) NOVARTIS

CEPTU®UKAT CEPUU

Brinyueno:
HOBAPTHC ®APMA ILITEMH AT
Wadpxaysepmrpacce
4332 Ulreiin
Lgeiinapus

.HPIIICHISH‘H Ha M3roToBlieHHe No
511620-102648883

Ceprupurar GMP No:
GMP-CH-1001907

Ne CH120200577380

e

IMponykr:

JlekapceTBennan thopma:

Tun ynakoeknu:

Pasmep ynakorknu:

CrtpaHna HasHavenns:

PY:

Cnobanbuwrii MaTtepuas Ne:
Hata usrotoBnennsn:

Hara BBINYyCKA:

Cpok roanocru:

Konmveerso enunnny NpoayKTa:

PEMAPA TABJIETKH, TOKPBITBIE TIEHOYHOLN OBOJIOYKOH |
2,5MI'3X10 RU

TabNeTKH, MOKPBITbIE MICHOYHOH obonoukoit
Onucrep

3 x 10 wryk
Poccuiickas Denepanus
TTNOI5738/01

150368

28-01-2021

08-06-2021

12-2025

6206.000 wryk

Cepus Ne: SCEES

Ynakoeounan HHbopmauns

IMpoaykT:

I'no6anbubrii MaTtepuas Ne:
JlokanbHbIii maTepnan Ne:
IpousBoaurens;

JInuensns Ha u3roToBaeHue:
Homep ceprudmrara GMP:

PEMAPA TABJIETKH, TTOKPBITBIE IJIEHOYHOM OBOJIOYKOM
2,5MI"' 3X10 RU

150368

144371639020

HosapTuc ®apma Llreiin AT

Uladpxaysepurrpacce

4332 Ulreitn

UlBeituapus

511620-102648883

GMP-CH-1001907

|

Hannsie TecTos, TpeGosanus, PE3YIILTAThI U 3aKIII0UEHHA [IPUBEAEHD] B Clenyiollem cepTHdHkaTe/cepTHdKaTax:

Ceptudurar Ne
Mpoaykr:

Inobansuerii MaTepHa.
Ne:
JlokanesHbrii mMaTepuas Ne:

Jara BBINYycKa: 08-06-2021
Mpouseoaurenn: Hosapruc d®apma Llteiin AT
Waddxaysepurrpacce
4332 Ulreiin
UlBeituapus
JInuensns na 511620-102636149
H3rOTOBJIeHHe:

CHI120100478456
®EMAPA TABJIETKH, [TOKPBITBIE ITNIEHOYHOM OBOJIOYKOH 2,5Mr
3X10RU
150368

Cepns Ne:SCEES

144371639020
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Hactosumii ceprudpukar 6pin dBTOMaTHUECKH CreHepHpOBaH.
ﬂaHHbIE YTBEPKACHBI OTBETCTBEHHBIM JTHLIOM




Brinymeno:

U) N OVA RTI S HOBAPTHC ®APMA IITEHH AT

Madpxaysepurrpacce
4332 llTein
UIBeiinapus
JInuensus Ha u3roToseHne No
511620-102648883
Ceprudurat GMP Ne;
GMP-CH-1001907

CEPTUD®UKAT CEPUHU
Ne CH120200577380

Ceprudukar Ne
IMpoaykr:

CHI120100471706
FEMARA (DEMAPA) FCT 2.5MG.013

I'nobaneuerit maTepuan 859417 Cepus Ne: SALFS

Ne:

JlokaneHblii MaTepnan Ne: 859417

HaTta BeInycka: 26-02-2021

IMpouseoaurens: HogapTuc ®apma Llteitn Al

agdxaysepwrpacce
4332 llreiin
LiIgeituapus

JInueHsus Ha 511620-102636149

b?.m'rosnenue:
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Hacrosummit ceprudukar 611 aBTOMaTHYeCKH CTr¢HEPHPOBaH.

HaHHbIG YTBEPKIAEHBLI OTBETCTBEHHBIM JIMLIOM




' Brinymeno:
() NOVARTIS HOBAPTUC ®APMA ILITEHH AT
) Ulagdxayseprpacce
4332 Ulreiin
[seiinapus
JIluuensus Ha usrotonenne Ne
511620-102648883
Ceprudukatr GMP Ne;
GMP-CH-1001907

CEPTU®UKAT CEPUU
Ne CH120200577380

Mpoaykr: PEMAPA TABJIETKH, [TOKPBITLIE MJIEHOYHON OBOJIOYKOM 2,5 M
3X10 RU
[Cnobanbuebii matepuan Ne: 150368 Cepus Ne SCEE8

3akayenne;

Hacrosmmm YAOCTOBEPSAIO, YTO AaHHas MH(GOPMALIMS MOUTHHHA 1 BEpHA.

Hannas cepus cosnana/ NPOM3BEICHA, BKIIOYAA YIAKORKY H KOHTPOIIb, Ha BBILIEYTIOMAHY TOM MECTE MPOU3BOICTRA
B COOTBETCTBMM ¢ nparunamu GMP nokansHoro PEryIATOPHOTO OpraHa v crieuupuKaLmnei PEerHCTPauHOHHOTIO
YIOCTOBEPEHHUS HMITOPTUPYIOILEIT CTPaH®I.

Hapabotka, ynakoBka u aHamus CEpHH COOTBETCTBYHOT TpebosaHusam GMP,

OTBeTCTBEHHOE THLO: Martina Lo Gioco
JdaTa u Bpems: 08-06-2021 10:46:21

Tun penusa: Beinyck cepun

Kommenrapuu k ceprudurary:

Boimyck ¢ yenosusmu tonsko mis Poccim. Hanbnefias ancTpubyuns B 1pyrue CTpaHbl HAXOANTCA B MOJIHOII
OTBETCTBEHHOCTH NPUHUMAIOLIEH nioimaaky,

OTKIOHeHHI], HMEIOUIHX NOTEHIUHAbHOE BAMSHHE HA COOTBETCTRHE GMP w/unu cooTBeTCTRHE paspeleHuio Ha
NpoJaxy He 3a()MKCHPORAHO.

HanmeHoraHue (apmaleBTHIeCKOI cyberanmun: Jletposon

ITpouseonnrens dbapmanesTHuecKoi cyberanunn: Hopapruc dapwma Illtedin AT, Ilipeituapus

PPMS 150368 017 601

llpeacrasurens umnoprepa nepen srogom CEpHH B TPax1aHCKHI 000POT NOATBEPIKIAET COOTBETCTRHE BRO3UMOTD
JICKapCTBEHHOTO npenapara Tpebosannam HJT: TT N015738/01-261219 usm.1, 3.

JInuo, BeiaBwee cepTudurat: Martina Lo Gioco
JomxkHoeTs: CoTpynHuk oTmena kavecTea
Hara n Bpems: 08-06-2021 10:46:21

Crpanuua 3/ 10
Hacrosiumit ceprudukar Gbin aBToMaTHIeCKH CreHepUpPOBaH.
JlaHHbIe YTBeps K AeHBI OTBETCTBEHHBIM JTHLIOM




) NOVARTIS

[Tpousseneno:
Hogapruc dapwma Llreitn AT
Hlapdxayzepurpacee

4332 Ilreitn
[seitiapus

CEPTHO®UKAT AHAJIN3A
Ne CH120100478456

Mpoaykr:

I'o6anbubiii MaTepuan No
Jlokanbublii MmaTepuan N
JdaTa u3rorornenus

Cpoxk rognoctn:

Tectoras MoOHorpacgun

PEMAPA TABJIETKH, [TOKPBITHIE [NTEHOYHOH OBOJIOYKOHR 2,5 Mﬂ
3X10RU

150368
144371639020
28-01-2021
31-12-2025

Cepusn Ne: SCEES

DP_3748092_A_R_1 Ne nporokona: 4100452639

WHpopmanns o6 opranmsammn NpoBOAsiIIEH TecTHpOBaH e
Haumenosauue opranmarmy

Alnpec Homep GMP ceprudmkara

A

Novartis Pharma Schaffhauserstrasse GMP-CH-1001908

Stein AG 4332 Stein

TecTnl TpeGoanns PesyabTaTer _’
OG1uee KonuuecTro a3pO0HBIX MHKpOOPraHu3sMor  He Bonee 2000 KOE/r <10 KOE/r

(TAMCO)

Obmee KonnuecTBO MaecHerbIx rpuGos/apoxkeit  He Gonee 200 KOE/r <10 KOE/r

(TYMC)

Cneunduy. mukpoopranusm Escherichia coli Orcyrereue B 1 1 CooteercTryer

3akmoyenue:

Cepusi COOTBETCTBYET CrieH(HKaLMH HOpMaTHBHOM ToKymeHTaunn, Hactosmum YAOCTOBEPSIO, YTO JaHHas
MH(OPMALMS T0UTHHHEA 1 BepHa. Hapaorka u ananus CEPHU TPOBEPEHBI U COOTBETCTRYIOT TpeboBannam GMP.

OTBeTcTBEHHOE THNO:
Hata u Bpems::

JIuuo, Beigasuree cepTHHUKAT:

HdonxHoeTn:
HdaTta u Bpems:
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Alexander Leditznig
26-05-2021 12:17:46

Alexander Leditznig
DKCIepT 0T/1e/a KavecTsa
26-05-2021 12:17:46

Hactosumii ceprudmxar 611 aBTOMATHYECKH CreHePHPOBaH.

ﬂaHHLIC YTBEPACHBI OTBETCTBEHHBLIM JTHLOM



) NOVARTIS

IIpousseneno:

Hogapruc ®apma lreiin AI'
IladpxayzepmTpacce

4332 Ulreiin

Ulseiiuapus

CEPTHOUKAT AHAJIU3A
Ne CH120100471706

ITpoaykT: FEMARA (PEMAPA) FCT 2.5MG.013

I'1obaneHblit MaTepnan Ne: 859417 Cepus Ne: SALF8
Jara uzrotoBnenns: 28-01-2021 TpoTokon ananuza Ne: 4100445411
HopmaTtuenas DP 3748092 A R 1

JAOKYMEHTALUA:

Hudopmanus 0 opraHuzalnn npoBoAALIei] TeCTHPOBAHNE

HawnmveHoBanue opranusaumun Anpec Homep GMP ceprudukara
Novartis Pharma Schafthauserstrasse GMP-CH-1001277

Stein AG 4332 Stein

TecTnl Tpe6oBaHus Pe3yabTaThl
OnucaHue BU3YAILHO! IRET TeMHO-KeJIThI} TeMHO-KeJITBIH
Onucanue BU3yansHo; (hopma: Cootserctryer CooTBeTcTBYET

Kpyrnble cnerka 1BOAKOBBIMY KbIe
TabIeTKH, MOKPBITBIE MIEHOYHOI
000104KOM, CO CKOLIEHHBIMH
KpasgMHu.

Ctpannua 5/ 10

Hacrosammit ceprudukar Gbin aBTOMAaTHYECKH CreHEPHPORAH.
JlaHHBIE YTBEPKIEHL! OTBETCTBEHHLIM JIHIIOM



L

> NOVARTIS

[Tpouseegeno:
Hoeaprie ®apma llreiin AI
[Hadpxaysepmrpacee

4332 Ilreitn
Ieiiuapus

CEPTU®UKAT AHAJIU3A

Ne CH120100471706

Mpoaykr: FEMARA (DEMAPA) FCT 2.5MG.013

[ao6aneueiii matepuan Ne: 859417 Cepust Ne: SALF8
TecTrl Tpebopanus Pe3yibTaThl
Onucanne Busyansho: kox Cooteerctryer CootBercTryer
TPAaBHPOBKU: Ha OIHOI cTOpoHE

HanevaTaHo «FVy, Ha npyroii -

«CG»

PasMeps! BusyaneHo: IHaMETp 6,1 -6,3 Mmm 6.1 Mm
Pasmepsl Bu3yanbHO: TommHa 2.9-34 mm 3.2 MM
[MommsHocTs MeTogoM TCX: Cooreerctryer crannapTy cpauenns  COOTBeTCTRyeT
Jletpozon

[TonnuuHocTs MeTOOM BOWKX: CooTtBetcTByeT CTaHnapTy cpaBHeHus  CooTBeTCTBYyeT
Jetpozon

CpenHnss macca 99 - 109 mr 104 mr

Crpannua 6 / 10

Hactosuwmit ceprudukat 6b11 agToMaTHYeCKH CreHEPUPOBAH.

JIBHHHE YTBEPKIEHBI OTBETCTBEHHBIM JTHIIOM




> NOVARTIS

[Mpousseneno:

Hosapruc ®apma Llreiin AT
HUladxaysepirpacce

4332 LWTeiin

Hlpeiiuapus

CEPTUDOUKAT AHAJIN3A
Ne CH120100471706

L

Mponykr: FEMARA (PEMAPA) FCT 2.5MG.013

CnoBanbumiii matepuan No: 859417 Cepus Ne: SALF38
Tectnl Tpedosanus PesyibTaTel
Pacteopenue metonom BRIKX Jletpososn yepes 30 6 - 24 6

MHH! YHCJIO MCCTEI0BAHHBIX €MHHMUIL

PactBopenne Metonom BIKX - Jletposon uepes  He menee 80 % 97 %

30 mMuH: 3HaveHue Q

PacTopenue metonom BIXKX - Jletposon yepes - 96 %

30 MHH: MHHHMYM

PactBopenne metogom BIXKX - Jletposon yepes - 98 %

30 MuH: MakcHMyM

Pacteopenne metonom BOIKX - Jletposon wepes  CoortsercTBHE NPUEMJIEMOCTH 110 CooTtBercTtryer
30 mun o, CILIA, Esp. @, sn. O,

Iloctoponnue npumecn metogom B3XKX, He Gonee 0,3 % 0.06 %
OCHOBBIBASICH Ha 3asBIICHHOM COEPKaHHMU

@Tpoaoﬂa: CGS 20268

Crpannua 7/ 10
Hacrtosiwuuii ceprudukar 6s11 asromariuecky CreHEpHPOBaH.
HanHble yTBEpXICHbBI OTBETCTBEHHBIM THLIOM




b NOVARTS

[pouseeneno:

Hosapruc ®apwma Iliteiin AT
L[Ja(prbxayxepmmacce

4332 Wlreiin

Igeiiuapus

CEPTUDHUKAT AHAJIM3A
Ne CH120100471706

Ipoaykr; FEMARA (DEMAPA) FCT 2.5MG.013

I'no6anbubrii MaTepnaa Ne: 859417 Cepus Ne: SALF8
TecThl Tpedosannsn PesyabTaTh!
[Toctopontue npumecn meTonom BOXKX, He 6onee 0,2 % <0.05 %

OCHOBBIBAsACHL Ha 3aABIECHHOM ColepKaHuu
Jietposzona: CGP 72744

[ocTopotuue npumecn MeTomom BOXKX, He Gonee 0,1 % 0.08 %
OCHOBBIBasiCh Ha 3adABI€HHOM COICpkKaHHU

NIE€TPO30JIa: APYTHE: e AHHHY HOT

HEUIEHTHQHLUMPOBaHHOI TIpiMecH

IMocropounne npumecn BIIKX: Apyrue: cymma He 6onee 0.3 % 0.08 %

HEHEHTHOUIUPOBAHHBIX npuMeceli MeToxoM

B3JKX, ochoBbisasch na 3asABJICHHOM

co,uep;xar—mu .I]CTpO:iDIIa:

CymmMa Beex NpHMecel, 0OCHOBBIBasCH Ha He Gonee 0,8 % 0.14%
3aABJICHHOM COepKaHNH NeTposona:
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Hactosmuii ceprudpmkar 6o ABTOMAaTHYECKH CreHePHPORAH.
HanHble yTBepkaeHbI OTBETCTBEHHBIM JIHLIOM




H NOVARTIS

L

Ipouzseneno:

Hosapric ®apma Illreiin AT
[Hapdxayzepurrpacee

4332 llreitn
Ulseiinapns

CEPTUDUKAT AHAJIU3A
Ne CH120100471706

IMponykT: FEMARA (DEMAPA) FCT 2.5MG.013

[noGanenuiii matepuan Ne: 859417 Cepusi No; SALF8
TecTnl TpebGosanusn PesyabraTh
OuHoponHOCTE K03MpOBaHNs METO0M 10-30 10

BOXX: Jletposon - yncno HCCIIeJ0BAHHBIX

eMHHNLL

OnnoponHocTs [IO3MpOBaHHA METOIOM - 97.0 %
B3XX: Jlerposon - MHHHMYM

OnHoponHocTs n03MpoBanus METO/I0M - 101.8 %
B2XX: Jletposon - MaKCHMYM

OnxopoanocTs NO3UPOBAHHMA METOIOM - 1.3%
B2XXX: Jlerposon - oTHocHTebHOE

CTaHIAPTHOE OTKIOHEHHE

OnxopoaHOCTh 103MpOBaHus METOIOM He 6osee 15,0 % 3.2%
B3XX: Jletposon — npuemnemas Bennumna

OZLHoponHOCTh 103UPOBaHUA MeTOTOM CoorsercTsHe Tabnuue CoorserctByer

BOXX: Jletposon

L

npuemnemocty no @, CILIA, Epp. @.,

. @,
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Hactosiuwmit ceprudmkar 6611 apToMaTHueckn CreHepHpOBaH.
HEHHbIE YTBEP)KAEHB! OTBETCTBEHHBIM JTHLIOM




) NOVARTIS

Ipounsseacno:

Hosapric dapma llteiin AT
Wadpxaysepurrpacce

4332 Ulreiin

[Iseiinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100471706

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

Fiobaneubiii matepuan No; 859417 Cepusi Ne; SALF8

TecTh! TpeGoBanus PesyabTaTer

||

Konuuecreennoe OMpeIeNIeHHe METOIOM 95,0 - 105,0% 98.4 %
BOXKX: Jlerpozon

e

3akaovenue:

Cepus COOTBETCTBYET CrieLHUKALIMN HOPMATHBHO ZokymenTaunn. Hacrosmum ynocrosepsio, uto nannas
UH(OOPMALINs NOATHHHA 1 BepHa. Hapaborka u ananus CCPHH MPOBEPEHLI H COOTRETCTRYIOT TpeGosanmsm GMP.

OTeercTBEHHOE THLO: Alexander Leditznig
Hata n Bpema: 18-02-2021 14:27:17
Jluuo, Be1gasinee cepTHhHKAT: Alexander Leditznig
HdokHocTs: DKCnepT oTaena KkauecTea
HaTa n pems: 18-02-2021 14:27:17

Crpanuua 10/ 10
Hactosimmii ceprudukar 6611 asromatiyeckn CreHEPUPOBAH,
JlaHHbIe YTBEPIKIEHE! OTBETCTBEHHBIM THLIOM




