BeinyueHo:

(‘) NOVA RTIS Hogapric [OproniepH

34912 KypTkoii
Cram0yn
Typuud
JIuieH3Hs HA 3rOTOBIEHHE Na
2004/14
Ceprudurat GMP Net
TR/GMP/2020/142

CEPTU®UKAT CEPUH
Ne TR100200098948

[MpoayxT: BOJILTAPEH

Jlo3upoBKa / AKTHBHOCTD: JIIUKJIO®EHAK HATPHUA 50 mr
JlekapeTBeHnas gopma: TabIeTKa, MOKPEITAd KMIIEYHOPACTBOPHMOH 0000UKOH

THn yIAKOBKH! Bauctep

Pa3sMep YNaKOBKH: 2x10 TabneTok

PY: [1N015266/01

[noGanbHblil MaTepuan Ne 719043 Cepus Ne: KX695
JlaTa U3roTOBJIEHHS 15-09-2020
JlaTa BeINYCKa: 17-03-2021
CpoOK TOQHOCTH: 08-2023
Koau4ecTBO eAHHHL NPOAYKTA: 38960.000 wiTyK

JlanHble TECTOB, TpEOOBAHMA, pe3y/bTaThl U 3aKTIOHCHHA MpHBEIEHBI B C/ICTYIOLIEM cepTuKaTe/cepTHHKATAX

Ceprudurat Ne TR100100062840
MpoayKT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
[ nobasnbubiii MaTepuan Ne 854217 Cepus Ne K0793
Jokanbublil maTepuan Ne 854217
JlaTa BBIMIYCKA: 01-10-2020
TIpousBoANTENb: Hogaptuc HOptoHnepH
34912 KypTkoi
Crambyn
Typuus

JIMLIEH3Us HA H3TOTOBJ/IEHHE: 2004/14

,]__I,O MOJIHUTEJIBHBIE 10 K)/MGHTLI i

JIOKYMEHT: 854217-K0793
CebLIKH HA A0KYMEHTDI
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ﬁ BuinyuieHo:
() N O VA RTI S Hogapruc IOpronnepu
34912 Kyprtko#

Crambyn
Typuus

JlvueH3ust HA H3roTOB/IEHUE Ne
2004/14

Ceprudurar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200098948

[MpoaykT: BOJILTAPEH
[ no6anbHbiii MaTepnan Ne: 719043 Cepus Ne KX695
3akn4eHue:

HacTosuuM yI0CTOBEPALD, HTO fAaHHad MH(pOpMALHA NOUTHHHA 1 BEPHA. JlanHas cepus CO3/1aHa / NPON3BE/ICHa,
BKITIONAA YIIAKORKY H KOHTPOJIb, HA BLILUEY TOMAHYTOM MecTe MPOH3BOJICTBA B COOTBETCTBHH C MPABHITAMIt GMP
JIOKAJILHOTO PerylisTOPHOTO opraHa H crieumpukarmei perncTpauHoHHOro YIOCTOBEPEHUA UMITOPTHPYIOLIEH
CTpaHbl.

HapafoTka, ynakoBka 1 aHaitu3 cepun cootBeTcTBYyIOT Tpebosanuim GMP.

OTBeTCTBEHHOE JINLO!: Canan Vatansever
JlaTa u Bpems: 17-03-2021 11:24:38

Tun penusa: BblyCK Ha PhIHOK

JIuuo, BblAaBUIce cepTHRHKAT: Canan Vatansever
JLOTKHOCTD: Quality Operations Coordinator
JlaTa u Bpemsi: 15-04-2021 09:07:40

Crpanuua 2/12
HacTosiwumit cepTuduKaT Obll aBTOMATHICCKH creHepHpoBaH.
JlaHHbie YTBEPHkKICHbI OTBETCTBEHHBIM JIHLOM.




BrpinylueHo:
m) N OVA RTIS Hogapruc FOproHnepH

34912 Kyptko#
Crambyn
Typuus

JTIMueH3ns HA H3ITOTORIEHHE N2
2004/14

Ceptudurar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200098948

IMpoaykT: BOJILTAPEH

no6anbrbiii maTepuan Ne: 719043 Cepns Ne KX695

KoMMeHTapHH K cepTudHKaTy:

CornacHo BHYTPEHHUM MPOLELYPaM B Npouecce yTaKOBKH Cepus K0793 6pina neperMeHOBaHa B CEPHIO KX695.
Taxkum o6paszom, CoA ceprudukara cep K (0793 npiMeHUM JUTA CEpUH KX695.

Cpok rogHocTH: 31 .08.2023

dapmalleBTHIECKASA cyberanums JlukioheHak HaTpus

IMocraBuwk papm. cyderanuni: HogapTue dapwma LlTeitn AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(UIBeiiapns).

[TponyKT MpOMapKHpOBaH B cooteetcteun ¢ HLTI N015266/01-160811 u3m. 1-3, 5-7. [IposyKT yrakoBaH B
cooteercteun ¢ HJ{ 1 N015266/01-160811 u3m. 1-3, 5-7.

KacaTe/ikHO NPOHYMEPOBAHHOTO 3anpoca Ha iamenerine CR-0000018153, anpec MpoM3BOACTBEHHOTO caiita 6yseT
oGHoBTeH B SAP rnobaibHOl KoMaHIof WUT nocie 0106peHus BHEAPEHNsA BCEMH CTPAHAMM.

[peaIoxkeHHBIH aapec: "Yenisehir Mahallesi [hlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
NIPOH3BOACTBEHHO NITOLIALKHA «“Novartis Urunleri 34912 Kurtkoy Istanbul” 3KBUBANEHTEH

"Hosapruc Carauk I'na e Tapum IOpronnepH Cauaitn se Tukaper A.C.., Typums,

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

Turkey"

Crpanuua 3/12
HacTosumii ceprudukaT bl aBTOMATHHECKH creHepHpoBaH.
JlaHHBIE yTBEPHKACHBI OTBETCTBEHHLIM THLLOM.




) NOVARTIS

TpousseneHo:

Hosapruc 10OproHnepH

34912 KypTkoii
Cramdyn
Typuus

CEPTUD®UKAT AHAJIM3A

IMponykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) - FoC

[o6anbublii MaTepuan Ne: 854217

Cepus Ne: K0793

JlokanbHblii maTepuan Nz 854217

JlaTa W3roTOBJIEHHS: 15-09-2020

Bpems yaep:kHBanus 15-09-2021

oanka:

JlaTa BpInycKa: 01-10-2020

TecTHHT MOHOTpad: DP3747870 010 R2 Ananu3 Ne: 4150177277

| TecTs TpedosaHus Pe3ynsTaThl

OnucaHue: UBET CBeT/I0-KOpHIHEBBIH CoOTBETCTBYET

Onucanne: Gopma Kpyribie JBOAKOBBITYKIIBIE CO COOTBETCTBYET
CKOLLIEHHBIMH KpasiMH

OnucaHKe: Ko rpaBHPOBKH Ha oaHoii cTOpoHE rpaBMpPOBKa COOTBETCTBYET
“CG”, na apyroii — “GT".

MoumuHocTs Metonom TCX: TuknodeHak CooTBeTCTBYET CTAHIAPTY CoOTBETCTBYET

HaTpHUA CpaBHEHHsA

MoamunocTs Metonom BOXKX: HuknodeHak CoOTBETCTBYET CTAHAAPTY CooTBeTCTBYET

HaTpHA CpaBHEHHA

Crpanuua 4/12

HacTosumil ceprudukar 6bi1 aBTOMATHUECKHM CreHEpUPOBAN.

JlanHble yTBEPKIEHbI OTBETCTBEHHBIM JTHIOM.




) NOVARTIS

[ponsseneHo:

Hogaptuc FOproHnepu
34912 KypTkoi
CramOyn

Typuus

CEPTUO®UKAT AHAJIM3A

[TpoaykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC

InoGanbublit MaTepuas Ne: 854217 Cepns Ne; K0793

JlokanbHelii matepuan Ne: 854217

TecTsr Tpebopanus Pe3y/IbTaThl

TMocToponHue npuMecn MeTogom BOXKX: GP 45828  He Gonee 0,2 % <0.05 %
OTHOCHTEJILHO 3aSBIEHHOTO KOJTUUECTBa

nuknodeHaka HaTpHA

IMocTopOHHHE NPUMECH METOIOM B2 X: kaxnoi He 6ouee 0,2 % <0.05 %
HeHAeHTH(QHIHPOBAHHO MPUMECH OTHOCHTENTRHO

3afBJIEHHOT0 KOJHYECTBA IHKI0(eHaKa HATPHS

[TocTopoHHME TPUMECH METOIOM B2JKX: cymma He 6onee 0,5 % <0.1 %
MOCTOPOHHHX MpHMeceii OTHOCHTENBHO 3aABJICHHOTO

KONM4eCTBa AUKIO(eHaKa HATpUs

KonuuecTBeHHOE onpeeieHne MeToftoM BOKX: 95,0 - 105,0% 101.0 %
IuknodeHak HaTPHA
OCTaTOuHbIe OPraHAYecKHe PACTROPUTENH: DTaHO He Gonee 0,5% 0.1%
OcTaTouHbIE OPraHH4ecKHe PacTBOpUTEH: 2- He 6onee 0,5% <0.1%
NponaHoJ
Crtpanuua 5/12

Hacroswmuii cepTipHKaT Obl]l aBTOMATHYECKH CrEHEPUPOBAH.
ﬂal—l}{ble YTBEPKIACHBI OTBETCTBEHHBLIM JIMLIOM.




Y NOVARTIS

[Tpousse/eHo:

Hogaptuc IOpronnepu

34912 KypTkoi
Cramoyn
Typuus

CEPTUOHUKAT AHAJIU3A

IMpoaykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) - FoC
aoGanbHblit maTepnan Ne: 854217 Cepust No: K0793
Jlokanbubiii matepuan Ne: 854217

TecThl Tpebopanus Pe3y/ibTaThl
OnHOpoAHOCTH Mo3upoBanus: n=10 i 30 10 - 30 10
OIHOPOIHOCTE I03UPOBAHKA: CpelHES - 100.2 %
OIHOPOIHOCTH 1I03HPOBAHHA: MHHUMYM - 98.6 %
OQHOPOJHOCT: MAKCHMYM - 101.8 %
OIHOPOIHOCTh I03UPOBAHHSA! IPHEMIIEMAS He 6onee 15,0 3.0
BEJINYMHA

OIHOPOIHOCTE A03MPOBaHHA MeToIoM BIKX: CooteeTcTBHE TpeboBanusaM  COOTBETCTBYET
KOHEYHOE 3aKJII0UYCHHE Esp. @©., ®. CIIA u Sn.@.

Pactropenue: n=6, unu 24 6-24 6

Crpanuua 6/12

Hacrosumii cepTHdHKaT Obl aBTOMATHHECKH CTEHEPHPOBAH.

JlaHHbIE YTBEPKAE€HbI OTBETCTBCHHBIM JIALIOM.




Uy NOVARTIS

[pou3sseneHo:

Hosaptuc HOpronnepn
34912 KypTkof
Crambyn

Typumd

CEPTU®UKAT AHAJIU3A

[ MponykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
Inobanbublil MaTepuan Ne: 854217 Cepus Ne: K0793

JlokanbHbiii maTepuan Ne: 854217

TecTbl TpeGoBanust PesynbTaThl

PacTBOpeHHe AHK/IO(EHaKa HaTPHA METOIOM Vo He menee 75 % 94 %
yepes 120 MHHYT B eTyZI04HOM COKe H HEPE3 45
MHHYT B KHILLIEYHOM COKE: CPEJIHEE

PacTBopeHHE: MHHHMYM - 87 %
PacTBOpeHHEe: MAKCHMYM - 103 %
PacTBOpEHHE: KOHEYHOE 3aKITIOUEHHE CornacHo TpeOoBaHHAM CooTBETCTBYET
npuemiaemocty Esp. @. wiH
@. CIUA
PactsopeHnue: n=0, 12 i 24 6-24 6

Crpanuna 7/12
HacTosmuii cepTH(HKAT Gbi/l aBBTOMATHYECKH CTeHEPHPOBAH.
Jlannble YTBEP:KIEHbL OTBETCTBEHHbIM JIHLOM.




Y NOVARTIS

IMpoussenexo:

Hosapruc Opronnepn
34912 Kyprkoii
Cramdyn

Typuus

CEPTU®UKAT AHAJIU3A

[Mpoaykr: VOLTAREN (BOJIBTAPEH) ECT 50MG (YM) — FoC

InoGanbHblil MaTepuan Ne: 854217 Cepusa Ne: K0793

JlokanwsHbIi maTepuan Ne: 854217

TecTnl TpeGoBanus Pe3yabLTaThl
PacTBOpeHHe AuKIo(enaka Hatpus MeTofoM VO He 6osee 10 % 0%
yepes 120 MUHYT B JKelly 104HOM COKE: CpeHee
PacTBopeHMe: MMHUMYM - 0 %
PacTBOpeHHE: MAKCHMYM - 0%
PacTBOpeHHe: KOHEYHOE 3aKII0UeHHE CornacHo TpeGoBaHAAM CoOTBETCTBYET
npuemnemocti Egp. @. uin
@. CLIA
O6uiee KOMHYECTBO a3pofHbBIX MUKPOOPraHH3MOB He Gomee 1000 KOE/r <100 KOE/r
(TAMC)
Ofee KOJTHIECTBO JAPONIKEBBIX H INIECHEBBIX He 6onee 100 KOE/r <20 KOE/r
rpu6os (TYMC)

Ctpanuua 8/12
HacToswwuii cepTudukar ObI aBTOMATHUYECKH CTEHEPUPOBAH.
JlaHHble YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM.



Uy NOVARTIS

[TponsseaeHo:

Hogaptuc FOproHnepH
34912 Kyptkoi
Cram0byn

Typuus

CEPTUD®UKAT AHAJIU3A

IMpoaykT: VOLTAREN (BOJIETAPEH) ECT S0MG (YM) —FoC

Inobansubiil matepuan Ne: 854217 Cepus N K0793

JoxanbHbiit MaTepuan Ne: 854217

Tecthr Tpebosanus Pe3yabTaThl ]
Crienndrueckii MUKpOOPraHH3M Escherichia coli He obnapyxeHo B I r He ofbHapyKeHO |
| 3aknouenne:
Ebru GERCEKER Moanucano, 02.04.2021
OTBeTCTBEHHOE JTHIO Harta
Crpanuua 9/12

HacToswmii cepTH(HKAT Ob11 aBTOMATHYECKH CTEHEPUPOBAH.
,U,aHH ble YTBEP/KIACHBI OTBETCTBEHHBIM JTHLIOM.




') NOVARTIS

INpon3sBeneHo:

Hogapruc KOproanepu

34912 Kyptkoii

Crambyn
Typuus

CEPTU®UKAT AHAJIM3A
Ne TR100100062840

Kax 1011 HenaeHTUhULUUPOBAHHON MPUMECH
OTHOCHTE/ILHO 3asBJIEHHOrO KOIMYECTBA
AMKI0(eHaKa HaTpHs

IMpoaykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) - FoC

CnoGanbubiii maTepuan Ne: 854217 Cepusn Ne: K0793

JlaTa U3roTOBJIEHHA: 15-09-2020 Iporokon ananuza Ne: 89150017614

Bpems yaepxkuBaHnus 15-09-2021

Oanka:

TecTHHT MoHorpad: DP3747870 010 R2

TecTbl TpeGoBanus Pe3y1bTaThl

Onucanue: useT CBeT/I0-KOPUIHEBbIH CooTBETCTBYET

Onucanue: Gopma Kpyrible IBOSKOBBIMYKIEIE CO CoOTBETCTBYET
CKOLIEHHLIMH KpagmH

OnucaHue: Kol rpaBUPOBKH Ha onnoii cTopoHe rpaBUpOBKa CooTgeTcTBYET
“CG”, Ha apyroii — “GT”.

[MommaHocTk MeTogoM TCX: uknodeHax CoOoTBETCTBYET CTAHAAPTY CoOTBETCTBYET

HaTpus CpaBHEHHMA

MomnHocTs MeTonom BOXKX: Huknodenak  CoOTBETCTBYET CTAaHAAPTY CoOTBETCTBYET

HaTpus CpaBHEHHA

[MocToponHue npumeck Metoaom BOKX: GP - He Gonee 0,2 % <0.05 %

45828 0THOCUTENIBHO 3aABIEHHOTO

KOJIMYECTBA AUKIO(eHaKa HaTpHsL

[TocToponHue npuMeck metoaom BIKX: He 6onee 0,2 % <0.05 %

Crpanyua 10/12

Hacrogmuii ceptidukat Obl1 aBTOMaTHYECKH CTEHEPHUPOBAH.

ﬂaHHb[e YTBEPKIACHBI OTBETCTBEHHBIM JIMLIOM.




Uy NOVARTIS

[Tpoussenexo:

Hosapruc FOpiounepu
34912 KypTkoii
Cram0yn

Typuus

CEPTU®UKAT AHAJIN3A
Ne TR100100062840

IMpoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) - FoC
I'nodanbhblii matepuan Ne: 854217 Cepusa Ne: K0793
TecTnl Tpebosauus Pe3yabTaThl
TMocTopoHHNe npuMecH MeTooM BOXKX: cymma He 6oaee 0,5 % <0.1 %
MOCTOPOHHHX TPHMeceii 0THOCHTE/IEHO 3adBJIEHHOTO
KONYecTBa AHKIO(EHaKa HATpUs
KonuvecTreHHoe onpeneeHue Metotom BOKX: 95.0 - 105,0% 101.0 %
NuknodeHak HATPUs / akTHBHAA cybcTaHImA
PactBopenue: n=6 niu 24 6-24 6
PacTBOpeHue AuKI0(eHaka HaTpus MeTonoM YD He menee 75 % 101 %
yepes 120 MHHYT B Kelly104HOM COKe U uepes 45
MHHYT B KHLIEYHOM COKE: CPEIHEE
PacTROpeHHe: MUHUMYM - 100 %
PacTBOpeHHE: MAKCUMYM - 102 %
PacTBopeHHe: KOHEUHOE 3aK/IloYeHne CornacHo TpeGOBaHHAM CoOTBETCTBYET
npuemnemoctn Egp. @. uin
@. CLIA

Crpanuua 11/12

Hactoswmii cepTH(uKat Gbl1 aBTOMAaTHYECKH CTEHEPHPOBAH.
JlaHHbIE YTBEPHAEHbI OTBETCTBEHHBIM JTHLIOM.




Uy NOVARTIS

ITpousseneHo:
Hosaptuc HOpronnepu
34912 Kyprkoit

Cramdyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100062840

MpoaykrT: VOLTAREN (BOJIBTAPEH) ECT 50MG (YM) — FoC
I'no6Ganbuerii MmaTepuan Ne: 854217 Cepusi Ne: K0793
Tecrpl Tpebosanus PesynnTathl
Pacteopenne: n=6, 12 unn 24 6-24 6
PactBopeHue nuknodenaka Hatpus Metogom Y@ He 6onee 10 % 0%
uepes 120 MUHYT B 5keTyJJOTHOM COKe: cpejiHee
PacTBopeHne: MUHUMYM - 0%
PactBopenue: MakcHMYM - 0 %
PacTBopeHune; KOHEYHOE 3aKIIOUEHHE CornacHo TpeGoBaHUAM CooTeeTcTBYeT
npuemaemoct Esp. @. unu
@. CIIIA
Oofulee KoMU4eCTBO a3pOOHBIX MUKPOOPraHH3MOB He 6onee 1000 KOE/r <100 KOE/r
(TAMC)
Obee KOMHYECTBO APOKIKEBLIX U IJIECHEBBIX He donee 100 KOE/r <20 KOE/r
rpudos (TYMC)
Crenuduyecknii Mukpoopraunsm Escherichia coli He obuHapyxeHo B | T He obHapy:keHo
Jaknroyenue:

Cepust cooTBeTCTBYET CrieUH(pHKALMH HOPMATHBHO# 10KyMeHTaunn, HacToaumm ynocTosepsio, 4To 1aHHAA
MH(OpMaLusA NOAHEHA H BepHa. HapaGoTka u aHanu3 cepHH MpOBEPeHbl H COOTBETCTBYIOT Tpebosannsam GMP,

OTBeTCTBEHHOE JIHLO: Serem Dusmez Durmaz

Jata u Bpems: 26-10-2020 05:37:14
OTBeTCTBEHHOE JTHLO: Serem Dusmez Durmaz
JomKHocTh: Quality Control Team Coordinator
Jara u Bpemsi: 26-10-2020 05:37:14

Crpanuua 12/12
Hacroswmnii cepTudukar Gbl1 aBTOMATHUECKH CreHePUPOBAH.
JlaHHbIe yTBEPKAEHbI OTBETCTBEHHBIM JIHLIOM.




