MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 >xoBTHA 2024 poKy Ne 1684

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpaliii (repepeecTpaiiii) JiKapcbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmocraHoBu Kabinety MinicTpiB Ykpainu Bifg 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh I’STOr0 MiANyHKTY 12 TyHKTY 4 ITono)KeHHs TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poky Ne 267 (B pejakiiii 1OCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 10 TIOfaHi Ha [Iep)KaBHY  peecTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TNPOBeJAeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 eheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jlep>KaBHOI peectpaljii (mepepeectpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPY JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JmiKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rigHO 3
JIOJJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

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

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
TMKapCcbKUX 3aco0iB (MeJUUHUX iMyHOOi0/IOTiUHMX TperapariB) 3riZiHO 3 J0/IaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU
310pOB’Sl YKpaiHU.

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

3actynHuk MiHicTpa

3 NUTaHb M(PPOBOro po3BUTKY,

pudpoBux TpaHchopMmariu

i nudposizanii Mapis KAPYUEBNY



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUNX 3ACOEBIB YKPAIHA

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big, 03 x0BTHA 2024 poKy Ne 1684

Ne Hassa dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) nocBi04YeHHs
1. | ECTPAKNIH renb, 0,6 mr/r, no 80 r CENg C.A. IcnaHis BMPOGHMLITBO IcnaHis peecTpauis Ha 5 pokiB 3a He UA/20614/01/01
resto B a/IlOMIHIEBIN Hepo3gacoBaHOro peuenmom | nidosnsizae
Ty6i 3 BHYTPILLHIM npenapary, MepioAnYHICTb MOAAHHS PErYNISAPHO
NaKkoBVM MOKPUTTAM, nepBuHHe Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku,
3aKpUTIit BTOPVHHE BiANOBIAHO 0 MopsAAKY 34jiICHEHHS
nosieTnIeHoBNM nakyBaHHs, chapmakoHarnsgy, 3aTBepmkeHoro
KoBnavkom, no 1 1y6iy KOHTPO/b SIKOCTI, Haka3zom MiHicTepcTBa OXOPOHU
KOMMNJIEKTi 3 A0O3YHUUM BUMYCK Cepiii: 3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
annikatopom y CEINf C.A. poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIlA KopoobLi MiHicTepcTBi toCTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU
3[10p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepioAnNYHOCTI NOAAaHHA PerynsapHuUX
3BITIB 3 6e3neKu.
2. | ETOPUKOKCUB TabneTkun, BKpUTI CTALA HimeuunHa BMPOGHMLITBO IHgis/ peecTpauisi Ha 5 pokis 3a He UA/20611/01/02
CTALA® NAiBKOBOO ApuHalimiTTens Hepo3gacoBaHOro HimeuunHa peuyenmom | niosnsizae
06010HKOt0, Mo 90 Mr; NpoaykKTy,
no 7 TabneTok y nepBuHHe Ta
6nictepi; no 1 BTOPVIHHE
6nicTepy B KAPTOHHiIl nakyBaHHs:
kopobui; no 10 Kagina
Tabnetok y 6nictepi; dapmacbioTikanc
no 2 a6o no 5, a6o no nimitea, IHais;
10 6nicTepis B
KapTOHHIli KopoobLi BUNYCK, KOHTPO/Tb
cepii:
CTALA
ApuHaiimitTTens
Al', HimeuyunHa
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHSI | peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3. | ETOPUKOKCUB TabneTku, BKpUTI CTALA HimeuunHa BMPOGHMLITBO IHgis/ peecTpauist Ha 5 pokis 3a He UA/20611/01/01
CTALA® NAiBKOBOO ApuHaiimitTTens Hepo3hacoBaHoOro HimeuyunHa peuenmom | niosnsizae
060/10HKO0, N0 60 Mmr; npoaykKTy,
no 7 TabneTok y nepBuHHe Ta
6nictepi; no 1 BTOPVIHHE
6nicTepy B KapTOHHIl nakyBaHHs:
Kopo6ui; no 10 Kagina
Tabnetok y 6nictepi; dapmacbioTikanc
no 2 a6o no 5, a6o no nimitea, IHais;
10 6nicTepis B
KapTOHHI Kopo6Lyi BUNYCK, KOHTPOJIb
cepii:
CTALA
ApuHaiimiTTens
Al', HimeuyunHa
4. | ETOPUKOKCUB TabneTku, BKPUTI CTALA HimeuunHa BMPOBHULITBO IHais/ peecTpauis Ha 5 pokis 3a He UA/20611/01/03
CTAAA® MN/1iBKOBOIO ApuHaiimitTTens Hepo3dhacoBaHoro HimeuunHa peyenmom | rniossi2ae
o60n0Hkoto, no 120 Al NPOAYKTY,
Mr; Mo 7 TabneTok y nepBuHHe Ta
6nicTepi; no 1 BTOPUHHE
6nicTepy B KapTOHHiIl nakyBaHHs:
Kopo6ui; no 10 Kagina
TabneTtok y 6nictepi; dapmacbioTikanc
no 2 6nictepu B nimiteq, IHAis;
KapTOHHI Kopo6Lyi
BWMYCK, KOHTPO/Tb
cepii:
CTALA
ApuHarimitTens
Ar, HimeuunHa
5. | IEBOKAPHITUH KpUCTanivyHuiA TOB "tOpis- YkpaiHa YeHrga Kutaii peecTpauis Ha 5 pokiB - He UA/20612/01/01
MOPOLLIOK (Cy6CTaHLis) Papm"” dapmacbioTikasn niosnsieae
y nonieTuneHoBmx Ko., NTa.
nakeTtax Ans
dhapmavL,eBTU4HOro
3acTOoCyBaHHSA
6. | OJIMECTAA A TabneTkun, BKpUTI CTALA HimeuunHa BMPOGHMLITBO Cepbis/ peecTpauisi Ha 5 pokis 3a He UA/20613/01/02
NAiBKOBOO ApuHalimiTTens Hepo3hacoBaHoOro HimeuunHa peuyenmom | niosnsizae
060n0Hkot0, no 40/10 Al nNpoaykKTy, MepiognyHiCTb NOAAHHA PerynspHo
mr; no 10 TabneTok y nepBuHHe Ta OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
6nicTepi, no 3 BTOPVHHE BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nicTepy y KapTOHHiIl nakyBaHHs, thapmakoHarnagy, 3aTBepKeHoro
KOpoo6Li KOHTPO/Ib Cepiii: Haka3oMm MiHicTepcTBa OXOPOHM
"Xemodhapm" AL, 3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
Cepbis poky Ne 898, 3apeecTpoBaHOro B

MiHicTepcTBi tocTuLil YKpainu 29 ciyHsa
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHSI | peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KOHTpOsb cepii, 2007 poky 3a Ne 73/13340 (y pegakui
BUNYyCK cepii Haka3y MiHicTepcTBa OXOPOHU
CTAOA 370pOB'a YKpaiHu Big 26 BepecHs
ApuHaiimitTTens 2016 poky Ne 996), cTaHOBUTb: 3rigHO
Al', HimeuunHa 3i CTpokamu, 3a3Ha4YeHUMU y
nepiognMYHOCTI NOAAHHS PErynspHuX
3BITIB 3 6e3neKu.
7. | ONMECTAL A TabneTku, BKPUTI CTALA HimeuunHa BMPOBHULITBO Cepbis/ peecTpauis Ha 5 poki 3a He UA/20613/01/01
N/1iBKOBOIO ApuHalimitTTens Hepo3dhacoBaHoro HimeuunHa peyenmom | nidssi2ae
ob6onoHkoto, no 20/5 Al NPOAYKTY, MepioAnYHICTb NOAAHHS PerynsapHo
mr; no 10 TabneTok y nepBuHHe Ta OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
6nicTepi, no 3 BTOPUHHE BiANOBIAHO A0 MopsAaky 34iMCHEHHS
6nicTepy y KapTOHHIl nakyBaHHs, chapmakoHarnsgy, 3aTBepaxeHoro
Kopobui KOHTPO/Ib cepili: Haka3zom MiHicTepcTBa OXOPOHU
"Xemodchapm" All, 3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
Cepbis poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
KOHTpO/b cepii, 2007 poky 3a Ne 73/13340 (y pegakui
BUNYyCK cepii Haka3y MiHicTepcTBa OXOPOHU
CTALA 370p0B's YKpaiHu Big 26 BepecHs
ApuHalimiTTens 2016 poky Ne 996), cTaHOBUTb: 3rigHO
Al', HimeuunHa 3i CTpoKamu, 3a3Ha4eHUMU y
nepioAnNYHOCTI NOAAaHHA PErynsapHuUX
3BITIB 3 6e3neKku.
8. | MPEO/IIKA® Tabnetku no 200 mr KYMN®EP JNnToBCcbka BMPOGHULITBO 3a Monbwa peecTpavuis Ha 5 pokiB. 3a He UA/20625/01/01
DOPTE no 10 TabneTok y BIOTEX, YABb Pecny6nika MOBHUM LIMK/IOM: peyenmom | niosisi2ae

6nictepi, no 3
6nicTepy B navi

Biochapm Cn. 3
0.0., MonbLa;
MiKpPOGIONOTiYHMIA
KOHTPO/b:
ditochapm KneHka
C.A., Monblua

MepiognyHICTbL NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MopsAAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHUMKn y
nepiognMYHOCTI NOAAaHHSA PerynspHux
3BITIB 3 6e3neKu.

B.o. HauanLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PILHEHKO







ITIEPEJIIK

Jopartok 2
[0 Hakasy MiHicTepcTBa OXOPOHU
300poB’Aa YKpaiHu «po aepxasHy
peecTpauilo (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MegnYHUX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH 10 peecTpauiiiHuX
marepianiB»
Bizx 03 >xoBHTA 2024 poky Ne 1684

BHOCATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHA

INEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), SIKI

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsi0O4YeHHs
1. | 3-4IHIP kancynu no 300 mr; TOB YkpaiHa dapmaBixH TypeuunHa MepepeecTpauis Ha HEOOMEXEHNA TEPMIH. - He UA/17824/01/01
in bulk: no 10 "APTEPIYM CaHai Be niosnsieae
Kancyny énictepi, nTaor TikapeTt A.C. Pestome nnaHy ynpasiHHA pusmkamu Bepcis
no 2 6nictepu B 1.1 gopaetbes.
Kopo6ui, no 100 MepiognyHICTb NOJAHHA PerynspHo
KOPOGOK B rpynoBii OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
yNakoBLii Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6esneku.
2. | ATPAKYPIYM NOPOLLOK TOB YKpaiHa J1AHbIOHbraH Kutaii MepepeecTpauis Ha HEOGMEXEHWIA TEPMIH - He UA/17242/01/01
BECUNAT (cybcTaHuis) y "BOPBAPTC lylike nionsizae
noAaBiliHMX DAPMA" dapmactoTikan
nosieTUIEeHoBMX Ko., 14,
naketax gns
chapmaLeBTUYHOro
3acTOCyBaHHs
3. | ATPOMIHY PO34YUH ANS iH'EKLN, TOBAPUCTB YkpaiHa ToBapucTBoO 3 YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/10545/01/01
CYNb®AT 1 mr/mn, no 1 mn B 03 06MeXeHo OHOBNEHO iH(hopMaL,ilo y po3ainax iHCTPYKLi peuyenmom nionsieae
amnyni; no 10 OBMEXXEHO BignoBigasibHi 0151 MeANYHOro 3acToCyBaHHA Nikapcbkoro
amnyn y kopobuj; no 10] cTio 3acoby "lMpoTunokasaHHs", "B3aemogis 3
1 mn B amnyni; no 5 BIANOBIAAN "XapkiBcbke iHLWIMMW NiKapCbKMMK 3acobamu Ta iHLWi BUaAn




n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04€eHHs

amnyn y 6nictepi; no
2 6nictepn y
Kopoo6Ui

bHICTHO
«KOPMOPAUJ
A
«3[00POB’'A»

thapmaueBTuy
He
nignpreMcTBo
"340poB'a
Hapoay"

B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"3paTtHICTb BIAMBATY Ha LIBMAKICTb peakLil
npu KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLUMK
MexaHismamu”, "TMepenosyBaHHA", "TO6IYHI
peakuii” Wwoao Ao 6e3nekn 3acToCyBaHHS
Ail040T PEYOBUHN.

Pestome nnaHny ynpasniHHA pusvkamu Bepcis
2.1 popaeTbCA.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

KANbLUUN
KBEPKYC
rnosyni
BENATI

rpaHymn
romeonaTunyHi, no 20
r'y chnakoHi; no 1
h1akoHy B KOpO6LYi
3 KapPTOHY

BANIA
Xahnbmitre b
rmeX

HimeuunHa

BAJIA
XainnbMitTenb
m6X

HimeuunHa

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.
OHOBNEHO iHhopmaLito B IHCTPYKLIT A5
MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby
y po3gini "Ocob6aMBOCTi 3acTOCyBaHHA" LWOA0
6e3nekv 3acToCyBaHHA AOMOMiXXHOI PEeYOBUHN
Ta 'y po3aini "Mo6iyHi peakuii" Wwoa0
B&X/IMBOCTI 3BiTYBaHHS NPO NOGIYHI peakw;i.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuLii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6esneku.

6e3
peyenma

nionsieae

UA/16276/01/01

ME/TOKCUKAM

MOPOLLIOK
(cybeTaHuis) y

TOB HB®
"MIKPOXIM"

YKpaiHa

Cgarti CneHTo3
Met. Jita.

IHais

[MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH

He
nionsicae

UA/18224/01/01




Ne Hassa dopma sunycky 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby YnakoskKa) nocBi04€eHHs
noAgiliHMx
nonieTuIeHoBmX
nakeTtax gns
chapmaLeBTUYHOro
3acTOCyBaHHs
6. | METALOHA KpucTaniyHui PycaH ®apma IHais PycaH ®apma IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/18168/01/01
riAPOXNOPUL | nopoLuok nra. nTa. nionsieae
(cybcTaHuis) y
noABINHNX
nonieTMNeHoBux
MiLLKax Anas
chapmaLeBTUYHOro
3acTocyBaHHs
7. | OKCUNITEH niocphinisat gns paHg LLiBeiyapis AHthapm Ipeuis [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/13219/01/01
po3unHy ans iH'ekuii | Meawkan pyn Ennac C.A. OHOBNEHO iHhopmaLito B IHCTPYKLIT A5 peyenmom niosnsieae
no 20 mr; 1 donakoH Al MeZMYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby
3 niocpinizatom Ta B pO34iNi "3acTtocyBaHHs y nepiog BarirTHOCTi
PO34MHHVK (BoAa abo rofyBaHHA rpyaat” BignoBsigHoO Ao
[ANA iHeKwiid) no 2 OHOBJIEHOI iHdhopMaLii 3 6e3neku fitoyoi
M/ B amnyni Nely PEYOBUHM, @ TAKOX OHOBJ/IEHO iHChopMmaLito B
KapTOHHI navi po3gini "Mo6ivHi peakuii” iHCTPYKUiT ANns
MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby
LLLOZ0 BaXKMBOCTI 3BiTYBaHHSA MPO MOGIYHi
peaxuir.
Pestome nnaHy ynpasniHHS pusnkamu Bepcis
1.0 gopaeTbCes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuui Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:!
3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6esneku.
8. | NIMA®YLUNH® cynosuTopii YEMNNADAPM HimeuunHa Temmnep ITanisa MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH 6e3 He UA/4370/01/01
BariHasibHi no 100 ApuHaiimitTen ITania C.p.n. OHoOB/IEHO iHhopMmaLito 3 6e3neku peuenma niosnsieae
Mr; o 3 cynosuTopii b M6X 3aCTOCYBaHHSA Ailo4oi Ta AONOMDKHOT

y cTpuvni; no 1 a6o
no 2 cTpunu y

PEYOBWHM B IHCTPYKLIT 419 MEANYHOIO
3acTocyBaHHA NikapcbKoro 3acoby y posginax




10

n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

KapTOHHIM nayi

"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs
y nepiog BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs iHcbopmawii), "MepenosyBaHHsa" Ta
"Mo6iuHI peakuii" BiANOBIAHO A0 MaTepianis
peecTpauinHoro 4ochE.

PestomMe nnaHy ynpas/iHHA pusmkamu Bepcis
1.0 popaeTbes.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3ifiHO 3i CTpOKaMu, 3a3Ha4YeHNMHN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.

LED®YAAP
0.750r

NOPOLLOK ANA
PO34UNHY A5 iH'EKLA
no 750 mr, no 1 a6o
10 donakoHiB 3
MOPOLLKOM Y
KapTOHHIA KopoobLi

AAP ®APMA
®3-/11C

O6'efHaHi
Apabebki
Emipatn

3eiicc
dapmac’ioTike
nc Mnet. /ta.

IHAis

MepepeecTpavis Ha 5 poki..
OHoB/eHO iHhopMaLito B IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro 3acoby
y po3ginax: "®apmMakosnoriyHi BnactusocTi”,
"MokaszaHHs", "B3aemogis 3 iHWmMn
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaaro”, "34artHicTb BN/MBaTu Ha
LWIBMAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3u”, "Litn",
"MepeposyBaHHA", "T06IYHI peakuii”,
"HecymicHicTb" BignosigHO 0 iHdopmaLii
LLI0A0 MEeANYHOro 3aCTOCYBaHHA
pethepeHTHOrO ikapcbKoro 3acoby
(BHALE®, nopoLok Ans posyuHy ans
iH'eKUil) a Takox Yy po3aini "Mo6iuHi peakuyii™
LLOZI0 B&XKNMBOCTI 3BiTyBaHHS NPO NOGIYHi
peakuii.

Pe3stomMe nnaHy ynpas/iHHA pu3vkamu Bepcist
0.4 popaetbcs.
MepiognyHicTb NoAaHHsA perynsipHo

3a
peyenmom

He
nionseae

UA/17539/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea

OXOPOHY 30pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMMN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.

10.

LE®YAAP 15T

NOPOLLOK ANA
pO3UnHYy An1A

iH ekuii no 1500 wr;
no 1 a6o 10
hnaKkoHiB y
KapTOHHIA KopoobLi

AAP ®APMA
®3-/11C

O6'efHaHi
Apabebki
Emipatn

3eiicc
dapmac’ioTike
nc Mnet. /ta.

IHAis

MepepeecTpauia Ha 5 pokis
OHoBEHO iHhopMaLito B IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby
y po3ginax: "®apmMakosnoriyHi BnactusocTi”,
"MokaszaHHs", "B3aemogis 3 iHWmMn
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaaro”, "34artHicTb BN/MBaTu Ha
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3n”, "Litn",
"MepenosyBaHHA", "T06IYHI peakuii”,
"HecymicHicTb" BignosigHO 0 iHdopmaLii
LLI0A0 MEeANYHOro 3aCTOCYBaHHA
pethepeHTHOrO ikapcbKoro 3acoby
(BHALE®, nopoLok Ans posyuHy ans
iH'eKUil) a Takox Yy po3gaini "Mo6iuHi peakwii™
LLIOZI0 B&XKNMBOCTI 3BiTyBaHHS NPO NOGiYHi
peakuii.

Pestome nnaHy ynpas/iHHA pusmkamu Bepcist
0.4 popaetbcs.
MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBepAKeHoro Hakasom MiHictepcTea
OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:

3a
peyenmom

He
nidnseae

UA/17487/01/01
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Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby YnakoskKa) nocBi04€eHHs

3riHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

B.o. Haua/1bLHUKAa
dapmMaleBTUYHOr0 YNpaB/IiHHSA

Onekcanap I'PINEHKO




ITEPEJIIK

Moparok 3
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
martepianis»

Bif1 03 )xoBTHA 2024 poky Ne 1684

3ACOBIB YKPAIHA

JIIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO0 AKX BYJ/IM BHECEHI
3MIHUM 1O PEECTPALIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPXKABHOI'O PEECTPY JIIKAPCBbKHUX

Ne Hassa ®dopma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n niKkapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
1. | S- NOPOLLIOK MNAT Ykpaina 'HOCIC C.TM.A. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/15977/01/01
AJEHO3UN- (cybeTaHuis) y "KuiBmegnpenap 3MiHn | TURy - 3MiHK 3 akocTi. A®l. KoHTponb
L-METIOHIH naketax noAginiHMX at" A®l. 3miHa y MmeToAax BunpobyBaHHs A®| abo
1,4 nonieTuIeHoBmxX BUXIAHOIO MaTepiany/npoMiKHOro
BYTAHOUCY aona npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Nb®OHAT hapmaueBTUYHOTO npoueci BupobHuutea A®| (iHWi 3MiHK Yy
3aCTOCYyBaHHSA mMeToAax BUNPoGyBaHHSA (BKIOYaoUM 3amiHy
a60 fonoBHeHHs) APl abo
BUXiAHOro/NpPOMIXHOro NPoAyKTy) HesHauHa
3MiHa y po3paxyHKoBili hopMyni B MeTOoAML
"CynpoBigHi AOMILLKK" Ta akTyanisauis onucy
METOAVIKM.
2. | ABIPTPOH TabneTku, BKpUTI ToBapucTso 3 Ykpaina Pemegika N14. Kinp BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/19467/01/02
NNiBKOBOKO 06MEXEHO 3MiHu | TUny - 3MiHKn 3 AKocTi. AdI. peyenmom
o60noHkoto, no 500 BiANOBIA&/IbHICT Brpo6HMLTBO. 3MiHa po3Mipy cepii (Bkovakoum
mr, no 10 TabneTok 10 «<BYCT AianasoHu) APl abo NPOMIXKHOTO NPOAYKTY, AKWiA
y 6nicTepi no 6 DAPMA» 3aCTOCOBYETLCA Y MpoLeci BUpobHuuTBa Ad|

6nicTepis B
KapTOHHi KopobLyi

(36inbLlueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPMHKEHUM PO3MiIpOM), 36iNbLUEHHS PO3MIpY
cepii A®I fo 10 pasiB NOPIBHSHO i3
3aTBepKeHM po3MipoM B ASMF
Ace/Abiraterone Acetate/AP/04/2023-04-25.
3arBepokeHo: p.3.2.5.2.2.3 50 kr~147 kr
3anponoHosaHo: p.3.2.S.2.2.3 50 kr~200,2 kr .
3MiHK | TURY - 3MiHK 3 aKocTi. API.
Brnpo6HMUTBO. 3MiHa po3Mipy cepii (BK/Iroyatoum
aianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SAKUiA
3aCTOCOBYETLCA Y Mpoueci BUpobHuutea Ad|
(3MeHLeHHs 06¢siry BUpobHuuTBa Ao 10 pasis).




14

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3MeHLLUEeHHA 06cAary BupobHuuTea Ao 10 pasis
(kinbkicTb DHEA 80 kr) 415 NPOMiXHOro
NpoAyKTY B 3aKpuTiil yacTuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25.
3MiHn | TUny - 3MiHn 3 akocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikauisx
Ha A®|, abo BVXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa API (BUNYUYEHHS
HEe3HaYHOro MoKasHuKa SKOCTi (Hanpukiag,
BW/TyYEHHS 3aCTapifioro nokasHuka)).
BunyyeHHs1 He3HaYHOro NokasHMKa sIKOCTi «6e3
CMaky» 3i cneumdikadii nokasHvKa 30BHiLLHIl
BUINAA 4719 BOAY OYULLEHOI B 3aKPUTIlA YaCTUHI
ASMF Ace/Abiraterone Acetate/RP/03/2023-04-
25. 3miHun | Tuny - 3miHn 3 akocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikauisax
Ha A®|, abo BMXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea A®| (nogasaHHsA abo
3amiHa (3a BUHATKOM aKTUBHOI PEYOBUHM
6ionoriyHoro abo iMyHO0riYHOr0 MOXOKEHHS)
napameTpa crneuudikaLii 3 BigNoBiAHUM
MEeTOA0M BUMPOOYBaHHS 3a pesyfbraramu
[ocnigpKeHb 3 6e3nekn abo AKocTi). 3amiHa M.
«J1erkOOKMCNIOBA/TbHI PEYOBUHU» Ha «3arasibHy
KifIbKICTb OpraHiyHoro BYrneLt0» 3 HOpMyBaHHAM
«He binbLue Hix 0,50 mr/n» y cneumndikavii Bogu
OUMLLEHOI B 3aKpUTilA YacTuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTCS Yy BUPOOHNYOMY MPOLIECI
A, abo 3miHa BUpo6HMKa (BK/IOYatouK, ae
HeobXifHO, MiCLie NPOBEAEHHSA KOHTPOTIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BigNoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[0Cbe)(iHLWi 3MiHN). BBEAEHHA HOBOrO
nocTavanbHvika BuxigHoi pevoBuHn 350A Zhuxi
Humanwell gns A®| B 3akpuTiii yactuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25

ABIPTPOH

TabNeTKN, BKPUTI

ToBapucTBso 3

YkpaiHa

Pemegika /ita.

Kinp

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis:

3a

UA/19467/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nniBKOBOIO 06MEXEHO 3MiHu | TUNY - 3MiHKM 3 AKocTi. AdL. peyenmom
060/10HKO0, No 250 BiANOBIAAbHICT Brpo6HMLTBO. 3MiHa po3Mipy cepii (Bkouaoum
Mr no 10 TabneTok y 10 «BYCT AianazoHn) A®l abo NpoMiXKHOTO NPOAYKTY, SKUiA
6nictepi no 12 DPAPMA» 3aCTOCOBYETbCA Y npoLeci BUpo6bHULTBa ADI

6nicTepis B
KapTOHHI Kopo6Lyi

(36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPMAKEHUM PO3MipoM), 36iNbLUEHHS PO3Mipy
cepii A®I fo 10 pasiB NOPIBHSAHO i3
3aTBepMXEHUM po3mipom B ASMF
Ace/Abiraterone Acetate/AP/04/2023-04-25.
3arBepaxeHo: p.3.2.5.2.2.3 50 kr~147 kr
3anponoHoBaHo: p.3.2.S.2.2.3 50 kr~200,2 Kr .
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
Brpo6HMUTBO. 3MiHa po3Mipy cepii (BK/Irouatoun
Aiana3oHn) A®l abo NpoMiXXHOro NPoAyKTY, KU
3aCTOCOBYETbCS y Mpoueci BUpobHuuTBa Ad|
(3MeHLLeHHs 06¢csry BUpobHuuTBa Ao 10 pasis).
3MeHLLeHHs ob6cary BUpo6HMuTBa A0 10 pasis
(kinbkicTb DHEA 80 kr) 415 MpOMiXHOro
NpOAYKTY B 3aKpuTiii YyacTuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25.
3miHu | Trny - 3miHu 3 skocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikaisx
Ha A®|, abo BYXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoueci BupobHuutea APl (BuUnyyYeHHs
HEe3HaYyHOro MoKasHuKa SKOCTi (Hanpukiag,
BWJ/TyYEHHS 3aCTapisioro nokasHukay)).
BunyyeHHss He3HaYHOrO NokasHMKa SKOCTi «be3
CMaky» 3i cneuydikaLii noKkasHuKa 30BHILLHIl
BUMNSA AN BOAN OUNLLLEHOT B 3aKPUTIli YaCTWHI
ASMF Ace/Abiraterone Acetate/RP/03/2023-04-
25. 3miHun | Tuny - 3miHK 3 skocTi. A®L. KoHTponb
A®I. 3miHa y napameTpax cneuudikaii Ta/abo
[ONYCTUMMX MEX, BU3HAUEHMX y cneuudikaisx
Ha A®|, abo BYXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y
npoueci BupobHuuTea A®| (qogasaHHs abo
3aMiHa (3a BUHATKOM aKTVIBHOI peYOBUHN
6ionoriyHoro abo iMyHO10rYHOTO NOXOAXKEHHS)
napameTpa cneyudikauii 3 BignosigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamm
pocnimpkeHb 3 6e3neky abo AKocTi). 3aMiHa .
«J1erkooKMC/IOBa/IbHI PEUOBUHU» Ha «3arasibHy
KiNIbKICTb OpraHiyHOro Byr/ieLo» 3 HOpMyBaHHSM
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

«He 6inbLue Hix 0,50 mr/n» y cnevyudikauii Boau
OYMLLEHOI B 3aKpUTIlA YacTuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25.
3MiHu | TUNY - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY MPOLIECI
A, abo 3miHa BUpobHMKa (BKIKOUaKouK, e
HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH0 SKOCTI)
A®I (3a BiACYTHOCTI cepTudpikata BigNoBiAHOCTI
€Bponeicbkin hapmakonei y 3aTBepaKeHOMy
[0cbe)(iHWi 3mMiHn). BBeAeHHA HOBOro
noctavanbHuka BUXigHoI pevoBuHY 350A Zhuxi
Humanwell gns A®| B 3akpuTtiii yactuHi ASMF
Ace/Abiraterone Acetate/RP/03/2023-04-25

ABEPO

Tabnetku, no 8 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

PapmaueBTUYHU
1 3aBofg
“NMONTb®APMA”
C. A

MonbLa

MoBHMIA

BUPOGHNUNIA LIUKN:

BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUNYyCK cepil :
dapmaLeBTUYHNI
3aBof,
«MONIbOAPMA>»
C. A
BVMPOGHMLTBO in
bulk tablets:
KatasieHt
HimeuunHa
LLlopHaopd M6X,
HimeuyunHa

Monba/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUYHEHHSA pekslaMyBaHHA B Hakasi Ne 1557
Big 09.09.2024 B npoueci 3MiH - (3MiHu | Tuny:
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[0AATKOBOT AiNbHULL BUPOBHMLITBA /15 HACTUHM
ab0 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha AKil
npoBoAATbCA 6yaAb-sKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
NepBUHHOIO Ta BTOPUHHOIO NakyBaHHS, AN
HecTepwuIbHUX nikapcbkmx 3acobis)(b.11.6.1.
(r),IB), 3miHa doyHKLUili 3aTBEPAYKEHOTO
BMPOOHMKA rOTOBOTO JliKapCbKOro 3acoby, a
came - foAaHHA hyHKLUiT BUpoGHMLTBO Ha BXe
3aTBEpMXEHIl AiNbHUL ®apMaueBTUYHMIA 3aBOg,
«MOJIb®APMA» C. A., BupobHuue BiaaineHHs B
Hogiih Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emba, Monblua. BBegeHHSA 3MiH NPOTArom 6-11
MicsLiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny:
3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW Y NpoLeci BUpobHMLUTBa
rOTOBOrO NiKapCbKOro 3acoby, BKIUaum
MPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHMLTBA)
(B.1.6.3. (a),1A),
He3Ha4Ha 3MmiHa B npoveci Bupo6HuuTea N3
ABepo, TabneTku, No 24 Mmr, Lo NoB’sA3aHa 3i
3MiHOK (OYHKLI Ha B)Xe 3aTBepAKeHill AinbHULL

3a
peyenmom

He
nionseae

UA/18917/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

dapmaneBTnyHNil 3aBog «MOSIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came foflaHHA cTagil «Bupo6bHMUTBO». 3 ornsiay
Ha 06/1afHaHHa AaHoi BUPO6HMYOI NAoLaaKn
BHeCeHa iHhopmaLis Wwoao po3Mipy nop cut
(2.0 Mm), LLLO BMKOPUCTOBYIOTLCA Ha cTagjil
«[panynaujii». ETanu BupobHuyTBa, cTagi
KOHTPO/II0 Ta KpUTepil NPUAHATHOCTI
3aULLATLCA HE3MIHHUMU. 3MiHN | T1ny: 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6GHMLTBI. 3MiHM Y Npoueci BUpobHULTBa
roTOBOrO fiKapcbKkoro 3acoby, BkIoYaoun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BVMPOGHMWLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6GHULTBA) -
He3HauHi 3MiHM B npoveci BupobHuuTtea M3
ABepo, TabneTkun, no 8 mr ta no 16 mr, o
noB’si3aHi 3i 3MiHOK ChYHKLi1 Ha Bxe
3aTBepMXeHIl AiNbHUL ®apMaueBTUYHNIA 3aBOg,
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogiii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, Monblya a came goaaHHsA cragii
«Bnpo6HMLTBO». 3 ornisay Ha obnagHaHHS
[aHoro BMpPoBHMYOro MaiijaHumka BHeceHa
YTOUHIOKYa iHhopMaLis WoA0 YCTaTKyBaHHS Ha
cTagii «'paHynauis» Ta iHhopmauis woao
CYLLKW B KUMNSHOMY LU@pi, Npy LibOMY npouec
BMPOGHULITBA Ta KPUTEPIN NPUAHATHOCTI
3aMLWATLCA HE3MIHHUMMU.
3MiHu | TUNy: 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHU Y
npotieci BAPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTea N3 ABepo, Tabnetku, no
8 mr, abo no 16 mr, abo no 24 mr, Lo NoB’A3aHi
3i 3MIHOK (PYHKL Ha BXXe 3aTBepaXeHil
AiNbHULT DapMaLeBTUYHWIA 3aBOA,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hogiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[emba, Monblua a came fofaHHA cTagii
«BunpobHMuTBO». [1Na AaHOI AiNbHULI HE Mae
HeobXifgHOCTi BUKOPUCTaHHA AD| B HaAAWLIKY
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

2%, OCKiflbkM He BifbyBaeTbCA BTPAT Npu
3BaXKyBaHHI. KinbKiCTb fit040i peyoBuHM
BiANOBIAAE KPUTEPIAM NPUIAHATHOCTI, WO 6yn0
nigTBepKeHo BaslifaLlieto BUpo6bHMYOro
npotecy Ha AaHiii nnowaaui. BeegeHHs 3miH
NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPMKEHHS.
3MiHu | TUNYy: 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHU Y
npotieci BAPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKOYaoUy NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTea N3 ABepo, Tabnetku, no
8 wmr, abo no 16 mr, a came, gofaHo iHhopmaLio
LLI00 Yacy YTpMMaHHS Nikapcbkoro 3acoby (2
MmicsiLgs), a BignoBigHO OHOBNEHa iHGhopMauis,
LLI0A0 YMOB 36epiraHHs Nikapcbkoro 3acoby, Lo
nigTBEPMKEHO 38/10BiI/TbHAMW AaHUMK 3
nocnimkeHHs ctabinbHOCTI. BBeAeHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUny: 3miHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHNLTBI. 3MiHM Y
npoveci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (iHLi 3MiHN) - 3MiHW B
npoueci BupobHuuTtea 113 ABepo, Tabnetku, no
8 mr, abo no 16 mr, a came, BuaasieHo
iHchopmaLito WoA0 YTOUHEHHS TUNY
06n1afjHaHHs, Lo BUKOPUCTOBYETLCA Ha cTagji
«MapkyBaHHs Ta nakyBaHHs». 3MiHun | Tuny:
3MiHu 3 sKocTi. FoToBWMIA NikapCbkuii 3aci6. 3MiHKn
Yy BUPOGHMLTBI. 3MiHM y Mpoueci BUpo6GHULTBa
roTOBOrO fiKapcbkoro 3acoby, BkIovaoun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi
3MiHW) - 3MiHU B npoLieci BUpo6HuLTBa M3
ABepo, TabneTkn, No 24 Mr, Lo NoB’A3aHi 3i
3MiHOI OYHKLI Ha BXe 3aTBEepApKEHIN AinbHULI
dapmaneBTuyHNii 3aBog «MOMbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came fJofaHHsA cTagil «Bupo6HMLTBO». B 3B'3KY
3 LJM BHECEHO YTOUHIOKYY iHhopMaLito LWoa0
i€l BUpo6HMYOT nowanki. BBegeHHs 3MiH
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.

3MiHn | TUNYy: 3miHK 3 AKkocTi. FoToBWMi
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKIOUatoun dianaszoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby (3MeHLUEHHs!
0o 10 pasiB) - 3miHa po3mipy cepii /13 ABepo,
TabneTku, No 8 mr, a came, AOAAHHS PO3MIpY
cepii 42, 00 kg 333,333 tablets, L0 noB’si3aHO 3i
CMOXMBYMMUN NOTPEGAMUN PUHKY Ta TEXHIYHUMMU
NOTY>XHOCTSIMW BUPOGHNYOro 061aHaHHA
3aTBEPMAKEHOT BUPOBHNYOT AiNbHUL
dapmaneBTuyHNil 3aBog «MOMbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hogilt Lem6i, Byn.
MeTanosua 2, 39-460 Hoea-[lemba, MonbLya,
ANA AKOT napanenbHO 3asB/1eHO 3MiHY LWoA0
oyHKLUili, @ came gofaHHsa cTagii
«BupobHuuTBO». 3aTBEpAkeHO: The maximum
market production batch size is 4 000 000
tablets
Preparation formula for a batch of 1 000 000
tablets Batch formula Betahistine 2HCI 8 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg The maximum market
production batch size is 2 000 000 tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg
Silica, colloidal anhydrous 2,50 kg Crospovidone
6,00 kg Stearic acid 4,50 kg Purified water 15,00
kg Total weight (without overage) 126,00 kg
3anponoHoBaHo The maximum market
production batch size for strengths 8 mg is 4 000
000 tablets The maximum market production
batch size for strengths 16 mg is 2 000 000
tablets Preparation formula for a batch of 1 000
000 tablets for strengths 8 mg or a batch of 500
000 tablets for strengths 16 mg Batch formula
Betahistine 2HCI 8 mg, 16 mg, tablets
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg Crospovidone 6,00
kg Stearic acid 4,50 kg Purified water 15,00 kg
Total weight (without overage) 126,00 kg ** 126
kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHM | TUNy: 3MiHKU 3 AKOCTI.
FoToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/ItoHYa4n
[iana3oH po3Mipy cepii) roToBOro /likapCbKoro
3aco6y (3meHweHHs fo 10 pasis) - 3mMiHa
po3wmipy cepii 113 ABepo, TabneTku, no 16 mr, a
came, AoflaHHA po3mipy cepii 84,00 kg 333,333
tablets, 0 noB’sAi3aHO 3i CNOXMBYMMU
noTpebamy pUHKY Ta TEXHIYHUMU MOTYXXHOCTAMM
BMPOGHNYOro 061agHaHHA 3aTBEPAKEHOT
BMPOGHWYOI AinbHNL PapmaleBTUUHNI 3aBO4
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, MonbLua, ANa SKoi napanensHo
3asB/IEHO 3MiHY W00 (OYHKLINA, @ came AoAaHHS
cTagii «BupobHuUTBO». 3aTBEpaxeHo The
maximum market production batch size is 4 000
000 tablets Preparation formula for a batch of 1
000 000 tablets Batch formula Betahistine 2HCI
8 mg, tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg
Cellulose, microcrystalline 33,00 kg Lactose
monohydrate 70,00 kg Silica, colloidal
anhydrous 2,50 kg Crospovidone 6,00 kg Stearic
acid 4,50 kg Purified water 15,00 kg Total weight
(without overage) 126,00 kg The maximum
market production batch size is 2 000 000
tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg 3anponoHoBaHO
The maximum market production batch size for
strengths 8 mg is 4 000 000 tablets The
maximum market production batch size for
strengths 16 mg is 2 000 000 tablets Preparation
formula for a batch of 1 000 000 tablets for
strengths 8 mg or a batch of 500 000 tablets for
strengths 16 mg Batch formula Betahistine 2HCI
8 mg, 16 mg, tablets Betahistine dihydrochloride
8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg
126 kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TMNy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO fiKapCbKoro 3acoby
(3MiHa KinbkoCTi oaMHMLb (Hanpukias TabneTok,
amnyn TOLLO) B yNakoBLi:) - 3MiHa y Aiana3oHi
3arBepakeHnx posmipis ynakosku(b.IL.r'5. (a)-
1.,1AHN), BBeAEeHHA 4OAATKOBOI YNakoBKu, L0
3HaxXo0ANTLCA Y Aiana3oHi 3aTBepmKEHNX
PO3MIpIiB B 3B'A3KY 3 MApPKETUHIOBMM PiLLEHHSAM
Ta MOX/IMBOCTAMU NakyBasIbHOTO 061aA4HaHHS.
3aTBepAkeHo YnakoBka TabneTtky no 8 mr ta no
16 mr: no 10 TabneTok y 6nictepi. Mo 3 6nictepn
Y KapTOHHI kopobui. TabneTtkn no 24 mr: no 10
Tabnetok y 6nictepi. Mo 3 abo 6 6nicTepis y
KapTOHHI kopobLii. 3anponoHoBaHo TabneTkn
no 8 mr: no 10 TabneTok y 6nicTtepi; no 3
6nicTepun y KapTOHHIli kopobui. TabneTku no 16
mr: no 10 TabneTok y 6nicTepi; no 3 6aictepn y
KapTOHHI kopobui. Mo 15 TabneTok y 6aicTepi;
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

no 2 6nicTepn y KapTOHHIA KOpoo6Li. TabneTku
no 24 wr: no 10 Tabnetok y 6nictepi; no 3 abo 6
6nicTepiB y KApTOHHIli Kopobui. no 15 TabneTok
y 6nicTepi; no 2 abo 4 6nicTepun y KApTOHHIl
Kopo6ui. 3MiHN BHECEHO Y po3ain "YnakoBka" B
IHCTPYKLi0 415 MeAMYHOrO 3aCTOCyBaHHS
NiKapCbKoro 3acoby y 3'A3Ky 3 BBEAEHHAM
[04aTKOBOI YNakoBKW, L0 3HAXOAUTLCA B
[nianas3oHi 3aTBepAKEHNX po3mipiB. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHMUTBI. 3MiHM BUNpobyBaHbL abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOBYBaHHA Ta JOMYCTUMUX MEX) -
[JlogaBaHHA TOUKM KOHTPONIO «ldentity test» ans
BMPOGHMKa PapmaLeBTUUHNIA 3aBOf,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hogiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[Jemb6a, MonbLua, Wo 34iACHIETLCA AN
Hepo3dhacoBaHOro NPOAYKTY Nepeg, cTagiero
«Labelling and packaging» 3a gonomoroto FT-
NIR-cnekTpomeTpii. ) B Hakasi - He
3a3Hayas10Cb; CTA/10 - He nignsArae.

ABEPO

TabneTku, no 16 wr,
no 10 tTabnetok y
6nictepi; no 3
6nictepu y
KapTOHHI kopobuyj;
no 15 tabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

dapmaueBTUYHU
1 3aBofg,
“TMONBb®APMA”
C. A

Monba

MoBHwMiA

BUPOGHUUNIA LIUKN:

BMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,
BTOPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BUNycK cepii :
dapmavleBTUYHNI
3aBof,
«MNONTb®APMA»
C. A, Monbwa
BUPOBHMLTBO in
bulk tablets:
KaTtaneHt
HimeyunHa
LLlopHaopd M6X,
HimeyunHa

Monbwa/
Himeyunna

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
YTOUHEHHS peKnamyBaHHS Ta YNaKoBKU B
Hakasi Ne 1557 Big, 09.09.2024 B npoueci 3miH
- (3MiHu | TMRY: 3MiHK 3 SKOCTI. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI AifIbHULL
BMPOBHMLTBA 151 YACTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AinbHMLA, Ha K NPoBOAATLCA Oy ab-
SIKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
cepiil, KOHTPOIHO AKOCTi, NEePBUHHOTO Ta
BTOPWHHOIO NakyBaHHSA, 4715 HECTEPUSIBHUX
nikapcbkux 3aco6is)(b.11.6.1. (r),IB), 3miHa
(hyHKLili 3aTBEPAKEHOrO BUPOGHMKA FrOTOBOrO
nikapcbKoro 3acoby, a came - AoAaHHA YHKLIT
BrpOGHMLTBO Ha BXe 3aTBEPKEHIN AiNbHUL
dapmaneBTuyHuii 3aBog «MOMIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 HoBa-[emba, Monbuia.

3a
peyenmom

He
nionsieae

UA/18917/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns

3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y

BMPOOHULTBI. 3MiHM Y NpoLeci BUpobHMLTBa
rOTOBOrO NiKapCbKOro 3acoby, BKIUa4m

NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETHLCA NP
BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHMLTBA)

(B.1.6.3. (a),1A),

He3HayHa 3MmiHa B npoveci Bupo6HuuTea N3
ABepo, TabneTtku, no 24 wmr, Lo Nos’aA3aHa 3i
3MiHOI OYHKLI Ha BXe 3aTBEeppKEHIN AinbHULI
dapmaneBTuyHNil 3aBog «MOMIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came fofaHHs cTagii «BupobHuuTeo». 3 ornsgy
Ha 06/1afHaHHA AaHoi BUPOOHMYOI NAoLaaKn
BHeCeHa iHhopmaLis Wwoao po3Mipy nop cut
(2.0 Mm), LLLO BMKOPUCTOBYIOTLCA Ha cTagil
«[panynaujii». ETanu BupobHuyTBa, cTagi
KOHTPO/II0 Ta KpUTepil NPUAHATHOCTI
3aULLATLCA HE3MIHHUMU. 3MiHN | TUny: 3MiHK
3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBHMLTBI. 3MiHM Y Npoueci BUpobHULTBa
roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BVMPOGHMWLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHULTBA) -
He3HauHi 3MiHM B npoveci BupobHuuTtea M3
ABepo, TabneTkun, no 8 mr ta no 16 mr, o
noB’si3aHi 3i 3MiHOK ChYHKLi1 Ha Bxe
3aTBepMKEHIl AiNbHUL ®apmaueBTUYHNIA 3aBOg,
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogiii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, Monblya a came gogaHHsA cTagii
«Bnpo6HMLTBO». 3 ornisay Ha obnagHaHHS
[aHoro BMpPoBHMYOro MaiijaHumka BHeceHa
YTOUHIOKYa iHhopMaLis WoA0 YCTaTKyBaHHS Ha
cTagii «'paHynauis» Ta iHhopmauis woao
CYLLKW B KUMNSHOMY LU@pi, Npy LibOMY npouec
BMPOGHULITBA Ta KPUTEPIN NPUAHATHOCTI
3aMLWATLCA HE3MIHHUMU.

3MiHu | TUNYy: 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHU Y

npoueci BUPOGHULITBA FOTOBOTO JliKapCbKoro
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3aco0y, BKOYaoUy NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTBa N3 ABepo, Tabnetku, no
8 mr, abo no 16 mr, abo no 24 mr, Lo NoB’A3aHi
3i 3MIHOKO (PYHKL Ha BXXe 3aTBEepAXeEHIl
AiNbHULT DapMaLeBTUYHWIA 3aBOA,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hogiin Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emba, Monblua a came fofaHHA cTagii
«BunpobHMuTBO». [1Na AaHOI AiNbHULI HE Mae
HeoObXiAHOCTI BUKOpUCTaHHA A®I B Ha/IMLLKY
2%, OCKiflbkM He BigbyBaeTbCA BTPAT Npu
3BaXKyBaHHI. KinbKiCTb fit040i peyoBuHM
BiANOBIAAE KPUTEPIAM NPUIAHATHOCTI, WO 6yno
nigTBepKeHo BaslifaLlieto BUpo6bHMYOro
npotecy Ha AaHiii nnowaaui. BeegeHHs 3miH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS.
3MiHu | TUNYy: 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI. 3MiHN Y
npotieci BUPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKOYaoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTea N3 ABepo, Tabnetku, no
8 wmr, abo no 16 mr, a came, gofaHo iHhopmaLio
LLI0A0 Yacy yTpMMaHHS Nikapcbkoro 3acoby (2
MmicsiLgs), a BignoBigHO OHOBNEHa iHGhopMauis,
LLI0A0 YMOB 36epiraHHs Nikapcbkoro 3acoby, Lo
niATBEPMKEHO 38/10BiITbHAMW AaHUMK 3
nocnimkeHHs ctabinbHOCTI. BBeAeHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUny: 3miHK 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHNLTBI. 3MiHN Y
npoveci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (iHLi 3MiHN) - 3MiHW B
npoueci BupobHuuTtea 113 ABepo, Tabnetku, no
8 mr, abo no 16 mr, a came, BuaasieHo
iHchopmaLito WoA0 YTOUHEHHS TUNY
06n1afjHaHHsA, Lo BUKOPUCTOBYETLCA Ha cTagji
«MapkyBaHHs Ta nakyBaHHs». 3MiHun | Tuny:
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHKn
Yy BUPOGHULTBI. 3MiHW Y Npoueci BUpobHMUTBA
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roTOBOrO fiKapcbKkoro 3acoby, BkIoYaun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi
3MiHW) - 3MiHU B npoLeci Bupo6HuLTBa M3
ABepo, TabneTku, No 24 Mr, Lo NoB’A3aHi 3i
3MiHOI OYHKLI Ha BXe 3aTBEeppKEHIN AinbHULI
dapmaneBTuyHNil 3aBog «MOMIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came fofaHHsA cTagil «Bupo6HMLTBO». B 3B'3KY
3 LJM BHECEHO YTOUHIOKOYY iHhopMaLito LWoa0
L€l BUpoOHMYOT niowaakv. BeegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TUNY: 3miHK 3 AKkocTi. FoToBWMi
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BKNOUatoun AianaszoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby (3MeHLUEHHsI
0o 10 pasiB) - 3miHa po3mipy cepii /13 ABepo,
TabneTku, No 8 mr, a came, AOAAHHS PO3MIpY
cepii 42, 00 kg 333,333 tablets, L0 noB’si3aHo 3i
CMOXMBYMMUN NOTPEGAMUN PUHKY Ta TEXHIYHUMMU
NOTY>XHOCTSIMU BUPOGHNYOro 061agHaHHA
3aTBEPMKEHOT BUPOBHNYOT AiNbHUL
dapmaneBTuyHNil 3aBog «MONIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hogilt Lem6i, Byn.
MeTanosua 2, 39-460 Hoea-flemba, MonbLya,
ANA AKOT napanenbHO 3asB/1eHO 3MiHY LWoA0
oyHKLUili, @ came gofaHHsa cTagii
«BupobHuuTBO». 3aTBEpAkeHO: The maximum
market production batch size is 4 000 000
tablets
Preparation formula for a batch of 1 000 000
tablets Batch formula Betahistine 2HCI 8 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg The maximum market
production batch size is 2 000 000 tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
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33,00 kg Lactose monohydrate 70,00 kg
Silica, colloidal anhydrous 2,50 kg Crospovidone
6,00 kg Stearic acid 4,50 kg Purified water 15,00

kg Total weight (without overage) 126,00 kg
3anponoHoBaHo The maximum market
production batch size for strengths 8 mg is 4 000
000 tablets The maximum market production
batch size for strengths 16 mg is 2 000 000
tablets Preparation formula for a batch of 1 000
000 tablets for strengths 8 mg or a batch of 500
000 tablets for strengths 16 mg Batch formula
Betahistine 2HCI 8 mg, 16 mg, tablets
Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg Crospovidone 6,00
kg Stearic acid 4,50 kg Purified water 15,00 kg
Total weight (without overage) 126,00 kg ** 126
kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHM | T1ny: 3MiHKU 3 AKOCTI.
oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/ItoHYar4n
[iana3oH po3Mipy cepii) roToBOro likapCbKoro
3aco6y (3meHweHHs fo 10 pasis) - 3mMiHa
po3wmipy cepii 113 ABepo, TabneTku, no 16 mr, a
came, AoflaHHA po3mipy cepii 84,00 kg 333,333
tablets, 0 noB’sA3aHo 3i CNOXMBYMMU
noTpe6amyi pUHKY Ta TEXHIYHUMU MOTYXXHOCTAMM

BMPOGHNYOro 061aHaHHA 3aTBEPAXKEHOT

BMPOGHWYOI AinbHNL PapmaleBTUYHNI 3aBO4
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogiii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, MonbLua, ANa SKoi napanensHo
3asB/IEHO 3MiHY W00 (OYHKLUINA, @ came AofaHHS
cTagii «BupobHuUTBO». 3aTBEpaxeHo The
maximum market production batch size is 4 000
000 tablets Preparation formula for a batch of 1
000 000 tablets Batch formula Betahistine 2HCI
8 mg, tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg
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Cellulose, microcrystalline 33,00 kg Lactose
monohydrate 70,00 kg Silica, colloidal
anhydrous 2,50 kg Crospovidone 6,00 kg Stearic
acid 4,50 kg Purified water 15,00 kg Total weight
(without overage) 126,00 kg The maximum
market production batch size is 2 000 000
tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg 3anponoHoBaHO
The maximum market production batch size for
strengths 8 mg is 4 000 000 tablets The
maximum market production batch size for
strengths 16 mg is 2 000 000 tablets Preparation
formula for a batch of 1 000 000 tablets for
strengths 8 mg or a batch of 500 000 tablets for
strengths 16 mg Batch formula Betahistine 2HCI
8 mg, 16 mg, tablets Betahistine dihydrochloride
8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg
126 kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
PO3Mipy yNakoBKv rOTOBOrO MiKapCbKoro 3acoby
(3MiHa KinbkoCTi oaMHMLb (Hanpukias TabneTok,
amnyn TOLLO) B yNakoBLi:) - 3miHa y Aiana3oHi
3arBepakeHnx posmipis ynakosku(b.IL.r'5. (a)-
1.,IAHN), BBEAEHHA 00AATKOBOI YNaKoBKM, L0
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3HaxX0AWTLCSA Y Aiana3oHi 3aTBEPKEHNX

PO3MIpIB B 3B'A3KY 3 MApPKETUHIOBMM PiLLEHHSAM
Ta MOX/IMBOCTAMU NakyBasIbHOTO 061aA4HaHHS.
3aTBepAkeHo YnakoBka TabneTtkv no 8 mr ta no
16 mr: no 10 TabneTok y 6nictepi. Mo 3 6nictepn
Y KapTOHHI kopobui. TabneTtkn no 24 mr: no 10
Tabnetok y 6nictepi. Mo 3 abo 6 6nicTepis y
KapTOHHI kopobLii. 3anponoHoBaHo TabneTkn
no 8 mr: no 10 TabneTok y 6nicTepi; no 3
6nicTepun y KapTOHHIli kopobui. TabneTku no 16
mr: no 10 TabneTok y 6nicTepi; no 3 6aictepu y
KapTOHHI Kopob6ui. Mo 15 TabneTok y 6nictepi;
no 2 6nicTepn y KapTOHHIA KOopoo6Li. TabneTku
no 24 wr: no 10 Tabnetok y 6nictepi; no 3 abo 6
6nicTepiB y KApTOHHIlA Kopobui. no 15 TabneTok
y 6nicTepi; no 2 abo 4 6nicTepun y KApTOHHIl
Kopo6ui. 3MiHN BHECEHO Yy po3ain "YnakoBka" B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHS
NiKapCbKoro 3acoby y 3'A3Ky 3 BBEAEHHAM
[04aTKOBOI YNakoBKW, L0 3HAXOAUTLCA B
[nianas3oHi 3aTBepAKEHNX po3mipiB. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHMUTBI. 3MiHM BUNpo6yBaHbL abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOBYBaHHA Ta JOMYCTUMUX MEX) -
[JlogaBaHHA TOUKM KOHTPONIO «ldentity test» ans
BMPO6HMKa PapmaLeBTUYHNIA 3aBOf,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hogiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[Jemb6a, MonbLua, Wo 34iCHIETLCA AN
Hepo3dhacoBaHOro NPOAYKTY Nepeg, cTagiero
«Labelling and packaging» 3a gonomoroto FT-
NIR-cnekTpomeTpii. ) B Hakasi - He
3a3Ha4yasioCb; CTa/O - He NiAnArae; ynakoska
B Hakasi - TabneTku, no 16 mr; no 10
Tabnetok y 6nictepi; no 3 6nicrepn y
KapPTOHHii KOpoo6Li; cTaso - TabneTku, no 16
mr, no 10 TabneTok y 6nictepi; no 3 6nictepu
Yy KapTOHHIi KOpo6Li; no 15 Ta6neToK y
6nicTepi; No 2 6nictepu y KapTOHHiIl

KOpOGLi.
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6. | ABEPO Tabnetku, no 24 wr, $PapmaueBTUYHN Monbua MoBHwWiA MonbLa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/18917/01/03
no 10 TabneTtok y 1 3aBofg, BUPOGHNUNI LIUKN: HimeuunHa YTOUYHEHHS1 peknamMyBaHHA B Hakasi Ne 1557 peyenmom | nionsi2ae
6nicTepi; no 3 abo 6 “NMONTIbOAPMA” BVMPOGHMLTBO, Big, 09.09.2024 - B npoueci 3MiH (3MiHu | TUNYy:
6nictepiB y C.A. nepBuHHe 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
KapTOHHI kopobuy; nakyBaHHs, y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
no 15 Tabnetok y BTOPWHHE [04aTKOBOI AiNIbHML BUPOGHULTBA A4/15 YacTUHN
6nictepi; no 2 a6o 4 nakyBaHHs, a60 BCbOro BUPOGHMYOro npoL,ecy rotoBoro

6nictepn y
KapTOHHI Kopo6Lyi

KOHTPO/b AKOCTI
Ta BUNYyCK: cepil:
dapmaLeBTUYHNI
3aBof,
"MONb®APMA"
C.A., MonbLa
BVMPOGHMLTBO in
bulk tablets:
PotteHzopd
dapma 'm6X,
HimeyunHa

nNikapcbKoro 3acoby (AiNbHULA, Ha AKil
npoBoAATbLCA 6yab-sKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
NEepPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HecTepubHUX nikapcbkmx 3acobis)(b.11.6.1.
(r),IB), 3miHa doyHKLUili 3aTBEPAKEHOTO
BMPOBGHMKA rOTOBOTO JliKapCbKOro 3acoby, a
came - foAaHHA hyHKLiT BUpoGHMLTBO Ha BXe
3aTBEpMXEHIl AiNbHML ®apMaLeBTUYHWIA 3aBO,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hosiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[emba, Monblua. BBeeHHNA 3MiH NPOTAroM 6-Tu
MicsALiB NicnsA 3aTBepAKEHHS. 3MiHu | TUny:
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOBGHULTBI. 3MiHW Y npoLeci BUpobHMLTBa
rOTOBOrO NiKapCbKOro 3acoby, BKIUa4m
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETHLCA NP
BUPOGHMLTBI rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHMLTBA)
(B.1.6.3. (a),1A),

He3HayHa 3MmiHa B npoveci Bupo6HuuTea N3
ABepo, TabneTku, no 24 wmr, Lo Nos’aA3aHa 3i
3MiHOI OYHKLI Ha BXe 3aTBEepApKEHIN AinbHULI
dapmaneBTuyHNil 3aBog «MOMIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came fofaHHA cTagil «Bupo6HMUTBO». 3 ornsiay
Ha 0651afHaHHa AaHoi BUPO6HMYOI NaoLaaKn
BHeCeHa iHhopmaLis Wwoao po3Mipy nop cut
(2.0 Mm), LLLO BMKOPUCTOBYIOTLCA Ha cTagjil
«[panynaujii». ETanu BupobHuyTBa, cTagi
KOHTPO/II0 Ta KpUTepil NPUAHATHOCTI
3aULLATLCA HE3MIHHUMU. 3MiHN | T1ny: 3MiHK
3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOGHULTBI. 3MiHM Y Npoueci BUpobHULTBA
roTOBOrO fiKapcbkoro 3acoby, BkIovaoun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBHMLTBI rOTOBOTO JliKapCbKoro 3acoby
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(He3HayHa 3MiHa y npoLeci BUPO6GHULTBA) -
He3HauHi 3MiHM B npoveci BupobHuuTtea M3
ABepo, TabneTkun, no 8 mr ta no 16 mr, o
noB’si3aHi 3i 3MiHOK (hYHKLi1 Ha Bxe
3aTBepMKEHIl AiNbHUL ®apmaueBTUYHNIA 3aBOg,
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, Monblya a came gogaHHsA cTagii
«Bnpo6HMLTBO». 3 ornisay Ha obnagHaHHS
[aHoro BMpPoBHMYOro MaiijaHumka BHeceHa
yTOUHIOKYa iHhopMaLis WoA40 YyCTaTKyBaHHS Ha
cTagii «paHynauis» Ta iHhopmauis Lwoao
CYLLKW B KUMASHOMY LU@pi, Npy LibOMY npouec
BMPOGHULITBA Ta KPUTEPIN NPUAHATHOCTI
3aMLWATLCA HE3MIHHUMK.
3MiHu | TUNy: 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI. 3MiHU Y
npotieci BUPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKOYaoUy NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTea N3 ABepo, Tabnetku, no
8 mr, abo no 16 mr, abo no 24 mr, Lo NoB’A3aHi
3i 3MIHOKO (PYHKL Ha BXXe 3aTBEepAXeEHIl
AiNbHULT DapMaLeBTUYHWIA 3aBOA,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hosiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[emba, Monblua a came fofaHHA cTagii
«BunpobHMuTBO». [1Na AaHOI AiNbHULI HE Mae
HeobXiAHOCTI BUKOpUCTaHHA A®I| B Ha/IMLLKY
2%, OCKiflbkM He BigbyBaeTbCA BTPAT Npu
3BaXKyBaHHI. KinbKiCTb fit040i peyoBuHM
BiANOBIAAE KPUTEPIAM NPUIAHATHOCTI, WO 6yno
nigTBepkeHo BaslifaLlieto BUpo6bHMYOro
npotecy Ha AaHiii nnowaaui. BeegeHHs 3miH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS.
3MiHu | TUNYy: 3MiHK 3 AKoCTi. FoTOoBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI. 3MiHN Y
npotieci BAPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHK B
npoueci BupobHuuTea N3 ABepo, Tabnetku, no
8 wmr, abo no 16 mr, a came, gofaHo iHhopmaLiio
LLI0A0 Yacy yTpMMaHHS fikapcbKoro 3acoby (2
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MmicsiLgs), a BignoBigHO OHOBNEHa iHGhopMauis,
LLI0A0 YMOB 36epiraHHs Nikapcbkoro 3acoby, Lo
niATBEPMKEHO 38/10BiITbHAMW AaHUMK 3
nocnimkeHHs ctabinbHOCTI. BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUny: 3miHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHNLTBI. 3MiHN Y
npoveci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/II0OYAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (iHLi 3MiHN) - 3MiHW B
npoueci BupobHuuTtea 113 ABepo, Tabnetku, no
8 mr, abo no 16 mr, a came, B1uaasieHo
iHthopmaLito WoA0 YyTOUHEHHS TUNYy
06n1afjHaHHsA, Lo BUKOPUCTOBYETLCA Ha cTagji
«MapkyBaHHs Ta nakyBaHHs». 3MiHun | Tuny:
3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHM y Mpoueci BUpo6HULTBa
roTOBOrO fiKapcbKkoro 3acoby, BkIoYaun
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi
3MiHW) - 3MiHU B npoLieci BUpo6HuLTBa M3
ABepo, TabneTku, No 24 Mr, Lo NoB’A3aHi 3i
3MiHOI OYHKLI Ha BXe 3aTBEeppKEHIN AinbHULI
dapmaneBTuyHNil 3aBog «MOMIbOAPMA» C. A.,
Bupo6Huye BigaineHHs B Hosiin Jlem6i, Byn.
MeTanosua 2, 39-460 Hoea-[emba, Monblia a
came gofiaHHs cTagii «BupobHuLTBO». B 3B’s13KY
3 LJM BHECEHO YTOYHIOKOYY iHhopMaLito LWoa0
L€l BUpoOHMYOT nnowaakv. BeegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TUNYy: 3miHK 3 AKkocTi. FoToBWMi
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkNOUatoun AianaszoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby (3MeHLUEHHsI
0o 10 pasiB) - 3miHa po3mipy cepii /13 ABepo,
TabneTku, No 8 mr, a came, AOAAHHS PO3MIpY
cepii 42, 00 kg 333,333 tablets, L0 noB’si3aHoO 3i
CMOXMBYMMUN NOTPEGAMUN PUHKY Ta TEXHIYHUMMU
NOTY>XHOCTSIMW BUPOGHNYOro 061aHaHHA
3aTBEPMKEHOT BUPOBHNYOT AiNbHUL
dapmaneBTuyHNil 3aBog «MOMTIbOAPMA C. A.,
Bupo6Huye BigaineHHs B Hogilt Lem6i, Byn.
MeTanosua 2, 39-460 Hoea-[lemba, MonbLya,
AN5 AKOT NapaienbHO 3asB1eH0 3MiHY LWoA0
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

oyHKLUili, @ came aofaHHsa cTagii
«BupobHMuTBO». 3aTBEpAkeHO: The maximum
market production batch size is 4 000 000
tablets
Preparation formula for a batch of 1 000 000
tablets Batch formula Betahistine 2HCI 8 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg The maximum market
production batch size is 2 000 000 tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg
Silica, colloidal anhydrous 2,50 kg Crospovidone
6,00 kg Stearic acid 4,50 kg Purified water 15,00
kg Total weight (without overage) 126,00 kg
3anponoHoBaHo The maximum market
production batch size for strengths 8 mg is 4 000
000 tablets The maximum market production
batch size for strengths 16 mg is 2 000 000
tablets Preparation formula for a batch of 1 000
000 tablets for strengths 8 mg or a batch of 500
000 tablets for strengths 16 mg Batch formula
Betahistine 2HCI 8 mg, 16 mg, tablets
Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg Crospovidone 6,00
kg Stearic acid 4,50 kg Purified water 15,00 kg
Total weight (without overage) 126,00 kg ** 126
kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHM | TUNy: 3MiHKU 3 AKOCTI.
oToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPO6GHULTBI. 3MiHA pPo3Mipy cepii (BKIYaK4M
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

[iana3oH po3Mipy cepii) roToBOro likapCbKoro
3aco6y (3meHweHHs fo 10 pasis) - 3mMiHa
po3wmipy cepii 113 ABepo, TabneTku, no 16 mr, a
came, AoflaHHA po3mipy cepii 84,00 kg 333,333
tablets, 0 noB’sA3aHo 3i CNOXMBYMMU
noTpebamyi pUHKY Ta TEXHIYHUMU MOTYXXHOCTAMM
BMPOGHNYOro 061aaHaHHA 3aTBEPAKEHOT
BMPOGHWYOI AinbHNL PapmaleBTUYHNI 3aBO4
«MONb®APMA» C. A., Bupo6Huye BigaineHHs B
Hogiii Jem6i, Byn. MeTtanosua 2, 39-460 Hosa-
[emb6a, MonbLua, ANa SKoi napanensHo
3asB/1EHO 3MiHY W00 (OYHKLINA, @ came AoAaHHS
cTagii «BupobHuUTBO». 3aTBEpaxeHo The
maximum market production batch size is 4 000
000 tablets Preparation formula for a batch of 1
000 000 tablets Batch formula Betahistine 2HCI
8 mg, tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg
Cellulose, microcrystalline 33,00 kg Lactose
monohydrate 70,00 kg Silica, colloidal
anhydrous 2,50 kg Crospovidone 6,00 kg Stearic
acid 4,50 kg Purified water 15,00 kg Total weight
(without overage) 126,00 kg The maximum
market production batch size is 2 000 000
tablets
Preparation formula for a batch of 500 000
tablets Batch formula Betahistine 2HCI 16 mg,
tablets Betahistine dihydrochloride 8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg 3anponoHoBaHO
The maximum market production batch size for
strengths 8 mg is 4 000 000 tablets The
maximum market production batch size for
strengths 16 mg is 2 000 000 tablets Preparation
formula for a batch of 1 000 000 tablets for
strengths 8 mg or a batch of 500 000 tablets for
strengths 16 mg Batch formula Betahistine 2HCI
8 mg, 16 mg, tablets Betahistine dihydrochloride
8,16 kg
Povidone K90 2,00 kg Cellulose, microcrystalline
33,00 kg Lactose monohydrate 70,00 kg Silica,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

colloidal anhydrous 2,50 kg
Crospovidone 6,00 kg Stearic acid 4,50 kg
Purified water 15,00 kg Total weight (without
overage) 126,00 kg
126 kg batch can be compressed fully into one
strength or it can be divided into 42, 00 kg
333,333 tablets for 8 mg strength and 84,00 kg
333,333 tablets for 16 mg strength (applicable
for Polpharma Nowa Deba manufacturing site).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
PO3Mipy yNakoBKv roTOBOrO MiKapCbKoro 3acoby
(3MiHa KinbkoCTi oaMHMLb (Hanpukias TabneTok,
amnyn TOLLO) B yNakoBLi:) - 3miHa y Aiana3oHi
3arBepkeHnx posmipis ynakosku(b.IL.r'5. (a)-
1.,1AHN), BBeAEeHHA 4OAATKOBOI YNakoBKu, L0
3HaxXo0ANTbCA Y Aiana3oHi 3aTBepKEHNX
PO3MIpIiB B 3B'A3KY 3 MApPKETUHIOBMM PiLLEHHSAM
Ta MOX/IMBOCTAMU NakyBasIbHOTO 061aA4HaHHS.
3aTBepAkeHo YnakoBka TabneTtkv no 8 mr ta no
16 mr: no 10 TabneTok y 6nictepi. Mo 3 6nictepn
Y KapTOHHI kopobui. TabneTtkn no 24 mr: no 10
Tabnetok y 6nictepi. Mo 3 abo 6 6nicTepis y
KapTOHHI kopobLii. 3anponoHoBaHo TabneTkn
no 8 mr: no 10 TabneTok y 6nicTepi; no 3
6nicTepun y KapTOHHIli kopobui. TabneTku no 16
mr: no 10 TabneTok y 6nicTepi; no 3 6aictepn y
KapTOHHI Kopob6ui. Mo 15 TabneTok y 6nictepi;
no 2 6nicTepn y KapTOHHIA KOopoo6Li. TabneTku
no 24 wr: no 10 Tabnetok y 6nictepi; no 3 abo 6
6nicTepiB y KApTOHHIlA Kopobui. no 15 TabneTok
y 6nicTepi; no 2 abo 4 6nicTepun y KAPTOHHIl
Kopo6ui. 3MiHN BHECEHO Yy po3ain "YnakoBka" B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHS
NiKapCbKoro 3acoby y 3'A3Ky 3 BBEAEHHAM
[04aTKOBOI YNakoBKW, L0 3HAXOAUTLCA B
[nianas3oHi 3aTBepAKEHNX po3mipiB. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TMRy: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHMUTBI. 3MiHM BUNpo6yBaHbL abo
[OMNYyCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikauisx, nig 4ac BUpO6GHMLTBA FOTOBOr0
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOBYBaHHA Ta JOMYCTUMUX MEX) -
JlogaBaHHA TOUKM KOHTPONIO «ldentity test» ans
BMPO6HMKa PapmaLeBTUUHNIA 3aBOf,
«MOJIb®APMA» C. A., BupobHuue BigaineHHs B
Hosiin Jem6i, Byn. Metanosua 2, 39-460 Hosa-
[Jemb6a, MonbLua, Wo 34iCHIETLCA AN
Hepo3dhacoBaHOro NPOAYKTY Nepeg, cTagiero
«Labelling and packaging» 3a gonomoroto FT-
NIR-cnekTpomeTpii. ) B Hakasi - He
3a3HayasioCb; CTA/O - He nignsArae

A3MBIOT®

TabneTku, BKpUTI
nniBKOBOO
060/10HKO0, 1Mo 500
Mr; no 3 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTo

CnoseHig

KPKA, a.4., Hoso
mecTo, C/noBeHis;

KPKA Monbua Cn.

3 0.0., Monbwa

CnoseHisa
/Monbla

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiA4MNOBIAHOCTI ab60 BUYYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHoB/eHWIA cepTudikaT Bif yxe 3aTBEepAXEHOro
BMpo6HUKa. MogaHHsA OHOBNEHOTO cepTudikaTy
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei R1-
CEP 2007-119-Rev 06 Big, 3aTBEpAXEHOIO
BMpo6HMKa JUBILANT PHARMOVA LIMITED,
IHAiA AiloY0i peyoBMHN asUTPOMILVH B 3B'A3KY 3i
3MiHOI0 Ha3BW BMPOBHMKA, MicLie BUPOOHULTBA
He 3MiHunock (3atsepmxeHo: R1-CEP 2007-
119-Rev 05 JUBILANT GENERICS LIMITED;
3anpornoHoBaHo: R1-CEP 2007-119-Rev 06
JUBILANT PHARMOVA LIMITED). 3minu | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiANoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
A®I; N fONOMIXHOT pevyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHoBeHWIT cepTudpikat Big y>Ke 3aTBEepKEHOro

3a
peyenmom

UA/13452/01/01
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Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BUPOGHMKA.
MoAaHHsA OHOBMIEHOTO cepTudikaTty
BiANoBigHOCTI EBponeiickbkili hapmakonei R1-
CEP 2007-230-Rev 04 Big, 3aTBEpAKEHOIO
Bnpo6Huka HEC PHARM CO., LTD, China
Ail040T PEYOBVIHM a3MTPOMILMH (3aTBEPAXKEHO:
R1-CEP 2007-230-Rev 03; 3anponoHosaHo: R1-
CEP 2007-230-Rev 04). 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHW BHECEHO Y
TEKCT MapKyBaHHs1 NepBUHHOI (N. 6) Ta
BTOPUHHOI (M. 8, 17) ynakoBKU NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHS.
8. | AIEPITO3AH PO34UH OpasTbHUIA, AT «Codchapma» Bonrapis Brpo6HMUTBO Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/17454/01/01
® 0,5 mr/mn; no 120 Hepo3dhacoBaHOl 3MiHK | TUNy - 3MiHK Woa0 peuyenma
M/1 B CK/ISIHI ab0 npoaykuii, 6e3nekn/edpeKkTBHOCTI Ta hapmakoHariagy.
MET nnawuyj; no 1 nepBuHHa Ta BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHuX
nASAWL 3 MipHAM BTOPVHHA npo cuctemy dhapmakoHarnsgy (BBefeHHs
CTaKaHYMKOM i ynakoska: AT y3araslbHeHVX gaHux npo cuctemy
[03YH04MM LINPULLOM «Cothapmay, chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
Y KapTOHHIi nauui Bonrapis; BiANOBIAA/IbHOI 3a 34iiCHEHHS
[l03Bin Ha BMNycK hapmakoHarnaay; KOHTakTHoi ocobu 3
cepii: AT hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
«Cothapma», hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
Bonrapis BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVKA, BignoBigaibHOI 3a chapmakoHarnsg.
[itoua pepakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
AnexcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.
9. | AMBPONITHN cupon, 15 mr/5 mn; AT «Cochapma» Bonrapis Brpo6HMUTBO Bonrapis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/12426/01/01
H® no 100 mny Hepo3dacoBaHoi 3MiHK | TNy - 3MiHN WoA0 peyenma
CKNsiHOMY a60 npoaykuii, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
nonieTuneHTepedTa nepBuHHa Ta BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
naTHoOMy h/1aKoHi; BTOPMHHA npo cucTemy papmakoHarnsgy (BBefeHHs
no 1 chnakony 3 ynakoska: AT y3arasibHeHNX faHux Npo cucTemy
MipHUM «Cothapma», hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobum,
CTaKaH4MKOM B Bonrapis; BigNOBiAa/IbHOI 32 34iACHEHHSI

KapPTOHHIN nayuj

[03BiN Ha BUNyCK

(hapmakoHarnsy; KoHTakTHoi oco6u 3
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

cepii: AT
«Cothapmay,
Bonrapis

chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHoOBaXeHOi 0cobu
3asBHVIKa, BigNoBiAaNbHOI 3a hapmakoHarnsg,
[itoua pepakuis: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANoBiAa/IbHOT 38 hapmakoHarnsg.

10.

AHACTPO30
N CAHA03®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 1 Mr
no 14 tTabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
PapmacboTikau
34.4.

CnoBeHis

Cantotac dapma
v6X, HimeuunHa
(BUpOGHMLTBO "in
bulk", nakyBaHHs,
BUNYCK cepil;
BTOPWHHE
nakyBaHHs1)

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNpPoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikavisx, nig vyac
BMPOOGHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYyYEHHA HeCyTTEBOro BUNPOOYBaHHS B
npoLeci BUPOGHULITBA) BUYHEHHSI HECYTTEBOTO
BMNPOGYBaHHS B NpoLeci BUpo6bHMLTBA, a came
BUAaIeHHS BUNpobyBaHHS In-process control
(IPC) -ogHOpIAHICTE/OAHOPIAHICTE CYMILLi.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM Il TMRY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOOHULTBI. 3MiHM Y NpoLeci BUpobHMLTBa
rOTOBOrO NiKapCbKOro 3acoby, BKIUaum
MPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPU
BUPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(cyTTeBa 3miHa y npoueci BUpobHULTBA, fka
MOXe MaTu iCTOTHWIA BNNB Ha SIKICTb, 6e3neky Ta
epeKTMBHICTb NikapCbKoro 3acoby) 3MiHu B
npotieci BUPO6HMLITBA, a came: BBEAEHHS
aNbTePHATVBHOIO NPOLLeCy NifgroToBKN
(rpaHynsyjiiHol) cymilli 3a 4ONOMOro
nepekvaHoro 3miwysaya (Hanpukniag, Bohle
PB600); nicns Lboro rpaHynsLis 3a 4onomMorot
rpaHynsitopa (Hanpukniag, Bohle BCG25).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.

3a
peyernmom

UA/13575/01/01

11.

APUNIKAL,

Tabnetku no 30 mr;
no 10 TabneTtok y
6nicTepi; no 3 abo

Kagina
dapmacboTuKan
3 JliviTeq,

IHais

Kagina
dapmacboTVKan3
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/edeKkTMBHOCTI Ta dhapMakoHarnisay

3a
peuyenmom

UA/19119/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
10 6nicTtepiB y (iHWi 3MiHM). OHOBJ/IEHHA TEKCTY MapKyBaHHS
KapTOHHI KOpOOL; NEepBMHHOT Ta BTOPMHHOI YNaKOBOK JTiKapCbKOro
3aco6y. TepmiH BBeAEHHSA 3MiH MPOTAroM 6
MicALiB Nicnsa 3aTBepAKEHHS.
12. | APUNIKAL Tabnetkv no 10 wr, Kagina IHAiA Kagina IHAisA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19119/01/01
no 10 Tabnetok y dapmMacbloTUKas dapmMacbloTUKaI3 3MiHK | TUny - 3MiHW Woao peyenmom
6nictepi; no 3 abo 3 NlimiTeq, NimiTen 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy
10 6nicTepiB y (iHwWi 3miHK). OHOBNEHHA TEKCTY MapKyBaHHsA
KapTOHHI Kopo6Lyi NepBUHHOT Ta BTOPUHHOI YNAaKOBOK J1iKapCbKOro
3acoby. TepMmiH BBElEHHSA 3MiH NPOTArom 6
MicsLIB NicNs 3aTBEPAKEHHS.
13. | AYTMEHTUH TabneTkn, BKpUTI "nakcoCmitKns Benvka CMmIiTKnsiiiH Bivem Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/0987/02/02
o60710HKot, 500 H Excnopt BpuTtaHis PapmacbroTukanc, BputaHis/ 3MiHY | TUny - 3MiHK Wwoao peyenmom | nions2ae
Mmr/125 mr; no 7 Nimiteq Benvka bpuTaHis; dpaHuis 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
TabneTtok y 6nictepi "nakco Bennkom 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
(koxeH 6nicTep MpoaakLLH, 3ac06y, TeKCTI MapKyBaHHs Ta iHCTPYKLii Ans
pasom 3 dpaHuis MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
BOJI0r03axVMCHUMK perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
rpaHynamu-caiue y nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
nakeTi 3 aJItoMiHiEBOT 3acTOCyBaHHS Nikapcbkoro 3acoby B
honbru); no 2 nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
6nicTepy B nakeTax OLiHKM 3BITY 3 AOCAIKEHb, NPOBEAEHNX
Y KapTOHHIl BiAMOBIAHO A0 NiaHy negiaTpuyuHNX OCiLHKEeHb
ynakoBLj (PIP) (3MiHY y3rompKeHo 3 KOMNEeTEHTHUM
YNOBHOBaXEHVM OpraHom).
3MiHV BHECEHO B IHCTPYKLitO 419 MeANYHOro
3aCcTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "ToGIYHI
peaxuii” BignoBigHO A0 OHOB/IEHOT iHhopmaii
o0 6e3neky 3acToCyBaHHS Ail040i PEYOBUHU
3rifgHo 3 pekoMmeHaauieto PRAC. BBeAeHHs 3MiH
NpPOTAroM 6-TW MiICALB NiC/1A 3aTBepPAKEHHS
14. | AYTMEHTUH TabneTku, BKPUTI "nakcoCmiTKns Benvka CMmIiTKnsiiiH Bivem Benuvka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/0987/02/01
(BD) nniBKOBOIO H Excnopt BpuTtaHis PapmacbloTukasnc, BputaHis/ 3MiHM | Tuny - 3MiHK Wwoao peyenmom | nions2ae
o06osoHKot, 875 Nimiten Benuka BputaHis; ®paHuia 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

Mmr/125 wmr; no 7
Tabnetok y 6nictepi;
no 1 6nictepy B
nakeTi; no 2 naketa
Y KapTOHHiiA
ynakoBLi

'nakco Bennkom
MpoaakLuH,
®paHuisa

3MiHa y KOpOTKill XapakTepucTuLi NikapCcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3ropKeHo 3 KOMNETEHTHUM
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
YNOBHOB&XXEHUM OpPraHom).
3MiHV BHECEHO B IHCTPYKLitO 4/19 MeANYHOr0o
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6mBocCTi 3acTocyBaHHA" Ta "TMoGIUHI
peakuii" BiAnoBigHO A0 OHOBNEHOI iHhopMmaLi
o0 6e3neky 3acToCyBaHHS Ai040i PEYOBUHU
3rifgHo 3 pekoMmeHaauieto PRAC. BBeeHHs 3MiH
NPOTAroM 6-TM MICALIIB MiC/1SA 3aTBEPLKEHHS
15. | AYKCUNEH® PO3YMH ANS iH'EKLN, AT "Kanuekc" Nartsia BCi cTagii CnoBayymHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a He UA/17119/01/01
50 mr/2 mn no 2 mn BUPOBHNYOrO / 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom | nidssieae
B amnyni; no 5 npovecy, Kpim Natsis HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
amnyn B KOHTYPHii BUNYCKY cepii: (BNacHvka peecTpauiiHoro nocBig4yeHHs)) 3MiHa
YapyHKOBIli ynakoBLj XBM dapma azpecy 3asiBHMKa. 3MiHN BHECEHO B iHCTPYKLLi0
(nigpoHi); no 1 c.p.o., 015 MeAUYHOT0 3acTOCyBaHHS /ikapCbKOro
KOHTYpHIlA CnoBayyvHa; 3acoby y po3ain "Micue3HaxoKEHHS 3asBHUKA".
YapyHKOBIli ynakoBLj TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB
(nipaoHy) B nayui 3 BMPOBHUK, SKWIA nicns 3aTBepAKeHHs.
KapToHY Bignosigae 3a
KOHTpONb
cepii/sunpobysaH
HA:
AT "TpiHaekc",
Narsis;
BMPOGHUK, SIKWIA
Bignosigae 3a
BUNYCK cepil:
AT "Kanuekc",
NatBis
16. | AYKCUNIEH® | po3yvH ANns iH'exwii, AT "Kanuekc" Nartsis BCi cTagil CnosayunHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/17119/01/01
50 mMr/2 mn no 2 mn BMPOBHMYOTO / 3MiHn | TMNy - 3MiHK WoA0 peyenmom
B amnyni; no 5 npouecy, Kpim Nartsia 6e3nekn/edeKTUBHOCTI Ta (hapmakoHarnsgy
amnysn B KOHTYPHii BUMYCKY Cepii: (iHLLi 3MiHK)
YapyHKOBIli ynakoBL,i XBM dapma OHOBJIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
(nigooHi); no 1 c.p.o., BTOPUWHHOI YNaKkoBOK NiKapCbKoro 3acoby, a
KOHTYpHil CnoBayumHa; came: BUy4YeHo iHhopmalito, 3a3HaueHy

YapyHKOBIli ynakoBL,i
(nigooHy) B navyi 3
KapTOHY

BUPOGHUK, KNI
Bignosigae 3a
KOHTPO/b
cepii/BunpobyBaH
HA:

AT "T'piHgekc",
Nartsis;

pociicbkoto MOBO. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicsLiB NiCNsA 3aTBEPAYKEHHS.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BMPOBHUK, SKWIA
BignoBigae 3a
BUNYCK cepil:
AT "Kanuekc",
Nartsis
17. | A®NYBIH® Tabnetkv no 12 TOB «MEPPIFO YkpaiHa Pixapg bitTHep Al ABCTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/10018/01/01
TabneTok y 6nictepi; YKPAIHA» 3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenma
nol, 2, 3a6o4 nikapcbkuii 3aci6. Cuctema
6nictepn y KOHTeliHep/3aKkynopoBaibHWii 3aci6 (iHLWi 3MiHK)
KapTOHHI Kopo6Lli — BHECEeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3acib, a came
3amMiHa NOTOYHOI antoMiHIEBOT B1icTEpPHOT
honbrn, HoMep TexHIYHOI cneuudikauii 31H05
(BugaxHs 1 Big 21/09/2004) Ha nokpalyeHuii
martepian (antomiHieBy ¢oosbry) cneyucikadito
Ta cepTudikar 403B0NY (NacnopT TEXHIYHNX
naHnx 31U02, BuaaHHA 5 Big 21/04/2017) .
3aTtBepmkeHo: Aluminium foil — technical
specification number 311HO05 (edition 1 dated:
21/09/2004). 3anponoHoBaHo: Aluminium foil
with improved material specification & Clearance
Certificate ( Technical data sheet 31U02 edition
5 dated: 21/04/20017.
18. | BAHEOUV/H NMOPOLLOK HaLKipHWI CaHpos3 CnoBeHis BignosigansHuii ABcTpisi/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/3951/02/01
no 10 r nopoLLKy B dapmacbloTikas 3a BUNYCK cepil: HimeuyunHa 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT peyenma
KOHTelHepi; no 1 34.4. CaHpo3 M'm6X - signosigHocTi/l E-cepTudikar BignosigHoCTi

KOHTeliHepy B
KOpoo6Li

Bupo6bHnua
OinbHUUA
AHTUIHEKLiHI
N3 Ta XiMmiyHi
Onepauii KyHab
(AIXO rn3
KyHanb), ABCTpIst;
Brpo6HMK
npogykuii in bulk,
nakyBaHHs,
KOHTPO/b Ccepil:
dapmavonTiwe
dabpik MoHTaBIT
vm6X, ABCTpis

€Bponelicbkili thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
Bi4MOBIAHOCTI €BpoNelichbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[ONOMDKHOT peyoBuHU (cepTudikat
BiNOBIAHOCTI €Bponelickkili hapmakonei) -
OHoBeHWiT cepTudpikat Big, y)ke 3aTBEPLKEHOTO
BMPOOHMKA - NOAAHHS OHOB/IEHOTO cepTudikary
BifnoBigHOCTI E€Bponelicbkili hapmakonei R1-
CEP 2002-103-Rev 10 Big 3aTBEpAKEHOIO
BMpo6HuKa Xellia (Taizhou) pharmaceuticalsCo.,

BignosiganbHuii Ltd gitoyoi pevoBrHN baumnTpaLuHy LMHK
3a BUMYCK cepii: (3aTBEpAXeHO: R1-CEP 2002-103-Rev 09;
Jlek 3anponoHoBaHo: R1-CEP 2002-103-Rev 10).
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

dPapmaueBTUyYHa
KoMnaHis g.4. ,
CnoseHis;
KoHTponb cepii:
Na6op IC CE &
Ko. KI', HimeuunHa

19.

BET®EP 1A
nnoc

NopoLUOK AN
PO3UUHY ANS iH'EKL
no 6000000 MO (30
MKr),1 conakoH 3
MOPOLLKOM Y
KOMMNNeKTi 3 1
amnysoto 3
PO34YMHHMKOM Mo 1
M (Boga Ans
iH'eKLili cTepunbHa)
y 6nictepi; no 1
6nicTepy y navuyi 3
KapTOHy; 4 dhnakoHu
3 MOPOLLKOM Yy
KOMMNNEKTi 3 4
amnynamu 3
PO34YMHHMKOM Mo 1
M (Boga Ans
iH'eKLili cTepunbHa)
y 6nictepi; no 1
6nicTepy y navuyi 3
KapTOHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHW 3aci6 (iHWi 3MiHN).
BBefeHHs1 aflbTepHaTUBHOT NPO6KN HOBOI
KOHdpirypauii, a came: npo6ku Tvny 13-D1, wo
BWUIOTOBJ/IEHI 3 TaKOro X Martepiasny, K
3aTBEPMXEHI Ha AaHuii MOMeHT npobkn 13-D2, a
came bpombytnn (BROMOBUTYL)

3a
peyenmom

UA/15462/01/01

20.

BNoripP-3

TabneTku, Lo
OVCNEepryoThCs B
POTOBI NOPOXHWHI,
5 mr no 10 TabneTtok
y 6nictepi; no 1 abo
no 3 6nictepn y
KapTOHHIN navuj

Benyno, nikn Ta
KocmeTuka, 4.4,

Xopearis

BunpobHuk
roTOBOro
nikapcbKoro
3acoby, nepBuHHe
nakyBaHHS:
[xeHecapm CA,
Ipeuist;

Papmanac C.A.,,
Ipeuist;

BTopuHHe
nakyBaHHs,
BiANOBIgabHUIA 3a
BUNYCK cepil:
Benyno, nikn Ta
KOCMEeTuKa, A.4.,

Ipeuis/
Xopsaris

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TMNY - 3MiHK 3 SKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
a60 BBeAEHHS 404ATKOBOI AiNbHUL
BMPOBHMLTBA 151 HACTUHM ab0 BCbOro
BMPOGHMYOrO NpoLiecy roToBOro NMikapCbKoro
3aco6by (gibHMUSA, Ha Kii NPOBOAATLCS By ab-
SIKi BUpPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
cepiil, KOHTPOIHO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, A1 HECTEPUSIbHUX
nikapcbkux 3acobiB) BBeAeHHA f0AaTKOBOI
AiNbHWLI , Ha AKI NPOBOANTLCS BUPOGHULTBO
rOTOBOrO MiKapCbkoro 3acoby. 3miHu | Tuny -
3MiHu 3 siKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/TbHULi BUPOBHULTBA 4151 YaCTUHU
ab60 BCbOro BUPOGHMYOro NpoLecy roToBoro

6e3
peyenma

UA/15359/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Xopsaris niKkapcbKoro 3acoby (AiNbHULA AN5 NEPBUHHOIO
nakyBaHHs)
BBefeHHs 404aTKOBOI AiNbHMLI, BignoBigaibHOI
3a NepBUHHE MakKyBaHHS roTOBOrO NiKapCbKoro
3acoby
21. | BO3YNI® TabneTku, BKpUTI Mdpaiizep CWA BMPOGHMLTBO, HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/17245/01/01
nNiBKOBOKO EiAy.Ci.Mi. nakyBaHHs, Yexis 3MiHu | TUny - 3MiHK Woao peyenmom
o60s0oHKot, no 100 KopnopeiiLuH KOHTPO/b AKOCTI 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Mr, no 14 TabneTok Ta BUNYCK cepil: BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHuX
y 6nictepi; 2 Mdpaiizep npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepn y MeHtothekuypuHr y3araslbHeHVX gaHux npo cucremy
KapTOHHI kopobuy; Hoiuneng MvoéxX, thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
no 120 TabneTok y HimeuuunHa; BiANOBIAA/IbHOI 32 34iiCHEHHS
dhnakoHi, 1 donakoH BMPOGHMLTBO, hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Y KapTOHHIlA KopoobUi KOHTPO/b AKOCTI: hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
Ekcenna N'mé6X & hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
Ko. KT, BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
HimeuuunHa; BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
TeCTyBaHHs npu (BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
[OCNigpKEeHHI pO3MiLLeHHI MacTep-ghaiina cuctemu
cTabinbHOCTI: hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
KBiHTa-AHanituka KOHTaKTHOI 0cO6M 3asiBHYKA, BifnoBigasibHOI 3a
C.p.o., Yexis 3fjiCHeHHs hapmakoHarisay B YKpaiHi
22. | BO3YNI® TabneTkn, BKpUTI Mdpaiizep CWA BMPOGHMLTBO, HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17245/01/02
nNiBKOBOKO EiAy.Ci.Mi. nakyBaHHs, Yexis 3MiHu | TUny - 3MiHK Woao peyenmom
060/10HKOH0, Mo 500 KopnopeiwH KOHTPO/b SKOCTI 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
Mr; no 14 TabneTok Ta BUNYCK cepil: BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
y 6nictepi; 2 Mdpaiizep npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepn y MeHtodekuypuHr y3ara/ibHeHNX faHnx Npo cucTemy
KapTOHHI kopobuyj; Hoinunena MmoéxX, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
no 30 TabneTok y HimeuuunHa,; BiNOBiAANbHOI 3a 34iICHEHHS
hnakoHi, 1 cpriakoH BUPOBHMLTBO, hapmakoHarisay; KOHTakTHoOi 0cobu 3
Y KapTOHHIlA Kopoo6Li KOHTPO/1b SAKOCTI: hapmakoHarnsgy 3asiBHUKa ANs 34iACHEHHS
Ekcenna N'mé6X & hapMakoHarnsgy B YkpaiHi, SKLLO0 BOHA
Ko. KT, BigMiHHa Bij, yNIOBHOBaXXEHOT 0co6MU,
HimeuuunHa; BiANOBIAANLHOI 3a 34ilicCHEHHA papmakoHarnsgy
TeCTyBaHHA npu (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
LOCNIMKEHHI pO3MiLLEeHHI MacTep-haiina cuctemm
cTabinbHOCTI: thapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
KBiHTa-AHanituka KOHTaKTHOI 0CcO6U 3as1BHYKa, BifnoBigaibHOI 3a
C.p.0., Yexis 34iicHeHHs1 chapmakoHarsgy B YKpaiHi
23. | BOM-BEHI'E Masb no 30ry MPAT Ykpaina BiANOBIga/IbHUIA 32 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8240/01/01
Ty6ax; no 25ry "®ITOPAPM" BMPOGHMLTBO, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN. peyenma
6aHkax; o 30ry nepBUHHE/BTOPVH BunyueHHst BUPOOHMYOT AinbHuLi (BKIHOYAKUM
Ty6i, no 1 1y6i B He nakyBaHHs, AinbHuui ana A®I, npomixxHoro npoaykTy abo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nauuj KOHTPO/b AKOCTI roTOBOro Nikapcbkoro 3acoby, AinbHUL AN

Ta BUNycK cepii:
MPAT
"®ITOPAPM",
YKpaiHa;
BiANoBiAa/IbHWIA 3a
BUPOGHMLTBO,
nepBUHHE/BTOPYH
He nakyBaHHs Ta
KOHTPO/b SKOCTI:
AT "Nly6Hnchapm",
YKpaiHa;
BiANOBigabHUIA 3a
BWMYCK Cepil, He
BK/THOHAI0UM
KOHTPONb/BUNPOBY
BaHHSA cepii:
MPAT
"®ITOPAPM",
YkpaiHa

NpPOBeEHHs NakyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeEeHHA KOHTPOsItO cepii) abo
nocTavasnbHviKa BUXIAHOTO MaTepiasy, peareHTty
ab0 [ONOMIXHOT PevyoBUHU (SKLLO 3a3HaYeHo y
[ocbe) BunyyeHHs BUpo6HMka APl neBoOMeEHTON
"LOK-Beta", IHgjs. 3miHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. BryyeHHsi BUPO6HUYOI
OinbHULI (BKIOYaoun AinbHuL ana Adl,
NPOMIXXHOr0 NPOAYKTY abo roTOBOro NiKapcbKoro
3acoby, AinbHUL AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NpoBeAEHHSI KOHTPOSIO cepii) abo
roctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
a60 [0NOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y
[ocbe) BunyyeHHs Bupo6Hvka APl neBoMeHTON
«Kaizen organics Pvt. Ltd», IHgis.
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW.
BunyueHHss BUPO6HMYOI finbHuL (BKIHOYAK0UM
AinbHuui ana A®l, npomixxHOro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHUL AN
NPOBeAEHHS NakyBaHHs, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAeHHS KOHTPOsItO cepii) abo
nocTavasnbHviKa BUXIAHOTO MaTepiasy, peareHTty
ab0 [ONOMIXHOT PevyoBUHU (SKLLO 3a3HaYeHo y
[ocbe) BunyyeHHs BUpO6HMKa APl neBOMEHTON
«Ind-Swift Laboratories Limited», IHAis. 3MiHn |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NiKapCbKWii
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby
(iHWi 3MiHW) BHeceHHs pefakuiliHix NpaBok [0
po3ginie MKA «Cneuudikauis» Ta «Metoan
KOHTPONIO», a came: "npenapaT” 3amiHEHO Ha
"nikapcbkuii 3aci6”, "donyctumi Hopmn" Ha
"KpuTtepii npuitHATHOCTI", "r" B MOACHEHHSX 40
hOpMY/IN KifIbKICHOTO BMICTY PO3MNMcaHo sk
"rpamun”. 3MiHu | TUNY - 3MiHK 3 AKOCTi. [0TOBWMI
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBa/ibHW 3aci6 (iHLWi 3MiHK)

BHeceHHs pegakuiiiHux npasok Ao po3giny MKA
«YnakoBKka»: "npenapar” 3amiHeHO Ha
"nikapcbkuii 3aci6”. 3MiHn | TUNY - 3MiHK LWOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHM) 3amiHa rpadiyHOro 0hopMIEHHS
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS! yNakoBOK 3 BigNOBIAHUMMN 3MiHAMMN
o posginisB MKA N3 (po3gin «padiyHe
0(hOpMNIEHHSI» 3aMiHEHO PO3/iNoM
«MapkyBaHHs»). 3aTBepmkeHo MPAPIYHE
O®OPMNEHHSA YMAKOBKU
Hopnaetbea 3anpornoHosaHo MAPKYBAHHA
3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
24. | BPIHTENNIK TabneTku, BKpUTI Nynp6ek [JaHis Enasdpapm, ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14150/01/01
C nNiBKOBOKO Ekcnopt A/C PpaHuin [anis 3MiHu | TUny - 3MiHK Woao peyenmom
060/10HKOI0, N0 5 ™r, (nepBuHHe Ta 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 14 Tabnetok y BTOPWHHE BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
6nictepi; no 2 nakyBaHHs); npo cuctemy dhapmakoHarnsgy (BBefeHHs
6nictepn y EypodpiHc y3araslbHeHVX gaHux npo cuctemy
KapTOHHI Kopo6Lyi Biodhapma hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
MpogakT TecTiHr BiANOBIAA/IbHOI 32 3AiiCHEHHS
Jenmapk A/C, hapMakoHarnsay; KOHTakTHoi ocobu 3
JIECTE] hapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
(BunpobyBaHHs 3a hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
NOKa3HNKOM BiMiHHa Big, yNOBHOBaXXEHOT 0cO6MU,
"MikpobionoriyHa BiANOBIAA/LHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
ynctorta"); X. (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
Nynpbek A/C, pO3MiLLeHHI MacTep-ghaiina cuctemu
[JaHis thapmakoHarnagy) - 3MiHa KOHTakTHUX JaHuX
(BMPOGHMLTBO 3a KOHTaKTHOI 0CcO6M 3as1BHYKKa, BifnoBigaibHOI 3a
NMOBHWM LMKIOM) hapmakoHarnsg B YkpaiHi
25. | BPIHTENNIK TabneTkn, BKpUTI NyHp6ek [JaHis Enasdpapm, ®paHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14150/01/02
C nniBKOBOO Ekcnopt A/C ®paHuisa [JaHis 3MiHu | TURY - 3MiHN WoAao peyenmom
060/10HKo10, no 10 (nepBuHHe Ta 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
mr; no 14 TabneTtok BTOPWHHE BBefieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
y 6nictepi; no 2 nakyBaHHs); npo cuctemy dapmakoHarnsgy (BBefeHHs
6nictepn y EypodiHc y3araJibHeHUX gaHux Npo cuctemy
KapTOHHI Kopo6Lyi Biodhapma thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
Mpopakt TecTiHr BiNOBiAaNbHOT 3a 34iiCHEHHS
Oenmapk A/C, hapmakoHarsay; KOHTakTHoOi 0cobu 3
[JaHis hapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
(BunpobyBaHHs 3a hapmMakoHarnsgy B YkpaiHi, KLU0 BOHA
NOKa3HNKOM BigMiHHa Bif, yNIOBHOBaXXEHOT 0co6MU,
"MikpobionoriyHa BiANOBIAANLHOI 3a 34ilicCHEHHA papmakoHarnsgy
yuctota"); X. (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
NyHpbek A/IC, pO3MiLLEeHHI MacTep-haiina cuctemm
[JaHis hapmakoHarnagy) - 3MiHa KOHTakTHUX JaHuX
(BMPOGHMLTBO 3a KOHTaKTHOI 0CO6M 3asBHWKa, BiANOBIAaILHOI 3a
NOBHMM LMK/IOM) hapMakoHarisg B YkpaiHi
26. | BPOHXO- Kancynuv Teepai no 7 CaHpo3 CnoBeHis Jlek CnoseHig/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/14314/01/01
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KOHTPO/b cepil,
BMNycK cepii); OM
dapma CA,
LLseiiuapis
(BUpPOBGHMLTBO in
bulk, koHTponb
cepii)

NnoKasHuKa))
BWYYEHHS MOKa3HVKa «Baxkki meTanm» 3i
cneumdikaLii TOPOXHIX XenaTuHOBUX Kancynax,
BignosigHo HactaHosu ICH Q3D.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBWH. 3MiHa y MeTofax BUNPOOYBaHHS
[OMOMDKHOT peYOBUHY (BUTYHYEHHS METOAY
BUNPOOYBaHHS, AKLO albTePHATUBHWIA MeTOA,
BUNPOOYBaHHA BXe 3aTBEPMXXEHO) BUYyUYEHHS
MeToAy BUNPOBYBaHHA «Baxki MeTanun» y
MOPOXHIX XeNnaTVHOBUX Kancynax, BiAnoBigHO
HacTtaHosu ICH Q3D. Kpim Toro, He3HauHi
OHOBJ/IEHHS B po34ini 3.2.P.4.2. AHaniTnyHi
MeToAMKW. 3MiHK | Tuny - 3MiHKM 3 AKocTi. API.
KoHTponb A®L. 3miHa y MeTodax BUNPO6YyBaHHSA
A®I ab0 BMXigHOTO MaTepiasy/NnpoMixXHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPMAXEHUX MeToAax BUNPOOYyBaHHSA) 3MiHU B
MeTogi Y®-igeHTndpikauii A®l (OM-85
Lyophilizate), a came BBefeHHSA PO3UUHY /1A
nepesipkun BignosigHocTi (conformity solution),
OL|iHK/ NpuAAaTHOCTI cucTemu, ans
BMNPO60BYBAHOrO 3pa3ka BBOAUTLCA
iNbTpyBaHHSA 3paska, 3MiHa B pO3PaxyHKOBii
chopmyni. 3MiHn | TUNY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®L. 3miHa y MeTodax BUNPo6yBaHHS
A®I ab0o BMXigHOrO MaTepiasy/NnpoMixXHOro
NPOAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpo6bHuLTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPMAXEHUX MeToAax BUNPoOyBaHHS) 3MiHU B
mMeToai Y®-igeHTudikawii 41 npoMixxHoro
npoaykty OM-85-koHLeHTpary, a came
BBEEHHS PO3UNHY A/15 NEPEBIPKMN BigNOBIAHOCTI
(conformity solution), ouiHku npuaaTHOCTI
cucTemu, nepernag po3paxyHkoBoi chopmynu,
Ans BUNpo60BYBaHOro 3paska BBOAUTLCA

iNbTpyBaHHA 3paska. 3MiHu | Tuny - 3MiHu 3

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MYHAN® mr, no 10 kancyn y dapmacbloTikas dPapmaueBTUyYHa LBeiiLapis 3MiHu | TMNY - 3MiHK 3 IKOCTi. ToTOBUIA peyenma

6nicTepi; no 1 a6o 3 3 4.4, KoMnaHia g. 4., nikapcbkuii 3aci6. KOHTPOIb AONOMIKHMX

6nictepu B CnoBeHis peyoBuMH. 3MiHa NapameTpiB cneundikauii

KapTOHHI KopooLii (nepBuHHe Ta Ta/abo fonycTUMMUX MEX A1 AONOMDKHOT

BTOPVHHE PeyoBUHM (BUYYEHHS 3i cneumdikauii
nakyBaHHs, He3Ha4yHOro MokKasHuKa (Hanpuknag, 3actapinoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax

crneundikayiii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(3BYXXEHHSA [OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuundikavii) 3mMiHa BUMor cnevumdikauii ons
npomMixHoro npoaykty OM-85-koHUeHTpaTy 3a
noKasHUKoM «laeHTudikalis» metTogom Yo-
cnekTpohoToMeTpil.
3MiHn | TUny - 3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikauisx
Ha A®l, abo BVXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTBa APl (3BY>XEHHS
[ONYCTUMUX MEX, BU3HAYEHUX y cneumdikawlii)
3MiHa BMMoOr crneumndikauii Abl (OM-85
Lyophilizate) 3a nokasHukom «lgeHTudikauis»
mMeTogoMm Y®-cnekTpochoTomeTpii. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo AonycTuMmx
MeX, BU3Ha4YeHuX y crneumndikavisx Ha Ad®l, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BYXKEHHS AOMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii) 3mMiHa KpUTepIiB NPUAHATHOCTI ANs
A®| (OM-85 Lyophilizate) 3a nokazH1KOM
«lpgeHTudikauis metogom HPTLC», a came
BWAAUIEHHS MOKasHMKa KoediljieHTa
yTpumyBaHHs (Rf). Hapasi nnaHwetn HPTLC i3
3pa3koM NPOMOHYETHLCA OLIHIOBATY LLISXOM
MOPIBHAHHSA 3 NAaHWeTamu 3 KOHTPOTbHUM
PO34MHOM, SiKi TECTYIOTbCS OHOYACHO, TOMY
hopMy/IOBaHHSA LibOro KPUTEPI0 NPUAHATHOCTI
6yno BiANOBIAHO MEPErAHYTO.
3MiHu | TUNYy - 3MiHK 3 AkocTi. A®L. KOHTpob
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HAUYeHMX y cneuudikaisx
Ha A®I, abo BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTbLCS Y
npoueci BupobHuuTBa AP (3By)KeHHS
O0ONyCTUMUX MeX, BU3HaAYeHUX Yy cnevmdikadir)
3MiHa KpUTepiiB NPUAHATHOCTI 415 KOHLEHTpaTy

OM-85 (NpoMiXXHWIA NPOAYKT) 32 MOKA3HMKOM
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

«laeHTudikauis metogom HPTLC», a came
BUAAUIEHHS NOKasHMKa KoediljeHTa
yTpumyBaHHs (Rf). Hapasi nnaHweTtn HPTLC i3
3pa3koM NPOMNOHYETHLCA OLHIOBATY LLUIAXOM
MOPIBHAHHSA 3 MNAHLLETAMMW 3 KOHTPOSIbHUM
PO34YMHOM, SiKi TECTYIOTbCS OHOYACHO, TOMY
(hOpMY/IHOBaHHS LibOro KpUTEPI0 NPUAHATHOCTI
6yn0 BiANOBIAHO NepernsHyTo. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo AonycTuMmx
MeX, BU3Ha4YeHuX y crneumndikadisx Ha Ad®l, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) He3HauHi 3MiHW B KpUTEpIsAX
NPUAHATHOCTI 38 NOKa3HMKOM «laeHTudikauisa
MeTogom HPLC» a1 NpOMiXXHOro NpoAayKTy, Lo
BUKOPWUCTOBYETLCA 4719 BUTOTOB/IEHHA ADI.
MpOnNoHYETLCA BUKOPUCTOBYBATU PO3UMH
MOPIBHAHHSA, SIKUI TECTYETLCA Pa3oM i3
PO34MHOM 3paska 711 Bu3HavyeHHa HPLC -
npocpinto 3paska, ToMy hOPMy/IHOBaHHA LibOro
KpUTEpIito NpUIAHATHOCTI 6yN0 BiANOBIAHO
nepernsHyTo. 3MiHu | TMny - 3miHu 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y napameTtpax
crneundikayiii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BYXXEHHSA [OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaqikaLii) He3Ha4Hi 3MiHU B KpUTEPIsX
NPUAHATHOCTI, BU3HAYeHUX y cneuudikauii Ha
A®I| 3a nokasHWKOM «laeHTudikalis MmeTogom
HPLC». INMponoHyeTLCSA BUKOPUCTOBYBATU
PO3YMH NOPIBHAHHS, KW TECTYETLCSA Pa3oM i3
PO34MHOM 3paska 719 Bu3HavyeHHa HPLC -
npocpinto 3paska, TOMy hOPMy/IHOBaHHSA LibOro
KpUTEpIito NpUIAHATHOCTI 6yN0 BiANOBIAHO
nepernsHyTo. 3MiHu | TMny - 3miHu 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y napameTpax
crneundikayiii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Ad|

(BVII'IyLleHHFI HEe3Ha4yHOro nokasHuka siKocTi
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHvka))
BWYYEHHS ifeHTUdIKaLii 4ONOMIKHUX PEYOBUH
i3 cneumndikayii A®| — cTaHAapTM30BaHOrO
niocpinizaty OM-85, OCKi/IbKM MPUCYTHICTb LMX
[LOMOMDKHUX PEYOBUH 3a6e3nedyeThbes
[OTpYMaHHAM Aitounx npasun GMP, a omxe
KOHTPOb Mif, 4ac BUPOGHUYOrO npoLiecy €
gocTartHiM. Kpim Toro, Anst fONOMIXKHMX
PeuYOBUH, LLIO MPUCYTHI Y cknagi nioginizaty OM-
85, Hemae obMexeHb o0 6e3neku, i Ls 3mMiHa
He BN/IMBAE Ha SAKICTb NPoAyKTY. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MEX roTOBOrO /liKkapCbkoro 3acoby (BU/Ty4eHHS
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
noKasHuKa, Takoro sik 3anax Ta cmak, abo
iaeHTUdikauis 6apBHYIKIB UM CMaKOBUX
[06aB0oK)) BUNYYEHHS ifeHTUdiKaLii 4OMOMDKHUX
peyoBuH 3i cneumdikavii FN3 (MaHiTy,
KPOXMaJulto npexenaTuHi3oBaHoro, MarHito
cTeaparty), OCKi/IbkM BOHA He € 060B’I3KOBOI
ON5 KOHTPOA0 J13, NPUCYTHICTb LX AOMOMDKHUX
peyoBMH 3abe3nevyeTbCa AOTPUMAHHAM Ai0UnX
npasun GMP, a oTxe KOHTPO/b Nif Yac
BMPOGHMYOro MpoLecy € goctatHim. Kpim Toro,
07151 AOMOMDKHUX PEYOBWH, L0 NPUCYTHI y cknagi
NiKapcbKoro 3acoby, HeMae 06MexXeHb LLoA0
6e3neku, i s 3miHa He BMN/IMBaE Ha SKiCTb
npoaykTy. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOroO
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOGYBaHHA) BHECEHHSA 3MiHU [0 Npoueaypv
Yo-igeHTudikauii 13, y BignosigHocTi fo
OHOBJIEHUX KPUTEPIiB NPUAHATHOCTI ADI. 3MiHK |
TMNy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuMii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS)
He3HayHa 3MiHa B npoueaypi TECTyBaHHs
ineHTudhikauii FN3 metogom HPLC. BHeceHHsA
3MiHM go n.3.2.P.5.3.Banigauisa aHanitmyHmx
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
METOAWK, & CaMe OHOBJIEHHS PO34iny
«ldentification HPLC», ockinbku nic/is BBEAEHHS
a/lbTePHATUBHOI KOTIOHKM Byna npoBefeHa HoBa
BaUlifjaLis 3 BUKOPUCTaHHSIM €KBiBa/IEHTHOI
KONOHKKN. [1n5 6inbLuoi AcCHOCTI 6yN0 BUPILLEHO
06’eiHaTV ABi NepeBipk1M B 04HOMY JOKYMEHTI.
27. | BYAEHO®AN | TBepai kancynu 3 Op. danbk HimeuuunH BignosiganbHuii HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6964/01/01
bK KMLIKOBOPO3UMHHUM dapma M'm6X a 3a BUNyCK cepiit 3MiHn | TURY - 3MiHK 3 aKocTi. API. peyenmom
v rpaHynamm no 3 KiHLLeBOro CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
mr; no 10 kancyn y npoaykty: Ap. BMNPO6YBaHb/nepiogy 36epiraHHA abo ymoB
6nictepi; no 5 abo danbk dPapma 36epiraHHa A®I (3a BigcyTHOCTI y
10 6nicTepiB y M6X, HimeuunHa; 3aTBepXeHOMy [10CbEe cepTudiikaTa
KOpOoO6Li 3 KAPTOHY Bupo6Hukn BiANOBIgHOCTI E€Bponeiickkili hapmakonei, Lo
[[,030BaHoi chopmu, BK/IOYA€E Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
nepBuHHeE, (nepios, noBTOpPHOro BUNPObyBaHHA/Nepios
BTOPVIHHE 36epiraHHs) - BinbLL XOPCTKi yMOBU 36epiraHHs -
nakyBaHHs Ta 3MiHa yMOB 36epiraHHs fjloyoi peyoBuHU
KOHTPO/Ib AKOCTI: 6yanecoHig (byno: "36epiratu Big 150 °C go 300
JNlo3aH ®apma °C, y pobpe 3aKpUTUX KOHTeHepax, 3axmLLeHnX
'M6X, HimeuunHa,; Big cBiT/1a"; cTano: "36epiratn Big 150 °C go 250
Brpo6HuK, °C, po3BoneHo BiaxuneHHsa go 300 °C 36epiratu
BiANoBiganbHUIA 3a B f06pe 3aKpuTili Tapi, B 3axuLLEHOMY Bif, CBITNa
nepBuHHeE, Micui". OHOBMEHi yMOBU 36epiraHHs Ta
BTOPWHHE TPaHCNOPTYBaHHS 3anponoHOBaHI BiANOBIAHO A0
nakyBaHHS Ta YMOB 36€epiraHHs, L0 3aCTOCOBYHOTLCS Ha CKnagi
KOHTPO/b AKOCTI: komnanii (Big 150 °C go 250 °C), a Takox
NosaH ®apma BiAMNOBIAHO A0 AAHUX LLOAO CTabiNbHOCTI.
M6X, HimeuuunHa;
Bupo6Huku,
BignoBigasbHI 3a
KOHTPO/b SKOCTI:
'BA dapma 'm6X,
HimeuuunHa,
HaykoBo-
[ocnigHwi
iHCTUTYT
Xennenep Mv6X,
HimeyunHa
28. | BAIOKOPAW | kpansi opasibHi, Kpesenb HimeuuunH Kpesenb HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8462/01/01
H® pPO34mH; no 20 mn Moiizenb6ax a Moiizenbb6ax 3MiHu | TUny - 3MiHK Woao peyenma —
a6o 50 mny 6X m6X 6e3nekn/edekTBHOCTI Ta hapmakoHariagy. 20 mn, 3a
dhnakoHi- BBefieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX peyernmom —
KpanesnbHui; no 1 npo cuctemy dpapmakoHarnsgy (BBefeHHs 50 mn
h/1aKoHy- y3ara/ibHeHNX faHnx Npo cucTemy

KpanesnbHuui y

chapmakoHarnsay, 3mMiHa ynosHoBaxeHoi ocobu,




50

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

KapTOHHI KopooLyi

BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi 0cobm 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHeHHS dhapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa KOHTaKTHOI 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmMakoHarnsag B
YKpaiHi.

[itoua pepakuis: TapacoBa HOnis MukonaisHa.
MponoHoBaHa pepakuis: bBynura Migis
OnekciiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT
0Cco6u 3as1BHMKA, BignoBigasibHOT 3a
hapmMakoHarniag B YkpaiHi

29.

BAHKOMILUW
H-BICTA

niodpinizat gna
PO34MHY Ans
iHdpysiin no 500 mr; 1
CKNSAHWIA chakoH 3
niodpinizaTom,
MmicTkicTio 10 mn B
KapTOHHI Kopo6Lyi

Mictpan Kenitan
MeHeXmeHT
Nimitepq

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby. 3miHa y MeTogax

BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby

(iHWi 3miHM y MeTofax BUNpobyBaHb
(BKovatoun 3amiHy abo AonoBHeHHS)) CynyTHSA
3MiHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6.

KOHTPO/Ib FOTOBOIO NiKapCbKoro 3acoby. 3miHa

napameTpiB cneuudikauii Ta/abo gonycTuMmx

MEX FOTOBOr0 NiKapCbKoro 3acoby (4ONOBHEHHSA
ab0 3amiHa NokasHuKa cneyudpikauii 3a
pesynbTaramu gocnigxeHb 3 6esnekn abo
SAKOCTI (32 BUHATKOM JliKapCbKMX 3ac06iB
6i010ri4YHOro/iMyHOOMNYHOTO MOXOZKEHHS))
(B.IL.r.1. (e) IB),
npuBeAeHHs crneundikalii Ta MeToaiB KOHTPOsI0
akocTi [13 y BignoBigHiCTb A0 MaTepianis
BMPOOHKKa, a came 3a NnokasHukoM «Onuc.
BigHOBNEHNIA PO3UNH» - BUNPAB/IEHO NOMUJIKY B
nepeknagi KpUTepito NPUAHATHOCTI, 3a
nokasHUKoM «pH. BigHOBNEHUIi PO3UNH» -

[OMOBHEHO ONUC METOAWKN BUNPOOYBaHHS, 3a

NoKasHNKOM «KiflbKiCHe BU3HAUYEHHSsI
BaHkomiuuHy B» - BUnpasneHo noMusky B
pO3paxyHKOBiii chopmyii.

3a
peyernmom

UA/18265/01/01

30.

BAHKOMIUM
H-BICTA

niocpinizat ans
PO34nHy Ans

MicTtpan Kenitan
MeHepKMeHT

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI. [oTOBUIA

3a
peuyenmom

UA/18265/01/02
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

iHdpysiin no 1000 wmr;
1 cknAHWA hnakoH 3
niodpinizaTom,
MicTkicTio 20 MmN B
KapTOHHI Kopo6Lyi

Nimitepn

nikapcbkuii 3aci6. KOHTpOb roToBOro
niKkapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BUNpobyBaHb
(BKTovatoun 3amiHy abo AonoBHeHHS)) CynyTHSA
3MiHa
- 3MiHK 3 sIKOCTi. FOoTOBUIA Nikapcbkuid 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauii Ta/abo gonycTummx
MeX rOTOBOr0 NiKapCbKoro 3acoby (4ONOBHEHHSA
ab0 3amiHa nokasHuka cneyudikauii 3a
pe3ynbTatamu gocnigxeHb 3 6esneku abo
AKOCTI (32 BUHATKOM JliKapCbKMX 3ac06iB
6i010ri4YHOro/iMyHOOMNYHOTO MOXOLKEHHS))
(B.IL.r.1. (e) IB),
npusBefeHHs crneundikalii Ta MeToAiB KOHTPOsI0
akocTi 13 y BignoBigHiCTb A0 MaTepianis
BMPOOHKKa, a came 3a NnokasHukoM «Onuc.
BigHOBNEHMIA PO3UNH» - BUNPAB/IEHO NOMUJIKY B
nepeknagi KpUTepito NPUAHATHOCTI, 3a
NoKa3HUKOM «pH. BigHOBIEHWIA pO3UnH» -
[OMOBHEHO ONUC METOAMKN BUNPOOYBaHHS, 3a
nokasHnkoM «KiflbkicHe BU3HAYEHHS
BaHkomiuuHy B» - BUnpasneHo noMusky B
pO3paxyHKOBii chopmyii.

31.

BEH/TIAKCOP
®

Tabnetkn no 37,5
mr; no 10 TabneTok
y 6nictepi; no 3
6nicTepu B nayw,j 3
KapToHY

AT "I'piHgekc"

Nartia

AT "T'piHgekc"

Nartgis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTyuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
PerysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo AocnimaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo Ak pesynbTat
OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHNX AOCNiLKEeHb
(PIP) (3MiHY y3roXeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHV BHECeHO A0 [HCTpyKUii Ana MeguyHoro
3acToCcyBaHHSA NiKapcbkoro 3acoby Ao posginy
"Mepepo3yBaHHA" BiANOBIAHO A0 iHhopMaLi 3
6e3nekun [ityoi pevyoBuHU

3a
peyernmom

He
nionsizae

UA/4406/01/01

32,

BEH/TIAKCOP
®

TabneTtku no 75 mr;
no 10 TabneTtok y

AT "T'piHgekc"

NatBis

AT "I'piHaekc"

NaTtsis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TMny - 3MiHK Woao

3a
peuyenmom

He
nionsicae

UA/4406/01/02




Ha3ssa
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

33.

BEHTABIC

6nictepi; no 3
6nicTepu B navwj 3
KapTOHY

PO34MH Ans

6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
3acToCyBaHHSA NiKapcbkoro 3acoby o posginy
"Mepeno3yBaHHA" BIiAMNOBIAHO A0 iHhopMaL,i 3
6e3nekun [it4oi pevyoBuHU

34.

BO/IbTAPEH

iHransuin, 10
MKr/MA1; No 2 MmN B
amnyni; no 30 amnyn
Y KapTOHHIlA navui

Baiiep AT

HimeyunH
a

Bepnimeg, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsigy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHVIKa, BifNoBigaibHOI 3a hapmakoHarnsag.
[Oitova pepakuin: Justin Daniels. MNponoHoBaHa
pegakuis: Jutta Pospisil. 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsga.

3a
peyernmom

UA/9199/01/01

®

PO34MH AN iH'EKLi,
75 mr/3 mn; no 3 mn
B amnyni; no 5
amnyn y kopoobu,i 3
KapTOHY

HoBapTic ®apma
Al

LLiseliyapi
a

Nek

dapmMacboTUKaC

a.a.

CnoBeHis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,

BiANoBiAabHOI 3a 3MjiACHEHHSI

3a
peyenmom

UA/9812/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BoHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Litova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHosaHa pepakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YMNOBHOBAXEHOT 0CO6M 3as1BHYIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-doaiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34iiCHEeHHS
OCHOBHOI isifIbHOCTI 3 (hapmakoHarnsgy

35.

FANCTEHA®

TabneTku no 12
Tabnetok y 6nictepi;
nol, 2, 3a6o4
6nictepu y
KapTOHHI KopooLyi

TOB «MEPPIFO
YKPAIHA»

YkpaiHa

Pixapg bitTHep Al

ABCTpIA

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. ToTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi 3aci6 (iHLWi 3MiHK)
BHeCeHHS 3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3acib, a came
3aMiHa NOTOYHOI antoMiHIEBOI 6NiCTepHOT
honbru, Homep TexHiuHoT cneumdikayii 31HO5
(BugaHHs 1 Big 21/09/2004) Ha nokpalyeHuii
martepian (antomMiHieBy goonbry) cneuudikadito
Ta cepTudikaT 403BO/Y (NACNOPT TEXHIYHMX
paHnx 31U02, BuaaHHA 5 Big 21/04/2017) .
3arBepaKeHo:

Aluminium foil — technical specification number
311HO05 (edition 1 dated: 21/09/2004)
3anponoHoBaHo:

Aluminium foil with improved material
specification & Clearance Certificate (Technical
data sheet 31U02
edition 5 dated: 21/04/20017)

6e3
peyenma

UA/10024/01/01

36.

FEAE/TMKC®
cupon Big
KALUMO

cupon, 0,04 r/5 mn;
no 100 mny
nakoHi; mo 1
(hnakoHy pasom 3
MipHOIO JTOXKOIO B
KapTOHHI KOpoOL;i

Kpesesnb
Moiizenb6ax
6X

HimeuunH
a

Kpesenb
Moiizenbb6ax
m6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Wwoao
6e3nekn/edekTBHOCTI Ta hapmakoHariagy.
BBefieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssBefeHHs
y3ara/ibHeHNX faHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,

6e3
peyenma

UA/3521/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi 0cobm 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHeHHS dhapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa KOHTaKTHOI 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmMakoHarnsag B
YKpaiHi.

[itoua pepakuis: TapacoBa HOnis MukonaisHa.
MponoHoBaHa pepakuis: bBynura Migis
OnekciiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT
0Cco6u 3as1BHMKA, BignoBigasibHOT 3a
hapmakoHarniag B YKpaii.

37.

FEAENVKC®
KPAM/I BE3
CNUPTY

Kpanni opasibHi,
po34nH; no 50 mny
hnakoHi-
KpanenbHuui; no 1
hNakoHy-
KpanesibHuLj y
KapTOHHI Kopo6Lyi

Kpesesnb
Moiizenb6ax
rmeX

HimeyunH
a

KpeBenb
Molizenbb6ax
m6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsigy). 3MiHa KOHTaKTHOI 0cobu
3asBHVKa, BifNoBigabHOI 3a hapMakoHarnsag B
YKpaiHi.

[itoua pepgakuin: Tapacosa HOnis MukonaisHa.
MponoHoBaHa pepgakuis: bynura figisa
OnekciiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B YkpaiHi

6e3
peyenma

UA/8463/01/01

38.

FNEHUET

TabneTku, BKpUTI
060/10HKOI0, N0 5 ™r,
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3, aéo no 10
6nicTepiB B

FneHmapk
dapmacboTuKan
37114,

IHais

neHmapk
dapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHn | TMNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3araJibHeHNX JaHNX Npo cUcTemy

6e3
peyenma

UA/11243/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

KapTOHHI ynakoBLi

hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAANILHOI 3a 34iiCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BiANoBiAaIbHOI 3a thapmakoHarnsag,
[itoua pepaxuis: JHiaHewBap ApiyH CaHan / Dr.
Dnyaneshwar Sanap. lNMponoHoBaHa pefakuis:
loHTep MapteHmaliep / Dr. med. Gunter
Gartenmaier. 3MiHa KOHTaKTHUX JaHNX
YNOBHOB&XEHOT 0cO6MU, BiANOBIAaIbHOI 3a
dhapmakoHarnsg.

39.

rNILEPUH

pO3uuH ans
30BHILUHLOTO

3actocyBaHHsA 85 %,
no 25 r y dpnakoHax

MPAT
"®ITOPAPM"

YkpaiHa

BignoBiAabHWiA 3a
BUPOGHMLTBO,
nepBuHHe
nakyBaHHA Ta
KOHTPO/b SKOCTI:
AT "Nly6Hnchapm",
YKpaiHa;
BiANoOBigabHUIA 3a
BMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUNYCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa;
BiANoOBigabHUIA 3a
BWMYCK Cepil, He
BK/THOHAI0UM
KOHTpONb/
BMNPOGYBaHHSA
cepii:

MPAT
"®ITOPAPM",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW.
BunyueHHst BUPO6HMYOT finbHuL (BKIHOYAK0UM
AinbHuui ana A®l, npomixxHoOro npoaykTy abo
roTOBOro NikapcbKoro 3acoby, AinbHULi AN
NpoBefEeHHs NakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAeHHS KOHTPOsItO cepii) abo
nocTavasnbHviKa BUXIAHOTO MaTepiasny, peareHTty
ab0 [ONOMDKHOT PeHOBMHU (AKLLO 3a3HaYeHO Y
nocbke) BunyyeHHs BupobHuka A®I IMiigepuH
dhipma «Mercur Handel GmbH», HimeyunHa.
3MiHU | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs1 BUPOOGHMYOT AinbHULL (BKIHOYAOUN
AinbHuui ana A®Il, npomixxHoro npoAykTy abo
roTOBOrO JlikapcbKoro 3acoby, AinbHUL ANns
NpoBefieHHs NaKyBaHHs, BUPOBHNIKa,
Bi4NOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue
NpOBeLEHHSI KOHTPO/IO cepii) abo
nocTavyasnibHvKa BUXIiAHOrO MaTepiasny, peareHTty
ab0 fONOMIXKHOT PevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) - BunyueHHs BupobHuka A®I IiinepuH
hipma «Evyap Sabun Yag Gliserin Sanayi Ve
Ticaret A.S.», TypeuunHa. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. BuyyeHHsi BUPOGHUYOI
OinbHUL (BKIOYaoun AinbHuL ana Adl,
NPOMiXXHOr0 NPOAYKTY abo roTOBOro NiKapcbKoro
3aco0y, fiNbHULI AN5 NPOBEAEHHSA NaKyBaHHS,

6e3
peyenma

UA/8363/01/01
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peecmpayjiliHo2o

40.

FNIOTASOH®

BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NpoBeAEHHSI KOHTPO/IO cepii) abo
rocTadyasibH1Ka BUXiAHOTO MaTepiasy, peareHTy
a60 [0NOMDKHOT PEeYOBUHU (SIKLLLO 3a3HAYEHO Y
[0cbe) - BunyuerHs supobHuka A®| IiinepuH
thipma "OH plus GmbH", HimeuuunHa. 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHML (BKNHOYAKUN finbHNL ANS
A®I, npomiXHOro NPoAyKTy abo roToBoro
niKkapcbKoro 3acoby, AiNbHULI ANS NpOBeAEHHS
nakyBaHHs, BUPOOHMKA, BifMNoBiga/IbHOrMO 3a
BWMYCK CEpiid, MicLie NPOBEeAEHHS KOHTPO/THO
cepil) abo nocTayasibHUKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLIO
3a3HaYeHo y [OCbE)

BunyyeHHsi Bupo6Huka A®I MiyepuH cipma
«Vaishali Pharmaceuticals», IHgis. 3miHn | Tuny
- 3miHn woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3amiHa
rpaciyHoro ohopM/IEHHS NEPBUHHOI Ta
BTOPVHHOT yNaKoBOK Ha TEKCT MapKyBaHHS
yrnakoBOK 3 BifgnoBigHMMM 3MiHaMKN [0 po3inis
MKSA N3 (po3ain «padiivuHe othopMaeHHSA»
3aMiHEHO pO3Ai/IoM «MapKyBaHHS»).
3arsepaxeHo NTPA®IYHE OPOPMJTIEHHA
YTMAKOBKW Jopaaetbcs 3anponoHoBaHo
MAPKYBAHHSA 3rifHO 3aTBEpAKEHOrO TEKCTY
MapKyBaHHSI.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akKynopoBa/ibHWI 3aci6 (iHLWi 3MiHK)

Pepakuiini npasku fo posginy MKA "Ynakoska':
BUK/IIOYEHHS [,OKNAAHOI0 ONUCY EeTUKETKM,
"npenapar” 3amMiHeHO Ha "nikapcbkuii 3aci6”.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3aco6y (iHLwi 3MiHN) PeaakuiliHi
npasku po3ginis MKA "Cneuyudikauis” ta
"MeToau KOHTPO/I0". 3MiHM CTOCYIOThCS /vLle
MKHA. 3miH 3 sikocTi /13 He BigbyBa€eTbCS.

nocsio4YeHHs1

Tabnetkv no 30 wr,
no 14 tTabneTtok 'y
6nictepi; no 2
6nictepu B

KapPTOHHIN ynakoBLi;

TOB
"TNEAPAPM
nTaor

Ykpaina

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
3MiHM Y KOPOTKili XapakTepucTyL, NikapCbKoro

3aco6y, TeKCTi MapKyBaHHs Ta iHCTPYKLIT Ans

3a
peyernmom

He
nionsizae

UA/11871/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
no 10 Tabnetok y

6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Mean4HOro 3actocyBaHHA

reHepuYHUX/TiGpPMAHMX/6I0N0AIGHMX NiKAPCbKNX

3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pechepeHTHMIA NpenapaT (3MiHa He NoTpebye
HaflaHHA XXOAHMX HOBVX A0AATKOBUX JaHNX).
3MiHU BHECEHO A0 IHCTPYKLUIi A1 MEeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3aim
"apmakonoriyHi BnactneocTi”,
"MNMpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbknmu 3acobamu Ta iHLWi BUAN
B3aemogiin", "Ocob/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb BNMBaTu Ha
LWBWAKICTb pPeakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHLWUMK MexaHisMamu”,
"Cnoci6 3acTocyBaHHA Ta go3un", "Oitn"
(peparyBaHHs), "Mob6ivHi peakuii” 3rigHo 3
iHchopmaLieto 11040 MeAUYHOT0 3aCTOCYBaHHS
pedyepeHTHOro flikapcbkoro 3acoby (Actos
Tablets 15, 30, 45 mg). BBeaeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS.
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviliHoro noceigyYeHHs,
BKtOYaroun MnaH ynpasniHHA pyu3nkamu
(3acTocyBaHHs TEKCTY, SKWIA NOTOKEHNT 3
KOMNETeHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/IEHUIA MnaH ynpasniHHA pu3nkaMmun Bepcis
2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHhopmauis», 1l "Cneundikauis 3 6e3nekun”, Il
"MnaH 3 dhapmakoHarnsagy"”, V "3axogu 3
MiHimi3aLii pusukis” Ta VI "Pe3tome nnaHy
ynpas/iHHA pusnkamu ons KoxHoro /13" ta VIl
«[lopatkv», 3rigHO OHOBMEHOI iHdhopmaLii 3
6e3neku, BignoBigHO A0 pedepeHTHoro /13
AkTOC Tabnetkun 15 mr, 30Mmr 1a 45 mr.
Pestome MnaHy ynpasniHHA pusmkamy Bepcis
2.0 gpopaetbes. 3miHu | Trny - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHA /TiKapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” WoA0 BaXIMBOCTI
3BiTyBaHHS Npo No6iyHI peakuii. BBegeHHsA 3MiH
NpPOTAroM 6-Tu MicALB Nic/1a 3aTBepAKEHHS




58

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
41. | TNMIOTA30OH® | Tabnetku no 45 wr, TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/11871/01/03
no 14 tabneTtok y "TNEAPAPM PAPM" 3MiHY | Tuny - 3MiHK Wwoao peyenmom | nionsi2ae
6nicTepi; no 2 nTa"

6nictepu B
KapTOHHI ynakoBLi;
no 10 TabneTtok 'y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCcbKoro
3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/riGpuaHNX/6ionoaibHMX NiKapCbKUx
3ac06iB Nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT MpenapaT (3mMiHa He NnoTpebye
HaJaHHA XOAHVX HOBYX AOAATKOBUX AaHNX).
3MiHN BHECEHO A0 IHCTPYKLUii A1 MEAUYHOTO
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ziu
"®apmakonoriyHi BnactnsocTi”,
"MpoTunoka3aHHs", "B3aemogis 3 iHLWMMK
nikapcbkMK 3acobamu Ta iHWi BUuam
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTe BNiMBaTh Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKU MexaHiamamun',
"Cnoci6 3acTocyBaHHS Ta gosu", "Aitn"
(peparyBaHHs), "Mo6ivHi peakuii" 3rigHo 3
iHhopMmaLieto WwoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHOro sikapcbkoro 3acoby (Actos
Tablets 15, 30, 45 mg). BBeeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MmiHu | TNy - 3miHn WwWoao
6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHbL Ta yMOB
BMAAYi peecTpaviliHoro noceig4YeHHs,
BK/ItOYaroumM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHsI TEKCTY, KW NOTOKEHNI 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOBMEeHUIA MNaH ynpasniHHA pusukamu Bepcis
2.0. 3miHM BHeceHO A0 YacTuH: | «3arasibHa
iHdpopmauis», Il "Cneundikauis 3 6esnekun”, 111
"MnaH 3 dhapmakoHarnsgy"”, V "3axogm 3
MiHimi3auii pusukis” Ta VI "Pesiome nnaHy
yNpaBniHHA pu3nkamMu 4ns KoxHoro /13" 1a VIl
«Jjoaatku», 3rifHO OHOBJ/IEHOT iHdhopmallii 3
6e3neku, BiANOBIgHO A0 pedyepeHTHoro /13
AxTtoc Tabnetkun 15 mr, 30mr Ta 45 mr.
Pestome MnaHy ynpasniHHA pyu3vikammn Bepcis
2.0 gopaetbes. 3miHm | Trny - 3MiHK Woao
6e3nekn/edeKkTVBHOCTI Ta hapMakoHarisay
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(iHLWi 3MiHW). 3MiHVM BHECEHO A0 IHCTPYKUIT ANns
MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKoro 3acoby y
po3gain "Mo6iyHi peakuyji” WoA0 BaXIMBOCTI
3BiTyBaHHS Npo NobivHi peakLuii. BBeeHHA 3MiH
NPOTAroM 6-T1 MICALIIB MiC/1SA 3aTBEPLKEHHS
42. | TNHOTA30OH® | Tabnetku no 15 wr, TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a He UA/11871/01/01
no 14 tabneTtok y "TNEAPAPM PAPM" 3MiHK | TUNy - 3MiHK Woa0 peyenmom | nidssieae
6nictepi; no 2 nTaor

6nictepu B
KapTOHHII ynakoBL;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTyuL, flikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUIA NpenapaT (3MiHa He NoTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHNX).
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOIO
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3aiu
"®apmakonoriyHi BactTnsocTi”,
"MpoTunokasaHHa", "B3aemogis 3 iHWMu
nikapcbk1Mmn 3acobamu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "3gatHicTb BNaMBaTu Ha
LUBUAKICTb peakuii npy kepyBaHHi
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHi3mamun',
"Cnoci6 3acTocyBaHHs Ta gosun", "Aitn"
(peparyBaHHs), "MNo6ivHi peakuii” 3rigHo 3
iHbopMmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pediepeHTHOrOo Jlikapcbkoro 3acoby (Actos
Tablets 15, 30, 45 mg). BBeieHHs 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta YMOB
BMAAYi peecTpaviliHoro nocsigyeHHs,
BK/ItOYaroumn MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHSA TEKCTY, SKWIA NOTOMXEHNI 3
KOMMETEHTHUM opraHoMm). 3asiBHUKOM HafaHo
OHOB/EeHUIA MNNaH ynpasniHHA pusukamu Bepcis
2.0. 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdpopmauis», Il "Cneundikauis 3 6esnekun”, 111
"MnaH 3 hapmakoHarnsagy”, V "3axogm 3
MiHiMi3auii pu3ukis" Ta VI "Pestome nnaHy
ynpaBniHHA pu3nkamu 4ns KoxHoro /13" 1a VIl
«JlogaTtku», 3riilHO OHOBJ/IEHOI iHhopMaLii 3
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6e3neku, BiANOBIAHO A0 pedyepeHTHoro /13
AKTOC Tabnetkn 15 mr, 30mr Ta 45 wr.
Pestome MnaHy ynpaeniHHA pu3vikamun Bepcis
2.0 popaetbes. 3MiHM | TMNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA /TiKapCbKoro 3acoby y
po3gain "Mo6iuHi peakwyji" WoA0 BaXANBOCTI
3BiTyBaHHA Npo nobiyHi peakuii. BBegeHHsA 3MiH
NpPOTAroM 6-TM MicALB Nicaa 3aTBepPAKEHHS
43. | TO®EH 200 Kancysm m ki no Mera TainaHg Mera TainaHg BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 6e3 UA/13624/01/01
200 wmr; no 10 NaiidpcaiieHcis NavidhcaiieHcis 3MiHKM | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
Kancyn y 6nictepi, Mab6nik Komnai Ma6nik KomnaHi HaliMeHyBaHHs1 Ta/abo agpecy Micus
no 1 6nictepy y Nimiten Nimiteq NPOBa)KEHHS Ais/IbHOCTI BUPO6HUKA
KapTOHHOMY (BkNtOUaKOUM, 3a HeObXigHOCTI, Micue
KOHBepTi; no 5 abo NpoBeAEeHHSA KOHTPO/IO AKOCTI), abo BNacHuka
no 6 KapTOHHMX macTep-haiina Ha Adl, abo noctavanbHMKa
KOHBEPTIB Y Adl/BuxigHoro matepiany/peareHTy/npomixkHOro
KapTOHHII ynakoBLi NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y [OCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY
[oCbe, ab0 BMPOOHUKA HOBOT A0MOMIXKHOI
PEYOBUHM (AKLLO 3a3Ha4YeHO Y J0CbE). 3MiHa
3asB/ieHa y 3B'A3KY 3i 3MIHOI HAa3BU BUPOGHMKA
A®I. fitoua pegakuyis: Shasun Chemicals and
Drugs Limited, India. NMponoHoBaHa pefaku,is:
Solara Active Pharma Sciences Limited.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.
44. | TO®EH 400 Kancysm m'siki no Mera TainaHg Mera TainaHg BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/13624/01/02
400 wr, no 10 NaiidpcaiieHcis NaiipcaiieHcis 3MiHK | TUNy - AGMIHICTpaTBHI 3MiHK. 3MiHa peuyenma
Kancyn y énicrepi; Ma6nik KomnaHi Ma6nik KomnaHi HaliMeHyBaHHs Ta/abo agpecy Micus
no 1 6nictepy y Nimiten Nimiten NPOBaPKEHHSA Aisi/IbHOCTI BUPOOHUKA

KapTOHHOMY
KOHBEPTI; No 5 abo
no 6 KapTOHHMX
KOHBEPTIB Y
KapTOHHI ynakoBLi

(BK/THOYAKOUM, 32 HEOOXIQHOCTI, Micue
NpOBeLIEHHS KOHTPOJIH AKOCTI), @60 BlacHuKa
macTep-thaiina Ha A®l, abo noctayasnbHUKa
Adl/BnxigHOro MaTepiany/peareHTy/MpoMiXKHOrO
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHMLTBI
A®| (AKLLO 3a3HAYEHO Y 0CbE Ha NikapCbkuii
3acib) 3a BigCyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BUPOBOHUKA HOBOT AOMOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCbE). 3MiHa
3asB/1eHa y 3B’513Ky 3i 3MiHOK Ha3BU BUPOOHMKA
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o

45,

AO®L. [itova pepakuis: Shasun Chemicals and
Drugs Limited, India. MponoHoBaHa peakwis:
Solara Active Pharma Sciences Limited.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

nocsio4YeHHs1

[NABEPIC

Kpansni O4Hi, pO34uH,
40 wmkr/mn; no 2,5
MYy dh/1aKoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lli

TOB «YOPN[,
MEANLIH>»

YkpaiHa

K.O. Pomdhapm
Komnati C.P.J1.

PymyHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpauiliHoro noceig4YeHHs,
BKtoYaroun MnaH ynpasniHHA py3vkamu
(3acTocyBaHHSA 3MiH(M), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHS HOBUMM
[04AaTKOBUM AaHVMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbKN BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom).
3asBHUKOM HagaHO OHOB/ieHWIA MNnaH
ynpas/iiHHA pu3mkamu Bepcia 2.0 3MiHNM BHECEHO
[0 YacTuH: | «3aranbHa iHopmauis» Il
«Cneundikauis 3 6esnekm» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pe3tome nnany
ynpasniHHA pusmkamm» VIl «ogaTku» (noaartkm
1-8) y 3B’A3Ky 3 OHOB/IEHHAM iHhopmMaLiii 3
6e3nekn Ailyoi pe4oBUHU TPaBONPOCT
Bi4NOBIAHO A0 aKTyasibHOT pehepeHTHOT
iHhopMmaLii, a Takox y 3B'A3KY i3 3MiHOH
chopmaty BignosigHo Ao BuMor Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome MnaHy ynpasniHHA
pu3nkamm Bepcisa 2.0 fogaeTbes

3a
peyenmom

UA/15537/01/01

46.

AEKCKETON
PO®EH-
CODAPMA

pO34MH Ans
iH'ekUin/iHdy3in 50
Mr/2 Mn; no 2 mn
PO34MHY B amnyni 3
KOPVYHEBOTO CKNa,;
no 5 a6o 10 amnyn y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

AT "Cogpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cucTemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHoi ocobu,
BigMNoBiAa/IbHOI 32 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
BifiMiHHA Bif, YNOBHOBaXXEHOT 0Co6MU,

3a
peuyenmom

UA/20273/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAANILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
[itoua pepakuis: CeetnaHa Cnacoa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3miHa KOHTaKTHNX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.

47.

AEHIFMA®

TabneTkn, BKPUTI
o60n0oHkoto no 10
mr; in bulk: Ne
14x200: no 14
TabneTok y 6nictepi;
no 200 6nictepiB y
KapTOHHI KOpo6Lyi

TOB
«MEADAPM
NTh»

Ykpaina

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
YTOUHEHHS1 BUPOGHUKIB B Hakasi Ne 1543 Bipg,
05.09.2024 - B npoueci BHECEHHA 3MiH (3MiHN

| Tuny - 3MiHM 3 AKOCTI. FOTOBWIA Nikapcbkumii
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii

(BK/KOYAlOUM Aiana3oH po3mipy cepii) roToBoro

nikapcbkoro 3acoby (36inbLweHHs go 10 pasis

NMOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
36inbLueHHsA po3mipy cepii [N13 pgo 10 pasis
(BBEOEHHA A0AAaTKOBOro po3mipy cepii 1 000
000 TabneTok), y 38’3Ky 3 ONTUMI3aLji€t0
BUKOPUCTAHHA 061aHaHHA Npy BUPOOHULTBI
rOTOBOrO JIiKApCbKOro 3acoby (6e3 3miHu
TexXHONOorii BUPOOHMLTBA Ta NPOMUC/IOBOTO
o6nagHaHHsA). 3aTBepaxeHo: Po3mip cepii 100
000 Tabnetok Ne 14 Tab. no 1 6nictepy —
7142yn. Nel14 Ta6. no 1 6n. no 10 yn. — 714 yn.
Nel4 ta6. no 200 6nictepiB — 35 yn. Po3mip
cepii 200 000 Tabnetok Ne 14 Ta6.no 1

6nictepy — 14285yn. Nel4 1a6. no 1 6. no 10
yn. — 1428 yn. Ne14 T1a6. no 200 6nicTepis — 71
yn. Po3mip cepii 250 000 Ta6netok Ne 14 Ta6.
no 1 6nictepy — 17857yn. Nel14 Ta6. no 1 611. no
10 yn. — 1785 yn. Ne14 Ta6. no 200 6nictepis —

89 yn. Po3mip cepii 500 000 Ta6netok Ne 14

Tab. no 1 6nictepy — 35714yn. Ne14 Ta6. no 1

6. no 10 yn. — 3571 yn. Ne14 ta6. no 200
6nictepis — 178 yn. 3anponoHoBaHo Po3mip
cepii 100 000 Ta6netok Ne 14 Ta6. no 1
6nictepy — 7142yn. Nel4 1a6. no 1 6. no 10 yn.

— 714 yn. Nel14 T1a6. no 200 6nicTepis — 35 yn.
Po3wmip cepii 200 000 Ta6neTtok Ne 14 Ta6. no 1

6nictepy — 14285yn. Nel4 ta6. no 1 6n. no 10
yn. — 1428 yn. Nel14 ta6. no 200 6nicTepis — 71
yn. Po3mip cepii 250 000 Tabnetok Ne 14 Tab.

3a
peyernmom

UA/15791/01/02
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Ha3ssa

Popma surnycky

3asaBHuUK

Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
no 1 6nictepy — 17857yn. Nel4 1a6. no 1 6. no
10 yn. — 1785 yn. Nel4 ta6. no 200 6nicTepis —
89 yn. Po3wmip cepii 500 000 TabneTtok Ne 14
Tab. no 1 6nictepy — 35714yn. Nel4 tab. no 1
6n. no 10 yn. — 3571 yn. Nel14 T1a6. no 200
6nictepiB — 178 yn. Po3mip cepii 1000 000
Tabnetok Ne 14 ta6. no 1 6nictepy — 71428yn.
Nel4 ta6. no 1 6n. no 10 yn. — 7142 yn. Nel14
Tab. no 200 6nicTepiB — 357 yn.) pegakuis B
Hakasi - KYCYM XENTXKEP MNBT NTA, IHais;
AnbTepHaTUBHUI BUPOOHUK, WO 34IACHIOE
BTOPVIHHE NakKyBaHHSA, KOHTPO b SKOCTi Ta
Bunyck cepii: TOB "KYCYM ®APM", YkpaiHa;
nponoHoBaHa pegakuisf - KYCYM XENNTXKEP
MNBT NTA, IHAis
48. | JEPMACAH piAnHa HawkipHa, no MPAT Ykpaina BiANoOBigabHUIA 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/0443/01/01
50 mn y donakoHax; "®ITOPAPM" BMPOGHMLTBO, 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 50 mn a6o 100 nepBuHHE, HalimeHyBaHHs Ta/abo agpecy MicuA
My dpakoHi; no 1 BTOPVIHHE NpoBaPKEHHSA AisS/IbHOCTI BUpOOHUKa/imnopTepa
dhnakoHy y nauuj 3 nakyBaHHs, rOTOBOrO /iKapCbKOro 3acoby, BK/IUaoum
KapToHY KOHTPO/b AKOCTI AinbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
Ta BMNYCK cepil: KOHTPO/O SIKOCTI. (AiS/IbHICTB, 3a 5Ky BiANOBifae
MPAT BMPOGHMK/IMNOPTEP, HE BK/THOYAKOUN BUMYCK
"®ITOPAPM", cepiii) AgmiHicTpaTBHa 3MiHa Y 3BSI3KY 3i
YKpaiHa; 3MiHOI agpecy BUpobHmka TOB "dapma
Bi4NoBiAa/IbHWIA 32 Yepkac". Micue BUpo6bHMLTBA, Micue
BUPOBHMLTBO, po3TallyBaHHSA Ta BUPOGHWUKI NpoLec He
nepBuHHe, 3MIHIOKTbCA.
BTOPUHHE
nakyBaHHA Ta
KOHTPO/b SKOCTI:
TOB "®apma
Yepkac"
YKpaiHa;
BiANOBIAaIbHNI 3a
BUNYyCK cepii, He
BK/THOHAI0YM
KOHTPO/1b/BMNPOGY
BaHHA cepii:
MPAT
"OITOPAPM",
YKpaiHa
49. | AEPMOBEWT | kpem 0,05 %; no 25 nakcoCmiTKns Benvka Oendapm Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1600/02/01
ry T1y6i; no 1 Ty6i B H ExcnopTt BpuTaHis Mo3HaHb C.A. 3MiHn | TMny - 3MiHK WoA0 peyenmom
KapPTOHHII ynakoBLii JimiTeq 6e3nekn/edeKkTMBHOCTI Ta dhapMakoHarnisay
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT
MapKyBaHHS NMePBUHHOT Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby y po3gini «4ATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta
«|HLLUE>». BBEAEHHS 3MiH NPOTArom 6-T1 MicauiB
nicnsa 3aTBepKEHHS.
50. | AEPMOBEWT | masb 0,05 %:; no 25 nakcoCmitKns Benvka Oendhapm Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1600/01/01
ry Ty6i; no 1 Ty6i B H Exkcnopt BpuTtaHis Mo3HaHb C.A. 3MiHY | TUny - 3MiHK WoAo peyenmom
KapTOHHI ynakoBLi Nimitep 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby y po3gini «4ATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta
«|HLUE>». BBEeAEeHHS 3MiH NpOTArom 6-T1 Micauis
nicnsa 3aTBepKEHHS.
51. | OXA3 TabneTku, BKpUTI Baviep Al HimeuymnH MepBuHHe Ta HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/5468/01/01
060/10HKO0, M0 28 a BTOPWHHE 3MiHK | TUny - 3MiHK Woao peyenmom
Tabnetok (24 nakyBaHHs, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
TabneTku cBiT/I0- KOHTPO/b AKOCTI, BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
poxeBoro + 4 BUMYyCK cepii Ans npo cucTemy papmakoHarnsgy (BBefeHHs
TabneTku (nnauebo) aKkTUBHOT y3arasibHeHNX faHnx Npo cucTemy
6in0ro KonbLopy) y TabneTku; hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
6nictepi 3 nepBrHHE Ta BigMNoBiAa/IbHOI 32 34iACHEHHSI
caMokKJ/1eliKoto BTOPWHHE thapmakoHarnsgy; KOHTaKTHoi ocobm 3
CTpiukoto; Mo 1 nakyBaHHs, BUNYyCK chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
6nictepy y cepii gns thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
KapTOHHIN nayui "nnaue6o": baiiep BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
Al, HimeyuunHa; BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
Bupo6bHMLTBO (BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
Hepo3dhacoBaHol po3MilLLeHHi MacTep-ghaiina cuctemu
npoaykuii Ta thapmakoHarnagy). 3miHa ynosHoBaXeHoi ocobu
npoBefeHHs 3asBHMKa, BiANOBIAa/IbHOI 3a (hapmakoHarnsag,.
KOHTPOJIO SIKOCTI [Litova pepakuin: Justin Daniels. MNponoHoBaHa
ANnAa «nnaue6o»: pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
Baiiep AT, LaHnX YNOBHOBaXXEHOT 0COOM 3asiBHYMKA,
HimeuuuHa; Bci BiANOBIAA/IbHOT 32 hapmakoHarnsg.
cTagii
BUPOGHMLITBA A1
aKTMBHOT TabneTkn
Ta «nnaue6o»:
Baliep Balimap
rv6X i Ko. KT,
HimeyunHa
52. | BXXAPAOIHC® | TabneTku, BKPUTI BepiHrep HimeuumnH Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3a UA/14980/01/02
N1iBKOBOKO IHresibxainm a nakyBaHHs, 3MiHK | TNy - 3miHK Woao peyenmom
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
06010HKO10, o 10 IHTEepHeLHN MapKyBaHH$, 6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
mr; no 10 TabneTok 6X KOHTPO/b SIKOCTI, BHeceHHs abo 3miHa(1) fo 3060B'A3aHbL Ta yMOB
y nepgopoBaHoOMy BMNYCK Cepil: BMAAYi peecTpaviliHoro noceig4YeHHs,
6nictepi; no 1 a6o 3 BepiHrep BK/IlOYaouM MNnaH ynpasniHHA pu3nkamu
6nictepn y IHrenbxainm (3acTocyBaHHs 3MiH(1), siKi(a) BUMararTb(€)
KapTOHHI Kopo6Lyi dapma 'mbX i Ko. NoAasIbLIOro 06rpyHTYBaHHS HOBUMM
KI, HimeuunHa; [04aTKOBUM A@aHWMK, L0 MaloTb HagaBaTucs
MepBuHHE Ta KOMMETEHTHVM OpraHOM, OCKiflbkM BUMaraeTbCs
BTOPWHHE CyTTEBA OLjiHKA KOMMNETEHTHUM OpPraHoMm).
nakyBaHHsl, HapaHo oHoBneHwit MnaH ynpaBniHHA pu3vikamm
MapKyBaHHS: Bepcis 22.1 3MiHN BHECEHO A0 YacTuH I
PotTengopd «Cneuudpikauis 3 6e3nekm», Il «MnaH 3
dapma M'v6X, thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
HimeuuunHa; pu3nkie», VI «Pe3stome nnaHy ynpasniHHA
Brpo6HMUTBO pusnkammn» T1a VIl «Jogatkn» y 38’A3KYy 3
Tabnetok "in-bulk", nepernagom npobnem 6esneku 3a
KOHTPO/b AKOCTI pesynbTaTamu nicnspeecTpalinHux gocnimpkeHb
(3a BUHAITKOM Ta BignoBigHO A0 pekomeHAaauii Guideline on
Tecty good pharmacovigilance practices (GVP)
"Mikpob6ionoriyHa Module V — Risk management systems (Rev
yucroTa"), BUMycK 2.0.1). Pestome lNMnaHy ynpaBniHHA py3nkamu
cepi: Bepcia 22.1 popaeTbes.
PoTtTengopd
dapma 'vbX,
HimeyunHa
53. | BXXAPAOIHC® | TabneTkun, BKPUTI Bepixrep HimeuumnH Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/14980/01/01
NNiBKOBOKO IHrenbxanm a nakyBaHHs, 3MiHK |l TNy - 3MiHK Woao peyenmom
060/10HKO10, N0 25 IHTEepHeLLHN MapKyBaHHS, 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
mr; no 10 TabneTok 6X KOHTPO/b SIKOCTI, BHeceHHs abo 3miHa(1) fo 3060B'A3aHbL Ta YMOB
y nepcopoBaHomy BUNYCK cepil: BMAAui peecTpaviliHoro noceig4YeHHs,
6nictepi; no 1 a6o 3 BepiHrep BK/IHOYaoun MNnaH ynpasniHHA pu3nkamu
IHrenbxanm (3acTocyBaHHs 3MiH(1), siKi(a) BUMararTb(€)

6nictepn y
KapTOHHI Kopo6Lyi

dapma 'mbX i Ko.
KI, HimeuunHa;
MepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
MapKyBaHHs:
PotteHzopd
dapma M'vbX,
HimeuuunHa;
Brpo6HMUTBO
Tabnetok "in-bulk",
KOHTPO/b AKOCTI
(32 BUHATKOM

noAasibLIOro 06I'pYHTYBaHHSA HOBUMM
[04AaTKOBUM AaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHOM, OCKiflbkM BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom).
HapaHo oHoBneHwit MnaH ynpaBniHHA pu3vkamm
Bepcis 22.1 3MiHN BHECEHO A0 YacTuH I
«Cneuudpikauisi 3 6e3nekm», Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
pu3nkie», VI «Pestome nnaHy ynpasniHHA
pusnkamu» Ta VIl «logaTku» y 3B’A3Ky 3
nepernsagom npobnem 6esneku 3a
pe3synbTaTamu nicnspeecTpalinHux gocnimpkeHb
Ta BiANOBIAHO A0 pekomeHaauin Guideline on
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Tecty good pharmacovigilance practices (GVP)
"Mikpob6ionoriyHa Module V — Risk management systems (Rev
yucroTa"), BUMycK 2.0.1). Pestome lNMnaHy ynpaBniHHA py3nkamu
cepi: Bepcia 22.1 popaeTbes.
PoTtTengopd
dapma 'vbX,
HimeyunHa
54. | AJUHACTAT niogpinizat gna Mdpaizep IHK. CLIA BTOPUHHE Benbris/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/2525/01/01
PO34UHY ANS iH'EKLI nakyBaHHs, BUMYCK CWA 3MiHK | TUNy - 3MiHKX Woa0 peyenmom
no 40 wr; 5 cepii: Mcpaiizep 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
dhnakoHiB 3 MeHtothekuypuHr BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
niocpinizatom y Benbria HB, npo cuctemy dpapmakoHarnsgy (BBefeHHs
KomnnekTi 35 Benbris; y3arasibHeHUX AaHvx Npo cucTemy
amnynamu BMPOOBHMLTBO in hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
PO3YMHHMKA NO 2 M/ bulk, nepeuHHe BigNoBiAa/IbHOI 3a 3MjACHEHHSI
(HaTpito xnopua, nakyBaHHs: hapmakoHarnagy; KOHTakTHoi ocobu 3
BOAA ANS IH'EKUiN) Y dapmauis i hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
KapTOHHI Kopo6Lyi AngxoH KomnaHi thapmakoHarnagy B YkpaiHi, KLU0 BOHA
NNC, CWA; BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BUPOGHMKM /15 BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
PO3YMHHYMKA: (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
NOBHUIA LMK pO3MiLLEeHHI MacTep-chaiina cuctemu
BMPOGHMLTBA Ta thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
Bunyck: MNdpaiizep KOHTaKTHOI 0CO6U 3asBHMKa, BiANOBIAA/ILHOI 3a
MeHtiohekUypuHr 3AiicHeHHs chapmakoHarnsgy B YkpaiHi.
Benbria HB,
Benbris
55. | AMHACTAT niogpinizat gna Mdcpaiizep IHK. CLIA BTOPUHHE Benbris/ BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/2286/01/02
PO3UMHY A5 iH KL nakyBaHHs1, BUMYCK CWA 3MiHK | TNy - 3MiHN WoA0 peyenmom
no 40 wr; 10 cepii: Mdcpaiizep 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
hNaKoHiB 3 MeHtothekuypuHr BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
niocpinizatom y Benbrist HB, npo cuctemy dhapmakoHarnsgay (BBeeHHs
KapTOHHI Kopo6Lyi Benebrist;

BMPOGHULTBO in
bulk, nepnHHe
naKyBaHHs:
Papmauis i
AngkoH KomnaHi
NNC, CWA

y3araslbHeHVX AaHux npo cuctemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol ocobu,
BigNoBiAa/IbHOI 32 34iACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocobu 3
(hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnisgy B YkpaiHi, SKLL0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
po3MiLLleHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
3AilicHEeHHs1 chapMakoHarnsay B YKpaiHi.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
56. | OIAHE-35 TabneTku BKpUTI Baiiep Al HimeuuunH nepBuHHa, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7893/01/01
060/10HKOI0; No 21 a BTOPVHHA 3MiHY | Tuny - 3MiHK Wwoao peyenmom
Tabnetui y 6nictepi yMakoBKa, [103BiN 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3 KasIeHAaPHOI0 Ha BMNycK cepii: BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX faHnX
LwKasoto; no 1 Baiep AT, npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepy B HimeyunHa; y3aras/ibHeHUX JaHnx Npo cuctemy
KapTOHHI KopooLyi NOBHUIA LMK hapMakoHarnagy, 3amiHa yrnoBHOBaXeHOT 0cobu,
BMPOGHMLTBA: BiANOBIAA/IbHOI 32 3AiICHEHHSA
Baiiep Baiimap hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Mv6X i Ko. KT, hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
HimeuunHa thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6H,
BiANOBIAANLHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBiAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BiANoBiAa/IbHOI 32 hapMakoHarnsag.
57. | AOKCA3031 | Tabnetku no 2 mr; TOBAPUVCTBO Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2974/01/02
H no 10 TabneTtok y 3 BMPOGHMLTBA, 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 2 OBMEXXEHOHO KOHTPO/1b SKOCTI, HaliMeHyBaHHs Ta/abo agpecy MicuA
6nicTepu B KOPOOL BIANOBIAANTBH BUNYCK cepil: NpoBaPKEHHS AisS/IbHOCTI BUPOOHMKA
3 KapTOHY ICTHO ToBapucTBO 3 (BK/OYaKOUK, 3a HEObXIQHOCTI, Micue
«KOPMOPAULJIA 06MexeHo NPOBEfEHHA KOHTPOJII0 SKOCTi), @60 BNacHWka
«30POB’A» BiANOBIAANILHICTIO mactep-haiina Ha A®l, abo noctayasnbHuKa

"[ocnigHnii 3aBog

Adl/BuxigHoro maTepiasy/peareHTy/npoMixXHOro

"rHUNCY, NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHMLTBI
Ykpaina A®| (KO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
BCi cTagil 3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBigHOCTI
BUPOBHMLTBA, €sponeiicbkili hapmakonei y 3aTBepmkeHoMy
KOHTPO/b SIKOCTI, [ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
BUNYCK cepil: PEYOBUHM (AIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
ToBapucTso 3 Ha3Bu BNPO6HMKa AD| Ta yTOUHEHHAM
06MeXeHo MicLLe3HaxomKeHHs. bes 3MiHn micus
BiANOBIAATLHICTIO BNPOBaMKEHHS AisNbHOCTI. [iroya pegakuis:
"®APMEKC Srini Pharmaceuticals Limited, India; Aurobindo
reyn:, Pharma Limited, India. 3a po3ginom 3.2.S.2.1.
Ykpaina Bupo6Huk(n) (gns BupobHnka A®I Aurobindo
BCi cTagii Pharma Limited, India). Aurobindo Pharma
BUPOGHMLTBA, Limited / Unit-1, Syrvey No. 388 & 389, Medak
KOHTPO/b AKOCTI, District, Hatnoora Mandal, India — 502296,
BUNYCK cepil: Borpatla Village, Andhra Pradesh. NMponoHoBaHa
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Ha3ssa

Popma surnycky

3asaBHuUK

Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
ToBapucTBO 3 pepakuis: Srini Pharmaceuticals Limited, India;
06MexeHoto APITORIA PHARMA PRIVATE LIMITED, INDIA.
BiANOBIAA/TLHICTIO 3a posginom 3.2.S.2.1. Bupo6Huk(u) ( gns
"®apmaueBTuyHa BUpobHuKa A®I APITORIA PHARMA PRIVATE
KOMMaHis LIMITED, INDIA). APITORIA PHARMA
"3p0pos'a”, PRIVATE LIMITED, INDIA / UNIT-I, SY.NOS.
Ykpaina 379,385,386, TO 396., BORPATLA VILLAGE,
HATHNOORA MANDAL, SANGAREDDY
DISTRICT, PINCODE 502296, TELANGANA
STATE, INDIA
58. | AOKCA303UM | Tabnetku no 4 wmr; TOBAPUCTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/2974/01/03
H no 10 TabneTtok y 3 BMPOGHMLTBA, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
6nictepi; no 2 OBMEXEHOHO KOHTPO/b SIKOCTI, HaliMeHyBaHHs1 Ta/abo agpecy Micus
6nicTepu B KOPOOL BIANOBIAANTBH BMNYCK Cepil: NPOBa)KEHHS Ais/IbHOCTI BUPO6HUKA
3 KapToHYy ICTHO ToBapucTBO 3 (BkNtOUaKOUM, 3a HeObXigHOCTI, Micue
«KOPIMOPALIA 06MeXeHo NPOBELIEHHS KOHTPOJIIO0 AKOCTI), ab0 BacHuKa
«3J0POB’A» Bi4NOBIAA/IbHICTIO macTep-ghaiina Ha A®l, abo noctavyasibHUKa
"[locnigHwii 3aBog Adl/BuxigHoro matepiany/peareHTy/npomixkHOro
"rHUNC", NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI
YKpaiHa; A®| (KO 3a3HAYEHO Y [OCbE Ha NikapCbKuii
BCi cTagii 3acib) 3a BigCyTHOCTI cepTudpikaTa BifgnoBigHOCTI
BMPOBHMLTBA, €Bponeiicbkili hapmakonei y 3aTBepaxeHoMy
KOHTPO/b AKOCTI, [ocbe, abo BUPOGHVKa HOBOI [OMOMKHOI
BUNYCK cepil: PEYOBMHM (AKLLO 3a3HAYEHO Y J0CbE) - 3MiHA
ToBapucTso 3 Ha3BY BUPO6HMKa APl Ta yTOUHEHHAM
0bMexeHot MicLe3HaxomkeHHs. be3 3miHn micus
Bi4nNoBIAaNbHICTIO BMPOBaKEHHA AiANbHOCTI. [liloya pegakuis:
"®APMEKC Srini Pharmaceuticals Limited, India; Aurobindo
FPYM", Ykpaina, Pharma Limited, India. 3a po3ginom 3.2.S.2.1.
BCi cTagii Bupo6Huk(n) (gns BupobHuka A®I Aurobindo
BUPOGHMLTBA, Pharma Limited, India). Aurobindo Pharma
KOHTPO/b SIKOCTI, Limited / Unit-1, Syrvey No. 388 & 389, Medak
BUNYCK cepil: District, Hatnoora Mandal, India — 502296,
ToBapucTBo 3 Borpatla Village, Andhra Pradesh. MNponoHoBaHa
0bMexeHot pepakuis: Srini Pharmaceuticals Limited, India;
BifjNOBIAabHICTIO APITORIA PHARMA PRIVATE LIMITED, INDIA.
"papmMmaueBTUYHA 3a posginom 3.2.S.2.1. BupobHuk(un) ( ans
KOMMaHis Bnpo6Huka APl APITORIA PHARMA PRIVATE
"3p0pos'a”, LIMITED, INDIA). APITORIA PHARMA
Ykpaina PRIVATE LIMITED, INDIA / UNIT-I, SY.NOS.
379,385,386, TO 396., BORPATLA VILLAGE,
HATHNOORA MANDAL, SANGAREDDY
DISTRICT, PINCODE 502296, TELANGANA
STATE, INDIA
59. | AOKCA3031 | Tabnetku no 1 mr; TOBAPUCTBO YKpaiHa BCi cTaaii YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3a UA/2974/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
H no 10 Tabnetok y 3 BUPOGHMLTBA, 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
6nicTepi, no 3 OBMEXEHOIO KOHTPO/1b SKOCTI, HalilMeHyBaHHs Ta/abo agpecy Micus
6nicTepu B KOpoo6Li; BIAMOBIJANTBH BMNYCK Cepil: NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
no 30 Tabnetok y ICTHO ToBapucTBO 3 (BKTOYatoUK, 3a HeObXIAHOCTI, Micue
6aHuji abo «KOPTOPALIA 06MexeHoto NpOBeLEHHS KOHTPO/IIO AKOCTI), ab0 BnacHuka
KOHTeliHepi, no 1 «300POB'A» BiANOBIAA/TLHICTIO macTep-ghaiina Ha Adl, abo noctavanbHVKa
6aHLi abo "[locnigHnii 3aBog, Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
KOHTeliHepy B "rHUICY, NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y BUPOOHULITBI
Kopoo6Li YkpaiHa; A®| (KO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
BCi cTagii 3aci6) 3a BiACYTHOCTI cepTudikaTa BiAnNoBI4HOCTI
BMPOGHMLTBA, €Bponeicbkin hapmakonei y 3aTBepaKeHOMy
KOHTPO/Ib AKOCTI, [ocbe, abo BUPOGHVKA HOBOT [OMOMKHOI
BUNYCK cepil: PEeYOBMHM (AIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
TosapucTso 3 Ha3Bu BNPOGHMKa AD| Ta yTOUHEHHAM
06MEXEHO MicLle3HaxoMKeHHs. Bes3 3MiHu Micus
BiANoBIAA/ILHICTIO BMPOBaMKEHHSA AiANbHOCTI. [liloya pefakuis:
"®APMEKC Srini Pharmaceuticals Limited, India; Aurobindo
FPYM", YkpaiHa; Pharma Limited, India. 3a po3ginom 3.2.S.2.1.
BCi cTagii Bupo6Huk(1) (415 BupobHuka A®I Aurobindo
BMPOGHMLTBA, Pharma Limited, India). Aurobindo Pharma
KOHTPO/Ib AKOCTI, Limited / Unit-1, Syrvey No. 388 & 389, Medak
BUNYCK cepil: District, Hatnoora Mandal, India — 502296,
TosapucTso 3 Borpatla Village, Andhra Pradesh. MNponoHosaHa
06MEXEHO pepakuis: Srini Pharmaceuticals Limited, India;
BiNOBIgaNbHICTIO APITORIA PHARMA PRIVATE LIMITED, INDIA.
"papmMaueBTUiHa 3a posginom 3.2.S.2.1. BupobHuk(u) ( gns
KOMMaHis BMpo6Huka APl APITORIA PHARMA PRIVATE
"3popoB'a”, LIMITED, INDIA). APITORIA PHARMA
YkpaiHa PRIVATE LIMITED, INDIA / UNIT-I, SY.NOS.
379,385,386, TO 396., BORPATLA VILLAGE,
HATHNOORA MANDAL, SANGAREDDY
DISTRICT, PINCODE 502296, TELANGANA
STATE, INDIA
60. | LOKCA303U | kpucTaniyHwmii ToBapucTBo 3 Ykpaina ANITOPIA IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/15176/01/01
HY ME3WNAT | nopoLuok obmexeHoro ®APMA MPUBAT 3MiHM | TUnY - AAMIHICTPaTVBHI 3MiHK. 3MiHa
(cybeTaHuis) y BiANOBIA&/IbHICT NIMITEL, HalimeHyBaHHs Ta/abo agpecy MicuA
noAgiliHnx 10 "[JocnigHnii NpOBaPKEHHS AisS/IbHOCTI BUPOOHUKA
nonieTUIeHoBMX 3aBog, "rHUAC" (BK/tOYaKOUK, 3a HEOOXIQHOCTI, Micue
naketax gns NPOBEefEHHA KOHTPOJII0 SIKOCTi), @60 BNacHWka
chapmav,eBTUYHOTO macTep-haiina Ha A®l, abo noctayasnbHuKa
3acToCyBaHHA Adl/BnxigHOro MaTepiany/peareHTy/npoMiXKHOrO

NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikaTa BifnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHoMy
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3Bu BNPOGHMKa AD| Ta yTOUHEHHAM
MicLLe3HaxomKeHHs. bes 3MiHn micus
BMNPOBaMKEHHS [iAfIbHOCTI.

61.

AOKCUNAMI
H-KPEBE/Ib

Kpanni opabHi,
po3uuH, 25 mr/mn no
20 mn a6o 50 mny
h1aKoHi-
KpanenbHuui; no 1
hNakoHy-
KpanesibHuLi B
KapTOHHI KopooLyi

Kpesesnb
Moiizenb6ax
rmeX

HimeyvunH
a

Kpesenb
Molizenb6ax
M6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3araslbHeHVX gaHux npo cucremy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3as1BHVIKa, BignoBiganbHOI 3a hapMakoHarnsg B
YkpaiHi. [jitoua pegakuis: Tapacosa Hnis
MwukonaisHa. MNponoHoBaHa pefakuis: bynura
Nigis OnekciiBHa. 3MiHa KOHTAKTHUX SaHWX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
hapmakoHarnsa B YkpaiHi.

6e3
peuyenma —
20 mn, 3a
peyenmom —
50 mn

UA/16406/01/01

62.

AOTAIrPA®®

PO34MH ANA iH'EKLiA
0,5 MMonb/Mi; Mo
20 MmNy ckstHOMY
chnakoHi, no 10
hNakoHiB y
KapTOHHIN nayui

Baiiep Al

HimeuunH
a

BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHe
nakyBaHHs,
KOHTPO/1b AKOCTI,
BUNYCK cepil:
CaHoxemis
dapmavnesTmKa
M6X, ABCTpis;
BTOPUHHE
nakyBaHHs:
CaHoxeMis
dapmavueBTMKa
vm6X, ABCTpis

ABCTpIs

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHn | TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHux Npo cucTemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol ocobu,
BigNoBiAa/IbHOI 32 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
(hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnisgy B YkpaiHi, SKLL0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
po3MiLLleHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXXeHOT ocobu
3as1BHMKA, BiANoBiAa/IbHOI 3a hapMakoHarnsg.
[Aitoya pegakuis: Justin Daniels. MponoHoBaHa

3a
peuyenmom

UA/20343/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BiANoBiAa/IbHOI 32 hapMakoHarnsag.
63. | AOLET KOHLeHTparT ans Mini Xenckepe Benvka BeHyc Pemegic IHAin BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/0670/01/01
pPO34mMHy ans Nimiteq BpuTaHis NimiTen 3MiHW | TMNY - 3MiHK 3 AKOCTI. [0TOBMIA peyenmom
iHdpy3iit, 40 mr/mn, nikapcbkuii 3aci6. KOHTpob roToBoro
no 0,5 mn nikapcbKoro 3acoby. 3miHa y MmeToaax
npenapary y BMNPOBYBaHHSA rOTOBOrO MiKapCbKOoro 3acoby
hnakoHi i no 1,5 mn (iHWi 3miHW y MeTogax BUNpobyBaHb
PO3UMHHMKA (PO3YMH (BKKOYAOUM 3aMiHy ab0 LONOBHEHHS))
eTaHony 13 %) y BHECEHHS 3MiH 40 MeTOAMKN KOHTposto M3 3a
hN1aKoHi, NoKaszHNKOM «OpraHiyHi OMILLKM», 30Kpema [0
ynakoBaHux y nocnifoBHOCTI XxpoMatorpadyBaHHs f0A4aHO
KapTOHHY KOpPOOKy; PO34MH A1 BUSHAYEHHS YYT/IMBOCTi CUCTEMM.
no 2 mn npenapary BBefeHHA 3MiH NpoTAroM 6-T1 micAuiB nicns
y chnakoHi i no 6 mn 3aTBEpPXEHHS. 3MiHM Il TUny - 3MiHK 3 AKOCTI.
PO3UmnHHYKKA (PO3UMH ["oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
eTaHony 13 %) y nikapcbKoro 3acoby. 3MiHa napameTpis
hNaKoHi, cneyudikaLiin Ta/abo fonycTMMNX MEX rOTOBOrO
ynakoBaHux y NiKapcbKoro 3acoby (3MiHa 3HaXo4MTLCA No3a
KapTOHHY KOPOOKY; 3aTBEPMHKEHVIMI AONYCTUMAMU MeXamu
no 3 mn npenapary cneumdikaLliin) BHeCEHHs1 3MiHU B cnewudikaLito
y chnakoHi i no 9 mn 13 3a NOKa3HMKOM «OpraHivHi JOMILLKU».
PO3UMHHMKA (PO3YMH BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
eTaHony 13 %) y 3aTBEpPKEHHSA.
hN1aKoHi,
ynakoBaHux y
KapTOHHY KOpPOOKY
64. | EBKABAN® emynbceis, 3r/10rB Ecnapma Mm6X HimeuumnH BUMYCK cepil: HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 6e3 UA/5753/01/01
BANb3AM 100 r; no 25 mn, abo a Ecnapma M'm6X, 3MiHu | TMNY - 3MiHK 3 SKOCTi. ToTOBUIA peyenma
no 40 mn, a6o no HimeuuunHa; nikapcbkuii 3aci6. KOHTPOb roToBOro
100 mn B Ty6i; mo 1 BMPOBGHULITBO niKkapcbKkoro 3acoby. 3miHa y meTogax
Ty6i B KQPTOHHIi Hepo3acoBaHoro BUMPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby
Kopoo6Li NpoaykKTy, (He3HayHa 3MiHa y 3aTBEpAXEHUX MeTofax
nepBrHHE BUNPOOYBaHHS) HesHauHi 3MiHWM Yy MeToauLi
nakyBaHHs, iAeHTdikauii Ta KiNnbKiCHOro BU3Ha4YeHHs
BTOPVHHE eBKaninTosoi onii Ta onii cocHn meTogom X, a
nakyBaHHs, came: -Mig yac NpuroTyBaHHs CTaHAapPTHUX Ta

KOHTPO/1b AKOCTI:
NixTtenxenbar
mM6X
dapmaueBTUYHa
habpuka,
HimeyunHa

TECTOBUX PO34MHIB HEOOXiAHO BUKOHATM
KanibpysaHHA 3a TpboMa Toukamu (70%, 100%
Ta 130% ujiniboBOro) A8 060X iHAMKATOPHUX
peyoBuH (a-Pinene Ta 1,8-Cineole). BignosigHo
afanToBaHO Po3paxyHOK KiIbKICHOTO BMICTY. -
[ns nnow, nikiB iHAMKATOPHOT PEYOBUHY a-
Pinene BBeIEHO NonNpaBOYHUIA KoeqiLliEHT




72

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
0.9862 npu po3paxyHKy KisibkicCHOro BmicTy. Lie
3YMOBJIEHO BiAMIHHOCTAMW NJIOLLY, NiKiB NpW
BM3HAYEHHI IHOVKATOPHOI PEeYOBUHU B CyMiLLli
0niiA Ta NpW BU3HA4YeHHI okpemo. -Ha
XpomaTtorpamMi poO34MHHUKA eETLCS HE3HAUYHWI
nik B O4MWH i TO camuii yac 3 MikoM iHAMKaTOpHOT
peyoBMHM a-Pinene. [lna KOpuryBaHHs LbOro
NPOMOHYETHLCS CepeHI0 MOLLY NiKiB AaHOoro
PO34YMHHYMKA BiAHATK Big NaoLy nikis a-Pinene nig,
4yac po3paxyHKy KinbKicHOro BMicTy. 3MiHu
BHOCATbCSA Micna pesanigauii. Metoguka
BUKN3AAETHCA YKPATHCLKOIO MOBOIO, BHOCATLCA
peakLiiiHi 3mMiHW.
65. | ENEBIT® TabneTku, BKpUTI Baiep LLsenuapi [NpaxeHocapm HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/9996/01/01
MPOHATA/Ib | nniBkOBO KoHcblomep Kep a Anotekep Mowsb 3MiHu | TUny - 3MiHK Woa0 peyenma
060n10HKO10; no 10 Al 6X 6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
Tabnetok y 6nictepi; BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
no 3 a6o 10 npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepiB y y3ara/ibHeHNX AaHnxX Npo cuctemy
KapTOHHI kopobuy; thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
no 20 TabneTok y BigNoBiAa/bHOI 3a 3MjACHEHHSI
6nictepi; no 5 hapmakoHarnagy; KOHTakTHoi ocobu 3
6nictepiB y hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
KapTOHHI Kopo6Lyi thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemu
thapmakoHarnisgy) 3miHa ynoBHOBaXXeHOT 0cobum
3asBHVIKa, BifNoBigabHOI 3a hapmakoHarnsag.
[Oitoua pepakuin: Justin Daniels. NponoHoBaHa
pegakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsga.
66. | ENEYTEPOK eKCTpaKT piakuin ans AT Ykpaina AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 niossiecae UA/4566/01/01
OK nepopasibHOro "Ny6Hncpapm” 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
3aCTOCyBaHHS, nikapcbkuii 3aci6. Cuctema
CNUPTOBMWIA; KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa

no 40 mn a6o 100
My donaKkoHax
CKNSHWX;

no 50 mny
hnakoHax CKNSAHUX
a60 nonimMepHuXx;
no 50 mn a6o 100

PO3Mipy ynakoBKM roTOBOrO JliKapcbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTeliHepa
6araTo030BOr0 JliKapCbKOro 3acoby A
HenapeHTepasibHOro 3acTocyBaHHs (abo
0/1HO,030BOr0, YaCTKOBOIO BUKOPUCTAHHS))
BBefeHHA [O04ATKOBOro BUAY YNakoBKW, a came
no 100 M y chyiakoHax CKASIHUX 3aKynopeHux
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

My dpnakoHi, no 1
dhnakoHy B nauuj 3
KapTOHY;

no 20 kr y 6yTnax
CKNAHNX

nosiMepHUMU Npobkamu i KpyLkamu, Lo
HarBMHYYOTbCS Yy nauyLi abo 6e3 nauku, 6e3
3MiHW NEePBMHHOIO NakyBasIbHOTO MaTepiasy, 3
BIANOBIAHUMY 3MiHAMK [0 P. «YNaKoBKa» Ta
«Cknag» MKA N13. 3MiHN BHECEHO B IHCTPYKL,i10
ON19 MEeANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby ao po3szinis "Cknag" 1a "Ynakoska"
(oopaBaHHA [,OAATKOBOrO BUAY YNakoBKM - MO
100 mn, y donakoHax cknsHux; no 100 mny
hnakoHi ckisiHoMy no 1 dpiakoHy B nadi 3
KapToHY) Ta, K HacniAoK, BiANOBIAHI 3MiHN
BHECEHO A0 po3gigy "Cnocib 3acTocyBaHHA Ta
[031". BBEAEHHA TEKCTY MapKyBaHHSA
[0[aTKOBOT NepPBUHHOT Ta BTOPMHHOT YNakoBKM
nikapcbkoro 3acoby Ans ynakosku 100 m.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepMXeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHW BHECEHO B IHCTpyKLito oNns
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 403U" (YTOUHEHHS
iHchopmawii) Wwopao 6esnekn 3acTocyBaHHSA
nikapcbKoro 3acoby, a Takox 40 po3ainy
"Mo6iuHI peakuii" WoA0 3BITYBaHHSA NPO NOGIYHI
peakuii. OHOBIEHO TEKCT MapKyBaHHS yYNakoBOK
nikapcbkoro 3acoby, 30kpema BUTyYeHHS
iHcbopMmaLii, 3a3Ha4eHOl POCIiCbKOK MOBOH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOroO
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPO6YBaHHSA) BHeceHHs 3miHn Ao n. «06’em
BMICTy priakoHy», a came y MeTogi
BUNPO6YBaHHA 06’eMy BMICTY ¢hakoHy no 100
M (3MiHa KiNbKoCTi onakoHiB). BBeaeHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.

67.

E/NOHBA

PO3YUH ANst iH ek
no 100 mkr/0,5 mn;
no 0,5 Mn po3unHy B
nonepeaHLo
HanoBHEHOMY
wnpuyi; no 1

OpraHoH
CeHtpan lct
rM6X

LLBeiiuapi
a

Bupo6bHuLTBO
Hepo3dacoBaHOl
npoaykuii Ta
nepBuHHa
ynakoBka,
KOHTPO/1b SIKOCTI,

HimeuunHa/
HigepnaHngu

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMUTBO. 3MiHM B nMpoueci BUpo6HNLTBa
A®I (iHWi 3mMiHM) 3MiHa B npoLeci BUpo6bHMLTBa
A®| — 3miHa KOHTelHepa Ans 36epiraHHA
po604oro 6aHky KNiTUH Ail040i peYoBUHU

3a
peyenmom

UA/13125/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

nonepesHLO
HanoBHEHOMY
LNpuly pasom 3i
CTepunLHO
iH'EKUIIHOIO rONKOI
y BigKputTomy
N1acTUKOBOMY JIOTKY
B KapTOHHI kopobu

TecTyBaHHS
CTEepWIbHOCTI Ta
6akTepianbHKX
€HOO0TOKCUHIB
roTOBOroO
nikapcbKoro
3acoby (KOHTpo/1b
AKOCTI), BidyasibHa
iHCnekujsa: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeyunHa;
KOHTpO/b SIKOCTI,
TecTyBaHHs
CTepuIbHOCTI Ta
6akTepiasibHUX
€HAO0TOKCUHIB
roToBOro
nikapcbKoro
3aco6y (KOHTpo/b
AKOCTI), BidyasibHa
iHCnekuisn: BeTtep
Papma-dPepTuryHr
rmoX i Ko. KT,
HimeuumnHa,;
BizyanbHa
iHCnekuisa: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeyunHa;
KoHTposb siKoCTi
Ta TeCTyBaHHS
CTabiNbHOCTI,
BTOPWHHA
ynakoBka, [j03Bin
Ha BUMYCK cepii:
H.B. OpraHoH,
HigepnaHgw; Tect
Ha
IMyHOAKTUBHICTb:
MC/, biotek B.B.,
Higepnanan

KopucponiTponiHy anbga 3i «CKASAHUX amnysi»
Ha «[oninponineHosi chnakoHn abo
eKBiBa/IEHT».

68.

E/NOHBA

PO3YUH ANst iH ekt
no 150 mkr/0,5 mn;
no 0,5 M1 po3ynHy B

OpraHoH
CeHtpan lct
rM6X

LLBeiiuapi
a

Bupo6bHuLTBO
Hepo3dacoBaHOl
npoaykuii Ta

HimeuunHa/
HigepnaHngu

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. API.
Brnpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBA

3a
peyenmom

UA/13125/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nonepegHL0 nepBrHHa A®I (iHWi 3mMiHM) 3MiHa B npoLeci BUpobHMLTBa
HanoBHeHOMY yrnakoBKa, A®| — 3miHa KOHTelHepa A5 36epiraHHA
wnpuui; no 1 KOHTPO/Ib AKOCTI, po60oyoro 6aHKy KAiTUH Ajt040i Pe4YOoBUHM
nonepegHL0 TeCTyBaHHs KopucponiTponiHy anbga 3i «CKASAHUX amnysi»
HanoBHEHOMY CTepUsIbHOCTI Ta Ha «[NoninponineHosi chnakoHn abo
Lnpuly pasom 3i 6akTepianbHNX €KBiBa/IEHT».
CTepuIbHOK €HA0TOKCUHIB

iH'EKUIIHOIO rONKOI
Y BigKpuTomy
N1acTUKOBOMY JIOTKY
B KapTOHHIi kopobu

roTOBOroO
nikapcbKoro
3acoby (KOHTpo/1b
AKOCTI), BidyasibHa
iHCnekujsa: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeyunHa;
KOHTpO/b SIKOCTI,
TecTyBaHHs
CTepuIbHOCTI Ta
6akTepiasibHUX
€HAO0TOKCUHIB
roToBOro
nikapcbKoro
3aco6y (KOHTpo/b
AKOCTI), BidyasibHa
iHCnekuisn: BeTtep
Papma-dPepTuryHr
rmoX i Ko. KT,
HimeuumnHa,;
BizyanbHa
iHCnekuisa: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeyunHa;
KoHTposb siKoCTi
Ta TeCTyBaHHS
CTabiNbHOCTI,
BTOPMHHA
yrnakoBka, [j03BiN
Ha BUMYCK cepii:
H.B. OpraHoH,
HigepnaHgw; Tect
Ha
IMyHOAKTUBHICTb:
MC/, biotek B.B.,
Higepnanan
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

69.

EMETOH

PO3YMH NS iH'EKLNA,
2 mr/mn; no 2 mn
abono4 mns
amnyni
nonieTuNEeHoBIN; No
5 abo 50 amnyn'y
nauui 3 KapToHy

TOB
"®APMACEN"

YkpaiHa

TOB
"®APMACEN"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCcbKoro
3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/riGpuaHNX/6ionoaibHMX NiKapCbKUx
3ac06iB Nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT MpenapaT (3mMiHa He NnoTpebye
HalaHHSA XXOAHWNX HOBUX AOAATKOBMX JaHWX)
3MiHN BHECEHO A0 IHCTPYKLUii A1 MEAUYHOTO
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ziu
"apmakonoriyHi BnactnsocTi”, "MNokasaHHa"
(yTouHeHHs iHchopmawii), "B3aemogis 3 iHwWmmun
nikapcbkMK 3acobamu Ta iHWi BUuam
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "Mepepno3sysaHHA", "Mo6iuHI peakuii”,
"HecymicHicTb" BignosigHo Ao iHhopmauii woao
MeAMYHOro 3acToCyBaHHA ped)epeHTHOro
nikapcbKoro 3acoby (Zofran, injection, 2 mg/ml).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionseae

UA/13447/01/01

70.

EHYPAH

rpaHynu, no 10 r
rpaHyn y neHani
nonimepHomy, no 1
neHasy B navui 3
KapToHy; abono 51
rpaHyn y KoHTeliHepi
3 [103yBaHHAM, Mo 2
KOHTeViHepu B nauui
3 KapTOHY

MpAT
"HauioHanbHa
[omeonaTtnyHa

Cninka"

YkpaiHa

MpAT
«HauioHanbHa
[omeonaTtnyHa

Cninka»

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBiAANbHOI 3a 34ilicCHEHHS papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOI 0cobu
3asBHVKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
[Oitova pepakuin: bagba OneHa AHaToniiBHa.
MponoHoBaHa pefakuis: TkayeHko TeTsaHa
MeTpiBHa.

6e3
peuyenma

UA/3820/01/01

71.

XAHIH®

TabNeTKn, BKPUTI

Baviep Al

HimeyunH

NOBHWIA UMK

HimeyunHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis:

3a

UA/5169/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
060/10HKOI0 Mo 21 a BUPOGHMLTBA: 3MiHK | TUNy - 3MiHK WoA0 peyenmom
Tabnetui y 6nictepi Baiiep Baiimap 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3 KasieH4apHo 'm6X i Ko. KT, BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHuX
Wwkanoto; no 1 HimeyunHa; npo cucTemy apmakoHarnsgy (BBefeHHs
6nicTepy pasom 3 nepBuHHAa Ta y3araslbHeHVX gaHux npo cucremy
naneposmm BTOPWHHA chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
MiLLIeYKOM B ynakoBka: baliep BiANOBIAA/IbHOI 32 3AiICHEHHS
KapTOHHIN navuj Al, HimeuunHa hapmMakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHeHHS dhapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a hapmakoHarnsg.
[itova pepakuin: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CobY 3asBHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.
72. | INOMEAIH KOHUEHTpaT ans Baiiep Al HimeuuunH Bepniveg, C.A. IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/3658/01/01
pO34nHy Ans a 3MiHK | Tuny - 3MiHK Woao peyenmom
iHdpy3in, 20 mkr/mn; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 1 mn B amnyni; BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
no 5 amnyny npo cucTemy hapmakoHarnsgy (BBefeHHs
KapTOHHI KOpOOL;j y3araslbHeH/UX gaHux npo cucrtemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOi 0CO6M,
BiANOBIAANLHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a chapmakoHarnsg.
[itova pepakuin: Justin Daniels. MNponoHoBaHa
pepaxuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
73. | IMOAIYM®AY | Tabnetku; no 6 MakHin AHrniA BMPOGHULITBO 3a ®paHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/19902/01/01
(o] Tabnetok y 6nictepi; MpopakTc MOBHWM LIVIK/IOM ITania/ 3MiHY | TUny - 3MiHK Wwoao peyenma
no 1 6nictepy B Nimiteq (BUPOGHMLTBO Icnanis/ 6e3nekn/edekTBHOCTI Ta hapmakoHariagy.
KapPTOHHIN nayuj roTOBOI NiKapCbKoi IHAjs BBeaeHHs1 abo 3MiHM A0 y3arasibHeHMX faHnX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
chopMu, KOHTPONb npo cucTemy apmakoHarnsgy (BBefeHHs
AIKOCTi rOTOBOI y3araJlbHeHUX gaHux npo cuctemy
nikapcbkoi hopmu, thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0cobu,
nepBuHHe BiANOBIAA/IbHOI 3a 3AiICHEHHS
nakyBaHHs Ta hapmakoHarnsgy; KOHTakTHoi ocobu 3
BUMYCK cepii): hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
OKHTN hapmMakoHarnagy B YkpaiHi, KLU0 BOHA
KoHcblomep Xenc BigMiHHa Big, yNOBHOBaXXEHOT 0CO6MU,
(PpaHc) CAC, BiANOBIAA/LHOI 3a 34ilicCHeHHS hapmakoHarnsgy
dpaHuis; (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
KOHTPO/b AKOCTI: pO3MiLLEeHHI MacTep-ghaiina cuctemm
AHccen Cinar thapmakoHarnsgy). 3miHa KOHTaKTHOI 0co6u
C.N.A., Itanig; 3asBHVIKa, BigNoBiganbHOI 3a chapmakoHarnsag B
KOHTPO/b SKOCTI YkpaiHi. [itoua pegakuis: HaropHa KatepuHa
(TinbKM IBaHiBHa / Nahorna Kateryna Ivanivna.
TecTyBaHHS MponoHoBaHa pegakuia: YarapHa Hatanis
cTabinbHOCTI): CepriiHa / Chagarna Natalia Serhiivna. 3miHa
[DKOHCOH i KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
[bxoHcoH MpaliBaT BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
Nta, IHais;
KOHTPO/b SKOCTI:
MakHI/T IBEPIKA,
C.J1.Y., IcnaHis
74. | IHOOMETAL, cynosuTopii no 50 mr | AT "Codpapma” Bonrapis AT "Cothapma” Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10242/01/01
NH no 6 cynosutopiis y 3MiHu | TUny - 3MiHK Woao peyenmom
CODAPMA cTpuni; no 1 ctpuny 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

B KapTOHHI nayui

BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0co6y 3as1BHYKA, BiANoBiga/IbHOT 3a
thapmakoHarnag. ditoya pegakuist: CeetnaHa
CnacoBa / Svetlana Spasova. MponoHoBaHa
pegnakuis: AHren Anekcies / Angel Aleksiev.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a hapMakoHarniag,
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

75.

IHCYBIT®
30/70

cycneHsia ons
iH'ekuin, 100 MO/mn;
no3mny
KapTpuaxi, no 5
KapTpuaXiB y
6nicTepi; no 1
6nicTepy y nauuj; no
10 mn y dpnakori: no
1 chnakoHy y nauui

TOB
"CMAPT®APMA
reymn

YkpaiHa

BiokoH
Balionomxmkc
Nimiteq, IHAjsa

AT «dapmak»,
YkpaiHa

IHais/
Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHa 3asBHuKa 13 (MIBI) (BnacHuka
peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). 3miHa 3asBHUKaA
(BnacHviKa peecTpauiiHoro NocBiAYeHHs) y
3B'A3KY 3 PiLLEHHAM Ait040ro 3asBHUKa Npo
nepefayy npas [0 HOBOrO 3asBHUKA. 3MiHU
BHECEHO Y po34iun "3anBHuK" Ta
"MicLe3HaxomKeHHs 3asBHMKA" B iIHCTPYKLIitO
01151 MEeAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3aco6by y 3B'I3KY 3i 3MiHOIO 3asiBHMKA (BNacHuKa
peecTpauiiHoro NocBig4eHHs). BBefeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuis: Kopaepo ManvHa.
MponoHoBaHa pepakuis: MinieHko Mapis
BaneHTuHiBHA. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOB&XeHOT 0C0bM 3as1BHMKaA,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa MicLe3HaxomkeHHs macTep-arina
cuctemmn chapmakoHarnisgy Ta horo Homepa.
3MiHa MicuA 34iICHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

He
nionseae

UA/14836/01/01

76.

IHCYBIT®H

PO34MH ANS iH'EK
no 100 MO/mn no 3
My KapTpuaxi, no
5 kapTpugxis y
6nictepi, no 1
6nicTepy y nauuj; no
10 mn y dpnakoHi, no

TOB
«CMAPT®APM
ATPYI»

YkpaiHa

BiokoH
Bailonoaxukc
Nimitea, IHais

AT «dapmak»,
YkpaiHa

IHgjia/
YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
YTOUHEHHSA pekflaMyBaHHA B Hakasi Ne 1557
Big 09.09.2024 - B npoueci 3MiH (3MiHa
3aaBHuKa /13 (MIBI) (BnacHMka peecTpauiiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). 3MiHV BHECEHI Y po3ainu
"3anBHuK" Ta "MicLe3HaxoMKeHHS 3asBHMKA" B

3a
peyenmom

He
nionsiea
€

UA/14837/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

1 donakoHy y nauui

IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B'A3Ky 3i 3MiHOKO
3aaBHMKa (BNacHvika peecTpauiiHoro
nocBifyeHHs). BBeeHHSA 3MiH NpOTArom 6-1u
MicALIB MicnsA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHux
[aHuX Npo cuctemy thapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBIAaIbHOI 3a
3[jficCHEeHHSsT hapMakoHarsay; KOHTakTHOI 0cobu
3 (hapmakoHarnagy 3asBHuKa A5 34iNCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuis: Kopaepo ManvHa.
MponoHoBaHa pepakuis: MinieHko Mapis
BaneHTuHiBHA. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXeHOT 0CobM 3asBHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MiCL,e3HaxXoMKeHHs macTep-haiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsigy.) B Hakasi - He 3a3Ha4yasioCb;
cTano - He nignsarae.

77.

IHPAKO/

CyCMeHs3ia opasibHa,
40 mr/mn; no 50 mn,
abo 75 mn, a6o 100
M1y h1akoHi 3
KpanesnbHUM
fo3aropom; no 1
(hNakoHy B
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YkpaiHa

MypHa
dapmacbloTikan3
HB

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUYHEHHSA pekslaMyBaHHA B Hakasi Ne 1557
BiA 09.09.2024 - B npoueci 3MiH (3MiHu | TUny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTI
abo ymoBax 36epiraHHs roToBOro J1ikapCbKoro
3aco06y (36iNbLUEeHHA TePMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - 19 Toprosoi
ynakoBku (MiATBEPAKYETLCH AaHUMMN peasibHOro
yacy). 36inbLIeHHs TepMiHy npugatHocTi 13,
L0 NiATBEPAXKYETLCA AaHVMMN B peasibHOMY Yaci.
[Oitova pegakuia: CTpoK NpUAATHOCTI. 2 POKMK.
MponoHoBaHa pefakuis: TepMiH npugartHocTi. 3
poKK. 3MiHM BHeCeHi B po34in "TepMiH
npuaaTHoOCTI" B iIHCTPYKLIO 419 MEeQUYHOTO

6e3
peuyenma

He
niosisiea
€

UA/4419/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aCTOCYBaHHSA Yy 3B'A3KY 3i 30i/IbLLIEHHAM TEPMiHY
NPUAATHOCTI TOTOBOIO /iKAPCbKOro 3acoby Ta sk
HacnifloK - y TeKCT MapKyBaHHSA ynakoBKu
niKapcbKoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-Tv MicsALiB nicns 3aTBepKEHHSA. 3MiHu | Tvny -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Yy TepMiHax nNpuaaTHoCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3aco0y (iHWi 3MiHK). 3MiHa NOAAETLCS Y 3B'A3KY
i3 [ofaBaHHAM TepMiHy NpUAAaTHOCTI 28 AHiB
nicns nepLuoro BigkputTs pnakoHy. [logaBaHHA
TepMiHy NpuaaTHOCTI 28 AHIB MiC/1A NepLioro
BiAKPUTTA doNakoHy, L0 NiATBEPAKYETbCA
AaHvMu B peanibHOMY yaci. [litoua pegakuis:
CTpok npuaaTHocTi. 2 poku. MponoHoBaHa
pefakuis: TepmiH npugaTHocTi. 3 poku. MMicns
nepLuoro BiAKPUTTA — 28 AHIB. 3MiHV BHECEHI B
po3ain "TepMiH NpMAATHOCTI" B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY 3
[ofaBaHHAM TePMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby nicns nepLioro BiAKpUTTA
dhnakoHa Ta K HacNiAoK - y TEKCT MapKyBaHHA
yMakoBKM NiKapCbKOro 3acoby.) B Hakasi -
nignsrae; Tpeéa - He nignsArae.

78.

NOAVUKCAHO
N - IOHIK

PO3YMH NS iH'EKLN,
320 mr/mn; no 50 mn
abo no 100 mny
thnakoHi; no 1

hNakoHy y
KapTOHHI ynakoBLi

"FOHik
PapmacboTuKan
Na6opaTtopiz"
(BipoineHHn
ipmn "Ox. B.
Kemikans eHg
PapmacboTuKan
3 /1tp.")

IHais

"FOHiK
dPapmacbloTuKan
Na6opaTopiz"
(BigLineHHs chipmmn
"x. B. Kemikan3
eHf
PapmMacboTVKan3
nrat)

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
TexHiyHa noMmuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBrieHO TeXHIYHY

NOMWNKY Y 3arosioBky Ta B n. 6. IHWE Tekcty

MapKyBaHHS NEPBUHHOI YNakoBKW NiKapCbKOro

3aco6y AN nakyBaHHs no 100 My donakoHi
(3amicTb 100 mn 6yno 3a3HadyeHo 50 mn).

3a3HayeHe B/UNpaBneHHs Bignosigae
MaTepiasiaMm peecTpaLiiHoro Aoche.

3a
peyenmom

UA/16675/01/01

79.

KAMNEUNTABI
H AMAKCA

TabneTku, BKpUTI
naiBKOBOIO
o60onoHkoto, no 500
mr, no 10 TabneTok
y 6nicTepi, no 12
6nicTepiB y
KapTOHHI Kopo6bLyi

Amaxkca NTT[

Benuka
BpuTaHis

Na6opatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHn | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cucTemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHoi ocobu,
BigMNoBiAa/IbHOI 32 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
BifiMiHHA Bif, YNOBHOBaXXEHOT 0Co6MU,

3a
peuyenmom

UA/15547/01/02




n/n

Ha3ssa

Popma surnycky

3asaBHuUK

Kpaina

82

NiKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

80.

KAMNEUNTABI

TabneTkn, BKpUTI

Awmakca 1T4

Benvka

BiANOBIAANILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapMakoHarnsgy)- 3miHa ynoBHOBaXXeHoi 0cobum
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuin: BapaHiscbkuii Mukona
OnekciioBuy. MponoHoBaHa pefakLis:
KapauesLesa Hatania BonogumupisHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0CO6YU
3as1BHVIKa, BifgnoBigabHOI 3a hapMakoHarnsg.
YTOUHEHHS WoA0 agpecy Micus 34iCHEHHS
OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsgy.
YTOYHEHHS W00 aApecy MiCLLe3HaXOLKEHHS
mMacTep-halina cuctemu papmakoHarisagy.

81.

H AMAKCA

KAPCUN®

NNiBKOBOIO
060/10HKO10, Mo 150
mr, no 10 TabneTok
y 6nictepi, no 6
6nictepiB y
KapTOHHI Kopo6Lyi

TabneTkn, BKPUTI

AT «Cochapma»

BpuTaHis

Bonrapis

Na6opatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy)- 3MiHa ynoBHOBaXXeHOT 0cobu
3as1BHVKa, BigNoBiga/ibHOI 3a hapMakoHarnsg.
[itoua pegakuin: BapaHiscbknii Mukona
OnekciioBny. MNponoHoBaHa pefakuis:
KapauesLeBa HaTaniss BonogmmupisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6U
3asBHVIKa, BifNoBigasIbHOI 3a hapmakoHarnsag.
YTOYHEHHS LL0A0 aApecyu MicLs 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
YTOUHEHHS LWoA0 afpecyt MiCLe3HaxX0MKeHHs
MacTep-haiina cuctemmn chapmakoHarisay.

3a
peyenmom

UA/15547/01/01

NNiBKOBOKO
060/10HKO10, N0 22,5
mr; no 10 TabneTok

y 6nicTepi; no 8

AT «Codhapma»

Bonrapis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHK | TUNYy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX

6e3
peyenma

npo cucTemy hapmakoHarnisiay (BBefieHHs!

UA/2773/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepiB y y3ara/ibHeHNX AaHnx npo cuctemy
KapTOHHIN navuj hapMakoHarnsgy, 3miHa yrnoBHOBaXEHOT 0cobu,
BigNoBiAa/IbHOI 3a 3AjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itoyva pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
AnekcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
82. | KATAKCOnN Kpansni O4Hi, pO34uH, TOB "YOPN[, Ykpaina yoprna TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17621/01/01
0,15 mr/mn, no 15 MEANLUNH" MEAVLUWH INAY 3MiHu | TUny - 3MiHK Woao peyenmom
My d1akoHi- CAH. BE TIQX. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KpanesibHuuj; no 1 A.LL. (iHWi 3MiHW) - 3MiHN BHECEHO Yy TeKCT
dhnakoHy- MapKyBaHHS BTOPMHHOT YNakoBKW MiKapCbKoro
KpanenbHuLi B 3acoby y n.14. «Kateropis Bignycky». TepMmiH
KapTOHHI Kopo6Lyi BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHS.
83. | KETOHAN® TabneTkn, BKPUTI CaHpos3 CnoBeHis BMPOBHMLTBO in CnoseHis/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/8325/04/01
POPTE NNiBKOBOKO dapmacbloTikas bulk, nepsuHHe Ta Monbwa YTOUHEHHSA HanucaHHA yHKLiT ogHOro 3 peyenmom
o060710HKot0, Nno 100 34.4. BTOPVHHE BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1589
mr; no 20 TabneTok nakyBaHHs1, BiA 13.09.2024 B npoueci BHECEHHS 3MiH
y thnakoHi; no 1 KOHTpONb cepil (3miHa HalimeHyBaHHS Ta/abo agpecu micus
NaKoHy B (okpim NpoBafpKEHHA AiNIbHOCTI BUPOOHUKa/iMnopTepa
KapTOHHI KOpoO6Lyj; MiKpOGionoriuHO rOTOBOrO NiKapCbKOro 3acoby, BKIUaK4m
no 10 TabneTtok y ro): AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
6nicTepi; no 1 HosaprTic KOHTPOIO AKOCTI. (fisANbHICTb, 3a SKY BiANoBigae
6nictepy B dapmacbloTikas BMPOGHMK/IMNOPTEP, HE BK/IOYAKYM BUMYCK
KapTOHHI Kopo6Lyi MaHyakTypuHr cepiid). BHacnigok BigokpemneHHs koMnaHii

NNC, CnoseHis;
KOHTPOb cepil
(nvwe
MiIKPOBIONOTiUHWIA),
BMNYCK Cepil:
Nek
PapmaLeBTUYHaA
KoMnaHis g.4.,
CnoBeHis;

SANDOZ Big koMmnaHii Novartis 6yno cTBopeHo
HOBY Ha3BY OPMANYHOT 0CO6K, LLIO OTpUMasia
HOBWI NOYTOBUIA iHAEKC. Y pe3ynbTaTi
BiAOyaeTbCa 3MiHa Ha3Bu, agpecy (NoLWTOBOro
iHAEeKcy) Ta doyHKLi BUPOGHKKa, LLLO BignoBigae
3a BUPOGHMLTBO Hepo3dacoBaHOi MPOAYKL;i,
nepBuHHA | BTOPUHHA YNakoBKa, KOHTPO/Ib cepil,
[03BiN Ha BMNycK cepii 3 "/lek ®apmaueBTnyHa
KoMnaHis a.4., BeposukoBa 57, Jllo6nsHa 1526,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BMPOBHULITBO CnoseHin"("Lek Pharmaceuticals d.d.,
Hepo3dacoBaHOl Verovskova 57, 1526 Ljubljana, Slovenia™) Ha
npoayKuii, "HoapTic ®apmacbtoTikasl MaHyakTypyHr
KOHTPO/b Ccepil: NNC, Byn. BeposLukosa 57, Mlo6nsHa 1000,
Nexk C. A, CnoseHig" ("Novartis Pharmaceutical
Monbwa Manufacturing LLC, Verovskova ulica 57, 1000

Ljubljana, Slovenia") 3 doyHKLissMU: BUPOOHULTBO
in bulk, nepBnHHe Ta BTOPUHHE NakyBaHHS,
KOHTpPO/b cepii (OKpiM MiKpO6ionoriyHoro).

daKTU4He MicLe3HaxX0MKEHHS He 3MiHUMNOCS.

PYHKUIT KOHTPO/b cepii (nwwe MiKpobionoriyHWiA)

Ta BUNYyCKy cepii i Hagasli BUKOHYBaTUMYTbCS
KoMnaHieto "/lek dapmaleBTMyHa KoMnaHis Aa.4.,
By/1. BeposLlukosa 57, MliobnaHa 1526,
CnoseHia" ("Lek Pharmaceuticals d.d.,

Verovskova ulica 57, 1526 Ljubljana, Slovenia").
Takox 3anponoHOBaHO pefakLiiiHi 3miHu, a

came BK/lOUeHHS cnosa “ulica” (To6To Bynvus)

[0 agpecu BUpoOHMUYMX AinbHULL "Novartis
Pharmaceutical Manufacturing LLC, Slovenia "
Ta "Lek Pharmaceuticals d.d., Slovenia". 3miHu
BHECEHO B iHCTPYKLit0 418 MEANYHOIOo
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"MicLe3HaxomKeHHs1 BUPOOHMKa Ta agpeca
MiCLiSi NPOBa/PKEHHS Or0 AisSIbHOCTI" 3
BIANOBIAHUMYW 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBoK. TepMiH BBEieHHSA 3MiH - NPOTArom 6
MicALiB nicnsa 3aTBepMKEeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO Y

TEKCT MapKyBaHHS BTOPWHHOT yNakoBKM
niKkapcbKoro 3acoby y n.8. «/lata 3akiHYeHHs

TEepMiHy npuaaTHocTi», N.11. «HalimeHyBaHHS i

MicLle3HaxoMKeHHs1 BUpobHMKa Ta/abo
3asBHVKa», N.14. «Kateropis Bignycky», n.17.
«|HLWE» Ta y TEKCT MapKyBaHHA NepBUHHOT
ynakoBku n. 4. «[lata 3akiH4eHHs TepMiHy
npuaaTHocTi», N. 6. «IHWE». TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MICALIB MiC/1A 3aTBEPAXKEHHS).
Pepaxuis B Hakasi - BUpo6bHMUTBO in bulk,
nepBMHHE Ta BTOPVHHE NakKyBaHHS, KOHTPO b
cepii (OKpiM MiKpOGiONOriYHOro KOHTPOIO):
HosapTic ®apmacbtoTikan MaHydaktypuHr J1/1C,
C0oBeHis; KOHTPO/b cepii (Nnwe
MikpoG6iosioriyHuniA), BUNYycK cepii: Jlek
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

dapmaueBTUYHa KOMNaHis A4.4., CnoseHis;
BVMPOGHMLTBO Hepo3hacoBaHOT MPOAYKL,i,
KOHTponb cepii: flek C. A., MNonbuia. BipHa
pepakuis: Bupo6HULTBO in bulk, nepBuHHe
Ta BTOPUHHE NaKyBaHHSA, KOHTPOJIb cepii
(okpim mikpoGionoriyHoro): HosapTic
®dapmacbioTikan MaHydakTypuHr JI/1C,
CnoBeHisi; KOHTPONb cepii (nuwe
MiKpoGionoriuHwuii), BUNycK cepii: Jlek
dapmMauleBTUYHA KOMNaHia 4.4., CnoBeHis;
BUPOGHULTBO Hepo3chacoBaHOI NPoAYKLii,
KOHTpOAb cepii: Nlek C. A., Monblia

84.

KETOPO/
EKCMNPEC

Tabnetku, Lo
AvcnepryTbes B
POTOBI NOPOXHWHI,
no 10 mr no 10
Tabnetok y 6nictepi;
no 1 a6o 10
6nicTepis B KOpoOLi

[-p Peapi'c
NabopaTtopic
Nimiteg

IHais

[-p Pepgi'c
Nab6opaTtopic
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUnY - AAMIHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NpoBaPKEHHS AisS/IbHOCTI BUPOOHMKA
(BK/tOYaKOUK, 3a HEOOXIQHOCTI, Micue
NPOBEfEHHA KOHTPOJII0 SKOCTi), @60 BNacHWka
macTep-gaiina Ha Adl, abo nocTavasnbHMKa
Adl/BuxigHoro maTepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y AOCHE).
AfMiHiCTpaTMBHA 3MiHa HaliMeHyBaHHS Ta
anpecu BupobHuka APl Ana npuBeneHHs y
BiANOBIAHICTb A0 OpUriHA/IbHUX MaTepiasiB
peecTpaiiiHoro focbe BUpobHuKa A®|, BHECEHO
3MiHM Yy aapecy MicLs NPOBaMKEHHS AiANbHOCTI
BMpo6HMKa APl. BupobHuya AinbH1UA Ta yci
BMPOGHMYI onepaLii 3a1MLwanTbC HE3MIHHUMMU.
[Jitova pepakuis:

Dr. Reddy’s Laboratories Limited CTO, Unit — Il
Plot No. 110 & 111, S.V. Co-operative Industrial
Estate, Bollaram, Jinnaram Mandal, Medak
(District), Telangana (State) — 502 325, India.
MponoHoBaHa pepgakuis: Dr. Reddy’s
Laboratories Ltd Chemical Technical Operations,
Unit — Il Plot No. 1, 75A, 75B, 105, 110, 111 &
112, Sri Venkateswara Co-operative Industrial
Estate, Bollaram, Jinnaram Mandal, Sangareddy
District, Telangana, India — 502 325.

3a
peyenmom

UA/18105/01/01

85.

KETOPO/IAK-

PO34MH ANsl iH'EKLLA,

TOBAPVCTBO

YkpaiHa

ToBapucTBo 3

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis:

3a

He

UA/4961/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
340POB'A 30 mr/mn; no 1 mn B 3 06MeXeHo 3MiHu | TUny - 3MiHK Woao peyenmom | nidssieae
amnyni; no 10 amnyn | OBMEXXEHORO Bi4NOBIAA/IbHICTIO 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
Y KapTOHHIli kopobui; | BIANOBIAANBH "®apmaneBTUYHa 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 1 mn B amnyni; ICTHO KOMNaHis 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 5 amnyny «KOPMOPALIA "3p0pos'a” MeJMNYHOro 3aCTOCyBaHHS Ha MigcTasi
6nicTepi; no 2 «300POB'A» perynspHoO OHOB/HOBAHOrO 3BIiTYy 3 6e3neku
6nictepn y nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku

KapTOHHI kopobuy;
no 1 mn B amnyni;
no 10 amnyny
6nictepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

3aCcTOCyBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHy y3roKeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
NiKapcbKoro 3acoby [0 po3finy "3acTocyBaHHSA y
nepiog BariTHoOCTi abo rogyBaHHsA rpyaaro”
BIANOBIAHO [0 OHOBMEHOT iHhopMaLi 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBepmXeHHs. CynyTHSA 3MiHa - 3MiHN LWoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro nocsigyeHHs,
BK/ItOYaroumn MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHA TEKCTY, AKWIA NOTOMXEHNI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaJaHo
OHOBJ/IEHUIA N1aH yNpaBiHHA pU3nkaMun Bepcis
1.3. 3MiHM BHECEHO A0 YacTuH V «3axoam 3
MiHimi3aLii pusmnkiB», VI «Pe3tome nnaHy
ynpasniHHA pusnkamun» Ta VIl «JogaTku» y
3B'A3KY 3 OHOBJIEHHAM iH(popmaLlii 3 6e3neku
AitoyoT pevoBmnHN. Pe3iome nnaxy ynpasaiHHA
pu3vkamm Bepcis 1.3 goaaetbea. 3miHu | Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnifxeHb 3 6e3nekn
3aCcTOCyBaHHS NMikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BIANOBIAHO A0 NMiaHy negiaTpuyHnX JOCAiAKEHb
(PIP) (3MiHY y3romKeHo 3 KOMMNETEHTHUM
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

86.

KETOPO/1AK-

YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao posgainy "OcobnmBocTi
3acTocyBaHHA" Bi4NoBigHO A0 OHOB/IEHOT
iHchopMmawii 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby. BBegeHHs 3MiH NpoTArom
6-TW MicALiB nicnsa 3aTBepAXeHHs. CynyTHSA
3MiHa - 3MiHY LWoao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buadi peecTtpadiiHoro
nocsigyeHHs, Bknoyaoun Mnax ynpasniHHA
pr3nkamMu (3acToCyBaHHSA TEKCTY, AKWi
NOroXEHW 3 KOMNETEHTHAM OpraHom) -
3aABHMKOM HaJaHO OHOBMIEHWI MnaH
ynpasniHHA pu3nkamu Bepcis 1.3. 3MiHu
BHECEHO A0 YacTuH V «3axoam 3 MiHimizauii
pu3nkie», VI «Pestome nnaHy ynpasniHHA
pusnkammn» Ta VII «Jopatkm» y 38'a3Ky 3
OHOBJIEHHAM iHGhopMaLii 3 6e3nekun ajto4ol
peyoBuHW. Pestome nnaHy ynpasniHHA
pusnkamu Bepcia 1.3 fofaeTbes.

87.

CO®DAPMA

KETOTU®EH

PO3YMH ANS iH'EKLN,
30 mr/mn; mo 1 mn
PO3YUHY ANS iH'EKLI
B amnyni 3
KOPUYHEBOIO CKNa;
no 5 a6o 10 amnyn 'y
6nictepi 3 NMBX
nnisku; no 1
6nictepy B
KapTOHHIN nayui

AT "Coghapma”

Bonrapis

AT "Codchapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBiAANLHOI 3a 34iicCHEHHS papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOI 0cobu
3asBHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itova pegakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsga.

3a
peyenmom

UA/20370/01/01

CODAPMA

Tabnetkn no 1 mr,

no 10 TabneTtok y

AT "Cogpapma”

Bonrapis

Bupo6bHMLTBO
Hepo3sdacoBaHol

Bonrapisi/
YKpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHW | TNy - 3MiHK Woao

3a
peuyenmom

UA/5512/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

6nictepi; no 3
6nictepu B
KapTOHHI nayui

npoaykuii,
nepBuHHa
ynakoBka abo
BYPOGHMLTBO 3a
MOBHVM LVK/IOM:
AT "Codpapma”,
Bonrapis;
BTopuHHa
ynakoBka, A03Bin
Ha BunycK cepii
a60 BMPOGHMLITBO
3a NOBHUM
uuknom: AT
"BITAMIHW",
YkpaiHa

6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasbHeHUX AaHvx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsgy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcie / Angel Aleksiev.3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CobY 3asBHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.

88.

KETOTU®EH
CODAPMA

Tabnetkv no 1 mr, in
bulk Ne 4240: no 10
Tabnetok y 6nictepi;
no 424 6nictepn y
noninponisieHoBi
Kopob6ui; in bulk Ne
4000: no 10
Tabnetok y 6nictepi;
no 400 6nictepiB y
noninponisieHoB.i
KopoobLi

AT "Cothapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOi 0CO6M,
BiANOBIAANLHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BigNoBigaibHOI 3a hapMakoHarnsg.
[itoua pegakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
AnexcieB / Angel Aleksiev.3MiHa KOHTaKTHMX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.

UA/12632/01/01

89.

KNAPUTUH®

cupon, 1 mr/mn; no
60 mn abo no 120
My pnakoHi; no 1

Baiiep
KoHcblomep Kep
Al

Lseliuapi
P

LepiHr-Mnay
Na6o H.B.

Benbrisa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/eddeKTUBHOCTI Ta chapMakoHarnasay.

6e3
peyenma

UA/2171/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
hnakoHy 3 MipHOLO BBeneHHs ab0 3MiHM [0 y3ara/ibHeHUX JaHnX
JIOXKOIO Y KApPTOHHIl npo cuctemy chapmakoHarnsgy (BBefeHHS
KOpo6Li y3aras/ibHeHUX faHnx Npo cucTemy
hapMakoHarnagy, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAANLHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BiANoBiAaIbHOI 3a hapmakoHarnsg,
[itoua pepakuis: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHYKa,
BiANoBiAa/IbHOI 32 hapMakoHarnsag.
90. | KNAPICKAH PO3YMH NS iH'EKLN, bxunl Xenckea Hopseris xunl Xenckea AC Hopserist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/19528/01/01
279, 30 mr/mn (0,5 AC 3miHu | Tvny - 3miHn woao peyenmom
MMonb/M); no 10 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
mA, no 15 mn, no 20 3MiHa YacToTu Ta/abo TepMiHiB NofaHHs
M/TY CKIISAHUX perynspHo OHOB/THOBaHUX 3BITIB 3 6e3neku
hnakoHax; no 10 nikapcbkyx 3aco6biB - 3MiHa 4acToTK Ta TEepPMiHy
chnakoHiB B nofaHHs PerynsipHo OHOB/IHOBAHOIO 3BITY 3
KapTOHHI kopobuy; 6e3nekn (PO3B) nikapcbkoro 3acoby:
no 50 mn, no 100 mn [Oitova pepakuin: Yactota nogaHHa PO36 - 3
y noninponineHoBmx POKU;
dnakoHax, no 10 KiHueBa gata ans BkIOYeHHs gaHux Ao PO3b -
(hNakoHiB B 23.01.2024 p.;
KapTOHHI KopooLyi [Jata nogaHHs PO3B6 - 22.04.2024 p.
MponoHoBaHa peakuis: Yactota nogaHHs
PO3B - 2 poky;
KiHueBa faTa Ans BKIYeHHA gaHux go PO36 -
30.04.2025 p.;
[Jata nogaHHsa PO3b - 29.07.2025 p.
PekomeHa0BaHO 0 3aTBEPKEHHS BifMOBIAHO
[0 NepiognyHOCTI NoJaHHS perynsipHo
OHOB/IHOBAHUX 3BITiB 3 6E3MEKN NiKapCbKnx
3aco6iB y €BponelicbkoMy Coto3i
91. | KTIMAKCAH Tabnetku no 20 TOB "Martepia YkpaiHa 3AT CaHToHika JintBa BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 6e3 UA/12815/01/01
FOMEOMNATW | Tabnetok y 6nicTepi; Megavka- 3MiHu | TUNYy - 3MiHKn 3 aKocTi. AdI. peyenma
YHUIA no 1 6nictepy y YkpaiHa" Brpo6HMLTBO. 3MiHW B npoueci BUpobHULTBaA

KapTOHHI KOpoOL;i

A (iHWi 3MiHW) BUNPaBNEHHS APYKAaPCbKOT
NOMW/IKM B peecTpaliiHoMmy aocbe (p.3.2.5.2.2
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Onuc BUPO6HMYOro npoLecy Ta Aoro KOHTPOso
Ta p.3.2.S.2.4 KOHTPO/b KPUTUYHWX CTagji i
NPOMDKHOI NPOAYKLT) WoA0 KOHUeHTpaw,i
eTaHony, Akuii hakTMYHO BUKOPUCTOBYETLCSA NpU
BMPOGHMLTBI KOHLUeHTpaTy Ne 1y npoueci
BMpOoGHMLTBa AD| 3aTBepmxeHo ETaHon 70 %
3anponoHosaHo ETaHon 50 %
92. | Kfonikcon TabneTku, BKpUTI NyHp6ek [Janis BMPOGHMLTBO [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/2205/01/01
NNiBKOBOKO Ekcnopt A/C Hepo3acoBaHoro 3MiHK | TUNy - 3MiHKX Woa0 peyenmom
060/10HKOI0, MO 2 Mr, NpoAYyKTY, 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
no 100 TabneTok y nepBrHHE Ta BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
n1acTUKoBOMY BTOPWHHE npo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTelHepi; no 1 nakyBaHHs1, BUMYCK y3arasibHeHUX AaHvx Npo cucTemy
N1acTUKOBOMY cepiin: X. lynabek hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
KOHTeliHepy B A/C, faHis; BigNoBiAa/IbHOI 3a 3MjACHEHHSI
KapTOHHI KopooLyi BMNPOGYBaHHA 3a hapmakoHarnagy; KOHTakTHoi ocobu 3
NMOKa3HNKOM hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
"MikpobionoriyHa thapmakoHarnagy B YkpaiHi, KLU0 BOHA
yncrtoTa™ BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
EypodpiHc BIANOBIAA/bHOI 3@ 34iiCHEHHSA hapmakoHarnsagy
Biodhapma (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
MpogakT TecTiHr pO3MiLLEeHHI MacTep-chaiina cuctemu
[Jenmapk A/C, thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
JIECTE] KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
93. | Kfionikcon TabneTkn, BKPUTI JNyHp6ek [OaHis BMPOBGHULITBO [anis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/2205/01/02
NNiBKOBOKO Ekcnopt A/C Hepo3gacoBaHOro 3MiHK | TUNYy - 3MiHK Woa0 peyenmom
060/10HKO0, No 10 NpPOAYKTY, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
Mr no 100 TabneTok nepBuHHe Ta BBeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
y NNacTUKOBOMY BTOPWHHE npo cucTemy dapmakoHarnsgy (BBefeHHs
KOHTelHepi; no 1 nakyBaHHs, BUNYyCK y3arasibHeHUX faHunx npo cuctemy
nn1acTMKoOBOMY cepiit: X. lynabek hapMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
KOHTEliHepy B A/C, [aHis; BiANOBIAA/IbHOI 32 34iiCHEHHS
KapTOHHi KopobLyi BUNPOOYBaHHSA 3a hapmakoHarnsgy; KOHTakTHoOT ocobu 3
MOKa3HNKOM thapmakoHarnsay 3asasHUKa 415 34iACHEHHS
"MikpobionoriyHa thapmakoHarnagy B YkpaiHi, KLU0 BOHA
yucrora'™ BifiMIHHa Bif, YNOBHOBaXeHOI 0CO6M,
EypodiHc BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
Biodhapma (BKNIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
MpoaakT TecTiHr pO3MiLLEeHHI MacTep-thaiina cuctemu
[Oenmapk A/C, hapMakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
[JaHis KOHTaKTHOI 0CO6U 3asiBHMKa, BiANOBIAaLHOI 3a
hapmakoHarnsg B Ykpaii.
94. | KNOMIKCO/- | po3unH s iH'ekuii Nynp6ek [OaHis Brpo6HMUTBO [anis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3a UA/2206/01/01
AKY®DA3 50 mr/m; no 1 mn B Ekcnopt A/C Hepo3gacoBaHoro 3MiHK | TNy - 3MiHK Woao peyenmom
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
amnyni; no 10 amnyn NpoAYyKTY, 6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
B KapTOHHIi kopobu nepBrHHE Ta BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
BTOPWHHE npo cucTemy dhapmakoHarnsgy (BBefeHHs
nakyBaHHs1, BUNYCK y3arasbHeHUX AaHvx Npo cucTemy
cepiin: X. lynabek hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
A/C, OaHisi; BigNoBiAa/IbHOI 3a 3MjACHEHHSI
BunpobyBaHHs 3a thapmakoHarnsay; KOHTaKTHoi 0cobm 3
NMOKa3HNKOM hapmakoHarnsgy 3assBHUKa AN 34iICHEHHSN
«MikpobionoriyHa hapmakoHarnsgy B YkpaiHi, K0 BOHa
ymcToTa» (TecT Ha BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
€HL0TOKCUHMW): BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy
EypodpiHc (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Biodhapma pO3MiLLLeHHI MacTep-thaiina cuctemu
MpopakT TecTiHr thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
[Jenmapk A/C, KOHTaKTHOI 0CO6M 3asiBHKKA, BignoBigasibHOI 3a
[Oanis; thapmakoHarnsg B Ykpaii.
BunpobyBaHHs 3a
MOKa3HUKOM «TecT
Ha CTePU/bHICTb»:
Eii. xeid. BakciHc
A/C , [laHis
95. | KOKAPBOKC | po3uuH ansi iH ek, TOB "$3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15971/01/01
NNA3N 50 mr/2 mn; no 2 mn "BIODAPMA" "BIOPAPMA" 3miHu | TUny - 3miHu 3 sKocTi. APl. KoHTposb peyenmom
rAPOXNOPU | B amnyni; no 5 A®l. 3miHa y meToAax BunpobyBaHHs A®| abo
Jil amnyn y énictepi; no BUXIAHOIO MaTepiany/npoMiKHOro
1 a6o 2 6nictepu y npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
nauuj npoueci BupobHuutea A®| (iHWi 3MiHK Yy
MeToAax BUNPO6yBaHHA (BK/IHOYAOUN 3aMiHy
a60 fonoBHeHHs) APl abo
BUXIAHOrO/NPOMIXHOro NPoAykKTy) - BHeceHHs
3MiH 40 MeTogiB BUNpobyBaHHA AdI
Kokap6okcunasu rigpoxnopug, 3a NokasHNKOM
AKocTi «MikpobionoriyHa ynuctota», a came-
3MiHa METOAMKM NPOBELEHHS TECTYBaHHS 3
MeToAy «rIMBMHHOTO BUCIBAHHS» HA METOf,
«MeMbpaHHOI thinbTpaLli».
96. | KOMBICMNA3 TabneTku, BKpUTI OPIrAHOCUH OAE EBepTomxeH IHAiA BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 niosisea UA/15710/01/01
M® NNiBKOBOKO NANGCAEHCU Naiich CaeHcus 3MiHn | TMny - 3MiHK WoA0 peuyenma e
FACTPOKOM | o6onoHkoto, no 10 3 (E® 3ETI) Nimiten 6e3nekn/edeKTUBHOCTI Ta (hapmakoHarnsgy
DOPT TabneTok, BKpUTUX (iHWi 3MiHM) 3MiHX BHECEHO B IHCTPYKLiO AN1A

NNiBKOBOKO
060M0HKOI0, Y
6nicTepi 3 niBkK
atoMiHIEBOT Ta
donbru

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro 3acoby
00 po3ainy "Mo6iyHi peakuyii” WoA0 3BiTyBaHHA
npo No6iyHi peakuii. BBeAeHHA 3MiH NPOTAroM 6-
TV MiCAUIB Nic/1A 3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

antomiHiesor; no 1
abo 2 6nictepu y
nauui 3 KApToHY

97. | KOHTPONOK | Tabnetku Takepa M'm6X HimeuuunH BUPOGHMLTBO 3a HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0106/01/02

® racTpope3ncTeHTHI a MOBHUM LK/IOM: 3MiHM | Tuny - 3MmiHK 3 akocTi. CepTudiikat peyenmom

no 20 wmr; no 14
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

Takepa M'm6X,
Mmicue
BMPOGHULITBA
OpaHieHbypr

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHSA HOBOrO abo OHOBIEHOTO cepTudlikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs1 cepTudpikata
BiANoBIgHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[OMNOMDKHOI peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMpO6HMKa. [MogaHHSA OHOBNEHOTO cepTudikaTy
BignosigHocTti EP CEP R1-CEP 2007-246-Rev
05 (nonepepaHs Bepcia CEP R1-CEP 2007-246-
Rev 04) ans A®I naHTONpasony HaTpilo
CecKBiriapary Bif, BXe 3aTBepKeHoro
BUpobHuKa Takeda GmbH, y 3B’A3Ky 3i 3MiHOtO
agpecy BUPOGHWYOI ginbHuui Zydus Takeda
Healthcare Pvt. Ltd., a came , 3MiHa NoLITOBOro
iHaekcy palioHy Bawi (IHaist) 3 400 705 Ha 400
703. BupobHuya AinbHuuA Ta BCi BUPOOGHWUI
onepadii 3anvwarTbcsa 6€3 3MiH. 3miHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepIpKeHnX
mMeTofdax BUNPO6yBaHHS). 3MiHa y MeToauLi
npoBeAeHHA TecTy «laeHTudikalis», a came —y
YaCTUHI o0 BUABIEHHA APl MeToaoM
cnekTpodoTomeTpii B 6:1kHin [Y-06nacTi
cnekTpa (bIY) BignosigHo go EP 2.2.40
(p.3.2.P.5.2). Mpunag «cnektpochoToMeTp
6nmxHboro 14-gianasony 3 DCA» 3amiHeHO Ha
«BIY cnektpodhotomeTp XDS-Rapid Contact
Analyser (RCA), cpipmn Methrom, a6o
eKBiBa/IEHTHWI». 3MiHW | TUMy - 3MiHM 3 AKOCTI.
CepTtudikat BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudlikaTa BignoBiAHOCTI a60
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI

€Bponeiicbkin thapmakonei: ana A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ana 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yXe 3aTBEpAXEHOr0
BMpO6HMKa. [MogaHHSA OHOBNEHOTO cepTudikaTy
BignosigHocTi EP R1-CEP 2008-289-Rev 03
(nonepepnHs Bepcis CEP R1-CEP 2008-289-Rev
02) pnsa A®| naHTONpas3osy HaTpito
CecKBirigpary Bif BXxe 3aTBepKeHOro
BUpo6HMKa Hetero Drugs Limited. MpuunHoo
oHoBneHHsA CEP € gekinbka He3Ha4YHMX 3MiH B
aHasliTUYHMX NpoLedypax Aitlo4oi PeHOBUHU.
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW.
BunyueHHst BUPO6HMYOI finbHuL (BKIHOYAK0UM
AinbHuui ana A®Il, npomixHOro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHUL AN
NpoBefEeHHS NaKyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeEeHHS KOHTPOsItO cepii) abo
nocTavasnbHviKa BUXIAHOTO MaTepiasy, peareHTty
ab0 [ONOMIXHOT PevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE). BunyyeHHa BUPOGHUYOI AiNbHUL
ApgaHc ®apma M'M6X 5K oAaTKOBOI AiNbHULY,
BifJNOBIAaAIbHOI 3@ HAHECEHHSA NOKPUTTA Ha sapa
Tabnetok. BUPOGHYK L0 3a/IULLNBCS, BUKOHYE Ti
X cami doyHKLUi, WO | BUTyYeHnil. BBeeHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby (iHwi 3MiHM). OHOB/IEHHS
MKSA aons nikapcbkoro 3acoby, a came -
BUK/afEeHHS TEKCTY AEPXXaBHO MOBOIO, 3riAHO
Cy4yacHux BUMOr. BBefileHHs 3MiH MPOTArom 6-Tu
MicsILiB nicns 3aTBepKEHHS . 3MiHu | Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). BHeCeHHs 3MiH
[0 po3sainy “MapkyBaHHA" MKA 113"
3arBeppkeHo: TEKCTOBAA MAPKVPOBKA
(npunaraetcs). 3anponoHoBaHo: MapkyBaHHS

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns

(3rigHo i3 3aTBEPKEHMM TEKCTOM MapKyBaHHS).

3aTBEepPKEHHS
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
98. | KOHTPOJIOK | Tabnetku Takepa M'mM6X, HimeuuunH BUPOGHMLTBO 3a HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/9054/01/01
® racTpope3nCTeHTHI HimeuunHa a NMOBHUM LK/IOM: 3MiHM | Tuny - 3MmiHK 3 akocTi. CepTuddikat peyenmom

no 40 wmr; no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KopooLyi

Takepa M'm6X,
Mmicue
BMPOGHULITBA
OpaHieHbypr

BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMpO6HMKa. [MogaHHsA OHOBNEHOTO cepTudikaTy
BignosigHocTi EP CEP R1-CEP 2007-246-Rev
05 (nonepepaHs Bepcia CEP R1-CEP 2007-246-
Rev 04) ans A®Il naHTOoNpasony HaTpilo
CecKBirigpary Bif BXxe 3aTBepKEHOro
BUpo6HuKa Takeda GmbH, y 3B’A3Ky 3i 3MiHOO
agpecy BUPO6HWYOI ginbHuui Zydus Takeda
Healthcare Pvt. Ltd., a came- 3miHa NOLITOBOrO
iHaekcy palioHy Bawi (IHaist) 3 400 705 Ha 400
703. BupobHuya finbHuuA Ta BCi BUPOGHWUI
onepauii 3anvwaTbca 6e3 3MiH. 3miHu | Trny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepIKeHUX
mMeTofdax BUNPOo6yBaHHs). 3MiHa y MeToauLi
npoBefeHHs TecTy «laeHTudikauis», a came- y
YaCTUHI o0 BUABIEHHA APl MeToA0M
cnekTpohoTOMETPIT B 6/VXKHIN iHGpayepBOHiii
obnacrti cnektpa (BIY) BignosigHo go EP 2.2.40
(p.3.2.P.5.2). NMpunag «cnektpochoToMeTp
6nmxHbOro 14-gianasony 3 DCA» 3amiHEHO Ha
«BIY cnekTpochoTomeTp XDS-Rapid Contact
Analyser (RCA), chipmu Methrom a6o
eKBiBa/IEHTHWI». 3MiHW | TUMy - 3MiHW 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudpikart
BiAANOBIAHOCTI EBpONEechbkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ana
BUXIAHOIO MaTepiany/peareHTy/NpomiXXHOro
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n/n

NiKapcbKo20

Ha3ssa

3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMpO6HMKa. [ogaHHSA OHOBNEHOTO cepTudikaTy
BignosigHocTi EP CEP R1-CEP 2008-289-Rev
03 (nonepeaHs Bepcia CEP R1-CEP 2008-289-
Rev 02) ans A®l naHTONpasony HaTpilo
CecKBirigpary Bif BXxe 3aTBepKeHOro
BMpo6Huka HETERO DRUGS LIMITED.
3MmiHu | TUny - AgMIHICTPaTUBHI 3MiHN.
BunyueHHst BUPOOHMYOT AinbHuLi (BKIHOYAK0UM
AinbHuui ansa A®l, npomixXHOro NpoAaykTy abo
roTOBOrO JliKapCbkoro 3acoby, AiNbHWL A1
NpoBefAEHHA NakyBaHHS, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPO/ILO cepii) abo
rocTadyasibH1Ka BUXiAHOTO MaTepiasy, peareHTy
a60 [4ONOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y
pocee) (A.7. 1A)

BunyyeHHs1 BUPOGHMYOI AinbHNLi AgBaHC
$apma Mv6X, SK [,O0AaTKOBOI AifbHUL,
BiANOBIAA/IbHOT 32 HAHECEHHSI NOKPUTTSA Ha Agpa
TabneTok. BUpo6HWK, L0 3aMLLNBCS, BUKOHYE Ti
X cami doyHKUIT Lo i BUyYeHuii. BBefeHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nNikapcbKoro 3acoby (iHLWi 3MiHW).
OHoBneHHst MKA ans nikapcbkoro 3aco6y, a
came - BUKNafeHHs TEKCTY fepXaBHO MOBOIO,
3ri4HO Cy4acHWX BUMOT. BBeAEHHS 3MiH
NpPOTSArom 6-Tv MicsiLiB Nic/1s 3aTBEPAKEHHS.

99.

KOHTPOJIOK

®

Tabnetku
racTpope3nCTEHTHI
no 40 wmr no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopo6Lli

Takepa M'm6X

HimeyunH
a

BMPOGHMLTBO 3a
MOBHVM LK/IOM:
Takepa M'm6X,
Mmicue
BMPOGHULITBA
OpaHieHbypr,
HimeuuunHa;
HaHeceHHs
MOKpMTTA Ha agpa
Tabnertok:
ApsaHc ®apma
'vm6X, HimeuurHa

Himeyunna

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).

BunpaBneHo TeXHIYHY NOMW/IKY B IHCTPYKUIT Ans
MeANYHOro
3acToCyBaHHSA NiKapcbkoro 3acoby B HanMCaHHi
Homepa
peecTpauiiiHoro nocsig4eHHs B rpudi
«3ATBEPIXKEHO».
3ATBEPIDKEHO:
3ATBEP)KEHO
Haka3 MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu

3a
peyenmom

UA/9054/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
13.07.2018 Ne 1309
PeecTpaujiiHe nocBigyeHHs
Ne UA/99054/01/01
3AMPOMNOHOBAHO:
3ATBEPIXKEHO
Haka3 MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu
13.07.2018 Ne 1309
PeecTpaujiiHe nocBigyeHHs
Ne UA/9054/01/01
100. | KOMNAKCOH PO3YMH NS iH'EKLN, TOB «TeBa Ykpaina Bupo6bHMLTBO 3a I13pains/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6307/01/02
40 40 mr/mn, no 1 mn YkpaiHa» MOBHUM LK/IOM: Benuvka 3MiHY | Tuny - 3MiHK 3 skocTi. AdI. peyenmom
pPO34nHY B TeBa BpuTania/ Brpo6HMUTBO. 3MiHM BUNPOGyBaHb abo
nonepegHL0 dapmaLeBTikan HigepnaHan LONyCTUMUX MeX Y npoLeci BUpo6Huutea Adl,
HanoBHeHOMY IHpacTpi3 N14., / YropLymHa LLI0 BCTaHOB/EeHI y cneundikauisx (iHLwi 3miHK).
wnpwui; no 1 13pains; 3MeHLLEeHHS YacToTV BUNPOBYyBaHb MPOMIXHMX

wnpuuy B 6nictepi;
no 12 wnpwuis B
KapTOHHI Kopo6Lyi

Bupo6bHMLTBO 3a
MOBHVM LVK/IOM:
HopToH Xenckea
Nimiten T/A
AMNBEKC
dapmMacboTVKan3
IOK, Benvka
BpuTaHis;
KoHTporb cepii
(TinbkKM GionoriyHe
TecTyBaHHs): ABGiK
nrta., 13paine;
KoHTposb cepii
(nosHe
TecTyBaHHs,
BK/lOYa0UM Ha
CTEPWUNbHICTb Ta
6akTepia/ibHi
€HJ0TOKCUHW, ane
OKpim GiosioriyHoro
TECTyBaHHs):
dapmaxemi b.B.,
HigepnaHngy;
KoHTposb cepii
(TinbkKM GionoriyHe
TecTyBaHHs): AT
dapmaleBTUYHNI
3aBof Tesa,
YropLymHa,
KoHTposib cepii

NPOAYKTIB rnatmpamepy Ha ctagis | nig vac
BMpo6HMLTBa AP Big KOXHOI cepii Ao
LLlOHalMeHLLIe OfHI€l Ha pik ab0 OJHIET Ha KOXHi
20 cepili, CKOPOYEHHSA YacToTV BUNPOBOyBaHb
I'PYHTYETbCS Ha aHasli3i iICTOPUYHMX JaHuX Ta
OLiHLi py3UKIB. 3MiHK | TUMY - 3MiHW 3 AKOCTI.
A®|. Bupo6HMUTBO. 3MiHM BUNpOo6yBaHb abo
[0MNyCTUMMX MEX Y NpoLeci BUpo6HuLUTBa AdI,
LLIO BCTAHOBNEHI Y cneundikayisax (iHwi 3MiHK).
3MEHLLEHHS YacTOoTM BUNPOOYBaHb NPOMIXHUX
npoaykTis rnatmpamepy Ha ctagis Il nig vac
BMpo6HMLTBa ADI Big KOXHOI cepii go
LLIOHalMeHLLIe OfHIET Ha pik 260 OAHIET HAa KOXHi
20 cepili, CKOPOYEHHS YaCTOTK BUNPOBYBaHb
I'PYHTYETBCA Ha aHani3i iCTOPUYHUX JaHUX Ta
OUjiHLi pu3uKiB
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(ananitnyxe
TecTyBaHHs Ta
BUBYEHHSA
cTabinbHOCTI):
Asia Kemikan
IHpacTpi3 N14.,
I13painb
101. | KOMAKCOH® | po3uuH ans iH'exuin, TOB «TeBa YkpaiHa BMPOGHMLTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/6307/01/01
-TEBA 20 mr/mn no 1 mn YkpaiHa» NMOBHWUM LK/IOM: Benuvka 3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI. peyenmom
npenapary y TeBa BpuTania/ Bupo6bHMLTBO. 3MiHM BUNpobyBaHb abo
nonepegHL0 dapmaueBTikan HigepnaHngu [0MNyCTUMMX MEX Y NpoLeci BUpo6HMLTBa AdI,
HanoBHEHOMY IHpacTpi3 N1Ta,., LLIO BCTAHOB/EHI Y cneumdikauiax (HLWi 3MiHN)
wnpwui; no 1 13pains; 3MEeHLLUEHHSA YacTOTV BUNPOBYyBaHb MPOMDKHMX
nonepegHL0 BMPOBHMUTBO 3a NPOAYKTIB rnatmpamepy Ha ctagis | nig vac
HarnoBHeHOMY NOBHUM LMK/IOM: BMpo6HMLTBa ADI Big KOXHOI cepii go

LUNPWLY B KOHTYPHIlA
YapyHKOBIli ynakoBLyi
3anasHivi nanepom
abono 1l
nonepegHL0
HanoBHEHOMY
LUNPWLY B KOHTYPHIlA
YapyHKOBIli ynakoBLyi
3anasHii NNisKoio;
no 28 nonepefHLO
HanoBHEHUX
wnpuuis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHI KopooLyi

HopToH Xenckea
Nimiten T/A
AVBEKC
PapmMacboTVKan3
HOK, Benuka
BputaHis;
KOHTpONb cepil
(nosHe
TecTyBaHHs,
BK/lOYa0UM Ha
CTEPWUNBbHICTb Ta
6akTepiasibHi
€HJ0TOKCUHW, ane
OKpim GiosioriyHoro
TECTyBaHHs):
$apmaxewmi B.B. ,
HigepnaHngy;
KOHTpONb cepil
(TinbkKM GionoriyHe
TecTyBaHHs): AT
dapmavleBTUYHNI
3aBof Tesa,
YropLymHa,
KOHTpONb cepil
(TinbkKM GionoriyHe
TecTyBaHHs): ABGiK
nrta., 13pain.;
KOHTpONb cepil
(aHaniTnyHe
TEeCTYBaHHA Ta

LLIOHalMeHLLIe OfHIET Ha pik 260 OAHIET HAa KOXHi
20 cepili, CKOPOYEHHS YaCTOTK BUNPOBYBaHb
I'PYHTYETBCA Ha aHani3i iCTOPUYHUX JaHUX Ta
OLiHLi py3UKIB. 3MiHK | TUMY - 3MiHW 3 SKOCTI.
A®I. BUpobHuLTBO. 3MiHN BUNpobyBaHb abo

[ONyCTUMMX MEX Y NpoLeci BUpobHMLTBa AdI,
LLIO BCTAHOB/EHI Y cnevumdikayisx (HLWi 3MiHK)

3MeHLUEeHHS YacToTV BUNPoByBaHb MPOMIXKHMX
NpoAayKTiB rnartupamepy Ha ctagia Il nig yac

BMpo6HULTBa AP Bif KOXHOI cepii A0

LLlOHaMeHLLe OfHi€l Ha pik ab0 OAHIET HAa KOXHi
20 cepili, CKOPOYEHHS YaCTOTU BUNPObYBaHb
I'PYHTYETLCA Ha aHanisi iCTOPUYHUX AaHUX Ta

OLiHLj py3uKiB
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUBYEHHS
cTabinbHOCTI):
Asis Kemikan
IHpacTpis T4,
I3painb

102.

KOPBA3AH®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 25
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepy y nauui

MAT
"KuiBmegnpenap
ar"

YkpaiHa

MAT
"Knismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
YTOUHEHHS HanucaHHsA peecTpauiiiHol
npoueaypu Ta ctaTycy pek/iaMyBaHHA B
Hakasi MO3 Ykpaiuu Ne 1589 Big 13.09.2024 -
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCAiAKeHb
(PIP) (3MiHY y3ropKeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHVM BHECEeHi A0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbk1Mmn 3acobamu Ta iHLWi BUam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "3gatHicTb BNaMBaTu Ha
LUBUAKICTb peakuii npy kepyBaHHi
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHi3mamu',
"Mo6iuHi peakwi" BigNOBIAHO A0 OHOBMEHOT
iHcbopma,ii 3 6e3neku Ajtoyoi pevoBUNHN
(kapBeannony). TepmiH BBEEHHS 3MiH -
npoTArom 6 micsALiB nicns 3aTBepAKEHHS. 3MiHK
| TNy - 3miHM Wopao 6e3nekn/edheKTMBHOCTI
Ta chapmakoHarnaay (iHwi 3miHu) - 3miHn
BHECEHO 0 iHCTPYKLiT ANs MeAUyYHOro
3acToCyBaHHA /likapcbKoro 3acoGy, a came
BUJTYY4EHO TEKCT iHCTPYKUiT AN MeAUYHOTO
3acToCyBaHHS liKapCbKOro 3acooy
pocilicbkolo MoBO. TepMiH BBEAEHHSA 3MiH -
NPOTArom 6 mMicsLiB nicnsa 3aTBepAKEeHHS.

3a
peyenmom

He
nionsiea
€

UA/1371/01/01

103.

KOPBA3AH®

TabneTkn, BKPUTI
N1iBKOBOKO

MNAT
"KviBmegnpenap

YkpaiHa

NAT
"KviBmegnpenapa

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
YTOUYHEHHS1 HanUcaHHA peecTpauiiHol

3a
peyenmom

He
nionsiea

UA/1371/01/02
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

060/10HKO0, M0 12,5
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu y nauui

ar

npoleaypu Ta ctatycy pekiamyBaHHS B
Hakasi MO3 YkpaiHu Ne 1589 Big 13.09.2024 -
3miHu | TNy - 3MiHn WwWoao
6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perysisipHO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofkeHo 3 KOMNeTEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHN BHECEHI A0
IHCTPYKLT ANA MeAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby A0 po3ginis
"MNMpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbknmu 3acobamu Ta iHLWi BUAN
B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
rofyBaHHs rpyat”, "3aatHicTb BNMBaTu Ha
LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHLWMMK MexaHisMamu”,
"Mo6iyHI peakyii" BiANOBIAHO 4O OHOBNEHOI
iHhopmawuii 3 6e3neku Aitoyoi pevoBUHM
(kapBegwniony). TepmiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB nicns 3aTBepKeHHsS. 3MiHU
| Tuny - 3miHn wopo 6e3nekn/echekTMBHOCTI
Ta chapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO 0 iHCTPYKLii Ans MeauYHOro
3acTOCYBaHHSA JliKapCbKOro 3aco6y, a came
BUJTYY4EHO TEKCT iHCTPYKLUiT AN MeAUYHOro
3acTOoCyBaHHA NiKkapCcbKoro 3aco6y
pocilicbkoto MoBoto. TepmiH BBEAE€HHS 3MiH -
NPOTArom 6 mMicsiLiB nicns 3aTBepAKEHHS.

€

104.

KOPOAPOH®

PO3YMH NS iH'EKLN,
50 mr/mn; Ne 6: no 3
MJ/1 B amnyni; no 6
amnysn B nNosiMepHux
yapyHkax y
KapTOHHI Kopo6Lyi

TOB "CaHodhi-
ABeHTIiC
Ykpaiva"

YkpaiHa

Bupo6HMLTBO,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1,
aHaniTMyHe
BMMNPOGYBaHHA Ta
BMNYCK Cepiit:

dpaHuin/
ITanisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBEeEHHA 10AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHW abo BCbOro
BMPOGHNYOro NpoLecy roToBOro MikapCbKoro
3aco6y (AibHUUA 415 BTOPUHHOMO NakyBaHHS)
BBefeHHs 404aTKOBOT BUPOGHNYOI AiNSIHKN
CAHO®I C.P.J/1., Bia BanbkaHenno,4, AHAHHI

3a
peyenmom

He
nionsieae

UA/3683/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

CaHocpi BiHTpon
IHgacTpia,
®paHLis

Brpo6HMLTBO,
nepBuHHe
nakyBaHHsl,
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
aHaniTnyHe
BUMPOOYBaHHA Ta
BUMYCK Cepiii:
CAHO®I C.P.J1.,
ITanisa

(®P), 03012, Itania (SANOFI S.R.L., Via
Valcanello, 4, ANAGNI (FR), 03012, ltaly) y
AKOCTI aNlbTEepPHATUBHOI BUPOOHUYOI AiNbHNL,
BifiNOBIAaANbHOI 3@ BTOPMHHOTO NakyBaHHS A0
BXeE 3aTBepKeHoi AinbHuL CaHodi BiHTpon
IHpacTpia, ®paHuisa BiANOBIfabHOI 38
BUPOGHWLTBO, NEPBUHHE NakKyByaHHs, BTOPUHHE
nakyBaHHs1, MapKyBaHHs1, aHaniTu4He
BMNPOOYBaHHA Ta BUNYyCK cepiil. OHOBMEHHS p.
3.2.P.3.1. BBeieHHA 3MiH NPOTAroMm 6-Tu MicALiB
nicns 3aTBepmxeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTtofax
BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BUNPOGYBaHHS)
3miHa y MmeToax BunpobyBaHHSA BMICTY noguay
Ta NPOAYKTiB po3knaay AN A0AaTKOBOI AiNIbHUL
(3MiHM y npo6oniaroTosLi 6e3 3MiHW
KOHLeHTpaLi KiHLIeBOro po3unHy). BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA y NpoLieci BupobHuutea AdI
(iHwWi 3mMiHW y MeToAax BUNpPobyBaHHSA
(BKOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MpoMiXXHOro npoAykTy) logaBaHHs
a/IbTEPHATUBHOIO MeTOAY BUNPo6yBaHb ANs
Mikpo6ionorivyHoi umctotn gns A®l ans
popartkosoro BupobHuka (EP 2.6.12). BeegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
FoToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO NlikapCbkoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPO/b/BMNPOBYBaHHSA cepil
BBefeHHs1 oAaTKOBOI BUPOOHUYOI AiNSHKN.
CAHO®I C.P.J/1., Bia BanbkaHenno,4, AHAHHI
(PP), 03012, ITania (SANOFI S.R.L., Via
Valcanello, 4, ANAGNI (FR), 03012, Italy) y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

SAKOCTi a/lbTepPHATUBHOT BUPOBHNYOI AiNbHULL,
BiANOBIA&/IbHOI 3a BUMYCK Cepii, BKIOYaumn
aHaniT4yHe BUNPOBYBaHHSA rOTOBOrO
NikapcbKoro 3acoby [0 BXxe 3aTBepaKeHol
AinbHuui CaHodi BiHTpon IHagacTpia, ®paHuis
BiANOBIAa/IbHOI 32 BUPOOHULITBO, NEPBUHHE
nakyByaHHsl, BTOPMHHE MakKyBaHHS, MapKyBaHHS,
aHaniTnyHe BUNPoByBaHHA Ta BUMYCK Cepili.
OHoBrieHHs p. 3.2.P.3.1, BUHECEHHS (OyHKLUl
3aTBepxeHoro Bupo6Hrka CaHodpi BiHTpon
IHpacTpia, ®paHuis
3MiHM BHECEHO B IHCTPYKLiO A1 MeAUYHOT0
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3aim
«BunpobHuK» Ta «Micue3HaxomKeHHs BUPOGHMKa
Ta agpeca Micus NpoBapKeHHs 11oro
[iANbHOCTI», AK HACMIJOK — 3aTBEPAKEHHS
TEKCTYy MapKyBaHHS yNaKkoBKM NiKapCbKoro
3acoby 4519 A0AATKOBOro BUPOGHUKa. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBep/XeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B TEKCT MapKyBaHHs
yMakoBKM MiKapCbKOro 3acoby (415 BUPOOHMKa
«CaHodpi BiHTpon IHaacTpia», ®paHuis») B
po3ain 6. «IHWE>» (nepBMHHA ynakoBka) Ta y
po3ain 17. «IHWE» (BTOpUHHA ynakoBkKa).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
FoToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AATKOBOI
OiNbHAL BUPOBGHULITBA A1 YACTUHN ab0 BCbOro
BMPOGHMYOro NPOLLeCy roToBOro likapcbKoro
3aco06y (AinbHWLA 415 NEPBYHHOTO NaKyBaHHS)
BBefeHHA 104aTKOBOT BUPOGHUYOI AiNSHKN
CAHO®I C.P.J1., Bia BanbkaHenno, 4, AHAHHI
(®P), 03012, Itania (SANOFI S.R.L., Via
Valcanello, 4, ANAGNI (FR), 03012, Italy) y
AKOCTI a/lbTEPHATUBHOI BUPOOHUYOI AiNbHUL,
BifJNOBIAa1bHOI 3@ NEPBUHHE NaKyBaHHA A0 BXe
3aTBepKeHOT AinbHULi CaHodi BiHTpon
IHpacTpia, ®paHuisa BiANOBIAaIbHOI 3a
BUPOBHWLTBO, NEPBUHHE NakKyByaHHs, BTOPUHHE
nakyBaHHS, MapKyBaHHs1, aHaniTu4He
BMNpPoBYyBaHHA Ta BUNYyCK cepiil. OHOBNEHHSA p.
3.2.P.3.1. BBeAeHHs 3MiH NpoTArom 6-T1 MicsLiB
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

nicnsa 3aTBepKeHHs. 3MiHu 1l Tuny - 3MiHun 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AATKOBOI
OiNbHAL BUPOBGHULITBA A1 YACTUHN ab0 BCbOro
BMPOGHMYOro NPOLLeCy roToBOro likapcbKoro
3aco6by (iHwWi 3MiHN) BBegeHHs AoaaTkoBol
BMpo6HUYOI ainsHkn CAHO®I C.P.J1., Bia
BanbkaHenno,4, AHAHHI (®P), 03012, ITanis
(SANOFI S.R.L., Via Valcanello, 4, ANAGNI
(FR), 03012, Italy) o Bxe 3aTBEpPOXKEHOT
AinbHuui CaHodi BiHTpon IHgacTpia, ®paHuisa y
AKOCTI aNlbTepPHATUBHOI BUPOOHUYOI AiNbHUL,
BiANOBiAA/IbHOT 38 BUPOOHULTBO
Hepo3gacoBaHOI Npoaykuii. HoBa BupobHMYa
pinsiHka CAHO®I C.P.J1., ITania gogaeTtbea Ao
BXe 3apeecTpoBaHOl Ha AaHWin MOMEHT
BMPOGHWYOI AinbHNLi CaHodi BiHTpon
IHpacTpia, ®paHuis, BiANOBIAA/IbHOI 3a
BUPOGHMLITBO, NEPBUHHE NaKyBaHHS, BTOPUHHE
nakyBaHHs1, MapKyBaHHs1, aHaniTu4He
BMNPOGYBaHHS Ta BMUMYCK CEPIii; OHOBMEHHS p.
3.2.P.3.1; p. 3.2.P.3.2; p. 3.2.P.3.3; 3MiHN y
BMPOBHMYOMY npoueci, po3mipi cepii ( 3 150000
amn. oo 244.766 amvn.), BUNpPobyBaHHi
BHYTPILLHbOBUPOBHUYMX KOHTPONIB AN
3anponoHOBaHOr0 BUPOGHMKA Yepes pi3Hy
NOTYXHICTb 06nagHaHHA AinbHuui CAHO®I
C.P.N., Bia BanbkaHenno,4, AHAHHI (®P),
03012, Itania (SANOFI S.R.L., Via Valcanello, 4,
ANAGNI (FR), 03012, Italy) BBegeHHSs 3MmiH
NpPOTAroM 6-TM MicALB Nicaa 3aTBepPAKEHHS

105.

NEBILUTAM
250

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, 1Mo 250
mr no 10 TabneTok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHIN nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMUTBI (iHLUi
3MiHM). AKTyanisauis Ha3B, OAVHWLb BUMIPY Ta
Jiana3oHiB napamMeTpiB NpoLecy «HaHeCceHHs
NOKPUTTS TabNeTok» (NapameTpu: «TUCK
BXiZIHOrO MOBITPS1», «TUCK PO3PiAKEHHS,
«LBWAKICTb MofAadi CycneHsii») y 38’A3Ky 3
MOAEPHi3aLlielo yCTaHOBKM A1 HAHECEHHS
NOKPUTTSA. 3MiHK | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHW Yy BUPOOHULITBI
(iHWi 3MiHW). YTOUYHEHHS iHdhopMaii Wwoao
HaHeceHHs1 Homepa cepii | TepMiHy NpuAaTHOCTI
Ha cTagji «dPacyBaHHA» Ta «llakyBaHHA»

3a
peyernmom

UA/11396/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

(MeTof0M ApyKy B ONOBHEHHSA A0 METOAY
BIATUCKY), 3aTBEPAKEHO: PacyBaHHS YiTKICTb
BiATUCKY HOMepY cepii | TepMiHy NpMAATHOCTI.

MakyBaHHSA YiTKICTb BiATUCKY HOMeEpY cepil i

TEepPMiHy NPMAATHOCTI Ha nayuj, YiTKiCTb BiATUCKY
i HoMepy cepii TepMiHy NPUAATHOCTI Ha eTUKETL
TPaHCNOPTHOI Tapu, 3anponoHOBaHO:
PacyBaHHSA YiTKICTb HAHECEHHSA HOMepY cepii i
TEepMiHy NpUAATHOCTI. MNakKyBaHHS YiTKiCTb
HaHeceHHs HoMepy cepii | TepMiHy NpuAAaTHOCTI
Ha nauyuj, YiTKiCTb HAaHECEHHS HOMepY cepil i
TepMiHy NMpUAATHOCTI Ha eTUKETL|i TPaHCMOPTHOT
Tapu. 3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHW). 3MiHa
nepioANYHOCTI KOHTPO/TIO NMOKa3HUKa

«Mikpob6ionoriyHa unctoTa» Ta gofaBaHHs

BiAMNOBIAHOT NPMMITKKM y cneundikauii M3
(KOHTpO/Ib NOKa3HMKa «MiKpobionoriyHa
ynMcTOoTa» 3AJNCHIETLCS Ha NepLLUil cepii y poui
Ta He pifLue HiX Ha KOXHi i 10-ii cepii»)
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO

NiKapcbKoro 3acoby (3BYXXEHHS A0MyCTUMUX

mMex). 3MiHa y creumdikaLisix KOHTPOso
TabneTok Hepo3shacoBaHMx Ta roTOBOrO
NPOAYKTY (Ha BUNYCK Ta NPOTArOM TEPMiHY
nNpuAaTHOCTI), & caMe HOPMyBaHHS NoKasHuka
«CynpoBigHi JOMILLKN», Y 3B’A3KY 3
npuBeAEeHHAM Yy BiANOBIAHICTb 40 BUMOr
MOHorpadii «Levetiracetam Tablets» USP Tta
BMMOT [0 BMICTy AOMIiLLKM B cybCcTaHL,i
nesetupavetamy. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO MikapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHS). 3MiHN [0 METOAUKN KOHTPOJTH0
3a NoKasHWKoM «CynpoBifHi 4OMILLKu», a caMe

BHECEHHS NPUrOTyBaHHs Ta

XpomaTorpadlyBaHHsi po3uunHy naauebo, Lo
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n/n

NiKapcbKo20

Ha3ssa

3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

[03BOJISIE OAHO3HAYHO XapakTepusyBaTy BMICT
OOMILLOK Y 3pa3ky. 3MiHuM | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby (iHwi 3MiHW). BunyyeHHs n.
EHaHTiOMepHa uncToTa i3 cneyudikauii ans
KOHTPO/0 TabneTok Hepo3dacoBaHMX, rOTOBOrO
NPOAYKTY (Ha BUNYCK Ta NPOTArOM TEPMiHY
npugaTHocTi) Ta i3 cneundikauii cTabinbHOCTI.
FAK HacnifoK 3MiHa BUMOT [0 NoKasHuka
«lpeHTudpikauis» (BEPX) y cneuucpikauii ana
TabneTok Hepo3gacosaHux (A5 igeHTudiKawii
BMKOPVCTOBYBATU XpOMaTorpamu, oTpumaHi npu
npoBefeHHi BUNpobyBaHHs «KinbkicHe
BU3HAYEHHS», a He «EHaHTIOMepHa YMcToTa»)
Ta BHECEHHS MoKa3HuKa «laeHTudikauiss
(BEPX) y cnevudikauii 4151 roToBOro NpoaykLii.
MpoTe igeHTUdiKauis npenapary MeToA0M
BEPX 6yge 3ailicHioBaTVCA N1LLe Ha cTagji
Hepo3dhacoBaHOT NPOAYKLi, a pe3ynbTatn
KOHTPO/I0 NEPEHOCUTUMYTbCS B cepTudikar
akocTi M'N3.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby (iHwi 3miHM). 3MiHa
dopmaty po3sginis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.5.3., BunyyeHHs iHdhopmauii Loao
KOHTPOJ/110 TOTOBOI NPOAYKUIT 3 po3ainiB
3.2.P.3.3; 3.2.P.3.4, 3MiHEeHO BUKNafeHHs
iHthopmawii LWoA0 nepemilleHHs roToBOro
NpoayKTy 3 cepTudikaTtoM SKOCTi Ta J03B0OJIOM
Ha BUMYCK cepii B 30Hy «103BOIEHO A0
peanisauii» . B posgini 3.2.P.3.5 sanigauis
aHaNiTUYHOT METOAMKN A/151 KOXKHOTO MOKa3HUKa
SAKOCTI 3BITW 3 Banigauii AHaNiTUYHUX METOAMNK
HaZjaHO OKpeMo.

106.

NEBILNTAM

500

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO0, 1Mo 500
Mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOOGHMLTBI (iHLUi
3MiHK). AKTyanisauisi Ha3B, OAUHULL BUMIpY Ta
Jiana3oHiB napameTpiB NpoLecy «HaHeCeHHs
NOKPUTTS TabeToK» (NapameTpu: «TUCK
BXiJHOrO MOBITPS», «TUCK PO3PIiAKEHHS,
«LBWAKICTb NoAaYi CycneHsii») y 38’A3ky 3
MOZEpPHi3aLli€l0 YCTaHOBKM A1 HAHECEHHS
NOKPUTTSA. 3MiHW | TUNY - 3MiHM 3 AKOCTI.

3a
peyenmom

UA/11396/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULITBI
(iHWi 3MiHW). YTOUYHEHHS iHhopMaii Woao
HaHeceHHs1 Homepa cepii | TepMiHy NpuAAaTHOCTI
Ha cTagil «PacyBaHHA» Ta «[aKkyBaHHsS»
(MeToaoM ApyKy B AOMOBHEHHSA A0 METoAy
BiATUCKY), 3aTBEPAKEHO: DacyBaHHS YiTKICTb
BIATMCKY HOMepY cepii i TepMiHy NpuAaTHOCTI.
MakyBaHHS YiTKICTb BiATUCKY HOMEpY cepil i
TepMiHy NPMAATHOCTI Ha nayui, YiTKiCTb BiATUCKY
i Homepy cepii TepMiHy NPUAATHOCTI Ha eTUKeTL
TpaHCNopTHOI Tapw, 3anponoHOBaHO:
dacyBaHHS uiTKICTb HAHECEHHS HOMepY cepil i
TEepMiHy nNpuaaTHoCTI. MNakyBaHHA YiTKICTb
HaHeCeHHs1 HoMepy cepii | TepMiHy npuaaTHOCTI
Ha nauyuj, YiTKiCTb HaHeCEHHs1 HoMepy cepil i
TepMiHy NpUAATHOCTI Ha eTUKEeTL TPaHCNOPTHOI
Tapu. 3Minu | TMRYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3mMiHM). 3MiHa
nepioAnNYHOCTI KOHTPO/TO NOKa3HUKa
«MikpobionoriyHa unctoTa» Ta fofaBaHHs
BiAMOBIAHOT NPMMITKM y cneuudikauii M3
(KOHTPO/Ib MOKa3HMKa «MiKPOBGioNoriYHa
yncToTa» 34JNCHIETLCA Ha NepLLUii cepii y poui
Ta He pifLue HiX Ha KOXHi i 10-ii cepii»)
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLini Ta/abo fonycTUMMNX MEX rOTOBOrO
NiKapCbKOro 3acoby (3BY)XEHHS JOMYyCTUMUX
Mex). 3MiHa y crieumdikaLisix KOHTPOso
TabneTok Hepo3acoBaHnx Ta roTOBOr0
npoAaykTy (Ha BMMNYCK Ta NPOTAroOM TEpPMiHY
NPUAATHOCTI), @ caMe HOPMyBaHHS NOKa3HMKa
«CynpoBifHi JOMILLKW», Y 3B’A3KY 3
npuBELEHHSM Y BiANOBIAHICTb A0 BUMOT
MoHorpadii «Levetiracetam Tablets» USP Ta
BMMOT [0 BMICTY AOMILLKN B Cy6CTaHLil
neseTvpaueTamy. 3MiHM | TURY - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BMNPO6YBaHHS). 3MiHW 4,0 METOAWKN KOHTPOJIHO
3a NOKa3HMKOM «CynpoBifHi AOMILLKM», a came
BHECEHHS NPUroTyBaHHsA Ta
XpomaTorpadlyBaHHs po3uunHy nnauebo, Lo
[,03BO/ISIE OHO3HAYHO XapakTepn3yBaTun BMICT
[OOMILLIOK Y 3pa3ky. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHK). BunyyeHHs n.
EHaHTiOMepHa uncToTa i3 cneuundikauii gns
KOHTPO/0 TabneTok Hepo3dacoBaHMX, rOTOBOrO
npoaykTy (Ha BMMNYCK Ta NPOTAroM TEpPMiHY
npugaTHocTi) Ta i3 cneyndikauii cTabisibHOCTI.
SK HacniAoK 3MiHa BUMOr 40 MoKasHuKa
«lgeHTucpikauis» (BEPX) y cneuucpikauii gns
TabneTok Hepo3sgacoBaHux (Ans igeHTudiKawii
BMKOPVCTOBYBATU XpOMaTOorpamu, oTpumaHi npu
npoBefeHHi BUNpo6yBaHHs «KinbkicHe
BU3HAYEHHA», & He «EHaHTIOMepHa YncToTa»)
Ta BHECEHHS NOKa3HUKa «laeHTudikauis»
(BEPX) y cneumdikauii 15 roToBOro Npoaykuii.
MpoTe igeHTUdiKavlis npenapaty MeToAoMm
BEPX 6yae 3ailicHioBaTUCA N1LLE Ha cTagji
Hepo3dgracoBaHO! NPOAYKLi, a pesynbTatn
KOHTPO/T0 NepeHOCUTUMYTbCS B cepTudiikat
akocTi MN3.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHa
thopmaty posginis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.5.3., BUuny4eHHs iHdopmadii Loao
KOHTPO/0 FOTOBOI NPOAYKLUIT 3 po3ainis
3.2.P.3.3; 3.2.P.3.4, 3miHeHO BUK1adeHHsA
iHchopMmawii LWoAo nepemillleHHS roToBOro
NpoAayKTy 3 cepTuchikatomM SKOCTi Ta 403BOSIOM
Ha BUMYCK cepii B 30Hy «403BOMIEHO A0
peanizauii» . B po3gini 3.2.P.3.5 Banigauis
aHaNiTMYHOT METOAMKN AN151 KOXKHOTO NOKa3HUKa
AKOCTI 3BITK 3 BasligaLii AHaNiTUYHUX METOAUK
HafJaHO OKpeMmo.

107.

NENMPOPENI
H-BICTA

imnnaHTat no 11,25
Mmr, no 1 imnnaHtaty
y wnpuuy-
annikatopi (wnpuu-
annikatop

CKnagaetbCa 3

MicTtpan Kenitan
MeHemKMeHT
Nimiteg

AHrnis

Bupo6bHuLTBO
rOTOBOI NiKapCbKOI
hopmMu, NepBuHHA

Ta BTOPMHHA

ynakoBka,
KOHTPO/b cepil,

HimeuunHa/
LLseiiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLi NikapCcbKoro
3ac00y, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi

3a
peyenmom

He
nionsieae

UA/19863/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
noniMmepHoro BUnyck cepii: AMB perynsipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
Kopnycy 3 Tpumayem M6X, HimeuunHa,; nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
ONns iMniaHTaTy, Crepwunizauis: 3aCTOCyBaHHS NikapcbKoro 3acoby B
rofIKN Ta NOPLUHS); CuHepxi Xeanc nicnsipeecTpadiiHuii nepiog, abo sik pesynbtart
no 1 wnpuuy B [Nariken EAOXi, OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
nakeTi pa3om 3 LLiBefiuapis; BIANOBIAHO A0 MaHy nejiaTpUyHUX JOCAiAKEHb
BOJI0rONONIMHA/ILHO Crepunisavis, (PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
10 Kancynoto, no 1 MikpobionoriyHe YMNOBHOB&XEHVM OpraHom)
nakeTy B KAPTOHHIl TecTyBaHHs: BBE® 3MiHV BHECEHI A0 iHCTPYKLiT 4518 MegnyYHOro
nauuj CrepiniseiiwHceps 3aCTOCyBaHHS NikapCcbKoro 3acoby y po3aim
i3 'm6X, "Oco6nmBocTi 3acTocyBaHHA", "MobivHI peakuii”
HimeuumnHa; BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3neku
Mikpob6ionoriyHe Lito4oi pevyoBuHU. TepmiH BBeLeHHS 3MiH -
TEeCTyBaHHS: npoTArom 6 micAuiB nicns 3aTBepKeHHs
Na6op /IC CE &
Ko. KT,
HimeuuunHa;
MikpobionoriuHe
TECTyBaHHS:
€BpodpiHC
Bio®apma
MpoaakT TecTiHr
MtoHxeH TM6X,
HimeyynHa
108. | NEKAQON TabneTku, BKPUTI CaHpo3 CnoBeHis [,03BiN Ha BMNYCK CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niossea UA/18643/01/01
NOHIr naiBKOBOIO dapmacbloTikan cepiii: pevis 3MiHM | TUnY - AAMIHICTPaTVBHI 3MiHK. 3MiHa peyenma e
060/10HKOt0, 200 3.4 Nek HalimeHyBaHHs Ta/abo agpecy MicuA
Mr/500 mr no 6 a6o dapmaneBTUYHA NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
no 8, aéo no 10 KomnaHia g.4., rOTOBOrO /iKapCbKOro 3acoby, BK/IUaoum
TabneTok y 6nictepi; CnoBeHis AinbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
no 6 TabneTok y KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBifae
6nicTepi, no 1 BMPOGHMLTBO 3a BMPOGHMK/IMNOpPTEpP, BK/KOYAKYM BUMYCK Cepili)
6nictepy y NMOBHWUM LK/IOM: 3MiHa agpecy BUPO6HUKa BigMoBifabHOMo 3a
KapTOHHI kopobuyj; PoHTic Xennac NOBHUIA LKA BUPOGHMLTBA. 3MiHM BHECEHO B
no 8 TabneTok y Megikan eHg, IHCTPYKLi0 AN1S MeAMYHOro 3acToCyBaHHS
6nicTepi, no 2 PapmacbloTikau nikapcbkoro 3acoby y po3ain
6nictepn y Mpogaktc C.A., "Micue3HaxompkeHHs BUPO6HVKa Ta afpeca
KapTOHHI kopobuy; pevis MiCLii NPOBaPKEHHS 00 Ais/IbHOCTI" 3
no 10 TabneTtok y BiANOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
6nictepi, no 1 a6o 2 ynakoBOK. TepMiH BBEAEHHS 3MiH NPOTAromM 6
6nictepn y MiCALIB MiCNSA 3aTBEPAKEHHS.
KapPTOHHI Kopobui
109. | NIBUHOMNPWUN | TabneTtku no 20 TOB «TeBa Ykpaina AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/6092/01/02
H-TEBA mr/12,5 mr; no 10 YKpaiHa» dapmaleBTUYHNI YTOUHEHHS CTAaTyCy pek/iaMyBaHHSl B Hakasi peyenmom niosisiea
TabneTok y 6nictepi; 3aBoa TeBa MO3 YkpaiHu Ne 1589 Big 13.09.2024 B €




108

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

no 3 6nictepun y
Kopoobui

npoueci BHeCeHHs 3MiH (3MiHu | Tuny -
AfMiHICTpaTUBHI 3MiHN. 3MiHa Ha3Bu
nikapcbKoro 3aco6y. 3MiHM BHECEHO LLIOAO
Ha3BW JIIKapCbKOro 3acoby.
3aTtBepaxeHo: N1IB0OTIA3NA-TEBA
3anponoHoBaHo: JlisuHonpun H-TeBa BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepKeHHs). Pepakuis B Hakasi - He
3a3HayeHo. BipHa peaakuis - He nignsrae.

110.

NIHAWHET 20

TabneTku, BKPUTI
060/10HKOI0, N0 21
Tabnetui B 6nicTepi,
no 1 a6ono 3
6nictepu pasom 3
KapTOHHUM
dyTnsspom Ans
36epiraHHsa 6nictepa
B KapTOHHii
ynakosLi

BAT "TepeoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropimHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MmiHK 3 akocTi. CepTudiikat
BignosigHocTi/lTE-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHSA HOBOrO abo OHOBIEHOTO cepTudlikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yXe 3aTBEPAXEHOr0
BMpO6HMKa. [MogaHHSA OHOBNEHOTO cepTudikaTy
BiANOBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2011-026-Rev 02 Big 3aTBEpAKEHOIO
BMpo6bHMKa Gedeon Richter Plc., YropwuHa ans
[ir040i pevoBUHM eTUHINecTpasion
(3aTBEpAXeEHO: R1-CEP 2011-026-Rev 01;
3anponoHoBaHo: R1-CEP 2011-026-Rev 02). Ak
Hacnifok y pamkax npouegypw CEP Biabynucb
He3HauHi 3MiHK y cneuudpikauii APl 3a
nokasHukamu: «BTpaTa B maci npu
BUCYLLYBaHHi» (BUNPOBYBaHHS NPOBOAUTLCSA
3rigHO 3 BUMOT YnHHOI Ph. Eur. (2.2.32);
«MikpobionoriyHa ynctota» (BBEAEHO NOKa3HUK
BignosigHo o sumor Ph. Eur. (5.1.4) Ta
BHYTPILUHLOT NOAITUKU 3 AKOCTi BUPOBGHUKa J13).

3a
peyenmom

UA/7688/01/01

111.

NIHAVHET 30

TabneTkn, BKPUTI
060/10HKOI0, MO 21
Tabnetui B 6nicTepi;
no 1 a6o 3 6nictepu
pas3oM 3 KapTOHHUM
dyTnapom ans
36epiraHHs 6nictepa
B KAPTOHHIl

BAT "TeneoH
PixTep"

YropuwuHa

BAT "TeneoH
PixTep"

YropwuHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHK | TNy - 3miHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkili hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BiANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
Bi4MOBIAHOCTI €BpoNelichbkili hapmakonei: ans
AdI; ansa BuxigHoro

3a
peyenmom

UA/7689/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

ynakosLi

martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHY (cepTudiikat
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yXe 3aTBEPAXEHOr0
BMPOGHUKa. MogaHHs OHOBEHOro cepTudikaty
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP 2011-026-Rev 02 Big 3aTBEpAKEHOIO
BMpo6HMKa Gedeon Richter Plc., YropwuHa ans
Lit040i pevoBUHM eTUHINecTpasion
(3atBepmxeHo: R1-CEP 2011-026-Rev 01;
3anponoHoBaHo: R1-CEP 2011-026-Rev 02). Ak
Hacnigok y pamkax npouenypu CEP Big6ynuce
He3HauHi 3MiHM y cneumndikauii APl 3a
nokasHukamu: «BTpara B maci npu
BUCYLLYBaHHi» (BUNPOBYBaHHS NPOBOAUTLCSA
3rigHoO 3 BUMOT YnHHOI Ph. Eur. (2.2.32);
«MikpobionoriyHa unctota» (BBeAEHO NOKa3HMK
BignosigHo o sumor Ph. Eur. (5.1.4) Ta
BHYTPILLUHBOI NONITVKM 3 AKOCTi BUpO6HMKa J13).

112.

MArHIO
CYNb®AT

NOpoLLOK; No 25Ty
KOHTeliHepax; no 10
rabono25ry
nakertax

MpAT
PapmaueBTUyYHa
habpuka
"Biona"

YkpaiHa

MpAT
PapmaueBTUyYHa
(pabpuka "Biona"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micua
NPOBaMKEHHA Aif/IbHOCTI BUPOOHMKA
(BKTtOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpPOBEAEHHSA KOHTPO/IHO AKOCTi), ab0 BNacHUKa
macTep-ghaiina Ha Adl, abo noctavanbHMKa
Adl/BnxigHoro matepiany/peareHTy/npoMiXKHOrO
NPOAYKTY, L0 3aCTOCOBYITHCHA Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y JOCLE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BiZNOBI4HOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHoMy
[ocbe, abo BUPOGHVKA HOBOT LOMOMKHOI
PEUYOBUHM (SKLLO 3a3HAYEHO Y JOCbE). 3MiHa
Ha3Bu BUpobHMKa APl 3 OPITAHIKA dalinxemi
M6X BondeH Ha Beiinxem OPIAHIKA 'vbX.
Micue3HaxokeHHS BUPOGHMKa, BUPOGHMYA
AinbHMUA Ta yci BUpobHuyi onepaduii
3aMLWATbLCA HE3MIHHUMMU.

6e3
peyenma

UA/0764/01/01

113.

MEJOLE®

NOPOLLOK A5
PO3UMHY A5 iH KL
nolr;1a6o 10, abo

Megpokemi T/,
BY/.

Kinp

BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
Megokewmi Nimites,

Kinp/
B’eTHam

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
YTOUYHEHHSA cTaTycy pek/laMyBaHHsA B HaKasi
MOS3 YkpaiHu Ne 1589 Big 13.09.2024 B

100 dhnakoHis 3 Kinp; npoueci BHECEHHA 3MiH (3MiHu | Tuny -
NOPOLLKOM Y BMPOBGHULITBO AZMiHICTpaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS
KapPTOHHI Kopobui roToBOro Ta/ab0 agpecun micusa NPoBamKEeHHs AiaNbHOCTI

3a
peuyenmom

He
niosisiea
€

UA/0776/01/01
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n/n

Ha3ssa

NiKapcbKo20

3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

nikapcbKoro
3acoby, nepBrHHE
Ta BTOPUHHE
nakyBaHHs:
Megpokemi (Pa lcT)
Kamnani flimites,
B’eTHam

BMPOGHMKa/iMnopTepa roToBOoro JlikapCbKoro
3aco6by, BKIYaK4M AinbHNULI BUNYCKy cepii abo
MicLie NPOBEeAEHHSA KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYN BUMYCK
cepiii) 3MiHa Ha3BU Ta agpecyt BUPOGHMYOT
ninbHuui Mepokewmi (Pa lct) NTA., (AcenTik
Lledhanocnopux daciniti) y BignoBigHOCTI A0
HoBoro cepTudpikaty GMP. 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Mikapcbkoro
3aco0by, BKIYaum AinbHuULI BUNycky cepii abo
MiCLie NpoBEeAEHHSA KOHTPO/THO SKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHMWK/iMNOpTEp, BK/IOUAKUM BUMYCK Cepili)
3MiHa Ha3BW Ta agpecy BUPOO6HNYOI AinbHUL Y
BignosigHocTi Ao ceptudpikaty GMP. 3miHn
BHECEHO B iHCTPYKLito 419 MEAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu
"Brpo6HuMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
aapeca MicLs NPoBaKEHHSI MOro AisnbHoOCTI" 3
BIANOBIAHUMYW 3MiHAMW B TEKCTI MapKyBaHHS
yrnakoBOK. BBeieHHS 3MiH NpoTArom 6 MicsAuis
nicnsa 3aTBepxeHHs). Pefakuis B Hakasi - He
3a3HayeHo. BipHa pepakuis - He nignsarae.

114.

MIKPO/TAKC

®

PO3YMH PeKTabHWIA;
no 5 MN po3ynHy
pekTanbHOro B Ty6i 3
YHiBEpCa/IbHUM
HaKOHEYHWKOM; no 4
abono 12 1y6 3
yHiBEpCa/IbHUMUN
HaKOHEeYHMKamu B
KapTOHHI kopobuy;
no 5 MN po3ynHy
pekTasibHOro B Ty6i 3
YKOPOUYEHUM
HaKOHEYHWKOM; no 4
abono 12 1y6 3
YKOpOUYEHUMMN
HaKOHeYHVKamu B
KapTOHHI KopooLli

MakHin
Mpopaktc
Nimiten

AHrniA

OENBbOAPM
OPJIEAH

PpaHuis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa KOHTaKTHOI 0co6u
3as1BHVIKa, BignoBiganbHOI 3a hapmakoHarnsg B
YKpaiHi.

[Jitova pegakuis: HaropHa KaTepuHa IBaHiBHa /

6e3
peyenma

UA/15636/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Nahorna Kateryna Ivanivna. NMponoHoBaHa
pegakuis: YarapHa Hatanist CepriisHa /
Chagarna Natalia Serhiivna. 3miHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsAg B YKpaiHi.

115.

MOBA/TH

TabneTkn no 7,5 mr;
no 10 Tabnetok y
6nictepax; no 1
6nictepy B
KapTOHHI Kopo6Lli

dapmacaiHc
IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTyuL, flikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUIA NpenapaT (3MiHa He NoTpebye
HafiaHHS XXOAHUX HOBUX AOAATKOBMX JaHWX)
3MiHW BHECEHO B IHCTPYKLLit0 419 MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"PapmMakosiorivyHi BNactMBoCTi" (YTOYHEHHSA
iHdbopmawii), "MokasaHHA" (YTOYHEHHS
iHchopmawii), “MpoTunokasaHHs", "B3aemogis 3
HLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepio BariTHOCTi abo
roflyBaHHs rpyaat”(yTouHeHHs iHpopmadii),
"34aTHICTb BNAMBATMW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK
MexaHismamu", "Cnocib 3actocyBaHHs Ta fo3mu"
(yTouHeHHs iHdopmadii), "MobivHi peakuii”
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby Moaviic, TabneTku, a Takox
BHECEHO YTOYHEHHS A0 PO3Ainy
"®apmakoTepaneBTuuHa rpyna. Kog ATX" 6es
3MiHW Koay

3a
peyenmom

He
nionsieae

UA/6870/01/01

116.

MOBA/TTIH

Tabnetkv no 15 wmr;
no 10 TabneTtok y
6nictepax; no 1
6nictepy B
KapTOHHI KOpoOL;ji

dapmacaiHc
IHK.

KaHaga

dapmacaiiHc IHk.

KaHapa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHn | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuL Nnikapcbkoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeANYHOr0 3aCTOCYBaHHS
reHepUYHUX/TiGpPUAHNX/6IoNOAIGHMX NiKAPCHLKNX
3ac06iB Nic/s BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIH NpenapaT (3MiHa He NoTpebye
HafaHHSA XXOAHUX HOBUX AOAATKOBUX AaHWX)
3MiHW BHECEHO B IHCTPYKLIit0 A/19 MeAUYHOro
3acTOCyBaHHs fikapcbKoro 3acoby Ao po3ainis

3a
peuyenmom

He
niossiecae

UA/6870/01/02
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n/n

NiKapcbKo20

Ha3ssa

3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

"apmMakosorivyHi BNactMBoCTi" (YTOYHEHHS
iHchopmawii), "MokasaHHA" (yTOUHEHHS
iHdpopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
IHLWIMMK niKkapcbknMy 3acobamu Ta iHLWi BUAW
B3aemogiin", "Ocob/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyat"(yTouHeHHs iHdpopmadii),
"3paTtHICTb BIIMBATK Ha LWIBMAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMOpPTOM abo iHWKMHK
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta 4031
(yTouHeHHs incpopmauii), "MobiuHi peakwii"
BiANOBIAHO A0 iHopMaLii pechbepeHTHOro
nikapcbkoro 3acoby MoBaviic, TabneTku, a Takox
BHECEHO YTOYHEHHA [0 po34iny
"®apmakoTepaneBTuyHa rpyna. Kog ATX" 6e3
3MiHM KO4Y

117.

MOBECIMA3M

TabneTkn, BKPUTI
060/10HKOt0, No 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
Y KapTOHHIli nauuy;
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui

TOB «Mosi
Xenc»

Ykpaina

CaBa Xenckea
nra, HAis;
Megiton
dapmacbloTikas
nra., YropuwmHa

IHgis/
YropumHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
YTOUYHEHHSA CTaTyCy peknaMmyBaHHA B Hakasi
MO3 YkpaiHu Ne 1589 Big, 13.09.2024 B
npoueci BHECEHHA 3MiH (3MiHa 3asBHMKa /13
(MIBIM) (BNacHuka peecTpauiiiHOro NocBig4YeHHS)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
3MiHN BHECEHO Y po3ainu "3asBHuK" Ta
"Micue3HaxomKeHHs 3adBHNKA" B IHCTPYKLiO
015 MeUYHOT0 3aCTOCYBaHHS /iKapCbKOro
3aco6by y 3B'A3KY 3i 3MiHOI 3asiBHMKA Ta 5K
HacnifoK - y TEKCT MapKyBaHHs ynakoBKu
niKapcbKoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-Tv MicsALiB nicnsa 3aTBepKEHHS. 3MiHu | Tvny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHW BHECEHO Y
TEeKCT MapKyBaHHS NepBUNHHOT (M. 6) Ta BTOPMHOT
(n. 12 Ta n. 17) ynakoBK#u JlikapCbKoro 3acoby.
OHOBJIEHHS TEKCTY MapKyBaHHs yNnakoBKy in
bulk, a came He3HauHi peAakuiliHi npaBKu.
HasBHi ToproeBesibHa Mapka KoMnaHii 3asaBHMKa,
LUTPUX-KOZA, NiKapCbKoro 3acoby, hapmakos,
KOZOBi MO3HAYEHHS APYKOBAHOro mMatepiasy.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEpPAKEHHS). IHhopMaLia B Hakasi - He
nignsrae. BipHa pepakuis - nignsrae.

6e3
peyenma

nionsiza
€

UA/10010/01/01

118.

MO®JIAKCA

®

PO34uH ANs iHgysil
no 400 mr/250 mn;
no 250 mny
donakoHi; no 1, 5

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOpPVHHE
nakyBaHHsl,

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Wwoao
6e3nekn/edekTBHOCTI Ta hapmakoHariagy.
3MiHa YacToTK Ta/abo TepMiHiB NogaHHs

3a
peyenmom

UA/16077/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
a60 10 chnakoHiB y KOHTPO/b cepii Ta perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
Kopoo6Li BMNYCK Cepil: NikapcbKkunx 3acobiB. 3mMiHa 4acToTn Ta TEPMiHY
KPKA, a.4., Hoso NOoAAaHHSA PerynsipHO OHOBJIIOBAHOTO 3BITY 3
mMecTo, CnoBeHis; 6e3nekun (PO3B) nikapcbkoro 3acoby: [jtova
KOHTPOb Cepil: pegakuis: Yactota nogaHHs PO3B - 3 poku;
KPKA, a.4., Hoso KiHueBa gaTa 415 BK/OUYeHHs gaHux go PO3b6 -
mMecTo, C/noBeHis 31.05.2019 p.; Aarta nogaHHa PO3b6 -
29.08.2019 p. MponoHoBaHa pegakuis: Yactota
nogaHHa PO3B - 4 poku;
KiHueBa faTa 415 BKIYEeHHA gaHux go PO3b6 -
31.05.2027 p.; Aara nogaHHsA PO3b -
29.08.2027 p.
PekomeHA0BaHO [0 3aTBEPPKEHHS BifNOBIAHO
00 NepiognyHOCTI NoJaHHSA perynsipHo
OHOB/IHOBAHUX 3BITiB 3 6e3MeKN NikapCbkux
3aco6iB y €BponelicbkoMy Coto3i
119. | MO®DJ/IAKCA TabneTkn, BKpUTI KPKA, a.4., CnoseHis KPKA, 4.4., Hoso CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/14876/01/01
® NNiBKOBOKO HoBo mecTo mMecTo, C/noBeHis Xopsarisi/ 3MiHK | TUNy - 3MiHKX Woa0 peyenmom
06010HKo0 no 400 (BignoBigasnibHMiA HimeuyunHa 6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.

Mr no 5 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHI kopobuy;
no 7 Tabnetok y
6nictepi, no 1 a6o
no 2 6nictepu B
KapTOHHI kopobuy;
no 10 tTabnetok y
6nictepi, no 1
6nictepy B
KapTOHHI KopooLyi

3a KOHTPO/b
cepii); KPKA, a.4a.,
HoBso mecTo,
CnoBeHis
(BignoBiganbHuiA
3a NOBHUIA LMK
BMPOGHMLTBA,
BK/THOHAI0UM
BMNYCK cepil);
KPKA-®APMA
[.0.0., XopBartis
(BignoBifasnbHMiA
3a NepBuHHE Ta
BTOPWHHE
nakyBaHHsl,
KOHTPONb cepii Ta
BUNYCK cepii);
Na6op IC CE &
Ko. KI', HimeuunHa
(BignoBiganbHuiA
3a KOHTPO/b
Mikpo6ionoriyHol
ynucToTu cepii (y
BUMNaaKy
KOHTpOIO cepii
TAL ®apma

3miHa yacToTv Ta/abo TepMiHiB NogaHHsA
perynsipHo OHOBJ/IIOBAHWX 3BITiB 3 6e3nekn
niKkapcbknx 3acobis. 3MiHa 4acTOTU Ta TEPMiHY
NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3nekn (PO3B) nikapcbkoro 3acoby: Mitoua
pepakuis: Yactota nogaHHs PO3B6 - 3 poku;
KiHueBa gata ans BkIOYeHHs gaHux go PO3b -
31.05.2019 p.; gata nogaHHa PO3b -
29.08.2019 p. MNMponoHoBaHa pefakuisn: Yactota
nogaHHa PO3B - 4 poku; KiHueBa gata ans
BK/IOYEHHSA AaHux fo PO3B - 31.05.2027 p.;
para nogaHHa PO3b - 29.08.2027 p.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BifNOBIAHO
[0 nepiognYHOCTI NoJaHHSA perynsipHo
OHOB/tOBaHMWX 3BITIB 3 6e3MeKn NiKapCbknx
3acob6iB y €Bponeiicbkomy Coto3i
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

M6X)); TAL
dapma M'v6X,
HimeuunHa
(BignoBifanbHMiA
3a KOHTPO/b
cepii); TAL ®apma
'M6X, HimeyunHa
(BignoBigasnbHuiA
3a nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii)

120.

HA3O0®PAH

cnpeii HazasbHUiA,
cycnehsis, 50
MKr/go3y no 120 abo
no 150 po3y
nakoHi; o 1
(hN1akoHy B
KapTOHHI KopooLli

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa Yex
IHpacTpis c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuudikauisx, nig vac
BUPOGHMLITBA FOTOBOIO /iKapCbKoro 3acoby
(BMNYYEHHS1 HECYTTEBOTO BUNPOGYBaHHS B
npoveci BUpobHULTBa). BuaaneHHs HecyTTeBOro
BUMPOBYBaHHSA, a came NPOMUBaHHSA (h/TakoHIB B
npoueci Bupo6HuUTBa J13. 3MiHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneuudikavisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (BUy4eHHs1 HeCYTTEBOTO
BMNPOGYBaHHSA B NpoLeci BUpobHMLTBA)
BupaneHHs HecyTTeBOro BunpobyBaHHs, a came
CYLUIHHSA (h/1akoHIB B NpoLieci BUpo6HMLUTBA J13.
3MiHu | TMNY - 3MiHK 3 siKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikavisx, nig yac
BMPOOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(oofaBaHHA HOBOTO MeTOAy BUNPOOYBaHHSA Ta
fonyctumux Mex). logaBaHHs HOBOro MeToay
BMNpobyBaHHA B NpoLeci BUpobHuuTea /13, a
came: 3amiHa MUIHOT/CYLUMNBHOT MaLUVHW Ha
BUYBaHHS, SIka € YaCTUHOK PO3/IMBHOT NiHil.
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuudikauisx, nig vac
BMPOGHMLUTBA FOTOBOIO NiKAPCbKOro 3acoby (iHLwi

3a
peyenmom

UA/6758/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3MiHW). [loaaBaHHSA KifibkoCTi 3paskiB Ans
MixonepaviiHoro koHTposnto (IPC)
MiIKPOCKONIYHM METOA0M BUMIPIOBaHHS
aucnepcii A®l —36inbLieHo 3 1 10 2 3paskis.
121. | HANPO®® TabneTku, BKpUTI TOB "YOP/NA YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/12506/01/02
NNiBKOBOIO MEOVLNH" MEOVLUWH INAY 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peyenmom nionsizae
060/10HKO10, 1Mo 550 CAH. BE TIQX. BunyyeHHs1 BUPOOGHMYOT AinbHULL (BKIHOYAOUN
mr no 10 TabneTtok y A.LL. AinbHuui ana A®Il, npomixxHoro npoAykTy abo

6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI Kopo6Lyi

roTOBOrO JlikapcbKoro 3acoby, AinbHUL ANns
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
Bi4NOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue
NpOBeLEHHS KOHTPO/O cepii) abo
noctayanbHUKa BUXiLHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PeyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) BUNYYEHHS 3aTBEPL)KEHOr0 BUPOOHMKA
A®| Dr. Reddy’s Laboratories Ltd., India
3aTtBepmkeHo: Dr. Reddy’s Laboratories Ltd.,
India, Divi's Laboratories Limited, IHAjs.
3anponoHoBaHo: Divi's Laboratories Limited,
IHAiA.
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudiikaT
BignosigHocTI/ITE-cepTudikat BignosigHoCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiA4NoBigHOCTI ab0 BUNYyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
Adl; ana sBuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[ONOMDKHOT peyoBrHU (cepTudikat
BiANoBigHOCTI EBponeiickbkili hapmakonel) -
HoBuii cepTudikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMKA - NOAAHHS HOBOTO cepTudikara
BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-110 - Rev 04 gns fjto40i peqyoBuHN
Naproxen sodium Big, Bxxe 3aTBepXeHoro
BMpo6HUKa (3aTBepxeHo: Divi's Laboratories
Ltd, Ingis; 3anponoHoBaHo: DIVI'S
LABORATORIES LIMITED, IHgjs).
3MiHu | TMNY - 3MiHK 3 siKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauin Ta/abo fonycTMMNX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLwi 3MiHN) CynyTHA 3MiHa-
3MiHM 3 sIKOCTi. [0TOBMIA Nikapcbkuii 3aci6.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco6y (iHWi 3MiHK) 3MiHa NapameTpiB
cneumaikalii Ta y 3aTBeppKeHnX MeTofax
BMNPOOYBaHHA 3a NOKa3HWUKOM «laeHTudikauis
HanpOKCEeHY HaTPIlO» - MPUBEAEHO KpUTepil
NPUIAHATHOCTI Ta MeToZ, BUNPOBYBaHHA y
BiAMNOBIAHICTb 4,0 OPUTiHANIbHUX AOKYMEHTIB
BMPOGHMKA. 3MiHU | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA NNikapcbkmii 3aci6. CTabinbHICTb. 3MiHa
y TEpPMiHax NpuAaTHOCTI abo ymMOBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUeHHS
TepMiHy NpUAATHOCTI rOTOBOrO NikapCbKoro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPOKYETLCA AaHUMK peasibHOro Yacy)
36i/1bLUEHHS] TEPMIHY NPUAATHOCTI FOTOBOTO
nikapcbKoro 3acoby 3aTBepkeHo: 3 poku
3anponoHoBaHo: 4 pokn 3MiHW BHECEHO A0
HCTPYKLT ANA MeAMYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby o po3sginy "TepmiH
npugaTHocTi". BBeAeHHs 3MiH NpoTArom 6-1n
MicALiB nicna 3aTBepMKEeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BunyyenHs (cuna gii)
BWJIYYEHHS f03yBaHHA /13 no 275 mr. 3MiHK
BHECEHO 0 iIHCTPYKLi 415 MeguyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Cknag", "Mlikapcbka hopma”, "dapmakonoriyHi
BnacTueocTi”, "Cnocib 3acTocyBaHHA Ta fo3mn"
(BUTy4eHHS1 f03yBaHHA No 275 mr).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (AONOBHEHHS cneumdikawi
HOBMM MOKa3HUKOM 3 BiNOBIAHUM METOAO0M
BMNPOOYBaHHSA) AONOBHEHHS crieumdikavii
roTOBOrO /1iKapCbKOro 3acoby HOBUM
NOKa3HWKOM «laeHTudpikauis IBOOKACY TUTaHY»,
AKWIA BXOAUTb A0 CKagy MOKPUTTS 060/T0HKM
TabneTok 3 BiANOBIAHUM METOAOM
BUNPOGYBaHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
niKkapcbKkoro 3acoby. 3miHa napameTpis
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

cneuudikaLin Ta/abo foNycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) CynyTHS 3MiHa -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
mMeTofax BUNPO6YBaHHS rOTOBOTO JiKapCbKOro
3aco6y (iHWi 3MiHK) 3MiHa NapameTpiB
cneumikaLii Ta y 3aTBepKeHnX MeTofax
BMNpoOyBaHHA 3a NoKasHWKOM “KinbkicHe
BU3HAYEHHS Taslbky”, @ came, KOPeKTHO
3a3HayYeHo NocuaHHA Ha MeTog, BUNpPoGyBaHHS
(rpaBemeTpuyHUiA). KpuTepii NpuitHATHOCTI, Ta
MeToAVKa He 3MiHWMCS. 3MiHW | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK) CynyTHS 3MiHa -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKIHOYaOUM 3aMiHy ab0 JOMOBHEHHS)) 3MiHA
napameTpiB crneundikaii Ta 3MiHK y
3aTBEPMKEHUX MeToAax BUNpobyBaHHA 3a
NOKa3HWKOM “PO3UYMHEHHSA”, a came, KOPEKTHO
3a3HayeHo KpUTepii NPUAHATHOCTI Ta NOCUNAHHS
Ha meTof BunpobyBaHHsA (2.9.3). Kputepii
NPUAHATHOCTI, Ta METOAMKa He 3MIHUNCS.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMNPOOYBaHHS)

He3HayHa 3MiHa y MeTogax BMnpoboByBaHHSA 3a
nokasHukom “KinbkicHe Bu3HayeHHs". Kputepii
NPUAHATHOCTI, Ta METOAMKa He 3MIHUNCS.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3mMiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) CynyTHS 3MiHa -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
mMeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco6y (iHwWi 3MiHK) B1AganeHHs 3i cneumdikauii
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

Ta MEeTO/iB KOHTPO/I0 FOTOBOrO /iKapCbKoro
3acoby BMNPOOYyBaHHS 3a/INLLKOBMX
PO3YMHHVIKIB: €TaHos, AnxIopMeTaH (*He
MICTUTbCA B KIHLLEeBOMY NPOAYKTI), OCKI/IbKN Y
BMPOGHMLTBI AaHoro /13 KOMMNOHEeHTH
PO3YMHHVKA A9 NPUrOTYBaHHS PO3YUHY A71A
060/10HKN NOKPUTTA TabNEeTOK: MeTUNEHXI0pUA,
Ta eTaHon (96%) 6ynn 3amiHeHi Ha Boay
oumeHy. 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oToBWIA Nnikapcbkuii 3aci6. Onuc Ta cknag,.
3miHa y cknagi ([oNOMiIXKHMX pevyoBUHaXx)
rOTOBOrO JlikapCbKOro 3acoby (iHLWi 3mMiHW) 3MiHa
y cK1agi LONOMDKHUX PeqyoBUH A1 NiATrOTOBKM
060/10HKM A4N17 NNIBKOrO NOKPUTTS, a came,
3aMiHa PO3YMHHUKIB METUNEHX/TOPUL, Ta eTaHON
(96%) Ha BOA4Y OUULLEHY ANA NPUTOTYBaHHS
PO34MHY A1 060/I0HKM NOKPUTTS TabneTok, 6e3
3MiHV MaTepiany MaiBKOro NoKpuTTS.
3MiHu | TMNY - 3MiHK 3 IKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) CynyTHS 3MiHa -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
mMeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHLWi 3MiHK) 3MiHa Ha3BM «BiZOMOI
OOMILLKM» Ha BigoMa «[oMillka L», ockinbku, K
nokasyTb OTPUMaHi pe3ynbTaTu, BCi BigoMmi
[OMILLK/ HEMa€E CeHCy BU3HavaTu
(izeHTundbikyBaTh), OCKINbKN iX KinbkKicTb y /13
HVDKYa MeXi YyTMBOCTi. ToMy 6yn10 NPUIAHATO
PiLLEHHS 3a/IMLLNTK TiTbKU LOMILLKY, Sika
He3Ha4yHOo 36iNbLIYETLCA Nif Yac AOCNIIKEHHS
CTabiNIbHOCTI, & iHLWI AOMILIKN He
iAeHTUdiKyBaTH, a BkasaTtm ix Sk MakcMMasibHi
HEBIZOMI AOMILLKW. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKoro 3acoby. 3mMiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) CynyTHS 3MiHa -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
mMeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco6y (iHWi 3MiHK) 3MiHa NapameTpiB
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
cneumdikaLlii roToBoro slikapcbkoro 3acoty 3
BiANOBIAHMMYM 3MiHaMK Yy MeTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby
ans Tecty «OfHOPIAHICTb A,030BaHUX OANHULLb»
- NPVBEAEHHSA A0 OPUTiHASTIbBHUX JOKYMEHTIB
BMPOGHMKaA
(2.9.40 EP). 3MiHu | TUNY - 3MiHW 3 AKOCTI.
oToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/ItoHYa4n
[iana3oH po3Mipy cepii) roToBOro likapCbKoro
3aco06y (36inbweHHs 6inbl HiX Y 10 pasis
MOPIBHSHO i3 3aTBEPAXEHMM PO3MIpOM A5
TBEPAWX NiKapCbkunx hopm 3 HeranHum
BWBI/IbBHEHHAM /15 NEPOPasILHOrO
3acTocyBaHHs) 36inbLIeHHs po3mipy cepii 13
3aTtBepmxkeHo: 13,0 kr (18055 TabneTok,
BKPUTUX NAIBKOBOK 060/10HKOO; 1805 6nicTepiB)
3anponoHoBaHo: 140,0 kr (194444 TabneTok,
BKPUTWX M/1IBKOBOK 060/10HKOI0; 19444
6nictepi).
122. | HEBIJIET® Tabnetku no 5 mr, MeHapiHi Nokcemby BUpO6HUK, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/9136/01/01
no 7 tabnetok y IHTepHeLwoHan pr BiANOBIAaIbHNI 3a 3MiHY | TUny - 3MiHK WoAo peyenmom | nionsi2ae
6nicTepi; no 1 OnepeiioHc BMPOGHULITBO «in 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepy B Tokcembypr bulk» Ta KOHTpONb 3MiHV Y TepaneBTUYHUX NOKa3aHHAX (BUYYEHHS
KapTOHHI kopobuy; cepiii: BEP/TIH- TepaneBTUYHOro NokasaHHs). 3MiHM BHECEHO B
no 14 tTabneTtok y XEMI AT, IHCTPYKLiO A1 MeAMYHOro 3acToCyBaHHS
6nictepi; no 1 a6o HimeyunHa,; nikapcbKoro 3acoby ao posgainy "lMokasaHHA"
no 2 6nictepu B Brpo6HuK, (BUNYYEHHS NoKa3aHHsA: XpOoHiuHa ilemiyHa
KapTOHHI kopobuy; BiANOBIgabHUIA 3a XBopo6a cepus) 3 BigMoBigHMMY 3MiHAMU Y
no 10 Tabnetok y BUPOGHMUTBO "in po3ainax "Cnoci6b 3acTocyBaHHA Ta 031" Ta
6nicTepi; no 9 bulk" (Tinbkm "Mo6iuHi peakwyji".
6nictepiB y rpaHynsuis),
KapTOHHI KopooLli nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
BMNYCK Cepil:
BEPNIH-XEMI AT,
HimeyunHa
123. | HIBANIH Tabnetku no 10 mr: AT "Cogpapma” Bonrapis AT "Codchapma” Bonrapis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/3335/02/02
no 10 TabneTtok y 3MiHK | TUNYy - 3MiHK Woa0 peyenmom

6nictepi; no 1 a6o 2
6nictepn B
KapPTOHHIN nayuj

6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 a0 3MiHM [0 y3araslbHEHNX JaHNX
npo cuctemy papmakoHarnsigy (BBeieHHs
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

y3arasbHeHUX AaHvx Npo cucTemy
hapMakoHarnsgy, 3miHa yrnoBHOBaXEHOT 0cobu,
BigNoBiAa/IbHOI 3a 3AjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itoyva pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcie / Angel Aleksiev.3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.

124.

HIBAJIH

TabneTkv no 5 mr no
10 a6o 20 TabneTok
y 6nictepi, no 1
6nictepy B
KapTOHHIN nayui

AT "Cothapma”

Bonrapis

AT "Coghapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVKa, BignoBiga/ibHOI 3a hapMakoHarnsg.
[itoua pepgakuin: CeetTnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
Anexcie / Angel Aleksiev.3MiHa KOHTaKTHMX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.

3a
peyenmom

UA/3335/02/01

125.

HIBANIH

PO34MH ANA iH'EKLNA,
1 mr/mn, no 1 mn B
amnyni, no 10 amnyn
y 6nicTepi, no 1
6nictepy B
KapPTOHHIN nayuj

AT «Codhapma»

Bonrapis

AT «Cothapma»

Bonrapis

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3araJibHeHNX JaHNX Npo cUcTemy

3a
peuyenmom

UA/3335/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAANILHOI 3a 34iiCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsag,
[itoua pepakuis: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev.3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANoBiAa/IbHOT 38 hapmMakoHarnsg.

126.

HIBANIH

PO3YMH ANS iH'EKLi,
2,5mr/mnno 1 mn s
amnyni; no 10 amnyn
y 6nictepi; no 1
6nictepy B
KapTOHHIN nayui

AT «Cochapma»

Bonrapis

AT «Cochapma»

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsigy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHVIKa, BifNoBigas/IbHOI 3a hapmakoHarnsag.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev.3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6U 3asBHIIKa,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.

3a
peyernmom

UA/3335/01/02

127.

HIBAJIH

PO34MH ANS iH'EKLN,
5wMr/mnnolwmns
amnyni; no 10 amnyn
y 6nicTtepi; no 1
6nictepy B
KapPTOHHIN navuj

AT «Codchapma»

Bonrapis

AT «Codthapma»

Bonrapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Wwoao
6e3nekn/edekTBHOCTI Ta hapmakoHariagy.
BBefieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssBefeHHs
y3ara/ibHeHNX faHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,

3a
peyenmom

UA/3335/01/03
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi 0cobm 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHeHHS dhapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BifgnoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pefakLisi: AHresn
Anexcie / Angel Aleksiev.3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHIKa,
BiANoBiAa/IbHOI 32 hapMakoHarnsag.

128.

HIMOAUMNIH

NMopOLLOK
(cybeTaHuin) y
noaBiiHNX
CBITNO3aXNCHUX
nonieTUIeHoBMX
naketax gns
thapmaueBTUYHOrO
3acToCyBaHHsI

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA
LeHTp
"BopLuariBcbkuii
XiMiKO-
hapmMaueBTUYHU

1 3aBoa”

YkpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNUNIA
LeHTp
"BopLyariBcbkuii
XimiKo-
hapmaLeBTUYHNI
3asof”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK 3 sKkocTi. AdI.
Brpo6HMUTBO. 3MiHM B nMpoueci BUpo6HNLTBa
A®| (He3HauyHa 3MiHa y npoLeci BUpobHuLTBa
A®l). OnTumisauis npouecy BupobHuuTea APl
HIMOZMMIHY, a caMe 36iNbLUEHHS KiTbKOCTi
CMPOBUHM Ha CTafisiX OTPUMAHHSA MPOMIKHUX
npoaykTis (P2 MpuroTyBaHHs po6oyoro
po3unHy, TM3 CuHTE3 i3onponinosoro edipy B -
aMiHOKPOTOHOBOI K1cnotu, T4 CuHtes
«XasIKoHy», TIM5 CuHTe3 HimoamniHy, TIN6
KpuvcTanisauis HiMoauniHy) Ta BUTyYeHHs cTagii
«TM7 BugineHHs HIMOAUMIHY 3 MaTOYHUX
po3unHiB» Ta «TM8 OunLeHHA HiIMoAWNIHY 3
MaTOYHUX PO3YMHIB». 3MiHU | TUNY - 3MiHK 3
AKocTi. A®I. KoHTponb AdL. 3miHa y napameTpax
crneundikayiii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha Adl, abo
BUXiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(iHWi 3miHW). 3MiHK 3 aKocTi AP, a came He
NPOBOAUTN aHasi3 MPOMIDKHOIO NPOAYKTY -
HIMOAUMIHY, BUAIIEHOrO 3 MATOYHMX PO3YMHIB Ta
nepekpucTasiizoBaHoro Ha cragii T8, y 38’a3ky
3 3anNpONOHOBAHOI0 BIACYTHICTIO AaHOT cTagii
BMPOGHMLUTBA ADI. 3MiHK | TMNY - 3MiHK 3 AKOCTI.
CepTtudikat BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHun, NoB'A3aHi 3
HEeOoOXifHICTIO NpUBEAEHHS Y BigNoBIAHICTL A0

UA/13632/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHWOoT HauioHabHOT
thapmakonei aepxasu €C (iHLWi 3MiHN).
OHOB/EeHHA po3ainy 7.3 JOMILLKN: TEXHOMOTYHI
Ta CynyTHi BIANOBIAHO A0 €BponeincbKol
dapmakonei (2.4.8), a came: NPoBeAEHO OLiHKY
PU3MKIB Ta aHasli3 pU3MKIB BMICTY e/IeMEHTHUX
powmiwok y A®l signosigHo o sumor ICH Q3D.
Cneuudikalis Ta METOAW KOHTPOSIHO SKOCTI
cy6cTaHuil HimoauniH 3anuwwatoTbes 6e3 3MiH,
OCKI/IbKU BifiCYTHIl NOKa3HMK AKOCTi «Baxkki
MeTann».
129. | HIMOAUNIH TabneTku, BKPUTI My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1230/01/01
naiBKOBOIO aKuioHepHe akujioHepHe 3MiHY | TUny - 3MiHK 3 sKkocTi. AdI. peyenmom
o60noHkoto, no 30 TOBapuCTBO TOBapuCTBO Brpo6HMUTBO. 3MiHM B nMpoueci BUpo6HNLTBa
mr; no 10 TabneTok "HaykoBo- "HaykoBo- A®| (He3HauyHa 3MiHa y npoLeci BUpobHuLTBa
y 6nictepi; no 3 abo BMPOGHNUNIA BMPOGHNUNIA AdI).
5 6nicTepis B nayui 3 LeHTp LEeHTp OnTtumisauis npouecy BupobHuuyTea AdI
KapTOHY "BopLuariBcbkuii "BopLyariBcbkuii HiMOAMNIHY, @ caMe 36iMbLUEeHHS Ki/IbKOCTI
XiMiKO- XimiKo- CMPOBUWHMN Ha CTafisiX OTPUMAaHHS NMPOMIKHUX
hapmMaueBTUYHU hapmaLeBTUYHNI npoaykTis (P2 MpuroTyBaHHS po6oyoro
11 3aBoa” 3aBog"

po3uuHy, TM3 CuHTe3 i3onponinosoro edipy B -
aMiHOKPOTOHOBOI K1cNoTtu, T4 CuHtes
«XankoHy», TMN5 CuHTtes HimoguniHy, TM6
KpuvcTanisauis HiMoauniHy) Ta BUTyYeHHs cTagii
«TM7 BugineHHsa HiMoAWMIHY 3 MaTOYHMX
PO34uHIB» Ta «TI18 OUULLEHHS HIMOAWMNIHY 3
MaTOYHUX PO3YMHIB». 3MiHU | TUNY - 3MiHN 3
AKocTi. A®Il. KoHTponb Adl. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMUX MEX,
BM3HaYeHux y crneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3MiHK). BHECEHHS 3MiH A0 skocTi Adl, a
came He NPOBOAMUTM aHasli3 MPOMIXXHOro
NPOAYKTY - HIMOAMNIHY, BUAINEHOTO 3 MaTOYHUX
PO34VHIB Ta NepekpncTani3oBaHoro Ha cragji
T8, y 3B’A3Ky 3 3aNPOMNOHOBAHO BiACYTHICTIO
naHoi ctagii BupobHuytea A®Il. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/IE-
cepTudikaT BiAMOBIAHOCTI EBpPONENCHKIi
thapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HEeOo6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoOHorpadii oY abo €Bponeiicbkoil
papmakonei, abo iHLOI HauioHabHOI
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

hapmakonei gepxasu €C (iHLWi 3MiHN).
OHoBneHHs po3giny 3.2.S.3.2. loMikn
BiANOBIAHO A0 EBponeiicbkoi Papmakonei
(2.4.8), a came: npoBefieHO OLiHKY pu3mnKiB Ta
aHani3 pusunKie BMICTY €1eMEHTHUX JOMILLOK Y
A®| BignosigHo o sumor ICH Q3D.
Cneupmdpikanis Ta MeToAn KOHTPOSIO AKOCTI
cybcTaHuil HimoauniH 3anmwatoTbest 6e3 3MiH,
OCKI/TIbKU BifiCYTHill NOKa3HMK SKOCTi «Baxki
MeTasin».

130.

HONbIMA3A®

TabneTtkn
racTpope3ncTeHTHI
no 40 mr no 14
TabneTtok y 6nictepi;
no 1 a6o no 2, abo
no 4 6nictepn y
KapTOHHI KOpo6Lyi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHULITBO «in
bulk», nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepii
KPKA, 4.4., Hoso
mecTo, C/ioBeHis
BMPOBHULITBO «in
bulk», nepBrHHE
Ta BTOPUHHE
naKyBaHHs

Naypyc Na6c¢ MNerT.

nra., Haia
KOHTPO/b cepil
KPKA, 4.4., Hoso
MecTo, CNnoBeHis,
KOHTPOb cepil
Kemilickiii
IHCTUTYT,
CnoBeHis

KOHTPO/b Cepil:
NabeHa p.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
YTOYHEHHSA pekfaMyBaHHA B Hakasi Ne 1557
BiA 09.09.2024 - B npoueci 3MiH - (3MiHM | TUny
- 3MiHun Wwoao 6e3nekn/edyeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHU BHECEHO
[,0 TEKCTY MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT
ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTAroM 6-TW MiCALB NiC/1A 3aTBEPIXKEHHS.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHM). 3MiHWM BHEeCeHO [0 IHCTpyKUii ans
MeAMYHOro 3aCTOCyBaHHA /ikapCbKoro 3acoby
00 po3ainy "Mo6iyuHi peakwyji” WoA0 3BiTyBaHHA
npo No6iyHi peakuii. BBegeHHs 3MiH NpOTArom 6-
TN MiCALIB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -
3MiHu Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHSA
reHepuYHUX/riopuaHNx/6ionoibHMX NikapcbKux
3ac06iB Mnicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT NpenapaT (3MiHa He NoTpebye
HaflaHHA XXOAHVX HOBYX AOAATKOBUX JaHNX).
3MiHU BHECEHO A0 IHCTPYKLii 415 MeanyHOro
3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemopis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHWI BMAW B3aemogiin", "OcobnmsocTi
3actocyBaHHs", "lNo6iyHI peakyii” BigNoBigHO 40
OHOBNEHOT iHthopMaLii pedoepeHTHOro
nikapcbKkoro 3acoby KOHTPO/Iok®, TabneTku
ractpopesncteHTHi 20 mr Ta 40 mr. BBefeHHsA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.) B HaKasi - He 3a3Ha4asoChb,
cTano - He nignsarae.

3a
peyernmom

He
nionsiea
€

UA/7955/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
131. | OKCANIH® TabneTku, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/15766/01/01
naiBKOBOIO «TNEQ®APM XENTXKEP MNBT 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
060s10HKO10, No 300 NTO» nTa nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
mr; in bulk: Ne po3Mipy cepil (BKIOUatoun dianaszoH po3mipy
10x240: no 10 cepii) roToBOro Nikapcbkoro 3acoby (36i/bLIeHHs
TabneTok y 6nictepi; 80 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM
no 240 6nictepiB y po3Mipom), 36inbLUeHHA po3mipy cepii 13 go 10
KapTOHHI KOpOGL; pasiB (BBe4EHHS fO4ATKOBOrO po3Mipy cepii 600
000 TabneTok), y 3B'3Ky 3 ONTUMI3aLji€t0
BUKOPUCTAHHA 061aHaHHA Npy BUPOOHULTBI
rOTOBOrO JliKapCbKOro 3acoby (6e3 3miHu
TeXHoNOrii BUPOOHMLTBA Ta NPOMUC/IOBOTO
obnaaHaHHsA). 3aTBepixeHo Po3mip cepii 300
000 Tabnetok Ne 10 Ta6. no 3 6nictepu — 10
000yn. Ne10 Ta6. no 240 6nictepiB — 125 yn.
3anponoHoBaHo Po3mip cepii 300 000 TabneTok
Ne 10 Ta6. no 3 6nictepu — 10 000yn. Nel0 Tab.
no 240 6nicTepiB — 125 yn. Po3mip cepii 600 000
Tabnetok Ne 10 Ta6. no 3 6nictepu — 20 000yn.
Ne10 Ta6. no 240 6nicTepis —250 yn.
132. | OKCANIH® TabneTkn, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/11096/01/01
nNiBKOBOKO «TNEQ®APM XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 siKOCTi. ToTOBUIA peyenmom
o060510HKot0, no 300 NT0» NTA, IHgis; nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Mr no 10 TabneTtok y AnbTepHaTUBHUIA po3Mipy cepil (BKNOYatoun gianasoH po3mipy
6nictepi; no 3 BUPOGHMK, L0 cepii) roToBOro NikapcbKoro 3acoby (36inbLUeHHs
6nictepn y 3[iicHI0E 80 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHUM
KapTOHHI ynakoBLi BTOPVHHE po3mipom), 36inbLieHHs po3mipy cepii 113 go 10
nakyBaHHs, pasiB (BBe4EHHS O4ATKOBOro po3Mipy cepii 600
KOHTPO/b SKOCTI 000 TabneTok), y 3B'3Ky 3 ONTUMI3aLi€0
Ta BUMYyCK Cepii: BUKOPWCTaHHS 061aAHaHHA Npy BUPOBHWLTBI
TOB "KYCYM roTOBOrO JliKapCbKOro 3acoby (6e3 3miHu
PAPM", YkpaiHa TEeXHO/O0riil BUPOOHULTBA Ta MPOMUC/IOBOrO
o6naaHaHHs). 3aTBepmkeHo Po3mip cepii 300
000 Ta6netok Ne 10 Ta6. no 3 6nictepu — 10
000yn. Ne10 Ta6. no 240 6nictepis — 125 yn.
3anponoHoBaHo Po3mip cepii 300 000 TabneTok
Ne 10 Ta6. no 3 6nictepu — 10 000yn. Nel10 Tab.
no 240 6nictepis — 125 yn. Po3mip cepii 600 000
Tabnetok Ne 10 Ta6. no 3 6nictepu — 20 000yn.
Ne10 Tab. no 240 6nictepis —250 yn.
133. | O/ITAP® 2 TabneTkn no 2 mr, MeHapiHi Jtokcemby BMPOBHMUTBO "in ITanis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a He UA/6108/01/02
Mmr no 30 TabneTok y IHTEepHeLwoHan pr bulk", KiHueBe 3MiHK | TNy - 3miHK 3 AkocTi. CepTudikar peyenmom | nidssieae
6nicTepi; no 1 abo OnepeiLoHe nakyBaHHs, BUNYyCK signosigHocTi/l E-cepTudikar BignosigHoCTI
no 2 6nictepu B Jiokcembypr cepiit: A. MeHapiHi €Bponelicbkili hapmakonei/moHorpadii.
KapPTOHHI Kopobui C.A. MaHydpakTypiHr MogaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

NoricTikc eHp,
Cepsicec C.p.J1.,
ITanis;
KOHTpO/b cepii: A.
MeHapiHi
MaHydhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1.,
ITanisa

Bi4NOBIAHOCTI ab60 BUYYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; gns BUXigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHY (cepTudiikat
BiANoOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEHWI cepTUddiKaT Bif yxe 3aTBEPAKEHOr0
BMPOGHUMKa. [ogaHHs OHOBMEHOro cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
CEP R1-CEP 2006-243 - Rev 04 (3aTBEpAXeHO:
R1-CEP 2006-243 - Rev 03) gns Ad| rnimenipng
Bif, BXXe 3aTBEpXeHoro Bupo6Huka USV
PRIVATE LIMITED, IHgis. 3miHun | Tuny - 3miHu 3
skocTi. CepTudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ana 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOr0
BMPOGHUMKa. [ogaHHs OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP R1-CEP 2007-036 - Rev 01 (3aTBEpaXeHO:
R1-CEP 2007-036 - Rev 00) gns A®| rnimenipng
Bif BXe 3aTBepakeHoro BupobHuka IPCA
Laboratories Limited, IHais. Ak Hacnigok
rpaHNYHN BMICT JOMILLOK 3BYX€EHO. 3MiHn |
Tmny - 3MiHn 3 akocTi. A®L. KoHTposb AdL. 3miHa
y meTogax sunpobysaHHA APl abo BMUXiAHOTO
marepiany/npomikKHOro NPoAYKTy/peareHTy, LWwo
BMKOPUCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPO6yBaHHS
(BKrOYarOuM 3aMiHy abo 4OoNoBHEHHS) Ad| abo
BWXiAHOr0/MPOMiXHOrO NpoAayKTy). 3MiHa y
MeTofax BunpobysaHHsa Adl, a came
AofasaHHa HoBoro metogy HS/GC gns
BM3HAYEHHS 3a/IMLLKOBMX PO3UMHHUKIB Y AD|
rnimenipug, Big Bupo6Huka IPCA (aueToH,
MeTaHon Ta Tonyon) Ta USV (meTaHon Ta
aLETOoH), SKuiA Byae 3aCTOCOBaHO Npu
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

BUPOBHMLTBI KIHLLEBOro NPOAYKTY BUPOBHNKOM
AMMLS. 3miHu | TUny - 3miHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y MeTogax BUNpobyBaHHs
A®I abo BuXigHOro Matepiasy/npoMixHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (iHWi 3MiHK Y
MeToAax BUNPo6yBaHHA (BK/IHOYAOUN 3aMiHy
a60 fonoBHeHHs) APl abo
BWXiAHOr0/MPOMiXHOrO NpoAyKTy). 3MiHa y
MeTofax BunpobysaHHsa Adl, a came
JoaasaHHA metony BEPX ans BusHayeHHsA
3a/IMLLIKOBOrO PO34MHHYKA OLITOBOT KUCNOTH Y
cupoBuHi [nimenipug, Big BUpo6HUka USV, skuii
6yAe 3aCTOCOBaHO MNPV BUPOGHULITBI KiHLEBOrO
npoaykTy BUpo6HMKoM AMMLS. 3minu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs AP abo BMXigHOro
matepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(iHwWi 3mMiHW y MeToAax BUNpPobyBaHHSA
(BKTtovatouM 3aMiHy abo JonoBHeHHs) AdD| abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY). 3MiHa Y
mMeTodax BunpobysaHHsA Adl, a came
foaasaHHa metoay BEPX ans BusHayeHHA
3a/IMLLKOBOrO peareHTy 4-
AvmeTunamiHonipuavHy y cmposuHi Fnimenipmg,
Bif BUpo6HuKa IPCA, siknii 6yae 3acTocoBaHO
npv BUPOBHULTBI KIHLLEBOIO NPOAYKTY
BMPO6HMKOM AMMLS. 3miHu | Trny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHSA
reHepuYHUX/TiGpPMAHMX/6I0NoAIGHMX NiKAPCKNX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHW Ha
pechepeHTHMIA NpenapaT (3MiHa He NoTpebye
HaflaHHA XXOAHVX HOBVX AOAATKOBUX JaHNX).
3MiHN BHECEHO A0 IHCTPYKLUIii 415 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
"Oco611BOCTI 3acTOCyBaHHS" BignoBigHO A0
iHchopmawii LLoA0 MeaNYHOro 3aCTOCyBaHHS
pedrepeHTHOro fikapcbkoro 3acoby (AMAPWI,
Tabnetkn). BBeAeHHA 3MiH NpoTArom 6-Tn
MicsiLiB nmicns 3aTBepApKeHHs. 3MiHu | Tuny -
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCyBaHHS
reHepuYHUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
3aco6iB Nicns BHECEHHS TiET caMoi 3MiHM Ha
pedrepeHTHUIA NpenapaT (3mMiHa He NoTpebye
HafJaHHsA XOAHVX HOBYX AOAATKOBUX AaHNX).
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu
"@apmakoTepanesTuyHa rpyna. Kog ATX"
(yTouHeHHs iHchopmauii 6e3 3miHn kogy ATX),
"MepepnosyBaHHsa", "Mo6iyHI peakuii" BiANOBIAHO
[0 iHdhopmaL,i WoA0 MegUYHOro 3aCTOCYBaHHS
pedrepeHTHOro ikapcbkoro 3acoby (AMAPWI,
Tabnetkn). BBeAeHHsA 3MiH NpoTArom 6-Tn
MicAUIB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa yactoTu Ta/abo
TEPMIiHiB NOAaHHS PEryNIAPHO OHOB/IIOBAHUX
3BiTiB 3 6e3neKku Nikapcbknx 3acobiB.
3MiHa TepMiHy NofaHHs perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3aco6y: [itoya pefakuis: Yactota nogaHHs
PO3b - 5 pokis; KiHueBa fata A/15 BK/IHOYEHHS
AaHux no PO3b — 01.06.2022 p.; [lata nogaHHsA
—30.08.2022 p. MNMponoHoBaHa pefakuis:
YacToTa nogarHHa PO3B — 5 pokis; KiHuesa
Jarta ans BkIYeHHs gaHnx go PO3b —
20.06.2027 p.; Oarta nogaHHA — 18.09.2027 p.
PekomeHA0BaHO A0 3aTBEPAKEHHS BifNOBILHO
[0 NepiognyHOCTI NOAAHHS PerynspHo
OHOB/OBaHMX 3BITIB 3 6e3MeKn NiKapCbKnx
3aco6is y €sponericbkomy Cotosi. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIXKHOT pevyoBuHU (cepTudikar
BigNoBiAHOCTI €Bponelicbkili dhapmakonei) -
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOr0
BMPOGHUMKa. MogaHHs OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP R1-CEP 2006-243 - Rev 05 gnsa A®|
rnimenipug Big, BXe 3aTBEPAXKEHOro BUPOGHMKa
USV PRIVATE LIMITED, IHgis
134. | O/ITAP® 3 Tabnetkv no 3 mr, MeHapiHi NMokcemby BMPOGHMLTBO "in ITanis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a He UA/6108/01/03
Mmr no 30 TabneTok y IHTepHeLwoHan pr bulk", kiHueBe 3MiHM | Tuny - 3MmiHK 3 akocTi. CepTudiikat peyenmom | nionsi2ae
6nicTepi; no 1 abo OnepeiioHc nakyBaHHs, BUMYCK BignosigHocTi/l E-cepTudikar BignosigHocCTi
no 2 6nictepu B Tokcembypr cepiii: A. MeHapiHi €Bponelicbkiin hapmakonei/MmoHorpadii.
KapTOHHI Kopo6Lyi C.A. MaHyhakTypiHr MoaaHHA HOBOro abo OHOBMIEHOro cepTudiikata

JoricTikc eHa
Cepsicec C.p.J1,,
ITanis;
KOHTpO/b cepii: A.
MeHapiHi
MaHyhakTypiHr
JoricTikc eHa
Cepsicec C.p.J1,,
ITanis

BiANOBIAHOCTI @60 BUNyYeHHs1 cepTudpikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMPOGHMKa. [ogaHHs OHOBEHOro cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
CEP R1-CEP 2006-243 - Rev 04 (3aTBEpXEHO:
R1-CEP 2006-243 - Rev 03) gns A®| rnimenipng
Bifj BXXe 3aTBepkeHoro BnpobHuka USV
PRIVATE LIMITED, IHgis. 3miHn | Tuny - 3MiHK 3
skocTi. CepTudikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiANoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
A®I; N fONOMIXHOT pevyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHoB/eHWI cepTudikaT Bif yxe 3aTBEepAXEHOro
BUpO6HMKa. MNMofaHHsA OHOBMIEHOrO cepTudikaTa
BiANOBIAHOCTI EBponeiicbkili hapmakonei Ne
CEP R1-CEP 2007-036 - Rev 01 (3atBepaXeHo:
R1-CEP 2007-036 - Rev 00) ans A®l rnimenipug,
Bif BXe 3aTBep/keHoro BupobHuka IPCA
Laboratories Limited, IHais. Ak Hacnigok
rPaHNYHKI BMICT LOMILLOK 3BY)X€HO. 3MiHU |
Tmny - 3MiHK 3 akocTi. A®I. KoHTponb AdL. 3miHa
y MeTogax BunpobyeaHHss A®| abo BMXigHOrO
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

mMartepiany/npomiKHOro NPoAayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA y NpoLieci BupobHuutea AdI
(iHwWi 3mMiHW y MeToAax BUNpPobyBaHHSA
(BKNoOvatoum 3aMiHy abo fonoBHeHHs) APl abo
BMXiAHOr0/MPOMIXHOro NPoAyKTy). 3MiHa 'y
MeToAax BunpobysaHHsA Adl, a came
hofasaHHA HoBoro metogy HS/GC ans
BM3HAYEHHS 3a/IMLLKOBMX PO3UYMHHUKIB Y AD|
rnimenipug, Big Bupo6bHuka IPCA (aueToH,
MeTaHon Ta Tonyon) Ta USV (meTaHon Ta
aueToH), Skuii byae 3acToCoBaHO Npu
BVMPOGHUWLTBI KiHLLEBOTO MPOAYKTY BUPOOHUKOM
AMMLS. 3MiHu | TUNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXigHOrO MaTtepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWi 3MiHK Y
MeToJax BUMPOo6yBaHHS (BKIOHYAKUN 3aMiHy
a60 fonoBHeHHs) APl abo
BMXiAHOr0/MPOMIXHOro NPoAyKTy). 3MiHa y
MeToAax BunpobysaHHsA Adl, a came
JoaasaHHAa metoay BEPX ans Bu3HayeHHsA
3a/IMLLKOBOrO PO3YMHHMKA OLTOBOI KUC/OTU Y
cupoBuHi [nimenipug, Big BUpo6bHnka USV, skuid
6y/Zile 3aCTOCOBAHO NP BUPOBHULITBI KIHLLEBOrO
npoaykTy BUpo6HMkom AMMLS. 3minu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BuNpobysaHHA A®| abo BUXIAHOIO
marepiany/npomikKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA y NpoLieci BUpobHuuTBa AdI
(iHWi 3mMiHM Yy MeTofax BUNPO6yBaHHS
(BKOvarouM 3aMiHy abo 4onoBHeHHS) Ad| abo
BWXiAHOro/MPOMiXHOrO NpoAyKTy). 3MiHa y
MeTofax BunpobysaHHsa Adl, a came
JoaasaHHA metony BEPX ans BusHayeHHsA
3a/IMLLIKOBOrO peareHTy 4-
AvMeTuNaMiHonipuanHy y cupoBuHi Mnimenipng
Bif BUpo6HMKa IPCA, siknin byae 3acTocoBaHO
npu BUPOBHMLTBI KIHLLEBOrO NPoAyKTY
BUPO6HMKOM AMMLS. 3MiHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MegUYHOro
3aCTOCYyBaHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

reHepuUYHUX/riGpuaHNX/6ioNoaibHNX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT MpenapaT (3mMiHa He NoTpebye
HafaHHA XOAHVX HOBYX AOAATKOBUX AaHNX).
3MiHN BHECEHO A0 IHCTPYKLUii AN MEAUYHOTO
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"Oco611MBOCTi 3aCTOCYBaHHA" BIAMNOBIAHO A0
iHchopmawii LLoA0 MeanMYHOro 3aCToCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (AMAPW/,
Tabnetkn). BBeAeHHsS 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHSA
reHepuYHUX/TiGpPMAHMX/6I0NOAIGHMX NiKAPCbKNX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pechepeHTHMII NpenapaT (3MiHa He NoTpebye
HaflaHHA XXOAHVX HOBVX AOAATKOBUX JaHNX).
3MiHN BHECEHO A0 IHCTPYKLUIi A1 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3aim
"papmakoTepanesTuyHa rpyna. Kog ATX"
(yTouYHeHHs iHchopmauii 6e3 3MiHn kogy ATX),
"Mepeno3yBaHHA", "M06IYHI peakui™ BignNoBigHO
00 iHdhopmaLii Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (AMAPW/,
Tabnetkn). BBeAeHHsS 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHSA. 3MiHu | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa yactoTu Ta/abo
TEPMiHiB NOAAHHSA PEry/IPHO OHOBJIOBAHNX
3BITIB 3 6€3MeKn Nikapcbkrx 3acobiB.
3MiHa TepMiHy NoAaHHSA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
3acoby: [iloya pegakuis: Yactota nogaHHs
PO3B - 5 pokiB; KiHueBa faTa A1 BKIOYEHHS
AaHunx go PO3b — 01.06.2022 p.; [lata nogaHHsA
—30.08.2022 p. lNMponoHoBaHa pepakLis:
YacTtoTa nogaHHa PO3B — 5 pokis; KiHueBa
Jara Ans BkNoYeHHsA faHnx o PO3b —
20.06.2027 p.; Aarta nogaHHA — 18.09.2027 p.
PekomeHa0BaHO A0 3aTBEPKEHHS BifMOBIAHO
00 NepiognyHOCTI NoJaHHSA perynsipHo
OHOB/OBAHMX 3BITiB 3 6€3MeKN NiKapCbKNX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3aco6iB y €Bponelicbkomy Cotsi. 3MiHu | TNy -
3MiHn 3 axocTi. CepTudpikat BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans
BMXigHOro mMarepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
ADI; onsa fONOMIXHOT peqyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/eHWI cepTUdikaT Bif yxe 3aTBEepAXEHOro
BMpO6HMKa. MofaHHsA OHOBMIEHOIO cepTudikaTa
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne
CEP R1-CEP 2006-243 - Rev 05 gnsa Adl
rnimenipuz, Bif BXe 3aTBEPKEHON0 BUPOGHMKA
USV PRIVATE LIMITED, IHgis
135. | OTO®DIKC Kpanni BYLUHI, AT «Codchapma» Bonrapis [l03Bin Ha BUNyck Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/20430/01/01
po3unH, no 15 mn cepii: AT 3MiHK | TUNy - 3MiHK Woa0 peuyenma
(16,65 r) po3unHy y «Codhapma», 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
CKMIAHHOMY (D1aKOHi; Bonrapis; BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
no 1 dpnakoHy Bupo6bHuLTBO npo cuctemy hapmakoHarnsgy (BBefeHHs
pasom 3 Hepo3dacosaHoi y3araslbHeHuUX gaHux npo cucrtemy
annikatopom- npoAyKuii, chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
KpanesnbHULEe B nepBuHHe Ta BiNOBIAabHOI 3a 3iiCHEHHS
KapTOHHI Kopo6Lyi BTOPVHHE hapmakoHarnsgy; KOHTakTHoOi 0cobm 3
nakyBaHHs abo chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
BUPOGHNLTBO 3a chapmakoHarnsgy B YkpaiHi, AKLL0 BOHA
NOBHUM LK/IOM: BiMiHHa Big, yNOBHOBaXXEHOT 0cO6MU,
AT «Cochapma», BiANOBIAA/LHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
Bonrapis (BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVKa, BignoBiga/ibHOI 3a hapMakoHarnsg.
[itoua pepgakuin: CeetTnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
Anexcie / Angel Aleksiev.3MiHa KOHTaKTHMX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.
136. | MAKCNOBIA, TabneTku, BKpUTI Mdpaiizep CLIA mabsemku HimeuunHa/ BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a He UA/20163/01/01
NNiBKOBOKO Eny.Ci.Mi. Hipmampensip: Ipnangis/ mMartepianis: yTOUHEHHs1 peecTpauiiiHol peyenmom | nidsisizae
o60onoHkoto, no 150 KopnopeiLuH BMPOGHMLTBO, ITanis/CLUA/ npoueaypu B Hakasi MO3 Ykpainu Ne 1545
Mr Ta TabneTku, nepsuHHe IHpia/ Big 06.09.2024 B npoueci BHeCEHHA 3MiH, a
BKPUTI NNiBKOBOIO nakyBaHHs, ManbTa came: 3a3Ha4yeHHA1 TepMiHy BBeJeHHS 3MiH
060/10HKOH0, N0 100 BTOPWUHHE NPOTArom 6-Tu MicsLiB Nicna 3aTBepAKEHHA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Mr, No 4 TabneTku, nakyBaHHs, BiNoOBiAHO A0 MaTepianiB peecTpauiiiHoro

BKPWTi MNiBKOBOIO
060/10HKO10, Mo 150
Mr Tano 2
TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, No 100
Mmry 6nictepi, no 5
6nictepiB y
KapTOHHI KopooLyi

peni3/TecTyBaHHs
KOHTPO/O AKOCTI
cepii,
MapKyBaHHS,
BMNYCK cepil,
CTabi/NIbHICTb:
Mdpaiizep
MeHtodekuypyHr
Hoiunena MvéX,
HimeuuunHa;
BVMPOGHMLTBO,
nepBuHHE
nakyBaHHSl,
BTOPWHHE
nakyBaHHsl,
peni3/TecTyBaHHs
KOHTPO/O AKOCTI
cepii,
MapKyBaHHS,
BMNYCK cepil,
CTabi/NIbHICTb:
Mdpainzep IpnanHgis
dapmacbloTikans,
IpnaHgis;Bupo6Hn
LTBO, NEPBUHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHSl,
BUMYCK/TeCTyBaHH
51 KOHTPO/O AKOCTI
cepii,
MapKyBaHHS,
BUNYCK cepil,
CTabiNbHICTb:
Mdpaiizep ITanis
C.p.n., Itanis;
TecTyBaHHS
CTabiNbHOCTI:
Mdpaiizep IHK.,
CLUA;
mabsiemku
pumoHasip: Bupo6
HUUTBO in bulk,
TECTYBaHHS i

Aocbe - OHOBMEHHA po3ainy «lMobiuHi peakwii»
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby 3 METOK BHECEHHS MNoBIYHOT
peakuii «Miasris».

nofaHHA OHOBJ/IEHOTO 3BiTy NPO aHauli3
nonynsuiiHoro mogentosaHHa (PMAR-EQDD-
C467a-Other-1463): nonynsuyjinHa
hapMakokiHeTuka HipMmaTpensipy/puToHasipy
nicn1a NepopasibHOro NPUIOMY Y [OPOCNX
i3/6e3 COVID-19 —06’egHaHuii aHasi3 gaHnx
thasm 1/2/3.

OHOB/IEHHA po3ainy «MpoTunokasaHHsA»
HCTPYKLT ANA MeAMYHOro 3acTOCyBaHHSA
nNikapcbKoro 3acoby LWoA0 Npo AikapcbKux
3aco06iB, Taki sk hiHpEeHOH,HasToKceron,
noMakadTop/iBakadTop TOLLO, A0 NiKAPCbKUX
3ac06iB, K/TIPEHC SIKMX CUTbHO 3a/1eXNUTb
Big CYP3A a6o € notyxHum iHgyktopom CYP3A,
1|0, OTXEe, MOXe NPU3BECTN [0 Ceprno3HNX
Ta/abo Hebe3neyHNx A5 XUTTA peakuii npu
OfIHOYACHOMY 3acTOCyBaHHI 3 [MakcnoBigoM.

OHOBJ/IEHHA po3iny «B3aemogis 3 iHwWumun
nikapcbkMK 3acobamu Ta iHWi BUuam
B3aEMOJI» IHCTPYKLii 4151 MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby, Wwob gogatu
iHchopmaLito Npo B3aEMOAjH0 MiX NiKapCbKUMu
3acob6amMu LL0A0 OAHOHYACHOTO 3aCTOCYBaHHS
Makcnosigy 3 pisHUMK NikapCbKMMK 3acobamu,
aki meTabonisytoTbca CYP3A4 a6o CYP2D6,
TpaHcnopTytoTbes P-gp abo iHaykytoTb CYP3A4.

OHOBJIEHHS pO3ZiniB «PapmakosioriyHi
BNacTUBOCTI» Ta «[0BIYHi peakw,ii» iHCTPYKUi
015 MEAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3ac06y 3 METO OHOBJIEHHS iHdhopMaLii Npo
edeKTUBHICTb, 6e3neky Ta hapMakoKiHETUKY Ha
OCHOBi OHOBJ/IEHUX pe3y/bTaTiB
pocnipxeHb C4671005 (EPIC-HR), C4671002
(EPIC-SR) i C4671006 (EPIC-PEP), a Takox
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

Bunyck in bulk:
XeTepo Jlabc
Nimiteq,
IHAis; npemikc
pumoHasipy:

Xetepo fparc
Nimitea, IHais;
nepBuHHe
nakyBaHHsl,
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
BWNYCK/TECTYBaHH
A1 KOHTPO/IO
AKOCTI, BUNYCK
cepii,
CTabiNbHICTb:
Mdpaiizep
MeHtodhekuypuHr
[Loliuneng M'Mo6X,
HimeuumnHa,;
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHSl,
MapKyBaHHS,
BUMYCK/TECTyBaHH
1 KOHTPOSIO
AKOCTI, BUMYCK
cepii,
CTabiNbHICTb:
Mdpaiizep ITanis
C.p.n., Itanis;
nepBrHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHSl,
MapKyBaHHS,
BUNYCK cepil:
Mdpainzep Ipnangis
dapmacbloTikans,
IpnaHgis;
TECTyBaHHS i
Bunyck in bulk:

popartkosuii 3BiT go Pop PK aHanisy PMAR-
EQDD-C467a-DP4-1323 nicns NOBTOPHOro
aHanisy faHux nicns BUAaNeHHa AaHux,
NOB’A3aHKX i3 YoTUpMa canTamu, 3 aHanisy
Janux wogo Makcnosigy.

OHOBJIEHHS PO3AiniB «DapMakooriyHi
B1aCTUBOCTI» Ta «B3aemogis 3 iHWm1mun
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3@EMOAIN» IHCTPYKLIT ANsi MEANYHOTO
3aCTOCYyBaHHS /iKapcbKoro 3acoby 3 MeTo
OHOB/IEHHS IHG)OpPMALLT PO B3aEMOLIt0,
nos’szaHoi 3 CYP2B6, MATEL i OCT1.

Y npoueci 3MiHM Takox 6y/10 nogaHo Ta
oHoBneHo MYP go sepcii 3.0.

OHOBJIEHHS PO3iNny «®apMakoorivHi
B/IACTMBOCTI» 3 METOI OHOBJ/IEHHS
BipyCO/OMNYHMX AAHMX LLOAO LUTaMIB Ta iHLLNX
xapakrepuctuk COVID.

OHOBJIEHHS po3iny «OcobnMBOoCTi
3acTocyBaHHA» Ta «[M06IYHI peakuii» iIHCTPYKLT
0151 MEAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3aco6y 3 METO YTOYHEHHS iHdhopmaLii mpo
PO3BUTOK TOKCUYHOTO enigepMasibHOro
HeKponi3y nNpu 3actocysaHHi MNakcnosigy, i
[0AaBaHHA TOKCMYHOIO enigepmasibHOro
HeKponi3y A0 nepesiky NoGiYHUX peakwili i3
4acToToH «PifKO» Ha OCHOBI CYKYNHOrO Ornsiay
6a3u faHux 6esneku Ta nireparypu.

OHOBJIEHHS po3giny «Oco6mnBOCTI
3acTocyBaHHA» Ta «lMo6iuHi peakwii» IHCTPYKUiT
01151 MEeAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3ac06y 3 METOH YTOYHEHHS iHGhopmaLii Npo
pO3BMTOK cvHApoMy CTiBeHca-[pKOHCOoHa npu
3acTocyBaHHi MNakcnosify | foaaBaHHSA
cuHapomy CriBeHca-[PKOHCOHa [0 neperniky
NobiuyHKX peakLiii i3 yacTtoTol «Pigko» Ha
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

dapmagokc
Xenckeap /114,,
ManbTa;
TEeCTyBaHHS i
CTabifNbHICTb:
Mdpaiizep IHK.,
CLIA

OCHOBI CYKyMHOT0 orisay 6asm gaHux 6esneku
Ta fnitepatypy Ta YTOYHEHHS LLOAO peakLiii
rinepyyT/IMBOCTI.

OHOBJIEHHS po3iny «OcobnMBOoCTi
3acTocyBaHHA» Ta «[M06IYHI peakuii» iIHCTPYKLT
015 MeAUYHOT0 3aCTOCYBaHHS /iKapCbKOro
3ac00y 3 METOI0 BK/TOYEHHS MonepeikeHHs
LLLOZ0 PU3NKY FiNepTeHsil Ta peKkOMeHAYBaHHS
MOHITOPWHIY apTepiasibHOro TUCKY, a Takox
[0AaBaHHA «TiNepTOHii» A0 CIUCKY NOBIYHMX
peakuiin (MJ1P) i3 4aCTOTOI «HEYaCTO», Ha
OCHOBI aHani3y CyKynH/X NOCTMapKeTUHTOBKX
faHux. TepmiH BBeleHHA 3MiH — NPOTArom 6-
TN MicAILiB Nicna 3aTBePAKEHHS.

137.

NMEPMETPUH

PO3YMH HaLLKipHWTA
05%no50ry
hnakoHi; no 1
hnakoHy B nauuj

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS NMikapCcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKeHb
(PIP) (3MiHY y3ropKeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHU BHECEHO A0 IHCTPYKLii 415 MeanyHOro
3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHA" Ta "TMo6GiYHI
peakuii” Wwoao 6e3nekn 3acTocyBaHHs Aitoyoi
PeyoBMHM NEPMETPUH BiANOBIAHO [0
pekomeHaauili PRAC.

6e3
peyenma

nionsizae

UA/3417/02/01

138.

NMEPMETPUH

cnpein 0,5% no 50 r
y 6anoHi 3
KnanaHom
HacoCHOro Tumy Ta
po3nunBayem; no
1 6anoHy B navui

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHK | TUNYy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepuCTULi Nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeaUYHOro 3acTocyBaHHA Ha nigcTasi
peryasipHo OHOBJ/THOBAHOIO 3BITY 3 6e3neku

6e3
peyenma

niossiecae

UA/3417/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NMikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BIANOBIAHO A0 MiaHy negiaTpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHU BHECEHO A0 IHCTPYKLIT 415 MegnyHOro
3acToCyBaHHS NiKapCcbKOro 3acoby y po3ginu:
"Oco6mBocCTi 3acTocyBaHHA" Ta "TMo6GIYHI
peakuii” Wwoao 6e3nekn 3acTocyBaHHs Aitoyoi
PeyoBMHM NEPMETPUH BiANOBIAHO [0
pekomeHaauili PRAC.

139.

MIACKNEAVNH
® 300

Kancynu; no 15
Kancyn y énicrepi;
no 1 a6o no 2
6nicTepu B KOPOOL
3 KapTOHY

Nabopatyap
EkcnaHCbeHC

®paHuis

Nabopatyap
EkcnaHcbeHC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu Il TUny - 3MiHn Woao0
6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHbL Ta yMOB
BMAAui peecTpaviliHoro noceig4YeHHs,
BK/IlOYatoun MnaH ynpasniHHA pusnkamuy (iHLWi
3MiHY) - 3a5BHUKOM HaJaHO OHOBMeHWi MNnaH
ynpas/liHHA pU3nKaMu Bepcia 7.2 3MiHN BHECEHO
[0 YacTuH: | «3aranbHa iHchopmadis», 11
«Cneuwdikauis 3 6esnekm», |l «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
pusukiB», VI «Pe3stome nnaHy ynpasniHHS
pusnkamm» VIl «logatku» y 38'a3Ky 3
rapmoHisauieto MYPa, cTBOpeHOoro Ansa Ykpainu
3 MYP €C Ha nigcTasi aHasisy OHOBEHOI
iHchopmawii 3 6e3nekn Aitoyoi peyoBUHU.
Pestome MnaHy ynpasniHHA pusmkamu Bepcis
7.2 fofaeTbes.

6e3
peyenmy

UA/13173/01/01

140.

MIPOKCUKA
M CO®APMA

Kancynv Teepai no
20 wmr; no 10 kancyn
y 6nictepi; no 2
6nictepn B
KapTOHHIN nayui

AT "Cogpapma”

Bonrapis

AT "Codchapma” Bonrapis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHnX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapMakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsagy; KOHTakTHoOT ocobm 3
hapMakoHarnisgy 3asiBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BifAMIHHa Bif, YNOBHOBaXEHOI 0CO6M,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/1HOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y

3a
peyenmom

UA/2936/01/02
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

po3MiLLLeHHi MacTep-chaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
0Cco6u 3as1BHMKA, BignoBigasibHOT 3a
thapmakoHarnsg.

[itoua pepakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pefakLisi: AHresn
AnexcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHYKa,
BignoBiga/IbHOI 3a dhapmakoHarnsg

141.

MIPOKCUKA
M CODPAPMA

Kancynv TBepaj no
10 wmr; no 10 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI nauui

AT "Coghapma”

Bonrapis

AT "Codchapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3aras/ibHeHUX faHnx Npo cucTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiZANOBiAANbHOI 3a 34iicCHEHHS papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHUKA, BiANOBIAA/IBHOI 3@
hapmakoHarnsg.

[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeEHOT 0CO6Y 3asiBHYKA,
BifgnoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/2936/01/01

142.

MPErAJIKA

Kancynu Tsepgi, no
75 wmr, no 10 kancyn
y 6nicTepi, no 2
6nictepu B
KapTOHHI Kopo6bLyi

MicTtpan Kenitan
MeHeXMeHT
Nimiteq

AHrnisA

BMPOGHMLITBO
roTOBOI NiKapCbKOI
¢opmu, NnepBMHHA

Ta BTOPVHHA

yrnakoBka,
KOHTPO/b Cepil,

BUNYCK cepil:

OAPMATEH

IHTEPHELUHN

CA, Ipeuis;

BMPOGHMLITBO
roTOBOI NiKapCbKOT
hopMK, KOHTPO/1b

Ipeuis/
OmaH

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUYHEHHSA CTaTyCcy pek/naMyBaHHA B Hakasi
MOS3 YkpaiHu Ne 1589 Big 13.09.2024 B
npoueci BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK
Loao 6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkii
XapaKTepuCcTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCyBaHHSA Ha MifcTasi perynsapHo
OHOBJ/IKOBAHOTO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauiiHnii nepioa, abo sk pesynbTaT

3a
peyenmom

He
nionsiea
€

UA/19604/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
cepii, NnepBuHHa OLLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
yrnakoBKa, BIANOBIAHO A0 NMiaHy negiaTpuyHnX JOCAiAKEHb
BTOpPUHHA (PIP) (3MiHy y3roKeHo 3 KOMNeTEHTHUM
ynakoBka: OmaH YNOBHOBaXXEHUM opraHoM) 3MiHW BHECEHO [0
dapmactoTikan IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
Mpogaktc Ko., nikapcbKoro 3acoby y po3ginu "OcobnnsocTi
N.N.C., OmaH 3acTocyBaHHsA", "Mo6ivHi peakuii" BignosigHO A0
OHOB/IEHOT iHdhopMalLii 3 6e3nekn aitoyoi
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MicAILiB nicnsa 3aTBepapKeHHs ). Pefakuin B
Hakasi - He 3a3HayeHo. BipHa pepgakuis - He
nignsrae.
143. | NPErANIKA Kancynu Teepgi, no Mictpan Kenitan AHrnis BMPOGHMLITBO Ipeuis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a He UA/19604/01/03
300 mr no 10 kancyn MeHemKMeHT rOTOBOI NiKapCbKOi OmaH YTOUHEHHS CTaTyCcy pek/laMyBaHHSA B HaKasi peyenmom nionsiza
y 6nicTepi, no 2 Nimitep hopmMu, NepBuHHA MOS3 YkpaiHu Ne 1589 Big 13.09.2024 B €
6nictepu B Ta BTOPUHHA npoueci BHECEHHA 3MiH (3MiHU | Tuny - 3MiHK
KapTOHHI KOpo6Lyi ynakoBka, LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTPO/b Cepil, thapmakoHarnagy. 3MiHa y KopoTkiii
BUNYCK cepil: XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
PAPMATEH MapKyBaHHS! Ta IHCTPYKUiT AN MeguyHoro
IHTEPHELLUHN 3acToCcyBaHHSA Ha nigcrasi perynsipHo
CA, lpeuis; OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun Nikapcbkoro
BMPOBHULITBO 3acoby, abo AocCnigKeHb 3 6e3nekn
roTOBOT NiKapCbKoi 3acTOCyBaHHS NikapcbKoro 3acoby B
¢opMK, KOHTPO/1b nicnsipeecTpaviiiuii nepiog, abo sik pesynbtart
cepii, NnepBnHHa OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
yrnakoBKa, BiAMNOBIAHO A0 NnaHy negiatpuyHUX AOCNiLKeHb
BTOPVHHA (PIP) (3MiHy y3rompKeHo 3 KOMNETEHTHUM
ynakoska: OmaH YNOBHOB&XEHNM opraHoM) 3MiHN BHECEHO [0
dapmactoTikan IHCTPYKLT AN1A MeAUYHOro 3aCTOCYBaHHA
Mpogaktc Ko., nikapcbKoro 3acoby y po3ginun "OcobnmnsocTi
Nn.n.C., Omax 3actocyBaHHs", "lNo6iyHI peakuii” BigNOBIgHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku aitouol
peyoBMHW. BBEEHHS 3MiH NPOTAroM 6-Tu
MicAUIB Micnsa 3aTBepiXeHHs). Pepakuis B
Hakasi - He 3a3HayeHo. BipHa pepakuis - He
nignsarae.
144. | NPUMOBICT PO34MH NS iH'EKLIN Baviep Al HimeuumnH Baiiep Al HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/17931/01/01
0,25 Mmosb/MA; No a 3MiHu | TUNYy - 3MiHK Woao peyenmom

10 M1y cknstHomy
wnpwvyi, no 1
LINpuLly B NpO30piii
nnacTyKoBil
KOpOo6L, 3aKpuTiit
nanepom, no 1

6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAabHOI 3a 3MjiACHEHHSI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NnacTyKOBI KOPOOLi hapMakoHarnagy; KOHTakTHoi ocobu 3
BKNageHil y hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHSN
KapTOHHY KOPOOKY; chapmakoHarnsgy B YkpaiHi, AKL0 BOHA
no10 mny BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
N1acTUKOBOMY BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
wnpuui, no 1 (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
LINpuLy B NpO30piii pO3MiLLLeHHi MacTep-thaiina cuctemu
naacTyKoBil thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
KOpOoO6Lji, 3aKpuTiii 0Cco6y 3as1BHMKA, BignoBiga/ibHOT 3a
nanepom, no 1 chapmakoHarnsg,
NNacTMKOBIN KOPOOLL [itova pepakuisn: Justin Daniels. MNponoHoBaHa
BKNageHii y pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
KapTOHHY KOPOOKY [aHnX yNoBHOBaXeHOT 0CObY 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
145. | NPUMONKOT- | Tabnetku no 5 wmr; Baiiep Al HimeuuunH Baiiep Baiimap HimeuyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/3057/01/01
HOP no 15 tabnetok y a m6X i Ko. KI 3MiHK | TUNy - 3MiHK Woa0 peyenmom
6nicTepi; no 2 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
6nictepn y BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
KapTOHHIN nayui npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 32 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVKa, BigNoBiga/ibHOI 3a hapMakoHarnsg.
[itova pepakuin: Justin Daniels. MNponoHoBaHa
pepaxuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
146. | MPOrMHOPM | kancynu M’'siki no 3AT NutoBecbka | JTABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/15254/01/01
FECTA 200 wmr; no 15 «®apmnira» Pecny6nik NNEOH ®APMA 3MiHY | TNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | nions2ae
Kancys M'siKnux y a C.A. HaliMeHyBaHHs Ta/abo agpecu micus

6nicTepi; no 2
6nicTepy y nauui

NPOBaKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoum
OiNbHULI BUNYCKy cepii abo MicLe NpoBeAeHHst
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEp, BKIKOUAOUN BUMYCK CEPINA).
AZMiHICTpaTVBHa 3MiHa Yy 3B’S13KY 3i 3MiHOIO
azipecy BUPO6GHMKA, NPMBEAEHO Y BiaNoBiAHICTb
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

[0 oHoBNeHoro ceptudikaty GMP. Micue
BMPOOHULITBA, MiCLie po3TallyBaHHsA Ta
BMPOGHNYMIA MPOLLEC HE 3MIHIOITLCSA. 3MiHU
BHECEHi B po3aisin "BMPOGHUK" Ta
"Micue3HaxompKeHHs1 BUPOOHMKa Ta agpeca
MiCLil NPOBaXEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKLi0 415 MeNYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ta Sk HacigokK - y TeKCT
MapKyBaHHS YNakoBK/ NiKapCcbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

147.

MAPOr'MHOPM
FECTA

Kancysm m’'siki no
100 mr; no 15
Kancysn M'sakux y
6nicTepi; no 2
6nictepu y nauui

3AT
«Papmnira»

JInToBCbKa
Pecny6nik
a

NNTABOPATOPIOC
NNEOH ®APMA
CA.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micua
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO fiKapcbkoro 3acoby, BkIovaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpilf).
AAMiHIiCTpaTMBHa 3MiHa Y 3B'A3KY 3i 3MiHOO
agpecy BUpPOGHWKaA, MPYBEAEHO Y BiANOBIAHICTL
[0 oHoBNeHoro ceptudikaty GMP. Micue
BMPOOHULITBA, MiCLie po3TallyBaHHs Ta
BMPOGHWYMIA NPOLLEC HE 3MIHIOKTLCSA. 3MiHU
BHECeHi B po3aisin "BMpoO6HUK" Ta
"Micue3HaxompKeHHs BUPOOHMKa Ta agpeca
MiCLil MPOBaXEHHS Or0 Ais/IbHOCTI" B
IHCTPYKLi0 A5 MeNYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ta Sk HacMigokK - y TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHS.

3a
peyenmom

He
nionsieae

UA/15254/01/02

148.

NMPOr’MHOPM
FECTA

Kancysm m'siki no
200 wmr; no 15
Kancyn M'sakux y
6nicTepi; no 2
6nicTepy y nauui

3AT
«Papmnira»

JInToBCbka
Pecny6nik
a

NTABOPATOPIOC
NNEOH ®APMA
CA.

Icnanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignoBigHocTi/l E-cepTudpikart BignosigHocTi
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOrO abo OHOBEHOTO cepTudikaTa
BiA4NOBIAHOCTI ab0 BUTy4YeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ona suxigHoro
mMartepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBuHY (cepTuddikat
Bi4NOBIAHOCTI €BpoNelichbkili chapmakoner) -
HoBuii cepTudpikat Big, BXe 3aTBepaKeHoro

3a
peyenmom

UA/15254/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BMpPOOHUKa. MNMofaHHs HOBOro cepTudpikaty
signosigHocti EP CEP RO-CEP 2018-166-Rev
00 gns A®| nporecTepoH Bif Bxe
3aTBepAxeHoro Bupo6Hvka Hubei Gedian
Humanwell Pharmaceutical Co., Ltd., Kutaiicbka
HapogHa Pecny6nika. 3miHu | Tvny - 3miHu 3
AkocTi. CepTudikat signosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIi
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BW/YYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; Ansa fONOMIXKHOT peqyoBuHM (cepTudikar
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yXe 3aTBEPIKEHOr0
BMPOGHUKa. MogaHHs OHOBMEHOro cepTudikaty
BignosigHocTi EP CEP R1-CEP 2013-328-Rev
00 (nonepepgHs Bepcia CEP RO-CEP 2013-328-
Rev 00) gns A®| nporecTepoH Big, BXxe
3aTBepAxeHoro Bupo6Hvka Hubei Gedian
Humanwell Pharmaceutical Co., Ltd., Kutaiicbka
HapogHa Pecny6nika. 3miHu | Tvny - 3miHu 3
sAKocTi. CepTudikat signosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIi
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BW/YYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; Ansa fONOMIXKHOT peqyoBuHM (cepTudikar
BiANoOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yxe 3aTBEPAKEHOr0
BMPO6HUKa.. [TofaHHA OHOBJIEHOTO cepTudikaTty
BignosigHocTi EP CEP 2018-166-Rev 02 ans
A®| nporecTepoH, npouec B, HeMikpoHi3oBaHUi
i MiKpOHi30BaHWIi Bif, BXe 3aTBEPXEHOr0
BMpobHuKa Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutaiicbka HapogHa
Pecny6nika

149.

NMPOr’MHOPM
FECTA

Kancysm m'siki no
100 wmr; no 15
Kancyn M'skux y

3AT
«Papmnira»

JInToBCbka
Pecny6nik
a

NTABOPATOPIOC
JIEOH ®APMA
C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3miHK 3 akocTi. CepTudiikat
BignosigHocTI/lE-cepTudpikat BignoBigHOCTI

3a
peyenmom

UA/15254/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

6nictepi; no 2
6nictepy y nauui

€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
HoBuii cepTudpikat Bif, BXXe 3aTBEPAXEHOr0
BMPOOHUKa. MNMoaaHHs HOBOro cepTucpikaty
BignosigHocTi EP CEP RO-CEP 2018-166-Rev
00 ans A®I nporecTtepoH Big BXxe
3aTBEpAKEeHOro BMpo6Huka Hubei Gedian
Humanwell Pharmaceutical Co., Ltd., Kutaiicbka
HapogHa Pecny6nika. 3MiHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
ADI; onsA LONOMIXHOT pevyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/eHWi cepTudikaT Bif y)xe 3aTBepAXEHOro
BMpo6HUKa. MogaHHsA OHOBNEHOTO cepTudikaTy
signosigHocti EP CEP R1-CEP 2013-328-Rev
00 (nonepegnHs Bepcis CEP RO-CEP 2013-328-
Rev 00) nns A®I nporecTepoH Big, Bxe
3aTBEpAKEHOro BMpo6Huka Hubei Gedian
Humanwell Pharmaceutical Co., Ltd., Kutaiicbka
HapogHa Pecny6nika. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudikaTt BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
ADI; onsA LONOMIXHOT peqyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoBeHWIT cepTudpikar Bifg y>Ke 3aTBEPIKEHOr0
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BMPOOHUKA.. MNoAaHHs OHOBNEHOro cepTudpikaty
signosigHocTi EP CEP 2018-166-Rev 02 gns
A®| nporecTepoH, npoLec B, HeMikpoHi3oBaHUii
i MiKpOHi30BaHWI4 Bif, BXXe 3aTBEPXEHOrO
BMpo6HuKa Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutalicbka HapogHa
Pecny6nika

150.

NPOrMHOPM
OBO

Kancynm m'ski no
100 wmr; no 15
Kancyn M'skux y
6nictepi; no 2
6nictepy y nauui

3AT
«®apmnira»

JinToBcbKa
Pecny6nik
a

NNABOPATOPIOC
NNEOH ®APMA
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHsi Ta/abo agpecy Micus
NpoBafKEHHN AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
OinbHULI BUNYCKy cepii abo MicLe npoBefeHHs
KOHTPO/IO SIKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOUAUM BUMYCK Cepilf).
3MmiHa agpecu BUpO6HKMKa, a came A0AaBaHHSA
MOLLTOBOTO iHAEKCY BUPOGHWKY BiANOBIAa/IbHOMY
3a NOBHMIA UyKN BUpobHuLTBa JIJABOPATOPIOC
NNEOH ®APMA C.A., IcnaHisi. 3MiHW BHeCEHO B
po3gin "Micue3HaxomKeHHs BUpoGHMKa Ta
ajpeca MicLa NpoBaXeHHS Moro AisnbHocTi" B
IHCTPYKL,i0 415 MEeANYHOro 3aCTOCYBaHHA Ta sk
HacCnifoK - y TEKCT MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby. BBefeHHS 3MiH NpOTArom
6-TU MicAUIB NicNs 3aTBEPKEHHS.

3a
peyernmom

He
nionsizae

UA/15255/01/01

151.

MPOrMHOPM
oBO

Kancysm m'siki no
200 mr; no 15
Kancysn M'akux y
6nictepi; no 2
6nictepy y nauui

3AT
«®apmnira»

JInToBCbKa
Pecny6nik
a

NNABOPATOPIOC
NTEOH ®APMA
CA.

Icnanis

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHK | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI BUpOBGHUKa/imnopTepa
roTOBOrO JlikapCbKOro 3acofby, BK/IYakum
AinNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a SIKy BiANOBigae
BMPOGHMK/IMNOpTEp, BK/IOUAUM BUMYCK Cepilf).
3MiHa agpecu BUPOOHUKa, a came AofaBaHHs
MOLUTOBOTO iIHAEKCY BUPOOHNKY BiAMOBiAa/IbHOMY
3a NOBHMIA UyKN BUpobHuLTBa JIJABOPATOPIOC
NNEOH ®APMA C.A., IcnaHisi. 3MiHM BHeCeHO B
po3ain "MicuesHaxomKeHHs1 BUPOOHMKa Ta
ajpeca MicLa NpoBaXeHHs Moro AisnbHocTi" B
IHCTPYKL,i0 415 MEeANYHOrO 3aCTOCYBaHHA Ta 5K
HacCnifoK - y TEKCT MapKyBaHHS ynaKkoBKuM
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-TV MicALLIB NiCNsA 3aTBEPKEHHS.

3a
peyenmom

He
nionsicae

UA/15255/01/02

152.

MPOr'MHOPM
oBO

Kancynm m'ski no
200 mr; no 15

3AT
«Papmrira»

JInToBCbKa
Pecny6nik

NNTABOPATOPIOC
JIEOH ®APMA

Icnanis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat

3a
peyenmom

UA/15255/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Kancysn M’sikux y a C.A. BignosigHocTi/lE-cepTudikat BignosigHoCTi
6nicTepi; no 2 €sponelicbkin hapmakonei/moHorpadii.

6nictepy y nauui

MoaaHHA HOBOro abo OHOBMIEHOrO cepTudiikatTa
Bi4NoBiAHOCTI ab0 BUYYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®l; gns BUXigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHY (cepTudiikat
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwii cepTudikart Bif BXe 3aTBEPAKEHOr0
BMpPOGHMKa. MNogaHHSA HOBOTO cepTudikata
BiANoBiAHOCTI EBponeiickkili hapmakonei gns
A®I Big BXe 3aTBEpPAXKEHOro BMpPo6HMKa Hubei
Gedian Humanwell Pharmaceutical Co., Ltd.,
KuTalicbka HapogHa Pecny6nika - CEP RO-CEP
2018-166-Rev 00. 3miHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBpONEechkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXKHOI pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHUKa. MogaHHs OHOBEHOro cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei CEP
2018-166-Rev 02 ana Aito4oi pevoBUHU
MporecTepoHy Bif 3aTBEPLKEHOTO BUPOOHMKA
Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd., Kutaiicbka HapogHa Pecny6nika. Takox
HafaHo 06rpyHTYBaHHSA BifCYTHOCTi MPOMIXHOIO
CEP RO-CEP 2018-166-Rev 01, y 3B'A3Ky 3 TUM,
LL{O BiH HE BUKOPUCTOBYBABCS BUPOBGHNKOM.
3MiHn | TURY - 3MiHM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHUMKa. [ogaHHs OHOBEHOro cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei R1-
CEP 2013-328-Rev 00 (3aTBepmxeHo: RO-CEP
2013-328-Rev 2) gns [litoyoi pevosnHn
MporecTepoHy Bif 3aTBEPAXKEHOro BUPOOHMKa
Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd., Kutaricbka HapogHa Pecny6nika.

153.

MAPOr'MHOPM
oBO

Kancysm m’'siki no
100 mr; no 15
Kancysn M'sakux y
6nicTepi; no 2
6nictepu y nauui

3AT
«Papmnira»

JInToBCbKa
Pecny6nik
a

NNTABOPATOPIOC
NNEOH ®APMA
CA.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiA4MNOBIAHOCTI ab60 BUYYeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBEpAXEHOro
BUpPOGHMKa. MogaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
AdI Big BXe 3aTBEpAXEHOro BMpPOo6HMKa Hubei
Gedian Humanwell Pharmaceutical Co., Ltd.,
Kutaiicbka HapogHa Pecny6nika - CEP RO-CEP
2018-166-Rev 00. 3MiHu | TNy - 3MiHK 3 AKOCTI.
CepTtudikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONEChbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; onA 4ONOMIXHOT peqyoBuHY (cepTudpikar
BiANoBigHOCTI EBponeiickbkili hapmakonel) -
OHoBEHWI cepTUdiKaT Bif yxe 3aTBEPAXEHOro
BMPOGHMKa. MogaHHA OHOB/IEHOro cepTudikaTa
BiAnoBigHOCTI EBponeiickkili hapmakonei CEP
2018-166-Rev 02 gna [jtouoi peyoBuHmn
MporecTepoHy Bif 3aTBepAKEHOro BUPO6HMKa

3a
peyenmom

UA/15255/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd., Kutaiicbka HapogHa Pecny6nika. Takox
HafaHo 06rpyHTYBaHHS BifCYTHOCTi MPOMiXHOrO
CEP RO-CEP 2018-166-Rev 01, y 3B'A3KY 3 TUM,
LLIO BiH HE BUKOPWUCTOBYBABCS BUPOGHMKOM.
3MiHu | TUny - 3MiHM 3 akocTi. CepTuddikaT
BignosigHocTI/IE-cepTudikat BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOrO cepTudiikatTa
Bi4NOBIAHOCTI ab60 BUYyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; gns BUXigHOTO
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHY (cepTudiikat
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yXe 3aTBEPIKEHOr0
BMPOGHUWKa. [ogaHHs OHOBMEHOro cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2013-328-Rev 00 (3aTBepgxeHo: RO-CEP
2013-328-Rev 2) gnsa [itoyoi peqoBunHU
MporecTepoHy Bif 3aTBepAXEHOro BUPO6bHMKa
Hubei Gedian Humanwell Pharmaceutical Co.,
Ltd., Kutaricbka HapogHa Pecny6nika.

154.

nypu-
HETON®

Tabnetkn no 50 mr;
no 25 TabneTtok y
thnakoHi; no 1

hNakoHy y
KapTOHHI Kopo6Lyi

AcneH ®apma
TpewngiHr
Nimiteg

IpnaHgis

BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
Ta BUNYCK cepiii:
AcneH bag-
Onbaecno MNvbX,
HimeuunHa

BUPOGHMLTBO,
BMNPOGYBaHHSA
KOHTPOJIH0 AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
AcneH CA
Onepeiiwens (MNTi)
N1a, NiBgeHHa
Adpprka

BUPOGHMUTBO,

HimeuunHa/
MNisaoeHHa
Adpurka

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLi NikapCcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeJIMYHOro 3aCTOCyBaHHA Ha MigcTasi
perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rompKeHo 3 KOMNETEHTHUM
YMOBHOB&XeHVM opraHom) 3MiHN BHECEHI A0
IHCTPYKLi 419 MeAUYHOT0 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao po3ainy "MobiuHi peakwii”
(aonoBHeHO By3noBaTa epuTema) BignoBigHO A0
OHOBJIEHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHS Ail04oi peyoBUHW. BBeaeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS.
3MiHK | TMNY - AGMIHICTPATMBHI 3MiHX. 3MiHa

3a
peyenmom

He
nionsieae

UA/14862/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BMNPO6YBaHHSA Ha3BW JiKapCcbKOro 3acoby - 3MiHEHO Ha3BY
KOHTPOJIHO SIKOCTI, nikapcbKkoro 3acoby 3arBepmxeHo: MYPU-
nepBUHHE HETONM™ (PURI-NETHOL™) 3anponoHoBaHo:
nakyBaHHs, Mypun-Heton® (Puri-Nethol®) BeeaeHHs 3MiH
BTOPVHHE NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3miHu | TNy - 3MiHn WwWoao

nakyBaHHS Ta

BUMYCK Cepiii:
Ekcenna r'm6X i

Ko. KI', HimeuumHa

6e3nekun/ehekTBHOCTI Ta hapMakoHarnisgy
(iHLWi 3MiHM) 3MiHVM BHECEHO A0 TEKCTY
MapKyBaHHS BTOPVWHHOT YNakoBKW MiKapCbKOro
3aco6y n.8, n.12, n.13, n.17, fo Tekcty
MapKyBaHHS NEPBUHHOI YNaKkoBKW NiKapCbKOro
3aco6y n.3, n.4, n.6, n.8, n.12, n.13, n.17, ta go
TEKCTY MapKyBaHHs NepBUHHOT yNakoBKM

NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHY | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
Ha3su APl abo AONOMIKHOT pevoBUHN - 3MiHa

nikapcbkoro 3acoby n.3, n.4, n.6. BBegeHHs 3MiH

Ha3Bu A®I (gito4oi pevoBUHM) NiKapPCbKOro
3acoby. [itoya pefakuis: 6-MepkanTonypuH
MponoHoBaHa pepakuis: MepkantonypuHy
MOHorigpaT . BBeAeHHs 3MiH NnpoTarom 6-Tu
MicaLiB nicna 3atBepmpkKeHHs. 3MiHu Il Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi

MapKyBaHHS! Ta IHCTPYKUiT AN MegUYHOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMKU Ta

AaHvMu 3 chapmakoHarnsagy - 3MiHu BHECEHI [0

IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHSA

niKkapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnactneocTi”,

"MNMpoTunokasaHHs", "B3aemogis 3 iHLWMMK

nikapcbknmu 3acobamu Ta iHLWi BUAN

B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHS",

"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHA Ta
fo3n", "MepeposyBaHHsa", "Mo6GiyHI peakwjii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micnsa
3aTBepKEHHS. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, flikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns

MEe[MYHOrO 3aCTOCYBaHHS Y 3B'I3KY i3 HOBUMM

OaHUMW 3 IKOCTi, AOKAIHIYHUMU, KiHIYHMKW
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHI [0 IHCTPYKLiT 4718 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHA" (MiApo34in
«Po3naan metaboniamy Ta xapuyBaHHs»),
"Mo6iuHi peakyii" (nenarpa). BeegeHHs 3miH
NPOTAroM 6-TW MicALB Nic/1A 3aTBEPAKEHHS.
155. | PEFYJIAKC® KyOukn pyKTOBI; MO Kpesesnb HimeuumnH Kpesenb HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/2362/01/01
6 KyouKiB (KOXeH Moiizenbbax a Moiizenbb6ax 3MiHY | Tuny - 3MiHK Woao peyenma
KyOuK B 6X 6X 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
iHAMBIAYyanbHin BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
anomiHiesili ponb3i, npo cuctemy dpapmakoHarnsgy (BBefeHHs
Aka KallpoBaHa y3arasibHeHUX AaHvx Npo cucTemy
BOLLEHMM Nanepom 3 hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
TUCHEHHAM BigNoBiAa/IbHOI 3a 3MjACHEHHSI
Regulax®) y hapmakoHarnagy; KOHTakTHoi ocobu 3
KapTOHHI kopobuj; y hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
noninponisieHoB.i thapmakoHarnagy B YkpaiHi, KLU0 BOHA
nnisui BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-chaiina cuctemu
hapmakoHarnsigy). 3MiHa KOHTaKTHOI 0cobu
3asBHVKa, BifNoBiganbHOI 3a hapmakoHarnsag B
YkpaiHi.
[itoua pepgakuin: Tapacosa HOnis MukonaisHa.
MponoHoBaHa pepgakuis: bynura figisa
OnekciiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsag B YkpaiHi
156. | PEFYJIAKC® Kpanni opabHi, KpeBenb HimeuuunH KpeBenb HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/2363/01/01
MIKOCY/b® pO34uH, 7,5 mr/m; Moiizenbb6ax a Molizenbbax 3MiHK | TNy - 3MiHN WoA0 peuyenma
AT KPANI no 20 mn y donakoHi- rM6X v6X 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

KpanenbHuLi;no 1
dhnakoHy-
KpanesibHuLj y
KapTOHHI Kopo6bLyi

BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHux npo cuctemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol ocobu,
BigNOBiAa/IbHOI 32 34iACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocobu 3
(hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiina cuctemm
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
thapmakoHarnsgy). 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg, B
YkpaiHi.
[Litova pepgakuisn: Tapacosa HOnis MukonaisHa.
MponoHoBaHa pepakuis: Bynura figis
OnekciiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu 3as1BHMKA, BiANoBiAaIbHOT 3a
hapmakoHarnsg B YkpaiHi
157. | PEHHI® 3 Tabn1eTkv XyBasibHi; Baiiep LLiBefiuapi Lenbthapm PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/7799/01/01
AMNE/NIbCUHO | no 12 tTabnetoky KoHcblomep Kep A laiiapg, 3MiHK | TUNy - 3MiHK Woa0 peyenma
BM 6nictepi 3 Al 6e3nekn/edpeKkTNBHOCTI Ta hapmakoHariagy.
CMAKOM nepdopadieto; no 1 BBefeHHs1 ab0o 3MiHM [0 y3arasibHEHUX AaHuX
a6o no 2 6nictepu B npo cuctemy dhapmakoHarnsgy (BBefeHHs
KapTOHHI kopobuy; y3arajlbHeHUX faHux npo cuctemy
no 6 Tabnetok y chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
6nictepi; no 2 abo BiANOBIAA/IbHOI 32 3AiiCHEHHS
no 4 6nictepu B hapMakoHarnsay; KOHTakTHoi ocobu 3
KapTOHHI Kopo6Lyi hapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVKA, BignoBigasibHOI 3a chapmakoHarnsg.
[itova pepakuin: Justin Daniels. MNponoHoBaHa
pepaxuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6U 3asBHIIKa,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
158. | PEHHI® 3 Tab1eTkn XyBaslbHi; Baiiep LLiBeiiuapi Lenbthapm PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7798/01/01
MEHTO/IOBW | no 12 tabnetok y KoHcbtomep Kep a Faliaps, 3MiHW | TURY - 3MiHK 3 aKocTi. A®Il. CTabinbHICTb. peyenma
M CMAKOM 6nictepi 3 Al 3MiHa nepiogy NOBTOPHKX BUNPOGYBaHb/Nepioay

nepdopadieto; no 1
abo no 2 6nictepu B
KapTOHHI KOpoO6Lyj;
no 6 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lyi

36epiraHHa abo yMoB 36epiraHHs Al (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei, L0 BK/I4ae nepios NOBTOPHOro
BMNPOGYBaHHS) (Nepiog NOBTOPHOro
BMNPOGYBaHHs/Nepiog, 36epiraHHs) -
36inbLUeHHs abo BBeAEHHS Mepiogy NOBTOPHOrO
BMNpo6yBaHHsA/nepiofy 36epiraHHA Ha OCHOBI
pesynbTaTiB fOC/iIKEHb Y peaslbHOMY Yaci.
BBefieHHs1 nepiofy NOBTOPHOrO BUNPOGYBaHHSA 2
poku ans A®| kanbLito kapboHarty, Lo
36epiraetbes B in multi-layer paper bag or in a
polypropylene/polyethylene coated big bag in
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

well closed container in a dry place at room
temperature. 3miHu | TUNY - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpONechkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; ona fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMPOGHUMKa. MogaHHs OHOBEHOro cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei R1-
CEP 2001-366-Rev 04 (3aTBepaxeHo: R1-CEP
2001-366-Rev 02) gns A®| kanbLito kapboHaTty
Bifl y)Xe 3aTBepKeHoro BupobHrka Omya SAS,
France).

159.

PEHHI® 3
MEHTO/10BUA
M CMAKOM

TabNeTKn XyBaslbHi;
no 12 tabneTtok 'y
6nictepi 3
nepdhopadieto; no 1
abo no 2 6nictepu B
KapTOHHI kopobuyj;
no 6 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lyi

Baitep
KoHcblomep Kep

LLsenuapi
a

[enbchapm
laviapg,

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX faHunx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHVIKa, BifNoBigabHOI 3a hapmakoHarnsag.
[Oitova pepakuin: Justin Daniels. NponoHoBaHa
pegakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsga.

6e3
peyenma

UA/7798/01/01

160.

PISONTAH®

Tabnetkv no 10 wr;
no 3 Tabnetkn y
6nictepi; no 1, 2 abo
3 6nictepn y
KapPTOHHIN nayui; no

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepuCcTULi Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHs Ta iHCTPYKLT ans

3a
peyenmom

He
nionsicae

UA/15160/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
10 TabneTok y MeaUYHOro 3acTocyBaHHA Ha nigcTasi
6nicTepi; no 1 perynspHO OHOB/IHOBAHOrO 3BITY 3 6e3neku
6nictepy y nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
KapTOHHIN nauui 3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauiinnii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCyBaHHA NMikapcbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyaaro” BignoBigHO 40 OHOB/IEHOT
iHhopmalii 3 6e3neku Aikyoi pe4oBUHM
161. | POMINMOHI PO34uH ANs iHQy3il, TOB "lOpis- Ykpaina TOB "tOpia-®apm” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a He UA/19109/02/01
2 mr/mn no 100 mny dapm” 3MiHu | TUny - 3MiHK Woao peyenmom | nidssieae

hnakoHax CKASHUX,
no 1 dpnakoHy y
nauui 3 KapToHy

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHY y3ropKeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
MprBeAEHHS IHCTPYKLIT Ta KOPOTKOT
XapakTepucTuKy 40 OHOBNEHWX AaHuX 3 6e3neku
PRAC. 3MiHM BHECEHO A0 IHCTPYKUIT ANns
MeMYHOro 3acTocyBaHHsA Ta KopoTkoi
XapakTepucTyKn NikapcbKoro 3acoby [0 po3giny
"Mo6iyHi peakuii” Wwoa0 6e3nekn 3acTocyBaHHSA
[il4oi peyoBMHY poniBakaiH BignoBigHO A0
pekomeHgauii PRAC. BBeeHHS 3MiH NpOTArom
6-TU MicAUIB NicNA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOoro 3acoby
(iHWi 3miHW y MeTogax BUNpobyBaHb
(BKIHOYAKOUM 3aMiHy ab0 LONOBHEHHS)) 3MiHV B
MEeTOAi KOHTPOsIto 13 3a NOKA3HMKOM
«CynposigHi aomiwkun» (Ph.Eur. 2.2.29), a came
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

ONTMMI3aLis NpoBefeHHs npobonigrotoskn 6e3
3MiHM (PiHa/TbHOI KOHLEHTpALLiT PO3UMHIB,
KoeqiLiEHT cCUMeTpIi NpuBeAeHNA [0 BUMOT
Ph.Eur., pogaBaHHs iHhopmauii woao TepMiHy
npuaaTHOCTI PO3unHiB. 3MiHK | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) 3MiHu B
cneumaikauii MN13 3a NoOKa3HUKOM
«lgeHTudikayis». 3miHn B cneumdikavii MNN3 3a
noKasHUKOM «laeHTudikauis». 3miHu | Trny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTI
abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro
3aco6y (36iNbLUeHHA TepMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - 18 Toprosoi
ynakoBku (MiATBEPAKYETLCA AaHUMN peasIbHOro
yacy) 36inbLUeHHs1 TepMiHy npuaaTHocTi /13 Ha
nigcTasi BUBYEHHS cTabinbHOCTI. [itoya
pepakuis: 2 poku MponoHoBaHa pefakuis: 3
POKU 3MiHWM BHECEHO [0 IHCTpYKLUiT Ans
MeMYHOro 3acTocyBaHHsA Ta KopoTkoi
XapaKTepUCTUKMN NikapcbKoro 3acoby Ao po3gainy
"TepmiH npugaTHOCTI" BBeAEHHS 3MiH NPOTATroM
6-Tv MicsALiB nicns 3aTBepKEHHSA. 3MiHu | Tvny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHO
[0 IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHS Ta
KopoTkoi XxapakTepucTrkm Nikapcbkoro 3acoby
00 po3ainy "Mo6iyHi peakuyii" LWoA0 3BiTyBaHHSA
npo nNo6iyHi peakuii. BBeAeHHA 3MiH NpOTArom 6-
TV MiCcALIB NiCNA 3aTBEPMXKEHHS.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx, nig yac
BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby
(oofaBaHHA HOBOrO MeToAy BUNPOOYBaHHSA Ta
[onyctummnx mex) 3miHa B creumadikawi
MPOMIKHOIO KOHTPO/IIO Ha cTagil «HanoBHEHHS»,
a came [10MOBHEHHS NOKa3HUKOM «Onue»
(Appearance) 3 HopMmyBaHHsAM «Clear, colourless
liquid». 3miHu | TMNy - 3MiHK 3 AKoCTi. FoTOBUIA
NiKapCbKuii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHK
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Bupo6Huk

PeecmpayjiliHa npoyedypa

Peknam
yBaHHs

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

n/n

Ha3ssa
NiKapcbKo20
3acoby

(nikapcbka ¢hopma,

Popma surnycky

ynakoska)

3asaBHuUK

3asiBHUKa

BUPOGHUKa

BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuudikauisx, nig vac

dapmaBixH CaH.

TypeyunHa

BMPOBGHMLITBA FOTOBOTO /iKapCbKOro 3acoby
(oofaBaHHSA HOBOTO MeTOAY BUNPOGYBaHHSA Ta
Aonyctummx mex) 3miHa B cneupdikawii
MPOMIDKHOI0 KOHTPO/II0 Ha cTagil «HanoBHEeHHS»,
a came [ONOBHEHHS NOKa3HUKOM «O6'eM, L0
BuTAraeTbca» (Extractable volume) 3
HopMyBaHHsAM «Not less than nominal volume».
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx, nig yac
BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby
(oopaBaHHA HOBOTrO MeTOAy BUNPOOYBaHHSA Ta
[onyctummnx mex) 3miHa B creumadikawi
MPOMIXHOIO KOHTPO/IIO Ha cTagil «HanoBHEHHS»,
a came [10MOBHEHHS NMOKa3HNUKOM
"MikpobionoriyHe HaBaHTaxeHH:A"(Microbial
burden) 3 HopmyBaHHAM «100 CFU/100 mi».
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNpPoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOOGHULITBA FOTOBOIO NiKapCbKoro 3acoby
(BUNYy4YEHHA HECyTTEBOro BUNPOOYyBaHHS B
npoveci BUpobHuUTBa) 3MiHa B cneuudikaui
NPOMIXXHOrO KOHTPOSO Ha cTagji
«MpurotyBaHHs», a came BUTyUYEeHHS NoKasHUKa
«MexaHiuHi BktoueHHs» (Particulate matter:
Visiable matter). 3miHu | TMNy - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisx, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM) 3miHa B
crneuudikaLii NPOMDKHOro KOHTPOJI0 NPOAYKLT
3a NOKa3HNKOM «OCMOSIASBHICTb» Ha eTanax
«[purotyBaHHA» Ta «HanoBHEHHA»
(BMNpaBNEHHSA NOMWKN Y KPUTEpIAX
npuiiHsaTHoOcTI). [itoua pegakuis: 250-306
mosmol/kg MponoHoBaHa pegakuis: 255-311
mosmol/kg

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:

3a

peyenmom

He

UA/17988/01/01

nionisizae

162. | POTANNI®EH

PO34MnH ANS iH'EKLi,

TOB "YOP/4

Ykpaina

50 mr/2 mn; no 2 mn

MEANLAH"

Be Timk. A.LLL.

3MiHW | TMNYy - AOMiHICTpaTUBHI 3MiHW. 3MiHa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
B amnyni; no 5 HalilMeHyBaHHs1 Ta/abo agpecy Micus
amnys B KOHTYpHIi NPOBaKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
YapyHKOBIli rOTOBOrO JliKapCbKOro 3acofby, BK/IYakum
ynakosLi; no 1 a6o 2 OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTYPHi YapyHKOBI KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
yNakoBKM y BMPOGHMK/iMNOpTEp, BK/OYAKYM BUMYCK cepili)
KapTOHHI KopooLyi 3MiHa agpecu Micus NPOBaKEHHS AiS/IbHOCTI
BMPOBHMKA rOTOBOTO iKapCbKOro 3acoby. 3MiHn
BHECEHO B iHCTPYKLito A1 MEAUYHOr0
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
"Micue3HaxompKeHHs1 BUPOOHMKa Ta agpeca
MiCLii NPOBa/PKEHHS A0T0 AiS/IbHOCTI" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
YMaKoBOK.
163. | POTAPUKC CycCreHsis opa/ibHa "nakcoCmitKns Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13060/01/01
BAKUVHA (1,5 mn/po3sy); no 1 H EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMA peyenmom
ansa abono5 Nimiten nikapcbkuii 3aci6. KOHTponb roToBOro
MPO®INTAKT nonepegHLo nikapcbKkoro 3acoby. 3MiHa y meToaax
NKn 3anoBHEHUX BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
POTABIPYCH | opasibHux (iHWwi 3mMiHW y MeTogax BuNpobyBaHb
Ol IHOEKLJI annikartopie a6o Ty6 (BK/IOUAIOUM 3aMiHY a60 [OMNOBHEHHS)). 3MiHN
B KapTOHHIi1 kopobui NOTOYHOrO BHYTPILUHLOrO ped)epeHTHOro
cTaHAapTy niodinisosaHoro PoTapukcy, Lo
BUKOPWUCTOBYETLCA [/ BHYTPILLHBOTO KOHTPOJIO
npw BU3HAYEHHI igeHTUdikalii Ta akTUBHOCTI
pOTaBipyCy LUIAXOM TUTPYBaHHS Ky/bTypu
KMITUH, HA HOBUIA BHYTPILLHIA pedyepeHTHWi
CTaHfapT - Rotarix, po34uH, L0 HanoBHEHW B
opaUibHi anfikatopu. 3aTBepAXKeHo:
NiodpinizoBaHiin Potapukc y koHTeliHepi AROTA
363 A (CWNQ0987A05). 3anponoHoBaHo: PO34uH
PoTapukey y KoHTeliHepi (Lo MiCTUTbCS B
opasibHoMy ansikatopi) AROLD667A
(CWNO0987A06).
PepakuiiHi 3mitn B po3gini 3.2.S.5; 3.2.P.6
TepMmiH BBefileHHs 3MiH - Il kBapTasn 2026.
164. | CAPOTEH TabneTku, BKpUTI Nynp6ek [Janis BMPOGHMLITBO [JaHis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/2207/01/02
NNiBKOBOKO Ekcnopt A/C Hepo3g)acoBaHOro 3MiHK | TNy - 3MiHN WoA0 peyenmom
060n0HkKot0, No 25 NpoAYyKTY, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr; no 100 Ta6neTok nepBuHHe Ta BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
y NacTUKOBOMY BTOPWHHE npo cucTemy papmakoHarnsgy (BBefeHHs
KOHTelHepi; no 1 nakyBaHHS1, BUNYCK y3arasibHeHNX faHux Npo cucTemy
nnacTMKoBOMy cepiit: X. lynabek thapmakoHarnagy, 3miHa yrnoBHOBaXKeHoi ocobu,
KOHTeliHepy B A/C, OdaHis; BigNOBiAa/IbHOI 32 34iACHEHHSI
KapTOHHiiA KopobLi BnnpobyBaHHs 3a chapmakoHarnsay; KOHTaKTHoi 0cobm 3
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NOKa3HUKOM chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
«Mikpob6ionoriyHa hapmMakoHarnsgy B YkpaiHi, SKLLO0 BOHA
yncToTar: BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
EypodiHc BiANOBIAA/ILHOI 3a 34iicCHEHHSA (papmakoHarnsgy
Biodhapma (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
MpopakT TecTiHr pO3MiLLeHHi MacTep-ghaiina cuctemu
Oenmapk A/C, hapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHnX
[Janis KOHTaKTHOI 0CO6U 3asBHWKa, BiANOBIAAIbHOI 3a
hapmakoHarnsg B YkpaiHi.
165. | CEAAPUACTO | kancynu no 10 Ecnapma Mm6X HimeuuunH BMPOBHULITBO HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/13150/01/01
H® KANCYNA | kancyny 6nictepi; a Hepo3dacoBaHoro 3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA peyenma
no 3 a6bo 6, a6o 10 NpoaykKTy, nikapcbkuii 3aci6. KOHTpob rotToBoro
6nictepiB y nepBuHHe nikapcbKoro 3acoby. 3miHa y meToaax
KapTOHHI KOpo6Lyi nakyBaHHs, BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro 3acoby
BTOPWHHE (He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
nakyBaHHsl, BUNPOOYBaHHA) BunpasBneHHst NOMUIOK B
KOHTPO/b AKOCTI, mMeToai iaeHTudikauji Ta KinbKiCHOro BMICTY
BUMYCK Cepii: eKCTPaKTy 3Bipo60io B nepepaxyHKy Ha

ApnsaHc dapma
'm6X, HimeyunHa;

KOHTPO/b SAKOCTI:
Papma
BepHirepoge
v6X, HimeyunHa,;
BTOPVIHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeyunHa

HapTOAIaHTPOHW, AKi 6y/IM 3po6aeHi npu
nepeHeceHHi onNucy MeToankn 3 BUPO6HMYOT
[OKyMeHTaLii 0 peecTpauiiiHoro Aocke. 3MiHM
CTOCYIOTbCS NPO6ONIATrOTOBKU. TaKOX BHOCATLCS
pefakuiiHi npaBku.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHs) BunpaBneHHs NOMUIOK B
MeToAi iaeHTUdiKaLi Ta Ki/IbKiCHOro BMIiCTY
EKCTPaKTy 3Bipob0io B nepepaxyHky Ha
dnaBoHoIAwW, ki 6ynn 3po6neHi npu
nepeHeceHHi onncy MeToAVKN 3 BUPOGHUYOT
[OKyMeHTaLii 0 peecTpauiiiHoro Aocke. 3MiHM
CTOCYHTbCS NPOGOMIArOTOBKM Ta
XpomaTorpadivyHnx yMoB.. Takox BHOCATLCA
pejakLiiiHi npaskn. CynyTHS 3MiHa - 3MiHU 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOoLax
BUNPOOYBaHHA) BunpasneHHss NOMUIIOK B
MeTOoAi iaeHTugiKaLii Ta KiflbkicCHOro BMIiCTy
eKCTpaKTy 3Bip0o60I0 B NepepaxyHKy Ha
HagITOAiaHTPOHW, SIKi By/IM 3po61eHi Npu
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nepeHeceHHi oNncy MeToAvKN 3 BUPOGHUYOT
LOKYMEHTALT 40 peeCcTpaLinHOro A0CbE. 3MiHN
CTOCyl0TbCS NPO6ONIArOTOBKU. TaKoX BHOCATLCA
peakLiiiHi npaBku.
166. | CEPTO®EH PO34MnH ANS iH'EKLi, TOB "YOPN[, Ykpaina dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/14649/01/01
50 mr/2 mn; no 2 mn MEOVLNH" Be Tigpx. A.LL. 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom nionsizae
B amnyni; no 5 HaliMeHyBaHHs1 Ta/abo agpecy Micus
amnyn y KOHTYpHil NPOBaKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
YapyHKOBIi roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
ynakosLi, no 1 a6o 2 OinbHULI BUNYCKy cepii abo MicLe npoBefeHHs
KOHTYPHi YapyHKOBI KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigaE
yNakoBKu B BMPOGHMWK/iMNOpTEp, BK/OYaKUM BUMYCK cepiii)
KapTOHHI KopooLyi 3MiHa agpecu Micus NPOBaKEHHS AiS/IbHOCTI
BMPOBHMKA rOTOBOTO /liKapCbKOro 3acoby. 3MiHn
BHECEHO B iHCTPYKLito 415 MEeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
"Micue3HaxompKeHHs BUPOOHMKa Ta agpeca
MiCLii NPOBa/PKEHHS A0r0 Ais/IbHOCTI" 3
Bi4NOBIAHMMMN 3MiHAMUW B TEKCTI MapKyBaHHS
YMaKoBOK.
167. | CUTHI®OP NOPOLLOK A/1A Pekopparti Pea ®paHuis BUNYCK cepil: ®paHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15926/01/01
NAP cycneHsii gns [isizec Pekopparti Pea HigepnaHngu 3MiHU | TNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
iH ekuii no 20 mr; 1 [izizec, ®paHuis | ABcTpis/ HaliMeHyBaHHs Ta/abo agpecu micus
(h1aKoH 3 MOPOLLKOM LLiBefiuapis/ | npoBamXeHHs Ais/IbHOCTI BUPOGHMKa/imnopTepa
Yy KOMM/IEeKTi 3 BUNYCK cepil: HimeuunHa roTOBOro NikapCbKOro 3acoby, BKIYauu

PO3YMHHMKOM MO 2
My nonepesHbLo
3anoBHeHOMY
wnpuui (kapmenosa
HaTpito, MaHiT
(E421), nonokcamep
188, Boga gna
iH’ekuiii), 1 ronkoto
Ta 1 agantepom B
KapTOHHI KOpooL;i

Pekopparti Pea
Lizizec, ®paHuis

BUPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionomkukanc
B.B., Hinepnanan

KOHTPO/b SIKOCTi
3a Bcima
napameTpamu 3a
BUK/THOYEHHSAM

OiNbHULI BUNYCKy cepii abo MicLe NpoBeAeHHst
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHUK/IMNOPTEP, HE BK/IHOYAKOYN BUMYCK
cepiit). 3MiHa Ha3BW BMPOOHNKA,
BiNOBiAa/IbHOIO 3a KOHTPOJ1b AKOCTI 3a BCiMa
napameTpamMu 3a BUKIOUYEHHSAM MOJIEKYIAPHOT
Macu nonimepy Ta TecTty «bakrepianbHi
€eHJ0TOKCUHM» 3 CaHao3 MTM6X, ABcTpis/ Sandoz
GmbH, Austria Ha HoBapTic ®apmactoTikas
MaHydhakTypiHr FTm6X, AcTpisi/Novartis
Pharmaceutical Manufacturing GmbH, Austria.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbkoro 3acoby (iHwi 3miHn). Mepeknag
TekcTy MKSA Ha ykpaiHcbKy MOBY. 3MiHM | Tuny -
AZMiHICTpaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaXEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3aco6by, BK/IYaKuM AiNbHULI BUNYCKy cepii abo
MicLie NPOBeAEHHSA KOHTPOJII0 AKOCTi.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Tecty (aisnbHICTb, 3a Ky BignoBifae
"BakTepianbHi BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYN BUMYCK
€HJOTOKCUHKN", cepiii). 3MiHa Ha3BU BUPOGHKIKa,
nepBuHHe BiNOBiAa/IbHOIO 3a KOHTPO/1b AKOCTI 3a BCiMa
nakyBaHHs napameTpamu 3a BUK/THOUYEHHAM TecTy
NOPOLLKY: "BakTepianibHi eHAO0TOKCMHW", NepBUHHE
Hosapric nakyBaHHs nopolky 3 CaHgo3 M'm6X, AscTpisi/
dapmactoTikan Sandoz GmbH, Austria Ha HosapTic
MaHydhakTypiHr dapmactoTikann MaHydakTypiHr M'm6X,
AscTpisi)/Novartis Pharmaceutical Manufacturing

'M6X, ABCTpist

KOHTPO/b SIKOCTI
3a BCiMa
napameTpamu 3a
BVIK/TIOYEHHAM
MOEKYNAPHOT
Macu nonimepy ta
Tecty
"BakTepianbHi
€HO0TOKCUHN":
HoBaprTic

dapmactoTikas
MaHyhakTypiHr
vm6X, ABCTpis

BMPOGHMLITBO
nopoLuky in bulk
ONns cycneHsii ans
iH'eKwjn:
PEKOPOATI Al
Pea [isizec
BpaHu,
LLBeiuapis

KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUHN":
EypodpiHc
Biodhapma
MpopakT TecTiHr
MtioHix TmM6X,
HimeuunHa

TepMiHa/IbHa

GmbH, Austria.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
cTepunisauis
hNaKoHIB:
CiHepmxu Xenc
[eHikeH Al,
LLisefuapis
168. | CUTHI®POP NOPOLLOK AN1A Pekoppati Pea PpaHuin BUNYCK cepil: PpaHuin/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15926/01/02
NAP cycneHrsii gns [izizec Pekopparti Pea HigepnaHngu 3MiHM | TUnY - AAMIHICTPaTVBHI 3MiHK. 3MiHa peyenmom
iH ekuii no 40 wmr; 1 [izizec, ®paHuis | ABcTpis/ HalimeHyBaHHs Ta/abo agpecy MicuA
(h1aKoH 3 MOPOLLKOM LLiBeiiuapis/ | npoBamXeHHs Ais/IbHOCTI BUPOGHMKa/imnopTepa
Yy KOMMJIeKTi 3 BUNYCK cepil: HimeuyunHa rOTOBOrO NiKapCbKOro 3acoby, BKIUaKum

PO3YMHHMKOM Nno 2
My nonepeaHbLo
3aMoBHEHOMY
wnpuui (kapmesnosa
HaTpito, MaHiIT
(E421), nonokcamep
188, Boga gnia
iH’ekuiii), 1 ronkoto
Ta 1 agantepom B
KapTOHHI Kopo6Lyi

Pekopparti Pea
Lisizec, ®paHuis

BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBrHHe
nakyBaHHs
PO3YMHHMKA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY:
ABGOTT
Bionomxukanc
B.B, Higepnanan

KOHTPO/b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HA,0TOKCUHK",
nepBuHHe
nakyBaHHs
MOPOLLIKY:
HosaprTic
PapmactoTikau
MaHydakTypiHr
M6X, ABCTpis
KOHTPO/b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM

AinbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBifae
BVMPOGHMK/IMNOPTEP, HE BK/THOYAKOUN BUMYCK
cepiii). 3MiHa Ha3BU BUPOGHIIKa,
Bi4NOBiAa/IbHOIO 3a KOHTPO/1b AKOCTI 3a BCiMa
napameTpamu 3a BUKIHOYEHHAM MONEKYNAPHOT
Macu nonimepy Ta Tecty «bakrepianbHi
€eHO0TOKCUMHM» 3 CaHfo3 MM6X, ABCTpis/ Sandoz
GmbH, Austria Ha HoBapTic ®apmactoTikas
MaHydhakTypiHr TM6X, ABcTpis/Novartis
Pharmaceutical Manufacturing GmbH, Austria.
3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby (iHwi 3MiHK). Mepeknag
TekcTy MKSA Ha ykpaiHcbKy MOBY. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NpoBaMKEHHS AisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3aco0y, BKIOYAKUM AiTbHUL BUNYCKY cepii abo
MicLie NpoBEeAEHHS KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy BignoBifae
BUPOGHWK/IMNOPTEpP, HE BK/IKOYAOUM BUMYCK
cepiii). 3MiHa Ha3BW BUPOGHKKA,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib SIKOCTi 3a BCiMa
napameTpamu 3a BUK/TIOUEHHAM TecTy
"BakTepianibHi eHAOTOKCUHW", NePBUHHE
nakyBaHHs nopouky 3 CaHgos M'meX, AscTpis/
Sandoz GmbH, Austria Ha HoBapTic
dapmactotikan MaHydakTypiHr M'M6X,
AscTpisi)/Novartis Pharmaceutical Manufacturing
GmbH, Austria.
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

MOEKYNAPHOT
Macu nonimepy ta
Tecty
"BakTepianbHi
€HA,0TOKCUHK™:
HoBaprTic
dapmactoTikas
MaHyhakTypiHr
vM6X, ABCTpis

BMPOGHMLITBO
nopoLuky in bulk
ONns cycneHsii ans
iH'eKwjn:
PEKOPOATI Al
Pea [isizec
BpaHu,
LLBeiuapis

KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUHN":

EypodpiHc
Biodhapma
MpopakT TecTiHr
MtoHix TmM6X,
HimeuunHa

TepMiHa/IbHa
cTepunisauis
hNaKoHIB:
CiHepmxu Xenc
[eHikeH Al,
LLisefuapis

169.

CUrHI®OP
nAP

NOPOLLOK A5
cycneHsii gns

iH ekuili no 60 wmr; 1
01aKOH 3 MOPOLLKOM
Yy KOMNJeKTi 3
PO3YMHHMKOM MO 2
M1y nonepesHsLo
3aMoBHEHOMY
wnpuyi (kapmesiosa

Pekoppati Pea
[izizec

PpaHuis

BUNYCK cepil:
Pekopparti Pea
[isizec, ®paHuis

BUNYCK cepil:
Pekopparti Pea
[izizec, ®paHuis

BMPOGHMLTBO,
KOHTPO/1b SIKOCTI,

dpaHuin/
HigepnaHngu
| ABcTpis/
LLiBeiuapis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUnY - AAMIHICTPaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIUaum
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBifae
BVMPOGHMK/IMNOPTEP, HE BK/TKOYAKOUM BUMYCK
cepiit). 3MiHa Ha3BW BMPOOHWMKA,

3a
peyenmom

UA/15926/01/03
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Bionomkukanc
B.B., HigepnaHaun

KOHTPO/b SIKOCTI
3a BCima
napameTpamu 3a
BVIK/TIOYEHHAM
Tecty
"BakTepiabHi
€HOOTOKCUHN",
nepBuHHe
nakyBaHHs
MOPOLLIKY:
Hosapric
dapmactoTikas
MaHydhakTypiHr
'M6X, ABCTpist

KOHTPO/b SIKOCTI
3a BCiMa
napameTpamu 3a
BVIK/TIOYEHHAM
MOEKYNAPHOT
Macu nonimepy ta
Tecty
"BakTepianbHi
€HO0TOKCUHN":
HoBaprTic
dapmactoTikan
MaHyhakTypiHr
vM6X, ABCTpis

BMPOGHMLITBO
nopoLuky in bulk
0N cycneHsii ans
iH'eKwjn:

PEKOPOATI Al

nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby (iHwi 3MiHK). Mepeknag
TekcTy MKSA Ha ykpaiHcbKy MOBY. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NpoBaMKeHHS AisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3aco0y, BK/I0YAK4M AiTbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BVMPOGHMK/IMNOpPTEpP, HEe BK/TKOYAKUM BUMYCK
cepiii). 3MiHa Ha3BU BUPOGHKKA,
BiAANOBIAA/IbHOrO 3a KOHTPO/Ib SIKOCTI 3a BCiMa
napameTpamu 3a BUK/TIOYEHHAM TecTy
"BakTepiasibHi eHAOTOKCUHW", NEePBUHHE
nakyBaHHs nopowky 3 CaHgos M'meX, AscTpis/
Sandoz GmbH, Austria Ha HoBapTic
dapmactoTikan MaHydakTypiHr TM6X,
AscTpisi)/Novartis Pharmaceutical Manufacturing
GmbH, Austria.

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
HaTpito, MaHiIT nepBuHHe BiNoBiAa/IbHOIO 3a KOHTPOJ/1b AKOCTI 3a BCiMa
(E421), nonokcamep nakyBaHHs napameTpamu 3a BUK/TOYEHHAM MOJIEKYNSAPHOT
188, Boga ans PO3YMHHMKA Ta macu nonimepy Ta TecTty «bakTepianbHi
iH’ekuiii), 1 ronkoto BTOPVHHE €eHO0TOKCUHM» 3 CaHfo3 MM6X, ABCTpis/ Sandoz
Ta 1 agantepom B nakyBaHHsi GmbH, Austria Ha HoBapTic ®apmactoTikas
KapTOHHI Kopo6Lyi roTOBOro MaHydhakTypiHr TM6X, ABcTpis/Novartis
NPOAYKTY: Pharmaceutical Manufacturing GmbH, Austria.
AGGOTT 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
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Ha3ssa

Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Pea [isizec
BpaHu,
LLBeiuapis
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HA,0TOKCUHK™:
EypodpiHc
Biodhapma
MpopakT TecTiHr
MtioHix TmM6X,
HimeuunHa
TepMiHa/IbHa
cTepunisauis
hNaKoHIB:
CiHepmxu Xenc
[eHikeH Al,
LLsefuapis
170. | CUOAHO®AP TabneTku No 2 mr: AT "Coghapma” Bonrapis Bupo6bHuLTBO Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2305/01/01
M no 10 TabneTtok y Hepo3dacoBaHOl YKpaiHa 3MiHu | TMNY - 3MiHK WoA0 peyenmom
6nicTepi; no 3 npoaykuii, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepu B nauui nepBrHHa BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHnX
ynakoBka abo npo cuctemy chapmakoHarnsgy (BBefeHHS
BUPOBHNLTBO 3a y3aras/ibHeHUX faHux Npo cucTemy
NOBHUM LIK/TOM: chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
AT "Codpapma”, BiANOBIAA/IbHOI 32 3AiICHEHHS
Bonrapis hapmakoHarnsgy; KOHTakTHoOT ocobu 3
BTopuHHa chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
ynakoBka, [03BiN thapmakoHarnsgy B YKpaiHi, K0 BOHa
Ha BUMYCK cepii: BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
AT "BITAMIHW", BiANOBiAANLHOI 3a 34iicCHEHHS papmakoHarnsgy
Ykpaina (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOI 0cobu
3asBHVKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
[itova pegakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsga.
171. | CUOQHO®AP TabneTky No 2 Mr: in AT "Cogpapma” Bonrapis AT "Codchapma” Bonrapis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: - UA/13202/01/01
M bulk Ne 3360: no 10 3MiHu | TMny - 3MiHK Woao
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Tabnetok y 6nictepi; 6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
no 336 6nictepis y BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
noninponisieHoBi npo cuctemy capmakoHarnsgy (BBefeHHS
KOpo6Li y3arasbHeHUX AaHvx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsgy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
AnekcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CobY 3asBHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.
172. | CUMBIKOPT NOPOLLOK A/1A AcTpa3eHeka LLBeuis BurotoBneHHs, Lseuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/5433/01/03
TYPBYXANE iHransuin, Ab HanoBHEHHS, 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
P [o30BaHwuii, no 320 KOHTPO/b AKOCTI, HalilMeHyBaHHs Ta/abo agpecy Micua
MKr/9,0 mMkr/go3a; no MapKyBaHHS, NPOBaKEHHS OiS/IbHOCTI BUPOGHUKA
60 posy BTOPVIHHE (BKTtOYaKOUK, 3a HEOOXIAHOCTI, Micue
nn1acTMKoBOMY nakyBaHHs Ta NpoBefeHHS KOHTPOJII AKOCTI), ab0 BnacHuka
iHranaTopi; no 1 BUNYCK cepil: macTep-ghaiina Ha Adl, abo noctavanbHMKa
iHransaTopy B Actpa3eHeka Ab Adl/BnxigHoro matepiany/peareHTy/npoMiXKHOrO

KapTOHHI Kopo6Lyi

NPOAYKTY, L0 3aCTOCOBYITHCHA Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y JOCLE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BiZNOBI4HOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHoMy
[ocbe, abo BUPOGHVKA HOBOT LOMOMKHOI
PEeYOBMHM (AKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
3asB/1eHa y 3B'3Ky 3i 3MiHOI0 iHAEeKCy
BMpoGHMKa A®| hbopmoTepony dymaparty
avrigpart Ta YTOYHEHHAM Y po3Aini «BUpo6HUKK
[ito40i peyoBrHY ByAECOHIAY MiKPOHI30BaHOr0»
B MKA ansa A®| 6yaecoHin MiKpoHi30BaHWiA.
Litova pepakuis:

S.2.1 Manufacturer(s)

Budesonide micronized
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

Names and addresses
Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 85 Sodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
Formoterol fumarate dihydrate
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 85 Sodertalje
Sweden
METOAN KOHTPO/MIO AKOCTI NNIKAPCBLKOIo
3ACOBY
Bupo6HWK Aito4oi pevoBUHU 6yaecoHigy
MiKPOHi30BaHOro:
AcTpa3eHeka AbB, LLBeliuapis
Bupo6HuMK Aitoyoi pevoBuHU hopmoTeposny
hymapaTty gurigparty:
AcTpa3eHeka AbB, LLBeliuapis
MponoHoBaHa peaakuis:
S.2.1 Manufacturer(s)
Budesonide micronised
S.2 MANUFACTURE OF DRUG
SUBSTANCE S.2.1 MANUFACTURER(S)
Names and addresses
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
Formoterol fumarate dihydrate
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden
METOAWN KOHTPOJIO AKOCTI NNIKAPCbKOIO
3ACOBY
Brpo6HVK Aito4oi peyoBuHM 6yaecoHigy
MIKPOHI30BaHOro:
Kpok 31 mo 2
Aspen Oss B.V., The Netherlands a6o Minakem
Dunkerque Production,
France
Kpok 3
AstraZeneca AB, Sweden a6o Minakem
Dunkerque Production, France Bupo6Huk gitouoi
peyoBuHM chopmoTepony doymapaTty avrigpary:
AstraZeneca AB, Sweden

173.

CUMBIKOPT
TYPBYXANE

NMOPOLLIOK A/1s
iHransujn,

AcTpa3eHeka
AB

LLsewis

BurotoBneHHs,
HanoBHEHHS,

Lseuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TMNY - AGMIHICTPATMBHI 3MiHX. 3MiHa

3a
peyenmom

UA/5433/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

P

no30BaHwuii, no 160
MKr/4,5 mMkr/go3a; no
60 po3 abo no 120
003 y NNacTMKoBoMy
iHransTopi; no 1
iHransATopy B
KapTOHHI KopooLyi

KOHTPO/b SKOCTI,
MapKyBaHHs,
BTOPWHHE
nakyBaHHS Ta
BMNYCK Cepil:
AcTtpa3eHeka Ab

HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AisS/IbHOCTI BUPO6HUKA
(BkntOYatoUM, 3a HeobXigHOCTI, Micue
NpoBeAEeHHSA KOHTPO/IO AKOCTI), abo BNacHuka
macTep-aiina Ha Adl, abo noctayanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (KW 3a3HAYEHO Y [OCbE HA NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepaXeHOMY
[0Cbe, ab0 BMPOOHUKA HOBOI AOMOMIXKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) - 3MiHa
3asB/ieHa y 3B’A3KYy 3i 3MIHOIO iHAEeKCY
BMpo6HMKa AP| chopmoTepony dymaparty
avrigpart Ta YTOYHEHHAM y po3aini «BupobHuku
Lito40i pevoBUHM BYAECOHIAY MIKpOHI30BaHOrox»
B MKA gnsa A®| 6yaecoHig MiKpoHi30BaHwiA.
[itoua pepaxuis:
S.2.1 Manufacturer(s)
Budesonide micronized
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 85 Sodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

Formoterol fumarate dihydrate
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 85 Sodertélje
Sweden
METOAWN KOHTPOJIO AKOCTI NNIKAPCbKOIO
3ACOBY
Brpo6HVK gito4oi peyoBuHM 6yaecoHigy
MIKpPOHI30BaHOro:
AcTtpa3eHeka AB, LLIselilapis
Brpo6HWK Aito4oi pevyoBuHM hopmMoTepony
ymapaTty gurigparty:
AcTtpa3eHeka AB, LLIselilapis
MponoHoBaHa pegakuis:
S.2.1 Manufacturer(s)
Budesonide micronised
S.2 MANUFACTURE OF DRUG
SUBSTANCE S.2.1 MANUFACTURER(S)
Names and addresses
Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
Formoterol fumarate dihydrate
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n/n

NiKapcbKo20

Ha3ssa

3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden
METOAN KOHTPOJTO AKOCTI NNIKAPCbKOIO
3ACOBY
Bunpo6HMK AitoUoi pevoBuHM 6yaecoHigy
MiKpOHi30BaHOro:
Kpok 31 no 2
Aspen Oss B.V., The Netherlands a6o Minakem
Dunkerque Production,
France
Kpok 3
AstraZeneca AB, Sweden a6o Minakem
Dunkerque Production, France Bupo6HuK gjto4oi
peyoBuHM thopmoTepony dymapaTty avrigpary:
AstraZeneca AB, Sweden

174.

CUMBIKOPT
TYPBYXANE

P

NMopoLUOK AN
iHransauin,
[030BaHuiA, no 80
MKr/4,5 mMkr/go3a; no
60 po3 abo no 120
[03 Yy NNacTMKoBOMY
iHranaTopi; no 1
iHransaTopy B
KapTOHHI Kopo6Lyi

AcTpa3eHeka
ABb

Llseuis

BUrOTOB/IEHHS,
HarnoBHEHHS,
KOHTPO/b SIKOCTI,
MapKyBaHHS,
BTOPUHHE
nakyBaHHA Ta
BUNYCK cepil:
Actpa3eHeka Ab

Llseuis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NpoBaPKEHHS AisS/IbHOCTI BUPOOHMKA
(BK/OYaKOUK, 3a HEObXIQHOCTI, Micue
NPOBEfEHHA KOHTPOJII0 SKOCTi), @60 BNacHWka
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BuxigHoro maTepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) - 3MiHa
3asB/ieHa y 3B'A3KYy 3i 3MiHOI0 iHAEeKCY
BUpo6HMKa APl hopmoTepony cymapaty
avrigpart Ta YTOYHEHHAM Y po3aini «BupobHuku
[io40i peyoBrHY ByAECOHIZY MiKPOHI30BaHOr0»
B MKA gns A®| 6yaecoHi MiKpoHi30BaHWiA.
[itoya pepaxuis:

S.2.1 Manufacturer(s)

Budesonide micronized
S.2 MANUFACTURE OF DRUG
SUBSTANCE

3a
peyenmom

UA/5433/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

S.2.1 MANUFACTURER(S)
Names and addresses
Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 85 Sdodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
Formoterol fumarate dihydrate
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 85 Sdodertalje
Sweden

METOAN KOHTPO/IO AKOCTI NIKAPCBKOIO

3ACOBY
Bunpo6HMK AitoUoi pevoBuHM 6yaecoHigy
MiKpOHi30BaHOro:
AcTtpa3eHeka AB, LLIBelilapis
Brpo6HuK gitouoi peyoBuHn hopmoTepony
hymapaTty auvrigparty:
AcTtpa3eHeka AB, LLIselilapist
MponoHoBaHa pegakuis:
S.2.1 Manufacturer(s)
Budesonide micronised
S.2 MANUFACTURE OF DRUG
SUBSTANCE S.2.1 MANUFACTURER(S)
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Names and addresses
Step 1to 2
Aspen Oss B.V.
Kloosterstraat 6
5349 AB Oss
The Netherlands or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
Step 3
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden or
Minakem Dunkerque Production
224, Avenue de la Dordogne
Zone d’Entreprises du Nord Gracht
59640 Dunkerque
France
S.2.1 Manufacturer(s)
Formoterol fumarate dihydrate
S.2 MANUFACTURE OF DRUG
SUBSTANCE
S.2.1 MANUFACTURER(S)
Names and addresses
AstraZeneca AB
Forskargatan 18
SE-151 36 Sodertalje
Sweden
METOAN KOHTPO/MIO AKOCTI NNIKAPCBLKOIo
3ACOBY
Bupo6HWK Aito4oi pevoBUHU 6yaecoHigy
MiKPOHi30BaHOro:
Kpok 31 o 2
Aspen Oss B.V., The Netherlands a6o Minakem
Dunkerque Production,
France
Kpok 3
AstraZeneca AB, Sweden a6o Minakem
Dunkerque Production, France Bupo6Huk gitouoi
peyoBuHM hopmoTepony doymapaty aurigparty:
AstraZeneca AB, Sweden

175.

CUH®DTOPUK

cycneHsig ans

"nakcoCmiTKns

Benvka

"nakcoCmiTKnsiiH

benbris

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis:

3a

UA/15363/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
c™ iH’ekuild; no 1 nosi H Ekcnopt BpuTaHis Bionogxikans C.A. 3MiHuW | TUNY - 3MiHK 3 AkocTi. ADL. KOHTpOosib peyenmom
BAKUVHA (0,5 mn) cycneHsii Nimiten A®l. 3miHa y meTogax BunpobysaHHsA A®| abo
ansa ONS iH'eKUin y BMXigHOro Martepiany/npomixxHOro
NMPO®INTIAKT nonepegHL0 npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KN HanoBHeHOMY npoueci BupobHuutea A®| (He3HauHi 3MiHW y
MHEBMOKOK | cknsHoMy Lwinpuui y 3aTBEpPMAKEHNX MeTogax BUNpobyBaHHs).
0BOI KOMMNNEKTi 3 OAHIE BHeceHHs 3MiH 10 p.3.2.S.2.4 Control of critical
IHOEKLYI ronikoto abo 3 gsoma steps and Intermediates: 3mMiH1 B npoBeAeHHi
(MONICAXAP | ronkamu Ta 6e3 TeCTy Ha BM3HA4YEHHS BMICTY CNMpTY 3a
NOHWIA ronok; 1 [,0NOMOroto crnekTpodoTomeTpii (enzymatic
AHTUIEH) nonepegHL0 method), sika BUKOPUCTOBYETLCA A5
TA HanoBHEHWIA LUNPULY BU3HAYEHHS BMICTY CNMPTY B NPOMiKHOMY
HETUMNOBAH | 3ronkoto abo gsoma NpoAYyKTi NHEBMOKOKOBMX nonicaxapugis (PS)
ol rofikamu, abo 6e3 bulks (yci cepotunu), a came - 3amiHa Roche
FEMO®IIbH roNoK y alcohol kit Ha Enzytec™Liquid Ethanol kit, y
Ol IHOEKUII, | iHausigyansHomy 3B’A3KY 3 NPUNUHEHHSAM MOCTaYa/IbHUKOM
KOH’FOFOBA repmeTuyHo BMPOGHULITBA HA60PY AN1S BU3HAYEHHS CNMPTY
HA, 3anakoBaHoOMy Roche alcohol kit. MpuHUMn meToga He 3MiHMBCS
AACOPBOBA | nnacTtukoBoMmy (cnupT OKMCNOETLCA B aueTanbaeria nig aieto
HA KOHTelHepi; no 1 ankorosibAerigporiHasm).
nnacTUKoBOMY

KOHTElHepy y
KapTOHHI kopobuy;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'eKuin y
nonepeaHLo
HanoBHEHOMY
CKASIHOMY LUMPUL;
no 10 wnpwuuis 3 10
ronikamun a6o 6e3
ronoK y
iHAMBIAYabHNX
repMeTuyHO
3anakoBaHux
N1acTUKOBUX
KOHTEelHepax y
KapTOHHI kopobuy;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'eKuin y
MOHOZ,030BOMY
CKNSAHOMY (p/1aKoHi;
no 1, 10 a6o 100
hNaKoHIB y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI kopobuyj;
no 2 gosu (1 mn)
cycneHsii gns
iH'eKUil y
MyNbTUL030BOMY
dhnakoHi; no 100
h1aKkoHiB y
KapTOHHI Kopo6Lii
176. | CKA®O NOPOLLOK A/1A Hosapric LLiBefiuapi BMPOGHMLTBO, LLiBeruapis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/18625/01/01
pO34nHy Ans OBepci3 a nepBuHHE dpaHuisa 3MiHK | TNy - 3MiHK Wopao peyenmom
iH'eku;ii, no 150 wmr; IHBecTMeHTC Al nakyBaHHs, /Himeuyunna/ 6e3nekn/edpeKkTNBHOCTI Ta hapmakoHariagy.
no 1 chnakony 3 KOHTPO/b SIKOCTI ITania BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
NOPOLLKOM B KOPOO6Li OKpIM KisIbKiCHOrO npo cuctemy dhapmakoHarnsgy (BBefeHHs
3 KapTOHY BM3HAYEHHS, y3araslbHeHVX gaHux npo cuctemy
nakyBa/1bHOro BTOPWHHE chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
nakyBaHHs, BUMYCK BiANOBIAA/IbHOI 32 3AiiCHEHHS
cepii: hapMakoHarnsay; KOHTakTHoi ocobu 3
HoBapTic ®apma chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
LLTeliH AT, hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
LLiBeiuapis; BiAMIHHA Bif YNOBHOBaXeEHOi 0CO6M,
KOHTPO/b AKOCTI BiANOBIAA/LHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
(kinbkicHe (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
BU3HAUYEHHS): pO3MiLLEeHHI MacTep-haiina cuctemm
HoeaprTic ®apma thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
Ar, LLseliuapis; 3as1BHVKA, BignoBigasibHOI 3a chapmakoHarnsg.
anbTepHaTuBHe [itoua pepakuis: David J Lewis, B. Sc (Hons),
BTOPVHHE Ph.D. NponoHoBaHa peaakuis: Dr. Justin
nakyBaHHs: Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHUX
Lendhapm XoHiHT YNOBHOBaXXEHOT 0COOU 3asIBHYMKA,
CAC, ®paHuis; BiANoOBiAa/IbHOT 3a hapmakoHarnsag,. 3MmiHa
anbTepHaTBHe MicLie3HaxopKeHHs1 macTep-haiina cuctemu
BTOPVHHE thapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
nakyBaHHS: OCHOBHOI AiiNbHOCTI 3 hapmakoHarnsgy.
®apm/lor dapma
NopxucTik F'M6X,
HimeuuunHa,;
anbTepHaTBHe
BTOPUHHE
nakyBaHHs: FOMNC
Xenckep Itanis
C.P.N., Itanis;
BUMYCK Cepiii:
HosaprTic ®apma
'm6X, HimeyunHa
177. | CKA®O NOpOLLIOK ANs Hosapric LLBeliuapi BUPOBHMUTBO, LLBeliuapisi/ BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3a He UA/18625/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
po34nHy Ans OBepci3 a nepBuHHe dpaHuia/ 3MiHu | TUny - 3MiHK Woao peyenmom | nidssieae
iH'ekyin, no 150 mr IHBecTMeHTC Al nakyBaHHs, HimeuunHa/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
no 1 conakoHy 3 KOHTPO/b AKOCTI ITanisa (iHLWi 3MiHK)

NOPOLLKOM B KOPOO6L
3 KapTOHY
nakyBa/IbHOro

OKpIM Ki/IbKiCHOrO
BW3HAYEHHS,
BTOPWHHE
nakyBaHHs1, BUNYCK
cepin:
HoapTic ®apma
LTeiiH AT,
LLsenuapis;
KOHTPO/b SIKOCTI
(kinbKicHe
BW3HAYEHHS):
HoapTic ®apma
Ar, LLiseliuapis;
anbTepHaTBHe
BTOPWHHE
nakyBaHHS:
[Jencapm XioHiHT
CAC, ®paHuis;
anbTepHaTBHe
BTOPWHHE
nakyBaHHS:
®apm/lor dapma
NopxucTik F'm6X,
HimeyunHa;
anbTepHaTBHe
BTOPWHHE
nakyBaHHS:
HOIMC Xenckep
ITanis C.P.N.,
ITanis;
BUMYCK Cepiii:
HoBaprTic ®apma
m6X, HimewunHa

3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ginis
"Oco6numBi 3axoamn 6e3neku"”, "MobiuHI peakwii”
BiANOBIAHO A0 MaTepianiB peecTpaiiHoro
focbe. BBefeHHs 3MiH NpoTsarom 6-Tv micsuis
nicns 3aTBepmKeHHs.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHSA HOBOrO TepaneBTUYHONO NOKa3aHHSA
a60 3MiHa y 3aTBEPAKEHOMY NMOKa3aHHi) 3MiHn
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"MokasaHHa" (A04aBaHHA HOBOrO MOKa3aHHS
KOBeHiNbHUIA igionatuyHnii apTpuT (JIA):
MoB’sA3aHwni1 3 eHTe3nToM apTput (ERA) Ta
tOBeHinbHUIA ncopiatnyHnii apTpuTt (JPSA)) , a
TakKoX [0 po3ginis "dapmMakooriyHi
BnactusocTi", "Cnoci6 3acTocyBaHHs Ta fo3u",
"Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro gocke. BBeieHHs 3MiH
NPOTArom 6-Tu MiCAILiB NicNs 3aTBEPIKEHHS. B
Mexax 3MiHVW HagaHo oHoBrieHuid MYP, Bepcis
10.2. 3Mminn Il TRy - 3miHK Wwoao
6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
3MiHM Y KOPOTKili XapakTepucTyL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
JaHVMK 3 SKOCTI, AOKNIHIYHUMMW, KIIHIYHUMYN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO A0 iHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA NiKapcbkoro 3acoby Ao posginy
"Mo6iuHi peakuyii" BigNoBigHO A0 MaTepianis
peecTpaLiiHoro gocbe. BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3Minu |l TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta thapmakoHarniagy.
3MiHM Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
JaHVMK 3 SKOCTI, AOKNIHIYHUMMW, KIIHIYHUMYN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3minm
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BHECEHO [0 IHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "Cnoci6
3acTocyBaHHA Ta [03u1" BiANoBigHO [0
mMartepianis peecTpawiiHoro goceke. BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepKEHHA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, flikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMU, KiHIYHAMMW
JaHuMu Ta AaHumm 3 chapmakoHarnagy
3MiHN BHECEHO A0 IHCTPYKLUii A1 MEAUYHOTO
3acTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6ivHi peakuil™ BigNOBIAHO A0 MaTepianis
peecTpavuiniHoro Aocbe. BBeAeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHSA HOBOrO TepaneBTUYHONO NOKa3aHHSA
a60 3MiHa y 3aTBEPAKEHOMY NMOKa3aHHi) 3MiHn
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"MokasaHHa" (A04aBaHHA HOBOrO MOKa3aHHSA
MHiHWIA rigpageHiT (HS)), a Takox Ao po3ginis
"apmakonoriyHi BnactusocTi, "Cnoci6
3acTocyBaHHs Ta go3u", "MobiuHi peakwi"
BiAMNOBIAHO A0 MaTepianiB peecTpauiiHoro
[ocbe. BBeeHHS 3MiH NpoTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. B Mexax 3MiHn HagaHo
oHoBrieHuii MYP, Bepcia 11.1. Pestome MYP
Bepcia 11.1 nogaeTbes.

178.

CO®DTEH3ND

Tabnetkun
NPOJIOHroBaHoI Al
no 1,5 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHIN nauui

AT «Codchapma»

Bonrapis

Brpo6HMUTBO
Hepo3dhacoBaHol
npoaykuii,
nepBrHHa Ta
BTOPUHHA
ynakoska: AT
«Cothapma»,
Bonrapisi; Jo3Bin
Ha BUMYyCK cepii:
AT «Cochapma»,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX AaHnX Npo cuctemy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnaay; KOHTakTHoi ocobu 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
cthapmakoHarnsay B YKpaiHi, KLU0 BOHa

3a
peyernmom

UA/14809/01/01




174

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BijMiHHa Bif, yNOBHOBaXXeHOT 0CO6M,
BIANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy
(BKNIHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
AnekcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXeHOT 0CObY 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.

179.

CNA3MATO
H®

PO34uH NS iH'eKLin
no 2 mn abo 5mn B
amnyni; no 5 a6o 10
amnyn y 6nictepi; no
1 6nicTepy B
KapTOHHIN nayui

AT "Cothapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOi 0CO6M,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a chapmakoHarnsg.
[itoua pegakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pefakuisa: AHren
Anexcie / Angel Aleksiev.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBIAa/IbHOI 3a hapMakoHarniag.

3a
peyenmom

UA/3531/01/01

180.

CNA3MIN

Tabnetku; no 10
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHI navui

AT "Cogpapma”

Bonrapis

Brpo6HMUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHa Ta
BTOPUHHA
ynakoBka:
Betnpom AL,
Bonrapis;
[l03Bin Ha BUNyck
cepii: AT
"Cothapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
Ha3BM NikapCbKoro 3acoby. 3miHa Ha3Bu
nikapcbkoro 3acoby: [livoua pefakuis:
CNA3MIJT/ SPASMIL®. NponoHoBaHa
pepakuisf: CNA3MIN / SPASMIL

6e3
peyenma

nionsieae

UA/9012/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
181. | CNOA3MIN Tabnetku no 10 AT "Cothapma” Bonrapis Bupo6bHuuTBO Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9012/01/01
TabneTtok y 6nictepi; Hepo3cacosaHoi 3MiHY | Tuny - 3MiHK Wwoao peyenma
no 2 6nictepu B npoayKuii, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHI navui nepBuHHA Ta BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX faHnX
BTOPVHHA npo cuctemy chapmakoHarnsgy (BBefeHHs
ynakoBka: y3aras/ibHeHUX JaHnx Npo cuctemy
Betnpom AL, hapMakoHarnagy, 3amiHa yrnoBHOBaXeHOT 0cobu,
Bonrapisi; lo3sin BiANOBIAA/IbHOI 32 3AiICHEHHSA
Ha BUMYCK cepii: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
AT "Codhapma”, hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
Bonrapis hapMakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6H,
BiANOBIAANLHOI 3a 34iicCHEHHSA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuis: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev.3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CObY 3asiBHYKA,
BiANOBIAA/ILHOT 38 hapmakoHarnsg.
182. | CTIBAP® TabneTkn, BKPUTI Baviep Al HimeuumnH Bupo6bHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3a UA/13395/01/01
NNiBKOBOIO a NOBHUM LUK/IOM DiHNaHaia 3MiHK | TUNy - 3MiHK Woa0 peyenmom
06010HKO10, N0 40 (BUPOGHMLTBO in- 6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
Mr; no 28 TabneTok bulk, neperHHa BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
y ¢hnakoHi; no 3 yrnakoBKa, npo cuctemy dpapmakoHarnsgy (BBefeHHs
dhnakoHm y BTOPMHHA y3arasibHeHUX AaHvx Npo cucTemy
KapTOHHIN ynakoBLii yMNakoBKa, hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
KOHTPO/1b SKOCTI, BigNoBiAa/bHOI 3a 3MjACHEHHSI
BMNYCK cepil): hapmakoHarnagy; KOHTakTHoi ocobu 3
Baiiep AT, hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
HimeuuunHa; thapmakoHarnagy B YkpaiHi, KLU0 BOHA
AnbTepHaTUBHUIA BiMiHHa Bif, yNIOBHOBaXKEHOT 0CO6MU,
BUPOBHMK BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(nepBuHHa (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
yrnakoBkKa, pO3MiLLeHHI MacTep-thaiina cuctemu
BTOPUHHA hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
ynakoBka): 3asBHVIKa, BifNoBigas/IbHOI 3a hapmakoHarnsag.
OpioH [Oitova pepakuin: Justin Daniels. NponoHoBaHa
KopnopeiiwH, pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX
OpioH ®apma, [aHVX YNOBHOBaXEHOI 0C06M 3asiBHIKA,
PiHnaHaia BiANOBiAa/IbHOI 32 hapmakoHarnsga.
183. | TABEKC® TabneTkn, BKPUTI AT "Cogpapma” Bonrapis Bupo6bHMLTBO Bonrapisi/ BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 6e3 UA/2537/01/01
060/10HKOI0, N0 1,5 Hepo3sdacoBaHol YKpaiHa 3MiHW | TNy - 3MiHK Woao peyenma
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Mmr no 20 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHIN nauui

npoaykuii,
nepBuHHa
ynakoBka abo
BYPOGHMLTBO 3a
MOBHVM LVK/IOM:
AT "Codpapma”,
Bonrapis;
BTopuHHa
ynakoBka, A03Bin
Ha BUMYCK cepii:
AT "BITAMIHW",
YkpaiHa

6e3nekun/edekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasbHeHUX AaHvx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapMakoHarnagy 3asBHuKa A1 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
BIAMNOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsgy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
AnekcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOT 0CobY 3asBHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.

184.

TABEKC®

TabneTkn, BKpUTI
o6osoHKoto, no 1,5
mr; in bulk Ne 5400:
no 20 TabneTok y
6nictepi; no 270
6nictepiB y
noninponisieHoB.i
KopooLi

AT "Cothapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOi 0CO6M,
BiANOBIAANLHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BigNoBigaibHOI 3a hapMakoHarnsg.
[itoua pegakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
AnexcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.

UA/13201/01/01

185.

TACUTHA

Kancynu Teepai no
200 mr: o 14
Kancyn y 6nicrepi;

HosaprTic ®apma
Al

Lseliuapi
P

BMPOGHULITBO 3a
MOBHVM LMK/IOM:
HoapTic ®apma

Lseliuapis/
CnoBeHis

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/eddeKTUBHOCTI Ta chapMakoHarnasay.

3a
peuyenmom

UA/8979/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
no 2 6nictepun y LLTeliH AT, BBeneHHs ab0 3MiHM [0 y3ara/ibHeHUX JaHnX
KOpOO6Li 3 KapTOHY; LLsenuapis; npo cuctemy chapmakoHarnsgy (BBefeHHS
no 4 kancynmy nepBuHHe Ta y3aras/ibHeHUX faHnx Npo cucTemy
6nictepi; no 7 BTOPVHHE hapMakoHarnagy, 3amiHa yrnoBHOBaXeHOT ocobu,
6nicTepis y kopoobLi nakyBaHHs, BUMYCK BiANOBIAA/IbHOI 32 3AiICHEHHSA
3 KapToHY cepii: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Nek chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
PapmacboTukanc thapmakoHarnsgy B YKpaiHi, K0 BOHa
A.4., BUpobHnya BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
OinbHUUA BiANOBIAANLHOI 3a 34iicCHEHHSA (papmakoHarnsgy
NeHpasa, (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
CnoBeHis po3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHVX gaHnx
YMOBHOB&XeHOT 0CobM 3as1BHMKA,
BiANOBiAa/IbHOT 3a (hapmakoHarnsag. 3MiHa
MiCL,e3HaxXoMKeHHs macTep-haiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI flifi/IbHOCTI 3 chapMakoHarnsay.
186. | TACUTHA Kancynu Teepgi no HoaprTic ®apma | Lseliyapi BMPOGHMLTBO 3a LLsenuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8979/01/02
150 mr: no 4 Al A NOBHUM LK/IOM: CnoseHis 3MiHK | TUNy - 3MiHK Woa0 peyenmom

Kancynu y énictepi;
no 7 6nictepis y
KOpo6Lli 3 KapTOHY

HosaprTic ®apma
LLiTelin AT,
LLiBeiiuapis;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:

Nex
dapmMacboTUKaC
4.4., BUpobHuya
AinbHUUA
NleHpaBa,
CnoseHis

6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefieHHs
y3arasibHeHVX fiaHnx Npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BigNoBiAa/bHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXKEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHVIKa, BifNoBigas/IbHOI 3a hapmakoHarnsag.
[Litoua pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHoBaHa pepakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX faHnx
YNOBHOBA&XEHOT 0CO6U 3as1BHYIKA,
BiANoOBigaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxopKeHHs1 MacTep-gaiiia cuctemu
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
thapmakoHarnsgy. 3miHa Micus 34iCHEHHS
OCHOBHOI iifIbHOCTi 3 hapmakoHarnsgy.
187. | TEOTAPA Tabnetkun AT "Cothapma” Bonrapis AT "Codhapma” Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/12938/01/01
NPOSIOHrOBaHoI Al 3MiHK | TUNy - 3MiHK Woa0
no 300 wr, in bulk Ne 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
2460: no 10 BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHuX
Tabnetok y 6nictepi, npo cuctemy dhapmakoHarnsgy (BBefeHHs
no 246 6nictepiB y y3araslbHeH/UX gaHux npo cucrtemy
noninponisieHoB.i thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
Kopo6ui; in bulk Ne BiANOBIAA/IbHOI 32 3AiICHEHHS
2580: no 10 hapMakoHarnaay; KOHTakTHoi ocobu 3
TabneTok y 6nictepi; hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
no 258 6nictepiB y hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
noninponineHoB.il BiMiHHa Big, yNOBHOBaXXEHOT 0cO6MU,
Kopoo6Li BiANOBIAANLHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKA, BignoBigabHOI 3a chapmakoHarnsg.
[itoua pegakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pedakLisi: AHren
AnexcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C061 3asBHYKa,
BifNoBiAaIbHOI 3a hapmakoHarnsag.
188. | TEOTAPA Tabnetkun AT "Codhapma" Bonrapis Brpo6HMUTBO Bonrapis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/6494/01/01
NPOJIOHrOBaHOI il Hepo3dacoBaHoi YkpaiHa 3MiHK | TNy - 3MiHN WoA0 peyenmom
no 300 mr, no 10 npoaykuii, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
TabneTok y 6nictepi; nepBuHHa BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX

no 5 6nictepis y
KapTOHHIN nayui

ynakoBka a6o
BMPOGHULITBO 3a
MOBHVM LMK/IOM:
AT "Codhapma”,
Bonrapis;
BropuHHa
ynakoBka, A03Bin
Ha BUMYCK cepii:
AT "BITAMIHWA",
YkpaiHa

npo cuctemy capmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHux npo cuctemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol ocobu,
BigMNoBiAa/IbHOI 32 34iACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOi 0cobu
3as1BHMKA, BiANoBiAa/IbHOI 3a hapmakoHarnsg.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcie / Angel Aleksiev. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0C06M 3asiBHIKA,
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAA/ILHOI 38 hapmMakoHarnsg.

189.

TOH3IPUH

NbOASIHUKN
npecosaHi no 10
NbOASHUKIB Y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIN nauui

AT «Codchapma»

Bonrapis

Apichapm EALL

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHK | TUNy - 3MiHKX Woa0
6e3nekn/edekTBHOCTI Ta thapMmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy thapmakoHarnsagy (ssefeHHs
y3ara/ibHeHVX faHunx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0coom 3
hapMakoHarnagy 3asiBHuKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsigy). 3miHa ynoBHOBaXKeHOI 0co6u
3asBHVIKa, BifNoBigabHOI 3a hapmakoHarnsag.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anexcie / Angel Aleksiev.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
PekomMeH[0BaHO [10 3aTBEPIKEHHS.

6e3
peyenma

UA/20447/01/01

190.

TPIBECTAH

TabneTku, BKpUTI
060710HKOI0, N0 250
Mr no 10 TabneTok y
6nictepi; no 6
6nictepiB y
KapTOHHIN nayui

AT "Cogpapma”

Bonrapis

Brpo6HMUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHa
ynakoBka a6o
BMPOGHULITBO 3a
MOBHVM LMK/IOM:
AT "Codhapma”,
Bonrapis;
BropuHHa
ynakoBka, A03Bin
Ha BUMYCK cepii:
AT "BITAMIHW",
YkpaiHa

Bonrapisi/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:
3MiHK | TNy - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol ocobu,
BigMNoBiAa/IbHOI 32 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapMakoHarnisgy B YKpaiHi, SKLL0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0co6M,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay
(BK/IHOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOi 0cobu
3as1BHMKA, BiANoBiAa/IbHOI 3a hapmakoHarnsg.
[itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcie / Angel Aleksiev. 3miHa KOHTaKTHUX
[aHnX YNOBHOB&XEHOT 0CO6Y 3asiBHMKA,

6e3
peyenma

UA/4050/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BiANOBIAA/ILHOI 38 hapmMakoHarnsg.
191. | TPIBECTAH TabneTku, BKpUTI AT "Codpapma" Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: - UA/13251/01/01
060/10HKO10, Mo 250 3MiHK | TUNy - 3MiHKX Woa0
mr in bulk Ne 1590: 6e3nekn/edekTBHOCTI Ta thapMmakoHarnagy.
no 10 TabneTtok y BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
6nicTepi; no 159 npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepiB y y3ara/ibHeHNX AaHnX Npo cuctemy
noninponineHoB.il hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
Kopo6ui; in bulk Ne BigNoBiAa/IbHOI 3a 3MjACHEHHSI
1620: no 10 hapmakoHarnagy; KOHTakTHoi ocobu 3
TabneTtok y 6nictepi; thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
no 162 6nictepn y thapmakoHarnagy B YkpaiHi, KLU0 BOHA
noninponisieHoBi BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
Kopo6ui; in bulk Ne BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
1650: no 10 (BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
Tabnetok y 6nictepi; pO3MiLLEeHHI MacTep-thaiina cuctemu
no 165 6nictepiB y hapmakoHarnsigy). 3miHa ynoBHOBaXKeHOI 0co6u
noninponisieHoB.i 3asBHVIKa, BifNoBigabHOI 3a hapmakoHarnsag.
KopoobLi [itova pepakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. MNponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
192. | TPOKCEPYT renb, 20 mr/rno 30 r MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/4933/01/01
NH- abo50rBTy6i, N0l | "dPapmauesTUYH "papmMaLeBTNYHa 3MiHu | TUNY - 3MiHK 3 akocTi. CepTudikaT peyenma
AAPHUUA Ty6i y nauui a thipma cipma "fapHuus” BignoBigHocTi/l E-cepTudpikart BignosigHocTi
"OapHuus” €Bponeiicbkili hapmakonei/moHorpadii. 3miHu,

nos'aA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigMNOBIAHICTL 40 MOHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHwoi

HaujioHasbHOT thapmakonei gepxasu E€C (iHLi
3MiHK) MpuBeaeHHs cneumdikauii Ta MeTogmk
KOHTPOJIH0 SIKOCTi Ha AOMOMiXHY PEYOBUHY
MeTunnaparigpokcubeH3oaT y BiANOBIAHICTb A0
BMMOT Aito40i MoHorpagii €@ “Methyl
Parahydroxybenzoate" 3 BpaxyBaHHAM BUMOTY
Ta pekomeHgaauin 4PY, go po3ginis "CynpoBiaHi
Lomiwkn" Ta "KinbkicHe BU3Ha4YeHHS". 3MiHun |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTpOos1b AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo AonycTUMMX
MeX 47151 [OMOMDKHOI PEYOBUHMN (BUSTYHEHHS 3i
crneundikavii He3Ha4YHOro NoKasHuKa
(Hanpuknag, 3acTapifioro NokasHvka))
MpuBeaeHHA cneundpikauii Ta meToais
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTPOJII0 SIKOCTi Ha AOMNOMiXHY PEHOBUHY
MeTunnaparigpokcnbeHsoart fo Ailo4nx BUMor
Ta pekomeHgauin ®Y, 1.4 "MoHorpadii” Ta EP
1.5.1.7 "Characters" 3a nokasH1KoMm
«PO3UMHHICTb», SIKNI1 NepeHeceHo Ao po3giny
Npo 3arasibHi BNacT1BOCTI, OCKI/IbKU BiH Ma€e
pekoMeHaaLiiHni xapaktep. 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
KOHTPO/Ib fONOMIDKHIX PeYOBUH. 3MiHa
napameTpiB cneuudgikauii Ta/abo AonycTuMmx
MeX 4151 AONOMIKHOT peYOBUHN (iHLLI 3MiHW)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTPOIb AONOMIXHMX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
[LOMOMDKHOT peYOBMHY (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOoAaX BUNPOGYBaHb)
BHocaTbcs 3miHn o matepianis P, Ha
[OMOMIKXHY PeYOBUHY
MeTunnaparigpokcnbeH3oaT, a came NokKasHuK
"Mikpob6ionoriyHa unctoTa" npuBeaeHui
BiANOBIAHO A0 BMMOT Aitoumx MoHorpadiii €,
2.6.12,5.1.4.
193. | TPYKCAN TabneTku, BKpUTI NyHp6ek [Janis BMPOGHMLTBO [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/2208/01/01
NNiBKOBOIO Ekcnopt A/C Hepo3dacoBaHoro 3MiHu | TUNy - 3MiHK Woao peyenmom
060/10HKO10, N0 25 NpoAYyKTY, 6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
mr; no 100 TabneTok nepBrHHE Ta BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
Y KOHTeliHepi; no 1 BTOPWHHE npo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTelHepy B nakyBaHHs1, BUMYCK y3arasibHeHUX AaHvx Npo cucTemy
KopoobUi cepiin: X. lynabek hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
A/C, faHis; BigNoBiAa/bHOI 3a 3MjACHEHHSI
BUNPOOYBaHHA 3a thapmakoHarnsay; KOHTaKTHoi 0cobm 3
NMOKa3HNKOM hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHSN
"MikpobionoriyHa thapmakoHarnagy B YkpaiHi, KLU0 BOHA
yncrtoTa™ BiMiHHa Bif, yNIOBHOBaXKEHOT 0CO6MU,
EypodpiHc BIANOBIAA/bHOI 3a 34iiCHEHHSA hapmakoHarnsagy
Biodhapma (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
MpoaakT TecTiHr pO3MiLLeHHI MacTep-thaiina cuctemu
[Jenmapk A/C, hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
JaHis KOHTaKTHOT 0CO0M 3asiBHUKA, BiANOBigaIbHOI 3a
hapmakoHarning B Ykpaii.
194. | TPYKCAN TabneTkn, BKPUTI JNyHp6ek [OaHis BMPOBGHULITBO [anis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/2208/01/02
NNiBKOBOKO Ekcnopt A/C Hepo3gacoBaHoro 3MiHu | TUNYy - 3MiHK Woao peyenmom
060/10HKO0, Mo 50 NpPOAYKTY, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
mr; no 50 TabneTtok nepBuHHe Ta BBeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
Y KOHTelHepi; no 1 BTOPWHHE npo cucTemy dpapmakoHarnsgy (BBefeHHs
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTelHepy B nakyBaHHs1, BUNYCK y3arasbHeHUX AaHvx Npo cucTemy
Kopoobui cepiin: X. lynabek hapMakoHarnsgy, 3miHa yrnoBHOBaXEHOT 0cobu,
A/C, OdaHisi; BigNoBiAa/IbHOI 3a 3AjACHEHHSI
BUNPOOYBaHHA 3a thapmakoHarnsay; KOHTaKTHoi 0cobm 3
NMOKa3HNKOM hapmakoHarnsgy 3assBHUKa AN 34iCHEHHSA
"Mikpo6ionoriyHa hapmakoHarnsgy B YkpaiHi, K0 BOHa
yucrtoTa™ BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
EypodpiHc BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy
Biodhapma (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
MpoaakT TecTiHr pO3MiLLeHHI MacTep-thaiina cuctemu
[Jenmapk A/C, thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
[LaHis KOHTaKTHOI 0CO6M 3asiBHKKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
195. | YCMNOKOU Tabnetku no 20 TOB "Martepia Ykpaina 3AT CaHToHika NintBa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/7857/01/01
TabneTok y 6nictepi; Meguka- 3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI. peyenma
no 1 6nicrepy y YkpaiHa" Brvpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBA
KapTOHHI KOpo6Lyi A®I (iHWi 3MiHW) BUNpaBEHHA ApYyKapCbKol
NOMW/IKV B peecTpauiiiHomy gocke (p.3.2.S.2.2
Onuc BUPO6GHMYOro npoLecy Ta Aoro KOHTPOo
Ta p.3.2.S.2.4 KOHTPO/b KPUTUYHWX CTagji i
NPOMIXHOI NPOAYKLT) LOAO KOHUEeHTpau;i
eTaHony, Akuii hakTMYHO BUKOPUCTOBYETLCA NpU
BMPOGHMLTBI KOHLeHTpaTy Ne 1y npoueci
BMpOoGHMLTBa AD| 3aTBepaxeHo ETaHon 70 %
3anponoHosaHo EtaHon 50 %
196. | PEHTAHIN PO34MH NSt iH EKL,il, AT "Kanuekc" NatBis BCi cTagii CnoBayunHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a He UA/15323/01/01
KANUEKC 0,05 mr/mn; no 2 mn BMPOGHMYOro /NaTtBis 3MiHu | TUNYy - 3MiHK Woao peyenmom | nidssieae
B amnyni; no 5 npovecy, Kpim 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
amnys B KOHTYpHIi BUNYCKY Cepii: 3MiHa y KOpOTKili XapaKTepuCTULi Nikapcbkoro
YapyHKOBIli ynakoBLj XBM dapma 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
(nigpoHi); no 1, 2 c.p.o., MeJMYHOro 3acTOoCyBaHHA Ha MigcTasi
a60 20 KOHTYpPHUX CnoBayuunHa; perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
YapyHKOBUX BMPOBHUK, KNI nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
ynakoBoK (MigAoHiB) Bignosigae 3a 3aCTOCYBaHHA NikapcbKoro 3acoby B
y nauui i3 KapToHy; KOHTPO/b nicnapeecTpayiinnii nepiog, abo sk pesynbtat
no 10 mn B amny i; cepii/BunpobyBaH OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
no 5 amnyn B Ha: AT "IpiHgekc”, BIANOBIAHO A0 NAaHy nefiaTpUyHNX JOCNiAKeHb
KOHTYPHIl JlaTBisi; BUPOGHUK, (PIP) (3MiHy y3rogpkeHo 3 KOMMNETEHTHUM
YapyHKOBIli ynakoBLj AIKWIA BignoBigae YNOBHOB&XXEHUM OpPraHom)
(nippoHi); no 2 3a BUNycK cepil: 3MiHN BHECEHO [0 IHCTPYKLUT 4151 MeAUYHOTO
KOHTYPHi YapyHKOBI AT "Kanuekc", 3acTOCyBaHHS NikapCbKoro 3acoby y po3gain
ynakoBku (NigaoHu) Nartsis "Mo6iuHi peakwii" BigNOBIAHO A0 OHOBEHOT
y nayui i3 KapToHy iHchopmaii 3 6e3neku Aitoyoi pevyoBUHMN.
197. | ®PECIro® PO34MH NS iH'EKLN, TOB «Pou YkpaiHa ®.XohpmaHH-/15 LlBeiiuapis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3a UA/19640/01/01
600 Mr/600 mr; no YkpaiHa» Pouw NIt 3MiHu | TMNY - 3MiHK 3 sKoCTi. FoToBUIA peyenmom
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

10 mn y dpnakoHi; no
1 chnakoHy y
KapTOHHI Kopo6Lyi

nikapcbkuii 3aci6. KOHTPO/b AONOMIXHMX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
[OMNOMDKHOT peyYoBMHY (iHLWI 3MiHW y MeToAax
BMNPOB6YBaHHsA (BK/IOYaKUM 3aMiHy abo
nofaBaHHs)) OHOBMEHHSI METOAY TECTYBaHHS
3anmwkoBoi AHK ons 4ONOMiXHOT peqoBUHN
rHUPH20, sika BUKOPUCTOBYETLCH Y BUPOOHMLTBI
N3, 3 MeTo BAOCKOHaIEHHA MeToAY
(HapAETLCA NOACHEHHS MK BU3HAUEHHAMU MEeX
BUSIB/IEHHS Ta KifIbKICHOrO BU3HaYeHHs). Hemae
XOAHWX 3MiH B iIHCTPYMEHTapii TeCTyBaHHS,
cnocobi 3BiTyBaHHSA NPO pe3ynbTatu Yn
crneundikaLii npy BUNYCKY.

198.

DECIro®

PO34mnH ANS iH'EKLi,
1200 mr/600 mr; no
15 mn y donakoHi; no
1 chnakoHy y
KapTOHHI Kopo6Lyi

TOB «Pouw
YkpaiHa»

Ykpaina

®.XohcpmaHH-/15
Pow /114,

Llseiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOIb AOMNOMIXHMX
peyoBuH. 3miHa y MeTogax BUnpobyBaHHs
[OO0NOMDKHOT peqyoBMHM (iHLLI 3MiHX Y MeToAax
BMNPO6YBaHHsA (BKIOYaKUM 3aMiHy abo
nofaBaHHs)) OHOB/IEHHSI METOAY TECTYBaHHS
3anunwkoBoi AHK ansa 4onoMixXHOT peqyoBuHN
rHUPH20, sika BUKOPUCTOBYETLCH Y BUPOOHMLTBI
N3, 3 MeTo BAOCKOHa/IEHHA MeToAYy
(HafaeTbCA NOSAACHEHHA MK BU3HAYEHHAMU MeX
BUSIB/IEHHS Ta KifIbKICHOro BU3HauYeHHs). Hemae
XOAHWX 3MiH B iIHCTPYMEHTapii TeCTyBaHHS,
Cnocobi 3BiTyBaHHA NPO pe3ynbTaTn Yn
crneundikaLii npy BUNYCKY.

3a
peyernmom

UA/19640/01/02

199.

DIBIOTEHC®

TabneTkn, BKPUTI
NNiBKOBOKO
o06050HKot0, no 0,2
Mr, no 14 TabneTok
y 6nictepi, no 1, abo
no 2, abono 7
6nictepiB y
KapTOHHI kopobuyj;
no 28 tTabneTok y
6nictepi, no 1
6nictepy y
KapTOHHI Kopo6bLyi

ABGOTT
NabopaTopis
rM6X

HimeuumnH
a

BMPOOHMUTBO 3a
NOBHUM LMK/TOM:
MaiinaH
Nabopatopiza CAC

dpaHuis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkili hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
Bi4MOBIAHOCTI €BpoNelichbkili hapmakonei: ans
A®I; pnsa BUXigHOTO
marepiany/peareHTy/npomMiHOro NPoAyKTy, LWo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[ONOMDKHOT peyoBrHU (cepTudikat
BiNOBIAHOCTI €Bponelicbkili hapmakonei) -
OHoBeHWiT cepTudpikat Big, y)ke 3aTBEPLKEHOrO
BMPOOHYKa - MNoAaHHA OHOBNEHOTO cepTudikaTta
BignoBigHOCTI EBponelickkili hapmakonei Ne
CEP 2008-266 - Rev 03 (3atBepgxeHo: CEP
2008-266 - Rev 02) ansa A®| MOKCOHIAMHY Bif

3a
peyenmom

UA/0315/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3aTBepAXeHoro Bupo6Huka Farmak a.s., Yecbka
Pecny6nika
200. | PIBIOTEHC® | Tabnetku, BKpUTI A6GOTT HimeuuunH BMPOGHMLTBO 3a PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/0315/01/02
nNiBKOBOKO Nab6opaTtopi3 a NOBHWUM LK/IOM: 3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
o6onoHkoto, no 0,4 rM6X MaiinaH BignosigHocTi/l E-cepTudikar BignosigHOCTI
Mr, no 14 TabneTok Na6opaTtopiz CAC €Bponelicbkiin dhapmakonei/MmoHorpadii.
y 6nictepi, no 1, abo MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
no 2, aéono 7 BiA4MNOBIAHOCTI ab60 BUYYeHHS cepTudiikaTa
6nicTepiB y BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
KapTOHHI kopobuyj; A®I; onsa BuxigHoro
no 28 TabneTok y marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
6nicTepi, no 1 BMKOPWCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
6nictepy y [0NOMDKHOT peyoBrHU (cepTudpikat
KapTOHHI KOpOOL; Bi4NOBIAHOCTI €BpoNelichbkili hapmakoner) -
OHoB/eHWI cepTUdikaT Bif yXe 3aTBEepaXEHOro
BUPOGHMKA - MNoJaHHA OHOBNEHOro cepTudpikata
BiANOBIAHOCTI EBponeiicbkili hapmakonei Ne
CEP 2008-266 - Rev 03 (3aTBepaxeHo: CEP
2008-266 - Rev 02) ana A®| MOKCOHIAUHY Bif,
3aTBEpPAKEHOro BUpo6HMKa Farmak a.s., Yecbka
Pecny6nika
201. | PIBIOTEHC® | Tabnetku, BKPUTI ABGOTT HimeuumnH BMPOGHULITBO 3a ®paHuisa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/0315/01/03
NNiBKOBOKO NabopaTtopis a NMOBHWM LK/TOM: 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyenmom
o6onoHkoto, no 0,3 rM6X MaiinaH BignosigHocTi/l E-cepTudikat BignosigHoCTi
mr, no 14 TabneTok Nab6opaTtopiza CAC €Bponelicbkiit hapmakonei/MoHorpadii.
y 6nicTepi, no 2, abo MogaHHSA HOBOTO abo OHOB/IEHOTO cepTudikaTa
no 7 6nictepiB y BiANOBIAHOCTI @60 BUNy4YeHHsi cepTudpikata
KapTOHHiA KopobLyj; BiZiNOBIAHOCTI EBponeNichbkiit hapmakonei: ans
no 28 TabneTok y Adl; gns BUXigHOTO
6nicTepi, no 1 mMartepiany/peareHTy/npoMKHOIo NPOAYKTY, WO
6nictepy B BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans
KapTOHHI KOpoOL;ji [0NOMDKHOT peyoBMHU (cepTudpikat
BiANoOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWiA cepTuddikar Bif y>e 3aTBepaKeHoro
BUPOGHMKa - MNogaHHA OHOB/IEHOro cepTucpikata
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne
CEP 2008-266 - Rev 03 (3atBepgxeHo: CEP
2008-266 - Rev 02) ansa A®| MOKCOHIAUHY Big,
3aTBepAXeHoro BupobHuka Farmak a.s., Yecbka
Pecny6nika
202. | ®INCTUM® PO34YMH NS iH'EKLN, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14300/01/01
0,3 mr (30 m/H "BIO®APMA" "BIODPAPMA" 3MiHM | TUNY - 3MiHK 3 AKoCTi. FoTOBWMA peyenmom

MO)/1 mn; no 1 mn
(30 msH MO) (0,3
Mr) abo no 1,6 mn

nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
po3mipy cepii (BktoUaroun gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (MacwiTab
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(48 mnH MO) (0,48 015 NiKapcbKoro 3acoby
Mr) y nonepegHb0 6i0/10r4YHOr0/iIMyHOOTYHOTO MOXOAKEHHS
HanoBHEHOMY 36iNbLUNBCS/3MEeHWMBCSA 63 3MiHWM BUPOOHUYOro
wnpwui; no 1 npouecy (Hanpvknag Ay6aBaHHs NiHil)).
nonepegHL0 [JopaHo Howin po3mip cepii M3 ansa fo3ysaHHA
HanoBHEHOMY 1,6 mn (0,48 wmr (48 mnH MO)). 3aTBEpAXEHO:
wnpuuy y énictepi; ®incTumM®, po3urH ans iH'exuii, no 1 mn (0,3 mr
no 1 6nictepy y (30 MmniH MO)), po3mip cepii 5940 wwT. wnpuuis,
nauyj 3 KapToHy Lo ekBiBaNIEHTHO 5940 Mn. DiNCTUM®, po3unH
Ans iH'ekuid, no 1,6 mn (0,48 mr (48 mnH MO)),
po3mip cepii 6960 LWT. Wwnpuuis, WO
ekBiBasieHTHO 11 140 M. 3anponoHoBaHo:
®incTumM®, po3urH ans iH'exuiii, no 1 mn (0,3 mr
(30 mniH MQ)), po3mip cepii 5 940 wT. WwWnpuyis,
L0 ekBiBaneHTHO 5 940 Mn. PincTMM®, po3unH
Ans iH'ekuid, no 1,6 mn (0,48 mr (48 mnH MO)),
po3mip cepii 6 960 L. WNpuULiB, WO
ekBiBasIeHTHO 11 140 mn. DincTuv®, po3umnH
Ans iH'ekuid, no 1,6 mn (0,48 mr (48 mnH MO)),
po3mip cepii 23 000 WT. WnpwuLis, LLO
ekBiBasieHTHO 36 800 mn
203. | ®DNNIEBOAIA TabneTku, BKpUTI Na6opatopis PpaHuis IHHOTepa LLysi ®paHuisa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8590/01/01
600 naiBKOBOIO IHHOTEK YTOUHEHHS peecTpauiiiHol npoLleaypu B peyenma
o60onoHkoto, no 600 IHTepHacbiioHan Hakasi MO3 YkpaiHu Ne 1557 Big 09.09.2024 B

mr; no 15 tabneTok
y 6nicTepi; no 1 abo
no 2 6nictepn y
KapTOHHI Kopo6Lli

b

npoueci BHECEHHSA 3MiH - 3MiHK | Tuny - 3MiHK 3
AKocTi. A®Il. KoHTponb Adl. 3miHa y napameTpax
cneuudikayin Ta/abo AONYyCTUMUX MEX,
BM3HaYeHux y crneyndikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(JONOBHEHHS cneumdikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METOA40M BUNPOOYBaHHS)
- JlonoBHeHHs cneumdikayii HOBUM NOKa3HNUKOM
AKocTi " Mikpo6ionoriyHa unctoTta” Ta
BiAMNOBIAHUM METOA0M BMNPOOYBaHHSA
(BMNpO6YBaHHS NPOBOAATLCH BUPOGHNKOM
nikapcbKoro 3acoby Ha [0AaToK [0
BMNpo6yBaHb, 3a3HaveHux y R1- CEP 2008-274
Rev 06 B1po6HuuTBa HEALTHTECH
BIOACTIVES S.L.U., Spain). 3miHn | Tuny -
3MiHu 3 sKocTi. A®Il. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHUX BUMPOGYyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEP)KEHOMY [0ChE
cepTudikaTa BignoBigHOCTi €Bponeiichbkii
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BMNpOGYBaHHS) (Nepiog NOBTOPHOrO
BMNpo6yBaHHsA/nepios 36epiraHHs) -
36inblUeHHA abo BBeAEHHSA nepiogy NOBTOPHOIO
BMNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/IIKXEHb Y PeasTbHOMY Yaci -
36iblUeHHsA nepiofy NOBTOPHOro BUNPO6YBaHHA
ana A®l giocminy, BupobHuuTea HEALTHTECH
BIOCTIVES S.L.U., Spain 3 24 wmicsuis go 36
Micauis. 3miHu | TUNy - 3MiHK 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; onsA LONOMIXHOT pevyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/eHWI cepTudikaT Bif yxe 3aTBEepAXEHOro
BUPOGHMKA - MNoJaHHA OHOBMEHOro cepTudpikata
BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei R1-
CEP 2008-274 Rev 06 gns A®| giocmiHy Big,
yXe 3aTBepKeHOro BUPOGHUKA AKWIA 3MIHVB
HalimeHyBaHHs 3 INTERQUIM SA, Spain Ha
HEALTHTECH BIOACTIVES S.L.U., Spain 6e3
3MiHM MicusA BUPOGHMLTBA. 3MiHM | TNy - 3MiHK
3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHux y cneumdikauisax Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(DoNoBHEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METOA0M BUNPOOYBaHHS)
- fonoBHeHHs cneuudikaLii HOBUM NMOKa3HNKOM
AKocTi " Mikpo6ionoriyHa unctoTa” Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHSA
(BnpobyBaHHsA NPOBOASATHCS BUPOGHMKOM
NikapcbKoro 3acoby Ha A0AaTOoK A0
BMNPOGYBaHb, 3a3HaveHux y RO- CEP 2014-104
Rev 02 Bupo6HuuTBa DESTILACIONES
BORDAS CHINCHURRETA, S.A., Spain). 3miHn
| TMny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/I E-cepTudpikar BignosigHocCTi
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOI peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
HoBuii cepTudpikat Bif, BXXe 3aTBEPAXEHOr0
BMPOGHMKA - MNogaHHA HOBOroO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei RO-
CEP 2014-104 Rev 02 gns A®I giocmiHy Big,
BXE 3aTBEPKEHOro BUPOOHMKA
DESTILACIONES BORDAS CHINCHURRETA,
S.A., Spain. 3miHu | TUny - 3MiHU 3 AKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKoro 3acoby. 3mMiHa napameTpis
cneuudikaLin Ta/abo foNycTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BUNPO6YBaHHS) - [JONOBHEHHS cnevumdikayii 3a
nokasHukom “laeHTudikauis” gpyrum MeTogom
BMNPO6GOBYBaHHSA 3a A0MOMOro KOMGiHaLi
BEPX i Y®-aiogHOro maTrpuyHoro getekropa 3
BHECEHHAM pefakLUiiHNX YTOYHEHb 40 NepLuoi
MeToAMKM. 3MiHu | Trny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTposib rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNycTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS A0MyCTUMUX
MeX) - 3BY)XKEHHS AONYCTUMUX MEX 3a
napameTpom “PO34MHeHHS” 3 BigNoBigHUMYN
3MiHamMu 10 METO/iB BUNPOOYBaHHS.
3arBepaKeHO: He MeHLU Hix 80% 3a 60 XBWIUH
(3 Q=75%) 3anponoHoBaHO: He MeHLL Hix 80%
3a 45 XBWIKH (3 Q=75%). 3MiHu | TNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa napameTpiB
cneuudikaLin Ta/abo fonycTMMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (B1AyYeHHS HE3HAYHOro
nokasHuka (Hanpviknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikavis
6apBHYKIB 41 CMaKoBMX 406aBOK)) - BuiyyeHHs
KOHTPOJ/TH0 CUHTETMYHMX foMiwok B, Ci E Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

BW/TyYEHHS 3BITHOCTI MPO CyMY iHLUMX AOMILLOK +
JoMmilka A 3 BignoBiAHNMM 3MiHAMUW [0 METOLIB
BMNPOGYBaHHA. 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTposib roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS A0MYyCTUMUX
MeX) - 3BY)KEHHS JOMYCTUMUX MEX CYNyTHiX
OOMILLOK: AOMiLKM A (aLeToi30BaHifoH) i
OOMILKM F (iocMeTuH), ANS iHWWX AOMILLOK i
A5 CyMU AOMILLIOK. 3MiHW | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTtofax
BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpobyBaHb
(BK/THOYAKOUM 3aMiHy ab0 JONOBHEHHS)) -
BHeceHHs 3MiH y meTog B1npobysaHHs (BEPX)
roTOBOrO /liKapCbKOro 3acoby 3a nokasHukamu: -
«KinbKicHe BU3HaYeHHs» - OHOB/IEHO
npo6onifroToBKY PO3UNHIB; YTOYHEHHS W00
dhopmynn po3paxyHky, [OMNOBHEHO KpUTEpIAMM
npuaaTHoCTi XxpoMaTorpagidHy cuctemy;
[OMOBHEHO penpeseHTaTMBHNM
XpomaTorpamami; - «CynyTHi [OMILLIKN»
3MIHIOETLCA Ha “lNpoayKTM po3nasy’-
3aTBEPKEHUI METO TECTYBaHHS 3MIHEHO
6inbL echeKTUBHMM. 3MiHu | TURY - 3MiHK 3
AkocTi. CepTudikat signosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; oA 4ONOMIXKHOT peqyoBuHM (cepTudikar
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yxe 3aTBEPIKEHOr0
BMpPOGHMKa - MogaHHA OHOBIEHOTO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP 2008-274 Rev 07 gns A®| giocminy Big,
yXe 3aTBepmxeHoro BupobHuka HEALTHTECH
BIOACTIVES S.L.U., Spain. 3minu | Tny -
3MiHn 3 akocTi. CepTudpikat BignosigHocTI/lE-
cepTmdikaT BiANOBIAHOCTI €EBpONENChKii
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n/n

NiKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o

204.

®NY3AME],

Kancynm Teepgi 150

hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudikaTta BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
ADI; onsA LONOMIXHOT peqyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/eHWI cepTudikaT Bif yxe 3aTBEepAXEHOro
BUPOGHMKA - MNoJaHHA OHOBMIEHOro cepTudpikata
BiANoBIgHOCTI E€Bponeiickbkili hapmakonei R1-
CEP 2014-104 Rev 01 gns A®| giocmiHy Big,
BXe 3aTBepA)KeHOro B1pobHMKa
DESTILACIONES BORDAS CHINCHURRETA,
S.A., Spain. Byno - TexHiuHa nomusnka (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460).
BunpaBneHHs1 TexHIYHOI nomunkn y cknagi 13 y
3MmiHax fo MKA (Hakaz MO3 Big 06.08.2021
Ne1680), a caMe B Ha3Bax AeAKUX AOMNOMDKHUX
peyoBUH. 3a3HaueHe BUMpPaB/IeHHS BiANOBIAAE
mMartepianam peecTpauiiiHoro fJOCbe Sk
npeacTaB/ieHi B apxiBi.

nocsio4YeHHs1

205.

®NY3AME],

mr; no 1 kancyni B
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Kancynv TBepgi no

TOB «YOPN[,
MEAVLH>»

TOB "YOP/4

Ykpaina

YOPI],

MEAULMH [N1AY

CAH. BE. TIZX.
AL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edrekTBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTyuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
PerysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo AocniaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKEeHb
(PIP) (3MiHY y3rokeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOIO
3acToCcyBaHHSA NiKapcbkoro 3acoby Ao posginy
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaaro” BignoBigHO 40 OHOB/IEHOT
iHchopMmawii Wwoao 6e3nekn 3acTocyBaHHA Ajitoyoil
pPeyvoBUHU.TepMiH BBeLEeHHSA 3MiH NPOTArom 6
MicAILiB Nicns 3aTBePAKEHHS.

Bes
peyenma

He
nionsizae

UA/18328/01/01

150 mr, no 1 kancyni

MEANLIAH"

YkpaiHa

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

PymyHis

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:

Ne 1 — 6e3 He

3MiHW | TNy - 3MiHK Woao

peyenma; nionsicae

UA/13778/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
y 6nictepi; no 1 abo 6e3nekun/edekTBHOCTI Ta thapmakoHarnagy. Ne 2 —3a
no 2 6nictepu B 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro peyenmom
KapTOHHI Kopo6Lyi 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofkeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3acToCyBaHHSA NiKapcbkoro 3acoby o posginy
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyaaro” BignoBigHO 40 OHOB/IEHOT
iHchopmauii Wwoao 6e3nekn 3acTocyBaHHA Aitoyoil
peyoBuHW. TepMiH BBEAiEHHS 3MiH - NPOTArom 6
MicALiB Nicnsa 3aTBepAKEHHS.
206. | ®TIOAHKCO TabneTku, BKpUTI NyHp6ek [JaHis EypodpiHc [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/10197/01/02
n NNiBKOBOIO Ekcnopt A/C Biodhapma 3MiHu | TUny - 3MiHK Woa0 peyenmom
060/10HKO10, 1Mo 1 w™r; MpogakT TecTiHr 6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
no 100 TabneTok y [Jenmapk A/C, BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
n1acTUKoBOMY Janis npo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTelHepi; no 1 (BunpobyBaHHs 3a y3arasibHeHUX AaHvx Npo cucTemy
nnacTMKoOBOMY NOKa3HNKOM hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
KOHTeliHepy B "MikpobionoriyHa BiANOBIAA/IbHOI 32 34iICHEHHS
KapTOHHI Kopo6Lli unctorta"); X. hapmakoHarnagy; KOHTakTHoi ocobu 3
Nynpbek A/C, thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHSN
[JaHis thapmakoHarnagy B YkpaiHi, KLU0 BOHA
(BnMpo6HULTBO BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
Hepo3dacoBaHOro BIANOBIAA/bHOI 3a 34iiCHEHHSA hapmakoHarnsagy
NpPOAYyKTY, (BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
nepBrHHE Ta pO3MiLLEeHHI MacTep-thaiina cuctemu
BTOPVHHE hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
nakyBaHHs1, BUMYCK KOHTaKTHOI 0CO6U 3asiBHMKa, BiANOBIAa/ILHOI 3a
cepiii) hapmakoHarnsg B YkpaiHi.
207. | ®IIOAHKCO TabneTkn, BKPUTI NyHp6ek [OaHis EypodiHc [anis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/10197/01/01
n NNiBKOBOKO Ekcnopt A/C Biodhapma 3MiHu | TUNYy - 3MiHK Woao peyenmom
o6onoHkoto, no 0,5 Mpopakt TecTiHr 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
mr; no 100 Tabnetok [Oenmapk A/C, BBegeHHs a60o 3MiHM [0 y3arasibHeHNX JaHnX
y NNacTUKOBOMY Janis npo cucTemy dapmakoHarnsgy (BBefeHHs
KOHTelHepi; no 1 (BunpobysaHHs 3a y3arasibHeHUX faHunx npo cuctemy
n1acTUKOBOMY MOKa3HNKOM chapmakoHarnsgy, 3miHa yrnoBHOBaXeHol! ocobu,

KOHTeliHepy B

"MiKpo6ionoriyHa

BiANoBiAabHOI 3a 3MjiACHEHHSI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KopooLyi yuctorta"); X. hapMakoHarnagy; KOHTakTHoi ocobu 3
Nynpbek A/C, hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHSN
[aHis hapmakoHarnsgy B YkpaiHi, K0 BoHa
(BMpo6HULTBO BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
Hepo3dacoBaHoro BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy
nNpoaykKTy, (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
nepBuHHE Ta pO3MiLLLeHHi MacTep-thaiina cuctemu
BTOPVHHE thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
nakyBaHHs1, BUMYCK KOHTaKTHOI 0CcObM 3asiBHUKA, BiANOBIAA/ILHOI 32
cepiid) hapmakoHarnag B YKpaii.
208. | ®TIOAHKCO PO34MH ANS iH'EKLi, Nynp6ek [JaHis Eii. xeii. BakciHc [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/2209/02/01
n AENO 20 mr/mn, no 1 mn B Ekcnopt A/C A/C, [aHis 3MiHu | TUny - 3MiHK Woao peyenmom
amnyni; no 10 amnyn (BunpobyBaHHs 3a 6e3nekn/edekTBHOCTI Ta hapmakoHarnagy.
B KapTOHHIi kopobu NMOKa3HWKOM "TecT BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
Ha CTepPU/IbHICTL"); npo cuctemy dpapmakoHarnsgy (BBefeHHs
EypodpiHc y3arasibHeHUX AaHvx Npo cucTemy
Biochapma hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
MpoaakT TecTiHr BiANoBiAa/IbHOI 3a 3MjACHEHHSI
Oenmapk A/C, hapmakoHarnagy; KOHTakTHoi ocobu 3
NaHis thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHSN
(BMNpobyBaHHs 3a chapmakoHarnsgy B YkpaiHi, AKLL0 BOHA
NOKa3HNKOM BiMiHHa Bif, yNIOBHOBaXXEHOT 0CO6MU,
"Mikpo6ionoriyHa BiAMOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
yucToTa” (Tect Ha (BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
€HO0TOKCUHN)); X. pO3MiLLEeHHI MacTep-thaiina cuctemu
Nynpbek A/C, thapmakoHarnsgy)- 3MiHa KOHTaKTHUX AaHnX
[aHis KOHTaKTHOT 0COOM 3asiBHUKA, BiANOBigabHOI 3a
(BUPOGHULTBO thapmakoHarnag B YkpaiHi
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepiii)
209. | POKOPT®- kpem, 1 mr/r, no 151 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a He UA/4936/01/01
AAPHULA y Ty6i; no 1 Ty6i B "GapmaueBTUYH "papmMaueBTUYHa 3MiHK | TUNYy - 3MiHK Woa0 peyenmom | nidssieae
navui a thipma ipma "dapHuus" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
"NapHuus” 3MiHM Y KOPOTKIli XapaKTepuCTULLi NiKkapcbKoro

3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAUYHOro 3acToCyBaHHS
reHepUYHUX/Ti6pPMAHNX/6IoNOAIGHMX NiKapPCbKNX
3ac006iB Nic/si BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHMI npenapaT (3MiHa He NoTpebye
HaZiaHHs XXOAHWX HOBUX [OAATKOBUX AaHWX).
3MiHM BHECEHO A0 iIHCTPYKLIi Ans MeanyHoro




192

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

3aCcTOCyBaHHS NikapcbKoro 3acoby y po3aim
"apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "OcobmBoCTi

3acTocyBaHHA", "3acTocyBaHHs y nepiog,

BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii” BigNOBIAHO A0 iHhopMmau,ii woao
MeAMYHOro 3acToCyBaHHA pedhepeHTHOro

nikapcbkoro 3acoby (PTOPOKOPT®).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns

3aTBEPAXKEHHS
210. | PYUUNC® Tabnetkn no 100 wmr, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a He UA/7617/01/02
no 4 a6o no 10 «TNEJ®APM XENTXKEP NBT YTOYHEHHSA pekfaMyBaHHA B Hakasi Ne 1557 peyenmom nionsiza
Tabnetok y 6nictepi; NTO» nTa BiA 09.09.2024 - B npoueci 3miH (3MiHu | Tvny - €
no 1 6nictepy B 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
KapTOHHI ynakoBLi thapmakoHarnsgy. 3MiHa y KopoTkiii

XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeguyHOro
3aCTOCyBaHHSA Ha MigcTaBi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo AoCnigKeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom). 3MiHW BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy "3acTtocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BifNOBIAHO 40 OHOB/EHOT iH(hopmaL,ii Woao
6e3neky 3aCToCyBaHHS Ailo40i PEHOBUHU.
TepMmiH BBeLleHHS 3MiH NpOTArom 6 micauis nicns
3aTBepPMKEHHSA. 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BMAAui peecTpaviliHoro noceig4YeHHs,
BK/ItOYaKoumM MNnaH ynpasniHHS pusnkamm
(3acTocyBaHHSI TEKCTY, KW NOTOMKEHNI 3
KOMNETeHTHUM OpraHoMm). 3asBHUKOM HafaHo
OHOBNEHUI MNaH ynpasniHHA pusukamu Bepcis
3.0. 3miHM BHeceHO A0 yacTuH: | «3arasibHa
iHchbopmauisx» 1l «Cneyndpikauist 3 6esnekn» V
«3axoau 3 MiHimMi3auii pu3nkie» VI «Pe3tome
nnaHy ynpasniHHA pusukamm» VIl «logatkm»
(goaatkn 1-8) y 3B8’s13Ky 3 OHOB/IEHHAM
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Ymosu

Peknam

Homep

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionycKy

yBaHHs

peecmpayjiliHo2o
nocsioYeHHs

iHhopmaLii 3 6e3neku Aitoyoi pevoBUHU
hnykoHa3on BiANOBiAHO pekomeHaauili PRAC
3a pesynbTaTamu ouiHku PSUSA, a Takox y
3B'A3KY i3 3MiHOK hopmarty BignoBigHO 40 BUMOr
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MnaHy ynpasniHHA pu3vkammn Bepcis
3.0 fofaeThCA) B HaKasi - He 3a3Ha4Yas1oCh;
cTano - He nignsarae.

UA/3196/01/03

211.

XAPTUN®

TabneTkv no 5 Mr no
7 TabneTok B
6nicTepi; no 2 abo 4
6nictepn y
KapTOHHI KOpo6Lyi

3AT
dPapmaLeBTUYHN
i 3aBog ElC

YropLmHa

3AT
dapmaueBTUYHNI
3aBog ElC

YropumHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 AKocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meToaax

BMNPOBYBaHHSA rOTOBOrO NiKapCbKOoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi 3MiHM B
cneuudikauii Ta MmeTogi koHTposnto N3 3a
nokasHukom «Onuc», 6e3 3MiHV KpuTepito
NPUAHATHOCTI. BBEAEHHA 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.

KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa

napameTpiB cneundikauii Ta/abo AonycTUMmx

MeX roTOBOrO /likapCbKOro 3acoby (4OMOBHEHHS

cneundikaLii HOBUM NOKA3HWMKOM 3 BiANOBIAHUM
MeToA0M BUMPOGYBaHHS) [AONOBHEHHS
crneundikavii 13 nokazHukom «Konip

Tabnetok» y BiANOBIAHOCTI 40 3aTBEPAKEHOTO

po3giny 3.2.P.5.1 «Cneumndikauis». Y 38'a3Ky 3

LM 3MiHW BHOCATBLCS | 10 METO/IB KOHTPOJIIO.
BBegeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis

cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO

nikapcbKoro 3acoby (4ONOBHEHHS cneumndikadii
HOBUM MOKa3HUKOM 3 BijNOBIAHUM METOAO0M
BMNpobyBaHHA) NokasHuK crneumdikayii MN3
«Bucota TabneTok» 3aMiHeHO Ha NOKa3HUK
«Po3Mipun», OKpiMm BUCOTN Tab/eToK B
crneungikauii BU3Ha4atTbCA napameTpu

LMPpWHa Ta A0BXWHA, 3a AKMMW KOHTPOJTOKTb

3a
peyenmom
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

po3mip TabneTok. BBeAeHHS 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHSA. 3MiHu | TNy -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
mMeTofax BUNPO6YBaHHS rOTOBOTO JiKapCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPOOYBaHHS) pefakLiiiHi 3MiHu B
cneuudikauii Ta metogi koHTponto N3 3a
noKasHUKOM «laeHTudikauis Airo4oi pe4yoBuHM
(BEPX)». BBe€HHs 3MiH NpoTAroM 6-Tu micsuiB
nicns 3aTBepmxeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTtofax
BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BMNPOBYBaHHSA) HE3HAYHI 3MiHV B crieuudikavii
Ta MeTogj KOHTpoto /13 3a NOKasHMKOM
«laeHTudikalis 6apBHMKIB OKCUAIB 3ani3a
(ximiuHa peakuis)». B cneuundikauii
nepedopmMysitoBaHHS BUMOT crieumdpikadi, B
MeTOZi KOHTPOJIH0 3MIHEHO HaBaXKY
BMNPO60BYBAHOrO 3paska Ta yac, NPoTArom
AKOTO KUM'ATATb PO3unH (3 2 xB 40 10 XxB).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHSA) HE3HAYHI 3MiHM B crieumdikawi
Ta MeTopAi KOHTpoto /13 3a NOKa3HMKOM
«KinbkicHe B13HaueHHs» (BEPX), a came
CKOpUroBaHo yacu yTpumysaHHa APl Ta
nomiwok, gogaHo USP C3 paminpwny, fogaHo
iHcbopMmawito Wwoao cTabinibHOCTI pO34yKHIB, B
OL|iHKY NPMAATHOCTI XpomaTorpadgiyHoi cructemm
[04aH0 YMC/I0 TEOPETUYHUX Tapifok
(eheKTVBHICTb KOMOHKM), OHOBNEHO TUMOBI
XpomaTorpamu. BeefeHHs 3MiH NpoTArom 6-tu
MicALiB nicnsa 3aTBepMKEeHHs. 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX
MeToAax BUNPO6YBaHHSA) BHECEHHA HE3HAYHUX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

3MiH 40 MeToAy KOHTponto /13 3a NoKa3HUKOM
«CynposigHi gomiwkn» (BEPX), a came
BUKaAEHO NOBHWI OMUC METOANKN
(BMNpOGYBaHHS NPOBOAMTLCA B yMOBaX
nokasHuka «KinbkicHe BU3HAYEHHS»), B OLjiHKY
npuaaTHOCTI XpoMartorpadivyHoi cuctemu
[04aH0 YMC/I0 TEOPETUYHUX Tapifok
(ePEKTUBHICTb KOMOHKN).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBUIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO

nikapcbKkoro 3acoby. 3MiHa y meTogax

BMNPOBYBaHHS rOTOBOrO NikapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMMNPOGYBaHHA) BHECEHHA HE3HAYHMX 3MiH [0

MeToAy KOHTposto /13 3a NoKasHUKOM
«Po3unHeHHs» (BEPX), a came gogaHo USP C3
paminpuiy, He3HayHa 3MiHa B pO3paxyHKOBIli
hopmyni. BBeieHHA 3MiH NPOTArom 6-Tv MicsiLiB

nicns 3aTBepmxeHHs. 3MiHn | Tuny - 3miHu 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO JlikapcbKoro 3acoby. 3miHa y metofax

BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax

BUNPOGYBaAHHS) BHECEHHS HE3HAYHUX 3MiH B

cneumdikauiio Ta MeTog koHTponto 13 3a
nokasHukom «CepefiHa maca», B Onuci metogy

3a3HayeHo, Lo BUNPO6YBaHHSA NPOBOAATL 3
BMKOPUCTaHHAM npunagy Pharma Test WHT

(abo aHanoriyHuit). BBeeHHs 3MiH NpoTsArom 6-
TN MicALB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpKEHNX
MeToAax BUNPOGYBaHHSA) BHECEHHA HE3HAaYHUX
3MiH B creumaikaLio Ta MeTog, KoHTpoo M3
3a MOKa3HMKOM «OfHOPIAHICTE Macu».

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micnsa
3aTBEePMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. KOHTPOs1b FOTOBOTO

nikapcbKkoro 3acoby. 3MiHa y meTogax

BMNPOBYBaHHS rOTOBOIO MikapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax

BMNPOGYBaHHS) HE3HAYHI 3MiHWM B MeTofi
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

KoHTponto /13 3a nokasHukoMm «Mogin TabneTok
3a Macoto».

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNYy - 3MiHM 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. KOHTPOs1b FOTOBOTO

nikapcbKkoro 3acoby. 3MiHa y meTogax

BMNPOBYBaHHS rOTOBOIO MikapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHS) HE3HAYHI 3MiHM B crieumdikawi

Ta MeTopAi KOHTpoto /13 3a NOKa3HMKOM
«CTupaHicTb», a came AeTas1i30oBaHo onuc
meToAy BUNPOobyBaHHS. BBeAeHHsA 3MiH

NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.

3MiHu | TMRY - 3MiHK 3 SKOCTI. FoToBUIA
nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MeToax

BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BMNPOBYBaHHSA) HE3HAYHI 3MiHW B crieuudikaLii

Ta MeTogj KOHTpoto /13 3a NOKasHMKOM

«Po3nagaHHa», a came geTanizoBaHo onvc

meToAy BUNpPOoOyBaHHs. BBeAeHHSA 3MiH

NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.

3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKkoro 3acoby. 3miHa y meTogax

BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOGYBaHHA) HE3HAYHI 3MiHM B crieumdikavi

Ta MeToAji KOHTPOoto /13 3a NOKa3HNKOM
«CTillKicTb Tab1€TOK 10 PO34AB/IOBAHHS» 3
METO NPUBELEHHS Y BiANOBIAHICTb A0
opuriHanbHYX MaTtepianis BUPOGHMKa.

BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro

nikapcbKoro 3acoby. 3miHa y MeToax

BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax

BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi 3MiHM B

cneuudikauii Ta metogi koHTponto MN3 3a
NOKa3HNMKOM «OAHOPIAHICTb [030BaHNX
OAVHMLb» 3 METOI NPUBELEHHS Y BiANOBILHICTb
[0 OpUriHaUTbHUX MaTepiasis BUPOBHYKa.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuUiB nicas
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHK 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO MiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMNPOGYBaHHSA) HE3HAYHI 3MiHM B crieumdikawi
Ta MeTopAi KOHTpoto /13 3a NOKa3HMKOM
«MikpobionoriyHa unctota». BeefeHHs 3mMiH
NpPOTAroM 6-TW MicALB Nic/1A 3aTBepAKEHHS
212. | XAPTUN® Tabnetku no 10 wr; 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3196/01/04
no 7 tabnetok y dPapmaLleBTUYHN dapmavleBTUYHNI 3MiHM | TURY - 3MiHK 3 AKocTi. FoToBWA peyenmom
6nicTepi; no 2 abo 4 i 3aBog ElC 3aBog ErIC

6nictepn y
KapTOHHI KOpo6Lyi

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AonycTUMmX
MeX rOTOBOrO /likapCbKOro 3acoby (4OMOBHEHHS
cneundikavii HOBUM NOKA3HWMKOM 3 BiANOBIAHUM

Tabnetok» y BiANOBIAHOCTI 40 3aTBEPAKEHOTO
po3giny 3.2.P.5.1 «Cneumndikauis». Y 38'a3Ky 3
LM 3MiHW BHOCATBLCS | 10 METO/IB KOHTPO/IIO.

3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro

cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO

nikapcbKoro 3acoby (4ONOBHEHHS cneumdikadii
HOBUM MOKa3HUKOM 3 BijNOBIAHUM METOAO0M

BMNpobyBaHHA) NokasHuK crneumdikayii M3

LUMPVHA Ta JOBXUHA, 3a AKUMU KOHTPOTIOTh
po3mip TabneTok. BBeAeHHS 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -

nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi 3MiHM B
cneuudikauii Ta meTogi koHTponto NN3 3a
nokasHukom «Onuc», 6e3 3MiHV KpuTepito
NPUAHATHOCTI. BBEAEHHA 3MiH NPOTAroM 6-Tu
MicALIB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MiHM 3 sKocTi. [O0TOBWIA Nikapcbkuii 3aci6.

MeTOAO0M BUMPOGYBaHHS) AOMNOBHEHHS
crneundikavii 13 nokasHukom «Konip

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
nikapcbKoro 3acoby. 3miHa napameTpis
«Bucota TabneTok» 3aMiHeHO Ha NOKa3HUK

«Po3Mipun», OKpiMm BUCOTM TabneToK B
crneungikauii BU3Ha4atTbCA napameTpu

3MiHM 3 sIKOCTi. [0TOBMIA Nikapcbkuii 3aci6.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPOOYBaHHS) pefakLiiiHi 3MiHu B
cneuudikauii Ta metogi koHTponto MN3 3a
noKasHUKOM «laeHTudikauis Airo4oi pevyoBuHM
(BEPX)». BBeeHHs 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepmxeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTtofax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOBYBaHHSA) HE3HAYHI 3MiHW B crieuudikavii
Ta MeTogj KOHTpoto /13 3a NOKa3HMKOM
«laeHTudikalis 6apBHMKIB OKCUAIB 3ani3a
(ximiuHa peakuis)». B cneuundikauii
nepedopmMysitoBaHHS BUMOT crieumdpikaui, B
MeTOZi KOHTPOJIH0 3MIHEHO HaBaXKY
BMNPO60BYBAHOrO 3paska Ta yac, NPoTArom
AKOTO KUM'ATATb Po3unH (3 2 xB 40 10 XxB).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. KOHTPOs1b FOTOBOTO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO MikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHS) HE3HAYHI 3MiHM B crieumdikawi
Ta MeTopAi KOHTpoto /13 3a NOKa3HMKOM
«KinbkicHe Bn3HaueHHs» (BEPX), a came
CKOpUroBaHo yacu yTpumysaHHAa A®| Ta
nomiwok, gogaHo USP C3 paminpwny, fogaHo
iHcbopMmawito Wwoao cTabinibHOCTI pO34yKHIB, B
OL|iHKY NPMAATHOCTI XpomaTorpadgivHoi cructemm
[04aH0 YMC/I0 TEOPETUYHUX Tapifok
(ePeKTVBHICTb KOMOHKM), OHOBMIEHO TUMOBI
XpomaTorpamu. BeefeHHs 3MiH NpoTArom 6-tu
MicALiB nicnsa 3aTBepMKEeHHs. 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa Y 3aTBEpPKEHNX
MeToAax BUNPOGYBaHHA) BHECEHHA HE3HAaYHUX
3MiH 40 MeToAy KOHTposto /13 3a NOKa3HUKOM
«CynposigHi gomiwkn» (BEPX), a came
BUKN3AEHO NOBHWI OMUC METOANKM
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

(BMNpOGYBaHHS NPOBOAMTLCA B yMOBaX
nokasHuka «KinbkicHe BU3HAYEHHS»), B OLjiHKY
npuaaTHOCTI XpoMartorpadivHoi cuctemu
[0[aH0 YMC/I0 TEOPETUYHUX Tapifok
(ePEKTUBHICTb KOMOHKN).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX METOohax
BMMNPOGYBaHHA) BHECEHHA HE3HAYHMX 3MiH A0
MeToAy KOHTposto /13 3a NoKasHUKOM
«Po3unHeHHs» (BEPX), a came gogaHo USP C3
paminpuiy, He3HayHa 3MiHa B pO3paxyHKOBIli
hopmyni. BBeieHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmxeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbKoro 3acoby. 3miHa y meTtofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOGYBaHHS) BHECEHHSA HE3HAYHUX 3MiH B
cneumdikauiio Ta MeTog koHTponio 13 3a
nokasHukom «CepefiHa maca», B Onuci metogy
3a3HayeHo, Lo BUNPOGYBaHHSA NPOBOAATDL 3
BMKOPUCTaHHAM npunagy Pharma Test WHT
(abo aHanoriyHuit). BBeeHHs 3MiH NpoTsArom 6-
TN MicALB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -
3MiHuM 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax B1UNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (He3HayHa 3MiHa Y 3aTBEpPKEHNX
MeToAax BUNPOGYBaHHA) BHECEHHA HE3HAaYHUX
3MiH B creumaikaLilo Ta MeTog, KoHTpoo M3
3a MOKa3HMKOM «OfHOPIAHICTE Macu».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO MikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHSA) He3HAYHI 3MiHW B MeTOSi
KoHTponto /13 3a nokasHukoMm «Mogin TabneTok

3a Macoto».

BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuUiB nicas
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHK 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO MiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMNPOGYBaHHSA) HE3HAYHI 3MiHM B crieumdikawi
Ta MeTopAi KOHTpoto /13 3a NOKa3HMKOM
«CTupaHicTb», a came AeTas1i3oBaHo onuc
meToAy BUNPOobyBaHHS. BBeAeHHSA 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BMNPOBYBaHHSA) HE3HAYHI 3MiHV B crieuudikavii
Ta MeTogj KOHTpoto /13 3a NOKasHMKOM
«Po3nagaHHa», a came geTanizoBaHo onvc
meToAy BUNPOOyBaHHs. BBeAeHHsA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOGYBaHHA) HE3HAYHI 3MiHM B crieumdikavi
Ta MeToAji KOHTPOoto /13 3a NOKa3HNKOM
«CTillKicTb Tab1€TOK 10 PO34AB/IOBAHHS» 3
METO NPUBELEHHS Y BiANOBIAHICTb A0
opuriHanbHYX MaTtepianis BUPOGHMKa.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi 3MiHM B
cneuudikauii Ta metogi koHTponto MN3 3a
NOKa3HNMKOM «OAHOPIAHICTb [030BaHNX
OAVHMLb» 3 METOI NPUBELEHHS Y BiANOBILHICTb
[0 OpUriHaUTbHUX MaTepiasisB BUPOBHYKa.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBUMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
niKkapcbKoro 3acoby. 3miHa y MeToaax
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BMNPOGYBaHHS rOTOBOIO MiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
BMNPOGYBaHHSA) HE3HAYHI 3MiHM B crieumdikawi
Ta MeTopAji KOHTpoto /13 3a NOKa3HWKOM
«MikpobionoriyHa unctota». BeefeHHs 3miH
NpPOTAroM 6-Tu MicALB Nic/1a 3aTBepAKEHHS
213. | XIKOHUWN Kkancysm no 250 mr, KPKA, a.4., CnoBeHis | BigNOBiganbHWiA 3a IHpia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2896/02/01
no 8 kancyny HoBo mecTo BMPOGHMLTBO "in CnoBeHis 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHN. peyenmom
6nicTepi, no 2 bulk”, nepsnHHe BunyueHHs1 BUPOGHMYOT AinbHULi (BKIHOYAKUM
6nictepn y nakyBaHHs, AinbHuui ansa A®l, npomixxHOro NpoAaykTy abo
KapTOHHI Kopo6Lyi BTOPUHHE roTOBOrO JliKapcbkoro 3acoby, AinbHWL A1
nakyBaHHs: NpoBefeHHA NakyBaHHS, BUPOGHMKA,
HOHiuem BiANOBIAA/ILHOIO 3a BUNYCK Cepiid, MicLe
Nabopatopiec NpoBeAEHHS KOHTPO/ILO cepii) abo
Nimiteq, HAiNA; nocravasibHMKa BUXi4HOro marepiasy, peareHty
a60 4ONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
BiANOBIgaIbHUI 3a [0Cbe). BunyyeHHs Bnpo6Hrka Ad|
KOHTPO/b Cepil, amokcumuunivy SANDOZ INDUSTRIAL
[,03BiN Ha BMNYCK PRODUCTS S.A. 3asimwaerbes
cepii: anbTepHaTUBHU BUPOOHNK APl amokeuumniny
KPKA, a.4., Hoso CENTRIENT PHARMACEUTICALS
mecTo, C/oBeHis; NETHERLANDS B.V. 3MminHu | Tny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI
BignoBiAabHWiA 3a OinbHUL (BKIOYaoun AinbHUL ana Adl,
KOHTPO/b Ccepil: NPOMIXHOr0 NPOAYKTY abo roToBOro NiKapcbKoro
KPKA, 4.4. Hoso 3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
mMecTo, C/noBeHis BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MiCLLe MpoBeAEHHS KOHTPO/IIO cepii) abo
nocTavasnbHviKa BUXIAHOTO MaTepiasy, peareHTty
ab0 [ONOMDKHOT PeHOBMHU (AKLLO 3a3HaYeHO Y
[0Cbe). BunyyeHHs Bupo6Huka M3
BiANOBIAabHOro 3a BUpo6HMLUTBO "in bulk",
NepBUHHY YNakoBKy, BTOPMHHY ynakoBky Sandoz
GmbH, Austria. 3anuLWwaeTbcst albTePHATUBHUIA
BUPOBHMK KOTPUIA BUKOHYE Ti X cami pyHKLUIT, Lo
1 Bunyyenuit: Unichem Laboratories Limited,
India.
214. | XIKOHUWUN kancysm no 500 wmr; KPKA, a.4., CnoBeHisi | BignoBiAa/IbHWIA 32 IHgis/ BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/2896/02/02
no 8 kancyny HoBo mecTo BMPOGHMLTBO "in CnoseHis 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. peyenmom

6nictepi, no 2
6nictepn y
KapTOHHI Kopo6Lyi

bulk", nepsuHHe
nakyBaHHSl,
BTOPWHHE
nakyBaHHs:
tOHiuem
Jlabopatopiec

BunyueHHst BUPOGHMYOI finbHUL (BKIHOYAK0UM
AinbHuui ans A®l, npomixkHOro NpoAykTy abo
roTOBOrO JlikapCcbKoro 3acoby, AinbHUL ANns
NpoBefieHHs NaKyBaHHs, BUPOBHNKa,
Bi4NOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue
npoBeAeHHs KOHTPO/ILO cepii) abo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Nimites, 1HAis; noctavasibHMKa BUXiLHOro martepiasny, peareHty
ab0 AONOMIKHOT PeyoBUHU (SKLLO 3a3HAYEHO y
BiANOBIgaIbHUIA 3a [0Cbe). BunyyeHHs Bnpo6Huka Ad|
KOHTPO/b cepil, amokcumuunnivy SANDOZ INDUSTRIAL
[03BisT HAa BUMYCK PRODUCTS S.A. 3amwaeTtbes
cepii: anbTepHaTUBHWI BUPOOHNK A®| amokeuumunivy
KPKA, a.4., HoBo CENTRIENT PHARMACEUTICALS
mecTo, CNnoBeHis; NETHERLANDS B.V. 3MminHun | Tvny -
AAMiHICTpaTUBHI 3MiHW. BryyeHHsi BUPO6HUYOI
BiANOBigabHUIA 3a OinbHULI (BKIOYaoun AinbHuL ana Adl,
KOHTPO/b cepii: NPOMKHOro NPOAYKTY abo roToBOro NikapcbKoro
KPKA, a.a. HoBo 3acoby, AinbHUL AN NPOBEAEHHS NaKyBaHHS,
mMecTo, C/noBeHis BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NpoBeAEHHSI KOHTPOSIO cepii) abo
roctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
a60 [0NOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y
[ocbe). BunyyeHHs Bupo6Huka M3
BiANOBigaIbHOro 3a BUpo6HMLUTBO "in bulk”,
NepBUHHY YNakoBKy, BTOPUHHY ynakoBky Sandoz
GmbH, Austria. 3anvwaeTbcs aslbTepPHATUBHUIA
BMPOGHWK KOTPUIA BUKOHYE Ti X cami (oyHKLUIT, L0
1 BunyyeHunii: Unichem Laboratories Limited,
India.
215. | XJIOPrEKCH po34nH ons MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: Ges niossieae UA/14616/01/01
AVH 30BHILUHLOTO PapmaueBTUyYHa PapmaueBTuyYHa 3MiHu | TUny - 3MiHK Woao peyenma
3actocyBaHHs 0,05 thabpuka thabpuka "Biona" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
% no 100 mny "Biona" 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro

hNakoHi
nonimepHomy, rno 1
hnakoHy B nauuj, no
100 a6o no 200 mny
hNakoHi
nonimepHoMy

3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHY y3ropKeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHU BHECEHO A0 IHCTPYKLii 415 MeanyHOro
3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3ainu:
"Oco6mBocTi 3acTocyBaHHA" Ta "ToGIYHI
peakuii” Wwoao 6e3nekn 3acTocyBaHHs Aitoyoi
PEYOBMHN X/TOPreKCUANH BiAMOBIAHO A0
pekomeHpauili PRAC. TepMiH BBeEHHS 3MiH
npoTArom 6 micsyiB nicns 3aTBepAKEHHS. 3MiHN
| TMny - 3MiHK WoAo 6e3nekn/eddeKTNBHOCTI Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
thapmakoHarnagy (iHwi 3miHm) (B. (x) 1B)
3MiHU BHECEHO A0 IHCTPYKLii 415 MeanyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Mo6ivHI peakui™ o040 BaXXNNBOCTI 3BITYyBaHHS
npo no6iyHi peakuii. TepMiH BBEAEHHSA 3MiH
nNpoTsArom 6 MicsiLiB Nicnsi 3aTBEPAKEHHS.
216. | ULENbT PO3YMH ANS iH'EKLN, Bionoriwe HimeuuunH Bionoriwe HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0020/01/01
no 2,0 mna B amnyni; Xanbmitresnb a Xannbmitresnb 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyenmom
no 5 amnyny Xeenb M'm6X Xeenb M'm6X BignosigHocTi/l E-cepTudikar BignosigHocCTi

KOHTYpHil
YapyHKOBIl
ynakosLi; rno 2
KOHTYPHI YapyHKOBI
ynakoBKuM y kopobuj
3 KapToHy; no 2,0 Mn
B amnyni; no 5
amnyn y KOHTYpHIi
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yrNaKkoBOK y KOPOOLL
3 KapTOHY

€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHasbHOT dhapmakonei gepxasu €C (3miHa
y crieundikauisx, nos'a3aHa 3i 3amMiHOK BUMOT
MoHorpadii AdY abo iHLOoi HauioHaNbHOT
thapmakonei gepxasu €C Ha BUMOTM
MoHorpadii EBponeiicbkoi thapmakonei) 3miHu y
cneuundikauito gnsa Rhus toxicodendron RM
BiANoBiAHO 3 nepexogom Big HAB Ha Ph. Eur.
[ONA npuBefeHHA 1o MoHorpadii Ph. Eur.
Toxicodendron quercifolium for homoeopathic
preparations.
3artBepmkeHo: Rhus toxicodendron RM
Specification according to HAB monograph
«Rhus toxicodendron — Toxicodendron
guercifolium» 3anponoHoBaHo: Rhus
toxicodendron RM Specification according to Ph.
Eur. monograph «Toxicodendron quercifolium
for homoeopathic preparations». 3miuu | TUny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/IE-
cepTudikaT BiAMOBIAHOCTI EBpPONENCHKIi
thapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HEeOo6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii oY abo €Bponeicbkoil
thapmakonei, abo iHLWOoT HalioHabHOT
thapmakonei gepxasu €C (3miHa y
cneumdikayisix, NoB'A3aHa 3i 3amMiHOK BUMOT
MoHorpadii 4dY abo iHwWOoi HalioHanbHOT
thapmakonei gepxasu €C Ha BUMOrU
MoHorpadii EBponeiicbkoi thapmakonei) 3miHu y
cneuundikauito gna Rhus toxicodendron MT
BiANoBiAHO 3 nepexonom Big HAB Ha Ph. Eur.
015 npuBeAeHHA A0 MoHorpadii Ph. Eur.
Toxicodendron quercifolium for homoeopathic
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
preparations. 3atBepapxeHo: Rhus

toxicodendron mother tincture Specification
according to HAB monograph «Rhus
toxicodendron — Toxicodendron quercifolium»
3anponoHoBaHo: Rhus toxicodendron mother
tincture. Specification according to Ph. Eur.
monograph «Toxicodendron quercifolium for
homoeopathic preparations». 3minn | TUnYy -
3MiHn 3 sKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHun, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHWOoT HauioHabHOT
thapmakonei gepxasu EC (3miHa 'y
cneumdikauisx, Nos'a3aHa 3i 3amiHOKO BUMOT
MoHorpadii 4PY abo iHLWOoi HalioHabHOT
thapmakonei gepxasu €C Ha BUMOT/
MoHorpadii €EBponeiicbkoi thapmakoner) 3mMiHu y
cneundikauito gns Sanguinaria canadensis raw
material BignoBigHo 3 nepexogom Big HAB Ha
Ph. Eur. gnsa npusefeHHs fo MmoHorpadii Ph.
Eur. Sanguinaria for homoeopathic preparations.
3arBepmkeHo: Sanguinaria canadensis raw
material
Specification according to HAB monograph
«Sanguinaria canadensis» 3anponoHoBaHo:
Sanguinaria canadensis raw material
Specification according to Ph. Eur. monograph
«Sanguinaria for homoeopathic preparations».
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonei gepxasun €C (3MiHa
y cneundikauisix, NoB's3aHa 3i 3aMiHOK BUMOT
MoHorpadii PY abo iHLWOoi HalioHanbHOT
thapmakonei gepxasu €C Ha BUMOrU
MoHorpadii €sponencbkoi hapmakoner) 3MiHn y
cneumdikauito ans Sanguinaria canadensis
mother tincture BignoBigHO 3 NepexoaoMm Bif
HAB Ha Ph. Eur. gns npusegeHHs o

MoHorpadpii Ph. Eur. Sanguinaria for
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

homoeopathic preparations. 3aTBepaxeHo:
Sanguinaria canadensis mother tincture
Specification according to HAB monograph
«Sanguinaria canadensis» 3anponoHOBaHO:
Sanguinaria canadensis mother tincture
Specification according to Ph. Eur. monograph
«Sanguinaria for homoeopathic preparations».
3MiHn | TURy - 3MiHn 3 akocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax cneuudikaiii Ta/abo
L0ONyCTUMUX MeX, BU3HaYeHUX Yy cneumdikauisx
Ha A®|, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa A®P| (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) 3MiHa Y
napameTpax crneuudikauii Ana Sanguinaria
canadensis MT, a came BBeAEHHS MOKa3HMKa
Escherichia coli (1 mn) 3a nokasHukom
«Mikpob6iosioriyHa unctota». 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHux y cneumdikauisax Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(DoNoBHEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METOA0M BUNPOOYBaHHS)
3MiHa y napameTpax crneumdikauii gns Rhus
toxicodendron MT, a came BBe,€HHS NOKa3HUKa
Escherichia coli (1 mn) 3a nokasHWkom
«Mikpob6iofnioriyHa ymcToTa.

217.

LE®POTAKCHU
M-BX®3

NMopoLUOK AN
PO34UHY ANS iH'EKL
no 500 mr; cpnakoH
Ne 1 (6e3 nayku): no
55 chnakoHiB 3
MOPOLLKOM Y
Kopobui; chnakoH Ne
1 (y nayui): no 1
hnakoHy 3
MOPOLLKOM Yy nauL;
dhnakoH Ne 1 (y
nauui): no 1
hnakoHy 3
MOPOLLKOM Y
KOMI/IEKTI 3

My6niuHe
aKuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LeHTp
"BopLuariBcbkuii
XiMiKO-
hapmMaueBTUYHU

1 3aBoa”

YkpaiHa

My6niyHe
aKujioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHNUNIA

LeHTp
"BopLyariBcbkuii
XimiKo-

hapmaueBTUYHNI

3asof”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLi NikapCcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom)/
3MiHM BHECEHO 0 iIHCTPYKUIi Ans MegnyHoro

3a
peyenmom

He
nionseae

UA/4252/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
PO34MHHMKOM (BOAa 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainis
08 iH'ekujin) no 5 "Ocob6nmBocTi 3acTocyBaHHA", "MobivHI peakuii”
M/ B amnyni B nayi BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3neku
3 KAPTOHHOK Lito4oi pevoBuHU (LedoTakcumy) 3rigHo 3
neperopoaKoto pekomeHgauiamu PRAC.
TepMmiH BBEEHHS 3MiH - NPOTAroM 6 micsuis
nicnsa 3aTBepKEHHS.
218. | UE®POTAKCWU | nmopollok ans My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a He UA/4252/01/02
M-BX®P3 PO34UHY ANS iH'EKLI akuioHepHe akuioHepHe 3MiHK | TUNy - 3MiHKX Woa0 peyenmom nionsizae
no 1000 mr; donakoH TOBapuCTBO TOBapuUCTBO 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy.
Ne 1 (6e3 nauku): no "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
55 chrakoHiB 3 BMPOGHNYNIA BMPOGHNYNIA 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
NMOPOLLKOM Y LeHTp LieHTp MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
Kopob6Li; donakoH Ne "BopLuariBCcbkuii "BopLuariscbkuii perynspHo OHOB/HOBAHOrO 3BITY 3 6e3neku
1 (y nauui): no 1 XiMiKo- XiMiKO- nikapcbkoro 3acoby, abo AocnimaxeHb 3 6e3neku
hnakoHy 3 thapmaLeBTUYHU hapmaueBTUYHNIA 3aCcTOCYyBaHHSA Nikapcbkoro 3acoby B
NMOPOLLKOM Y mauLj; 1 3aBog” 3aBog" nicnspeecTpauiiinii nepiog, abo sk pesynbtart
hnakoH Ne 1 (y OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
nauui): no 1 BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCiLKEeHb
chnakoHy 3 (PIP) (3MiHY y3roXeHo 3 KOMNeTEHTHUM
MOPOLLKOM Yy YNOBHOB&XEHUM opraHom)/
KOMMNNEKTi 3 3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOIO
PO34YMHHMKOM ( BOAA 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
Ons iH'ekuiid) no 5 "Ocob6nmBoCTi 3acTocyBaHHSA", "MMo6iuHi peakuii”
MJ/1 B aMnyni B nauLi BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3nekn
3 KAPTOHHOI Aito4oi peyoBrHY (LedhoTakcumy) 3rigHo 3
neperopoakoto pekomeHgauisamu PRAC.
TepMiH BBEEHHS 3MiH - NPOTArOM 6 MicALiB
nicns 3aTBepAKeHHs.
219. | UWHAPU3UH | TabneTku no 75 mr; MNAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1085/01/01
POPTE no 10 TabneTtok y "KuiBmegnpenap "Kuismepgnpenapa 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBwMIA peyenmom
6nictepi; no 2 at" T NiKapcbKuii 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa
6nicTepy B navi po3Mipy cepil (BkNOUYatoun dianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLIEeHHs
00 10 pasiB) BBeAEHHS 404ATKOBOrO PO3Mipy
cepii MN3. 3aTBepmxeHo: 180 kr (450 000
Tabnetok). 3anponoHoBaHo: 90 kr (225 000
Tabnetok); 180 kr (450 000 TabneTok)
220. | UWHHAPU3WN | Tabnetku no 25 mr: AT "Cothapma” Bonrapis Bupo6bHuuTBO Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/10290/01/01
H CO®APMA | no 50 Tabnetoky Hepo3dacoBaHOl YKpaiHa 3MiHu | TUny - 3MiHK Woao peyenma
6nicTepi; no 1 npoayKuii, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy B naui nepBuHHa BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHnuX

ynakoeka abo
BMPOGHMLTBO 3a
MOBHVM LK/IOM:

npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX faHnx Npo cucTemy
hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHO! ocobu,
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AT "Codhapma”,
Bonrapis
BTopuHHa
ynakoBka, [103BiN
Ha BUMYCK cepii:
AT "BITAMIHW",
YkpaiHa

BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi 0cobm 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHeHHS dhapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a chapMakoHarnsg.
[itoua pepakuin: CeetnaHa Cnacosa / Svetlana
Spasova. NponoHoBaHa pefakLisi: AHresn
AnexcieB / Angel Aleksiev. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XXEHOI 0C061 3asBHIKa,
BiANoBiAa/IbHOI 32 hapMakoHarnsag.

221.

LUMHHAPU3N
H CO®APMA

Tabnetkv no 25 wr,
in bulk Ne 4000
(50x80): no 50
Tabnetok y 6nictepi;
no 80 6nicTepis B
noninponisieHoB.i
Kopo6ui; in bulk Ne
4500 (50x90): no 50
TabneTok y 6nictepi;
no 90 6nicTepis B
noninponineHoB.il
Kopoo6Li

AT "Coghapma”

Bonrapis

AT "Codchapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHO! 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHuKa 415 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBiAANbHOI 3a 34ilicCHEHHS papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MiLLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
[itova pegakuisn: CeetnaHa Cnacosa / Svetlana
Spasova. NMponoHoBaHa pefakuis: AHren
Anekcies / Angel Aleksiev. 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsga.

UA/12593/01/01

222,

LUMHTPEKC

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, No 30
Mr no 14 TabneTok y
6nicTepi; no 2
6nictepn y
KapTOHHI KOpoO6Lyj;
no 30 TabneTtok y

leTepo /1a63
Nimitepn

IHgis

eTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHM | TUNY - 3MiHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
po3Mipy cepii (BKIHOYatouM gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36ibLIeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) 36iNbLUEHHST po3mipy cepil 13
3arBepmxeHo: 130.000 TabneTok.

3a
peyenmom

UA/19850/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTeliHepi; no 1 3anponoHosaHo: 780.000 TabneTok
KOHTeliHepy y
KapPTOHHI Kopobui
223. | UMHTPEKC TabneTku, BKpUTI leTepo /1a63 IHAi leTepo /1a63 IHAin BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/19850/01/02
nNiBKOBOKO Nimiteq NimiTen 3MiHuM | TUNY - 3MiHK 3 AKOCTi. FOTOBWI peyenmom
060/10HKOI0, N0 60 nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Mr no 14 tabneTok y po3Mipy cepii (BkNOUYatoun AianaszoH po3mipy
6nictepi; no 2 cepii) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
6nictepn y 00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
KapTOHHI kopobuyj; po3Mipom) 36inbLUeHHs po3mipy cepii 13
no 30 TabneTok y 3aTtBeppxeHo: 130.000 TabneTok.
KOHTelHepi; no 1 3anponoHoBaHo: 390.000 TabneTok
KOHTElHepy y
KapTOHHI Kopo6Lii
224. | UANPANEKC | Tabnetku, BKpUTI NyHp6ek [JaHis BMPOGHMLITBO [Janis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8760/01/01
nNiBKOBOKO Ekcnopt A/C Hepo3g)acoBaHOro 3MiHu | TUny - 3MiHK Woao peyenmom
060/10HKo10, no 10 NpoAyKTY, 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
mr, no 14 TabneTtok nepBuHHe Ta BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
y 6nictepi; no 2 BTOPUHHE npo cuctemy dapmakoHarnsay (BBefeHHs
6nictepu B nakyBaHHS1, BUNYCK y3ara/ibHeHNX faHnx Npo cucTemy
KapTOHHI Kopo6Lli cepiii: X. JlyHa6€ek thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
AIC, [laHis; BiNOBiAaANbHOI 3a 34iiCHEHHS
BunpobysaHHs 3a thapmakoHarnsay; KOHTaKTHoOi ocobm 3
NOKa3HUKOM chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
«MikpobionoriyHa hapmakoHarnagy B YkpaiHi, KLU0 BOHA
yncToTar: BigMiHHa Bij, yNIOBHOBaXXEHOT 0co6MU,
EypodiHc BiANOBIAANLHOI 3a 34ilicCHEHHA papmakoHarnsgy
Biothapma (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
MpoaakT TecTiHr pO3MiLLEeHHI MacTep-haiina cuctemm
Jenmapk A/C, thapmakoHarnagy) - 3MiHa KOHTakTHUX JaHuX
NaHis KOHTaKTHOI 0CcobM 3asiBHUKA, BiANOBIAA/ILHOI 3a
hapMakoHarisg B YkpaiHi
225. | UMNPAMIN TabneTku, BKPUTI NyHp6ek [JaHis EypodiHc [anis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2210/01/02
nNiBKOBOKO Ekcnopt A/C Biochapma 3MiHu | TUny - 3MiHK Woao peyenmom
060/10HKOI0, N0 20 MpopakT TecTiHr 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTok Jenmapk A/C, BBeneHHs ab0 3MiHW [0 y3arasibHeHUX JaHnX
y 6nictepi; no 2 [aHis npo cuctemy dpapmakoHarnsay (BBefeHHs
6nictepu B (BunpobyBaHHs 3a y3araslbHeHVX gaHux npo cucremy
KapTOHHI KopooLli NOKa3HNKOM thapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
"MikpobionorivyHa BiANOBIAAbHOT 3a 34iiCHEHHS
yuctota"); X. hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Nynp6ek A/C, hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
NaHis hapmakoHarnsgy B YKpaiHi, Ko BOHa
(BMPOGHMLTBO BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,

Hepo3dg)acoBaHoro

BiANOBIAA/ILHOI 3a 3iicCHEHHSA ddapmakoHarnsgy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
npoaykTy , (BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y
nepBrHHE Ta pO3MiLLEeHHI MacTep-ghaiina cuctemm
BTOPWHHE chapmakoHarnsgy)- 3miHa KOHTaKTHUX JaHuX
nakyBaHHs1, BUMYCK KOHTaKTHOI 0co6M 3as1BHVKa, BifnoBiganbHOI 3a
cepii) dhapmakoHarnag B YKpaiHi.
226. | OHINAK® PO3YMH ANS iH'EKLN, "HOHIK IHAjsA "HOHIK IHAjA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a He UA/9838/01/01
300 mr/mn no 20 mn PapmacboTuKan dPapmacbroTukan YTOUHEHHSA pekflaMyBaHHA B Hakasi Ne 1557 peyenmom niossiea
B amnyni, no 5 NabopaTopisz" NabopaTtopis" BiA 09.09.2024 - B npoueci 3miH (3MiHu | Tuny - €
amnys Ha N10TKy, no (BipoineHHs (BipLineHHs ipmmn 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
1 NOTKY B KAPTOHHIi ipmn "Ox. B. "Ix. B. Kemikana thapmakoHarnagy. 3MiHa y KOpoTkiii
Kopob6ui; no 50 mn Kemikans eHg, eHf XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
abo 100 mn abo 200 | dapmacbloTuKan dapmacbloTukans3 MapKyBaHHA Ta IHCTPYKLii A/19 MegUYHOro
My dpnakoHi, no 1 3/114.") nrat) 3acTOCyBaHHSA Ha niacTasi perynsipHo
hnakoHy B KOPOOLi OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkun Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NNaHy negiaTpuyHUX AOCiLKEeHb
(PIP) (3MiHY y3roXeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHO [0
IHCTPYKLT ANS MeAMYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby go posginis "OcobanBoCTi
3acTocyBaHHA", 3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaat”, "MobiyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMmaL;i 3
6e3nekun Aitloyoi peHOBMHN OreKCosy.) B HaKasi
- He 3a3Ha4yasloChb; CTa/O - He niagnsArae.
227. | FOHINAK® PO34MH AN iH'EKLi, "HOHiK IHgis "HOHiK IHais BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a He UA/9838/01/02
350 mr/mn no 20 mn dapmacboTuKan dapmacbroTuKan YTOUYHEHHSA pekflaMyBaHHA B Hakasi Ne 1557 peyenmom nionsiea
B amnyni; no 5 Na6opaTtopiz" Na6opaTtopiz" Big 09.09.2024 - B npoueci 3miH (3miHun | Tuny - €
amnys Ha N10TKy; No (BigaineHHs (BigaineHHs cipmmn 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
1 NOTKy B KAPTOHHIi ipmn "Ox. B. "Ix. B. Kemikana thapmakoHarnagy. 3MiHa y KopoTkiii
Kopob6Li; no 50 mn KeMmikans eHg, eHf XapaxkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
abo no 100 mn, abo dapmacbloTUKas dapmMacbloTUKan3 MapKyBaHHS Ta IHCTPYKLiT 415 Men4HOro
no 200 mn, abo no 3/7114.") nra.t) 3acToCyBaHHSA Ha nigcrasi perynsipHo

500 mn y cpnakoHi,
no 1 pakoHy B
Kopoo6Li

OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo JocnigKeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro 3acoby B

nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
OL}iHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiaTpuyHUX JOCNiLKeHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEHTHUM
YMOBHOB&XEHVIM OpraHoM)
3MiHM BHECEHO A0 iIHCTPYKLIi Ans MeanyHoro




210

n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"Oco6nMBOCTI 3aCTOCyBaHHSA", 3aCTOCyBaHHA Y
nepiog, BariTHoOCTi abo rogyBaHHs rpyaar”,
"Mo6iyHI peakyii" BiANOBIAHO 4O OHOBNEHOI
iHhopmawuii 3 6e3neku Aitoyoi pevoBUHM
I0rekcosly.) B HaKasi - He 3a3Ha4aloCb; CTaslo
- He nignsarae.

228.

FOHIMAK®

PO34MH ANS iH'EKLi,
350 mr/mn no 20 mn
B amnyni; no 5
amnyn Ha f10TKy; no
1 NOTKY B KAPTOHHIi
Kopo6ui; no 50 mn,
abo no 100 mn, abo
no 200 mn, a6o no
500 My dh1akoHi;
no 1 conakoHy B
Kopoo6Li

"FOHiK
dapmacboTuKan
Nab6opaTtopiz"
(BipaineHHs
ipmn "Ox. B.
Kemikan3s eHg,
PapmacboTukan
3/114.")

IHgis

"FOHiK
PapmacbroTuKan
Nab6opaTtopiz"
(BipgineHHs dipmmn
"Ix. B. Kemikan3
eHf
dapmacboTVKan3
Nta.")

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
YTOYHEHHSA pekflaMyBaHHA B Hakasi Ne 1557
BiA 09.09.2024 - B npoueci 3MiH (3MiHu | Tuny -
3MiHM 3 AKoCTi. F0TOBWIA NiKapcbKkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKOro
3aco6y (iHWi 3MiHK). 3MiHa yMOB 36epiraHHs
nikapcbKoro 3acoby. 3MiH1 BHECEHO A0
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby 4o posginy "Ymosu
36epiraHHsA" WOA0 AOAABaHHA HOBUX
3acTepexeHb, a came "3axuuiaTtu Big npamoi aii
ciTna". 3MiHu | Tuny - 3miHN Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW). Buny4yeHHs nosysaHHs 240 Mr/mn,
y 3B'A3KY 3 TUM, LU0 AaHe J03YBaHHSA He 6yno
BBe/ieHe B 06ir Ha TepuTopii YKpaiHu nicns noro
JepxaBHOI nepepeecTpadii 3 cepnHa 2019 p.
3anunwaloTbCsa 3aTBepAXEHHI Ao3yBaHHA 300
mr/mn ta 350 Mr/mMn. 3MiHM BHECEHO [0
IHCTPYKLi 415 MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "Cknag” Ta sk
HacnifoK BHECEHO 3MiHW [0 Po34iniB "OCHOBHI
pisnko-ximiyHi BnactusocTi", "Cnoci6
3acTocyBaHHs Ta go3n'”, "Ynakoska",
"Brpo6HMK", "MicLie3HaxomKeHHS BUPOGHMKa Ta
afpeca MicLs NPOBaKEHHS 0Or0 Ais/IbHOCTI" y
3B' 3Ky 3 BUIyYeHHsM iHdhopmadii, sxka
CTOCYETbCA [03YBaHHA 240 Mr/mn yepes Te, WO
CKOPOYYETLCA TEPMIH Ail peecTpauiiiHoro
noceigyeHHs. FK HacniAoK BUNYyYaeTbCs TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby Ass
[03yBaHHA 240 mr/Mi.) B HaKasi - He
3a3HayaJ10Cb; CTA/10 - He nignsrae.

3a
peyernmom

He
nionsiea
€

UA/9838/01/02

229.

FOHIMAK®

PO34MH ANS iH'EKLN,
300 mr/mn no 20 mn
B amnyni; no 5

amnys Ha J1I0TKy; No

"HOHiK
PapmacbioTukan
NabopaTtopis”
(BigaineHHs

IHais

"HOHIK
dapmacbloTukan
JNlabopaTtopis"
(BiggineHHs cipmun

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUHEHHA peKk/laMyBaHHA B Hakas3i Ne 1557
Big 09.09.2024 - B npoueci 3MiH (3MiHu | Tuny -
3MiHuM 3 sIKOCTi. [0TOBMIA Nikapcbkuii 3aci6.

3a
peyenmom

He
nionsiea
€

UA/9838/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

1 NOTKY B KAPTOHHIl
Kopo6bui; no 50 mn,
abo no 100 mn, abo
no 200 mny
chnakoHi; no 1
dhnakoHy B KOpOoOLi

ipmn "Ox. B.
Kemikan3s eHg,
dapmacboTuKan
3/114.")

"Ix. B. Kemikana
eHq
dapmMacboTVKan3
Nita.")

CT1abinbHICTb. 3MiHa y TepMiHax nNpuaaTHoCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3aco06y (iHwi 3MiHK). 3MiHa YMOB 36epiraHHs
niKkapcbKoro 3acoby. 3MiHN BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby fo po3giny "Ymosu
36epiraHHsA" WOA0 A0AaBaHHA HOBMX
3acTepexeHb, a came "3axuwiati Big npamoi gii
cBiTna". 3miHu | Tuny - 3miHn Wwoao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy
(iHWi 3miHW). BunyueHHs gosysaHHsA 240 mr/mn,
y 3B'A3KY 3 TUM, L0 AaHe [03YBaHHA He 6y/o
BBe/lEHE B 06ir Ha TepuUTOpIi YKpaiHu nicns noro
JepXxaBHOI nepepeecTpauii 3 cepnHa 2019 p.
3anuwaloTbesa 3aTBepMAKEHHI Ao3yBaHHA 300
mr/mn Ta 350 mMr/mMA. 3MiHWM BHECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby o po3giny "Cknag” 1a sk
HacnifoK BHECEHO 3MiHM [0 po34inis "OCHOBHI
pi3nko-ximiyHi BnactueocTi", "Cnoci6
3acTocyBaHHsa Ta go3n”, "Ynakoska",
"BUpobHMK", "MicLe3HaxomKeHHs BUPO6HMKa Ta
agpeca Micusi NpoBaKEHHS 1Or0 AisnbHOCTI" y
3B' 3Ky 3 BWIy4eHHSM iHdhopmaLii, ska
CTOCYETbCA A03YBaHHA 240 Mr/mn yepes Te, LWo
CKOPOYYETLCA TEPMIH Ail peecTpaviiHoro
nocBiAYeHHS. AK HACMIfOK BUNYHYaETbCA TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby A/
[03yBaHHs 240 mr/mMi.) B HaKasi - He
3a3Ha4ya10Chb; CTa/O - He nignArae.

230.

FOMNEPIO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, Mo 50
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B

HosaprTic ®apma
Cepsices Al

LLBeiiuapi
a

BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: HoBapTic

ITania/
Cinranyp/
LBeiiLapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3aras/ibHeHUX faHux Npo cucTemy

KapTOHHI Kopo6Lli dapma C.n.A., hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT 0cobu,
ITanis; BiANOBIAA/IbHOI 32 3AiICHEHHS
BUPOBHMNLITBO, thapmakoHarnsgy; KOHTaKTHoi ocobm 3
KOHTPO/b SKOCTI: chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
HosaprTic thapmakoHarnsgy B YKpaiHi, K0 BOHa
CiHranyp BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
$apmacbloTukan BiANOBiAANLHOI 3a 34iicCHEHHS papmakoHarnsgy
MaHyhekTypiHr (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Mre. N14., pO3MilLeHHI MacTep-haiina cuctemm

3a
peyenmom

UA/16691/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
CiHranyp; hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
BVMPOGHMLTBO, 0cobu 3asBHUKA, BiANOBIAA/ILHOI 3@
KOHTPO/b SKOCTI: chapmakoHarnsg,.
HosaprTic ®apma [Litova pepakuin: David J Lewis, B. Sc (Hons),
LTeiH AT, Ph.D. MNponoHosaHa pepakuis: Dr. Justin
LLBeiuapis Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YMNOBHOBAXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHsT MacTep-doaiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34iCHEeHHs
OCHOBHOI fiifIbHOCTi 3 hapmakoHarnsgy.
231. | IONEPIO TabneTku, BKpUTI HoBaprTic ®apma | LBeliyapi BMPOGHMLTBO, ITania/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/16691/01/02
nniBKOBOKO Cepsice3 Al a KOHTPO/b SIKOCTI, Cinranyp/ 3MiHu | TUny - 3MiHK Woao peyenmom
o060s10HKot0, no 100 nepBrHHE Ta Llseiiuapis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
mr, no 14 TabneTtok BTOPWHHE BBegeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnx
y 6nictepi; no 2 abo nakyBaHHs, BUMYCK npo cuctemy hapmakoHarnsgy (BBefeHHs
4 6nictepn B cepii: HoBapTic y3araslbHeH/UX gaHux npo cucrtemy
KapTOHHI Kopo6Lyi ®apma C.n.A., thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
ITanis; BiANOBIAA/IbHOI 3a 34iICHEHHS
BMPOGHMLTBO, hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KOHTPO/b SKOCTI: chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
Hosapric hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
Cinranyp BiAMIHHa Bif YNOBHOBaXEHOi 0CO6M,
$apmacbloTukan BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy
MaHydekTypiHr (BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
Mre. N14., po3MiLLEeHHI MacTep-haiina cuctemm
CiHranyp; hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
BUPOGHMLTBO, 0co6y 3as1BHYKA, BiANoBiga/IbHOT 3a
KOHTPO/b AKOCTI: thapmakoHarnsag.
HoeaprTic ®apma [Oitoua pepakuin: David J Lewis, B. Sc (Hons),
LLTeliH AT, Ph.D. NponoHoBaHa peaakuis: Dr. Justin
LLIseliapis Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YMNOBHOBaXXEHOT 0CobM 3as1BHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLe3HaxoMKeHHss macTep-haiina cuctemu
hapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI fifi/IbHOCTI 3 chapMakoHarnsay.
232. | IONEPIO TabneTkn, BKPUTI HoBaprTic ®apma | LUBeliyapi BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/16691/01/03
NNiBKOBOKO Cepsice3 Al a KOHTPO/1b SIKOCTI, CiHranyp/ 3MiHu | TUNYy - 3MiHK Woao peyenmom
060710HKO0, No 200 nepBuHHe Ta Lseliuapis 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.

Mr, no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI KOpoOL;i

BTOPWHHE
nakyBaHHS1, BUNYCK
cepii: HosaprTic
dapma C.n.A.,
ITanis;

BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arajlbHeHVX AaHux Npo cuctemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAabHOI 3a 3MjiACHEHHSI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n NiKapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BUPOBHMLTBO, thapmakoHarnsay; KOHTaKTHoi 0cobm 3
KOHTPO/b AKOCTI: hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHSN
HoBaprTic hapmakoHarnsgy B YkpaiHi, K0 BoHa
CiHranyp BijMiHHa Bif, yNOBHOBaXXeHOT 0Co6M,
dapmacboTukan BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy
MaHydhekTypiHr (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Mre. N14., pO3MiLLLeHHi MacTep-thaiina cuctemu
Cinranyp; thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
BVMPOGHMLTBO, 0Cco6y 3as1BHMKA, BignoBiga/ibHOT 3a

KOHTPO/1b SIKOCTI:
HosaprTic ®apma
LTeiH AT,
LLseiiuapis

hapmakoHarnsag.

[itoua pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHoBaHa pepakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHUX

YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANoBigaNbHOI 3a chapmakoHarnsg,. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapmakoHarniagy. 3miHa Micust 34inCHEHHs
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsgy.

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPpYKYii npo medu4yHe 3acmocyBaHHs

B.o. HaUaTLHUK
dapManeBTUYHOT0 yIIPaB/ITiHHA

Onekcanap I'PIHEHKO




ITEPEJIIK
JIIKAPCBKIX 3ACORIB, AKUM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA

JopaTtok 4
[0 Hakasy MiHicTepcTBa OXOpPOHU

3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeguuHNX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH fo
martepianis»
Bif1 03 )xoBTHA 2024 poky Ne 1684

peecTpauiiHux

BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Ne Hassa dopma sUMYyCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa rNiocmasa lMpoyedypa
n/n JliKapCcbKO20
3acoby
1. LUENb T PO3YUH ANS iH'EKLN, Bionoriwe HimeuyunHa Bionoriwe HimeyunHa 3acifaHHs BigmoBuTN y 3aTBEpMKEHHI - 3MiHW | TUNY - 3MiHK 3 AKOCTi. CepTudikar
no 2,0 mn B amnyni; Xaiinbmitre Xainbmitre HTP Ne 33 BignosigHocTi/TE-cepTudikar BiAANOBIAHOCTI €Bponeiicbkili
no 5 amnyny nb Xeesnb Nb Xeesnb Big, hapmakonei/moHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPpHili 6X M6X 05.09.2024 BiANOBiAHICTL A0 MoHorpadii A4dY abo E€ponelicbkoi hapmakonei, abo

YapyHKOBIli
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM y KOpooLi
3 KapToHY; no 2,0 mn
B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIlA
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOpO6L;j
3 KapTOHY

iHWOI HaujioHanbHOT thapmakonei fepxasu €C (3miHa y cneumdikauisx,
noe'si3aHa 3i 3amMiHOW BMMOr MoHorpadii A®Y abo iHWOoi HauioHaNbHOI
thapmakonei pepxaBn €C Ha BuMOrM MoHorpacdii  €sponeiicbKol
dapmakonei) (B.I11.2. (B) 1A), 3MiHm y cneuudpikauito APl Rhus
toxicodendron RM, MT BignoBigHo 3 nepexogom Big HAB Ha Ph. Eur. ans
npusefeHHA 0o moHorpadii Ph. Eur, ockinbku 3aaBneHi 40AaTKOBi 3MiHW
B.111.2. (B),IA Ne 5461 Ta Ne 5462 3as8. MO3, Lo Ay61t010Tb AaHy 3MiHY;
BigmoBUTM y 3aTBEpAKEeHHi - 3MiHW | TUMy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTI/lE-cepTudikar BiANOBIAHOCTI €Bponeiicbkii
thapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIAMOBIAHICTb A0 MOHorpagii AdY abo €poneiicbkoi hapmakonei, abo
iHWOT HauioHanbHOI hapmakonei gepxasn €C (3miHa y cneumdikauisx,
nos'A3aHa 3i 3amiHolo BuMOr MoHorpadii AdPY abo iHWOoI HauioHabHOT
hapmakonei gepxasn €C Ha BMMOTM MOHOrpadiii  €Bponeincbkol
hapmakonei) (B.1Il.2. (B) IA), 3adBHMK Ma€e Hamip BHECTW 3MiHW Y
cneumdikauito Sanguinaria canadensis RM, MT BignosigHo 3 nepexoAomM
Big HAB Ha Ph. Eur., ockinbku 3asiBneHi gogatkosi 3miHn B.111.2. (B),IA Ne
5463 Ta Ne 5464 3as8. MO3, 110 Ay6nI0ITb AaHy 3MiHY

B.o. Haua/IbLHUKAa

dapManeBTUYHOI0 ynpaB/liHHA

Onexkcanpap I'PIHNEHKO
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