> NOVARTIS

®opma u3 COII-8118722

Parfenova
Olga

Joxyment Ne: FRM-8118723
Bepcus: 1.0

CepTudukat COOTBETCTBHS CEPHU MeTUIMHCKHUX MPOIYKTOB, CBA3aAHHBII C BBIIYCKOM
cepuu komnanuei Novartis 15 cTpas, He Bxoasamux B EC/ED3

CEPTU®UKAT CEPUH
Nudopmanust 0 mporyKre:
Hpoayxr: OKCDOOPXK
Jo3upoBKa / aKTUBHOCTb: 5 MI'+80 MI'
JlekapcTrBeHHas popma: TaOJIETKH, HOKPBITHIC INIEHOYHOH 000JI0YKOI
Pa3Mep ynakoBKH: 2 x 14 mTyk
I'nodanbHblii MaTepuaa Ne: | 764855 Cepus Ne: BCXY1
PY: JICP-002605/07 JlokanbHblii MaTepuaia Ne: 764855
JlaTa u3roroBJieHust 28.03.2022 CpoK roiHoCTH: 02-2025
KosanuecTBo enmHuL 74800 mTyx CTpana Ha3HaYeHUs: Poccuiickas
NMPOAYKTA: Denepanust

JlaHHbIe TecTOB, TPEOOBAHMS, pE3YJIbTAThl U 3AKJIFOYCHUSI IPUBEJICHBI B CICAYIOIIEeM cepThdukare/cepTuduraTax:

YnakoBouHas nHgopmManus

Cepruduxar Ne: ES100200324299

Hpoayxr: BKCPOPXK 5/80 MI" 28 TABJIETKU, TIOKPBITHIE [IJIEHOYHOM
OBOJIOYKOH-RU (SF)

I'nodanbHblii MaTepuaa Ne | 764855 | Cepus Ne: | BCXY1

IIponsBogureiin: 3urdpun bapbepa C.JI, Ponxa Canta Mapus 158, 08210 bapbepa nen Banec,
Ucnanus

JInnensus Ha 6740E

H3rOTOBJIEHHE:

IIpousBoacreeHHas nHGopManus

Cepruduxar Ne: ES100100414076

Ipoaykr: EXFORGE (BKCP®OPX)/E1W 5/80MI' COMP LAC-EC

I'mo6anbHbIil MaTepuas Ne:

856684 Homep cepun: B5505

IIponsBogureiin: 3urdpun bapoepa C.JI., Ponna Canrta. Mapust 158, 08210 bapbepa nen
Bannec, Ucnianus

JInneHn3ns Ha M3rOTOBJICHHE: 6740E

HNudopmanus o TecTHPOBAHUM

Cepruduxar Ne: ES100100414076

Ipoaykr: EXFORGE (BKCP®OPX)/E1W 5/80MI' COMP LAC-EC

I'no6anbHbI MaTepuan Ne:

856684 Homep cepuu: B5505

IIponsBogureiin:

3urdpun bapoepa C.JI., Pouna Canra Mapus 158, 08210 bap6epa nen
Bannec, Ucnianus

JInneH3usi HA U3roTOBJIEHHE:

6740E
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




Hoxyment No: FRM-8118723

(‘) N O VA RT [ S Bepcus: 1.0

®opma n3 COII-8118722

CepruduKaT cepuy MeAUIMHCKUX NPOAYKTOB, CBA3AHHBIN C BBIITYCKOM CEPUH
komnanueil Novartis 115 crpas, He Bxoasimux B EC/EJ3

X He 65110 3apCrucTpupoBaHoO OTKJIOHEHHI BO BpEMs ITPOU3BOACTBCHHBIX onepaum‘/'l

[] Bo BpeMst mpon3BOJICTBEHHBIX ONEpaliii ObLTH 00HAPYKEHbI OTKIIOHEHHUS, KOTOpPbIE ObLIH
HcCIe0BaHbl KOMIIETEHTHBIM JHLIOM. VccaenoBaHne MPHUIILIO K BBIBOJY, YTO OTKJIOHEHHUE
(s1) HEe MOBJIHKAIO Ha 6€301aCHOCTh M 3O (HEKTUBHOCTh MPOIYKTA.

Ccpuika Ha OCHOBHBIC / KpUTHYECKHE OTKIOHEHHU:: «N/A» unn «Record ID»: N/A

KommenTapun k ceprudukary:

- TpaHCIOpPTUPOBKA B CTpaHy Ha3HAYEHUS SIBJIETCS JOKaIbHOU 0TBEeTCTBEHHOCTEI0 OO0 «HoBaptuc dapmay,
Mocksa

- CpoK TOTHOCTH BBIp@XKeH B (hopMaTe «MM.ITTT». JlaHHBIN opMar paccunTaH Ha TO, YTOOBI BCErja BKIIIOUATh
TIOCIIETHIONO JIaTy MecsIa

- PPMS nomep — 1976834

- [IpoxnykT ObLT pou3BeneH B cootBercTBUH co crenudukarmeit HI JICP-002605/07-290719, uzm. 1-3, Britovas
YIaKOBKY U MApKHPOBKY

- [IpousBoauTens cyocranimu Amioaununa oecunat — p. Pagnu’c Jlaboparopuc Jlta, Munus

- [IpousBoauTens cyocraniuu Bancapran — HoBapruc ['pumcou Jlumuren, Upnanaus

- Hukakux oTKIOHEHHH, BIUSIONIMX Ha coOmtoienne npasuin GMP u/uinm cooTBeTcTBHE TpeOOBaHUAM
paspeleHus Ha IPOJaxy, He BBISIBICHO

- Cpok rogHOCTH B cepTr(HKaTe Ha OaK MPOLYKT JOIDKEH HHTEPIPETHPOBATHCS KaK KpaiHss AaTa Hadasa
Ipoliecca yIakoBKU

3axino4enne:

HacrosimuMm ynocroBepsto, 9To 1aHHasi HHGOPMAaIHs MOAJIMHHA U BEpHA.

JlaHHas cepus NpoM3BeeHa, BKIIIOYas yIIaKOBKY/MapKHUPOBKY M KOHTPOJIb Ka4eCTBa, Ha BBIIICYIIOMSIHYTOM MECTE
IIPOM3BOICTBA B COOTBETCTBUH ¢ npaBmiiaMi GMP JoKanbHOTO peryssiTopHOro opraia u crierudukanmeit
PETUCTPALIIOHHOIO YJOCTOBEPEHUS UIMIIOPTUPYIOIIEH CTPAHEL.

HapaboTka, ynakoBka 1 aHaJIM3 CepUH COOTBETCTBYIOT TpeboBanusiMm GMP.

Jluno, BblAaBIIEE CEPTUPHUKAT: Radua Gimenez Estela

JomkHocTh: Ynonnomouennoe iuio, Hopaptuc ®apmacsrotuka C.A.
I'pan Bua ne nec Koprc Karananec, 76408013 Bapcenona,
Ucnanus.

JInnensus Ha uzrorosiieane Ne 1520E

JlaTa u Bpemsi: 04-05-2022 15:33:44
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



Siegfried |

Beinymeno:
3urdpux bapbepa C.J1.
Ponpa Canta Mapus 158

08210 bapbepa nen Bamec

Wcmanus

CEPTUDOUKAT AHAJIN3A
Ne ES100100414173

Jns v opmarmy BceM 3aMHTepEeCOBAHHBIM JIHIaM, IPOM3BOACTBEeHHAs wronianka 3urgpun bapoepa C.JI. panee
HaszbIBasiack HoBapTtuc @apmaceiotuka C.A. 1 pacnonaraercs mo Tomy xe anpecy Pounga ne Canra Mapus 158, 08210

Bap6epa nen Banec (bapcenona), Mcnanus

Howmep cepun

CpOoK romHocTH

I[aTa MMPOU3BOACTBA

B coorBercTtBHM ¢ HepBH‘IHOﬁ
BTOpH‘IHOﬁ YIHaKkOBKaMu1

35 MmecsieB

B coorBercTtBHM ¢ HepBH‘IHOﬁ
BTOpH‘IHOﬁ YIHakOBKaMu1

Hpoayxr: OKCOOPXK 5/80 MI' 28 TABJIETKH, TIOKPBITBIE [IJIEHOYHOM
OBOJIOYKOMU RU (SF)

I'nobanbublii MaTepuan Ne: 764855 Cepus Ne: BCXY1

Jarta usrorosneHus: 28-03-2022 IIporoxos ananu3a Ne: 4130151700

Cpok roaHocru: 28-02-2025

HopmarusHas DP 6001523 A R 2

JAOKYMEHTAIMA:

TecTbl TpeboBaHus Pe3yabTathl

IlepBrunas ymakoBka 1115283-A19-RU CootBeTcTBYyET

Bropuunas ynakoBka 1145056-A21-RU CootBeTcTBYyET

Jlener 1145052-A21-RU CootBeTcTBYyET

n CoOTBETCTBYET

CootBeTcTBYyeT

n CoOTBETCTBYET

3akmouyenue:

Cepust COOTBETCTBYET Criel(puKanuy HOpMaTUBHON TOKyMeHTauu. HacTosmmm yqocToBepso, YTo JaHHas
uHbopManus noyIMHHA 1 BepHa. HapaGoTka 1 aHaIN3 cepuy MPOBEPEHbI U COOTBETCTBYIOT TpeboBanusM GMP.

OTBeTCTBEHHOE JIHI0:
Jara u Bpems:

Jluno, BblAaBIIEE CEPTUPUKAT:
JloJIKHOCTD:
Jara u Bpems:
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

Susana Contreras

28-04-2022 17:33:58

Susana Contreras
V10oIHOMOYEHHOE JIULIO
29-04-2022 16:58:01

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




Beinymeno:

S i e g f r i e d 3urdpun bapoepa C.JL.

Ponpa Canta Mapus 158
08210 bapbepa nen Bamec
Wcmanus

CEPTUDPUKAT AHAJIN3A
Ne ES100100414076

Jlnst uHpopMaIuK BceM 3aHHTEPECOBAHHBIM JIMLIAM, IPOU3BOACTBEHHAs omanka 3urdpun bapoepa C.JI. panee
HasbiBanack HoBapTuc @apmacsiotuka C.A. U pacnionaraercs mo ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bamnec (bapcenona), Ucnanus

Mpoaykr: OKCDOPXK/E1IW 5/80 MI' COMP LAC-EC
I'nobanbublii MaTepuan Ne: 856684 Cepus Ne: B5505
JaTa usroroBieHus: 28-03-2022 IIpotoxon ananuza Ne: 4130150832
CpoK rogHocTu: 28-03-2023
HopmaruBHas DP 6001523 A R 2
JOKYMEHTAIHs:
TecTnbl TpeboBanust PesyabTatsl
Onwucanue: Gpopma Kpyraeie co ckomenHbiMH KpasmMu CoOOTBETCTBYET
TabJIeTKH,  TOKPBITBIE  IUIEHOYHOMH
o0ooukoit
Onucanue: KoJl TPaBHPOBKH rpaBupoBka «NVR» Ha ogHO# cropoHe CoOTBETCTBYET
u «NV» Ha apyroi cropone
Omnncanue: BET TEMHO-KEITBIA CootBeTcTBYyeT
CpenHsas macca 166 - 184 mr 174 mr
[oanuunocts Mmeronom TCX: Bancapran CootBerctByeT cTannapty cpaBHeHus:  COOTBETCTBYET
[ommunocts MetogoMm TCX: Amonunux CootBercTBYyeT cTanapTy cpaBHeHHsT ~ COOTBETCTBYET
[Moanuunocte Mmeronom BOXKX: Bancapran CootBercTByeT cTanfapty cpaBHeHUus:  COOTBETCTBYET

[oanuunocte MerogoM BOXKX: Amnonunud ~ CoOTBETCTBYET cTaHapTy cpaBHEHUss ~ COOTBETCTBYET
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Beinymeno:

S i e g f r i e d 3urdpun bapoepa C.JL.

Ponpa Canta Mapus 158
08210 bapbepa nen Bamec
Wcmanus

CEPTUDPUKAT AHAJIN3A
Ne ES100100414076

Jlnst uHpopMaIuK BceM 3aHHTEPECOBAHHBIM JIMIAM, IPOU3BOACTBEHHAs omanka 3urdpun bapoepa C.JI. panee
HaszbiBanack HoBapTuc @apmacsiotuka C.A. u pacnionaraercs mo ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bamnec (bapcenona), Ucnanus

Mponykr: OKCDOPXK/EIW 5/80 MI' COMP LAC-EC

I'nobanbublii MaTepuan Ne: 856684 Cepus Ne: B5505
TecTbl TpeboBaHus Pe3yabTathl
[ocroponnue npumecn Amnoaununa: [Ipumecs D He 6omnee 0,5% <0,1 %
[TocToponnune npumMecn AMIIOUIIMHA: ANHUYHON He 6omee 0,2 % <0,1 %

HEeHJCHTH(OUIIMPOBAHHOW PUMECH
CyMMa npuMeceil Ha OCHOBaHHMH 3as1BJIEHHBIX

coJiep KaHul BajcapTaHa WU aMJIOJUIIMHA He 6omee 2,0 % <0,1 %
COOTBETCTBEHHO

KonmuectBenHOE onpenencane merogom BOXKX: 95,0 —105,0 % 99,9 %
Bancapran

KonmuectBenHOE onpenencane MmerogoMm BOXKX: 95,0 —105,0 % 101,0 %
Amitogunug

OpnoponHocTs no3upoBanusd: N= 10 uau 30 10-30 10
OnHoponHOCTh H03UpoBaHMs Bancaprana: cpennee - 98,8 %
3HAUCHUE

OHOPOAHOCTD JIO3UPOBAHHUS: MUHUMYM - 96,1 %
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Siegfried |

Beinymeno:

3urdpux bapbepa C.J1.

Ponpa Canta Mapus 158

08210 bapbepa nen Bamec

Wcmanus

CEPTUDPUKAT AHAJIN3A
Ne ES100100414076

Jlnst uHpopMaIuK BceM 3aHHTEPECOBAHHBIM JIMLIAM, IPOU3BOACTBEHHAs omanka 3urdpun bapoepa C.JI. panee
HasbiBanack HoBapTuc @apmacsiotuka C.A. u pacnionaraercs mo ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210

Bap6epa nen Bamnec (bapcenona), Ucnanus

Mpoaykr: OKCDOPXK/E1IW 5/80 MI' COMP LAC-EC

I'nobanbublii MaTepuan Ne: 856684 Cepus Ne: B5505
TecTbl TpeboBanust Pe3yabTathl
OZHOPOAHOCTD NO3UPOBAHUS: MAKCUMYM - 102,8 %
CrangaptHoe otkinonenue (CU) - 1,9
OAHOPOAHOCTD NO3UPOBAHMUS: IPHEMIIEMAs He 6omnee 15,0 4,5
BEJINYNHA

OnHopoaHocTh No3upoBanus Basncaprana: CoorserctByer TpeboBanusiM  @. CoOTBETCTBYET
KOHEYHOE 3aKJIIOUYECHHUE CUIA, Ep. @. u fm. ©.

OnnoponHocts no3upoBanust: N= 10 wiu 30 10-30 10
OmHOpOAHOCTH  JO3MPOBaHUS  AMIOAWNMHA - 95,9 %
cpenHee 3HaYCHNE

OmHOPOAHOCTD NO3UPOBAHUS: MUHUMYM - 93,2 %
OIHOPOIHOCTD TO3UPOBAHUS: MAKCUMYM - 100,4 %
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
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Beinymeno:

S i e g f r i e d 3urdpun bapoepa C.JL.

Ponpa Canta Mapus 158
08210 bapbepa nen Bamec
Wcmanus

CEPTUDPUKAT AHAJIN3A
Ne ES100100414076

Jlnst uHpopMaIuK BceM 3aHHTEPECOBAHHBIM JIMLIAM, IPOU3BOACTBEHHAs omanka 3urdpun bapoepa C.JI. panee
HasbiBanack HoBapTuc @apmacsiotuka C.A. u pacnionaraercs mo ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bamnec (bapcenona), Mcnanus

Mpoaykr: OKCDOPXK/E1IW 5/80 MI' COMP LAC-EC

I'nobanbublii MaTepuan Ne: 856684 Cepus Ne: B5505
TecTbl TpeboBanust PesysibTaThl
CrangaptHoe otkinonenue (CU) - 2,0
OnHopoaHOCTh O3UpoBaHus: mpuemieMas  He Gonee 15,0 7,5

BEJINYMHA

Onnopoanocts nozuposanust awtogunuaa:  CootserctByer TpeboBanmsiM @. CIHIA, CoorsercrByer
KOHEYHOE 3aKIJIFOYCHUE EBp. @. u An. ®.

PactBopenue: N=6 nnu 12 6-12 6
PactBopenue Bancaprana (cpentee He menee 75% 100%
3HaueHue) yepes 30 MUHYT

PacTBOpeHne: MUHUMYM - 96 %
PactBopeHue: makcumyMm - 102 %
PactBopenue Bancaprana: koHeuHOE CootserctBue TpeboBanusam ©. CIIIA CootBeTcTBYyeT
3aKJII0UCHHE
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Beinymeno:

S i e g f r i e d 3urdpun bapoepa C.JL.

Ponpa Canta Mapus 158
08210 bapbepa nen Bamec
Wcmanus

CEPTUDPUKAT AHAJIN3A
Ne ES100100414076

Jlnst uHpopMaIuK BceM 3aHHTEPECOBAHHBIM JIMLIAM, IPOU3BOACTBEHHAs omanka 3urdpun bapoepa C.JI. panee
HaszbiBanack HoBapTuc @apmacsiotuka C.A. u pacnionaraercs mo ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bamnec (bapcenona), Ucnanus

Mpoaykr: OKCDOPXK/E1IW 5/80 MI' COMP LAC-EC

I'nobanbublii MaTepuan Ne: 856684 Cepus Ne: B5505
TecTbl TpeboBanust Pe3yabTathl
PactBopenue: N=6 nnu 12 6-12 6
PactBopenne AmitonunuHa (cpennee He menee 75% 99 %
3HaveHue) yepe3 30 MUHyT

PactBOopenune: MUHUMYM - 95 %
PactBopenune: makcumym - 101 %
PactBOpenne AMioaunuHa: KOHEUHOE CootserctBue TpedoBanusam @. CIIIA CootBeTcTBYyeT
3aKJII0UEHHE

3akmoyeHue:

Cepust COOTBETCTBYET crienn(pUKay HOPMaTUBHOM JOKyMeHTany. HacTosmmm y1ocToBepsito, 4To JaHHAs
nH(pOpManys NOAIMHHA 1 BepHa. HapaboTka 1 aHaM3 cepuy MPOBEPEHBI M COOTBETCTBYIOT TpeboBanusM GMP.

OTBeTCTBEHHOE JIHI0:
Jara u Bpems:

Mabel Hita
12-04-2022 07:54:50

JInno, BelaBmiee ceprugukar: Susana Contreras

JloJKHOCTD:
Jara u Bpems:
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