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E/\/\HNIKH I\HMOKPI\TIA 

YlIOYPiEIO YiEIA2: & KOINDNIKHL: 


A/\/\H/\EiIYHL: 

E8NIKOr oprANILMOL <DAPMAKON 
Mwoy£iwv 284, 15562 XOAOPY0C; 

wwweofgr 

I\IvOrj 610lKrjTIKWV YnrjpEOIWV EMyxou npOIOVTWV A0HNA,29-3-2011 

! L\rjpotpopiEe; M L.i"\PMOYL:AKH AP. npOT.: 22536 

TrjMcpwvo 210-6507200 


ErKYKl\lOr - AnO<DALH 

0EMA 	Ko80plofJoe; nEpiArjljJllC; XOPOKTIlPIOTIKWV TOU npOIOVTOe; KOI ct>UAAOU OOrjYIGJV Via TO XPrl0Trj c.p0PfJOK[UTlKC; 
llPOIOVTluV nou mplEXOUV OPOOTIKO OUOTOTIKO MEFENAMIC ACID, 
ETIlKOAujJjJEVO jJ£ MnTo UjJEVIO OIOKIO 500mg1TAB, 
n6olf.lo [VOIWP1Wa 50mg/5ml, 
Yno8no 500mg/sup. 

'ExOVTEe; unoljJll: 

oi TIe; OIOT(i~ue; HI(, KOIV1ic; YnouPYIKrle; Ano<poollc; I\YI3 (0) 83657/2005 "fh pi EVOPfJOVIOrje; Tile; EMrjv'Krle; 

NOfJ08£Oioe; fJE Tllv oVTioTOIXrj KOIVOTIKrl OlOV TOfJEO Tile; KUKAo<popioe; . . ... TWV <P0PfJOKEUTIKWV 

npOIOVTWV, nou npoopi~OVTOI Via ov8pwmVIl XPrl0rj", 

(3) TIlV un opi8fJ 43391/23-6-2010 Anotpooll npouspou EOct> (ct>EK 105211uJxoe; !\uJTEpo/12-7-2010) 

«nEpi ~JETof3lf3ooEwe; OIKC1IGJfJOTOe; unoVPoCPrle; ono TOV npOEOpO EOct> npoe; TOUe; npOIOTOfJEVOUe; 

OIEuGuvoEwv EOct») 

V) Tf') iVWfJOTEUOrj TOU ETIlOTrjfJOVIKOU L.UIJ[3ouAiou EVKpioE('uV, TfJrlfJo A op ct>-323/1-10-2010 


AnO<DALIZOYME 

H n, PIArlljJrj XOPOKTllplOTIKWV lOU npOIOVTOe; CPOPfJOKEU1IKWV npolovTWV TIOU lTEPIf.XOUV OPOOTIKO 
OLJOTOTIKO MEFENAMIC ACID, EmKoAujJf.lEVO jJE Auno UIJEVIO OIOKIO 500mg1TAB, nOOllJo £VOH.iJprW 
50mg/5ml, Yno8uo 500mg/sup OpiSETOI we; E~rle; 

nEPII\H4'H TON XAPAKTHPILTIKON TOY npO'IONTm: 
(Mefenamic acid) 

1. 	 ONOMArlA TOY <l>APMAKEYTIKOY npO·IONTOL 

2, 	 nOIOTIKH KAI nOLOTIKH LYN0ErH 
Ko8E ETIlKOAUfJfJ£VO fJE AEmo UfJEVIO oloKio nEpl£XEI 500 mg fJE<pOlVOfJIKOU U~EOC; 
Ko8E KOUTOAoKI lOU YAUKOU (5 ml) nOOlfJou EVOIWPrlIJOTOe; nEplEXEI 50 mg fJECPOlVOfJlKOU 0(,£0e; 
Ko8E uno8no lTEPIEXEI 500 mg IJECPOIVOfJlKOU O~EOe; 

MefenamiC acid (C ISH1SN02 -N) . (2,3, -xylyl) anthranilic aCid 

110 lOV nA1lPrj KOTOAoyo TWV EKOOXWV [3MlTE nap 6 1 

3. 	 <DAPMAKOTEXNIKH MOP<l>H 
ETIlKOAUfJfJ{VO fJE AEnTo UfJEVIO OloKio 

IloollJo EVClIWprjfJCl 

Yno8uo 


4, 	 K/\lNIKEr n/\HPO<DOPIEL 

4,1 8£pan£UTlKEC:; £VO[I~[lC:; 
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• 	 XpOVIEe; <jJMVIJClVWOEIS Op8pOTTOGEIEe; (pEUlJorOEI6~e; op8piTIOO OVKUAuJTIK~ OTTOVOIJ AopOpiTlnO 
ljJWPIOOIK~ OpOpiTIOO K A.1I ) 

EK<jJuAIOTIKte; OpOpOTT(JO[I[e; TTEpl<jJEpIKWV Op8PWOEWV KOI oTTovouAIKfle; oT~Aqe; 


• 	 Enwouvo E~LuOpOp'KO IJLJOOKEAETIKO OlJVOPOIJO (nEplopOpiTIOO, TfVOVTiTIOO, TpOUIJOriKte; 
KOKWOEIe; KA n ) 
npwlOn08~e; (')lJOIJr)VOPPOIO 
L'>UVorUI vo XPr)01lJOnolq8fi Of 1101010 r)AIKioe; OVW TWV 6 IJr)vwv OOV OVTlnUPETIKO VIO OIOOTr)IJU 
twe; KOI 7 r)IJEPWV 

• 	 AVTliJETWlIIoll KpioEuJV IlIJIKpOvioe;, OOOVTIKOe; novae;, novae; ono TpOUiJOTO, IJETEYXEI pr)TIKOe; 
novae; 

• 	 Mqvoppoyio O<jJUAOfjEVIl CJ[ OP!JOVIK~ ouoAEITouPYlo ~ nopouolo EVOOIJIlTpIK~e; OUOKEU~e; (lUI)) 
(lTOV OEV unoPXEI OPVOVIK~ r3A6r31l 

4.2 l'1,oooAoyio KOI TpGlTOe; xopriyqoq<; 

01 oVETIl8ujJrp£e; £vtpvme; IJl1op£i va £AoXlolOnolqBouv [(jJooov XPIlOlIJOnOIOuvTOI YIO Tllv 
nMov IJIKP~ OIOPK£IO 8£ponEioe; TTOU OnOlTEiTOI YIO TOV tA£yxo TWV OUiJTITWIJOTWV (f3MnE nap 
4.4 ) 

• 	 Ev~AIKEe; KOI nOiOlo ovw TWV 14 uwv 
Iuv~8qe; OOOfl ono TO OTOIJO ~ TO op80 500 mg 3 <jJopte; Tflv rwtpo, KOla npOTi!Jfloq !Juo TO 
VUJPoro 
L'>uOIJr)VOPPOIO 500 mg 3 cpopte; TqV rwtpo H OPXIK~ oooq VU XOPflV[iTClI IJE TO ~EKiv rwo TOU 
novou Tile; EI-lIJIlVOpuoqe; KOI vu OUVEXIOIEi 000 OIOPKOUV TO OUiJTTTWiJClTU. 
MflvOPpoVio 500 mg 3 <jJopte; TIlV fllJEPO H OPXIK~ ooor) VO XOPIlVEiTOI IJE TO C,EKivr)IJo lfle; 
oliJoppoyioe; KOI TWV OUOXETI~OIJEVWV oU!JnTWiJCnWV KOI va OUVEXIOTEi 000 OIOPKOUV TO 

oUIJ mWiJOTO 


• 	 1101010 OVW TWV 6 iJflVWV OOV OVTlnUPETIKO KOI Ylo OIOOTfliJO twe; KOI 7 fliJtpEe; . 5 mg/kg B I 
KOO£ 6 WpEe; 

4.3 AVHvad~fI(; 

• 	 IE OOOEVEie; IJE EVEPVO nEnTIKO EAKOe; ri 10TOPIKO nEnTIKOU tAKOUe;. ~ oAMe; OPYOVIKte; nOOflOEIe; 
TaU VUOTPEVTEPIKOU, onwc; fl EAKWOr)e; KoAiTIe; KOI r) VOOoe; TOU Crohn ri !JE IOTOPIKO 
unoTpomO~OuoUJV OIIJOppUVIWV 
IE OOBEVEie; nou txouv EKOqAwOEI 008iJOTIKri npoo[3oAri, oAAEpVIKri plviTIOO ~ KvioWOIl IJETO 
ono Xp~or) OKETUAoooAIKuArKou oc,toe; ~ oAllwv iJfl OTEPOEIOWV OVTICPAEYIJOVWOwv <jJ0PIJOKWV 

• 	 IE 008EVEie; oAAEpvIKOUe; OTO CPOPIJOKO 
ITflv KUIlOfl KOI voAouXio (Il oocpoAEIO TOU Via TETOIO xPriOr) OEV tXEI OKOIJIl 0IOTIlOTw8Ei) 

• 	 IE nOiOIO KOTW TWV 14 UWV OEV unoPXEI OKOIJfl IJEyoAfl EiJTTElpio, (EKTOe; Tile; tVOEIc,Ile; TOU oov 
OVTITIUPETIKO Via nGiOIO ono 6 IJllvWV KOI 6vw KOI Via OloOTfllJO EWe; KOI 7 flIJtpEe;). 

• 	 IE 008EVEie; nou AOIJ[3ovouv TOUTOXPOVO oAllo ~Jfl OTEPOEIi5~ OVTI<jJAEViJOVWOfl <jJliPIJOKO fl 
OKETUAoooAIKUAIKO oc,u 

• 	 IE OOBEVEie; IJE OliJOlOAoVIKri VOOO ~ flnOTIKri ~ VE<jJpIKIl OVEnopKEIO 
IE OOOEVEie; IJE ElliAIlTTTIKri vooo. 

e 	 8EPOTIEiO TOU mpl-EVXElprl11KOU oAyoue; 010 nAoiolo EntIJ~OOIle; OOPTOOT£<jJOVloioC; 
nopOKOlJljJlle; !JE iJOOXEUIJO 

• 	 IE 008EVEie; f.1E 0oplo Kop610K~ oVEmipKEIO 

01 ovnn9u\J!]H<; Evtpym:<; J.lTTOPOUV va EAOXIOTOTTOI!]90uv XP!]OI\JOTTOIWVTO<; T!]V KOTWTOT'1 

OTTOHAEOJ.lOTlKr] aGo!] VIO T!]V nMov lJlKprj ()I('tpKErO 8EponEio<; nou OTToITdHlI via TOV 

i.Af.YXo TWV aUl-lnTWI-lCITWV (pAinE nap. 4.2 KOI Klvauvou<; ono TO VOOTpEvnplKO KOI 

KopaIOYVEloKO). 
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H TOUTOXPOVfl XP~OI-1 IJElf'IIIVUjJIKOI:; (lVOC. KUI MLActJ. lILpIM1fJ[',IIVClIJcVU)V TuJV OVOOT()A~l'J\l l(lI) 

'uOX-2 np<:nfl VO OllU(P[UVfIOI 

LE unEp~AIKEC; KOI E(;CJOUEVrlfJEVCl CnOI-JO 

/:[ OOBEVEie; iJE orWOV1IKIl tKTI1UJO'l T'le; KOpOIOK~e; AmouPYloe; 
h (J08EVEie; iJE untpTOO'l nou AOiJ~ov()UV OIOUPflTIKO 
LE 008EVEie; iJE 'lnOTIK~ 6uoAmoupvio 

• LE 008EVEie; fJE LUOT'liJOTIKO Epu8flfJOTWO'l AUKO 

LE fJOKPOXPOVIO XOP~Y'lO'l XPEIO~ETOI KOTO OIOOT~fJOlO OliJOTOAoYIKOe; KOI ~IOX'liJIKOe; ["-EVXOe; TOU 
008EVOUC; 

No XOP'lVEiTOI fJE npoo0xrl OE 008EVEiC; iJE IOTOPIKO oAAEPVlKou fl ~pOVXIKOU OoSiJOlOe; Ko8GJC; 
fni0'lC; KOI OE OOSEVEie; iJE AoifJw(;'l VIOTi iJnopEi vo KoAuljJEI TO OUiJnTWiJOTO TOU nupETO U KOI 1fle; 
q)AEViJOV~e; 

I<OQQrQyYEIOKtC;KOI OVYUOKtC; EYK[(QoAIKtC; EmCipooEIC; 

AnolH:iTol I] owoTlj nopoKoAou81]01] KOI I] nopoxrJ OUlJl3ouAwv Of 008fVfiU~ 10TOPIKO 

UTTEpTOoqC; KOI 16 IJf fAoq>po EWe:; IJETplO oUlHPOpl]TlK6 KOPOIOK6 OVfTI<'rPKUO K08w.:; EXfl 

ovaqnp8fi KOTOKpOTI]OI] uypwv KOI oiol]lJO Of (JXEOI] l1f 8fpOTnio IJf MrA<D. 

~fOOIJEVO ana KAIVIKEC:; OOKIIJEC; KOI fTIlOIUJloAOVIKEC; IJfMTf<; UTTOOflKVUOUV 011 I] xp6<!.n 

IJfPIKWV MrA<D (Ioloinpo Of u\jJI]Mc:; 000£1(; KOI Of~OKpOXpOVlfC; 8fPOTTfifC;) l-JTTopfi vo 

ouoxui~uOI IJf !Jla 111Kprj OU~1l01] lOU KIVOUVOU VIO qJ(POVIOI] 8pO!JI3WTlKWV OpTlJplOKWV 

OUl1130VTWV (Yla TTOPOOflYIJO EIJ<ppaY110 TOU lJuoKapoiou ~ fYKHpaAIKO fnfIOOOIO) TO OTTOIO 

IJrTopEi vo EivOi 80VOTr)IPOpO. 01 OOBEVElc:; IJE YVWOTQ KOQi)l(l~~ VOOO [3piOKOVTClI Q[ 

fJEyoAuTEpO KiVQUVO 1-10 VO EAoXIOTonOlQ8Ei 0 OUVr)TIKOC; KiVQUVOC; Yla KOPOIO,{,{[IOKIC; 

oVEm8uiJr)TEC; EvtpyUEC." OTOUe; OOSEVEie; TTOU AOIJ[3ovoUV__ l:Il...<JlO~VQIJIKO o~u, 80 _nprml vu 

XQrJ0IIJOnOIE~1J );OIJr)AOTEPC] OTTOTEAwlJOlIKO Cioor) YIO Tr)V nAEov fJlKprj OIOPKEIO 8EpOr;[IOe; UI 

~QlQ()i KOI 01 008EV~_Bo nptnEI vo EivOi TTQQETOlfJOOWtVOI Yla Tr)V ElJlPovJQIJ TtTOIWV EVEPYEIWV. 

OKOIJO KOI onouoio npor)youWEVWV KOPOIOYYEIOKWV OUlJnTWIJOTWV 01 008EVEiC;_J~0 .TlQtnEI vQ 

npOEloonolouvTOI OXETIKO IJE TO or)IJEio KOI/C] OUlJnTwwOlo TOC; oo[3opric,_.--I<QflQJQILY[~ 

TOt,IKOTC]TOe; KOI OXETIKO WE TO TI nptnEI vo KOVOUV OE nEpinTWOr) nou qJcpoVlo80uv, 

Ao8fVfi<; IJf 111l PU81JIOIJEVI] UTTEPTOOI], OUl1q>OpI]TIK6 KapOIOK6 aVfTTopKflO, fYKonaTf]IJEVI] 

IOXOlIJIK6 KOPOIOK6 vooo, TTfPHPfPIK6 OpTI]pIOK6 voao, KOl/6 0YYfIOK6 fYKEq>oAIKrj VOO~jlCl 

npETTEI vo uTTo13AI]8ouv Of 8fPOTTEiO W l.lEq>OIVOIJIKO O~U IJOVO IJUO OTTO npOOfKTIK6 

8fWPl]01] TOU 8EIJOTO<;. nOpOIJOIO 8fWPI]Of] 80 npETTfl vo VivuOI TTplV TI]V EvapZrJ 

IJEyoAuHpl]C:; OIOPKEIO<; 8EPOTTEio<; OE oa8EvEic:; IJE TTOPOYOVH<; KIVOUVOU VIO qJ(pavlol] 

!<0POIOVYEIOK6c:; vooou (n·x· unEpToof], UTTfpAITIlOOllJio, OOKXOPWOf]<; 010136TI]<;, KOnVICJfJO). 

YnEpTOOI] 

OnWe; OlIO TO ML:AcD [WI KOI TO iJECjJOIVOlJlKO o~u IJnopEi vo OO'lY~OEI OT'lv tvop~'l vtoc; 
untpTOO'le; ~ OT'lv ETiiOEivwoC] npounopxouooe; untpTooflC,. K08EIJio ono TIe; KOlOOTOOEIe; OUTEe; 
iJ110pEi VO OUiJ~oAEI OTrlV OU~IlO'l TIle; oUXVOTIlTOe; EiJCjJOVIOIle; KOPOIOYYEIOKWV OUiJ~O~JOTWV To 
ML:ActJ, m:pIAolJ~ovoiJtvou TOU IJ[(POIVO~IIKOU 0(;£0e; nptnEI vo XP'l0liJOnOIOUvTOI iJE npoooX~ aE 
008EVEie; IJL untpTOO'l. H OPT'lPIOK~ niEofl nptr;EI vo nopoKoAou8EiTOI OTEVO KOIO TC]V tvoP~Il T'le; 
BEponEioe; ~JE IJECjJOIVOiJlKO OSu KOI K080Afl TIl OIOPKEIO TIle; 8EponEioe; 

KOTOKPOT'lOil Yypwv KOI Oio'lJJO 
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Onwc; KOI IJE oAAo q>oppo KO nou OVOOT£AAOUV HI OUV8E0'1 T'1e; npooToyAov6iV'l<;, 
tXOUV TTOPOT'1PIl8Ei KOTOKPClTqO'l UYPWV KOI Oi0'1I-10 OE I-IEpIKOUC; 008EVEic, TTOU 
A0I-I[3ovouv M[A<D, TTEPIAOjJPOVOjJ£VOU KOI TOU IJEqJ01V0I-IIKOU O~£OC;. ETTOIJ£vw<;, TO 
I-IEqJOIVOjJlKO O~U nptITn VO XP'lOIIJOTTOIEiTOI JJE TTpoooxri OE 008EVEiC; J.lE KOTEOTaApiv'l 
KOpOIOK~ ArlToupyio KOI oAMe, KoraoTooEI<; TTOU TTPOOIOSiTOUV OE, ~ ETTlOElVWVOVral 
OTTO T'lV, KOTaKpOT'1oq uypwv. AoS£v£ie; I-IE TTPOUTTOPXouoo oUjJqJOpqTlKr') Kop6laK~ 
OVETTOPK£IO ~ UTT£pTOOq, TTP£TT£I va TTOPOKOAOUeOUVTOI onvci. 

No xopr]YEiTOI fJE npooox~ Of OOBEVEie; W 10TOPIKO oAMpYIKOU ~ (3POYXIKOU OOSfJOTOe; KOSWC; 
fnior]e; KOI OE OOSEVEie; fJ[ AOlfJl>Ji,r], YIOTI fJnopEi V(J KOALJljJEI TO OUfJnTWfJOTO TOU TTUpUOU KOI 1r]C, 
(.pA.EYfJOV~e; 

10mpEVTEpIKEC; EmopoOf-'S 

H XOP~YIlOIl TOU CPOPfJOKOU 11pEnEI VO OIOKomuOi EOV ffJr.pOVIOTEi OIOPPOIO, ~ YOOTPEVTEPIKO 
£VOXAIWOlO 

To M2.ACP. OUfJ1T£pIAo~q30VOIJ[VOU TOU fJECPOIVOfJlKOU oi,toe;, fJ1fop£i vo npoKoA[oouv ooi3opte; 

yOOTPEVTEpIKte; OVEHlSUJJr]TEC; EVEPyme;, nEplAofJ(3ovofJtvwv TWV cpMYlJov~e;, OIlJOPpoyioC; 

Ei,tAKwOIle; KOI oloTPllor]e; OTOfJOXOU, MnTOu EVTtpOU ~ noxtoe; EVTtpOU, 01 onoiEe; fJTTOPEI vo EIVOI 

KOI SovmqcpOpEe;. OTOV nopouOIooSEi yoaTpEvH:PIK~ OIlJOPpoyio ~ Ei,tAKwoll OE OOSEVEie; nou 

AOfJi3ovouv rJEcpmvOlJlKo oi,u npEnEI va OIOKOTTEi q 8EponEio 01 aoSEVEie; nou OIOTptXOUV 

fJEyOALITEPO Ki'joUVO vo EfJcpavloouv TETOIOU Eiooue; YOOTPEVTEpIKEe; ETTITTAoKte; IJE TO ML:ACP EivOi 01 

IlAIKll.0fJtVOI, 01 OOSEVfle; IJE K(JpOlaYYEIOK~ VOOO, 01 OOBEVEie;lfOU XPIlOllJOnOloluv TOUTOXPOVO 

OKETUAooOAIKUAIKO oi,u ~ 01 OOSEVEie; IJE nporWOUIJEVO IOTOPIKO ~ fJE EVEPY~ yOOTPEVTEPIK~ v6oo, 

onwe; fi,tAKWOr], YOOTPEVTEpIKr] CllfJoppoyio ~ cpMYfJOVWOEIe; KOTOOTOOEIe; EnOfJEVWe;. TO 

1JE<.pOIVOlJIKO oi,u nptnEI Vll XpllOlfJOnOIEiTOI fJE npooox~ OE OUTOUe; TOUe; 008EVEie; ((3A nopoypor.po 

<1 3 AVTEVOEii,EIC;) 


H Ar)4J1] p£ TpO<pr') rj yciAo KOI I] oUYXpovl] xopr)Yl]ol] OVTIO~IVWV r) H2 ovooToM,=~J~_.ri 


I-JlOOTTPOOTOA'1e:; r) ovaoToMwv T!)e:; oVTAioe:; TTPWTOViwv, loiwe:; OTOUe:; I]ArKrcrJJ.I£Vol!.S, 


ooS£v£i<; IJ[IWVEI TOV Kivouvo TWV [K TOU oT0I-H1XOU OV£TTISUI-IQTWV [V[PY[IW~ 


i\£pJ.lOTIK£e; AVTlopoo£Ie; 

Loi3opEe; OEpfJOTIKte; OVTIOPOOflC;, fJEpIKt.e; OTTO TIe; onoiEe; Eixov we; onOTtAWfJO TO 80VOTO, nou 

nEplAofJi36vouv TIlV onor.poAIOWTIK~ OEPfJOliTIOO, TO OUVOPOfJO Stevens·Johnson KOI H1V TOi,IK~ 


EmOEPfJIK~ VEKp6AuOIl, tXOUV OVOCPEpSEi noAu onovlo OE oxtail fJE HI XP~OIl TWV Mi.ACP, 

aUfJnEplAofJi3ovofJtvou TOU fJECPOlVOfJlKOU OsEOe; 01 OOSEVEie; CPOiVETOI vo OIOTptxouV UljJ'lMTEPO 

KivOuvo Ylo OUTO TO OUfJi30fJOTO KOla TO npwTO moolo Tile; SEponEioe;, fJE TIlV tvUPi,1l TOU 

OUfJi30JJOTOe; vo nopou0I6~ETOI OTllv TTAEIOVOHPO TWV TTEpmTwoEwv EVTOe; TOU npwTou fJ~VO Hle; 

SEponEioe; To fJECPOIVOIJIKO oi,u nptnEI vo OIOKOnTOOI fJE Hlv npwTIl EfJCPOVIOIl UEPlJOTIKOU 

Ei:,av8i'lfJOTOC;, (3Aoi3lle; TOU (3Mvvoy6vou ~ Konolo 6""0 oqfJEio unEpEuolOSlloioc; 

EpYOOTrlQloKte; EEpoOEIe; 

Mio ljJEuOGJe; SETIK~ oVTiopooq Ylo xoA~ OTO oupa fJnopEi vo npOKUljJEI fJE Til XP~O'l Tile; 

OOKlfJOOioe; TOU 010(0 OIOKiou, fJOO OTTO xop~yqoll fJECPOIVOfJlKOU ol';toe; Eov unOPXEI unOljJio 

XoAoupioe; 80 npt nEl vo npoYfJOTOnOlouvTOI oAMe; OIOYVWOTIK£e; fJtGOOOI onwe; fl OOKlfJOOIO 

KIlAi6oe; Harrison 


N£<PPIK£C; Enropaaw; 

LE OHOVIEe; TTEPITTTWOEI<; TO M2.ACP, OLJrJTIEPIAofJi3ovofJtvou TOU fJEcpOIVOfJlKOU 01';[0<;, fJHOpEI vo 

npoKOMoouv OIOrJEOIl VUppiTIOO TWV oupocpopuJV, anEIPOrJOTiTIOO, 8flAoEIOIK~ VtKPluOq KOI 

VECPPWOIKO OUVOPOfJO To M2:Acp uvoOTtAAouv Tq ouvB£OIl TWV Vf.CPPIKWV npomoYAOV()lVl0V, 01 

0110i£<; uno~ollSouv H) OIOTI,Dr]oq Tile; OlfJClTWOIle; TWV VECPPWV O[ oa8EVEIC; 01O,)C; onoiouc; q 

VECPPIK~ POll OIfJOTO<; KOI O:JYKO( TOU UifJOTOe; txouv fJEIW6Ei LToue; 008fvfir; (lUTOlj~, fl XOP~VflOfl 

·1 
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FjJ(jJcivIOr]e; OU1WV TIJJV uA,\llAuIIOpOOEUJV l nO~JEVUJe;, r] OUYXOpr]Yr]Or] OU1WV TWV qJ0PIJOI(uJV 
nptnu vo YIVUOI fJl TlpOOOX~ IOloiTEPO OTOUe; r]AIKIWjJ£VOUc, 008EVEie; 01 008EVEiC; nptnu vo 
EIVOI EnopKWe; [VUOOlld[JfVOI KOI npEnEI Vi) o~loAoYEiTOI r] oVliYKr] nopoKoAou81l0q<; HIe; 
VE<jlpIKr]e; Amoupyioe; KOTO Tr]V tvop~r] Tr]e; oUYXOpr]YOUIJEvqe; 8EponEioe; KOI, KOlomv, OE TOKTO 
OIOOT~IJOTO 

• 	 AAAo ovuAyrplKo oUIJllEplAulJf3ovolJtvwv TWV EKAEKTIKWV ovoOToMwv Tile, KUKAoo~u YEVOOIle; 
LUVIOTr'lTOI r] onoqJuy~ ~ OUYXop~Yr]OrJ ouo ~ nEpIOOOT£PWV M2:A<D (OUlJnEpIAolJ~O\/OIJEVr]e; 
Tile; oompivrJe;) K08we; iJTTOPEi vo OU~rJ8Ei 0 Kivouvoe; OVETTl8ujJr]TWV EVEPYElL0V. 

• 	 AVTIKOT08AITTTIKO 01 EKAEKTIKOi ovooTOAEie; EHovonpooAr]4Jr]e; OEPOTOVivr]C; (SSRls) ou~ovouv 
TOV Kivouvo YOOTPEVETfpIKrJe; OIlJoppoyioe; 

Q AlJlvoyAuKooioEe;jJEiwOIl Tr]e; VE<jlPIK~C; AEITouPyio<; OE Eun08~ OTOIJO, jJEIWlJtVrJ OnOI-JOKpuVOrJ 
TWV 0 jJlVOY AUKOOIOllJV KOI 0 u~rHJtvEe; OUYKEVTpWOEIe; 010 n ACIOIJO 

• 	 AVTIOIIJOTTETOAIOKOI nopOYOVTEe; OU~OVETOI 0 Kivbuvoe; yOOTPEVTEpIK~e; E~tAKWOr]e; ~ 
OIlJoppoyioe; 
npO~EVEOiOrJ MEiworJ iJETof3oAIOIJOU KOI OTTOjJOKpUV0rJe; TWV M2:A<D KOI IJETO~OAITWV 

• 	 Zloof3oubivrJ OU~Il~Jtvoe; KivOuvoe; OIIJOlOAoYIK~e; 1O~IKOTrJTOC; OTOV TO MIA<D XOprJYOUVTOI jJE 
~Ioo~ouoivr] YnoPXouv EVOEi~EIC; oU~rJlJtvou KIVOUVOU 0IIJo8pwor]C; KOI OIIJOTWIJOlO<; OE HIV(+) 
OIIJOppoc.pIAIKOUe, nou AOIJf30VClUV GEponEio IJE ~loo(3oubivll KOI l(3ounpo<jloivll nopC1t\}.11Ao. 

• 	 ME TIe; KIVOAOVEC; mSGVOV '10 OU~OVEI 0 Kivouvoc; EIJ<jlovioEWe; onoojJwv 
• 	 AVTOywvii;uOl TrJV oVTlunEpTOOIK~ OpOOr] Tl;JV OVTIUTTEPTOOIKWV qJ0PiJOKWV 
5 MnopEi VCI GU~r]OEI TO EniTTEOCl TWV KOPOIOTOVUJTIKWV YAUKOOIOWV 010 nAoojJo 

MEBorpEt',aTl7 IUVIOTOTOI TTPOOOX~ OTOV rJ IJE8OTPE~OTrJ xoprWEiTOI ouYXpovwC; jJE M2::AcJ:l, 
nEpIAojJf3oVOjJEVOU TOU jJE<jlOlVOIJIKOU O~EOC;, KOSllJe; rJ XOP~YllOr] MU\<D jJnopEi VO EXEI WC; 
OTTOTEAEOIJG Tllv OU~r]Or] TWV ElTlTTEOWV IJESOTpE~OTr]e; OTO nAoOlJo OU~OVOVTOe; TOV Kivouvo Tr]C; 
TO~IK~e; iSpoor]e; TrJe; 

• 	 KuK;\OOTTopivTr I\OYUJ rrJC; EHiopoo~e; TOUe, OTIC; VUPPIKEC; npooTOyAovoivEC;, 01 ovooTOAEie; Tr]e; 
KUKAoo~UYEVOOr]C;, onwc; rJ OIKAoqJEVOKrJ, IJnopEi lJo~i IJ£ TrJV KUKAoonopivll vo Ou~rioouv TOV 
KIVOUVO VE<jlpOTO~IKOlr]TOe; 

• 	 TaKp6;\I/.JOuC; nl80vwC; OU~lllJtvoe; Kivouvoe; VE<jlpOTO~IKOTr]TOC; OTOV XOpr]YOUV10i MIAcJ:l IJO(I jJE 
TOKPOAIIJOUe; 

• 	 ME OlouprplKO ou~6v[I 0 KIVOUVOe; Tile; VE<jlPOTO~IKOHFOe, 
• 	 MEIWVEI TIlV om'KKpIOr] KGI OU~OVEI TOV Kivouvo TO~IKOTr]TOC; TOU AISiou 

No fJIl xopr]YEiTClI ouYXpovwC; KGI Ylo 12 lliJEpEe; iJUO TrJV A~l.jJll jJl<jlmploTovrJC; 
• 	 Kop7lKoonpo[JI317 Au~rlfJtvoc; Kivouvoe; yOOTPEVTEpIK~e; E~EAKWOIle; ~ OIlJoppoyioC; 

ME TO OAKOOAouxo nOTa OU~OVEI 0 KivouvoC; OVE1II8uIJrJTWV EVEPYEIWV ana TO YOOTPEVTEPIKO 
• 	 lJ-IEuowe; 8ETIK~ OVTiopoor] YIO TO OUPOXOAIVOYOVO KOI TO XOAIKO OAOlO OTO oupo EivOi OUVOTOV 

VO nopouOIooSEi JJUG ono XOP~YrJ01l ME<jlEVOIJIKOU o~toc; 
YTToyAuKaJlJIKOi TTap6v()vT[~ Ynopxouv GVO<jlOptc; YIO IJETO~oAte; OTrJV EniopoorJ TWV ono TOU 
OTOIJOlOe; unoyAuKOljJlKWV nopOYOVTWV nopouoio M2:A<D EnOIJEVWC;, TO IJEqJOIVOlJlKO O~U 
nptTTEI vo xopr]YEiTOI W TTPOOOX~ OE OOSEVEie; nou AOiJf3ovouv IVOCluAivll ~ ana TOU OTOjJOlOe; 
unoyAlJKOI~JIKOUC; nopclyovTEe; 

4.6 Ku'lOil Kal yal\ovxia 

Emlo~ OEV unopxouv mopK~ OTOIXEio KOI KoAwC; [IIEYXOjJEVEC; IJEAtTEC; OE EYKUOUe;, TO <jlaPIJOKO 
OEV nptTTEI vo XOPIlYEiTOI KOTO Tllv KUrJOIl b.Ev EivOi YVWOTO ov TO IJE<jlOIVOjJIKO o~u ~ 01 
jJETO~OAiTEC; TOU olonEpvouv TOV nAoKOuvTO E~OITioe; TWV OUVUTElWV lWV <jlOpIJOKWV OUT~e; TrJC; 
KOTrJyopioC; (ovOOTOAEie; Tile; ouv8EOrJC; npooTOyAovoivllC;) OTO KOPOIOYYEIOKO OUOTr]iJO TOU 
EiJ~PUOU (nx. npwlfJrJ OlJYKAu0rJ TOU OPTrJPIOKOU nopou), Il Xp~orJ TOU IJE<jlOlVOfjIKOU o~toe; 
OVTEVO[iKVUTOI KOTO TrJV KUrJOr] To iJE<jlOIVOIJIKO o~u OVOOT£AIlEI TrJ OUV8EOr] npooTOyAovoivrle;, iJE 
m8ov6 OnOTEAEOIJO TrJV nopoTOoll Tr]e; KUrJOrJC; KOI Hlv noptlJf3ooll OTOV TOKETO, OTOV XOPrJYEiTOI 
OE npOXWPrJfJEVO 010010 1 r]e; KU1l0rJe;· 

01 yuvoiKEe; nou AOIJf3ovouv 8EpOn[io iJE jJE<jlOIVOjJIKO O~lJ 80 nptnEI vo OUIJ[30LJAEUTOUV TO YIOTp6 
lOUe; 0'1 OTTo(jlooioouv vo ~IEivouv tYKUEe; (I3MlT£ napaypo<po 4.4.). 
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Xrl]017 KOla TI7 va)..ouyia 

i-AoXIOTEe; nOOOTrlTEe; [JElpOlVO[JIKOU oVoe; rJTIopEi va OVEUPESOUV OTO IWITPWO yoAo KOI va 
iJ£l0[3I[300S0UV OTO VLOYVO EnoiJtvwc; 10 iJElpOIVOiJlKO oi,u OEV llptnEI VO AO[J[30VETOI ono 
yuvoiKEe; OE yoAouXio 

4.7 EHlOpaOEI<; onlv IKavoulTO oO~Y'loqc:; KOI XEIPIO]JOU IJllxavwv 

f::nEIO~ iJnopEI va npoKoMoEI UllvflAio. (oArl, KOnvJOfl. KOI OIOTOpoXtC; OPOOflC; OUVIOT010I va 
CJTIOlpEUYETOI fl OO~YflOfl KOI fl XprlOfl UTIKivouvwv [Jflxovfl[JOTWV lOuAoXIOTOV EWe; OTOU 0 C10r:lfv~e; 
[3E[30IWSli OTI 01 IKOVOTflTEC; TOU OEV tXOUV EllflPEOOTEi. 

11lOTopoxte; TOU YOOTPEVTEPIKOU 01 mo ouxvte; OVElTISU[JrlTEe; EvtpYEIEC; TOU [JECPOIVO[JIKOU O~[Qe; 
E[JlpClVi(oVTOI OTO yompEvTEplKO owAflVO ([3MllE nopoypOlpO 44) H olopnolo Eivol fl DlO OLJXVfl 
OVETTl8u[.HlTfl EvtPYEIO KOI ouv~Swe; EivOI OOOOEi,0PTW[JEVfl IEVIKWe; UllOXWPEi [JE Tflv [JEiwOfl Tile; 
OOOfle; KOI nOUEI [JE TIlV OICJK01T~ Tfle; A~ljJEWe; 

Luxvte; Elliofle; EivOi fl VOUTio [JE ~ xwpiC; tiJETO KOI TO KOIAIOKO oAyoe; 

I" 00 TPEVTE PIKt.;/ ;illOTOC;-xoAIlCPOPWV OVETTlSU[JIlTEe; Evt pyE IEC; au [JllE plAo [J [3ov OUV avo r:H- tio 
oi08rlflo KOUOUU. :J[lE(;.I(jIOiJoC;. EVTEPOKOAiTIC;. KoAiTIC;. £TTlO[ivWOfll'iC; vooou TOU Crohn, 
OTEOTOPPOIO. X()i'OC;TOTI~.OC; iKTEP0C;. flnOTiTIC;, llOYKP£OTiTIC;. ~TTlO flnoTIK~ lOi,IKOTflTO. 
flnOTOvElpplKO OUVOp0[Jo. OIOTOpOX~ Tile; flllOTIK~e; AEIToupyioC;. OUOKOIAIOTflTO. OIi-JOppOVIK~ 
YOOTpiTle;, ml1T 1 KO tAKoe; [JE ~ xwpie; yooTpoppoyio 

11IOTOpOXtC; TOU AliJonOlllTIKOU KOI TOU J\E[JlpIKOU IUOT~i-JOTOe; AUlOOVOOfl OIiJoAUTIK~ OVOI)Jio ([JETO 
ono [JOKpO A~ljJfl, unoxwpEi [JE Tfl OIOKOll~). llTWOfl lOU OI[JOTOKpiTOU. AEUKOlTEVio. flWOIVOlplAio 
SpO[J[3onEVIK~ nopcpupo. OKOKKIOKUTTOPOliJio. nOVKUTTOllEVio. onAOOTIK~ OVOIiJio KOI uTTonAooio 
iJUEAou TWV OOTWV 

11lOTOpoxtc; TOU AVOOOnOlflTlKOU IumrWOTOe; AVOlpuAoi,io 

11lOTOpoxtc; TOU METO[3oAlo)Jou KClI TflC; (=)ptljJfle; L1UOovU)o OTfl yAUKO(fl OE Olo[3IlTIKOUe; 008EV[iC;. 
unOVOTplOliJio. 

LJJUXIOTPIKtC; L1IOTOpoxte; NEupIKOTIlTO. OUYXUOfl, KOTOSAlljJfl. nopOloS~OEIe; 

lIIOTOpOXtc; TOU NEUPIKOU IUOT~iJOTOe; AOflnTIl iJflV1yyiTIOO (EIOIKO OE OOSEVEiC; [JE OUTOOVOOEC; 

OIOTOpOXtC;. OlTldC; OUOTfl[JOTIKO Epu8fl)JOTWOfl MJKO, [JIKT~ VOOO TOU OUVOUIKOU 10TOU) [JE 

OU[JnTW)JOTO onwe; OUXEVIK~ OUOKo[JljJio, KEcpoAoAyio, VOUTio, t[JElO, llUpUO ~ 


onOTrpOOOVOTOAlo[Jo. 

OlTTIK~ VEupiTIOO. IfOPOIOSflOio, unvflAio (oAfl. KElpoAoAyio, SO[Jn~ 0POOfl olloo[Joi KOI OUlTvio 


OcpSOAiJ1KtC; L1IOTOpOXtC; EPESIO[JOC; TWV Olp80A[Jwv, OVOOTpEI.j.JI[Jfl onwAElo Tfle; IKOVOTflTOC; 

OIOKpioEWe; TWV XPW[JOTWV 


flIOTOPOXtC; TOU DTOC; KOI TOU J\o[3upivGou DTOAyio q.J[3otC;. iAIYYoC; 


KOpOIOKtc; L1IOTOpOXtC; AioSfl[JO noAiJwv oiOfl[JO. UTTEPTOOIl KOI KOpOIOK~ OVEnOpKEIO txouv 

OVOlpEpSEi OE oXtOfl IJE Tfl SEPOllEio lJE MIND 


t1EOOIJEVa ana KAIVIKEC; OOKllJEC; KOI EllIOl)lJIOAoYIKEC; I-JEAtTEC;, UTIOOEIKVUOUV on I) xprjqfl 

KOTTOIWV MLA<D (lolOinpa OE uljJl]At<:; OOOEI<:; KOI OE IJaKpOxpoVlf<:; 8EpanEiE<:;1 fJnopEi va 

auoxni~nOl fJt: aU~f]IJtvo Kivouvo Via qJ(POVIOf] 8POIJ(3WTIKwv apTrlPloKWV aUfJ(3aVTWV 

(TI.X. EfJPpaVfJa TOU fJuoKapoiou ri fYKEpaAIKo ETIEIOOOIO -PAtTIE TIOp. 4.4). 
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flIOTopoxf'e; TWV N[(.pplJJV HJI TWV OUPO<{l(JPUJV O()L~JV NE<{lPIK~ OVEnCJpKEIO n£pIAOjJI30VD~JtVIlc; Tile; 
V'KpWOqe; TWV Or)Awv, UIUOToupio OUOOUPIO CJAAlpYIK~ OTTElpOjJOTOV£<{lpiTll3U o~Eio OlcJjJEOIl 
VE<{lPITIOO npwTElvoupio, VE<{lPCuOIKO OlJVOPOjJO 

l'IIOTOPOXU; TOU AVOnVEUCJTIKOU IUOT~jJOTOC; TOU OWPOKO KOI TOU MWOSWPOKiou P,oO jJO, 
Ouonvolo 

l'IlOTOpoxtc; TOU 6tpjJOTOe; KOI TOU YnOOoplOU 10TOU AYYEIOoiOlljJO, oiOlljJO Aopuyyo, OU VOpOjJo 
Stevens -Johnson, TO~IK~ EDlOEPjJIK~ VEKpoAuoq (ouvopojJo TOU Lyell), nOAujJop<{lO EpuSfljJO, 
E<{liopwOfl KVr)OjJOe;, KviowOfl, E~6vSlljJo, oiorwo npoownou 

rEVIKEe; LlIOTopaxte; Konwoll ouo<{lopio, noAuopYOVIK~ oVEn6pK£10, nupE~io 

nOiOla r plKoi OOOEVEie; 

rEvlKte; OIOTOpoxte; KOI KOTOOTOOEIe; Tfle; OOOU Xop~Yllorle; unoSEpjJio 


4.9 YTTEpOoooAoyia 

nEV unoPXEI [lOIKO oVTioOTO 
METO ono TUxoio unEpooooAoyio, So nptnEI ojJtowe; va npoKAfl8Ei tjJETOe; ~ va yiVEI nAu0l] 
OTOjJOXOU KOI vo oKoAouS~rJEI XOP~YflOfl EVEPYOU 6vSpaKo 01 c,WTIKte; AmoupyiEC; So nptnEI vo 
EMYXOVTOI KUI VCl IJIICJOTflpi(oVTOI 

H oljJoOllJAuOIl OEV npoo<{lEpETOI, £TTElO~ TO jJf<{lOIVOjJIKO o~u KOI 01 jJETO(3oAiTEe; TOU OUVOEOVTOI 
oTo8EPO jJE lie; npwTEIVEe; TOU nMojJOTOe; Muo ano A~4-'fl unEPf3oAIK~e; OOOfle; jJECPOIVOjJlKOU oc/oe;, 
EXOUV OVO<{lEpSEi EmAflnTIKoi onoojJoi, o~Eio VE<{lPIK~ oVEnopKEIO KOI KWjJO 

H unEpooooAoyio [XEI npoKoMoEI SOVClTOUe; 

5. <DAPMAKOI\OrlKEL 1.lI.IOTHTEL 

KWOIKOe; !,TC M01AG01 

5,1 <DaPl1oKOoUVOjJIKE<; IOJ()H1H<; 

To jJE<{lOIVOjJIKO o~u EivOI EVa IJIl OTEpOElote; OVTI<{lAEYjJOVWOEe; <{l0PjJOKO jJE onooEoEIYjJEVfl, OE 
nElpojJOTOC,WO, OVTI<{lAEYjJoVWOfl, ovoAYflTIK~ KOI oVTmup£TIK~ op60fl LlEV EivOI VOPKWTIKO 't::XEI 
olomoTwSEi, jJuo ono nElpojJOTO OE npoTuno c,wwv, CHI TO jJE<.pOIVOjJIKO o~u OVOOTEAAEI Tfl 
ouvSEOfl TWV npooTOyAovolvwv, EVW <{lOiVETOI OTI OEOjJEUEI KOI TOUe; unoooxEie; TOUe; 

5.2 <l>apl1oKOKlvIlTIKr'j 

AnoppO<PIlOI] 
Anoppo<.poTOI yp~yopo KOI IKovonolllTIKO ono TO YOOTPEVIEPIKO owA~vo METO ana TOU OTOjJOTOe; 
XOP~Y'lOfl 1 ypojJjJapiou OE Ev~AIKEe;, Il jJEYloHl OTo8jJfl TOU OTO oijJo EivOi 10rncg/rnl KOI 
EnlT UYX6vETOI OE 1 EWe; 4 WpEe;, jJE Xpovo fljJlr,W~e; 2 WpEe; To EninEOo 010 oijJo, jJuo ono 
noAAonA~ XOP~YflOfl, EivOi ovoAoyo Ifle; Moqe;, xwpie; va TroPOTflPEiTOI ouoowPEUOIl TOU 
CjlOPjJOKOU H A~lj..''l EVOe; ypojJjJopiou jJECjlOlVOjJlKOU O~EOe;, OE 4 060EIe; IljJEP'l0iwe;, EDlTUYXOVEI 
jJEYIOTO mimoo OTO oijJo, Ifle; T6~'le; TWV 20rncg/rnl, EWe; T'l OEUTEPIl jJtpo Tfle; XOP~YflO'lC; 

Muo[3oAlojJoC; 
MUOGoAiC,ETOI jJE [310jJlTOTpOlT~ 010 Ilnop. Kupiwe; jJEOW TOU KUTOXPWjJOTOe; P450 CYP 2C9, npoe; 
(JUO OIOCjlOPETIKO jJETO[3oAIKO npolovTO 
0) 3-uopO~U-~JESuAo-nop6ywyo (METI\F301\ITHL: I) KOI 
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LTOIJ~ aOeEVEi~ yta TOU~ OTTOIO(f~ EivaJ YVWOTO '7 UTTapXEf uTTolJ1ia OTi TO CYP 2C9 iXEf JlEI WjJEVf) 

J.J[Ta{30AIKr] OpaOTIKOTT]Ta, (3aOEf JaTOPIKOU/ TTporlyoiJjJEVf)~ EjJTTElpia~ JlE oAAa UTTOOTPW/-I ara TOU 


C YP 2C9, T] XOPr]YT]aT7 jJE<paTVaJlIKOu o{io~ TTpiTTEI va yivnw JJE TTPOOOXr], Ka()w<; EvoiXE 70/ va 

E/J<pavioouv JJT] <pUOIO}IOYIKa ulJ1f)Aa ETTiTTEoa OTO TTAaojJa, Aoyw jJEIWJlivT]~ jJETaf30AIKr]~ xa()apOT]~. 


KOTOVObJQ 
01 iJETO~oAiT[(; OWbJEUOVWI OE iJEyoAo 1308iJO ono TIC; npwTfivE<:; TOU lTAciOiJOlO<;, OEV 
IIOPOUOIO<OUV Cj!Op~IOKOAOYIKrj OpOOr], iJETOOXr]iJOTi(oVTOI OE YAUKOUpovioIO, EOTEPOTTOIOUVTOI KOI 
onEKKpivoVTOI 

Ant K Kj').!Q!} 

MElo ono [Cj! ono~ ono TOU CnOiJOTo<; xoprjYr]01l TO 52-67% Tr]<; OOOEW<; ETTovOKTrj8r]KE oro oupo w<; 

CliJETO(3Ar]TO Cj!OP~IOKO rj w<; OUO ~JETol3oAiTE<; ITO Konpovo oVOKTrj8r]KOV EVlO<; TPIr]iJEPOU TO ~)O-25% Trl<; 

660EWC" Kupiwc, wc, OOUVOETOC, iJuo(3oAiTr]C, II 

H iJEyoAulEPIl noooTr]TO TOU Cj!OpiJOKOU onEKKpivETOI iJE Tr] iJopCj!rj y/.. UKOUpOVIOiwv TlllV 
iJEw(30AITWV TOU, IOIOiTEPO TOU iJETOI30AiTr] I (25%) EAOXIOTr] noooTr]TO onEKKpivETOI w<; OiJlytc, 
IJr]TPIKO Cj!ciPiJOKO KOI TO 6% m:pinou Tr]<; OPXIKrj<; 00011C, iJE Tr] iJOpCj!rj TOU yAUKOupovloiou TOU To 
IJEYOAUTEPO nooomo om:KKplollC, nopOTr]poUVTOI Ylo iJEV TO iJ[Cj!OIVO~IIKO o~u 2 4 wpu; ~JETO HI 
xoprjYflOfl Tfl<; MOflC" YIO OE TOU<; iJETO(30AiTEC" 4-8 WPE<; YIO TO iJET0130AiTfl I KOI 2 12 WPEC; YIO TO 
:JEf(]f3oAiTfl II 

EniIIUEC;, OTOUC, onoiouc, xopr]yr'1GflKov L)()OEIC; iJEXPI 10 Cj!optc; iJEyoAuTEpEC; HIC; ooor]c, OTOV clv8pWTTCl 
nopouoiooov bJEltJJiJtVr] YOVliJOTr]TO, KOOUOTtPr]Ofl TOKElOU KOI bJEIWbJEVO nooooTo EnI(3iwor]<; tw<; TOV 
onoyoAoKTIObJO. Illl bJ£MTr] OUTrj, K08wc, KOI OE iJlO ollAr] Of: OKUAOUC, nou EA0130V OEKonlloOIO OOOr] 
OTTO HI iSoOr] nOIJ xopr]YEiTOI OTOV OVSplJJITO, OEV TfopOTr]prj8r]KOV EIJ(3pUIKtC; ovwiJoAi[<; 

6. <DAPMAKEYTIKEr nI\HPO<DOPIEr 

6.1 KaH1Aoyoe; EKOOXWV : 

6.2 Ao U~J3OTOTlll[e;: KOiJio YVlJJOTrj 

6.3 lllapKEIa ~wrie;: 

6.4 IOlOinpEe; rrpoqJUAa~Ele; KOla Tfl <puAa~fl TOU TTP0-'OVTOe;: 

6.5 <PuOfl KOI OuoTOTIKa TOU TTEPltKTfl : 

6.7 KClToxoe; Tfle; aO£lae; KUKAo<popiae;: 

7. API8MOL AllEIAL KYKI\O<DOPIAL 

8. HMEPOMHNIA npOTHL AllEIAr KYKI\O<DOPIAr rTHN El\l\AllA 

9. HMEPOMHNIA THr (MEPIKHL ) ANA8EOPHrHr TOY KEIMENOY 

() 
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10 	 CPuf.Ao OOrlYlwv '110 TO XprloHl q:(JPiJClKEUTIKWV npolavrwv nou nEplEXOUV OpOOTIKC OLJOHJTiKO 
MEFENAMIC ACID, ETIlKoAujJIJfvO jJ£ Anno UfJ£VIO olaKio 500mg1TAB, noallJo £VOlwprl!JO 
50mg/Smi. YnoOuo SOOmg/sup opi(uOi we; E~~e; 

<DY1\1\0 OL\HrlON riA TO XPHl:TH 

I. nport.IOPIl:MOl: <I>APMAKEYTIKOY npo"loNTor 

1 1 	 EmKoAuiJiJtvo iJE ALma UiJEVIO clioKio 500 mgJTAB 
nOOliJO Evolwprwo 50 mg/5 M L 
YlTa8uo 500 mg/SUPP 

1 2 LuvO£orr IIpooTIKrj ouolq 	 MECPOIVOiJlKa osu (Mefenamic aCid) 

1 3 <D0PI-l0KOT£XVIK£<; jJopq>£C;: 	 EnIKOAuiJiJf.VO iJE ALma UiJEVIO CIiOKio 
nOOliJO fVOIWprwo. 
Yna8uo 

14 n[pIEKTIKOHITa O[ opaoTIKr'j ouoio: 	 610Kio 500 mg ova CIiOKio. 
Evolwprwo 50 mg OE Ko8E KOUTOAOKI TOU VAUKOU (5 ml) 
YnaO[ TO 500 mg avo unaOuo. 

1 5 	 n<:plvpmpli-rUOK£uaoia 

1 6 <DaplJaKOO[pOn[UTIKr'j KOT'lyopio 	 Mrl OTEPO£lOEC; oVTlCpMViJoVWOEe; <.pOpiJOKO 

1 7 	 YnEuOuvoC; KUKAoq>opioC; 

1 8 	 napaOK[UOoTriC;/LUOK£uooTriC;: 

2 	 r[VIKEC; flA'lpoq>opj[C;: 

To «OVOiJO npoYovTOe;» EivOI, EVa iJll OTEpOElote; <.pOpiJOKO fJE onooEoEIYjJEVIl OE nElpOiJOTa~wo, 
oVTI<.p,~EYjJOVWOIl, OVOAVIlTIKq KUI ClVTlnUPETIK~ opooq IIEV EivOi VOPKWTlKO. 

2.2 	 Evo[j~[IC;: 

XpavlEe; <.pMYiJOVWOEIe; op8pono8E1£e, (pEUfJOTOEIO~C; op8piTIOO, OYKUAWTIK~ onovouAop8piTIOO, 
ljJWPIOOIK~ op8piTIOO KAn) 

• 	 E:K<.puAIOTIKEC; opSponoSElEc, nEpl<.pEpIKWV Op8PWOEWV KOI onovouAIK~e; OTIlAIlC,. 
EnwoLJvo Eswop8pIKO iJUOOKEMTIKO ouvopopo (nEpIOp8piTloo, TEVOVTiTIOO, TpOUpOTIKte, 
KOKWOEIe;, Kiln) 
npwTOno8~e; OUOiJilvappolo 

• 	 6UVOTOI VO XPllOljJ0T10IllOEI OE nOiOla novw ono 6 iJ'lvwv OOV OVTlnUPETIKO Via OICJOHHJO EWe; 
KOI I rliJEpwv 


AVTlfJETL0TT1oll KpioEWV lliJIKpovioe" OOOVTIKOe; novoe; novoe; ono TPOUiJOTO, fJETEYXEIPIlTIKOe; 

novoe; 


M'lvoppoyio O<.pEIAOjJ'-Vil OE OPiJOVIK~ ouollmouPvio ri lTopouoio EVOOjJIlTPIK~e, OUOKEullC, 

(IUD), OTOV OEV unapXEI 0PvovlKri [3AO[31l 


2 3 	 AVT£vo[i~EIC;: 

To <.pOpiJOKO iJnopouv vo [3or18~aouv TOUC; 0pPWOTOUe;, IJnopouv OiJWC; va 0llfJloupyrioouv KOI 
npo[3!rwOTO amv aUTO O[ AeJIJ[30VOVTOI OUiJ<.pWVO P[ flC; OOIlYlfe; 
110 TO OUYKEKpl~JtVO <.p0PiJOKO EJo npEnEI nplv TO nOpElE, va tX£TE EV1lWPWO£I TO ylmpo ooe; '110 
liS OKOllou8f:C; n [PiT! TCI)O[ Ie; 

10 
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ICov EiXCJlr l-Ol( rJJ1lC)I(.1 oAM_pYlKll (lVTiOpOOllll Kc'lnolo uouv~8IoTr) UVTir'JpllOll OTO (J:10prJOKO 
(JUIO II OE KfJllOIU fJllO TIC, OUOI[(, nou n[pIEXOV1Cll 010 (PClpIJOKO 

I OV nCl0XU[ emo ll[llTIKO tAKOe, II oAMe, opyovwte, lloGlloEIC, TOU Y(JOlPEVTEPIKOU, CllLuC, 
EAKworl KoAiTIOO ~ E(lV EXET£ IOTOPIKO TTETIlIKOU tAKOUe, ~ unOTpomo(ouowv OIIJOPPOYIGJV 
Eov 010 nopEA80v EKOllAwOOTE 0081JOTIK~ npoo[3oA~ IJETO ono XP~Oll OKETUAoooAI KuAIKOU 
o~toc, (ooniplvllc,)·~ oAAwv oVTI(pAEYIJOVWOWV Wl OlEPOEIOWV CPOPIJOKWV 
Eov EioTE tYKUOe, 
f~ov EioTE BllAo(ouoo IJllTtpO 
F6v AOIJ~6v[][ WUTOXPOVO oAAo lJll OTEpOEIO~ OVllCpMYlJoVWOll CPC1PIJOKO ~ OKETUAoooAIKUAIKO 
o~u 
E(lV nUOX[TE ono OIIJOTOAoYIK~ vooo ~ llnOlIK~ ~ VEcpplKll OVETlOPKEIO ~ EmAllltlio 

o 	 IE 1101010 KOTW TWV 14 [TWV OEV unOPXEI OKOWl IJEyoA,! EIJTlElpiO EKTOC; H1C; [VOEI~'lC, TOU 
CPOPIJOKOU we, OV1ITTUPETIKOU YIO TIOIOIO one) G IJllVl0V Kol OVW KOI YIO OIOOT'lIJO EWe, KGI 7 
lllJtPEC, 
8EponEio TOU TTEPI-EYXEIP'lTIKOU oAyouc, OTO nAoiolo [nqJ~OollC, OOPTOOTECPOVloioc, 
lToPOKOlJljJlle; IJE IJOOXEUIJO 

• 	 Eov TICl0XETE OTTO ~OpIO KOpOIOK~ OVETlOpKEIO 

:2 4 	 EIOIKt~ npoq>uAci~EI~ KOI npQ[loonOlrlOEI~ KOH) Hl XPllorr 

24 	 I [VIKO To CPOPIJOKO Tl ptnEI va XOPllYEiTOI OE IJEIWlJfvll Oooll OE unEPllAIKEC, KOI E~008EvrWEvCJ 
OTOlJo, 008EVEie; IJE EnllPLOOlJtvll VECPPIK~ Amoupyio, IJE 0lllJoVTIKll EKTIlWOrj T'le; KOPOI oK~e; 
A.EI10UPyiClC; W rjTIOTIK~ ouoAmoupyio, IJf IUOTlllJOTIKO Epu(lrWC1Tl~IOrj !\UKO KOI or OOBEVEie; W 
unEplUoll nou AOIJ~OVOUV OICluprlTlKO 
H lOUTOXPOVrj XPliOll «ONOMA nr)OfONTOI» KOI M'l l:TEpoEIOWV AVTlcpAEYIJOVWOwV cD0PIJOKlDV 
1M; AcD), nEpIAl1lJ[3ClVOlJtV(uV TlllV ClVClOlOMwv TOU COX-2. nptTIEI vo ClTTOcpUJYETClI 

q)UPiJOKo onwc, TO «ONOMA npOIONTOI» IJnopEi vo oUCJXETi(oVTOI IJE IJIKPll OlJZll0rj TOU 
Kivouvou YIO KopOIOK~ TIpoo~oA~ (<<ElJepPOYIJO TOU lJuOKopoiou») ~ EYKEcpoAIKO ETIEIOOOI ° 0 
onoloe; Kivouvoe; EivOi nro nlElovoe; OE ultl'lMe; OOOEIe; KOI OE nOpOTETOIJEVrj 8EpClnEio 6E v nptnEI 
va un[p~oiv[TE Tllv ouvlOlGJrJEVll 000'l ~ T'l OIOPKEIO Trje; 8EponEioc, 
ECiv tXETE J<opolmo npO~A~IJOTo. lTPOrjYOUIJEVO EYKEepoAIKO ETTf:lOOOIO '1 8EWPEiTE OTI EVOEXO\JlVuJC, 
ImopEi vo ~piOKEOlf OE Kivouvo Ylo Tllv EKO~AwOll TETOllllV KOTOOTOOEWV (n X EOV tXUE LJltIllAri 
UPTllPloK~ ni[O'1, blo~rjTll ~ UltillAo ElTiTTEOo xoAllOlEpoAllC; ~ EiOlE KClTlVIOT'1c:1 So nptnEI VCl 
OU~'lT~OE1E Ylo T'lV SEpomio OOe, IJl TO YIOTPO ~ TO epOPIJOKOnOIO ooe; 80 nptnEI vo EioT[ 
npOETOllJOOIJEVOI Ylo T'lV lIJCPOVI0'l TETOIWV KOTClOTOOEWV, oKOIJO Kol OTTouoio npollyou~EVWV 
KoPOIOYYEIOKWV OUIJTITWIJOTWV Kol VO tXETE EV'1IJEPWSEi 0XETIKO IJE TO O'lIJEio KOI/~ OUlJnTWfjOTo 
Tlle; Oo~op~e, KOPOIOYYEIOK~e; TOZIKOT'lTOe; Kol IJE TO TI npEm:1 vo KOV[T[ OE nEpiTITWO'l !TOU 
f lJepovlo8ouv. 
01 008EVEie; IJE YVWOTll KOPOloYYfIClK~ VOOO [3piOKOVTOI Of IJEyoAuTEpO KivOuvo 

Ao8EVEiC; !-IE 1.11) pu81J1ol:!iYq untpTaol), OUlHpapl)TIKrj KOPOIOKrj OVEnopKEla, EYKonOTl)lJtVI) 

iCJXOIjJlKrj KOPOIOKrj vooa, TIEplq)[PIKrj OpnlPIOKrj vooa, KOI/rj aYYEIOKrl_EYKE<poAIKrj vooa 80 

nptnEI vo uno(3Al)8auv OE SEponEio \.lE «ONOMA npoi'oNTO~» !Jova \.lETa ana rrpOOEKTlKrj 

S[ljJPl)ol) TOU SiIJOTOC;- nop0\.lalo 8EWPI)Ol) So npinEI va yivETOI nplv H1V tvop~1] 

I-JEyoAunpl)C; OIOPKEIOC; 8EpanEioc; OE OOeEVEiC; IJE nopoyavHC; Klvouvau Ylo EIJ<pOVIOI] 

KapoloYYEloKrjC; vooau (n.x untpTOol]. unEpArnloOlpio, OOKXOPWOW; OIOl3rjTI]C;, Korrvlo!Jo). 

To MIAcD. oUIJTTEplAolJ[3ovOIJtvou TOU «ONOMA 11POfONTOI», IJTTOPEi va OOllY~oOUV Olllv 
EVop~rj vtClC, untpTOOrjc, ~ OTllv EnrOEivworj npounoPxouooe; unEpTOO'le;. K08EIJio OTTO TIe; 
KOToOTOOEIC, OUTre; IJTIOpU VO oUlJl3oAEI Olllv ouZrjoil T'lC, OUXVOT'lTOe; EIJCPOVIOllC, KOPOIOYYEIOKWV 
oVfm8uIJrjTWV [VlPymjJv. cDoPIJCJKO onwc, TO «ONOM;\ llf:)oloNTOI» Tlptn~1 va 
;:prjOllJonOIOUvlCll IJf llPOOOXrj OliO OOGEVEic, IJE un(pTUoll H OPTllplOKrl OOC niEOll nptTllI VCI 
TlopOKoAou8EiTOI OTEVl1 KOTO TrjV EVClp~'1 TrjC, 8Epomioc IJ[ «ONOMA 11POIONTOI» Kol KCIOoA'1 Tll 
l'IOPKE 10 TllC, 8E po II [ioe, 

II 



i\.\)' 1:1 I-I i' ,I)-I.; I 

(~I (11 

Mr <paP[.IOKO OlTWC, TO~ONOM~ flPOIONTOL», ixouv lTOpOTI)P~KaTOKpaTl:]Q!l_UYP.0-,,­

KOI oiol)po or [npIKOu..c.. ao8rvric:;. E!!o[.li:vw.-S.. TO «ONOMA npO"rONTOL» _'!QilTfl_ va 

XQIJ.~olTolriTOI [1£ lTpooo)Lr} OE 008fVEic:; [.If KonOTa}\jJivl) KOPOIOKrj A£IT~ KOI oAAg, 

KaTOOTaOf~~OU lTpOOIOOiTOUV OE, rj flTlOflVWVOVTOI alTO TI)V. KOTOKPOTI)Or) ~v-,-- Lf 

lTEpilTTWOI) lTPOUlTapxouoac:; ~(QQfH)TIKrjc:; KOPOIOKrlC:; OVElT(lpKEIOe; rj UTT£PTOO" l]~npiTTtl 

va lTapoKoAouOEion an va alTO TOV YIOTPO OOe;. 

To M:>:ND. OUfJlTEPIAolJi3oVOfJEVOU TOU «ONOMA IlPOION TO:>:», fJlTopEi vo lTpoKOAEoouv 
ooi3optc; YOOTPEVTEpIKEC; OVETTIOUflrPEC; Evtpymc; nEpIAofJi3ovofJ[VWV TWV. cpAEyfjov~C; 
llllwPpoyioC;, E~tAKWOflC; KOI Olcnpllu1lC; OTolJOXou, AEmou EVTEpOU fl noxtoc; EVTtpOU 01 onoiEC; 
fllTOPEi va EivOI Kol 8ovOHI<P0PEC; Av AOfJi3ovETE «ONOMA flPOfONTOL:» KOi EfjcpovioET[ 
yOOTpEvTEPIK~ OlfloPpoyio fl L~EAKWOfl, nptlTEI vo OIOKOljJETE Tfl 8EPOlTEio 01 008EVEiC; nou 
OIOTP£XOUV flEyoAuTEpO ~.lv0IJVO VO [fJCPOV!O()UV T£TOIOU EioouC; yOOTpEvIEPIKtC; EnmAoKf:C; fJE Trl 

ML:ActJ EivOi 01 flAIKIWfJEVOI 01 ClOOEVEiC; flE KOPOIOYYEIOK~ VOOO, 01 OOOEVEie; nou XPflOlfjonolOuv 
lOUTOXPOVO oOTTlpivfl ~ 01 OO(JEVEie; fJE npoflyoUfJEVO IOTOPIKO ~ lJE EVEPY~ YOOTPEVTEPIKrl vooo, 
onwe; E~tAKWOfl, YOOTPEVIfOIKfl UllJOPPOYll1 'I <jJAEYfJOVWOEIC; KUTOOTll0ElC; EllOfjtvwe; TO 
(,ONOMA flPOIONTOL IlpETTEI VO XPfl01jJOTlOIEiWI fJE lTPOOOX~ OE OUTOUe; TOUe; 008EVEie; 

01 OVETIlOUfjflTEC; [Vt~PYE" C; uno TO YUOTPEVHPIKO fJTTOPEi vo [ivOi ooi3upte; 
ZflTEioTE Tfl OUfJpouA~ TOU ylOTpOlJ OOe; YIU TO OflflEio KOI /~ TO OUflTlTWfJOTo oopap~e; 
yoOTPEVTEpIKlle; TO~IKOlfllOe; KGI TIe; EvrpYElEe; nOl) nptTTEI VCl oKoAou8~O[TE EOV aUTO OUlJPOUV 

DIUKOlj!lE Tfl A~ljJfllOU CPClpfJCIKOU OE m:piTTIlJJOfl TTOU qJcpoVlo8ol'J'J OlcJPPOIO DAlia YOOTPEVTEPIK,I 
EVOXA~fjOTO (fJOUPO Konpovo O!fJO OTO KonpovCJ £flElOe; , nOVoe; OTO OTOfJOXI) rl [~ov8rwo KOI 
(~flTfiOTE IOTplKri OUlJPouA~ 

[o(3oprj TO~IKOTI)TO OTO yooTpEvnplKo OUOTl]IJO OTTWC:; OI[.loppoyiEe;, iAK!) KOI OIOTprjOEIC;~ 

jJlTOPOUV va ou1!Pouv olToloorilTon oTlYl::!.!iJ!r.Ji~c:; lTpOfrOOlTOrl)TIKo OUlJlTTW[.Ia~~E 

~108EV~ olToio! EAa[.l[)ovo~.Y!Q._JJ[voAo XPOV!KO O!00T!)b10 OEpolTEio IJE Mq LnpOE!911 

AVTI<pAEYlJovwol) <PaPiJOKO (M[A<D). H yooTpEvnplKrj OIlJoppoyio iXE! ouoxnloT~.1lt; 

TTPOI)YOUIJEVO rOToprKo THlTTlKOU iAKOU<;, KOlTvioIJOTO<; KOI xprjal)<; OAK06A. HAIKrWiJivOIil 

E~o08EVI)!Jivor o08fvric; qJ<povi~ouv lJlKponpl) avoxrj OE iAKO<; rj OllJOPpoyio or aXEO!) W 

oAMe; lTA!)8uolJIOKi<; OIJOO[(; 008EVWV KOI 01 TTEprooonpEe; au86plJl)TEe; ovo<P.QP.!s. 

OVUTlOUlJl)TWV EVEPYflWV TOU YOOTpEvTEprKou lTOU Eixav we; onOTEAEolJO TO 80VOTO, ixouv 

Or)IJErwSEi OE aUTrl TI)V OlJOOO aoSEvWv. 

H A~lj!rl fJE TflV TPO<Pfl ~ fJE yoAo ~ flO~i fJE tva <jJ0PflOKO IIOU npOOTOTEUEI TO OTOfJOXI, fJEIWVfl TOV 
KivOuvo qJ<jJOVIOfle; OVE1TI8UfjrlTWV EVEPYEIWV ono TO YOOTPEVTEPIKO 

No AOfli3oVETE TO <jJ0PfJOKO flE noAA~ TTpOOOX~ KOI ocpou EVflWPWOETE TO YIOTPO oae; EOV TUX6v 
tXETE IOTOPIKO PPOYXIKOU ()o8fJOTOc" Ko8wc, [TTioflC, KClI ov tXETE Konolo AoifluJ(,fl YIOTi fJTTOPEi 'JO 

KoAuljJEI TO OUfJnTwfJOTO lOU TTUPETOU KCJI Tfle; cpA[YflOv~e; 

t:TTEIQI] 01 fjETOpoAiTEe; TOU fJE<jJUI'JOfJIKOlJ o~toe; anEKKpivoVlOl Kupicue; ono TO VECPPO TO CPOPjJOKO Q[V 00 

npE ITEI va XOPflYEiTOI OE 008EvEic, fJE 0lWOV1IKO fJEIWlJE:Vfl VECPPIK~ Amoupyio 

/'\08rVEie; flE oUfl<jJopr]TIK~ KOPQIOKfl OVE1TOPKEIO, Kippwofl TOU ~nOToc" VE<jJPWOIKO OLJVOPOfJO, qJ<jJav~ 

\!ECPPofTcJ8Ela KOI 01 flAIKllJJfJEVOI nptlTEI 'JO TTOPOKOAou8ouVTOI fJE lTpOOOX~ KDTO Tfl OIOPKEIO lile; A~ljJ[l)Je; 


«ONOMA npOIONTOL:», KoGwe; OTOUe; 008EVEIe; OUTOUe;, fl XOP~Yflorl rv12::ActJ. OTTlJJC, TO «ONOMA 


nrOIONT02::». IJnopEi vo TTPOKOAtOlI OIOTOpUX~ Tfle; VEcpplKfle; Amoupyioe; 


H OI()KCHT~ TOU "ONOMA npOIONTO:>" OUV~8lJJC, OOflYEi m: ETICJVUcpOpo TiIC, vE<jJpIK1le; IlElToLJPyioe; OJ'IV 


lTpO Tfl'; 8EpOlr[io~ KOlOOlUU!' 
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To "ONOMA '-IPOIONTOL:» iJnopEi va npoKoMoEI OIOlOpOX~ TflC; flnOlIK~C; AEITOUPVio<;, fl onOIO 
IJnOpEi va EIVOI nopoOIK~ ~ vu ElIIOElvw8Ei ~JE Tflv ouvtXlofl TflC; A1llj.JEwe; TOU ,L\OGEvEiC; l-JE 
CJUiJTITWiJOTO ~ CJfliJEIO flnOTIK~e; oUCJAmoupVioC; fl CJ'OUTOUe; nou nopouOIci~uol 0lOTOPOXf1 Tfle; 
flnOlIK~e; AElToupvioe; npEnEI vo nopoKOAouGouvTOI VIO TUXOV ETiiOEivwCJ~ Eciv fl OIOTapam Tfle; 
flnOlIK~e; Amoupvioe; ETIliJEVEI ~ ETiiOEIVWVETOI, EC':Iv EiJCPOVIOGOlJV OUiJflTUJiJOTO ~ CJfliJEia flnOTIK~e; 
oUCJAmoupvioe; ~ oAAEe; OUCJTfliJOTIKEe; EKOflAwCJEIe; 11 A~lj.Jfl TOU «ONOMA r Ir~OIONTOLD npEnEI vo 
OloKonEi 

LE 008EVEie; nou AOiJ~ovouv OVTllTflKTIKO, TO CPOpiJOKO iJnopEi vo EiJTTOoioEI Hlv CJuoCJw PEuofl llJJV 

OliJOllETOAiwv KOI VO ETIliJflKUVEI TOV Xpovo TTp08poiJ~ivfle; 

E6v OTO TTOPFA80v EXUE EKOflAwCJEI OUfJTITWiJOTO !3POVXOOTTOOiJOU, OAAEpvIK~e; PIViTII50e; ~ KV iOWCJfl IJUG 

OTTO XP~Ofl oonlpivfle; fl oAAo MLA<D CPOpiJOKWV unoPXEI TIl8avolflTO EiJCPOVICJr]e; OIOCJTCWPOUiJEVflC; 

EUOICJGfloioe; OTO iJECPOlVOiJlKO o~u (!3AEm nop 23 AVTEVOEi~EIe;) 

E6v fl A~lj.Jfl TOU CPOpiJOKOU VivuOI VIO iJOKpU XPOVIKO OIOOTfliJO XPEIO~ETOI TOKTIKOe; OIiJOlOAOVIKOe; KUI 

~IOXfliJIKOC; EAEVXOC; 

24:5 KU!JCJiL [TTElO~ OEV unopxouv ETfOPK~ OTOIXEio KOI KuAwe; EAEVXOiJEVEC; iJEAETEe; OE EVKUOUC;, 
TO CPOpiJOKO OEV TTpEnEI va XOPflVEiTOI KOTO Tflv KUflOfl. [:,EV EivOi VVWCJTO ov TO iJECPOIVOJJIKO O~U ~ 
01 WTOf3oAiTEC; TOU OIOTTEPVOUV TOV TTAoKOUVTO. rlopoAo OUTO E~OlTioc; TWV OUVETTEIWV TLdV 
CPOpiJOKWV OUT~e; TflC; KOTflVOpioe; OTO KOPOIOYVEIOKO OUOTfllJO TOU EiJ!3puOU, fl XP~Ofl TOU 
iJECPOIVOiJlKOU O~EOe; UVTEVOEiKVUTOI KOTO Tflv KUflOfl· To iJECPOlVOiJlKO o~u ovoCJTtAAEI Tfl ouvGEOfl 
npoCJTOvAovOivfle;, fl oTToio iJTTOPEi VO EXEI we; OTTOTEAEoiJ o Tflv TTop6TOCJfl Tfle; KUr]CJfle; KOI Tflv 
TTOPEiJ!3oof"] 0 fOV TOKETO, OTOV XOPflVEiTOI OE TTPOXWPfliJEVO CJTOOIO Tfle; KUflof"]e; 
01 VUVOiKEe; flOU AOiJf3ovouv 8EponEio W iJECPOIVOiJlKO o~u Go nptTlEI va OUiJf30uAEUTOUV TO ViOl pO 
lOUe; ov ullocpooioouv vo iJEivouv EYKUEe; 

244 roAou~ EAoxIOTEe; nOCJoTf"]TEe; iJECPOlVOiJlKOU O~EOe; iJTTOPEi va oVEupEGouv OTO iJflTPIKO yoAo KOI 
vo iJEwr31(3uoGouv CJTO nDioi. ETTOiJEVWe; TO iJECPOIVCl!JIKO O~U OEV npETTEI VCl AOiJf3ovuOI ono 
VUVOiKEe; OE voAouXio 

24 5 .001010 LE TTOIOIO KOTW lWV 14 ETWV OEV UTTOPXEI OKOiJr] iJEvoAfl q.JTTElpio (EKTOe; Tfle; EVOEI~~e; TOU 
LJJe; OVTITTUPfTlKOU Via nGiolo ono 6 iJflVWV KOI OVW KOI Via OIOOTfliJO EWe; KOI 7 flIJEpEe;) 

246. ETTiopooO OTllv IKOVOTOTO oOIjYf]OIlC; KOI XEIPIOiJOU IJIlXavwv EHEIO~ IJnopEi va npoKaJ\tCJEI 
unvflAio KOI ~6Afl OUVIOTC'nOi npooox~ OTflv OO~VflOIl KOI XP~ofl ETIlKivouvwv IJIlXOVfliJOTLJJV 
TOuAOXIOTOV EWe; OTOU !3E!301WGEiTE OTI OEV fnrlPEO~EI TIe; IKOVOTflTEe; Ooe; 

2 5 AAArJAEmopaom; IJ[ aAAo q>oPIJOKO r1 ouoi[<;: 
XPEIO~ETOI TTpOOOX~ OTOV XOPflVEiTOI TOUTOXPOVO, 10lOiTEPO OE iJEVoAEe; OOOEIC; IJE KOUiJOPIVIKOU 
TlJnou OV1ITTflKTIKO (BoPCPOpivfl), oouAcpovuAoupiEe;, uoovTOivEe;, OlouPflTIKO oouAcpovoiJiOIO, 
OVTlUTTEPTOOIKCJ i5lvo~ivll, KUKAoCJnopivfl KlvoAoVEC; IJEeOTpE~OTfl, TOKpoAIIJOUe;, KOPTIKOOTEpOEIO~, 
OAKooA, IvoouAivfl r1 ono TOU OTOIJOTOC; unOvAuKOIIJIKOUe; TTOPOVOVTEC; r1 AiGlo. 
H TOuTOXPovll XOP~YflCJfl OKETUAoCJoAIKUAIKOU O~EOe; KOI 1Jf"] OTEPOEIOWV OVTlcpAEVlJovwowv 
CPOplJOKWV 80 TTPETTEI va OTTOCPEUYUOI 
nplv TTOPUE TO CPOPIJOKO TTPETTEI va EXETE EVIlIJEPWOEI TO YIOTPO ooe; YIO K08E oAAo CPOPI-JOKO TTOU 
TUXOV TToipVETE 

2 6 l1oooAoyio: 
Evrj;\IK[r,; IWI TTOI(!lO OVW rwv 14 [TWV 

AlTO 10 o_T6~ 1 OICJKio TWV 500 mg 3 cpOpEe; Tflv lliJEPO 
Y[lJ \JUT Cl 

KOTO TTpOTi!Jrloll va AOiJi3ovfTCII iJETO TO 

I ~ 
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fJUOjJI)\lOppCIO :)00 mD :'. (pe'l,f') TqV il/lEp(J H OPXIK~ booq VO xopqVEiTOI fJE 10 ~[~.ivqljO IOU 
novou Hl~ FiJIJqvopuoqC; KOI UJ ::JUVEXIOTf.i 000 OIClPKOUV TO OUfJnTGJfJ010 

f'<"Jr;voppavia 500 inS] 3 (popil, H1v qjJrpo H OPXIK~ OC)Oll VO XOPIlVEiTOI liE 10 ~EKiVllfJO 111(, 
OlfJoppOVio~ KGI 1I,JV OUOX£1I~OfJEV(;)V OUjJnTWfJOTWV KOI va OUVEXIOTEi 000 (JIOpKOUV TO 
oUjJ1nGJfJ010 
Ana 10 op80 .. 1 unoS£1o lUJV 500 mg 3 <j)Opf'e; TqV rwtpo 

nWOIO OV(;) 10)V 6 jJ'7vwvl[u)(, 14 ueu\! 
To [VOIWprwo xopqVEiTOI we; OVTlnUprTIKo KUI VIO olc'rOTqfJO EUJe; KOI 7 rwtpEe; S mg fjElpCllVOfJlKOU 

oc,EOe; Via KOSE KIIIo r3opouc; OWfJ01OC; KOOE 6 WpEe; 

t:.VO KOUTUAOKI TOl! VAUKOU (Sml) 11EPlEXEI 50 mg fJE<j)OIVOfJIKOU oc,toc; 


EVOEIKTIKO OOOOAOVIKO oxqfJo_______ _ 

Bopo<; Ow~OTO<; 

S KIAO 
10 KIAO 1 KOUTOAOKI 
15 KIM 1Y, KOUTClAOKI 
20 KIAU 2 KOUTOAOKIO 

---- --------- -~------------

I 	 Yn£pooooAoyio - AVTI~fTWTTIOq : 
6£v unop>(EI EllJIKO oVTioOTO 
Murl Dna TUxoio UlTEpOOOOAOVio 00 lTpEnEI OIJEOUJC; VO npoKAIlSEi EfJElOe; q va yiVEI n"uoq 
OTCljJ()XOU KCJI liD OKOAOu81l0EI XOPIlVljUl1 (~V[PVOlJ OVOPOKCl 01 ~WTIKte; A[lToupvile; 80 n pEm i V(J 

[,\tYX',VTCII KOi \II,] unooTI1PI~OV1UI 

H OlfJOUIUAuoq (JEV npOO4!EpUOI, EnElo~ TO iJ£(j!Oi\lOfJIKO o~u KOI 01 iJETCl~OAiTEC; TOU OUV6EOVTUi 
OWSlPO fJf TIe; npwTEivEC; TOU IT,\('lOfJOTOC; Muo ana A~ljJll Un[Pr3oAIK~e; 00011'=; fJ£<j)OIVOiJIKOG 
oE,toe; EXOUV oVOqJf.p8Ei EnIArlnTlKoi onoofJol, o~Eio VEqJPIK~ oVEnopKElo KOI Kl~JfJO 
H unEpooooAoyiu EXEI npoKoMoLi OUV()TC)Ue; 
TqAE<j)WVO KtvTPOU lH]Af]HlpIOO £wv : (210) 7793 777. 

2 8 	 AVEmOU~f]He; £vtpY£I£<;: 
Mo~i iJE llC, uTl8ufJllTfe; EV,pYUfe;. KOGE 4!OPfJOKO fJlTopEi va npoKoAtoEI KOI OpIOfJEVEC, 
1lOpEvtpymc; 
01 nEplooOTEpre; UTTOXWpouv fJETCl OTIO Tq i5laKon~ lOU qJ0PfJOKOU. 

01 mo ouxvi:<; ov£mOU~IlH<; £vtpY£I£<; TOU ~£rpalVOI-IIKOU o~i:oe; £l-IrpOVi~OVTOI OTO 
youTpEvnplKO owAr'jvo. H OIOPPOIO £ivol q mo UUxvr'j ov£mOU~f]TrI £VEPY£lO Kal ouvr'jOw<; 
£ival OOOO£~OPTWjJ£Vf]. r£VIKWe; unoxwpEi 1-1£ Trlv jJ£iWOf] Tqe; ooaoAoyioe; KOI nOll £1 /.1£ Tf]V 
OIOKonr'j Tile; Ar)4!£wc;. 

Luxvt<; Eniall<; EivOi q vouTio ~£ ri xwpie; tl-lno KOI TO KOIAIOKO oAyoe;. 

I\lyonpo ouxvte; ov£mOU~f]H<; £vi:pY£I£e; ou~n£pIAo~(3ovouv: ovop£~io, oiaOql-lo KOUUOU, 
~n£wplO~O<;, £VHPOKOAiTIe;, KoAiTle;, OT£OTOPPOIO, XOAOOTOTlKO<; iKT£pOe;, f]TTOTiTI<;, 
TTOYKPWTiTl<;, ~ma IlnOTIK~ TOC,IKOTf]TO, f]nOTOV£q>pIKO auvopo~o, OIOTOpaXri Tf]e; IlTIOTIKri<; 
A£lToupyioe;, OUOKOIAIOTf]TO, OI~oppaYIKri YOOTpiTI<;, THTITIKO tAKO<; jJ£ ri xwpi<; 
YOOTpoppoyio. 

AAAr<; OVEnIOU~f]T£<; £vi:PY£I£<; 01 o11oi£<; oVOrptpBqKOV TT£pIAo~(3ovouv: 

AUToovooq OlfJOAUTIK~ OVOI~JIO (fJUO ana ~JOKpO A~ljJll, unoxwpEi fJE Til OlaKon~), mwofl TOU 
OIfJOTOKpiTOU '\[UKonEvio, qUJOIVClcplAio 8pOfJ~OnEVIK~ nop<j)upo, OKOKKIOKUTTOPOlfJio, 
nOVKUTTonEvio onAoOTIKq oVCJI~JiCl KOI unonAooio fJUEAOU TWV 001WV 

Y, KOUTOAOKI 

1,1 



-----------------
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N[UpiKOnpo 

/\OllnTIl ~lllvlyyiTl60, unvllAio (oAII KE<.poAoAyio 80fJf30e; OpeiOEWe; onoofJoi KOI ounvio 

Ai081l1-l0 TTOAfJ LiJV 
CDCIPI-IOKO onwe; TO «ONOMA npOION rOL» fJnopEi va ouoXETi(oVTOI fJE fJIKP~ OUr,IlOIl TOU 
Kiv6uvou YIO Kop610K~ npoof3oA~ «<£I-I<.pPOYfJO TOU fJUOKop6iou») ~ EYKE<.poAIKO EnEloOOIO 

YTTCnaO'1. 

NE<.pPIK~ oVEneipKElo nEpIA0I-lf3ov0tJfVIle; Tile; VEKpWOIle; TWV 81lAwv OlfJOTOUpio, 6uooupio 

AYYElooi61lfJO oiOllfJO Acipuyyo, ouvbpOfJO Stevens -Johnson, TOf,IK~ [TIIOEPfJIK~ VEKpoAuOIl 
(ouv6pofJo TOU Lyell), noMJfJop<.po EPUSllfJO E<.piopwOIl, KVIlOfJOe;, Kvi6woll, Er,6v8llfJo oi61lfJo 
npoownou 

nOiOIOTplKOi aoSfVfie; 
Yn08EpfJio 

29 	 TI TTP£TTfI va VVWpi<fTf OTrjV TTfpiTTTWO'1 TTOU TTopoilfilVOTf va TTaPfTf KarrOiO oooq: 
[ClV nArlOIO(EI Il wpo YIO lllv ETTOfJEVIl 6ooll. fJll Ao[3ETE Til 0001l ITOU nopoMi4JOTE, oMo olJvExion 
KOVOVIKO Tq 8EponEio Mil omAoOlei(UE TIe; 600EIe; 

;) 1() 	 Hl-lfPOI-l'1via A~~'1<; TOU TTPOIOVTO<; : 
AvOypO<.pETOI OTllv Ef,WTEPIKIl KOI WWTEPIK~ OUOKEuooio. 
LE nEpinTwOIl nou IlllfJEPOfJllVio OUTIl tXEI noptASEI fJllv TO XPIlOlfJOnOI~O£TE 

2.11 	 IOlaiT£pf<; TTpO<pU'\a~fl<; vm T'1 q>uAa~'1 TaU TTPO'I'OVTO<; : 
CDuMoOETOI OE 8EPfJOKpooio nEPI[3aMoVTOe;. npOOTOTEUfJtvo ana <.pwe; KOI uypooio 

212 	 HI-lfpoWlvia T£ilfuTOia<; avaSfWP'10ll<; TOU <puAAou oOllV1wV : 

13 nI\HPO<DOPIEr riA THN OPOOI\OrlKH XPHrH TON <DAPMAKON 

- To <.pOPfJOKO aUTO OOe; TO typo4JE 0 YIOTpOe; OOe; fJOVO YIO TO OUYKEKPlfJ tvO lOT PIKa OO~ I 
npo[3AllfJO 6EV 80 nptnEI va TO 6iV[TE OE eiMo OTOfJo ~ va TO XPIlOlfJOnOIEiTE YIO KonOIO ; 
oMIl nei81l01l, xwpie; npollyoUfJtvwe; va tXETE OUfJ[30uAEUTEi TO VIOTPO Ooe; I 

Eov KoH) Til 61opKEIo Tile; 8£pomioe; qJ<.poVIOTEi Konolo npo[3AllfJo fJE TO <.peiPfJOKO 
EVllfJEpwOTE ofJEOWe; TO YIOTPO Ooe; ~ TO <.pOPfJOKOnOIO ooe; 
- Eeiv EXUE onOIOO~nOTE EPWTllfJOTIKei yupw ana TIe; nAllPo<.popiEe; nou o<.p0pOliV TO <.pOPfJoKO 
nou AOfJ[3eiVETE ~ XPEICi(WTE KoMJTEPIl £VllfJEPWOIl YIO TO IOTplKO OOe; npo[3AllfJo fJll 610TOO[T[ 
va ~IlT~OET£ TIe; nAIlPo<.popiEe; oUTte; ana TO YIOTPO ooe; Ii TO <.poPfJoKOnOlo ooe; 
- 110 va EivOi onOTEAwl-IOTIKO Kal oo<.poMe; TO <.peiPfJOKO nou Ooe; XOPlly~8IlKE 80 nptnEI va 
AofJ[3oVETOI Olll-l<.pl0Vo fJE TIe; OOllviEe; nou ooe; 008IlKOV. 
- 110 Tllv oO<.pOAEIO ooe; KOI Tllv UVEIO Ooe; EivOi onopoiTIlTO va OI0[300UE fJE npooox~ Kei8E 
nAIlPo<.popio nou o<.popo TO <poPfJoKO nou ooe; XOPlly~8IlK[ 
- No IJIl OIOTIlPEiTE TO <poPfJOKO OE EPfJeiplO TOU AOUTPOll, YIOTi Il ~EOTIl Kol Il UypOOIO fJnopEi 
va oAAolwoouv TO <P0P\JOKO Kol va TO KOToOT~OOUV Em[3Aol3te; Ylo Tllv uy£io ooe; 
- No fJllv KPOTOTE <POPfJOKo nou 6Ev TO XPEIO~EOTE nMov ~ nou ~Oll txouv A~r,EI 
-1~O~EvoAu_Tf'2.IJ_~~~<'!.A[,-()_<.p_U~ei~T[ oAo TO <.pOPfJOK()_~E_ 0c:rg>aMe; fJ~pOe; 1-I0KPIO CllIG TO TTOI()I~ 

http:noMJfJop<.po
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Tpono<; 0108£011<; : 

To c.pciPfJoKO OUTO xoprlYfiTOI fJ[ IOTplKfl OUVTOV~ 


:3 01 OIKOIOUXOI KGI DVTmpocvmol unoxpEouVTOI Yla Hlv E<POPlJOY~ Tfle; OVWT£PW EYKUKAiou 

4 	 KOTOTIlV TWV OVldT£PW nou£! vo IOXU£I q un' opiEl~, 5254/26-1-2010 £YKUKAIO<; TOU EOcP 

KOlvonoil)orr 
ET 	 PFIZER EAAAI AE H npO'irTAMENH f'../NrHL ['>YEn 


!\[OcDMELOrEION 243 

15451, N It'YXIKO,AnIKH 


EI\ENH KPHTIKOY 

AnOO[KH<; Via £vipY£lo : 

iEEGA/l'IYi 


,'-' .- - :--',' ,- , . , - ""I J;' t 1/"'~r. ::A!\ 	MWOYEiwv 136 
'C, : I 

," .'. i ~:A L 
155 61 A8~vo 

2 Yn Epyooioe; AnooxoAflOfle; & KOIVWVIK~e; Ilpo,o-Tooioe; ·'GB'...... 1... ,jl.'-\1j
iEVIK~ iPOlJlJOTEio KOIVWVIKWV AO<pOAiOEWV i l 

NVOfl Aoc.poA10fle; Ao8£VEIOe; & MflTpOTflWe; 
ITOOiou 29, 101 10 AS~vo .' t, \ I 
(IJE Tflv nopoKAflOfl EVflIJEPWOfll; TL0V Ao<poAIOTIK~V"'! . 'i--... 
TOlJliwv nou nopEXouV YYEIOVOIJIK ~ Ilr riSOAljJfl) '<,: i.,:" . 'C': '\ f<, O!~ Tor tAN N f:i 

j 	 Ilov£AAfl viO IOTPIKO Ll)AAoyu "',,-_~ .. ,_.. ,/,r 

IIAouToPXou 3, 106 7 5 A8~vo 
(IJE Tflv nopoKAflOIl £vfllJEpwoll rwv 
TOTIlKWV IOTPIKWV LuAAoywv Tfle; xcupo<;) 

4 	 nov£AA~vlo cD0PIJOKEUTIKO IuAAoyo 
nElpOIWe; 134 & AyoSlllJEPOU 
118 54 A8~vo 
(fJE Tflv nopoKAflOfl EvrWEpWofle; IWV 
TOTIlKt.0V cD0PIJOKEUTIKWV IuAAoYloJV Tile; xwpoe;) 

5 	 novEAA~VIO EVWOfl ct>OPIJOKOnOlwv 
NooflAEuTIKWV IOPUIJOTWV 
MlxoAoKonouAou 99, 115 27 A8flVO 

6 IKA-cDoPlJ/K~ YnllPwio 
AyKwv/vou 8,102 41 A8~vo 

7 OiA KMooe; cDOPIJOKEUTIK~e; r-1Epi8oAlJ!Il<; 
nOTrloiwv 30, 106 77 A8~vo 

8 	 OiKOC; NOUTOU nElpOIWe; 
K noAOIoMyou 15 
185 35 nElpOIOC; 

9 	 OiKOC; NOUTOU AS~voe; 
iAoUOTWVOe; 2 & nOTflOiwv 
106 77 AO~vo 

10 KEVTPO LlIlAflTIlPIOOEwv 
NOOOKOIJEio noiowv "n& A KUPIOKOU' 
11527iouoi 

11.IcDEE 
AEW<.p KIlc.ploioe; 280 & Ayplviou 3 
152 32 XOMVOPI, AS~vo 

12. novEAA~VIOEvwoll cDOPIJOKoi310IJflXUvioe; 
AOlJljJo 7, 11524 AlJmMKflnOI, A8~vo 

13 	IuAAoyo AVT/nwv cD0PIJOKEUTIKWV Elowv & EIOIK01~TWV 
Oooe; TOTOIOU 
180 XJW E8vIKIle; ooou ASflvwv-/\OfJio<; 
14610 N i=PY8PAIA 
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I\I\YHI 14250-13/1) 
(24n) 

14 	{l,EATio AyopOVOfJiOC; 
rlOvEmoTlwiou 42, 106 79 A8r']vo 

15 TEBE - c.D0PfJOKEUTIK£C; YTHlP£OiEC; 
Ay KWVOTOVTivou 5 
10351 A8HNA 

16 Mil fJtArj LuAMywv 
(OTTWC; 0 TTivOKOC;) 

ELOTEPIKH .lI.IANOMH: 
6/vOrj ctlOp/KWV MEAnwv & ''EPEUvOC; 

2. 	 f::.../VOrj f::.../KWV YTTIlP£OIWV EAtyxou npOIOVTWV 
TfJrifJoEKOOOIlC; & Kwo Ano<pcioEwV 

3 IPOfJfJOTEio ETTIOTlljJoVIKou ~ujJ~ouAiou EYKpioEWV 
4 I pOjJjJOTEio f::...EUTEpO~ci8jJIOU EmoTlljJovlKOu LUfJ~ouAiou 

M2:/ErK 

17 




