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TfjAt<pwvo: 210-6507200 

ErKYKJ\IOI - AnO<l>AIH 

0EMA: Ka8oplolJ6¡ nEpiAn,4Jfj¡ XapaKTn,pIOTlKWV TaU npO"iOVTO¡ KOI <PuMa Oon,Ylwv Yla 
TO Xp¢OTfj <paplJaKEUTlKWV rrpoTOVTWV rrou rrEpr£xouv opaOTIKO OUOTOTIKO 
TICLOPIDINE HYDROCHLORIDE 

"EXOVTE¡ urro4Jn,: 
a) TI¡ oIOTa£EI¡ Tn,¡ KOIV¢¡ YrroupYIK¢¡ Arro<paon,¡ LlYr3 (a) 83657/2005 "nEpl Evapj..l6vlon,¡ Tn,¡ 

EMn,VIK¢¡ NOj..lo8EOia¡ j..IE Tn,V aVTioTOIXn, KOIVOTlK¢ OlaV TOj..l£a Tn,¡ KUKAo<popia¡ 
...................... 

13) Tn,v urr' apI8j..1.: 8673/2/29-1-2009 (Op8¢ E rravoAn,4Jn,) Arro<paon, npo£opou Ll2:lEO<P 
(<PEK.253/13-2-2009) "n£pi j..I£Tal3fl3aon,¡ apj..IOoloTrlTWV OlOU<; Lllw8uVT£¡ TOU EO<P" , 

y) 	 Tn, rVWj..IOTWOn, TOU ETTlOln,j..IOVIKOU 2:uj..Il3ouAiou EYKpioEWV ap.<P-471/4-12-2009 

A n O <l> A I IZO Y M E 

1. 	 H n£piAn,4Jn, XapaKTn,pIOTlKWV TOU npO"jOVTO¡ <papj..laKEUTlKWV rrp0"i6vTwv rrou mpl£Xouv 
opaOlIKo OUOTOTIKO TICLOPIDINE HYDROCHLORIDE opi¤£Tal w<; ££¢¡: 

llEPIAH'PH TnN XAPAKTHPIETIKnN TOY l1PO'iONTOI: 

1. ONOMAl:IA TOY <l>APMAKEYTIKOY TIPOiONTOl: 

2. TIOIOTIKH KAI nOl:OTIKH l:YN0El:H 

TlKAOlllbivl"j UbPOXAO)P1Ktl 250 mg UVG bl(JKio 

3. <l>APMAKOTEXNIKH MOP<I>H 

ElIlKaAu!!tvo !£ A£mo u!tvlO ol(JKio. 

4. KAINIKEl: nAHPO<l>OPIEl: 

http:www.eof.gr


f.lDOKUpDioD TJ UYY£lUK01) OUVU1:0D. 

TJ 

l£pODIUO£GTJ. 
f.l£ 1:UGTJ yw mf.loppuyiu: l£·X· YUG1:PODWD£KUDUKTDAIKO SAKOe; 

/J./J.YEn-E.4250-J3/2 
(240,) 

4.1 @£pan£1)TtKE<; £V()ti!El<; 

ucrO€vde; f.l€ l£P0(j(PU1:0 qK€<PUA1KO €1t€lcroDlO f.l€tWV£t wv KivDDVO VtOD €1t€tcroDioD, 
£!-HppUYf.lUWe; 

L:£ ucrO€vde; f.l£ lcrxmf.liu WD qK£<pU;,OD TJ roD af.l<plºATJmpO€lbTJ l£pocr1:U1:€U€l Ul£O 1:TJV 
£f.l<pUVtcrTJ qK€<paAIKOU £l£€lcr08iOD. 

L:£ ucrO£vde; f.l£ bWAdl£ODcru X(DA01:T)W Y1U 1:TJ f.ldwcrTJ roD KwMvOD KUpDtayynaKwv 


£nf.tcrobiwv. 


OPOATJ'I'TJ KUl DlOpOWcrTJ mf.l0m:wAWKWV UVWf.lUAlWV crroDe; V€<PPol£uOde; Dno xpOVW 

mf.lOKUOupcrTJ cr£ f.lOVUb£e; 1:£XVTJWU V€<PPOU omv DnUPX€l DDcruV€»ia cr1:O 

UKE1:D;,OcrU/clKDAlKO O»U. 


OPOATJ'I'TJ DnO»£lWV uno<ppu»€WV, at 01£oi£e; crDf.lºuivODV f.l€1:U uno £VDocr1:£<pUVIuia 

npoO£crTJ STENT(s) cr£ crDvDDUcrf.l0 f.l€ UK£1:DAOcrUAtKDAIKO o»u. 


4.2 AOGo.A.oyia Kat Tpono<; xopt1YlJGlJ'i 

XOPTJy£iTm uno 1:0D mOf.luroe;. 

Tu DtcrKia l£ptn£l vu Aaf.lºUVOV1:Ut Ka1:U 1:T) DIUPK£W 1:WV Y£Df.lU1:WV. 


EvtjllKec; 
H CJDVTJOTJe; DOcrOAOyiu £ivm tvu btcrKIO Mo <popte; 1:TJV TJf.ltpa KU1:a 1:TJ blUPK£W 1:WV 

Y€Df.la1:WV. 


L:1:TJV m:pin1:wcrTJ 1:T)e; l£pOATJ'I'TJe; Dno»due; Ul£o<ppU»TJe; f.l£1:U Ul£O £vDocr1:£<puvwia 

l£p60£crTJ STENT(s), TJ uywYTJ f.ll£opd va apxis£l af.ltcrwe; l£PW TJ af.l£crwe; f.l£1:U TTJV 

£f.l<j>UT£D<JT) 1:WV STENT(s) Km Ou l£P£7t£l vu crDv£xis£1:m yw l££pil£OD EVU f.lTJVU (2 

DtcrKiu TJf.l£PTJcrlwe;) cr£ cruvDDUcrf.l0 f.l£ UK£1:DAOcrUlctKDAlKO o»u (AL:O) (100 twe; 325 mg 


TJf.lEpTJcriwe;). 


llo.u)ui 

6£V £vD£iKVDWl, £K1:Oe; Ul£O £»mp£UK£e; n£plmWG£le;. 


HllK1W}ltVo. aro}lo. 
Ot ¼U(JlK£e; KAIVIKSe; f.l£A£1:£e; EXODV Dl£»UXOd G£ uGO£vde; f.l£ f.l£GO opo TJAIKiue; 64 £TWV. 

Av Km TJ <pUpf.lUKOKlVTJUKTJ 1:TJe; uKAo1tlDiVT)e; f.l£WºUAA£1:m GW TJAIKlWf.lEVU urof.lU, 

<puPf.lUKo;,oyudl KUt TJ O£PUl££DUKij DpUGTJ Gro DOGO/cOYlKO GXTJf.lU 1:WV 500 mg 


TJf.lEpTJGiwe; D£V £nTJP£USoVWl uno 1:TJv TJ/clKia. 


4.3 AVT£V()ti!tl<; 

Amjlvrec;: 
- Alf.l0PPUYlKTJ 
- 0PYUVIKU 1:PUUf.lUW 

KU1:a 

2 

http:GXTJf.lU
http:cruvDDUcrf.l0
http:crDvDDUcrf.l0
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llllYEII-E.4250-J3/2 

(24a) 

Ka9ws 10 <pUplJ.aKO ÒlE'WÓOAiSE'W1 mWKAE1CrUKa (H"O l1nap, nptnE1 vu XOP11ydrat IJ.E 
np000Xl1 0E U00EVEiS IJ.E EÔU00EV11lJ.tv11 11nuuKij AEnoupyiu Kat EaV EIJ.<pUVmOEi 
11nutiuou 11 iKtEPOS va OtaK01ttEtat 11 XOPl1Y11011 'Wu Kat va OlEÔaYEtat £AEYXor; t11S 
11nuuKijr; AEnoupyim;. 

4.5 	 All:'1J..&1tlOpa(H:1C; Jll> alia <papJlaKEUT1KU npoiOVTa Kat aAAEC; JlOp<pi:C; 
alillAEnibpaCJllC; 

J:vvdvau}loi nov napovuui(ovv aV?,1/}livo Kivovvo al}loppariac;: 

MYf mepoel(55 avrlrpJ.£y;.wvwbl1 rpapf1.aKa (NSAIDs) 
A uÕaVEtat 0 KlVOUVOr; atlJ.oppuyim; (0UV£PYEta t11r; avu0uYKOA/.11uKTjr; 0pU011r; tOW 
atlJ.0nEtuAlrov IJ.E tllv EpEOmuKij opa011 trov NSAIDs Ent tOU 
ymHpoorooEKUOaKtuA1KOU ÓA£VVOyOVOu). Eav EiVat unupuh11t11 11 XOPTJY11011 'n';tOlrov 
<pUPIJ.UKEUUKWV npo'iovtrov anUnElrat (H"EVTJ KA1V1KTj Kat EPYU0t11ptaKTj 
nupaKOAou011011 tOU U00EVOUS. 

A vnazf1.071£ra},WKo. 
A uÕaVEtat 0 KlVOUVOS atlJ.oppayius (0UV£pyEta t11S UVt1GUYKOAA11uKTjS Opa011S trov 
atIJ.OnE'WAirov). Euv EiVat unupuh11t11 11 XOPTJY11011 tttOlroV <pUPIJ.UKEUt1KWV npoi:ovtrov 
unmtEitat 0tEVl1 KAtV1KTj Kat EPYU0T11PtaKij nupuKOAOU011011 TOU U00EVOUS. 

IW.IKV},IKo. napo.ywya 
AUÕUVE'W1 0 KlVDUVOr; atlJ.oppuyias (0UVtpYEta T11S UVU0UYKOAA11uKTjS DpU011r; TroV 
atlJ.OnEtUAirov Kat t11S EpEOmuKijs 0PU011S TroV 0UA1KUA1Kc.DV napuywyrov Eni 'Wu 
yucnpoDrooEKUDUKtuA1KOU ÓAEWOyoVOD). Euv ElVat unapuh11t11 11 XOPTJY11011 TETOlrov 
<pUPIJ.UKEUUKWV npoi:ovtrov UnanElTat 0tEVl1 KA1V1KTJ Kat EPYU0t11ptaKTj 
napuKOAOU011011 'WU U00EVOUS. l:t11V nEpinTro011 EVDO(H"E<pUVtaiuS npoOE011S 
STENT(s), ÓA. napuypu<po 4.4 «E1D1K£S npOEtDOnOl110EtS Kat npo<pUAUÔEtS KUtU t11 

XPÖ(11»· 

A VWTl1KrlKo. ano rov mOf1.aroc; 

AUÕUVE'Wt 0 KivouvoS atlJ.oppuyiuS (0DVDUU01J.0S T11S uvun11KuKTJS DPU0UK01:11TaS Kat 
t11S uVU0UYKOM11uKTjS DPU011S trov atIJ.OnEwAirov). Euv Eivat anapait11t11 11 XOPTJY11011 
TtT01roV <paPIJ.UKEDUKWV npoi:ovtrov ununEltat 0TEVTJ KAlVtKTJ Kat ÓlOX111l1Kij 
nupuKoAOU011011 'WU a00EvouS (INR). 

Hnapivc:c; 

AUÕUVETat 0 KivouvoS atllOppayius (0uvOUa01J.0s 1:11S uvun11KuKijs oPU0UKOt11tUS Kat 
t11S UVTIGUYKOAA11uKTjS DPU011S Trov atlJ.onETaAlrov). Euv EiVat unupui1:11T11 11 XOPl1Y11011 
nhOlrov <pUPIJ.UKEUUKc.DV npo'iovTrov ananElTat 0n;vTJ KAtVtKTj Kat ÓlOX11lJ.tKTj (APTT). 

J:vvdvau}loi nov analTOVV e101Kic; npmpvl6.?,elC;: 

19WrpvMivl1 

AUÕ11(J11 TroV E1tlntDrov O£O<PDlJjv11S 0TO nAU0IJ.U 'WD ailJ.u'WS IJ.E KivDuvo 
unEpo000AoyiuS (IJ.Elro011 1:11S nAa0JlauKijs KUOUP011S OEO<PDAAIV11S). l:uvmtutat 
KAtVtKij napaKoAou011011 Kat EUV EiVat unupalT11tO IJ.tTP11011 Trov E1tlntDrov 9£O<puAAivllS 
0tO nAa0IJ.U. 
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<l>UPJlUKoEl€pum::uu'IC'ij Ku'trrYopiu: AV't1atJlO1£€"CUAIUKOC; 1£upa:yov"CUc; 

KWD1KOC; A TC: BO 1 A C05. 

IJ tlKAomDivT] civat tvuc; uvua'to/ctuc; 'tT]C; (JUaaropcuaT]C; 'trov atJlo1£€"CUAirov. TIPOKUAci 

uvaAoyu Jl€ 'tTl MaT], uvua'totdj 'tT]C; auaarop€uaT]C; 'trov atJlO1£€'tUAtrov Kat 

um:AcuOtproaT] OPlaJltvrov 1£upuyov't(ov KUOro<; Kat 1£upa"CUaT] 'tou 

xpovou poijc; "COu ui�.ta'toC;. To <PaPIlUKO D€V EX€l SJl<Puvij in vitro DpUa'tlKo'tT]"CU uUa 
1l0VO in vivo, uv Kat DSV umipxouv G'tOlXciu yta Ka1£OlO SV€pyo JlS'tUSOAtrT]. 

H nKAomDivT] uv'tuyrovi(pat 'tTl auaaropcuaT] 'trov atJlo1£s'tuAirov, uvua'tEAAov"CUC; 'tT]v 

tvwaT] "COU ADP, u1£suOuvou yta 'tT]v 1VroDOYEVSGT], a'tT]v KUUUptKij IlsJlBpavT]. H 

uKAomDivT] D€V uvua'tEAAs1 'tT]V KUKAOO6UyovaaT], o1£ro<; aUJlBuivS1 Ils 'to 

uK£wAoauA1KUA1KO O6D. To KUKA1KO- AMP nov at lo1£s"CUAlrov 0€V <pUiVE'tat VU 1£uit;:sl 

POAO G'tO JlT]XUVlaJlO DpaaT]<; 'tou. 

o xpovo<; 1£ij6T]C; om:.o<; Jls'tpa'tat IlS 'tTl JltOooo Ivy, IlS 1£splSpuX10V10 u1£o 1£isaT] a"CU 40 

mmHg sivat "COu/caXla"COv 2 <poptc; JlEyUAU'tSpOC; as axtaT] IlS U<; UPX1Kt<; u ltC;. I-I 

1£upa"CUaT] "COU xpovou rri]6T]<; "COU uiJlu'to<; Xropi<; 'tT] xpijaT] 1£sp1SpuXIOVlOU sivat 
A1Y6'tSpO SJl<puvijC;. 

L'tOU<; 1£EPlaao'tspou<; uaOsvci<;, Jliu SSDOJlaDU Ils'ta 'tT] OtaKo1£ij 'tT]C; Ospu1£du<;, 0 
xpOVOC; 1£ij6T]C; Kat 01 Aomt<; ASl'tOUPY1KtC; E6S'taaS1C; 'trov atJlo1£s'tuAlrov muvEPxoV'tat 

a'tlC; <pU(JlOAO),lKt<; UJlt<;. 

Avua"COAij 'tT]<; auaaropcuaT]C; 'trov atJlo1£s'tuAirov 1£upu'tT]pstrat 't1<; ODO 1£pro'tsc; T]Jltpsc; 
u1£o 'tTl xopijyT]aT] 'tT]<; uKAomoivT]C; 250 mg, 2 <poptc; T]llspT]alroc;. To JltYla'to 

uvnatllo1£s"CUAtaKo u1£o'ttlcsa lu smwYXav€'tat 5 tro<; 8 TIJltpsC; JlE'ta 'tT] xopijYT]aT] 250 

mg, 2 <poptc; T]JlspT]airoc;. 

LS OEpu1£cun'lC'ij ooaT] 'to <pUpJlUKO uvua'ttAAs1 KU'tU 50-70% 'tT]v atllo1£s'tuAluKij 

auoaropcuaT], TT]V 1£poKUAOullSVTj u1£o 'tT]v ADP (2,5 Ilmol/J). MIKPO'tSPEC; DoaE1<; 

auvoo£uov'tat u1£o 1l1KpOrSpT] uvua"COAij 'tT]C; auaaropEUaT]C; nov atJlo1£nuAirov. 

To u1£o'ttASoJlU 'tT]C; uKAOmoivT]<; (J'tov Kivouvo UYYS1UKrov mSlaooirov JlSASri]OT]KE as 

UPKS'ttC; W<pAte;, E/"EyXOJlEVEe; KAIV1Kte; JlSIv£'tSe;. 

LS Ilta JlEAt'tT] 1£ou aUYKpivE1 'ttKAomoivT] Kat UKSWAoaUA1KUA1KO o6U (MSAt'tT] 
T1KAOmoivT]C; AKEwAoaUAtKUA1KOU o6toc; as AYYStaKO EYKE<PUAIKO E1£E1aoolO ij 

TASS), dxuv aUJl1£sptAT]<p9d 3.069 uo9€Vde; 1£ou sixuv u1£oaTsi 1£upoo1'lC'ij 1axatJl1Kij 

1£poaSoAij ij SAU<pPU EyKS<pU/"lKO S1£SlaOOlO Kat 1£upuKoAou9ijOllKuv yta "COUAaXla"COV 2 

troe; Kat 5 xpOV1U. Ku'tu 'tT] OlUPKSta TIle; JlS/"t'tT]e;, T] 'ttKAomoivT] SAUUrom:: allJluv1:lKU 

"COV Kivouvo 9uvu'tT]<popou ij JlT] UYYEtaKOU qKE<pUA1KOD sm:laooiou KU'ta 27% 

(p=O,OII) as aD),KplaT] JlS "CO uKswAOaUA1KUAtKO o6u. Ku'tu 'tTl OlUPKSta "COU 1£pro"COu 

xpovou, o'tuv 0 Kivouvoe; UYYEtaKOU qK€<PUA1KOD mSlaooiou dvat IlqUAU'tSP0C;, T] 
sAO.T'troaT] "COU KtVOUVOU UYYStaKOU E)'KS<pUA1KOU mSlaooiou (9uvu't'1l<poPOU ij 1lT]) as 
aUYKPlaT] JlE "CO uKEwAoauA1KUA1KO o6u ij'tuv 48%. 
H £AUT'troaT] ij"CUv OJlOta as aVOPE<; Kat yuvuinc;. 
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L'1L'1YEn-E.4250-J3/2 
(24u) 

LE fltU )lEA.£tT] nou alrYKplVE TlKAo1tloivT) K(u placebo (TT)V AflEpIKavo-KavaolK1) 
MEAETT) TlKA01tloivT)s, 1) CATS), 1.073 aa8Evds 01 onolOl dXav E)lnnpiu ano 
npoTj'youflEVO a8T)p08po)l´WTlKO £YK£<.paAlKo dXav Kav£1 8Epanda )lEXPl 3 xpOVta. H 

TlKAomoivTl EAaHwaE aTl)laVTlKa TOV OAIKO Klvouvo EYKE<.paAIKou KaTa 34% (p=0,017) 
m: aUYKptaTl )l£ TO placebo. KaLa TOV nprino xpovo, T) EAaHWaTl TOU KIVOUVOU 
)lOlpaiou K(u 0Xl flOlpaiou EYKE<paAtKOU tvavTl TOU placebo 1)TaV 33%. 

LE )lla )lEA.£'tT) nou aUYKptvE 'tT)v TlKAo1tloivT) K(u TO placebo (T) LOUT)OlK1) fIOAUKEVTPlKij 
MEA.£TTl TlKA01tloivTls 1) STIMS) dXav au)lnEptATl<.p8d 687 aa8Evds )l£ otaAdnouaa 
xwAOTTl'tU. H )ltaTl blapKna napaKOAOu8TlaTls aa8£vous, ano T1lV daobo 'tou EWs tT]V 
TE},tKij astoAoYTlaTl 1)Tav 5,6 xpOVta. 

H TlKAom8ivTl £AaTTwa£ aT)flaVTlKa 'tTl auVOAtKij 8VTlat)lOT1lTa KaTa 29% (p=O,O 15). H 

auxvoT1lTa £fl<PaVtaT)s KapblaKrov K(u ayynaKrov EYK£<paAtKrov m£ta08iwv 
(8avaTTl<.popwV 1) )lTl) )lEtro8T)KE KaTa 41 % (p=0,007). 

5.2 <l>apl1aKOKIVTJTlKi:C; IOIOTTJTEC; 

METa TT) xop1)YT)aTl fltas Ka80pta)ltvT)s 86O'Tls uno 'to mOfla T) TlKAo1tlbivTl E)l<paviS£l 
Taxda anoppo<PTlaT) K(u Tl )ltYlO''tT) auYKtvTPWO'Tl aTO nAaafla £)l<paviSETal nEpinou 8U0 

roPES fl£'t6. 'tTl A1)'VT). 

H anoppo<.pT)O'Tl dv(U npaKTlKa nA1)PTls. H xop1)YT)aTl 'tTls TlKAom8ivTls flET6. Ta YEUflaTa 
´£ATlroVEl TTl ´toOta8EatflOTTlTa. 

To. 8£panEUTlKa minEoa O''to nAaafla £fl<.paviSoVTUl )lETa ano 7 tws 10 )ltPEs fl£'ta uno 
xop1)YTlaT) 250 mg 2 <.pOpES Tl)l£pT)O'iws· 0 )lEaOs xpovos T)fliO'nas antKKptO'T)s tT]s 
TlKAombivTls, aE 8EpanCUTlKa EninEba, dv(U n£pinou 30 flE 50 ropES' QaToao, T) 
avumoA1) 'tT)s auO'arop£uaT)s TWV (Uflon£TaAiwv 8£v ax£'tisETal fl£ Ta £n1n£ba TOU 
<.papfl6.Kou O'TO n),aafla. 

H TlKAomoivTl )l£Ta´oAiS£Tat KUpiwS mo 1)nap. M£Ta TTlV ano TOU aTOflaTOs xop1)YTlO'Tl 
pa8to£maTlflaafltvTls TlKAom8ivTls, 'to 50-60% am1)s av£upiaK£'t(u aTa oupa K(u TO 
unoAomo aTa Konpava. 

5.3 npOlU-IV1KU OEOOJ1Eva Yla TTJV a(HpUAtla 

L1£V £<.pap)lOS£Tat. 

6. <I> APMAKEYTIKKE nAHPO<l>OPIEI: 

6.1 KaTuAoy0C; EKOOXroV 

6.2 A(j\)J10aTOTTJTEC; 

L1£V £<pap)los£Tat. 
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(24u) 

6.3 ,1UiPKE1U \(I}it" 

7. KATOXO'E THI: A,1EIAI: KYKAO<l>OPIAI: 

8. API0MOI: A,1EIAI: KYKAO<l>OPIAI: 

9. HMEPOMHNIA np!!THI: ErKPII:HI:/ANANE!!I:HI: THI: A,1EIAI: 

10. HMEPOMHNIA ANA0E!!PHI:HI: TOY KEIMENOY 

2. To $0""0 Via TO Xp]aHI cpaplJaKEUTIKwV TTpoIoVTWV TTOU m:pl£Xouv opaaTIKo 
aUaTaTlKO TICLOPIDINE HYDROCHLORIDE Opi(HOI w<; £^]<;: 

«I>YAAO OAHrInN rIA TO XPHI:TH 

1. IIPOI:,1IOPII:MOI: <l>APMAKEYTIKOY IIPOi'ONTOI: 

1.1 UVOJ.1u: ,110'Kiu E1tlKUl:uJ.1J.1tvu J.1E UI-lEVLO, 

250 mg/OUJKio 

1.2 I:vveE(r'1: 
LJpa(Twclj oV(fia: TUCAOmOlVll ubPOXA(J)puC11 (Ticlopidine 

I ) 
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(24u) 

Tu <papJlUKU Jl1WPOUV vu Ã0110tl(JOUV rous uppW(JtOUe;, Jl1WPOUV OJlWe; VU 

0111110UPYtl(JOUV Kat 1tpOÃAtlJlUtU, OtUV uura OEV AUJlÃaVOVtat (JUJl<pWVU JlE ue; 0011y1Es· 


1m to (JUYKt:KPIJl€VO <papJlUKO ot:v 1tPE1tt:l VU to 1taPEtt: uv eXEtt:: 


- AIJlOPPUYIKtl 1tPOOlaOt:(J11· 

- 0pYUVIKa tPUUJlUta Jlt: ta(J11 YIU atJloppuyiu: 1t·X YU(JtPOOWOt:KUOUKtUAtKO €AKOe; 


Kura 

t11 OlaPKt:lU rou 1tUpoÄu(JJlOU, atJlOPPUYIKO qKE<pUAIKO t:1tt:tcr60l0 KUta t11 OlaPKt:lU 

tT]<; 
oÄdue; <pa(J11e;. 

- A1JlUtOAOY1K€e; 01UtapUXEe; 01 01tOtt:e; 1tPOKUAOUV 1tupata(J11 tOU xpovou potle;· 

- IoroPlKO UAAt:pyiue; (U1tt:Pt:UUtcr011oiue;) Ot11V ttKAo1tloiV11 tl (Jt: 01t0l00tl1tOtt: aUo 

(JuotUttKO 

tOU <pUPJlaKOU. 
- IOroPIKO At:UK01tEViue;, OpOJlÃ01tt:V1Ue; Kat UKOKKlOKUttUpatJliue;. 

- Ei(Jtt: €yKUoe; tl 0l1AaSEtt:. 

2.4.1 1EvIKa: 

II pOeU)01rol1'j (Jeu:; 

'Exouv 1tUPUt11P110d atJluroAOY1K€e; Kat atJlOppUYIKEe; OlUtUpUxEe; Jlt: (JUVtlOwe; (JOÃUp€e; 

Kat W:pIKEe; <pOpEe; OUVat11<PopEe; (JUV€1tEIt:e; (ÃA. 1tUpaypu<po 2.8 «A VE1tlOUJl11tt:e; 

t:VEPYElt:e;») . 

AmEe; 01 (JOÃUpEe; UV£1ttOUJl11tt:e; EVEpYEtt:e; (JuvtlOwe; (JXt:t1SOVtat Jlt:: 
ITA11JlJlt:Atl 1tUPUKO/cOU011(J11 rou u(JOt:voue;, KUOUcrtEP11(J11 tT]e; ouiYVW(J11e; Kat Jl11 
Atl'1'l1 nov KUtaA)'11AWV Ot:pum:unKWV JlEtPWV. 
TuuroXPOV11 XOPtlY1l<J11 Jlt: UVtl1t11KtlKa tl UVnatJl01tt:tU/,IUKa, 01tWe; to 
UKEtUAO(JUAtKUAIKO oÄu Kat tU Jl11 crtt:POEl0tl UVtl<pMYJlOvwo11 <papJlUKU. Q(JtO(JO, 

(Jt11V 1tEpi1ttW(J11 t11e; t:VOO(Jtt:<pUVlUiae; 1tpOOt:(J11e; STENT(s) 11 nKAo1tloiV11 Jl1topd vu 
(JUVOUU(Jtt:l Jlt: UKEtU/cO(JUAtKUAtKO oÄu (100 EWe; 325 mg 11Jlt:p11(JIWe;) YIU 1tt:pi1toU 

€VU JltlVU W:ta t11v EJl<PUtt:U(J11· 

n' UUtO to AOYO Eivat (J11JlUVUKO vu UKO/I.OUOOUVtat 1tl(Jta 01 0011Y1t:e; o(Jov u<popa (Jne; 

t:VoEiÄEle;, ttC; 1tpO<pUAaÄEle; KUta t11 XPtl(J11 Kat ne; uVtt:VodÄt:te; 01tWe; uutee; UVU<pEPOVtat 
crtTJV aOElU tOU 1tPOtOVtOe;. 

IIpotpvla(lJlI:; 

Alp,arOAOYlKOC; {:;AcyXOC; 
L:uvtcrtatat YEVtKtl t:Äetu(J11 uiJluroc; JlE II.t:UKOKUttUPIKO ru1tO Kat Jl€tp11(J11 tWV 
atJlO1tt:taAlwv KUta t11V €vUPÄl1 t11e; OEpU1tduC; Kat KUt01tlV KaOt: Ot:utt:P11 t:ÃOOJlaOU ylU 
tOUe; 3 1tprotoue; JltlVEe; Ot:pu1tdue; Kat EVtOe; 15 11Jlt:Prov JlEta tT] OlU KOnij t11e; OEpundue; 
Jlt: tlKA01tl01V11 t:av 11 Ot:punEiu OIUK01td Jl£(Ju (JtOUe; 3 1tpwroue; JltlVEe;. 
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2.:E nEpirl:'trocrl1 EnElYOucruC; XEtPOUpYIKi)C; EnE/lpucrl1C;, 3 OEpunEuuKEC; uyroYEC; npEnEl vu 

Eq>UP/lO<JOouv ¿Exropl(J"Ca i) crE <Juvouu<J/lO ylU vu uno<pEux0d. 0 K1VOUVOC; at/loppuyiuC; 
Kat nupa"Cucrl1<; "COU xpovou poi)C;: EnUVUAU/lPUVO/lEVl1 xopi)Yl1crl1 0,5-1 mg/kg 

/lEOUAnpEoV1SOAOVl1C; i.v., oEcr/lonpEcmivl1 <JE oocroAoyiu 0,2-0,4 Jlg/kg, /lE"Cayytcrl1 
at/lOnE"Cuj..lroV. 

H7CaTlK( o.w:mipKE:w: 
KuOwC; "Co q>ap/lUKO JlEWPOAtSE"Cat UnOKAElcruKa cr"CO i)nup, npen£l vu XOPl1YEi'rat JlE 
npo<Joxi) crE UcrOEVd.<; JlE E¿ucrOEVl1/lEvl1 l1nUuKT) Acnoupyiu Kat EaV EJlq>UVtcrOd. 
l1nunu8u i) iK"CEPOC; VU blUKOn"CE"Cat 11 xopi)Yl1<Ji) "COU Kat VU blE¿aYE"Cat EAEyX0<; "C11C; 

TlnU1:1KT)C; AEt"COUpyiuC;. 

2.4.2 HAtKtOlJl&vOl: 

IcrXUEl 0,1:1 Kat ylU "COUC; EVi)AIKEC;. 

2.4.3 KUT)O"T): 


H (10q>aAEta "COU q>Up/laKOU bEV EXEl EmpEpatroOd. <J'tl1V EyKU/lO<JUVl1. H 1:1KAom8ivl1 bEV 


npenEl VU XPl1<Jl/lOnOlEhat KU"Ca "C11 &lapKE1U "C11C; EyKU/lOcrUVl1<;, EK"COC; EaV KpivEW1 

UnOAU"Cro<; unupUltl1"CO uno "COV OEpanovw. 


2.4.4 rUAOUXlu: 

Av 811AaS£"CE /ll1v nap£"CE uKAom&ivl1, EK"COC; Eav KpivE"Cat unoAu"Cro<; unupultl1"CO uno 
"COV OEpanov"Cu, En£loi) 11 U<Jq>aAE1U "COD q>upJlaKOU npo<; "CO PPEq>O<; OEV EXE1 
EmpE pmroO£i. 

2.4.5 nUloui: 

t.ev XOPl1YEltat <J'tU natOla. 

2.4.6 E1tlopuO"T) o"TT)V lKUVOTT)TU OOTIYT)UT)C; KUt XElptO"JlOU JlT)Xuvrov: 

t.EV Emopa. 

2.4.7 IomlTEpEC; 1tPOEtOO1tOltlO"E1C; YlU TU 1tEptEXOJlEVU tKOOXU: 

t.EV Eq>UpJlOSE"CUl. 

2.5 AliT)AE1tlOpao"E1C; JlE aliu CPUPJlUKEUT1Ka 1tPOiOVTU tl ouO"iI::c;: 

TIP1V napE"C£ "Co q>apJlUKO npEnEl vu EX£"C£ £Vl1JlEPW<JEl "Co yta"Cpo cruc; yta KaOE aAAo 

q>apJlUKO nou wxov nuipvE"CE, UKOJlU Kat uma nou OEV one; EXOUV XOPl1Yl10d. /lE 
crUV"Cuyi). 

Ivw)va(J}loi 1COV 1Capov(Juil;ovv aV�1f}livo Kivt5vvo aI}loppayiac;: 

M11 (JU:pOfZl5) avruphypoVW(j11 qJ6.ppaKa (N!:;'AIDs) 

AuÀaVE"Cat 0 Kiv&uvoC; at/loppuyiu<; (crUVEPYEIU "C11e; uvucruYKOAATl"ClKi)e; &pacrl1e; 'trov 

atllOnE1:uAirov Jl£ 1:l1V Ep£OlcrUKi) bpacrl1 1:(OV NSAIDs Eni "COU 
YU<J1:POOroOEKUbUKWAIKOU PAEWOyOVOU). Eav £lVat unupui'rl11:l1 11 xopi)YTlcrl1 1:E"COlrov 
q>UPJlUKW1:lKIDV npo'1:oV'rrov ununEi1:m cr"CEVi) KA1V1KT) Kat EpyUcr'tTlPIUKT) 
nupum/.ouOl1crl1 "COU ucrOEVOUe;. 

IS 



crTT] cr1)YKOAA11cr11 TWV 

Ill I . .wppayiae; 

L'!.L'!. YEO-E.4250-13/2 
(24u) 

A VTwlflOnEraAla1aJ. 

A1)åaV€Tat 0 Kivæ1)voe; atllOppayia:; (cmvEpyt:ta TT]:; avncmYKOAA11nKi]e; æpacr11e; TWV 
IllIl0n£TaAiwv). Euv £ivlll anapaiT11T11 11 X.oPi]Y11cr11 T€WHOV <papllaK£1)TtKwV np0'iovTwv 
analT£tTlll crT£vi] KAlVIKi] Kat £pyacrTT]plaKi] napaKoAou911cr11 W1) acr9£voue;. 

IaA1KVA1Ka 1[o.paywyo. 

AUåUV£,[(ll 0 KiVæ1)voe; (cr1)V€PY£W T11e; avncr1)YKOAA11nKi]e; bpucr11e; TWV 
atllOn£TaAiwv Kill TT]:; £p£9tcrnKi]e; æpU011e; TWV craAtKUAIKWV napaywywv £ni T01) 
yacHpobwb£KabaKTUAIKOU PA£WoyOV01»). Euv ElVIll anapatT11T11 11 XOPi]Y11cr11 TETOlWV 
qmpllaKWTtKWV npo'iovTWV anau£i'rlll crT£vi] KAlVIKi] Kill £PyacrT11plaKTj 
napaKoAou911cr11 W1) acr9£voue;. LT11V n£pimwcr11 £vbOCn€<paVlaiae; np09W11e; 
STENT(s), Pl... napuypacpo 2.6 «çocroAoyia Kill 'tponoe; XOPi]Y11cr119> Kill 2.4 «EtblK€e; 
npO€læOnoli]cr£le; Kat npoq)1)AUè€te; Ka'tU 't11 )'jJi]cr11». 

AVWrrl'alKa 0.1[0 rov aroflaroc; 

AUåUV£Tat 0 Kivb1)VOe; atllOppayiae; (crWb1)acrIlO:; T11e; aV't11t11KT1KTj:; bpacrnKo't11Ta:; Kat 
't11:; avncmYKOM11nKi]e; bpucr11e; 'tWV IllIl0nHaAiwv). Euv dvat anapai't11TT] 11 XOPi]Y11cr11 
't€'tOlWV <papllaKwnKWV npoi:6vn))v ananEl'tat m£vi] KAlVIKi] Kat PlOX111l1KT] 
napaKoAou911cr11 W1) acr9€vou:; (INR). 

HnapivEC; 

AUåUV£Tal 0 Kivb1)VO:; atllOppayiae; (cmvb1)acrIlO:; 't11C; avnn11K'ttKTj:; bpacrnKOTT]TaC; Kat 
't11:; aVTtcmYKOAA11nKi]C; æPucr11C; 'tWV atIlOn£TaAiwv). Euv ElVat anapai't11't11 11 XOPi]Y11cr11 
'tE'tOlWV <papllaKWTtKWV npoi:ov'twv anauEiTal m£vi] KAIVIKTj Kill PlOX111l1Ki] 
napaKoAou911cr11 W1) acr9£vouC; (APTT). 

l:vvdvo.GJloi nov analTovv EldlldC; npotpv}.a!;EIC;: 

eCOrpvMivrJ 

AUål1cr11 n))v £1tlntæwv 9£O<p1)AAiv11C; crw nAacrlla W1) aillawc; Il£ Kivb1)vO 

1)n£pbocroAoyiac; (IlElwcr11 't11:; nAacrllanKTj:; Ku9apcr11C; 9£O<p1)AAlv11:;). L1)Vtcr'tUTal 

KAlVIKT] napaKoAou911cr11 Kat €UV ElVIll anapai't11w 1l£'tP11011 TWV €1tlnEbwv 9£O<p1)AAiv11:; 

crro nAucrlla. 

Xp£lUS€Tat npocraplloyi] W1) bOcrOAOYIKOU crxi]llaw:; 't11e; 9£O<p1)Miv11:; Ka'tu T11 

blUPK£W Kill 1l£'tU W 't€AOC; TT]e; EkpanEiac; 11£ nKAo1tlbiv11· 


L1lyo>fvrJ 

H Ol)yxoPi]Y11cr11 nKAo1tlbiv11:; Kal ætyoèiv11:; npoKaAEi €Aa<ppu ll€iwcr11 (n€ptno1) 15%) 

wu £1tlnEbo1) TT]e; btyoèiv11C; crw nAucrlla. ç£V £1t11P€US£l T11 9£panwnKTj 

anOT€AWllanKo't11Ta 't11:; olyoèiv11C;· 


(j)D./vo{Jo.p{JmiArJ 


L€ 1)YIEl:; £9€AOV't£:; 11 avacrTaAnKTj bpucr11 T11:; 'tlKAo1tlbiv11:; 

atflOn£TaA1WV O€V €1t11P£US€Tat ano T11 xpovla xoPi]Y11cr11 <patvopapPlTuA11:;· 


(j)D./ vvro IVrJ 


M£A£U;:; in vitro £b€låaV on 11 TtKAo1tlbiv11 b€v IlHaPUAA€l T11 O€crll£1)cr11 't11:; 

<pUlV1)wtv11e; 11£ nc; npWT€lV€:; T01) nAucrllaw:;. QcrTOcrO 11 aAA11A£niopacr11 't11C; 
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TtKl..om8i.VTJ<; Kat TWV Ï.U:;La{3oAm:OV TTJ<; 11£ TTJV 1tPUH£lV1Ki] i5tCJ!l£UCJTJ &£V {;XOUV 
11£A£TTJeEi in vivo. L1taVta txouv avaq>£ped U'VTJAa £1ti1t£&a q>atVUT01:VTJ<; Kat KaT' 
£1tEKLaCJTJ TOÌlKOTllLa OLaV CJUYXOPTJY£lTat TtKAombivTJ· To q>aPllaKO aUTO ea 1tpt1t£l va 
&iV£Lal 11£ 1tpoCJoxfl CJ£ CJuv8uaCJI1o 11£ TtKAom8ivTJ Kat ea rlLaV CJKomllo va 
£1tav£m{3£{3atWeOuv La £1t11t£8a TT)<; q>atVUTOlvTJ<; CJTO 1tAaCJlla. 

L£ KAtVtKt<; 8oKlIl{;<; TJ TtKAom8iVT) XOPTJYrleTJK£ CJ£ CJuv8uaCJIlo 11£ {3-avaCJToAd<;, 
aVaCJTOA£l<; 8taUAWV aCJp£CJTiou Kat &lOUPTJnKa: [I,£V avaq>tpeTJK£ Kallta KAtvt1Ca 
CJTJllavnKi] aMTJA£1ti8paCJTJ. 

L£ 1tOAU CJ1taVl£<; 1t£pmUi)CJ£l<; tXEt avaq>£peEi IldwCJTJ TWV £1tmt8wv TTJ<; KUKAoCJ1topiVT)<; 
CJTO ailla. ft' aUTO, La £1t1.1t£8a TTJ<; KUKAoCJ1tOpiV11<; CJTO ailla ea 1tPE1t£t va £AtYXOVTCll 
CJ£ 1t£pmTroCJ£t<; CJUnOPrlYTJcrT)<;. 

XOPTJY£lTat a1to LOU CJTOl1aTo<;. 
Ta 8wKia 1tpt1t£t va Aal1PaVOVLat KaTa TTJ &taPK£ta TWV Y£UllaTwv. 

EVlj).l1Cer;; 

H Ol)vrle11<; &oCJoAoyia dvat tva &wKio ovo q>opt<; TTJV TJlltpa KaTa TTJ 81aPKEta TWV 
YWl1aTWV. 

LTT)V 1t£pi1tTwcrT) TTJ<; 1tPOA11'VTJ<; u1toÌEia<; a1toq>paÌ11<; I1£Ta a1to £v8oCJT£q>avtaia 
1tpOewTJ STENT(s), 11 aywYrl l11topd va apxiÍ£t al1tCJw<; 1tptV rl alltCJw<; /..1,ETa TTJV 
£1lq>uTWCJ11 TWV STENT(s) Kat ea 1tpt1t£t va CJUV£XiÍ£Tat yta 1t£pi1tou tva I1rlva (2 

8tCJKia TJIl£PTJCJiw<;) CJ£ CJuv8uaCJI1o 11£ aK£TUAoCJaAtKUAtKO oÌu (ALa) (100 tw<; 325 mg 

TJ IlEPTJCJiw<;). 

IlalouJ. 

[I,£V £v8EiKYUTat, £K'"Co<; a1to £ÌatP£TtKt<; 1t£pt1tTroCJ£t<;. 

H).'Klwpiva aropa 

at ÎamKt<; KAtV1Kt<; I1£AtT£<; tXOUV 8t£ÌaXeEi CJ£ aCJe£vd<; 11£ IlECJO opo TJA1Kia<; 64 £TroV. 
Av Kat 11 q>apl1aKOKlV11TtKi] TTJ<; TtKAom8ivTJ<; I1£La{3aAA£Tat CJLa 11A1KtWIlEva aTOlla, TJ 
q>aPllaKoAoytKi] Kat e£pa1t£unKi] 8paCJ11 CJTO 80CJOAOY1KO CJXTllla TWV 500 mg 

TJIl£PTJCJiw<; o£v £1tTJp£aÍOVTat a1to TTJV TJAtria. 

2.7 Y 1ttpOoGoJ..oyia A VTllltTOO1tlGTJ: -

BamÍ61l£vot CJLl(; q>aPllaKo8uval1tKt<; t810TTJT£<; TT)<; nKAom8ivTJ<; umxPX£t TJ meaVOTTJLa 
atIlOppayia<;. 

L£ 1t£pi1tTWCJ11 U1t£p&oCJoAoyia<;, CJUVtCJTaLat 1tAUCJTJ CJTOllaXOU Kat Arl'VTJ a)",,-WV Y£VtKWV 
U1tOCJTT)PtKTtKWV I1ETPWV. 
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UA }3dOlLTI D1nrll},8Au:3 l})llWTId3g D1 l}20.y 'AC9d3TIU A(I)A.J,(O SQ2A3 lD2AO)!AUdlD:3 
D1UTIC921LTIo.D D1 }3lLO)lDlg U}3lLud38 U Al}3 'AC9d31iu I I A(I)2C9dlL A(I)2 SQ2A3 odQ AOD;ni 

l}W)l lD)l SU}31LUd38 Slt2 u:duA:? AU2 QlLU S3Al},TI So.02C9dlL £ Jo.02 l}W)l lD2AO)l}wo.odulL 
D1mil},SAu:3 l})lUUTId3g 'l})llA3J 'QTIDltA:>l QlLD UA3TIQ0.3g0Ao.D l}Mo.D 'l})lU(I)glA:>l 
l}, ugC9guD"{gogr'(u)l J(I)}d(l)l 'D1UTIlfeAU:3 l})lUUTId3g USl},Ao.D J38d3dluAU Ao.oX3, 

90un aOld99011a ao- WJI So.vrld19 ao- SlXvdv-V1V 

'SUPlLDd38 Slt2 l},lLO)lDlg U lD2l}2DlAo.D SDloddl}lg SUAOTIl1L3 lD)l Jl},dDgOD UD(I)21L}d31L 
3]: 'PSd3dluAU Ao.OX:,J (JugU}'{O)l Sl},:>t1dD12(l)lOdlTI3'{ SU2 SUA?TIOAUgTIU"{ld31LTIo.D) 

ugU}"{O)l 3TI JDlOddl}lg Jl},dDgOD J13DC921L1d31L S31Al}lLD 9-,,{OU 'JD}3lLUd38 Slt2 
l},lLO)lDlg J}d(l)X S3gl}TIOgg3 ;:I 3D UD?TI lD2AO)lADdlUa3 J(I)8l},Ao.D J?XUdD1Dlg 10 J?20.y -

'SUPlLud38 Slt2 AC9AUTI 
A(I)2C9dlL £ A(I)2 Dl3)ldl}lg lt2 l}2U)l J(I)}d(l)l lD23)}AUdlTI3 lD)l 'l},)llgodulL lD)l DllLl}, lDAJ3 

l})llA3A. DlOddl}lg H 'U}2<lUA U J(I)2AQ0.3d310.3g lD)l DlOddl}lg U lDAp UA:,JTIDlSltAo.D om H 
90Jlld:U(\3d-DVJ. ao- SlXvdvUJlV 

'( «uDl},dX U1 l}lU)l J13al}"{o.dlodlL lD)l S13Dl},101L0g130dlL J:,J)llg13)} 

v';: OdlDdA.l}dulL '''{g) S3}A.uddoTIlD ')?)lUUd13XA.3 -l}13TI lD)l -OdlL J38d3dlUAD Ao.oX3, 


'ömplLDd38 SU2 Dl3)ldl}lg lt2 l}W)l A<).OSDlAUdlTI3 UA A9WAo.9 

lDAJ3 U:D1D}1L3 lD)l S13DC9TIo.X)l3 l}, }OTIDllL(I),,{(I)TI J(I)}d(l)l 'J:,J)l0,,{1L11L3 S:,J)llA.uddorhy 

SlXvdv-V19 S:PIVl31..J. V 

'(«uDl},dX Lu l}W)l ')13al}"{o.dlodlL lD)l ')13Dl},101L0g130dlL ')?)llg13» v';: 
odludA.l}dUlL '''{g) Jud<).dldolL Sl},:>t1A31L0gTIodS ')l},)lU(I)gTIod8 '):,JdodlDAU ')31Al}lLD Ao.oXdl}lL A 

'')UA}gmo'{:>tU uDl},dX 3TI PSd3dluAU Ao.OX? U}TIlDAU l},)lUo.,,{OTIlD QlLU UA3TIQ0.3g0Ao.D 
J13DC91lLld31L ')?)lU3dlD:3 3D l}, JD}A31L0gTIodS SUA?TI(I)AOTI3TI ')13DC921LldJU :l}Mo.D 1XO 

. U}A31L0d Ull(l)lAUlL 
l}, AC9lDO A(I)2 9-0,,{30.TI U}DD"{lLD PSd3dluAU 13X? ')13D(91lLld31L ')31Al}lLD 3]: 

'A(I)dl}12(l)l0,,{30.TI A(I)AOA.?Xdu A(I)l UD(I)lll},,{3 DlTI 13AXpg 
l})lUDldlt2)luduX UTITIUdA.Q,,{30.TI 01 ')13DC911L1d31L JU J?lo.U 3]: '(')oXA.3'{? ')Q)llA.O,,{OWTIlD 

lD1l}lD1Ao.D) UA}gmO'{:>tll 3TI ')DJ3lLUd3S ')3Al},TI ')0.02C9dlL £ ')0.02 lD1AO)}AUmTI3 
JU}TIlDdD12(l)lOl)l)lO)lU l}, JU}A31L0d323g0.0 ')l},dDgOD J13DC911Lld31L J3d31QDDld3lL 10 

'')U1A31L0d313g0.0 
Sl}.dUgOD SU1 SUA?TIOADgTID"{ld31L 'SU}A31L0d323g0.0 UDlAl}dlTI3 U 3)lUSd?dlUAV :l}Mo.]: 
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AUgU"{? 0.01L 'DlgQDl31L3 l})l1,,{Ddl3)lA.3 l})lDl3A.A.U/l})llTIWXDl l})llgodulL 3TI AC9A38DU 8vO';: 
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'')3}A.ugo S31U1}udDlLU JU 13DC99 
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S3A?TIDldo lD)l 13D?,{D)lodlL UA pdOlLTI O)lUTIdl}dl 3Sl})l '')313A.d?A3 S:,J1UTIo.SllL3 Su 3TI })UW 
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"(EVtKSU90uv. 'Exouv ,,(ivEt 1tOt,U (maVta ava<popE<; 1tOA;\)1l0P<Pou cpu9r,llaTo<;, cruV&pOIlOU 

Stevens Johnson Kat cruV&pOIlOU Lyell. 


Awmpaxtr; TOV ljiraTOr; Kat TlOV XOA1JfPOPlOV 


H 9Epa1t£ia Ilc 1TKAom&ivTl crUVO&EUE'tat a1tO aUçTloTl 'HDV Tl1tanKOOV EVèUIlOOV. AUçTlcrTl 


(IlE/lOVOOIlEVTl 111lTl) TTl<; aAxaAtKil<; <poocr<PaTao11<; Kat TOOV TpavcralltvaoOOV (JDXVOTTlTa 

c/l<paVtOTl<; IlQaAincp11 a1to 1'0 &mAa(Jto mu aVOOTEpoU <pucrtoAO"(tKOU opiou) EXct 

1tapaTTlPTl9Ei Kat on<; Duo Olla&c<; (nKAom&iv11 Kat EtKOVtKO <PaPllaKO). H 9Epam:ia IlE 

nKAom&ivTl (JDVO&£UETat £1tioTl<; JlE Jlta 1l1KPl1 aUçTlCJ'flT11<; xoA£pu9piVTl<;· 


'EXODV ava<pEp9d 01taVta 1tEP1(J1'aT1Ka Tl1taTin&a<; (KDHapoAunKil<; l1/Kat XOAocrTanKil<;) 

(J1'OU<; 1tpoomu<; 1l11VE<; 9Epa1t£la<;. H cçEAtçl1 mu<; )'EVtKa l1Tav suvolKil "(ta mv acr9EVl1 


ll£Ta TTJ &taK01tl1TTJ<; 9Epam:ia<;. nap' oAa ama, 1tOAU 01taVta txouv ava<pEp9d 


1tEpmTooocl<; Jlc 9avaTTJ<p0po tKéacr11· 


'EXODV ava<pEp9d 1tEpl1tTOOOEt<; KcpauvoéoAou Tl1taTin&a<;. 


Awmpaxtr; TOV aVOl:IOiroI11TlKOV (J'v(J'T1jpamr; 

'Exouv ava<pEp9Ei 1tOAU cr1taVtE<; 1tcpmToocrct<; avocroAo"(tKOOV aVn&paOEOOV 11£ 
&ta<popEnKt<; EK&TlAOOcr£l<; 01tOO<;: aAAEp"(tKE<; aVT1&pacrEt<;, ava<puAaçia, oi&TlJla Quincke, 
ap9paA)'ia, a'Y)'Etin&a, aUv&pOJlO AUKou, vE<ppo1ta9Eta a1to u1tEpsuata9Tloia, aAAEp"(tKl1 
1tVEUIlOVo1ta9Eta, TlOO(Jtvo<plAia. 

FeVIKir; dWTapaxtr; Kat KaTa(J'Tll(J'elr; TlJr; OdOV xopljY1J(J'1Jr; 

nOAU G1taVta EXOUV ava<pEp9d 1tEpmTOOGEt<; IlEIlOVOOIlEVOU 1tDpEmu. 

Epww:c; 

H xpovta a,,(OO,,(l1 JlE TtKAom&ivTl EXEt OUcrXETtaTd JlE aUçTlIlEVa E1ti1tE&a XOATl(J1'EPOATl<; 

Kat TPt,,(AUKEptbioov TOU opOU. Ta E1tl1tEba 'tl1<; HDL-C, LDL-C, VLDL-C Kat TOOV 

TprYAuKEpt&ioov Il1tOpEi va aUçTl90uv crE 1tOOOOTO 8-10% JlETa a1to 1-4 Jll1VE<; 9Epa1tEia<;. 

,1Ev EXEt 1tapa'tllPTl9Ei m:pantpoo aUç110Tl IlE 1'11 (JDVf:XtGTl1'1l<; 9Epa1tda<;. 

H GXf:crTl JlETaçU TOOV Am01tpOOTEIVtKOOV KAaOllaTOOV (ElbtKa 0 1.0"(0<; HDL 1I:po<; LDL) 

1tapaJltvEt aJl£TaéA11TTl. 


Ta bEbollEva TOOV KAtvtKOOV IlEAEToov f:XOUV bEiçEt 01'1 aml1 Tl &pacrTl &EV EçapTaTat a1tO 


T'flY 11AtKia, 1'0 <pUAO, TTJV KaTaVaAOOOl1 OlV01tV£UJlam<; l1T11V U1tapçTl btaél1TTl Kat &cv 


a1tOTEAEi Kiv&uvo "(ta 1'0 Kap&ta Y)'EtaKo.
'

Eav 1tpf:1tEt va AaJléaVETE 1'0 <PaPllaKO cruv£XOO<; Kat 1tapaAEi'l'ETE Jlia bocrTl, Sa 1tpf:1tEl 
va 1I:aPET£ TTl bocr11 aU'tllTO Tax;UTEpo &uvaTO. Eav 01100<; 1tA11(Jtaè£t 11 oopa )'ta TTJV 
E1tOJlEVTl (56crTl IlTl A6.éETE 1'1l (560Tl1l:0U 1tapaA£lljlaTE, aAAa cruV£XicrTE KaVOVtKa 1'11 
9Epa1t£ia. 
M1J Ol7fA(J.(J'la(£T£ TIC; OO(J'clC;. 

AVa"(pa<PETat crTTJV EçoorEptKil Kat EcrOOTEptKil cruGKEUaoia. 


MTl XPTl(JtIlO1tOlr,GcTE 1'0 <PaPllaKO IlETa TTlV 111lcpOllTlvia Al1çTl<; 1tOU aVa"(pa<PETat crTTlV 

EçWTEptKil cruoKEuacria. 


19 



oz 

·l,tLOM.(lD tpnd1Dl 3ri lD1p,tudo'X 91(l0 o)loridl)<h 0.1 

3:H3::tI0VIV 3:01IOdl, ' r 

'l)lglDlt Dl 

9ltO l)ld)lori Sod�ri S�"{o<hDO 3D D)mridl)<h Dl 0,,{9 31l)lDd)l Dl3"{l)<hDO Ud3l<)."{0,t3ri DlJ • 

'SOD opL(l 

AU1 Dl,t S�gO"{g1lt3 A(lODl,tWDlD)l 01 OA lD)l O)loridl)<h 01 A(lODtplO"{YO OA pdOltri O}D'Od,t(l 

u lD)l UW�J U l,tg13lt3 '<).Od1(l0,,{ (l01 Dldl)rid3 3D O)loridl)<h Dl 31pdLuDlg uri 'ON • 

'3)lUfll,t,tudo'X SOD (lOlt O)lurldl)<h 01 l)do<ho (lOlt o}do<hodu"{lt 30l))l 

tjXoDodlt 3ri 313Dl)gDlg OA OlLu}odOltO lDAp S'OD op,t(l AU1 lD)l SOD l)13"{l)<hDO ALu DlJ • 

'AO)lUfl99 SOD (lOlt S3}Lugo S11 3ri OA(l)<hri<).D lD13Al)griO"{ OA 13lt?dlt 
0fl 3)lUfll,t,tudo'X SOD (lOlt O)loridl)<h 01 S:ryO<hD'O lD)l 9)l110riD3,,{31OltO lDAP OA DlJ • 

'SOD 91OltO)lorido<h 

01 l,t SOD 9d1Dl,t 01 9lL'O S�n(lO S3}do<hodu"{lt Su 313Dl,t1UJ OA 313Dl)lDlg uri oriu,,{g9dlt 
SOD 9)lld1Dl 01 DlL UD(l)d�riUA3 Ud31<)."{0)l 31D3Jl)13d'X If 313Al)griO"{ (lOlt O)mridl)<h 

01 A<).odo<ho (lOlt S3}do<hodu"{lt Su 9lt'O (l)d<).L l))luoriLuCl)d3 310ltl,tgDlOltO 313'X� A1I3 • 

'SOD 91OltO)lorid'O<h 01 l,t SOD 9d1Dl,t 01 S(l)D�ri'O 31Dtpd3riUA3 

'o)loridl)<h 01 3ri oriu,,{g9dlt OlOlLl))l PflDlAO<hri3 SoPltOd3fl SUl Dl3)ldl)lg Lu l)10)l A1I3 • 

'SOD 9d1Dl,t 01 Pfl(l3,,{(logriaD 313'X� OA S(l)A�ri(lo,tuodlt S}d(l)'X 'UDUfl1llt u,,{,,{11 DlOlt1l)l 

DlL 31PlOltorilDUd'X 01 OA l,t ori0111 0YY.l) 3D 313A}g 01 OA 13lt�dlt 'Ofl A3\7 "oriu,,{g9dlt SOD 

9)lldlDl OA�rild)l3)l,t(lD 01 DlL OA9ri SOD S9dlD1,t 0 31h.0d,t� 01 SOD 91<l0 o)loridl)<h 0.1 • 

NU)(VWdV<I> NUl, H3:HdX H)(LIOV00dO NHl, VI-I 3::tIIdO<l>OdHVlI '£ 

(llvl) 

l/£ l-0,Zv'::I-LI3Avv 
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nav£Mr'jvlo 4>0PlJaKWTIK6 l:uMoyo 

OiKOe:; NOUTOU A9r'jvae:; 

l:UAAOYO AV T/TTWV 4>0PIJOK£UTlKWV Elowv & EIOIKOT�TWV 

KOIVOlToi.]O"!]: 

AnooiKT£C; Via £vipV£la : 

AA YEn-EA250- J 3/2 
(24a) 

3. 01 OIKOIOUXOI KOI OV TlTTp6oWTTOI UTTOXP£OUVTOI Ylo Hlv Ec.pOPIJOY� Hle:; oVWTtpW EYKUKAiou. 

4. Kar6TT1v TWV OVWTtpW TTOUEI va IOXUEI 11 EYKUKAI6e:; lJoe:; IJE op 41772 I 6-7-2005. 

ET.: SANOFI-AVENTIS AEBE 
AEO<l>.I:VrrpOV 348 
KTHPIO A" 17674 KAAI\I9EA 

Kopu�f] 6, 

6. 

; " , 

' ,", , ' 

H .6IEV9VNTPIA .6 YEn 

2. 	 rEE8Nl!.Yr 
I\. MWOYEiwv 136 .6p. A. KOVTI:OVKH 
155 61 A9�va 

3. 	 YTT. Epyooiae:; ATTaox6Allolle:; & KOIVWVIK�e:; npooTOoioe:; 
r£VIK� rpolJlJar£ia KOIVWVIKWV Aoc.paAioEwv 
l!./voll Ao<poA1olle:; Ao9tvEIOe:; & MIlTP6HlTae:; 
l:TOoiou 29, 101 10 A9r'jvo 
(IJ£ Tllv TTapoKAlloll £vqJ.ltpwolle:; TWV AOc.pOAIOTIKWV 
TOIJ£iwv TTOU TTOptxouv YY£IOVOJ.lIK� n£pi90A4J1l) 

4 .  	 nav£AAr'jvIO larpIK6 l:UAAOYO 
nAOUTOPXOU 3, 10675 A8r'jvo 
(J.l£ Tllv TToPOKAIlOIl £vrl/Jtpwoll TWV 
TOTTlKWV larplKwv l:uAA6ywv Tile:; xwpae:;). 

5. 	 nOV£AAr'jVIO 'Evwoll 4>apJ.laKOTTOlwV 

nElpOIWe:; 134 & Aya91lIJtpOU 
118 54 A8�va 
(IJ£ Tf]V TTapoKAlloll £vllJ.ltpWOf]e:; TWV 
TOTTlKWV 4>0PJ.laK£UTlKWV l:uM6ywv Tf]e:; Xwpoe:;) 

7. 	 nav£Mr'jvl0 'Evwof] 4>aplJaKOTTOlwV 
NOOIlA£UTlKWV lopulJoTwv 
MlxaAaKoTTouAOU 99, 115 27 A8r'jvo 

8 .  	 IKA-4>apIJ/Kr'j YTTIlPwia 
Ay.Kwv/vou 8, 102 41 A8r'jva 

9. 	 orA KMooe:; 4>oPlJaK£UTlKr'je:; n£pi8oA4J1le:; 
nOTlloiwv 30, 106 77 A9r'jvo 

10. 	 OiKOe:; NaUTOu n£lpOIWe:; 
K.naAOIoMyou 15 
185 35 n£lpOIOe:; 

11 . 
rAauoTwvoe:; 2 & narlloiwv 
10677 A9r'jvo 

12. 	 KtvTPO l!.IlAIl TIlPIOO£wv 
NOOOKOJ.l£io naiowv "11.& A. KUPIOKOU" 
11527 rouoi A9r'jva 

./ 	l:4>EE 
I\. Kf]<ploioe:; 280 & Ayplviou 3 
152 32 XoMvopl A TTlKr'je:; 

14. 	 nov£Mr'jvlo "Evwoll 4>oPlJaKo!3IOlJllxavfae:; 
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180 XAIJ. EeVIK�� 0000 Ae'lvwv-Aol-lio� 

146 10 N. EPYGPAIA ATTIKHL 


16. I:J.r.A Tio AyopovolJio� 
rlovr.mGT'llJiou 42, 106 79 Ae�vo 

17. TESE ItlOPIJOK£UTIKt� YTT'lpwir.� -

Ay. KwvoravTivou 5 

10351 AGHNA 


18. 	 Mll lJtAIl LuM6ywv 
(6TTW� 0 TTivOKO�) 

EIOTEPIKH AIANOMH: 

1. 	 I:J./von, A�loi\6YIlG'l� npoT6vTWV 
a) TI-I�lJo A�loi\6yn,O'l� Itl0PIJOK£UTIKWV np0"iOvTwv 
�) rpolJlJOTr.io A' TIJ�I-IOTO� EmoTn,lJoviKOO LUIJ�OUAiou EYKpior.wv 

2. 1:J./vo'l ltlop/Kwv MrAw.iJv & "Ep£uvo� 
3. 	 1:J./vG'lI:J./Kwv YTTn,PWIWV EAtyxou np0"i6vTwv 

TIJ�I-Io 'EKOOOn,� & Kwo ATTO<:pdor.wv. 

4. rpolJlJOTria l:J.£uTr.po�deIJIOU EmoTlllJOvlKOO LUIJ[3ouAiou 

S/2010 
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