) NOVARTIS

Beinyweno:
Hogapruc dapmacsiotura C.A,

Dapmacerorukan Onepaiinims
Ponja Cra. Mapus 158
08210 Bap6epa nen Bannec
Hcnanns

JInuensnsa Ha usrotoraenne No:
1520-E

Ceprudurat GMP Ne:
NCF/1851/001/CAT

CEPTUD®UKAT CEPUU
Ne ES100200290532

IMpoaykr:

Jlo3npoBKka / aKTHBHOCTB:

JlekapcTBeHHas ¢opma:
Tun ynakorku:

Pazmep ynakosku:
Perucrpaunonnoe
YAOCTOBEpEHHE:
Crpana HasHauenus:
[no6aabHbIil MaTepuan Ne:
JlaTa uzrotoB/eHus:
JaTa Beinycka:

CpoK roatocTtu:
Koanuectro ennuuny
MPOAYKTA:

KO-O5KC®OPXK, TABJIETKH, ITOKPBITBIE [IJIEHOYHOM OBOJIOYKOH,
5/160/12,5 MI" Ne28 - RU

AMJIOIMITHH 5 MI”

TMIPOXJIOPOTHA3ZU]L 12,5 MIT

BAJICAPTAH 160 MI'

TabJIeTKH, NOKPLITEIE TUIEHOUYHOH 060M0UKOiT

onmcrep

2 x 14 wryk

JICP-008557/10

Poccuiickas denepauns
721946

20-01-2021

24-02-2021

12-2022

20601.000 wryk

Cepus Ne: BWR31

JlaHHBIC TECTOB, TPEGOBAHUA, PE3YIBTATHI 1 3AK/IHOUEHIS IPHBEIEHBI B CIIE/LYIOLIEM cepTH(HUKaTe/cepTU(hUKATAX

Ceprugukar Ne:
IMpoaykT:

I'noGanebHblii MmaTepnan Ne:
JlokaneHbIii MmaTepuan Ne:
JaTta Bbinycka:
Tpouseoanrens:

JIMLEH3US HA H3rOTORJIEHHE:

ES100100362081

KO-3KCOOPK, TABJIETKH I[MTOKPLITBIE [TJIEHOYHOM
OBOJIOYKOW, 5/160/12,5 MI" Ne28 - RU
721946 Cepus No:

721946

24-02-2021

Hogapric dapmaceiotuka C.A.
Dapmacerotkan OnepaiimH3

Pounna Cra. Mapa 158

08210 Bapbepa nen Bannec, Henauus
1520-E

BWR31

Ceprudpurar Ne:

[MTpoaykr:

I'nobanbublil maTepuan Ne:
Jlokanenblii MaTepuam Ne;
Jarta BbInycka:
MpouseoanTein:

JIM1eH3ust Ha H3roTOBJIEH He:

ES100100361723

KCPOPXK I'XT 5/160/12,5 MI' COMP LAC-EC
857259 Cepus No: B6208
857259

23-02-2021

Hosapruc @apmackrotika C.A.

®apmacstroTHkan Onepaiiums

Pounna Cra. Mapus 158

08210 bapbepa nen Bannec

WMcnanns

1520-E

Ctpanuua 1/ 10

HacTosumii ceprudukar Gbi1 aBTOMaTHUECKH CreHepUPOBaH.
HBHHHG YTBEPKACHBLI OTBETCTBEHHbIM JIHLIOM
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Bruinyweno:

(‘) N OVA RTI1 S Hogapric ®apmackiotika C.A,

DapmaceioTrkan Onepaiums
Ponna Cra. Mapus 158
08210 bap6epa nen Bannec
Hcnanus

JInuensnn va usrotosnenne No:
1520-E

Ceptudpuar GMP Ne:
NCF/1851/001/CAT

CEPTUOUKAT CEPUU
Ne ES100200290532

Mponykr: KO-3KCPOPK, TABJIETKH, MTOKPHITHIE TNIEHOYHOM OBOJIOYKOH,
5/160/12,5 MT Ne28-RU

[nobanbubiii MaTepuan Ne: 721946 Cepust Nu: BWR31

3akno4yeHue:

HacToswnm yaocTosepsio, uto 1aHHas HHQOPMaLMs NOMTHHHA 1 BEPHA.

HaHHas cepus co3nana/ NpousBeieHa, BKIKOYAA YNaKOBKY M KOHTPOIIb, Ha BBILIEYTOMSHYTOM MECTE NIPOU3BOACTBA
B COOTBETCTBHM ¢ npaButaMu GMP JlokankHOro peryisTopHoro opraHa u crielmHKaumeii perucTpaunoHHOro
YAOCTOBEPEHUA HMIIOPTHUPYIOIEH CTPaHBLI.

HapaGorka, yrmakoBka W aHa/u3 CepHH COOTBETCTBYIOT TpeGorannam GMP.

OTBeTCTBEHHOE THLLO: Laura Cambra Aused
JaTa u Bpems: 24-02-2021 16:31:12

Tun BeITTycKa: BBIITYCK HA PEIHOK

Kommentapuu k ceprugukary:

[TocTasmuk dapmcydcTaHunm:

Bancapran: Hosaptuc I'pumctu JIta, Bennko6puranus
Amnoaunus: JI-p Pennn'c JlaGopatopuc, Muaus
['unpoxnoprhasun: Hosapruc @apma lteiin AT,
IIBeiinapus

Cpok ronuocTy B cepT(ukare 115 Sanka pageH BpeMeHn
yaep:kuBaHus danka.

HopmatuHblit nokyment: JICP-008557/10-250820

JIuuo, BbiaaBUICE cepTHHUKAT: Laura Cambra Aused
JoNKHOCT: VnonHoMoueHHOE JTHLO
JaTa u Bpems: 24-02-2021 16:31:12

Crpannna 2 / 10
Hacroswnii ceprugukar 6b11 aBTOMaTHHECKH CreHEPHPOBAH.
JlaHHbIE yTBEPHKAEHBI OTBETCTBEHHBIM THLIOM



) NOVARTIS

Ilpousseseno:

HosapTue dapmacsiotiika C.A.
®apmacsiotTukan OnepaiiHs
Ponga Cra. Mapus 158

08210 Bapbepa nen Bannec
Hcnanns

CEPTUOUKAT AHAJIN3A
Ne ES100100361723

Ilpoaykr:

Jata usrorosienus:
Cpok roavocru:

I"nodanbheiil MaTepuas Ne:

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

857259 Cepust Ne: B6208
20-01-2021 IMpoTtoxon ananusa Ne: 4130134733
20-01-2022

HopmaTtueHnasn DP_6001954 008 R 01
AOKYMEHTalH:
TecTnl TpedoBanus PesyabeTaThl

Onucanue: Gopma

Onucanue: KoJ rpaBUPOBKH

['unpoxnoptuazun

[TpononrosaTteic MBOAKOBBITYKIBIE €O COOTBETCTBYET
CKOLIEHHBIMH KpasMH  TabNeTKH,

MOKPBLITBIE TIeHOUHON ofomoukoii, 6e3

PHCKH

tucHenue «NVR» Ha onHoii ctopoHe w1 CooTBeTCTBYET
«VCL» na apyroit ctopone.

Onucanue: wBeT Oeublii CooTBeTcTBYET
Hnuna npumepHo 15 Mm - 15 MM
1upuHa npuMepHo 5.9 MM - 6,1 MM
[oanuunocts MeTonom TCX: Bancaprau CooTBETCTBYET CTAHOAPTY CooTBeTCTBYET
[MoanurHOCTL MeTOIOM TCX: CoOTBETCTBYET CTaHAAPTY CootBeTcTBYET

Crpanuua 3 / 10

Hacrosmmii ceptudukat 6bia1 aBTOMAaTHUSCKH CTEHEPHPOBAH,

L[EI.HHI:IB YTBEPKIEHBI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

Ipousseaeno:

HosapTie ®apmaceiorika C.A.
dapmacerorukan Onepaifuing
Poraa Cta. Mapusa 158

08210 Bap6epa nen Bansec

Hcnanus

CEPTUD®UKAT AHAJIU3A
Ne ES100100361723

Ha OCHOBaHMH 3as5BJIEHHOTO COJepkKaHNA
BasicapTaHa MetonoM BDIKX

[Mpoaykr: SOKC@OPX I'XT 5/160/12,5 MI' COMP LAC-EC

['no6anbHbIii 857259 Cepust No: B6208
Martepuaj Ne:

Teetwl TpeGoBanus PesyabraTsl
IMonnunHOCTL MeTomOM TCX: AMIOAHTTHH CooTBeTcTBYET CTaHAApTY CoorsercTByeT
[oanusHocTs MeTogoM BOXKX: Bancapran CooTBeTCTBYET CTaHAapTy CooTterercTryeT
[lopmrsocTs MeTotoM BOXKX: I'napoxnoptuasun  CooTBETCTBYeT CTaHAapTy CooTBeTcTBYET
[MomnuHHocTs MeTonoM BOXKX: AMnoaunun COOTBETCTRYET CTAHAAPTY CooTeeTcTBYET
Bona He 6onee 4,5 % 2,5%
ITocToponnue MpUMecH NpoIyKT THAPONH3a He 6onee 0,2 % <0,1%
Bancaprana Ha OCHOBaHHH 3asBIEHHOTO

colepskanug Basicaprana metoaoM BOJKX

[TocTopoHHue npuMecH, HenaeHTHUIMPpOBaHHEle, He Gonee 0,2% <0,1%

Crpanuua 4/ 10

Hacrosiwmii ceprudukar Gbi1 aBTOMaTHYECKH CreHEPHPOBAH.

HaHHh[€ YTBEPIKAECHBI OTBETCTBEHHLIM JIMLIOM




H NOVARTIS

ITponzeeneno:

Hosaptuc @apmacsiotuka C.A.

dapmaceiotrkan Omn
Ponna Cra. Mapus 1

epaiuIn3
58

08210 Bap6epa pen Baiec

Hcenanms

CEPTUD®UKAT AHAJIU3A
Ne ES100100361723

[MpoaykT: DKCPOPK I'XT 5/160/12,5 MI' COMP LAC-EC

Fnobanensii 857259 Cepus Ne: B6208
maTepuan Ne:

TecTbl TpeboBauus PesyaeTarsl
SUS5683 Ha ocHOBaHMH 3aABIEHHOTO COAEPKAHNS He 6omnee 0,4% <0,1%
ruapoxiopoTHasuia Metogom BOYKX

llocTopoHHHE NPpUMECH e IMHHYHbIE He 6onee 0,2% <0,1%
HEeUIEHTHOUUNPOBAHHbLIE HA OCHOBAHHH 3asBJICHHOTO

COIepPIKaHHs rHOPOXJIOpoTHA3HIA MeToloM BDIKX

ITpumeck D na ocHoBaHuH 3asBJIeHHOTO comepxanus  He Gonee 0,5% <0.1%
aMmyoaunuHa Metonom BOIKX

[Toctoponnue npumecH, Hecielnduueckne, Ha He donee 0,2% <0,1%
OCHOBAHWH 3asBJIEHHOTO COTEPKAHUS AMIIOIMTTHHA

meToaoM BOIKX

Cymma Bcex npumecei metogom BIKX He donee 1,0% <0,1%
KonmuecTseHHoe onpeaenenne metogom BOIKX; 95,0 - 105,0% 98.8%
Bancapran

Ctpanuua 5/ 10

Hactoaumit cepTiduKaT Obl1 aBTOMATHYECKH CIEHEPHPOBaH.
JlanHble yTBepsKAeHbl OTBETCTBEHHbBIM JIMLOM




> NOVARTIS

Ilpousseneno:

Hosaptue ®@apmacesiotuka C.A.
dapmacstoTikan Onepsiins
Ponza Cra. Mapus 158

08210 Bapbepa nen Bannec

Hcnanusa

CEPTUO®UKAT AHAJIU3A
Ne ES100100361723

3aK/TIOYECHHE

OnxopoaHoCTs 103MpoBaHus Bancaprana: koHeunoe — CooTBETCTBYeT — TpeGoBaHHAM

Esp. @., ®. CLLIA u fn. @,

[MpoaykT: DKCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

CnobanbHbIii 857259 Cepns Ne: B6208
MaTepuan Ne:

TecTnl Tpebosanns PesyabTaThl
KonuuectBennoe onpeaenenne metogom BIKX: 95,0 - 105,0% 99,0 %
["uapoxnoprhasua

KonuuectBenHoe onpenenenne metoaom BIXX: 95,0-105,0% 100,3 %
AMIOINMHH

OnnoponHocTs go3uposanua: N= 10 umu 30 10-30 10
OnHopoaxocTh j03upoBaHHA Basicaprana: cpenmee - 101,2 %
3HauUeHHe

OIHOPOIHOCTEL JO3UPORAHUA: MUHHMYM - 99,6 %
OHOPONHOCTL JO3HPOBAHHA: MAKCHMYM - 101,9 %
OAHOPOAHOCTB O3HPOBAHMS: NIpUeMiemMas Besliuuna  He Gonee 15,0 1.7

CooTBeTCTBYET

Crpannma 6 / 10

Hacroswuii ceprudmrar Gb11 aBTOMATHUECKH CreHEpUPOBaH.
JlanHple yTBEpAKIEHBl OTRETCTBEHHBIM JIHLIOM




) NOVARTIS

IMpoussenexo:

Hosapric ®apmacsiotika C.A.
dapmaceroTrkan Onepaimns
Pouna Cra. Mapus 158

08210 Bapdepa nen Bannec

Hcnanus

CEPTUOUKAT AHAJIU3A
Ne ES100100361723

CpeoHEe 3Ha4YeHHe

IMpoaykT: OKCPOPK I'’XT 5/160/12,5 MI' COMP LAC-EC

I'1obaneHeIii 857259 Cepua Ne: B6208
MaTepuas No:

TecTsl TpeGoranus PesyabTaTh!
OnHoponHoCTh f03upoBanus: N= 10 unn 30 10-30 10
OnHopoaHOCTh JIO3UPOBAHHA - 101,3 %
TUAPOXJIOPTUHA3HIA: CPEIHEE 3HAUCHUE

OnHOpPONHOCTb 103MPOBAHHS: MHHHMYM - 99,5 %
ORHOPOIHOCTE NO3MPOBAHNA: MAKCHMYM - 102,1 %
OIHOPOAHOCTE 103HPOBAHHA: NIPHEMIEMAas He 6onee 15.0 1.9
BE/IMUNHA

OnHOPOAHOCTL A03HPOBAHMS CootsercTByeT Tpebopanusm Ep. CooTBeTcTBYET
THAPOXJIOPOTHA3HAA: KOHEYHOE 3aKIII0YeHHE @., ¢. CLIA u An. .

OnHopoaHOCTh fo3upoBaHus: N= 10 uan 30 10-30 10
OnHOpONHOCTL  103UPOBAHMA  aMJIOAMMHHA; - 102,2 %

Crpanuna 7/ 10

Hacroswumit cepTudukaT 66171 aBTOMAaTHUYECKH CT€HEPHPOBAH.
JlaHHbIC YTBEPKIACHBI OTBETCTBEHHBIM JIHLIOM




> NOVARTIS

[Tpousseseno:

Hograpruc ®apmaceioruka C.A.
MapmackioTukan OnepaiiiHg
Pounna Cra. Mapus 138

08210 BapGepa aen Bannec

Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100361723

IMpoaykr: OKCDOPIK I'XT 5/160/12,5 MI' COMP LAC-EC

I'no6anbHbIii 857259 Cepus No: B6208
marepuan Ne:

Teernl TpedoBaHus Pe3ybTaThl
OnHOPOAHOCTE NO3HPOBAHHS: MUHHMYM - 100,5 %
OIHOPOAHOCTL 103UPOBAHHA.: MAKCHMYM - 103,2 %
OaHOpPOAHOCTE JO3HPOBAHHA: MPHEMIEMAs He Gonee 15.0 2,6
BEJIMYHHA

OIHOPOIHOCTE NO3MPOBAHNS AMJIOIHITHHA: CootsetcTByeT Tpebosanuam Esp. CooTBeTcTBYeT
KOHEYHOE 3aKTHoUeHHE ®., d. CIIA n An. ©.

PactBopenne: N=6 unu 12 6-12 6
Pacteopenne Bancaprana (cpentee sHayeHme) He menee 80% 95 %

yepes 30 MUHYT

PacTBopeHHE: MUHUMYM - 93 %
PactBopenne: MakcumMym - 96 %

Crpanuua 8 / 10

Hactosumii ceptudmkar Gbl1 aBTOMATHUECKH CreHEPHPOBaH,

JaHHble YTBEPKAEHblI OTBETCTBEHHBLIM JIHLIOM




) NOVARTIS

Mpousseneno:

Hosaprue ®apmacsiotika C.A,
DapmacsroTrkan Onepaiins
Ponna Cra. Mapus 158

08210 bapbepa nen Bannec
Henanns

CEPTU®UKAT AHAJIU3A
Ne ES100100361723

Iponykr: SKCOOPX I'XT 5/160/12,5 MI' COMP LAC-EC

I'nobansherii 857259 Cepust Ne: B6208

MaTtepHaJs Ne;

TecThl Tpeboanus Pe3ybTaThl

Pacteopenne Bancaprana: konedHoe 3akmoverHe CooTgeTcTBHE TpeboBaHuaM CoOTBETCTBYET
@.CIIA, Egp. @, Sn. d.

Pacteopenne: N=6 unu 12 6-12 6

Pactsopenne I'mapoxnopruasuaa (cpeanee snauenne) He menee 80% 95 %

depes 30 MUHYT

PacTBopenne: MiuHIEMYM - 93 %

PacTtBopenye: MakcHMym - 97 %

Pacteopenue Tnopoxiopruasuaa; KoHeuroe CooteercTBHe TpeboBaHuIM CootBetcTBYET

3aKJIroYeHue @.CILIA, Esp. @, Sn. @,

Pacteopenne: N=6 wiu 12 6-12 12

Crpanuua 9/ 10

Hacrostunii ceprugukar 6u11 aBTOMaTHYSCKH CreHEpHpPOBaH.
Hanuple yTBepKAEHLI OTBETCTBEHHBIM JIHLOM




> NOVARTIS

Ilpousseneno:

Hogaptuc dapmacsiotuka C A,
DapmacstoTrran Onepaituiza
Ponna Cra. Mapus 158

08210 bapbepa nen Bannec
Henanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100361723

[MpoaykT: SKCPOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

[no6anpHblif 857259 Cepns No: B6208
martepHas Ne:

TecThl TpeGoBaHus PesyabTaThl
PacTeBopenne AmnoannuHa (cpeiHee 3naueHue) He menee 75% 79 %

yepe3 30 MUHYT

PacTBopeHne: MUHUMYM - 77 %
PacTBopenne: Mmakcumym - 82 %
PacTBopeHHe aMI0IMITHHA: KOHEUHOE CooTBeTcTBHE TPeOOBAHUAM CooTBeTCTBYET
3aKJIIOYEHHE @®.CILUA, EBp. @, Sn. @.

3akiodeHue:

Cepus cOOTBETCTBYET CTIEUH(DUKALIMH HOPMATHBHOI JOKYMEHTALMH. HacTOSIMUM Y0CTOBEPSIO, UTO NaHHAs
uHhopmMalma MoANuHHa U BepHa. HapaboTka 1 aHaIH3 CepHH NPOBEPEHbI H COOTBETCTRYIOT Tpeboranuam GMP.

OTBeTCTBEHHOE JINLO: Maria Jesus Abad Herrero *
Jata u Bpemsn: 29-01-2021 10:26:22

JInuo, BbIAaBLIECE cepTHRHKAT: Laura Cambra Aused
HonxHocThb: VnonHoMoueHHOE THLO
JlaTa u Bpems: 23-02-2021 09:17:47

Crpannua 10/ 10
Hactosumii cepTudmkat Obll aBTOMaTHUECKH CTEHEPHPOBaH.
JlaHHBIE YTBEP:#K/IEHEI OTBETCTBEHHBIM THLOM



