(') N OVART | Hoeapric ®apmackioTuka C.A,

Beimyuteno:

Dapmackrotkan Onepaiimms
Ponna Cra, Mapus 158
08210 Bap6epa nen Bamnec
Hcnanus v
JIMueHsns Ha 3roToBJaeHne No
1520-E
Ceptudpnrar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUU
Ne ES100200290290

[Tpoaykr:
HdosupoBka / akTHBHOCTB:

JlekapcTeennas dopma:
Tun ynakoBku;

Pasmep ynakoBku:

PY:

Crpana HazHaveHus:

JaTa uzrorossienns
JaTa BeInycka:
Cpox rogHocth:
KonuvecTso eannuy
NPOAYKTA:

I'nobanbubiii MaTepnan Ne:

OKCPOPIK, TABJIETKH, ITOKPBITHIE TIJIEHOYHOH OBOJIOUKOM,
10/160 MI" Ne28 - RU

AMIJIOIHUITHH 10 MT

BAJICAPTAH 160 MI'

TalNeTKH, MOKpPRIThIE MIeHOYHOH o6onoukoii

Guncrep

2 x 14 wryk

JICP-002605/07

Poccuiickas denepauns

710489 Cepus Ne: BWV05
09-02-2021

23-02-2021 -
01-2024

41390.000 mTyk

Haunbie TecTOB, TPeGOBaHUA, PE3YILTATH U 3aK/HOYEHHS NPHBEACHD! B CJIEIYIOLIEM ceprudmkare/cepTudUKaTax:

Cepruguxar No:
IMpoaykr:

I'nobanenelii MaTepuan Ne
Jlokanenbrit maTepuan Ne
Hata Bpinycka:
IMpouseoaurens:

JIMUEeH3Hs Ha
HU3rOTOBJIEHHE:

ES100100361483

OKCPOPK/EIW 10/160 MI' COMP LAC-EC
856680 Cepus No: B9341
856680

22-02-2021

Hogapruc ®apmackiotuka C.A.
®apmacsioTikan Onepaiimns

Ponpna Cta. Mapus 158

08210 Bap6epa nen Banec

Hcnanus

1520-E
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Hacrosiuumii ceprudnkar 6b11 aBTOMaTHYECKH CreHEPUPOBAH.

ﬂaHHble YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM



' Beinyuero:
( ) N O VA RTI S Hogaptic ®apmacerotika C.A.
PapmacsioTikan Onepaiiirm
Ponna Cra. Mapus 158
08210 bap6epa nen Bannec
Hcnanus
JInuensns Ha usrotosnenne Ne
1520-E
Ceptudukar GMP Ne:
NCF/1851/001/CAT

CEPTUDOUKAT CEPUHU
Ne ES100200290290

[MpoaykT: SKCDOPK, TABJIETKH, ITIOKPBITBIE [NIEHOYHOH OBOJIOYKOH, 10/160

MI" Ne28-RU =
I'1o6anbnbiil maTepuan Ne: 710489 Cepus Ne BWV0S
3akirovenne;

HacToamum ynoctosepsiio, 4to nannas HHGOPMALMA TIOJTHHHA U BEpHa.

JlanHas cepus co3nana/ npoMsBeaeHa, BKIHOYas YMaKOBKY H KOHTPOIIb, Ha BBILIEYIOMSHYTOM MECTE MPOU3BOICTBA
B COOTBETCTBHUM € MpasunamMn GMP nokansHoro perynstopHoro oprana u criemidukaumeii PErHcTPaLHOHHOTO
YIOCTOBEPEHNA HMIOPTHPYROLUEH CTPAHBI.

HapaGotka, ynakoBka U ananus cepun COOTBETCTBYIOT TpeboraHuam GMP.

OTBeTCTBEHHOE JIHIIO: Anna Maria Perez Montero
Hata u Bpems: 23-02-2021 09:22:03

Tun penusa: BLIMYCK Ha PLIHOK

KommenTtapuu k cepruduxary:

[ponssoaurens dapmauestnaeckoii cyberanumn:

Bancapran: Hoeapruc Punrackupam Jlta, Hpnanaus

Amnoaunun: Jl-p Penau’c JlaGoparopuc Jlta, MUuaus

Cpok roasocTH B cepTudukare s 6anka pasex BPEMEHH XpaHeHus Oalka.
HopmarueHeiii noxyment: JICP-002605/07-290719 mzm. 1

JInuo, BeIAaBLICE cepTHdHKaT: Anna Maria Perez Montero
HomxHocTh: YnonHoMoueHHOE TULO
lara u Bpems: 23-02-2021 09:22:03

Crpanuua 2 /7
Hacroaumii ceprudukar Gt aBTOMaTHYECKH CreHepHpoBaH.
HaHHble yTBepKAeHbl OTBETCTBEHHBIM THLIOM Y




W) NOVARTIS

Ipouseeaeno:

Hogaptiic ®apmacsiotika C.A.
PapmaceroTHkan Onepaiimns;
Ponna Cra. Mapus 158

08210 Bap6epa nen Basnec

Hcenanus

CEPTUDOUKAT AHAJIU3A
Ne ES100100361483

[poaykr: SKCDPOPK/EIW 10/160 MI' COMP LAC-EC
['noGanbuernii matepuan Ne: 856680 Cepus Ne: B9341
Hara wsrotosnenns: 09-02-2021 Iportokon ananusa Ne: 4130136339
Cpok rognocru: 09-02-2022
HopmaTtugnas DP_6001267_A R 2
JAOKYMEHTaluA:
TecThl TpebGoBanus PesyabTaTsl
Onucanue: dopma OBanbHble €O CKOLIEHHBIMH KpasMH CootserctByer
TabneTKH,  MOKPEITBIE  IIeHOYHO
obonoykoii
Onmucanne: Ko rpaBUpOBKH rpasupoBka «NVR» Ha oanoii ctopone CooTeertcTByer
1 «UIC» na apyroii ctopone
Onucanue: uset CBETIIO-KENTHI CooTBeTcTByeT
Cpennss macca 330 — 364 mr 345 mr
[MoaauuHocTs MeTog0M TCX: Bancapran CooTReTCTBYET CTAHAAPTY CPABHEHHUS Cooteetctyer
Hopnunnocts Metonom TCX: Ammoannun CoOOTBETCTBYET CTAHAAPTY CPaBHEHHHA CootBercTyer
[MoaaunnocTs MeTon0M BIXKX: Bancapran CoOTBETCTBYET CTAHNAPTY CPaBHEHMUS CooTteerctByer
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Hacroswmmii ceprudukar 6b11 aBTOMaTHYECKH CreHepHpoBaH.

I[aHHble YTBEPXIOEHBI OTBETCTBEHHBIM JIMLIOM




) NOVARTIS

[Tpousseneno:

Hoeaptie ®apmaceiotura C.A.
DapmacsroTukan Orepaitins
Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec
Henanus

CEPTHO®UKAT AHAJIU3A
Ne ES100100361483

[Tpoaykr: IKCPOPK/EIW 10/160 MIT COMP LAC-EC

Inodanbubiii matepnan Ne: 856680 Cepusi Ne: BS9341

TecTbi TpeboBanus PesyabTatel

[onnuunOCTH MeTO1OM BYXKX: AMmoannun CooteetcTBYET  CcTaHmapTy CooTBeTcTBYET
CpaBHEHHS

[TocToponnue mpuMecH AMIoaumHHa: [Tpumecs D He 6onee 0,5% <0,1 %

[TocToponHue npuMecH AMioannuua: EIUHUYHOI He 6onee 0,2 % <0,1 %

HeHIeHTHQULHPOBaHHOH npuMecH
Cymma npumeceii Ha OCHOBAHIH 3agBJIEHHBIX

COAepskaHWit BancapTana WK aMJI0IHITHHA He Gosnee 2,0 % <0,1 %
COOTBETCTBEHHO

Konudectsennoe onpenenenne metogom BIKX: 95,0 - 105,0 % 97.6 %
Bancapran

KonuuecteeHHOE onpeneneHue Metolom BOKX: 95,0-105,0 % 98,1 %
AMIOIUTIHH

OnnopoaxocTs no3uposanna: N= 10 uau 30 10-30 10
O/HOPOAHOCTL  T03UPORAHMS Bancaprana: cpemnee - 100,3 %
3HavYeHHe

Crpanuua 4/ 7
Hacroswmii ceprudukar 6u1n apromaTnuecky CreHepHupoBaH.
HaHHble yTBePKACHbI OTBETCTBEHHBIM JIHIIOM




O NOVARTIS

Ipowusseaeno:

Hosaptic ®apmacsiotika C.A.
PapmacbroTukan OnepaIims;
Pouna Cra. Mapus 158

08210 Bap6epa nen Bamnec
Hcnanus

CEPTH®UKAT AHAJIU3A
Ne ES100100361483

[Mpoaykr: IKCPOPK/EIW 10/160 M COMP LAC-EC
FnoGaneuelit matepuan Ne: 856680 Cepus No: B9341
I
TecTbr Tpetosanus PesynbTaThl
OnHopoaxocTs 103MpoBakus: MUHHMYM - 97,9 %
OnHopomHoCTL N03HpORaHHS: MaKCHMYM - 1040 %
Crannapthoe oTkionenue (CU) - 1,7
OnHopoaHocTs Ko3upoBanms: npuemneMas He Gonee 15,0 4,0
BEJIMYMHA
OnHOpoaHOCTE 103MpOBaHHS Bancaprana: CootsetcTByer TpeboBanusm . CooteercTByeT
KOHEYHOE 3aKITFOYeHHE CIUA, Egp. ®. u Sn. @,
OnnopoanocTs no3upoBanns: N= 10 wmm 30 10-30 10
OLHOPOTHOCTE  [O3MPOBAHHA  AMIOAMIHHA: - 100,1 %
CpedHee 3HaYeHHe
OnHopoaHOCTS 103MpOBaHNS: MHHUMYM - 97,5 %
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Hacroswmii ceprudukar Guin apToMaTHueCcKH Cre€HEpPHPOBAH.
JlaHHble yTBEPKIEHBI OTRETCTBEHHBIM JHLIOM




) NOVARTIS

Ipousseaeno;

Hosaptuc ®apmacsrotuka C.A.
Dapmaceiotukan Onepaifurgz
Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec

Hcnanus

CEPTUOUKAT AHAJIU3A
Ne ES100100361483

Mponykr: OKCPOPK/EIW 10/160 MT COMP LAC-EC

['nobaneuenii matepuan Ne: 856680 Cepus Ne: B9341
TecTpl TpeGosanun PesyabTaTe!
OmHOPOAHOCTS 103UpOBaHHS: MaKCHMYM - 103,8 %
CTaHnapTHoe OTKIOHEHHe (CU) - 1,7
OnHopoaHocTs 103upoBanms: npuemnemas  He 6onee 15,0 4,1
BENTMYHHA

OnHOPOIHOCTL AO3HPOBAHMS AMITOAHIHHA: CooteerctByeT TpeGoBaHuam b, CHIA, Cootsercrsyert
KOHEYHOEe 3aKIFYeHHe Egsp. @. u Sn. @,

Pacteopenne: N=6 umu 12 6-12 6
Pacteopenne Basicaprana (cpennee He menee 75% 103 %
3HaueHue) yepes 30 MunyT

Pactsopenne: Munnmym - 102 %
PacTeopenue: makcumym - 103 %

Ctpannna 6 / 7

Hacrosumii ceprudukar i apToMaTHYeCKH CreHepHpoOBaH.
HauHeie yTBepKAEHLI OTBETCTBEHHBIM JIHLOM




h NOVARTIS

Tpousseaeno;

Hosaptic ®apmaceiotuka C.A.
Papmackrotikan Onepaitiuss
Ponna Cta. Mapus 158

08210 BapGepa nen Bamec
Hcnanma

CEPTU®UKAT AHAJIU3A
Ne ES100100361483

IMponykr: OKCPOPXK/ETW 10/160 M COMP LAC-EC

I'noGanbuerii matepnan Ne: 856680 Cepus Ne: B9341

Tectsl TpeGoBanus PesyabTarsl
Pacteopenite BancapTana: koneuHoe Cootsercrane TpeboranuaM @, CIIA CooTBeTcTBYET
3aK/I04eHne

Pactropenne: N=6 nmu 12 6-12 6

PactBopenue Amnoannuua (cpennee He menee 75% 101 %

3HaueHue) yepes 30 MunyT

PactBopenne: MunuMyMm - 100 %
PacTsopenne: makcumym - 102 %
PacTBopenne AMnonnmiHa: KoHeuHoe Cootercraue Tpedosanuam ©. CIIIA CootsetcTryer
3aKTI0YeHHe

3akaouenne:

Cepust COOTBETCTBY®T ClieMdUKALIM HOPMATHBHOI HOKyMeHTauuH. HacTosuum ya0cToBepsIo, TO JTaHHas
MH(GOpMALNA MONTHHKEA 1 BepHa. HapaGoTka 1 aHanus CEPHH NPOBEPEHBI H COOTBETCTBYIOT TpeGoBannaM GMP,

OTBeTcTBeHHOE HLO; Maria Jesus Abad Herrero
Hata u Bpemsi: 17-02-2021 10:33:32
JIuuo, BbigaBUICe cepTHdhUKAT: Laura Cambra Aused
JonmxkHocTs: YnoauoMoueHHOe JTHLIO
Harta u Bpems: 22-02-2021 18:04:14

Crpanuua 7 /7
Hacroswmii cepridukar 6bi1 asToMaTHueCKH CreHEPUPOBAH.
JaHHble yTBEPKIEHbI OTBETCTBEHHBIM JTHLIOM




