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SANDOZ

a Novartis Division

Cewinka: 2712211420

Brinyien:

Nek dhapmaLieBTUYECKAs KOMNaHWA A.A.
BepoBLkoBa, 57

1626 MiobnaHa, CnoBeHus

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www.lek.si

JluueHsns Ha NpoM3BOACTBO:
800-12/2021-9

CEPTU®HUKAT COOTBETCTBHA

IpoayxTt

ToproBoe HaMMeHOBaHHE
Jo3zupoBka
JlexapcrBennas opma:
YnakoBka

O6beM YIAKOBKH

Kop

Cepnna Canpos

JlaTa npou3BOACTBA
Cpok rogHocTH

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

75 mr/ 3 Mn

pacTROP JUTs BHYTPUMBILIEHHOTO BBEACHHA

amnyna

5 aMmm. x 3 M
44041294
LT9077
11.10.2021
30.09.2023

Tun BbINycKa: cepTUdUKALMA CEPUH

JlaTa Buinycka 27.12.2021
KomnuectBo 48120 yr.

IIpou3BoauTENb Jlek ®apMackiOTHKAJIC 1.1 JInuensus: 800-12/2021-9
Bepoguikosa, 57
1526 Jlrobnsna,
CnoseHus
Iaomanka, Jlex @apmachroTHKaIC 1] JIunensuns: 800-12/2021-9
OCYUIECTBJIAIIAS BbINYCK Beposuikosa 57
H/l
1526 Jlobnana
CnoseHnust
Crpana uMnoprep PerncrpannoHHoe Y10CTOBEpeHHE
Poccuiickas Peepauus 11 N011889/04 |
Cocras:
IpoaykTt DICLOFENAC (JIUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
X
Koa 40002223 AxtnsHas gapMaueBTHYECKad CyOCTaH LA Cepusi: B618718
IlpoussoauTeb Hosaptic ®APMA Illreiin Al
I1lagxayzepmitpacce
4332 llTekn
[1Ieelinapus
Cepusi NpOH3BOAUTENS C0221

Crp: 13

* B 1aHHOM JIOKYMEHTE NOCTAB/IEHA 3JIEKTPOHHAA MOANKCE B COOTBETCTBHH CO CTAHAApPTOM Canpno3s




SANDOZ Beiny1eH:

a Novartis Division Nek hapmaLieBTHHECKas KOMNaHna A.4.
BeposLukosa, 57
1526 MiobnsaHa, CnoseHns
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Cebinka: 2712211420 JIMLEH3Ns Ha NPOMIBOACTBO:

800-12/2021-9

CEPTHO®HKAT COOTBETCTBHS

MpoaykT VOLTAREN (BOJIbTAPEH) 7SMG/3ML 5 LIAM RU TX
Toprosoe naumenopanne: VOLTAREN (BOJIbTAPEH)
Kona: 44041294 Cepus Canpos: LT9077
CocraBb:
Ipoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML S103 EU
Kon 42018289 6ank
O6mee koa-so BAJIK: 244992 yn. Cepnn: LP5629
IpousBoauTeHL Jlex hapmachlOTHKAIC A.14. JInnensus: 800-12/2021-9
Bepogiukosa, 57
1526 Jlrobnauna,
CnoBeHus
Jakaouenne:

HacTos MM NOATBEPKIAEM I0CTOREPHOCTh H TOYHOCTh BhILIEY Ka3aHHOH undopmanmn. Jlannas cepus npenapata Gbisa NPOH3BEACHA,
ylnakosaHa M HMCIBITaHa Ha Ka4yecTRO Ha BBIIIIEYKA3aHHOM/bIX 3aBOAC/aX B MOJHOM COOTBETCTBHH € tpeGopannamu «GMP»
FOCYaPCTREHHEIX OPraHOB PETHCTPALMK U B COTBETCTBMW C PETHCTPAIMOHHbLIM YI0CTOBEPEHHEM, BHIIAHHOM B CTPAHE HMMOPTEPA.
Jlanknie 06 H3TOTOBIEHHH, YIIAKOBKE H aHA/IN3AX CePHH OBIIH NPOBEPEHbI H NIOATBEPKIACHO UX cooTBeTCTBME YeIoBHAM « GMPy.

KoMmMeHTapuu:

B npouecce NpoM3BOACTBA H YIAKOBKH TIPOLYKTA HE GBUIO 3a(pMKCHPOBAHO KaKWX-TMBO OTKJIOHEHHIT, KOTOPEIC MOTIH Obl BTHATH HA
GMP cooTBETCTBHE M/HIIM Ha COOTBETCTBHE PErHCTPALIMOHHOMY YIOCTOBCPEHHIO.

MARS nomep: 719045

Jlosuposka, ykasannas B nannom CoA / CoC, no/pkHa HHTEPIPETHPOBATLCA KaK: 25 mr/mn.

AkTHBHA (hapManerTHueckas cyOcTanima: [luknodenak HaTpHs

TIpo/IyKT NPOAHATH3NPORAH, TPOMAPKHPOBAH H YNAKOBaH B COOTBETCTRUM C HJT: ITNO11889/04-110316 Mam. 1-4.%**
Crie/lyIolHMe YNAaKOBOYHBIC MAaTepHabl GbUTH HCIIOIB30BAHbI: MapKHPORKA: 46177485 RU; uncrpykuns: 46286633 RU; kopobka:
46251896 RU.***

MAPKHUPOBKA Ha 3THKeTKe amiryJibl Ha PYCCKOM A3bIKE YKa3aHO: JIOTOTHIT KOMIaHHH (Ha NaTHHHLE), TOProBOE HAUMEHOBAHHE
npenapara ¢ npeynpeanuTebHOH MapkupoBkoil ®, nekapcTBeHHAA (opma, MHH, 1031poBka, cosep:kanue 1eHCTBYIOUETO
pemectsa B 1 amnyne (3 M1), 1aTa OKOHUAHHS CPOKA TOIHOCTH, HOMEP CEPHH, /1aTa POU3BOACTEA. JlonyckaeTca HajH4He
BHYTPEHHHX YNAKOBOUHBIX KO/IOB KOMIAHHH. Konblio KOAMPOBAHHA 3e/eHOro LBeTa Ha ammyne. Ha KapTOHHO} MayKe Ha pyCCKOM
A3BIKE YKA3aHO! TOPrOBOE HAHMEHOBAHHE TIPENapaTa ¢ npey npeMTebHOH MApKHPOBKOH ®, HOMEp PETHCTPALMOHHOTO
yaoctorepenns, MHH, conepianne 1eHCTBYIOMIETO BELIECTRA B 1 amnyne (3 Mu1), JJOroTHI KOMNAHKH (Ha naTHHHULE), HA3BAHHE U
azpec (CTpana) KOMIAHHH-BIIANEIbLA PETHCTPALHOHHOTO Y I0CTOBEPEHNA, HA3BaHHE M aipec (ropojl, CTpaHa) KOMITaHHH-
NpOM3BOJIMTENS, COCTAB Ha 1 amMmyny (3 mn), «HecTepouaHslii IPOTHBOBOCTIANMTENLHbIH NPENapaT, NEKAPCTBEHHAA ¢dopma u
J03MPOBKA, KOJIMYECTBO aMITyJ1 B KAPTOHHOH navke, yCI0BUA XpaHEHH, «XpaHHTb B HEJOCTYITHOM JUlsl IeTeH MecTe, «ITonpoGusle
yKa3aHHA 110 NTPUMEHCHHIO NPHBE/ICHE] B NPHIIOKEHHOH HHCTPYKLNK, « BBOJHTH BHY TPHMBILICHHOY, «OTKpHIBATD 3/1€CLY, YCIOBUA
OTNycKa, HOMEp CCPHH, [1aTa U3TOTOBECHHS, 1aTa OKOHYaHHA CpOKa F'OAHOCTH, mTpHX-Ko/1, Ha kapTonHO#H nauke BHyTpEHHHE
YI12KOBOYHBIE KOJIbI KOMIIAHHH H KOHTPOJ1b IEPBOTO BCKPLITHA (nepdopanns). JJononHUTEIHO MOTYT ObITh HAHECEHDI CPEACTBA
MACHTH(MKALIMHM JUIH MOHHTOPHHTA JIBHKCHHA JIEKAPCTBEHHBIX NPCapaTos /A MEIHIMHCKOTO NPHMEHEHHA OT NMPOU3BOAHTENA 10
xoneuHoro norpeburens. ***VITAKOBKA no 3 Mt B GecLBETHbIE aMITyJIbl H3 CTEKIIA THIIA 1 B cootBetcTBHH ¢ EBp.@. ¢ TOUKO#H
naioma, Ilo 5 ammyn BMecTe

Crp: 2/3 * B 1aHHOM JIOKYMEHTE II0CTaBJIeHa JIEKTPOHHAA NOANHCE B COOTBETCTBHH CO CTANAAPTOM Canpios




SANDOZ BhiyIeH:

— fek papmaLieBTAYECKAs KOMNAHWA A.A.
a Novartis Division BeposLKoBa, 57
1526 Mi6nsHa, CnoseHus
Ten.: +386 1 5802111
dakc: + 386 15683517
www.lek.si
Cewinka: 2712211420 JMLeH3uA Ha NPOM3IBOACTBO:
800-12/2021-9

CEPTH®UKAT COOTBETCTBUSI

Ilpoayxr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toproeoe HaUMeHOBaHHE: VOLTAREN (BOJIBTAPEH)
Kona: 44041294 Cepus Canjos: LT9077

¢ MHCTPYKIMeH 1o NPUMCHEHHIO B KAapTOHHO# NauKe ¢ KOHTPOJIEM NCPBUMHOTO BCKPLITHA, MMeloLIeH KapTOHHY10 BKIICHKY €
auelkaMy Ang amnyn***
XPAHEHME Ilpu TemnepaType He BbILIE 30°C, B 3a1MIICHHOM OT CBETA MECTE.

Brimyck cepun / CepTudukat co3aH Anita Skot, ynoJIHOMOYCHHOE JIU1LO
Brimyck cepun / [lata cepTrukara /Bpems  27.12.2021/13:18:02
Jlata co3aanus cepTudukaTa / Bpems 27.12.2021/13:20:31

Crp: 3/3 *B 1aHHOM J0KYMEHTE NOCTaR/IeHa 31eKTPOHHaA NOAMHCE B COOTBETCTBHH CO cTanaapToM Cannoes




Nek hapMauesTuyeckasn KoMnaHwuAa A.4.

BeposLukoBa, 57

Cn-1526 NMiobnaxda, Cnoeerns
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1568 35 17

CEPTUO®UKAT AHAJIM3A

KoHTponb kavecTea

BeposLukosa, 57

Cn-1526 Mo6naqa, Cnosexns
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 45 81

MNPOJAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PV: I1 N011889/04
CTPAHA: PD
Cepus Ne: LT9077
HOMEP BAJIK: LP5629/42018289
[ HAPAMETPBI [ CHEIIM®UKALIMSA [ PE3YJIBTATHI |

1{geT coaepKUMOro amIy ikl

OnucaHye yNakoBKH:

OnucaHHe COAEPKUMOTo
aMITyJibl: 1IPO3PauHOCTE
Ontuyeckas MIOTHOCTh

pH

[loanuuHocTe MeToaom TCX:

IToATHHHOCTL METOIOM
B2XKX:
| TToTHHHOCTb METOIOM TCX

KonnuecTBEHHOE OTIpeae/ieHHe
meToaom BOACK:

| KonuuecTBeHHOE ONpeaieaeHie
meToziom BOXKX:

KonuuecTBeHHOE ONpEC/IEHHE!

| TUTPUMETPHYECKHH METO

| TlocTopOHHHE NPUMECH, N0
metony BOXKX: Genzanbaerna
TlocTOpOHHHE NPHMECH
metonom BIKX: GP45828

Ot 6GeclBETHOTO 10 CBETI0-KENTOTO
| UBeTa pacteop
amryna 3 MJI M3 GeCLBETHOTO CTCKﬂa c
KOJIBLIOM KOJTMPOBAHHA 3€JIEHOTO LBETA H
| cuHel ToUKOH HalloMa
IMpo3pauHblii pacTBOp

ne Gonee 0.05 (OnTHueckad MIOTHOCTE
| npenapata npu 420 HM)
| 7.8-9.0 ‘
| COOTBETCTBHE PACTBOPY CPaBHEHHA
Inknogenak Hatpus
| CoOTBETCTBHE PACTBOPY CpaBHEHHﬂ
| Iuknodenax Hatpna 1
COOTBETCTBHE PacTBOPY cpaBHeHm
BeH3unoBblii cupT
95.0 - 105.0%
| auknogenax Hatpus 75 Mr/3 ma (95.0 -
| 105.0%)
108.0 — 132.0 mr/ 3 M
| GeH3HIOBBIN CIHPT
' 1.6 -2.4 mr/3 M1
HaTpuA UCYNIbQUT

He Gonee 20 MKr/mn

| He Bonee 1.5%
OTHOCHTEJILHO 3aABJIEHHOTO KONMYECTBa
AuKnodieHaKa HaTpuA

CoOTBETCTBYET

CoOTBETCTBYET

COoOTBETCTBYET

0.00

CooTBeTCTBYET
COOTBETCTBYET
CoOTBETCTBYET

99.2

1205

20

0.55

%

MT/3 MI

Mr/3 M

MKI/MJ

%

* HepyTunHbii TecT. McnbiTaHue NpoBOANTCS B COOTBETCTBHM C YTBEPAKIEHHOI 4aCTOTOH MCTbITAHMH.

TMoanucaHo 2MEeKTPOHHOM NOJNHCEIO

Crp.1m33




Nex chapmaLieBTU4ECKAA KOMNAHWSA A4.A.

Bepoewkosa, 57

Cn-1526 NiwbnsaHa, Cnosexna
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1 568 35 17

CEPTU®UKAT AHAJIU3A

KoHTponb kavecTsa
Beposwukoea, 57

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

INPOJAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITN011889/04
CTPAHA: P@
Cepus Ne: LT9077
HOMEP BAJIK: LP5629/42018289
| DAPAMETPBI | CHEIIM®HUKAILIHAS | PE3YJIBTATBI |
[TocTopoHHHE IPUMECH METOZIOM He 6onee 0.2 % <0.05%
BDXX: mobas uHAUBHAYaNbHAA OTHOCHTEJILHO 3aABJICHHOIO
TIpHMeCh KOJIMYEeCTBA AHKIO(EHaKa HAaTpUA
[TocToponHHe npumecn METOZIOM He 6onee 0.5 % R - <0.05%
| BDXX: cyMMa HHOMBHAYaIbHbIX OTHOCHTENBHO 3aABJIEHHOTO
npumeceii KOJM4ecTBa AuKnodeHaka HaTpus
Onpenenenne 6akTepUaIbHbIX Menee 4.00 E3/mr <0.20 ED/mr
IHJOTOKCHHOB
CrepunbpHOCTh He o6HapyKeHO KU3HECTIOCOOHBIX CooTBETCTBYET
MHKpPOOPraHu3MoOB
MexaHHuecKHe BKIOYEHHA: >= 10 ' He Gonee 6 000/ am. 84 /ammn.
| MKM Ha amnyJy | — S
Mexannueckue BKIoUeHns >=25 mkm | He Gonee 600/ amm. 7 /amn.
HaaMmmymy : | ) |
MexaHuueckue BRIIOUeHNA: BiiuMble  DakTHueckn CBOGOIEH OT BHAMMBIX CooTBeTCTBYET

YaCTHLbI

| [OCTOPOHHHMX YacTHLl

* HepyTHHHbIH TecT. HcnbiTaHHe MPOBOJMTCA B COOTBETCTBHH C YTBEPKIEHHOH 4acTOTOH HCIBITAHHH,
TToanHcaHo 3NEKTPOHHOHI MOANHCEIO

Crp.2mn33



INek cbapmavieBTUHECKan KOMNAHWS 4.4, KoHTponb kavectea

Beposuikosa, 57 Beposuwkosa, 57

Cn-1526 NMiobnaxa, CnosexHua Cn-1526 NMiobnsana, Cnosexus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 35 17 dakc: + 386 (0) 1 568 45 81

CEPTHUOUKAT AHAJIU3A

MNPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: IT N011889/04
CTPAHA: P®
Cepun No: LT9077
HOMEP BAJIK: LP5629/42018289
[ TAPAMETPBI | CHELIM®UKALIMS | PE3VJILTATBI
HsBnekaemelii 06beM 3.0 -3.5Mn - 33 wmn
YcoBus XpaHeHNs: Ilpu Temneparype He Bhiie 30°C, B 3alUMILEHHOM OT CBETA MECTE

Ortseuaer TpeGoBanusam Cneundukauum
TM: PP 3747920 009 R 03
Mara 22.11.2021 KoHTposib KauecTBa

Gorazd Sorsak

* HepyTtunusiii Tect. HcnbITaHHE IPOBOJANTCA B COOTBETCTBHH C YTBEPIKIEHHOMN YaCTOTOH HCMBITAHHIA.
INoanucaHo 31eKTPOHHOH NOATTHCEHIO Crp.3m33



