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90429 HropHuOepr. JIumeH3us Ha IpOU3BOACTBO:

DE BY_05_MIA_2021_0052/55.2-2678.3-3-1163-9

CEPTUDPUKAT CEPUH

Nudopmarnus o mpoaykre:

Ilpoaykr:

KO-DKCOOPXK (R)

Jo3upoBKa / AKTHBHOCTH:

SMI+160 MI' + 12,5 MI'

JlexapcTBeHHas gopma:

TaOJICTKH, MOKPBITHIC TNICHOYHON 000JI0UKOH

Pa3mep ynakoBku:

2 x 14 TabneToK, MOKPHITHIX UIEHOYHOW 000JI0UKOH

I'no6anbHbIil MaTepuaa Ne: | 764407 Cepus No: BCMXS8
PYy: JICP-008557/10 JlokanbHblii MaTepuas Ne: 764407
JaTta uzrorosJjieHust 24.01.2022 Cpok rogHocru: 12-2023
KoanvecTBo exnHun 4260 mrTyk (KOIM4ecTBO CTpaHa Ha3HAYCHHUSA: Poccuiickas
NpoAyKTa: B3siT0o U3 BC Denepanust

ES100200319919)

VYnakoBouHast I/IH(l)OpMaI_[I/ISIZ

ﬂaHHLIe TECTOB, Tp€60BaHI/IH, PE3YJIbTAThI U 3aKIOYCHUSA MPUBCACHBI B CJICAYIOLICM CepTI/I(I)I/IKaTe/CepTI/I(l)I/IKaTaXZ

H3roToOBJICHHE:

CepTuduxar Ne: ES100100407615

Mpoxyxr: DKCPOX 160/12,5/5 M 28 TABJIETKH, TIOKPBITHIE IJIEHOYHOM
OBOJIOYKOM-RU (SF)

I'nodanbHbIii MaTepuaa Ne | 764407 | Cepus Ne: | BCMX8

IMpousBoauTeNb: 3urdpun bapoepa C.JI Porna Canta Mapus 158, 08210 bap6epa nen Bamnec,
Wcnanus

JInueH3us Ha 6740E

IIpousBoacTBEHHAS ﬂHd_)ODMaHHﬂ

Ceptuduxar Ne:
Ilpoaykr:

ES100100407597
OKCOOPXK I'XT 5/160/12,5MI" COMP LAC-EC

T'nodanbHbIii MaTepuag Ne:

857259 Homep cepuu: B6264

IIpousBoanTen: 3urdpun bapbepa C.JI. Ponna Canra Mapus 158, 08210 BapGepa nen
Bamnec, Ucnanus

JInueH3us1 HA U3rOTOBJICHHE: 6740E

HNudopmanus 0 TeCTHPOBAHUM:

Cepruduxar Ne: ES100100407597

IIpoxykrT: OKCDOPXK I'XT 5/160/12,5MI" COMP LAC-EC

I'no6anbHbIl MaTepuas Ne:

857259 Homep cepun: B6264

Hp0ﬂ3BOIlHTeJ'l]>2

3urdpun bapoepa C.JI. Ponga Canra Mapus 158, 08210 bap6epa nen
Bamnec, Ucnanus

JIMIeH31us1 HA M3rOTOBJIEHHE:

6740E
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Hosaptuc ®apma I'm6X

(‘) N 0 V A RT l S Poonmrpacce 25 u O6epe Typamrpacce 8-10

90429 HropHuOepr. JIuneH3us Ha IpOU3BOACTBO:
DE BY_05_MIA 2021 _0052/55.2-2678.3-3-1163-9

CEPTUO®UKAT CEPUHA

X He 6b1710 3aperucTpupoBaHO OTKIOHEHUH BO BpeMsl IPOU3BOICTBEHHBIX ONEpaIIHid

[1 Bo Bpems ipon3BOACTBEHHBIX ONepannii ObUTH 0OHAPYIKEHBI OTKIIOHEHUS, KOTOPBIE ObUTH
HCCIIeT0BaHbI KOMIIETEHTHBIM JIMIIOM. VccieoBaHe MPUIILIO K BEIBOJY, YTO OTKJIOHEHHE
(s1) He TOBJIMAJIO HA O€30MACHOCTh M A (HEKTUBHOCTH MPOAYKTA.

Ccpuika Ha OCHOBHBIE / KpuTHdeckue oTkioHeHus: «N/Ay» nmm «Record ID»: N/A

KomMmenTapum k ceprudukary:

- Poccwuiickuii cepruduxkar GMP s Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany ObL1
otkioHeH 12.09.2018 (cm. [Ipunaraemslit MeMOpaHIyM; JOKYMEHTaIbLHO oopmiteH o HomepoM # 2008380).
-TpaHCcTIOPTHPOBKA B CTpaHy Ha3HAUEHHUs SIBJISIETCS JIOKalbHOM oTBeTcTBeHHOCThI0O OO0 «HoBapruc dapmay

- [IponykT ObLT pou3BezieH B cooTBeTcTBUM co crienudukarnueit HJ JICP-008557/10-250820, uzwm. 1, Brimovas
YIAaKOBKY M MapKHPOBKY

- CpoK roHOCTH BEIpakeH B opMaTe «MM.ITTT». JlaHHBIN (hopMaT paccUuTaH Ha TO, YTOOBI BCeTia BKITIOUATh
MIOCJICAHIONO 1aTy Mecsila

- [IponsBoauTens cyocranumun AmmogunuHa Oecunat — p. Panauc Jlaboparopuc JItn, Unans

- [IpomsBoaurens cyocranu Bancapran — Hoaptuc I'pumcou Jlumuten, BenmukoOpuranus

- [IpomsBoautens cyocranmm ['mapoxinopotnasun — HoBaptuc @apma Creita AT, IlBeiinapus

- Homepa ynakoBounsix matepuanoB FB 1145159-A21-RU, unctpykuuu 1145156-A21-RU, 6imctepa 1139234-
A19-RU

- Cpok romHOCTH B cepTrduKaTe Ha OaJK MPOAYKT J0JDKEH HHTEPIIPETHPOBATHCS KaK KpaiHss aTa Havaia
Ipoliecca yIakoBKH.

3akarodeHue:

HacTrosmum yaocToBepsito, YTO TaHHAS HHPOPMALKs OAJIUHHA U BEpHA.

HanHas cepust co3ana/ mpou3Be/IeHa, BKIIOUYas yIIaKOBKY M KOHTPOJIb, Ha BBILICYIIOMSHYTOM MECTE IPOM3BO/ICTBA
B COOTBETCTBHU ¢ npaBriaMi GMP JI0KaJIbHOTO PeryJsiTOPHOTO OpraHa u crenuduKanieil perucTpaoHHOTo
yI0OCTOBEPEHHSI HIMIIOPTUPYIOIIECH CTPaHbI.

HapaboTka, yriakoBKa M aHaJIM3 CEpUU COOTBETCTBYIOT TpeboBanusiMm GMP.

JInmo, BeIaBIICE CEPTH(RHUKAT: Bayer Michael
J0J2KHOCTD: YnonHomouenHoe nuio, Hosapruc ®apma ['m6X
Jarta u Bpems: 03-03-2022 12:29:23
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Siegfried |

BrinymeHo:
3urdpuzn bapoepa C.JL.
Ponna Canta Mapus 158

08210 bapbepa nen Bannec,
Hcnanus

CEPTUO®UKAT AHAJIM3A
Ne ES100100407615

Jlns nadopMaru BceM 3aHHTEepPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs uromanka 3urdpun bapoepa C.J1. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs no ToMmy xe aapecy Pounga ne Canra Mapus 158, 08210
bap6epa nen Bamnec (bapcenona), Micnanus

Ipoayxr: EXFOH (BKC®OX) 160/12,5/5 MI' 28 FCT-RU (SF)

I'no6anbHblil MaTepuaa Ne: 764407 Cepns Ne: BCMXS

JlaTa u3roroBiaeHus: 24-01-2022 IIporoxon ananmnza Ne: 4130149772

Cpok roagHocru: 31-12-2023

HopmatuBHas nokymenranusi:  DP 6001954 008 R 01

TecTbl TpeboBanus PesysbTaThl

IlepBuunas ynakoBka 1139234-A19-RU CooTBeTcTBYET

Bropuunas ynakoBka 1145159-A21-RU CooTBeTcTBYET

HHcTpyKImst 1145156-A21-RU CooTBeTCTBYET

Howmep cepuu B cooTBercTBUM C CooTBeTcTBYET
NIEpBUYHOI/BTOPUYHON yIIaKOBKOM

Cpok rogHocTu 23 mecaua CooTBeTcTBYET

Jlata npousBoacTBa B cooTBercTBUM C CooTBeTcTBYET

NIEpBUYHOI/BTOPHYHOH yIIaKOBKOM

3akiroucHue:

Cepus COOTBETCTBYET HOPMAaTHBHOM TOKyMeHTauuu. JJaHHBIM CepTH(OUKATOM MOATBEPIKAACTCS, YTO yKa3aHHAs
BBIIIC HH(OPMALIHS SABISASTCS TOYHON U JOCTOBEPHOI U YTO pe3yibTaThl aHAIN30B OBUIN IPOBEPEHbI U Hall ACHEI
cootBetcTByomumMu GMP.

OTBeTCTBEHHOE JINIO0: Susana Contreras

Jata u Bpems: 23-02-2022 15:58:46
JInno, BeIaBIICE CEPTH(RHUKAT: Susana Contreras
JloJKHOCTD: VYNOJIIHOMOYEHHOE JIUI0
Jara u Bpems: 24-02-2022 12:26:52

Crpannna 1 /9
Hacrosimuii cepridukaTt ObU1 aBTOMAaTHYECKH CTEHEPUPOBAH.
JlaHHBIE yTBEPIK/IEHBI OTBETCTBEHHBIM JINIIOM



Boinymeno:

S i e g f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlnst nHdopMalu BceM 3aHHTEPECOBAaHHBIM JIMIIAM, TIPOU3BOACTBEHHAs ruiomianka 3urdpun bapoepa C.JI. panee
HazpBanach HoBaptuc @apmaceiotuka C.A. u pacmonaraercs mo ToMmy xe aapecy Porna ne Canra Mapus 158, 08210
BapOGepa nen Bannec (bapcenona), Vicnanus

Mponykr: SKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'no6anbHbIil MaTepuasg Ne: 857259 Cepus Ne: B6264

JlaTa u3roroBiaeHus: 24-01-2022 IIporoxon ananmsa Ne: 4130148526
Cpok roagHocTu: 24-01-2023

HopmaTuBHas DP_6001954 008 R 01

JOKYMEHTAIMS:

TecTbl TpeboBanns PesysbTaThl
Onucanue: popma [Ipononrosarsie BOSKOBBINMYKIbIE cO COOTBETCTBYET

CKOIICHHBIMH  KpasMH  TabJeTKH,
HOKPBITHIE TIEHOYHOH 000J104YKOH, 0e3

pHUCKH
Ornrcanue: KoJI TPaBUPOBKHU tucHeHue «NVR» Ha onHO# ctopoHe U COOTBETCTBYET
«VCLy Ha apyroii cTopoHe.
Ornucanue: 1UBET OebIi COOTBETCTBYET
Jnuna npumMepHo 15 Mm - 15 Mmm
Mupuna npumepHo 5.9 MM - 6,0 MM
IMoamuanoCcTh MeTomoM TCX: Bancapran CoOOTBETCTBYET CTAHIAPTY COOTBETCTBYET
IMoanuunocte Metonom TCX: CoOoTBeTCTBYET CTaHIAPTY COOTBETCTBYET
Tunpoxnopruasuyg
Crpannna 2 / 9

HaCTOfIHII/Iﬁ CepTI/I(l)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCPpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



Boinymeno:

3urdpun bapoepa C.JI.
Ponpa Canra Mapust 158
08210 bapbepa nen Bannec
Ucnanus

Siegfried |

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210
bap6epa nen Bamnec (bapcenona), Micnanus

IIpoayxr: 3KCPOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857259 Cepusn Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanus PesysbTaThl
IMoanmuunocts Metotom TCX: Amnoaunux COOTBETCTBYET CTaHIIAPTY CootBeTcTBYET
IToanmuunocts MeTotoM BOXKX: Bancapran COOTBETCTBYET CTaHIIAPTY CootBeTcTBYET
IToanmuunocts MeronoM BOXKX: I'unpoxnopruazun  CoOTBETCTBYET CTaHAAPTY CootBeTcTBYET
IMoamuaHOCTE MeToToM BOXKX: AMioauniH COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
Bona He Gonee 4,5 % 2,7 %
ITocroponHue npuMecu NpoayKT THAPOIU3A He 6omnee 0,2 % <0,1%
Basicaprana Ha OCHOBaHUM 3as1BJICHHOTO

cozepkaHus Bajcaprana metogom BOXX

ITocroponnne npumecH, HeuaeHTHGuuupoBanasie, He 6onee 0,2% <0,1%

Ha OCHOBAHHH 3asBJICHHOTO COJEPKaHUA

Bajicaptana MetozoM BOXX

Crpannna 3 /9
Hacrosiuumii cepTudukaT ObLT aBTOMATHYECKH CTEHEPUPOBaH.
JlanHbIC YTBEPIKICHBI OTBETCTBEHHBIM JIUIIOM



Boinymeno:

S i e g f r i e d 3urdppun bapoepa C.JIL.

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlnst nHdopMalu BceM 3aHHTEPECOBAaHHBIM JIMIIAM, TIPOU3BOACTBEHHAs ruiomianka 3urdpun bapoepa C.JI. panee
Ha3bBanach HoBaptuc @apmaceiotuka C.A. 1 pacronaraercs o ToMmy xe aapecy Ponna ne Canra Mapus 158, 08210
bap6epa nen Bamnec (bapcenona), Micnanus

IIpoaykr: SKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

T'nodanbHbIi 857259 Cepus Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanus PesysbTaThl
SU5683 Ha 0CHOBaHUH 3asiBJICHHOTO COJIEPKaHUS He 6onee 0,4% <0,1%
ruapoxjoporuazuna merogom BOXX

ITocroponHue npuMecu eTUHUYHBIE He 6omnee 0,2% <0,1%

HEUJICHTH()UITUPOBAHHBIC HA OCHOBAHWUH 3asBJICHHOTO

coJiep KaHus THAPoXIopoTruazuga merogoM BOXKX

IIprmecs D Ha ocHOBaHUM 3asBiIeHHOTO coaepkanus  He 6omee 0,5% <0,1%
amiroaumnHa MetogoM BOXX

[TocToponnue npumMecH, HecTieIU(pUIECKHE, HA He 6omnee 0,2% <0,1%
OCHOBAHHWH 3asBIICHHOTO COJCPKAHUS aMIIOTUITHHA

MmeTozoM BOXKX

Cymma Beex mpumecei merogom BOXX He 6omnee 1,0% <0,1%
KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 —105,0% 99,4%
Bancapran

Crpannna 4 / 9
Hacrosimuii cepridukaTt ObU1 aBTOMAaTHYECKH CTEHEPUPOBAH.
JlaHHBIE yTBEPIK/IEHBI OTBETCTBEHHBIM JINIIOM



Boinymeno:

S i e g f r i e d 3urdppun bapoepa C.JI.

Ponpa Canra Mapust 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210
bap6epa nen Bamnec (bapcenona), Micnanus

IIpoaykr: OKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857259 Cepus Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanns PesysbTaThl
KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 — 105,0% 99,3 %
Tunpoxnopruasuyg

KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 — 105,0% 100,2 %
AMITOIUITHNH

OnHopomHoCcTh no3upoBanus: N= 10 wmm 30 10 -30 10
OnHoponHOCTh n03upoBaHus Bancaprana: cpenHee - 101,4 %
3HaYCHHUE

OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 100,0 %
OIHOPOTHOCTD JO3UPOBAHUS: MAKCUMYM - 102,5 %
OnHOPOIHOCTE MO3UpPOBaHuUs: pueMiemas BenmanHa He 6omee 15,0 2,3
OpHOpomHOCTH no3upoBanus Bancaprana: koneunoe CooTBercTByeT — TpeboBaHUsiM COOTBETCTBYET
3aKIIFOUECHHE Egp. ®@., ®. CILIA u 0. ©.

Crpannna 5 /9
Hacrosiuumii cepTudukaT ObLT aBTOMATHYECKH CTEHEPUPOBaH.
JlanHbIC YTBEPIKICHBI OTBETCTBEHHBIM JIUIIOM



S i e g f r i e d g;;lg;?lg;p&pa C.JL

Ponpa Canra Mapust 158

Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

08210 bapbepa nen Bannec

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210

bap6epa nen Bamnec (bapcenona), Micnanus

CpeaAHEC 3HAUCHHNC

Mpoaykr: 3KCPOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857259 Cepusn Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanns PesyabTatsl
OnnoponHocTh qo3upoBanusi: N= 10 unu 30 10-30 10
OnHOpOIHOCTD JIO3UPOBAHUS - 99,4 %
TUIPOXIIOPTHAZHIA: CPEIHEE 3HAUCHUE

OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 98,0 %
OIHOPOTHOCTD JO3UPOBAHUS: MAKCUMYM - 100,6 %
OIHOPOIHOCTD JO3UPOBAHUS: IpUEeMIIEMast He 6omnee 15.0 2,3
BEJIMYMHA

OHOPOAHOCTD JO3UPOBAHUS CoortserctByet TpeOoBanusM EBp. CoOTBETCTBYyET
TUAPOXJIOPOTHA3HIA: KOHEUHOE 3aKITIOUCHIE ®., ©. CIIA u . d.

OnHopomHocTh no3upoBanus: N= 10 wmm 30 10 -30 10
OmHOPONHOCTh  IO3UPOBAHMA  AMIIOJUIMHA: - 101,5 %

Crpanuna 6 /9
Hacrosiuumii cepTudukaT ObLT aBTOMATHYECKH CTEHEPUPOBaH.
JlanHbIC YTBEPIKICHBI OTBETCTBEHHBIM JIUIIOM




Siegfried |

Boinymeno:

3urdpun bapoepa C.JI.
Ponpa Canra Mapust 158
08210 bapbepa nen Bannec
Ucnanus

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210

bap6epa nen Bamnec (bapcenona), Micnanus

T'100aIbHBIH 857259
MaTepuas Ne:

IIpoaykr: OKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

Cepusn Ne: B6264

BEJIMYIHA

ORHOPOIHOCTH TO3UPOBAHMS aMIIOTUIIHHA!
KOHEYHOE 3aKITI0YCHHE

PactBopenue: N=6 wim 12

PactBopenue Bancaprana (cpeaHee 3HaucHUE)
yepe3 30 MUHYT

PactBopenue: MUHUMYM

PactBopenue: Makcumym

TecTbl TpeboBanns PesyabTatsl
OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 99,8 %
ORHOPOIHOCTH TO3UPOBAHUSA: MAKCUMYM - 103,0 %
OIHOPOIHOCT O3UPOBAHUS: TIpHEMIIEMAast He 6onee 15.0 2,8

CootBerctByeT TpeboBanusM EBp. CooTBeTCTBYET
®., ©. CIIA u . d.

6-12 6

He menee 80% 95 %
- 93 %
- 98 %

Crpanuna 7 /9

HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM




Boinymeno:

S i e g f r i e d 3urdppun bapoepa C.JI.

Ponpa Canra Mapust 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210
bap6epa nen Bamnec (bapcenona), Micnanus

IIpoaykr: OKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857259 Cepus Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanns PesysbTaThl

PactBopenne Bascaprana: koHEUHOE 3aKIIIOUCHHE CootBercTBHE TpeboBanussM COOTBETCTBYET
@.CIIA, Esp. ®., fn. d.

PactBopenue: N=6 unu 12 6-12 6

PactBopenne I'mapoxmnopruasmuna (cpenaee 3nauenne) He menee 80% 94 %

gepe3 30 MUHYT

PactBOpenue: MUHUMYM - 92 %

PactBopenue: MakcumMmym - 97 %

PactBopenne ['mnpoxiopTrazuma: KOHEYHOE CootBetcTBHE TPeOOBAHUAM CooTBeTCTBYET

3aKJIIOYEHHIE ®.CIIA, Egp. @., Sm. O.

PactBopenue: N=6 unu 12 6-12 6
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HaCTOHIIII/Iﬁ CepTI/I(l)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCPpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



Boinymeno:

S i e g f r i e d 3urdppun bapoepa C.JI.

Ponpa Canra Mapust 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100407597

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapbepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210
Bap6epa men Bamtec (bapcenona), Mcnanust

IIpoaykr: OKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857259 Cepusn Ne: B6264
MaTepuas Ne:

TecTbl TpeboBanns PesyabTatsl
PactBopenne AmnonunuHa (cpensee 3Hauenue) He menee 75% 83 %

yepe3 30 MUHYT

PactBOopenue: MUHUMYM - 82 %
PacTBopenue: MmakcuMym - 86 %
PactBopeHme aMJI0UITMHA: KOHEYHOE CootBetcTBHE TPeOOBAHUAM COOTBETCTBYET
3aKJIIOYCHHIE ®.CIIA, Esp. @., im. O.

3akiaoueHue:

Cepust COOTBETCTBYET crieliu()MKalMy HOPMATHBHOM JOKyMeHTaunu. HacTosmumm y1ocToBepsito, 4To JaHHas
nHdopmanus nouMHEA ¥ BepHa. HapaOoTka n aHallu3 cepuu MpOBEPEHBI M COOTBETCTBYIOT TpeOoBanusiM GMP.

OTBeTCTBEHHOE JINIO: Maria del Mar Jimenez

Jara u Bpems: 11-02-2022 16:07:05

Jluno, BrixaBuiee ceprudukar: Olga Duarte

JoaxHocTs: Y1oJIHOMOYEHHOE JIULIO

Jara u Bpems: 24-02-2022 08:48:37
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HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM
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