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T ‘ Buinymeno:
( ) N O VA RTIS Hogapruc dapmacsrotika C.A.
®apmacbioTHKa OnepaiuiH3

Pouna Cra. Mapus 158

08210 Bapfepa nen Bannec

Henanus

JIMuen3us Ha H3rOTOB/ICHHE Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUU
Ne ES100200273631

Flpo,uym: IKCDOOPIK, TABJIETKH, TTOKPBITBIE [IEHOYHOM OBOJIOYKOM, 5/80
MI Ne28 - RU
Jlo3upoBKa / AKTHBHOCTD! AMJIOIWTIHH 5 MIT
BAJICAPTAH 80 MI'

Jlekapereennas gopma: TaGneTKH, MOKPHITHIE TIEHOYHOI obon0YKO#

Tun yNnakoBKH: fnucrep

PaiMep YNaKOBKH: 2 x 14 wryk

PY: JICP-002605/07

CrpaHa Ha3HAYEHHS: Poccuiickas denepauns

[nobaabHbil maTepuan Ne: 710482 Cepust Ne: BTW99

JlaTa M3roTOBJACHHSA 20-06-2020

Jlara BbINYCKA: 23-07-2020

Cpok roaHocTu: 05-2023

KoanuyecTBO eAnHHLL 24643.000 wryk

npoayKTa: J

JlaHHble TECTOB, TpeOOBAHMs, PE3y/IbTaThl H 3aKNOYeHUs MPUBEIEHBI B CACAYIOLEM cepTuuKaTe/cepTHHHKATAX:

Ceprudurar Ne: £S100100337785 ]
IMpoaykr: AKCHOPIK/EIW 5/80 MI' COMP LAC-EC

I1obanbHblil maTepran Ne 856684 Cepust Ne: B5414

JlokanbHbiii maTepuan Ne 856684

JlaTa BbINYCKAa: 14-07-2020

IpouspoauTeNb: Hoeaptuc dapMacerOTHKA C.A.

dapmackioTiKa Onepaiiy3
Ponpa Cta. Mapus 158
08210 bap6epa nen Bannec
Hcnanus
JInueH3ns Ha 1520-E
H3roTOBJICHHE!

Kuyantsev & s
a Natalya

008,34 11:4803 +0300

Crpannua 1 /7
HacToaumii cepTidukar 6bi1 ABTOMATHYECKHN CreHepHpOBa.
JlaHHbIe YTBEPKICHbI OTBETCTBEHHBIM JTHLIOM




Boeinymeno:
(‘) N O VA RTI S Hogaptiic dapmackroTika C.A.
dapmacsioTikan OnepaHuIH3
Ponpa Cta. Mapus 158
08210 BapGepa aen Bannec
Hcnanus
TTwuensus na usrorosaenne Ne
1520-E
Cepruduxar GMP Noe:
NCF/1851/001/CAT

CEPTH®UKAT CEPUA
Ne ES100200273631 J

F’Iponym‘: IHKCPOPK, TABJIETKH, [TOKPBLITBIE [UIEHOYHOM OBOJIOUYKOH, 5/80
MT Ne28-RU

[noGansHbiii MaTepua Ne: 710482 Cepus N BTW99

ﬁaxnmqefme:

HacTosuiM yA0CTOBEPSI0, YTO AaHHAA uHhOpMALIHA NOLTHHHA H BEPHA.

Jlannas cepHs co3jlaHa/ NPOU3BEICHA, BK/I0UAs YIIAKOBKY H KOHTPOJb, Ha BBILIEYTIOMAHYTOM MECTE MPOH3BOACTEA
B coOTBETCTEMH ¢ mpasuiamu GMP nokanbHOro perynsTopHOro opraa 1 creud(pUKaLuei perncTpalHoHHOTo
yAOCTOBEPEHNA MMIOPTHPYIOLICH CTPaHbL.

HapaboTka, yNaKoBKa H aHanu3 cepin COOTBETCTBYIOT TpeboBaHHAM GMP.

OTBeTCTBEHHOE JHI0: Jaime BERNALDEZ JIMENEZ
JlaTa v BpeMmsi: 23-07-2020 11:52:11

KoMMeHTApHH K cepTHPHKATY:

[Tpon3sBoauTeNb (hapMaLeBTHUYECKOH CyOCTaHIHI:

Bancaprad: HosapTic PuHrackuain Jlumuren, Mpranous

Amnoaunun: Jlek dapmacbroTHKAN3 1.1, Crnosenus

Cpoxk rofHOCTH B ceprudukare ans Ganka paBeH BpeMeHH yaepKuBaHms danka.
HopMaTHBHbIH JOKYMEHT: JICP-002605/07-290719 nam. 1

JInuo, BpiaaBmee cepruduKaT: Jaime BERNALDEZ JIMENEZ

JIONAKHOCTB: VIOMHOMOUYEHHOE JIMUO

JlaTa n Bpemsi: 23-07-2020 11:52:11
Crpanuua 2 /7

Hacroswmii cepTrdukar Ob11 aBTOMATHHECKH creHepupoBaH.
JlaHHble yTBEPKAEHbI OTBETCTBEHHBIM JIHLOM




R

‘) NOVARTIS

[Iponiseneno:

HosapTtiic apMackrOTHKA C.A.
MapmaceioTikan OnepoiiuH3
Ponna Cra. Mapust 158

08210 bapbepa nen Bannec

Hcenanus

CEPTU®UKAT AHAJIU3A
Ne ES100100337785

’ﬁponym:

SKCPOPK/EIW 5/80 MT" COMP LAC-EC

I106aabHblil MaTepuan Ne: 856684 Cepusn Ne: B5414
JaTa U3roToBJIEHHS: 20-06-2020 [IpoTokoa aHan3a Ne: 4130127825
CpoK roaHocTH: 20-06-2021
HopmaTusHas DP 6001523_A R 2
NOKYMEHTALMS !
TecThl TpeGosauus Pe3yabTarThl
Onucanue: popma Kpyrasie cO  CKOWIGHHBIMH  KpagMi CoOoTBETCTBYET
rabneTkH,  TOKPBITBIE  TUIEHOUHOH
o6onoukoi
OnucaHue: Koa FPaBHPOBKH rpagupoBka «NVR» na onnoii cropode CoOTBETCTBYET
u «NV» Ha Qpyroi CTOpOHE
OnucaHue: UBET TEMHO-KeThIH CoOTBETCTBYET
CpenHss mMacca 166 — 184 mr 176 mr
[Moanuuuocts MeTogom TCX: BancapraH COOTBETCTBYET CTaHAAPTY CPaBHEHNA CooTBeTCTBYET
ToanuunocTk MeTogoM TCX: AMIOAHNHH CoOTBETCTBYET CTAHAAPTY CPaBHEHHA CoOTBETCTBYET
[MoanunuocTs MeTonom BIKX: BancapTan CoOTBETCTBYET CTAHAAPTY CpaBHEHHA CoOTBETCTBYET
TlonnuuHocTs MeTooM BOIKX: AMaoannuH CoOTBETCTBYET CTaHAApTY CpaBHEHHA CoOTBETCTBYET

Crpanuua 3 /7

Hacroswmii cepTHhHKaT Obl1 ABTOMATHIECKH CreHepHpoBaH.
JlanHbie yTBEPKICHB! OTBETCTBEHHEIM JTHLOM




Q‘) NOVARTIS

ITpouseeaeno:

Hosaptuc ®apmacbrothka C.A.
dapmacetoTHrkan Onepanims
Ponna Cta. Mapna 158

08210 bapbepa nen Bannec

HUcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100337785

IMpoayxr: SKCPOPK/EIW 5/80 MI" COMP LAC-EC

I'noGanabHblil MaTepraa Ne: 856684 Cepus Ne: B5414
Tectbl TpeboBanus Pe3ybTaThl
TocToponnue npuMecH Amnoaununa: [pumecs D He 6onee 0,5% <0,1%
[MocTopoHHHE NPUMECH AMIIOAMMHHA: eIMHHYHOM He 6onee 0,2 % <0,1%
HeUIeHTH( HIIHPOBAHHO NPHMECH

CymMa mpumeceil Ha OCHOBaHHH 3aiBIEHHBIX

coaepxKaHWi BancapTaHa WM aMI0IHITHHA He 6onee 2,0 % <0,1%
COOTBETCTBEHHO

KonuuecTBeHHOE onpeaeneHne Meronom BIWKX: 95,0-105,0% 99,6%
Bancaptan

KonnuecTBeHHOE onpenenenune Meronom BOXKX: 95,0 - 105,0 % 100,9%
AMIOIHITHH

OnHOPOAHOCTh A03upoBanua: N= 10 umm 30 10-30 10
OnuopoaHocTs Jao3upoBanus Bancaprana: cpenaHee - 101,4%
3HaueHHe

OnHOPOAHOCTE A03MPOBAHHA: MHHHMYM - 98.,4%

Crpaunua 4 /7

Hacroswuii cepTudukar Obi1 aBTOMATHYECKH CreéHEpHPOBaH.
JlaHHbIe YTBEPKAEHB!I OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

[Iponsseneno:

Horaptuc ®apmaceiotnka C.A.
dapmackroTHkan OnepaiiuiH3
Ponna Cra. Mapus 158

08210 bapbepa aca
Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100337785

Bannec

BEJTHYHHA

IIpoaykr: SKCOOPI/EIW 5/80 MTI' COMP LAC-EC

I'noGanbHbiil MaTepuana Ne: 856684 Cepust No: B5414
Tectnl TpeGosaHus Pe3yabTaThl
OIHOPOAHOCTh J03WPOBAHUA! MAKCHMYM - 104,1%
OIHOPOAHOCTD IO3HPOBAHMA: NPHEMITEMAs He Gonee 15,0 5,0
BEJAMYMHA

OIHOpOIHOCTE J03HpoBanyA Bancaprana: Cooteercteyer tpeGoBannam Erp. CooTeeTcTBYET
KOHEYHOE 3aK/Io4eHne @., ®. CLUA u Sn. .

OnHoponHocTs ao3uposanus: N= 10 wiu 30 10-30 10
OnHOpOAHOCT  JO3HPOBaHUS  AMIOJMIHHA: - 102,3%
CpelHee 3HaueHHe

OpHOPOAHOCTE I03UPOBAHMS: MUHUMYM - 98,9%
OIHOPOAHOCTE I03UPOBAHHA! MAKCHMYM - 105,2 %
OOHOPOIHOCTb 103MPOBAHHMA: IPHEMIIEMAA He Gonee 15,0 6,1

Crpanuua 5 /7

Hacroswuii ceprudukar 5611 aBTOMATHUECKH CrEHEPHPOBAH.
JlaHHble YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM




[Tponipeaeno:

Hcnanua

CEPTUPUKAT AHAJIN3A
Ne ES100100337785

Hosapruc @apmacstotuia C.A.
dapmacsrorukan OnepauurH3
Ponaa Cra, Mapus 158

08210 bapbepa nen Baiuiec

sHaveHue) vepes 30 MUHYT

IponyrT: SKCHOPHK/EIW 5/80 MI" COMP LAC-EC

Iio6aabaelii maTepuan Ne: 856684 Cepus No: B5414
Tecthl TpeboBanusn Pe3yabTaThl
OIHOPOIHOCTh AO3HPOBAHMA aMIoaHNKHa:  COOTBETCTBYET T tpeboeannsm Esp. @., CooTBeTCTBYeT
KOHEYHOE 3aK/TI0HeHHe @. CIIA u fn. .

Pacteopenune: N=6 unu 12 6-12 6

Pacteopenne Bancaprana (cpenHee He menee 75% 100 %
3HaueHue) uepes 30 MUHYT

PacTBOpeHHe: MUHUMYM - 98%
PacTBOpeHHe: MAKCHMYM - 103 %
Pacteopenne BancapTtaHa: KOHEUHOE Cootreerctene Tpebosanmim @. CIIA CoOTBeTCTBYET
3aKTIOMeHHe

Pacteopenune: N=6 nmu 12 6-12 6
Pacteopenne AmioaunuHa (cpeaHee He menee 75% 99 %

Crpanuua 6/ 7
Hacrosumii cepTudpukar ObT aBTOMATHYECKH CTEHEPHPOBAH,
JlaHHbIE YTBEPKIEHBI OTBETCTBEHHbIM JIHLIOM




) NOVARTIS

IIponsseaeno:

Hosaptuc ®apmacsrotika C.A.
dapmacbtoTrkan OnepaHiH3
Ponna Cra, Mapus 158

08210 bapGepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100337785

IMpoayxr: AHKCOOPHK/EIW 5/80 MI' COMP LAC-EC

[mobanpublii maTepnan Ne: 856684 Cepus Ne: B5414

TecThl TpeboBaHuA Pe3yJIbTAThLI
PacTBopeHHE: MHHHMYM - 97 %

PacTBopeHHE: MaKCUMYM - 101 %

PactBopeHue AMIOIHMHMHA: KOHEYHOE Cootserctene TpeGosanuam @. CILA CoOTBETCTBYET
3aK/IIOUEHHE

3akiouenue:

Cepust COOTBETCTBYET ClELMpHUKALIMN HOPMATHEHOIT oKy MeHTalH, HACTOAUMM yI0CTOBEPALO, UTO AaHHAT
WH(OpMaLM TONTMHHA 1 BepHa. HapaGoTka 1 aHams cepiy MPOBEPCHEI H COOTBETCTRYIOT tpebosanusim GMP.

OTBeTCTBEHHOE JTHLO: Ana Marta Ausin Arroyo

JlaTa u Bpemsi: 07-07-2020 15:20:42

JIuuo, BbiAaBmee cepTUduKaT: Anna Maria Perez Montero

J1017KHOCTDB: VNoJHOMOUYEHHOE JIHLO

JlaTa u Bpems: 14-07-2020 07:01:33
Crpannua 7 /7

HacToaumii ceprudukar 661 aBTOMATHYECKH CTEHEPUPOBAH.
JlaHHbBle yTBepKIeHbl OTBETCTBEHHBIM JTHLIOM



