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ErKYKAIOr - AnO<l>ArH 

0EMA 	KaSoplofjOC; n£pillr]4JflC; XapaKTflPIOTIKWV TOU npOfOVTOC; KOI CDullllou OOr]Ylwv ya TO XP~OTfl cpop~aK£UTIKWV 
npolovTWV TTOU TT£PltXOUV opaOTIKo OUOTOTIKO PIROXICAM. 

'Exovw:; uno4Jfl 
a) TIC; OIOTO~£IC; TflC; KOIV~C; YnoupYIK~C; Anocpaor]C; LWr3 (0) 83657/2005 "n£pl £vap~ovlor]C; TflC; ElIlIflvIK~C; 
NOfjoSwiac; fj£ Tflv aVTioTolXfl KOIVOTlK~ OTOV TO~ta TflC; KUKlIocpopiac; . ........ " TWV CPOPfJaK£UTIKWV 
npOlovTWV, TTOU npoopi~OVTOI Yla avSpClJmVfl XP~Ofl", 
[3) Tflv UTT' apiS/J .. 43391/23-6-2010 Anocpaorl npotopou EOCD (CDEK 1052IT£lJX0C; l'.£uT£po/12-7-2010) «n£pi 
/J£TO[3I[3aO£wc; OIKOIW/JOTOC; unoypacp~c; ano TOV npo£opo EOCD npoc; TOUC; npOIOTOfjtvouC; ol£u8uvo£wv EOCD)l. 
y) Til rvw/JOT£uOfl TOU EmoTfl/JoviKOU l:Ufj[3ouAiou EYKpio£wv, Tfj~~a A' ap. CD-246/2-1-2010 

AnO<l>ArIZOYME 

H nEpillr]4Jfl XapaKTflPIOTIKWV TOU npoYovToC; cpap~aKEuTIKWV npOrOVTWV nou n£pIEXoUV opaoTIKo OUOTOTIKO 
PIROXICAM, Opi~£TOI wC; £~~C;: 

nEPII\H4JH TON XAPAKTHPlrTIKON TOY npo"iONTOr 

(TTlpO~IKOfjfl) 

1. ONOMArlA TOY <l>APMAKEYTIKOY npo"loNTOr: 

2 nOIOTIKH KAI nOrOTIKH rYN0ErH 

• l'.1L:KIA flA L'IIAl:nOPA 
• yn08ETA 
• ENEL:IMO l'.IAAYMA 

Plroxicam: C1sH13N304S 

4-Hydroxy-2-methyl-N-2-pyridyl-2 H-1 ,2-benzothiazine-3-carboxamide 1.1-dioxide 


flo TOV TTlI~Pfl KOTolloyo TWV £K06xwv, [311. napaypacpo 6.1. 

3. CDAPMAKOTEXNIKEr MOP<l>Er: 

610Kia Yla OlaOnOpa, YnoSna, EVEOI/JO olollufja. 
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• IOTOPIKO VOOTPEVTEPIKWV OIOTOPOXWV 01 onoiE<; npoOlo8tTOuv OE OI~OppOVIKt<; OIOTOPOXt<;, onw<; Il EAKWOIl<; 
KoAiTloo, Il vooo<; TOU Crohn, 0 KOPKivo<; TOU VOOTPEVTEPIKOU ~ Il EKKoAnwlJOTiTioo 
• A08EVEi<; ~E EVEPVO mTTTIKo tAKO<;, cpAEVIJOVWOIl VOOTPEVTEPIK~ OIOTOpOX~ ~ VOOTPEVTEPIK~ OllJoppOVio 
• TOUToXPovll XP~OIl oAAwv ML:A<P, OUlJnEpIAolJf3ovo~tvwv TWV EKAEKTIKWV Via Tllv COX-2 MIA<P KOI TOU 
OKETUAoooAIKUAIKOU o~to<; OE ovoAVIlTIKt<; OOOEI<; 
• TouToXpovll XP~OIl OVTITTIlKTIKWV 
• 10TOPIKO npOllvou~EVIl<; oof3op~<; oAAEpVIK~C; oVTiopOOIlC; onoIOUO~TTon: Tunou, EIOIKO OEPIJOTIKt<; 
OVTIOPOOEI<; onw<; TO noAulJopcpo EpuSIlIJO, TO OUVOPOIJO Stevens-Johnson KOI Il TO~IK~ ETTIOEPIJIK~ VEKpoAuOIl 
• YmpEuOI081l0io OTIl OpOOTIK~ ouoio, TTPOllvoU~EVIl OEPIJOTIK~ oVTiopOOIl (OVE~OPT~TW<; 00f30POTIlTO<;) OTllv 
TTlpO~IKci[JIl,OE oAAo ML:A<P KOI OE oAAo cpciPiJOKO. YTTciPXEI TTl80VOTIlTO olooTOupoUwvll<; EUOIOSIlOio<; iJE TO 
OKETUAoooAIKUAIKO o~u ~ ciAAo iJll OTEpOEIO~ OVTlcpAEViJoVWOIl cpcip[Jo!<co H TTlpO~IKOiJll OEV nptnEI vo XOPIlVEiTOI 
O£ 008EVEi<; OTOU<; onoiou<; TO OKETUAoooAIKUAIKO O~U ~ oAAo iJll OTEPOEIO~ OVT\(pAEViJoVWOIl cpapiJOKO 
npoKciAEOOV OUiJnTWiJOTO ci08~OTO<;, PIVIKOU<; TToAunOOE<;, 0VVEIOVEUPWTIKO oiOllIJO ~ KvioWOIl 
• Ao8EVEi<; W Oo~op~ OIIJOTOAOVIK~ vooo, f3opEio IlnOTIK~ ~ f3opEio VECPPIK~ oVEncipKEIO. 
• L: TrlV KUIlOIl KOI Til voAouXio (Il oocpoAElo TOU VIO TETOIO XP~OIl OEV EXEI OKOiJll OIOTTlOTWSEi) 
• IE TTOIOIO KOTW TWV 14 ETWV OEV uncipXEI OKOiJll iJEyciAIl E[JnElpio. 
• To urroSETO TTlpO~IKci~ll<; OEV nptnEI vo XPIlOliJOnOIOUvTOI OE OOSEVEi<; iJE oloo~nOTE cpAEYiJoVWOIl f3Mf31l TOU 
op80u KOI TOU npwKTou KOSW<; KOI OE OOSEVEi<; iJE IOTOPIKO npoocpOTIl<; ol[Joppoyio<; ono TO opSo ~ TOV npwKTo. 
• 8EPOTTEio TOU nEpl-EYXEIPIlTIKOU oAvou<; OTO nAoiOio EntiJf3001l<; OOPTOOTECPOVIOio<; TTOPOKOiJ4.Jll<; iJE 
iJOOXEU[JO 
• BoplO KOpOIOK~ OVEnopKEIO 

01 OVETTl8UIJIlTEC; EvtPVElEC; I-mopOUv va EAoXIOTonOl1l80uv IJE Til XP~OIl TIl<; XO[JIlAOTEPIle; OTTOTEA£O[JOTIK~C; GOOIle; 
Via Til [JIKpOTEPIl OIOPKEIO, Il onoio EivOi onopoiTIlTIl VIO TOV tAEvxo TWV OU[JTTTWlJOTWV (f3AtnE TTOPOVPOcpo 42, 
KOI KIVOUVOU<; ono TO VOOTPEVTEPIKO KOI KOPOIOOYVEIOKO) 
H TOUTOXpovll XP~OIl TTlpO~IKciiJll<; KOI ML:A<P, TTEPIAoiJf3ovoiJtvwv TWV OVOOTOAtwv TOU COX-2, nptnEI vo 
onocpEuYETOI 
To KAiVIKO ocpEAo<; KOI Il OVOX~ So nptTTEI vo EnOVEKTliJWVTOI nEploolKO KOI Il SEponEio 80 nptnEI vo oioKonTETOI 
OIJ£OO OTllv npwTIl EiJCPOVIOIl OEpiJOTIKWV OVTlOPOOEWV ~ 0XETIKWV VOOTPEVTEPIKWV OUiJf30iJOTWV 
Emopoouc; OTO VOOTPEVTEPIKO (GI), Kivouvo<; VOOTEVTEPIKOU tAKOU<;, A1iJoppoyio<; KOI .0.loTPIl0'le; 
To Ml"AC!l OUiJmP1AoiJf3oVO[JtvIle; TIl<; TTlpO~IKOiJll<;, iJnopEi vo npoKOMoouv oof3opo VOOTPEVTEPIKO OUiJf3ciiJOTO 
TO onoio mpIAo[J(3ovouv cpAEYiJov~, OliJoppoyio, tAKo<; KOlllll:'lTP'lOll TOU OTO[J0XOU, TOU AETTTOU KOI TOU noxtoc; 
EVTtpOU nou [JnopEi vo EivOi 80VOTIlCPOPO AUTte; 01 00(30PE<; OVETTl8uiJIlTE<; EvtPVEIE<; [JnopEi va OUiJf3ouv 
onOloo~noTE OTIV[J~, IJE ~ xwpi<; npOEloonolllTIKO OU[JTTTWIJOTO, OE OOSEVEi<; uno SEponEio [JE MIAC!l. "OTOV 
nopouOIooSEi VOOTPEVTEPIK~ OI[JoppoVio ~ E~tAKWOIl OE OOSEVEi<; nou AOiJf3ovouv TTlpO~IKOiJll, npEnEI vo 
OloKonEi Il SEponEio 
H ~poXEio<; KOI iJOKPO<; OIOPKEia<; tKS£01l OTO ML:A<P txouv OiJCPOTEPE<; OU~lliJtvo Kivouvo ElJCPOVloll<; OO~Opwv 
VOOTPEVTEPIKWV OUiJf30iJOTWV. ITOIXEio ono iJEMTE<; nopOT~PIlOIlC; unoollAwvouv OTI Il TTlPO~IKOIJIl iJnopEi vo 
oXETi~ETOI iJE U4.JIlAO Kivouvo oo~op~<; VOOTPEVTEPIK~<; TO~IKOTIlTO<; OE OXtOIl W TO 0""0 ML:A<P. 
Ao8EVEi<; [JE 0lliJOVTIKOU<; nOpaVOVTE<; KIVOUVOU ylO oof3opo OUiJf30iJOTO ono TO VOOTPEVTEPIKO (onw<; EivOi 01 
IlAIKIWiJtVOI, 01 OOSEVEi<; iJE KOPOIOYVEIOK~ VOOO, 01 OOSEVEi<; nou XPlloliJOnOIOUv TOUTOXPOVO aOTTIpiVIl ~ 01 
OOSEVEi<; IJE npOilVOuiJEVO IOTOPIKO ~ iJE EVEPV~ yOOTPEVTEPIK~ VOOO, onw<; E~tAKWOIl, VOOTPEVTEPIK~ OliJoppOVio 
~ cpAEViJOVWOEIC; KOTOOTaOEI<;) 80 nptnEI vo AOiJ(3ovouv 8EponEio [JE TTlpO~IKOiJll iJOVO UOTEPO ono npooEKTIK~ 
EKTiiJllOIl WAtnE nopaypocpou<; 4.3 KOI nopoKoTW). 
H EVOEXOIJEVIl avoVKIl Ylo ouvOUOOiJtvll SEponEio W yooTponpooTOTEUTIKOU<; nopovovTE<; (nx iJloonpoOToArj ~ 
ovoOToAEi<; oVTAio<; npwTOviwv) So nptml va EKTliJOTOI iJE npooox~ WAtm napaypacpo 4.2) 

ro~aptc; raoTp£VT£PIKtc; EmnAoKtc; 
TauTonoilloll aTo~wv ulfJllAou KIVOUVOU 
o KivouvoC; VIO TIlV OVOTTTU~1l oof3opWV ETTITTAoKWV ono TO YOOTPEVTEPIKO OU~OVEI iJE H1V IlAIKia. HAIKio OVW TWV 
70 nwv oXETi~ETOI iJE U4.JIlAO Kivouvo ETfmAoKwv. H XOP~Ylloll OE OOSEVEi<; iJEyOALJTEPOU<; TWV 80 ETWV So nptTTEI 
vo onocpEUVETOI 

A08EVEie; 01 onoiol AO[J(3ovouv TOUTOXPOVO KOpT\KOOTEpOEIO~ ono TOU OTO[JOTOC;, EKAEKTIKOU<; ovaoTOAEie; 
ETTovonpooAIl4.JIle; OEPOTOVivll<; (SSRIs) ~ OVTIOIiJOnETOAIOKOUe; nopoVOVTEe; onwc; xa[JIlA~ Mall 
OKETUflOOOfllKUAIKOU o~toe;, OIOTptXOUV OU~Il[Jtvo Kivouvo E[JCPOVIOIlC; oo~opwv VOOTPEVTEPIKWV EnlTTflOKWV WAtnE 
nopOKOTW KOI nopovpacpo 4.5). "Onwe; KOI iJE 6""0 MIAC!l, Il XP~OIl Tr]C; TTlpO~IKOf.1rj<; o[ ouvOUaOf.lOIJE 
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npOOTOTEUTIKOUe; nOpoYOVTEe; (n·x fJloonpooToAfl ~ ovooTOAEie; oVTAioe; npwToviwv), So nptnEI vo EKTlfJOTOI oE 
OUTOUe; TOUe; UljJflAou KIVOUVOU OoSEVEie; 
01 OOSEVEie; KOI 01 lOT poi So npEnEI vo EivOi OE Enoypunvlor] ylO Tflv EfJCPOVlofl or]fJEiwv KOI OUfJnTwfJClTWV 
YOOTPEVTEPIKOU EAKOue; KOI/~ OIfJoppoyioe; KOTO Tfl OIOPKEIO Tfle; SEpomioe; fJE mpoE,IKOfJr]. 80 npEnEI vo ~r]TEiTOI 
OTTO TOUe; 008EVEie; vo ovocptpouv onoloo~nOTE vto ~ Oouvfl8Ee; KOIAIOKO oUfJnTWfJO KOTO Tfl OIOPKEIO Tfle; 
8£ponEioe; Eov, KOTO Tr] OIOPKEIO Tr]e; SEponEIOe;, unoPXEI unoljJio fJioe; yOoTPEVTEpIK~e; EnmAoK~e;, r] mpoE,IKOfJr] 
80 nptml vo oioKomETOI OfJtowe; KOI vo EE,ETO~ETOI TO EVO£XOfJEVO ETTmpooSETr]e; KAIVIK~e; oE,loAOYllolle; KOI 
8£pomiae;. 

~£PIlOTIKte; oVTlop60 [Ie; 
Lof3apte; OEpIJOlIKte; aVTlopoOEIe;, fJEplKte; ana TIe; onoiEe; Eixav We; anOTtAwfJo TO 80VOlO, nou nEplAafJr30Vouv 
OTTocpoAIOWTlK~ OEPfJOliTIOO, ouvopojJo Sleven-Johnson Kal TOE,IK~ EmOEPIJIK~ VEKpoAuor], txouv avacpEpSEi noM 
OTTOVla OE oXtOlllJE Til XP~OIl TWV MIND, mpIAolJr3avolJtvr]e; Tr]e; mpoE,IKOIJIle; (!3Atm nopoypacpo 4.8). ITOIXEia 
OTTO IJEAtTEe; napOT~Pllolle; unooEIKvUOUV OTI fl mpoE,IKOIJIl IJnopEi vo oXETi~ETOI IJE UljJr]A6TEPO Kivouvo Yla 
EIJCPOVlor] oof3apwv OEplJOlIKWV aVTlopooEWV oE oxtail fJE oMa MIA<!J TO onoio OEV EivOi oE,IKOfJEe;. <!JaivETal OTi 
01 a08EvEie; OIOTptxouV UljJllAOTEpo Kivouvo Yla EfJcpoVloll TtTOIWV aVTlOpOoEWV oTllv apx~ Tile; 8EpanEiae; fJE TIlV 
EVOpE,1l Tr]e; oVTiopOolle; vo AaIJ130VEI xwpo, oTr]V nAElovoTflTO TWV nEpmTwoEwv, IJEoO oTOV npwTO IJ~va 
SEpomioe;. H XOP~Yllor] Tr]e; mpot,IKOIJIle; nptml va oiaKomETOI fJE Hlv npwTIl EfJCPOVloll OEpfJOlIKOU EE,ov8~fJOTOe;, 
13A6I3IlC; TOU ~AEvvoyovou ~ onolouo~noTE oMou ollfJEiou umpEUOl081l0ioC; 

YTTEPTOO'l 
OTTWe; oAa TO MIAlP, tWI KOI r] mpoE,IKOfJlllJnopEi vo oOIlY~OEI OTllv EfJCPOVIOIl untpTOolle; ~ OTllv EmoEivwoll 
npounopxouoac; untpTOolle;, KOSEfJio ono Tie; KOlOoTOOEIe; OUTte; fJnopEi va oUfJ!3oAEI oTr]V oUsllOIl Tile; 
oUXVOTIlTOe; EfJCPOVlolle; KapolOYYElaKWV OUIJ130IJOTWV To MIAlP, nEplAofJl3ovOfJtvlle; Tile; mpot,IKOIJIle;, npEnEI vo 
XPr]oIIJOnOIOUvTOI IJE npooox~ oE aoSEvEie; IJE untpTOoll· H OPTIlPloK~ niEoll nptnEI vo nopoKoAou8EiTOI oTEVO 
KOTO Tllv tvopE,r] Tr]e; SEponEioe; IJE mpoE,IKOIJr] Kal KOS' oAr] Tr] OIOPKEIO Tr]e; SEpomiae; 

KapoIOYYEIOKtc; KOI OYYEIOKtC; EYKEcpoAIKtC; EmopooEIC; 
ATTOITEiTOI 0 owoni nopaKoAou800o KOI J] nopoxri oUIJ[3ouAwv oE ao8EvEic; IJE 10TOPIKO untpTOooc; KOI 10 IJE 
EAacppo EWe; W"ETPIO oUWCPOPIlTIKri KOpOIOKO OVETTopKEla K08we; EXEl ovacpEp8Ei KOTOKPOTOoO uypwv KOI OiOfWO oE 
oUVOUOoIJO blE SEpanEio WE MIAlP . 
.0.EOOIJEVa ana KAIVIKEe; OOKIIJte; KOI EmOr]WloAoYIKEe; IJEAtTEC; unooEIKVUOUV OTI r] xpriOJ] IJEPIKWV MIAlP (EIOIKO oE 
uY!r]Me; 060£1<:; KOI OE WOKPOxpOVIEe; 8EponEiEe;) wnopEi VO ouoXETi(ETOI IJE WIO WIKpri ouE,OOr] TOU KIVMvou ylO 
q.JcpOVIOr] SPOW[3WTIKWV apTr]pIOKWV oUW[30VTWV (Yla nop60EIYWo EWCPPOYWO TOU WUOKopoiou 0 EYKEcpoAIKO 
EnEIOOOIO), TO onoia wnopEi va EivOi SOVOlOCPOpO. 01 aoSEVEie; WE YVWoTO KOPOIOVVEIOKrj vooo [3pioKOVTOI oE 
IJEYOAUTEpO Kivouvo riO VO EAoXIOTOnOIr]8Ei 0 OUVr]TIKOC; Kivouvoe; ylO KOPOIOYYEIOKEe; aVEmSUWOTEe; Evtpyme;, 
oTOU<:; 008EVEiC; nou Aow[3ovouv mpOE,IKOWJ], So npEnEI vo XPr]OIwonOIEiTOI 0 XOWJ]A6TEPO onOTEAwWOTIKO 0000 
Yla TT]V nAtov WIKPO OIOPKEIO SEponEioe; 01 100poi KOI 01 a08EVEic; So npEnEI vo EivOI npOETOIWOoWEVOI ylO Tr]V 
EiJ(j)OVloO n:'TOlwv EVEPYEIWV, OKOiJO KOI onouoio npOT]YOUWEVWV KOPOIOYYEIOKWV ouwnTwWOTWV. 01 008EVEie; 80 
nptnEI va npoEloonolouvTOI oXETIKO WE TO oJ]WEiO KOIIr) ouwmwwaTO TOe; oo[3aprjc; KOPOIOYYEIOKOC; TOE,IKOTJ]TOC; KOI 
oXETIKO WE TO TI npEnEI vo KOVOUV oE nEpimwor] nou £ljcpoVI080uv. Ynopxouv OVEnopKEie; nArJPocpOpiEe; VIO VO 
onoKAEloSEi tvoc; TETOIOe; Kivouvoe; Via Tr]V mpoE,IKCI!JJ]. 

AOSEVEic; WE WO pu8Wlowtvr] unEpTOOJ], OUWCPOPr]TIKrj KOPOIOKO OVETTOPKElO, EVKOlWTOWEVO 10XOIWIKO KOPOIOKO 

VOOO, nEplcpEplKrj OPTr]PIOKO VOoO KOIIr) 0YYEIOKO EYKEcpoAIKO VOOO 80 npEnEI vo uno[3Ao80uv OE SEponEio WE 

mpOsIKOWr] WOVO WETO ana npOOEKTIKO 8EWPr]0r] TOU 8tWOTOC; nopOWOIO 8EWPr]oO 80 nptml vo yiVETOI nplv Tr]V 

EvapE,r] WEyaAlmpr]C; OlopKElac; SEponEioe; OE 008EVEie; IJE nopoyovTEC; KIVOUVOU ylO £ljCPOVIOJ] KOPOIOOYYEIOKOe; 

oo8tvEl0C; (nxunEpTOoo, unEpAlmiSOIwio, oOKxopwiSoe;olo[3oTO<:;, Konvlowo) 

N[cppIKEe; £TTlop6oEle; 
LE onovlEe; nEpITTTWOEIe; TO f.Hl OTEpOEIO~ oVTlcpAEYlJoVWOIl cpoPfJOKO fJnopEi vo npoKOAtoouv OIOfJWIl vEcppiTIOO, 
onElpOfJOTOVEcppiTIOO, 8IlAoEIO~ vtKpwoll KOI VECPPWOIKO oUVOPOfJo. To IJIl OTEpOEIO~ aVTlcpAEYlJovwiSll CPOPIJOKO 
ovooTtAAouv Hl OUVSWIl TWV VECPPIKWV npooTOyAovolvwv 01 onoiEe; unol3ollSouv Til oIOT~Pr]OIl Tile; OlfJOTwolle; 
TWV VECPPWV OE 008EVEie; OlOUe; onoioue; 11 VECPPIK~ po~ OifJOlOe; KOI 0 OYKOe; TOU OifJOTOe; txouv fJEIWSEi ITOUe; 
008EVEie; OUTOUe; 11 XOP~Yllofl fJrl oTEPOEIOWV OVTICPAEYIJoVWOWV CPOplJOKWV fJnopEi vo npoKoAEoEI EIJCPOV~ VECPPIK~ 
oVEnopKElo, Tllv onoio KOTO KOVOVO aKoAouSEi anoKOTooTOOIl oTO npo Tfle; SEpanEiae; oTOOIO, WTO Til oloKonri 
Tile; Xop~YIlOr]e; TWV fJll oTEPOEIOWV OVTICPAEYlJovwOWV CPOpIJOKWV. A08EVEie; IJE ouE,lllJtvo Kivouvo npoKAflolle; Tfle; 
naponovw no8oAoYIK~C; aVTiopaof[C; [ivOi aUTOi nou nopouala~ouv aUiJCPOPIlTIK~ KapOloK~ ovmopKElo, Kippwoll 

,) 
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TOU ~nOlOe;, VE<jlPWOIKO OUVOPOiJO KOI EiJ<jlav~ V£(PPoTToBEla. 01 aoBEVEie; aUTOi TTpEnEI va nopoKoAouBouVTOI iJE 
npooox~ KOla Tfl OIOPKEIO Tfle; A~4JEWe; iJfl OTEPOEIOWV aVTI<jlAEYiJOVWOWV <jl0PiJOKWV. 

AnOITEiTOI npooox~ KOla TflV EVOP~fl Tfle; BEponEioe; iJE TTlpO~IKOlJfl OE 008EVEie; iJE oo(3op~ O<jlUOOTWOfl 
LUVIOTOTOI ETTiofle; npooox~ OE OOBEVEie; iJE VE<jlPIK~ vooo ((3A nopoypo<jlo 4.3 AVTEvOEic,EIe;) 

I\oyw Hl~ EKTETaiJtvfl~ VE<jlpIK~e; antKKplofle; Tfle; TTlpoc,IKOiJfle; KOI TWV TTPOi"ovTwv (310iJETOOXfliJOTI01J0U Tfl~, nptnEI 
va Ec,ETa~ETOI TO EVO£XOIJEVO XOlJflMTEPWV i560EWV OE OOBEVEie; iJE ETTflPEOOiJtvfl VE<jlPIK~ AEIToupyio KOI nptnEI 01 
008EVEi~ oUToi va nopoKOAou80uVTOI OTEVO ((3A TTOpaYPO<jlO 4.3 AVTEVOEi~EIe; KOI napaYPO<jlO 5.2 
Glo PiJo KOK IVfl TI Kte; 1010TflTE~) 

KOTOKPClTllOfl Yypwv KOI OiOfl~O 

Grrw( KOI WE aMo gJaPWOKO TTOU ovomtMouv TI) OUVBEOI) TI)C; TTpoOTOyAovoivl)C;, txouv nopOlr]Po8Ei 

KOTOKPOH]OO uypwv KOI ofoowo OE IJEpIKOUe; OOBEVEfe; nou AOWGovouv Ml:ActJ, nEplAowl3ovoiJtvoe; KQLlIlc; 

nlpo~IKOWOC; Enowtvwc; I) TTlpO~IKOUI) nptnEI va XPI)OIWOTTOIEiTOI WE npoooxrj OE OOBEVEie; WE ETTl)pEOOiJtvO 

KOPOIOKQ AEIToupyio KOI oAAEe; KOTOOTOOEIe; nou npool08tTOUV OE, 6 ETTIOEIVWVOVTOI ana TO v, KOlOKP OHlOr] 

uypWv. A08EVEfc; IJE npounopxouoo OUlJgJ0POTIKrj KOpOIOKrj OVETTOPKEIO rj untpTOOr], TTptTTEI va 

no POKOAou80UVTOI OTEVO 

Oq>8ail\.IOAoYIKtc.; ETIlOpaO£l<; 
1\6yw TaU OTI txouv ovo<pEp8Ei OVETTl8(JlJflTEe; OVTIOpaOEIe; ono TOUe; 0<jl80AiJOUe; KOla Tfl XP~Ofl iJfl OTEPO[IOWV 
OVTI<jlAEYlJovwowV TTOPOyOVTl.0V OUVIOTOTOI 01 008EVEie; nou nopouOlo~ouv Ocp80AIJIKO EvoXA~iJOlO KOTCl Tfl 
OIOPKEIO T'le; 8EPonEioe; IJE mpoc,IKOiJfl vo uTTo(3oMoVTOI OE o<jl8oAiJoAoYIK~ E~tTOofl 

GrrWe; KOI iJf TO aMa iJfl OTEpOEIO~ OVTI<jlAEYiJOVWOfl, TO <jl0PiJOKO TTptTTEI va xoprWEiTOI OE iJEII.A.liJEVfl iSoofl OE 
008EVEi~ iJE XPOVIO VE<jlPIK~ ovmopKElo, OE 008EVEie; iJE Ofl~OVTIK~ EKTTTwofl T'le; KOpOIOK~e; AEIToupyioe;, or. 
008EVEie; iJE untplOofl nou AOiJ(3avouv iSIOUPflTIKa, OE 008£VEie; iJE flTTOTIK~ ouoAmoupyio KOI OE 008EVEie; iJE 
OUOTfliJOlIKO Epu8flIJOTWOfl AUKO 

L'lEOOIJEVOU OTI flAIKIWiJEVOI 008EVEie; <jlOiVETOI OTI TTOpOUOIO~OUV OU~fllJtvo Kivouvo EIJ<jlOviOEWe; OVETTl8uiJflTWV 
EVEPYEIWV ono Tflv XP~OfllJfl OTEPOEIOWV OVTI<jlAEy~JOVWOWV <jl0PIJOKWV KOI OEOOlJtvou Eniofle; OTI 01 'lAIKllJJiJEVOI, 
OOUVOTOI KOI E~ooBEVfliJtvOJ aoBEVEie; OVtXOVTOI OUOKOAoTEPO TIe; OVETTIBuiJflTEe; EvtpYEIEe; ana TO YOOTPEVTEPIKO 
OUOTr]IJO nptnEI va AOIJ(30VETOI un' 04Jfl TO EVOEXOiJEVO Xp'lol\jOnOI~OEWe; iJlKpOTtpoe; apXIK~e; OOOEWe; TaU 
tpOpiJOKOU ana T'l ouv~8'l, fl oTToio OU~OVETOI E<jl' OOOV OEV nopOT'lP'lBEi (3EATfwo'l TWV OUiJTTTWiJOTWV 

01 008EVEiC; aUTOi nptnEI va nopoKOAouBouVTOI iJE TTPOOOX~ IE IJOKPOXPOVIO XOP~yoofl XPEIO~ETOI KOTO 
iSlaOT~lJaTO OliJOlOAOYIKOe; KOI (310XfliJIKOe; tAEYXoe; TOU 008EVOUe; 

AnoyopEUETOI il XOP~YilOil Tfle; EVOOiJuIK~e; iJOp<jl~e; OTO vEOYvO. Enio'le; OEV nptml va XOPilYEiTOI KOla TO OUO 
npwTO ETfl Trle; ~w~e;, OIOTI mpltXEI we; OUVTflPflTIKO (3Ev~uAIK~ OAKooAfl· 

npoq)UAa~[I(;; nou oXHi~oVTOI J.lE H] YOVIJ.lOH]TO 
H XP~Ofl T'l~ TTlpO~IKOiJfle; IJnopEi va ETT'lPEOOEI Til v YOVliJOTilTO OTIe; yuvoiKEe; KOI OEV OUVIOTOTOI 'l XP~Oil TOU OE 
yuvoiKEe; nou npoonoBouv va ouMo(3ouv. 80 nptnEI va E~ETO~ETOI il oloKono T'le; TTlpO~IKOfJ'le; OE YUVOiKEe; nou 
OUOKOAEUOVTOI va ouMo(3ouv 0 (3piOKOVTOI uno OIEPEUvflO'l OTEIpOTflTOe; 

4.5 AMflAnTlopaOEIC; J.lE 6Mo <papJ.laKEUTIK6 npo'lovTO KOI aMEC; ~op<ptc; aAAflAEniopau'lC; 

AKETUAOooAIKUAIKO o~u KOI oMo MI) ITEPOEIOrj AVTlgJAEYWovwiSO ctJOPIJOKO 

H TTlpO~IKOIJr], onwe; KOI oMo MIActJ iJEIWVEI Tflv ouoowPEUO'l OIiJOTTETOAiwv KOI nopOTEivEI TOV Xpovo n~~ile; H 
OUYKEKP1iJtVr] Eniopooil nptnEI va Afl<jl8Ei uno4Jfl KOla TOV KaBoplOiJO TWV XpOVWV n~c'fle; 
Orrwc; KOI JJE oMo MIACP, fl XP~Ofl Tfle; TTlPOC,IKOiJflC; jJosi iJE OKETUAoOOAIKUAIKO O~U ~ fl TOUTOXPOVfl XP~Ofl JJE 
aMa MINt>, OUiJnEplAOiJ(3avOiJEvwV 6MuJV <jlapiJOKOTEXVIKWV iJop<jlwv Tr]C; TTlPOE,IKOfJflS, nptnEI.va ono<pElJYOOI 
KoBwC; TO OEOOiJEVO DEV EivOi EnopKO npOKEliJEVOU va OElxGEi OTI TETOIOI ouviSuOOiJoi 00'lYOUV DE iJEYOAUTEPfl 

http:nptnEI.va
http:TTOPOyOVTl.0V
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fJlarapaXE( TOU VWPIKOU OUOTl7fJaTOC;. AOr)T1Tr) fJr)vlyyiTIOO, ~oAr), KE<jJoAoAyio, nopOl08r)oio, unvr)Aio, iAlyyot; 

OrpBaJifJ1KEC; OJarapaxEc;· GOfJn~ OpOOr), EPE810fJ0t; TOU o<p80AfJou, oior)fJo 0<jJ80AfJwv, olJ~Auwnio H 
ouvr]810fJtv~ 0<jJ80AIJ00Konr)0r) KOI r) E~ETOOr) IJE OXIOIJOEIO~ Auxvio OEV onEKoAu4JOV IJETO~oAtt; TWV 0<jJ80AIJwV 

fJlarapaXEC; TOU wroc; Kal TOU Jia{3upiv80u. 'EKnTWOr) Tr)t; OKOUOTIK~t; O~UTr)TOt;, EIJ~ot<; 

KapOlaKE( Otarapaxtc Ai08owo noAwwv YntpTOOr) KOI KOpOIOKrj OVEnopKEIO txOUV ovacpEpBEi OE oxtoo lJ[ 

8EponEia WE M2:ACD Moowtvo ana KAIVIKtC; OOKIWtC; KOI ETIlOr)\JIOAOYIKtC; WE,\[TEC;, unOOEIKVUOUV OTI r) xpriOr) 

KonOIWV M2:ACD (IOIOiTEOO OE uWr)Mc OOOEIC KOI OE WOKPOXPOVIE<; 8EponEiEC;) bmOPEi vo OUOXUi(ETOI WE outowtvo 

Kivouvo VIO qJcpOVIOr) 8pOWGWTIKWV 0PHlQIOKWV OU\JGOVTWV (nx E\JCPPOYlJO TOU lJUOKopoiou ri EYKECpoAIKO 

~lwo60IO -GMm nopoypocpo 44) 

Ayy[!aKtc; OlarapaxEc;. AYYEliTioa 

fJlarapaXE( TOU avaTTvwmlKou OUOTr7fJaTOC;, TOU GwpaKa Kat TOU fJEooBwpaKIOU BpoyxoonOOlJot;, ouonvolO, 
ElTiOTO~r) 

fJlarapaxtc; TOU yampEvTEplKOU. KOIAIOK~ OUOqlopio, EmyaoTpoAyio, KOIAIOKO oAyoc" op80npWKTIKtt; OVTlOpOOEIe; 
OTO UTT08ETO nou EKOr)AwVOVTOI wc, TOmKO oAyoc" KOUOOe;, KVr)OfJOe; KOI TEIVEOIJ0<; KOI OE onovlEc, nEpITITWOW; 
oqJoppoyia ana TO op80, OUOKOIAIOTr)TO, Oloppola, EmyooTplK~ OUOXtPEIO, IJETEWpIOIJOe;, yooTpiTIOO, olIJoppayio 
TOU YOOTPEVTEPIKOU owA~vo (mpIAoIJ~ovoIJtvr)c, Tr)C, OlfJOltfJEOr)t; KOI Tr)C, IJEAOIVOC,), ouonE4Jio, vouTio, 
~r]poOTolJio, TTOYKPEOTiTIOO, OIOTPr]Or], OTOIJOliTIOO, E~tAKWOr], EfJETOt; WA TTOpOypOqlO 44 EIOIKtC, 
npoEliSoTTolrjoEICC, KOI npO<jJuM~EIC, KOla Tr] xPriOr], EmopaoEIc, OTO YOOTPEVTEpIKO) 

fJlarapaXE( TiJ.!v VU{JPWV Kat rwv OuporpopWV OOWv. 2:novlo tXEI ovo<pEp8Ei OIIJOlOupio 

fJlaTapaxtc; TOU r7TTGTOC; Kat rwv xoArJCPOPWV GOVOlr)qlOpO r]nOliTliSo, iKTEP0C, nopoAo nou TtTOIEC, OVTliSpoOEIt; 
EivOi onOVIEC;, EOV ETIllJtVOUV ri EmOElvwBouv 01 1Jr] cpuOIoAoYIKtC, iSOKIIJOoiEC, r]TTOlIK~C, AEITOUpyio<;, EOV TO or]IJEiO 
KOI TO OUIJTTTWIJOTO ouvoiSouv fJE Tr]V EIJ<pOVIOrJ qnOlIK~c, vooou ~ Eav nopoumoo80uv OUOHlfJOTIKtt; EKOrJAwouc, 
(n.x. IlwmvOqllAio, E~ov8r]fJO, KAn), rJ mpO~IKOIJr] nptnEI vo iSloKonEi. 

fJlarapaXEC; TaU otPfJaTOC; Kat TaU llTTOOOPIOU Imou. AAwHEKio, OYYEIOOior]IJO, 0YYEIOVEUPWTIKO oiOr]IJO, 
OlTOqlOAIOWTIKri OEPIJOliTIOO, umpiopwoio, noAUIJop<jJo Epu8r]fJO, fJrJ-SpOfJ~OTTEVIKri TTOpqlUpO (TOU TUTTOU 
Henoch-Schoenlein), ovuxoAuor], <pwTOoAAEpYIKtC, OVTlopaoEIc" KVrJOIJOC" OEPIJOlIKO E~ov8r]IJO, ouviSpofJo 
Stevens-Johnson, TO~IKri ETTIOEpfJlKri VEKpoAu0rJ (voooc, TOU Lyell), Kviow0rJ, <jJUOOAIOWOEIt; OVTlOPOOEIC, (~A 
TTOPOyPO<po 44 EIOIKEC, TTPOEIOOTTOlrioEIC, KOI TTpo<jJuM~EIC, KOla TrJ xprjOr], i'1EPfJOl1KtC, OVTIOPOOEIC,). 

fEVIKEC; OlarapaXEC; Kat KGTamaOEf(; TrK OOOU XOPr7Yf]OfJe;.· Oior]IJo (Kupiwt; TWV Oqlupwv), TOTTlKtC, oVEm8uW1TEt; 
OVTliSPOOEIC, (oi08r]fJo KOUOOU) ri ~Mi3r] 10TOU (OXrJIJOlIOfJOC, OTEipou OTTOOTriIJOlOC" vtKPWOr] AlTTwoouc, IOTOU) OTr] 
Btor] Tr]C, tVEOr]t;, oio8rJfJo KOKOUXioC" TTOPOOIKO oAyoc, IJETO Tr]V tvwr] 

EpWVEC;· GUlKO OVTITIUPr]VIKO OVTIOWIJOTO, OVOOTpttjJIIJEC, Ou~riOEIC, TrJC, oupioc, TOU OiIJOTOt; KOI Tr]C, KPEOlIVivrJc" 
fJEIWOEIC, OTr)V OIIJoo<jJOIpivrJ KOI OTOV OIIJOlOKpiTr) TTOU OEV OXUi~OVTOI fJE EIJqlOVri OIIJoppoyio TOU YOOTPEVTEPIKOLJ 
owA~va, oU~rJlJ£vo ETTiTTEOO TPOVOOIJlvaOWv OTOV opo, fJEiwor] OWIJOTIKOU ~opouc" oU~r]or] OWIJOTIKOU ~opouc, 

YTTEpooao}>.oyia 

i'1EV UTTOPXEI EIOIKO oVTioOTO. 2:E TTEpiTTTWOr] AritjJEWC, UTTEPi3oAIKriC, ooor]<; mpO~IKOIJr]C, OUVIOTOTOI UTTOOTr]PIKTIKri 
KOI OUIJTTTWIJOTIKri oywy~ MEMTEC, UTTOOEIKVUOUV OTi r] XOP~yr]or] EVEPYOU OV8POKO OUVOlOV VO TTpoKoMoEI 
IJEiwor] TIlC, oTToPP0<jJr]0llC, KOI TIlC, ETTovOTTOPP0qlllOIlC, Tr]C, TIlpO~IKOIJIlC, IJE OTTOTtAWIJO Til IJEiwOIl Tr]C, OAIKriC, 
TTOOOTilTOC, TOU <jJ0PfJOKOU OTOV oPyovlOIJO. 

napoAo TTOU OEV UTTOPXOUV fJEMTEC, fJtXPI O~IJEPO, Il 0lfJoKo80por] TIlSovwC, OEV EivOi XPriollJil OTIlv oU~r]or] TIlC, 
on£KKplollC, Tr]C, TTlpO~IKOIJr]C, K08wc; TO qlOPIJOKO OUVOEETOI OE IJEyoAo i308IJo fJE TIC, TTPWTETvEC, TOU nMOIJOloc, 
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5. <DAPMAKO/\OrlKEr 1f\.IOTHTEr 
KwolI<oe; ATC M01AC01 

H TTlPOslKOl-I1l EivOi I-Ill OTEpOEIOEe; OVTI<PAEYI-l0VWOEe; <pOPI-IOKO TO onoio 0108ET[! EniOIle; ovoAYIlTIKEe; KOI 
OVTIHUpETlKte; 1010TIlTEe; To oiorwo. Il Epu8pOTIlTO. Il unEpnAooio TWV IOTWV, 0 nupETOe; KOI 0 novoe; I-ITTOPOUV va 
ovaoTOAouv OE mlpOI-IOTo~WO I-IE Til XOP~YIlOIl Tile; TTlPOsIKOI-lIle; H TTlpOslKOl-I1l Eival OPOOTIK~ OVESOPTIlTO ano Tllv 
OITloAoyia Tile; <pAEYl-Iov~e; nap' oAov OTI 0 I1IlXOV101-I0e; OpOOIle; Tile; o£V Eival nA~pwe; YVWOTOe;, OV£~OpTrlTEe; 
~£MTEe; in vitro KOI in vivo onEOElsoV OTI Il mpOslKol-I1l £TTlOPO OE olo<popa OTOOIO Tile; avooof310AOYIK~e; KOI Tile; 
cpAEYl-IovwoOUe; OVTiopaolle; I-Itow 

• AVOOlOA~e; Tile; ouv8£01le; TWV npooTOvolOwv nEpIA0I-lf3oVOfJEVWV KOI TWV npooTOyAovolvwv 1-1£ TIlV 
OVaOTpEljJlfjll OVOOTOA~ TOU EV~UfJOU KUKAo~uy£vOOIl. 

• AVOOTOA~e; HIe; ouoowpEuolle; TWV OUOETEPO<piAwv. 

• AvaoTOA~e; Tile; I-IETOVOOTEuOIle; TWV noAufJop<ponup~vwv KOI TWV I-I0VoKunopwv OTllv n£plox~ Tile; <pAEYfJov~e;. 

• AVOOTOA~e; Tile; onEAEu8tpwolle; AUOOOWfJOTIKWV £V~UfJWV ono TO OIEYEPfJEVO AEUKOKUTTOPO 

• AVOOlOA~e; Tile; nopaywy~e; OVIOVTOe; unEpo~Eloiou ono TO OUOETEpo<pIAa. 

• MEiWOf)e; Tile; nopoywy~e; TOU PEUfJOTOEIOOUe; nopOYOVTOe;, TOOO OlOV oPyavl0l-I0 000 KOI OTO Op8PIKO uypo OE 
a08£vEie; fJE Op08ETIK~ PEUfjOTOEIOr'] op8piTIOO 

EXEI anOOEIx8Ei OTI Il TTlPOSIKOfJf) OEV opo fJEOW OIEYEpOIle; TOU OSOVO un0<pUOIle; - ETTlVE<PPIOiwv MEMTEe; in vitro 
o£v OTTtOEI~OV OUOfJEv~ Eniopooll TOU <p0PfJOKOU OTO I-lETOf3oAIOfJO lOU Op8PIKOU xovopou 

5.2 <DaplJoKoKlvIlTIKiC; IOIOTIlHC; 

H mpo~IKOI-IIl onoPPo<poTOI KaAwe; fJ£TO Til XOP~YIlO~ Tile; ono TO OTOI-IO ~ ono TO op80 ME Til XOP~Yf)Ofl TpO<p~e; 
UnaPXEI I-lIO fJIKP~ Ka8uOTEPflOf) OlO pU8fJO oAM 0XI OTIlV EKTOOIl Tile; anOPPO<PIlOIle; TOU CPOPI-I0KOU OTOV 
xoprlYEiTOI ono TO OTOI-IO LT08£pte; OUYKEVTpWOEIe; OTO nMol-IO OIOTIlPOUVTOI Ko8' oAfl Til OIOPKEIO Tile; IlI-lEpae; 
fJETO ono [(P' onos rWEpr']OIO XOP~YflOfl METO ono OUV£X~ 8Epomio 1-1£ 20 mg f)1-l£Pfloiwe;, YIO EVa XPOVIKO 
OIOOTllfJO EVOe; ETOUe;, ETflTUYXOVOVTOI nopol-lolO £ninEoo TOU <pOPI-I0KOU OTO oil-lo I-IE EKEivo nou nopOTflpoUVTOI 
OTOV EnlTEux8Ei oT08EponolllfJEvfl KOTOOTOOfl 

Or OUYKEVTpWOEIe; TOU <P0PI-I0KOU OTO nAOofJo EivOI OVOAOYEe; TWV Mo£wv 10 mg KOI 20 mg KOI KOTO KOVOVO 
ETIlTuYXOVOVTOI I-IEYIOTEe; OUYKEVTpWOEIe; EVTOe; 3 EWe; 5 wpwv fJETO Tf) A~ljJfl TOU <P0PI-I0KOU. H E<.pc'mo~ XOP~YflOfl 
OOOElrJe; 20 mg ETIlTUYXOVEI KOTO KOVOVO fJEYIOT£e; OUYKEVTpWOEIe; TOU <P0PI-I0KOU OTO nMol-lO iOEe; I-IE 1,5 twe; 2 
meg/ml, EVW 01 I-IEYIOTEe; OUYKEVTpWOEIe; OTO nMofJo iJETO £novEIAfljJI-lEVIl XOPr']YflOIl flj..J£pflOioe; ooo£we; 20 mg 
ow8EponolouvTOI ouv~8we; OE ETTinEoo 3 EWe; 8 mcg/ml. LTOUe; nEplooOTEpOUe; o08£v£ie; EnlTuyxovOVTOI oT08EPO 
EninEOo TOU <P0PjJOKOU OTO nMofJo TTEpinou EVTOe; 7-12 IlI-IEPWV. 

8Epomia I-lE Mall E<p60ou 40 mg fliJ£pf)oiwe; Yla TIe; OUO npwTEe; flI-lEp£e; Tfle; 8£ponEioe; oKoAou8oul-l£VIl OTfl 
OUVEXEIO ono IlI-lEP~OIO 0001l 20 mg, ETTlTpEn£1 EVa UljJll,\O nooooTo (n£pinou 76%) va £TTlT(IX£1 oT08£po Enin£oo 
OUYKEVTPWOEWV TOU <P0PiJOKOU OTO nMoiJo 0I-lEOWe; I-IETO Til XOP~YIlOfl Tfle; OEUTEPfle; Malle; 

To EninEOo TOU <P0PI-I0KOU OTil oT08£ponOIIlI-lEvfl KOTOOTOOf), Il ETTI<P0VEIO KOTW ono Tllv KOl-lnuAfl OUYKtvTpWofle;
xpovou KOI 0 xpovoe; fll-ll~Wr']e; EivOI nopol-lolO j..J£ aUTO I-IETO ono XOPflYflOIl 8£ponEUTIKOU OX~I-IOTOe; I-l£ flI-lEp~OI£e; 
OOOEIC; 20 mg 

LE OUYKPITIKfl I-IEAETfl noMonAwv 060EWV nou mpopouoov OTfl f3loolo8£Oll-IoTIlTO Tfle; EvtOll-lflC; OE oXtofl iJ£ Tflv 
ana TOU OTOI-IOTOe; I-I0P<Pr'] Tfle; TTlPOsIKal-llle;, onoo£ix8llKE OTI I-IETa Tflv EVOOI-IUIK~ XOPr']YIlOIl TOU <P0PI-I0KOU 01 
OUYKEVTpWO£Ie; TOU OTO nAool-IO EivOI 0flIJOVTIKO UljJflMTEpEe; OE oxtail I-IE TIe; OUYKEVTPWOEIC; nou ETIlTUYXOVOVTOI 
I-IE:O TIlV KOTonooil Tile; OTTO TaU OTOI-IOTOe; fJOpcp~e; KOTO Til OIOPKElo 45 AETTTWV iJOO Til XOP~YflOfl TIlV npwTIl 
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fl!JtpO, KOTO Hl OIOPK£IO 30 AEmwv !Juo Tfl XOPflVflOfl HI OElJT£Pfl rJl-1tpo KOI KOTO Tfl OIOPKEIo 15 AEnTWV iJETO TrJ 
XOPrlVflOfl Tflv t[3001-1fl fliJtpo. YnoPXEI [3lolooouvol-1io I-1UO~U TWV OUO oOOOAOVIKWV I-10PCPwv TOU cpoPiJoKou 

LE OUYKPlTlKrl 1-1£A£Tfl noMonAwv OOOEWV nou oCPOpOUOE OTfl CPOPI-10KOKIVflTIK~ KOI Tfl f3100Io8EGliJOTflTO TWV 
oloKiwv TOx£iae; oloAuOfle; KOI TWV ana TOU OTOiJOTOe; KOlj)OKiwv Tfle; mpo~IKol-1fle; onooEix8flKE OTI !Juo Tflv ono~ 
fl!JEP~0I0 XOPrlVllofl TOU CPOPI-10KOU wi 14 fll-1tpEe; TO XPOVIKO npocpiA, OOOV ocpopo TIe; iJtOEe; OUYKEVTpWOEIe; 
nAO0I-10TOe; Tile; mpO~IKOl-1flC;, Via TIe; OUO OVWTtpuJ 1-10pcptc; TflC; mpO~IKOI-1IlC; 0XEOOV GUVEmmOv i'J.EV un~pxov 
0fliJoVTIKtC; OIOcpOpte; TWV I-1towv OT08EPWV Enmtowv TWV TII-1WV Cmax , Cmin , T1/2 rl lOU Tmax Ano TflI-lEA£TrI OUT~ 
£~aVUOI TO GUI-1ntp00l-10 OT! TO oloKio TOX£ioC; oloAuOfle; TflC; mpO~IKOI-lr]e; EivOi (3lo·lo000V0I-10 npOe; TIC; KOlj)OUMC; 
KOTOmV ono~ flI-1Ep~0I0e; XOPflVrlOEWe;. MEA£TEC; !JIOC; onArle; MOfle; ontoEI~OV OTI 01 OUO 1J0pcpte; [iVOI 
[3101000UVO!JEC; TOOO OTOV TO oloKio AOiJ[30VOVTOI !JE UOWp 000 KOI xwpie; UOWp. 

MuoGoAloiJ0<; Kal AntKKploQ 

H mpo~IK6l-1fl I-1ETO[30Aii;ETOI OE I-1EvoAO nOOOOTO EVW nOOOTr]TO I-lIKPOT£Pfl ana 5% Tfle; flI-lEp~0I0e; Malle; lOU 
CPOPI-l0KOU, OTIEKKpivETOI ovoAoiwTIl OTO oupo KOI OTO Konpovo. H mpO~IKOl-lfl l-luo(3oAii;uOI Kupiwe; I-ltow TOU 
KUTOXPWI-lOTOC; P450 CYP 2C9 OTO rlnop. Mia ana TIe; KUpiEC; I-1Uo[30AIKte; OOOue; onOTEAEi fl uopo~uAiwOfl TOU 
OoKTuAiou TflC; nuploiVflC; Tile; nAovioe; oAuoioac; TOU 1-10piou TflC; mpo~IKOl-lfle;, oKoAou8oul-lEVfl ano OUi;EU~fl oUTOU 
iJE yAUKOUpOVIKO O~U KOI ano[3oArl TOU OTO oupa. 0 xPOvoe; fliJli;w~C; TOU cpopiJOKOU OTOV ov8pwno EivOi nEpinou 
50 WpEC;. 
LTOUe; ooGEvEie; Via TOUe; onoioue; EivOi YVWOTO rl UTI('tPXEI unolj)ia OTI TO CYP 2C9 EXEI I-lEIWI-lEVr] IJETO[3oAIKrl 
opaoTIKoTIlTO, GOO~I 10TOPIKoul npoflvou!JEVIle; EI-1TIElpioe; I-1E 6Mo UnOGTpWI-1OTO TOU CYP 2C9, fl XOPrlVrJ0fl 
mpO~IKOI-1r)e; nptnEI va Vil/ETOI I-1E npOOOXrl, Ko8wC; EvOtXETOI va El-1cpovioouv I-lfl cpuOIoAoVIKO ULVflAO EninEoo OTO 
nAOOiJo, 'Aoyw I-lEIWl-1tvrv; f,1Ua[3oAIKrle; Ko8oporJe;. 

5.3 npoKAIVIKO OEOOIJEVO Via Hlv oa<poAElo 

EPEUVEC; uno~Eioc; KOI xpovioe; TO~IKOTrJTOe; txouv yivEI OE opoupaiouc;, I-lUEe;, KUVEe; KOI m8rlKOUe; !J£ XPflofl 
rJl-lEPrJoiwv 060EWV nou KU!JoivoVTOV ana 0,3 mg twe; 25 mg/kg (3opouc; H TEAEUTOio oUT~ OOOfl £[VOI nEpirroLJ 90 
cpoptc; iJEyoAlmpTl ana TO OUVIOTWI-1Eva oOOOAOYIKO EniTIEoo OlOV ov8pwno. 01 I-l0VEe; no80AoYIKte; (3M[3Ee; nou 
nopOTflpflGflKov OTO noponovw nlipol-1OTo rlTOV 01 XOPOKTrlPIOTIKte; ouvrl8£1(; f3Ao[3Ee; nou avwpioKOVTOI O£ 
lO~IKOAoYIKtc; tpEuVEe; Kol I-1E oAAouC; f,1fl OTEPOEIOEiC; OVIICPAEY[.JoVWOEIC; nopoYOVTEe;, onwe; VECPPIKrl 8rJAwOflC; 
vtKPWOrJ KOI yoOTPEVTEpIKte; 13Ao[3£e; Ooov ocpopo OTIe; TEAEuToiEe;, 01 ni8flKoi onooEix8flKoV TEA£iwe; OV8EKTIKOi Of 
aUTO TO onoTtA£01-10, EVW 01 KUVEe; oOUVri81OTo Euoi08flTOI 

6 <PAPMAKEYTIKEr nJ\HPO<POPIEL 

6.1 KOTOAoyoC; EKOOXWV 

6.2 AOUJJPOTOHITEC; 

To EVEOIfjO oloAuiJo YIO EV00I-lUIKrl XPrl0rJ OEV nptnEI va OV0I-lIYVUETOI iJE oAllo cpOPI-lOKO. 

6.3 ~lopK[la ~wric; 

6.4 EIOIKEC; TTpoq>uAa~EIC; KOla HI q>uAo~1l TOU rrpo·"OvTOC; 

6.5 <PUOI1 KOI OUOTOTIKO TOU rrEplEKTIl 

6.6 IOlOiTEPEC; rrpOq>UAa~EIC; orroPPIlVIlC; KOI aMoC; XEIPIO\JOC; 
f..£v Ecpopf,1oi;ETOI 

7. KAToxor THr AflEIAr KYK/\O<l>OPIA[ 

10 
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8. APIGMOI A.6EIAI KYKI\O<l>OPIAI: 

9. HMEPOMHNIA npOTHI EfKPIIHI 

10. HMEPOMHNIA ANAGEOPH[H[ TOY KEIMENOY: 

2. 	 To c])uAAo OOIlYIWV YIO TO XP~OHl CPOPIJOKEUTIKWV npOIOVTWV TTOU TTEPIEXOUV CiPOOTIKO OUOTOTIKO 
PIROXICAM, Opi~ETOI We; ES~e; 

c])YI\I\O O.6HrlON XPHIH[ 

1.1 

1 .2 IuvSw'l 

L1pOOTIK~ ouoio. 

"EKOOXO 


1.3 	 <I>OPIJOKOHXVIKt<; lJop<pt<;: 

L1loKio Via OIOOTTOPO, Yno8ETo, EVEOIIJO OIO}.UIJO 


1.4 	 nEplEKTIKOHITO OE OpOOTIKr; ouoio: 

1.5 	 nEplvpacpr;-LUOKEuooia: 

1.6 	 <l>aplJaKOSEpaITEUTlKr; KaHlyopia: Mil LTEpOEIOEe; AVTlCjlf..EVIJOVWOEe; cpOPIJOKO. 
1.7 	 YITElJ8uvo<; KUKAo<popiac;: 

1.8 	 napaoKEuaoT~<; - [uOKEUaoTr;<;: 

2. TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO nov [A[ XOPHfH[E 0 rlATPO[ [A[ 

2.1 	 f EYIKt<; ITA'lpo<popiEC;: 
H mpOslKolJ1l EivOi EVa Mil LTEpOElote; AVTICPMYlJoVWOEe; <l>OPIJOKO (MLA<l». To OVTICP}.EVIJOVWOIl 
CPOPIJOKO XPIlOlIJOnOIOUvTOI Via Til 8EpanEio TToAAwv n08~OEWV OTIe; oTToiEe; UTTOPXEI cPf..EVIJOV~ KOI 
TTOVOe; 
nplV ooe; OUVTOVOVpOCP~OEI TTlposlKOlJ1l 0 YIOTpOe; ooe; 80 EKTIIJ~OEI TO wcpt}.11 nou aUTO TO CPOPIJOKO 
IJTTOPEi va ooe; OWOEI OE oxtail IJE TOV Kivouvo Via EIJCPOVIOIl OVETTl8UIJIlTWV EVEPVEIWV 0 VIOTpOe; OOe; 
IJTTOPEi va XPEI008Ei va ooe; OUOT~OEI VEVIKte; IOTpIKte; EsETOOEIe; KOI 80 ooe; nEI nooo OUXVO TTPETTEI va 
OIESOVETOI tf..Evxoe; 'Aovw Tile; 'A~4JIle; TTlpOsIKOIJIle;· 

H mposlKOlJ1l XPIlOllJonolEiTOI YIO va ovoKoucpioEI OUIJTTTWI-lOTO TTOU TTPOKO'AOUVTOI ana Tllv 
OOTEOOp8piTIOO (EKcpU}.IOTIK~ voooe; TWV Op8pWOEWV), Til PEUIJOTOEIO~ op8piTiOO KOI TIlV oVKu}.onoIIlTIK~ 
oTTovouMTIOO (pEUI-lOTI0l-loi Tile; aTTOVOU}.IK~e; OT~}.Ile;), onwe; oiOIl!JO (np~sllJo), OUOK0l-lljJio KOI 
op8po}.Vio. Mv 8EPOTTEUEI Tllv op8piTIOO KOI 80 ooe; f301l8~OEI !Jovo YIOOOO XPOVIKO OIOOJIlIJO 
ouvEXi~ETE va Til 'A0l-lf30VETE 

o YIOTpOe; ooe; 80 ooe; OUVTOVOVpOCP~OEI TTlPOslKOl-l1l I-l0vo EOV OEV tXETE IKOVOTToIIlTIK~ ovoKOUCPIOIl 
TWV OU!JTTTWIJOTWV OTTO aAAo !J1l OTEPOEIO~ oVTICP}.EVI-l0VWOIl cpOPIJOKO. 

2.2 	 EvoEi~EI<;: 

H mpO~IKaiJil EVOEiKVUTOI VIO Hl 8EPOTT£io TT08~a£wv OTTWC; 11 PEU!JOTOEIOr'jC; op8piTIOO, 'l 
OOTEOOp8piTIOO Kalil 0YKu}.onoIIlTIKr'j OTTOVOUAiTIOO 

2.3 	 A VTEVOEi~£I(;: 

II 
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H TTlpO~IKOfjr] OEV nptnEI va xopr]YEiTOI all(; OKOAou8EC; nEpmTWOEI<; 
• Eov EiXOTE npOr]YOUfjEVO tAKoe; TOU OTO~OXOU ~ TOU EVTtpOU, alpoppayia ~ OIOTPr]Or] 
• Eov EXETE Twpa tAKO<; TOU OTOfjOXOU ~ TOU EVTEPOU, alfjoppayio ~ OIOTpr]Or]. 
• Eov EXETE ~ EixaTE 10TOPIKO yOOTpEvTEPIKWV OIOTapoxwv (41AEY~OV~ TOU OTOfjOXOU ~ TWV EVTtpWV), TO 
onoio npool08tw Yla OlfjOppaYIKte; OIOTapoxt<; onw<; r] EAKWOr]<; KOAiTloa, r] vooo<; TOU Crohn, 0 
KapKivoe; TOU YOOTPEVTEPIKOU, rJ EKKoAnwpOTiTIOO (41AEypoivoVTE<; ~ fjOAUOptVOI 8UAOKE<; TOU naxtoc; 
EVTtpOU) 
• Eov AOfj~OVETE oAAa MIND, ou~nEpIAOfj~OVOfjtvwv TWV EKAEKTIKWV Yla Tr]V COX-2 MLA<!> KOI 
OKETUAOOOAIKUAIKO o~u (OOTIlpivrJ), jJio ouoia r] onoio EivOI TTOpOUOO OE nOAAa 4l0PfjOKO TTOU 
XPrJ0lfjonOIOUVTOI YIO Tr]V OVOKOU41I0rJ TOU novou KOI TrJV EAonWOr] TOU nupETOU. 
• Eov AO~[30VETE OVTITIrJKTIKO, onw<; r] ~op410pivrJ, npoKEljJEVOU va nopE~nool08Ei r] 0rJPlouPyio 
8pojJ~wv OTO oifjo. 
o Eov npor]you~Evw<; EiXOTE fjio oo[3op~ OAAEPYIK~ oVTiopoor] OTr]V TIlpO~IKO~rJ, OE OAAO MLA<D KOI 
oAAo <jJ0PfjOKO, loiw<; o0[30PE<; OEpfjOTIKE<; OVII0POOEI<; (avEE,opT~TW<; oo[3apoTrJTOe;), onwe; 
On0410AIOWTIK~ OEpfjOTiTIOO (tVTOVrJ Epu8pOTr]TO TOU otp~OTOe; fjE ~E41AOUOIO~O fjE fjOp<jJ~ AETIlWV ~ 
OTI[300WV), 4lUOOAIOWOE Ie; -nop<jJoAUYWOEIe; OVTIOpOOEIe; (ouvopojJo Stevens-Johnson, fjia KOTOOTOOr] 
fjE Epu8po, 4lUOOAIOWOEC" OIO[3PW~tvo, OI~oppaYIKo ~ wxoponolr]fjEvO otp~o) KOI TO~IK~ ETiiOEPPIK~ 
VEKPOAU0rJ (~io voooc; TTOU Efj<jJovi~EI 4lUOOAI00TTOir]0r] KOI ~E41AOUOIOfjO TrJ<; ETIl410VEIOK~e; OTI~OOOe; 
TOU otpIJOTOe;) YnoPXEI TTl80VOTrJTO OIOOTOUpOU~EVr]e; EUOI08r]oioe; ~E TO OKETUAOOOAIKUAIKO O~U ~ 
oAAo ~r] OTEPOEIO~ OVTlepAEYfjOVWOr] epOPjJOKO. H TIlpo~IKo~1l OEV nptnEI va XOPrJYEiTOI OE 008EVf..ie; 
OTOUe; onoioue; TO OKETUAOOOAIKUAIKO osu ~ OAAO ~r] OTEpOEIO~ OVTlepAEY~OVWOr] epoppoKa 
npoKoAEOOV OUfjnTWfjOTO 008fjrJTOe;, PIVIKOUe; nOAunooEC;, 0YYEIOVEUPWTIKO oi0rJjJo rl Kviowor]. 
• A08EVEie; fjE oof3op~ OIPOTOAOYIK~ vooo, [3opEia r]TTOTIK~ ~ ~OPEjO VE41PIK~ ovmopK£lo. 
• LTllV KUIl0rJ KOJ TrJ YOAouXla (rJ OOepOAEIO TOU YIO TETOIO Xp~or] OEV EXEJ OKOfjO OJOTTloTw8Ei) 
• LE nOiolo KOTW TWV 14 ETWV OEV unoPXEI OKO~rJ fjEYOArl EfjnElpio. 
• To uno8ETo nlpO~JKOfjrJe; OEV nptnEI vo XPr]olfjOnOIOUvTOI OE a08EvEi<; ~E oloo~noTE 


4lAEYfjOV(.iJ01l ~Mf3r] TOU op80u KOI TOU npwKTou, K08we; KOJ OE 008EVEie; ~E 10TOPIKO np0041OTr]e; 

OI[Joppoyioe; ono TO op86 ~ TOV npwKTo 

• 8EpanEio TOlJ nEpl-EYXElpr]TlKOU oAyoue; OTO nAoiOio EnE~f300r]e; OOPTOOTEepovloiae; napOKOfjl)Jr]C; ~E 


fjOOXEU~O 


• Baplo KOpOIOK~ oVEnopKElo 

Eov Konolo ano TIC; naponovw nEpITTTWOEI<; IOXUEI YIO woe;, OE 80 nptnEI va ooe; 008Ei TIlpO~IKOWj. 


EVrJIJEPWOn: cqJWO TO VIOTp6 ooe;. 


2.4.1 	 IE.VIKO: H TOUTOXPOVrJ Xp~orJ TIlpO~IKOfjrJe; KOJ MLA<!>, nEpIAo~[3avOfjEVWV TWV ovooToMwv TOU COX-2, 
npEnEI va onoepEuYETOI 
Onwe; KOJ fjE TO OAAO jJr] OTEpOEIO~ aVTI<jJAEYPOVWOr] 4l0p~OKa, analTEiTOI 
IOIOiTEPrJ npooox~ KOTO Til xop~Yr]Or] TIlpO~IKOfjrJe; OE ao8EVEie; ~E 10TOPIKO VOOOU TOU ovwTEPOU 
YOOTPEVTEPIKOU OUOT~~OTOe; (IOIOiTEPO OE rJAIKIWpEVOUe; KOI E~o08EVr]~EVOUe; a08EVEie;), OE 008EVEie; ~E 
VE<jJPWOIKO ouvopo~o ~ qJ41ov~ vE41Pon08EI0, OUfj410pr]TlKrl KapoloK~ oVEnopKEla rl KipPworJ TOU 
~nOTOe; KOI OE 008EVEiC; fJE OUOTrJfjOTIKO Epu8r]~OTWOr] AUKO. 

npoot~TE 10iaiTEpa fjE TrJV TIlpO~IKOjJr]: novTO va EVrJ~EPWVETE TO YIOTPO OOe; nplv XPIlOl~onOI~OETE TO 

TTlpO~IKOfjr]. Onwe; OAa TO WI OTEpOEIO~ aVTI41AEY~Ovwoll <pop~aKO, ETOI KOI 11 TIlpO~IKOjJll iJnopEi va 

npoKaMoEI oof3apte; aVTlOpOOEIe; OTO OTO~OXI KOI TO tVTEPO, onwe; novo, <PAEYfjOVrl, Olfjoppoyio, EAKOe; 

Kal OIOT PrJor] 

80 npETw va OTOfjOT~OETE OiJEOWe; va Aafjf3avETE TIlpO~IKoiJll KOJ va EVIl~EpwOETE TO YIOTPO ooe; EOV 

EXETE novo OTO OTOjJOXI ~ onOIOOrlnOTE OllfjEio Olfjoppoyioe; ono TO OTOjJaXI rl TO EVTEPO, onwe; fjEAOIVEC; 

~ OlfjOTrJpte; KEVWOEIe; ~ OlfjOTt~EOr]. 


80 nptnEI va OTOfjOTr'jOETE o~towe; va AOiJ~aVETE TIlpO~IK6jJr] KOI va EVllfJEpwOETE TO YIOTPO ooe; EOV 

tXETE onoloo~noTE OMEpyIK~ aVTiopo0rJ, onwe; E~ov8r]jJo TOU OEp~OTOe;, oior]~o (nprl~lfjo) TOU 

npoownou, OUPIY~O ~ OUOKOAiO OTr]V ovonvo~ 


Eov EioTE OVW TWV 70 ETWV, 0 YIOTpOe; ooe; iowe; XPElo08Ei va ~EIWOEI OTO EAOXIOTO Tr] OlaPKEIO Tile; 

8EpOnEiae; KOJ va 00c; [3MnEI OUXVOTEPO 000 AO~f3ovETE TIlpO~IKO~rJ. 


Onwc; OAO TO fjrJ OTEpOEIO~ OVTI<jJAEYfjOVWOrJ <jJOp~OKO, tTOI KOI r] mpO~IKOiJr] ~nopEi va npoKOMOEI 

untpTOOrJ ~ va ETiiOEIVWOEI npounopxouoa untpTOOrJ, nou ~nopEi va OUIJf30AOUV OTrJV OU~rJOr] Tr]e; 

OUXVOTIlTOe; EjJepOVIOr]e; KapOlaYYEIOKWV OUfjf30jJOTWV nptnEI va napoKOAou8EiTE OTEVO Hlv OPTrJPIOK~ 


ooe; niEOrJ orav apxi~ETE Tr] 8EpanEia lJE TIlpO~IKafjr] KOI K08' OAr] TrJ OlaPKEla TrJe; 8EpanEiac; 
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CDOPIJOKO onwc; r] TIlPO~IKOIJr] [JnopEi vo ouoXETi~oVTOI IJE IJIKP~ oU~r]or] TOU Kivouvou VIO KapolaK~ 


npoo~oA~ (<<tlJ<PPOYfJO TOU [JuOKopoiou») ~ EYKE<paAIKo EnElooCIIO. 0 onoloe; Kivouvo<; EivOI mo m80voe; 

OE UljJr]AtC; OOOEIC; KOI OE nopOTETO[JEVr] 8EponEio. f::.EV nptnEI va unEP130ivETE Tr]V OUVIOTWIJEVr] ooor] ~ 


Tr]V OlcipKEIO Tr]C; SEponEioe; 

Eov tXETE KOPOIOKO npo13A~[JOTO, npOr]vou[JEVO EVKE<poAIKO mElo60lo ~ 8EWPEiTE OTI £VOEXO[Jtvwe; 

[JnopEi vo ~piOKEa8E OE Kivouvo VIO Tr]V EKO~AWOr] TETOIWV KOTOOTOOEWV (TT.X EOV EXETE UljJr]A~ 


OPTr]PIOK~ niEar], OIO~~Tr] ~ UljJr]M mimoo XOAr]OTEpOAr]C; ~ EioTE KonvIOT~e;), 80 TTpEml va OU!;r]T~OETE 


VIO Tr]V 8EPOTTEio oae; [JE TOV VIOTPO ~ TOV <pOP[JOKOTTOIO 00C;. 


To M2.:A<D, OTTWe; r] mpO~IKOIJr], [JnopEi va npoKOAEooUV KOTOKpciTr]Or] UVpwv KOI oior]l.JO OE OPIO[JEVOUC; 

OOSEVEie; 

AnomiTOI npooox~ OTOV yiVETOI tvop~'l SEponEioc; [JE mpO~IKOIJr] OE OOSEVEie; fJE oo13op~ O<PUOOTWOr] 

2.:UVIOTciTOI ETTior]e; npooox~ OE 008EVEiC; fJE VE<PPIK~ VOOo. 

AOSEVEie; TTOU KOla Tr] OIOPKEIO SEponEioe; fJE mpO~IKOfJr] TTapouOIci~ouv O<pSOAfJIKO EVOXA~[JOTO TTPETTEI 

VO uno~oMOVTOI OE 0<p80A[JoAoYIK~ E~tTOOr] 2.:E oMe; TIe; nopOTTOVW nEpITTTWOEIe; OUIJ~OUMUTEiTE TO 

VIOTPO oae; 0XETIKO [JE Tr] xop~yr]Or] KOI Tr] ooooAoyio 

Eciv EioTE OVW TWV 70 ETWV ~ EOV AOfJ130VETE ciMo <pOP[JOKO, onwe; KOPTIKOOTEpOEIO~ ri KOTTOIO <pciPfJOKO 

ylo Tr]V KOlOSAlljJr] TO onoio KOAOUVTOI EKAEKTIKOi OVOOTOAEie; ETTovOnpOOA'lljJr]e; OEPOTOvivr]e; (SSRls) ~ 


OKETUAoooAIKUAIKO o~u (oompivr]) Via T'lV nOpEfJnOolor] Tr]e; SpOfJ13wor]C; TOU oifJOlOe;, 0 VIOlpOe; ooe; 

[JnopEi vo ooe; OUVTOVOVpO<p~OEI fJo!;i fJE Tr]V TIlpO~IKOfJr] EVO <poPfJOKO Via Tr]V TTPOOTOOio TOU OTOI-l0XOU 

KOI TOU EVTtpOU. 

f::.E SO npETTEI vo AOfJ130VETE aUTO TO <POPfJOKO EOV Ei08E civw TWV 80 ETWV. 


Eov tXETE ri EiXOTE OTToloo~noTE IOTPIKO TTpo13Ar][Jo ~ KOTTOIO OMEPVio ~ EOV OEV EioSE oivoupol VIO TO 

EOV fJTTOPEiTE va XPr]OI[JonolrioETE mpO~IKOfJr], EVr]fJEPWOTE TO VIOTPO OOC; TTplV M~ETE aUTO TO <pciP[JOKO 

BE130IW8EiTE OTI EXETE EVr]fJEPWOEI TO VIOTp6 OOC; Via onOloo~noTE oMo <POPfJOKO AO[J130VETE, 

OUfJTTEPIAOfJf30VOfJEVWV KOI EKEivwv TTOU AO[Jf3civETE xwpie; IOTPIK~ OUVTOV~ 


2.4.2 	 H},IKIW/-!i:VOI: 2.:TOue; r]AIKIWfJtvoue; 008EVEiC;, EnEIO~ nopouOIo!;ouv OU~r]fJEVO Kivouvo EfJ<PcivIOr]e; 
OVEmSUfJr]TwV EVEPVEIWV, EivOi OUVOlOV vo XPr]OIfJOTTOIr]80uv 0PXIKO fJIKPOTEPEC; OOOEIe; TOU <pOp[JOKOU 
nou oU~OVOVTOI ~o8fJloio EOV OEV unop~EI 13EATiwor] 

2.4.3-4 	 Ku!]o!] - ta},ouxia: No fJr] xopr]YEiTOI OE KUr]Or] KOI voAouXio. 

2.4.5 	 nOJoJ(i: H Xp~or] TOU cpoPfJciKOU OEV EVOEiKVUTOI OE nOiolo r]AIKioe; KOTW TWV 14 ETWV. 

2.4.6 	 Erriopao!] OT!]V IKaVOT!]TO oOt]y!]O!]( KaJ XE1PI0tJ0U IlflxaV!]tJ0TwV: H miopoor] Tr]C; mpO~IKcifJr]e; 
OTr]V IKOVOTr]TO oo~vr]or]e; KOI XEIPIOfJOU fJ'lxovr]fJOTWV OEV tXEI [JEAETr]SEi 

2.4.7. 	 IOJOinpE( rrpoElooTTOIt]OE/( yJO TO rrEplExotJEva iKooxa: 
EVEO/!JO Qllj},utJa: ATTavopEu£TaJ r] xopi)Vr]or] Tf]e; EVOOfJUiKi)e; fJOpcpf]e; ora vwvva ETTiof]e; OEV TTPETTEI va 
XOP'7VEiral KaH) ra QUO TTpwra ETr] TI]c; (wi)e;, OIOT! TTEPIEXEl we; OUVTf]prlT!KO j3Ev(uA/Ki) aAKOoAf]. 
fJloKia Via o/OoTTopa. Av QEV EXUE KaAi) avoxf] OE OplojJEva oaKxapa, OUfJj3ou},wTEiTE TO VIOTPO aae; TTplV 
TTapUE aUTO TO cpapfJaKO. 

2.5 	 AAA'lAETTlOpaOm; IJE aAAa q>apIJOKO: 
nOpOKOAEioTE vo EVr][JEPWOETE TO VIOTPO ooe; EC'lv noipvETE ~ tXETE nopEI npoo<pOTo (Tr]V TEAEUTOio 
Ef300[Jooo) oMo <pOP[JOKO, OKOfJr] KOI OUTO TTOU XOPr]VOUVTOI xwpiC; IOlPIK~ OUVTOV~ To <pOPI-lOKO 
KOTTOIEe; <pOpEe; oM'lMmopouv [JETO~U TOUe;. 0 VIOlpOe; ooe; IJnop£i vo nEplopioEI Tr] Xp~or] Tr]e; 
mpO~IKOfJr]e; ~ oMwv cpoPfJOKWV ~ fJTTOPEi vo XPEIOOSEi va M13ETE tva ola<popETIKO cpciPIJOKO. EivOi 
IOloiTEpa or]lJavTIKO va ava<pEpETE 
- Eciv AafJ~OVETE aKETuAooOAIKUAIKO o~u (aompivr]) ~ ciMo 1Jr] OTEpOEIO~ aVTI<pMVfJovwOr] <pciPfJOKa VIO 
Tllv avoKou<pIOr] TOU TTOVOU 
- EOV Aa[J~ovETE XOAWTUpolJivr], nou XPr]OIfJOnOIEiTOI VIO Tr]V OVOKOU<pIOr] TOU KVr]O[JOU Tr]e; xoMoTOOIlC;, 
SO ~TOV <pPOVIIJO VO TTOPETE Tr]V mpo~IKOIJr] 2 WPEC; TTplV r'j 6 WpEe; IJETO Tr] XOAWTUpOtJivO 
- Eciv AalJ~OVETE KOPTIKOOTEPOEIO~, TO onoio EivOi cpciPIJOKO nou XOpr]YOUVTOI Via Hl 8Epom:io TTA~SouC; 
KOlaoTcioEwV, OTTWC; 01 OMEPViEC; KOI 01 0PfJOVIKEC; olOTopaXEC; 
- EOV AafJi3civETE OVTITTr]KTIKO, onwc; r] i3opcpopivr] VIO Hlv nopEfJnOOlor] EfJCPOVIOr]C; Spo[Ji3wv TOU OiIJOTOe; 
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YlT(pooooAoyia - AVTI~(TWTTlO'1: 
6.Ev uTTaPXEI EIOIKO oVTioOTO. ETTi Arll.jJEWe; ump~oAIK~e; 060'le; Eq>OPIJO~ETOI SEpomio UTTOOT~pl~'le; 
KOI OUI-lTTTWI-lOlIK~ SEpOTTEio. H XOP~Y'lO'l EVEPYOU avSpoKo I-lEIWVEI T'lV OTTOPPOq>'lor] TOU q>0pl-laKou. 
H oll-loKa8opo'l TTlSOVWe; OEV EivOI XP~OII-l'l OT'lV OU~'lO'l T'le; oTTo~oA~e; T'le; TTlpO~IKal-l'le;. 
T'lA. KtvTPOU L1'lA'lT'lPlaoEwv: 210 77 93 777, A8HNA. 

AV(lT/SUWIHC; (vtpY(I(C;: 
HTTlpO~IKal-l'l yiVETOI KOla KOVOVO KoAwe; OVEKT~. iOOTPEVTEpIKte; OIOlOpoxte; EivOI 01 nMov 
OUV'lSIOl-ltVEe; OTTO Tie; OVETTlSUI-l'lTEe; EvtpYElEe;. 
AVTIKEII-lEVIKte; EKTlI-l~OEIe; T'le; EI-lq>aVIO'le; TOU YOOlPIKOU ~AEVVOyOVOU KOI Trje; oTTwAEIOe; OiI-lOlOe; OTTO 

TO YOOTPEVTEPIKO OUOl'lI-lO OTTtOEI~OV OTI 'l XOP~Y'lO'l 20 mg TTlpO~IKal-l'le; 'lI-lEP'loiwe;, Eq>' aTTo~ ~ OE 

ClIr]pr]l-ltvEe; 06oEIe;, TTPOKOAEi KOla TToAu I-lIKPOTEP'l EPE8IOlIK~ opao'l OlO YOOTPEVTEPIKO ~AEvvoyovo 


OTTO EKEiv'l TOU OKETUAoooAIKUAIKOU o~toe;. 


01 oKoAou8Ee; OVETTISUI-l'lTEe; EvtpYElEe; tXOUV ovoq>Ep8Ei I-lE T'lV TTlpO~IKal-l'l: 


AVOII-lio, OTTAOOTlK~ OVOll-lio, 'lWOIVOq>IAio, OIl-loAUTIK~ OVOll-lio, AEUKOTTEVio, 8pOI-l~OTTEVio, ovoq>uAo~io, 


opovooio, ovopE~io, UTTEpyAuKOIl-lio, uTToyAuKOIl-lio, 

KOTaSAI4J'l, 1-lr]-q>UOIoAOYIKa OVEIPO, 4JEUOOlOS~OEIe;, oOTTvio, VO'lTIK~ OUYXU0'l, I-lETO~oMe; OlaS£O'le;, 

VEUPIKOT'lTO, aO'lTTT'lI-l'lVlyyiTlOO, ~aA'l, KEq>oAoAyio, TTOPOIOSr]oio, UTTV'lAio, iAlyyoe;, 801-lTT~ OPOO'l, 

EpE8IOI-l0e; TOU 0q>80AI-lOU, oiO'lI-lO oq>SoAl-lwv, OI-l~AUWTTio. H OUV'l810I-ltv'l Oq>SOAI-lOOKOTT'lO'l KOI 'l 

E~tTOO'l I-lE OXIOI-lOEIO~ Auxvio OEV omKaAulVOV I-lETo~oMe; TWV oq>SoAl-lwv. ·EKTTTW0'l T'le; OKOUOTIK~e; 


O~UT'lTOe;, EI-l~ote;, oioS'lI-lO TToAl-lwv. YTTtpTOO'l KOI KOpOIOK~ OVETTapKEIO tXOUV ovocpEp8Ei OE OXtO'lI-lE 

8EPOTTEio I-lE MLACD. L1EOOl-ltvo OTTO KAIVIKte; OOKII-lte; KOI ETTlO'lI-lIOAoYIKte; IJEMTEe;, UTTOOEIKVUOUV OTI 'l 

XP~O'l KaTTOIWV MLACD (IOIOiTEPO OE U4J'lMe; 06oEIe; KOI OE IJOKPOxPOVIEe; 8EpomiEe;) ~JTTopEi va 

ouoXETi~ETOI I-lE OU~'llJtvo Kivouvo YIO EI-lq>aVI0'l SpOIJ~WTlKWV OPT'lPIOKWV OUI-l~aVTWV (TT·X tl-lq>POYI-l0 

lOU I-lUOKopoiou ~ EYKEq>oAIKO ETTEIOOOIO). AYYEliTloo, ~POYXOOTTOOI-lOe;, OUOTTVOIO, ETTiOTO~'l, KOIAIOK~ 


ouocpopio, ETTlYOOTpoAyio, KOIAIOKO aAyoe;, OpSOTTpWKTlKte; OVTlopaOEIe; OTO uTT08ETO TTOU EKO'lAwVOVTOI 

we; TOTTIKO aAyoe;, KOUOOe;, KV'lOI-lOe; KOI TEIV£OIJOe; KOI OE oTTavlEe; TTEPITTTWOEIe; OIlJoppoyio OTTO TO op80, 

OUOKOIAIOT'lTO, OlapPOIO, ETTlyOOTPIK~ OUOXtPEIO, I-lETEWpl0I-l0e;, YOOTpiTlOO, OII-loppoyio TOU 

YOOTPEVTEPIKOU owA~vo (TTEpIAOI-l~OVOl-ltV'le; T'le; OIIJOltl-l£Or]e; KOI T'le; IJtAOIVOe;), OUOTTE4Jio, VOUTio, 

~r]poOlOl-lio, TTOYKPEOliTIOO, OlaTpr]O'l, OTOI-lOliTlOO, E~tAKWO'l, tI-lETOe;. LTTaVIO tXEI ovoq>Ep8Ei 

OIIJOTOupio. 80VOl'lq>opo 'lTTOliTlOO, iKTEpOe;. nopoAo TTOU TtTOIEe; OVTlopaOEIe; EivOI OTTaVIEe;, Eav 

ETTllJtvOUV ~ ETTIOEIVWSOUV 01 1J'l q>uoloAoYIKte; OOKIIJOoiEe; rjTTOlIK~e; Amoupyioe;, Eav TO O'lIJEio KOI 

OUIJTTTWIJOTO ouvaoouv I-lE T'lV El-lcpaVI0'l 'lTTOlIK~e; vooou ~ Eav TTOPOUOIo080uv OUOT'lI-lOlIKte; 

EKO'lAWOEIe; (TTX 'lWOIVOq>IAiO, E~av8'll-lo, KATT), 'l TTlpO~IKal-l'l TTptml va OIOKOTTEi. AAwmKio, 

OYYEIOoiO'lIJO, 0YYEIOVEUPWTIKO oior]IJO, OTToq>oAIOWTIK~ OEPIJOliTIOO, UTTEPIOpwoio, TToAUl-lopq>o 

EPUS'lI-lO, 1-l'l-SpOIJ~OmVIK~ TTOpq>UpO (TOU TUTTOU Henoch-Schoenlein), OVUXoAuo'l, cpwlOoAAEpYIKte; 

OVTlOpaOEIe;, KV'lOI-lOe;, OEPI-lOlIKO E~aVS'lI-lO, OUVOPOI-lO Stevens-Johnson, TO~IK~ ETTIOEPI-lIK~ VEKPOAuo'l 

(voooe; TOU Lyell), Kviow0'l, q>UOOAIOWOEIe; oVTlopaoEIe;, oior]l-lo (Kupiwe; TWV oq>upwv), TOTTIKte; 

OVETTISUI-l'lTEe; oVTlopaoEIe; (oioS'll-lo KOUOOU) ~ ~M~'lloTOU (OX'lIJOTI0I-l0e; OTEipou OnOOT~I-lOlOe;, 


VtKPWOr] AlTTwooue; 10TOU) OT'l Sto'l T'le; tV£O'le;, oi08'll-lo KOKOUxioe;, TTOPOOIKO aAyoe; I-lETa T'lV tV£Orj, 

SETIKa OVTITTUP'lVIKa OVTlOWI-lOlO, OVOOTpt4JII-lEe; OU~~OEIe; Tr]e; oupioe; TOU OiIJOlOe; KOI T'le; KPEOlIVivr]e;, 

I-lEIWOEIe; OT'lV Oll-looq>olpiv'l KOI OTOV OII-lOlOKpiT'l TTOU OEV oXETi~oVTOI I-lE EI-lq>OV~ OII-loppoyio TOU 

YOOTPEVTEPIKOU owA~vo, oU~'ll-ltvo ETTiTTEOO TPOV00I-lIVOOWV OTOV opo, IJEiwo'l OWIJOTIKOU ~apoue;, 


oU~r]O'l OWI-lOlIKOU ~opoue; 


TI rrptlT(1 va yvwpi~(1 0 aOS(VIlC; O( rr(pilTTWO'1 rrou rrapaAri4'(1 va rrop(1 KorrOia 000'1: 

napETE Trj 060rj Ol-ltowe; 1-l0AIe; TO SUIJ'lSEiTE. Eav TTA'lOla~EI r] wpo YIO T'lV ETT0I-lEVrj 000'l Ooe;, 1J'l M~ETE 


Tr] 000'l TTOU TTopoAEi4JOlE oAM OUVEXioTE KOVOVIKO I-lE T'lV ETT0I-lEV'l. M'1 oITTAaOlO~n( Hl 000'1. 


H].I(po~'1via AIl~'1C; TOU rrpo·iovTOC;: 

Avoypaq>ETOI OT'lV E~WTEPIK~ KOI £oWTEPIK~ OUOKEUooio. 

LE TTEpiTTTWO'l TTOU 'l 'lI-lEpol-l'lvio OUT~ tXEI TToptA8EI I-lrjV TO XP'lOiI-lOTTOI~OETE. 


IOlaiHp(c; rrpoq>uAo~(IC; Yla T'1 q>uAa~'1 TOU rrpo'iovTOC;: 

HI.u:POIl'1via HA(UTOiac; avaS(wP'lo'lC; TOU q>uMou 00'lYIWV: 
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3. nI\HPO<l>OPIEr riA THN OP00/\OrlKH XPHrH TON <l>APMAKON 
- To CPOpiJOKO aUTO OOC; TO typOljJE 0 VIOlpOe; Ooe; iJOVO VIO TO OUVKEKPliJtVO 100piKO 00<; npo(3Arwo 
6EV 80 nptnEI vo TO OiVETE OE oMo OTOiJO ~ va TO XPIlOliJOnOIEiTE VIO KonOIO oMIl no81l01l, xwpie; 
npollyouiJtvwC; va tXETE OUiJ(30UAEUTEi TO VIOTPO OOe;. 
- Eov KOTO Til OIOPKEIO Tile; 8EponEioe; EiJCPOVIOTEi KonOIO npo(3AlliJO iJE TO CPOpiJOKO, EVlliJEPWOTE 
OIJtowe; TO YIOlPO Ooe; ~ TO CPOPiJOKOnOIO OOe; 
- Eov tXETE onOloo~nOTE EPWTIlIJOTIKO Vupw ana TIe; nAIlPOcpopiEe; TTOU ocpopOUV TO CPOpiJOKO TTOU 
AOiJ(30VETE ~ XPEIO~£OTE KOAUTEPIl EVlliJtpwoll VIO TO 100PIKO OOe; npo(3AIlI.lO iJll OIOTOO£TE va ~IlT~OETE 
TIe; TTAIlPOcpopiEe; OUTte; OTTO TO VIOTPO OOe; ~ TO CPOPiJOKOTTOIO OOe; 
- riO va EivOi onOTEA£OiJOlIKO KOI oocpoMe; TO CPOPIJOKO TTOU ooc; XOPIlV~8IlKE 80 nptnEI vo 
A0I.l(3ovETOI oUiJcpwvo I.lE TIe; oOllyiEe; TTOU OOe; i568IlKOV 
- riO TIlV OOCPOAEIO OOe; KOI TIlV uVEio Ooe; EivOi OTTopoiTIlTO VO OI0(300ETE I.lE TTPOOOX~ Ko8E 
TT AIlPOcpopio nou ocpopo TO CPOPIJOKO TTOU ooe; XOPIlV~8rjKE 
- No IJIl OIOTIlPEin:. TO CPOPIJOKO OE EpiJOPIO TOU AOUTPOU, VIOTi 11 ~toTIl KOI Il uVpooio iJTIopEi VO 
oMolwoouv TO cpOPI.lOKO KOI VO TO KOTOOT~OOUV ETTI(3Ao(3te; VIO TIlV uYEio Ooe; 
- No I.lllv KPOTOTE cpoPiJOKO nou OEV TO XPEIO~EOTE nMov ~ TTOU ~Orj txouv A~~EI. 
- rio I.lEVoAUTEPIl OOCPOAEIO CPUM~TE oAo TO CPOP\JOKO OE oocpoMC; iJtpOe; I.lOKPIO OTTO TO TTOIOIO. 

4. TPOnOr f.IA0ErHr 
To cpOPI.lOKO OUTO XOPIlYEiTOI I.lE IOTpIK~ OUVTOV~ 

3. 	 01 OII<OIOUXOI KOI OVTITTPOOWTTOI unoXPEOuvTOI Via TrjV Ecpapl.loy~ Tile; avwTtpw EVKUKAiou 

4. 	 KOTomv IWV avwIEpw TTalm va 10XlIE/ 11 UTT' api81J. 43163 I 30-6-2008 £VKUKAIOC; IOU EO<t>. 

KOIVOTTOil)or]: 
EL 	PFIZER HELLAS AE H ANAnl\. npO'irTAMENH f.f.YEn 


AEO<P. MELOrEION 243 

15451 N lIlYXIKO 


MIPANTA X. rIOYTH, MD, PhD 

AnooEKTE<; Via £VEPY£1a : 
rEEGA/6yr 

I\. M£OOVEiwv 136 

155 61 A8~va 


2 	 Yn. Epyooiae; AnaoxoArj0lle; & KOIVWVIK~e; npooraoioe; 
rEVIK~ r POIJiJOTEio KOIVWVIKWV AOCPOAiOEWV 
6/vOil AocpoAIOIle; A08tvEIOe; & MrjTpOTrjTOe; 
LT06iou 29,101 10 A8~va 
(iJE TrjV TTOPOKAIlOIl EVrjiJEpWOIle; TWV AocpoAIOTIKWV 
TO\J£iwv nou noptxouv YVEIOVOiJIK~ nEpi80AllJll) 

3 	 navEAA~vIO 100PIKO LuMoyo 
nAOUTOPXOU 3,106 75 A8~vo 


(iJE TrjV TTOPOKArl0rj EVrjl.ltpwoll TWV 

TOTIlKWV 100PIKWV LuMovwv Tile; Xwpoe;) 


4. 	 navEM~vlO cD0PI.l0KEUTIKO LuMoyo 
nElpOIWe; 134 & Ay08rjiJtpou 
118 54 A8~vo·_ 
(iJE TIlV TTapOKAIl0rj EVlll.ltpwolle; TWV 
TOTIlKWV <P0PI.l0KEUTIKWV LuAMvwv Tile; xwpae;) 

5. 	 navEM~vlO "Evwoll <P0PiJOKOTTOIWV 
NOOrjAEUTIKWV liSpulJclTWV 
MlxoAoKOTTOU,\OU 99, 115 27 AG~vo 
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6. 	 IKA-<t>oPIJ/K~ YmlPwio 
Ay.Kwv/vou 8,102 41 A8~vo 

7. 	 orA KMoo~ <t>OPIJOK£UTIK~~ n£pi8oA4JIlS 
nOTlloiwv 30, 106 77 A8~vo 

8. 	 OiKOS Not:ITou n£lpOI(..iJS 
K.naAOIoAOyou 15 
185 35 n£lpOiOS 

9. 	 OiKOS Not:ITou A8~vo~ 
r AOtJOTWVO~ 2 & nOTlloiwv 
106 77 Ae~vo 

10. KtvTPO tlIlA~TIlPIOO£wv 
NOOOKOIJEio noiowv "n.& A. KUPIOKOU" 
11527 rouoi 

~1.L<PEE 
/\Ew<p. K~<ploioS 280 & Ayplviou 3 
152 32 XaMvopl, Ae~vo 

12. n av£AA~vlo "EvWOIl <t>op]Jo K0(310]J IlXavioS 
AO]J4Jo 7, 115 24 AlJmMKIlTTOI, A8~va 

13. LuMoyo AVT/TTWV <t>OP]JOKEUTIKWV Elowv & EIOIKOT~TWV 
OMs TOTO'lOU 
180 XA]J. E8vIK~S ooou A8Ilvwv-Ao]Jio~ 
146 10 N. EPYGPAIA 

14.tlEATio Ayopavo]Jios 
nav£TTlOTIl]Jiou 42, 106 79 A8~vo 

15.TEB E - <t>OP]JOKEUTIKES YTTIlPwi£~ 
Ay. KWVOTOVTivou 5 
10351 AGHNA 

16. M~ ]JEAIl LuAAoywv 
(orrws 0 rrivoKos) 

ErnTEPIKH ~IANOMH: 
1. 	 tl/voll <t>ap/Kwv MEAETWV & "EpEUVO~ 
2. 	 tl/voll tl/KWV YTTIlPWIWV EAtyxou np0'lovTwv 

Tf.I~]Ja 'EKoOOIlS & Kwo. ATTO<paO£wv 
3. 	 rpO]JIJOTEio ETTIOTilIJOV1KOU LU]J(30UAiou EYKpio£wv 
4. 	 rpa]J]JOTEio MUTEpo(3a8]Jlou ETTIOTIl]JOVIKOtJ LUIJ(3ouAiou 
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