Brinymeno:

dapmacstoTiKan OnepaiiuH3

P‘) N O VA RT 1 S Hopapric ®apMacblOTHKA C.A.

L

Ponpna Cta. Mapus 158

08210 Bapbepa nen Bannec

Hcnanus

JTuuensnus 1a nirotopaenne Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPHU
Ne ES100200276236

Wponym:

Tun yNaKoBKH:
Pa3mep YNaKOBKH:
PY:

CTpaHa HA3HAYEHHS:

JlaTa M3roTOBJEHHTA
JaTa BbINMYCKA:
Cpox roaHOCTH:
KoawuecTBO €IHHHL

NpoayKTAa:

SKCDOPIK, TABJIETKH, [TOKPLITBIE TTEHOUYHOM OBOJIOUKOH,

10/160 MT" Ne28 - RU

Jlo3UpOBKA / AKTHBHOCTE: AMJIQJTATIMH 10 MT’

BAJICAPTAH 160 MI'

Jlexapereennas (popma: TaBeTKH, MOKPBITBIE MIEHOYHOH 0B0NOYKOH

dnucTep

2 x 14 wTyK
JICP-002605/07
Poccuiickas Penepauns

I nobanbHplii MaTepuan Ne: 710489 Cepus Ne: BTF62

23-05-2020
18-06-2020
04-2023
19044.000 wryk

ﬂﬂHHble TECTOB, Tp€60BaHHH, pe3yanaTb1 W 3aKJIIOUEeHAA NPHUBEICHBI B clieayroLue

M cepmcbnKan:/cemebHKaTax:

Ceprudurar Ne:
Ilpoaykr:

JlaTa BbIMYCKA:
IpouiBoaHTE/b:

JluieH3us Ha

ES100100333995
IKCOOPK/EIW 10/160 MI' COMP LAC-EC

nobanbubii maTepuaa Ne 856680 Cepus No: B9286
JlokasabHbIil MaTepuan Ne 856680

10-06-2020

HorapTic dapmacproTHKa C.A.
®apmaceioTHKan Onepafilun3
Pouma Cra. Mapus 158

08210 Hapbepa nen Bansec
HMcnanus

1520-E

—

H3roTOBJIEHHE:

Crpanuua 1 /7

Natalya

Hacrosmmii cepTudHKaT Obl aBTOMATHHIECKH creHepHpoBaH.
JlaHuble YTBEPHKICHbI OTBETCTBEHHBIM JTHLIOM

- sapapen
Date: 20200828 165006
0300’




r{‘) NOVARTI S Hogsapruc dapmacsiotnka C.A.

Beinymeno:

dapmaceoTHKan OnepailiH3

Ponna Cra. Mapus 158

08210 BapGepa nen Bannec

Ucnanus

Jlnuensns na nzrovoaenue Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200276236

IIpoaykr:

Iao6aabublil maTepnan Ne:

JKCDOPK, TABJIETKH, [TOKPbITBIE TUIEHOYHOM OFOJIOUYKOM, 10/160
MI" Ne28-RU

710489 Cepun Ne BTF62

JakIlouYeHue:

HacToAmMM YIOCTOBEPSAIO, UTO AaHHaA HHPOPMALIHA NOLTHHHA U BEPHA.

JlanHas cepus CO37aHa/ IPOM3BEMEHA, BKIIKOUAA YNIAKOBKY H KOHTPOIL, HA BBILLEYIOMSHYTOM MECTE NPOH3BOACTEA
B COOTBETCTBMH ¢ paBunamn GMP noKansHOro peryiaTOpHOro oprata 1 cnennguKalieH perHcTpalHoHHOro
YJOCTOBEPEHHA MMMIOPTHPYIOLIEH CTPAHbI.

HapaGoTka, yNaKoBKa H aHa/n3 CEpHH COOTBETCTBYIOT TpeGopanuam GMP.

OTBeTCTBEHHOE JIHIO0:
JlaTa u Bpemsi:

Tun penmsa: TEXHUHECKHIT PENTn3

Anna Maria Perez Montero
18-06-2020 06:36:44

KoMMeHTapHH K cepTHHHKATY:

TIpon3BOAUTENE papmaneBTHUECKOH CyOCTAHLMM:

Bancapran: HosapTuc PHHTacKu1aH JItn, Upnanaus

Amnonunuy: Jlek PapmaceloTikans 1.1., CrnoseHus

Cpok rOAHOCTH B cepTH(hUKATE 1 fanka paBeH BPEMEHH yIepKHBAHUA Hanka.
HopmaTBHBIH JOKYMEHT: JICP-002605/07-290719 u3m. 1

Jluuo, BblaaBee cepTHHUKAT: Anna Maria Perez Montero

JIOMKHOCTD:
JaTa u Bpemsi:
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VNoIHOMOYEHHOE JIHLO
28-08-2020 14:32:18

HacToswuii ceprudukar Gbin aBTOMATHYECKH CreHEpHPOBAH.

JlaHHble YTBEEPXKIEHbI OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

CEPTU®UKAT AHAJIU3A

[Iponsseneno:

Hogapruc ®apmaceiotuka C.A.
dapmacbioThKa OnepaniuH3
Pouna Cra. Mapus 158

08210 Bapdepa nen Basnec

Hcenanus

Ne ES100100333995

.

[poayxkrt: SKCHOPK/EIW 10/160 MI" COMP LAC-EC
I'nob6aabhelit MaTepnan Ne: 856680 Cepust Ne: B9286
JlaTa H3rOTOBJIEHHUS: 23-05-2020 Mporokon anannia Ne: 4130126518
CpoK roaHocTH: 23-05-2021
HopmaTusHasn DP 6001267 _A R 2
JOKYMEHTALMSA:
TecTsl TpeGosaHusA Pe3yabTaThl
Onucanne: Gopma OBanbHble €O CKolleHHBIMH Kpaamu COOTBETCTBYET
TabneTKH,  MOKPBITEIE  TNEHOUHOH
obono4Kon
Onucanue: KOI rpaBUPOBKH rpaeuposka «NVR» Ha 0lHOIi CTOpOHE CoOTBETCTBYET
1 «UIC» Ha apyroil cTOpoHe
OnuHcaHue: LUBET CBETJIO-JKEJITBIH COOTBETCTBYET
Cpennas macca 330 —364 mr 347 mr
[MonnuuHocTe MeTomom TCX: Bancapran CooTBeTCTBYeT CTaHnapTy cpasHenus — COOTBETCTBYET
[MoanuuHocTs MetogoM TCX: AMIOAMIHH CooTeeTcTBYyeT cTaHnapry cpaBHenus — COOTBETCTBYET
MoanuxHocTs MeTonoM BOXKX: Bancapran CoOTBETCTBYET CTaHAApTy cpaBHeHus — COOTBETCTBYET
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Hacrosumii cepTrukat Obl1 aBTOMATHIECKH CrEHEPHPOBAH.
JlaHHBIE YTBEPKAEHb!I OTBETCTBECHHBIM JIHLIOM



m) NOVARTIS

[poisseaeno:

Hogaptic PapmachioTHKA A
hapMaceOTHKAN Onep3ALH3
Ponza Cta. Mapusa 158

08210 Bap6epa nen Basniec
Wenanus

CEPTU®UKAT AHAJIM3A
Ne ES100100333995

L

L

[IpoaykT: SKCOOPH/EIW 10/160 MI' COMP LAC-EC

I"no6anbHbIil MaTepuan Ne: 856680 Cepus Ne: B9286

TecTbl TpebopaHus Pe3yibTaThl

[ToMMHHOCTD METOJOM BAMX: AMIoaUNHH CoOoTBETCTBYET  CTaHIApTY CoOTBETCTBYET
CpaBHEHHS

TTocTOpOHHHME MpHMECH AMIIOAHITHHA: TTpumecs D He 6onee 0,5% <0,1%

TMocTopoHHHE MPHMECH AMIIOAUMHHA: eTHHHYHOM He Gonee 0,2 % <0,1%

HenaeHTH(HLIHPOBAHHOI NpUMECH
Cymma npumeceii Ha OCHOBAHHH 3aABICHHEIX

cofep:kaHuii pancapTaHa nin aMJIOIMTIHHA He Gonee 2,0 % <0,1%
COOTBETCTBEHHO

KonuuecTBeHHOE ONpeaeneHHe MeTOI0M BOXX: 95,0 — 105,0 % 99,3%
Bancaprat

Konn4ecTBeHHOE Onpe/iesicHie METOIOM BOXKX: 95,0 — 105,0 % 100,5%
AMNOAMMHH

OHOPOAHOCTE 103HPOBAHMA: N= 10 uau 30 10-30 10
OaHOPOAHOCTE  103MPOBaHHA BancapraHa: cpelHee - 99,7%

3HAYCHHE

Crpannua 4 /7
Hacrosuwmii cepTudukar b1t aBTOMATHIECKH CreHepupoBaH.
Jlanble yTBEPHKACH! OTBETCTBEHHBIM JHLIOM




N
Uy NOVARTIS

IIpomiseneHo:

Hosaptuc ®apmacbioTHKA C.A.
®apmackloTHKan Onepaiuiy3
Pouza Cta. Mapus 158

08210 bapbepa nen Bamnec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100333995

[ Ipoayxkr: SKCDOPHK/EIW 10/160 M COMP LAC-EC
106ambublil maTepuan Ne: 856680 Cepus Ne: B9286
TecThl TpeboaHHs Pe3yabTaThl
OIHOPOIHOCTE JHO3UPOBAHUA: MUHHMYM - 97,6%
OIHOPOAHOCTD I03MPOBAHHA: MAKCHMYM - 101,4%
Craunapthoe otkionetue (CU) - 1,3
OHOPOAHOCTh [03UPOBAHHA MPHEMIEMAT He Gonee 15,0 3.2
BEJTMYHHA
OHOPOIHOCTL 103UpOBaHUs Bancaprana: CooTeeTcTRYeT TpebOBaHHAM Epp. CoOTBETCTBYET
KOHEUHOE 3aK/IIo4eHHe @., ®. CIIA u Sn. .
OHOPOIHOCTh A03HPOBAHHMA! N= 10 unn 30 10-30 10
OHOPOAHOCTE  JI03HPOBaHHA AmjogunuHa: - 100.,4%
cpefiHee 3HaueHue
OnHOPOIHOCTh I03UPOBAHUA: MHHHMYM - 98,1%

Crpannua 5 /7
HacToswmii cepTudnkatr Gbi aBTOMAaTHYECKH CreHepHpOBaH.
ﬂaHthE yTBE})}KﬂEHbl OTBETCTBEHHLIM JIMLOM




U) NOVARTIS

ITponsseneno:

Hoeaptuc dapmacerotika C.A.
dapmacbioTHkan OnepanLxz
Ponna Cra. Mapus 158

08210 BapGepa nen Banec

Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100333995

Ipoaykr: SKCDOOPA/EIW 10/160 MI" COMP LAC-EC

CnoGanbuelii marepuan Ne: 856680 Cepus Ne: B9286
TecThl Tpebopanus Pe3yabTarhl
OaHOPOIHOCTE 103UPOBAHHA: MAKCHMYM - 102,1 %
Crangaptroe oTkinoHenue (CU) - 1.4
OHOPOAHOCTE I03HPOBAHMA: TPHEMIEMAd He Gonee 15,0 33
BeTHUYHHA

OIHOPOAHOCTL AO3UPOBAHUA AMIIOAHTIHHA! Cooteetcreyer r TpeGosanuam Epp. @., CooTBeTCTBYET
KOHEYHOE 3aK/TI0UeHHE @. CILUA u Sn. O,

Pacteopenne: N=6 unu 12 6-12 6
Pacteopenne Bancaprana (cpenHee He menee 75% 99 %
3naueHue) yepes 30 MUHYT

PacTBopeHHe: MUHUMYM - 98%
PacTBOpeHHE: MAKCHMYM - 101 %
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Hacrosuuii cepTHHKaT Obl1 aBTOMATHYECKH CrEHEPHPOBaH.
JlaHHble YTBEpiKIeHbI OTBETCTBEHHBIM JIHLIOM




U5 NOVARTIS

IIponsseneno:

Hosaptuc dapmackiotuxa C.A.
dapmacerorikan Onepsiiuns
Ponna Cra. Mapus 158

08210 Bap6epa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100333995

Ipoayxr: DKCOOPA/EIW 10/160 MI' COMP LAC-EC

[no6anbubiil matepuan Ne: 856680 Cepus Ne: B9286
TecTsl TpeGosanusn Pe3yabTaThl
Pacteopenne BancapraHa: KOHeYHoe CootretcTiue Tpeboranusm @. CIIA CoOoTBETCTBYET
3aK/0YeHHE

Pacteopenne: N=6 unu 12 6-12 6

PacTeopenne AMIOIHITHHA (CpeaHee He menee 75% 100 %
3HaveHue) yepes 30 MUHYT

PacTROpeHHE: MHHHMYM - 99%
PacTBopeHHE: MAKCHMYM - 101 %
PacTteoperue AMIIOJIMIIHHA: KOHEUHO® Cooteercteune Tpebosanuam @. CILHA CooTBeTcTBYET
3aKJIIOYEHHE

JaxaroveHue:

Cepusa COOTBETCTBYET CNeLU(pUKAUNH HOPMATHBHOH IOKYMEHTALIHH. HacToslwKM yI0CTOBEPA0, UTO AaHHAA
unbopMaLrs NoAnuHHa 1 BepHa. HapaGoTka 1 aHann3 CEpHH NMPOBEPEHE! H COOTBETCTBYIOT Tpebosanuam GMP.

OTBeTcTBEHHOoE JIHLO: Maria Jesus Abad Herrero
JlaTa u BpeMs: 05-06-2020 11:41:29
JIuuo, BblaaBuIee cepTH(HKAT: Laura Cambra Aused
J10/TKHOCTD: VYV NoJIHOMOYEHHOE MHLIO
Hara u Bpems: 10-06-2020 15:40:01

Crpannua 7 /7
Hacrosumii cepTudmKar Gblil aBTOMATHUECKH CTeHEPHPOBAH,
JlaHHble yTBEP/K/IEHBI OTBETCTREHHBIM JTIMLIOM



