpo3 M'mM6X -
BN WadTeHay,
ABCTpist

B BUPOOHMYMIA MpoLlec J40AAaTKOBUX MIKpOOpraHismis
[10 3aCTOCOBYBAHOrO B JaHWii Yac A1 OTPUMaHHSA
iHCyniHYy, HeObXiAHOro A8 BUPOBGHULTBA AjtoHOl
pevoBuHM ENoeTrHy anbda; 3miHu | Tuny - 3miHa
6y Ob-AKOi YaCTMHW MaTepiasly NePBUHHOI YNaKoBKY,
LLIO HE KOHTaKTYE 3 rOTOBUM JliKapCbKMM 3aCO60M
(Hanpuknag Konip KpULLEYOK 3 KOHTPONIEM MEPLLOTo
BiAKPUTTSA, KONIp KOAOBUX Kiflelb Ha amnynax,
KOHTelHepa Ans ronok (pisHi BUAM nnacTmacu)
(3miHa, fiKa He BN/MBaE Ha KOPOTKY XapakTepucTuky
NikapcbKoro 3acoby) - BHECEHHA [0AaTKOBOI
iHchbopmaL,ii CTOCOBHO Matepiasly NopLUHA




41

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
NPVCTPOEM ANA
3anobiraHHs
MOLLKOPKEHHIO FO/IKOK0
nicns 3acTocyBaHHs,
abo 6e3 Hboro; no 3
LUMpMLA Y KOHTYPHIl
6nicTepHili ynakoBuj; no
2 KOHTYpHi 6nicTepHi
YNaKoBKMN B KAPTOHHIiA
Kopobui
14. BIHOKPUT® PO34UH A5 iH'EKLIN, CaHpo3 F'm6X ABCTpist BignoBigasibHUiA 3a | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 mn BMPOGHMLTBO, ABcTpis 3MiHM | TURY - 3MiHK 3 aKkocTi. A®l. BupobHMUTBO. peyenmom
(1000 MO) a6o no 1 mn nakyBaHHs, 3MiHM B npoLieci BUpo6HMLUTBa AD| - BNpOBaXEHHS
(2000 MO) po3uunHy ans KOHTpO/b cepii: Al B BUPOGHMUUIA NpoLec A0AATKOBUX MIKPOOPraHi3miB
iH'eKLn B nonepefHbo i Ti Bionorika [0 3aCTOCOBYBaHOr0O B AaHuii Yac As18 OTpUMaHHs
3anoBHEHOMY, v6X, HimeuunHa; iHCyniHYy, HeO6XiZHOro A58 BUPOGHMLTBA A4l
rpagyiioBaHoMmy LMWL, BiANOBigabHUIA 3a peyoBuHU EnoeTrHy anbga; 3miHu | Tuny - 3miHa
OCHalLLleHOMY MOpLUHEM, BUMYCK Cepii: 6yAb-AKOi YacTMHW MaTepiasly NEPBUHHOI YNakoBKW,
iH'EKLAHOIO rOMKOoto, CaHpos M'm6X - LLIO HE KOHTaKTYE 3 TOTOBUM JliKapCbKMM 3aCO60M
KOBMaYKOM Ta 3aXUCHUM BM WadbteHay, (Hanpuknag Konip KpMLLEYOK 3 KOHTPONEM MEPLLOro
NPUCTPOEM AN1A ABCTpIs BIAKPWTTSA, KOMIP KOZOBUX KiNeLb Ha amnynax,
3anobiraHHs KOHTeliHepa A1 rookK (pi3Hi BUAy nnacrmacw)
NOLUKOKEHHIO FOJIKO0 (3miHa, fiKka He BN/MBAE Ha KOPOTKY XapakTepucTuky
nicns 3acTocyBaHHS, NiKapcbKoro 3acoby) - BHECEHHS [,04ATKOBOI
abo 6e3 Hboro; Mo 3 iHcbopMmaL,ii CTOCOBHO MaTepiasly NopLUHS
LUMPMLA Y KOHTYPHIl
6nicTepHili ynakosLj; no
2 KOHTYpHI 6ricTepHi
YNaKoBKM1 Y KapTOHHIl
Kopobui
15. BIHOKPUT® pO34uH ANA iH'ekuiid, 336 CaHpo3 F'mM6X ABCTpIA BignosiganbHWii 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/12383/01/03
MKr/m; no 0,5 mn BUPOGHMLTBO, ABCTpist 3MiHuM | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO. peuyenmom
(20000 MO) a6o no 0,75 nakyBaHHs, 3MiHN B npoLieci BUPo6HMLTBA AD| - BNPOBaXEHHS

mn (30000 MO), a6o no
1 mn (40000 MO)
pO34nHy A5 iH'EKUil B
nonepeaHL0
3arnoBHEHOMY,
rpagyioBaHoMy LUNpWL,
OCHalLLieHOMY MOpPLUHEM,
iH'EKLLIiHOO TOJIKOH,
KOBMAYykoM Ta 3aXUCHUM
NPVCTPOEM ANA
3anobiraHHs
MOLLKOKEHHIO FO/IKO0
nicns 3acTocyBaHHs,
abo 6e3 Hboro; no 1 abo
no 3 nonepeaHL0

KOHTpO/b cepii: Al
[i Ti Bionorika
'M6X, HimeuunHa;
BignoBiganbHWii 3a
BMNYCK cepil:
CaHpo3 'm6X -
BN WadTeHay,
ABCTpist

B BUPOGHMUMIA NpoLec AOAATKOBUX MIKPOOPraHiamiB
[10 3aCTOCOBYBaHOr0 B laHWi Yac A1 OTPUMaHHSA
iHCyniHYy, HeobXiAHOro AN BUPOGHMLTBA AjHoUO0i
peyoBuHU EnoetuHy anbga; 3miHu | Tuny - 3amiHa
6y/Ab-KOI YaCTUHW MaTepiany NepBUHHOT yNakoBKuY,
LLIO HE KOHTAKTYE 3 FOTOBUM JliKapCbKM 3aCO060M
(Hanpuknag Kosip KpULLEYOK 3 KOHTPOJIEM NEepPLLOro
BiAKPUTTSA, KONIP KOAOBUX KiNeub Ha amnynax,
KOHTeliHepa A1 ronok (pisHi Buan nnactMmacu)
(3MiHa, sika He BN/IMBAE Ha KOPOTKY XapaKTepUCTUKY
NiKapcbKoro 3acoby) - BHECEHHS A,04ATKOBOI
iHchopmaL,ii CTOCOBHO Matepiasly NopLUHSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3anoBHeHUX Wnpuua y
KOHTYPHIli 61icTepHil
ynakosui; no 1 (1 wnpuy,
Y KOXHiiA) a6o no 2 (3
LINpULLA Y KOXHIlA)
KOHTYPHI 6nicTepHi
YMaKOBKU B KAPTOHHIi
KopoobLi
16. BYAEHO®ANBLK niHa pekTasibHa, 2 [p. ®anbk Papma HimeuunHna | BignosiganbHuii 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/6964/02/01
Mr/003y; KOXHWUIA 6anoH 6X BUMYCK Cepiii LLiseiiuapis 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
MIiCTUTb SIK MiHiMy™m 14 KiHLLeBOro Ta (hapmakoHarnsagy. BeegeHHs abo 3MiHn o
£[03 1Mo 1,2 1 niHn NpoAYyKTYy Ta y3araslbHeHUX AaHunx Npo cuctemy
pekTanbHoI; no 1 abTepHaTNBHe chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
6as10Hy 3 03aTOPOM Y BTOPVHHE npo cucTemy dhapmakoHarnsgy, 3mMiHa
KomnnekTi 3 14 nakysaHHs: [p. YMOBHOBaXEHOI 0c06u, BifNoBiAaIbHOT 3a
annikatopamu ans danbk dapma 34iiCHEeHHS hapmakoHarnsay; KOHTakTHOT ocobu 3
BBEJEHHS NiHW Y M6X, HimeuyuunHa,; (hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
Na1acTUKOBOMY JIOTKY Ta BMPOGHMK hapmakoHarnsgy B YKpaiHi, K0 BOHa BifMiHHA
14 nnacTMkoBUMMK [030BaHoi chopmu, BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
naketamu Ans ririeHivyHoil nepBrHHe Ta 3[iiCHEeHHs1 hapMakoHarisay (BKIUakum
yTunaizauii annikatopis y BTOPUHHE KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
KapTOHHI Kopoo6Li nakyBaHHs, thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTPO/b AKOCTI: YNOBHOBaXXEHOI 0c06M 3asBHMKa. MNponoHoBaHa
Aeposonb-Cepsic pegakuisi: Andrea De lacovo / AHgpea [le AkoBo.
AT, LBeiuapis 3MiHa KOHTaKTHOT 0cobu 3asiBHUKa. [TponoHoBaHa
pepakuisi: BoiiTeHko AHTOH leoprilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0Co6MU.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0cobm
17. BYAEHO®ANbK TBEPAi kancynm 3 Op. danbk Papmva HimeuunHa | BignoBsiganbHuii 3a | HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6964/01/01
KALLKOBOPO3UYNMHHUMU m6X BMNYCK Cepiit 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyernmom

rpaHynamu no 3 mr, no
10 kancyn y 6nictepi; no
5 a6o no 10 6nicTepiB y
KOpOOGLii 3 KAPTOHY

KiHLEBOro
NpoAyKTy Ta
anbTepHaTUBHe
BTOPVHHE
nakyBsaHHs: [p.
Panbk Papma
m6X, HimeuunHa,;
BUPOBHUKM
[030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakysaHHs: Jlo3aH
dapma N'M6X,
HimeuunHa

Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3araslbHeHUX faHnx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
npo cucTtemy hapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3fjiicHeHHs chapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
BiZl yNOBHOBaX€eHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
thalina cuctemun chapmakoHarnisgy) - 3miHa
yMOBHOBaXEHOT 0co6Y 3asBHMKa. MponoHoBaHa
pepakuis: Andrea De lacovo / AHapea e AkoBo.
3MiHa KOHTaKTHOI 0co6M 3asiBHMKA. [1ponoHoBaHa
pepakuisi: BoiTeHko AHTOH lMeoprilioBuy.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOI 0CObU.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
18. | BYCTPUKC™ CycneHsis ons iH'ekuii "nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/15071/01/01
nonio no 1 posi (0,5 mn/posy), Ekcnopt NimiTeq BpuTaHis Bionogxikans C.A. 3MiHKM | TUNY - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHN) - peuyenmom
KOMBIHOBAHA no 1 fosi y nonepeaHL0 KOpPEKTHE BUKNaAEeHHA (DYHKLA BUPOBHNUMX CaliTiB
BAKUVHA ona HarmoBHEHOMY LLNPUL; GSK Biologicals Rixensart Ta GSK Biologicals
MPO®DINAKTUKN no 1 nonepeaHbo Wavre y po3gini 3.2.S.2.1 Manufacturer(s) sik
ANDTEPII, HanoBHEHOMY LUNPULY Y BIANOBIAA/IbHNX 3@ KOHTPOb AKOCTi cybCcTaHLii
MNPABLS, KOMM/IEKTI 3 ABOMA iHakTMBOBaHOro Bipycy noniomienity (QC Testing of
KALUHOKY rofikamv B IPV Bulk)
(ALENMONAPHN nnacTUKOBOMY
W KOMMOHEHT) | koHTeliHepi; no 1
TA KOHTeWHepy Y KapTOHHIl
noniomienity KOpo6Li
(IHAKTUBOBAHA
)
(AACOPBOBAHA
, 3l
SMEHLLEHUM
BMICTOM
AHTUTEHIB)
19. BANALUUVKNOBIP | nopouwok (cybcTaHuis) y BE3 ®apmaxem Xopsaris YaHnkoy KoHi Kutaii BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/8305/01/01
Y T1APOXNOPUA, | noggiliHnx 4.0.0. dapmacboTikan 3MiHa 3asBHVKa (BnacHuka peectpaviiHoro
noslieTUNeHoBMX Ko., NITo nocBigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015
naketax gns Ne 460)
hapMaLeBTUYHOIO
3acToCyBaHHSA
20. BANALUUKNOBIP | nopoluok (cybcTaHuis) y dapmaxem CA Leiiapis LLlaHxaii ®apma Kutaii BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/8305/01/01
Y r1APOXNOPUA, | noggiliHnx M&M pyn YaHnkoy 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nosieTuNeHoBMX KoHi HalilMeHyBaHHs Ta/abo agpecy MicLsA NPoBaKeHHS
naketax gns $apmacbloTikas LisNbHOCTI BUpOOHUKa (BK/ItOYakoun, 3a
hapmaueBTUYHOro Ko., NTa HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJII0 SKOCTI),
3acTocyBaHHs abo BnacHuka mactep-cpaiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
mMarepiany/peareHTy/npOMIXHOT0 MPOAYKTY, L0
3aCTOCOBYIOTbCS Y BUPOOHULTBI AD] (SKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI peYOBUHM
(AKLLLO 3a3HAYEHO Y AOCbE) - 3MiHA Ha3BM
BMpOGHUKa A®| BantaumkioBipy rigpoxniopugy, 6e3
3MiHM MiCL BUPOBHMLTBA: 3aTBEPKEHO:
Changzhou Kony Pharmaceutical Co., Ltd, China
YaHnkoy KoHi ®apmacktoTikan Ko., NITa, Kntaii.
3anponoHoBaHo: Shanghai Pharma Group
Changzhou Kony Pharmaceutical Co., Ltd, China
LWaHxai ®apma Npyn YaHmnkoy KoHi
dapmacbtoTikan Ko., Ita, Knutaii.
21. BAP®PAPUH-®C Tabnetku no 3 mr, no 10 TOB "®apma YKpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/5747/01/02
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n/n

Hassa
JliKapcbKo20

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby

TabneTok y 6nictepi, no
1, 3 a6o 10 6nicTepiB y
nauuj 3 KapToHy

Crapt”

Crapt”

3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn go
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3pjiicHeHHs hapMakoHarisay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiZl YNOBHOB&aXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay (BKIKUakum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg: nponoHoBaHa pefakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXeEHOT 0cobm

peyerimom

3a

UA/7363/01/01

22,

BEPMOKC

Tabnetku no 100 mr no 6
TabneTok y 6nictepi, no
1 6nicTepy B KAPTOHHIl
ynakoBLi

BAT "TepeoH
Pixtep"

YropwmHa

l'epeoH PixTep
PymyHisa A.T.,
PymyHis;
[oaaTtkoBuii
BMPOBHUK,
BiANOBIgaIbHUI 3a
BUMYCK Cepii,
ochopMNeHHs
ceptudikaty
akocTi: BAT
"l'epeoH PixTep",
YropimHa

PymyHis/
YropwmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta (hapmakoHarnsagy. BeegeHHs abo 3MiHu o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
34iiCHEeHHSs hapmakoHarnsay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BKIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0cO6MU, BiANOBIAabHOI 3a
3[jicHeHHs dhapmakoHariagy. MponoHoBaHa
pepaxkuis: Attila Olah. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
34ificHeHHs chapmakoHarnsagy

peyerimom

UA/11573/01/01

23.

BIHOKCWH MB

TabneTku
NpoNoHroBaHoi Aji no 30
Mr no 20 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
nauuj

TOB "®apma
Crapt”

YKpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHuX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiAnoBiganbHOT 3a
3[iiCHEHHs1 chapMakoHarnaay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asiBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHa
Bif, yNOBHOBaXeEHOI 0c0o6W, BignoBigansHoi 3a

34iiCHeHHs1 hapMakoHarsay (BKIKYakuu

3a
peyenmom




n/n

Hasga

Popma sunycky

3asiBHUK

Kpaina
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JliKapcbKo20
3acoby

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

24.

BIHOKCW/H MB

TabneTtkn

KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6M 3as1BHVKA, BignoBigasibHOI 3a
thapmakoHarsis;: NponoHoBaHa peAakLis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT ocobum

25.

BO/IbTAPEH®

NponoHroBaHoi Aji no 30
Mr in bulk: no 7 kry
naketax
nonieTuIeHoBux B
KOHTeliHepax

emynbrenb ans

TOB "®apma
Crapt”

Hosapric

YKpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx
npo cuctemy dpapmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3[iiCHEHHSI (hapMakoHarnsay; KOHTakTHOT ocobu 3
hapMakoHarniagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jicHeHHs hapmakoHarnsay (BKIyaun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg: NponoHoBaHa peAakLis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0cobm

UA/11574/01/01

26.

EMYNbIE/b

FTABAHTWH 300

30BHILLUHBOIO
3actocyBaHHs 1 % no 20
r, abo no 50 r, abo no
100 ry Ty6i; no 1 Ty6i B
KapTOHHI/ KopoobLi

KoHcbomep Xenc
CA

LBeiiLapis

Hosaprtic ®apma
MpoaykuioHc
'M6X, HimeuunHa;
Hosapric
KoHcblomep Xesnc
CA, Wseiiyapis

Himeuunna/
LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TNy - 3MiHW y NpoLeci BUPOGHULITBA
rOTOBOrO MiKapCbKOro 3acoby, BKIUaK4m
NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBHULTBI FOTOBOrO NiKapCbKOro 3acoby -
He3HayHa 3MiHa y npoueci BUpobHuLTBa —
[ofaBaHHA AOMOMIKHOI PEHOBUHU AieTuiamiHy
6e3nocepeHbO y NPOLEC 3aMiCTb NPUTOTYBaHHS
PO34YMHY AAHOI PEYOBUHK; 3MiHU | TUMy - 3MiHa
po3Mipy cepii (Bk/ItoYaoun gianaszoH po3mipy cepii)
roTOBOrO JliKapCbKOro 3acoby (36inblweHHa ao 10
pasiB NMOPIBHAHO i3 3aTBEPAXXEHUM PO3MIPOM) -

36i/bLUEHHS PO3MIipY Cepii FOTOBOr0 NikapCbKoro
3aco6y. 36iMbLUEHHS NOTY)HOCTE BUPOGHMLTBA Ta

6e3
peuyenma

UA/1811/01/01

kancynu no 300 mr, no
10 kancyn y 6nictepi; no
3 abo 6 6nicTepiB y
KapTOHHI navi

TOB "dapma
Crapt”

YKpaiHa

TOB "dapma
Crapt”

Ykpaina

BBe/leHHs peakTopy 6inbworo 06'emy Ha 5000 kr
BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK WoAo 6e3neku/ehekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX AaHvX Npo cucTemy
thapmakoHarnagy (BBefjeHHs y3arasibHeHuX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa

YNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
3[jiicHeHHs hapmakoHarnaay; KOHTaKkTHOT ocobu 3

3a
peuyenmom

hapMakoHarisgy 3asBHUKa A5 34iINCHEHHS

UA/7323/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoi 3a
3pilicHeHHs hapMakoHarnagy (Bkyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnis4;: NponoHoBaHa peAakLis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOT ocobum
27. | TEKCIA necapii no 16 mr, no 5 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/15850/01/01
necapiiB y KOHTYPHiii "BIODAPMA" "BIO®APMA" 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuMii peuenma
YapyHKOBIli ynakoBLii; no 3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTI
2 KOHTYpPHi YapyHKOBI abo ymoBax 36epiraHHs roTOBOro /likapCbKoro
yNakoBKU y nauli 3 3aco06y (36i/bLUeHHs TepMiHYy NPMAATHOCTI FOTOBOrO
KapTOHY niKkapcbKoro 3acoby) - [1ns TOproeoi ynakoBku
(nigTBEPAXKYETLCA AaHMMKN peasibHOro vacy)-
36i/1bLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHMX
pe3ynbTaTisB [OBrOCTPOKOBMX AOCILKEHb
CTabiNbHOCTI y peasibHOMY Yaci:
3aTtBepakeHo: TepMiH NPpUMAATHOCTI. 2 pOKu
3anponoHoBaHo: TepMiH NPMAATHOCTI. 3 POKK
28. rIHO®OP TabneTtku BariHasbHi, N0 MegpiHoBa Al Leiiapis BUPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1851/01/01
2 Tabnetku y 6nictepi; nepBrHHe Ta LLiseiiuapis 3MiHM | TUNY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii peyenma
no 1 6nictepy B BTOPUHHE 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa
KapTOHHI KopobLi; no 6 nakyBaHHs, iMnopTepa/3miHu, L0 CTOCYIOTLCA BUMYCKY cepii Ta
TabneTtok y 6nictepi; no KOHTPO/Ib SIKOCTI: KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
1 a6o 2 6nictepu B Xaynt ®apma (3amiHa abo foAaBaHHS BUPOGHMKA, LU0 BiAnoBigae
KapTOHHIA KopooLi Awmaper 'm6X, 3a BBe3eHHSA Ta/abo Bunyck cepii) - Bkaoyaroumn
HimeuunHa; KOHTPONb/BMNPOGYBaHHSA cepii - BUPOOHMK
nepBrHHe Ta MegiHoBa Al LLIBeliLapist 3MiHIOE BUPOGHUYY
BTOPVHHE [iNbHWLIO BigNOBiAabHY 3a KOHTPO/b Ta BUNYCK
nakyBaHHs: cepii. BBeieHHS 3MiH NpoTArom 6-T1 MicALiB nicns
IBepc-/i Al', 3aTBEPKEHHS; 3MiHW | TUNY - AOMIHICTPaTUBHI
LLiseiiuapis; 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
KOHTPO/b AKOCTI 3a8BHMKa (BNacHvKa peecTpauiiHoro NocBig4YeHHs)
Ta BMNYyCK cepil: - 3MiHa agpecu 3asBHVKa (BBeeHHS 3MiH NPOTAToM
MegiHoBa Arl, 6-Tn MicsAUIB NicNs 3aTBEPKEHHS)
LLiseiuapis
29. | AEKAPUC Tabnetku no 50 mr, no 2 BAT "T'eneoH YropwmHa NOBHWIA LMK PymyHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6866/01/01
Tabnetku y 6nictepi; no Pixtep" BMPOGHULITBA YropLumHa 3MiHY Il Tuny - 3miHK Woao 6e3nekun/ethekTUBHOCTI peyenma
1 6nicTepy B KapTOHHIA roToBOI NpoAyKu,ii, Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
ynakoBLi nakyBaHHs, 3060B'A3aHb Ta YMOB BuAaui peectpauiiiioro

KOHTPO/b cepii:
'epeoH Pixtep

NocBiAYEHHS, BKIOYaroun MnaH ynpaeniHHA
pusmkKamm (3acTocyBaHHS 3MiH(1), siki(a)

PymyHia A.T., BMMaralTb(€) NOAANbLIOT0 06I'PYHTYBaHHS HOBUMM
PymyHis; Bunyck [0[aTKOBUM JaHuMu, L0 MatoTb HagasaTucs
cepil, KOMNETEHTHUM OpPraHOM, OCKiJIbK/ BUMAaraeTbCst
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
ohopMNEeHHS CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) -
cepTudikatis BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
AakocTi: BAT 2.3 nyHKTY 2 gopatky 15 fo MNopaaky nposefeHHs
"l'epeoH PixTep", eKCcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
YropuyHa 3aco6u, L0 NoAalTLCS Ha fepxaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn marepianis
MPO BHECEHHS 3MiH 0 peecTpavyjiiiHuX maTepiasnis
NpoOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne
460)
30. | AEKAPUC Tabnetku no 150 mr, no BAT "leneoH YropwmHa MOBHMWI LKA PymyHis/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/6866/01/02
1 TabneTuiy 6nictepi, Pixtep" BMPOGHMLITBA YropwuHa 3MiHuM Il Tuny - 3miHK Woao 6e3neku/edekTMBHOCTI peyenma
no 1 6nictepy B roToBOI NPOAyKLii, Ta (papmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
KapTOHHI ynakosLi nakyBaHHs, 3060B'13aHb Ta YMOB BMAa4i peecTpauiiiHoro
KOHTPO/Tb Cepil: nocBigYeHHS, BKIoYaoun MnaH ynpasniHHA
lepeoH Pixtep pusmKamu (3acTocyBaHHS 3MiH(1), ski(a)
PymyHia A.T., BMMaralTb(€) NOAANIbLLOTO 06I'PYHTYBaHHS HOBUMM
PymyHis; Bunyck [04aTKOBMM AaHVMK, WO MaloTb HagasaTucs
cepii, KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbest
ochopmneHHs CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
cepTtudikaTis BriKoHaHHS 3000B'A3aHb BiAMOBIAHO A0 MiANYHKTY
AKOCTi: BAT 2.3 NyHKTY 2 popatky 15 o Mopagky nposefeHHsA
"l'epeoH PixTep", eKcnepTn3n peecTpauiiHnx mMatepianis Ha nikapcbki
YropuyHa 3aco06u, L0 NoAalTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaljiiHuX maTtepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
31. | AEMAKIH® 400 niogpinizar gns posunHy TOB "CaHodi- YkpaiHa BMPOGHUK, ITanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10138/01/01
Mr Ans iH'ekuii no 400 mr ABeHTiC YkpaiHa" BiANOBiAaIbHMI 3a YropwmHa 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
Ne 4 (no 1 donakoHy 3 BWMYCK Cepiii: rOTOBOrO JliKapCbKOro 3acofy - 3MiHa onucy meToay
niogpinizatom y CAHO®I C.M.A., «[Mpo30opicTb» 415 BiGHOBNEHOTO PO3UMHY Y
KOMNAEKTi 3 1 amnysion ITanis; BUPOGHMK MEeTOAMLji BUNPOBYBaHHSA rOTOBOTO JTiKapCbKOro
po34nHHKKa (Boga Ans PO3UMHHYKA: 3acoby
iH'EKLLiiA) No 4 MmNy XIHOIH, 3aBog,
KapTOHHI kopobui Ne 1; PapmaueBTUUHUX
no 4 KapTOHHVX KOPO6KU Ta XiMiyHnX
Ne 1y KapTOHHii MpoaykTis
Kopo6ui Ne 2) Mpaisit Ko. T4,
YropwmHa
32. | ANKNODEHAK- PO34MH ANA iH'EKUiA, 25 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4060/01/01
AAPHNUA Mr/mn no 3 M1 B amny i, "®apmaueBTuyHa "®apmaueBTnyHa 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHs Ad| peyenmom

no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLi; No
1 ab0 2 KOHTYpHI

chipma "JapHuus”

ipma "dapHnus”

abo BuxigHOro matepiany/npomikHoro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6bHuuTBa A®| (He3HAYHI 3MiHW Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
YapyHKOBi YNakoBK/ B 3aTBEPAKEHNX MeToAax BUNPOOYBaHHS)
naJui; no 3 mn B amnyni,
no 10 amnyn y Kopoo6ui
33. | ANK/TODEHAK- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/4060/02/01
AAPHNLUA 060/10HKOIO, "GapmaueBTuyHa "®apmaueBTuyHa 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad| peyernmom
KMLLKOBOPO34MHHI, N0 25 | chipma "fapHuuqa” dipma "apHuus” abo BuxigHOro matepiasy/npomikHOro
mr no 10 TabneTok y NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOHTYPHili YapyHKOBIi npoueci BupobHuLTBa AP| (HE3HAYHI 3MiHW Y
yMakoBLii; N0 3 KOHTYPHI 3aTBEPKEHUX MeTOAAax BUNPOBYyBaHHS)
YapyHKOBi YNakoBK/ B
naui
34. | AIOKOP 160 TabneTkn, BKPUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8318/01/01
N1iBKOBOK 060/10HKOMO, Crapt” Crapt” 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
no 160 mr/12,5 wr, no 10 Ta thapmakoHarnsgy. BeegeHHs abo 3miHm o
TabneTok y 6nictepi; no y3araslbHeHUX AaHunx Npo cuctemy
1,n0 3,no04 abo 9 hapmakoHarnagy (BBeeHHs y3araslbHeHUX JaHuX
6nictepiB y nauui npo cuctemy hapmakoHarnsgy, amiHa
KapTOHY YNOBHOB&XEHOT 0CO6M, BiANOBiAaIbHOT 3a
3fjiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarisay (BkIyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg: npornoHoBaHa pefakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBAXEHOI 0CO6U
35. | AIOKOP 80 TabneTkn, BKPUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/8318/01/02
NiBKOBOK 060/I0HKOMO, Crapt” Crapt” 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKTUBHOCTI peyenmom
no 80 mr/12,5 mr no 10 Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
TabneTtok y 6nictepi; no y3aras/ilbHeHUX gaHux npo cucrtemy
1,n0 3,no4 abo 9 hapmakoHarnagy (BBeeHHs y3araslbHeHUX JaHuX
6nicTepiB y nauyli npo cuctemy hapmakoHarnsgy, smiHa
KapTOHYy YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOT 3a
3fjiicHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnisgy B YKpaiHi, SKLLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3pjlicHeHHs hapMakoHarnagy (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarsisg: NponoHoBaHa peAakLis —
CenesHboBa O.10. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXeHOT ocobum
36. | AIOKOP CO/O TabNeTkn, BKPUTI TOB "®apma YKpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/11341/01/01




n/n

Hassa
JliKapcbKo20

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

3acoby
160

NNiBKOBOK 060/I0HKOHO,
no 160 mr no 10
Tabnetok y 6nictepi; no
1 a6o 3, abo 4, abo 9
6nicTepiB y KAPTOHHIl
nauuj

Crapt”

Crapt”

3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn go
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3pjiicHeHHs hapMakoHarisay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiZl YNOBHOB&aXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay (BKIKUakum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg: nponoHoBaHa pefakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXeEHOT 0cobm

peyerimom

37.

AIOKOP CONO
80

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 80 mr no 10 TabneTok
y 6nicTepi; no 1 a6o 3,
abo 4, abo 9 6nicTepiB y
KapTOHHII navui

TOB "®apma
Crapt”

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta (hapmakoHarnsagy. BeegeHHs abo 3MiHu o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
34iiCHEeHHSs hapmakoHarnsay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BKIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg: npornoHoBaHa pefakuis —
CenesHboBa O.10. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0Co6U

3a
peyerimom

UA/11341/01/02

38.

AICTPENTASA®

Cyno3nTopii peKkTasbHi
15000 MO+1250 MO; no
6 cynosuTopiiB y
6nictepi; no 1 6nictepy
B KapTOHHIi kopo6ui

"BIOME/-
JIFOB/IH"
BUTBYPHSA
CYPOBILL |
LLLEEMMOHEK
CNYNKA
AKLIMIAHA

MonbLa

"BIOME/-
JHOB/IH"
BUTBYPHS
CYPOBIL, |
LLIEEMMOHEK
CNYNKA
AKLIMIAHA

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta (hapmakoHarnsagy. BeegeHHs abo 3miHn o
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIZaIbHOI 3a
3fjiiicCHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[jicHeHHs1 hapMakoHarsay (BkIuakum

KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLIEHHI MacTep-

3a
peyerimom

UA/5275/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6WU, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy: MNponoHoBaHa pefakuis -
BoiiTeHko AHTOH leoprilioBuy. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu, BifonoBifasibHOT 3a
3AjiiCHeHHs1 hapmakoHarnaay

39.

[I®GOPC 160

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
5 mr/160 mr; no 10
TabneTok y 6nictepi; no
1 a6o 3 6nictepu y
nauuj 3 KapToHy

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx
npo cuctemy dpapmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3[iiCHEHHSI (hapMakoHarnsay; KOHTakTHOT ocobu 3
hapMakoHarniagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jicHeHHs hapmakoHarnsay (BKIyaun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg: NponoHoBaHa peAakLis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0cobm

3a
peyenmom

UA/12365/01/01

40.

JI®OPC 80

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
5 mr/80 mr no 10
TabneTok y 6nictepi; no
1 a6o 3 6nictepu y
nauuj 3 KapToHy

TOB "®apma
Crapt”

YKpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHuX faHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiANoBiganbHOT 3a
3[iiCHEHHs1 chapMakoHarnaay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asBHUKa 415 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bif, yNOBHOBaXeEHOI 0c0o6W, BignoBifansHoi 3a
3AjiCHeHHs hapMakoHarnsay (BkIyakun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBAXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsg: nporoHoBaHa peAakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobum

3a
peyenmom

UA/12365/01/02

41.

AIPOPC XL

TabneTku, BKPUTI
N1iBKOBOK 060/I0HKOIO,
10 mr/160 mr no 10
TabneTtok y 6nictepi; no
1 a6o 3 6nictepn y
nayui 3 KapTOHY

TOB "dapma
Crapt”

YKpaiHa

TOB "dapma
Crapt”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK WoAo 6e3neku/ehekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX AaHvX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa

3a
peuyenmom

UA/12365/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
YMOBHOBaXEHOI 0cobu, BiANoBigabHOT 3a
3[iiCHEeHHs1 (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3pilicHeHHs hapMakoHarnagy (BkYarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHVKA, BifnoBigasibHOI 3a
thapmakoHarnis4;: NponoHoBaHa peAakLis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOT ocobum
42. | AOCTUHEKC Tabnetku no 0,5 mr no 2 Mdpaiizep IHk. CLIA Mdpaiizep ITanisa ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5194/01/01
abo no 8 Tabnetok y C.p.n. 3MiHW | TUNY - BUNYYEHHS a/lbTEPHATVBHOIO peyenmom
thnakoHi; no 1 dpnakoHy BMpo6HMKa AP (kabeproniHy)
B KQPTOHHIli Kopobu,i
43. | APOTABEPUHY MOPOLLIOK (Cy6CcTaHLis) y MpuBatHe YkpaiHa Xepxianr Anenoa KnTaii BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - UA/12067/01/01
rigpoxnopruj noABiMHMX NakeTax 3 akujioHepHe KeHmxy 3MiHW | TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa
nonieTunexy ans TOBapUCTBO dapmacbloTikan HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BNacHUKa
hapMaLeBTUYHOIO “Nekxim — Xapkis” KO., NT4 peecTpaviiiHoro NocBigYeHHs1) - 3MiHa
3acTocyBaHHs HalilMeHyBaHHA Ta afpecu 3asBHYKA.
3aTtBepmkeHo: AT “JlekxiMm — XapkiB” YkpaiHa,
61115, m. Xapkis, Byn. 17-ro MNapt3’i3gy, 36
3anponoHoBaHo: [MpuBaTHe akuioHepHe
TOBapucTBO “JlekxiMm — XapkiB” Ykpaina, 61115,
Xapkiscbka 0611., MicTo Xapkis, Bynuus CeseprHa
MoToubkoro, 6yanHok 36
44, EK30-0EPM cnpeii HaLKipHWIA, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: bes UA/13915/01/01
po3unH, 10 mr/mn no 8 obmexeHoro obmexeHoro 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
M abo 15 mny Bi4NOBiAA/IbHICTIO BigNoBigasIbHICTIO HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BacHUKa
dhNaKoHi, "apmMaueBThYHA "bapmaueBTnyHa peecTpauiiHoro Noceig4eHHs) 3mMiHa agpecu
3abe3neyeHomMy crpeii- KOMMaHis KoMMaHis 3asBHMKa TOBapPUCTBO 3 OOMEXEHOI0
HacocoMm, HacafgKo- "3popos's" "3popos'sa" BignoBigasibHicTO "®apmMaleBTYHa KOMMNaHis
posnustoBayem Ta "3p0poB'a", YkpaiHa: BBeeHHs1 3MiH NpoTArom 6-tm
3aXMCHUM KOBMayvKoM; MicALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
no 1 chslakoHy y KopooLi AZMIHICTpaTVBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
3 KapTOHY Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBoro ikapCbKoro
3aco6by, BK/IYaK4M AiNbHULI BUNYCKy cepii abo
MicLe NpoBefEeHHSA KOHTPOSIKO AKOCTI. (LiANbHICTb,
3a AKy BiAnosifgae BUPO6HMK/iIMNopTep, BKIYaoun
BMNYCK Cepiil) 3miHa agpecn BUpobHuka 13
ToBapnCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO
"dapmMaLieBTUYHA KOMNaHisa "3ao0pos'a”, YkpaiHa
6€e3 3MiHN Micus BUpO6HMLTBA: BBEAEHHS 3MiH
NpoTArom 6-Tu MicsLIB NicNsa 3aTBepAKEHHS
45. | EK30-0EPM crnpeit HaLLKipHWIA, ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/15493/02/01

po34uH, 10 mr/mA in

06MEXEHO

06MEXEHO

3MiHuM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

bulk: no 10 n a6o no 50
n'y 604kax meTaneBux
KEIr

BigNOBiAa/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a”

BignoBiga/IbHICTIO
"®GapmaueBTuyHa
KoMnaHis
"3p0pos'a”

HalilmeHyBaHHA Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiiHoro NocBigYeHHs) 3MiHa agpecu
3asBHMKa TOBaApPUCTBO 3 0OMEXEHOI0
BiAMOBIAa/TbHICTIO "dapMaueBTUYHa KOMNaHis
"3p0poB'a", YkpaiHa: BBegeHHs 3MiH NpoTArom 6-tm
MicALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /ikapCbKoro
3aco0y, BKII0YAKUM AifbHULL BUNYCKY cepii abo
MicLe NpoBefEeHHSA KOHTPOSIO AKOCTI. (4isNbHICTb,
3a AKy Bignosigae BUPOGHUK/IMNOPTEP, BKIKOYAKOUM
BWMYCK Cepiii) 3MiHa agpecn BupobHuka M3
ToBapuCTBO 3 06MEXEHOI0 BiANOBIAASIbHICTIO
"dapmMaLieBTUYHa KOMNaHisa "3gopos's”, YkpaiHa
6e3 3MiHu MicLa BUpOBGHMLTBa: BBEAEHHS 3MiH
NPOTArom 6-Tv MicsILiB Micns 3aTBepPAKEHHS

46.

EKCTEHUE®

NOPOLLIOK A4/151 PO3UNHY
Ans iv'exuii no 500 mr, 1
(h/1aKOH 3 MOPOLLKOM Y
nauuj 3 KapToHy

M.BioTek /iTq,

Benuka
BputaHis

ACTPAN

CTEPITEK
MPANBIT
NIMITE/,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHY | TUny - AAMIHICTPATVBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUN AiNTbHULI ANS
A®|, NPOMIXHOro NPoAyKTy abo roToBoro
nikapcbKoro 3acoby, AiNbHNLi AN NPOBEAEHHS
nakyBaHHs1, BUPOOHYKa, BifNOBigabHOro 3a BUMNYyCK
cepiii, Micue NpoBeAeHHsT KOHTPOO cepii) abo
noctayasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
ab0 4ONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0cbe) - BunyyeHHs Bupo6bHuyoi ginbHuui CAMPY [,
SAPMACBIOTIKANS MNBT. NTA,., IHAiA; 3MiHW | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro JlikapcbKoro
3aco0by, BK/IYaum AinbHUL BUNycky cepii abo
MiCLie NPOBEAEHHS KOHTPO/IO AKOCTI. (AIS/IbHICTb,
3a AKy BiAnoBigae BMpPOGHMK/iMNopTep, BKIOYaoum
BMNYCK Cepiit) - 3MiHa agpecu BupobHuka ACTPAJ
CTEPITEK NPAMBIT NIIMITEL, IHais (3viHa B
HanvcaHHi afpecu aHrilicbKol MOBO), 6€3 3MiHN
MicLA BUPOBHULITBA

3a
peyerimom

UA/8998/01/01

47.

EKCTEHUE®

NOPOLLIOK A/191 PO3UNHY
ANs iv'exuii no 1000 wmr,
1 dp1akoH 3 NOPOLLKOM Y
nauuj 3 KapToHy

M.BioTek /Tq,

Benuvka
BpuTaHis

ACTPAN

CTEPITEK
MPANBIT
NIMITE/,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNKOYAKOUM AiNTbHULI ANS
A®|, NPOMIKHOro NPoAYyKTy abo roToBoro
nikapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHYKa, BifNOBigaIbHOrO 3a BUNYCK
cepiit, Micue NpoBeAEHHST KOHTPO/O cepii) abo
noctavyasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
a60 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - BunyyeHHs Bupo6Huyoi ginbHuui CAMPY [

3a
peyerimom

UA/8998/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

SAPMACBIOTIKANS NBT. NTA,., IHAiA; 3MiHW | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI

BMPO6HUKa/iMnopTepa roToBoro JlikapCbkoro
3aco0by, BK/IYaum AinbHuUL BUNycky cepii abo
MiCLie NpOBEeAEHHS KOHTPO/TIO AKOCTI. (AISNIbHICTb,
3a Ky Bignosigae BUPO6HUK/iMNOpTEp, BKIKOYAKOUM

BMNYCK Cepiit) - 3MiHa agpecu BupobHuka ACTPAJ
CTEPITEK NPAMBIT NIIMITEL, IHais (3viHa B

HanvcaHHi afpecun aHriicbKol MOBOI0), 6€3 3MiHN

MicLs BUPOBHULITBA

48.

EHENBIH® 100
PETAP[,

TabneTku, BKPUTI
060/10HKOIO,
NPOMOHIoBaHoI Aji, No
100 mr Ne 50 (10x5): no
10 TabneTok y 6nicTepi;
no 5 6nictepis y
KapTOHHI/ KopoobLi

TOB "3eHrTiBa"

Yecbka
Pecny6nika

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3miHu | TUNy - 3MiHK 3 SKoCTi. FoTOBMIA NiKapCbKNii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuaaTHOCTI
ab0 ymoBax 36epiraHHsi rOTOBOrO NiKapCbKOro
3ac00y (3MeHLUeHHs! TepMiHy NpMAATHOCTi FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoskuy -
3MEHLLEHHSA TEPMiHY NPUAATHOCTI 415 TOTOBOrO
NiKapCcbKoro 3acoby. 3aTBepmxeHo: 3 poku.
3anponoHoBaHo: 2 pokn. 3MiHKM | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0MyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cneuugikalinx, nig vac
BVMPOGHMLTBA rOTOBOTO /iKapCbKOro 3acoby
(BMNyYEeHHS HECYTTEBOTO BUNPOGYBAHHA B NMPOLIECI
BUPOGHMLTBA) BHECEHHS 3MiH A0 p. 3.2.P.3 Mpouec
BMPOOHULITBA NiKapCbKoro 3acoby, 3okpema:
BUJTYYEHHS BUNPOGYBaHHSA 3a MOKa3HNKOM
"Po3unHeHHs" ansa TabneTok, BKPUTUX 060NOHKOH0.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyerimom

UA/2771/01/01

49.

EHE/NBIH® 100
PETAPA,

TabneTku, BKPUTI
060/10HKOIO,
NPOIOHroBaHol Aji, No
100 wmr; Ne50 (10x5): no
10 Tabnetok y 6nicTepi;
no 5 6nictepiB y
KapTOHHIA KopooLi

TOB "CaHodi-
ABEHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3miHu | TUny - 3miHn Wwoao 6esnekv/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3aranbHeHUX AaHyX Npo cucTemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[jiicHeHHs chapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
BiZl YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
tharina cuctemu chapmakoHarasgy).
3MmiHu | TUNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsagy (iHWi 3mMiHM) 3MiHW Y TEKCTi
MapKyBaHHS. 3MiHW BHECEHI B iHCTPYKLiO A5

3a
peyenmom

UA/2771/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
MeAMYHOro 3aCTOCYBaHHS LWOA0 AOAAHHS PO34iniB
"3asaBHUK" Ta "MicLe3Haxo4KeHHs 3asaBHNKA" 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS:
3a3HayYeHHs 3asBHMKa Ha BTOPUHHIl ynakosLi
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsuis nicns saTBepikeHHs. 3MiHa
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015 Ne460)
TepmiH BBEAEHHSA 3MiH - NpOTArom 6 micauis nicns
3aTBEPAKEHHS.
50. ECMEPOH® pO34uH A8 iH'ekuiid, 10 LWepiHr-Mnay LseiiLapis Buvpo6HMuTBO in HigepnaHamn BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 3a UA/7719/01/01
mr/mn; no 5 mn (50 mr) y CeHtpan lct Al bulk, / 3MiHun | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyernmom
chnakoHi; no 10 nepBuHHE/BTOPVH HimeuunHa/ | HalimeHyBaHHS Ta/abo agpecu micus NpoBafKeHHS
(h/1aKOHIB Y KapTOHHii He nakyBaHHS, CnosayunHa AisNbHOCTI BUpo6GHUKa/iMnopTepa rotoBoro
Kopobui KOHTPO/b SKOCTI NiKapcbKoro 3acoby, BKOYAKUM Ai/TbHUL BUNYCKY
Ta BUNyCK cepii: cepii abo micLe NpoBefeHHS KOHTPOJIO SKOCTI.
H.B. OpraHoH, (aisnbHICTB, 3a SAKy BigNOBiAaEe BUPOOHUK/iMIopTep,
Higepnangu; He BK/IHoYatoumn BUMYyCK cepiit) 3MiHa Ha3su
Brpo6HMUTBO in BMpOGHWKa 13 XamenbH dapmacbioTukans FrMeX,
bulk, nepsuHHe HimmeunHa o Bignosigae 3a BUpo6HULTBO in-bulk,
nakyBaHHs Ta nepBHYHHE NaKkyBaHHSA Ta KOHTPO/Ib SKOCTi, 6e3
KOHTPO/Ib SIKOCTI: 3MiHM MicLS BUPOGHMLTBA. BBEAEHHS 3MiH
Circhpig, XamenoH NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAKEHHS.
'M6X, HimeuunHa;
AnbTepHaTUBHUI
KOHTPO/b AKOCTI:
XamersbH pac a.c.,
CrnoBayunHa
51. | ECUNTAM® TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15764/01/01
ACIHO N1iBKOBOK 060/10HKOMO, Crapt” Crapt” 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
no 10 mr, no 10 Ta (hapmakoHarnsgy. BeegeHHs abo 3miHm o
TabneTok y 6nictepi, no y3araslbHeHUX AaHunx Npo cuctemy
1, 3 abo 6 6nicTepiB y hapmakoHarnagy (BBeeHHs y3araslbHeHUX JaHuX
KapTOHHI nayw,i npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAaIbHOT 3a
3fjiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg: npornoHoBaHa pefakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBAXEHOI 0CO6U
52. ECUMTAM® TabNeTKkn, BKPUTI TOB "®apma YKpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/15764/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
ACIHO N/1iBKOBOK 060JI0HKOLO, Crapt" Crapt" 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
no 20 mr, no 10 Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn go
Tabnetok y 6nictepi, no y3arasibHeHUX AaHunx npo cuctemy
1, 3 abo 6 6nicTepiB y thapmakoHarnsgy (BBeAEHHS y3araslbHeHVX JaHux
KapTOHHI navi npo cuctemy papmakoHarnsgy, amiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3pjiicHeHHs hapMakoHarisay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiZl YNOBHOB&aXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay (BKIKUakum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg: nponoHoBaHa pefakuis —
CenesHboBa O.H0. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXeEHOT 0cobm
53. E®TIOPAH po3unH Ans iHdysiii, 500 | KPKA, g.4., Hoso CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/0928/02/01
mr/100 mn no 100 mn y MecTo MecTo 3MiHM | TUMy - BHECEHHS 3MiH o p. 3.2.P.3.1. peyenmom
donakoHi, no 1 dpnakoHy Bupo6HUK (1), 30Kpema: BUIy4YeHHS BUPOGHMKa
B KQpPTOHHIll KOopobL,i roTOBOro Nikapcbkoro 3acoby dpeseHiyc Kabi
ABCTpif TM6X; 3MiHM | TMNY - NOAAHHSA OHOB/IEHOTO
CepTudcpikata R1-CEP 2001-450-Rev 05 ana Adl
MeTpoHigason Big BXe 3aTBEPAKEHOrO BUPOGHMKa
UNICHEM LABORATORIES LIMITED; Buy4YeHHs
BMpPOBHMKa HaniBNpoayKTy
54. EdPPDAXON 600 TabneTkn, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 3a UA/14377/01/01
N1iBKOBOK 060/1I0HKOLO, dapmacbloTukanc PapmacbloThKanc 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 600 mr, no 30 Nimiteq NimiTen HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaAKEHHS
TabneTok y h1akoHi; no AiSNbHOCTI BUpo6HMKa/iMnopTepa roToBoro
1 donakoHy y KapTOHHIl NiKapCcbKOro 3aco6y, BKIHOYAKUN [i/TbHUL BAMYCKY
ynakoBLii cepii abo MicL,e NpoBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHicTb, 3a AKy BignoBigae BUpoOHMK/iMnopTep,
BK/1H0UAKUM BMMYCK Cepiid) 3MiHa agpecy BUPOGHMKa
Makneoac ®apmacbiotukanc fMimites, IHais, 6e3
3MiHW MicLA BUPO6HMLTBA. BBEAEHHS 3MiH
npoTArom 3-micsLiB Nicaia 3aTBEPMKEHHS.
55. | 30KOP® TabneTku, BKpUTI Mepk Wapn i LBeliuapis BUPOGHUK Benvka BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0645/01/02
NAiBKOBOK 060/I0HKOHO, Loywm lgea, IHK Hepo3g)acoBaHol BpwuTaHis/ 3MiHK | TRy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI peuyenmom
no 20 mr no 14 tabnetok npoayKuir, HigepnaHnamn Ta (hapmakoHarnsgy. BunyyeHHs nosysaHHs 10 mr
y 6nicTepi; no 2 KOHTPO/Ib AKOCTI: N3 Ta 3mMiHW B IHCTPYKLIT 418 MeANYHOro
6icTepy B KAPTOHHI Mepk LWapn i 3acTocyBaHHs A0 po3giny "Cknag" (BU1y4YeHHs
KopooLi [oym Nimitepn, cum gii 10 mr), K Hacigok, BignoBigHi 3MiHW

Benuka bputaHis;

nakyBaHHS, BUMYCK

cepii: Mepk LWapn
i loym B.B.,
Higepnangn

BHECeHo B po3ainu "fikapcbka popma”, "Cnocio
3acToCyBaHHA Ta 4o31". BBe4eHHs 3MiH NPOTAromM
6-Tn MicALiB nicnsa 3aTBepAXeHHSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
56. | 30/IEAPOHOBA KOHLeHTpaT Ans Mictpan Kenitan Benuka AxTasic ITanis ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/14456/01/01
KNCNOTA - pO34uHy ANns iHgysil, 4 MeHeKMeHT BpuTaHis C.n.A. 3MiHK | TNy - 3MiHa agpecu BUPOo6HMKa AdI peuyenmom
BICTA Mmr/5 M, 1 donakoH 3 Nimiten 3oneapoHoBa kucnoTa, 6e3 3MiHy Micua
KOHLIEHTpaToM y BUPOGHMLITBA
KapTOHHI KOopoo6Li
57. | IHOOBA3WUH- renb no 45 ry T1y6i, no 1 BankaHtapma- Bonrapis BankaHdapwma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/0400/01/01
TEBA Ty6i y KapTOHHIlA navui TposiH AT TposiH AT 3MiHn Il TRy - 3MiHK 3 skocTi. ADI. (iHLWi 3MiHK) - peyenma
NnoAaHHa OHOB/IEHOro MacTep-ghaiina Ha AdI
TpOKCepYTWH Bif, 3aTBEPAXKEHOTO BUPOGHMKA
(Bepcisa 5/2016-09-30) L0 06YyMOBMEHO: - 3MiHO
agpecu BUpobHUKa; - 3MiHamMK y npoLeci
BMpO6HMLUTBa ADI; - Cneumndikauiio APl npueegeHo
Y BiANOBIAHICTb 10 BUMOr flito4oi MoHorpadoii EP
58. IHOOBA3WUH- renb no 45ry Ty6i, no 1 BankaHdapma- Bonrapis BankaHtapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/0400/01/01
TEBA Ty6i y KapTOHHIl navLyi TposiH AT TposH AT 3MiHM | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI peyenma
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3aranibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[jificHeHHs chapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
halina cuctemun chapmakoHarnisgy) - 3miHa
yMNOBHOBaXeHOT 0c0bM 3as1BHUKA, BiAMoBigabHOI 3a
hapMakoHarnsag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0cobu ans
3piicHeHHs chapMakoHarnsgy B YKpaiHi.
MponoHoBaHa pegakuis: buctpoBa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI ZliANbHOCTI 3 hapmakoHarnsgy ta micud
36epiraHHsa MacTep-chaiina
59. IHPAHPUKC™ CycneHsist gns iH'ekujin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/13939/01/01
InB no 0,5 mn y nonepegHL0 Ekcnopt NimiTeq BpuTaHis Bionogxikan3 C.A. 3MiHKM | TUNY - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHN) - peyenmom
KOMBIHOBAHA 3anoBHeHoMy KOpEeKTHe BUKNaAeHHA (DYHKLA BUPOBHNUMX CaliTiB
BAKUWHA Ansa 04HOPa30BOMY LUNPUL Y y po3gini 3.2.S.2.1 Manufacturer(s) sk
MPO®INAKTUKN KOMNEKTI 3 rofIKot0; No BiANOBIAA/IbHNX 3@ KOHTPO/Ib SKOCTI cybCTaHLji
DUNDTEPII, 1 a60o 10 nonepefHLO iHaKTMBOBAHOrO BipyCy MOMIOMIENITY
NnPABLUA, 3arnoBHEHUX
KALLUHOKA 0 HOPa30BUMX LINPULLIB Y
(ALENMONAPHN nnacTMKoBOMY

A KOMMOHEHT)

KOHTelHepi; no 1




57

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
TA KOHTEiHepY B KapTOHHIl
noniomMieniTy KopoobLi
60. IHOAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCmiTKNsiiH Benuka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/15832/01/01
INB XIB / Ans iH'ekuii no 0,5 mn (1 Ekcnopt flimiteq BputaHis Bionoaxikans C.A. 3MiHY | Tuny - 3MiHK 3 aKkocTi. ADL. (iHLWi 3MiHK) - peyenmom
INFANRIX™ IPV [03a) y nonepeaHbLo KOPEKTHe BUKMafeHHs (OyHKLi BUPOBGHMYMX caliTiB
HIB HanoBHEHOMY y po3gini 3.2.S.2.1 Manufacturer(s) sk
KOMBIHOBAHA 0HOPA30BOMY LUMPUL BiANOBIAA/IbHNX 3@ KOHTPO/Ib AKOCTI cybCcTaHLji
BAKUVHA Ans Ne 1 y KoMnnekTi 3 iHAKTMBOBAHOrO BipyCy NONIOMIENITY
MPO®DINAKTUKN ABOMa ronkamu Ta
OUNDTEPII, niodpinizat (Hib) y
MPABLSA, donakoHi Ne 1, wo
KALUNMOKY 3MiLWyOTbCS Nepes
(ALENONAPHN BUKOPUCTAHHAM; No 1
 KOMMOHEHT), | nonepefHbo
noniomienity HanoBHeEHOMY
TA 0fHOPa30BOMY LUMpULY
3AXBOPHOBAHD, | y komnnekTi 3 ggomMa
36YAHNKOM ronkamu Ta 1 donakoHom
AKNX € 3 niogpinizatom (Hib) y
HAEMOPHILUS BaKyyMHili CTEpUNbHIl
INFLUENZAE ynakosui; no 1
TNy B BaKyyMHiii CTEpUNbHIl
YMaKoBLi Y KAPTOHHIi
Kopobui
61. ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LBeiiLapis BMPOGHUK Cinranyp/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: - UA/14320/01/01
NAiBKOBOK 060/IOHKOHO, [oym lgea IHK Hepo3acoBaHo! Ipnangis/ 3MiHu |l TUny - 3MiHK 80 [HCTPYKUT N8 MeguyHoro
no 400 wr, in bulk: no 60 npoaykuii Ta HigepnaHgn 3acTocyBaHHsA A0 po3ainis "®apmakonoriyHi
TabneTok y pnakoHi, no KOHTPOJIb SIKOCTI: BnactuBocTi", "TpoTunokasaHHA", "3acTocyBaHHA y
120 dhnakoHis B MCJ, IHTepHeLwHN nepiog, BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocio
rpynoBiii ynakosLj Mv6X (chinis 3acTocyBaHHsa Ta gosu", "[itn", "Mo6iuHi peakyii”.
CiHranyp), BBepeHHs 3miH npoTsiroM 3-x micsiyiB nicns
Cinranyp; MC[, 3aTBepAKeHHs
IHTepHeLHN
M6X/MCL,
IpnaHgis
(Bennigaiin),
Ipnangis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, 403BiN
Ha BMNycK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanan
62. ICEHTPECC TabneTkn, BKPUTI Mepk LWapn i LLiseliyapis BUPOBHMK Cinranyp/ BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/9325/01/01
NiBKOBOK 060/I0HKOHO, [oywm lgea IHK Hepo3acoBaHo! Ipnangis/ 3MiHu Il TUny - 3MiHK 0 IHCTPYKUIT ANA MeguyHoro peyenmom
no 400 wmr, no 60 npoaykKuii Ta HigepnaHgm 3acTOCyBaHHA A0 po3ainis "®apmMakonoriyHi

TabNeToK y do1akoHi; No

KOHTPOJ1b AKOCTI:

BnactmBocTi", "MpoTmnokasaHHs", "3acTocyBaHHs y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
1 donakoHy B KapPTOHHIl MC/, IHTepHeLwHN nepiog, BaritHocTi abo rogyBaHHs rpyaar”, "Cnocié
KopooLi M6X (cinis 3acTocyBaHHA Ta go3un”, "Oitn", "MobivHi peaxuii”.
Cinranyp), BBegeHHA 3MiH npoTArom 3-x micsAuiB nicna
Cinranyp; MC/, 3aTBepAKeHHs
IHTepHeLwHN
rmeX/MCJ,
IpnaHgis
(Bennigaiin),
Ipnangis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, [03BiN
Ha BUMyCK cepii:
Mepk LWapn i
[oym B.B.,
Higepnangn
63. ICEHTPECC TabneTku XyBasibHi Mo Mepk Wapn i LseiiLapis BUPOBHUK cuwA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9325/02/01
25 mr no 60 TabneTok [oym lgea, IHK Hepo3dacoBaHol HigepnaHgm 3MiHM Il TRy - 3MiHK 8O [HCTPYKLi 41s MeguyHoro peyenmom
XYBaslbHUX Y (pNakoHi; npoaykuii: MateoH 3acToCyBaHHsA A0 po3Ainis "®apmMakosnioriyHi
no 1 cpnakoHy B dapmacboTikans BnactusocTi", "lMpoTnnokasaHHA", "3acTocyBaHHA Y
KapTOHHI/ KopoobLi IHK., CLUA, nepiog, BaritTHocTi abo rogysaHHs rpyaar”, "Cnocié
nepBuHHe Ta 3actocyBaHHs Ta go3n", "Oitn", "MobiuHi peakwyii”.
BTOPWHHE BBepgeHHs 3MiH npoTsaromM 3-x micsAuis nicns
nakyBaHHs, [03BiN 3aTBEepPAKEHHSA
Ha BUMyCK cepii:
Mepk LWapn i
Joym B.B.,
Higepnangn
64. ICEHTPECC TabneTku XyBasibHi N0 Mepk LWapn i Leiiapis BUPOBHUK cuwaA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9325/02/02
100 mr no 60 TabneTok [oym lgea, IHK Hepo3dacoBaHol HigepnaHgn 3MiHM Il TRy - 3MiHK 8O [HCTPYKLi 418 MeguyHoro peyenmom
XYBa/IbHUX Y (DN1AaKOH; npoaykuii: MareoH 3aCTOCYBaHHSA [0 po3aiiB "dapmakonoriyHi
no 1 cpnakoHy B dapmacboTikan3 BnactusocTi", "lMpoTnnokasaHHA", "3acTocyBaHHA y
KapTOHHI/ KopoobLi IHK., CLUA, nepiog, BaritTHocTi abo rogysaHHs rpyaar”, "Cnocié
nepBrHHe Ta 3actocyBaHHs Ta go3n”, "4itn", "MobiuHi peakwi”.
BTOPWHHE BBegieHHA 3MiH npoTArom 3-x micsAuiB nicnsa
nakyBaHHs, [03BiN 3aTBepPAKEHHSA
Ha BUNYyCK cepii:
Mepk LWapn i
Joym B.B.,
Higepnanau
65. KABIHTOH Tabnetku no 10 mr no 15 BAT "leneoH YropwmHa BAT "leneoH YropwumHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4854/01/01
POPTE TabneTtok y 6nictepi; no PixTep" PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyenmom
2 abo 6 6nicTepiB y Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
KapTOHHIiA ynakoBL,i y3araslbHeHUX faHunx npo cuctemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAaIbLHOI 3a
3[jiCHEHHS1 (papMaKoHarnsay; KOHTakTHOT 0cobu 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bifl YNOBHOB&XeHOI 0CO6M, BiANOBIAa/IbHOI 3a
3MjiCHeHHs1 hapMakoHarisay (BKIKYakum
KOHTaKTHI faHi) Ta/abo 3MiHW Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YMOBHOBaXeEHOI 0cobu, BifnNoBigabHOT 3a
3fjlicHeHHs hapmakoHarnagy. NponoHoBaHa
pegakuis: Attila Olah. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOI 0cobu, BiANoBiAabHOT 3a
3AiiCHEHHs1 hapMakoHarnsay
66. | KAPBUAEKC® TabneTku, BKpUTI [-p Pegpi'c IHAain [-p Pegpi'c IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/8820/01/01
N1iBKOBOK 060/I0HKOLO, Na6opaTtopic /1T Na6opaTopic /T4, 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
no 6,25 mr no 10 BupobHuua roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
TabneTok y cTpuni; no 2 AinbHuus - 1l BMNpo6yBaHb (BK/OUaoUM 3amiHy abo
CTPUNKX B KAPTOHHIA [OMOBHEHHS)). BBEAEHHS 3MiH NpOTArom 6-Tu
Kopobui MicsILiB Micns 3aTBepAKEHHS
67. | KAPBUAEKC® TabneTku, BKpUTI [-p Pegpi'c IHAaia [-p Pegpi'c IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/8820/01/02
NNiBKOBOK 060/OHKOI0, Na6opartopic 14 Na6oparopic 74, 3MiHK | TUNY - 3MiHa Y MeTogax BUNpobyBaHHSA peyenmom
no 12,5 mr no 10 BupobHuua roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
TabneTok y cTpuni; no 2 AinbHuus - 1l BMMNpo6yBaHb (BK/OUaoun 3amiHy abo
CTPUNW B KAPTOHHIA [OMNOBHEHHS)). BBeAeHHA 3MiH NPOTArom 6-Tm
Kopobui MicauUiB nicnA 3aTBepAXeHHsA
68. KAPBULEKC® TabneTkn, BKPUTI O-p Pepai'c IHais [-p Pepai'c IHais BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/8820/01/03
NNiBKOBOK 060/OHKOM, Na6opartopic N4 Na6oparopic 74, 3MiHK | TUNY - 3MiHa Y MeTogax BUNpobyBaHHS peyenmom
no 25 mr no 10 Tabnetok Brpo6Huya roTOBOrO NliKapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
y CTpuni; No 2 cTpunn B OinbHuus - 11 BMNPOGYBaHb (BK/OUAOUM 3aMiHy abo
KapTOHHilA Kopoo6Li [OMNOBHEHHS)). BBeAeHHA 3MiH NPOTArom 6-Tm
MicslLiB nicnsa 3aTBepAKeHHSA
69. | KBETUKCON TabneTku, BKpUTI 3AT «Dapmnira» JinToBCbka AxTasic JITg,. ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/13882/01/01
N1iBKOBOK 060/10HKOHD, Pecny6nika 3MiHUM | TUNY - NOAAHHA HOBOTO cepTudlikaTy peuyenmom
no 25 mr no 10 TabneTok BignoBigHOCTI EBponeiicbkoi hapmakonei Ne RO-
y 6nicTepi, no 3 CEP 2014-110 Rev 00 Big 3aTBEpAKEHOTO
6nicTepy y KapTOHHI BMpo6HUKa A®I kBeTianiHy dymapart; 3miHu | Tuny -
nauuj NoAaHHA HOBOTO cepTudikaTy BifnoOBIAHOCTI
€Bponelicbkoi hapmakonei Ne RO-CEP 2015-153-
Rev 00 Big, 3aTBEpAKEHOr0 BUPOOHUKA ADI
KBeTianiHy dymapar
70. | KBETUKCON TabneTkn, BKpUTI 3AT «Dapmnira» JinToBCbka AxTasic /174, ManbTa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/13882/01/02
NNiBKOBOK 060/I0HKOHO, Pecny6nika 3MiHuM | TUNY - NOAAHHA HOBOTO cepTudikaTy peuyenmom
no 100 mr no 10 BiANoBiAHOCTI €Bponelicbkoi dhapmakonei Ne RO-
TabneTtok y 6nictepi, no CEP 2014-110 Rev 00 Big 3aTBEpAKEHOTO
3 6nicTepu y KapTOHHiIN BUpo6HUKa A®I kBeTianiHy dymapart; 3miHu | Tuny -
nauuj NoAaHHA HOBOTO cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkoi hapmakonei Ne RO-CEP 2015-153-
Rev 00 Big, 3aTBEpAKEHOrO BUPOOHUKA ADI
KBeTianiHy dymapar
71. KBETUKCON TabNeTkn, BKPUTI 3AT «Papmnira» JInToBCbka AkTasic /114. ManbTa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasnis: 3a UA/13882/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

N/1iBKOBOK 060JI0HKOLO,
no 200 mr no 10
Tabnetok y 6nictepi, no
3 6ricTepu y KapTOHHii
nauui

Pecny6nika

3MiHM | TUNY - NOAAHHA HOBOTO cepTudikaTty
BignoBigHOCTI E€Bponeiicbkoi dhapmakonei Ne RO-
CEP 2014-110 Rev 00 Big 3aTBEPAKEHOTO
BMpo6HMKa A®| kBeTianiHy hymapar; 3minu | Tuny -
noJaHHa HOBOro cepTudpikaty BignoBigHOCTI
€Bponelicbkoi hapmakonei Ne RO-CEP 2015-153-
Rev 00 Big 3aTBepmxeHOro BupobHuka Ad|
KBeTianiHy dymapar

peyerimom

72.

KETOPOJIAK-
3/0POB'S

Tabnetku no 10 mr no 10
TabneTok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHI Kopo6Li; no
30 TabneTtok y
KOHTeliHepi; no 1
KOHTENHepy B KAPTOHHIN
Kopobui

ToBapucTBO 3
o6MexeHo
BiANoBiga/IbHICTIO
"®GapmaLeBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/TIBHICTIO
"®GapmaueBTnyHa
KoMMaHis
"3p0poB'a”,
YkpaiHa,;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
TOB "®APMEKC
reyn-,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaKEHHS
[iSNbHOCTI BUpOOHUMKa/imnopTepa roToBoro
NiKapCbKOro 3acoby, BKIOYAKUN [i/TbHUL BAMYCKY
cepii abo MicLe NpoBefEeHHS KOHTPOJIIO AKOCTI.
(aisnbHiCTb, 3a AKy BignoBigae BUpOOHMK/iMIopTep,
He BK/Ilo4aloum BUMYCK cepili) 3MiHa agpecu
BUpo6HMKa TOB "®APMEKC M'PYM", YkpaiHa (BCi
cTagjii BAPOOHULTBA, KOHTPO/Ib SKOCTI), 6€3 3MiHK
Micus BUPO6HMLTBA. 3MiHKM | TNy - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IOYaumn AiNlbHUL
BUNYCKy cepii abo MicLie NPoOBEeAEHHSA KOHTPO/TO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpobHKKa ToBapucTeo 3
06MeXeHol0 BignosiganbHicTo "®apmaleBTuyHa
KoMnaHis "3gopoB'a”, YkpaiHa (Bci ctagii
BUPOBHMLTBA, KOHTPOJ/Ib SIKOCTI, BUMYCK cepii), 6e3
3MiHV MicLsA BUPO6HMLTBA. BBEAEHHS 3MiH
NpoTArom 6-Tu MicALIB NicNa 3aTBEPMAXKEHHS. 3MiHN
| TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
3as1BHVKa. BBeeHHsA 3MiH NPOTArom 6-Tv MicsiLiB
nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekun/edpekTnBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - OHOB/IEHHS BXE 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS NepPBUHHOT Ta BTOPUHHOI YNaKOBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyerimom

UA/4961/02/01

73.

KNALMA®

rpaHynu gnsa opasnbHol
cycneHsii, 125 mr/5 mn,
1 donakoH 3 rpaHynamu
015 NpUrotysaHHs 60
mn a6o 100 mn
cycneHsii 3 MipHo
JIOXKOK ab0 MipHUM

ABGOTT
NabopaTtopis
6X

HimeuyunHa

A66Bi C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta (hapmakoHarnsagy. BeegeHHs abo 3miHn o
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiJa/IbHOI 32

3a
peyerimom

UA/2920/04/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

LUNPULLOM B KAPTOHHIl
KopooLi

3[jiicHeHHs hapMakoHarisay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
BiZl YyNOBHOB&aXeHOI 0C06MU, BiAMNOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnag: NponoHoBaHa pegakuis: Dr.
Monica Buchberger, Pharm. PhD / ip. MoHika
Byx6eprep, Pharm. PhD. 3miHa KOHTakTHOT ocobu B
YKpaiHi ynoBHOBaXKeHOT 0cobu 3asBHMKa 3a
thapmakoHarnag;: MNponoHoBaHa pefakuyis: Kisim
Onbra €sreHiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6M 3aABHUKA. 3MiHA KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu

74.

KNALVA®

rpaHynu gns opanbHoi
cycneHsii, 250 mr/5 mn,
1 donakoH 3 rpaHynamm
ONA NpurotysaHHA 60
M1 a6o 100 mn
cycnexsii 3 MipHot0
NIOXKOI0 ab0 MipHUM
LUNPULLOM B KAPTOHHIN
Kopobui

A660TT
NabopaTtopi3
m6X

HimeyunHa

A66BI C.p.N.

ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBIAabHOI 3a
3[jiicCHEHHs hapMakoHarsgy; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BKIvakun
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
chapmakoHarnsg: MponoHoBaHa pegakyisi: Dr.
Monica Buchberger, Pharm. PhD / p. MoHika
Byx6eprep, Pharm. PhD. 3miHa kOHTakTHOT 0cobu B
YKpaiHi ynoBHOBaXKeHOi 0Co6u 3asiBHMKA 3a
hapmakoHarnsg: NponoHoBaHa pegakuisi: Kisim
Onbra €BreHiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMNKA. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOi 0ocobu

3a
peyenmom

UA/2920/04/02

75.

KnoniagorrPe/nb-
CAHO®I

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 75 mr Ne 14 (14x1):
no 14 tabnetok y
6nictepi; no 1 6nictepy
B KapTOHHI Kopo6Ly; Ne
30 (30x1), Ne 90 (30x3):
no 30 TabneTok y
6nictepi; no 1 abo no 3

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

CaHodpi BiHTpon
IHpacTpia

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHa 3as1BHUK (BN1lacHMKa peecTpauiiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne460) TepmiH BBEAEHHA 3MiH - NPOTAroM 6 micsAuis
nicns 3aTBepKeHHS; 3MiHK | Tuny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasilbHeHUX AaHux Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3araJibHeHWX AaHunx Npo cuctemy

3a
peyenmom

UA/11825/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepy B KAPTOHHIN

KopooLi

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa
[ONA 34jiCHEHHS hapMakoHarsay B YKpaiHi, AKLLo
BOHa BiZIMiHHA Bif, yNOBHOBaXKEHOI 0COOM,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA dapmakoHarnsay
(BKNKOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnagy) -fjtova pefakuis: ynoBHoBaxeHa
ocoba 3asiBHMKa, BignoBiga/ibHa 3a
thapmakoHarnag, - Eric Teo/Epik Teo.
[MponoHoBaHa pejakuis: ynoBHOBaXeHa ocoba
rpynu komnawiii Sanofi, BignosiganbHa 3a
hapmakoHarnag Ha rnobansHomy piBHi - Eric
Teo/Epik Teo; ynoBHOBaXKeHa 0coba 3asBHMKa,
BiANOBiga/IbHA 3a hapmakoHarsag B YKpaiHi -
KniwuH AHTOH MukonaiioBuy; 3miHu | Tuny -
AfMIHICTpaTUBHI 3MiHN. 3MiHa Ha3BW NiKapCbKOro
3aco6y - 3MiHa Ha3BM NiKapCbKOro 3acoby
(3arBepmxeHo: KNOMIAOMPESb - 3EHTIBA;
CLOPIDOGREL - ZENTIVA; 3anponoHoBaHo:
KNonigorrPENb - CAHO®I; CLOPIDOGREL -
SANOFI). TepMiH BBEAEHHS 3MiH - NPOTATOM 6
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHN
oo 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy
(iHWi 3MiHW) - 3MiHW Y TEKCTi MapKyBaHHSA. 3MiHU
BHECEHI [0 iHCTPYKLiT 4718 MeANYHOro
3aCTOCyBaHHS LLOAO AOAAHHS po3ainis “"3asBHUK"
Ta "MicLe3HaxoMKeHHs 3asBHMKA" 3 BignoBigHMMU
3MiHaMK y TEKCTI MapKyBaHHS: 3a3HaYeHHs
3asBHMKA Ha BTOPUHHIW yNakoBL,i /likapCbKoro
3acoby (TepMiH BBeAEHHS 3MiH - NPOTArom 6
MicsLiB MiCNsA 3aTBEPAYKEHHS)

76.

KOKAPBOKCUMA
31
rAPOXIOPU,

pO34uH A8 iH ek, 50
Mr/2 M1, N0 2 MN B
amnyni; no 5 amnyn y
6nicTepi; no 1 abo 2
6nictepn y nayui

TOB "3
"BIO®APMA"

YKpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3000B'A3aHb Ta YMOB BuJadi peecTtpauiiHoro
nocBigYeHHS, BKoYatoun MnaH ynpasniHHA
pu3nkamm (3aCToCyBaHHS 3MiH(M), Aki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTmcs
KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCcs
CyTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm)
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 fo Mopsaky
NPOBEfEHHA ekcnepTu3n peecTpauiiinx
mMartepianis Ha nikapceki 3aco6u, Lo NoJarTbCs Ha
OepXaBHY peecTpauito (nepepeecTpauiio), a Takox

3a
peyenmom

UA/15971/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux maTepiasis NpoTArom fgii
peecTpaLiiiHoro NoCBiAYEeHHS!, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
77. KONAPEKC® NOpOLLOK ANs nakcoCmiTKNsiiH Benvka CwmiTKnsiiH Bivem IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 6e3 UA/8393/01/01
MAKCIreumn 3i OpasIbHOro Po3ynHYy; 5 KoHcblomep BputaHis C.A. 3MiHM | TUMY - NOAAaHHSA OHOBJIEHOTO cepTudlikaTty peyenma
CMAKOM a60 10 nakeTukiB y Xenckep (FOK) BignoBigHOCTI €Bponeiicbkoi hapmakonei Ne R1-
NMNMOHY KapTOHHI KopoobLi TpengiHr Nimiteq, CEP 1998-047-Rev 06 Big, BXe 3aTBEPAKEHOIO
BMpOGHMKa AP| napavleTamorsy 3 yTOYHEHHAM
afpecy BUpobHuka. 3anponoHosBaHo: CEP Ne R1-
CEP 1998-047-Rev 04,
Ne R1-CEP 1998-047-Rev 05, Ne R1-CEP 1998-
047-Rev 06
78. | KOMNAKCOH 40 pO34nH AN11 iH'eKuii, 40 TeBa I3painb Brpo6HMLUTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/6307/01/02
Mr/mn, No 1 Mn po3ynHy $apmaueBTikaU NOBHVM LK/IOM: Benvka 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
B nonepeaHsL0 IHpacTpi3 14, TeBa BpuTaHis/ HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaAKEHHS
HanoOBHEHOMY LUNPUL; dapmaueBTiKaU HigepnaHgmn AiSNbHOCTI BUpO6HMKa/iMnopTepa roToBoro
no 1 wnpuuy B 6nicTepi; IHpacTpi3 N1Ta,, / NiKapCbKOro 3aco6y, BKIOYAKUN [i/TbHUL BAMYCKY
no 12 wnpwuuis B I13paine; YropwumHa cepii abo MicL,e NpoBeAEeHHS KOHTPOJIIO AKOCTI.

KapTOHHI/ KopoobLi

Brpo6HMLUTBO 3a
MOBHUM LK/IOM:
HopToH Xenckea
Nimiteg T/A
AVBEKC
PapmacboTuKan3
lOK, Benuka
BpuTaHis;
KoHTponb cepil
(aHaniTnyHI
BUNPOOYBaHHA Ta
BUBYEHHS
cTabinbHoCTI):
MnaHTekc Jita.,
13pains;
KoHTponb cepii
(TiNnbkn
MiKpOGionoriyHe
TeCTyBaHHS):
TeBa
dapmaueBTikas
IHgacTpi3 N14.,
13pains;
KoHTponb cepil
(Tinbky GionoriuHe
TeCcTyBaHHs):
AGiK 1T4., 13paine;

KoHTponb cepii

(aisnbHicTb, 3a AKy BignoBigae BUpoOHMK/iMnopTep,
BK/1OHAKUM BMUMNYCK cepiil) 3MiHa Ha3BK Ta agpecu
BUPO6HUKa, ABEKC ®apmackloTukans oK,
Benwvka BputaHisi (BMUpOGHMLTBO 3a NOBHUM
LMKIoM), 6€3 3MiHN MicL BUPOGHMLTBA.
BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

(nosHe
TeCcTyBaHHS,
BK/IOYAIOUM Ha
CTEPUIbHICTb Ta
bakTepiasibHi
€HLI0TOKCUHK, ane
OKpim BiosoriyHoro
TeCcTyBaHHs):
dapmaxewmi b.B.,
HinepnaHvgu;
KoHTpornb cepil
(Tinbkv GionoriuHe
TECTyBaHHS):
AT
dapmaveBTUYHUI
3asof TEBA,
YropuuHa;
KoHTponb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHOCTI):
Asia Kemikan
IHgacTpi3 N14.,
I13painb

79.

KOMAKCOH®-
TEBA

pO34uH A8 iH'eKuid, 20
Mr/mMa no 1 mn
npenapary y
nonepeaHLo
HaroBHEHOMY LLNPULL;
no 1 nonepegHLO
HanoBHEHOMY LUNpULYy B
KOHTYPHIli YapyHKOBIi
ynakoBLji 3anasHii
nanepom a6o no 1
nonepeAHbL0
HanoBHEHOMY LWNpuLy B
KOHTYPHili YapyHKOBIi
ynakoBLi 3anasHiii
nnisKoto; no 28
nonepeaHLo
HaMoBHEHWMX LUMPULB Y
KOHTYPHUX YapyHKOBUX
ynakoBKax Y KapTOHHIl
Kopoobui

Tesa
dapmauesTikas
IHpacTpi3 /T4,

I3painL

BMPOOHULITBO 3a
MOBHWM LK/IOM:
TeBa
dapmaueBTikas
IHgacTpi3 N14.,
13pains;
BMPOOHULITBO 3a
MOBHWM LK/IOM:
HopToH Xenckea
Nimiteq T/A
ABEKC
dapmacboTuKan3
IOK, Benvka
BpuTaHis;
KOHTpOsb cepii
(noBHe
TeCTyBaHHS,
BK/1OYAI0UM Ha
CTEPUSIBHICTL Ta
6akTepiasibHi
€HJI0TOKCUHK, ane
OKpim 6iosoriyHoro
TECTYBaHHS):

13paine/
Benvka
BpuTanis/
HigepnaHamn
/

YropwmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLsa NPoBaKEeHHS
LisNbHOCTI BUpo6BHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYAKUN Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
(aisnbHICTB, 3a SAKy BigNoOBigaEe BUPOOHUK/iMIopTep,
BK/THOYAKOUM BUMYCK cepili) 3MiHa Ha3BK Ta agpecu
BUPOGHWKa, AVIBEKC dapmackioTukans FOK
(BMPOGHULITBO 3a NOBHUM LMK/IOM), 6€3 3MiHK MicLA
BMPOGHULTBA. BBEAEHHS 3MiH MpOTAroM 6-Tn
MicALIB MiCNS 3aTBEPAXKEHHS.

3a
peuyenmom

UA/6307/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsioYeHHs

dapmaxewmi b.B.,
HigepnaHaw;
KOHTpONb cepii
(Tinbky GionorivyHe
TeCcTyBaHHs):
AT
dapmaueBTUYHNI
3aBof TEBA,
YropLmHa;
KOHTpO/b cepii
(TiNbkM 6ionoriyHe
TeCTyBaHHS):
AT
dapmaneBTUYHNI
3aBog TEBA,
YropwuHa;
KOHTPOb cepil
(Tinbkn
MikpobionoriyHe
TeCcTyBaHHs):
TeBa
dapmaueBTikas
IHpacTpi3 NT4,.,
13paine;
KOHTpO/b cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHoCTI):
MnaHTekc N14,.,
13pains;
KOHTPOb cepil
(Tinbkv GionoriuHe
TECTyBaHHS):
AGik NTA., 13pains;
KOHTpONb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHoCTI):
Asia Kemikan
IHgacTpi3 N14.,
I13painb

80.

NA3NKC® HEO

pO34uH A8 iH'ekuiid, 10
Mr/Mn; no 2 Mn B
amnynax Ne 10

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

C.C. "3eHTiBa
C.A"

PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3miHK Woao 6e3neku/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasbHeHUX AaHvX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHVX faHux

3a
peyenmom

UA/13555/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0co6MU, BiANOBiAabHOI 3a
34ilicHeHH hapMakoHarnsgy; KOHTaKTHOT 0coobm 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHeHHs hapMakoHarisay (BKIYakun
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) - firoya
pejakuisi: ynoBHOBaXeHa ocoba 3
thapmakoHarnsagy - Violeta Craciun; NMponoHoBaHa
pejakLisi: ynoBHOBaXeHa ocoba rpynu KoMnaHii
Sanofi, BignosigasibHa 3a hapMakoHarniag Ha
rnobanbHoMy piBHi - Eric Teo/Epik Teo;
yNoBHOBaXeHa ocoba 3asBHUKa, BignoBifabHa 3a
hapmakoHarnsg, B Ykpaini - KnilwumH AHTOH
MwukonaiioBuy; 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - 3MiHW Y TEKCTi MapKyBaHHS. 3MiHV BHECEHI
B iHCTPYKL,il0 415 MeANYHOro 3aCTOCyBaHHS LLOA0
[oJaHHA po3ainis "3asBHuK" Ta
"Micue3HaxomKeHHs 3asiBHMKA" 3 Big4NOBIigHUMUN
3MiHaMW Y TekCTi MapkyBaHHS. MpuBefeHHS TEKCTY
MapKyBaHHS [0 BuMmor Hakasy MO3 Big 23.07.2015
Ne460.

TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS; 3MiHA 3asiBHMKA (BlaCHMKa
peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne460)
3areBepmxeHo: C.C. "3enTiBa C.A.", PymyHis
3anponoHoBaHo: TOB "CaHodi-ABeHTic YkpaiHa",
YkpaiHa
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPMAKEHHS

81.

NEBOMAK

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 500 mr no 5 Tabnetok
y 6nictepi, no 1 a6o no
2 6nictepn B KAPTOHHIM
ynakoBLi; no 5 TabneTok
y 6nicTepi, no 4
6nicTepw, 3'€f4HaHNX MiX
coboto, no 5 6nicTepis,
3'eHaHNX MiX CO60I0 B
ynakoBLi

Makneoac
PapmacbioTrKanc
Nimiteq

IHais

Makneopc
PapmacboTmKanc
NimiTeq

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasbHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0cO6MU, BiANOBIAabHOI 3a
3[jiiCHEHHs hapMakoHarsgy; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BKIvakun
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MilLleHHI macTep-
dhalinia cuctemun chapmakoHarasgy) - 3miHa

3a
peyenmom

UA/8637/01/02




67

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
YMOBHOB&XeHOT 0c06M 3aBHUKA, BiAMoOBIga/IbHOI 3a
dhapmakoHarnsg;: MponoHoBaHa pefakLis —
Lykxaga Bagkap. 3MiHa KOHTaKTHOT 0cobu B
YkpaiHi ynoBHOBa)XeHOI 0CO6U 3asiBHUKA /151
3fjlicHeHHs hapmakoHarnagy: NponoHoBaHa
pegakuis: MHiTeubka Jlto6oB BanepiiBHa. 3MiHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobun. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI 0cobu
82. | IEBOMAK TabneTkn, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/8637/01/01
N1iBKOBOK 060/I0HKOLO, dapmacbroTrKanc dapmacbloTrKanc 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
no 250 mr no 5 TabneTok Nimiteq NimiTen Ta (hapmakoHarnsagy. BeegeHHs abo 3MiHn o
y 6nicTepi, no 1 a6o no y3araslbHeHUX AaHunx Npo cuctemy
2 6nicTepu B KAPTOHHIi thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
ynakoBLi; no 5 TabneTok npo cuctemy papmakoHarnsgy, amiHa
y 6nicTepi, no 4 YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
6nicTepw, 3'€f4HaHNX MiX 34iiCHEeHHS hapmakoHarnsay; KOHTakTHOT ocobu 3
co6oto, no 5 6nicTepis, (hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
3'eHaHNX Mk co60i0 B hapmakoHarnsgy B YKpaiHi, K0 BOHa BifMiHHA
ynakoBLi BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BKIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
dhapmakoHarnag: MponoHoBaHa pefakuis —
LLlykxapa Bagkap. 3miHa KOHTaKTHOT 0cobu B
YKpaiHi ynoBHOBaXXKeHOi 0Cc0o6Y 3asiBHMKA [/15
3[jicHeHHs hapmakoHaragy: MponoHoBaHa
pepakuisi: MHiTeybka /llo6oB BanepiiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXeHOT 0cobu. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
83. | NIHKOMIUWNH- po34nH ANa iH'ekuiid, 300 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/7975/01/01
3400POB'A mr/mn no 1 mn a6o no 2 06MEXEHO 06MEXEHO 3MiHM | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTa peuyenmom
M B amnysni; no 10 BiANOBIAA/IbHICTIO BiANOBIAA/TbHICTIO BignoBigHOCTI EBponelicbkiin thapmakonei Ne R1-
amnyn y kopobuj; no 1 "apmaueBThyHa "apmaueBTnyHa CEP 2008-225-Rev 01 ans fjto4oi pevyoBuHY Bif,
mn abo no 2 mn B KOMnNaHis KOMNaHis BXE 3aTBEpPKEHOro BUPOOHMKA; 3MiHM | Tvny -
amnyni; no 5 amnyn y "3p0pos'a” "3p0pos'a” npusefeHHs cneundikauii A®I Lincomycin

6nicTepi; no 2 6rictepu
B KOpo6Li; no 1 mn a6o
no 2 mna B amnysii; no 10
amnyn y 6nictepi; no 1
6nicTtepy B Kopobui

hydrochloride y BignosigHicTe go sumor EP,
30Kpema BU/Ty4YeHO MoKasHUK «Baxki meTanu»;
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npvBefeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHasbHOT chapmakonei gepxasmn €C (3MiHa y
cneuudikauisix, NnoB'A3aHa 3i 3MiHamy B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLii
HaujioHasbHIN thapmakonei gepxasun €C); cynyTHs
3MiHa: 3MiHa Y MeToax BUNPO6yBaHHS JOMOMIKHOI
PEYOBUHY (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
MeToAax BUNpo6yBaHb)
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3acoby nocsio4YeHHs1
84. | NINPA3UA 10 Tabnetku, no 10 My6niyHe YkpaiHa BMPOOHULITBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/6916/01/01
TabneTok y 6nictepi; no akuioHepHe NOBHUM LK/IOM: 3MiHu | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuyenmom
3 6nictepn y nauuj 3 TOBapUCTBO My6nivHe 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
KapToHy; no 60 abo 90 "HaykoBo- akKuioHepHe iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUMYCKY cepii Ta
TabneTokK y KOHTelHepi; BUPOGHNUNIG TOBapUCTBO KOHTPOJTI0 AKOCTi FOTOBOTO J1iKapCbKOro 3acoby
no 1 KoHTeliHepy y nauuj LeHTp "HaykoBo- (3amiHa abo fofaBaHHA finbHULL, Ha AKINA
3 KapTOHY "BopLyariBcbkuii BMPOGHNYNIA 3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
XiMiKO- LeHTp [ofaBaHHA AinbHUL, WO 34iACHIOE KOHTPO/b Cepiit
chapmaLeBTUYHUI "BopLyariBcbkuii roTOBOrO JliKapCcbkoro 3acoby - ToBapucTBo 3
3aBog" XimiKo- obmMexeHolo BignosiganbHicTio "Hatyp+", YkpaiHa.
hapmaLeBTUYHNIA BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3asofg”, 3aTBepKeHHs.
YkpaiHa; 3miHu | TUny - 3MiHK 3 SKoCTi. FoTOBMIA NiKapCbKNi
BUPOGHULTBO, 3aci6. 3MiHM y BUpOo6HULTBI. 3aMiHa abo BBeAEHHS
nakyBaHHs, BUMYCK [04aTKOBOI AiNbHULL BUPOGHMLITBA AJ/151 YACTUHM
cepiii: ab0 BCbOro BUPO6GHMYOro MpoL,ecy rotoBoro
ToBapucTBO 3 nikapcbKoro 3acoby (AiNbHULS, Ha AKil
obmexeHoro npoBoAATLCA Oy Ab-AKi BUPOOHWYI cTagil, 3a
BiANOBIAA/TBHICTIO BVMHATKOM BUMYCKY CepiiA, KOHTPOJIO SKOCTI,
"ArPO®APM", NepBMHHOrO Ta BTOPUHHOIO NakyBaHHsA, 4114
YKkpaiHa, HecTepubHUX NiKapcbknx 3acobis) BeegeHHs 3MiH

KOHTPO/b Cepiit:
ToBapucTBO 3
06MEXEHO
BignoBiga/IbHICTIO
"Haryp+",
Ykpaina

NpoTArom 3-xX MiCALIB MiCNA 3aTBEPMAKEHHS.
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
abo BBe[EeHHS 40AATKOBOT AifIbHULI BUPOOHMLTBA
[ANs YacTVHM abo BCbOro BUPOBGHMYOro npoLecy
rOTOBOrO /liKapCbKOro 3acoby (finbHnusa ans
NEePBUHHOIO NakyBaHHs) - 3MiHM 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeleHHS A04aTKOBOT AifIbHULI BUPOBHMLTBA
NS YacTvHM abo BCbOro BUPOBGHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby (4inbHUUs ans
BTOPUHHOIO NaKyBaHHS) BBEAEHHS A0AaTKOBOT
AinbHUUI BUpo6HMLTBa TOBApUCTBO 3 06MEXEHO0
BignosiganbHicTio "Arpochapm”, YkpaiHa
(BMPOGHMLTBO, NakyBaHHS) (415 ynakosku rno 10
Tabnetok y 6nictepi; no 3 6nictepy B navy) Ta
3a3HayeHHs PYHKLA 3aTBep)KEHOr0 BUPOOHUKA
(My6niyHe akuioHepHe ToBapMCTBO "HaykoBo-
BMPOGHUUMIA LEeHTp "BopLuariBCbKuii XimMiko-
papmaLeBTMYHMI 3aBoA", YKpaiHa (BUpO6GHULTBO
3a NOBHUM LKIOM)). 3MiHu | TUnY - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOHO SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA BUPOOHNMKA, L0
BiANOBiAae 3a BBE3EHHSA Ta/abo BuNyck cepii) - He
BK/1H04aK0UM KOHTPO/b/BUNPOGYBaHHSA cepii -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

[0faBaHHA BUPOOHWMKa, LLO BifMnoBigae 3a BUMycK
cepil - ToBap1CTBO 3 0GMEXEHOI BiANOBIAA/ILHICTIO
"Arpodpapm", YkpaiHa (419 ynakoskv no 10
Tabnetok y 6aictepi; no 3 6nictepy B nav,).
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SIKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHM BMNPO6YyBaHb ab0o A0NYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(BMNYyYEeHHS HECYTTEBOTO BUNPOOYBaHHS B NPOLIECI
BMPOGHULITBA) BUNYYEHHS M. «MikpobionoriyHa
yncToTa» i3 cneyuduikauii 4719 KOHTPOJTH0 MPOMDKHOT
npoAayKuii nig yac BUpo6bHULTBA rOTOBOro
nikapcbKoro 3acoby.

BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEePMKEHHSA. 3MiHM | TUNYy - 3MiHM 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3miHa po3mipy cepii (Bk/IYakumM gianasoH po3mMipy
cepii) roToBOro NnikapcbKoro 3acoby (iHLi 3MiHK)
BBE/EHHSA PO3MIpy cepii roTOBOro NiKapCbKoro
3acoby Ansa BupobHrka TOB "AFPO®APM".
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SIKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHM y npoueci BUpO6HWLTBA FOTOBOTO
nikapcbKoro 3acoby, BKAOUAKUN NPOMIKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHULTBI
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoieci BUPO6HMLTBA) HE3HAYHI 3MiHW [0
TEXHOMOrYHOro NpoLecy A5 3anponoHOBaHOIO
BUpo6HMKa TOB "AFPO®APM", YkpaiHa y 3B'A3Ky i3
BIAMIHHOCTSIMW B TEXHOJ/IOTIYHOMY O6/1afHaHHA Ta
napameTpax Moro KOHTPO/IH0 B MOPIBHSAHHI i3
3aTBepxeHoto TexHonorieto Ha MAT HBLL
"BopLyariBcbkuii XP3".

85.

nNPA3NA 20

Tabnetku, no 10
Tabnetok y 6nictepi; no
3 6nictepun y nayu,i 3
KapToHy; no 60 a6o 90
TabneToK y KOHTeliHepi;
no 1 KoHTelHepy y nauui
3 KapPTOHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLyariBcbkuii
XiMmiKo-

hapmaueBTUYHNI

3aBsog”

YkpaiHa

BMPOGHULITBO 3a
MOBHUM LIK/IOM:
My6niuHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHNYNIA
LeHTp
"BopLuariBCbkuii
Ximiko-

hapmaLeBTUYHNIA

3asof”,

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHn | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/IH0 IKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHA AiNbHUL, Ha SKiA
3[iICHIOETbCA KOHTPO/IL/BUNPOBYBaHHSA cepii)
[ofaBaHHA AiNbHULI, WO 34iACHIOE KOHTPO/b Cepiit
rOTOBOrO liKapCbKOro 3acoby - ToBapnCcTBO 3
0bMexeHolo BignosigansHicTio "Hatyp+", YkpaiHa.
BBefeHHA 3MiH NpOTArom 3-X MicALiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/6917/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
YkpaiHa; 3miHu | TUny - 3MiHK 3 SKOCTi. FOTOBMIA NiKApCbKNi
BUPOGHULTBO, 3aci6. 3MiHM y BUpOo6HMLTBI. 3aMiHa abo BBeAEHHS
nakyBaHHs, BUMYCK [04aTKOBOI AiNbHULL BUPOBHMLITBA AJ/151 HACTUHM
cepiii: ab0 BCbOro BUPOGHMYOro MpoL,ecy rotoBoro
ToBapucTBO 3 nikapcbKoro 3acoby (AiNbHULS, Ha AKil
obmexeHoro npoBoAATLCA Oy Ab-AKi BUPOOHWYI cTagil, 3a
BiANOBIAA/TIBHICTIO BVMHATKOM BUWMYCKY Cepiid, KOHTPOJIO SKOCTI,
"ArPO®APM", NepBMHHOrO Ta BTOPUHHOIO NakyBaHHsA, 4114
YKpaiHa,; HecTepubHKX NiKapcbknx 3acobis) BeegeHHs 3MiH

KOHTPO/b Cepiit:
ToBapucTBO 3
06MEXEHO
BigNoBiga/IbHICTIO
"Haryp+",
Ykpaina

npoTArom 3-xX MiCALIB MiCNA 3aTBEPMAKEHHS.
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
abo BBe[eHHS 40AATKOBOT AifIbHULI BUPOBHMLTBA
NS YacTVHM abo BCbOro BUPOBGHMYOro npoLecy
rOTOBOrO /liKapCbKOro 3acoby (finbHuusa ans
NEePBUHHOIO NakyBaHHs) - 3MiHM 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeieHHS A04aTKOBOT AiNIbHULI BUPOBHULTBA
NS YacTVHM abo BCbOro BUPOBGHMYOro npoLlecy
roTOBOrO J1iKapCbKOro 3acoby (4inbHUuUs ans
BTOPUHHOIO NaKyBaHHS) BBEAEHHS A0aTKOBOT
AinbHUUI BUpO6HMLTBa TOBApUCTBO 3 06MEXEHOI0
BignosiganbHicTio "Arpochapm”, YkpaiHa
(BUPOBHMLTBO, NaKyBaHHSA) (419 ynakosku no 10
Tabnetok y 6aictepi; no 3 6nictepy B navyj) Ta
3a3HayeHHs PYHKLA 3aTBEp)KEHOr0 BUPOOHUKA
(My6niyHe akuioHepHe ToBapMCTBO "HaykoBo-
BMPOGHUUMIA LeHTp "BopLuyariBCbKnii XiMiko-
papmaLeBTMYHMI 3aBoA", YKpaiHa (BUpOBGHULTBO
3a NOBHUM LKNOM)). 3MiHu | TUnY - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOHO SKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA BUPOOHNMKA, L0
BiANOBiAae 3a BBE3EHHSA Ta/abo BuNyck cepii) - He
BK/1H0YAI0UM KOHTPO/b/BUNPOGYBaHHSA cepii -
[0faBaHHA BUPOOHMKa, LLIO BifMnoBigae 3a BUMycK
cepil - ToBap1CTBO 3 0GMEXEHOI BiANOBIAA/ILHICTIO
"Arpodhapm", YkpaiHa (419 ynakoskv no 10
Tabnetok y 6aictepi; no 3 6nictepy B nav,).
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SIKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHM BMNpO6yBaHb ab0 A0NYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(BMNYyYEeHHS HECYTTEBOTO BUNPOGYBAHHS B NPOLIECI
BMPOGHULITBA) BUYYEHHS M. «MikpobionoriyHa
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

yncToTa» i3 cneyudikauii 4719 KOHTPOJTH0 NPOMDKHOT

BionyckKy

peecmpayiliHo2o
nocsioYeHHs

3acoby

Himeuunna/

npoAayKuii nig yac BUpo6bHULTBA rOTOBOro
nikapcbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEePAKEHHSA. 3MiHM | TUNYy - 3MiHM 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3miHa po3mipy cepii (Bk/IYakumM gianasoH po3mMipy
cepii) roToBOro nikapcbKoro 3acoby (iHLi 3MiHK)
BBEEHHSA PO3MIpy cepii roTOBOro NiKapCbKoro
3acoby Ansa BupobHrka TOB "AFPO®APM".
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SIKOCTI.
oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHNLTBI.
3MiHM y npoueci BUpO6HWLTBA FOTOBOTO
nNikapcbKoro 3aco6y, BKAOUYAKUN NPOMIKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHULTBI
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoieci BUPO6HMLTBA) HE3HAYHI 3MiHW [0
TEXHOMOrYHOro NpoLecy A5 3anponoHOBaHOIO
BUpo6HMKa TOB "AFPO®APM", YkpaiHa y 3B'A3Ky i3
BIAMIHHOCTSIMW B TEXHOJ/IOTIYHOMY O6/1afHaHHA Ta
napameTpax Moro KOHTPO/I0 B MOPIBHSAHHI i3
3aTBepxeHoto TexHonorieto Ha MAT HBLL
"BopLyariBcbkuii XP3".
BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:

3a

UA/2377/01/01

86.

NINPUMAP®

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 20 mr no 10 Tabnetok
y 6nicTepi; no 3
6nictepu a6o no 10
6nicTepiB y KAPTOHHIN
Kopobui

Mdpaiizep IHk.

CLUA

BVMPOGHMLTBO in
bulk, nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b SIKOCTI
Ta BMUNycK cepii:
Mdpaiizep
MeHo ek ypUHr
[onuneng MmoX,
HimeuuunHa;
BUPOGHMLTBO in
bulk, KoHTpOsb
akocTi: Mdpaiizep
$apmactoTikana
NC, CWA

CWA

3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby - 3MiHW y MeTogax
BMNpo6yBaHb T. Po3unHeHHs. MeToa YO-
cnekTpomeTpii (manual dissolution method), y
3B A3KY 3 YA0CKOHA/IEHHSIM METOAMKM; 3MiHW | Tuny
- 3MiHa Yy MeTofiax BUNpo6yBaHHSA roTOBOrO
nikapcbKoro 3acoby - 3MiHM y MeTofax
BMNpobyBaHb T. PO3unHeHHs. MeTog YO-
CneKTpoMeTpil aBTomMmaTn3oBaHuii (automated
dissolution method), y 38°513Ky 3 Y40CKOHa/IEHHSIM
MeToAVKM

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:

peyenmom

3a

UA/2377/01/02

87.

NINPUMAP®

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 40 mr no 10 Tabnetok
y 6nicTepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

Mdpaiizep IHK.,
CLA

CLUA, CLUA,
CWA

BMPOGHMLTBO in
bulk, nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI
Ta BMUNycK cepii:

Mdpaiizep
MeHodek Yy pUHr niKkapcbKoro 3acoby - 3MiHM y MeToax
[Jonuneng MméX, BMNpo6yBaHb T. Po3unHeHHs. MeToa YO-

3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO NiKaPCbKOro 3acoby - 3MiHW y MeTogax
BMNpo6yBaHb T. Po3unHeHHs. MeToa YO-
cnekTpomeTpii (manual dissolution method), y
3B A3KY 3 YA0CKOHA/IEHHSIM METOAMKM; 3MiHW | Tuny
- 3MiHa Yy MeTofiax B1Npo6yBaHHSA roTOBOro

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
HimeuunHa; cnekTpoMeTpii aBTomaTn3oBaHuii (automated
BUPOGHMLTBO in dissolution method), y 38 513Ky 3 Y40CKOHa/IEHHSIM
bulk, KoHTpOsb MEeTOAMNKM
akocTi: Mdpaiizep
$apmactoTikana
NINC, CWA
88. | NINPUMAP® TabneTkn, BKpUTI Mdpaiizep IHk. CLIA nepBuHHa Ta HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/2377/01/03
NNiBKOBOK 060/IOHKOHO, BTOPVHHA CWA 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peuyenmom
no 80 mr no 10 TabneTok ynakoBKa, roTOBOrO MiKapCbKOro 3acoby - 3mMiHM y MeTogax
y 6nicTepi; no 3 KOHTPO/b AKOCTI BMNpo6yBaHb T. Po3unHeHHs. MeToa YO-
6nicTepy B KAPTOHHIi Ta BMNyCK cepil: cnekTpomeTpii (manual dissolution method), y
Kopoobui Mdpainzep 3B A3KY 3 YA0CKOHA/IEHHSIM METOAMKM; 3MiHW | Tuny
MeHtodhekuypuHT - 3MiHa Yy MeTofiax BUNpo6yBaHHSA roTOBOrO
[Loiunen Mm6X, nikapcbKoro 3acoby - 3MiHM y MeTofax
HimeuunHa,; BMNPOGYBaHb T. PO3unHeHHs1. MeTog Y-
BVMPOGHMLTBO in CnekTpoMeTpii aBTomMmaTn3oBaHuii (automated
bulk, kOHTpoNb dissolution method), y 38 513Ky 3 Y40CKOHa/IEHHSIM
sKocTi: Mdpalizep MeTOoAMNKN
dapmactoTikan3
JINC, CWA
89. | NINPUMAP® TabneTku, BKpUTI Mdpainzep IHK. CWA BMPOGHMLTBO in Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/2377/01/04
N1iBKOBOK 060/1I0HKOMO, bulk, nepBuHHa Ta CWA 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
no 10 mr no 10 TabneTtok BTOPVHHA roTOBOrO /iKapCbKoro 3acoby - 3MiHM y MeTofax
y 6nicTepi; no 3 ynakoBka, BMNpo6yBaHb T. PO3unHeHHs. MeTog YO-
6nictepu abo no 10 KOHTPO/b AKOCTI crnekTpomeTpii (manual dissolution method), y
6nicTepiB y KAPTOHHIl Ta BMNYyCK cepil: 3B 513Ky 3 Y,0CKOHAJ/IEHHSIM METOANKM; 3MiHW | TUny
Kopobui Mdpaiizep - 3MiHa y MeTofax BUNpobyBaHHSA rOTOBOTO
MeHtodhekuypuHT NikapcbKoro 3acoby - 3MiHM y meTodax
[Loiunenn Mm6X, BUNPO6YBaHb T. PO3umHeHHs. MeTog Y-
HimeuunHa,; crnekTpoMeTpii aBTomaTn3oBaHuin (automated
BMPOGHMLTBO in dissolution method), y 3B 53Ky 3 Y40CKOHa/IEHHSIM
bulk, kKOHTpob MEeTOAMNKM
akocTi: Mdpaiizep
$apmactoTikana
JINC, CWA
90. | NOMEPAMIA, Tabnetku no 2 mr; no 10 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 6e3 UA/7581/01/01
TabneTtok y 6nictepi; no "KuiBmegnpenapa "Knismegnpenapa 3MiHM | Tuny - 3mMiHa agpecu BUpo6HKKka AdI peyenma
2 6nictepu B nayi T T nonepamigy rigpoxnopuay 6e3 3MiHn micua
BMPOGHULTBA
91. | NYUETAM® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepiasis: 3a UA/8165/01/01
NAiBKOBOK 060/I0HKOHO, dapmaLeBTUYHNIA dapmaueBTUYHNI 3MiHKM | TUNY - NO4AHHS OHOB/IEHOTO cepTudlikaTa peyernmom
no 400 wmr, no 60 3aBog ElIC 3aBog ElIC BiANOBiAHOCTI EBponelicbkinn hapmakonei Ne R1-

TabneToK y CKIsiHOMY
thnakoHi; no 1 donakoHy
Y KapTOHHI1 kopobuj; no
15 TabneTok y 6nicTepi;
no 4 6nictepu y
KapPTOHHI KOpooLyi

CEP 2004-083-Rev 03 ans fito4oi pevyoBuHY Big,
BXe 3aTBEep/KeHOro BUPOGHYKa 3 HOBOIO HAa3BOI0;
3MiHM | TUNY - NOAAHHA HOBOrO cepTudikaTa
BiAnoBigHOCTI EBponelicbkiin hapmakonei Ne R1-
CEP 2004-083-Rev 04 ans fitoyoi pevoBuHN Bif
HOBOro BMPOBHMKA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
92. | NYUETAM® TabneTku, BKpUTI 3AT YropuwHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/8165/01/02
NNiBKOBOK 060/OHKOM0, dapmaueBTUYHUI dapmaueBTUYHUI 3MiHK | TUMY - NOAAHHS OHOBMIEHOTO cepTudikara peyenmom
no 800 mr, no 30 3asog ErIC 3asog ErIC BiZJNOBIAHOCTI €Bponeiichbkii thapmakonei Ne R1-
TabneTokK y CKISHUX CEP 2004-083-Rev 03 g1 Aito4oi pevoByHA Bif,
chnakoHax; no 15 BXe 3aTBepAKEeHOro BUpPOo6HMKa 3 HOBOK Ha3BOID;
Tabnetok y 6nictepi; no 3MiHM | TUNY - NOAAHHA HOBOrO cepTudikara
2 6nicTepn y KapTOHHIi BiANoOBiAHOCTI EBponelicbkinn hapmakonei Ne R1-
KopooLi CEP 2004-083-Rev 04 ans fjito4oi pevyoBuHY Big,
HOBOr0 BMPOGHMKa
93. | NYUETAM® TabneTku, BKpUTI 3AT YropuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/8165/01/03
NNiBKOBOK 0G0/OHKOM, dapmaveBTUYHUIA dapmaveBTUYHUI 3MiHK | TUNY - NOAAHHS OHOBIEHOTO cepTudikara peyenmom
no 1200 wr, no 20 3asog ElIC 3asopg ElIC BiAgnoBigHOCTI €Bponelicbkin hapmakonei Ne R1-
TabneTokK y CKISHUX CEP 2004-083-Rev 03 a5 fito4oi peqoByHA Bif,
dhnakoHax; no 10 BXe 3aTBepAKeHOro BUpPOo6HKKa 3 HOBOK Ha3BOID;
TabneTok y 6nictepi; no 3MiHM | TUNY - NoAaHHA HOBOro cepTuddikaTa
2 6nicTepn y KapTOHHIN BiAnoBigHOCTI EBponelicbkin hapmakonei Ne R1-
Kopobui CEP 2004-083-Rev 04 ans fito4oi pevyoBuHY Big,
HOBOr0 BMPOGHMKa
94. | nworc pO34uH Ans TOB "AKn Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/5719/01/01
30BHILLUHBOIO "GapmaueBTuyHa "®apmaueBTnyHa YTOUHEHHS peecTpauiiiHol npoueaypu peyenma
3actocyBaHHs 1 %, no habpuka" thabpuka" (3a3HayeHHs TepMiHy BBei€HHS1 3MiH) B HaKasi
20 MmN y KoHTelHepi abo MO3 YkpaiHu
y (hn1akoHi 3 MexaHiYHUM Ne 1664 Big 12.09.2018 B npoLeci BHECEHHS 3MiH
posnuaosayem, no 1 (3minu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyueHHs
KOHTEeliHepy abo BMPOGHNYOI AinbHNL (BKIKOYAKUN AiNbHNL ANS
donakoHy B nauui A®|, npoMiXHOro NpoAykTy abo rotoBoro
nNikapcbKoro 3acoby, AibHULi AN NPOBEeAEHHS
nakyBaHHs1, BUPOGHUKA, BiAMOBIAaILHOIO 3a BUMYCK
cepiid, MicLle NpoBeAEHHSI KOHTPOSIO cepii) abo
nocTavanbHviKa BUXiAHOTO MaTepiasny, peareHTty
ab0 [ONOMIKHOI PeHOBUHU (AKLLO 3a3HAYEHO Y
[0CbE) - BUNYYEHHS OJHIET i3 A4BOX 3aTBEpPKEHNX
AinbHULB BUpo6HKka TOB "KM "dapmaueBTnyHa
thabpuka” YkpaiHa. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCAILiB MiCNs 3aTBEPIKEHHS.).
Pepakuis B Hakasi: TepMiH BBEAEHHS 3MiH -
BiACYTHIli. BipHa pepakuisi: BBejeHHA 3MiH
MPOTArom 6-T1 MicauiB NicnA 3aTBepAKEHHS.
95, MAKPOIO/1 3350 | BockomnogibHa abo ToBapuncTBO 3 YkpaiHa BUPOGHMLTBO, HimeuunHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: - UA/15487/01/01
napacpiHonogi6bHa maca 06MexeHo BMNYCK Cepil: 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
(cybeTaHuis) y Bi4NoBiAa/IbHICTIO KNAPIAHT BignosigHocTi/IE-cepTudikat BignosigHocCTi
NoABINHNX "apmaueBTnyHa MPOLYKTE €Bponelicbkiii hapmakonei/moHorpadii. MogaHHs
nosieTuIeHoBMX KOMNaHis (HIMEYYMHA) HOBOro abo OHOBNIEHOro cepTudikarta BifgnoBiAHOCTI
naketax gns "3p0pos'a” 'MBX, abo BUyyYeHHs cepTudpikata BiANoBIAHOCTI
hapMaLeBTUYHOIO HimeyunHa,; €Bponeiicbkin hapmakonei: gns A®l; ans
3aCTOCYyBaHHA PO3NUNEHHS: BUXIAHOIO MaTepiany/peareHTy/npomiKHOro
NIHYC 'MBX, NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
HimeyunHa AdI; s 4ONOMiXXHOT pevyoBuHK (cepTudpikat
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAHOCTI EBponeiickbkint hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEpIKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikaty

BiAgNoBigHOCTI E€Bponeiickbkili hapmakonei (R1-CEP
2002-180-Rev 03) Bif BXe 3aTBEPIKEHOIO
BMpo6HMKa — CLARIANT PRODUKTE
(DEUTSCHLAND) GMBH gjto4oi pe4oBuHm
Makporon 3350 (3aTBepxeHo R1-CEP 2002-180-
Rev 02); Buny4eHHsi po3ainy Baxki Metanu.

96.

ME3/M® ®OPTE
20000

TabneTku
KMLLKOBOPO34MHHI no 10
TabneTok y 6nictepi; no
2 abo no 5 6nicTepiB y
KapTOHHIA KOopooLi

BEPNIH-XEMI Al

HimeyunHa

Brpo6HMLTBO
Tabnetok "in bulk"
Ta KOHTPO/b
cepiii:
BEPJIIH-XEMI AT,
HimeuunHa;
MakyBaHHA,
KOHTPO/b Ta
BUMYCK CepiiA:
BEPNIH-XEMI AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuMii
3aci6. Onuc Ta cknag, (iHwi 3miHK) - 3mMiHa B cknagi
roTOBOrO NiKapPCbKOro 3acoby: OHOB/IEHHA CkNagy Y

3B'AI3KY 3i 3MIHOIO KifIbKOCTE NOPOLLIKY 3
niAWAYHKOBMX 3as103 (CBUHEN); 3MiHM | TNy - 3MiHK
3 AKocTi. FoToBMIA Nnikapcbkuid 3aci6. Onuc Ta ckiag.

3MmiHa y cknagi (4oNoMbKHUX pevoBUHaX) roToBOro
nNiKapcbKoro 3acoby (iHLwi 3MiHK) - 3MiHa B cknagi
roTOBOrO NKAPCHbKOro 3acoby: OHOBMIEHHA CkNady
(3MiHa KiNbKOCTI Ajjana3oHy /1akTo3u MOHOrigpary
BiANOBIAHO [0 3aNpPONOHOBAHOrO Aiana3oHy
KiTbKICHOTO BMIiCTY MOPOLLKY 3 MiALLITYHKOBMX 3a/103

CBUHell). BHeCEeHHS pefakLiiiHOT npaBku, Lo

CTOCYETbCA A0AABAHHSA TiAPOKCMAY HATPItO, AKWUIA, y
pasi HeobXiAHOCTi, BUKOPUCTOBYETHLCA 415
KopuryBaHHs pH, BiANOBIgHO [0 3aTBEPMAXEHOIO
cknagy Ha cepito, HaBegeHoro B po3gini 3.2.P.3.2.
Mpu LbOMY CKNag roToBOro NikapCbKoro 3acoby He
3MIiHUBCS; 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW.

BunyueHHss BUPO6HMYOI finbHuLi (BKIHOYAK0UM

AinbHuui ana A®Il, npomikHOro npoaykTy abo

roTOBOro Nikapcbkoro 3acoby, AinbHuLi Ans
NpoBefEeHHs NaKyBaHHSA, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOIO cepil) abo noctavyanbHUKa
BMXiQHOrO Marepiasy, peareHTy abo JONOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCBE) - BUTYUYEHHS
BMPOBHUYOT (PyHKLT BUPOGHMKA rOTOBOIO
nikapcbkoro 3acoby MeHapiHi-doH XengeH MmoX.
Nevinuirep wrpace 7-13, 01097 Ape3aeH,
HimeyunHa BiANOBIA&/IbHOIO 3a BUPOGHMLTBO "in
bulk". BBegeHHs 3MiH npoTArom 6-Tu micsis nicns
3aTBEPMKEHHS; 3MiHM | TUMY - 3MiHN 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vac
BUPOGHMLTBA FOTOBOIO NiIKAPCbKOro 3acoby

6e3
peyenma

UA/6763/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1

(BMNyYEHHS HECYTTEBOTO BUNPOOYBAHHSA B NPOLIECI
BMPOGHMLTBA) - BUNYYEHHS HECYTTEBOTO
BMnNpobyBaHHA B NpoLieci BUpobHuuTBa - bulk and
tapped volume; 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiii
thapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi 3
HEeOo6XiHICTIO NpUBEAEHHS Y BiANOBIAHICTL [0
MoHorpadii A®Y abo €Bponeiicbkoi hapmakoner,
abo iHWOi HauioHasbHOI dhapmakonei gepxasn EC
(iHWi 3miHW) - 3MiHa 3asBneHa, Wwob BigobpasnTn
BiANOBIAHICTL 3 EP | BUganuTy nocunaHHs Ha
BHYTPILLHI MeToA BUNpobyBaHb; 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpOs1b AOMOMKHUX peyoBrH. 3MiHa y MeTofax
BMNPOBYBaHHSA JOMOMDKHOI PEUYOBUHM (iHLLI 3MiHU Y
MeTofax BUNpobyBaHHA (BK/IOYaoun 3amMiHy abo
[ofaBaHHs)) - 3MiHa y MeTofax BMNpobyBaHHs
[OMOMiXHOI PeyOBVHM (A0AaBaHHSA
anbTepHaTMBHOrO MeTody thapmakonei). Metoga,
onucaHuii y USP, BBaXXaeTbCs BaslifOBaHUM; 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6.
KOHTpO/b roTOBOro /likapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS roTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHM Y MeTodax BUNPObyBaHb
(BKNKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) -
[OMOBHEHHA BXe 3aTBEPAKEHOro MeToay
KOHTpOsto "NaeHTudukaums nopoLuka ns
nomxenyAouHbIX Xenes" anbTepHaTUBHO
npoueaypoto: igeHTUdIKaLis NOPOoLUKY 3
NiALLNYHKOBUX 3a/103 MOXe ByTv AoBEEeHO 3a
[1ONOMOrOH0 o[, KPOXMasTbHOI peakuii. Ak Hacnigok
L 3MiHK Bifo6paxaloTbesa y crneumdikauii Ha Bunyck
cepiii. PepakuiiiHi 3MiHM nokasHuka
"Mikpo6ionoriyHa yncrora" - NpUBEAEHHS Y
Bi4NOBIAHICTb A0 MaTepianiB AOCbE LLOAO0
3a3Ha4YeHOoro NokKasHvKa Npu LibOMY XOAHWX 3MiH B
MeTogi Ta 3.2.P.5.2. He Bifgbynock; 3miHu | TUny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (BHECEHHS 3MiH Y
[0CbE ANs NPUBELEHHS Y BigNOBIAHICTb A0
3arasibHOT cTaTTi 2.9.40 «OAHOPIAHICTL [030BaHNX
oavHNLb» AdY/EBponelicbkoi hapMakonei 3aMicTb
3aTBEpPKEHUX 3arasibHuX cTtaten 2.9.5
«OfHopigHICTb Macu» Ta/abo 2.9.6 «OAHOopIgHICTb
[031») - NpuBefeHHs cneundikauii y BignoBigHICTb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1

00 3arasibHoi cTaTTi 2.9.40 "OpfHopigHIicTb
[,030BaHNX oanHULL" EP 3amicTb 3aTBepKeHunx
3aranbHUX cTateit 2.9.5 "OgHopigHicTb MacK'”. Ak

HacnifoK 3MiHIOETLCA i pefakuis meToay
KOHTPOJIH0; 3MiHM | TUny - 3MiHK 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo

[OMyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - foAaBaHHA NokasHUka PO3UYMHEHHS Y
cneumdikaLito Ha BUMYCK Cepiii (3anpornoHoBaHo:
«He meHee 70 % (Q) MMNONUTUYECKOW aKTUBHOCTM
yepes 60 MUH») Ta 3MiHa napameTpa cneuudikawii
Ha TepMiH NPUAATHOCTI A1 NOKa3HMKa PO3YMHEHHS
(3aTBEpPAXEHO: «He MeHee 10 000 EA Ph.Eur
JIMNOSIMTUYECKOV aKTUBHOCTY Ha TabneTky
KMLLEYHOPaCcTBOPUMYIO B TeyeHne 60 MUH, 4To
COOTBETCTBYET He MeHee 50 % OT 3asiB/IEHHO
JIMNOSIMTUYECKOV aKTUBHOCTW», 3anpoNOHOBaHO:
«He meHee 60 % (Q) MMNONNTUYECKOWA aKTVBHOCTM
yepes 60 MUH») Ta 3a3HAYEHHS NOKa3HUKa
cneuudikauii «MaeHTudmkauma TutaHa guokenaa
(E 171)» 3 BignosigHnm metogom B MKA 113, Tak sk
nig, yac nepepeectpadii Hakas Big 12.11.2013,
[JaHuii NoKasHWK NOMWIKOBO He ByB BigoGpaxeHni
B MKA N13, xoua i 6yB HasBHWIA B MaTepianax
peecTpaujiiiHoro Aocke Bif BUPOGHMKA. PefakuiiiHi
3MiHU (BAOCKOHANEHHS Nepeknagy 3 aHrniicbKol
MOBW) B crewmdikauii nokasHykKa «30BHIiLLHIi
BUINAL» (3aTBEPAXEHO: «Cnerka ABOAKOBbIMYK/blE,
KuLLEeYHOpacTBOpMMbIe TabneTkn oT 6enoro Ao
cnerka ceporo LpeTa 3 r1akoi NoBepXHOCTbIO»,
3anponoHoBaHo: «Crerka ABOSKOBbIMYK/blE,
MOKPbITbIE N/IEHOYHON 060104KOV TabNeTkM OT
6enoro Ao cnerka ceporo useta 3 rnagkor
NOBEPXHOCTbIO»); 3MiHU | TUMY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo fonycTUMNX MEX rOTOBOTO
NiKapCcbKoro 3acoby (3BY)XEeHHS A0NYyCTUMUX MEX) -
3BY)XXEHHSA JOMYyCTUMUX MEX 4711 napameTpa
KinbkicHoro aHanisy y cneuudikauisix Ha BUNyck
cepiit Ta TepMiH NpUAAaTHOCTI; 3MiHW | TUMy - 3MiHK 3

AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo LONYCTUMUX MEX FOTOBOTO

NiKapCbKOro 3acoby (BUYyYEHHS HE3HAYHOro

nokasHuka (Hanpuknag 3acTapisioro NokasHuka,

Takoro siK 3anax Ta cMak, abo igeHTudikauis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1

6apBHUKIB UM CMAKOBWX 406ABOK)) - BUTyHEHHS
nokasHvika crneuudikadii Ha TepMiH NpUAaTHOCTI
"MoTepu npu cyLwike: He 6onee 4 %"; 3miHu | TNy -
3MiHu 3 SKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro /likapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS roTOBOrO NiKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpA)KEHNX MeToAax
BUNPOBYBAHHS) - HE3HAYHI 3MiHW Y 3aTBEPAXEHOMY
MeTo/i BUNPo6YyBaHHsS «KOSIMYECTBEHHbIV aHa/IM3 —
NvnonuTnyeckasa akTMBHOCTb»; 3MiHW | TUNy - 3MiHK
3 AKocTi. FoToBwMiA nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npuaaTHocTi abo ymoBax
36epiraHHsA roTOBOro NikapcbKoro 3acoby (3miHa B
yMoBax 36epiraHHsi rOTOBOrO /ikapCbKoro 3acoby
ab0 nicna po3ynMHeHHs/BIAHOBNEHHS) - 3MiHA B
ymMoBax 36epiraHHs roToBOro NikapCbKoro 3acooby;
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOr0 cepTudikarta BifgnoBifAHOCTI
abo BuyyYeHHs cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: gna A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; ons [ONOMIXHOT pevoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif, YXe 3aTBEPAKEHOrO
BMPOGHMKa - NoAaHHs oHoBrieHoro CEP (Ne R1-
CEP 2001-280-Rev 02) ans A®l Pancreas Powder
Bifl y)Xe 3aTBepkeHoro BupobHuka Nordmark
Arzneimittel GmbH & Co. KG, Germany; 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAK0UN MPOMDKHWIA NPOAYKT, LLO
3aCTOCOBYETLCA NPV BUPOBHMLTBI TOTOBOIO
nNiKapcbKoro 3acoby (iHLi 3MiHW) - MepeHeceHHs
onucy npoLecy ctaHAapTu3aLii 4o YacTUHU Moayns
3.2.P.2.3. (Po3po6Ka BUPOGHUYOTO NPOLLECY); 3MIHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6 (iHLLi
3MiHU) - OHOB/IEHHS AOKyMeHTauii Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 BignoBigHO 40
UYMHHOrO 3aKoHoAaBCTBa. XXOAHMX 3MiH NEePBUHHOT
yNakoBKM He Bifgbdynocs; 3miHu | Tuny - 3miHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro /likapcbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BUNPOBYBAHHSA) - HE3HAYHI 3MiHW Y 3aTBEPIXEHOMY
MeTOofi BUNPo6YyBaHHsS «KOMIMYECTBEHHbIV aHa/IM3 —

AMyNonuTUYEcKan akTUBHOCTb»; 3MiHU | Tuny -
3MiHK 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y
mMeToAax BUNPo6yBaHHA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHUX MeTofax
BUNPOBYBaHHSA) - HE3HAYHI 3MiHW Yy 3aTBEPIKEHOMY
MeToZi BUNpobyBaHHA «KoNM4eCTBEHHbI aHauIM3 —
O6Las NnpoTeonuThYeckas akTMBHOCTb»

97.

MEJIOKC

Tabnetkn no 15 wmr; no
10 TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI KopoobLi

Megpokemi T/,

Kinp

Megokemi T/,
(UeHTpanbHuii
3aBop)

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB:3MiHN
Il TNy - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B'13aHb Ta YMOB BMAa4i peecTpauiiiHoro
nocBigYeHHS, BKIoYaoun MnaH ynpasniHHA
pusmKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANIbLLOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBMM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbest
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BriKoHaHHS 3000B'A3aHb BiAMOBIAHO A0 MiANYHKTY
2.3 NyHKTY 2 popatky 15 o Mopagky nposefeHHsA
eKCMepTn3n peecTpavliiHnx MaTepiasliB Ha likapcbki
3aco06u, L0 NoAalTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaljiiHuX maTtepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460); 3MiHN BHECEHI A0 IHCTPYKLi 415 MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWYMKM NikapcbkuMmn 3acobamu 1a
iHWi BMAW B3aemogii", "MobiyHi peaxuii” BignoBigHO
[0 OHOB/EHOI iHGhopMaLiT 3 6e3nekun gitoyoi
peyoBuHu. (BBegeHHs 3MiH NpoTSArom 3-x micsuis
nicns 3aTBepPKEHHS)

3a
peyerimom

UA/7284/01/02

98.

MEPOHEM

NOPOLLIOK A/191 PO3UNHY
Ans iH'ekuii no 500 mr
no 10 donakoHiB 3
NOPOLLKOM Y KapTOHHiiA
Kopobui

Mdpaiizep Eitu. Ci.
Mi. Kopnope/iwuH

CWA

Bupo6HuK "in
bulk":
EiCiEc fo6dap
Cna, ITanis
abo
CymiTomo
[JeiiHinnoH ®apma
Ko., NT4., AnNoHis;

ITania/
AnoHis/
LLBenuapis/
Benwvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUnY - AAMIHICTPaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecyt Micusa NPOBaAKEHHS
AisNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYAKUM Ai/TbHUL BUNYCKY
cepii abo micLe NpoBefeHHSI KOHTPOJHO AKOCTI.
(aisnbHICTb, 3a SAKy BigNOBiAaE BUPOOHUK/iMIopTep,
BK/10YAK0UM BUMYCK Cepiid) - 3MiHa agpecu

B1pOGHMK, BMpo6Huka 13 AcTpa3eHeka tOK flimiTea, Benvka
BiANOBigabHUI 3a BpuTaHisi, NoB A3aHa 3 BUAAIEHHSIM HAa3BY PErioHy
NepPBUHHY (Yewwp) 6e3 3MiHW MicusA BUpO6HMLTBA (BBEAEHHS

3a
peyenmom

UA/0186/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
yMaKoBKy: 3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS)
3am60H
CsiTuepnaHg, /174,
LLiseiiuapis;
Brvpo6HuK,
BiANOBigabHWIA 32
BTOPVIHHY
ynakoBKy, BUNYyCK
cepii:
AcTtpa3eHeka tOK
Nimiten, Benvka
BpuTtaHis
99. | MEPOHEM MOPOLLIOK A/151 PO3YMHY Mdpaiizep Eiiu. Ci. CLIA Brpo6HuK "in ITanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/0186/01/02
Ans iH'ekuidi no 1000 mr Mi. KopnopeiLuH bulk™: AnoHis/ 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHW. 3MiHa peuyenmom
no 10 chnakoHis 3 EiCiEc lo6dhap Lseiuapis/ | HalimeHyBaHHsA Ta/abo agpecyt MiCLsA NPOBaL)KEHHS
MOPOLLKOM Y KapTOHHiIl Cna, ITanis Benuka [iSNbHOCTI BUpobHUKa/iMnopTepa roToBoro
Kopobui abo BpuTaHis NiKapcbKoro 3acoby, BKIOHAUM Ai/TbHUL BUMYCKY
CymiTomo cepii abo micue NpoBefeHHsI KOHTPOHO SKOCTI.
[eiHinnoH ®apma (@isnbHicTb, 3a AKy BigNoBigae BUpoGHUK/iMIopTep,
Ko., N14., AnoHis; BK/1OHAK0UM BUMYCK Cepiid) - 3MiHa agpecu
Brpo6HuK, BMpobHuka N3 Actpa3eHeka tOK flimitea, Benvka
BiANoBigaIbHMI 3a BpuTaHis, noB A3aHa 3 BUAAIEHHAM Ha3BY PerioHy
NepBUHHY (Yewwmp) 6e3 3miHNn Micus BUpobHULTBa (BBeaeHHSA
yMaKoBKY: 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPAKEHHS)
3am60H
CeiTuepnang /ta,
LLiseiuapis;
B1po6HWK,
BiANOBigabHUIA 3a
BTOPVHHY
ynaKkoBKy, BUNYCK
cepi:
AcTpa3eHeka HOK
Nimiten, Benvka
BpuTaHis
100. METO/KEKT® pO34nH A1 iH'ekui, 50 Mepgak HimeuunHa BMPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/5873/01/02
mr/mn no 0,15 mn (7,5 [esenbliadt drop Bignosigae 3a 3MiHu Il TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
mr), abo no 0,20 mn (10 KniHiwe BTOPWHHE Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
mr), a6o no 0,25 mn LLineujanbnpenapa nakyBaHHs, 30060B'A3aHb Ta YMOB BuAadi peecTtpaliiHoro
(12,5 wr), abo no 0,30 Te M6X MapKyBaHHS, NocCBiJYEeHHS, BKOYatouy MnaH ynpas/iHHA
mn (15 wr), a6o no 0,35 KOHTPONL/BUNPOBY pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
mn (17,5 mr), abo no BaHHSA cepii Ta 3a BMMaralTb(€) NOAaNbLIOT0 06I'PYHTYBaHHS HOBUMM
0,40 mn (20 wmr), abo no BMNYCK Cepil: [,04aTKOBUM AaHVMMK, WO MatoTb HagasaTucs
0,45 mn (22,5 mr), abo Mepak KOMNETEHTHUM OpPraHOM, OCKi/IbKN BUMaraeTbcsi
no 0,50 mn (25 wmr), abo lesenbiadt drop CyTTEBA OLiHKA KOMMETEHTHUM OpraHom)
no 0,55 mn (27,5 mr), KNiHiwe BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
a60o no 0,60 mn (30 mr) LLinevuianbnpenapa 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
pO34MHY y nonepesHbo Te M6X, 0o Mopaaky NpoBeAeHH ekcnepTuan
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3anoBHEHOMY LUMPUL; HimeuunHa; peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, LWwo
no 1 wnpuy pasom i3 BUPOGHWK, L0 noAaloTbCA Ha filepXXaBHy peecTpaLiiio
BOYyA0BaHO Bignosigae 3a (nepepeecTpauito), a TakoX ekcnepTu3n matepianis
iH'EKLIHOI0 TOMNKOIO B BVMPOGHMLTBO MpO BHECEHHS 3MiH 0 peecTpayjiiiHuX maTepianis
KOHTYpPHOMY nikapcbkoro NPOTAroM fji peecTpauiiiHoro NocBigYeHHs,
yapyHkoBoMy 6riicTepi; 3acoby, nepBuHHe 3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
no 1 6nictepy B nakyBaHHs, 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
KapTOHHilA KopooLi KOHTPONb/BMNPOGY 460).
BaHHSA cepii:
OHkoTek ®apma
MpogakwH M6X,
HimeuunHa;
BMPOGHWK, LLIO
Bignosigae 3a
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS:
IAT Bionorika
mM6X, HimewunHa,;
BUPOGHUK, LLIO
Bignosigae 3a
BTOPVHHE
nakyBaHHs:
LLiteremaHH
NoHdrepnakyHr
yHA NoricTiwep
Cepsic e K.,
Himeuynna
101. MOBECMA3M TabneTku, BKPUTI Mosi Xenc Mrm6X LseiiLapis CaBa Xenckea IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10010/01/01
o060n0oHkoto, no 10 NTa, IHais; YropwmHa 3MiHM | TURY - 3MiHa Yy NEPBUHHIN yNakoBsL,i rOTOBOro peyenma
Tabnetok B Megiton nikapcbKoro 3acoby (Tvn KoHTelHepa abo
antoMiHieBOMYy 6iicTepi dapmacbloTikas [ofaBaHHA HOBOrO KOHTelHepa) - TBepAi, M'siki Ta
abo y bnictepi 3 Nta., YropwmHa HecTepwsbHi piaki nikapcbki hopMu - AofaBaHHSA
MBX/MBAX nniBkn Ta HOBOrO BMAY MakyBaHHs: 6nictepy 3 MNBX/MBAX
/IOMIHIEBOT hO/bIK; Mo nNiBkK1 Ta anoMiHieBoi honbrv 3 BiANOBIAHUMMU
1 a6o 2 6nictepu y 3MiHamMu o p. «YnakoBka». BBefeHHA 3MiH
KapTOHHI nayyi; no 20 NpoTArom 6-T1 MicALiB Nicnsa 3aTBepAKeHHA
TabneTok B
antoMiHieBomy bnictepi
abo y bnictepi 3
MBX/MBAX nniBkn Ta
TIOMIHIEBOT hO/TbIN; MO
1 6nicTepy B KAPTOHHIi
naui
102. | HATYBIOTUH Tabnetkv no 10 mr no 30 | Anbnex ®apma Al | Lseiiuapis [p. Nyctas KnsiiH HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/15961/01/02
TabneTok y 6nictepi; no v6X & Ko. Kl 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenma

1 a6o no 2 6nictepn y
KapTOHHI/ KopoobLi

Ta (hapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araJibHeHWX AaHunx Npo cuctemy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs hapMakoHars4y; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
BiZl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarisay (BkIyakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - NponoHoBaHa
pefakuis - YnoBHoBaxeHa ocoba, BiAnosifasibHa 3a
3pjiicHeHHs hapmakoHarnagy/KoHTakTHa ocoba B
YkpaiHi ynoBHOBaXXeHOT 0CO6U 3asiBHUKA [/151
3AiicCHeHHA hapMakoHarnsagy - BoiteHko AHTOH
eopriioBuy

103.

HATYBIOTUH

Tabnetkun no 5 mr no 30
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepn y
KapTOHHI/ Kopoo6Li

AnbneH ®apma Al

LlBeiiuapis

[p. MN'yctaB KnsiiH
'm6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHm go
y3arasibHeHNX JaHnx Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOT ocobu 3
hapMakoHarniagy 3asiBHuKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOBaXeHOI 0co6W, BignoBigansHoI 3a
3[jiCHeHHs hapmakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - MponoHoBaHa
pejakuis - YnoBHoBaxeHa 0co6a, BignosigasibHa 3a
3pificHeHHs hapmakoHarnsgy/ KoHtaktHa ocoba B
YKpaiHi ynoBHOBaXKeHOi 0co6Y 3asiBHMKA [/15
3[jicHeHHs hapmakoHarnsay - BoliTeHko AHTOH
[eopriioBny

6e3
peyenma

UA/15961/01/01

104.

HIBECTUM

PO34uH AN iH'ekuili abo
iHcpysiii no 12 maH Of,
(120 mkr)/0,2 mn; no 0,2
My wnpuui (I knacy);
nol,5a6o10y
nonepeaHL0
HaMoBHEHWMX LUMPULLAX
MiCTKiCTIO 1 MmNy
6nicTepi B KAPTOHHIl
nauui

Mdpaiizep Eitu. Ci.

Mi. KopnopeliwuH

CWA

BMNYCK cepil,
BMPOOBHULITBO "in
bulk", KOHTpO/b
cepii y npoueci

BMPOGHMLTBA,

TecTyBaHHSA
BUNYLLEHOI cepil,

TecTyBaHHS

cTabinbHOCTI,

TeCcTyBaHHs

CTEPW/ILHOCTI,
nepBunHHe Ta
BTOPUHHE
nakyBaHHs:

Xopsaris/
Benbrisi/
Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roTOBOrO Nikapcbkoro 3acoby

(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO

NiKapcbKoro 3acoby) - 4151 TOProBoi yNakoBKU

(nigTBEPAXKYETLCA fAHUMWN Peas1bHOro yacy) -
BHECEHHS 3MiH A0 po3gainy 3.2.P.8. CTabinbHiCTb,

30Kpema: 36i/1bLEeHHSI MaKCUMa/IbHOro TEPMIHY
36epiraHHs roTOBOrO flikapCbKoro 3acoby 6e3
XonoaunbHMka 3 7 Ao 15 AHIB 3rifHO AaHnx
peanbHOro yacy. BBegieHHA 3MiH npoTArom 6-tn
micsauiB nicnA 3aTBepAKeHHs

3a
peyenmom

UA/15455/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

XOCMIPA
3ArPEB 4.0.0.,
XopBarisi;
KOHTPO/Tb AKOCTI,
TecTyBaHHs
BUMNYLLEHOI cepil,
TecTyBaHHs
cTabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris;
anbTepHaTUBHUM
BMPOGHUK
BTOPWHHOTO
nakysaHHs: CBYC
PAPMA A.C.,
Yecbka
Pecny6nika

105.

HIBECTUM

PO34MH A8 iH'eKUI abo
iHcpysiii no 30 maH Of,
(300 mkr)/0,5 mn; no 0,5
My wnpuui (1 knacy);
nol,5a6o 10y
nonepeaHLo
HaMoBHEHWMX LUMPULAX
MicTkicTiO 1 Mny
6nicTepi B KAPTOHHiIl
nauuj

Mdpaiizep Eiu. Ci.
Mi. KoprnopeiwH

CLUA

BUMYCK Cepii,
BMPOBHULITBO "in
bulk", KOHTpO/b
cepii y npoueci

BMPOGHMLTBA,

TecTyBaHHs
BUMYLLEHOI cepil,

TecTyBaHHs

cTabinbHOCTI,

TECTyBaHHs

CTEPW/IbHOCTI,

nepBuHHe Ta

BTOPVHHE
nakyBaHHS:
XOCHMIPA
3ArPEB 4.0.0.,
XopBaTis;
KOHTPO/b AKOCTI,

TECTyBaHHs

BMMYLLEHOI cepil,
TecTyBaHHs
cTabinbHoCTi: SGS
Nab6 CaimoH CA,
Benbris;
aNbTepHaTNBHWI
BMPOGHMWK
BTOPWHHOTO
nakysaHHsa: CBYC

PAPMA A.C,,

Yecbka
Pecny6nika

Xopsartisi/
Benbrisi/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNY - 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHsi TOTOBOrO NikapCcbKoro 3acoby

(36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 415 TOProBoi YNakoBKu

(niaTBEPAKYETLCA AAHUMU pPeasibHOro yacy) -
BHECEHHS 3MiH 0 po3ainy 3.2.P.8. CTabinbHicTb,

30Kpema: 36i/bLEeHHS MaKCUMa/IbHOTO TEPMIHY

36epiraHHsa roToBOrO J1iKapCbKOro 3acoby 6e3
xonogunbHuka 3 7 Ao 15 gHis 3rigHO gaHux
peanbHOro Yacy. BBefieHHA 3MiH npoTarom 6-tu
micauiB nicnA 3aTBepAKeHHs

3a
peyerimom

UA/15455/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
106. | HIBECTUM pO34nH A4N11 iH'ekuii abo Mdpaiizep Eiu. Ci. CLUA BUMYCK Cepii, Xopsarisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/15455/01/03
iHpysiii no 48 mnH Of, Mi. KopnopeiLuH BMPOBHULITBO "in Benbrisi/ 3MiHM | TUNY - 3MiHa y TepMiHax NpuaaTHocTi abo peuyenmom
(480 mkr)/0,5 mn; no 0,5 bulk", KOHTpO/b Yecbka ymoBax 36epiraHHsi rOTOBOrO NikapCbKoro 3acoby
mn 'y wnpudi (1 knacy); cepil y npovueci Pecny6nika (36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nol,5a6o010y BUPOGHULTBA, nNiKapcbKoro 3acoby) - 4151 TOProBoi ynakoBKU
nonepeaHL0 TeCTyBaHHSA (nigTBEPAXYETLCA AaHUMKN peasnibHOro yacy) -
HarnoBHEHMX LUNpULAX BMMYLLEHOI cepil, BHECEHHS 3MiH 0 po3ainy 3.2.P.8. CTabinbHiCcTb,
MiCTKiCTIO 1 MmNy TecTyBaHHS 30Kpema: 36iNbLUEHHA MaKCUMasIbHOTro TEPMiHY
6nicTepi B KAPTOHHiIl cTabinbHoCTI, 36epiraHHsa roTOBOrO J1iKapCbKOro 3acoby 6e3
naui TecTyBaHHs xonoawnbHuka 3 7 fo 15 AHiB 3rigHO faHnx
CTePUIbHOCTI, peanbHOro Yacy. BBefieHHA 3MiH NnpoTarom 6-Tu
nepBrHHe Ta MicALiB nicnsa 3aTBepaKeHHA
BTOPVHHE
nakyBaHHs:
XOCMIPA
3ArPEB A.0.0.,
Xopsarisi;
KOHTPO/Ib SIKOCTI,
TeCcTyBaHHs
BUNYLLEHOT cepil,
TECTyBaHHs
cTabinbHoCTi: SGS
Nab6 CaiimoH CA,
Benbris;
anbTepHaTUBHWN
BUPOBHUK
BTOPWHHOTO
nakysaHHsa: CBYC
PAPMA A.C,,
Yecbka
Pecny6nika
107. HITPO-MIK® cnpeii cy6niHrBanbHWi TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2622/01/01
po3osanuii, 0,4 mr/gosa «MIKPOXIM» «MIKPOXIM» 3MiHM | TUny - 3miHK Woao 6e3neku/ehekTnBHOCTI peyenmom

no 15 mn (300 go3) y
donakoHi ; no 1 pnaxkoHy
3 po3nusIBaYeM,
3ano6ixXHUM KOBNa4ykom
y nauui 3 KapToHy

Ta dpapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLIT 4718 MeANYHOro
3aCTOCYBaHHS reHepUYHUX/TiIBPUAHMX/6I0NoAIGHMX
nNiKapcbKknx 3acobiB Nic/s BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWI npenapart (3MiHa He
notpebye HaflaHHS XOAHWX HOBUX AOAATKOBUX
[aHunX) - BHECEeHi [0 IHCTPYKLUiT 418 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOoro 3acoby y po3ginu:
"MpoTunokasaHHs", "B3aemogis 3 iHWuMun
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHS Yy
nepiog, BaritTHoCTi abo rogyBaHHs rpygat”,
"3[aTHICTb BNAMBATU Ha LUBMAKICTbL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWKMK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

"o

mMexaHismamu", "Cnoci6 3acTocyBaHHs Ta go3un",
"Oitn" (yTouHeHHs iHdhopMmaLiT), "Mepeno3yBaHHA",
"Mo6iyHi peakuii" BigNoBigHO A0 iHhopmau,i Wwoao
MeAMYHOro 3acTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (HITPOMIHT®, cripeii
cy6niHreanbHuid, 0,4 mMr/po3a) BeefeHHs 3MiH
NPOTArom 3-X MiCALIB MiC/1A 3aTBEPMAXKEHHS; 3MiHM |
TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - BHECEHI f0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHSA
NiKapCbKoro 3acoby LLOAO KOHTaKTHWUX AaHuX Ans
noBifOMIEHb NP0 HebaxaHi ABuLLa Npu
3aCTOCyBaHHi Nikapcbkoro 3acoby. BBefeHHs 3MiH
NPOTArom 3-X MicALiB Nicna 3aTBEPAKEHHS; 3MiHK |
TUny - 3MiHu Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX AaHvx Npo cuctemy
thapmakoHarnsgy (BBeeHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0co6MU, BiANOBiAabHOI 3a
34ilicHeHHA hapMakoHarnsgy; KOHTaKTHOT 0coom 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHSR
thapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay (BKIYakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - amiHa
KOHTaKTHUX JAHVX KOHTaKTHOT 0CO6U; 3MiHWM | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BK/IYaum AinbHuUL BUNycky cepii abo
MiCLie NPOBEAEHHS KOHTPO/TIO AKOCTI. (AISNIbHICTb,
3a Ky Bignosigae BUPO6HUK/iMNOpTEp, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa Ha3BU Ta aApecy BUPOGHMKa,
6e3 3MiHn Micua BUpo6bHMLUTBa (BBEAEHHS 3MIH
NPOTArom 3-x MICSLIB NiCNSA 3aTBEPAYKEHHS); 3MiHM |
TMNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpaLiiHOro NOCBIAYEHHS) - 3MiHa Ha3BK Ta
aapecu (BeefeHHs 3MiH NpOTArom 3-X MicAuiB nicns
3aTBEPKEHHS)

108.

HYPO®EH®

TabneTkn, BKpUTI
060/10HKO10, 10 200 Mr
no 6 TabneTok y
6nicTepi; no 1 6nictepy
B KapTOHHIl Kopo6Lj; no
8 Tabnetok y bnicrepi;

PekkiTT BeHkizep
Xenckep
IHTepHeLHN
Nimiteq

Benuka
BpuTaHis

PexkkiTT BeHkizep
Xerickep
IHTepHeLHN
NimiTeq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micusa NPOBaMKEHHS
[iSNbHOCTI BUpobHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHAUM Ai/TbHUL BUNYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOJIKO SKOCTI.

6e3
peyenma

UA/6313/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
no 1 6nictepy B (misnbHiCTb, 3a AKy BigNoBigae BUpoOHUK/iMmopTep,
KapTOHHIA KopobLii; no BK/IOUAOUM BUMYCK Cepili) - YTOUHEHHS agpecn
12 TabneTok y 6nicTtepi; BMpo6HUKa N3 PekkiTT BeHkizep Xenckep
no 1 a6o 2 6nictepu B IHTepHewHn Jlimiteq, Benvika Bputanis, 6e3 3miHu
KapTOHHilA KopooLi Micus BUpo6HMLTBA (BBEAEHHS 3MiH NPOTArom 4-X
MiCALIB MiCNA 3aTBEPLYKEHHSR); 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy -
3MiHa y TeKCTi MapKyBaHHs ynakosku 13y p. 17.
IHWe (BUNyYeHHNA peyeHHs "Monerwye 6inb Ta
3HIKYE Temnepartypy") BeegeHHs 3MiH npoTsarom 4-
X MicsLiB Nicns 3aTBEPKEHHS
109. | OMHINAK PO34MH ANA iH EKUii, Ixunl Xenckea AC Hopseris kvl Xenckea Ipnangjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/2688/01/03
300 wr inogy/mn; no 50 IpnaHgisa Nimiteq, 3MiHM | Tuny - 3MiHa agpecu BUpoGHuKa [xul peyenmom
M1 a6o no 100 mny Xenckea AC, Hopseris A®I MogukcaHon 6e3 3miHu
chnakoHi; no 10 MiCLsl BUPO6HULTBA
(h1aKOHIB y KapTOHHIi
Kopobui
110. | OMHINAK PO34MH ANA iH EKUii, Ixul Xenckea AC Hopgeris xul Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/2688/01/04
350 wmr inogy/mn; no 50 Ipnangis Mimiteq, 3MiHM | Tuny - 3MiHa agpecu BUpo6HMKa [xul peyenmom
mn a6o 100 mn, abo 200 Xenckea AC, Hopseris A®I MogukcaHon 6e3 3miHu
M, abo 500 mn y MicLs BUPOGHMLITBA
donakoHi; no 10
(h/1aKOHIB Y KapTOHHii
Kopobui
111. | OPACENT® cnpeii opanbHWii 1,4 %, TOB "baliep” YkpaiHa damap A.B.E. Ipeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7397/01/01
no 177 mn cnpewo y ABNOH lMnaHT 3MiHM | TUMy - 3MiHa y napameTpax cneuudikauii Ha peyenma
NAacTUKoBMX dhiakoHax Ad| deHON NpUBEAEHHS Y BigNOBIHICTE A0
MoHorpaduii «<cPHENOL» EP
112. MNAHALON® TabneTku, BKPUTI nakcoCmiTKnsiiH Benvka nakcoCmiTKnaiiH Ipnangis BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 6e3 UA/2691/01/01
EKCTPA 060/10HKOI0, MO 12 KoHcblomep BputaHis [JaHrapsaH 3MiHM | TUMy - 3MiHa y NEPBUHHII yNakoBL,i rOTOBOro peyenma
TabneTok y 6nictepi; no Xenckep (FOK) NimiTen nikapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa
1 6nicTepy B KapTOHHIiA Tpenginr Nivites, napameTpiB cneuudikaLiii Ta/abo 4onycTUMUX Mex
Kopobui NepBUHHOT YMakoBKM FOTOBOTO MiKapCbKOro 3acoby
(oonoBHeHHs cneumdikalii HOBVUM MNOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPOBYBaHHS); CynyTHA
3MiHa: 3MiHa napamMeTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX NEePBUHHOT YNakoBKy roTOBOro
NikapcbKoro 3acoby (iHWi 3MiHW) - BBEAEHHSA
[10[aTKOBOrO &/IbTEPHATVBHOIO NaKyBaHHS;
BHECEeHHS 3MiH A0 crneundikauii honbru; BHECEHHS
3MiH [0 onucy, crneumndikaii Ta MeTogukm
KOHTpO/t0 AKoCTi nAiBkv MNBX Ta pegakuiiiHi npasku
Bi4NOBIAHMX PO3A4iNiB AOCLE.
BBepfeHHA 3MiH NpoTArom 6-tu micauis nicna
3aTBEPAKEHHS
113. MAPALETAMON Tabnetku no 200 Mr no MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5877/01/01
10 TabneTtok y "Ny6Hnchapm” "Ny6Hndhapm" 3MiHM Il Tuny - 3miHK Woao 6e3nekun/ehekTnBHOCTI peyenma

6rictepax

Ta papmakoHarnsay. BHeceHHs abo 3miHa(u) Ao
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

30060B'A3aHb Ta YMOB BuJadi peecTtpauiiHoro
nocBig4YeHHs, BKoYatoun MnaH ynpasniHHA
pu3nkamm (3aCToCyBaHHA 3MiH(M), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBAHHS HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2 gogatky 15
0 MNopagky NpoBeAeHHs ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noJatoTbCA Ha [lepXaBHy peecTpaLiiio
(nepepeecTpauito), a TaKoX ekcnepTn3n Matepianis
NpO BHECEHHS 3MiH [10 peeCcTpaLjiiiHuX maTepianis
NPOTAroM fji peecTpayiiiHoro NocBigYeHHs,
3aTBepxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

114.

NEPTYCUH

cupon no 100 mny
hnakoHax abo 6aHKax;
no 100 mn y donakoHi
a6o 6aHui, no 1
hnakoHy a6o 6aHLi y
nauuj

MAT "ranuucpapm”

YkpaiHa

MAT "Fanuudcpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOro MikapcbKoro 3acoby - Ans 3anobiraHHs
OTPVIMaHHS1 HEKOPEKTHMX pe3y/bTaTiB aHauisy 3a
nokKasHNKoM «KinbkicHe BU3HaueHHs. Kanito
6pomig.» 3anponoHOBaHO 3MIHUTU METOf,
3BOPOTHOrO (Py4YHOr0) TUTPYBaHHA Ha Npsime
TUTPYBaHHA (aBTOMAaTUYHE), WO AAE 3MOry
3MEHLUNTN TPUBANICTb aHanidy Ta MigBULLMTY AOTO0
TOYHiCTb. Crneundikauis He 3miHWIacs

6e3
peyenma

UA/0749/01/01

115.

NEPTYCUH

cupon in bulk: no 100 mn
y thnakoHi abo 6aHLj, no
48 dhnakoHiB abo 6aHOK

Yy KOpO6i KApTOHHOMY

MAT "Tanuudapm”

YKpaiHa

MAT "Tanuuchapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO fliKapcbkoro 3acoby - A1 3anobiraHHA
OTPVMaHHS1 HEKOPEKTHMX pe3ybTaTiB aHanisy 3a
nokasHnkoM «KiflbkicHe BU3HauYeHHs. Kanito
6poMmif.» 3anponoOHOBAHO 3MIHUTN METO[,
3BOPOTHOTO (PyYHOr0) TUTPYBaHHSA Ha Npsime
TUTPYBaHHS (aBTOMAaTUYHE), L0 AaE 3MOry
3MEHLUNTUN TPMBANICTb aHani3y Ta MigBULLMTY A0T0
TOYHIiCTb. CreundikaLis He 3miHWIacs

UA/9554/01/01

116.

NOBUAVIH

cyno3uTopil BariHa/bHi
no0,3rno5
cynosuTopiis y 6nictepi;
no 1 a6o 2 6nictepn B
nayui 3 KapToHy

MpuBatHe
akuioHepHe
TOBapPUCTBO

"Jlekxim-Xapki"

YkpaiHa

MpusBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis:

3MiHuM | TUNY - NOAAaHHA HOBOTO cepTudlikaTy

BiZiNOBIAHOCTI EBponelicbkilt hapmakonei Bif
HoBOro BMpo6Huka Ne R1-CEP 2008-179-Rev 00

6e3
peyenma

UA/3798/01/01

117.

nosnavH

cynosunTopii BariHasibHi
no 0,3 rin bulk: no 5
cynosuTopiiB y 6ictepi;
no 200 6nicTepiB y
ALMKY

MpusatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-Xapkis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:

3MiHM | TUNY - NOAAHHA HOBOTO cepTudikaTty

BiANOBIAHOCTI EBponeiickkili hapmakonei Bif
HoBoOro Bmpo6Huka Ne R1-CEP 2008-179-Rev 00

UA/13852/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
118. | NOJINHY TpaBa (cybcTaHuis) y MpAT "NikTpasun” YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/5600/01/01
FIPKOro TPABA Milkax abo ToKax ans 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
BMPOOHULTBA a60 BMXigHOro MaTepiasy/npoMixXHOro
HecTepuIbHNX NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
nikapcbknx oopm npoueci BupobHUUTBa AP (iHLWIi 3MiHK Y MeToAax
BMNPOGYBaHHSA (BK/HOYaoumn 3amiHy abo
[0NoBHEHHs) AdD| abo BUXiZHOro/NPOMKHOrO
NPOAYKTY); 3MiHu Il TUMY - AONOBHEHHSA
cneundikauii/MeToAiB KOHTPO/IO AKOCTI (hpakLiero
nopapibHeHoi cmpoBuHN «MogpibHeHa cupoBMHa
dhpakuif 2», yTOUHEHHS Ha3BM 3aTBEPMAKEHOT
opakuii nogpibHEHOT CMPOBUHU. AK HACAIAOK,
BHECEHHS 3MiH Ta AOMOBHEHb Y cneuudikaiio Ta
BigNoBigHI MeToANKN BUNPoByBaHHSA (.
«lgeHTucpikauis A»; n. «<BunpobysaHHs: CTOPOHHI
OOMiLKy, MoapiGHeHICTb»), AONOBHEHHS pPO34iny
«Cknag, Nikapcbkoro 3acoby» Ta «YnakoBka»;
CynyTHS 3MiHa: 3MiHuM 3 AKoCTi. A®l. KoHTponb AdI
(iHWi 3MiHW)
119. MPIOPUKC- niodpinizoBaHuii nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16549/01/01
TETPA™ MOPOLLIOK A1 iH'EKL Y Ekcnopt flimiteq BputaHis Bionoaxikans C.A. 3MiHM | TUNy - oHoBNEHHA CepTudikarty peyenmom
KOMBIHOBAHA MOHOZ030BMX (h1akoHax BiANOBIAHOCTI EBponeiicbkoi Papmakonei Wwoao
BAKUVHA Ans Y KOMM/IEKTi 3 ryéuyartoi eHuedpanonartii Ha peTanibHy Guyady
MPO®INAKTUKN PO3UYNHHUKOM Y cuposaTtky Ha R1-CEP 2000-155-Rew 02; 3miHu |
KOPY, nonepegHL0 TUMy - oHoBNEeHHA CepTudikaTty BiANOBIAHOCTI
EMIAEMIYHOIO HanoBHEHMUX WnpuLax y €Bponelicbkoi ®apmakonei woao ryéuaroi
MNAPOTUTY, KOMMEKTi 3 ABOMa eHuedanonartii Ha peTanbHy 6uyady cmposaTtky Ha
KPACHYXU TA ronkamut Ne 1, Ne 10, y R1-CEP 2000-155-Rew 03; 3miHu | Tuny -
BITPAHOI nonepegHsL0 OHOBNEeHHS CepTudikaty BignoBigHOCTI
BICNNY, XKUBA HanNOBHEHWX LUMPULLAX €sponelicbkoi Papmakonei woao ryéuaror
ATEHYNOBAHA Ne 1, Ne 10, Ne 20, Ne 50 eHuedanonarii Ha peTanbHy 6uyady cmpoBaTtky Ha
a6o amnynax Ne 1, Ne R1-CEP 2000-387-Rew 01; 3MiHu | Tuny -
10, Ne 100 OHOBJ/ieHHs CepTudikaTty BiANOBIAHOCTI
€Bponelicbkoi Papmakonei woao ryéuaroi
eHuedanonarii Ha cheTanbHy 6uyady cupoBaTky Ha
R1-CEP 2000-155-Rew 04. BHeceHHs peAakuiiiHnX
npaBokK Ao po3ainy 3.2.A.2
120. MPOKTO30/ Cyno3uTopii peKkTasbHi MpuBatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4286/01/01
no 5 cynosutopiis y akujioHepHe aKuioHepHe 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa Koy peyenma
6nicTepi; no 1 abo 2 TOBapuCTBO TOBapucTBO ATX - 3MiHV BHeCeHi [0 iHCTPYKLi ANA MeguyHoro
6nictepy B nauui "Jlekxim - Xapkis" "Jlekxim - Xapkis" 3aCTOCYBaHHS fikapcbKoro 3acoby y po3gin:
"GapmakoTepanesTMyHa rpyna’ wogo kogy ATX
BiANoBIAHO 4,0 MXHApPOAHOro KnacudikaTopa
hapm.rpyn Ta kogis ATX BOO3 3arBepaKeHo:
CO5A D51 3anponoHosaHo: CO5A D.
121. nYNbMO3NM® PO34UH A5 iHranaLii, @ . XodhdpmaHH-/15 LseiiLapis BMPOGHMLTBO cuA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/12438/01/01
2,5 Mr/2,5 mni; no 2,5 mn Pow Ntg Hepo3gacoBaHo! LLBeiiuapis/ 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyernmom
B amnyni; no 6 amnyn y npoayKuUil: HimeyunHa Ta hapmakoHarnsgy. BeegeHHst abo 3miHM o
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
KOHTeliHepi; no 1 [DKeHeHTeK IHK., y3arasibHeHNX JaHnx Npo cuctemy
KOHTelHepy B KapTOHHili CLUA; nepBuHHe thapmakoHarnsgy (BBeieHHs y3arasibHeHUX AaHuX
ynakoBLii nakyBaHHS: npo cuctemy hapmakoHarnsgy, amiHa
KeTeneHTt ®apma YMOBHOBaXEHOI 0co6bu, BiANoBigabHOT 3a
ContowwHs, CLUA; 3[iiCHEeHHS1 (hapMakoHarnsay; KOHTakTHOI ocobu 3
BTOPVHHE thapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
nakyBaHHs: hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
& . XodhpmaHH-/15 BiJ, yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
Pow NTa, 3[jiiCHeHHs1 hapMakoHarnsay (BK/I4atum
LLiseiiuapis; KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
BUNPOGYBaHHSA thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTPO/O SIKOCTI: KOHTaKTHOI 0CO6U B YKpaiHi yNOBHOBaXEHOT 0CO6U
Pow ®apma AT, 3anBHMKa 3a hapmakoHarnsg: MponoHoBaHa
HimeyunHa,; pepaxuis: oy, TeTsaHa KOpiiBHa. 3MiHa KOHTaKTHUX
BUMYCK Cepii: [aHnX KOHTakKTHOI 0co6y, BiANOBIAAILHOI 3a
®.XothdpmaHH-/15 3[jiCHeHHs1 hapMakoHarnsgy
Pow JlTa,
Lseliuapis
122. | NYNbUET® TabneTkn, BKpUTI HOBEN INAY TypeuunHa HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/4997/01/01
060/10HKOI0, CAHAI BE CAHAI BE 3MiHK 1l TNy - 3MiHK WO Ao 6e3neKkn/edpeKTUBHOCTI peyenmom
KMLLUKOBOPO34MHHI no 40 TIOXKAPET A.LL. TIOKAPET A.LL. Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
Mr no 4 Tabnetkn y 30060B'A3aHb Ta YMOB BUJadi peecTtpaliiHoro
6nictepi; no 1 6nictepy NoCBiAYEHHS, BKOYatouy MnaH ynpasiHHA
B KapTOHHI ynakosLi; pu3nkamm (3aCToCyBaHHS 3MiH(M), sKi(a)
no 14 tabnetok y BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
6nictepi; no 1 a6o no 2 [04aTKOBMM [aHuMu, Lo MaloTb HajaBaTucs
61icTepy B KAPTOHHIN KOMNETEHTHUM OpPraHoM, OCKi/IbKM BUMaraeTbCsi
ynakoBLi CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 gopatky 15 fo MNopagky nposefeHHs
eKCcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, L0 NoAaTLCS Ha fepXaBHy peecTpaLiio
(nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
MpO BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis
NpoTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
123. MYCTUPHUKA TpaBa (cybcTaHuis) B MpAT "NikTpasn” Ykpaina MpAT "NikTpasun” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/6245/01/01
TPABA MiLKax, ToKax, Kinax 3MiHu Il TMny - 3MiHa y NapameTpax cneuudikauii

4ns BupobHuLTBa
HecTepuIbHUX
nikapcbknx hopm

Ta/abo foMyCTUMUX MEX, BUSHAYEHNX Y
cneumngikayisx Ha A®I, abo BUXigHWIA/MPOMDKHWI
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NMPOLEC
BUpO6HMUTBA ADI; cynyTHA 3MiHa: 3MiHA y MeToAax
BunNpobyBaHHA APl abo BMXigHOTO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuuTea AdI -
[OMNOBHEHHA creumdikalii/MmeToiB KOHTPO/O




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

AKOCTI (pakuieto NoApiGHEHOT CPOBUHN
«MopapibHeHa cnpoBMHa hpakLis 2», yTOYHEHHS
Ha3BW 3aTBeppKeHOI dpakLii nogpibHeHOT
cupoBuHm (MopgpibHeHa cupoBuHa dpakuyisa 1) 3i
3MiHamMu Ta JOMOBHEHHSIMM Y BiANOBIAHMX
MeToAMKax BUNpobysaHHs (n. «laeHTudikavis A»,
n. «Bunpo6yBaHHA: CTOPOHHI AOMILLIKW,
MoApi6HEHICTb»), AONOBHEHHS PO34iNy «YnakoBKa»

124.

PEBI®®

PO34MH ANS iH'EKLIA No
44 wikr (12 maH MO) /
0,5mnno0,5mny
nonepeAHbL0
3arnoBHEHOMY LUMPULLY;
no 3 a6o 12
nonepeAHbL0
3arnoBHeHUX LWNpULiB y
KapTOHHIlA KOpooLi

Apec TpeligiHr
C.A.

Lseiuapis

Mepk CepoHo
C.n.A,, Itanis;
Mepk CepoHo

C.A., BiofineHHs y

M. OGOHH,
LLiBeiiuapis

ITanis/
LLiseiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta (hapmakoHarnsagy. BeegeHHs abo 3MiHn o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
34iiCHEeHHS hapmakoHarnsay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BKIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3asiBHMKa. [1ponoHoBaHa
pegakuisi — CabiHa Xakenb/Sabine Hackel. 3miHa
KOHTaKTHOI 0CO6U 3asBHUKa. [TponoHoBaHa
pepakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXKEHOT 0COOU. 3MiHA KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu

3a
peyerimom

UA/16340/01/02

125.

PEBI®®

PO34UH A5 iH'EKUI No
22 wmkr (6 mad MO) / 0,5
mn no 0,5 mny
nonepeaHLo
3arnoBHEHOMY LUMPULLY;
no 3 a6o 12
nonepeaHLo
3anOBHEHUX LWIMNPULB Y
KapTOHHIA KopooLi

Apec TpeligiHr
C.A.

Leiiapis

Mepk CepoHo
C.n.A,, lTanis;
Mepk CepoHo

C.A,, BiogineHHs y

M. OGOHH,
LLiBefiuapis

ITania/
LLiseiiuapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wwoao 6e3neku/ethekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3araslbHeHUX faHnx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
npo cucTtemy hapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3fjiicHeHHs chapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
BiZl yNOBHOBaX€eHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
thalina cuctemun chapmakoHarnisgy) - 3miHa
yMOBHOBaXEHOT 0co6Y 3asBHMKa. MponoHoBaHa
pepakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
KOHTaKTHOI 0cO6U 3asiBHMKa. MNponoHoBaHa
pepakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXXEHOT 0CO6U. 3MiHA KOHTaKTHMX
[aHVX KOHTaKTHOi 0ocobu

3a
peyenmom

UA/16340/01/01




90

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
126. | PEKOPMOH® PO34uH A1 iH'EKUIA No ®.XohbdpmaHH-/15 LlBeiiuapis BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/5146/01/02
2000 MO/0,3; no 3 Pow Ntg, Hepo3gacoBaHo! LLiBeiiuapis 3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI peuyenmom
nonepeaHL0 NPOAYKLT, Ta chapmakoHarnsagy. BeegerHs abo 3MiHu o
HaMoBHEHVX LUMPULW MO BTOPVHHE y3arasibHeHNX JaHnx Npo cucTemy
2000 MO/0,3 mn pa3om nakyBaHHs, hapmMakoHarnagy (BBeeHHs y3araslbHEHUX AaHuX
3 3 rofikamm AN iH'eKuiii BMNPOGYBaHHSA npo cuctemy hapmakoHarnsgy, smiHa
27G1/2 (ronka KOHTPOJO SKOCTI, YMOBHOBaXeEHOI 0cobu, BifnNoBigabHOT 3a
nomileHa y ni1acTukoBy BUMycCK cepii: Pow 3fjiicCHeHHs hapmakoHarnagy; KOHTaKkTHOT ocobu 3
YNakoBKy) B KOHTYPHiii [iarHocTumke thapmakoHarnsay 3asaBHUKa 418 34iACHEHHS
YapyHKOBIli ynakoBLj, v6X, HimeyunHa; hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
Lo cKnafjaeTbes 3 3 BUPOBHULTBO BiJ, yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
OKpPeMUX NAacTUKOBUX Hepo3gacoBaHol 3[jiiCHEeHHs1 hapMakoHarnsay (BK/I4akum
KOHTeliHepiB (1 npoaykuii: Bettep KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MilLEeHHI MacTep-
nonepegHsL0 Papma-PepTUryHr thaiina cuctemm chapmakoHarnsgy) - 3miHa
HanoBHeHW Wwnpuy, Ta 1 v6X i Ko KI, KOHTaKTHOI 0c0o6u, BifNOBIfa/IbHOT 3a 34iCHEHHS
rofika B ogHOMy HimeuunHa; thapmakoHarnagy B YkpaiHi. [ponoHoBaHa
nNacTMKoBOMy BUNPOGYBaHHSA pepakuis — Moy, TeTaHa KOpiiBHa. 3MiHa KOHTaKTHUX
KOHTeliHepi); no 2 KOHTPO/O AKOCTI: [aHnX KOHTakKTHOI 0co6w, BiANOBIAAILHOI 3a
KOHTYPHI YapyHKOBI ®.XothdpmaHH-/15 3[jiCHeHHs1 hapMakoHarnsgy
ynakoBku (6 Pow Nta,
nonepeAHL0 LBeliuapis;
HarnoBHEHWMX LUNPULIB Ta ®.XothdpmaHH-/15
6 ronoK) y KapTOHHil Pow Nta,
Kopobui Lseliuapis
127. | PEKOPMOH® pO34uH A4 iH'EKUI No ®.XohbpmaHH-/15 LlBeiiuapis BVMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/5146/01/04
30 000 MO/0,6 mn; no 1 Pow Ntg, Hepo3acoBaHo! LLiBeiiuapis 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom
nonepeaHL0 NPOAYKLUT, Ta chapmakoHarnsgy. BeegerHs abo 3miHu o
HamnoBHEHOMY LWNpuLi No BTOPVHHE y3arasibHeHNX JaHnx Npo cucTemy
30 000 MO/0,6 mn nakyBaHHs, hapmakoHarnagy (BBeeHHs y3araslbHEHUX JaHuX
pa3om 3 rosikoto Ass BMNPOGYBaHHSA npo cuctemy apmakoHarnsgy, sMmiHa
iH'ekuini 27G1/2 (ronka KOHTPO/O SKOCTI, YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
nomileHa y ni1acTukoBy BUMycCK cepii: Pow 3fjiicHeHHs hapmakoHarnagy; KOHTaKkTHOT ocobu 3
YMaKkoBKY); B KOHTYPHIli [iarHocTumke hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
YapyHKOBIli ynakoBLj, vm6X, HimeuunHa; hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Lo cKNnafjaeTbes 3 4 BUNPOGYBaHHSA BiJ, yNOBHOBaXeHOI 0co6W, BignoBigansHoI 3a
NAacTUKOBUX KOHTPO/O AKOCTI: 3[jicHeHHs hapmakoHarnsay (BKIyaun
KOHTeliHepiB (1 ®.XohpmaHH-/15 KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
nonepegHsL0 Pow Nta, thaiina cuctemm chapmakoHarnsgy) - 3miHa
HarnoBHeHwul wnpuy, Ta 1 LLiseiuapis; KOHTaKTHOI 0CO6M, BiANOBIAAUTbHOI 3a 34iICHEHHS
ronka B 0fHOMY ®.XohdpmaHH-/15 thapmakoHarnagy B YkpaiHi. [ponoHoBaHa
nnacTMKoBOMy Pow Jlta, pepakuis — Moy TeTaHa HOpiiBHa. 3MiHa KOHTaKTHUX
KOHTeliHepi); no 1 LLsenuapis [aHVX KOHTaKTHOI 0co6y, BiANOBIAA/ILHOI 3a
KOHTYPHili YapyHKOBIl 3AjiCHeHHs1 hapMakoHarnagy
ynakoBLi (4 nonepefHbO
HaMoBHEHVX LUMPULM Ta
4 ronKun) y KapTOHHIl
Kopobui
128. PETPOBIP™ PO34MH opasibHuiA, 10 BiiB Xenckep FOK Benvka "nakcoCmiTKnsiiH KaHaga BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3a UA/0232/03/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
mr/mn no 200 mny Nimiten BputaHis IHK. 3MiHuM Il Tuny - 3miHK Woao 6e3nekn/eekTnBHOCTI peyenmom
dhnakoHi; no 1 dpnakoHy Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
pasom i3 wnpuuem ans 3060B's3aHb Ta YMOB BuAaui peectpauiliHoro
[o3yBaHHA 06'emom 10 nocBiAYeHHS, BKIoYaoun MnaH ynpasiHHA
M1y KapTOHHI1 kopobui pusmKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[00aTKOBUM AaHVMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHS 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
2.3 NyHKTY 2 popatky 15 go Mopagky nposefeHHsA
eKCnepTn3n peecTpauiiHnx Matepianis Ha nikapcbki
3aco06u, L0 NoAaTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
NPO BHECEHHS 3MiH [0 peecTpauiiiHix maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
129. PETPOBIP™ pO34UH opasibHUiA, 10 BiiB Xenckep FOK Benvka nakcoCmiTKnsiAH KaHapa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0232/03/01
mr/mn no 200 mny Nimiten BputaHis IHK. 3MiHM | TMny - 3mMiHa napameTpis cneuudikawin peyenmom
chnakoHi; no 1 doakoHy Ta/abo foMyCTUMUX MeX AN [OMOMDKHOI PeUYOBUHM
pasom i3 wnpuuem s (BUNy4YeHHs 3i cneundikaLii He3Ha4YHOro NokasHuKa
[03yBaHHs 06'emom 10 (Hanpuknag, 3acTapifioro NoKasHuka))
MJ1 Y KQpPTOHHI KOpOOLLi
130. PU3EHAPOC® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa BMPOGHMLTBO Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7150/01/01
35 060n0Hkot0, No 35 wr; ABeHTiC YkpaiHa" Hepo3schacosaHoro | Pecnyb6nika/ 3MiHa 3as1BHMKa (B/1aCHUKA peecTpaviiHoro peyenmom
Ne 2 (2x1): no 2 NPOAYKTY, CnoBaubka noceigyeHHs) (3rigHo Hakady MO3 Big, 23.07.2015
Tabnetku B 6nictepi; no nepBrHHE Ta Pecny6nika Ne460) 3atBepmaxeHo: TOB "3eHTiBa", Uecbka
1 6nicTepy B KAPTOHHIi BTOPUHHE Pecny6nika; 3anponoHoBaHo: TOB "CaHodi-
Kopo6ui; Ne 4 (4x1), Ne 8 nakyBaHHs, ABeHTIC YKpaiHa", Ykpaina

(4x2), Ne 12 (4x3): no 4
TabneTtkn B 6aicTepi; no
1 a6o no 2, abo no 3
6nicTepy B KAPTOHHIi
Kopobui

KOHTPO/b Ta
BUMYCK CepiiA:
TOB "3eHTiBa",
Yecbka
Pecny6nika;
AT "CaHeka
dapmacbloTikans",
Cnosaubka
Pecny6nika

TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHN LWOA0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
BBeaeHHs abo 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHux Npo cucTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BigNOBiAa/IbHOI 3a 34iCHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa
[ANA 3iicHEeHHs hapMakoHarnsay B YKpaiHi, AKLLo
BOHa BiIMiHHA Bif, yNOBHOBaXXeHOI 0co6bu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dapmakoHarnsgy
(BK/OHAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy). [ioya pefakuis: yrnoBHoBaxeHa
ocoba 3as1BHVKa, BiANOBiAa/IbHA 3a
hapmakoHarnsg - Eric Teo/Epik Teo.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

MponoHoBaHa pegakuis: ynoBHOBaXKeHa ocoba
rpynu kKomnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnsag Ha rnobansbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaxeHa ocoba 3asiBHUKa,
BignoBigasibHa 3a hapmakoHarnsag B Ykpaii -
KniwmnH AHTOH MuKonainoBuy; 3MiHu | Tuny - 3miHu
oo 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy
(iHWi 3MiHW); 3MiHW Yy TEKCTi MapKyBaHHS.
BBefeHHs HOBYMX YNaKkOBOK i3 PO3AiNEHHAM
MapKyBaHHS1 OKPEMO /151 KOXKHOTO i3 BUPOOHUKIB:
TOB "3eHTiBa", Yecbka Pecnybrika, Ta AT CaHeka
dapmacbioTikans". 3MiHu f0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA LWOA0 AOAAHHS 3asBHMKA
Ta oro mMicLe3HaxomKeHHs, K HacigoK -
BIANOBIAHI 3MiHW Yy TEKCTIi MapkyBaHHS: 3a3HaYeHHs
3asBHMKA Ha BTOPUHHIW yNakoBL,i NlikapCbKoro
3aco6y. TepMiH BBEEHHS 3MiH - NPOTAroM 6
MicsLiB NiCNs 3aTBEPAYKEHHS.

131.

CEPTAKOHA3ON
-OAPMEKC

necapii no 300 mr, no 1

necapito B 6nictepi; no 1

6nicTepy B KapPTOHHIl
Kopobui

TOB "®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHa HaliMeHyBaHHSA Ta/abo afpecu 3asiBHUKa
(BnacHvKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
afpecy 3asBHVKa (BnacHWKa peecTpauiiHoro
nocBifYeHHs). BBeAeHHSA 3MiH NpOTArom 6-1u
MiICALIB MiCNA 3aTBEPL)KEHHS; 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI
BMPOOGHUKa/iMnopTepa roToBoro Nikapcbkoro
3aco6by, BKIYaK4M AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/TIO SKOCTI. (BiS/IbHICTb,
3a fKy BiAnNoBigae BUPO6HMK/IMNOpTEp, BKIOHAKOUM
BWMYCK Cepiii) - 3MiHa agpecn BupobHuka TOB
"®APMEKC I'PYT", YkpaiHa , 6e3 3mMiHu micus
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MICNA 3aTBEPKEHHS; 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
yNakoBK1 NEBHOTO PO3MIpY) - BUTYYEHHS YNakoBKu
NeBHOro po3mipy. BBefeHHs 3MiH NpoTarom 6-Tu
MicsILiB MiCNSA 3aTBEPAKEHHS.

3a
peyenmom

UA/13845/01/01

132.

CONMNAAEIH®
AKTUB

TabneTku, BKpUTI
060/10HKO0, MO 12
TabneTok y 6nictepi, no
1 6nicTepy B KAPTOHHIi
Kopobui

"nakcoCmiTKnsiiH
KoHcbromep
Xenckep (KOK)
TpelgiHr NimiTeq,

Benuka
BpuTaHis

nakcoCmiTKnaiiH
[aHrapsaH
Nimiten

Ipnangis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUny - 3MiHa y NEPBUHHII yNakoBL,i rOTOBOro
nikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUiA cknag) -

TBepAi Nikapcbki hopmMu; CynyTHA 3MiHa: 3MiHa
napameTpiB cneuyudikauiii Ta/abo AONYCTUMMX MEX

NepBUNHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
(oonoBHEHHs cneumdikavii HOBUM NOKa3HUKOM 3
BiA4NOBIiAHMM METOLOM BMNPOBYBaHHS); CynyTHA
3MiHa: 3MiHa NapameTpiB cneundikaLiii Ta/abo

6e3
peuyenma

UA/12239/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

[OMYCTUMUX MEX NEePBUHHOT YNaKkoBKY roTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - BBE4EHHSA
[04aTKOBOrO a/lbTEPHATUBHOIO MakKyBaHHS;

BHECEHHS 3MiH [0 cneuudikauii §onbrv; BHECEHHS
3MiH [0 onucy, crneundikaLii Ta MeToauku

KOHTpOH0 AKOCTi NniBku MBX; peaakuiiiHi npasku

BiANOBIAHMX pO3LiniB focbe. BBegeHHA 3MiH

NPOTArom 6-T1 MicsauiB NicnA 3aTBepAKEHHS

133.

CTPENCI/IC® 3
BITAMIHOM C 3I
CMAKOM
AMNENbCUHA

NbOASAHWNKN Mo 12
NbOASAHUKIB Y 6icTepi;
no 2 6nictepu B
KapTOHHI KopoobLi

PekkiTT BeHkizep
Xenckep
IHTEepHeLHN
Nimiten

Benuvka
BputaHis

PexkkiTT BeHkizep
Xernckep
IHTepHeLwHN
Nimiten

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUMy - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaKEHHS
[iSNbHOCTI BUpOOHUMKa/imnopTepa roToBoro
NiKapCbKOro 3acoby, BKIOYAKUN [i/TbHUL BAMYCKY
cepii abo MicLe NpoBefEeHHS KOHTPOJIIO AKOCTI.
(aisnbHiCTb, 3a AKy BignoBigae BUpOOHMK/iMIopTep,
BK/THOYAOUM BUMYCK Cepili) - YTOYHEHHS agpecu
BMpo6HUKa MN13 PekkiTT BeHkizep Xenckep
IHTepHewHn Jimiteq, Benvka Bputanis, 6e3 3miHun
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 4-X
MicALiB Nic/a 3aTBepAKEHHS)

6e3
peyenma

UA/7436/01/01

134.

CTPEMNCINC® 3
MEAOM TA
NMMOHOM

NbOASAHWKN Mo 12
NbOASHUKIB Y 6icTepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
Nimiten

Benuvka
BpuTaHis

PexkkiTT BeHkizep
Xernckep
IHTepHeLwHN
Nimiten

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPOBaKEHHS
AiSNbHOCTI BUpOOHUKa/iMnopTepa roToBoro
NiKapCcbKOro 3aco6y, BKIOYAKUN [i/TbHUL BAMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHicTb, 3a AKy BignoBigae BUpo6OHMK/iMnopTep,
BK/THOYAIOYMN BUMYCK CEPIli) - YTOUHEHHS agpecn
BMpo6HUuKa N3 PekkiTT BeHkizep Xenckep
IHTepHewHn Jimiteq, Benvka Bputanis, 6e3 3miHun
MicLl BUPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 4-X
MiCALiB Mica 3aTBepAKEHHS)

6e3
peyenma

UA/6400/01/01

135.

CTPENCINIC®
IHTEHCU/B 3
MEAOM TA
NMMOHOM

NbOAAHWKM NO 8,75 Mmr,
no 8 NboASHNKIB y
6nicTepi; no 2 6nictepu
Yy KOpoO6U;j

PexkkiTT BeHkizep
Xernckep
IHTepHeLLHN
Nimiteq

Benuka
BpuTaHis

PekkiTT BeHkizep
Xerckep
IHTepHeLUHN
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis:
3MiHu | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy MicLsA NPOBaAXEHHS
LiSNbHOCTI BUpO6HMKa/iMnopTepa roToBoro
NiKapcbKOro 3aco6y, BKIHOYAKUN [i/TbHUL BAMYCKY
cepii abo MicL,e NpoBeAEHHS KOHTPOJIIO AKOCTI.
(AisnbHICTb, 3a SIKy BigNOBIgaE BUPOGHMK/iMIopTep,
BK/IOUAOUM BUMYCK Cepili) - YTOUHEHHS agpecn
BMpo6HUKa N3 PekkiTT BeHkisep Xenckep
IHTepHewHn fliviteg, Benvika bpuTaHisi, 6€3 3MiHN
MicLt BUPO6HUMLITBA (BBEAEHHS 3MiH NPOTAroM 4-X
MicsLiB MiCNsA 3aTBEPAKEHHS)

6e3
peyenma

UA/7696/01/01

136.

TAPUIAH

rpaHynun ans opasibHoro
pO34uMHy, Mo 31, y calle
Ne 1, Ne 2

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

Nabiana
dapmacbioTikans,
C.Y.

Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHa 3as1BHMKa (B/1acHUKa peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne460) (TepMiH BBEAEHHS 3MiH - MPOTATrOM 6

3a
peyenmom

UA/16057/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

MiCALIB MiCNsA 3aTBEPKEHHS); 3MiHU | TUMY - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay.
BeefeHHsA abo 3MiHM [0 y3arasibHEHNX AaHUX Npo
cuctemy hapmakoHarnagy (sBefeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa
NS 3piicHeHHs dhapmakoHarnsgy B YKpaiHi, AKwo
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI 0C06M,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsagy) - fitoya pegakuis:
yNoBHOBaXeHa ocoba 3asBHUKa, BignoBifabHa 3a
thapmakoHarnag: Amel Benkritly;
KOHTaKTHa 0cob6a ynoBHOBaXeHOi 0CO6M 3asBHUKA B
YkpaliHi: BoiiTeHko AHTOH eopriiioBuy.
MponoHoBaHa pegakuis: ynoBHOBaXKeHa ocoba
rpynu kKomnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnsag Ha rnobansbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaXeHa ocoba 3asiBHUKA,
BignoBigasibHa 3a hapmakoHarnsag B Ykpaii -
KniwmnH AHTOH MuKonainoBuy; 3MiHu | Tuny - 3miHu
oo 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy
(iHWi 3MiHW) - 3MiHWN Y TeKCTi MapKyBaHHS. 3MiHU
BHECEHI B IHCTPYKL,i0 4151 MeANYHOro 3acTOCyBaHHS
LLOS0 [OfaHHSA 3aABHMKa Ta oro
MiCLLe3HaXOMKEHHS, SIK HACNIAOK - BiANOBIAHI 3MiHW
y TEKCTi MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby:
[IONOBHEHHS TEKCTY MapKyBaHHS BTOPUHHOI
ynakoBKM iHhopMaLielo CTOCOBHO 3asiBHUKa J13.
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPMAKEHHS

137.

TEMNKOM/IAHIH-
®APMEKC

niodpinisat Ana posvmHy
Ans iH'ekuii no 400 mr; 1
chnakoH 3 niodpinizatom
y KOMMekTi 3 1
h1aKOHOM PO3YMHHUKA
(Boga ans iH'exuiin) no
3,2 M1y KOHTYpHilA
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLji y naydi 3
KapToHy

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKa
(BNacHvka peecTpauiiHoro nNocBig4YeHHs) - 3mMiHa
afpecu 3asBHUKa (B/1acHMKa peecTpaviiiHoro
nocsigyeHHs) (BBeAeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCN1A 3aTBEPLKEHHS);
3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYaoun AifbHUL
BUNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/TO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuka TOB "®APMEKC I'Pyn",
YkpaiHa , 6e3 3miHn micus BUpobHMLTBA (BBEAEHHS

3a
peyenmom

UA/13765/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEpKEHHS);
3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy
yNaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yNaKoBKN MEBHOTO PO3MIpY)- BUTYYEHHS YNaKoBKK
Nel5. BeefeHHS 3MiH NpoOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
138. | TEWUKOMJIAHIH- niodpinisat Ana posvmHy TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13765/01/02
DPAPMEKC Ans iv'exuii no 200 wmr; 1 reyn" reyn" 3MiHa HallMeHyBaHHs Ta/abo agpecu 3asiBHUKA peyernmom
chnakoH 3 niodpinizatom (BNacHvka peecTpauiiHoro nNocBig4YeHHs) - 3mMiHa
y KomMnnekTi 3 1 afpecu 3asBHUKa (B/1acHMKa peecTpaviiHoro
h1aKOHOM PO3YMHHUKA nocsigyeHHs) (BBegeHHS 3MiH NpOTArom 6-Tu
(Boga ans iH'exuiin) no MiCALIB MiCN1A 3aTBEPLKEHHS);
3,2 M1y KOHTYpHilA 3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus
YapyHKOBIli ynakoBLii; no NpoBafKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
1 KOHTYpHIli YapyHKOBIli rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AifbHUL
ynakoBLji y naydi 3 BUNYCKy cepii abo MicLie NPoBeAEHHSA KOHTPO/THO
KapToHy; 1 donakoH 3 SKOCTI. (QiSNbHICTb, 3a SIKy BignoBigae
niogpinizatom y BMPOGHUWK/IMNIOpTEp, BK/IOYAUM BUMYCK Cepiid) -
KomMnaekTi 3 1 3MiHa agpecy BUpobHuka TOB "®APMEKC I'Pyn",
(h1aKOHOM PO3YMHHUKA YkpaiHa , 6e3 3miHn micus BUpobHMLTBA (BBEAEHHS
(Boga ans iH'exuiin) no 3MiH NPOTAroM 6-Tu MiCALB Nicns 3aTBEpPAKEHHS)
3,2 M1y KOHTYpHilA
YapyHKOBIli ynakoBLii; no
15 KOHTYpPHUX
YapyHKOBUX YNakoBOK Y
KOpo6Li 3 KApTOHY
139. | TELUEHTPUK® KOHUeHTpaT ans @ . XoddpmaHH-/15 LBeiiuapis BMPOGHMLTBO Himeyunna/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/15872/01/01
PO34uHy ANs iHgy3ili no Pow Ntg, Hepo3acoBaHo! LLiseiiuapis 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom
1200 mr/20 mn no 20 mn NPOAYKLUi, Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y dhnakoHi; no 1 nepBuHHe y3ara/ibHeHNX JaHnx Npo cucTemy
chnakoHy y KapTOHHil nakyBaHHs1, chapmakoHarnsgy (BBeieHHs y3arasibHeEHUX AaHuX
Kopobui BMNPOOGYBaHHS npo cuctemy hapmakoHarnsgy, amiHa
KOHTPOJO SIKOCTI: YNOBHOBaXeHOI 0cobu, BiAnoBiganbHOT 3a
Pow fliarHocTuke 3[iiCHEHHsI chapMakoHarnaay; KOHTakTHOT ocobu 3
vm6X, HimeyunHa; thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHSN
BMMNPO6YBaHHSA thapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHa
KOHTPO/O SIKOCTI, Bif, yNOBHOBaXeEHOI 0c0o6W, BignoBigansHoi 3a
BTOPVHHE 3AjicCHeHHs hapMakoHarnsay (BKIvalun
nakyBaHHs1, BUMYCK KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
cepii: ®. thaiina cuctemm chapmakoHarnsgy) - 3miHa
XohchbmaHH-/15 KOHTaKTHOI 0CO6M, BiANOBIAAUTbHOI 3a 34iICHEHHS
Pow JlTa, hapmakoHarnsgy B YkpaiHi. MponoHoBaHa
LLiBeiiuapis pepakuis — Moy, TeTaHa FOpiiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu, BiANOBIAa/ILHOT 3a
3iicHeHHs1 hapMakoHaraagy
140. TOPBAKAPA® TabneTku, BKPUTI TOB "CaHodi- YKpaiHa BCi eTanu Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15927/01/01
KPUCTAN NAiBKOBOK 060/I0HKOHO, ABEHTIC YKpaiHa" BUPOOHMLTBA, Pecny6ika 3MiHa 3asiBHMKA (B/1IACHMKA PEECTpaLiiHOro peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
no 10 mr Ne 30 (15x2), nepBUHHE Ta noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 90 (15x6): no 15 BTOPWHHE Ne460) TepMiH BBEAEHHS 3MiH - NPOTAromM 6 micsuis
Tabnetok y 6nictepi, no nakyBaHHs, nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
2 abo 6 6nicTepiB y KOHTPO/Ib Ta 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
KapTOHHilA KopooLi BUNYycCK cepiin [N3: BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHux npo
TOB "3eHTiBaA", cuctemy thapmakoHarnsgy (eBefeHHs
Yecbka y3ara/ibHeHNX JaHnx Npo cuctemy
Pecny6nika; thapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BTOPVHHE BiNOBIAaIbHOT 3a 34iICHEHHS hapmakoHarnsgy;
nakyBaHHS: KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHMKa
LITA BUpoGHUUNiA [ONA 3aiicCHEeHHS hapMakoHarnsay B YKpaiHi, AKLo
Kooneparums BOHa BifIMiHHA Bif, yNOBHOBaXXEHOI 0co6Y,
iHBaligiB, Yecbka BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsagy
Pecny6nika (BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) Jiroya pegakuisi: ynoBHOBaXeHa
ocoba 3asBHVKa, BignoBigasibHa 3a
hapmakoHarnsg - Eric Teo/Epik Teo.
MponoHoBaHa pegakuis: ynoBHOBaXKeHa ocoba
rpynu kKomnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnsag Ha rnobansbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaXeHa ocoba 3asiBHUKA,
BignoBigasibHa 3a hapmakoHarnsag B Ykpaii -
KniwmnH AHTOH MuKonainoBuy; 3MiHu | Tuny - 3miHu
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy -
3MiHW y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B
IHCTPYKLit0 4719 MeANYHOro 3aCTOCYyBaHHS LWoA0
[0AaHHA po3ainiB "3asBHuK" Ta
"Micue3HaxompKeHHs 3asBHMKA" 3 BiANOBIAHUMU
3MiHamMu y TekcTi MapKyBaHHs (TepMiH BBeAEHHS
3MiH - NPOTArom 6 MicsiLiB Nicnsl 3aTBEPAKEHHS)
141. | TOPBAKAPA® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa BCi eTanu Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15927/01/02
KPUCTAN NAiBKOBOK 060/IOHKOHO, ABeHTIC YKpaiHa" BUPOBHMLTBA, Pecny6nika 3MiHa 3asiBHMKa (B/1aCHMKa peecTpaLiiHoro peyernmom
no 20 mr Ne 30 (15x2), nepBuHHe Ta nocBigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015
Ne 90 (15x6): no 15 BTOPWHHE Ne460) TepmiH BBELeHHS 3MiH - NPOTAromM 6 micsuis
TabneTok y 6nictepi, no naxkyBaHHs, nicns 3aTBepmXkeHHs; 3MiHu | Tuny - 3MiHu Wwoao

2 abo 6 6nicTepiB y
KapTOHHIA KOpooLi

KOHTPO/b Ta
BUNYCK cepiit [N3:
TOB "3eHTiBa",
Yecbka
Pecny6nika;
BTOPVHHE
nakyBaHHS:
LITA BUpoGHUUNiA
koonepartus
iHBaligiB, Yecbka
Pecny6nika

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiAa/IbHOI 3a 34jCHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHMKa
[ONA 3aiiCHEeHHsT hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiIMiHHA Bif, yNTOBHOB&)XEHOI 0co6Y,
BiANOBIAA/bHOI 32 34iliCHEHHA dapmakoHarnsgy
(BKTHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-haiina cuctemm
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakoHarnsgy) Jiroya pegakuisi: ynoBHOBaXeHa
ocoba 3asBHVKa, BignoBigasibHa 3a
thapmakoHarnsg - Eric Teo/Epik Teo.
MponoHoBaHa pegakuis: ynoBHOBaXKeHa ocoba
rpynu komnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnsag Ha rnobansbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaxeHa ocoba 3asiBHUKa,
BignoBigasibHa 3a hapmakoHarnsag B YkpaiHi -
KniwmnH AHTOH MuKonainoBuy; 3MiHu | Tuny - 3miHu
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy -
3MiHW y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B
IHCTPYKLt0 4719 MeANYHOro 3aCTOCYyBaHHS LW0A0
[0AaHHA po3ainiB "3asBHuK" Ta
"Micue3HaxompKeHHs 3as8BHMKA" 3 BiANOBIAHUMU
3MiHamMu y TekcTi MapKyBaHHs (TepMiH BBeAEHHS
3MiH - NPOTArom 6 MicsiLiB Nicnsl 3aTBEPAKEHHS)

142.

TOPBAKAPL®
KPUCTAN

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 40 mr Ne 30 (10x3):
no 10 TabneTtok y
6nictepi, no 3 6rictepn
B KapTOHHI Kopo6ui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

BCi eTanu
BMPOGHMLTBA,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta
BUNYCK cepiin [N13:
TOB "3eHTiBa",
Yecbka
Pecny6nika;
BTOPVHHE
nakyBaHHS:
LITA BUpoGHUUNiA
Kkooneparus
iHBasligiB, Yecbka
Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHa 3as1BHMKa (B/1aCHMKa peecTpaLiiHoro
nocBigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015
Ne460) TepmiH BBELeHHS 3MiH - NPOTAromM 6 micsuis
nicns 3aTBepMkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiAa/IbHOI 3a 34iICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHMKa
[ONA 3aiiCHEeHHsT hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0co6Y,
BiANOBIAA/IbLHOI 32 34iiCHEHHA ddapmakoHarnsgy
(BK/tOHAOYM KOHTaKTHI flaHi) Ta/abo 3MiHU Y
pO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) Jirova pegakuisi: ynoBHOBaXeHa
ocoba 3asBHVKa, BiANOBiAa/IbHA 3a
thapmakoHarnsg - Eric Teo/Epik Teo.
MponoHoBaHa peaakLis: ynoBHOBaXeHa ocoba
rpynu komnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnag Ha rnobanbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaxeHa ocoba 3asiBHUKa,
BignoBiAasbHa 3a hapmakoHarnsag B Ykpaii -
KniwunH AHTOH Mukonaosuy; 3mMiHu | Tuny - 3mMiHn
Loao 6e3nekn/edyeKTMBHOCTI Ta hapmakoHarnsgy -
3MiHW y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B
IHCTPYKLt0 4519 MEANYHOro 3aCTOCYBaHHS LW040
[0AaHHA po3ainiB "3asBHuK" Ta
"Micue3HaxompKeHHs 3asBHMKA" 3 BiANOBIAHUMU
3MiHamMu y TekcTi MapKyBaHHs (TepMiH BBeAEHHS

3a
peyenmom

UA/15927/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3MiH - NPOTArom 6 MicsiLiB Nicnsl 3aTBEPAKEHHS)
143. | TPMAEPM® Kpem, no 15r B LWepiHr-Mnay LseiiLapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2022/01/01
antoMiHieBiv Ty6i; no 1 CeHtpaui IcT Al Na6o H.B. 3MiHW || TMNy - 3MiHK B IHCTPYKUi AN MeAUYHOro peyenmom
Ty6i y KapTOHHIl 3acTocyBaHHs B po3ginv "OcobmBocTi
Kopobui; no 30 r B 3acTocyBaHHs", "MobivHi peakuii"; pefaryBaHHs
antoMiHieBiv Ty6i; no 1 iHchopmawuii po3ginis "dapmakonoriyHi
Ty6i y KapTOHHIli KOpoo6Li B/1acTMBOCTI", "3acTocyBaHHS y nepiog, BariTHOCTi
a6o rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha
LIBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKn mexaHiamamu”, "Cnocib 3acTocyBaHHs
Ta fosun", "Mepefo3yBaHHsa". BBegeHHsA 3MiH
npotarom 3 MicaLiB NicnA 3aTBepAKEHHSA
144. | TPUTALE® Tabnetku no 5 mr Ne 28 TOB "CaHodi- Ykpaina CAHO®I C.IN.A ITania BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/9141/01/02
(14x2): no 14 TabneTok ABeHTIC YKpaiHa" 3MiHuM | TUNY - 3MiHa NnapameTpy cneuudikauii peuyenmom
y 6nicTepi, no 2 «Onnec» 3 MeTo 3anobiraHHA Nigpo6oK roToBOro
6nicTepy B KapPTOHHIl nikapcbkoro 3acoby
Kopobui
145. | TPUTALE®-A Kancynu TBepai no 5 TOB "CaHogi- YkpaiHa BupobHMuTBO, Monba BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/15898/01/01
mr/5 mr Ne28 (7x4) abo ABeHTIC YKpaiHa" nepBrHHE Ta 3MiHa 3as1BHMKa (B/1acHUKa peecTpaviiiHoro peyenmom
Ne56 (7x8): no 7 kancyn BTOPUHHE noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
y 6nicTepi, no 4 abo 8 nakyBaHHs1, Ne460) TepmiH BBEAEHHS 3MiH - NPOTArom 6 micsiuiB
6nicTepiB y KAPTOHHIl KOHTpO/b cepili nicnsa 3aTBepkKeHHs; 3MiHKn | Tuny - 3MiHu Wwoao
Kopo6ui; Ne90 (15x6): no roToBOro 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
15 kancyn y 6nictepi, no nikapcbkoro BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHux npo
6 6nicTepiB y KapTOHHii 3acoby: cuctemy thapmakoHarnagy (BBefeHHs
KOpO6L 3aknag y3araslbHeHuUX faHunx npo cuctemy
dapmaueBTUYHN chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoi ocobu,
Apamveq ®apma BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
C.A., NonbLya; KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa

KoHTposb Ta
BUMYCK Cepiii
roToBOro
nikapcbkoro
3acoby:
Mab'aHiuki
3aknaau
dapmMaueBTUyHe
Monbcha C.A.,
Monba

0081 34jICHEeHHA hapmakoHarnsgy B YkpaiHi, aKwo
BOHa BifIMiHHA Bif, yNOBHOBaXXEHOI 0CO6H,
BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
po3MiLLleHHi MacTep-chaiina cuctemu
thapmakoHarnagy) - firoya pegakuis:
yNOBHOBaXeHa ocoba 3asiBHUKa, BignoBigaibHa 3a
thapmakoHarnsg - Eric Teo/Epik Teo. NponoHoBaHa
pefakLis: ynoBHOBaxeHa ocoba rpynu komnaHili
Sanofi, BignosigasibHa 3a hapmakoHarnsg Ha
rnobasbHoMy piBHi - Eric Teo/Epik Teo;
ynoBHOBaXeHa ocoba 3asBHUKa, BignosijanbHa 3a
hapmakoHarniag B YKpaiHi - KniwmH AHTOH
MwukonaiioBuy; 3miHu | Tuny - 3MiHK WoA0
6e3nekun/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) -3MiHM Yy TEKCTi MapKyBaHHS. 3MiHV BHECEHI B
IHCTPYKLi0 A7 MeANYHOro 3aCTOCYBaHHS 040
[0aHHA 3asBHUKA Ta AOr0 MiCLLe3HaXOMKEHHS, K
HacnigokK - BignoBiAHI 3MiHW y TEKCTi MapKyBaHHS:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
3a3HayYeHHs 3asBHMKa Ha BTOPUHHI ynakoBLi
nikapcbkoro 3acoby (TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiuiB Nicns 3aTBepAKeHHS)
146. | TPUTALE®-A kancynv Tepgi, 10 mr/5 TOB "CaHodi- YkpaiHa KoHTposb Ta Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/15896/01/01
Mmr, Ne 28 (7x4): no 7 ABeHTIC YKpaiHa" BUMYCK Cepiii 3MiHa 3as1BHMKa (B/1acCHUKA peecTpaviiHoro peuyenmom
Kancyn y 6nictepi, no 4 roTOBOro noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
6nicTepn y KapTOHHI nikapcbKoro Ne460) TepmiH BBEAEHHS 3MiH - MPOTArOM 6 MicAuiB
Kopobui 3acoby: nicnsa 3aTBepKeHHs; 3MiHK | Tuny - 3MiHK Woa0
Mab'aHiuki 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3aknagn BBegeHHs abo 3MiHM A0 y3arasilbHeHNX AaHux Npo
dapmaLeBTUyHe cuctemy hapmakoHarnagy (BBefeHHs
Monbcha C.A., y3arasibHeHVX AaHunx npo cuctemy
MonbLya; chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi ocobu,
Bupo6H1UTBO, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
nepBrHHe Ta KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa
BTOPUHHE [ONA 34jicCHeHHS hapMakoHarsay B YKpaiHi, Ko
nakyBaHHs, BOHa BiZJMiHHa Bif, yOBHOBaXXeHOT 0cobu,
KOHTPO/1b BiANOBIAA/IbHOI 32 34iICHEHH hapmakoHarnsay
roToBOro (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
nikapcbKoro pO3MiLLLeHHI MacTep-thaiina cuctemu
3acoby: thapmakoHarnagy) - [irova pegakuis:
3aknag yMoBHOBaXeHa ocoba 3asBHYVKa, BignoBiganbHa 3a
dapmaLeBTUYHN thapmakoHarnsg - Eric Teo/Epik Teo. MNponoHoBaHa
Apawveg ®apma pefakuisi: ynoBHOBaXeHa 0coba rpynm KoMnaHin
C.A., Monbwa Sanofi, BignosigasbHa 3a hapMakoHarnag Ha
rnobasibHOMY piBHi - Eric Teo/Epik Teo;
yNOBHOBaXeHa ocoba 3asBHUKa, BignoBiganbHa 3a
hapmakoHarnsg, B YkpaiHi - KnilumH AHTOH
MwukonaiioBuy; 3miHu | Tuny - 3MiHK Wo80
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - 3MiHW Y TEKCTi MapKyBaHHS. 3MiHV BHECEHI
B IHCTPYKL,i0 415 MeAMNYHOro 3aCTOCyBaHHS LL0A0
[0AaHHA 3asiBHUKA Ta Oro MiCLie3HaxX0MKeHHS, SK
HacnifokK - BiANOBIAHI 3MiHM y TEKCTIi MapKyBaHHS:
3a3Ha4YeHHs 3asiBHMKA Ha 30BHILLHi/ yNakoBLj
nikapcbkoro 3acoby (TepMiH BBEAEHHS 3MiH -
npoTsrom 6 MicsiliB nmicns 3aTBepAKeHHs!
147. | TPUTALE®-A Kancynu TBepgai, 10 TOB "CaHodi- YkpaiHa KoHTposnb Ta Monbua BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15897/01/01
Mr/10 mr, Ne 28 (7x4): no | ABeHTiC YkpaiHa" BUMYCK Cepiii 3MiHa 3as1BHMKa (B/1aCHUKA peecTpaviiHoro peyenmom

7 kancyn y 6nictepi, no roToBOro noceigyeHHs) (3rigHo Hakady MO3 Big, 23.07.2015
4 6nicTepun y KapTOHHiIl nikapcbKoro Ne460) TepmiH BBEEHHS 3MiH - NPOTAromM 6 micsuis
Kopobui 3acoby: nicns 3aTBepMkeHHs; 3MiHu | Tuny - 3MiHu Woao
Mab'saHiuki 6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHuwi
3aknaam 3MiHW) - 3MiHU Y TeKCTi MapKyBaHHs. 3MiHW BHECEHI
dapmaveBTUYHE B IHCTPYKL,iIO A4/15 MeAMYHOro 3acToCyBaHHS LL0A0
Monbda C.A., [0aHHA 3asBHUKA Ta 0ro MiCLLe3HaXOMKeHHS, K
Monbuia; HacnigokK - BigNOBiAHI 3MiHW y TEKCTI MapKyBaHHS:
Brpo6HMUTBO, 3a3Ha4yeHHs 3asBHMKa Ha 30BHILLHIV ynakoBLi
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nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
roToBOro
nikapcbKkoro
3aco0by:
3aknag
PapmaLeBTUYHN
Apamveq ®apma
C.A., MonbLa

nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS; 3MiHN |
TUny - 3MiHu Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX AaHvx Npo cuctemy
chapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
34ilicHeHH hapMakoHarnsgy; KOHTaKTHOT 0coom 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bifl yNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BKIYakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) - firoya
pefakLisi: ynoBHOBakeHa 0coba 3asBHUKa,
BignosigasnbHa 3a thapmMakoHarnsag - Eric Teo/Epik
Teo. MponoHOBaHa pefakLis: ynoBHOBaXeHa 0coba
rpynu KomnaHiii Sanofi, BignosiganbHa 3a
hapmakoHarnag Ha rnobansHomy piBHi - Eric
Teo/Epik Teo; ynoBHOBaXKeHa 0coba 3asBHMKa,
BiANOBiga/IbHA 3a hapmakoHarsag B YKpaiHi -
KniwmnH AHTOH MukKonaiosuy

148.

YKPNIB®

Tabnetkv 500 mr no 10
TabneTok y 6nictepi; no
3 abo 10 6nictepiB y
KapTOHHI/ ynakosL,i

TOB "KYCYM
DAPM"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
roToBOro NikapcbKoro 3acoby - 3mMiHa y Metogax
BMNpobyBaHb 3a T. CynpoBigHi fOMILLKK, Y 3B A3KY 3
npuBefeHHaM Ao moHorpadii BP (Ursodeoxycholic
acid, Tablets) (3amiHa meToay TLUX Ha meToq,
BEPX); 3MiHu | TUny - 3mMiHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby - 3miHa napameTpis
cneupndikauii 3a T. CynposigHi 4OMILLKK, Y 3B A3KY 3
npuBefeHHaM Ao moHorpadii BP (Ursodeoxycholic
acid, Tablets)

3a
peyerimom

UA/11750/01/02

149.

YNbTPAKATH®
A-C

PO3YMH ANS iH'EKUIN,
amnynu: Ne100 (10x10):
no 2 mn B amnysi; no 10
amnyn y KapTOHHIl
YapyHKOBIli ynakoBLii; no
1 KapTOHHIll YapyHKOBI
yMaKkoBLyi B KAPTOHHIN
Kopo6ui; no 10
KapTOHHMX KOPOOOK,
06TArHeHVX NAIBKO
LhIeHOBOID;
KapTpuaki: Ne 100
(10x10): no 1,7 mn y

TOB "CaHodi-
ABeHTIC YKpaiHa"

Ykpaina

CaHodpi-ABeHTiC
[oiiunang M'véX,
HimeyunHa,;
LENb®APM
LIDKOH, ®paHuis

Himeuunna/
PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHa HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BKYaun AifbHULL
BUMYyCKy cepii abo MicLie NPOBeAEHHS KOHTPO/TO
AKOCTI. (QiSNbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOPTEp, BKIOYAOYM BUMYCK Cepild) -
3MiHa Ha3Bu Ta agpecy BUpobHmka CaHodi-ABEHTIC
[oitunang Mm6X, HimewunHa, 6e3 3MiHU Micus
BMPOGHMLTBA. BBEAEHHS 3MiH MpOTSAroM 6-Tu
MicAILiB Micns 3aTBepKEHHS

3a
peyerimom

UA/3406/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
KapTpuaxi; no 10
KapTpUAXIiB Y KApTOHHIl
YapyHKoBIli ynakoBLi; No
10 KapTOHHUX
YapyHKOBUX YNakoBOK Y
KapTOHHI Kopo6Li
150. | YPOCENT cynoauTopii no 0,2 r no MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/3854/01/01
5 cynosuTtopiis y akuioHepHe akuioHepHe 3MiHu |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom
6nicTepi, no 2 6nictepu TOBapUCTBO TOBapUCTBO Ta papmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
B nauuj "Nekxim - Xapkis" "Mekxim - Xapkis" nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepIKEHOMY MOKa3aHHi)
- BHeceHi 3miHM [0 iHCTPYKLIT 418 MeanyHOro
3acTocyBaHHs y po3ain "lMokasaHHsA" , a came
[oAaBaHHA HOBOrO NnokasaHHs "HecneundivHnii
KonbniT". leTanbHuil onuc CUCTeMM yrnpasBiHHA
pv3nKamun y BUTMISAi NNaHy ynpasiHHSA pu3nkamu,
L0 HafaHWUiA 3asIBHNKOM, MICTUTb PU3MK
NPONOPLHI 3axo4un 3 MiHiMi3aLji pu3nkiB Ta
3pificHeHHs hapMakoHarnsgy. BeefeHHs 3MiH
npoTArom 3-X MicsLiB Nicnsa 3aTBepKEeHHS
151. | PAPMALUUTPOH | nopoLiok gns dapmacaiiHc IHK. KaHaga dapmacaiiHc IHk. KaHaga BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6249/01/02
Op&a/IbHOTO PO34UHY MO 3MiHK | TUNY - 3MiHA Y NEePBUHHIl yNakoBLji FOTOBOrO peyenma
23 I NOPOLLKY y nakeTax; niKapcbKoro 3acoby - 3MiHa AKICHOro Ta KiflbKiCHOro
no 23 1 NOpoLUKy Y cknagy NepBrHHOT yNakoBku (MakeT), 6e3 3MiHn
nakeTi; no 10 nakeTiB y BHYTPILLHLOTO LIapy nakeTy, skuii 6esnocepeHbL0
KapTOHHI Kopoo6Li KOHTaKTye 3 nopoLukom PE
152. PAPMALIMTPOH NOpOLLIOK ANs dapmacaiHc IHk. KaHaga dapmacaiHc IHk. KaHaga BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/6249/01/01
POPTE OpasibHOro Po3ynHy no 3MiHM | TUMy - 3MiHa Yy NEPBUHHI yNakoBL,i rOTOBOro peyenma
23 I NOPOLLKY y nakeTax; nNikapcbKoro 3acoby — 3MiHa AIKICHOro Ta KiflbKicHOro
no 23 1 NOPOLUKY Y Cknady NepBUHHOT yNakoBKK (NakeT), 63 3MiHu
nakeTi; no 10 nakeTiB y BHYTPILLHLOrO LLApy NakeTy, skuii 6esnocepesHb0
KapTOHHI KOpoo6Li KOHTaKTye 3 nopoLukom PE
153. | ®NYOAPABIH KOHLeHTpaT Ans EBEBE ®apma ABCTpist EBEBE dapma ABcTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/9416/01/01
"EBEBE" pO34uHy ANs iHdysild, 25 ec.m.6.X. Hdr. ec.m.6.X. Hdpr. 3MiHK | TUNY - NOAAHHS OHOBIEHOTO cepTudikaTy peuyenmom
mr/mn no 2 mn (50 mr) y Kl K BifnoBigHOCTI €Bponelicbkoi chapmakonei: - CEP Ne
chnakoHi; no 1 donakoHy R0O1-CEP 2005-257-Rev02 gns Ad| (dnynapabiHy
B KapTOHHI KopobLi hocchaty) Bif 3aTBEPAKEHOrN0 BUPOGHMKA 3i 3MIHOK
Ha3su BnacHuka CEP
154. | ®NIYKOHA3 po3unH A4ns iHdysiii, 200 CKAH BIOTEK IHAaia ANKOH IHgjis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/8017/01/01
Mr/100 mn no 100 mn y nTa MAPEHTEPA/IC 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT 418 MeAMYHOoro peuyenmom
NAacTWKOBI NAALWL; N0 (IHAIA) NTA 3acTocyBaHHs y po3ginu: "MNpoTunokasaHHsa",

1 NNAWLi y KapTOHHINM
Kopobui

"B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
iHLWi BMAW B3aemMogiin", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii” BigNoBigHO A0 iHhopMmav,i Wwoao
MeAMYHOro 3acToCyBaHHA peddepeHTHOro
nikapcbkoro 3acoby (AVPTFOKAH®, po3unH ans
iHdpy3in, 200Mr/100m)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
155. | ®/TIYKOHA30/ MOPOLLIOK (Cy6CTaHLis) y BE3 ®apmaxem Xopsaris IpaHynes IHgjsa IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/15037/01/01
noaBiniHMX 4.0.0. NimiTen 3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
nonieTnIeHoBmX BignosigHocTi/lE-cepTudikar BignosigHOCTI
naketax gns €Bponeiicbki hapmakonei/moHorpadii. MogaHHA
hapMaLeBTUYHOIO HOBOro abo OHOB/MIEHOrO cepTudikarta BifgnoBifAHOCTI
3acTOoCyBaHHA abo BuyyYeHHs cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: gna A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; ons [ONOMIXHOT pevoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif, YXe 3aTBEPAKEHOrO
BMPO6HUKa - MNogaHHs OHOBMEHOTO cepTuddikata
BignosigHocTi CEP Ne R1-CEP 2009-075-Rev 01
(nonepepaHs sepcis R1-CEP 2009-075-Rev 00 ) ans
aKTMBHOT PeyoBUHM DIYKOHA30N Bif, BXe
3aTBepAKeHOro BMpo6HuKa Mpanynes IHgia fMivites,
LLIO 3YMOBJ/IIOE€ OHOBJ/IEHHSA YNaKOBKM, crievudikawii
Ta MeTOAiB KOHTPOJIH0 AKOCTI A0 MaTepiasiB
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei.
156. dTYOMI3NH TabneTky BariHa/ibHi No MegiHoBa Al LlBeiiuapis BignosigansbHuii Himeyuunna/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/1852/01/01
10 mr; no 6 TabneTok y 3a BUPOGHULTBO: LLiBeiiuapis 3MiHu | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuenma
6nicTepi, no 1 6nictepy PoTTengopd 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
B KapTOHHI Kopo6Lj; no dapma N'v6X, iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
2 Tabnetkun y 6nicrepi, HimeyunHa,; KOHTPOJIH0 IKOCTi FOTOBOrO NiKapCbKoro 3acoby
no 1 6nictepy B BignosigansHuii (3amiHa abo gofaBaHHA BUPOGHMKA, WO BignoBigae
KapTOHHI Kopoo6Li 3a NepBuHHE Ta 3a BBe3€eHHS Ta/abo Bunyck cepii) - Britovyaroun
BTOPWHHE KOHTPONb/BUNPOGYBaHHSA cepil - 3MiHa agpecu
nakyBaHHs: BMpO6HMKa MegaiHoBa Arl, LLseiiLapis
PoTTeHgopd (BignMoBifabHUIA 332 KOHTPO/Ib AKOCTI Ta BUMYCK
dapma NvbX, cepil) BHAcNiAOoK NepeHeceHHs AinbHUL. BBeaeHHs
HimeuunHa; 3MiH NPOTAroM 6-TU MICALIB NiCNA 3aTBEPMXKEHHS.
BignosigansbHuii 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
3a KOHTPO/b HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa (BNacHUKa
SIKOCTi Ta BMMYCK peecTpavuiinHOro noceig4yeHHs) - 3miHa agpecu
cepii: 3asBHUKa. BBeAEHHS 3MiH NpoTArom 6-Tu Micauis
MegiHoBa Arl’, nicns 3aTBepKEHHS.
LLsenuapis
157. DPOKYCUNH® Kancynu Teepai 3 TOB "CaHodi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3876/01/01
MoAandgiKkoBaHUM ABEHTIC YKpaiHa" dapmacbtoTikans" Pecny6nika 3MiHa 3asiBHMKa (B/1aCHMKA peecTpaLiiHoro peyernmom
BMBiNIbHEHHAM No 0,4 Mr noceigyeHHs) (3rigHo Hakady MO3 Big, 23.07.2015
Ne30 (10x3), Ne90 Ne460) TepmiH BBEEHHS 3MiH - NPOTAromM 6 micsuis
(10x9): no 10 kancyny nicns 3aTBepAKEHHS; 3MiHKM | Tuny - 3MiHK WoA0
6nicTepi; no 3 abo 9 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
6nicTepiB y KAPTOHHIl BBefeHHsA abo 3MiHM [0 y3arasibHeHUX AaHuX npo
Kopobui cucTemy chapmakoHarnsgy (eBefeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, 3amMiHa yrnoBHOBaXeHO! 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa
[ONA 3aiicCHEeHHS hapMakoHarnsay B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNOBHOBaXXEHOI 0co6Y,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
yNnoBHOBaXeHa ocoba 3asBHUKa, BignoBijanbHa 3a
hapmakoHarnsag - Eric Teo/Epik Teo
MponoHoBaHa pegakuis: ynoBHOBaXKeHa ocoba
rpynu komnadiii Sanofi, BignosiganbHa 3a
hapMakoHarnsag Ha rnobansbHoMy piBHI - Eric
Teo/Epik Teo; ynoBHOBaXeHa 0coba 3asiBHUKA,
BignoBigasibHa 3a hapmakoHarnsg B Ykpaii -
KniwmnH AHTOH MuKonainoBuy; 3MiHu | Tuny - 3miHu
oo 6e3nekn/edyeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) - 3MiHW Y TEKCTi MapKyBaHHSA. 3MiHU
BHECEHI B IHCTPYKL,i0 4151 MeANYHOro 3acTOCyBaHHS
040 AoAaHHS po3ainiB "3asaBHMK" Ta
"Micue3HaxompKeHHs 3as8BHMKA" 3 BiANOBIAHUMU
3MiHamK y TEKCTi MapKyBaHHs. MpuBedeHHs TEKCTY
MapKyBaHHS [0 BuMor Haka3y MO3 Big 23.07.2015
Ne460.
TepmiH BBEAEHHSA 3MiH - NpOTArom 6 micauis nicns
3aTBEPAKEHHS

158.

LE®TPIAKCOH-
BX®3

NOPOLLIOK A/191 PO3YNHY
Ans iH'ekuii no 500 wmr;
dhnakoHu 3 nopoLukom; 1
chnakoH 3 NOPOLLKOM B
nauuj; 5 dpnakonis 3
MOPOLLKOM Y KaceTi; no 1
KaceTi B neHani; 1
h1akoH 3 NOPOLLKOM Y
KOMMNEeKTi 3
PO34MHHMKOM (BOAA ANA
iH'ekUjin) no 5 mn B
amnyni B kaceTi; no 1
KaceTi B nauui; 1
h1aKkoH 3 NOPOLLKOM Y
KOMMNIEeKTi 3
PO34MHHMKOM (BOAa ANA
iH'ekUjin) no 5 mn B
amny”ni B navui 3
KapTOHHOIO
neperopoKoro

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUNIA

LeHTp
"BopLyariBcbkuii
XiMiko-
hapmaueBTUYHNI
3aBofg"

YKpaiHa

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LEeHTp
"BopLuariBcbkuii
XimiKo-
hapmaLeBTUYHNIA
3asof”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW 3 SKOCTIi. [0TOBMIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa po3mipy

yNaKkoBKM rOTOBOTO JliKapCbKOro 3acoby (3MiHa

KibKOCTi 0AVHWLE (Hanpuknag TabneTok, amnys
TOLLO) B yNakoBLi) - 3miHa y Aiana3oHi
3aTBEPAKEHNX PO3MIPIB YNaKoBKN — BBEAEHHS

[04AaTKOBUX YMakoBOK 6e3 3MiHW NepBUHHOTO

marepiany. BBefeHHS 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepaKeHHs.

3a
peyenmom

UA/4174/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
159. | LE®TPIAKCOH- MOPOLLIOK A/151 PO3YMHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/4174/01/02
BX®3 Ans iH'ekuii no 1000 wr; akuioHepHe akuioHepHe 3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema peuyenmom
h1akoHM 3 MOPOLLKOM; 1 TOBapuCTBO TOBapuCTBO KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy
ch1aKkoH 3 MOPOLLKOM B "HaykoBo- "HaykoBo- yMakoBKM rOTOBOTO NikapCbKoro 3acoby (3miHa
naJui; 5 dpnakoHis 3 BMPOGHWYNIA BMPOGHUYNIA KiNbKOCTi 0AVHWLE (Hanpuknag TabneTok, amnysi
MOPOLLKOM Yy KaceTi; no 1 LeHTp LeHTp TOLLO) B ynakosLi) - 3miHa y Aiana3oHi
KaceTi B neHani; 1 "BopLyariBcbkuii "BopLuariBCcbkuii 3aTBEPAKEHMX PO3MIPIB YNAKOBKN — BBEAEHHS
hNakoH 3 NMOPOLLKOM Yy XiMiKO- XiMiKo- [0[aTKOBUX YMakoBOK 6€3 3MiHW NepBUHHOTO
KOMMNEKTi 3 chapmaLeBTUYHUI thapmaueBTUYHUIA marepiasny. BBefeHHS 3MiH NpOTArom 3-x MicAuiB
PO34YMHHMKOM (BOAA ANs 3aBsog” 3aBsog” nicns 3aTBepaKeHHs.
iH'ekwjin) no 5 mn abo no
10 mn B amnyni B KaceTi;
no 1 kaceTi B nayui; 1
chnakoH 3 NOPOLLKOM Yy
KOMMAEKTi 3
pO34MHHMKOM (BOAA AN1A
iH'ekwjin) no 5 mn abo no
10 mn B amnyni B naywj
3 KAPTOHHOI
neperopoaxoto
160. | LLE®TPIAKCOH- MOPOLLIOK A/151 PO3YMHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/4174/01/01
BX®3 Ans iH'ekuii no 500 wmr; akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHa y NapameTpax cneuudikawlii peuyenmom
hakoHM 3 NOpPOLLKOM; 1 TOBapUCTBO TOBapUCTBO Ta/abo [oMyCTUMUX MEX, BUSHAYEHNX Y
h1akoH 3 MOPOLLKOM B "HaykoBo- "HaykoBo- cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
naJui; 5 dpnakoHis 3 BMPOGHUYNIA BMPOGHUNYNIA npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NpoLieci
MOPOLLKOM Yy KaceTi; no 1 LeHTp LeHTp BMPOGHMLTBA AD| (3BYXKEHHS JOMYCTUMUX MEX,
KaceTi B neHani; 1 "BopLyariBcbkuii "BopLuariBCcbkuii BM3HAYEHNX Y cneuudikauii); 3miHu | Tuny - 3amiHa y
(N1akoH 3 NMOPOLLKOM Yy XiMiKo- XiMiKo- MeTofax BunpobysaHHa APl abo BUXigHOIO
KOMMEKTi 3 hapmaueBTUYHNI hapmaLeBTUYHNI mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
PO34YMHHMKOM (BOAa ANs 3asofg" 3asof” BMKOPWCTOBYETbLCS Y NpoLieci BUpo6HuuTBa AdI
iH'ekwjin) No 5 Mn B (He3HauHi 3MiHW Y 3aTBEpPKEHNX MeTofax
amnyni B kaceTi; no 1 BMNPOGYBaHHS)
KaceTi B nauui; 1
chnakoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34MHHMKOM (BOAA AN1A
iH'ekwji1) No 5 Mn B
amnyni B navui 3
KapTOHHOIO
neperopojxo
161. LE®TPIAKCOH- NMOPOLLOK A1 PO3UUHY My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/4174/01/02
BX®3 Ans iH'ekuii no 1000 wr; akuioHepHe akuioHepHe 3MiHM | TURY - 3MiHa y napameTpax cneuudikawii peyenmom
chnakoHm 3 nopolukom; 1 TOBapUCTBO TOBapUCTBO Ta/abo fONyCTUMUX MEX, BUSHAYEHUX Y
h1akoH 3 NOPOLLKOM B "HaykoBo- "HaykoBo- cneundikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
nauui; 5 dpnakoHis 3 BUPOGHNUNIG BUPOGHNUNI NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECi
NOpPOLLKOM Y KaceTi; no 1 LeHTp LeHTp BUPOGHMLTBA AD| (3BY)KEHHS [ONYCTUMUX MEX,
KaceTi B neHani; 1 "BopLariscbkuii "bopLuariBCcbkuii BM3HAYeHNX y cneuudikauii); 3miHu | Tuny - 3miHa y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsio4YeHHs1
h/1aKoH 3 MOPOLLKOM Y XiMmiKO- XimiKo- mMeTofax BunpobyBaHHs AD| abo BMXigHOro
KOMNeKTi 3 hapmaueBTUYHNI hapmaLeBTUYHNIA MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
PO34YMHHMKOM (BOAA ANs 3aBog" 3aBog" BMKOPUCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI
iH'ekujin) mo 5 mn abo no (He3HauHi 3MiHN Y 3aTBEPKEHNX MeToAax
10 mn B amnyni B KacerTi; BUNPO6YBaHHS)
no 1 kaceti B nayui; 1
chnakoH 3 NOPOLLKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA ANs
iH'ekujin) Mo 5 mn abo no
10 mn B amnyni B nauLi
3 KAPTOHHOI
neperopokoo
162. LUMNHKTEPAN TabneTku, BKPUTI TeBa I3painb TOB TeBa Monbua BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8359/01/01
NiBKOBOK 060/I0HKOLO, dapmauesTikasn OnepeiwH3 3miHu | TUnYy - 3MiHK 3 SKoCTi. FoTOBMIA NiKAPCbKNI peyenmom
no 124 wmr, no 25 IHpacTpi3 /T4, MonaHg 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y mpoueci

Tabnetok y 6nictepi, no
1 a6o 2 6nictepn y
Kopoobui

BMPOBHULTBA rOTOBOrO NiKapCbKoro 3acoby,
BK/1OYAI0UM MPOMDKHWIA MPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHW) BBeAeHHS TepMiHy
npuaaTHOCTi Hepo3thacoBaHOro NPoAyKTy nepeg,
CTafjier0 NepBMHHOTO NakyBaHHS. (3anponoHOBaHO:
bulk product - holding time 12 months). BBefeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPMXKEHHS.
3miHu | TUNy - 3MiHK 3 SKoCTi. FoTOBMIA NiKapCbKuii
3aci6. KOHTpO/ib rOTOBOrO NiKapcbKoro 3acoby.
3miHa napameTpiB cneuyndikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHW) Y3rofKeHHs1 onucy rotToBoro
niKapcbKoro 3acoby y posginax moayns 3
(3.2.P.5.1. Ta 3.2.P.1). BBeageHHs 3MiH MpOTArom 6-
TW MiCALB Nicnsa 3aTBEPLXKEHHSA. 3MiHW | Tvny -
3MiHM 3 iKOCTi. F0TOBWMIA NiKapCbKuii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
roTOBOrO NiKapCbKOro 3acoby (BU/Ty4YeHHs
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
NoKasHMKa, Takoro sk 3anax Ta cmak, abo
ioeHTUdikauis 6apBHYKIB UM CMakoBUX 406aBOK))
BUJTYYEHHA HE3HAYHOIO NMOKa3HUKa
"PacnagaemMocTb B Boge" i3 cneuudikavii [N13.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTposib roTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
niKapcbKoro 3acoby (BUIYyYEHHS HE3HAYHOro
nokasHuka (Hanpviknaz 3acTapifioro nokasHuka,
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JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK
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Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX 406aBOK)) BUTYYEHHS
He3Ha4YHOro nokasHuka "MiaeHTndmkaumsa naka

asopybuHa" Ta "MiaeHTndimkauma TutaHa guokeuga”
i3 cneyudikauii MN3. BBegeHHS 3MiH NPOTAroM 6-Tu
MicsILiB NiCNs 3aTBEPAYKEHHS.

163.

UATPAMOH -
340POB'A

Tabnetku in bulk: Ne
6000 y nakeTi
noslieTuIeHoBOMY Y
KOHTeliHepi
naacTMacoBoMy

ToBapucTBO 3
obmexeHolo
BiANOBIAA/bHICTIO
"®apmaueBTuyHa
KoMMaHis
"3popos's"”

YKpaiHa

ToBapucTBO 3
obmexeHoto
BiANOBIAA/TIbHICTIO
"®GapmaueBTnyHa
KoMMaHis
"3p0pos'a”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
YTOYHEHHS YakKoBKW Ta peecTpaviiiHoi npoLeaypu
(6yno nponyueHo nakyBaHHsA B chopmi in bulk) B
Hakasi MO3 YkpaiHu
Ne 1664 Big 12.09.2018 B npoLeci BHECEHHS 3MiH
(3MiHn | TMNY - 3MiHK 3 IKOCTI. [OTOBWMIA NiKapCcbKknii
3aci6. Cuctema KoHTeliHep/3aKkynoproBasibHWi
3aci6. 3MiHa napameTpiB cneyudikauii Ta/abo
[OMYyCTUMUX MEX NEePBUHHOI YNaKkoBKY roTOBOrO
nikapcbkoro 3acoby (iHwi 3mMiHn). CynyTHA 3MiHa:
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa y
mMeToAax BUNpo6yBaHHSA NEPBUHHOT yNakoBKu
roTOBOrO NiKapCbKOro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHUX MeToAax BUNpobyBaHb) - 3MiHW Y
cneundikauii Ta MeToAax BXifLHOro KOHTPOJIHO
SAKOCTi NEePBUHHOI YNakoBKu (honbra antomiHieBa,
nniBka NoniBiHINX0pUAHa Ta NakeTn 3 NiBku
nonimepHoi/
noniETUIEHOBOI) 3a NoKasHMKoM «MikpobionoriyHa
yncToTa» (MeToAMKy NpuBELEHO Y BifMOBIAHICTb 40
BUMOT 3ara/lbH1X ctateli no 6ios1oriYHnm
BMNpoGyBaHHsAM Y Ta KpuTepii NPUAHATHOCTI
[OOMOBHEHO OAVHULEID BUMIPY NOBEPXHI Matepiany
(Ha 100 cm?)). Pefakuia B Hakasi: 6yno nponyweHo
ynakosky B doopmi in bulk. BipHa pegakuis:
Tabnetky in bulk: Ne 6000 y nakeTi
noslieTUIEHOBOMY Y KOHTENHepi N1acTMacoBOMY.

UA/15718/01/01

164.

LUNDPAH CT

TabneTku, BKPUTI
060/10HKO0, Mo 10
TabneTtok y 6nictepi, no
1 6nicTepy B KAPTOHHIl
Kopobui

CaH
PapmacboTuKan
IHaacTpi3 flimiteq

IHais

CaH
PapmacbioTukan
IHoacTpi3 Mimites

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbknii
3aci6. 3MiHM y BUpo6HULTBI. 3aMiHa ab0o BBEAEHHS

[04aTKOBOI Ai/IbHULi BUPOBHULTBA A5 YACTUHU
a60 BCbOro BUPOOHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
npoBoAATLCA By Ab-AKi BUPOOHMYI cTagji, 3a
BMHATKOM BUMYCKY CepiiA, KOHTPOO SKOCTI,
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, A1
HeCTepUsIbHUX JiKapCbKMX 3aco6iB) - 3amiHa
OiNbHULI BUPOOHULITBA, Ha SKil NPOBOAATLCS By Ab-
AKi BUpPOGHWYI cTagil, a TaKoX NepBrHHE Ta
BTOPVHHE NaKyBaHHS; CyMyTHS 3MiHa - 3MiHUN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y

3a
peyenmom

UA/6375/01/01
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BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
OiNbHULI BUPOBHMLTBA 11 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro fikapcbKoro
3aco6y (AinbHWUSA 415 BTOPUHHOTO NakyBaHHS);
3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkumii 3aci6. 3MiHK Yy
BMPO6HULTBI. 3amiHa abo BBefEHHS [04aTKOBOI
AiNbHULI BUPOBHMLTBA [/181 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NMikapCbKoro
3aco6y (4iIbHMLA NS NepPBUHHOTO NakyBaHHS);
3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA NTiKapCbKuWii
3aci6. 3MiHM y BUPO6GHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOIO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHA BUPOGHMKA, WO BiANoBigae
3a BBE3€HHSA Ta/abo Bunyck cepii) - Braovyatoun
KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUPOGHMYOT
OinbHULI, SiKa BignoBigae 3a BUNycK cepil,
BK/OYAKOUM KOHTPO/b cepii; 3MiHM | Tuny - 3MiHu 3
AkocTi. [0ToBWIA Nikapcbknii 3aci6. Onuc Ta cknag.
3MmiHa y cknagi (4onoMiKHUX peyoBUHaX) roToBOro
nikapcbKoro 3acoby (iHLWi JOMOMKHI pe4YOoBUHM) -
Byab-sika He3HayHa 3MiHa KiflbKicHOro cknagy
[OMOMIKHUX PEYOBWH Y TOTOBOMY J1iKapCbKOMY
3ac06i - 3MiHU KiNbKICHOTO ckagy A0MNOMKHUX
PeyYOBUH; 3MiHM | TMNY - 3MiHW 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro Nikapcbkoro
3aco6y. 3MiHa napamMeTpiB cneyudikauii Ta/abo
[OMyCTUMMX MEX rOTOBOrO NiKapCbKoro 3acoby
(3BYXKEHHSI IONYCTUMUX MEX) - 3MiHU KpUTEpIiB
NPUIAHATHOCTI 3a NokasHMkamn «BTpaTa macu npm
BUCYLLYBaHHi» Ta «Po3unHeHHs» cneuudikauii M13;
3MiHM | TUNy - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOTO NiKapCbKoro 3acoby.
3miHa napamveTpiB cneuudikayin Ta/abo
[OMyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3acTapifioro nokasHuka, Takoro sik 3anax ta cMak,
a60 igeHTuUdiKaLis 6apBHUKIB UM CMaKOBUX
[06aB0OK)) — BUyYEHO NOKasHUKM «OAHOPIAHICTb
macu», «CepefiHsl Maca» Ta «Po3nafaHHa» 3
cneumdikauii M13; 3miHn | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo fonycTMMNX MEX rOTOBOIO
nikapcbKoro 3acoby (iHWi 3MiHM) — 3MiHN KpuTepiiB
NPUAHATHOCTI 3a nokasHukamy «OAHOPIAHICTb
[1030BaHVX OAVHWLb» (BHECEHO MocunaHHs Ha BP)
Ta «CynyTHI AOMiWKN» cneundikauii M13; 3MmiHu |
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TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpO/b roToBOro MlikapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS rOTOBOO NiKapCbKOro
3aco06y (iHWi 3MiHM Y MeTodax BUNPO6yBaHb
(BKKOYalOUM 3aMiHy ab0 [ONOBHEHHS)) — 3MiHW B
aHaNiTUYHMX MEeToAMKax 3a NokasHukamm
«Po3unHeHHs» (Npo6onigroToBka, hopmMysn
po3paxyHKy, A0AaHO YMOBW NPUAATHOCTI
xpomarorpaciyHoi cuctemu), «KinbkicHe
BU3HAYEHHSA» (POpMy/In po3paxyHky, yMOBM
npuaaTHocTi XxpoMaTtorpadiyHoi cuctemm),
«CynyTHi AOMILLKM» (hOpMYyNN pO3paxyHKy,
npo6oniAroToBka, BiAHOCHWI Yac yTpUMaHHs
[OMiLOoK) Ta «MikpobionoriyHa yucToTa» (3MiH
nocunaxb 3 USP Ha BP); 3miHu Il Tvny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLTBA
roTOBOr0 NikapCbKOro 3acoby, BKIYaKum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHLCS NP

BMPOGHMLTBI rOTOBOIO NikapcbKoro 3acoby (CyTTesa

3MiHa y npoLeci BUPOGHMLITBA, SKa MOXe MaTun
iCTOTHWIA BNMB Ha SKICTb, 6e3neky Ta e(pekTUBHICTb
nikapcbKoro 3acoby) - 3MiHU y npoLeci
BUPOBHMLTBA (3aTBEPKEHO: METO, BOMOrof
rpaHynAuii; 3anponoHOBaHO: MeTOA NPSMOro
npecyBaHHs)

HauanbHUK YnpaBniHHA hapMmaleBTUYHOI OiANBbHOCTI Ta

AKOCTI (hapmMaueBTUYHOI NpoAYKLii

T.M. NIAcKOBCbKUiA
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