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BuinyuieHo: .
(‘) N O VART I S HOBAPTHC GAPMA LITEMH AT
[Llagydxay3epuTpacee
4332 1lredn
11Ipeiuapust
Jluuensus Ha WIroTOBAEHHE Ne
511620-1 02623372

CepruduraT GMP Ne:
= GMP-CH%OOO?ZZ

CEPTUOUKAT CEPUH
Ne CH120200550309

[poayKT: GLIVEC (T TIMBEK) HGC 100MG (100 M) TRI 10X12 RU
JlexapcrBeHHas ¢popma: Teepasle JKeNaTWHOBbIE Kancybl
Tun yNAKOBKH: onucTep

Pasmep YNaKoBKH: 10X 12 wryK

PerucTpalioHHOE

ylocToBepeHue Ne: [1N013241/01

Crpana Ha3HAUEHNH Poccniickan @enepatid
[n06anbHblii MaTEPHAT No: 739758 Cepust Ne: SVY69
JlaTa W3TOTOBJIEHHS 09-03-2020
JlaTa BHIIYCKA: 12-05-2020
CpoK TOHOCTH: 02-2023
KonauuecTBO eIHHAL 504.000 wWTYK
NpOAYKTA:

VnakoBoYUHAA uHbopmauns
TIpoayKT: GLIVEC (FJ‘IV[BEK) HGC 100MG (100 MI) TRI 10X12 RU

[roGanbHbIil MaTepHaT Ne: 739758
JlokaabHBI MaTepHal Ne: 739758
[IpousBOAUTEb! Hosaptic Papma Llireitn AT
[Llagdxay3epuiTpacce
4332 UlTeiin
11peiiuapus
JInuensus HA H3rOTOBJIEHHE: 511620-102623372
Ceprnduxat GMP Ne: GMP-CH-1000722

JlanHbie TECTOB, TpeGoBanid, pe3ybTaThl ¥ 33K I0MEeHHs NPHBCIEHE! B crneaylouem cepw(anaTe/ceandeaTax:

Ceprudukar Ne CH120100449627
[MpoayKT: GLIVEC ([ JIMBEK) HGC 100MG (100 MT) TRI 10X12 RU
CnofanabHblii MaTepuad Ne 739758 Cepus Ne: SVY69
Jloka/bHBI MaTepHal Ne 739758
JlaTa BbIMYCKA: 12-05-2020
[1poH3BOANTEID: Hogaptuc Papma Illreitn AT

addxaysepITpacce

4332 WreiiH

[1Igeiiuapus

JInueH3ust HA H3roTOBJEHNE: 511 620-102623372
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Crpannua 1 /8
Hacrosumii AOKYMEHT GBIl ABTOMATHHECKH creHepHpoBaH.
l,’:La.!-[}ll:;le yTBep}KHBHbl OTBeTCTBEHHblM JTULIOM.




Q‘) NOVARTIS

Boinyinexo:

4332 Ulreiin
Iseiiuapus

JInuen3us Ha H3roToBJIeHITE N
511620-102623372

Ceprudurar GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUHN
Ne CH120200550309

HOBAPTHC ®APMA LLUTENMH AT
[laddxayseporpacce

Ceprudmrart Ne

Mpoaykr:

Ino6anbHBIE MaTepuaa Ne
JlokansHblii MmaTepuan Ne

JlaTa BBINYCKA:
ITpon3BoauTENb:

JluueH3us HA H3TOTOBJIEHHE!

CH120100448337
GLIVEC (I'/TMBEK) HGC 100MG.009

857733 Cepus Ne:

857733

22-04-2020

Hosapruc ®apma Llreiin AT
[Uaddxaysepurpacce

4332 llTeiin

Llseiinapus
511620-102623372

SVN34

Crpannua 2 /8

Hacrosuuii foKyMeHT 6bl1 aBTOMATHUECKH CTEHEPHPOBAH.

ﬂaHHblC YTBEPAIACHBI OTBETCTBEHHBIM JIHLIOM.




Brinyuexo:
L‘) N O V A RT l S HOBAPTHUC ®APMA LWITEHH AT
HaddxaysepiTpacce
4332 lreiin
[Igeiinapms
JInieH3NA HA HITOTOBJICHNE Ne
511620-102623372
Ceprndukat GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUH
Ne CH120200550309

TpoaykT: TRI 10X12RU

GLIVEC (TJIMBEK) HAGC 100MG (100 MI')

Ino6ambHbIit MaTepHan Ne: 739758 Cepus Nt SVY69

3akJ/l0MeHHe:

HacTosLIMM YIOCTOBEPALO, HTO janHas nHGOpMaLMs NOTHHHA | BepHa.
JlanHas cepus cosnana/ MPOW3BE/IeHA, BKIHOHA yMaKoBKY W KOHTpOTIb, Ha BBILLIEYTIOMAHYTOM MECTE
NpoU3BOACTBA B COOTBETCTBHH C NpaBH/IaMH GMP 10KansHoro peryiaTopHoro opraHa u creunduKaLmei
PEerucTpaLHOHHOr0 yI0CTOBEPEHNA MMIIOPTHPYIOLIEH CTPAHBL. HapaGoTka, yniakoBka i aHanu3 cepuu
COOTBETCTRYIOT TpeOoBaHHAM GMP.

OTBeTCTBEHHOE JTHLO: Jolanda Huber
JlaTa u BpeMst: 12-05-2020 15:43:55

KommeHTApHil K cepTHHKATY:

Hanmenoeanue ADC: Umaruand

IMocrarikk ADC: HoBapTHC Punrackuaan Jita, Mpnanansa
PPMS HoMEp:! 739758 007_601

TpencTaBuTeNb MMNOPTEPA NEPEL BBOJIOM CEpHU B TPAKIAHCKHH 0GOpOT NOATBEPKIAACT COOTBETCTEHE BBO3UMOrO
JleKapcTBEHHOrO Mpenapara tpebosanmam HJL: IN013241/01-201119.

OTKNOHEHHH, HMEIOLIHX noTeHUHanbHOE BIMAHKE HA coorsercTene GMP u/ni COOTBETCTBHE Pa3pelLICHHIO HA
npoaaky He 3aUKCHPOBAHO.

JTuo, BHAABIIEE CEPTHRUKRAT: Jolanda Huber
JLOJIAKHOCTE: Crapiunii COTPYAHHK 0TI/ KauecTBa
JlaTa 1 BpeMsi: 12-05-2020 15:43:35

Crpanuua 3 / 8
HacTosmMi 10KyMEHT Gbist aBTOMATHUECKH CrEHEPHPOBAH.
Jlantble YTBEPHIACHBI OTBETCTBEHHBIM JIULIOM.




Brinymeno:

(‘) NOVA RTIS Hosapruc ®apma Hlteiin AT

[addxaysepurpacce
4332 Ulreiin
I1Ipeiinapus

CEPTU®UKAT CEPUU
Ne CH120100449627

Mpoaykr: GLIVEC (TJIMBEK) HGC 100MG (100 MI') TRI 10X12 RU
Io6anbhelii matepuan Ne 739758 Cepusn Ne: SVY69
JlaTa H3rOTOBJIEHHH 09-03-2020

CpoK roiHOCTH: 28-02-2023

TecroBas MoHorpadusa DP_3752425_A_R_1 Ne npotokona: 4100426138

Wndopmaums o6 opraHi3auuy NpoBoALLel TeCTHPOBaHHE

HaumMeHOBaHHE OpPraHH3alHH Anpec Homep GMP ceptupukaTa
Novartis Pharma Schaffhauserstrasse 18-0834

Stein AG 4332 Stein

TecTsl TpeboBaHus Pe3ybTaThl
OGBuiee KoNH4ecTBO a3pobHBIX MUKpoOpranusmos <2000 KOE/r <100 KOE/r
(TAMC)

OGLilee KOTHUECTBO MIecHeBbIX rpudos/aponoxkeil <200 KOE/r <50 KOE/r
(TYMC)

Cneunduy, mukpooprannsm Escherichia coli OtcytcTBHE B I T CooTBETCTBYET
JakaoueHHe:

Cepus COOTBETCTBYET crieundUKaUuy HOPMATHBHOH 10KYMEHTaLIMH. HacTosumnM yaocToBEPSAIO, YTO AaHHAA
WH(OpMALMS NOTMHHA 1 BepHa. HapaboTka 1 aHanM3 CepHH MPOBEPEHE! M COOTBETCTBYIOT tpeGopanuam GMP,

OTBeTCTBEHHOE JIHLO: Alexander Leditznig

JaTta n Bpems: 05-05-2020 07:45:16

JInuo, BelaaBLIee cepTHRHKAT: Alexander Leditznig

HonmHocTh: DKcnepT OTae/1a KauecTBa

JlaTa u Bpems: 05-05-2020 07:45:16
Crpanuua 4 /8

HacTosuuii Z0KyMeHT Obli1 aBTOMATHYECKH CreHEPHPOBAH.
JlaHHBlE YTBEPKIEHBI OTBETCTBEHHBIM JTHLIOM.



Uy NOVARTILS

Boinyuieno:

Hogapric Papma Wreitn Al
1Uaddxay3epiurpacee

4332 Ulreitn

111Befinapus

CEPTUOUKAT AHAJIU3A
Ne CH120100448337

TIpoayKT: GLIVEC (TJIMBEK) HGC 100MG.009

InobanpHBlii MaTEPHAT Ne: 857733 Cepusn Ne: SVN34

JlaTa H3rOTOBEHMsL: 09-03-2020 [poToKO] AHATH3A Ne: 4100424088

HopmaTHBHAsH DP_3752425ﬁAer]
MeHTALMA:

Wndopmatius 00 opranu3alHn npoBoAALLei TeCTH
HauMeHOBAHUE opradu3aluu Anpec

Solvias AG Romerpark 2
CH-4303 Kaiseraugst
Novartis Pharma Schaffhauserstrasse

Stein AG 4332 Stein

pOBaHNe

TecThl TpeboBaHus PesviabTaThl

Oncanue: LIBeT cOAepKUMOTO gancyn Ot benoro 10 JKeJITOrO LBETA Benbiit
Onucanue: Coaepikanie Kancyi [Topouiok [Mopouiok
Onucanue: L{peT Kancyn Ot opatHxeBoro 710 opaHKeBoro ¢ Opankesas Hernpo3spaynas

cepoBaThiM OTTEHKOM HerposzpauHas
KpacHbli

Onucanne: LlBeT rpaBupoOBKH nacHbli

Crpanuua 5/ 8
HacTosmit JOKYMEHT ObL1 ABTOMATHUECKH CTEHEPHPOBAH.
JlaHHble YTBEPKACHDI OTBETCTBEHHBIM JTHLOM.




Uy NOVARTIS

B3XX-MS: 507-00

Boinyueno:

Horaprue ®apma Hreitn AT

1Ladypxay3sepurpacce

4332 Iretin

llpeiinapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100448337
IIpoaykr: GLIVEC (I'JIMBEK) HGC 100MG.009
I nodankLuLIi MaTepuan Ne: 857733 Cepns Ne: SVN34
TecTsl TpedoBaHus Pe3yabTaThbl
Onucanue: KoJ rpaBUpOBKH NVR SI NVR SI
Onucanue: Pazmep Kancyn Homep 1 CooTBeTCTBYET
MMoanuurocTs MeToaoM TCX: CooTBeTCTBYET CTAHAAPTY CoOTBETCTBYET CTAHOAAPTY
Hmarnnund CpaBHeHMs CpaBHEHHS
[MoanuHHOCTE MeTo0M BOIKX: CooTBETCTBYET CTAHAAPTY CooTBeTCTBYET CTAHAAPTY
Hmatnnnbd CpaBHEHMs CpaBHEHHA
Pacnagaemocth: KonnuecTBo - 6
TECTUPYEMBIX EIHHHUIL
PacrniagaemocTs; KonnuecTro - 6
pacraBlIMXcs eAMHHLL B TeyeHue 10 MuH
PacnajaeMocThb CooTBeTcTBHE TPEOOBAHHUAM CoOTBeTCTBYET
®.CLIA, Egp. O.

PozicTBEHHBIE IPUMECH METOAOM He 6onee 3 ppm <1 ppm

Crpannua 6 / 8
HacToswmii JOKYMEHT OblJ1 aBTOMATH4€CKH CrEeHEPHPOBAH.
Jlanuble yTBep K A€HbI OTBETCTBEHHBIM JIHLOM.




U> NOVARTIS

Boinymeno:

Horapruc ®apma Llreiin AT
Ladxaysepurpacce

4332 Wreitn
Hlpekuapus

CEPTUD®UKAT AHAJIN3A
Ne CH120100448337

I'nobansuplii MaTepuan Ne: 857733

Ilponykr: GLIVEC (I'/TUMBEK) HGC 100MG.009

Cepusn Ne:

SVN34

TecTnl

Tpebosauus

PesynbTaThl

[MpoaykTsl pacnaja METOIOM

[pomyKThl pacnaja MeTOAOM
B2XX: cymma

OpHOPOAHOCTDL A03HPOBAHUS
BECOBBIM METO/I0M: KOJIHYECTBO
TeCTHUPYEeMBbIX CAHHHLL
OJIHOPOAHOCTh A03HPOBAHHS

MHHHMYM
OJIHOPOHOCTD [103MPOBAHNS

MaKCHMYM
OnHOPOAHOCTE A03MPOBAHUS

CTaHJdapTHOE OTKJIOHEHHE

B2XXX: uHaAMBUOYyalbHbIE KaKIas

BECOBBIM MeTOI0M — MUMaTHHHO:

BECOBBIM MeTO10M — MMaTuHUO:

BeCOBBIM METOIOM — HMmatnuund:

He 6onee 0,2 %
He 6onee 0,5 %

10 - 30

<0,05 %
<0,05 %

10

99.3 %

102.9 %

1.2%

Crpanuua 7/ 8

HacToswmii AOKyMEHT ObI/T ABTOMATHYECKH CreHepHPOBaH.

JaHHble YTBEPKACHBI OTBETCTBEHHBIM JIULIOM.




Uy NOVARTIS

Beinymeno:

Horapruc ®apma Hlreiin AT
ILadxaysepiurpacce

4332 reiin

LIsetinapns

CEPTU®UKAT AHAJIM3A
Ne CH120100448337

metomzom BXKX: Mmaruund

IIpoaykr: GLIVEC (T JTMBEK) HGC 100MG.009

I'nobanbublii MaTepuaa Ne: 857733 Cepus No: SVN34
TecThl Tpebopanust PesyabTaThl
OIHOPOOHOCThL A03MPOBAHHA He Gonee 15.0 % 2.8%

BeCOBBIM MeT00M — IMaTHHKG:

npuemnemas BeTH4HHA

OOHOPOAHOCTE A03MPOBAHUA CooTBeTCTBHE TPeDOBAHHUAM CooTBeTCTBYET
BECOBBIM METOJIOM — MIMaTHHUO &.CLIA, Egp. @., An.d.

KonuuecTBeHHOE ONpeieneHue 95,0 -105,0 % 101.0 %

JaKJI0ueHHe:

Cepust COOTBETCTBYET creuupHKaLni HOpMaTHBHOI1 JoKyMenTaunu. Hactosuium yL0CTOBEpSIO, HTO naHHas
uH(popmauus noAmHKHa 1 BepHa. HapaOoTka 1 aHaiu3 Cepii MPOBEPEHLI M cooTBeTcTBYIOT Tpebopanuam GMP.

OTBeTCTBEHHOE JTHLO:
JlaTta ¥ Bpems:

JInuo, BeIAABILIEE CePTHRHKAT:
JI0/IKHOCTB:
JlaTa n Bpemsi:

Crpanuua 8 / 8

Christoph LEIBL
21-04-2020 14:52:52

Christoph LEIBL
Crapiuuii clenuanucT oTaea KauecTsa
21-04-2020 14:52:52

HacTosAmmuil A0KyMeHT Obl1 aBTOMATHUECKH CreHEPHPOBaH.
ﬂaHHbIe YTBEP/KIACHBI OTBETCTBEHHBIM JIHLIOM.




