!> NOVARTIS

Beinyieno:
HOBAPTUC ®APMA IITEWH AT
Maddxayzepurrpacce
4332 Illreitn
[IBetinapus

JluneH3us Ha H3roToBJeHUe Ne
511620-102623372

Ceprudpuxar GMP Ne:
GMP-CH-1000722

CEPTUO®PUKAT CEPUHA
Ne CH120200550309

IIpoaykr:
JlekapcTBenHasi ¢popma:
Tun ynakoBku:

Pa3mep ynakoBku:
Perucrpanuonsoe
yaocroBepeHue Ne:
CrpaHa Ha3HAYEHUA
I'no6anbHbIi MaTepuan Ne:
JlaTa u3roroBJieHust
Jara Bpinycka:

CpoK roHoOCTH:
KoamuecTBo exMHUIY
NMPOAYKTA:

GLIVEC (I'JIMBEK) HGC 100MG (100 MI') TRI 10X12 RU
TBepable )KeNaTHHOBBIE KaICy bl

omucrep

10X12 mryk

11 N013241/01
Poccuiickas ®enepanust
739758

09-03-2020

12-05-2020

02-2023

504.000 mrryk

Cepus Ne:

SVY69

YnakoBounas nHdopmanus

Hpoaykr:

I'o6anbHblil MaTepuas Ne:
JlokaJbHbIi MaTepuaJ Ne:
IpousBoauTens:

Ceprudpuxar GMP Ne:

JIM1eH3Husl HA U3TOTOBJIEHHE

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

739758

Hosapruc ®apma Llrteiin AT

[Madpxaysepmrpacce

4332 HlTeiin

[IBelinapus

511620-102623372

GMP-CH-1000722

JlaHHBIC TECTOB, TPEOOBAHUS, PE3yIIBTAThI U 3aKIIIOUCHHUS [IPUBEJICHBI B CIIEAyIONIeM cepTrudukate/cepTudukarax:

Crpannma 1/8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.

HaHHHe YTBEPKIACHBI OTBETCTBECHHBIM JIMIIOM.

Cepruduxar Ne CH120100449627
Ipoaykr: GLIVEC (I'JTMBEK) HGC 100MG (100 MI') TRI 10X12 RU
I'no6anbHbIii MaTepuas Ne 739758 Cepusi Ne: SVY69
JlokanbHblil MaTepua Ne 739758
JlaTa BbINycKa: 12-05-2020
IIpousBoauTens: Hosaptuc ®apma llreitn AT’
addxaysepmrpacce
4332 Ilreiin
[Beituapus
JIMneH3nsi Ha U3rOTOBJIEHHUE: 511620-102623372
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!> NOVARTIS

Beinymeno:

4332 Illreitn
I Belinapus

JInneH3ust Ha M3roToBJaeHHe Ne
511620-102623372

Ceprupuxar GMP Noe:
GMP-CH-1000722

CEPTUO®UKAT CEPUH
Ne CH120200550309

HOBAPTUC ®APMA IITEWH AT
laddxayzeprurpacce

Cepruduxar Ne
Hpoaykr:

I'no6anbHbI MaTepuaa Ne
JlokanbHblil MaTepuaa Ne
Jara Bpinycka:
IIpousBoanrenn:

JIMIeH3us Ha N3roTOBJIEHHE:

CH120100448337
GLIVEC (I'JIMUBEK) HGC 100MG.009

857733 Cepus Ne:

857733

22-04-2020

Hosaptuc ®apma llreitn A’
[addxayseprurpacce

4332 Ilreiin

[IBeituapus
511620-102623372

SVN34

Crpanuma 2 / 8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.

HaHHHe YTBEPKIACHBI OTBETCTBECHHBIM JIMIIOM.




Beinymeno:
(‘) N O V A RT [ S HOBAPTUC ®APMA IITEWH AT

ladpxaysepmrpacce
4332 Illreitn
[IBetinapus

JluneH3us Ha H3roToBjeHUue Ne
511620-102623372

Ceprupuxatr GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUM
Ne CH120200550309

Mpoayxr: GLIVEC (I'JIMBEK) HGC 100MG (100 MTI') TRI 10X12 RU
I'no6anbHblii MaTepuan Ne: 739758 Cepus Ne: SVY69
3akiaio4eHue:

Hacrosimmm ynocToBepsito, 4To JaHHas HHPOpMAIHs ITOUTHHHA U BEepHa.

JaHHas cepus co3naHa/ IPOU3BEICHA, BKIIOYas YIAKOBKY U KOHTPOJIb, HA BHIICYIOMSIHYTOM MECTe
MPOU3BOJICTBA B COOTBETCTBUU ¢ npaBmwiamu GMP j10KambHOTO peryisTopHOro opraHa U crnerudukanmeit
PETHCTPAIIMOHHOTO Y0CTOBEPEHHS UMIIOPTUPYIOLIEH cTpanbl. HapaboTka, yrakoBKa U aHallu3 cepuu
COOTBETCTBYIOT TpeboBanusim GMP.

OTBeTCTBEHHOE JIMI0: Jolanda Huber
JaTta u Bpems: 12-05-2020 15:43:55

KommenTapmuii k cepruduxary:

Hanmenoanne ADC: UmatnHNO

[ocraBmuk ADC: Hoeaptuc Punrackunau Jita, Upnanaus
PPMS romep: 739758 _007_601

[pencraBuTeb UIMIOPTEpPA MEpel BBOJOM CEPHHU B TPaXKIaHCKUI 000POT MOATBEPIKAAET COOTBETCTBHE BBOZUMOTO
JieKapcTBeHHOTO Tpenapata Tpedbosanmsm HJI: TT N013241/01-201119.

OTKIJIOHEHHUH, MIMEIOIINX MMOTECHIHAIbHOE BIMsIHIE Ha cooTBeTcTBUEe GMP M/Miin COOTBETCTBHE pa3peIICHHUIO Ha
IpoAaxy He 3a(hUKCHPOBAHO.

Jluno, BriaBuiee ceprudukar: Jolanda Huber
JoKkHOCTD: Crapmmii COTpyIHUK OT/IeNa KauecTBa
Hara u Bpemsi: 12-05-2020 15:43:55

Crpanuia 3/ 8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.
JlanHBIC YTBEP>KACHBI OTBETCTBECHHBIM JIHIIOM.



Beinymeno:

(‘) N O V A RT [ S Hosapruc ®apma Iteiin AT

ladpxaysepmrpacce
4332 Illreitn
[IBetinapus

CEPTU®UKAT CEPUM
Ne CH120100449627

Mpoaykr: GLIVEC (I'JIMBEK) HGC 100MG (100 MI') TRI 10X12 RU
I'no6anbHblii MmaTepuan Ne 739758 Cepusi Ne: SVY69
JlaTa u3roroBJieHHus 09-03-2020

CpoK roqHoCTH: 28-02-2023

TecroBast MoHorpagus DP_3752425_A_R_1 Ne nporokoJia: 4100426138

Wudopmanust 06 opraHu3anyy npoBoAsIIeH TECTUPOBAHUE

HaumeHoBaHue opranu3anuu Anpec Homep GMP ceptudukara
Novartis Pharma Schaffhauserstrasse 18-0834

Stein AG 4332 Stein

TecTbl TpeboBanus Pe3yabTarsl
Oomiee KOIMIeCTBO adpOoOHBIX MUKpoopranusMoB <2000 KOE/r <100 KOE/r
(TAMC)

OO01iiee KOJIMUECTBO IUIECHEBBIX IprbOB/aposokeit <200 KOE/r <50 KOE/r
(TYMC)

Cnenunduy. muxkpoopranusm Escherichia coli OrcyrctBue B 1 1 CooTBeTCTBYET
3akia04eHue:

Cepust cOOTBETCTBYET clienn(pUKauy HOPMAaTHBHON JJOKyMEeHTanuu. HacTosmumm y10cToBepsIIo, 4To JaHHas
nH(opManus 1o/UIMHHA ¥ BepHa. HapaboTka n aHalIM3 cepuy MPOBEPEHBI M COOTBETCTBYIOT TpeboBanusimM GMP.

OTBeTCTBEHHOE JINIO: Alexander Leditznig

Hara u Bpemsi: 05-05-2020 07:45:16

Jluuo, BoiAaBIee cepTU(UKAT: Alexander Leditznig

J0JIKHOCTD ! DKCrepT OT/IeNa KauecTsa

Jata u Bpems: 05-05-2020 07:45:16
Crpannna 4 / 8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.
JlanHBIC YTBEP>KACHBI OTBETCTBECHHBIM JIHIIOM.



) NOVARTIS

Beinymeno:

Hosaptuc ®apma [lteitn AT’
laddxayzeprurpacce

4332 Illreitn

IBelinapus

CEPTUO®PUKAT AHAJIU3A
Ne CH120100448337

IIpoaykr:

I'no6anbHbIi MaTepuan Ne:

JlaTa U3roToBJIeHHS:

HopmaruBHas
JOKYMEHTAIUA

GLIVEC (I'JIMBEK) HGC 100MG.009

857733 Cepus Ne: SVN34

09-03-2020 Iporoxoxa ananusa Ne: 4100424088
DP_3752425 A R 1

Wudopmanns 06 oprannzanuy NpoBOSIIEH TECTHPOBAHNE

Omnucanue: L[Ber kancyn

HanmeHoBaHHe opranm3anuu Anpec Homep GMP ceptudukara
Solvias AG Romerpark 2 16-1723

CH-4303 Kaiseraugst
Novartis Pharma Schaffhauserstrasse 18-0750
Stein AG 4332 Stein
TecTnl TpeGoBanus Pe3yabTaTsl
Onwucanne: L[Bet cogepxkrmoro karncyn  OT GeNoro 10 KeNToro mpera Benprit
Omnucanue: CoaepkaHue Karcyi [Topormox [Toporox

Ot opamxeBoro 10 opamxeBoro ¢ OpaHkeBas HEIpO3payHas

CCPOBATHIM OTTCHKOM HCIIPO3pavHast

Onwucanue: L[BeT rpaBUpOBKH Kpacubiit Kpacubiit

Crpannma 5/8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.

HaHHHe YTBEPKIACHBI OTBETCTBECHHBIM JIMIIOM.




) NOVARTI

S

Beinymeno:

Hosaptuc ®apma [lteitn AT’
laddxayzeprurpacce

4332 Illreitn

IBelinapus

CEPTUO®PUKAT AHAJIU3A
Ne CH120100448337

Hpoaykr: GLIVEC (I''TMBEK) HGC 100MG.009
I'1o6anbubiii MmaTepuan Ne: 857733 Cepusi Ne: SVN34
TecTsl TpeboBanus Pe3yabTaThl
Omnucanue: KoJ TpaBUPOBKU NVR SI NVR SI
Onwucanue: Pazmep karcyn Howmep 1 CooTBeTcTBYET
[onmuauocTs MeTonoMm TCX: Coo0TBETCTBYET CTaHAPTY CooOTBeTCTBYET CTaHIAAPTY
Nmatuan6 CpaBHEHUS CpaBHEHUS
[HonmuaaocTs MeTotoMm BOXX: Co0TBETCTBYET CTaHIAPTY CooTBeTCTBYET CTaHIAAPTY
Nmatnnu6 CpaBHEHHUS CpaBHEHHUS
Pacnagaemocts: Komnuectso - 6
TECTUPYEMBIX €TUHULL
Pacnagaemocts: KonnuectBo - 6
pacnaBLInXCs eIUHUL B TeueHue 10 Mmun
Pacnamaemocts CootBeTcTBHE TPEOOBAHUAM CooTBeTCTBYyET
&.CHIA, EBp. ©.
PoncTBeHHbIe mpuMecH METOI0M He 6omee 3 ppm <1ppm

BOXX-MS: 507-00

Crpanuia 6 / 8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.

HaHHHe YTBEPKIACHBI OTBETCTBECHHBIM JIMIIOM.




) NOVARTIS

Beinymeno:

Hosaptuc ®apma [lteitn AT’
laddxayzeprurpacce

4332 Illreitn
IBelinapus

CEPTUO®PUKAT AHAJIU3A
Ne CH120100448337

I'1o6anbubiii MmaTepuan Ne: 857733

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

Cepus Ne:

SVN34

TecThl

TpeGoBanus

Pe3yabTarsl

[IpoayxTel pacniaga METOAOM

[IponyKThl pacnaga METOJOM
B3OXX: cymma

OOHOPOIHOCTH T03UPOBAHUS
BECOBBIM METOAOM: KOJIMYECTBO
TECTUPYEMBIX €INHHIL
OOHOPOIHOCTH T03UPOBAHUS

MHHUMYM
OOHOPOIHOCTH TO3UPOBAHUS

MaKCUMyM
O,I[HOpOI[HOCTB AO3UPOBAHUA

CTAHJAAPTHOC OTKJIOHCHHUC

BOXX: nnnuBuyanbHbIe Kaxaas

BCCOBBIM METOJOM — NmaTunuoO:

BECOBBIM METOIOM — MIMaTHHUO:

BECOBBIM METOIOM — IMaTHHUO:

He 6oiee 0,2 %
He 605ee 0,5 %

10-30

<0,05 %
<0,05 %

10

99.3 %

102.9 %

1.2%
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HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.

HaHHHe YTBEPKIACHBI OTBETCTBECHHBIM JIMIIOM.




) NOVARTIS

Beinymeno:

Hosaptuc ®apma [lteitn AT’
laddxayzeprurpacce

4332 Illreitn

IBelinapus

CEPTUO®PUKAT AHAJIU3A
Ne CH120100448337

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

I'no6anbublii MaTepuan Ne: 857733 Cepus Ne: SVN34
TecTbl TpeGoBanus Pe3yabTarsl
OOHOPOIHOCTH T03UPOBAHUS He Goxee 15.0 % 2.8%

BECOBBIM MeTOI0OM — IMaTHHUO:
IpueMiIeMasi BeJIM4nHa

OaHOPOAHOCTH JO3UPOBAHUS CooTBeTcTBHE TPEOOBAHUAM CoOoTBeTCTBYET
BECOBBIM METOI0M — MIMaTuHHO O.CIIIA, Esp. ., An.d.
KommuecTBenHOE ompeneneHne 95,0 - 105,0 % 101.0 %

Meroom BOXKX: MmatnauO

3ak/roueHue:
Cepus COOTBETCTBYET CIEIM(PHUKAIMKA HOPMATUBHOW JOKyMEHTaruu. HacTosmmuMm ymoCTOBEps0, YTO JaHHAs
uHdopmanus nouiMHHA ¥ BepHa. HapaboTka U aHanmM3 cepuu MPOBEPEHBI M COOTBETCTBYIOT TpeboBanusiM GMP.

OTBeTCTBEHHOE JIULIO: Christoph LEIBL
Jara u Bpems: 21-04-2020 14:52:52
Jluno, BrixaBiiee ceprudukar: Christoph LEIBL
JloJKHOCTD: Crapiuii cnequaiucT OTJeNa KauecTBa
Jara u Bpems: 21-04-2020 14:52:52
Crpanuia 8 /8

HacTrosmuii tokyMeHT GBI aBTOMaTHYECKH CTeHEPHPOBAH.
JlanHBIC YTBEP>KACHBI OTBETCTBECHHBIM JIHIIOM.
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