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ToproBoe nanmenopanme
Ho3upopka
JlekapcrBennasn popma:
Vnakoska

O0bem ynakosku

Kona

Cepus Canpos

Aata npoussoacrea
Cpok roanocrn
IIpouseoaurens

Ilnomanka,
OCymecTBasIIOmMAasn BbInyck

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

75 mr/ 3 mn

PacTBOp 17151 BHY TPHUMBIIIEYHOTO BBEJICHHS

amIyna

5aMmm. x 3 M

44041294

LK3543

15.04.2021

31.03.2023

Jlex @apmackrotuiac 1.
BepOBLHKOBa, 57

1526 Jro6nsina.

Cnosenus

Jlex ®apmackrotukaic A.0.
Beposinkoga 57

Tun Bemycka: BBIITYCK Ha PBIHOK
Aata Beimyeka 15.07.2021

Kommueerso 32400 yIL
Juuensus: 800-8/2020-5

JIunensus: 800-8/2020-5

H/TI
1526 JT1o6151a
Crosenus
Crpana amnoprep Perncrpannonnoe YAocToBepenne
Poccuiickas Deneparus ITNO11889/04
Cocrag:
Ipoaykr DICLOFENAC (IUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kona 40002223 Aktusnas apmatiesTHYecKas cyGeTanus Cepusi: B574547
poussoaurens Hosapruc ®APMA IlIteiin AT
ladxaysepirrpacce
4332 Ilteiin
[IBeituapus
Cepust npoussoanrens C0217
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SANDOZ Boinyuen:

a Novartis Division Nek apMauesTuyeckas KOMNaHus 4.4.
Beposiwkoea, 57

1526 MoBnsHa, Cnosenus

Ten.: +386 1 5802111

®@akc: + 386 1 5683517

www. lek.si

Nuuensns Ha Npon3BoACTROG:
800-8/2020-5

Cebinka: 1507211327

CEPTUOUKAT COOTBETCTBUS

Mpoaykr VOLTAREN (BOJIBTAPEH) 75MG/3ML 3 LIAMRU TX
Toprogsoe HanmenoBanme: VOLTAREN (BOJIbTAPEH)

Kon: 44041294 Cepus Cangos: LK3543

Cocras:

Mpoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU

Kon 42018289 6anx
Obmee koa-Bo BAJIK: 225254 ym. Cepusi: LG3627
Ipoussogurens Jlex (apmacsroTHkac .. Jluuensus: 800-8/2020-5
Beposuikoga, 57
1526 JIrobnsna,
Crosenus
3akarouenne:

Hacrosmum TIOATBepsKIaeM JAOCTOBEPHOCTH U TOYHOCT BBIIIEYKA3aHHOH HH(popmaunu, Jannasg Cepus npenapara 6eia NPOU3BeIEH],
YMAKOBaHA M MCHBITAHA Ha KA4YCCTBO HA BBILIEYKA3AHHOM/bIx 3aBOJe/ax B MOIHOM COOTBCTCTBHH ¢ TpeBoBaHUsMU «GMPy»
FOCYIapCTBEHHBIX Opranos perucrpauuu u cneunpukaursmu, YKA3aHHBIMH B paspelieHun ya Mpoxaxky nekapeTBeHHBIX CPEJICTB.
BBLIIAHHOM B CcTpane UMnoprepa. lauHsie 06 H3rOTOBICHHH, YHakoBke u AHATH3axX cepuu GLiy TIPOBCPCHBI H MOATBEPKACHO KX
COOTBETCTBHE VenoBusM « GMPy .

Kommentapuu:

B npouecce npousroncrra i YNaKOBKU NPOAYKTA He Bblio 3a(UKCHPORAHO Kakmx-11G0 OTKIOHEHHI, KOTOPbIC MOITH GBI RINATS Ha
BBIMYCK Mpoaykra.

MARS Homep: 719045

Hosuposka, ykasanmas s AanHom CoA / CoC, nomiua MHTEPIPETHPOBATECH Kak: 25 M/,

AKTHBHas apmanesTiueckasy cyberannus: Huxnoenax HaTpus

[poayxr NpOaHaIM3upoBaH, HPOMapKUpPOBAH W ynakosan & cooTercTsnn ¢ HJL: TT NO11889/04-1103 16 Ham, 1-4 % Creayoume
YMAKOBOYHEIE MaTepHannl Gpiiy HETIOIE30BAHBI: MapKipoBKa; 46177485 RU; unerpykums: 46281019 RU; kopoixa: 46251896
RU.*** MAPKHPORKA Ha FTHKETKE aMITy bl Ha PYCCKOM s13bIKe YKa3aHO: TOrOTHII KOMNaHHy (Ha JaTHHHLE), TOproroe
HauMeHoBaHKe npenapara ¢ NPCAYNPEANTENLHOI MAPKHPOBKOi] ®, ekapeTBennas thopma, MHH, JI03MpOBKa, coxepkanue
ACHCTRYIOILErD BemecTpa & | ammyJie (3 mn), 1ata okoHyanug CPOKa TOAHOCTH, HOMep cepuu, nara Npoussoacrea. [lonyckaercs
HAIMYHUE BHYTPEHHHX YNaKOBOYHLIX Ko10B kommannn. Konwigo KOIHPOBAHKSA 3e/1eHOoro LBeTa Ha amITy e,

Crp: 2/3 * B mannom nokymenre TI0CTaB/ICHA IIEKTPOHHAS moAMHCE B COOTBETCTBHH €O cTaHmapTom CaHnos




SANDOZ Beimymen:

a Novartis Division Nek $apmayesTuyeckas KOMNaHusa .4.
Beposwkosa, 57

1526 Nio6nsna, CnoeeHus

Ten.: +386 1 5802111

Qakc: + 386 1 5683517

www.lek.si

INnueHaus wa NpoussoacTao:
800-8/2020-5

Cebinka: 1507211327

CEPTH®UKAT COOTBETCTBHUSH

Ipoaykr VOLTAREN (BOJIbTAPEH) 75 MG/3ML 5 LIAM RU TX
Toprosoe HauMmeHoBanme: VOLTAREN (BOHI:TAPEH)

Kon: 44041294 Cepust Cannos: 1K3543

Ha kapronnoit naue Ha pYCCKoM s13kIKe ykazano: TOproBoc HaumeHoBaHe Mperapara ¢ npexynpenuretsioii MapKUpoBKoi ®,
HOMEp peructpaunonnoro Yhocrosepenuns, MHH, COCpRanme nelicTryomero BElllecTa B 1 amnyne (3 ma), nororun KOMIaHuu
(Ha 1aTHHAUIE), HasBaHMe 1 aapec (ctpana) KOMTIaHUKW-Baensa PErucTpaLHonHoro YAOCTOBEPEHHH, Ha3BaHKE | aznpec (ropoy,
CTpaHa) KOMIIaHHU-NIpOU3BOAHTE NS, COCTaB Ha | amnyy (3 mu), «Hecreponumrii [pOTHBOROCTIAMM TE I HBII rpenapars,
IeKapcTBeHnas opma u /l03HPOBKA, KOJIHYECTRO AMITYJT B KAPTOHHOM nayke, YCI0BMA Xpanenns. « Xpanury g HEAOCTYITHOM 11719
neteli mecrey, «IlonpoGheie ykasamus no TIPHMEHCHHIO NIPUBEICHE] B TPHI0KEHHOH HHCTPY Kitmmy, «BBoante BHYTPHMBIIIEYHOY,
«OTKpEIRaTE SACChY, YCIIO0BUA OTMycka, HOMeEp cepuu, nara H3TOTOBJIEHHSA, TaTa OKOHYaHuy CPOKa rofHoCTH, WTpUX-k01. Ha
KapTOHHO# nauke BHyTpenume YNIaKOBOYHBIC KOIbI KOMITaHHH 1 KOHTPOMIL MePBOIro BeKpbITHS, Jononuurennuo MOTYT GhITh
HaHEeCeHs! cpejicTra HACHTH(O MKy g MOHHTOpPHHIA JBMkeHUy JIEKApCTBEHHBIX NpenapaTor iy MEIHIMHCKOTO NpUMenels ot
lIpOM3BOAMTENA 10 KoHeyHOMO noTpebutens. ***VITAKOBKA 110 3 M1 B GecuseTHsie AMIYIIBl U3 CTeK/1a THIIA | B COOTBETCTBHH ¢
EBp.®. ¢ Toukoii Hadnoma. Ilo 5 amiyn pvecre ¢ MHCTPYKUKeEH 1Mo npumeneno g KapTOHHOH nauke ¢ KOHTpOJIeM nepeuvHOrO
BCKPBITHA, UMeloleii KapTOHHYIO0 BKNeliKy ¢ gueiikamy A0S amry * ¥

XPAHEHHE ITpu Temniepatype ne Brime 30°C, g SalMILEHHOM OT CBeTa Mecre,

Beityck cepun / Cepruduxar cozan Anita Skof, ymonHoMovenmoe JIHII0
Bemyck cepuu / Ilara cepridukara / Bpems 15.07.2021/ 11:25:05
Hata coznauus ceprudukara / Bpems 15.07.2021/11:27:24

Crp: 3/3 *B naunom AOKyMeHTe nocrasnena 3NEKTPOHHAs MOAMUCE B COOTBETCTBMM O cTanmapTom Cangos




Nex dapmayesTuyeckas KOMNaHws a.4.

Beposwikosa, 57
Cn-1526 TNoBnsana, Crnosenus
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 15683517

KoHTpons kauecTas
Beposuwkosa, 57

Cn-1526 NieBnsana, Cnosenus
Ten.: +386 (0) 1 580 26 81
®akc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIN3A

ITPOJYKT: 44041294 VOLTAREN (BOJILTAPEH) 7S mg/3ml solution
for injection

HOMEP PYy: II N011889/04

CTPAHA: PdD

Cepus Ne: LK3543

HOMEP BAJIK: LG3627/42018289

[ IAPAMETPR] | CHELM®UKA I3 | PE3YJIBTATEI ]

Onucanne conepKumMoro Ot Gecusernoro 1o CBETJIO-XKEITOro CootBerctryer

aMITyJIBI: LBET LIBeTa pacTeop

Onicanne ynakopky: amiyna 3 M u3 GecuseTHoro CTeKNa, ¢ Cooreerctryer
KOJIbLOM KoaupoBanus 3enenoro IBETa H

_____ CHHEI TOUKOI Hagmoma ‘

Onucanpe COaep:KUMOro [po3paunsiji pacteop CootrercTayer

aMIyJIbl: IPO3paYHOCTE

OnTHueckas miorhocts Ontuueckas niotHocTy npenapata npu 0.00
420 BM nomskHa GbiTh He Gonee 0.05 .

pH 7.8-9.0 79

[MomnunHoCcTs MeTomOM TCX: CooteercTBie PacTBOpY cpaBHeHus Cooteerctryer

_ - Huknodenak Harpus |

HonmuuocTs MeTomom CoorsercTene PacTBOpy cpaBHeHus Cootsercrryer

BOXX: Huknodenak Harpus

Honnmuunocts MeTogom TCX CootBercTene PacTBOpY cpaBHeHMs Cooteercrayer
Bensunossrii CIHUPT

KonndecTrennoe Onpefenenne  95.0 — 105.0% 99.1 %

MeTogom BOXKX: AMKnopenak Hatpus 75 mr/3 mn (95.0 -

. 105.0%) i
Konnmyectrennoe Onpenenenne  108.0 — 132.0 mr/ 3 M 121.2 mr/3 mn
MeTonom BOXKX: OeH3MIT0BLIji CITHpT ) sl
Konnuectrennoe onmpeneneuue: 1.6 — 2.4 mr/ 3 mn 22 Mr/3 mn
TUTPUMETPHYECKHUIT MeTo HaTpHs AuCy nb(uT
Hoctoponnue npumecn. no He Gonee 20 mkr/mn 2 MKr/mn
MeTony BOJKX: Gemsanwnerun
[MocTopounue npHMecH He Gonee 1.5% 0.61 9%

MeTogom BIXKX: GP45828

OTHOCHTENLHO 3a4BICHHOTO KoyMyecTRa
AuKnopeHaka HaTpua

* HepyTunHblii Tect. Henwiranne TIPOBONUTCS B COOTBETCTBHM ¢ YTBEPKIEHHON YacToTOoj] HCITBITAHHIT,
[oanucano SICKTPOHHON noanuckio

Ctp. 1u3?2



Nex dpapmayesTuyeckas kKoMnanus g.4. KoHTpons kauecrea

Beposuwkosa, 57 Beposwkosa, 57

Cn-1526 TMobnsna, Cnoeenus Cn-1526 Niobnana, Crosenug
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 25 81
dakc: + 386 (0) 1568 35 17 Dakc: + 386 (0) 1 568 45 g1

CEPTUDUKAT AHAJIN3A

IPOAYKT: 44041294 VOLTAREN (BOJILTAPEH) 75 mg/3ml solution
for injection
HOMEP py. ITN011889/04
CTPAHA.; P®
Cepusi No: LK3543
HOMEP BAJIK: LG3627/42018289
[ IAPAMETPE] | COENN®O UK AL | PE3VIETATEI ]
[Moctoponuue NpuMecH MeTogom He Gonee 0.2 24 <0.05%
B3XKX: mobas HHINBMYaNbHax . OTHOCHTEJIbHO 3dsBJIEHHOTO
fpHMecs - KoecTBa auknodenaka HaTpus
[Mocroponnue NpHUMecH MeTomom He Gosnee 0.5 9 <0.05%
BOXX: cymma HHIUBHAYaNbHBIX OTHOCHTENBHO 3asBleHHOO
NpuMeceii komriecTsa auknogpenaka HaTpug
Onpenenenne %amepuanwux - Menee 4.00 E3/mr <0.20 ED/mr -
IHIOTOKCHHOB
CrepunbHocTs He o6Hapyskeno KH3HECTIOCOOHEIX CootgercTryer
MHKpPOOpranusmon
MexaHHﬁeckﬁémBmlot{eHm: >=10 | He Bonee 6 000/ anm. 147 /amm.
MKM Ha ammyny ) | I
Mexaunuecke BKIOUEHHS >= 25 qky | He Bonee 600/ am. 10 /amm,
Ha ammyJry
Mexannyeckue BKITIOYeHHS: Bunnvpie DakTuiecku cBoGosen o BHIHMBIX Cooteerctayer
YaCTHLLI _.. MOCTOPOHHMX yacTuL _
H]Bnekaemwﬁpﬁhem 1 3.0-3.5Mn 3.3 Mma
Venosus XpaHeHus: [Tpu TeMIlepaType He BbIe 30°C, B sawmmennonm OT CBeTa MecTe
Ortseuaer TpeGoranusmy Creundmxanmy
TM: PP 3747920 009 R 03
Hata 18.05.202] KouTtpons kauecrra

Gorazd Sorsak

IMoanucano SNCKTPOHHOI Mo ANUCkHIo Ctp.2us 2




