> NOVARTIS

Boinymeno:
HOBAPTHC ®APMA IITEHH AT
Iladdpxaysepurrpacce
4332 IllTein
setinapus

JInuensnsa na n3rorosnenne Ne
511620-102648883

Ceprudpuxar GMP Ne:
GMP-CH-1002597

CEPTUP®UKAT CEPUU

Ne CH120200589222

Ipoaykr:

Jlekapcersennan dopma:

Tun ynakopku:

Paimep ynaxoBkn:
PerncrpannonHoe yaocrosepenne
Ne:

Crpana Ha3HaueHnus
I'nobanbusiii matepuan Ne:
aTa niroroBaennn

JlaTa BbInycka:

Cpok rogHocTH:

Ko/aHuecTBO eHHHN NpoayKTa:

GLIVEC (I''TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
Trep/pie xKeTaTHHOBLIE Karlcy bl

Gnucrep

10X12 wryk

I1'N013241/01
Poccuiickas @enepauus
739758

07-10-2021

02-12-2021

09-2024

2464.000 wTyk

Cepus Ne: SDPU2

¥nakopounas ungopmanus
[Ipoaykr:

I'nobanbusiii maTepuan Ne:
Jlokaabueiii maTepnan Ne:
IIponseoaurens:

JInuensus na mzrorosenne:
Ceprudpurar GMP Ne:

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

739758

Hosaptic ®apma llreiin AT

ladypxaysepuirpacce

4332 lrelin

HlIBeiinapus

511620-102648883

GMP-CH-1002597

Hanusie TecToB, TpeGoBaHKs, Pe3y/ITATH! M 3aK/IOYCHHA NPHBEICHBI B CIEYIOLIEM cepTHAMKaTe/cepTH(uKaTax:

JInueH3Hsi HA H3IFOTOB/ICHHE:

Ceprudpukar Ne CH120100490460
Mpoaykr: GLIVEC (I''TMBEK) HGC 100MG (100 MI') TRI 10X 12 RU
Inobanenblii maTepnan Ne 739758 Cepuna Ne: SDPU2
JlokanbHblii MaTepuan Ne 739758
JlaTa Beinycka: 02-12-2021
IIponssoanTens: Hoeapruc ®apma lllreiin AT
Iladgxaysepiurpacce
4332 Ulreiin
llseituapus
JInnen3ns Ha HIroToB/IEHHE; 511620-102636149
Cepruduxar Ne CH120100490853
ITpoayxkr: GLIVEC (I''TMBEK) HGC 100MG.009
I'nobanbhblii MmaTepnan Ne 857733 Cepua Ne: SDLA3
Joxanphblii MaTepHan Ne 857733
JlaTa BeInycka: 02-12-2021
IlponsBoaurtens: Hosapruc @apma Ilreiin AT’
ITagdxayzepiurpacce
4332 1llreiin
IlIBeiuapus

511620-102636149

Crpannna 1/8

HacTosaumi nokyMeHT ObLT aBTOMAaTHYECKH CreHEpHPOBaH.
HaHHble yTBEPKIEHB OTBETCTBEHHBIM JIALIOM.
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Brinymeno:
U ) NOVARTIS HOBAPTHC ®APMA LUTEHH AT

Ilagdxaysepmrpacce
4332 lreiin
Hlreiinapus

JInuensns na usrorosaenne Ne
511620-102648883

Ceprudmxar GMP Ne:
GMP-CH-1002597

CEPTUD®UKAT CEPUHA
Ne CH120200589222

Mpoaykr: GLIVEC (I''IMBEK) HGC 100MG (100 MI') TRI 10X12 RU
I'nobanbHbiii MaTepuan Ne: 739758 Cepus Ne: SDPU2
3akawuenue:

Hacrosumm ynocroeepsio, uto nannas HH(pOpMaLMs NOUIMHHA W BEPHA.
Jannas cepus co3fana/ npou3Be/ieHa, BKIIKOYAA YIIAKOBKY M KOHTPOJIb, HA BBILIEYTIOMAHYTOM MeECTe
NIPOH3BO/ICTBA B COOTBETCTBHH ¢ NpaBHiaMu GMP lokanbHOTO PETYNATOPHOTO OpraHa u cneuubuKalneit

PErUCTPaLMOHHOIO YAOCTOBEPEHHA HMIIOPTUPYIOWIEH cTpaHkl. HapaGoTka, yIIakOBKa M aHANH3 CepHH
COOTBETCTBYIOT TpeboBaHuamM GMP.

OTBeTCTBEHHOE JIHIIO: Martina Lo Gioco
Jata u Bpems: 02-12-2021 10:00:24

Tun penusa: BeINycK cepun

JInuo, BeinaBwee ceprudukat: Martina Lo Gioco
JomKHOCTD: Crapumii cneunaiucT oTaena KauecTsa
Jata u Bpemsi: 02-12-2021 10:00:24

Crpanuua 2 / 8

Hacrosmmii nokyMeHT Gbl1 aBTOMaTHYECKH CTeHEpPHPOBaH.
Jlannble yTBepKIeHE OTBETCTBEHHBIM JIMLIOM,



Buinyueno:

U) NOVARTIS HOBAPTHC ®APMA ILTEIH AT

Iladpxayzepmrrpacce
4332 llreiin
Lsefinapus
Jlnuensna Ha usrorosenne Ne
511620-102648883
Cepruduxar GMP Ne:
GMP-CH-1002597

CEPTUPUKAT CEPUHU
Ne CH120200589222

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

I'106aabHb1I MaTepuan Ne: 739758 Cepusn Ne: SDPU2

KommenTapuii k ceprudukaTy:

Beinyck ¢ ycnosusamu Tonsko ana Poceun. JlankHeiinas nucTpubyuus B Apyrue cTpaHkl HAXOAMTCA B NOTHOH
OTBETCTBEHHOCTH NPHHUMAIOILEH MIOLIAAKH.

*

OTKJIOHEHMH, MMCIOLMX NOTEHIHANLHOE BIUSHHE Ha cooTBeTcTBHE GMP H/MNH COOTBETCTBHE
PErucTpalHOHHOMY YOCTOREPEHHIO He 3a()MKCUPOBAHO.

*

Hanmenosanne ADC: MIMaTuHu6
*

IMocraemmk ADC: HoBaptie Punrackunau Jlumuren, Upnanaus
*

PPMS Homep: 739758_007_601
*

[Npencraputens MNopTepa nepea BBOJOM CEPHH B IPaXIAHCKHH 0DOPOT NOATBEPKAAET COOTBETCTBHE BEO3UMOTO
NleKapcTBeHHOro npenaparta Tpeboanuam HI: ITN013241/01-201119, uzm.1

Crpannua 3/ 8
Hacrosaumuii fokyMeHT GBI aBTOMaTH4ECKH CreHEpPHUPOBaH.
JlaHHbIE YTBEpKACHEI OTBETCTBEHHEIM JTHIIOM,



Beinymeno:

(‘) N O VARTI S Hosaptuc ®apwma Llreiin AT

Uladdpxayzepiurpacce
4332 llreiin
LIBeitnapus

CEPTUD®UKAT AHAJIN3A
Ne CH120100490460

IMpoaykr: GLIVEC (I''TMBEK) HGC 100MG (100 MI') TRI 10X12 RU
I'1o6anbubiii MaTepuan Ne 739758 Cepusn Ne: SDPU2
JlaTa H3roToBJeHHS 07-10-2021

Cpok roaHocTh: 30-09-2024

TecToBas MoHorpadus DP_3752425_A_R_1 Ne nporokoaa: 4100490476

Hudopmanus o6 opraHuzaluy NpoBoadLIeli TeCTUPOBaHHE

HaumeHoBaHHe opraHu3aluu Anpec Homep GMP ceptudukara
Novartis Pharma Schaffhauserstrasse GMP-CH-1002561

Stein AG 4332 Stein

TecTbl TpeboBanus Pe3ynbTaThl
Obmee konnuecTBO a3pobHBIX MUKpoopraiusMoB  He Gonee 2000 KOE/r <100 KOE/r
(TAMC)

Obmee konuuecTrO NNecHeBbIX rpubdor/apoiokeit  He bonee 200 KOE/r <50 KOE/r
(TYMC)

Cneunduu. mukpooprannsm Escherichia coli OtcyTcTBHe B 1 1 CooTtBeTcTBYy €T
3aknodenue:

Cepusa cooTBeTCTBYET cnieLnUKaLMH HOPMAaTHBHOH JOKyMeHTauKMH. HacTodimM yaocToBepsaio, 4To AaHHAsA
nH(popMauus NoAIHHHA 1 BepHa. HapaGoTka H aHa/ln3 cepHH NPOBEpeHkl H COOTRETCTRYIOT Tpeborauuam GMP.,

OTBETCTBEHHOE JIHIIO: Alexander Leditznig

JaTa n Bpemsi: 29-11-2021 11:29:04

JInuo, BelaaBmee cepTHHHKAT: Alexander Leditznig

JomxHocTh: DKcnepT oTAena KayecTsa

Jata n Bpems: 29-11-2021 11:29:04
Crpannua 4/ 8

Hacroswmi 1okyMeHT 6bL1 aBTOMAaTHYECKH CTeHEPHPOBaH.
JlaHHBIE YTBEPKACHEI OTBETCTBEHHBIM JTHLIOM.



> NOVARTIS

Buinyweno:

HorapTuc ®apma Hlreiin AT
Hladdxayzepurpacce

4332 Ulreitn

I1IBefinapus

CEPTU®UKAT AHAJIM3A
Ne CH120100490853

IpoaykT: GLIVEC (I'/IMBEK) HGC 100MG.009

I'no6anbHbli MaTepuan Ne: 857733 Cepusn Ne: SDLA3
JlaTa H3roTOBJIEHHA: 07-10-2021 IIpoToxon ananmsa Ne: 4100488394
HopmaTuBHas DP_3752425 A R 1

JOKYMEHTALHSA:

Hndopmarnus 06 opranuzaliuy npoBoasiLel TeCTHPORAHHE

Onucanue obonouku: Lset

HauMeHoBaHHe opraHusaiuu Anpec Homep GMP ceprudukara
Solvias AG Romerpark 2 19-0701

CH-4303 Kaiseraugst
Novartis Pharma Schaffhauserstrasse GMP-CH-1002597
Stein AG 4332 Stein
TecTbl Tpebopanus PesysabTaThl
Onucanue cogeprkumoro: L{get Ot Gesnoro 10 JKenToro 1BeTa Benbiit
Omnucanue coaepsxcumoro: Bun ITopomok IMopomok

Ot opanxesoro 1o opanxkeBoro ¢ OpaHxeBas Helpo3payHas

CE€pPOBATLIM OTTEHKOM HENPO3pavyHas

Omnucanue obonoyxu: LlpeT rpasuposku  KpacHslii Kpacublii

Crpanuua 5/ 8

HacToaumii 1okyMeHT Obli1 aBTOMaTHUYECKH CreHEPHPOBaH.

JlaHHble YTBEPKICHBI OTBETCTBEHHBIM JIMLIOM.




U NOVARTIS

Buinymeno:

4332 Illreiin
Llseitnapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100490853

Hosapruc ®apma llTeiin AI'
Hladdxaysepurpacce

Pacniagaemocts: Konnuectro -
TECTUPYEMbIX eAMHUL]

Pacnagaemocts: Konnuectso -
pacmaBLIHXCs €IMHHLL B TedeHHe 10 MUH

PacnanaeMocTh CooTBeTcTBHE TpeOOBAHHIM
O.CUIA, Esp. O.
PoncTBeHHblE NpUMecH MeTOAOM He 6onee 3 ppm

BOXX-MS: 507-00

Ipoaykr: GLIVEC (I'V/IMBEK) HGC 100MG.009

I'nobanbuelii matepnan Ne: 857733 Cepus Ne: SDLA3

TecTnl TpedoBanns PesyabTaThl

Onwucanue o6050ukn: koA rpaBupoBkd  NVR SI NVR SI

Onucanue obonouxu: Pasmep kancyn Homep 1 CooTBeTCTBYET
ITopnunuocTh MeTogoM TCX: CooTBeTCTBYET CTaHAAPTY CooTBeTCTBYET CTAaHAAPTY
HMmaTtunuo CpaBHEHHA CpaBHEHHs

[TopnuHHOCTE MeTOmOM BOXX: CooTBeTCTBYET CTAHAAPTY CooTBeTCTBYET CTAHAAPTY
Hmarunnbd CpaBHEHHA CpaBHEHHA

6

CootBeTcTBYET

<1 ppm

Crpanuua 6/ 8
Hacroammii nokyMeHT Obl1 aBTOMAaTHYECKH CTEHEPHPOBaH.
ﬂﬂHHbIe YTBEPXKAECHBI OTBECTCTBCHHBIM JIHLIOM.




) NOVARTIS

Boinymeno:

Horaprue ®apma lliteiin AT
Hladpxayzepurrpacce

4332 Ilreiin
IBeiinapusa

CEPTU®UKAT AHAJIM3A
Ne CH120100490853

Ino6anbuelii MaTepuan No: 857733

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

Cepus Ne;

SDLA3

TecTrl

TpeGopannsa

PesyabTaTer

[TponykThl pacnana Metogom
[Ipoaykrhl pacnana Metonom
BOXKX: cymma

OnHopoanocTs 103upoBanus
BECOBbIM METOJIOM: KOJIMYECTBO
TECTHPYEMBIX €HHHI]
Opnopoanocts 1031poBanus
MHHHMYM

OznHoponHOCTh 103upoBanms
MaKCHMYM

OnxopoanocTs 1031poBanus

CTaHdapTHOE OTKJIOHEHHE

BOXX: uHanBuayanshble kasknas

BECOBBIM MeTOAOM — MIMaTuHub:

BECOBBLIM METOJ0M — UMaTHHHG:

BECOBEBIM METOJIOM — MMaTHHUG:

He Gonee 0,2 %

He Gonee 0,5 %

10 - 30

<0,05 %

<0,05 %

10

96.8 %

101.1%

1.3%

Crpannua 7/ 8

Hacroawmii nokymenT 611 aeTomMaTHUecKH CreHepHpOBaH.

HBHHHC YTBEPKIACHBI OTBETCTBEHHBIM JIALIOM.




b NOVARTIS

Brinymeno:

Hosapruc ®apma Iliteiin AT
laddxaysepurrpacce

4332 1llreiin

Ulsekuapus

CEPTU®UKAT AHAJIU3A
Ne CH120100490853

HponykT: GLIVEC (I'TTMBEK) HGC 100MG.009

FnoGanbubiii MaTepuan No: 857733 Cepus Ne: SDLA3
Tectnl Tpebosanua PesyabTaTei
OznHoponHOCTh 103upoBaHKs He Gonee 15,0 % 3.0%

BECOBBIM MeTOA0M — UMaTHHUG:
npHeMiemMas BeJIMYHHa

OnHopoaHoCTh N03HpPOBaHMsI CootseTcTBHE TpeGoBanuIM CootBercTRyeT
BECOBBIM MeTOZIOM — UMaTUHHG @.CIIA, Esp. @, fIn.®.
Konnuectennoe onpeneneHue 95,0 - 105,0 % 99.6%

meToaoM BOXKX: UmMatuuus

3akmouenue:
Cepua cooteercTBYeT crneuH(UKaLMH HOPMaTHBHOM AoKymeHTauuu. Hactoammum ynocrosepsio, uto nammas
HH(OPMAlHA NOATHHHA M BepHa. HapaboTka n ananus cepun NPOBEPEHBI H COOTBETCTBYHOT TpeGoBaHuam GMP.

OTBeTcTBeHHOE NHIIO: Christoph Leibl

lata u Bpems: 01-12-2021 16:09:26

Jluno, BeizaBmee cepTudukar: Christoph Leibl

HomkHocTs: JKCTepT OTAENA KauecTBa

Harta u Bpemsi: 01-12-2021 16:09:26
Crpannua 8/ 8

HacToaumii nokymenT 6611 aBTOMaTHYECKH CreHEpHPORaH.
JlaHHble yTBEPKICHE! OTBETCTBEHHBIM THIIOM.




