teva

YnakoBaHWA npoayKT:

Hasga npoaykry:
Homenp cepii:

Kog tosapy:

[ata BupobHuuTea:
Tepmin npnaatHocTi;

KpaiHa, sBignosinanbHa 3a sunyck:

Ha3Ba aKTMBHOI peyoBUHU:
KinbKicTb:

KpaiHa:

Homep PM:

Ceptudikar sunycky cepii

BIHKPUCTUH-TEBA po3uuH ans iH'ekuiit 1 mr/mn 2 mn 1 da.

21B20LH

55792280

20 nwToro, 2021

nwTuin, 2023

Higepnanau

BIHKPUCTWH

5081

YKpaina

UA/6278/01/01

Bepcin: CMloT: PO07737 Homep: 93102008 - DSSP VINCRISTINE 2 MG=2ML UA
Bepcin: C /lot: P106047 Homep: 93102008 - DSSP VINCRISTINE 2 MG=2ML UA
Bepcia: F flot: P105941 Homep: 93130115 - BYSL VINCRISTINE 1 MG/ML UA
Bepcia: C NNoT: PO07757 Homep: 93174008 - ET V NCRISTINE 2 MG=2ML UA
Bepcia: C NoT: P106065 Homep: 93174008 - ET V NCRISTINE 2 MG=2ML UA

Bci npoayktn, BKasaHi B ubomy AOKYMEHTI, Bynu BUroToBNEHi, ynakoBaHi, npoTecTosaHi Ta BunyleHi Gapmaxemi
b.B.; Ceencser 5, 2031 GA Xapnem, Hinepnangu.
Homep BupobHuyoi Niuensii 4094F, CepTtudirkat GMP: NL/H 18/2003994.

LaHum A 3aTBEpAMKYIO, IO HaBeaeHa BULLE iHGOPMaLLif € LOCTOBIPHOK Ta TOUHOIO. Lia cepia npoaykTy 6yna
BWUIrOTOB/IGHA, BKNIOYAHOUHK ﬂaKyBaHHH/f\AapKyBaHHH i KOHTPO/Ib AKOCTI Ha BMULE BKa3aHiif AinAHUI (fingHKax) B nosHiN
BignosigHocTi Ao BUMOr GMP, BCTaHOBAEHUMMU MICLLEBUM PETYNATOPHUM OPraHom, i Y BiANOBIAHOCTI A0
cneuudikauiin Toprosoi niLewsii KpaiHu-imnopTepa. MpPoToKoNM BUPOBHULTE], Na KyBaHHA i aHanisis cepii Bynn
PO3MAHYTI | BU3HAHO BigNOBIgHICTE GMP.

Mignucano: ®apmauesT, YnosHoBaxeHa ocoba  A.R. Wafelman, Ph.D.

®apmaxemi b.B., 14 ksiTha 2021

Pecerpaniiivi ta konrakTdi gauni eHpooKa Gapsaxesmi b.B., Hinepnawan.

www tevapharmachemie.com

D506616




CEPTUDIKAT AHANI3Y

MpoayKT: BIHKPUCTWH-TEBA posuun ans inexkuinn 1 mr/mn 2 ma 1 da.
ID cepii: A505942
Homep cepii: 21B20LH
Hara supobHuuyrsa: 20 ntoToro, 2021
Kpaina: YkpaiHa
TECTH PESYNIbTATH BUMOTW ANA BUMYCKY
30BHILWHIW BUrAAL
a. Onuc Bignosinae MNposopuin 6esbaperuit a6o 3nerka »oBTOTO
KONbOPY PO3YUH
b. Konboposicts Bignosinae <Y7
c. MNposopicts Bianosigae Mpo3opui
d. MexaHiyHi BKN1OYEHHRA Bignosigae CyTTEBO BINBHUIA Bif CTOPOHHIX, PYXOMMX
BUAMMI YaCTUHKK HEPO3YMHEHNX YACTUHOK, 38 BUKNOYEHHAM
bynbbalwok nositpa
IOEHTUDIKALLIA
A. BEPX uac yTpumyBaHHs MosutneHO MNosuTtueHo
B. KonbopoBga peakuis MNosuTusHo [TosuTusHo
OBEM, WO BUTATAETLCH 2,1mn >2,0mn

MEXAHIYHI BKAKOYEHHA
HEBUAMUMI YaCTKHK
Hactku > 10 mkm
HacTku > 25 mKm

9 vacTtok/dpnakoH
1 yactka/dpnakon

< 6000 vacrok/dpnakoH
< 600 vacTok/dpnakon

UITCHICTh YITAKOBKIA Binnosinae Bignosigae tecty
pH 4,7 3.5-=5,5
CYTMYTHI AOMILLU KK
N-Aesdopmin BIHKpUCTUH (LoMmilKa C) 0,5% <1,0%
[Leauetnn BiHKpUCTUH (gomiwka D) 0,2% £1,0%
Neyposux (gomiwka F) 0,2% <0,5%
byAb-aka iHWa Bigoma gomiliKa 0,3% <10%
byab-aka iHwa Hesigoma cynyTHa He 3naiineHo £0,2%
AOMillKa
Bcboro cynyTHix gomilok 1,4% <4,0%
KINTbKICHE BU3HAYEHHSA
KinbKicHe BU3HayeHHn BIHKPMCTUHY 95,9 % 95,0 - 105,0 % 8in 3aABAeHOT KinbKOCT]
cynbdara BIHKPUCTUHY Cynbdary
CTEPUNBHICTb CrepunbHW CrepunbHuid
BAKTEPIASIbHI EHAOTOKCHMHM < 0,60 OE/mr

BunyweHo:

®apmauesT Bigainy 3abesneyeHHs AKOCT]
YnoBHoBaxeHa ocoba:

14 kBiTHA 2021

A.R. Wafelman, Ph.D.
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JIEPHIIIKCITYKBA !
AEPXKABHA CAYKEBA 3 JIIKAPCHLKUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHKAMH Y KUIBCHKIN OBJIACTI

npocriekT Banepis JloGauoscskoro, 51, M. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls. gov.ua,https://www.dls.cov.ua. Kon €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOro B YKpaiHy JiKapebKoro 3acoly

21.05.2021 Ne 25564/21/10

BIHKPUCTHUH-TEBA ?

(naitMenyBaHHs 1iKapeskoro 3acofy 3rinHo 3 peecTpalli HHUM TIOCBiAIeHHAM) ,

PO3TMH st in'exuiii, 1 Mr/vut mo 2 ma y uraxoni, mo 1 (pIaony B KAPTOHHIH KopoOi i
((hopma BHNYyCKY, 103yBAHHS, BHI N2KYBAHHA TIKADCEKOTO 3acofy)

Homep peectpanitinoro nocsinuenns UA/6278/01/01 crpox aii peectpargiiinoro mocsizuenus 01.01.2099
Cepis nikapcekoro sacoby Ne 21B20LH KinbkicTs BResenoro nikapesxoro saco6y 5081

Bupobuux ®apmaxemi b.B., Higepnaau
(Haﬁmenyaf_mrm BHPOGHHKA NikapCLKOTo 3acoby, Kpaina TIOXOLHEHHKS)

Breseno s Vipainy Tosapucrno 3 06MeskenoI0 BitnOBigaILHicTIO "Tera Yipaiuna', ixcur.

xon: 34770471 B

(HaliMenypauhs Ta xoj 3a E[IPTIOY ropuamanot ocobu aGo npissuie, iM'a, mo Garsikosi (izuuHOL

ocobu - ninnpremus, i Micue MpoKKHBAHHS Ta peecrpauiiuuii Homep 001ik0ROT KAPTKH NIIATHHKA
moAatKis a6o cepid Ta HoMep nacnopTa)

Hporokosn eizyansuoro kontpose six 12.05.2021 M 1508/7.

Ja  pesynbraTamMm  NEpXABHOTO KOHIPOMIO BCTAHOBAEHO, 11O Jikapeokmii  3aci6  BBezeHO B Vepaiwy 3
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JAOTPHMAHHAM BUMOT 3aKOHO4ABCTEA T[0I0 3a0e3MeTeHs agocTi mixapchKux 3acobis.
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