T‘ Boinyuieno:
( ) N O VA RT 1 S Hogsaptuc ®apmacerotika C.A.
dapmacktoTrkan Onepaiiun3

Ponna Cta. Mapus 158

08210 BapGepa nen Bannec

Hcnanus

JInuen3nn Ha n3rotopaenne Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTUD®UKAT CEPUH
Ne ES100200263532

Ipoayxr: SKChOPK, TABITETKH, [TOKPLITBIE TJIEHOYHOM OBOJIOUKOM,
10/160 MI" Ne2§ - RU

Jo3upoBKa / AKTHBHOCTD! AMJTOIUTIFH 10 MT
BAJICAPTAH 160 MI'

JlekapcerBeHHas opma: TaB1eTKH, TIOKPBITLIE TIICHOUHOT 060104KOH

Tun ynakoeBku: onucrep

Pa3mep ynakoBKH: 2 x 14 wTyK

PY: JICP-002605/07

CtpaHa Ha3HAYEHUH: Poccuiickas Penepauns

I'nobanbHbIil maTepuan Ne: 710489 Cepus No: BPX50

JlaTa u3roToBJCHHS 07-03-2020

JlaTa BbINYCKA: 27-03-2020

CpoK roHoCTH: 28-02-2023

KosinuecTBO eXHHNAIL 18085.000 wryk

npoayKra:

JlaHHble TECTOR, TPEOOBAHMA, PE3YIbTAThI H 3AKMOUCHHA NPUBEICHBI B crenyioem cepriduikate/cepTidukaTax:

CepruguraT No: ES100100321645

IMpoaykr: IKCHOPH/EIW 10/160 MI' COMP LAC-EC

InobankHbiit MaTepuan Ne 856680 Cepun No: B9263
JoxaibHblii maTepuan N 856680

JlaTa BbINyCKAa: 25-03-2020

TMpousBoauTEb: Hogaptuc ®apmacsiotuka C.A.

dapmacbioTukan OnepaiiuHa
Ponaa Cra. Mapus 158
08210 bapbepa nen Bannec
Hcnanws

JIlnueH3us Ha 1520-E

M3rOTOBJIEHHE:

Digitally signed by Kuyantseva
Natalya
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serialNumber=2048528,
cn=Kuyantseva Natalya
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Hacrosuuiit cepTHUKaT Obl1 ABBTOMATHYECKH CreHEPHPOBAH.
ﬂaHHbIE YTBEPIKACHBI OTBETCTBEHHBIM JIMLUOM




Brinyuieno:

(‘) N O VA RTIS Hogaprtic dapmacsiotrka C.A.

dapmacsioTiKan OnepaiiuiH3

Ponza Cta. Mapusa 158

08210 Bap6epa nen Bannec

Hcnanus

Jlnuens3ns wa n3rotopaenne Ne
1520-E

Ceprudurat GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUHN
Ne ES100200263532

|

HacToALIMM YIOCTOBEPAIO, YTO NaHHAA HHPOPMAUHs NOLTHHHA H BEpHA.

YIOCTOBEPEHHA HMIIOPTHPYIOIIEH CTPAHBI.
HapafoTka, YTaKOBKA H aHANN3 CEPHH COOTBETCTRYIOT tpeGosanuamM GMP,

MpoayxT: IKCDOOPIK, TABJIETKH, [TOKPLITHIE TUIEHOUHOM OBOJIOYKOM, 10/160
M Ne28-RU

I'106aabubiii matepuan Ne: 710489 Cepnst Ne BPX50

Jak/uyeHHe:

Jlannas cepus co3faHa/ IPOM3BENIEHa, BKITIOUAs YIIAKOBKY H KOHTPOIb, HA BbILIIEYNIOMSHYTOM MECTE NPOH3IBOACTEA
B cooTBeTCTRMM ¢ npaBuiamMu GMP OKanbHOro pery/ATOpHOro OpraHa H cneunduKaluuei perncTpalHoHHOro

OTBeTCTBEHHOE JIHLO: Anna Maria Perez Montero
JlaTa u Bpems: 27-03-2020 12:26:25

KoMMeHTapHH K cepTHUKATY:

[1poussoauTeb (hapMaLeBTHIECKOH cybcTanumu:

Bancapran: Hopaptuc PUHracKuuIH JItn, Upnanaus

Amnogunui: JI-p Penan’c JlabopaTopuc JItn., Uuauns

Cpok rofHOCTH B cepTHdhHKaTE 1 aska paBeH BpeMeHN ylepkHBaHHs Oaska.
HopMaTHBHbIH JIOKYMEHT! JICP-002605/07-290719 u3m. 1

Jluno, BbIAABLIEE cepTH(HKAT: Anna Maria Perez Montero
JLo/I3KHOCTD: VNoAHOMOYEHHOE JIHLO
JlaTa u Bpemsi: 16-04-2020 06:31:35

Crpanuua 2/ 7
Hacroswuii cepTHQUKAT ObL ABTOMATHYECKH CrEHEPHPOBAH.
JlaHHble YTBEPXKIEHbI OTBETCTBCHHBIM JIHLIOM




Uy NOVARTIS

ITpouiseneno:

Hosapruc ®apmacsiotuka C.A.
dapmacbioTHkan OnepaniuH3
Ponpa Cra. Mapus 138

08210 Bap6epa nen Banec
Hcnanusa

CEPTU®UKAT AHAJIU3A
Ne ES100100321645

[Tpoaykr:

JIaTa U3roToB/IEHHS:

Ino6anbHbIi MaTepua Ne:

SKCDOPK/EIW 10/160 M COMP LAC-EC

856680 Cepus No: B9263
07-03-2020 IpoTokon ananusa Ne: 4130122894

OnucaHmne: Koa rpaBUpOBKH

HopmaTtusHasi DP 6001267 A_R_2
JOKYMEHTALMA:
TecTsl TpeGosaHus PesyabTaThl
Onwucanue: popma Opanbhble co ckomeHHbMH KpasmH COOTBETCTBYET
TabneTkH,  MOKPBIThIE  [JIEHOYHOH
oBomnoukoit

rpasupoeka «NVR» na olHO# cTOpPOHE CoOTBETCTBYET
n «UIC» Ha apyroii ctopoHe

OnucaHue: UBET CRETJIO-KENThIil COOTBETCTBYET
Cpenusist macca 330 —364 mr 349 mr

[MomnmmHHocTs MeTogoM TCX: BancapraH CoOTBeTCTBYET cTaHaapTy cpabHeHus  COOTBETCTBYCT
ToamxuocTs MeTogoM TCX: AMoaUNHH CoOTBETCTBYET CTaHAAPTY cpaHeHus  COOTBETCTBYET
MMowHHOCTL MeTogoM BOXX: BancapTaH CooTBeTcTBYeT cTaHaapTy cpapHenus  COOTBETCTBYET
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Hactoswmii cepTudHKat Obl1 aBTOMATHYECKH CTEHEPHPOBAH.

,D,aHHble YTBEPKIAEHBI OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

IIpouiseaeno:

HosapTuc ®apmacsrorika C.A.
dapmackioTkan OnepaHiH3
Ponna Cta. Mapus 158

08210 BapGepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100321645

Mpoaykr: IKCDOOPK/EIW 10/160 MI" COMP LAC-EC

['no6anbubiil matepuan Ne: 856680 Cepust Ne: B9263

TecTnl Tpebosanusa Pe3y/1bTATHI

TMoanuuHocTs MeTomoM BIX: AMaoaunuH CooreercteyeT  craHnaapty COOTBETCTBYCT
CpaBHeHHA

ToctoponHHe npumeck Amnoaunuua: Ipumecs D He 6onee 0,5% 0,1%
TTocTOpoHHKE MpHMecH AMIOANNHHA! eNHHHYHOM He Gonee 0,2 % <0,1%
HeUAeHTH(HLHPOBAHHOH NPHMECH
Cymma npimeceii Ha OCHOBaHMH 325 BICHHBIX
comepsKaHHil BascapTaHa WK aMI0AHNHHA He 6onee 2,0 % 0,1%
COOTBETCTBEHHO
KonnuecTBeHHOE onpenenenne MeTonom BIKX: 95,0 — 105,0 % 98,5%
Bancapran
KonuuecTBEHHOE ONpeacieHHe MeTOA0M BRXKX: 95,0 —105,0 % 98,9%
AMIOANTTHH
OaxopoaHocTh Ao3uposanus: N= 10 uiu 30 10-30 10
OnHOPOAHOCTh 03MpOBaHMA Baicaprana: cpelHee - 99.4%
3HaYeHHe
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HacToswuuii cepTudHKaT bl aBTOMATHYECKHN CrEHEPHPOBAH.
JlaHHEIE YTEEPIXKICHBI OTBETCTBEHHBIM JTHLIOM




!> NOVARTIS

[Ipon3seneno:

Hoeaptuc dapmacsiotnka C.A.
dapmackiotukan Onepaiinns
Ponna Cra. Mapus 158

08210 bapGepa nen Bannec

HUcnanusa

CEPTUO®UKAT AHAJIU3A
Ne ES100100321645

| MpoaykT: SKCDHOPK/EIW 10/160 MI' COMP LAC-EC
[mobanbHbIi MaTepuaa Ne: 856680 Cepus Ne: B9263
TecThl TpeGoBaHHS Pe3yabTAThI
OHOPOIHOCTh A03HPOBAHHA: MHHHMYM - 98.4%
OIHOPOAHOCTh 103UPOBAHHS: MAKCHMYM - 100,4%
Crannapthoe otknonenue (CU) - 0,6
OnHOPOAHOCTb A03HPOBAHUA: MPHEMIEMaZ He 6onee 15,0 1,4
BE/IMUMHA
OIHOpOMHOCTh A03UPOBaHKA Bancaprana: Cootgetctayer TpeGoBanuam Esp. CooTeeTCTBYCT
KOHEYHOE 3aK/IIQ4YEeHUE @., @, CLLIA u fn. ©.
OnHopoaHocTs ao3upopanus: N= 10 unm 30 10-30 10
OHOPOAHOCTb  JAO3MPOBAHHA  AMJIOIMMHHAL - 100,4%
cpelHee 3HaYeHHe
OIHOPOAHOCTE A03MPOBAHIA: MHHUMYM - 99,6%
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HacTosuuii cepTudukat Obl1 aBTOMATHYECKH CreHEPHPOBAH.
JlaHHbIe YTBEPIeHbl OTBETCTBEHHBIM JIHLIOM




)y NOVARTIS

[IponisencHo:

Hosaptic dapmackiotika C.A.
dapmacsioTrkan Onepaniuy3
Ponpna Cta. Mapusa 158

08210 bap6epa nen Bamnec

Hcnanus

CEPTUOUKAT AHAJIM3A
Ne ES100100321645

[Ipoaykr: SKCOOPK/EIW 10/160 MIT COMP LAC-EC

Imo6aabHbiil maTepnan Ne: 856680 Cepus Ne: B9263
L

Tectbl TpeGoBaHHA Pe3yabTaThl
O1HOPOHOCTD J03MPOBAHHA: MAKCHMYM - 101,5 %
CrannaprHoe otkioHenue (CU) - 0,6
OIHOPOAHOCTD IO3UPOBAHHA: PHEMIEMas He 6onee 15,0 1.4
BEJIMYMHA

OnHOpPOAHOCTE J03HPOBAHUA aMJIOAMIHHA: CootserctByer r Tpebosanuam Esp. @., CoOTBETCTBYET
KOHEUHOE 3aKJIIOUCHHE &. CLUA u Sn. @.

Pacteopenne: N=6 unu 12 6-12 6
Pactropenue BancapraHa (CpeaHee He menee 75% 100 %
3HaveHue) depes 30 MUHYT

PacTBOpeHHE: MMHHMYM - 99%
PacTeopeHHe: MAKCHMYM - 103 %
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Hacrosiwuiii cepTHHKAT ObI1 ABTOMATHYECKH CIeHEPHPOBAH.
JlaHHble YTBEPKAEHbI OTBETCTBEHHBIM THLOM




) NOVARTIS

[Tponiseaeno:

Hosapruc ®apmacsrotika C.A.
dapmacstoTuian OnepaniiH3
Pouna Cra. Mapus 158

08210 Bapbepa nen Bamnec

Hcnanus

CEPTU®HUKAT AHAJIU3A
Ne ES100100321645

IIpoaykT: SKCOOPAJ/EIW 10/160 MI' COMP LAC-EC

InoGanbubiii matepuaa Ne: 856680 Cepus Ne: B9263
TecTbl TpebosaHusa Pe3yibTaThl
Pactopenne BancapraHa: KOHEUHOE Coorsercteie Tpebosanusm @. CLLIA COOTBETCTBYET
3aKJIFOUEHHE

Pacteopenue: N=6 unu 12 6-12 6

PacTeopeHue AMIOIMIIMHA (CpelHee He menee 75% 100 %
3qavyenue) uepes 30 MHHYT

PacTBOpeHHE: MUHHMYM - 99%
PacTBOpeHHE: MAKCHMYM - 104 %
PacTeopeHie AMIOJHTMHA: KOHEYHOE Cooteercreie Tpebosanuam @, CLLIA CoOTBETCTRYET
3aKJIKOYECHHUC

3akJ04yeHHe:

Cepus COOTBETCTBYET CreUH(HUKaLNH HOP
WH(OPMALIMA NOWTHHHA H BEpHA. HapaboTka ¥ aHa/u3 CepHH MPOBEPEHBI M COOTE

MaTHBHO# A0KYMeHTaUH. HacToAwMM yI0CTOBEPAIO, HTO A3HHAA
etcteytoT TpeGosannam GMP.

OTBeTCTBEHHOE JIHLO:
JlaTa u Bpemsi:

Maria Jesus Abad Herrero
13-03-2020 13:00:16

JInuo, BeiaaBuIee cepTHUKAT: Olga DUARTE PEREIRA

JomKHOCT:
JaTa u Bpems:

Crpanunua 7 /7

VHOJHOMOUEHHOE TULO
25-03-2020 15:52:43

HacToatumii cepTHHUKAT Gbll aBTOMATHYECKH CrEHEPUPOBAH.

JlanHbie YTBEPKIAEHBI OTBETCTBEHHLIM JIULIOM




