Bezhina
Tatiana

SANDOZ Bruyen:

a Novartis Division Jlek dpapmaueBTUYeckas KoMnaHusa a.4.
BeposLikoBa, 57
1526 JNiobnsiHa, CnoeeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccpuika: 0706220946 JINLEH3Ns Ha NPON3BOACTBO:

800-12/2021-9

CEPTUDUKAT COOTBETCTBUA

IIpoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe HauMeHOBaHUe VOLTAREN (BOJIbTAPEH)
Jlo3upoBKka 75 mr/ 3 mn
JlexapcTBeHHas popma: pacTBOp [J1s BHYTPUMBILIEYHOI'O BBEACHUS
YnakoBka aMmIryja
O0beM ynakoBKu 5 amt. X 3 mi
Kon 44041294 Tun Beimycka: cepTuduKaIus cepun
Cepus Canno3 MD9501
JdaTa npou3BoacTBa 18.02.2022 Hara Bpimycka 07.06.2022
Cpok rognocTu 31.01.2024 KoanuectBo 48565 y.
IIpousBoauTenn Jlex @apmachbrOTUKAIC 1.1. Junensus: 800-12/2021-9
Beposmikosa, 57
1526 JIro0nsHa,
CrnoBeHust
Ilnomanka, Jlex @apmacbrOTUKAIC 1.1. JInuensus: 800-12/2021-9
OCYIIECTBJIAIOIIAN BBINTYCK Beposmikosa 57
H/TI
1526 JIroOnsHa
Crnosenust
Ctpana umnoprep PerucrpanuonHoe yaocropepenue
Poccuiickas @enepanust IINO011889/04
Cocras:
Ipoaykr DICLOFENAC (AUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kona 40002223 AxruBHas ¢apmareBruueckas cyocranius  Cepusi: B631865
IIpousBoaurenn Hosaptuc ®APMA Ilteitn AT’
[MTadxayzepiTpacce
4332 IllTeiin
[IBetinapust
Cepus npouszBoauteas (C0223

Crp: 1/3 * B maHHOM JIOKyMEHTE ITOCTaBJICHA 3JICKTPOHHAS TOANNCH B COOTBETCTBHUU CO cTaHAapToM CaHo3



SANDOZ Bhinymien:

a Novartis Division Jlex dpapmaueBTNYeckast KOMNaHus a.4.
BeposLlikoBa, 57
1526 NiobnsHa, CnoBeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccruika: 0706220946 JINLEeH3Ns Ha NPON3BOACTBO:

800-12/2021-9

CEPTUDOUKAT COOTBETCTBUA

IpoaykTr VOLTAREN (BOJIBTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe naumenoBanue: VOLTAREN (BOJIbTAPEH)
Kon: 44041294 Cepus Canpgo3z: MD9501
Cocras:
IIpoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI103 EU
Kon 42018289 oOank
Oo0miee ko1-B0 BAJIK: 246604 ym. Cepus: LWS8775
IIpousBoauTen Jlex papmachOTHKAIC [I.]1. JInuensus: 800-12/2021-9
Beposmikosa, 57
1526 JIro0Omsua,
CnoBeHus
3akioueHne:

Hacrosmum NOATBEPIKAAEM JOCTOBEPHOCTH U TOYHOCTH BLIIHCyKEBaHHOﬁ I/IH(i)OpMaIII/II/I. ,HaHHaSI cepus rperapara ObL1a IIpou3BEACHA,
yrakoBaHa W HCIbITaHAa Ha Ka4Y€CTBO Ha BI)II_HeyKa3aHHOM/I>IX 3a13011e/ax B IIOJIHOM COOTBETCTBHU C Tpe6OBaHI/ISIMI/I «GMP»
TOCYJapCTBEHHBIX OPraHOB PErucTpaliui U B COOTBETCTBUU C PErUCTPAIIUOHHBIM YIOCTOBEPEHUEM, BbIJIAHHOM B CTpaHE UMIIOPTEPA.
I[aHHLIe 00 U3roTOBJICHUH, YIIAKOBKE U aHaJIM3aX CCpUU ObLTH IPOBEPEHLI U MOATBEPIKACHO UX COOTBETCTBUEC YCIIOBUAM «GMP».

KommeHnTtapuu:

B npouecce npou3BOACTBA M YIIAKOBKH HPOAYKTA HE ObUIO 3a()MKCHPOBAHO KAKHX-JINOO0 OTKIIOHEHHH, KOTOPBIE MOIJIN Obl BIUATH HA
GMP cooTBeTCTBHE N/UIHM Ha COOTBETCTBHE PETHCTPALIHOHHOMY YAOCTOBEPEHHIO.

MARS nomep: 719045

JHozupoBka, ykasanHas B 7anHOM CoA / CoC, nomKkHa HHTEPIPETHPOBATHCS Kak: 25 MI/MIL

AxTHBHas papManeBTHIecKas cyoctaHnus: JukodeHak HaTpHs

[MpoaykT npoaHaIM3MpOBaH, IPOMapKUpPOBaH 1 yrakoBaH B coorBercTBuy ¢ HII: II N011889/04-110316 M3m. 1-4.***

Crenyroniye ynakoBOYHbIC MaTepPUaNbl ObUTH HCIOIBb30BaHbl: MapkupoBka: 46177485 RU; unctpykuus: 46286633 RU; kopoOka:
46251896 RU.***

Crp: 2/3 * B 1aHHOM JIOKyMEHTE [TOCTaBJICHA 3JICKTPOHHAS TOANKCH B COOTBETCTBUH CO cTanaapToM CaHo3




SANDOZ Bruyen:

a Novartis Division Jlek dpapmaueBTUYeckas KoMnaHusa a.4.
BeposLikoBa, 57
1526 JNiobnsiHa, CnoeeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccpuika: 0706220946 JINLEH3Ns Ha NPON3BOACTBO:

800-12/2021-9

CEPTUDUKAT COOTBETCTBUA

IIpoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe nHaumenoBanue: VOLTAREN (BOJIBTAPEH)
Kon: 44041294 Cepus Cango3: MDO9501

MAPKUPOBKA Ha sTukerke amItysibl Ha pycCKOM sI3bIKE YKa3aHO: JIOTOTHI KOMIaHUH (Ha JIATHHHIIE), TOPrOBOE HAMMEHOBAaHHE
IpenapaTa ¢ npeIynpeIuTeNIbHOH MapkupoBkoii ®, nexapctBennas popma, MHH, nosupoBka, copepkaHue IeHCTBYOIIEr0
BeecTsa B 1 ammyse (3 mi), 1aTa OKOHYAHMS CPOKA TOAHOCTH, HOMEP CEpUH, aTa MPOU3BOACTBA. [lomyckaeTcs Hanu4Ine
BHYTPEHHHX YMaKOBOYHBIX KOJ0OB KOMIaHUH. KoJbllo KOJUPOBaHHs 3€JIEHOTO 1IBETa Ha amiTyie. Ha kapToHHOI mavke Ha pyccKOM
SI3BIKE YKa3aHO: TOProBOE€ HAMMEHOBAHNUE MpeTapaTa ¢ MpeaynpeJuTeIbHON MapKUpOBKOK ®, HOMEp perucTpannoHHOTO
ynocrosepenus, MHH, conepxanue nericTByromero BemecTa B 1 amiryie (3 Mi1), IOTOTUI KOMIIAaHHH (HA JIATHHUIIE), HA3BAHUE U
azpec (cTpaHa) KOMIIAHMH-BIIaebla PETUCTPAIMOHHOTO YIOCTOBEPEHNUS, Ha3BaHNE U ajpec (TOpof, CTpaHa) KOMIIaHHIH-
MIPON3BOJMTENS, cocTaB Ha 1 ammyiry (3 mun), «HecTeporaHbIil IPOTHBOBOCTIAIMTEIILHEIN ITPENapaTy, JeKapCcTBEHHast (hopMa
JIO3UPOBKA, KOJIMIECTBO aMITyJI B KAPTOHHOH MadKe, YCIOBHS XpaHEeHHs, « XpaHUTh B HEOCTYITHOM JUIs ieTeit Mectey, «[loxpoGHble
yKa3aHHs 110 NPUMEHEHHIO TIPUBE/ICHEI B IPUIIOKEHHON HHCTPYKIMN», « BBOIUTH BHYTPUMBIIIEYHO», « OTKPBIBATH 3/1€CHY», YCIOBUS
OTITyCKa, HOMEP CEPHH, 1aTa N3rOTOBJICHHS, JaTa OKOHYaHHs CPOKa FOJHOCTH, INTPHX-KoJ. Ha kapToHHOI nauke BHyTpeHHHE
YIaKOBOYHBIE KOJIbI KOMIIAHHU W KOHTPOJIb IIEPBOTO BCKPHITHSA (TIepdopaliys). JJonoiaHUTeIbHO MOTYT ObITh HAHECEHBI CPEACTBA
UICHTU(UKALUHN JUII MOHUTOPUHI'A IBHIKEHUS JISKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO IPUMEHEHHMS OT IPOU3BOUTENS J10
koHeyHoro norpedures. ***YIIAKOBKA mo 3 mit B 6ecriBeTHBIE aMITyJIbl U3 cTekia Tuma | B coorBercTBM ¢ EBp.d. ¢ Toukoi
Hajuioma. ITo 5 ammmyn BMecTe ¢ MHCTpYKLKEH 0 IPUMEHEHHIO B KAPTOHHOW MauyKe ¢ KOHTPOJIEM NEPBUYHOTO BCKPBITHS, UMEIOIIEH
KapTOHHYIO BKIIEHKY C sraeKkaMu JUIs aMITysr. ***

XPAHEHUE Ilpu temnepatrype He Bbimie 30°C, B 3aLUIIIECHHOM OT CBETa MECTE.

Brimryck cepun / Ceptudukar coznan Mateja Novak, yrmoJsHOMOYEHHOE JTUIIO
Brimyck cepuu / Jlata ceprudukara / Bpems  07-06-2022 / 07:44:11
Jata co3nanus ceptudukara / Bpems 07-06-2022 / 07:46:11

Crp: 3/3 *B maHHOM JJOKYMEHTE TIOCTABJICHA DIIEKTPOHHAS MOJIIKCH B COOTBETCTBHH CO CTaHIapToM CaHmo3



Jlex dpapmaueBTnyeckast KoMnavus Aa.4. KoHTponb kavecTtBa

BeposLikoBa, 57 BeposLukoBa, 57

Cn-1526 Io6nsiHa, CrnoBeHus Cn-1526 IMo6nsHa, CrnoBeHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 35 17 dakc: + 386 (0) 1 568 45 81

CEPTUDOUKAT AHAJIN3A

MMPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: I1 N011889/04
CTPAHA: PO
Cepus Ne: MD9501
HOMEP BAJIK: LW8775/42018289
| ITAPAMETPBI | CHELM®UKALMS | PE3YJIBTATBI
LIBeT conepKUMOro aMItyibl OT OECIIBETHOTO JI0 CBETIIO-)KEITOTO CoOTBETCTBYET
1BE€Ta pacTBOp
Ornurcanue yrnakoBKH: ammyJsa 3 M u3 OeCIBETHOI'O CTEKJIa, C CoOTBETCTBYET

KOJIBIIOM KOJUPOBAHUS 3€JI€HOTO 1[BETa U
CHHEH TOYKOM HagIoMa

OnucaHue coaep>KUuMoro [Ipo3paunsiii pacTBOp CoOoTBETCTBYET

aMIyJIbl: PO3PAYHOCTh

OnTHueckasi IIOTHOCTh He 6onee 0.05 (OnTnyeckast INIOTHOCTD 0.00
npenapara rnpu 420 HM)

pH 7.8—9.0 8.0

IMognmuaHOCTE MeTOTOM TCX: COOTBETCTBHE PACTBOPY CPaBHEHHUSI CoOoTBETCTBYET
Juxnodenak Harpus

IMogmmHHOCTH METOIOM COOTBETCTBHE PACTBOPY CPaBHEHHSI CoOTBETCTBYET

B2XKX: Juxnodenak Harpus

IommuanOoCcTh MeTogOM TCX COOTBETCTBHE PACTBOPY CPaBHEHHUS CooTBeTCTBYET
bensunoBelil ciupt

KonunuecrBennoe onpenenenne | 95.0 — 105.0% 9.2 %

MeTtogoM BOXKX: nmukinodeHak Hatpus 75 mr/3 mu (95.0 —
105.0%)

Kommaecrennoe onpenencane | 108.0 — 132.0 mr/ 3 Mo 120.4  wmr/3 mn

MeroaoM BOXKX: OCH3WJIOBBIN CITUPT

KommgaectBenHoe onpeneneane: | 1.6 — 2.4 mr/ 3 m 1.9 wmr/3 mn

TUTPUMETPUIECKUI METO HATpUS AUCYIBPHUT

[MocToponHue npumecu, o He 6omee 20 mxr/mi 4 MKr/™MI

MeToay BOXKX: Oenzanpnerua

[MocToponnue npumecu He 6onee 1.5% 055 %

metosoM BOXX: GP45828 OTHOCHUTEJIBHO 3asBJICHHOIO KOJINYECTBA

UKo eHaKa HATPHUS

* HepyTuHHBIH TecT. VcnbITaHne MPOBOAUTCS B COOTBETCTBUH C YTBEPKACHHOW YaCTOTOW MUCTIBITAHUH.
IToxmucaHo 3MEKTPOHHON HOAMHUCHIO Crp. 1 u33



CEPTUOUKAT AHAJIN3A

INek dhapmaueBTryeckas KoMnaHus a.4.

BeposwkoBa, 57

Cn-1526 IMo6nsHa, CrnoBeHus
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1 568 35 17

KoHTporb kayecTBa
BeposLikoBa, 57

Cn-1526 IMo6nsHa, CrnoBeHus
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 45 81

YaCTHIIBI

IMOCTOPOHHUX YaCTHUI]

HPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: 11 N011889/04
CTPAHA: PO
Cepus Ne: MD9Y501
HOMEP BAJIK: LW8775/42018289
| IAPAMETPBI | CHELIUOUKALMS | PE3YJIBTATBI
ITocTopoHHUE pHUMECH METOJIOM He 6omee 0.2 % <0.05%
BOXKX: n106as HHAMBHIyaTbHAS OTHOCHTEJIEHO 3asBJIICHHOTO
npHMech KOJIMYECTBA JUKJIO(pEHAKa HATPHS
ITocTopoHHUE pUMECH METOJIOM He 6omnee 0.5 % <0.05%
BOXKX: cymMMa HHIMBHTY alTbHBIX OTHOCHUTEJIBHO 3asIBJIEHHOTO
npuMeceit KOJIMYECTBA JUKJIO(PEHAKA HATPHS
OmnpeneneHre 6aKTepHaIbHBIX Mesnee 4.00 ED/Mr <0.20 EQ/mMr
9HJOTOKCHHOB
CTepuiIbHOCTD He o6HapyxeHo KU3HECTIOCOOHBIX CooTBeTCTBYET
MHKPOOPI'aHH3MOB
Mexanndeckue BKIoYeHus: >= 10 He 6onee 6 000/ amr. 100 /amm.
MKM Ha aMIyJry
Mexanunueckue BKiroyeHus: >= 25 mxm | He Gostee 600/ amr. 8 /amm.
Ha aMITyITy
MexaHHU4YeCKHE BKIIOYEHHUS: Bl/IZlI/lMI)Ie daxTnuecku CBO6OI[CH OT BUJAUMBIX COOTBCTCTByeT

* HepyTuHHBIH TecT. VcmbITaHne IPOBOIUTCS B COOTBETCTBUH C YTBEP)KACHHOW YaCTOTOW UCTIBITAHUH.
IToanucano 351eKTPOHHON MOAMHUCHIO

Ctp.2u33



Jlex dpapmaueBTnyeckast Komnavus a.4. KoHTponb kavecTBa

BeposLikoBa, 57 BeposlikoBa, 57
Cn-1526 Nio6nsHa, CnoseHns Cn-1526 NiobnsHa, CnoseHuns
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 35 17 dakc: + 386 (0) 1 568 45 81
CEPTUOUKAT AHAJIM3A
HPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection

HOMEP PY: 11 N011889/04

CTPAHA: P®

Cepus Ne: MD9501

HOMEP BAJIK: LW8775/42018289

| MAPAMETPBI | CHELIUOUKALIMS | PE3YJIBTATHI
W3Bnekaemblit 00beM 3.0-3.5mn 33 wMx
VYcnoBust XpaHeHUS: IIpu Temneparype He Bbiue 30°C, B 3aIUIIECHHOM OT CBETa MECTE

OtBedaeT TpedoBaHmIM CriennupuKaIIm
TM: PP 3747920 009 R 03

KoHTpons kagecTBa
Jara 11.04.2022

Petra Jazbec Krizman

* HepyTuHHBIH TecT. VcnbITaHne MPOBOAUTCS B COOTBETCTBUH C YTBEPKACHHOW YaCTOTOW MCTIBITAHUH.
IToanwcano 3MEKTPOHHON MOAHICHIO Ctp.3u33
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