Boinyuteno:

(‘) N O VA RT I S Hogapruc HOpronnepu 34912 Kyptkoit

Crambyn, Typuus
Jlnuen3us na nirotosiaenne Ne
2004/14
Ceprupnrar GMP Ne:
GMP30937/340471-0007

CEPTUD®UKAT CEPUH
Ne TR100200089212

Mpoaykr:

Jo3upoBka / AKTHBHOCTb:
Jlekapereennas dopma:
Tun ynakoskH:

Pa3Mep ynakoBKH:

PY:

CaodanbHbII MaTepHa N
JlaTa u3roToBJAeHHUA

HdaTa BeInycKa:

CpoK roaHocTH:
KosnuecTBo eIMHHLL MPOAYKTA:

BOJILTAPEH
IUKJIODEHAK HATPUH 25 mr
TabneTKa, MOKPHITas KMLIEYHOPACTBOPHMOH 08010uKO#
baucrep
3x10 Tabnetok
ITNO015266/01
719042 Cepus Ne: KU628
22-02-2020
26-03-2020
31-01-2023
18750.000 wTyk

JlanHeie TecToB, TpeGOBaHHA, Pe3y

NBTATHI M 3aKTIOYEHHA NPHBEIEHE B CeIyIoleM cepTHdHKaTe/cepTu(nKaTax:

Ceprudukar Ne
IMpoaykr:

I'nobansHbIil MaTepHan Ne
JlokaJbHBIH MaTepua Ne
JlaTa BeInycKa:
[IpousBoanTeb:

JluueH3ust HA U3roTOBJIEHHE:

TR100100060283
BOJIbTAPEH 25 MI TafneTku, MOKpbIThE KHILIEYHOPACTBOPUMO#i 060/109KOH
—FoC
854216 Cepua Ne KO0076
854216
11-03-2020
Hogapruc [0pronnepu 34912 Kyprroii
CramOyn, Typuns
2004/14
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Hacrosiuuii cepTHdUKaT Obl1 ABTOMATHYECKH CreHEPHPOBAH,

HaHHbIE YTBEpIKIAEeHbLI OTBETCTBEHHBIM JIMLIOM.




Beinymeno:
(’) N O VA RT l S Hogaptuc FOpronnepu 34912 Kyptkoii
Crambyn, Typuus
Jlunensun Ha n3roTosienne Ne

2004/14
Ceprudpurar GMP Ne:

GMP30937/340471-0007

CEPTU®UKAT CEPUU
Ne TR100200089212

IMpoayxr: BOJIbTAPEH 25 MI' tabneTku, MOKpPBITHIE KHILIEYHOPACTBOPHMOii 060s10uKoit — FoC
Inodanbublii maTepnan Ne: 719042 Cepus Ne KU628
3akaouenue:

HacTosiumm ya0CTOBEpAID, 4TO 1aHHas HHDOPMALIHA MOLNHHHA W BepHa, JlanHas cepus co3nana / mpou3reaeHa,
BKJIKOHAA YIIAKOBKY H KOHTPOJIb, HA BbILLIEYTIOMAHYTOM MeCTe MPOH3BOACTEA B COOTRETCTBHH C MpaBUJIaMH GMP
NOKANBEHOTO PErYJIATOPHOrO OpraHa H cnelH(pHKaUHeH perHcTpalHOHHOTO YI0CTOREPEHHS UMITOPTHPYIOLIEH
CTpaHsl,

HapaGoTka, ynakoBKa M aHaIH3 CePHH COOTBETCTBYIOT TpeGosannaym GMP,

OTBeTCTBEHHOE JINLO; Feryal Afsar
Jara u Bpemsi: 26-03-2020 20:31:03

KommenTapun k ceprudukary

(PapmauesTHueckas cyOcraHuns JuknodeHak HaTpus

IMpounssoantens papm. cyderanumu: Hosaptic ®apma Lteiin AL L sefiuapus
Anpec: Schaffhauserstrasse, 4332 Stein, Switzerland

H/I nomep: ITN015266/01-160811 Hawm. 1-3

Jlnuo, BeinaBmIee cepTHdHKAT: Feryal Afsar
JoskHOCTB: Senior Quality Operations Coordinator
Harta u Bpemsi: 26-03-2020 20:31:03

Crpanuua 2/6
Hactoaumii ceprudukar Obin aBTOMATHYECKH CreHEPHPOBAH.
HGHHbIe YTBCPKACHLI OTBETCTBEHHBIM JIHLIOM.



Uy NOVARTIS

Ipousseneno:

Horaptuc FOpronnepu 34912 Kyptkoii
Crambyn, Typuus

CEPTUDOUKAT AHAJIU3A
Ne TR100100060285

[Mpoaykr: BOJIbTAPEH 25 mr, Tab1eTKH, NOKPBIThIE KHLIEUHOPACTBOPHUMOI 06010uKoi - FoC
Cnobanbubii maTepnan Ne: 854216 Cepus Ne: K0076
JlaTa u3roToBJIeHHs: 22-02-2020 [TpoTokon anaausa Ne: 4150114525
TecTuur moHorpad: DP 3747862 022 R 2
Tectnl TpeboBanus PesyabTaTh!
Onucanne BU3yansHo: Gopma Kpyrnele 1BosSKOBLIMYKIIbIE CO CooTBeTcTBYET
CKOLUEHHBLIMH KPasMH
Onucanue BU3YaNbHO: LBET HKeéntei CoOTBETCTBYET
OnHcaHHe BU3YaJbHO: KO MPaBHPOBKH Ha onHo#i cTopoHe rpaBHpOBKa CoOTBETCTBYET
“CG”, na apyroii — “BZ”.
[MommunocTe MeTonom TCX: duknodenak COOTBETCTRBYET CTAHIAPTY COOTBETCTBYET CTAHIAPTY
HaTpH#/ aKTHBHAs cyDCTaHIMs CpaBHEHUA cpaBHeHUs
[Monnuunocte Metomom BOIKX: Huknodenak  CooTBeTCTBYET CTaHAapTy CooTBeTCTBYET CTAaHIAPTY
HaTpHs / aKTHBHAs cyOCTaHLms CpaBHEeHHA CpaBHEHHA
KonuuecteeHHoe onpeneneHue METOIOM 95,0 - 105,0% 100.9 %
B2XKX: luknodenak HaTpus / akTHBHAs
cybcTaHuMA
OcTtaTouHble OPraHUYEcKHe PacTBOPHTENH: He 6onee 0,5% 0.1%
DTaHon
Ocrarounsle opranuueckue pacteopurenu: 2-  He Gonee 0,5% <0.1%
MpomnaHos
Crpanuua 3/6

Hacroswui cepruuKkaT 6b11 aBTOMATHYECKH CreHepHPOBaH.
JlaHHble yTBep K/IeHbl OTBETCTBEHHBIM JIHLIOM.



U) NOVARTIS

Ilponssenexo:

Hogaptuc HOpronnepn 34912 Kyprkoii
Crambyn, Typuus

CEPTUD®UKAT AHAJIU3A
Ne TR100100060285

IIpoaykr: BOJIbTAPEH 25 mr, TabneTkd, NOKpbIThIE KHILIEYHOPACTBOPHMOI 000N0YKOH -
FoC

["nobankHelil MmaTepuan Ne: 854216 Cepusn Ne: K0076

TecTel TpeGoBaHus PesyasTaThl

IMocToponnue npumecn Mmetogom BIIKX: GP 45828  He Sonee 0,2 % <0.05 %

OTHOCHTEJ/IBHO 3@51BJIEHHOTO KOHYECTBA
BOJIbTAPEHA / aktusnoii cyGcTaHunm

[TocToponnue npumecu metonomM BOIKX: apyrue He Sonee 0,2 % <0.05 %
MOCTOPOHHME MPUMECH OTHOCUTEJILHO 3asBIEHHOIO

konnuectsa BOJIbTAPEHA / aktuBHO#M cyGcTaHUun

IMTocToponnne npumecH metogoM BOMX: cymma He 6onee 0,5 % <0.1 %
MOCTOPOHHUX MPHMECEH OTHOCUTENBHO 3a8BJIEHHOTO

ronnuectsa BOJIbTAPEHA / aktueHo# cyGeTaHnm

OIHOPOAHOCTD A03UPOBAHUS 10 - 30 10
BOJIbTAPEHA/akTHBHO# cy6cTaHLUMH METOAOM

B2XKX: n=10 unn 30

OnHOPOAHOCTL A03MPOBAHHSA - 99.7 %
BOJIbTAPEHA/akTHBHOI cyBcTaHLMKM METOIOM

B2JKX: MUHUMYM

OnHOPOAHOCTH A03HPOBAHHS - 97.9 %
BOJIbTAPEHA/akTHBHO# cyGcTaHUMKU METOIOM

B2KX: MmakcumMym

OnHOPOAHOCTL A03HPOBAHHS - 101.3
BOJIbTAPEHA/akTHBHOH cyOCTaHUHH METOIOM

BOXKX: crannapTHoe OTKIOHEHHE

OnHOpOJHOCTE JO3HPORAHHMA He Gonee 15,0 3.0
BOJIbTAPEHA/akTHBHOI1 cyGcTanuu METOAOM

B2XX: npuemnemas BenuumnHa

OnHOpPOAHOCTb N03HPOBAHHSA Cooteercreue TpeboBaHnAM  COOTBETCTBYET
BOJIbTAPEHA/akTHBHO# cyGeTaHumnl MeToaoM Egp. @. u &. CIIIA

BO7KX: koHeuHOe 3aKto4eHHe

Pacteopenne BOJIbTAPEHA/aktueHO# cyGctanumn 6 wim 24 6
MeTooM Y@ yepes 120 MUHYT B KeNyA0UHOM COKE:

n=6 unu 24

Pacteopenne BOJIbTAPEHA /aktugsHoii cy6etanunu  He Gonee 10 % 0%
meTonom Y@ yepes 120 MUHYT B XKeTYAOYHOM COKe:

cpeHee

Crpanunua 4/6
Hactoawmii ceprudukar Obi1 aBTOMATHYECKH CrEeHEepHPOBaH.
ﬂaHHb[e YTBEPAKACHbLI OTBETCTBEHHBIM JTMLIOM.




) NOVARTIS

ITponsBeaeHo:

Horapruc FOptonnepu 34912 Kyprko#
Crambyn, Typuus

CEPTUDOUKAT AHAJIU3A
Ne TR100100060285

ITpoaykr: BOJIbTAPEH 25 mr, TabneTku, NOKpPBIThIE KHLIEYHOPACTBOPUMO# 060n04Koil - EC
[ro6ansubIil MaTepnan 854216 Cepus Ne: K0076

Ne:

[ Tectwr TpeGosannsn PesyabTaThl
Pacreopenne BOJIbTAPEHA/akTHBHOI - 0%

cyberanunu meronom VO uepes 120 MHHYT B

JKEJTYZIOUHOM COKE: MHHHMYM

Pacteopenne BOJIbLTAPEHA/akTHBHOi - 0%
cyberaHumn metonom Y@ uepes 120 MUHYT B

JKEITYIOYHOM COKE: MAKCHMYM

Pacreopenne BOJIbTAPEHA/akTuBHOIT CornacHo TpeboBaHuAM CooteetcTBYET
cyOcraHumun metonoM Y@ yepes 120 MUHYT B npuemnemoctu Egp. @., @.

JKENYI0OYHOM COKE: KOHEYHOE 3aK/II0UeHHE CLIA

Pacteropenne BOJIbTAPEHA/akTuBHO# 6 unu 24 6

cybcTaHunu Metonom Y@ vepes 120 MuHyT B

AKEJIYL0YHOM COKE M yepe3 45 MHHYT B KHIIIEYHOM

coke: n=6, 12 unu 24

PactBopenue BOJIbTAPEHA/akTiBHOIi He menee 75 % 97 %
cyGeranunu Metonom Y@ uepes 120 MUHYT B

HKENYNOYHOM COKE H uepe3 45 MHHYT B KHLIEYHOM

COKe: cpeaHee

Pacteopenne BOJIbLTAPEHA /akTugHO# - 91 %
cyberanuun metojom Y@ vepes 120 MunyT B

JKENTYTOUHOM COKE M yepe3 45 MUHYT B KULLIECYHOM

COKE: MHHUMYM

Pacreopenne BOJIbTAPEHA/akTHBHOM - 105 %
cyberanunu metonom YO yepes 120 MuHYT B

KETYA0YHOM COKE M uepe3 45 MHHYT B KHLIEUHOM

COKE: MaKCHMYM

Crpanuua 5/6
Hacrosuwmii ceprudukar Gbin aBTOMAaTHUECKH CTeHepHPOBaH,
JlanHble yTBEPIKACHb! OTBETCTBEHHBIM JIHLIOM.



) NOVARTIS

IMpousseneno:

Hoeapruc Opronnepu 34912 Kyprkoii
Crambyn, Typuus

CEPTUDUKAT AHAJIU3A
Ne TR100100060285

Mpoayxr: BOJIbTAPEH 25 mr, TabneTkH, MOKPEITEIE KALLEYHOPACTBOPHUMOI obonoukoii - EC
I'moGanbnelit matepuaa Ne: 854216 Cepus Ne: K0076

PactBopenne BOJIbTAPEHA/akTHBHOM CornacHo TpeGoBaHHAM CooTeeTrcTBYyeT

cybGcranunu MetonoM YO uepes 120 MUHYT B npruemnemoctu Epp. @., O.

JKEJTYIOYHOM COKE: KOHEYHOE 3aKITiueHHe CLIA

OB6uee yncao a3podHBIX MUKPOOPraHH3MOB He Gonee 1000 KOE/r <100 KOE/r

Obwiee KOMHYECTBO IPOAIKEBBIX M NNIECHEBBIX He Gonee 100 KOE/r <10 KOE/r

rpuboB

Mukpoopranusmel Escherichia coli He onpenensem B 1 1 He onpenensiem
3akaouenne;

Cepus cooTeeTcTBYET CrieUH(HKALMM HOPMATHBHOH 10KyMeHTalund, HacToAumM yIoCToBepsio, 4To JaHHaA
uHbopmauus noanuHHa M Bepha. HapaboTka 1 aHa/M3 cepii MpoBepeHbl U COOTBETCTBYIOT TpeboBanuam GMP.

OTBeTcTBeHHOE JIHLO: Serem Dusmez Durmaz

Hdata u Bpemsi: 11-03-2020 14:53:45

OTBETCTBEHHOE JINILO: Serem Dusmez Durmaz

JIOJTKHOCT B! Senior Quality Control Team Coordinator
JlaTa v Bpems: 11-03-2020 14:53:45
Crpanuua 6/6

Hacrosiuinii cepruuKkaT b1 aBTOMAaTHYECKH CTEHEPUPOBaH.
ﬂaHHbIe YTBEPKAEHBI OTBETCTBEHHbIM JIHLIOM.



