Uy NOVARTIS

Boinymeno:
HOBAPTUC ®APMA IUTEMH AT
[lagxayzepirpacce
4332 lreiin
llpeiiapus

TTuuen3ns na wroropiaenne Ne
511620-102623372

Ceprudurar GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUU
Ne CH120200550531

rrlponym:

JlekapcrBenHas opma:
Tun ynakosKu:

Pa3mep YNaKOBKH:

CTpaHa HA3HAYEHUH!

PY:

I106anbHblil MaTepuan Ne:
JlaTa H3roTOBJIEHUS!

JlaTa BBINYCKA:

Cpok roaHocTu:

KoauuecTBO AWHHLL MNpoAYKTA:

®EMAPA TABJIETKH, TTOKPBLITBIE [IJTEHOYHOM OBOJIOYKOM ]
2,5 MTI" 3X10 RU

TaBneTKH, MOKPLITHIE TUIEHOUHO oGonoukod
BaucTep

3 x 10 wryK
Poccwuiickaa Penepauus
I1N015738/01

150368

27-02-2020

14-05-2020

01-2025

9420.000 wTyk

Cepus Ne: SWF86

VYnakoBo4uHas HHGopMaUHd
IMpoaykr:
[no6anbuelii MaTepuan Ne:

JlokabHbIil MaTepHan Ne:
IMpon3BOAHTEIIb:

Jlnuen3us HA H3rOTOBJ/IEHHE!
Homep cepTu(uKara GMP:

GEMAPA TABJIETKH, MTOKPBITBIE [UIEHOYHOM OBOJIOYKON
2,5 MI' 3X10 RU

150368

144371639020

Hosaptuc ®apma LITeiin AT

LladdxaysepuTpacce

4332 UTeiiH

Lligeftuapmus

511620-102623372

GMP-CH-1000722

JlanHble TECTOB, TPEOOBAHHA, Pe3yIbTaThl | 3aKJIHOUEHHA TIPUBEICHBI B CTIEAYOLLEM cepruduKaTe/cepTHUKATAX:

CepTudukat N CH120100450410
MpoaykT: ®EMAPA TABJIETKH, TTOKPBITBIE [JIEHOUHOM OBOJIOUYKOM 2,5 MI
3X10RU
I'no6aabHBIH MaTepHa 150368 Cepust Ne: SWF86
Ne:
JloxanbHbIil MaTepuaj Ne: 144371639020
JlaTa BeIMyCKA: 14-05-2020
TMpon3BOAHTE B! HosapTuc ®apma LTeiiH AT
[apdxayzepiTpacce
4332 lreiin
[1Beiiapus
JldueH3ud HA 511620-102623372
H3roTOBJIEHUE! J
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Hacrosiumii ceprudukar Gbu1 aBTOMATHIECKH creHepupoBaH.

JlaHHbIe YTBEPKACHBI OTBETCTBEHHEIM JTHIIOM




Brinyueno: .
HOBAPTHC ®APMA IUTEWH AT’

( ) N O VA RT I S Lllad@xaysepurpacce
4332 [llreiin
1lIsefiniapus
JInien3us HA WAITOTOBJICHUC Ne
511620-102623372
Ceprudurat GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUH
Ne CH120200550531

Ceprudurat Ne CH120100445098
MpoayKT: FEMARA (®EMAPA) FCT 2.5MG.013
I'nodaabHbI MaTepHal 859417 Cepus Ne: SVF74
Ne:
JlokabHbIil MaTepuan Ne: 859417
JlaTa BHINYCKA: 03-04-2020
TMpou3BoANTEIb: Hogpaptuc ®apma Treiin AT
[Lladdxayseprurpacce
4332 UlTeitn
[Igeuapus

JIuueH3us Ha 511620-102623372

M3roTOoBJIEHHE:

Crpanuua 2 /9
Hactoswmii cepTudukat Obin ABTOMATHUYECKH CreHepHpOoBaH.

ﬂ,aHHble YTBB]J)K,EGHBI OTBETCTBEHHBIM TALOM




Boinyuieno:
U) N O VA RTI1 S HOBAPTHUC ®APMA LUTEAH AT
' ladupxaysepuirpacce
4332 Hlreiin
[1seiapns
Jluuensus na waroTopaenne N
511620-102623372
Ceprudurar GMP Ne:
GMP-CH-1000722

CEPTU®PUKAT CEPHUU
Ne CH120200550531

|

TMpoayKT: DOEMAPA TABJIETKH, TIOKPBITBIE TITEHOYHOM OBOJOYKON 2,5 MI
3X10 RU
iobanbubiil MaTepuan Ne: 150368 Cepusn No SWE86

Jaka4eHne:
HacTosuuM y10CTOREPALD, YTO AaHHAA uHpopMallHs MOATHHHA H BEpHA.
JlanHas cepHs co3naHa/ Ipon3Be/IeHa, BKIIoUas yMakoBKy H KOHTpPOJIB, Ha BBILIEYTIOMAHYTOM MecTe MPOM3BOACTBA

B COOTBETCTBHHU ¢ nipaBunamu GMP IOKaIbHOro pery ATopHOTo oprana 1 crietpuKauies perucTpauMoHHOr0
yIAOCTOBEPEHHA MMMOPTHPYIOLIEH CTPaHbL.

HapafoTka, yakOBKa H aHali3 cepiu cootsercTBYI0T TpeGoBannam GMP.
OTBeTCTBEHHOEe JINLO: Jolanda Huber
JlaTa v Bpems: 14-05-2020 16:08:31

KomMMeHTapHH K cepTHQHKATY:

HaumeHoratye hapMaleBTHIECKOH cyOcTaHLmi: Jletpo3od

TIpou3BoaMTEND (apmaLeBTHYECKOH cy6eranunu: Hosaptie dapma LlTeiin AT, llBeiuapus

PPMS 150368_015_601

TNpeacraBpuTelh HMIIOPTEPA MEPEN BBOZIOM CEPHH B MPMKIAHCKHUI 000pOT MOATBEPIKAAET COOTBETCTBHE BBO3IUMOTO

NleKapcTBEHHOTO Mpenapara TpeboBaHUAM HJIL: TTN015738/01-261219.

OTKIOHEHW, MMEIOLIHX MOTEHLMANBHOE BIHAHNE HA cootsercTBHe GMP W/iM COOTBETCTBHE Pa3pELICHHIO Ha
nponaxy He 3aQHKCHPOBAHO.

JIuuo, BeiAaBIIEe CePTHHHKAT: Jolanda Huber
JI0JIKHOCTD: CoTpyIHHK OTIENIa KA4ECTBa
JaTa u Bpemsi: 14-05-2020 16:08:31

Crpanuua 3 /9
Hacroawmii cepTHhHKAT bl aBTOMATHIECKH creHepupoBaH.
JlaHHbie YTBEPKASHbI OTBETCTBEHHBIM JIMLOM




Uy NOVARTIS

[Ipousseneno:

Hosapruc ®apma Llreiin AT
lladxaysepurpacce

4332 Ulreiin

[1sefinapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100450410

Mpoaykr:

Cno6anbHbIH MaTepuan Ne
JlokansHelil MaTepuas No
JlaTa U3roToB/1IeHUA

CpokK roaHoCTH:

Tectosasa MoHorpadus

GEMAPA TABJIETKH, TTOKPBLITLIE TUIEHOUHOM OBOJIOYKOM 2,5 MI

3X10 RU
150368
144371639020
27-02-2020
31-01-2025

DP_3748092_A_R_1

Cepus Ne: SWF86

Ne npotokoaa: 4100427552

HMnpopmauus 06 oOpraHn3aluy NpoBoasLIeii TECTHPOBAHHE
HanmeHOBaHHE OpraHH3aLHH

Anpec

Homep GMP ceprudukara

Novartis Pharma

Schaffhauserstrasse GMP-CH-1000723

Stein AG 4332 Stein

Tectnl Tpebosauusi Pe3y/ibTaThl
OGiee KoTMuecTBO adpobHbIX MHKpoopranusmor <2000 KOE/r <10 KOE/r
(TAMC)

O6Lee KOHUECTBO TUIECHEBBIX rpuboB/aponakeli <200 KOE/T <10 KOE/r
(TYMC)

Crieunduu. mukpoopranusm Escherichia coli OtcyTteTBUE B 1 T CoOTBETCTBYET

JaKaYveHHe:

Cepys COOTBETCTBYET CMIeMUKALMH HOPMATHBHOI IOKYMEHTALHH. HacTosnM ya0CTOBEPAIO, YTO AaHHAA
uH(popmauua noanHHHa 1 Bepua. HapaGoTka 1 aHau3 cepii MPOBEPEHLI U cooTBeTcTBYIOT Tpebosanuam GMP.

OTBeTCTBEHHOE JIUIO0:
Hdarta u Bpemsi:

Jluuo, BeigaBuiee cepTHduKaT:

JIOI5KHOCTD:
JlaTa 1 BpeMs:
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Alexander Leditznig
14-05-2020 15:50:51

Alexander Leditznig
DKenepT OTAENa KauecTBa
14-05-2020 15:50:51

HacTosawmmii cepridukar 6bi1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHbIe YTBEPKIeHbl OTBETCTBEHHBIM JIKLIOM




) NOVARTIS

ITpousseneno:

Hosaptuc dapma llreitn AT
Uladxaysepiurpacce

4332 Wreiin

LlIBeituapus

CEPTUDPUKAT AHAJIU3A
Ne CH120100445098

IMpoayxr: FEMARA (®DEMAPA) FCT 2.5MG.013

Inobanenelii maTepuan Ne: 859417 Cepus Ne: SVF74
JaTa H3roToBJIeHHSA: 27-02-2020 Iporokon anaausa Ne: 4100422816
HopmaTupuasn DP_3748092_A R 1

JAOKYMEHTALIHSI:

Hudopmauns o6 opranu3alni npoBoAsiLed TECTHPOBAHHE

HawumeHOBRaHMWE OpraHH3alnu Anpec Homep GMP ceprudukara
Novartis Pharma Schafthauserstrasse 18-0750

Stein AG 4332 Stein

Tectnl TpebGosanus PesyabTaThl
Onucanue: uget TabNeTOK TEMHO-)KeNTbIil TEMHO-KeNThIH
Onwucanue: popma: Kpyrisie cnierka  CooTBeTCTBYET CoorBeTcTBYET

TBOSIKOBBITTYK/TbIE TabneTKH,

MOKPBITHIE TAEHOUHOi 060M04KOH,

CO CKOLUEHHBIMH KpasMH.

OnucaHue: KO FPaBHPOBKH: Ha CoorsercTByeT CootBeTcTBYET
OJIHOJ CTOpoHe HanevaTaHo «FVy,

Ha apyro#i - «CG»

Crpanuua 5/9
Hacrosunit ceptuHKaT 6611 aBTOMaTHYECKH CreHEPHPOBaH.
HaHHb]C YTBEPKIAEHBI OTBETCTBEHHBIM JIMLIOM



U> NOVARTIS

Ne CH120100445098

[Ipowsseacno:

Hosaptuc ®apma Illteiin AT
Ulagdixaysepiurpacce

4332 Ulreiin

Isetiapus

CEPTU®UKAT AHAJIM3A

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

I'no6anbubiii maTepuan Ne: 859417 Cepus Ne: SVEF74
Tecthl TpedosaHus Pe3yabTaTsl
Pa3mepsl: 1nameTp 6,1 —6,3 Mm 6.1 Mm
Pasmepel: ToNHHa 2,9-3.4 MM 3.1 MM
[MoanunuocTes MeTonom TCX: CooTeercTByeT ctanaapTy cpaeHeHns  COOTBETCTBYET
Jlerpozon

IMonnuHHOCTE MeToaomM BOXKX: CooTBeTcTBYeT cTaHnapTy cpaBHenus  CooTBeTCTBYeT
Jletposon

CpenHsas macca 99 - 109 mr 104 mr
PactBopenue metonom BIKX 6-24 6

Jletpozon vepe3 30 MHH: 4uCIO

MCCITeIOBAHHbIX €IMHUL

PactBopenue Metogom BIXKX - He menee 80 % 100 %
Jletpozon uepe3 30 MuH: 3HAYCHHE

Q
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Hactoswmii ceprudukar b1 aBTOMaTHYECKH CreHEPUPOBaH.

ﬂaHHL!e YTBEPKIAEHbI OTBETCTBEHHBIM JIMLIOM




!> NOVARTIS

IIpon3seneno:

Hogaprue ®apwma llreitn AT
Llladdxaysepmrpacce

4332 llreiin

[1IBelitapHa

CEPTUO®UKAT AHAJIU3A
Ne CH120100445098

eIMHUYHOM HeHMIEHTHQHIIMPORAHHOH MPUMECH

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

Tnobanbubiit maTtepnan Ne: 859417 Cepus Ne: SVF74

TecThl TpeboBaHus Pe3yabTaThl
PactBopenne metonom B2IXKX - Jlerposon yepes - 99 %

30 MUH: MUHUMYM

PactBopenne metonom BDXKX - Jlerpozon uepes - 100 %

30 MHH: MaKCHMYM

Pacteopenne Metonom B2XKX - Jlerpozon yepes  CooTBeTCTBHE MPHEMIIEMOCTH T10 CooTBeTCTBYET
30 muH @. CLUA, Egp. @., SIn. @,

TocropoHuue npuMecH Metogom BIXKX: CGS He Gonee 0,3 % 0.06 %
20268

[MocToponHue npuMecu MetoaoMm BIXKX: CGP He 6onee 0,2 % <0.05 %
72744

TTocToponHKe pumeck MetogoM BRXKX: apyrue:  He Gonee 0,1 % <0.05 %

Crpanuua 7/ 9

Hacroswnii ceptdukaT ObL1 aBTOMATHYECKH CreHEPHPOBAH.
JlaHHble yTBEpkKAEHbBI OTBETCTBEHHBIM JIMLIOM




Uy NOVARTIS

[Tpouzseneno:

Hosaptuc ®apma Llreiin Al
laddxaysepiurpacce

4332 lTeiin

[Beituapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100445098

Mpoaykr: FEMARA (DEMAPA) FCT 2.5MG.013

Inobanbubiil MaTepnan Ne: 859417 Cepus Ne; SVF74
TecThl Tpebosauusa Pe3ynbTaThl
TocToponuue npumeck BIXKX: npyrue: cymma  He Gonee 0,3 % <0.05 %
HeHIEHTU(HLIMPOBAHHbIX TIPUMECEH METOAOM

B3XX:

CymMma Bcex mpuMecei: He Gonee 0,8 % 0.06%
OnHopoasocTs A03npoBanms MeTogom BDXKX: 10 - 30 10
JleTpo3o - YHCNO HCCEN0BAHHBIX eIHHHL

OQHOPOAHOCTE 03MpoBanus MeToaoM BIKX: - 97.8 %
JleTpo30M - MHHUMYM

OnHOPOIHOCTE A03upoBanus MeTotom BOXKX: - 101.1 %
JleTpo3oun - MAaKCHMYM

OIHOPOIHOCT A03HpOBaHMs MeTooM BIKX: - 1.0 %
JleTpo30.1 - OTHOCHTENBLHOE CTAHAapTHO®

OTKJIOHEHHE

Crpanuua 8 /9
Hacrosmuii cepTudukar Gb1T aBTOMATHYECKH CrEHEPHPOBAH.
D;BHHI:EG YTBEPKIACHBI OTBETCTBEHHBIM JIHLLOM



) NOVARTIS

IIponsseneno:

Hoeapruc ®apma Ureiin AT
Uladdxaysepwirpacce

4332 llteitn

[1Ipefinapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100445098

Mpoaykr: FEMARA (DPEMAPA) FCT 2.5MG.013
CnobanbHbIii maTepuan Ne: 859417 Cepusi Ne: SVF74
Tectbl Tpe6oBanus Pe3yabTaThl
OnHOPOAHOCTE JO3HPOBAHHSA METOIOM He Gonee 15,0 % 23%
BOXX: Jletposon — npHemnemas BennuuHa
OnHopoaHOCTb 103HPOBAHHS METOIOM CooteercTtBue Tabnuie CooTBeTCTRYET
B3XX: Jletpozon npuemaemoctu no @, CILUA, Eep. .,

Sn. @,
KonuuecTseHHoe onpeaeeHne METOAOM 95,0 — 105,0% 99.1 %

B3XX: Jlerpozon

3akaoueHne:

Cepusi cOOTBETCTBYET CEUN(pUKALMH HOPMATHBHO I0KyMeHTallH, HacToALuMM ya0CTOBEpAIO, YTO AaHHAs
uH(opMauns NoMHHHa 1 BepHa. HapaGoTka M aHa/IM3 cepuu NIPOBEPEHbI H COOTBETCTRYIOT TpeGoranuaM GMP.

OTBeTCTBEHHOE JIHII0: Christoph LEIBL

Harta n Bpems: 20-03-2020 11:19:43

JInuo, BeIAaBmIee cepTHHKAT: Christoph LEIBL

HomxHoeTs: OKcmepT OTHeNa KayecTsa

Jara u Bpems: 20-03-2020 11:19:43
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Hactosmmii ceprudukar Gbi1 aBTOMaTHYECKH CreHEPHPOBAH,
HanHble yTBeps#/1eHbl OTBETCTBEHHBIM JIMLIOM



