‘ Beinyweno:
() N O VARTI S Hosapruc ®apmacetotika C.A.
dapmacetotakan Onepaiins
Pouna Cra. Mapus 158
08210 Bapbepa nen Bannec
Hcnanus
Jluuen3usa Ha H3roToBjeHne Ne
1520-E
Cepruduxatr GMP Ne:
NCF/1851/001/CAT

CEPTUDUKAT CEPUH
Ne ES100200290265

IMpoaykr: SKCDOPK, TABJIETKH, TIOKPBITHIE [NIEHOYHOU OBOJIOYKOM, 5/80
MI Ne28 - RU

J03MpOBKA / AKTHBHOCTh! AMIJIOUWTTUH 5 MTI”
BAJICAPTAH 80 MI'

JlekapcTBeHnHas opma: TabIeTKH, MOKPBITIE TNIEHOUHOH 060104KOi
Tun ynmakopkmu: 6ucrep

PasMep ynakoBKH: 2 x 14 wryk

PY; JICP-002605/07

CTpana Ha3HAYCHHUS: Poccuiickas dexepauus

TnoGanbublit MaTepuan Ne: 710482 Cepus Ne: BWV41
JlaTa u3roToraeHus 11-02-2021

JaTa Beinycka: 23-02-2021

CpoK roAHOCTH: 01-2024

KonuuecTBo eAHHUL 60120.000 wtyk

MPOAYKTA:

JlaHHbBIe TeCcTOB, TPeOOBAHMS, Pe3yTbTAThl U 3aKTIOUEHNs PHBEICHB! B CIIEyIolIeM cepTH(uKaTe/cepTH(HKATAX:

Cepruurar Ne: ES100100361283

IMpoaykr: DKCDPOPH/EIW 5/80 MI' COMP LAC-EC

Inob6anbHbiil MaTepnan Ne 356684 Cepus No: B5454
JlokanbHelii maTepuaa Ne 856684

JlaTa BeInycka: 19-02-2021

[MpousBoauTen: Hosaptuc ®@apmacetoTka C.A.

®apmacbroTHkan Onepaiins
Ponna Cta. Mapus 158
08210 Bapbepa nen Banec
Hcenanusa

JInueHsus Ha 1520-E

H3rOTOBJIEHHE!

Digitally signed by Kugantseva
Kuyantse &
DN: de=com, de=novartis,
au=peaple, 6u=TO,
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en=Kuyantseva Natalys
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Crpanuua 1 /7
Hactoswwmit ceptudikar Obl1 aBTOMATHHECKH CTEHEPHPOBAH.
JlauHble YTBEPKIEHbl OTBETCTBEHHBIM THLIOM



Beinymeno:
(‘) N O VA RT I S Hogapruc @apmacsiotika C.A.

DapmaceroTikan OnepsinH3

Pouna Cra. Mapua 158

08210 Bap6epa nen Bannec

Wcnanns

JIuuensus Ha H3roToBJaeHHe No
1520-E

Cepruduxatr GMP Ne:
NCF/1851/001/CAT

CEPTUD®UKAT CEPUH
Ne ES10020029065

IMpoaykT: SKCDOOPK, TABJIETKH, [TOKPLITBIE IJIEHOYHOW OBOJIOUKOH, 5/80
MI" Ne28-RU
InoGaneHelii MaTepuana No: 710482 Cepusn No BWV41

3akmouenue:

HacToAumM yIocToBepaio, 4To AaHHas HHPOpMALUs NOATHHHA H BEPHA.

JanHas cepus co3jaHa/ MPOU3BELeHa, BKIIOYA YITAKOBKY W KOHTPOJIb, HA BbILIEYTIOMAHYTOM MeCTe NPOH3BOICTEA
B COOTBETCTBHMH ¢ npauiaMin GMP nokanbHOro peryasTopHOro opraHa u crneuu@ukalmeil perucTpaiMoHHOro
YI0CTOBEPEHHA HMITOPTHPYIOLIEH CTPAHBI.

HapaGoTka, yriakoBKa 1 aHalli3 CepHH COOTBETCTBYIOT TpedosaHnsm GMP.

OTBeTCTBEHHOE JIHLO: Susana Contreras Monton
Jata u Bpems: 23-02-2021 12:25:46

Tun BBIITYCKA: BBIMMYCK HAa PBIHOK

Kommenrapuu Kk cepruduxary:

[IpousBoaurens papmaueBTHueckoi cydcTaHUMM:

Bancapran: Hoeaptuc ['pumcou JIta, BenukoGpuranus

Amnoaunun: I-p Perau’c Jlaboparopue, Muaus

Cpok rogHocty B ceprudukare s 6alka paBeH BpeMeHH yaAep:KUBaHus Oanka.

HopmatueHslii nokyment: JICP-002605/07-290719 n3m. |

JIuuo, BblaaBLIee cepTH(UKAT: Susana Contreras Monton
JLO/IKHOC T VMOAHOMOUYSHHOE IO
Harta u Bpemsi: 23-02-2021 12:25:46

Crpanuua 2 / 7
Hactoswmii cepruguxat Obl1 aBTOMATHYECKH CTEHEPUPOBAH,
JlaHHble YTBEPKAEHBI OTBETCTBEHHBIM JTHLIOM



U NOVARTIS

Ilponseeneno:

Horaptuc @apmacsrotika C.A.
dapmaceroTukan OnepaiiH3
Ponna Cra. Mapus 158

08210 bapdepa nen Bamnec

Hcenanus

CEPTHO®UKAT AHAJIU3A
Ne ES100100361283

IMpoaykT: IKCOOPK/ETIW 5/80 MI' COMP LAC-EC
I'nobanbubiii MaTepuan Ne: 856684 Cepus No: B5454
JlaTa U3roTOBJIEHUSA: 11-02-2021 IMpoTokoa aHaan3a Ne: 4130136343
Cpok roaHocTu: 11-02-2022
HopmaTtuBnas DP_6001523 A R 2
JOKYMeHTAlUMS:
TecTsl TpeGosauus Pe3y ibTaThl
Onucanue: popma Kpyrasie co ckomeHHsIMM  Kpasmu CoOOTBETCTBYET
TabneTkH,  MOKPLITHIE  [UIEHOYMHOM
000JI04 KO
OnucaHue: KoJ1 rPaBUPORKH rpapuporka « NVR» Ha onHoit ctopone CoOTBETCTBYET
1 «NV» Ha apyroit cTopoHe
OnucaHue: UBeT TEMHO-KeNThIH COOTBETCTBYET
Cpennss macca 166 — 184 mr 177 mr
[ToanuuHocTs MeToaom TCX: BancapraH CooteeTcTByeT cTanaapty cpaBHenns  CoOTBETCTBYET
ITopnuunocte metogom TCX: AMnoaunun Co0TBeTCTBYET CTaHAApPTy cpaBHeHMA  COOTBETCTBYET
[TonnunHocTs MeTonom BOYKX: Bancapran CootBeTcTBYET cTaHAapTy cpaBHeHns  CoOTBETCTBYET
[MommuHHOCTE MeTogoM BOXKX: Ammonnnud  COOTBETCTBYET cTaHAapTy cpaBHeHHst  COOTBETCTBYET
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Hacrosiunii cepTHhUKAT Ob1J1 aBTOMATHUECKH CT€HEPHPOBAH.

HaHHble YTBEpKAeHbl OTBCTCTBEHHBIM JIHLIOM




!y NOVARTIS

TIpousBeaeHo:

Hopapric dPapMackioTika C.A.
dapmMackiOTHKAT OnepaiuH3
Ponna Cta. Mapus 158

08210 bapbepa nen Bannec
Hcnanua

CEPTA®UKAT AHAJIM3A
Ne ES100100361283

IMpoaykT: SKCDOOPX/EIW 5/80 MI COMP LAC-EC

[no6ansHbrit maTepuan Ne: 856684 Cepns Ne: B5454
TecThl TpeboBaHusA Pe3ybTaThl
[TocTOpOHHHE TIPUMECH Amutoaunina: [pumecs D He 6ouee 0,5% <0,1%
TocTOPOHHHE MPUMECH AMIOAUMIHA. eJIHHUYHOM He Gonee 0,2 % <0,1%

HeuAeHTH(ULIMPOBAHHOH TPHMECH
CymMa puMeceil Ha OCHOBAHNH 3asBIEHHBIX

conep:KaHuii BancapTaHa i aMJI0IMINHHA He Gonee 2,0 %o <0,1%
COOTBETCTBEHHO

KosnuecTBeHHOE OMpeie/ieHHe METOLOM BOKX: 95,0 - 105,0 % 98,6%
BancapTaH

KonuuecTBeHHOE ONpeae/ieHHe meTonom BOAKX: 95,0 — 105,0 % 99,7%
AMITOAUITHH

OnHOPOAHOCTb 103MPOBAHHA. N= 10 nnn 30 10-30 10
OHOPOQHOCTb  103MpOBaHHA BancapraHa: cpeamee - 102,3%
3HauCHHE

OXHOPOAHOCTH N03MPOBAHHA: MHHUMYM - 97,1%

Crpanuua 4 /7
HacTosiuimii cepruduxat Gbl1 aBTOMATHYECKH CreHepHpoBaH.
JlaHHble YTBEPK/ICHb! OTBETCTBEHHAIM JHLIOM




)y NOVARTIS

[IponsBeneno:

Hosapruc dapmacsioTika C.A.
dapmaceioTHkan Onepaiiua3
Ponga Cra. Mapua 158

08210 Bapbepa nen Bannec

Wcnanud

CEPTUD®UKAT AHAJIU3A
Ne ES100100361283

BEJIHMYHHA

[TpoayxT: AKCPOPK/EIW 5/80 MI' COMP LAC-EC

Inobanbubiii maTepuan Ne: 856684 Cepusi Ne: B5454
TecTnl Tpebosanus Pe3yabLTaThl
OIHOPOIHOCTh 103UPOBAHMSA MAKCHMYM - 105,1%
OHOPOAHOCTH N03UPOBAHKA: TIPUEMIIEMAs He Gonee 15,0 6,8
BeJIMMHHA

OHOPOAHOCTh A03UpoBaHusA BancapTana: CootsercTByeT TpeGoBanusam Esp. CoOTBETCTBYET
KOHEUYHOE 3aKJIroueHne @, ©. CLLUA u An. d.

OnHoponHocTs Ao3upoBanns: N= 10w 30 10-30 10
OIHOPOAHOCTE  J03MPOBAHUA  AMIOIMITHHAL - 102,3%
cpelHee 3HaYeHHe

OHOPOIHOCTE A03UPOBAHHS! MHHHMYM - 96,7%
O1HOPOIHOCTh 103HPOBAHHA: MAKCHMYM - 105,2 %
OHOPOAHOCTE JO3HPOBAHMS: MPHEMIIEMAs He Gonee 15,0 7,0
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Hactoswmii cepTHdrKaT OblN aBTOMATHYECKU CreHEPHPOBAH.
JlaHHble YTBEP K AEHbI OTBETCTBEHHBIM JIHLIOM




IMpousseaexo:

Hosaptuc ®apmacetotuka C.A.
PapmackioTrkan Onepaniins
Ponna Cra. Mapus 158

08210 bapbepa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100361283

3Havyenue) yepes 30 MUHYT

MpoaykT: DKCDOPK/EIW 5/80 MI' COMP LAC-EC

I'noBaneHblii maTepnan Ne: 856634 Cepnsa Ne: B5454
TecTnl TpebGosanus PesyabTarThl
OnHopoaHocTs Ao3upoBanng amnogununa:  CoorserctByeT TpeboBanusm Esp. @., @. CooTBeTcTRYeT
KOHEYHOE 3aKIIFoyeHHe CUIA n fn. .

PacTtBopenwne: N=6 unu 12 6-12 6

PactBopenue Bancaprana (cpeanee He menee 75% 100 %
3Ha4YeHue) yepes 30 MUHYT

PacTropenne: MUHHMYM - 95%
PacTtBopenue: MakcHMyM - 103 %
PactBopenue Bancaprana: koHeuHoe Cootsercteue Tpebopannam @, CLIA CooTBeTcTBYET
3aKIIoueHne

PacrBopenue: N=6 unu 12 6-12 6

PacTtBopeHne AmitounuHa (cpeaHee He menee 75% 100 %
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HacTosuuii ceprudpukar OblJl aBTOMAaTUYECKN CTEHEPHPOBaH.

IIHHHI:!E YTBEPKACHbBI OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

[Tpousseneno:

Hosaptuc ®apmacsiotika C.A.
MapmacreroTHEan Onepsiuza
Ponpa Cra. Mapus 158

08210 Bap6epa gen Bannec
Henanna

CEPTUO®UKAT AHAJIN3A
Ne ES100100361283

IMpoaykr:; OKCDPOPK/EIW 5/80 MI" COMP LAC-EC

FnoGanerblit MaTepuan Ne: 856684 Cepus Ne: B5454

TecTnl Tpebosanus PesyabTaThl
PacTBopenne: MHHHMYM - 95 %

PacTBopenue: MakcumyMm - 102 %

PactBopeHHe AMIIOMITIHA: KOHEUHOR CooteercTaue Tpedosaniam @. CLIA CooTtBeTcTBYET
3aKIIIOYEHHE

3akmouenne:

Cepusa cootBeTcTBYET CrieLHpHKALHH HOPMATHBHOI JOKYMEHTaUMH. HacToAMM yI0CTOBEPsiIO, UTO AaHHas
MH(QOPMALWMA NONTHHHA 1 BepHa. HapaboTka 1 aHann3 cepun NpoBEpeHbl U COOTBETCTBYIOT TpebopaHHsM GMP.

OTBeTcTBEHHOE JTHLO: Maria Jesus Abad Herrero
JlaTta u Bpems: 17-02-2021 10:27:16
JInuo, Be1naBwee ceprudKaT: Laura Cambra Aused
JomkHocTh: Y10/IHOMOUYEHHOE JIHLIO
Hara u Bpems: 19-02-2021 16:41:05

Crpanuua 7/ 7
Hacrosuwnii ceprudukar 6611 aBTOMAaTHYECKH CreHEPHPOBAH,
JlanHuie yTBEp K 1€Hbl OTBETCTBEHHBIM JTHLIOM



