Oighatly signed by Parferova Olga

DN: de=com. de=novarks, ousestemal-gold,
serialNumosr= 3027156, cnePartencva Olga
Reason:

ik - 7%

Dale; 2022.07.21 1061.22 *0500°

Parfenova
Olga

> NOVARTIS

Buinymieno:

HOBAPTHC ®APMA CIIA

Bua I'lporunimane Hluro 131
80058 Toppe AnnyHumara (HA)
Hranus

JIHieH3Ha HA H3IroToBJIcHHe Ne:

AM-11/2019
Cepruduxar GMP Ne:
IT/36/H/2019

CEPTU®HUKAT CEPUHA
Ne IT100200176220

Ipoaykr:

JlekapcTBenHas (opma:

DEMAPA 2,5 MI" 3X10 TABJIETKH, [TOKPLITLIE ITIEHOYHOH

OBOJIOYKOH - RU
TabJIeTKH, MOKPHITHIE TIJIEHOYHOH 060104K O

Tun ynakosku: 6nucrep

Pasmep ynakoBku: 3 x 10 wTyk

PY: ITN015738/01

CTpana HazHAYeHHA: Poccniickas ®eneparus

Ino6anbubiil MaTepuan Ne: 762593 Cepns Ne: TPM72
JlaTa H3rororienus: 21-03-2022

JlaTta BeInycka: 05-07-2022

CpoK roaHocTH: 02-2027

Koanuecrso ennnnn npoaykra:  26815.000 mryx

YnakoBounas unpopmanun

Mpoaykr:

DEMAPA 2,5 MI" 3X10 TABJIETKH, I[TOKPBITBIE [JIEHOYHOM

OBOJIOYKOH - RU

I'nobanbubii maTepuan Ne: 762593
JlokanbHbIil MaTepuaa Ne: 762593
IIponsBoanTenns: HOBAPTHC ®APMA CIIA

Bua INpoeunumane lluro 131
80058 Toppe AHHyHumarta (HA)

Hranua
JIHueH3HA HA H3roTOBJIEHHe: AM-11/2019
Homep ceprupnkxara GMP: I1T/36/H/2019

MaHHbie TecToB, TpeGOBaHMS, pe3yNILTATH H 3aKTIOYEHHA NPHBEEHE! B CNEAYIOUIEM cepTHHKaTe/cepTH(UKaTaX:

Ceprudukar Ne CHI120100498856
IMponayxr: FEMARA (®EMAPA) 2.5MG.016 1x1 FCT
I'no6ankHblii MaTepHan 863070 Cepna Ne:SENAS
Ne:
JloxkaneHelil maTepuan Ne: 863070
JaTa Bhinycka: 01-06-2022
Ipounseoaurens: Hosapruc ®apma lllreiin A
Iaddxaysepmrpacce
4332 Illteitn
IiIsefinapus
JIuuensus Ha 504879
H3roTOB/IeHHE;

Crpannua 1 /7

HacTosmuii cepTudmkar 6b11 aBTOMaTHUECKH CreHEepHPOBaH.

JlanHble yTBep:KIeHBI OTBETCTBEHHBIM JIHLIOM




Boinymeno:

U) NOVARTI S HOBAPTHC ®APMA CIIA

Bwua ITposnnimane Illuto 131
80058 Toppe Annynumara (HA)
Hranus

Jlunensna na usrorosiaenne Ne:
AM-11/2019

Cepraduxar GMP Ne:
1T/36/H/2019

CEPTHO®HUKAT CEPUHA
Ne I'T100200176220

Hpoaykr: GEMAPA 2,5 MI' 3X10 TABJIETKH, ITOKPBITBIE TUIEHOYHOM
OBOJIOYKOH - RU

Ino6anbublii MaTepuan Ne: 762593 Cepua Ne TPM72

Zaxkawuenune:

Hacrosiiuum ypoctoBepaio, 4To JaHHad HHGOPMaLKs MOLTHHHA H BepHa.
Hannas cepus cosiaHa/ IPOU3BE/ICHA, BKITIOYAA YTIAKOBKY H KOHTPOJIb, Ha BBILIEYNIOMAHYTOM MECTE NPOM3BO/CTEA
B COOTBETCTBHH ¢ npasuniami GMP iokabHOro pery/sTopHoro opraHa M crietHHKaLMel perneTpalMoHHOT0
YAOCTOBEPEHHA HMIIOPTHPYIOLIECH CTPaHBI.

I1pon3BoacTBO, YNaKkoBKa H aHAIM3 CEPHM COOTBETCTBYIOT TpeGoBanuam GMP,

OTBeTCcTBEHHOE JIMLIO: Carolina Manzo
Jdata u Bpems: 05-07-2022 11:00:56

Tun penuza: ceprudukaums cepum

KommenTapuu k cepTHhukaTy:

Beinmyck Ha pbIHOK

Cpok rognocrtu: 28.02.2027

PPMS Homep: 1963705

KonnuecTro ynakoBok npH Beinycke: 26815 ynakoBok

[TponyxT npoTecTHpoBaH, NPOMapKHPOBAH M YNAKORAH B cOOTRETCTBUH ¢ HJJ

TINO15738/01-261219 u3m.1, 3

Marepuan 830688 cepun C0190 ucnionszoran B kauecte ADC, matepuan 863070 cepun SENAS Henons3oBaH B
KauecTBe Oanka.

Bo Bpems NpoH3BO/ICTBEHHBIX ONEPALIHI OTKJIOHEHHIA He BbIJIO BBIABIECHO.

JInno, Bo1iaBuIee cepTHRHKAT: Carolina Manzo

JonxHocTs: Site Qualified Person

Jara u Bpems: 05-07-2022 11:00:56
Crpanuua 2/ 7

Hacroamuii cepTidHKaT G511 aBTOMAaTHYECKH CrEHEPHPOBAH.
HaHHBIC YTBECPKACHBI OTBETCTBEHHBIM JIMLIOM



) NOVARTIS

IIponseeneno:

Hogaprtuc ®apma liteiin AT
Hlagdxaysepimrpacce

4332 Llreiin

Ieetinapns

CEPTHO®UKAT AHAJIU3A
Ne CH120100498856

Ipoaykrt: FEMARA (®PEMAPA) FCT 2.5MG.016

I'nobanbHeIi MaTepuan Ne: 863070 Cepusi Ne; SENAS
Jara n3rorosnenns: 21-03-2022 IIporokoa anannsa Ne: 4100499796
Hopmarnshasn DP_3748092 A R 1

AOKYMEHTAIMSA:

Hudopmaims o6 opranuzalyy NpoBoasiLei TeCTHPOBAHHE

HanmeHoranue oprauuzaumu Anpec Homep GMP cepthdmkara
Novartis Pharma Schaffhauserstrasse GMP-CH-1002597

Stein AG 4332 Stein

Novartis Pharma Schaffhauserstrasse GMP-CH-1002561

Stein AG 4332 Stein

Tecrni Tpeboanus PesyanTaThi
OnucaHHe BH3yalbHO: LBET TEMHO-XENTHINA TEMHO-XKeJIThIi
OnucaHue Bu3yanbHo: gopma: CoorserctByer CootsercTByeT

Kpyrmble cnerka IBOSKOBLINYKIIEIE

Ta0/IeTKH, TOKPLITEIE MIEHOYHOH

000JI04YKOMH, CO CKOLIEHHBIMH

KpasMH

OnucaHue BU3yalnbHO: KOJ CootsercrByer CootBeTcTRyeT
I'PaBHPOBKH: Ha OTHOH CTOpOHE

HaneuaraHo «FVy, Ha apyroii -

«CG»

Crpanuua 3 /7
Hacroamuii ceprHdHKkaT ObUT ABTOMaTHYECKH CTEHEPHPORAH.
JlanHble yTBEpKAECHBI OTBETCTBEHHEIM JIHLIOM



) NOVARTIS

IlponsBeneno:

Hogapruc ®apma Ulreitn AT
Iadppxaysepurpacce

4332 lreiin

LlBeituapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100498856

poaykr: FEMARA (®EMAPA) FCT 2.5MG.016

I'nobaneHelii MmaTepuan Ne: 863070 Cepus Ne: SENAS

TecTrl TpeboBanus PesyabTaThl

Pazmeps! BH3yanbHO: nHameTp 6.1 MM

Pazmeps! Bu3yansHo: TOMLIMHA 3.1 Mm

ITopnuaHoOCTE MeTosioM TCX: CooTBercTBYeT cTaHaapTy cpaBHeHns  COOTBETCTBYeET CTaHAapTy
Jlerpozon CpaBHEHMs

INopnuuHOCTE MeTonOM BOXKX: CooteercTByeT cTannapTy cpaBHennss  COOTBETCTBYET CTaHAAPTY
Jlerposon CpaBHEHHA

Cpennsis Macca 104 mr

Crpannua 4/ 7

Hacrosmuii cepTidmkar Gbin aBTOMATHYECKH CrEeHEPHPOBaH.,
JlaHHBIe YTBEpsKACHbI OTBETCTBEHHBIM JTHIIOM




> NOVARTIS

Ilpounseeneno:

Hogapruc ®apma Illreiin AT
Ilagdxaysepiurpacce

4332 llrein

1Isetinapns

CEPTHOUKAT AHAJIN3A
Ne CH120100498856

30 MHH: MaKCUMYM

Pacrropenne meronom BOXX - Jlerpozosn uepes
30 mun

TTocroponnue npuMecH Merogom BIXKX,
OCHOBBIBAACH Ha 3aABJIEHHOM COJICPKAHHH
nerposona: CGS 20268

ITpoaykr: FEMARA (®PEMAPA) FCT 2.5MG.016

I'no6anbublii MmaTepnan Ne: 863070 Cepusi Ne: SENAS
Tecthl TpeGosanus Pe3yabTaThl
Pacreopenue Metonom BOXX Jlerpozon uepes 30 6 -24 6

MHH: YHC/IO MCCTIEIOBAHHBIX €AMHMLL

Pacteopenne merogom BOXKX - Jlerpozon yepes  He menee 80 % 97 %

30 mun: 3HaueHue Q

Pacteopenune meronom BDIXKX - Jlerposon yepes - 97 %

30 MMH: MUHUMYM

Pacteopenne meronom B3XKX - Jlerposon uepes - 98 %

CooTBeTcTBHE NPHEMJIEMOCTH M0 CooTBeTcTBYET
&, CLIA, Eep. &., SAn. .
He 6onee 0,3 % 0.06 %

Crpanuua 5/ 7

Hacrosmmii cepridukar 6611 aBTOMaTHYECKH CreHepHPOBaH.
JaHHble yTBEPA#IEHB! OTBETCTBEHHBIM JIHLIOM




b NOVARTIS

IIponsBeneno:

Hograpruc dapma Lllreiin AT

Iladxaysepiurpacce

4332 Illreiin

seiinapus

CEPTUHO®UKAT AHAJIN3A
Ne CH120100498856

Ipoaykr: FEMARA (®PEMAPA) FCT 2.5MG.016
I'nobanbubiii MmaTepuan Ne: 863070 Cepus Ne: SENAS
Tectnl TpebGoBanus PesyabTaThl
IToctoponnue npumecu meronom BIXKX, He Gonee 0,2 % <0.05 %
OCHOBBLIBAACH Ha 3a4BJICHHOM COAEPKAHHH
nerpozona: CGP 72744
[Mocroponuue npruiMeck Metonom BIXKX, He 6onee 0,1 % <0.05 %
OCHOBBIBAACH Ha 3aABIIEHHOM COIEP/KAHMH
JIETpO30Ma; Apyrue: ¢AHHHIHOH
HEHJCHTHHIMPOBAHHON NpUMecH
IMocroponnne npumecu BOXKX: npyrue: cymma  He Gonee 0,3 % <0.05 %
HEHIEHTH(PULIMPOBAHHBIX TIPUMECEH METOOM
BD2XX, ocHORBIRAsACE Ha 3249BJIEHHOM
CoOepKaHUH ne'lpo3ona:
CymmMa Bcex npumeceii, OCHOBLIBAsACEH Ha He 6onee 0,8 % 0.06%
3aARJIEHHOM COZIEPYKaHHM JIETPO3071a;
Obmee KONMMYECTBO a3pOOHEIX He 6onee 2000 KOE/r <10 KOE/r
mukpoopranusmos (TAMC)
O61iee KOTHYECTBO MJIECHEBBIX He 6onee 200 KOE/r <10 KOE/r
rpubos/aposokeit (TYMC)
Cneunduy. Mukpooprannsm Escherichia coli OrcyTcTBHE OrcyTcTBUIE

Crpannua 6 / 7
Hacrosamuit ceprudukar Gbu1 aBTOMaTHYECKH CrEHEPHPOBAH.,
JlaHHEBIE YTBEPKAECHBI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

Ilponseeaeno:

Horapruc ®apma Lllteiin AT
Iladdxayseprpacce

4332 Ulreiin

lIBefinapus

CEPTUO®HUKAT AHAJIM3A
Ne CH120100498856

Ipoayxr: FEMARA (®EMAPA) FCT 2.5MG.016

I'nobanbHblii MaTepuan Ne: 863070 Cepusn Ne: SENAS

TecTnl TpeGoBanus Pe3yabTaThl

OnHOPOOHOCTE NO3UPOBAHUS METOIOM 10-30 10
B32XX: Jlerpo3on - 4HC/I0 HCCNEN0BAHHBIX
€IHHH1L

OIHOPOIHOCTE 103HPOBAHHA METOIOM -
BOXKX: Jletpozon - MUHUMYM

OnHOpONHOCTE I03UPOBAHHUSA METOIIOM -
B3XX: Jlerpozon - MakCUMyM

OnHOpPOAHOCTE AO3WPOBAHHA METOAOM -
BOXKX: Jlerposzon - oTHocHTensHOE
CTaHOAPTHOE OTKJIOHECHHE

OaHOpOAHOCTE N03UPOBAHHA METOIOM
B3XX: Jlerpozon — npuemsiemas BeHuHHA

95,6 %
98,6 %

1.0%

He Gonee 15,0 % 3.5%

OOHOPOIHOCTE NO3HPOBAHHA METOAOM
B2XX: Jlerpozon
KonuuecTeeHHOE onpeseneHie METOAOM

Cootsercrue TpeGopanusc no O.

CUIA, Esp. @., An. ©.
95,0 — 105,0%

CooteercrByer

97.4 %

BOXX: Jlerpozon

3akmouyenne:

Cepust cOOTBETCTBYET criel(pHKalNN HOPMATHBHOMN AOKYMeHTauMH, HacTosmuM y1oCcToBepsI0, YTO AaHHAs
uHpOpMaLKA NoUMHHA M BepHa. HapaGoTka 1 aHa/IH3 CepHH NPOBEPEHBI M COOTBETCTRYIOT Tpebopannam GMP,

OTBeTCcTBEHHOE JIHIO:

Christoph Leibl

JaTa n Bpems: 31-05-2022 18:28:49

JIuno, Be11aBLICe cePTHHHKAT:
JlomKHOCT:
JlaTa u Bpems:

Christoph Leibl
QA Operations Expert

31-05-2022 18:28:49

Crpanuua 7/ 7
Hacroammuii ceprudmkar GbU1 aBTOMATHYECKH Cr€HEPHPOBAH.
JlanHble yTBepskIeHbl OTBETCTBEHHBIM JTHLIOM



