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Tr]Mcpwvo: 210-6507200 


ErKYKJ\lor - AnO<l>ArH 

0EMA: Ka80plofJo<;; nEpiArj4Jll<;; XapaKTIlPIOTlKWV TOU npO'iOVTO<;; KOI <lluMou O~rjVIWV va TO XP~OTIl 
cpopfJaKEUTIKwV rrpo"lovTWV rrou mpl£Xouv ~paoTIKo OUOTOTIKO LEVOMEPROMAZINE 

"EXOVTE<;; urro4Jrj: 

a) TI<;; ~IOTO~EI<;; Trj<;; KOIV~C; YrroupVIK~<;; Arrocpaoll<;; .6. yr3 (a) 83657/2005 "nEpl EVaPfJOVlor]<;; TIl<;; EMllvIK~<;; 


NOfJ08wia<;; fJE Hlv aVTioTolXIl KOIVOTlK~ OTOV TOfJ£a Hl<; KUKAo<popia<; ...... ... . ...... TWV cpapfJaKEUTlKWV 

rrpoIovTWV, rrou rrpoopi~OVTOI Via av8pwmvrj XP~Orj", 


~) Trjv urr' api8fJ.: 43391/23-6-2010 Arrocpaoll npo£~pou EO<ll (<llEK 1052/TElJX0<; .6.EllTEpo/12-7-2010) 

«nEpi fJETO!3I!3aoEw<;; ~IKOIWfJOTO<; urrovpacp~<; arro TOV npOE~pO EO<ll rrpo<; TOU<; rrpoiOTOfJ£vou<; 

~IEu8uVOEWV EO<ll». 

V) Trj rVWfJOTEUOIl TOU EmoTllfJovlKOU LUfJ!30UAiou EVKpfoEWV , TfJ~fJa A' ap. <ll-213/28-5-2010. 


AnO<l>ArIZOVME 

1. 	 H nEpiAlllWl XapaKTIlPloTIKwv TOU npOIOVTO<; cpapfJaKEUTIKWV rrpoiovTWV rrou mpl£Xouv ~paoTIKo 

OUOTOTIKO LEVOMEPROMAZINE TporrorrolEiTOI w<; E~~<;;: 

nEPIJ\H'VH TON XAPAKTHPlrTIKON TOV np6ioNTOr 

(Ievomepromazine) 

1. ONOMArlA TOV <l>APMAKEVTIKOV npO'iONTOr 

2. nOIOTIKH KAI nOrOTIKH rVN0ErH 

Ko8E ~loKio mpl£XEI 25 mg AE!3ofJmpofJa~iVIl (avTloTolXEi OE 33,8 mg fJIlAErvIK~ AE!3ofJmpofJa~ivll). 
flO TOV rrA~PIl KOTaAovo TWV EKMxwv, !3A. rrapovpacpo 6.1. 

3. <l>APMAKOTEXNIKH MOP<l>H 

ETTIKaAUfJfJ£Va fJE AEmo UfJtvlO ~loKia 

4. 	 KJ\INIKEr nJ\HPO<l>OPIEr 

4.1 0EpalnuTIKt~ Evl)Ei~EI~ 

4'UXWOIK£<;; KaTOoTooEI<;, Via TOV £MVXo TOU 0VXou<;; Kal TIl<;; 4JUXOKIVrjTIK~<; ~1£VEpOrj<;;. NWPWOEI<; (Via Tllv 
Of,JEOrj aVTlfJETWmOrj TOU tVTOVOU avxouc;). 
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HAIKIW/.1{:VOI aatJEVEir:; fJE avo/a: 
01 '1AII<IW~tVOI oa8£v£k; ~£ lVuxwa'1, '1 oTToio aX£Ti~£TOI ~£ OVOIO KOI TTOU OVTf~£TWTTi~oVTOI 8£POTTWTIKO ~£ 
OVTllVUXWOIKO <pOp~OKO OIOTptXOUV OU~'1~tvo Kivouvo 80VOTOU. AvoAUa£l(; 17 OOKI~WV, £M:YXO~EVWV ~E 
placebo (~ta'1e; OIOpWOe; 1 0 E~OO~OOwv), Kupiwe; aE oa8EvEie; TTOU tAO~OV OTUTTO OVTIltJUXWOIKO <pop~OKa, 
KOltOEI~OV tvov Kivouvo 80VOTOU aTOue; oaSEvEie; UTTO oywy~ ~E TO <pOp~OKO OTTO 1,6-1,7 <popte; TOU 
KIVOUVOU 80vclTOU aroue; 008EVEie; UTTO oywy~ ~E placebo. KOTO T'1 OIOPKEIO ~10e; TUTTlK~e; EAEYXO~EV'1e; 
OOKI~~e;, OIOpWOe; 10 E~OOIJOOWV, 0 OpIS~Oe; TWV SOVOTWV aTOV TTA'1SUaIJO TWV oaS£vwv TTOU 
oVTI~ETWTTioTrlKOV SEponwTIKo IJE TO <pOp~OKO ~TOV 4,5% OUYKPIVOIJEVO ~£ tva noooOTo, mpinou 2,6% 
OTrlv OIJOOO placebo. Av KOI 01 OlTiEe; 80VOTOU OTle; KAlvIKte; OOKI~te; ~£ oTuno OVT1lVUXWOIKO ~TOV TTOIKiAEe;, 
01 nEploaoT£pol TWV SOVClTWV <pOV'1K£ OTI £ivOi EiT£ KOPOIOYYEIOK~e; (TT·X. KOpOIOK~ ov£nopwo, ol<pvioIOe; 
80VOlOe;) EITE AOI~WOOUe; (TT X TTvw~ovio) <pUO'1e;. M£A£T£e; nOpOl~p'1a'1e; o£ixvouv aT!, OTTWe; 10XU£1 ~£ TO 
C/Tuno OVTllVUXWOIKO, '1 oywy~ ~£ TO OU~~OlIKO OVTllVUXWOIKO <POPIJOKO TTlSOVOV VO ou~~a£1 T'1 
8V'101IJ OT '1TO. 
H tKTOO'1 OT'1V onoio TO WP~IJOTO T'1e; OU~'1lJtV'1e; SV'1011J0T'1TOe; OTIe; IJEA£T£e; TTOpOT~p'10'1e; ~TTOPEi vo 
OTTOOOSEi aro OVT1lVUXWOIKO <POPIJOKO tVOVTI KOTTOIOU(WV) XOPOKTIlPIOTIKOU(WV) TWV 008EVWV, OEV Eivol 
ao<p~e;. 

(/)}.[.{3/Ki} tJPO/.1{3oE/.1{3oAi}: 
nEp'TTTWOEIe; <pAE~IK~e; SpOIJ~O£IJ~oA~e;, EviOTE 80VOlIl<P0POU, tXOUV ovo<pEp8Ei IJ£ TO OVTllVUXWOIKO 

<POPIJOKO. Eno~tvwe;, 11 AE~O~£TTPOlJo~iv'1 TTptml vo XP'1011J0nOIEiTOI IJE TTPOOOX~ OE oa8EVEie; ~E 


TTOPOYOVTEe; KIVOUVOU YIO SpO~~OEIJ~OA~ (~A. nopoypo<po 4.8 «Av£TTISUIJIlTEe; EvtpY£I£e;»)· 


LE OTOIJO EKTES£llJtvO O£ UlVIlA£e; SEPIJOKpooi£e;. KOTO Til OIOPWO T'1e; 8Epomioe; OTTO<PUY~ Tile; MlVIle; 

oIVOnV£UIJOlOe; KOt <P0PIJOKWV, OTTWe; '1 <polvuAo~OUTO~OV'1, nou ~TTOPEi vo mplopioouv T'1V TTOPOYWY~ 


AWKOKunOpwv. L£ 008£v£ie; ~E 8Up£OTO~iKWOlll.JTTOpEi VO TTPOKOA£O£l tvTOVO OU~TTTWIJOTO ono TO KNL. 


LTIlV oPX~ Tile; 8Epomioe; unoPX£1 Kivouvoe; oo~op~e; Op800TOTlK~e; unoTOOlle;· 

H xop~YIla'1 ~£YOAWV 060Ewv novw OTTO 75 mg O£ IlAIKIWlJtVO OTO~O TTptnEI vo yivETOI ~E TTpoaox~ Myw 

TWV OVTlXOAIVEPYIKWV 1010T~TWV TOU <pOP~OKOU KOI TOU KIVOUVOU Op800TOlIK~e; UTT01OOIle; 

No ~'1 XP'101IJOnOIEiTOI OE nOlolo KOTW TWV 2 £TWV, Emlo~ '1 OO<pOAEIO TOU TTpOIoVTOe; OEV tXEI E~oKPlf3wSEI 


YIO oa8£v£ie; OUT ~e; T'1e; '1AIKioe;. 


To v£upoArlnTIKo Tunou <p0Iv08£10~ivIle; EVOtXETOI VO £VIOXuoouv T'1V TTOPOTOO'1 TOU OIOOT~IJOTOe; OT TTOU 

OU~OV£I TOV Kivouvo tvop~Ile; oo~opwv KOIAIOKWV OppUSlJlWV Tunou torsade de pointes (TOXUKOpoio oiKIlV 

plTTloiou), 01 onoi£e; IJnopEi vo EivOi 80VOl'1<POpEe; (OI<pvioloe; SOVOlOe;). H TTOpoTOOll TOU OT £TTlOEIVWVETOI 

EIOIKOTEPO TTopouoio PpoouKapoioe;, UTTOKOAIOIlJiOe; KOI OUYYEVOUe; ~ £TTiKT'1TIle; (TTX np0KaAOUIJEV'1e; ono 

<pOp~OKO) TTOporaO'1e; TOU OT. E<pooov ElJlJtV£I '1 KAIVIK~ KOlOO1OOll TTptTTEI vo OtEvEpYOUVTOI tOlplKte; Kat 

EPYOOTIlptOKte; E~£TOO£Ie; npOKEllJtvou va OTTOKAEIOTOUV TTlSOVO! nopoYOVTEe; KIVMvou nplV OTTO T'1V tvop~'1 


Tr)e; oywy~e; IJ£ KonOlo VWpOA'1TTTIKO TTOPOYOVTO KOI, OV 8EWPEiTOI OVOYKoio, KOla Til OIOPK£IO Tile; oywy~e; 


(~A. £TTiO'1e; A~lJlJo 4.8 «AVETTl8ulJ'1TEe; EvtpY£I£e;»). 


EKTOe; OTTO TIe; ETTEiyouo£e; KOTOOTOO£le;, OUVIOTOTOI 11 npoYIJOlonoi'1o'1 IlA£KTPOKOpOtOYPO<p~~OlOe; KOTO T'1V 

OPX1K~ o~toMYf"}o'1 TWV 008£vwv nptv OTTO Tf"} S£pomio IJ£ tva VWpOAf"}TTTIKO nopoyovTO. 


EKTOe; ono £IolKte; n£pITTTWO£Ie;, OUTO TO <POPIJOKO O£V TTptTTEI VO XPf"}OI~OTTOIEiTOI OTTO 008£VEie; IJE vooo TOU 
Parkinson. 

H EIJ<pOVIOf"} nopoAUTIKOU £IA£OU nou IJnopEi va OTTOKOAu<p8£i OTTO KOIAIOK~ OI01OOf"} KOI KOIAIOKO oAYf"}, 
£TT1~oMEI Til A~lVf"} £nElYOVTWV IJtTPWV. 
'Exouv ovo<p£pSEi noM onovlEe; TTEPITTTWO£Ie; OUVf"}T1KO SOVOlf"}<pOpOU V£KpWTlK~e; £VTEpoKoAiTlooe; 

I\oyw Tf"}e; TTopouoioe; AOKTO~f"}e;, OUTO TO <POPIJOKO OVTEVO£iKVUTOI OE nEpITTTWO£Ie; auyy£voue; 
yoAOKTO~OI~ioe;, OUVOpolJOU KOK~e; onoPPo<pf"}a'1e; yAUKO~Ile;-yoAoKTO~'1e; ~ OTIlV tMEllVIl AOKTOOlle;. 

H TTOPOKOAou8f"}0'1 T'1e; SEpomioe; IJE A£~OIJ£TTpOIJO~jVIl TTp£n£l vo EVIOXU£TOI: 
• 	 LE ETTlAIlTTTIKOUe; oa8EvEie; AOYW Tile; TTl80VOTIlTOe; lJ£iwof"}e; Tile; ETTlAIlTTTOYOVOU OUOOU, H E~<POVIOll 

ETTlAFlTTTIKWV KpioEWV ETTI~oMEI Til OIOKOTT~ TFle; S£pOTTEloe;. 
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• 	 L£ I1AIKlwlJtvou<; aoS£v£i<; TTOU TTapOUOIO~OUV 
o 	 M£yaMmpl1 £uOIoSl1oia OTI1V OpSOmOlIK~ UTTOTOOI1, OTI1V KOlaOTOA~ Kal O£ £~WTTUpaIJIOIKI;<; £TTlOPOO£I<;, 

Xpovla OUOKOIAIOTI1TO (Kivouvo<; TTapaAuTIKOU £IAEou), 
c Evo£xolJ£vl1 umpTpocpio TOU TTPOOTClTl1 
• 	 L£ aoS£v£l<; TTOU TTOOXOUV OTTO OPIOlJtV£<; KOPOIOYY£IOKt<; TTOS~O£I<;, Myw TWV £TTlOPOO£WV TI1<; KIVIOiv'1<;, 01 

OTToi£<; TTPOKOAouv TOXUKapoia KOI UTTOTOO'1. 
• 	 L£ mpiTTTWOI1 ool3op~<; I1TTOlIK~<; ~/KOI V£CPPIK~<; aVETTOpKElO<;, Myw TOU KIVOUVOU OUOOWpEUOr]<; TOU 

CPOPIJOKOU. 

YmpyAuKOllJia ~ ouoav£~io OTI1 yAUKO~'1 tX£1 avacp£pS£i O£ aoS£v£i<; TTOU OVTlIJ£TWTTiOT'1KaV SEPOTTEUTIKO 
1-/£ A£130IJETTpOIJO~iVI1. 

AoS£v£i<; 1-/£ T£KI-/I1PIWlJtvl1 Otoyvwol1 OaKXOpWOOU<; OIOI3~TI1 ~ 11£ TTOpOyOVTE<; KIVOUVOU YIO avoTTTu~11 
OIO~~TI1 TTOU opXi~ouv oywy~ 1-/£ A£l3oI-/ETTpoI-/O~ivl1, TTptml vo tXOUV KOlOMI1AI1 TTOPOKOAou8r]011 TOU 
OOKXOPOU all101O<; KOla Til OlopK£la Tr]<; oywy~<; (I3A A~lJlJo 4.8 «AvETTISUI-/I1T£<; £vtpy£l£<;»). 

4.5 AMI1AE1TIOpOaEI~ IJE oMo <P0PIJOKEUTlKO lTP0"i6VTO KOI oMu; IJOp<pt~ OMI1AuTiopoal1~ 

Iuvl)uaopoi "au avu:vl)tiKvuvraJ 

NTOrraJ.lIVEpYIKOi aywvlarir;, EKTOr; TTJr; AE!3ovTorra (aJ.lavTaoivTJ, arroJ.lop<pivTJ, !3PWJ.l0KPUTTTivTJ, Ka!3EpyoMvTJ, 

EVTaKarrovTJ, },/ooupfOTJ, rrf.pyo},foTJ, mpl!3f.oi},TJ, rrpaJ.lITTf.{o},TJ, Klvayo},fOTJ, pomvlp0},TJ),pE rTJv E{alpwTJ TWV 

rrapKIVOOVIKWV aof)Evwv: AVTimpocpo<; aVTOywvlOl-/o<; TOU vTOTTal-/lv£pYIKOU OYWVIOT~ Kat TWV 

VEUpoAI1TTTIKWv. 

L£ TT£piTTTWO'1 £TTaY0I-/£VOU OTTO TO VEUpoAI1TTTIKO £~WTTUpOIJIOIKOU OUVOP0I-/OU, O£V TTptTT£1 va 

oVTII-/£TWTTi~£TOI 1-/£ tvav VTOTTaI-/IV£PYIKO aywvlm~, aAM va XPI1011-/0TTOI£iTal tva<; aVTlxoAIV£pYIKO<; 

TTapoyovTO<;. 


Xou},rorrpioTJ (VWP0},TJTTTIKO !3f.v(aJ.liolO). AU~l1l-/tvO<; Kivouvo<; ono olOlapoxt<; TOU KOIAlaKou puSI-/OU, 

IOIOiT£PO OTTO TOXUKOpoio OiKI1V plTTloiou. 


M'1 ouvlorwp£vol ouvl)uaopoi 

<PdpJ.laKa rrou f.VOEXf.TGI va rrpoKaMoouv TaxuKapola OiKTJV pamolou' AVTJappuf)J.lIKd TTJr; Td{TJr; la (KIVJOlvTJ, 

UOpOKJVIOlvTJ, oJoorrupaJ.lloTJ) KGI Tf/r; Td{f/r; III (aJ.lIWOapOVf/, 00Ta},o},TJ, oo<pw},fOTJ, 1!30UU},fOTJ), 0pJ0J.lEVa 

VWP0},f/TTTIKd (f)voPJoa(ivf/, x},wporrpoJ1a(lvTJ, TPI<pf)0plOm:pa(ivTJ, KUaJ.lf.J1a(ivf/, oou},mpfoTJ, 

aJ1loou},mplof/, TJarrpioTJ, mJ.l0(iof/, a},om:pJoo},'I, oporrEpJ06},TJ) KaJ d},},a <pdpJ.laKa, (jrrwr; !3wpJof},TJ, 

Gloarrpiof/, ol<pGlJ.lavi},TJ, f.voo<pM!3Ja EPUf)P0J.lUKlvf/, J.l1(o},aoTivTJ, f.voo<pM!3la !3lvKaJ1fvTJ, a},o<pavTpivf/, 

rrE VTaJ.lJOivf/, orrap<p},o{aoivTJ, J1o{I<p},o{aofvTJ, Evoo<pM!3la ompaJ.luKivf/): AU~l1l-/tvO<; Kivouvo<; olOlopaxwv 

TOU KOIAIOKOU puSIJOU, IOIOiT£PO TI1<; TOXUKOpoio<; OiKI1V plTTloiou. 

Eov £ivol OUVOlO, OIOKOTT~ TOU 1-/11 aVTlAOII-/WOOU<; 0ppuSl-/loyovou CPOPI-/OKOU. Eov 0 OUVOUOOlJo<; o£v 

IJTTop£i vo aTTocpEUxS£i, OUVIOTOTOI TTPOKOTOPKTlKO<; tAEyxo<; TOU QT Kal TTOPOKOAouSl1ol1 TWV HKf 

K01OypOcpwv. 


0Iv6rrvwJ.la: AU~'1or] TI1<; KOTOOTOATIK~<; oPOOI1<; TWV vEUpoAI1TTTIKWV aTTO TO OIVOTTVEUI-/O 

01 OIOTOpOXt<; TI1<; £yp~yopOI1<; I-/TTOpOUV VO KOTaOT~OOUV £TTlKfvouVI1 TI1V Oo~yr]OI1 0Xr]I-/ClTWV KOI TO 

X£IPIOIJO I-/I1XoVWv. 

ATTOCPUy~ A~4!I1<; OAKooAouxwv TTOTWV KOI CPOPI-/OKWV TTOU mpltxouv OIVOTTV£UI-/O. 


!lE!3ovTorra: AVTfmpocpo<; aVTOywvlOl-/o<; T'1<; At:l3ovToTTa Kat TWV vwpoAIlTTTIKWv. 

fla TOU<; TTOPKIVOOVIKOU<; ooS£v£i<; vo XPl1011-/0TTOIOUVTOI 01 £AOXIOT£<; aTTOT£AwI-/OTlKt<; 000£1<; TOU KOS£ 

cpapl-/OKou. 


NTOrraJ.lIVEpYIKOi aywvloTir; EKTOr; Tf/r; AE!3ovTorra (aJ.lavTaofvf/, arroJ.lop<pivf/, !3PWJ10KPUTTTivTJ, Ka!3Epyo},fVTJ, 

EVTaKarrovTJ, },Iooupiof/, rrEpyo},fOf/, mpl!3Eoi},f/, rrpaJ1ITTE{o},TJ, KlVayo},fOf/, pomvJp0},f/J Yla TOUr; 

rrapKlvoOVIKOVr; aof)EvElr;.· AVTimpocpo<; OVTOYWVIOl-/o<; TOU VTOTTOI-/IV£PYIKOU OYWVIOT~ KOI TWV 

vEUpoAr]TTTIKWV 0 VTOTTOI-/IV£PYIKO<; OYWVIOT~<; I-/TTop£i VO TTPOKOAtO£I ~ vo £TTlo£lvwm:1 TI<; ljJUXWOIKt<; 

OI01OpOxt<;. L£ mpiTTTwOI1 OVOYKI1<; XOP~YI1011<; S£pomio<; 1-/£ vEUpoAI1TTTIKO O£ TTOPKIVOOVIKOU<; ooS£v£i<; 

TTOU OVTIIJ£TWTTi~oVTOI 1-/£ VTOTTOI-/IV£PYIKOU<; OYWVIOTt<;, 01 T£AwTOiol TTptTT£1 vo l-/£lw80uv TTPOOOEUTIKO tw<; 

Tr] OIOKOTT~ TOU<; ('1 onoTol-/11 OIOKOTT~ TWV vTOTTaI-/IV£PYIKWV TTopayovTwv £KStW O£ Kivouvo £l-/cpovIOI1<; 
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«KaKO~8oue; vEupoArtnTIKOU OUVOpOIJOU») 

Luv6uaCJpoi rrou arrOTEAOuV aVTIKEipEVO TWV rrpOrpUAO{EWV KaTo TI7 xpi]CJI7 

TOTTlKiiJ(; opwvra aTO yaoTpEvTEPIKO arJaTf)jJa, AAOlO, o~EiOIO KOI uOpo~EiOIO TOU jJOyviloiou, TOU apYIAiou 

Kal TOU aol3£OTiou: MEiwOll Tile; nETITIK~e; onoppO<PIlOlle; TWV <pOIv08Ela~IOIKWV VEUpOArtTITIKWV. 

Ta <poPlJaKa jJE TOTIlK~ OPOOil 010 yaoTpEvTEPIKO nptnEI va AOIJ130VOVTOI jJE XPOV1Krl anoowoll ana TO 

<pOIvo8Ela~IOIKO vEupoAilTITIKO (mploooTEPO ana 2 WpEe;, EOV EivOI OUVOlO) 


(/)opjJaKa TTOU TTPOKG},ouv /3paouKapoia (avraywvlaTle; rou aa/3wTiou TTOU TTpoKa}'orJv /3paouKapoia: 
fj,},Tla(EjJf), /3EpaTTajJi},f), /3i]ra-aTToKM:taTEe; EKTOe; Tf)e; aora},o},f)e;, K},OVIOivf), youavepaaivf), jJEep},oKivf), 
OaKTUMTloa, aVTlX0},l7vwTEpaatKo, OTTWe; oovE(ETTi},l7, pl/3aaTlYjJivf), raKpivl7, ajJTTEjJovlO, ya},avrajJivf), 
TTUpIOOaTlYjJivl7, vwaTlYjJivf)): AU~IllJtvoe; KivOuvoe; olOlapoxwv TOU KOIA,aKou pu81J0u, IOIOiTEPO Tr]e; 
wXuKopoioe; oiKIlv pmloiou, AnomiTOI KAIVIKrl KOI f']AEKTPOKOpOIOypa<p1Kr'] nopoKOAou8f']oll 

(/)opjJaKa TTOU TTpoKa},ouv uTToKa},IGljJia (OIOUpf)TIKO TTOU TTpOKa},orJv UTTOKG},IGljJia, OIEY£PTlKO UTTaKTlKO, 

ajJepouplKivl7 B (EvooepM/3la 006e;), y},uKo-a},aroKOpTiKOElorj, THpaKoOaKTfof)).- AU~f']jJtvoe; Kivouvoe; 

olOlopaxwv TOU KOIf,IOKOU pu8jJou, IOlaiTEpo Tile; WXuKopoiae; OiKf']V pmloiou, 

AnOITEiwl nAr']pf']e; olop8wof'] Tile; unOKOAlallJioe; nplv ana Til xoPr']YIl0f'] TOU npo'IOVTOe; KOI nopoKoAou81l0ll 

Tile; KAIVIK~e;, IlA£KTpoAUTlKr']e; KOI IlA£KTPOKOPOIOYPO<p1Kr']e; KOlOOTOOf']e;, 


Luv6uaCJpoi rrou rrpi.rrEI va Aap{3ovovTaI urrOlp17 

AVT/UmpraatKO: YmpWOIKr'] OPOOil Kal au~rtjJtvoe; Kivouvoe; Op800TOTIKr']e; unoWOlle; (08pOIOTIK~ 0POOll). 

Br]ra aTTOK},[larle; aE KapolaKrj avmopK£la (/3laoTTp0},O},I7, Kap/3EOI},O},I7, jJHOTTP0},O},I7), 
AYY£IOOIOOWATIKr'] opoail Kal OU~lwtvoe; Kivouvoe; unOTOOlle;, lOloiT£pa op80aTOlIKr']e; unoTOalle; (a8pOlaTIKr'] 
opoall), 

ATPOTTiVf) KG/ o},},[e; arpOTTlVIKEe; OUOiEe;, IjJITTpajJlVIKO aVTlKara8},ITTTlKO, aVTliarajJlvlKO aVTlXo},IV£PYIKO, 
aVTlTTapKIVaovlKO aVTlXO},IVEpYIKO, arpOTTlVIKO aTTaajJO},UTlKO, OlaOTTupajJiol7: npoa8r']Kf'] aV£TT18ujJf']TWV 
mpOTIlVIKWV opOO£WV, onwe; Tile; £TTiOX£Of']e; OupWV, Tile; ouoKoIAloTIlTOe;, H]e; ~IlpooTOlJioe;, 

):\},},a KGraara},TlKO rou KEVTPIKOrJ VWPIKOrJ auaTf}jJarOe;: OTTlOElof} TTapoywya (ava},YI7T1KO, aVTI/3f)XIKO KGI 
8EpaTTEiEe; uTToKarOaraal7e;), /3ap/3ITouPIKO, /3£ v(oola(ETTivEe; KG/ o},},a aYX0},uTIKO EKT6e; TWV 
/3Ev(oola(£ TTlVWV, UTTVWTlKO, I7P£jJlaTlKo aVTlKara8},ITTTIKO (ajJlTpITTTU},ivl7, OOf,ETTivl7, jJlavaEpivf), jJlpra(aTTivl7, 
TpljJlTTpajJivf)), Karaara}, TlKO aVTliarajJlvlKo, KEVTpIKWe; opwvra aVTlUmpraalKo, /3aK},oepaivf), 8a},loojJiof), 
m(oTiepaivl7, VWP0},f)TTTIKO: AU~Il0ll Tile; KOlaOTOAr']e; TOU K£VTPIKOU VWPIKOU OUOT~jJOlOe; 01 DIOlapaxte; Tf']e; 
£YPr']YOpOlle; jJnop£i va KOTaaTr']oouv £TIlKivDUVil TI']V OOr']YIlOf'] 0Xf']jJOTWV Kal TO X£IPIOjJO jJIlxavwv. 

MHa/30},lajJ6e; TOU KUToXPwjJaTOe; P450 206: 'EX£I ava<p£p8£i OTI 11 '\£l3ojJ£TTpolJa~ivil KOI 01 jJil 
uOpO~U'\IWjJtVOI IJ£TOI30AiT£e; Tile; avaoTtMouv TO KUTOXPWIJO P450 206, H oUYXOPr']YIlail Tile; 
AEl3ojJ£TTpojJa~iVIle; IJ£ <P0PjJOKO nou npwwPXIKO IJ£TOI30Ai~ovTOI ano TO £V~UjJIKO ouoTIljJa TOU 
KUTOxPWjJOTOe; P450 206 I-'nop£i va oOllyr']O£1 O£ OU~Ill-'tva £TTimoa aUTWV TWV <papjJoKwv OTO nMol-'a 

4.6 KUr)CJr) Kal yaAouxia 

Xpf}CJI7 KaTCt TI7V KUI7CJI7: 

LTO npwTO Tpil-'f']VO Tile; KUIlOlle; nptnEI va ano<pEUYETOI 11 XOPr']YIlOll TOU <P0PjJOKOU ~ va OT08I-'i~ETal IJE Til 
8EpanEUTlKr'] aVOYKOIOTf']W, 

XpljCJI7 KaTCt TI7 61CtPKEIG TI7~ yaAouxia~: 

KOTO TO 8f']AaOjJO TIptml, EnrOlle;, va ono<pEUYETOI 11 Xopr']Yf']Of'] TOU <P0PjJOKOU r'] va OT08I..1i~ETOI jJ£ Til 
9EpanWTIKr'] avaYKOIOTf']TO. 
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To OUIJTTTWIJOTO o~£io<; TO~rKOH]TO<; IJnop£i va mprAolJl3dvouv onA~ KOTOOTOA~ lOU KNL:, onoolJou<;, TPOIJO 
~ TOVIKOU<; KOI KAOVIKOU<; onoolJou<;, KWIJO TO onoio va OUVOO£U£TOI ono unOTOOr] Kor oVOnVWOTlK~ 
KOTOOTOA~ 

AVTIJ.lwiJmOfJ. 
b.£v unoPX£I £IOIKO oVTioOTO. METd Tr]V npoYIJOlonoir]or] yOOlprK~<; n AUOr]<;, r] OVTIIJETWTIlOr] £ivOI 
OUIJTTTWIJOlrK~. 


EJ.lUlKlI TOU KNL: Eivor ovonOTEAEOIJOlIKd Myw Tr]<; OVTI£IJETIK~<; opoor]<; H]<; A£l3olJmpolJo~ivr]<;. Mnop£i va 

xopr]Yr]8£i £v£pyonOlfilJtvO<; dv8pOKO<;. 

ria TfJV aVTlJ.lETWmOfJ TfJr;; urr6raofJr;;: [lroAUIJO yAuKO~r]<; 5% IJnop£i va XOpr]yr]8Ei. Edv onolT£iTOr r] Xp~or] 


UTIEPTOOIKOU, IJnopEi va xoprWr]8Ei vopmlv£(ppivr] ~ q>OIVUA£q>pivr], 0XI OlJw<; ETIlVEq>pivll r] onoio IJnopEi va 

ETIll3apuv£1 Tr]V ~or] unopxouoo unoToor] 

na T'1V avarrvwoTIKt} KaraoroAt}: XOP~Yr]or] o~uyovou Ylo Eronvot<; ~ tAEYX0<; ovonvo~<; OrOIJEOOu TpOXEIO­

oroowA~vwor]<;. 


ria TfJ J.l6AUVOfJ TOU avarrVWOTIKoU: Xp~or] OVTI!3loTrKwv EUptO<; q>dolJoTO<;. 

na ra OUJ.lTTTWJ.lara arr6 TO E~WrrUpaJ.lIOIK6: IJnopEi vo XPr]01IJOnOIr]8Ei tva OVTITIOpKrVOovlKO ~ tvuopo<; 

XAwpoAr]. H TEAEUToio nptml vo XPr]OIIJOnOrEiTOI IJE npooox~ Myw Tr]<; KOTOOTOATIK~<; oPOOr]<; Tr]<; mi TOU 

ovonvwoTIKOU. 

Ko8E OlEYEPTIK6 TOU KNX npETIEr vo XPr]OIlJonor£iTOI IJE npooox~. 


5. <l>APMAKOI\OrrKEr ItllOTHTEr 

5.1 <l>aplJaKo~UVaIJIKi:~ 1~16TrIT£~ 

<PoPIJOKo8EPOTIEUTlK~ KOlr]yopio: AVTHvuxworKo, KWOIKO<; ATC: N05 AA02. 

H A£l3olJmpolJo~ivr] EivOi VEUpOAr]TTTIKO nopdywyo Tr]<; q>OIVOeEIO~ivr]<; IJE OVTI\jJUXWOlKE<; r]P£IJIOTlKt<;, 
ayxoAuTIKt<;, KOl£UVOOlIKE<; KOI OVOAYr]TIKt<; IOIOTr]TE<;. AOKEi Enior]<; IJIO IOXUp~ Enlopoor] Tunou OVTI­
onolJopq>Ivr]<;, IJIO Un08EPIJIK~ opdor] TpEI<; q>OPE<; TIlO roxup~ ono 0,11 r] XAwponpolJo~ivr] KOI IOXUp~ 
oVTIOnOOIJWOrK~ KOI oVTfiOTOIJIVIK~ opoor]. 

H AEI30IJmpolJo~ivr] IJnopEi vo oVTroTpE\jJEr Tr]V unEpToor] nou npoKoA£iTOr ono Tr]V ETIlVEq>pivr] oAM EIvor 
npoKTrKd oopov~<; OE OUT~ nou npoKoA£iTOr anD Tr] VOPETIlVEq>p[V'l KOI Tr]V aKETUAoxoAivr]. 

01 IJtyroTE<; OUYK£vTpwoEr<; OlOV opo mrTuyxdvovTOr KOla IJEOO opo 1 tw<; 3 WPE<; anD Tr] A~\jJr]. H 
I3roAoYIK~ r]IJITIEpiooo<; ~w~<; Tr]<; AEI30IJmpolJo~iv'l<; Eivor TIEpinou 30 WPE<;. H AEI30IJmpolJo~[vr] 
OTIEKKp[VETOI OUYXPDVW<; ono TO Konpovo IJE T'lIJOpq>~ O~ErOWlJtv'l<; A£130IJEnpOlJo~ivr]<;. 

[lEV unopxouv EnlTIpoo8ETO OEOOIJEVO nou vo oq>opOUV 010 ouvTOyoypdq>o. 

6. <l>APMAKEYTIKEr nI\HPO<l>OPIEr 

6.1 KaToAovo~ EK~6xwv 

6.3 1110pKEIa ~w"~ 
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6.5 <DUOl") KOI OUOTOTIKO TOU TTEPIEKTI") 

7. 	 KATOXOI: THI: A~EIAI: KYKJ\O<DOPIAI: 

8. 	 API0MOI: A~EIAI: KYKJ\O<DOPIAI: 

9. 	 HMEPOMHNIA npOTHI: ErKPII:HrtANANEOI:HI: THI: A~EIAI: 

10. HMEPOMHNIA ANA0EOPHI:HI: TOY KEIMENOY 

2. 	 To <PuMo OOrjVIWV Via TO Xp~OTrj qJaplJaK£UTlKWV TTP0"lOVTWV TTOU TT£PI£XOUV opaOTIKO OUOTOTIKO 
LEVOMEPROMAZINE TPOTTOTTOI£ITOI W<; £~~<;: 

<DYMO O~HnON XPHI:HI: 

1. npOI:~IOPII:MOI: TOY <DAPMAKEYTIKOY npOIONTOI:L ---------------------------------------------------­

1.1 nvo~o: 

1.2 I:uv8wI") : /JpaOTlKf] Quoia: Levomepromazine maleate 

EKOQX a: 


1.3 <DOp~OKOTEXVIK.; ~opq)li: 

1.4 nEpIEKTIKOTI")TO OE l>POOTlKI'l ouoio: 

1.5 nEpIYP0<P1'l - I:UOKEUooio: 

1.6 <Dop~oKo8EPOTTEUTlK'; KOTI")yopio: NEUPOArjTTTIKO 

1.7 YTTEU8uvoc.; Ol>EIOc.; KuKAo<popioc.;: 

1.8 nOpOoKEUooTI'lc.; - I:UOKEUOOTI'lc.;: 

1.8.1 nOpOoKEUooTI'lc.;- I:UOKEUOOTI'lc.; 
(£VO""OKTIKO~): 
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Lr--"2.TInPEnE'·N/CrNOPlzETEriA______~ ~______________ TO-<I>A-PMA"KO._. noy IAI XOPHrHIE~.~~0 rlATPOI~.~._.~IAf-l 
__.~~.~~.~._~~____. _________________ . ._.~_.~__ ___ 

2.1 	rEvlKt«;; TTAr}pocpopiE«;;: 

H f..E!3ojJmpolJo~ivf'] £ivOI v£UpOAf']1TlIKO, rropoywyo 111<; <pOlVOS£IO~iVIl<;, 1.1£ 10XUPrl K£V1P1Krl OpOOf']. 

41uxwoIKt<; KOTOOTOO£I<;, ylo TOV EA£yxo TOU 0YXOU<; KOI 111<; ljJUXOKIVIl1IKrl<; OIEy£pOf']<;. Nwpwo£l<; (Ylo 11lV 
OIJEOf'] OVTIIJoWmoll TOU EVTOVOU oYXou<;). 
Movo rl O£ OUVOUOOIJO 1.1£ K01oMilAo TTPOOOPIJOOIJEV£<; 060£1<; OVOAYf']T1KWV KOI VOPKWTlKWV ylO Tf']V 
ovoKOU<PIOIl OTTO TO tvTOVO oAyo<; KOI TO ouvooo OUI"JTTTWIJOTO OTTW<; TTopoArlPIlIJO, oIEY£POIl. oVllouXio KOI 
OlJYXUOIl 0( ooS£v£i<; KOTO TIlV T£AIKrl <pOOf']. 

• 	 AMEpyio OTf'] AE!30IJmpoIJ0~ivf'] KOI YEVIKOTEPO 011<; <POIVOSEIO~ivE<; rl O£ KOTTOIO OTTO TO EKOOXO, rroSrlO£I<; 
TOU rlTTOlO<;, 

• 	 Kivouvo<; yAOUKWIJOlO<; (TToSoAoYIKO OU~lllJtVf'] Evoo<pSoAIJIO TTiEO f']) , 
• 	 npo!3MIJOTO KOTO Tf']V OUpf']Of']. O<pEIAOIJEVO OTOV TTpOO1OTf'] rl oMf']<; TTPOEAwof']<;, 
• 	 10lOPIKO OKOKKIOKUnOpOIlJio<; (Of']IJOVTlKrl IJEiwOf'] lOU 0PISIJOU OpIOIJEVWV AWKWV OIlJoo<polpiwv 

(KOKKIOKunopwv) OTO oilJo), 
• 	 L£ OUVOUOOIJO IJE 
o 	 Lou,\Torrpiof'], 
o 	 NTOTTOjJIV£PYIKOU<; OYWVIOTE<; £KTO<; Tf']<; AEJ30VTOTTO (OIJOVTOoivf'], OTTOlJop<pivf'], J3PWIJOKPUTTTivf'], 

Ka!3EpyoAivf']. EVTOKOTTOVf'], AIOOupiof'], mpyoAioll. mplJ3diiAf'], TTPOIJITTE~oAf'], KIVOyoAiOf']. pomvlpoAIl), IJE H1V 
E~oipEOf'] TWV TTOPKIVOOVIKWV OOSEVWV. 

2.4 EIOtKt«;; TTpocpuAa~EI«;; Kat TTpoEIOOTTOII10EI«;; Kala HI xpt')0l1: 

2.4.1 TE:VIKc1: 

npOEIOOTTOIl70 W:;.' 

L£ mpi1TlwOIl EIJ<POVloll<; TTUPOOU O£ OUVOUOOIJO rl 0XI IJE OllIJEio AoilJw~ll<; (TTovoAollJ0<;), WXp01f']TO<; 

rl tVTOVI1<; £<piopwOIl<; EivOI UTTOXPEWTIKO VO £IOOTTOlriOOE OIJEOW<; tvo ylOlpO rl TO £TT£iyovTO TTEPIOTOTIKO 


L£ mpiTTTwoll EIJ<PoVloll<; 1.w"iKri<; OUOKolJljJio<; KOI olOlopaxwv TIl<; ouvEioIlOIl<;. O£ OUVOUOOIJO IJ£ 

oV£~riYl1TO TTUPOO KOTO Til OIOPKElO TIl<; SEpomio<; EivOi orropoiTrlTO vo OIOKOljJOE OlJtow<; Til ArlljJll TOU 

<papIJOKOU KOI va OUIJ130uAWTEiTE £TT£lyOVTW<; tvov YIOlpO. 


L£ ooS£v£i<; IJ£ yAOUKWIJO, XPOVIO OVOTTVEUOTIKr) rroSIlOIl KOI o~£io AoilJw~1l TOU OVOTTVEU01IKOU OUOTJ'IIJOlO<;. 

LE OTOIJO EKT£SEllJtVO OE UljJIlAt<; SEPIJOKpooiE<;. KOTO Til OIOPKEIO TIl<; SEpomio<; OTTO<pUyr) TIl<; Ar)ljJll<; 

OlVOrrvEUIJOlO<; KOI <P0PIJOKWV, OTTW<; f'] <polvuAJ3ouTO~OVIl, TTOU IJTTOPEi vo mplopioouv Tllv TTOpOYWyri 

AEUKOKunOpwv. LE OOSEV£!<; IJE 8Up(QTO~iKWOf'j IJTTOPEi va TTPOKOAtO£1 tvlOvO OUIJTTTWIJOla OTTO TO KNl:. 


LTIlV opxri Tll<; SEpomio<; UTTOPXEI Kivouvo<; ooJ3oPrl<; 0pSOOTOlIKr)<; UTTOTOOf']<;. 


To VWpOAf']TTTlKO TUTTOU <pOlvoS£lo<ivll<; £vOtXETOI vo £VIOXuoouv Tllv TTopoTOOIl TOU OIOOTriIJOlO<; OT 

rrou OU~OVEI TOV Kivouvo tvop~f']<; ooJ3opwv KOIAIOKWV OPPUSIJIWV TLITTOU torsade de pointes (TaxuKopoio 

OiKf'jV plmoiou), 01 oTToiE<; IJrrOPEi va EivOI 80VOTll<p0PE<; (OI<pviolo<; SOVOlO<;). H TTOpoTOOIl TOU 

OT Emo£lvwvETOI EIOIKOTEPO TTopouoio J3poOUKapoio<;, UTTOKOAIOllJio<; KOI ouyy£vou<; ri miKTIlTf']<; 

(rr-x- TTpoKOAoulJ£VIl<; OTTO <pOPIJOKO) TTOPOTOOIl<; TOU OT. E<pooov £lJlJtV£I 11 KAIVIKri KOlOO1OOIl TTptml 

vo OIEV£PYOUVTOI IOlPIKt<; KOI EPyoOTIlPloKt<; E~(TOOEI<; TTpOKEllJtvOU VO OTTOKA£IOlOUV m8avoi rropoyovTE<; 

KIVOUVOU TTplV OTTO Tf']V tvoP~1l TIl<; oywyri<; IJE KOTTOIO VWpOAf']TTTIKO TTOPOYOVTO Kal, OV S£Wp£iTOI ovoYKoio, 

KOTO HI OIOPK£IO Tr1<; oYWYri<; (J3A. mioll<; ArllJlJo «AvmISuIJIlT£<; £vtpym<;»). 


n£pITTTWO£I<; <pAEI3IKrl<; SpOIJ!3o£lJl3oAr)<;, EviOlE SOVOlIl<P0POU, txouv OVO<pEpSEi 1.1£ TO OVTlljJUXWOIKO <poPIJOKO. 

ErrolJtvw<;, TO <pOPIJOKO TTptTT£1 VO XPll0l1J0TT01EiTOI IJ£ TTpOOOXri m: ooSEv£i<; IJE TTOPOYOVT£<; KIVOUVOU YIO 

8polJl30£IJJ3oAri (I3A. mio!,]<; TTOPOYPO<po 2.8 «AvEmSuIJ1l1£<; £vtpYElE<;»). 
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LE rrEpimworJ q..JlJtvouooe; OUOKOIAIOTrJTOe;, 0rJIJOVTIKOU IJETEWPIOIJOU KOI KOIAIOKOU oAyoue;, OUIJj30UAEUTEiTE 
yp~yopo tvov YIOlpO. AUTO TO <pOPIJOKO IJrrOpEi rrpOYIJOlI, OE rroM OrrOVIE<; rrEpITTTli.loE 1<; , VO rrpoKoAtoEI 
EVTEprKI'j orro<ppo~rJ. 

AUTO TO <pOPIJOKO IJrropEf ErriorJe;, OE rroM OrrOVIEe; TTEpITTTWOEr<;, Vo rrpoKoAtOEl rrOAu ool3ap~ <PAEYIJOV~ TWV 
EVTtpWV, rJ orroio 80 IJrrOpOUOE vo E~EAIX8Ei OKOlJrJ KOI OE VtKPWOrJ· 

npOEloorrOI~OTE TO YIOlPO OOe; OE rrEpiTTTW0rJ: 

KOpOIOK~<; rro8rJorJ<;, 

HrrOlIK~<; f'] VE<PPIKI']<; rro8rJorJ<;, 

10TOPlKOU orrOOIJWv (rrp0rJYOUIJEVOU f'] rrpoo<pOlOU), ETTlArJ4Jio<;. 


H KOlOVOAW0rJ OAKooAouxwv rrOTWV orr080ppUVETOI KOlrJYOprJlJOlIKO KOTO TrJ oropKEIO TrJ<; 8EpOTTEiO!;;. 

YTTEpyAuKOIIJio f'] OUOOVE~io OTrJ YAUKO~rJ tXEr ovo<pEp8Ei OE 008EVEi<; rrou OVTllJETwrrioTrJKOV 8EPOTTEUTIKO IJf 
AEI30IJmpoIJ0~ivrJ· 

A08EVEie; IJE TEKlJrJPIWlJtVrJ OIOYVW0rJ OOKXOPWOOU<; OIOl3l']TrJ f'] IJE rropoyovw:; KIVOUVOU YIO OVOTTTU~rJ 
i51013f']TrJ rrou opXi~ouv oywyf'] IJE AEI30IJmpolJa~ivrJ, rrptTTEI vo tXOUV KOlOAArJArJ rropOKOAou8rJ0rJ TOU 
OOKxapou OiIJOlO<; KOHl TrJ i5ropwo TrJ<;; oywYf']<; (j3A Af']IJIJO 2.8 «AvmI8ulJrJTE<;; EvtpYEIE<;»). 

2.4.2 HAIKIWpi:vOI: 
LE YEPOVTlKO OTOIJO OUVIOTWVTOI IJIKPOTEPE<; 06oEI<;. H xoPI'jYlloll IJEYOAWV 060Ewv rrovw orro 75 mg OE 
rJAIKIWlJtVO OTOIJO rrptrrEI vo yivETOI IJE rrpoooxf'] AOYW TWV OVTlXOAIVEPYIKWV 10IOTf']TWV TOU <papIJOKOU KOI TOU 
KIVMvou Op800TOlIKI']<; urroTOoll<;, KOloOTOAf']<; KOI E~wrrupoIJIOIKWV ETTIOpOOEWV, aU~1l01le; TOU IJEyt80u<; TOU 
rrpooToTIl aotvo KOI ouoKoIAIOTIlTO<;. 

To <papIJOKO rrptrrEI vo XPI']OllJOrrOIEiTOI IJE rrpoooxf'] OE 008EVEi<; IJE rropoyovTE<; KIVOUVOU YIO EYKE<paAIKo 
ErrElooolO. 

01 IlAIKIWlJtVOI 008EVEi<; IJE 4JUXwol'] rrou oXETi~ETOI IJE OVOIO KOI rrou OVTlIJETwrri~oVTOI 8EporrEUTIKO IJE 

OVTI4JUXWOIKO <POPIJOKO OIOlptXOUV OU~l']lJtvo KivOUVO 80VCITou. 

Av KOI 01 alTiE<; 80VOTOU OT1<; KAIVIKt<; i50KllJt<; IJE OTUrro OVTI4JUXWOIKO f']TOV rr01KiAE<;, 01 rrEplOOOTEPOI TWV 

80VOTWV EIJ<PovioTIlKOV vo EivOi EiTE KOPOIOVYEIOKf']<; (rrx KOpOIOK~ OVErrOpKElO, or<pvii510<; 80VOlO<;) EiTE 

AOIIJWOOU<; (rr.x· rrvEUlJovio) <PUOIl<;· 


2.4.3 KUf]CJf]: 

LTO rrpwTo TpilJl']VO TrJ<;; KUI']OIl<;; rrptTTEI vo orro<pEuYETOI 11 xopf']Yl']oll TOU <p0PlJoKou I'j VO OT08IJi~ETOI IJE TrJ 

8EpOrrEUTlKf'] OVOYKOIOTI']TO. 


2.4.4 raAouxia: 
KOla TO 81']AOOIJO rrptTTEI mioll<;; vo orrO<pEUYETOI 11 xoPf']VIlOIl TOU <pOpIJOKOU ~ va OT08IJf~ETOI IJE Til 
8EporrEUTIKf'] OVOYKOIOTI']TO. 

2.4.5 nal~/a: 
LE rrOiOIO OUVIOTWVTOI IJIKPOTEPE<;; 000£1<;;. No IJI'] XPlloIIJOrrolEiTOI OE rrOiolo KaTW TWV 2 ETWV, ErrEIOI'] 11 
oo<paAElo TOU rrpoiovTO<;; OEV tXEI E~OKPIj3w8Ei VIO 008EVEi<;; OUTf']<; TIl<;; IlAIKio<;;. 

6 E1TI~paCJE/~ CJrf]v IKavOrf]ra o~rjyf]CJf]~ Kat XElPICJPOU Pf]Xavwv: 
008EVEi<; 80 rrpErrEI vo orro<pEuvoUV Tllv oOI']YrJOI'] KOI TO XEIPIOIJO IJIlXOVrJlJOTWV I'] Til OUIJIJETOXI'] OE 

OPOOTrJPIOTrJTE<;; rrou orrolTEiTOI OU~IlI-lEVI'] ETOII-lOTrJTO, ETTEIOI'] IJrropEi vo rrpoKAIl8Ei urrvllAio, 
orrorrpooovOloAI0I-l0<;;, OUYXUOI'] I'] EKTETOIJEVI'] urrOTOOIl· 

2.4.7 l~tairEpE~ TTpOE/~oTTOlrjCJE/~ v,a TO TTEPIExopEva i:K~oxa: 


Av 0 YIOTpO<;; 00<;, 00<;; EVIlIJEPWOE OT! tXETE ouoovE~io OE 0PI0I-lEVO OOKXOpO, orrw<;; EivOi 11 AOKTO~I'], 


ETTIKOIVWVI'jOTE IJE OUTOV rrplv rraPETE TO OUVKEKPIIJEVO <pOPIJOKEUTIKO rrpo'iOv. 


lluOOVE~fo I'] OAAEPyfo OTO yAOUTEvlO A6yw TI']<; rropouoio<; 0l-luAou OiTOU (yAOUTEVIO). 
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AlTO TO aUTOVOpO VEUPIKO OUOTflpa: Op800TOlIK~ UTT01OOIl, UTTOlOOlKEe; Kpio£Ie;, IOIOiT£PO O£ 
IlAIKIWlJtVOUe;. L::.IOlOpOxte; TOU KOPOIOKOU pu81J0u (1OXUKOpoio, OTTOVIOT£PO J3poouKopolo), TTOpaTOOIl TOU 
OIOOT~IJOlOe; QT, flA£KTPOKOPOIOYPOcpIKEe; ovwlJoAi£e;, ~IlPOTIl1O TOU OTOIJOTOe;, OUOKOIAIOTflTO TTOU IJTTop£i va 
OOflY~OEI OE EIAEO, OIOlOpOXte; TTpOOOPlJoy~e; TWV o<p80AIJWV, OUIJ<.pOPIlOfl TOU PIVIKOU J3AEVVOYOVOU KOI 
KOlOKpaTflOfl oupwv. To OUIJTTHJJIJOTO aUTO E~o<.povi~oVTOI OUXva KOTO Til OlaPKEIO Tile; 8£pOTTEioe;. 

YTT~p~ov IJEIJOVWlJtVEe; OVo<.popte; olcpviolOU 80VOTOU, TTl8ovov KOpOIOK~e; TTPOEAWOfle; (J3A. A~lJlJa 2.4 
«EIOIKEe; TTpocpuM~£Ie; KOI TTpOEIOOTTOI~OEIe; KOla Tfl xp~orp» Ko8we; ETTiofle; KOI TTEpmTWO£Ie; OVE~~YflTOU 
OIcpviolou 8ovdTOU O£ o08£v£ie; TTOU EA0J30V VWPOAflTTTIKO TUTTOU <.pOlv08£lo~ivlle;. 

- AlTO TOU~ EVOOKPIVEi~ aoiVE~: METoJ30Ate; OTIl libido, £TTlJ3POOUVOIl Tile; £KOTTEPIJOTWOfle;, OVIKOVOTfl1O, 
lfIUX pOT 1110 , oloYKWOfl IJOOTWV, YOAOKTOPPOIO, OVOOTOM Tile; £lJlJflVOppuoioe;, 41£Uowe; 8ETIKO T£OT 
£YKUIJOOUVIle; 010 oOpo, YAUKO~oupio KOI OU~1l01l TOU OWIJOTIKOU J3apoue;, OVTIOpOO£Ie; UTTEPWOI08floioe; 
'IKT£pOe; (£VOOflTTOlIK~ XOMOTOOfl), OVTIOpOOEIe; <.pwTO£UOI081l0ioe; KOI OAAEPYIKEe; O£PI-10TIKEe; OVTlOpOO£Ie; 
AKOKKIOKunopOllJio (AIYOT£PO OTTO 0,01 %), 8POIJJ30TT£vio, OIIJOAUTlK~ oVOIIJ'o, TTOYKUTTOTT£vlo, AWKOTT£vio 
Exouvovo<.p£p8£1. LUVIOT01OI fl TOKTIK~ OI£VtpY£IO TTMpoue; OIIJOlOAOYIKOU £Atyxou. 

L::.uoov£~io OTfl YAUKO~Il, UTTEPY'\UKOllJio (13'\, UTTOK£CPOAOIO «npo<.puM~£I<;» OTO A~IJIJO 2.4 «EloIKte; 
TTpo<.puM~£Ie; KOI TTpO£IOOTTOI~O£Ie; KOTO Til XP~Ofl»)· 

- AAAE( OVETTI8u!JIlT£( £VtPY£IH;: nEpICpEplKO oioQl.la, {dAn, fAIITO, Kal I.IETd alTO fJaKPOXPOVIO 

xopflynon J.JEydAwv OOOEWV fJEAdYJ(pwon TOU oiPllaTo, Kal TOU aIlQ>lI3AnoTpoEIOOO(. /olOiTEpa 

iVTOVE( £iVai n ulTvnMa, op8ooTaTIKfl ulToraon. TaxuKapola, {npooTollia, OUOKoIAlornra. 

ETTlTTAtOV TTOPOH1P~8IlK£ 8£TIKOTTOiflOfl TWV OVTITTUPflVIKWV OVTIOWIJCnWv xwpie; KAIVIKO £pu8fllJOlWOfl AUKO, 
KOKOIl8£e; vWPOAflTTTIKO OUVOPOIJO (J3A. MlJlJo 2.4 «EIOIKEe; TTpO£IOOTTOI~O£Ie; KOI TTpocpuM~EI<; KOTO Til 
XP~OIl»), TTl80VOTIlTO XOAOOTOTIKOU iKT£POU, 

N£KPWTIK~ £VT£POKOAITIOO fl oTToio IJTTop£i va oTTo13£i 8oVOlfl<.popo, ovocptp8flK£ TToM OTTOVIO O£ 008£VEie; 
TTOU OVTJIJETWTTi~oVTOI 8£POTTWTlKO IJE A£1301J£TTpOlJo~ivfl. ETTiofle; O£ TTOAU OTTaVI£e; TT£PITTTWO£Ie; 
ovO<.ptp8r)KE TTPIOTTlOIJOe;. 

'Exouv avo<.pEp8£i TTEPITTTWO£Ie; <.pAEJ3IK~e; 8pOIJJ30£IJJ30A~<;, TTEPIAOIJ130VOIJEVWV TTEPITTTWO£WV TTVWIJOVIK~e; 
£IJJ3oA~e;, £ViOl£ 8oVOTIlCPOPOU, KOI TTEPITTTWO£I<; £v TW 1308£1 <.pA£13IK~e; 8poIJJ3wor)<; (13,\ TTopdypocpo 2.4 
«EIOIKEe; TTpo<.puM~£I<; KOI TTpOEIOOTT01~0£1<; KOla Tr) XP~Ofl»), 

2.9 TI lTphl£1 va vvwpi\£1 0 oo8£v.,S O£ IT£pilT1WOlllTOU lTopoAdlll£1 va lTC1P£1 KOlTOIO 6oOll: 

Edv TTptTTEI va AOIJ130V£101 TO CPOplJOKO OUV£XW<; KOI TTOPOAEi41ETE IJIO 06011, 80 TTptTT£1 va TTaPET£ Til OOOr) 
OUT~ TO TOx(mpo OUVOlO. Eav EVTOUTOI<; TTAflOla~£1 11 wpo Y'O Tr)V £TTOIJEVfl ooor), IJIl M13ET£ Tr) 06011 TTOU 
TTapoAEi41Ol£ oAM oUV£XiOT£ KOVOVIKO Tfl 8£POTTEiO. 

2.10 TllTpilT£1 va yvwpi\£1 0 ooO£v.,S Via lllv IlI..I£POl..IllVio A"~IlS TOU lTPO'iOV10S: 

H r)IJEpolJr)vio M~r)<; oVOypO<.pETOI TTaVW OTfl OUOKEUoofo, L::.£v TTPETTEI va XPr)OIIJOTTOIEiTOI TO TTPO'fOV IJETel 
TIlV qlJ£POl-lflvio A~~fl<;. 

2.11 16loinp£s lTpo<pU,),O~£IS Via 1'1 <pu,),O~Il lOU lTP0'iOVTOS: 

2.12 HI..I£POl..IllVio n,),£uToioS oVOO£WPllOllS TOU <puAAou o61lVlwv: 
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3. nI\HPOCl>OPIEI: riA THN OP00l\OrlKH XPHI:H TON Cl>APMAKON[ 
.-.-.--~--~~,-~~-----.-~.-~~-.--.------.~--~~~~--~~------------

CPOpfJOKO OOe; TO tVP04JE 0 ViOl pOe; 00e; fJOVO Via TO OUVKEKPlfJtVO IOTPIKO OOe; 
TTpOI3AIWO. I1Ev 90 TTptTTEI va TO OIV£TE O£ aMo aTOfJO ~ va TO XprlOlfJOTTOIEiTE Via KOTTOIO oMIl 
TT091loll, xwpie; TTPOllVOUfJtvwe; va tX£TE OUfJ13ouAcu9EI TO VIOlpO Ooe; 
Eav KOla Til OIOPK£lO Tile; 9Epomioe; EfJCPOVI09Ei KOTTOIO TTPOI3AIWO fJE TO cpaPfJOKO, EVIlfJEPWOTE 
OfJtowe; TO VIOTPO ooe; ~ TO epOPfJOKOTTOIO OOe;. 
Eov tX£TE OTTOIOO~TTOTE EPWTIlfJOlIKO Vupw OTTO Tie; TTAIlPoepopiEe; TTOU ocpopOUV TO epOpfJOKO TTOU 
AOfJi3aV£TE ~ XPEla~£09E KOAUTEPIl EVIlfJtpwoll Via TO IOTPIKO OOe; TTpOI3AIlfJO fJIl OlmOOEn: va 
~IlT~O£TE TIe; TTAilPOepopiEe; OUTte; OTTO TO VIOTPO Ooe; ~ TO epOPfJOKOTTOIO OOe;. 
ria va EivOI OTTOTEAEOfJOlIKO KO) OOepOAte; TO epOPfJOKO TTOU OOe; XOPIlV~91lKE 90 TTptTTEI vo 
AOfJl3avETOI OUfJepwvo fJE TIe; OOllviEe; TTOU OOe; M91lKOV. 
ria TIlV OOepOAEIO OOe; KOI H1V uVEio OOe; EivOI OTTOpofH1TO va 0101300£1E fJE TTPOOOX~ K09E 

TTAilPOepopio TTOU oepopa TO epOPIJOKO TTOU OOe; XOPIlV~91lK£' 


No fJIl OlOlIlPEiTE TO epoPfJOKO OE EpfJaPIO TOU AOUTPOU, mElo~ Il ~tmll Kalil uVpooio IJTTOPEi VO 

oMolwoouv TO epOpfJOKO KOI va TO KOTOOT~OOUV ETTlI3Aoi3te; Via TIlV uVEio ooe; 

No fJIlv KPOTOTE epoPfJoKO TTOU OEV TO XPEla<£OTE TTAtOV ~ TTOU ~Oll txouv A~~EI. 


ria fJEvoMTEPIl OOepaAEIO KpmoTE OAO TO epOpfJOKO OE ooepoAte; fJtpOe; fJOKPla OTTO TO TTOIOIO. 


4. 


To epaPfJOKO aUTO XOPIlVEiTOI fJE IOTPIK~ OUVTOV~ 

T'lAtcpwvo KtVTPOU AI1AI1TI1PIOOEWV: +30 210 77 93 777 

3. 	 01 OIKOIOUXOI KOI OVTITTPOOWTTOI UTTOXPWUVTOI Via TIlv EepOPIJOV~ Tile; avwTtpw EVKUKAiOU 

4. KOTomv TWV OVWTtpW TIOUEI va IOXUEII1 UTI' apia.... 83746/26-11-2009 EYKUMIOS TOU EOCl> 

KOlvoTIoinoQ: 	 H AIEY0YNTPIA AYEn 
ET. SANOFI AVENTIS AEBE 

A. LyrrpOy 348 ~ KTHPIO A' 

17674 KAI\I\10EA 


Ap. A. KOYTI:OYKH 

ATIo6tKTE<; Via EVtPVEIO : 
1. 	 rEE0A111yr 

~5~~~~~~~~ 136 :,<3:;~::q~]'/>~·> 
2. 	 YTT. Epvooioe; ATTooXOAIlolle; & KOlvwliJ(~~hpoaTO~i~e; 

rEVIK~ rpOfJfJOlEio KOIVWVIKWV AoepoXioEWV,. . 
I1Ivoil AoepoA1olle; A09tvEIOe; & MIlTpOTIlTOe; . 
LTOOiou 29,101 10 Ae~va . .. . . 
(fJE TIlv TTOPOKAilOll EVIlfJtpwolle; TWV Aa¢o~J(i!IKWV 
TOIJEiwV TTOU TTOptxouv YVEIOVOfJIK~ nEpieOA4J~r 

3. 	 navEM~vlO IOTPIKO HMovo 
nAOUTOPXOU 3, 106 75 A9~vo 
(!JE TIlv TTOPOKAIlOil EVIllJtpwoll TWV 
TOTTlKWV larpIKwv LuMovwv Tile; XWpoe;). 
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4. 	 novEAA~VIO <P0PI-l0KWTIKO "iOAAoyo 
nElpOIW<; 134 & Ayo8rwtpou 
118 54 A8~vo 
(IJE Hlv TTopoKAIlOIl EVlll-ltpwoll<; TWV 
TOTTlKWV <P0PI-l0KEUTlKWV "iuAAoywv TIl<; xwpo<;) 

5. 	 novEAA~VIO 'EvWOIl <P0PI-l0KOTTOIWV 
NOOIlAwTlKWV 10PUIJOTWV 
MlxoAoKOTTOOAou 99, 115 27 A8~vo 

6 	 IKA-<PopI-l/K~ YTTrlPwio 
Ay.Kwv/vou 8,102 41 A8~vo 

7. 	 OfA KMoo<; <POPI-lOKWTIK~<; nEpi8oA4JIl<; 
nOTlloiwv 30, 106 77 A8~vo 

8. 	 OIKO<; NOUTOU nElpOIW<; 
K.noAoloMyou 15 
18535 nElpOIO<; 

9. 	 OiKO<; NOOTOU A8~vo<; 
fAouOTWVO<; 2 & nOTlloiwv 
106 77 A8~vo 

10. 	KtVTPO .D.IlAIlH1PIOOEwv 
NOOOKOIJEio noiowv 'H& A KUPIOKOU" 

, J 115 27 f ouoi 
"",."i<PEE 

ABoo. fEwpyiou 50 & M. Aoio<; 
15233 XOMVOPI, A8~vo 

12. novEAA~VIO "EvWOIl <P0PI-lOKo!3I0l-lllxovio<; 
AOI-l4Jo 7, 115 24 Al-lmMKIlTTOl, Ae~vo 

13."iOMoyo AVT/TTWV <P0PI-l0KWTIKWV Elowv & EIOIKOT~TWV 
006<; TOTofou 
180 XAI-l. E8vIK~<; ooou A8Ilvwv-A0l-lio<; 
14610 N. EPY0PAIA 

14..D.EATio AyopovolJio<; 
nOVETTIOTlll-liou 42, 106 79 Ae~vo 

15.TEBE - <P0PIJOKWTlK£<; YTTIlPwiE<; 
Ay. KWVOTOVTivou 5 
10351 A8HNA 

16.MlllJtAIl "iuM6ywv 
(OTTW<; 0 TTivOKO<;) 

EIOTEPIKH AIANOMH: 
1 . 	.D./vofl <POp/KWV MEAETWV & "Epwvo<; 
2 . 	.D./volll:::.IKwv YTTIlPWlwV EAtyxou npOiOVTWV 

TI-l~l-lo 'EKoooll<; & Kwo. ATTOt:pOOEWV 
3. 	 fPOl-llJOTEio ETTlOTrjlJOVIKOU "iUIJ!3ouAiou EYKpioEWV 
4. 	 rpOI-lIJOTEio .D.WTEpo!3a81J10U ETTIOTIlIJOVIKOU "iul-l!3ouAiou 

MV10-2010 
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