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ErKYKAIOr - AnO<l>ArH 

0EMA: Ka90plolJo«; n£piAr]lJlr]«; XapaKTr]pIOTlKWV TOU npOTOVTO«; Kal <PUAAO O~r]Ylwv yla 
TO Xp~Olr] cpaPlJaKWTIKWV TTpoIOVTWV TTOU m:pIEXOUV ~paOTIKO OUOlOTIKO 
( KETOCONAZOLE ) 

"EXOVT£«; UTTOlJlr]: 
a) 	 TI«; OIOTO~£I«; Tr]«; KOIV~«; YTTOUPYIK~«; ATTOcpaOfJ«; llyr3 (a) 83657/2005 "nEpl EvapIJOVlor]«; TfJ«; 

EAAfJV1Kr'l«; NOlJo9£Oio«; IJE TfJV oVTloTOIXr] KOIVOTIK~ OlOV TOIJEO TfJ«; KUKAocpopia«; 
....................... TWV cpaplJOKWTIKWV TTpoIOVTWV, TTOU TTpoopi~oVTOI Y'o ov9pwTTlvfJ Xp~ofJ", 

13) 	 Tr]v UTT' apI91J.: 43391/23-6-2010 ATTOCPOOfJ npOEOpOU EO<P (<PEK 1052fTEUXO«; ll£UTEPO 1 
12-7-2010) "nEpi IJETOl3il3oor]«; OIKOIWIJOTO«; uTToypacp~«; OTTO TOV npOEOpO EO<P TTpO<; TOUe; 
TTPOIOTOIJEVOU«; OlEU9uvOEWV EO<P" 

y) 	 Tr] rVWIJOTWOr] TOU ETTlOTrIIJOVIKOU L:ulJl3ouAiou EYKpioEWV op.<P-199/15-7 -2011 

AnO<l>ArlZOVME 

1. 	 H n£piAfJlJlfJ XOpOKTr]PIOlIKWV TOU npOIOVTO<;; CPOPIJOKWTIKWV TTpoIOVTWV TTOU TT£PIEXOUV 
~pOOTIKO OUOTOTIKO KETOCONAZOLE at 1J0P<t>fj KptlJa~ Opi~ETOI we; E~~<;;: 

nEPIAH'I'H TnN XAPAKTHPII:TIKnN TOY npOiONTOI: (SPC) 

1. EMTIOPIKH ONOMA:EIA TOY <l>APMAKEYTIKOY TIPOi'ONTO:E: 

2. TIOIOTIKH & TIO:EOTIKH :EYN0E:EH en; (jpaOTlKa Ol)OTaTlKa: 

K£LOKOVO~OAll 20mg/g 

3. «I>APMAKOTEXNIKH MOP<I>H: KpEJia 

4. KAINlKA :ETOlXEIA 

11 Kp£JlO K£ToKovol;,oAllS 20mg/g £V()£lKVU'Wl Y10 'tllv WntKi] O£pon:€io nDv £~"S 

()tpJlmoJluKTJTtum:wv: 
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oj tJ.EPIJOTOCPUTio TWV nooll.A.Jv. TWV XEPIWV. TOU KOPIJOU KOI TWV muxwv (nopcnpllJlJo) nou 

npoKoAoLNTOI ana TO Trichophyton rubrum. T. mentagrophytes. Microsporum canis KOI 

Epidermophyton floccosum. 

~) E1tlrroAi)e; KOV'tlV'tUX0£le;. 
y) D01KIAOxpOUe; rrl1:upi0011 
8) EVOElKVU1:U1 £rrt011e; 01:TJV oVnll£n.l)][l011 'tll<; 01l11YIl01:OPPOtKll<; 8£PIl0'tl1:t80C; lWU 

£1tlrrJJ:K£1:Ul 11£ IlUKTJ't£e; 1:OU ytvou<; Pityrosporum ovale. 

Lne; m:pl0061:£p£C; rr£ptmW0£l<; (008£vEie; w: 8£PIl0'tOcpUTio 'tou KOPIlOU, 'tON rro8twv, 

nov X£PUDV, 'tWV rrwxwv, £1tlrroAi)<; KovnV'tU:X0W; KUl rrOlKl/cOXPOU 1tlwpi0(11), 

0UVW'ta'tat VO £CPOPIlOS£1:U1 11 KPEIlO K£1:OKOVOSOAllC; IltO cpopa 1:TJV llllEPO Kat VO 

£1tlKOAUm£l 't000 1:TJV l£P00~A1l8£i00 000 Kat 1:TJV 0.11£00 Y£l1:0V1Kil l££PlOXi). L£ 1tl0 

ovO£KnKEe; rr£ptrr'tW0£tC;, Kat OVaAOYO 11£ 'tllV OV1:U1£0KP1011 1:OU 008£vi), 1l1£0pEi VO 

£CPOPIlO()1:ct 11 KPEIlO 8uo cpOPE<; 1lIl£P1l0iw<;. 

L1:TJ 01l1lYIl0'tOPP01Ki) 8£PIl0'tl1:180 0UVl0'ta1:Ul vo £cpOPIlOS£1:Ut 11 KPEIlO K£1:OKOVOSOAll<; 

0't1<; l£a0XOU0£C; rr£plOXEC; 1 i) 2 CPOPE<; 1l1l£P1l0tW<;, OVaAOYO 11£ 'tll ~oPU'tll'to 1:TJC; 

AoiIlW~llC;· 


H 9£pOl£do rrptl££t vo 0UV£Xi(£1:at Yta apK£'tO XPOV1KO Ola0TI]!J.a. Kal£OlWV D!.l£PWV, 

U0'tCPa al£O mv £c,aq>aVt0U OAWV 'tWV 0U!.ll£'tW!.la'tWV. 

Euv 1l£1"U 01£0 4 £\38ollu8£C; 8£v tX£l 0TJIl£lW8d KAtV1Kij \3£A't1W011, rrpEl££l vo 

£l£avo~1O/cOY1l8£i 11 8£pOl£Ela. 

DPEl££t va £cpoPIlOSOV1:Ut Y£V1KU IlE1"pa KaAi)c; UY1£lVi)<; rrpaK1"tKijc; Y1a vo arrocp£uyoV1:U1 

01 urrO'tpol£E<; i) 01 1l0AUV0£1C;. 

Luvi)811<; OtaPK£ta 8£pal£doc;: 

01 a08£vEic; 11£ rrOlK1AOxpOU 1tlwpi0011 £llcpaVtsOUV K/c1V1Ki) KUl IlUKTJ1:OAOytKij ta011 

0Uvi)8w<; Il£'ta arro 8£pal££ia OUO 11£ 1"P1WV £\300IlaOWV. 

MOAUV011 al£O SUIlOIlUKTJ't£<;: 2-3 £~00Ila8£C;, Dopa'tpillllo1"a: 2-4 £\300Ilu8£<;, 

MUKllna0£t<; KOPIlOU: 3-4 £\38ollu8£<;, MUKllnu0£1<; rr081wv: 4-6 £~00Ilu8£C;. 


H 0UVi)811 e; OlUpK£ta 8£pal£da<; 01"llV 01l11Ylla1:OppolKij O£Pllo1"inoa dVUl 2-4 

£\3oollu8£<;. 8£pom:io 0UV1"i)P1l011<;, 11£ £cpaplloYtl Ilia i) Mo cpOPE<; 1:TJV £~oolluoa, EiVat 

ol£apal1:111:TJ Y10 1:TJV 01l11Ylla'toppolKij O£PIl0'tin8a. 


4.3 Av'TEv~h:iS{:l~ 

H Kptlla K£1:OKOVOSOAll<; ovu:v8£iKVU1"Ul 0£ u1"Olla 11£ YVW0'ti) Ul££P£UUl08110io ()1:11 
8pa0nKij oU0io 'tou cpaPlluKou tl ()1:0 tK80xo OU1"tlC; 

H KPEllo K£'toKovaSoAll<; 8£v £V8EiKVUTUl yto ocp8aAIl1Kij XPi)011 
Av £llcpovl08£i. aV1"t8pa011 rrou urr0811Awv£1 £ual09110io i) Xllll1KO £p£8l01l0, 11 XPi)011 
1:OU cpaplluKOU rrpEl££l va 8taKOl£Ei. 

http:nooll.A.Jv
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rlU va mw<pEux8Ei 0 £p£8UJll-os omv XPTJCJlll01£0lTJ8d TJ KpElla ouyxpovws tl ail-SOws 
IlE1"U al£O ll-aKpoxpovla aywytl W: romKu KOpnKOO1"EpOEIOtl (Jl)VUJ1"U1"Ul va 
£<papllo~E1"Ul "CO romKo KOP1"lKO<J1"EPOEIO€S ro l£pwi Kat va yiVE1"at E<papIlOYll 1"TJs 
KPSllas ro !3paou Kat !3a8lllUia <J1"TJ (Jl)VEXElU va 8lUKOl£Ei TJ 8£pam:ia IlE ro 
KOP1"1KOO1"EPOEIO€S OC Il-lU l£Ept080 2-3 E!3ooflaowv. 

Kallia YVW01"tl 

4.6 KirqO''1 -ruAouXiu 

~EV ul£apxouv mapKEts tl Kaf,a EAEYXOW:V£s IlEAEn:s OE E)'KlJflOVOUOEs tl 8TJAa~ouOEs 
yuvaiK£s' ~EV aVIXVEU8TJKE KC"COKova~OATJ cr1"O l£AUOlla av8pwl£wv Il-E1"a al£o TOmKi] 
E<papll-0Ytl KE"COKova~OATJs 20 mg/g oro O€Plla. ~EV ul£apxouv yvwo1"oi KivouVOll£OU va 
(Jl)vStOV1"at Il£ 1"TJV XPtloTJ 1"TJs Kpsllas KE"COKovaSOATJs 20 mg/g Ka1"U 1"TJv 81UPKElU 1"T]s 
EYKlJIlOOUVTJs tl 1"TJs yaAouxias' 

4.7 E1tiopuO''1 O'T'IV lKUV(lTllTU oOilYllO''1~ KUt XEtP10'I!OU Pllxuv'Il!aT<Ov 
~EV E<papIlOSE1"at 

4.8 AVE1tlOUP'ITE~ Evi;pYE1E~ 
H uo<puAEta 1"T]s KPSllas KEroKovaSoATJs 20mg/g EK1"1lltl8TJKC OE 1079 a08EVEis OE 30 
KAlVtK£S IlEAE1"ES 01"1s 01£0iEe; TJ KpEJ.la E<papflOo1"T]KE "COmK(l O"CO 8sPlla. 01 aVEm8uIlTJ1"Ee; 
EVEPYElES 01 01£0iEe; ava<pEp8TJKav OE (Jl)XV01"TJ1"a J.lE)'aAU1"EPTJ "COU 1% m::ptAall!3avouv: 
T01tlKO KVTJOIl-O (2%), romKo aicr8TJIla Kaucrou (1,9%), "C01ttKO cpu8TJIla (I %) Kat OE 
(Jl)XV01"TJm IltKP01"EPTJ rou 1% : romKi] atlloppayia, 8uo<popia, ~TJPoTTJ1"a, <pAE)'1l0Vtl, 
EpE8UJllo, l£apat08TJcria, 1"omKi] aVn6paoTJ, ul£cpcuaUJ8TJoia, <pf,UK1"atvW6EC; E~av8TJlla, 
8EPflatin6a £l£a<PtlC;, £~av8TJlla, al£OAE1tl0TJ 1"OU O€Plla1"Os Kat KOAAW6£s Mplla. 
Ot au80pll-tl1"wC; ava<pEpOIlEVEe; aVEm8uIl-TJ1"£C; EV£PYEIEC; IlE1"a 1"TJv KlJKAo<popia rou 
l£po'iovroC; 1"a~tvOIlOUV1"at l£apaKa1"W IlE !3uOTJ TTJ OUXV01"T]m, XPTJ CJlIlOl£OlWV"CUC; TTJv E~tle; 
(Jl)v8tlKTJ: 1£0AU (Jl)XVEs (>1110), (Jl)XV£C; (>11100, <1/10), 0Xl (Jl)XVEC; (>111.000, <11100), 
mraVtEC; (> 111 0.000, <111.000), l£OAU 01£aVtEs «111 0.000), (Jl)lll£EptAafl~aVOIlEvwV 

IlEIlOVwllEvwvava<popwv 
• nOAU crl£avlU: OupnKaplU 

4.9 Y1tEPOOO'OAOyiu 

T01uKi] XPtlcrTJ 
Ym;pPuAAouoa romKi] E<papfloYl'l 1l1£0pEi va l£pOKaA£oEl Epu8TJlla, Oi6TJIla Kat ai08TJoTJ 
Kauoou, m ol£oia Ul£OXWpouv IlE ,,(TJV 61aKOl£tl 1"T]C; 8Epal£Elas. 
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LTIlV 1tEpintffiO"TJ TTJS nJxuius Atl'l'TJS TTJS KPEJlUS KETOKOVUSO)vTJs U1tO TO mOJlU, 1tPE1tEt 
VU E<pUpJlOO"TOUV unOO"TIlPtKTtKU IlETPU Kat (JUJlnTffiJlU1:rIC1l OEpunEiU. 

5. <l>APMAKOAOrIKKE I&IOTHTE:E 

H KETOKOVUSOATJ Eivat EVUs EUpEOS CPUcrllUTOS (JUVOETtKOS UVTtJlUKTJTtO"lUKOS 
nup6:yovTa<; nou UVUcrT{;Wt TIlv UVU1tnJ~TJ in vitro TffiV nupuKuTffi OEPJlUTOCPUTffiV Kat 
SUJlOJlU1<1lTffiV: 
6EPIlUTOCPUTU: Trichophyton rubrum, Tf. mentagrophytes, T. tonsurans, Microsporum 
canis, M. audouini, M. gypseum, Epidermophyton floccosum ZUJlOJlUKllTES: 
Malassezia ovale,C. Tropicalis Kat Malassezia furfur. E10tKU Yj 0PUO"TtKOTIlTU TOU 
EvUVTt TOU y{;vous Malassezia EiVat nOAu uU~TJJl€vTJ. 
Luv~Oms TJ KpeJlU KETOKOVUSOATJ<; KUTUO"1:EAAEl nOAu YPtlyopu TOV KVTJO"JlO 0 o1toios 
EIlCPaviSE1"at nOAu cruxvu crE JlOAUVcrEI<; uno OEPIlUTOCPUTa Kat SUIlOJlUKTJTE<;, onffis 
Enio"y]s Kat O"E OEPJlUTtKEs nu0tlcrw; nou (JUVO{;OVTat JlE TIlV 1tupouO"iu TOU YEVOUS 
Malassezia. H ~EA.TiffiO"TJ UUTOU TOU O"UllnTWlluTO<; nupUTIlPElTat nptv EJlcpUVlmouv Ta 
nponu O"TJJlUOtU TIls iucrTJs· 
H KETOKOVUSOATJ UVUO"1"EAA.el TIl PtOcrUvOEO"TJ TIls EPYOo"TEpOATJS O"TOUS JlUKTJTcs Kat 
Tpon:onotct TIl crUvOEcrTJ TOW UAAffiV ',t1tlOtKWV (JUO"TaTtKWV TTJS JlcllPpuvTJs 
JlETa~UAAovTU<; TIl olUncpUTOTIlTU TTJS Kat EJlnooisoVTUS ETm TOV nOA/,unAumUO"JlO TffiV 
KUTIUpmV TffiV JlU1<1lTffiV. 

6EV UVIXVEUOTJKc KETOKOVUSOATJ O"TO nAUO"JlU EVYjAiKffiV IlETU uno T01tl1<1l ECPUPJlOYtl 
KETOKOVUSOATJ<; 20 mg/g O"TO OEpJlU. LE Jliu JlEAtTIl O"c pptCPTJ JlC O"JlTJYJlUTOppO"(1<1l 
OEPlluTtTtOU (n=19), KUTU TIlV onoiu nEpinou 40g KPEJlUS KETOKOVUSOATJS 20mg/g 
EcpaPJloO"TIlKUV O"E KUOTJJlEptVtl ~uO"TJ O"E Jlta nEptOXtl nou KUAUntE TO 40% TTJ<; 
E1tlCPUVEtU<; TOU O"WJlUTO<;, UVtXVEUOTJKE crc 5 ~PECPTJ KcTOKOVUSOATJ O"TO nAuO"JlU crE 
cruYKEVTPffiO"TJ uno 32 Il€XPI 133 ng/mL. 

f1P01CAIVtKCt motxctu nou ~ucrisoVTat O"E (JUJlPUTtK€<; IlcAtTE<; nou 1tEPtAUIlPUVOUV 
nponoYEvciS ocpOU)vJllKOUS tl OEpJlUnKOUS EPEOtcrIlOU<;, OcPIlUTt1<1l EUUWOTJTOnoi11O"11 Kat 
TO~tKOTTJTU EnUVUAUJlPUVOJlEY11<; OOO"T)<;, OEV unOKUAUn1"OUV KCtnotU IOtahEPTJ PACt~TJ 
crTOUS uvOpwnou<;. 
M£A.Ew; TIl<; KP€JlUs KETOKOVUSOATJ<; crE KOUVEAtU IlE O~U OEPJlUTtKO tl OcpOUAIlIKO 
Ep£OWJlO OEV {;OE1~UV VU E1tlOEtVWVEl 11 KPEIlU TTJV 1t(i011 0"11 " Tu Un01"EAtcrllUTa 
OEpJlUTt1<1lS Euaw011O"iu<; O"E IVOIKCt Xotpiota OEY EOE1~UV UAA.eP"ftKO OUVUJltKO "flU TTJV 
KptJlU KETOKOVUSOATJ<;. 

6. <l>APMAKEYTlKA :ETOIXEIA 

6.1 KaTaAoyo~ EK&6Xrov: 
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6.2 A(J1)IlPaTOTTJTE~ 

Ka)liu yvrocrTi) 

6.3 	 AUlPKEUl Z(Oi]~ : 

6.5 	 <l>V(fT) Kal I:u(JTaTlKU TOU nEpIEKTTJ : 

7. 	 API0MOI: AAEIAI: KYKAO<l>OPIAI: 

8. 	 HMEPOMHNIA THI: nPQTHI: AAEIAI:/ANANEQI:H THI: AAEIAI: 
KYKA0<1>0PIAI: 

9. 	 HMEPOMHNIA THI: (MEPIKHI:) ANA0EnPHI:HI: TOY KEIMENOY 

2. 	 To ¢luMo OOIWU;JV Yla TO Xp~orri q>aPlJaKfUTIKWV TTpoToVTWV TTOU mpl£XOUV opaarlKO 
OUOTOTIKO KETOCONAZOLE at jJopq>r1 Kp£jJOS Opf<ETOI W<; £~~<;: 

<l>YAAO OAHrInN rIA TO XPHI:TH 

1. npOI:AIOPII:MOI: <l>APMAKEYTIKOY npOiONTOI: 


1.2 I:VV{)E(JTJ: 

t1pa(JT1K~ oV(Jia: Ketoconazole 

'EK&OXa : 


1.3 	 <l>apJlaKOTEXVlKi] 1l0p<pi]: KpEJla 

1.4 	 nEplEKTlKOTT)Ta (JE <>pamlKi] oU(Jia: 

1.5 	 nEpl'Ypa<pi] - I:u(JK&ua(Jia: 

1.6 	 <l>apJlaKo{)epa1tEUTlKi] KaTT)'Yopia: AVU)lDK11UUcrlK6 

1.7 	 Y1tEil{)uvo~ KUKA.o<popia~: 

1.8 	 napa(JKeua(JTi]~: 

2. TI nPEnEI NA rNnPIZETE rIA TO <l>APMAKO nov I:AI: XOPHrHI:E 0 
rIATPOI: I:AI: 
2.1 revIKE~ nA.TJPO<pOpiE~ 

5 
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H KpEnU KUOKOVUColTlS lPTlalI!OnOu:h'at yta T!]V 9t:pum:iu TroV OEPI!UTlKcOV lOll!roSEroV 

uno ot:pnUTO(f)1)TU KUt c,1)1101!t] K1)TES aE ouipopu aTll1t:iu '1'01) acOI!UTO; onro, 0 KOP110S, TI 

(}01)fjroVtKt] nt:pI01U, TU noOta Kat TU lEpta KUt yta TTIV 9EpunEiu TTl; al!TlYI!UTOPPOlKUS 

OEPIlUTiTlouS· 

H KpE~a KETOKovaSOAYj<; 20mg/g Ev8EiKV1YW1 yta tYjV tomKTJ 8EpanEia trov E~TJ<; 

8Ep~at0).1uKY]uum:rov; 

a) .!l£PI-IOToq>uTia TWV TTOQuiN, TWV x£pu..iJv, TOU KOPI-I0U KOI TWV TTTUXWV (TTapClTpll-ll-la) TTOU 

TTpoKaAouvTOI OTTO TO Trichophyton rubrum, T. mentagrophytes, Microsporum canis Kal 

Epidermophyton f1occosum. 

~) EnmOATJ<; KavuvuuoEl<;. 
y) nOlKIAOxpOU<; mrupio.oYj 
8) Ev8EiKVU"CU1 EnioYj<:; 0TIlV o.VU~EtWmoYj tYj<:; O~Yjy).1o.tOppOlKY]<:; 8Ep~attu8a<:; nou 

EnmAEKE"CUl W: ).1UKY]tE<:; tOU YEVOU<; Pityrosporum ovale. 

2.3 	 AVTf:vih:i~£lC; 

H KpE).1o. K£1:0KOVo.SOAYj<:; o.vtEv8£lKVUtUl OE UTO).1o. ).1E yvrootiJ unEpEuUl08Yjoto. oTIl 
opaonKi] ouota TOU q:>pa).1uKOU TJ ota EKooxa o.utiJ<:;. 
2.4 	 E151Ki:C; 1tpO(PlJAa~£lC; Kat 1tpo£1501t0111(J£1C; KaTa T11 XPt1(Jll 
2.4.1 	 r£VIKa 

~EV EVO£lKVUtat ym oq:>8aA).11Ki] XPTJoYj 
nAtvEtat KaAu "CU XEpta oac; ).1EtU tYj xpTJoYj. 

2.4.2 	 HA.tKl(OI1i:vOl: taXUEl on KUl ym TOU<:; EVTJAtKE<; 
2.4.3 	 KUll(Jll & raAolJxia: MnopEitE va xpl1at~OnOlEhE tYjV KpE).1a KETOKOVo.SOAYj<:;. 

~EV unupxouv yvrooTOi KiVOUVOl nou va 0XEttSOVtat ).1E TIl XPTJoYj tYj<:; KpE~a<; 
KETOKovaSoAYj<:; 0TIlV 81upKEm tYj<:; EyKlJ).1oouvYj<:; TJ tOU 8YjA(lO).10U. 

2.5 AllllA£1tl5pa(J£1C; 11£ aAAa (j)apl1aKa t1 OlJ(Jl£C; 

A V KUVEtE XPTJaYj TOmKou KOPUKOO1:EPEOEl80u<:; EVYj).1EpWOtE TOV ymtpo 00.<:; nplV 

xpYjat~On0t110£1:E TIlV KpE).1a KEtOKOvasoAYj<;, Y1ati ananouvtat EtOlKE<:; OOYjytE<:; 

MnopEitE va xpYjat).10nOlytoEtE TllV KpE).1a KETOKOVo.SOAYj<:; aUu ~YjV ata).1o.TiJoEtE 

anoTO~a TllV XPTJoYj TOU KOptlKOotEPOEtOOU<:;. To M:p).1a 00.<; ).1nopEi va avuopUaEt ).1E 

q:>ayoupo. Kat KOKKlviA£<;. LUVEXiotE TIlv 8EpanEia ro<:; E~TJ<;: 


XpYjat).10nOlTJOtE TO KOPUKOOtEPOEIOE<; TO nproi. KUl TYjV KpE).1a KETOKovasOAYj<:; to 

~pUOU ym ).1ia E~OO).1UOa 


LTllV Ol)VEXE1a Eq:>ap).10cm:: TO nprot ym 2-3 Yj).1EPE<:; TO KOPTIKOOTEPOElOE<:; KUl TO ~pu8u 


TIlV KpE).1a KETOKovasoAYj<;, yto. 1-2 E~oo~u8E<:;. 


'EnEna O"CU).1aTTJaTl:; TO KOPUKOOtEPO£li5f:<:; Kat OUVEXtOTf.: ~OVO ).1E TllV KPE~o. 


KEtOKOVaS°A.Yj<:;· 

Av EXEtE anopiE<; EmKOlvroVTJOtE ).1E TOV ymTpo TJ TOV q:>ap~aKonOlo 00.<:;. 


2.6 	 AO(JoAoyia 

LTI<; nEptaOOTEPE<; nEpmTwoEl<:; (a08EvEi<:; ).1E 8Ep~aTOq:>U1:ia tOU KOP).10U, TroV noo1wv, 
TroV XEPIWV, TroV nruxwv, EmnOI,TJ<:; KaVtlVUuOEt<; Kat nOlKlAOxpou mrupiaoYj), 
OUV1atUtat va Eq:>ap).10sE"CUt Yj KpE).1o. KEtOKOvaSOAYj<:; ).1m q:>opu TIlV Yj).1Epa Kat Vo. 
EmKaAunn:t TOOO tYjV npoo~AYj8Eicra ocro Kat TllV U).1EOo. YEnovIKyt nEptOxTJ. LE mo 
o.V8EKTtKE<:; nEpmtWOEt<:;, Kat o.VUAOYo. ).1E tYjV av"CUnOKptaYj TOU a08EVyt, ).1nopEi Vo. 
Eq:>ap).1001:Ei Yj KpE).1a OUO q:>OPE<; Yj).1EpYjoiro<:;. 
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LTrJ o~llYflaToppoIK'i] o£P!laTinoa (Jl)VlCJTU'tat va £<pap!lot;£Tat 11 Kptfla K£ToKovat;oAll':; 
ou':; 1£UOXouo£,:; m:ptox6:; 1 i] 2 <pope.:; ll!l£PllOiffiC;, avuAoya fl£ Tll ~aplHll't(1 TllC; 
Aoi!lw~llC;· 
~tUDK£ta O£pa1££1.a£: 

A v Kat OTrJv 1£ActoVOTrJLa nov aoO£vwv £mruYXUV£Tat KAtVtK'i] ~£ATiffiOll Kat 
avaKOU<ptOll a1£O 'ta (Jl)fl1£TWfla'ta O£ aUV'tOflO xpovtKO OtUOTllfla fl£TU TrJv tvap~ll 'tll':; 
O£pamiac;, yta va £AauwO£i 11 mOavO'tll'ta U1£O'tP01£WV (Jl)VlCJTU'tat va O£pa1££UOVTat 01 
aoO£v£1.<:; fl£ KavnvnaCHKt<:; AOlflw~£t<:; Kat o£Pfla'to<puTia 'tffiV 1£ruxwv Kat 'tOU KOP!lOU 
£1£1 3-4 £~OO!luo£<:; Kal 01 aoO£v£1.<:; !l£ o£p!laTo<pu'tia TffiV 1£OOlWV £1£t 4-6 £~OOflUO£<:;. 
Euv !lETU a1£o 4 £~OO!lao£<:; o£v EX£l Oll!l£lffiO£1. KAIVtK'i] ~£ATiffioll, 1£PE1£cl va 
£1rav(1~toAoYllO£1. 11 O£pa1££la. 
Ot aoO£v£l<:; fls 1£OlKtAOXPOU mruplaoll sfl<Pavit;ouv KAtVIK'i] Kat flUKllTOAOytK'i] iaOll 
(Jl)Vi]Offi':; fl£TU a1£O O£pa1££1.a DUO £~OO!lUOffiV. 
H ouvi]011':; OlUPK£ta O£pa1££1.a<:; crTllv O!lllYflaTOPpolK'i] O£P!larinoa £1.Vat 2-4 
£~OOfluO£<:;. E1££10i] 1£POKSlTat yla XPOVta Ka'tuoLaollll U1£o'tP01£i] £lVat (Jl)vi]01l<:;. 
Lll!laVTlK'i] crll fl£1.fficrll : 
Ot 1£cTOET£<:; Kat La a01£popOUxa va XPllCHfl01£OlOUVTat a1£OKASlOTlKU a1£O £cru<:; Yla va 
a1£o<pUYET£ va flOAUV£T£ UAAOU<:; avOpW1£OU<:;, £1£lOll<:; va aAAut;£TS (Jl)XVU La POUX(1 1£OU 
£PXOVTat O£ £1ra<pi] fl£ 'to flOAucrfl£VO otp!la yta av a1£o<puy£'t£ TrJv £1raVafloAuvai] cra<:;. 

2.7 AvE1UOiJfl1)'TE~ EvtpYElE~ 

Elvat mOavo va £fl<PavlCJ'tOuv avnopuow; cr'tO orl!l£1.0 £<paPfloyi]<:;, O1£ffiC; aioOrlfla 

Kaucrou, <payoupa i] KOKKlviAc<:;. Avnopucr£t<:; U1££PcuatcrOllcria<:;, £~avOilflaLa, TOmKO 

tKt;£fla, £P£OlCJflO<:; i] UAA£<:; O£P!lanKtc; aVTlOpUo£l<:; fl1£0POUV £1£ioll<:; va £fl<PavlCJ'tOuv 

1£10 O1£UVta. LUfl~oUACUT£h£ TOV ytaTPO oa<:; cr£ ami]v TrJv 1££pi1£Tfficrll· 

Mllv OtCJTUcr£T£ va ava<ptp£T£ O1£OtaOi]1£OT£ UAAll av£mOUflll'tll £vtpy£ta crTov ytaTPO i] 

'tOY <papflaK01£Oto cra<:;. 


Y1tEpi)o(;oloyia 
Ow.v 11 Kptfla K£'tOKovat;oAll<:; £<pap!lot;£'tat O£ flEyUAc':; 1£ocrO'tllTS<:; i] mo (Jl)XVU (11£0 TO 
1£pon:tvo!l£VO !l1£op£i va 1£pOKaA£O£l aioOllfla Kauoou, £puOpo'tllTa i] olorlfla. L£ auTi] 
TrJv 1££pi1£'tfficrll crLaflaTi]o't£ 'tllv XPi]crll 'tll<:; Kpt!la<:;. H Kp£fla K£'toKovat;oAll<:; o£v 1£pt1££t 
va Aafl~uvETat a1£o 'to OTO~ta. Av aUTO (Jl)!l~£1. Ka'tU AUOo<:; £mKOlYffivi]m::£ fl£ 'tOY 
Yla'tpo cra<:;. 

2.8 HflEpOfl1)via ltl~1)~ TOU 1tpOiOVTO~ 
AvaypO:WtTIlL O'!1)V tE,(J)TtP1Ktj Kill (f!!)V t(f(J)'TtP1Kt] (J1)(fKttlll(fill 

Av aUTi] 11 rl!l£poflllvia tX£l1£apEAO£I, va flllv XPllat!101£Oli]cr£n: 'to <pupflaKo 

3. llAHPO(l)OPIEE rIA THN OP00AOrIKH XPHEH TQN (l)APMAKQN 

• To cpap!laKO aUTO ow; 'to £ypatV£ ° YIU'[POS (ms flOVO yta 'to (JUYK£KPt~O tU'[PIKO crus 
1£POPArHW. ~£V Ou 1£PE1££l va 'to oiw:n: O£ aUu aTO!lU i] VU 'to XPllat~01£Ol£ln: yta 
Ka1£OlU aAAll1£aOllOll, XffipiS 1£POllYOUfl£VffiS VU Excn: (JUfl~OUAcUO£i TO yta'[PO cruS. 

Eav Ku'[a T11v iStapK£ta '[l1S Ocpa1£cius £).upuvtaOci Ka1£OlO 1£POPAllflu ~c '[0 cpap).lUKO, 
cVllflcpwcr'[C U).l£crffiS 'to Ylu'[p6 crus i] tOY CPUP~lUK01£OlO O"(1S· 
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Euv EX£T£ onoHloipWT£ £pu:nrlllU1:1Ku rUpw ano Hi; ntcllPo<pOpi1:::<; nou a<popODv (HO 
<papJ.laKO nou MJ.lPUV£1:£ yt xP£tui;WT£ KaADT£P11 EVYJJ.ltpwCJr] yta w taTptKO (J(l<; 
np6pArIJ.la, J.l11 OtCJ1:UO£T£ va i;l1TytO£T£ 1:1<; nA11Po<poP1£<; aUT£<; ana wv YHlTPO oa<; yt wv 
<papJ.laKOnOto oa<;. 

• rta va dvat anOT£AtoJ.la1:1KO Kat ampaAt<; W <pUPJ.laKO nou oa<; XOP11yft811K£ 8a np£1t£t va 
M/lPUV£Tat crUJ.l<pwva J.lE 1:1<; 0011Y1£<; nou oa<; oo811Kav. 

• rta 1:llV ao<pUAtlU oa<; Kat T11V uyda oa<; dvat anapalT11w va olapUO£t£ J.l£ npoooxyt Ku8£ 
nA11Po<popia nou a<popu W <pUpJ.laKO nou oa<; XOP11yft811K£. 

• Na J.l'T]v Otat11P£lT£ ta <pUpJ.laKa o£ £PJ.lUpta wu ),OUtPOD, OlOtt 11 i;tOt11 Kat 11 uypaol.a 
J.l1topd va aMOH»OOUV W <papJ.laKO Kat va W KataOtytoouv £1ttPMPt<; yta t11V uydu 
ou<;. 

• Na J.l'T]v KPUtUt£ <papJ.lUKa nou ocv ta xp£lui;wt£ nAtov yt nou yto11 txouv Ayt~£l. 
• fla fl£yaADt£P11 uO<pUAttU KPUtUt£ OM ta <pupJ.lUKa o£ uo<paAt<; J-lEpo<; J.laKptU uno tU 

natblu. 

4. TPOnO!: l\IA@E!:H!: 
To <papJ.lUKO aUTO XOP11Y£l1:at J.lE tatptKft cruVtayft 

3. 	 01 OIKOIOUXOI KOI OVTITTPOOWTTOI UTTOXPWUVTOI Via H1V £(POPlJoy~ Hl<;; OVWTEPW €:YKUKAiou. 

4. 	 Km6TT1v TWV OVWTEPW TTOU€:I va IOXU€:1 11 €:YKUKAI6<;; lJo<;; IJ€: op.5492/9-2-2000 

KOlvolToinan: 
Er. :JOHNSON & JOHNSON HELLAS AEBE 

AIriMEIA~ & EnllI.AYPOY 4 
15125 MAPOYLI ATTIKH~ H ANAnJ\. npOI!:TAMENH MYEn 

ANNA KAH:I<I>H 

AlToliiKnc; Via EvipYEla : 

1. 	 rEE0A1l1.yr 
1\. M£Ooy€:iwv 136 
155 61 A9~vo 

2. 	 YTT. Epyooio<;; ATTooxoAIlOll<;; & KOIVWVIK~<;; npooTOoio<;; 
r€:VIK~ rpolJlJar£io KOIVWVIKWV AocpoAio€:wv 
t::.lvOll Ao<pdA10ll<;; Ao9EV€:IO<;; & MIlTp6TIlTO<;; 
LTOOiou 29, 101 10 A9~vo 
(IJ€: TIlv TTopdKAIloll €:vrWEpwoll<;; TWV AocpoAIOTIKWV 
T olJ£iwv TTOU TTOPEXOUV YY€:IOVOIJIK~ n€:pi90AljHl) 

3. 	 nov£M~vlo larplKo ~uMoyo 
nAOUTdpXou 3, 106 75 A9~vo 
(!..IE TIlV TTopdKAIlOll €:VIllJtpWOll TWV 
TOTTlKWV larplKWV LuM6ywv TIl<;; XWpo<;;). ""~" 

4. 	 nav£'0~vIO ¢>0PIJOKWTIKO LuMoyo 7.".::.. A It." 
n€:lpOIW<;; 134 & Ayo91llJt pou t~<· .' '.
118 54 A9~vo ...... /,;' ...<' 

(I.lE Trlv TTopdKAIlOll £VIllJtpwOll<;; TWV <~.I"" . 

TOTTlKWV ¢>0PI.l0KWTIKWV LuM6ywv TIl<;; xw qJ;) ". ; 


5. 	 nov€:AA~vlo 'Evwol1 ¢>0PIJOKOTTOIWV ..:::.\ ~, 
\ 

I ' .. 

NOOllAwTIKwv lopulJdTWV l·.' .". 

MlXOAOKOTTouAou 99, 115 27 A9~vo /;< . 


6. 	 IKA-¢>OPI.l/K~ YTTllP£Oio ''-----' .. 
Ay.Kwvlvou 8,102 41 Ae~vo 
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7. 	 orA KAoao<; <l>OPI-IOK£UTIK~<; n£piElo"4JI1<; 

nOTl1oiwv 30, 106 77 AEI~vo 


8. 	 OiKO<; NOllTOU n£lpou.i.l<; 

Kno"OIoMyou 15 

185 35 n£lpOIO<; 


9. 	 OiKo<; NOllTOU AEI~vo<; 


r"OUOTWVO<; 2 & nOTl1oiwv 

106 77 AEI~vo 


1D. 	 KtVTPO btl1"I1TI1PIOO£wv 

NOOOKOfJ£io noiawv ''n.& A. KUPIOK00" 

11527 rouar AEI~vo 


vi 	 11. L<l>EE 
I\. Kt']<ploio<; 280 & Ayplviou 3 
152 32 XoMvapl ATTIK~<; 

12. 	 nov£M~vlo "Evwol1 <l>OPfJOKO~IOI-lt']xovlo<; 


I\OfJ4JO 7, 115 24 AfJmMKl1nol, AEI~vo 

13. 	 LuMoyo AVTlnwV <l>0Pf.l0K£UTIKWV Elawv & ElaIKOT~TWV 


050<; TOTOiou 

180 X"fJ. EElVIK~<; oaou AEll1vwv-l\ofJio<; 

146 10 N. EPY0PAIA ATTIKHL 


14. 	 6£"Tlo Ayopovof.lio<; 

nOVETIIOTr'\fJiou 42, 106 79 AEI~vo 


15.0pyovIOfJ0<; Ao<pa"lot']<; E,,£uEl£pwv EnoYY£"fJOT1WV OAE.E 

Ay. Kwv/vou 5,103 51 AEI~vo 


16. 	 Mil I-It"l1 LuMoywv 

(6nw<; 0 nivoKo<;) 


EI!lTEPIKH AIANOMH: 
1. 	 llIvor, A~loMYl1ol1<; np0"iovTwv 


0) TfJ~fJO A~loMyt']ol1<; <l>0PI-I0KWTIKWV npoi6vTWV 

13) r pOfJfJOT£io A' TfJ~I-IOTO<; EmoTl1fJOVIKOU LUf.l~ou"iou EYKpio£wv 


2. llIvor, <l>Op/KWV M£"£TWV & "Epwvo<; 
3. 	 llIVOl1ll1Kwv Ynr,p£OIwv Htyxou np0"iovTwv 


Tl-Il'lfJO 'EKaOOt']S & Kwa. Ano<pao£wv 

4. rpofJfJOT£io bt£UT£pol3aElfJ10u EmoTrH.JovlKOU LUl-ll3ouAiou 
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