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Hosapric ®apMackloTHKA CA.
L‘ ) N O V A RT I S I'pan Bua ne nec Kopte Karananec, 764
08013 Bapcenona, Ficnanua

JIMueH3us Ha H3rOTOBJICHUE Ne
1520E

CEPTU®UKAT CEPHUU

Uudopmalius 0 IpoJLyKTE:

IpoayKT: SKCPOPK ]
Jlo3MpOBKA / AKTHBHOCTR: 5 MI'+160 MI'

JlexapcTBeHHan popma: TabJIeTKH, TOKPBITHIE [UieHoYHOH 060I0UKOH

Pazmep yNaKoBKH: 2 x 14 wtyx

Inobanbnbi MaTepuan Ne: 764402 Cepus Ne: BAXM4

PY: JICP-002605/07 TloxanLubiii MaTepuan Ne: 764402

JlaTa H3rOTOBJICHNHA 03.11.2021 Cpok roiHOCTH: 10-2024
KoJanuecTBO eIHHHIL 36100 wTyK CTpana Ha3Ha1CHHS! Poccuiickas
NpoayKTa: ®enepauns

JlaHHbIE TECTOB, TpeGoBaHus, pe3ynbTaThl 3aK/IOUEHMsA IPHBE/IEHBI B CIEYIOIIEM ccpmd}uxaTe/cepmquaTax:

VnakoBouHas HH(opMaLUA:

[Cepruguiar Ne: ES100200313294 ]
Mponaykr: SKCDOPXK 5/160 MI' 28 TABJIETKH, ITOKPBITHIE TJIEHOYHOM
OBOJIOUKOM-RU (SF)
I106aaLnbIH MaTepHaJ Ne | 764402 | Cepna Ne: | BAXM4
TpousBoaNTEIb: 3urdpun bapbepa C.J1 ,Ponna Canta Mapus 158, 08210 Bapbepa aen Banunec,
Wcnanus
JInneH3us Ha 6740E
H3rOTOBJEHHE! J

Ipon3Bo/ICTBEHHAR nndopmanns

Cepraguxar Ne: ES100100397407

IpoaykT: EXFORGE (9KCOOPXK)/EIW 5/160MI' COMP LAC-EC

I no6anbublil MaTepHall Ne: 856682 Homep cepun: B7187

Tlpon3BoAHTE/1b: 3ur¢pun Bapbepa C.J1., Ponna Canra Mapust 158, 08210 Bapbepa nen
Bannec, Henanus

JIumen3Hs HA H3TOTOBJCHHE: 6740E

Wndopmanus 0 TECTH OBAHHH:

Ceprudukat Ne: ES100100397407

IIpoaykT: EXFORGE (QKC®OPXK)YEIW 5/160MI' COMP LAC-EC
nobanbubiii MaTepnan Ne: 856682 Homep cepHn: B7187

[1pon3BOAHTENb: 3urdpua bapbepa C.JL., Ponnia Canta Mapus 158, 08210 bapbepa nen

Bannec, Mcnanus
JInuen3ua HA H3MOTOBJICHHE: 6740E J

Crtpanmua 1 /8
Hacrosmmii cepTHHKAT ObLI ABTOMATHYECKH CreHepHpOBaH.
JlaHHbIe YTBEPKASHE OTBETCTBEHHBIM JIMIIOM




HosapThc (hapmaceloTHKa CA.
(‘) N 0 VA R.T I S I'pan Bua ne nec KopTe Karananec, 764
08013 Bapcenona, Mcnanus
JInuen3ns HA WIroToBJIeHHE N
1520E
X He 6b110 3apericTpUpOBaHO OTK/IOHEHHM}1 BO BpeMaA NPON3BOACTBCHHBIX onepauyii
[1 Bo BpeMs NPOH3BOACTBEHHBIX onepaiuii GbLIM 0GHAPYKEHBL OTK/IOHEHHs, KOTOpbIE ObLIH

HCcleJOBaHBl KOMIIETEHTHBIM JTHIIOM. WcciiejoBaHue NPHIIO K BIBOAY, YTO OTKIOHEHHE
(1) He IOBUANIO Ha Se3onacHOCTh # 3G PeKTHBHOCTE MPOYKTA.

Coblika Ha OCHOBHBIE / KPHTHYECKHE OTKIOHCHUS: «N/A» nwmn «Record ID»: N/A

KoMMEeHTApHH K CepTHOHKATY:
~TpaHcrOpTHPOBKA B CTPAHy HasHAuEHN ABNAETCA JIOKANbHOH OTBETCTBEHHOCTRIO 000 «Hosaptuc ®apma»

- CpoK FrOIHOCTH BBIPAXCH B dopmate «MM.ITITY. JlanHp1it opmaT paccuuTaH Ha TO, 4yTOGBI BCETAA BKITIOYATH
[TOCTIE/IHIOIO ATy MecALa

- PPMS Homep — 1976834

- TlpomyxT OB NPOH3BEIEH B COOTBETCTBHH cO crielduKanmeH HA JICP-002605/07-290719, m3m. 1-3, BKjio1as
YNakoBKY H MapKHPOBKY

- TIpousBoAKTEND CYOCTAaHLHH Amtonununa 6ecunat — [P Peanuc Jla6oparopuc, Hamus

- TIponsBoauTENb CyOCTAHLHN Bancaprad — HosapTue ['pumcOn Jlumutes, BenukoOpuTanus

_ HukakuX OTKIOHEHHH, BIMAIOLIAX Ha cobmonenue npasun GMP W/WIN COOTBETCTBHE TpeOOBaHNAM

paspelleHHA Ha NPOJAKY, HE BBISABIIEHO
- CpOK ro[HOCTH B cepTHdHKaTe Ha DAk NPOIYKT A0/IKEH MHTepNPETHPOBAThCA Kak KpaiHsid faTa Hagasa

npoiecca yrnakoBKH.

JakmoveHne:

HacTosiumM yAOCTOBEPAIO, UTO AaHHaA yH(OpMALHs NOUTHHHA H BEPHA.

JlaHHas cepust NPOU3BE/ICHA, BKITIOHAA yNaKkoBKY/MapKHPOBKY H KOHTpOTIb KayecTBa, Ha BEILIEYTIOMAHYTOM MeCTe
TIPOM3BOJICTBA B COOTBETCTBHHM C npasunamMn GMP nokansHOTro peryJisTopHOro oprata u crienuduKarmei
PETHCTPALIMOHHOTO YI0CTOBEPEHHA MMMOPTHPYIOLIEH CTPAHBL.

HapaGoTKa, ynakoBKa ¥ aHann3 cepui COOTRETCTRYIOT TpeOOBAHUAM GMP.

JInuo, BhIIaBLICE CePTHOHKAT: Gonzalez Pascual Francisco Javier

JIONAKHOCTh: VronHoMoueHHoe muio, HoBapThe dapmacsrotika C.A.
JlaTa n Bpems: 19-11-2021
Crpanuua 2/ 8

Hacrosmuii cepruduKat 6b1 aBTOMATHHECKH CreHepHpoBaH.
JlaHHbIE Y TBEPHKAEHBI OTBETCTBEHHBIM JIHLIOM




Biegfried

L

BoinyuieHo:
3urdpua bapbepa C.JL
Ponna Canra Mapus 158
\ 08210 Bap6epa aen Bamec
Hcnanns

CEPTU®UKAT AHAJIN3A
Ne £S100100397854

Jlna urdopmaliii BCeM 3aMHTEpPECOBAHHBIM JIHLAM, NpOM3BOACTBEHHAA nnoimanka 3urgpua bapbepa C.J1. panee
naspipanack Hosaptie PapMackioTHKA C.A. M pacronaracTcs 1o ToMy e anpecy Ponza ac Canta Mapus 158, 08210
BapGepa aen Baniec (Bapcesona), Mcnanus

Homep cepnH

CpoK rofiHOCTH

JlaTa mpoM3BOACTBA

[TponyxT: SKCDOPK 5/160 MI" 28 FCT-RU (SF)

[nobansublii MaTephan Ne: 764402 Cepun Ne: BAXM4
JlaTa H3rOTOBJIEHHS: 03-11-2021 TIpoToKoJ aHaAM3a Ne: 4130146616
CpoOK roaHOCTH: 31-10-2024

HopmaTuBHas DP 6001522_A R 2

AOKYMEHTALHA:

TecTnl TpeboBaHHA Pe3yabTaThl
TlepBHyHAas YIAKOBKa 1115280-A19-RU 6 CooTBETCTBYET

1118667-A19-RU

BropuuHas yNakoBKa 1145055-A21-RU CoOTBETCTBYET
Jedner 1145052-A21-RU COOTBETCTBYET

B COOTBETCTBHH C nepeiunoii ¥ CoOTBETCTBYET
BTOpH4HOMH ynaKoBKaMH
35 MecALEeB CoOTBETCTBYET

B COOTBETCTBUH C nepsuuHoit 1 COOTBETCTBYET
BTOPHYHOH yNaKoBKaMH

Jak/JaYeHHe:

Cepws COOTBETCTBYET creurpuKaly HOpPMATHBHOH J0KYMEHTALHH. HacTos1MM YAOCTOBEPSIO, 4TO JanHad
yH@opMaLKs MOUTHHHA 1 pepna. HapaGoTKa 1 aHAIH3 cepHH NpoBepeHkl 1 COOTBETCTBYIOT TpeOOBaHHAM GMP.

OTBeTCcTBEHHOE JINILO:

JIlaTa H BpeMs:

JIano, BbIAABLIEE cepTuduKaT:

JI0MKHOCTD:
JlaTta B BpeM#:

Crpanuia 3/ 8

Georgina Valles Martinez
18-11-2021 12:13:12

Susana Contreras Monton
V10 THOMOYEHHOE JIMLIO
19-11-2021 15:02:07

Hacrosuuii cepTuduKaT 6511 aBTOMATHHECKH CreHepHpOBaH.
JlaHHBIE YTBEPAICHBI OTBETCTBEHHBIM JIMLIOM




BuinyuieHo:

Siegf riEd 3urdpun BapGepa C.JL.

Pouza Canra Mapus 158
08210 BapGepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100397407

Jlns yH(pOpMALMK BCEM 3aHHTEPECOBAHHEIM JIHLIAM, NPOH3BOACTBEHHAA TIOMIANKA 3urdpua BapGepa C.JI. pance
nasiBanack Hopapruc ®apmackiotuka C.A. 1 pacnonaracTes 1o Tomy e aapecy Ponna ae Canra Mapus 158, 08210
Bapbepa nen Baniec (Bapcenona), Mcnanus

IpoaykT: SKCOOPH/EIW 5/160 MI' COMP LAC-EC
[no6anbubiii maTepnaa Ne: 856682 Cepusn Ne: B7187
JlaTa M3roTOBJIEHHH! 03-11-2021 IMpoToko. anaausa Ne: 89130029711
CpoK roaHocTH: 03-11-2022
HopmaTHBHasA DP 6001522 A R 2
JOKYMEHTALHHA:
TecThl TpebdoBanus Pe3yabTaThl
Onucanue: popma OsaibHble €O cKomeHHbIMM Kpaamu CoOTBETCTBYET
Ta6neTkn,  NOKpBITBIE  IUIEHOYHOH
0605104KOi#
Onucanye: KoJ rpaBupoBKH rpaBupoBka «NVR» Ha 0/IHOH CTOpOHE CooTBeTcTBYET
1 «UIC» Ha ApyToii CTOpOHE
OnucaHue: UBeT TEMHO-KENThIA COOTBETCTBYET
CpenHsasa macca 324 - 358 Mr 340 mr
[Monnuuuocts Metogom TCX: Bancaptan CooTBETCTBYET CTaHAapTy cpaBhenns  COOTBETCTBYET
Moanuusocts MetofoM TCX: AmnonunuH CoOTBETCTBYET CTAHAAPTY CPpaBHEHHA CoOTBETCTBYET
MopmunocTs MeToaoM BOXKX: Bancapran CoOTBETCTBYET CTAHIAPTY CPaBHEHHA CooTReTCTBYET
Crpanuna 4/ 8

HacToswuii cepTH(HHKAT ObUT aBTOMATHHECKH creHepHupoBaH.
JlaHHBIE YTBEPHKIEHE! OTBETCTBEHHBIM JIHLIOM



BrinymeHo:

Siegfried 3urdpun Bapbepa C.JL

Ponna Canta Mapus 158
08210 BapGepa nen Bayuiec
Hcnanuns

CEPTU®HUKAT AHAJIM3A
Ne ES100100397407

Jlns vHQOpMALMK BCEM 3aMHTEPECOBAHHDIM JIMLAM, NpOM3BOACTBEHHAS MIOLIA/KA 3urdpun bapoepa C.JI. panee
naspipanack Hosapruc ®apmaceiotuka C.A. 1 pacnonaractes no ToMy e aapecy Porza ae Canta Mapus 158, 08210
Bapbepa nen Bannec (bapeesnona), Hcnanus

IlpoaykT: AKCDOPH/EIW 5/160 MI" COMP LAC-EC

I'no6anbublii MaTepuaa Ne: 856682 Cepus Ne: B7187

TecTbl TpedboBaHuda Pe3yibTaThl

TomnuanocTs MeTofoM BOXKX: AMIOAHNIHH CootsetcTByer  cTaHnapry COOTBETCTBYET
CpaBHEHHUH

T[TocTopoHHHE IPHMECH AMJIOIHITHHA:! [Mpumecs D He 6onee 0,5% <0,1 %

TTocTopoHHHE TTPUMECH AMJIOIUTIHHA: eMHATHOH He Gonee 0,2 % <0,1 %

HeHIeHTH(QHIIMPOBAHHON NIPUMECH
CymMma npumeceii Ha OCHOBAHHH 3aAB/IEHHBIX

coflepKaHHil Ba/icapTaHa WK aMJIoIMIIHHA He Gonee 2,0 % <0,1 %
COOTBETCTBEHHO
KonuuecTBeHHOE OIpee/ieHHe METOI0M B2XKX: 95,0—105,0 % 98,5 %
Basicapran
KonuuecTBeHHOE ONpeneieHne MeTo10M BOXKX: 95,0 — 105,0 % 100,2 %
AMJIIOIMNTHH
OHOpPOJHOCTS JI03UPOBAHHS: N= 10 nnu 30 10-30 10
OnHopomHOCTh J03upoBanus Basicaprana: cpeanee - 102,7 %
3HaueHHe
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Hacrosuuii cepTHdHKaT ObIT aBTOMATHYECKA CTEHEPHPOBAH.
JlaHHBle YTBEPK/IEHbI OTBETCTBEHHBIM JIHLIOM




Siegfried |

BoinyueHo:

3urdpun Bapbepa C.JL.

Ponpa Canta Mapus 158
08210 Bap6epa nen Baec

HUcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100397407

J115 uHOPMAIK BCEM 3AHHTEPECOBAHHAIM IHILAM, POH3IBOAC
nassisanack Hoapruc ®@apmackiotrka C.A. M pacnionaraeTes 1o ToMy ke aapecy Po

Bapbepa nen Bajnec (Bapcenona), McnaHnA

rBennas niomwanka 3urdpna bapéepa C.JI. panee
11a ae Canra Mapus 158, 08210

Tpoaykr: SKCOOPK/EIW 5/160 M COMP LAC-EC

I'nobanbubii matepnan Ne: 856682 Cepns Ne: B7187
TecThl TpedoBanus Pe3yabTaThl
OHOPOIHOCTh 103UPOBAHNUA: MUHHMYM - 100,6 %
OMHOPOJHOCTH JI03HPOBAHNA: MAKCHMYM - 105,3 %
CranfapTHOE OTKJIOHEHHE (CU) - 1,6
OJHOPOAHOCTh [I03UPOBAHHA: pHEMICMast He 6onee 15,0 5,0
BeNIMYNHA

O HOpPOHOCT A03HPOBAHNA BancapraHa: CootBercTByeT TpeboBaHUAM @, CoOTBETCTBYET
KOHEUHOE 3aKII04eHHe CLUA, Egp. @. u fn. ®.

OHOPOHOCTh 103HPOBAHHA: N= 10 unu 30 10-30 10
OJHOpPOIHOCTh  AO3MPOBAHMA AMIIOOUNHHA: - 104,1%
cpeaHee 3HaYeHHe

OHOPOAHOCTb 103UPOBAHNA: MHHHMYM - 101,8 %
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HacTosmuii cepTiduKaT GbL1 aBTOMATHYECKH CTeHCPHPOBAH.
JlaHHbIe YTBEPKICHbI OTBETCTBEHHBIM JIHLIOM




Siegfried |

Brinymeno:

3urdpua bapbepa C.JL.
Ponna Canta Mapus 158
08210 BapGepa nen Bayutec
Hcnanns

CEPTU®UKAT AHAJIM3A
Ne ES100100397407

Jlnst mH(OpPMalMK BCEM 3aMHTEPECOBAHHBIM JIHLIAM, IPOH3BOACTBCHHAA TIOLIAAKA 3ur¢pun bapGepa C.JI. paHee
nassiBanack Hopaptue ®apmacsiotika C.A. ¥ pacmonaracTcs Mo ToMY e alpecy Ponna nic Canta Mapus 158, 08210

bap6epa nen Bannec (Bapeenona), Henannsa

IpoaykT: DKCPOPXK/EIW 5/160 MI" COMP LAC-EC

I106aabHbl MaTepnan Ne: 856682 Cepus Ne: B7187
TecThl Tpebopanus PesyabTaThl
OIHOPOAHOCTD J1O3UPOBAHMA! MAKCHMYM - 110,0 %
CrannaprHoe oTkiaoHenue (CU) - 2,4
OaHOPOIHOCT I03MpOBanuA: npuemsiemas  He bonee 15,0 8,4
BEM4HHA

OnHOPOIHOCTS A03HpoBaHuA amnoauniHa:  COOTBETCTBYET tpeGosanuam @. CIIIA, CootseTcTByeT
KOHEYHOE 3aKIIFoUeHHe Esp. ®. u Sn. @.

Pactropenne: N=6 nau 12 6-12 6
Pactropenue Bancaprana (cpenHee He menee 75% 98%
3nauenme) yepe3 30 MHHYT

PacTBOpEHHE: MMHUMYM - 97%
PacTBOpeHHe: MAKCHMYM - 100 %

Crpannna 7 / 8

Hacrosumii ceprudukaT 6bl1 aBTOMAaTHYECKH CTEHEPHPOBaH.
TaHHBIe YTBEPXKAEHb OTBETCTBEHHBIM JIMLIOM




Brinyweno:

S i eg f ri e d 3urdpun bapbepa C.J1.

Ponpna Canta Mapus 158
08210 bapbepa nen Bamnnec
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100397407

[ns nHpopMaLMK BCEM 3aMHTEPECOBAHHbBIM JIMLAM, IPOX3BOACTBEHHAs miowanka 3urdgpua bap6epa C.JI. panee
HasbiBanack HoBaprue @apmaceiotuka C.A. ¥ pacnonaraercs no tomy e anpecy Ponna ne Canta Mapus 158, 08210
Bap6epa nen Bannec (Bapcenona), Henanuns

IpoaykT: SKCPOPA/EIW 5/160 MI' COMP LAC-EC

I'nobanpubiii MmaTepuan Ne: 856682 Cepun Ne: B7187
TecTnbl Tpebosanus Pe3yabTaThbl
PactBopenue BancapraHa: KoHeuHOe CootserctBue TpeboBannam ©. CLLIA CooTBeTcTBYET
3aKJIOUYCHHE

Pactropenue: N=6 unu 12 6-12 6

PacTropeHne AmioaunuHa (cpeaHee He menee 75% 99%
3HayeHue) yepe3 30 MHHYT

PacTBopenne: MUHHUMYM - 97 %
PacTBopenune: MakcHMyM - 102 %
PacTeopeHne AMIOAMIIHHA: KOHEYHOE CooreercTeue Tpebopanuam ®. CLLIA CooTBeTcTBYET
3aKIHUeHHe

3ak/ouenne:

Cepus COOTBETCTBYET CriellM(pHKaLM1 HOPMAaTHBHOH JOKyYMeHTauuH, HacTosamM ynocTosepsio, 4To JaHHas
uH(OopMaLlHs NoATMHHA U BepHa, HapaGoTka U aHanu3 cepuH [POBEPEHbl U COOTBETCTRYIOT TpeGoBanuam GMP.

OTBeTcTBEHHOE JINLO:
JdaTa n Bpema:

Maria Terrel Rivero

17-11-2021 15:51:49

Jlnuo, BrinaBmee cepTHGHKAT: Susana Contreras Monton

JHonxnocts:
JaTta n BpemMs:
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VonHoMoYeHHOE JTHIIO
18-11-2021 10:28:04

Hacrosmmii ceprudukaT 6611 aBTOMAaTHIECKH CTEeHEPHPOBAH.,
JlanHele yTBep:K/IeHEl OTBETCTBEHHBIM JIMLIOM




