AEKJIAPAIINSI O COOTBETCTBUH

JEKJIAPAHT, IPUHHUMAIOIIH I JEKJIAPALIMIO O COOTBETCTBHH |

QOO "Hosapmuc Papua” &

Ceedenus o pecucnpayuu opeanusayuu: Mesicpaiionnas uncnexyun Gedepanvioil Ha1020601 ¢. avacow N 46 no
& Mocwee 27.12.2006, OF'PH 1067761778083, dama npuceoenus OFPH 27.12.2006.

Adpec.‘ 125313, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 72, kopnye 3. Teaedion. 8(495)967-12-70

B auye: eneparenoiti dupexmop Kozeposa H.A,

Hosepennoe ruyo: Tiopun A. B., doeepennocns 6/u om 03.12.18

3ASIBJISIET, UTO

Aexapemeennoe cpeocmeo: Ixcghopoic, mabremru noxkpuimsie nagHouKow odorowkoi 10 me+160 e 14 wn.,
Ynakoeku avenKosbte koinyproie (2, nauku xapmonnvie, pee Ne JICP-002605/07 om 07.09.2007 (0ama samveiis:
PV 13.10.20162) ¢moano Hosapmuc Papua AT, llsetiyapun, cepun BHWOI, napmus 18047 ynaxosor, 200ei
do 31.01.2022, npouzsodcmea Hosapmuc Gapuaceiomuxa C.A., Henanus, Novartis Farmaceutica S.A.. Ronde
de Santa Maria, 158, 08210 Barbera del Valles (Barcelona), Spain koo OKILI2 21.20.10.148, koo TH B[
3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, unsotic Ne 2001425663 om 03.04.20]9

COOTBETCTBYET TPEBOBAHHSIM i |
JICP-002605/07-070907 wam. Ne 1-11 H
JAEKJIAPATIHS TIPHHSITA HA OCHOBAHHH H
npomoron ucneimanuit Ne 19-002439 om 19.04.2019 OO0 "HI/IC "Buomexnorozus", ammecmam |
axxpedumayuu RA.RU.21PM04, Cepmugpuram POCC ES.QM]1.C83824 om 19.04.2019 |

| HATA IIPHHETH.FI ,IIEKJIAPA$IH 19.04.2019

JAEKJ FRCTBUTEABHA 1O 37.07.20
|
NOUIHCH D.H.0

CBEJIEHHUS O PETUCTPAIIUHA

OPTAH 10 CEPTUO®HKAIHUH, 3APEITHCTPHPOBABIINN TEKJTAPAIIHIO )
RA.RU.1I®PMI] OPTAH ITO CEPTHPHKALHH ITPOAYVKLHH OBLUIECTBO C OIPAHHYEIHO
OTBETCTBEHHOCTBIO "POPMAT KAYECTBA", aopec opeanuszayuu : 109428, 2. Mockea, 1-wii Basocexui
npoesd, 0. 5, emp. 1, adpec opeana no cepmupurxayuu: 129626, 2 Mocxsa, 1-as ,’kfb:mmqum ke, 0. 25, men,
(495) 783-19-08

i[EKJIAPAIIHH O COOTBETCTBHH 3APET'HCTPHPOBAHA A POCC RU II-FS DMII.A21575/19
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Orien sornetury r, Basens
Jnxtmitpacee 35
4056, r. barerm, [l [reiiuapns

JOI'HCTHYECKAS ‘.
CONPOBOIUTEJIBHAS 3AITHCKA Ne CH010400789967

K cepTHdHKATY cepHn |

| poayer: IKCPOPK, TABJIETKH, [IOKPbITBIE [UIEHOYHOH OBOJIOUYKOMH, 10/160 M|
DUP 2X14 RU . .
Toprosoe massanne:  DKCPOPK, TABJETKHM, [IOKPbITBIE [UIEHOYHOM OBOJIOYKOH, 10/160 M
DUP 2X14 RU
[Cinobanpasiti ouennBaemuii 710489 Cepnsa Ne: BHWO01
matepnan Nb:
Fnobanburiit Heonennsaempiit Ceprudpurcar cepun No:  ES100200229300
marepuan Ne:
3axazunx Ng: RU0300 ]
3akazunx; 000 «Hosaprue dapmas, Mackea, Poceuiickas Denepauus
HocTtaska Ha Ne; RU0300 Kog ctpann:; RU |

HocTaBKa cTopone: 000 «HosapTuc dapma», Mockea, Poceuiickas denepaumn

JKMOPT hapManesTHIECKOH MpoayKIHH

Hcexoasumutt momep 5001772252.10 Ne 3akaza-napsia 1001428237
thapm. nocraBku: KOHEYHOr'0 moJryaaTens:
Nt 3aK438 Ha DoOKymKy 4700112187 Koa-Bo: 18,047.000
KOHEYHOr0 moJry<aTess: Exaanne:: mT.

L

|_lononnHTe LHAR NorHCTHYecKAT HHQopMaIms; |

MenenxEep 10 JJOTHCTHKE: Laurence SCHMID Jara:z 19.03.2019 ]
P e

Crpannna 1/8



’ Buinymeno:

( ) N O VA RT | S «Hosapruc Gapmacuioruka C.A »
®apmacetorukan Onepattwnsz
Ponna Cra. Mapa 158
08210 Bap6epa nen Bannec

Jlnuenins na wirororaenne No

1520-E
Cepruduxar GMP Ne;
NCF/1535/001/CAT

CEPTU®HUKAT CEPUU
Ne ES100200229300

Mpoayxkr: IKCDOPK, TABNETKH, MOKPBITHIE INEHOYHON OBOJIOYKOH,
10/160 MI" Ne28 - RU

Aozuposka / akmuehocTh:  AMJIOJWITMHA BECHJIAT 10 MIr
BAJICAPTAH 160 MI"

JlekapcTaennan ¢gopma: Tabnerku, nokpsITeie nnenounol 060104 Kok
Tun ynaxosxu: Bnucrep

Pazmep ynakosiu: 2 x 14 wryk

PY JICP-002605/07

Crpana wasnauenns: Poccuiickas Qeaepanng

FnofankHuiil MmaTepuan Ne: 710489 Cepun Ne: BHWO1
Jata msroToBnenus 10-02-2019

Jdarta Buimyexa: 14-03-2019

Cpok roauocrn; 31-01-2022

Koanyecrso eqaann 18047.000 urryk

npoayKTas

JlaHHEIE TeCTOB, TPeGOBAHNA, PEIYIBTATE H FAKTIOYEHHS TIPHEEIICHEL B ClIEYKOIIEM CePTH(HKaTe/CepTrpIKaTax:

Cepmigimkar Ne: ES100100270499

Mpoaykr; SKCOOPK, TABJIETKH, [1IOKPLITLIE [UIEHOYHON OBOJIOYKOM,
10/160MTI” Ne28 - RU

Fnobanbhbiii matepran Ne 710489 Cepun Ne: BHWO01

JlokameHEIH MaTepuan N 710489

Jara Beimyexa: 14-03-2019

poussogutenn; «Hosapruc Qapmacsiomuia C.A.»

dapmaceioTHRAT Onepsifimm
Porpa Cra. Mapa 158

08210 Bapbepa nen Bannec
JIMueH3NA HA H3roToBMeHNE; 1520-E
[ Cepruguicar Nz ES100100269210 ] .
IIponyxkr: OKCOOPK, TABJIETKH, TTOKPLITHIE MAEHOUHOL OBOJIOUKOH,
10/160 MI" COMP LAC-EC
Liobanuabiii matepaan N 856680 Cepun Ne: B9149
JIOKaneHEIHE MaTepras Nb 856680
Hara seimyexa: 04-03-2019
MpounssoanTens; «Hoaptuc Gapmacsioraka C,A.»
DapmacetoTHkan Onepaiimns
Porpa Cra. Mapa 158
08210 Bap6epa nen Bannec
JIHUEH3IHA HE H3roTORNeHMe: 1520-E
Crpannna 2/ 8

HacToamui ceprudukar 6uu1 aBTOMaTHYecKH CreHEPHPOBaH.
Janueie yTBepKIeHEl OTBETCTBEHHBIM JIHIIOM



‘ Brinymeno:
( ) N O V A RT I S «Hosapruc ®apmaceioruka C.A.»
Dapwmaceiorukan Onepskiwni
Pouna Cra. Mapa 158
08210 bapbepa nen Bannec
JInuenins na narorornenne No
1520-E
Cepruduxar GMP Ne;
NCF/1535/001/CAT

CEPTU®UKAT CEPUUA
Ne ES100200229300

| -
| Opoxyxr: IKCPOPK, TABNETKH, TTOKPLITBIE MIEROYHOLN OBOJIOYKOM, 10/160
MI" Ne28-RU
I'noSanbBeiii matepman Ni: 710489 Cepua Ne BHWO1
e
[3aicmouenme:

Hacrosuwmm ynocrosepsio, uro nannas HHOPMELUMA NOATMHHE H BEPHA.

Hawnan cepus cosnana/ NPOUIBEAEHE, BKNIOYAR YIAKOBKY H KOHTPONL, Ha BBILIBY MOMSAHYTOM MECTE NPOW3R0ACTRA
B COOTBETCTEBHM ¢ npasunamu GMP nokatbHoro PETyASTOPHOCO Oprana u encumndmkauneii pernerpaonoro
YAOCTOBEpEHHS HMIIOPTHPYIOMEH CTpaHbL.

_HapaGorka, ynakoska u ananus CCPHH COOTBETCTBYKOT Tpebosanuam GMP,

OTtBercrBenHOe THBO; Laura CAMBRA AUSED

Jdara u Bpevn: 14-03-2019 14:20:56

JInue, Brigasuiee ceprrgmiars Laura CAMBRA AUSED

AoEKHOCTD: Corpymimk oraena xauectsa

JdaTa u gpemn: 14-03-2019 14:20:56
Crpamima 3/ 8

Hacroammii cepru@ukar Gru1 aBToMaraueckn CrEHEPHPOBEH.
JanuEie yTRepKIeHE! OTBETCTREHHEIM JTHIIOM
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Hponareaeno:

«Hoeapruc ®apmaceiorika C.A »
®apmackioTHRan Onepaiinms
Ponna Cra. Mapa 158

08210 BapGepa nen Bawrec

Hcnanus

CEPTHO®UKAT AHAJIM3A

Ne ES100100270499
L
Mpoayker: OKCOOPK, TABJNETKH, MOKPBIThIE NJIEHOYHOW OBOJIOUKON, 10/160 |
MI” Ne28-RU |
FnofansHbill maTepuan Ne: 710489 Cepusn Ne: BHWO01 i
Jata warorosaenus: 10.02.2019 MpoTokon anannsa Ne: 4130107865
Cpok rognocm: 31.01.2022
HopmaTusran DP_6001267_A_R_2
JOKYMEHTALNSA:
TecTnl Tpeborauun Pesynbrar |
Ilepeutnas ynakoeka CootsereTsyer crannapry cpasHenus Cootsercrayer
BTopuunas ynakoska Coorsercreyer CTAHAEPTY CPABHEHHA Cooreercrayer
HHCTpYKIUHA o npHMeHeHII0 CooteercTeyer crannapry cpaeuenns Cooteercrsyer |
Homep cepuu Co0TBeTCTRYET nepBHaHOMN/KOHEHOI Cootgetersyer
yNaKkoBke |
Cpok rogsoctn 35 mecsues Cooteercryer
ITpoussoncreennas nata CootBercTREHE NepBHIHOW/BTOPHYHOIM |
YNAKOBOK Cootercryer

Jaxurrouenne;

HH(OPMAIHS NOJUTHHHA H BepHa.

Ceprsa cootsercTyer crienmdukauum HOp

MATHBHOM nokyMeHTamiH. HacTosmun YIOCTOBEPAKD, 9TO JIaHHAS

HapaGoTka, ynakopka u ananuz CEPHH COOTBETCTRYIOT Tpeborannan GMP,

OTBeTcTBEeHBOC THIO;
Jara g Bpema:

JIauo, Buitanmee ceprudHiaT:
Hoxxnocrn:
data B Bpems;

Crpanuua 4/ 8

Olga DUARTE PEREIRA
08-03-2019 07:08:35

Laura CAMBRA AUSED
Corpyanuk ornena kauecrna
14-03-2019 14:20:59

HacTosmuii cepruukar 6ru1 aBroMaTHYeCKH CrEHEPHPOBAH,

HanHLIe YTBEpKIEHE] OTBETCTBEHHEIM THIIOM
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L

Hponzgeaenon:

«Hoeapruc ®apmaceiorhka C.A.»
®apmackiorukan Onepatiniz
Ponpa Cra. Mapa 158

08210 BapGepa nen Bawiec

Hcenanma

CEPTHOHUKAT AHAJIU3A
Ne ES100100269210

Onucanue: user
Cpeanns macca
MonnuunocTs meTonom TCX: Bancapran

INoxmuroCcTE MeTo0M TCX: AMnoaHnuH

MonnuunocTs MeToaom BIXX: Bancapran

INoamnnocts meTomoM BOCX: AMIOSHIHE

H «UIC» na apyroii cropoue
CBETIO-3KenThLIi

330-364 mr
Cooteercrayer cranaapry cpasuenus

CooTBETCTBYET CTaHAApTy cpaBHEHHS
Coorsercrayer crannapry CPARHCHKS

Coorsetcrayer crannapry cpasnenns

Coorsercrayer
347 mr
Coorsercrayer

Cooteercrayer
Cooreercrayer

Cooteercrayer

Mpoaykr: IKCOOPK, TABJIETKH, OKPBIThIE MIEHOUHON OBOJIOUKOM, 10/160 ]
MI" COMP LAC-EC
Faofanuueitt matepuan No: 856680 Cepun Nz B9149
Aata H3roToBiaeHHN: 10.02.2019 Hporoxonx ananmaa Ne: 4130106777
Hopmarusnas DP_6001267_A_R_2
[ AOKYMeHTanHA: |
[ Tect Tpebopanns Peayabrare: B
Onucauue: gopma Osanshuie €0 ckowennbIMm kpaamu  Coorsercrayer
Talnerku, NOKPbLITLIE nneHouHol
obonoukoit
Onucanne: koa rpasuposky rpaenpoeka «NVR» na oanol eropone Cooreercrayer

Crpannna 5 /8

Hactoamui ceprugmkar Gk apTOMaTHyeckn CrEHEPHPOBEH,
JaHHLIE YTBep K eHET OTBETCTBEHHEIM JTHIIOM




lponzreaenn;
«Hoeapruc ®apmacetotika C.A » |
PapmackioTikan Onepsiinya !
Pouna Cra. Mapa 158 ‘
08210 Bap6epa nen Bamwrec
Henanns 1
CEPTHOHUKAT AHAJIM3A |
Ne ES100100269210 J
L
[Mpoayser: IKCOOPK, TABJETKH, NOKPHITLIE MJIEHOUHON OBOJIOUKON, 107160 |
MI" COMP LAC-EC
Faofiansueiii maTepuan No: 856680 Cepun Ne: B9149
Tecta TpeGosanun Pesyanra ‘
[locropornue npumeck: [pumecs D He Gonee 0,5% 0.1%
[ocToponnue npumecy enumyHoi He bonee 0,2 % <0.1%
HEHICHTHPHIHPOBAHHO]
[Tocropornse npumecn: Cymma npuMeceii He bonee 2,0 % 0.1%
Konwuecreennoe ONpeieleHne meTonom BOKX: 95,0 -105,0 % 98.7%
Bancapran,
Komrmecteennoe onpenenenue metonom BOYCK: 95,0-105,0 % 98.9%
AMIOTHIHH
Omnoponnoets nozmpoeanus: N= 10 wiu 30 10-30 10
OnroponHocts  A03upoBarms Bancaprana: cpemiee - 59.9%
JHAYCHHE
Onnoponmnocts nosuposanss; MHHHMYM - 98.5% J
Crpannna 6/ 8

Hactosmuii ceprugnkar e aToMarauecks CrEHEPHPOBEH,
JaHHEIe YTREepIKTEHE] OTBETCTBEHHEIM JTHIIOM
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Hponzreaeno:

]

«Hosapruc Mapmacsiorika C.A »
GapmaceioThkan Onepsiinms
Ponna Cra. Mapa 158

08210 Bap6epa nen Bawrec

Hcnanua

CEPTUO®UKAT AHAJIM3A
Ne ES100100269210

’Tpo,ay!ﬂ:

MI"COMP LAC-EC

SKCOOPK, TABJIETKH, OKPBITHIE [JIEHOUHON OGOJOY KOH, 10/160 ’

Fnofankumit matepuan Ne: 856680 Cepus No: B9149 ‘
L |
l&cm Tpebosaunn PesyabraTh

OaHopoanoeTe noauposanus: MEKCHMYM - 101.6%

Crannaprhoe oTKIOHERHE - 11

Oanopoanocts nosmposanms: NPHEMNIEMAN He Gonee 15,0 2.6

BENHYHMHE

OnnopoanocTs a03Mposanus Bancaprana:
KOHEYHOE 3aKIIo4EHue

Onunopoanocts aozuposanus: N= 10 wnu 30
OnnopoanocTs
CPE/AHEE 3HAYCHME
Onnopoawocts nosuposanms: MUHHMY M
OauopoanocTs nozuposanus: MEKCHMYM
Craupaprhoe oTknonenue

AO03HPOBAHKA

OnHopoanocTs AO3HPOBAHKA: NPHEMAEMan
BE/IM4 UHA

Onnopoanocts aosupoanms amaonununa:
KOHEYHOE 3aKIK4YEHHE

PacTeopenue: N=6 uau 12

PacTeopenue Bancaprana (cpeanee JHAUEHUE)
uepes 30 MunyT

aMI0AMMHHE:

Coorsercrayer TpeGosanusm Esp. Cooreercreyer

@, @. CIUA u Sn. &,
10-30 10

- 100.2%

- 98.8%

= 101.5%
= 11

He Gonee 15,0 26

Cooreercreyer r tpeGosanmsm Esp. Coorsercrayer

@., . CIUA w fIn. &,
6-12 6

He meuee 75% 100 %

Crpamna 7 /8

Hactoammii ceprugukar 611 aBToMaraueckn CrEHEPHPOBEH,
ZaHHEIE YTBEPIKIEHE] OTBETCTBEHHLIM JTHIIOM
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Hponagegeno:

«HoBapruc @apmaceiorika C.A.»
QapmaceioTHkan Onepaurng
Porga Cra. Mapa 158

08210 Bapbepa nen Bannee
Hcenanns

CEPTU®UKAT AHAJIM3A
Ne ES100100269210

L

Mpoayscr:

IKCDOPXK, TABJIETKH, MOKPLITHIE JIEHOYHON OBOJIOYKOH, 10/160 |
MI"T COMP LAC-EC

Bnﬁa.ﬂhuuu marepuan Ne: 856680 Cepun Ne: B9149
Tecthi Tpebosaans PesynntaTe
PacTsopenne: Munnumym - 98%
Pacreopenne: makcunym - 101 %
Pacteopenwe Bancaprana: konemmoe Cootsercrsue TpeGoanism ®. CLUA Coorsercroyer
38KIHOUEHHE

Pacreopense: N=6 wm 12 6-12 6
Pacreopenne Avnomnuna (cpennee He menee 75% 100 %
3HaueHHe) vepes 30 munyT

Pacreopenne: MumMym - 99%
Pacteopenme: Makcuvym - 102%

O6mee 1Hcno aspobueix MHKpoopraHuaMos  He Gonee 2000 KOF/r

Menee 100 KOFE/r

O6mee YHCI0 APOKIAKEBEIX M IUTECHEBEIX He Gonee 200 KOE/r Menee 10 KOFE/r
rpabor

Escherichia coli Otcyrereyers 1 r Cooreercrayer

l 3akniouenne:

Cepua coosercrayer cneuniukaunn HopMarueHol AOKymMeHTaumu. Hacron
MHQOPMELHS NOLTHHHA ¥ BepHa. HapaGorka u ananus cepum npopepens: u

LM y,[lOCI‘OBCpSIIO, YTO AdHHan
COOTBETCTBYIOT TpeGosanuam GMP.

O1BeTcTBEHAOE JIHIO:
Adara B Bpemn:

JInuo, seitapmee cepradumicar:

Homkiocrs:
HMara w Bpemn:

Crpannna 8 / 8

Hactoammii cepru@ukar 6eu1 aBToMartayeckn CreHEepPHPOBaH.

Marta TERREL RIVERO
01-03-2019 15:31:34

Francisco Javier GONZALEZ PASCUAL
Pyrosonutens komanns: OK n KK

04-03-2019 18:00:53

I[amme YTBEPIKEHE] OTBETCTBCHHEBIM JTHIIOM



