b NOVART]S

Buinyweno:

HOBAPTHUC ®APMA CIIA

Bna IMpoennmane luto 13 1
80058 Toppe AHHyHIMaTa (HA)
Hranns

Juuensus na wsrotosaenne Ne:
AM-11/2019

Ceprudukar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200155329

Ipoaykr:

JlekapeTrennas popma:
Tun ynakobku:
Pasmep ynaxorku:

CTpana Hasuavenns:
CnodaneHbiii MaTepua No:
Hara H3roTOBJIEHHA:

Hata Beinycka:

Cpoxk roanocru:

Konnuecrso eannny npoaykra:

DEMAPA 2,5 MI" 3X10 TABJIETKH, TTOKPBITLIE [JIEHOYHOH

OBOJIOYKO} - RU

TabIETKH, NOKPLITHIE MJICHOYHO# 000T0uKOIH
Gnucrep

3 x 10 wryx
I[TN015738/01
Poccniickas Denepauus
762593

29-03-2021

21-07-2021

02-2026

6465.000 wrryx

Cepus Ne: TIP74

Ynakoeoynas HHbopmMauus

[Mpoaykr:

Cnobansukiii Matepuasn Ne:
Jlokansuuiii MaTepuan No;
[Mponssoanrens:

Jluuensus na u3rotToseHme:
Homep ceprugmrara GMP:

®EMAPA 2,5 MI" 3X10 TABJIETKH, [TIOKPBITBLIE [INTIEHOYHOH

OBOJIOYKOJ - RU

762593

762593
HOBAPTHUC ®APMA CIIA
Bua IMposununane 1lnto 13]
80058 Toppe AnHyHnumara (HA)
Wranus
AM-11/2019
IT/36/H/2019

HaHHble TecToR, TpeboBaHus, pesyabTaThi 1 SAKITIOUCHNSA NPUBENCHbI B ClIeyIoLIeM cepTuduKaTe/cepTHpuKaTax:

CepTugukar No
Hpoaykr:

H3rOTOBJIEHHe:

CHI120100476315
FEMARA (PEMAPA) 2.5MG.013 1x] FCT

Cnobanbubrii MaTepuan 859417 Cepust No: SAXWS
Ne:
JlokanbHbrii MaTepHas Ne: 8594]7
Hata Beinycka: 26-04-2021
Ipoussoanreny: Hosaptic ®apwma Iltejig AT
I_anJc]JxayzepuJTpacce
4332 Ulreiin
Ulseluapus
JInuensus na 504879
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Kuyant
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Hacrosuumii ceprugurar 6o ABTOMATHYECKH CreHEePUPOBAH.
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Beinyuieno:

(’) N O VA RTI S HOBAPTHC ®APMA Cr1A

Bua Ilposunupane [luro 13]
80058 Toppe AHnyHIMaTa (HA)
Hranus

JInuensus ya H3T0TOBIeHne Na:
AM-11/2019

Ceptuukar GMP No:
IT/36/H/2019

CEPTUDUKAT CEPUHU
Ne IT100200155329

IMpoaykr: DPEMAPA 2,5 MT" 3X10

OBOJIOYKOM - RU
Fno6ansubii MaTepuan Ne: 762593 Cepus Ne TIP74

TABJIETKH, [TOKPBITBIE [UTEHOYHOH

3akmoyenpe:
Hacrosmum YIOCTOBEPALO, YTO qaHHas HHpOpMarng MOAJTHHHA W BepHa,
Hannas CepHd cosnana/ NPpOH3BeneHa, BrIOYyay YNaKOBKY W KOHTPOJE, Ha BRILIEYIOMAHYTOM

YIOCTOBEpeHus HMIOPTHPYIOwIel cTpatL.
Hapa6orka, NMaKOBKa M aHAu3 cepuu COOTEETCTBYIOT TpeGoBaHngm GMP,

OTBeTeTBeHHOE JIHLLO; Carolina Manzo
Hata u Bpemsi: 21-07-2021 17:36:37

Tun penuza; BLIYCK Ha phIHOK

JIuuo, Bbiaagumee cepTudukar: Lucia Giordano
HomxuocTn: AS&T Specialist
Hata u Bpems: 03-08-2021 17:23:32

Crpanuua 2/ 8
Hactoamuii cepTuukar Gui aBTOMATHUYECKH CreHEpHUpOBaH.
Hauubie yrepsxaenp OTBETCTBEHHBIM THI[OM




Brinyweno:

U) NOV ART IS HOBAPTUC ®APMA CIIA

Bua [Tposununane [nro 131
80058 Toppe AnHyHumaTa (HA)
Hranua

Jluuensus va usrorosaenire No:
AM-11/2019

Ceprudmrar GMP No:
IT/36/H/2019

CEPTU®UKAT CEPUH
Ne IT100200155329

!ﬁpoaylﬂ: ®EMAPA 2,5 MI" 3X10 TABJI ETKH, NOKPBITBIE TVIEHOYHOI
OBOJIOYKOH - RU
F'noGanbuerii MaTepuas Ne: 762593 Cepust N TIP74

Kommenrapun k cepTudukaTy:

Brinyck Ha perrok

Cpox roanxoctu: 28.02.2026

PPMS Homep: 1946467

Kommaectso ynakosox NpH BBIITYCKE: 6465 ynakoBok

IMpoxykT npotectuposan, MPOMapKUPOBAH M YNAKOBAH B COOTBETCTBUH ¢ HI
[TNO15738/01-261219 nam. 1, 3

Bo Bpems npoussoncteenmbix ONepaumit OTKIOHeHHIT He GbIIO BBISBIIEHO,

Matepnan 830688 cepun CO170, HanmenoBanue Jletpo301/DS 02 uenonssopan KavectBe ADC,

Matepuan 859417 cepun SAXWS, HaumeHoBanme FEMARA (®EMAPA) 2.5MG.013 1x] FCT ncnonbzoran s
Ka4yecTBe Oanka.

[Tpouseoantens ADC:
Hosaptuc ®apma Illteiin A
Schaffhauserstrasse

4332 Stein

LBefiuapus

Crpanuua 3/ 8
Hacrosmmii ceprudikar 6in ABTOMATHYCCKH CreHepHpOBaH.
JlaHHbie YyTBEPIKIEHBI OTBETCTBEHHBIM JIHIIOM




> NOVARTIS

ITpouseeneno:
Hosaptie ®apma Ilreiin AT
Wladdpxaysepmrpacce

4332 llreiin

HIreiinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100476315

Ipoaykr: FEMARA (DEMAPA) FCT 2.5MG.013
[nobanbueiii matepuan No: 859417 Cepus Ne; SAXW3S
Mata usrotornenns: 29-03-2021 Mporoxosn ananusa Ne: 4100450894
Hopmatuphas DP_3748092_A R _|

AOKYMeHTauus:

]
1

Hupopmauns 06 opranmsawmn NpoBOnsiIeli TecTHpoBanme

Haumenopanue OpraHu3anuu Anpec Homep GMP cepTHduKkaTa
Novartis Pharma Schafthauserstrasse GMP-CH-1001277
Stein AG 4332 Stein
[Iecn,l TpeGosanus PesyabTaTel j
Onucanne Busyansho: user TEMHO-KeNThIii TEMHO-)KENTHIH
Onucanue BusyansHo: dopma: CooteercTRyer CootBercTRyer

Kpyrisie cnerka ABOSKOBAITIYKJTbIE
TaBIeTKH, NOKPHITEIE MICHOYHOI

060J109K0il, CO cKomeHAbIMH

KpasMHu

Onucanne Busyansho: kon Cooteercrayer CootsercTByer
TPaBHPOBKHM: HA OJHOIi CTOpOHe

Hanedatano «FV», Ha npyroii -

«CG»

Crpannua 4 / 8
Hacroswmii CepTH(UKAT ObL1 ABTOMATHYCCKH Cre€HEPHUpPOBAH.
Hannsie yTrep:kaens OTBETCTBEHHBIM JIMLIOM




b NovARTS

[Ipousseneno;

Horaprie dapma Ulreiin AT
Wadxaysepurpacce

4332 Ireitn

Useiinapus

CEPTUOUKAT AHAJIN3A

Ne CH120100476315

[poayxr: FEMARA (PEMAPA) FCT 2.5MG.013

Cnobansuerii MaTepuan No: 859417 Cepus No: SAXWS
@cn.l TpeGosanns Pe3yanTaTe:

Pasmeper Busyansno: IHametp 6,1 —6,3 Mmm 6.1 MM

Pasmeprr Bu3yansHo: Tonmmna 2,9-34 MM 3.1 mm

Hoamuunocts Metonom TCX: Cootsercrayer CTAHAAPTY CpaBHEHHS CooterctByer cTaHgapTy
Jetposon CpaBHeHHs

[MonnuunoeTs MeTon0M B3XX: Cootsercrpyer CTaHOapTy CpaBHEHHs CootrercTayer CTaHnapry
Jletpozon CpaBHeHHA

Cpennas macca 99 - 109 mr 103 mr

Pacteopenne metonom BOIKX 6-24 6

Jletposon yepes 30 mun: yneno

MCCNIEIOBAHHBIX e1HHHI

PacTeopenne Metonom BAJKX - He menee 80 % 98 %

Jletposon uepes 30 mun: 3uauenme

Crpanuua 5/ 8

Hactosumii cepruduxar Gui1 ABTOMAaTHYECKH CTeHEPUPOBaH.

HaHHb[e YTBEPKIAEHBI OTBETCTBEHHBIM JTHLOM




> NOVARTIS

[Tpousseneno:

Hosapruc dapma Iiteiiy AT
I_Ua(p(pxayaepunpacce

4332 Ulreiin

Ulretinapusg

CEPTUDOUKAT AHAJIN3A
Ne CH120100476315

HMpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

Inobansuiii MaTepuan Ne: 859417 Cepust No: SAXWS

Tpetosanus PesynbTath
OXKX - Jlerpozon uepes - 96 %

PacTeopenue MeTonom B
30 Mun: MHHHMYM
PactBopenne metonom BOXKX - Jletposon uepes - 100 %

30 mun: MaKCHMYM

PactBopenue metonom BOXX - Jletposon vepes  CooTeeTcrane MTPHEMIIEMOCTH o Cootserctayer
30 Mun @. ClIA, Ep. @, fIn. .

TocToponnue NIPUMECH METO10M B32IKX, He 6onee 0,3 v, 0.06 %
OCHOBBIBAsCH Ha 3asBIeHHOM collepkanun

JeTposona: CGS 20268

HocropoHHne NpHUMECH MeTo oM BDXX, He Gonee 0,2 9 <0.05 %
OCHOBBIBAsICk Ha 3agBNIeHHOM coaepxkanmu

JIeTpozona: CGP 72744

[MocToponnue fipuMecH MeTonom BAXKX, He 6onee 0,1 % <0.05 %
OCHOBLIBAACK Ha 3aiBJIeHHOM CONepKaHMH

JICTPO30M1a: ApyrHe: enHHUYHO

Crtpanuua 6 / 8

Hactosumuii CepTH(HKAT Bbin 4BTOMATHYECKH CreHepHpoBaH,
Naunsle yTBepsknens: OTBETCTBEHHBIM JIMIIOM




) NOVARTIS

ITponsseaeno:

Hogapruc Papwma Ilreiin AT
LUa(D([)xayacmepaccc

4332 llreiin

Hleiiuapus

CEPTH®UKAT AHAJIM3A
Ne CH120100476315

Mpoayxr: FEMARA (®EMAPA) FCT 2.5MG.0T3

Cnobansuwrii MaTepuan Ne: 859417

Cepus No: SAXWS

TecTrr Tpedoanusg
IMocropontue fipameck BOXKX: npyrue: ¢ymMma  He 6onee 0.3 %
HeHICHTHPHLMpPOBaHHEIX npuMecelt MmeTomgom

BOXX, OCHOBRIBAsACKH Ha 3asBJIEHHONM

CONepKaHuH NeTposona:

Cymma Beex NpUMECeH, 0CHOBKIBasICE Ha He 6onee 0,8 % 0.15%
3aABNCHHOM comepskanuy JeTposona:

PesyibTaTh
0.08 %

OnnoponnocTs A03HpOBaHKS MeTonom BIKX: 10-30 10
Jletposon - yuco MCCIIEI0BAHHBIX e MM

OnHoponnocTs AO3HpOBaHuS MeToOM BIJKX: . 97.0 %
Jletposon - MHHHMYM

Onnoponwocts A031poBanus MeTonom BIJKX: - 99.3 %
Jletposon - MakCHMyMm

Onxoponnocts A03upoBaHuA MeTonoM BO)KX: - 0.7%
JleTposon - otHockTeBHOE CTaHZapTHoe
OTKIOHEHHe

Crpanuua 7/ 8

Hacrosuuii cepTHUKaT Gbin ABTOMaTHYeCKH CreHepHupoBaH,
Hanueie yTeepixaenp OTBETCTBEHHBIM THI[OM




0 NOVARTIS

Ipouseeneno:

Hosaptic ®apwma Litejiy AT
LUa(]n]Jxayzemepacce

4332 Ulreiin

Wseituapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100476315

Hpoaykr:

FEMARA (PEMAPA) FCT 2.5MG.013

Cno6ansuwiii MaTepuan Ne: 859417 Cepus Ne: SAXWS

Tpedosanus
He Gonee 15,0 9%

Pesyabtarei
21%

OnnoponnocTs AO3UPOBAHHUA METOIOM
B3XKX: Jletposon — NpueMieMas Benmuumupa
Onxoponnocrs A03UpOBaHUA MeToMOM CootsercTane Tabnnue Coorserctayer

B3XX: Jlerposon fpremneMoctu o @, CIIIA, Esp. @,
An. O,
Komugectsenyoe OnpenesieHHe MeTo10M 95,0 - 105,0% 98.2 %

B3XX: Jlerposzon

3akarouenye:

Cepus COOTBETCTBYET Crieunukary HOPMAaTHBHON 10KyMeHTaLMy, Hacrosurm YOOCTOBEPSAIO, 4TO 1aHHas
MHQOPMaus noatunma i BepHa. HapaGotka u ananus CEPHH NpOBepeHs! u COOTBETCTBYIOT TpeGoBatmsam GMP.,

OTBercTBenHOe ANIO: Christoph Leib]
Hata u Bpems: 23-04-2021 15:54:52
JInuo, Bbiaasmee cepTudukar: Christoph Leib]
Honmxuocrs: QA Operations Expert
HAata u Bpems: 23-04-2021 15:54:52

CrpaHuua 8 / 8
Hactosmmii CEPTH(HUKAT BbL aBTOMaTHYECKH CreHepHpoBaH.
Hauuere yreepxnens OTBETCTBEHHBLIM NTHLIOM




