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‘ BuINyLLEHO: .
HOBAPTHC ®APMA ILTEHH A
( ) N O V A‘ RT 1 S [Uadpxaysepurpacee
4332 Ulreiin
111sefinapHs

Jluien3ns HA U3TOTOBJCHHE Ne
511620-102648883

CepTuduraT GMP Ne:

GMP—CH-1001907

CEPTUO®UKAT CEPUN
Ne CH120200585808

TpopyKT: GLIVEC (I TTUBEK) HGC 100MG (100 MI) TRI 10X12 RU
JlekapcTBenHas opma: TBepabie #KeIATHHOBBIC Karcyibl
Tun yNakoBKu: GnucTep

PazMep yNaKoBKH: 10X12 WwTyK

PerucTpaunontoe yaocToBepeHHe

Ne: [1N013241/01

CTpana Ha3HAUEHHA Poccuiickas Penepaliii
[no6anbHblil MaTEpHAT No: 739758 Cepus Ne: SDEE6
Hara M3roTOBJEHHS 17-06-2021
JlaTa BBINYCKA: 01-10-2021
Cpox roaHoCTH: 05-2024
KonuuecTBo eAnHHU NP 0oayKTa: 1533.000 miTyK

YnakoBo4HAs UHDO
MMpoayxT: GLIVEC (TJIHBEK) HGC 100MG (100 MI) TRI 10X12 RU
[nobanbHbI MaTEpHAL Na: 739758
JlokanbHbIil MATEpHAT Ne: 739758
Tpou3soanTEIb: Hosapruc dapma [Lireiin AL
[ladxayzepuiTpacce
4332 Ulreiin
1Igeiinapus
JTMieH3Hs HA H3rOTOB/IEHHE: 511620-102648883
Ceprudukar GMP Ne: GMP-CH-1001907

Mauus

JlaHHBIC TECTOB, TpeboBaHUs, pe3ypTaThl ¥ JakTIOYEHH [IPUBEICHEL B crieAyoIeM ccpm(buxa'rcfcepmdpmcaTax:

Cepruurat Ne CH120100486438
[poaykT: GLIVEC (TJIMBEK) HGC 100MG (100 MI') TRI 10X12 RU
[obanbHbIil MaTEpHAT Ne 739758 Cepusn Ne: SDEE6
JlokajbHblii maTepnal Ne 739758
JlaTa BbIIYCKA: 01-10-2021
MponssoauTenb: Hogapruc Papma Witeiin AT

Tllagpxaysepuirpacce

4332 [lTedid

[Lseituapns
511620-102636149

JlnueH3usa Ha H3roTOBJEHHE:

Ceprudukat Ne CH120100481875
TIpoayKT: GLIVEC (I'TMBEK) HGC 100MG.009

noGanbubiil MaTepuan Ne 857733 Cepus Ne: SCNN6
JlokanbHblil MaTepnan N 857733

JlaTa BBINYCKA: 02-08-2021
[poH3BOANTEE: Hogaprue ®apma Ireitn A
ladgdxaysepurpacce

4332 llTeiin

Iseitiapus

51 1620-102636149

JInueH3Hus HA M3roTOBJIEHHED

Crpanuia 1 /9
Hacrosmmit JOKyMeHT 617 ABTOMATHUECKH CTEHEPHPOBAH.
naHHble yTBCpﬁ(ﬂeHbl OTBETCTBCHHHM JIMLIOM.




Boinyieno:

U ) N O VA RTI S HOBAPTUC ®APMA ILITEVH AT
1Lladppxay3epiiTpacce
4332 Ulreitn
[11peiiapus
JTnuen3ns HA H3TOTOBJIEHHE Ne
§11620-102648883
CepTudnkat GMP Ne:
GMP-CH-1001907

CEPTUOUKAT CEPUN
Ne CH120200585808

Crpannua 2 /9

HacTosiumid IOKYMEHT GBI aBTOMATHUECKH CreHEpAPOBAH.
JlaHHBIC YTBEPKAEHE! OTRETCTBEHHBIM JIALOM.




BoInyuieHo: .
L‘) N O V A RT 1 S HOBAPTHUC ®APMA WITEHH AT
[1lagdxay3epuITpacce
4332 Illreiit
[1IBeiiuapns
JInuen3ust HA wsroTopaenne Ne
511620-1 02648883
CepTndurat GMP Ne:
GMP-CH—’1001907

CEPTUOUKAT CEPUH
Ne CH120200585808

IpoayKT: GLIVEC (TJIMBEK) HGC 100MG (100 M) TRI 10X12 RU

[nobanbHbIil MaTepnan Ne: 739758 Cepus Ne: SDEE6

3ak/H4YeHHE!

HacTosLHM YA0CTOBEpAL0, UTO nauHas HHbopMALTA noAIMHHA W BEpHa.
JlanHas cepus cosnana/ MpOM3BEEHa, BKIIO1As yNakoBKy 1 KOHTPOIIb, @ BbIIICYTIOMSHYTOM MECTE
MpON3BOJICTBA B cOOTBETCTBUH C TPABUTAMH GMP J10KaTbHOTO PEryJIATOPHOTO oprasa 1 criermuKalned
perncTpaLoHHOro yA0CTOBEPEHIA PMIIOPTHPYIOLICH CTPAHBL. HapaGoTka, ynakoska i aHann3 CCpUH
COOTBETCT

gvIOT TpeOOBAHHAM GMP.

OTBeTCTBEHHOE NHLO0: Martina Lo Gioco
JlaTa 1 BpeMs: 01-10-2021 08:06:20

Tun pesiusa: BhIITYCK CEPUH

Jluuo, BeIAABLIEE cepTuduKaT: Martina Lo Gioco
JLOKHOCTD: Crapiuntii cOTpY AHHK OTIe/Ia KauecTBa
Jlata u BpemMs: 11-10-2021 13:11:59

Crpanmua 3 / 9
HacTosAuui J10KyMEHT 6T aBTOMATHICCKH creHepHpoBaH.
JlaHHbIe YTBEPAKICHEL OTBETCTREHHBIM JIHLIOM.




BeinyuieHo: .
(‘) N O V A RT l S HOBAPTHC GAPMA IITEWH A
[Haddxay3epuirpacce
4332 Wlreitn
1seitiiapus
JIHieH3HsA HA H3TOTOBICHHE Ne
511620-102648883
CepruduraT GMP Ne:
GMP-CH-1001907

CEPTUOUKAT CEPUU
Ne CH120200585808

TpoayKT: GLIVEC (TJIMBEK) HGC 100MG (100 M) TRI 10X12 RU

InoGanbublil MaTepuan Ne: 739758 Cepus Ne: SDEE6

JakJIoueHHe:
HacTOALIMM yIOCTOBEPAIO, UTO JaHHad urdopMaLins NOLTHHHA 1 BEpHa.
JlanHas cepus co3anal IPOK3BEaeHa, BKo4as yIIaKOBKY M KOHTPOIIk, Ha BBIILEYTOMAHYTOM MECTE
NpOH3BO/CTEE B COOTBETCTBUH C MpaBHIaMH GMP nokaJjibHOTO perysTopHOro oprata 1 crietMbuKaluei
perucTpaLHOHHOI0 y10CTOBEPEHIA UMTOPTHpY HoLLEH CTPaHBL. HapaboTka, ynakoBKa i aHasu3 CepHH
COOTBETCT

BVIOT TpeOOBaHUAM GMP.

KommenTapuil K cepTuduKaTy:

BIMycK ¢ YCIoBHAMH Toneko Wi PoccHu. JlanpHeHwas AucTpuOyLA B APYTHE cTpaHbl HAXOIUTCA B noJHO#
OTBETCTBEHHOCTH IpMHAMAIOIIEH TOIANKH.

¥

OTKII0HEHUi, HMEIOLINX [MOTeHLHATIBHOE BIMAHNC HA COOTBETCTBHUE GMP Wi cOOTBETCTBUE

PerucTpaLHoHHOMY yI0CTOBEPEHHIO HE 3a(hHKCHPOBAHO.
*

HaumeHOBaHUE A®C: UmaTunnd
%k

TMocrasmuk ADC: HopapTic Punrackunnn JIumMuTexn, Wpnanans
*

PPMS noMmep: 739758_007_601
*

[NpencTaBuTE b MMIOPTEPA fepe/l BBOJIOM CEpUH B rpask AaHCKHit 06OpOT MOATBEPKIALT COOTBETCTBHE BBO3UMOTO
NleKapCTBEHHOTO Mpenapara TpefopaHuAM HJT: TINO1 3241/01-201119, u3am.1

Crpanuua 4 / 9
HacTosimmit T0KyMeHT Obit ABTOMATHYECKHN CreHEPHPOBAH.
JlanHble yTBEPKASHSI OTBETCTBEHHBIM JIMLIOM.




‘ BuinyuieHo:
Hogapruc ®apma Ilretin AT
() N O VA RT I S [Llagxay3epurpacee
4332 LTeiH
|Igeiuiapus

CEPTHO®UKAT AHAJIM3A
Ne CH120100486438

2 RU

GLIVEC (TTIMBEK) HGC 100MG (100 MI) TRI 10X1

TpoayKT:

Io6anbHbIil MaTEpHA Ne 739758 Cepus Ne: SDEE6
JlaTa n3roToBJIEHHS 17-06-2021
CpOK roAHOCTH: 31-05-2024

TecToBas moHorpadns DP_3752425_A_R;1 Ne npoToKOJIA: 4100486194

UndopmaLuis 00 opraHu3allit MpoBOLALILEH TeCTUpOBAHIE
HaHMeHOBaHHe op raHuszanrn Aﬂ. ec

Novartis Pharma Schaffhauserstrasse
Stein AG 4332 Stein

GMP-CH-1001908

Pe3yabTaThl

Obiiee KOIHUECTBO aapOoOHBIX MHMKpOOpraHu3MOB He Gonee 2000 KOE/T <100 KOE/T
(TAMO)

OGuiee KONMYECTBO MIECHEBbIX rpHGOBmpomKeﬁ He Gonee 200 KOE/T <50 KOE/T
(TYMC)

Crietadyid. MUKpOOpranisM Escherichia coli OtcytcTBue B 1 T COOTBETCTBYET

3ak/J4eHHe:
Cepust COOTBETCTBYET cnenndrraH HOPMATHBHOH JOKyMeHTalHH. HacTosIMM YI0CTOBEPAIO, YyTO JaHHasd
nrdopMalis MoATMHHA 1 sepna. HapaGoTka 1 aHali3 cepuu npoBepeHbl U COOTBETCTBYIOT seGopannim GMP.

OTBeTCTBEHHOE N0 Christoph Leibl

JlaTa M Bpemsi: 01-10-2021 07:48:57
JIuuo, BBIAABLLIECE cepTHHKaT: Christoph Leibl
JlonKHOCTh: JKcrepT OT/ENa KauecTsa
JlaTta n ppems: 01-10-2021 07:48:57

Crpannua 5/ 9
HacTos i 10Ky MEHT GblJ1 aBTOMATHIECKH creHepHpoBaH.
JlaHHbIe yTBEPKICHE! OTRETCTBEHHBIM JIHLIOM.




!y NOVARTIS

BoinyuieHo:

Hosapruc ®apua LlTeiH Al
[Lagdxayseplirpacce

4332 Urein

[1lseiiuapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100481875

GLIVEC (TJIMBEK) HGC 100MG.009

IMponykKT:

[nobanbubiii MaTepnam Ne: 857733 Cepun Ne: SCNN6

JlaTa H3rOTOBJIEHNH: 17-06-2021 TTpoTOKOJI aHAIN3A Ne: 4100478970

HopmaTHBHAR DP_3752425_A__R_1
AOKYMEHTaums:

WUnchopmaus 06 opraualiy npososLLe TeCTUPOBaHHE
HaumeHOBaHHE OpraHusaniu Agpec Homep GMP cepTH(
Solvias AG Romerpark 2 19-0701

CH-4303 Kaiseraugst
Novartis Pharma Schaffhauserstrasse GMP-CH-1001907
Stein AG 4332 Stein

TecThbl TpeboBaHus Pe3y1bTaThl

OnucaHue COAePHKUMOro: LlgeT Ot Gesloro 10 XKenToro 1BeTa benslit

Onucanue cofepkumoro: Bua [TopomoK TTopolok

Onucanue obosouku: LpeT Ot oparbKeporo 10 oparKeBoro ¢ OparxkeBas Henpo3payHas
cepoBaThIM OTTEHKOM Henpo3pavHas

Onucanue o6osouku: LBeT rpaBHpOBKH KpacHbIi KpacHbli

Crpannua 6 /9
HacTtosmui 10KyMEHT 61/ ABTOMATHUYECKH CreHEPHPOBaK.
llaHHble yTBepn{ﬂeHbl OTBETCTBEHHBIM JIMLIOM.




!y NOVARTIS

BoinyuieHo:

Hosapruc ®apva 1llTein AT
[Laddxaysepirpacce

4332 Wirein

[1lseiinapus

CEPTU®UKAT AHAJIA3A
Ne CH120100481875

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

[nobanbHbIi MaTepnan Ne: 857733 Cepusn Ne: SCNN6

TecTbl TpedbosaHud Pe3yabTaThbl _—_]
Onucanue 060I0UKH: KO/ TPaBHPOBKH NVR SI NVR SI

Onucanue 000s104KH: Pasmep KarncyJl Howmep 1 CoOTBETCTBYET
Mommunocts Metogom TCX: CoOTBETCTBYET CTAHAAPTY CoOTBETCTBYET CTaHIAPTY
UmatuHn®d CpaBHEHHU CpaBHEHHs

[ToTMHHOCTE METOAOM BOKX: CoOTBETCTBYET CTaHAAPTY CoOTBETCTBYET CTAHIApTY
Hmatunubd cpaBHEHUs CpaBHEHUA

Pacniagaemoctb: KonuuecTBO - 6

TECTHUPYEMBIX e IHHHLL

PacnanaemocTb: KosM4uecTBO - 6
pacriaBIIMXcs eIMHAI B Teyenue 10 MUH

PacrnagaeMocTb CooTeeTcTBUE TPeOOBAHHAM CooTBeTCTBYET
®.CIIA, Eep. ©.

PoncTBeHHbIE IIPUMECH METOIOM [He Sonee 3 ppm <1 ppm

BOXKX-MS: 507-00

Crpanuua 7 /9
HacTosIMil JOKyMeHT ObLT ABTOMATHECKH creHepUpoBaH.
JlaHHbie YTBEPHKIEHb OTBETCTBEHHBIM JIMIOM.




Uy NOVARTIS

Beinyuiexo:

Hograpruc ®apma Llteiin AT
ladypxaysepiurpacce

4332 WTeiin
[lIseiuapua

CEPTHO®HUKAT AHAJIU3A
Ne CH120100481875

Ino6anbublii maTepnan Ne: 857733

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

Cepus Ne:

SCNN6

TecThbl

TpeboBanHusi

PesynbTaThl

[poayKTel pacnajia METOA0M
[IpoiyKTBl pacnajia METOIOM
B3XX: cymma
OQHOPOAHOCTD I03HPOBAHUA
BECOBBIM METOJIOM: KOJTHYECTBO
TECTHPYEMBIX €JIHHHULL
OIHOPOIAHOCTE 103HPOBAHUS
MHHHMYM

OQHOPOIHOCTD J03HPOBAHHSA
MaKCHMYM

OIHOPOIHOCTH JI03HPOBAHHMS

CTAHAAPTHOE OTKJIOHEHHE

BDXX: uHauBHAyaNbHLIE KaXKas

BECOBBIM MeTo0M — MMaTuHub:

BECOBBIM MeToZ0M — IMaTuHKuO:

BECOBBIM MeTO10M — FIMaTHHHG:

He tonee 0,2 %

He 6osiee 0.5 %

10-30

<0,05 %

<0,05 %

10

99.1 %

102.8%

1.3%

Crpanuua 8 /9

Hacrosuuii 1oKyMeHT Obll1 aBTOMaTHUECKH CreHEPHPOBAH.

JlaHHBIE YTBEPKAEHBI OTBETCTBEHHBIM JIMLIOM.




) NOVARTIS

Boinyuieno:

Horaptuc ®apwma ltein A’
[Ladgdxaysepmrpacce

4332 [reiin

[Isefinapus

CEPTU®UKAT AHAJIM3A
Ne CH120100481873

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

I'nodansuelil maTepuan Ne: 857733 Cepns Ne: SCNN6
TecThl TpeboBanus Pe3yabTaThl
OHOPOAHOCTD 103MPOBaHHM He Gonee 15,0 % 3.2%

BECOBBIM METO/JOM — HMmaTtuauo:
npuemsieMas BeJIMHHHA

OIHOPOAHOCTDb JO3MPOBAHKA CooTBeTcTBHE TPeOOBAHHAM CoOTBETCTBYET
BECOBBIM MeTO0M — MMaTHHUO @.CIIA, Epp. @., An.d.

KonnuecTBeHHOE ornpeeneHue 95,0 -105,0 % 100.8%
meTomom BXKX: MmaTuHuO

3araw4yeHHne:
Cepust COOTBETCTRBYeT crielM(DUKALIH HOPMATHBHOI fOKyMeHTauuy. HacrosiuMm YIOCTOBEpPAIO, HTO AaHHAA
nHdopMaLis MOATMHHA 1 BepHa. HapaboTka M aHa/iu3 cepuu MPOBEPEHEL M COOTBETCTBYIOT Tpebosanusim GMP.

OTBeTCTBEHHOE JTHLIO: Christoph LEIBL

JaTa n Bpemn: 26-07-2021 15:39:38
JInuo, BoiaaBee cepTHHUKAT: Christoph LEIBL
JOJIKHOCTD: DKCTIEpT OTAENa KayecTBa
Jdata u Bpems: 26-07-2021 15:39:38

Crpannua 9 / 9
HacTosmuii 10kyMeHT GblT aBTOMaTHYECKH CTEHEPHPOBAH.
JlaHHbIE YTBEPsKAEHBI OTBETCTBEHHBIM JTHLIOM.



