Parfenova
Olga

Beinymeno:

(') N O V A RT [ S HOBAPTUC ®APMA CIIA

Bua [IpoBunumane luro 131
80058 Toppe AnnyHnnuara (HA)
Wranus

JInneH3usi Ha M3roToBJIeHHe Ne:
AM-11/2019

Ceprupuxat GMP Ne:
IT/36/H/2019

CEPTUDOUKAT CEPUU
Ne IT100200175139

Mpoayxkr: KO-IMOBAH
J031poBKa / aKTUBHOCTb: I'MAPOXJIOPOTHUA3N/ 12,5 MI'
BAJICAPTAH 160 MI'

JlekapcTrBeHHas1 popma: Tabnerka, MOKPHITast IJICHOYHOH 000JIOYKOM
Tun ynakoBku: 6mucrep

Pa3mep ynakoBku: 2x14 TabneTok

PYy: IINO011266

CTpaHa Ha3HAYeHUsI: PO

I'nodanbHbIii MaTepuaa Ne: 708895 Cepus Ne: TPC28
JaTta uzrorosJieHust 08-12-2021

Jara Bpinmycka: 22-06-2022

CpoK roaHocTu: 11-2024

KoanuecrBo enmHun 11014.000 mryx

MPOAYKTA:

YnakoBouHas ﬂHg)ODMa].ll/lﬂ

Mpoayxkr: KO-IMOBAH

I'nodanbHbIii MaTepuaa Ne: 708895

JlokanbHblii MaTepuaa Ne: 708895

IIpousBogurein: HOBAPTUC ©®APMA CIIA
Bua Ilposunnuane Hluto 131
80058 Toppe Annynuuata (HA)
Wranus

JInnensus Ha AM-11/2019

H3roTOBJIEHHE:

Homep ceprudguxara GMP: [1T/36/H/2019

JlaHHbIe TecTOB, TPEOOBAHMS, pE3YJIbTATh U 3AKJIFOYCHUSI IPUBEJICHBI B CICAyIOIIEeM cepThdukare/cepTuduraTax:

Cepruduxar Ne: IT100100165583

Mpoaykr: KO-JIMOBAH TABJIETKU [TOKPBITHIE INTEHOYHOM
OBOJIOUKOM 160/12,5 MI". 012

I'iio6anbHbIil MaTepuas Ne: 854072 Cepus Ne: T5169

JlokanbHblil MaTepuaJ Ne: 854072

Jara Bpinmycka: 04-02-2022

IpousBogurtenn: HOBAPTUC ®APMA CIIA

Bua I[Tposunuwmane luto 131
80058 Toppe Annynimara (HA)
Uranus

JInneH3us Ha U3roTOBJICHHE: AM-11/2019
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



!> NOVARTIS

Beinyeno:
HOBAPTUC ®APMA CITIA
Bua [IpoBunumane luro 131
80058 Toppe Annynnuara (HA)
Wranus

JInneH3usi Ha M3roToBJAeHHe Ne:
AM-11/2019

Ceprupuratr GMP Ne:
IT/36/H/2019

CEPTUDOUKAT CEPUU

Ne IT100200175139

Cepruduxar Ne: CH280100217932
Mpoaykr: T'MAPOXJIOPTUA3N MUK./JIC 08
I'iio6anbHbIil MaTepuas Ne: 831945 Cepust Ne: C0100
JlokanbHblil MaTepuaJ Ne: 831945
Jara Bpimycka: 23-04-2020
IIponsBogureiin: Hosaptuc ®apma e AT’
addxaysepmtpacce
4332 teiin
[IBelinapus
Cepruduxar Ne: GB430100053552
Mpoaykr: BAJICAPTAH/AC 47
I'iio6anbHbIil MaTepuas Ne: 832100 Cepust Ne: GI1378
JlokanbHblil MaTepuaJ Ne: 832100
Jara Bpimycka: 21-10-2021
IIponsBogureiin: Hosapruc I'pumcon Jlnmuren
[TaiiBaiin
Myau JIxitn
DN31 2SR I'pumcon
Benukobpuranus
Cepruduxar Ne: GB430100053553
Mpoaykr: BAJICAPTAH/AC 47
I'iio6anbHbIil MaTepua Ne: 832100 Cepust Ne: GI1379
JlokanbHblil MaTepuaJ Ne: 832100
Jara BpImycka: 21-10-2021
IIponsBogureiin: Hosapruc I'pumcon Jlnmuren
[TaiiBaiin
Mynau JIxitn
DN31 2SR I'pumcon
Benukobpuranus
Cepruduxar Ne: GB430100053626
Mpoaykr: BAJICAPTAH/AC 47
I'iio6anbHbIil MaTepuas Ne: 832100 Cepust Ne: G1380
JlokanbHblil MaTepuaJ Ne: 832100
Jara BpInmycka: 28-10-2021
IIponsBogureiin: Hogapruc I'pumcon Jlnmuren
TaiiBaiin
Myau JIxitn
DN31 2SR I'pumcon
Benukobpuranus
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




' Beinymeno:
( ) N O V A RT [ S HOBAPTUC ®APMA CITIA
Bua IIposunnuane Iuto 131
80058 Toppe Aunynnuara (HA)
Wranus
JInneH3usi Ha M3roToBJIeHHe Ne:
AM-11/2019
Ceprupuxat GMP Ne:
IT/36/H/2019

CEPTUDOUKAT CEPUU
Ne IT100200175139

Hpoayxr: KO-IMOBAH
I'iio6anbubiil marepuana Ne: 708895 Cepus Ne: TPC28
3akia0uenmue:

Hacrositum ynoctoBepsito, 4To aHHas MHGOPMAIKs TOAJIMHHA U BEpHA.

JlanHas cepus co3ljaHa/ Mpou3BeeHa, BKIIFOYas YIIAKOBKY U KOHTPOJIb, HA BHILIEYIOMSHYTOM MECTE
MIPOM3BOICTBA B COOTBETCTBUH ¢ npaBuiamMu GMP jokanbHOTo peryssiTopHOro opraia u crerudukarmeit
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS HMIIOPTUPYIOMIEH CTPAHBL.

[Ipou3BOACTBO, YIIAKOBKA M aHAJIU3 CEPHH COOTBETCTBYIOT TpeboBanusmM GMP.

OTBeTCcTBEHHOE JIUII0: Carolina Manzo
JlaTa u Bpemsi: 22-06-2022 13:56:24

Tun BeIycKa: BBIITYCK Ha PHIHOK

KommenTapmii k ceprudukary:

Brimyck Ha pIHOK

Cpox rognocru: 30.11.2024 PPMS nomep: 1975890

Konnuecrso ynakoBok mpu Boimycke: 11014 ynakoska

IIponyxT nmpoTecTUpOBaH, IPOMapKUPOBAH U yIaKOBAH B COOTBETCTBUM C 3aperucTpupoBanHoi H/I:
IINO011266-180319 uzm. 1-3

Marepuain 832100 cepuit G1378 1 G1379 n G1380 n marepuan 831945 cepun C0100 66011 Hcions3oBans! B kagecTse ADC,
matepuan 854072 cepuu T5169 Ob11 HCHONB30BaH B KauecTBe Oanka.

JlekapcTBennast hopma, ykazannas B ranHoM CoA/CoC mo/KHa HHTEPIPETHPOBATHCS KaK: TaOJICTKH, TOKPHITHIC IIIEHOYHON
00010uKOM

Bo BpEMs IIPpOU3BOACTBA HE OBLJIO BBISIBIICHO HUKAKUX OTKJIOHECHHH

Jluno, BoIIaBmiee cepTudukar: Carolina Manzo
JosKHOCTD: YIOJIHOMOYEHHOE JIULIO
JlaTa u Bpemsi: 22-06-2022 13:56:24
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



> NOVARTIS

Beinymeno:

HOBAPTUC ®APMA CITA
Bua [Iposunnuane Illuto, 131
80058 Toppe Aunynnuara (HA)

Uranus

CEPTUOUKAT AHAJIN3A

Howmep otuera CoA: 1044

Mpoaykr: CO-DIOVAN (KO-JUOBAH) FCT 160/12.5MG.012 (NEW_DS)
Matepuay Ne: 854072 Cepus Ne: T5169
I'nodanbHblii MaTepuan Ne: 854072
Cepus LIMS: 4865
Jara usrorosJieHus: 08-12-2021 Jara ucredyeHusi cpoka 08-06-2023
XpaHeHUus:
HopmaruBHas DP 3748522001 R1
JAOKYMEHTAIMA:
TecTbl TpeboBaHus Pe3yabTaTbl
Onucanue BU3yalbHO
dhopma OBayIbHOM (HOPMBI, ABOSIKOBBITYKJIbIE COOTBETCTBYET
IIBET TEeMHO-KpacHbII CooTBercTByeT
pHUCKa 0e3 pucku CoOTBeTCTBYET
KOl TpaBUPOBKU Ha oxHoii cropone TabneTku, CoOoTBeTCTBYyET
MOKPBITOHN ITICHOYHOW 000IIOUKOH,
MapkupoBano “HHH”, na npyroii -
“«CG”
IMopnuuanocTh MeToaoM TCX
I'uapoxnopoTtrasua CootBercTBue cTanaapTy cpaBHeHUs: COOTBETCTBYET
CTaH/IapTy CPaBHEHUS
Basncapran
CootBercTBUE cTaHAAPTY cpaBHEHUsT COOTBETCTBYET
CTaHJAPTY CPAaBHEHHUS
IMomnHHOCTE Kpacutenei oD
Keneso (BeTHast peakiiust) [NonoxwurenbHO He tpebyercs
g i on
Turan (UBeTHAs peakius) [onoxutensHO He tpebyercs

Ipumeuanue: 01 — recruposanue 17
AP THH KAXJIbIH roJ|

PactBopenue metoiom YO — 30 mun

MUHYT MeTo0M YD

PactBopenune I'mapoxiioporruasuaa uepes 30

CooTBeTcTBHE TA0IHULIE
npuemneMoctu EB.@., ®. CILIA u
Sn. @. (tonbko ypoBuu 1 u 2)

CooTBeTcTBYET

(Q-3HaueHue)

PactBopenue ['unpoxmoporuasuaa uepes 30
MHUHYT MeTojioM Y D: cpenHee 3HaueHue 80%

He menee 85%

99%

MHHYT METOJIOM Y ®: MUHUMYM

PactBopenue ['mnpoxmoporuasuaa uepes 30

97%

MUHYT METOA0M Y D: MakCUMyM

PactBopenune I'mapoxiiopornasuaa uepes 30

101%
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

Beinymeno:

HOBAPTHUC ®APMA CITIA
Bua [Iposunnuane Illuto, 131
80058 Toppe Aunynnuara (HA)

Uranus

CEPTUDOUKAT AHAJIU3A

Howmep otuera CoA: 1044

CTaHJAPTy CPAaBHEHUS

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

Matepuay Ne: 854072 Cepus Ne: T5169

I'nodanbHblii MaTepuan Ne: 854072

Cepus LIMS: 4865

TecTbl TpeboBanust Pe3yabTatbl

PactBopenue merogom YO — 30 muH CooTBeTcTBHE TAOIHIIE CoOoTBeTCTBYET

PactBopenue Bancaprana uepes 30 MuHyT npuemiemoctu EB.®., ®@. CIIIA u

MeTogoM YD Sn. @. (Toapko ypoBHH 1 1 2)

PactBopenune Bancaprana uepes3 30 MunyT He menee 85% 99%

MetogoM Y@: cpennee 3HaueHmEe 80% (Q-

3HAYCHUE)

PactBopenune Bancaprana uepes 30 MunyT - 96%

MeToJ0M Y D: MUHUMYM

PactBopenue Bancaprana uepes 30 MuHyT - 101%

MeTogoM Y D: MakCUMyM

PactBopenue uepes 30 munyT MmetogoM Y @: n=6, 12 umu 24 n=6

n=6, 12 unu 24

OmnHopoaHOCTh A03upoBaHus MeTooM BOXXX

I'mapoxiopoTuasui: MUHUMYM - 97.8%

I'uapoxaopoTuasua: MaKCUMyM - 101.1%

I'uapoxaopoTuasua: CTaHAapTHOE OTKJIOHEHUE - 1,2

I'uapoxiopoTrasu: cpeaHee - 99.2%

I'uapoxnopoTuasua: NpUeMIIEMOE 3HAUCHHE He Oonee 15,0 2,7

I'mapoxnopoTHasua: KOHEUHOE 3aKITI0UeHHE CoorserctBue TpeboBanusM . CooTBeTcTByeT
CIIIA, EBp. @, Sn. @

Basicapran: MUHUMYM - 96.8%

Bancapran: makcumyMm - 100.7%

Bascapran: crangapTHOE OTKJIIOHEHHE - 1,3

Basicapran: cpennee - 98.5%

Bancapran: npuemiiemoe 3HaU€HUE He Oonee 15,0 3.2

Bancapran: KoHe4HOE 3aKIIIOYEHHE CoorsercrBue TpeboBanusM . CooTBeTcTByeT
CHIA, Esp. @, fn. @

OmnopoaHocTs go3upoBanus MerogoM BOXX:  n=10 umm 30 n=10

n=10 mnu 30

[MoamMHAOCT M KOMMYECTBEHHOE OTIPEIeIeHIE

MeTtogoM BOXKX

Cpennee: ['mapoxsopornazun 95,0 —105,0 % 98.7%

I'mapoxnopoTtuasun I'mapoxnopotuaszua: CoorserctBue  COOTBETCTBYET
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




> NOVARTIS

Beinymeno:

HOBAPTHUC ®APMA CIIA
Bua [Iposunnuane Illuto, 131
80058 Toppe Aunynnuara (HA)

Uranus

CEPTUDOUKAT AHAJIU3A

Howmep otuera CoA: 1044

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

Matepuay Ne: 854072 Cepus Ne: T5169

I'nodanbHblii MaTepuan Ne: 854072

Cepus LIMS: 4865

TecTnbl TpedoBanus PesyabTatsl

Cpennee: Bancapran 95,0 —105,0 % 99.0%

Bancapran Bancapran: CootserctBue crannaprty CoOOTBETCTBYET
CpaBHEHUS

[IpoxykTe! aerpamanuu MmerogoM BOXKX

Poncreennsie mpumecu meroiom BOXKX: He 6onee 0,2% <0,05%

SU5683 Ha 0OCHOBaHUU 3as1BJIEHHOIO

coJiepKaHus THAPOXIOPOTHA3U 1A

Poncreennsie mpumecu meroiom BOXKX: He 6omnee 0,2 % <0,05%

eIMHUYHAs HeHICHTU(ULIUPOBaHHAS IPUMECh

Ha OCHOBaHWH 3asIBIICHHOTO COAEPKaHUs

BaJICapTaHa

CyMMa IpOyKTOB JIeTpaIaIin: He 601ee 0,5 % <0,05%

Bancapran/['napoxiopoTrnasus

Onucanue BU3yalbHO

JUTMHA [TpubausurenspHo 15,2 MM CooTBeTCTBYET

IUpUHa [pubausurensHo 6,2 MM CootBeTcTBYyET

MuKpoOHOIOTHIECKHE TECTHI (METOT (03)

YalIeYHOT O IT0JICYETa)

Oo11ee KOIMYeCcTBO adpOOHBIX He 6omee 1000 KOE/r He tpebyercs

Mukpooprann3moB (TAMC)

IIpumeuanue: 03 — TectupoBaHHe
Kxaxmoi 10% Tap THH, PETeCT KaXkKAbIil
roj

O6HI€G KOJIMYCCTBO INICCHEBBIX

rpubos/npoxckeit (TYMC)

He 6omee 100 KOE/r

He tpebyercs

IIpumeuanue: 03 — TectupoBaHHe
Kxaxoi 10% Tap THH, PETeCT KaXkKAbIil
ron

Escherichia coli

He oGHapyxeHo B 1 T

He tpebyercs

IIpumeuanue: 03 — TectupoBaHHe
kaxnoit 10" naptun, perect Kax bt
roj
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




> NOVARTIS

BrinyuieHo:

HOBAPTUC ®APMA CIIA
Bua IIposunnuane Iluto, 131
80058 Toppe Annynuuara (HA)
Uranus

CEPTUDOUKAT AHAJIU3A

Howmep otuera CoA: 1044

Mponykr: CO-DIOVAN (KO-JUOBAH) FCT 160/12.5MG.012 (NEW_DS)
Matepuay Ne: 854072 Cepus Ne: T5169
I'nodanbHblii MaTepuan Ne: 854072

Cepus LIMS: 4865

3ak/oueHue:

Cepusi COOTBETCTBYET crenn(UKAINN HOPMATUBHOM JOKyMeHTamy. Hactosmym yaocToBepsito, 9To JaHHast
nHpOpMaIys NOJMHHA U BEpHA. AHAIN3 CEPUU IIPOBEPEH U COOTBETCTBYET TpeboBanusM GMP.

Jluno, BeIiaBUICE cepTHHUKAT: Paolo Striano
JI0JIZKHOCTB: QC&AST Leader
JaTa ogo0peHus: 22-12-2021

Hacrosmmit CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH. I[aHHLIG YTBCPKACHBI OTBECTCTBCHHBIM JIMIIOM.

JlaTa BpI1auM: 04-02-2022
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