Y

) NOVARTIS

Brinyueno:
HOBAPTHC ®APMA CIIA

Hranua

JInnenius Ha nirorossenne Ne:

AM-11/2019
Ceprudpnkar GMP Ne;
IT/36/H/2019

CEPTU®UKAT CEPUHA
Ne IT100200161505

Bua Ilposununane luto 131
80058 Toppe Aunynuuara (HA)

Hpoayxkr:

JlekapcTBeHHas popma:

®EMAPA 2,5 MI' 3X10 TABJIETKH, ITOKPLITBIE ITJIEHOYHOH

OBOJIOYKOM - RU
Tab/IeTKH, MOKPBITHIE MIEHOHOI 060104kl

Tun ynakoBku: onucrep

Pa3mep ynakoeknu: 3 x 10 wryk

PY: TINO015738/01

Crpana HazHa4eHHN: Poccuiickas ®enepauus

I'nobankHerii MaTepuan Ne: 762593 Cepnsn Ne: TKUSS
JlaTa u3roToBjeHns: 03-08-2021

Jarta BeImycka: 22-11-2021

Cpok roasocru: 07-2026

KosanuecTso ennnnu nmpoaykra:  4240.000 mryk

¥YnakorouyHan nndopmauns
Ipoayxr:

I'nobanbHbIi MaTepHas Ne:
JlokaabHblii MaTepnan Ne:
IlponsBoaurenn:

JInueH3ng Ha H3roTOBJIEHHE:
Homep ceprudpuxara GMP:

®EMAPA 2,5 MI" 3X10 TABJIETKH, ITOKPBITBIE TTJIEHOYHOM

OBOJIOYKOH - RU

762593

762593
HOBAPTHUC ®APMA CIIA
Bua Ilpoeunumane [luro 131
80058 Toppe Annynumara (HA)
Hranus
AM-11/2019
1T/36/H/2019

HlanHebie TecTOB, TpeGOBaNUA, Pe3y/ILTAThI H 3aKIIOYEHHS IPUBEAEHDI B CIIEIYHOLIEM cepTuduKaTe/cepTHdh MKaTaX:

H3IrOTOBJIEHHE!:

Ceprugukart Ne CHI120100486393
IpoayxT: FEMARA (®PEMAPA) 2.5MG.013 1x1 FCT
I'nobanbHblil MaTepuan 859417 Cepusa Ne:SCWRS
Ne:
JlokanbHelii MaTepnan Ne: 859417
Jarta BbInycka: 29-09-2021
IIponssoauTens: Hogaptuc ®apma Illteiin A"
laddxayzepiurpacce
4332 UlTeiin
Igeiinapus
JInueHsus Ha 504879
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HacToaumii cepridukar Obu1 aBTOMaTHYECKH CTEHEPHPOBAH.

JlanHble yTBep KAEHBI OTBETCTBEHHBIM JTHLIOM
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Boinymeno:

U) NOVARTI S HOBAPTUC ®APMA CIIA

Bua ITposununane 1llnto 131
80058 Toppe AnnyHuuara (HA)
Hranus

JInuen3ns Ha H3roToBjeHne Ne:
AM-11/2019

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

CEPTU®UKAT CEPUH
Ne IT100200161505

poaykT: ®EMAPA 2,5 MI" 3X10 TABJIETKH, ITOKPLITBLIE TIJIEHOUHOM
OBOJIOYKOH - RU

I'nobaneublii MaTepuaa Ne: 762593 Cepus Ne TKUSS

ZaknoueHHe:

HacTosmuM yAOCTOBEpPAIO, YTO JaHHas WHdopMalus NOTHHHA H BepHa.
JlanHas cepus cosaana/ NpOM3BE/EHa, BK/IKOYAA YIAKOBKY H KOHTPOJIb, HA BBILIEYNOMAHYTOM MECTE NIPOM3BOACTEA
B COOTBETCTBHH ¢ npasunami GMP JlokabHOTO PeryATOpHOTO OpraHa H crieu(HKalHei perucTpalHOHHOTO
yAOCTOBEPEHHs HMIIOPTHPYIOLIEH CTpaHsI.

HapaGoTka, ynakoBKa M aHa/H3 CEPHH COOTBETCTBYIOT TpeGoBanuam GMP.

OTBeTCTBEHHOE JHIIO; Carolina Manzo
JlaTa u Bpems: 22-11-2021 14:45:22

Tun penuza: BBIYCK Ha PHIHOK

KommeHTapHH K cepTHHKATY:

Bbinyck Ha peIHOK

Cpok roaHoctu: 31.07.2026

PPMS Homep: 1963705

KonuuecTBo ynakoBOK NpH Beimycke: 4240 ynakoBok

TIpoayKT NpoTecTUPOBaH, IPOMapKHPOBaH H YNaKOBaH B COOTBETCTBHH C HJ,

I1N015738/01-261219 u3m.1, 3

Marepuan 830688 cepun C0178 ncnons3osan B kauectse ADC, matepuan 859417 cepuu SCWRS #cnonb30BaH B
kauecTBe Ganka.

Bo BpeMs NpOM3BOACTBEHHBIX ONepalHii OTKIOHEHHHA He GbLIO BBIABIEHO.

JInuo, BuiaaBmee cepTHhuKaT: Carolina Manzo

JonmKHOCTE: Site Qualified Person

JlaTa u Bpems: 22-11-2021 14:45:22
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HacTosumii ceprudukaT ObUT aBTOMaTHYECKH CT€HEPHPOBAH.
JlaHHBIE yTREPKACHBI OTBETCTBEHHEIM JIMLIOM



> NOVARTIS

Ilpousseneno:

Hosaptuc ®apma lllreiin AI'
Iladdxaysepiurpacce

4332 Ulrein

Ulseituapusa

CEPTUO®UKAT AHAJIM3A
Ne CH120100486393

Hpoayxr: FEMARA (PEMAPA) FCT 2.5MG.013

TnoGanbHbiii MmaTepuan Ne: 859417 Cepus Ne: SCWRS5
JlaTa H3roTOBJICHHH: 03-08-2021 Iporoxon ananusa Ne: 4100483710
HopmaTHBHAaA DP_3748092 A R 1

JOKYMeHTAlHA:

Hupopmauus o6 opraHu3aluy NpoBoAALLEH TECTHPOBAHHE

HaumeHoBaHHe opraHH3aluy Anpec Homep GMP ceprudukara
Novartis Pharma Schaffhauserstrasse GMP-CH-1001907

Stein AG 4332 Stein

TecTnl Tpebopanus PezyanTaTthl
OnucaHue BH3yaJlbHO: LIBET TeMHO-XKENTHIH TE€MHO-KeNThIH
OnucaHue BH3yankHo: opma: CoOTBETCTRYET CooTBETCTBYET

Kpyrneie cnerka 1BOAKOBBINYKIIbIC

TabNeTKH, NOKPbIThIE TJIEHOYHON

0007104KOH, CO CKOLUEHHBIMH

KpasMH

OnucaHue BU3yalbHO: KO CooTBeTCTBYET CooTBeTCTBYET
rPaBHPOBKH: Ha OIHOH CTOpOHE

HaneuataHo «FV», Ha apyro# -

«CG»
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HacTtoswmii ceprudHKaT G5UT aBTOMAaTHYECKH CTeHEPHPOBAH.
,HaHHLlE YTBEPKAEHBI OTBETCTBEHHLIM JIHLIOM



Uy NOVARTIS

Ilponsseneno:
Hosaptrc ®apma Hlreiin AT’
Iladdxaysepiutpacce

4332 llrein
1IBetinapua

CEPTU®UKAT AHAJIM3A

Ne CH120100486393

Mpoaykr: FEMARA (DEMAPA) FCT 2.5MG.013

I'nobaabHbiii maTepuan Ne: 859417 Cepnn Ne: SCWRS

TecTbl TpeGopanus PesyabTathl

Pazmepe! BU3yalbHO: JIHAMETD 6,1 —6,3 Mm 6.1 Mm

PazMepsl BU3yalnbHO: TOJIIHHA 2,9-3.4 MM 3.1 Mmm

MonnmuaHocth MeTonoM TCX: CooTBETCTBYET CTaHAApTy cpaBHeHHa  CoOOTBETCTBYET CTaHAAPTY
Jletpo3on CpaBHEHHA

[MopnuuHocTh MeTogom BOXKX: CooTBeTCTBYeT cTaHAapTy cpaBHeHHa  COOTBETCTBYET CTaHAApTy
Jletpo3son CpaBHEHHA

Cpennsas macca 99 - 109 mr 104 mr

PactBopenue metonom BOXKX 6-24 6

Jletpo3zon vepes 30 MUH: YHCTIO

HCCeJOBAaHHBIX €HHHULL

Pacteopenne metomom BOXKX - He menee 80 % 98 %

Jlerpozon vepe3 30 MHH: 3Ha4YEHHE

Q
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Hactoswmii ceprudukar 66171 aBTOMaTHUECKH CTEHEPHPOBaH,

ﬂaHHblC YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

Ilponsseneno:

Hosapruc ®@apma Hlreiin AT
Uladdxayzepirrpacce

4332 Ulreiin

1IseHLapHs

CEPTU®UKAT AHAJIM3A
Ne CH120100486393

IMpoayxT: FEMARA (®PEMAPA) FCT 2.5MG.013

InobanbHblii MaTepuan Ne: 859417 Cepus Ne: SCWRS
TecTnl TpeboBanus Pe3yabTaThl
PactBopenue Metonom BOXKX - Jletpozon uepes - 97 %

30 MHH: MHHUMYM

PactBopenue metonom BOXKX - Jletposon yepes - 99 %

30 MHH: MAKCHMYM

PactBopenue meronom BIXKX - Jlerposon yepes
30 muH

INocToponnue npumecu metoaom BOXKX,
OCHOBBIBAACH Ha 3aABIIEHHOM COJEep3KaHHH
nerposona: CGS 20268

TMocTopoHHue npumecu MeToaoM BOXKX,
OCHOBBIBAACh Ha 3aABJIEHHOM COJePKaHHH
netposona: CGP 72744

ITocToponnue npumMeck MetoaoM BOXX,
OCHORBIBASCH Ha 3aABICHHOM COJICPXKAaHHH
NeTpo3ona: Apyrue: eHHUYHOM
HeHAeHTH(UIIMPOBaHHOH MPHMECH

COOTBETCTBHE NPHEMIIEMOCTH 110 CooTBeTcTBYET
@. CUIA, Esp. @, fIn. ©.

He Gonee 0,3 % 0.06 %
He Gosee 0,2 % <0.05 %
He Gonee 0,1 % <0.05 %
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Hacroswuii ceprudukat 6611 aBTOMaTUUECKH CTEHEPHPORaH.
JlaHHble YTBEpKAEHBI OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

Ilponiseneno:

Hosaptuc ®apma Llteiin AT
Ilad¢dxaysepurpacce

4332 llreitn

LlBeiinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100486393

.HeTPOBOJ] = OTHOCHTEJIbHOE CTaHJapTHOE
OTKJIOHEHNE

IpoaykT: FEMARA (PEMAPA) FCT 2.5MG.013

I'noGanbHbii maTepnan Ne: 859417 Cepnsa Ne: SCWRS35
TecTbl TpeGosanus Pe3yabTaThl
TocTopoHnye npuMec BOXX: apyrue: cymma He Gonee 0,3 % <0.05 %
HEeHJEHTH(HULHPOBAHHBIX TPUMECEH METOIOM

B2KX, ocHOBBIBA’ACH Ha 3aABJICHHOM

coziepKaHUH NeTpo3ona:

CyMMma BceX NpHMecei, OCHOBBIBAsACH Ha He 6onee 0,8 % 0.06%
3asBJIEHHOM COJZIep>KaHHH NEeTpo3ona:

OpHopoaHoCTE AozupoBanus Metonom BIXKX: 10 -30 10
JleTpo30.1 - YHCIIO HCCNIENOBAHHBIX ETMHHIL

OQHOPOAHOCTH J103HpoBaHusA MeTonoM BOKX: - 97.9 %
JleTp0o3071 - MHHHMYM

OnHOpoaHOCTh 103HpoBaHHA meTogom BOXKX: - 101.7 %
Jletpo3on - MakcuMyMm

OnHopoaHOCTh H03MpoBaHHA MeTogiom BOXKX: - 1.2%
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Hacroawmi cepTHdHKaT 6611 aBTOMaTHYECKH CTEHEPHPOBAH.
JlaHHele yTBepKAEHBI OTBETCTBEHHBIM JTHLIOM




> NOVARTIS

IIponsseaeno:

Hosaptuc ®apma Ilreiin AI'
Ulagdxayseprpacce

4332 Hlreiin

Hlseknapus

CEPTUOUKAT AHAJIM3A
Ne CH120100486393

IMpoaykr: FEMARA (PEMAPA) FCT 2.5MG.013

I'nobaabublit MaTepnaa Ne: §59417 Cepnus Ne: SCWRS
TecThl TpeGosaHus Pe3yabTaThl
OaHOpPOAHOCTH AO3MPOBAHUA METOJIOM He 6onee 15,0 % 28%

B2XX: Jletpozon — npuemiiemMas BeJINUHHA

OnHOPOAHOCTh AO3MPOBAHHA METOAOM CootsercTBHe TpeboBanusc no d. CooTBeTCTBYET
B2XX: Jletposon CLIA, Eep. @, SAn. .

KonnuecTeeHHOE onpeaesieHHe METOA0M 95,0 — 105,0% 99.8 %

B3XX: Jletposon

3akialouenue:

CepHs COOTBETCTBYET CrieliHHKALIMH HOPMATHBHOI NOoKyMeHTauMH. HacTosuum y10cTOBEpAIO, YTO JaHHAsA
nHdopMauus noanMHHa M BepHa. HapaboTka 1 ananms cepun npoBepeHbl H COOTBETCTBYIOT TpebosanuamM GMP.

OTBeTCTBEHHOE JIHIIO: Christoph Leibl
JlaTa u Bpems: 28-09-2021 16:31:46
JInuo, BeI1aBIIEe cepTHUKAT: Christoph Leibl
JloKHOCTD: QA Operations Expert
Jarta u Bpems: 28-09-2021 16:31:46

Crpannua 7 /7
Hacrosawmii ceprudukar 6b11 aBTOMAaTHYECKH CTEHEPHPOBRaH.
HBHHHC YTBEPKACHBI OTBETCTBCHHBIM JIHLIOM



