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EVbOKptVtKE£ btaLapaXE£ 

fEVtKE£ btaLapaXE£ Kat EVOXAi]CJEt<; CJTTI 8ECJl] XOpilYl]CJTI£ 

HnaTOXOAtKE£ btaLaPUXE£ 

taLapaXE£ VEUptKOU CJuCJT11!1aLO£ 

Avanupa"(ffi"(tKO CJUCJTl]!1U Kat btaLapaXE£ TffiV !1aCJTWV 

taTapaXE£ 8Ep!1aTO£ uno86p1Ou 

AnEtUKE£ btaLapaXE£: 

l]!1Eia CJU!1nTW!1aLa 

AVTt!1ETwmal] 

t::J.t1YEn-E.4250-13/2 
(240) 

KapbtUKi] avaKoni], aupVib1OC; 8uvaLOC; ( A. napuypa<po 4.4 «EtbtKEC; npOEtbOnOli]CJEtC; Kat tbtahEpEC; 

npo<pUAUSEtC; KaTU TT] xpi]CJT]»). 

- YnEpnpOAaKTtvaq.lia 

- 'OmOC; E OAU La VEUpOAT]nTtKU, KaKOT]8EC; cr6Vbpo o ( AEnE 4.4 EtbtKEC; npOEtbOnOli]CJEtC; Kat 


tbtahEpEC; npoq>UAUSEtC; KaTU TT] xpi]CJT]) LO onoio EiVat iu bUVT]TtKU Olpuia EmnAoKi] 


- A US11CJTI upOUC; 


- AUS11CJT] nov T]naTtKWV EVSUWov 

LOU 

- KaLaCJToAi] i] u7[VT]Aia 


- ESffi7(1)pU tbtKU CJu nTW aLa Kat CJXETtKEC; btaLapaXEC;: 

• nUpKtVCJOVtCJ OC; Kat CJXETtKU CJu nTw aTa: TPO OC;, unEpLOvia, unoKtvT]CJia, unEp ETpT] 

CJtEUOpOla. 
• OsEia bUCJKtVT]CJia Kat bUCJTovia (CJnaCJTtKO pat OKpavo, KpiCJT] OAPOCJTpO<pi]C;, TPtCJ OC;). 
• AKU8T]CJia. 

Tu CJu nno uLa aUTU Eivat YEVtKU avaCJTpE\jIt a KaTomv Xopi]YT]CJT]C; aVTtnapKtVCJOVtKi]c; aYffiyi]c;. 


- 'O\jIt T] bUCJKtvT]CJia (xapaKTT]piSELat ano pU8 tKEC;, UKOUCJtEC; KtVi]CJEtC; apxtKU TT]C; YAWCJCJac; KUl)i] LOU 


npo(J(i)7[ou) EXEt ava<pEp8Ei ETU uno xopi]YT]CJT] 3 T]VWV Kat UVffi, onffiC; CJU paiVEt J.lE OAa La 


VEUPOAT]7[TtKU. H aVTtnapKtVCJOVtKi] UYffiyi] bEV EiVat anOTEAECJ aTtKi] i] nopEi va npOKaAECJEt 


EmbEivffiCJ11 TffiV CJU nTffi UTffiV. 


- nuCJ oi EXOUV ava<pEp8Ei (pAEnE napuypu<po 4.4 EtbtKEC; npOEtbOnOli]CJEtC; Kat tbtahEpEC; 


npo<pUAUSEtC; KUTU TT] xpi]CJT]). 


- taLaPUXEC; nou CJXETiSOVLat E unEpnpOAaKTtVatJ.lia: fUAUKToppOta, a T]voppOta, YUVatKO aCJTiu, 

btOYKCOCJT] UCJLOU Kat J.lUCJLObuvia, CJESOUaAtKi] bUCJAEtTOUpyiu Kat CJTUTtKi] bUCJAEtTOupyiu. 

LOU Kat LOU tCJTOU 

- K T]AlbOpAaTtbWbEC; Esuv8T] a 

<I>AEPtKi] 8pO POEJ.lPOA , nEptAaJ.lpaV0J.lEVT]C; TT]C; 7[VEU OVtKi]C; EJ.lPOA C;, EvioTE 8UVaTT]<popou, Kat EV 

Tffi pu8Et <pAEptKi] 8pO PffiCJT] (PA. nupuypu<po 4.4 EtbtKEC; npOEtbOnOt CJEtC; Kat npo<pUAUsEtC; KUTU T11 

XP CJT]). 

4.9 Y 1tEP()O(JoAoyia 

Kat 

H E nEtpia ano T11v unEpbOCJOAoyiu E CJouAmpibT] EiVat nEp1OptCJJ.lEV11. E nEpmTWCJEtC; 


unEpbOCJOAoyiac;, nopEi vu EJ.l<paVtCJLOUV EKbT]AWCJEtC; bUCJKtV11CJiac; J.lE CJnaCJTtKO patpoKpavo, npopOA  


T11C; YAWCJaac; Kat TptaJ.lOC;. Opta EVOl ua8EvEic; nopEi vu avanTUSOUV anEtAT]TtKEC; yta TT] Sffii] TOUC; 


EKbT]AWaEtC; napKtVCJOVtCJ OU Kat KW a. 

H CJouAmpibT] uno aKpUVELat J.lEptKWC; E at ObtUAuaT]. 


EV unupXEt KunOlo EtbtKO aVTiboLO aTT] CJouAmpibT]. H aVTt ETwma11 Eivat OVO au nTffi UTtKi]. 

ea npEnEl EnO EVffiC; va Aa pUVOVLat La KaTUAAT]Aa unoaT11ptKTtKU ETpa Kat aUVtCJTUTat T] CJTEV  

napaKOAO-u811CJT] TffiV SffiTtKWV AEtTOupytWV Kat T'lC; KapbtaKi]c; AEtTOupyiac; (KivbUVOC; napuTaaT]C; LOU 

btaaT aTOC; QT KUl EnaKoAou8EC; KOlAtaKEC; appu8 iEC;) EXPt 0 aa8Evi]c; va avavi]\jIEl. Av 
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6.3 A1UPK&Ul SCOT)-; 

6.4 IblUlT&P&-; 1I:pO<pUla &l-; KUTU TT) <pvl..a T) TOU 1I:POiOVTO-; 

6.5 (J>VllT) KUl (J1}(JTUTtKU TOU 1I:&P1EKTT) 

6.6 OOT)'Yi&-; XPT)llT)-; Kat X&lpm,lOU 
KUJ.!ta a8u(T) U1tOxpEU)(JT). 

7. ](ATOXOE THE AAEIAE KYKAO(J>OPIAE 

8. API0MOE(OI) AAEIAE KYKAO<l>OPIAE 

9. HMEPOMHNIA IIPQTHE ErKPIEHEIANANEQEHE THE AAEIAE KYKAO<l>OPIAE 

10. HMEPOMHNIA ANA0EQPHEHE TOY KEIMENOY 

2. 	 To (J>ullo OOT)'Y1<l>V 'Y1U TO XPT)llTT) <pUPIlUKEUT1K<I>V 1I:POiOVTCOV 1I:0U 1I:&Pl&XOUV 0PUllT1KO 
(J1}llTUTlKO SULPIRIDE OpiS&TUl CO-; & t1-; : 

<l>Y 1\1\0 OllHrrON XPHIHI 

1.2 };l5vOEGy/: 
pacrnKT) o1)aia: Su lpiride 


EK8oxa: 


1.3 	<DapJ.!aKOT€XV1KT) J.!opq>T): KU'IIUKlO, llKAT)pO 


AlllKio 

Etp01l:l 


EV&lllllO OlUAUIlU 


1.4 D€Pl&KtlK01:11'ta a& 8paa1:tKT) ouaia: 

1.5 D&pry paq>T)-L: 1) aK€uaaia 

1.6 <DapJ.!uKo(kpa1tW1:tKT) K U1:11yopiu: AVTt'llUXCOlltKO 


] .7 Y m;u81)voS u8&taS KUKAOq>OpiaS: 


1.8 DapUaKWaa1:T)9'L:uaKWaa1:T)S 

2. TI IIPEDEI NA rNOPIZETE rIA TO <DAPMAKO DOY L:AL: XOPHrID:E 0 rIA TPOL: 
L:AL: 

2.1 r&V1KtS 1tAllPoq>opi&C; 
To <pUPIlUKO m:plEX&l cos OpUllT1KT) oUlliu llOUA1I:lpioT), T) 01l:0lU uVTu'YcoviS&TUl &KA&KTtKU TOUS 

ll1l:000XtiS TT)S D2/D3 VT01l:UIlivT)-; Il&llCO TCOV 01l:0icov <pUiVeTUl OTt & UllK&i TT)V V&UPOAT)1I:T1KT) TT)S 
OpUllT). 

2.2 Ekpum::unKtc; &v8d &tS 

'PUXCO(J1Kt-; KUTUllTUll&l-; 01l:COS llX1SO<pptV&lU Kat OP'YUVlKO 'IIUXOllUVOPOllO. 
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nUpU'tUCiU olaCi'tiUla'to£ OT 

Ayy€tUK6 t:yKE<paAlKo EnElCioblO 

HAtKtwllEVOl UCiOEVd£ IlE UVOW 

$AE l!dJ OpOIl�OEll OAn 

lJ.lJ. YEn-E.4250-13/2 
(240) 

2.3 AV'tEvOEi El<; 

- Y1n::pElJala011aia aT11 aOlJl.1tlpi011, 1] aE Ka1totO ailo a1tO Ta alJaTaTlKa TOlJ cpapllaKOlJ. 

- napolJaia 1tpol.aKTlvo-E apTroIlEvrov OyKroV 1t.l. 1tP0J..aKTlvrolla aT11v lJ1tocplJa11 Kal KapKlvos 

TOlJ llaaToi>. 

- <J>alOlProIlOKl>nrolla, o Eia 1topcplJpia. 

- 1:lJvolJaallOS IlE l.EllovTo1ta (ilL 1tapaypacpo 2.5). 


2.4 EtolK!'ie; npo€tOonOtllCi€le; KUt tOluhEp€e; npoqmAU €te; KU'tU 'tTJ lpi]CiTJ 

2.4.1 npOEIOO1tOl1]aElS 
'tOlJ 

H CiOlJA1t1pioTJ Ilnopd vu npOKUAECi€t napuraCiTJ 'tOU OtUCi'ti]llaro<; QT. A u'ti] TJ OpUCiTJ, dvat YVWCi'tO on 
€VlCixUEt 'tov Kivbwo EllcpuvtCill<; Ciopapi]e; KOlAluKi]e; uPpUOlliue; 6nwe; TJ nOAl)llopq>ll 'tuXlJKapoiu biKllv 
pl1tlbiou (torsade de pointes) 

H CiOl)A1t1pibll 6nw<; Kat ra uUu uv'tt\j1UXWCilKU <pUPIlUKU npEn€t va Aallj3uV€'tat fl€ npoCioxi] uno 

UCiOeveie; flE nupuYOV'tEe; KlVOi>VOU aYYEtUKoi> EYK€q>aAtKOU EnE1Ciobiou. 


- On{J)<; Kat IlE uUu VEUpOATJnnKU flnopd va EIl<pavtCi'td KUKoi]O€e; NEupOATJnnKO EuvbpOIlO, Iliu 

bWll'ttKU flo1paia E1tlnAoKi], 11 onoiu xupuK'tTJpiSE'tat un6 unEpOEPflia, IlUlKi] uKafl\jJia Kat 

bl)CiAEnoupyiu 'tOU aU'tovollOU VEUptKOU CiUCi'ti] lU'tOe;. H XOPi]YllCiTJ 'tTJe; CiOUA1tlpiOTJe; npEnEl vu 

btUKOnd OE nEpin'tWCiTJ nou EIl<PUVtCi'td unEpOEPflia aYVWCi'tTJe; at!loAoyiu<;. 

- Eq>ooov TJ vwpoAllnnKTj uywyi] Kpiv€rat unOAU'tWe; unupuhTJ'tll Ci€ UCiOEVi] IlE VOCiO 'tOU Parkinson, 

flnopei vu XOPTJYTJO€l CiOUA1t1piOll, ammEitat oflWe; npoCioxi]· 

- Era natbta, TJ UCi<puAEta Kat 11 ano'tEAeCiIlU'ttK6'tTJ'ta 'tlle; CiOUA1t1pibll<; bEY EXEl flEA.e'tllOd EnapKw<;. 

Enoflevw<;, xp€taSE'tat npoCioli] 11 CiwraYOYPu<PllCill OE natbtu (j3A. napaypa<po 2.6). 


Ot llAlKtwllEVOt aCiO£veie; IlE \jJUXWCill, 11 onoia CiX£'tiS£'tat IlE aVOla, nou av'ttIlE'twnisov'tat 
OEpUn€UnKa fl£ uvn\jJuxwCilKa <paPlluKu OtU'tPEXOUV aU TJIlEvO Kivouvo Oavu'tOu. Av KUt 01 ani£<; 
Oava'tou o'tte; KAtvtKte; bOKtflte; fl£ a'tunu uV'tt\jJuxwCilKa i]'tuv notKiA£e;, 01 n£ptCiCio't£pOl Ouva'tot 
q>UVllK£ on eiVat d'tE KapblayyaaKi]e; (n.x. KapbtaKi] uv£napKE1U, at<pvibto<; Oavu'toe;) ei't£ 
AOlIlWOOUe; (n. X. 1tVEUfloviu) q>UCiTJe;· 

nepl1t'tWCiEle; <pAEj3tKi]<; Opollj3oEIlPOAi]e;, Evio't€ Oava'tll<P0poU, EXOW uva<p£pOei fl£ ra 
avn\jJuxwCilKU q>upflaKa. Enofltvwe;, 11 aoul.1tlpi011 npEn£t vu XPTJCilflonOl£hat IlE npoCioxi] Ci£ 
aCiOEveie; IlE nupuyov't€e; Ktvbuvou ytU OPOflpOEflj30Ai] (pA. nupaypu<po 2.8). 

2.4.2 npOcplJl.a ElS 
- L1EOolltvou on tXet avaq>€pOei U1tloPYAUKatllia Ci£ UCiO£veie; uno O£puneia Il£ u'tunoue; 

uvn\jJUlWCilKoi>e; nupuyoV't£e;, 01 aCiO€vde; Il£ £ntp€j3atWIlEVTJ OtaYVWCiTJ CiaKxupwOll otaj3i]'tTJ i] Ile 

nupuyov't£e; KtvOUvOU yta 'tllv £1l<puvtCill btaj3i]'tTJ, nou £KtvOi>v O£paneia Il€ CiOUA1t1pioTJ, npEn£t va 

unoKelVrat Ci£ KU'tuU11A11 napaKOAouOllCiTJ 'tOU CiaKluPOU aiIlU'tOe;. 


- E£ n£pi1t!WCi11 V£<pptKi]e; aV€napK£lae; 11 OOCioAoyia Oa npEn£t vu ll£twO€i (pA. napuypu<po 2.6). 

- Ta V£l)pOA11n!lKa Ilnopei va £AanwCiouv rov ou66 'twv CinuCiIlWV Kat tXOl)V uvu<p€pOd Cinuvlu 

n£ptCi'tUnKU CinaCillwv Il£ 'tTJ CiOUA1t1piOTJ (j3A. napuypuq>o 2.8). EnoIlEVWe;, uCiO£vde; Il£ tCi'tOPtKO 

£1ttAll\jJiae; Oa npEn£t va nupuKoAOUOOUV'tat Ci't£VU Ci'tll OtapK£w 't11<; aywyi]e; Il£ CiOUA1tlpioTJ· 

- Onwe; Kat Il£ uUu V£upOATJn!lKU, XP£taS£'tat totah£Pll npoCioxi] Ci'tTJ XOPi]YllCill 'tlle; CiOUA1tlpiOlle; Ci€ 


TJAtKtwfltvoue; uCiO£veie;. 

- 1:E aaOeveis IlE EmOETlK1] (Jl)1l1tEplcpopa 1] IlE aV11alJlia Kal 1tapOPIl11TlK1] (Jl)1l1tEplcpopa, 11 
aOlJl.1tlpi011 Oa 1tPE1tEl va XOP11Y110Ei Ila i IlE Ka1tOlO 11pElllaTlKo cpapllaKo. 

2.4.3 KUllCill 
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LUVQuaolJoi 

LUVQuaolJoi 

LUVQuaolJoi lTOU lTptlTEI va Aou(3avovTol UlTOWD 

Tpon:o£ XOPTIy!]crn; 

ocrolcoyia  

'EgmBOl 

88YEn-E.4250-13/2 
(240) 

H xpi]oYJ Tll<; ooulcmpioYJ  OC (J1)VlOt(l't(ll KU'tU 1YJ OHipKElU 1YJ  E)'JC1)floouvTJS lc6yw 1U::Pl OPI0l-llivllS 
e Ilnctpiac;. 
2.4.4 ralcouXla 
H GO'\lA.ntpi()TJ f:Xf.l aV1XVf.'\l0f.l G'TO yUA.a 'Yl)ValKrov '\lno aYffiytl. EnOp.1Evffi<;, TJ 'YaA.o'\lxia /)f.V 
(J'llVIGTU'Tal Ka'TU TTJ ()lUPKf.lU 'TTJ<; aYffiy1]<;. 
2.4.5 En:iopacrYJ 01:YJV tKavo'tYJ'ta ooi]'1YJoYJ<; K(ll Xe1PlO/-lOU /-lYJXavcOv 
AKOp.1U Kat O'TUV XPTJGlp.10nOtf.lTal Gllp.1'Pffiva p.1f. Tl<; (Sl)v'Tayoypa'PIKE<; O()TJyif.<;, TJ GO'\lA.1t1piOl) 
/-lnopf.i vu n:POKUlcf:O£l Ka1:UO'tOlci] /-lc an:01:ElcCO/-la YJ lKUVO'tYJ1:U OO1]'1YJOYJ<; 0XYJ/-lCL1:0W i] X£lPlcr/-lOll 

IlYJXavll/-lct't(.ov va /-l£lw8ci. 

2.5 AAAYJlcemopacrete; /-lc ana <pap/-laKa i] ouoice; 

lTOU OVTEVOEiKVUVTal 
;\e oV1:ona: H IcC ov1:ona aV1:a'1wvi e1:Ul 1:le; opucrcle; 'twv vcupolcYJn1:lKcOV <pap/-lUKWV K(ll aV1:101:po<PWe;. :

lTOU OE OUVIOnDVTal 
OlV01tVculla: To OlV01tVCU/-la /-lnopci va f.VlcrxucrCl 'tIe; Ka1:Ucr'taA'tlK€e; opucr£le; 'twv VC'\lpOA.YJn:nKcOv 
napa'1ov't((Jv. To. alcKoolcouxa n:o'tU Kat 'to. crKcuucr/-la1:U n:0'\l ncpu';xouv alcKOOlcYJ n:P€n:Cl va 
ano<peUyOV1:Ul.:
Luvo'\lacr/-loi /-le 1:le; n:apaKu'tW <pap/-laKCU1:lK€S a'1w'1€S no'\l /-In:opet va napa'te1VOUV 'to olucr'tYJ/-la QT i] 
va npOKaUGO'\lV noA.llp.1op'PTJ 'TaX'\lKap()ia ()iKYJV p11tl()iOl) (torsade de pointes): 

<J)UPP.UKU no'\l npoKawllv ppa()l)Kap()ia onffi<; Ol p-avaG'ToA.f.l<;, avaG'ToA.f.i<; 'TffiV ()lallA.ffiV 
uGpf.mio'\l nOl) npoKaA.ollv ppa()'\lKap()ia onffi<; TJ ()lhl(l tp.1TJ Kal TJ pf.panup.iA.TJ, KA.OVIOlVTJ, 
YO'\luv'PaGivy], ()aK'T'llA.1Tl()a. 
<J)upp.1aKa no'\l npoKaA.ollv l)noKaA.tatp.1ia: '\lnOKaA.tat,.uKu ()1Ol) PTJ TlKU, l)naKTlKU, 
ap.1'POTf.pIKivYJ B f.V()0'PA.f.Piffi<;, yA.l)KOKOP'TtKOf.l()tl, 'TE'TpaKoGaK'Tl()f.<;. 
H '\lnOKaA.tal/-lia Oa npEnf.l va ()lOp9ffiOd. 
A vTlapp'\lOp.IKOi napuyov'Tf.<; 'TU;TJ<; Ia onffi<; K1Vl()ivTJ, ()lGon'\lpap.1i()l). 
AVTlapp'\lOp.lKOi napuyov'Tf.<; 'TU;TJ<; III onffi<; a,.uffi()apovTJ, GO'TawA.TJ 
i\Ma 'PUpp.1UKa onffi<; nlp.o i()TJ, GO'\lA. 'Tonpi()TJ, aA.Onf.pl()OA.TJ, aVTlKaTa9A.11tTlKU lp.111tpal-livTJ<;, 
A.mlO, pf.npl()iA.TJ, GIGanpi()TJ, Of.lOpl()a ivTJ, /-le8aDOvYJ, cVoo<plct la eP'\l8pO/-luKivYJ, eVOO<pIc€ la. 

tvKallivYJ, alclco<paV1:pivYJ, neV1:a/-lloivYJ, crnap<plcoSacrivll. 

• A VTliinf.p'Ta61KU 'PUpp.1aKa: uV'Tliim:p'TaGlK1] ()PUGTJ Kat a'\l;TJ I-lEVTJ nlOaVO'TTJ'Ta f.p.1'PUVlGTJ<; 
op90G'TaTlK1]<; l)nO'TaGTJ<; (aOpOtG'TIKO anO'TEA.f.Gp.1a). 

• Ka'TaG'TaA.'TlKU 'T0'\l KN!: no'\l nf.pIA.ap.pUVOl)V VapKffiTlKU, avaA.YTJ'TtKU, Ka'TaGTaA.TtKU 
aVTllmal-ltvtKu 'TffiV HJ l)nO()OXEffiV, (lap(lt'TO'\lPIKU, Pf.V o()l(l f.nivf.<;, Kat uA.A.a aYX0A.'\lTlKU, 
KA.ovtoivTJ Kal (Sl)'Y'Yf.vd<; Ol)Gtf.<;. 

• AVTlo;tva Kat GO'\lKpaA.'PU'TTJ: H anopp0'PTJGTJ 'TTJ<; GO'\lA.1t1pi()TJ<; l-lf.troVf.'Tal p.1f.'TU ano 
G'\lyxop1]yl)GTJ. !:l)vf.nro<;, TJ GOl)A.ntpi()TJ Oa npEnf.l va XOPTJyd'Tal 'TO A.1YO'Tf.PO ()1l0 roPf.S nplv 

ano a'\l'Tu 'Ta 'Pupp.aKa. 
• To A.i91O a'\l;UVf.l 'TOV Kiv()'\lvO f.1-l'PUV1GTJ<; f.;W1t\)pal-ll()lKrov (Sl)p.1n'Tffip.1U'TffiV. 
• H (Jo'\lA.nlpi()TJ &V()f:Xe'Tat va p.1f.lroG&l 'TTJV anOTf.A.f.Gp.1a'TtKO'Tl)'Ta 'TTJ<; ponlVOp0A.TJ<;. 

2.6 ooolcoyia Kat 'tpon:oe; xopi]'1YJcrYJS 

- Ka\llaKla., olcrKia, mpom: an:o 'to 01:0/-la. 
- EvtGtl-lO ()tuA.'\lp.1a: f.V()OP.l)·lKtl. 

H r5oaoAoy{a E:/;aTOf.J.IKE:VE:WI awUoya f.J.E: ru; avaYKE:C; KaeE: aaeE:VOVC;. 

APXtK1] ()6GTJ 200-400 mg, ()1l0 'Popt<; 'TTJv TJp.tpu ano TO'\l G'Top.a'To<; no'\l p.nopd va a'\l;TJOd tffi<; 
1200 rug l)p.1f.pTJGiffi<;, l()lffi<; G& aGO&vd<; p.1& Of.TlKU G'\lp.1n'Trol-la'Ta. 

UVffi 'TffiV 14 &'Trov: 3-5 mg/kg (lupOl)<; Grop.1a'To<; TJp.1f.pTJGiffi<;. 
Nu p.1TJ XPl)Gtp.1onot&lTat G& nal()tU KU'Tffi 'TffiV 14 &'Trov, ()lO'Tt TJ KA.IVIKtl &p.1n&lpiu £IvaI aVf.napK1]<;. 
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N£<ppudJ av£mipK£la: 

AuiAU!la Yla £VOO!lUiKt) lopi)Yl)(Jl): 

Kap81aYYelaKe£ 81aTapaxes; 

Ev80KPlVlKES; 8lUTUpaxes; 

feVlK€S; DtUTapaXES Kat evOXA.ilcrEtS; crTn Secru X0p1lYUcrUS 

HnaTOXOA.IK€£ blUTUpaXES; 

LltU1:apaxtc: V£UPIKOU aucrTUflaTo£ 

AvanapaY(()YlKO crucrTmlU Kat 8lUTUpaxts; T(()V uacrToov 

!:::..!:::.. YEn-E.4250-13/2 
(240) 

En£lbTJ TJ aOUA.mpibTJ an£KKpivETat 1l€(J(o nov v£<ppoov, 9a np€n£l va xopTJy€hat 
Il€ boaoA.oyia llel((}Il€VTJ Kant 35-70% TJ blaK€KOIlIl€VO aXTJlla XOPTJYTJaTJ  a£ aa9evei  11£ V€<PplKT) 
aV£mtpKelU. 

Yla apXIKTJ £VOOIll>lK1] ayroY1] 200 iro  800 mg TJp.1£PTJ(Jiro , 
OTJAa01] 2 iro  8 q)'6(J1n£  TTJV TJllipa, (Jl)v1]9ro  Y1a oilo £poollao£ . 

2.7 Yn€pboaoA.oyia - Avtlll£ToomaTJ 

H £Iln£lpia ano TTJV l>n£poo(Jo.Aoyla 11£ (Jol>A1tlpioTJ dval n£plOpl(Jlliv'I. I:£ n£plnTcO(J£l  

l>n£poooo.Aoyla , IInopd va £1I<Pav1(JToilv £KO'lAffi(J£\  Ol>(JKlv'I(Jia  11£ (Jna(JTlKO pallloKpavo, 

npopoA1] T'I  YAro(J(Ja  Kal TP1(JII0o;. Opl(Jllivol a(J9£vd  Jlnopd va avanTil ol>v an£lA'ITIKi  Y1a 

TTl ro1] TOl>  £KO'lAcO(J£l  napKlv(JoVl(JIIOil Kal KcOlla. 

H (JOl>Anlpio'l anollaKpilv£T(ll p.1£PIKro  11£ (llJlOOlaAl>Gf). 

LleV UmtpXel Ko.nolO elblKO aVTtboTO aTTJ aOUA.mptbTJ. H aVtllleTOOn1(JTJ £ivat Ilovo aUllnT((}llaTlKTJ. 

ea np€nel €nOIl€v(()  va A.all o.vovTat Ta KaTo.UTJA.a unoaTTJplKtlKo. Il€Tpa Kat aUV1(JTo.TUt TJ aTeVTJ 
napaKoA.oil9TJaTJ T((}V i;u:)'tlKOOV A.elTOUpYlOOV Kat TTJ  Kap81aKT)  A.£lToupyia  (Ktv8uvo  napo.TacrTJ  TOU 
8lU(j'[T)JlUTO  QT Kat £naKoA.ou9£  KOlA.IaK£<; appu9Ili£ ) !l€XPl 0 acrS£vTJ  va avavTJ\jIet. 

Av EJI<PaV1GToilv (Jopapa E ro1tl)paJlIOlKa (Jl)lInTrollaTa, 9a npin£l va XOp'IyoilVTal 
aVTIXOAlVEpY1Ka cpapJlaKa. 

2.8 AVemSilIlTJTE  EveP'Yele  

- Op90crTUTtKTJ unoTacrTJ 
- napo.TacrTJ  TOU 8lacrTTJllaTO  QT Kat KOlA.taK€  appu9lliE  on(()  nOA.UIlOP<PTJ TaXUKap8ia 8iKTJV 
ptm8ioll (torsade de pointes), KOtA.laKT) TaxuKapbia nou Ilnop£i va 08TJYTJcrEl crE KOtA.laKTlllapllapuyTJ TJ 
KapblaKT) avaKonll, atcpviblO  So.vaTO . 

- YnEpnpoA.aKTtvatllia 

- On(()  Ile oA.a Ta veupOA.TJntlKo., KaKOTJ9E  cruvbpollO (pA.en€ napo.ypa<po 2.4) TO onoio £ivat Ilia 
8UVTJtlKo. IlOtpaia £nt1tA.OKTJ 
- A il TJcrTJ po.pou  

- A u TJ(JTJ T(()V TJnatlKOOV eVi;UIl(()V 

TOU 
- KaTacrTOA.ll TJ u1tVTJA.ia 
- E (()1tUpall\()lKo. crullnToollaTa Kat crXEtlKe  81aTapaxe : 

• napKtvcrov1(JIlO  Kat crXEtlKo. crullnToollaTa: TPOIlO , un£pTovia, unoKtvTJcria, untplleTPTJ 
crtEA.A.OpOta. 

• O £ia DucrKtvTJ(Jla Kat DU(JTovia «JnacrTlKo pat oKpavo, Kpi(JTJ POA.POcrTpO<pT) , TPlcrIlO ). 
• AKaSTJcrta. 

To. crullnTcOllaTa aUTO. £iVat Y£VIKo. avacrTpt\jlllla KaTomv XOPll'YTJcrTJ  aVtlnapKtvcroVtKTJ  ay(()yTJ . 
- O\jltllTJ DllcrKtvTJaia (xapaKTTJpii;eTat ano PUSlllKt , aKoucrtE  KIVllcr£l  apXIKo. TTJ  yA.oocrcra  KatlTJ TOU 
npocroonou) tXEl ava<p£p9£i lleTo. ano XOpTJYTJcrTJ 3 IlTJvcOv Kat o.V((), on(()  crullPaiv£l 11£ OA.a Ta 
VeUp0A.TJnTlKo.. H aVTlnapKtvcrovIKTJ aY(()Yll 8ev £ivat anOTeA.ecrllaTlKll 1l Ilnop£i va npOKaA.tcret 
em8eiV((}<JT] T((}V auIlnT(() llo.T(()v. 
- Lnacrlloi EXOUV ava<pepSei (pHne napo.ypa<po 2.4). 

- LllaTapaxt  nou crX€Til;oVTUt Ile un€pnpoA.aKTtvatllia: raA.aKToppOta, allTJvoppOlU, yuvatKollacrTia, 
blOYK(()(JTJ llacrTOu Kat llacrTObuvia, cre OUaA.IKTJ bucrA.elTouPyia Kat crTUTlKll bucrA.elToupyia. 
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KOIVOTTOi!)on: 

ATTOlStKTEC Yla EvtPYEIa : 

c2-----7 

>;t;/ {j "/{/ 

3. 

r E J! l\ HI.: rp\M;,,1/\ TEl AI 

flfl YEn-E.4250-13/2 
(240) 

ET. SANOFI AVENTIS AEBE 
/\. HrrpOY 348 KTIPIO A' 

17674 KA/\/\IElEA 

H AIEYElYNTPIA AYEn 

Ap. A. KOYTIOYKH 

2. 	 rEEElNLlyr 
/\. MWOYEiwv 136 
155 61 A9 vo 
YTT. Epyooio  ATTOax6Af]of]  & KOIVWVIK  npooTOoio  
rEVIK  rpOlJfJOlEio KOIVWVII(WV AOqloAioEWV 
Lllvof] AOqlOAIOl')  Ao9tvEIO  & Mf]Tp61f]TO  
LTOOiou 29, 101 10 A9 vo 
(IJE TI')V TTOpOKAI')Of] EVf]IJEPWOf]C; TWV AOqloAIOTII(WV 
TOIJElwv TTOU TTOptxouv YYEIOVOfJIK  nEpi90A4!f]) 

4. 	 nOVEAA vlo IOTpIK6 LuMoyo 
nAOUTOPXOU 3, 106 75 A9 vo 
(fJE Trlv TTOpOKAf]ol') EVI')fJEPWol') TWV 0EQjjHEH KE riP. TPN , ,;{P;BEv\ 
10TTlKWV \OTpIKWV LuM6ywv Trl  xwpOC;). H fl P O'j 2: T !'-. r:l E t·! H 

5. novEAA VIO 'Evwol') ¢OPfJOKOTTOIWV 
Kopu f] 6, 117 43 A9!'Jvo 

6. novEAA VIO ¢OPfJOKEUTIKO LOAAoyo 
nElpOIW  134 & Ayo9f]lJtpou 
118 54 A9 vo 

i 

7. 

8. 

9. 

10. 

11. 

(fJE Tf]V TTOPOKAf]Of] EVI')fJEPWO'lC; TWV 
TOTTlKWV ¢OPfJOKEUTlKWV LuM6ywv Tf]C; 
novEAA VIO 'Evwof] ¢OPIJOKOTTOIWV 
NOOf]AEUTIKWV 10PUIJOTWV 
MlxoAoKOTTOOAOU 99, 115 27 A9 vo 
\KA-¢OPIJ/K  YTTI')PEOio 
Ay.Kwv/vou 8,102 41 A9!'Jvo 
OrA KMoo  ¢OPIJOKEUTlK C; nEpi90A4!I')  
nOTf]oiwv 30, 106 77 A9 vo 
OiKOC; NOUTOU nElpOIW  
K.nOAOIoMyou 15 
185 35 nElpOIOC; 

OiKO  NOUTOU A9 voC; 
rAOUOTWVOC; 2 & nOUloiwv 
106 77 A9 vo 

J.JTYPOnOYr\OY / 
./ 

.

)2. 

13. 

KtvTPO Lll')A'lTf]PIOOEWV 
NOOOKOIJEio noiowv 'n& A. KUpIOKOU" 
115 27 rouo! 
L¢EE 

14. 

15. 

/\. Kf]qllaio  280 & Ayplviou 3 
152 32 XoMvopl ATTIK C; 

novEAA VIO "Evwof] ¢OPfJOK0I310fJI')xovioC; 
MIJ4!O 7, 115 24 AIJTTEAOK'lTTOI, A9!'Jvo 
LuMoyo AVT/TTWV ¢OPfJOKEUTlKWV Elowv & EIOIKOT!'JTWV 
OMC; TOTO"iOU 
180 XAIJ. E9vIK C; 0000 A9f]vwv-/\olJio  
146 10 N. EPYElPAIA 

16. 	 LlEAlio AyopovolJiOC; 
nOVETTIOT'lfJiou 42, 106 79 A9 vo 

17. TEBE ¢OPIJOKEUTlK£C; YTTI')pwiEC; -
Ay. KWVOTOVT!VOU 5 

103 51 AElHNA 
18. 	 Mf] IJtAf] LuM6ywv 

(6TTWC; 0 TTivOKOC;) 

EIOTEPIKH AIANOMH: 
1. 	 Ll/vof] A loMyf]af]  npOr6VTWV 

rpOfJlJOTEio A' TIJ fJOlO  ETTlaTI')IJOVIKOU LUIJ130UAiou EYKpiaEwv 
2. 	 Ll/vof] Ll/Kwv YTTrIPWIWV EAtyxou npOr6VTWV 

TIJ lJo 'EKOOa'l  & Kwo. ATTOqlOaEWV 
3. rpOlJlJOTEio LlEUTEpo1309fJ10U ETTlaTf]IJOvIKOU LUlJl3ouAiou 
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