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Bruinyuweno:

(‘) NOVARTIS Hosaptuc dapmacsiotka C.A,

PapmaceroTHKan OnepaiiirHs
Ponna Cta. Mapus 158
(08210 bapbepa nen Bamnec
Hcnanus

JIlMuensnsa Ha usrotosaeHne Ne
1520-E

CepTudpurar GMP Ne:
NCF/1851/001/CAT

CEPTUO®UKAT CEPUHA
Ne ES100200283452

Mpoaykr:

JlekapcTBeHHasn dopma:
THn ynakoBkH:

PasMep ynakoBKH:
Perucrpaunonnoe
yaocroBepeHue Ne;
CTpaHa HazHaveHHsI:
I'nobanbHbIi MaTepnan
JlaTa uzrotoBnenus
Jara BeInmycka:

Cpok rogHocTn:
KoauyecTBo eHHHLL
NpoaAYKTa:

JHOBAH SUUMF 28 TABJIETOK, [IJIEHOYHOM [MOKPBITBIX
OBOJIOYKOH - RU

JMo3npoBka / akTuBHOCTb:  BAJICAPTAH 80 MI'

TabaeTKH, MOKPbITHIE [UIEHOYHOMH 000104kl
onuctep

2x14 TabneTok

ITNO13991/01

Poccuiickas @enepanus
Ne: 736153 Cepusn Ne: BVP80
10-11-2020
24-11-2020
10-2023
18681.000 wTyk

Hannele TecToB, TpeGoBaHUA, Pe3y/bTaThl H 3aKIIOYEHUS NPUBEICHBI B CIEAYIOIIEM cepTidHKaTe/cepTH(HKaTaX;

CepTudurar Ne:
MMpoaykr:

I'nobanbHbIi MaTepuan

Jarta Beinycka:

ES100100352799
JIIMOBAH 80 MI" 28 TABJIETOK, [TOKPBIThIX INTEHOYHOM

OBOJIOYKOH — RU
Ne 736153 Cepus Ne: BVP80

JlokanbHeIi MaTepuan Ne 736153

24-11-2020

IMponsBoanTens: Hogaptuc ®apmacetotuka C.A.
dapmackeroTikan OnepafiH3
Ponga Cta. Mapus 158
08210 Bapbepa nen Banec
Hcnanus
Jluuensus Ha H3IroToBIeHHeNe: 1520-E
CepTudurar Ne: ES100100352676
IMpoaykT: JHUOBAH IR 80 MI' COMP LAC-EC
I'nobanbuelii MaTepuan No 854128 Cepus Ne: B0705
JlokanbHblii MaTepuan Ne 854128
Jara Bbinycka: 24-11-2020
INpouseoanTens: Hogapruc ®apmacsroruka C.A.
dapmaceroTukan OnepaiuiH3
Ponpa Cra. Mapus 158
08210 bapbepa nen Bannec
Hcnanus
JInuensusi Ha w3roroBiaenue Ne: 1520-E

Ctpanuua 1/6

Hactoswuit ceprudukar Obl1 aBTOMaTHUECKH CreHEPHPOBaH.
JlaHHBIE yTBEpKIEHB! OTBETCTBEHHBIM JIHLIOM. Zy rya no

va Anna
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.

Beinyuweno:
(’) NOVARTIS Hogapric ®apmacktotiika C.A.

MDapmacsroTikan OnepaiiioH3
Ponpa Cra. Mapus 158
08210 bapb6epa nen Bannec
Hcenanusa

JInueH3usa Ha H3roToBJIeHHe No
1520-E

Ceprudukatr GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200283452

IIpoaykr: JHMOBAH 80 MI" 28 TAEJIETOK, IMTOKPBITLIX TIJIEHOYHOM OBOJIOYKOH
-RU

I'nobanbnelii MaTepuan 736153 Cepus Ne: BVP80

Ne:

3ak04eHne:

HacTosmmum y1ocToBepso, 4To JaHHas HHOOPMALMA OATMHHA U BEPHA.

HaHHasi cepus co3aHa/ NpoM3BeeHa, BKIIOYasA YIaKOBKY H KOHTPOJIb, Ha BBILIEYOMAHYTOM MECTE
MPOM3BOACTBA B COOTBETCTBHH ¢ npasuaaMH GMP nokankHoro perynsaropHoro oprasa u crenuduKanmeii
PErHCTPALHOHHOTO YAOCTOBEPEHHA UMIIOPTHPYIOLIEH CTPAHBI.

HapaboTka, yrakoBKka i aHaIH3 CEPHH COOTBETCTBYIOT TpehoraHusm GMP,

OTBeTCTBEHHOE JIHLO: Laura Cambra Aused
JaTta u Bpemsi: 24-11-2020 12:21:26

Tun penuza: TeXHUUYECKUI penn3

KommenTapun k ceprudukary:
[Tpomseonutens Bancaprana: Hosapruc I'pumcbn
JIumuten, BenukoGpuranus

Cpoxk roanoctu B ceptidukate ans 6anka pasen
BpEMEHH YIepKBaHHsA Daika.

Cymma npumeceii (3a ucknrodennem CGP 55390)
HJI: TINO13991/01-260719 uzm. 1

JInno, BeigaBee cepTudukat: Laura Cambra Aused
J0IKHOCTD: YoJIHOMOYEHHOE JTHLIO
Jarta u Bpems: 24-11-2020 12:21:26

CrpaHuua 2/6
HacTosmmii ceprudukaT Obl aBTOMaTHYECKH CTEHEPHPOBaH.
,[{B.HHLIE YTBEPWOEHBI OTBETCTBEHHBIM JIHLIOM.



(‘) N O VA RT I S Hogapruc ®apmacsiotuka C.A.

BoinyweHo:
dapmacbroTHKal OnepaiH3
Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec
HMcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100352799

IMponykT:

I'noGanabHeIil MaTepuan
Ne:

JlaTa u3roToBIeHHA:
Cpok roaHocTu:
TecTnHr MmoHorpad:

JTMOBAH 80 MT 28 TABJIETOK, ITOKPBITBIX INIEHOYHOW OBOJIOYKOH -
RU

736153 Cepus Ne: BVP80
10-11-2020 IMpoTokon ananuza Ne: 4130133593
31-10-2023

DP 3755170 011 R 02

TecTsbl TpeGopanusn PesyanTaThl

ITepruuHas ynakoepka 1109506-A18-RU 6 CooTBeTCTBYET
1136772-A18-RU

BropuuHas ynakoBka 1141696-A19-RU CooTBeTCTBYET

HMHCTpyKUMs 10 NPUMEHEHHIO 1109436-A20-RU CooTBeTCTRYET

Homep cepun B cooTBeTCTBHH C NEPBHYHON/BTOPHIHOI CooTBeTCTBYET
YIaKOBKOM

Cpok rogHocTH 35 MecsLeB CooTBETCTBYET

IIpouseoAcTBeHHas faTa CooTBeTCTBHE Ha MEPBHYHOI/BTOPHYHOMH CooTBeTcTBYET
yIaKoBKax

3aknyeHue:

CepHs COOTBETCTBYET CleLH(HKALMH HOPMATHBHOMH JOKyMeHTaUWH. HacToALIMM yI0CTOBEpPAI, YTO JaHHas
uH(hOopMalKs NOATHHHA U BepHa. HapaboTka M aHaJin3 cepyH IPOBEPEHbl H COOTBETCTBYIOT TpedoBanuaM GMP.,

OTBeTCTBEHHOE THIIO:
HaTa n Bpems:

Carmen Maria Garcia Gutierrez
24-11-2020 06:19:37

JInuo, Belaasee ceprudukaT: Laura Cambra Aused

JO0NKHOCTD:
JlaTta u Bpems:

Crpannua 3/6

Y NOITHOMOYEHHOE UL
24-11-2020 12:21:35

Hacrosmuii ceprudyukar Ob11 aBTOMaTHYECKH CreHEPUPOBAH.
JlaHHble YTBepKICHBl OTBETCTBEHHBIM JIMLIOM.




Uy NOVARTIS

Brinymeno:

Ponna Cra. Mapus 158

08210 Bapbepa nen Bamnec

Hcnanus

CEPTUO®UKAT AHAJIU3A

Ne ES100100352676

Hoerapruc ®apmacsiotuka C.A.
PapmackroTHKan Onep3fH3

[Tpoayxr: JUOBAH IR 80MI' COMP LAC-EC
I'nobdanbHelii MaTepnan 854128 Cepusa No: B0705
Ne:
JdaTta u3rorosJieHus: 10-11-2020 IMpoTokos anaman3a Ne: 4130133083
CpOK rogHOCTH: 09-05-2021
TecTHHT MOHOTpag: DP 3755170011 R 02
TecTbl TpeGoBanus PesynbTaTel
Onucanue: Gopma Kpyrasie TabneTku, MOKpbIThIE IUIEHOYHO CooteercTBYET
000/104KOH, CO CKOLIEHHBIMH KpasMHu
OnucaHue: Ko rpaBUPOBKH C oxHoit cTopoHE! pucki BeiaaBneHHas «D» 1 CoOTBETCTBYET
«V» ¢ npyroit CTOpoHE! pHCKH, Ha 00paTHOM
cTopoHe Tabnetku — «NVR»
Onucanue: uer BrnenHo-po3oBblit CoorBercTBYET
Huamerp: okono 8,2 MM “ 8.2 MM
[MonnunHOCTL MeTOOM TCX: CooTBeTCTBME CTAHIAPTY CPaBHEHMS CooTBeTcTBYET
BAJICAPTAHA
[TomnuuHocTh MeToMOM BOIKX: CooTBeTCTBHE CTaHIAPTY CPaBHEHHUS CootBeTcTBYET
BAJICAPTAH

Crpanuua 4/6

Hacrosumii ceptudukat 6611 aRTOMATHHECKH CTEHEPHPOBAH.,

HaHHb]e YTBECPKACHLI OTBETCTBEHHBIM JIMIIOM,




U> NOVARTIS

Boinyweno:

Hosaprtuc ®apmacetotka C.A.

DapmackioTKan Onepaiiry3

Ponna Cta. Mapus 158

08210 bap6epa nen Bannec

HUenanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100352676

IMpoaykr: JUOBAH 1R 80MI" COMP LAC-EC
I'nobanbublii MmaTepuan 854128 Cepus Ne: B0705
Ne:

TecTbl Tpebosanus PesynbTatsl
[TocTopoHHKMe TPUMECH: e IHHHYHLIE He 6onee 0.2% <0.1%
HeHIEeHTH(LUHMpOBaHHbIE MeTog0M BOIKX

[TocTopoHHHE NpHUMECH, CYMMa MeTOIOM He Gonee 0.4% <0.1%
B3XKX

KonndecTBeHHOE OMpeae/ieHUE METOI0M 95.0 - 105.0% 99.4%
B2XX: BAJICAPTAH

PactBopenne: N=6 unn 12 6-12 6
PactBopenue Basicaprana (cpeanee He menee 80% 96%
3Ha4eHHe) Yepes 30 MuH,

PacTBopeHue: MMHUMYM - 93%
PacTBopenue: MakCHMyM - 98%

Crpanuua 5/6

Hacroswmii cepTuuKaT 6611 aBTOMaTHIECKH CTeHEPHPOBaH.
JlaHHBIEe YTBEP#ICHBI OTBETCTREHHEIM JTHIIOM.




Uy NOVARTIS

Beinymeno:
Hosaptuc ®apmaceiotika C.A.
DapmacbioTHKan OnepIiuH3
Ponna Cra. Mapus 158
08210 bapdepa nen Bauiec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100352676

IMpoaykT: JHOBAH IR 80MI' COMP LAC-EC

I'nobaneHeiii maTepuan 854128 Cepus Ne: B0705
Ne:

TecTor TpebGoanun PesynsTaTtsl

PHCTBDPEHHEI KOHEYHOE 3aK/Il04YeHHE

CpenHas Macca

QnHOpoAHOCTE Ho3MpoBaHusA: n = 10
uu 30

OnHOPOIHOCTE NO3HPOBAHHSA
BaJicapTaHa: cpelHee 3HaYeHHe
OJIHOPO,{IHOCTL JA03HpPOBaHHUA. MHHHMYM
OfHOPOIHOCTb N03MPOBAHHA: MAKCHMYM
OIHOPOAHOCTE A03HPOBAHMUA:
npruemJjeMas BeJIHIHHA

OIHOPOJHOCTE 103MPOBAHHA
OKOHYaTENbHLIA pe3yJibTaT

Cootsercreyer creundukaunn @, CIIA, Esp.  CooTBEeTCTRYET
., fAn P

153.0 - 170.0 mr 161.4 mr
10-30 10

- 99.5%

= 96.7%

" 101.9%
He Gomee 15 % 4.5

Cootserctryet cretuduraunu ©. CILIA, Esp.  Coorsercrayer
D, An. O

Jakno4yeHue:

GMP.

Cepus COOTBETCTBYET CMEUH(PHKALMNA HOPMATHBHOH JOKYMeHTaLMH, HacTosmmm y10cTOBEpAI0, YTO AaHHAA
uH(OpPMAIs MOTHHHA 1 BepHa. HapaGoTka 1 aHanu3 cepui MPOBEPEHbI H COOTBETCTBYIOT TpeDOBAHMAM

OTBeTCTBEHHOE JINLO:
JaTa u Bpems:

JInuo, BeIIABIIEE CEPTHHUKAT!
JomKHocTh:
JaTa u Bpems:

Crpanuua 6/6

Montserrat Jane Perez
24-11-2020 11:20:14

Laura Cambra Aused
YnoaHoMOUYeHHOE JIHLIO
24-11-2020 11:48:28

Hacrosmmii cepTuhukat GblJ1 aBTOMATHHECKH CrCHCPHPOBAH.
JlaHHble YTBEPIKAEHb OTBETCTREHHBIM JIHLIOM.




U5 NOVARTIS

Form to SOP-T044603

Doc No.: FRM-8054642
Version: 2.0

MoaTeepXAeH1e COOTBETCTBMA BBO3MMOro NeKapcTEBEHHOro NpenapaTa Tpe6oBaHuAM,
yCTaHOBMNEHHbIM NPM ero rocyAapcTBEHHON perucTpayum

VpeHTurMKauMoHHBIA HoMep ToBapa GTIN

ToproBoe HAUMEHOBaHWe

MexayHapoaHoe HenaTeHToBaHHOe Ha3BaHne

(MHH)
NexkapcraeHHan dopma

Dosuporka

®opma BbINycka

Homep cepun (naptvm)

O6nem cepuu (naptvu)
fAara nponssoncrea
lopex go

Homep v para perncrpaymoHHoro
yAocToBepeHust

Homep HopmaTMBHOW AoKyMeHTayMK
HanmeHosaHwe nepxarens
PerMcTpaUMOHHOro Y4oCTOBEPEeHHA
Anpec MecToHaxoXaeHus pepxarens
PEerucTpauMoHHOro yA0CTOBEPeHUA

HaumenoBsanue 1 agpec nponasoanTens
(c ykazaHuem cTaguit NponM3BoaCcTEa)

KommeHTapuu

BVP80-IM-20122020

04603695001985

Auosax®
Bancaprau

TabneTku, NOKPbLIThIE NNEHOYHONW 0BonouKo

80 mr

14 wT, - 6nUcTepsl (2 WT.) - NaYkn KapToHHbIE (28 WT.)

BVPBO

18681 yn.

10.11.2020
10.2023

M N013991/01 o1 13.11.2009

M NO13991/01-260719 uam. 1

Hosaptuc ®apma AT, Weenuapus

Lichtstrasse 35, 4056 Basel, Switzerland

Bce cranuu, BkNOMAnA BINYCKAOWMA KOHTPONL KauecTsa: HoeapTiuc ®apmacsiotuka C.A.,
Wcnavua (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

He npumernmo

B cooteeTcTBMM ¢ TpeGosaHuamu degepansHoro aakoHa oT 28.11.2018 N 449-03 "0 BHECEHWN U3MEHEHUA B OTAENbHLIE 3aKOHOAATENbHbLIE aKTbl
Poccuickoit deaepauuu no Bonpocy 880aa B rPaxnaHCKui 060pOT NeKapcTBeHHBIX NPenapaToB ANS MEeAULWHCKOTO NPUMEHeHMs”, a Takke
ApUHUMan BO BHMMaHWe nocraHoeneHue MpaeuTenbcrsa Poccuiickoin ®egepauvu or 26.11.2018 N 1510 "0 nopaake 88042 B rpaMaaHCKWin
06opOT NekapcTBeHHLIX NPENapaTos ANS MEAMUMHCKOTO NPUMEHEHA"

HKenoanucasLWMicA npeactasutens OO0 "HosapTuc ®apMa”, ynoNHOMOYEHHBIA MHOCTPAHHEIM MPOM3BOAMTENEM NEeKapeTBEHHBIX CPeacTs,
MNOATBEDKAAET COOTBETCTEME BLILIEYKA3AHHOM CEPUM NEKpPCTBEHHOrO NPENapaTa AN MeOuLMHCKOTO NPUMEHEHUS TeBOBaHUAM, YCTAHOBNEHHBIM

Npw ero rocyAapcTBEHHON PEruCTPALUW HA TEPPUTOPMU POCCHIACKON Denepaunu.
Q%‘L" 20.12.2020

Nianan naannce / Rara

YNonHOMOYEHHbIA NpeacTaBMTENL
000 "Hosaptuc ®apma”

Anekcangposa [.B.

HIHMURBNE M DAMKNUS




