-
(‘) NOV ART 1S Hosapruc KOprornepu

Beinyumexo: T

34912 KypTkoii
CramOyn
Typuus

JluueHiud Ha H3roTOBJIEHHE N2
2004/14

Ceprupurat GMP Ne:
TR/GMP/2020/142

CEPTUOUKAT CEPUH
Ne TR100200098023

Ipoaykr:

o3upoBKa / AKTHBHOCTE!
JlekapcTBeHHas gopma:
Tun ynakoBKH:

Pasmep yNnaKoBKH:

PYy:

CTpaHa Ha3HAYEHHSI!

[no6aaeHbIi MaTepuat Ne 719042 Cepus Ne: KAP47

JlaTa H3TOTOB/IEHUA 20-11-2020

JlaTa BBINYCKA: 17-03-2021

Cpox rogHocTH: 10-2023

KosndecTBO eIMHHI NPOAYKTA: 16940.000 wTyK J

BOJILTAPEH

TIUKJIODEHAK HATPHA 25 mr

TaGIeTKa, MOKPbITAA KHILIETHOPACTBOPUMOH oGosouKoii
brnuctep

3x10 TabneTok

T NO15266/01

Poccuiickas @enepauus

JlauHble TECTOB, TPEDOBAHNUA, PE3Y

ABTATHI M 3aK/IFOUEHNA MPUBEAEHBI B CNIE/YHOLIEM ceprudpukare/cepTHdHKaTaX;

Ceprugukar Ne TR100100063197
[poaykT: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) - FoC
Io6aabHblii MaTepHan Ne 854216 Cepusa Ne K0081
JlokanbHbIil MaTepuan Ne 854216
JlaTa BbINYCKA: 07-12-2020
IMpon3BoanuTe/b: Hosapriic FOptonnepy
34912 KypTkoii
Cram0yn
Typuns
Jluuensns na n3rotosaenue:  2004/14 J
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HacToswuii cepriduKat Obl1 aBTOMATHUECKH CreHEPUPOBAH.
JlaHHble YTBEPIK/IEHb! OTBETCTBEHHBIM JHLIOM.




BoinyueHo:
l‘) N O VA RTI S Hogapruc lOprorneph
34912 Kyprkoii
Cram0Oyn
Typuus
JluueH3us Ha M3roToBaenne Ne
2004/14
Ceprudmrar GMP Ne:
TR/GMP/2020/142

CEPTUO®UKAT CEPUHA
Ne TR100200098023

IMpoaykr: BOJILTAPEH
IobanbHbiil MaTepuan Ne: 719042 Cepus N KAP47
3aka04YeHHe:

HacTosmM YI0CTOBEPSIO, UTO TaHHas HHHOPMALUA TOUTHHHA 1 BEPHA. Jlannas cepisi co3/1aHa / IPOU3BE/IeHa,
BKITIOYas YIIAKOBKY H KOHTPOITb, HA BLILUEYTOMAHYTOM MECTE NPOH3BOACTBA B cooTBeTCTBUH ¢ npaBunaMu GMP
NOKATLHOTO PEryJIATOPHOrO Oprana U cnelnpukaluei perucTpaoHHoro Y10CTOBEPEHHA MMIIOPTHPYHOLIEH
CTpaHbI.

HapaGoTKa, YIakoBKa 1 aHalli3 Cepu COOTBETCTEYIOT tpedosanuam GMP.

OTBeTCTBEHHOE JIMLO: Ece Cakirel
JaTa v Bpems: 17-03-2021 08:39:02

Tun penu3a; BelYCK Ha PbIHOK

JInuo, Be1aaBiiee cepTHHHKAT: Ece Cakirel
JOAKHOCTD: Quality Operations Coordinator
Jlara u BpemMs: 17-03-2021 08:39:02

Crpanuua 2/7
Hactosmuii cepTuduKaT Gbl1 aBTOMATHYECKH CreHEPHPOBAH.
JTaHHbIe YTBEpPIIeHbI OTBETCTBEHHBIM JIHLIOM.




BoinyuieHo:
(‘) NOVART IS Hogaptuc [Opronnepu
34912 Kyptko#
Crambyn
Typuus
JIuuen3us Ha HarotosiaeHme N
2004/14
Ceptudpmrar GMP Ne:
TR/GMP/2020/142

CEPTU®UKAT CEPUU
Ne TR100200098023

IMpoaykT: BOJIETAPEH

[nobanbublil MaTepuan Ne: 719042 Cepus No KAP47

KommenTapun k ceprudukary:

CornacHo BHYTPEHHUM MPOLEIYpaM B MPOLECCE YMAKOBKH CEpui K008 1 Oblia mepeMeHOBaHA B CEPUIO KAP47.
Taxum obpasoM, CoA ceprudukara cepun K008 1 npumMeHuM s cepHu KAP47.

Cpox rogHocTn: 31.10.2023

dapmatiepTuyeckas cybcranuns Jnknopenak HaTpHd

IMocrasuwmk dapm. cyberanunn: Hosaptie @apma [lITedin AT, Schaffhauserstrasse, CH-4332 Stein, Switzerland
(Leeiinapus).

[MpoaykT MpoMapkipoBaH B cooTseTCTBNM C 1 NO015266/01-160811 nam. 1-3, 5-7. TIpoAyKT yrakoBaH B
coorsertcTun ¢ I1 NO15266/01-160811 nsm. 1-3, 5-7.

KacaTenbHO MPOHYMEPOBAHHOIO 3aMpoca Ha W3MEHEHNE CR-0000018153, azpec Npou3BOACTBEHHOTO caiita OyneT
oBHoBTeH B SAP rno6ansHol komannoil UT mocne onoGpeHus BHEAPEHU BCEMU CTPAHAMMU.

Ipeanoxennblii anpec: "Yenisehir Mahallesi Thlara Vadisi Sokak, No:2, 34912, Pendik, Istanbul, Turkey"
NPOM3BO/ICTBEHHOI mowanku “Novartis Urunleri 34912 Kurtkoy Istanbul” sxBuBajeHTeH

"Hosaptuc Carnuk ['naa se Tapum KOpionnepn Cawaiiu e Tukaper A.C.., Typuus,

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

Turkey"

Crpannua 3/7
HacTosumnit cepruukar Obll aBTOMATHUECKH CTEHEPUPOBAH.
JlaHHble yTBEPKIEHbI OTBETCTBEHHBIM JIULIOM.



U NOVARTIS

IMpousseaeHo:
Hogaptic FOproHnepu
34912 KypTkoit

CramOyn
Typums

CEPTU®UKAT AHAJIU3A
Ne TR100100063197

TMpoaykT:

JlaTa U3roToBJ/JIEHUs:
Bpemsi xpaHeHus fajka:

TecTHHT MOHOTpad:

Ino6ajbHblii MaTepuana Ne:

VOLTAREN (BOJIETAPEH) ECT 25MG (YM) - FoC

854216 Cepns Ne: K0081
20-11-2020 MpoTokoa anaausa Ne: 4150181821
20-11-2021

DP 3747862 022 R 2

nuKknodeHaka HaTpuA

TecTbl TpeboBaHus Pe3ysbTaThl

OnucaHue: UBET Kentorit CooTBETCTBYET

Onucanue: Gopma Kpyriible J1BOSKOBBITYKJIBIE CO COOTBETCTBYET
CKOLIEHHBIMI KpasiMH

OnucaHue: KO FPaBHPOBKH Ha onHoii cTopoHe rpaBHpoBKa CoOTBETCTBYET
“CG”, Ha apyroit —“BZ".

TMowmunocTs Metoaom TCX: Jluknoderax CooTBeTCTBYET CTaH1apTy CoOTBETCTBYET

HATpH CpaBHEHMA

MoanuHHOCTHL MeTog0M BIXX: Jluknogpenak  CoOTBETCTBYCT CTAHAAPTY CoOTBETCTBYET

HaTpus CpaBHEHUs

[TocTOpOHHME NPUMECH METOIOM BOJKX: GP  He 6onee 0,2 % <0.05 %

45828 OTHOCUTENLHO 3aABJIEHHOIO

KonMUecTBa AMKIo(eHaka HaTpUs

[TocTopoHHUE PUMECH METOIOM BOXKX: He 6onee 0,2 %o <0.05 %
KA 10H HeHASeHTH(PULIPOBAHHON PUMECH

OTHOCHTEJILHO 3a8BJIEHHOr0 KOJI4eCTBA

Crpannua 4/7

HacTosumii cepTH(HKaT Gbil ABTOMATHYECKH CreHEPUPOBAH.

IlaHHbIE VTBEPAKAEHBI OTBETCTBEHHBIM JTHLIOM.




Uy NOVARTIS

Mpousseneno:

34912 KypTko#
Cramdyn
Typuna

CEPTU®UKAT AHAJIN3A
Ne TR100100063197

Hograpruc IOpronnepu

[TponykT: VOLTAREN (BOJILTAPEH) ECT 25MG (YM) — FoC
[nobanbubiii maTepnan Ne: 854216 Cepus No: K0081
TecThl Tpebosanus Pe3yaeTaThl
[TocToponnue npumecu MeToaoM BOIKX: cymma He Gouee 0,5 % <0.1 %
MOCTOPOHHUX MpUMeceil OTHOCHTENBHO 3aABJIEHHOTO

KOJIMYecTBa ANKJIo(eHaKa HaTpUs

KonuuecTseHHOe onpeaenenie metoiom BOMX: 95,0 -105,0% 100.3 %
IuknodeHak HaTpHs / aKTUBHAA cyOCcTaHLUA

OcTaTo4yHbie OpraHHYEeCKHEe pacTBOPHTEIHN: DTaHOI He 6onee 0,5% 0.1%
OcTaToYHbIE OpraHiyeckne pacTBOpHTETN: 2- He donee 0,5% <0.1%
nponaHol

OnaxopoaHocTh Ao3upoBanus: n=10 wian 30 10 - 30 10
OnIHOPOAHOCTL 103UPOBAHUA: CpelHEe - 99.7 %
OaHOPOAHOCTh T03HPOBAHHA: MHHHMYM - 97.6 %
OIHOPOAHOCTE: MAKCHMYM - 104.5%

Crpanuua 5/7
Hacrosumuii ceptHhuKar Obll aBTOMATHYECKN CreHEPHPOBAH.
JlanHbie YTBEPKIEHb! OTBETCTBEHHBIM JIHLOM.




Uy NOVARTIS

IMpousseneHo:

Horaptuc FOproniepn

34912 Kyptkoi
CramGyn
Typuus

CEPTUO®UKAT AHAJIU3A
Ne TR100100063197

[MponykT: VOLTAREN (BOJIbTAPEH) ECT 25MG (YM) — FoC

rao6anbubIi MaTepuan Ne: 854216 Cepus Ne: KO0081
TecThl TpeGosanus Pe3y IbTaThl
OHOPOHOCTD A03HPOBAHNS: MPUEMIEMas He Gonee 15,0 3.2

BEJTMUHHA

OIHOPOAHOCTL J03UPOBAHHA METOIOM BOXKX: CootercTiie TpehopanuaM  COOTBETCTBYET
KOHEYHOE 3aKIIFoYeHue Esp. @., @. CIIA n An.@.

Pactropenue: n=6 unu 24 6-24 6

PacTBopeHie IHKIO(EHaKa HATPHA METOAOM V@ He menee 75 % 94 %

yepes 120 MUHYT B Ke/TyJI0YHOM COKE H Hepes 45

MUHYT B KHIIEYHOM COKE: CpeiHee

PacTBOpeHHE: MUHHMYM - 92 %
PacTBOpeHne: MakCUMyM - 98 %
PacTBOpeHHe: KOHEUHOE 3aKIIOYCHIE Cornacto TpeGoBaHUAM CoOOTBETCTBYET

npuemaemocti EBp. @. umm
@. CIIA

Ctpanuua 6/7

HacTosiwuii cepTdukaT Gbli aBTOMATHUECKH CTEHEPHPOBAH.

HaHHble YTBEPKIACHDI OTBETCTBECHHBIM JTHLIOM.




Uy NOVARTIS

TMpouseeaeHo:
Hosapruc HOprosnepu
34912 Kyprko#t

Crambyn
Typuus

CEPTU®UKAT AHAJIM3A
Ne TR100100063197

IMpoaykr: VOLTAREN (BOJIbTAPEH) ECT 50MG (YM) — FoC
[y106anbHbIi MaTepHal 854216 Cepus Ne: K0081
No:
TecTnl TpeboBaHust Pe3y/ibTaThl
Pacteopenue: n=6, 12 unn 24 6-24 6
PacTtBopenye AnknodeHaka HATPHA METOIOM Vb He 6omee 10 % 0%
yepes 120 MUHYT B Ke/1yI104HOM COKE: CpElHee
PacTROpeHHe: MHHUMYM - 0%
PacTBOpeHHE: MAKCHMYM - 0%
PacTBOpeHUE: KOHEUHOE 3aKII0UEHHe CornacHo TpeboBaHnAM CooTBeTCTBYET
npuemnemoctu @. CLIA n
Egp. @.
3akil0ueHHeE:

CepHsa COOTBETCTBYET CreLU(UKALIK HOPMATUBHOH JoKyMeHTauny. HacTosmM yI0CTOBEPAIO, HTO AaHHas
uHdOpMaLKA NoAMMKHA 1 BepHa. HapaGoTka U aHanis cepuit NpOBCPCHB] 1 cooTBeTCTBYIOT TpeboBannam GMP.

OTBeTcTBEHHOE JIHLO: Ebru Gerceker

JaTa u Bpemsi: 03-12-2020 12:30:15

OTBeTCTBEHHOE JIMLO: Ebru Gerceker

JTOIKHOCTh: Senior Quality Control Team Coordinator
JlaTa u Bpems: 03-12-2020 12:30:15

Crpanuua 7/7
HacTostumii cepTU(UKaT Gbl1 aBTOMATHHECKN CreHEPHPOBAH.
JlaHHble YTBEPIKIEHB OTBETCTBEHHBIM JIHLOM.




SANDOZ

a Novartis Division

Cebinka: 1507211351

BeinyieH:

Nek hapmauesTU4eckas KomnaHua 4.4.
BeposwkoBa, 57

1526 MwobnsHa, Cnoserns

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www.lek si

JIMueH3na Ha Npon3BOACTBO!
800-8/2020-5

CEPTU®PUKAT COOTBETCTBUS

Ipoaykr

Toproeoe HaMMeHOBaHHE
JlosnpoBKa
JlekapcTBeHHas popma:
Ynakoska

O0BbeM yNIAKOBKH

Kon

Cepust Canaos

JlaTa nmpou3BoOACTBA
Cpok roanocTa

VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
VOLTAREN (BOJIbTAPEH)

75 mr/ 3 M

pacTBOp sl BHYTPHMBILICYHOTO BBE/ICHH

amrnyJia

5awmn. x 3 Mn

44041294 THN BbINYCKA: BBITYCK HA PHIHOK
[LK3560

05.05.2021 JlaTta Beinycka 15.07.2021
30.04.2023 Koanuecrso 48330 ym.

IIpoussoauTenn Jlex dapmacproTHKANIC 1.1 JInuensus: 800-8/2020-3
Bepogsuikosa, 57
1526 JloOnsHa.
Crnosenus
[Inomanka, Jlex @apmackrOTHKAIC U1 Jnuensus: 800-8/2020-5
0CYIECTBAAIMAN BBINYCK Beposiikosa 57
H/TI
1526 JIoOnsHa
Cnosenus
CrpaHa uMInoprep PerucrpanoHHoe y10CTOBEpEHHE
Poccuiickas @enepauus ITNO11889/04
Cocras:
IMpoaykr DICLOFENAC (JIUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kona 40002223 AktueHas dpapmanertuueckas cyderanuns Cepusi:  B604959
ITpoussoaurenb Hosaptc @APMA IlTeiin AI'
[Tladxayzepurpacce
4332 Ilreiin
[IBeiiuapus
Cepus npoussoaureas  C0220

Crp: 1/3

* B naHHOM JOKYMEHTE IM0CTABJIEHA YJIEKTPOHHAA [MOAMACHE B COOTBETCTBHH CO CTAHAAPTOM Cannos

Antipova
Yana

Reason epena
Dale; 2021,08.26 16:41:05 0300




SANDOZ BrinyLieH:

a Novartis Division Nek dhapmaueBTMHeckan komnaHua 4.4.
Beposuwkosa, 57
1526 NiobnaHa, CnoBeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Cewinka: 1507211351 NULEH3NR Ha NPOU3BOACTEO:

800-8/2020-5

CEPTH®UKAT COOTBETCTBHAA

IpoaykT VOLTAREN (BOJIbTAPEH) 73MG/3ML 5 LIAM RU TX
Toprosoe naumenosanne: VOLTAREN (BOJILTAPEH)
Koxa: 44041294 Cepus Canjos: LK3560
Cocras:
Ipoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 banx
O6wee koa-so BAJIK: 244818 ym. Cepun :  LH0026
IpousBoauTe/b Jlex dapmachrOTHKANC 1.1, JIunensus: 800-8/2020-3
Beposiikosa, 57
1526 Jlrobasana.
CrnoBeHus

Zararovenne:

HacTos MM TOATBEPHKIAEM 10CTOBEPHOCTE M TAUHOCTh BhILICY Ka3aHHOH nipopmaumn, lannas cepus npenapara Obi/ia NpoU3BeIeHa,
VIaKoBaHa M HMCMbITAHA HA KaucCTBO Ha BBIICYKA3AHHOM/LIX 32BOJIE/aX B [MOJHOM COOTBETCTBHM C tpebosanuamu «GMP»
rocy1apcTBEHHBIX OPraHOB PerucTpaltiy u CcreLMHKALMAMH, YKA3aHHBIMK B PA3PELICHUH HA MPOJ@KY /ICKAPCTBEHHbIX CPE/CTB,
BRUIAHHOM B CTPaHE uMioprepa. Jlaunbie 06 H3roTOBJCHIH. VIIAKOBKE W aHATH3AX CCPHH GbITH TIPOBEPEHE] M NIOATBCPKIACHO HX
coorsercTBHe yeaoBriM «GMPy.

KoMmeHTapuH:

B mpotecce NPOM3BOACTBA M YIAKOBKM NPOAYKTA HE Obl10 3 KCHPOBANO KAKHX-THOO0 OTKIOHEHNMH, KOTOPBIC MOT/IH OBl BJAMATE HA
BBINYCK MPOIYKTA.

MARS nomep: 719045

JlozupoBska, ykasaHad B gaunom CoA / CoC. 10/mKHa HHTEPIIPETHPOBATRER KaK: 25 mr/Mn.

AxTHBHAs (papMaleBTHHECKas CyOCTaHIMA! JrknodeHak HaTpus

IpoayKT NpOaHATH3NPOBAH, NPOMApKHPOBAH H YIIAKOBAH B COOTBETCTEHN € HIT: TTNO11889/04-1103 16 Mam. 1-4.%** Crexyioumue
VIaKOBOYHBIE MATEPHaThl OBITH HCTIOJIR30BAHDE MADKHPOBKA: 46177485 RU: uucrpykums: 46281019 RU: xopobxa: 46251896
RU.*** MAPKMPOBKA Ha STHKeTKe amIyJibl Ha PYCCKOM A3BIKE YKa3aHO: TOIOTHIT KOMIIAHHH (Ha naTUHUILE), TOPrOBOE
HAMMEHOBANNE NPENapaTa ¢ NPy NPeUTeNbHOH MapKUpOBKOH ®, nexaperrennan Gpopma, MHH, f03uposka, coaepkaHie
nefcTBylOMIEro BentecTsa B 1 amMmyse (3 M), AaTa OKOHUYAHHs CPOKa FOJHOCTH, HOMEp CepHM, faTa npou3eocTsa. Jlomyckaeres
HATHUME BHYTPEHHHX YIIAKOBOUHBIX KOZOB KoMMaHuH, KOIblO KOMPOBAHNS 3¢/ICHOTO LIBETA HA amryJie.

Crp: 2/3 * B 1aHHOM IOKYMEHTE MOCTaB/IeHa IeKTPOHHAA MOIMKCE B COOTBETCTBHH €O cranpaptom CaHaos




SANDOZ Bblirmy1ieH:
a Novartis Division JNek chapmaueBTUYeckan KoMnaHusa a4 4.
BepoBwkosa, 57

1526 Niobnana, CnoseHuA

Ten.; +386 1 5802111

dakc: + 386 1 5683517

www.lek.si

Cebinka: 1507211351 NMUUEH3NsA Ha NPOU3BOACTBO:
800-8/2020-5

CEPTUD®UKAT COOTBETCTBUA

IMpoaykr VOLTAREN (BOJIbTAPEH) 7SMG/3ML 5 LIAM RU TX
Toprosoe naumenosanne: VOLTAREN (BOJIBTAPEH)
Kona: 44041294 Cepust Cango3. LK3560

Ha kapToHHOI Na4Ke Ha PYCCKOM f3bIKE YKA3aHO: TOPIOBOE HAMMEHOBAHME TIPETIApaTa ¢ Npe/lypeInTe/bHOH MapKHpoBKoi ®,
HoMep perucTpaunonnoro yaocrosepenns, MHH, conepxanne aefictryiomero semectsa B 1 ammysie (3 mMi1), IOTOTHI KOMITAHHH
(Ha JTaTHHHLE), HA3BAHKE M AIPEC (CTpaHa) KOMIIAHUH-Ba1eNbIla PErHCTPALMOHHOTO YI0CTOBEPEHHS, Ha3BaH!e  anpec (ropol,
cTpaHa) KOMIaHHH-NPOU3BOANTENs. cocTas Ha | ammyy (3 mi), «HecrepouaHeli NpoTHBOBOCTATHTENLHEIH NPenapar,
nexapeTaeHHad GopMa M J03NPOBKA, KOJIMYECTBO aMITy T B KAPTOHHOI MauKe, yC/10BUs XpaHeHHs. « XpaHuTh B HEAOCTYIIHOM JUIA
aereit mecten, «IloapoGHble ykaszaHus 10 MPUMEHEHUIO TIPUBEICHBI B MPUIOKEHHOH HHCTPYKIWUY . « BBOAHTE BHYTPHMBILIEHHOR,
«OTKPBIBATE 3/ECh». YCAORUS OTNYCKA, HOMED CEPHH, JIaTa H3TOTORICHHS, JIaTa OKOHYAHHS CPOKA FOJHOCTH, ITPHX-KOA. Ha
KAPTOHHOI Mauke BHYTPEHHHE YNAKOBOUHBIE KOl KOMIIAHHM H KOHTPO.Ib MEPBOTO BCKPLITHA. JLONONHUTEILHO MOTYT OBITh
HAHECeHEI cpe/IcTRA MACHTH(HKAIIWY 1718 MOHHUTOPUHIA JABH/KEHHUA JICKAPCTBEHHBIX PENApaToB AT MEIUIMHCKOTO NPUMEHEHHS OT
NPOM3BOAUTENA 10 KoHeuHoro norpeburens.***YIIAKOBKA no 3 M1 B GeclBeTHBIE aMITy bl M3 cTEKa THNA | B COOTBETCTBHH €
Esp.®. ¢ Toukoii Hax1omMa nin KoisloM nzioMa. [To 5 aminyli BMECTe ¢ HHCTpPY KIIMEH MO MPUMEHCHHMIO B KAPTOHHOM Travke ¢
KOHTPOIIEM MEPBUYHOTO BCKPBITHA. MMCIOLLCH KAPTOHHYIO BKJICHKY ¢ suelikamu A4 aMmyn***

XPAHEHHE Ipu Temneparype te sbie 30°C, B 3alIMILIEHHOM OT CBETa MECTE.

Beinyck cepuu / Ceptudukar co3gan Kristina Lampic, yI1oTHOMOYEHHOE JIULO
Brinyck cepuu / Jlata ceprudpukara / Bpems  15.07.2021 / 11:48:56
JlaTa coznanus ceprudukara / Bpems 15.07.2021 /11:51:16

Crp: 3/3 *B 1aHHOM 10KyMEHTE MOCTaB/IeHa 3MeKTPOHHAs NO/MNChL B COOTBETCTBHH cO cTaHaapToM CaHo3



