BoinyuieHo:

Q‘) NOVARTIS i

CramOyn
Typrus

JlnueH3us Ha u3rotosaenne Ne

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

CEPTU®UKAT CEPHUH
Ne TR100200097318

IMpoaykT:

JlexapcTBennan dopma:

BOJIbTAPEH

NosupoBka / AKTHBHOCTB! JIMKJIO®EHAK HATPHA 50 mr
TaGneTka, MOKPbITas KHILIEYHOPACTBOPHMOH o6onouKoi

Tun ynakoBKH: Gaucrep

PasMep yNakoBKH: 2x10 TabneTok

PY: TIN015266/01

Iio6anbHbIE MaTepuaa Ne 719043 Cepus No:
JlaTa U3roToBJeHHs 30-01-2021

JlaTa BeINycKa: 25-02-2021

CpoK roAHoCTH: 12-2023

Kosin4yecTBO eIHHHL NNPOAYKTA: 38000.000 wTyK

Jlaunsie TecTOB, TPEGOB

AN, Pe3yIBTaThl 1 3aKIIOUEHHS IPUBEAEHDI B CIEAYIOUIEM cepriduKare/cepTUHKaTAX:

JluueH3us Ha H3rOTOBJIEHHE! 2004/14

Ceprugurar Ne TR100100062943
IpoaykT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
I'no6anbHblii MmaTepuan Ne 854217 Cepus Ne K0805
JlokaneHblii maTepnan Ne 854217
JlaTa BbINyCKa: 25-02-2021
[Ipon3BoauTeNb: Hogaptuc OpronnepH

34912 Kyprkoii

Crambya

Typuus
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Hacrosimuit cepTudukat Obl1 aBTOMAaTHYECKH CTEHEPHPOBAH.
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(‘ BoinyiueHo:
Hosapruc Kpronnepi
) N O VA RTIS 34912 KypTkoi
Cram0yn
Typumus
JIMueH3us HA H3rOTOBIeHHe Ne
2004/14
Ceprugukat GMP Ne:
TR/GMP/2020/142

CEPTUO®UKAT CEPUH
Ne TR100200097318

IMpoaykT: BOJILTAPEH
Ino6anbubiii maTepuan Ne: 719043 Cepus Ne KAF79
3akoueHHe:

HacTOAIMM YAOCTOREPAIO, 4TO JaHHask HH(pOPMALMA TOUTHHHA H BEPHA. JlaHRas cepys cO3/aHa / IPOM3BE/CHE,
BK/IFOUAst YIIaKOBKY M KOHTPOIIb, Ha BLILIEYNOMAHYTOM MECTE NPOM3BO/ICTBA B COOTBETCTBHH C NMPaBUIaMH GMP
JIOKAIBHOTO PETY/IATOPHOTO Oprana u crienuKaLyeii perucTpaliOHHOTO YI0CTOBEPEHIA MMIIOPTHPYIOIEH
CTpaHbl.

HapaboTka, yIaKOBKa W aHaJIH3 CEpHH COOTBETCTBYIOT tpedosannam GMP.

OTBeTCTBEHHOE JINLO: Ece Cakirel
JlaTa u BpeM4: 25-02-2021 11:54:24

Twur penusa: BEITYCK Ha PHIHOK

JIuuo, BulaaBiuee cepTHdHKAT: Ece Cakirel

JIOJIKHOCTh: Quality Operations Coordinator

JlaTa n Bpemsi: 25-02-2021 11:54:24
Crpannua 2/7

HacTtosumii cepTudikaT Obl aBTOMATHYECKH CTEHEPHPOBAH.
JlanHble YTBEPKIEHbI OTBETCTBEHHBIM JIHLIOM.




Bouinyweno:
(‘) N OVA RT l S Hogapruc KOpronnepu

34912 KypTtkoit
Crambyn
Typuus

JInuensusa Ha u3rotoBaeHne Ne
2004/14

Ceprudurxat GMP No:
TR/GMP/2020/142

CEPTUD®UKAT CEPUHA
Ne TR100200097318

IpoaykT: BOJIETAPEH

Cnobanbueii maTepuan Ne: 719043 Cepusa Ne KAF79

KommeHTapun K cepTHdHKATY:

CorJ1acHO BHYTPEHHMM MpoLeIypaM B npouecce yrmaxkosku cepus KO805 Obita nepenmeHoBaHa B CepHIO KAF79.
Takum oGpazom, CoA ceprudukara cepun K0799 npumeHHM 1NA cepHH KY194.

Cpok rogHocTH: 31.12.2023

dapmanerTHUecKas cybcTaHuma Juknodenak HaTpus

Mocrasumk papm. cyberanumn: Hoapric ®apwma IlTeiin AT, Schafthauserstrasse, CH-4332 Stein, Switzerland
(ILseituapus).

TMpomykT npomapkuposaH B cootsetcTeuu ¢ HIL [T NO15266/01-160811 n3m. 1-3, 5-7. [lpoyKT ynakoBaH B
cootretcTruu ¢ HJ[ [T N015266/01-160811 u3m. 1-3, 5-7.

KacaTeIbHO IPOHYMepOBaHHOTO 3ampoca Ha usmeHenne CR-0000018153, anpec npon3BoCTBEHHOTO caiita Oyner
o6HoBIeH B SAP rinodanshoii komarnoit UT nociie onobpeHust BHEAPEHUs BCEMH CTPaHAMH.

IMpennokenHsiit anpec: "Yenisehir Mahallesi Ihlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
npoussozcTReHHo# romankn “Novartis Urunleri 34912 Kurtkoy Istanbul” sxBuBaneHTeH

"HosapTtuc Carnunk I'nja e Tapum FOpronnepu Canaiin Be Tukapet A.C.., Typuus,

Yenisehir Mahallesi, [hlara Vadisi Sokak,No:2, 34912, Pendik, Istanbul,

Turkey"

Crpannna 3/7
Hacrosmuii ceprudukar OblT aBTOMATHUECKH CTEHEPHUPOBAH.
JlaHHBIE YTREPKICHbB OTBETCTBEHHBIM JIHIIOM.



Uy NOVARTIS

IMpon3seaeHo:
Hogaptuc HOprotiepu
34912 Kyprko#t

Cramdyn
Typuus

CEPTU®UKAT AHAJIM3A
Ne TR100100063744

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

Ino6anabHbrii MaTepnan Ne: 854217 Cepus Ne: K0805

JpyTHe TOCTOPOHHHE IPHMECH OTHOCHTENLHO
3aABJIEHHOTO KOJIHYECTBA nnxnocbeuaka
HaTpHA

JlaTa N3roToBJIEHHS: 30-01-2021 TpoTokoa aHanu3a No: 4150187367

Bpems yaep:kHBaHHSA 30-01-2022

fanka:

TecTHHI MOHOTpad: DP3747870 010 R2

TecTsl TpebosaHns Pe3ynbTaThl

OnucaHye BU3YalbHO: LIBET CBeT/I10-KOPHUHEBbIH CooTBETCTBYET

Omicanue BU3yalbHO: (opMa Kpyriibie JBOSKOBBITYKIIBIE CO COOTBETCTBYET
CKOLIEHHBIMH KpasMu

OmnucaHyue BH3YalbHO: KO TPaBHPOBKH Ha ozHO# cTOpOHE rPaBUPOBKA CooTBETCTBYET
“CG”, na gpyroii — “GT”.

[MogmuunocTs Metogom TCX: JluknodeHak COOTBETCTBYET CTAaHAAPTY CoOoTBETCTBYET

HaTpUA CpaBHEHMA

MomwaHocTh MeTogom BIKX: Iuknodenak  CoOTBETCTBYET CTAHAAPTY CoOoTBETCTBYET

HaTpus cpaBHeHUA

[TocTopOHHKE NPHUMECH METOIOM B2KX: GP  He donee 0,2 % <0.05 %

45828 0THOCHUTENILHO 3asABJIEHHOTO

KOJMYEecTBa AuKJIo(eHaKa HATPHA

[TocTopoHHHe NpUMecH MeTogoM BOXKX: He 6onee 0,2 % <0.05 %
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HacTosmmii cepTHQUKAT ObIT ABTOMATHUCCKH CTEHEPHPOBAH.
JlaHHbIe YTBEPIKIEHBl OTBETCTBEHHBIM JIHLIOM.




) NOVARTIS

TpousBe/eHo:
HogapTiic FOptoriepu
34912 KypTtko#

Crambyn
Typuusa

CEPTUO®UKAT AHAJIU3A
Ne TR100100063744

[poayKT: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) - FoC
Iio6anbubii matepnan Ne: 854217 Cepusn Ne: K0805
TecThl Tpebosanus PesyibTaThl
TocTOPOHHME MPUMECH METOIOM BOXKX: cymma He 6onee 0,5 %o <0.1%

MOCTOPOHHHX npnmeceﬁ OTHOCHTEJILHO 3aABJIEHHOTO
KoJIMUecTBa AUKIO(EeHaKa HaTpys

KonuuecTReHHOE onmpeeeHie MeToIoM BOXKX: 95,0 - 105,0% 98.7 %
ITuknogeHak HaTpus / aKTUBHASA cyOcTaHLMA

OCTaTOUHBIE OpPraHHYeCKHe PACTBOPHTEIH: DTaHOM He Gonee 0,5% 0.1%
OcTaToyHble OpPraHUYECKHE PACTBOPUTEITH: 2- He Gonee 0,5% <0.1%
NponaHos

OHOPOIHOCTL A031poBanus: n=10 na1 30 10-30 10
O[HOPOAHOCTE I03UPOBAHMS. CPEHEE - 98.3 %
OHOPOAHOCTb 103HPOBAHUS: MIHHMYM - 96.1 %
OIHOPOJHOCTL: MAKCHMYM - 101.0 %

Crpanuua 5/7
Hacrosumii ceprudukar OblT aBTOMaTHIECKH creHepupoBaH.
JlaHHbIe YTBEP:KIEHbE! OTBETCTBEHHBIM JIHLIOM.




) NOVARTIS

[pousseaeHo:

Hosaptuc KOptonnepu

34912 KypTkoi
CramByn
Typums

CEPTU®UKAT AHAJIM3A
Ne TR100100063744

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

TaobanbHbi MaTepuan Ne: 854217 Cepns Ne: K0805
Tectnl TpeGoBanun Pe3ynbTaThl
OIHOPOJHOCTE O3UPOBAHIA: TIPHEMIIEMas He Gonee 15,0 3.8

BEUYMHA

OIHOPOAHOCTS 103MpoBaHuA MeTogoM BIXKX: CooTteercTBUe TpeboBaHuaM  CoOTBETCTBYET
KOHEYHOE 3aKJIF0UEHHE Esp. @., ®. CIIIA u An.P.

PactBopenue: n=6 uau 24 6 unu 24 6

PacTBOpeHHe AnKIodeHaka HATpHA MeTo1oM ¥V P He menee 75 % 98 %

uepes 120 MUHYT B 7Ke/lyJO4HOM COKE M Hepes 45

MHHYT B KHLIEYHOM COKE: CpelHee

PacTBOpeHHE: MMHUMYM - 92 %
PacTBopeHHE: MAKCHMYM - 104 %
PacTBOpeHHe: KOHEYHOE 3aK/II0MeHHE CornacHo TpeOORaHUAM COOTBETCTBYET

npuemiemocti Esp. @, @.
CIIA :
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HacTosmuii ceprdukar Obl1 aRTOMATHUECKH CTEHEPHPOBAH.

HaHHhIB VYTBEPAKIACHBI OTBETCTBEHHBIM JIMLIOM.




> NOVARTIS

[TpousBeneHo:
Hosaptuc Opronnepu
34912 Kyprkoii

Cramdyn
Typuus

CEPTUDPUKAT AHAJIN3A
Ne TR100100062945

Mpoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
Iio6anbHbli MaTepuan 854217 Cepus Ne: KO0805
Ne:
TecTrl TpeboBanus Pe3yabTaThl
PacTBOpeHue: n=6, 12 unu 24 6-24 6
Pactsopenue nuknodenaka HaTpus MeTogoM VP He Gonee 10 % 0%
uepes 120 MUHYT B JKe/YI04MHOM COKE: Cpe/iHee
PacTBopenne: MHHIMYM - 0%
PacTBoOpenHe: MakCHMYM - 0%
PacTBopenne: KOHEUHOE 3aKITIOUEHHE CornacHo TpeGoBaHHAM CooreeTrcTByeT
npuemnemocti Egp. @., O,
CLIA
3aka04eHne:

Cepus cooTeTcTBYeT CrieundHKaLK HOPMAaTHBHOI NoKyMenTauun, HacToswmum YIOCTOBEPSAI0, HTO JaHHas
HH(OpMaLKA MoUTHHHA K BepHa. HapaboTka n anaans cepuu [IPOBEPEHDI H COOTBETCTBYIOT TpeboBaHHAM GMP.

OTBeTCTBEHHOE JIHLLO: Serem Dusmez Durmaz
Jarta u Bpems: 15-02-2021 06:28:36
OTBeTCTBEHHOE THLO: Serem Dusmez Durmaz
JOTKHOCTD: Quality Control Team Coordinator
Jata u Bpemsi: 15-02-2021 06:28:36
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Hacrosmmii cepTudukar Gbl aBTOMAaTHUECKH CrEHEPHPOBAH.
HBHHBIE YTBEPKIACHBI OTBETCTBEHHBIM JIMLIOM.




