JAEKJIAPAIIUSA O COOTBETCTBHUA

JAEKJIAPAHT, MPHHUMAIOII UM JEKJAPAIIMIO O COOTBETCTBUH

000 "Hoeapmuc @apma"

Ceedenus o pezucmpayuu opeanuzayuu: Medicpaiionnas uncnexyus @edepanvnou Hano2060u cayocovt Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, dama npucecenua OI'PH 27.12.2006.

Adpec: 1253135, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 72, xopnyc 3.Tenegon: 8(495)967-12-70.

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

Jlosepennoe nuyo: Tiopun A. B., dosepennocme 6/n om 03.12.18

3ASBJISIET, UTO

nexapcmeenHoe cpedcmeo: Ixkcgopaic, madremxu noKpeimvle nieHouHou obonrourou 10 me+160 me 14 wm.,
YRaKoeKu Avelikogyie KoHmypHvle (2), nauxu kapmonnwie, pez Ne JICP-002605/07 om 07.09.2007 (0ama samenot
PV 13.10.20162) evidano Hoeapmuc @apma AI, Lleeiiyapus, cepus BJR38, napmusa 19790 ynaxoéox, zoden do
28.02.2022, npouseoocmea Hosapmuc @apmacviomuxa C.A., Henanua, 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, uneoiic Ne 2001437420 om 15.05.2019

COOTBETCTBYET TPEGOBAHHUSIM

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

JEKJAPALTAS TIPUHATA HA OCHOBAHHH

npomoxon ucnoimanuti Ne 19-003345 om 21.05.2019 OO0 "HLJJIC "Buomexnonozus", ammecmam
axxpeoumayuu RA.RU.21 ®M04, Cepmugpuxam POCC ES.®MI11.C85011 om 21.05.2019

22.05.2019
JO 28.02.2022
M/ Tiopun A. B.
MOAMUCH O.U.0

CBEJIEHUS O PETUCTPAIINA

OPIAH ITO CEPTH®MKALIUU, 3APETHCTPUPOBABININNA JEKJIAPALTAIO

RA.RU.11®MI1 OPTAH ITO CEPTH®HKALIHH ITPONYKLHH OFLJECTBO C OI'PAHUYEHHOH
OTBETCTBEHHOCTAIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-viii Basosckuii
npoesd, 0. 5, cmp. 1, adpec opeana no cepmucpuxayuu. 129626, 2. Mockea, 1-as Mermuwunckas, 0. 25, mex.
(495) 783-19-08

AEKJAPATIMST O COOTBETCTBUH 3APETUCTPUPOBAHA Ne POCC RU /I-ES.®M11.A4.24412/19

PAIIUMH 22.05.2019
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) NOVARTIS

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

JIOTUCTUYECKASA

COINIPOBOJIUTEJIbHAS 3AITUCKA Ne CH010400799745
K cepTH(HKATY cepuu

Ipoaykr: DKCOOPXK, TABJIETKH, TIOKPBIThIE IJIEHOYHOM OBOJIOUKOU, 10/160 MI
DUP 2X14 RU

Toprosoe HazBanme: DKCOOPXK, TABJIETKHU, TTOKPBITBIE TJIEHOUHOM OBOJIOUKOM, 10/160 MI*
DUP 2X14 RU

I'no6anbHbIi OLleHHBaeMBblii 710489 Cepus Neo: BJR38

MaTtepuaia Ne:

I'no6anbHBIH HeOLIGHMBAaEMbIii Ceptuduxar cepuu Ne:  ES100200233413

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 5001789421.10 Ne 3akasza-Hapsiga 1001451824
dapm. nocraBkmu: KOHEYHOI' 0 MOJTyYaTe s :

Ne 3akaza Ha MOKYNIKY 4700113696 Kou-Bo: 19,790.000
KOHEYHOT' 0 MO/TyYaTe s : EayHunbI: IT.

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

| MeHemKep 10 JIOTHCTHKe: Laurence SCHMID Hara: 09-05-2019
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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 ES100200233413

IpoxykT: DKCOOPXK, TABJIETKH, TTIOKPBIThIE TJIEHOUHOU OBOJIOUKOU,
10/160 MI" Ne28 - RU

J031poBKa / AKTUBHOCTH: AMJIOJJUITMHA BECUJIAT 10 MI
BAJICAPTAH 160 MI'

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

Pasmep ynakoBku: 2 x 14 wtyk

Py JICP-002605/07

CTpaHa Ha3HAYeHUS: Poccuiickas ®enepauus

I'no6anbHbIi MaTepuan Ne: 710489 Cepus Ne: BJR38
JlaTa H3roToBJIeHHUS 18-03-2019

JaTta Bbllmycka: 07-05-2019

CpoOK roaHocTH: 28-02-2022

KounnuecTBo equnmit 19790.000 mwTyx

MPOAYKTA:

JlaHHbIE TECTOB, TPeOOBaHUs, PE3YJIbTATHI M 3AKITIOUESHHS TIPUBEACHEI B CJISIYIOIIEM cepTuduKare/cepTudukaTax:

CepTuduxar Ne: ES100100277005

IpoxykT: DKCOOPXK, TABJIETKH, TIOKPBITHIE TJIEHOYHOM OBOJIOUYKOM,
10/160MI" Ne28 - RU

I'no6anbHBIH MaTepua Ne 710489 Cepus Ne: BJR38

JlokaabHbliit MaTepuaa Ne 710489

Jata BblITycKa: 07-05-2019

IIpoussoanTenn: «HoBaptuc ®apmacerotka C.A.»

@apmacbroTkan Onepaiuiz3
Ponpa Cta. Mapa 158

08210 bapOepa nen Bannec
JInneH3usi Ha U3rOTOBJICHHE: 1520-E
Cepruduxar Ne: ES100100275033
IpoxykT: DKCOOPXK, TABJIETKH, TIOKPBITBIE TJIEHOYHOM OBOJIOUYKOM,
10/160 MI" COMP LAC-EC
I'no6anbHBIH MaTepua Ne 856680 Cepus Ne: B9170
JlokaabHbBIH MaTepua Ne 856680
JlaTa BbIITyCKa: 17-04-2019
pousBoanTtenn: «Hosapruc ®apmacerotuka C.A.»

@apmacbroTKan Onepaiuiz3

Ponpa Cta. Mapa 158

08210 bapOepa nen Bannec
JIMueH3Hsi HA U3rOTOBJIEHHE: 1520-E
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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 ES100200233413

Mpoayxr: BKCOOPXK, TABJETKH, TIOKPHITHIE TNIEHOYHOM OBOJIOUKOM, 10/160
MI" Ne28-RU

I'nobanbHblil MaTepuan Ne: 710489 Cepus Ne BJR38

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.

OTBeTCTBEHHOE JINLIO: Laura CAMBRA AUSED

JaTa u Bpems: 07-05-2019 15:25:34

Jluno, BelaaBIIee cepTH(RPUKAT: Laura CAMBRA AUSED

JIOJIZKHOCTD CoTpyIHUK OTAENa KauyecTBa

Jata u Bpemsi: 07-05-2019 15:25:34
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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 ES100100277005

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBIThIE IJIEHOYHOU OBOJIOUKOM, 10/160
MI" Ne28-RU
I'no6anbHBIH MaTepuas Ne: 710489 Cepust Ne: BJR38
JlaTta u3roToBJieHUS: 18.03.2019 IIporokos ananuza Ne: 4130109979
CpoOK roaHocTH: 28.02.2022
HopmaTtusHasi DP_6001267_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
IIpousBoncTeeHHas nara Co0TBETCTBUE NEPBUYHON/BTOPUUHOMN
YIaKOBOK CoOTBETCTBYET
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 JINLIO: Cristina JEX MOLINER

JaTa u Bpems: 07-05-2019 14:18:57

Jluno, BelaaBIIee cepTH(RPUKAT: Laura CAMBRA AUSED

JLOJIZKHOCTD CoTpyIHUK OTAENa KauyecTBa

Jata u Bpemsi: 07-05-2019 15:25:38
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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

CEPTUO®UKAT AHAJIN3A
Ne ES100100275033

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBIThIE IJIEHOYHOU OBOJIOUKOM, 10/160
MI" COMP LAC-EC
I'no6anbHbI MaTepuai Ne: 856680 Cepus Ne: B9170
JlaTa U3roToBJIEHHS: 18.03.2019 MpoTokosa aHaamu3a Ne: 4130108140
HopmaTtusHasi DP_6001267_A_R_2
JOKYMeHTAIs:
TecThI TpeGoBanus Pe3yabTaThl
Omnucanue: popma OBajibHBIE CO CKOIICHHBIMH KpasiMu COOTBETCTBYET
TabJeTKX,  MOKPBITbIE  TUIEHOYHOM
000J104KOIi
Onucanue: ko1 rpaBUPOBKU rpaBupoBka «NVR» Ha onHOI cTropoHe COOTBETCTBYET
u «UIC» Ha gpyroii ctopoHe
OnucaHue: UBeT CBETJIO-KENThII CooTBeTCTBYET
CpenHsis Macca 330 - 364 mr 348 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.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IlponsBeneno:

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

08210 bap6epa nen Bannec

Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100275033

Mpoaykr: SKCDOPXK, TABJIETKU, [TOKPBITBIE [IJIEHOYHOW OBOJIOUKOMH, 10/160
MI" COMP LAC-EC

I'nobanbHbI MaTepuaa Ne: 856680 Cepust Ne: B9170

TecTbl TpeGoBaHus PesyabTaThl

INocToponnue npumecu: [Ipumecs D He 6onee 0,5% 0.1%

[NocTopoHHME NpUMECU €AUHUYHON He 6onee 0,2 % <0.1%

HeUIeHTH(HUITUPOBAHHON

[Toctoponnue npumecu: CymMma npumeceit He 6onee 2,0 % 0.1%

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

Basncapran,

KomuuecteHHoe onpenenenne MmerogoM BOXKX: 95,0-105,0 % 99.6%

AM0AUNNH

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

OnHOpPOHOCTH A03UpOBaHUs BancapraHa: cpenHee - 99.6%

3HaUYeHHNe

OnHOPOTHOCTb JO3UPOBAHUA: MUHUMYM - 96.9%
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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

CEPTUO®UKAT AHAJIN3A
Ne ES100100275033

yepe3 30 MuHyT

Mpoaykr: DKCOOPXK, TABJIETKH, TIOKPBIThIE IJIEHOYHOU OBOJIOUKOM, 10/160
MI" COMP LAC-EC

I'no6anbHbI MaTepuai Ne: 856680 Cepus Ne: B9170

TecTbI TpeGoBaHus PesyabTaThl

OIHOPOIHOCTE AO3UPOBAHUSA: MAKCUMYM - 102.8%

CraHaapTHOE OTKJIOHEHUE - 1.8

OnHOPOJTHOCTb JO3UPOBAHUA: NTpUeMIieMas He 6onee 15,0 4.2

BEJIMUUHA

OnHOPOIHOCTh 103UpOBaHus Bancaprana: CootsercTByer TpeOoBaHuAM EBp. CoOTBETCTBYET

KOHEYHOE 3aKII0UCHHE D., d. CIIIA u Sm. .

OnHoponHoCTh no3upoBanus: N= 10 wiu 30 10-30 10

OHOPOOHOCTH JIO3UPOBAHUS aMJIOJUIINHA: - 99.7%

cpenHee 3HaYEeHHe

OnHOPOTHOCTb JO3UPOBAHUSA: MUHUMYM - 96.7%

OmHOPOTHOCTH JO3UPOBAHMA: MAKCHMYM - 103.0%

CraHaapTHOE OTKJIOHEHUE - 1.9

OnHOPOTHOCTb JO3UPOBAHUA: NTpUeMIIeMas He 6onee 15,0 4.4

BEJIMUUHA

OnHOPOIHOCTb 103UPOBAHUS AMJIOAUIIMHA: CootserctByeT I TpeboBaHusM Esp. CooTBeTcTBYeT

KOHEYHOE 3aKII0UCHHE D., d. CIIIA u Sm. .

PactBopenue: N=6 unu 12 6-12 6

PactBopenune Bancaprana (cpeqHee 3HaUYEHHE) He menee 75% 101 %
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IlponsBeneno:

Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100275033

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

08210 bap6epa nen Bannec

Mpoaykr: BKCPOPXK, TABJIETKH, ITOKPBITBIE TJIEHOYHOMW OBOJIOUKOM, 10/160
MI" COMP LAC-EC

I'no6anbHbI MaTepuai Ne: 856680 Cepus Ne: B9170

TecTsl TpeGoBanus PesyabTaThl

PactBOpenue: MUHUMYM - 99%

PactBopenne: makcumym - 104 %

PactBopenune Bancaprana: koHeuHOE Cootsercraue TpedoBanusm ©. CILIA CooTBETCTBYET

3aKJTIOUEHUE

PactBopenue: N=6 uu 12 6-12 6

PacTBopenne AMiiogumiuHa (cpemHee He menee 75% 100 %

3HaueHue) yepe3 30 MUHyT

PacTBOpeHre: MUHUMYM - 98%

PacTtBOpeHue: MakcuMyMm - 104%

3akiiloueHue:

Cepust COOTBETCTBYET CrieqU()MKALMK HOPMATUBHOM JOKYMEeHTaUWK. HacTosLMM yA0CTOBEPSIO, YTO AaHHAS
uH(popMalisg NoATMHHA U BepHa. HapaOboTka 1 aHanu3 cepyuu MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTCTBEHHOE JIUIIO: Marta Jesus ABAD HERRERO
JaTa u Bpems: 29-03-2019 13:20:41
Jluno, BelaaBIIee cepTHRPUKAT: Francisco Javier GONZALEZ PASCUAL
JO/ZKHOCTD: PykoBonutens komanasl OK u KK
JlaTta u Bpemsi: 17-04-2019 12:59:06
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM




