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' Brinywmeno:
() N O VA RT I S Horaprie HOpionnepu
34912 Kyprxoii
CramGyn
Typuns
JInueH3ns Ha niroTosJjenne Ne
2004/14
Ceprndukar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200109766

Iponykr: BOJILTAPEH

lo3npoBka / AKTHBHOCTB: OHUKJIO®EHAK HATPHA 50 mr

Jlekapcreennas dgopma: TabneTka, NOKpHITasd KHIIEYHOPACTBOPUMOi 060J104KO#H
Tyun ynakoBkm: Bmucrep

Pasmep ynakoBku: 2x10 tabneTtok

PY: ITNO015266/01

CTpaHa Ha3HAYEHUS: Poccuiickaa ®enepauns

I'nobanbHbI MaTepuan Ne 719043 Cepus Ne: KFAI19
JlaTa M3roroBJieHNs1 02-12-2021

JaTta BbINycKa: 04-04-2022

Cpok roasoeru: 11-2024

Ko/H4ecTBO eAHHHIL MPOJYKTA: 37120.000 mTyk

Jlannbie TecToR, TpeboBaHMs, Pe3yNBTATE W 3aKIIOYEHHA IPHBEACHB] B CICAYIOIIEM CepTH(hUKATE/cepTHOHKATAX:

Cepruduxart Ne TR100100066722
Mpoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
I'nodankHBI MaTepuan Ne 854217 Cepusa Ne KO0809
JlokanbHblii MaTepuan Ne 854217
JlaTa BeINycKa: 24-12-2021
ponspoanTenn: Hogsaptuc Opronnepn

34912 Kyptkoi

Crambyn

Typuus

Jluuensus Ha u3rorosjenne: 2004/14

Crpanuua 1/7
Hacroswmmnii ceprudukaT 6611 aBTOMaTHYECKH CTeHEpHPORAH.
JlanHEIe yTBEPKACHEI OTBETCTBEHHBIM JIHLIOM.



Brinymeno:
(‘) NOVART I S HograpTtuc FOpronnepu

34912 KypTxoii
Crambyn
Typuns

Jluuensns na niroroeaenne Ne
2004/14

Ceprudmxar GMP No:
TR/GMP/2020/142

CEPTU®UKAT CEPUHN
Ne TR100200109766

Ilpoaykr: BOJIbTAPEH
I'106anbHb1E MaTepuan Ne: 719043 Cepusa Ne KFA19
3akmouenne:

Hacrosummm ynocrosepsio, uTo nanHas nudopmaiis nouTiHEa 1 BepHa. JlaHHas cepus co3aana / mpou3BeneHa,
BR/IIOYAs yNakOBKY H KOHTPOJIb, HA BBILICYTIOMAHYTOM MECTE NPON3BO/ICTBA B COOTBETCTBHH ¢ npaBuaamn GMP
JIOKAJIHOTO PEryNIsATOPHOro OpraHa U cneunduKalumeil perucTpalMOHHOTO YAOCTOBEPEHHA HMNIOPTHPYIOLLEH
CTpaHbl.

Hapa6oTka, ynakorKa M aHaIu3 CepHH COOTBETCTRYIOT Tpebosanuam GMP,

OTBeTCTBEHHOE JIHIL0: Selma Tursun
JdaTa u Bpems: 04-04-2022 19:41:45

Tun pennza: Beinyck Ha pHIHOK

JInuo, BeInaBWee cepTHHKAT: Selma Tursun

JoKHOCTh: Quality Operations Coordinator

Jata n Bpemsi: 07-04-2022 08:03:29
Crpanuua 2/7

Hacrosumii cepTrgHkar Ob11 aBTOMAaTHUECKH CTEeHEPHPORAH,
JlanHble YTBEPKIEHB! OTBETCTBEHHBIM JIHLIOM.



Brinymeno:
(‘) NOVARTIS Hogapric IOpronnepy

34912 KypTkoii
CramGyn
Typumus

.HH“.CHBHH Ha M3roTOBJIEHHE Nﬂ
2004/14

Ceprudukar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUH
Ne TR100200109766

IHponykr: BOJIbTAPEH

I'nobanbuelii MmaTepunan Ne: 719043 Cepus Ne KFAI19

KommeHTapuu k ceprudukary: -
CornacHo BHyTpeHHHM NpoLieTypam B npoliecce ynakopku cepus KO809 6xina nepenmenopana B cepuio KFEAT9.
Takum obpazom, CoA ceprudukata cepun K0809 npumennm nns cepun KFA19,

Cpoxk roanoctu: 30.11.2024

dapmanerTHHecKaA cyOcraHuns Juknodenax natpus

TIlocrapumk dapm. cyberanunn: Hosaptue ®apma Illteiin AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(Leeiinapus).

Tponykr npomapkuporan B cootseTcTrl ¢ HIITI N015266/01-160811 n3m. 1-3, 5-7. INpoaykT ynakoaH B
cootBeTcTBHH ¢ HJI ITN0O15266/01-160811 u3m. 1-3, 5-7.

KacarenbHo npoHymeposanHoro 3anpoca Ha usmeHenune CR-0000018153, agpec npouzsoacTBeHHOrO caiita Gyaer
obHoBneH B SAP rnobansnoii komangoit UT nocne ogobpeHns BHePEHUs BCEMH CTPAaHAMM.

Ipeanoxennsiii anpec: "Yenisehir Mahallesi Thlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
npou3BoaAcTBeHHO# momanky “Novartis Urunleri 34912 Kurtkoy Istanbul” axeuBanenTen

"Hoeaptuc Carnuk I'naa e Tapum IOpronnepn Canaiin se Tuxapet A.C.., Typunus,

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

Turkey"

Crpanuua 3/7
Hacrosammii ceprudukar G171 aBTOMAaTHUECKH CTeHEPUPOBAH.
ﬂaHHHe YTBEPIKAEHBI OTBETCTBECHHBIM JIHLIOM.



) NOvARTIS

IIpouseeneno:
Hoeapruc KOpronnepu
34912 Kyprkoii

Crambyn
Typuns

CEPTHUO®UKAT AHAJIU3A
NeTR100100066722

IMpoaykT: VOLTAREN (BOJIBTAPEH) ECT 50MG (YM) — FoC

I'noéanbubiii MaTepnan Ne: 854217 Cepusi Ne: K0809

JlaTa H3roroBJaeHHn: 02-12-2021

Bpems yaep:ixHBaHHS 02-12-2022

faJska:

TecTuHr MoHorpad: DP3747870 010 R2 Anann3 Ne: 4150616018

TecTbl Tpebosanus PesyanTaTsl

Onucanue: uset CreT10-KOpHUHEBBIH CooTeeTcTRYET

Onucanue: hopma Kpyribie NBOSKOBBIMYKILIE CO CooTBeTcTRYET
CKOUIEHHBIMH KpasMH

OnMcaHHe: KO/l rpaBHPOBKH Ha onmoii cropore rpaBupoBka CooTeeTcTBYET

“CG”, Ha Ilpyl‘oﬁ —“GT™.

[Moanuunocts Metonom TCX: uknodenak CooTBETCTBYET CTAaHAAPTY CoorercTByer
HaTpus CpaBHeHUs

[Moanunnocte meTonom BOXKX: Jlnknodenak  CooTBETCTBYET CTAHAAPTY CooTBeTCTBYET
HaTpus CpaBHEHHs

[Toctoponnne npumecu metogom BOXKX: GP He Gonee 0,2 % <0.05 %

45828 0THOCHTENEHO 3asBIEHHOTO

KOJIMuecTBa AMKNogeHaka HaTpus

ITocToponnne npumecn Metonom BOIKX: He 6onee 0,2 % <0.05 %
Kak10H HeMIeHTH()MLIHPOBAHHOM NpUMecH

OTHOCHTEJILHO 3ajBJIEHHOTO KOJIHYECTBA

AuKnodeHaka HaTpHs

Crpanuua 4/7

Hactosammii ceptudukat Ol aBTOMaTHYECKH CreHEPHPOBAH.

HaHHbIC YTBCPKACHBI OTBETCTBEHHBIM JIMLIOM.




) NOVARTIS

IIponsseneno:
Hogapruc IOptonnepn
34912 Kyprkoii

Crambyn
Typumus

CEPTU®UKAT AHAJIU3A
Ne TR100100066722

Ipoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
FnobaneubIi maTepuan Ne: 854217 Cepus Ne: K0809
TecTbl Tpedopanus PesysbTars
ITocToponnue npumecn Metomom BOXKX: cymma He 6onee 0,5 % <0.1 %

NOCTOPOHHHUX npumeceﬁ OTHOCHTEJILHO 3aj4BJIEHHOIO
KOJIH4YeCTBa .umcnocbcuaxa HaTpHA

Konnuectsennoe onpenenenne meronom BOKX: 95,0 - 105,0% 98.5 %

Huknodenak narpus

Ocrarounele OpraHH4YeCcKHE PACTROPUTENH: DTaHOI He 6onee 0,5% 0.1%

Ocrarounsie opraHHyeckHe pacTBOPHTENH: 2- He 6onee 0,5% <0.1%

NponaHen

OnnoponHocTs 103upoBanHa: n=10 uau 30 10 -30 10

OaHOPOTHOCTE NO3UPOBAHMS: CpefiHEe - 98.3 %

OnnoponHoCTb 103MPOBAHKA: MHHHMYM - 95.4 %

OIHOPOAHOCTE: MAKCHMYM - 99.9 %
Crpanuua 5/7

Hacrosumit ceptudykar Gbi1 aBTOMATHUECKH CreHEPHPORAH.
JlaHHBIE YTBEpKAEHBI OTBETCTBEHHBLIM JTHLIOM.



> NOVARTIS

Iponzeeneno:

Hogapruc IOpronnepu

34912 KypTko#
Crambyn
Typuns

CEPTU®UKAT AHAJIN3A
Ne TR100100066722

IpoaykT: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC

I'106aabHbIi MaTepuaa Ne: 854217 Cepus Ne: K0809
TecThl Tpedosanus PesynbTarh!
OHOPOIHOCTE NO3MPOBAHMA: IPHUEMIIEMAs He 6onee 15,0 34

BeJIMUHHA

OnuopoaHocTk 103upoBanus metogom BOXX: Cooteerctene TpeGoBannam  CooTBeTcTBYET
KOHEHHOE 3aKJIFoYeHHe Esp. ®., ®. CHIA u Sn.®.

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

Pacrsopenne auknodenaka Hatpus MetoioM Y@ He menee 75 % 100 %

uepe3 120 MHHYT B 3KeNyA04HOM cOKe U uepes 45

MHUHYT B KHILIEYHOM COKE: CpE€JHCC

PacTrOpeHHe: MUHHMYM - 98 %
PacTBOpeHHe: MakCUMyM - 102 %
PaCTBOpeHHC: KOHEYHOE 3aKJTIOUCHHE CornacHo TPB6OBaHHSIM COOTBCTCTB}/CT

npuemneMoct Erp. @. nin
@. CIIA

Crpanuua 6/7

Hacroammii ceprudukar 6b11 aBTOMAaTHUECKH CTeHEPHPOBaH.

HaHHLlC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM.




) NOVARTIS

IlpousseneHo:
Hoeapruc KOpronnepu
34912 Kyprkoi

Crambyn
Typuuns

CEPTHDOUKAT AHAJIM3A
Ne TR100100066722

INpoaykr: VOLTAREN (BOJILTAPEH) ECT 50MG (YM) — FoC
I'niobanbubiil maTtepuan Ne: 854217 Cepuna Ne: K0809
TecThl TpedoBanus PesysinTaThl
PactBopenue: n=6, 12 win 24 6-24 6
Pacteopenne nuknodenaka Hatpus Metogom Yd He Gonee 10 % 0%
uepes 120 MUHYT B JKeNyI0YHOM COKE: CpeaHee
PacTtBopenne: MHHUMYM - 0%
PacTRopenue: MakcHMyM - 0%
PacTeopenne: koHeuHoe 3aKNOUeHHE CornacHo TpeboBaHUAM CooteercTBYET
npuemnemoctn Esp. @. unn
@. CIIA
Jakmouenne:

Cepus cOOTBETCTBYET crielMpHKALHME HOPMATHBHON IoKyMeHTalni. HacTosmum yinocTosepsio, 4To naHHas
HH(popMalna noanuHa 1 Bepha. HapaGoTka H aHaIM3 cepHy MPOBEPEHBI H COOTBETCTRYIOT TpeGoraHuaM GMP.

OTBeTCTBEHHOE JIHLIO: Serem Dusmez Durmaz

[ara n Bpems: 22-12-2021 14:44:40
OTBercTBeHHOE JIMLO0: Serem Dusmez Durmaz

JLO/IKHOCT b Sr. Quality Control Team Coordinator
Jdara u Bpemsi: 22-12-2021 14:44:40

Crpanuua 7/7
HacTtosmumii cepTHukar ObIT aBTOMATHYECKH CrEHEPHPOBAH.

JHaHHble yTBEpKIeHbI OTBETCTBEHHBIM JIHLIOM.




