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SANDOZ BoinyueH:

a Novartis Division Nek hapmaLeBTUHeCKan KOMNaHusa 4.4.
BeposLlukosa, 57
1526 Niwbnaxa, CnoseHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www, lek.si

Cebinka: 3004201547 JIMLIEH3URA Ha NPOMIBOACTBO:

800-19/2019-11

CEPTU®UKAT COOTBETCTBUSA

Mpoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toproeoe naumenosaune: VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML (X5)RU_1
Koa: 44041294 Buytpenusisi cepust npoussoautens: KK35892
Ipoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 Hasnk
O6mee kos-80 BAJIK: 249107 ym. Cepusi :  KD7047
IIponsBoauTeib Jlex dapmacberoTHKamC A.1. Jlunensusn: 800-19/2019-11
Beposuikoga, 57
1526 Jlwobnsina,
CrnoBeHus

3akawuenne:

HacTos LM NOATBEPAKIAEM 10CTOREPHOCTE H TOYHOCTB BhileykasaHHOH nudopmauny. [lannas cepus npenapara OblL1a npou3eeIena,
YMaKOBAHA M MCMBITAHA HA KA4eCTBO HA BBINCYKA3AHHOM/BIX 3aBOJE/aX B TIOJHOM COOTBETCTBHH C TpetoBanuamMu « GMP»
rocy/apcTBEHHBIX OPraH0B PerHeTPAIiH H CNeUH(GHKALHAMY, YKA3AHHLIMU B PA3PELICHHN HA NPOAAKY JCKAPCTBCHHBIN CPEACTH,
BBIIAHHOM B CTpaHe umnoptepa. JlaHubie 00 M3TOTOBJICHHH, YIIAKOBKE W aHATH3aX CepUH OBITH MPOBEPCHBI H MOATBEPKICHO HX
cooTBeTcTBHE YCIO0BUAM «GMPy.

KomMmeHTapuu.

B npotiecce MPOU3IBOACTBA M YNAKOBKH MPOIYKTa He GbUIO 3apUKCHPOBAHO KAaKMX-THOO OTKIOHEHHH, KOTOpPbIE MOTJIH
OBI BAUATE HA BBIMTYCK MPOYKTA.

MARS Homep: 719045

Jlekapcteednas (opma, ykasanuas B JanHom CoA / CoC, noizkHa WHTEPMPETHPOBATBCA KAK: pacTBop A
BHYTPHMBILLEYHOIO BRBEJIEHHUA.

TpoyKT NpoaHau3upoBaH, NMPOMAPKUPOBaH 1 ynakosaH B cooTeTcTun ¢ HIT: TTNO11889/04-110316 H3m. 1-27%*%
CrieayroLIMe yNakoBOUHbIE MaTepHaNBl OblTH HCTIONB30RAHBI: MAPKHPOBKa: 46177485 RU; uneTpyKuma: 46231768 RU;
kopotka: 46179714 RU . *** MAPKHPOBKA Ha 3THKkeTKe aMIy/ibl HA PyCCKOM A3BIKE YKa3aHO: TOFOTUIN KOMNAHHH (Ha
JIaTHHHULE), TOPrOBOE HAMMEHOBAHKUE NPeNaparTa ¢ NpeaynpeanTeibHoi MapknpoBkoil ®, nekapcTBeHHasn ¢dopma, MHH,
IO3MPOBKA, COAepKaHue AefCTBYOLIEro BeecTBa B 1 amnysne (3 MJ1), AaTa OKOHYaHH: CPOKA FOJIHOCTH, HOMEP CepHH,
JlaTa NPOW3BOLCTBA, BHYTPEHHHE YTIAKOBOUYHBIE KO KOMNaHHH. KOJIbLO KOIHPOBAHHSA 3E/ICHOTO LIBETA HA aMITy/Ic. Ha
KAPTOHHOI MavKe Ha PYCCKOM A3bIKe YKa3aHO: TOProBOe HAHMEHOBAaHHE Npenapara ¢ NpeynpeauTenbHoi MapKHPOBKOH
®, HOMep perucTpauHoHHoro yaocroepenis, MHH, conepikanne neficTryiouero Beluectsa B 1 ammyne (3 mn), noroTun
KOMMAHUM (Ha NaTHHMIE), HA3BaHHE W aipec (CTpaHa) KOMNAaHWH-BIIAJeNbla PEerMcTPaUMOHHOIO YIOCTOBEPEHHA,
HazBaHMe W ampec (ropol, CTpaHa) KOMMAaHWH-TpOM3BOAWTENs, cocTaB Ha 1 amnyny (3 wmi), «Hectepontubii
MPOTHBOBOCTIATHTENbHBII Mpenapar», JeKapeTBeHHas GopMa U I03MPOBKA, KONHYECTBO AMITy/l B KapTOHHOH nauxe,
YC/IOBHSA XpaHeHHs, « XpaHWTb B HEIOCTYTHOM [UA aeTeit MecTen, «[loapoGHbie ykasaHus 1o NpHMEHEHHIO NPHBEICHE
B NPHIIOKEHHON WHCTPYKUHI, «BBOAHTE BHYTpUMBILIEYHO», «OTKpLIBATE 31€Ch», YCJIOBHA OTNYCKA, HOMEP CEPHH,
[aTa M3rOTOBMEHMA, 1aTa OKOHYAHMA CPOKA FOAHOCTH, wWTpuX-koa. Ha kapToHHO# navke BHYTpeHHHe yrNaKOBOYHbBIE
KOl KOMITAHHH H KOHTPO/b NIEPBOrO BCKpbITHS. ***YITAKOBKA 1o 3 ma B GecueTHble ammyJ/ibl W3 cTekna THna 1 B
coorsercTin ¢ EBp.d. ¢ TOUKOI HaanoMa MIH KOJIBLOM u3noma. [To 5 amryn BMecTe ¢ HHCTPYKUMEH N0 MPUMEHEHHIO
B KAPTOHHOI Mauke ¢ KOHTPOJIEM MEPBHYHOTO BCKPBITHA, MMEIOLLEll KAPTOHHYKO BKIEHKY ¢ AueiikaMy And ammyn.***

Crp: 2/3 * B JaHHOM JOKYMEHTE [0CTAB/ICHA 3/1eKTPOHHAS MOANMKCH B COOTBETCTBHH cO cTaHaapToM Canzos




SANDOZ BhinyuieH:

a Novartis Division Nek chapmaueBTUYeCKasa KOMNaKWa a.a.

Beposwekosa, 57
1526 NiobnsaHa, Cnosexus
Ten.: +386 1 5802111
®akc; + 386 1 5683517
www, lek. si

Ceoeinka: 3004201547 TIMUEHINA HA NPOMIBO/ACTBO!
800-19/2019-11

CEPTH®HKAT COOTBETCTBUS

Mpoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
Toprosoe nanmenosanne: VOLTAREN (BOJIBTAPEH) LIAM 75MG/3ML (X5) RU 1
Kon: 44041294 Buyrpeuuss cepusi npouzBoaurens; KK5892

XPAHEHME Tlpu temnepatype He Bbilue 30°C, B 3aLIMiLeHHOM OT cBeTa MecTe.*** [leppoHauansHas aarta pennsa:
09.04.2020. Hosas Bepcus cepTidrkara cooTBeTeTBHs Bhimyllena 30.04.2020 ¢ nosoi naToil penusa B cBA3M ¢
OGHOBIEHHEM KOMMEHTApHS.

Beinyck cepun / Ceprudukar cozuan Jasna Kocevar Nared, ynoiHoMO4YeHHOE JIMLIO
Brinyck cepun / Jlata ceprudukata / Bpemss  30.04.2020 / 13:47:42
Hara cozanus ceprudukara / Bpems 30.04.2020 / 13:47:52

Crp: 3/3 *B naHHOM IOKYMEHTE NocTaB/ieHa 3eKTPOHHasA TOMHCh B COOTBETCTEHH O cTaHaapTom CaHno3



Nek chapmauesTUYeckan KomnaHua 4.4.
Beposwkosa, 57

Cn-1526 NiwbnaHa, CnoseHua

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

dakc: + 386 (0) 1568 3517

CEPTUDOUKAT AHAJIM3A

KoHTponb KavecTea
BeposLukosa, 57

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

INPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PYV: TN 011889/04
CTPAHA: PD
BuyTpennsis cepust KK5892
MPOU3BOIHTEISA
HOMEP BAJIK: KD7047/42018289
| MAPAMETPHI | TEXYCJIOBUS | PE3VJIBTATBI ]
Onucanye CoAepKUMOro OT GECLIBETHOIO /10 CBETIIO-/KENTOTO CoorTeeTcTBYET
aMIyJIbl: 1BET LBeTa pacTBOp
 OnucaHue YNaKoBKH: aMmyna 3 MJ1 W3 GecliBeTHOTO CTEKNa, ¢ CoOTBETCTBYET
KOJBLIOM KOJHPOBAHHA 3€/IEHOTO LBETA H
cHHel TOUKOI Hamnoma
OmnucaHue coaep:KHUMOro TTpo3pauHblid pacTBOp CooTBeTcTBYET
aMMyJ el MpO3paiHoCTE e s S
OnTHYeckas MIOTHOCT OnTH4ecKkas NIOTHOCTL IPernapara rnpu 0.00
420 um gomkHa OeITe He Gonee 0.05
pH B 7.8-9.0 8.0
[MoanuunocTs MetonoM TCX: CoOTBETCTBHE PACTBOPY CPaBHEHHUS CooTBETCTBYET
Iuknodenak Hatpus
[oAIMHHOCTL METOIOM CoOTBETCTBHE PACTBOPY CPABHEHHS CooreercTRyeT
B2XKX: Juknogenax Hatpus
[Moanuunocts MeTonom TCX CoOTBETCTBHME PACTBOPY CPABHEHHA CooTBeTcTBYeT
BeH3unoBklit cnupT
KomuuecteeHHoe onpenenenne  95.0 - 105.0% 984 %
meTonom BIKX: nuknoderak Hatpus 75 Mr/3 ma (95.0 —
_ 105.0%) - R i
KonuuectrenHoe onpenenenne  108.0 — 132.0 mMr/ 3 mn 118.7 mMr/3 mn

meTonom BOXKX:
KonuuecTBeHHoe onpeneneHie
AHTHOKCHIAHTa METOJIOM
THTPOBAHUA:

' TTocTOpOHHHE TPHMECH, 110
metomy BOXX: Genzansierni
[TocTopoHHHKE NPUMECH
metonom BOXKX: GP45828

OeH3unoBbIH CHPT (B 3 M)
1.6 —2.4mr/ 3 mn
HaTpus AucynehuT (B 3 M)

He 6onee 10 Mkr/Mn

He Gonee 1.5%
OTHOCHTEINBHO 3aABEHHOTO KOJIH4ECTRA
IMKNO(eHaKa HaTpus

2.2 wmr/3wmn

(28]

MKT/MII

0.63 %

* HepyTHHHBII TecT. HcnbiTanue NpoBOANTCA B COOTBETCTBHH C VTBEPIKICHHON YaCTOTOH HCTBITAHMI.
[MoanucaHo 71EKTPOHHOI NOANHCHIO

Crp. 1u3 2



JNek hapmaueBTU4ECKan KOMNaKKs A.1. KoHTpons kayecTea

Beposwkosa, 57 Beposwkosa, 57

Cn-1526 NwbnaHa, Cnosexus Cn-1526 NMobnsaHa, CnoseHnsa
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 3517 dakc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIM3A

IMPOAVKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: II N 011889/04
CTPAHA: P
BuyTpennsis cepus KK5892
MPOU3BOAHTEIS:
HOMEP BAJIK: KD7047/42018289
| HIAPAMETPBI | TEXYCJIOBUSI | PE3VJIBTATBI
[TocTopoHHHE MpHMECH METOAOM He 6onee 0.2 % <0.05%
B2XKX: mobas nHaMBHayaIbHAsA OTHOCHTE/IbHO 3afAB/IEHHOIO
npHMech KonuuecTsa AukiodeHaka HaTPHA
[TocTopoHHHE NMPUMECH METOAOM He Gonee 0.5 % <0.05%
B2KX: cymMMa HHAMBHUAYATLHBIX OTHOCHMTE/ILHO 3a5BJIEHHOIO
npumecefi KOJTHYECTBA AUKIO(EeHAKA HATPHA
- Ornpenenenne DaKTepHAIBHBIX He donee 4.00 E3/mr ~ <0.20 E3/mr
IHIOTOKCHHOB
CTepHIBHOCTS He oGHapykeHO ®H3HECTIOCOOHBIX CooTBeTcTBYET
MHKPOOPTaHU3MOB
Mexanuveckre BKmoueHua: >= 10 He Gonee 6 000/ amm. 211  /amn.
MKM Ha ammyny
Mexanuueckue Bkmouenus >= 25 mxkm  He Gonee 600/ amn. 14 Jamm.
Ha amnyJny
MexaHuveckue BrIOUeHns: Buaumblie  @akTuyeckd cBoS0MIEH OT BUAWMBIX CooTBeTCTBYET
YacTHLBI NOCTOPOHHHMX YaCTHLL
H3Bnexaemblii 06bem 3.0-3.5mn 3.3 wmn
YcnoBus xpaHeHUs: ITPU TEMITEPATYPE HE BbILLE 30°C, B 3auHIMeHHOM OT CBETA MECTE
Oteeuaet TpeGoranuam Creundukannu
TM: PP 3747920 009 R 02
Mata 10.12.2019 Konrpone kauectsa

Gorazd Sorsak

* HepyTuHuslil TecT. McnuiTanie NpOBOANTCS B COOTBETCTBUH C YTBEPIKAEHHOMH YacTOTOlH HCMBITAHHIA.
[ToanucaHo 2NeKTPOHHON MOAMUCEHIO Crp. 213 2



