Uy NOVARTIS

Beimymeno:
HOBAPTUC ®APMA LITERH AT
[ladpxaysepurrpacce
4332 Wlreiin
[Iseiuapus

JInuensus na wirorosaenue Ne
511620-102623372

Ceprudurar GMP Ne:
GMP-CH-1000722

CEPTUPUKAT CEPUHU

Ne CH120200557107

IIpoaykr:

JlekapcrBennas dopma:
Tun ynakoskmu:

Pasmep ynaxosku:

Crpana Ha3HAYEHHS:

PYy:

InobaneHelil MaTepuan Ne:
JaTa usrorosjieHus:

JaTa Beinycka:

Cpok roanocrn:

Koauyecrso CAHHHL NpoaAYKTA:

®EMAPA TABJIETKH, TTOKPBITBIE NIEHOYHOMU OBOJIOYKON
2,5 MI' 3X10 RU

TabNEeTKH, MOKPLITLIE MIEHOYHOI 06onoukoit

onuctep

3 x 10 wryk
Poccuiickaa @enepauus
[TNO15738/01

150368

02-05-2020

06-08-2020

04-2025

3080.000 wryk

Cepus Ne: SXK90

YnakoBouHas uHdopMauus
Ipoaykr:

I'nobansHelii MaTepuaa No:
JlokanbHbiit MmaTepuan Ne:
IMpouzBoauTenn:

JIMUEH3HA HA H3TOTOBJIEHHE:
Homep ceprudnrara GMP:

®EMAPA TABJIETKH, ITOKPBITBIE ITDTEHOYHOM OBOJIOYKOM
2,5MI" 3X10 RU

150368

144371639020

Hoeraptuc dapma Llteitn Al

Uladgdxaysepiurpacce

4332 lTeiin

Lsefinapus

511620-102623372

GMP-CH-1000722

HanHble TeCTOB, TpeOOBaHMA, PE3YNBTAThl U 3AKTIOUEHNS MPUBEIEHDI B cieayroweM cepTudukaTe/cepTH(uKkaTax:

Ne:
JlokanbHbIi maTepuan Ne:

JInueHsns Ha
H3rOTOBJIEHHE:

Ceprugurar Ne CH120100458064

Mpoaykr: OEMAPA TABJIETKH, [TOKPBITBIE [TJIEHOYHOW OBOJIOUKOM 2,5 MT
3X10RU

I'no6anbHeIit MaTepHas 150368 Cepust Ne: SXK90

144371639020

Harta Beinycka: 06-08-2020
[poussoauTens: Hosapruc ®apma Lllteiin Al
[laddxayzepitpacce
4332 WlTeiin
1geiiuapus

511620-102623372
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HacTtosuuit cepTudrkar Ob11 aBTOMATHYECKH CreHEPHPOBaH.
JlaHHble yTBePHIIEHbI OTBETCTBEHHBIM JTHLIOM




Buinyuieno:

(b NOVARTIS HOBAPTHC ®APMA IITENH AI

[Hagpxaysepiurpacce
4332 Ilreiin
LIseiiapus
JInuensus na nirotosaenne Ne
511620-102623372
Ceprudnrar GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUU
Ne CH120200557107

Cepruduxar Ne

CH120100452640

Mpoayxr: FEMARA (PEMAPA) FCT 2.5MG.013
I'nobGanbHelit MaTepnan 859417 Cepus No: SWF31
Ne:
Jlokaneusrii matepuaa Ne: 859417
JaTa BeInycka: 18-06-2020
IpousBoauTens: Hosaprtuc dapma Ilreiin AT
Mlacpxayszepurtpacce
4332 Wreitn
Lseiuapus
JInueH3na Ha 511620-102623372
H3TOTORJIEHHE:
Crpannua 2/ 9

Hacroswumii ceprudukar Obi1 aBTOMATHYECKH CreHEPHPOBAH.

ﬂal—bele YTBCPKIACHBI OTBETCTBEHHEIM JIMLIOM




' Brinyieno:
( ) N O VA RT I S HOBAPTHUC ®APMA LLITEHH Al
) [Haddxayseputpacee
4332 llreiin
IBeiinapus
JInuensus na msrorosaenne Ne
511620-102623372
Cepruduratr GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUU
Ne CH120200557107

Ipoaykr: ©®EMAPA TABJIETKH, ITOKPBITHIE TVTEHOYHOM OBOJIOUKOH 2.5 MI”
3X10 RU
Inobansueiii maTepuan Ne: 150368 Cepus Ne SXK90

3akiouenue:

Hacrosumm ynocrosepsio, uto panHas HH(OPMALIMA NOANHHHA H BepHa,

Hannas cepus co3nana/ nponsBe/ieHa, BKIIOYas yNaKkoBKy H KOHTPOJIb, HA BEILIEYNIOMAHYTOM MECTE MPOM3BOICTBA
B COOTBETCTBHM ¢ npaBknaMu GMP nokaibHOro peryIATOpHOro oprana H cneunguKaLmei perncTpaLMOHHOTO
YZIOCTOBEPEHHA UMMOPTHPYIOLIEN CTPaHbI,

HapaGotka, ynakoeka 1 aHaiu3 cepiu COOTBETCTBYIOT TpeboBanuam GMP.

OTBeTcTBEHHOE JTHLO! Enzo Sica
HaTta n Bpemsi: 06-08-2020 15:21:50

Tun penuza: Texnuueckuii penuz

KommenTapun k ceprudurary:

OTKI0HEHNH, HMEIOILHX MOTEHUHATLHOE BAHSHUE Ha COOTBeTcTBHe GMP M/UH COOTBETCTEHE paspelueHHIo Ha
MpoawKy He 3aHKcHpoBaHo.

Hanmenosanne apmauestuueckoii cyGeranumn: Jlerpozon

[lponssonuTens (hapmaweBTHYECKOH CyGCTAHLMK: Hogsapruc dapma Ilreiin AL, Lseiiuapus

PPMS 150368 015 601

Tlpencrasurens MmopTepa nepest BBOLOM cepHi B MpakiaHCKmii 060poT MOATBEPKIAET COOTBETCTBHE BROIHMOTO
JIEKapcTBEHHOrO npenapara TpedoBanuam HI: TTN0O15738/01-261219.

JInuo, BLIaBIICE cepTHHKAT: Enzo Sica
JdomKHoCTS: CoTpyaHUK OTaena KauecTra
HaTa n Bpemsi: 06-08-2020 15:21:50
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Hacroswmii ceprudukar Gbin aBTomaTHyeckn crenepuposan.

ﬂaHHble YTBEPIKICHBI OTBETCTBEHHBIM JIMLIOM



) NOVARTIS

IIpouiseneno:
Hosaprue ®apma Ulteiin AT
ladipxayzepiurpacce

4332 lreiin
HIneiiuapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100458064

ITpoaykr:

I'nodanbHelil MaTepuan Na
JlorkanbHLI MaTepuaa Ne
JlaTa U3roToB/aeHHsI

Cpok roaHocru:

TecToBasn MoHorpadus

®EMAPA TABJIETKH, MOKPBITBIE TNIEHOYHOMW OBOJIOYKOH 2,5 MT
3XI10RU
150368
144371639020
02-05-2020
30-04-2025

Cepust No: SXK90

DP_3748092_A_R_1 Ne npotokona: 4100434008

Uudopmauns o6 opraHusalmum mpoeo/siuei TecTHpoBaHme
HanmeHoranue opranuzaunn

Anpec Homep GMP ceptudurara

Novartis Pharma

Schaffhauserstrasse GMP-CH-1000723

Stein AG 4332 Stein

TecTnl TpebosaHus PesyabTatsl
OBwee konnyecTBo a3pofHBIX MUKpoopranusmos  He Gonee 2000 KOE/r <10 KOE/r
(TAMC)

OO6uiee KOTHYECTBO MIecHEBBIX rpuboR/nposokeit  He Gonee 200 KOE/r <10 KOE/r
(TYMC)

Cneunduy. mukpoopranusm Escherichia coli OtrcytcrBue B 1 1 CootsetcTBYET

3aK/a0ueHHe:

Cepua cOOTBETCTBYET CneUM(HKALIMM HOPMATHBHOH N0KyMeHTaLuy, HacTosmm y1ocToBepsio, uto aaHHas
HH(popMauus noanuHHa U BepHa. HapaGoTka 1 aHanu3 cepHu NPOBEPEHB! H COOTBETCTBYIOT tpeboBanuam GMP.

OTBeTcTBEHHOE JIHLO:
JaTa u Bpems;

JIuno, BeixaBwee ceprudurar:

JomxHocTb:
Hara u Bpems:
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Alexander Leditznig
06-08-2020 13:53:00

Alexander Leditznig
DKCnepT oTae/a KayecTea
06-08-2020 13:53:00

Hactoswuii ceprudukar Obl1 aBTOMATHYECKH CreHepHPOBaH.

JlaHHblE YTBEPKIACHLI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

IIpousseaeno:

Hogsaprtuc ®apma lreitn AT
[ladypxayszepiurpacce

4332 Ulreiin

I11geitnapus

CEPTUDUKAT AHAJIN3A
Ne CH120100452640

IMpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

I'nobansubiii MaTepnan Ne: 859417 Cepus Ne: SWEF31
JaTa U3roToB/IeHHs: 02-05-2020 [Iporoxon anaaunsa Ne: 4100427246
HopmaTtusHas DP_3748092_A R 1

AOKYMEHTALNS:

Hudopmaunsa o6 opranuzaluun npoeoasLleil TeCTHPOBAHHE

HaumeHoBanHne opraHuzaumnm Alpec Homep GMP ceprujukara
Novartis Pharma Schaffhauserstrasse GMP-CH-1000722

Stein AG 4332 Stein

Tecrsl Tpebopanus PesyabTarsl
Onuncanue: user TadneTok TEMHO-7KEThIi TEMHO-Ke/ThIH
Onucanue: popma: Kpyrasie cierka  CooTeeTcTBYeT CooTBeTcTByeT

IBOAKOBBIMYKJIbIE TAGNETKH,

MOKPBITEIE TUIEHOUHOH 06010UKOIH,

CO CKOUIEHHBIMH KpasMu.

On#canue: KON rPaBUPOBKH: Ha CooTBeTcTBYeT CooTBeTcTBYET
OHOM CTOpOHE HaneuyataHo «FV»,

Ha apyroii - «CG»
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Hactoswuii ceprudukar GbIT aBTOMaTHYECKH CreHEPHPOBAH.
JaHHble yTBEpKIEHBI OTBETCTBEHHBIM JIHLIOM



) NOVARTIS

ITponsseneno:
Hogaptuc @apwma Ilreiin AT
[Haxayseplurpacce

4332 lreiin

[Beiuapus

CEPTUDOUKAT AHAJIU3A

Ne CH120100452640

IMpoaykT: FEMARA (DEMAPA) FCT 2.5MG.013

Cnobanenerii matepuan Ne: 859417 Cepus Ne: SWEF31
TecThl TpeboBanust PesynbTaThl
Pasmepnl: auametp 6,1 — 6,3 MM 6.1 MM
Pasmepsl: ToNMMHA 2,9-3.4mm 3.2 MM
IMoanuuuocte metonom TCX: CoOTBeTCTBYET CTAHAApTY cpaBHeHHAs  COOTBETCTBYET
Jletpozon

[Moanuuuocte MeTogoM BIXKX: CootBeTtcTBYeT cTaHaapty cpasHeHus  CooTBeTcTBYeT
Jletposon

CpenHsas macca 99 - 109 mr 105 mr
Pacteopenne metogom B2XKX 6-24 6

Jletpozon yepes 30 MHH: 4HCIO

MCC/IE1I0BAHHBIX eIMHUL

PacTeopenue metonom BOXWKX - He menee 80 % 99 %
Jlerposon uepes 30 MHUH: 3HaueHHe

Q
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Hacrosawmii ceprudukaT Obin aBTOMATHUECKH CreHEPHPOBAH.

JaHHble YTBCP/KACHBI OTBETCTBEHHBIM THUOM




Uy NOVARTIS

[Ipousseneno:

Hogapruc Mapwma [lTeitn Al
Lladxaysepirpacce

4332 Llreiin

[Iseiiuapus

CEPTU®UKAT AHAJIU3A
Ne CH120100452640

elMHUYHOI HenaeHTHhMUUPOBAHHOH MTPHMECH

Mpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

Cao6anbubiii maTepuan Ne: 859417 Cepus Ne: SWF31
Tecrbl TpeboBanus Pe3ynbTaThl
Pactopenue merogom BOXKX - Jlerposon wepes - 97 %

30 MHH: MUHUMYM

Pactopenue meronom BIWKX - Jletpozon uepes - 99 %

30 MMH: MaKCUMYM

Pactsopenue MeToaom BIXKX - Jletpozon uepes  CoOTBETCTBHE MPHEMIEMOCTH 110 CooTBeTCTBYET
30 MMH @, CILIA, Egp. ®., Sn. ®.

TMocTtoponnue npumeck Metogom B2IKX: CGS He Gonee 0,3 % 0.06 %
20268

[MocTopouuue npuMect metogom BOXX: CGP He Gonee 0,2 % <0.05 %
72744

Toctoponnne npumeck Metogom BKX: apyrue:  He Gonee 0,1 % <0.05 %
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HacTtosumit cepTHdUKaT Gbll aBTOMATHYECKH CTEHEPHUPOBAH.
JlaHHble YTBEPKACHB! OTRBETCTBEHHBIM JIMLIOM




) NOVARTIS

[Ipousseneno:

HogapTuc ®apma Llreiin A
Wadypxaysepirrpacce

4332 llreiin

Iseiinapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100452640

IponykT: FEMARA (DEMAPA) FCT 2.5MG.013

FnobanbHbiii maTepuan Ne: 859417 Cepust Ne: SWF31
Tectni TpedoBanus PesyabTaThl
[Mocroponnue npumect BIXKX: apyrue: cymma  He 6onee 0.3 % <0.05 %
HEHAEHTH(ULIMPOBAHHBIX IIPUMECEi METOA0M

BOXKX:

Cymma Beex npumeceit: He Gonee 0,8 % 0.06%
OnnopoaHocTs no3uposanns metogom BOXKX: 10 - 30 10
JleTpo3on - 4HCI0 HCCneIOBAHHBIX €AHHHLL

OnHopoaHOCTh T03HpOBaHuA MeTogom BAWKX: - 95.2%
JleTpo3omn - MHHHMYM

OnHOpOHOCTH 103UpoBaHus MeTogoM BOKX: - 99.9 %
Jletpo3on - MakcUMyM

OnHopoaHoOCTE A03MpOBaHHA MeTonoMm BOXKX: - 1.4 %
JleTpo30n - OTHOCHTEILHOE CTaHAAPTHOE

OTK/JIOHEHHE
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Hactoawuii cepTudukar Gbln aBTOMAaTHYECKH CreHepHPOBaH.
JlaHHbIe YTBEp KIEHBI OTBETCTBEHHBIM JTHLIOM



U NOVARTIS

IIpouseencno:

Hoeapruc ®apma Ireiin AI'
Laddpxaysepuurpacce

4332 Ulreiin

Lisefinapus

CEPTUOUKAT AHAJIU3A
Ne CH120100452640

Ipoaykr: FEMARA (DEMAPA) FCT 2.5MG.013
I'nobdaneusii matepuan Ne: 859417 Cepus Ne: SWF31
Tecroi TpeboBanus PesynbraTh!
OIHOPOIHOCTh AO3HPOBAHUA METOLOM He Gonee 15,0 % 4.8 %
B2XKX: Jlerpozon — npuemnemas Benuumna
OnHOPOIHOCTE I03MPOBAHHA METOLOM CooTeercTeHE TabnHLe CooTtBeTcTBYET
B2XX: Jletpozon npuemnemoctu no @. CLIA, Eep. d.,

Sn. @.
KonuuecTeennoe onpeaeneHue Metoaom 95,0 - 105,0% 97.1 %

B3XX: Jlerposon

JakaoueHne:

Cepus coOTBETCTBYET CrIEUH(HKALIMH HOPMATHBHOI AoKyMeHTaUHH. HacToaumm yaocTosepsio, uto naHHas
vHpOpMaLUs NOLTHHHA U BepHa. HapaGoTka u ananuz CEPHH MPOBEPEHbI H COOTBETCTRYIOT TpeboraHuam GMP,

OTBeTcTBEHHOE JTHIO: Christoph LEIBL

Hdata u Bpemsi: 17-06-2020 15:37:06
JInuo, Be1aaBUWIEe cepTHdUKAT: Christoph LEIBL
Honmnoers: JKCNepT OTAENa Ka4ecTra
Hdara u Bpems: 17-06-2020 15:37:06

Ctpanuua 9 /9
Hactoswmi ceprudurar Gbin aBToMaTHUECKH CreHepHpoBaH,
HanHble yTBEP:KIeHbBI OTBETCTBEHHEIM JIHLIOM



