Brinymeno:
(’) NO VART IS Hogapruc Opronnepu 7

34912 Kyprkoii
Cram6yn
Typuus

Jnuensusn na wirorosenne Ne
2004/14

Ceprudnkar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUM
Ne TR100200107779

Ipoaykr: BOJIbTAPEH
Ho3nposka / AkTHBHOCTL : HHUKJIIO®EHAK HATPHS 25 mr

Jlekapersennan thopma: Tabnerka, NoKpritas KHIIEYHOPACTBOPUMOIT 0G0 N0uK o

Tun ynakosku: Bmucrep

Pasmep ynakoskn: 3x10 Tabnerok

PYy: IIN015266/01

Crpana naznavyenns: Poccuiickas ®enepaums

I'nobankubrii MaTepuan Ne 719042 Cepus Ne: KEH31
Hara marorosnenns 08-12-2021

Hata Brinycka: 24-12-2021

Cpoxk roanocru: 11-2024

Kouanuecrso eqnnny np OAYKTA: 28875.000 wryk

HanHbie TecTos, TpeGoBaHus, pesybTaThl 1 3AKJIOUCHNA NPUBENEHEI B ClIEyIOLEM cepTH(HKare/cepTuduKaTax:

!Eep'mdmxa'r Ne TR10010006672]
Hpoaykr: VOLTAREN (BOJIBTAPEH) ECT 25MG (YM) - FoC
Inobaneueiii marepuan No 854216 Cepus Ne K0086
Joxanbubiii maTepnan Ne 854216
lara Brinycka: 24-12-2021
IMpoussoauTens: Hoeapruc IOpionnepn

34912 Kyprxoii

Cram6yn

Typima

ullmemnﬂ Ha H3roToBJieHHe: 2004/14

Crpannua 1/7

Hacroamuii ceprudpmxar 6in ABTOMAaTHYECKH CT'CHEPHPORAH, Doty sgnea by 2yvancva
Anna
Mlannbie yTBepskaeHE! OTBETCTREHHBIM JIHLOM, DN ck-com deanovat
P Zyryano =iz

n=Zyryanovs Anna
Va A n n r:::::m Aposepuna

Date: 2022.02.28 09:54:53
0300




Beinymeno:
Hogapruc IOpronnepu
34912 Kyprkoit
Cram6yn
Typuns

JInuensus na H3roTOB/IeHHe No
2004/14

Cepruduxar GMP Ne:

TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200107779

U NOVARTIS

Hpoaykr: BOJIbTAPEH

I'no6anbuwrii MaTepuan Ne: 719042 Cepus No

3akmouenye:

OTBeTcTRennOE THIO: Ilayda Ozer
aTa u Bpems: 24-12-2021 20:31:23

Tun penumza: BBIIYCK Ha PbIHOK

Jluno, erizaBuiee ceprudukar: Ilayda Ozer

Hosnkuoctn; Quality Operations Coordinator

Hata n Bpems: 15-02-2022 14:59:33
Crpanuua 2/7

Hacroamuii cepTHdHKAT GBI aBTOMATHYECKH CreHepUpoRBaH,
HaHHEle yTRep#nenn! OTBETCTBEHHEIM JIMLIOM.




Brinymeno:

(') NOVA RTIS Hosapruc IOpronnepu

34912 Kyprxoii
Crambyn
Typuns

JInuensus HA H3roTOBJ/ICHHE Ne
2004/14

Ceprupurar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUH
Ne TR100200107779

Ilpoaykr: BOJIbTAPEH

Cnobaneubiii marepuan Ne: 719042 Cepna Ne KEH31

KommenTtapun k cepTHhHKATY:

Cornacho BHyTpeHHHM fpouenypam B npouecce ynakoeku cepus K0086 6bia nepeuMeHoBaHa B cepuio KEH3 1,
Taxum obpazom, CoA ceprudmkara cepun KO086 npumennm nas cepun KEH31.,

Cpox roanoctn: 30.11.2024

®apmauerTHueckas cyGeranima Huknodenak narpus

Iocraemmk papm. cy6eranumm: Hosaptuc dapwma Llreiin AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(Iseiinapus).

TponyxT npomapkuposan B cootreTcrsuy ¢ IT N015266/01-160811 uawm. 1-3, 5-7. IlpomykT ynakopan B
cooTreTcTBHH ¢ [T N015266/01-160811 mam. 1-3, 5-7.

Kacarensno nponymeposannoro 3anpoca Ha usmenenue CR-0000018153, anpec TIPOH3BO/ICTREHHOTO caiita Gyner
obHosneH B SAP rnobansHoii komanno#i MT nocne opo6penus BHEIPEHHsA BCEMH CTPaHaMH,

Hpennosxennsiii anpec: "Yenisehir Mahallesi Ihlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
NPOU3BOACTBEHHON Mmiowanku “Novartis Urunleri 34912 Kurtkoy Istanbul” skeusanenten

"Hosaptuc Carnuk Tupa se Tapum IOpionnepn Canaiin pe Tukaper A.C.., Typuus,

Yenisehir Mahallesi, Thlara Vadisi Sokak,No:2, 34912, Pendik, Istanbul,

Turkey"

Crpanuua 3/7
Hacrosmnii cepruchnkar 61in ABTOMaTHYeCKH CreHEpPHpPOBaH,
HanHbie yTBepskeHb! OTBETCTREHHBIM JIHLIOM,




L

) NOVARTIS

Ilponseencno:
Hosaprtuc IOpronnepu

34912 Kyprxoii
Cram6yn

Typuus

CEPTH®UKAT AHAJIU3A
Ne TR100100066721

’Fponym:

JlaTa u3roToBnenus:
Bpems xpanenns 6anka:
Tecrunr monorpad:

I'no6anbuerii MaTepuan Ne:

VOLTAREN (BOJILTAPEH) ECT 25MG (YM) - FoC

854216 Cepus Ne: K0086
08-12-2021 IIpoTokon ananuza Ne: 4150640642
08-12-2022

DP 3747862 022 R 2

Tecrnr TpeGosanus PesyabTaTh

Onucanue: uger Kenteiit Cooteerctayer

Onucanne: dopma Kpyrasle neosikosbInyknbie co Cootsercreyer
CKOINEHHBIMU KpasMH

Onucanue: Koa rpasupoBku Ha oznoii cropone rpaeuposka Cootsercreyer

“CG”, na apyroii — “BZ”.

Hopnuunocts Meronom TCX: Huxnodenak CootserctByer cranmapry Cootsercrayer
HaTpus CpaBHEHHsI

Ioanmuunocts Meronom BIKX: Auknopenak  Coorrercreyer CTaHAapTy Cootserctryer
HaTpHs CpaBHeHHs

IMoctoponnue npumecu Metonom BIXKX: GP He Gonee 0,2 % <0.05 %

45828 orHOCHTENLHO 3asiBNEHHOrO

KOJIHYECTBA AUKO(EeHaKa HATpHs

Ilocroponnue npumecn Metomom BIXKX: He 6onee 0,2 % <0.05 %
KaXA0H HEMAEHTH(HLMPOBAHHOM [IPUMECH

OTHOCHTENBHO 3aABJICHHOrO KOJIMYECTBA

AuKnodenaka Hatpus

Crpanuua 4/7

HacToaumii cepTrukar Gbu1 aBTOMaTHYECKH CreHEPHPOBaH,

ﬂaHHbIe YTBEpXIEHb! OTBETCTBEHHBIM JIHLIOM.




=
() NOVARTIS

IlpousBeneno:
Hogapruc I0pronnepn
34912 Kyprkoii

Crambyn
Typuus

CEPTHUO®UKAT AHAJIN3A
Ne TR100100066721

Mponyxkr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) — FoC
I'no6anbHblii maTepuan Ne: 854216 Cepus Ne: K0086

| Tecrnt TpeGosannsn PesyanTaTh
Iocroponnue npumecn meronom BIXKX: cymma He 6onee 0,5 % <0.1%

TTIOCTOPOHHHX NpHUMecel OTHOCHTENEHO 3a8BACHHOIO
KOJIMYECTBA IMKIIO(eHaKa HaTpus

Konuuectrennoe onpenenenne MeTomom BIXKX: 95,0 - 105,0% 97.9 %
HMuknodenak Hatpus / akTueHag cybcTanLms

OcrarouHsle oprannyeckne PAcTBOpHTENH: DTaHOJ He Gonee 0,5% 0.1%
Ocrartounsie oprannyeckne pacTBopuTeny: 2- He 6ozee 0,5% 0.1%
npornaHon

OnnoponHocts noznposanus: n=10 wu 30 10 -30 10
OnHoposHocTs 103MpoOBanHus: cpenHee - 96,2 %
OnHopoaHoCTE 103MpoBaHus: MHHHMYM - 95,8 %
OnHopoasocTs: Makcmym - 96,7%
Crtpanmua 5/7

Hacroswmit cepruduxar 6uin1 asromatiuecky CreHEPHPOBAH.
JlaHHbIe yTBEPKIEHbI OTBETCTBEHHBIM JTHLOM.




m) NOVARTIS

IIponssencno:

Hograpruc KOpronnepu

34912 Kyprtkoii
Crambyn
Typuus

CEPTHO®UKAT AHAJIU3A
Ne TR100100066721

Mpoaykr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) — FoC
Ino6aneuenii marepuan Ne: 854216 Cepnsa Ne: K0086
Tecthl TpeGosanus PesyasTaTh
OnnopoaHocTs 103upoRaHus: npHememas He 6onee 15,0 3,0

BENMYHHA

OnHopoaHocTs 103MpoBaHms MeTomom BIYKX: CootrercreHe TpeGoBannaM Cooteercrayer
KOHEYHOE 3aKJIloueHHe Eep. ®@., ®. CLIIA u fAn.d.

Pactropenue: n=6 wam 24 6-24 6

Pacteopenue muknogenaka narpus meromom VO He meHee 75 % 98 %

depe3 120 MUHYT B JKeny104HOM COKe H yepes 45

MHHYT B KHLIEUHOM COKE: CpeJlHee

PacTropenue: MuHMMYM - 94 %
PacteopeHue: Makcumym - 101 %
Pacreopenne: koHeuHoe 3akmovenue CornacHo TpeboraHHAM CoorsercTryer

npuemiemoctu Erp. ®. unu
®. CILIA

Crpannua 6/7

Hacroammuii cepruduikar 6b11 aBToMaTHueCKH CrEHEPHPOBaH.

ﬂaHHb]E YTBEPKACHBI OTBETCTBEHHBIM JIMLIOM.




) NOVARTIS

IIponseeneno:
Hogapruc IOpronnepu
34912 Kyprkoii

Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
i Ne TR100100066721

IIponykr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) - FoC
I'nobanbueiii matepnan 854216 Cepua Ne: K0086
No:
" Tectnt Tpebosauus PesyantaT
Pactropenue: n=6, 12 umyi 24 6-24 6
Pacteopenne nuknogenaxa HaTpHs metonom V&b He 6onee 10 % 0%
uepes 120 MUHYT B xeny1ouHoM coke: cpeliHee
Pacteopenne: Mmunumym - 0%
PactBopenue: makcumym - 0%
Pacteopenue: koneunoe sakmouenne Cornacho Tpeborannam Cooretcrayer
npuemaemoctu ®. CLIA u
L Eep. @.
3aknouenne:
Cepns cootserctByer cneungukarm HOPMaTHBHOI#i nokymentaumu, Hacrosmmm Y/I0CTOBEPAIO, YTO NaHHas
MHGOpPMALNA IOATHHHA 1 BepHa. HapaGoTka u aHanus cepuu TNIPOBEPEHDI H COOTBETCTBYIOT TpeboBaHuam GMP,

OTBercTBeHHOE THIIO; Serem Dusmez Durmaz
Harta n Bpems: 22-12-2021 14:43:40
OTBercTBeHHOE NHIO: Serem Dusmez Durmaz
JMonxnocrs: Senior Quality Control Team Coordinator
arta u Bpemsn: 22-12-2021 14:43:40
Crpanuua 7/7

Hacroammii ceprudpmxar 6511 aBTomariueckn CreHepHpoBaH.
JlaHHbie yTBEpIKIEHEI OTBETCTBEHHDIM JIULLOM.




