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Brinymeno:
«HOBAPTHC ®APMA CIIA»
Bua Ilposununane 1liuto 131
80058 Toppe Annynumara HA, Utamis
JInueH3us Ha HIroTOBIeHHE Ne
AM-11/2019
Ceprudnxar GMP Ne:
1T/36/H/2019

> NOVARTIS

CEPTU®UKAT CEPUHA
Ne IT100200164830

KO-/IMOBAH

TUAPOXJIOPOTHA3SHM] 12,5 MT
BAJICAPTAH 80 MI'

TabneTka, OKpHITas MieHO4HO# 06onoukoi
Bnuctep

2x14 Tabnetok

MpoayxkT:
Jo3upoBKa / AKTHBHOCTD!:
JlekapcTBeHHas (opma:

Tun ynaKoBKH:
PasMep ynakoBKH:

io6anbHblii MaTepnaa Ne: 701216 Cepnsn Ne: TLK34
PY: TINO011266

CTpaHa Ha3HAYeHHs: PO

JlaTa M3roToBJIEHHS 19-10-2021

JlaTa BINyCKa: 24-01-2022

Cpox roiHOCTH: 09-2024

Koan4yecTBO eJHHHI 10079.000 wrtyx

NpoAyKTa:

¥Ynakopo4yHas nHdopmanus

ITpoayxT: KO-IMOBAH

Tno6aabHbIi MaTepHan Ne: 701216

Jloxanbubiit MaTepuan Ne: 701216

Ilpons3soauTennb: «HOBAPTHUC ®APMA CIIA»

JINLeH3nsA HAa H3rOoTOBJIEHHE:

Ceprnduxara GMP Ne:

Bua INposuHunane lluto 131

80058 Toppe Annynunara (HA), Uranus
AM-11/2019
1T/36/H/2019

IanHble TecToB, TpeGOBAHHS, Pe3y/LTATEl U 3aK/THOUEHHs NPUBENCHEI B CICYIOIIEM cepTuukare/cepTHHHKATAX:

Cepruduxat Ne:
IpoaykT:

IT100100163570
KO-JJMOBAH TABJIETKH ITOKPBITBIE nnenouHoi OBOJIOUKOH 80/12,5
MT. 012

I o6ajabHBI MaTepHaa Ne 854070 Cepus Ne: T2757
Jlokanbnblii MaTepuaa Ne 854070
JlaTa BeINyCKAa: 22-12-2021
IponssoauTeNb: «HOBAPTHC ®APMA CIIA»
Bua IIpoeununane Hluto 131
80058 Toppe AnnyHuuata (HA), Hranus
JInueHsnsa Ha AM-11/2019
M3roTOBJEHHE:
Ceprudnxat Ne: CH280100217827
IIpoaykr: TUIPOXJIOPOTHA3ZHU MIC /DS 08
I'no6anbubIi MaTepuas Ne 831945 Cepus Ne: C0096
Jloxaneubii MaTepuana Ne 831945
JaTa BeINycKa: 23-04-2020
IponssoauTenb: Hograptuc ®apma, Llreiin AT’
1lladdxayszepumrpacce

4332 lreiin, [llBeiinapus

Crpanuua 1/8
Hacrosumii cepTudHKAT ObLT aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JIHLIOM.



!> NOVARTIS

Beinymeno:
«HOBAPTHUC ®APMA CIIA»
Bua IMpoennuuane Hluto 131
80058 Toppe Annynuuara HA, Hranus
JInueHsus Ha HIroToBJIeHne Ne
AM-11/2019
Ceprudpuxar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPHUHA

Ne IT100200164830

Cepruduxat Ne: GB430100053073
MpoayxT: Bancapran /DS 47
I'106aasHB1i MaTepuan Ne 832100 Cepus Ne: G1337
JlokansHEI MaTepuaJ Ne 832100
Hdarta BoInycka: 14-09-2021
Ilpon3BoauTenn: Hogapruc I'pumcou Jlumuren,
INaiteun Myau Jlaiin,
DN31 2SR I'pumcon
BenkoOpUTaHUs
Cepruduxar Ne: GB430100053099
Ipoaykr: Bancapran /DS 47
I'no6anbHbli MaTepHan Ne 832100 Cepus Ne: G1338
JlokanbHBIIi MaTepuan Ne 832100
Jarta BbINycKa: 14-09-2021
MpoussoauTenn: Hosaptuc I'pumcodu Jlumuren,
INaiieun Myau JlaiH,
DN31 2SR I'pumcon
BenukoOpUTaHHs
Ceprudnkar Ne: GB430100053151
ITpoaykr: Bancapran /DS 47
I'no6anbHbIi MaTepuan Ne 832100 Cepus Ne: G1340
JlokanbHbli MaTepuan Ne 832100
JlaTa BbINycKa: 16-09-2021
IIpounspoanTens: Hosapruc I'pumcou Jlumuten,
ITaiieun Mynu Jlaiin,
DN31 2SR I'pumcon
BenukobputaHus
Crpanuua 2/8

Hactoswmii ceprudHKaT ObLT aBTOMaTHYECCKH CT€HEPHPOBAH.

HaHHLIe YTBEPKACHBI OTBETCTBEHHBIM JIMLIOM.




Brinymeno:
(‘) N O VA RT l S «HOBAPTHUC ®APMA CTIA»
Bua TTposunnmane llnto 131
80058 Toppe AnnyHimnara HA, Mranus
JInuensus na n3rorossenne Ne
AM-11/2019
Ceprudukatr GMP Ne:
1T/36/H/2019

CEPTU®UKAT CEPUHA
Ne 1T100200164830

KO-JMOBAH
HpoayxT:
I'106aasHBIH MaTepHaa Ne: 701216 Cepua Ne: TLK34
3akmouenue:

HacTosmmum yaocToBepsto, 4To JaHHas HHpOpMaLHsA NOLIHHHA U BEpHA.

IlanHas cepusa cosana/ NpoH3Be/ieHa, BKIOYas YIaKOBKY H KOHTPOJIb, HA BBILIEYNIOMAHYTOM MECTC NPOH3BOACTBA
B COOTBETCTBMH ¢ npaBunamu GMP nokankHOro peryJiATOpHOro oprata v cneurdukaumen perucTpalliOHHOro
yAOCTOBEPEHHA HMIOPTHPYIOLLEH CTPAHBI.

HapaGoTka, ynakoBka M aHa/H3 CEpUH COOTBETCTBYIOT TPeGOBAHUAM GMP.

OTBETCTBEHHOE JIMLO: Carolina Manzo
JlaTa n Bpems: 24-01-2022 16:58:58

Tun BuInmycka: Beinyck Ha PbIHOK

KoMMeHTapHii K cepTHPHKATY:

Brinyck Ha pbIHOK

Cpok roasocth: 30.09.2024

PPMS Homep: 1975892

KonnuecTro ynakorok npu Beinycke: 10079 ynakoBkH

ITposyKT NpOTeCTUPOBaH, TPOMapKUPOBAH H YTIAKOBAH B COOTBETCTBHH € saperucTpupoBanHoil HJ

HJ: ITN011266-180319 n3m. 1-2

Marepuan 832100 cepuit G1337 n G1340 u G1338, matepnan 831945 cepus C0096 ObLHM HCNIONB30BAHEI B
xauectea ADC, marepnan 854070 cepun T2757 GbU1 HCNO/IE30BAH B KauecTBe Gajika.

JlekapcTBennas GopMa, yKasaHHas B JaHHBIX cepTH(HKATaX, I0MKHA MHTEPIPETHPOBATECA KaK: TabneTka,
NOKpLITas MIeHOYHOH 000JI0UKOH.

Bo BpeMs IpOM3BOICTBEHHBIX ONEPALIMi OTKIOHEHHH He HabmoAanock.

JIuuo, BhIIABIIEE CEPTH(PHUKAT: Gennaro Manzo

JI0JIKHOCTD: Site Qualified Person

lata n Bpems: 24-01-2022 16:58:58
Crpanuua 3/8

HacTosummii ceprudHKar 611 aBTOMAaTHIECKH CTEHEPHPOBAH.
JlanHble yTBepKAEHBI OTBETCTBEHHBIM JIHLIOM.



Uy NOVARTIS

Buinyuieno:

HOBAPTHC ®APMA CIIA
Bna IMposunumane luto, 131
80058 Toppe Annynnmara (HA)
Hranua

CEPTH®UKAT AHAJIN3A

Homep otaera CoA: 461

IponykT: CO-DIOVAN (KO-/IMOBAH) FCT 80/12.5MG.012 (NEW_DS)

Marepnan Ne: 854070 Cepnsa Ne: T2757

I'nob6anbHblii MaTepuan Ne: 854070

Cepnsa LIMS: 4018

JlaTa H3roTOBJIEHHUS: 19-10-2021 JlaTa NucTedeHns CPoKa 19-04-2023
XpaHeHud:

HopmaTHBHas DP_3748514 001 R1 + DP

JAOKYMEHTALHA: 3748514 017 RCN 1

TecTrl Tpebosanus Pe3yabTaThl

OnucaHue BU3YANbHO

dbopma OBaibHO} (HOpMBI, ABOAKOBBINYKIbE  COOTBETCTBYET

LIBET CBETJIO-OpaHKEBBIil CoOTBETCTBYET

pHcKa Be3 pUCKH COOTBETCTBYET

KOJ] [PAaBUPOBKH Ha oaHoii cTopone TabneTKH, COOTBETCTBYET

TOKPHITOMH IUIEHO4HO# 060/I0UKOH,
mapkupogano “HGH”, na npyrofi -
“CG“

HopnuunocTh MeTogoM TCX
I'mapoxopoTHazua

CoOTBETCTBHE CTAHNApTY cpaBHeHHA  COOTBETCTBYET
CTaHJapTy CpaBHEHHA

Bancapran

CoOTBETCTBHE CTAaHAapTy cpaBHeHua  CoOTBETCTBYET
CTaHJapTy CpaBHEHHUs

MHHYT MeToAoM Y ®: MUHUMYM

IoanuHHOCTL KpacuTenei on
¥eneso (uBeTHad peakiuus) TTonoXKHUTENBHO He tpebyeTcsa
Ipumenanne: 01 - Tectupopanue 1°
NapTHH KAKIbIA TOJ
Turan (LUBeTHas peakuus) TlonoKUTENBHO He tpebyerca
Tpumenanme: 01 — TecTHpOBaHHE i,
MapTHH KazK/AbIH roa
Pacteopenue MeronoM YO — 30 MuH CooTeeTcTBHE Tabanue CoOTBETCTBYET
Pacteopenne I'napoxiopoTHaznia uepes 30 npuemnemoctn Eg.@., @. CLLIA 1
MHUHYT MeTozioM Y@ Sln. @. (Tonbko ypoBHH 1 H 2)
PactBopenue I'napoxiopotnasuja 4epes 30 He menee 85% 97%
MHHYT MeTozioM Y ®: cpelHee 3HaUeHHE 80%
(Q-31HaueHue)
Pacteopenne ['napoxsopoThasuia 4yepes 30 - 94%

Crpanuua 4/8

HacTosmuii cepTudukat Ob1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHble YTBEPKAEHBI OTBETCTBEHHBIM JIHLOM.




Uy NOVARTIS

Brinymeno:

HOBAPTHC ®APMA CTIA
Bua Ilpoeunumane 1lluro, 131
80058 Toppe Annynumara (HA)

Hranua

CEPTUO®UKAT AHAJIM3A

Homep otueta CoA: 461

IIpoaykr: CO-DIOVAN (KO-ITHOBAH) FCT 80/12.5MG.012 (NEW_DS)

Marepuan Ne: 854070 Cepus Ne: T2757

Ino6anbHeiiil MmaTepuaa Ne: 854070

Cepna LIMS: 4018

TecTnl TpeGoBaHus Pe3yabTaThl

Pacteopenue [napoxiopotnasuaa yepes 30 - 100%

MHHYT MeToioM Y P: MakcHMyM

Pactsopenue MetoioM Y® — 30 MHH CootseTcTBHE TabnHLe CooTBeTcTBYET

Pacteopenue Bancaptana uepes 30 MUHYT npuemnemoctd Ep.®., ®, ClIIA u

meTtoaom Y@ SIn, @. (Toneko ypoBHH 1 U 2)

Pacteopenue Bancaprana uepes 30 MuHYT He menee 85% 97%

Mmetonom Y®: cpeanee 3navenne 80% (Q-

3HAUYECHHE)

Pacteopenne Bancaptana yepes 30 MHHYT - 96%

meToaoM Y@: MUHHMYM

Pacteopenue Bancaprana uepes 30 MUHYT - 99%

metoaoM Y P: MakcHMyM

PacTteopeHue 4epes 30 MHHYT MeTozloM Y @ n=6, 12 wiu 24 n=6

n=6, 12 unu 24

OHOpOIHOCTE I03upoRanns MeTonom BIXKX

I'uapoXnopoTHa3n: MUHHMYM - 97,6%

'MapoXaopoTHA3H: MAKCHMYM - 101,8%

['HApOXNI0pOTHA3KA: CTAHAAPTHOE OTKIIOHEHHE - 1.4

I'MapOXJIOpOTHA3UL: CpeIHEE - 99,8%

MaApOXJIOpPOTHA3HL: NIpHEMIIEMOE 3HaUeHHe He Gonee 15,0% 3,5%

I'Hapox/opoTHa3H: KOHEYHOE 3aK/TIOUEHHE Cootserctene TpeboBaHHAM . CooTBeTcTByET
CUIA, Erp. @, An. ®

BasncapTaH: MUHUMYM - 96,2%

BasicapTaH: MakCHMYM - 100,4%

BancapraH: cTaHAapTHOE OTKIOHEHHE - 1,5%

Crpannua 5/8

Hacroauuii cepTudHKaT b1 aBTOMaTHYECKH CreHEpPHPOBAH.

,HaHHHe YTBEPKACHEI OTBETCTBEHHEIM JIHLIOM.




) NOVARTIS

BoinyieHo:

HOBAPTHUC ®APMA CIIA
Bua Iposunimane HUluo, 131
80058 Toppe AnHyH1HaTa (HA)

Hranus

CEPTU®UKAT AHAJIN3A

Homep oTuera CoA: 461

Kwuraiickoii HaponHoii Pecriy6auku

MpoaykT: CO-DIOVAN (KO-IMOBAH) FCT 80/12.5MG.012 (NEW_DS)
Marepunan Ne: 854070 Cepus Ne: T2757
Iao6annneiii matepnan Ne: 854070
Cepna LIMS: 4018
TecThl TpebGoauus Pe3yabTaThl
Bancapran: cpenHee - 98,2%
BasicapTaH: NMpHeMJIEMOE 3HaYeHHe He Bonee 15,0% 3.9%
BancapTaH: KOHEUHOE 3aK/II0UEHHE CooterctBre TpeboBanuaM @. CoOTBETCTBYET
CIIA, Esp. @, fn. @
OaHOpOAHOCTL A03upoBaHus MeTooM BOKX:  n=10 nim 30 n=10
n=10 unu 30
[ToANHHHOCTL ¥ KOJMYECTBEHHOE ONpeneneHne
Cpennee: [ MapoxnopoTHasHa 95,0 - 105,0 % 97,9%
I'mppoxnopoTHasuia T'uppoxnoporuasug: Cootserctee  CooTBeTcTBYeT
CTaHIapTy CPaBHEHHUA
Cpennee: Bancapran 95,0 —105,0 % 97,2%
Bancapran Bancapran: CootsercTBHe cTannapty CooTeTcTByeT
CpaBHEHHA
OanopoanocTs coctaga meroaom BIKX —
Kuraiickag ®apmakones
TuapoxIopoTHasH CooTBeTcTBYET TpeOOBaHHAM COOTBETCTBYET
®apmakonen Kuraitickoit HapoaHo#
Pecny6aukn
I uapoXJopoTHA3KI: CpeHEe 99,8%
I'MaApOXJIOPOTHA3HIL: MHHHMYM 97,6%
'HApOXJIOPOTHAZHL MAKCHMYM 101,8%
Bancapraun
CooTeTcTBYET TpebOBaHMAM COOTBETCTBYET
dapmaxonen Kuraiickoii Hapoauoi
Pecny6IHKH
BasicapTaH: cpeiHee 98,2%
BasicaptaH: MHHUMYM 96,2%
BajicapTaH: MakCUMYM 100,4%
PacrBopenne meroiom YO(Kut.®) —30 mun  He menee 80% 97%
Bancapran:cornacto dapmakoneu Kutaiickoii
Hapoanoii Pecny6nuku
BasicapTaH: MUHHMYM 94%
BancapTaH: MAaKCHMYM 100%
CMapoxJIopoTHA3KI;COrNacHo PapMaKkoneH He menee 80% 97%

Crpanuua 6/8

Hacroswuii cepTudHKaT OBl ARTOMATHUECKH CTeHEepHPOBaH.
JlanHele YTBEp>KAeHB! OTBETCTBEHHBIM JIMLIOM.




FHJJPOXHOPDTHaSHIlI MHHUMYM

96%

[ HAPOXJIOPOTHA3HA: MAKCHMYM

99%

[ponyxrel Aerpanaiuu MetogoM BIXKX
PoncTeennsie npuMecu MetogoM BOXKX:

SU5683 Ha 0OCHOBaHWH 3a8BJIEHHOTO
coiepKaHUA THAPOXJIOPOTHA3KA

He 6onee 0,2%

<0,05%

Enunnunas HenzieHTHYHLIMPOBAHHASA NPUMeECh
Ha OCHOBaHHH 329BJIEHHOTO CONEepKaHHA
BalcapTaHa

He 6onee 0,2 %

<0,05%

CymMa Mpo/yKTOB Jlerpaialiuu;
BancapTtan/[ uapoxnopotHasua

He 6onee 0,5 %

<0,05%

OnucaHue BU3YAILHO
JUTHHA

Ipubnuszurensuo 10,2 MM

CooTBeTCTBYET

LIHPUHA

[pubnusurensHo 5,4 Mm

CooTBeTCTBYET

Mukpobuonoruueckue Tecthl (MeToa
Hale4yHoro HOQCHETa[

Obuiee KOTHYECTBO a3pOOHBIX
MHKpoopraiusmos (TAMC)

He 6onee 1000 KOE/r

<100 KOE/r

Crpanunua 7/8

Hacroswuii cepTudmkar GbIT aBTOMATHYECKH CT€HEPHPOBAH.
JaHHble yTBep:KACHBI OTBETCTBEHHEIM JIHLIOM.




) NOVARTIS

Brinymeno:

Hranus

CEPTUDPUKAT AHAJIU3A

Homep otuera CoA: 461

HOBAPTHC ®APMA CIIA
Bua [Iposunumane Iluro, 131
80058 Toppe Annynumnata (HA)

rpubos/apoxokeii (TYMC)

Ipoayxr: CO-DIOVAN (KO-JIHOBAH) FCT 80/12.5MG.012 (NEW_DS)
Matepuan Ne: 854070 Cepns Ne: T2757
I'nobanbublii MaTepnaa Ne: 854070

Cepna LIMS: 4018

TecTbl TpeGoBanusn Pe3yabTaThl
Ob1iee KOMUUECTBO MIECHEBBIX He 6onee 100 KOE/r <10 KOE/r

Escherichia coli He obHapyxeno B 1 r He oGHapyxenoB 1 r
Escherichia Coli He oGHapy:xeno B 10 r He obHapysxkeno 8 10 T
Pseudomonas aeruginosa He ofGxapysxeno B 10 ¢ He obnapyxeHo B 10T
Salmonella He oGHapyxkeno B 10 ¢ He o6Hapyxeno B 10 T
Staphylococcus aureus He obHapyxkeno B 10 1 He o6Hapy>keno B 10 r
3aknoyenue:

Cepus cooTBeTcTBYyeT crieundHKaunn HOpMATHBHOI JOKyMeHTalMH. HacToalumM y10cToBepsio, UTo JaHHas
HH(OpMALIKA NOUTMHHA ¥ BepHa. HapaGoTka 1 aHa/IH3 cepuM MPOBEPEHBI M COOTBETCTBYIOT TpeGoBanuaM GMP.

JInno, Bh1aaBIee cepTHdHKAT: Paolo Striano
JIO/IKHOCTD: QCA&AST leader
Hara: 09-12-2021

370T cepTuduKaT Ol CO34aH ABTOMAaTHYECKH.
JlaHHble ObLIM yTBEPXkAEHB Y TONTHOMOYEHHBIM
JIHLIOM.

Jlara: 22-12-2021

Crpanuua 8/8

HacToawmmuii cepTHdukaT 6b11 aBTOMATHYECKH CTEHEPHPOBaH.

JlaHHbIe YTBCPKAEHBI OTBETCTBEHHBIM JIUIIOM.




