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JluueHans Ha NPOW3BOACTBO:
800-8/2020-5

IIpoaykr

Toprosoe HauMeHOBaHHE
do3upoBka
JlekapcrBenHnas gopma:
Ynakoska

O0BbeM YyIaKOBKH

Kon

Cepus Canaos

daTa npoussoacrsa
Cpok roagHocTu
IlpousBoauTtesn

Ilnomaaka,
OCYIIECTBJISIIONMIAS BBINYCK

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

VOLTAREN (BOJIbTAPEH)

75 mr/ 3 mn

pacTBOp IS BHY TPHMBIIIEYHOTO BBEIEHUS

amIyJia

Samm. x 3 M

44041294 Tun BbINYCKA: BBITYCK HA PBIHOK

LN3617

23.06.2021

31.05.2023

Jlex ®apmacklOTHKAIC 1.1
Beposuikosa, 37

1526 JTrobnsiHa,

Cnosenus

Jlex dapmackrOTHKAIC 1.1,
Beposuikosa 57

Jara Beimnycka 15.09.2021
Koanuecto 48810 ym.
JInuensus: 800-8/2020-5

JInnensusi: 800-8/2020-5

H/n
1526 JTrobnsina
CnoBeHnus
Crpana umnoprep PerncrpanmoHHoe yiocToBepeHne
Poccuiickas Denepanns ITNO11889/04
Cocras:
poayxT DICLOFENAC (IUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
X
Kon 40002223 Akruenas dapmauestuueckas cy6eranuns Cepusi:  B603771
IIpousBoauTenn Hograptuc ®APMA Ilteitn Al
[ITadxay3zepmrpacce
4332 Illreiin
[1Isetinapus
Cepust npoussoaureass  C0219

Crp: 1/3

* B naHHoMm JOKYMEHTE MOCTABJIEHA DJIEKTPOHHASA NOAIMHCE B COOTBETCTBHH CO CTAHIAPTOM Canpnos
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SANDOZ Beimynien:

a Novartis Division INex bapmaueBTUYHeckan kKoMnNaHua 4.4.
Beposwkosa, 57
1526 Nwbnsxa, Cnoserns
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccoinka: 1509211041 JIMUEH3NA Ha NPOU3BOACTBO!

800-8/2020-5

CEPTU®HUKAT COOTBETCTBUA

IIpoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toproeoe nanmenosanne: VOLTAREN (BOJIBTAPEH)
Kon: 44041294 Cepus Canmos: LN3617
Cocras:
poaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 oGank
Obmee koa-so BAJIK: 246314 y1. Cepusi : LK5629
IIpousBoaurenn Jlek dapmacwroTukanc .. JIunensusi: 800-8/2020-5
Beposuikosa, 57
1526 JlroOnsna,
CiioBeHus
3aknoueHue:

HacTositum noareepskaaeM 10cToREpHOCTE M TOYHOCTE BblllICYKa3aHHOI uidopmauuy, [JanHas cepus npenapata GbL1a IPOM3BEICHA,
YNakoBaHa W HMCMLITAHa HA Ka4eCTBO Ha BBIIEYKA3AHHOM/BIX 3aBoje/aX B [10JHOM COOTBETCTBHM ¢ TpeGoBanusmu «GMPy»
FOCYapCTBEHHEIX OPIaHOB PErHCTPALMH H CHCUH(PMKALMAMY, YKA3aHHBIMH B PaspeilieHHd Ha MPOaky JeKapeTBeHHbIX CPEICTB,
BRIIAHHOM B CTpane umnoprepa. [lanHeie 00 H3roTOBIGHHH, YIIAKOBKE W aHAIM3aX CepUH BBLIH TIPOBEPEHBI W MOATBEPKACHO HX
COOTBETCTBHE YCa0BUAM « GMPy.

KommenTapuu:

B npouecce npon3soactea u ynakosku mpoykra He Gbio 3a(HKCHPOBAHO KAKMX-THGO OTKI0HEHHIA, KOTOpBLIE MOTJIH Obl BJAMATE HA
BBLINYCK NPOIYKTA.

MARS nomep: 719045

Hosupoeka, ykasannas B gannom CoA / CoC, nonskHa HHTCPNPETUPOBATHCS Kak: 25 Mr/mil.

AxrusHas (apMatesTHieckas cyGeranuns: Iuknoenak Harpis

[lpoaykr npoananusupoBan, npoMapkHpoBan U yrakoBaH B cooTseTcTBUM ¢ HJT: TTNO11889/04-110316 Mam, 1-4. %%* Creayrorue
YMAKOBOYHLIC MATEPHaIbl OBITH HCTIONB30BAHDI: MApKHPORKa: 46177485 RU: uHerpykums: 46281019 RU: kopo6ka: 46251896
RU.*** MAPKHPOBKA Ha oTHKeTKe aMITy/Ibl Ha PYCCKOM A3BIKC YKA3AHO! JIOTOTHIT KOMIAHHH (Ha JaTHHHLE), TOProBoe
HANMMEHOBAHHE NperiapaTa ¢ MpeiynpeuTenol Mapknposkoii ®. nekapersennan dopma. MHH, 103upoBka, conepskanue
ACHCTBYIOLUETO BEIECTRA B | amiiyze (3 MJ1), JaTa OKOHTAHHA CPOKA FOAHOCTH, HOMED CEpHH, JaTa MPou3BOACTRA. [lonyckaerca
HAIHYHE BHYTPEHHUX YIAKOBOYHBIX KOAOB KoMMannH, Ko/bLo KOIHPOBAHHS 3e/8HOTO 1IBETA Ha aMITy e,

Crp: 2/3 * B 1aHHOM JIOKYMEHTE II0CTaB/IeHa 2/1eKTPOHHAS MOAMNCH B COOTBETCTRHH CO cradaaptoMm CaH103




SANDOZ Boinyen:

a Novartis Division Tlek papmauesTudeckan komnavus 4.4.

BeposLukosa, 57
1526 MobnsHa, CnoseHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ceuinka: 1509211041 IuueHsuA Ha nponasogcTao:
800-8/2020-5

CEPTU®HUKAT COOTBETCTBHUSA

Ipoaykr VOLTAREN (BOJIBTAPEH) 75MG/3ML 5 LIAM RU TX
ToproBoe naumenosanne: VOLTAREN (BOJIBTAPEH)
Kox: 44041294 Cepust Canmos: LN3617

Ha kaprounoif nauke na pycckom s3bike ykasaHo: TOProBOC HAWMEHOBAHHE NPENAparta ¢ npeIynpeauTeIhHOR MapkupoBKoi ),
HOMEp pErucTpaliMoHHoro yaocrosepenus, MHH, conepxanue neiicteyiontero semecrsa s | aMmye (3 M), JIOrOTHIT KOMIaHUK
(Ha MaTHHMLE), HA3BAHMKE M ajipec (CTpaHa) KOMNAHHH-BIa/1e/bla PCTHCTPALIMOHHOTO YIOCTOBEPEHHA, HA3BAHUE M ajipec (rOpo,
CTpaHa) KOMIAHHK-NIPOM3BOAUTEA. COCTAB Ha | amryty (3 ma), «Hecreponaslii TpoTHROROCTATUTE B HBIH npenapary,
JIEKapCTBEHHaA (JOpMa U I03HPOBKA, KOTHYECTBO aMITy T B KapTOHHO#M Navke, YCI0BHS XPaHCHHA. « XPaHUTE B HEJOCTYITHOM /14
Aeteit mecten, «[loapoGunie ykasanus Mo NpUMEHEHHIO IPUBEIEHE] B IPHIOKENHOH MHCTPYKIMKY, « BBOIHTE BHY TPUMBIILEYHON,
«OTKPBIBATE 371ECHY, YCIOBHI OTIYCKA, HOMED CEPHI, 1aTa M3TOTORICHHA, 1aTa OKOHYANHS CpOKa roJHOCTH. WTpHX-koa. Ha
KapTOHHOH IauKe BHYTPEHHHUE YIIAKOBOYHBIE KOIBI KOMITAHHH W KOHTPOJIL TIEPBOTO BCKPBITHA. JIOMOTHUTEILHO MOTYT ORITH
HAHECCHBI CPEICTBA MACHTH(PMKALMH /1S MOHHTOPHHTA [IRWKEHUS TEKAPCTREHHBIX NPENapaTos JU/is MEAWLIMHCKOTO NPHUMEHEHHS 0T
NPOM3BOITENA 10 KOHEUHOTO noTpednTens. ***YITAKOBKA no 3 ma B GecuseTHbIe aMnyiisl U3 ¢Tekma THIA | B COOTBETCTBHH ¢
EBp.®. ¢ Toukoii namnoma. 1o 5 ammyn BMecTe ¢ HHCTpYKIMe Mo NPHMEHEHHIO B KAPTOHHOM MTAauKe ¢ KOHTPOJIEM MEPBUYHOTO
BCKPBITHS, UMEIOLLCH KAPTOHHYIO BKICHKY ¢ suelKaMH I am Ty I ¥ *

XPAHEHHME ITpu Temneparype He seitie 30°C, B 3a1UMIIEHHOM OT CBETa MECTe.

Brimycxk cepun / Ceprudukar cosian Kristina Lampic, ynonsomouenHoe muio
Bomyck cepun / [lata ceprudukara / Bpems  15.09.2021 / 08:39:49
Hata co3nanus ceprudukara / Bpems 15.09.2021/08:41:51

Crp: 3/3 *B maHHOM 10KyMeHTe N0CTaBIIeHa 2MeKTPOHHas MOANKChH B COOTBETCTBHU CO crangaptom CaHno3



Iek dbapmauyeBTUYECKas KOMNaHWA 4.4.

Beposwekoea, 57

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

CEPTUOUKAT AHAJIM3A

KoHTponk kauecTea
BeposeLwukoea, 57

Cn-1526 Mwbnsxa, CroseHnus
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 PYV: TTN011889/04
CTPAHA: P®
Cepus Ne: LN3617
HOMEP BAJIK: LKS5629/42018289
| IAPAMETPBI | CHELIUDPUKAIIMS | PE3YJILTATBI
OrnHcaHHe conepKUMOro OT OecUBETHOTO 10 CBETJIO-KENTOrO CooreeTcTByeT
aMITyJIbl; LBeT LBETa PacTBop
OnHcaHHe YNaKoBKH: ammyia 3 Ma M3 OecLBETHOTO CTEKNa, C CoorBeTcTBYET
KOJbLIOM KOAWPOBaHMSA 3€/€HOT0 LIBETA H

____________________________ CHHeli TOUKOfi HanoMa
Onucanne coaep HMOTo ITpospaunslit pacTBOp CooteeTcTBYET
aMITyJIbl: MIPO3PavyHOCTh
OnrHyeckas MIOTHOCTh OnTHiecKas MIIOTHOCTB Mperapara MpH 0.00

420 um aomskHa ObiTh He Gonee 0.05
pH 7.8-9.0 8.0
[MoanuuHOCTE MeTOOM TCX: CoOoTBeTCTBUE PACTBOPY CPABHEHHA CooTBeTcTBYET

- Huknodenak Hatpus
[TonnunHocTs MeTOTOM CooTBeTCcTBIE PACTBOPY CPaBHEHHA CooTreTcTRyeT
B3XKX: Huxnodenak Hatpus
IMoanunHocTs MeTogoM TCX CooTBeTCcTBHE pacTBOPY CpaBHEHMs CootBercTByeT

Ben3umoselii cnupt =
KonuvectreHHoe onpenenenne  95.0 — 105.0% 989 %
metonom BOXX: aukno(eHak HaTpus 75 Mr/3 mi (95.0 —

‘ 105.0%) _
KonuuectBenHoe onpenenenne  108.0 — 132.0 Mr/ 3 Mn 120.0  wmr/3 ma
metogom BIXKX: OEH3HIIOBBIH CITUPT |
Konnuecreernoe onpenenenne: 1.6 —2.4 mMr/ 3 mn 2.0 wmr/3 mn
THTPUMETPUUYECKHIT METO HATpUA JHCYNbGUT
[TocTopoHHue mpumecH, o He Gonee 20 Mmkr/ma 3 MKI/MI
metoxy BOXX: bensanbaernn |
[TocTopoHHue MpUMecH He 6onee 1.5% 0.53 %

Metogom BOXX: GP45828

OTHOCHTENLHO 3asBIE€HHOIO KOJIHYCCTRA
AvKnodeHaka HaTpus

* HepyTunHeIii Tect. McrnbiTanue NPOBOAHTCS B COOTBETCTBUM C YTBEPKISHHON 4acTOTOMN UCIIBITAHUIL.
[Toanucano 21eKTPOHHOMH MOAMHCEIO

Crp.1u3z2



INex chapmauesTUyHecKan KOMNaHUR 4.4. KoHTponb kavecTsa

Bepoewkosa, 57 Bepoewkosa, 57

Cn-1526 Niwbnaxa, CnoeeHus Cn-1526 Niobnsna, Cnosexus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 3517 dakc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIM3A

INPOJAYKT: 44041294 VOLTAREN (BOJIbTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITN011889/04
CTPAHA: PO
Cepus Ne: LN3617
HOMEP BAJIK: LK5629/42018289
| MIAPAMETPBI | CHELIM®UKATAS | PE3YJIBTATBI
ITocTopoHHue mpuMecu MeToI0M He 6onee 0.2 % <0.05%

B2XKX: mobas nuauBuIyanbHas
npumech

[TocTopoHHHE NpUMeECH METOI0M
BOXX: cymMMa HHAHBHIyanbLHBIX
npHUMeceid

OTHOCHTEIBHO 3asABJIEHHOTO
KOJIH4YeCcTBa lemod)euar(a HaTpus

He 6onee 0.5 % <0.05%
OTHOCHTEJIEHO 3aABJIEHHOTO
KOJIMUECTBA THKI0(eHaKa HaTpus

Menee 4.00 Eéfmr <0.20 ED/mr

OnpeneneHue GakTepHambHbIX

IHI0TOKCHHOB

CrepunbsHOCTh He oGHapys:keHO KH3HECIOCOOHBIX CootBercTBYET
MHKPOOPIraHHU3MOR

Mexanuyeckue Braouenus: >= 10 He 6onee 6 000/ amm. 93  Jamm,

MKM Ha aMITy Ty )

Mexaunyeckue Bkmodenus >= 25 mkMm  He Gonee 600/ am. 6 /amm.

Ha amnymy

MexaHnveckne BKTOYeHHs: Buaumble  DakTHueckd ¢cBOGOICH OT BHIMMBIX CooTteTcTBYET .

HacTHUBl
H3Bnekaemblit 06bem

Venosus xpanenus: Ip

| TIOCTOPOHHMX YacTHII
3.0-3.5mn 33 wMn

W Temnepartype He Bbllue 30°C, B 3alHIIEHHOM OT CBETa MECTE

Otseuaet TpeGoBanuam Creundukaumm

TM: PP 3747920 009 R 03
JTara 12.08.2021

Konrpouns kauecTtsa

Petra Jazbec Krisman

* HepyTunupiii Tect. McnbiTaHue MPOBOANTCA B COOTBETCTBHH C YTBEPIKAEHHON 4aCTOTON HCIBITAHHMIL,
INonmicaHo 31eKTPOHHOH MOANUCHEIO Ctp.2mn3 2




