> NOVARTIS

Bruinymeno:
Hogapruc ®apmacsiotka C.A.
®dapmacsrorukan Onepaiininz
Ponpa Cra. Mapus 158
08210 Bapbepa nen Bannec
Hcnanua

JInueH3us Ha H3IroTOBJeHHe No:
1520-E

Ceptudnkar GMP Ne:
NCF/1851/001/CAT

CEPTUO®UKAT CEPUH
Ne ES10020020497

Ipoaykr:

J03HpoBKa / aKTHBHOCTh:

JlekapceTBeHHas popma:
Tun ynakoBkm:

Pazmep ynakoBku:
Perncrpannonnoe
YA0CTOBEpEHHE:

CrpaHa Ha3HaYeHHA:
I'no6anbHbIi MaTepuan Ne:
JlaTa n3roroBJieHUn:
Jara BeInycka:

Cpok roaHocTH:
KonnuyecTBo eqnHuIL
NpoAyKTa:

KO-DKC®OPXK, TABJIETKH, ITOKPBLITBIE INIEHOYHOU OBOJIOYKOH,
10/160/12,5 MI" Ne28 - RU

AMIIOJTUITAH 10 MI'

TUJIPOXJIOPOTHA3H/ 12,5 MI'

BAJICAPTAH 160 MI'

TabIeTKH, MOKPHLIThIE TUIEHOYHOH 06010YKo#

ommctep

2 x 14 mTyk

JICP-008557/10

Poccuiickas ®enepaums
721948

15-02-2021

25-02-2021

01-2023

9955.000 mwTyx

Cepus Ne: BWZXO05

HaHHble TecTOB, TpeOOBaHHA, pe3y/IbTaThl H 3aK/IIOYEHHA IPHBE/EHBI B CIeAYIOLIEM cepTH(HHKaTe/cepTHPHKATAX ;

Digitally signed by Kuyantseva

Ceprudurar Ne: ES100100361879
Mpoaykr: KO-2KC®OPX, TABJIETKH IIOKPBITBIE INIEHOYHOMU
OBOJIOYKOMH, 10/160/12,5 MI" Ne28 - RU
I'no6anbHblil MaTepuan Ne: 721948 Cepus Ne: BWXO05
Jlokanbupli maTepnan Ne: 721948
Jarta BbInycka: 25-02-2021
IIponssoauTen: Hoeapruc ®apmaceiotika C.A.
®apmacbioTHkan OnepaiiiH3
Ponna Cra. Mapa 158
08210 Bapbepa nen Bannec, Ucnanus
JInueH3HA Ha H3ITOTOBJIEHHE: 1520-E
Ceprnduxar Ne: ES100100361930
IMpoaykT: OKCPOPXK I'XT 10/160/12,5 MI' COMP LAC-EC
I'no6anbHblil MaTepuam Ne: 857262 Cepus Ne: B5565
Jlokannubiii maTepnan Ne: 857262
Jara Beinycka: 24-02-2021
ITpousBoanTeL: Hosapthc ®apmaceiotka C.A.
®apmaceroTHkan OnepaiiiH3
Ponpa Cra. Mapus 158
08210 Bapbepa nen Bannec
JInueH3nsa Ha H3TOTOBJIEHHE: Hcenanus
1520-E
Chpammi./ 10 KUyantse i .. o

Hacrosmmii cepruukar Gb1 aBTOMaTHHECKH CTEHEPHPOBaH.  \/Q

ﬂaHHble YTBEPAKACHBI OTBCTCTBEHHBIM JIMLIOM

Natalya

ou=people, ou=TO,
serialNumber=2048528,
cn=Kuyantseva Natalya
Reason: Mepesoy nposepun u
3asepun

Date: 2021.03.26 12:56:58
+03'00°



BrinymeHo:
(‘) N O V A RT l S Hosaptic ®apmacsiotuika C.A.

®dapmacsioTHKal OnepsnmH3
Ponaa Cta. Mapus 158
08210 Bapbepa nen Bamnec
Hcnanna

JIH1eH3HsA HA H3rOTOBJIeHHe Ne:
1520-E

Ceprudpuxar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUHN
Ne ES100200290497

IMponyxT: KO-DKC®OPXK, TABJIETKH, TIOKPBITBIE IJIEHOUHOH OBOJIOYKOU,
10/160/12,5 MI" Ne28-RU

Inobanbubiii MaTepuan Ne: 721948 Cepus Ne: BWXO05

3akoueHue:

HacTosmmM yaocToBEPSIO, 4TO aHHas HH(opMalus Mo/IMHHA H BEpHA.

JlaHHaa cepHs co3lana/ MPOM3Be/IeHa, BKITI0Uas YNaKOBKY U KOHTPOJIb, Ha BEINICYTIOMAHYTOM MECTE MPOH3BOICTRA
B COOTBETCTBUH ¢ TpaBwIaMu GMP JIOKaIBHOTO PeryJIsTOPHOTO OpraHa M cnelmudukalyei perncTpalmoHHOro
yI0CTOBEPEHHS HMIIOPTHPYIOIIEH CTPaHBL.

Hapa6oTka, yNakoBKa H aHa/lH3 CepHH COOTBETCTBYIOT TpeGosanuamM GMP.

OTBeTCTBEHHOE JINLO: Anna Maria Perez Montero
Jata n Bpemsi: 25-02-2021 07:48:03

Tun BBIMYCKa: BEIMYCK Ha PHIHOK

KomMMeHTapHH K cepTHHKATY:

IMocTaBumk Amnoaunusa; I-p Pennu’ ¢ Jlabopatopuc JITa,
Huona

IocTapmuk Bancaprana: HoBaptuc Punrackunau Jita,
Hpnanoua

[loctaBmmk M'uapoxnoprrasziaa: Hosaptue Papma LllTeiin
AT, llIBeiinapud

Cpok rofgHocTH B ceprudukare s 6anka paBeH BpeMeHH
yep:KuBaHUA Oanka.

HopmartuBHbii fokymeHT: JICP-008557/10-250820

JIuuo, BLlaaBIee cepTHUKAT: Anna Maria Perez Montero
J0/I)KHOCTD: VY I10JHOMOUEHHOE JTHLIO
Jarta u Bpems: 25-02-2021 07:48:03

Crpanuua 2/ 10
HacTosmuii ceptudukar 6b11 aBTOMaTHYECKH CTEHEPHUPOBaH.
JlaHHble YTBEp/1€Hbl OTBETCTBEHHBIM JIMLIOM



) NOVARTIS

IlpounseeneHo:

Hogaptuc dapmaceiotnka C.A.
(dapmaceroTrkan OnepIiiuH3
Ponpa Cra. Mapus 158

08210 bapbepa nen Bannec
Henanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100361930

IMponykT:

I'no6anbHbIil MaTepnaa Ne:

JlaTa u3roToBJeHHn:
CpoK rolHOCTH:

BKCPOPX I'XT 10/160/12,5 MI' COMP LAC-EC

857262 Cepus Ne: B5565
15-02-2021 IMpotokon ananuza Ne: 4130136613
15-02-2022

HopmaTuBHas DP 6002195 005_R_01
JIOKYMEHTALHA:
TecThl TpeboBanus PesynbTaThl

Omucanue: popma

OnucaHue: Kol TPaBHPOBKH

I'mppoxsiopTHasua

ITpononroBateie ABOAKOBBINMYK/bIE €O COOTBETCTBYET
CKOIIEHHBIMH  KpaaMH  TabneTky,

HOKpPBITEIE TIEHOYHOH obonovkoi, 6e3

PHCKH

THCHeHHe « NVR» Ha oaHoli ctopoHe U COOTBETCTBYET
«VDLy» Ha apyroii cropoHe

OrnucaHue: LBeT BrnenHo-xenToiit CooTeeTcTBYET
Inuna npumepHo 15 Mm - 15 Mm
1IupuHa npuMepHo 5.9 MM - 6,0 MM
[MopnuuHocTe MeToaoM TCX: Bancapran CoO0TBETCTBYET CTAaHAAPTY CooTBeTCTBYET
IMomnunHocTh MeTOIOM TCX: CooTBeTCTBYET CTAHAAPTY CooTBeTCTBYET

Crpanuua 3/ 10

Hacrosammii ceptudukat 6b171 aBTOMAaTHYECKH CTEHEPHPOBaH.

I[aHHble YTBEPXAE€Hbl OTBETCTBEHHBLIM JIHLIOM




) NOVARTIS

IIpousBeneHo:

Hosaprrc dapmackiotnka C.A.
dapmackioTrkan Onepaiiuing
Poupa Cra. Mapus 158

08210 Bapbepa nen Bannec
Hcnanua

CEPTU®UKAT AHAJIM3A

Ne ES100100361930

Ha 0CHOBaHMH 3asBJICHHOTO COJEpXKaHHs
sancaptaHa MeTofoM BIXKX

IpoaykT: HKCHOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

CaobankHbIH 857262 Cepust Ne: B5565
maTepuan Ne:

TecThl Tpebosanus PesyabTaThl
IMoanuuHOCTE MeToioM TCX: AMIIOIHITHH CoOTBETCTBYET CTAHAAPTY CoOTBETCTBYET
IMomuHHOCTH MeTogoM BOXKX: Bancapran CoOTBETCTBYET CTAHAAPTY CooTBeTCcTBYET
IMoaaHOCTs MeTogoM BOXKX: TuapoxsioptHasun  CoOTBETCTBYET CTaHAAPTY CooTBeTcTBYET
TlognuHHOCTE MeTonoM BOXKX: AMiloaunuH COOTBETCTBYET CTAHAAPTY CoOTBETCTBYET
Bona He 6onee 4,5 % 2,7%
[MTocTOopOHHHE MPHUMECH NTPOAYKT THAPOIH3A He 6onee 0,2 % <0,1%
BascapTaHa Ha OCHOBaHHH 3afABJIEHHOTO

cozlepkaHHs BancapTaHa MeTojloM BOXKX

[locTopoHHMe TIPUMECH, HeneHTHHIMpoBanHbe,  He Gonee 0,2% <0,1%

Crpanuua 4/ 10

Hacroamuii cepTHHKAT Ol aBBTOMATHIECKH CreHEpHPOBaH.

JlaHHble YTBEPKAEHbl OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

IIpoHsBeaeHo:

Hosaptuc ®apmacriotuka C.A.
dapmaceroTikan OnepoHuiH;
Ponaa Cra. Mapus 158

08210 BapGepa nen Bannec
Henanus

CEPTU®UKAT AHAJIM3A
Ne ES100100361930

IpoaykT: SKCDOPXK I'XT 10/160/12,5 M COMP LAC-EC

I'noGanbHbI 857262 Cepus Ne: B5565
maTepnan Ne:

TecThl TpeboraHusd Pe3yabTaThl
QU5683 Ha OCHOBAHMH 3aABJIEHHOTO COJACPXKaHHA He 6onee 0,4% <0,1%
THIPOXJIOPOTHA3HA METONIOM BOXX

[MocTopOHHNE NPUMECH eTHHHTHbIE He 6onee 0,2% <0,1%

HeWICHTH(HLNAPOBAHHbIE HA OCHOBAHUH 3a5BJICHHOTO

cojepKaHusa THIPOXJIOPOTHA3HAA METOZIOM B3XX

IMocTopoHHME NPHMECH IMpumeck D Ha 0CHOBaHHH He 6onee 0,5% <0,1%
3a4BJIEHHOTO COZIEp’KAHMA aMIIOINTTHHA METOAOM

B2XX

TMocTopoOHHME NPUMECH, Hecneunduieckue, Ha He 6onee 0,2% <0,1%
OCHOBAHHH 3afBJIECHHOTO COJIePXKaHHs aMIIOIUITHHA

metomom BIXKX

Cymma BeeX npHMecei METO0M BOXKX He 6Gonee 1,0% <0,1%
KonuuecTBEHHOE ONPENe/ICHHE METOIOM BOXKX: 95,0 —105,0% 100,0%
BancapTan

Crpanuua 5/ 10
HacToswuuii cepTHHKAT GbL1 aBTOMATHYECKH CTEHEPHPOBAH.
Jlauuble YTBEPHKAEHbI OTBETCTBEHHBIM JILIOM



) NOVARTIS

IIpon3BeneHo:

Hogaptuc ®apmacriotuka C.A.
dapmaceiotukan Onepaiins
Ponpa Cra, Mapus 158

08210 Bapbepa nen Bannec
Henanua

CEPTU®UKAT AHAJIU3A
Ne ES100100361930

INpoaykr: OKCOOPXK I'’XT 10/160/12,5 MI' COMP LAC-EC

I'nobanbubli 857262 Cepus Ne: B5565
maTepHaJs Ne:

TecThl Tpeboanus PesynbTaThl
KonuuecTBeHHOe onpeaeseHne MeTonoM BOXKX: 95,0 — 105,0% 98,4 %
'unpoxnopTHasH]

KonuuecTBeHHOE onpefieneHne MeTogoM BIX: 95,0 —105,0% 99,2 %
AMIoIUNH

OnnopoaHocTs fosupoBaHusa: N= 10 mwm 30 10-30 10
OnHOPOOHOCTh N03HpoBaHMA BancaprtaHa: cpenHee - 102,4 %
3HaueHHe

OnmHOPOAHOCTh A03HPOBAHHA: MHHEUMYM - 100,0 %
OIHOPOAHOCTD NO3MPOBAHMA: MAKCHMYM - 104,3 %
OnHOPOIHOCTb JO3HPOBAHHA: NpueMieMas BennunHa  He Gonee 15,0 44
OnHOpoIHOCTH A03upoBaHus Bancaprana: koneuHoe  CooTseTcTByeT — TpefGoBaHmAM CoOOTBETCTBYeET
3aKIII0YeHHE Egp. @., ®. CIUA u An. ®.

Crpanuua 6 / 10
Hacrtoaumii ceptidukaT 6b11 aBTOMATHYECKH CTEHEPHPOBaH.,
JlanHble YTBEPKIAE€HBl OTBETCTBEHHBIM JIMLIOM



> NOVARTIS

IIponsseaeHo:

Hosaptuc ®apmaceiotrka C.A.
dapmaceiotukan Onepaiiins
Ponpa Cta. Mapus 158

08210 bapbepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIN3A
Ne ES100100361930

Ipoaykr: OKCPOPX I'XT 10/160/12,5 MI' COMP LAC-EC

I'no6anbHbIH 857262 Cepus Ne: B5565
MaTepHan Ne:

TeeThl TpeGoranus Pe3yabTaThl
OpnHopoaHocTs fo3upoBanua: N= 10 umn 30 10-30 10
OnHOPOAHOCT A03MpOBaHHUA - 101,0 %
THIPOXJIOPTHA3H/A: Cpe/lHEe 3HAUCHHE

OnHOPOAHOCTb AO3HPOBAHUA: MHHHMYM - 98,7 %
OnHOPOAHOCTh NO3HPOBAHUA: MAaKCHMYM - 102,9 %
OIHOPOAHOCTh JO3HPOBAHHA: IPHEMIIEMas He 6onee 15.0 3,6
BeJIHYMHA

OHOPOAHOCTh N03UPOBAHHUA CoorBeTcTBYeT TpedoBanusM Erp. CooTBeTCTBYET
THAPOXJIOPOTHA3H/A: KOHEUHOE 3aK/I0UEHHE @., ®. CIIA u Sn. .

OpHopoaHOCTh Ao3HpoBaHuA: N= 10 unu 30 10-30 10
OOQHOPOAHOCTE  J03MPOBAHMA  aMJIOAMIIMHA: - 102,5 %

CpeIHEEC 3HAUCHHE

Crpannua 7/ 10
Hacrtosummii ceprudukat Ob11 aBTOMaTHYECKHM CTeHEPHPOBaH.
JlanHbIe YTBepKAEHbI OTBETCTBEHHbIM JIMLIOM



> NOVARTIS

ITponsBeaeHo:

Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100361930

Hosaptic ®@apmacsiotuka C.A.
®dapmackroTukan OnepsiiiH3
Pounpa Cra. Mapus 158

08210 BapGepa aen Bannec

Ipoaykr: JKCPOPK I'XT 10/160/12,5 MI' COMP LAC-EC

I'noGanbHbIi 857262 Cepus Ne: B5565
marepuan Ne:

TecThl TpeboraHHA Pe3yabTaThl
OHOPOOHOCTh 103HPOBAHHUA: MHHHMYM - 100,0 %
OQHOPOAHOCTh A03HPOBAHHUA: MAKCHMYM - 104,7 %
OOHOPOAHOCTE JO3HPOBAHHA: NIpHEMIIEMas He Gonee 15.0 4.8
BeJIMMHHA

OAHOPOIHOCTH [103HPOBAHHS aMJIOJHITHHA! CootsetctByeT TpeGoBanuim Epp. CooTeeTcTByeT
KOHEYHOE 3aKITIOYEHHE @., d. CLIA u An. d.

Pacteopenue; N=6 unu 12 6-12 6
PacteopeHne BasncapTaHa (cpeaHee 3HaU€HHE) He menee 80% 95 %

yepe3 30 MHHYT

PacTBOpeHHE: MUHHMYM - 94 %
PacTBOpeHHe: MaKCUMYM - 98 %

Crpanuna 8 / 10
HacTosmuii cepTudukar Gbl aBTOMATHYECKH CreHEPHPOBAH.
JlaHHble YTBEPAKAEHbI OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

Ilpousseaeno:

Hosaptue ®apmacsiotrka C.A.
@apmackrotukan Onepaitins
Ponna Cra. Mapus 158

08210 Bap6epa nen Bannec
Hcnanus

CEPTUD®UKAT AHAJIM3A
Ne ES100100361930

Ipoaykr: OKCOOPK I'XT 10/160/12,5 MI' COMP LAC-EC

I'no6anbHbIi 857262 Cepus Ne: B5565
MaTepHaJs Ne:

TecTbl TpeGoBanus PesyabTaThl

Pactropenue BancapraHa: KoHeuHoe 3aKTI0UeHHe CoOTBETCTBHE TpeboBanuaM CooTBeTCTBYET
@.CIIA, Esp. @, SIn. @,

PactBopenune: N=6 unu 12 6-12 6

PactBopenne I'mapoxnopTiasnna (cpeanee 3nauenne) He menee 80% 94 %

uepe3 30 MHHYT

PacTBopeHne: MHHUMYM - 92 %

PacTBOopeHHe: MaKCHMyM - 96 %

Pacteopenne I'napoxsiopTHasKaa: kKoHeuHoe CooTBeTcTBHE TpeGOBaHHAM CooTeeTcTBYET

3aKIIoYeHHe @.CIIA, Esp. @., Sn. .

PactBopenne: N=6 win 12 6-12 6

Crpanuua 9/ 10
HacToawuii cepTupuKaT GbL1 aBTOMATHYECKH CreHEPHPORAH.
JlanHble yTBepyIeHbl OTBETCTBEHHBIM JIHIIOM



) NOVARTIS

IIpouzeeneHo:

Hogaptuc ®apmaceiotuka C.A.
®dapmackioTukan Onepaiimns
Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne £S100100361930

Ipoaykr: SKC®OPX I'’XT 10/160/12,5 MI' COMP LAC-EC

I'nobanbublii 857262 Cepus Ne: B5565
MaTepuan Ne:

TecThl TpeboBanusn PesyabTaThl
PacTBopenne Amioaununa (cpeanee 3HadeHne) He menee 75% 84 %

yepe3 30 MHHYT

PacTBopeHHe: MUHHMYM - 83 %
PacTBOpeHHe: MakCUMyM - 86 %
PacTBopeHHne aMiIoIHNHHA: KOHEYHOE CooTtBeTcTBHE TPEGOBAHHAM CoOTBETCTBYET
3aKTI0YeHHE O.CLIA, Epp. @., fn. d.

3akal0ueHne:

Cepus cooTBeTCTBYET CrieLH(HKALMH HOPMATHBHOM TOKyMeHTaluH. HacTosmmM ynocToBepsio, 4To faHHas
uHdopMmaumsa noanuHHa M BepHa. HapaGoTka 1 aHaims cepuu NpoBepeHs! H COOTBETCTBYIOT TpebGoBaHuam GMP.

OTBeTCTBEHHOE JIHLIO: Maria Jesus Abad Herrero
Jata n Bpems: 22-02-2021 12:21:46

JInuo, BLiaaBiee cepTHPUKAT: Anna Maria Perez Montero
JLO/IKHOCTE: VnonHoMoueHHOE JTHLO
Jarta u Bpems: 24-02-2021 09:53:45

Crpanuua 10/ 10
Hacrosamuii cepTuHKaT OLLT aBTOMaTHYECKH CreHEPHUPOBaH.
JlaHHBI€ yTBEPAACHBLI OTBETCTBEHHBIM JIHIIOM



