Brinmy1leH:
Nex q:apmaues'ruqecxan KomMnaHusa A.A.
BepoBLUKOBA, 57

1526 NMio6nana, CnoseHnA

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www.lek.si

Cepinka: 03112112 17 TiLeH3ns Ha NPON3BOACTBO:
800-12/2021-9

SANDOZ

a Novartis Division

CEPTUO®UKAT COOTBETCTBUA

IpoaykT VOLTAREN (BOJH)TAPEH) 75MG/3ML 5 LIAM RU X
Toprosoe HAHMEHOBAHHE VOLTAREN (BOJH)TAPEH)
JI03upOBKA 75 mr/ 3 M
JlexapcTBeHHAs dopma: pacTBop Ul BHY TPHMBILIEYHOTO BBEICHUSA
YnakoBKa aMIyJia
O0beM YNAKOBKH 5 amI. X 3 MJl
Kon 44041294 Tun BLINYCKA: ceprTubuKaLyA Cepult
Cepua Canjo3 LR8126
JlaTa MpoU3BOACTEA 09.09.2021 JlaTa BHIIyCKA 03.11.2021
CpoK roiHOCTH 31.08.2023 Koauuectso 48325 ym.
IIpou3soauTe]Ib Jlex dapMachlOTHKAIC 1. JIsmensns: 800-12/2021-9
Beposiukosa, 57
1526 JTiobnsHa,
CnoBeHUs
Tlnomanka, Jlex ®apMachlOTHKATIC o JInueH3us: 800-12/2021-9
ocymecTBsIOIMAA BBIITYCK Beposiukosa 57
H/T
1526 JlobnsHa
CrnopeHus
CrtpaHa HMIopTEP PerncrpalniioHHoe y/10CcTOBepeHHE
Poccuiickas @eepanus T1 NO11889/04

CocTaB:

DICLOFENAC (I[HKHO@EHAK) SOD DS03 S NOVA PW UD GE
X

Kon 40002223 AxTuBHad (hapmarieBTHHECKAA cy6eranius Cepust: B615802

TIpou3BoauTEIL Hosaptic ®PAPMA [tein AT

I1ladxay3zepiuTpacce

4332 llTeitn

[11Beiiniapus

C0221

TIpoayKT

Cepns NpoON3BOANTEIH

Crp: 1/3 * B 1aHHOM JOKYMEHTE NOCTABICHA 3NeKTpOHHas TOANHCE B COOTBETCTBHH CO CTAHIAPTOM Canpo3
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BoimyLIeH:
Nek dhapmaliesTnyeckasn KOMNAHWA A.A-
BepoBLUKOBA, 57

1526 Niobnaxa, Cnoeerns

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www.lek.si

Cobinka: 031121 1217 NMLEeH3ns Ha NPOWIBOACTEO:
800-12/2021-9

SANDOZ

a Novartis Division

CEPTHOUKAT COOTBETCTBUA

IIpoayKT VOLTAREN (BOHbTAPEH) 75MG/3ML 5 LIAM RU TX
Topropoe HAHMEHOBAHME: VOLTAREN (BOJ'[})TAPEH)

Kona: 44041294 Cepus Cannos: LR8126

CocTas:

IIpoyKT VOLTAREN (BOJIBTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 Oank
O6mee koa-8o BAJIK: 245225 yn. Cepus : LN8779
ITpousBoHTENb Jlek hapMachOTHKAIC 1. JInnensus: 800-12/2021-9
BepoBIIKOBA, 57
1526 JlobinsHa,

CrnoseHHA

JakawyeHne:

HacToAunM MOATBEPKAACM J0CTOBEPHOCTH M TOUHOCTE pBILICYKA3aHHOR urdopmary, [lannas cepus npernapara Grina npou3BelcHa,
ynakoBaHa H MCTIBITAHA HA KauecTBO HA BbINICYKa3aHHOM/BIX japoje/ax B TIOJHOM COOTBETCTBHA C TpefoBaHNAMH «GMP»
TOCYNApCTRCHHBIX Opratos perucTpaluu 1 crieUdpuKalAMH, yKa3aHHbIMH B paspeleHHH Ha npoAAKY JleKapCTBEHHBIX CPEACTB,
BBIJAHHOM B CTPaHE umnopTepa. [laHHbie 06 M3rOTORJIEHHH, YNIAKOBKE H ananu3ax cepuy ObUIM MPOBEPEHEL W TIOATBEPAACHO HX
COOTBETCTBHE YCIOBHIAM « GMP».

KommeHTapHH:

B npoliecce NpoH3BOJICTEA M YIIaKOBKH [PO/LyKTa HE 610 3a(UKCHPOBAHO KaKuX-T160 OTKIOHEHHIL, KOTOPHIC MOTJIH OBl BIMATE HA
BLINYCK MPOAYKTa.

MARS Homep: 719045

Jlo3upoBKa, ykasaHHas B nantom CoA / CoC, nomkHa MHTEpIPETUPOBATECA KaK. 25 Mr/MIL

AxTHBHAA (papMaLeBTHICCKAA cyDOcTaHius: Nuxsioerak HATPHA

TpoayKT npoaHantu3upoBat., NpoMapKupoBat U ynakoBaH B cootseretrry ¢ HIL: 1 N011889/04-1103 16 Ham. 1-4.*** Crenylouine
yTNaKoBOYHBIE MaTepHaibl OblTH HCTIONL30BAHbI MAPKAPOBKA. 46177485 RU; HHCTPYKIMA: 46281019 RU; kopoOKa: 46251896
RU.*** MAPKHPOBKA Ha THKETKE aMITyJibl Ha PYCCKOM s3BIKE yKa3aHo: JIOTOTHII KoMMaHUK (Ha JIaTHHKLIE), TOPTOBOS
{aiMeHOBaHUE TIperapara ¢ npeaynpeanTensHoi MapkupoBKoii ®, JiekapcTBeHHAA fopMa, MHH, 103MpoBKa, cojepKanie
7IefiCTBYIOLIETO BCUICCTRA B 1 ammynie (3 M), 1aTa OKOHUAHHS CPOKA IOIHOCTH, HOMEP cepwi, 1aTa NPOM3BOACTEA. JomyckaeTcs
anHuie BHYTPEHHHUX YNaKOBOTHEIX xon0B koMnanu, KoJbio KOAMPOBAHHSA 3ENCHOTO UBETA Ha amIyJe.

Crp: 2/3 * B aHHOM JOKYMEHTE nocTaBJieHa ANEKTpoHHAA MOANUCH B COOTBETCTBHH CO cTaH1apTOM Canpos



SANDOZ

a Novartis Division

Cewinka: 031 1211217

IIpoayKT

Kon

Ha kapToHHO#i navke Ha pycckom A3bIKE YK

HoMep PerucTpailioHHo
(Ha JIATUHUIIE), HA3BAHHE
cTpaHa) KOMIaHHK-TIPO
NeKapcTBeHHAA (opma u 103UPOBKa,
JIeTEH MECTeN, «TToapoGHbIe yKa3aHH
«OTKpBIBATH 3/1ECHY, yein
KapTOHH
MoryT ObITE H

HpHMCHCHHﬂ oT ﬂpOM3BOj]lrl’Teﬂ5l 10 KO
¢ Epp.®. ¢ ToUuKoil Halll
uMeloleit kKapTOHHY1O BKJIEHKY C suciKaM# 1A aMmy . ¥¥*

COOTBETCTBHH
TIepRAYHOTO BCKPBITHA,
XPAHEHUE ITpu Temnieparype HE BB

Bhimyck cepun / Ceprudux

Baityck cepui /

Crp: 3/3 *B naHHOM J0KY

Toprosoe HAaHMEHOBAHHE:

ro yA0CTOBEPEHH,
u azpec (CTpaHa) kKoM
W3BOJIMTENA, COCTAB Ha

KOJIM4ECTBO ammy i
4 110 IPUMEHCHHIO T1
OBHA OTITYCKa, H
oii mavke BHyTpeHHHC ynamnoqnmc KOIbl KOMTIAaHHH W K
aHeceHbl C])CIlCTBa WIACHT

Jlata cepTr(uKara / Bpems
Jlata co3/iaHust cepruukara / Bpems

BoimyLIeH:
Nek dapmauesTiyec
Beposuwukoea, 57
1526 NMioGnaxa, CnosernA
Ten.; +386 1 5802111

dakc: + 386 1 5683517
www.lek.si

fMLeH3uA Ha NPON3BOACTEO:!
800-12/2021-9

kas Komnanwa A.A.

CEPTU®UKAT COOTBETCTBUAA

VOLTAREN (BOIIBTAPEH) 75MG/3ML 5 LIAM RUTX
VOLTAREN (BOJII:TAPEH)
44041294 Cepusn Cannos: LR8126

3aHO: TOProOBOS HAMMEHOBAHHE npenapara ¢ npcnynpenmenhnoﬂ MapkupoBkoil ®,
MHH, coaepxaHHe JIeHCTBYHOIIETO BELCCTRA & 1 amnyne (3 M), JIOTOTHII KOMIIaHMH
naHuK-BIafenbpla PETHCTPALIMOHHOTO y/10CTOBCPEHHA, yazBauue 1 aapec (ropod,
«HecTeponaHbif npo"maonocrlanmcnbmm npenapar,

B KapTOHHOH Nauke, ycNoBHs XPaHCHH, «XpaHuTh B HEJIOCTYTIHOM ans
pUBEICHBI B npuoKeHHOH WHCTPYKLHHY, «BBOIMUTH BHYTPHMBILIETHO?,
oMep CepHH, 1aTa M3FOTOBIIEHHA, J1aTa OKOHIaH! CpoOKa I'OJIHOCTH, wrpux-kon. Ha
OHTpOJIb NEPBOTO BCKpHITHA (nepdopariis). JlomoNHUTEIBHO
HpUKALMH 1A MOHUTOPHHT2 ABIWKCHHA NeKapCTBEHHBIX NPENapaTos U1 MEUIIHHCKOTO
HEYHOTO no'rpcﬁmenn.***YﬂAKOBKA 1o 3 M1 B GeclBETHBIE aMIIy Ikl 3 crekna Tina I B
oma, TTo 5 amIyJ1 BMCCTE C uHCTpYyKuMEH 1o NPHMEHEHHIO B KapTOHHOH Mavke KOHTPOJIEM

1 amnyny (3 M),

je 30°C, B 3alMIICHHOM OT CBETA MECTE.

Kristina Lampic, yIOJTHOMOUCHHOE JIUIIO
03.11.2021/ 11:15:42
03.11.2021/11:17:41

aT co3aaH

MEHTE riocTaBlicHa BBCKTPOHHH.H noanych B COOTBETCTBUH CO cTaHaapToM Canno3




Nek dpapmalieBTUHECKAR KOMNaHuA A.4.

BepoBLukoBa, 57

Cn-1526 Nio6nsana, CnoseHws
Ten.: +386 (0)1 580 21 11
dake: + 386 (0) 1568 35 17

CEPTUOUKAT AHAJIU3A

KoHTponb Ka4ecTsa
BepoBLUKOBa, 57

Cn-1526 Niobnaxa, CnoeeHua
Ten.: +386 (0) 1 580 26 81
daxkc: + 386 (0) 1568 45 81
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| TloanMHHOCTL METOAOM TCX:

Homnﬁﬂoéﬁ Me‘roﬁéﬁ T
BOXKX:

KonuuecTBEHHOE OTIPECIICHHE
meTozom BXKX:

KOJ’[H‘{ECTBGHHOG onpenenf:HHe
meTozoM BIKX:

| TmpnmeTpmec:Kuﬁ METOJ

| TocTopoHHHE NPHMECH, TIO

| meroay BIXKX: Gensanbicrii
[locTOpOHHHME NPUMECH

| metomom BIXKX: GP45828

| KOJIbLIOM KOJIHpOBaHHﬂ 3eJIEHOTI0 1BeTa H
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!‘ IIpo3pauHbiii pacTBOP
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OnTuueckas IOTHOCTb NpenapaTa IpH

| CooTBeTCTBHE pacTBOpY CpaBHCHAA
| Iuknodenak Harpui

| TIoAMMHHOCTb METOLOM TCX | CooTBeTcTBHE pacTBOPY cpaBHEHHA
| Bemswionbifi cimpT
| 95.0-105.0%

; qmKodenak HaTpus 75 mr/3 mi (95.0 -
1105.0%)
| 108.0 - 132.0 mr/ 3 M
| GemsmnoBelf CIMPT
Ko/MuecTREHHOE OTpee/IeHHE: | 1.6 —2.4mr/3 M1
HaTpHA AHCY TbOUT

He Gonee 1.5%
OTHOCHTBHBHO BaHBIICHHOI‘O KOIU4eCcTBa
mukiodeHaka HaTpUs

|
1
|
|

%
|
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| CoOTBETCTBYET

NPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection

HOMEP PV: 11 N011889/04

CTPAHA: P@

Cepus Ne: LR8126

HOMEP BAJIK: LN8779/42018289
[TTAPAMETPBI [ CHEIM®UKAIIHAA PE3VJILTATHI |
| Onucanue CONEPKHMOTO | Ot GeclBETHOTO /10 CBETIIO-HKENTOTO i COOTBETCTBYET :
| ammynbl: UBET | uperapactBOp ____ & [ S
| OnmcaHue yNakoBKH: | ammyna 3 M 13 GecLBETHOTO CTEeKIa, € COOTBETCTBYET

0.00
e
CoOTBETCTBYET
CooTetcTBYET
S Tv— '].:C';de S A
89 %
* 1203 mr3Mn
- 20 mr/3mn
o T4 wkr/Mn
.. MOGB'IW% ..........

* HepyTHHHBIH TECT. HcrnbiTaHKE NPOBO

TMoanucaHo 1eKTPOHHOH MOAMHCLIO

JINTCS B COOTBETCTBHH C yTBep)KJleHHOﬁ 4acTOTOM MCTIbITAHUH.

Ctp.1m33



Nek d:apmaues'ruqecxaﬂ KomnaHwa A.A. KonTponk KayecTsa

BepoBLUKOB3, 57 BepoBLUKOBA, 57

Cn-1526 Niobnsana, CnoeeHWA Cn-1526 Niobnanxa, CnoseHna
Ten.: +386 (0)1 580 21 11 Ten.; +386 (0) 1 580 26 81
dake: + 386 (0) 1 568 3517 dakc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIM3A

NPOAYKT: 44041294 VOLTAREN (BOJIbTAPEH) 75 mg/3ml solution
for injection

HOMEP PV: 11 N011889/04

CTPAHA: PO

Cepus Ne: LR8126

HOMEP BAJIK: L.N8779/42018289

TIAPAMETPBI CIEIO®UKA PE3VJILTATDI

| TlocTOpOHHHE NpUMECH METOIOM ' He Gonee 0.2 % | <0.05%
BAKX: mobas HHI[HBHIWBJ'[!:HB?I 1 OTHOCHTEJILHO 3adgBJIEHHOTO i\
| TIpUMeCh | Konu4ecTBa nukodeHaxa HaTpud |
! l l!
\ _ \ e — - r . —— & "
| TlocTOpOHHME NPUMECH METOIOM | He Gonee 0.5% | <0.05%
| BOXX: cymma MHIMBHMIyaTbHBIX | OTHOCHTENILHO 3asBJIEHHOTO i
1 npumeceit | xonmidecTBa aukioenaka HaTpHi ’-
‘ .
| |
| Oupeenenie GaKTEpHATBHBIX T Menee 4.00 ED/Mr | <0.20 ED/mr
3HIO0TOKCHHOB ' }
:
e —— P e | - S S
| CTepHUNIBHOCTE | He obuapyXeHO 3HECTIOCOOHbBIX w, CoOTBeTCTBYET
| MMKpOOPTaHH3MOB 1
| |
| MexaHH1ecKkHe pxmouerms: >= 10 ‘I He Gonee 6 000/ am1l. \ 72 [amm.
| MKM HAAMIYTY S | ) N i
| MexaHHUECKHE BKIIOUSHHA >= 25 MKM '"He 6onee 600/ amrL. { 4 /amnm
| MexaHH1eCKHE prmoueHuA: BUIMMBIC ‘I daxTHIECKH CBOOOICH OT BHHMBIX K COOTBETCTBYET
|wacramnt " | noctopomuX HaCTHIL |

y HepyTuHHbm tecT. VicnpITaHHE NpOBOANTCA B COOTBETCTBHH C yTBepmneﬁnoﬁ 4acTOTOH MCTILITAHUH.
TloamucaHo 3NeKTPOHHOH MOJIMUCHIO Ctp.2wm33




Nex cbapmauea'ruuecxaﬂ KOMNaHwA A.4. KoxTpons kayecTsa
Beposiwukoea, 57 BeposLukosa, 57

Cn-1526 NMio6nana, CnoseHns Cn-1526 Niobnsana, CnoseHuna
Ten.: +386 (0)1 58021 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 35 17 dakc: + 386 (0) 1 568 45 81

CEPTUO®UKAT AHAJIN3A

NPOJYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: 1 N011889/04
CTPAHA: P®
Cepus Ne: LR8126
HOMEP BAJIK: LN8779/42018289
[ TAPAMETPBI [ CHELIIPUKAILL PE3YJIbTATHI B
isBriekaembifi 06beM ~ |30-35wm 3.3 wn
VenoBua XpaHeHHA: T1pu TemrepaType HE BBILIC 30°C, B 3alIMIICHHOM OT CBETA MECTE

OrpeuaeT TpeOOBaHHAM Cneundukalpy
TM: PP 3747920 009 R 03
Ilata 07.10.2021 KoHTpOIIb Ka4ecTBa

Gorazd Sorsak

* Hepy THHHBIH TECT. HcnpiTaHne TPOBOAMTCA B COOTBETCTBHH C yTBEPKAEHHOH 4aCTOTOM MCTILITAHHH.
IloanucaHo 371eKTPOHHO MOANHCHI0 Ctp.3m33




