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AAAHAEffYH2: 

E0NIKm: OprANIIMOI <1>APMAKON 
MwoV£iwv 284, 15562 XoAopvoe; 

www.eof.gr 

t::JvorJ l\IOIKrJT1KWV YTTrJPWIWV EAEVXou npOIOVTWV A0HNA. 6-6-2011 

nArJPo<popi£e; M. 2:APMOY2:AKH AP. npOT.: 40886 

TrJAE<pwvo 210-6507200 


ErKYKJ\IOI - AnO<1>AIH 

0EMA 	Ko8op1olJoe; n£piArJ4JrJC; XapaKTrJPIOTIKWV TOU npOloVTOe; KOI <lluAAou 00rJVIWV Via TO XP'iOTrJ 
<P0PIJOKEUTlKWV TTPO/OVTWV TTOU TTEPIEXOUV OpOOT/KO OUOTOTIKO MICONAZOLE NITRATE r') 
MICONAZOLE (OfPIJaTIKr') XPr')<HI). IJOVO Vta HI IJOp<Pr'): KPfIJO 2% 

"ExOVT£e; UTT04JrJ 

a) TIC; OIOTO~EIe; TrJe; KOIV~C; YTTOUpVIK~C; ATTO<pOOrJC; l\Yf3 (0) 83657/2005 "nEpl EVOPIJOVI0rJe; TrJC; E""rJVIK~e; 


NOlJo8£oiac; IJ£ TrJV OVTiolOlXrJ KOIVOTIK~ OTOV TOIJEa TrJe; KUKAo<popioC; ..... TWV <P0PIJOKEUTlKWV 

TTpO/OVTWV, TTOU TTpoopi~oVTOI VIO ov8pwTTlvrJ XP~OrJ", 


13) TrJv UTT' opi81J 43391/23-6-2010 ATTO<pOOrJ npotopou EO<ll (<llEK 1052/TEUXOe; Mlmpo/12-7-2010) 

«nEpi IJETOl3ll3oOEwc; OIKOIWIJOTOe; uTTovpa<p~e; aTTo TOV npoU:ipo EO<ll TTpOe; TOUe; TTPOloTOIJEVOUe; 

on::u80voEWV EO<ll» 

V) TrJ fVWIJOTEU0rJ lOU ETTlOTrJlJOVIKOU 2:ulJl3ouAiou EVKpim:wv , TIJ~lJo A' op. <ll-132/11-4-2011 


AnO<1>AIIZOYME 

H nEpiArJ4JrJ XOPOKTrlPIOTIKwv TOU npOIOVTOe; <P0PIJOKEUTIKWV TTpOIOVTWV TTOU TTEPIEXOUV OPOOTIKO 
OUOTOTIKO MICONAZOLE NITRATE ri MICONAZOLE (OfP!.IOTIKri XPrioll). !.IOVO VIO Til !.IOP<Pri: 
KpE!.IO 2%, Opi~ETOI we; E~~e; 

nEPIJ\H'VH TON XAPAKTHPIITIKON TOY npoYoNTOI (SPC) 

1. EMnOPIKH ONOMAIIA TOY <1>APMAKEYTIKOY npo"iONTOI: 

2. nOIOTIKH & nOIOTIKH IYN0EIH Of OPOOTIKO OUOTOTlKO: 

KPEIJO 2% 	 Miconazole nitrate 20mg/g 

3. <1>APMAKOTEXNIKH MOP<1>H: 
KptlJo 

4. KJ\INIKA ITOIXEIA 

4.1 0fpOTTWTlKt<; EvOEi~EI<;: 
TOTTlK~ E<POPIJOV~ VIO TrJ 8Epomio 

OEPIJOTOIJUKrJTIOO£WV TTOU o<pEiAoVTOI OE Trichophyton rubrum, Trichophyton mentagrophytes & 
Epidermophyton floccosum OTTWe; 5EPIJOTo<puTia TWV TTo51WV (TTMI 08ArJT00) (tinea pedis), TWV 
f.JrlPOVEVVIlTIKWV TTTUXWV KOI TWV OKEAwv (tinea crUris), 
OEPIJOTOlJuKIlTIOOEwv TTOU o<pEiAoVTOI OE ~UIJOIJUKflTEe; (TT.X. Candida alblcans), OTTWC; KOVTIVTIOOEle; 
TWV TTTUXWV TOU otplJOlOe; (TTOpOTpiIJIJOTO), VWvIWOfle; OlOlJOTiTIOO (OUVXEIAiT/Oo, perleche), 

http:www.eof.gr
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2.4.2 	 HAIKIWIJEVOI: 10XUEI OT! KOI ylo TOU<; £V~AIK£<; 

2.4.3 	 KUllall: nopoAo TTOU 11 Kpt!JO XPIlOl!JOTTOI£iTOI !Jovo YIO TOTTlK~ £epoP!Joy~ KOI qJcpovil;£1 TTOAU 
!JIKP~ OUOTIl!JOTIK~ oTToPPOepllOIl OEV 80 TTPETTEI va XPIlOlIJOTTOIEiTOI OTO TTPWTO TpilJllVO Hl<; 
KUIlOIl<;, EKTO<; ov oU!Jcpwvo !JE Tllv Kpioll TOU IOTpOU TO OVO!JEVOIJEVO oTTon:AEolJo OVTIOT08!Jil;£1 
TOV Kivouvo. 

2.4.4 	 raAouxia: nopoAo TTOU Il KPE!JO XPIlOllJOTTOIEiTOI !Jovo YIO TOTTlK~ £epoP!Joy~ KOI EIJCPovil;EI TToAu 
fJIKP~ OUOTIl!JOTIK~ oTTOPPOCPIlOIl 80 TTPETTEI va XPIlOllJOTTOIEiTOI KOHl Til OIOPKEIO TIl<; yoAouXio<; !JE 
TToM~ TTPOOOX~ 

2.4.5 	 nOlOl(l: No IJIl XPllol!JOTTOIEiTol OE TTOIOIO IlAIKio<; KClTW TWV 2 (TWV 
2.4.6 	 IOlainpES TTPOElooTTolliaEIS Yla TO TTEPIEXOIJEVa tKooxa: 
2.4.7 	 ETTiopaall aTl"lv ooliYllarJ KOI TrJ xpliarJ IJrJXavrJlJClTwv: Mv ETTIOpO 

2.5 AMrJAETTlOpciaEIS IJE ciMa q>ciPlJaKa Ii ouaiES: 
H OUOTIlIJOTIK~ oTTOPPOepllOIl TIl<; IJIKovol;oAIl<; OTTO Tllv TOTTlK~ EepOPIJOy~ EivOI TToAU IJIKP~, WOTE vo fJllv 
OVOlJtvETOI Kivouvo<; oMIlAETTIopOOEWV 

2.6 h.oaoAoyia 
1I0Ipw~u<:; TOU 6tpporo<:;. EepoP!Joy~ TIl<; KPEIJO<; 1-2 epopt<; Tllv IlIJEPO OTllv TTpoof3E~AIl!JEvll mploX~ 
KOI ETTOAEIl(J~ TOU IlE Tllv ~0~8EI0 TWV OOKTUAwv. KOla TIlV OIOPKEIO KOI !JETO Tllv 8EPOTTEio TWV 
AOlfJW~EWV TWV TTOOIWV KOI TWV TTTUXWV IJE KpEIJO. OUVIOTOTOI 11 TTpo08ETIl K081lIJEPIV~ TOTT08ETIl01l 
OEPIlOTIK~<; KOVEW<; (IOIOiTEPO IJETO~U TWV OOKTUAwv KOI ETTITTMov OTl<; KoATOE<; KOI TO TTOTTOUTOIO). 

H 8EPOTTEio IJE «ONOMA npOIONTOL» TTpEml va OUVEXI08Ei xwpi<; OIOKOTT~ IlEXPI KOI OUO E~OOfJOOE<; 
fJETO Tllv E~oepOVIOIl TWV ~Ao~wv (ouv~8w<; 4-6 E~oofJ60E<; OUVOAIKO) 

napOTopdo£l(; MEPIKO IJETPO uYIEIVO<;, OTTWe; 0 K081lIJEpIVOe; K080p101JOe; IlE VEPO TWV ~Ao~wv KOI TWV 
yupw TTEPIOXWV, 11 OUxv~ oMoyO KOI oTToAulJoVOIl TWV KoATOWV KOI TWV TTOTTOUTOIWV (EepOPIJOYO 
OEPIlOlIK~e; KOVEWe;) ~01l80uv OTO va ETTITEUX80uv TOXUTEPO TO 8EPOTTEUTIKel OTTOTEMolJOTO 

Luv~8we; 11 ovoKOUeplOIl TWV OUIJTTTWfJelTWV mEPXETOI 2-3 IllltpEe; IJETel Tllv EVOP~1l Tile; EepOPlloy~e; KOI 
OTOUe; TTEPIOOOTEpOUe; 008EVEie; TTOPOlIlPEiTOI OIJEOWe; IJETO KAIVIK~ pEATfwOIl. Eov IlETel 15 IlIJEPWV OEV 
mEPXETG! KAIVIK~ ~EATfwOIl. TTptTTEI va ETTovo~loAoYll8Ei 11 oloYVWOIl KG! 11 8EPOTTEio OTTO TO YIOlPO OOe; 

2.7 YTlE pooaoAoyia-AVTIIJHI.AHTlall: 
Av XPIlOlfJOTT01~OOTE TO «ONOMA npOIONTOb mpIOOOTEpEe; epopte; OTTO OT! OOe; EiXE OUOT~OEI 0 
YlOTpOe;, Il TTOPEi va ooe; EfJepOVI08Ei Epu8pOTIlTO, oiOllllO ~ 1110 oi081l01l KOUOOU LE OUT~ Tllv mpiTTTWOrj, 
EivOi OPKETO va TTopoAEil(JETE !Jio ~ ouo EepOPlJoyte; TOU epoPllelKOU KOI va OPXiOETE ~ovc'l IJE TO OWOTO 
pu8IJO 

Av OUIl~Ei TUxoio KOTelTTOOrj ETTlKOIVWV~OTE IJE TO YIOTPO ooe; ~ TO KtvTpo LlIlAIlTIlPIOOEWV TIlA 210 
7793777. 

nArypocpopiEt; yla TOV ytarpo OE TTEpimwury UTTEpoouoAoyiat;: 
LE mpimwOIl TUxoioe; KOlelTTOOIle; IJTTOPEi va XPrjOlllOTTOl1l8Ei IJIO KOToMIlAIl fJE8000e; yOOTpIK~e; KEVWOIl<;. 
OV KPI8Ei ovoYKoio 

2.8 AVETTl9uIJrJTES EVtpYEIES 
To «ONOMA npOfONTOL:» EivOi KOAO OVEKTO. 
LE OTTOVIEe; mpITTTWOEIe;. EPE810!JOe; ~ ~TTlO oi081l01l KOUOOU ~ OMEPYIKO OEplJOTiTioO IJTTOPEi va 
E!JepOVI08Ei OTO OllfJEio TTOU EXEI EepoP!J008Ei TO CPOPfJOKO. LTIe; TTEPITTTWOEIe; OUTEe;. ouvo8we; EivOI OpKETO 
va TTopoAEil(JETE Ilia ~ mplooOTEpEe; ECPOPlloyte; TOU epOPIlOKOU 
Av IlETa OTTO Ko8E EepOplJOYO TOU CPOPIJOKOU oKoAou8Ei KVrjOIJOe; KOI Epu8pOTrjTO, aUTO IJTTOPEi va 
UTTOOrjAWVEI UTTEPEUOI08rjoio (OMEpyio) LE aUTO TrjV TTEpiTTTWOrj OIOKOl(JTE TIlV 8Epomio KOI 
aUIlPouAEU8EiTE TO YIOlPO 
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(1-1£ Tflv nOpOKArjOrj £Vrjl-l£pwoq TWV 
TOmKwv IOTPIKWV LUAAOYWV Tfl<; xwpO<;) 

4. 	 nOV£AAr'jVIO OOPI-l0K£UTIKO LuAAOYO 

n£lpolw<; 134 & Ayo8fll-l£POU 

118 54 A8r'jvo 

(I-l£ TrjV nopoKArlofl £vfll-l£pwofl<; TWV 

TOTIlKWV OOPI-l0K£UTIKWV LuAMywv Tfl<; xwpo<;) 


5. 	 nOV£AAr'jVIO 'Evwofl OOPtJ0Konolwv 

NooflA£uTIKWV I(5PUI-l0TWV 

MlxoAoKonouAou 99, 11527 A8r'jvo 


6, 	 IKA-OopI-l/Kr'j Ynflpwio 

Ay,Kwv/vou 8,10241 A8r'jvo 


7. 	 OfA KAo(5o<; OOPI-l0K£UTlKr'j<; fl£pi8oAljJfl<; 

nOHloiwv 30, 106 77 A8r'jvo 


8, 	 OiKO<; NOUTOU n£lpOIW<; 

K.noAOIoMyou 15 

18535 nElpOIO<; 


9. 	 OiKO<; NOUTOU AB~vo<; 


fAouOTWVO<; 2 & nOTfloiwv 

106 77 AB~vo 


10. 	 KtVTPO ~flAflTflPl(jo£wv 


NOOOKOI-l£io noiowv "n,& A KUPIOKOU" 

11527 fou(5i 


~ 1 	 LOEE 
~ 

I\£WCP, KflCPloio<; 280 & Ayplviou 3 
152 32 XOMv(5PI, ABr'jvo 

12, 	 nOV£AAr'jVIO "EvWOfl OOPI-lOKOi3IOl-lflXOvio<; 

1\0I-lIjJO 7, 115 24 Al-lmMKflnOI, A8r'jvo 


13. 	 LUAAOYO AVT/nwv OOPI-l0K£UTIKWV EI(5wv & EI(5IKOT~TWV 
050<; T OTolou 
180 XAI-l, E8v1Kri<; o(5ou ABflvwv-l\ol-lio<; 
146 10 N EPY0PAIA 

14. 	 ~EATio Ayopovol-lio<; 

nOVETIIOTfllJiou 42, 10679 A8r'jvo 


15 	 TESE OOPIJOK£UTlKE<; YnrlPwi£(,; 

Ay KWVOTOVTivou 5 

10351 A0HI\IA 


16. 	 MrJ IJEA'l LuAMywv 

(onw<; ° nivoKo<;) 


ErOTEPIKH .6IANOMH: 
1. ~/vofl OOp/KWV IVIEAETWV & 'Ep£uvo<; 

2 ~/vofl ~/KWV YnflPWIWV EAtyxou npOIOVTWV 


TlJrilJo 'EK(5oofl<; & Kwo. Anocpoo£wv 
3 f POlJlJOTEio EmoTfllJOvlKOU LUIJf3ouAiou EYKpio£wv 
4. fPOI-lI-lOT£io MUTEpof3081Jlou EmoTfll-l0vIKOU LUI-lf3ouAiou 
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