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OYAAO OAHI'TQN XPHXHX

Flenazole®
Fluprednidene acetate + Miconazole nitrate
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Ovopoaocio Tpoidvrog
Flenazole®

Yvvleon
ApaocTikég ovoieg: Fluprednidene acetate ka1 miconazole nitrate.

"Exdoya: Dimethicone, Triglycerides medium chain, White soft paraffin, Glyceryl

monostearate 40-50%, Stearyl alcohol, Glyceryl monostearate, Macrogol stearate
5000, Propylene glycol, Water purified.

Dappoxoteyviki popoen
Kpépa eSmteptkng xpnong.

IeprekTIKOTNTO 6€ OPUSTIKA GVGTUTIKA
Ké0e g kpépac Flenazole® mepiéyer 1 mg fluprednidene acetate kot 20 mg miconazole
nitrate.

Ieprypapn - Zvokevooia

e KdaBe xovti mepiéyxer coinvaplo pe 20 g kpépog eEmTEPIKNG XPNONG Kot GUAAO
ooMYydV XpNong.

o Kd&Be wovti mepiéyer cwinvaplo pe 50 g kpépog eEmtepikng ypnong kot eOALO
00T YLOV YPNOTG.

®appoxodepamevTIK KOTNYOPid
Tomkd avtipieypovddes kot aviypvkntiactko (ATC: DO1IAC20).

YrevOvvog Kvkhogopiog
TAPTKET ®APMA, Mevavdpov 54, 104 31 Abnva, TnA.: 210 5224830, ®af: 210
5224838, E-mail: info@targetpharma.gr, http://www.targetpharma.gr

Hopaokevaotig
PAD®APM AEBE, ®¢on [Tovot Xatln, Ayiov Aovkd 19002 TToavior Attikngc.

TI IIPEITIEI NA I'NQPIZETE I'TA TO ®APMAKO IIOY XAX XOPHI'HXE O
I'TATPOX XAX

I'evikég mAnpogopieg

H xpépo Flenazole® mepiéyer dvo Spaoctikd ocvotatucd: fluprednidene acetate kot
miconazole nitrate.

To  fluprednidene  acetate  aviket oty  Kotyopics.  TOV  GYLPAOV
YAVKOKOPTIKOGTEPOEWADV. Ol aVTIOAAEPYIKEG, OVTIKVIIOUMOELS, OVTIPAACTIKEG Kot
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AVTIPAOYIOTIKES O10TNTEG TOV, TUTIKEG TMV YAVKOKOPTIKOGTEPOEWOMV, 0modeiydnkay
o€ TOAMOTAQ TTEPapaTo TOG0 6€ (M 650 Kot 6€ avOp®TOUG.

To dedtEPO dpOoTIKO GLOTATIKO TOV GLVOVAGHOV, 11 Miconazole nitrate sivar pio
OVTILVKNTIOGIKT OalOAN.

H miconazole xkAwikd omodeiybnke omOTELEGUOTIKY £VOVTL T®V OEPUATOQVTMV
Candida spp, Pityrosporum spp, Torulopsis glabrata, Aspergillus spp, Dimorphic
fungi, Cryptococcus neoformans.

H miconazole nitrate &yetl eniong avtifoktnpiaxn dpdon Evavtt Kamolmy Katd gram
OeTikdv Pakilov Kot KOKK®V.

Evésiterg

H «xpéua Flenazole® evdeikvotar oe QAEYLOVOSEIS SEPUATOUVKNTIAGE (TTOV
oQeilovTal 6€ dEPUATOPVTO, PAOCTOUDKNTES KOV EVpOUOKNTES). Emionc evdeikvotal
o€ £KCeNa OVOLOAVGUEVO OO LWOKNTEG.

H xpépo Flenazole® evdsikvuton kupiog yi v évapén g Ospamsiog. MOAG Ta
QAEYHLOVAOON cvurtopota eEapovicBovv, tote 1 Bepameio pmopel va cuveyiobel e
KPEUO OV TTEPLEYEL WG OPAOTIKO GLOTATIKO LOvo Mmiconazole nitrate av avtd kpibei
amapaitnro.

Avtevoeierg

H kpépo Flenazole® dev mpémet va ypnGULOTOIEiTON GE OPIGUEVES EISIKEC SEPUATIKEG
nadnoelg (GVEIAN, euuaTioon), 68 LOAVVGELS TOV OPEIAOVTIOL GE OPIGUEVOLS 100G
(cOumieypa  épmnrog, £€pmng COOTNPOS, OGVEUELAOYIA), OF OVTIOPACELS OO
eUPoAlOCHOVE, GE TEPIGTOUATIKY OEPUATITION, GE POOOYPOL OKUNY, GE OKUN KOl GE
TPWOTOYEVEIC OLOTUNTIKEG OEPUATIKEG LOADVGELS.

Avtevoeikvotanr  emiong o€ TEPMTOGES amodedeyUévng vmepevatcnciog orta
OLOTOTIKA TOV TPOTOVTOC.

H «kpéua Flenazole® Sev mpémer vo epoppdletar oty mePoy] TOV UOTIOV, GTo
BAEpapa, 6TO dEpUa OV €xEL Yivel 1oyvO, o€ TANYES Kot o€ €Akn. H emagn pe tig
BAevvdoelg pepppdvec mpémet vor amopevyETaL.

E1d1kég Tpo@uAdiels kKan TPOELOOTOUGELS KOTA TN Y P1oT)
H xpépa Flenazole® Sev mpémet va spappdletar yio peyéha ypovikd Stactipato, os
EKTETAPEVES TEPLOYES TOV OEPUOTOS KAUT| LE EMIOEDT).

Kinon kot yorovyia
H «péuo Flenazole® mpémer va yopnysitow pe mpocoyn] kotd Tn Sdpkelo g
EYKLHOGLVTG Kot ToL OnAacuo, Kabdhg eniong kot ota Bpéen.

Enidpaocn otnv IKavoTNTA 00117161 KOL YEPIGROD P OVI|LATOV
Agv emdpd 6TV KAvOHTNTO 00N YNOTG KO YEPIGHLOD UNYOUVILATOV.

Idwaitepes TPOELOOTOMGELS Y10 TO TEPLEYONEVA EKOOY A
Koapia.

AMMAETMOPAGELS HE GAAO PAPNOKO 1] OVGIES
Agv vTépyovV YVOOTEG OAANAETIOPAGELS GE TOTIKY| EQPOPLLOYT.
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Aocoroyia

H xpépa Flenazole® spapuoleton pe pio shogpild sTGAEWYT GTNV TAGYOVGO TEPLOYH
pia €mg 000 PopEG TV NUEPOL.

H «pépo Flenazole® mpémet suviBmg va ypnoyonoteitar yio 1 akopo efdopada petd
TNV AVTLETAOTICT] TOV COUTTOUATOV.

Ynepdoooroyio — AvVTIHETAOMION

[Topatetapévn kot vrepPoAtlkn ypnon UTOpPeEl Vo 0ONYNOOLV GE OEPUATIKOVS
epeDIoOVS Kot OEPUATIKN ATPOPia, KOOMG KOl € KATAGTUATIKN EXIOPOCT GTO PAOLO
TOV ETWVEPPIOIOV 0PEINOUEVT] o€ avénuévn amoppdenon. O gpebiopndc kot n dpdon
TOV €Ml TOV PAOL0D TV eMvePPOiY e€apavifovtal pe T dtakonn TG Bepameiog, aAld
1M dEPLOTIKY aTtpoeio umopel vo Tapapetvet.

Av amd AdBog AneOel To appako omd T0 GTOpN deV TOPOVSIALETOL KavEVa TPOPAN L
AOY® NG WKPNG TOGOTNTOS TOV OPOCTIKAOV GLGTATIKOV KOl TNG TOAD YPNyopNnS
vpeong g opaong tov fluprednidene. I'a to Adyo avtd de ypetdletar va AneHovv
E101KA PETPAL.

AvemOOunTeg gvépyereg

Moxpoypévia Ospomeion pe kpépo Flenazole® sivar cuvifog kalé omodexth. H
paxpoypdvio Oepomeion KOV 1 EPAPLOYN TNG OE EKTETAUEVEG TEPLOYEG TOV OEPLOTOS
Kuplwg pe emideon, UmTopel va TPOKOAEGOVV SEPUATIKEG OAAOLDGEL OTMG ATPOPia,
TAQYyyEleKTacio, eKTETOUEVES  POPODOCELS, OTEPOEWDN OKUY, TEPIGTOUOTIKN
deppatitida, VIEPTPiYWOT, ATOUEAAYPOGCT KOl SLOTAPAYES GTO OPLOVIKO GUGTN LA,
€ OMAVIEG LEPOVOUEVES TEPITTMOGELG UTOPEL VO TPOKANB0VV aALEPYIKES 1) EPEOIOTIKES
OEPUATIKEG OVTIOPACELS TOV UTOPEL VL 0dNYNGOVV GE deppaTIKa eSavOnuota.

Kévrpo Anintyprdccsov Adnvov, Tni.: 210.7793777

e mepintmon mov Bewpeite OTL TO PAPLOKO GOG TPOKAAESE KO avemBountn
EVEPYELD TOAPOKAAOVUE VO TN YVOOTOTOMGETE 010 Ogpdmovta 1Tpd cOg, M OTO
QoPUAKOTOO 1 AAAO emayyeApatioo Tov Topén TG vyeiag , | anevdeiog otov EBvikd
Opyovicpuo Gapuakov (Mecoyeiov 284, 15562, Xolapyog, www.eof.gr).

Tvpémer va yvopileTe 6TV TEPITTOGT TOV TAPOUAEIWPETE VO TAPETE KATOLY, OO0M
Na mhpete v 060m 000 yivetar mo ypryopa. Av, dpmg, TAnctdlel n dpa yo tnv
emopevn 06om unv kdvete ypnomn e d06oNg mov moapaAieiyate, oALd cuveyiote
Kavovika tn Oepameia.

Mn omhactdlete TG 00GELS.

T npéner va yvopilel o ao0eviic yro v nuepopnvio MENS 10V TPOidvVTOC

H nuepopnvia AnEng tov mpoidvtog avaypdeeTon TNy e£MTEPIKT GLOKELOGIN KOl GTOV
TPOTOYEVN TEPLEKTN (COANVAPLO).

Mn ypnoponoteite 1o apuaKko av Exel mapéABel n nuepounvia ANENG tov.

Idwitepeg TpoPLAGEELS Y10, TN QVAAEN TOV TPOIOVTOG
Noa pvAdocetal og Oepuokpacio yapmAidtepn tov 25°C kot pokpid amd o Todid.

Hpepopnvia tedevtaiog avade®@pnong tov gvriov 0dnyrdv 14-10-2022
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3. ITAHPO®OPIEX I'TA THN OPOOAOI'TKH XPHXH TQN ®PAPMAKQN

e To @dapuroko avtd coc TO0 EYPOYE O YIOTPOS GOG LOVO Y10l TO GUYKEKPLUEVO 10ITPIKO
oG TpOPANua. Aev Ba Tpémel va 1o divete g dALN ATOWO 1] VO TO YPNCULOTO|GETE
Y Kémowo GAAN TaOnom, xwpic Tponyovpévmg va £xete cupfovievdel To yaTpo
Goc.

e Edv xatd m ddpkelo g Oepameiog epeavicdel Kamolo TpOPANUA LLE TO APLOKO,
EVIUEPMOTE AUECHS TO YIATPO GOG 1] TO PAPLOKOTOLO GOLC.

o Edv éyete omoadnmote pOTNUOTIKG YOP® ad TIC TANPOPOPIEG TOL APOPOLY TO
Qapproko mov AauPavete 1 ypeldlecTe KOADTEPT EVIUEPMOT Yl TO 1ATPIKO COG
TpoPAnua un dotdoete va (NToeTe TIG TANpoopieg avtég and 10 yTpd 1 10
QOPLAKOTOLO GOG.

e [ va givor amotelecpaTikd Kot AGQUAEG TO PAPUAKO OV Gog yopnynonke Oa
TpENEL VoL AopuPaveTon GOUP®VO LE TIG 001 YiES TOV Gag 3OO KA.

e [0V aoc@aAeld cag Kot TV vyeio 6o¢ Eivor amapaitnTo vo S1ACETE [LE TPOGOYN
KkdOe TAnpoopic ToL APOPA TO PAPLLOKO TOV GOG XOPNYNONKE.

e No un dtatnpeite To PApPLOKO GE EPLLAPLA TOL AOVTPOY, 010TL 1} (EoTN Ko 1 VYpacia
UTOpEL VoL GAAOLDGOVY TO PAPLLOKO KO VO, TO KATAGTNOOLV EMPAOPES Yo TNV vYEia
G0,

e No punv kpotdte pappaKa Tov dev ta ypelaleste TAEOV | TOV NOM £xovv ANEEL.

o [0 peyaddtepn acedrela kpatdte OA To PAPULOKA GE AGPAUAEG LEPOG LAKPLE OTd
TOL TOLOLEL.

4. TPOIIOX ATAGEXHX

To @dppaxo avtd yoprnyeitor LOVO LE LTPIKT] GLVTAYY.



