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nArJPQ(popIEr;: B.PHrA AP. npOT.:16963 
TrJMcpwvo: 213-2040000 

ErKYKAIOI: - AnO<l>AI:H 

0EMA: Ka8oplol-lor; nEpIArJ4JrJr; XapaKTrJPlonKwv TOU npOIOVTOr; Kal <l>uAAo OOr,YIWV Yla 
TO Xp~OTrJ cpapf.JaK£UTlKWV TTpoiOVTWV TTOU TTEPIEXOUV OpaOTIKO OUOTOTIKO 
( CLOTRIMAZOLE) 

"EXOVTEr; UTT04JrJ: 
a) 	 Tlr; OIOTd~EIr; TrJ<; KOIV~r; YTTOUPYIKr']r; ATTOcpaorJr; ~yr3 (a) 83657/2005 "nEpl EVaPI-IOVI0rJr; TrJr; 

EAAr,VIK~r; NOf.Jo8wiar; I..IE TrJV aVTloTOIXrJ KOIVOTIK~ OTOV TOI..IEa Tr,r; KUKAocpopiar; TWV 
cpapl..laKEUTlKWV TTpoIoVTWV, TTOU TTpoopil;oVT01 Via av8pwTTlvr] XPr']0rJ", 

13) 	 TrJv UTT' apI81..1.: 43391/23-6-2010 ATTocpaor] npOEOpOU EO<l> (<l>EK.1 0521T£uxor; ~£0T£pO 1 
12-7-2010) "n£pi f.JETOl3ij3aor]r; OIK01WfJOTOr; uTToypacp~r; aTTo TOV npo£opo EO<l> TTpOr; TOUr; 
TTPOIOTOf.JEVOUr; ol£u8uvo£wv EO<l>" 

V) Tlr; rVWI..IOT£UO£I<; TOU ETTlOTrrl..l0VIKOU l:ufJj3ouAiou EVKpioEWV ap.<l>-202/15-7-2011 & 
212/15-7-2011 

AnO<l>AI:IZOYME 

1. 	 H n£piArJ4Jr] XapaKTrJPIOTlKWV TOU npoIOVTOr; cpapl-laK£UTlKWV TTpoIOVTWV TTOU TT£PI£XOUV 
opaoTIKo OUOTOTIKO CLOTRIMAZOLE OTIC; ~opq>tc; KoAlTIKO ~loKio KCI KoAlTIKrl Kpt~a 
opil;nal wr; £~rir;: 

TIEPIAH'I'H T!!N XAPAKTHPIl:TIK!!N TOY TIPO'iONTOl: (SPC) 

1. 	 EMTIOPIKH ONOMAl:IA TOY <))APMAKEYTIKOY TIPO'iONTOI: 

2. 	 TIOIOTIKH & TIOl:OTIKH l:YN8El:H (J£ opa(JTlKU 6U(JTaT1Ku 

KOAIDKU ol(Jlda. 0,1 g/tab: 1 KOA1tlKO olario m:pttXel 0, I g 
KA.mplJia.~oAllS 
KOAIDKU otOlda. 0,2 g/tab: KOAIDKO oterldo 1tepttXEl 0,2 g 
KA.O'tPlJia.~OAllS 
KOAIDKU OtaKla 0,5 g/tab: KOA1ttKO olario 1tEpttXEl 0,5 g 
KA.O'tPlJiU~OAllS 
KOAIDlCi] KPEJiU 2%: I g KOAIDlCi]S KPE!!US 1tEpttXel 20mg 
KA.01:PlJiU~OAllS 
KOAIDlCi] KPEJiU 10%: Ig KOA1tllCi]e; KpEJiUe; 1tepttXEl 100mg 
KA.O'tPlJiU~OAllS 

3. 	 <))APMAKOTEXNIKH MOP<))H 
KOAIDKU OtcrKiu Kat KOA1ttlCi] KPEJiU 

http:www.eof.gr
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4. 	 KAINlKA ETOIXEIA 

4.1 	 @Epa1tl::l)TlKi:s EVOElSE1S 
KOA1Iino£c; 1IOU O<p£lAOVTal 01.: J.1tHOTW; (1<cvpiwC; Candida) 

4.2 	 AoooA.oyia & TP01[OS xopil'YllollS 
4.2.1 AoooA.oyia 
Ta KOIITTIKa oloKia ~ 11 KOATTlK~ KptlJa nptn£1 va £loayoVTaI 000 TO ouvolov f3a8uI£pa OIOV 

KOAno TO f3paou KOla IIlV KaTOKAIOIl (f3A. K£<p. 6.6 OOllyi£<; XP~OflC; I X£IP101J0U). 
H £l<Jayu)'yij £7nTUYX,aV£'CCU KaAun::pa OTUV 11 a08Evijc; dvcu Sa1IAWJ.1EV11 OE u1Ina 8E011 
J.1E AuytOJ.1EVa 1Ip0C; Ta E1IIXVW Ta YOVaTa. 

Ekpa1Ida 1 mlEpaS J.1E OlOKta 500mg ij KpEJ.1a 10% 

I KOA1IlKO OlOKIO 500mg ij TO lIl::pl£XO~l£VO EVOC; c<papJ.1ooTijpa KOA7nKi]£ Kpt~lac; 10% 

(1IEpmOU 5g) TO ppaOU KaTa T1]V KaTaK1.tOll. 

GEpa1Ida 3 n!lEpWV J.1C OlOKta 200mg ij KpEJ.1a 2% 

I KOA1IlKO OlOno 200mg ij TO 1IEPIEXO~lEVO EVOC; E<pap~lOoTijpa KOA7nKi]£ KptJ.1ac; 2% 

(1IEpt1tOU 5g) TO ppaou KaTa T11v KaTaK1.to11 ylll 3 OUVEXOJ.1EVC£ YIf1£PEC;. 


G(;pa1Ida 6 mwp.cI:lY J.1E Olona JOOmg 

I KOA1IlKO otOKio Ka8c ppaou KaTa T1]V KaTaKAloll Yla 6 OUVEX0J.1EVEC; 11J.1EPEC;. 


fEVtKa: 


• 	 Eav Ta OUJ.11ITWJ.1aTU C7nJ.1EVOUV yta 1IEPlOOOTCPO a1Io 7 YIJ.1€PEC;, 11 a08cvijc; 1IP€1tEt 
va E1IavEKnJ.1118d. 

• 	 H 8cpa1Ida J.11Iopd va C1IaVaA11<p8d EaV aUTO Kpt8d a1IapaiT1]TO, 1tap' OAa aUTO. 
EnavaAaJ.1Pav0J.1EVEC; AotJ.1WSnc; J.11topd va U1tOOEt1CvUOUV u1IoKdJ.1Eva taTptKa 
aina, OUJ.11IEptAaJ.1pavoJ.1€voU TOU OlllpijT1] ij T1]C; AoiJ.1wS11C; HIV. 
H a08Evijc; 1IPE1tEt va avaS11Tijon oUJ.1POUAll ano taTpo EaV Ta OUJ.11ITWJ.1am 
E1IavcJ.1<pavt080uv EVTOC; 2 J.111vwv. 

• 	 AEV 1IPE1IEt va yiVETCU 8cpanda KaTa T1]V 1IEpiooo T11C; CJ.1J.111vOPPlloiaC;. H 8Epa1tcia 
8a 1IPE1IEt va OAOKA11pwVETCU 1Ipiv a1Io T1]v EvapS11 T1]C; EJ.1J.111voPP11oiaC;. 

M11 XP11otJ.101I01£hE TUJ.11IOV, EVOOKOA7nKa K1.uo~laTa, 01IEpJ.1aTOKTOVa ij aAAa KOA7nKa 
1IPOi:ovTU KaTa T1] OtaPKEta xpijOllC; aUToD TOU 1IPOi:OVTOC;. 

H a1IOTEAEOJ.1anKoT1]Ta TWV KOA1IIKWV 01IEp~laToKTovWV nou XP11Ol~101IOtOuvTat wC; 

J.1Eoa avnoDU11'l'l1C; J.11Iopd va EAanw8d. 

LUOTijVETCU 11 a1Io<puyiJ KOA1IlKi]C; E1Ia<pijc; KaTa T1] OtaPK€la xpij01]C; aUTou TOU 
1Ipoi:ovroc;, E1I€lOT] 11 ~,oiJ.1WS11 EVOtXETUt va J.1ETa<pEp8d OlOV OUVTpO<pO oae; KCU va 
EAanro8d 11 a1IOTeAEOJ.1anKOT1]TU KCU 11 aO<paAEta 1IPOi:OVTWV latex, 01IWC; TU 
1IP0<pUAaKTIKa KCU Ta Ota<ppaYJ.1aTU. 

lIpOKEtJ.1EVOU va olaAu80Dv 1IAijpWC; Ta KOA7nKa olOKia 1IpEnCl va U1IaPXEl uypaoia 
OTOV KOA1IO. LE olll<popEnK1i 1IEpi1ITW011 J.11topd va a1tOpAl18ouv aOlaAUTa T~.lijJ.1aTU TOU 
KOA1tlKOD ()lOKIOU. fuvaiKcc; ~lC SllPOT1]TU KOA1tOU J.11topd va 1tapaT1]pijoouv T1]V 
a1IOpOAT] a1to TOV KOA1IO aOlaAUTwv T~ll1~LaTWV TOU KOA7nKOU OlOKiou. npOKEt~lEVOU va 
otaAuOd 1tAijpWC; TO KOA1tlKO OlOKio 1IPE1IEt va EtOaYETCU 000 TO ouvaTOV 1ItO paElta 
OTOV KOA1IO aJ.1tow<; 1IptV TI1V ppaolvl1 KaTaKiclOll 
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npOOptt;Of-l£VO "fta XPilO1l ano £vllAtK£C; Kat natbta TjAtKiae; ]2 £TWV Kat avw. 

4.3 	 Avn:vOElS.E1S 
Avrt:v&:iKVVWI Yf £rpap/1oyJj rov rpap/1oxov cnle; aKoAOVO£e; n£pm:rdJa£Ie;: 

y n£pcuato8Tjoia OTTjV KAOTptllaL;o}~Tj il O£ onotObilnoT£ aAAo OUOTaHKO "COu 

npolovTOC;. 

Y n£ P£uato811oia cr1"T]v K£1"OGt"wpuAaA.KOOATj (£qJooov dvat eKboxo 1"T]C; KOA7rtKile; 

Kpef-lac;). 

TauToxpoVll xopilYTjcrTj f-l£ otL;anpioTj, £KTOe; TWV f-lOpqJwv nou npoopiL;ovTat yta 

1"07rtKil o£Pf-lauKil £~wT£ptKil xpiloTj. 


ETT10Ile; OVT£vo£fKVUTOl omv 11 ooe£v~e; tX£1 KOATTlK~ OtlJoppoyio, KOATTIKa tAKIl, tpTTIlW 

y£wIlTIKWV opyavwv, TPIXOIJOVOOIKI1 KOATTiTloo, (3oKTllprOIOKI1 KOATTITlOO, TPOXllAiTioO ~ 

TTu£AiTroo. 
llplV XPYfal/10nOIYf0£! Yf KOA1rlKJj Kpipa KW W KoAmKG. c5I01cla npf:n£1 ° Y/()'TpOe; va 
£vYf/1£pwO£! yza. W aKoAovOa ano TYfV aaO£vJj: 

av mr:Jjp,;av nE:pzaaoT£Pee; ano 2 /10Avvaw:; /1£ Candida KaTG. rove; 6 Tdevwiov<:; 
flJjW:C; 
av vnapX£l lcnOPlKO a£(OVaAIKG. ji£ro.c51c5ojievYfe; voaov Jj axf:aYf ji£ aVvTPOrpO nov 
nG.a;(£1 a7ro a£(OVaA1KG. jiE:Tac51c5oji£vYf voao 
av V7raPX£1 KVYfaYf Jj vnolJlia KVYfaYfe; 
av '7 YfAIKia TYfC; E:ivw KaTw ano 16 E:TdJv Jj 7rG.vw a7ro 60 E:TdJV. 

4.4 	 IOUll-Tl:':p.ES npoEloonOl-qaus & lOlaiTEpES npOqm1.aSE1S KaTa Tl} xp-qal} 
npoooxi} oTTom:iTaJ KOrc] TfJV E<pOppOyi} TOU <P0PPCtKOU pE E<pOppOOTi}pO oTT6 EYKtJOU~ 
yuvoiKEt:; yJa vo OTTO<pWXBEf TTlBov6~ TpoupoTlap6~. 

H xpilcrTj Kena 1"T] OtapK£ta "COU npci)lou Tptf-lilvou 1"T]C; £"fKUIlO(J'l>VT]C; npbm va yiv£Tat 
f-l£ npocroxil· 

Eav Ta oUf-lnTwf-laTa o£v unoxwpilcrouv )l£Ta ano 8£pan£i.a TptWV Tj)l£pwv npEn£t va 

£naV£KTtf-laTat Tj otayvwcrTj. 


Eav Tj acr8£vi1e; EX£t rruPETO (8EPlloKpacria 38°C -q napamivw), UAYOC; KUTW KotAtaKilc; 

xwpac;, ocrqJuaAyia, oucrocrf-lO KOA7rtKO EKKptf-la, vauria, KOA7rtKll atf-loppayia Kat/-q 

oXETtL;6f-lEVO novo cr1"OUC; Wf-lOUC;, 8a npEn£t va crUf-l~ouA£urd evav taTp6. 


lEVtKa: 
- Na q>UAuoo£Tat O£ 8eoTj 1"T]V onoia OEV npocr£yyiL;ouv Ta natota. Na anoqJ£uYETat T] 

Ena<flil f-lE Ta f-lana. MTjv 1"0 KULanlvETE. 

Movo y/(). 7rpoiovw 7rOV m:plf:xovv KE:TocnwPVAaAKOOAYf: 
H KELDoT£apuAaAKOoATj EVOEXETat va npoKaAEO£t T07rtKEC; OEp!laHKEC; avnopuoEtC; 
(n. X. o£pf-lULinoa £na<flilc;)· 

4.5 	 AUl}J..EnlOpam':lS JlE aUa <flapJlaKa Kal a1.1.ES JlOp<flts aUl}J..Eniopaal}S 
H otL;anpioT] IlETa~OAiL;£TUt OLD -qnap ano TO evL;uf-lo CYP 3A4. En£tof) Ot aL;oAcC; 
aVUOT£}../...OUv TO Evt;ullo auro T] cruyxpOVTj xopilYTJoT] 1"T]C; mt;anpioT]C; f-lE ne; ouoite; 
aUTES 6nwc; 11 KA.oTptf-laL;6ATj f-lnop£i. va au~ilo£t TOV Kivouvo Ef-l<flavtGT]C; OtaTapaxwv 

http:IOUll-Tl:':p.ES
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TOll J<Up8U1KOU plleJ.l0U (EmJ.ltlK1JVG11 TOU QT OlUGTIIJ.lUTO';;, KOt/,lUKE';; UppUeJ.lU:';;, 
TORSADE DES POINTES). 
tHa TOUTO VU J.l11 GU'YX0p11YElTat 11 mSmrpi.ol1 J.lE T1<; KOAmKEC; J.lOp<pf::C; TTJS 
KAOTPlJ.lUSOJ...11C;· 
TUUTOxpm'T] OEpUrr£U1'lKi] UyooYtl W; KolmKi] KAOTplJ.la~OA11 Kat urro TOU GTOJ.lUTO';; 
tacrolimlls (FK-506, UVOGoKaruG'WhlKO) £vOtXETU1 VU 00l1YtlGEl (5E UUS11~lEVU 

E7rlrrdia tacrolimus GTO 7rAUGJ.l(L f1' aUTO TO AOYO 01 UGeEVt:i.,;; eu rrptrrEl va 
7rapUKOAOUOODVTat rrpOGEK1'lKU ylU TTJV EJ.l<pUVIG11 GUJ.l7rTooJ.lUTooV AOYoo 
um:;pooGoAoyiae; tacrolimus, Eav ElVat urrapatTTJTO J.lE rrpOGOlOptGJ.lO TooV aVT1GTOlXooV 
Emm':ooov Gro rrAaGJ.lU. 

4.6 KU11O'l1 KUll'U/.ouXiu 
KOld Tr'!V KU1101l, IOlOlTEpa TO rrptino TPIJ.Jllvo, arrOlTEiral rrpoooxii OTIl XOpliYflOIl KOI 11 

XPr'j0fl TOU <papJ.JaKou rrptrrEI va YIV£TOI J.JETd arro oUVEVVOIlOIl J.JE TO YIOlpO. 
Kara TTJ olapK£ta TTJ';; K.,,)l1G11S, 11 O£parr£1.a 7rpErr£t va YlvETat J.l£ KoAmKa 8tGKla 
Clotrimazo Ie, KaOws dvat ouvaTij 11 ElGayooytl TOUe; xoopi,;; T11 XPtlGT] E<papJ.lOGT11pa. 

H KAOTpIJ.Ja~oAIl OEV aVlxvEuETOI OTO IJflTPIKO yoAO KOI J.JrropEI vo XprjOlJ.JorrOIl8E[ KOla 

Til OlapKElO TIl<; YOAOUXIO<; IJETa orr6 OUVEvv61l01l J.JE TO YIOTpO. 

4.7 EniopllO'1l O'T11V lKIlVOTl]TIl OO"l'l1O'TJ<; KUl XtlPlO'floil flTJXllvTJfl(iTrov 
/J.£v mlopo OTllv IKOVOTIlTO OOr'jYIlOIl<; KOI XEIPI0J.J0U J.JllxovlljJaTwv. 

01 OVO<PEpOjJEVE<; oVEm8uIJIlTE<; EvtpY£I£<; ~OOi~OVTOI OE ou90PJ.JIlTE<; ovo<popt<;, 
mOJ.Jtvw<; 11 oPyavwor'j TOU<; oUJ.J<pwvo J.JE 11<; KOTIlYOPIE<; OUXVOTflTO<; EJ.J<Pavloll<; 
CIOMS III o£V EIVOI OUVOTr'j 

llIOTOPOXt<; TOU ovooorrolllTIKOU OUOTr'jJ.JOTO<;: 
OMEPYIKr'j oVTiopooll (AITT09uJ.Jio, urroraoll, OUOTTVOIO, KVIOW0rt) 

llIOTOpOXt<; TOU ovorropoywYIKOU OUOTr'jJ.JOTO<; KOI TOU IJOOTOU: 
orro<poAlowOIl YEVVIlTlKWV opyavwv, KVIl0J.J0<;, £~ov9IlJ.Jo, OiOIlIJO, 
ouo<popio,oi09IlJ.Jo KOUOOU, EPE910J.JO<;, aAYo<; rrutAou. 

rOOTp£VT£PIKt<; OIOTOpOXt<;: 

KOIAIOK6 aAY0<; 


Errioll<; IJrrop£1 va rropouOIo09£i EPE910J.JO<; KOI oi091lJ.Jo KOUOOU OTOV OE~OUOAIKO 
OUVTPO<pO. 
Erri0rJ<;, txouv ovo<pEp9£1 £pu9rJIJO, ouxvoupio. 

4.9 Ym:pooCToAoyia 
ll£v £<pOPJ.J6~ETOI. XE TTEPITTTWOElC; KaraTToof]C; EK AaeouC; va HpappooToUV TO KAaOlKa pi:.Tpa 

(6TTWC; yaoTplKrj TTAuaf]) TO oUVTop6TEPO pETa Tf]V KaraTTOOf]. 

5. <l>APMAKOJ\OnKEr 1.610THTEr 

5.1 <l>apJ,lOKOOUVOJ,lIKE<; IOIOUIT£<; 
¢oPblOKo9EpOrrEUTlKr] oblaoo 
H KAOTPIJ.JO~6Art, TO OPOOTIK6 OUOTOTIKO TOU <p0PIJoKOU, EivOI rropaywyo TOU IJ.JIOO~OAiou KOI tXEI 

wpu <paoJ.Jo OVTIJ.JUKIlTlOOlKr'j<; opaofl<;. 

MnxoVIOblOC: opdooc: 

4 

http:oi091lJ.Jo
http:EPE910J.JO
http:EPE910J.JO
http:ouo<popio,oi09IlJ.Jo
http:ov9IlJ.Jo
http:KVIl0J.J0
http:rrAaGJ.lU
http:rrpOGOlOptGJ.lO
http:UppUeJ.lU
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H KAOTpIIJ0~6AIl opo OTTOTEAEOIJOTIKa KOTa TWV IJUK!']TWV, j.JE OVOOTOA!'] HI<; OUV8EOIl<; TIl<; 
EPYOOlEPOA 11<;. H OVOOTOM! TIl<; OUV8EOIl<; TIl<; EPYOOTEp6AIl<; OOIlYEr OlIlV OOIJIK!'] KOI 
A£lTOUpYIKr'j I3MI3Il TIl<; KunopIKr'j<; j.JElJl3paVIl<; TWV j.JUKr'jTWV. 

CPOPIJOKOOUVObJIK£( ETTlOpaOEI( 
H KAOTpIIJ0~6AIl £XEI £vo EUpU q:>aOIJO OVTIIJUKIlTlOOlKr'j<; Opaoll<; in vitro KOI in vivo, TTOU 

mP1AOIJ13avEI OEPIJOT6q:>UTO, ~UIJOI_lljKIlTE<;, EUPWIJUKIlTE<; KATT. 
01 TIIJ£<; EMXIOTIl<; AVOOTOATlKr'j<; LUYK£VTPWOIl<; (MIG) YIO TOU<; IJUKIlTE<; OUTOU<; Eivol OTTO 

j.JIKpOTEPE<; TOU 0,062 £W<; 8,0 IJg/ml UTTOOlpWIJOTO<;. 0 IJIlXOVIOIJ0<; oPci0ll<; TIl<; 
KAOTPIIJO~OAIl<; EivOI Kupiw<;; IJUKIlTOOTOTIK6<;. 01 onopOI TWV IJUKr']TWV EivOI EMXIOTO 
Euoio81lToi. 

npWTOYEVW<; OV8EKTIKa OTEA£XIl TWV Euoi081lTWV IJUKr'jTWV EivOI TToM onavlO. H OVciTTTU~'1 
OEUTEPOYEVOU<; OV8EKTIK6T'1TO<;; OTTO EUof08IlTOU<;; IJUKIlTE<;; IJETa OTTO 8Epomlo £XEI IJ£XPI 
TWPO TTOPOTIlPIl8Ei IJ6vo OE IJEIJOVWj.J£VE<;; TTEPITTTWOEI<;;. 

5.2 <J>0PlJoKOKIVIlTlKE<; 1i510TIlTE<; 
MEA£TE<;; q:>OPIJOKOKIV'1TIKr']<;; j.JETa oTT6 KOATTlKr'j XOPr']YIl0'1 £OEI~OV OTI IJOVO IJIKPr't TTOOOT'1lO TIl<;; 

KAOTPIIJO~OA'1<;; (3-10%) OTTOPPOq:>alOl. 1\6yw TOU ypr'jyopou IlTTOTIKOU IJET0130A10IJOU TIl<;; 
oTToPPO<POuIJEVIl<;; KAOTPIIJO~OAIl<;; OE CPOPIJOKOAOYIKa OVEVEPYOU<;; IJET0I30AiTE<;;, 01 
TTpoKumouoE<;; IJ£YIOTE<;; OUYKEVTPWOEI<; TIl<; KAOTPIIJO~OAIl<;; OTO TTMolJo, IJETa oTT6 KOATTlKr'j 
Eq:>0PIJOYr't 06011<;; 500mg. r'jlOV <10ng/ml. UTTOOIlAWVOVTO<;; OTI 11 KAOTPIIJO~OAIl TTOU 
ECPOPIJO~ETOI EVOOKOATTIKa £lVOI oTTI80vo VO TTPOKOA£OEI IJETpr']OIIJE<; OUOT'1IJOTIKt<; 
ETTlOpaOEI<;; r'] OVETTl8uIJIlTE<;; EvtpYEIE<;. 

5.3 npoKAlvlKo OTOIXdo VIO Tllv ompoA£lo 
TO~IKOAOYIKt<; j.JEA£TE<;; OE olaq:>opo EIOIl mlpOIJOTo~WWV IJE EVOOKOATTlKr'j r'j TOTTlKr'] XOPr']YIlOIl 

£OEI~OV IKOVOTToIIlTIKr'j KOATTlKr't KOI TOTTlKr'] OVEKTIKOT'1lO. 

TOtlKOAoylo 
H o~Eio TO~IKOTlllO TIl<;; OPOOTlKr'j<;; ouolo<;; (LDso). OTOV XOPIlYEiTOI OTTO TOU OlOIJOTO<;. KUlJolvElOl 

IJ£TO~O 500 KOI 900mg/kg l3apou<;; OWIJOTO<;; OlO TPWKTIKci. 00VOT'1CPOPE<; MOEI<; OEV tYIVE 
ouvOT6 vo 0lEPEUVIl800v OE KOUV£AIO. yaTE<;; KOI OKUAOU<;;, K08w<;; '1 uTT6 OOKIIJr'j ouoio 
oTTol3aAAoVlOV 010 TOU £IJETOU OE MOEI<; IJEyoMTEPE<;; TWV 100mg/kg I3cipou<;; OWIJOTO<;. 

LE IJEA£TE<; UTTO~Eio<;; TO~IK6HPO<; IJE xoPr']Ylloil OTTO TOU oT6j.JOTO<; HI<;; EPEUVWIJEVIl<; ouolo<;; OE 
OKUAOU<;; Kat opoupoiou<;;. OE MOEI<;; tw<; 200mg/kg I3cipou<;; OWIJOTO<;; (EW<;; 13 EI300IJaOE<;). 
010TTlOTW81lKOV IJElOl3oA£<; OE EIOIKt<;; IlTTOT1K£<;; TTOPOIJ£TPOU<;; TOU oiIJOTO<;; (TpOVOOIJIVaOE<;;, 
OAKOAIKr'] cpwOcpwTaoll). ETTlTTA£OV. 1J0KPOOKOTTIKa TTOPOTIlPr'j8IlKE olOYKWOIl TOU r'jTTOTO<;; 
Kat 1J1KPOOKOTTIKa UTTEPTpOq:>lo TWV '1TTOTIKWV KUnapWV. nEV TTOPOTIlPr']8IlKE VtKPWO'1 TWV 
IlTTOTIKWV KUnapWV. AUT£<; 01 OMOIWOEI<; EivOI TUTTlK£<;; OE TTEPITTTWOEI<;; XOPr']YIl0'1<; OTTO TOU 
OTOIJOTO<; OVTIIJUKIlTIOOlKWV o~oAiwv. 

LE £PEUVE<;; XPOVIO<; TO~IKOT'1lO<; OE opoupofou<; j.JE XOPr'jY'101l KAOTPIIJO~OAIl<; OTTO TOU OTOj.JOTO<; 
O£ MOEI<;; 10. 25. 50 KOI 150 mg/kg I3cipou<; OWIJOTO<;; IlIJEPlloiw<;; YIO tva OlaOTIlj.JO £W<;; 78 
EI300IJaOE<;;. TTOPOTIlP~81lKE ooom:~opTWIJEVIl UTTEPTPOcpio IlTTOTIKWV KUnapWV OE 
EVOlaIJEOE<; VEKp04JIE<;; IJETa OTTO 26 KOI 52 EI300IJOOE<; KOI IJETa TO T£AO<; TIl<;; tpEUVO<;. Mio 
aMIl oj.Jaoo, 11 oTToio IJEAETr']81lKE KOHl TIlV 1010 mplooo Kat TIl<;; OTToio<;; 11 8EPOTTEUTlKr'j 
oywyr'j OIOKOTTIlKE IJETa TI<; 52 EI300IJaOE<;; tOEI~E mavooo OTO CPUOIOAOYIKO TWV 
OMOIWOEWV TTOU Eixov oUlJl3EI KOHl TO n'.Ao<;; TIl<; tpEUVO<;. nEV TToparrIPr']81lKav 
KapKIVOYOVE<;; ETTlOpaO£l(;. 

METa OTTO OEpIJOTIKr'] Eq:>apIJOYr'] OE KOuV£Ala Kat KOATTlKr') XPr']01l OE MOEI<; TOU OpaOTlKOU 
OUorOTlKOU £W<; 500mg OE OKUAOU<; Yla 3 EI300IJaOE<;. TToPOTIlPr']81lKE KOAr'] OEPj.JaTIKr'] KOI 
TOTTlKr'] KOATTlKr't aVEKTlK6TIlTO ora EPEUVWIJEVa TTpoI6vlO. Kat TO opaOTIKO OUOlOTiKO OEV 
TTPOKclAEOE TTPWTOYEVr'j EPE810IJO TOU otPlJaTO<; r'] TOU I3AEvvoyovou. OIJOiw<;. 6TOV tVIVE 
£AEYXO<;; IJE OlaAUlJa KAOTPIIJO~OAIl<;; 1% VIO EPE810IJO TWV ocp80AIJWV OE KouvtAla, OEV 
ETTtCPEPE KOlJiO I3MI31l. 

METOAAot.loytvWO. TEPaT0Y£VEOO KOI EkI(3pUOTotIKOTl]ra 
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H TTlSOVOT'lTO IJ£TOAAO~lovoVOU Opdo'l<; OTTOKA£iOS'lK£ KOHl T'lV KUPIO SOVOT'l<POpO OOKIIJOoio 
(dominant lethal test) KOI O£ KunopooTOTIKt<; tpwv£<; O£ OTT£PIJOTOVOVIO TTOVTlKWV 
Hamster j.J£ 060(1<; 100mg/kg j3dpou<; OWj.JOTO<;. 

M£A£T£<; T£POTOVtvW'l<; tVIVOV O£ novT/Koll<;, opoupoiou<; KOI KouVtAIO IJ£ XOP~V'l0'l OTTO TOU 
OTOIJOTO<; 060TWV 0POOTll<Ou OUOTOTIKOU tw<; 200mg/kg j3dpou<; OWIJOTO<;. /).£V un~p~ov 
£vo£i~£I<; £IJj3pUOTO~IKWV ~ T£POTOV£V£TlKWV £TTlopdo£wv. E£ tPWVE<; OE opoupoiou<; 01 
U4JIlAt<; 060£1<; TWV 100mg/kg j36pou<; OWj.JOTO<; o£v tVIVOV KOM OVEKTt<; ana TO ~wo­
IJIlTtp£<;. AUTt<; 01 060£/<; ~TOV oo<pw<; TO~IKt<; Y'O T'lIJIlTtpo KOI OO~YIlOOV O£ 

OWT£POYEV£i<; £j.Jj3pUOTO~IKt<; £TTlOpdOEI<;. H IJtYIOT'l 06011 TWV 200mg/kg j3dpou<; OWIJOTO<; 
~TOV SOVOTIl<P0PO Y'O TO ~WO-IJ'lTtPE<;. 

nOVTW<;, 060£1<; TWV 50mg/kg j3opou<; OWj.JOTO<; tYIVOV OVEKTt<; xwpi<; j3Mj3£<; OTllv q.Jj3pUiK~ 
OV(lTTTU~'l KOI 060£1<; TWV 100mg/kg j3opou<; OWIJOTO<; o£v £ixov T£POTOYOVO £niopoo'l. EE 
IJio tp£uvo O£ opoupoiou<; IJ£ £VOOKOATTlKt<; 060EI<; tw<; 100mg/kg j3opou<; OWIJOTO<; o£v 
un~p~ov £vo£i~£I<; EIJj3pUOTO~IKWV £TTlOpoo£wv. 

To onOT£AEOIJOTO ana T/<; IJ£A£T£<; O£ n£,pOIJOTO~WO o£v to£I~OV j.JtXPI TWPO onooo~noT£ 
£IJj3pUOTO~IK~ £niopooll TIl<; KAOTPIIJO~OAIl<; IJETO ana KOATTlK~ KOI ana TOU OTOIJOTO<; 
XOP~YIlO'l. 

EPEUVE<; YOVIIJoTIlTO<; IJ£ XOP~YIlOIl ana TOU OTOIJOTO<; 06o£wv EW<; 50mg/kg j3opou<; OWIJOTO<; 
o£v towoov £VO£i~£I<; £niopoo'l<; OTllv YOVIIJOTIlTO. 

H OVOAU0'l IJio<; 1J£A£TIl<; nou 0'lj.JOOIEUTIlK£ TO 1987 KOI o<popoOo£ TI<; £TTlOPOOEI<; OTllv nopEio 
TIl<; KUlloll<; , OVTllJuKIlTIOOlKWV KOI TPIXOIJOVOOOKTOVWV S£POTTEUTlKWV nopoyovTWV nou 
XOPlly~S'lKOv KOATTIKO OTllv oldpK£IO TWV 3 npwTwv IJ'lvwv TIl<; KO'lOIl<;, oEixv£1 011 £[VOI 
OIKOIOAOY'lIJEVO<; 0 <pOj3o<; oU~IlIJ£VOU KIVOOVOU OUToj.JOTIl<; onoj3oA~<; lJ£Hl Tllv KOATTlK~ 
XP~oll HI<; IJIKovo~OAIl<; KOI TIl<; KAOTPIIJO~6AIl<; OTO npwTO TpilJllvo TIl<; KOlloll<;. /).£V 
IJnopouv va yfvouv KOTIlYOPIlIJOT1K£<; 0IlAWOEI<; boov o<popo TOU<; TTlSovou<; KIVOUVOU<; ana 
Til XP~OIl KOla TOU<; T£A£UTOiou<; 6 lJ~v£<; TIl<; KUIlOIl<;, OIOTI o£v unopxouv OX£TIKt<; j.J£AET£<; 
OTOVOVSpWTTO. 

6. 	 <DAPMAKEYTIKA rTOIXEIA 

6.1 	 KOTaAoyos IJE TO EK6oxo 

6.2 	 AOUIJPOTOTI'}TES 
Mv unopxouv yVWOTt<; OOUIJj3OToTIlT£<; 

6.3 	 AltlPKEIO ~wf)s 

6.4 	 1610iTEPES TTpoq)UAa~EIS KOTa TI'} 'PuAo~1'} TOU TTp0"iOVTOS 

6.5 	 <DUOI'} KOI OUoToTIKa TOU TTEPltKTI'} 

6.6 061'}yiES xPiJOI'}S/XElprOIJOu 
EloaywYf] TfJ<; KoATTlKfK Kptpa<; 2% J1E TOV HpapfJOorfJpa 

1. 	 EOpOT£ npo<; TO t~w TO tlJj30AO TOU £<pOpj.JOOT~PO lJia<;; XP~OIl<; tw<; OTOU 
OTOj.JOT~O£L 

2. 	 Avoi~TE TO OWAIlVOPIO. TonoS£T~Ol£ TOV £<pOPIJOOT~PO lJio<; XP~O£W<; OTO 
OWAllvOPIO KOI, KPOTWVTO<; TO KOI TO ouo OTOS£pO O£ £TTO<p~, Y£lJiOT£ TOV 
£<pOpj.JOOT~PO TTlt~OVTO<; npOO£KTlKO TO OWAllvoPIO. 

3. 	 Anoouvo£OOT£ TOV £<pOPIJOOT~PO j.Jim; Xp~o£w<;; ono TO OWAIlVOPIO. EIOOV£T£ 
TOV £<pOpj.JOOT~PO 600 TO ouvOToj3oS(mpo OlOV KOATTO (auTo £TTlTuYXaVETOI 
KOAUT£PO OTOV 11 OOSEV~<; £ivOi ~onAwlJtvll OVOOK£AO) KOI OOEIOOT£ TO 
n£pl£XOIJ£VO TOU IJtoo OTOV KOAno TTlt~OVTO<;; TO tlJj30AO. 

4. 	 ArrOIJOKpuVOT£ TOV E<pOPIJOOT~PO KOI n£Td~T£ TOV. 

Xpf]OfJ TOU TTPOYEfJlOfJEVOU E</JaPfJoarf]pa (KOATTlKf] KptfJa 10%) 
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1. 	 Aq>olpton: TOV Eq>Op~OOT~pO OTTO H1 OUOKWOOIO. TOTT08ET~OTE TO t~[30"\0 
~too OTOV Eq>Op~OOT~pO. 

2. 	 Aq>OlptOTE TO KOKKIVO TTWI-I0 TTEPIOTptq>OVTOe; TO. 
3. 	 EIOOYETE TOV Eq>OPI-IOOT~pO 000 TO OUVOTO [308llTEPO OTOV i<.O"\TTO (OUTO 

ETTlTUYXOVETOI KOAlJTEPO OTOV 11 008EV~e; ElvOi ~OTT"\W~tvll OVOOKE"\O) KOt 
OOEloon: TO TTEPI£XO~EVO TOU I-Itoo OlOV KO"\TTO TTlt~OVTOe; TO t~[3o"\o. 

4. 	 ATTO~OKpUVOTE TOV Eq>OPI-IOOT~PO KOI TTETO~TE TOV. 

Elooywy~ TOU KO"\TTlKOU oloKiou ~E TOV Eq>Op~OOT~PO 
1. 	 LUPOTE TO tl-l[3o"\o (A) TTpOe; TO t~w EWe; VO OTO~OT~OEl. flO VO TOTT08ET~OETE TO 

KO"\TTlKO oloKlo OTOV £q>OPI-IOOT~PO (8), TTlEOOTE E"\Oq>pO TO OVOIYI-I0 TOU 
Eq>Op~OOT~PO WOTE TO OVOIYI-I0 vo TTaPEI ml~~KIl ~opq>r'). TOTT08ETr'jOTE TO 
KO"\TTlKO oloKlo OTOV Eq>Op~OOTr')pO ~E TO OK po TOU TTpOe; TO E~W. 

2. 	 EIOOYET£ TTPOOEKTIKO TOV Eq>Op~OOTr')pO, 0 oTToioe; TTEPltXEI TO KO"\TTlKO OIOKlo, 
TTPOOEKTlKa, 000 TO OUVOTO [308UTEPO OTOV KO"\TTO (OUTO ETTlTUYXOVETOI 
KOAUT£PO OTOV 11 008EV~e; £iVOI ~OTT"\Wl-ltvll OVOOKE"\O). 

3. 	 Q8~OTE TTPOOEKTIKO TO EI-I[30"\0 (A) I-ItxPIe; OTOU OTOI-IOT~O£I. M£ TOV TPOTTO OUTO 
EVOTTOTi8ETOI TO oloKlo I-Itoo OTOV KO"\TTO. ATT0I-IOKPUVOTE TOV Eq>0PI-I00Tr')pO. 

4. 	 0 Eq>0PI-I0OTr')pOe; I-ITTop£i vo ETTOVOXPIl0lI-IOTTOI1l8Ei. flO vo ElvOi OUTO OUVOTO, 
TT"\UVOT£ TTPOOEKTIKO TOV Eq>0PI-I00Tr')pO I-IE ~EOTO v£po I-IETO Til XPr')0Il. n' aUTO 
TOV OKOTTO TO tl-l[30"\0 (A) 80 TTptTT£1 vo OTT0I-I0KPUv8£i EVT£"\We; OTTO TOV 
£q>OPI-IOOT~PO (8). 

Elooywy~ TOU KO"\TTlKOU oloKiou xwpie; TOV £q>Op~OOT~PO 


IlpoooX~ 


• 	 To q>OPI-IOKO va q>U"\OOOETOI I-IOKPla OTTO TO TTOIOIO. 
• 	 KOla HI OlaPK£IO HIe; KU11011e; 11 Eq>OPI-IOY~ TWV KO"\TTlKWV OloKiwv TTptTTEI VO ylVETOI 

XWple; TOV Eq>Op~OOTr')pO. 
• 	 Eovo KO"\TTOe; £ivol ~l1poe;, KoMT£PO VO yivETOI XPr')011 Tile; KO"\TTlKr')e; KptIJOe; 
• 	 Eov TO XEi"\ll TOU oloofou KOt 01 TTOPOK£IIJ£VEe; TT£pIOXEe; EXOUV TOUTOxPOVWe; 

~0"\UV8Ei, eo TTptTTEI ETTrOIle; vo ,.\O[3EI xwpo TOTTlKr') 8£pOTT£rO I-IE OEPI-IOTIK~ Kptl-lO 
1% 1-1£ Hlv KOToMIl"\1l oooo"\oylo. 0 o£~OUO"\IKOe; OUVTpOq>Oe; eo TTptTT£1 £TTiolle; vo 
OKO"\OUe~OEt TOTTlKr') 8£POTTEio Eq>' OOOV UTTOPXOUV OUI-ITTTWI-IOTO. 

• 	 H KO"\TTlKr') Kptl-lO KOt TO KO"\TTlKO OIOKIO £ivol 0001-10 KOI OEV Xpwl-IOTi~ouv TO pouxo. 

To q>aPIJOKO OEV TTptTT£1 vo oTToppimovTOI OTllv oTToXtTEUoll r') OTO OIKIOKa OTTOppiIJIJOTO. 
PWTr'jOTE tvov q>0PIJOKOTTOIO YIO TOV TPOTTO OTTopplljJlle; q>0PIJOKWV TTOU O£V XPEIO~EOT£ 
TTlO. AUTO TO IJtTPO 80 [3oIl8r')00uv OHlv TTPOOTOOio TOU TTEPI[3oMoVTOe;. 

6.7 KaToxo~ T'1~ aOElo~ KuKAocpopio~ 

7. 	 API0MOl AAEIAl KYKAOQ>OPIAl 

8. 	 HMEPOMHNIA THl npOTHl AAEIAl I ANANEOlHl THl AAEIAl KYKAOQ>OPIAl 

9. 	 HMEPOMHNIA THl (MEPIKHl) ANA0EOPHlHl TOY KEIMENOY 

2. 	 To <P0Mo OorWlwv YIO TO Xpr'jOTI1 q>0PI-I0KEUTIKWV TTpoToVTWV TTOU TTEP1tXOUV OPOOTIKO 
OUOTOTIKO CLOTRIMAZOLE OTI~ IJOpcpt~ KoATTIKO oloKio Kat KoATTlKtl KptlJO Opi~ETOI 
we; £~r')e;: 

Clotrimazole micronized 

Y 1\ 1\ o o 4 H r I n N r A T o N 
X P H I: T H 

1. IIPOI:~IOPII:M01: cI>APMAKEYTIKOY TIPOIONTOI: 
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1.1 	 OvoJlu!'fiu: 

1.2 	 t.\pU!'fTlKt] Ol)!'fiu: Clotrimazole micronized 

'EKOOXU: 


1.3 	 Kp£JlU KOA1ttKll 
Al(JKiu KOA1flKU 

1.4 	 lla::P1EKT1KO"TtlTU 
Kp{;Jlu KOJ.1tlKt] 2%: I g Kol1ttKt]S KP£!1aS m::pt£X£l 20mg clotrimazole micronized 
Kpi:Jlu KOJ.1tlKt]1 0%: I g KohlKt]S Kp£JlaS 1f£pt£X£l 100mg c1otrimazole micronized 
Al(JKiu Kol1tlKU 0,1 g/tab: I KOA1flKO OlOKio m::Pt£X£t 0,1 g clotrimazole micronized 
Al(JK1U Kol1tlKU 0,2 g/tab: 1 KOA1ttKO otoKio 1f£pt£X£l 0,2 g c1otrimazole micronized 
Al(JKiu KOJ.1tlKU 0,5 g/tab: I KOA1ftKO 010KtO 1f£pt£x£t 0,5 g clotrimazole micronized 

1.5 	 ll£plypU~t] - I:lJ(JKrnu(Jiu: 

1.7 	 Ym:u9'\Jvo.:; KlJK1o~opiu.:;: 

2. 	 TI llPEllEI NA rNQPIZETE rIA TO <l>APMAKO nov I:AI: XOPIIrHI:E 0 
rIATPOI: I:AI: 

2.1 	 ra::V1KE':; llJ.T)po~opiE':;: 
To «ovoJla 1fp0'iOV1:OS» Jl£ OpaOTtKO 0lJOTaTtKO 1:0 Clotrimazole micronized £ivat 
aVTtJllJlCTJTtaOtKO <papJlaKO KaTaAA11/"o yta Tt) OEpam:iu !1lJKllTtaOEwv. 

2.2 	 Evod~El':; 

To «ovoJlu 1tPOlovTo,:;» EVOctKVUTat ym Tt) O£pa1fctu JllJlCTJTtUOEWV TOlJ KOA1fOlJ. 

2.3 	 AVTEVodSE1<;: 
EVt)JlEP£l)OTE TO ytaTpO oas yta TtS aKOAOlJOES 1fEpmn00l'::lS ytaT1 OEV 1fp£m::l vu 
XPT)OtIlO1fOrr]oET£ TO «OVOIlU 1tPOlovTo,:;». 

Av dXUT£ aAAEpYIKt] aVTtOpu0T) 01:0 <paplluKo UlJTO t1 aAAo <paPlluKo Tt)S iOtuS 

KUTt)yOpiuS· 

Av 1fUipVETE <pap~LuKu 1fOlJ 1fEPu':XOlJV o~unpio11 OlOTt 11 KAOTpt!1usolT) oev 1fpi:1f£l 

va XOP11YEhat TUlJTOXPOVU IlE yumpoKlVt)TtKU <pap~mKu nOlJ m::pt£xouv Tt) 

OPUOTtKt] olJola o~unpwT). 


Av tXETE KOA1ttKij at~tOppayiu, KOA1ttKU tAICTJ, <plJOUAtOeS t1 £KOOptS, 1fOVOlJS 

Xall11Aa oTt)V KOtAlaKij xwpu, olJoolJpia, OlJOOOll1U ano 1:OV Koho, EPU011!1a, 

OWT)lla t1 £pEEhollO nOlJ 0XETiSoVTUl JlE Tt) OEpun£iu, piY1l. 1fUpETO. 


2.4.1 	 rEVlKU: 
H xpfJOfJ KaTa TfJ OlapKEla TOU rrpwTOu TPljJfJVOU TfJ<; EYKUjJOOUVW; rrptrrEI va arroqJEl)YETai. 

flplV XPYf(Jlj..loreoI17(JETe Tllv KOATClK~ Kptj..la ~ ra. KoArelKo. 6WKiu «ovopa. 1TpoiovTOc;n 
repi1Tel va cVYfj..lcpwm:u: TO ywrp6 om; yw ra. axoAov{}a: 

av dXUT£ 2 ~ 1T€pWaOrep£(; j..IOAVvac/(; j..IC' Candida Karo. rove; 6 rdwraiove; j..I~Vf:;C;. 
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av tXETf. U:nOprKO fJf.~OVoJ,IKci)(; jif.w6u5oJ1f,vy/c; VOfJOV 1] tXETf. aX€rJy/ jif. fJVvrporpo nov 

na.rJXf.1 ano aE~ovoJ.IKWC; jiE:Ta6Z00jif.Vy/ VOfJO. 

av dare tyKVOC; 1] vnoljlza(ofJaarf. on ciarE tyKVOC; 

ov EiorE Karw OTTO 16 r] mlvw OTTO 60 uwv 

av w aVjimwjiara &v vnOxwp1]fJOVV jiE:Ta. ano Bf.panc.ia rpzwv y/jif.PWV nptnf.z va 

(JVjifJov?.evBcirc. TOV yzarpo aac;. 


Euv tX£"t£ 1IDP£"to (9£pJ.l.OKpaa1.a 3goC 1) 1£apa1£uvw), UAyoc, KU"tW KOt.A1aKl}c, xwpac" 
o(J(puaAyia, MaoaJ.l.o KOA1£lKO tKKp1J.1.a, vamia, KOA1£lKl} atJ.l.oppayia KU1/1) aXEuS0J.I.EVO 
1£OVO a""COuc, WJ.l.oue" 9a1£pt1£E1 va aUJ.l.~ouA£u9Eh£ tvav 1a"tpo. 

Na <puAuaaE"tat a£ 9tall ."V o1£ola o£v 1£poaEyyisouv m 1£a101u. A1£O<pUy£"tE £1£a<p1) J.I.E 
"ta J.l.una. Mllv "to K(Ha1£iv£"tE. 

2.4.2 	 H1tK1WJ.l.EV01: £l£V U1£UPXOUV E1D1KtC, 1£P0<pUA<lS,£le, 1) avuYK11 1£pOaaPJ.l.0y1)e, ."e, 
DoaoAoyiae, yta ""COue, llAtKlffiJ.l.tvouC, ao9Eveie;. 

2.4.3 	 Kli'lG'I: '01£We; KU1 J.I.E 6Aa "ta <puPJ.l.aKa, II XP1)cnl TOU «ovoJ.l.a npo"iovTO.;» Ka"tu ."V 
KU1l01l Kat lowt.£pa ""CO 1° "tpiJ.l.llvO npt1£E1 va yiVE"tat J.I.E"tU a1£6 ouv£VVOll<J1l J.I.£ ""CO 
Y1a"tpO. 
Karu ." DillpK£ta ."e; KU1l01lC" II 9Epa1£ela1£pt1£E1 va yivEmt J.I.E KOA1£lKU otaKia «ovoJ.l.a 
npolovTO.;» Ka9we; etVat ouva"t1) II £laaywyl} ""COue; xwpic, ." xp1)<J1l £<papJ.l.0arl)pa. 

2.4.4 	 raJ..ouxia: To «ovoJ.l.a npo'iovT09; tXE1 ""C01£lKl) Dpuall KU1 OEV aV1XVEU£Tat mo 
J.l.llTP1K6 yUAa. nUVTWC" 61£WC, Kat J.l.E OAa m <pUpJ.l.aKU 1£pbr£1 va auv£vv01l9£h£ J.I.E ""CO 
YW"tp6 oac, EUV 1£p6KE1"tat va TO XPll<J1J.1.01£ol1)a£"t£ Ka"tU ." yaAouxia. 

2.4.5 	 llalOui: ~EV unuPXouv £1DtKtC, 1£pO<pUAU~Etc; 1) avuYK11 1£pOaapJ.l.0y1)e; ."c, DOooAoYlac, 
Y1a "ta 1£atD1U 1£OU U1£O~uAAOVmt aE 9£pa1£Elu J.I.E «ovoJIa npo"iovTOS». 

2.4.6 	 EnLOpaG'I G'TTI lKavOT'ITa o(h'I'Y'IG'IS Kal XE1plGJIoli Jl'lXaVlIJ.l.UTWV: H 9£paneta J.I.£ 
«ovoJ.l.a npo'iovT09) OEV tXE1 KaJ.l.la £1£ibpa<J1l o."v 1Kavo.,,"ta £VEP'Y0Ue, GUJ.l.J.I.£""COmc, 
aT1lv OOlKl} KUKAO<pOpia 1) ""CO X£1P10J.l.6 J.l.llxaVllJ.l.u"twv. 

2.4.7 	 AlliS npOl;toononiGE1S (J'X,ET1KU JIE Ta EKOoxa: L£ 1££pimw<J1l yvwarl)e; 
U1££p£uCtlae"alac, aT1lv K£wa"teapUAaAK06All, (cetostearyl alcohol) (£<pooov etVat 
ouomuKo ."e; KptJ.l.ae;) 1£p0"t£iv£m1 II xP1)<J1l 'twv KOA1£lKrov bt(JOOv. 
H KEwon:apuAaAKOOAll EvOtX£"tat va 1£poKaA£o£1 W1£lKtC, D£pJ.l.auKte, avnDpUa£tc; 
(n.x. D£PJ.I.CuinDU E~ £1£a<p1)e;). 

2.5 	 AJ..J..1lA.t1t'lOpUGE1S J.l.E uJ..J..a <pupJ.l.aKa tl OUGLES 

lJ.£v nptn£1 va AaIJJ36v£TOI TOUToxpova IJ£ vaOTpOKIVf'lT1KO <poPIJaKa nou mpltxouv OISanpioll, 

olon ~.mop£i va aU~1l8£i 0 KivouvoC; £1.I<PaVIOIlC; KapolaKwv appU8I.1H.i.lV. AUTO O£V IOXU£1 Via TIC; 

IJOp<ptc; nou npoopiSOVTOI Via TOTIlK~ O£PI.IOTIK~ £~WT£PIK~ XP~OIl. 

TauToXPOVIl 8£pan£UTlK~ avwy~ 1.1£ KOATIlK~ KAOTpll.laSOAIl Kal ano TOU OT0I.IOTOC; tacro/imus 

(FK-506, aVOOOKOTaOTOATIKO) £votxnal va OOlly~O£1 O£ au~rwtva £nin£oa tacrolimus OTO 

nMol.la. fI' aUTO TO A6vo TTptn£1 va napaKoAou8£ioT£ npOO£KTlKO Via Tllv £1.I<PaV10Il 

OUl.lnTwl.IClTWV A6vw un£pooooAoviac; tacrolimus, £av £ival anapaiH1TO 1.1£ npooOIOPI0I.I0 TWV 

aVTioTOIXWV £nmtowv OTO nMol.la. 

2.6 	 [\oGoJ..oyia 

9 

http:npooOIOPI0I.I0
http:appU8I.1H.i.lV
http:KptJ.l.ae
http:KaJ.l.la
http:Bf.panc.ia
http:jiE:Ta6Z00jif.Vy


t:,.t:,.YED-E.4250-J3/2 
(24u) 

A. KoATIlKrj KptWO 
0£Domio 1 owtpa, 1.1£ KptlJO 10% 
To n£pl£xolJ£VO £voe; £<poPIJOaT~pO KoATIlK~e; KptIJOe; 10% (n£pinou 59) TO ~paou KOla HjV 

KOTC1KAIOIl· 
0£pomio 3 W£pti)V 1.1£ KptlJO 2% 

To nEpt£xo~u:vo EVOC; E<pup~lO(m'lPU KOA1tlKi)e; Kp£~Ue; (nEpbw1) 5g) TO ~pU01) KU"CU TIlv 
KUTulCI,toT] yta 3 ()1)VEXO~LEVEe; Tj~L£pEC;. 

B. KOA1ttKU olCndu 
8EpUnElU I l]!.l£P<!'£ ~E OtoKlu 0,5 g/tab 
1 KOA1tlKO OtOKlo 500mg "CO ~puou KU"CU "CllV KU"CUKAtoT]. 
8EpUnElU 3 UI.lEProv ~LE OtoKlU 0,2 g!tab 
I KoA1ttKO OtoK10 200mg TO ~puou KU"CU TIlv KU"CUKAtOT] yta 3 (J1)V£XO~EVEC; T]~ltPEC;. 
8EpUnElU 6 mu:prov ~E OlOKlU 0,1 gltab 
1 KOA1tlKO otoKio 1OOmg "CO ~pU(1) Kuni TIlV KU"CUKAIOT] yta 6 oUV£xO~EVEe; T]~tp£e;. 

rEVIKO:: 
• 	 H KOA1rlKi) KP£~U Kat "CU KOA1tlKU OtOKlU nptn£l vu £lOUYOV"Cat 000 "Co 01)VU"COV 

~u81m;pu O"COv KOAnO KU"CU TIlV KU"CUKAIOT] (~A. KE<p.2.12 OOT]yiEe; 
XPT]Ollc;!XEPIO~OU). 
H £lOUYWYT] E1tlruYXUVE"CU1 KUA1HEPU O"CUV dO"CE ~unAw~tVT] UVUOKEAU ~lE 

ADyIO ~tvu npoe; "CU Enuvw "CU yOVU"CU. 
• 	 Euv LU (1)~1t"Cro~u"Cu E1tl~tvOUV ytU nEp1000"CEPO U1rO 7 T]~tpEe;, 1rpt1r£l VU 

~U(1)~~OUAE1)"CEhE TOV YIU"CpO oue;. 
• 	 H 9EpunEiu ~1ropd vu E1rUVUAT]<p8Ei EUV uu"Co Kp18Ei U1rUPU1TIl"CO, nup' OAU Ull"CU 

E1rUVUAu~f)uvO~VEe; AOl~ro~Ele; ~nopd vu UnOOEIK\!'OO1)V 1)1roKd~EVU lU"CptKU 
uinu, ou ~m::ptAu~~uvo~tvou "COu OlUf)T]TIl T] TIle; Aoi~w~T]e; illV. 
Opt1rE1 VU UVU~T]Tf]oE"CE (1)~~OUAT] U1rO IU"CpO EUV "CU (1)~1t"C6)~u"Cu 

E1rUVE~<pUVI080uv Evroe; 2 ~T]vrov. 
• 	 ,1Ev 1rptnEl vu yiVE"Cat 8EpunEiu KU"CU TIlv 1rEpiooo TIle; E~~T]voppT]oiue;. H 

8Epum:lu nptnEl. vu OAOKAT]proVE"Cat1rpiv uno TIlV tvup~T] TIle; E~~T]voppT]oiue;. 

MT] )'pT]Ol~onot£hE "CU~nov, EVOOKOA1ttKU KAUO~u"Cu, 01rEP~U"COKLOVU T] UAAU KOA1ttKU 
npoi'ovru KU"CU TIl OtuPKEIU xpT]OT]e; U1)"COu "(01) npotovroe;. 

H unOTEAEOI.lULlKOt1]"CU "Cwv KOA1tlKroV onEPMu"COKLOVWV 1r01) xpuOlMOnOtOuvrat w£ 
Mtou <:x,V1:loUAAmVU£ !lnopEl vu EAU"C"Cw8d. 

L1)OTIJVE"CUI T] uno<puyT] KOAmKi)e; Enu<pT]e; KU"CU TIl OlUPKEIU xpT]<.Jlle; U1)"COu "(01) 
1rpOtOv"COe;, EnEtoT] T] Aoi~w~T] EVO£XE"CUl vu ~E"CU<PEp8Ei (HOV ouv"Cpo<po OUe; Kat vu 
£AUHW9d T] unO"CEAEO~taLlKOTIl"CU Kat T] UO<pUAEta npotovrwv latex, onwe; "CU 
npo<p1)AUKnKU Kat "CU OlU<PPUy~u"CU. 

npOK£l~tV01) VU OtuA1)80UV nAT]pWe; "CU KOA1tlKU OlOKiu 1rpEnE1 vu unUPX£l 1)ypU01U 
OTOV KOAno. LE OlU<popEnKij m:pimwoT] ~1ropd vu unof)AT]60uv UOIUAll"CU "C~T]~U"CU "(01) 
KOAnlKOU OlOK10U. f1)VuiKEe; ~E ~T]pOTIl"CU KOAn01) ~nopEi vu nupuTIJpTJOO1)V TIJV 
UnO~OATJ uno "COV Koho UOIUA1)"CWV "C~T]~U"CWV "(01) KOA1ttKOU OlOK'i01). npOKE1~tV01) VU 
OtaA1)8d nATJpWe; "CO KOA1ttKO 010K10 nptn£l vu EtoUYE"Cat 000 "CO OUVU"COV nlO ~UelU 
OTOV KOAno u~towe; 1rp1V TIlV ~puolvil KU"CUKA10ll. 

2.7 Y1rtPOoGoAoyia-AVTlJlCT(;)1TlGl] 

,1Ev unupXE1 nEpi1t"CwoT] unEpooooAoyiuC; ~E TIlv "C01tlKij XPT]011 "COu (PUP~UK01) 
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8. 	 An0l-laKpUVOl£ TOV £(papI-IOOTr;pa Kaf n£Tci~T£ TOV. 

• 	 Eciv TOUTOXPOVW<; EXOUV I-IOAUv8£1 TO X£iArJ TOU OIDolou Kal 01 napaK£iIJ£v£<; 
m:ploXE<; npEn£1 va yiv£1 TOTIlKr; 8£pan£ia 1-1£ D£PI-IOlIKr; Kptl-la 1 % OTrJV 
KOlaMrJAI") DoooAoyfa. 0 o£~ouaAIKo<; OOVTPO<PO<; 8a nptn£1 miol")<; va 
aKOAOu8r;0£1 TOTIlKr; 
8£pamia £cp' OOOV uncipxouv oUl-lnTl.0IJOlo. 

• 	 H KOATIlKr; KpEl-la £ival ciooIJI") KOI D£V XpwIJOTi~£1 TO poOxa 

KOAniKA L'l.1l:KIA 
ODrJyi£<; xpr;o£w<; I X£IPIOIJOU 
aJ Eloaywyr, rou KOArTIKotJ DIOKfou J.1E rov apapJ.100Tl7pa 

5. 	 l:UpOl£ TO EIJ/30AO (A) npo<; TO t~w EW<; va maIJOlr;O£1. no va TOn08£Tr;0£T£ TO 
KOATIlKO DloKio OTOV £CPOPI-IOOTr;pa (8), TIlEOOT£ £AOCPPci TO ciVOlYl-la TOU 
£cpapIJOOTr;pa WOlE TO clVolYl-la vo ncip£1 £TIlIJr;KrJ IJOpcpr;. Ton08£Tr;oT£ TO 
KOATIlKO DIOKio OTOV £cpaPI-IOOTr;pa IJ£ TO ciKPO TOU rrpo<; TO E~W. 

6. 	 ElociY£T£ npoo£KTIKa TOV £CPOPI-IOOTr;pa. 0 onoio<; n£prEX£1 TO KOATIlKO DIOKio, 
npOO£KTIKa, 000 TO DUVOlO /3a80T£po OTOV KOAno (aUTO £TIlruyxciv£Tal 
KOAUT£pa OTOV I") a08£vr;<; £ival ~arrAwIJtvrJ avaoK£Aa). 

7. 	 08r;OT£ rrpoo£KTIKa TO EI-I/3oAo (A) IJtXPI<; OTOU OTOIJOlr;O£l. M£ TOV Tpono aUTO 
£varroTi8£1al TO DloKio I-Itoo OTOV KOAno. Arr0l-laKpUVOl£ rov £cpaPI-IOOTr;pa. 

8. 	 0 £cpaPIJOOTr;po<; l.mop£1 vo movoXPI")OIIJorroI1")8£i. rio vo £ivai OUTO OUVOTO, 
nAUv£1£ npOO£KTlKci TOV £cpaPIJomr'\po IJ£ ~£OTO v£po IJ£1a TrJ xpr;orJ. n' OUTO 
TOV oKono TO EIJ/30AO (A) 8a nptml vo onol-laKpuv8£1 £VT£AW<; ono TOV 
£CPOPI-IOOTr;pO (8). 

f3J Eloaywyr, rou KoAmKotJ DIOKiou xwpfc; rov £.(papJ.1oorr,pa 
• 	 To cpaPI-IOKO vo cpuAcioo£1al IJOKPfci ana TO nOiDla. 
• 	 KOlci TI") DrapK£lO 11")<; KOrJOI")<; I") £cpOPIJoyr; TWV KOATIlKWV DIOKiwv nptn£1 vo yiV£TOI 

xwpi<; TOV £cpaPI-IOOTr'\pO. 
• 	 Eciv 0 KOAno<; £ivOi ~I")po<;, KoAOT£PO VO yiV£1OI Xpr'\OI") TrJ<; KOATIlKr;<; KptIJO<; 
• 	 Eav TOUTOXPOVW<; tXOUV IJOAuv8£i TO X£iAI") TOU alDofou KOI 01 napaK£lIJ£V£<; 

n£ploxt<; nptml £niol")<; Vo yiv£1 TOTIlKr; 8£porr£i0 1-1£ D£PIJaTlKr; KptIJa 1% OTI")V 
KOlaAArlAI") ooooAoyio. 0 O£~OUOAIKO<; OUVTPOCPO<; 80 nptn£1 mlol")<; va 
OKOAou8r'\0£1 TOTIlKr; 8£pon£ia £cp' OOOV uncipxouv OUIJTITWIJOTO. 

• 	 To KOATIlKci DloKia £iVOI ciooIJo Kal D£V XpwIJOTi~ouv TO p00xa. 

Tu cpO:pJ.1axa bf:v npE1tf:t vu unoppinLOVtat CHTlv unoX£-rwoT( it (rru OlKtUXO: 
unoppiJ.1J.1uLa. p(J)'rllOTf: £vav cpapJ1UxOnOlO )Ita LOV "Cpono unoppt\jlT(S cpapJ1o:x(J)v nou 
bf:V XPf:to:t;f:O"Cf: mu. Amo: La J.1£"Cpu eu ~oT(eijoouv o"CT(v npooLaoiu LOU nf:pl~o:nOV"COS. 

3. 	 nAHPOc:I>OPIE:E rIA THN OPf)OAOrIKH XPHI:H T!!N c:I>APMAKflN 
• 	 To cpaPIJOKO OUTO TO EyPOlj.l£ 0 YIOlPO 00<; IJOVO ylO TO OUYK£KPll-ltVO IOTPIKO oa<; 

npo/3AI")IJO. L'l.£v 80 nptn£1 va TO OiV£T£ O£ ciMa ciTOIJa r'\ vo TO XPI")OlIJOnOl£lTOI ylO 
KcirrOIO ciMI") na81")01"), xwpf<; npol")yoUl-ltvw<; vo tX£T£ OUI-I/3ouAw8£i TO ylarpo 00<;. 

• 	 Eciv KOlci TI") DlcipK£IO T'l<; 8£pan£io<; £IJcpoVI08£i KcinOIO npo/3A'lIJO IJ£ TO cpciPIJOKO, 
£V'lIJ£PWOT£ OI-lEOW<; TO YIOlPO 00<; r't lOV CPOPIJOKOnOIO oa<;. 

• 	 Eciv tX£T£ onOlaOr'\nOT£ £PWTrJl-I0TlKci yupw ono TI<; n A'lPOcpopi£<; nou ocpopoOv TO 
cpapIJaKO nou AOIJ/3civ£T£ r; Xp£lci~£08£ KoAOT£P'l £V'lIJtpWO'l YIO TO larplKO 00<; 
npo/3A1Wo IJ'l OIOTcio£1£ VO ~r]Tr'JO£1£ TI<; nA'lPocpopi£<; OUTt<; ono TO Ylarpo 00<; r'J 
TOV CPOPIJOKOrrOIO 00<;;. 

• 	 riO VO £ivOI onOT£A£OIJOTIKO KOI OocpoAt<; TO cpciPIJOKO nou 00<; xoprWr'J8'lK£ 80 
nptml vo AaIJ/3av£1OI OUIJcpwvo IJ£ n<; OD'lyi£<; nou 00<; 068'lKOv. 

• 	 flo TrJV oocpciA£lci 00<; KOI TI")V uy£io 00<; £ival onopoiTrlTO vo Olo/3cio£T£ 1-1£ npoooxr; 
Kci8£ rrAl")pocpopio nou ocpopci TO cpciPI-IOKO nou 00<; xoprwr'\8l")KL 
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• 	 No I.lfl OIOTIlPEiTOl TO <pOPIJOKO OE EPIJOPIO TOU AOUTPOU, OIOTI 11 ~tOTIl Kat 11 uypooio 
IJTTOPEi va oAAotwoouv TO <pOPIJOKO KOI va TO KOTOOTr']OOUV ETTlI3Aol3te:; YIO TrIV UYEIO 
Ooe:;. 

• 	 No IJIlV KPOTOTE <pOPIJOKO TTOU OEV XPEIO~w8E TTAtov r'] TTOU txouv r']01l M~EI. 
• 	 rIa Jl£yaAutEPl1 aa<pUAEla KpatutE OAa TU <pUpf.laKU aE aa<puAte; f.lepOC; f.lUKpIU 

uno TU nuilim. 

4. 	 TPOnOI: AIA0EI:HI: 
To <pUP/lUKO m.no XOP1lYEhm f.lOVO Jl£ IUtPUCij cruvrayij 

3. 	 H nEpiAIl4J1l XOPOKTIlPtOTIKWV IOU npOIOVTO<; <pOPI.IOKEUTIKWV TTpo"iOVTWV TTOU TTEPltXOUV 
OPOOTIKO OUOTOTIKO CLOTRIMAZOLE urle; lJOpq>te; KpilJO, llEPlJoTlKO 610AulJo, 
llEPlJOTlKIi KOVle; KO llEPlJorlKo EKViq>wlJo , llJ(lAulJo OpiSETOI we:; E~r']<;: 

nEPIAH'I'H TQN XAPAKTHPlETIKflN TOY npoi'oNTOI: (SPC) 

7. 	 EMnOPIKH ONOMAI:IA TOY cI>APMAKEYTIKOY npOIONTOI: 

8. 	 nOIOTIKH & nOI:OTIKH I:YNE>EI:H (JS 6pa(JT1Ka (Jl)(JTaTlKU 

Kp£/lu 1%: 1 g Kpe/lUC; nEpl£XEl 1Omg KAOTPIf.lUl;oAl1e; 
LlEP/lUTlKO blUj,U/lU 1%: 1 ml bmAuf.lUWC; nEpl£XEl 1Omg KAotplf.lul;oAl1e; 
LlEp/lUnKij KOVU; )%: I g KOV£OC; nEpl£XEl 1Omg KAOTP1f.luI;OAl1<; 
LlEp/lUnKO EKVe<pCOf.lU, OlUAU/lU 1%: I ml OmAuf.lU1:0C; nEpl£XEl 10mg 
KA01:Pl/lul;oAl1C; 

9. 	 cI>APMAKOTEXNIKH MOPcI>H 
Kpi/lu 
M:PPUTlKO ouikupu 

A£ppUTlKll KOVlS 

A£PPUTlKO £KVtlj){J)PU, ou1J.:upu 


10. 	 KAINIKA I:TOlXEIA 

10.1 	 0£PU1tlmTlKtS £VO£iS£lS 
LlEP/lUTO/luK111:HiaEtc; uno OEP/lU1:0<pUTU (n·x· f.luK11tmaEtc; noOl-rov, XEPlcOV, acOf.lu1:0C;, 
~OU~COVlKijC; xropUC;) ij uno f.lOViAIU (CANDIDA ALBICANS). nOlKtA.6)'j)oue; 
mrupi.uGll [Pityrosporum orbiculare (malassezia furfur)]. 

Kpe/lu 
Emnpoa8e1:coc;: Llepf.lU1:0~AevvOyOVeC; /luK11nUOetC; (utOOlinou Kat pUAuvhiliu uno 

KUVTlvtU). 

]0.2 	 AoooAoyiu & TpOn:OS x.op1iY1l01lS 
10.2.1 AooOAoyiu 
ETTOAElljJ'l Tile:; TTOOXOUOoe:; mp1oxr']<; 1-2 <popte:; Tllv Ill.ltpo YIO 1-2 E13001.l00Ee:;. 
H 8EPOTTEio va ouvEXi~ETOI YIO TOV OTTOITOUI.IEVO Xpovo OKOIJO KOI ov TO OUI.JTTTWIJOTO 

UTTOXWPr']oouv. 
Eov OEV UTTOPXEI oVTOTTOKP101lIJETO OTTO 4 EI300IJOOEe:; 8Epomioe:; XPEIO~ETOI ETTOVEKTiIJIlOIl. 

To omAu/lU Kat 11 Kpe/lU KA01:pl/luI;6AllC; em1:i8eV1:at Oe Aen1:6 01:PcOf.lu enuvco one; 
nuoXOUOeC; nEplOX£C; Kat eV1:pi~OVTUl. Luvij8coc; UpKOUV Aiyee; omyOVEC; ij f.llKpiJ 
nOOOT1lTU Kpe/lac; ym ent<pUV£lU /lEy£80uC; nUAU/ll1C;. 
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AtPlIOT1Kr] KOVK 

KUTa T1lv blaPK£lU Kat !J.£:ra T1lV 8£pUl££iu f.1£ f.1iu Ul£O TIS aU£s f.1opqJts qJUPf.1aKOU 
£vb£iKVUTat 11 Ka011~l£plvi1 TOl£o8£T1l011 1"11S l£ouopas KAOTPlf.1U~OA11S (2-3 qJopts 
llf.1£P11oiwS), £l£avw 0T1lV l£aoxoucm l££plOxfl. 
El£l1tAtov OUS f.1uKT\uao£lS l£OOU:OV Kat nTuxffiv, OUVIOTaTat 11 Ku911f.1£pIVT] TOl£o9£T1l<Jll 
T1lS 1COUOpo.S KAOTP1~tU~OA11S OTU l£Ul£OUL<nu Kat US KaALO£S, TO npwi l£POK£lf.1£VOU va 
OeoV£UTel 11 uypo.oiu Kat vu unoqJ£1Jx9£i 11 uVUf.10A1Jvo11· 
f\~IIKO £1SYf:<pW/.lf;!,>.-¢JaAU!lo. 

To O£PI..IOlIKO £KvtqJWl..la £qJapI..IOs£TOI O£ Anno oTpwtJa movw ow; TTOOXOUO£e; m:,ploxte; 
TTltsovrae; 2 <popte; lIlv aVTAia 4J£Ka0l..l0u, 000 qJopt<; Hlv ,wtpa. 

4.3 	 AvTEvod1;Et<; 
YirE:pE:vawO,wia (]Tl1V ld..orPll1a(OAl1 Kallr, rrtv KE:ro(]TWPVAaAKOOArt irOV dVal i:K()OXO rrtr; 
Kpi:l1ar; r, IJE: OirOLOor,irOrE: ilio (JV(]TaUKO rov irpoiovro<:;, 

4.4 IOlaiTEpE':; npoEtomroulGu,:; & tOUli'n;pE<; npoqn>wl;ue.; Ka'Tll '1''1 XP1]G'I 
H 8£poTT£ia va ouv£xisual yla TOV aTTaITOUI..I£vO Xpovo aKotJo Kal av TO OUtJTTTWI..IOla 

UTTOXWPr'\oouv. 
Eov o£v UTTOPX£I oVTOTTOKPloll tJ£TO OTTO 4 £13001..100£<; 8£pomia<; XP£IOSUOI maV£KTil..lflOll 
H Kptl..lO KAOTPll..lasOAfl<; m8avov va £Aonwo£1 Tflv OTTOT£A£OI..lOlIKOTflTO KOI Tflv oOqJOAf.lO 

TTP0"iovTWV latex OTTWe; TO TTPOqJUAOKTIKO KOI TO OIOqJPOyI..IOTO, H OTTOT£AWl-lOTiKOTflTO TWV 
KOATTlKWV OTT£PI1OTOKTOVWV TTOU XPIlOlI..I0TTOIOUVTOI we; tJtoo oVTlouMIl4Jfl<; I..ITTop£i £TTlc1fle; 
vo £Aonw8£i. H miopooll OUT~ £ivOI TTpOOWPIV~ KOI Aal1f3ov£I Xwpo tJOVOV KOla Tfl 
OIOPK£IO TIl<; 8£pOmUTlK~<; oywy~<;, 

r£VIKO: 
No qJUAaOOUOI O£ 8tofl TIlv onoio o£v npoo£yylsouv TO nOlOtO, Na anoqJ£liyuot 11 £TTOqJ~ 1.1£ TO 

\-lOTIO, M'1v TO KOTonivu£, 

Movo yw rrtv KPi:l1a (irOV 7CE:Pli:x€1 KE:rO(]TWPVAoJ.XOOAlJ): 
H KHoOTwpuAaAK06Af} Evot.XHal va rrpoKaAtoEI TOTTlKt.<'; OEPl-laTlKt.f(; aVTlOpaOEIf(; (rrx 

oEPl-lariTioa E{ macpljf(;), 

4.5 	 AU'Iu1t\(,paGE\e.; JlE aUa 'PapJlaKa Kat awe.; JlOP'PEe.; aU'IuniopaG'I<; 
L\£v £ivat YVWOTf:S UU11A£1t10paO£lS /.l£ aUo. <pap/.lUKo. T] aU£s /.lOpqJts 
UU11AE1ri8puOT)S eqJ' oaov 11 XPT]OT) yiv£TUt /.lOVO aTO (5tp/.lU. 

4.6 	 K-U'lG'I Kat 1aAo'Uxia 
KOla Tflv KUflOil. IOIOiT£po TO npWTO Tpil..l'1VO, anolT£iTOI npoaoxr'] OT'1 Xopr']Y'10ll Kal '1 XP~Ofl 

TIl<; KAOTPII·IOS0A'1<; nptn£1 vo yiV£TOI I..IW) ano OUV£VVOflOfl \-l£ TO ylOlpO. 
To Canesten &v aV1XV€VE:ral (]TO JilJrplKO yciAa Kal Jiiropd va XPlJ(Jl110T(:ol110d Kara rqv 
YaAovxia JiE:ra amj (JvV€vvoq(Jl1l1E: ro ywrpo. 

4.7 	 EniopaG'I GT'Iv tKavo'1''I'1'a 001]1'1G'I<; Kat XE1PlGJlO-U Jl'lxa"'lJla'1'ffiV 
fl.£v mlopo onlv IKOVOTflTO OO~YllOll<; Kal X£lpla\-lOU W1XOVIlI..I0TWV. 

4.8 	 AvEnt9-uJl'lTE<; EvipyEU:e.; 
01 ova<p£p0l..l£v£<; oV£TTl8u\-lllT£e; £vtpy£l£e; f300isOVTOI O£ ou8oPl..lflT£<; ovoqJopt<;. £nol..ltvw<; '1 

opyovwor'] TOU~ OU\-l<jlWVO \-l£ TI~ KonlYopi£e; OUxvOTflTO<; £\-lqJOV10'le; CIOMS III o£v £ivQI 
OUVOTt']. 
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D.IOTOpOxt<; TOU oVOOOnOlrJTlKOU OUOT~tJOTO<;: oAAEpyrK~ oVTiopooll (OUYKOn~, UnOTOOrJ, 

00OTIVOI0 , Kviow0rJ) 


D.IOTopoxt<; TOU otPtJOTO<; KOI TOU unoMplou 10TOU: q>AUKTOIV£<;. ouoq>opio/novo<;, olorJtJa, 
Ep£8rotJo<;, EPU8IltJo, onoq>oAioWOrJ, KVIlCJtJ0<;. £~dvSrJtJo. VrJYtJWOIl dAYrJ/oioSlltJO KOUOOU. 

4.9 Ym:pooaoJ..oyla 
D.£V £q>OPtJO~£TOr. 

5 ¢lAPMAKOAOrlKEI IAIOTHTEI 

5.1 ¢lapl..laKOOUVaI..lIKEc; 1010T'1TEC; 
¢OPIJOKoSEponEuTIKD olJdoo 
H KAOTPltJO~OArJ, TO OPOOTIKO OUOTOTrKO TOU q>0PtJ0KWTIKOU np0'iovTO<;, EivOI nopdywyo TOU 

ItJroo~oAjou KOI £XEr EUpU q>OOtJo OVTltJuKIlTIoarK~<; OPOOIl<;. 

MnxovrOblOC; opOOO~ 
H KAOTPltJO~OArJ opa onOT£A£OtJOTlKO KOTO TWV tJUK~TWV, tJE OVOOTOA~ TrJ<; ouvS£OrJ<; TrJ<; 

£PYOOT£pOArJ<;. H OVOOTOA~ TrJ<; ouvS£OIl<; TrJ<; EpyomEpOAIl<; oOIlY£1 OTIlV OOtJIK~ KOI 
A£lTOUPYIK~ [3M(31l HI<; KunopIK,,<; tJEjJ(3pdvrJ<; TWV tJUK"TWV. 

~OKOOUVOIJIK£C; mlopoo£I~ 
H KAoTPltJO~OArj £XEI wpu q>dotJo OVTljJUKrjTlOOlKrl<; opdorj<; in vitro KOI in vivo, nou 

n£pIAotJ[3dv£I OEPjJOTOq>UlO. sUtJ0tJUKrjTE<;. wpwTOtJuKIlTE<; KAn. 
01 TljJ£<; EMXIOTrJ<; AVOOTOATIK~<; LUYKtVTPW0rJ<; (MIC) Y'O TOU<; tJUKrjTE<; OUTOU<; EivOI ana 

tJ1KpOT£PE<; TOU 0,062 tw<; 8,0 tJg/ml unooTpwtJOTO<;. a tJrJXOVIOtJ0<; opdOrj<; TIl<; 
KAOTPltJOSOArj<; £lval Kupiw<; jJUKrJTOOTOTIKO<;. 01 anopol TWV tJUKrlTWV EivOI EMXlmo 
woioSrJTol. 

npWTOYEVW<; OVS£KTlKO OTEAtXrJ TWV £UOIOSrjTWV tJUKrlTWV ElvOI noAU andvlo. H OVelTITU~rJ 
OEUT£POY£vou<; OVSEKTlKOTrjlO<; ana TOU<; EUaioSrjToU<; tJUKrjT£<; tJETel ana S£pon£io tX£I 
jJtXPI TWPO nopOTrjprj8Ei jJovo OE E~olpETrKd jJEtJ0VWtJ£v£<; mplTITWOEI<;. 

5.2 ¢lapl..laKOKlv'1T1KE<; 1010T'1TE<; 
MEA£T£<; q>OPtJ0KOKIVrjTlKrl<; jJ£Td ana £~WTEPIK~ XP"oll OTO o£PtJo to£I~OV OTI jJovo tJIKPrl 

noooTIlTo Trj<; KAOTPltJOsOArj<; «2% Trj<; MOrJ<; ) onoppo<pOTOI. 01 jJtYIOTE<; OUYK£VTPWO£I<; 
TrJ<; OPOOTIKrl<; ouoio<; OTO nAdotJo nou npOKUTITOUV EivOI tJIKPOT£P£<; ana TO OPIO 
ovixvWOIl<; TWV 0.001 tJg/ml UnOOrjAWVOVlO<; OTI rj KAOTPltJOSOArj. Eq>OPtJO~otJ£Vrj TOTIlKO 
OTO otPtJO, £lvOI oniSavo va npoKoAto£1 jJ£Tp"arjJE<; OUOTrjtJOTIK£<; ETiiOPOOEI<; rl 
nap£vtpY£I£<;· 

5.3 npoKAlvlKo OTOIXEia Via T'1V aoq>ohEla 
TO~IKOAOYIKt<; tJ£A£T£<; O£ OIOq>OP£TIKO £IOrj mlpotJOTosWWV jJ£ £VOOKOATIlKI't r'J TOTIlK" XOP~YllorJ 

to£I~OV IKOVOnOlrjTlKrl KOATIlKr'J KOI TOTIlK~ OV£KTIKOTlllO. 

TOc'IKOAOyio 
H o~£lo TO~IKOTlllO Trj<; 0POOTlKr'J<; ouoio<; (LDso). OTOV xoprjYEilOl ana TOU OTOtJOTO<;. KUtJ0iv£TOI 

tJ£TO~U 500 KOI 900mg/kg [3opou<; owtJOTO<; mo TPWKTlKO. 80VOTrjq>OP£<; 060£1<; o£v £YIV£ 
OUVOTO va OI£PEUVrjSOUV OE Kouv£hlO. YOT£<; KOI OKUAOU<;. KOSW<; 11 uno OOKltJ" ouoio 
ano(3oMovlOv 010 TOU £tJETOU O£ MOEI<; tJ£YOAUTEPE<; TWV 100mg/kg (3dpou<; OWtJOTO<;. 

L£ tJEA£T£<; uno~£io<; KOI unoXPovlo<; TO~IKOTrllO<; tJ£ XOPrlYrJ01l ana TOU OTOtJOTOC; Trj<; 
£p£uvwtJ£VrjC; ouoia<; O£ OKUAOU<; KOI opoupoiou<; O£ 060£1<; tw<; 200mg/kg [3opou<; 
owtJOTO<; (£W<; 13 £(3oojJoo£<;), napOTrjPrlSrjKaV jJ£TO[3oAt<; OTIC; £IOlK£<; rjnOTIKt<; 
nopatJtTPOUC; TOU aijJOTo<; (TpavoatJlvooE<;. aAKaA1Krl q>woq>wTd0rJ). EnmAtov, 
jJOKPOOKOTIlKO nopOTrjp~SIlKE olOYKWOIl TOU rlnOTo<; KOI jJlKPOOKOTIlKO EVTonioTIlKE 
unEpTpoq>ia TWV rjnOTlKWV Kunopwv. D.EV napOTrjPrlSrJKE V£KPWOrj IlnOTIKwv KUTTOpWV. 
AUTt<; 01 oMolwo£l<; £ival TUTIlKt<; OE n£plTITWOEI<; XOP"YrjOrj<; ana TOU OTOtJOTO<; 
OVTltJuKrjTlOarKWVasOAlwv. 

LE £PEUVE<; XPovla<; TO~IKOTfJlO<; OE apoupoiou<; tJE XOPr'lYfJOll KAOTPltJaSOArj<; ana TOU mOtJOTo<; 
O£ MOEr<; 10, 25. 50 KOI 150 mg/kg [3dpou<; m.i.ltJOToc; IltJEPrJ0iw<; Y'O tva oldOTIltJO twe; 78 
E[300tJOO£<;, napOTrjPrlSIlK£ oooo£~oPTWtJEVIl umpTpoq>ia fJnOTIKWv Kundpwv OE 

IS 
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EVOI(:l~£OE<; VEKP04iiE<; ~£T(l ana 26 KOI 52 El3oo~aoE<; KOI ~£Ta TO TtAO<; HI<; tpwva<;. MIa 
aMIl o~aoa, 11 onola ~EAET~8IlKE KaHl Tllv lOla nEpiooo Kal TIl<; onola<; 11 8EpanWTlKr'J 
aywy~ OlaKonllKE ~ETa TI<; 52 El3oo~aoE<; tOEI~E mavooo OTO <PUOIOAOYIKO TWV 
aMolwoEWV nou EiXav oUJ.lI3EI KOla TO TtAO<; TIl<; tpEUva<;. fJ.EV napaTllPr'J8llKaV 
KapKlVIyoVE<; ETIlOpaOEI<;. 

METa ana OEp~aTlKr'J E<pap~oy~ OE KouvtAla Kal KOAmK~ XP~OIl OE OOOEI<; TOU OpaOTIKOU 

OU01OTlKOU tw<; 500mg OE OKUAOU<; YIO 3 £I3OoJ.lclOE<;, nOPOlIlP~8IlKE KaAr'J OEP~OlIKr'J KOI 

TomK~ KOAmKr'J OVEKTIKOTIl1O 010 EPWVW~EVO npoI6vlO, KOI TO OpaOTIKO OU01OTlKO OEV 

npoKaA£OE npwToYEVr'J EPE810~O TOU otp~Olo<; ~ TOU I3AEvvoyovou. OJ.loiw<;, OTOV tYIVE 

tAEYX0<; ~E OlaAu~o KAoTpl~al;6AIl<; 1% YIO £pE810J.la TWV 0<p8aAJ.lwv OE KOUVtAIO, OEV 

mt<pEpE Ko~ia I3Mj3Il. 


MnoMa/;loytv£OQ. TEpOloytv£OQ KOI EbJI3PUOTOE,IKOTQ1O 
H TIl8avoTIl1O ~E1OMo~IOYOVOU Opaoll<; onoKAEi081lKE OTOV Kupiw<; 80VOlIl<POPO tAEYXO 


(dominant lethal test) KOI OE KunOpOOTOTlKt<; tpEUVE<; OE OnEp~OloYOVIO nOVTlKWV 

Hamster ~E 060EI<; TWV 100mg/kg j3apou<; oWJ.lOlo<;. 


MEA£TE<; TEPOlOytV£OI)<; tYIVOV OE novTIKoU<;, opoupoiou<; KOI KOUVtAIO ~E xop~YI)OI) ana TOU 
OTO~OlO<; 060Ewv OPOOTIKOO OUOTOlIKOU tw<; 200mg/kg j3apou<; OWJ.lOTO<;. nEv unr'Jp~ov 
EVOEI~EI<; EJ.lj3puOTO~IKWV r'J TEPOTOYEVETIKWV £TII()paOEwv. 2:E tPEUVE<; OE apoupoiou<; 01 
U4iIlM<; 060EI<; TWV 100mg/kg l3apou<; ow~aTO<; OEV tYlvav KoM OVEKTt<; aTTO TO l;wa­
~I)TtPE<;. AUTts 01 060EIS rl10V oa<pw<; TO~IKtS yla Til ~IlTtpa Kal oOr'JYlloav OE 
()WTEPOYEVEi<; £~j3pUOTO~IK£<; mlopaOEIS. H ~EYIOTIl 06011 TWV 200mg/kg !3apou<; OW~OlOS 
r'jTOV 8aVOTI)<popa yla TO l;Wa-~IlTtpE<;. 

naVTWS. 060EIS TWV 50mg/kg j3apow; OW~OlOS tYlvav aVEKTts xwplS j3Mj3E<; OTIlV E~!3puIKrl 
aVaTTTU~1) KOI MOEIS tw<; 100mg/kg j3apou<; OWJ.lOlOS OEV Eixov TEPOTOYOVO mlOpooll. 2:E 
!-lia tpwva OE apoupaious ~E EVOOKOATIlKE<; MOEI<; tws 100mg/kg l3apou<; OW~OTOS OEV 
UTII'lP~ov EVOEi~EIS E~j3pUOTO~IKWV ETIlOpaoEwv. 

To anoTEAto~Ola ana TI<; jJEA£TES OE TTElpajJOl6l;wa OEV EOEI~av jJ£XPI Twpa OTTOOO~TTOTE 
E!-Ij3puoTO~IKr'J miopaoll TIlS KAoTpl~al;oAI)<; ~£Ta ana KOATIlKr'J KOI ana TOU OTO~OlO<; 
XOPrlVIlOI). 

EPWVES YOVljJOTI)1O<; OE opoupaious ~E XOPrlYI)OI) ana TOU OTO~OlO<; MOEwv EWS 50mg/kg 
I3dpou<; OliJ~OlO<; OEV towoav EVOEi~EI<; miopaol)<; OTI)V yOVI~OTI)TO. 

H ovaAuoll J.lias J.lEMTIl<; nou 0lljJOOIEUTI)KE TO 1987 KOI a<popouoE TI<; mlopaow; OTllv TTopEia 
TIlS KUIlOIlS, aVTIJ.lUKIlTIaOlKWV Kal Tplxol . .JOvaooKTovWV 8EpanWTlKWV napayavTwv nou 
XOpl)yr'j81lKaV KOAmKa OTI)V olapKEla TWV 3 npwTwv J.lIlVWV TIl<; KUI)OIl<;, oEIXVEI on £ivol 
OIKOIOAOYl)jJtvo<; 0 <paj3o<; OU~l)jJtvou KIVOUVOU OUTa~OlI)<; onoj3oMs jJETa Tllv KOATIlKI) 
XPI)01l TIl<; jJlKoval;oAIlS KOI TIl<; KAoTpljJal;oAIl<; OTO npwTo TpljJl)vO TIl<; KUIlOIl<;. n£v 
jJnopoOv va yivouv KOlllyoPlljJaTlK£<; 0IlAWOEI<; ooov a<popa TOU<; TIl80vou<; KIVOUVOU<; OTTO 
Til XP~OIl KaT a TOU<; TEAEU1Oiou<; 6 J.lrlVE<; TIl<; KUIlOIl<;, OIOTI OEV unapxouv OXETlKt<; jJEA£TE<; 
OTOV av8pwTTo. 

6 <l>APMAKEYTIKA I:TOIXEIA 
6.1 KOT(lAoyoc:; iJ£ TO EKlioxo 

6.2 AOUIJPmOT'1T£C:; 
fJ.€V uTTapxouv yVWOTt<; OOU~I3OlOTIlTE<; 

6.3 .6lapK£lo ~WrlC:; 

6.5 <J)UO'l Kat OUOTOTIKa TOU TT£PIEKT'l 
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<lluAdOO£T£ TO <pOPI-IOKO 110KPIO OTTO TO TTOIOIO 
2E mpfmwofJ YVWOTr'K UTTEpWalOefJoiaC; arfJv KETOarWpuAaAKOoAfJ, (cetostearyl alcohol) TTOU 

Eival EKOOXO TfJC; KpEJ.lae;, TTPOTEivETai fJ Xpr'j0fJ TaU OEPJ.laTlKOU OlaAuJ.laTOC; 

To <pOPI-IOKO o£v TTP£TT£I va oTToppimovTOI OTfJV OTIOX£TWOfJ ri OlO OIKIOKO oTToppll-Il-IOTO. 
PWTriOT£ £VOV <pOPI-IOKOTTOIO Via TOV TPOTTO OTTOpplljJfJe; <pOPI-I0KWV TTOU o£v XP£la~£OT£ TTlO. 
AUTa TO I-I£TpO 80 ~oll8rioouv OTllv TTPOOTOOfo TOU TT£PI~a""OVTOe;. 

L:£ TI£pimwofJ <P0PI-I0K£UTlKWV OIlArjTrjPIOO£wv £TTlKOIVWVriOT£ 1-1£ TO: 
KENTPO llH/\HTHPIAL:EON (TfJA: 210 7793777, A8r')vo) 

6.6 KOTOXOe; Tile; OO£IOe; KuKAO<pOpIOe; O'TIlV EMCioo: 

9. 	 API0MOI: MEIAI: KYK/\OIl>OPIAI: EMAAA 

9. 	 HMEPOMHNlA THI: (MEP1KHI:) ANA0EQPHI:HI: TOY KEIMENOY 

4. 	 To <!>uAAo OOIlVIWV Via TO XPriOlfJ <P0PI-I0K£UTlKWV TTpOIOVTWV TTOU TT£PI£XOUV OPOOTIKO 
OUOTOTIKO ClOTRIMAZOlE O'Tle; popq>te; 8£PIJOTIKO oloAupo, 8£PIJOTlKrl KOVIe; & 
8£PIJOTIKO uvtq>WIJO , olCiAulJo Opl~£TOI we; £~rie;: 

Clotrimazole 

.., Y A A 0 o A H r n N r I A TON 

x P H J: T H 


5. 	 Jll>O!:MOPI!:MO!: <ftAPMAKEYTIKOY IIPOIONTO!: 

1.1 	 OVOJ.u1(Jiu : KpEJ.ln 
6.EP)JUTlKO OlUAllflU 
6.EP)JUTlKTt KOVlt:; 
6.EP)JUTlKO EKVE.:pffi)JU, OlUAll)JU 

1.2 	 6.pU6TlKTt Oll6\U: Clotrimazole 
EKooxu: 

1.3 	 KpE).tU 
Llep).tunKo OtaAll).tu 
Ll£p).tunKi] KOW; 
Ll£p).tunKo £KV£<P().)).tU, OtaAll).tu 

1.7 KUTOXO~ AOE1Ut:; KllKA.Oq)OpiuS 

6. 	 TI IIPEllEI NA rNQPIZETE rIA TO <ftAPMAKO llOY !:A!: XOPHrH!:E 0 
rlATPO!: !:A!: 
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2.4 	 rEVlKES IIAl]pOlpoPlE<;: 
To «6vo).1u npoloVTo~» J.L£ 0PU0TlKO (J't)0LaTlKO TO ClotrimazoJe £LVUl UVTl~mKl1HU(J'tKO 
<pap~lUKO KUTaAAllAO ym Tl] 8£pun£lU ).1l)"-'lHa0£CJ)V 

2.2 	 EvOti~EL<;: To «ovo).1u npoi:ovT09> £VOdKV1)Tat ym Tl] O£pundu: 

• 	 ).1uK'1na0£wv TOl) O£p).1UTO~ nou O<p£iAOVTat 0£ O£P).1UTO<pUTU (n.x. 
OEP).1UTO).1uK'1Tla0£1<; nOOl(DV, X£Pl(DV, (j(:.O).1UTO~, POl)PWVllGl<; xwpue;) 

• 	 ).1uK'1na0£wv nOl) o<p£iAOVLal 0£ ).1oviAm (Candida albicans) 
• TIl~ 1W1KtA0XPOOl) nlLl)piuCJT]~ 


H KpE).1U £VO£iKVUTat Enl1J:Atov ym TIl 8£pundu TWV ).1l)Kllna0£Wv TWV E~W Y£VVl]TlKWV 

opyav(OV Kat 0UYK£KP1).1£VU ym TIlV m80tlnou Kat TIl puAuviTl8u. 


2.3 	 AvnvoEi~n<;: L£ nEpinTwml rrou £iXUT£ UAAEpyllGl UVTtOPUml ).1E TO <pap).1UKO Ul)TO TJ 
KanolO aAAO <pap).1UKO TIl~ i8m~ KUTIlyopiu~ 8u rrpEn£l vu £Vlj).1£pW0£T£ 0x£nKa TO 
yuupo 0U~. 

2.4.1 	 reVIKo.: Dpouno8£011 ytU ).1tU £mmXl]).1£Vlj 8£purrdu TWV ).1l)KTJTWV, £KTO~ uno TIl 
8£pUn£UTlKll aywYTJ ~t£ TO Clotrimazole, unoT£Ad 11 LTJP1l011 LaKHKWV ).1£TPWV l)YLEtvf]~ 
n.x. np00EKTlKO 0T£YVW).1a TWV ).1£000UKmAtWV xwpwv 0£ ).11)"-'lTiuml TWV nootwv, 
0l)x.vTl unuyfJ ).1£xpt nATJPOl)~ 8£pun£ia<; pouxwv, wwpouxwv K.a. 
• 	 Mll OtUKO\fl£L£ TIl 8£pun£iu ).1£ «OVO).1U npoi:ovTO<;)} npiv nupEA8£t TO XPOV1KO 

Ota0TIl~m nOl) 0U<; Opt0£ 0 ytUTP0<; 0U<; UKO).1U KUt uv Ta 0l)).1nTW).1UTU 
£~u<puvt080uv VWphEpU. 

• 	 EVlj).1£pw0L£ 1:0 ytUTPO 0U~ £av La 0l)).1nTw).1ULa £m).1£vol)v ).1£1:(i uno 4 £POO).1UO£e; 
8£panElu<;. 

• 	 EVlj).1£pW0T£ LO ytUTPO 0Ue; £av 0TO (11).1£i0 £<pUp).10Ylle; TOl) <pup).1aKOl) 
nUpOl)ma0Td £p£8t0).1o~. 

H Kp£).1a «ovo~ta npoi:ovTOe;» m8uvov vu £Aunw0£l Ll]v unOL£A£0).1UTlKOLl]TU Kat Ll]V 
a0<paA£lU npoi:ovTWV latex onw~ La npO<pl)),UKTlKa Kat La Olu<ppay).1UTU. H 
UnOL£AW).1UnKOLl]TU TWV KOAmKWV 0n£p).1aTOKTOVWV nOl) XPllm).10nOlOUVTat we; ).1£0U 
UVTl0UAAll\fllle; ).1nop£i £ni011~ va £AaHw8£l. H £ntopuCJT] Ul)LTJ dvat np00WptVl) Kat 
AUJJ.PUV£l Xwpu W'NOV KUTU Ll] OlapK£lU Ll]<; S£pun£ULtKTJ<; uywyTJ<;. 

Nu <pUAa00£Tat 0£ S£011 Ll]V onoiu o£v np00£yytl;0l)V La natOla. Nu un0<p£uY£Tat 11 
£nu<PTJ ).1£ TU ).1unu. Ml]V TO KUTuniv£T£. 

2.4.3 	 HAIKUOflEVOI: 6£v l)nupxouy £tOtKE~ npo<pl)},a~£t<; TJ UVUYKll np00Up).10yTJ~ Ll]<; 
8000Aoyia~ YIU TOl)~ llAIKlW).1£VOl)~ u08£vd~. 

2.4.3 	 KUl]G1F 'On(O~ Kat ).1£ OAU TU <pap).1UKU l] XPTt0l] LOl) «OVO).1U npOlOVTOe;» KUTa Ll]V 
KUllCJT] Kat totuh£pu TO 10 Tpi).111VO np£n£l vu yiVETat ).1ETa uno 0l)V£WOl]011 ).1£ TO 
ytUTpO. 

2.12.4 	 rflAOl)Xlfl: To «ovo).1a npoi:ov1:O~}) XPl10t).10noLEhat 1:OJrlKa Kat OEV UV1XV£UETat 01:0 
J.l.llTPIKO ya),u. DaVT(o~, omoe; Km ).1£ OAa La <pap).1UKU np£n£t vu (j1)V£WOl18£h£ ).1£ 1:0 
Y1UTPO 0a~ av KUTU TIl YUAouxia npOK£tLat VU xp1lm).10nOtTJ0£T£ TO «OVO).1U npoi:ovLO~}). 

2.12.S 	 IIflIOUl: ,1£v unapXol)V Et01KE~ npo<pl)Aa~£l~ TJ uvaYl\.'l np00(lPPOYTJS Tl]S 8000AOyiu<; 
ytu TU 1tUIOLllnOl) l)nOpUAAOVLat 0£ O£pum:iu ~l£ «OVO).1U npoi:ovTOq>. 
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2.12.6 	 Enll)paOTl ()Tll tKaVOTllTa Ol)l}YllOT1S Kat XElPl()flOi) JlllxaVllflaTWV: H 8lOpan£la f1E 
«ovoJ.ta npoi:ovTOC;» olOV tX£t Kallla lOn:1.opaOll O'"CllV lKaVOTTj'"Ca lOVlOpyoue; OUlllllO'"COXlle; 
OTTjV OOlldj KUKAoq>opia iJ '"CO XlOlPlOllO IlllxaVTjllanDV. 

2.12.7 	 AAl£S npOElI)OnOlTJc:n:lS ()XETlKa JlE Ta EKI)Oxa: 
Movo ylO. I'lV KP{;flo (nov nepli:Xel KeTOrnwpvAo),XOO).'l): 
H KlO'"COO1;wpuAaAKooAll £vOtX£'"CCll va npoKaAto£l '"COn:tKte; o£PllanKte; avnopao£le; 
(n.x. o£Plla'"Cinoa e~ enoqJ1jr;). 

Ee nepi7r:rwO'rf yvwrnr,r; vnepwOla()'laior; rn'lv K£TornwpvAaJ..ICOOA'l (cetostearyl 

alcohol), nov eiVOI avrnOTlKO T'lr; KptflOr;. nporeiv£Tol 'I XPr,al1 TOV «ovopo npofovroq) 

&pflOTlICOV (jlaJ..vporOr;. 


2.13 	 AMllI.E1tll)pa()E1S JlE aMa tpapJlaKa iJ O\l()lES 
.6.lOv 	 dVCll yvwo'"Ctc; anllA£n:tOpaO£lC; 11£ ana q>awaKa iJ an£e; 1l0pq>tc; 
anllAlOniopacrTJC;. OW.oC; mAO £lVCll va £VTjIl£PWV£'"C£ '"CO Yill'"CpO yill aAAa q>apJ.taKa 1WU 
lOvo£x0J.ttvwe; AaIlPavlO'"C£. 

2.14 	 AO()OAoYla 
EmlAEI4!1l 1-2 q>opt<; Tllv rU.ltpa yla 1-2 EI300J.lOOE<;. 

To olaAuJ.ta KCll II Kptlla «ov0J.ta npoi:ov-roC;» £nni8£V'"Cal O£ AEn'"Co mpwlla enavw one; 
naoxouo£e; nlOplOxtc; KCll £v-rpiPOv-rCll. LUvTJ8wC; apKouv HylOC; o'"CUyov£e; iJ 1l1KpiJ 
noooTTj'"CU Kptllae; yill £n:tq>av£ill J.tlOyteoue; 1taAallllC;. 

H 9EpaTTEia va auvEXi~£Tal yla TOV aTTaIT00J.lEvO Xpovo aKOJ.la Kal av TO aUJ.lTTH.iJJ.lOTa 
UTTOxWpr;aouv. 

Eov OEV UTTOPXEI aVTOTToKplall J.I£TO aTTo 4 El3ooJ.ldOE<; 9EpaTTEia<; XPEIO~ETOI mavEKTiJ.lllall. 

AEPIJOTlKr] K6vlC; 

KaTa TTjv olapK£lCl KCll Jlf:'"Ca TTjv O£pa1tda 11£ J.tia meo '"[1(; aM£e; J.top<pte; <paplluKou 

£VO£lKVU'"CCll II Kath1f1EP1vTJ '"C01tOOtTTjOll TTje; 1touopae; «ovolla 1tpoi:ovlOe;» (2-3 <popte; 

1lIllOPlloiwe;), £1tavw OTTjV 1t!ioxouoa 1l:£plOXiJ· 

En:tnUov one; lluKTj'"Clao£tc; 1l:001WV KCll1tTUXWV, ouvlo'"Ca'"CUlll KaOllf1Ep1vTJ lOno8tTTjoll 

TTje; nouopae; «ovoJ.ta 1l:poi:ov'"COe;» ma 1ta1tOu'"COla KCll ne; KaholOe;, '"CO npwi 1l:poK£tlltvou 

va O£OJ.tlOU'"C£l II uypaoia KCll va ano<p£uxOd II avalloAuvoll· 


~anKo £KVt<pWJla, olaAutJoa 
To OEPJ.laTiKO EKvtq>WJ.la Eq>apJ.lO~£TOI aE '\ETTTO OTpwJ.la £TTdvw aTI<; TToaxouaE<; TTEP10Xt<; 

TTlt~OVTO<; 2 q>opt<; Hlv aVTMa 4!EKaaJ.l00, 000 q>opt<; Tllv IlJ.Itpa. 

2.15 	 YnEpI)O()OAoYla-AvTlflETO>1tl()l1 
.6.£v u1l:apX£l1l:£pin'"Cwoll U1l:£POoooAoyiae; f1E TTjv '"Con:tlCl') xPiJcrTJ lOU «ovoJ.ta np0'ioV'"Coe;». 
THAE(])QNO KENTPOY .6.HAHTHPIALEQN AE>HNQN: (210) 7793777 

2.16 	 AVEn\(){)JlllTES EVEPYE1ES 
01 ava<p£p0J.l£v£<; aV£TTl80J.lIlT£<; £vtpy£l£<; l3aai~ovTOI a£ au8oPJ.lIlT£<; ava<popt<;, mOJ.ltvw<; 11 

opyovwar'j TOU<; a0J.lq>wva J.lE TI<; KOTllyopiE<; auxvoTIlTO<; EJ.lq>ovlall<; CIOMS III o£v EivQl 
OUVOTr'j. 

D.IOTapaxt<; TOU avoaOTTOlllTiKOO auaTr'jJ.lOTo<;: aMEpYIKr'j aVTiopaall (auYKOTTr'j, uTToTOall, 
OOOTTVola, Kviowall) 

D.IOTapaxt<; TOU OtpJ.lOTO<; KOI TOU UTTOOOPIOU laTOO: q>AUKTOIV£<;. ouaq>opia/TTovo<;, oiOIlJ.la, 
Ep£8IaJ.lOc;, £p09IlJ.la, OTTOq>O,\iowall, KVllaJ.l0<;, £~dv8IlJ.la, vllYJ.lWOIl o'\Yll/aia8qJ.la KaOaou. 
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2.17 	 Tl npbtEl vu yvropi~El 0 a(J9EvTt~ (JE m:plnTro(JllnOl) nupukhjlE\ va naPEl KU1f01O 
006fl 

Eov rrOpOA[[tpOTE va xpr]OIIJOrrOI~OETE TO «OVOIJO npoiOVTO<;» onw<; 00<; tXEI OUOTliaEl 0 
VIOTp6<; 00<; eo nptrrEI va TO XPr]OIIJOrrOI!,]OETE alJtow<; Kal va OUVEXioETE Hl eEpOrrEio 00<; 
KaVOVIKO. 

H OEPU1tElU Ou 1tpt1t£l va CiUVEXi~HUl yIa toy U1tUlTOU)lEVO XPOVO UKO)lU KUl UV 1:U 
CiU)l1t1:W)lUt(l U1t0XWP1'lCiOUV. 

2.18 Tt 1tptnEl vu yvropiSEl 0 a(J9EvTt~ ym Tllv l1)lEPO)ll1vlU A.Tt~l1~ T01) npolovToc:; 

AvavpacpETOI OTr]V E~WTEPIK!'] Kal WWTEPIK~ ouoKEUaoia. 

L£ 1tEpi1tTWOTl1tOU TJ TJ)l£pO)lTJvlu uuTt'i tX£l 1tuptA8Ellill),PTJat)101tOlTtCiE1:E to cpap)luKo. 

To cpaplJaKa OEV nptnEI va anoppinTovTOI OTr]V onoxtTEUor] tl OTO olKloKa anOppilJlJOTO. 

PWTtlOTE tvov cpoPIJOKOnOlo Via TOV Tpono arroppltpll<; cpoPlJaKWv nou OEV xpEla~wTE mo. 

AUTa TO IJtTPO eo !3or]e!']oouv OTIlV npooTOoio TOU mpr!3aAAovTo<;. 

2.12 HIJEpOWlvia TEAEUTO/O<; ovOeEWPIlOIl<; TOU CPUAAOU OOIlVIWv: 

7. llAHPO<l>OPIEI: rIA THN OP00AOrIKH XPHI:H TfiN <l>APMAKfiN 

• 	 To cpoPlJaKO aUTO TO tVPOtpE 0 VIOlpO<; 00<; IJOVO Via TO OUVKEKPllJtVO IOTPIKO 00<; 

npo!3AIlIJO. fJ.EV eo nptnEI va TO O/VETE OE OAAO aTOlJa tl va TO XPIlOllJOnOrEiTOI Via 

Kanoro aAAr] no8r]01l. xwpi<; npollVOulJtvw<; va tXU[ OUIJ!30UAEU8Ei TO VIOTPO 00<;. 

• 	 Eov KOla Til OlapKEla TIl<; 8EpanEio<; ElJcpaVIOeEi KonOIO npo!3Alwa IJE TO cpOPIJOKO. 

EVIlIJEPWOTE OlJtow<; TO VIOTPO 00<; 1'\ TOV cpaplJaKonOIO 00<;. 

• 	 Eov tXUE OnOlaOrlnOTE EPWTIlIJOTlKO vupw ana TI<; nAIlPocpopiE<; nou ocpopouv TO 

cpoPlJaKO nou AOIJ!3ovETE rl XPEIO~w8E KOAUTEPIl EVIWtPWOr] Via TO IOTPIKO 00<; 

rrpo!3AIlIJO IJIl OIOTOOETE va ~IlTrlOETE TI<; nAr]pocpopiE<; OUTt<; ana TO VIOTPO 00<; rl 

TOV cpapIJaKOnOIO 00<;. 

• 	 no va Eival anOTEAWIJOlIKO KOI aocpaAt<; TO CPOPIJOKO nou 00<; XOPIlVrl81lKE eo 

rrptnEI va AalJ!30VETOI OlllJcpwva IJE T1<; OOIlViE<; nou 00<; 068IlKav. 

• 	 no TIlV aocpoAEIO 00<; KOI TIlV uVEia 00<; [ivOI anapalrrlTo va ola!3ooETE IJE npOOOXrl 

KOeE nAIlPocpopia nou acpopo TO CPOPIJOKO nou 00<; XOPIlVrleilKE. 

• 	 No IJIl OIOlIlPEiTE TO cpoPIJOKa OE EplJOpla TOU AOUTPOll. olonll ~toTIl Kalil uvpooia 

IJrropEi va aAAolwoouv TO cpoplJaKO KOI va TO KOTOOTl'l0ouv Em!3Aa!3t<; VIa TIlV uVEia 

00<;. 

• 	 No IJllv KPOTOTE cpoPlJaKa nou OEV XpEIO~WeE nAtov rl nou txouv ~Oll Arl~EI. 

• 	 T'tu )lE'YUAU1:EpTJ umpaA£lu KpU1:aTE OAU 1:(1 cpap)luKu aE uacpuA£S )l£pOS )luKpta 

U1tO 1'U 1tUl15ta. 

8. TPOllOI: AlA0EI:HI: 
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5, 01 OIKOIOUXOI KOI OVTlTTPOOWTTOI UTTOXPWUVTOI YIO TrIV ECPOPIJOYri HIS OVWT£PW EYKUK)..iOU. 

6. KOTOTTIV TWV OVWT£PW TTOUEI va IOXUEI fl EYKUKAIOS lJoS IJE op. 1981/17-1-2003 

KOlvolToinof]: 
ET. :BAYER HELLAS ABEE 
l:OPOY 18-22 
15125 MAPOYl:1 ATTIKHl: H ANAnJ\. npOlrTAMENH M YEn 

ANNA KATLI<l>H 

AlTOOEKTEC Via EVEPVEla : 

1, 	 rEE8A16yr 

A MWOYEiwv 136 

155 61 A8rivo 


2. 	 YTT, EpyooioS ATTOOXOAflOflS & KOlvwvlKriS npooTOdio<; 
rEvlKri rpOIJ\-lOTEio KOIVWVIKL0V AOCPOAioEWV 
6/vor) AOCPOAIOfl<; Ao8tvEla<; & MIlTp6Tr)TO<; • J 

l:TOoiou 29,101 10 A8riva 
(\-lE Tllv TTOpoKAflOIl EVr)!Jtpw0rt<; TWV AacPOAIOTlKWV 
Ta\-lEfwv TTOU TTap£xouv YYEIOVO\-lIKr'j nEpISaA4ifl) 

3. 	 novEMr'jVIO IOTPIKO l:uMoyo 

nAOUTOPXOU 3, 10675 A8rlvO 

(!JE Tr)V TTOPOKArt0rt Evrw£pwoll TWV 

TOTTlKWV IOTPIKWV l:uAMywv Trt<; xwpo<;). 


4. 	 navEMrivlo ¢OP\-lOKEUTIKO l:uMoyo 
nElpalw<; 134 & AyaSqlJ£pou 
118 54 ASrlva 
(jJE Hlv TTOPOKAIlOIl EVlljJ£pwoll<; TWV 
TOTTlKWV ¢apIJOKEUTlKWV l:uMoywv Hl<; xwpOS) 

5. 	 novEMrlVIO 'Evwor) ¢OPjJOKOTTOIWV 

NOOIlAEUTIKwv 10PUIJOTWV 

MIXOAOKOTTOUAOU 99, 11527 ASrlva 


6. 	 IKA-¢OpIJ/Krl YTTIlP£Oio 

Ay,Kwv/vou 8, 10241 ASrivo 


7. 	 orA KMooS ¢OPIJOKEUTlKr'jS nEpiSoA4iIl<; 
nOTlloiwv 30, 10677 A8rivo 


8, OiKaS NauTOu nElpalWS 

K. nOAOIoMyou 15 

18535 nElpOiOS 


9. 	 OiKoS NauTou ASrlvaS 

rAauoTwvo<; 2 & nOTlloiwv 

106 77 A8r'jvo 


10. 	 KtVTPO 6IlAIlTr)PIOOEwv 

NOOOKOjJElo naiowv "n,& A KUPIOKOU" 

115 27 r ouol A8rivo 


J 	 11. l:¢EE 
A KIl(j)loias 280 & Ayplviou 3 
15232 XaMvopl ATTIKrlS 

12. 	 navEMrivla "Evwoll ¢aplJaKo!3IOlJllxavias 

!\0IJ4iO 7, 11524 AjJTTEMKIlTTOI, A8riva 


13. 	 l:uMoyo AVT/TTWV ¢OPlJaKEUTIKwV E,owv & EIOIKOTriTWV 
006S TOTo"lou 
180 XAIJ, ESVIKriS ooou ASllvWv-AolJiaS 
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14610 N. EPY8PAIA ATTIKH2: 
14. 	 I:.£ATio AvopovolJioC; 

naV£mOH1lJiou 42, 106 79 A8~vo 
15.0pyavlolJo<; Aoq>oA1oll<; EA£u8£pwv EnOvv£AIJOTH.i.Jv OAE.E 

AV. Kwvlvou 5, 103 51 A8~vo 

16. 	 M'llJtA'l 2.uAMywv 
(onwc; a rrivoKo<;) 

EIOTEPIKH flIANOMH: 
1. 	 Nvo'1 A~loMYIlOIl<; npOIOVTWV 

a) TlJrllJo A~loMVIlOIlC; <P0PIJOKWTlKWV npOIOVTWV 
~) fPOIJIJOT£io A' TI.l~IJOTOC; EmOTIlI.l0VIKOu 2.ul.l(3ouAlou EVKpio£wv 

2. t:./vOIl <POp/KWV M£A£TWV & "EpwvoC; 
3. 	 t:.Jvoll NKWV YnIlP£OIWV EAtyxou npOIOVTWV 

TI.lJil.lo 'EKoOOIlC; & Kwo. Anoq>oo£wv 
4. fPOI.lI.lOT£io t:.£UT£pol308jJlou EmOTIlI.l0vIKOu 2:UI.l(3ouAiou 
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