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Ceprudukart coorBercTBHA cepuu ES 1151 JiekapcTBEeHHBIX IPeNnapaToB, CBSI3AHHBIX €
BBIIYCKOM NapTuu komnanueit Novartis 174 cTpan, He Bxoasimux B EC/EJ3

CEPTU®UKAT CEPUH

Nudopmanust o mpoyKre:

Hpoaykr: JAMOBAH

Jo3upoBKa / aKTUBHOCTb: 160 MI'

JlekapcTrBeHHas popma: TaOJIETKH, HOKPBITHIC INIEHOYHOH 000JI0YKOI

Pa3mep ynakoBku: 2 x 14 mTyk

I'nodanbHblii MaTepuaa Ne: | 764406 Cepus Ne: BDMDS
Py: IIN-013991/01 JlokaabHblil MaTepuaJ No: 764406
JlaTa u3rorosJieHust 08.06.2022 CpoK roiHoCTH: 05-2025
KosanuecTBo enmHuL 12900 mrTyx CTpaHa Ha3HaYeHUs: Poccuiickas
NMPOAYKTA: Denepanust

JlaHHbIe TecTOB, TPEOOBAHMS, pE3YJIbTAThl U 3aKJIFOYCHUSI IPUBEJICHBI B CIICAyIOIIEeM cepThdukare/cepTuduraTax:

YnakoBouHasi uHGopManus

H3Tr0TOBJICHHC:

Cepruduxar Ne: Ceprudukar cepun Ne ES100200331646

Mpoaykr: JIMOBAH DUP 160 MI" 28 TABJIETKU, [TIOKPBITHIE INIEHOYHOM
OBOJIOYKOM RU (SF)

I'nodanbHblii MaTepuaa Ne | 764406 | Cepus Ne: | BDMDS

IIponsBogureiin: 3urdpun bapoepa C.JI Ponga Canra Mapus 158, 08210 bap6epa nen Basrec,
Ucnanus

JInnensus Ha 6740E

IIpousBoacreenHas nHGopManus

Cepruduxar Ne:
Ipoaykr:

Ceprudukar ananmza Ne ES100100423399

DIOVAN (IMOBAH)/IR 160MI" COMP LAC-EC

I'no6anbHbIil MaTepuas Ne:

854129 Homep cepun: B6175

IIponsBogureiin:

3urdpun bapoepa C.JI. Porna Canra Mapust 158, 08210 bapOepa nen

Bannec, Ucnianus

JInneH3usi HA N3roTOBJIEHHE:

6740E

HNudopmanus 0 TecTHPOBAHUM

Cepruduxar Ne:
Ipoaykr:

Ceprudukar ananuza Ne ES100100423399

DIOVAN (IMOBAH) 1R 160MI" COMP LAC-EC

I'no6anbHbIE MaTepuan Ne:

854129 Homep cepun: B6175

IIponsBogureiin:

3urdpun bapoepa C.JI. Porna Canra Mapust 158, 08210 bapOepa nen

Bannec, Ucnianus

JInneH3usi HA N3roTOBJIEHHE:

6740E
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Ceprudukar coorsercTBus cepuu ES 1151 JiekapcTBeHHBIX IpenapaToB, CBSI3AHHBIX €
BBINIYCKOM napTuu komnanuei Novartis 141 cTpaHn, He Bxoasimux B EC/EJ3

CEPTUOUKAT CEPUUA

X He 65110 3apCrucTpupoBaHoO OTKJIOHEHHI BO BpEMs ITPOU3BOACTBCHHBIX onepaunﬁ

[] Bo BpeMst mpoM3BOJICTBEHHBIX ONEpalii ObLTH 00HAPYKEHbI OTKIIOHEHHUS, KOTOpPbIE ObLIH
HccIe0BaHbl KOMIIETEHTHBIM JHLIOM. VcciaenoBaHue MPHUIIIIO K BBIBOJY, YTO OTKJIOHEHUE
(s1) He MOBJIHKAIO Ha 6€301acCHOCTh M 3()(HEKTUBHOCTh MPOIYKTA.

Ccpuika Ha OCHOBHBIC / KpUTHYECKHE OTKIOHEHHUs: «N/A» unn «Record ID»: N/A

KommenTapun k ceprudukary:

-TpaHcnOpTHPOBKA B CTpaHy Ha3HAYEHUS SBISIETCS JIOKAIBHOM 0TBeTCTBeHHOCThI0 OO0 «HoBaptc ®apmar
- CpoK TOIHOCTH BBIp@XKEH B (hopMaTe «MM.ITTT». JJaHHBIN opMar paccunTaH Ha TO, YTOOBI BCErja BKIIIOUATh
MOCIEHIO0 AaTy Mecsla

- PPMS nomep — 1975493

- IIpoxykT 6611 Mpou3BenieH B cooTBeTcTBH co crienudukanneit HI ITN013991/01-260719, n3m. 1-2, Birouas
YIaKOBKY U MApKUPOBKY

- I[ponsBoxuTens cyocrannu Bancapran — HoBapruc I'pumcou Jlumuren, Pyewipe Moody Lane DN31 2SR
Grimsby, Benukobpuranus

- Hukakux OTKIOHEHUH, BIMSIOMIKX Ha coOronenue mpasusi GMP w/mnu cooTBeTcTBUE TPpEeOOBaHUSIM
paspeleHus Ha TIPOJaxy, HE BBISIBICHO

- Cpok romgHOCTH B cepTH(HKaTe Ha OalK MPOLYKT JOIDKEH HHTEPIPETHPOBATHCS KaK KpaiHss AaTa Hadasa
Ipoliecca yIakoBKU.

3akuro4enne:

HacrosimuMm ynocroBepsto, 9To 1aHHasi HH(GOPMAaIHs OAJIMHHA U BEpHA.

JlanHas cepus co3fjaHa/ MPOM3BEICHA, BKIIIOYasl YIIAKOBKY W KOHTPOJIb, HA BEIMICYIOMSIHYTOM MECTE IPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBuiiaMu GMP J10KanbHOTrO peryJsITOpHOro oprata M cenuguKanieid perucTpaiuoHHOT0
YAOCTOBEPEHHSI UIMIIOPTUPYIOLIEH CTpaHBI.

HapaboTka, ynakoBka 1 aHaJIM3 CepUH COOTBETCTBYIOT TpeboBanusiM GMP.

Jluno, BblIaBLIEE CEPTUPHUKAT: Gonzalez Pascual Francisco Javier

JomkHocTh: Ynonnomouennoe iuno, Hopaptuc ®apmacsrotuka C.A.
I'pan Bua ne nec Koprc Karananec, 764
08013 bapcenona, Ucnanus
JInnensus Ha uzroroniienne Nel520E

Jara u Bpems: 05-08-2022 15:47:25

Crpanuna 2/6
Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbBIC YTBEPI)KICHBI OTBETCTBEHHBIM JIULIOM.



Beinymeno:

S ieg f r i e d 3urdpun bapoepa C.JI.

Ponpna Canra Mapus 158
08210 bap6epa nen Bamiec,
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100423812

Jns vadopmarmy BceM 3aMHTepEeCOBAHHBIM JIHIaM, IPOM3BOACTBEeHHAs wronianka 3urgpun bapoepa C.JI. panee
HasbiBanack HoBaptuc ®apmacsrotrka C.A. u pacnonaraercs o ToMmy xe aapecy Ponna ne Canta Mapus 158, 08210
bap6epa nen Bannec (bapcenona), Ucnanus

Hpoayxr: DIOVAN (IMOBAH) DUP 160 MG 28 FCT-RU (SF)

I'no6anbHbli MaTepuan 764406 Cepus Ne: BDMDS
Ne:

Jara usrorosJieHus: 08-06-2022 Iporokon ananmuza Ne: 4130154103
Cpok roasocru: 31-05-2025

TecTuHr MmoHOrpad: Cwum. Ceprudukar Ha

JIEKapCTBEHHBIN IpernapaT

TecTnbl TpeboBanust PesyabTatsl
ITepecmoTp ynakoBouHbix MarepuanoB B coorBerctBuu ¢ EEP u nacnoprom CooTBeTcTBYyET
Marepuaia
3akJ/oueHue:

Cepust COOTBETCTBYET Crel(uKanuy HOpMaTUBHON TOKyMeHTauu. HacTosmum yqocToBepso, YTo JaHHas
nH(opManys noyIMHHA ¥ BepHa. HapaOoTka M aHaIN3 cepry NPOBEPEHbI U COOTBETCTBYIOT TpeboBanusiM GMP.

OTBeTCTBEHHOE JIHI0: Susana Contreras

Jara u Bpems: 27-07-2022 23:52:40

Jluno, BbIIaBIIEE CEPTUPUKAT: Susana Contreras

JI0JIZKHOCTB: Y0JIHOMOYEHHOE JTUIO

JlaTa u Bpemsi: 27-07-2022 23:58:24
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Siegfried |

3ur¢pux bapbepa C.JI.

Ponna Canra Mapus 158
08210 bapbepa nen Bannec,
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100423399

Jns vadopMarmy BceM 3aMHTepeCcOBAHHBIM JIHIaM, IPOM3BOACTBEeHHAs wronianka 3urgpun bapoepa C.JI. panee
HaszbIBasiack HoBapTtuc ®apmaceiotuka C.A. 1 pacnonaraercs mo Tomy xe anpecy Pounga ne Canra Mapus 158, 08210
bap6epa nen Bannec (bapcenona), Mcnanus

poayxr: DIOVAN (IMOBAH) 1R 160 MG COMP LAC-EC
I'nobanbublii MaTepuan 854129 Cepus Ne: B6175
Ne:
Jara usrorosJieHus: 08-06-2022 Iporokon ananmza Ne: 4130153273
Cpoxk roaHoctu 05-12-2022
TecTuHr moHorpadg: DP 3755246 010 R 02
TecTbl TpebdoBanus PesyabTartsl
Onucanue: popma OBaJibHbIC TAOJIETKH, TIOKPBITHIC TNICHOYHOM CootBeTcTBYyeT
000J104KOH, CO CKOILIEHHBIMH KpasMU
Omnucanue: KoJ rpaBUPOBKH C oxHOI1 cTOpOHBI pucka u rpaBupoBka «DX»  CoorBercTByeT

C OJTHOM CTOPOHBI OT pUCKU U «DX» - ¢
JpyTroii, Ha 00paTHOM CTOpPOHE TabJIETKU —

«NVR»

Onucanue: 1BeT Cepo-opaHxKeBbIe CooTBeTcTBYyeT
JlnuHa: okoio 14,2 MM - 14.3 MM
[[Mupuna: oxomno 5,7 MM - 5.8 MM
[Mommuuanocts MeTonom TCX: CooTBeTCTBUE CTaHAAPTY CPABHEHUS CootBeTcTBYyeT
BAJICAPTAH
IMoanuunocTs MeTogoM BOXKX: CoOTBeTCTBHE CTAaHAAPTY CPABHEHUS CooTtBeTcTByeT
BAJICAPTAH
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Siegfried |

3ur¢pux bapbepa C.JI.

Ponna Canra Mapus 158
08210 bapbepa nen Bannec,
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100423399

Jns vadopMarmy BceM 3aMHTepeCcOBAHHBIM JIHIaM, IPOM3BOACTBEeHHAs wronianka 3urgpun bapoepa C.JI. panee
HaszbIBasiack HoBapTtuc ®apmaceiotuka C.A. 1 pacnonaraercs mo Tomy xe anpecy Pornga ne Canra Mapus 158, 08210
bap6epa nen Bannec (bapcenona), Mcnanus

poayxr: DIOVAN (IMOBAH) 1R 160 MG COMP LAC-EC
I'nobanbublii MaTepuan 854129 Cepus Ne: B6175
Ne:
TecTbl TpedoBanus PesyabTatsl
IIpoxykTel pacniana: eTUHIYHBIC He 6onee 0.2% <0.1%
HenaeHTUGIUpoBaHHbIC MeTo0M BDIKX
IIpoxykTel pacnana, CyMMa METOI0M He 6onee 0.4% <0.1%
BOXX
KonmuecTBeHHOE OTpeeICHHE METOIOM 95.0 — 105.0% 100,8%
BOXX: Bancapran
PactBopenne: N=6 nnu 12 6-12 6
PactBopenne Basncaprana (cpennee He menee 80% 96%
3HaveHue) yepe3 30 MuH.
PactBOopenne: MUHUMYM - 94%
PactBopenune: makcumym - 98%
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Siegfried |

Beinymeno:
3ur¢pux bapbepa C.JI.

Ponna Canra Mapus 158
08210 bapbepa nen Bannec,
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100423399

Ipoayxr: DIOVAN (IMOBAH) 1R 160 MG COMP LAC-EC
I'no6anbHblil MmaTepuaa 854129 Cepus Ne: B6175
Ne:
Tectbl TpebdoBanus PesyabTartsl
PacTBOpeHne: KOHEUHOE 3aKII0OUCHHE CootserctByer cnenudukanun . CIIA, EBp. CootBercrByer
O, An. O
OmHOpoaHOCTH A03UpoBaHus: n= 10 10-30 10
i 30
OIHOPOAHOCTH AO3UPOBAHUS - 100.3%
BaJICapTaHa: CpEAHEE 3HaUCHHE
ORHOPOIHOCT JO3UPOBAHUS: MUHUMYM - 98,1%
OOHOPOAHOCTE NO3UPOBAHUS: MAKCUMYM - 103,0%
OJIHOPOAHOCTH 103UPOBAHUSL: He Oonee 15 % 4,1

mnmpuemMiieMas BeJIinirnHa

IpAMOro onpeaAciCHud

Opnopoanocts no3upoBanust MerogoMm  CootserctByer cnenmdukanun @. CIIA, Esp. CootBercTtByer

@., 5. @

3aki0ueHue:

GMP.

Cepust COOTBETCTBYET CelU(pUKAINT HOPMAaTUBHON TOKyMEHTaIMK. HacTosimum y1ocToBepsto, YTo AaHHAs
undopmanus nouMHHA 1 BepHa. HapaboTka 1 aHann3 cepuy NpoBepeHs! U COOTBETCTBYIOT TPeOOBAaHUAM

OTBeTCTBEHHOE JINIO:
Jlata u Bpemsi:

Unai Vivanco Larrea
16-06-2022 16:45:03

Jlumo, BbIIaBLIEE CepTUPUKAT: Susana Contreras

JI0JIZKHOCTB:
Jlata u Bpemsi:

Crpanuna 6/6

Y0oIHOMOYEHHOE JTUIO
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