BrinyuieHo:
Hosapruc FOpronnepn
34912 Kyptko#t
Cram0yn
Typuus

JIuueH3us HA HATOTOBJIEHUE Ne
2004/14

Ceprudpurar GMP Ne:
TR/GMP/2020/142

Uy NOVARTIS

CEPTUOUKAT CEPUH
Ne TR100200095495

BOJIbTAPEH
JIIMKJIO®EHAK HATPHA 50 Mr
TabneTka, MOKpbITas KHILIEYHOPACTBOPHMOii 000I04YKOH

IpoaykT:
JosupoBKa / AKTHBHOCTB!
JlekapcreeHHas opma:

Tun ynakopku: Bnnctep
Pasmep yNakoBKH: 2x10 TabueTor
PYi I1 N015266/01
[noGasibHblil MaTepHan Ne 719043 Cepus Ne: KY194
JlaTa H3roTOBJIEHUH 13-10-2020
JlaTa BeINYCKA: 10-11-2020
CpoK roIHOCTH: 09-2023
KosinuecTBO eIHHHIL NPOAYKTA: 38000.000 wTyK J
JlaHHbBIE TECTOB, TpeOOBANNA, PE3yNBTATRl ¥ 3aKTIOHEHNA npHBeAeHBl B CIICIYIOLIEM cepTH(uKaTe/CepTHPIKATAX:
Ceprudurat Ne TR100100062945
[MpoaykT: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC
Cno6anbHelii MaTepuan No 854217 Cepus Ne K0799
Jloxkanbublil MaTepuan N 854217
JlaTa BpINyCKa: 09-11-2020
IMpoussoauTe/b: Hosaptuc KOpronnepu
34912 KypTkoi
Crambyn
Typums
JInuensus Ha usroTosaexne:  2004/14
Kuyant &=
seva
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HacTosumii cepTuduKaT GbIT AaBTOMATHYECKH CrEHEPHPOBAH.

HaHH’bIe YTBEPKIACHDI OTBETCTBEHHbIM JIMLIOM.




BoinyuieHo:
Q‘) N O VA RT I S Hogapric HOpromepy ‘]

34912 Kyptkoit
Crambyn
Typuus

JInuensus Ha n3rotosenne Ne
2004/14

Ceprudurar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUH
Ne TR100200095495 |

L =
[MpoaykT: BOJILTAPEH
[oGasbhblii maTepuan Ne: 719043 Cepus Ne KY194
3ak/o4yeHue:

HacToSIIMM YIOCTOBEPSAIO, UTO TaHHas HHOpMALIA [oA7nHHA ¥ BepHa. JlaHHas cepHd co3aHa / mpou3BeeHa,
BKJIIOUAsA VIIAKOBKY H KOHTpOJIb, Ha BLILUEYHOMSIH}/TOM MecTe ﬂpOHBBOILCTBﬁ B COOTBETCTBHH C HpaBHJ’!aMH GMP
JIOKANBLHOTO PEryJISTOPHOro oprata 1 crienduKalmei perncTpaunoHHOro yIOCTOBEPEHHA HUMIOPTUpYIOLIEi
CTpaHBI.

| HapaGoTka, ynaKkoBKa i aHAJIM3 cepHil COOTBETCTBYHOT tpebosannamM GMP.

OTBeTCTBEHHOE JTNIO0: Ece Cakirel
JlaTa u BpeMsi: 10-11-2020 12:53:02

Tum penusa: BbIIYCK Ha PbIHOK

JIuuo, BblaaBIIEE CEPTHHUKAT: Ece Cakirel

JLOJIKHOCTD: Quality Operations Coordinator

JlaTa 1 BpeMsi: 07-12-2020 07:53:47
Crpannua 2/7

HacToauuit cepridukar Obl71 aBTOMATHYECKH creHepHupoBaH.
JlaHHbIE YTBEPAKIEHBI OTBETCTBEHHEIM JIULIOM.




BoinyuieHo:
l‘) N O VA RTI S Hogapruc FOpiornepH

34912 KypTKoii
Crambyn
Typuws

JIMuen3ns Ha H3rOTOBIEHHE Ne
2004/14

Ceprudpuxat GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUH
Ne TR100200095495

TpoayKT: BOJILTAPEH

I106anbHbIil MaTepuan Ne: 719043 Cepus Ne KY194

KomMeHTapHi K cepTHRHKATY:
CornacHo BHYTPEHHHM NpoLeaypaM B npolecce YMaKkoBKH CepHd K0799 6rita neperMeHoBana B CEpHIO KY194.
Takum obpazom, CoA cepruukata cepii K0799 npumMeHuM 1A CEPHH KY194.

CpOK TOIHOCTH: 30.09.2023

dapmMaleBTHIeCKas cybeTanims IuxnodeHak HAaTPHA

TMocTapmyK (GapM. cyOCTaHIIMA: Hosapruc ®apma LITeln AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(1IBeiiapns).

[TpomyKT NpOMapKHpOBaH B cooteercrenn ¢ HILTI NO015266/01-160811 u3m. 1-3, 5-7. TTpoayKT YNakoBaH B
cooTretcTeuu ¢ HI T1 NO015266/01-160811 m3m. 1-3, 5-7.

KacaTembHO MPOHYMePOBaHHOTO 3anpoca Ha mamenenne CR-0000018153, anpec NPOU3BONCTBEHHOTO cajita OyneT
o6HoBNeH B SAP riobansHoi comanzoit UT nocie ofoSperns BHEAPEHNA BCEMH CTpaHaMu.
TIpeanoxeHHbIl apec: "Yenisehir Mahallesi Ihlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
NPOU3BOJICTBEHHOH MIIOMAKH «Novartis Urunleri 34912 Kurtkoy Istanbul” sxBHBaNEHTEH

"Hosaptuc Carnuk ['ina Be Tapum HOproHnepu Canaiin se Tukaper A.C.., Typuns,

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

Turkey"

Crpanuua 3/7
Hactosimit cepTHhUKAT OblI aBTOMATHIECKH creHepHupoBaH.
JlanHble yTBEPHKIEHbI OTBETCTBCHHBIM JIALOM.




U') NOVARTIS

[pousseieHo:
Hogapruc [OptonnepH
34912 KypTkoii

Crambyn
Typumns

CEPTU®UKAT AHAJIU3A
Ne TR100100062945

Apyrie MOCTOPOHHHE MPHMECH OTHOCHTENBHO
3asBICHHOrO KOJMYECTBa AMKIO(eHaKa
HaTpus

Vrrlpouym*: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC
noGanpHelii maTepuan Ne: 854217 Cepust Na: K0799
JlaTa M3roTOBJICHUS: 13-10-2020 IMpoTtokos ananmsa Ne: 4150180220
Bpems ylep:KHBaHUS 13-10-2021
danka:

‘| TecTunr monorpag: DP3747870 010 R2
TecTbl TpebosaHus Pe3ynbTaThl
OnucaHue BU3yalLHO: [BET CBET/I0-KOPHYHEBBIH CoOTBETCTBYET
Onucanue BU3yansHO: popma Kpyribie ABOAKOBBIMYKIBIE CO CooTBETCTBYET

CKOLIEHHBIMH KpagMH
OnucaHne BU3YalbHO: KO rPpaBHpOBKH Ha oHO# ¢TOpOHE rpaBUpOBKa CoOTBETCTBYET
“CG”, Ha apyroi — “GT”.

MouusocTs MeTOAOM TCX: JluknodeHax COOTBETCTBYET CTAHIAPTY COOTBETCTBYET
HaTpHs CpaBHEHUA
MoxauuHOCTE MeToaoM BIKX: Jluknodenak ~ COOTBETCTBYET cTaHAapTy COOTBETCTBYET
HaTpHA CpaBHEHHA
[TocTopoHHNE NPHMECH METOLOM BOKX: GP  He 6onee 0,2 % <0.05 %
45828 OTHOCHTENLHO 3aABJIEHHOIO

| konuuecTBa QUKNOQEHAKA HATPUSA
[10CTOPOHHUE NPHMECH METOAOM BOXKX: He 6onee 0,2 % <0.05 %

" Ctpanuua 4/7

Hacrosuwii cepTadukat 6111 aBTOMATHIECKA CreHepHUpOBaH.

ﬂaHHbIe YTBEPKACHBI OTBETCTBEHHBLIM JIHLIOM.
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IMpousBeaeHo:
Hosaptuc IOptorneph
34912 KypTkoit

Crambyn
Typuus

CEPTUOUKAT AHAJIM3A
Ne TR100100062945

[Mpoays: VOLTAREN (BOJIBTAPEH) ECT 50MG (YM) —FoC
[06anbHBIE MaTepuan Ne: 854217 Cepns Ne: K0799
TecTnl Tpebopanus Pe3ybTaThl
[TocTOPOHHHE NPUMECH METOOM B2XKX: cymma He Gonee 0,5 % <0.1 %

[OCTOPOHHUX TPHUMECEH OTHOCUTENIBHO 3adABJIEHHOTO
KonmyecTBa AukiodeHaka HaTpHs

KonuuyecTBeHHOE OMpeieienie METONoM BOAKX: 95,0 - 105,0% 100.4 %
JluxnoeHak HaTpus / akTHBHAA cybcTanLms

OcTaToUHble OPraHNHEeCKHe PacTBOPHTEITH: DraHo!l He 6omnee 0,5% 0.1%
OcTaTouHble OpraHMieCKHe pacTBOPUTCITH: 2- He 6onee 0,5% <0.1%
TponaHod

OHOPOIHOCTb AO3MPOBAHMA: N= 10 mm 30 10-30 10
OJIHOPOAHOCTD J03NpOBaHMs: CpeaHee - 101.8 %
OJHOPOHOCTD T03UPOBAHUA: MUHUMYM ) 99.6 %
OIHOPOIHOCTh: MAKCHMYM & 104.5 %

Crpannua 5/7
HacTosumit cepTudikaT Ol aBTOMATHHECKH CreHepUpoBaH.
JlaHHble YTBEPHKACHb OTBETCTBEHHBIM JHMLOM.




Uy NOVARTIS

Ilpouszeeneno:

Hogapruc FOpronnepu

34912 KypTkoi
Cram0Oyn
Typuua

CEPTUO®UKAT AHAJIM3A
Ne TR100100062945

npuemnemoct Esp. @, ©.
CLIA

Mpoaykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) - FoC
InodanbHblii maTepuan Ne: 854217 Cepus Ne: K0799
Tectnl Tpebopanus Pe3y/IbTaThI
OMHOPOAHOCTE J03HPOBAHHA: NIpHEMIIeMad He Gonee 15,0 4.7

| BemmumHa
OaHOPOAHOCTh 103MpOBaHNa MeToloM BO/KX: CooTpercTere TpedoBannsaM  COOTBETCTBYET
KOHEYHOE 3aK/I0YeHHE Esp. @., ©. CLIA n SIn.®.
PactBopeHue: n=6 uinu 24 6 wu 24 6
Pacteopenune aukio(eHaka HaTpua MeTogoM Yo He menee 75 % 102 %
yepes 120 MHHYT B JKeJlyJIOUHOM COKe | uepes 45

| MHHYT B KHLLIEYHOM COKE: Cpe/iHee
PacTBopeHHE: MHHHMYM - 101 %
PacTBOpeHHe: MakCUMyM - 104 %
PacTBOpeHHE: KOHEYHOE 3aKII0UEHHE CornacHo TpeGOBaHHAM CootBeTcTBYET
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Hacrosumii cepTudukat Gbl1 aBTOMATHYECKH CreHePUPOBAH.

ﬂﬁHHb[e YTBEPKACHbBI OTBCTCTBEHHBIM JIMLIOM.




Uy NOVARTIS

IIpousBeneHo:
Hosaptuc KOpronnepu
34912 KypTtkoit

Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100062945

IMponykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC
I'nobanbHbIi MaTepHAa 854217 Cepus Ne: K0799
Ne:
Tectnl Tpebosanus Pe3y/IbTaThI
Pactsopenue: n=6, 12 unu 24 6-24 6
PactBopeHue anknodeHaKa HaTpUA MeTodoM Y@ He 6onee 10 % 0%
yepe3 120 MUHYT B JKeNTyIOUHOM COKe: CpeJiHee
PactBopeHue: MHHUMYM - 0%
PacTBRopeHHe: MaKCUMyM - 0%
PacTBopeHHe: KOHEUHOE 3aKII0YeHNE CornacHo TpeboBaHHAM CooTBeTCTBYET
npuemiemoctu Esp. @., @.
CUIA
3aknrovenue:

Cepus COOTBETCTBYET CIeLMBHUKALIME HOPMAaTHBHOH JOKyMeHTalUuH. HacToAumMM y10CTOBEPALO, UTO JaHHasA
uHQOpMaLKs NOUTHHHA U BepHa, Hapa6oTka 1 aHani3 cepii NpoBepeHbl M COOTBETCTBYIOT TpeGosannim GMP.

OTBeTCcTBEHHOE JINLO: Serem Dusmez Durmaz
Jarta u Bpemsi: 05-11-2020 13:49:17
OTBeTcTBEHHOE JIMLO: Serem Dusmez Durmaz
JoTKHOCTE: Quality Control Team Coordinator
Jata u Bpems: 05-11-2020 13:49:17
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Hacrosiuuit cepTu(UKaT Ob17T aBTOMATHYECKH CreHEPHPOBaH.
JlaHHBlE YTBEp:K1eHbl OTBETCTBEHHBIM JIHLIOM,



