SANDOZ

a Novartis Division

Ccoinka: 1409211114

Brimyiues:

Nek chapmaueBTUYECKaA KOMNAHWUA A4.4.
Beposwkosa, 57

1526 Nobnsaxa, Cnosexua

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www. lek.si

INWueH3nA Ha NPOM3BOACTBO:
800-8/2020-5

CEPTUH®UKAT COOTBETCTBHUAA

IIpoaykr

Toprosoe HaHMeHOBAHHE
Ho3upoBka
JlekapcTBennas gopma:
Ynakoska

0Ob6beM ynakoBkH

Kon

Cepus Canpos

JlaTa npon3BOACTBA
Cpok roasocTn
IIpousBoauTenn

ITnomanka,
OCYIeCTBJIAIOMAS BBINYCK

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

75 mr/ 3 mn

pacTBOp /Ul BHYTPUMBIIIEYHOTO BBEICHHA

amIysia

5 aMmr. X 3 M
44041294
LN3613
18.06.2021
31.05.2023
Jlex dapmacbroTHKANC I.1.
Beposmkosa, 57

1526 Jlrobnsana,

Cnosenus

Jlex ®@apMachlOTHKAJIC 4.1
Bepogmkoga 57

Tun Beimycka: cepTH(UKaLHUs cEpUH
Jara Beimycka 14.09.2021

Koauuecrro 48840 yr.
JIuensus: 800-8/2020-5

Jlunensus: 800-8/2020-5

H/TI
1526 Jlrobnsina
CrnoBenus
CTpaHa umMnoprep PerncrpanuoHHoe y10CTOBepeHHE
Poccutickas ®enepauns I1NO011889/04
Cocras:
IIpoaykr DICLOFENAC (JJUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
i,
Kon 40002223 AxtusHas dapmauesTnueckas cyocranums Cepus:  B604960
IIpousBoauTenns Hosaptiuc ®APMA Illteitn AT’
[TadxayzepmTpacce
4332 llreiin
[1IBeitnapus
Cepus npoussoaurens  C0219

Crp: 1/3

* B manHOM AOKYMEHTE IOCTABJICHA JJICKTPOHHAA IIOANHKCE B COOTBETCTBHH CO CTAHAAPTOM Canpmo3

Antipova Bt T
Yana

Reason: MNepeson npobepana n sasepuna
Date: 2021,10.05 125345 +0300°




SANDOZ

a Novartis Division

Brinmymien:

Nek chapMaLEeBTIIECKan KOMNAHWA A.4.
Beposukosa, 57

1526 Mio6nana, CnoseHus

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www.lek.si
Ccbinka: 1409211114 JnueH3nA Ha NPOM3BOACTBO:
800-8/2020-5
CEPTH®UKAT COOTBETCTBHUA
Ipoaykr VOLTAREN (BOJIFTAPEH) 75MG/3ML 5 LIAM RU TX

Toprosoe nanmenosanne: VOLTAREN (BOJIbTAPEH)
Kona: 44041294 Cepun Cannos: LN3613
Cocras:
IIpoaykr DICLOFENAC (JIMKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kon 40002223 AxtueHas dapmaresTHueckas cybcranuus Cepus:  B607675
IIpou3BoauTe/ B Hogaptuc ®APMA Illreiin AT’
[Tadxay3epirpacce
4332 Illretin
[1IBefinapus
Cepus nponssoaureas  C0220
Cocras:
Ipoaykr DICLOFENAC (JIUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kon 40002223 AxrusHas dapmanesTHueckas cyberanims Cepasi:  B607676
IIpousBoauTen Hosaptuc ®APMA Ilteiin AT’
[agxay3zepiTpacce
4332 Ilteiin
[IBelinapus
Cepus nponssoaureas  C0221
Cocras:
IIpoaykTt VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 Oank
O6mee ko1-Bo BAJIK: 246950 ym. Cepus : LK5628
IpousBoauTe/in Jlex papMacproTHKAJIC 1.1, JIunensus: 800-8/2020-5

Beposiikosa, 57
1526 JIiobnsna,
CnoBeHus

Crp: 2/3

* B 1aHHOM J0KyMEHTe NOCTaBJIeHa 3/eKTPOHHAs TOJIMHCh B COOTBETCTBHH CO CTaHapToM Cannios




SANDOZ Bhimy1eH:

a Novartis Division Nek papmaueBTMYECKan KOMNaHwA 4.4.
BeposLukosa, 57
1526 Niobnsaxa, ChosexHua
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccoinka: 1409211114 NWueH3nA Ha NPON3BOACTBO:

800-8/2020-5

CEPTUD®HUKAT COOTBETCTBHUA

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

Toprosoe nanmenosanne: VOLTAREN (BOJIbTAPEH)

Kon: 44041294 Cepus Canmo3: LN3613
3ak0ueHne:

HacToSIIHM NOATBEPIKIAEM JOCTOBEPHOCTS M TOYHOCTS BhIllIeykasanHoii nudopmauny. Jlannas cepus npenapara Gbiia NpoH3Be/cHa,
YNakoBaHa M MCIBITaHA HAa KauccTBO Ha BBILIEYKA3aHHOM/LIX 3aBOJE/aX B MOJIHOM COOTBETCTBHH C TpeOOBAHHAME «GMP»
rOCYapCTBCHHBIX OPTaHOB PETHCTPALHA H CEUH(HKALMAMH, YKasaHHBIMH B PaspelicHiH Ha NPOJAXy NCKAPCTBEHHBIX CPEICTB,
BLUIAHHOM B CTPAaHC MMIIOPTEpa. JlaHHble 06 M3TOTOBICHHMH, YNAKOBKE H aHANM3aX CCpHH OBLTH MPOBCPCHLI M MOATBEPHKICHO HX
cooTBETCTBHE YenoBuAM «GMP».

KomMmenTapuu:

B npoiecce NpoM3BOACTBA M YIIAKOBKH NPOJIyKTa HE GBITO 3aMKCHPOBAHO KAKMX-THGO OTKJIOHEHHH, KOTOPBIE MOTIIH Obl BIMATH Ha
BBHIMYCK TIIPOJYKTA.

MARS Homep: 719045

Jo3uposka, ykasanHas B 1anHoM CoA / CoC, 10/bKH2 HHTEPIIPETHPOBATECH Kak: 25 Mr/ma.

AxtusHas (apmaiesTHdeckas cyScranuua: JuknodeHak HaTpus

TIpoAyKT MpoaHaIM3HPOBaH, IPOMAPKHPOBaH U yrakosaH B cooTercTBrM ¢ HJL: TI NO1 1889/04-110316 H3m. 1-4.*** Crnenyroumue
YIIaKOBOUHBIE MaTepUaibl GbUIM UCTIONB30BaNb!: MapkupoBka: 46177485 RU; HHCTpyKIMA: 4628 1019 RU; kopobka: 46251896
RU.**¥* MAPKUPOBKA Ha THKeTKe aMIyJisl Ha PycCKOM A3BIKE YKA3aHO: TOTOTHIT KOMIIAHHMH (Ha IATHHMLE), TOProBoe
HAMMEHOBAHMe NIperapara ¢ Npe/lynpe/UTekHoi MapkupoBKo# ®, nekapcTsenHas popma, MHH, no3uposka, conepikanue
JelicTBylomero BelecTsa B 1 ammyrne (3 MJI), IaTa OKOHYaHHs CPOKaA I'OIHOCTH, HOMEp CEPHH, JaTa NPOM3BOJCTERA. Homnyckaetcs
Ha/JMuMe BHYTPEHHHX YIIAKOBOUHBIX KOAOB KoMNanHH. Ko/klio KOAMPOBaHHA 3€/IEHOTO LIBETA Ha aMITyJie.

Ha xapToHHOji Mauke Ha PYCCKOM Si3bIKe YKA3aHO: TOProBOC HAMMEHOBAHME NPEMaparTa ¢ NPe/LyNpeAuTeILHOH MapKHPOBKOH ®,
HOMEp PerucTpalMoHHoro yaoctoseperns, MHH, conepxanne aeficTyionero seniectsa B 1 ammnye (3 Mu1), IOrOTHI KOMIIAHHH
(Ha NaTHHHMIIE), Ha3BaHue U anpec (CTpaHa) KOMIAHHK-BAE/bLA PETHCTPAIIMOHHOTO YAOCTOBEPEHHS, Ha3BAHHE M ajlpec (ropox,
CTpaHa) KOMIaHMH-NIPOM3BOANTENS, cocTaB Ha | amnyiy (3 M), «HecTeponaHbii TPOTHBOBOCTIAJIMTEBHBIH Mpenapar,
nexapcTBeHHas (JopMa M I03HPOBKA, KOTHYECTBO aMITy/l B KAPTOHHOH MayKe, YC/I0BMA XpaHeH!H, «XpaHUTh B HEJOCTYIHOM LIS
neTeit Mecten, «I10ApoGHEIE YKa3aHUA 110 IPUMEHEHHIO NIPHBEACHB! B IPHIOKCHHOH HHCTPYKIMHY, « BBOAUTEL BHY TPHMBILIEHHOY,
«OTKpHIRATE 3/1ECH», YCIOBUS OTIIYCKa, HOMEP CEPHH, [1aTa H3TOTOB/ICHHS, JaTa OKOHYAHHA CPOKA TOAHOCTH, INTPHX-KOA. Ha
KapTOHHOH Mauke BHYTPEHHHE YNIAKOBOUHBIE KOBI KOMIIAHHH U KOHTPOIT: TIEPBOTO BCKPBITHA, JIONIONHHTEILHO MOTYT ObITh
HAHECEHBI CPEACTBA HAEHTH(HKALIMM U1 MOHUTOPHHTA IBHKCHUS JISKAPCTREHHBIX NPENapaTos A1 MEAHLIHHCKOTO NPHMEHEHHA OT
IIPOM3BOJIMTENA 110 KoHeuHoro notpetutens. ***YIIAKOBKA no 3 ma1 B GeCLiBETHEIE aMITYJIbI H3 CTEK/Ia THIIA I B COOTBETCTBHH C
Egp.®. ¢ Toukoit nagnoma. ITo 5 ammys BMECTE ¢ HHCTPYKUHEH 110 NPHMEHEHUIO B KapTOHHOMH Ma4Ke ¢ KOHTPO/IEM NepBHYHOrO
BCKPBITHSA, HMEIONEH KapTOHHYIO BKIEHKY ¢ AueHkamu s amiy . ***

XPAHEHHE Ilpu TemMneparype e Beiie 30°C, B 3alHIICHHOM OT CBETA MeCTe.

Bemyck cepun / CepTudukar co3gan Kristina Lampic, yIIoJIHOMO4YE€HHOE JIHIIO
Beimyck cepun / Jlata ceprudpukara / Bpema  14.09.2021/09:12:25
Jlata cosnanus cepTudukara / Bpems 14.09.2021 /09:14:34

Crp: 3/3 *B 1aHHOM JOKYMEHTE TI0CTaBJIeHa 3/1eKTPOHHAA MOAMUCE B COOTBETCTBUM €O CTaHIApTOM Canpios




Nek cpapmaLieBTUYECKAA KOMNAHKA A.A.

BeposLukoea, 57

Cn-1526 NiobnsHa, Cnosexns
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1 568 3517

CEPTU®UKAT AHAJIM3A

KoHTponb kayecTea
Beposwikosa, 57

Cn-1526 NioGnsxa, Cnosexns
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 45 81

MMPOAYKT: 44041294 VOLTAREN (BOJIbTAPEH) 75 mg/3ml solution
for injection

HOMEP PY: I1 N011889/04

CTPAHA: PO

Cepus Ne: LN3613

HOMEP BAJIK: LK5628/42018289

TTAPAMETPBI CIHENUOUKAIIUA PE3YJIbTATHI

OmnucaHKe COAEPHUMOTO OT GecLBETHOTO /10 CBETJIO-KENTOr0 CooTBETCTBYET ;
OMITYJIBE: UBET — LBETa pACTROp i .

OmnHcanHe yIaKoBKH: amiyJa 3 M1 H3 DecLIBETHOTO CTEKNa, ¢ T CoOTBETCTBYET

KOJIBLIOM KOJMPOBAHHA 3€JIEHOTO LBETA 1 ;

[ —— cuHei T04KO HaanoMa -

OnucaHue COAEPKUMOro [Tpo3pauHelil pacTBOp CooTBeTCTBYET
_ammyJibl: IPO3padHOCTh o V B |

Onruueckas IJIOTHOCTb OnTHueckas IUIOTHOCTH Npenapara rnpu 0.00

= | 420 uM posmkHa 66Tk He Gonee 0.05

pH  ]78-90 80 )
| TlopmuHHOCTL MeTO0M TCX: CoOTBeTCTBUE PACTBOPY CPABHCHMA CoOTBETCTBYET
o [JMmcopenaxHatpma I S

IToanMHHOCTL METOJOM CooTBeTCTBHE PACTBOPY CpaBHEHHA CooTBeTCTBYET .
|BOXX: | Jlanogenax Harpus |
| MomnuanOCTh MeTogoM TCX COOTBETCTBHE PacTBOPY CPaBHEHHA CooTBeTCTBYET
- |bemswiomicmpr ] |

KonmuecTenHoe onpeaenerne | 95.0 - 105.0% 99.1 %

meTonoMm BOXX:

| muknogenax Hatpus 75 mr/3 mn (95.0 —

Metonom BKX: GP45828

e e ——————

| nuknodenaxa Hatpus

OTHOCHUTEJILHO 3aBJICHHOI'O KOJIMHECTBA

SRR I (.. . ) I — |
KonuuecteenHoe onpegeneHue | 108.0 — 132.0 Mr/ 3 M 120.3  mr/3 mn
merosiom BOKX: GeHsuioBbIit CIUpT - . )
KonmuecTBeHHoe onpefencHue: | 1.6 —2.4 Mr/ 3 ma 2.0 wmMr/3 mn

| THTPHMETPHHECKHIl METONL HATpHs AMCYNbOUT
IlocTopoHHHE NPHMECH, TI0 He 6onee 20 Mxr/mn 3 MKr/mn

| MeTony BOXKX: Gensanbaerin B |
[TocTopOHHME NPUMECH He 6onee 1.5% 0.55 % |

* HepyTHHHBIH TecT. McnbiTaHHE MPOBOJAUTCS B COOTBETCTBHHM C yTBEPKACHHOMH 4acTOTOH HCTIBITAHHI.
TToanucaHo AMEKTPOHHOH MOIMHCHIO

Ctp.1mn3z2



CEPTUOUKAT AHAJIU3A

Nek dpapmaLeBTUYECKan KOMNAHUA A.A.

BeposLukosa, 57

Cn-1526 Niobnana, CnoseHna
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1568 3517

KoHTponb KavecTea
BeposLukosa, 57

Cn-1526 Nio6nsHa, Cnoeerns
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 45 81

IMPOAYKT: 44041294 VOLTAREN (BOJIbTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: I1 N011889/04
CTPAHA: PO
Cepus Ne: LN3613
HOMEP BAJIK: LK5628/42018289
TIAPAMETPBI CTIEIUOHUKALIUSA PE3YJILTAThI |
IMocTOpOHHHE IPHMECH METOIOM He Gonee 0.2 % <0.05%
| BPXKX: mobas nHAMBHIyanbHAasA OTHOCHTEIIBHO 3aABJICHHOI'O
| npumech KOJHYeCTBa AUKJIo(eHaKa HATPHA
| ..... E——————
? ITocTOpOHHHE IPHMECH METO/IOM | He Gonee 0.5 % <0.05%
w B2XX: cyMMa HHIUBHIYaJIbHBIX | OTHOCHTEIbHO 3aABJICHHOTO
| mpnMeceii i KOJMUecTBa AHKJIoGeHaKa HaTpHA
i z
? """" 6;11)},ueng;ﬁgﬁaKTepHaanmx - Menee 4.00 ED/Mr R <0.20 ED/Mr
| SHIOTOKCHHOB
CTepmimocn He o6HapyeHO X I3HeCTIOCOGHBIX CoOTBeTCTBYET
g MHKpPOOPraHH3MOB
| . ~ B
| Mexannueckue BriouenHua: >= 10 He Gosee 6 000/ amm. 63 /amm |
[ MKM Ha aMIyiny - , B
; Mexanmueckue BKIoueHns >= 25 Mk | He Gosee 600/ amm. 4  /amm.
| Ha aMmyJry |
1| MexaHuueckHe BRI0YeHAs: Buumble | DakTHYECKH CBODOJCH OT BHIMMbIX CooTBeTCTBYET -
| yacTMUbL i | MOCTOpOHHHMX YacTHIL - - |
| HaanexaeMbm oﬁi,em 3.0 -3.5Mn 33 Mn

VcnoBusa XpaHeHH:

OtBeuaeT TpeboBannam CrienHpHKaliH

TM: PP 3747920 009 R 03
Jlata 12.08.2021

IIpu Temmnepatype He Bbie 30°C, B 3aIMILEHHOM OT CBETa MECTE

KoHTponk kauecTBa

Petra Jazbec Krizman

* HepyTuHHbIi TecT. HcnbiTaHie NPOBOJMTCSA B COOTBETCTBHH C yTBEpPKIEHHOI YacTOTOMH MCIIBITAHHIA.
[ToanHcaHo 37eKTPOHHOH NOAMHUCHIO

Ctp.2wu3 2



