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) NOVARTI

Brinyweno:
HOBAPTHC ®APMA ILITEMH AT
Maddxaysepmrpacce
4332 Ulrelin
I seiinapus

Jlnuensus va usrotosaenne Ne
511620-102636149

Ceptudurar GMP Ne:
GMP-CH-1001277

CEPTU®UKAT CEPUU
Ne CH120200580729

S

IIpoayxT:

JlekapcTBennas dopma:

Tun ynakosku:

Paimep ynakoskmu:
Perncrpaunonnoe yroctosepenne
Ne:

CrpaHna HasHaveHun
I'noGanbubiii matepuan Ne:
JaTa usrotoeaenns

Jara Bbinycka:

Cpok roanocrtu:

KosnnvecTso eanunu npoaykra:

GLIVEC (I'TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
TBepavie sxenatunoBLIe Kancy bl

Onucrtep

10X12 wryk

ITNO013241/01
Poccuiickas ®encpaims
739758

17-06-2021

28-07-2021

05-2024

538.000 wryk

Cepusn Ne: SCTRS

YnakosouHasa HHpopMALIHA
IMpoaykT:

[nobansHbiit maTepuan Ne:
JlokaneHbiit maTepuan Ne:
Ipoussoanrens:

JlnueH3us Ha U3roToBIEHHE:
Ceptudikar GMP Ne:

GLIVEC (I'TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
739758

739758

HOBAPTHC ®APMA IHTERH AI

addxaysepirpacce

4332 Ilretin

IlBetinapus

511620-102648883

GMP-CH-1001907

Hamupie TecTOB, TpeGoOBANNA, PESYILTATH U 3AKIIOYEHUS TIPHECACHBI B cienyionem ceprudukare/cepruukarax:

IMpoussoaurens:

JInueHsus ua H3rOTOBJIEHHE:

Ceprudurar Ne CH120100481473
Mpoaykr: GLIVEC (I'TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
Fao6aneHblil matepuan Ne 739758 Cepusa Ne: SCTRS
JlokankHbiit MmaTepuan Ne 739758
Jara Beinycka: 28-07-2021
IlpoussoanTesns: Hogaptuc ®apma Llreiin AT
[ladpxayzeprpacee
4332 Illreiin
[IBeiinapus
JInueH3Hs Ha U3roTOBICHME: 511620-102636149
CepTudukar Ne CH120100481875
Mpoaykr: GLIVEC (I''TMBEK) HGC 100MG.009
InobanbHelit matepuan Ne 857733 Cepus Ne: SCNN6
JlokanbHeiii MaTepuan Ne 857733
Jata Beinycka: 28-07-2021

Hogapruc ®apma Ilreiin Al
[Hadpxaysepurpacce

4332 lretin

[ seituapus
511620-102636149
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Smirnitskaya
Ludmila

HacTosiuumii [0KyMeHT Gbl/1 aBTOMATHUYECKH CreHepHpOBaH.

JlaHHbIC YTBepIKIEHbI OTBETCTREHHBIM JIHLIOM.




Brinywexo:
U) NOVARTIS HOBAPTHC ®APMA LITEMH AT

[Tadxaysepuirpacce
4332 Ulreiin
Lseitnapus

JInuensus Ha usrorosnenne Ne
511620-102636149

Ceptudpurar GMP Ne:
GMP-CH-1001277

CEPTUDOUKAT CEPUHU
Ne CH120200580729

IMpoayxr: GLIVEC (I'"TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
[nobaabHblii MaTepuan Ne: 739758 Cepun Ne; SCTR8
3aknouenue:

HacTodimmum ynocTosepsto, 4To AaHHas HHOPMALHA NOLTHHHA U BEPHa.
Hannas cepus coznaHa/ npou3BesieHa, BKITFOYas YIIAKOBKY U KOHTPOJIb, HA BRILIEYTTOMAHYTOM MECTE
MPOU3BOJCTEA B COOTBETCTBMM ¢ npaBunamMu GMP nokansHoro peryistopHoro oprana u crieurpukanme

PerucTpauHOHHOr0 yA0CTOBEPEH A MMIIOPTHPYIOLLEH cTpaHbl. HapaGoTka, ynakoBka 1 aHaIM3 CepHu
COOTBETCTBYHT TpeboBaHusmM GMP,

OrBercTBEHHOE JIHIO! Christian Zaugg
JaTa u Bpems: 28-07-2021
11:04:38

Tun penusa: BbIycK cepuu

KommenTapuii k ceprunkary:

Brimyck ¢ yenosuamu Toneko ans Pocenn. JlansHeiias 1ucTpulyLus B Apyrye CTpaHsl
HaXO/JUTCA B MOJTHOH OTBETCTBEHHOCTH NMPUHUMAIOLIEH TJIOLIAIKH,

OTxn0HEHUH, UMEIOLIHX NOTEeHUHAalbHOE BIMAHME Ha cooTBeTcTBiHe GMP n/unu
COOTBETCTBHE PAa3pelleHHIO HA MPOAaKy He 3a(PUKCHPOBAHO.

Haumenosanne ADC: Umatunud

[Mocrasmmk ADC: Hosapruc Punrackuman Jinmuten, Mpaanans

PPMS Homep: 739758 007 601
IlpencrasuTens UMNopTepa nepes BBOIOM CePHH B ITPAKIAHCKHI 060pOT NOATBEP:KIAET

COOTBETCTBHE BBO3MMOTO JIeKapCcTBEHHOTO npenapata Tpedosanuam HJI: T1
NO013241/01-201119

JIuuo, BeilaBmee cepTHHHKAT: Christian Zaugg

JoaxkHocTh: CoTpyaHuK oTaena KayecTBa

JaTta u Bpema: 28-07-2021 11:04:38
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Hacrosummii HOKYMEHT OblJ1 aBTOMAaTHYECKH CréHEPHPOBAH.
HGHHBIE YTBEPKICHBI OTBETCTBCHHBIM JIHLIOM.



Bemymeno:

(‘) N O VA RT I S Hosapruc ®apma IIteitn AT

[addxaysepurpacce
4332 Ilreiin
[seiinapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100481473

IMpoaykT: GLIVEC (I''TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
[nobanbubii matepuan Ne 739758 Cepus Ne: SCTRS
JlaTa w3roropjaeHus 17-06-2021

Cpok roanocTu: 31-05-2024

Tecrosas monorpagun DP_3752425_A_R_1 Ne nporokona: 410048194

HHpopmauus o6 opraHusaiiu npoBoaaLleii TecTHPOBaHHeE

HaumeHoBanue opranusamun Anpec Homep GMP ceprudimkaTa
Novartis Pharma Schaffhauserstrasse GMP-CH-1001908

Stein AG 4332 Stein

Teertn Tpedosanns Pesyiibrarel
O6uee konn4ecTRO a3pobHBIX MUKpoopranusmoB  He Gomee 2000 KOE/r <100 KOE/r
(TAMC)

Ob1ee konu4ecTBO NIeCHeBbIX rPpubOB/Iposskell  He Gosee 200 KOE/r <50 KOE/r
(TYMC)

Crenudud, Mukpooprannsm Escherichia coli Otcytereue B 1 1 CooTBeTcTByeT
3aknaiouenue:

Cepus cooTeTcTBYeT CrieH(HKALMH HOPMATHBHOI 0KyMeHTaLMH. Hactosmmm YIOCTOBEPSIIO, UTO TaHHAL
uHdopMauns nonanuHa u BepHa. Hapa6oTka u aHanus cepuu NPOBEPEHbI H COOTBETCTBYIOT TpeboBanuam GMP.

OTeeTcTBEHHOE JHLO: Alexander Leditznig

HdaTa u Bpems: 19-07-2021 10:13:57
JIuno, BeIABIICE CEPTHRHKAT: Alexander Leditznig
HoskHocTs: OKcnepT oTaena kavyecTra
JdaTa u Bpems: 19-07-2021 10:13:57
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Hacroswuuii 10xymMeHT 6bIT aBTOMATHYECKH CreHepHPOBAaH.
HanHble yTREPHKICHBl OTBETCTBEHHBIM JIHIIOM.



) NOVARTIS

Beinyuieno;

Hopapruc dapma Ulreiin AT
[Tapxaysepmrpacee

4332 Wrein

Hlselinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100481875

MpoaykT: GLIVEC (TTIMBEK) HGC 100MG.009
I'nodanbueiii matepnan Ne: 857733 Cepusn Ne: SCNN6
JlaTa H3TOTOB/IEHHA: 17-06-2021 [Iporoko. anannsza Ne: 4100478970
Hopmarugnan DP_3752425 A R 1
JOKYMEHTALHSA;
Hudopmanus 06 oprannszaumu npooasiueii TecTHpoBaHue
HanmeHoBanmne opranmsanuu Anpec Homep GMP ceprudukara
Solvias AG Romerpark 2 19-0701

CH-4303 Kaiseraugst
Novartis Pharma Schaffhauserstrasse GMP-CH-1001907
Stein AG 4332 Stein
TecTrl Tpedosanus PesyabTaThl
Onucanue: Lper conepxumoro kancysn Ot Genoro 0 eiToro useTa benbiii
Onwcanue: Cozepskanue KarcyJ [Topouiok [Toporuok
Onucanue: Liget Kancyn Ot opamkeroro Jio opamxkeeoro ¢ Opamkepas Henpo3pauHas

CCPOBaThIM OTTEHKOM HEMNpo3pauHas

Crpannua 4/ 8
Hacrosmmil 1okymeHT GbIT aBTOMATHUECKH CreHEPHPOBAH.
HaHHLIe YTBEP]KACHBI OTBCTCTBEHHBIM JIMLIOM.



) NOVARTIS

Beinyuieno:

Hosapruc ®apwma Llteitn AT
[addxaysepmrrpacee

4332 lreitn

[IBefiuapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100481875

Ipoaykr: GLIVEC (I'JTMBEK) HGC 100MG.009

Iiobanenelii matepnan Ne: 857733 Cepusn No: SCNNé

TecTbl Tpedosanus Pesyabrarsl

Onucanue: Lier rpaeuposku Kpachbiii KpacHslii

OnucaHue: KOA rpaBUPOBKH NVR SI NVR SI

Onucanne: Pasmep kancyn Homep 1 CooTBeTcTBYET
IMoanuunocTs MeTogom TCX: CooTsercTByeT cTanmapry CooTBeTcTBYET CTAHAAPTY
Hmatunut CpaBHEHMs CpaBHEHHsI

[ToanuuHOCTE MeTOTOM BOKX: CooTBeTcTBYET CTAaHAAPTY CoorsercTByeT cTaHaapTy
HUmatrnu6 ‘ CpaBHEHHA CpaBHEHUA
Pacnanaemocts: Konuuectso - 6

TECTUPYEMBIX €THHMIL

Pacnanaemocts: Koamuectro - 6

pacnaBLIMXCs eAHHUL B TevdeHue 10 MuH

Pacnanaemocts CooteeTcTBHE TpeGOBAHUAM CooteercTByeT

O.CILIA, Egp. @.
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HacTosiwumil 10KyMeHT bl aBTOMATHYECKH CreHepHPOBAH,
HHHHHC YTBEPIKIACHBI OTBCTCTBEHHBIM JIMLIOM.




) NOVARTIS

Beinyueno:

Hosapruc ®apma Llreitn AI'
Mladdxaysepurpacee

4332 Ulreiin

Iseiinapns

CEPTHO®UKAT AHAJIU3A
Ne CH120100481875

Ipoaykr: GLIVEC (I'TMBEK) HGC 100MG.009

I1o6anbneiii matepuan Ne: 857733 Cepus Ne: SCNNé6
TecTnl TpeboBanusn PesyabTaThl
PoncTBennbie npuMecu metozoM He Gosnee 3 ppm 1 ppm
BDOXKX-MS: 507-00

IIpoxykTsI pacnaga METOIOM He Gonee 0,2 % <0,05 %
BOXX: unaMBuayansHble Kaxaas

IlpoaykTel pacniaaa MeTogoM He Gosee 0.5 % <0,05 %
BOXX: cymma

OIHOPOAHOCTE 103HPOBAHMSA 10 - 30 10

BECOBBIM METOJIOM: KOJTHYECTRO
TECTUPYEMBIX €IHHHIL

OaHOPOAHOCTH 103UPOBAHMA - 99,1 %
BECOBBIM METOI0M — MMaTHHUO:
MHHHUMYM

Crpanuua 6/ 8
HacTosumit 10KyMeHT OBl aBTOMATHYECKH CreHepHpPOBaH.
Jannble YTBep#/IeHbl OTBETCTBEHHBIM JTHLIOM.



) NOVARTIS

Beinyweno:

Hosaptuc ®apma lreiin AT
Waddxaysepurrpacce

4332 Ulreitn

[HBeituapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100481875

Ipoaykr: GLIVEC (I'JIMBEK) HGC 100MG.009

Ino6aneubiii matepuaa Ne: 857733 Cepus Ne: SCNN6
TecTrl Tpedopanun PesyabTaTel
OnxoponHocTs 103upoBaHus - 102.8 %
BECOBBIM METO10M — MMaTuHUG:

MaKCHMYM

OnxoponnocTs 103upoBanus = 1.3 %

BECOBBIM MeTO0M — MmMaTuHuG:
CTaHJAPTHOE OTKJIOHEHHE
OnxoponHocTs no3uposanus He Gornee 15,0 % 3.2%
BECOBBIM MeTOA0M — MMaTHHUG:
npuemnemas BeJM4HHa
OnHopoaHocTs 103MpoBanus Cootrercrere TpeGoBanuam CooTretcTByeT
BECCOBBIM MeTOJ0M — MMaTHHUG ®.CUIA, Egp. @, An.®.
Konnuectrennoe onpejeieHuHe 95,0 -105,0 % 100.8 %
JﬂeTOAOM BOXX: Umatuuu6

3akaovenne:
Cepua cootsercTByer creunpUKaLMM  HOPMATHBHOI AOKymeHTauMH. Hactosumm ynocTtosepsio, 9To namHas
HH(OPMALMA Mo KK ! BepHa. Hapa6orka u ananus CEPUH NPOBEPEHBI H COOTBETCTRYIOT TpeBoBaHuaM GMP.

OtBeTcTBeHHOE THIO; Christoph Leibl

Hara n Bpema: 26-07-2021 15:39:38

Juuo, BLutaBmee cepTugukar: Christoph Leibl

HonxuocTs: Crapumii crieunanvct otaena kauectsa
Jara n Bpems: 26-07-2021 15:39:38

Crpannua 7/ 8
Hacrosiwumii nokyment 6bi1 aBToOMaTHUecKH CreHepHpOBaH,
JlaHHbIEC YTBEPK/IEHBI OTBETCTBEHHBIM JIHIIOM.




