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CEPTUO®UKAT CEPUHN

Undopmarys 0 TPOAYKTE:

IponykT:

KO-2KCDOPX (R)

Jdo3upoBKa / aKTHBHOCTD:

5 MI+160 MI™ + 12,5 MT'

JlekapcTBeHHan dopMa:

TabneTKH, NOKPHIThIE IUIEHOUHOH 060/10uKOH

Pa3zMep YNaKOBKH:

2 x 14 TaGNneToK, MOKPBITHIX MIEHOYHOH o6os10uKoit

T106anbublii MaTepnan Ne: | 764407 Cepusn Ne: BAXM7

PYy: JICP-008557/10 JlokanbHbIA MaTepuan Ne: 764407

JlaTa H3roTOBJIEHUS 14.10.2021 CpoK roJiHOCTH: 09-2023

Konn4ecTBo eAHHHIL 31600 mTyk (xonnuecTBo | CTpaHa Ha3HAYEHH: Poccuiickas

npoAyKTa: B3ato 13 BC deneparms
ES100200313236)

JlaHHBIe TeCTOB, TpeGOBaHUS, Pe3y IbTaThl H 3AKMOUCHHA NpHUBEAEHBI B CJIEYIONIEM cepTH(HKaTe/cepTHHKATAX:

VnakoBouHas HHOpPMaLH:

CeprndukaTt Ne: ES100100397672

IpoaykT: BKCDOX 160/}‘2,5/5 MT 28 TABJIETKH, ITOKPHITLIE TIJIEHOYHOM
OBOJIOUKOH-RU (SF)

[ no6anbHblii MaTepnan Ne | 764407 | Cepns Ne: [ BAXM7

Ilpon3BoanTe/Ib:

3urdpun bapbepa C.JI Porna Canrta Mapus 158, 08210 Bapbepa nen Bannec,
Hcnanus

JInueH3ns Ha

M3roTOBJIEHHE:

6740E

Ilpon3BocTBEHHAA nHdopmauus

Ceprudpnkat Ne:
TpoaykT:

ES100100394640
IKCOOPXK I'XT 5/160/12,5MI" COMP LAC-EC

Iao6anbHbLI MaTepnan Ne:

857259 Homep cepun: B6253

TTIpON3BOANTENb: 3urdpun Bapbepa C.J1. Ponna Canta Mapusa 158, 08210 BapGepa nen
Baunec, Mcnanus

JInueH3us Ha H3roTOBJIEHHE:! 6740E

Undopmanns o TeCTHPOBAHUH:

Ceprudnkat Ne: ES100100394640

IIpoaykT: HKCDOOPK I'XT 5/160/12,5MI" COMP LAC-EC

Ino6anbHblii MaTepuan Ne:

857259 Homep cepun: B6253

Tpon3BOAHTEIb:

3urdpun bapbepa C.JI. Porna Canra Mapwus 158, 08210 BapGepa aen
Bannec, Mcnanus

JInueH3nsa HA N3rOTOBJICHHE!

6740E
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CEPTU®UKAT CEPUH

X He Gb110 3apericTpHPOBaHO OTKIOHEHHI BO BpeMs MPOU3BOACTBEHHbIX onepauui

[1 Bo BpeMs IPOM3BOACTBEHHbIX onepaLwii ObLTH 0OHAPYKEHbI OTKIOHCHHA, KOTOpBIe ObLIH
HcenenoBaHbl KOMIETEHTHBIM JTHIOM. Wcclie10BaHNAE NPUILIO K BHIBOAY, YTO OTKIOHEHHE
(s1) He TIOBJTHAIIO HA GezonacHOCTb M 3P QEKTHBHOCTL NPOAYKTA.

CcbUTKa Ha OCHOBHbIE / KDHTHUECKHE OTKIOHCHHA. «N/Ay» nnu «Record ID»: N/A

KommeHTapHH K cepTHHKATY:

- Poccuiickuit cepruduxar GMP s Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany 6511
otkioHeH 12.09.2018 (cm. ITpunaraeMblit MEMOPaHIIYM; JOKyMEHTaIbHO 0(OpMJIEH T0/L HOMEPOM # 2008380).
-TpaHCIIOPTHPOBKA B CTPaHy HazHAUEHHA ABJAETCA JOKATLHO OTBETCTBEHHOCTHIO 000 «Hosaptuc ®apma»

- TIpomtyKT GBI IPOM3BE/IEH B COOTBETCTBHH co cnemmdukaumeis HJJ JICP-008557/10-250820, u3M. 1, BKmodas
YNAKOBKY H MAPKHPOBKY

- CpoK FO/THOCTH BbIPaX€H B dopmate «MM.ITT. JlaHHbIH dopmaT paccHnTaH Ha TO, 4ToOBI BCEra BKIOUATE
MOCJEIHIO AaTy Mecala

- [IpoussoauTeNib cybcTaHuuH AMIIOMIHHA decunar — JIp. Panauc JlabopaToprc JItn, Uaaus

- [Tpou3sBoauTens CyOCTaHUIH Bancaprtad — HoBapTHC T'pumcon JTumMuten, BenukoOpHTaHHA

- TIpousBouTENh CyOCTAHLMH I'uapoxsiopotnasu — HopapTie ®apma Creiin AT, 111seiilapus

- Homepa yaKoBOUHBIX MaTepHanos FB 1145159-A21-RU, uncrpykunu 1145 156-A21-RU, 6nucrepa 1139234-
A19-RU

- CpOK TOZIHOCTH B CepTH(HKATE Ha GaJlk POTYKT JOIDKEH HHTEPHPETHPOBATECS Kak KpaliHas JaTa Hauasa
npolecca ynakoBKH.

JakjoueHHe:

HacTosIHMM yA0CTOBEPSIO, UTO JaHHad pH@opMalu NOIHHHA H BepHA.

JlaHHas cepus co3aaHa/ IpoM3Be/ieHa, BKIOHas YIIAKOBKY H KOHTpOJIb, Ha BbILIEYIOMAHYTOM MECTE MPOM3BOICTBA
B COOTBETCTBHH ¢ NpasuiaMu GMP nokajJbHOTO peryJIATOpPHOro oprana 1 crnenndHKauueii perncTpalMoHHOTO
Y0CTOBEPEHHA HMMIIOpTHPYIOLIE CTPaHBL.

HapaGoTka, ynakoBka W aHa/nH3 cEpHH COOTEETCTBYIOT TpeOOBaHHAM GMP.

JInuo, BLIJaBLIee cepTHHHKAT: Beuter Daniel
JI0J13KHOCTD: VnonHoMoueHHoe w0, HosapTuc dapma I'moX
JlaTa H BpeMs: 22-11-2021 17:59:50
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L ] -
Siegfried |
Brinymeno:
3urdgpun bapbepa C.JI.
Ponpa Canra Mapus 158

08210 BapGepa nen Bannec,
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100397672

Jlna nndopmainy BeeM 3aHMHTEPECOBAHHBIM JIMLIAM, IPOM3BOACTBEHHas Iiowazka 3urdpua Bap6epa C.JI. pance
HaseiBanack Horaptue ®apmackiotika C.A. 1 pacnionaraercs 1o ToMy e ajapecy Ponna ne Canra Mapusa 158, 08210
bapbepa nen Bannec (bapcenona), Mcnanus

IpoaykrT: EXFOH (OKC®0X) 160/12,5/5 MI" 28 FCT-RU (SF)

I'nobaneuelii maTepuan Ne: 764407 Cepun Ne: BAXM7

JlaTa n3roToBsieHns: 14-10-2021 IlpoTokon anann3sa Ne: 4130147088

Cpok roaHocTH: 30-09-2023

HopmaTueHas nokymenrauna: DP 6001954 008 R 01

TecTnl Tpebosanus PesyabTaThl

IlepBuyHas ynakoBka 1139234-A19-RU CooTBeTCTBYET

BropyiHas ynakoeka 1145159-A21-RU CooTBeTCTBYET

HHcTpykuus 1145156-A21-RU CoOOTBETCTBYET

Homep cepun B cooTBeTCTBHH C CoorBercTByeT
NEPBHYHO/BTOPHYHOM YTAKOBKO#

Cpok rogHocTH 23 Mecsaua CooTBeTcTBYET

JHara npousBoacTBa B cooTBeTCTBHH ¢ CooTBeTcTBYET

NIepBHUYHOM/BTOPHYIHOMN YIIaKOBKO#t

3akmoueHue:

Cepus cOOTBETCTBYET HOPMATHBHOM NOKyMeHTaluH. JIaHHBIM CepTH(QUKATOM TIOATBEPK IAETCA, UTO YKa3aHHas
BbIIIE HHOPMAIHA ABIAETCA TOUHONH M JOCTOBEPHOMH M UTO Pe3y/bTaThl aHAIH30B OLIIH NIPOBEPEHBI M HailIeHbI
cooTBeTCTBYOIMMH GMP,

OTBeTCTBEHHOE JINLO: Georgina Valles Martinez
Jara u Bpems: 18-11-2021 13:09:41
JInno, BrigaBIIee cepTHPHUKAT: Susana Contreras Monton
JIOJKHOCTD: VnosHoMO4YeHHOE JIULIO
JaTa u Bpemsa: 19-11-2021 08:47:20
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Hacroswmmuii ceptuduxaT Ob11 aBTOMaTHUECKH CTeHEPHPOBaH.

HanHsie YTBEPXKIAEHbI OTBETCTBEHHBIM JIHLIOM



