') NOVARTIS

BoinyuieHo:
Hosaptuc [Oprorneps
34912 Kyprkoii
Crambyn
Typuud

JTuuenis Ha W3roToBaeHHe N
2004/14

Ceprudurar GMP Ne:
TR/GMP/2020/142

CEPTU®HUKAT CEPAU
Ne TR100200097720

[TpoayKT:

Jo3upoBKa / AKTHBHOCTB:
JlekapcTBennas gopma:
Tun ynakopku:

Pazmep YNaKkOBKH:

PYy:

CTpaHa HA3HAYCHUSL:
InobanbHbIH MaTepHan N
JlaTa H3roToBJIEHHS

JlaTa BeITIyCKA!

CpoK roHOCTH:

KoauuecTBo eIHHHIL TPOAYKTA:

BOJIbTAPEH

JIUKJTODEHAK HATPHA 25 mr
TabneTKa, MOKpbITas KHILLIEUHOPacTBOPHMOT 0007104KOH

brucrep

3x10 TabneToK

TIN015266/01

Poccuiickas dene
719042
17-10-2020
10-03-2021
09-2023

parus
Cepus Ne: KAF78

16345.000 WTYK

llﬁHHb‘lE TECTOB, Tpe()OBﬂHHH. pe3yNbTaThl W 3aKJTIOYEHUA ﬂplf[‘BeIlBHbl B Clleyiouiem ce

priukare/cepTHUKATAX:
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Aeason: [1epeBon TROBEPHA 4

Natalya  &imen s

0300

Hacrosuwmit cepTuduKar Obijl aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHbBIC YTBEP/AKIEHbI OTBETCTBEHHBIM JTHLIOM.

[Ceprupurar Ne TR100100062455 W
Mpoaykr: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) —FoC
nobanbHbIt MaTephas Ne 854216 Cepus Ne K0080
Jloka/bHbI MaTepuan Ne 854216
JlaTa BBINYCKA: 06-11-2020
IMpoussoauTeb: Hosapruc IOproHIepH
34912 KypTko#
CramOyn
Typuus
JTuuensns Ha nsroTosaenne: 2004714 ]
Kuyantse 00
va kot Notaya




Bruinyuiexo:

(‘) NOVA RTIS Hogapriic FOpionsiepu

34912 Kyprkoi
Crambyn
Typuust

JluueHinna HA U3rOTOBJIEHHE No
2004/14

Ceprudurat GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUHU
Ne TR100200097720

IMpoaykT: BOJIbLTAPEH
Inobaneublii matepnan Ne: 719042 Cepus Ne KAF78
3ak/ouenne:

HacTosimm YA0CTOBEPSAIO, 4TO TaHHad MH(OpMALLHA NOATHHHA 1 BEpHA. Jlannas cepus co3jiana / IPOW3BEICH],
BKJIOYAA YIIAKOBKY H KOHTPOIIb, HA BHILICYNOMAHYTOM MECTe NPOH3BONCTEA B COOTBETCTBITH € npasutamy GMP
NOKaNBHOTO PEryJIATOPHOrO Oprana u creunguKanneii perucTpaunoHHoro y10CTOBEpeHiA HMIMOPTHpYIOTIE
CTpaHBI.

HapaGoTka, YIAaKoBKa ¥ AHAIN3 CepPUH COOTBETCTRYIOT tpeboBanHnsmM GMP.

OTBeTCTBEHHOE JIHIO! Ece Cakirel
JdaTa u Bpems: 10-03-2021 13:09:24

Tun penusa: BLIMYCK HA PbIHOK

Jluuo, BbiaaBuiee cepTHdHKAT: Ece Cakirel

JoMKHOCTD: Quality Operations Coordinator

Jdara u Bpemsi: 10-03-2021 13:09:24
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Hactoswuii cepriduxaT Obinl aBTOMATHHECKH CTEHEPHPOBAH,
JlaHHble yTBEPKIEHb! OTBETCTBEHHEIM JTHLIOM.



‘ Brinyweno:
() NOVART IS Hogapruc [Opronnepn
34912 KypTkoii
Crambyn
Typuus
JIuuensus na n3rorosaenne Ne
2004/14
Ceprudpurar GMP Ne:
TR/IGMP/2020/142

CEPTU®UKAT CEPHUU
Ne TR100200097720

Mpoaykr: BOJILTAPEH

Inobaneuwiii matepuan No: 719042 Cepus No KAF78

KovMenTapnu Kk cepTHhHKaTy:

CornacHo BHYTPeHHNM NpoleaypaM B npouecce yrnakoskH cepus K0080 Sbina nepenmenosana B cepuio KAF78.
Takum o6pazom, CoA ceprrdukara cepun K0080 nmpumennm s cepun KAF78.

Cpok rognocty; 30.09.2023

MdapmanesTuueckas cybeTaHums JIMkIopeHak HaTpus

IMoctapumk dapm. cy6eranumnn: Horaprue ®apma Llreitn AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(Llsetiuapus).

[IpoaykT npoMapkipoBaH B cootseTcTBHi ¢ [T NO15266/01-160811 nam. 1-3, 5-7. llpoaykT ynakosaH B
cootBercTBIN ¢ TTNO15266/01-160811 u3m. 1-3, 5-7.

KacatenbHo npoHyMepoBaHHOTO 3ampoca Ha wmenenne CR-0000018153, anpec nponssoacTBeHHOTO caiita OyaeT
o6HoBIeH B SAP rnodansHoit komannoi MT nociie 0n00peHns BHEAPEHUs BCeMU CTPaHaAMH.

Tpennoxennsiii anpec: "Yenisehir Mahallesi lhlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
npouseoacTeeHHoil niowaaku “Novartis Urunleri 34912 Kurtkoy Istanbul” sxBusanenTeH

"Hogaprtuc Carnuk [N'una se Tapum Opionnepu Canaiin e Tukaper A.C.., Typuus,

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

Turkey"

Crpanuua 3/7
Hacroswmit ceprudukar OblT aBTOMATHYECKM CTEHEPUPOBAH.
Ilam-u,le YTBEPMKACHBI OTBETCTBCHHbIM JIMLLOM.,



> NOVARTIS

IMpouseeaeno:
Hogsaptuc HOptonnepn
34912 KypTkoii

Crambyn
Typums

CEPTUDOUKAT AHAJIN3A
Ne TR100100062455

IMpoaykr:

JlaTa usrotos/ieHus:
Bpems yaep:kHBaHHA
fanka:

TecTunr MoHorpad:

[nobanbHbIi MaTepuan Ne:

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

854216 Cepus Nu: K0080
17-10-2020 [MpoToko anannsa Ne: 4150180295
17-10-2021

DP 3747862 022 R 2

TecTnl Tpebosanun Pe3y/ibTaThbl

Onxcanue: UBeT HKenToili COOTBETCTBYET

Omnucanye: hopma Kpyribie I1BOAKOBBINYKJILIE CO COOTBETCTRYET
CKOLUEHHBIMH KpaagMH

OnucaHue: Kol rpaBUPOBKH Ha oaHofi cTtopoHne rpaBupoBKa CoOTBETCTBYET

“CG”, na apyroii —“BZ".

[TownHocTs MeTonom TCX: dukinodpenax CoOOTBETCTBYET CTAHAAPTY CoOTBETCTBYET
HATpUA cpaBHeHUA

[MommuHuOCTb MeTogoM BOKX: Tuknodenak  COOTBETCTBYET CTAHAAPTY CooTBeTCTBYET
HaTpus CpaBHEHHUA

[TocToponnue npumeck metoaom BOXKX: GP - He Gonee 0,2 % <0.05 %

45828 0THOCHTEJIBHO 3asABJEHHOTO

KOJMuecTBa AuKIogeHaKa HaTpus

[TocTOpOHHHE NMPHUMECH METOLOM BOIKX: He 6onee 0,2 % <0.05 %
Kax /100 HeuIeHTH(GULHPOBAHHON NpHMeECH

OTHOCHUTEJILHO 3asBJIEHHOTO KOIHYECTBA

nAMKnoQeHaka HaTpua
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Hactosumii ceprudukat Obll aBTOMaTHYECKH CTEHEPHPOBAH.

ﬂaHHblE YTBEPKACHbLL OTBETCTBEHHBIM JTULIOM.
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IMponseeneno:

Hogaptuc [Opronnepn

34912 KypTkoit
Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100062455

IpoaykT: VOLTAREN (BOJILTAPEH) ECT 25MG (YM) — FoC
[nobanbueiii MaTepnan Ne: 854216 Cepust Ne: K0080
Tectni Tpebopanus PesynbTaThl
[TocToponnue npumecn metoaom BIAX: cymma He Gonee 0,5 % <0.1 %

MOCTOPOHHUX NMPUMECEH OTHOCHTENILHO 3afBJIEHHOIO

KOJIHYeCTBa AnkIo(eHaka HaTpHA

KonuuecTsenHoe onpenenenue metoaom BIMX: 95,0 - 105,0%
JuxnodeHak Hatpus / akTHBHASA CyOCTaHIMS

OcTaTouHBIE OpraHHuecKHe PACTBOPHUTEINH: ITAHO He 6onee 0,5%
OcTaTouHBIE OpraHUvecKHe PACTROPUTENH: 2- He donee 0,5%
MPOTIaHoJI

OnnopoaHocTs no3uposanus: n=10 wiu 30 10 - 30

OHOPOIHOCTL A03MPOBAHUS: CpelHee -
OHOPOIHOCTE 103UPOBAHHA: MHHHMYM -
OIHOPOIHOCTh: MAKCHMYM -

99.7 %

0.1%
<0.1%

10

99.7 %
98.5 %
102.0%

Crpanuua 5/7
Hactosumit cepridukar Obln aBTOMAaTHYECKH CreHEPHPOBaH,
HﬂHHhIE YTBEPKACHBI OTBETCTBEHHBLIM JIHLIOM.




) NOVARTIS

[Mponseenexo:

Hosaptuc HOproninepn

34912 KypTkoit
Crambyn
Typuns

CEPTUOUKAT AHAJIU3A
Ne TR100100062455

[TponyxkT: VOLTAREN (BOJILTAPEH) ECT 25MG (YM) — FoC

[nobanbubiii maTepuan Ne: 854216 Cepus No: K0080
TecTnl TpeboBanus PesyabraTh
OaHOPOIHOCTE 103MPOBAHUS; IPHEMIIEMAS He Gonee 15,0 3.0

BEJTMYHHA

OanopoaHocTk 103WpoBaHus MeTogoM BOKX: CootsercTeue TpeboBaHuaM  COOTBETCTBYET
KOHEYHOE 3aK/IIoueHHe Egp. @., ®. CLIIA u SAn.®.

Pacteopenne: n=6 unu 24 6-24 6

PacTtropenne aukiodeHaka vatpusa Mmetogom Vb He meHee 75 % 101 %

qepe3 120 MUHYT B JKENYIOUHOM COKe U yepes 45

MHHYT B KHLIEUHOM COKe: CpejiHee

PacTBOpeHne: MUHHMYM - 98 %
PactBOpeHue: MakcuMyMm - 103 %
PacTBopenue: KoHeUHOE 3aKTI0OYeHNE CornacHo TpeboBaHHAM CooTBeTcTBYET

npuemaemoctu Esp. @., @.
CLIA
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Hacrosumii ceptudukar Gbll aBTOMATHYECKH CTEHEPHPOBAH.

HaHHble YTBEPA/1eHbl OTBETCTBEHHBIM JTHLIOM.,




Uy NOVARTIS

[Mpouseeaexo:
Hosaptuc KOpronnepu
34912 KypTkoii

Crambyn
Typuus

CEPTUOUKAT AHAJIU3A
Ne TR100100062455

IMpoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
[no6aneubiii MaTepuan 854216 Cepusa Ne: K0080
Ne:
Tectnl Tpebosanus Pe3y/bTaThl
Pacreopenue: n=6, 12 umn 24 6-24 6
PacTtBopenue auknodeHaka HaTpus MeTodoM YD He 6onee 10 % 0%
qepe3 120 MUHYT B KeJIyJOUHOM COKe: CpeaHee
PacTBOpeHHEe: MUHHMYM - 0%
PactBopeHue: MaKCHMYM - 0%
PacTBOpeHHE: KOHEYHOE 3aKIIFOYeHHE CornacHo TpeboBaHuAM CooTBeTCTBYET
npuemaemoctu @. CLUA u
Esp. ©.
3aknuenue:

Cepus COOTBETCTBYET CreLU(HKALIMH HOPMATHBHO# N0KYMEHTaWHH. HacTOAUNM yIOCTOBEPALD, 4TO daHHAsA
uHdopMaLHs NoATHHHA 1 BepHa. HapaboTka 1 aHau3 cepii NPOBEPEHbI 1 COOTBETCTBYIOT TpeboBanuam GMP.

OTBeTCTBEHHOE JIMLO: Serem Dusmez Durmaz

HdaTta u Bpemsi: 05-11-2020 17:06:14
OTBeTCTBEHHOE THLIO: Serem Dusmez Durmaz
JoNAKHOCTD: Quality Control Team Coordinator
Jdara v Bpems: 05-11-2020 17:06:14

Crpanuua 7/7
Hactosiumii ceprugukar Obl/l aBBTOMAaTHUECKH CreHEPUPOBAH.
IlanHble yTBEepKAeHbl OTBETCTBEHHBIM JIMLIOM.




