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Ceprudukar coorBercTBus cepun ES 1151 lekapcTBEHHBIX MPENapaToB, CBA3AHHbIX €
BBINIYCKOM nmapTuu komnanuel Novartis 1is crpas, He Bxoasimux B EC/EJ3

CEPTU®UKAT CEPUU

Wudopmanus o mpoaykTe:
IIpoayxr: OKCDOPXK
Jlo3upoBKa / AKTHBHOCTH: 5 MI'+160 MI'
JlekapcTBeHHas ¢opma: TaOJICTKH, TTOKPHITHIC TUICHOYHOH 000JI0YKOH
Pa3mep ynmakoBku: 2 x 14 mtyx
I'nodanbHblii MaTepuag Ne: | 764402 Cepus Ne: BDEPI1
PY: JICP-002605/07 JlokaJbHbIi MaTepuaJ Ne: 764402
JlaTa u3roroBJjieHust 22.04.2022 Cpok roagHocTu: 03.2025
KoauvecTBo eTUHUIL 33649 mtyk CTpaHa Ha3HAYEHHUS: Poccwuiickas
MPOIYKTA: Deneparust

JlaHHBIEC TECTOB, TPEOOBAHWSI, PE3YJIBTATHI U 3aKIIIOUEHUS TIPUBEICHBI B CIEAYIONIEM cepTHUKaTe/cepTuduKaTax:

VYnakoBouHas I/IH(l)OpMaI_II/ISIZ

CepTuduxar Ne: ES100200327545

IIpoayxr: BKCDOPXK 5/160 MI" 28 TABJIETKH, ITIOKPHITHIE [IJIEHOYHOM
OBOJIOYKOM-RU (SF)

[o6aabublii MaTepuaa Ne | 764402 | Cepust Ne: | BDEP1

IIpousBoanTen: 3urdpun bapbepa C.JI ,Ponna Canta Mapus 158, 08210 bap6epa nen Bamnec,
HWcnanus

JInnensus Ha 6740E

H3rOTOBJICHHUE:

IIpousBoacTBEHHAS ﬂHd_)ODMaHHﬂ

Ceptuduxar Ne: ES100100417174

Ipoaykr: EXFORGE (BKCO®OPX)/E1W 5/160MI"' COMP LAC-EC

T'nodanbHbIii MaTepuag Ne: 856682 Homep cepun: B7208

IIpousBoanTen: 3urdpun bapbepa C.JI., Pouga Canra Mapus 158, 08210 bap6epa nen
Bamnec, Ucnianus

JINIeH3Hus Ha N3TOTOBJIEHHE: 6740E

HHd}ODMaHHﬂ O TECTUPOBAHUM:

Ceptuduxar Ne: ES100100417174

IIpoxykrT: EXFORGE (BKCO®OPX)/E1W 5/160MI" COMP LAC-EC

I'nobdanbHbIii MaTepuaa Ne: 856682 Homep cepun: B7208

IMpousBoauTeNh: 3urdpun bapoepa C.JI., Ponmga Canta Mapus 158, 08210 bapbepa nen
Bamnec, Ucnanus

JInueH3us1 HA U3rOTOBJICHHE: 6740E
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Joxyment Ne: FRM-8118723

(‘) N 0 VA RT l S Bepcus: 1.0

®opma u3 COII-8118722

Ceprudukar cepyuu MeIUIIUHCKUAX U3/1eJIUI, CBA3AHHBIN ¢ BHIIIYCKOM CEpHUHU
koMmnanueil Novartis 15 crpan, He Bxoasamux B EC/EQ3

CEPTUO®UKAT CEPUM

X He 6b1710 3aperucTpupoBaHO OTKIOHEHUH BO BpeMsl IPOU3BOICTBEHHBIX ONEpaIni

[1 Bo Bpems ipon3BOACTBEHHBIX ONepannii ObUTH 0OHAPYIKEHBI OTKIOHEHUS, KOTOPBIE OBLTH
HCCIIeI0BaHbI KOMIIETEHTHBIM JIMIIOM. VccineoBaHme MPUIILIO K BEIBOJY, YTO OTKJIOHEHHE
(s1) He TOBJIMAIIO HA 0€30MACHOCTh M 3 ()DEKTUBHOCTH MPOAYKTA.

Ccpuika Ha OCHOBHBIE / KpuTHdeckue oTkioneHus: «N/Ay nmn «Record ID»: N/A

KommenTapuu k cepruduxary:

-TpancriopTHpOBKa B CTpaHy Ha3HAYCHHS SBIIETCS JIOKabHOU oTBeTCTBeHHOCTRI0O OO0 «HoBaptuc ®apmay
- CpOK TOJTHOCTH BBIpaKeH B (hopMaTe «MM.ITIT». JlaHHBII hopmar paccyuTaH Ha TO, YTOOBI BCeria BKIKOYATh
MOCIIEHIO0 AaTy Mecsla

- PPMS nomep — 1976822

- [Iponykt ObLT pou3BezieH B cooTBeTcTBUM co crienudukanuei HJ JICP-002605/07-290719, n3m. 1-3, Brimovas
YIaKOBKY M MapKHPOBKY

- [IpousBoauTens cyocranuu Amnonununa 6ecunat — JIP Pennuc Jlaboparopuc, Munus

- [IponsBoauTens cyocranuuu Bancapran — HoBaptuc ['pumcou JIta, BennkoOpuranus

- Hukakux oTkIIOHEHUH, BAUAIOMNX Ha coOmroneHue npasuia GMP u/unm cooTBeTcTBHE TPeOOBAHUSIM
paspeleHns Ha IPOAaXKy, HE BBIIBICHO

- Cpok TofHOCTH B cepTH(UKATE Ha OANK MPOIYKT IOJDKECH HHTEPIPETHPOBATHCS KaK KpaWHssI JaTa Hadaua
mporecca yIakoBKH.

3akaouenune:

HaCTOﬂHII/IM YAOCTOBEPAIO, YTO JaHHAA I/IH(i)OpMaIII/Iﬂ NOoJJINHHA U BEpHA.

I[aHHaH Cepus NpOU3BC/ICHA, BKIIIO4Yasa ynaKOBKy/MapKMpOBKy 1 KOHTPOJIb Kau€CTBa, Ha BBINICYIOMAHYTOM MECTE
MpOU3BOJACTBA B COOTBETCTBUU C IIpaBUIaMU GMP nokanbHOTO PEryJIATOPHOrO OpraHa u cneun(anauHeﬁ
PEruCTpaliOHHOI0 YyI10CTOBEPCHUA I/IMl'IOpTI/IpyIOIHeﬁ CTpaHbI.

HpOI/ISBOZlCTBO, YIAaKOBKa U aHaJIM3 CCPUN COOTBETCTBYIOT Tpe60BaHI/I$IM GMP.

Jluuo, BeiiaBIIee cepTUPHUKAT: Radua Gimenez Estela
JloJKHOCTD: YnomaomoueHHoe Jauto, HoBaptuc @apmacsiotuka C.A.
JlaTa u Bpems: 03-06-2022
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HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



BeinymieHo:

S I e g f r I e d 3urdppun bapoepa C.JL.
Ponpa Canra Mapus 158
08210 bapbepa nen Bamnec

Hcnanns

CEPTUD®UKAT AHAJIU3A
Ne ES100100418468

s nadopmannu BceM 3aMHTEPECOBAHHBIM JIMLIAM, IPOM3BOACTBEHHAS mommaaka 3urgpun bapoepa C.JI. panee
Ha3bBanack HoBaptuc @apmaceiotuka C.A. 1 pacronaraercs mo ToMmy xe aapecy Porna ne Canra Mapus 158, 08210
BapOepa nen Bannec (bapcenona), Vicnanus

Mpoxykr: DKCDOPXK 5/160 MI" 28 FCT-RU (SF)

T'nodanbHblii MaTepuan Ne: 764402 Cepusn Ne: BDEPI1

JlaTa U3roToOBJIEHUS: 22-04-2022 IIpoTokoa anaausa Ne: 4130152343

Cpok roagHocru: 31-03-2025

HopmaTuBHas CM. ceprudukaT Ha JeKapCTBEHHBIN

JOKYMEHTAIUS: mpemnapar

TecTbl TpeboBanus PesyabTatsl

ITepecMoTp yakoBOUHBIX MaTepUajIoOB B coorBerctBun ¢ EEP u macnmaptom CoOTBEeTCTBYET
MaTepuaa

3akiao4eHue:

Cepust COOTBETCTBYET CTIEHH(UKAIIIA HOPMATUBHOW JOKyMEHTAIMK. HacTosAmM y1ocToBepsIto, 9TO AaHHAs

nHpopManys MoaTMHHA 1 BepHa. HapaboTka u aHamm3 cepuu MPOBEPEHBI 1 COOTBETCTBYIOT TpeboBaHusmM GMP.

OTBeTCTBEHHOE JINIIO: Susana Contreras

JlaTa u Bpems: 01-06-2022 16:22:02

JInuo, BeIAaBIICE CEPTHHUKAT: Susana Contreras

JI0JI5KHOCTD: VT0JIHOMOYEHHOE JTUIT0

JlaTa u Bpems: 02-06-2022 09:56:58
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HaCTOHIIII/Iﬁ CepTI/I(IJI/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



Boinymeno:

S i eg f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100417174

Jlns uHdopManuy BceM 3aMHTEPECOBaHHbIM JIMIIAM, TPOU3BOACTBEHHAs momanka 3urdpun bapoepa C.JI. paunee
HaszbiBasiach HoBaptuc @apmaceiotuka C.A. u pacronaraercs o ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bapoepa nen Bamec (bapcenona), Ucnanus

IIpoayxr: 3KCDOPXK/E1W 5/160 MI' COMP LAC-EC
I'no6anbHblil MaTepuana Ne: 856682 Cepus Ne: B7208
JlaTa M3roToBJIEHHS: 22-04-2022 IIpoTtoxona anaau3a Ne: 4130151783
CpoK rogHocTH: 22-04-2023
HopmaTuBHas DP 6001522 A R 2
JOKYMEHTAIUS:
TecTbl TpeboBanus PesyabTatsl
Onwucanue: popma OBaJlbHBICE CO CKOLICHHBIMU KpasimMu COOTBETCTBYET
TaONETKN,  TOKPBITBIE  TUICHOYHOM
00010uKOit
Ornrcanue: KoJI TPaBUPOBKHU rpaBupoBka «NVR» Ha omHoit ctopone COOTBETCTBYET
u «ECE» Ha npyroii cTopoHe
Ornucanue: BET TEMHO-)KEJITHII COOTBETCTBYET
Cpenmnsist macca 324 - 358 mr 341 mr
IMoamuanoCcTh MeTotoM TCX: Bancapran CooTBeTCTBYeT CTaHIApTy cpaBHeHUsT  COOTBETCTBYET
TToamuuanOCTh MeTotoM TCX: AMmitoaunuH CooTBeTCTBYeT CTaHIApTy cpaBHeHUsT  COOTBETCTBYET
IMoamuanoCcTh MeTotoM BOXKX: Bancapran CooTBeTCTBYeT CTaHIAPTy cpaBHeHUsT  COOTBETCTBYET
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HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



Boinymeno:

S i eg f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100417174

Jlns uHdopManuy BceM 3aMHTEPECOBaHHbIM JIMIIAM, TPOU3BOACTBEHHAs momanka 3urdpun bapoepa C.JI. paunee
HaszbBasiach HoBaptuc @apmaceiotika C.A. u pacronaraercs no ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Banmnec (bapcenona), Ucnanus

IIpoayxr: O3KCDOPXK/E1IW 5/160 MI' COMP LAC-EC

I'no6anbHblil MaTepuasa Ne: 856682 Cepus Ne: B7208

TecTbl Tpe6oBanust Pe3yabTaThl

[MogmuaHOCTH MeTOTOM BOXKX: Amitoaumnua CootBerctByer  ctaHmapty CoOTBeTCTBYyeT
CpaBHEHUS

IToctoponnue npumecu Amnogunusa: [Ipumecs D He 6omnee 0,5% 0,2 %

INoctoponHue npuMecu AMIOAUNUHA: €AUHUIHON He 6omnee 0,2 % <0,1 %

HEeHJCHTH()UIMPOBAHHONW IPUMECH
CyMMa nmpuMecei! Ha OCHOBaHHUM 3as1BIEHHBIX

cojiep KaHMi BaJicapTaHa MIJIA aMJIOJUITIHA He 6oitee 2,0 % 0,2 %
COOTBETCTBEHHO

KonmuectBenHnoe onpenenenne MmeronoM BOXKX: 95,0 —-105,0 % 99.2 %
Bancapran

KonmuectBennoe onpenenenne MmeronoM BIXKX: 95,0 —105,0 % 100.2 %
Amnoaunue

OpnnoponHocTs no3upoBanus: N= 10 umu 30 10-30 10
OmHOpOomHOCTE NTO3WpOBaHWs Bancaprama: cpemnee - 100,8 %
3HAYCHHUC
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Hacrosiuumii cepTudukaT ObLT aBTOMATHYECKH CTEHEPUPOBaH.
JlanHbIC YTBEPIKICHBI OTBETCTBEHHBIM JIUIIOM



Siegfried |

Boinymeno:

3urdpun bapoepa C.JI.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec

Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100417174

Jlns uHdopManuy BceM 3aMHTEPECOBaHHbIM JIMIIAM, TPOU3BOACTBEHHAs momanka 3urdpun bapoepa C.JI. paunee
HaszbiBasiach HoBaptuc @apmaceiotika C.A. u pacronaraercs no toMmy xe aapecy Pouna ne Canra Mapus 158, 08210

Bap6epa nen Banmnec (bapcenona), Ucnanus

IIpoayxr: 3KCDOPXK/E1W 5/160 MI' COMP LAC-EC

I'no6anbHblil MaTepuasa Ne: 856682 Cepus Ne: B7208
TecThl TpeboBanus Pe3yabTaTsl
OIHOPOIHOCTH TO3UPOBAHUS: MUHHIMYM - 97,3 %
OOHOPOAHOCTE NO3UPOBAHUSA: MAKCUMYM - 102,7 %
CranpaptHoe otkiaonenue (CU) - 1,6
OOHOPOAHOCTh NO3UPOBAHUSA: IpUEMIIEMAast He 6onee 15,0 3.8
BEJIMYUHA

OnHOpOAHOCTH 03upoBanus BancapraHa: CootserctByer TpeboBanusim @. CooTBETCTBYeET
KOHEYHOE 3aKIII0OUeHUE CIIIA, Esp. @. u fn. .

OmHoponHoCTh mo3upoBanus: N= 10 mmm 30 10-30 10
ODHOPOIHOCTh  JO3UPOBaHUS  AMJIOJUINUHA: - 101,7%
cpenHee 3HaYeHHe

OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 98,2%
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HaCTOHIIII/Iﬁ CepTI/I(l)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM




Boinymeno:

S i eg f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100417174

Jlns uHdopManuy BceM 3aMHTEPECOBaHHbIM JIMIIAM, TPOU3BOACTBEHHAs momanka 3urdpun bapoepa C.JI. paunee
HaszbBasiach HoBaptuc @apmaceiotika C.A. u pacronaraercs no ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Banmnec (bapcenona), Ucnanus

IIpoayxr: 3KCDOPXK/E1IW 5/160 MI' COMP LAC-EC

I'no6anbHblil MaTepuasa Ne: 856682 Cepus Ne: B7208
TecTbl TpedoBanus Pe3yabTaThl
OIHOPOHOCTD O3UPOBAHUS: MAKCUMYM - 103,7 %
CrangaptrHoe otkinonenue (CU) - 1,6
OmIHOPOIHOCTD O3UpoBaHus: mpuemiiemMass  He 6oxee 15,0 4,0
BEIMYUHA

OpnopoxHocTs no3upoBanms amnmonunmaa:  CootBercTByeT TpeboBammsm @. CHIA, CoorBeTcTBYyeT
KOHEYHOE€ 3aK/II0UCHUE EBp. ®. u An. ®.

PactBopenune: N=6 unu 12 6-12 6
PactBopenne Bancaprana (cpenHee He menee 75% 99%
3HaueHue) yepe3 30 MUHYT

PacTBOpeHne: MUHUMYM - 98%
PactBOpenue: makcuMym - 100 %
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HaCTOHIIII/Iﬁ CepTI/I(l)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



Boinymeno:

S i eg f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100417174

Jlns uHdopManuy BceM 3aMHTEPECOBaHHbIM JIMIIAM, TPOU3BOACTBEHHAs momanka 3urdpun bapoepa C.JI. paunee
HaszbBasiach HoBaptuc @apmaceiotika C.A. u pacronaraercs no ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Banmnec (bapcenona), Ucnanus

IIpoayxr: 3KCDOPXK/E1IW 5/160 MI' COMP LAC-EC

I'no6anbHblil MaTepuasa Ne: 856682 Cepus Ne: B7208

TecTnl TpedoBanus Pe3yabTaThl
PactBopenne Bancaprana: koHedHOE CootBerctBue TpeboBanusm @. CIIIA COOTBETCTBYET
3aKIII0YCHUE

PactBopenue: N=6 wiun 12 6-12 6

PactBopenne AmnogunuHa (cpegHee He menee 75% 98%

3HayeHue) yepe3 30 MUHYT

PacTBOpeHne: MUHUMYM - 97 %
PacTBopenue: makcuMym - 100 %
PacTBopeHre AMJIOIUITNHA: KOHEUHOE CootBerctBue TpeboBanusm @. CIIIA COOTBETCTBYET
3aKIJIIOYCHHE

3akiaoueHue:

Cepust COOTBETCTBYET CTIEHH(UKAIIIA HOPMATUBHOW JOKyMEHTAIMK. HacTosAmmM y1ocToBepsito, 9TO JaHHAs
nHdopmanus nouMHHA ¥ BepHa. HapaOoTka 1 aHaliu3 cepuu MpoBEPEHBI M COOTBETCTBYIOT TpeboBanusmM GMP.

OTBeTCTBEHHOE JIMIIO: Mabel Hita

JlaTa u Bpems: 11-05-2022 15:06:15

JInmo, BeIaBIICE CEPTH(RHUKAT: Olga Duarte

JloJKHOCTD: YI10JIHOMOYEHHOE JIULIO

Jarta u Bpems: 26-05-2022 07:15:36
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HaCTOHIIII/Iﬁ CepTI/I(l)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM
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