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) NOVARTIS

CEPTH®UKAT CEPUU

Brinymeno:

HOBAPTHC ®APMA CIIA

Bua Iposunnmane 1luro 131
80058 Toppe Annynunara (HA)
Hranus

JInuensns na n3rorosnenne Ne:
AM-11/2019

Ceprudukar GMP No:
IT/36/H/2019

Ne IT100200164939

Ipoaykr:

JlekapcTBennasn dgopma:

Tun ynakosku: onucrep
Paszmep ynakoekn: 3 x 10 wryk
: ITNO015738/01
Crpana HazHauenus: Poccuiickas ®enepanms
I'nobanbheiii MaTepuan No: 762593 Cepun Ne: TLK17
Jara usrorosiienns: 15-09-2021
MlaTa Beinyeka: 26-01-2022
Cpok roanocrn: 08-2026
KosnuecTBo exnunn npoaykTa:  5145.000 wryk

DEMAPA 2,5 MI' 3X10 TABJIETKH, ITOKPBITBIE TIJIEHOYHOM
OBOJIOYKOH - RU
TabJIETKH, MOKPHITHIE NIEHOYHOH 060M0UKOI

¥YnakoBouHas HHbopMan s

Ipoaykr:

I'nobanbublii MaTepuan Ne:
Jlokanbnelii MaTepuan Ne:
Ipoussoautenn:

JInmeHsns Ha M3roToBJaeHue:
Homep cepruduxata GMP:

®EMAPA 2,5 MI" 3X10 TABJIETKH, TTOKPBITBIE [TJIEHOYHOM
OBOJIOYKOH - RU
762593
762593
HOBAPTHC ®APMA CIIA
Bua INposunuumane lluto 131
80058 Toppe Annynumara (HA)
Hranusa
AM-11/2019
IT/36/H/2019

ManHble TecTOB, TpeGOBAHMA, Pe3yIbTATLI M 3AKITIOUECHNS NpPHBEACHDI B CleayloweM cepTH(HKaTe/cepTud kaTax:

Cepruduxar Ne CH120100487789
Ipoayxr: FEMARA (PEMAPA) 2.5MG.013 1x1 FCT
I'nobankueiii maTepnan 859417 Cepus Ne:SCXN7
Ne:
JlokaneHeiii MaTepnan Ne: 859417
Hara Boinycka: 27-10-2021
IpouseoauTenn: HorapTiic ®apma LlTeitn AT
Iladdxayseptpacce
4332 Ulrein
Llpeiinapus
JInuensus na 504879
H3TOTOBJIEHHE:
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Hactosaumii ceprudukar 6611 aBTOMaTHYeCKH CTeHepHpOBaH,
JlaHHble yTBePKAEHBI OTBETCTBEHHBIM JTHIIOM



Beinymeno:

U) NOV ARTI S HOBAPTHUC ®APMA CIIA

Bua IpoBununane 1lurto 131
80058 Toppe AnHyHumara (HA)
Hranuna

JInuensns na maroropacnune Ne;
AM-11/2019

Cepriduxar GMP Ne;
IT/36/H/2019

CEPTUO®UKAT CEPUU
Ne IT100200164939

Ipoaykr: ®EMAPA 2,5 MI" 3X10 TABJIETKH, [TOKPBITBIE TJTEHOYHOM
OBOJIOYKOMH - RU

Faobansueiii matepnan Ne: 762593 Cepun Ne TLK17

3akmouenne:

Hacrosmmm yrnoctosepsio, uto gannas HHOPMALHA NOHHHA H BepHa.

Hannas cepus coznana/ nponsseeHa, BKIKOYAs YNAKOBKY H KOHTPOIb, Ha BbILIEYOMAHYTOM MECTE NPOH3BOICTEA
B COOTBETCTBMH ¢ npaBunamu GMP nokanbHoro perynatopHoro opraa u cneunduxauneii PErHCTPALIMOHHOTO
YZIOCTOBEPEHHS MMIIOPTHPYIOLLEH CTPaHbl.

Hapabotka, ynakoBka u ananus cepum cooTBeTCTBYIOT Tpebosanmam GMP.

OTBeTCTBEHHOE JIHLIO: Carolina Manzo
Hata u Bpemn: 26-01-2022 12:28:51

Tun penuza: Beimyck Ha peiHOK

KommenTapuu k ceprudukary:

Brinyck Ha peiHOK

Cpok rogHocti: 31.08.2026

PPMS nomep: 1963705

Konuiectro ynakosok npu Beimycke: 5154 ynakosok

IIpoayKT npoTecTHpoBaH, NpoMapkHPOBaH 1 YNaKoBaH B COOTBETCTBUM ¢ H]J

ITNO15738/01-261219 nam.1, 3

Marepuan 830688 cepun C0180 ncnonszoran B kauecTse A®C, matepnan 859417 cepun SCXN7 Henonb3oraH B
KauecTBe Hanka.

Bo BpeMs Npon3BOACTBEHHBIX ONEpaLHii OTKIOHEHHI! He GhiI0 BBISBIEHO.

JInuo, Br11aBwee cepTHdUKAT: Carolina Manzo

HomxkHocTs: Site Qualified Person

Hata n Bpems: 26-01-2022 12:28:51
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HacTtosammii ceprudukar 6611 aBTOMaTHYECKH CreHEepHpOBaH,
HanHble yTREpKIAEHbI OTBETCTBEHHBIM JTHLIOM



> NOVARTIS

Ilponsseaeno:

Hogapruc ®apwma lreiin A’
laddxaysepurrpacce

4332 Ulreiin

Hlseiinapua

CEPTU®UKAT AHAJIU3A
Ne CH120100487789

poayxr: FEMARA (DPEMAPA) FCT 2.5MG.013

[nobanbuebiii maTepnan Ne: 859417 Cepns Ne; SCXN7
JdaTa usroroBnaenns: 15-09-2021 Mpotokos anaausa Ne: 4100484053
HopmaTnBhas DP_3748092_A R_1

JOKYMEHTAIHA:

Hngopmauns 06 oprannsauny nposoasueii Tectuposanue

HaumeHoBaHue opranusaiun Anpec Homep GMP ceprtudukata
Novartis Pharma Schaffhauserstrasse GMP-CH-1001907

Stein AG 4332 Stein

Tecrn TpeGoauus PesyabTaTel
OnHcaHue BU3YaJIbHO: L{BET TEMHO-XKEJIThIH TEMHO-3KeThIi
Onucanne Bu3yanbHo: Gopma: CoorsetcTRyeT CooTBeTcTBYET

Kpyrarie ciierka neoskoBeinyxisie

TabJIETKH, MOKPHITHIE TIEHOUHOH

060104KOH, CO CKOLIEHHBIMH

Kpasamu

Onucanye Bu3yansHo: koa CooTsercTByeT CooTBercTByeT
FPaBHPOBKH: Ha OJIHOH CTOPOHE

HaneuaraHo «FV», Ha apyroii -

«CG»
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Hactosaumii ceprudmkar Gbin aBToMaTHYECKH CreHEpHPOBaH.
HanHbie yTBepkIEHEI OTBETCTBEHHEIM JIMLIOM




U NOVARTIS

Ipousseaeno:

Hosapruc ®apma Llreiin AT
Hladdrxaysepurrpacee

4332 Ulreitn

UlIgetinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100487789

IMoanuuuocTs MeTonom TCX:
Jlerposzon

IMoanuunocTs MeToomM BIXKX:
Jletpozon

Cpennss macca

PactBopenune metonom BAXKX
Jletpozon wepes 30 mun: yncno
MCCIIEI0BAHHBIX €IHHHIL
Pacteopenne metogom BOXKX -
Jletpozon vepes 30 MHuH: 3HaueHue

CooTeeTcTBYET CTAaHIAPTY CpaBHEHNS

CooTBeTcTBY®T CTaHNAPTY CpaBHEHNS

He menee 80 %

IMpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

Fno6aneHblii maTepuan Ne: 859417 Cepusn Ne: SCXN7
Tecthi TpeboBanun PezyabraTel
Pasmepsi Busyansho: anamerp 6.1 mm
PasMepr! Bu3yansHo: Tomuuna 3.1 mm

CpaBHEHHUsA

CpaBHEHHS
104 mr
6

96 %
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HacToammii cepruduxar 6511 aBTOMaTHYECKH CreHEpHpPOBaH.
JlaHHble yTREPIKIEHBI OTBETCTBEHHBIM JHIIOM

CoorsetcTRyeT cTanaapty

CooTeeTcTBYeT cTaHmApTY




> NOVARTIS

IlponiBeneno:

Hogaptuc ®apma Illteiin AT
Hladdrxaysepinrpacee

4332 Hlreitn

Hlgetinapus

CEPTUDPUKAT AHAJIM3A
Ne CH120100487789

Mpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

I'nobanbubiii matepuan Ne: 859417 Cepusn Ne: SCXN7
TecTnl Tpeboranus PesyabTaTtel
PactBopenne metonom BOXKX - Jlerposon uepes - 94 %

30 MHH: MHHUMYM

Pacteopenne metonom BOXX - Jlerpozon yepes - 97 %

30 MuH: MakcuMyM

Pacteopenne metonom BDXKX - Jlerpozon uepes
30 mun

I[TocToponnue npumecn Metogom BIXKX,
OCHOBBIBasACh Ha 3aABICHHOM COACPKAHUA
netposona: CGS 20268

ITocTopoHnne npumecu metogom BIXKX,
OCHOBBIBAACh Ha 3aABIEHHOM COJEPKAHUH
nerposzona: CGP 72744

IMocTopoHHue npumecu metonoM BXKX,
OCHOBBIBAsCH Ha 3aABJICHHOM COJIEPXKAHHH
JIeTpo30J1a: Apyrue: eAHHHIHON
HEHJEHTH(NLIHPOBAHHOMH NPHMeECH

CooTBeTCTBHE MPHEMIIEMOCTH MO CooTBeTcTBYET
@. CIIA, Esp. @, fn. @.

He 6onee 0,3 % <0.05 %
He Gonee 0,2 % <0.05 %
He Gonee 0,1 % 0.07 %
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HacTtosmmii ceprudikar 6bu1 aBTOMaTHYECKH CreHEPHPOBaH.
Jlanmﬂe YTBEPKAEHBI OTBETCTBCHHBIM JTHLIOM




) NOVARTIS

Hponsseaeno:

Horapruc ®apma lreiin AT
[addxaysepiurpacce

4332 Ulreiin

geiinapus

CEPTH®UKAT AHAJIU3A
Ne CH120100487789

HMpoaykr: FEMARA (DEMAPA) FCT 2.5MG.013

Lnobanbuerit matepuan Ne: 859417 Cepus Ne: SCXN7
TecTnl TpeGoBanun PesyasTaTh!
Ioctoponnue npumecn BOXKX: apyrue: cymma He Gonee 0,3 % 0.07 %

HEHIEHTH(DHIIUPOBAHHBIX npUMecei MEeTo10M

B3XX, ocHOBBIBasCH Ha 3asBIEHHOM

COZIEpIKAHUK NeTpo3ona:

CyMMa Bcex npumeceii, OCHOBBIBASCh HA He 6onee 0,8 % 0.07%
3as5BNEHHOM COJEep/KaHHH NETPO30a:

OnHopoaHocTs nozupoBanns Metogom BIXKX: 10 -30 10
JleTpo3on - 4KCNo MCCTeTOBAHHBIX €HHHLL

OnHopoaHOCTE Jo3upoBaHua MeTogoM BOXKX: - 96.4 %
JleTpo3on - MUHHMYM

OnuoponnocTs n03upoBanua Metogom BOKX: - 105.4 %
Jletposon - MakcuMymM

OnHopoaHoCcTs n03upoBanua MeTogom BOXKX: - 2.5%
JleTpo30n - OTHOCHTENIBHOE CTaHAAPTHOE
OTKJIOHEHHE
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Hactoswmii ceprumkar Gbil aBTOMaTHUECKH CreHEPHPOBaH.
Janneie yTRep#KAeHb! OTBETCTBEHHBIM JIMLIOM



> NovarTIS

[pousseaeno:

Hosapruc ®apma Llteiin AT
Ulad)d}xaysepmmacce

4332 Ulreiin

Iseiiuapus

CEPTH®HUKAT AHAJIU3A
Ne CH120100487789

Ipoaykr: FEMARA (®EMAPA) FCT 2.5MG.013

Emﬁam,ubu“l MaTepuas Ne: 859417 Cepus Ne: SCXN7
Tectnr Tpebosanus Pesyantarthi
OnHoponHocTs JO3HPOBAHHUA METOIOM He Gonee 15,0 % 6.0 %
B2XKX: Jlerposon — npuemnemas BeJIHYHHa
OnHoponHocTs no3uposanus METOOM CootsetcTeHE TpeBoranmsc no ®, CooTBetcTyeT
BOXX: Jletposon CLUA, Egp. @, SIn. .
Konnuectrennoe onpenenenne MeToaoM 95,0 - 105,0% 98.7 %

BOXX: Jlerposon

3aknioyenne:

Cepus coorsetcrByer CneunguKalMu HopMaTHBHOI nokymenTaunu. Hactoammm YAOCTOREPAIO, YTO JlaHHAas
uHbOpMaLma noamHKa u BepHa, HapaGoTka 1 ananuz CEPHH NMPOBEPEHE! H COOTBETCTRYIOT TpeboBanuam GMP,

OrsercrBennoe anno: Christoph Leibl

Hata u Bpems: 26-10-2021 16:19:30

JInuo, srinasmee ceprugmkar: Christoph Leibl

HomxHocTs: QA Operations Expert

Hdata n Bpems; 26-10-2021 16:19:30
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Hacroawmii ceprudpmkar 611 ABTOMAaTHY€CKH CTEHEPHPOBaH,
JlaHHble YTBepKIeHBI OTBETCTBEHHAIM JIMLIOM




