Antipova
Yana
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Date: 2022.03.22 14:05:38 +0300

BoinymeHo:

(‘) N 0 V A RT l S Hosapruc ®apma I'm6X

Poonmrpacce 25 u O6epe Typuurpacce §-10
90429 HropuOepr. Jlunien3us Ha NpoU3BOICTBO:
DE_BY_05_MIA_2021_0052/55.2-2678.3-3-1163-9

CEPTUO®UKAT CEPUM

Mponykr: KO-5KC®DOPX (R)

Jlo3upoBKka: 10 MT" + 160 MI' + 12,5 MI'

JlexkapcTBenHas ¢opma: Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOH

Pa3mep u TUN yIaKOBKM: 2x14 TabneTok, MOKPHITHIX TUICHOYHOH 000JI0UKOMH

T'nodanbHbIii MaTepuag Ne: 764408 Cepusn Ne: BCML4

Perucrpamnuonnoe JICP-008557/10 JlokaabHblil MaTepuag Ne: 764408

yaoctoBepenune Ne

JaTa u3roroBJieHust 19-01-2022 Cpoxk roagnoctu: 12.2023

KoanuecTBo ynakoBok: 2958 mtyx (u3 BC Crpana HazHauyeHus: Poccuiickas denepanus
ES100200319915)

JlanHble TeCTOB, TPeOOBaHMS, PE3YJIbTAThI M 3aKJIFOUYCHNUS IPUBEACHBI B CIICAYIOIIEM
ceprudukare/cepTuduKaTax:

YnakoBoyHas ﬂHd_)ODMa[Il/lﬂ

Cepruduxar Ne: ES100100407613

Mpoxyxr: EXFOH (BKC®O0OX) 160/12,5/10 MI" 28 TABJIETKHU, ITOKPHITHIE
[JIEHOYHOM OBOJIOYKOI RU (SF)

I'no6anbHbIl MaTepuas Ne: 764408 Homep cepun: BCML4

IMpousBoauTeNb: 3urdpun bapoepa C.JI. Ponga Canra Mapus 158, 08210 bap6epa gen
Bamnec, Ucnianus

JInueH3usi Ha U3rOTOBJIEHME: 6740E

IIpousBoacTBEHHAS ﬂHd_)ODMaHHﬂ

Ceptuduxar Ne: ES100100405639

IIponykr: OKCOPOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

I'nodanbHblii MaTepuaa Ne: 857262 Homep cepun: B5593

IMpousBoauTeNb: 3urdpun bapoepa C.JI. Ponga Canra Mapus 158, 08210 Bap6epa nen
Bamnec, Ucnanus

JInueH3us1 HA U3rOTOBJIEHHE: 6740E

Hudopmauus 0 TeCcTHPOBAHUHU

Ceptuduxar Ne: ES100100405639

IIponyxr: OKCDOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

T'nodanbHbIii MaTepuag Ne: 857262 Homep cepuu: B5593

IIpousBoanTen: 3urdpun bapbepa C.JI. Ponna Canra Mapus 158, 08210 Bap6epa nen
Bamnec, Ucmanus

JInneH3us1 HA N3rOTOBJICHHE: 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 MPOU3BOICTBEHHBIX ONEpAIIHA

[1 Bo Bpems ipon3BOACTBEHHBIX ONepannii ObUTH 0OHAPYIKEHBI OTKIIOHEHUS, KOTOPBIE ObUTH
HCCIIeTI0BaHbI KOMIIETEHTHBIM JIUIIOM. VccieoBaHe PUIILIO 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
YIaKOBKY M MapKHPOBKY

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

- [IponsBoauTens cyocranmmn AmmnogunuHa Oecunat — p. Panauc Jlaboparopuc JItn, Unans

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

- [IpomsBoaurens cyocranmm ['mapoxinopotnasun — HoBaptuc @apma Hlteiin AT, LlBefinapus

- Homepa ymaxoBounsix matepuanos FB 1145160-A21-RU, uacrpykuuu 1145156-A21-RU, 6muctepa 1138415-
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/ mpou3BeIeHa, BKIIIOYas yIIaKOBKY M KOHTPOJIb, Ha BBILICYIOMSHYTOM MECTE IPOU3BO/ICTBA
B COOTBETCTBHU ¢ npaBriaMd GMP JI0KaJIbHOTO PeryJssTOPHOTO OpraHa u crenuduKanieil perucTpaoHHOTo
yI0OCTOBEPEHHSI HIMIIOPTUPYIOIIECH CTPaHbI.

HapaboTka, yriakoBKa M aHaJIM3 CEpUU COOTBETCTBYIOT TpeboBanusiMm GMP.

JInno, BeIAaBIICE CEPTH(RHUKAT: Bayer Michael
J0J2KHOCTD: YnonHomouenHoe nuio, Hosapruc ®apma ['m6X
Jarta u Bpems: 03-03-2022 12:21:29

SOP QM 070 A2 002 *Format YYYY.MM.DD only when digital signed
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Siegfried |

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

08210 bapbepa nen Bannec,
Hcnanus

CEPTUDPUKAT AHAJIU3A
Ne ES100100407613

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs romanka 3urdpun bapoepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. u pacronaraercs no ToMmy xe aapecy Pounga ne Canra Mapus 158, 08210
Bbap6epa nen Bamec (bapcenona), Micnanus

Ipoayxr: EXFOH (BKCDOX) 160/12,5/10 MI" 28 FCT-RU (SF)

I'nodanbHblil MaTepuasg Ne: 764408 Cepus Ne: BCMLA4

JlaTa u3roroBJieHuUs: 19-01-2022 IIpoTokoa anaan3a Ne: 4130149651

Cpok roagHocru: 31-12-2023

HopmatuBHas nokymentanusi:  DP 6002195 005 R 01

TecTbl TpeboBanus PesysbTaThl

IlepBuunas ynakoBka 1138415-A19-RU CooTBeTcTBYET

Bropuunas ynakoBka 1145160-A21-RU CooTBeTcTBYET

HHcTpyKimst 1145156-A21-RU CooTBeTCTBYET

Howmep cepun B cootBercTBHM C CooTBeTCTBYET
NIEpBUYHOI/BTOPUYHOH yIIaKOBKOM

Cpok rogHocTu 23 mecaua CooTBeTcTBYET

Jlata npousBoacTBa B cooTBercTBUM C CooTBeTcTBYET

NIEpBUYHOI/BTOPHUYHOH yIIaKOBKOM

3akiroucHue:

Cepus COOTBETCTBYET HOPMAaTHBHOM JOKyMeHTanuu. JJaHHBIM CepTH(OUKATOM MOATBEPIKAACTCS, YTO yKa3aHHAs
BBIIIC HH(OPMAIHS SABISASTCS TOYHON U JOCTOBEPHOI M YTO pe3yibTaThl aHAIN30B OBUIN IPOBEPEHBI U Hali ICHEI
cootBercTByomumMu GMP.

OTBeTCTBEHHOE JINIO: Concepcion Vinets
Jata u Bpems: 23-02-2022 11:53:36
JInno, BeIaBIICE CEPTH(RHUKAT: Olga Duarte
JoaxHocTs: Y1oJHOMOYEHHOE JIULIO
Jara u Bpems: 24-02-2022 12:06:16

Crpanuma 1/9
Hacrostmuii ceprudukar ObI1 aBTOMaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM



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 ES100100405639

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

Mponykr: OKCOOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

I'no6anbHblil MaTepuana Ne: 857262 Cepus Ne: B5593

JlaTa u3roroBJieHuUs: 19-01-2022 IIporokoa anammuza Ne: 4130148312
Cpok roagHocTu: 19-01-2023

HopmaTuBHas DP 6002195 005 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
«VDL» na npyroii cropone

Ornucanue: 1UBET brenno-xenthiii 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
T'uppoxnopruazun

Crpanuma 2 /9

Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM



Boinymeno:

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

Siegfried |

CEPTUDPUKAT AHAJIU3A
Ne ES100100405639

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

IIpoayxr: OKCOPOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

T'nodanbHbIi 857262 Cepusn Ne: B5593
MaTepuas Ne:

TecTbl TpeboBanus PesysbTaThl
IMoanmuuuocts Metoiom TCX: Amnoaunux COOTBETCTBYET CTaHIIAPTY CootBeTcTBYET
IMoanuunocts MeToioM BOXKX: Bancapran COOTBETCTBYET CTaHIIAPTY CootBeTcTBYET
IToanmuunocts MetonoM BOXKX: I'unpoxnopruazun  CoOTBETCTBYET CTAaHAAPTY CootBeTcTBYET
IMoamuaHOCTE MeToToM BOXKX: AMioaunuH COOTBETCTBYET CTAaHIAPTY CooTBeTCTBYET
Bona He Gonee 4,5 % 2,7 %
ITocroponHue npuMecu NpoAYKT THAPOIU3A He 6omnee 0,2 % <0,1%
Basicaprana Ha OCHOBaHUM 3as1BJICHHOTO

cozep>kaHus Bajcaprana metogom BOXX

[Tocroponnue npumecu, HenaenTuunuposannsie, He 6osee 0,2% <0,1%

Ha OCHOBAHWH 3asBJICHHOTO COJEPKaHUS

Bajicaptana MmetogoM BOXX

Crpanuma 3 /9
Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM



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 ES100100405639

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

IIpoaykr: OKCOOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857262 Cepus Ne: B5593
MaTepuas Ne:

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

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

HEUJICHTH()UITUPOBAHHBIC HA OCHOBAHUH 3asBJICHHOTO

coJiep KaHus THAPOXJIopoTHazuaa merogoM BOKX

ITocToponnue npumecu Ilpumecs D Ha ocHOBaHUM He 6omnee 0,5% <0,1%
3asIBIICHHOTO COJICPKaHMSI aMJIOUITHA METOAOM

B2XX

[TocToponHue npuMecH, HecTienU(pUIECKHE, Ha He 6omnee 0,2% <0.1%
OCHOBAHUU 3asBJICHHOTO COJICPKAHUS aMJIOJUITHHA

MeTtooM BOXKX

Cymma Beex mpumecei merogom BOXX He 6omee 1,0% <0.1%
KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 —105,0% 98,6%
Bancapran

Crpanumna 4 /9
Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPUPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM



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 ES100100405639

Jlns nadopMary BceM 3aHHTEPEeCOBaHHBIM JIMIAM, TIPOU3BOACTBEHHAs murontanka 3urdpun bapbepa C.J1. 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 10/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857262 Cepus Ne: B5593
MaTepuas Ne:

TecTbl TpeboBanns PesysbTaThl
KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 — 105,0% 98,0 %
Tunpoxnopruasuyg

KonunuectBennoe onpenenenne MmerogoM BOXKX: 95,0 — 105,0% 98,9 %
AMITOIUITHNH

OnHopomHoCcTh no3upoBanus: N= 10 wmm 30 10 -30 10
OnHoponHOCTh n03upoBaHus Bancaprana: cpenHee - 101,7 %
3HaYCHHUE

OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 100,0 %
OIHOPOTHOCTD JO3UPOBAHUS: MAKCUMYM - 103,3 %
OnHOPOIHOCTE MO3UpPOBaHuUs: pueMiemas BenmanHa He 6omee 15,0 2,6
OpHOpomHOCTH no3upoBanus Bancaprana: koneunoe CooTBercTByeT — TpeboBaHUsiM COOTBETCTBYET
3aKIIFOUECHHE Egp. ®@., ®. CILIA u 0. ©.

Crpanuma 5/9
Hacrostmuii ceptudukar ObI1 aBTOMAaTHIECKH CTEHEPUPOBAH.
JlaHHbBIE yTBEPIK/ICHBI OTBETCTBEHHBIM JIUIIOM



S i e g f r i e d g;;lg;;}[]g;p6epa C.JL

Ponpa Canra Mapus 158

Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100405639

08210 bapbepa nen Bannec

Jlnst nHdopMalu BceM 3aHHTEPECOBAaHHBIM JIMIIAM, TIPOU3BOACTBEHHAs ruiomianka 3urdpun bapoepa C.JI. panee
Ha3pBanach HoBaptuc @apmaceiotuka C.A. 1 pacronaraercs mo ToMmy xe aapecy Pouna ne Canra Mapus 158, 08210

bap6epa nen Bamnec (bapcenona), Micnanus

CpeaAHEC 3HAUCHNC

Mpoaykr: OKCOPOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

T'nodanbHbIi 857262 Cepusn Ne: B5593
MaTepuas Ne:

TecTbl TpeboBanns PesyabTatsl
OnnoponHocTh qo3upoBanusi: N= 10 unu 30 10-30 10
OnHOpOIHOCTD JIO3UPOBAHUS - 99,6 %
TUIPOXIIOPTHAZHIA: CPEIHEE 3HAUCHUE

OIHOPOIHOCTD JO3UPOBAHUS: MUHUMYM - 97.7 %
OIHOPOTHOCTD JO3UPOBAHUS: MAKCUMYM - 101,4 %
OIHOPOIHOCTD JO3UPOBAHUS: IpUEMIIEMAast He 6omee 15.0 2,6
BEJIMYMHA

OHOPOAHOCTD JO3UPOBAHUS CoortserctByet TpeboBanusM EBp. CoOTBETCTBYyET
TUAPOXJIOPOTUA3HIA: KOHEUHOE 3aKIII0YCHUE ®., ®. CIIA u An. @.

OnHopomHoCcTh no3upoBanus: N= 10 wmm 30 10 -30 10
OnHOPOIHOCTh  NTO3UPOBAHUSA  aAMJIOJUIIMHA: - 101,2 %

Crpanuma 6/ 9
Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM




Siegfried |

Boinymeno:

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

CEPTUDPUKAT AHAJIU3A
Ne ES100100405639

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 857262
MaTepuas Ne:

IIpoaykr: SKCOOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

Cepusn Ne: B5593

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 - 99,6 %
ORHOPOIHOCTH TO3UPOBAHUSA: MAKCUMYM - 102,8 %
OIHOPOIHOCT O3UPOBAHUS: TIpHEMIIEMAast He 6onee 15.0 2,4

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

6-12 6

He menee 80% 96 %
- 92 %
- 97 %

Crpanuma 7 /9

Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM




Boinymeno:

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

Ponpa Canra Mapust 158
08210 Bapbepa nen Bamnec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100405639

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: SKCOOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857262 Cepus Ne: B5593
MaTepuas Ne:

TecTbl TpeboBanns PesysbTaThl

PactBopenne Basncaprana: 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% 96 %

gepe3 30 MUHYT

PactBOpenue: MUHUMYM - 92 %

PactBopenue: MakcumMmym - 97 %

PactBopenne ['mnpoxiopTrazuma: KOHEYHOE CootBetcTBHE TPeOOBAHUAM CooTBeTCTBYET

3aKJIIOYEHHIE ®.CIIA, Egp. @., Sm. O.

PactBopenue: N=6 wiu 12 6-12 12

Crpanuma 8 /9

Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKACHBI OTBETCTBEHHBIM JIUIIOM



Boinymeno:

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

Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Ucnanuns

CEPTUDPUKAT AHAJIU3A
Ne ES100100405639

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

IIpoaykr: SKCOOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

I'nobdanbHbIi 857262 Cepusn Ne: B5593
MaTepuas Ne:

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

yepe3 30 MUHYT

PactBOopenue: MUHUMYM - 79 %
PacTBopenue: MmakcuMym - 87 %
PactBopeHme aMJI0UITMHA: KOHEYHOE CootBetcTBHE TPeOOBAHUAM COOTBETCTBYET
3aKJIIOYCHHIE ®.CIIA, Esp. @., im. O.

3akiaoueHue:

Cepust COOTBETCTBYET crieliM(pUKalMi HOPMATHBHOM JOKyMeHTaunu. HacTosmumm y1ocToBepsito, 4To JaHHast
nHdopmanus nouMHEA ¥ BepHa. HapaOoTka n aHallu3 cepuu MpOBEPEHBI M COOTBETCTBYIOT TpeOoBanusiM GMP.

OTBeTCTBEHHOE JINIIO0: Marta Terrel

Jara u Bpems: 03-02-2022 15:54:39

JInno, BeIAaBIICE CEPTH(RHUKAT: Jaime Bernaldez

JloJKHOCTD: VY10IHOMOYEHHOE JIUIO

Jara u Bpems: 07-02-2022 16:01:08
Crpanuma 9 /9

Hacrostmuii ceprudukar ObI1 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlaHHbBIE yTBEPIKIACHBI OTBETCTBEHHBIM JIUIIOM
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