DOYAAO OAHT'IQN XPHXHX:
Imaverol 100 mg/mL, deppotikd diddvpa, Tokvo dtdAvpa yio apoinon yio foogidn, Gloya, GKOAOVG.

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI TOY
KATOXOY THX AAEIAYX ITAPAXKEYHX IIOY EINAI YIHEYOYNOX TI'TA THN
AITIOAEEMEYXH IHAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddsiag KukAopopiag:
Audevard,

42-46 Rue Médéric,

92110 Clichy France

TTopaockevootng vVTevduvoc yia TV areAevdEpmon TV ToPTIdWV:
Lusomedicamenta Sociedade, Tecnica Farmaceutica S.A

Estrada Consiglieri Pedroso 69 B

Queluz de Baixo

2730 — 055 Barcarena,

[optoyoiia

Tomkoc avTIpdc®TOC:
EAANKO EAAAY AEBE
Meocoyeiov 335

152 31 XoAdavopt, Attikn
TnA.: +30 213 006 5000

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Imaverol 100 mg/mL, deppotikd didAvpa, mokvo dtdAvpa yio apainon yio foogldn, dloya, ckOAovg.

3. YYNGEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYZIEX

Kdabe mL swoAddpotog mepieyel 100 mg evikkovaldin.

4.  ENAEIZH(ELX)

INo ™ Bepoameio TV deppoTopuTidoemy Tov opsilovtal ota, ENG:
Trichophyton verrucosurn

Trichophyton mentagrophytes

Trichophyton equinum

Microsporum canis

Microsporum gypseum

5. ANTENAEIZEIX

Agv &yovv avapepet.

6. ANEINNIOYMHTEX ENEPTEIEX



To Imaverol didlvua givar oAl Kadd avekto. Xe avtifeomn pe To Tukvo StdAlvua, T0 apoulmuévo didivua
dev eivan epebioTikd oto dépua kat ta patio. Katd Adbog Aei&n Tov S10A0U0TOg amd To dEpUA N TIG
Tpiyeg dev mpokahel avemBOUNTEG EVEPYELEC.

Edv mopatnpnoete omoladmote avemBopunTn eVEPYEL, OKOMO KOL OV OEV AVOPEPETAL GTO ECMOKAEIGTO
OvAL0 OdNy1dV Xphiong 1 aUEPAAETE Y10 TNV OTOTELEGUOATIKOTITA TOV QOPUAKOV, Tapakaieice va
EVNULEPDOETE GYETIKMG TOV KTNVIATPd 0OG.

7. EIAH ZQQN

Booedn, droya, okvAOL

7. AOXOAOITA I'TA KAQE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Aocoloyia
To mokvo Imaverol digivpa (10%) apardvetar pe 50 pépn vepod o yhapn Beprokpacio doTe va yivet

dtidopa 0,2 % evikkovalding (2000 ppm). H Bepancia cuvictdror otny emdienym Kabe 3 £mg 4 nueépec,
v 4 eopéc. Le coPapég KaTaoTacElG 1) Oepaneia TapateiveTal.

[opaderypo:

- 20 mL mvkvo Imaverol idivpo dtodvovtan o€ 1 L yhopod vepoo.

- 100 mL mokvé Imaverol didAvua dtodlvovtar og mepimov 5 L yAiopod vepov.

- 1 L emutpénel v mopoackevn 50 L £To1uov Tpog pnomn apaimpévon SLoADIOTOG,

Tpomog yoprynong

Ta deppatdéputo eleépyovral ato Bviaka ¢ Tpixas. Emouévmg, gival anapaitnto vo agaipedel m
KpOLOTA, Yo TOPASEYLO LE pa oKANPY| BovpToa mov €xel ePPanTIOTEL TPOTNYOVUEVMG GE OPUDOUEVO
Imaverol diwlvpa. Eivor aropaitnto va yekacbei 6lo 10 {do katd v TpdTn €QOPUOYTH, DOTE VO,
AVTILETOTIGO0VV KOl Ol TEPLOYES LLE DTOKAIVIKT LOALVOT).

Booedn): Ta {oa gite TAévovTal [LE TO APOLOUEVO OLAAV LA 1) YPNCULOTOLEITAL LE POPTTO YEKACTIKO OO
VYNNG wieonc povadag kabapiopov. Na ypnoiponoteital tovAdyiotov 1 L dtaAdpatog yio kabe eviiiko
{o xat ¥4 L yia tovg pooyovg. No kabapiloviol 7pdta ot TEPLoYES TOL gival KOADUUEVEG LE AUoTN 7
KOTPOLVOL.

Zkorot: Katd ) didpkela g epoproyng va, wekdlete avtibeta and ) gopd TV Tpydv, MCTE Va
SwaPpoyel kaid To dEpLO. ZVUVIOTATOL TO KOVPELD TOV (O®MV e LOKPD TPIY®UL TPO TNG EPAPUOYNG TNG
Oepaneiog. Ta {da pmwopoldv va TePAGOLV Kot 0md AOVTPE [LE TO OPULMUEVO OLAAVLAL.

Aloya: Ot 0AAMOIOGELS Kot TO TEPIPAAAOY SEPUO. TPETEL VO TAEVOVTOL LLE TO QPULOUEVO OldALLO KGOE
3 €wg 4 nuépec, Yo 4 popég.

9. OAHT'TIEX T'TA TH ZQXTH XOPHI'HXH

Moévo Yoo KTNVIOTPIKY YPNOT. X€ WEPIKES TEPUTTMOELS, GUVICTATAL 1) TALTOYPOVI] CVIILETADTION
ToV TPoPAUaTOg Kol 6T0 TEPIPIAAOY, doTe va gAatT®mBel 0 aplBuog TOV GTOPOV TOV HUKNT®V,
mov vrdpyel o€ avto. To Imaverol didAvpa dev givan StaPpwTiKo.

10. XPONOX ANAMONHZX

Booegdn, Aloya: 0 nuépec.

11. EIAIKEX XYNOHKEX AIATHPHXHX



Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpoceyyilovy ta mondid.
Dvidocoetar og Beprokpacio pkpotepn Tov 25° C.

Avgpxela {ong LT TO TPDTO Gvorypa Tov TEPEKTN: 3 UNVEC.

Augpxeta {ong petd v opaioon cOpemva pe tig odnyies: 1 pvag.

12.  EIAIKH(EX) MPOEIAOIIOIHXH(EIX)

Agv &govv avapephel.

13. EIAIKEYX TITPO®YAAZEEIX AINOPPIYHX ENOX XPHXIMOIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IMOY
MPOEPXONTAI AIIO TH XPHXZH TOY IMTPOIONTOX

Ta eapuaxo dev TPETEL VAL OTOPPITTOVTOL LECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

Yoppovievbeite Tov knviaTpd oG Yo TOV TPOTO ATOPPLYNG TOV XPNCLUOTOMOEVI®V PapUAK®V.
Ta pé€Tpa aVTé ATOGKOTOVY GTNV TPOSTOGiH TOV TEPPAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

25/06/2019

15. AAAEX ITAHPO®OPIEX

2voKevaocies:

Ddrorido tov 100 mL pe docouetpikd Komdit.
dudn tov 1000 mL pe S0G0UETPIKO KATAKL.
Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

ApBuoc Adgiag Kukhogopiag: 81126/25-06-2019/K-0234301

"o omoladnmote TANPOPOPIa. GYETIKE LLE TO TAPOV KINVIOTPIKO QUPUOKEVTIKO TPOTOV,
nmapokareicOes va arnevbuvbeite 6ToV TOTIKO AVTITPOGMITO TOV KOTOYXOL TG AOEIG KUKAOPOPIaG.

*yopmyeital pe cvvtayn Kmvidtpov™®
NA ®YAAXIETAI MAKPIA ATIO TA ITAIAIA



