OYAAO OAHI'TQN



D®YAAO OAHT'IQN
Fungiconazol 200 mg dwokia Yo 6KOLOVS

ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEJIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEIAY ITAPAXKEYHX I1IOY EINAI YHHEYOYNOZX I'TA THN
AITIOAEEMEYZXH IMAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdtoyoc ddsiog KukAo@opiog :
Le Vet Beheer B.V.
Wilgenweg 7

3421 TV Oudewater

The Netherlands

[Mopookevaotg VITEVBVYVOC Y10 TV OTEAEVOEPOON TOV TOPTIO®V:
Lelypharma B.V.

Zuiveringweg 42

8243 PZ Lelystad

The Netherlands

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Fungiconazol 200 mg éiokia yio okdA0VG
Ketokovaloin

3. YXYNGOEXH XE APAXTIKH(EY) OYXIA(EX) KAI AAAA YYXTATIKA

Ka0e diokio mepiéyet:
ApooTiKi] ovoia:
Ketoconazole 200 mg

Koagé, otpoyyvrd, evyevota diokia, pe otavpoctdn dwutoun. Ta diokio pmopodv va yowpltotovy 6g 2 1
4 pépm.

4. ENAEIZEIX

Oepameio LOKNTINGNC 0O TO, TUPUKATO SEPUUTOPVTO.
- Microsporum canis,
- Microsporum gypseum,
- Trichophyton mentagrophytes.

5. ANTENAEIZEIX

No un xopnyeitor og {dA LLe NTOTIKT AVETAPKEL.
No punv xpnoHoTolEiTal 6€ TEPITTOOT VIEPELOICONGING 6TO SPUCTIKO GLGTUTIKO, 1 GE KATO0 OO TO
&cdoyaL.



6. ANEINNIOYMHTEX ENEPI'EIEX

Y& OTAVIEG TEPIMTAOCELS, (TEPIGGOTEPO amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio
{oa), botepa amd yoprynomn cvvndicpévev d0cemV, UTOPEL VoL ELPOVICTODY VEVPOAOYIKE
ovpntopota (amddeia, atolio, TpoOHoC), Toéikwon Nratog, epetdg avopetio 1/xat didppota.

H xetokovaloin £yl mapodikn aviiovdpoyovo Kot avTiyAvkokopTikogldn opdo. [Ipokaiel
50G0eEUPTMUEVT KO YPOVOEEAPTMLEVT] OVOGTOAT TNG UETATPOTNG TNG XOANOTEPOANG GE GTEPOEIOEIC
OPHOVEG OTI™G 1) TECTOCTEPOVT Kal 1] KOPTILOAN. Agite emiong v mapdypapo 12 yio tnv avamapaywyn
TOV 0PSEVIKOV (DmV.

Edv mopotnpfioete omolodnmote avemiBount evépyela, OKOUO KoL 0V OEV OVOPEPETOL GTO ECMKAEITTO
DdvAro Odnyrov Xprione N aUEIBALETE Y10 TV OTOTEAEGUATIKOTITO TOL QOPUAKOV, TaPUKOAEIGOE va
EVNUEPDGETE GYETIKMG TOV KTNVINTPO GOG.

EvoAdoktikd kdvte gpron Tov €0vikoh cLGTALATOS OvVaPOPag:

Efvikog Opyavioudg @apuakov (EOD)

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQQN

2KOA 0L

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo a6 otopaTog ypron.

10 mg kerokovaloAng ava kg couatikod fdpove nuepnoimg, xopnyodUEVT 0TO TOV GTOUATOC. AVTO
avtiototyel o€ 1 diokio ava 20 kg copoticod Bapovg Ty nuépa.

Yvviotdtor vo tapoakoiovdeite To {mo pia popd To piva Kotd T dtdpkela g Oepaneiog kot va
OTOUOTNOETE TNV AVTIHLKNTIOKN Bgpaneio petd and dvo apvntikég kaAlépyeieg. Otav 1 KoAMEPYELD
dev givan duvatn, 1 Oepaneio Oo mTpémet vo cuveyileTol yio apkeTd ¥POVIKO JAGTNIA DGTE VO
eEaoQOoMOTEL TO AVTIHVKNTIOKO AOTEAESLLA. AV 01 OALOLDGEL EMUEVOLV PeT oo 8 efSopddes
xopnynong, n fepancia Oo mpénet va emava&loroynbel and tov vrevBuvo KrnviaTpo.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

[pémet va yopnyeitor kot mpotiunon pali pe v tpoen, dcTe vo. peyiotomoindei  amoppoenon.
Ta diokia pmopovv va dapebodv og dVo PIcd 1} o€ TETAPTO Yo VO, SIUCOAACTEL 1 AKPLPNG
docoioyia. Bdkte to diokio og pua eninedn emedaveln, He TNV YOPAyUEVT TAELPE GTPOLLEVT] TTPOG TO.
TAVO KoL TO KUPTO (GTPOYYLAOTOMUEVO) HEPOC GTPUUUEVO TTPOG TNV ETPAVELQ.

Huoépa: pe v dxpn tov oviyeipov, 0oKeioTe o EAAPPE KOTaKOpLET TEGT KOl GTIC S0
TAELPEG TOV O1GKIOL Y10 VO GTIAGEL GTN LEO.

Tetapmmuopto: Me v dxpn evog avTiyepa, AoKEIGTE U0 EAAPPA KOTAKOPLEN TECT) GTO HEGOV TOL
dtokiov ylo va 6TACGEL GE TETUPTO.


mailto:vetpharmacovigilance@eof.gr

10. XPONOX ANAMONHX

Agv gpappolertar.

11. EIAIKEX XYNOHKEX AIATHPHXHX
No puidooetar o€ 0éom, TV omoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.
Av16 10 TPO16V dev amaitel £101kEG cuVONKES amoBnKevoNG.

Avgpreia {oNg TEPAYIGUEVOV SIoKIMV (MUILOPLO/TETAPTUOPLN): 3 NUEPES
No un gpnoiporondel petd tnv nuepounvio ANENG ToLv avaypAQETAL GTI GUGKELAUGCIO.

12.  EIAIKH(EX) MPOEIAONOIHZH(ELY)

AV KOl GTAVLL, 1 ETOVEIATUUEVT Y PO UTOPEL VO TPOKOUAEGEL SLOGTAVPOVUEVT AVTOYT GE AAAES
alolec.

Ewwéc mpoeurdEeic katd tn ypnon:

H Bepaneio deppatoputioong dev mpénel va meplopiletal povo ota macyovta (da. [pémel va
mePMapUPAavel amoAd Ve Tov TEPPEALOVTOG, £TELON 01 6TOPOL UTOPOHV Vo, ETLLNCOVY GTO
TEPPAAALOV Y10 PLEYOAO YpOVIKS d1doTnpa. AALA PETPA, OTMOC GLUYVI XPNON NAEKTPIKNG GKOVTTAG,
OTOAOLOVOT TOV EPYOAEIOV KOAAWOTICHOD KOl OTOLAKPLYGT TV TOAVE LOAVGUEVOV OVTIKEWEV®V
OV OEV UTOPOVV VAL AtoALoVOoHY, Ba EALATTMOGCEL TOV KIVOUVO ETAVOUOAVLVOTC 1] S106TOPAG TNG
puoéAvLVOTG.

[IpoteiveTor cLVOVAGIOG GLGTNLUIKTG KoL TOTIKNG Oepameiag.

Yg TePInTOOoT LOKPOYPOVIG YOPNYNONG, Ba Tpémet va yivetan ELeyy0g TG Nratikng Aettovpyiog. Edv
EUPAVIGTOVV GUUTTOUOTO NAATIKNG SuGAELTOLPYiG, 1 Oepaneia Oa mpénet va daxomnel aueca. Kabaog
Ta. O10Kio £Y0VV YEVON, TPETEL VO PUAACGOVTOL 6 0oQoAT B€om o dev poceyyilovv {ma.

Ewkéc mpouldEeic Katd T ¥pro. Yo TO TPOCMITO TOV YopnYEel To Tpoidv ota Lha:




H toyaio xotdmoon mpénel va amopevyetal. DuAdocete TNV KOWEA 010 €£OTEPIKO KOLTL Yo VO
amo@Oyete TV 7podcPacn amd moudid. Mépn tov dokiov (mod M téropto) Oo mpémer vo
OoONKELOVTUL GTNV UPYLIKT KOYEAN KOl VO XPTGLLOTOIOVVTOL GTNV EXOUEVN YOPNYNON. 1€ TEPIMTOON
Toyoiog katdmoong, va avalntinoete apéows latpikn Pondela kot vo emdeiEete otov 1TPd TO
E0ADKAEIGTO PVAAO OONYIDV YPNCEWMS N TNV ETIKETO TOV PAPLOKEVTIKOV TPOIOVTOC,.

Atopo pe Voot vaepevoictnoio 6TV KeToKoVaLOAN TPETEL VO ATOPEDYOVV TNV ETAPN UE TO
KINVIOTPIKO POPLOKEVLTIKO TPOTOV.

[TAbvete ta xEpla cag petd tn ypnon.

AlAeg TPOQULAAEELS

Ta deppotopuTo OV avaeépovtal oty Evoeltn £xovv {wovocoyovo SuVapIKO He Kivouvo HeTadoong
otov avBpomo. Trnpeite koA TPoowTIKN VYEWT (TAOGIUO TOV YEPLOV UETA TOV XEPICUO Tov DOV
Kol amoeuyn dueong emagne pe 1o (o). Edv moapovcioctovv onueia depuatikdv  Prapav,
EMIKOVOVNOTE [LE TOV Y1ATPO GOC.

Eyxvupoctvn kot yoAovyio.:

Mehéteg og (o epyaotnpiov £d€1&av onueia TepatoyEveong Kot eUPpuotolikdTnTag.
H acpddeia tov mpoidvrtog dev Exel emPeParmbel o Eykva 1 yalovyovvia {oa.
Agv poteivetar n ¥pfon KaTd T S1APKELN TG EYKVILOGVUVIG.

AMNAETIOPEOELC PE GAAL QOPUAKEVTIKA TTPOTOVTO KOl GALEG LOPQEG OAANAETIOPAIONG:

Na un yopnyeital pe avtidéva kovn avtayoviotég H-2 vrodoyéwv (oipetidivn/pavitidivi) 1
OVOGTOAELS avTAlag TpToviwV (1.). openpaloin), S10TL umopel va Tporomoindel 1 amoppoPNoN TG
ketokovalOANG (1 amoppdenon amaitel 6Evo meptBdilov).

H xetoxovaloin eivar vooTpmpuo Kol 1yvpos avaoToréns Tov kKutoypmuotog P450 3A4 (CYP3A4).
Mmnopei va, peidocel v amofoin eapudkov mov petaforilovtar amd 1o CYP3A4, adrhalovrag kot
EMEKTOON TIG CLYKEVIPDGELS TOVS 6TO TAAGHO. AVTO popel va Exel ¢ amoTELETHA AVENUEVES
OLYKEVTPMGELS TAACHOTOG .. TNG KUKAOGTOPIVIG, TV LAKPOKVKAK®OV AakTtovav (1eppektivn,
CEAAPEKTIVY, WAUTEPVKIVNY), TNG MOACOAGUNG, TNG CLoOTPIONG, TOV TAPAYOVI®OV OTOKAEIGHOD TOV
StdvAwv acBectiov, Tng eatvTavOAng, g dtyo&ivng, Tov pakpoidimv, g nebvAtpedviloAovng N Tov
KOVUOPWIK®V avTITnKTIK®OV. Ta avénpéva eninedo TAAGLATOS TOV QUPUAK®Y TOV OVOPEPOVTOL
TOPOTAVO PTOpEl va Topateivouy 1 ddpKeLo TV EMOPAcE®V KABDE Kot TV avemBOUNTOV
EVEPYELDV.

A v GAAN TAELPA, emaymyeic Tov KuToypduaTog P450 uropei va owéncovy tov pubud
HETABOAMGHOD TG KETOKOVALOANG, T.). Ta fapPirovpikd 1 1 @avotoivi umopovv va avé&noovy Tov
pLOUO petoPorlopod g ketokovaloing, Le amotéAecua LEIUEVT Plodiabeotiudtna, ETOUEVMG
UELMUEVT] OTOTEAEGUOTIKOTITOL.

H ketokovaloin umopel va LEIOGEL TIG GVYKEVIPAOGELG TG BE0PULAAIVNG GTOV 0pO.

H ketokovaloAn avacsTéAAEL TN PETATPOTN] TG XOANOTEPOANG GE KOPTILOAT Kot pumopel £T61 va
EMNPEAcEL T S0GOAOYI TNG TPIAOGTAVNC/ TOTAVNG GE GKVAOVE TTOL AapPdvouy Tavtdypova Oepameia
Y10 VIEPPAOLOETIVEPPLOIGLO.

Agv gival yvoot6 o€ molov Pabud ivorl oyxetikég auTéc ot OAANAETIOPAGELS Y10 TOVG GKVAOLS KoL TIG
YatEC, OALG, amovcia dedoUEVMVY, 1| GUYXOPTYNGCT TOV TPOIOVTOG KOl GVTMV TOV QUPUAK®VY Oa Tpémet
VO, ATOPEVYETAL.

No pn xopnyobdvtor GAAL eappaka 6to LMo ¥wpig TN GOUE®VN YVOUT TOV ETPAETOVTOS KTNVINTPOL.

Ynepdoooroyio (CLUTTOUATA, LETPO AVTIUETDTICNC, OVTIO0TA):

€ MEPUTTMOOELG VIIEPOOGIOG LTOPEL VO ELPOVIGTOVV TO aKOAOLBO cupmTOUaTH: ovopeSiol, EUETOC,
KVNGUOG, aAMTEKIN Kot 0vENong e odavivo-tpavepepdong (ALT) kot oAKaAIKNG @OoQOTACNG
(ALP).

Aocvufotdmrec:



Agv gepappolovral.

13. EIAIKEX IPO®YAAZEEIZ AITOPPIYHX ENOX XPHZIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY MIPOIONTOX 'H AAAQN YAIKQN ITOY
MNPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ka0e aypnoomrointo ktnviatptkd mpoidv 1| VAIKE mov mpoépyovtol omd TETold mTPoidvta TPEMEL VoL

amoppintovtal cOLPOVA LE TN Vopobesia.

14. HMEPOMHNIA TEAEYTAIAX ETKPIXHY TOY ®PYAAOY OAHTI'IQN XPHXEQX
11/2019

15. AAAEX ITAHPO®OPIEX

Xdaptivn cvokevacio mov mepéyet 1, 2, 3,4, 5,6, 7, 8,9, 1 10 ¢vAha akovpviov/PVC/PE/PVDC |, mov

nepéyovv 10 drokia éxaoTto.
Mmropei va, un dratiBevtor OAeg 01 GLOKELAGIES.



