Boinymeno:
(‘) NOVA RTIS Hogapruc FOptoHnepu
34912 KypTkoii
Crambyn
Typuus
JInuen3usa na n3roropjenne Ne
2004/14
Ceprnpurar GMP Ne:
GMP30937/340471-0007

CEPTU®UKAT CEPUH
Ne TR100200091794

Mpoaykr: BOJIbTAPEH

Jo3npoBKa / AKTUBHOCTb: JTUKJIOPEHAK HATPHA 25 mr

JlekapcereeHHas gopma: TaBneTka, NOKPLITAs KMLIEYHOPaCTBOPUMOii 0B0MOUKOT
Tun ynakosBxu: Bnucrep

Pa3mep ynakoBKH: 3x10 TabneTok

PY: TTN015266/01

CTpaHa HA3HAYEHHS: Poccuiickas Menepauns

I1o06aasusli maTepnan Ne 719042 Cepus Ne: KV866
JlaTa N3roToBIeHHs 21-03-2020

JlaTa BbINycKa: 11-06-2020

CpoK roaHoCTH: 02-2023

KoanyecTBo eAHHHUL NPOAYKTA: 18750.000 wtyk

JlaHHble TECTOB, TpeOOBAHKA, Pe3y/IbTaTEl H 3AKIOUEHHS NPHBENCHEI B CIGIYIOLICM cepTudukare/cepTudHKaTaXx:

Ceprudukar Ne TR100100060624
IMponykr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) — FoC
I'ao6aabHBI MaTepuaa Ne 854216 Cepus Ne K0078
JlokanbHblii MaTepuana Ne 854216
JlaTa BBITIYCKA: 13-04-2020
Tpou3BoaANTEIb: Hogaptuc lOproniepu
34912 KypTtkoi
Crambyn
Typuus
Jluuensust ua msrorosnenune:  2004/14

Digitally signed by
Kuy ANtS o
DN: demcom, de=novartis,
ou=people, ou=T0,
serialNumber=2048528,
eva enmiimaritaeun Natalvh

Reason: MNepesoa ApaBenmn

Natatya Dare. 20200714 115842
P
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Crtpanuua 1/7
Hactosuuii ceprdukat bl aBTOMATHYECKH CrEHEPUPOBAH.
Jlaunble yTBepsKAEHbI OTBETCTBEHHBIM JIHLIOM.




Boinymeno:
l‘) N O VA RT l S Hogaptuc HOptonnepu

34912 KypTtkoii
CramOyn
Typuus

Jlnuenszusn na nsrorosaenne No
2004/14

Ceprudurar GMP Ne:
GMP30937/340471-0007

CEPTUDPUKAT CEPUHU
Ne TR100200091794

CTpaHbI,
Hapa6oTka, YIAKOBKA W QHATH3 CEPHH COOTBETCTBYIOT Tpebopanuam GMP.

IMpoaykr: BOJIbTAPEH
I'nobanbuerii MmaTepuas Ne: 719042 Cepus Ne KV866
3akmovenue:

HacToslnM yI0CTOBEPAIO, UTO faHHas HHdOpMauns NoANMHHA H BepHa. JlaHHan cepua co3jiaHa / Mpon3BeaeHa,
BKJFOUAA YNAKOBKY H KOHTPO/b, Ha BHIIIEYNOMAHYTOM MECTE NPOM3BOJICTBA B COOTBETCTBHM ¢ npasunamu GMP
NOKANBLHOrO PErynsaTOPHOrD OpraHa M crieuniuKaumeii perucTpalHOHHOIO YIOCTOBEPEHHA HMNOPTHPYIOLIEH

OTBercTBEHHOE JTHLIO: Cansu Ozturk Sundus

Hdara u Bpemsa: 11-06-2020 20:01:38

Jluuo, BbiaaBmee cepTHHHKAT: Ece Cakirel

JIOMKHOCT: Quality Operations Coordinator

Jdara n Bpemsi: 13-07-2020 07:39:10
Crtpannua 2/7

Hacroswmii cepTudHKaT ObIT aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHbIe YTBEpKIeHbl OTBETCTBEHHBIM JTHLOM.




Buinymeno:
(‘) NOVA RT IS Hoeapruc FOpronnepu

34912 KypTkoii
Crambyn
Typums

.:llllllcli'illfl HA H3roTOBJeHHE N2
2004/14

Cepruduratr GMP Ne:
GMP30937/340471-0007

CEPTUDOUKAT CEPUHU
Ne TR100200091794

INpoaykr: BOJIbTAPEH

I'nobaaeHblil MaTepuan Ne: 719042 Cepus Ne KV3866

KomMenTapi k cepTHdHKATY:

CornacHo BHYTpeHHNM MpOLEaypaM B NpoLecce yrnakoBkH cepus K0078 Obina nepenmenoBana B cepuro KV866.
Taxum o6pazom, CoA ceprudpurata cepun K0078 npumenum a1 cepun KV866,

Cpok roaHocti: 28.02.2023

PapmauesTuyeckas cydcranuusa Juknodenak Hatpusa/DS04

IMocrarummk dapm. cyberanunu: Hosapruc Mapma Leitn AT, Schaffhauserstrasse, 4332 Stein, Switzerland
(Iseituapus).

ITponyxTt npomapkuposat B cootsetcTBun ¢ HIITIN015266/01-160811 nam. 1-3, 5-6. [poaykT ynakosaH B
cooteeTcTBHU ¢ HJI [T NO15266/01-160811 u3m. 1-3, 5-6.

KacarensHo nponymepoBanHoro 3anpoca Ha n3menenne CR-0000018153, agpec npoM3BoACTEEHHOTO caiTa OyaeT
obnosnen B SAP rnobanenoit komannoi MT nocne onoBpeHus BHEAPEHHA BCEMH CTpaHaMHK.

ITpennoxennsiii anpec: "Yenisehir Mahallesi Ihlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
Npou3BoAcTBeHHON nnowanky “Novartis Urunleri 34912 Kurtkoy Istanbul” skeusanenten

"Hoeaptuc Carnuk I'nna Be Tapum FOpronnepn Canaiin Be Tukapet A.C.., Typuus,

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

Turkey"

Crpanuua 3/7
HacTosumit ceprudukar 6b11 aBTOMATHYECKH CreHEPHPOBAH.
[aHHble yTBep:KAeHb! OTBETCTBEHHBIM JTHLIOM.



) NOVARTIS

IMponseeneno:

Hograpruc IOptonnepu

34912 Kyptkoii

Crambyn
Typuus

CEPTH®UKAT AHAJIU3A
Ne TR100100060624

Ipoaykr: VOLTAREN (BOJIBTAPEH) ECT 25MG (YM) = FoC

I'nodanbHbii maTepuan Ne: 854216 Cepus Ne: K0078

laTa usrorosnenus: 21-03-2020 IMporokoa anaausza No: 4150115573

Bpems yaepxusanus 21-03-2021

dasika:

TecTunr monorpad: DP 3747862 022 R 2

Tectnl Tpedosanust PesyabTaThl

OnucaHHe BU3yanbHO: 1IBET Kenteii CooTteercTByET

Onwucanue Bu3yansHo: hopma Kpyrnele 1BOSKOBBINYKJIbIE CO CooteercTByeT
CKOLICHHBIMH KpasMH

Onucanne BU3YaNbHO: KOI TPABMPOBKH Ha onnoii cropone rpaBuposka CooreetcTBYET

Honmunocte metonom TCX: JTnknodenak
HaTpHA

[onnuunocts MeTomoM BIXKX: Quinodenax
HaTpHs

[MocToponnwe npumec metogom BAXX: GP
45828 oTHOCHTE/BHO 3aBNEHHOTO
KOJTHYECTBA AMKI0GDEeHaKa HaTpus
ITocToponnue npuMecu Metogom BIXKX:
APYrue nNoCTOpoOHHHE [NPHMECH OTHOCHTEILHO
3ajABJICHHOIO KOJIMYECTBa IlHKHO[lJeHal\'a
HaTpHs

“CG”, na apyroii — “BZ”.
CooTBeTCTBYET CTAHIAPTY
CpaBHEHHA
CooTeeTcTRYET CTAHAAPTY
CpaBHEHUS

He Gonee 0,2 %

He 6onee 0,2 %

CooTBeTCTBYET CTAHAAPTY
CpaBHEHHA
CooTBeTcTBYET CTAHAAPTY
CPaBHEHHA

<0.05 %

<0.05 %

Crpanuua 4/7

Hacroswuii cepTHHKaT Obl1 aBTOMATHYECKH CreHEPHPOBaH,

,HaHHble VYTBEPIKICHBI OTBETCTBEHHBIM JIMLIOM,




{) NOVARTIS

[Ipouseeneno:

Hoeapruc HOpronnepn

34912 Kyprkoit
Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100060624

Ipoaykr: VOLTAREN (BOJILTAPEH) ECT 25MG (YM) — FoC
CnoGanbuerit matepuan Ne: 854216 Cepus Ne: K0078
TecrTni TpedoBanus Pesynbrarsi
TMocToponnue npumeck Metonom BRKX: cymma He 6onee 0,5 % <0.1 %
INOCTOPOHHHUX npmieceﬁ OTHOCHTEJIBHO 3a4ABJIEHHOTO

KONMueCcTBa AHKIO(eHAKA HATPHA

Konuuectpennoe onpenenenne Metonom BIXKX: 95,0 - 105,0% 100.6 %
HMuknodenak HaTpus / aKTHBHAS Cy6CTaHIINA

OcTaTouHble OPraHH4YeCKHE PACTBOPHTENH: DTaHO He 6onee 0,5% 0.1%
OcTaTouHble OpraHHyecKHe PACTBOPUTENH: 2- He Gonee 0,5% <0.1%
NponaHon

Onnopoanocts no3uposanus: n=10 uau 30 10-30 10
OnHepPOaHOCTE A03HPOBAHKA: CpemHee - 100.8 %
OnHopoaHOCTD 103HPOBAHHA: MHHHMYM - 99.3 %
OOHOPOAHOCTE: MAKCHMYM - 101.9 %

Crpanuua 5/7
Hacrosiuunit ceptidukar Obi1 aBBTOMATHUECKH CreHEPHPOBaH.
ﬂaHHbIC YTBEPKIACHbI OTBETCTBEHHBIM JIMLIOM.,




() NOVARTIS

IIponseeneno:

Hogapruc KOpronnepu

34912 Kyprkoii
CramGyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100060624

INpoaykr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) — FoC

Cnobansubiil maTepuan Ne: 854216 Cepusn Ne: K0078
TecTnl TpedoBanus PesyabTatel
OnHOPONKOCTE 103MPOBAHUS: MPHEMIEMas! He 6onee 15,0 2.4

BEJTHYHHA

OanoponHocTs no3upoBania MeTomom BIKX: CootsercTeue TpeGoBanuam  CooTBeTCTByeT
KOHEYHOE 3aKII0YEHHE Egp. @., @. CLLIA u An.®.

Pacteopenne: n=6 unu 24 6 unu 24 6

Pacteopenue nnknoenaka Hatpus metoom Vb He menee 75 % 95 %

uepes 120 MuHYT B ey J04UHOM coKe U uepes 45

MHHYT B KHLIEYHOM COKe: cpenHee

PacTteopeHune: MuHHMyM - 92 %
PacTeopenne: makcumym - 99 %
PacTBopeHHe: KOHEUHOE 3aKITIOYeHHE Cornacho TpeGoBaHuaM CooteercTByeT

npuemnemoct Eep. @., @,
CLIA

Crpanuua 6/7

Hactoswwmii cepTuiukar Gb11 aBTOMATUYECKH CreHepHPOBAH.

JlaHHbIe YTBepKAEHBI OTBETCTBEHHBIM JIHLIOM.




() NOVARTIS

[Tponsseaeno:
Hosaptuc OproHnepu
34912 Kyprkoii

Cram6yn
Typums

CEPTU®UKAT AHAJIU3A
Ne TR100100060624

IpoaykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
FnoGanbueiii MaTepuan 854217 Cepusi Ne: K0775
Ne:
TecThl Tpebopauusn PesynwTaTsl
Pacrsopenue: n=6, 12 wan 24 6-24 6
PacTBopenye nuknodenaka natpus metoaom Vb He 6onee 10 % 0%
yepe3s 120 MHHYT B JKemyOuHOM COKe: cpelHee
Pacteopenne: MuHUMYM - 0%
PacTBopenue: makcumym - 0%
PacTBopeHue: koHeuHoe 3akmoueHHe Cornacno TpeboBaHnam CooTBeTcTBYET
npuemaemocts Eep. @, ®.

CLIA

L

3akmouenne:
Cepust cootBeTcTBYET Cneundukaiim HOPMAaTHBHOH JOKyMeHTauMH. HacToswum ynocToepsito, 4to naHuas
HH(pOpMauHA NoTHHHA W BepHa. HapaboTka i anaiuz CEpHH MPOBEPEHbl H COOTBETCTRYKOT TpeboBaHuam GMP.

OTBeTCTBEHHOE JIHLIO: Ebru GERCEKER

Jara u Bpems: 13-04-2020 13:51:01

OTBeTcTBEHHOE JIHIIO: Ebru GERCEKER

HomxHoceTs: Senior Quality Control Team Coordinator
HaTa u Bpems: 13-04-2020 13:51:01

Crpanuua 7/7
Hactoswui ceprumkar 6b11 aBToOMaTHYeCKH CreHEPUpOBaH.
ﬂaHHble YTBEPKACHEBI OTBETCTBEHHBIM JIHLIOM.




