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ErKYKJ\lor - AnO<J>AIH 

0EMA: K080P101.10<; nEpiAfjljJJ"j<; XOPOKTJ"jPIOT1KWV TOU npOiOVTOe; KOI <PuMo OOJ"jYlwv Ylo 
TO Xp~OTfj <P0PI.10KWTlKWV rrpolovTWV rrou mpltxouv OPOOTIKO OUOTOTIKO 
MICONAZOLE 

"ExOVTEe; urroljJfj: 
a) 	 TIe; OIOTO~EIe; TJ"j<; KOIV~e; YrroupYIK~e; Arro<pooJ"je; IIYf3 (a) 83657/2005 "nEpl EVOPI.10V10J"je; Tfje; 

EMfjVIK~e; N0I.108wio<; IJE TJ"jV oVTioTOIXJ"j KOIVOTlK~ OTOV TOl.1tO TJ"j<; KUKAO<popioe; 
....................... TWV <P0PI.10KWTIKWV rrpoIovTWV, rrou rrpoopil;oVTOI YIO ov8pwmvfj Xp~oJ"j", 

~) 	 TJ"jv urr' apI81.1.: 43391/23-6-2010 Arro<paofj npotopou EO<P (<PEK.1 0521TEuxoe; llEUTEPO 1 
12-7-2010) "nEpi l.1£.To~il3aofje; OIKOIWI.1OTOe; urroypo<p~e; arro TOV npOEOpO EO<P rrpoe; TOUe; 
rrpOloTOl.1tvoue; olw8uvOEWV EO<P" 

y) 	 Tfj fVWIJOTWOJ"j TOU EmoTJ"jI.10VIKOU LUl.113oUAiou EYKpioEWV op.<P-252/2-7-2010 

AnO<J>AIIZOYME 

1. H nEpiAJ"jljJJ"j XapoKTJ"jpIOTlKWV TOU npOIOVTOe; <P0PlJaKWTIKWV rrpoiovTWV rrou rrEpltxouV 
OPOOTIKO OUOTOTIKO MICONAZOLE opil;£.Tol we; E~~e;: 

nEPIAH'PH THN XAPAKTHPJ1:TIKHN TOY npOIONTOE (SPC) 

1. EMnOPIKH ONOMAI:IA TOY 4l>APMAKEYTIKOY npOIONTOI:: 

2. nOIOTIKH & nOI:OTIKH I:YN0EI:H 01:: OpUOT1KU 0l)OTUT1KU: 

llEPIJOTlK~ KOVIe; 2%: 	 Miconazole nitrate 20mg/g 

3. <J>APMAKOTEXNIKH MOP<J>H: 
llEPIJOTlK~ KOVIe; 

4. KJ\INIKA ITOIXEIA: 

4.1 0EPOlTEUTIKEC; Evo[i~[IC;: 


TomK~ E<POpl.1oy~ YIO TJ"j 8Epamio OEPI.1OT0I.1UKflTIOOEWV rrou o<pEiAOVTOI OE Trichophyton 

rubrum, Trichophyton mentagrophytes & Epidermophyton floccosum orrwe; OEPI.1OTO<pUTio TWV 

rroOlwv (rrool 08AfjTOU) (tinea pedis). 


4.2 ~oooAovia KOI TPOlTOC; XOPrlV'lO'lC;: 

E<popl.1oy~ TOU «ONOMA npOIONTOL» 1-2 <popte; TfjV J"jl.1tpO OTJ"jV rrpooI3EI3AJ"jl.1tVJ"j mploX~ 

(loloiTEPO I.1£.TO~U TWV OOKTUAWV KOI EmrrMov OTIe; KoMoE<; KOI TO rrorroUTOIO). 
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Luvr')8w<; 11 ovoKouq:>loll TWV OUI-ITTTWI-I0TWV mtpX£TOI 2-3 Ill-lt PE<; I-I£TO TIlv tvoP~Il TIl<; 
Eq:>OPI-I0Vr')<; KOI OTOU<; TTEPIOOOTEPOU<; 008EVEi<; TTOPOlIlPEiTOI Ol-ltow<; I-IHO KAIVIKr') 13£!\Tiwoll· 
Eov I-IHO 15 IlI-lEPWV 0 008EVr'j<; OEV oEiXVEI Kt.IVIKr') I3Et.TiwOll, TTptTTEI vo movo~lot.oVIl8Ei 11 
olovvwoll KOI 11 8Epomio. 

H 8Epomio I-IE «ONOMA IlPOrONTOb TTptml vo OUVEXI08Ei xwpi<; OIOKOTTr') I-ItXPI KOI Mo 
EI3001-l00E<; I-I£TO TIlv E~Oq:>oVIOll TWV I3t.ol3wv (ouvr'j8w<; 4-6 EI3001-l00E<; OUVOt.IKO). 

llopOl!]pDOEIS: MEPIKO I-ItTPO UVIEIVr')<;, OTTW<; 0 Ko81lI-lEPIVO<; Ko8oplOl-lo<; I-IE VEPO TWV I3t.ol3wv 
KOI TWV vupw TTEPIOXWV, 11 OUxvr') oMoVr') KOI oTTOAUI-IOVOll TWV KOt.TOWV KOI TWV TTOTTOUTOIWV 
(Eq:>0PI-I0Vr') OEPI..l0TlKr')<; KOVEW<; «ONOMA IlPOIONTOL}»), 130ll80uv OTO vo ETTlTWX80uv 
TOXUTEPO TO 8EPOTTWTlKO OTTOTEt.£OI-lOTO. 

4.3 AVTEV6Ei~EIC;: 


rVWOTr'j UTTEPWOI081loio OTIlv I-IIKOVO~Ot.Il r') OE KOTTOIO oMo OUOTOTIKO, TIl<; OEPI..l0TlKr')<; KOVEW<;. 

No I-IIlv XPIlOlI-iOTTOIEiTOI OE TTOIOIO Ilt.lKio<; KOTW TWV 14 £TWV, xwpi<; TIlv oUl-Il3out.r'j IOlpOO. 


4.4 1610iTEPEC::; upoEl6ouOllloEIC::; KOI 1610iTEPEC::; upOc.pUAO~EIC::; KOTO TfJV xpl'}ofJ: 
Av EI-lq:>OVI08Ei umpwOIo81loio r'j EpE8IOl-lo<;, 11 8EPOTTEio TTptTTEI vo OIOKOTTEi. 

H OEPI-IOlIKr'j KOVI<; «ONOMA IlPOIONTOL» OEV TTpEml vo tA8EI OE moq:>(II..lE TOU<; 0q:>8ot.l-lou<;. 

rEVIKO I-IETPO UVIEIVr'j<; TTpEml vo t.0lJl3ovovTOI VIO VO Et.£VXOVTOI 01 TTIlvt<; I-IOt.UVOIl<; KOI 

ETTlI-IOt.UVOIl<;· 


4.5 AMfJAETTl6poOEIC::; .,.E aMo c.pap.,.oKo KOI aMEC::; .,.opc.ptc::; oMfJAEUi6poofJC::;: 
H OUOTIlI..l0TlKr'j oTToPPOq:>1l01l TIl<; I..lIKOVO~Ot.ll<; OTTO Tllv TOTTlKr'j Eq:>0PI-IOVr'j EivOI OI..lEt.IlTtO, WOTE 
vo I..lIlV OVOl..ltV£TOI Kivouvo<; oMllt.ETTlOPOOEWV. 
H OUOTIlI..lOlIKW<; XOPIlVOUI-IEVIl MIKOVOsOAIl EivOi VVWOTO OTI OVOOTEMEI TO CYP3A4J2CP. I\ovw 
TIl<; I-IEIWl-ltvll<; OUOTIlI-I0TlKr'j<; OTTOPPOq:>1l01l<; I..lETO OTTO TOTTIKri Eq:>0PI-I0Vri, Kt.lVIKO 0XHIKE<; 
oMllt.ETTlOPOOEI<; EivOi OTTOVIE<;. 1l0POAO OUTO OE 008EVEi<; 01 oTToiol t.0l..ll3ovouv 8EPOTTEio I..lE 
OVTITTIlKTIKO, OTTW<; 11 warfarin, 11 XOPriVlloll «ONOMA IlPOIONTOL» 80 TTptml vo ViVETOI I..lE 
TTpooOXri KOI 11 aVTITTf)KTlKri TOU Opooll va EAtVX£Tal. 

4.6 KUfJofJ KOI yoAouXio: 
Xpl'}ofJ KOTO TfJV KUfJOfJ: Ilapot.o TTOU TO «ONOMA IlPOIONTOL» XPIlOlI-IOTTOIEiTOI I-Iovo VIO 
TOTTlKr'j Eq:>OPj..J0Vr'j KOI EI..lq:>oviSEI TTOAU I-IIKPri OUOTf)I-IOlIKri OTTOPPOq:>1l01l OEV 8a TTptml va 
XPIlOlj..JOTTOIEfTOI OTO TTPWTO Tpil..lllVO TIl<; KUIlOIl<;, EKTO<; ov oUI..lq:>wvo j..JE Tf)V KpiOIl TOU IOTPOU TO 
oVOj..JEV0I..lEVO OTTOTEt.EOI-IO OVTlOTo81-1isEI TOV Kivouvo. 
XPl'lofJ KOTO TfJV yoAouXio: Ilopot.o TTOU TO «ONOMA IlPOrONTOL» XPIlOlI-IOTTOIEiTOI I..l0VO 
Via TOTTlKr'j Eq:>apl..l0Vr'j KOI EI-lq:>aviSEI TTOAU I-IIKPri OUOTIlI..lOlIKr'j aTToppoq:>f)OIl 80 TTptTTEI VO 
XPIlOI I-IOTTOI EiTOI KOTO Tf) OIOPKEIO TIl<; VOAouxia<; I-IE TToMr'j TTPOOOXr'j· 

4.7 Eui6poofJ OT'lV IKOVOTfJTO o6l'}YfJofJC::; KOI XE1PIO.,.OU .,.fJXOVfJ.,.aTwv: 
To «ONOMA IlPOrONTOL» OEV mf)pEo~EI Hlv IKavoTIlTO ooriVf)0Il<; Kal XEIPIOI..lOU 
l-If)xoVIlI-I°TWV. 

4.8 AVETTl9u"'fJTEC::; EVtpYEIEC::;: 
I\ovw Tf)<; TTOt.U j..JIKPr'j<; aTToppoq:>'101l<;, OUOTIlI..lOlIKE<; ovmI8uj..Jf)TE<; EvtPVEIE<; OEV OVOj..JEVOVTOI. 

'Ot.E<; 01 OEPI-IOTOt.OVIKt<; I-IOpq:>E<; miconazole EivOi KOAO aVEKTE<;. 

'Exouv avoq:>Ep8Ei I..lEI-I0VWI-IEVE<; mpITTTwoEI<; EPE810I-l0U KOI OI08riI..lOlO<; KOUOOU KOI aMEPVIKr'j 

OEPI-IOliTI<; E~ maq:>r'j<; I-IE Tf)V TOTTlKr'j Eq:>apj..Jovri TOU «ONOMA IlPOrONTOL». 

MTTOPEi vo EI..lq:>OVI08Ei aMEPVIKri oVTiopaoll OTf) j..JIKOVOSOt.f) ri OE KOTTOIO oMo OUOTOTIKO, TIl<; 

OEPI-I0TlKr')<; KOVEW<;. 


4.9 YUEp6oooAoyio: 
Ympl3oAIKr'j XPrioll I..lTTOPEi VO EXEI oov aTTOTEt.EOI-iO EPE8101..l0 TOU OtpI..lOlO<;, 0 oTToio<; 
E~oq:>ovis£TOI j..JE Tllv OIOKOTTr'j TIl<; 8EpaTTEia<;. 
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!:E mprmWoll TUxara<; KOTOTTOolle;, I.ITTOPE; va E<paplJoo8Ei KOTOMIlAIl IJt8oooe; vaoTpIKl'je; 
Ktvwolle;, av KPI8EI avaVKaio. 

5. <J>APMAKOI\OrtKEI IlUOTHTEI: 


5.1 <J>opJ./oKo6uvOJ./IKie; 1610TIln:e;: 

H IJIKOVa~oAIl 1-[2-(2 ,4-dichlorophenyl)-2-(2,4-dichlorophenyl)methoxy]-1 H-imidazole; 1-[2,4
dichloro-I3-[(2,4-dichlorobenzyl)oxy)phenethyl]imidazole EivOi tvae; oUV8WKOe; aVTllJuKIlTIaOiKOe; 

TTapaVWV TTOU avaoTEMEI TIlv avomu~Il KOIVWV OEPIJOTO<pUTWV, OTTWe; Trichophyton rubrum, 

Trichophyton mentagrophytes, Epidermophyton floccosum, ~UIJOIJUKl'jTWV, OTTWe; Tile; Candida 

albicans Kal oMwv IJUKl'jTwv OTTWe; TOU IJIKpOOPvaVlolJOU Malassezia furfur TTOU TTpoKaAEf TIlv 

TTOIKIA6Xpou TTlTUpiaoll· 


H IJIKOVa~oAIl avaoTtMEI TrW I31oouv8WIl Tile; EPVOoTEpOAIle; oTOUe; IJUKIlTEe; KOI OMO~EI TIlV 

ouv8Wll TWV AITTIOIKWV oUoTOTlKWV Tile; IJEIJ\3povIle; TOUe;, IJE aTTOTEAWIJO TIlV VEKPWoll TOU 

KUTTOPOU lOU IJUKIlTO. 


5.2 <J>0PJ./OKOKIVIlTIKie; 1610TIln:e;: 

To «ONOMA npolONTO!:» EIJ<Povi~EI ETTimoa oTO TTMolJa, IJETa aTTo lOTTlKl'j E<paPIJOVl'j, 

IJIKpOTEpa TOU 0,01 IJg/ml. H oUoTlllJaTlKl'j aTToppo<PIloll E[VOI TTEpiTTOU 2% Tile; E<paPIJO~OIJEVIle; 


Malle;· 


5.3 npOMIVIKO OTOIXdo oocpoA£loe; 

flEV oVO<ptPOVTOI 


6. <J>APMAKEYTIKA ITOIXEIA 


6.1 KOTaAoyoe; J./£ TO iK6oxo: 


6.2 AouIJ!3oTOTIln:e;: KalJia VVWoTl'j 


6.3 flIOPK£IO ~Wrle;: 

6.4 U5Ioin:p£e; TTpocpuAo~£Ie; KOTa Tllv cpuAa~1l TOU TTpoi"ovTOe;: 

6.5 <J>UOIl KOI OUOTOTIKO TOU TT£pliKTIl: 

6.6 06Ilyi£e; XPrl0Ile;/X£lploJ./ou: 
BAtm TTopavpa<po 4.2 

Movo Via TOTTlKl'j XPl'joll 
AvoKlvl'joTE KaM TTplV Til XPl'jOll 

6.7 KaTOXOe; Tile; a6£1Oe; KUMocpopiae;: 

7. API0MOI MEIAI KYKI\O<J>OPIAI: 

8. HMEPOMHNIA THI npOTHI MEIAI/ANANEOIH THI MEIAI KYKI\O<J>OPIAI: 

9. HMEPOMHNIA THI (MEPIKHI) ANA0EOPHIHI TOY KEIMENOY 

2. 	 To ¢uMo OOIlVIWV Via TO Xpl'jOTIl <P0PIJOKEUTIKWV TTP0'iovTWV TTOU mplEXouV opaoTIKo 
oUoTOTlKO MICONAZOLE Opi~ETOI we; E~l'je;: 

CPYMO OAHrtON rtA TO XPHITH 

1.1 OvoJ./ooio 
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1.2 	 ruveEOfl: llpaoTIK~ Duoia: MicDnazDle nitrate 

'EKODxa: 

1.3 (J)ap~aKon:xvIK~ ~opq>l'): 
ll£PfJOlIK~ K6vle:; 

1.4 nEplEKTIKOTflTa OE l)paoTIKI') ouoia: 

ll£PfJOlIK~ K6vle:; 2%: Ko8£ 9 aK6vlle:; mpltX£1 20mg VITPIK~e:; fJIKDVa~6AIl<;; 


1.5 nEplypaq>~-IuoKEuaoia: 

1.6 (J)ap~aKOeEpaTTEUTIKI') KaTflyopia: TDmK6 aVTIIJUKIlTlaOlK6. 

1.7 YTTEU9uvo<.; KuKAoq>opia<.;: 

1.8 napaoKEuaoTI')<.;: 

2. TI nPEnEI NA rNOPIZETE riA TO (J)APMAKO noY IAI XOPHrHIE 0 rlATPOI IAI 

2.1 r EVIKt<.; TTAflPOq>opiE<';: 

TO' «ONOMA npOIONTOL» £ivOi <poPlJaKO rrDU XPIlOlIJOrrol£iTOI Via TIlV KaTOrrDAtfJllall TWV 

fJUKIlTloa£wV TDU OtpIJOTD<;;. 


2.2 Evl)d~EI<';: 


TDTTlK~ £<papIJDV~ Via Tllv 8£pamia O£PfJOlDfJUKIlTloa£WV rrDU D<p£iADVTOI 0'£ TrichDphytDn 

rubrum, TrichDphytDn mentagrDphytes & EpidermDphytDn flDccDsum 6rrwe:; O£PfJOTD<puTia TWV 

rrDolwv (rr6ol a8AtlTDu-tinea pedis). 


2.3 AVTEvl)d~EI<';: 


rvwaT~ urr£pwOIa8llaia O'TIlV fJIKDVa~6AIl ~ 0'£ KorrDID OMD OUOTOlIK6 Hle:; O£PIJOlIK~e:; KOV£W<;;. 

NO' fJll XPIlOlIJDrrDI£iTOI 0'£ rrOiolo KOTW TWV 14 owv xwpi<;; Til aUIJ<pwvll VVWfJll TOU 8£porrovToe:; 

IOlpDU. 


2.4 EIl)IKt<.; TTpoq>uAo~EI<'; Kal TTPOEIl)OTTOll')oEI<.; KaTo Tflv xpl')orr 
2.4.1. Av £1J<Pavla8£i umpwOIaSllaia ~ £pESlai-l6e:; 11 S£pamia rrptml va olaKDmi. H O£PIJOlIK~ 


aK6vIl «ONOMA npOIONTOL» o£v rrptml va tA8£1 0'£ £TTa<p~ IJ£ TO fJOTla. 

nptml va rrAtvo£ rrpDa£KTlKO TO xtpla aae:; fJ£TO Hl xp~atl TDU «ONOMA npOIONTOL» 

OEPi-lOlIK~ aK6vll. KOla Til OlopK£la Ttle:; S£pamiae:; XPtlOlIJDrrOI~aTE rroatT£<;; ~ pDuxa 1J6VD Via 

OIK~ aae:; xp~atl, £TOI waH: va arrD<pUVo£ va fJDAUV£T£ oMa OTOfJa. nptrrEI va VivoOi auxv~ 


aMav~ TWV PDUXWV rrDU tXDUV tpSEI aE £TTa<p~ fJE Ttl fJDAUai-ltvIl rrEpIDX~ TDU OtpfJOlDe:; Via va 

arrD<puV£T£ TtlV £rraVafJ6AUV0tl 0'0'<;;. 


Eav IS ll!ltplO~ !llOTa TTJV tvap~TJ Tll~ elOpam:ia~ bEY tXlOTlO PlOATirocrll ea rrptrrlOt va EYTJ!llOprocrlOn: 1:0 

yuupo cra~ ym va lOlI(lVa~tOAoyi]crlOt HIV Kanicrmcrij cr(l~. 

2.4.2 HAIKlw~tVOI: IOXUEI 6TI KOI Via TDUe:; £V~AIK£<;; 

2.4.3 

2.4.4 

KLHlofl: nap6AD rrDU TO' «ONOMA npOIONTOL» XPtlOlfJDrrDI£iTOI 1J6VD Via TDmK~ 
£<paPfJDV~ KOI £1J<Pavi~£1 rrDM IJIKP~ auaTIli-lOlIK~ arrDpp6<Pllatl OEV 80' rrptml va 
XPIlOlfJDrrDI£iTOI aTO rrpwTD TpilJIlVD Tile:; KUtlall<;;, EKT6<; av aUfJ<pwva IJE TIlv KpiOIl TDU 
IOTPDU TO' avafJ£V6fJEVD arrDTtA£afJa aVTlaT08fJi~EI TDV KivoUVD. 
raAouxia: napoAD rrDU TO «ONOMA npOIONTOL» XPIlOlIJDrrDI£iTOI 1J6VD Via TDmK~ 
E<paPIJDV~ Kal EfJ<Pavi~EI rrDM IJIKP~ auaTtlfJOlIK~ arrDpp6<Ptlall So' rrptrrEI va 
XPtlalfJDrrDIEiTOI KOla Til OlopK£la TIl<;; vaADuxiae:; i-l£ rrDM~ rrpDODX~. 
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2.4.5 	 nOll5J(l: No j,J'l XP'lOlj,JOTTOIEiTOI aE TTOIOIO IlAIKim; KOTW TWV 14 uwv xwpi<;; Til aUIJ<:pwvll 
YVWj,J'l TOU 8EPOTTOVTO<;; IOTpOU. 

2.4.6 	 1l5lQiTEPEt; lTPOEIl50lTOlllaEIt; Via fa lTEPIExOJ.lEVa tKl5oxa:. BAtm KOI KE<:p. 2.3. 
2.4.7 	 ElTjl5paall aTllv ol5liVllall KOI Til XPliall J.lllxaVIlJ.lCnwv: b.EV £TTIOPO 

2.5 AMIlAElTIl5paaEIt; J.lE ahAa q>apJ.laKa Ii ouaiEt;: 

H aUaT'lj,JaTIK~ OTToppo<:P'la'l T'l<;; j,JIKOVO<OA'l<;; OTTO Tllv TOTTlKr'] E<:POpj,Joy~ EivOI TTOAU IJIKPti. waTE 

VO IJ'lV aVOj,JtvETOI Kivouvo<;; OM'lAETTlOpOaEWV. 


2.6 AoaoAovia: 

E<:popl-loyr'] TOU «ONOMA npOIONT02::» 1-2 <:popt<;; Tllv llj,Jtpo aT'lv TTpoa!3E!3A'llJtV'l 1TEPIOX~ 

(IOIOiTEPO \JETO~U TWV OOKTUAWVKOIETTITTAEOV alii; KOATOE<;; KOI TO TTOTTOOTOIO). 


Luvr']8w<;; 'l OVOKOU<:pla'l TWV aUIJTTTWIJOTWV ETTtpxuOi 2-3 'lj,JtPE<;; j,JETO Trlv tvop~'l T'l~ 
E<:POpj,JOyr'j~ KOI aTou~ TTEplaooTEpoU~ oa8EvEi~ TTOPaT'lPEiTOI oj,Jtow~ j,Juo KAIVIKr'j !3EATiw0'l. 
Eov j,JETO 15 'lj,JEPWV OEV ETTtPX£TOI KAIVIKr'j !3EATiw0'l. TTptml va £TTOVO~IOAOYIl8Ei 'l oloyvwa'l 
KOI 'l 8EPOTTEio OTTO TO YIOTPO 00<;;. 

H 8Epomio j,JE «ONOMA npOIONT02::}} TTptml va OUVEXI09Ei xwpi<;; OIOKOTTr'] j,JtXPI KOI OlIO 
E!300j,JOOE~ IJETO Trlv E~O<:pOVI0'l TWV I3Ao!3wv (ouvr']8w~ 4-6 Ef300IJOO£~ OUVOAIKO). 

nopornpOam;: M£PIKO j,JtTPO UYIEIVr']~, OTTW~ 0 K081l\JEPIVO~ K080P101JO~ I-lE VEPO TWV f3AOf3WV 
KOI TWV yOpw TTEPIOXWV, 'l ouxvr'] oMoyr'] KOI OTTOAUj,JOV0'l TWV KOATOWV KOI TWV TTOTTOUTOIWV 
(E<:p0PIJOYr'] OEPIJOTlKr']~ KOVEW~ «ONOMA npOTONTOL}}), f30'l800v OTO vo ETTITEUX80UV 
TOXOTEPO TO 8EPOTTWTlKO OTTOTEAEOj,JOTO. 

2.7 YlTEpl5oaoAovia-AvTlJ.lETWlTIall: 
Av XPIlOlj,JOTTOIr']OaTE TO «ONOMA npOIONTOL}} OKOV'l TTEplaOOTEpE~ <:popt~ OTTO OTI oa~ EiXE 
OUOTr']OEI 0 YlaTPO~. j,JTTOPEi vo OO~ Ej,J<:pOVI09Ei Epu8pOT'lTO. oio'lj,JO r'] IJIO oi091l0'l KOUOOU. LE 
OUTI'] T'lV TTEpiTTTWO'l, EivOI OPKUO va TTOPOAEhV£TE lJio r'] OlIO E<:POPIJOyt~ TOU <:pOPIJOKOU KOI va 
OPXiOUE ~ovo j,JE TO owaTo pu9j,J0. 

Av aUIJI3£i TUxoio KaTOTTOOIl TIl~ aKovll~, ETTlKOIVWVr']OTE j,JE TO YlaTPO OO~ r'] TO KtVTPO 
b.'l"IlT'lPIOOEWV T'l". 210 7793777. 

nAI7POrpopi£f,; Yla TOV yIOTp6 cr£ "£pi"TWcrl7 U"£poocroAoyiaf,;: 
LE mpiTTTwoll Tuxoio~ KOTOTTOO'l~ j,JTTOPEi va XP1l011J0TTOI'l9Ei IJIO KOHlMIlA'l j,Jt9000~ 
yOOTPIKI']~ KtVWOfj~. ov KPI9Ei ovoYKOio. 

2.8 AVElTI9uJ.lIlTEt; EVtPVEIEt;: 

H OEplJaTIKr'] OKOVIl «ONOMA npOIONTOb EivOi KOAO OVEKTI']. 

LE Om:lVIE~ TTEPITTTWOEI~, EPE810IJO~ r'] r'jTTlO oi09fjOil KOUOOU r'] oMEpylKr'J OEPIJOTinoo j,JTTOPEi vo 

EIJ<:pav109Ei oro OIlj,JEio TTOU tXEI E<:popj,J008Ei TO <:pOPIJOKO. Ln~ TTEPITTTWOEI~ OUTt~, ouvr'J9w~ 


£ivai apKETo va TTOPOAEiqJETE lJio r'] mploooTEPE~ E<:pOPlJoyt~ TOU <:pOpIJOKOU. 

Av !JETO OTTO K09E E<:pOPIJOyr'] TOU <:P0PI-l0KOU OKOAou8Ei KVIlOIJO~ KOI Epu8porr)TO, aUTO IJTTOPEi 

va UTTOOIlAWVEI umpwOI09fjoio (OMEpyio). LE OUTI'] TrIV TTEpiTTTWOfj OIOKOqJTE TfjV 9EPOTTEio KOI 

OUIJ13ouAw9EiTE ro YlaTPO. 

MIlV OIOToaETE va EVfjlJ£pWaETE TO YIOTPO I'] TO <:pOPIJOKOTTOIO OO~ ylo Ko9E oMfj OV£TT19UIJIlTIl 

EvtpYEla TTOU I-lTTOPEi v' OVTIIJETWTTioETE. 


2.9 HJ.lEpOJ.lIlVia Ari~llt; TOU lTPO'iOVTOt;: 

AvoypO<:pETOI aTllv E~WTEPIKr'J KOI OTfjV EOWTEPIKr'] ouaKwoaio. 

Av OUTI'] fj fjl-lEPOIJilVio tXEI TTOP£A9EI, VO IJfjv XPfjOlIJOTTOll']OUE TO <:P0P/JOKO. 


5 



66YETI-E.42S0-J3/2 
(24a) 

2.10 IOICin:p£C; lTpocpuAa~£IC; VIC Tllv cpuAa~1l TOU lTpoi"OVTOC;: 

3. nl\HPOCl>OPIEI riA THN opeOI\OrlKH XPHIH TON Cl>APMAKON 
To <pOPlJaKO aUTO oa<; TO typOIpE a YIOlpO<; oa<; IJOVO yla TO OUYKEKPllJtvo IOTPIKO oa<;• 
rrpo~Arwa. 6EV Sa rrptrrEI va TO OiVETE OE oAAa OTOlJa ~ va TO XprrOllJorrOIEfTE yla KorrOla 
oAArr rroSrrorr, xwpi<; rrporryoUlJtvw<; va tXETE OUlJl3ouAEUSEi TO YIOlPO oa<;. 

• 	 Eov KOla TrrV OIOpKEIa Hl<; SEparrEia<; EIJ<pavloSEi Korrolo rrpol3ArrlJa IJE TO <poPlJaKO, 
EVrrlJEpWOTE alJtow<; TO YIOlPO oa<; ~ TOV <paPlJaKOrrOIO oa<;. 

• 	 Eov tXETE orrOlao~rrOTE EPWH11J0lIKO yupw arro n<; rrArrpo<popiE<; rrou mpopouv OTO 
<POPlJaKO rrou AalJl30VETE ~ XPEIO<WSE KaAuTEprr EVrrlJtpwoll yla TO ImpIK6 oa<; rrp6l3ArrlJa, 
IJrr OIOTOOETE va SllT~OETE TI<; rrArrpo<popiE<; aUTt<; arro TOV ylmp6 oa<; ~ TOV cpapIJaKOrrOIO 
oa<;. 

• 	 fla va Eival arrOTEAwIJmlK6 Kal ao<paAt<; TO <pOPlJaKO rrou oa<; Xoprry~SIlK£ Sa rrptTTEI va ! 

AalJ~OVETOI OUIJ<pwva IJE TI<; OOllyiE<; rrou oa<; 06SrrKav. 
• 	 fla TrrV ao<poAElo oa<; KOI TrrV uYEia oa<; Eival arrapaiTrrTO va olal3ooETE IJE rrpooox~ KOSE 

rrArrpo<popia rrou a<popo TO <POPlJaKO rrou oa<; Xoprry~SrrKE. 
• 	 Na IJrrv OIOlrrpEiTE TO <poPlJaKa OE EPIJOpla TaU AOUTPOU, 016n rr stoTrr KOI rr uypaoia !-mopEf 

va aMolwoouv TO <pOPlJaKO Kal va TO KmaoT~oouV ETTlI3Aal3t<; yla TrrV uYEia oa<;. 
• Na IJrrv KpmOTE <pOPlJaKa rrou OEV TO XPEIOSWSE rrAtov r'j rrou ~orr txouv 

i • fla IJEyaMTEprr ao<poAEla KpmOTE oAa TO <pOPlJaKa OE ao<paAt<; IJtpo<; 

4. 	TpolToC; ~ui9EaIlC; 
6EV arralTEfTOI ImpIKr'j OUVTOy~ 

3. 	 01 OIKOIOOXOI KOI aVTITTp60wlTOI urroXPEOuvTOI yla TrrV E<paPlJoy~ Trr<; avwTtpw EYKUKA[OU. 

4. 	 Km6TT1v TWV avwTtpw rraUEI va 10XUEI rr EYKUKAIO<; lJa<; IJE ap.8761/9-2-2005 

KOlvolToinan: 
Er. :JOHNSON & JOHNSON HELLAS AEBE 

AIrIMEIAl: & EIl16AYPOY 4 
15125 MAPOYl:1 

AlTooiKT£<; Via £vipV£la : 
1. 	 YrroupYEio YyEia<; & KOIVWVIK~<; AMrrAEyyurr<; 

61vorr 4>aPIJOKWV & 4>aplJaKEiwv 
APIOTOTtAou<; 17, 101 87 AS~va 

2. 	 rEE0N6yr 
I\. MWOYEiwv 136 
15561 ASr'jva 

3. 	 Yrr. Epyaoia<; ArraoxoArrorr<; & KOIVWVIKr'j<; IlpooTOofa<; 
rEVIKr'j rpalJlJmEfa KOIVWVIKWV Ao<paAfoEwv 
61vOll Ao<poAlorr<; AoStvEla<; & MIlTp6TIlTO<; 
l:TOofou 29, 101 10 ASr'jva 
(IJE TrrV rrapoKArrorr EVrrlJtpworr<; TWV Ao<paAIOTlKWV 
TalJEfwv rrou rraptxouv YYEIOVOIJIKr'j IlEpiSaAljJrr) 

4. 	 llavEMr'jvlo ImpIK6 l:uAAoyo 

H ~IEyeYNTPIA ~YEn 

~p. A. KOYTIOYKH 

IlAOUTOPXOU 3,10675 ASr'jva ~~A w~t-f *""", 
(IJE Trr~ rrapoKA~oll EVrrlJtpworr T~V ,l_\ <~~ _~ 
TOTTlKWV ImplKWV l:uAMywv Trr<; xwpa)('/~"~;;:~', \~2 

5. 	 llavEMr'jvlO'Evworr 4>aplJaKoTTOIWV 
Kopusrr 6, 11743AS~va 

6. 	 llavEM~vlo 4>aPlJaKEuTIKO l:uMoyo 
IlEIPOIW<; 134 & AyaSrrlJtpOU 

{.~~:i/:'r~f:n~~\~~'\ \'-0\ 

l.l\ ,'Y !C'j E~')~I' /" 

:-j::r.pli'll-!IKf: rill ifllJ nn:;.;;:l."........ i.,.: 	 f'!1..,.;, 1.., ,\ 1 'l j·.. !\;k....... h 


H 	 [1 POi!: T l\ M i'-! H 

r E~' - rpAI,'~,1A Th\[ 

(~~~-7
/ 

\. .;;. \'''' \,$!.,~!~J;S>I '.~ J~ )~// L--; 
\(:-,:::" ~'y::-::.~:~·i·· 1-'/' / ./

'::.::,V '---_.~. "''\'" E/.EMl AP POilO! :'1..' \ 
" ....1..."'-...---,::, .. "---,, 
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118 54 Ae~va 


(IJE Trlv TTapoKArJorJ EVrJIJEPWOIl~ TWV 

TOTTlKWV ¢>aplJaKEUTIKwV LuM6ywv TrJ~ Xwpa~) 


7. 	 navEM~vla 'EvWOIl ¢>aplJaKOTTOlwV 

NOOrJAEUTlKWV 10PUIJOTWV 

MlxaAaKoTTouAOU 99, 115 27 Ae~va 


8. 	 IKA-¢>aPIJ/K~ YTTIlPwia 

Ay.Kwv/vou 8, 10241 Aer'jva 


9. 	 orA KA.doo~ ¢>aPlJaKEUTlK~~ nEpi8aA4JIl~ 

nOTrJoiwv 30, 10677 Aer'jva 


1o. 	 OiKO~ NauTou nElpOIW~ 


K.naAOIoAOyou 15 

185 35 nElpOIO~ 


11 . OiKOC; NauTou A8~vac; 


rAaUarWVO~ 2 & nOTrJ0iwv 

10677 Aer'jva 


12. 	 KtVTPO llrJArJTrJpldoEWV 
NOOOKOIJEio naiowv "n.& A. KuplaKou" 


, 11527 rouol A8~va 


~. 'i¢>EE 
I\. KrJCPloiac; 280 & Ayplviou 3 
15232 XaMvopl ATTIK~~ 

14. 	 navEMr'jvla "EvworJ ¢>aPlJaKoI310IJrJxavia~ 


I\dlJ4Ja 7, 11524 AIJTTEMKrJTTOI, Ae~va 


15. 	 'iuMoyo AVT/TTWV ¢>aplJaKEUTIKwV Elowv & EIOIKOT~TWV 


006~ TOTciiou 

180 XAIJ. EeVIK~C; ooou AerJvwv-I\alJia~ 

14610 N. EPY8PAIA ATTIKH'i 


16. 	 llEJ..Tio AyopavolJla<;; 

naVETTlOTrJIJlou 42, 106 79 Aer'jva 


17. 	 TESE - ¢>aplJaKEUTIKE<; YTTrJPEOrE~ 


Ay. KwvoravTlvou 5 

10351 A8HNA 


18. 	 Mil IJEArJ 'iuM6ywv 

(6TTW~ 0 TTivaKac;) 


EIOTEPIKH flIANOMH: 
1. 	 ll/vorJ A~loMYrJorJC; npOIOVTWV 

a) TIJ~lJa A~loMYrJorJ<; ¢>aplJaKEUTIKwV npOIOVTWV 
13) rpalJlJOTEia A' TIJr'jIJOTOC; ETTlOTrJlJOVIKOU 'iUlJl3ouAiou EYKpioEWV 

2. llIvorJ ¢>ap/Kwv MEAETWV & "EpEUva~ 
3. 	 lllvorJ ll/KWV YTTrJPWIWV EAtyxou npciioVTWV 


TIJr'jlJa 'EKOOOrJ<; & Kwo. ATTOcpdoEWV 

4. r palJlJOTEia llEUTEpol3delJlOu ETTlOTrJlJOVIKOU 'iulJl3ouAiou 
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