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JIMueH3ust Ha NPon3BOACTBO:
800-12/2021-9

CEPTUOUKAT COOTBETCTBUA

IMpoaykr

Toprosoe HauMeHOBaHUe
Jo3upoBka
JlexkapcTBeHHas (popma:
YnakoBka

O0bem ynakoBKH

Kon

Cepus Canpgos

Jdara npousBoacrsa
Cpox romHocTu

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

75 mr/ 3 M

pacTBOp AJIsi BHYTPUMBIIIEYHOTO BBEJICHUS

amITyJa

5 ami. x 3 ma
44041294
LT6050
03.11.2021
31.10.2023

Tun Beinmycka: cepTudukaius cepuu

Jdara Bpimycka 21.12.2021
KoaunuvectBo 47040 ym.

IIpousBoauTenn Jlexk @apmMachbrOTUKAIC A.]1. JIunen3us: 800-12/2021-9
Beposuikosa, 57
1526 JIioOnsHa,
CnoBeHnus
Ilnomanaka, Jlex dapmachlOTHKAIC 1.1 JInnensus: 800-12/2021-9
OCYIIEeCTBJISIIOLIAS BbINYCK Beposmikosa 57
H/TI
1526 JIro6nsiHa
CnoBenus
Crpana umnoprep PerncrpanuonHoe ya1ocTroBepeHue
Poccuiickas ®enepanus ITNO011889/04
Cocras:
IIpoaykr DICLOFENAC (AUKJIO®EHAK) SOD DS03 S NOVA PW UD GE
TX
Kona 40002223 AxruBHas apmanesTudeckas cyocranius Cepusi: B6222684
IIpousBoauTenb Hosaptuc ®APMA Ilteitn AT’
[TadxayzepmTpacce
4332 IllTetin
[IBelinapus
Cepus npousBogurenass  C0222

Crp: 1/3

* B naHHOM JOKYMCHTC ITOCTABJICHA DJICKTPOHHAA MMOAIMNCHh B COOTBETCTBUU CO CTAHIAAPTOM Canno3




SANDOZ Bhinymen:

a Novartis Division Jlek chbapmavneBTUYECKas KOMNaHWs A.4.
BeposLukoBa, 57
1526 NiobnsiHa, CnoeeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccbinka: 2112211450 JnueHsus Ha NPOU3BOACTBO:

800-12/2021-9

CEPTUOUKAT COOTBETCTBUA

IMpoaykTr VOLTAREN (BOJIbTAPEH) 75SMG/3ML 5 LIAM RU TX
ToproBoe naumenoBanne: VOLTAREN (BOJIbTAPEH)
Kon: 44041294 Cepus Canpgo3: LT6050
Cocras:
Ipoaykr VOLTAREN (BOJIbTAPEH) LIAM 75MG/3ML SI03 EU
Kon 42018289 Oank
Oo6mee xo1-Bo BAJIK: 237775 yn. Cepusi: LS2916
IpousBoauTenb Jlex papmachroTukaic .. JIunensus: 800-12/2021-9
Beposmikosa, 57
1526 JIroOnsHa,
CroBenuns
3akJjouenne:

HacrosimyM noareepskiaeM JOCTOBEPHOCTh M TOYHOCTD BbIlIeyKa3aHHON nH(opManuu. [laHHas cepus npenapara Obliia IPOM3BeJIeHa,
yIakoBaHa M HCIIBITAaHA Ha Ka4yeCTBO Ha BBIIICYKAa3aHHOM/BIX 3aBOJe/aX B IIOJHOM COOTBETCTBHH ¢ TpeOGoBaHusAMH «GMP»
rOCy/apCTBEHHBIX OPTaHOB PETUCTPAIMU U B COTBETCTBMM C PETUCTPAIMOHHbIM yIOCTOBEPEHHEM, BBIIAHHOM B CTpaHE MMIIOpPTEpA.
JlanHbIe 00 U3rOTOBIEHNH, YITAKOBKE M aHAIN3aX CEPUH ObIIN MPOBEPEHBI U MOJTBEPKAEHO UX COOTBETCTBUE yCIoBUIM «GMP».

KommeHnTapuu:

B npouecce Npou3BoACTBa M YIIAKOBKH IPOAYKTa HE ObUIO 3a()MKCHPOBAHO KAaKMX-JINOO OTKJIOHEHHH, KOTOPBIE MOTJIN Obl BIUATH HA
GMP cooTBeTCTBHE W/WIN HA COOTBETCTBHE PETUCTPALHIOHHOMY YAOCTOBEPEHHIO.

MARS nomep: 719045

JlozupoBka, ykazanHas B tanHOM CoA / CoC, 1oyKHa HHTEPIPETHPOBATHCS KakK: 25 MI/MIL.

AxTuBHas apmarieBTHIecKas cyocTaHnus: JIukiodeHak HaTpust

IMpoxyxT npoaHann3upoBaH, NIPOMapKUpPOBaH 1 yrakoBaH B coorBercTBuy ¢ HJ[: TI N011889/04-110316 M3m. 1-4.***

Crenyromue ymakoBOYHbIE MaTepUaibl ObUTH UCIIONB30BaHbL: MapkupoBKa: 46177485 RU; unctpykuust: 46286633 RU; xopoOka:
46251896 RU.***

Crp: 2/3 * B 1aHHOM JOKYMEHTE ITOCTAaBJICHA DJIEKTPOHHAS IMOATHNCH B COOTBETCTBUU cO cTaHaapToMm Canmo3




SANDOZ Bhinymen:

a Novartis Division Jlek chbapmavneBTUYECKas KOMNaHWs A.4.
BeposLukoBa, 57
1526 NiobnsiHa, CnoeeHus
Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccbinka: 2112211450 JnueHsus Ha NPOU3BOACTBO:

800-12/2021-9

CEPTUOUKAT COOTBETCTBUA

[Ipoaykr VOLTAREN (BOJIbTAPEH) 75MG/3ML 5 LIAM RU TX
ToproBoe naumenoBanne: VOLTAREN (BOJIbTAPEH)
Kon: 44041294 Cepus Canpgo3: LT6050

MAPKHWPOBKA Ha sTHkeTke aMITyJIbl Ha PyCCKOM SI3bIKE YKa3aHO: JIOTOTHI KOMITAHUH (Ha JIATHHHIIE), TOPrOBOE HAHMEHOBAaHHE
Ipemnapara ¢ npeaynpeanTeabHoi MapkupoBKoi ®, nekapcTBeHHas popma, MHH, no3upoBka, conepxanue AeHCTBYIOIETO
BermlecTBa B 1 ammyne (3 mi1), 1aTa OKOHYAHHS CpOKa TOAHOCTH, HOMEP CEpUH, JaTa MPOU3BOACTBA. [lomyckaeTcss Halnu4ue
BHYTPEHHHX yNaKOBOYHBIX KOJOB KoMnaHuH. Konbllo KogupoBaHus 3eNeH0ro 1[BeTa Ha amiyie. Ha kapToHHO# nmadke Ha pyccKoM
SI3bIKE YKA3aHO: TOProBOE€ HAMMEHOBAHHUE TpeTnapara ¢ NpeaynpeauTeIbHON MapKUPOBKOH ®, HOMep perucTpanuoHHOTO
ynocrosepenus, MHH, conepixanue neiicTByromero BemecTsa B 1 amiryie (3 Mir), JIOTOTHI KOMITaHUH (Ha JIATHHHIIE), HA3BaHHUE
azipec (cTpaHa) KOMITAaHUH-BIIA eIIbIla PETUCTPAIOHHOTO yIOCTOBEPEHMs, Ha3BaHHE U afpec (TopoJi, CTpaHa) KOMIIaHUH-
NIPOM3BOUTENS, cocTaB Ha 1 ammyiry (3 mun), «HecTeporaHbIil IPOTHBOBOCTIAITEIIBHEIN MTPENapaTy, JeKapcTBEeHHast (hopMa n
JI03MPOBKa, KOJIMYECTBO aMITyJI B KAPTOHHOH IaduKe, YCIOBUS XpaHEHHs, « XpaHUTh B HEJJOCTYITHOM I AeTeil Mectey, «[logpoOHble
yKa3aHUs 10 MPUMEHEHHIO IIPHBEICHEI B IPHIIOKEHHOH HHCTPYKIMN», « BBOAUTE BHY TPUMBINIEYHO», «OTKPHIBATh 314€CHY», YCIOBUS
OTITyCKa, HOMEp CEpHH, JlaTa N3rOTOBJIEHHMS, JaTa OKOHYAHHS CPOKa FOAHOCTH, INTPUX-KoJ. Ha kapToHHOI mauke BHyTpEHHHE
YIAKOBOYHBIE KOJIbI KOMIIAaHUH U KOHTPOJIb EPBOTrO BCKPbITHA (nepdopanus). JJONoIHUTENbHO MOTYT ObITh HAHECEHBI CPENCTBA
uAeHTH(GUKAIUY AT MOHUTOPUHTA ABMKCHUSI JTEKApPCTBEHHBIX IPEMapaToB AT MEAUIIMHCKOTO IPHUMEHEHHUS OT IPOU3BOAUTENS 10
koHeuyHoro norpedurens. ***YITAKOBKA mo 3 mu B 6ecuBeTHbIe aMIyIibl U3 cTekia Tuma [ B coorBercTBruu ¢ EBp.d. ¢ Toukoit
HajuioMa. [lo 5 amImys1 BMecTe ¢ HHCTPYKIHEH 10 IPUMEHEHHUIO B KAPTOHHOI MayKe ¢ KOHTPOJIEM MEPBHYHOTO BCKPHITHS, IMEIOLIEH
KapTOHHYIO BKJICHKY C sTdeKaMu JUIs aMIry 1. ***

XPAHEHHUE Ilpu temneparype He Boime 30°C, B 3alUIIECHHOM OT CBETa MECTE.

Brimtyck cepun / Ceptudukar coznan Petra Kvas, ynoJiHOMOYE€HHOE JIUIIO
Brimyck cepuu / [lata ceprudukara / Bpemss  21.12.2021/ 13:45:40
Hara co3ganus ceprudukara / Bpems 21.12.2021/13:50:18

Crp: 3/3 *B maHHOM JOKYMEHTE ITOCTaBJICHA dIIEKTPOHHAS IOIIKCH B COOTBETCTBHHU CO cTaHAapTOoM CaHo3



Jlex papmaLneBTUYECKas KOMNaHWA A.4. KoHTponb kavecTBa

BeposLukoBa, 57 BeposLukoBa, 57

Cn-1526 MobnsaHa, CnoBeHns Cn-1526 JliobnsHa, CrnoBeHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 35 17 dakc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIM3A

HPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: I1 N011889/04
CTPAHA: P®
Cepus Ne: LT6050
HOMEP BAJIK: L.S2916/42018289
| IAPAMETPBI | CHELIM®UKALIUSI | PE3YJIBTATBI
[IBeT comep>kMMOTO aMITyJIbI OT 6€CLBETHOTO JI0 CBETIIO-)KEITOTO CooTBeTCTBYET
LBE€Ta pacTBOp
Omnucanue YIIaKOBKHU: aMIryJjia 3 M1 u3 6CCHB6THOF0 CTCKJIa, C COOTBCTCTByeT

KOJIIIOM KOJAMPOBAHUS 3€JI€HOI0 LIBETA U
CHHEH TOYKOI HamIoMa

Ornucanue coaep>KuMoro [Ipo3paunsbiii pacTBOp CootBeTcTByET

aMIyJIbl: MPO3PAYHOCTh

OnTHueckasi NIO0THOCTb He 6onee 0.05 (OnTuyeckast MIOTHOCTD 0.00
npenapara npu 420 am)

pH 7.8—9.0 8.0

IMognmuaHOCTE MeTOTIOM TCX: COOTBETCTBHE PACTBOPY CPaBHEHUS CootBeTcTByET
Juxnopenak Harpus

IToanmuHHOCTH METOIOM COOTBETCTBHE PACTBOPY CPaBHEHUS CooT1BeTcTBYET

BOXKX: Juxnopenak Harpus

IMognmuaHOCTh MeTOTOM TCX COOTBETCTBHE PACTBOPY CPaBHEHUS COOTBETCTBYET
Ben3unoBelii ciupT

Konunuectennoe onpenenenne = 95.0 — 105.0% 993 %

MeronoM BOXKX: nmuknogpenak Hatpus 75 mr/3 v (95.0 —
105.0%)

Konmuectsennoe onpenenenne | 108.0 — 132.0 mr/ 3 mn 120,6 mr/3 mn

MeronoM BOXKX: OCH3WIOBBIN CITUPT

KonmuectBennoe onpenenenne: = 1.6 — 2.4 mr/ 3 Mo 1.9 wmr/3 mn

TUTPUMETPUICCKHI METOT HATpHSI TUCYITBOUT

IMocToponHue npumecH, Mo He 6onee 20 Mxr/mi 2 MKr/mi

MeToay BOXX: benzanpaerua

[TocToponnue npumecu He 6omnee 1.5% 052 %

metooM BOXX: GP45828 OTHOCHTEJIBHO 3asBJIEHHOTO KOJUYECTBA

JKIIo(heHaKa HaTpus

* HepyTuHHbIH TecT. McnbITaHHE TIPOBOIUTCS B COOTBETCTBUH C YTBEPKIACHHON YaCTOTON UCTIBITAHUH.
IToanucaHo 371€eKTPOHHOM MOANKCHIO Crp.1u33



CEPTUOUKAT AHAJIM3A

Jlex dpapmaLeBTUYECKas KOMNaHWA A.4.

BeposLukoBa, 57

Cn-1526 JobnsHa, CnoBeHns
Ten.: +386 (0)1 580 21 11
dakc: + 386 (0) 1568 35 17

KoHTponb kavecTBa
BeposLukoBa, 57

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

HaCcTULbI

IMOCTOPOHHUX YaCTHUILL

MHNPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection
HOMEP PY: I1 N011889/04
CTPAHA: P®
Cepus Ne: LT6050
HOMEP BAJIK: L.S2916/42018289
| IAPAMETPBI | CHELIUOUKALIMS | PE3YJIBTATBI
ITocTopoHHUE pUMECH METOIOM He 6onee 0.2 % <0.05%
BXXX: mr06asa WHAUBUAYaIbHAas OTHOCHUTECJIIBHO 3asBJICHHOT'O
NpHMech KOJIMYeCTBa JUKIO(eHaKa HATPUS
ITocTopoHHUE IPUMECH METOJIOM He 6onee 0.5 % <0.05%
BDXX: cymMMa MHIMBHYaTbHBIX OTHOCHUTEIILHO 3asBICHHOTO
npuMecei KOJIMYECTBA JUKIO(EHAKa HATPUS
OrnpeneneHue GakTepHATbLHBIX Memnee 4.00 EQ/Mr <0.20 EQ/mMr
9HJIOTOKCHUHOB
CTepuibHOCTh He o6HapykeHO KU3HECTIOCOOHBIX CooTBeTCTBYET
MHKpPOOPTraHH3MOB
Mexanndeckue BKIOYeHH: >= 10 He 6omee 6 000/ amr. 208 /amm.
MKM Ha aMIyiry
Mexanmueckue BitodeHus >= 25 mxm | He 6onee 600/ amt. 13 /amm.
Ha aMITyJTy
Mexanuueckue BKIodeHus: Buaumble = DakTuuecku CBOOOAEH OT BUIUMBIX CootBercTByeT

* HepyTuHHBIN TecT. McnbpITaHUE TPOBOIUTCS B COOTBETCTBUH C YTBEPIKIACHHON YaCTOTON MCIIBITAHHM.
Tloanmucano 351eKTPOHHON MOAMHUCHIO

Crp.2u33



Jlex papmaLeBTUYECKas KOMNaHWA A.4. KoHTponb kavecTBa

BeposLukoBa, 57 BeposLukoBa, 57
Cn-1526 No6naHa, Cnosexus Cn-1526 JiobnsaHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 35 17 dakc: + 386 (0) 1 568 45 81
CEPTUDOUKAT AHAJIN3A
IMPOAYKT: 44041294 VOLTAREN (BOJIBTAPEH) 75 mg/3ml solution
for injection

HOMEP PY: IT N011889/04

CTPAHA: PO

Cepus Ne: LT6050

HOMEP BAJIK: L.S2916/42018289

| HAPAMETPBI | CHELIUOUKA LM | PE3YJIBTATBI

H3BnexaeMblil 00beM 3.0-3.5mn 32 wmn

VYcnoBust XpaHeHHS: IIpu remneparype He Bbiiie 30°C, B 3alUIICHHOM OT CBETa MECTE

Ortseuaer TpeboBanusaM Crenuduxanuu

TM: PP 3747920 009 R 03

Iara 02.12.2021 Konrponb kadecTna

Gorazd Sorsak

* HepyTuHHbIHA TecT. McnbITaHHE TIPOBOIUTCS B COOTBETCTBUU C YTBEPKIACHHON YaCTOTON UCTIBITAHUH.
IToanucaHo 371eKTPOHHOMN MOANKUCHIO Crp.3u33
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