KPATKA XAPAKTEPVUCTUKA HA ITIPOJIVKTA

GYNO-PEVARYL® 50
FMHO-NMEBAPUN 50

N3MBRAHUTENHA ATERLIA S ATA
1. WME HA NEKAPCTBEHUA NPOAYKT LA NO NEKAPCTBATA

GYNO-PEVARYL® 50 Mpunoxerue KeM paspeuieHue 3a yroTpe6a
MMHO-TEBAPIATT 50 | w00 -
: Ne/Hara Ha KIM no\ﬁnu? \7"\3” 00;7&?

2. KOMWYECTBEH U KAYECTBEH CbCTAB 3/ 2t OF O W

Beekw necap cbabpia 50 mg econazole nitrate,

3. NEKAPCTBEHA ®OPMA

Necapuii

4. KNAHAYHK JAHHWA
4.1, TEPANEBTUYHW NOKA3AHUA

TMHO-NEBAPWIT 50 e nokasaH 3a neveHne Ha BYNBO-BarMHanmHu MrAKo3u.

42. D,OSMPOBKA Y HAYUH HA MPUNOXEHKE
4.2.1. Xeun

NecapusT ce nocTass gbnbOKO BbB BNaramMileTo BeHEX OHEBHO, NPEAY TAraHe, 3a He No-Marnko
ot 14 nocnenosarenty gHn. Hai-pobpe e ToBa fa ce Hanpaey B NerHano nonoxexve. JleyerleTo
TpsbBa ga MpOObIDKMA MPe3 Uenus AEPUoH HE3aBUCHMO OT TOBA, Ye CyBeKTUBHWTE OrnaKBaHus
{cupbex, D40 TeyeHMe) MOFaT fa U34e3HaT Npeau Kpas Ha nevelbHus Kypc.

4.2.2. [eua(2- 16 roAnHW)

BesorachocTTa v eqiuKacHocTTa Ha NeKapcTBEHWS MPOZYKT Npy Selia He e ycTaHoBeHa.

4.2.3. MayueHT1 B HanpeaHana BL3pact

Hama AocTaThuHO [aHHM OTHOCHO Manonasadeto Ha TVIHO-MEBAPWIT 50 npw naupeHty B
HanpeaHana sbapact {Hag 65 roauHI).

FMHO-TIEBAPWIT 50 e 3a npegnoyntaHe npy peLuonBrpalLit MHhekLmK, UM Korato ¢bliecTBysar
npefpasnonaratiy 3a Tax dhakropu.
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4.3. MPOTUBOTIOKAAHKA

3BecTHa CBPBXUYBCTBUTENHOCT KbM NEKADCTBEHOTO U NOMOLUHNTE BellecTBa.

4.4. CMELMANHKU NPEQYNPEXAEHNA U NPEANA3HIU MEPKM NPU YNOTPEBA

EQHOBPEMEHHOTO W3NOM3BAHE HA NaTeKcoBW MpesepsaTvev v avadparmu i sariHanH
NPOTMBOMHAIEKUMO3HM Npenapari Moxe Aa NOHWKM eDeKTUBHOCTTA Ha [YMEHWUTE KOHTpaLLenTVBHM
cpeacrsa. lMNopagw Toea, npogyki kato TMHO-TIEBAPUM 50 He ©u TpsaGsano pa ce wanonsear
CbBMECTHO ¢ gnadparma WM NaTekcos npesepsaris. [lauueHTi, W3nofsBam cnepMuLMgHU
KOHTpaLenTUBHA cpefcTea Ou crieflgano fa ce KOHCYNTMPAT C TEXHWA neKap, Thit KaTo NoKanHoTo
BarlHAMNHO neveHie MOXe Aa MHaKTUBNDA CTIEPMULMOHWA KOHTapUenTHB.

TMHO-NEBAPWIT 50 He ©u TpaGeanoc ga ce #anonsBa 3aegHO C MPOLYKTM 3a NOKanHo
(MHTpaBarMHasnHo ) NeYeHIe Ha reHUTauTe,

AKO € HarnuLe Bb3NaneHne UM CBPLXYYBCTBUTENHOCT Mo BPEME Ha NeyeHeTo, To 61 Tpabeano aa
Ce npexparu.

ﬂplf! NaUWeHT CbC CBPBLXHYBCTBUTENHOCT KbM UMUAS30NN ChILO Ce C'bOGLLLaBa 38 YYBCTBUTEITHOCT
KbM eKOHa30n HATpaT. )

(He e npeaHasHaveH 3a nepoparta ynoTpeba).

4.5. B3AUMORERCTBUA C [IPYIU NEKAPCTBEHM NMPOAYKTU 1 ZPYTY ®OPMU HA B3AUMORENCTBUE

CobluecTBYBa TEOpPETUYHA BLIMOKHOCT 38 KOHKYDEHTHO B3aWMOLEHCTBME CbC ChbeOMHEHMS,
meTabonuarpann ot CYP3A4/2C9, Bbnpekn ye Teau B3aMMOAEHCTBUA He ca WacneasaHu. Te ce
OCHOBABAT HA XMMWYHOTO CXOZCTBO Ha €KOHas3on ¢ [pyr MMUAAsonoBy cheguHenvs. opagu
OfpaHWdeHaTa CUCTEMHA HalMUHOCT Crief BarMHanmHo MpUIOXEeHWe, Manko BEpOATHO € Ja ce
YCTAHOBAT KMHAYHO 3HaYMMKM B3aMMOReNcTBMA (B paagen 5 2. “Gapmako-kuHeTnyny ceoiictea'). [pu
NaLueHT Ha nedeHwe ¢ NepopanHu aHTWKOAarynaHTW, KakBuTo ca BapdapiH v augHoKyMapon,
Tpsibea Aa ce MposiBsiBa BHUMAHWE, KaTo € HeobXogUMO f1a ce OTUMTa aHTUKOarynaHTHUs ethekt Ha
TE3W NEKAPCTBEH NPOAYKT.

4.6.-BPEMEHHOCT 1t KbPMEHE
~ 4.6.1. BpeMeHHOCT

Flpyi OMWTU C MBOTHY EKOHA30N HUTPAT He € NOoKa3an TepaToreHeH ehekT, HO BbB BUCOKM 03U &
theToToKCHYeH (Bx pasaen 5.3. “TIpeAKIMHUIHM JaHHM 3a BesonacHocT”). 3HAUUMMOCTTA Ha TEsU edeKTH
Mpy XOpa He e N3BecTHa.

MMHO-MEBAPWIT 50 He 61 Tpabsano Aa ce wanonasa fpes MbPBOTO TPMMECeUMe Ha
DpeMeHHOCTTa, Thit KaTo ¥Ma BarviHanHa abcopbums. NekapsaT Moxe Aa B3eMe TakoBa PelleHue B
cryyai, ye ToBa e kpanHo HeobxoaMMe 3a NeYeHUETo Ha naLyenTa.

TMHO-NEBAPUIT 50 moxe fda ce u3non3sa npes BTOPOTO W TPETOTO TpuMeceure Ha
BpeMeHHOCTTa, aKo NoTeHUManHaTa nomnaa Haasuilaga pucka 3a nnoga.

4.6.2. KbpmeHe

[py nepopanHo MPUIOKEHVE HA EKOHASOM HUTPAT NMpU KbpPMELM NITbXOBE,
HEroBUTe MeTaBoNMTU Ce EKCKPETUPANK B MISKOTO U Ca BUunn HamepeHy Y Ma
M1BOTHU. He e YCTaHOBEHO Aan eKOHa30N HUTPAT Ce EKCKPETMPA B YoBELUKaTa
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Mput naymenTrm, kouto Kepmat TVIHO-NMEBAPUI 50 Tpsabea aa ce npunara ¢ NOBULLEHO BHUMaHWE.

4.7. EOEKTV BBPXY CTIOCOBHOCTTA 3A LOGKUPAHE 1 PABOTA C MALLIMHU

He e 13BecTHO,

4.8, HEXENAHU NEKAPCTBEHW PEAKLHAK

Hait-yecTo chobluaBaHnTe HeXeraHu chOuTis Npu KNHWaHW NPoyYBaHNs ¢a Bunu peakumm Ha
MACTOTO Ha NPWNOXEHWe, KaTo YCeUlaHe 3a napeHe W ppasHeHe (DoukaHe), cbpbex K
3avepBesBaHe. -

ﬂpm MoCT-MapKeTUHIOB ONUT Ca 7l CBO6LL[BHM ChLUO v CSOHATE HEMenauut peakuivi!

> HapylieHns Ha Koxara W NoaxkoxHara ThKa; obly HapyuleHus W edexti Ha MACTOTO Ha
NPUNOKEHRe,

Muoro psagko {< 1/10 000) ce cvobuiara 3a; peakuuy, SIOKANUSUPaHW Ha MACTOTO Ha MPWIOKEHWE
(Ha NraBuLaTa), KakBIUTO ca 3avepBABaHe, 0bpuB, Mapexe 1 cupbex. Mma uzonmpaHu crobilerms
33 MECTHM anepridHn peakumu. ima msonupann choBlueHus 1 3a oBWW aneprvuHn peakLym,
KOWTO BKIIOYBAT aHrMOSEM 1 YpTUKapua,

4.9, TIPELO3WPAHE
HsiMa cbobujeHns 3a Npeposupade C eKOHason HUTPAT 10 MOMEHTa,

B cnyyait Ha MHLMAGHTHO NorbLiaHe MoXe a ce Habnioaasa ragexe, noBpbliaHe u guapus. Ako
& HeoBXoaumo, nadueHTuTe TpaGaa fa GbaaT NekyBaHy CUMMTOMATUYHO.

5, DAPMAKONOMYHN CBONUCTBA
5.1. GAPMAKOIUHAMUYHU CBOMCTEA

dapMaKkoTepaneBTUMHa  Knacuukaumsa: (aHTMWHGDEKUMO3HY W aHTUCENTUYHU  CPe.CTBa, C
WM3KI0YEeHMe Ha KOMBWHELMM ¢ KOPTUKOCTEPOUIMN W MMWAA30M0BY AepuBaTh).

ATC rop: GO1A F05.

MpuTexaBa LUMPOK CNEKTbP HA BHTUMUKOTMYHA BKTUBHOCT CPeLly AepMatodmTy, [poXau U
MNECEHN. YCTAHOBEHO & M KIMHYHO 3HAYWMMO SeiCTBUE CpeLLy rpam-nonoxuTenHy Gakrepim.

ExoHa3on nutpar geicTea upes paspyliasaHe Ha KneTbuHuTe MemOpaHu. [pomnycknvBocTTa Ha
MUKOTUMHUTE KMETKW C& YBeNnuaBa. YBpexnaT ce CybKneTbuHuTE MemOpaHu B LMTonnasmara.
Halt-8eposTHOTO MACTO Ha ABNCTBIE HA Npenaparta € HeHacuTeHata MacTHa kucenmua acyl moiety
B MembpannuTe doctonrnugy.

5.2. ®APMAKOKMHETUYHM CBOUCTBA

ExoHason ce abcopfupa cnabo cnep BarvHamHO WM IOKanHO NPUNOMEHUe..dpY  Xopa.
MaKcumManHi KoHLIeHTPaLN Ha eKOHA30N UMK HEroBiA MeTabonuTX B nnasy "»T-DHa

ycTaHoBsBaT 1-2 AHu cnef npunaradeto u npubnnsutento 15 ng/ml 3a é
MpunoxeHarta no3a exoHason ce abcopbupa npubnmautento 5% 3a MMHO
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9.3

6.1

6.2,

ExoHason wivnn HeroBuTe MeTabonWTW Ce CBBP3BAT B 3HAYWTENHA CTENEH CbC CepymHuTe
npotemkn (>98%). ExoHason ce wmetabommavpa 4pes OKMcneHwe, aesamuHupase uimm O-
feankunvpaHe KkaTo mMeTabonmuTiTe My ce enumuHvipar npes Oubpeunte n ¢ dexkanuure,

MPEAKIAMHUYHIA JAHHW 3A BE3OMACHOCT

ExoHa30n e TecTBaH B 0BLMPHI FPYTM HEKNUHUYHMK NpOYYBaHIs 3a BesonacHocT. Vacneapatua sa
0CTPA TOKCMYHOCT Ca NOKA3anu LUMPOKM rpaHuum Ha BesonacHocT. [pi vacnedeaHus 3a NofocTpa
TOKCUYHOCT BbB BUCOKK fo3u (50 mg/kg/aeH) e yeTaHoBEHO, Ye YepHuaT Apob e npuLeneH oprax ¢
MUHVMaIHa TOKCUMHOCT U MBbJHO Bb3CTaHOBABAHE,

PesynTaTte OT U3CTe[BaHuUs C eXOHa30M BbpXy PEnpofyKTMBHOCTTA HE NMOKasBaT BbadeicTame
MO OTHOLIEHWE Ha NMMOAOBMTOCTTA UMK TepaTorenHocTTa, Huckata HeoHatanka npexuBsieMocT U
(heTaiHa TOKCUYHOCT Ce CBbP3Ba Camo ¢ TOKCUYHOCTTa Npu Malikata, He e otGenssaHa sHaumma
ROKanHa TOKCUYHOCT, (DOTOTOKCMYHOCT, MECTHO KOXHO OpasHeHe, BarvHanHo Bbananesve unm
YyBCcTBUTENHOCT. TTpK PasNMYKK CUCTEMM 3a U3MUTBaHE ca By HabniofaBaHy HAKOW OrpaHKYEHN
reHHO-TOKCUYHI edDeKTH (CTPYKTYPHIM XPOMO3OMHI OTKNOHEHUs). Bb3 ocHoBa Ha obLuaTa oLeHka Ha
Te3N [AaHHM W Ha MOCOMEHMS] HauMH Ha NPUMIOKEHWE, BKTOYBAENKM MUHMManHWata cueTemHa
eKCTIo3MLMst Ha EKOHA30M, PE3yNTaTuTe UMaT Manka MpUIoKMMOCT 3a KrHuiHaTta yrotpeba. He
ca NPOBEXaH M3CTeBaHA 3a KaHLEPOreHHo ABICTBME, NOpaau KpaTkust KYpc Ha NpeanaraHoTo
KIMHWYHO FfeYeHne W OTCHLCTBMETO Ha KakBaTo M Ja € 3HadMMa Bb3MOXHOCT ekoHason fa
MPOABABA eHHA TOKCUYHOCT MO HauiH, KOTO MOXe da AoBefe A0 UHULMMPaHE N FofObpKaHe
Ha TYMOpHK 0GpasyBaHms.

B saxniovenrve, npeaknuHnYHuTe erEKTM ca HabniogaeaHn camo NPy aBafki, NPUeT 3a HalbiHO
J0CTarbMHK 3a CPaBHEHWE C NPUITOXEHWMETO Ha MakCWManHy 03K NpW Xopa, KoeTo UMa Manka
KTMHMYHE 3Ha4UMOCT.,

GAPMALIEBTUYHW BAHHN
CNyCHK HA MOMOLLHUTE BELLECTBA
Tebpga ma3 (Wecobee M, Wecobee FS).

HECHLBMECTUMOCTH
He ca nssecTHw.

6.3. CPOK HA rofiHOCT

Bwox “expiry date” (meceLyroguHa), oTneyataHa Ha BbHLUHATa OMakoBka — 5 rofiHu,

6.4. CNELIMAITHN YCNOBUA HA CbXPAHEHUE

6.5. [JAHHM 3A ONMAKOBKATA

Ha ce cuxparssa npn tTemneparypa nog 30° C.

BrvicTepm, chabpxam 15 necapu.
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7. TIPUTEXATEN HA PA3PELLIEHWETO 3A YINOTPEEBA

Johnson & Johnsen D.O.0.
Smartinska cesta 53

1000 Ljubljana
Slovenia

8. PETUCTPALIKOHEH HOMEP
20020516

9. IATA HA MbPBA PETMCTPALIUS B CTPAHATA
03.06.1991 rop,

10. BATA HA AKTYAJIU3UPAHE HA TEKCTA
07.2007 rop,




