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Ceprudukar cepun MEAHIMHCKHX NPOYKTOB, CBS3AHHBII ¢ BBITYCKOM CEpPHH
komnanuei Novartis aas crpan, He Bxoasmux 8 EC/ED3

CEPTUO®UKAT CEPUH
HWHdopmauus o npoaykre:
Mpoaykr: 3KCPOPXK
Jo3HpoBKa / aKTHBHOCT: 10 MI'+160 MI'
JlexapcTBenHas gopma: TabIeTKH, MOKPEITHIE MJIEHOUHOH 060110uKOi
Pasmep ynakosku: 2 x 14 wryk
Ino6anbublii MaTepuaa Ne: | 764403 Cepus Ne: BCMIJ3
PYy: JICP-002605/07 Jlokaabnblii MaTepnaa No: 764403
JaTa H3roToBRneHun 24.01.2022 Cpok rogHocTH: 12-2024
Kosnyectro eannny 36100 wtyk Crpana nazHaueHns: Poccuiickas
NMpoAYKTA: Denepauus

HanHble TecToB, TpeOOBaHMA, PE3YNLTATH M 3AKJIIOYEHHS NPUBEACHEI B CIIEAYIOLLEM ceprudHKaTe/cepTHhHKATAX:

Ynakosounas nHpopmanns

Ceprudurar Ne: ES100200319909

Ipoaykr: SKCPOPXK 10/160 MI" 28 TABJIETKH, TTOKPBITBIE TUIEHOYHOH
OBOJIOYKOH-RU (SF)

H3IroTOBJIEHHE;

I'no6anbHblii marepuan Ne | 764403 | Cepus Ne: | BcMI3

Iponisoanrenns: 3ur¢pun bapbepa C.J1 Ponna Canta Mapus 158, 08210 Bap6epa aen Bannec,
Hcenauus

JInueHsus Ha 6740E

IlponssoacTBennas nHdopmauus

CepTudukar Ne:
IpoayxkT:

ES100100407494

EXFORGE (B3KC®OPX)/EIW 10/160MI" COMP LAC-EC

I'nobansueiii maTepuan Ne:

856680 Homep cepun: B9392

IIpousBoauTeNs: 3urdpun bapbepa C.JI. Ponaa Canta Mapus 158, 08210 Bap6epa nen
Bannec, Hcnanus

JInueH3Hs HA M3rOTOBJIEHHE: 6740E

HNndopmanns o TecTHpoBAHHH

Ceprudukxar Ne: ES100100407494

Ilpoaykr: EXFORGE (9KC®OPX)YE1W 10/160MI' COMP LAC-EC

I'nobanbHblii MaTepnan Ne;

856680 Homep cepun: B9392

ITpouzBoauTeL:

3urdpun baptepa C.J1. Ponna Canta Mapus 158, 08210 Bap6epa nen

Bannec, Ucnanns

JINeH3Hs Ha H3roToBJIeHHe:

6740E
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U) NOVARTIS Jlokyment No: FRM-8118723

Bepcus: 1.0

®opma uz COIN1-8118722

Ceprudukar cepun MeJHIHHCKHX NPOAYKTOB, CBA3AHHBII ¢ BHIYCKOM CEpPHH
Komnanueii Novartis ass cTpan, He Bxoasauux 8 EC/E33

CEPTU®UKAT CEPUU

X He Gbi10 3aperncTpupoBaHo OTKIOHEHHWH BO BpeMA NPOH3BOACTEEHHBIX OTIepallHii

[1] Bo Bpems npon3BoACTBEHHBIX onepauuii Obinn 0GHapYKeHbl OTKIIOHEHUS, KOTOpPhIe GBUTH
HcenenoBaHbl KOMIETEHTHBIM JIHLIOM. HccnenoBanie NpULLIO K BBIBOAY, YTO OTKJIOHEHHE
() He MOBANANO Ha 6e30MACHOCTb H IPPEKTHBHOCTb NPOAYKTA.

Cchinka Ha OCHOBHBIE / KpHTHYECKHE OTKJIOHEHHA: «N/A» umn «Record IDy: N/A

Kommentapuu K cepruduxary:

- TpancnopTupoBKa B cTpaHy HazHa4eHHA ABNAETCH JOKAILHOH OTBETCTBEHHOCTIO 000 «Hogapruc dapmay,
Mockga

- Cpok ronHocTH BeIpaxkeH B popMaTe «MM.ITTT». JlaHHBIH (OPMAT PACCUMTAH Ha TO, YTOOK BCEr/Ia BKIKOYATh
MOC/IEAHIOI JaTy Mecsla

- PPMS Homep — 1976806

- TlpontyxT Gb1T IpOM3BENEH B COOTBETCTBHH co crieldukanueii HIT JICP-002605/07-290719, uam. 1-3, Bkmouas
YNaKOBKY H MapKHPOBKY

- Ilponzsoautens cyberanuuu Amnoaunuua 6ecunar — J1-p Peqan’c JlaGoparopuc, Muaus

- llpoussoautens cyGeranumn Bancapran — Hosaprtuc I'pumc6u Jlumuren, Benukobputanus

- Hukaknx oTrioHenui, snusolux Ha cobmonenue npasun GMP u/unu cooteercrere TpeGoBaHHAM
pa3spelleHts Ha Npoaaxy, He BEIABJIEHO

- Cpok rogHocTH B cepTHhHKaTe Ha Galk NPOAYKT JO/IKEH HHTEPIPETHPOBATLCA KaK KPalHAA JaTa Hauaa
npoilecca yrnakoOBKH

3akimouenne:

Hacrosimum ynoctosepsio, uto JaHHas HHGOpPMAaLHA MOAIMHHA U BEpHa,

HanHas cepua co3aaHa/ MPOH3BEICHA, BKIIOYas YAKOBKY H KOHTPOJIb, Ha BBILIEYTOMAHYTOM MECTE IPOH3BOJICTBA
B COOTBETCTBHH ¢ npaBuiaMid GMP siokankHOro peryiaTopHOro opraHa H crieli(pHKaLHel perucTpaloHHOT0
YAOCTOBEPEHHS HMIOPTHPYIOLIEH CTPaHbI.

HapaGoTka, ynakoBka W aHal13 CepUM COOTBETCTBYIOT TpeboBanuam GMP.

Lndposas noanucs:
Radua Gimenez Estela

VnonnomouenHoe nuuo, Hoeapric ®apmackiotika C.A., 28-02-2022 18:37:33
I'pan Bua ne nec Kopre Karananec, 764 Jlara 1 Bpems

08013 bapcenona, Hcnanus
JInuensus Ha uarotoenenue Ne 1520E
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Buinymeno:

3urdpun bapbepa C.J1.
Ponna Canta Mapus 158
08210 bapbepa nen Bannec
Hcnanus

Siegfried |

CEPTHO®UKAT AHAJIM3A
Ne ES100100407610

Nns undopmanmy BeeM 3aMHTCPECOBAHHBIM JIHLAM, TIPON3EO/ICTBEHHA TUIOIIAAKa 3HrpHA Bbap6epa C.JL. panee
naspiBanack Hosapric ®apmackiornka C.A. u pacionaraetes no tomy e aapecy Ponna ne Canra Mapus 158, 08210
bapGepa nen Bannec (Bapcenona), Mcnanus

Homep cepun

CpoK roHoOCTH

Hata npousBoncTea

B coorBercTBMM ¢ mepBHYHOMH
BTOPHYHOI yNakOBKaMH

35 Mecaues

B cooTBeTcTBMM ¢ mnepBHYHOMN
BTOPHYHOH yNaKOBKaMH

ITponykr: 3KCOOPK 10/160 MI" 28 FCT-RU (SF)

Inobanbubiii matepnan Ne: 764403 Cepus Ne: BCMIJ3

JaTa H3roTOR/IeHHA: 24-01-2022 IIporokon ananuza Ne: 4130149495

Cpok rogHocru: 31-12-2024

HopmarusHasn DP_6001267_A_R_2

JOKYMEHTALHS:

TecThl TpeboBaunsn PesyabTarsi

Ilepruynas ynakoska 1115277-A19-RU 6 CooTBercTByeT
1118666-A19-RU

Bropuunas ynakoska 1145054-A21-RU CooreercTByeT

Jledner 1145052-A21-RU CooTeeTcTBYET

n CooTBeTcTByeT

CootsercrByer

u CooTeeTcTBYET

3akmoyenHe:

Cepns cooTBeTCTBYET CrieUM$UKALMY HOPMATHBHON AOKYMeHTauMK. HactosimM yocToBepso, 4To JaHHas
MH(pOpMAaLKA NOAIMHHA M BepHa. HapaGoTka M aHa/n3 cepuu NPOBEPEHBI U COOTBETCTBYIOT TpeGoBanuam GMP.

OTBeTcTBEHHOE JINIO:
Hata u Bpems:

JIuno, BriiaBwiee ceprudHKar:
Honxnocrs:
JlaTa n Bpems:

Ctpanmnua 3/ 8

Concepcion Vinets
23-02-2022 12:57:52

Olga Duarte

YnonHoMoueHHoe THLO
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Boinymeno:

Siegfried 3ur¢pun bapbepa C.J1.

Ponpa Canta Mapus 158
08210 bapbepa aen Bamnec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100407494

s uadopMaiiiH BCeM 3aMHTEpeCcOBaHHBIM JTHLAM, TPOM3BOACTReHHAA Tomaaka 3urgpun bapbepa C.J1. panee
nazeieanack HoBaprue ®apmacsiotuka C.A. 1 pacnonaraercs no ToMy e aapecy Ponna ne Canra Mapus 158, 08210
bapbepa nen Bannec (bapcenona), Mcnanus

IMpoaykT: IKCPOPXK/EIW 10/160 MI" COMP LAC-EC
I'nob6anbublii maTepnan Ne: 856680 Cepnsa Ne: B9392
JlaTa u3roToBieHHs: 24-01-2021 IIpoTroxon anannza Ne: 4130148533
Cpok roasocrn: 24-01-2022
HopmaTneHan DP_6001267 A R 2
JAOKYMEHTALNA:
TecThl Tpedbosanusn PesynbTartsl
Onucanue: popma OBanbHble €O CKOLIEHHBIMH KpaamMun CoOTBETCTBYeT
TAONETKH,  MOKpBIThIE  TUIEHOYHOMH
obonoukoit
OnucaHue: Ko rpaBHPOBKH rpaeipoBka «NVR» Ha oaHoil cropoHe CooTBETCTBYET

u «UIC» Ha apyro# cTopoHe

Onucanue: uBer CBET/IO-XKENThIH CooTBeTcTBYET
Cpennss macca 330 - 364 mr 346 mr

IMopnuuuocte Metonom TCX: Bancapran CooTBeTcTBYET cTaHAapTy cpaBHeHUa  CoOOTBETCTBYET
[Toanunnocte Metonom TCX: AMnonunux CooteercTByer craHaapty cpaBHeHus  CooTBeTcTBYET
IMonnuHHocTe MeTonom BOXKX: Bancapran CooTBeTCTBYeT cTaHnapTy cpaBHeHHA  COOTBETCTBYeT
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Brinyueno:

Siegfried 3urgpun Bapbepa C.J1.

Ponpa Canta Mapus 158
08210 Bapbepa nen Bannec
Hcnanus

CEPTUO®HUKAT AHAJIM3A
Ne ES100100407494

Jna uadopmalui BCeM 3aMHTEPECOBAHHBIM JIHLAM, POU3BOACTBEHHAA Mnowaaka 3urdpua bapdepa C.J1. panee
HaseiBanack Horaptue ®@apmaceiotuka C. A, ¥ pacnonaraercs no oMy xe ajapecy Ponna ne Canta Mapusa 158, 08210
bap6epa nen Bannec (bapcenona), Mcnanns

Hponykr: DKCO®OPX/E1W 10/160 M COMP LAC-EC

I'100anbHbIAE MaTepnan Ne: 856680 Cepus Ne: B9392

TecThbl TpeGoBanus PesyabTaTsbl

[MoanuuHocts Metonom BIXKX: AMiionunuH Cooteercreyer  craHaapty CooTBeTcTByeT
CpaBHEHHA

[Mocroponnne npumect Amnoaununa: Ilpumece D He 6onee 0,5% <0,1 %

[TocTopoHHKe npuMecH AMJTOAUNMHHA: eIHHHYHOM He 6onee 0,2 % <0,1 %

HeWaeHTUULIMPOBAHHOMH NpUMecH

Cymma npmwecei/'l Ha OCHOBAHHH 3aABJICHHbIX

coaepkaHMii BancapTaHa UM aMJIOAMIIHHA He 6onee 2,0 % <0,1 %
COOTBETCTBEHHO

KonunuectBeHHoe onpenenenue meronom BOXKX: 95,0 —105,0 % 98,7 %
Bancapran

KonunuecreenHoe onpenenenne meronom BIXKX: 95,0 - 105,0 % 98,8 %
AMNOOUNHH

OpnopoanocTs Ao3upoBadua: N= 10 unu 30 10-30 10
OpnopoaHocTs Ao3vpoBaHua Bancaprana: cpennee - 102,3 %
3Ha4YeHHe
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Brinymeno:

Siegfri ed 3urdpua bapbepa C.J1.

Ponpa Canrta Mapus 158
08210 Bap6epa nen Bannec
Hcnanus

CEPTUOPUKAT AHAJIM3A
Ne ES100100407494

JIna undopMalMy BCeM 3aHHTEPECOBAHHEBIM JIHLIAM, IPOH3BOACTBeHHas 1iowmanka 3urdpua bapbepa C.J1 panee
nassipanack Hosaptuc ®apmacsiotrka C.A. ¥ pacnionaraercs 1o Tomy e aapecy Ponna ne Canra Mapus 158, 08210
bapbepa nen Bannec (bapcenona), Mcnanua

IIpoaykr: SKCPOPK/EIW 10/160 M COMP LAC-EC
I'nodanbublii marepuan Ne: 356680 Cepns Ne: B9392
TecThl Tpeboanus PesyanTaTsl
OaHOpPOAHOCTh AO3UPOBAHUA: MUHUMYM - 100,5 %
OOHOPOAHOCTE AO3HPOBAHUA: MAKCUMYM - 103,4 %

- 1,0
CranpaptHoe otknonenue (CU)
OnHOPOOHOCTH NO3UPOBaHUSA: MpHeMIIeMas He Gonee 15,0 3,1
Be/THYHHA
OnHopoaHoCTs A03UpoBaHua Bancaprana: CootBerctByer TpeboBanuaMm @. CooTBeTcTBYET
KOHEYHOE 3aKJII0UEHHE CLIA, Esp. @. u fn. @.
OnHopoaHocTes Ao3upoBanua: N= 10 unu 30 10-30 10
OnOHOpPONHOCTE  NO3UPOBAaHMA  AMIIONMITHHA: - 102,4 %
cpefiHee 3HaYeHHE
OnHOPOAHOCTH 103HPOBAHHA: MHHHMYM - 100,6 %
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Siegfried |

Beinymeno:

3urdpun bBap6epa C.J1.
Ponpa Canta Mapus 158
08210 bapbepa nen Bannec
Hcnanus

CEPTH®UKAT AHAJIM3A
Ne ES100100407494

Ana nHpopmalMK BceM 3aMHTEPECOBAHHBIM JIMLAM, NPOM3BOCTECHHAA TUI0AAKa 3Urdpua Bap6epa C.J1. pauee
naspisanack Hosaprue ®apmacriotuka C.A. 1 pacionaraetes no Tomy ke ajpecy Ponna ne Canta Mapus 158, 08210

bapbepa nen Bannec (Bapcenona), Mcnanms

IpoaykT: IKCPOPAK/EIW 10/160 MI' COMP LAC-EC

I'nobanphblii MaTepuan Ne: 856680 Cepus No: B9392
TecTnl Tpeboannsa PesyabTaThi
OnHOPOIHOCTL A0ZMPOBAHHS: MAKCHMYM - 103,7 %
Cranaaprhoe otknonenue (CU) - 1,0
OnxopoaHocTk 103HpoBanuA: npuemiiemas  He Gomee 15,0 33
BEJIMUMHA

Onnoponsocts 103upoBanus amnoaunuHa:  Cootsercteyer Tpebosanmuam ®. CLLUA, Coortsercreyer
KOHEYHOE 3aKnIoueHHe Egrp. ®@. u Sn. @,

Pacreopenne: N=6 umn 12 6-12 6
Pacteopenue Basncaprana (cpenuee He menee 75% 101%
3HaueHHe) uepez 30 MMHYT

Pacreopenne: MUHHMYM - 99 %
PacrBopenne: Makcumym - 102 %
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Brinymeno:

3urdpun Bap6epa C.J1.
Ponpa Canra Mapus 158
08210 Bap6epa nen Bannec
Henannsg

Siegfried |

CEPTU®UKAT AHAJIN3A
Ne ES100100407494

Jna undopmaumn scem 3AHHTCPECOBAHHLIM JIM1iaM, NPOM3BOACTBEHHAA MNoLanKa 3urdpung bapGepa C.JI. panee
HazbiBanack Hosaprue ®apmackiotka C.A. u pacnonaraetes no Tomy xe anpecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bannec (bapcenona), Ucnanus

IKCPOPK/EIW 10/160 M- COMP LAC-EC

I'no6ansuwrii Matepnan Ne: 856680 Cepus Ne: B9392

TpeboBauug PesyabraTel

Pacteopenue Bancaprana: koneunoe CoortsercTBHe TpeboBanmam ®. CIIIA Cooteercrayer
3aK/TI0YEHHe

Pacteopenue: N=6 unu 12 6-12 6

Pacteopenue Amaonmnuna (cpennee He menee 75% 100 %
3HaueHHe) yepes 30 MunyT

Pacteopenne: MHHHMYM - 99 %
Pacteopenue: MaKCHMyM - 101 %
Pacteopenme Amnommnumna: KOHEYHOe Cootsercrere TpeGosannsm ®. CIIA Cooreercrryer

3aKJIloYeHHue

3akmouenne:

OTBercTBennoe nuuo: Maria del Mar Jimenez
Hara u Bpems; 10-02-2022 15:51:24
JInuo, Brinasuee cepTHpHKaT: Olga Duarte
Homxuocrs; YnonxHomouennoe JnLo
Hara n Bpems: 23-02-2022 13:49:32
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