JNEKJIAPAIIUA O COOTBETCTBUUA

JEKJAPAHT, IPHHUMAFOIIHAA JTEKJIAPALIMIO O COOTBETCTBHH

000 "Hosapmuc Papma"

Ceedenus o pecucmpayuu opaanusayuu: Meoicpationnas uncnexyus Pedepanvroi Hano2oeou cayicovt Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Aodpec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 9. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepanvrotii oupexmop Koneposa H.A.

Josepennoe nuyo: Tiopun A. B., doeepennocme 6/u om 03.12.18

3ASIBJSIET, UTO

nexapemeentoe cpedcmeo. OKegopaic, mabremxu NOKpvimble NAEHOYHOU 00on0Y4KoU 5 M2+160 m2 14 wm.,
YNaKoeKu AueliKoevie KOHmypHuie (2), nauku kapmonnsie, pez Ne JICP-002605/07 om 07.09.2007 (0ama sameno
PY 13.10.20162) évioano Hosapmuc @apva Al Illsetiyapus, cepus BHV73, napmusa 12093 ynaxosok, 200en
0o 31.12.2021, npouseodcmea Hosapmuc ®apmacviomuxa 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 B3]
3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, uneouic Ne 2001425661 om 03.04.2019

COOTBETCTBYET TPEBOBAHUWAM

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

JEKJIAPALIUSA IIPUHSITA HA OCHOBAHHHA

npomoxon ucnvrmanuit Ne 19-002438 om 19.04.2019 OO0 "HLJIC "Buomexwnonozus", ammecmam
axkpeoumayuu RA.RU.21DM04, Cepmugpuxam POCC ES.@M11.C83823 om 19.04.2019

Tiopun A. B.
®.1.0

NnoAarnuch

CBEJEHMHSA O PETUCTPALIINA

OPTAH IIO CEPTU®HUKALIUH, SAPETHCTPHPOBABIINI NEKJIAPAIIUIO
RA.RU.11®MI11 OPTAH I10 CEPTH®HKALIUH ITPOIYKLHH OFLJECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-viii Basosckuil
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-as Meimuwunckas, 0. 23, mex.

(495) 783-19-08

nEKJIAPAuH;[ 0 COOTBETCTBHM 3APETHCTPUPOBAHA N2 POCC RU JJ-ES.®@M11.4.21574/19
EHCTPALUAH 19.04.2019

JMHMZ
-~ Spowenxo M.A.

TMOATKCH Pykosonurens OC




) NOVARTIS

Otxen noructuku r. baszens
JlmxTmrpacce 35
4056, r. bazesns, lllseiiuapus

JIOTUCTUYECKASA

COINIPOBOJIUTEJIbHAS 3AITUCKA Ne CH010400789665
K cepTH(HKATY cepuu

Mpoaykr: SKCPOPXK, TABJIETKH, TTOKPBITBIE ITJIEHOYHOW OBOJIOUYKOM, 5/160 MI*
DUP 2X14 RU

Toprosoe HazBanme:  DKCOOPXK, TABJIETKU, TTIOKPBITBIE IIJIEHOYHON OBOJIOUKOM, 5/160 MI'
DUP 2X14 RU

I'no6anbHbIi OLleHHBaeMBblii 710485 Cepus Neo: BHV73

MaTtepuaia Ne:

I'no6anbHbBII HEOLICHHBAEMBbIIH Cepruduxar cepuu Ne:  ES100200229198

MaTtepuaia Ne:

3akazunk No: RU0300

3aka3zumk: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas denepauus
JdoctaBka Ha Noe: RU0300 Kon cTpanbr: RU
JlocTaBKa CTOpOHe: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

IKNopT (papMaLieBTHUYECKOI MPOAYKLIMH

Hcxonasammii Homep 5001771970. 10 Ne 3akasza-Hapsiga 1001426333
dapm. nocraBkmu: KOHEYHOI' 0 MOJTyYaTe s :

Ne 3akaza Ha MOKYNIKY 4700111897 Kou-Bo: 12,093.000
KOHEYHOT' 0 MO/TyYaTe s : Eaununbi: IT.

| IIOHOJIHI/ITCJILHQH JIOTUCTHYCCKASA I/IH(l)OpMaHI/IH:

| MeHemKep 10 JIOTHCTHKe: Laurence SCHMID HMara: 18.03.2019
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' Boinymeno:
( ) N O V A R T | S «Hosapruc ®apmacstorika C.A.»
®apmacerotukait OnepsiiH3
Ponpa Cra. Mapa 158
08210 bap6epa nen Bannec
Jlunen3usi Ha H3roroBeHne Ne
1520-E
Ceprudpukar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200229198

MIpoayxkr: DKCOOPXK, TABJIETKH, [TOKPBITBIE [IJIEHOYHON OBOJIOUKOMH, 5/160
MI" Ne28 - RU

J031poBKa / AKTUBHOCTH: AMIJIOJUITMHA BECUJIAT 5 MI'
BAJICAPTAH 160 MI'

JlekapcTBeHHast popma: TAOJICTKH, TIOKPBITHIC INICHOYHOH 000JIOUKOM
Tun ynakoBku: 6mucrep

Pasmep ynakoBku: 2 x 14 wtyk

PYy: JICP-002605/07

CTpaHa Ha3HAYeHUS: Poccuiickas ®enepauus

I'nodanbHblil MaTepuaa Ne: 710485 Cepus No: BHV73
JlaTa H3roToBJIeHHUS 23.01.2019

JlaTa BbIITyCKa: 13.03.2019

Cpox roaHocTH: 31.12.2021

KounnuecTBo equnmIL 12093.000 mTyx

MPOAYKTA:

JlaHHbIE TECTOB, TPeOOBaHUs, PE3YJIbTATHI M 3AKITIOUECHHS TIPUBEACHEI B CJISIYIOIIEM cepTuduKare/cepTudukarax:

Cepruduxar Ne: ES100100270435

IpoxykT: DKCOOPXK, TABJIETKH, TIOKPBITHIE TJIEHOYHOM OBOJIOUYKOM,
5/160MI" Ne28 - RU

I'no6anbHBIH MaTepua Ne 710485 Cepus Ne: BHV73

JlokaabHbliit MaTepuaa Ne 710485

JlaTa BbIITycKa: 13.03.2019

IIpoussoanTenn: «HoBaptuc ®apmacerotka C.A.»

@apmacbroTkan Onepaiuiz3
Ponpa Cta. Mapa 158

08210 bapOepa nen Bannec
JInneH3usi Ha U3rOTOBJICHHE: 1520-E
Cepruduxar Ne: ES100100270435
Ipoaykr: DKCOOPXK, TABJIETKH, TIOKPBITBIE IJIEHOYHOMW OBOJIOUKOM, 5/160
MI" COMP LAC-EC
I'no6anbHBIH MaTepua Ne 856682 Cepus Ne: B6741
JlokaabHbBIH MaTepua Ne 856682
JaTta BblImycka: 18.02.2019
IIpousBoanTenn: «Hosaptuc ®apmacetotiika C.A.»

@apmacbroTKan Onepaiuiz3

Ponpa Cta. Mapa 158

08210 bapOepa nen Bannec
JIMueH3Hsi HA U3rOTOBJIEHHE: 1520-E

Crpanuma 2 / 9
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



' Boinymeno:
( ) N O V A R T I S «HoBaptuc ®apmaceiotka C.A.»
®apmacerotukait OnepsiiH3
Ponpa Cra. Mapa 158
08210 bapbepa nen Bamnec
Jlunen3usi Ha H3roroBeHne Ne
1520-E
Ceprudpukar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200229198

Mpoayxr: BKCOOPXK, TABJIETKH, TIOKPHITHIE TNIEHOYHOM OBOJIOUKOM, 5/160
MI" Ne28-RU

I'no6anbHblil MaTepuaa Ne: 710485 Cepus Ne BHV73

3akmoueHue:

Hacrosumm yaocToBepsto, 4To faHHas HH(pOpManus MOITMHHA U BEpHA.

JlaHHas cepus co3naHa/ MPOU3BEJICHA, BKITIOYAs YIAKOBKY U KOHTPOITb, Ha BBHILIEYIIOMSIHYTOM MECTE MPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMud GMP JIOKaJIbHOTO PEryJISTOPHOTO OPraHa U crielu(prKauieil perucTpaluuoHHOTo
YAOCTOBEPEHHS UMIIOPTHPYIOILEH CTPAHBL.

HapaboTka, ynakoBKa M aHAJIM3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTcTBEeHHOE JTHLIO: Laura CAMBRA AUSED

JlaTa u Bpemsi: 13-03-2019 16:34:09

JInuo, BblaaBIIEe CePTHPUKAT: Laura CAMBRA AUSED

Jl0T:KHOCTB: CoTpyaHHK OTHeNa Ka4ecTBa

JlaTa u Bpemsi: 13-03-2019 16:34:09
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec
Hcenanns

CEPTUO®UKAT AHAJIN3A
Ne ES100100270435

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBITHIE INIEHOYHOU OBOJIOUKOM, 5/160 MI'
Ne28-RU

I'no6anbHBIH MaTepuas Ne: 710485 Cepust Ne: BHV73

JlaTa U3roToBJIeHHS: 23.01.2019 IMpoToxoa anaauza Ne: 4130107955

Cpox roaHocTH: 31.12.2021

HopmaTtusHasi DP_6001522_A_R_2

JOKYMeHTAIus:

TecTsl TpeGoBaHus PesyabTaThl

ITepBuuHas ynakoBka COOTBETCTBYET CTaHAAPTY CPaBHEHUS CoOTBETCTBYET

Bropuunas ynakoBka COOTBETCTBYET CTaHAAPTy CPABHEHUS CooTBETCTBYET

HHCcTpyKUMs O TPUMEHEHHIO COOTBETCTBYET CTaHAAPTy CPABHEHUS CooTBETCTBYET

Howmep cepun COOTBETCTBYET MEPBUUHOI/KOHEUHOU COOTBETCTBYET
yMaKOBKe

CpOoK TOAHOCTH 35 Mec1eB COOTBETCTBYET

TIpousBoncreeHHas nara CoOTBETCTBUE HA MEPBUYHON/BTOPUUHON CooTBeTCTBYET
YHaKoBKax

3akioueHue:

Cepus COOTBETCTBYET clielU(UKaIliK HOPMAaTUBHOM JOKyMeHTaluy. HacTosmuM yoocToBepsto, 4TO JaHHas
uH(pOpMaL TI0UIMHHA U BepHa. HapaboTka, ynakoBKa M aHAJIM3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JIHLIO: Olga DUARTE PERTEIRA

Jata u Bpemsi: 05-03-2019 08:13:57

JInno, BelgaBmee cepTuuKaT: Olga DUARTE PERTEIRA

Jl0T2KHOCTB: CoTpyIHUK OTAENA KAUeCTBA

JaTa u Bpems: 05-03-2019 08:13:57
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec
Hcenanns

CEPTUO®UKAT AHAJIN3A
Ne ES100100266794

Mpoaykr:

I'no6anbHbI MaTepuaa Ne:

Z[aTa H3roToBJICHUSA:

SKCPOPXK, TABJIETKH, TTOKPBITBIE ITJIEHOYHOW OBOJIOUYKOM, 5/160 MI*
COMP LAC-EC

856682 Cepus No: B6741
23.01.2019 Iporokos anaamu3a Ne: 4130106172

HopmaTtusHasi DP_6001522_A_R_2
JOKYMeHTAIs:
TecThI TpeGoBanus Pe3yabTaThl

Ommcanue: popma

Onucanue: ko1 rpaBUPOBKU

OBaIbHBIE CO CKOIIEHHBIMH KpasMu COOTBETCTBYET
TaOJeTKY,  MOKPBITbIC  IJIEHOYHOH

000J104KOIi

rpaBupoBka «NVR» Ha onHOI cTropoHe COOTBETCTBYET
u «<ECE» Ha apyroii cropoHe

Onucanue: UBeT TEMHO-JKEJITBIA CooTBeTCTBYET
Cpennss Mmacca 324 - 358 mT 339 Mr

TTonnuaHOCTE MeTomoM TCX: Bancapran COOTBETCTBYET CTaHAAPTY CpaBHEHU  COOTBETCTBYET
TTognuaHOCTE MeTomOoM TCX: AMIOAUIHH COOTBETCTBYET CTaHAAPTY CpaBHEHUA  COOTBETCTBYET
TTopnuaHOCTE MeTomoM BOXX: Bancapran COOTBETCTBYET CTaHAAPTY CpaBHEHUs  COOTBETCTBYET

TTopnuaHOCTE MeTomoM BOXX: AMmomunue ~ COOTBETCTBYET CTaHAAPTY CpaBHEHU  COOTBETCTBYET
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100266794

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBITHIE INIEHOYHOU OBOJIOUKOM, 5/160 MI'
COMP LAC-EC

I'no6anbHbIE MaTepuan Ne: 856682 Cepust Ne: B6741

TecTbI TpeGoBanus PesyabTaThl

[TocToponnue npumecn Amnoaunusa: [Ipumecs D He 6omee 0,5% <0.1%

INocTopoHHME NpUMECU €AUHUYHOMN He 6onee 0,2 % <0,1%

HeMJEHTU(UIMPOBAHHOM pUMeECH

Cymma npumeceii He 6onee 2,0 % <0.1%

KomuuectenHoe onpenenenne MmerogoM BOXKX: 95,0 -105,0 % 97.2%

Basncapran,

KomuuectenHoe onpenenenne MmerogoM BOXKX: 95,0 -105,0 % 98.9%

AM0AUNNH

OpHopoaHocTh Ao3upoBanua: N= 10 wiu 30 10-30 10

OnHOpPOOHOCTE J03WpPOBaHWS BancaprtaHa: cpenHee - 99.1%

3Ha4YEeHHE

O,I[HO])O,I[HOCTB JO3UPOBAaHUA: MUHUMYM -

97.6%
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100266794

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBITHIE INIEHOYHOU OBOJIOUKOM, 5/160 MI'
COMP LAC-EC

I'no6anbHbIE MaTepuan Ne: 856682 Cepust Ne: B6741
TecTbI TpeGoBaHus PesyabTaThl
OmHOPOTHOCTH JO3UPOBAHMA: MAKCHMYM - 100.5%
OOHOPOIHOCTE AO3UPOBAHUSA: TIpHEMITEMast He 6onee 15,0 2.9
BEJIMYMHA
OnHOpOIHOCTE A03UpoBaHus Bancaprana: CooterctByer TpeboBaHusaM EBp. CooTBETCTByeT
KOHEUYHOE 3aKJIIOYEHUE ©., ©. CUIA u Sn. ©.
OpHopoaHocTh Ao3upoBanua: N= 10 wiu 30 10-30 10
OOHOPONHOCTb  JO3UPOBAaHUS  AMJIOAUNMUHA: - 99.4%
cpenHee 3HaUEHHe
OOHOPOIHOCTE AO3UPOBAHUSA: MUHUMYM - 97.8%
OnHOPOIHOCTb 1O3UPOBAHUS: MAKCUMYM - 101.0 %
OnHOPOTHOCTb JO3UPOBAHUA: NTpUeMIIeMas He 6onee 15,0 3.0
BEJIUUUHA
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec
Hcenanns

CEPTUO®UKAT AHAJIN3A
Ne ES100100266794

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBITHIE INIEHOYHOU OBOJIOUKOM, 5/160 MI'
COMP LAC-EC

I'no6anbHbIE MaTepuan Ne: 856682 Cepust Ne: B6741
TecTbI TpeGoBaHus PesyabTaThl
OnIHOPOIHOCTE 103UpOBaHus amioaunHa:  CooTBeTcTBYeT I TpeGoBanusaM EBp. @., CooTBeTcTBYeET
KOHEUYHOE 3aKIIOYEHUE ©. CLIA u An. .
PactBopenue: N=6 wmm 12 6-12 6
PactBopenue Bancaprana (cpenHee He menee 75% 100 %
3HaueHue) yepe3 30 MUHYT
PacTtBOpeHue: MUHUMYM - 99%
PacTtBOpeHue: MakcCUMyM - 101 %
PactBopenune Bancaprana: koHedHOe CootserctBue Tpedopanusam ©. CIIIA COOTBETCTBYET
3aKJIIOUCHUE
PactBOpenne AmnoaunuvHa (cpeHee He menee 75% 98 %
3HaueHue) uepe3 30 MUHYT
PactBOpenue: MUHUMYM - 97%
PacTtBOpeHue: MakCUMyM - 100 %
PacTBOpeHne AMJIOAMNIMHA: KOHEYHOE CootsercrBue TpedoBanusim ©. CLLIA CooTBeTcTBYyET
3aKITI0YECHHUE
Obuiee uncio adpoOHbIX MuKpoopraiusmoB  He 6onee 2000 KOE/r Menee 100 KOE/r
Oo11ee 9HCIO TPOKIKEBBIX U TIJIECHEBBIX He 6onee 200 KOE/r Menee 10 KOE/r
rpudoB
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



{) NOVARTIS

IlponsBeneno:

«Hosaptuc @apmacstotuka C.A.»
®dapmacerotukait Onepsiina3
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec
Hcenanns

CEPTUO®UKAT AHAJIN3A
Ne ES100100266794

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBITHIE INIEHOYHOU OBOJIOUKOM, 5/160 MI'
COMP LAC-EC

I'no6anbHbIE MaTepuan Ne: 856682 Cepust Ne: B6741

TecTbI TpeGoBaHus PesyabTaThl

Escherichia coli OtcytcTByeTB 1 T COOTBETCTBYET

3akJ0yeHue:

Cepust COOTBETCTBYET CrieU()MKALMK HOPMATUBHOM JOKYMEeHTaUWK. HacTosUMM yA0CTOBEPSIO, YTO AaHHAS
uH(popMalisg NoATMHHA U BepHa. HapaOboTka 1 aHaNu3 cepyuy MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTCTBEHHOE JTULIO: Noelia PALLARES CAPSIR
JlaTta u Bpemsi: 11-02-2019 13:55:01
Jluno, BblaaBIIee cepTHGUKAT: Francisco Javier GONZALEZ PASCUAL
JO/ZKHOCTD: PykoBonutens komanasl OK u KK
Jata u Bpemsi: 18-02-2019 15:05:12
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



