JTEKJAPAIIUA O COOTBETCTBHUUA

JEKJIAPAHT, MPUHUMAJOIIUI JEKJIAPAIIUIO O COOTBETCTBUA

000 "Hosapmuc Papma”

Ceedenus o pezucmpayuu opzanusayuu: Mesicpaiionnas uncnexyus PedepanbHoil HaN02060u cayoucovt Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, dama npuceoenus OI'PH 27.12.2006.

Aopec: 125313, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 72, xopnyc 3. Teregon: 8(495)967-12-70.

B nuye: I'enepanvnetii Oupexmop Konepoea H.A.

Ilogepennoe auyo: Tiopun A. B., doeepennocms 6/ om 03.12.18

3ASBJAET, YTO
Jnexapcmeentoe cpedcmeo. Ixcopaic, mabnemiu nokpuimvle naeHouHou 0bonouxol 5 me+80 mz 14 wm.,

Yynakoexu aueiikogvie KonmypHole (2), nauku kapmonnvie, pez Ne JICP-002605/07 om 07.09.2007(0ama samenv
PV 13.10.20162) ésroano Hoeapmuc @apma AI, Hlseuyapus, cepus BJW6S, napmus 15912 ynaxogok, 200eH 00
31.03.2022, npouseoocmea Hosapmuc Papmaceiomura C.A., Henanus, Novartis Farmaceutica S.A., Ronda de
Santa Maria, 158, 08210 Barbera del Valles (Barcelona), Spain koo OKIT[]2 21.20.10.148, koo TH B3J]
3004900002, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, uneoiic Ne 2001441884 om 29.05.2019

COOTBETCTBYET TPEEOBAHHSAM

JICP-002605/07-070907 uzm. Ne 1-11

JNEKJAPAIIUSA ITPUHSITA HA OCHOBAHHMHA

npomoxon ucneimanui Ne 19-03835 om 28.06.201 9 000 "HL[JIC "Buomexnonozus", ammecmam
axxpedumayuu RA.RU.21®M04, Cepmucpuxam POCC ES.®M11.C87151 om 28.06.2019

JEKJIAPAITHH 28.06.2019
J0 31.03.2022

i ) Tiopuu A. B.
MOJITHCE O.HU.0

CBEJEHUS O PETUCTPALIMU

OPT'AH I1I0 CEPTU®HUKAIIUH, 3APETMICTPHPOBABIIIHI JEKJIAPALIUIO

RA.RU.11®MI1] OPI'AH I10 CEPTH®HKAIJHH ITPOAVKLHH OFLJECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanusayuu : 109428, 2. Mockea, I1-viii Basosckui
npoeso, 0. 5, cmp. 1, adpec opeara no cepmugpurayuu: 129626, 2. Mockea, 1-aa Moimuwyunckas, 0. 25, men.

(495) 783-19-08

}.IEKJIAPAI.[H}I 0 COOTBETCTBHUHU 3APETUCTPUPOBAHA M POCC RU JI-ES.®M11.4.28992/19
28.06.2019

. IpyxkoB U.B.
MOJIHCH 3am. pykosoautens OC




) NOVARTIS

Otaen noructuk 1. baszens
Jluxtmrpacce 35
4056, r. bazens, [lIBelinapus

JJOTUCTUYECKASA

COINMPOBOJIUTEJBbHAS 3AITMCKA Ne CH010400802790
K cepTHPHUKATY cepHH

IIpoaykr: SKCPOPXK, TABJIETKU, [TOKPBITHIE ITNIEHOYHOM OBOJIOUKOMH, 5/80 MI
DUP 2X14 RU

Toprosoe naspanne: DKCPDOPXK, TABJIETKU, ITOKPBITBIE IIJIEHOYHOM OBOJIOUKOH, 5/80 MI'
DUP 2X14 RU

I'106anbLHBIH OLleHHBAaeMBbIii 710482 Cepus Ne: BIW68

maTtepuaj Ne:

I'nobdanbHbIii HEOUEHHBaeMblii Ceptuduxar cepuu Ne:  ES100200235052

matepuaJj No:

3aka3zuuk Ne: RU0300

3aka3umk: OOO «Hosaptuc ®apma», Mocksa, Poccuiickas enepauus
JlocTtaBka Ha Ne: RUO0300 Kona cTpanbi: RU
JocraBka cTopoHe: OOO «Hosaptuc ®apma», Mocksa, Poccuiickas enepauus

IknopT papManeBTHYECKOI MPOIYKINI

Hcxoasamuii Homep 5001795928. 10 Ne 3akasza-Hapsiga 1001455073
¢apm. nocraBku: KOHEYHOT0 MoJIyqyaTeJsi:

Ne 3aka3za Ha moKynky 4700114275 Kon-Bo: 15,912.000
KOHEYHOr 0 MoJryJaTeJis: EanHunubr: LT.

| JonosiHuTe1bHAs JIOTHCTHYECKast HHpopManusi:

| Memnepxkep 10 JJOrHCTHKE: Laurence SCHMID Mara: 24-05-2019




' BoinymeHno:
( ) N O V A RT l S «HoBaprtuc ®apmacstotuka C.A.»
®apmacbioTrkan OnepaiinH3
Ponpa Cta. Mapa 158
08210 bapbepa nen Bannec
JInueH3ust Ha U3roToBJeHue Ne
1520-E
Ceptudpuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200235052

Mpoaykr: SKCDOPXK, TABJIETKH, [TOKPBITBIE INIEHOYHOU OBOJIOUKOH, 5/80
MI Ne28 - RU

Jo3upoBKa / aKTUBHOCTD: AMJIOIWUIIMHA BECUJIAT 5 MI'
BAJICAPTAH 80 MI'

JlekapcTBeHHas popma: TabJEeTKH, OKPBIThIE TNIEHOYHON 000104KOi

Tun ynakoBKu: onuctep

Pa3mep ynakoBKH: 2 x 14 wryx

CrtpaHa Ha3HA4YeHUsI: Poccuiickas @enepauus

I'nobanbublii MaTepuan Ne: 710482 Cepus Ne: BJWe68

JaTta u3roroBJieHuUst 05-04-2019

JlaTta BpInmycka: 23-05-2019

Cpok rogHocTu: 31-03-2022

KoanyecTBo eqnuun 15912.000 wrtyk

NpoayKTa:

JlaHHbIe TecTOB, TpeOOBaHMS, Pe3yIbTaThl M 3aKIIOUEHNUS PUBEAEHBI B CIIEAYIOIEM cepTuduKare/cepTudukarax:

Cepruduxar Ne: ES100100279959

Mpoaykr: DKCDOPXK, TABJIETKU, [TIOKPBITHIE INTEHOYHOM OBOJIOUKOH, 5/80
MI" Ne28 - RU

Is106anbHbII MaTepuaa Ne 710482 Cepusi Ne: BJwWe68

JlokanbHblii MaTepuan Ne 710482

JlaTta BpInmycka: 23-05-2019

IIpousBoauTeb: «HoBaptuc @apmacetotrika C.A.»

®apmacbroTikas OnepaiiH3
Ponpa Cta. Mapa 158

08210 bapbepa nen Bannec
JInueH3usi Ha M3roTOBJICHHE: 1520-E
Cepruduxat Ne: ES100100276258
Mpoaykr: DKCDOPXK, TABJIETKU, [TOKPBITHIE INTEHOYHOM OBOJIOUKOH, 5/80
MI' COMP LAC-EC
Is106anbHbII MaTepuaa Ne 855046 Cepust Ne: B5326
JlokaabHbIil MaTepuas Ne 855046
JlaTta BpiInmycka: 02-05-2019
IIpousBoauTeb: «HoBaptuc @apmacstotrika C.A.»

®apmacbroTrkas OnepaiiH3

Ponpa Cta. Mapa 158

08210 bapbepa nen Bannec
JInueH3usi Ha M3roTOBJICHHE: 1520-E
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' BoinymeHno:
( ) N O V A RT l S «HosapTuc ®apmacstotrka C.A.»
®apmacbioTrkan OnepaiinH3
Ponpa Cta. Mapa 158
08210 bapbepa nen Banec
JInueH3ust Ha U3roToBJeHue Ne
1520-E
Ceptudpuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200235052

poaykr: DKCDOPXK, TABJIETKU, [TIOKPBITHIE INIEHOYHOM OBOJIOUKOH, 5/80
MI" Ne28-RU

InobanbHblii MaTepuan Ne: 710482 Cepus Ne BJwe68

3aknoueHue:

Hacrosmum ynocToBepsto, 4To faHHast nHpopMauus moyIMHHA 1 BEpHa.

JlaHHas cepus co3aHa/ MPOU3BEJEeHA, BKIIIOUas yIaKOBKY U KOHTPOJIb, HA BILIEYOMSHYTOM MECTE NPOU3BOJCTBA
B COOTBETCTBHH ¢ npaBuiaMu GMP JokanbHOTO peryJisToOpHOTO OpraHa U crienrdukanieil perucTpaiioHHOTO
YAOCTOBEPEHHS UMITOPTHUPYIOILEH CTPaHBI.

HapaboTka, ynakoBka U aHaJlu3 CEpUH COOTBETCTBYIOT TpeboBaHusM GMP.

OTBeTCTBEHHOE JINLIO: Francisco Javier GONZALEZ PASCUAL
Jarta u Bpemsi: 23-05-2019 13:24:21

JIuuo, BblaaBLiee cepruUKAT: Francisco Javier GONZALEZ PASCUAL
JomKHoCTh: CoTpyaHUK OTA€ea KayecTBa

JlaTta u Bpems: 23-05-2019 13:24:21
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) NOVARTIS

IIpousBeneHo:

«HoBaptuc ®apmacbtotuka C.A.»
®apmacbroTukain OnepaiuiH3
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100279959

IIpoaykr: SKCPOPXK, TABJIETKU, [TOKPBITBIE ITNIEHOYHOM OBOJIOUKOMH, 5/80 MI
Ne28-RU

I'o6anbHbIi MaTepnas Ne: 710482 Cepus Ne: BJwe68

JlaTa U3roTtoBieHus: 05-04-2019 IMpoTokon ananuza No: 4130110568

Cpok roaHocTu: 31-03-2022

HopmaTuBHas DP_6001523_A_R_2

JOKYMEHTalHus:

TecTnl TpeGoBaHusi PesyabTaThl

IlepBuuHas ynakoBka COOTBETCTBYET CTAHAPTY CPABHEHUS CooTBeTCTBYET

BropuuHas ynakoBka CoOOTBETCTBYET CTAHIAPTY CPABHEHUS CoOTBETCTBYET

HHCTpyKUMs 0 NPUMEHEHUIO COOTBETCTBYET CTAHAPTY CPABHEHUS CooTBeTCTBYET

Howmep cepun CoOoTBETCTBYET NEPBUYHON/KOHEUHOM CooTBeTCTBYET
YIIAKOBKE

CpoK rogHoCTH 35 mecsiueB CooTBEeTCTBYET

IlpousBoacTBeHHas narta CoOoTBETCTBYE HA NEPBUYHOI/BTOPUUHOM CooTBeTcTBYET
YIaKOBKax

3akioueHue:

Cepusi cOOTBETCTBYET crienin(uKalii HOPMAaTHBHOM TOKyMeHTaunu. HacTosmum ynocToBepsito, 4To JaHHas
vH(popManys noIMHHA 1 BepHa. HapaboTka, yrakoBKa 1 aHaJIu3 CEpUH COOTBETCTBYIOT TpeboBaHusiMm GMP.

OTBeTCTBEHHOE JINLIO: Ana Isabel ABAD OVEJAS
Jarta u Bpemsi: 23-05-2019 09:29:35
Jluuo, BblaaBLiee cepruuKaT: Francisco Javier GONZALEZ PASCUAL
JomKkHoCTh: CoTpyaHUK OTA€ea KayecTBa
JlaTta u Bpems: 23-05-2019 13:24:24
Crpannna 4 / 8

2 G~



) NOVARTIS

IIpousBeneHo:

«HoBaptuc ®@apmacerotuka C.A.»
®apmacbroTukain OnepaiuiH3
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100276258

[ponykr: SKCPOPXK, TABJIETKU, [TOKPBITBIE ITNIEHOYHOM OBOJIOUKOMH, 5/80 MI
COMP LAC-EC
I'nodanbHblii MaTepuan Ne: 855046 Cepus No: B5326
JlaTa H3roToB/IEHHUSI: 05-04-2019 IIpoToko.1 anaiu3a Ne: 4130109871
HopmaTuBHas DP_6001523_A_R_2
JOKYMEHTAILUs:
TecTbl TpebGoBaHusi PesyabTaThl
OnucaHue: ¢popma Kpyrabie co ckoweHHbiMu Kpasimu COOTBETCTBYET
TabNeTKW,  MOKPbITbIE  IUICHOYHOI
00o0m0uKoit
OmnicaHue: KO TPpaBUPOBKA rpaBupoBka «NVR» Ha ogHOit cTopoHe COOTBETCTBYET
u «NV» Ha Ipyroi ctopoHe
OmnmcaHue: BET TEMHO-)KEJTHIH CooTBeTCTBYET
CpenHsisi Mmacca 166 — 184 mr 176 mr
IomnmmaHOCTE MeToioM TCX: Bancapran CooTBeTCTBYET CTaHIapTy cpaBHeHNss  COOTBETCTBYET
[ognmuaHOCTE MeTooM TCX: AMioaumnuH CooTBeTCTBYET CTaHIapTy cpaBHeHNss  COOTBETCTBYET
[NomgnmuaHOCTE MeTooM BDOXKX: Bancapran CooTBeTCTBYET CTaHIapTy cpaBHeHNss  COOTBETCTBYET

ITognuaHocTh MeTogoM BOXXX: AMinoaunun CooTBeTCTBYET CTaHIAPTY cpaBHeHUss  COOTBETCTBYET
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) NOVARTIS

IIpousBeneHo:

«HoBaptuc ®apmacbtotuka C.A.»
®apmacbroTukain OnepaiuiH3
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100276258

Hponykr: DKCDOPXK, TABJIETKU, [TIOKPBITHIE INIEHOYHOM OBOJIOUKOH, 5/80 MI'
COMP LAC-EC

I'nodanbHblii MaTepuan Ne: 855046 Cepus Ne: B5326

TecTnl TpeGoBaHusi PesyabTaTsl

IToctoponnue npumecu Amnoaunusa: [Ipumecs D He 6onee 0.5% <0.1%

TTocTopoHHME MPUMECH €AMHUYHOM He 6onee 0.2 % <0,1%

HenaeHTU(GULMPOBAaHHON pUMecu

CymMma npumeceii He 6onee 2.0 % <0.1%

KonuuectBennoe onpenenenue merogom BOXKX: 95.0-105.0 % 101.1%

Bancaprasn,

KonuuecteHHoe onpenenenne metogom BOXX: 95.0-105.0 % 102.1%

AMII0IUNUH

OpnHoponHoCTb no3upoBanus: N= 10 unu 30 He menee 10 10

OnHoponHOCTh J03MpoBaHusi BancapraHa: cpeaHee - 100.6%

3HAYCHUE

OIHOPOIHOCTb JO3UPOBAHUS: MUHUMYM - 97.7%
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IIpousBeneHo:

«HoBaptuc ®apmacbtotuka C.A.»
®apmacbroTukain OnepaiuiH3
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100276258

Hponykr: SKCPOPXK, TABJIETKU, [TOKPBITBIE ITNIEHOYHOM OBOJIOUKOMH, 5/80 MI
COMP LAC-EC

I'nodanbHblii MaTepuan Ne: 855046 Cepus Ne: B5326
TecTnl TpeGoBaHust Pe3ynabTaThl
OIHOPOIHOCTb JO3UPOBAHUS: MAKCUMYM - 104.3%
CranpaptHoe oTkinoHeHue (CU) -
OOHOPOIHOCTb IO3UPOBAHUS: ITPUEMJIEMAs He 60nee 15,0 4.4
BEJIMUMHA
OnHOPOIHOCTH A03upoBaHus BasicapraHa: CootBerctByeT TpeboBaHusmM EBp. CooTBeTCTBYET
KOHEYHOE 3aK/II0YeHUE d., ©. CIIA u sn. d.
OpnHoponHoCTb no3upoBanus: N= 10 unu 30 He menee 10 10
OIHOPOIHOCTD JO3UPOBaHUs amMJIoguNuHa: - 100.9%
cpelnHee 3HauUeHue
OIHOPOIHOCTb JO3UPOBAHUSA: MUHUMYM - 97.9%
OIHOPOIHOCTb JO3UPOBAHUS: MAKCUMYM - 104.5%
CranpaptHoe oTkioHeHue (CU) -
OIHOPOIHOCTb 1O3UPOBAHUs: MpUeMJiemMas He 6omee 15,0 4.4
BeITMYMHA
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IIpousBeneHo:

«HoBaptuc ®apmacbtotuka C.A.»
®apmacbroTukain OnepaiuiH3
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100276258

Ipoaykr: DKCDOPXK, TABJIETKU, [TIOKPBITHIE INIEHOYHOM OBOJIOUKOH, 5/80 MI'
COMP LAC-EC

I'nodanbHblii MaTepuan Ne: 855046 Cepus Ne: B5326

TecTnl TpeGoBaHust PesyabTaTsl

OpnHopoaHOCTb no3upoBanust amnogunuHa:  CooTBeTcTBYeT T TpeboBaHusM EBp. @., CooTBeTcTBYET

KOHEYHOE 3aKJTHOYCHUEC

®. CIA u Sn. @.

PactBopenue: N=6 unu 12 He menee 6 6

PactBopenue BancapraHna (cpeaHee He menee 75% 100 %
3HaveHue) yepes 30 MUHYT

PactBopenue: MUHUMYM - 98%
PactBopeHnue: Makcumym - 103 %
PactBopenue Bancaptana: KoHeuHOE CootetctBre TpeGoBaHusM . CLLIA CooTBeTCTBYET
3aKIIoYeHNE

PactBopenue: N=6 unu 12 He menee 6 6

PacTBopenue amioqumniHa (cpenHee He menee 75% 100%
3HavyeHue) yepe3 30 MUHYT

PactBopenue: MUHUMYM - 98%
PactBOpeHue: MakcuMym - 103%
PacTBOpeHMre aMnoaunuHa: KOHEYHOE CootetctBre TpeboBaHusM . CLLIA CooTBeTCTBYET
3aKII0YeHHE

3akouenue:

Cepusi cOOTBETCTBYET crieluuKaliy HOPMATUBHOM foKyMeHTaluu. HacTosum y10CcToBepsito, YTO JaHHast
uH(popMalus noaMHHa U BepHa. HapaboTka u aHanu3 cepuu MpoBEepeHbl U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTCTBEHHOE JINLIO0:
Jarta u Bpemsi:

Noelia PALLARES CAPSIR
24-04-2019 12:31:45

JIuuo, BblaaBluee cepTuhuKaT: Francisco Javier GONZALEZ PASCUAL

JomKkHOCTD:
Jarta u Bpemsi:
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