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Antipova

Yana ey yoprpi ety
Hogpapruc ®apmacsiotuka C.A.
(‘) N O VA. RT l S I'pan Bua ae nec Kopre Karananec, 764
08013 Bapcenona, Hcnanus
JIunen3us na n3rotopacune Ne
1520-E
CEPTUO®UKAT CEPUU
Hndopmalins 0 IPOAyKTe:
TpoayKT: DKCPOPX
Jlo3MpoBKa / AKTHBHOCTh? 10 MI'+160 MI”
JlekapcreenHas gopma: TabneTky, MOKpLITHIE IIEHOUHOH 060104KOH
PasMep yNaKOBKH: 2 x 14 wTyK
Tnobanbabiil MaTepnaa Ne: | 764403 Cepus Ne: BCDJ4
PY: JICP-002605/07 JlokanbHblil MaTepuana Ne: 764403
JlaTa H3ITOTOBJIEHHSA 13.11.2021 CpoK rogHoCTH: 10-2024
Koau4ecTBO eJHHHLL 34000 mTyK CtpaHa Ha3HAYEHHHA: Poccuiickas
NpoAYKTa: denepauns

JlaHHble TECTOR, TpeGOBAHNS, PE3YBTAThI H 3AKIIOUEHNS NPHBE/ICHLL B creayioleM ceptrduKare/cepTHHKATAX:

VrakoBo4Hasg HHpopMauus;

H3roTOBJIEHHE!

Ceprudmkat Ne: ES100200316820

Ilponykr: SKCPOPK 10/160 MI" 28 TABJTETKH, ITOKPLITBIE TUIEHOUYHOM
OBOJIOYKON-RU (SF)

[1o6anbueiii MaTepuan Ne | 764403 | Cepns Ne: | BCDJ4

Ipou3BoaHTEb: 3urgpun bap6epa C.J1 Ponna Cra. Mapus 158, 08210 bapOepa nen Bannec,
Mcnauus

JInueH3Hs Ha 6740E

Ceprudukar Ne:
IMpoaykr:
Iao6anbubli MaTepnaa Ne:

IlpousBoacTBEHHAH nndopmauus

ES100100398058
EXFORGE (9KC®OPXK)/EIW 10/160MI" COMP LAC-EC
856680 Homep cepun: B9385

Iao6anbHbli MaTepran Ne:

Ilpon3BoauTENb:

JIuueH3ns HA H3roTOBJIEHHE:

IpouseoanTeib: 3urdpnn Bap6epa C.JI. Porna Cra. Mapus 158, 08210 Bapbepa nen
Bannec, Ucnanus

JIMieH3Hsl HA U3TrOTOBJIEHHE! 6740E

Hudopmauns 0 TeCTHPOBAHHH:

Ceprudukat Ne; ES100100398058

IlpoaykT: EXFORGE (9KC®OPXK)/E1IW 10/160MI' COMP LAC-EC

856680 Homep cepuu: B9385

3urdpun bap6epa C.JI. Ponna Cra. Mapus 158, 08210 Bapbepa nen
Bannec, Hcnanus

6740E
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HacToswmii ceprudukar GbL ABTOMATHUECKH CreHEPHPOBAH.

,uaHHI:IC YTBEPKIACHBI OTBETCTBEHHBIM JIMLIOM




Hosapric ®apmackiotitka C.A.
(‘) N O VA RT l S I'pan Bua ne nec Kopre Karananec, 764
08013 Bapcenona, Hcnatns
JIuuen3As HA HITOTOB/ICHHAE Ne
1520-E
X He 610 3apeTrHCTPHPOBAHO OTKIIOHEHHUHT BO BpeMs [IPOM3BOACTBCHHBIX onepauuii
[1] Bo BpeMs MpOH3BOACTBEHHBIX onepatuii GbUTH OOHAPYKEHEI OTKIOHCHHA, KOTOpBIE OBLITH

HCC/Ie10BaHbl KOMIETEHTHELIM JIULIOM. HMccnenoBaHHe NPHUULIO K BBIBOLY, UTO OTKJIOHEHHE
(s1) He MOBNMAJIO Ha GezonacHocTh H 3 (HeKTHBHOCTb NPOAYKTA.

CcbUIKa HA OCHOBHBIE / KPHTHUECKHE OTKIOHEHHS «IN/Ay» umi «Record 1D»: N/A

KomMMeHTapHH K cepTHOHKATY:

-TpaHcOPTHPOBKA B CTPaHy HA3HAUCHUA ABJIAETCA JIOKaJbHON OTBETCTBEHHOCTERIO 000 «Hosaptuc ®apma»
- CpoK ro/IHOCTH BhIpakeH B (POPMATE «MM.ITTT. JlanHblil (popMAaT PACCHHTAH Ha TO, yToOBl BCEra BKIK4aTh
TOC/IeJHIO 1aTy MecaLa

- PPMS Homep — 1976806

- TIpoayKT 6bUI IPOM3BENIEH B COOTBETCTEHH CO crenndmkaunedi HI JICP-002605/07-290719, u3m. 1-3, BKIOYas
yNakOBKY H MapKHpPOBKY

- TTpou3BOMTENL CyOCTaHLMA Awmnoanmina 6ecunar — J1-p Penan’c Jlaboparopuc JItn, Uuaus

- IpousBoauTeNs CyOCTaHUMH Bancaprad — HoapTuc PHHIacKHIH JItn, Upnanaua

- HUKakuX OTKJIOHEHHH, BIUAOIIHX Ha cobmonenue npasuil GMP u/niiu COOTBETCTBHE TpeGoBaHUAM
paspeleHHs Ha POy, HE BBIABICHO

- CpoK Fo/IHOCTH B CepTH(UKATE HA Gank MPOIYKT AOIDKEH MHTEPNPETHPOBATLCA Kak KpaiHsA JaTa Hauana
npolecca ynakoBKH

Jak/oueHne:

HacTosium yAOCTOBEPAK), YTO JaHHas unbopMalHA [I0/UTHHHA H BEPHA.

JlanHas cepHs co3MaHa/ IPOU3IBECHE, BITIOYAd YNAKOBKY H KOHTpOJIb, Ha BBILIEYIIOMSTHY TOM MECTE NPOU3BOACTERA
B COOTBETCTBUH ¢ npasunamu GMP nokansHOTO perynsaTOpHOTO Oprana u crieuupuKaLmeii perucTpallioHHOro
yAOCTOBEPEHHA MMNOPTHPYIOLIEH CTPAHBL.

HapaboTka, yNaKOBKa M aHANN3 CEPHH cooTBeTcTRYIOT Tpedoannam GMP.

JIuuo, BhIIABIICE CEPTHHUKAT: Cambra Aused Laura
JLoMKHOCTh: Yo/ HOMOYEHHOE JIULO, Hograptuc @apMacbroTHKa C.A.
JlaTa ¥ BpeMs: 12-01-2022
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Hacrosumii cepTHdHKaT ObLT aBTOMATHIECKHU creHepHpoBaH.
JlanHble yTBEPKICHB OTBETCTEEHHEIM JIMLIOM




Siegfried

Brinymeno:

3ur¢pun bapbepa C.JL
Ponna Canra Mapus 158
08210 Bapbepa nen Bannec
Hcnanus

CEPTUO®UKAT AHAJIM3A
Ne ESES100100402717

JUia MHQOPMALIHK BCEM 3aMHTEPECOBAHHBIM JIHIAM, IPOH3BOACTECHHAA T10IANKA 3urdpua bapoepa C.J1. panee
nassipanack Hosaptuc ®apmackiotnka C.A. u pacrnionaraeTcs 1o Tomy ke aapecy Ponna ne Canra Mapus 158, 08210
Bapbepa nen Bannec (bapcenona), Mcnanus

BTOpl*I‘lHOl‘;l YNaKOBKaMH

IlpoaykT: SKCOOPK/EIW 10/160 MI" COMP LAC-EC

I'nobanbubiii MaTepuan Ne: 764403 Cepus Ne: BCDJ4

JlaTa M3roToBJeHN: 13-11-2021 HpoTtokon aHanmusa Ne: 4130147723

CpoK roIHOCTH: 31-10-2024

HopmaTHBHARA DP_6001267_A_R_2

AOKYMEHTALIHA:

TecThl TpeboBanus Pe3yabTaThl

IMepeuuHas ynakoBKa 1115277-A19-RU 6 CooTBeTCTBYET
1118666-A19-RU

BropuuHas ynakoBka 1145054-A21-RU CoOTBETCTBYET

Jledner 1145052-A21-RU CoOTBETCTBYET

Howmep cepun B cootsercTBMH ¢ mepBu4HOi M CooTBeTCTBYET
BTOPHYHOH YNaKOBKaMH

CpOK rogHoCTH 35 mecsaues CoOOTBETCTBYET

JlaTa npon3BoJACTBa B coorsercTeMH ¢ nepBuuHoi M CoOOTBETCTBYET

3axkJao4yeHne:

Cepus COOTBETCTBYET CreH(HKALIMH HOPMATHBHO#H 0Ky MEHTaUlH. HacTOALNM YA0CTOBEPAIO, UTO IaHHAA
undopMalma noanuHHa 1 BepHa. HapaGoTka 1 aHa/n3 cepuy NpoBEPEHBI M COOTBETCTBYIOT TpeGosanuam GMP.

OTBeTCTBEHHOE JIHIO:
HdaTa u BpeMs:

JInno, BeI1aBIICE CePTHHHKAT:

J01AKHOCTE:
JaTta u Bpems:
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Sara Rodriguez
17-12-2021 07:43:46

Susana Contreras
External
04-01-2022 13:18:13

HacTtosamuii ceptudukat G511 aBTOMaTHYECKH CTEHEPHPOBaH.
JlaHHEBIE yTREPXkKIEHbl OTBETCTBEHHBIM JIHLIOM




Brinyumeno:

S ieg f rie d 3urdpun bapbepa C.J1.

Ponna Canta Mapus 158
08210 Bapbepa nen Bannec
Hcnanusa

CEPTU®UKAT AHAJIU3A
Ne ES100100398058

JIng uHQOpMALMK BCEM 3aHHTEPECOBAHHBIM JIHLAM, TIPOH3BOJICTBEHHAA TT0IIA/KA 3urdpua Bap6epa C.JI. panee
naspisanack Hosaprie ®apmacsioruxa C.A. H pacrosnaraeTea no Tomy ke aapecy Pounna ne Canra Mapua 158, 08210
Bap6epa aen Bannec (bapcenona), Ucnanus

IIpoaykT: DKCPOPXK/EIW 10/160 MI' COMP LAC-EC
I'no6ansnbiil MaTepuan Ne: 856680 Cepus Ne: B9385
JlaTa M3roTOBJIEHHS: 13-11-2021 IlpoToxon anaan3za Ne: 4130146769
CpoK roJHocTH: 13-11-2022
HopmaTnenan DP_6001267_A R 2
JAOKYMEHTALMA:
TecTnl TpeGosanus Pe3yabTaThl
Onwucanue: Gopma OBajbHBlE €O CKOIIEHHbIMM kpaaMH CooTBeTCTBYeT
Tab/leTKH,  TOKPBITEIE  NIEHOYHOH
obonoukoii
OnucaHue: Ko rpaBHPOBKH rpasupoBka «NVR» Ha ojiHo# cTopone COOTBETCTBYET

n «UIC» Ha apyroii ctopoHe

OnucaHue: LUBET CBETII0-XKEJIThIHA CoOTBeTCTBYET

Cpennsas Macca 330 —364 Mr 347 mr

INoanmuunocts Metogom TCX: Bancapran CooTsetcTByeT cTanaapty cpapHenns  CoOTBETCTBYET

[Mopnuunocts metoaom TCX: AMIOAUNHH CooTBeTCTBYET CTaHAapTy cpaBHeHHa  COOTBETCTBYET

IMonnunuocTs MeTonoM BOXKX: Bancapran CoOTBETCTRYET cTaHAapTy cpaeHeHus  CoOTBETCTBYET
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HacTtoawuii cepTHdUKaT GbI/1 aRTOMATUUECKH CTEHEPHPOBAH.
JlaHHbIe yTBEPKACHBI OTBETCTBEHHEIM JIMLIOM



Brinymeno:

Siegf ried 3urdpun bap6epa C.J1.

Ponna Canra Mapua 158
08210 BapGepa nen Banec
Hcnauns

CEPTU®UKAT AHAJIM3A
Ne ES100100398058

Jlna uH(OPMALIHH BCEM 3aHHTEPECORAHHLIM THLIAM, NPOM3BOACTREHHAS TUIOLIANIKA 3urdpun bapepa C.JL. panee
naspipanacs Hosaprue @apmacpiotuka C.A. M pacnonaraeTes no ToMy xe aapecy Ponza ae Canta Mapns 158, 08210
BapGepa nen Bannec (Bapcernona), Mcnanns

IpoaykrT: SKCDOOPXK/EIW 10/160 MI' COMP LAC-EC

Ino06ansHblii MaTepnaa Ne: 856680 Cepnsa Ne: B9385

TecTbl TpeboBaHus PesyabTaThl

MoanmunHocTs MeToaoM BOXKX: Amnomunun CooTeercteyer  cranmapTy COOTBETCTBYET
CpaBHEHHA

[MocTOPOHHHE NPUMECH AMJIOMNHHA! IMpumece D He tonee 0,5% <0,1 %

[TocTopoHHHE NPUMEcH AMJIOANNHHA: €IMHHYHOH He 6onee 0,2 % <0,1 %

HeHAeHTU(HLUPOBAHHOH NPUMECH

CymMma npHMeceil Ha OCHOBaHHH 3aaB/ICHHBIX

coziepkaHHil BalcapTaHa WM aMJIOMIIHHA He Gonee 2,0 % <0,1 %
COOTBETCTBEHHO

KonudecTseHHoe onpeenenne meronom BOXKX: 95,0 - 105,0 % 98,4 %
Bancapran

KonuuecTenHoe onpeaenenue Metogom BXX: 95,0 — 105,0 % 98,9 %
AMIOIHMIHH

OaHOPOIHOCTE JO3HPOBAHUA: N= 10 unu 30 10-30 10
OmHOPOAHOCTb J03UpOBaHHs Bancaprana: CpeaHee - 101,5 %
3Ha4Y¢HHE

Crpannna 5/ 8
HacToswuii cepTudHKaT OB ABTOMATHIECKH CreHEPHPOBAH.
JlanHbie yTBEpIKAEHBl OTBETCTREHHBIM JIMLIOM




Beinymeno:

S ieg f rie d 3urdpun bapbepa C.JL

Ponpa Canta Mapusa 158
08210 Bapbepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100398058

Jlna vudopMalH BCeM 3aHHTEPECOBAHHBIM JIMIIAM, NPOU3BO/ICTBCHHAS TUIOLIAKA 3urdgpun bapdepa C.JI. panee
naspiBanacs Hosaprue @apmacsiotuka C.A. 1 pacrionaraercs 1o Tomy ke aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa nen Bannec (Bapcenona), Menanus

ITpoaykT: DKCHOPXK/EIW 10/160 MI' COMP LAC-EC
Iio6anbHbiil MaTepuan Ne: 856680 Cepnst Ne: B9385
TecThl TpeboBanus Pe3yabTaThl
OJHOPOAHOCTL A03HPOBAHUA: MHHHMYM - 98,9 %
OnHOPOAHOCTH JI03MPOBAHUA: MAKCHMYM - 103,0 %

- 1,3
CrangaptHoe oTkionenne (CU)
OnHOPOAHOCTh 103HPOBAHHA: IPHEMIIEMAst He 6Gonee 15,0 3,0
BeNHYHHA
OmHopoaHOCTE Jo3HpoBaHHs Bancaprana: CooteetctByer TpeGoBanmam @. CoOTBETCTBYET
KOHEYHOE 3aK/II04YEHHE CLUA, Epp. @. u An. @.
OpuopoaHocTs aozuposanua: N= 10 nnn 30 10-30 10
OJHOpOAHOCTh  [O3MPOBaHMA  AMJIOJMIMHA: - 101,8 %
cpe/Hee 3HaYCHHE
OIHOPOAHOCTL JO3HPOBAHHA: MUHHMYM - 99,1 %

Crpannua 6/ 8
HacTosumii ceprudukar 6511 aBTOMATHYECKH CreHEpHPOBaH.
JlanHtle yTBep:KIeHbl OTRETCTBEHHBIM JIHLIOM



Siegfried |

Brinymeno:

3urdpna Bap6epa C.J1.
Ponpa Canta Mapun 158
08210 BapGepa nen Bannec
Hcnanus

CEPTH®UKAT AHAJIU3A
Ne ES100100398058

Js nHopManuK BeceM 3aMHTEPeCcOBAHHBIM JIMLAM, TIPOH3BOACTBEHHAS MIIOUIAIKA 3urdpun Bapbepa C.J1. panee
HasbiBasnack Hosaprue ®apmaceiotuka C.A. 1 pacnonaraetcs mo Tomy e anpecy Ponga ne Canta Mapus 158, 08210

bap6epa nen Bamnec (Bapcenona), Henanua

IMpoaykr: OKCPOPX/EIW 10/160 MI' COMP LAC-EC
Fnobansuenii maTepnan Ne: 856680 Cepus Ne: B9385
TecThi TpeGoBanus PesynbTaThl
OnHOPOIHOCTE 103HPOBAHHA: MAKCHMYM - 103,6 %

- 1,3
CrannapTtHoe oTknoHenue (CU)
OaHopoaHoCTL 103MpoBaHuA: npuemnemMas  He Gonee 15,0 3,5
BEJTHYMHA
OnwnoposnnocTs nosuposanns amnoaunita:  CooTBeTcTeyeT TpeGosanmam @. CLLIA, CooTeeTcTBYET
KOHEYHOE 3aKJIIoYeHHe Eerp. @. u fn. .
Pacteopenne: N=6 unu 12 6-12 6
Pacteopenne Bascaprana (cpeanee He menee 75% 100%
3HaueHue) yepes 30 MUHYT
PactBOpeHue: MuHnMyM - 98 %
PacTeopenne: Makcumym - 101 %
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Hacrosmuii cepTudukar G511 aBTOMAaTHUECKH CreHEPHPOBAH,
JanHble yTBepKACHBI OTBETCTBEHHBIM JIMLIOM




Brinymeno:

Siegfried 3urdpun bapbepa C.JI.

Ponpa Canta Mapus 158
08210 Bapbepa nen Bannec
Hcnauus

CEPTHO®HUKAT AHAJIU3A
Ne ES100100398058

Tl nudopmaIK BeeM 3aHHTEPECOBAHHEIM JTHIAM, IPOH3BOCTBEHHAS TLIOMIAIKA 3urdpun bapbepa C.JI. panee
Haspisanack Hopapric ®apmacsiotnka C.A. n pacnionaraetes no ToMy e aapecy Ponaa ae Canta Mapusa 158, 08210
bapGepa nen Bannec (Bapcenona), Ucnauus

IpoaykT: SKCPOPX/E1IW 10/160 MT' COMP LAC-EC

Inobanbueiii maTepuan Ne: 856680 Cepus Ne: B9385
Tectri Tpedosanusn Pe3ynbTaThi
PactBopenue Bancaprana: koHeutoe CootrerctBHe TpeGoranuam &. CLLIA CoorBetcTRYET
3aKJII0UeHHE

Pacteopenne: N=6 unu 12 6-12 6

Pacteopenne Amnoaunuua (cpennee He menee 75% 99 %
3HauyeHHe) yepes 30 MUHYT

PacTBOpeHHe: MUHUMYM - 97 %
PacTopenue: Makcumym - 101 %
PacTeopenne AMnoaununa; Koneunoe CootsetcTBHEe TpeGosanuam &, CIIIA CooTeercTBYET
3aKJIIIOYEHHE

3akaoyeHHe:

Cepus cooTBeTCTBYeT cneunduKaLn HOpMaTHBHOI 1okyMeHTaLuH. Hactosumm YAOCTOBEPAIO, YTO AaHHAA
unpopMalna noannHHa 1 BepHa. Hapa6boTka u ananus CEPHH NPOBEPEHBI H COOTBETCTBYIOT TpeboraHusm GMP.

OTBeTCTBEHHOE JIHIIO0:
Harta u Bpems:

Maria Jesus Abad Herrero
19-11-2021 16:25:01

JInno, BeInaBWee cepTHdHKAT: Olga Duarte Pereira

JOKHOCTD:
Hdarta n Bpems:
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VnonHoMoueHHOE THLO
23-11-2021 13:06:25

Hacrosuumii cepTuikar GbL1 aBTOMATHYECKH CTEHEPHPOBaH.
JanHele yTBepKA€HE! OTBETCTBEHHBIM JIHIIOM




