Nek cbapmauesmuecxaﬂ KOMnaHwa a.4.

BeposLukosa, 57

Cn-1526 NioBnsHa, CnoseHus

Ten.: +386 (0)1 580 21 11
Pakc: + 386 (0) 1 568 35 17

KoHTpons kauectaa
Beposwkoea, 57

Cn-1526 NMiw6nsva, Crosetus
Ten.: +386 (0) 1 580 26 81
®akc: + 386 (0) 1 568 45 81

CEPTUDOUKAT AHAJIM3A

MPOJVKT: 44041294 VOLTAREN (BOJITAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITN011889/04
CTPAHA: P®
Cepusn Ne: LK3560
HOMEP BAJIK: LH0026/42018289
| TAPAMETPBI | CHEUM®UKA LIS | PE3YJIbTATBI |
Onncanwne comepxumoro Or GecuserHoro 10 ceeT0-%enToro CooteetcTRyer |
aMITyJibl: UBET LIBETa pacTEOp
Onucanue ynakoBku: amnyna 3 M1 13 GeCUBETHOro cTekna, ¢ CootsetcTyer
KOJIBLIOM KOAHPOBAHUSA 3€1€HOI0 1BETA 1
CHHEH TOYKOI HaxToMa
Onucanne conepsnmoro [Tpo3paunsiii pacteop CootsetcTByer
aMITyTTbl: NPO3PAavYHOCTD
Ontuueckas nnotHocTs OnTiieckas nnoTHoCTh lpemnapara npu 0.00
420 Hm omkHa 6biTh He Gonee 0.05
pH 7.8-9.0 8.0
[MoanuunocTs MeTonoM TCX: CooTBeTCTRIE pacTBOpY cpaBHeHus CooteercTRyeT
HMuknodenax Hatpus _
HMoanuunocTs MeTonom CoorsetcTaiie pacTopy CpaBHEHHs CooteercTayer
BIXKX: Huknopenak Harpus
HMoamuunocts MeTogom TCX CooTBercTrie pacTBopy cpaBHeHMs CooteercTyer
bensu:toBplit cniupr
KomnuecTsennoe onpenenenne 95,0 — 105.0% 97.9 %
MeTonom BOXX: IHKI0(peHak HaTpus 75 Mr/3 mu (95.0—
105.0%)
Konnuecteennoe onpenenenne  108.0 — 132.0 mr/ 3 mur 1183  wmr/3 mn
MeTonoM BDIKX: OeH3WIOBLIH cipT
Konnuecteennoe onpenenenne: 1.6 2.4 Mr/ 3 mi 2.2 wMmr/3mn |
TUTPUMETPHYECKHIT MeTo HATpHA IUCYTb(GUT <
[locToporuue npuvecn, no He 6omee 20 mkr/mn 2 MKr/™Mn
metony BOXKX: Gensanbaernn
[Tocropontue npumecn He 6onee 1.5% 0.57 %

MeToaoM BOXKX: GP45828

OTHOCHTEJIBHO 3asBICHHOrO KOJIMYeCcTRA
IHUKMO(EeHaKka HaTpus

* HepyTuHHBI TecT. Hcnbitanne nposo
Y

Ioxnucano snekTporHoi noammesio

JIMTCHA B COOTBETCTBUH C YTBEPHKICHHON YacTOTOIH UCTIBITAHHIH.

Crp.1u32



Nek thapmauesTudeckas koMnanns A.4. KoHTpons kavectea

Beposlwkosa, 57 BeposLwkosa, 57

Cn-1526 NMo6nana, Cnosequs Cn-1526 NioBnsHa, Croserus
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

CEPTUDUKAT AHAJIM3A

INPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITN011889/04
CTPAHA: P®
Cepus No: LK3560
HOMEP BAJIK: LH0026/42018289
[ TAPAMETPBI | CHEHU®UKAIIS | PE3VJIBTATBI |
[Toctoponuue npumecu metozom He 6onee 0.2 % <0.05%

BOXX: mobas HHAWBHIYalbHas
nMpHUMech

ITocToporHHe npumeck MeTonoMm
BOXX: cymma WHIHBH/LYaIbHBIX
npuMecei

OTHOCHTEJILHO 3asiBJIEHHOTO
KOJIHYECTBRa ﬂHKIIOCbEHaKa HaTpus

He Gonee 0.5 % <0.05%
OTHOCHTENILHO 3aAB/€HHOTO
KonmHecTra auknopenaka natpus

Onpenenenne 6akTepuanbubix Menee 4.00 ED/mr <0.20 ED/mr

IHAOTOKCHHOR i

CrepunenocTts He o6HapykeHo xusHecnocoHbix CoorsetcTayer
MHKPOOPraHH3MOB

Mexannyeckue Bkmovenns: >= 1( He 6omree 6 000/ amn. 119 /amn.

MKM Ha ammymy

Mexanuueckne Bkmovenus >= 25 ymkm He Gouiee 600/ amm. 11 /amm.

Ha ammyry N

Mexanuueckne Bkmouenms: Buaumpre DakTHyecky cBOGOICH OT BHAMMBIX CootBetcTByeT

YACTHLIBI MOCTOPOHHUX YACTHIL

H3eekaemblii o6bem 3.0-3.5mn 33 wMn

Ycnorus xpanenns: [Tpu remnepatrype e Bbiwe 30°C. & 3aLIMIIEHHOM OT CBETa MecTe

Otseuaet Tpe6oBanusam Creundmraunu

TM: PP 3747920 009 R 03
Hara 09.06.2021

KouTpons kauectra

Gorazd Sorsak

* HepyTuHHslit TecT. Menbitanme TMPOBOIMTCA B COOTBETCTBUM C Y TBEPKICHHOI YaCTOTOI MCTIBITAHHIA.,
[Monnucano SJIEKTPOHHOM NOAMHChIO Crp.2u3?2




