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EAAHNIKH llHMOKPATIA 

ynOyprEIO yrEIAl: & KOINONIKHl: 


AAAHAErrYHl: 

E0NIKOl: OprANIl:MOl: <l>APMAKON 

M£a0VEiwv 284, 15562 XoAapvo<; 


www.eof.gr 

ll/vorJ lllOIKrJTlKWV YmlPEOIWV EA£vxou npOIOVTWV A0HNA,25-10-2010 

nArJPo<popiE<;: M. l:APMOYl:AKH AP. npOT.: 72174 

TrJA£<pwvo 210-6507200 


ErKYKAIOl: - AnO<l>Al:H 

0EMA: KaeoplolJo<; nEpfArl4JrJ<; XapaKH1PIOTIKwv TOU npOiOVTO<; KOI <P0Mou OOI1Vlwv va TO Xp~OTI1 
<paplJaKEUTIKWV TTpo'iOVTWV TTOU mplEXouV OpaOTlKO OUOTOTIKO AMLODIPINE BESYLATE 

"EXOVTE<; UTT04JI1: 

a) TI<; OIOTO~EI<; TI1<; KOIV~<; YTTOUpVIK~<; ATTO<paol1<; IIyr3 (a) 83657/2005 "nEpl EVapIJOV10rJ<; Hl<; EMf)VIK~<; 


NOlJoe£afa<; IJE Hlv aVTioTOIXfj KOIVOTIK~ OTOV TOIJEa Tf)<; KUKAo<popfa<; ... . .,. ... ... TWV <paplJaKEuTIKWV 

TTpoioVTWV, TTOU TTpoopi~oVTOI Via avepwmvf) Xp~of)", 


13) Tllv UTT' apfelJ·: 43391/23-6-2010 ATTO<paorJ npOEOpOU EO<P ($EK 1052/TEUXO<; llEllT£po/12-7-2010) 

«nEpi IJETOl3ll300EW<; OIKOIWIJOTO<; uTTovpa<p~<; aTTo TOV npOEOpO EO$ TTpO<; TOU<; TTpoiOTalJEVou<; 

OIEUelJVOEWV EO$». 

V) Tf) rVWIJOTEU0rJ TOU EmoTf)IJOVIK00 l:ulJl3ouAiou EVKpioEWV , TlJrllJa A' ap. $-212/28-5-2010, 


AnO<l>Al:IZOYME 

1. 	 H nEpiArJ4Jf") XapaKTf")pIOTIKWV TOU npOIOVTO<; <paPlJaKEUTIKWV TTpOIOVTWV TTOU TTEPIEXOUV opaOTIKO 
OUOTOTIKO AMLODIPINE BESYLATE TPOTTOTTOIEiTOI w<; E~~e;: 

nEPIAH'VH TON XAPAKTHPIl:TIKON TOY npo'loNTOl: 

(AIJAOOlTTiVI1) 

1. ONOMAl:IA TOY <l>APMAKEYTIKOY npOi'ONTOl: 

2. nOIOTIKH KAI nOl:OTIKH I:YN0EI:H 

• 	 KAI.jJAKIA, l:KAHPA: 5 mg amlodipine (we; amlodipine besylate) 
• 	 KAI.jJAKIA, l:KAHPA: 10 mg amlodipine (we; amlodipine besylate) 

3-ethyl-5-methyl-2-(2 aminoethoxymethyl)-4-(2-chlorophenyl)-1,4­
dihydro-6-methylpyridine-3,5-dicarboxylate benzenesulphonate 

3. <l>APMAKOTEXNIKH MOP<l>H 

4. KAINIKA l:TOIXEIA 
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4.1 0EPOlTEUTIKE() EV~Ei~EI() 

1010TT08~~ UTTtPTOOrJ. 

XPOVIO oT08EP~ KOI OYYEIOOUOTTOOTIK~ OTrJ8oYXIl 


4.2 ~ooohoVio KOI TPOlTO() XOPrlV'1o'1() 

Tooo YIO Tllv um:pTOoll 000 KOI YIO Til OTIl8oYXIlll ouv~81l~ OPXIK~ MOil 
TIl~ ol-lAoolTTiVIl~ EivOI 5 mg OTTO~ IlI-lEPlloiw~. H MOil OUT~ I-ITTOPEi va aU~lleEi OTIl I-ItYIOTIl 
MOil TWV 10 mg IlI-lEPIlOiw~ (w~ E<:POTTO~ MOil) IJOO OTTO 6 E!3ool-ldoE~. OVOAOYO I-IE Tllv 
oVToTTOKPIOIl TOU Ko8E 008EVOO~. 

H ol-lAoolTTiVIl I-ITTOPEi va XPIl0l1J0TTOl1l8Ei oov IJOv08Epomjo ~ OE ouvouaolJo I-IE oMo 
oVTloTIl8aYX1Ko <:pdPI-IOKO O£ 008£vEj~ 1-1£ OTIl8oYXIl· 

Xpr'fOf] OE TTatOla Kat Hpr'ff30U<; 

XPr'fOf] OE HAIKIWIlEVOU<; 

flO TOU~ IlAIKIWlJtvou~, OUVIOTWVTOI TO ouv~81l OOOOAOYIKO OX~I-IOlO. EVTOUTOI~. OU~1l01l TIl~ 
MOIl~ 80 TTpEml va yivETOI 1-1£ TTpOOOX~ (!3Mm ArII-lIJO 5.2 "<t>opl-laKOKlvIlTIKt~ 1010TIlT£('). 

Xpr'fOf] OE OOeEVEf<; IlE o/orapoxr'f Tf]<; f]TTOTlKr'f<; Awoupyio<; 

H oUVIOTWI-I£VIl ooooAoyio OTOU~ 008£v£i<; OUTOO~ o£v tX£1 OKOIJIl K080PIOT£1. To <:pdPI-IOKO 

TTptTT£1 mOl-ltvw~ va XOPlly£iTol fJ£ TTPOOOX~ O'OUTOU~ TOU~ 008EV£i~. 


BMm KOI A~l-IfJO 4.4 "EloIKt~ npOEIOOTTOI~O£l~ KOI npO<:pUAO~EI~ KOla Til xp~arl". 


Xpr'fOf] OE OOeEVEf<; IlE VHPPIKr'f OVETTapKEIO 

Moo!3oM~ TWV OUYK£VTPWO£WV TIl~ ol-lAoolTTiVIl~ OTO TTAOOl-la o£v ouoXOj~ovTOI 1-1£ TO 
!3081J0 VE<:PPIK~~ ovmopK£lo~ l:I.lO TOUTO 11 ofJAoolTTlVIl I-ITTop£i va XPIl01I-IOTTOI1l8£i OTOU~ 
008£v£i~ OUTOU~ OTl~ ouv~8£1~ MO£I~ H ofJAoolTTiVIl OEV OTTOKpivOOl fJE 011-l0Ko80POll 
(!3Mm A~l-IfJa 5.2 "<t>oPI-IOKOKIVIlTIKE~ 1010H1T£~") 

4.3 AVTEV~Ei~EI() 

H olJAoolTTiVIl, oVT£vo£iKVUTOI O£ 008£v£i~ fJL 

umpEUol081l0io OTO TTOPOYWYO oluopoTTuploiVIl~, OTllv 0I-lAoolTTiVIl ~ O£ OTTOIOO~TTOT£ 


OTTO TO tKooXO 

UTTOTOOIl !3opld~ 1J0p<:P~~ 

shock (OUfJTTEpIAalJ!3oV0I-IEVOU TOU KOPOIOY£VOU~ shock) 

aTTo<:ppa~1l TOU xwpou £KPO~~ TIl~ OPIOT£PO~ KOIAfO~ (OOpTIK~ oTtvwoll UlfJllAOU !308IJou) 

00T08~ oTIl8dyXIl (£~olp£iTOI 11 OTIl8dYXIl Prinzmetal) 

0I1-100UVa1-l1Ko oOT08~ KapoloK~ ovmopKElo 1-100 OTTO o~u tlJ<:ppoYI-l0 TOU l-IuOKopOiou 


H OO<:pOA£IO KOI 11 oTToT£Awl-laTiKOTIlTO TIl~ 0IJAOOlTTivl1<; O£ umpToOlK~ Kpioll o£v tX£1 
TTPOOOIOPIOT£1. 

AOeEVEi<; IlE KOPOIOKr'f OVETTapKEIO 
01 008EVEi~ IJ£ KapoloK~ OV£TTOPKEIO TTptml va OVTlIJ£TWTTj~OVTOI IJE TTpOOOX~. L£ lJio 
IJOKPOXPOVIO IJEMTIl (PRAISE - 2), £A£YXOIJ£VIl IJ£ £IKOVIKO <:pOPIJOKO. TTOU m:pl£AOIJ!3oVE 
TTOOXOVT£~ OTTO KOpOIOK~ avmdpwa !30PIO~ IJOP<:P~~ (!3081-10U III KOI IV KOlO NYHA), WI 
IOXOIIJIK~~ olTloAoyio~, UTTJ1P~OV OU~lllJtv£~ ovo<:popt<; TT£PIOTOTIKWV TTV£UIJOVIKOU OIO~IJOlO~ 
OHlv OIJOOO UTTO 8£paTTEio 1-1£ OI-lAOOlTTivI'], OUYKPITIKO IJ£ TI']V OIJOOO TOU £IKOVIKOLt <:poPIJOKOU, 
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of..M aUTO OEV KOltanl OUVOlO va auaXETlaTEi IJE ETTIOEivwa'l T'le; KOpOIOK~e; OVETTapKEIOe; 

([3f..tm f..r'J1J1J0 5.1 "<POPIJOKOOUVOIJIKte; IOIOT'lTEt;"). 

H ojJf..oomivl1 So TTptml va xopr]YEiTOI jJE TTOf..U jJEyaf..r] TTpoaox~ aE oaSEvE it; j.JE KOpOIOKrt 

OVmaPKEIO JJETa OTTO o~u tjJq>poYIJO TOU lJuoKopoiou (EVT0t; TWV TTPWTWV 28 rIlJEpwv). 


Xpf]af) OE 008EVE{(; J.1E olorapoXf] Tf)e; f)TTOTlKf]e; Awoupyio I) 


H fll.lImpiooot; ~wr'Jt; Tr]t; ojJf..oomiv'lt; TTOPOlEivETOI aE oa9EvEit; jJE olOlapaxl'] Hlt; r]TTOlIKr'Jt; 

f..mouPyiot;, r] OE auvlaTwjJEvll ooaof..oyio aTOUt; oaSEvEit; OUTOUt; OEV tXEI OKOIJIl KOSOPlaTEi. 

H olJf..oomivr] TTptTTEI mOlJtvwt; va XOPIlYEiTOI IJE TTpoaoxri a' OUTOUt; TOUt; oaSEVEit;, 


Xpf]Of) OE f)AIKIWJ.1t.VOUI) 008EVE{1) 
H OU~llall Tilt; Ooaof..oyiot; aTOut; 1lf..IKIWjJtvOut; oa9EVEit; So TTptTTEI va yivETOI JJE TTpoaoXr'J 
([3f..tm f..r'JjJlJo 5,1 "<P0PIJOKOKIVIlTlKtt; IOIOTIlTEt;"). 

Xpf]Of) OE TTOIoia 
H ojJf..oomivll OEV EVOEiKVUTOI Ylo xpriall aE TTOIOIO, 

Xpf]Of) OE VHPPIKf] oVETTapKEIO 
H ojJf..oomiVIl jJTTop£i va XPIl0lIJoTTOIr]9£i aTout; oaS£v£it; OUTOUt; OTIt; auvriS£It; MaEIt;, 
METo[3of..tt; TWV aUYKEVTPWOEWV Tilt; 01Jf..oOmiVIlt; OTO TTMoj.JO OEV ouoXETi~oVTOI IJE TO [309jJo 
VEq>PIKrit; ovmapKElot;, H oj.Jf..oomivll OEV OTTOjJOKPUVETOI JJE 0ljJoKo9apall 

EmopaOEl1) aAAwv CPOPJ.10KWTIKWV TTpoioVTWV OTf)V oJ.1Aoomivf) 

AVOaTOf..Eit; CYP3A4: To miTTEOO Tilt; oj.Jf..oomivllt; aTo TTMaIJo ou~r'JSIlKOV KOla 22% KOI 50 
% KOHl Hl auyxopriYIlOIl Tilt; JJE TOUt; OVOaTOf..Eit; TOU CYP3A4 Epu9poIJUKiVIl aE vtOUt; 
OOSEVEit; KOI OIf..TlostjJll aE r]f..IKIWlJtVOUt;, oVTiaTolXo 
Mia IJEf..tTIl OE 1lf..IKIWlJtVOut; oaSEVEit; tX£1 OTTOOEi~EI OTi 'l OIf..TlO~tlJll ovoaTtMEI TO 
jJETof,30f..lajJO Tilt; ojJf..oomivllt;, EVOEXOjJtvwt; jJtaw TWV EVsujJwv CYP3A4, Aq>ou 11 
aUYKtvTPwall Tilt; ojJf..oomivllt; aTO TTf..aajJo ou~aVETOI KOla TTEpiTTOU 50%, ou~avETOI KOI 11 
opaall Tilt; OaToao, 11 Kf..IVIKri alllJoaio OUTOU TOU WPrtjJOlOt; EivOi of,3tf,3ol'l,6EV jJTTOPEi va 
OTTOKf..ElaTEi OTI laxupoi OVOaTOf..Eit; CYP3A4 (TT,X, KETOKOVO~Of..Il, ITpOKOVO~Of..Il, pITOvof,3ipll) 
jJTTOPEi vo ou~~aouv Til aUYKtvTPwall Tilt; 01Jf..oOmiVIlt; aTO TTf..OajJo, aE IJEY0f..UTEPO [3oSjJo 
OTTO OTI 11 OIf..TlOstjJll, npoaOXrt 90 TTptTTEI VO OiVETOI aTO auvouoajJo Tilt; ojJf..oomivllt; KOI TWV 
avaaTOf..twv CYP3A4,6EV txouv waToao ovoq>Ep9Ei OVETTlSUj.JIlTEt; EvtpYEIEt; 01 oTToiEt; va 
OTTooiooVTOI aE OUTri Tllv oMIlf..ETTiOpaa'l, 

ETTOYWYEit; CYP3A4: 6EV UTTapXOUV OIOStOljJO OTOIXEio ylO Tllv ETTiopaall TWV moywytwv 
CYP3A4 aTllv ojJf..oomiVIl, H auyxopriYllall TWV moywytwv CYP3A4 (TTX PIq>OjJTTlKivrJ, St 
John wort (YmpIKo/Bof..aajJoxopTO) JJE TrJV ojJf..oOmiVIl jJTTOPEi vo oOllyriaEI aE jJEIWlJtVrJ 
aUYKtvTpwall Tilt; olJf..oOmivllt; aTO TTMajJo, npoaoxri So TTptml vo OiVETOI aTO auvouoajJo 
Tilt; ojJf..oomivllt; KOI TWV moywytwv CYP3A4, 

LE Kf..IVIKtt; jJEf..tTEt; oMIlf..miopOallt;, 0 XUjJOt; YKptmq>pouT, rJ aljJETloivrJ, TO Of..OlO 
0pYIf..iou!jJoyvllaiou (OVTI6~IVO) KOI rJ alf..OEvoq>if..1l OEV mr)ptoaov Til q>0PIJOKOKIVrJTIKr'] TrJt; 
ojJf..oomivllt;, 

EmOpaOEl1) Tf)1) 0J.1Aoomivw; OE aAAo CPOPJ.10KWTlKCt TTpol6vra 

H miopoarJ TrJt; ojJf..oomiVIlt; aTIl jJEiwall Tilt; OPTIlPIOKrit; TTiWIlt; EivOi OSpOlaTiKri aTIl opaall 

oMwv OVTIUTTEPTOOlKWV TTapayovTwv, 

LE Kf..IVIKtt; jJEf..tTEt; oM'lf..miOpOallt;, 11 ojJf..oomiVIl OEV mllptaaE Til q>0PjJOKOKIVrJTIKr'! Tilt; 

OTop[3oaTOlivllt;, Tilt; olyo~iVIlt;, Tilt; OISaVOf..Ilt; (Of..KOOf..'l), Tilt; [3opq>opiVIlt; ri Tilt; 

KU Kf..oOTTopiVIlt;, 


H alJf..oomiVIl OEV mIlPEa~EI TIt; EpyoaTIlPloKtt; oOKljJaoiEt; 
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4.6 KU'l(H) KOI voAouXio 

Ku'10'1 
H OO<pOAEIO Trl<; ojJAoomivll<; KOla TIlV oldpKElO TIl<; KUIlOIl<; DEV tXEI TEKjJIlPlw8EL 

MEAtTE<; OVOTTOpOVWV~<; OE opoupoiou<; DEV tXOUV oEi~EI TO~IKOTrlTO, EKTO<; OTTO 
Ko8uOTEPlljJtvIl IljJEPOjJllvio TOKElOU KOI TTOPOlElOjJtVIl DIOPKEIO TOKElOU OE oooq 50 <popt<; 
jJEvoAun:PIl OTTO Tllv jJtVloTIl ouvlOn,0jJEvll 06011 OTOU<; OV8pWTTOU<;. Mv UTTOPXOUV ETTOPK~ 
OEDOjJtvo OTTO Til XP~OIl Hl<; ojJAoomivll<; OE EVKUE<; VUVOiKE<;. 0 TTl8ovo<; Kivouvo<; VIa TOU<; 
av8pWTTOU<; Eival 0VVWOTO<;. H XP~Orj ajJAoomivrj<; KOTO Til DIOPKEIO Hl<; EYKUjJOOUVrj<; 
OUVIOTOTOI jJovo orav OEV UTTOPXEI aAArj oo<poAtoTEPIl EVO""OKTIK~. 

(aAouxia 
IJ.EV Eival VVWOTO EOV rj o\-lAoomivrj omKKpivElOI OTO jJrjTPIKO voAa. npETTEI va AOjJ~avElol 
UTT04J1l TO o<pEAo<; TOU 81lAoojJou Via TO TTOIOi Kal TO o<pEAo<; TIl<; 8Epomia<; \-lE ajJAoomivll Via 
Til jJrjTtpa, OTIlV TTEpiTTTwOIl TTOU 80 TTPETTEI va Arj<p8Ei oTTo<paoll Via Tllv oUVEXIOIl ~ jJll TOU 
81lAaojJou Via TO TTOiOi KOI Til ouvtXIOIl ~ jJll TIl<; 8EPOTTEio<; jJE ojJAoomivrj Via Tf]V jJllTtpo. 

4.7 EmopoO'w; O'T'lV IKOVOT'lTO OOrlV'lO''lS KOI X£IPIO'~OU ~'lXOVWV 

H ajJAoomivll jJTTOPEi va tXEI jJIKP~ ~ jJETPIO ETTiopaoll orllv IKOVOTIlTO OO~VIlOIl<; KOI 
XEIPIO\-lOU jJIlXOVWV. Edv 01 ao8EvEi<; TTOU Aal-l~ovouv 0I-lAODmivll UTTO<ptpouv OTTO ~aAIl, 
KE<poAoAVio, KOTTwoll ~ vouTio, IliKOVOH1TO ovriopooll<; I-ITTOPEi va tXEI ETTIlPEO08f.i. 

4.8 AVElTl8u~'lT£S £VtPV£I£S 

H al-lAoomivll VivElOI KoAw<; OVEKT~ OTTO TOU<; 008EVEi<;. I.E EAEVX0I-IEVE<; KAIVIKE<; jJEAtT£<; I-IE 
placebo TTOU o<p0pouoov ao8Ev£i<; I-IE uTTtpTOoll ~ oTf]8aVXIl, txouv TToporllPIl8Ei KOI 
ova<p£p8Ei 01 TTopaKoTw aVETTl8uI-IIlTE<; Evtpvm<;, 01 oTToiE<; KOTavpa<povTOI oUjJq>wva I-IE Tllv 
KOTllvopio oPvavlKou OUOT~jJOTO<; KOI TI<; OUXVOTrJTE<; EjJ<pOVIOIl<; ~OOEI MedORA, w<; E~~<;: 
noM OUXVE<;: ~ 1/10, ouxvt<;: ~ 1/100 KOI < 1/10, 0XI OUXVE<;: :?: 1/1.000 KOI < 11100, 
OTTOVIE~ :?: 1/10.000 KOI < 1/1.000, TToM oTTavl~ 1/10.000.,____________._________, 

~~n~opi~---OPYOVIKOU IAVErT/8uyaT£<; EVtPVE:~----- Euxvorflro 


l;;;::::s< MedDR~;;~r'~~~~~~~~~:--------------- -ri0A0-OTTOVIO--­

OII.lOlTOU]TIKOU KOI TOU~A£P<PIKOU O'UO'TI"UJOTOSI 

illOTOPOXtS TOU AAAEPVIK~ oVTiopOOIl: KvioWOIl noM OTTaVla 
AVOO'OlTOI'lTI KOU ~ 
I~~~:?t:}.~-----TO~U~YY~TT~E~~~~~~--------------rn~l~-~~A~~;~--l 
Mno/3oAIO'~ou KOI T'lS AU~llorj ~opou<;, 

i 0ptlp'lS I-IEiwOIl ~opou<; 
------------------------ --t----c::.-:-----------------------------------------\--=-----~--------------j 

41uXloTplKts illOTOPOXtS LUyXU0::...cf}-L-___ 
r,t.,OTTvia, jJETo~oAE<; TIl<; 

0108£011<; 
(OUjJTTEp1A01-I ~ovojJtvwv: 
avxou<;, EUEPE810TOTIlTO<;), 
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',I Ocp9aAtJlKte; 1110TOpOXt e; i 	 OTTTIKt<; OIOTOPOX£<; 'OXI OUXv~ 

(OUIJm:PIAOIJ!30VOIJ£VI1<; Trl<; : 


I. olTTAwrrios) .. ! 

i I1IOTapaxte; TOU OTOe; I EIJ!3o£<; '-~~-Ir:'O==-X-1O-UX-V-~:-----j 

, KOI TOU l\apupiv90u 	 I .. 

I Aio811IJOrroAlJwv 	 I 'OX'-I-O-U-XV-I1:-'-- ­

Kap5laKte; 

I1loTOpoxte; 


~vy"aKts A'OTapaxts 

~Q80'lXIKO OAYO~ Lrrovlo 
'E1Jq>poYIJO TOU lJuOKopoiou, 110M! orrovlo 
oppu8IJ io 
(OUIJm:PIAO~!30VOlJtvwv 
!3poouKopoio<;, KOIAIOK~<; 

TOXUKOpoio<; KOI KOATTlK~<; 

IJOPIJOpuy~<;) 

I E~4J.-,-1l------t-=LUAY~ ... ] 
rYrroTOO '0 IOU~I}~_._

I 

~aTOpoxte; TOU 
i ovaTTvwaTIKou 
, IuaTl'ltJ°TOe;, TOU 

0wpaKo KOI TOU 
MEaoOw oKiou 
1110TopoXt e; TOU 
roaTpEvTEpl KOU 
IuaTil~OTOe; 

I AMoiwol1 Tr]<; YE UO I1<;; 

.~__-:--_____--+IAYY£liTI~O 110M orrovlo --l 
, 110OTTvOIO, 'OXI OUxv~ I 
I piviTiOO 
I B~Xo<; 
' 

l1oA0 orrovlo 

I--:-'-"-"-~-"-=-L~_-'--___+-_~__~,~_,___ .-_.-,+--­ --- ­

--.---~----.~-:----

i KOiAIOKO OAY0<;, VOUTio 
'EIJETO<;;, 
l1uom:4Jio, 
IJETo!30A~ OTI<; ouv~8E1E<; TOU 
EVTEPOU (OUIJm:PIAOIJ!30VOIJEVWV 
OIOPPOIO<; KOI OUOKOIAIOTI1TO<;), 

i ~l1poOTOlJio 

LUXVt<; 

I1loTOpoxte; TOU 'HTTOTOe;1:'-'-- ­
. Kal TWV XoAl1cpopwv 

I1laTapoXt e; TOU 
I1tptJaTOe; KOI TOU 
YTTo50pIOU JaTOu 

l 
110YKP£OTiTIOO, yooTpiTIOO, i l1oA0 orrovlo 
um:prrAoofo 00AWV 
HrrOTiTloo, XOAOOTOTIKO<; 110M! orrovlo 

iiKTEPO<;, IlrrOTIKO EV~UIJO 
Ou~rllJEvo* 

noAu OTTov'1AYY£looiOIlIJO, 
' rroMlJopq>o £p081lIJo, Kviowol1, 
orroq>oAIOWTlK~ O£PIJOTiTlOo, 
o0vopoIJo Stevens Johnson, 

5 




~~YEn-E.42S0-13/4 
(24a) 

_··~_m~___ I ~~~;~~~a~.'-···-------i-,O=--X-I·-o~u~X~v---:-~--~··-

I • OUOXPWI-lOT101-l0<; OtPI-lOTO<;, 
• ! aU~rll-ltV'l E(j)iopw0'l, 

IOTOPOXt<; TOU ! OIOI')f,lOTa KOTW OKPWV I rUXVL~_____ 

~MUOOKEAETIKOU I Ap8paAyia, l-luaAyia, I-lU'iKt<;· 'OXI OUXV~ 

IUOTl'UJOTO<; KOI TOU. KPOI-lTIE<;, oO(j)uaAyia i 


i IUVOETIKOU IOTou . I 


I .dIOTOpOXt<; TWV I ~IOTapa~~ OUP'lO'l<;, VUKTOUpia, i 'OXI OUXV~ 

N£(ppwv KOI TWV OUxvoupla
I 	 II 

I 	 Oupoq>6pwv Oowv . 

.dIOTOPOXt <; - ~ I AVIKaVOT'lTO, ' 'OX1OUXV~ 

AVOTTOPOYWYIKOU I yuvalKol-laOlia 

IUOTllJ.lOTO<; KOI TOU i 


i 	 MOOTOU -1 
I rEVIKt<; .dIOTOPO£t<; -KOI !OiO'll-la~-~---·--~··-~··· I rUXV~ 

I KOTOOT(lOEI<; T'1<; OOOU KOnW0'l 

'XOP~Y'10'1<; ~e~-~w~p-aK~I-KO-OA~y-O-<;-,-------~I~O--o-UX-V~------~ 

E~ao8tvlofl, 

OAY°<;, 
KaKouxia 

nopoKAIVIKE<; E~ET6oEl<; Au~'lo'l OWl-laTiKOU j3opou<;, noM onavla 
____ I-lIE f'lJ_O-=--:..WtJOTIKOU pap0'--uc....JC;'---_---l-m...________-'L-______~ ..L...r....::.___iw,--O___ 

:"'KupiwC; ouvunapxouv I-lE XOMOTOO'l 

4.9 Ym:pooooAoyio 

H EI-lTIElpia UTIEPOoooAoyia<; ana np08EO'l olov ov8pwno £ivOi TIEPIOPIOl-ltV'l. 

~UiJ7TTliJiJara: 
Ta unoPXovTO oTOIXEia unoOEIKvUOUV OTI fl A~4Jfl un£pj3oAIKr')<; 000'l<; I-lnopEi va npoKaMo£1 
tVTOV'l nEpl(j)£pIK~ aYYEloolaoTOAr') Kal m8avr') aVTOVaKAaOTlK~ TOXuKapoia_ r'll-laVTIKr') Kal 
npo(j)avw<; napOTETOl-ltV'l TIEPI(j)EPIKr') unowoll I-ltXPI Kat OUI-lTIEpIAal-lj3aVOl-ltvOLJ TOU shock 
I-lE I-lolpaio anOT£AEOl-la tX£1 ava(j)£p8£1. 

0Epam:ia: 
H unap~1l KAIVtKO 0fll-lavTIKr')e; unoTOoll<;, Myw AI')4JIl<; UTIEpj3oAIKr')e; MO'le; Tile; oI-lAoomivlle;, 
analT£! Til opaOlIKr') unOOT~pl~'l TOU KapOlaYYElaKOU OUOTI')I-lOTOe; nEpIAal-lj3aV0I-l£VIl<; Trle; 
OUXVr')e; napaKoAou81l01le; TIl<; KapOlaKr')<; Kal Tile; avanVEUOTIKr')<; AElToupyia<;, TIlS: aVU4JwOIl<; 
TWV KOTW OKPWV Kal TIl<; Pu81-l101le; TOU 0YKOU TOU KUKAO(j)0POUVTO<; a!I-lOTO<; Kal TWV 
anoj3aM0I-l£vwv OUpWV. H Xopr')Y'lOIl aYY£loouonaOTIKWv OUOIWV OUVOTOV va Eival XP~OII-l'l 
Yla Tllv anOKOTOOTaoll TOU aYY£laKOU TOVOU Kal TIl<; apH1PlaKr')e; niEOIle; I-l£ T'lV npoOno8EOIl 
OTI O£v unoPX£1 aVTtvoEI~1l Yla T'l XPr')OIl TOU<;. H EVOO(j)Atj3la XOPr')Y'l01l yf"uKOVIKOU 
aoj3EOTiou I-lnop£i va £ival XPr')OII-lIl Yla Tllv £~OUOET£PWOIl TIl<; £niopaoll<; TWV aVTOYWVIOTWV 
TOU aoj3EOTiou 

H nAuofl TOU OT0I-l0XOU I-lnopEi va ([VOl XPr')OII-lIl O£ 0PI0I-l£VE<; TIEpmTWO£l<;. H XOPr')YIlOIi 
EVEPYOU dv8paKa O£ uYIEi<; £8£AOVT£<; I-l£XPI KOI 2 wp£<; I-lETO Til Ar14J1l al-lAOomivlle; 10 mg 
tOEI~E va IJEIWV£I TO pu8IJO anoPPo(j)llolle; TOU (j)apIJOKOU, 

~£OOl-ltvou OTI 11 al-lAOomivll OEOI-l£UETal O£ I-l£YOAO j3a81-l0 ana TI<; npwTE-iv£<; TOU nMOI-lOTOe;, 
11 OIIJOOluAUOIi o£v £ivOi m8avov va anoj3£i XPr')OII-lIl· 
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5. <l>APMAKOAOrlKEI: lilIOTHTEI: 

KWOIKOC; ATC: C08CA01 

5.1 <l>oPlJoKo6uVOlJIKic:,; 1610T'ln:c:,; 

H olJAoOmivf'] Eivol tvos OVOOTOAtOS HIS EIOOOOU TWV 10VTWV oO~WTiou (OVOOTOAtOS TWV 
~pootwv olouAwv oo~wTiou ~ OVTOYWVIOT~S TWV 10VTWV oo~wTiou) KOI ovooTtMEI Tf']V 010 
I-Itoou Tf']S KUTTOPIK~S I-IEI-I~paVf']S Eioooo 10VTWV oo~wTiou TTpOS TO EOWTEPIKO TWV 
KOPOIOKWV KUTTapWV KOI TWV AEiwv IJUIKWV IVWV. 

o I-If']XOVIOIJ0<;; Tf']<;; OVTIUTTEpTOOIK~S OpaOf']<;; Tf']<;; 0IJAoOmivf']<;; oq>EiAoOl OE OIJEOl'] ETTiOpOOl'] 
OTI'] xaAOof'] TWV AEiwv IJUTKWV IVWV TWV oYYEiwv. 0 OKPI[3~<;; IJf']XOVIOIJO<;; 010 TOU OTToiou f'] 
olJAoomivI'] [3E,.\TIWVEI TI'] OTI']8oyXf'] OEV tXEI TTA~pw<;; K080PIOTEi oAM 11 olJAoomivq I-IEIWVEI TO 
OAIKO 10XOIIJIKO q>opTio I-IE TI<;; oKoAou8E<;; 2 opaCEI<;;: 

1) H olJAoomivll OIOOTtMEI TO TTEPIq>EpIKa OPTIlPloAlo KOI KOTO OuvtTTEIO I-IEIWVEI TI<;; OAIKt<;; 
TTEPIq>EPIKE<;; OVTIOTOOEI<;; (lJooq>0pTio), 01 oTToiE<;; ETTI[30PUVouv Til AEITouPyio Tf']<;; KopOla<;;. AUT~ 
f'] IJEiwol'] TOU KOPOIOKOU tpyou IJEIWVEI Hlv KOTovaAwoll EvtPYEIO<;; OTTO TO IJUOKapOIO KOI TI<;; 
OTTOIT~OElS OUTOU OE o~uyOVO. 

2) 0 IJIlXOVIOIJOS OPOOIl<;; TIlS 0IJAoomivll<;; TTl8ovw<;; oq>opo KOI HI oloOTOA~ TWV Kupiwv 
KAoowv TWV OTEq>OVIOiwv 0PTIlPIWV KOI TWV OTEq>OVIOiwv OPTIlPloAiwv, TOOO OE TTEPIOXE<;; 
UYIOU<;; 000 Kat OE TTEPIOXE<;; 10XOIIJIKOU IJUOKopOiou. H OloOTOA~ OUT~ OU~OVEI Tf']V TTOpOX~ 
o~uyOVOU OTO IJUOKapOIO OE 008EVEi<;; IJE ETTEIOOOIO OTIl8oyXf']<;; Prinzmetal. 

LE 008EVEi<;; IJE UTTtpTOOIl 11 aTTO~ f']IJEPrlOiO XOP~Yf']OIl TOU q>0PlJaKOu Esooq>oAiC;EI KAlvlKa 
OIlIJOVTIK~ IJEiWOIl TIl<;; OPTIlPIOK~<;; TTiWIl<;;, TOOO OE UTTTlO 000 KOI OE op81o 8EOf'], K08' oAIl TI']V 
OlapKElo TOU 24wpou I\oyw Tf']<;; [3poOEio<;; EVOP~f']S TIl<;; OPOOIl<;; TOU q>0PlJaKOU OEV 
TTOPOH1PEiToi OTTOTOIJIl UTT01OOf'] ETTi XOpI']Y~OEW<;; TIlS oIJAoomivll<;;· 

LE 008EVEi<;; IJE oTf']8oYXIl 11 aTTo~ IlIJEP~OIO XOP~YIlOIl Tf']<;; 0IJAoomivf']<;; ou~avEI TOV OAIKO 
Xpovo OOKIlOf']<;;, TO XpOVO I-ItXPI EVOP~EW<;; TIl<;; oTIl8aYXIl<;; KOI TO XpOVO IJEXPI TIlV KOTaoTTooll 
TOU ST 0100T~IJOTO<;; KOTa 1 mm, EVW IJEIWVEI TOOO Tf'] ouxvOTIlTO TWV OTIl8oYXIKwv 
TTOpO~UOIJWV, 000 KOI Hlv KOTovOAwOIl TWV oloKiwv vlTpOyAUKEpivll<;;. 

XpljOf/ OE oaeEVEi<; jJE KOPO/OKIj ovwapKElo 

AllJOOUVOlJlKts IJEAtTE<;; KOI EAEYXOIJEVE<;; KAIVIKtS IJEAtT£<;; [300l0IJEVE<;; OE OOKIIJOOiE<;; KOTTWOIl<;; 
OE 008EVEiS IJE KOPOIOKrl OVETTOPWO KOTf']yopioS II tw<;; IV KOTO NYHA tOEI~OV OTI f'] 
olJAoomivll OEV TTpoKaAwE KAIVIK~ ETTIOEivWOll, OTTW<;; IJOp~8IlKE IJE Tllv OVOXrl OTllv OOKIlOIl, 
TO KMoIJo E~w8f']0l']S TI']<;; OPIOTEPOS KOIMoS KOI Tf']V KAIVIK~ OUIJTTTWIJOTOAoyio. 

Mia EAEYXOIJEVIl I-IE EIKOVIKO q>apIJOKO KAIVIK~ IJEAtTIl (PRAISE), TTOU 0XEOIOOTIlKE YIO va 
o~loAoY~OEI 008EVEi<;; I-IE KOPOIOK~ OVETTOpWO KOTllyopio<;; III-IV KOTO NYHA, UTTO 8EPOTTEio 
IJE olyo~ivIl, OIOupf']TIKa KOI ovooTOAEi<;; TOU I-IETOTPETTTIKOU EVC;UIJOU TIl<;; 0YYEIOTEvoivIl<;; (MEA) 
EOEI~E OTI f'] olJAoomivil OEV TTPOKOAEoE OU~f']Ol'] TaU KIVOUVOU 8VIlTOTf']TOS ~ OUVOUOOIJEVOU 
KIVMvou 8vf']TOTIlTO<;; KOI VOOIlPOTf']TO<;; OE 008EVEi<;; IJE KOPOIOKrl OVETTapKEIO. 

LE lJiO EAEYXOIJEVIl IJE EIKOVIKO q>apIJOKO, IJOKPOXPOVIO IJEAtTf'] TTOPOKOAou81l0f']<;; Tf']<;; 
oIJAoomivf']<;; (PRAISE - 2) OE 008EVEiS IJE KOpOIOK~ OVETTOPKEIO KOTf']yopioS III KOI IV KOTO 
NYHA, xwp[<;; KAIVIKO OUIJTTTWIJOTO ~ OVTIKEIIJEVIKO EUP~IJOTO TTOU va UTTOOIlAwvouv 
UTTOKEilJEVIl 10XOIIJIKr'j VOOO, 01 oTToiol EMIJ~ovov oT08EPES 06oEI<;; OVOOTOAtwv MEA, 
OOKTUAiTIOO<;; KOI OIOUPIlTIKwv, 11 olJAoomivI'] OEV EiXE KOlJiO ETTiopOOIl OTllv OAIK~ ~ Tllv 
KOPOIOOYYEIOK~ 8VI']TOTIl1O. LTOV iOlo TTAIl8uoIJ0 11 olJAoomivll oUOXOiOTf']KE IJE OU~IlIJEVE<;; 
ovoq>opts TTEPI010TlKWV TTVEUIJOVIKOU OIO~I-IOTO<;;, OUYKPITIKO IJE TO EIKOVIKO q>OPIJOKO, TTopoAo 
TTOU OEV UTT~PSE Of']IJOVTIK~ OIOq>OPO 010 TTEPIOTOTIKO ETTIOEivwof']<;; Tf']<;; KOPOIOK~<;; 
OVETTOPKEIO<;; OUYKPITIKO IJE TO £IKOVIKO q>OPIJOKO ([3A. MIIJIJO 5.1 "<POPIJOK00UVOI-IIKES 
IOIOTf']TES") 
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Mia TUXOIOlTOIIl~tvll, 01lTM-TU<pA~ ~£A.tTIl voallPoTIlTO<;-8VIlTOTIlTOC;, lTOU oVO~O~£TOI ALLHAT 
(Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial), 
lTpOY~OTOlTOI~8IlK£ YIO va aUYKplv£1 V£OT£p£e:; <pOp~OK£UTIKte:; 8£po11£I£e:;: o~AoollTivll 2,5-10 
mg/ll~tpo (OvTOywvlaT~<; oa~wTiou) ~ AIOIvolTpiAIl 10-40 mg/ll~tpo (ovoaToAtoe:; TOU MEA) w<; 
8£po11£i£e:; lTPWTIle:; £KAoy~e:; a£ aUYKplall ~£ 8£po11£io IJ£ TO 8£IOSI0IKO OIOUPIlTiKO 
XAwp080AI06vll 12,5-25 mgl 'WtpO, a£ ~1TI0 twe:; ~tTPIO UlTtpTOall 

ruvoAo 33357 u11£pTOalKwv oa8£vwv, IlAIKio<; 55 owv ~ OVW, TUXOIOlTOI~8IlKOV KOI 
lTopoKoAou8~8llKOV YIO 4,9 XPOVIO (IJtall TI~~). 01 oa8£v£ie:; £ixov TOuMXlaTov I~VOV £lTllTAEov 
KOPOIOYY£IOKO lTOPOYOVTO KIVOUVOU, 11£pIAo~~ovo~E:VWV TWV: lTPOIlYOU~£vo t~<ppoy~o TOU 
~uoKopoiou ~ £YK£<poAIKO £11£la60lo (11£plaaoTEpo alTO 6 ~~VE<; lTPIV alTO Tllv tVTO~1l aTllv 
~L~tTIl) ~ UlTOP~1l oMwv 081lPOaKAIlPwTIKWV KOPOIOYYEIOKWV voawv (auvoAo 51 ,5%), OIO~~TIle:; 
TUlTOU 2 (36,1%), HDL-G < 35 mg/dL (11,6%), UlT£pTpo<pio oplaTEp~e:; KOIA.lO<;, oloyvWalJtvlle:; IJE 
IlA£KTpoKopoloYPO<PIl~O ~ u11£pllxoyp0<PIlIJO KOPOIO<; (20,9%), KOlTVla~O (21,9%). 

To lTPWTEUOV T£AIKO allIJEiO ~TOV 80VOTIl<P0PO KOPOIOYYEIOK~ voao<; ~ 1J1l-80VOTIl<P0PO 
tlJ<ppoYIJO TOU lJuOKopoiou. {).£V UlT~P~£ ailIJOVTIK~ OIO<pOpO aTO lTpww)ov T£i\IKO alllJEio 
IJETO~U Tile:; 8£po11£ioe:; IJ£ olJAoollTivll KOI TIl<; 8Epo11£io<; ~£ XAwp080AI06vll: RR 0,98 95% GI 
[0,90-1,07J p=0,65. E1TIlTAtov, o£v UlT~P~E all~ovTIK~ OIO<pOpO aTIl 8vIlTOTilTO alTO OAE<; TI<; 
OlTiE<;, IJOO~U TIl<; 8£po11£io<; IJ£ 0IJAoollTivil KOI Tile:; 8Ep011£lo<; ~£ XAwp080AI06vIl RR 0,96 
95% GI [0,89-1,02] p=0,20. 

5.2 <l>ap... aKoKlvW'\TIKi~ IOI6TW'\H~ 

ATTopp6CPfJafJ 
M£T(l Til xop~YIlall 8EPOlTWTIKWV 06a£wv alTO TO aTOIJO, 11 0IJAooIlTIVIl OlTOPPO(POTOI KOAw<;; 
KOI 0llIJIOUPYOUVTOI IJE:YlaT£<; aUYK£vTpwa£l<; TOU <pOpIJOKOU ~£TO~U 6-12 Wpl\W alTO Tile:; 
XOPlly~a£w<; TOU. H olToAuTll [3100108w11JOTIlTO TOU <pOpIJOKOU ulToAoylaTilKE OTI KUlJolvOOI 
IJOO~u 64 KOI 80%. 0 OYKO<; KOTOVOIJ~<; TOU <pOpIJOKOU £ivOi 11£pilTou 21 I/Kg. H 
OlTOppo<Pllall TIl<;; olJAoollTlvIl<; o£v £1TIlP£osOOI alTO Til A~ljJll TPO<p~<;. M£AET£<; in vitro 
alTtoEI~OV OTi 11£pilTou 97,5% Tile:; KUKAo<popouall<; olJAoollTivll<; OW~EU£TOI alTO TI') lTpwT£iv£e:; 
TOU lTAoaIJOTo,). 

BloJ.maf3oAlojJ6c;IA TTof3oM 
H T£AIK~ 1l1J1lT£piooo<; sw~<; TIl<; olTo[3oM<; alTO TO lTA.OalJo EivOi 11£pllTou 35-50 WPE<; KOI 

OIKOIOAoYEi Tllv OlTO~ IlIJEP~OIO xop~Ylla~ TOU. 2:T08EpolTOllllJtvll KOToaTOall TOU <pOp~OKOU 


aTO lTA.OalJo E1TITUYXOVOOI ~oo 7-8 auv£XOIJEVEe:; rwtpE<;. 

H o~AoollTivll ~oo[3oAi~£TOI aE IJEyoAo lToaoaro aro ~lTOp, IJOOTpmOIJEVil O£ oopovEk; 

IJOO~OA.iT£<; KOI OlT0[30METOI aTO oOpo a£ lTOaOaTO 10% UlTO ovoA.A.oiwTIl 1J0P(.p~ KOI 60% 

UlTO 1J0p<p~ lJoo[3oAlTwv. 


Xpral] aE HAIKIWblE:VOU<; 
o Xpovo<; mmu~Ew<; TWV ~tYlaTwv aUYKEVTpwaEWV Tile:; o~AoollTiVIl<; aTO lTMalJo EivOi 
lTOP01J010<; £lTl IlAIKIW~E:VWV KOI VEOTEPWV oa8Evwv. H Ko80pall TIl<;; 0IJAoollTivll<; TEivEI va 
~EIW8Ei IJ£ olTOTtAwlJo Tllv OU~1l01l TIl<; £1TI<pOV£10<; KOTW alTO Tllv KO~lTuAIl (AUG) KOI TOU 
TEAIKOU Xpovou lllJlsW~<; TIl<; olTo[3oA~e:; TOU <P0PIJOKOU mi IlAIKIWlJtvwv oa8Evwv. H OU~llail 
TIl<; AUG KOI TIl<;; 1l1J11T£pl60ou sw~<; TIl<; olTo[3oA~<; TOU <pOPIJOKOU aE oa8£v£i<; ~E 
aUIJ<PoPIlTIK~ KOpOIOK~ ovmopKElo ~TOV oVOIJEVOIJEVIl YIO TIlV UlTO 1J£A.tTIl IlAIKIOK~ OIJOOO 
oa8£vwv. 

Xprjal] a£ oa8£v£f<;: b1E OIOTopoxn TOe; I]lTOTIKr'l< AwouPYl.Qs 

H IlIJI1TEpiooo<; sw~<; TIl<; o~AoollTivll<; lTOPOTEivOOI a£ oa8EvEi<; ~£ OIOTOpOX~ TIl<; IllTOTIK~<; 

Amou pyio<;. 


Xprian aE oa8£vEi<; bl£ V£<PPIKr) OV£1TOPK£lO 
H o~Aool1Tivll ~oo[3oAlsoOi £KT£VW<; aE OV£VEPYOU<; lJoo[3oAiTE<;. To 10% Tile:; IJIlTPIK~<; ouaio<; 
OlT£KKpivoOI oVOA.A.O[WTO aTO oupa. Moo[3oA.t<; TWV aUYKEvTpwa£wv TIl<; OIJAoOllTlvll<; aTO 
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lTMOlJo tlEV ouoxni~OvTOI IJE TO l3081J0 VE<ppIKr;S OVElTOpWOS· H o\JAotlllTivll I.JlTOpEi vo 
XPll011J0lTOl1l8Ei OTOUS 008EVEiS OUTOUS OTIS OUVr;8Els MOEIS H Ol-lAotlllTivll tl£v 
OlTOIJOKPUVETOI \JE OlIJOK080POll (I3Atm Ar;\JlJo 5.2 H<lloPIJOKOKIVIlTlKtS ItlloTllm;") 

5.3 npOKAIVIKcl 6E6of,JEVO OOq>clAEIOC; 

KopKlvOVtVWIl 
8EV UlTr;pxOV EvOEi~EIS KOPKlvovtvwllS OE opoupaious KOI lTOVTiKIO OlTOU M81lKE OTIl oiano 
TOUS olJAoollTivll V'O Mo XPovla OE OUVKEVTPWOEIS lTOU ulToAoVi~ETOI OTI OVTIOTOIXOUV OE 
IljJEPliOia 060'1 0,5, 1,25 Kal 2,5 mg/kg. H U4JIlAOTEP'1 060'1 (Via TOUS lTOVTIKOU<;, O\JOIO Kal Via 
TOUS opoupaious 000 <poptS* IJ£VOAUTEP'1 TIlS IJtVloTIlS ouvlOTwjJEvllS KAIVIKr;S 0601lS TWV 10 
mg, OE mg/m2

) r;TOV KOVTO OTlljJtVIOT'1 OVEKTr; Mall V'O TOUS lTOVTIKOUS, OAM 0XI Via TOUS 
apoupoiouS· 

METaAAa~lovtvWIl 
MEAtrE<; jJETa""a~lovtvWIl<; OEV ttlEI~OV ElTItlpaOEI<; TOU <papjJoKou OTO vovitlla Ii OTO mimoo 
TWV XPWjJoowjJcnwv. 

MEAETE<; aVOlTapavwvr;<; 
LE jJEAEns IJE ~WO, avo<poplKO IJE Tllv avalTapaVWvr; OTOU<; mijJUES, IJETa alTO Xopr;VIlOIl 
U4J'1AWV MOEWV, lTapOT'1pr;8rjKaV Ko8uoTtprjOll TOKETOU, oOoKoAo<; TOKETOS Kat IJEIWlJtVrj 
mll3iworj TOU ElJl3pUOU Kal TOU V£OVvou. 
8EV UlTr;p~E miopaorj OTIl VOvllJoTrpa TWV apoupaiwv lTOU tAa~av olJAoollTiv'1 (TO aPOEVIKa 
Via 64 rjjJtPE<; KOI TO 8rjAuKO Via 14 rjlJtPE<; lTPIV TO ~EUvopWjJa) OE rjIJEpr;OIE<; 060EI<; IJ£XPI Kat 
10 mg/Kg (8 ~op£<;* IJEvoAOTEPrj Trj<; jJtVIOT'1<; OUVIOTWIJEVIl<; Malle; OTOV clv8pwlTO TWV 10 
mg, OE mg/m ). 

* ME ~601l TO ~apo<; 008EVOU<; 100 IJE 50 Kg. 

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

6.1 "EK6oxo 

6.3 tUclPKEIO ~wf)c; 

6.4 EI6IKEC; lTPOq>UAcl~EIC; KaTcl Til q>UAO~Il YOU lTPO"iOVTOC; 

6.5 <J>uoll KOI OUOTOTlKcl TOU lTEPIEKTIl 

8EV Eival alTopalT'1TE<;. 

7. KAToxor THr AllEIAr KYKI\O<J>OPIAr 

8. API0Mor AllEIAr KYKI\O<J>OPIAr 

9. HMEPOMHNIA XOPHrHrHr AllEIAr KYKI\O<J>OPIAr/ANANEorHr AllEIAr KYKI\O<J>OPIAr 

10. HMEPOMHNIA (MEPIKHr) ANA0EoPHrHr TOY KEIMENOY 
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2. 	 To ct>OMo OorWII.JJv Yla TO XP~OTIl q>aPIJaKEUTlKwV lTPOIOVTWV lTOU lTEPltXOUV opaoTIKo OUOTOTIKO 
AMLODIPINE BESYLATE TPOlTOlTOIEiral w<; E~~<;: 

Cf>YMO Of1HrlnN riA TO XPH1:TH 

1.1 	 KOI.paKla, oKA'lpa 5 KOI 10 mg 
1.2 Iuv9l0'l • l1paOTlK~ ouoia: 	 Amlodipine (w<; besylate) 

• 'EKooxa: 

1.3 	 i1>aPlJaKOTlXV1KI'IIJOPqll'l: 

1.4 	 nlPllKTIKOT'lTa Ol OpaOTlKI'I ouoia:5 ~ 10 mg Amlodipine avo Ka4JaKIO 

1.5 	 nlplypacpl'I-IuoKluaoia: 

1.6 	 i1>apJ.laKo9lpaTTwTIKI'I KaT'lyopia: AVTIUlTEpraOiKo. aVTloTrj9aYX1Ko, 

aVTIJOXOIIJI KO 


1.7 	 YTTlU9uvoC; KuKAocpopiac;: 

1.8 	 napaoKwaoTI'lc;-IuoKluaoTI'Ic;: 

f"T1 nPEnEI NA rNOPIZETE riA TO ct>APMAKO nOY L~OPHrHLE OrlATPOL LA~ 
2.1. 	 rlVIKEC; TTA'lPOqlopilC;: 

To q>aplJaKEUTIKO lTpoIov lTEPltXEI oIJAoomivll Kal EivOi tva q>aPIJaKO lTOU XPrjOlIJOlTOIEiTOI OTllv 
oywy~ TIl<; IOlolTa900<; UlTtpraoll<; Kal Trj<; XPOVIO<; ora9Ep~<; KOI OYYEloOUOlTa0T1K~<; OTIl9dYXrj<;. 

2.2 	 Evod~llC;: 

To q>0PlJaKEuTIKO lTpolov XPrjOlIJOlTOIEiral OTrjV aywy~ Trj<; IOlolTa900<; ulTtpraoll<; Kal TIl<; 
Xpovla<; ora9Ep~<; Kal aYYEIOOUlTaOTIK~<; OTIl9aYXrj<;. 

2.3 	 AVTlvod~llC;: 
H alJAoomivll. OEV lTptlTEI va xoprjYEiTOI OE ao9EvEi<; IJE: 

UlTEPEUOI09rjoia ora lTapaywya OIUOpolTupIOiVIl<;. OTrjV alJAoomivrj ~ OE OlTOIOO~lTOTE 
alTO ra tKooxa 
ulTomorj f3apld<; IJOpq>~<; 
shock (OUIJlTEpIAaIJf3avoIJtvou TOU KapoloYEVOU<; shock) 
alToq>pa~1l TOU xwpou EKPO~<; Trj<; aPIOTEpa<; KOIAia<; (aopTIK~ oTtvwoll u4JIlAoO f3a9IJoO) 
aOT09~ OTIl9aYXIl (E~OIpEiral rj OTrj9aYXIl Prinz metal) 
OIIJOOUVOlJlKa oora9~ KopolaK~ OVElTaPKEIO IJETa alTO o~O tlJq>paYlJo TOU lJuoKapOiou 

2.4.1. r EVIKa: 
01 ao9EvEi<; IJE KapOJOK~ aVElTaPKEJa lTptlTEI va aVTJIJETwlTi~ovral IJE lTpoooX~. 

H OOq>aAEla KOI 11 alTOTEAwIJOTIKOTrjra Trj<; 0IJAoomivrj<; OE UlTEpraOlK~ KpfOIl OEV tXEI 
lTPOOOIOPIOTEi. 

AofhvEk; IJE KOPO/OKF} oVEmjpKEIo 
01 009EVEi<; IJE KapolaK~ aVElTaPKElO lTptlTEl va aVTIIJETWlTi~oVral IJE lToAl! IJEyaAq lTpoooxri 
LE lJia lJaKpOxpovla IJEAtTIl (pRAISE - 2). EAEYXOIJEVrj IJE EIKOVIKO q>aPIJOKO. lTOU 
lTEplEMIJf3avE lTaOXOVTE<; alTO KapolaK~ aVmaPKEla f3aplo<; IJOpq>~<; (f3a9IJoO III KOI IV KaH) 
NYHA). IJrj IOXOIIJIK~<; alTloAoyio<;. ulT~p~av aU~IlIJtvE<; ovaq>opt<; lTEPIOTOTIKWV lTVEUIJOVIKOO 
OIO~IJOTO<; OTllv OIJaOa UlTO 9EpalTEio IJE alJAoomivrj, OUYKPITIKO IJE Tllv olJooa TOU EIKOVIKOO 
q>aPlJaKOU, aMo aUTO OEV KOTEOTIl ouvmo va OUOXETIOTEi IJE ElTIOEivWOIl TIl<; KopolaK~<; 
aVElTaPKEIO<;. 
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L£ KAIVIKE<; IJ£MT£<; aMIlAmiopaoll<;, ° XUlJo<; YKpEmcppouT, Il OIIJ£TlOivll, TO oAOla 
apYIAiou/lJayvlloiou (avTlo~tva) Kat Il OIM£vacpiAIl o£V mllPEaoav Til cpaPlJaKoKIVIlTlK~ TIl<; 
alJAoomivll<; . 

EmopaoEl<; TTJ<; ajlAoOmivTJ<; OE aAAa cpapjlaKWTlKa TTpoiovra 

H miopaOIl TIl<; 0IJAoomivll<; OTIl fj£iwOIl TIl<; apTIlPlaK~<; TTi£Oll<; £ivOi a8pOIOTlKr') onl OpaOIl 
oMwv aVTlUTT£pTOOIKWV TTapoyovTWV 

L£ KAIVIKE<; fj£AET£<; oMI1Amiopaol1<;. Il alJAoomivll o£v mllPEao£ Til cpaplJaKOKIVIlTIK~ TIl<; 
aTOPl3aoTOTivl1<;, TI1<; olyo~ivl1<;, TIl<; 0I8avoAIl<; (aAKooAIl), TIl<; l3apcpapivll<; ~ TI1<; 
KUKAoOTTOpivll<;· 

2.6 i\oO"oAoyia 

Tooo Yla Tllv UTTEPTOOI1 000 KOI Yla Til OTI18oVXI1 11 ouv~811<; OPXIK~ MOil TI1<; 0IJAoolTTivll<; £ivOi 

5mg aTTo~ IlIJ£pl1oiw<;. 

H 060fl aUT~ fjTTop£i va OU~fl8£i OTfllJEVIOTIl MOil TWV 10 mg I1fj£PIlOiw<; (w<; £cpc'JTTa~ 060fl) 

IJOO aTTo 6 £l3oofjoo£<;, avoAoya fj£ TI1V aVTOTToKplOfl TOU Ko8£ a08£vou<; 


H olJAoomivfl fjTTop£i va XPflOlfjOTTOlfl8£i oav fjov08£pomia ~ O£ ouvouaofjo IJ£ aMa 

aVTIOTfl8aVXIKa cpopfjaKa O£ a08£v£i<; fj£ oTI18aYXIl. 


Xprjory OE TJAiKIWjltvou<; 
fla TOut; flAIKIWfjEVOU<;, OUV10TWVTOI TO ouv~811 oOOOAOVIKO OX~fjOTa. EVTOUTOIt;, OU~110fl Tflt; 
060fl<; 8a TTpEml va yiv£TOI fj£ TTpOOOX~· 

Xpf]ory OE aofJEvEf<; jlE oJOTapaxrj Try<; TJTTaTlKrj<; Awoupyia<; 
H OUVIOTWfjEVI1 ooooAovia OTOU<; a08£v£i<; aUTou<; OEV EXEI Ka80pI08£i. To q>0pfjaKo n PETTEI 
mOIJEvw<; va XOPIlYEiTal fjE TTPOOOX~ 0' auTOU<; TOUt; a08EvEit; 

XprjOTJ OE aofJEvEi<; jlE VECPPIKrj aVEmipKEla 
Moal3oM<; TWV OUYKEVTPWOEWV Tilt; afjAoomivl1<; OTO TTMofja OEV ouoX£Ti~oVTOI fjE TO l3a81J0 
VECPPIK~t; avmopK£la<;. ilia TOUTO 11 afjAoomivfl fjTTOPEi va XPllOlfjOTTOl118Ei OTOut; a08EvEit; auTOUC; 
OTl<; OUV~8EI<; 060EI<; H alJAoOmivll OEV aTToKpiv£TOI fjE alfjoKo8apOfl. 

2.7 YrrEp6oO"oAoyia-AvTl~HtlmI0"f'J 

LE mpimwol1 A~4Jfl<; umpl3oAIK~<; 06011<; miKolvwV~OTE alJEow<; IJE TO VIOTPO ~ TO cpapfjaKOTTOIO 
oa<; ~ TO TTAflOlEOTEPO NOOOKOfjEio (TI1A. KEVTPOU ilflAI1TIlPIOOEWV: 210-7793 777, A0HNA). 
H Efjmlpia umpooooAovia<; aTTo TTp08£OI1 OTOV aV8PWTTO Eival mploplOfjEVIl. 

XUjlTmiJjlara: 
Ta UTTapXOVTO oTOlXEla UTTOOEIKVUOUV OTI fl A~4J11 umpl3oAIK~<; 06011<; IJTTOPEi va TTpoKaMoEI 
EVTOVI1 TTEPIq>EPIK~ aYYEloolaOToA~ KOI TTl8av~ aVTOvaKAaOTIK~ TOxuKapoia. LrnJOVTIK~ Kal 

TTpoq>aVWt; TTapOTETOfjEVIl mplcpEplK~ UTTOTOOI1IJEXPI KOI OUIJmp1AaIJ13aVOfjEVOU TOU shock fjE 
fjolpaio aTTOTEA£OlJa EXEI avo<p£p8Ei. 

0EpaTTEia.· 
H uTTap~fl KAIVIKa OlllJaVTIK~<; UTTOTOOI1<;, Myw A~4JIl<; umpl3oAIK~t; MOfl<; Tflt; afjAoomivflt;, 
aTTalTEi Tfl opaoTIK~ uTToOT~PI~11 TOU KapolaYYElaKou OUOT~IJOTOt; mplAalJl3avOfjEvll<; TIl<; 
OUxv~<; TTopaKoAou8flOIl<; Tilt; KapoIOK~<; KOI TI1<; avaTTVEUOTIK~e; AmouPyiae;, HIt; avu4JwOflt; 
TWV KaTw OKPWV KOI Tile; pu8fjlOfle; TOU 0YKOU TOU KUKAocpopOUVTOe; aiIJOTOe; KOI TWV 
aTTol3aMolJEVWV OUpWV. H XOP~VflOfl aYYEIOOUOTTOOTlKWV OUOIWV OUVOTOV va EivOi XP~Olfjl1 
Via TflV aTTOKOTOOTOOfl TOU 0YVEIOKOU TOVOU Kal TI1<; apTflPlaK~<; TTi£Ollt; fjE TflV TTPOOTT08£OI1 on 
OEV UTTOPXEI aVTEVO£t~fl Yla Til XP~Ofl TOU<;. H EvoocpM[3la XOP~VflOIl yAUKOVIKOU oo[3£OTiou 
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l·mopEi va EivOi XP~OIlJtl YIO Hlv E~OUOETtpwOIl Tile; ETTiopaolle; TWV avraywvlon.iJV TOU 
aol3wTiou. 

H TTAlJOIl TOU OTO\-.J()XOU IJTTOPEi va EivOi XP~OI!J1l OE OpIO!JEVEe; mpITTTwm:re;. H XOP~YIlOI1 
EVEPYOU OV8POKO OE uYIEie; E8EAovTte; IJEXPI KOI 2 WpEe; !JETO Til A~ljJll alJAoolTTiVIle; 1°mg EOEr~E 
va IJEIWVEI TO pu8IJO aTToPPo<pIlOIle; TaU <paPIJOKOU 

LlEOOIJEVOU on 11 alJAoolTTiVIl oW!JEuEral OE !JEYOAO l3a8IJo aTTO Tie; TTpwTE"i"vEe; TOU TTAclOIJOTOe;, tl 
OIIJOOIUAUOIl OEV EivOI TTl8ovov va OTTOI3Ei XP~OIIJIl. 

2.8. AVElTl8ul-ll1TES EVtPVEIES 

H alJAOOlTTrVIl yivETOI KaAWe; OVEKT~ OTTO TOUe; ao8EVEie;. LE EAEYXOIJEVEe; KAIVIKEe; IJEAtTEe; IJE 
placebo TTOU o<popouoav 008EVEie; IJE UTTEpraOIl ~ oTI180YXI1, EXOUV TTOPOTIlPIl9Ei 01 
TTapoKoTw aVETTl9uIJIlTEe; EVEpyme;, 01 oTToiEe; KOToypo<povraf OUIJ<Pwvo IJE Tie; OUXvoTIlTEe; 
EIJ<P0v10Ile;, l300EI MedORA, we; E~~e;: 1l0Al! ouxvte;: ?: 1110, Luxvte;: ?: 1/100 KOI < 1110, 'Oxr 
ouxvte;: ?: 1/1.000 KOI < 1/100. LTTOVIEe;: ?: 1/10.000 Kor < 1/1000. 1l0Al! LTTOVIEe;: < 
1/10.000. 

I:uxvtc uapEvtpYEIEC UOU HuopEi va EUrtPUloouv UEPIoo6TEPOUC au61 OTOUC 100 
aV8pwuouc avacptpovTOI uapaKoTw: 
• YTTVIlAio 
• ZOAI1 
• KE<paAaAyio (IOIOiTEPO KOTO Tllv tVOP~1l Tile; 8Epomioe;) 

• 'E~aljJll 
• KOIAIOKO OAVOe;, vauTia 
• OiOlllJO 
• OIO~IJOTO KOTW OKPWV 
• KOTTWOI1 

OXI ouxvts uapEvtpYEIf;C UOU lluopEi va EUrtPEOOOUV uEPIoa6npouc au61 OTOUC 1.000 
av8pwuouc avacptpovTOI UapaK(iTw: 
• AUTTvia 
• Mnol3oAte; Tile; 0108WI1e; (OUlJmpIAalJl3aVOIJEVWV: oyxoue;, WEPE810TOTl1rae;. KOTo8AlljJlle;) 
• TpOlJoe; 
• Lluoywoio, AITT09UIJio 
• YTTal08lloia, TTOPOI081loia 
• OTTTlKEe; olorapoxte; (oulJmpIAalJl3ovOlJtvlle; Tile; OITTAWTTioe;) 
• EIJJ3ote; 
• Aio81Wo TTOAIJWV 
• YTToraOI1 
• LlUOTTVOIO 
• PfviTiOO 
• 'EIJETOe; 
• LlUOTTEljJio, 
• MEra!3oA~ OTle; ouv~8me; TOU EVTtpOU (OUlJmpIAOIJ!30VOlJtvwv OIOPPOlae; KOI OUOKOIAIOTtlTOe;) 
• =llpoOTOlJio 
• AAAoiwOIl Tile; vEUOI1e; 

• AAWTTEKio 
• Ilop<pupa 
• LlUOXPWIJOT10IJOe; otplJOTOe; 
• AU~lllJtvll E<pioPW0tl 
• KVtlOlJoe; 
• E~ov8111JO 
• Ap8paAyia, MUOAyio 
• MU"iKte; KpOIJTTEe; 
• Oo<puaAvia 
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• ~IOTOpOX~ OUPIlOllC;, VUKlOUpio, ouxvoupia 
• AVIKavoTIlTO 
• rUVOIKOjJoOTia 
• 8WPOKIKO oAyoC; 
• E~a08Evloll 
• AAyoC; 
• KOKOUXio 

rrrcIVI£C:; rrop£vtpY£I£C:; rrou urrop£i VO £rrr)p£cIooUV AIYOTEPOUC:; orro 1 OTOUC:; 1.000 
ov9pwrrouc:; oVOIptPOVTOI rropoKcITW: 

• LTIl8oYXIKo oAyoC; 

noAu OrrcIVI(1) rrop£vtpY£I£C:; rrou urropd vo £rrr)p£cIooUV AIYOT£POUC:; orro 1 OTOUC:; 10.000 
ov9pwrrouc:; OVOIptpovTOIrropoKcITW: 

• AEUKOTTEVio 
• 8POjJf3oTTEvia 
• AAAEPYIK~ aVTfopaoll: KvioWOll 
• YTTEPYAUKoljJia 
• YTTEplOvia 
• nEpl<pEpIK~ VEUpoTTo8Ela 
• 'EjJ<ppaYjJa lOU jJuoKapoiou 
• Appu8jJio (OujJTTEpIAajJf3avojJEvwV f3paouKopofac;, KOIAlaK~C; TOxuKapoioc; KOI KoATTlK~C; 

jJapjJapuy~c;) 

• AYYEliTIOa 
• 8~xac; 
• nOYKpEOTiTIOO 
• r aOTpiTioo 
• YTTEpTTAoofa ouAwv 
• HTTOTiTloo, XOAOOTOTlK0C; [KTEp0C; 
• HTTOTIKO Ev~ujJa au~qjJEvO* 
• AYYEIOVEUPWTlKO oiolljJa 
• noAujJoP<P0 Epu81ljJa 
• KviowOll, aTTo<poAIOWTIK~ OEPIJOTiTloo, OUVOPOIJO Stevens Johnson, oiOlllJO Quincke, 

<pWlOEUOI081loia 

LWIJOTIKO f3opoc; aU~IljJEvO, OWIJOTIKO f3opoc; IJEIWjJEVO 


:KupiwC; OUVUTTOPXOUV IJE XOMOTOOll 

Av TTopouOIaolOuv OTTOIWO~TTOTE OAAEC; aVETTl8uIJIlTEC; EVEPYElEe; TTOU OEV avo<pEpoVTOI 010 TTop6v 
<puAMolo OUIJ!30UAEUTEiTE TO YIOTp6 ~ TO <paplJaKOTTOIO oae;. 

2.9. TI rrptrr£1 vo vvwpi~£1 0 a09£v.,e:; O£ rr£pirrTWO'1rrOU rrapaAdtp£1 va rrcIp£1 KcIrrola 000'1: 

Av ~EXOOETE va TTOPETE lJio MOil, va TIlv TTOPETE TO TOXlmpo OUVOTOV. Eov WOTOOO, TTAIlOlO~EI 11 
wpo YIO vo TTaPErE TIlv ETTOIJEVIl 06011, OYVO~OTE aUT~v TTOU ~EXOOOTE KOI ouvEXfoTE KOVOVIKO Til 
8EpOTTEio. 

2.10. HfJ£pofJ'1via A"~Ile:; TOU rrpo"iovTOe:;: 

Avaypo<pETOI OTIlv E~WTEPIK~ KOI WWTEPIK~ OUOKEUooio. LE TTEpfmwoll TTOU 11 fllJEpOIJIlVia OUT~ 
EXEI TTapEA8EI IJIlV TO XPIlOIIJOTTOIEiTE. 

2.11. lOla/TEp£e:; rrpoq)UM~£Ie:; VIO T'1 cpuAa~'1 TOU rrpo'iovTOe:;: 

2.12. HfJ£pofJ'1via T£A£uTaiac:; ava9£wP'10IlC:; TOU cpuMou oOIlVIWV: 
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3. nI\HPOQ>OPIEI riA THN OP00l\OrlKH XPHIH TON Q>APMAKON 

q>OPIJOKO OUTO OOS TO tvpotpc 0 VIOTPOS oos IJOVO VIO TO OUVKCKPllJtVO IOTPIKO oos 
TTpOf3Arwo. ll(v 80 TTptTT(1 va TO OiVET( O( 0'\'\0 OTOIJO r) VO TO XPflOIIJOTTOr(iT( VIO KOTTOIO 
oAAfl TT08flOfl, xwpiS TTpO'lVOUlJtvws va tX(T( OUIJf30UAWT(i TO VlOT pO ooS· 
- Eov KOla Tfl OIOPKCIO TflS 8cpomios (lJq>oVIOT(i KdTTOIO TTpof3ArIlJO 1-'( TO q>OPIJOKO, 
(VfllJ(PWOT( Ol-'tows TO VIOTPO oos r) TO q>OPIJOKOTTOIO OOS· 
- Edv tX(T( OTTOIOOr)TTOT( (PWTflI-'OlIKO vupw OTTO TIS TTAflPOq>opi(S TTOU oq>opOUV TO 
TTOU AOI-'f3dv(TC 1'1 XP(IO~WT( KoMT(Pfl (Vfll-'tpWO'l VIO TO IOTPIKO oos TTPOf3ArWO I-'fl OIOTOOET( 
VO ~I)Tr)O(T( TIS TTAl)poq>opi(s oUTtS OTTO TO VIOTPO oos 1'1 TO q>OPI-'OKOTTOIO OOS· 
- riO VO (ivOI orroTcAwl-'OTIKO KOI ooq>oAtS TO q>OPI-'OKO rrou om:; XOP'lVr)8I)K( 80 rrptml 
AOI-'J3ov(TOI OUI-'q>wvo IJC TIS oOl)vj(S TTOU OOS M8'lKOV 
- riO TI)V ooq>oAw) OOS KOI HjV uvcio oos (ivOi orrOpoiTI)TO vo oI0f300(T( 1-'( TTPOOOXr) Ko8c 
TTAl)poq>opio rrou oq>opo TO q>OPI-'OKO TTOU OO~ XOpl)Vr)81)KL 
- No 1-'1) OIOlI)P(iT( TO q>OPI-'OKO O( (PI-'OPIO TOU AOUTPOU, ViOl! 'l ~tOTI) KOI I) uVpooio I-'rrop(i 
vo O'\'\OIWOOUV TO q>OPI-'OKO KOI VO TO KOlOOTr)OOUV (TTlf3AoJ3t~ VIO Tflv uV(io oO~. 

No I-'I)v KPOTOTC q>OPI-'OKO rrou O(V TO XPCIO~WTC rrAtov 1'1 rrou 1'101) tXOUV Ar)~(L 
riO lJ(voMmpl) ooq>oA(IO q>UM~TC oAo TO q>OPI-'OKO O( ooq>oAt~ I-'tpos IJOKPIO OTTO TO 

4. TPOnOI .dIA0EIHI 

To q>OPIJOKO OUTO XOPI)V(iTOI I-'0VO 1-'( IOlPIKr) OUVTOVr)· 

3. 01 OIKOIOUXOI KOI OVTlTTpOOWrrOI urroXPwuvTOI VIO TI)V (q>0 PI-' ov 1'1 TI)~ OVWTtpW (VKUKAiou. 

4. 	 KOT6mv TWV avwTtpw rrau£. va laxu£. 11 urr' api9~. 37417/6-6-2008 (Op9~ ErraVaAI1IJH'j: 27-6-2008) 
£VKUKAIOC; TOU EOQ> 

KOlvorroin aD: 	 H .dIEY0YNTPIA .dYEn 
ET. PFIZER HELLAS AE 

I\EO<l>. ME2:0rEION 243 
15451 N. 4JYXIKO 

.dp. A. KOYTIOYKH 

AnootKT£C;; Via £vtpv£la : 
1. 	 rEE8A1llyr 

A Mwovciwv 136 
15561 A8r)vo 

2. 	 YTT. Epvooio~ ATTOOXO,\rjOI)~ & KOIVWVIKr)~ npooraojo~ 
rCVIKr) rpolJIJOl(io KOIVWVIKWV Aoq>oAio(wv 
t:Jvol) Aoq>oAlol)S Ao8tv(10~ & MI)TpOTI)TO~ 
2:raoiou 29, 101 10 A8r)vo __. 
(~( T'lV rropoKAl)o'l (Vl)lJtpwol)~ TWV AOq>oAIOTIK.W('" i'~, 
TOIJ(iwv TTOU TTOptxouv YV(IOVOIJIKr) n(pi80A4!l\}' . '" \. 

3. 	 novc'\'\r)vlo IOTPIKO 2:0AAovo /<, ., . 
nAOUTOPXOU 3, 106 75 A8r)vo i 

(~c TI)V TTOpOKA'lOI) (vl)lJtpWO'l TWV ~ . 
TOTTlKWV IOlplKWV 2:u'\'\OVwv TI)S xwpOS). 

4. 	 nOV('\'\r)vIO <l>0PIJOKWTIKO 2:0,\,\OVo 
n(lpOIW~ 134 & Av081)IJtpou 
11854 A8r)vo 
(IJ( HjV rropoKAl)ol) (v'llJtpwofl~ TWV 
TOTTlKWV <l>0PIJOKWTIKWV 2:uA,\Ovwv T'l~ xwpo~) 
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5. 	 navEM~vlO 'Evwol) <DaPI-l0KOTTOIWV 

NooI)AEUT/KWV 10pufjclTWV 

MlxaAaKOTToOAou 99, 115 27 A8~vo 


6. 	 IKA·<Dapfj/K~ YTTl)pwia 

Ay.Kwv/vou 8,102 41 A8~vo 


7. 	 OrA KAooo<; <DopfjaKEUTIK~<; nEpf8aAljJl)<; 

nOTrloiwv 30, 106 77 A8~vo 


8. 	 OiKo<; NOUTOU nElpOIW<; 

K.noAOIoMyou 15 

185 35 nElpOIO<; 


9. 	 OiKO<; NaOTou A8~vo<; 


rAoOarwvo<; 2 & nOTl)oiwv 

106 77 Ae~vo 


10. KtVTPO fil)AI)TI)PIOOEWV 

NOOOKOfjEio nofOwv ''n& A KUPIOKOO" 


/ 11527rouoi 

1I11.L<DEE 

!\.Bao. rEwpyiou 50 & M. Aoia<; 
152 33 XOMVOPI, A8~va 

12. navEAA~vla "Evwor] <DapfjoKo/310fjI)Xavio<; 

!\dfjljJa 7, 11524 AfjTTEAOKIlTTOl, A8~va 


13.LUMoyo AVT/TTWV <DapfjaKEUTIKwV Elowv & EIOIKOT~TWV 
006<; TOTOfou 
180 XAfj. EeVIK~<; 0000 A8Ilvwv-!\afjia<; 
14610 N. EPY8PAIA 

14.fiEATio Ayopovofjia<; 

naVETTlOTIll-liou 42, 106 79 A8~vo 


15.TEBE - <Dapl-laKEuTIKt<; YTTIlPwfE<; 

Ay. KWVOTOVTivou 5 

10351 A8HNA 


16.MI'] fjtAIl LuAAOywv 

(OTTW<; 0 TTivaKa<;) 


ErOTEPIKH 6IANOMH: 
1. 	 filvol'] <Dap/Kwv MEAnwv & ''EpEUva<; 
2. 	 fi/vor] fi/KWV YTTIlPWlwV EAtyxou npOrOVTWV 


Tfjr,fjO 'EKOOOIl<; & Kwo. ATTOq)(]OEWV 

3. 	 rPOl-ll-lOTEia ETTlOTrjl-l0VIKOO LUI-l/3ouAiou EYKpioEWV 
4. 	 r pal-ll-lOTEia fiEUTEP0/309fjloU ETTlOTql-l0VIKOO LUI-l/3ouAiou 

Mr/10-201O 
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