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Hosapruc dapmacstotuxa C. A

I'pan Bna ne nec Koprte Karananec, 764
08013 Bapcenona, Henanus

Jlanen3na Ha n3rotoBaenne Ne

1520E

CEPTU®UKAT CEPUHN

HHdopmauus o npoaykre:

Ipoayxr: JUOBAH

Jlo3npoBKa / aKTHBHOCTD; 80 MI'

JlekapcTBennas dopma: TabneTKH, MOKpPLITHIE IUIEHOYHOH 060/104KOH

Pa3mep ynakorkmu: 2 x 14 wryx

Inobanbubiii MaTepuana Ne: | 764404 Cepus Ne: BAYD2
PY: T1N-013991/01 JlokaabHbIi MaTepHa Ne: 764404
JlaTa m3roToBaenns 04.11.2021 Cpok rogHocTH: 10-2024
Konu4ecTBo eHHHILL 12000 wryx CTpana Ha3HauYeHHA: Poccuiickas
NpoAYKTa: Denepauus

Jlannbie TeCTOB, TpebOBAHMS, PE3YNLTATEI M 3aK/TIOYEHHA NIPHBE/CHBI B CIIEAYIOWEM cepTH(HKaTe/cepTHHKATAX:

YnakosouHas nHdopmanus

CepTHduxar Ne; ES100200313312

MpoaykT: JTMOBAH DUP 80 MI" 28 TABJIETKH, TIOKPBLITBIE TJIEHOYHOM
OBOJIOYKOM RU (SF)

I'no6aabublii Matepuan Ne | 764404 [ Cepns Ne: |BAYD2

H3IroToBJIEHHE!:

IIpoussoauTenn: 3urdpun Bapbepa C.JI Ponna Canta Mapus 158, 08210 Bap6epa nen Bannec,
Hcnanusa
JInueHsus Ha 6740E

IIponspoacreenHas HHdopMauna

Ceprndnuxar Ne: ES100100396774
IIpoaykr: DIOVAN (JJMOBAH)/1R 80MI" COMP LAC-EC
I'nobanbubiii MaTepnan Ne: 854128 Homep cepun: B0803

IpounsBoauTenn: 3urdpun bapdepa C.JI. Ponna Canra Mapus 158, 08210 BapGepa nen
Bannec, Mcnauus

JIHLeH3Msl HA M3rOTOBJIEHHE! 6740E

Hndopmauus o TecTHpoBaHun

Cepruduxart Ne: ES100100396774

IpoaykT: DIOVAN (JIMOBAH)/1R 80MI" COMP LAC-EC

I'nobanbuerii MaTepnan Ne: 854128 Homep cepun: B0803

IponiBoauTe/b:

3urdpun bap6epa C.JI. Ponna Canta Mapus 158, 08210 Bap6epa aen
Bannec, Mcnauus

JIHleH3Hs1 Ha H3roTOBJAEHHE:

6740E
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Hosaptie ®apmacsiotuka C.A.

(‘) N O VA RT l S I'pan Bua e nec Kopre Karananec, 764
08013 Bapcenona, Ucnanus

Jlnuen3ns Ha HITOTOBJAcHHE N2

1520-E

CEPTUDPHUKAT CEPUUA

X He 6b1710 3aperHCTPHPOBAHO OTKIOHEHHH BO BpeMs IPOHW3BOICTBEHHEIX ONepalui

1] Bo BpeMs NPOM3BOACTBEHHBIX ONEpalil Ghutn 0GHAPYKEHbI OTKIIOHEHHS, KOTOpbIC ObUIH
Hcel1eIoBaHEl KOMIIETEHTHRIM JHLOM. HMccnenoraHue NpUIIZIO K BRIBOAY, YTO OTKJIOHEHHE
(s) He NoBnMANO Ha He3omacHoCTh M 3¢ GEKTHBHOCTE NPOAYKTA.

CchINKa Ha OCHORHEIE / KpUTHUYECKHE OTKJIOHeHH: «N/A» unn «Record ID»: N/A

KommenTapuu K cepTHhukaTy:

-TpaHcnopTHPOBKA B CTPaHy HA3HAYEHHA ABJIAETCA JIOKA/IbHON oTBeTcTBeHHOCTBIO OO0 «HopapTuc dapmay
- Cpok rofiHoCTH BbipakeH B popMaTe «MM.ITrr». JanHelil opMar paccuuTaH Ha TO, 4TOObl BCEr/la BKIKOYATh
MOC/EHIO NaTy Mecaua

- PPMS Homep — 1975496

- IIpoaykT GBI IPOM3BEEH B COOTBETCTBHH cO crienndukauueii HI ITN013991/01-260719, n3m. 1-2, Brmouas
yNakoBKy M MapKHpPOBKY

- TTpoussoautens cy6Geranuun Bancapran — Hoeapric I'pumc6n Jlumuren, Benukobpuranus

- Hukakux oTKIOHEHMi, BIMAIOLMX Ha cobmoaeHue npaBua GMP W/HIIH COOTBETCTBHE TpeGoBaHHAM
pazpellcHUs Ha NPOAAXY, HE BEIABJIEHO

- Cpok rogHocTH B cepTudukare Ha Gak NpomyKT JO/DKEH HHTEPNIPETHPOBATLCA KaK KpaiiHad laTa Hadana
npoliecca YNakoBKH.

3aknouenne:

HacTosmumM yA0CTOBEpSI0, YTO JaHHAA WH(OpMaLua NOAJHHHA H BEPHa.

Jlannas cepus co3zaHa/ MpoM2Be/ieHa, BKIIOYas yMAKOBKY H KOHTPOJIb, Ha BBIILEYTIOMSAHYTOM MECTE IIPOM3BOACTRA
B COOTBETCTBHH ¢ npaBunamMu GMP JI0KaJbHOTO PeryiaTopHOTo OpraHa M cnelu@HKalnei perucTpauHoHHOTO
yIOCTOBEPEHHA HMIIOPTHPYIOLLEH CTPaHBI

HapaboTka, yNakoBKa M aHAIIH3 CEpHH COOTBETCTBYIOT TpeboBannam GMP.

JInno, BeiaaBmiee cepTHHHUKAT: Gonzalez Pascual Francisco Javier
Jlo/3KHOCTD: VnonHoMoueHHoe nuo, Hosaptuc @apmacetotika C.A.
JaTa u Bpems: 12-01-2022 23:59:52
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Siegfried |

Buinyuieno:
3urdpun bapbepa C.JL.

Ponpna Canra Mapus 158
08210 Bap6epa nen Bannec,
Hcnanns

CEPTU®HUKAT AHAJIN3A
Ne ES100100398121

Tl uHopMALIMH BCEM 3aHHTEPECOBAHHBIM JTHIAM, NPOH3BO/ICTREHHAA mommanka 3urgpua Bapbepa C.JI. panee
naswizanack Hopapruc ®@apmacsioruka C.A. 1 pacnonaractes 1o ToMy e apecy Ponga ae Canra Mapus 158, 08210
BapGepa nen Baec (bapcenona), Wcnanus

IpoayxT: DIOVAN (JITUOBAH) DUP 80 MG 28 FCT-RU (SF)

Iiao6ansHbiil MmaTepuan Ne: 764404 Cepusn Ne: BAYD2

JlaTa H3roTOBJICHHS: 04-11-2021 IpoTokoa aHaaunsa Ne: 4130147179

Cpok roaHoCcTH: 31-10-2024

HopmaTusnas nokymentauus: DP 3755170 011 R 02

Tectbl TpeboBanus Pe3ynbTaThl

[lepBuuHas yNakoBKa 1109506-A18-RU CooTBeTCTBYET
1136772-A18-RU

BTopHuHas ynakoBKa 1145039-A21-RU CoOTBETCTBYET

HHucTpyxuma 1145040-A21-RU COOTBETCTBYET

Homep cepuu B COOTBETCTBHH € CooTBeTCTBYET
nepBHYHOI/BTOPHUHO#H yNaKOBKOH

CpoK rofiHOCTH 35 mecaua CoOTBETCTBYET

IlaTa npoH3BOACTRA B cOOTBETCTBHH C CoOTBETCTBYET

NepBUYHOI/BTOPHYHON YNaKOBKOH

3aknoueHHE:

Cepusl COOTBETCTBYET HOPMaTHBHO# TOKYMEHTaLHH. JlanHbIM cepTH(hMKATOM MOJTREPIKAAETCA, UTO YKa3aHHad
BbIlIe HHPOPMALIHMA ABISETCA TOYHON W JOCTOBEPHOH W 4TO Pe3yJITAThl AHATH3OB GBI NPOBEPEHDL] H HAliIEHBI
cooTsercTRyoiumMu GMP.

OTBeTCTBEHHOE JIHILO0: Georgina Valles Martinez
JlaTa u Bpems: 19-11-2021 12:50:42
JInno, BoinaBmee ceprudHKaT: Susana Contreras Monton
JIOMKHOCTD: V1o1HOMOYEHHOE JIMLO
HdaTa u Bpemsi: 23-11-2021 16:22:46

Hacrtosmuii cepruduxat Gpu1 aBTOMaTH4ECKH CrEHEPHPOBaH
Jlanuble yTBEpsKAEHbI OTBETCTBEHHBIM JIMLIOM



Brinymeno:

S i eg f ri ed 3urdpun bapbdepa C.JI.

Ponpa Canra Mapus 158
08210 Bapbepa nen Bannec
Hcnannsa

CEPTUO®UKAT CEPUHA
Ne ES100100396774

JIna vapopMalMK BceM 3aUHTEPECOBAHHBIM JIMIIAM, IPOM3BOCTBEHHA Iwlowaaxa 3urdpun bapdepa C.J1. panee
nassiBanacs Hopaptuc ®apmacsiotuxa C.A. n pacnonaraercs no tomy se aapecy Ponna ne Canra Mapus 158, 08210
Bapbepa nen Bannec (bapcenona), Mcnanna

IlpoaykT: JUOBAH IR 80MI" COMP LAC-EC
I'no6anbHbiii maTepnan 854128 Cepna Ne: B0803
Ne:
JdaTa M3roToBJIeHHs: 04-11-2021 IIpoToxon ananmnsa Ne: 4130146121
Cpok roHocTH: 03-05-2022
TecTuHr moHorpad: DP 3755170 011 R 02
Tectnl TpeGoBanus PesyabTaTsl
Onucanue: popma Kpyrnele TabneTKH, NOKPBITBIE IIEHOUHOMH CoOTBETCTBYET
0601104KO#, CO CKOLUEHHBIMH KPasAMH
OnucaHue: KOJ rpaBUPOBKH C onHO#1 cTOPOHBI pUCKH BhiiaBneHHad «Dy» v COOTBETCTBYET

«V» ¢ Apyro#l CTOpPOHBI PHCKH, HAa 0OpaTHO#H
cTopoHe Tabnetkn — «NVR»

Onucanue: LBeT BiieaHo-kpacHeIf CooTsercTBYET
Huamertp: okono 8,2 MM - 8.2 Mm
TNognuuaOCTL MeTOOM TCX: CoOTBETCTBHE CTAHIAPTY CPABHEHHA CooTBeTCTBYET
BAJICAPTAH

IMonnuuHOCTE MeTOJOM BOXX: COOTBETCTBHE CTAHAPTY CPaBHEHHA CooTBeTcTBYET
BAJICAPTAH

Hacroswmuii cepTHKAT GBLT aBTOMATHUECKH Cr€HEPHPOBaH
Iannble yTBepKA€HB! OTBETCTBEHHBIM JIHLIOM



Brinymeno:

Siegfri ed 3ur¢pun Bapbepa C.J1.

Ponpna Canra Mapus 158
08210 Bap6epa nen Bamunec
Hcnanus

CEPTU®UKAT CEPUU
Ne ES100100396774

Jis unopMalMK BeeM 3aHHTEPECOBAHHLIM THIIAM, TIPOH3BOJCTEEHHAS TUIOLIAAKA 3urdpua Bapbepa C.JI. panee
HasbiBatack Hosapruc ®apmackiotnka C.A. H pacnosnaraercs no ToMy e agpecy Ponna e Canra Mapus 158, 08210
bap6epa nen Bannec (bapcenona), Mcnanus

Ipoayxr: JHUOBAH 1R 80MI' COMP LAC-EC

I'nobanbubiit maTepuan 854128 Cepus Ne; B0803
No:

Tectnl TpeGosanns PesyanTaTsi
IocTopoHHHE NpUMecH: eIMHHUYHBIE He Gonee 0.2% <0.1%
HeMJIeHTH(UHUpOBaHHEIE MeToloM BRXKX

ITocTopoHHHE MPUMECH, CYyMMa METOJIOM He Gonee 0.4% <0.1%
BOXX

KonuuecTBeHHOE OnpeeneHHe METOI0M 95.0 - 105.0% 98,1%
B3XX: BAJICAPTAH

Pactopenne: n=6 unu 12 6-12 6
Pactropenne Bancaprana (cpeanee He menee 80% 96%
3HaveHHe) yepes 30 MUH.

PacTeopeHne: MUHHMYM - 92%
PacTBopenune: makcumym - 98%

Hacrosumii cepTudkaT Gb11 ABTOMaTHUECKH CTEHEPHPORAH
HaHHble YTBEPHIEHEI OTBETCTBEHHBIM JIHLIOM



Brinymeno:

- a
Slegfrled 3urdpun Bapbepa C.JI.
Ponna Canra Mapus 158
08210 bapGepa nen Bannec
Hcnanus

CEPTH®UKAT CEPUH
Ne ES100100396774

Jis mHdpopmaninu BceM 3aMHTEPECOBAHHBIM JIMLIAM, IPOH3BOACTEEHHAA IUIOIIAAKA 3urdpun Bap6epa C.JI. panee
HaspiBanack Hosapruc ®apmacsioruka C.A. u pacnonaraerca no Tomy e aapecy Ponna ae Caunra Mapns 158, 08210
bapGepa nen Bannec (Bapcenona), Mcnanus

IIpoayxr: AHUOBAH IR 80MI' COMP LAC-EC
I'nobanbueiii MaTepuan 854128 Cepus Ne: B0803
Ne:
Tectbl TpeGoBanuns PesynbTaTsi
PacTropeHue: kOHEUHOE 3aKTIOYEHHE Cooteercteyer cneunduxamnu ®. CLLIA, Esp.  CooTeercTByer
@, An. @
Cpennss macca 153.0 - 170.0 mr 160.1 mr
OnHopoaHocTh JO3HpOBaHus: n = 10 10-30 10
unm 30
OnHOpOAHOCTE AO3HPOBAHHA - 97,6%
BaJicapTaHa: CpeJiHee 3HAYEHHE
OIHOPOAHOCTE IO3HPOBAHMA: MUHHMYM - 94,0%
OJHOPOAHOCTE IO3HPOBAHMSA: MAKCHMYM - 99,5%
OnHOpONHOCTE 103UPOBAHMS: He bonee 15 % 4.8
npHeMIleMas BelIHYHHA
OnHOpoaHOCTE A03UPOBAHMS: Coorsercteyer cneundukaunn ®. CLIA, Esp.  CooTseTcTByeT
OKOHYATENBHBIA pe3ynbTar @, fn. ©
3axao4enue:

Cepust cOOTBETCTBYeT crieLHHKALIMH HOPMATHBHON J0KyMeHTaunu. HacToammM yiocToBepsio, 4To AaHHas
HH(OpMaLKsA NoUIMHHA H BepHa. HapaGoTka 1 ananns cepuu NPOBEPEHbI M COOTBETCTRYIOT TpeGOBAHHAM
GMP.

OTBeTCTBEHHOE JIHIIO: Maria del Mar Jimenez Garcia
HdaTa u Bpemsi: 10-11-2021 15:14:58

JInno, Be1aaBmee cepTuduKaT: Olga Duarte Pereira
JoJzKHOCTE: VYnonHomoueHHOE THLIO

Jarta u Bpems: 16-11-2021 08:14:09

HacTosuwmit cepruduxar 6511 aBTOMaTHYECKH CreHepUpOBaH
}IaHHble YTBEPXKACHBI OTBETCTBEHHBIM JIMLIOM



