| MUHHCTEPCTRBO HA 3HPABEONA3BAHETO
Mavaomense Kpm
KPATKA XAPAKTEPHMCTHKA HA ITPOZIVKTA paspetiente 3aynotpebale L 15QLYE \ 1o rof
1. Hme Ha eKapcTBEHHA MPOAYKT f
Voltaren® Emulgel® wq / ] ?: 1.06 I .

2. KayecTBeH M KOJIHYECTBEH CHCTAB
EzuH rpam Voltaren® Emulgel crpepixa 11.6 mg diclofenac diethylamine, xoiito croTaercrsa Ha 10.0 mg
diclofenac sodium.

3. ®apmanesTauna opma
Ten
TipaxTiuecky Osi, NIIATHK, XOMOTEHeH, Hanono6seamy KpeM-rei.

4. KnunwynH cpoiictea
4.1, ITokasanus
¢ NOCTIPaBMATHYHO BE3MANCHUE HA ONOPHO-ABHTATENHNS anapart (CYXOMHIus, MYCKYJIH, CTaBL);
® JOKaIH3UpaHH (OpMH Ha H3BHHCTABEH PEBMATUSEM, HAMPHMEP TCHAOBArHHHT, OYPCHT, CHHAPOM
paMo-phbKa ¥ IIEpHapTPONaTHA;
¢ Joxanusupany GopMu Ha AETCHEPATHEHH CTABHK 3a60NABaHAS, HalpHMep OCTEOAPTPHT Ha
nepudEepHITE CTaBH H rPBHOHAYHUA CTHIG,

4.2. J{o3upoBKa ¥ HAYHAH HA NPHIIOKEHHE

Bn3pacruu v gena Hag 12 roguam

Voltaren® Emulgel ce nocraps noxanmo BBPXY KoxaTa 3 uid 4 N6TH RHEBHO H BHUMATENHO CE PasTpusa.
Heo6XomuMOTO KONMYECTBO 3aBACH OT pasMepa Ha GOJIE3HEHOTO MACTO. Hanpumep 2-4 g Voltaren® Emulgel
(KONHYECTBO KONKOTO YEpema I0 OpeX) ca AOCTATHYHH 33 ISYSHHE Ha ILION 0kojo 400-800 cm2. Creg
HaMmasgaHe prlieTe TpAOBa Aa ce M3MHBAT, OCBEH aKO T€ HE ¢a TPETHPAHOTO MACTO.

TlponsmmxuTeNHOCTTA Ha TEYEHHUETO 3ABKCH OT TIOKA3aHHATA U IOCTUIHATHS edext. He ce npenoprusa renst
A3 ce ynotped:sa noBeue 0T 14 1M - py TpaBMa UM PEBMATH3BM Ha MEKUTE THKAHH, WK 21 - np
2pTPHT, OCBEH aKO TOBA € HA3HAYCHO OT Jiekap. Koraro ce usnonspa 6e3 nekapcko npeamucanye, e
HeobXOAnMO NAaUHEHTHTE Aa C& KOHCYATHPAT C NEKap, K0 CHCTOAHHETO HM He Ce nozobpu B paMKute Ha 7
JUHH MK CE BIIOIOH.,

Jlena
Voltaren® Emulgel ne ce Hpenopr4Ba 3a ynotpeda npH ena noj 12 rogunu.

IfanuentH B cTapyecka BL3pacT
Hsnonspa ce obuyaiinara J03HPOBKA,

4.3. llpoTHRONOKAa3aHHA

H3secTra cBpEXYyBCTBHTENHOCT KBM diclofenac, propylene glycol, isopropyl alcohol mmm Apyra ot
HEaKTHBHUTE CheTaBKH. Voltaren® Emulgel e npoTuBonokasad npy NaiueHTH, P KOUTO HPUCTEHIATE HA
acTMa, ypTUKapHs WK OCTEP PHHUT CE IPOBOKHPAT OT AUESTHICATHIMIOBA KICEIHHA WK ApYrH
HECTEPOHIHY NPOTHBOBB3NANHTEIHH JEKapCTaa,

4.4. Cnenuanun npegynpexaeHus H peANa3HA MEPKH NpH ynoTpe6a

Ipu noxanro mpunoxerne Ha Voltaren® Emulgel sspxy OTHOCHTEIIHO no-ronﬁy,oﬁg&cm OT KOXKaTa ¥ 3a
MO-NPOABDKUTENICH HEPHOL OT BPEME He MOJKe Jia C& H3KIIOUH BGPOSITHOC%&?{% TIOABA HECHCTeMHY
HEXENaHU peaklny (4 Ce HanpaBy CIpaBKa ¢ NOApoGHaTa AeKapcTBeHa yibo Manus-3@'cHeTeMHaTa gopma

Ha Voltaren).




Voltaren® Emulgel Tps0Ba na ce NMOCTaBs CaMo BBPXY 3ApaBa M HHTAKTHA KOJKa (1ipu AMACa Ha OTBOPEHH
Pany uiy HapaHsBaHus). ToH He OMBa A BIH3a B KOHTAKT ¢ OYUTE WK JUTaBULIHTE.

Ha ne ce npuema fnipes ycrara.

Voltaren® Emulgel CBABPKA propylene glycol, koiito Moxe fa lipeauseuka cnabo, JIOKANH3HPaHO Jpa3HEHe
[IDH HAKOH Xopa,

4.5. JlexapcTBeny | APYrH B3auMoReliCTBHs
Ilpepeug cnabara cucremuara aGeopbuus va diclofenac IPH JIOKATHO NPHIIOKEHHUE HA reia noaotHH
B3aNMOAEHCTBHA Ca MaJIKO BEPOSTHH.

4.6. BpeMeHHOCT H KbpMeRe

Bpemennoct

llopany nunca Ha KIKHUYEH ONUT OT NPHICXKEHHETO HA Voltaren® Emulgel no speme Ha GpeMenrnoct
yrnotpeGarta My He Ce Npenops4YBa MPH TOBa CHCTOAHKE. TOBA ¢e OTHACA 0COBEHO 33 TpeTHs TPHMECTED Ha
OpeMeHHOCTTa MOPaiy BEPOATHOCTTA OT MATOYHA MHEPLUA WK npeABapUTERHO 3aTBapske Ha ductus
arteriosus,

HacneapanyaTa npy )KUBOTHH HE NOKA3BAT IPEKHU MK KOCBEHH BDEAHH edeKTH BEpXy OpeMEHHOCTTS,
eMOPHOHANTHOTO/(PETANHOTO Pa3BHTHE, PAXIAHETO HIH NOCTHATATHOTO pasButHe (BX. T. 5.3).

Kupmene

He e usBectro nanu diclofenac, npunoxen nokanso, npeMupasa B knpmarta. [lopajgu ToBa He ce npenoprpyBa
yrorpe6ara na Voltaren® Emulgel B meprona na xepmene. Ilpy Hajimyne Ha OCHOBATENHH NpHYHHH 38
H3MON3BaHETO MY He Tpsi6Ba Aa Ce NpHuiara BppXy IbpAHTE WK OOMHPHHA YIacTEHIIHM OT KOXKATa, HUTO 32
NPOABILKMTEIEH IEPHO OT BPEME.

4.7. Edext Bupxy criocoGHOCTTa 32 mogupane i paGoTa ¢ MAUMAK
Voltaren® Emulgel, HpHIIOXEH BBPXY KOXAaTa, He 0Ka3Ba BIMAHKUE BBPXY cnocobHOCTTa 3a modupane uin

paboTa ¢ MaIUHH.

4.8. Hesxeanu JIEKAPCTBEHA PEAKITHH

Hexenanute eexrn Brirousar craby 1 IpeMHUHABAIIN KOXHH PEAKLMH Ha MACTOTO Ha npunoxeHue. B
MHOTO PEeAKY CIy4YaH ce CpellaT aNepIUYHH PeaKLHH.

Hesxenanwre peaxiyn (Ta6i. 1) ca N0ApeAeHH B 32BHCHMOCT OT YECTOTATA, KATO C& M3M0/I3BA CEAHATA
KOHBEHIE | 4eCTO Cperann (= 1/100, < 1/10); cpemany (> 1/1000, < 1/100); peaxu (> 1/10000, < 1/1000);
MEoro pexd (< 1/10000 ), BISIFOUMTENHO H30IMpaHHTE CAYYaU. :

Tabnuual

Hudexnun B enBIeMun
Mruoro penxn O6pue

CMymenns Ha HMyHHATR CHCTEMA
Mmuoro penxu . CBpEX4yBCTBHTENHOCT, aHTHOSAEM

Pecnupatopny, TopakaaHu H MeJHACTHHAIHH HApYINEHAS
Meuoro peaxu Actma

KoxHH H DOAKOKHOTHKAHHN HAPYIICHHS

Cpemasy O6puB, ekseMa, eputema, AEpMaTHT OH,
FEPMATHT) =

Penxu Bynozen pepmarur

Meoro pepku Peaxuun na cl)m:oqync'mmemocﬁ
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4.9. Ilpenosupane

Iopaau cnabata cuctemua abeopbrys Ha diclofenac 3a noxanno npuiokeHYe He O MOTTIO Jia Ce NoTydH
npejo3upaHe.

Bernpeku ToBa, ako 10 HeBHUMAaHpe OBe [OTBJIHAT Voltaren® Emulgel, Moe fa ce ouaksar Hexcenaun
edexTH, TONOGHHM HA Te3u B pe3ynTaT Ha npefosupane ¢ Voltaren Tabnetxu (1 TyGa Voltaren® Emulgel or
100 g e exBuBanenTHa Ha 1000 mg diclofenac sodium). B cirywali Ha HHUMAEHTHO NOTIBIIANE H NOABIBAHE
Ha 3HAYMTENNY, CHCTEMHH HexkenaHu eekti Bp3MOXKHO Hali-cKopo TpabBa Aa ce npennpuemar obuyainnTe
TepaneBTHYHI MepKH NIPH OTPaBiHe ¢ HECTEPOUIHY NPOTHBOBB3NATHTEIHI CPeCTBa.

5. @apmaKoJOrd4YHH CBOHCTBA

5.1. @apmMaKkoaHAMHKA

(bapMaKoTepaneBTHIHA TPyNa: HECTEPOHIHO IPOTHBOBB3HANHTEIHO CPEACTBO 32 NIOKanHa ynorpesa.
ATC xom: MOZA A1S

Diclofenac e HecTepornHO MPOTHBORE3NaNUTENHO NekapeTso (HCTIBC) ¢ AcHO u3paseHy aHaNreTIyHH,
TIPOTHBOBE3NATUTENSHN 1 AHTUIUPETHYHN CBOHCTRa, [ NapHuAT MEXaHW3bM Ha fekicTsue Ha diclofenac e
meuﬁnpaHe'ro Ha [[POCTArIaHAMHOBKA CHHTES,

Voltaren® Emulgel e leKapcTs0 ¢ IpOTHBOBE3NANMTENHO H AHAITETHYHO JEHCTBHE 32 IIOKaIIHO
npunoxenye. [Ipy Bp3nanenye 1 60JIKa OT TPABMATHICH WM PeBMaTHYEH IIPOU3XO0R Voltaren® Emulgel
oBekuaBsa 60JNKaTa, HaMANABA OTOKA M YCKOPABA BPHILIAHETO KM HOPMaNHOTO cheTosanue. Tlopanu ceosita
OCHOBA (BOAA-aJIKOXON) TENBT NPOosABsBa 00NIeKyaBall] H OXAaxaam] e(exr.

PapmaxoaHHaMHIHE edeKTH

TIpy RE3MATHTENHH NPOLECH OT TPaBMATHUEH MM PEBMATHYEH HPOH3XOK Voltaren® Emulgel o61exuasa
GONKATA, HAMAaJI B2 OTOKA H CKECABA NEPHOJA Ha Bh3CTAHOBABAHE HA HOPMAIHATA (PYHKIMA.

5.2. @apMaKOKHHETHYHN CBOMCTBA

PesopOnus

KonnuecTBoTO Ha pesopbupanns npes xoxara diclofenac e niponopoHaIHO Ha pasMepa Ha TpeTHpaHata
0671aCT U BPEMETO 33 KOHTAKT ¢ MeAuxamenTa. To 3aBHCH OT TOTaNHATA HOKalHa 1032 ¥ XMApaTauusiTa Ha
Koxara. PezopGuuaTa, AeTePMUHKpana Upe3 eTIMUHIpaneTo npes Op0peluTe B cpaBHeHUE o TabIeTKUTE
Voltaren™ e OKOIIO 6% ot nozara ua diclofenac cien okamHO NpHAOKEHHE HA 2.5 g Voltaren® Emulgel
EEpXY 500 cm® Koxa. JIONEBIHUTENHOTO TIOCTaBsHE Ha OKJIy3UBHA NPEBPE3Ka 3a 0x0:10 10 yaca pomu o
TPUKPATHO MOBHillaBaHe Ha pe3opbupaHoTo xonuuectso diclofenac.

Paznpenenenne

Crea TOXaNHO NpUIIOKEHHE HA Voltaren® Emulgel Bspxy crapuTe Ha pBleTe N KoAeH#uTe crapk diclofenac
Moske Ja 66 n3MepeH B IIa3sMaTa, CHHOBHAJIHATA THKAH M TEYHOCT. Malccnmanﬁme IIa3MeHH
xonueHTpauuy na diclofenac cnen noxamHo MPHUAOKEHHE Ha Voltaren® Emulgel ca oxono

100 154 1I0-HHMCKH B CPABHEHHME C Te3¥ CJie]] IEPOPAITHO NPUI0KEHHe Ha TableTKY Voltaren®. 99.7% ot
diclofenac ce cBEp3Ba CBC CEPYMHMTE IPOTEHHY, TIIABHO ¢ anbymuHa (99.4%).

buorpanchopmanns

Buotpanchopmanpsta Ha diclofenac ce H3BbpUIBA YACTHYHO Hpe3 TIIOKOPOHMPaHE HA MHTAKTHATA
MONIeKyJia, HO FIABHO 4pe3 eOWHHYHO MM MHOTOKpaTHO XUAPOKCHINpPaHe, B Pe3yATAT Ha KOETO ce
TIOy42BaT HAKOAKO (JEHONOBH METa00MuUTa, IOBEYETO OT KOUTO C& KOHBEPTHPAT /IO IiHOKOPOHOBH
cpegudenna. JIpa ot Te3u GeHoaosy MeTaboNRATH ca GHOJOTHYHO AKTHBHY, HO B MHOTO NIO-Malika CTEIIeH OT

diclofenac.

Eaumunupane
ToTanuuIT CHereMeH knupbhe Ha diclofenac ot nasmara € 263 + 56 mi/mi
BpeMeTo Ha nrasMeH nomyxusot e 1-2 yaca. Uernpu ot merabonurure, B HH, CBLIO
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UMaT KPaTKO BpeMe Ha IUTasMeH NOMYXUBOT — oT 1 so 3 vaca. Exun ot Metabonurute - 3’-hydroxy-4’-
methoxy-diclofenac, uMa no-gBNro BpeMe Ha IIA3MEH HOIYXXHBOT. To3u MerabonuT obade e NpaKTHIECKH
peakTHeH. Diclofenac u Herosute MeTabONMTH Ce W3NBYUBAT FIABHO UPE3 ypHHATA.

OcoleHocTH NPH HAKOH IPYNH 00JHA

He ce oyaxsa KyMmynupase Ha diclofenac i verosure MeTaGoNHTH IIPH TAKEHTH, CTPajaly oT ObOpednu
3aborsBanms.

TIpu Gonuu ¢ XpOHHYEH XEMATHT MK LIMpo3a B KOMIIGHCHpaH CTagHH KUHETHKATA i MeTab0oNM3MBT Ha
diclofenac ca chiuTe, KaKTO NpH HAMEHTH 6€3 YepHOAPOOHO 3ab0nABane.

5.3. llpeakAMHAYHMA ARHHH 32 6e301aCHOCT

JlaHH¥TE OT NpeIKIHHHYHUTE NPOYYBaHUATA 38 0CTPa ¥ AOBTOPHA TOKCHYHA 033, KaKTO U 3a
reHOTOKCHYHOCT, MyTareHeHHOCT B KapuuHorenuoct Ha diclofenac He nokasear cnenxuduyes puck 3a
XOpaTa MpH NOCOYeHUTE TeparieBTHYHK 1031, Hsima nanHM 3a TepaTtoreneH noteHiman Ha diclofenac npu
M3CREBAHIATA BLPXY MUIIKHM, IUIEXOBS Wik 3aiiuy. [Ipn npoyusanus Bepxy rakxose diclofenac ne pwste
BBPXY (epTHINTETa HA POJUTENHUTE M He 3aCAra IPEeHaTANHOTO, epHHATANHOTO ¥ [IOCTHATAIIHOTO Pa3sBUTHE
Ha IIOTOMCTBOTO.

Voltaren® Emulgel ce nonacs xo6pe NpH pasnuyHEATE NPOYUBaHASL. Voltaren® Emulgel e nposiesaza
$OTOTOKCHYEH NOTEHIMAN W He NPEIY3BHKBA KOYKHA CeH3UOUITM3ALHA.

6. ®apManeBTHIHM CBOHCTBA
6.1. ConcbK Ha momMoInHnTE BemecTea: carbopol 974 P, cetomacrogol 1000, cetiol LC, diethylamine,

isopropyl alcohol, liquide paraffin, perfume creme 45, propylene glycol, purified water.

6.2. Hec,BMeCcTUMOCTH
He ca uzpectHA.

6.3. Cpox Ha rogaocT
3 rogyHA

6.4. Cnenuajinn YCJIOBHSA 332 CbXPaHEeHHe
Ha ce cpxpansBa pu TeMneparypa oz 30 °C.

6.5. Bua 1 ceAbpKaHHE HAa ONAKOBKATA

1. AnymunueBa Ty6a ¢ npeAnasHa MemBpana W BpTpelnHa oGBuBKa (phenol-epoxy laquer). Tybara e
3aTBOpEHA C Kanauka OT NOXMIIpOrIeH, cHablena ¢ OCThp BPEX 3a NpoGKBaHe Ha MeMOpaHnarta NpH NbpBa
ynotpeba.

2. ATyMHHHEBO JaMUHEpaHa Ty6a [ronueTuneH ¢ HUcKa MIFTHOCT (ATyMMHKH), MOTHETHAEH C BUCOKA
ITBTHOCT (BBTpemeH cioii)], cHabaeHa ¢ IPBCTEH OT NOJMMETHIIEH ¢ BHCOKa TIBTHOCT M NPeANa3HTEL.
TyGara e 3aTBOpeHa ¢ Kanadka OT NONUIPOIUAEH, IPHCIIocoDeHa 32 BKapBaHe, 3aBbpTaHe ¥ OTCTPAHsBaHe
Ha MpeJinasuTeNs py Ibpsa ynotpebda.

Tybaor20gui0g

7. HpuTtexaTtes a paspelieHMero 3a ynorpeda
Novartis Consumer Health GmbH, Zielstattstrasse 40, 81379 Miinchen, Germany
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8. Perncrpaunonen Ne B Brarapust
20011208

C'i‘:
ey
# %:}h i}\’\g\ y
BB ST




9. lara Ha NBPBOTO pa3peluenye 3a ynorpeda
21.04.1995 .

10. TaTa na mocjieHATA pexakuHs
KOnn 2006 r.
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