i

BeinyuieHo:

U) N oV A RT 1S HOBAPTUC ®APMA CTIA

Bua [poBrHIHANE luto 131
80058 Toppe AHHYyHUHATA (HA)
Hranus

TIien3us HA H3TOTOBNEHHE Ne:
AM-11/2019

CepTudurat GMP Ne:

[T/36/H/2019

CEPTUOUKAT CEPUH
Ne 1T100200147790

[MpoayKT: KO-TTMOBAH
TNo3upoBKa / AKTHBHOCTR: FHILPOXHOPOTHABI/III 12,5 MI°

BAJICAPTAH 160 MI "
JlexapceTBeHHAs dopma: TabneTka, MOKPLITAs AneHouHod oGonouKoi
Tun ynakoBKH: omcTep
PasMep YNaKOBKH: 2x14 TabneToK
PY: TIN011266
Crpana Ha3HAYECHU: pP@
[noGanenbiii MaTepuan Ne: 708895 Cepusn Ne: TFY22
JlaTa U3roToBICHHSA 06-11-2020
JlaTa BBIYCKA: 05-04-2021
CpoK roaHOCTH: 10-2023
KonuuecTBO eAMHULL 10581.000 wTyK

npoayKTa:

Ynakopounas HHGopMauHd

[MpoaykT: KO-TUOBAH

[n06ansHbIE MaTepuan Ne: 708895

TlokanbHbii maTepuan Ne: 708895

[Ipou3BOAHTE/Ib: HOBAPTHC ®PAPMA CIIA
Bua [Nposuxuuane 1Iuto 131
80058 Toppe AHHYHUHATA (HA)
Hranus

JInuen3us Ha AM-11/2019

WU3rOTOBJCHUE!

Homep cepTuurata GMP: 1T/36/H/2019

JlaHHBIE TECTOE, TpeGosanms, pesyibTaThl 1 AaK/IFOUeHNs MPUBEIEHb! B CIEIYIOULEM cepmdm;ca’re/cep*mdmxarax:

Ceprudurart Ne: [T100100147755

TpoayKT: KO-JUOBAH TABJIETKU [TOKPBITBIE HIIEHO‘—IHOﬁ
OBOJIOUKOM 160/12,5 MI'. 012

[nobanbublii MaTepuan Ne: 854072 Cepusa Ne: T5101

JlokanbHbIii MaTepHai Ne: 854072

JlaTa BbITYCKA! 31-03-2021

TIpoH3BoANTE/lE: HOBAPTUC ®APMA CIIA

Bua [Nposunimane luto 131
80058 Toppe AHHYyHLUATA (HA)
Hranus

JIxneH3us HA H3TOTOBJIEHHE: AM-11/2019
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!>y NOVARTIS
CEPTI/I(DI/IKAT CEPUN

BrinyueHo:
HOBAPTHC ®APMA CITA
Bua [Mposuimane IUTO 131
80058 Toppe AHHyHLIMATA (HA)
Hrammsa

JInuen3ns HA H3TOTOBJIEHHE Noe:
AM-11/2019

Ceprudurar GMP Ne;
IT/36/H/2019

Ne 1T100200147790

Cepruduicat Ne:

IMpoaykr:

Iio6ansHbIil MaTepuan Ne;
JlokanbHbiii MaTepuan Ne:
JlaTa BBINYCKA:

CH28010017167

AIPOXJIOPTHA3ZU]L MMK/IC 08

831945 Cepus Ne: C0077
831945

23-04-2020

TIpou3BOANTEb: Hosaptuc Papma lreiin AT
Waddxaysepurpacce
. 4332 Wreitn
[11seituapus
Ceprudurar Ne: GB30100049359
TpoaykT: BAJICAPTAH/IIC 47831
I nobansHblii maTepuan Ne: 832100 Cepua Ne: G1039
JokanbHbIil MaTepuan Ne: 832100
JlaTa BBIMYCKA: 14-10-2020
TMpounsBoanTe/lb: HosapTie I'pumcou Jinmute
[Taiipailn
Myau JIsiH
DN31 2SR I'pumcou
BenukoOpHTaHuA
Ceprudurat Ne: GB30100049340
IMpoaykT: BAJICAPTAH/JIC 47
Inodanbuprii maTepuan Ne: 832100 Cepusa Ne: G1040
JNokanbupiil maTepuan Ne: 832100
JlaTa BBINYCKA: 15-10-2020
IMpouspoanTEb: Hosaptuc TpumcOn JIuMUTER
[TaiiBaiin
Myau JIaiiH
DN31 2SR I'pumcdu
BenukoOpHTaHUA
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Hacrosuwmii cepTudukar Obin ABTOMATMUECKH CT€HEPHPOBAH.
JlaHHble YTBEPHKACHEL OTRETCTBEHHBIM JIMLIOM




Beinymeno:

U) NOVARTI S HOBAPTHC ®APMA CITA

Bua [posunumane [Huro 131
80058 Toppe AnnyHumara (HA)
Wranus

JIuueHsns Ha u3roTosjenue Ne:
AM-11/2019

Ceprudpurkar GMP No:
IT/36/H/2019

CEPTU®UKAT CEPHUU
Ne IT100200147790

IMponykr: KO-ITHOBAH
no6anbHblit maTepuan Ne: 708895 Cepns Ne: TFY22
Jakaouenne:

HacToslmM YA0CTOBEPAIO, YTO AaHHas WHpOPMALMA NOITHHHA 1 BEPHA.

JlanHas cepHs co3laHa/ MPOM3BE/IEHA, BKIIOYAs yNakoBKYy W KOHTPOIIR, Ha BBILLIEYTOMAHYTOM MECTE
MPOW3BOJCTBA B COOTEETCTBHH C NIPABHIIAMH GMP 10KaIbHOr0 PEryIsTOPHOTO OpraHa U crielnuKanei
PETHCTPALMOHHOTO YIOCTOBEPEHHA HMIOPTHPYIOIEH CTPAHBI.

HapafoTka, yrnakoBKka W aHali3 CepHu COOTBETCTBYIOT Tpebopanusm GMP.

OTBeTCTBEHHOE THLO: Gennaro Manzo
JlaTa v Bpems: 05-04-2021 20:30:31

Tun BbIIMYCKa: BbIMTYCK Ha PBIHOK

KommeHnTapuii K cepTudukaTy:

BeIMycK Ha PHIHOK

Cpoxk rogsoct: 31.10.2023 PPMS nomep: 1825061

KoauuecTBo ynakosok npu seimycke: 10581 ynakoska

[1ponYKT NpOTECTHPOBAH, IIPOMAPKAPOBAH W YIIAKOBAH B COOTBETCTBHH € sapeructpuposanHoit HJL:
TTNO011266-180319

Marepuan 832100 cepuit G1039 u G1040 u matephan 831945 cepun CO077 GbIIM UCMONBE30BAHBI B KAYECTBE ADC, matepual
854072 cepuu T5101 BB MCMOB30BAH B Ka4ecTBE Daika,

JlekapcrBeHHas (hopma, ykasaHHas B IaHHOM CoA/CoC f0MmkKHA HHTEPIPETHPOBATECS Kak: TAGETKH, NOKPBITEIC MIICHOYHOH
060/104K0H

Bo BpeMs ITPOU3BO/ACTBA HC Ob1J10 BBISBIEHO HUKAKHX OTKJIOHCHHWH

JIuuo, BeIaaBLIEE CEPTHHHUKAT: Gennaro Manzo

Jo/KHOCTE: PyKoBOaMTEb OTEA BBITYCKA / YNIONTHOMOYEHHOE
JIULIO

JaTa u Bpems: 05-04-2021 20:30:31
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Hacroswmii cepTudurat Obln aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHbIe yTBEP/AKAEHbEI OTBETCTBCHHBIM JIHLIOM




rU) NOVARTIS

BoinyuieHo:

HOBAPTHUC ®APMA CITA
Bua [posunuuane Huro, 131
80058 Toppe AHHyHLHaTa (HA)

Hranus

CEPTU®UKAT AHAJIA3A

Homep otueta CoA: 2232

IMpoaykr: CO-DIOVAN (KO-JUOBAH) FCT 160/12.5MG.012 (NEW_DS)
Marepunan Ne: 854072 Cepus Ne: T5101
[noGasenbiii MaTepuan Ne: 854072
Cepusn LIMS: 584
JlaTa u3roToBJIeHNA: 06-11-2020 JlaTa HcTedeHus CpoKa 07-05-2022
XpaHeHus:
HopmaTuBHas DP_ 3748522 001 R1
JOKYMEHTALIMSI: J
TecThl TpebosaHus Pe3ynbTaThl
Onucanne BH3yallbHO
dopma OpanbHOM GopMBbl, ABOAKOBBITYKIIBIE CoOTBETCTBYET
LBeT TEMHO-KPACHBIH CoOoTBETCTBYET
pHcKa 0e3 PUCKH CoOTBETCTBYET
KOJIl TPABHPOBKH Ha onHoit cTopone TabJIeTKH, CoOTBETCTBYET
MOKPLITOH (e HOUHOMH 060M04KOii,
mapkupoato “HHH”, na apyroii -
“CG”
[Monnuunocts Metonom TCX
[ MIpOXI0pOTHAZNIL CooTtseTcTBHE cTanaapTy cpapHenus  COOTBETCTBYET
CTAaHAApTY CpaBHEHUA
BancapTtan
CooTReTcTBHe cTanapTy cpaBHeHua — COOTBETCTBYET
CTAHIapTy CpaBHEHHMA
[ToAMHHOCTL KpacuTenei (01)
JKene30 (LUBETHAA PEAKLUA) [TonoxKuTENBHO He Tpebyercs
Tpimeuanne: 01 — TecTHpOBaHHE "
NapTHH KaKAbIH TO1
Turan (LBETHas peaKiys) [Ton0KHTENBHO He tpebyeTca

IMpumeuanne: 01 — TECTHPOBAHHE 1"
NAPTHH KaKaBIH TOA

MHHYT MeToIoM Y D! MHHAMYM

Pacteopenue metogom Y@ — 30 MuH CooTeeTcTBHE TadIHLe COOTBETCTBYET
Pactopenue ['uapoxnopoTuasnjia 4epes 30 npuemnemoctu EB.®@., &. ClIIA u

MUHYT MeTosloM YD An. @. (Tonbko yposHH 1 1 2)

PactBopenue [ MIpoXIopoTHA3HIA HEPE3 30 He menee 85% 100%

MUHYT MeTO0M Y®: cpejiHee 3HAUEHHE 80%

(Q-3Ha4eHHe)

PactBopeHye [ apoXn0poTHa3HAaa yepe3s 30 - 99%
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HacTosiumii cepTu(uKaT bl aBTOMATHYECKH CreHepUpOBaH.

JIEHH!:IE yTBep}xneth OTBETCTBEHHbLIM /THLIOM
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Y NOVARTIS

Boinyweno:

HOBAPTHUC ®APMA CIIA
Bua [Mposuuumane [1uto, 131
80058 Toppe Annynuuara (HA)

HUranus

CEPTU®UKAT AHAJIM3A

Homep otdyera CoA: 2232

IMpoaykT: CO-DIOVAN (KO-JUOBAH) FCT 160/12.5MG.012 (NEW_DS)

MaTepuain Ne: 854072 Cepus Nu: T5101

Cno6ansnerii maTepuan Ne: 854072

Cepnsa LIMS: 584

TecThl TpeboBanus Pe3ybTaThl

PacTopenye IuapoxnopoTuasuia qepes 30 - 102%

MUHYT MeToioM Y d: MakcUMyM

PacTBopenue MeTooM Y@ — 30 MuH CooTBETCTBHE TAbMHLE CoOTBETCTBYET

PacTsopenue Bancaprana uepe3 30 MuHyT npuemnemocti Ep.®., ®@. CIIA n

metojoM YO sAn. @. (Tosnbko ypoBHH | W 2)

Pactropenne Bancaprana uepes 30 MUHYT He menee 85% 98%

meTonom Y@: cpennee sHavenue 80% (Q-

3HAYEHHE)

Pacteopenue Bancaprana uepes 30 MuHYT - 97%

MeToaoM Y P: MUHUMYM

PactBopenue Bancapraa uepes 30 MUHYT - 99%

meToaoM Y®P: MakCUMyM

PactBopenue uepes 30 MunyT metonom Y n=6, 12 unun 24 n=6

n=6, 12 unu 24

OIHOPOIHOCTb 1031UpOBaHMA MeTonoM BOXKX

uApOXJIOPOTHASHI: MHHHMYM - 98,2%

MAPOXJIOPOTHA3H/L: MAKCUMYM - 101,7%

['MApPOXJIOPOTHA3HM/L: CTAHAAPTHOE OTKIOHEHHE - 1,1

['uapoxnopoTHasui: cpeiHee - 100,3%

I MIpOXJIOPOTHAZUL MPHEM/IEMOE 3HAYEHNE He Gonee 15.0% 2,7%

[UAPOXIOPOTHABHI: KOHEUHOE 3AKIIIOUECHHE CooTerctere Tpedopanuam @. COOTBETCTBYET
CLUA, Esp. @, fIn. @

Bajicaprad: MUHMMYM - 97.3%

BancapTaH: MakCHMYM - 100,5%

BancapTaH: CTAHIAPTHOE OTKJIOHEHHE - 1,1
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HacToswuit cepridukart Obl1 aBTOMATHYECKH CIeHEPUPOBAH.

HaHHbIe YTBECPKACHE] OTBETCTBEHHBIM JIHLIOM




U> NOVARTIS

Buinyuieno:

Hranus

CEPTU®UKAT AHAJIU3A

Homep oTtuera CoA: 2232

HOBAPTHC ®APMA CITA
Bua I[Tposunumane [uro, 131
800358 Toppe Aunynuuara (HA)

mukpoopraduzmoe (TAMC)

[Mponyxr: CO-DIOVAN (KO-IMOBAH) FCT 160/12.5MG.012 (NEW_DS)

MaTtepuan No: 854072 Cepus Ne: T5101

I'no6aneHselii MaTepuaa Ne: 854072

Cepus LIMS: 584

TecThl Tpebosanusi Pe3y/ibTaThl

Bancapran: cpennee - 98,9%

BasicapTan: npuemiieMoe 3HaYeHHE He Gonee 15,0% 2,7%

BancapTtaH: KOHeuHOe 3aKoYeHHe CootsercTBre Tpebopanuam . CooTBeTcTBYET
CIIA, Esp. @, An. @

OnHOpoaHOCTh n03upoBanns MeTogoM BOIKX:  n=10 uiu 30 n=10

n=10 unu 30

[ToxnHHHOCTE ¥ KOHYECTREHHOE ONPENENIEHHE

MetoaoM BOKX

Cpeanee: 'HapoxIopoTHA3ZHI 95,0 — 105,0 % 99,6%

['mnpoxnopoTuasua I'ugpoxmoporuasua: Cootsercteue  COOTBETCTBYET
CTaHJapTy CpaBHEHHA

CpeaHee: Bancapras 95,0 - 105,0 % 99.0%

Bancapran Basicapran: CootBercTBue cTaHaapTy COOTBETCTBYET
CpaBHEHHs

IMpoaykTel Aerpagauny MetogoM BOKX

Poacteentsle npumecu Metogom BOWKX: He dosnee 0,2% 0,0%

SU5683 Ha 0CHOBaHUH 3adBIEHHOTO

coJIepXKaHus THAPOXJIOPOTHAZHIE

PoacTtBeHHble npUMecH MeTooM BOXX: He Gousiee 0,2 % 0,0%

eIMHUYHAA HeMAEeHTH()ULMPOBAHHAA IPUMECH

Ha OCHOBAHHH 3aABIEHHOrO COAEPKAHUA

BaJ/lcapTaHa

CyMMa NponyKTOB AerpalaliH: He 6onee 0,5 % 0,0%

Bancapran/I napoxnopoTnasua

OnucaHue BU3yallbHO

JUTHHA [TpubauzurensHo 15,2 MM CoO0TBETCTBYET

IIHpHHA [TpubnusuTensHo 6,2 MM CooTBeTCTBYET

Mukpoduonorudeckne TecTsl (METO (03)

YaIIeyHOro noacyeTa)

O611ee KOIMHECTBO a3pOOHbIX He Gonee 1000 KOE/r He tpebyerca

[Mpumeuanne: 03 — TecTHpOBaHHE
kaxaoit 10" napTum, perect Kamabii

ro
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HacTosiuuii cepTHGUKAT OblT aBTOMATHYECKH CTeHEPUPOBAH.
JlaHHble YTBep#IeHbl OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

BeinyweHo:

HOBAPTHC ®APMA CIIA
Bua [Tposunumane Iluro, 131
80058 Toppe AnnyHuudara (HA)
Hranus

CEPTUO®UKAT AHAJIU3A

Howmep otueta CoA; 2232

IMpoayxr: CO-DIOVAN (KO-JIMOBAH) FCT 160/12.5MG.012 (NEW_DS)

Marepuan Ne: 854072 Cepus Ne: T5101

Cnobansubiii matepuan Ne: 854072

Cepusi LIMS: 584

TecTbl TpedoBaHus Pe3yabTaThl

O61ee KONMMYECTBO MIECHEBIX He 6omee 100 KOE/r He tpedyerca
rpH60B./11p0)K}Keﬁ (TYMC) Tpumeyanne: 03 — TecTHpoBdHHe

kamaoi 10" napram, petect
KazablH roj

Escherichia coli He o6napyxeHo B 1 T He TpebyeTcs
[Ipumeuanve: 03 — TecTHpOBaHUe
xakaoit 10" napram, petect
KaXKIBIH O

JakaovueHne:

Cepusi COOTBETCTBYET CrelH(UKALIM HOPMATHBHOM A0KYMEHTaLMH. HacTosIMM YIOCTOBEPAIO, 4TO 1aHHaA
unopmaLns noa1nHHa 4 BepHa. HapaGoTka 1 aHaIH3 CepHH NPOBEPEHBI H COOTBETCTBYIOT tpedoBanuam GMP.

Jluuo, BbIAaBLIee CepPTHHHKAT: Errico Donnarumma
JIOIKHOCTD: QC Leader EM Finished Products
Jlara: 31-03-2021
JInuo, BulaaBLICE CEPTHRHKAT! Errico Donnarumma
JOoMKHOCT: QC Leader EM Finished Products
Hara: 31-03-2021
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Hacrosuuii cepTruKaT Obl aBTOMATHYESCKH CrEHEPUPOBAH.
JlaHHbIe YTBEPkK/AEHLI OTBETCTBEHHBIM JIMLIOM



