SO

) NOVARTIS

Beimnyweno:
Hosapruc ®apmaceiotuka C.A,
PapmacetoTHkan OnepaifinHs3
Ponna Cra. Mapus 158
08210 Bap6epa nen Bannec
Hcnanus

JInuensus ua uarorosaenne No
1520-E

Ceprudpurar GMP Na:
NCF/1851/001/CAT

CEPTU®UKAT CEPHUU
Ne ES100200290403

AUOBAH 80 MI" 28 TABJIETOK, ITJIEHOYHOH [TOKPBITBIX

Mpoaykr:

Jo31poBKa / aKTHBHOCTE:
Jlexapereennas gopma:

ynocrosepeHue Nuo:
CTpaHa HasHaveHHsn:

KomuyecTBo ennuun
NMpoOAYKTA:

OBOJIOYKOM - RU
BAJICAPTAH 80 MI'
Ta0NeTKHU, MOKPLITEIE MIEHOYHOH 060104KOi

Tun ymakosku: dnucrep
Pasmep ynakoBku: 2x14 TabneTok
Perncrpaunonnoe ITNO13991/01

Poccutickas ®enepauus

[1o6anbuelii maTepuan Ne: 736153 Cepus Ne: BWR22
JdarTa uzrorosaenus 27-01-2021

JaTa BeInycka: 23-02-2021

Cpok rognocru: 12-2023

24000.000 wrTyk

HanHuble TecTOB, TpeGOBAHUS, Pe3yIbTATH U 3aKTIOUEHHS IPHBEICHB! B crenyrolem cepTudukare/cepTHKaTax;

Ceprudukar Ne:
[poaykr:

ES100100361871 .
JIMOBAH 80 MI" 28 TABJIETOK, TOKPBITBIX TI/TEHOYHOI

OBOJIOYKOH —RU

ITpousponuTens:

JlHueHnsnsa Ha usrotroeenue No:

I'nobaneuenii matepuan Ne 736153 Cepusa Ne: BWR22
JlokaneHblii MaTepnaa Ne 736153
JlaTa BeInycka: 23-02-2021
IIpousBoauTens: Hosapric ®apmacetotuka C.A.,
®apmacbroTikan Onepaiiinsz
Ponpa Cra. Mapus 158
08210 bapGepa nen Bannec
Hcenanus
Jlnuensusa Ha u3rotopaenneNo: 1520-E
Cepruduxar No: ES100100360134
Tpoaykr: HHUOBAH 1R 80 MI' COMP LAC-EC
I'nobanbhenii matepuaa Ne 854128 Cepus Ne: B0725
Jlokanbublil MaTepnan Ne 854128
Jarta BeInycka: 11-02-2021

Hogapruc ®apmaceiotnka C.A.
PapmacbroTiran Onepaiinns
Ponna Cta. Mapus 158

08210 BapGepa nen Bannec

Hcnanus
1520-E

Crpanuua 1/5

Hactoswmit ceprugmkar 6e11 apToMaTHeCKH CreHepHpPOBAH.
HanHbie yTBep K AeHbl OTBETCTBEHHBIM JTHLIOM.

Digitally signed by Kuyantseva

Kuyantse s . ..

ou=people, ou=Ta,
serialNumber=2048528,
Va n=Kuyantseva Natalya

3aBE PN
Date: 2021.04.1216:2238
+03'00°

Natalya

Reason: llepesog nposepin u



Boinyweno:
(') N O VA RT l S Hogapruc ®apmacsiotura C.A.

Mapmaceiotrkan Onepaiimus
Ponna Cra, Mapua 158
08210 Bapbepa nen Bannec
Hcnanusa

JInuensus Ha u3roTosaenue Ne
1520-E

Cepruduxatr GMP Ne:
NCF/1851/001/CAT

CEPTUDUKAT CEPUHU
Ne ES100200290403

Mpoayxr: AHUOBAH 80 MI" 28 TABJIETOK, IOKPBITBLIX IJIEHOYHOH OBOJIOYKOH
-RU

FnoBankbHblii matepuan 736153 Cepus No: BWR22

Na:

3aka04yeHne;

HacTositumm yaocToBepsio, 4To JaHHas HH(OPMALIHS MO/ THHEA | BEpHa.

HaHHas cepua co3nana/ NpousBeeHa, BKIOYAs YaKOBKY 1 KOHTPOJIb, Ha BBIIIEYNOMAHYTOM MECTe
TNPOH3BOJICTBA B COOTBETCTBMH ¢ NMpasuiaMin GMP JIokalbHOro peryaTopHOro opraHa u crelupuKameit
PETHCTPALMOHHOTO YI0CTOBEPEHHA HMIOPTHPYIOLLEH CTPaHBI.

Hapabotka, ynakoBka 1 aHaTH3 cepii COOTBETCTBYIOT TpeGoBaHiaM GMP.

OTBeTCTBEHHOE JTHIIO: Laura Cambra Aused
JaTta u Bpemsi: 23-02-2021 16:42:55

Tun pennsa: BLIIYCK HA PLIHOK

KommenTapuu k ceprudukary:

ITpoussonurens Bancaprana: HosapTuc Punrackuman
JItn, Upnanaus

Cpok roaHocTH B ceprudukare as 6anka paeH
BpPEMEHH XpaHeHus Ganka.

Cymma npumeceii (3a nckmovennem CGP 55390)

HJT: TINO13991/01-260719 usm. 1

JIHuo, Bbl1aBLIEE cCePTHOHKAT: Laura Cambra Aused

JoKHOCTD: Vo1HOMOYEHHOE JIHLO

Jata u Bpems: 23-02-2021 16:42:55
Crpanuua 2/5

HacTtosimuii ceprudukar 6611 aBTOMaTHYECKH CreHEpHPOBAH.
JlaHHBIe YyTBEPIKIEHBI OTEETCTEEHHBIM THIIOM.




> NOVARTIS

Beinyueno:

Hogsapruc ®apmaceiotika C.A.,

Dapmacerotukan Onepaiinrms

Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec

Hcnanms

CEPTUD®UKAT AHAJIU3A

Ne ES100100360134

IMpoaykr: AHOBAH IR 80MI' COMP LAC-EC
[nobanbubiit matepuan 854128 Cepus Ne: B0725
Ne:
HdarTa usrororiaeHus: 27-01-2021 [Mporokon ananuza Ne: 4130135730
Cpok roanocth: 26-07-2021
TecTuur monorpad: DP 3755170011 R 02
TecTnl TpeGoBanusn PesyabTaTsl
Ormncanue: dopma Kpyriisie TabneTku, nokpeIThie mieHouHol CootseTcTRyeT
000/104KOH, CO CKOLIEHHBIMU KpasMK
Ormucanue: ko rpaBupoBKH C oaHolt cTOpOHBI pHcKM BbiTaBeHHAs «Dy 1 CooTeetcTRyer
«V» ¢ npyroii CTOpoHbI pHCKH, HA 00paTHoii
cTopoHe TabaeTku — «NVR»
Onucanue: user Bnenno-pososslii CootseTcTBYET
Huamerp: okono 8,2 Mm - 8.2 Mm
[MoanuuHocTs MeTogom TCX: CooTBeTcTRHE CTAHAAPTY CpaBHEHHS CooteercTByeT
BAJICAPTAH
[oanuuroCTs MeTOROM BIKX: CooTBeTCTBHE CTAHAAPTY CPaBHEHNS CootsetcTtayer
BAJICAPTAH

Crpannua 3/5

HacTosumii ceprudmkar Gbis aBTOMATHYECKH CreHepUpOBaH,

,[[am-u,le YTBEPKACHBI OTBETCTBEHHbBIM JIMLIOM.




) NOVARTIS

Beinyuieno:

HosapTtne ®apmacstotika C.A.

®apmacbiotHkan Onepaiiim;

Ponna Cra. Mapusa 158

08210 bap6epa nen Bamwec

HMcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100360134

[Tpoaykr: HUOBAH IR 80MI' COMP LAC-EC
Inobaneuelii matepnan 854128 Cepus Ne: B0725
No:
TecTbl TpeGopanus PesynsTaThl
I[TocTopoHHMe MpUMecH: e IMHHYHBIE He 6onee 0.2% <0.1%
HeHIEHTH(LUMPOBaHHbBIE MeToI0M BIWX
[TocToponnue npumecu, cymma mMetomom He 6onee 0.4% <0.1%
BOXX
KonuyectenHoe onpeaenenne Metonom 95.0 - 105.0% 99.7%
BDOXX: BAJICAPTAH
PactBopenue: n=6 unu 12 6-12 6
Pacteopenne Bancaprana (cpeanee He menee 80% 97%
3Ha4yeHue) yepes 30 MuH,
PacTeopenue: MUHUMYM - 94%
PactBopenne: Mmakcumym - 99%

Crpanuua 4/5

Hactoswuii ceprudukar Gbi1 aBTOMaTHYECKH CreHEPUPOBAH.
HaHHbIE yTBEp#IeHbl OTBETCTBEHHBIM JTHLIOM.




Brinyuweno:

(’) N O VA RT [ S HogapTuc ®apmackiotika C.A.

DapmackioTHKRan Omepaiiims
Ponna Cra. Mapus 158
08210 Bap6epa nen Bamiec
Hcenanus

CEPTUD®UKAT AHAJIU3A
Ne ES100100360134

Mponykr: AHOBAH IR 80MI' COMP LAC-EC

[noGanbueiit maTepuan 854128 Cepus No: B0725

No:

TecThi Tpeboranun PesynnTaTe
PacTtBopenne: koneunoe 3akmouenne Cootserctryer cneundukarmn ®. CIIIA, Esp. CoorsercTyer

@, SAn. O

CpenHsig Macca 153.0 = 170.0 mr 161.3 mr
OnHopomHocTk 103UpoOBaHUs: n = 10 10 -30 10
uim 30
OIHOpoIHOCTE J03upoBaHNs - 99.2%
BaJicapTana: cpeHee 3HaYEHHE

OnHOpomHOCTE 103UpOBaHHS: MHHHMYM - 97.6%
OnHopoaHocTs 103upoBaHNs: MaKkCUMyM - 101.7%
OnHopoaHOCT 103MpoBaHKS: He Gonee 15 % 34
npHem/ieMas BeTHYuHa

OIoHOPONHOCTE H03UpoBaHNS: Cootserctyer cieundmkaunn &, CLIA, Eep. CootsercTByer
OKOHYATe/ILHBIN pe3ynsTar D, An. @
3akaouenne:
Cepns coorsercTByeT cieundukaLmy HOPMATHBHOH 10KyMeHTaLuK. HacToAwmM y10cToBepato, 4To naHuas
HH(OPMALHs NOLTHHHA U BepHa. HapaGorka 1 ananus cepun nposepens u COOTBETCTBYIOT TPEBOBAaHHAM
GMP.

OTeercTBeHHOE JTHLO: Maria del Mar Jimenez Garcia
Harta v Bpems: 03-02-2021 13:23:35

JInuo, BrinaBiuee ceprudukar: Anna Maria Perez Montero
Homxuocrs: YnonHomoueHHoe 10

Harta n Bpems: 11-02-2021 14:21:03

Crpanuua 5/5
Hacrosuwmii ceprudukar Gbin1 aBTOMaTHUECKH CrEHEPUPOBaH.
JlaHHbIe YTBEPKACHBI OTBETCTBEHHBIM JTHIIOM.




