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

75 mr/ 3 mn

pacTBOp /ISt BHY TPUMBILICYHOTO BBE/IEHHSI

amItyia

5 amr. x 3 mi

44041294

LK9613

27.04.2021

31.03.2023

Jlex dapmaceiotukanc ..
Bepoguikosa, 57

1526 JTrwobnsua,

Crnosenns

Jlex apmaceroTuranc .01,
Bepogmkosa 57

H/TI

1526 Jlrobnana

Cnosenus
Perncrpaunonnoe ynocrosepenne
IINO011889/04

Tun BbIMycka: BBITYCK Ha PLIHOK
Hara Beinycka 04.08.2021

Kosmvectno 15120 ym.
JInuensns: 800-8/2020-5

JIunensus: 800-8/2020-5

.
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* B nan"om AOKYMEHTE [I0CTaBJIeHa 3JIEKTPOHHAA TMOANMUCE B COOTBETCTBHUH CO CTaHIapTOM Canpos
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SANDOZ Beimyen:

a Novartis Division Nek chapmayesTudeckas komnaHus a.a.
Bepoelukosa, 57
1526 NiobnsHa, Cnoeexus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www. ek si

Cceinka: 0408211248 NMuueHaus Ha npoussoscTeo:
800-8/2020-5

CEPTU®HUKAT COOTBETCTBHSI

L

Mpoaykr VOLTAREN (BOJIBTAPEH) 75MG/3ML S LIAM RU TX

Toprosoe nanmenoBanme: VOLTAREN (BOJILTAPEH)

Kon: 44041294 Cepust Cangos: LK9613
Cocrag:

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

Kon 42018289 6ank

Obmee koa-80o BAJIK: 252637 yIL. Cepusni: LG3654

IlpousBoaurenn Jlex papmackrotrkanc 1.1, JIunensus:: 800-8/2020-5

Beposmikosa, 57
1526 JTrobnsiua,
ClioBeHus

3akarouenne:

Hacroswmm noarsepsxaaem AOCTOBEPHOCTh H TOUHOCTE BbILICYKA3AHHO uHopmamn. lannas cepus npenapara Gbla IPOU3Be/eHa,
YMaKoBaHa W HUCHOLITAHA HA KauecTBO Ha BRIIICYKA3AHHOM/bIX 3aBOJC/AX B MONHOM COOTBETCTRMH ¢ rpebopaHuaMH «GMPy
FOCY/apCTBEHHBIX OPraHoB PeruCTpaluM U CreUnpHKALMAMH, YKAZAHHBIMH B PA3PELICHUM HA MPOJIAKY NEKAPCTBEHHBIX CPeiCTB,
BBUIAHHOM B cTpane mmnoprepa. [lanusie 06 M3TOTOB/ICHUH, YITAKOBKE M aHAIHM3AX CEPHH Gbity TIPOBEPEHbBI M MOATBEPK/IEHO HX
COOTBETCTBUE YCA0BHIM « GMPy .

KommenTapuu:

B nporntecce npouseoncrsa u YUAKOBKK 1po/yKTa He GbLI0 32 MKCHPOBAHO KakiX-1HGo OTKJIOHEHUH, KOTOPBIE MOIIH Obl BIMATDL Ha
BBIIYCK MPOJIYKTa.

MARS nomep: 719045

Hosuposka, ykasannas B mannom CoA / CoC. nomkna uuTepnperuporarses Kak: 25 Mr/MILL

AKTHBHAs (hapMaleBTHYeCcKas cyberanums: Jlukiotenak HaTpusi

[Tpoaykr npoananusuposan, 'TPOMAPKUPOBAH H YIAKOBaH B COOTEETCTRMM ¢ HJT: [T NO] 1889/04-110316 Ham. 1-4,%** Cneayiomme
YTIAKOBOUHBIE MaTEPHAITBl ObITH HCIOTb20BAHLL: MapkHposka: 46177485 RU; uncrpykims: 46281019 RU: kopobka: 46251896
RU.*** MAPKHPOBKA Ha s1ikerke AMITYJIBI Ha PYCCKOM A3bIKE YKA3aHO: JOFOTHI KOMITAHHHN (Ha maTuumLe), Toprosoe
HAMMCHOBAHHE NPENapaTa ¢ NpeiynpeInTesHoi MAapKHpoBKoH ®, siekapersennas hopma, MHH, JIO3HPOBKA, COJEpKaHHe
JeHcTRryIONIero BemecTsa B | aMIIyJie (3 MIT), 1aTa OKOHYAHHS CPOKA FOIHOCTH. HOMCp cepuy, /1ata npoksBoacTsa. Jonyckaercs
HATHYHME BHY TPEHHUX YNIAKOBOUHLIX KOJAOR KOMITAHMH, Kouibuo koxuposanms senenoro nsera na ammye,

Crp: 2/3 * B nanHoM 1okymeHTe mocrap/iena JICKTPOHHAs MOAMHUCH B COOTBETCTBHH CO CTAaHAAPTOM CaHz03




SANDOZ Bhiryuuen:

a Novartis Division INek chapmauesTyeckan komnaHus A.Q.
BeposLkosa, 57
1526 Niobnana, Cnosexus
Ten.: +386 1 5802111
®akc: + 386 1 5683517
www.lek.si

Ceeinka: 0408211248 NuueH3us Ha Npou3BOACTEC:

800-8/2020-5

CEPTU®UKAT COOTBETCTBUS

Iponykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe Hanmenosanne: VOLTAREN (BOJIbTAPEH)
Kon: 44041294 Cepus Cangos: LK9613

Ha kapronnoii nauke Ha pycckom sissike ykaszano: TOProBoe HAHMEHOBAHKE NPETIapaTa ¢ NPeyNPeInTeNbHOR MaPKHPOBKOH ®,
HOMEp perucTpauHoHHoro y1ocrosepenns, MHH, coaepwanue aeiictaviowero remecrsa & | amrrysie (3 M), TOrOTHII KOMIaHUK
(Ha TATHHHLE), HA3BaHHE U Anpec (CTpana) KOMIaHHK-BIAIeBLA PETHCTPALIHOHIIONO VAOCTOBEpeHHUs, Ha3BaHHeE M aapec (ropo,
CTPaHa) KOMMAHUKU-TIPOH3IBOIUTENS, COCTAR Ha | ammyy (3 mu), «Hecrepouanslit npoTHBOBOCHATUTE TbHbIT npenapary,
JiekapeTBeHnas jopMa M 103MpOBKA, KOJIMYECTRO AMITyJ1 B KapTOHHOH NayKe, yCI0BUS XpaHeHHs, « XpaHHTh B HETOCTYITHOM A
Aereii mecten, «[ToapoGHbIe ykazanus Mo NPHMEHEHHIO NPHBCACHEI B IPUITOKEHHOH HHCTPYKLMHY, « BROANTL BHYTPHMbILLICHHO®,
«OTKpLIBATE 3/1€Ch», YCIOBUA OTHYCKA, HOMEP CEPUM. flaTa H3TOTOBJICHHA, 1aTa OKOHYAHUS CPOKA FOAHOCTH, IITPHX-Kko1. Ha
KapTOHHOH Naqke BHYTPEHHHE YIaKOROUHBIC KOIbI KOMIIAIHH 1 KOHTPOITE MICPROTO BCKPEITHS. JIONONHUTENEHO MOTYT BBITH
HAHCCCHRI CPENCTBA MACHTH(UKALIMH 11 MOHHTOPHHTA ABHKCHUS JICKAPCTBEHHBIX NPENapaToB TS MEMILMHCKOTO TIPHMEHEHHS OT
NMPOH3BOJUTENS 10 KOHEMHOrO nOTpeGHTeNs. *** VITAKOBKA 110 3 M1 B SecLseTible amITy bl U3 cTekna Thra | B cooTBeTCTBHA ¢
EBp.®. ¢ Toukoii naanoma. [lo 5 amnvn emecre ¢ WHCTPYKLMEH M0 IPUMEHEHMIO B KAPTOHHOH Mavke ¢ KOHTPOJIeM NEPBUYHOIO
BCKPRITHA. HMCIOLIEH KAPTOHHYIO BKICHKY ¢ sueiikamu 118 aminyr.***

XPAHEHHME I1pu emnepatype ne srime 30°C. g 3alMIIEHHOM OT CBETA MECTe.

Bemyck cepunt / Cepruduxar cosgan Kristina Lampic, ynonrHomouennoe o
Beiyck cepun / Jlata cepruduxara / Bpems  04.08.2021/10:46:42
Hata cosnanus cepruduxara / Bpems 04.08.2021 / 10:48:45

Crp: 3/3 *B maHHOM IOKyMeHTe mocTaseHa FICKTPOHHAA MOAMHUCEL B COOTBETCTBHH ¢O cTaHmapToM CaH1o3




ek hapmavesTuyeckas komnanus 4.4.

Beposuwkosa, 57

Cn-1526 NMiobnana, Cnosexus

Ten.: +386 (0)1 580 21 11

akc: + 386 (0) 1 568 35 17

KoHTponb kavecTtea
BeposLkosa, 57

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

CEPTUOUKAT AHAJIM3A

IMPOAVKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITNO11889/04
CTPAHA: P®
Cepus Ne: LK9613
HOMEP BAJIK: LG3654/42018289
| TAPAMETPBI | CHELIUOUKALIMS | PE3YJIbTATHI |
Onucanue comepsxumoro Ot BecuBeTHOro 10 CBET/I0-KE/ITOr0 CootsercTBYeT '
aMITyJibl: L[BET LBETa PacTBOp
Onucanue ynakopxu: aMITyna 3 M1 U3 BeclBETHOTO CTeKa, ¢ CooTteercTRyeT
KOTBLOM KOAMPOBAHHS 3eJIEHOT0 LBEeTa U
CHHe# TouKoii Ha1ToMa )
Onucanue conepsknmoro lpo3pauusiii pacteop CooTteTcTBYeT
aMIYJTBI: TPO3PavyHOCTh _
OnTthyeckas mioTHoCcTD Ontirdeckas MI0THOCTL Mpenapata mpu 0.00
420 um nomxkHa 6bTh He Goee 0.05
pH 7.8-9.0 8.0
HMoaanuuoceTs MetogoM TCX: CootBeTcTBUE pacTBOPY CpaBHEHHS CooteercTByer
- Huknodenax Hatpus ‘
[MoanuHHoCTE MeTomOM CootsercTBie pacTROpY cpaBHeHHs CooTteeTcTBYET
B32XX: Huxnodenax Harpus _
Honnuunocts Metonom TCX CooTBeTcTBHE pacTBOpY cpaBHeHHs CootBercTayet
o Bensunoselii crinpr
KonmyecTsennoe onpenenenne  95.0 — 105.0% 98.3 %
Mmetorzom BOXKX: nukodenak narpus 75 mr/3 ma (95,0 —
105.0%)
KomnuecTennoe onpenenenne  108.0 — 132.0 mr/ 3 mn 119.1  ™Mr/3 mn
MeTonoM BOXKX: GeH3MIOBbII criupT
Konuuectsennoe onpenenenne: 1.6 —2.4 mr/ 3 mn 2.1 mr/3 mn
THTPHMETPHYECKUH MEeTO] HaTpHs OHCYAb(UT
[locTopontue npumecH, mo He Gonee 20 mxr/mn 2 MKr/MI
MeToay B2XKX: 6enzansaerun
ITocToponuue npumecn He 6onee 1.5% 052 %

MeTonoM BOXKX: GP45828

OTHOCHTEJIBHO 3aABIEHHOTO KOJIMYECTRa
AHKIoeHaKa HaTpuUs

* HepyTunnsiii Tect. HenbitaHue NpoBOIUTCS B COOTBETCTRIN C YTBEPKAEHHOH YacTOTOii UCTIBITaHMIl,
[loanucano nexTpoHHOI mogmHckio

Crp.1mus32



Nek dhapmauesTyeckan kKoMnaHus A.A. KoHTpons kavecrtea

Bepoewkosa, 57 Beposwrkosa, 57

Cn-1526 NMo6nsHa, Cnosexus Cn-1526 No6nsna, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
®akc: + 386 (0) 1 568 35 17 ®akc: + 386 (0) 1 568 45 81

CEPTUDUKAT AHAJIM3A

INPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: II N011889/04
CTPAHA: PO
Cepus Ne: LK9613
HOMEP BAJIK: LG3654/42018289
[ IAPAMETPEI | COELIMOUKATSI | PE3VJIBTATBI ]
TIlocToponnne npumecn metonom He Gonee 0.2 % <0.05%
B2XX: mo6as WHIHBMIYyalbHAs OTHOCHTENBLHO 3a5BJIEHHOTO
NMpHMech KolluecTra nnknodenaka HaTpus
[Tocroponnue npumeci metoom | He Gonee 0.5 % <0.05%
B2XX: cymma WHIHBHIYaTbHBIX | OTHOCHTEBHO 3asBJICHHOTO
npuMecei KonmuecTea aukinofeHaka HaTpus
Onpenenenne 6akTepuanbhbix Menee 4.00 ED/mr <0.20 ED/mr
IHIOTOKCHHOB
CTepuIbHOCTE - He obHapyxeHo xmHtecnocobubix CootBeTcTBYeET
MHKPOOPraHH3MOB
MexaHuueckie BKIIOUEHHS: >= | () " He Gonee 6 000/ amm. i ” 114 /avm,
MKM Ha aMILyTy )
Mexannueckue BrmoueHus >= 25 pim He 6onee 600/ amm, 8 /amm,
Ha aMITyJTy
Mexanmnueckne Bkmouenus: Bumimple DaKkTHYECKH CBOGOIEH OT BIIHMBIX . CootsercTyer
HaCTHIII MOCTOPOHHHUX YaCTHIL
Wsrnekaemeiit 06bem 3.0-3.5mn 3.3 mn
YcnoBus xpanenus: [pu remnepatype ne Boiwe 30°C, & 3alUHUIEHHOM OT CBETA MECTe
Otgeuaer Tpe6oBannam Creundwmkauun
TM: PP 3747920 009 R 03
Jata 26.05.2021 Konrposs kauectra

Gorazd Sorsak

* HepyTunmbiii Tect. Henbitanue NPOBOJNTCA B COOTBETCTBHH C YTBEPHkK/ASHHON YaCTOTONH HCIbITAHMIL
Ioanucano snekrponnoi noanuceio . Ctp.2un32




