Beinyuwero:

r
(‘) N oV A RT 1 S Hogapruc ®apmacktotuka C.A.

MapmackioTHKan OnepaiiuH3
Ponna Cra. Mapus 138
08210 Bap6epa nen Bannec
Henanus

JInuen3ns Ha uarortosaenue No
1520-E

Cepruduxat GMP Ne:
NCF/1851/001/CAT

CEPTUO®PUKAT CEPUHA
Ne ES100200290040

IMpoaykr:

Tun ynakoBkH:
PasMmep ynakoBKH!
Perucrpaunonnoe
ynoctoBepenne Ne:
Crpana Ha3HAYEHHS:

JlaTa H3roToB/IEHHA
JlaTa BbINYCKA:
CpoK roaHOCTH:
KoanuecTBo eIHHHULL
NpoAyKTa:

DIOVAN (JIMOBAH) 160 MG 28 FILM-COATED TABLETS -RU

Jo3upoBKa / AKTHBHOCTh: BAJICAPTAH 160 MI'
JlekapcrBennas gpopma: TaBeTKH, MOKPBIThIE JIEHOUHO# 060104KOH

onuctep
2x14 Tabnerox
[TN013991/01

Poccuiickas Menepauus

I nodanbublii matepuan Ne: 736154 Cepus Ne: BWT89

05-02-2021
19-02-2021
01-2024
36051.000 wryk

|

JlaHHBIE TECTOB, TpeDOBaHMA, Pe3yJIbT

aTBl ¥ 3aKJTOYCHUsS TIPHBEIEHBI B ClIEAYIOLIEM ceprudukare/cepruduKaTax:

Ceprudnkar No: ES100100361150

IMpoaykr: DIOVAN (JIMOBAH) 160 MG 28 FILM-COATED TABLETS -RU
Cao6anbublii MaTepuan Ne 736154 Cepus No: BWT89
Jlokanbublii MaTepuaa Ne 736154

JlaTa BpInycKa:
IMpousBoanTe/b:

JlaTa BBINYCKA: 19-02-2021
IMpon3BoaHTENb: Hosaptuc ®apmacsiotuka C.A.
dapmacetoTukan Onep3LIH3
Ponna Cta. Mapus 158
08210 BapGepa nen Bannec, Mermanus
JInuensus Ha u3rotopaenneNe: 1520-E |
"Ceprudnxkar Ne: ES100100361045
MpoaykT: DIOVAN (JIMOBAH) IR 160 MG COMP LAC-EC
I'no6anbublil MaTepual Ne 854129 Cepusa Ne: B6065
Jlokanenbiii MaTepuan Ne 854129

19-02-2021

Hogaptuc ®apmacstotrka C.A.
dapmaceroTKan OnepaiiiH3
Ponma Cra. Mapus 158

08210 Bapb6epa nen Baiec
Hcenanus

JIMUeH3Hs HA H3roToBJIeHHe Ne: 1520-E

Crpanuua 1/6

Hacrosiumii cepTudukar Obll aBTOMATHYECKH CreHEPHPOBaH. Flhpen k
ﬂaHHble yTBep}Kﬂ,BHbI OTBETCTBEHHLIM JIMILIOM.
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' Buinyuiexo:
\ (‘) N O VA RT l S Hosaptic ®apmacsiotuka C.A.
dapmacproTikan OnepIaniH3
Pouma Cra. Mapus 158
08210 bapGepa gen Bannec
Hcnanus
JInuensus Ha w3rotosaenne Ne
1520-E
Ceprupuxar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUU

B Ne ES100200290040

|

\

| TIpoayxT: DIOVAN (JIMOBAH) 160 MG 28 FILM-COATED TABLETS -RU T
[nofanbHplii maTepuaan 736154 Cepusn Ne: BWT89

No:

JaknyenHe: ]

HacTOALMM YIOCTOBEPAIO, 4TO JaHHAs MHOOPMALLMs NOATMHHA 1 BEPHA.

JlaHuas cepus co3aHa/ IPOM3BE/CHA, BKIIOYAd YTIAKOBKY I KOHTPOJIb, HA BBITIEYTIOMAHY TOM MECTE
NPOM3BOACTBA B COOTBETCTBHH C MPaBH/IaMH GMP noKaneHOTO PEryJIATOPHOro opraHa H crieunduKaurei
PEerucTpaloHHOT0 YA0CTOBEPCHMA MMIIOPTHPYIOLLEH CTPaHEL.

HapaboTKa, yNaKoBKa 1 aHa/u3 CEpUM COOTBETCTBYIOT tpebosanusm GMP.

|

OTBeTcTBEHHOE JIHLO: Anna Maria Perez Montero
JlaTa u Bpems: 19-02-2021 15:35:40

Tun penusa: penu3 Ha phIHOK

KoMMeHTApHH K CepTHOHKATY:

IMocrapumk Bancaprana: Hosaprue I'pamctu Jita,
BenukoOpuTaHus

HI: TIN013991/01-260719 n3m. 1

CpOoK FOJHOCTH B CepTHHUKATE 1T GaJiKka paBeH BpeMeHH
yaep:KuBaHua Gaska.

Cymma nipumeced (3a HCKITFoHeHHEM CGP 55390)

JInuo, BelIaBIIEE cepTHHHKAT: Anna Maria Perez Montero

JIOJKHOCTE: VY nofHOMOYEHHOE JIULO

JlaTa 1 BpeMms: 19-02-2021 15:35:40
Crpannua 2/6

HacTosumii cepTiduKar Gbl1 aBTOMATHHECKH CreHEpHpOBaH.
JlaHHble YTBEPIKIEHbI OTBETCTEEHHBIM JIHIOM.




Brinyuweno:

(‘) NOVARTIS Hosapruc ®apmacsiotika C.A.

dapmacstoTrkan OnepIiLIH3
Ponna Cra. Mapus 158
08210 Bap6epa aen Bamee
Mcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100361150 |

IMpoaykr: DIOVAN (IMOBAH) 160 MG 28 FILM-COATED TABLETS -RU

[no6anbHbIil MaTepuan 736154 Cepus Ne: BWTS89

No:

JlaTa W3roToBJIEHHS: 05-02-2021 Mporokoa anannia Ne: 4130136735

CpoK TOAHOCTH: 31-01-2024

TecTHHT MoHOrpag: DP-3755246 010 R 02

Tectnl Tpebosanus PesyneTatel

[TepBuuHas ynakoeka 1114804-A18-RU CoOTBETCTBYET

BropHyHas yakoBKa 1141697-A19-RU CooTBeTCTBYET

VIHCTpYKIHA 110 MeIL. MPUMEHEHHIO 1109436-A20-RU CooTBeTCTBYET

Homep cepun B cOOTBETCTBUH € MEPBHUHOM/BTOPHUHON CooTBeTCTBYET
YIaKOBKOMH

CpoK roHOCTH 35 MecsUeB CoOTBETCTBYET

[Tpon3BoaCTREHHAS 1aTa CoOTBETCTBHE Ha NEPBHUHOM/BTOPHIHOI CooTBeTcTBYET
YNaKoBKax

3aka0YeHHe:

Cepus COOTBETCTBYET CrelupUKaLHH HOpPMaTHBHO# 10KyMeHTaluu. HacTosuM yI0CTOBEpsIO, HTO AaHHa
un(opMaums noTMHHEA U BepHa. HapaGoTka 1 ananus cepum NpOBEPEHLl 1 cooTBeTcTBYIOT Tpebopannam GMP.

OTBeTCTBEHHOE JTHLO! Julia Lozano Gasca

JlaTa u Bpems: 19-02-2021 11:54:18

JInuo, BbIaaBIIEE CePTHHHKAT: Anna Maria Perez Montero

Jlo/IKHOCTh: V0THOMOUYEHHOE JTHLLO

Jata u Bpems: 19-02-2021 15:36:09
Crpanuna 3/6

Hacrosumii cepTudykar Obl1 aBTOMAaTHYECKH CrEHEPHPOBAH.
JlaHHbIe YTBEP>KAEHBI OTBETCTBEHHBIM JIHLIOM.



hn
) NOVARTIS

Brinyuieno:

Hoeaprie @apmacstotnka C.A.

dapmackrotkan OnepaiiiHs

Ponpa Cra. Mapus 158

08210 bap6epa nen Bannec

HUcnanus

CEPTUOUKAT AHAJIU3A
Ne ES100100361045

Mpoaykr: DIOVAN (JIMOBAH) 1R 160 MG COMP LAC-EC
Inodaneusii marepuan 854129 Cepnsa Ne: B6065
Ne:
JlaTa u3roToBIEHUNA: 05-02-2021 IMpoTokon anaausa Ne: 4130136265
Cpok roaHocTn 04-08-2021
TecTtHHr MoHOrpad: DP 3755246 010 R 02
TecTnl TpedoBanus PesyabTaThl
Onucanue: Gopma OBaJibHbIe TaOIETKH, MOKPBIThIE TIEHOYHOI CooTBeTcTBYET
060J104KOH, CO CKOLIEHHBIMH KpagsMH
OnucaHKe: KOO rpaBHpPOBKH C oHoii cTopoHsl prcka i rpasupoeka «DX»  CooTBeTcTBYyeT
¢ 0JHOIT CTOPOHBI OT PHCKH M «DX» - ¢
ApyTOii, Ha 0OPATHOH CTOPOHE TabIIeTKH —
«NVR»
Onucanue: UBET Cepo-opaHiKeBble CooTBeTcTRYET
Inuua: okono 14,2 Mm - 14.2 MM
LupuHa: okono 5,7 MM - 5.7 MM
TMoaauunocts MeTogoM TCX: COOTBeTCTBHE CTAHIAPTy CPaBHEHHA CooTBeTcTBYET
BAJICAPTAH
[NogmHHOCTE MeTooM BOKX: CooTBeTCTRHE CTAHAAPTY CPaBHEHHA CooTBeTCTRYET
BAJICAPTAH

Crpanuna 4/6

Hacroswuii cepTu(uKar OblJ1 aBBTOMATHYECKH CreHEPHPOBAH.
JlanHble yTBEPKIEHB! OTBETCTBEHHBIM JTHILIOM.




Brinyueno:

(‘) N O VA RT I S HogapTic ®apmacstotika C.A.

®apmacerotikan OnepaiiuH3
Ponna Cta. Mapus 158
08210 bapbepa nen Bannec
Hcnanna

CEPTUD®UKAT AHAJIN3A
Ne ES100100361045

IMpoaykT: DIOVAN (JIMOBAH) IR 160 MG COMP LAC-EC
Inodanbubrii matepuan 854129 Cepus Ne: B6065
| Ne:

Tecrnl Tpedosanus PesyabTaTsl
[TpomykThl pacnana: eTHHUYHBIE He 6onee 0.2% <0.1%
HeuaeHTH(UHPOBaHHbIe MeToaoM BDIKX

[TpoaykTsl pacnana, cymMma METO0M He Gonee 0.4% <0.1%
B2XX

KonuuecTreHHOE ompeneneHle METOI0M 95.0 - 105.0% 98.7%
B32XX: Bancapran

PacrBopenune: N=6 win 12 6-12 6
PactBopenue Bancaprana (cpeanee He menee 80% 95%
3HaueHue) yepes 30 MuH.

PactBopenue: MUHUMYM - 92%
PactBopenne: MakcHMyM - 97%

Crpanuua 5/6
Hacrosmnit ceprudukat 6b11 aBTOMATHYECKH CTEHEPHPOBaH.
I[am—u;le YTBEPKIAEHBI OTBETCTBCHHBIM JIULIOM.



Beinyuieno:

(‘) NOVARTIS Horaptuc ®apmacsiotika C.A.

DapmackroTHkan OnepaiH3
Ponna Cta. Mapus 158
08210 bapbepa nen Banec
Henanns

CEPTUOUKAT AHAJIU3A
Ne ES100100361045

IMpoaykr: DIOVAN (IHOBAH) IR 160 MG COMP LAC-EC

Inob6anbublii matepuan 854129 Cepus No: B6065
Ne:

TecTnl Tpedopannsa Pe3yabTaTel
PacTBopeHHe: KOHEYHOE 3aKTIOYeHHE Coorsercreyer crneundukauun @, CLUA, EBp.  Co0oTBETCTBYET
O, SAn.

OnHoponHOCTk No3upoRanna: n= 10 10 - 30 10

unu 30

OnHOpPOIHOCTE NO3HPOBAHUSA - 98.9%
BajcapTaHa: CpelHEe 3HaYeHHE

OnHOpPOAHOCTL NO3HPOBAHMA: MUHHMYM - 97.3%
OHOPOIHOCTL 103MPOBAHUA: MAKCUMYM - 101.8%
OnHOpPOOHOCTE NO3HPOBAHUA: He Oonee 15 % 3.4

nmpuemMseMas Bel4KHa
OnuopoaHocTs fo3uporanns metogom  Coorsercreyet cneundukanun @, CIIA, Erp.  CooTeeTcTBYET
MPsAMOro ONnpeae/ieHus ., An. D

3akaouenue;
Cepus COOTBETCTBYET crielH(HKALMH HOPMATHBHOI 10KYMeHTaunu. HacToAumm ynocTosepsio, uTo AaHHAA

uHdopMaLMs NoMHHHA H BepHa. HapaGoTka v aHanns cepuy POBepeHsl H COOTBETCTRYIOT TpeOOBaHUAM
GMP.

OTBeTcTBEHHOE THIIO: Maria Jesus Abad Herrero

HaTta n Bpemsa: 12-02-2021 13:43:59

JInuo, BelaaBuee cepTHHKAT: Anna Maria Perez Montero

JoKHOCTB: VnosiHOMOYeHHOE JTHLIO

JaTta n Bpemsi: 19-02-2021 11:57:30
Crpanuua 6/6

Hacrosmmii ceptrdukar Obls1 aBTOMATHYECKH CTEHEPHPOBAH,
JlaHHbIe YTBEPHIEHBI OTBETCTBEHHBIM JIHLIOM.



