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Cpok rognocru

VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML (X5) RU 1
75 mr/ 3 M

pacTBOp A/ BHYTPHUMBILIEYHOTO BBEACHUS

ammnyna

Samn. x 3 mn

44041294 Tun BeInycka: TeXHUYECKHI pesina
KN2398

27-02-2020 Hara Beinycka 29-05-2020
31-01-2022 Kouanuectso 48935 ym.

IIpouszroaurens Jlex ®apmacbloTHKAIC I.4. JInuensus: 800-19/2019-11
Beposuukosa, 57
1526 JToGnsHa,
CnoBenus
Inowanka, Jlex ®apmaceroTHKac a.1. JInuensus: 800-19/2019-11
OCYLUECTBJISIOIIAS BhINYCK Beposuikosa 57
H/m
1526 Jlro6nana
CrnogeHus
Crtpana umnoprep Perucrpaunonunoe yaocrosepenne
Poccuiickas @enepaums [INOI1889/04
Cocrag:
Ipoayxr DICLOFENAC (IUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kon 40002223 AktuHas dapmauesruyeckas cyberanuus Cepus:  B538479
IIpoussoanTens Hosaptuc ®APMA Illreiin AT
[Iadxayzepmrpacce
4332 llreitn
[Beiiuapus
Cepnst npoussogurenss  C021 |

Crp: 1/3

* B naHHOM JAOKYMEHTE IMOCTABJICHA 3/IEKTPOHHAA [M0ANUCL B COOTBETCTBHH CO CTAHAApTOM Canpoz

Digitally signed by Kuyani

Kuyantse
va :
Natalya

itseva

Date: 2020.06.18 22:27:09
+0300'



SANDOZ BhinyuieH:

a Novartis Division Nek apMauesTUYeCcKas KoMnaHus A.4.
Bepogewkosa, 57

1526 JiobnaHa, Cnosexns

Ten.: +386 1 5802111

dakc; + 386 1 5683517

www.lek.si

Ccbinka: 2905201604 NULeH3us Ha NPOU3BOACTBO!

800-19/2019-11

CEPTU®HUKAT COOTBETCTBHUS

Ipoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe nanmenosanne: VOLTAREN (BOJIBTAPEH) LIAM 75MG/3ML (X5) RU_I
Koa: 44041294 Buytpennss cepust npoussoautens: KN2398
Mpoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kona 42018289 Gank
O6mee kou-so BAJIK: 247371 yn. Cepusi : KH8802
IpousBoauTE L Jlek dapmacblOTHKANC A.1. JIuuensusi: 800-19/2019-11
Beporumkosa, 57
1526 JlroOnsHa,
CnoeeHus

3akioueHne:

HacTos s NoATBEPK1aCM A0CTOBEPHOCTE H TOYHOCTL BLIIICYKazanHoii nudopmaumu. [lannas cepus npenapara Obina npou3BeIeHa,
YIIAKOBAHA M WCMBITAHA HA KAYECTBO HA BHIUIEYKA3AHHOM/BIX 3aBOJE/ax B MONHOM COOTBETCTBHM ¢ tpeGoBanuamu «GMP»
rOCYAapCTBEHHBIX OPraHOB PEerHCTPALIAK M CrieUH(UKAIMAMH, YKa3aHHBIMU B Pa3pelUCHHH Ha TIPOIAKY JIEKAPCTBCHHBIN CPEACTS,
BRIIAHHOM B cTpaie uMropTepa. JlaHubie 06 H3TOTOBJICHHH, YIIAKOBKE W @HANH3aX cepuu OblIN MPOBEPEHBI M TIOATEEPKICHO HX
€o0TBETCTBHE YenoBuaM «GMPy.

KomMeHTapuu:

B npouecce NpoM3BO/ICTBA W YIAKOBKH MPO/AYKTa He ObII0 3a()MKCHPOBAHO KAKMX-THO0 OTKIOHEHHH, KOTOPhIE MOTTTH Gbl BAHATH HA
BBITYCK [IPOAYKTA.

MARS Homep: 719045

Jlosuporka, ykasannas B naniom CoA / CoC. 10/mkHa MHTCPIIPETHPORATRCA Kak: 25 MT/MI1,

[1poayKT MpoaHaNM3HPOBAH, IPOMAPKHPOBAH M yNakoBaH B cootseTcTBHH ¢ HI: T NO11889/04-1 10316 Ham. 1-2.%** Cneayrommue
YIIAKOBOUHBIE MATEPHANEI OBUTH HCIIO/b30BaHbBI: MapKkUpoBKa: 46177485 RU: HHCTpyKImA: 46263442 RU; xopobka: 46179714
RU.*** MAPKHUPOBKA Ha 3THKeTke aMy ibl Ha pycCKOM SI3bIKE YKa3aHO! IOTOTHI KOMIAHHH (Ha JIATHHHIIE), TOProBoe
HAWMEHOBAHMUE TIPETIAPATA C NPe/ly NPENTENLHOMH MapknpoBKoil ®, nexapcrsentan dopma, MHH, n103uposka, conepaanue
AeifcTByromero gelectsa B 1 aMnyne (3 M), AaTa OKOHYAHHA CPOKA MOIHOCTH, HOMEP CEPHH. 1aTa TIPOH3BO/CTEA, BHYTPEHHHE
YIIAKOBOYHEIE KO/l KOMNaHHH. KOMbIO KOAMPOBAHMS 3€/1€HOTO LIBETA Ha amiysie. Ha kapTOHHOH nayKke HA PyCCKOM A3BIKE YKA3AHO!
TOProBOE HAMMEHOBAHHE TIPETIApaTa ¢ Npeype/nTebHOi MapkupoRKoil B, HOMEp PerucTPalHOHHOTO Y10CTOBEPEHHS, MHH,
cofieprKkanie AelicTBYIOUIEro Bemectsa B 1 aMmyne (3 M), 10roTun KOMIAHKK (Ha NaTHHMIIE), HA3BAHKE W aapec (CTpaHa)
KOMITAHHH-R/IAJIE/bIA PEFHCTPAIIHOHHOTO YI0CTOBEPEHH S, HA3BAHHE H a/PEC (TOPOL, CTPaH) KOMIAHHH-TIPOH3BOMTE A, COCTAB Ha
1 ammysy (3 ma), «HecTepouaHbIi IPOTHBOBOCTIANHTE LB TPEnapaTy, NekapcTeenHas GopMa 1 103HPOBKa, KOMMHECTBO aMITyTl B
KapTOHHOH TIauKe, YCJA0BHs XpaHeHHs, «XPaHUTh B HEJOCTYIHOM /T JAeTei MecTe», «[ToapoGHble yKa3aHHsA 110 MPUMEHEHHIO
NIPHBE/IEHbL B [IPHIIOKEHHOH HHCTPYKIMKY, « BBOJNTE BHYTPUMBILIEYHO, «OTKpbIBATE 3/€CLY, YCIOBHA OTIYCKA, HOMEP CEPHH,
J1aTa M3TOTOBIEHHA, aTa OKOHYAHHA CPOKA TOQHOCTH, WTPUX-Ko/, Ha kapToHHOH navke BHYTPEHHHE YNAKOBOUHBIC KOJIbI
KOMIIAHHH H KOHTPOJIH NepBOro BCKphiTHa. ***YIJAKOBKA no 3 mn B GecuseTHbIC aMmy Tbl U3 cTek1a THOA | B COOTBETCTRUH C
EBp.®. ¢ Toukoit Ha/oMa WK KonbLoM H3zoMa, T1o 5 amryn BMecTe ¢ MHCTPYKIMEH 110 NPHMEHEHHIO B KAPTOHHOH avke ¢
KOHTPO/IEM MEPBUYHOTO BCKPBITHA, HMCIOLLCH KAPTOHHYIO BKIEHKY ¢ AueiKaMu and amnyn. *** XPAHEHWE Ilpu remnepatype ne
soie 30°C, B 3aIIMIIEHHOM OT CBETA MECTE.

Crp: 2/3 * B 1aHHOM JOKyMEHTE NOCTaBJIeHa SeKTPOHHAS NOANHCH B COOTBETCTBHH €O cTaHxapToM Canuos




SANDOZ BoinywieH:

a Novartis Division Nek thapmaueBTH4ecKan KoMnaHua 4.4,
Bepoewekosa, 57

1526 NMiobnaHa, CnoseHus

Ten.: +386 1 5802111

dakc: + 386 1 5683517

www lek,si

Ceeinka: 2905201604 NWLEH3WA Ha NPOM3BOACTBO:

800-19/2019-11

CEPTH®HUKAT COOTBETCTBHUSA

Ipoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe naumenosanue: VOLTAREN (BOJIbTAPEH) LIAM 75SMG/3ML (X5) RU |
Kox: 44041294 Buyrpenuss cepust npoussoautensi: KN2398

Brinyck cepun / Ceprudmkar cozgan Anita Skof, ynosHomoueHHoe JH110
Boeinyck cepuu / Jlata ceptudmkara / Bpemsa  29.05.2020 / 14:03:48
Mara co3nanus ceprudukara / Bpems 29.05.2020/ 14:04:45

Crp: 3/3 *B naHHOM I0KyMeHTe MocTaB/IeHa 3eKTPOHHaA NOANHCH B COOTBETCTBHH co cTaHaapToM CaHmo3




Ilek chapmauesTudeckan koMnanus 4.4.
Beposwkosa, 57

Cn-1526 NMwbnsaxa, CnoeeHus

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

®dake: + 386 (0) 1 568 35 17

CEPTUOUKAT AHAJIM3A

KoHTponk kavecTsa
Beposwkosa, 57

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

INPOAVYKT: 44041294 VOLTAREN (BOJIbTAPEH) 75 mg/3ml solution
for injection
HOMEP PV: ITN 011889/04
CTPAHA.: P
BuyTtpennsisi cepus KN2398
IIPOH3BOAHTE/IA:
HOMEP BAJIK: KH8802/42018289
| TAPAMETPEI | TEXYCJIOBUSA | PE3YJIBTATHI |
Onucanue conepkumoro Ot 6ecLBETHOTO 10 CBETNO-KENTOTO CooteercTryer
aMITYJIbL: LIBET HBETa pacTsop Ty ek
OnucaHue ynakoBKu: ammyJsa 3 M1 U3 GeCLBETHOTO CTeKIa, ¢ CooTBeTCTBYET
KOMBUOM KOAHPOBAHHS 3€/1eHOTO 1IBETa U
CHHe# TouKoii Hannoma
OnucaHHe COepKHMOro Ipospaunsiii pacteop CooteeTcTByer
aMIyJel: MPO3pavyHOCTh
OnTHyeckas nMIOTHOCTD OnTtuyeckas NIOTHOCTB Mpenapata npu 0.00
420 HM nosmkHa BeITE He Gonee 0.05
pH _ 7.8-9.0 8.1
IMonnuunocts Metoaom TCX: CooTBeTcTBHE PacTEOPY CpaBHEHH CootBeTcTBYET
Huknodenak Hatpus
[MoanuHHoCTE MeTOnOM CooTeeTcTBHE pacTROpY CpaBHEHHS CootsercTByeT
BOXX: Huknodenax Hatpus ) L ] e
[Moanunuocts metomom TCX  CooTBeTcTBHe pPacTBOpY CpaBHEHHUs CooTeercTBYET
Bensunoserii cniupt
Konuuectrennoe onpenenenne  95.0 — 105.0% 98.9 %

MeToaom BOXKX:

Kosnnuectsennoe onpenenehue

meTtoaom BIXKX:

KonuuecTrenuoe onpeneseHue

AHTHOKCHIAHTA METO10M
THTPOBaHHA:

[MocTopoHHKe npumMecH, ro
meTony BOXKX: Gensansnernn

IMocTopontue npumecn

metonoM BOXKX: GP45828

Anknodenak Hatpus 75 mr/3 mn (95.0 -
105.0%)

108.0 — 132.0 Mr/ 3 mn

GeH3usI0BLIit ciupT (B 3 M)

1.6 —2.4 Mr/ 3 mn

HaTpust THCYnbGUT (B 3 M)

He Gonee 10 Mxr/mn

He 6onee 1.5%
OTHOCHTEJIEHO 3aABJICHHOIO KOJIHYECTRA
OUKNO(eHaKa HATPHS

120.5  wmr/3 ma

2.0 wmr/3 mn
2 M‘K]“/MJ'J
0.61 %

* Hepyrunuprii rect. VcnbITaHie NpOBOIUTCA B COOTRETCTEHN ¢ YTBEPKAEHHOH YaCTOTOH HCMBITAHMIA,
[Toanucako snekTpoHHO# MoamUco

Crp. 1uz 2



Nek hapmauesTuyeckas KoMNaHws a.4. KoHTpone kavecrsa

Beposuwkosa, 57 Beposwekosa, 57

Cn-1526 NwbnsaHa, CnoeeHws Cn-1526 Nwbnaxa, Cnosexus
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 AHAJIU3A

INPOJIAVYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: ITN 011889/04
CTPAHA: POD
Buyrpenusisi cepus KN2398
IIPOH3BOJAHTE/INA:
HOMEP BAJIK: KHS8802/42018289
| TAPAMETPBI | TEXYCJIOBUSI | PE3VJIbTATBI
[TocToponnme npumecH MeTogoM He Gonee 0.2 % <0.05%
B2XKX: mobas HHAWBHIYallbHas OTHOCHTEJIBHO 3aABJIEHHOIO
MpHMech | KOJIHYeCTBa AHKIo(eHaka HaTpHs
TTocTopoHHKE NpUMeECH METOIOM He Gonee 0.5 % <0.05%
B2YKX: cymma nHaueuayansHeix OTHOCHTENLHO 3asBIEHHOTO
npuMeceii KONTMY€eCTBa NUKNO(EHAKA HATPHS
Onpenenenne GakTepHaIbHBIX He 6onee 4.00 E3/mr <0.20 EQ/mr
3HI0TOKCHHOB
CTepHIbHOCTB He oGHapyikeHO »H3HECTIOCOOHLIX CooTBeTcTBYET
- MHKPOOPraHH3MOB
- MeXaHH4ecKHe BKIIOUEHUs: >= 10 He 6onee 6 000/ amn, 109 /amm,
MKM Ha aMmmyny
Mexannyeckue Brouenns >= 25 MmkM  He Gonee 600/ ammn. | 9  Jamn.
Ha ammyJy _ |
Mexanuueckue Bkaouenus: Buaumble  DaKTHYECKM CBOOOAEH OT BHIMMBIX CooTeeTcTBYET
YaCTHLIBI MOCTOPOHHMX YaCTHL]
Hzpnekaemslii 06beM 3.0-3.5mn 33 wmn
Ycnoeust xpaneHus: ITPY TEMIIEPATYPE HE BBILE 30°C, B 3alIHILEHHOM OT CBETa MECTe

Otsevaet Tpebopanuam Creurpuranmn
TM: PP 3747920 009 R 02
Hara 26.03.2020 Kontposib kauecTsa

Gorazd Sorsak

* HepyTuHHBIH TecT. McnbiTaHne NpoBOANTCA B COOTBETCTBHM ¢ YTBEPKAECHHOH 4aCTOTOH UCMBITAHHI.
IMoanucano 31eKTpoHHOI NOANKCHIO Crp. 213 2




