L

) NOVARTIS

Brinymeno:
Hoeapruc I0pionnepn
34912 Kyprkoii
Crambyn
Typuns

JInuenznn na w3rorosnenne Ne
2004/14

Ceprudmxar GMP Na:
TR/GMP/2020/142

CEPTH®UKAT CEPUHN
Ne TR100200107811

’Tponylrr:

Mo3nposka / AkTHBHOCTS:
JlekaperBennan dopma:
Tun ynakosku:

Pasmep ynakorku:

F'no6anbubiii maTepuan Ne
Jarta uiroroenenns

Jara Bbinycka:

Cpox rognoctu:

Koauuecrso eaunnng NpoAYKTa:

BOJIBTAPEH

AHUKJIO®EHAK HATPUS 50 mr

TabneTka, nokpbitas KHIIEYHOPacTBOPUMO# 060104KOii

baucrep

2x10 Tabnerok

TTN015266/01
719043
25-08-2021
24-12-2021
07-2024
47160.000 wiryk

Cepna Ne:

KEF90

com, ac=novars, ouepeopls, ou=To,

HanHele TecTo, TpebOBaHHA, Pe3ybTaThl M 3aK/TI0YEHHS NPHBE/IEHBI B CIIEAYIOLLEM cepTH(uKaTe/cepTHuKaTax:
Ceprudukar Ne TR100100065728 ]
Ipoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) - FoC
Inobansuwiii Mmatepuan Ne 854217 Cepus Ne K0807
Jlokanbuelit MaTepuan Ne 854217
JaTa Beinycka: 10-11-2021
Ipoussoaurens: HoBaptuc IOpionnepu

34912 Kyprxoii

Crambyn

Typuus

JInuensns na mirorornenne: 2004/14
Crpanuua 1/9
Hacroammii cepTHHUKAT GbLT aBTOMATHYECKH CreHEPHPOBaH.
JlaHnble yTREpsKEHBI OTBETCTBEHHBIM JTHLOM. Anti pova P —
Yana e




Buimymeno: j
(’) N O VA RT I S Hogaptic IOpronnepn

34912 Kyptkoii
Cram6yn
Typuus

.Hllllell‘lllﬂ Ha H3roToB/JIenne Neo

2004/14
Ceprudpuxar GMP Ne:
TR/GMP/2020/142

CEPTUD®HUKAT CEPUU
Ne TR100200107811

Ipoaykr: BOJIETAPEH
Fnobansnbiii Matepnan Ne: 719043 Cepus Ne KEF90

L ]
3akiouenne:

JIOKANBHOTO PETyNATOPHOrO Opraua u cneunpHKalmel perucTpanuontoro YZIOCTOBEPEHHs HMIIOPTHpPYIOLIE it
CTpaHbl.

HapaGorka, ynakoska u ananus CCPHMH COOTBETCTBYIOT Tpeborannam GMP. J
OtsercrBennoe anmuo: Ilayda Ozer
Hata u Bpema: 24-12-2021 19:38:25

Tun penusa: Boinyck na PBIHOK

JInuo, BrigaBmwee ceprudukar: llayda Ozer

HonxHocTn: Quality Operations Coordinator

Hata u Bpems: 15-03-2022 14:59:58
Crpanuua 2/9

Hactosumii ceprudpukar Grin ABTOMATHYECKH CreHepHPOBaH,
HanHsie yTBepxaens! OTBETCTBEHHBIM JIHLIOM,




' Brinymeno:
() N O VA RT I S Hosaptuc IOpronnepn
34912 Kyprxoi
Crambyn
Typuns
JInnensns na niroropnenne N
2004/14
Cepruduxar GMP No:
TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200107811

Mpoaykr: BOJILTAPEH

I'no6anuneiii MaTepuan No: 719043 Cepnna Ne KEF90

KommenTtapun k ceprudmrary:

CornacHo BHYTpeHHHM npoliesypam B fipouecce ynakoeku cepus K0807 6b11a nepenmenopana B cepuio KEF90,
Taxum obpazom, CoA cepruduxara cepun KO807 npumenum ana cepun KEF90,

Cpoxk roanoctu: 31.07.2024

(apmauerTHUecKas cybcTaHus Huknodenak Hatpua

IMocTaBumk dapm. cySeranunu: HogapTtuc ®apwma IllTeiin AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(LIpefinapus).

TIponyKT MpoMapkupoRaH B COOTBETCTRHH ¢ HITINO015266/01-160811 u3m. 1-3, 5-7. IMTpoaykT ynakoraH B
cootsetcTBuu ¢ HIL II N0O15266/01-160811 n3m. 1-3, 5-7.

KacarenbHo nponymepoBaiHoro 3anpoca Ha uamenenne CR-00000181 53, anipec NPOM3BOACTBEHHOTO caiiTa Oyner
obxoenen B SAP rnoGanbhoii komannoit UT nocne 0100peHHs BHEPEHHs BCeMM CTpaHamH,

ITpennosxennsii agpec: "Yenisehir Mahallesi Ihlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
NpOH3BOACTBEHHOH nnomanku “Novartis Urunleri 34912 Kurtkoy Istanbul” skeupanenten

"Hosaptuc Carnnk I'nna se Tapum IOpionnepn Canaiin e Tukaper A.C.., Typuns,

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

Turkey"

Crpanuua 3/9
HacToswmmuii ceprudukar 6611 aBTOMaTHUECKH CTE€HEPHPOBaH.
HaHnble yTBepKAEHb! OTRETCTBEHHEIM JTHIIOM.




) NOVARTIS

ITponsBeneno:
Hoeaptuc Opronnepu
34912 Kyptkoii

Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100065728

Ipoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC

Fnobanensiii matepuan No; 854217

Cepns Ne: K0807

HMara usroroBnenns: 25-08-2021

Bpems ynepxusanus 25-08-2022

baska:

Tectunr monorpad: DP3747870 010 R2 AHajinz Ne: 4150370170

Teernl TpeboBanus PesyasTaTe

Onucanmne: uper CBeTno-kopH4HeBbIii CootsercTByeT

On#ucanue: dopma Kpyrnaeie neosikossinykisie co CooTtsetcrryer
CKOLLUEHHBIMH KpasMH

Onucanue: ko rpaBHpOBKH Ha onnoii cropone rpasuporka CooTtsercTtryer
“CG", Ha apyroii — “GT”.

IMoanuunocTs MeTomom TCX: Juknodenak CooTeeTcTBYeT CTanmapTy CooTteercTryer

HaTpus CpaBHEHHA

[MoanunuHocte MeTonom BOWKX: Huknopenak  Cootserctryer CTaHAapTy Cooteerctayer

HaTpus CpaBHEHHs

Crpanuua 4/9

HacTtoswmii ceprudmkar 6ein ABTOMATHYECKH CT€HEPHPORaH,

II&HHBIE YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.,




) NOVARTIS

Ipou3sseaeHo:
Hosaptuc IOpronnepu
34912 KypTkoii

Crambyn
Typuus

CEPTUO®UKAT AHAJIM3A
Ne TR100100065728

IMponykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
Inobannublii MaTepuan Ne: 854217 Cepnsn Ne: K0807
TecTbl TpeboBanns Pe3yanLTaThl
[oCTOpOHHHE TTPUMECH METOIOM B3)KX: GP 45828  He Gonee 0,2 % <0.05 %

OTHOCHTENBLHO 3aABJIEHHOTO KOJIHYECTBA

nuknogeHaka HaTpHs

[MocTopoHHHE MPUMECH METO/IOM B2XKX: kaknoi He Gonee 0,2 % <0.06 %
HeMAeHTHPHUMPOBAHHOH MPAMECH OTHOCHTEIEHO

3asBJICHHOTO KOJTMUECTBA ANKNOo(eHaKa HaTpus

TMoctoponnue npumeck Metonom BOXKX: cymma He 6onee 0,5 % <0.1 %
MOCTOPOHHHX MPHMECEH OTHOCHTEIIBHO 3asBJICHHOTO

KONMHMuecTBa ANKIodeHaka HaTpHA

KonuuecTBEHHOE Olpeie/ieHHe METOIOM B3XKX: 95,0 - 105,0% 98.6 %
Jluknodenax HaTpus
(OcTaTouHbie OPraHHYECKHe PacTBOPUTEITH: 3raHon He 6onee 0,5% 0.1%
QcTaTo4YHble OPraHM4ECKHE PaCTBOPHTE/IH: 2- He 6onee 0,5% <0.1%
nponaHoJl

Crpanuua 5/9

HacTosumii cepTHdUKAT Gb11 aBTOMATHUYECKH CreHEPHPOBAH.
JlaHHBIE YTBEPK/ACHBI OTRETCTBEHHBIM JIMLIOM.




Uy NOVARTIS

IMpon3seaeHo:

HogapTic HOpionnepu
34912 KypTkoii
Crambyn

Typund

CEPTU®UKAT AHAJIN3A
Ne TR100100065728 B

[

Flponym‘: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) - FoC
[no6anbHbIH MaTepuan Ne: 854217 Cepnn Ne: K0807
TecTbl Tpebopanns Pe3yabTaThl
OnHOPOAHOCTh A03UPOBAHHA: n=10 nnu 30 10 - 30 10
OJHOPOJIHOCTh JIO3MPOBAHHA CpeIHEE - 98.4 %
OaHOPOAHOCTH AOINPOBAHUAL MHHHMYM - 96.6 %
OJHOpPOAHOCTh: MAKCHMYM - 100.4 %
OAHOPOAHOCTD I03HPOBAHMA: NPHEMIEMAd He Gonee 15,0 2.8
BEJIMUHHA
OJHOPOJHOCTh A03HPOBAHUA METO/IOM BOXKX: CooreerctBie TpeGoBanuam  COOTBETCTBYET
KOHEYHOE 3aKNoyeHne Esp. @., @. CLUIA u Sn.@.

Pacteopenue: n=6, uau 24 6-24 6

Crpanuua 6/9
Hacrosiumii cepTHhHKAT GBI aBTOMATHIECKH CTEHEPHPOBAH.
JlaHHble yTBEPKIAEHB! OTBETCTBEHHBIM THIIOM.



Uy NOVARTIS

IlponsBeaexo:

Hogapthc IOpionnepu

34912 KypTkoi
Crambyn
Typuns

CEPTUD®UKAT AHAJIN3A
Ne TR100100065728

Mpoaykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC
InobankHeIi MaTepuan Ne: 854217 Cepna Ne: K0807
HoraapHbtitvarepuai-Ne:  §34247
TecThl Tpebosanus Pe3ybTaThl
Pacteopenue nukiodenaka Harpus metoaom Y He menee 75 % 98 %
yepe3 120 MUHYT B ey 104HOM COKe W uepes 45
MHHYT B KHLIEYHOM COKe: Cpe/iHee
PacTRopeHHe: MHHHMYM - 96 %
PacTBopenne: MakcHMyM - 101 %
PacTBopeHue: KoHewHOE 3aKIOYeHHE Cornacto TpeGoBaHUAM CooTBeTcTBYET
npuemaeMoctd Esp. @. unu
@. CIIA
PacTBopenue: n=6, 12 unu 24 6-24 6

Crpanuua 7/9

Hacrosuuii ceprudmkar 611 aBTOMATHYECKH CreHEPHPOBAH,

ﬂaHHblC YTBEPAKACHBI OTBETCTBCHHBIM JIHLIOM.




U) NOVARTIS

IIponseeneno:

Hograptuc KOpronnepn

34912 KypTkoii
Crambyn
Typuus

CEPTU®UKAT AHAJIU3A
Ne TR100100065728

Ipoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
I'nobaneneiii maTepnan Ne: 854217 Cepus Ne: K0807
TecTbl Tpebopanus Pe3yJbTaThl
PactBopenne anknodeHaka Hatpusa MetonoM Y P He Gonee 10 % 0%
yepe3 120 MHHYT B ;KeJTlyJIOUHOM COKe: CpejlHee
PacTBOpeHHe: MHHHMYM - 0%
Pactropenne: Mmakcumym - 0%
PacTBOopeHHe: KOHEYHOE 3aK/II04eHHe CornacHo TpeGoBaHHAM CooTBeTCTBYET
npuemneMoctH Esp. @. unu
@. CLIA

Crpanuua 8/9
Hacroswwuii cepruduxar 6uin aBTOMaTHUECKH CreHEPHPOBAH.
JlanHble yTBepKAECHE OTBETCTREHHEIM JTHLIOM,




> NOVARTIS

IpounsseneHo:
Hosaptuc FOpronnepn
34912 Kyprkoii

Crambyn
Typuud

CEPTUO®HUKAT AHAJIN3A
Ne TR100100065728

IpoaykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
Inobansubil maTepuan Ne: 854217 Cepna Ne: KO0807
3akaovenne:

Cepus COOTBETCTBYET CelHdpyKaunin HOPMATHBHOM 0Ky MEHTaLHH. HacTosmmM yAOCTOREPSAIO, UTO NaHHAs
nHdopMalma noHEHa U Bepha. HapaboTka 1 aHanus cepiH MPOREPEHLI H COOTRETCTRYIOT Tpebosannam GMP.

OTBeTCTBEHHOE JIHIIO Serem Dusmez Durmaz
JaTta u Bpems: 14-09-2021 21:19:40
OTBeTcTBEHHOE JTHIL0: Serem Dusmez Durmaz
JIOIKHOCTD: Sr. Quality Control Team Coordinator
JlaTa n Bpems: 14-09-2021 21:19:40

Crpanuua 9/9

Hacroswuuii cepTHdHKaT ObUT ABTOMaTHUECKH CTEHEPHPOBAH.
Jlannble YTEEPKAEHBE! OTBETCTBEHHBIM JIHLIOM.




