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ErKYKAIOI - AnO<l>AIH 

0EMA: Ka8oplolJo<; n£pIAIllJ.ln,<; XOpaKTrlPIOTIKwv TaU npO'iOVTO<; KOI <DUAAO OOIlYlwv Yla TO XP�OTn, 
cpapIJaKEUTIKWV npOIOVTWV nou n£pIEXOUV OpaOTIKO OUOTOTIKO VALSARTAN 

"EXOVT£<; un0lJ.lIl: 
a) 	 TI<; 6IOTCtn£I<; Tn,<; KOIV�<; YnoupYIK�<; Anocpaon,<; IIyr3 (a) 83657/2005 "n£pl £vapIJOvloll<; TIl<; EAAn,VIK�<; 

NOIJ08wia<; IJ£ lllv aVTioToIXn, KOIVOTlK� OTOV TOIJta In,<; KUKAocpopia<; ................ ,. ..... lWV 
<papIJOK£UTIKWV npoIOVTWV, nou npoopf�OVTOI Yla avBpwmvn, Xp�on,", 

13) TIlV un' apIBIJ.: 8673/2/29-1-2009 (Op8� EnavCtAIllJ.ln,) An6<paoll npOEOpOU llr/EO<D (<DEK.253/13-
2-2009) "n£pi IJ£Tal3fl3aoll<; aPIJ0610T�Twv OTOU<; llIWBuVTt<; TOU EO<D", 

y) Til rVWIJOTEUOIl TOU EmOllllJOVIKOu rUlJl3ouAiou EVKpio£wv ap.<D- 98/30-3-2009-05-07 

A n  O<l>A IIZO YME 

1. 	 H n£pIAIllJ.l1l XapaKTIlPloTIKWV TOU npoTOVTO<; Kal TO <DUAAO OOIlYIWV Via TO XP�OTIl <paPIJaKWTlKWV 
npoIovrwv nou mpltxouv opaoTIKo OUOTOTIKO VALSARTAN Opl�£TOI w<; £ �<;: 

IIEPlAH'I'H TQN XAP AKTHPll:TIKQN TOY IIPOIONTOl: 

l. ONOMAl:IA TOY <I>APMAKEYTIKOY IIPOIONTOl: 

«ONOMA I1POIONTOI;» EntKUAUllllEvU IlE AE1(16 UIlEvtO OLOKiu 320 mg 

2. llOIOTIKH KAI llOl:OTIKH l:YN0El:H 

rta "COv 1rAtlPTI l<U1UAOYO 1mv EKOOXmv, GA. nupuYP(l(pO 6. I. 

3. cDAPMAKOTEXNIKH MOP<I>H 

4. KAINIKEl: I1AHPO<I>OPlEl: 

0EPU1rEiU "T1C; tblO1ru8ouC; U1ri::p-raoTlC;· 

http:EnavCtAIllJ.ln
http:n�pIAIllJ.ln


Ynep1Um] 

Tpono( 'K0pfrman( 

[lEvOt 

NEq>puill�}LaAs.:ttoupyia 

HnaTlKU ouaAs.:l'tOupyia 

TImOtUTptKO{ 

nEpKaAlatf.lia 

Aa()_INE!£ IlE unovaTptatlliu f]/KUl unoőoYKUl"lia 

LTEypjOl) TTI£ VE(j)ptKil£J:llmJQig£ 

H O1JVlOTW!lINll/i6aTJ tvap';TJe; lOU «ONOMA TIPOIONTOL» dVUl 80 mg !lia !popa TTJV TJ !lepa. H aVTlUn€p1UmKT) 
-<'ipaOT) €!l!pavi1;€'tUl oumaa'tlKCt €VTOe; 2 €po0fJ.aowv, Kat 11 tlEYlOTTJ €niopaaTJ s.:1ClTuyx,aV€TUl IN'toe; 4 €POO!laowv. Ls.: 
Opta!ltvoue; aaBINde;, 'twv onoiwv TJ ap'tTJplUKT) nis.:aTJ OIN tAeYXE1Ul s.:napKWe;, TJ /i6OTJ fJ.nops.:i va aU';TJBs.:i OTa 160 mg 
y:illlleiItytcffc:ntr32 O-mg
 ­
To «ONOMA TIPOIONTOL» fJ.nopEi mioTJe; va x,opTJYTJBd tlE aMOUe; aVTlUnEp'taatKOUe; napayoVTEe;. H npoaBT)KTJ 
EVOe; OlOUpTJTlKOU, onwe; TJ uopoX,AwpoBElai;ioTJ, Ba tlEtWaEt 1TJV apTTJplUKT) nis.:OTJ aKollTJ ns.:pmao'tEpo a' amoue; 'toue; 
aaBs.:vEie;. 

To «ONOMA TIPOfONTOL}) tlnopd va ATJ!pBEi aV€.;aptTJ'ta YEuIlUtOe; Kat nptn€l va x,opTJYTJBEi tls.: uyp6. 

HAtKtW 

8€ xpEta1;Etat npooaP!loYTJ 'tTJe; ooaoAoyiae; yta aoBINEie; !l€ KaBapoTJ KpEUTlviVTJe; > I OmllA€nto (PI.. napaypa!po 4.4). 

L€ uoBINEie; !lE T)ma ewe; !lE'tptU TJnaTlKT) avs.:mxpKs.:ta x,wpie; x,OAQa1UOTJ, TJ MaTJ 1TJe; PaAaapTaVTJe; O€V nptns.:t va 
un€ppaiVEt Ta 80 mg.To «ONOMA IIPOIONTOL» UVTINodKVU'tUl os.: aoBINEie; Ils.: pupul TJnaTlKT] ouaAElToupyia 
(pl.. napaypaq>oue; 4.3 Kat 4.4). 

aoBlNd<; 
To «ONOMA TIPOIONTOL» OIN (Jl)VmTaTUl yta X,PTJOT] aE nUlOla llAtKiae; Kt:ltW TWV 18 €TWV Myw eMs.:t\jlTJe; 
OTOlX,dwv Yla TTJV am:paAs.:lU Kat TTJV anoT€AwtlaTlK6TllTU. 

- Yn€pcuataBTJ0ta OTT} opaOTu<T) ouoia T) a€ KanOlO an6 Ta EKboxa. 
- Bapla llnaTlKT) aVEnapKEtU, XOAtKT) KippwaTJ KUl x,oA60TaaTJ. 
- .1WTEPO KUl TpitO Tpi!lTJVO KUTJaTJe; (pl.. napaypaq>oue; 4.4. Kat 4 .6). 

Y 

H TauT6xpoVTj x'PT)OT] !lE (Jl)!lnATJPwllam KaAiou, KaAtonpoaTaTEUTlKa otOUpTJTlKU, vnoKa'taaTaTU aAaToe; nou 
ns.:ptEx,oUV KaAtO, T) aMOUe; napayoVTEe; nou !lnopd va aU';T)aouv 'ta mins.:oa KaAiou (TJnapiVTJ KAn.) OIN (Jl)VtOTatal. 
ea npEnEt va yivETat napaKoAouBTJoTJ TOU KaAiou 6nwe; UnatTEitat. 

L£ uaBs.:vEis !lE aopapT) unovaTptattlia T)/KUl uno-oYKat!lia, 6nwe; £KEiVOl 1[OV AatlPaVOUV U\jlTJAte; MaEte; 
OtOUPTJTtKWV, !l1[OpEi va napoumaaBEi (Jl)llnt(()!laTlKTJ Un6TaOT] a£ a1[UVlEe; 1[Epl1lTWaEte; !lETa an6 TTJV tvap�TJ TTJe; 
Bs.:panEiae; tlE TO «ONOMA TIPOIONTO:E». H U1[OVaTptUltlia TJ/Kat TJ uno-oYKUt\lia nptns.:t va avaTax,BEi nptv an6 
TTJV tvap�TJ 1TJe; B£pandae; IlE 'to «ONOMA IIPOIONTOL», yta napuo€lytla tlEtWvoV'tae; TTJ /i6aTJ TOU OlOUpTJTlKOU. 

LE aaBs.:vEis IlE atlq>o'tEponAcuPTJ aTEV(()aTJ TTJe; VEq>plKT)e; apTTJpiae; T) tl£ o'ttvwaTJ os.: tlovfJpTJ vEq>p6, OIN tX,El 
OlanlaTwBEi TJ ampuAEta ana TTJ x,pijaTJ TOU «ONOMA TIPOIONTOL». 
H ppax,ulIp6BwllTJ x,opTJYTJaTJ TOU «ONOMA IIPOIONTOL» Cl'E owoEKa acrBINEis !lE vEq>poaYYElUKT) unEptaaTJ 
oq>EtAO!ls.:vTJ aE ETEp6nAEupTJ OTevWoT) TT)e; VEq>plKfJe; ap'tT)piae; OIN npoKuAwE OTJ\laVTlKte; !lETapoAte; OTT) VEq>PlKij 
Ul!lOOUVU!llKT), TT)V KpEUTlviVTJ TOU opOU, ij TllV oupia aitlUTOe; (BUN). 00't6ao, aAAOl napayoVTEe; nou EnTJPEa1;ouv TO 
crU<JTT)!lU ps.:vivT)e;-aYYEtOTaaivT)<;-aAOooTEpOVTJe; fJ.nopd vu uu';i]aouv TTJV oupia TOU ai!laTOe; Kat 'tT)V KpEUTlVivT) 'tou 



KMIO Kal 6..AAt:C' 

'METUUOOXSUOTI VECPPOU 

:1)1toPA'tl9TJKcivŹ itj5b(fijiarwź 

npwronaElDC; unspciAboorspovlswQ£ 

Lrf:vWOU !TIC; aopnKll£ IlnPOSlbOUC; ŻaApibUC;, anocppUKnKU unspTpoqHKU lluOKapbtOnuElStC! 

tKntwqn m; VS!PP1K1]C; ASltoupyiac; 

HnanK1] bUOAEttOupyia 

Kuno!] 

Allie- KaTO.OTrJ.(Jw; IJt: bdlyt:PtllJ rov (JVcrritIJaroc; pt:viVlzc;-aJ'1§.]om(JiYlK 

OpOU os aoElsvsis JlE sn:ponAEUpTJ m:tvWOTJ rTJS VECPPtKT)S apTTJpias, EnOJltvws ouvtcnarat nupuKoAouElTJOTJ rTJS 
VEcpptKT)S A£ttoupyias omv xopTJYdrat pUAoUpraVTJ orous a09svEU;. 

L\sv umipXEl sni rou nupOVTOS sJlnEtpia Yla TTJV UcrCPUAT) XPT)oTJ rou «ONOMA I1POIONTOL» os U09SVEU; nou 
G£ f,ft'nr!XfJOXSUOTJ VEcppOU. 

AoElSVEU; J.ls npwronufh'l um:pciAboorEpovtGJlO bSV nptnEt va unopA1l90uv OE 9spam:iu JlS TO «ONOMA 
ITPOIONTOL», EnStbij 1:0 crUorTJJlu PSViVTJs-uYEtOrsvoivTJS os amous bSV dvat svqryon01TJJlEvo. 

Kat 
DnwS·!lE-6A.a._ta_aY'YStObtaotuAnKu, svb£iKVUrat tbtahsPll npoooxij os a09svsu; non nuoxouv ano orf:vWall aopnKijs 
ij J.lnpOabOUS paA.pibas ij anocppUKttKij unsprpocplKij JlUOKupbtOn6.9Stu (HOeM). 

L\s XPEtuZEtat npoauPJloyij tTJS bOOOAOyiaS yta aoElsvsis IlS KuElapoTJ KpwttviVTJS > J OmllAsnto. Eni tOU napovros 
bsv unuPXSt sJlnEtpia ytu tr1V aocpaAij xpijOTJ os a09svds IlS KuElapOT] KpwttvivTJS <1 Oml/Asnro Kat os aaElsvds nou 
unop6:llovtat as atl.lObtUAuaTJ, EnOIlf:vWS TJ paAoapt6:vll Ela nptnEt va XPIlotllonOl£hat JlS npoooxij OE au1:OUS rous 
aoElEW:i<; (pUns napaypacpous 4.2 Kat 5,2). 

LE a08sw:u; Ils T)ma tws Ilihpta IlnanKij aVEn6:pKStu xwpiS XOAOOraaTJ, ro «ONOMA ITPOiONTOL» nptnEl va 
XPTJotllOnOtSltat IlS npoooxij. H MOT] bsv nptnEt va unsppd m 80 mg (PA. napayp6:cpOUS 4.2 Kat 5.2). 

H xpijOTJ twv avtaywvtotWV tTJS aYYEtotaalvTJS II (AURA) bsv 9u nptnEt va DEKtva Karu tTJ btUPKEtu rTJS 
sY!(l)JlocrUvTJS. EKtoS suv TJ OUVEXlZ6JlsvTJ ElEpanda JlE AURA 8EWpTJ9d anapainjTIJ, Ot ao8svEi<; nou 
npoypaflflatżo\JV S':y!(l)llocrUvll 80. nptnst va aUaDo\JV OE svalluKnKes uvttUnsptaotKES ElEpandss Ot onoi£s txouv 
Ku8tSpwf!Evo npocpiA aocpuA£tas yta xpijOT] Karu TIlv SY!(l)flocrUvTJ. Dtav blayvwcn£i S':y!(l)flocrUVTJ, TJ ElEpunEla JlS 
AIIRA Ela npenst va blaKonrErat afltows, Kat, ECPOOOV anandrat, 90. nptna va DElCtVUEt fltu svalluKttKij 8Epunda 

CPA. nupaypucpouS 4.3 Kat 4.6). 

LS aoElsvsis otouS onoious TJ VEcpptKT) A£ttoupyiu flnopEi va EDUPt6:tat ana TIl bpuOTIlptotTJtU 'tou OUOtijlluroS 
PsvivllS-ayyEtOtuoivTJs-aAbOotsp6vTJS (n·x· aoElsvEis IlS oopapT) oullCPoPTJnKij KUpStuKT) uVEmipKSta), TJ Elspanda IlS 
avam:oAsis tOU flETatpEnnKou SVZuflOU TIlS ayystotuoiVIlS tXSt ouoXEncrtd IlS OAt you pia ij/Kat npoobSUttKij 
aZwElatllia Kat OE onuvtSS nsptn'twoSl<; Ils oDsia VSCPPtKij aVEnupKStu i]/Kat Eluva"CO. Ka9ws TJ paAOaptuvTJ sivat 
anOKAstcrtijs tWV unoboXEwV TIlS aYYEtOtuoivTJS II, bSV flnopd va anoKAstotd Ott 11 XPijoll tOU «ONOMA 
ITPOIONTOL» Ilnopd va ouoXEttotd Ils tKntWOT] tllS VSCPPIKTJS Asl'Ioupyias. 

Ai810 

Avao'tpt'VtflES aUDT)oetS ons OUYKSVtPWOEl<; AtEliou 'tou opOU Kat tODlKo'tllm EX0l)V avacpepEld Katu TIl btupKSta 
tU1Jt0xpovllS xpijOT]S avaoroUwv MEA. napu 'tTJV tllet'VIl eflnnpias fle TIlV 'tamoXPovIl XPijoll paAOaptuVTJS Kat 
Al9iou, 0 ouv/)uaofloS autos bsv owtG'tUtat. Euv 0 ouvbuaollos mtobetXtd anapaiTIlTOS, OUVtcrtutat npOOeKttKT) 
napaKoAouElTJOll troy entne/)wv AtEltOU orov opo. 

KaJ.107rpOOTarwrIKa. bIOVP'1l1Ka., (JV/-i7rJ...'1pwl-tam KaJ.(OV, V7rOKara.OTaTO. MaroC', lWV m:pIi:xovv 

oV(Jft:C', 7rOV f.17r0pC£ va aV(1](Jovv TO. t:7r[7rcba rov KaJ...[ov 

Euv KunOtO q>aPllaKsunKo npolov nou snllPEut;Et to. minsba KaA{ou 9Eropdtut anapaltTJto va AIlCPEld Oe ouv/)uaoJlo 
IlE til pciAcrap'tuvTJ, OUVtcrTU'tat npOOeKttKT) napaKoAoiJElTJOTJ troy SntnEbrov AtElion OtO nAuo JlU. 



flpO(forri ().1[().miWll1e wvrOwovrJ Wnml 

uvruyoo-VU:rT{C;t11�arYE1.oiacrivTfŮIrXOpryyo1fVTarTuutoxpOvu 

IhlovrJa 

'M"f/ uCE:poeu5r, avrupJ..f:YPOVWO"f/ £pappa/co. (MEAtP), (fVp1CepIAap/36.vovwr; eKAf:KrlKODr; (xv()'UloJ..cir; rov COX-2, 

().Kt.'rv J..oao.J..IKvAIKO 0';6 > 3 gl"f/Jlt.'p"f/aiwr;, Kal p"f/ rKJ..rKilKa MEAtP 
:OTUV 01 11£ MIA¢l;lllIopEi VU £Il<PUVtGTEi £ůUa8EvHJTj 
TT}e; uvrmm;pTUalKT)e; opuaTje; TOUe;. EnmAeov, Tj TumoxpovTj xpT)aTj TooV uVTUyrovtanov TTje; uyy£toTUaivTje; II Kat TroV 
M1:A¢l "mopd vu ooryyT)a£t a£ aU8l1!lEvo Kivouvo £1ttoEivroaTje; TTje; V£<pptKT)e; A£tTOUpy[ue; Kat aU8TjaTje; TOU KUAlou 
TOU opou. EnoIlEvroe;, auVtGTUTUt va yiVETat SA£'YXOe; TTje; V£q>ptKT)e; A£tToupyiue; aTTjV upxT) TTje; 8£punEiue; Ku8(JJe; Kat 
£1!apKT) £VU<'iaTooaTj TooV aa8evrov. 

;UJ..a 
1:£ 1l0voB£panEiu ll£ PUAaUPTaVTj, oev Pps8TjKUVallTjA£1ttOpUane; KAtvIKT)e; aTjlluaiae; 11£ Tte; UKOAOuBEe; ouaice;: 
atllETloiVTj, PUP<Pup(VTj, q>oupoaEllioTj, otyo8lvTj, aTevoMATj, tvoOIlEBaKivTj, uopoXArop08£tu�[oTj, UIlAOomivTj, 
YKAtpevKAallioTj. 

4.6 KUTJ<1TJ KUt YUAOUX{U 

H xpT)aTj TfOV aVTUyoovtGTrov TTje; aYY£loTaaivTje; II (AURA) oev auvlaTUTat KaTU TO lIproTO TpiWlvo TTje; KUTjaTje; CPA. 
1tupuypa<po 4.4). H xpT)aTj AIIRA UVTevOEtKVUTat KaTU TO &Eimpo Kat TpiTO TpillTJVO TTje; KUTjaTje; (PA. 1tapaypuq>oue; 

4.3 KUI4.4). 

01 £1!IOTjllloAoytKi:e; evoEi8£tc; aX£TIKu 11£ TOV Kivouvo T£paToYEvEaTje; i:1t£tTa ano i:K8£aTj aE aVaaTOAEie; MEA KaTa TO 

1tproTO TpillTjVO TTje; KUTjcrTje; oev T)TUV a1tOO£tKTtKi:e;, ooaToao, oev Il1tOpEi va a1toKAEtm£i KU1tOta IltKpT) aU8TjaTj TOU 

KIVOUVOU. Av Kat oev U1tUPXOUV £A£nolleva £1ttOTjlltOAoytKU D£oolli:va Yla TOV KivDUVO 11£ TOUe; AIIRA, napollOtOt 

KiV&UVOI evOEXETUI vu U1tUPXOUV Yla umT) TTJV TU8Tj <PUPIlUKooV. EKTOe; £uv Tj auvqtZ;;oll£VTj BEpa1tEta 11£ AIIRA 


8£oopTjB£i unapaiTTjTTJ, Ot ua8evEie; 1tOU 1tpoypalllluTi�ouv £YKUIl0aUvTj eu npsn£l va unu8ouv a£ evallaKTtKi:e; 

aVTtU1t£pTUalKi:e; e£pa1t£i£e; 01 o1toi£e; EXOUV Kael£prolli:vo npoq>\A ua<puAElU ytU xpfJOTJ KaTu TTjV £yKUIl0aUVTj. 'OTav 

olayvroaTEi £YKUIl0aUvTj, TJ 8£palI£iu 11£ AURA eu 1tpi:n£t va olUKom£Tat alli:crroe;, Kat, £<pocrov u1tum:iTat, eu 1tpi:1t£t 

va 8£KIVUEI Ilta evallUKTtKT) 8£pun£i.u. 

'EKB£aTj (11[0 TTJ e£pa1tEia 11£ AURA KaTa TO O£UT£PO Kat TpiTo TpillTjVO £iVat yvromo Ott npoKaA£i. £IlPpUOTO8tKOTTjTa 

mov aveprolIO (IlElrollEvTj V£q>PtKTJ A£tTOupyia, OAlYOUoPUIlVtO, KaeUaT£pTjIli:VT] oa1£OnoiTjaTj TOU Kpav[ou) Kat 

V£OYVIKT) TO8IKOTTJTU (V£q>PIKT) av£napK£la, unOTUaTj, U1t£PKUA1atllia). BAen£ miOTJe; napaypaq>o 5.3 «DPOKAtVtKa 

O£&Olltvu ytU TTjV ua<paA£lU». 

1:£ n£p[mfiJaTj 1tOU Tj i:KB£aTj a£ AURA tXEI aullP£i uno TO OEUT£PO 'IpiIlTjVO TTje; KUTjaTje;, auVlaTU'Iat va 

npaYIlU'I011:OtTj8£1 un£pTjxoypaq>IKOe; tA£noe; TTJe; VEq>ptKT)e; A£tTOupy(ae; Kat TOU Kpaviou. 

Bptq>Tj 'IfiJV onoirov 01 IlTj'I{;p£e; {;Xouv naP£1 AURA eu npi:n£1 vu 1tapUKOAou80UVTat a'Ievu Yla unoTUaTj (PA. miOTJe; 

napuypa<po 4.3 leal 4.4). 


En£toT) o£v unupxouv otaB{;alll£e; nATjpoq>opi£e; aXETlKU 11£ 'ITj x(1)crTj TTJe; pUAaUp'IaVTje; KaTU TO BTjAaaIlO, TO 
«ONOMA I1POIONT01:» oev auvtcrTUTat KUI evullaKTtKEe; BEpunEice; IlE nto Ku6l£prollEvU npoq>\A aaq>uA£lUe; KU'IU 
TO BTjAUall6 €iVat npOTtIlOT£pEe;, £toIKU KUTU TO 8TjAUall0 £voe; V£OYEvvTjTOU 1) nporopou pptq>oue;. 

4.7 E1ttOpO:G£Il; <1TTJV lKuv6TTJTU OOtlYTJ<1TJe; Kat XEtptGIlOU IlTJXuvrov 

t.£V txouv yiv£t Il£A£T£e; ytu Tte; mtOpUa£le; a'ITjv lKaVO'ITj'Iu o&1)'YT]aTje;. KaTu 'ITjv ooit'YT]aTj ox1)IlUTOe; it 'IO X£lptallO 

IlTjXuvrov, npEn£1 vu AUIlPUV£Tat U1to'VTj Ott m:ptaTUalUKU Il1tOp£i. va £1l<Puvlcr8£i. ŰO:ATj it K01tooaTj. 




crucrrtj/lUTOL 

EI .. HPUVtcr11<; 

AEIl>%&-;;u-'(poucrl(i)()Vcat a.creEV!a�-fleto.an6£fi<ppaYfJ,(ft-61}-flUOKap-oim)Km 

AUXT(IPUZES UlllonOlllTlKOil 1.£1l<Jl1KOU cruaTt]I1UTOS 
Mll yvCOcrtt<; 
Mn yvCOcrttS.. 
Ml] yvCOcrttc; 
Mll yvCOcrtt<; 

Mdrocr!] O'IT)V at!!:ocrpmpi:vrjH 

Mdrocr!) atfJ,a1:0KEi1:J1H 
OUO£tEeoncviuH 

0pofJ,l:lonEYiaH. 

._-

--

AIUTUPUX£S UVOaOlIOl!lTlKOU crucrr!]I1UTOS 

I 
I AIUTUeuZ;ES /lETU�OA1(j/lOU T!lS 9p£�!lS 

DXl cruxvtc; 
MTJ yvrom:t<; 
AIUTUPUXEC; VEUPIKO.U 
Luxvtc; 
DXl cruxvt<; 
DXl cruxvt<; 
DXl cruxvt<; 
AIUTUPUXE<; o)T,,6£ J..upupiv90\) 
DXl cruxvtc; 
Kup51UKES OlUTUPU� 
DXl cruxvt<; 
A1'YEUlKE� ...... .it 

'OXI cruxver; 
'OXt cruxveä 
MTJ yvcocrter; 

YnspKuAIClllliu 
Auc;rwn tnc: loAEPu9PivTtc: oPou 

ZUAn 8tCITJC; 
ZUA11 
K "lntlJ.tl�Y{u 
L:v r'w"', 

11AIYYO� 

I KapoluKlj a.vcnaeKEtu 
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L£ £A.£YXOfJ,EV£<; KAIVIKt<; fJ,£A£i:£<; cr£ acr9EV£l<; fJ,£ untpmcr11, m cruVOAIKU nocromu TOW av£m9ufJ,l1TroV 
EVEPY£t(OV (AE4», itTav cruYKpicrtlla IlE am:u TOU EtKOVIKOU <papfJ,UKOU Kal itmv cruvEnfj Jl£ T11 <paPllaKoAoyia T11<; 
paAcrapTUV11<;.. Ta nocrocrTu qJ.<PUVtcr11<; 'troY AEIl> bEY t.sEIãav va crucrX£'tiC;ovml fJ,E TTl oocroAoyia it 't11V OlupKEla 't11<; 
'9EparcEia<; Kat Enicrl1<; OEY tOEIãav va crucrXE'tiC;ovml fJ,E 'to <pUAO, 't11v 11AIKia it T11 ((mAit· 

,01 crE lCapoluKit-uvEnaplEEIU aX&1iC;OVml .. 
YEVIKU IlE 'llV unoKdl1£V11 v6cro Kat £iVat crUJl<provE<; fJ,E n<; AEIl> nou napoucrtaC;OV1:Ul O£ acr9EYEi<; jlE untpmcr11 onro<; 
KU'tUYPu<poV'tal nupUKutro .. 

Ot AEet> nOu uVUq>£p8TjlCUV uno KAtvtKES f.LdEtES, J.!E"tu "tllv KUKAoq>opiu "1:01.> xpo'(ov'tOS KUl uno 
EpymJ"tllptUKu EUpTJf.LU"tU ytU uo8evdS J.!E unEp"tUOll, f.LE"tU uno Ef.Lq>paYf.La "1:01.> f.LUOKapOlou KUl KUPOtUKij 
uvenupKEta nupoUatut;oV"tUl O'tOV nupuKuno nivuKu OUf.Lq>rovu J.!E KU"tllYOpio. opruvou OU01:iJf.Lu'tOS· 

Ot UVE1tt9Uf.L1l"tES evEPYUES KU"tU1:UOOOV1:Ul avu OUXV01:ll1:U, f.LE npw1:J1 "tllv 100 OUXVTJ, XPllatf.LonotWv"tUS 
1:llv uKoAouElTJ O1>v8TJK1l: nOAu OUXVES (# 1110), oUXVES (# 11100, <1110), oX! OUXVES (# 111.000, <11100), 
onuvlES ($ 1110.000, <111.000), nOAu onUVtES( <I II 0.000), oUf.LnEptAuf.Ll3av0f.LEvrov f.LEf.LOvrof.L£vrov 
uvaq>opwv. Ev"toS Ku8E KU1:llyopiuS auXVo1:ll1:as Ef.Lq>UVtallS, Ot aVE1tl9uf.L1l1:es EVEPYUES Ka"tU1:UOOOV1:Ul 
KU1:a q>eivouou OEtpa ool3uPO"tll1:US. 

rta oAES ns AEet> nou uvaq>£pElllKav f.LE"tU 1:TJV KUKAoq>opiu 1:0U npo'(ov'tOS lCUl ano EPya01:llptaKu 
euPTJf.LU1:U, ocv dvm ouva1:o va tOxnOEt KunOta OUXV01:ll"tu AEet> KUl Enoj.Ltvros uvuq>£pov"tUt O'tOV ntVUKu 
f.LE O1>XV0"tll1:U «f.L1l yvroo1:ip>. 
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«ONOMA fIPOIONTO:E» tJ.1copsi vu KumATJSEl O'E uSlOO'T)IlEiwtT) u1t()mO'T), TJ onoiu IlnopEi vu 
£nUtEDu CYUVdDT)crT)S, K'UKAO<pOPIKT) KUTtpp£l\jJT) TJ/Kat KumnAT)Siu. 

H 

tTI).""''!'11i 
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� !I1,[(lTlK�S A£no�pyius 

_ A1J2J� TTJS XOA£pU8plVTJS OL-pO_ N
H 
__ 

LugnTwgm:(! 

eEpunEiu 

lOU 10'TOlJ 

UOO'KEAETlKOU 

TllHOV H.HF.Ml 

HF 

H: uVacpepeTal O'tTJV EVOel`T) U1tEptaO'T)a 
HF: aV<l<!lepetal O'tT)V eVOel`T) KapotaKTJa aVe1to:pKelaa (el01KTJ O'uXVOtT)ta: ouxvea 'Yta I;;O:AT), VecpplKTJ 
<lVeno:pKela, opOom:auKTJ U1tOtaO'T), U1tOtaO'T)) 
MI: ava<pepetal O'tT)V £VOel`T) 1tpoO'cpa'tOu efl<ppO:'Yflatoa tOU fluoKapOlOU (£lOlKTJ O'uxv6tT)ta: 0XI O'uxv£a 
'Yta u'Y'Y£lOoiOT)fla, VecppIKTJ aVe1to:pKela K<11 OUO'Ael'tOUp'Yia, aU`T)O'T) tT)a KPeaUVlVT)a opOu) 

4.9 YltEpOOaoAoy[a 

Yn£pDoO'oAoyiu tJ.£ 
ODT)yTJO'El O'E tJ.EIootJ.tvU 

To. O£pUnEllTlKU tJ.tTpu £SupTwvml uno TO xeOVO TT)S ATJ'I111S Kat TOV -runo Kat TT) J3apUTT)Tu TooV CYUtJ.1ttoo/Hltoov. 
O'TU9£pOlIOiTJcrl) TT)S KUKAO<P0PIKTJS KUTCtcrTUO'TJS dvat lIpooTUPXlKT)S crlIOUDatOTT)TUS. 

Euv lIUPOUO'1UcrO£i UlIOTUO'T), 0 uO'9evi)S nptlI£l va TOnol:l£TTJI:lEi m: lmTlU I:ltcrl) Kat va yiV£l DIOpOooO'T) TOU OYKOU TOU 

atIlUTOS· 

H paAcrapTUVT) £iVUl UlIWUVO va u<putpEl:ld IlE UltJ.OKuI:lUPcrl). 


5. q,APMAKOAOfIKEI:: IAIOTHTEI:: 

<l>UPIlUKol:l£pum:UTlKTJ KUTTJyopia: AVTUyoovlcrTts TTJS uYY£lOTUaivT)S II, KooDtKOS ATC: C09CA03 

H paAO'apTUVT) £ivat tvas UlIO TOU aT0IlUTOS EY£PYoS, 1O'XUPOS, Kat EIDIKOS aVTaY(OVlcrTTJS unODoxtoov TT)S 
aYYEloTacrivT)S II (Ang II). ilpa £KA£KTIKU aTOV unowno ATJ TOU U1tODoxta, 1I0U Eivat unEu9uvos Yla tiS yvoocrTtS 
DpUaElS TTJS aYY£lOTacriVT)S II. Ta UUST)lltva £nUtEDa TTJS UYY£IOTUO'ivT)S II O"TO lIAUatJ.u, AOyoo TOU unoKA£lcrtJ.0U TOU 
unoDoxta AT, IlE TT) p UAaapTUVT) 1l1I0p£i va Dl£y£ipouv TOV 1lT) anOKA£talltvo unoooxta AT2 0 olIoioS £Il<pavil;,€'tat va 
avncrTUI:ltJ.iß£1 TTJ DpucrT) TOU UlIoDoxta AT,. H !3aAcrupTUVT) DEY £tJ.<pavißEl KalllU Jl£PIKTJ ayoovtO'tlKTJ DpUcrl) crTOV 
UlIODoxta ATJ Kal tX£lnoAu tJ.£YUAUTEPT) XT)1l1KTJ cyuyytv£ta (1tEPUtOu 20.000 <popts) YIU TOV U1tODoxtu AT) alIo 6,Tl 
YIU TOV 1J1tODoxta AT2• H !3aAcrapTUVT) D£ DEcrtJ.EU£Tat IlE TJ UnOKA£i£1 uUous unoooxds optJ.ovwv TJ UUAOl)S IOVTWV, 
nou dvUI yvoocrToi YIU TTJ O'nouDmOTT)TU TOUS O'TT)V KapDlUYY£IUKTJ pUI:ltJ.lcrTJ. 
H p UAaapTuvTJ DEY avuO'TtUEl TO MEA (yvoocrTO ElIicrl)S O'av KlvlVuaT) II) 1I0U JlETUTptnEl TT)V uYY£tOTuaivTJ I 0'£ 
aYYEloTucriVT) II Kat UlIODOlld TT) !3puDUKIVivT). KuI:lwS DEY unupXE1 £n(DpucrT) am MEA Kat EYiO'xuaT) TT)S 

http:unoKA�lcrtJ.0U


lCOvatOllwv-rl1S 15oKtƴ1)Ƶ 

YnEptUOU 

nopporprum: 

Ppu15UKtvtvT]S it tT]S ouaius P, 01 UVtuywVmtts tT]S un£loraaivT]S n £iVUl uniOuvo va ax€ti1;ovtm jl€ to Pitxu. r€ 
KAIV1KES 150KljlES, onou T] paAaapnivT] auyKpiOT]K£ jl£ tvuv UVUatOAEu tau MEA, 11 auXVOtT]tU Ef.!(paVlaT]S tOu ƳT]pOU 
Pitxu ytrav OT]jlUVtlKa fHKPOt£PT] (p < 0,05) a£ ua8ev£is, nou unopAyt8T]KUV aE 8£pW[Etu jl€ pUAaUptaVT] uno O,tl a£ 
"€KeiVOUS nou unopAyt8T]KUV aE 8€pUnEiu jl£ tvuv uvuatoAEU tOU MEA (2,6% tvUVTI 7,9% UVtiatOlxa). rE Ilia 
KAIVU(l1 I5OKllll1 ua8eveJw IlE mtOplKo ST]POU Pijxa Kata tT] 151apK€lU 8Epuneias Il€ uvaatoAtu tou MEA, to ] 9,5% 

- - nOUEXUPav-puXcrapraVfjroi 1:019 ,0%-EK€tVWV1tOu-m'lpav-i:vu 8EtUSl151K015lOupT]'nKo,------­
" 
£iXav Pl1Xu aE aUYKpmTt IlE to 68,5% €KElVWV, nou unopXij8T]KUV crt; 8EpUne1U Il€ tvav avuotoAtu tOU MEA 
(p<O,05). 

H xopijyTtaT] toU «ONOMA IlPOIONTOr» O€ ua8evEt<; Il€ unEptUaT] EXE1 auv U1tO'tEA.eOIlU tT] IlElWall tT)e; 

UptllP1UKijS nteoT]S xwpiS vu £nT]pwa8ei Tt auXVatTttU tOU oqmYllou. 

rtOUc; n€plocrou:poue;ucr8ev€lc;, IlEta-UnaxopitrrtO"lJ E(jlanUS M(JTje; uno to crtallU, TJ tvuPSTt tTtS UVtlU1tEptUO"lKije; 

15paoT]c; EIl(jlUvi]Eru1 IlEcrU crt 2 ropes KUl Tt IlEY1crtTt ll£iwcrTt tT)e; UptTtP1UKijC; ntecrTtC; E1IltuyxuVEtm IlEcra crt 4-6 ropEe;. 


H UVtlUnEpraO"lKyt 15pucrll 15lUpKEt YIU nEplOOOtEpEe; uno 24 ropES IlEta tll XOPTtYTtO"TJ TIle; McrTte;. Kutu tTt XOPTtYT](JTj 

EnUVaAUIlPUVOIlEVT]e; 15ocroAoyiue;, Tt UVllUnEptUOlKit 15paoTt Ellcpuvi]Etat OUO"lucrnKa evtae; 2 EP150IlUOwv, Kat T] 

IltymtT) Eni15pucrTt E1tlttlyxaVEtUl EVtOS 4 EP150lla15wv KUl 15lUtT]pEiral KUta tT] 15tapKElu IlUKPOxpOVtUe; 8EPU1tEiaS. rE 

auv15uMllo IlE u15poXXwp08ElU]i15T], E1tlttlyxaVEtm 0"lJIlUVt1Kit Enmpacr8EtTj IlEtWO"TJ TIlS UptTtPIUKitS ntecrT]S· 

H UnotOIlT] 15lUKonit tOU «ONOMA IIPOloNTOr» 15ev EXEl aucrXEtlcr8£i IlE U1tEp'tacrlKTt uvunit15T]oT] (rebound 

hypertension) it IlE uUu uv£m8UIlTttU KAtvtKU aullPUvta. 

1:£ un£pLUcrlKOUe; uoEl£v£le; Òe ?huÓij'rrl 1:unou 2 Kat ÒlKPOA£UK(()flUnvoupia., T] ÓUAOUp1:aVT] £x£t <pUV£l on 
[1£lffiV£l 1:T]V un£KKplOT] 1:T]e; A£UK(()ÒU1:iVT]C; 01:U oupu. H fleAhT] MARVAL (fl£lWOT] 
fl1KPOA£UK(()flU1:lVOUpiue; fle ÔUAOUp1:avT]) uÕloA6Y1l0£ LT] fl£l(()OT] 1:T]e; unElCKptOT] LT]e; A£UK(()ÒU1:ivT]e; 01:U 
oupu (UAE) fl£ ÓuAcrup1:avT] (8-160 mg Òiu <popa 1:T]V T]ÒEpU) tvuvn uÒAo(51:7tiVT]e; (5-10 mg Jltu <popa 1:T]V 
T]ÒEpU), cre 332 ucrEl£v£lC; Ò£ otuÓij1:T] rnnou 2 (Ö0T] T]AlKiu: 58 XPOVtU, 265 aV1:p£e;) Òe 
fltKPOA£UK(()JlULtvoupiu (ÔuAcrup1:avT]: 58 Jlglmin; u×oot1tivT]e;: 55,4 Òglmin), Jle <pUcrloAOY1Kij ij U'VT]Aij 
UPTIlPlUØ ni£OT] Kat Jle otU1:T]pOUÒ£VT] Ve<pplKij AetLOUpyiu (Kpea.LtviVT] UiJIDLOe; <120 JlmoVI). 1:ne; 23 
eÔooÒaoee;, T] UAE JletroElT]Ke (p<O,.OO 1) KU1:a 42% (-24,2 4glmin; 95% &.E.: --40,4 £(()e; -19,1) Òe 
ÓUAcrUp1:aVT] Kat 1tepinou Ka1:a 3% (-1,7 4glmin; 95% L\.E.: -5,6 £(()e; 14,9) Ùe uÒAoot1tivT] 1tupa 1:0Ue; 
1tUp6ÒOlOUe; puElÒoue; [1£i(()oT]e; 1:T]e; UP1:T]pluKije; nlecrT]e; Kat one; QUO OÒaoeS. 
H [1£AETIl «ONOMA flPOIONT01:» Reduction of Proteinuria (DROP) eE,E1:UOe nepat1:Ep(() 1:T]v 
un01:eA£crflULtK01:T]1:U 1:11e; ÔaAoup'tavT]e; OLT] Òel(()OT] Llle; UAE cre 391 unep'tUOtKoue; ucrEl£Vele; (UP1:T]PIUKij 
nleOT]=150/88 mmHg) [1£ OtuÔij1:T] L\J1tOU 2, ÒtKpOAeUK(()JlU'tlvoupiu (JlEcr-JFI02 flglmin; 20-700 4glmin) 
Kat otU1:T]POUfl£VT] veCPP1Kij Ael1:0Upyiu (Ò£crT] KpeanvivT] opou = 80 Jlmolll). Ot uoEl£veie; 
TUxatonOlijElT]Kav cre Òiu anD 3 OOOele; ÔUAoupLaVT]e; (160, 320 Kilt 640 mg Iliu <popa. 1:T]v T]JlEpu) Kilt 
EAUÔUV Elepa1teia YIU 30 eÔOOJlaoee;. 0 oKonOe; 1:T]e; JleA£1:T]e; ij1:UV vu KUElOp{Oet 1:T] ÓEALtcr1:T] MOT] 'tT]e; 
ÔaAcrap1:avT]e; Y1U 'tT] Òei(()Ol1 1:T]e; UAE Oe U1tep1:UcrlKOUe; ucrEl£veie; Òe &lUÓij1:T] 1:unou 2. 1:e 30 eÔOoflaOee;, 
1:0 1tooomo uAAuyije; 01:T]v UAE ÒelffiElT]Ke crT]JlaVLlKa KU1:a 36% uno 'tT] 1'paÒJlij uvu<popae; Jle 
ÔaAOUp1:aVT] 160 mg (95% L\.E: 22 E(()e; 47%), Kilt KU1:a 44% Jle ÔuAoup'tavll 320 mg (95%L\.E.: 31 E(()C; 
54%). llPOEKD'Ve on 160-320 mg ÔuAoup'taVT]e; npoKaAecrUV KAlVtKa crXe1:1KtÚ Jletfficrele; o'tT]v UAE cre 
unepLU01KOUe; uoEl£veU; Òe OlUpij1:T] rnnou 2. 

5.2 <l>UPJl-UKOKlVTITlKtC; lOHlTTJTE<; 

A 

MEta un6 'tau mallatOe; xopitYTJO"lJ puXcrup'taVT]C; lloVO, 01 J-iEytcrtEe; auYKevLProcre:u; TIlS puXcraptaVTJS crto nAacrllU 
E1tlttlrxavovLUl OE 2-4 ropEe;_ H IlEcrT] unoXutTJ P t015lU8EcrtflotT]tU ym 1:0 «ONOMA ITP010NTOr» EivUl 23%. H 
puA.cruptavT] Eflcpuvi]Et noXUEK8Et1Kij cp8ivoucra KIVT]nKij (tY,Q <1 cOpu KUl tv,? n€pin:ou 9 ropEe;). 01 tpocpte; JlE1roVOUV 
LTjV EK8E(JTj (6nwƶ JlEtpl£rm un6 tT)v AVC) crtT] PaAcruptaVTt KUta nEpinou 40% KUl ns IltytOtEe; auyKevtproons tT)S 
paAaaptavTJ<; mo nAaalla (Cmax) KULa n£pinou 50%, nup6Xo nou 8 ropEe; nEpinou jJ£1:a tT) xoPitYT]crT] tWV 156crEwv 01 
auyKevtprocrElS'tT]e; paXcruptaVTte; mo nXuallu EtvUl nUpaIlOlEC; YIU tTJv olla15u 1tOll 7t1'jPE 'tpocpit Kat UU'titv nou 
vijOtE'I'e. Autll T] IlEiwO"lJ crLT]V nEJ,noxit auYKEVLprocrEWV KU1:W ana tT]V KUllnUATj (AVC), wotoao, 15E auvo15EUEtUl 
uno KAIVIKa (JTjflUVlIKij IlEtwaT] mT] 8EpanEU'tlKij &pacrT], EnolltvwS TJ paXoup'ttlvl] Jl-nopEi vu AUflPUVELU1 flE it xwpte; 
tpocpij. 



tTJ<; lC'OTJOTJ<; Kat Kata tTl yalouxia dXav J.llKpOTEpTJ EmpirooTJ, XaJ.lTlA.OtEpTJ aus,TJaTl papou<; Kat 

Ko.mvoml: 

IOmWfJrrzyanfJYor;: 

KlfJll!!JL 

1fJ..l1evayoi 

JlEvat 

'EK1!'troQ1] 1U£ vE�.n£_1p'toupyia£ 

HnunKn OUaA.EI'toupyia 

o OYKOe; KUTUvolliJe; aTUeEPiJc; KUTumuaT]C; TT]e; pUAaupTuvT]e; tnmu uno EYOO(jlAtPHl xopiJYT]aT] EiVUl ltEpiltou 17 

AiTpa, unooEuewoVTUe; on Tj pUAaupTuvTj OEY KUTUvtllETUl EKTEYWe; moue; tcr1:OUe;. H pUA.aUpTuvT] oEar-tEuETat laxupu 
-r-tE nƎ npCimlVEe; TOU opoli (94 - 97%), KUpiroe; IlE TT] AEUKroflUTiVl] TOU opoli. 

B 

H paAaupruvT] OEY flETUIlOP(jlWVETUI aE U'f/ll16 PaeflO KUeWe; nEpmou flOVO 1:0 20% TrJe; Malle; UVUK1:!hUl roe; 

flETopoAin:e;. 'Evoe; uopoeUIlETUpOAhT]e; tXEl ovoyvroptcr9Ei a1:O nAaaflO aE XUllllA.te; OUYKEYTpWaEle; (Alyon:po ono 1:0 


10% trov cruYKEYTpwaErov Tl]e; nEplOxi]e; KUlW ono TT]V KUflnUAT] (AVC) Tl]e; puAaup'tUvlle;). Amoe; 0 flEWPOAi'tl]e; 

Ei.VUl (jlUPflUKOA.OYIKa. uopuviJe;. 


A1ft 


H puA.auptUVT] unEKKpivnul KUpiwe; mUKonpuvu(n£pmou TO 83% TT]e; Malle;) K!ll aTO Oupu (n£pinou TO 13% Tlle; 

ooaT]C;), KlJpiwC; auv UIl£1:!lPAllTO (jluPIlUKO. 'Enwu uno EYoo(jlUpm xopi]YT]aT], 11 KuOUpaT] TT]e; pOAaupruVl]e; aTO 

n1Ucrflu £ivat n£pinou 2 IIh Kat T] V£(jlplKiJe; Tlle; Ka9upaT] EiVat 0,62 IIh (n£pinou TO 30% 'tl]e; (JtJvoAlKi]e; KUOUp(Jlje;). 0 

xpovoe; llfliaEtae; sroi]e; 'tl]e; paAaopTuvlle; Eivat 6 wp£e;. 


E/()IKOi 


HI.. lKlro 

Kunwe; U\jlllAOTEPT] (JtJaTllflaT1Kij tK9wll a'tT] pOAaapTuVl] napaTllpij9l]K£ a£ optcrlltva l]A1KlWfltvu u'tolla uno 0, n a£ 

vEu o.TOflU. Qmoao, OEY EXEl KaTuo£lx8Ei on aUTO EXtI onataoiJnO'tE KA1VIKiJ (Jljllacria. 


Onwe; OVUfltv£'tUl yta Ilia f;vro(Jlj, onou l] V£(jlP1Kij Ku8ap(Jlj EivUl unEli8uVl] 1l0VO yta TO 30% 'tlle; (JtJVOAIKi]e; 

Kuflupal]e; mo nAo.alla, SEY napaTT]pij8l]K£ Kafllo. (JtJaxE't1CJl] Il£'taeu V£(jlplKiJe; A£1'toupyioe; KUl (JtJa'tTillanKi]e; tKfl£(Jlje; 

mT) paAaupnlvT). b.EY anUl't£lTUl, KO'tU (JtJvtnEIO, npoaapfloyij TT]e; SoaoAoyioe; a£ oaflEY£ie; fl£ VE(jlPIKij 

oual£1'toupyiu (Ku80pall Kpw'ttviVl]e; >10 mIlAEmo). Eni 'tou nopoV'toc; OEY uno.PXEl EllnElpio yta 'tT)v oa(jlaAij xpiJ(Jlj 

aE ua8EY£ie; IlE Kuflap(Jlj Kp£aTtvivT)e; <10mllAEmo Kat aE ua8EYEie; nou unopo.AAoV'tat a£ atllOolo.Auall, Enofltvroe; T) 

pUA.aOpTtlVl] eo nptn£1 vo XPT)(J1flOnOtElTat ll£ npoaoxij a£ amolie; 'toue; aa8EYEie; (pAEnE napoYPU(jlOue; 4.2 Kat 4.4). H 


P01crOPTo.VT) tX£1 u'f/T)Aij Of;aflEU(Jlj IlE ne; nproTElVEe; TOU nAaar-tawe; Kat EiVat onteovo va anOllaKpuveEi flE 

u 1 floOluAUaT). 


DEpinou 'to 70% 'tl]e; onoppo(jloliflEYT)e; MaT]e; anEKKpiv£TUI a'tT) XOAiJ, KUpiwe; aov ovaAAoiroTT) tvroaT). H 
paAaOpTo.vT] SEV u(jlimUTat aelOaT)IlEiro1:O ploll£TaaXllllaTtcrflO. b.EY unuPX£1 (J1lCJXEnaIlOe; IlEmeU 'twv 
auyKEYTpwaErov paAaopTuvT)e; aTO oillO Kat 'tOU pa8flou 'tT]e; T]nanKije; ouaAEl'toup-yiae;. 01 AVC Ppt8T)K£ on ijmv 
aXEMv omA.te; aE aa8EYEie; 1110 XOA.tKij KippwaT) ij ono(jlpaeT) 'tOU xoA.T)66xou nopou. To «ONOMA fIPOIONTOI» 
OEY EXEl flEAETT)8ei a£ oa8EYEie; fl£ paplu T)nUnKij ouaAEI1:ouPyia (PA. napoypU(jlOUe; 4.2, 4.3 KUl 4.4). 

Ta 1lT) KAtVIKU O£OOfltva OEY onoKoMmouv lomh£po Kivouvo yta 'tOY uv8prono IlE puaT] ne; (JtJIlPaTIKte; IlE1ETEe; 

(papfloKoAOYIKi]e; Ua(jlUAEme;, WSIKO'tl]TUe; EnaVOAaIlPaVOIlEYrov ooaErov, yovoTo1;IKo'tl]me;, EYO£XOflEVl]e; 

KapKivoyoVOu SpuaT)e;. 

Anoyovot apoupairov o'tOu,; o1toio1)'; XOpTJyT)8TJKE paAoaptavTJ 600 mglkglTJJ.lEpa Kata 'to tEAEutaio 

tp1J.lTlvo 

K08UaTEPTJJ.lEvTi avamus,TJ (a1tOKOA.ATJOTJ tOU 1ttEpuyiou tOU rotO<; Kat 'tOU ES,ro aKOUOtlKOU 1tOpou) (PA. 

1tapaypacpo 4.6). 

IE Ill] KAIVIKEe; flEAETEe; YlO TrJV aa(jluAEIU, U'f/llAte; ooane; pUA.aUpTUVl]e; (200 Eroe; 600 mg/kg aWllaTlKOu Pupoue;) 

npOKUAmav a'toue; apoupuioue; IlEiroaT) TroV nupallETprov TroV KUnupwv 'trov Epu9pwv UlIlOa(jlUlp{rov 

(Epu8pOKDnopu, UlIlOa(jlUlpiVl], UlllaToKpi'tl]e;) KUl tvSEIST) flEmpOAwv a'tl] V£(jlPUOl UlflOOUVOlllKij (EA.OeppU 

aUSllllEvl] oupia 'tou nAaalla'tOe;, unEpnAaaia TroV V£epP1KWV aroA.T)vapiwv KUl puaEO(jlv..ia a£ o.PPEY£c;). I£ apKTollue; 

at nap0f101£e; 86a£Ie;, at Il£TUPol€e; iJmv napollOtEe; av Kat cropap6'tEpEe;, IOlaiT£po a1:o VE(jlpo., onou Ol ll£mpoUe; 

EƏEAiXeT]KUV aE V£(jlp01l:(18£lU, nou n£pv..o.IlPav£ aUST)fltvT] oupia KUl KpwnvivT]. 


http:paAaOpTo.vT
http:P01crOPTo.VT
http:XUllllA.te


Y1tI::pTpo!piu TOW nupaanEtpallUTlKcDV KUTTCtpWV napat11PT]611K£ mta11<; Kat am bUo d811 }cDWV. 'OA£<; at ll£tavoAt<; 
eEwp~611KE OTl npoKAT]611KUV uno TIl !PUPIlUKOAOYUOl 8pucr11 t11<; vu:A.OUPtCtv11<;, nOD npoKa:A.£t napUl£lUlltv11 
D1l0taOT}, t6tahEPU mOD<; apKtOIlD<;. Ita 6£pUll£DTlKt<; 06o£t<; vu:A.oUptuVTJ<; OtOV uv6pwno, 11 Dn£ptpo!ptU tWV 
'l'tupaon£tpallanKcDv KUTTUpWV 8£ !puiv£tat va txn KUllia 0XETlKT] a11llaoiu . 

. A���p�£ wxy.z{Il£taUa|tOytvEOT}<;, XPWIlOOWlltUKT]<; 8tCtcrMcr11<; 1'] KapKtvoytv£cr11<;· 

6. (l)APMAKEYTIKEl: nAHPOIl>OPIEl: 

6.3 AuipKElU �O)1'ls; 

6.6 IOl(linpES; npOIjlUAa�ElS; unoppnjlllS; 

7. KATOXOl: THl: AAEIAl: KYKAO(l)OPIA1: 

8. API0MOl: AAEIA1: KYKAO(l)OPlA!: 

9. HMEPOMHNIA nPllTHl: ErKPJl:Hl: I ANANElll:Hl: THl: AAEIAl: 

10. HMEPOMHNIA ANA0EllPHl:Hl: TOY KEIMENOY 



IJ>YAAO OAHrInN XPH!:H!:: nAHPOIJ>OPIE!: rIA TON XPH!:TH 

{{ONOMA npOIONTO!:» E1tlKa1VIlIlEva IlE 1E1£'1"0 VIlEVlO oUJKia 320 mg 

BUAoap"CuVT] 

'Ata 
U01E npooEK'ttKU 016K111PO 10 !pullo oOl1ytO:lV XPt]Ol1C; np010U apxiOE't E va llaipVE'tE aV10 10 !pUPllaKo. 

• <I>UAU@"CE (1)"(O "Co Ipuno OOT]YIWV xp1)cnle;. 'loroe; XPElCtOTEi VU 10 (llCtPo.OE1E f,uvo.. 

• Euv EXETE nEpUt1Epro anopiEe;, prol1)mE 10 ylCtlPO 1) TO IpUPI1UKOnOtO oae;. 
• 	 H auv"Cuy1) ylCt (1)"(O "Co IpUPI1UKO XOPTty1)OT]KE yta oue; . ģEV npEnEl vu (l(bOE1E 10 lpuPllaKO OE unoue;. 


Mnop£l va "Cove; npoKuAtOEl PAo.PTt, UKOIlU Kat OWV lU aullmwllU"Co. TOUe; Eivlll i(lla IlE Ta OlKU OUe;. 

• Eav Ko.nOlCt aVEmBullTtlTt EVEPYE1U yiVELCtl OopuPit, it av nupUTllPit0ETE KUllOla aVEm8ullTJTTJ EVEpYElCt nOU 

(lEV UVUlpEPETat 010 nupov Ipuno 00TJY1WV, napuKuA£lo8E VU EVTJI1EPWOE1E TO Y1U1PO it lpapl1aKOn010 oue;. 

To napov cpu110 OOllYtO:lV llEptEXf:t: 
1. 	 Tl Eivat 10 «ONOMA I1POIONT02:» KCtl n010 ElVCtl Tt xPitoTt TOU 

2. 	 Tl npEnEl vu yvropiĤETE npolou 1tIlPETE 10 «ONOMA ITPOIONT02:» 

3. 	 rIwe; va nupE1E "CO «ONOMA rIPOIONT02:» 
4. 	 rI18avEe; uVEm8ullT]lEe; EVEpYEtEe; 

5. 	 rIwe; va IpUAUOOE"CUl "CO {(ONOMA rIPOIONT02:)} 
6. 	 A omte; nAT]polpOpiEe; 

1. 	 TI EINAI TO «ONOMA npOIONTO!:» KAI nOlA EINAI H XPH!:H TOY 

To «ONOMA ITPOIONT02:» avftKE1 OE ilia KalTJYOpiu lpaplluKrov, yvroata roe; uVTayrov10lEe; lroV UnO(l0XErov "CTJe; 

uYY£lO"CaoiVlle; II, nou p01]80uv mov EAEYXO lTje; U\jITJA1)e; UP1TjpluKite; niw1]e;. H UYYEIO"CuoivTt II ElVat 111U ouoia mov 

Opyavl0l16 nou npoKaA£l 11] ailonaoT] Trov atllOlpoProv uYYEirov, npoKuAWVWe; Etat aU@TJoTJ T1]e; UpTTJplUKT]e; oue; 

niE01]e;. To «ONOMA npOIONT02:» opu anOKAElOVLae; TTj (lpuo1] TTje; uYYELOTaoiVlle; II. 2:uv unoTEAEolla (1)"(ou, la 

atllOlpopa aYYEia xa"-apwvouv Kat 1] apT1]p1OKTJ nlE01] IlE1WVELat. 

Tu E1tlKaAUIlIlEvU IlE U I1EvlO OlOK(a «ONOMA npOIONT02:» 320 mg Ilnopouv va XP110tIlOnotTJOOuv 
• 	 Yla TTl (h;panEia 111C; U'I'111i]C; IlPTTlPlUKi]C; niEo11C;. H U\jITJAit apl1]plaKit lliEo1] au@uvEl 10 1p0PlO Epyaoia<; 

"C1]e; Kap01Ue; Kat lrov ap"C1]p1WV. Eav (lEV aVL1IlE"Cro1tlat£l, I1nopEi va npoKaUoEl PA6.p1] OTU atllOlpopa aYYEia 

TOU EYKEqlUAOU, "C1]e; Kapolfle; Kat lrov VElpPWV Kat I1nopEi va KUlaAit@El OE £yKElpaAlKO EnElOOOIO, KapOlUKT] 

avrnupK£la it VElpPlKi] aVEmipKElU. H U\jITtAT] apt1]p1UKT] niw1] UU@UVEI TOV Kiv(ll)VO KUP01UKWV npoopoAWV. 

MEIWVOVtae; "CTtv up"C1]plaKl) niEO'li oue; atO IpUOlOAOY1KO, I1ElflWE1Ul 0 Kivouvoe; avunTU@TJe; lrov otampaxwv 

aUTwv. 

2. TI nPEllEI NA rNnPIZETE nPIN NA nAPETE TO «ONOMA llPOIONTO!:» 

M11V nupETE TO ({ONOMA llPOIONTO!:»: 

• aE nEpimrooTj aAAEpY(Ue; (unEpEUatoBTjoiae;) atTt paAoUpluVTJ it OE onOloSi]noTE ano auomTtKO lOU 
«ONOMA ITPOIONT02:». 

• OE nEpinlo)(J'Tj nou EXETE Kapt(ll1nll'ttKi] vooo 

• Eav £laTE nuvro Ilno 3 Il 11VO:lV EYKUOC; (aKollU KaAU"CEPU unOlpirYET E va napETE TO «ONOMA ITPOIONT02:» 
KaTU TTJV UPXT] TTJe; E-yKUIlOoUVTJe;) - pAtnE napaypulpO «KuTjaTt Kat BTtAUOIlOe;». 

Eliv 01lOtoo1'j1l0n: uno Ta napu1tllvro IOluEt yUl couc;, ll11v napE1E TO «ONOMA llPoioNTO!:» 

llpoot�n: tOlatTEproC; IlE TO «ONOMA npOIONTO!:»: 

• OE nEpinTro01] nou EXETE TjnunKl) vooo. 
• OE nEpi1tTroo1] nou EXETE paplu TjnulOnaBElU 1) Eiiv UnOpUnEOTE OE atlloKuGapoTj. 



Kat T]napivTj -Icrw,:; va XPEtaotEi tAc'YXO':; tWV E1t11t{;bo.w KaAiou crtO aillU crUl; avu tUKtU XPOVtKU 

to ymtp6 cru,:; Eav 1ttm:w£t£ Ott dcrt£ 

ullu CPUPIlUKU. M1top£i vu XP£tU01El ulluyi] McrT]':;, AT]'I'll ullwv 1tpOCPUMtEWV, i] crt 

1t£pfutW�
-
;�� na{pvEti· 

cp6P1UKii-1toi)-a.i)I;<'iv6iYvtT)V-1I:Oo 

(n EYlit.X£tat !!£lVEtE) 

h] EVOEyETUl !!dV£T£) 

va {;yK1.lo,:;. To 

• OE llEpmtWOTj 1[oU aKoAOu8drE 8Epa1t£la ll£tU an6 KapbtaKT] npoopoATj T] yID KapbtaKTj aV/;1tUpK£ta, 0 
ytatp6,:; cra,:; EY()t.XEtat va EAt.Y¼El tTj VEcpptK1'j cra,:; AEttoupyiu. 

• 
. gE_ltfpmtWoTj nou t.X£t£ papul Kaplhonu8£ta E1<1:6,:; an6 KapbtaKTj aVEnupKEID Tj KapbtaKT] 1tPOOPoATj. 

_. OE 

• crt ll£pmtwcrTj nou miox£t£ an6 otEvWOTj tTj':; V£cpptKT]':; aptTjplu,:;. 
• O£ llEpmtWOTj nou t.X£1:f; unopATj8£lnpoocpata crt ll£taIl6crX£uOTj v£cppou (AT]'I'Tj Vt.OU V£cppOU). 

6tTjta-mkiou cr'[{) uilluoa,:;. A1.l1:u___._. 
nEpvJlIlPUV01.lV crull1tATjpWllata KaAiou T] U1tOKatuotata uAatO,:; 1tOU1t£ptt.xouv KUAtO, KaAt01tpOOtat£uttKU 
crK£1.laOllata 
bta°tTJIlUta. 

• 	 OE 1t£pmtWOTj 1tOU1tucrXEt£ a1t6 aAbOot£pOVtcrIl6. TIPOKEttat yta Ilta ucr8{;v£tU mTjv o1toia ta E1ttVECPPWtU 
cra,:; llapuyo1.lV U1tEpPOAtKT] 1tocr6tTjta tT]':; 0PIl6vll':; aAbocrt£pOVT]':;. Euv auto lcrXU£t yta £mi,:;, bEY cruvtotatat Tj 
XPT]01l tOu «ONOMA I1POIONTOL». 

e 	 en: nEpmtwcrT] 1tOU t.X£t£ xacr£t noUa uypu (acpubUtWcH1) A6yw bUlppom,:;, EIlt.tOu T] U'l'T]AWV Mo£wv 
btOupT]ttKwv xamwv. 

• to «ONOMA TIPOIONTOL» crE 1tatbUl Kat £cpTjpou,:; (K(ltW tWV 18 EtWV) bEY cruVtotutat ym XpT]crll. 
• 	 1tpt.1tEt va EVT]1l£pwcr£t£ 

«ONOMA I1POIONTOL» bEY cruvtcrtUtat crtT]V upxTj tT]':; £YK1.lIl0crUvTj':;, KUt bEY 1tPE1r£t va AUIlPuVEtat £uv 
datE t.yK1.lo,:; UVW tWV 3 IlTjvwv, Ka8w,:; EYlit.XEtat vu 1tPOKUAtcrEt cropapt.,:; PAUPE':; crtO IlWPO cra,:; Eav 
XPTjfJtllOnOl1l8d cr£ um6 to crtMtO (PA. napuypwpo «KUT]OTj»). 

Atl'l'l1 UJ.J..WV CPUP/JUKWV 
TIUPUKUAtioSE VU EVT]1l£pwcr£tf: tOY ytutpO i] tOY CPUPIlUK01tOtO cru,:; £UV 1tUipV£lE fJ t.X£t!; 1tUPEt 1tpOcrCPU1U UMU 

cpaplluKu, UKOlla Kat umu 1I:OU bEY cru,:; t.Xouv XopTjYTj8£i IlE cruvlUyT]. 


H U1tOtEAWllu nKOtTjta tTj,:; S£PU1tctu,:; Il1tOPct vu £1tTjpwcrn:\ crE 1tEpmlWOTj Ai]'I'llS lOU «ONOMA I1POIONTOL» 


ta1.lt6xpovu IlE optcrll{;vu 

OptcrllEv£S 1t£p11tlWcr£1':; bmK01ti] Ka.1tOtOU £K lWV cpaplluKwv. Amo tcrxU£t I'm cpaPlluKu !If; Kat XWPl<; talPtKi] cruVtayi], 

tbmh£pa: 


• aAlu <pUP/JUKU nou /J£Hl>VOUV T11v up-rT]ptUKtlnl £01l, £lblKU ta OlOuPfJ'ttKa lamu. 
• 	 tpUpJlUKU nou uutu vouv TTJV noa6't11Tu KUAiou crtO uillU cra,:;. Auta 1t£PlAaIlPUV01.lV crull1tAT]pWIlUm Ka.A.iou 

11 U1tOKaluotala MatO,:; 1tOU1t£ptEXOUV KUAtO, KaAt01tpocr'ratEUnKu crK£1.lucrllUta Kat T]1tUptVTj 
• KunolO TUno nuuolnovIDv 1tOU OVOIlUŽOVtUt 1lT] ot£pO£tbi] av ncpA£YlloVWbTj CPUPIlUKU (MkA41). 
• AHho, Eva <PUPlluKO 1tOU XPT]crtIlO1tOl£l-rat I'm tTj S£pu1tdu OplcrllEvWV TU1tWV 'l'uXta1ptKWV 1tuSi]cr£wv. 

Atl'l'l1 TOU {{ONOMA llPOIONTOk» /JE Tpo<pes KUlnoTa 

MnOpEl-rE vu natpVEtE 10 «ONOMA I1POIONTOL» IlE i] XWPl<; tpocpi]. 

KUTjaTJ KUt 911Aua/JOS 

ZTjti]crt£ lTj crullPOUATJ tOu ymlpou i] tOU cpuPllaK01tOlOU crus npotOu nupE1E 01l:01Obi]1I:0tE <pUPIlUKO. 

• npEnEt vu EV11/JEproaETE TO YlUTPO (JUS Eav mOTeU ETE OTt d(JTE 

ytatpOS cras KU1U Kavovu Su crus cruIlPOUAE'I'£t VU crtallUti]crEtE tTj ATJ'I'T] tOU «ONOMA I1POIONTOL» 
llPOWU ll£iv£tE eYK1.l0S i] 1l0A!S IlUS£l£ on Eiat£ t.yKUOS, Kat Sa crus cruIlPouAe'l'£t vu mip£1E Ka1l:OtO allo 
CPUPIlUKO uvt! tOu «ONOMA I1POIONTOL». To «ONOMA I1POlONTOL» bEY cruV!crtUlat crtT]V uPXTJ tT]S 

EYK1.l1l0crUVT]S, Kat bEY 1I:pem;t vu AUIlPuV£tat 61UV eicrt£ t,YK1.l0S UVW lWV 3 llT]vwv, Ku8wS EYOt.XE1at VU 
llPOKa.A.t.crEt cropupt,S P MP£S mo IlWp6 cras £UV XPT]crlIlO1l:0tT]SEi 1l£1U -cov tpho llT]va tT]S KUT]crTjS. 

• 	 EVTJ!1EproO"T£ TO yLUTpO (JUS Eav 911la/;£TE tlnPOKELTUl vu t£KlvtjOET£ 'to 8fJAuafJo. To «ONOMA 
I1POIONTOL» bEY cruVlcrtUtal I'm 1lT]1epES nou S1jAa/;01.lV, KUl 0 YIUtpOS crus cvbt.XEtat VU E1l:IAt.¼£l KU1l:Ola 
UllTj 8£pu1I:eia ylU WUS £UV £mSull£h£ vu 81jAucr£t£, EtbtKU £UV 10 IlWPO cras eiVat VEOytvvT]10, T] eX£l 
YEVVTj8Ei. 1I:POwpu. 

vu EyKUO<;. 0 

http:S1jAa/;01.lV
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_G1.JYKMpro(rrK-

fIPOIONTOE» 

OOJiYTJO'll KUl XtlPIO'Jl6.; JlllXuvrov 

npOl0U ObT)yijOE1£ KUnOlO OXT)IlU, XPT)GlIlOnOlijoEl£ Epyul£iu ij XElpml£l1£ llT)xaviJllulu, ij KUVEU: au£.; 
bpaOTl1pIOTl1TE'; n01) anatTOUv G1.J'YKtvlproOT), pEpalro8El1E on yvropiSETE nro.; E1tIbpa 10 «ONOMA npOIONTOL» OE 
£00..;. Unro.; noUa aUu <P aPllaKU nou XPT)olllonolOuVTat I'm TT) 8Epancia IT)'; 1)1JfT)lli.; UPTllPlaKij.; niwT)';, 10 
«ONOMA npOIONTOL» Ilnopci OE anavtE.; nEpml000Et.; vu npoKUltoEt salT) Kat va EnT)pEUOEt '11V tKav61T)Ta 

l:TJJllIVTlKt.; 1tATJPo<popit.; uXtTIKa JlE OplO'JltvU rn:lO'TUTlKcl T01) «ONOMA npOIONTOl:» 

3. nnl: NA nAPETE TO «ON OM A npOIONTOl:» 

AKoAou8Ein: naVTu n<; G1.JOTUOE1'; 101) ytU1POU aa.; ro<; npo.; IT) lijlJfT) TOU «ONOMA DPOIONTOL» npOKEtlltvou VU 
EXEn: Kal1)1Epa anolE1i:ollam Kat va ano<pUYE1E TOV KivbWo avrntMIlT)Trov EYEPYEuDV. Eav EXETE all<PlpoliE';, 
ProT110tt tOY YIUtpO ij TOV <papflaKon010 oa.;. 1\lOIlU flE UIJfT)lij apTllplaKij nlWT) O1JXVa bEY naP01)OlasOW 
G1.Jfl1ttOOflUta avuloya tT)<; naOT)oT)'; UUlij.;. DoUo! at08aVOVTal apKEta <pUGloloyu«l. flu TO 16yo auto flT)v uflEltitE 
VU tlIlOKEnTW1E 10 ytatpO OU<; UKOflU Kat Eav Ul08avWtE Kala. 

YIJITJAJi UPTllPIUKJi 1tiEI111: H G1.Jvij8T)<; MaT) EivUl 80 mg TIIlEPlloiro.;. LE OPWJltvE<; nEp11tTOOOE1<; 0 YIUtpO'; aa<; 
Ilnopd va G1.JVTayoypa<pijoEt ulJfT)16tEpE'; MOEt.; (n.x.l60 mg ij 320 mg). EvMXElo:l EnloT)<; va O1JVbUaOEl lo 
«ONOMA fIPOIONTOL)} JlE Emnltov <papJlaKEullKij ayroyij (n.x.b\OuPlltlKo). 

MnopEiTE vu naipVEtE TO «ONOMA fIPOIONTOL» flE i] Xropi.; lpO<pij. KU1anivE1E TO «ONOMA npOIONTOL» flE 
tva nOn'Jpt VEpO. 
Na naipvE1E 10 «ONOMA rIPOIONTOL» 11:Epi11:01J 1TJV iOla ropa Ka9E fltpa. 

Euv napETt JltyaAUTtPll 060'11 «ONOMA npOIONTOl:» ano TTJV KUVOVIKJi 

Eav nupOUOlUOTd tvTOVT) salT) li/Kat lm08uJliu, i;anlwoTE Kat E1tIKOlvrovijau: UJlEOro<; lIE 10 ytuTPO oa.;. Euv nijpUtE 
KatU la8o<; noUa bmKiu, unt1)8w8EitE OTO ytutp6, to <papllaKonOlo au.; ij aE voooKollEiO. 

Euv I;txaotn va rrUptTt TO «ONOMA npOIONTOl:)} 

MT)v naPEtE bmlij MOT) ym vu avunlT)pOOatTE TT) MaT) 1£01) i;qUOUTE. 

Eav nEXCtOE1E va 11:apE1E o.lta 06oTJ, 11:ap1E 10 flOAIC; 10 9WI.TJ9Ei'tE. 001000, gav 11:ATJmat;El TJ ropa Yla 1TJV 
E11:0flEVTJ MOTJ oac;, 11:apaAEt1Jl1E 1TJ 060TJ 11:0U SEXUOa'tE. 

Euv O'TUJlUTT)I1ETE vu rruipVETE TO «ONOMA npOiONTOl:» 

H btaKOnij tT)'; lijlJfTJ'; «ONOMA Jlnopd va E1tIbElVOOOEl tT)v KataotaoT) TT)'; nuOT)aij<; oa<;. MT) 
btUKOmEtE tTl lijlJfT) TOU <papflUK01) aa.; xropi<; npoT)youflEVTJ tyKPtGT) uno 10 ytulPO OU.;. 

Euv tXETE nEptaaotEpE'; EproTliGf:t.; 0XEnKu JlE Tll xpi]oT) aUTou TOU npoi:ovtO.; proTijotE to ytulPO i] TOV <papflaKonOlo 
ou<;. 

4. flI0ANEl: ANEflI0YMHTEl: ENEPrEIKE 

Unro.; ola ta cpapJlaKa, Erot Kat TO «ONOMA npOIONTOL» flnopd va npoKalioEt UVE1tI8ullT)tE<; EVtpYEtE<; uv Kat 
OEY nupo1)atasovtat OE olou.; lOU'; uv8poonou<;. 

AU1t<; 01 aVEm9uflTJ1E<; EVtpYEIE<; fl11:0PEi va 11:apoumacJ'touv flE OPlofltVE<; auXV01TJ1EC;, at o11:oiE<; 
opit;OV'tal coC; £nij<;: 

• 11:0AU auxvt<;: £1tT)pEat;ouv AIY01EPO a11:o I xpij01TJ 010UC; 10 

• O1Jxvt<;: £11:TJPEUt;El 1 tco<; 10 Xpij01E<; 01OU<; 100 


• oX! auxvt<;: E11:TJP£Ut;£l 1 tco<; 10 Xpij01E<; otOU<; 1.000 


• anuvIEC;: £1tT)p£Ut;El I tco<; 10 Xpij01E<; O1ou<; 10.000 



£nT)p£u1;ouv hyo"C£po uno 1 xpi]o"CT) o"COue; 1 0.000 

np6 oomo, YAci)(Jaafi]-Aa 

• 


• 
 !1T) yV('oo"Cte;: T) OUXVO"CT)"CU OEY !1nopd. vu £K"C1!1T)S£1 !1£ po'oT) "CU OlUStO"1!1U O£oo!1tvu. 

MEPlKU <TOfl1tTWl-Hlt'a lPElUeOV'TUl UflEGT) tUTptKyt IjlPOVTlOU: 

EvOtXE"Cat va napououloETE <TO!ln'no!lu'ta UYYElOOlOi]!lU'tO<;, 6nw<; 


nOAl> OnO,Vl£e;: 

tfl6g' 
. .. -� " .;-- '-8;;.y	w
�tvo 

• OUOXOAtU onlY xan'mooTJ 

• 
 Eh6.veTJ!la Kat OU(J1(OAtU O1:TJV (lVU1tV0TJ 

LWlVEC;: 
• SUAT) atOT)e; 

'OXl m>l"EC;: 
• UA.A.£pyuci] uV'dopuoT) !1£ O"U!1n"Cw!1u"CU onroe; £Ío'v8T)!1u, KYT)0!10e;, OlOYKroOT) ow npoorono, O'tU XdAT), 

OTT) YAmoou i] ow AUl!10, OU01tVOlU i] OUOKOAiu o"CT)v Ku"CunOoT), 1;aA.T) (oT)!1£iu uyy£tOOtoi]!1u"Coe;) 
• t;uAT)-
• XU!1T)Ai] UP"CT)PIUKi] ni£oT) !1£ OU!11t"CW!1u"Cu onroe; t;O,AT)-
• 'to'OT) Al1tOSU!1iUC;, opSoo"CUnKi] Al1tOSU!11U-
• ÍuCPVtKi] unmA£lu O"UveioT)OT)e; 
• uiO'8T)!1u n£pIO'''CpOcpi]e; 
• 1otuh£pu !1£1roÎVT) untKKplO'T) oupwv (O'T)!1£iu V£cpplKi]e; bUOA£l'tOUPyiuc;- Kat uv£nupK£lUe;, oÍ£iu 

V£CPPIXi] uv£nupKElu) 
• UUÍT)OT) 'troy n!1wv "Crov £Í£'to'o£rov v£cpptKi]e; A£l'toupyiue; 
• !1u1Koi O'nuo!1oi, !1T) <])1)0"10AOY1XOe; KUpOlUKOe; pu9!10e; (OT)!1du Un£pKaAIU1!1iue;) 
• K£cpuA.UA yiu 
• OUO'1tVOIU, OUO'KOAiu O'tT)V UVU1tVOi] O£ unnu StO'T), OlOYKWO'T) "Crov nOOlWV KUl "Cwv KU'tW UKProv 

( O"T) !1£tU KUpCltUKi]e; uv£nupK£lUe;) 
• Pi]xuc; 
• KOtAlUKO aA.yoe; 
• VUUTIU 
• 01UPPOlU 
• KonwO'T) 
• uouvu!1iu 

Mll yvro(J't'EC; 
• £Ïuv9T)!1u 
• KYT)O !1oe; 
• O£p!1UnKO EÍuv9T)!1u xropie; KVT)0'!10e;, !1u1;t !1£ OptO'!1tvu uno 'tU uKoAou9u O'T)!1du i] O"U!11t"Cm!1u"Cu: 

nup£"Coe;, up9 PUA yiu, !1UUA yiu, 01OYKro !1tVOl A£ wpuotv Ee; i]/KUl O'U !11t'tw !1U"CU y pi1tT)e; (O'T) !1£lU 
opovoO'iue;) 

• £ÍuvST)!1U, nOPCPupo-KOKKlV£e; KT)Aio£e;, tv1:OVOe; KYT)0!10e; (oT)!1EtU cpAzy!10vi]e; 'trov Ul!10CPOProv uyyEirov 
nou ovo!1u1;£'tat Kat uYY£1inou) 

• ucruvi]9to'tT) Ut!1oppuyiu Kat !1mArom::e; (O'T)!1£tU 9p0!1ponEYiue;) 
• !1u1KOe; novoe; (!1uuAyiu) 
• nup£'toe;, Ep£9to!10e; 'tou cpupuyyu i] EÏ£A.xWO£le; "COU O'''CO!1u''COc; AOYro AOl!1WÏEroV (O'u!1n"Cw!1U'tu 

XU!1T)AOU £1ttntoou AEUKWV Ut!1oocpatpirov nou ovo!16.1;£"CUt Kat OUOE'tEponEViu) 
• !1£lCOOT) O''to EninEbo "CT)C; at!1oO'cpatpivT)e; Kat !1£icoO'T) 1:OU noooO'''COl> 'trov £pu9pwv at!10ocpatpirov 01:0 

ui!1u (nou !1nopEi, O£ puplte; n£pl1t'tWO'£lC;, VU nupoOO"Ci]O'£l uvat!1iu) 
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(1tCU f!1tcpd VU U1[COEIKVUEl T]1[UltKit 

mT]v 1tpcaTaaiu 'lOU 1tEptpaA.A.OVTos. 

PaplliSn!Om1t"((b_crEtS,y{11tUP2¸o¹it(Jt:º_ 

npOiONTOE» 

• aUµ11cr11 mc E1t11[EbC 'COU KUA1CU crlO uif!u (1[OU f!1[opd, crE PUPltS 1[Epmn:Dcras, VU 1tUpObOl¶crEl 
f!uIKcuS cr1[ucrf!cuS, f!T] cpUmCACYIKO KUpblUKO PUOf!O) 

• 

-. 

aUµT]crTJ mc E1[l1[dic lroV '!If!cOV IT]S T]1[a'!lKits AEl'!C"OpyiuS 
pAa·T]) 

-U{;µT]crT]-crlO-E1ti-1[80C-XOAEpUOpivTJS-cr'COaif!a(1[cu-f!1[CpEi,crE 
Kt'!piVWf!U 'COU otPf!U'!OS Kat lroV CcpOUAf!cOV) 

• aUµT]crTJ mu E1ti1tEOa UScl),,(CU cupias crlO uif!U Kat UUµT]crT] cr'CO E1[11[EOC IT]S KpW'!lviVT]S cpCU (1[CU 
f!1[OpEi va l.)1[ObEtKVUEt f!11 cpumcAcytKft VEcpptKft AEl'!CUPY1U) 

OpIG,U:VE<; aVE1tlOUlll1TE<; EVEPYE1E<; IlnopEi va EiVat mo rruXVE<; ano O,Tl lpaiVE"t'Cl.l O'TTJv napanuvro 


At(rra, Cl.VuAoya Ill: TTJv KaTuO'TaO'T) O'CI.<;: 

II-DIC cruxva crE uaOEVds f!E KUpOtUKilaVE1tapKEta 

Eo:v K0:1I01a aVf:n:tOuIlTJTTJ EVtP'YEU1 'YiVETat Gopapit, it IlV napaT1]PitGETE K0:1I011l IlVE1t10UIlTJTTJ EvtpYE1a 1I0t) OEV 

IlVllljltPETIll GTO 1IIlp6v qruno OOTJ'Y1cOV, 1tapaKaA.£iGOE va EVTJIlEPcOGETE TO 'Y1aTPO it tpap1l1lK01t010 !TIlS. 

5. mIE NA lDY AAEEET AI TO ((ONOMA npOIONTOE» 

• Na tpUAUOOSTUI os fl.EpTJ not) OEV lO cpOUVOUV Kat OEY to PAbl:OUV ta rratoui. 

• 	 Ml1v XPl1crtfl.01Wl£1TE TO «ONOMA llPOIONTOE» fl.ETa TTJV TJfl.Epofl.TJviu Af)STJS 1[0"0 avayputp£tal crTTI 
(Jt)oK£uacria. H TJfl.£pofl.l1via Af)STJS £lvat TJ l£l£uraia TJfl.tpa TOU fl.f)va 1[OU avutpEpETat. 

• Na fl.TJv XPTJcrtfl.01WITJcr£TE TO «ONOMA llPOIONTOE» Eav 1[apaTl1P1'!m:t£ OTt TJ (Jt)oKEUao[a tX£l unocrn:i 
sTJfl.1U f) u1[apxouv crTJfl.£ia aUoirooTJS· 

• To. cpapf!aKa OEV 1tPEn:Et va U1tCppi1tlOVlat alC VEPO IT]S U1t0X€'tEUal1S it ala aKcu1tlotU. ProlEimE 'CO 
cpapf!aK01tOtO aus 1[cOS va 1tElaµETE TCI. cpapf!UKa 1tOU OEV xpttaSCVTat 1[ta. AUTa TCI. f!£Tpa 00. 
pOll0itacuv 

6. 	 AOInEE llAHPOlDOPIEE 

Tt 1tEP1EXEl TO ((ONOMA 
• H opacr'tlKTJ ouoia £ival TJ pUA.crapTUVTJ. Ku9£ otcrKio n£pIEX£l 320 mg palcrupTaVTJS. 

Ta uUa (Jt)(JTUTtKU £ivat 

EIlIjIO:V1!Tl1 TOt) ((ONOMA npoiONTOE» Kill 1IEpl£XOfl.EVO TTJS (Jt)!TKrua!Tias 

KO:TOXOS aSdas KUKA.Otpopias Kal 1tapay(Oyos 

flu nATJPo<popi£S crX£'tlKU fl.£ TO napov <PUPfl.UK£U'tlKO rrpoY6v, 1[UpaKaAEiol£ va anru9uv9dtE otOV KUtOXO TTIS UO£t(lS 

XUKAOlpopias 

TPonOE AlA0EEHE 

To tpupflaKEU'tlKO aUTO rrpot6v xopTJYEhat fl.s tUtPIKTJ (Jt)vtayf). 


«ONOMA npOIONTOE» E1tlKUAUfl.fltvu flE AcnTO Ufl.tv10 omKia 40 mg 
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OTO £nUt£oo 

TIpom:paTO t!1<PPUYflu tOU !1uOKupciou 

KapCtUKTI av£napK£tU 

i1o(JoAoyfa 

TIpoowato twppaYb\a TOU lJuoKapciou 

KUpOtaKU uV£napKEta 

2. llOIOTlKH KA I llOI:OTlKH I:YNHEI:H 

Tta TOV nA:rjpl] Ka1(1Aoyo troy £K1)6XroV, PA. napaypa<po 6.1. 

3. tI>APMAKOTEXNIKH MOPtI>H 

4. KAINIKEI: llAHPOtI>OPIEI: 

e£pum:ia KAtvtKa ota9£pwv a06svwv 11£ OUllntrollUtlKit Kapcta.KT] aV£1[apK£ta it (101.lllntrollattKT] OU(J1:0A1KT] 
CUOA£t1:oupyia tl]
 Upt(J1:£pT]
 KOlAia
 IlEtU uno np60<puto (I 2 wp£
 I 0 TJIlEP£
) tll<PpuYlla TOU lluoKapciou (PA. -

nupaypu<pou
 4.4 Kat 5. I). 

eEpun£iu TIj
 OUllntrollatlKit
 KapCtaKT]
 uVEnupK£ta
 otav csv llnopouv va XPTJ<njJ.onotTJ60uv Ot uvaoT04i
 TOU 
ll£tatP£1[tlKOU £VĺUIlOU tl]
 ayy£totsvoivTJ
 (MEA), it ro
 np609£tTJ 6EpanEia ow'\); avuoto4Ļ MEA omv CEV 
,mopouv va XPTJOtllonotTJ90uv Ot p-unOWtotE<; (PA. napuypa<pou
 4.4 Kat 5. I). 

4.3 AO(JOAoyia Kat Tpono.; xopitYl1(jl1
 

I:£ KAIVIKU (J1:ae£pOU
 UOeEVEi
, l] 9£panEia IlnopEi i]CTJ vu 8EKlvi]oEl I 2 wp£
 IlETU to EIl<PpuYlla TOU lluOKupbiou. 
M£tu uno Ilia apXIKi] MOTJ 20 mg Mo <popt<; tTJv TJlltpa, TJ paA.oaptuvl] eO. npE1rel vu tltA.onot£ttat ota 40 mg, 80 
mg, Kat 160 mg Mo <popt
 tTJV TJjltpu KUtU Tl] CuipK£la trov £nollEVrov A.iyrov £(3oojlU6rov. H MOT) tvap8TJ<; naptx£tat 
11£ to CtXOTO 1l0uIlEVO oloKio troy 40 mg. 
H IlEytOTIj MOTJ (J1:0XO
 dvat 160 mg Mo <popt
 tTJv l]IlEpU. lEVtKU, OUVtOTUtal 01 u09svd
 va <ptCtvouv 
TroV 80 mg Mo <pOPE
 tTJv TJlltpa o£ Mo £POOIlUO£
 uno TTJV tvap8TJ TTJ
 6£pandru; Kat TJ jlEytcrtTJ MOT) crtoxo
 trov 
160 mg Mo <popt
 tTJv l]jltpa vu £lttTUY:X:UV£Tat EVTO<; tPIWV IlTJVWV, avuA.0Yu p£ Tl]v uvoxi] TOU aoSEVou
. Av 
Ejl<pUVlcrtEi oullnTrollaTtKit unoTuo11 i] V£<PP1KTJ OUOA.£ltoupyia, So. npEn£1 vu tEOd TO EVO£XOIlEVO IlEiroOTJ
 tTJ
 1)60T)
. 
H paAoaptuVTJ IlnopEi va XPl]oljlonotTJSd OE aOeEV£t
 nou A.aJlpUvOUV Kat allEt; eEpandE
 ll£tU to tll<PpuYlla TOU 
JluoKapoiou n.x. BPOjlPOA.UtlKU, aKETUAOOaAUKtAtKO o8u, p-anOWtCJTE
, otativs.; Kat OlOUpTJtlKU. LlEV OUVtOTatat 0 
cruvouaoll6
 11£ avuotoA.d
 MEA (PI... nupaypu<pou
 4.4 KUt 5. I). 
H a8lOMY11oTJ TroV aoSEVwv IlEta uno EIl<PPUWu TOU jluOKupoiou nptnEl nuVTa vu nEptAUIlPUV£t £KTiIlTJOTJ tTJ<; 
VE<pptKTJ<; 41TOUpyiu
. 

H OUVIOtWjlEVTJ MOl] tvap8l]<; tOU «ONOMA TIPOIONTOI:» dvat 40 mg Mo &pOPE
 tTJv l]IlEpa. TIpo
 ta avro 
ntA.Onoir10TJ a£ 80 mg'Kat 160 mg Mo <pop{;
 tTJV TJJlEpa ea npE1IEt vu yiVEtUl em otaotTJJlata TOUA.UXtOtOV ouo 
Epcollucrov IlEXPt tTJ jlEytOtTJ UVEKtl] anD tOY aoSEVi] MOTJ. eO. npEn£t vu E8£T6.ļ£tat TJ JlEirool] tl]
 MOTJ
 troy 
ouy:x:opl]YOUjlsvrov ClOUPTJtlKWV. H IltYl<HTJ TJIl£pT]mu MOTJ nou EX£t XOPTJY119d O£ KAtvIKE<; COKljl{;
 £ivat Ta 320 mg 
O£ 81TJPTJlltv£
 MO£l
, 
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aVa<HOAEi<; lOU flE'tUtPElntKOU EVt;UflOU tT]<; uYYE!OtacrlvT]S £XE! crucrXEttcrtd flE OA!youpiu Tt/Kat npOOoEUttKTt 

at;coOa!flla Kat GE crnUVtE<; nEpt1ttmcrEl<; flE o0da VEq>PIKTt aVE1tUpKEta i]/Kat OUVUtO. KuOm<; T] paAGUptUVT] EiVat 

anoKAEtcrt1l<; tCOV unooox£cov t'lS aYYElotaalvT]S II, DEV flnopd va anOKAElGtEi Ott Tj XPTtGTJ tOU «ONOMA 
npOIONTOE» flnopd va cruaXEttcrtd flE £KntCOaT] tT]S VEq>PIKTtS AEltoupylas· 

AiBlO 
AvUcrtP£'I'lflES aU0TtaEtS (ms cruYKEVtpmcrElS AIOiou tOU opOU Kat tO0lKOtT]ta £XOUV avuq>EpOd Kata tTl OlupKEla 

tamOXPovT]S XPTtaT]S UVUalOA.£COV MEA. TIupu tT]v SA.A.El'l'T] EflnElpius flE tT]v tuut6xpovT] XPTtGTJ PUAGUptUVT]S Kat 

AIOiou, 0 cruvouucrfl6s amos OEV cruvlGtatut. Euv 0 GUvouuaflos unooElXtd unupai'tT\toS, cruVlGtUTat npocrEKttKi] 

napuKOAoUOT]GTJ tcov E1tt1tSOCOV A10i0u <HOV op6. 

KaJ.IOrr:pocrcarCVrlKa DIOVPrJrlKa, (Jl)/1rr).rJPw/1am KaJ.iov, vrroKaracrcara aA.aro^, rr:ov ttpleXovv KaAlO K(J.l ille^ 
ovaie^, rrov /1rropef va avc;ftaovv m errirreDa rov KaJ.iov 
Euv KunOlo q>UPflUKEUttK6 np0"i6v n01) EnT]pEat;El ta EnUrEoa KUAlOU OECOPEiTat unupahT]to vu AT]q>Od crE cruvoUUGflO 

flE t'l pUAcruptUVTj, cruvlcrTuTUl npocrEKT!Ki] napuKOAOUOT]GTJ TCOV E1tt1t£OCOV A10i0u oro nAucrfla. 

MrJ mepoelDij avrupA.eypovwDl1 lpappaKa (MEA (/», aV/1rr:epIA.a/1fJavovra.^ eK).eKrlKOVt;; avamoJ..ei^ rov COX-2, 

aKewA.oaaA.IKvA.IKo oc;v > 3 g/l1/1eprJaim^, K(J.l PrJ eKA.eKrlKa MEA (/> 
'Otav 01 uVtaYCOV1<HES TT]S uYYEIOTUaIVT]S II XOpT]yOUVTat TUmoxPOVu flE MEAq" J,l1tOpEi va Eflq>UVlaTEl E0aaOEVlaT] 

tT]S aVttUnEptacnKi]s opucrT]S TOUS. Ent1tASOV, T] TUUTOXPOVT] xpi]GTJ TCOV UVTuycovlormv TT]S UYYElOTUcrlVT]S II Kat tCOV 

MEAq, flnopd vu OOT]yi]crEl aE UU0T]flEvO Klvouvo E1tlodvcoaT]S TT]S VE<PP1KitS AE1TOUpyiuS Kat aU0T]aT]S tOU KUAlOU 

rou opOU. EnoflEvcos, cruvlaTUtat vu yivETat £AEYXOS TT]S VEq>P1KitS AElToupyiuS <JTT]v apxit TT]S OEpunEius KuOms Kat 

EnupKTt EVUMTcoaT] TCOV uaOEVmv . 

.ifUa 
EE flOvoOEpundu flE pUAaUpTUVT], OEV PPEOT]KUV UA.A.T]AElIlOpUcrE1S KAIVIKTtS GTJfluaiaS flE ttS UKOAOUOES ouaiES: 

crtflEttoiVTj, pupq>upiVT], <poupoaEflioT], OlyO0lVT], UTEVOAOA1], lVOOflEOUKivT], uoPOXlroPOOElUt;lOT], UflAOOt1tIVT], 

yKA1PEVKAUflioT]. 

4.6 KUTj<Hl Kal yaA.OUxla 

H xpitaT] TCOV UVTuycoVlGTmV tT]S UYYEIOTacrlVT]S II (AIIRA) OEV GUV1<HUTat KatU to npo)To TpiflT]vO TT]S KUT]aT]S (PA. 

napuypuq>o 4.4). H XPTtaT] AURA UVTEVOdKVUTUl KutU TO OruTEPO KUt tpito tpiflTjVO T1]S KllTJGTJS (PL nupuypuq>OUS 

4.3 Kat 4.4). 

Ot E1tlOT]fltOAOYIKE<; EVOEi0EtS aXEttKU flE TOV Kivouvo TEPUTOYEvWT]<; £nEnu un6 tlCOEaT] aE IlvuaToAd<; MEA KUTU TO 

npmTO TpiflT]VO TT]<; KllT]GTJS OEV itTUV unOOEIKTlKtS, coaTocro, bEV flnopd va unoKMtaTEI Kcm01a fllKPit uiJ0T]aT] TOU 

KIV6Uvou. Av Kat bEV unuPX01JV EAEYXOflEVU E1tlOT]fllOAOYIKU OEOOflEvU yta tOY Kivo1JVO flE TOUS AURA, nup6flolOl 

KlVbUVOl EVbeXETat va unupxouv Yla aUTTt TT]V TU0T] <pUpflUKCOV. EKTOS EUV T] cruVEXlt;OjlEVTJ OEpanEla flE AIIRA 

OEcoPTJOd unupaiTT]TT], 01 UcrOEVElS nou npoypajljluTit;ouv EyKUjlOmJVTj Oa nptnEl vu aA.A.u0o1JV aE EVaA.A.UKTIKE<; 

aVtlU1tEpTucnK£S OEpanElES 01 onoiES SXOUV KUOtEPCOjlEvO npoq>lA. Ucrq>UAEta yta XPitGTJ KaTu TT]V EyKUjlOmJVTj. 'OTUV 

OtaYVCOaTEl EYKUfl0mJvT], T] OEpunEiu flE AIIRA Ou np£nEt va oluK6nn:Tat uflEacoc;, Kat, Eq>oaov ananElTat, Sa np£nEI 

va 0EKlVUEt flta EVUA.A.aKTIKTt OEpanElu. 

'EKOEaT] ano TT] OEpanEiu flE AURA KUTU TO OruTEPO Kat Tpho TpijlT]vO ElVat yvroaTO OTl npOKUAd EjlPpUOTO0lK6rT]TU 

crTov uv9pullto (flElffijlEvTJ VE<PPIKTj AEITOUpyiu, OA1Y01)0puflvlO, Ka9uaTEpT]jlEvTJ oOTEOnoiT]GT] TOU Kpaviou) Kat 



<pUlpiVT}H 

6 

l?QEJP!ltCOV 
)tapu;p
��-4.3-Kat4:4) . -

ToJ..ovria 

Ata'tUPUIEN Iltll07tOl1lTlKOU A.eIUjHKOti GUG't'tlIlU'tOC; 

MTJ yvW01:tr; 
MT} yvwat£C; 

YVW01:£C; 
MTJ yvCOO1:EC; 
AHl'tapaXEt; uvOa07tOlllTlKOU GU<rnlIlUTOt; 

A1UTupax£c; !1E'tUpOAla,.1OtJ T11<; Opi:\f.Inc; 
'OXt auxvtc; 
MT} YVCOOttc; 
AWTupaxi:c; veuptKOti GUaTtlI1UTOC; 

M£icoOT} a1:T}v aIIlOO'
MeiwOT} alllutOKPi'tnH 

OUOEtEPOnEViaH 

0poll!3onEViaH. 

n£pKaAlatlliu 
A6;T}0T] XOAEpuOpiV11C; opo'

VEOyvtKij to;U<otT}'tU (VE<pPtKij aVEnUpKEm, unOWOT}, UnEpKaAlalllia). BAtnE mioT}C; napuypa<po 5.3 «npOKAlVIKU 
oE/:ioll£va I'm tT}V ao<puAEla». 
1:E nEptntCOGT} nou T} tK9eaT} OE AIIRA £XEt aull!3£i ano to /:iEinEpo tp11lT}vO tT}C; KUT}OT}C;, auVI01:Utat va 
npaYllutonmT}e£i unEpT}xoypU<ptKoC; tAEYXOr; 1:T}r; VE<pP1KllC; AEt1:0upyiac; Kat tOU KpUV[OU. 

__ o1toicov Ot llT}ttpEr; EXOUV nup£l AIIRA eO. 1tptnEl vu nupuKOAOUeOuVtUt OtEVU I' to. unotaOT} (!3A. mioT}r; 
-

EnE\bij bEV unupxouv /:ilu9Eatll£C; nAT}po<pOpiEr; 0XEttKU IlE tT} xpijOT} tT}r; !3aAOaptUVTjC; KatU to eT}AaOIlO, to 
«ONOMA ITPOIONT01:» bev auVI01:Utat Kat EVaMaKttKtc; eEpanEiEc; IlE nto Kael£pCOIlEva npo<plA. ao<pUA.£lac; KUtU 
to OT}AUOIlO Eiva.tnpOttIlOtEPEC;, £t81KU KatU to 9T}AuallO EV6r; v£O)'tvvT}tOu 1'] npocopou !3pE<pOUr;. 

Ŀev ElOUV yiVEt IlEA.£tEr; I'm ttr; EmbpUOEtr; OtT}v lKUv6tT}tU Obl1YT}aTlr;· Kutu tTlv ObtlYT}OT} 0Xl1llatOr; 11 to X£lptaJlO 
JlT}xavrov, npEnEl vu AUJl!3UVEtat unO'l'TI Ott m;pta'tUOlUKU Jlnopei va £Jl<pUVIoeei <tUTl l1 KonCOOT}. 

4.9 AVE1tl9ti!111'tEt; EV£PYEIEt; 

1:E £AE-yxollev£C; KAMKEC; JlEAh£r; O£ U09EV£ic; Jl£ untptuOT}, to. auVOA1KU nOOOotu £Jl<PuvtOT}r; tcov UVEmeUJlTltCOV 
EV£pyElroV (AE<l», ijtaV auYKpiatllU 11£ UUtU toU EtKOVtKO'6 <pUP/lUKOU Kat ijtav m.lv£nl1 Jl£ tT} <pUPJlUKoAoyia1:T}r; 
!3uAaUptUVT}r;. To. nooootu £llfPUV10T}C; tCOV AE<l> oev tb£t;uv vu auoX£ti<oV1:ut Jl£ 1:T} boooAoyiu l1 tTlv blUPKElU 1:T}r; 
eEpunEiuc; Kat £nioT}r; oev i:b£lŀUV vu auoXEti<oV1:al JlE to <pUAO, 1:T}v TlAtKta. 11 tTl fPUAl1. 

Ot AE<l> nou nupouatU<OVtat OE uoeEVefc; Jl£tu uno tll<PPUYIlU tOU IlUOKUPbiou K(11 Kapbta.Kl1 UVEnupK£m oXEti<oV1:Ul 
yevtKU IlE tT]V unoKEillEVT] VOOO K(11 £iVat aUll<pCOV£r; Jl£ ttr; AE<l> nou napouatu<ovrat OE aoOevefc; 11£ untptaaT} 01tCOr; 
KUtaypU<pOVtUl nupUKutCO. 

01 AE<D nOu UVUfPEpeT)KUV ano KA.tvlKEe; JlEA-E'tEe;, JlE'ta 'tT)V KUKA.ocpopia 'tOU npo'iov'tOe; KUl ano 
epyaO''tT)ptUKa eUPTJJla'ta ylU aO'eeveie; Jle unEp'tUO'T), JlC'ta ano EJlcppaYJla 'tOU JlUOKUpDiou Kal KapDlUKij 
avenaplCElU napOUO'la/;OV'tal O''tOV nupaKa'tCO nivaKa O'uJlcprova JlC Ku'tT)yopia op)'avou O'UO"tTJJlU'tOe;. 

01 aVEmeu JlT)'teC; evep)'EIEC; Ka'tU'taO'O'OV'tUl uva O'uxvo'tT)'ta, JlC npw'tT) 'tT)V mo O'UXVTJ, XPT)O'lJlOnOlcOV'tac; 
'tT)V aKOA-OUeT) O'uveTJKT): nOA-u O'UXVEC; (:.:: 111 0), O'UXVEC; (:.:: 111 00, <1110), OXt O'UXVEC; (:.:: 111.000, <1/100), 
O'naVleC; (:.:: 1/l 0.000, < 1 11.000), nOA-u O'navleC;( <1II 0.000), O'UJlnEptA.U/l�UVOJlevrov /le/lOVCO/lEVCOV 
avacpopcOv. EV'tDC; KaeE Ka'tT)),opiuC; O'uXVD'tT)'tac; e/lcpavtO'T)C;, 01 aVemeu/lT)'teC; evep)'etEC; lCu'ta'taO'O'ov'tal 
Ka'ta cpeivouO'a O'Elpa O'o�apo'tT)'tUC;. 

nO. DA-ee; nc; AE<I> nou avacpep8T)KaV /le'ta 'tT)v KUKA.ocpopia 'tou npo'iDV'tOe; Kat ano ep),aO"tT)ptaKa 
eUPTJ/la'ta, Dev eivUl Duva'tD va 10'xUO'el KanOla O'uxvo'tT)'ta AE<I> KUl e1tO�COC; avacpepoV'tUl O''tOv nivaKU 
JlC O'UXVo'tT)'tU <</IT) )'VCOO''tTJ»· 
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A l> crtO 6. rotO ou Ulf,1UlOS HF 

_ Kat fI, HF, MI 

H: UVU<P£PEtat Ot!]V £VbE1STj 'D1t£PtUO!]C; 

I-ll': uva<p£petat OTTjV £vbelSTj KapbtaKi}c; avenapKElac; (E101KTt <JUxvotTjTa: (j1)xvtc; yta saA.Tj, ve<pplKTt 

aVE1tapK£ta, op8oO"TanKi} unOTm)"!], 1)nOTUOTj) 

MI: ava<ptpeTat O"TTjv tVbelS!] 1tpoo<paTOU £f.l<ppaYf,laTOC; T01) f,l1)oKapoio1) (OOlKi} C)1)XVOTTjTa: OXl OUXVtC; 

ytfl ayyelOOlOTjf,lU, V£<PPlK^ aVe1tapKeta Kat (1)(JA.£lt01)pyia, al>STjOTj TTjC; KpeanvlvTjC; o pol> ) 


4.9 YltEPOOO"OAOyiu 

Y1tEpbocroAoyia f,1E «ONOMA ITrOl0NTOl:» J!ltOpEf va KalUAT)ÈEl crE aSlOcrT)f,1£irot1) u1totacrTJ. 1) onoia f,1nopEf va 
ObTJ'YT)crEl crE J!Elffif,1tva enlnEba mlvEfbTJcr1)S. KUKAO<pOPlKT) KattpPE1'VT) T)/ml KaTruIATJSia. 

Ta 8EpanEUtlKU J!Etpa EsaptrovlUl altO to Xpovo t1)S AT)'VTJS Kal tOV runo Kat tl] Çapl>tTJta trov mlJ!1l1roIlUtrov. H 

crta8Epo1tOtrlcr1) t1)S KUKAO<P0PlKT)S KatacrtacrTJS EiVat nprotaPXIKT)S crltOUbalOtT)TU<;. 

Euv napoucrwcr8d unolUcrT), 0 aa8£vT)S nptnEl va t01l08EtTj8Ei OE U1l1la 8tOl] Kat va rivEl olop8rooT) tOU 6'YKOU tOU 

aillatOS· 




1Tj blapKEla 6£panda� /l£ avao'toAta 10U MEA, to 19,5% 

'tou UUOKUPbiou 

00<; KAo.crlla EDw9TjoTj� :s; 40% 01'Tj KOtAlOypmpia /lE pabLOVOUKAE01'iblO i] :s; 35% 

tOOV 'tOU EllcpPo.Y/la1'O� 01'Tj PaAOUP1'o.vTj, a1Tjv KanL01tpiATj TJ 010 

/lE tTjv KamonpiATj a'tTj IldooOTJ tTj<; 1hn]01/l01'Tjta� anD OAU 1'a aina /lEla 

j1'a<; KapblOaTISmKTJ� amol..oyla� KQ.1 a1Tj !ltiooOTJ 1Tj<; 

TIpocr<pa'to tllQ?puyua 

H paAcraplo.VTJ £iVal a1tiOavo va mpmp£8£t /l£ atlloKo.8apoTj. 

'5. I1>APMAKOAOrIKEI: IAIOTHTEI: 

<DapllaK06£pan£1)nK� Ka1Tjropia: AvmroovI01t� 1Tj� arr£101UOivTj� II, KoobIKO� A TC: C09CA03 

H paAOaplo.VTj tiVat tva� anD lOU 0101lmo� EV£prO�, tcrxuPo�, Kat ElbIKO� aV1Ur(t)Vt<:rnl� unoooxtoov lTj� 

arr£lomo(VTj� II (Ang II) . ..0.pa £KA£KnKo. 010V unowno AT1"0U unOboxta, nou £ivat U1t£ueuvo� rlU n� yv(t)Olt� 

bpo.o£� lTj� arrElomoivTj� II. Ta aUDTjlltva £1tin£ba 1Tj� arr£lOlao(vTj� II 010 1tAo.a/la, AOroo lOU a1tOKA£ta/lou 10U 

U1tOboxtaATl /l£ lTj paAcraplo.VTj /l1tOpti va o1£ydpouv 10V 1111 anOKAttcrlltvo unoooxta AT2 0 ono(o� £wpav(j£lat va 

uvn01a8Ilij£t lTj bPo.aTj lOU U1tOboxta ATI. H paAaapluVTj bEV qHpavijn Ka/llu ll£ptK� UrooVlOnK�OpuOiJŹcrtOv 

U1toooxta ATI Kat tX£I 1tOAU IlQuA.im;Pll XTjlltKi] ourrtvtm (m::pinou 20 .000 q>opt�) 1ta 10V unoooxta A TIano o,n 

yta 10V U1toooxta AT2• H paAcrap"o.VTj Ot OW/l£U£1Ut 11£ i] a1toKAtitt illou� unooox£i� 0PIlOVWV i] aUAou� IOV1ooV, 

1tOU dvQ.1 yvooa1Oi ym lTj cmOUOaI01Tjlo. lOU� 01TjV KapOlUrrElaKij p'll8/llOTj. 

H paAcraplo.vTj OEV ava01tUtt l0 MEA (yvoocr10 tniOTJ� cruv KtvtvaOTJ II) 1tOU /l£1alptnEl lTjV UrrtlO1'acrivTj I crt 

ayyno1'acriVTj II Kat anobo/ld 1Tj ppabUKtviVTj. Ka6w� bEV uno.pX£l tnilipuoTj alO MEA Kat EVioxuOTJ lTj� 

ppabUKtviVTj� i] lTj� ouaia� P, at UV1Uy(t)Vlcr1t� 1Tj� urr£1omcriVTJ� II £iVaI ani8avo va OXtlijOV1at 11£ 10 Pi]xa. k£ 

KA1V1Kt� bOKl/lt�, onou Tj PUAOUplUVTJ OUYKpi6TjK£ 11£ tvav ava010Ata lOU MEA, 11 cruxv61Tjla t/lcpaVI0Tj<; lOU DTjpOU 

Pi]XU i]1UV OTJ/laV11Ko. 1l1KpOn;pTj (p < 0,05) Ot a08EVtº, nou unopAi]8TjKaV O£ 9EPWttiU /l£ puAoaplo.vTj uno o,n crt 

EK£(VOU� nou unopAi]8TjKUV a£ 6tpanda IlE tvav avaoloAEa 10U MEA (2,6% tvaV11 7,9% uV1ia101xa). kt Ilia 

KA1V1Ki] OOKI/lTJ acr6EVwv /l£ 1010PIKO DTjpou Pi]xu Ka'to. 

'toov mOllooV 1'Tj� bOKllli]�, nou tAapav paAoaplavTj KQ.11O 19,0% £Kdvoov nou ni]pav tva 6ElUjlblKO 010UpTj1'lKO, 

dxav Pi]xa crt crUYKplaTj IlE 1'0 68,5% EKdvoov, 1tOU u1topAi]6TjKav O£ 6Epam;ia IlE tvav avacr10Ata 'tou MEA 

(p<O,05). 

H Il£A.E'tTj VALsartan In Acute myocardial iNfarcTion (VALIANT) i]1UV /liu WXCLlO1tOllllltvTj, EAEyxoIlEVTj, 

nOAuE9vlKij, butA.i]-WcpAi] Il£At1Tj OE 14.703 ua9EV£i� /l£ oDu EIlCPPUYIlU 1'OU IlUOKapbiou Kat oTj/ldu, OU/lmWlla1U i] 

aK'tlVoAOYIKt� EVodźEt� cru/lCPOpTj'tlKi]� KUpOIUKi]� aVf;1to.pK£lU� i]/Kat £vbdD£� cruO'tOAlKi]� oucrA£1'toupyia� 1Tj� 

aplcr1'Spi]� KOtAia� (1tOU EKOTjAWVE1'at 

ato TjXOKapblOypmpia TJ atTjv KOtAlUKi] UYYEIOrpacpia aV1iOwTj�). 01 ucr6EVSº wxmon01TJ9TjKaV OE b1o.01'TjllU 1 2  

oopwv Eoo� 10 Tj/lEPWV uno tTjv tvapDTj looV OU!l1t'tOO/lO.' 

O"UVbua.cr/lO 1OU�. H /lEOTj b1o.pKE1a tTj� 6spanda� TJtav bUO XpOVlU. To KUPIO 1'EA1KO OTJlldo TJtUV 0 Xpovo� IlEx.pl 1Tj 

9VTjcrtIl01Tj1U ano OAU ta aina. 

H paAoap'to.VTj TJ'Tav EDicrou ano'tSA€a/lU1'lKij 

anD tllCPpaYlla 10U IlUOKapbiou. H 6VTjOtIlOLTj1U ano OAa ta alna i]tav napO/lota crt� O/lo.bE<; tTj� paAOapto.VTj� (19,9 

%), tTj� Ka1t1'OnpiATj� (19,5 %), Kal tTj� paAaapto.VTj� + Kant01tpiATj� (l9,3 %). 0 cruvbUaO/lo<; tTj<; paAoapto.VTj� Kat 

tTj� Ka1tl0npiATj<; bEV npoa9£os Kavtva snl1tAtov OCPSAO� OE axtoTj /lE 'tTjV Ka1t'TOnpiATj /lovo . ..0.EV uni]pDuv blacpopt� 

/l£tuDu paAaapto.VTj� Kat Ka.monpiATj� avucpoplKo. /lE 1'Tj 9vTjOlllOtTjtU uno OAU ta ainu OE OXtOTJ /ls tTjv TjA1Kiu, 10 

q>UAO, 1Tj CPUATJ, n� 9spundE<; uvuq>opo.<; i] 1Tjv UnOKEt/l£VTj vooo. H pUAaap'to.VTj f"rav EnfcrTj� Un01'SAEO/lUnKTJ OtTjv 

E1t1/li]KUVOTj tOU x.povou /ltXPI 'tTjv £!.l.cpaV1OTJ 6vTjcrlllo'tT 

9Vllcrl/l01Tj'tU<; KuPbIOarrSlUKTJ� amoAoy{a�, 1'll� vooTjA€ia<; I'm KUpOlUKTJ UVS1tapKEla, 10U VEOU EIlq>paYllatO� 

!lUOKapbiou, 1Tj<; KapblUKij� nuvoTj� nou ava'tuX'tllKS Kat LOU IlTj-8avatTjcpopou €/,KECPUI..IKOU £1tElOObiou (b£U'tSPEVOV 

crUV6E1O lEI..1KO aTj!lEio). 

To npo<piA uCHpaAsiac; 'tTjC; |aAcrap'tavTjC; limv crvvsn€C; & 'tTjv KAtVl1cli nopda 't(t)v acre£vcOv nov tla|uv 
eEpantia &1'a ano £f.lJppa,,{J.l.a 'tOV J.l.v01<up3tov. Lxs'ttKa J.l.s 'tTj vs<pptK1'! Au'tovp,,{ia, 3tnlacrtucrJ.l.oC; 'tllC; 
KpsaTIvivTjC; opoil nupu'tTjplieTjKS crs 4,2% 1'rov acre£vcOv nov ela|av 9spuntia IlS |alcraptavTj, 4,8% 'trov 

ucr9£vcOv nov ela|uv 9spansta IlS |alcrap1'aVll + Kan1'OnpiATj Kat 3,4% 'tOJV acr8£vcOv nov €la|av 
8spantlu IlE Kan'tOnpiAll· iltaKonTJ 'tTjC; 8spansiac; lo"{(t) 3ta<poprov wnrov Ve<pptK1'!C; 3vcrAStLOvp,,{iac; 
nupU1'llPli811Ks 1'0 1,1 % 1'rov a09£vc::Ov nov Ela|uv 9spunslu J.l.S |ulcrap1:(ivTj, 01'0 1,3% 'trov acr9£vcOv nOV 
tlapuv 9spuntia IlS |aAOUp'TavTj + Kun'tonpUTj, Kat ato 0,8 % .rov a09evcOv nov elu|av gepuntia IlS 

http:3tnlacrtucrJ.l.oC


,T] OvTjoi11otTjro-il1:UV-XUIlTjA01:£pTj 0JluOU-1:cov uo9£vwvnou £Aupuv Oqm}J:£lC! 

KupblaKU av£nupK£la 

A1T:oppO(fll1ay: 

Kan"COnpiAT]. H aÒlOAOYTjOTj HOV uo9£vwv 11£1:0. uno £1l<PPUYIlU "COU JlUOKupoiou np£n£t no.v1:a va 

n£ptAUIlPUV£1 £K1:1JlTjoTj 1:TjS v£<PPlKllS A£uoupyiuS· 
L'1£v unilpÒ£ 01U<pOpU O1:Tj 9vTjG1Il01:TjLa ano OAa 1:U uina, 1:Tjv OvTjG1JlO1:TjLa lCnpolOuYY£lUKilS u11:1oAoyias 

'Kal'tTl VOOT]p01:TjLa omv XOPll'Yil9TjKUV p-UnOd£101:£S lluSi Jl£ "CO OUVOUU0f.10 paAOUp1:UVTjS + 

KumonpiATje;, PUAOUP1:UVTj 1l0VO il KumonpIATj f.1ovo. AV£ÒU P1:111:U ano 1:Tjv OI16.0U <pUpJlUKOU 1:Tje; Il£A£1:TjS, 
O1:Tjv ÓILP-(l11:0KA£101:fJ, 


yeyovoe; nou unoo£lKVu£1 on 1:0 np0La9£v O<p£AOS uno 1:0US p-anOKA£I01:£e; mov nATjOuof.10 UUlO 

olu1:TjpilOTjK£ Kal O1:Tj OOKIllil uU1:il. 


H Val-HeFT f]TaV Jlia wXUIOnOlT]JltvT], £A£"yxoJl£vT], nOADdlvIKf] dIVIKit bOKIIlit cr6yJcplOT]',; 1:Tj',; pUAoap1:uvT]',; 11£ to 

£lKOVIKO cpuPllaKo OOOV acpopu 1:T] vOGTJpoTI)1:a KU! 1:T] OVT]OlIl(hT]Ta m:: 5.010 uoOcv£U; 11£ KapbluKit av£mxpK£lU, 

1:UST]e; II (62%), III (36%) KUl IV (2%) KU1U NYHA nou AaJlPuvotlV tT] Gtlvit0T] Oq)ll1tdu 11£ LVEF <40% Kat 

£(J(jJt£PIKit blUOtOAIKit blUJl£tpO TI)S aplcmpite; KOtAiuc; (LVlDD) >2,9 cmlm2• H O£ptlnElu uvucpopue; n£pl£MIlPUV£ 

avaotoAEie; MEA (93%), blODPT]lIKU (86%), b\'yoSiv11 (67%) KU! P-uvuGtoAde; (36%). H IlEaTj blUPK£lU tT]e; 
napaKoAoOO11GTJe; ittUV oX£Mv bDo XpOVlU. H Il£OTj TjIl£Pitma b60Tj «ONOMA TIPOIONTOL» OtT] Il£A£tTj Val-HeFT 

ittuV 254 mg. H Il£ABtTj £iXE Mo ltp0Jt£DOVtu 1:£AIKU GTJIlElU: OVT]mIlOtTjtU uno On01O.bitnotE allia (xP6voe; £ooe; to 

Ouvato) Kat cr'6vO£tTj OVT]OlJlOtTjtu KU! voaTjpotT]tu uno KapblaKit avrnupK£la (xpovoe; £ooe; to npo.no OavutTjcpopo 

GtlJlpuv) nou Opi.ƂEtUl ooe; Ouva1:0e;, ooe; UlcpviblOe; OUVUlOe; 11£ uvuvTj'l'T], voaTjA£ia ym KapblaKf] av£nupK£lU it 

xoPitYT]GTJ £VbOcpABP100V IVotponoov f] UYY£lobluGtaAlIK&v CPUPJlUKOOV YIU tEam::pl<; 6:lp£e; f] n£pIGaot£po X(jJpi',; 

ElOayooYit ato vOOOKoJl£io. 

H OVT]atIlOtTjtu uv£saptittOOe; aniae; itTaV napOllota (p=NS) Oll',; 0IlUbEe; tTj',; paAoap'IUV11',; (19,7%) KU! toU £lKOV1KOD 

CPUPIlUKOD (19,4%). TIapoAo nOD Tj paAaup1:uvTj b£V 0X£lim:TjK£ 11£ KunOlO ocp£AO',; G1:Tj OV11GtIlO'ITjta ano oAa tu 

ailla, to m)vO£'IO ttAIKO aTjlldo OVTjmllo'ITjTa',; KU! vooT]pOTI)tu',; 1l£I&OTjK£ GTJIlUvtU(U KUtU 13,2% (95% L'1.E.: 4% 

Eoo',; 22%) 11£ tTj pUAaaptuVTj aE cr'6YKplaT] 11£ to £lKOVlKO cpuPllaKo (28,8% EvaVll 32,1 %). To KDplO 6cp£Aoe; ittuV Tj 

KatU 27,5% (95% AE.: 17 Eoo',; 37%) ll£iroaT] toU KlvMvoD noD mpopu aro xrovo flEXPI TI)V npwtTj voaTJAda Yla tTjv 
KapbtaKf] av£nupK£lU (13,9% Evavtl 18,5%). Tu altOt£ABOllaTa nOD CPUIVOVTa1 £UV01KU Yla to £lKOVIKO CPUPIlUKO (Tj 

cr'6vO£tTj OVT]OlIlOtT]Ta KU! voaT]p6tTJTa ittav 21,9% aro EIKOVIKO cpuPllaKo Evavtl 25,4% OtT]v 0lluba paAaaptuVT]',;) 

napatTjpit0TjKav aTOu',; aaO£v£ie; £KdvOD',; nOD £MIlPavuv tOY tpmAO GtlvbDaall6, UVUatoA£U MEA, p-anod£latTJ 

KU! paAaaptUvTj',;. Qar6ao, bEbOIlEva ano rnmABOV Il£AEtE',; onooe; T] VALlANT, MOD Tj OVTjOlJlOtTjtu it/Kat T] 

VOGTJpoTIJ1:a bEV uusit0Tj1<av O£ autOD',; 'CODe; aoO£v£ie;, JlEiooauv TI)V uVTjGtlxia aX£TIKU 11£ tOY tpmAO GtlVbUUOIlO. 

Tu OCPEATj VOGTJpOTI)tUe; ittuV tU IlEyuJta aroue; aoO£VEle; nou b£V £AUIlPavav avacrroAEa MEA. L£ autit 1:Tjv 

DnoollMa Tj OvTjOlIlOt11tU ano oAa tU uitta ll£l&OTjK£ aTjllaVtlKU lIE t11 paAaaptUVl} a£ cr'6YKpla11 11£ 'IO £lKOVIKO 

CPUPIlUKO KUtU 33% (95% Ll.E.: -6% Eroe; 58%) (17,3% pUAaaptuvTj Evavt1 27,J % £1KOV1KO q>UPllaKO) Kat 0 

Kivl)uvoe; m)vO£tTj',; OVTJOlIlOtTjTae; 1<U! voa11POtTjTa',; 1l£1&OTj1<£ GTJllavlIKU KatU 44% (24,9% paAaaptuvTj EvUVlI 

42,5% £lKOVIKO q>uPJlaKo). 
'Emus uaO£velS nou £Ao.llPUVUV UVUO'tOA£U MEA xcopiS Ko.nolO p-UnOKAElG'til, Tj vooTjPOtTjLa uno CAU La 
uinu !l£lW.OTjK£ OTjIlUV1:1Ko. (p=NS) 01:TjV OI16.ou PUAOUp1:o.VTje; (21 ,8%) Kat G'tTjV 0l1o.OU £lKOVIKOU 
<pap}lo.KOU (22,5%). 0 Kivouvoe; crUvO£1:Tje; OvTjG1}101:TjLaS Kal VOoTjpo1:Tj1:ac; }l£IWOTjK£ OTjJlUV1:1Ko. KU1:o. 
18,3% (95% L'1.E.: 8% £COS 28%) 11£ 1:Tj PUA(JUP1:o.VTj (J£ (JUYKPl(JTj Jl£ 1:0 EllCOVIKO <po.PI1UKO (31,0% Svuvn 
36,3%). 
LTO GtlVOAlKo nATjODall01:Tje; Jl£AETI)e; Val-HeFT, 01 aaO£vd',; nou tAapav O£puntia JlE pUAaaptuvTj nupouafuauv 

a11llavnKit p€AtiooaT] atT]v KUTI)yopia Kala NYHA Kat a1:U a11ll£ia Kat GtlIl1ttwJlrna Kllpl)laKite; aV£1tUpKElae;, 

O"lllln£ptAaJlPUVOIlEvTJ',; tTj<; Ma1tVOlae;, toD ataeitllu1:oe; Konooa11',;, tOD OlbitllatO',; Kill tOOV POYX(jJv O£ cr'6YKPlG11 Jl£ to 

£lKOVIKO q>aPJ.laKO. 01 aaO£V£l',; nOD £AaIlPuvav paAaaptuVT] dXllv KUADt€P11 nOlOTTjtU t;ooit',;, 6noo<; Katab£iXt11K€ 0"1:T] 

PaOlloAoyia t11e; dfllaKa',; 'Minnesota Living with Heart Failure Quality of Life' uno 1:Tj ypUIlJlit uvaq>opae; EOOe; to 

":AIKO GTJJ.ldo 0'£ aDyKplGTJ Jl£ tOUe; aae£VEtc; nOD £AUJlPIlVUV €lKOVIKO cpapJlUKo. To daaJlu £S&OTjGTJ',; a1:OD',; 

uaO£V£le; nOD EAapav paAaaptuVT] ittuv a11IlUvtlKU aUS11JlEvO Kat Tj LVIDD OTjJlavTIKU ll€1rolltvT] uno tTj ypallJlit 

uvaq>opa',; EOO',; 1:0 t£A1KO aT]J.l£io 0'£ cr'6YKpla11 11£ to £lKOVIKO CPUPIlIlKO. 

5.2 ¢lap/laKOK1v11TlKES lOU>T11T€<; 
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Ǎ f)QpjL Ko.l o.UTfjV nou mryKEvqjroCJEle; tifǌpaAoapTUVTte;- f,l0.-Eivmnap6 
cooTooo;-5;;-cr:uvo5d>imi 

Kamvoyy: 

B 1O/J/:maxr//iUmJ/i oe:: 

A rrbac..J2lllll;. 

IE UOSEVE¥; IlE KUPOtUKiJ aVEnupK£lU: . 

n)"Z(}v(Jyoi 

HAIKtCOllEvOl 

'EKnTCOQTl Tn<; VE!pPIKil£1.cE!IQUpyia<; 

HnanKiJ ouaAEITOupyio. 

ME1:!l 0.11.6 TOU oT6f,lo.TOe; XOPT1Y11Oll paAoapTUvTte; f,l6vo, 01 f,ltylOTEe; auyKEVTprooEt<; TIle; po.AoapTUVTte; mo nAUOf,la 
EntTUYXUVOVTat OE 2-4 ropEe;. H f,ltOTt an6AuTTt plOOlaSEOlf,loTTtta ylCl TO «ONOMA IIPOIONTOI» Eivm 23%. H 
paAOo.pTuV11 Ef,lcpavi1;El nOAuEKSEnKfj cpSivouoo. KIV11nKfj (ty,. <1 ropa Km t'(,1 nEpi1r.ou 9 ropEe;). 01 TpOcpte; f,lElroVOUV 

vfjOTE\jIE. AuT!') Tj f,lEicooTt OTTjV nEplOxfj cruYKEVTproOECOV K(ltCO 0.11.6 TTtV KUf,lnUATt (AUC), 

TTlV EKSEOll (6nooe; f,lETp1i:Tal 0.11.0 TTtV AUC) oTIl Po.AOo.PTUV11 KaTu nEpinou 40% Kat TIe; f,lEylOTEe; auyKEVTpWOEle; TIle; 
paAoapTUV'le; OTO nM.of,lo. (Crna>:) Ko.TU nEpircou 50%, no.pOAo nou 8 ropEe; nEpi1r.ou fJ£1:U TTl xopfjYTjOll TOOV MOEOOV 01 

• OTOICAUO f,lOl£e;-ylo.-TTtV_ Qf,l®aJLQ1.UtilP-E 

0.11.6 T<AlVlKa oTjf,lo.vnKfj f,lEioooTt aTTt SEpo.nCUTl1cfj opuaTt, EnOf,lEvCOe; Tt po.Aao.pTuvTj 1lX0pd vu Aaf,lpUvEtal f,lE fj xcopie; 
TpOcpfj. 

o OyKOe; KutaVOf,li)e; maSEpi)e; KUTUataOlle; TTte; paAOo.pTUVTte; tnElTo. 0.11.6 EVOO(flAt!3ta xopi)yTt0Tj £lval n£pinou 17 
AitpU, unoo£1J<V:Uovrae; on Tt paAOapTUVTj OEV KUTo.vtf,lETm EKTEVroe; moue; tOTOUe;. H PUAOUPTUVTt OEaf,l£U£Tm lOXUpu 
f,lE ne; npOOTElVEe; TOU opou (94 - 97%), KUpicoe; f,lE TTt AEUKCOf,lUTiVTt TOU OpOll. 

H j3uAoapTuVTt OEV f,l£tal·lOpcprovETal a£ U\jITtAO paSf,lo KaSroe; nEpircou f,lOVO TO 20% TI]e; MaTte; avuKTuTm coe; 
f,lETUpoAin:e;. 'Evae; UOpOkUf,lETUpOAiTIle; EXEI o.vo.yvcoploSd mo nM.af,lo. a£ Xaf,lTtAte; mJyKEVTprooEIe; (AlYOT£PO 0.11.0 TO 
10% TCOV O1JYKEVTproaEcov TTle; n£plOxi)e; K(ltCO 0.11.0 TTtV Kaf,lnUATt (AUC) TTle; paAouptuVTte;). Amoe; 0 f,l£TapoAiTIle; 
EivCll (flapfLo.KoAOYIKU aopavi)e;. 

H j3aAoapTuVTt anEKKpiv£TCl1 KUpicoe; OTa K6npuvu (nEpi1r.ou TO 83% TIle; MaTte;) Kat om oupu (nEpinou TO 13% TTte; 
MOJ1e;), KUpicoe; auv af,lETUpATtTO (flapf,lUKo. 'Enmu un6 EVOO(flUj3lU xopfjyTtaTj, Tj J(uSUPOll TTte; j3uAOUptUVTje; mo 
nM.of,lu Efvm nEpi1r.ou 2 Vh KUl Tt V£cpptKi)e; TIle; KUSUpaTt £ivat 0,62 Vh (n£pi1r.ou TO 30% TTte; cruvoAIKi)e; KUSUpaTje;). 0 
xpovoe; Tjllio£lUe; sooi)e; TTle; j3uAoapTuVTte; dvat 6 rop£e;. 

o Iltooe; xrOvoe; f,lEXPl TTj f,lEytcrtTj cruyKEvTpcoaTj Km 0 xpOVoe; Tjf,liOElUe; scoi)e;-unEKKpIOTje; TTje; PUAOUpTUVTje; moue; 
uaSEVEic; 11£ KUpOlUKT) UVI::nupK£lU dVUl nupOllolOl 11£ UUTOUe; nou nupUTTjpOUVTUt O£ uyl£i.c; £S£AOVTEe;. 01 nllEe; AUC 
Kat Cmax TIle; j3aAOUpTUVTje; dVCl1 oX£Mv uvuAoy£e; IlE TTjv o.ukTjoTJ TTje; MOlle; OTO rupoe; ooooAoyiue; oTTjv KAlVIKi) 
npukTj (40 tcoe; 160 mg auo (flOpEe; TTtV TjlltpU). 0 IlEOOe; cruvTEAEmi)e; cruoaropEUOTle; Eivm n£pinou 1,7. H KUSUPOll 
TTje; PUACJUpTUVTte; nou napaTIlpdTCl1 f,lETU uno xopfjyTtOll 0.11.6 TO oTolla £lvat n£pmou 4,5 llh. H TjAIKio. OEY EnTjpEas£t 
TTjv (flmvOIlEVIKi) KuSapoTJ OTOUe; uoSEYde; 11£ KapOIU1(i) aVEnupKElU. 

Elcmcoi 

Kanooe; U\jlTjAOT£PTJ cruOTIl/lUnKi) EKSWTJ 0TI"j j3aAoapTUVTt napaTIlPi)STjKE O£ 0pt0f.1Eva TtAIKlOOf,lEva UTOf,lU uno o,n OE 
vEa uTOlla. nOTOOO, OEV EXE1 Kamo£lxSEi on aUT6 EX.£l onOluoTjnoTE KAlVIKi) OTllluaia. 

'Onooe; avaf.1EvETm ylU f.1ia EvCOOll, onou Tt VE(flptKi) KuSapOll Eivm UnEUOUVTt 1l0VO ylU TO 30% TIle; cruvOAtKi)e; 
KaSuPOJ1e; atO nM.of,lu, OEV nupuTTjpijSTJKE KUf.11U cruaXEnOll IlETUkU VE(flplKTje; AEtToupyio.e; Km cruaTTjf,lUnKi)e; £KSEaTJe; 
0TI"j j3aACJapTUVTJ· ll.EV anUlTElTat, KUTU cruvEm;lCl, npooo.pf,loyTJ TTte; ooaoAoyiae; aE aaSEYEie; f.1E VECPPIKTj 
ouaAmouPyia (Ku8upOll KpEUnvlvTJe; >1 0 mIlAEnTo). Eni TOU nap6vroe; OEY uncipx£t EllnElpia ylU TTJV o.a(fluAij xpTjaTt 
aE uaSEVEic; IlE KuSapOll KpEUnvivTte; < 1 OmIlAEnTo Kal O£ aaSEYEic; nou unopcillovTm O£ Ulf.100tUAUOll, £1[.OIlEvCOC; Tt 
PUAOuptUVTt So. nptnEl va XPTt<HIlOnOl£hat 11£ npoaoxTj OE autaue; taUe; aaSEV£1£; (pAtnE napaypucpouC; 4.2 KUl 4.4). H 
pUAaaptUVTt t:y,P U\jITjAi) otaf.1EUOll f,l£ ne; npCOTElVEe; TOU nM.oIlUtae; Km dvm uni8avo vu unof.1aKpUVSEi IlE 
Cll/lOOlOAUOll· 

TI£pi1r.ou TO 70% tTte; anopPO(floUIlEYTte; MOlle; o.n:EKKpivETat atTt XOATj, KUpfcoe; aav avaMofcoTTt EVCOOTJ. H 
pUAoaptUV"l bEY U(fliomTUt aǎWOllIl£iooTo pWf,lEtaaXTtllanOf,lo. ll.EV unupX£l aucrxETlOI-lOe; f,lEtakU tOOV 
O1JYK£VTproOECOV pUAOapTciV"le; aTO aif,la Km TOU paSf.1ou TTte; TJnanKTje; OUaAElTOupyiue;. Ot AUC PptSTtKE on ijtav 
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DEDO�E.vU LOV Ta IlTj KAIVIKa DEVUltoKUlum:ouv IDIUltEPO KiVDUVO YIU av8pwno IlE paoTj tl<; quJllUtlmn<;J.!E 
_ 
A.l:tE<; 

0XEMv DutUk OE U08EVEl<; IlE XOAIKij KippWOTj ij un6q>pu�Tj LOU XOATjMXOU n6pm). To «ONOMA llPOIONTOL» 
DEV £XElIlEAE1Tl8Ei OE uo8EvEl<; IlE pUPHl TjnUtlKij DUOAElTOUpyiu (PA. nupuypaq>ou<; 4.2, 4.3 Kat 4.4). 

q>aplluKoAOYIKij� uoq>aAElu<;, tO�lK6tTjta<; EnuvaAaJlpav6JlEVWv MOEWV, YOVOtOSlKOtTjtU<;, EVDEXOJlEVTj<; 

KapKlvoyOVOu DpaCJTjk. 
A1tCryovol upoupuirov moue; o1toioue; xopr\,yij9TJK£ paACSUpTavTJ 600 mg/kg/TJJ.t£pu KULa TO 1:£A£U1:uio 

TpillTJVO TTJe; 1C'6TJcrTJe; Kat KU1:a TTJ 'YuAouXiu dxuv IltKP01:£PTJ £mpiwcrTJ, XUIlTJA.01:£PTJ UURTJcrTJ papoue; Kat 
Ku9ucs1:£PTJllevTJ uva1t1:uRTJ (U1tOKOUTJcrTJ LOU 1tT£pu'Yiou TOU wT6e; Kat LOU e,;ro uKoucrnKou 1tOpou) (PI... 
1tupa'Ypucpo 4.6). 

L£ IlTj KAIVIKi;e;/lEA.i:tE<; ylU tTjV uoq>a.A.£lU, U\jITjU<; Mon<; PUACJuptaVTj<; (200 twe; 600 mg/kg oWllanKou papoue;) 

npoKuA£CJUV otou<; upoupuiou<;IlElwCJTj 1:WV nupullttpWV TWV KUnupwv tWV Epu8poov atllOCJq>atpiwv 

(Epu8poKTInupu, at/loCJq>atptvTj, at/lUtOKpltTje;) Kat tvD£�Tj /l£tUPOAWV CJtTj V£q>pual at/lODUVUJl1Kij (duq>pa 


uU�TjJltvTj oupiu tOU nA.6:0Jluto<;, un£pnAuoiu tWV V£q>PIKWV CJ(oATjvupiwv Kat pUCJEoqnlia CJE appEV£<;). LE apKt6lluk 

CJE napOJlOtE<; MCJEI<;, 01 /l£tuPOAi;� iJtav nUpO/lOl£<; uv Kat CJOPUPOtEPE<;, IDIUltEPU mu VE<ppa, onou ot JlELUPOU<; 


E�£AiX8TjKUV CJE vEq>pomi8ElU, nou nEptAallPUVE UUSTjlltvTj oupia Kat KptatlviVTj. 

YnEptpoq>iu tWV napaOnEtpallanKWV Kmtapwv nupUnlPij8TjKE £lriCJTj� Kat CJta Mo £fliTj l;oowv. 'OA£<; 01 JlETUPOU<; 


eEwpij8TjKE 6n npOKAij8TjKUV uno tTl q>aPllaKoAoYIKij lipuCJTj tTje; PUAOUpt UVTje;, no\) npOKUAEt napU1:EtalltvTj 


unowCJTj, lotuhEPU CJtou� UpKtOJlUe;. flU 8EpanEUtlKte; MCJw; PUACJUptUVTje; CJtov av8pumo, Tj un£ptpoq>ia tWV 


nupUOnElpUIlUtlKWV KUttapWv DE q>aiv£tUl va tX£l Kalliu CJXEtlKij <rTJIlUCJiu . 


.1EV umlPoE tvoEI�Tj IlEtullu�lOytv£OTje;, XPWlloowllluKije; otaCJnaoTj� ij KapKlvoyE.v£CJTje;. 


6. <l)APMAKEYTIKEI: IIAHPO<l)OPIEI: 

6.1 Ku-raloyoe; EKMXrov 

6.3 AlapKEHI t;rot\C; 

6.6 <l)tioTJ Kat (JUOTUT1Ka TOll 1tEP1EKTT) 

7. KATOXOI: THE AAEIAI: KYKAO<l)OPIAI: 

8. API0MOI: AAEIAI: KYKAO<l)OPIAI: 



9. HMEPOMHNIA npnTHI:. ErKPlI:.HI:. / ANANEnI:.HI:. THI:. AAElAI:. 

10. HMEPOMHNIA ANA0EnPHI:.HI:. TOY KEIMENOY 
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oVEm8vIlTlTTl EYEPYEla n01) 

IjlUP/-lUKroV n01) ovollU!;OVTal avaoToAEi',; 

<I>Y AAO OAHrInN XPHl:H.I:: nAHPO<I>OPIEl: rIA TON XPHl:TH 

«ONOMA npOlONTOl:» E1tlKU).UJlJltvu f.1E ).E1I:TO Uf.1EVIO 01GKiu 40 mg 

- -BaAoapTuVT) 

AlUpaGTE 1I:POGEKT1Ko. oMKATJpo TO II)'I)UO OOTJytWV XPTJGTJC; 1I:POTOU UPXiGETE VU 1I:UipVETE UUTO TO 1jl00p/-laKO. 

• <I>uAU�TE aUTO TO IjlUUo OOl"]'Y1(DV XpT)oTlC;. 'low',; XPElaOTd va TO Ola-U(Jf:TE �avu. 
• E6.v EXETE nEpam';pw anopiE',;, pWnlOTE TO Y1U1PO i) TO ljlapllaKOnOtO oa�. 
• H cruvTayl) yta aUTO TO ljluPllaKO XOPTlyl)8Tj1CE Yla oa� . ĦEY nptnE1 va OroOETE TO IjlUPllaKO OE uUou',;. 

Mnop€i va T01)� npOKaA.EOE1 -AU-Tl. aKolla Kat OTaV Ta O1Jlll£TrollaTo. T01)� £ivat iota IlE Ta OlKo. oa�. 
• E6.v KUl£Ota aVE1tt8UIlTJTTl EYEPYEla YlvETat oo-opij. ij av 1£0POTTlpijoETE Ko.n010 

OEY OvaljlEpETat 010 1£0pOV ljluUO OOTlYlroV, l£apaKaAEio8E va EVTJIlEProOETE TO YlaTpo ij ljlapllOKol£OtO ooe;. 

To 1I:0p6v <puUo OOTJ'YIWV 1tEpIQEl: 

I. Tt dvat TO «ONOMA ITPOIONTOL:» Kat nOtO EiVUl Tl xpijoTj TOU 

2. Tl l£PEl£Et VO yV(J}pi!;ETE l£POTOV l£UpETE TO «ONOMA ITPOIONTOL:» 
3. ITroe; vo nupETE TO «ONOMA ITPOIONTOl:» 
4. ITIOavte; aVEltlOvIlTlTEe; EYEpyEIEe; 

5. ITro',; va IjlUAUOOETat TO «ONOMA TIPOIONTOI;» 
6. homEe; l£A.TjpOIjlOpiE',; 

1. TI EINAI TO «ONOMA llPOi'ONTOl:» KAI nOlA EINAI H XPH:EH TOY 

To «ONOMA ITPOIONTOL:» avijKEl OE 1110 KaTTJyopio 1jl0PIlUKWV, YVWOTU w� av'WywvloTt',; TWV 1)l£OOOX{;WV TTl',; 

OrrEtOTUoivTl',; II, 1£0U -OTl80UV OTOV EAEYXO TTl',; U\fITlAij� OPTTlPtaKij',; l£iEOTj',;. H aYYEIOTOoiVT) II dvat Illa ouO"ia OTOV 

oPyavlOllo 1£01) npoKuAd TTl oUonaOTj TWV atllOljloPWV orrEiwv, npoKaAroVTa',; bat aU�TlO"Tj TTl� OPTTJPlaKl)e; OO� 

niE<JTj',;. To «ONOMA ITPOIONTOl:» opo anoKAEiovTa',; TTj opuOTj TTl',; OrrEIOTaoiVT)� II. l:av anoT{;AEOlla omou, Ta 

atfl0<p0PO oyyEia XaAop(bvo1JV Kat Tl apTTlptaKij niEOTj llEIWVETal. 

Ta E1tlKOA1)flfltvo flE 1)lltvlO OIOKlO «ONOMA ITPOIONTOl:» 40 mg f11t0POUV vu XPTJGlf.101tOlTJOOUV ylU /)vo 
/)lalPOPETIKtC; KaTUGTo.GEIC;: 

• r1U Tll eEpunEiu U"TOJlO>v Em:t"TU uno npOcnpU"Tll KUPOIUKTJ npoapoA-q (£!l</>puYf!u 1:Oll f!UOKUpbiou). 

ME'tOv 6po «1tpocrIjlU1:O» £VVOOU!l£ £b6:> blU(j1:11f!U f!£'tu8u 12 (Op6:>v Kat 10 l1!l£P6:>v. 
• ylU'TTl OEpam:iu TTJC; GU/-l1tTro/-laT1KllC; KUp/)lUKllC; UVE1t(lPKElUC;. To «ONOMA ITPOIONTOl:» 

XPTJatflOnolEiTat omv OEY IlnopEi va XPTjatfl01t0ITj8Ei 1110 aUTl Ollo.Oo 


T01) flETaTPEnTIKOV EYSUflOU TTl',; arrElOTEYOIVT)C; (MEA) (<pUpflOKO Yla 'TTl 9Epa7r€i0 TTl',; KopolaKij',; 


aVEno.pKEta',;), ij fl1Wpd va XPTlCHflOnOtTj8d Eltlnpoo8ETO TWV OVOOTOAi:roV MEA omv OEY j.mopovv vo 


xpTjOlllOnolTj8ow --OnOKA£l(J1:t� (tvo uno <Po.PllOKO Yla TTj 8EponEia TTje; KapolaKl)',; oVEmipKElo',;). 


Ta O1JllnTrollatO TTl',; KapOlaKT]� aVEnUpKEla',; nEptAOIl-UV01JV oV01rVOta, Kal1tpi)�tIlO TroV nOOIWV Kat TWV KUTW 


UKPWV AOYro O1JOoroPE1)OTj',; uypOV. KapOlaKT] oVEmipKEta npOKOA.EiTUl Mav 0 KapOtaKO� 111)� OEY I.mOPEl va 


aVTA.ijoEl TO oiflO IlE TTjV onopaiTTJTTl OVVOflTj WOTE va E<pOOlQ.OEI TO OW/-la JlE TO aiflo n01) XPEIu!;Etal. 


2. TI llPETIEI NA rNnPIZETE llPIN NA llAPETE TO «ONOMA llPOi'ONTOl:» 

MTJV naPETE TO ((ONOMA llPoiONTOl:»: 

• O"E nEpinTwoTj aUEpyio� (U1rEpE1)atO"eTJoio�) o"TTj -OAOOPTUVT) i) OE OnolOOTJnoTE uUo O1J01OnKO T01) 
«ONOMA ITPOIONTOL:». 

• OE nEplnTwOTj n01) tXETE papta TJnaT1Ktl VOGO 

• EUV dOTE no.v(O uno 3 ,.1'T)vwv tyKllOC; (oKoflo KUA.VTEPU ono<pvYETE va napETE TO «ONOMA ITPOIONTOl:» 
KUTU TTJv apXTJ TTlS EyKt)ll0aVVT)�) � -A.tnE napuypu<po «K UTlOTj Kat 8TjA.aO"Jloq>. 
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M£TU ana KapolaKTJ npoapoAij Tj 8Epantiu apxit;El cruvijflro<; aK6f.lT] Kal 

H 9£panEiu EEKlVU YEY1K(O<; f.lE MOT] 40 mg Mo CPOPEC; llJlEpT]oiro<;. 0 YlUTp6e; oue; flo. 

til EVbtytrrUl HEiVETE) 

KUTJcr%'_ 

TIPOIONTOL» 

• 

<puPllaKo uvyi tOU «(ONOMA TIPOIONTOL». To «ONOMA TIPOIONTOL}) DEY cruV10TUtat OtT]V apxf] TTJ<; 
EyKU/lOaUVT]<;, Kat OEV npEn£l va Aa/lpUV£Ta1 OTaV EiOT£ EYKUO<; uvro TroV 3 /lrrvmv, Kuflwe; EYOEXETat va 
npOi(uX€a£lodpuPEC;PXUP£<; OTO-/lropoaue; £UV XPTjcrt/lon01TjflEi /lETU :ro\:, Tpt'r() I1l)va tTje; 

• EVTJ/lcpmoTc TO ytllTpO aat cav 8TJl..arETE llnPOKElTat va sEK1VllaETE TO BTJl..aal16. To «ONOMA 

npEltEt VU EVlll1EpmaETE TO ytUTpO all(; EUV nlOTWETE 6n ElaTE VU £yKUOt. 0 
ymtpo<; ou<; KUtU Kavova fla oa<; cru/lPOUU\jIE1 va ota/laTl)oEtE tTj AI)\jIT] tOU «ONOMA TIPOIONTOL» 
npotOu /lEiVEtE £yKUO<; I) /lOA1<; /lUeEtE on datE EyKUoe;, Kill eu ou<; cru/lPOUU'I'E1 vu mxpw:; KunOlO uno 

OEV cruVtaTllTat ym /lTjtEP€<; nou 8T]AUt;OUV, Kill 0 YlUTpOe; aU(; EVO£X£Tat va €1ttA.EE€l KcmOlU 
anTj fl€puntia ym £Oa<; £av ETCt8u/l€tT€ vu flTjAUO€Tf:, EIOlKa EaV to ,HOPD aU(; €tVat V€OYEvvTjTO, ij EX€l 
YEWfJflEi nporopu. 

ObllYTJaTJ Kill XClplal10<; I1TJxaVmV 

Dpmou oomijO£T£ KanOlO DXT]f.lU, XPTjcrt/lOnOlijaET£ £pyul£ia ij X£1plaT£1TE /IT]xavf] flaTa, ij KUVEt£ illEe; 
opUatTjplOTTjT£<; nou unutTOUV cruyKEvTproOTj, PEPatroflEtTE on yvropit;ETE nro<; £m5pu to «ONOMA npOIONTOL» aE 
EOae;. On roe; nonu una <PUPflUKU nou XPTjOl/lonolOuVYat ym TT] flEpunda TT]e; u'I'Tjl.iJš upTTJpmKT)<; niEOT]<;, to 

(ONOMA DPOIONTOL» /lnopct a£ anUV1€<; n£pmTwoEl<; va npoKUUm:l t;aAT] Kat vu EnT]p£aOEl trlv lKaVOtTjTa 
cruYK£VT proaT] e;. 

l:TJl1aVnKtc; nI..TJPo<pOpiEe; 0XETlKa 111: OPltTJ1Eva OUOTUT1Ka TOU ((ONOMA npOiONTOl:» 

3. nnl: NA nAPETE TO «ONOMA IIPOIONTOl:» 

AKOAoufldTE mlVYa ne; OUaTUOEle; T01) ymTpol) oae; roe; npoe; TTj Aij\jlTj TOU «ONOMA TIPOIONTOL» npOKEI/l£VOU va 
EX€tE KUAUTEPU anOTEAEaflatU Kat VU uno<pUy£tE TOV Kiv5uvo aVEmfluf.lT]Trov EV£pyElcOV. Euv EXET£ U/l<pIPOAiEe;, 
proTf]OTE tOY YIUTPO ij TOV <pup/lUKOnOlO OU<;. AtO/la /lE U\jITjATJ apTT]pluKij niEaT] OUXVU 5EV nUpOUcrtat;ouv 
ou!l1tT(1)/latll uvuAoya tT]e; nu9T]oTj<; aUTij<;. Dolloi ata9UVOVTaI apK£TU <pualOAOYIKU. rlU TO AOYO uUt6 /lTjV a/lEl£hE 

vu EntaKEnt£OT£ TO YlaTpo ou<; UKOf.lU Kat £UV Uta9UV£OTE KUAU. 

METa ano npoo<paTlJ KapblaKtlnpoojlol..tl: 

f.lETU ano 12 WpEe;, ouvijflro<; f.l£ XUf.lTjATJ MOT] 20 mg OUO cpO pEe; T]/lEpTjairoe;. H MOT] troy 20 mg napEXETat 

OlXOTOIlWvtU<; TO 5tado Trov 40 mg. 0 ymTpo<; aue; 9a aUETJaEl TTj MOT] m>tTJ pa8Jllaia f.lEoa an<; EnD/lEV£e; 

EpOO/laoec; Kat Tj IlEytatT] MOT] flo. cpTaoEI Ta 160 mg 5uo cpopEe; TjIlEpT]airoe;. H t£l.lKTJ MOT] £EapTUTat ano TTjV aVOXTJ 


nou (;X£TE roe; /lEf.l0vroll£VOe; U09EVTJ<;. 

To «ONOMA DPOIONTOL» IlnopEi vu 50fld tIlUTOXPOva f.lE anT] CPUPlluKwn'Ki) ayroYTJ ym TT]V KUP01UKTJ 

npOOpOATJ Kat 0 ymTpoe; aue; 9u unocpaaio£l nOla fl£punEia Elvat KaTullTjAT] ylU EcrU<;. 


KapblaiOl aVE1tIlpKElIl: 

UUETJOEt TTJ MOT] pafl/ltaia IlEOU one; €1t6IlEVEe; EPOOIlUOEe; Kat T] IlEYlaTT] MOT] Ou <jnao£l til ) 60 mg ouo !popEe; 

T]IlEpT]airoe;. H TEA.tKiJ MOT] EsUptutat un6 TT]V uvoxij nou (;XETE roe; /l£f.l0vrof.l£VOC; UoflEViJe;. 

To «ONOMA TIPOYONTOL» flnopEi vu 509£i TauToxpova f.lE UAATj CPUPflUK£1JTt'Ki) uyroyij ym TTJv Kup5taKij 


uVEnupKEm Kal ° ymTp6e; om; 8u unocpuota£t nota 9Epan£tu Eivat KutUnT]AT] ym c:au<;. 


MnopEiTE va naipVETE TO «ONOMA TIPOIONTOL» IlE ij xropic; TpOCPiJ. KUTanivETE to «ONOMA TIPOYONTOL» IlE 

Evu noTfjpt w:po. 

No. no.ipvw: to (ONOMA TIPOIONTOI;» nEpinoD TT]V i1:hu ropa. KUeE �pa.. 


Eav nap£TE I1EYal..unPll bOtTll (ONOMA IIPOIONTOl:» un6 TllV KUVOV1Ktl 


Eav nupoumuan:i EvtovT] t;aAT! T)/Kat l.moOulliu, EunAWOTE Kat ETCtKOlvroviJaTE UJlEaroe; f.l£ TO ytUTPO OUe;. Eav nTJpuTE 


KaTU AaeOe; nona 5wKia, unwfluvflElT£ aTO Ylutp6, TO cpap/lUKOnOlO aue; ij aE VOOOKOf.lEio. 


Eiiv sEXatTETE va napETE TO «ONOMA IIPOi'ONTOl:» 

MT!v naPETE 5mAij MOT] ym vu uvunAT!pWaET€ tTl MaT! nou E€X{IOUTE. 


http:DXT]f.lU


O'C1e;, 1tC1PC1Acl"lV'tc 'tTl 86O'TJ 1tOU {eXUO'C1'tc. 

TJ 0 't0 AC1lJlO, OU01tVotU ii OUOKOAiu O't11V KU'tU1t00 11, SUA11 (Ol1JlclC1 U11£lOOlOTJJlC1'tOe;) 

.D8l<l�&;tTim ATliji�- _� _� 

H b1uKOTCi] TIl� Ai]\jI1']� «ONOMA ITPOIONTO:E» 
TIl 

Euv {cxuO'£'tc VC11tUpc'tc !-UC1 86O'TJ, 1tUp'tc 'to 1l0 AIe; 'to SUIlTJSchc. Ocr'too'o, cUv 1tA1']crtUKc1 1'] ropC1 YlC1 't1']V 

c1tOIlCVT] MO'T] 


Euv (ftaJIan'jm;TE va 1!a(pVETE TO «ONOMA IIPOIONTOI:» 
Jl1top£i va E TClb£lVcDcrEt 't"v Ka'tUcr'tllOT] TIl� TCue"oi]� ou�. M" 

'tOu <pupj.fuRo1.nJa<;xCD pi<; TC pOmO\)JlEV,,· €YKpl(j"�UTCO 'to.YtaIp.6g9.�j, 

Euv EXE'tE m:pl(jOo'tEPE<; EPWti]OEl� 0XEtlKU JlE TIl xpi]01'] uurO\) tOll npolov'tO� PWtij<nE 'to yl<l'tpo i] 'tOY <pUPJlUKOTCOlO 
cra�. 

4. llISANEI: ANEmSYMHTEI: ENEPrEIEI: 

OTCW� oAa tU <papJlUKa, €'tcrt KUt 'to «ONOMA ITPOIONTO:E» Jlnopd va npoKaA£crEl av£1tl9\)Jl"tE� EVtpY£ l( uv Kat 
bEV TCap01xnut;ovrat crE OAOll� t01)� UV9pcDTCOlle;. 

A u'tEe; 01 UVc1tlWIlTJ'tce; cvtpyclce; 1l1WPcl VC11tC1POU0 lC10WUV 11£ OpIOIlEvce; cruxvO'tTJ'tce;, 01 onoice; 
OpiKOV'tC1I roe; £BTJe;: 

• 1tOAU cruXVEe;: c1tT]p£UKOUV AlyO'tcpO C1no 1 XPTJcr'tTJ moue; 10 
• cruxvte;: c1tTJpcaKcl 1 troe; 10 XPTJo'tce; o'tOue; 100 
• 0 XI cruXVEe;: £1tTJP£a<;£l 1 troe; 10 XPTJcr't£e; o'toue; 1.000 

• omlv1£e;: £1tTJpeU<;el 1 troe; 1 0 XpTt<nee; owue; 10.000 

• 1to,,"u crnUVlee;: e1tTJpea<;ouv AtyO'tePO C11tO 1 XPTJcr'tTJ owue; 10.000 

• 1111 "(Vroo'ti:e;: TJ OUxvo'tTJ'tC1 oev Il1tOpcl VC1 eK'tlllTJScl Ile |UOTJ 'tC1 OtC1(ltcn.llC1 OeOOIJ.f:vC1. 

MEpIKa O1lJI1tTrol-lUTa XPElut;ovTUlaJIE<111 WTPIKl) IPpovTloa: 
EvbtxEtat va 1tap01)crIUOEt£ cr1.lJl1ttcDJlat(l aYYEtoOtbi]llatO�, onw� 
• btoYKroJltvO npocrwTCo, Y AcDooa i] AatJlO� 
• bllaKOAia at1']v KatuTCocr" 
• e"av91']Jla Kat b1)crKoAia crt"v avanvol'j 

I:llXV{;C:;: 
• <;aA11 SEOTJe; 

'OXl O"l)xvtc:;: 
• 	 C1AA.epytKTj av'tiopa0 11 Ile OUIl1t'tcOf.UlLU 01troe; eBUv(ll1IlU, KV1101l0 e;, OlO-yKroo11 OLO 1tpooro1tO, 0 'tC1 X£lA11, 

m11 yArooO'a 
• <;UA11-
• XC1Il11ATt C1P'tTJptC1KT] 1ti£cr11 IJ.C crull1t'tcOJlC1'tC1 01troc; õUA11-
• 'tU<rI1 Al1toSuJliC1e;, op800 'tunKTj At1tOSUJltC1-
• BUCflVIKTj U1tcOA£1U cruvclOTJ0 11e; 
• C1ia9TJJlC11t£PIO'tpoqnie; 
• 	 lOlUh£pC1 Jle1rolJ.f:v11 C11tEKKpt011 ouprov (OTJllclC1 V£q>pIKTje; OUOA.el'tOUpyiC1e;- KC1l C1V£1tUPKelC1C;, oBeia 

V£q>PIKi] C1Ve1tUPK£l(1) 
• C11>1;l10 11 'trov nJlcOv 'trov £Be'tuO'£rov V£q>ptKTje; Aetwupyiue; 
• JlutKoi 01tuoJloi, JlTJ q>UOlOAOYIKOe; KC1pOIUKOe; puSJlOe; (OTJlleiC1 U1tcpKaAIC1lJliue;) 
• K£CfluAUAyiu 
• 	 OU01tVOtU, OUO'KOAiC1 O'tTJV Uva1tVoi] Oe 1>1t'tlC1 (lEOTJ, OtOYKroOTJ 'trov 1tOOlcOV KC1l 'trov KU'tro UKProV 

(OTJJ.ldu KUpOtUKTje; uVemlpKetC1e;) 
• |T]XUC; 



• KOtAtaKO UAYo(; 
• vauTia 
• OtUppOla 
• KonroO"l1 
• ··aouvaflia. 

MTf 'Y"())O"TEÒ 
• cÓuvOllfla 
• KYllO"fl6Ò 
• 	 OtpflanKo tÓuvOll!la XropiÒ KYllO"!l0Ò' !la!;t !It optO"!l£va ano Ta aKoAou8a O"ll!leia T] O"U!l1ITroflaTa: 


nupETOÒ, apOpaAyia, !luaAyia, oWYKro!ltVOl AEfl<paotvEÒ T]/Kat O"U!lnTro!laTa ypinllÒ (O"ll!leia 

opovoO"iaÒ) 


• tÓuvOll!la, nop<pupo-KOKKlVEÒ JCrjAIOt<;, tVTOVO<; KYllO"flO<; (O"ll!leia <PAE1P.OVT]Ò T())V at!lo<poprov ayyeirov 
nou OVO!lU!;tTat Kat aYYEtinoa) 

• aauvij010"Tll at!loppayla Kal !lroAronE<; (O"ll!leia Op0!lÔonEvia<;) 
• !lUIKO<; novo<; (!lUaAyia) 
• 	 nuPETOÒ, Ept010"!l0<; TOU <pupuyya T] tÓtAKroO"tl<; TOU O"TO!laTOr; AOYro A01P.roÓtrov (O"U!lnTro!laTa 


Xa!lllAOU Emntoou AEUKroV atflOO"<patpirov nou OV0!lU!;ETat Kat ouoc'tcpontvia) 

• 	 !1EiroO"T) O"TO Erum::oo Tll<; at!loO"<patpiVll<; Kat IlEiroO"ll TOU nOO"OO"TOu Trov tpUOprov at!loO"<patpirov O"TO 

ai!1U (nou Ilnopei, O"E ÔapttÒ ntpl1r1:roO"El<;, va nupOOOTT]O"tt avatÕtia) 
• 	 aUÓllO"T) O"TO EruntOO TOU KaAiou O"TO ai!la (nou Ilnopei, O"E Ôaplt<; nEptnTroO"El<;, va nuPOOOTT]O"El 

!lUIKOUÒ O"naO"llou<;, !l1l <p1)0"l0AOY1KO KapOtaKO puO!lO) 
• 	 aUÓll<JTJ O"TO tntnEOO TroV n!lrov Tll<; llnaTtKl)<; AE11:0upyiaÒ (n01) !lnopci va unOOEtKYUEl llnanKl) 

PAUPll) 
• 	 aUÓllO"T) (J't0 EnlnEoo XOAtPUOpivll<; aTO ai!la (nou Ilnopd, O"E paplt<; 1tEPt1ITroo"Et<;, va nupOOOTT]<JEl 

KlrpivtO"lla TOU otp!laTO<; Kat TroV o<pOaAllrov) 
• aUÓTJ<Jll (J'ta ErunEoa a!;roTOu o1)piae; O"TO ai!la Kat aUÓllO"ll O"TO Enincoo Tll<; KpwnvivllÒ opou (nou 

Ilnopei va unOOtlKYUEt !l1l <pUo"WAOytKT] VE<pplKl) AEtTOupyia) 

OplO'JlEvEe; aVE1tl8uJlTfue; EvtpYE1E4 JlnopEi va EivUl nlO O'tlxvte; ano o;n <paivETal O''tTfv napanclV()) 

lima, avcl).oya JlE TTfV KaTclll"'taO'it O'ae;: 

• nw auxvu <Jt aO"Oevei<; !It KapolaKT] aVEnUpKEla 

Euv KUnOl(l. aVEn19uJ111'tTf evtpYEla yiVE'tat oopap1], 1] av napa'tllP1]O'ETE KunOla aVETCl9uJlllTTJ EvtpYEla no\) OEV 

ava<ptpETal tnO napov <puno OOTJY1OOV, napaKIll..Ei09E va EV1]J1EPOOOE'tE 'to YlllTPO 1] <papJ1IlKOn010 aile;. 

5. unE NA <llYAA1::EETAI TO «ONOMA llPOIONTO:E» 

• Na <pUAa<J<JET(ll OE 7l€pll nou DEY 10 <p8avouv KCll DEY 10 PA€1tOUV La nlll&o.. 
• MTJv XPTJOl!101tOlEhE TO «ONOMA TIPOIONTOl:» !lETa 1:TJV TJ!lEPO!lTJvla A1']hT]C; nou avaypa<pcTm OTT] 

tauoKEUa<J a. H TJ!lEpo!lTJvia A1']hTJC; dVUl TJ TEA-EUTaia TJ!ltpa TOU !l1']va no"O ava<p{;pEtat. 
• Na !lTJv XPT]0l!l01t0111<JETE TO «ONOMA TIPOIONTOl:» Eo.V 1taparTJPijcrETE 6n TJ auoKEuaoia €XE1"01tOmEl 

iTJ!lill 1'] uno.PXouv OT]!lcta aUoiro<JT)C;. 
• To. <pup!laKa oev nptnEl va anoppinTOvTat O"TO VEPO Tll<; anoxtT(1)O"TJC; T] (J'ta O"Kouniota. ProTdO"TE TO 

rpap!laKOnOlO O"aÒ nroC; va ncTUÓETt m <pap!laKa n01) oev XPctU!;OV1:at mo.. AUTU TO. !ltTpa 00. 
Ô01l0T]0"01)V o"TT)V npoO"mO"ia TO"O ncplpUUOVTOÒ. 

6. 	 AOIDE:E llAHPO<llOPIE:E 



va XpTJcrlj.l01t01Tj90uv 01 avucrtOAeie; tOU 

DpompatO E/lq>paYJla tOU bluolCapbiou 

KapomKiJ avemlplCE1a 

Tt m:plExe1 TO «ONOMA IIPOIONTOI:» 

H OpUcrtlKT] oucriu eivUt 11 pUAcruptUV11 40 mg. 

Tu illu (J1JcrtUtlKU e{vUt 

KUTOX0<; aoEiu<; K'UKAocpop£u<; KU11l:UPUYroyo<; 

TPOIIOI: AIA9EI:HI: 
To <pupj.laKeUTlKo uutO 1tpOfov XOP11yeltUt j.le lUtplKit (J1JvtayT]. 

IIEPIAH'PH TQN XAPAKTHPII:TIKQN TOY IIPOiONTOI: 

1. ONOMAI:IA TOY <l>APMAKEYTIKOY IIPOi'ONTOI: 

«ONOMA ITPOIONTO:E» (JIcA.T]pU KU'I'Cr.lClU 80 mg 
«ONOMA ITPOIONTO:E» (JIcA.Tjpu KU'I'UKlU 160 mg 

2. nOIOTIKH KAI IIOI:OTIKH I:YN9EI:H 

'Eva lCU'I'UKtO 1tepttXEl 80 mg paAcruptUVT]<; 
'Eva KU'I'aKtO 1teplExel 160 mg paAcruptavTj<; 

fta tOY 1tlT]Pll KUt<iA.OYO ""CCov elC56xwv, pl. 1tupuypacpo 6.1. 

3. <PAPMAKOTEXNIKH MOP<I>H 

:EKATjpO Ka'l'UlCtO 80mg: 

:EKATjpO Ka'l'UKtO 160mg: 

4. KAINlKEI: IIAHPO<llOPIEI: 

YnWllim 

8epu1teia 111e; 1ot01ta90vc; unEptucrTje;. 

8Epa1teia KAlVllCa crtageprov ucr9cvrov j.le (J1Jj.l1ttWj.latlKl) lCapOmlCT] uvmaplCE1a it a(J1Jj.l1ttwj.lanKij (J1JcrtOA1Kij 

bllcrA.eltOUPY{u 111e; aptcrtEpl)e; lCotliae; j.leta ano npomputo (12 ropec; 10 T]j.lEPEQ £j.lcppaYllu tOU j.luolCapoiou (PA. -

napaypucpoue; 4.4 lCUt 5.1). 

8epanoo tT]e; (J1J1l1ttWlla'tllCiJe; lCapD1uKite; uVEnu plC£1ae; Otav OCV Il1tOPOUV 

j.lEtU1:p£1t'tlKOV cvi;uj.lou 111e; uyy£lOtcvcrivT]e; (MEA), it we; 1tpOcr9E111 9Epa1teia moue; uvacrtOAEie; MEA 6tav DCV 

j.lnopo1Jv va XPTjcrtll01totTj90llV 01 P-U1tOKAElcrtte; (PA. 1tupaypucpoue; 4.4 lCat 5.1). 



LloaoAOyio. 

Yll8 

llpompato eucppayua lOU guoKapoiou 

KapOLUK1J aVEnUpK£lg 

TpotrOI; ropfrm(J?l( 

ETCl1CA£OV tr1'lPOpOpiel; yzo. w511coi)(; 7rA'lOv(JYOV( 

N E<pJ2ll9'L§uo AErroupyia 

ltA Kat 5.2). 

• 

'œROlJVtotW/1ev11M0"11tvapŔ11Sŕ10U «ONOMAnpOfg1'iT9L»_£ŖvalgO mg Ilia <popa tTtv 11/lepa. H avtlUlIEptaGlKT] 
opam] ql<paviwEtat oucnaattKa Evt6<; 2 E6OO/laorov, Kat 11 /leylot11 ElI{opa011€ntruyXavETalEVToi;,lt £ŗ<Yof1afirov:'ŘE 
OPta/1tvou<; aaOcvd<;, trov olIoirov 11 aptTtptaKT] lIiEa11 OCV €A£YX€tal mapKW<;, 11 M<ITJ /llIopd va aUS110Ei ata 160 mg 


Kat /1€ /lEymtO ta 320 mg. 

To «ONOMA fIPOfONTOL» /llIop€i €lIia11<; va xoPTtYllOEI /lE aUou<; avttUlIEptacnKou<; lIapayoVtE<;. H npOaOT]Kll 

evo<; OlOUPl1ttKOU, OlIro<; 11 uopoXAropoOELUsiOll, Oa /lEIWaEl tTJv aptllPtaKT] ni€all aKO/lTtm:;plaaolEpo a' amou<; 10U<; 

aaOev€l<;. 


L€ KA1V1K6. ataOEpou<; aaOcvd<;, 11 OEpanda /lnopEi T]oll va S€KlvTjaEI 12 WPE<; /lEta to £/l(ppaY/la tou JluoKapoiou. 

METa ano Ilia apX1KT] Mall 20 mg SUo <pOpES tllV TJJlEpa, 11 6aAaaptavll Oa npEnEI va tttAOnOl€hat ota ltO mg, 

80 mg, Kat 160 mg SUo <pope<; tTJv TJ/lEpa KUla t11 OlapKEla trov EnO/lcvrov Aiywv €6lio/laowv. H Mall tvaPSTJs 

napEXETal /lE ,0 OtatpOUflCVO IitaKio lWV ltO mg. 

H flEytaTl] MaTJ atoxo<; dvUt 160 mg Mo <pOPE<; '11v ll/lEpa. fCVtKa, OlJVla,atat 01 aaOcvd<; va <p,avouv otO Enln€oo 

,rov 80 mg SUo <P0PE<; tllv TJ/lEpa aE Mo €6oo/lao€s ano tllV tvapSll '11<; OEpam:ias Kat 11 /lEytatll Mall atoxo<; nov 

160 mg SUo <pope<; tllV 11/l£pa va €1tlWyxaVEtat £vto<; tpuhv /lllVWV, avuAoya IlL tTJv aVOXT] lOU aa6cvou<;. Av 

E/lcpavlotEi 0lJ/l1ttOO/lattKT] unotaaTJ T] V€<PptKT] ouaAEltOupyia, 6a npen£l va ESEtaatEl to CVOEXO/lCVO (lEiroaTJ<; tll<; 

060'11<;· 

H 6aAaap,Uvll /lnopd va XP110"l/lOnOl1l6d a€ aaOCVE1s nou Aa/l6avouv Kal anE<; 6EpanElE<; /lEta to E/l<ppaY/1a tOU 

/luoKapoiou n.x. 6pO/l6OAmIKu, aKEwAocmAuKo..tKO 0SU, 6-anOKA€lotE<;, atatiVES Kat OlOuP11tlKa. 8ev QlJVtotatat 0 

QlJVouacrflO<; /lE avaotOAE{s MEA (PI... napaypu<pou<; ltA Kat 5.1). 


H aSlOA6yf1all tOOV aa6cvwv /l€ta ano E/l<ppaY/la tOu /luOKapOlOu npEnEt navta va 1CEpo..a/lpaV€1 EKti/l11<ITJ t11<; 

VECPPIKT]<; A€ttoupyia<;. 


H OlJVtatW/lCVll MOTJ tvaPSTJS tOU «ONOMA llPOIONTOL}) dvat ltO mg ouo <popts tllV ll/lEpa. H 1CpO<; ta avw 
tltAonoilloll O€ 80 mg Kal 160 mg SUo <pOPE<; tllV ll/lEpa 6a np£nEt va yiVE:tat aE olaOtT]/lata touAaxmtov SUo 
E6OO/lUOwV flEXpl lTJ /lEYlotll aVEKtT] ano tOY aa6cvT] Mm]. ea np£n£l va ESEtawEtat 11 /lE1roall t11s MOTJs tWV 
crurXOPllyoU/lCVOOV OIOUPlltlKWV. H /lEytatll ll/lEpT]Gla 06011 nou EXEt XOP11Y116d Of: KAIVIKE<; 1i0KI/lE<; Livat ta 320 mg 
O£ OlllPllfltvEs MO€I<;. 
H 6aAaaptaVll flnopd va xopllYf:hat /lasi IlL UAAE<; OEpandE<; Yla tllV KapOLUKT] aVE7t!lpKEla. DapoAa autU, OCV 
OlJVtalaTaI O tpmA6<; OlJVouao/lo<; cv6s avaol0AEa MEA, cvo<; p-anoKA€mtT] Kat paAoaptavlls (PI... napaypu<pous 
ltA Kat 5.1). 

H aSlOAOYllo11 tOOV aaO€vwv /l€ KapOLUKT] av€7t!lpK€ta Oa npEnEl mlvta va nEpo..a/lpavEl tTJv €Kti/lTt<ITJ tTI<; VE<ppIKT]<; 
Af:tl0upyia<;. 

To «ONOMA fIPOIONTOL» /l1Copd va ATt<POEi av€suptTJta y€u/1ato<; Kat npE1CEl va XOP11'Yllod /lE uypo. 

L\E XPEIUw€tat npooap/loYT] tTJs ooooAoyias Yla aoOcv€1<; /l€ KuOapall KPWtIViV!ls > I OmIn..Enl0 (PI... napaypa<pou<; 



TIUl01UlQ1KOi aqfjcvEg; 

OJ\lAl1PUIONTO:E»-ocv01NloTuTa 11U10tU 

1

1

1tEpKalIUlUtU 

1

Acr8cvEie; UE unovu1:ptutuiu ij/KUl uno-oYKUlblia 

ETEvWcm me; VE!pptKije; ap1:!Jpiac; 

MELUblOOXEUcm VE<PPOU 

TIpwTonu8iJe; unEDulDocrIEpovlcrl!Q£ 

ETEvwcrn m; UOpTtKU£ Kat blttpOEIDOUc, puAPi8uŜ .. Q1to!PpUKllKfJ U1tEPlpO<P1KU blUOKUp15t01[(l8Et(! 

1

'EK11TWQJll1]£ VE!pptKij(: AEtTOUpyiui; 

1

EE ua8cvEie; �E "mu Ewe; �tIPta TJnUI1K" uvmupKElu xwpie; xolomuaTJ, TJ MaTj ITje; ¤ulaUpIUVTje; 8cv npE11El vu 

u1tEp/3uivEl LU 80 mg.To «ONOMA TIPOIONTOE» UVICVOEl1CV1.lIUl aE aa8EvEie; �E l3aplu TJnaIlK" ou01Ettoupyia Kat 

OE ao8cvEie; �E X0100IUOTJ (/31. 11upuypU<poue; 4.3,4.4 KUl 5.2). 

TjlIKiue;KUTW_IWY J8_EJc9V -A...QYCDtMt:l.'JI.B<;_ 

OIOtXEiWV Y1U TTJV acr<pulEw KUl ITJV a tOIEA.Ecr�aIlKOTTjTa. 

-To«ON iyWXP"crll" (jE 

4.3 AvTEvi)Ei'El(; 

- Y11EpWatcr8Tjcria crTll opamlK" oucria 1) crE Ko.11010 U110 LU EK80xu. 

- BUPIU Tj tallK" aVE1to.pKEla, X011K" KippwGTJ KUl xoA.6crTaaTJ. 

- qElmpo Kat IpiTO Tpi�TJvO J(1)TjcrTJe; (/31. 11apaypu<poue; 4.4. KUl4.6). 

Y 

H IauIOxpoVTJ xpi]crTJ �E cru� tATJPID�UIU Kuliou, KaAt01tpocrLUIWIlKo. OtOUPTJTtKo., unoKaTacrLU1:a aAaTOe; nou 

1tEpttXOUV KUAIO, 1) ulloue; 1tUPUYOV1:Ee; 1tOU �nopEt vu uuśi]crouv 1:a mlnEOu KUAlou (TJnapiVl"] KAn.) ocv cruvlcr1:U1:aL 

ea 1tpEnEt va yiVETUl nupuKoAou8llcrTJ TOU Kaliou onwe; UnUt1:El1::at. 

EE ao8cvElt; �E cro/3api] unovaTpwt�ia i]/KUt uno-oYKat�iu, 01tWe; EKEtVOl 1tOU la�¤avouv U'JITJA£e; McrEt<; 

OlOUpTJTtKooV, �nopEi vu nupoucrwcr8Ei cru�nIW�UTtKij unoTucrTJ crE onuVtEe; nEptnTIDcrEte; IlETa uno lTJv EvUPrTJ TTJ<; 

8EpanEiu<; �E TO «ONOMA TIPOIONTOE». H unovuTptUt�iu "/Kat TJ uno-oYKat�iu np£nEl vu UVUlUX8Ei nptv uno 

TTJV EvUprTj TTJe; 8Epa1tEiue; IlE TO «ONOMA TIPOIONTOE», yw nupME1Y�U �Et6.>vOVIU<; lTJ McrTJ TOU OlOUPTJIlKOU. 

2:E Ucr8CVEi<; IlE all<PoTEp6nAWPTJ crIEvWGTJ TTje; VE<pptK1'j<; upTTJpiue; i] IlE crTEvWcrTJ crE �ovi]PTJ VE<PPO, ocv EXEt 


owmcrTw8Ei 1] ucr<paA.EIU uno TTj xp"crTj TOU «ONOMA TIPOIONTOE». 

H /3puxunp08ecr�TJ xopiJYTjcrTj TOU «ONOMA TIPOIONTOE» crE 8008EKU Ucr8CVEl<; IlE VE<PPOUYYEtUKiJ uni:p1:uGTJ 


O<PEt1ollEVl"J OE ETEponlEuPTJ OTEvWcrTJ 1:1]<; VE<PPIKi]e; uplTJpiue; DCV npOKUA.EcrE crTJIlUVTtKt<; IlEluI30A.Ee; crTTJ VE<pptKi] 


UtilODuVUfltKij, lTJv KpeaTtviVl"] TOU opou, i] 1:l"]v oupiu uillaTOe; (BUN). Omocro, ruOt nupayovIE<; nou EnTJPEUSOUV TO 


oUO!TJ�U pCViVl"]e;-aYYEtOTucriVl"]<;-aAOocrTEpOVTje; �nopEi vu uuri]crouv TTJV oupiu TOU Ui�UIOe; Kat TTJV KpeaTtviVl"] TOU 


opou crE acr8cvEi<; IlE ETEpOnA.EUPTJ cr1:EvwcrTJ TTJe; VE<pptKiJ<; uplTJpiue;, EnOIlEvWe; cruVlcrTUTat nupuKOAOUSTJcrTJ lTJe; 


VE<pPIKiJe; AEtToupyiue; OWV XOPTJYEi'tat l3aAOupTUVTJ crToue; Ucr8CVEl<;. 


qCV unupxEI Eni TOU nupOVTO<; EllnEtpiu yw lTJv ucr<paAi] xpiJcrTJ IOU «ONOMA IIPOIONTOE» OE ucr8cvEii; nou 

uno/3AiJ811Kuv npoo<pUTWe; crE IlE1:a�ocrXEucrll VE<PPOU_ 

Acr8cvEie; IlE npw1:onu8ij unEpuAoocr1:Epovlcr�o ocv np£nEt vu uno/3ATJ80uv crE 8EPU1tEiU �E TO «ONOMA 
TIPOIONTOE», E1tEI81) TO oUcrT1l1lU pCViVTJe;-UYElO1:EVcrivlle; crE UUTOUe; 8cv EtVUl cvEpyonOtTJflEvo. 

Onwe; �E OAU IU UYYE108wcrIUAttKU, CV8EiKVUlat IOIUhEPTJ npocroxi] crE ucr8CVEl<; nou tacrxoUV uno cr1:EvWcrTJ UOpTtK1'je; 

T) �ttpOEl80ue; /3al/3iOu<; i] un0<PPUKllKi] unEpTpo<ptKT) �uoKup8tOnu8EtU (HOeM). 

qE XPEtasETat npocrup�oyi] TTje; oocroAoyiue; ym ucr8cvEie; �E Ku8apGTJ KpeaTlvlVl"]e; > I Oml.JA.EnTo. Enl TOU napoVTOe; 

DCV unapXEl E�nElpiu ym lTJV acr<paAi] xpiJcrTJ crE ucr8EVEie; �E lCu8uPGTJ KpeallvlVlle; < I OmlJA.Ento Kat crE acr8CVEie; nou 

uno/3UM.oVlat crE Ulllo01UAlcrTj, Eno�EvW<; TJ l3aAO"upTuVTJ 8a np£nEI vu XPTJcrtllOnOtEiTat IlE npocroxiJ crE aUTOUe; TOUe; 

aa8cvElt; (/3),.£nE tapuypu<pou<;4.2 KUl 5,2). 

http:IlEluI30A.Ee


HnaTlI9't.fu!QA�I!Q1>QyiQ 

Kin)<JU 

JlEAiIRA 

np6mparo EgC(Jpa'Ybta rou l!-DQ1Capoi()!1. 

fCap01alCn uvEnuplCEta 

.deY lTVYlImlraz n raVTOUJOVY :mizrm 

UlU.U .. "'U 

1:E aoecvEie; pE ilma twe; ptTp1a 11naTlKil avcnupKEta xwpie; XOAOoTao11, ro «ONOMA TIPOIONT01:» nptnE1 va 
XPllOlponolEirat pE npoooxit (I3A. napaypuq>oue; 4.2 Kat 5.2). 

.-H-xpilo11·rwvav:cayroYlOrwYJIK!l'Y)'El()Ta(J!y!\e;.!I(t\]lRA) ocv ea nptnEl va WEK1VU Karu T1l OlupKE1a rTJe; 
E')'KllpomJV11e;. EKToe; EaV 11 (JUVEX1s6PCVTJ eEpanEia eEwPtl9ETanapair11TT1, '01 aoeiVEic; "nov 
npoypaJlJlarisouy E')'KUJlOmJV11 ea nptnE1 va aAA.aWouy OE CVaUaKTlKte; avrnJnEpraOlKte; eEpanEiEe; 01 onoiEe; txoUY 
Kae1Epwptvo npo<piA aO<pUAElae; Y1a xpilOTJ KaTU TTJV E')'KllJlOmJV11. Drav olayvword €,),KllPOmJV11, 11 eEpanda JlE 
AllRA ea nptnEl va otaKOnrEral apEOWe;, Kat, E<p6oov anatrEirat, ea nptnE1 va WEK1VUEl Jlta EVaUalCTlK1') eEpanEia 
(I3A. napaypu<poue; 4.3 Kat 4.6). 

o (JUvouaoJlOe; KanronpiATJe; Kat l3aAOapTaVTJe; OCVtOE1l;E KunOlO EmnAtov KAlV1KO 6<pdoe;, avrieETa0 KivoUYoe; 

aVEmeUPTJTWV CVEPYE1WV aul;l1911KE OE mJYKpl<JTJ JlE TTJ eEpanEia pE KUeE tva anD TIl <puPJlaKa WEXWP10TU (PA. 

napaypu<poue; 4.2 Kat 5.1). EnopEvwe;, 0 (JUvoua<JJlOe; paAOaprUVTJe; JlE KanOlo aVUGTOAEa MEA ocv (JUv1<JTaTaL 

H tvapl;TJ T1le; eEpanEiae; <JE aoecvEie; PETU ano EJl<ppaYJla 'lOU JluoKapoiou ea nptmrt va yivErat JlE npoooxit. H 

al;lOAO'Y11oTJ nov aoecvwv JlETU un6 tJl<ppaYJla rou JluOKapo[ou nptnEl nUVT(l va nEpllaJlPUVE1 EKrip11<JTJ T11e; 

VE<PP1Kije; At:l1:oupyiae; (PA. napuypa<po 4.2). 

H XPijo11 rou «ONOMA TIPOIONTOI» OE a<JecvEie; JlETU an6 EJl<ppawa TOU JluoKapoiou oOTJyEi (JUvijewe; OE 

Kanolou l3aeJlOU JlEirocrTJ TTJe; apT11P1aKile; niwTJe;, aUa (JUvijewe; ocv analTEhat omKoniI TTJe; eEpanEiae; El;mTiae; 

GUVEX1sOJlCVTle; (JUJlnrroJlaTlKije; un6Ta<J11e; JlE TTJV npounOeWT] 6n T1lPouvrm Ol OOTlYiEe; <JXETlKa JlE T1l ooooAoyia (I3A. 

nupuypa<po 4.2). 


L£ uoO£v£ih fl£ KUPOtUl(ll uv£napK£tU, 0 TpmA.o<; OUVOUUOflo<; £vo<; UVUOTOA£U MEA, £vo<; g-unOKA£tOTi] 

Kat 'lOU «ONOMA ITPOIONTOL» o£v EX£t o£icp KAtvt1(O ocp£A.OE (PI.. nupuypucpo 5.1). 0 oUVOUUOfloE 

UUTOE £fl<puvroC; uusav£l T OV Kivouvo ym av£mOUflTJTa OUflpaflaTa Kat ouw;nroc; o£v OUVtOTaTUl. 

ea npen£l va OlV£rat npoooxi] OTav apxit;£t TJ O£pan£ia O£ acrO£vEic; fl£ KapOtuKi] av£nUpK£la. H 

aSlOA.OYT]OTJ TroV aoO£vrov f.1£ KapBtaKi] av£nupK£ta npen£t nuvTa va n£p11af.1gav£t £KTiflTJ<JTJ TTJC; v£CPPU(i]c; 

A.ElToupyiac; (PI.. napaypacpo 4.2). 

H Xpil<J11'wu «ONOMA TIPOIONTOI» m: acrecvEie; JlE KapotaKil aVEnaPKEla oOTfYd oUYijeroe; crE Kanmou paeJlOU 
JlEiwcrTJ T1le; upTTJptaKije; niEcrTJe;, aUa (JUvijeroe; OCV anatTEhm OlaKonij TTJe; eEpam::iae; El;atTiae; GUvEX,H:;OflEVTJe; 
GUfl1tTWflUTlKije; un6raoT]e; flE T1lV npoun68EcrTJ on TTJpOuVrat Ol OOTJyiEe; <JXET1KU f.l£ T1l oocroAoyia (PA. nupuypa<po 
4.2). 
IE aoecvEie; moue; onolOUe; TJ VE<pptlCi] AElTOupyia Jl1roPEl va El;apTUTat ano TTJ opacrTTJKOr11ra TOU GUmijJlaTOe; 
pcviVTje;-a'Y')'ElOTaoivT]e; (n.x. acrecvEie; IlE cropapij GUfl<pOpTJTtKij KapotaK1') aVEnupKEla), TJ eEpanEia flE avaOTOAE1t; TOU 
flETaTpEnTlKOU CVSUIlOU TIle; UYYElOTacrlVTJe; EXEt GUOXETlmEi JlE oAlyoupia ij/Kat npooOEmlKij asw8atJlia Kat crE 
<JnUVtEe; nEpmTwcrEte; flE ol;da VE<PP1Kij aVEnupKE1a ij/Ka1 8UVaTo. Kaewe; TJ paAcrup-ravTJ Eivm anOKAE1crTije; TWV 
unoooxtwv 1:TJe; a'Y')'EloraoivTJe; n, OCV IlnopEi va anOKAEl<JTEi on TJ xpijoTJ 'lOU «ONOMA I1POIONTOI» flnopEl va 
aucrxETlOTEi flE EKnTWcrTJ TTJe; VE<pptKije; AE1TOupyiae; . 

Af(J1O 

AvaCrTpt\jllJlEe; aul;ijcrEle; mte; (JUYKEVTpwcrEte; Aletou 'lOU opOU Kat rOl;tKOTTJTa EXOUV ava<pEpeEi KaTa T1l 
TaUTOXPOVTje; xpijcr11e; avacrToA£wv MEA. Aoyw TTJe; tUE1'llTJe; EJlnctpiae; flE T1lv TauroXPOVTJ xpij<J11 PaAcrapraVTJe; Kat 
A.lBtou, 0 GUvouacrfloe; amoe; ocv GUVt<JTUTat. Euv0 (JUvouuaIlOe; anOOEIX1:Ei unapaiTllTOe;, (JUVlcrTaTal nPOOEKTtKil 
nupaKoAou6TJall nov E1tm£orov Aleiou crTOV opo. 

Kal1011:pOamTI1VTlICa blOVprrWca, lTV/111:).,11PW/1am Kalfov, V11:0KaTaamra a).,arOi;;, 11:0V 11:EPlfXOVV KrulO Kal ille<; 

OV(Jfl1<;, 11:0V J111:0pef va avc;r,aovv ra E11:f11:l1ba rov Kaliov 



H XPT]OTJ AIIRA aV'It:Vbt:iKVmat KCl'IU TO bt:U'It:pO Kal 'Ipho Tpi�T)vo 'IT)C; KUT)crT)C; (PA. reapaypucpo'llC; 

llpoeJor,z mram;iTal W: ravrowovn wnan 

TaAOVl}U 

Euv KrurOlO cpap�aKt:'llLlKO repoi:ov reo'll t:re1]pEui;E1 La Erein:Eba KaAio'll OEropt:hUl areapah1]'Io va A1]cpOEi OE (J1)Vb'llaO�O 

�E T1] paAOap'IUV1], (J1)V10'IU'Ial repooEKLlKi] reapaKOAou01]01] 'Irov t:mreEbrov AIOio'll <no reAUo�a. 

• Mll ;;;;;'p-;;i:�� (;;rupicypovdJJii cpapflaKa (MIAC/J),7JVpm:,pliopf36.vovraC;CK).EXT/KOVS-UVUCJTOAE:ipovCOXo2, 

UKCrvAO(JaAIKVAIKO oc;-b > 3 g/llflCP'IeJimC;, Kal WI CKACKrlKQ. MEA C/J 

'OLaV 01 aVLaYrovlO'I€X; 'I1]C; aYYElOLaoiv1]C; II XOp1]YOUVLal m'll'Ioxpova �t: MEA <I> , �reopd va t:�cpavlcr'IEi E6acrOEvlOT) 

'I1]C; aVLl'llreEp'Iacr1Ki]c; bpaO"T]C; LO'llC;. EremMov, T) La'U'IOXpov1] xpi]cr1] 'Irov aV'IClyrovmTwv T1]C; ayyt:lOmaiVT]C; II KUl 'Irov 

MEA<I> �reopt:i va OblJYi]crt:l crt: a'll6T)�Evo KivbVVO t:mbdvrooT)C; LT]C; Vt:CPPlKi]C; At:lLO'llpyiac; Kat aU6T)crT)C; 1O'll KaAio'll 

tou opou. Ereo�Evroc;, (J1)V1cr'Ia'Iat va yiVE'IUl EAEYXOC; 'I1]C; VECPPlKijC; MlLO'llpyiac; cr'ITjv apxi] 'ITjC; Ot:paret:iac; KaOwc; Kal 

EreapKi] EVllbU'Irocr1] 'Irov acrOEvWv. 

JlUa 
"EE �t:AELt:C; u111]Mmbpacrt:rov �E paAcrap'IaVT], bt:V ppi:01]Kav aM1]Mmbpacrt:1C; KA1V1Ki]C; cr1]�acriac; �E puAcrap'IUV1] i] 

�t: oreOlabijreO'IE areo LlC; aKOAO'llOt:C; O'llcrit:C;: m�t:'IlbiVT], papcpapivT), CPO'llpoat:�ib1], blyO6ivT), a'It:VOAOAT), 

IVbo�t:OaKivT), 'llbpoXAropoOEmi;ibT), allAobmivT), yKA1pt:VKAa�ibT). 

4.6 KUTJoTJ Kat yw..ouxia 

H XPT]crT] 'Irov avmyrovu:nwv HIC; ayyt:lO'IacriVT)C; II (AIlRA) bEV (J1)V1cr'I(l'Iat Ka'IU 10 repw10 'Ipi�T)vO TT)C; KUT)O"T]C; (PA. 

n:ap6.ypacpo 4.4). 

4.3 Kat 4.4). 

Ot EmbT)�loAOY1Ki:C; t:Vbt:i6t:1C; crXt:LlKa �t: TOV KiVbVVO 'IEpa1OYEvt:O"T]C; Eret:tm areo EKOEcrT) crt: avao1OAt:ic; MEA Ka'IU 10 

n:pW1O 'Ipi�T]vo 'IT]C; KUT]crT]C; bt:V i]'IClV areobt:1K'I1KEC;, ro<nocro, ot:V �n:opt:i va areoKMmTd Kareom �lKPT] aU61]OTJ 'IOU 

KlVbUvo'll. Av Kat Ot:V 'lln:apXovv EMyxO�t:Va t:m01]�10AoY1Ka OEoo�Eva ym TOV KivotlVO flE 1OUC; AURA, reapo�olol 

KivbUVOl t:VOtXt:ml va ureapXouv ym auLi] 'IT]v 'IU61] cpap�uKrov. EK'IOC; t:av T] (J1)VEX1SOIlt:V1] Ot:paret:ia Ilt: AURA 

Ot:ropT]Od areapahT]'ITj, 01 acrOt:Vt:lc; reo'll repoypall�aTiSouv t:)'KtlllocrUVT) Oa repEret:1 va aMu6ovv crt: t:VullaKLlKtc; 

aV'IlUreEpmmKi:c; OEpareEit:c; 01 oreoit:c; EXOUV Ka01t:proIlEvO n:pocpiA acrcpaMm ym XPT]crT) KCl'Ia T1]V t:'YKtl�ocrUVT). 'O'Iav 

btayvro(J'IEi t:yKtl�ocrUVT], T] OEpareEia Ilt: AURA Oa reptreEl va bmKoreTt:mt alli:crroc;, KUl, Ecpocrov areal'It:ha1, Oa repEreEl 

va 6t:KlVat:t Ilta t:VaMaKLlKi] Ot:pareda. 

'EKOt:O"T] areo LT] Ot:pan:Eia Ilt: AURA Ka'Ia 'IO bt:1J'It:pO Kat 'Ipho 'IpiflT)VO t:lVat yvrocr'IO OLl repOKaAt:l t:1li3pUO'IO6lKOTT)m 

crLOV avOproreo (llt:lroflEv11 Vt:CPplKij Ml'Ioupyia, OA1YODOpaIlVlO, KaOucrTt:P11IlEvT] ocr'Iwreoi11OTJ TOU Kpaviou) Kal 

VWyvtKij 'IO6tKO'I1]'Ia (Vt:cpplKT] aVEreapKt:ta, ureomO"T], uret:pKaAtatflia). BMreE miO"T]C; reapaypacpo 5.3 «TIPOKAlV1KU 

Ot:boflEva Y1a LT]v acrcpwta». 

"EE n:Epirc'IroOTJ reou 11 EKOt:OTJ crt: AURA EXEl (J1)IlPd areo 'IO OEU'It:pO 'IpillT]VO T11C; KU11OTJC;, (J1)Vlcr'Ialal va 

repaYlla'IOreOlT]OEi uret:pT)xoypacplKoc; EAEyX0C; 'ITjC; VECPPlKi]C; AEl1oupyiac; Kat TO'll Kpaviou. 

BPECP11 'Irov oreoirov Ol IlT)lEpt:C; EXOUV n:apt:l AIIRA Oa n:pi:n:El va reapaKOAouOouvml crlt:Va Y1a ureomcr1] CPA. micr1]C; 

rcapaypucpouC; 4.3 Kal4.4). 

E1tt:toT] bt:V un:apxouv OlClOEOlIlEC; reA11pocpopi£C; crXETlKa IlE '11 XPT]O"T] 11]C; puAcrapluVT]C; KCl'Ia 10 OT)AacrIlO, 10 

«ONOMA llPOiONTO"E» ot:V (J1)VtcrlU'Iat Kat t:VaMaKllKEC; Ot:paret:it:c; IlE mo Ka01EprollEva repocpiA acrcpw1OC; Kant 

10 OT)"acrflo t:ivat repoLllloTt:Pt:C;, t:t01Ka Ka'IU 10 01]A.acrflO t:V0C; VWYEvv1]10U T] nporopou PPEcpOUC;. 

4.7 ETCtOpaoEll; OTTJV tKClVOTTjTCl oOtlYTJOl)3 KClt Xt:tpt0110U I1l)XClvcbv 

1It:V EXOW yivt:l Ilt:Mlt:C; yta llC; Emopacrt:tc; cr'ITjv 1KavotT)'ICl ooiI'Y1]oT)C;. Kala t1]V OOT]yT)O"T] oXT]�atOC; i] to XElptcrllO 

llT]xavwv, 1tpbm va Aafli3uVt:'Iat ureo'l'1] 011 reEpt<namaKa Il1tOpEi va EIlCPavlcrOt:i sa"11 i] Konrocr1]. 

4.10 AVt:TCtOiJl1l)Tt:3 EVi:PYEU;3 



' Y.gJCQ 

aaov'tUl UVU aUXVOTT]!a, Jl£ npw'tT] 'tT]v mo auXV1l, XPT]alJlOnOH:OV'tU<; 

KU'tU cp9ivouau a£lpu ao°up6rT]!a<;. 

AE<l> Kat £11:0JlEvWs UVucptPOV'tat JlE auxvo'tT]'tU 

. �_. 

EVII£.. 

.. 

:J(AJVJ¥t<;JIE1-®T§<;LJ1_E'tU1:T]V 
KUTT]yopiiio'pyavou 

'--. 

AlaTupulEC;; al/101tOll]TtKoiJ A£¢¡lKOil C5UUTtl/laToC;; 

I L atllUtOKElJ, Ouo£t:£ponEViu, 8[JO/lpOnEViu 
bAIUTupaXES UVOG01l'Oll]TlKOiJ (JUGTTJ/lUTO, __ � 

Ml] yvroC5tts .TI1IEpEUata9T]aia C5UllnEetAUIl:UVO/l£vTjS T1]<; 0E,<:,vocriu<; 
�WTa�ulE5 !!£Ta�oAtG/loil TI)C;; e(!E�!1S 

MT] yvroatts I AUS1]a!l tTju..oĿ£pueeiVl]"; oeOU 
AIUTapUIEC;; ro.l'6S lu�upiveou 
'Ox.1 C5UXVtS l 'IA1YYoS 

�1Y£lUKE5 OlUTU(!UXES 

r----M lJ yvroatts I Aly£tittOU 
AlaTupulcC;; (JUa!1JI1UTOC;;, 96:1jUKU Kat !!£aoeroea.�lOU 

'OX1 C5UXVtS BijxuS 
paXES yaaTpEvTEP1KOll 

'OXl auxvt<; 
AtaTUpaXtS 1']1I'aT05 �l1)�6�rov 

AlaTa�alts i5te�aTos U1I'006�lOU 

r--MT] yvroC5ttL 

I K",1101," UA:yOC; 

I 

I AYY£lOoiorl/la, EStlv9!]JUl, Kv!)cr).1oC; 

-� 

.� 

-� 

AlaTapalcs CJUG!1J�aTOS �yvro()(ts I MuuAytu 
AlaTa.e. ts V&tpp6:lv oupo¡6prov � " 
I . KpEfltlViv1]C; pou 

I �
. 

pllxte; T1]S Xoptjy,	 
L9.XlŀŁ . . ___ --'-l_K_o_1[łro_aŃlJ'__ _______ __ � ______ ___'. 

1:£ £A£yx61l£v£<; KAlVtKt<; 1l£A€t£<; a£ aa9EV£\,<; 11£ l.m:tptaaTJ, ta mlVoA1KU 1[Oaocrto. EIlCPo.VlC5TJ<; tCOV uV£1tl9UIlTJtCOV 
£Vq:ry€lcOV (AE<I», ijmv C5UYKpiC5lIlU 11£ UDtU tou £lKOV1KOU qJUPIlUKOU Kat ijtaV C5UVE1Iij 11£ tTJ qJapllaKoAoyia tr1<; 
ńaAaUptaVT]<;. Tu 1[OaOato. £1l<po.VlC5T]<; tCOV AE<I> OEV to£l8UV va C5Uax£tioovtat  ll£ TI) ooaoAoyia ij tT]V 01o.PKElU tT]<; 

. 9£punEiu<; Ka1 miaT]<; O£V EO£ĽUV VU C5Uax£tľOVtU1 1l£ to <pUAO, tTjV T]A1Kiu ij tTl cpu'ATJ. 

; Ol.AE(lurou.uVUlp£pOUKU- KlllCAOcpopiu TOU npo'i6vTO<; KUl uno 

£P'Yu<nT]pIUKU euP1lJlUTU nupOU(JlU¯OVTUl (HOV nupUKUHO nlvuKu mYJl(p cova JlE 

aU<JT1l JlUTO<;. 


01 uVEm9UJlT]'t£<; EVtpY£lE<; KU'tU'tu 
'tT]V O.KOAou6T] auv61llCTj: nOAu auxvt<; (9 111 0), auxvt<; (8 III 00 tw<; <1/10), 0X1 auxvt<; (:::: 1/1.000 tw<; 
<111 00), anuvIE<; (9 III 0.000 tw<; <111.000), nOAu anuvlE<;( <Ill 0.000), auJl7IEPtAUJl°uvoJltvwv 
JlEJlOVWJlf;vWV uvucpoprov. Ev'to<; Ku9£ Ku'tT]yopiu<; auxvo'tT]!a<; EJlCPUVtaT]s, Ot uVEm6uJlT]'t£<; £vtP'YEl£<; 
KU'tU'tU()(JOV'tUl 

flu OAES Tls AE<l> nou uvUcptp9T]KUV Jl£!U 'tT]V K1JKAocpopiu 'tou npolovTOs xm uno £P'YuarT]ptaKU 
£uP1lJlu'tu, OEV EiVat ouvu'to vu laxiJaE1 KunOlU auxvo!TJ'tu 
«JlT] yvwaT1l». 

TOU KUl TOU 
Ml] yvCOCrtt<; MdcoaT] crtT]V a1/loaqJatpiVTj, MdcoaT] mov 

TOU . 

' 
. 

_ _ 

TOU Kat 

TOU Kat TOU 
. 

-. -
. 

TOU UVU1I'VEUGTlKOll TOU TOU 

. . 

A 1IITa TOU 

TOU Kat TroV 
MT] yvroC51:tS 

TOU Kat TOU taTOll 

Au8T]aT] lroV ttllcOV lTJS l]:n:UttKij<; A£lTouPY{u<; 
. 

J;1l�£PtAaIlPavolltvT]S tTJ<; aU8T]aT]<; TT]<; XOA£pu9piVT]<; 
o ou 

TOU pUOGKEA£T1KOll Kat TOll CJUvI5ET1KOU lUTOU 

. . .� 

TroV Kal Trov o156:1v . . . . MT] yvcocrtt<; N£qJptKij uv£n:o.p
£lU KUI DuaAEl'toupyiu, A u8T]aT] IT]C; , 
0 .�-. 

t�lI!Ta 

. . 

Kal KaT{l(JTo:aElS OOOll 

To npo<ptA aaqJuAEiu<; 1[OU nupalTJpEitUl a£ £A£yx6/lEV£<; KAlv1KtC; /l£A€1£<; a£ acrOEVd<; Il£ta. uno t).1qJpUYIlCI lOU 
lluoKapOiou Ņ/KUl KUP01UKT] uv£na.pK£la OlU<ptPEl uno 10 C5UvoAlKo npotptA ucr<paJ..eiu<; n:ou nupuTTJP£ltat a£ 
U1[£pTaC5lKmJ<; ua8EVde;. Auto EVOEX£lat vu crX£l{o£lUl ).1£ TTJV UnOK£l/lEVT] voao TroV aa9EVcOv. 01 AE<I> nou 



_Y_n_ Ep,-K_NO�1f.!5a

KiJ UVEmlpKEta 

_______ v-
K

-
v-

-O

-
0p6provo()rov 

KatT1]S 6pt\j1T]C; 

t-·QXLcru.CXV.:...;E:c:i· S'--� ___ _ ___ t"1 
· . 

MT) YV(()CJTE.S ..... _M__ . ' Ail9]CJT) TT}S XOPEpu9pivlJS opoil 
� AlUTU U tc; TOll VElJPIKOil UlJ(j�� _____ .--t __ ___ _ 

'01 
AUlT!lpUXEC; (()TOS AUPllp{v(01) 

In xt cruxv s _ Ii� __ _ 

KUeOtUKtC; Ol(l"t'Uea ¡ 
I nXt cruxvts _=> 
! AUElaKtc; OlUTUPUXES 
11:1) EC; 

____ ...... I _K_a-'pc-b_ta

r-=��2.------------.----

f-=:"=.:..=Jc.=.!=..::..T()¢lj1IOTOS lO£1J..I£{i¤v 
)'V(()?@ 

__ __ I nOlam" Op90CnaTtKij unotamJ 
=-r;i\YYEliTtOa -------

!-=:..:.=.=.!::.::::.t:..::.L'!'Il.ll otPlloTOC; ll1IoMpWll l<1 . ..cT..;..o-'-il-, ____ ._____ ______ _ 

I
I AIYEtooiOQ __ · ____ · ______ l 

roUTE _RESTu_·v_9UTJVfl_a,WK_VQXUYfl_6Z£[\ __ N _______ __ 

AluTa aXEC; TOll ¥ll¦KEAET§I:I.¨ UlJo"ri]IlUTOC; Kat TOll UlJV()ETtK_O_ ll_' _u_Tro_il _ 

MTJ )'VroUtES I MlJ(lA')'B 
©--ª«¬--­ro-'--a-t-T-ro -uL . ____ . L ______ _ 

:EU!ln1{Ouala 

OUUAE110upyia 

GEpanEi!,! 

napU1:Tjpij9TjKav crE acr9EVEi<; flE1U ano Efl<ppaYfla lOU flUOKUpbWU ij/Kat KUpblaKTJ UVEnUpKEta KUlaYPU<pOVlat 
napaK(lT((): 

METa U1IO Ep.lJlpuyp.a TOU p.llOKapoioll t]/Kat KapOlaKt] aVEmipKElU 

ETU OA.tUlloiJ 

: 

:Eu t 

TOll Kat TOll 
(;

• 

! _ _ ____ J 

M 

Kal TUW 
M 

. _ . 
. 

Y 

Kat TOll . 
__· 

. . . . . ___ . ____ .K __ ..__ 

NE tK' aVEmlpKEta Kat 
O´Eia VE<PPIK1l aVEnapKElU, A il´TjUTj TTj£ KPWllVIVlJ<; 

I 
---.-J 

4.9 Ym:poo<1oA.oyio 

YnEpbouoAoyia flE «ONOMA fIPOIONTO:E» [lnopEi va KaTUI-11́ Et UE a´tocrTj[lEiroTTj unoTaUTj, Tj onoia [lnopEi va 
ObTjY1lcrEI (JE [lEl(()[lEva Enim;ba cruYEioTjcrTj<;, KUKAO<pOPIK1l KUttPPEt'l'TJ iJ/KUl KaTOnATj´ia. 

Ta 9EpanEU''ClKa [If:Tpa E´apl!bvTat ano TO lPOVO TTJS 1-11'1'Tj£ Kall0V runo Kat TTJ µapilTTjla T(()V Ollflnl(()fluTroV. H 

crTU9EponoiTjUTj TTj£ KUKAO<POPIK1l£ Ka1-(LcrTUcrTJC; EiVat npfDTUPX1K1lC; (JnOUoatOTTjTUC;. 

Euv napoumacr9Ei unolacrTJ, 0 acr9EV1lC; npEnEI va Tono9ETTj9El crE ilnTta 9EcrTj Kat va yiVEt blOp9rocrTj lOU OYKOv TOU 

aiflUTO£. 

H f3aAcrapluvTJ EiVat anieavo va a<patpE9Ei [lE atflOKU9apUTj. 




11 <J1JXVOtT]1U LOU 0cpuY/lou. 

Yntp1Ucm 

5. (J>APMAKOAOrIKEI: IAIOTHTEI: 

5.1 (J>UPpIUKOOllVUpI1K£S lOlOT11T£S 

IDUp\UK08Epun£U11KTJ KU1TJyopiu: AV1UYOWI01£<; 1TJ<; UYY£101UOivTJ<; II, KWOtKO<; ATC: C09CA03 

H /3uAOUpra.VTJ EiVat EvU<; uno 10U 010llu10<; ev£PYo<;, tOXupo<;, Kat £tOIKO<; UV1uyroVl(HTJ<; unooox£rov 1TJ<; 

uyy£t01uoivTJS II (Ang II). śpu £KA£K11KU OTOV unowno AT ,10U unooox£u, nou £lval l)1[£u8uvo<; ylU 11<; yvro01£<; 

Opa.O£l<; 1TJ<; UYY£101UOtVTJC; II. Tu UU]TJ/lEvU £1tin£ou TTJC; UYYElO1UOivTJC; II aTO nA,a.0JJ.u, AOYro 10U unoKA£tcr/lOU 10U 

11noooxtu AT, W: TTJ PUAOUP1UVTJ /lnopEi vu OltyEipOUV 10V IlTJ unoilitcr\Evo uno/)01£u AT2 0 onoio<; £/lcpuviM£Tat vu 

UV1101U8\U;EI111 OpUOT] 1011 unooox£u AT,. H /3uAOUP1UVT] oev £/lCPUViM£l KU/lIU IlEplKTJ UyroVI011KTJ opuoTJ 010V 

11nooox£u AT I Kat £XEl nOAU /lCYUAU1£PTJ 1TJIlIKTJ <J1JYYEv£ta (n£pinou 20.000 CPOPEc;) ytu 10V unooox£u AT 1 uno 0,11 

ylU 10V 11noooxtu AT2• H PUA,OUp1UVTJ OE 0£cr/l£UE1Ul /l£ TJ unoilii£l UA,A.ou<; unoooxEic; 0Pllovrov TJ U11A,OUC; 10VTroV, 

nou EiVat yvrocrTO( ylU TTJ onOUOat6TT]1a. TOUC; 01TJV KUPOlUYY£IUKTJ pU81l1<JT]. 

H /3UA.oupruvTJ oev UVU01£MEI 10 MEA (YVWaTO £n(oTJ<; OUV KIVWa.OT] II) nou /lE1U'LpEnEl 11']V UYY£101UOIVTJ I O£ 

UYYEI01UOivTJ II Kat unooollEi 11'] P pUOUKIViv1']. Ku8roc; oev umlpx£l £nlopu<JT] 010 MEA Kat Evioxuo1'] 11']C; 

PPUOUKlVIVT]C; TJ 11'] C; OUO(UC; P, 01 UV1U)'roVtcr1tc; TTJC; Uyy£tOTUO(V1']<; J] Eivat unteuvo va aXE1iMoVTat /l£ 10 PTJXU. E£ 

KAIVIKtC; OOKlll£<;, onou 1'] PUA,OUP1UV1'] <J1J)'Kpte1']KE /lE EvUV UVUOTOA.£U LOU MEA, 11 auXVOT1']TU EIlCPa.vtcr1']C; TOU ]1']pOU 

PTJXa TJTUV 01']IlUV11Ka. 1l1Kp6TEpTJ (p < 0,05) O£ uo8evEi<;, nou unOpA,TJ81']KUV OE 8£panEiu IlE PUA,OUP1UV11 uno 6,11 O£ 

£KEivouC; nou unOpA.TJ811Kuv O£ 8£punEiu IlE EvUV uVUOTOAtU LOU MEA (2,6% EvUvn 7,9% UVTiaTOlXU). E£ /liu 

KAIVtKTJ OOKIIlTt u08£vrov 11£ l010PIK6 ]TJPOU PTtXU KU1o.TTJ olllPK£ta 8EpunEiuc; /lE avtl010UU LOU MEA, 10 19,5% 

10W aT61l{J)V 1T]<; OOKIIlTJ<;, nou tA.UPUV /3tlA.OUP1o.vTJ KUl TO 19,0% EKEivroV nou l£TtPav EvU 8£lUM101KO OIOUPTJTlKO, 
dxav PTtXU O£ oUYlCPI011 11£ 1:0 68,5% £Kdvwv, 1£0U Ul£OPA.Tt811KUV OE 8£pum:iu 11£ tvav UVUOTOA.£U LOU MEA 

(p<0,05). 

H XOPTJrTJ011 TOU «ONOMA IlPOIONTOE)) OE aa8EVEic; 11£ 11l£tP1U<JTJ tXEl OUV unOT£A.£crllu TTJ IlEiro<JT] TTJC; 

UP111PtaKfJC; l£l£Ol1C; XropiC; vu En11Pw08d 


E10UC; n£ptcro01:£POUC; u08evdC;, 11£1(1 uno XOPTJYTJ011 £CPcll£U] MOTJ<; u1£6 TO 0161lU, 1] tvuP]TJ 1TJ<; uvnUl££ptamKTJC; 


opuoTJ<; qt(pUVŜ£1Ul /lEOU OE 2 rop£<; Kat TJ /l£YIOtT] /ldW<JT] 111<; UP1TJPlUK1)c; l£i£oTJ'i E1tlWrxo.V£1tll /lEOU O£ 4-6 rop£C;. 


H UV11Ul£EPTUOlKTJ opo.oTJ otapKd ylU n£plooo1£P£C; Ul£O 24 rop£<; 11£10. 1TJ XOpTJYTJOTJ TTJ<; MOTJC;· KtlTU 1TJ XOpTJYTJoTJ 


£nuvuA,UJ..lPUvollevTJC; OOOOA.oyiu<;, TJ uV11un£pTuoIKTt opa.<JT] £\CPUViM£Tat OUmUOTlKO, EVTOC; 2 £POO/la.OOlV, KUl TJ 


IlEytOTTJ EniopuoTJ EmWnclVETUl ev10<; 4 £POO/laOOlV Kat OlU1TJp£hat KUTa 111 OUiPKEta /lUKPOXPOVlUC; 8Epundu<;. EE 


(J1JVOUUOflo \£ UOpoXA.ropo8EluMio11, Emwrxo.v£1at 0l1/lUVTIKTJ £1£t1tp008£TT] /lEiroOl] tT]C; UP1T]ptaKTt<; 1£(£01']<;. 


H an6TOJ..l1'] OlUKOl£TJ LOU «ONOMA IlPOIONTOE)) OEV EX£l (J1J0X£1108d IlE um::pmOlKTJ UVUl£TJOTJOTJ (rebound 

hypertension) TJ IlE 6.Uu uVEm8ull11Tu KAtVIKo. <J1JIlPUv1U . 


.EE unEptaOlKOUe; aaOEvEie; IlE bla�fJ'tTJ 'tunou 2 Kat 1l1KPOAEuKrolla'tlVoUpill, TJ PaAaap'taVTJ EXEI cpavEi on 
IlEIWVEI'tTJV aneKKplOTJ 'tTJe; AEuKrolla'tiVT]e; am oupa. H IlEAE'tT] MARVAL (lleiroaTJ 
1l1KPOAEuKrolla'tlVoupiae; IlE �aAaap'taVT]) ac,lOAOYTJaE TTl IlEiOlaTJ 'tTJe; anEKKplOTJ TTJe; AEuKrolla'tivTJe; O'ta 
oupa (UAE) IlE paAaap'taVTJ (8-160 mg Ilia cpopa 'tT]V TJIlEpa) Evavn a)lA.oomivTJe; (5-10 mg ilIa cpopa 'tTJV 
TJllepa), aE 332 aaOevEie; IlE bIa�fJ'tTJ 'tunou 2 (!lE0T] TJAtKia: 58 XPOVta, 265 av'tpEe;) IlE 
1l1lCpoAEUKrollanvoupia (paAaap'tavTJ: 58 Ilglmin; a 1J.A.0bmiv TJe;: 55,4 Ilglmin), IlE cpumoAoY1KT) fJ U,¥TJAfJ 
ap1TJptaKf) 1ti£OTJ Kat IlE bta'tTJp01)IlEVTJ VEcpptKfJ AEt'toupyia (KpmnvivTJ aipmoe; <120 Ilmol/J) . .Ene; 
23 E�bollabEe;, 11 UAE IlE1WOTJKE (p<O,.OO l )  Ka'ta 42% (-24,2 Ilglmin; 95% 6..E.: --40,4 eroe; -19,1) IlE 
�UAaaptaVTJ Kat nEpinou Ka'ta 3% (-1,7 Ilglmin; 95% 6..E.: -5,6 troe; 14,9) IlE allAObt1tivTJ napa 'toue; 

napOIlOtOUe; pu61l0ue; llEiroaTJe; 'tTJe; apTTJptaKf)e; niEaTJe; Kat ane; buo OllabE<;. 

H IlEAETTJ «ONOMA IlPOIONTO.E» Reduction of Proteinuria (DROP) EsttaaE nEpat'tEpro 'tTJv 

anon:A£OllanKo'tTJ'ta 'tTJe; �aAaap'ta.V11e; 0't11 lleiroaTJ 't11Ĩ UAE aE 391 Unep'IClOlKOUe; aaOeveie; (ap'tTJplClKfJ 

niEaTJ=150/88 mmHg) IlE bta�fJ'tTJ wnou 2, IltKPOAEUKrollanvoupia (IlE01']=102 Ilglmin; 20-700 Ilglmin) 

Kat btaTTJPOUIlEVIl VEcpptKf) AE1T01Jpyia (lleaTJ KpWTlviVTJ opou 
 80 Ilmolll). 01 aa6evEie; 

'tUXalOl£OlfJ8TJKav aE Ilia ana 3 bOaE1C; �aA(JapTaVTJe; (160, 320 Kat 640 mg Ilia cpopa 'tTJv TIIlEpa) Kat 

eAu�av 6EpanEia yta 30 E�bOlJ.clbEC;. 0 aKonOe; 'tTJe; IlEAeTTJe; fJTav va KaOopiaEl 'tTJ �EhlO1:TJ MaTJ 'tTJC; 

13aAaap1aVT]C; ),lCl1:TJ IlEiroaTJ 'tTJe; UAE aE UnEp1:aOlKOUC; aaOEvEie; IlE olClfhlTTJ mnou 2 . .EE 30 E�OOIla.OEe;, 
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npoKUAeOUV KAIVIKU 0XeTlKEl; fLelcOOet<; o'tTJv UAE Oe 

Ejl<ppaYjlu'to<; 0TTl13uAOUP'tUVll, o'tllv KumonpiA,ll it 

KM'tonpiA,l1 o'tT] jlEtffiOll 'tTje; 9vrJotjlo'tTj'tU<; uno OAU 'tu uinu jle'tU 
uinu it'tUv nupojlotu CJTU; OjlCtOe<; 'tlle; PUAoUp'tuVlle; 

e1t1jlT)KUVOTj 'tou Xpovou jlEXPt 'tT]V Ejl<puvtOT] 9vTjOljlO'tT]'tU<'; lCUPOlOUYYEtUKT)<'; umoAoyiu<,; Kat 

qKE<pUAtKOiJ EnEtOOoiou 

)l.ovo. AVe?Up'tll'tu uno 'tllv OjlCtOu CPUPjlUKOll 'tll<; jleA.E:'tT]<;, Tj 9vr]otjlo'tll'tU it'tuv XUjlllAO'tePll o'tllv 

VOOOKOjl£io. 

npw'tll voollA£iu ylU 'tTjV KUpOIUKi] UV£1tapKelU (13,9% Evuvn 18,5%). Tu unO'tE/,,€Ojlu'tU no'\) 

• I1pocrcpu'to Eb!wpuyuatoUHucli(ap6Tou 

KuplhuKi] uvenupKEtU 

'to noooo'to aAluyi]<; O'tTJV UAE fLeUDOTJKe OTJfLav'ttKU KU'tU 36% uno 'tTJ ypaJ.1fLi] uvu<popu<; fLe 
PUAOUp'tUVTJ 160 mg (95% K.E: 22 £0)<; 47%), Kat KU'tU 44% fLe PUAOUP'tUVT) 320 mg (95%K.E.: 31 eO)<; 
54%). npob<:tJ\jle on 160-320 mg paAoap'tuvTJ<; 

• 'I)1tBp'taotKou<; uoOevei<; fLe 8tupi]'tTJ runo'\) 2 . 

H J.U;/"€'tll VALsartan In Acute myocardial iNfarcTion (VALIANT) T]'tuv jliu ruXatOnOlTjjlEvTj, EAE')'XOjlCVTj, 
nOAllE8vtKT], omAi]-ru<pAT] jlE/"€'tll OE 14.703 u08cvd<,; jlE o?u Ejl<PpUWU 'tou jluOKupSiou KUt OT]jlEtU, Olljln'tcOjlU'tu T] 
uKnvoAoyuCE<,; CVOEiE;Et<,; Olljl<p0PllnKi]<; KUpOtUKi]<; UV£1l:UPKEta<; T]/Kat cvOEiE;Et<; ou(J'WAtKite; OUOA.et'tollpyiu<; 'tlle; 
UPIO'tEPT]<; KOlAiue; (noll EKOllAcOVE'tat ffie; KMiOjlU E?c0811011<; ::;40% o'tT]v KOlAlOypacpio. jlE paotovouKAEO'tiOlO i] ::;35% 

0'tO llXOKUPOlOYPu<PlljlU i] Cl'tllV KOlAtUKi] uYYElOypa<piu UV'ti9EOT]<;). 01 a08EvEi<; rux.atOn0l11911KUV OE OtUO'tlljlU 
12 ffiPcOV EWe; 10 lljlEPcOV uno 'tT]v {;vUP?ll 'tffiV OUjlmffijlu'tffiv 'tOll 
o'to-OUVOU(lOjlO 'tOu<;. HjlEoll OlUPKEtU 'tll<; 8EpanEtu<;-T)'tUv Mo XpOVIU. To KUplO TUIKO 0l1jldo T)'tuv 0 xpovoe; jlEXPt 
'tll 9vtjOtjlO'tll't(l ano OAU 'tU uinu. 
H pUAoaptavll il'tUV E?ioOll uno'tEA.eOjlanKit jlE 'tT]v 
uno £jl<ppuYjla 'tou jluOKupoio'\). H 8Vlloljlo'tT]'tU uno OAU 'tu 
(I 9,9 %), 'tl')<; K:amonpiA,l1<; (I 9,5 %), Kat 'tll<; pUAOUP'tuVll<; + Kun'tonpiA,lle; (19,3 %).0 OllVOUUOjlOe; 'tlle; 
PUAoup'taVTj<,; Kat 'tll<'; KumonpiA,l1<,; oev npoo8EOe KUVEvU enmMov OljleAO<'; OE ax€OT! jlE 'tT]V Kun'tOnpiA,l1 jlOVO. flcv 
un:ilp?uv OtU<pOpEe; jl£'tU?U PUAOUP'tOVll<,; Kat KumonpiA,l1<,; UVU<P0PlxU jle 'tT] 9vtjatfJ.O'tT]'tU uno OAU 'tU aina Oe 0XEOTj 
jlE 'tllv llA.tKiu, 'to ljlUAO, 'tTj <pUAT], 'tt<,; 8EpuneiEe; uvu<popu<,; it 'tT]v unoKEifJ.€VTJ vooo. H pUAOUP'tavll i]'tuv EniOT]e; 
uno'teA.eOjlunKit o'tT]v 
O'tTj jltiffiOTj 'tT]e; 8VT]01jlO'tT]'tU<,; KUpOlOUyyetUKil<,; umoAoyiu<,;, 'tT]e; VOOT]Aeiu<; ytU Kap5tUKT) uvenapK€tU, 'to'\) VEOU 
ejlljlpUYjlU'tO<'; jlUOKupoiou, 'tT]<,; KUp01UKit<,; nUUOT]<; nou UVU'tUX'tllKE KUl'tOU jlll-8ava'tTjljlopou 
(OeU'tEpeiJOV oUV8E'tO 'tEAtKO ol1jlEiO). 
To rrpocpiA uOljlaA.Eiue; 'tT]<; PUAOUP'tUVl')<; ittuv ouvenE<; jlE 'tTJV KAtvtKit nopEiu 'tffiV ao8evwv nou €AUPUV 8epuntiu 
jlE'tU uno EjlCPPUYjlU 'tOU jluOKupoiou. LxenKu jle TTl Ve<pptKit Ael'tOupyiu, omAUOtaOjlO<; 'tll<'; Kpea'tlvivTje; opoil 
nupu'tT]pi]911KE Oe 4,2% 'tffiV uo8cvcOv nou EAUPUV 8epurrEiu jle PUAOUP'tUVl'), 4,8% TffiV uo8evcOv nou EAUPUV 
8epuntiu Ile paA.oup'tuVT] + Kun'tOnpiA,Tj KUl 3,4% 'tffiV uo8cvcOv no'\) EAupuv 8EPUm::la jlE Kun'tOnpiAll· flluKoni] 'tT]<; 
8Epum:iu<; A.6Yffi OtU<pOPffiV rimffiv VE<pptKi]<; OUOA.el'toupyiu<; nupu'tTjpT]811Ke 'to 1,1% 'tffiV u08cvcOv nou EAUPUV 
8epunEiu jlE PUAOUP'tUVl'), m:o 1,3 % 'trov a08cvcOv nou EAupuv 8epuntiu jle pUAOap'tUVll + KumonpiAll, Kat o'to 
0,8 % 'tffiV uo8cvcOv nou EAUPUV 8EpunEiu )l.e Kun'torrpiA,l1. H u?1OA6'Y11011 'tffiV U09EVWV jle'ta uno EjlljlpUY)l.U 'tOU 
jlUOKUpoiou npEnEl nuv'tU vu neplAUjlpUVet EK'tijlll0ll 'tT]<; VEljlPIKit<; Aet'toupyia<;. 
flev unitp?e OlUCPOpU 0'tT] 8Vll0tjlo'tT]'tu uno oAU 'tU uitta, 'tllv 8Vl')OtjlO'tll'tU KUpOtoayyelUKil<; umoAoyiu<; Kat 'tll 
vOOT]po'tT]'tU O'tUV XOPllYit811Kuv p-unoKA.eto't€<; jlul;;i )l.E 'to OllVOllUOjlO paAoup'tUVl]<; + Kun'tonpiA,l1<;, PUAOUP'tUVT] 
jlOVO it Karr'tonpiA,l1 
OjlUOU 'trov u08cvwv nou EAupuv 8Epuneiu jlE p-unoKA€to'tft, YEYOVO<'; nou unOOet1eVUEt on -to npo'tU8Ev OcpeAO<'; uno 
'tOll<'; p-UnOKA.elo'tE<,; o'tov rrATj8uojlo uu'to OtU'tT]Pit811Ke KUl 0'tT] OOKt)l.it uu'ti]. 

H Val-HeFT TJ'tuv jliu ruXUtOnOllljlEvll, EAqXOjlcvll, nOAUE8vIKTJ KAIVtKTJ OOKt)l.T] oUyKPIOTj<; TTl<,; PuAOUP'tavll<'; )l.e 'to 
EtKOVIKO !pUPjlUKO OOOV u<popu 'tll vOOT]po'tT]'tU KUt 'tT] 8VT]OljlO'tll'tU OE 5.0I 0 U09EVEU; jlE KUpOtUKT] uvenupKEtU, 
'tU?l1<'; I I  (62%), III (36%) KUt IV (2%) KU'tU NYHA nou AUjlPUVOUV 'tT] OUVTJ811 8EpMEiu jlE LVEF <40% KUl 
eOffi'tEplKiI OtaO'tOAtKTJ olajlnpo 'tll<'; UpIO'tepT]e; KOlAtU<'; (LVIDD) >2,9 cmlm2• H OEpandu uvucpopa<; nepleAajlpUVe 
UVUO'tOA£U; MEA (93%), olOuPllnKu (86%), olyo?ivll (67%) Kat p-UVUO'tOAEU; (36%). H jl£ol1 OHXPKEta 'tlle; 
nupuKoAouHllo11<,; T]'tuv 0XE06v cuo XPovtU. H jl€O'l1 l1jlePT]Ota MOT] «ONOMA TIPOIONTOL» o'tll )l.EA£'tll Val-HeFT 

T]'tuv 254 mg. H jlEAE'tll £iXE Mo npffi'tEUov'tU 'tEAtKo. 0l1jlEiu: 8VT]OljlO'tll'tU uno O1Wta0T]no'te UUlU (Xpovo<; £ffi<'; 'to 

8avu'to) Kat mJvHe'tT] SVllOljlO'tT]'tU Kat VOOT]pO'tT]'tU uno KUPOIUKi] UVenupKEIU (XJ>6VO<,; Effi<,; 'to npw'to 8uVU'tllQlOPO 

Oll)l.pav) nou opil;;E'tut ffi<,; So.VU'tO<';, ffi<,; ulcpviolO<,; Savu'to<,; jlE Uvo.Vll\jfll, VOOT]AEia"flU KUPOIUKTJ UVEno.PKEtU it 

XOPT]YllOTJ CVOOcpMPlffiV IVO'tponffiV TJ Uyr£lOOtaO'taA'ttKWV CPUPjlUKffiV ylU 'tEOOeptJ; cOpe<; T] m;pIOOO'tEPO Xffipt<,; 

EtoUYffiYTJ o'to 

H SVllOljlO'tlltU UVE?UP'tit'tro<,; at'tiu<,; TJ'tUV nUp6jlOlU (p=NS) O'tt<,; OjlaOe<,; 'tlle; PaAoUP'tUVll<; (19,7%) Kat 'tou EIKOVIKOU 

ljlUPjlUKOU (19,4%). To KiJplO O<peAO<,; T]'tUv llKu'tu 27,5% (95% fl.E.: 17 Effi<,; 37%) jlelffiOll 'tOl.) KlVOUVOU nou UljlOpU 
Cl't0 xpovo jlEXPl 'tllV 
<pUiVOV'tUl €UVOlKU ylU 'to EIKOVIKO CPUPjlUKO (11 oUV8E'tT] 8VT]0IjlO'tTj'tU KUl VOOllpO'tT]'tu T]'tuv 21 ,9% 0''t0 elKOVlKO 
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J({vollvoe;-(i()v8CtT]S1iViIalfloTTjtllSk-urVOCiT]pOtTJtue; llctro9T]KE ITT]IlUV'rlKU 

ArroPPOlfJnun: 

10/1 QXY/1aT/ul1oc 

A7Ci:J(J(PI" 

LE UITj!.!:Y�klKKapoluKij UVElIUPKEtU: 

KaravJ2I!iL 

Ilc ne; npWtElVCe; TOU opou (94 - 97%), KUpiwe; IlE tT] AEUKWflativTJ to"\) opou. 

B era. 

cpUPllaKO EvaV!l 25,4% <HT]v ofla6a paAITaptUVTJe;) 1I:apatT]pi)9TJKav ITtOUe; aIT9EVEie; CKElVOUe; 1I:0U EAaflpavaV tOY 
tptn:A6 cruvoUaITIlO, avaITtoMa MEA, p-a1l:0KActITtij Kat paAITaptUVT]e;. 
1:E flta U1I:00llUoa aIT9EVrov 1I:0U OEV EAuflpavav ava<HoAEa MEA (n=366), til OCPEATJ vOITTJpOtTJtIle; i]tav ta flEytITtIl . 

• 1:c auti] tT]V U1I:00fluoa T] 9vT]crtIl0tT)tIl U1l:0 oAa ta uit\u Ilct6)9T]KE ITT]IlUVttKU IlE tTJ PaAITUptUVT] ITE cn'}YKptITTJ flE to 

42,5% EIKOVIKO cpapfluKo). 
Eto1)C; aoOEVEic; 11:01) eA6.ll_avav avamoAea MEA ;tropiC; KUnotO _-anOKAEloTij, T} vOallP6TT}LU an6 6Aa Ta 
aina IlEIWOT}KE 0T}llaVTlKU (p=NS) mT}v 0lluoa _aAOapLUVT}C; (21,8%) Kat OTT}V olluoa elKovlKOU 
q>apIlUK01) (22,5%). 0 Kivol)VoC; aUvOETT}C; OvTJOlIl6LT}LUC; Kat VOOTJp6TT}Tac; IlEIWOT}KE OT}llaVTlKU KaTu 
18,3% (95% �.E.: 8% troc; 28%) Ile TT} _aAoapTUVT} OE OU"yKPIOT} IlE to EIKOVIK6 q>uPllaKo (31,0% evavTl 
36,3%). 

1:tO cruVOAIKO 1I:AT]9uIT1l0 tT]e; IlCAEtT)e; Val-HeFT, 01 aIT9EVcie; 1I:0U €Aapav 9Epu1I:cia fl£ paAITaptuvT] 1I:apouIT{uITav 
ITT]flUVTtKi] PCAtlWITTJ ITtTJv KutT)"yopia Kata NYHA Kat ITtIl ITTJllciu KUt crufln:trollUta KapolllKi]e; UV£1[apKCIUe;, 
crufl1l:EptAUIlPavOIlEvT]e; tT]<; OUITn:vOllle;, tOU ato91')1lULOe; K01l:WITTJe;, to"\) Otol')llat0e; Kat tWV pO"YX,WV ITC (J1}yKPIITTJ IlC to 
CtKOVIKO q>OpflUKO. Ot aITeCV£le; 1I:0U CAaIlPuVUV paAITaptavT] dxuv KaAutcPTJ 1I:OtOLT}TU swl')e;, 01l:We; Katll5EiXTTJKC ITtT) 
PUelloAoyia tT]e; KAiflaKUe; 'Minnesota Living with Heart Failure Quality of Life' U1I:0 tT] YPUflfli] uvucpopae; €We; to 
tCAU(O ITT]Il£io ITC (J1}yKptITT] IlC LOUe; UITOEVEie; 1I:0U CAaIlPuVUV CtKOVIKO CPaPIlUKO. To KAOITIlU curoeT]ITT]e; <HOUe; 
uITeEVcie; 1I:0U EAupav paAITaptavT] l')tIlV ITTJIlUvttKa UUuT]flEvO Kat T] LVIDD ITTJllaVtlKU IlC1WflEvTJ U1I:0 tTJ YPUllfli] 
uvucpopue; Ewe; to tCAIKo ITTJllcio ITC cn'}YKPIITT] Ilc to CIKOVIKO CPUPIlUKO. 

5.2 ¢luPlluKOKtVllTlKCC; tOUlTllTEC; 

EtKOVtKO cpuPllaKo KatU 33% (95% Ll.E.: -6% EWe; 58%) (17,3% paAITuptUVT] Evuvn 27,1% EtKOVIKO CPUPlluKO) Kat 0 
ņ. K(1tu-44 %. (24,9%. paAITa(XtavnEvllY!L 

MEta U1I:0 tOU <HOflatOe; xopl')YT]ITTJ PUAITUptUvT]e; flovo, 01 fl€:ytcrtl:e; cruyKEVtproITEt<; LT}e; pUAITaptUVTJe; ITtO 1I:AUITIlU 
E1[lTUnUvOvtut ITE 2-4 ropce;. H Il€ITT] u1I:0AmTJ ptOOtaeEcrtllOtT]tIl YtU to «ONOMA IlPOIONT01:» civat 23%. 01 
tpocpte; IlClrovouv tT)v EKeCITTJ (01l:We; IlCtPI£tIll uno tT]v AUC) ITtT] PUAITUptUVT) KUtU 1I:Epi1l:0U 40% Kat tte; IlEYI<HCe; 
cruYK£V'rproITCte; tT]e; paAITUptaVT]e; <HO nAUITflU (Cmax) KU1U ncpi1l:0u 50%, nupoAo 11:01) 8 ropce; 1I:cpi1l:0u !lCtU tT] 
xopl')YT]ITT] tWV 56ITCWV 01 cruYK£V'rproITCle; tTJe; PUAITUpt!lVT)e; ITtO 1I:AaITIlU civat nupoflOI£e; YlU tT)V oflaou nou 1I:i]pc 
tPOCPl') Kat umi)v 1I:0U vl')<HC\lfc. Ami] T] flciwITT] <HTJV m:plOxi) cruYK£V'rproITCWV KatW uno TTJV Ku/.l1l:UAT] (AUC), 
W<HOITO, 5c cruv05wctat a1l:0 KAIVlKU ITTJllavtlKi) flciwITT] ITtT) eCpU1I:CUnKi] OPUITTJ, £1[OflEvWe; T] PUAOUptUVT) fl1l:0pci vu 
AaIlPUV£tut IlC i] xwpie; tpocpl'). 

o OYKOe; Ka1:!lvofll')e; ITtu9cpi)e; Kata<HUITTJ<; tT]e; PUAITUptUVT)e; £nCltU U1I:0 EVOOcpAtJ3lU xopl')YT]OTJ civat 1I:cpinou 17 

Aitpa, U1I:0oCtKWOVtIle; on TJ PaAITUptuvT] oeY KatUV€flEtat EKtEVroe; <HOUe; tcrLOUe;. H paAITuptUVT] ocoflCUCtUI loxupa 

H paAouplUVT] 5EV P10fl£tUOXT]flUtisWll m: U\lfT]AO puello KUethe; m:pmo"\) 1l0VO to 20% tT)e; 86oTJ<; uvuKtutm we; 
flctIlpoAin:e;. 'Evue; u5pouUflCtIlPoAitT]e; £XCt avayvroploe£i OtO 1I:AaITIlU ITC XUflTJAtC; cruYK£V'rproo£le; (AIyon:po uno to 
10% TWV cruYKEVtproITCWV tT)e; 1I:CptOxije; Ko.1"W a1l:0 tT]v KUIln:UAT] (AUC) tT)e; PuAOUptUvT]e;). Autae; 0 IlctapoAitTJ<; 
civat cpuPllaKoAoytKU aopuvi]e;. 

H paAOUptavT] CIlCPuviS£l noAUCKeCnKTt cpeivouoa KIVT]t\Ki] (tv,a <1 ropu Kat tv,o ncpmou 9 ropc<;). H PUAOUptUVT] 
un£KKpivCtut flEITW XOA1Kij<; U1I:£KKPIITTJ<; KUpiwe; <HU K01l:pavU (1I:EpinOU to 83% LT)<; 06ITTJ<;) Kat flEITW VC<PPIKi]<; 
Il1rEKKp1ITT]e; <HU oupu (m:pmou to 13% tT)e; 06ITT]e;), KUpiwe; oav allctUpATJtO <pupflaKo. 'En£ttu a1l:6 EVOOcpAtPlU 
XOPTtYTJ0T], lj KaeapoTJ tT)<; paAouptuvT]<; OLO 1I:AUOflU £ivat 1I:£pmo"\) 2 lJh Kat T] VC<PPIKi]<; tTJ<; KUeUpOlj civat 0,62 IIh 

(1I:cpmou to 30% tT]<; cruvoA1Kl')e; KUeUPITTJe;). 0 xpovoe; T]fliocta<; sroije; tT]e; pUAoaptuvTJ<; civat 6 rop£e;. 

o IlEITO<; xp6voe; IlEXPI tTj Il{;YlOtT] cruYKEvtPWOT] Kat 0 xp6voe; T]lliITElae; ŇWi]e;-unEKKptOT]e; tT]<; pUAITaptuvT]<; OtOUC; 
acreEV£i<; fl£ KUpOlaKT} aVE1I:UpKClU civat nUpOllolOl IlE UUtOUe; nou naputT]poUV'rUl oc uYlci<; ce£AOV'rt<;. 01 tlllEe; AUC 
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'EK1ttroan me; V£<pptKiH:; AEltODpyiw; 

HnanKTI bUaAEnOupyia 

-; �---.-.--­

Kat Cmax TTJS paACmptUVTJS EiVat aXEDOV aVUAoYES Ill' tTJV auc,TJGTJ tTJS MaTJS ato wpos boaoAoyias atTJv KAtvtKyt 
npuc,TJ (40 Eros 160 mg Mo cpo pES tTJv TJlltpa). 0 IlEaOS auvtEAWtTtS auaawpEUaTJS EiVat nEpmoD 1,7. H Ku8apGTJ 
tTJS paAaapTUVTJS nOD napatTJpEitat IlEtU ano XOPTtYTJGTJ ano LO crtolla dvat nEpmoD 4,5 I/h. H TJAtKia bEV EnTJPEu1;Et 

. tTJv cpatvOIlEVtKyt Ku8apall aLODS aa8EVEis 11£ KapbtaKyt av£nupKna. 

Kunros U\t'TjAOtEPll auatllllanKTt EK8£GTJ atll paAaaptUvTJ napatllpi]8TJKE 0'1' optalltva llAtKtro/lEva ULO/la ano o,-a aE 
vEa (ho/la. DaToao, bEV EXEt KatabEtx8d on aDtO EXEl OnmabTtnOt£ KAtVtKt) all/laoia. 

Onros avallEvEtal yta Ilia tvroGTJ, onou TJ VEcpptKt) Ku8apGTJ £ivat Dnw8uvll 1l0VO yta to 30% tllS auVOAtKytS 
KciSapallS atO nAaa/la, bEV napanwyt811KE KalltU au<JXEnaTJ /letac,u VEcpptKt)S A£ltOupy{as Kat auatTJllattKt)s EK8EGTJS 
atll paAaapTuVTf· t.EV anattEitat, KatU auvEnEta, npoaap/loyTt tTJS boaoAoyias 0'£ aaSEV£ts 11£ v£cpptri) 
buaA£lLoupyia (Ku8apGTJ Kpwnv{vllS > 1 0 mmmo). Eni tou napovLOS bEV unuPXEt Elln£lpia yta tTJv aacpaAt) XPTtaTJ 
aE aa8EVEic; 11£ Ku8apaTJ KpwnvlVTJS <I Oml/AmTo Kat 0'£ aa8EVEis nou unopullovrat 0'£ atllOb1UAtall, mOIlEvroS 11 
pa"-aapTUVTJ Sa npEnEt va XPllO"lIlOnmdtal /l£ npoaOXTt 0'1' autOUS toUS aaSEVEis (pAtn£ napaypucpouS 4.2 Ka14.4). 
paAaapTuVT] eXEt U\t'llATt Mafl£uall Ill' ns nprotE1V£S LOU nAua/latos Kat dvat ani8avo va anollaKpuv8d IlE 
atllObtUAtO"Tj. 

TIEpinou TO 70% tTJS anoPPocpoUIlEVTJS ooaTJS anEKKp{vEta1 aTTJ xOATj, KUpiroS aav avalloirotTJ tvroGTJ. H 
paAaapTUVTj bEV ucpicrtaLat ac,tOaTJflEiroto ptOIlEtacrXll/lanaflo. t.tn:AaO"laafl6s tTJS EK8EallS (AUC) napatllPi]811KE aE 
aaeEVdS IlE i]ma eros /lEtpta llnanKyt buaAEtLOupyia 0'£ crUyKptaTJ 11£ uyn; Utolla. Qatoao, bEV napatTJPijellK£ 
auaXEnO"Tj IlEtaSil tTJS auYKtvTproaTJS tTJS paAaaptUVTJS ato nAualla Evavn tOU paellOU llnanKTjs bUaAEltOupyiac;. To 
«ONOMA ITPOIONTOI:» bEV eX£t flEAEtTJ8£i aE aa8EVEts /lE paptu llnanKTj buaAE1tOupyia (pA. napaypacpous 4.2, 

4.3 Ka1 4.4). 

5.3 TIPOJcJ..IV1KU O£OOJlEVa 11a Tl\v a<HpUA.£1a 

Ta IlTJ utvml OEbofltvu OEV anoKaAUmouv tbtah£po Kivouvo yta toy uv8prono IlE puall ns aullPanKES flEAET£S 
cpaPflaKoAoytKl'jS aacpuAEtaS, toc,lKOtTJTas mUVaAaIlPavoflEVrov 06aErov, YOVOt0S1K0tTJLaS, EVO£X6flEVTJS 
KapKtVoyovou bPUaTJS. 

!:E apoupaiou<;, IlTJ'tpncE<; 'tosncE<; ooaE1<; (600 mg/kg/TJIlEpa) Ka'ta n<; 'tEAEU'taiE<; TJIlEPE<; 'tTJ<; lCllTJaTJ<; Kat 
Kma 'tTj yaAouxia oOTJYTJaav aE 1l1KPO'tEpTJ EmBiooaTj, XaIlTJAO'tEPTJ aUSl]al] Bapou<; Kat Ka9uau;Pl1/lEVTJ 
aVal£'tUSll (al£OKOMTJcrTJ 'tou l£'tEpuyiou "COu oo'tO<; Kat 'tou ESoo aKoucruKou 1£0pou) 'toov al£oyovoov (PA. 
l£apaypa<po 4.6).01 oocrE1<; aU'tE<; aE apoupaiou<; (600 mg/kg/TJIlEpa) dvat l£Epil£oU 18 <pOPE<; TJ IlEY1(}'tTJ 

2cruvtcr'tCOflEVTj av9promvTJ Mcrll crE Baal] mg/m (01 Ul£OAoytcrllO{ 8Eoopouv 00<; OEOO/lEvTj ,ua al£o 'tOU 
cr'to/la'to<; McrTJ TooV 320 mg/TJ/lEpa Kat aa8EVTJ 60 KtArov). 
I:E flll UtvtKEC; flEAEtEC; yta tTJV aacpUAE1a, u\t'llMS 06aEt<; paAaapTuvllS (200 EroS 600 mg/kg aroflanKoil !3apous) 

npoKuAwav atOus apoupaious flEiroall TroV napallEtprov TroV KUnaprov troy EpUepWV atlloacpa1pirov 

(Epu8poKilnapa, a1floacpatp{vll, atflatoKphllC;) Kat tvO£tSll /lELa!30AWV (}'tll VEcpptri) atflOOuvafltKl'j (£Aacppa 

aUSllflEvT] oupia LOU nAaallatoS, unEpnAaaia troy VECPPtKWV aroATJvapirov Kat paoEOcptAia aE appEVES). Ot 06a£lS 

aUTES aE apoupaiouc; (20 EroS 600 mg/kglllflepa) Eiva1 nEpinou 6 Kat 18 CPOPES 11 !If:ytatTJ auVtatWflEVTJ av8pwmvTJ 

060'11 aE pUGTJ mg/m2 (m unoAoyta/loi SEropOUV ros OEOOIlEVTJ Ilta an6 LOU aTOllatoS Mall tooV 320 mglTJIlEpa Kat 

aa8EVt) 60 Kl1WV) , 

I:E apKTOlluC; a£ napOflolES 06aEts, 01 J.lCTapOAEs i]tav nap6flOlEe; av Kat aopapou:pEe;, 10taitEpa am v£cppa, onou 01 

IlETapOAi:S EC,EAix8TJKaV aE vEcpponu8Eta, nou nEpl1ullPavE auc,l1llEvll oupia Kat Kpwnvivll. 

YnEptpocpia troy napaan£tpaflanKwv KUTIUProV napatTJpt)8TJKE miGTJe; Kat aLa OUO Eioll 1;wrov, OAEe; OlIlEtapOAEe; 

8Eropij81]KE on npouTj8TJKav ano tTJ cpapllaKoAoytKl'j opuaTJ tTJe; paAaaptuVTje;, nou npoKaAd napatEtafltvTJ 

unotaOTj, lotahEpa atous apKtO/lUe;. fla 8EpanEUttKEe; 06aE1<; paAaapTuvT]e; atov uv9prono, TJ U1l:Eptpocpia troy 

napaanEtpallattKwv KUnuprov OE cpaiVEtat va tXEt Kallia aXEnKTt allflaaia. 




>KAnp6 KIlWCtKlO 80J'!lK 

�KAnp6 KallHIKtO 160mg: 

6. ¢lAPMAKEYTIKEl: nAHPO¢lOPIEl: 

6.1 KIlTCtAO,,(O<; EKMXroV 

6.2 A01Jf1JiIlTOTTJTE<; 

�£v I::cpap!J.6t,I::1:m 

6.3 AUlj)KEIIl t;rotl<; 

6.7 ¢liioTJ Kill O1J<JTIlTlKa TOU 1rEj)lEKTll 

6.6 Ia1ll1TEj)I::<; 1rpoqmAii;El<; 1l1rOPPllll11<; 

Ka!J.ia notKi] U7[OXpE(t}OTj. 

7. KATOXOl: TIlL AAEIAl: KYKAO¢lOPIAl: 

8. AP18MOl: A AEIAl: KYKAO¢lOPIAl: 

9. HMEPOMHNIA np!!TIlL ErKPIl:1lL / ANANE!!l:Hl: TIlL AAEIAl: 

10. HMEPOMHNIA ANA8E!!PHl:HL TOY KEIMENOY 



Ip6:PflUKO. 

nou xp£lUS£Tat. 

<PYAAO OAHrInN xpmm::.: IIAHPO<POPIE:E rIA TON XPH:ETH 

«ONOMA IIPOIONTO:E» GKA11pU Ka'l'UKHl 80 mg 
«ONOMA IIPOIONTO:E» GK1.TJpU Ka'l'UKla 160 mg 

BaAcrapTuv11 

Alapuan: npOa£KTlKU OMKATJpO TO ljn'i1.1.o o/)rlYubv XPllGTJS npoToil apxiG£T£ va :n:aipv£T£ aUTO T-O 
• <DUAaS'u: auto TO (j)'l)A.A.O O()l1YHl:JV XPT]cr11S. 1crroS xpnacru;{ va TO ()tapam::n: .:;,avu. 
• Eav £x£n: n£palT£pro anopi£s, protl1UT£ TO ytaTpo ij TO lpapllaKOnoto oas. 
• 	 H O1JVtayi] yta aUTO TO lpuPllaKo XOPllYi]8TJK£ yta oas . ň£v np£m:t va M)O£1:£ TO lpapllaKO O£ illous. 


Mnop£i va TOUS npoKaA£on PA.6.PTJ, aKolla Kat otav Ta (Jl)llnTrollaTu TOUS £lVat i()tu 11£ ta ()lKa oas. 

• 	 E6.v KaltOta av£m8UIlTJT11 £v£pY£la y{v£tat oopapij, ij av napaTTJPijo£T£ KO::n:Ola av£m8ullTJTTJ £vEpyna nou 


()£V avalp£p£tat UTO napov lpuUo O()TJY1roV, napaKaAcicr8£ va £VT]Il£proO£T£ TO )'taTpO i] lpapllaKonOlo cra<;. 


To 1tapov Ipullo o/)rlYubv m:pIEX£l: 
1. 	 Tt £ivat TO "ONOMA IIPOIONTO:E» KUlltOla ciVUl TJ XPT]crTJ TOU 

2. 	 Tl npEn£t va )'Vrop{sw: npoTOu mip£T£ TO «ONOMA IIPOIONTO:E» 

3. 	 DroS va naPET£ TO «ONOMA IIPOIONTO:E» 

4. 	 Dt8av£<; aVEm8uIlTJTES £VEPYEl£S 

5. 	 Dro<; va qmA.6.oo£tat TO «ONOMA IIPOIONTO:E» 

6. 	 AomES ltA11polpop1£<; 

1. 	 TI EINAI TO «ONOMA npOIONTO:E» KAI nOlA EINAI H XPH:EH TOY 

To «ONOMA I1POIONTO:E» avijKEt OE Ilta KaTT]yopia Ipaplloxrov, )'VroUT6. ro<; aVLayrovLOTb; !rov UnO()OXErov LTJ<; 

aYYElOTUoiVTfC; II, nou pOTJ80uv OTOV £AEYXO LTJ<; U\jITJAi)<; apT1]plaKi)<; nlEo1]<;. H aYY£lO!aoiv1] n EivUl Ilta oucria crTOV 

oPyaVtOllo nou npoKal.£{ T11 oUcrnaUTJ Trov UlIlOlpoProv ayyEirov, npoKaAroVLa<; ETm aUS1]cr1'] T1']<; apT1]PtaKT]C; cra<; 

nlEo1]C;. To «ONOMA IIPOIONTO:E» ()pa anOKAdOvTU<; T1] ()pacr1] T1']<; ayy£lOTUcrlVTJ<; II. :Eav anOTEAeolla autou, Ta 

atllolpopa anEia xaAaprovouv Kat 1'] apLTJptaKT] n1£o1] IlEtroVETat. 

Ta crKATJpa Ka\jl6.K1a «ONOMA IIPOIONTO:E» 80 mg /11t0POUV va XPTJal/10nOITJ90ilv yHl Tp£lC; OHllpOP£TlKSC; 
KaTaaTua£lC;: 
• ym T1'] 9Epan£ia TTfC; u'l'TJ1.qC; apTTJpHlKqC; nlE<JT]C;. H U\jI1]Ai) apHIPtaKlln1£cr1] ausuvEl TO CPOPTO Epyacrias 

T1]<; Kap()ul<; Kat 1:rov apT1]ptroV. Eav ()£V aVL11l£TromUTEŉ Ilnopci va npoKaAio£l PAUP1] crTa atll0lpopa ancia 

TOll £YKECPUAOU, LTJ<; Kap()tUS Kat TroV VElpproV Kat Ilnopd va KataAT]S£t O£ cyK£cpaAtKo En£mO()lO, Kap()taKi) 

avrnupK£ta T] V£lpPtlci) avmupKEta. H U\jITJAT] apTTJptaKi) nl£UTJ auS6.v£t TOV Kiv()l)VO KapI5taKrov npocrpoAroV. 

MEUl:JVOVta<; TTJv apTTJptaKi) nlEcrT] oac; UTO cpucrlOAOytKO, IlEMV£Tat 0 Kivouvo<; av6.nwS1]<; 1:rov ()ta1:apaXrov 

amrov. 
• rIa 'I'll OEpanEia aTO,..,ffiV £n£tT(x uno npompUTT) KUPOIUKTJ npoal3olTJ (iq.HppaYlla 1:OU IlUOKap010U). 

M£ TOY opo «np6crcpU1:0» evvooull£ £ow oH1.o1:11lla Il£m.u 12 c.opwv lCUl 10 1l1l£PWV. 
• 1la TTJ 9Epanela TTJC; <n.l,..,:ltTO)/1aTlKqc; KapOHlKtlC; (lVEnapKELac;. To «ONOMA IIPOiONTO:E» 

XPTJcrt)1onol£itat oTav o£v ,mopEl va XPTJOlJlonotTJ8Ei Ilta aU1] Olla()a lpapJlaKrov nou OVOllaSOVTat avaoTOAel<; 


TOllll£Ta!prnnKOU £VSU)10U TTJ<; aYY£lOT£vcrivTJC; (MEA) (cpap)1aKO yta TTJ 9£panda TTJC; KapOtaKi)c; 


avrnapKEta<;), T] )1nopd va XP1']OlJl01l:Ot1']8d Emnpocr8£Ta TroV avacr1:0A£rov MEA Mav o£v )1nopouv va 


XPTJOlIlOnOlTJElouv p-anoilimTE<; (tva 6.Uo cpapllaKo yta TT] 8£panda TTJC; KapOtaKi)c; av£napK£tac;). 


Ta (Jl)llnTro)1aTa TTJ<; KapOtaKi)c; av£napKEta<; n£plla)1puvouv OU01l:VOla, Kat npi)St)10 Trov nootrov Kat TroV KUTro 


UKProV A6yro (Jl)crcrroP£llOTJC; uypou, KapOtaKT] av£napK£ta TCpOKaA£itat OTaV 0 KapOtaKO<; IlUC; O£V IlTCopd va 


aVTATJO£l TO ailla )1£ TTJV anapaiTTJTTJ ouva)11] rocrn: va £CPO()tUO£t 1:0 orolla Jl£ TO ai.lla 

Ta crKA1']p6. Ka\jlaKta «ONOMA IIPOIONTO:E» 160 mg /1nopouv va XPTJO't/1onoITJ90ilv yHl TPl:1S OtalpOPET1KtC; 
KQTUOTuaEIS: 
• 11U TTf 9Epan£ia 't'TJS 'O'I'1']1.11S apTTJP1(lKfts niEGTJC;· H U\jI11ATJ apt11pluKT] 111£011 ausuvEl TO CPOPTO £pyacria<; 

LTJ<; Kapola<; Kat TroV ap1:TJptrov. Euv 8£v aVTt)1ELro1(lOT£i, )1110PEi va npOlcaAicr£t ,A.6,11 crm alJlocpopa anda 

http:u'l'TJ1.qC


MILJ:Oy-.6PJL@n:RAq<pq:rQ)Ur\/VoOU!lJ:_€BcQJla._a_ClJJlUJlE1:UDU 
ƴƵƶ1t6:pƷEIOe;.To«-6NOMAITP6I5NT6f;) 

en tvbtXETOt ll€lVE't€) 

"Cou £yK£<polou, TIJe; KapbUle; Kat HOV V£<PPWV Kat Jl1tOpti va KaLaAij[H crt £"(lC€<pahKO £1t£tcrol5to, KapolUKij 
aV£1tUpK£lU ij V£<PPIKij aV£1tUpK£la. H mVTJAij ap"CTJplUKij 1tu:crTJ aU[UVH "COV Kiv8uvo Kap8lUKWV 1tPOcrPOAWV. 
M£lWVOVLae; TIJV apTIJplUKij 1tlwij crae; cr"C0 <pUcrlOAOYIKO, Jl£lWVt"Cat 0 KivbUVOe; aVU1HU[TJe; HOV blU"Capaxwv 
amwv. 

• ytU T1J O£punEiu u'tOI1(OV Em:t'tU uno npoO"(pu'tlJ KupOlUKtlnpOa"ol..tl (£Jl<flPUYJlU 'tOU JlUOKupl:iiou). 
12 copffiv Kat 10 11 JlEpffiv . 

• YIO TTJ 9£p01rEio TTJe; O"Ufl1tTroflOTlKije; KopoloKije; 
XPTJCHJl01tOl£hlll onlV 8tv l.mopti va XPTJcrtJlo1tOlTJO£i JllU UUll 0/1u8a <papJltlKo)v 1tOU OVO/1usov"Cat avacr"CoA£ie; 

"Cou Jl£"Ca"CpE1tnKoi> tvSU/10U "CT}e; aYY€lO"C€vcr{vlle; (MEA) (<puPJlaKO ylU HI O€pa1ttia "Clle; Kap8taKije; 

aVE1tUpKEtae;), ij Jl1tOpEi va XPTJcrtJlO1tOlllOEi E1tmpOOOELa "Co)V avacr"COAEo)v MEA OLaV /)tv /11tOPOUV va 

XPllOl/101tOlTJ80uv p-a1tOKA€lcr"CEe; (Eva uUo <papfLUKO ylU "Cll O€pa1ttia "CTJe; Kup8lUKije; aVE1tUpKElUe;). 

Ta OUJl1t"Cw/1U"Ca TIJe; KapOtaKije; aVmUpK€lae; 1t€ptlaJlpUVOUV /)U01tVOla, Kat llpij[tJlO "Co)V 1t08twv Kat "Co)V KU"CO) 

UKPo)V A6yO) oucrawpcuaTJe; uypoi>. Kap8taKij av€1tIlpKEUlnpoKaA€hat omv 0 Kap8taKOe; Jlue; /)tv JlnopEi va 

aV"CAijaEl "CO al/1a JlE "CTJV anapahTJTIJ /)UVUJlTJ roOT€ Va E<po/)tucrn "Co aroJluJlE "Co aiJlu 1tOU XpnusE"Cal. 


2. TI llPEllEI NA rNfiPIZETE llPIN NA llAPETE TO «ONOMA llPOIONTUE» 

MT)v 1ttlPtTE TO «ONOMA llPOIONTO!:»: 

• aE nEpin"CO)all aAAEpyiue; (U1tEpcuatoOTJcriue;) O"CTJ paAaap"CuVlJ i] aE onOlooq1tO"CE uno OUcr"CanKO "COU 
«ONOMA TIPOIONTOE». 

• aE nEpin"CO)QTj nou EXE"CE ƸOPltl T)1tOTlKtl VOOO 
• 	 €aV ti(J"C€ 1ttlvro am) 3 fl'lv<bv tyKUOe; (uK6Jla KUAU"CEPU U1tO<pUYE"CE VU 1ttlpE"C€ "CO «ONOMA TIPOIONTOE» 

Kunl "CTJv apxij "Clle; EYKlJJl0aUVlJe; PAE1tE 1tapuypu<po «KuTJoTJ»)· 

EtlV 01tOlOOtl1tOTE 01t0 TO 1tap01rtlvro lOXUE1 11a EOtle;, fl'lV 1tOPETE TO «ONOMA llPOIONTOE» 

npootƹT& lOUlITtproe; fl€ TO «ONOMA npOIONTO!:»: 

• aE nEpin"CO)QTj nou tX€"CE TJnUnKij VOOO. 
• aE 1tEpi1t"[O)aTJ nou EXE"CE papul llnu"Con<i8Eta i] €aV U1tOPUUW"CE a€ atJlOKOOapQTj. 
• aE 1t€pin"CO)ol1nou nuoXE"CE ano cr"CEvo)OTJ "CTJe; VE<pptx:i]e; upTIJpiue;. 
• aE nEpin"Co)OTJ nou EX€"CE UnOpATJOti npoo<pU"Ca OE JlEmJlOOXEUOll VE<PPOU (ATl'VTJ vtou V€<PPOU). 
• 	 aE nEpin"Co)OTJ nou UKOAou8d"C€ 8EpanEia JlE"CU ano Kup8tUKij npoopoAij f) YIU Kup8tax:i] uvmupKEta, 0 

yta"Cp6e; oae; €V/)tXE"CUl VU EAty[El TIJ VE<pptKij aae; AEl'tOupyiu. 
• aE 1tEpin"Co)OTJ nou EXE"CE pUPUl KUp/)101taOEta €K"COe; an6 Kap/)tax:i] aVE1tUpK€ta ij Kap/)tax:i] npoopoAij. 
• 	 aE l£Ep{1t"[O)QTj 1tOU 1tUiPVELE <pupJluKa 1tOU au[uvouv TIJv 1toaOTIJ"Ca KUA10U o"CO uiJla oae;. AlJ1;u 

l£EptlaJlpo.vouv OUJll£ATJpW/1a"Ca KUAtOU ij U1tOKIUo.omm o.AU"COe; 1tOU 1tEPtEx0UV Ko.A1O, KaAlOnpoo"Ca"C€lHlKU 
aK€UuaJlU"Cu Kat TJnapiVlJ 'Iacoe; va XPElumEi tAErxOe; "Co)V E1tl1tl3bO)V KaAiou (HO aiJla oae; uvo. "CUK"Co. XPOVIKU 
ol{l(J"Cij/1am. 

• 	 aE nEpin"CO)crTJ nou 1to.OXELE an6 aA/)oo"C€pOvlaJlo. TIpoKEnat yta Jlta Ucr9tvEta cr"CTJv o1toiu "Ca EmvE<ppi/)tu 
aue; nupo.youv UnEppOAtKij nooo"CTJ"Ca "CTJe; oPJl6vTJe; aA800"CEpOVTJe;· Euv uu't6 tcrXU€t yla EOae;, btv ouvlmu"CUl 11 
XMcrTJ "Cou «ONOMA TIPOIONTOE». 

• 	 a€ 1t€pin"CO)oTJ l£OU EXt"CE XaoEt 1toUa uypa (u<puoa"CO)0TJ) AOYO) 8tuppotru;, €/1E"COU ij U'l'TJAroV 06oEo)v 
OlOUPTJnKWV xamrov. 

• "CO «ONOMA TIPOIONTOE» OE l£UlbUl Kat E<pijpoue; (Ka'to) "CO)V ] 8 ELrov) btv ouvtcr"Ca"Cat yta xpijQTj. 
• 	 1tPE1t€l va tvTIJlEProO€'t€ "CO yta'tp6 aue; €aV 1tta"C€U€"CE 6n Eia't€ 

«ONOMA TIPOIONTOE» Otv ouVta"Cuml mTJv apxij "Clle; £yKlJJloaUVTJe;, Kat Otv nptn€l va Aa/1pUV€mt €av 
€la"C€ tyKlJOe; avO) 'to)v 3JlTJvrov, Ka8we; tv/)tX€"Cat va l£pOKaA.to€t oopapt<; PMPEe; mo JlO)po erue; €aV 
XPTJOlJlO1tOlTJ8€i crt uu"C6 "CO a"Cuoto (PA. 1tapaypa<po «KuTJoTJ») . 

va tyKlJOe;. To 

ATJIJITJ oUrov <POPJ·lIlKroV 
I1UPUKUAEi08E va tvTJJl€proO€'t€ "COV ytU'tpo ij 'tov <pup/1aKonot6 oue; €aV nuipv€"CE iJ EX€'t€ 1tUP€t 1tp6a<pa"CU una 
<puPJlaKa, UKO/1U Kat UULa nou /)tv erae; txouv XOPTJYl18Ei Jl€ ouvmyij. 



Y1U IlTjTtpse; nou 9TjM:l;ouv, Ka1 0 'YUlTpOe; O'ue; EYOEXgTat vu E1ttlt!;Sl K(mOta 

iTƠp(l: 

(ij EVOgE"TUl ttElVETE) 

«ONOMA 

«ONOMA 

llPElTEl va EVttf.1EproGETE TO 'YlUTPO GUS EIlV lTlGTru£TE OTt EiGTE va tyKUOe;. 0 
YUlTpOe; aue; KUTa Kav6va eO. aue; cruIlPOUA.EIjIE1 va mUf.lUTi)crETS TTl ATJIjITJ TOU «ONOMA DPOIONTOI;» 

H unon:AWI1UnKOTTrra TT]e; 9EpunE[Ue; Ilnopd vu EnT]pwmd aE nEpinTwaT] Ai)IjIT]e; TOU «ONOMA npoJoNTOI;» 

TUUTOXPOVU I1E OptallEvU iliu <papIlUKU. Mnopd vu XPElUaTEi uUuy!'] OOOT]e;, ATJIjITJ aAAWV npOCjlUAa!;EWV, i) aE 


•OptOI1EvEe; nEpt1tTd:JaHe; OtuKoni) KanOtOU EK TWV <puPllaKwv. AUTO taXUEt ytU <paplluKu IlE KUt xwpie; UlTPIKi) cruVTUyi), 
10 t(1 

• aHu <papf.1UKU lTOU f.1ElroVOUV TIlv UPTIlP1UKtl lTl£GI], nomi TO. IhoUPllTlKG XalTlU. 
• <papf.1UKU lTOU uu!;avouv TI]V lTOGOTTJTU KUAiou aTO uillU aue;. AUTa nEptAajlpaVOuv crullnAT]pd:JIlUTU KUAlOU 

i) unOKUTumUTU aAUTOe; nou nEpttxouv KaAtO, KUAwnpoaTUTwnKU aKwaalluTU KUt T]nupivT] 
• Ka1t010 TUlTO lTUUGllTOVWV nou ovollal;OVTUl IlTj aTEpoE10i] UVTt<pAEYIlOVWOll CjlapllUKU (MI:A«J)). 
• AHho, EvU <PUPIlUKO nou XPTJa11l0nOlEiTUt ytU TTj 9Epundu OptallEvWV tUnwv 'l'UXtUTptKWV nuei]aEWV. 

ElTllTAEov: 

• 	 EavUKoAou9d'L'e-9EPUlTElu.jlETa UlTO.Kup01UKtl lTPOGPOAtl, OEY cruVtOTaTal 0 cruvouuallOe; IlE UVU(JTOAEle; 


MEA (<pUPIlUKO ylU TTj 9spundu TT)e; Kup01uKi]e; npocrpoAi]<;). 

• suv UKoAou9dTS 9spulT€lu jl€T1l UlTO KUPO lUKtl UVElTIlPKEIU, OIN cruVtaTIl1:at 0 Tpt1tAOe; cruvouualloe; Ils 

aVUGTOAEle; MEA Kat p-avaGTouie; (<papIlUKa yID TT] eEpandu TT)e; KupblaKiJe; UVEnapKS1Ue;). 

Atl'l'I] TOU «ONOMA llPOi'ONTOI:» jlE TpO<PES Kal lTOTIl 

MnopEiTE va nuipvETE TO «ONOMA DPOJONTOI;» IlE it xwpie; TpO<pi]. 


KUllGll Kal9TjAaGf.1°S 

ZTjTi]aTE TTl cruIlPOUAi) TOU YIUTPOU TJ TOU CjlUPIlUKOnOtOU ane; npOTOD nupSTE onOl015tlnOTE <pUWUKO. 


• 

npOTOU IldvgTE tYKUOe; TJ IlOAtc; f.la9STS on daTE EYKUOe;, Kat 90. aae; cruf.lPOUMnvS1 va napsTE KanOW allo 
<puPllaKo aVTl TOU «ONOMA npOIONTOI;». To «ONOMA npOJONTOI;» bEY cruVtaTUTUl aTTjv apxit TTje; 
SYKUf.l0cn)VT)e;, Kat bEY npEns1 va AallPUVSTU1 Muv Elms EYKUOe; avw TWV 3 jlllvwv, KUeWe; EYOEXETU1 va 
npoKu/..{;aEl aopupte; pAapEe; crTO f.lwp6 crae; sav XPTj01f.l0n01Tjed IlETU TOV TpiTO f.li]vu TT]e; KUT]aTje;. 

• EVTJf.1EproO'TS TO 'Y1aTPO O'uS EUV 9TJJ.UI;ETE tl lTPOKE1Tat va !;EK1VtlO'ETE TO 9TJJ.aGJ.10. To «ONOMA 
DPOIONTOI;» OEY cruV1crTU1:at 
iliTj eEpunsiu yUl saae; SUV E1t19ullsiTs va 9TjAaaSTS, S101KIl suv TO f.lWpo aue; dvat V£OytvvTjTO, i] EXSl 
Y€VVTjed np6wpu. 

OOtl'YllGTJ Kat XS1PIO'f.10S f.1llXuvrov 
npOTOU OOTJYTJm:TE Kanow 0XTjf.lU, xpTJatJ.1onOtTJa€TE spyuA.Eiu i] XS1ptaTSiTS IlTJXa.vTJf.laTu, TJ KIlVSTS ullse; 
OpUaTTjp10TTJTEe; nou anatTOUv cruYKf:vTpWaTj, psPatw9dTE 6n yvwpil;sTS nwe; sntOpa TO «ONOMA DPOIONTOI;» aE 
saae;. Onwe; noUu iliu <paplluKu nou XPTJcrtf.lOnOlOUVTat ylU TT] 8Epundu TTje; U'I'llAi]e; UPTTJplUKi]e; ni€alle;, TO 
«ONOMA DPOYONTOI;» Ilnopd as anuvlEe; nEpt1tTd:JaEtc; vu npOKUA.EaE1I;uATJ Kat vu EmWEuaS1 TT]v 1KUVOTT)TU 
cruyKf:vT pwaTje;. 

I:Tjf.lUVTLKES lT/-TJpo<popiES GXETtKU J.1E OplGJ.1EVU (J1J(JTaTIKU TOU llPOi'ONTOI:» 

3. 	 nnI: NA llAPETE TO llPOi'ONTOI:)) 

AKOAou8dTE nuVTu ne; crumuaEtc; TOU Y1UTPOU aue; we; npoe; TT) Ai]IjITj TOU «ONOMA DPOIONTOI;» npOKE11lEvOU vu 
EXETE KMUTEPU unOTE/..{;alluTU Kat VU uno<pUYETE TOV Kivouvo UVEn19uIlTJTWV EYEPYEtWV. Euv tXSTE UIl<P1POAige;, 
pwTi]mE TOV ylUTp6 i] TOV <papllUKon0l6 aue;. 1\TOf.lU J.1E UIjITJATJ UPTTJPlUKTJ ni€(JT] cruxva bEY napou01ul;ouv 
(JUf.l1tTWIlUTU uvuAoya TTje; na8TjaTje; auTi]e;. noUoi ata8uvovTUl UpKETU <pualoAo'YtKU. flo. TO ACyo UUTO IlTJv aIlEAdT£ 
vu E1t1crKEnTEaTE TO 11UTPO aae; UKOIlU Kat EUV a1aeUVSaTg KuM:. 

http:1\TOf.lU
http:0XTjf.lU
http:9TJJ.aGJ.10


n:poapoJ..yt: Mt:TU ana KapOtaKTf npOClpOATf II 8Epant:ia apxi.l:;t:t ()l)vTfOW� aKollll KUl 

Qcnocro, Eav nAT)crtU�et T) rupa 'Yia tT)v 

8t:panda{.t:Ktva 

Y'VTJJ..tl apTTJptaK1l n:i£aTJ: H ()l)vTJOll� 06Clll dVUl 80 mg TJIlEPllCllW�. LE OplClll£VE� 1!£Pt1tTOOCl£t� 0 ytaTpO� Cla� 
1l1WPEl va (J1)vtayO'"fpacpTfCl£1 UlVllA6TEPE� 06ClEt� (n.x.160 mg Tf 320 mg). EvoeX£TUl E1l:i.oll� va ()l)VOUUClt:t TO 
«ONOMA ITPOIONTOL» Ilt: t:nmAeov cpapllaKWTtKTJ aywYTf (n.x. OtoUPllTtK6). 

MltrQMJ>�1feOCJCP_a!lLKapOl!lKtl 
• Ilt:ta ana 12 oopt:�, ()l)viJSwŤc;�€xaťŦ£il66m,2b mgouo!jiope(;rllltŧpfjai.ms:HŨMoTJTwv-20mg-1I:apExctUlOlUtpOOVtat; 
to OtaK10 TWV 40 mg. 0 ytatPOt; oat; Oa auIiJot:t tll MaTI amiJ paOlltaia IlECla OTtt; E1!OIlt:VEt; EpoOllaoE� Kat TI IlEytGtll 
OOOll 8a cptuot:t ta 160 mg OUO cpopt� llIlEPTJ01W�. H tEAtKTf 060Tl t:IapruTUl an6 tTJv avoXTf nou EXEtE Wt; 
IlEIlOVWIlEvO� aCl8evl'ft;. 
To «ONOMA ITPOIONTOL» Ilnopt:i va 008d tamoxpova IlE aUTj cpapllaKWTtKtl llYWYTJ yta tTJv KapOtaK1] 
npOClpOATf Kat 0 Ytatp6� oa� Sa anocpaCltClEt nOta Ot:panda dvat KatuUTjATJ yta t:oas. 

KapOlaKtl av£n:apK£la: H yevlKOO� Ilt: oooll 40 mg ODO cpO peS llIlEPllol(J.)�. 0 ytatpo� oa� Oa 
aUITJat:l TTJ 06ClTJ paOlltaia Ileoa OTt� t:nOllevt:� t:poollaot:� KUl ll llErtClTTJ 06ClTj Oa !p"IUClt:t ta 160 mg OUO cpope� 
rIIlEPTJCli(J.)�. H tt:AtKTf 06ClTj t:Iaptatat ana TTJv avoXTJ nou EXt:tt: w� 1lt:1l0V(J.)IlEvO� acl}evijt;. 
To «ONOMA fIPOIONTOL» Ilnopd va o08d tamoxpova IlE uUTJ cpapllaKWTtKi} uywy1] yta TTJV KapOtaK1] 
aVEnapKEla Kat 0 ytatpO� Clat; Oa rmocpaoiClt:t nota Ot:panda dvat KatuUTJATj yta EaUt;. 

Mnopt:itE va naipvt:tE to «ONOMA ITPOIONTOL» IlE ij Xwpit; tpocpij. Katanivt:TE TO «ONOMA ITPOIONTOL}) Ilt: 
tva non'lpt vt:po. 
Na naipVeTf: W «ONOMA IIPOIONTOE» nepinon tT)V iota rupa KUOe IlEpa.. 

Eav n:apE"Tf: I.1I:yuA.i)TI;PTJ Mall «ONOMA llPOiONTO:E» an:o 't"TJv KavovlKtl 
Eav napou<Jlaotd tvtOvll l:;aAll iJ/Kal Am08ullia, IanAOOGtE Kat t:1IlKOtV(J.)V1]GtE alltaw� IlE to YUltpO Cla�. Euv nTJpan: 
Kata AaOo� noUu otClKia, am:uOvv8t:ltE GtO ytatpo, to cpaPllaKOnOtO oa� 1] ClE VOGOKOIlEio. 

Eav Yqaa£'t"£ vu n:ap£T£ TO «ONOMA llPOiONTO:E» 
MTJV nUpEtt: omA1] 06ClTJ Yla va avanATjpoocrw:: tTj MOll nou It:xaoatt:. 

Euv �eXucreTe va nUPeTe Ilta 06crT), nupte 'to 1l0AtS W OnllT)Oelte. 
EnOIl€VT) oocrT) cras, napaAehj11e 1T) 06crT) non �ExucratE. 

Eav aTallaTi}a£T£ va n:aipv£'T£ TO «ONOMA llPOiONTO:E» 
H OlaKOnTf 1TJt; ATfIjJTj� «(ONOMA ITPOIONTOL» Ilnopt:i va t:7ttot:tvoocr£t TTjV KatamaClTJ tll� naOTjcrTft; crat;. Mll 
OIUKomt:tt: tTJ A1]'IITJ tOU cpaplluKOU (JIlS X(J.)pi� npOTjyoUIlEVTJ tYKptClTJ ano to ytaTpO crat;. 

Eav tXETE nt:ptClCl61t:PES I:pW1TfcrW; crXf:11KU Ilt: tll XPTJClTJ amou tOn npotovtOt; PO}TT]crtt: to YlatpO TJ tOY <paPllaK011:OtO 
crat;. 

4. meANE:E ANEmeYMHTE:E ENEPrEIE:E 

'OnWt; OM ta cpapllaKa, £t<Jl Kat to «ONOMA ITPOIONTOL}) Ilnopd va npoKll.llCll:t aVl:mOU1l1l11:t; evepYl:lE� av KUl 
OCV napou<JlUC;OVtal Cll: oAOUt; tOuc; av8poonout;. 

AllTtS Ot aVEmOullT)TeS €VEpyeteS Ilnopei va n:apoucrtam;ouv Ile optcrllEvEt; <JUX,V01:T)1:eS, Ot onoleS 
ori�OvtUl COS E�i]S: 

• nOAu OUXVES: enT)pEu�OUV AtyOTEpO ano 1 xpi]cr1:T) m;ous 10 
• ()l)xvtS: enT)PeU�et 1 ECOS 10 Xpi]cr1:eS crwus 100 
• OXt ouX,VtS: e1tT)Peu�et 1 tcos 10 Xpi]crTeS <J'touS 1.000 
• crrruvIES: e1tT)PeU�Et 1 £COS 10 Xpi]cr1:eS cr'tOuS 10.000 
• rroAu crrruVleS: EnT)PeU�OUV Al'YOTepO ano 1 xpi]cr1:T) crwns 10.000 
• Ill'] yvcoO"'t£S: T) cruxvo1:T)1:a OeV Ilnopd va eKnllT)Oei !J.e �ucrT) 1:U ola9tcrt!J.a OeOO!J.Eva. 



Kat OUDC'tep01t€via) 

va 1tUPODO'tTJcrel 

EVbi:;(I:tUl vu nupoucru:'iO"£t£ crDfl1ttWflUtu UYY£lOOlbTjflUtOC:;, onwc:; 

• btoYKWfli:vo npoO"wno, YAWcrcrU Tj AUlJlOC:; 
• bUcrKOAiu O"TT]V KUtCtnOO"T) 

• £BaveT]flU KUl bUO"1<OAiu O"TT]v UVU1IVOTj 

.I:1)XVE�: 
• sUAll, SUAll StcrllS 
• XaflllATJ aptllplaKi) 1tiEcrTJ flE crull1ttWllata 01tros SUATJ 
• IlElW�JbtTJVEcpPlKi) AElLOupyia (crllflEia V€CPPlKi)S aV€1tUpKelUS) 

'OXl tnlXVE�: 
• aAA€PYlKi) aVtiDpacrll IlE crull1ttwflata 01tros eÄUVSTJIlU, KVllCJIlOS, DIOYKrocrTJ crto 1tpocrro1tO, crta XetAll, 

atll YAwcrcra TJ CJto AatflO, DUcr1tVOla TJ DUCJKOAia CJtTJV KatU1tocrTJ, Åw...TJ (crllfleia ayyelOOlDTJllatoS) 
• ÄacpVIKTJ a1tWAela crUV€iDllcrTJS 
• aicrSlllla 1t€PlcrtpOcpTJS 
• IDlait€pa ll€lW!J.EvTJ V€CPplKi) AeltOupyia (crTJIlEia oÄeias V€CPPlKTJS aVenUpK€lUS) 
• IlUIKoi cr1tacrlloi, flTJ cpumOAOYIKOS KapDlaKOS PUSfloS (CJlllleia U1t€pKaAlUlflias) 
• DUcr1tVOla, DucrKoAia crtTJV ava1tV0TJ CJe l)1tna stcrTJ, DIOYKrocrTJ trov 1tODIWV Kat trov KUtro UKProv 

(<JllflEia KapDlUKi)s aV€1tUpK€las) 
• KecpaAaA yia 
• PTJxas 
• KOtAlaKO UA yoS 
• vautia 
• DluppOla 
• K01trocrTJ 
• aDuvaflia 

M'I) rvroaTEC; 
• €ÄuVSlllla, KVTJcrlloS, f.lUÅi Il€ optcrfltva ano ta aKoAouSa crTJIl€iaTJ <JU1.11ttwllata: 1tUP€toS, apSpaAyia, 

fluaAyia, DlOYKro!J.EvOl A€IlCPaDeV€S TJ/Kat <JU1l1ttWllam ypi1tTJS (crTJJ.l.Eia opovocrias) 
• 1t0PCPUPO-KOlCKlV€S KllAiDeS, evtovos KVllcrfloS (crTJflcia cpAeYllOVTJS 'trov atllocpoProv ayye1rov 1tOU 

OVOflUsetal Kat ayyClinDa) 
• acruvTJS1cr'tll atllOppayia Kat flWAro1teS (<J1w€ia SPOflP01tEVias) 
• flU1KOS 1tOVOS (flUaA yia) 
• 1tUP€'tOS, €P€SlCJflOS LOU cpupuyya TJ €ÄeA.KWcr€lS LOU cr'tollatOS A.6yro AOlIlWÄeroV (crull1ttWllam 

XallllAOU eID1teDOU A.eUKWV atllocrcpatpirov 1tOU OVOIlUÅ€'tat 

• fl€irocrll crto €m1teDO tllS atllOcrcpatpivTJS Kat llEirocrll tOU 1tocrOatOU 'trov €puSpWV alflocrCPatp{rov crtO 
ailla (1tOU fl1tOpei, cr€ paples 1tepl1t'tWcreIS, va ODllYTJcr€l crt avatllia) 

• aUÄll<Jll crtO em1teDO 'tou KaAiou crtO ailla (1tOU ll1topci, cr€ paplts 1t£p11t'tWcrelS, 
IlUtKOUS cr1taCJllous, IlTJ CPUcrtOAOytKO KapDlaKO PUSflO) 

• aUÄllcrll crtO em1teDO 'trov nflwv tTJS TJ1tanKi)s A.el'toupyias (1tOU Il1tOpei va U1tODelKVUel ll1tanKi) 
PAUPTJ) 1tep1AaIlPUvOV'tas aUÄllcrTJ crto £1ti1t£DO XOA€puSpiVTJS crto aifla (1tOU fl1tOpei, cr€ PaPleS 
nepl1ttWcreIS, va 1tUPODOtTJCJel Kl'tpivlcrfla tOU Mpllatos Kat trov mpSaAflWv) 

• auÆcrll crta em1t£Da aÅWtOU oupias atO ailla Kat aUÄllCJll crtO em1teOO tTJS KpeanvivllS OpOU (1tOU 
ll1topei va t)1tOD£lKVU€l 1111 CPUcrtOAOYIKTJ VecpplKi) Aeuoupyia) 

H (J1)xvoTll'ta 0PICJfltvrov aV£1tl8uj.lTJ'trov EV£PYWDV j.lnopd va nOlKiM£l avaAoya fl£ TIlv 

KaTacrtacri) CJw;. rIa napaO£IYj.la, aVE1tl8uj.lTJT£t; £VtpY£I£t; onrot; SaATJ, Kat j.l£troj.ltVTj V£<PPIKTJ 

http:napaO�IYj.la


E{o,_"a1!9lQ(l"-ClJ!ll()jJ.Jlt'TLcqtI!1El(lyrETal 
ToyiaTpOlrcpupjiCiK01t0l6ucjac;:-v -

Ka\jlUKta mg: 

KmVUKta 160 mg: 

Ta una crumatiKU EiVat 

Ta MAU crucrtatiKa Eivm 

80 

A£l'CODpyia, napan1P'l18rpwv Atyo'C£po aDxva a£ aa8£v£is nOD EAapav 8£pancia ym D\jITJATJ 

ap'tTJpmK. ni£a'll napa a£ aa8£vcis nOD EAapav 8£pancia ym KapOmKTJ aV£naPK£la f] En£l'Ca ano 
npoa<pa'tTJ KapomKf] npoaPoAf]. 

_ aoflaptl,tl av 1I:apaTTJPtlaETE "U1I:OIU UVE1tlOUI.lTITTJ EVtpYElU 1I:OU BEv 
• avucptpETal aTO 1I:up6v cpullo oBTlYu:ov, 1I:UPUK-ustiaeE va CV�jJ.Cpt:6(iETE 

5. nnl: NA cIlY AA:El:ET AI TO «ONOMA npOiONTOl:» 

• Na qmAucrcrEtat crE jJ.Epl] nou b£v to <p8avouv Kat b£v to uArnouv ta nmbtu. 
• Ml]v XPl]O"lIlOnOU:ltE to «ONOMA npOIONTOL» IlEtU tl]v T]IlEpOIlT]via Atlt;T]v nou avaypu<pEtat crtT] 

crucrKEuacria. H T]IlEPOIlT]via Aitt;T]v Elvat TJ tEA£Utaia T]lltpu tOU Ilitva nou avu<p!';pnal. 
• Nu IlTJv xpT]O"lIlOnOlitcrnE "to «ONOMA llPOIONTOL» EUV napatT]Pitcr£tE Otl T] crucrK£uacr(a txn unomEi 

wT]lltU it unapxouv crT]IlEia aUoiroO"T]v. 
• 	 Ta <papJlUKU OIN npE1IEl va a1Ioppi1IlOVTUl aTO VEPO TTje; a1IOXETEuaTje; f] aTa aKoumOlU. ProT €laTE TO 

<paPllaK01IOlO aae; 1IWe; va 1IETaSETE Ta <paPJlaKa 1IOD OeV XPEla@OVTUl 1IlU. AUTO. TU JlETpa ea 
AOl1ef]aouv aTTjV 1IpoaTaaia lOU 1IEptpaU.OVTOe;. 

6. 	 AOIDEl: nAHPOcIlOPIEl: 

Tt 1I:EPl!';XEl TO ({ONOMA npOIONTOl:» 

H bpacrtiKit ouaia £iVai T] uaAaaptavT] 80 mg. 

H 8paO"tlKit oucria dVal TJ uaAcraptaVTJ 160 mg. 

EJlCPUVlUTJ TOU «ONOMA npOiONTOl:» KUl1tl:PlEX0jJ.EVO TTJ';; O"UaKEuualu,;; 

Ka:rox0';; a&£ia,;; KUKAOcpopiu,;; KUl 1tupuyroy6,;; 

fta nATJPo<popiEv OXEtiKU IlE to napov <papllaKEUtiKO np0"iov, napaKaAdatE va anru8uv8EltE crtoV K6.tOXO tTJv UbEtUv 

KUKAO <pOpiav. 

TPOnOI: AIA0El:HL 

To <paplluICEutlICO aUto npoi:ov XOPTJYEltat Il£ HltptICit cruVtayit. 

nEPIAH'PH TON XAPAKTHPD:TlKON TOY llPOiONTOl: 

1. ONOMA:EIA TOY cIlAPMAKEYTIKOY npOIONTOl: 

«ONOMA IIPOIONTOL» E1tlICaAUIlIlf:va IlE A£1ttO UjJ.f:vto blcrKia 80 mg 
«ONOMA IIPOIONTOL» EntKaAujJ.jJ.f:va IlE AEntO UjJ.f:vlO btcrKia 160 mg 



A.E11:10 UIl£VlO blO'Kia 80 mg: 

IlE atJllntWllallKiI KapolUK11 aVE1[(lpK£lU iI aatJllntWllallK11 atJ0"10A.tKiI 

E1l:lKaA.l)Uutva bi£ 

Ynf:praO] 

TIpoocpalO f:!lwpawa tOU !lUOKapbiou 

KapbwKlj (lVE1[(lPKElU 

4oaoAoyia 

Yn£praO] 

TIpoowatO £!l(J)paYlla tOU lluoKapoiou 

2. nOIOTIKH KAI nO:EOTIKH :EYN0E:EH 

eva £1l:lKaAUIlJl£VO 11£ A£ntO UIl£VlO blO'Kio n£pli;X£l 80 mg paA.aaptUvrlr; 
• eva £1l:lKaAUIlJl£VO 11£ A£ntO UIl£VlO blO'Kio n£pli;X£l 160 mg paA.aapruvT]C; 

3. <IlAPMAKOTEXNIKH MOPcI>H 

4. KAINlKE:E IIAHPOcI>OPIE:E 

0EpcmEia rT]C; tbtOnaSouc; untpraaT]C;. 

0EpanEia KAlV1KU araS£prov aaSEV(,OV 

bUaA.moupyia 111C; ap1or£PiIc; Kolliac; IlWl ano n:pomparo (12 ropEC; - 10 T]lltPEC;) tll<PpaYlla tOU IlUOKapblOU (pl... 


n(lp(lYPa.cpOUC; 4.4 Kat 5.1). 


0EpanEia TTJC; aull1ttWllanKilc; KapolUKilc; aVEnupKE1ac; 6tav OEV Ilnopouv va XPT]olllon01T]Souv Ot avaoroA£ic; rou 

IlErarpEnltKOU EV!;ulloU 111C; anElOtEVOtVT]C; (MEA), iI wc; n:p6aSErT] SEpU1rEia OtOUC; avaarOA£tC; MEA orav bEV 

,mopouv va xpT]mIlOnOtT]Souv 01 p-anOKAE10"1f:t; (PI.. n:apaypa<pouc; 4.4 Kat 5.1). 

H auVIO"1roW:VT] MOT] tvapSl]C; rou «ONOMA IIPOIONTO:E» EiVat 80 mg Ilia <popa tT]v l]lltpa. H aVllUnEpramK1'! 


bpaOl] Ellcpavi�Etat OUOlUallKa £V16C; 2 EPbOIlUOWV, KUl l] Iltym111 EnibpaCiTj Ent'tU'YXaV€tUl EVtOr; 4 €pbO)labwv. L£ 


0PIOIl£VOUC; aoSEVEic;, tWV on:oiwv l] aptl]plUKiI n:i£ol] bEV EA.trxEtUl EnapKroc;, l] MOl] IlnopEi va aUSl]S£1 O"1a 160 mg 


Kat IlE )l£y10ro ta 320 mg. 


To «ONOMA IIPOIONTOL» Ilnop£1 Entol]C; va xopT]'YTJ6£1 IlE aMouc; aVllUnEptamKouc; n:apayovtEr;. H npocrSiIKTJ 


EVOr; OlOUpT]llKOU, onwc; T] UbPOXA.WpOe£la�ibl], Sa IlE1rooEt tT]v apTTJptaK1'! ni£CiTj aKolll] n€p1000t€PO 0' aUlOUr; tOUr; 


acrSEVEic;. 


L€ KAlV1KU OtaSEpouc; aoSEVEic;, T] SEpanEia Ilnop£1 iIol] va E,EKlViIoEl 12 roper; IlEta to EIl<PpaYlla rou )lUOKapbiou. 

MWl ano Ilia apX1KiI McrT] 20 mg ouo <pOPEC; tl]v lw£pa, TI paA.oapto.vT] Sa np£n£l va t11A.On01£1ta1 om 40 mg, 80 

mg, Kat 160 mg SUo <pOPEC; tT]v 111lEpa Kato. 111 blUPKElU tWV En61lEVWV A.iywv Epbollaowv. H McrT] £vaPST]C; nap£XEtat 

11£ to b1XOtOllOUIlEVO 01O'K10 tWv 40 mg. 

H Il£Y10"1T] MOT] OtOXOC; Eivat 160 mg Mo cpoptr; TT]V T]IlEpa. fEV1Ko., auv1crto.mt 01 aoSEV£1c; va <pTo.VOUV oro £nln:£bo 

tWV 80 mg Mo <poptc; 111v T]Jltpa crt SUo EPbOIlUbEr; ano tl]v £vaPST] TTlr; S£pam:iac; Kat l] IlEYI0111 MOl] OtOXOC; tWV 

160 mg Mo cpoptc; tT]v T]fltpa va £nt'tUrxaV£tU1 £V10C; tPlroV llT]v6:Jv, avaAoya 11£ 111v avoxiI TOU aoS£vouc;. Av 
£)l<pavlOt€i aulmtWllallKiI unotaCiTj 11 VE<pPtKiI bUOA.E1tOupyia, Sa nptnEl va tEe£1 to £Vb€XOfl£VO ll£twoT]C; tT]C; MOT]C;. 

http:auv1crto.mt
http:paA.oapto.vT


KapCIaKiJ aVEnUpK£Ia 

Tp01fO( (Oprm/U'l( 

uevOt 

N£<ppuci] 8uoA£ttoupyia 

HnatlKij 8ucrA£ltOupyia 

nat8IatplKOi acrSev£4; 

n£pKaAlatuia 

Acr8evdc; IlE unovatptamia i]/Kat uno-oyKatllia 

H paAoaptaVT] ,.mopEi va XPT]OlJl01WlT]8Ei O£ a08evEi<; nou AaJlpaVOuv Kat anE<; 8£pal1£iE<; JlEta to EJlcppaYJla tOU 
JluoKapciou 11.X· 8POJlPOAUtlKa, aK£tUAOOaAuKt1lK6 o5u, p-a110KAt:lOtE<;, otatlV£e; Kat CIOUpT]tlKU . .6.ev OUVlOtUtat 0 
OUvcuaoJlOe; Jl£ avaotoA£ic; MEA (PA. l1apaypacpoue; 4.4 Kal 5.1). 

, H a5IOMYT]oT] tffiV a08evoov JlEta al10 EJlcppaYJla tOU JluoKapclou l1PEl1£l l1UVta va l1£pt1aJlPav£l £KtiJlT]oT] tT]<; 
V£cpplKi)e; At:ltoupyiae;. 

H O1JVto't(OJl£VTJ MOT) evap5T]<; tOu «ONOMA ITPOIONTOI» EiVat 40 mg CUO cpopte; tT]v T]JlEpa. npoe; ta aVffi 
tltA0110iT]0T) o£ 80 mg Kat 160 mg QUO cpopte; tT]v T]JlEpa 8a nptl1t:t va Y1V£tat o£ 8tami)Jlata tOUMXIOtOV 8uo 
£pcoJlu8ffiv JlEXpt tT] JlEYlOtT] aV£Kti) a116 tOY a08evi) 860T]. ea l1PEl1£l va £5EtUS£TUl T] JlEiffiOT] tT]e; 060T]e; tffiV 
ouyxopT]YOUJlevffiV 8toupT]tlKoov. H JlEytOTT] T]Jl£pr,Ola 860T] 110U EX£t XOpT]'YT]SEi O£ KAlVtKE<; COKtJlEe; dvat m 320 mg 
O£ OlT]PT]Jlev£<; 86o£te;. 
H paAcrap'taVT] Jll10pEi va xopT]yd'tat-JlaSi Jl£ a.A.AEe; 8EpmI£iEe; YIa tT]v KUp81aKi) aVrnaPK£Ia. nap6Aa aU'ta, 8ev 
OUVtO'tU'tat 0 'tpmMe; ouv8uacrJlo<; ev6e; avacrtOAEa MEA, evoe; p-a110KAEtcr'tr, Kat J3aAcraptaVT]e; (PA. napaypacpOue; 
4.4 Kat 5.1). 

H a5IOA6yT]oT] 'tffiV acr8evillv Jl£ Kap8IaKT] av£napK£Ia 8a 11 pEn £1 naV'ta va l1£pt1aJlJ36.v£l tT]v £KtiJlT]oT] 'tT]£:; V£CPPlKf)C; 

At:1'toupyiae;. 


To «ONOMA ITPOIONTOI» JlllopEi va AT]cpSd av£5uptT]ta y£uJla'toe; Kat nptll£t va xopT]'YT]8Ei Jl£ uyp6. 


HAtKtffi 


.6.E XPElaSEtat l1pocrapJloyr, tT]<; 80croAoyiae; YIa acr8£vd<; JlE K<i8apcrT] KPWtlVtVT]£:; > 1 OmlJAEntO (PA. llap6:ypacpo 4.4). 


I£ acr8ev£i<; Jl£ T]llla tffi<; JlEtpta T]nanKi) aVEllapK£la Xffipi<; xoMcrtacrT], T] 06crT] TT]<; PaAcraptaVT]<; oev npEnEt va 

ullEppaivEt ta 80 mg.To «ONOMA ITPOIONTOI» aV'tevcEiKVUtat cr£ aoS£vd<; JlE J3aptu T]llntlKT] cucrA£ltOupyia 

(PA. llapaypucpoue; 4.3 Kat 4.4). 


To «ONOMA ITPOIONTOI» 8ev O1Jvtcrtatat ylU xpi)crT] O£ lIatOta T]AIKia<; Katro TroV 18 £tWV MYffi En£I\jJT]<; 

crtOlxdffiV YIa tT]V aocpaA£la Kat tT]V a1l0t£A£crJlatlKOtT]ta. 


- Yll£pt::1.latoST]crta OtT] 8pacrtlKi) oucria i) crt: KU11010 ano ta EK80xa. 

- Baptu T]llatlKT) aV£1lapKEta, XOAIKr, KtPPffiOT] Kat XoMotaOT]. 

- .6.EUtEPO Kat tpito tpiJlT]vo KUT]crT]<; (J3A. llapaypucpou<; 4.4. Kat 4.6). 


Y 

H mm6XPovT] xpi]OT] Jl£ O1JJlllAT]pOOJlata KaAiou, KaAlOnpO!J1:att::1.ltlKU OlOUpT]tlKIl, 'UnOKataOtata UAatO<; nou 

n£pItxouv KaAIO, i] unou<; llapayoV't£<; 1l0U Jlllopd va al)5f)crouv 'ta £1lin£8a KaAiol) (T]napivT] KAn.) 8ev O1JVIO't(ltat. 

ea nptllEt va yiVEtal llapaKOAouST]crT] 'tou KaAlou 6nffi<; allatt£itat. 


I£ acr8£vEi<; JlE oopapi) unovatptatJlia r,/Kat U1l0-oYKatJlia, 011ffi<; EKEiVOl 110U AaJlJ36:vouv U\jJT]AEC; 06cr£t<; 
ClOUpT]tlKOOV, .Jlllop£i va l1apoucna08d OUJllItffiJlatlKr, u116taoT] cr£ crnaVl£<; ll£pum:i>cr£t<; Jl£tU allo tT]V evap5T] tT]e; 
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ralODria 

4.6 Ki>rloTJ Kal yal..olJxia 

11 xpi)CiTJ tffiV avraYffivunillv tTJ<; aYYElOtu(J1VTJ<; II (AIIRA) oev (J1)Vl(Jtatal Kata to 1I:pillto tpillTJVO tTJ<; KUTJCiTJ<; (PA. 

1tupa:ypa<po 4.4). H XPtl(JTJ AURA UvtevodKVUtal Kata. to OE1>tEPO Kat tphO tpillT)VO tTJ<; KUTJ(JTJ<; (PA. 1tUpa'Ypa.<pou<; 

- 4,ll<U14Ak-0 -� 

-------------

01 EmOTJlllOAOYIKE<; evOciC,Et<; (JXEtlKa !.I.E tOY KiVOlJVO tEpatOYEvC(JTJ<; t1tCtta U1IO EK9£<JT) (JE avu(JtoAci<; MEA KUta to 


1Ip illto tpillT)Vo TI)<; KUTJOTJ<; oev i)taV U1tOO£lKttKE<;, w(Jto(Jo, oev !.I.1Iopci va a1IoKl..ct<n£i Ka1Iota !.I.tKpi) uuc,TJ(JTJ tOU 


KtVOUvou. Av Kat oev u1tapxolJV CAEyxolleva EmoTJ!.I.lOAoYIKa OCoo!.l.Eva yta toy Kivo'UVo !.I.c tou<; AlIRA, 1IUPOIlOlOl 


KivouvOt evMxctat va U1[(lpxouv ytU ami) tTJv tac,T) <PaPllaKwv. EKto<; cay TJ (J1)VCx1l:;0J1evTJ 8cpa1Icia Ilc AIIRA 


8cwpTJ8Ei unapaiTI)TI), ot a08ev£i<; nou 1IpoYPu!.I.!.I.atH:;ouv CYKU!.I.ocrUvTJ 8a 1IPE1t£l vu allac,ouv (JC evaUaKttKE<; 


avrtU1tEptacrtKt<; Ocpa1Ieic<; ot o1Ioic<; EXOlJV Ku8tEPWIlEvO 1Ipo<piA u(J<paACta yta XPticrTI Kata tTJv £yKU!.I.ocrUVT). 'Ot(lV 


otaYVffi(Jtci £yKUllocrUVTJ, TJ 8EPU1Iciu !.I.c AIIRA OU 1IPE1IEt vu OtaK01ItCtat aIlEOW<;, Kilt, c<pOOOV U1tattEitat, 8U 1IPE1I1:1 


VU c,CKlVaCt IltU evUMa.KttKT) 8EPU1Iciu. 


CK8EOTJ U1tO tT) 8cpU1Iciu IlC AIIRA KUta to OcUtEPO Kat tpho tpillTJVO civat yvw(Jto Ott 1IPOKUAEi cIlPPUotOC,lKOtTJta 


(JtoV Ct.v8pw1t0 (IlCtWIlEvTJ VE<pptKi) ACltoupyiu, OAtY0i}opallvIO, Ku8uotEPT)!.I.EvTJ o(Jt£01IoiTJ011 toU Kpuviou) KUI 


VEOYVIKT) tOC,tKOTI)tU (VE<pptKtl aVE1IaPKCta, U1Iotu(JTJ, U1tEPKUAtatIlLU). BAe1IE E1It011C; 1I:upa'Ypu<p0 5.3 «TIPOKAtVtKa 


OCOO IlEvU ym tT)V a(J<paAEtU». 


LE 1tCPUrtwOTJ 1IOU TJ EK8£<JT) oc AlIRA EXCt (J1)1l!3ei U1IO to OcUtEPO tpillTJVO tT)e; KUT)<JT)e;, (J1)vI(Jtatat vu 


1IPU'YIlUto1IOtTJ8d U1tEprlXoypu<ptKoC; £AEYXOe; tTJ<; VE<pptKi]<; AEltoupyiac; Kat tOU Kpuviou. 


BpE<pT] tWV 01I01WV ot IlTJtEPCC; EXOUV 1IaPEt AURA 8U 1IPE1ICt VU 1IUPUKOAou80uvrat <neva 'Y1U U1IOtuoTJ (PL cnt(JTJC; 


1tUpaypu<po 4.3 Kat 4.4). 


E1t£lOT) oev U1[(XPXOUV ota8E<JlIlEC; 1IAT)po<popiEC; (JXCtUCa IlC TI) XPT)oT) tTJC; PUAOaPtaVT)<; Kata. to 8T]AU(J1l0, to 

«ONOMA ITPOIONTOL» oev (J1)Vlcrtatal Kat CVUMUKtlKE<; 8cpu1tcicc; Ilc 1Ito KUOtcpffillEva lIpo<piA ao<pa.A.EtUC; KUtU 

'to OT)AU(JIlO civat 1IpottIlOtEpEe;, 1:10tKa KUta to 8TJAMil0 EVOe; vcoytvvTJtOU 1') 1IPOWPOU (3pt<pOUC;. 

f,ev txouv yiV£l IlEAetC<; ytU ttC; E1ItOpa(JW; (JtTJV tKUVOTI)tU OOT)YT)(JT)C;. Kuta TI)v ootl'Yll(JTJ 0XT)IlUtoC; 1') to XnplOllO 

IlTJxuvillv, 1IPE1IEt vu AUIl(3uVCtal OOO'l'TJ Ott 1IcptOta(Jt(lKU Il1IOpci va CIl<PUV108ci OUAT) tl K01l:W011. 

1:E EAEyxoll£VEC; KAIVIKEC; !.I.CAt'tCC; oc u08evciC; IlC U1IEptUCiTJ, ta (J1)VOAtKa 1IO(JO(Jtu qupaVt(JT)e; tWV uvcm8UllT)tWv 

evCPYElillv (AE<l», T)taV cnryKpiollla IlC auni tOU EtKOVtKoU <pUPllaKOU Kat tltav (J1)V£:n:i] IlE TI) <pUPIlUKOAoyiu 'tT)C; 

paA(JuptCt.VTJ<;· TU 1IOOO(Jta EIl<PaVlCiTJC; tWV AE<l> oev SOCIC,UV va (J1)OXEtƁovrat IlC tT) ooooAoyiu i] tT)V OtaPKEtU tTle; 

8cpU1IEiu<; Kat E1IiOT)<; OEY to£lC,UV VU (J1)0XCtiOOVtat IlE to <pUAO, tTJV TJAIKia ti TI) qmAti. 

01 AE<l> not) 1IUpOUoluOovrat (JE UOOEYcil; IlCta U1IO EIl<PPUY!.l.U tou ll'UOKupoiou Kat KllpOtaKT) UVE1ICt.PKEIU ox£tiOovrat 

yevtKa IlE tTJV U1I:oKci!.l.evTJ vooo KUt eiVat crU!.I.<pwvce; Ilc tie; AE<l> no'U nUpOU<JlaOovr(1l uc uuOevEiC; Ilc U1ISptu(JTJ onwc; 

Katuypu<poV'tat 1tUPUKatW. 

01 AE<l> 1tOU ava<p£p8TjKav a1to KAtVIK£C; ,U:A£teS, ,um! tTjv KUKAo<popia toU lIpoi:oVtoc; Kat U1tO 
epYUcrtTjptUKa wpi)Jlatu YIU au8evEiS JlE U1t£ptuuTj, Jleta U1tO £Jl<PPUYJlU toU JlUOKapo{ou Kat KapOtaKi) 
UVe1tapKelU 1tUpoucrtaSOVtat (HOV 1tUpaKatW mVUKa uUJl<pWVU Jle KUtTjyopiu opyavou crucrti)JlUtoC;. 

Ot uVEmeuJlTjtes EVtpyeleS KUtUtacruOVtat ava cruXVOtTjta, Jle 1tprotTj tTjV mo cruxvi), XPTjcrlJl01tOlWVtUC; 
tTjV aKOAOUSTj cruvSi)1CTJ: 1tOAU cruxvtc; (� 111 0), cruXV£C; (� 1/1 00, <1/10), oll (J1)XV£S (� 111.000, <111 00), 
U1taVl£C; (� 111 0.000, <111.000), 1tOAU U1taVlec;( <111 0.000), UUJl1tePtAUJl�UVOJ..t£vwv JleJlOVWIl£VWV 
uvu<popWv. Evtoc; KaSe KUtllyopiuC; cruXV6tTjtac; eJl<pavtuTjC;, 01 UVem8uJlll'teS £V£pyeleS KU'tU'tauuovtat 
KUta <p9ivoucru cretpa cro�UpOtTj'tUC;. 



UITUpUXtC; roTOS lUPllpiv90ll 

lIP' taK;t; UITIlPIlXEC; 

UXIO"UXVtc; 
AY'YElIlKtC; OlIlTUpUXtC; 

'OJ-I O"Uxvtc; 
UX IO"UXVtC; 
Mll '}'Vffialte; 

I 'If-Iyyoe; 

KUpOtctKn UVe1[(lpK£tU 

Op90amllKo un01UC}l'1 

Ynomcn1 
Ayyelinoa 

AlIlTUPUXCC; auaTiHtaToc;, 9roPIlKIl flECJo9ropUKlOU 

• UXI O'llxvtc; 
lU'TllpIlXlC; YUCJTPEVTEPIKOil 

UXl O'llxvte; 
UX l O'llxvtc; 
Upl O'llXVtS 

Ul'TUpuxtt; OCPflUTOC; ll1tO(jOPlOll 

'}'Vffim:te; 
MTJ '}'Vffial{;e; 
Ml1 YVffim:tc; 

BqxuC; 

KOlA 1(11(0 aAyoe; 

�lappOla 

Es,av9l]Jlu 
KVlla!lOC; 
AYYElooibTl!la 

I Alll'TUpUXCC; aUanlflUTOS 

Mll '}'Vffim:tc; yia 
• HXU'TIKt (jLU'TUpllJ.lX'-CSL-

___________ ..... ________________ ---:;--:=-:-:-:-_--, 

I 

i 

i 
I 

i 

• 

na OAee; ne; AE<l> 1[QU avacpsp€hlKav f.1e'HITllV KUuocpopia TOU npoT6vTOe; Kat an6 ePyaaTllPlaKa 
eupijf.1aTa, DeV eivat ouvaTO va laxuael Kanma auxvoTllTa AE<l> Kat e1toj..lSVros avacpspOvTat aTOv mvaKa 
f.1e auXV6Tll1:U «f.111 yvroaTij». 

Y1tEpEUUla91laiu, O"U!l1tEptA.U!lmUVO!l€vrje; TIte; opovoaiu 
H,HF, MI 

UIO"U 
f�A TOll Kal TOll 

H, HF 

MI 

MI, HF! 
MI, HF 

H, HF, M! 

'TOll uvurrvEllGTIKOl> 'TOll Kal 'TOll 
H,M! 

A TOll 
H 

NUUliu HF, M! 

HF 

i A 'TOll Kill TOll 'GTOll 

Mn H, HF ,M! 

H, HF, MI 

H, HF, MI 

'TOU JIllOCJKEAE'T1KOil Kal TOU auV(jETIKOlllCJTOil 
H, HF ,M! MUUA 

M 



1l1t't Il 

YnEpTacrn 

HF: ava<ptp£'rat aTT]V tVO£I[T] KapolUKi]<; aV£1UipK£la<; (£lOIKi] cruXVO"CT]Ta: O1JXV£<; Yia t;UAT], V£<PPIKtl 

aV£1tUpK£l U, Op60a TanKtl ll1tOT aaT], U1tOTacrT]) 

MI: ava<ptp£"CU1 a"CT]v £VO£l[T] 1tpocr<paTOU £1l<PPUYllaTO<; TOU lluoKapolou (£IOlKi] a UXVOTT]T a : 0XI cruxvt<; 

"flU aYY£lOoioT]lla, V£<pPlKi] aV£1tUpK£la Kat oucrA£l"Coupyia, aU[T]crT] TT]<; Kp£unvivT]<; opou) 


4.9 Y1U:POOooAoy{a 

:Ev ro am 


Yl'CI:pooooAoyia /.1.£ «ONOMA I1POIONTO:E» /.I.nopd va KamAij?El aE a?lOoT]IlEiroTIJ unomoT], T] onoia ll1top£i va 


oOT]yijOEt aE /.I.Eloo/.I.tva EntnEOa ouvdoT]oT]t;, KUKAoqJ0puOl Ka"C£ppElljIT] ij/Kal Ka"Ca1tAT)l;ia. 


Ta OEp!lnE1JLlKU /.I.E"Cpa E?ap"Crovwl anD LO Xp6vo "CT]C; AijljlT]C; Kat "COV runo Kat LT] papfrrrt"Ca "Coov OU/.l.1t"Coo/.I.U"Coov. H 


omOEponoiT]crT] "CT]t; KUKAOqJOPtKijC; KaniawoT]C; dVat npoo"CapXIKi]c; anODOalOLT]"Cat;. 


Euv napoDmaaOd mro"CaOT], 0 acrSEVi]t; npEnEI va TOnOSELT]SEi aE U1t'tta SEaT] Kat va -yiVEt OIOpSooOT] "COD 6yKOU LOU 


ai/.l.a"COt;. 


H paAoap"ClivT] £ivat aniSavo va aqJlllpEOEt /.I.E Ill/.l.OKUOapaT]. 


5. «l>APMAKOAOrIKEI: IAIOTHTEI: 

<I>ap/.l.aKOSEpan€ULlKij KaLT]yopia: AvmyoovlmEt; "CT]t; a'YYElO"CaolvT]C; II, KooOIKOt; ATC: C09CA03 

H paAoapniVT] £iVat tvat; ano "COU mO/.l.aLOt; EVEpYOt;, tcrXupot;, Kill EIOIKOt; avmYOOvu:n:T]t; vnOOOXEOOV "CT]t; 

aYYElOmoiVT]t; II (Ang II). ņpa EKAEKUKU mov unom1to AT I LOU Dnooox£a, nou EivUI Un:EUOuVOC; ym Ut; yvrocrT£t; 

OpUcrEIt; LT]t; a'YYEIO"CaoivT]t; II. Ta aD?T]/.I.tva EnmEoa TT]C; a'YYEtOLUa{vT]C; II O"CO 1tAucrIUI, l..6yro "COD an:omtcrllOU TOD 

U1tooox£a AT I IlE TT] pa).crap"CuvT] /.I.nopEi va ol€y£ipouv "Cov /.I.T] an:OKAEtcr/.l.tvo Dn0001.Ea AT20 onoiot; E/.I.qJaviSE"Cat va 

aVLlmaO/.l.is£1 TT] opUOT] LOU U1tOOOXEa AT,. H paAoap"CuvT] oev £/.I.qJavtSEI KalllU J1qnKij ayoovlonKiJ OpUOT] OTOV 

un:ooOX£u AT I Kat £XEt nOAU /.I.EyaAUn:pT] XT]/.I.IKTJ ouyytvEla (n:£pmoD 20.000 qJ0PEt;) l1a TOV unooox£a AT, un6 o,n 

Yia LOV DnoooXEa AT2. H paAoapTUVT] OE O£(JIlWE"C1ll /.I.E i] an:omia uUOUt; un:0001.£it; 0P/.l.ovrov iJ aUAOUt; tovn.uv, 

nou Eivat yvooaLOi yta TT] a1tOUoat6LT]Ta LOUt; aLT]v KapotaYYEtaKTJ pUS/.I.tcrT]. 

H paAoap"CUvT] oev aVaOTEMEt TO MEA (yvooaT6 EniOT]t; oav KIVIVUOT] 1I) nou /.I.ETa'lptnEt LT]v ayy£lOLUaivT] I OE 

aYYElOLUoivTJ II Km anooo/.l.El TT] ppaoUKlVivT]. KaOrot; oev Un:UPXEl EniopmJT] mo MEA Kat evioxvoT] TT]t; 

ppaO'UlClVtVT]t; ij LT]C; ouoiat; P, Ot aVTayoovlOT£t; LT]C; aYYEloLUOivT]t; II EiVat aniSavo va 0XET1SOVTat /.I.E "CO PTJxa. LE 

KAIVlK£t; DOK1/.l.Et;, onou T] paAoap"CuvT] ouYKpiST]KE /.I.E tvav avacrtOMa TOU MEA, 1) cruXVOTT]LU E/.I.qJUVtcrT]t; LOU ?T]pou 

pi]xa ijLUv OT]/.I.avUKU /.I.lKp6"CEpT] (p < 0,05) OE aoSevEit;, nou unopAiJOT]KaV OE OEpU1tEta /.I.E paAcrapnivT] ano O,U OE 

EKElVOUt; nOv unopAijOT]Kav OE OEpanEia /.I.E tvav avaOLOMa LOU MEA (2,6% tvavn 7,9% av"CicrtOlXa). LE /.I.ia 

KAlVIKT] OOKl/.l.ij aoSevrov /.I.E lmoplKO ?T]pOU PiJxa KaTU TT] OlUPKEta OEpan£iat; /.I.E avamoAEa LOU MEA, TO ] 9,5% 
TooV {l"COllooV "CT]t; OOKl/.l.i]t;, nou EAapav paAoap"CUVT] Kat LO 19,0% EKElVooV nou ni]pav tva SEtaSlOlKO OlOUpT]UK6, 

Eixav PiJxa (J£ ffilYKPIOT] /.I.E LO 68,5% EK£ivoov, nou Un:opAijOT]Kav OE OEpanEia /.I.E tvav avamOMa TOU MEA 
(p<0,05). 

H xopijyT]oTJ TOU «ONOMA I1POIONTO:E» OE aoOevEit; IlE U1t{;pmoT] EXEl (Jav anmlAi:o/.l.a TT] ll£iooOT] TT]C; 


apLT]plaKijt; niEoT]t; xoopiC; va £1tT]pwoOEi T] ouxv6LT]Ta LOU oqJuy/.l.ou. 


L"COUG nEpIooOL£pOUC; aoOevElt;, /.I.ETU an6 xopijYT]oT] EqJuna? MOT]t; an6 TO o"C6/.1.a, 1) tvap?T] TT]C; avuum:pLUOlKijt; 


OpUOT]t; E/.I.qJuviSETm /.I.EOa OE 2 (OPEt; Kat T] /.I.£YlcrtT] /.I.EiooOT] TT]C; apTTJPlaKijt; niEOT]<; EmTllyxavETat /.I.Eoa OE 4-6 ropSt;. 


H aV"ClDn:EpruOlKi] opucrT] olapKEi yta nEptcro6TEPEt; a1to 24 roPEC; /.I.ETa LT] xopiJYT]fJT) TTJC; 060T]<;. KaTu TT] xopijyT]OT] 


mavuAa/.l.puv6/.1.€VT]C; ooooAoyia<;, T] avuunEpTUolKiJ DpafJT) qlqJavisETUt oDOlaouKcl EVTOt; 2 EPOO/.l.UOooV, Kat T] 


/.I.{;ytcrTT] EnWpaOT] EmmnavETat €VTOC; 4 EPOO/.l.UOoov Kat OI{l"CT]PEiTat Ka"Ca "CT] OlapKEUl /.I.aKpoXP6vmc; SEpanElac;. LE 


ouvDuao/.l.6 /.I.E UOPOXAwPOOEtasiOT], EmmnaVETat OT]/.I.avuKij En11tp6oSETTJ /.I.ElOOfJT) 'IT)t; apLT]pIaKijt; niEOT]Ň. 


H a1tOTO/.l.T] otaKoniJ TOD «ONOMA I1POIONTOL» oev EXn OUOXEuoSsi /.I.E un:EpTumKij avaniJoT]oT] (rebound 


hypertension) ij /.I.E aUa UVEmSU/.I.T]m KAIVIKa OU/.l.pUVTa. 


http:oqJuy/.l.ou
http:OOKl/.l.ij
http:DOK1/.l.Et
http:anooo/.l.El
http:Dn0001.Ea


)llKj:50AEUKcopnnvoupia-WakO"apTaVT] :-58-llg/min; 

TIp6acpaTo E[lq>paY[la TOU [luoKapoiou 

¯£ U1I£pmO"lKOUC; a0"8£v£1c; 11£ D1a°T]TT] TU1IOU 2 Kat 1l1KPOA£UKCOllanVoupia, T] °aAO"apL(lVT] EX£l <paVEl 6n 
Il£1(OV£l TT]V a1IEKKp10"T] TT]C; A£UKCOllaTivT]C; O"m oupa. H Il£AETT] MARV AL (ll£1coO"T] 
I.UKpOA£uKcol.tanVoupiac; 11£ °aAO"apTavT]) aSlOA6yT]0"£ TT] ll£1coO"T] TT]C; a1IEKKp10"T] TT]C; A£uKCOllaTivT]C; O"m 

-aupa (UAE) 11£ °aAO"apTavT] (8-160 mg Ilia <popa TT]V T]IlEpa) Evavn a!lAoDmivT]C; (5-10 mg 1l1a <popa TT]V 
T]IlEpa), 0"£ 332 acr8EV£1c; 11£ DlU°T]TT] TU1IOU 2 (IlEO"T] T]A1Kia: 58 Xp6VlU, 265 aVTp£c;) 11£ 

. aIlAODmivT]C;7 55,4 llg/min),- Il& <pUGlOAoynCT]-i]-U'I'T] Ai]­
'apTT]p1aKT] ni£O"T] Kat 11£ DlUTT]POUIlEVT] V£<PPllCT] A£lLoupyia (KpwnvivT] aillaLOC; <120 Ilmolll). ±nc; 23 

£°DollaD£C;, T] UAE 1l£1(08T]K£ (p<O,.OOI) KaTa 42% (-24,2 Ilg/min; 95% L1.E.: -40,4 ECOC; -19,1) 11£ 
°aAoapTaVT] Kat1I£pi1IOU KaTa 3% (-1,7 Ilg/min; 95% L1.E.: -5,6 ECOC; 14,9) 11£ allAODmivT] napa LOUC; 

1Iap61l01OuC; pu81l0uC; ll£1cooT]C; TT]C; apTT]plUKi]C; 1Ii£O"T]C; Katonc; DUo Ollci8£C;· 
H IlEAETT] «ONOMA I1POIONTOk» Reduction of Proteinuria (DROP) £SEmo£ 1I£palLEpco TT]V 
anoT£A£0IlanK6TT]m TT]C; °aAoapTaVT]C; OTT] ll£1coOT] TT]C; UAE 0"£ 391 U1I£pmmKOuc; a08£v£1c; (apTT]plUKT] 
niwT]= 1 50/88 mmHg) 11£ DlU°T]TT] W1IOU 2, 1l1KPOA£uKcollanvoupia (IlEO"T]=1 02 Ilg/min; 20-700 Ilg/min) 
Kat D1aTT]pouIlEVT] v£<ppncT] A£lLoupyia (IlEOT] KpwnvivT] opOU = 80 Ilmolll). 01 a08£v£1c; 
ruxmo1I0lT]8T]Kav O£ Ilia a1I6 3 86oac; °aAOapTavT]C; (160, 320 Kat 640 mg Ilia <popa TT]V T]IlEpa) Kat 
EAa°av 8£pa1I£ia ylU 30 £°DOllci8£C;. 0 oKon6c; TT]C; Il£AETT]C; i]mv va Ka80pio£1 TT] °EALlO"TT] 860"T] TT]C; 
°aAOapTavT]C; Y1a TTl ll£icooT] TT]C; UAE O£ U1I£pmO"lKOUC; a0"8£v£iC; 11£ DlU°T]TT] TU1IOU 2. ±£ 30 £°DOllaD£C;, 
TO 1I00"0O"L6 aAAayi]c; O"LT]V UAE 1l£1(08T]K£ OT]llaVnKa KaTa 36% a1I6 TT] ypalllli] ava<popac; 11£ 
°aAOapTavT] 160 mg (95% L1.E: 22 ECOC; 47%), Kat KaTa 44% 11£ °aAoapTavT] 320 mg (95%L1.E.: 31 ECOC; 
54%). TIpOEKU\jIE on 160-320 mg °aAoapTavT]C; 1IpOKaA£oav KA1V1Ka O"x£nKEC; 1l£1(00£1C; OTT]V UAE O£ 
U1I£pmO"lKOUC; a0"8EVF.ic; 11£ D1a°i]TT] Tunou 2. 

H flEAELT] V ALsartan In Acute myocardial iNfarcTion (VALIANT) ÂTUV Jlia ruxalOnOlTIJlEvT], EAEyx6flEVT], 

nOAuE8v1Ki], omAÂ-ru<pAÂ flEAETT] O"E 14.703 a0"8EVEie; flE OÃU Efl<ppaYlla TOU fluoKapoiou Kat O"T]flEia, <JUflnHOflaTU i] 

aKT1VOAOY1KEe; EvoEiÃE1e; <JUfl<popT]nKÂe; Kap01aKÂe; aVEmlpKElUe; i]/Kat EVoEiÃE1e; <JU<JTOA1KÂe; OUo"AElTOupyiae; TT]e; 

aptO"TEpi]e; KotAiae; (nou EKOT]AcOvETat CDe; KAuO"Jla EÃc08T]0"T]e; S 40% <JTT]v KOtAlOypa<pia flE paOlOVOUKAEOTiolO i] S 

35% mo T]xoKapolOYPu<PT]fla Â <JTT]v KOtA1aKi] ayy£loypa<pia aVTi8EO"T]e;). 01 a0"8EVEie; ruxatonOli]8T]KaV O"E OUl<JTT]fla 

12 copcOv ECOe; 10 T]JlEpcOV an6 TT]V EvapÃT] TCDV <JUJl7tTCOJlUTCOV TOU EJl<ppuYJlaTOe; <JTT] paAO"apTuvT], O"LT]v Ka7tTOnpiAT] Â 

<JTO cruvouaO"Jl6 TOUe;. H flEO"T] OlUPKElU TT]e; 8EpanEiae; i]TUV ODO XP6VlU. To riplO T£A1K6 O"T]flEio i]Tav 0 xp6voe; flEXP1 

TT] 8vT]O"lfl6TT]TU an6 6Aa TU aina. 

H paAO"apTUVT] ÂTUV EÃiO"ou anOTEAEO"JlanKÂ JlE TT]V Ka7tTOnpiAT] o"TT] JlEiCDO"T] TT]e; 8vT]O"lfl6TT]Tae; an6 6Aa Ta aina flETU 

an6 EJl<ppaYJla TOU fluoKapoiou. H 8vT]O"lfl6TT]TU an6 6Aa Ta aina i]Tav nap6JlOla O"nÅ OflUOEe; LT]e; paAO"apTUVT]e; (19,9 

%), TT]e; Ka7tTOnpiAT]e; (19,5 %), Kat LT]e; paAO"apTUVT]e; + Ka7tTOnpiAT]e; (19,3 %). 0 <JUvouaO"fl6e; TT]e; paAO"apTUVT]e; Kat 

LT]e; Ka7tTOnpiAT]e; OEV np60"8£<JE KaVEva Enl7tAEOV 6<pEAOe; O"E O"XE<JT] JlE TT]V Ka7tTOnpiAT] fl6vo. ÄEV unÂpÃav OlU<pOpEe; 

JlETUÃU paAOapTUVT]e; Kat Ka7tTOnpiAT]e; ava<pop1KU flE LT] 8vT]O"lfl6LT]TU an6 6Aa Ta aina O"E O"XEO"T] flE TT]V T]A1Kia, TO 

<pUAO, TT] <pUAÂ, ne; 8EpanEiEe; ava<popue; Â TT]V unoKEiflEVT] v60"0. H paAO"apTUVT] i]TUV £niO"T]e; anOTEAEO"flanKi] o"TT]V 

E7tlIli]KUVO"T] lOU XP6vou flEXP1 LT]V Efl<PUV1<JT] 8vT]O"lfl6TT]Tae; KapOtOaYYElUKÂe; amoAoyiae; Kat O"LT] flEiCOO"T] TT]e; 
8vT]O"lJl6LT]Tae; KapOlOaYYElUKi]e; amoAoyiae;, LT]e; VOO"T]AEiae; ylU KapolUKi] aVEnupKElU, TOU VEOU Efl<PPUYJlaTOe; 

flUOKapoiou, TT]e; KapOlUKÂe; nauO"T]e; nou avanlXLT]KE Kat TOU flT]-8avaLT]<p6pou EYKE<paA1Kou EnEtO"ooiou (oEmEpEuov 

aUv8ETO T£A1K6 O"T]flEiO). 

To npo<piA ao<paAEiae; LT]e; paAO"apTUVT]e; i]TUV <JUvEnEe; JlE TT]V KA1V1KÂ nopEia TCDV a0"8EVcOv nou EAapav 8EpanEia 

flETU an6 Efl<ppaYfla TOU fluoKapoiou. LXEnKu flE TT] VE<PPtKÂ AElTOupyia, omAaO"laO"fl6e; TT]e; KpwnviVT]e; opou 

napaTllPi]8T]KE O"E 4,2% TCOV a0"8EVcOv nou EAapav 8EpanEia flE paAO"apTUVT], 4,8% TCOV a0"8EVcOv nou EAapav 

8EpanEia flE paAO"apnlvT] + Ka7tTOnpiAT] Kat 3,4% TCOV a0"8EVcOv nou EAapav 8EpanEia flE Ka7tTOnpiAT]. ÄlUKonÂ LT]e; 

8EpanEiae; AOYCO olU<p6pcov runcov VE<PP1Ki]e; OUO"AElTOupyiae; napaTT]pi]8T]KE TO 1,1 % TCOV a0"8EVcOv nou EAapav 

8EpanEia flE paAO"apTUVT], 0"10 1,3% TCDV ao8EVcOv nou EAapav 8EpanEia flE paAO"apTuvy] + Ka7tTOnpiAT], Kat O"TO 0,8 


% TCOV a0"8EVcOV nou EAapav 8EpanEia flE KanTOnpiAT]. H aÃlOA6yT]0"T] TCOV a0"8EVcOv flELU an6 EJl<ppaYfla lOU 


flUOKapoiou npEnE1 nuvTU va nEptAaJlPUVE1 EKTiJlT]<JT] TT]e; VE<pp1KÂe; AElTOupyiae;. 


ÄEV uni]pÃE OlU<pOpU <JTT] 8vT]O"lfl6LT]TU an6 6Aa TU aina, TT]V 8vT](Jlfl6TT]Ta KapolOaYYElUKi]e; amoAoyiae; Kat TT] 


VOOTJp6TT]TU 6TUV XOpT]yi]8T]Kav p-anOKAE1<JTEe; Jlasi flE TO <JUvouaO"fl6 paAO"apTUVT]e; + Ka7tTOnpiAT]e;, paAO"apTUVT] 


Jl6vo 1'] Ka7tTOnpiAT] fl6vo. AVEÃUpLT]TU an6 TT]V ofluoa <papJlUKOU LT]e; JlEAETT]e;, T] 8VT]O"lJl6TT]Ta i]Tav xaflT]AOTEpT] <JTT]v 


ofluoa TCOV ao8EVcOv nou EAapav 8EpanEIa flE p-anOKAEtO"TT], yqov6e; nou UnOOEtKVUE1 6n TO npOTa8Ev 6<pdoe; an6 


TOUe; p-anOKAE1<JTEe; <JTOV nAT]8uO"Jl6 am6 OlUTT]pÂ8T]KE Kat <JTT] OOK1JlÂ ami]. 


http:a0"8EVF.ic


11£1008TJK£ OTJJluVTlKa KU'ta 

).l£ 'tOue; uo9£vdC; nou £Aaflpuvav EIKOVIK6 cp6.pflUKO. To KA6.oflu Eoro9l]Gl]C; o'tOue; 

Ot 'tPO'P£� fl£tO:IVOUV 

KupomKJj uv£nCrpK£m 

if!Jpp6qmmz: 

H Val-HeFT irrav fliu TtlXatOnoll]fltvl], £I.£yxOfl£Vl], nOAu£9vlKit KAIVIKit OOKlflit ull'yKplal]e; 'tl]e; puAaup't6.vl]e; fl£ 'to 
£lKOVIKO 'P6.PflUKO oaov u'Popa 'tl] VOGl]pO'tl]'tu Kat 'tl] 9vl]crt).l6'tl]'tu a£ 5.010 ucr9£v£ic; ).l£ KUpOIUKit uv£ntipK£lu, 

... --"!M;l]C;II-(6ƾ%),-UI-(36%)Kulrv-(2%) KU'tO,NYHA. nou AUflP6.vouvÉ'tl] m.lv·itel]e£pundu ).l£LVEE <:"40%ÉK(ll_ 

€'crron:pIKf] olua'tOAIKf] oul).l£'tpo 'tl]e; upla't£pi]e; KoiAiue; (LVIDD) >2,9 cmlm2• H 9£pundu uvuqlOpae; n£pIEA6.).lPUV£ 

uvua'tOA£ie; MEA (93%), OWUpl]nK6. (86%), olyooiVl] (67%) KUI P-uvuatoAde; (36%). H fltal] OltiPK£lU 'tl]e; 

nupuKOAou9Tjal]e; Tt'tuv ax£Mv Mo W6VlU. H flEGl] l]).l£pi]crtu Mal] «ONOMA TIPOIONT01:» a'tl] ).l£At'tl] Val-HeFT 

f]'tUv 254 mg. H ).l£At'tl] dXE ouo npro't£uoVTU 't£l,.IK6. Gl]flEiu: OVl]<J1).lo'tl]'tu uno OnOlU0Ttnon: UUlU (xpovoe; troe; 'to 

Oavu'tO)KUI crUv9E'tl] 9Vl]al).l6'tl]'tu KUI VOGl]PO'tl]'tu un6 KUP01UKTt UVmapKElU (xpovoe; troe; 'to npono Ouvu'tl]'Popo 

O"U).lpav) nou OpU;£'tUl roe; 96.vu'toe;, roe; UI'PviolOe; 96.vu'tOe; ).lE uv6.vl]'Vl], voal]Adu ylU KUPOlUKTt UVE1t<lPK£lU it 

xoPTtY1lal] £VOO'PAtPlrov IVOTponrov it UYY£IOOlUcrTUhIKroV 'PUpfl6.KroV ym 'tEaaEple; rop£e; it n£plaao't£po xropie; 

Elauyroyf] mo voaoKofldo . 
H 9vl]crtfl6't1']'tu UVEoUp'tf]'troe; uuiue; f]'tuv nupoflolU (p=NS) ane; O).lo.8£e; 'tl]e; puAaup't6.vl]e; (19,7%) Kat 'tOU £IKOV1KOU 
'PUp).l6.KOU (19,4%). TIupoAo nou l] pMaupnlvl] O£V ax£'tiatl]K£ fl£ KUnolo 6'P£Aoe; a'tl] 9vl]crtflO'tl]'tu uno 6AU 'tU 

uinu, 'to crUV9E'tO 't£AIKo al]fldo 9Vl]<J1).l0'tllTUe; Kat vocrllPO'tl]1"Ue; fl£lro9l]K£ Gl]fluvnK6. KU't6. 13,2% (95% 8.E.: 4% 

troe; 22%) fl£ 'tl] puAcruP't6.Vl] a£ crUYKplal] ).l£ 'to £IKOV1KO 'PaPfluKo (28,8% tvuvn 32,1 %). To KUPIO 6'P£AOe; Tt'tUv l] 
KU't6. 27,5% (95% 8.E.: 17 troe; 37%) fldroGl] 'tou K1V8Uvou nou u'Popti atO W6vo fltXPI 'tl]V npro'tl] voal]Adu Y1U 'tl]v 
KUpOUlKTt uvrn6.pK£lu (13,9% tvuvn 18,5%). Tu uno't£/..taflu'tu nou 'PU(VOVTUI £UVOtKa YIU 'to ElKOV1K6 'P6.PlluKo (11 
crUvOE'tll OV1']crt).lo'tl]'tU KUl voallPO'tl]'tU f]'t(lV 21,9% a'to £IKOV1KO 'P6.PfluKO tvuvn 25,4 % a'tl]v O).l6.ou puAaup't6.vl]e;) 
nupu'tTjpf]911Kuv a'toue; uaO£v£ic; EKdvoue; nou dtlflPUVUV 'tOY 'tpmM m.lvOuUafl6, uvua'tOAEu MEA, p-UnOKAElatf] 
KUI j3aAaup'taVl]e;. !1moao, O£OO).ltvu uno £nmAtov fl£ALr£e; 6nroe; 11 VALIANT, 6nou 11 9Vll<J1fl6'tl]'tU f]/Kat l] 
voal]p6'tl]'tu o£v uuof]911KuV a£ umoue; 'toue; ua9£vde;, ).ldroauv 'tllV uVl]m.lX(u aX£'tIKu ).l£ 'tOY 'tpmM O"Uvouua).l6. 
Tu O'PEAl] vOGl]p6'tl]'tue; f]'tuv 'tU fltYlatu atOUe; uoO£v£tc; nou o£v £Aa).lpuvuv uvua'toUu MEA. 1:£ umi] 'tl]v 
unOOfltlOU 11 OVl]crtfl6'tl]'t(l un6 6Au 'tu uinu fl£lro911K£ al]fluvnK6. fl£ 'tTj pMaup'tCrvll o£ crUYKPIGl] flE 'to E1KOVIK6 
'PtiPfluKO KU'ta 33% (95% 8.E.: -6% troe; 58%) (17,3% pUAoup'taVl] tvuvn 27,1 % ElKOVIK6 'P6.PflUKO) Kat 0 
Kivouvoe; crUv9E'tl]e; 8vllcrtfl6'tl]'tue; Kat voal]p6'tl]'tue; flElro9l]KE Gl]flUVTtK6. KUla 44% (24,9% puAoup't6.Vl] tvUVLt 
42,5% £tKOV1K6 cp6.PflUKO). 
L'tDUe; ua9Eveie; nou tA.clfl�UVUV UVU(J1;OA,EU MEA XWple; KanolO �-UnOJ<A.E10'LTJ, TJ VOOTJp O'L1']'LU uno OA,u 'tu 
ul'tlU ll£looOTJK£ crTllluvnKa (p=NS) cr"tTJV OJl6.8u �uA,oup'tavTJe; (21,8%) Kat o'tTJV ollaou EIKOVIKOU 
q>uPllaKou (22,5%). 0 Kivouvoe; crUv8£'tTJe; 9V1l011l0'tTJ'tUe; Kat VOOllPO'tTJ'tUe; 
18,3% (95% Ll.E.: 8% EWe; 28%) 11£ 'tTJ �uA,oup'tavll Ot OUYKptO"TJ flE'tO tlKOVIKO q>apJluKO (31,0% £vuvn 
36,3%). 
1:'tO (JUVoAIKo 11:Al]9uafl6 'tl]e; flEAt'tl]e; Val-HeFT, Ot uo9£vd; nou tAUPUV 9EPU11:du fl£ PMcrUP't6.Vl] nupouaiuouv 
al]fluVLIKT] P£htrooll a'tl]v Ku'tl]yopiu KU't6. NYHA KUI O't(l Gl]fldu Kat m.lfl1t'troflu'tU KupoluKf]e; UV£1t<lPKEIac;, 
m.lfl11:EptAUflpuvofltV1']e; 'tl]e; oua7rVOlac;, 'tou Ulo9itflu't0C; K6nroal]e;, 'tOU 0I0T]flU't0C; Kat 'troY porxrov o£ crUYKPIGl] flE 'tO 
ElKOVlKO CP6.PflUKO. 01 uo9£vde; nou £Aaflj3uvuv pUAaupttiVl] dxuv KUAU"tEPl] 11:OI6ill'tu srof]c;, 6nroc; Ku'tuodX'tl]KE atl] 
pu9flOAoyiu 't1']C; KAifluKac; 'Minnesota Living with Heart Failure Quality of Life' un6 'tl] ypufl).lit uvu'Popac; EroC; 'to 
't£AtKO al]flEio aE crUyKP1O"l] 
ucr9£vde; 11:0ll EAUj3UV puAoup't6.Vl] Tt'tuv al]).luVLtKU UUollfltvo Kat l] LVIDD Gl]).lUVLtK6. flWDflEv1] un6 'tl] ypuflflit 
uvu'P0P6.C; tooc; 'to 't£AIKO OllflEio aE crUyKPtGl] ).lE 'tO EIKOVIK6 'P6.P).lUKO. 

5.2 «DUPIlUKOK1VTJT1Ki:! t016TTJTt:! 

A 

M£'t6. u11:6 'tou o'tO flu'toe; xopf]Y1lGl] puAaup't6.Vl]C; floVO, 01 flEyla't£C; m.lYK£v'tproa£tC; 'tTJC; j3uAaup'ttivll� a'to 11:Ao.aflu 
rnlTtlrx6.vOVLat a£ 2-4 roPEC;. H IlEOll un6Au'tl] j3tootu9£(Jlfl6'tl]'tu ytU 'to «ONOMA ITPOIONT01:» Eivat 23%. H 

j3uAcruP't6.vll E).l'PuvisEl noAUEK9£LtKTJ cpOivoucru KIVll'tlKl) (tY,a <J ropu Kat t!>;? nEpmou 9 roPEC;). 
'tl]V tK9Eoll (6nroe; flE'tPIStat un6 'tllV AUC) O'tl] PUAauPTaVll KU'ta n£pin:01) 40% Kat ne; fltYtaT£e; cruyK£V'tproa£le; 'tllC; 
PUAOUP't6.vllS atO nAo.aflU (emax) KU'ttl nEpin:01) 50%, nup6AO nou 8 rop£� n£pin:ou J.UIT6. 'tTJ XOPf]YllaT] 'troy MaErov at 
O"UYK£V'tpro(J£Ie; 'tlle; j3uAaup'taVl]e; o'to nAo.aflu £iVUl 11:Up6flOlEs ym 'tllv Ofl6.ou 11:0ll nf]pE 'tpO<pf] Kat umitv 11:0U 
vTJaT£'V£. Ami] TJ fl£i.roGl] aTllV 11:EplOXit m.lYK£V'tprooErov Ka'tro un6 'tTJv KUflmJAll (AUC), roaToao, O£ O"UVOO£UE'tat 

http:puAoup't6.Vl
http:PMcrUP't6.Vl
http:puAoup't6.Vl
http:O"Uvouua).l6
http:O).l6.ou
http:puAcruP't6.Vl


H PUAO'uptaVT) 8EO').l.EuEtai tcrxupu 

u8poGUIlEtapoAhT)<; EXEI avayvroptcrflEi mo lIMO'fla O'E XallT]AE<;mryKEVLpffiO'Ett; (AIYOtEPO ano.,o 

Auto<; 0 flEtaPOA{'TJ<; 

'EnEna ano EVlio<pAtpla xopi]YTJO'TJ, TJ KuOapO'TJ 'TJ<; paAO'aptUVTJ<; 0',0 

0 

01 tlflE<; AUC 

Kat 4. 4). H 

H 

K.aravoiilf: 

BIOUeraOXUIlCnUJ110C: 

Ani:lcKpUJ!]: 

LE aO'BEVEie; UE Kap81aKTI aVETCupKEta: 

7rAvOval101 

HAIKtffiutVOl 

'EKn,rocm me; VE<ppIKf]e; AEttoupyiac; 

HnatlKiJ 8UOAEltOupyia 

ano KAIVIKO O'T)źWvrtKi] fl£iroO'T) O'tT) OEpam::utlKi] lipoO'T), E11:0IlEvro<; Tl paAaaptOVT) fllIop£i va AaflPaVEtat IlE i] Xropi<; 

tpo<pi] . 

b 0YKO<;l<ataVOIli]<;O'taOEpi]<;KatamaaT)<;tT)<;paAO'uptaVT)<;EnEna UlIO EVlio<pUpla Iopi]YT)O'TJ £ivat nEpilIou 17 

Altpa, ulIolim:vUovra<;Otl TJ paAaUpttlVTJ 8EV KatUVEIlEtat EKtEV(h<;mou<; to'tOu<;. 

flE ttt; nprotElVE<; tOU opou (94 - 97%), KUpiro<;IlE tTl AE'UKroflativTJ toU opou. 

H paAaUp,OvTJ liEV flEtafloP<pffiv£tal aE u\jIT)A.6 PaOIlO KuOffi<; nEpinou 1l0VO to 20% TII<; 86O'TJ<; avaK,atal ro<; 

IlEtapoAhE<;. 'Evu<; 

10% troy cruyKEVLpffiaErov 'TJ<; nEploxi]<; d,ro a11:o 'TJv KafllIUATJ (AUC) 'TJ<; paAO'ap,avr,<;). 

Eival <pUpflUKOAOYUCU a8pavi]<;. 

H paAaaptOvT] alIEKKpivEtat KUpiro<; ma Konpava (lI£pinou to 83% 'TJ<; 86O'T]<;) Kal o-ra oupa (lIEpinOU ,0 13% tTJ<; 

ooO'T]9, l(upiro<; O'av aflELUpAT)LO <pupflaKo . 

nAuO'fla £lVal nEpinou 2 Ith Kat T] VE<PPIKij<; tTJ<; KuflapO'TJ Eivlll 0,62 IIh (nEpinou LO 30% 'TJ<; cruVOAIKi]<; KuOapO'T]<;). 

Xpovo<; TJlliO'na<; xroit<; tTJ<; paAO'aptUVT)<; Eivat 6 <i:JPE<;. 

o IlEao<; Xpovo<; flEXPI 'TJ IlEYt(HTJ cruYKEv,ProOT) Kill 0 Xpovo<; T)fliO'Eta<; xroi]<;-anEKKpIUT)<; 'TJ<; pUAaaptUVTJ<; OtOU<; 

aO'OEVd<; flE Kap8laKij aVETCapKEla Eivat lIapollOIOl fl£ au,ou<; nou napa'TJpouvtat O£ uyl£i<; EOdov,E<;. 

Kat Cmax 'TJ<; paAOaptavT)<; EiVal 0X£oov avuAoYE<; IlE tTJv aUGTJoTJ tTJ<; OOOTJ<; Oto EUpO<; lioooAoyia<; O'TJV KAIV1Ki] 

npaGTJ (40 Ero<; ]60 mg Mo <pOPE<; 'TJv TJflEpa). 0 IlEoo<; cruvtEA.EOLl]<; cruooffipE'UoTJ<; e:ivm nEpinou ],7. H Ka.eapOTJ 


'T)<; pUAoaptuVT)<; nou lIapa'TJpEitat Il£nl uno XOP1lYT]UT) ano to otolla £iVat nEpinou 4,5 Ith. H TJAIKia liEV EnTJPEtlxEl 


'TJv <palVOfl£VtKit KtlOapOTJ OtOu<; aoOEV£l<; fl£ KaplitaKi] av£nupK£ta. 


Diro<;avaflEvE,at Yla Ilia EvroOT], 6nou TJ V£<PPIKi] KaOapOT) ElVat unEUOUVT) IlOVO ym 1:0 30% 'TJ<; cruVOAIKi]<; 


KuBapOT]<; 0',0 nMofla, liEV napa'TJPi]OTJKE Kaflul cruOXEtl0TJ flEtaGu VE<PPIKTJ<; A£noupyia<; Kat cruo'TJllatlKTJ<; EKOEO'T]<; 


mTI paAOapttlVTJ. b.EV anat,Ehat, Ka,tl cruvtnEta, npoO'apfloYTJ 'T]<; 8000Aoyia<; OE aoOEVEi<; IlE V£<PPIKi] 

8UaAEltOupyia (KU8apoTJ KPWtlV{VTJ<; > 10 mIIA.E1tto). Eni LOU napovto<; liEV unuPXEl Efln£lpia ym 'TJv aa<paAll XP1l0T] 

aE aaBEVEi<; Il£ KuOapUT) KpwtlvivTJ<; <1 OmliA£n,o Kat aE aoflEVEi<; nou unopuUovral m: atfloliIUAUUT), ETCollEvro<; TJ 


paAaapnivT] Oa npEn£1 va XPTJalllOlIolEitat fl£ npOOOXll OE autou<; tOu<; aaOEV£i<; (PA.tn:£ napaypu<pou<; 4 .2 


paAOaptaVT] EXEI U\jlTJA1l8Eall£UOT] ).I.E tl<; npro,dvE<; tOU nAuallatO<; Kat EiVat aniflavo va anoflaKpuvOEi flE 


atIl08l(IAuOT). 


EIOl1<:oi 

Kunro<; U\jlT]A6'EPTJ cruO'TJllatlKTJ EKOEOTJ O'TJ paAaaptuVTJ napaLTJPi]OT)KE a£ OpIO).l.EVa TJAIKlroflEva (hofla ano O,tl O£ 
YEa U,ofla. Qm600, Ii£v EXE1 KataliElxOEi on au,o EXEt o1l:Ota8i]non; KAIVIKTJ oT)).I.aoia. 

llEpinOU ,0 70% 'T)<; anopP0<poUIlEVTJ<; 86aT)<; an£KKpivE,at mTJ XOAi], KUpiro<; oav avaUoiro'TJ EvroOTJ . 

paAOapttlVT) 8EV u<pio,atal aGlOOTJflEiroLO pIOIlELaOXTJflatl0flo. b.EV unapXEt cruOXEtlO).l.O<; Il£,aGu troy 

cruYK£VtpffioEroV paAOap,UvTJ<; OLO ailla Kat LOU paOflOu 'TJ<; TJnatlKTJ<; 8uoA£noupyim;. 01 AUC PPEOTJKE on 1l,av 
0XE86v 8mut; OE aoOEVEl<; flE XOAIKll KipproOT) it ano<ppaGTJ LOU XOAT)1i6XOU nopou. To «ONOMA TIPOIONTOL» 
/it:v EXEI ).I.EAEtTJOEi OE UOOEVElt; flE papla TJnatlK1l8uOA£noupyia (PA. napaypa<pouc; 4.2, 4.3 Kat4.4). 

5.3 llP0KJ,.IV1KU Sd'i0IlEva ym TllV aUljluA£1a 



KU6'UcrT£PT]!1£VT] UVi.i1tTU|Tf( 

(£I, .. 

Ta J-lT] KAIVIKU <'i£<'ioJ-l€va <'i£v anOKaAU1tTOUV l<'ilaiL£po Kiv<'iuvo ym TOV uv8prono J-l£ J3uoT] Tle; GUJ-lJ3aTlKEe; J-l£A£T£e; 
<papJ-laKOAOYIKf)e; ao<pUAEme;, TO¿IKOTT]me; £naVaAaJ-lJ3aVOJ-l£vrov Mo£rov, yOVOTO¿IKOTrJTae;, £v<'i£X0J-l£VT]e; 

KapKlVOYOVOU <'ipaoT]e;. 
'Anoyovo1 UPOUPUlCOV (j'tOue; 01tOlOUe; xopT]yil9T]K£ {UA.(jup'tUVT] 600 mg/kg/T]f.l£pu KU'tU 'to 't£A.£U"Cuio 
'tpi!1T]vo 'tT]e; KUT](jT]e; KUl KU'tU 'tT] yuA.OUxiu Eixuv !11KP0't£pT] £1tlPicoOT), XU!1T]A.6't£pT] UU|T](jT] {upoue; KUl 

U1tOKOA.A.Tp:nrtU1J1t't£puyiou-TOU-co't6e;-KU1-'tou-e}(j)-Il:KoU(jTl:KOU-1t0pOUHPAr 
-nupuypucpo 4.6). 
L£ J-lT] KAIVIKEe; !1£UT£e; ym TrJV ampuA£tu, U'JIT]Ate; Mo£te; J3aAoupTUVT]e; (200 troe; 600 mg/kg oCOJ-laTlKOU J3upoue;) 


npoKuAwav (HOUe; upoupuioue; J-l£irooT) TroV nUpaJ-ltTprov TroV K1JTTUProV TroV £pu8prov mJ-lompmpirov 

(£pu8poKimupa, UlJ-loo<pmpivT). mJ-lUTOKpiLT)e;) Kat €v<'i£I¿T] J-l£mJ3oAwv OTT) V£<pptK'fl atJ-lo<'iuvaJ-ltKf) a<ppu 

aU¿T)J-ltvT) oupia TOU nAuaJ-laToe;, un£pnAaaia TroV V£<pptKWV (JroAT)vupirov Kat J3ao£O<plAia (J£ upp£V£e;). L£ apKTOJ-lUe; 


O£ napOJ-lOlEC; ooa£le;, 01 J-l£TaJ30Ue; TjTUV nUp0J-l0l£e; av Kat (JoJ3apoT£p£e;, l<'imlTEpa (JTa v£<ppa., onou 01 J-l£mJ3oUe; 


£¿£A,iX8T)Kav O£ vE<pponu8£t(l, nou n£plAuJ-lJ3av£ aU¿TIJ-ltvT] oupia KU1 Kp£uTlvivT). 


Yn£pTpo<piu TroV nupu(Jn£lpaJ-luTIKrov K1JTTUProv 1[upaTTJpTj8T)K£ £nioT]e; Kat aTa 0'00 dliT] Àrorov. 'OA£e; 01 J-lEmJ3oAte; 


8£roptWT]KE OTl 1[poKAt')811Kav uno TrJ <pUPJ-lUKOAOYIKt') <'ipuoT] 'tl]e; J3aA,OapTUVT]e;, nou npoKaA,£i napUTETaJ-l€vl1 

unOTa<iTj, 10mlTEpa (JLOUe; apKTOJ-lUe;. na 8£pammTlKte; Ma£le; J3aA(JapTUVT]e; mov uv8pco1[o, 11 U1[€pTpo<piu TroV 


1[apaa1[£lpU!lUTlKWV K1JTTUProV O£ <paiv£TUl va EX€1 Kalliu 0X€TlKtl (JT]J-laoia. 


t.£V unt')p¿£ Ev<'i€I¿T] J-l£TaAAa¿lOY€v£<JT]e;, XproJ-lo(JrollmKt')e; ola(J1[u(JT]C; Tj KapKlvoytv£<JT]e;. 


6. cI>APMAKEYTIKEI: IIAHPOcI>OPIEI: 

6.1 KOTUA.0Y0C; €KOOl,OW 

6.3 AlIlpKElO ,(i)tlC; 

6.8 cI>U Gl1 Kat cruGTOTlKU TOU 1t£pltKTl] 

6.6 HhoiTf:PEC; 1tpO<pUM-EIC; o1t6pP1IJI'llC; 

7. KATOXOI: THI: AAEIAl: KYKA OcI>OPIAI: 

8. API0MOI: AAEIAI: KYKAOcI>OPIAI: 

9. HMEPOMHNIA IIP!lTHI: ErKPII:HI: I ANANE!lI:III: THI: AAEIAl: 

10. HMEPOMHNIA ANA0E!lPm:;HI: TOY KEIMENOY 



E7flKaAuI:1JI.EVIl 
/-;(-oNoMAnpoIoNTOE» E7rlKUAututvvuE 

1. 

6. 
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4lJYAAO OAHrInN XPHEHE: nAHP04lJOPIEE rIA TON XPHETH 

((ONOMA npOIONTOE» I:1E AE7rTO UJli:vlO B10Kiu 80 mg. 

iE7rT6 uwi:vIx-6laKia 160-mg-- . 
Ba'A.auptavT] 

AlayaOTE 7rPOOEKTlKU 016KlTJpo TO ql'6110 OBTJY1IDV XPTJOTJS 7rpOTOi) UPliO'ETE va 7rUiPVETE aUTO TO 
q>UPI:1UKO. 
• <I>uM6tE aUto to q>uUo OOTlYU:OV xpilaT]e;. laroe; xpElaan::{ va to ompaaETE 6uvu. 
• Euv £XEtE m::patt£pro U1[OpiEC;, protilatt to ytatpO il to q>UPflUK01[OIO aue;. 
• 	 H GUvtuYTJ yta UUtO to q>aPflaKo XOP11YTJ8T]KE yta aae;·:/!,.EY 1[PE1tI::t va oWcrttE to q>aPflaKo m: 

aUoue;. M1[opd va TOUe; 1[POlCllAEcrEl P'A.uPT], aKO!1U Kat otav m GUf11lTWflata tOUe; civat iota !1E ta 

otKU aae;. 
• Eav Ka1[Ota aVEm8uflT]tT] EYEpyEm yiVEtllt aopapTJ, il av 1[aputT]pi)m:tt Ka1[Ota aw:m8uflT]tT] 

EY£pyttll1[OU OEY avaq>£peTIlt atO 1[apov q>uUo o011YtWV, 1[apaKaAEl0ge va tVT]flEpwcrete TO 
ymTpo il cpapflaK01W10 crae;. 

To 1tapov q>uUo O()TlY1IDV 7rEPltXE1: 
Tt dvllt to «ONOMA I1POIONTOI:» Kat nota eiVat T] XPT]<JT] tOU 

2. 	 Tt 1[P£1[f:t va yvropt1�ETe npoTou napETE to (ONOMA I1POiONTOE» 
3. 	 IlwC; vu nUpetE to «ONOMA I1POIONTOI:» 

4. 	 Il18avEe; avem8u!1T]tee; EY£pyttec; 

5. 	 Ilwe; VU cpuA.6.crO"ET1lt TO «ON OM A IlPofONTOI:» 

1. 

AomEC; 1[AT]pocpopiec; 

TI EINAI TO «ONOMA npOIONTOE» KAI nOlA EINAI H XPHEH TOY 

To «ONOMA I1POfONTOI:» aVT]Kel cre !1ta KaTTJyopia cpap!1aKrov, yvrocrTa IDS avtayrovtcn£e; TroV 

U1[Obox£rov TTJS aYYElOtacrtVT]C; II, 1[OU pOT]80uv crtoV £AEYXO TTJe; U'VT]AT]e; aPTflplaKT]e; niEcrT]C;. H 

aYYElOTUcrivT] II eiVat flta oucrla OTOV opyavlG!1o nou 1[pOKaAd TTJ m)cr1[a<JT] TroV IltflOCPOProv ayyeirov, 

1[pOKaAWvtUe; ET<J1 UU6T]crT] TT]C; apTT]plaKT]e; crae; niEcrT]e;. To ({ONOMA I1POIONTOE» bpa anoKAdovme; 

TT] opa<JT] TTJe; ayyelOTacrivT]C; II. I:av anOtEAWfla autOu, ta llt!1ocpopa aneia xaAapwvoUV Kilt T] 

apTllPtaKi] 1[iEcrT] flE1WVetat. 

Ta E1tlKaAUI:1/lEva flt U/lEvlO olGKia «ONOMA I1POIONTOI:» 80 mg l:11topo6v va IPl)0l1:101t01'l0ouv Yla 

TPE1S Olllq>OPETlKES KUTaOTaCJw;: 
• Yla TIt Ocpu1tEla TlJS \)'I'TJ1t1S IlPTTJPlllKTJS 1tiECJlJS. H u'VT]Ail apTItPwKil :n:1E<JT] au6uvEl to 

q>OpTO tpyucr{ue; TTJe; KapoulC; Kilt TroV apTT]pu:bv. Bav OEY UVTl/lETro1t1OTei, /l1[OpEi vu :n:poKaA£crel 

PA.6.plJ crTa IltflOCPOPU uyyeia TOU EyKEcpaAou, tTle; Kapolae; Kilt TroV Veq>pWV Kilt Imopei va 

KllTa'A.T]6El crE tYKEcpaAtKO E1tElGOOlO, KapOlaKil aVE1tapKEIIl il VECPP1!dJ UVEnapKEta. H U'VT]AT] 

apTTJplUKT] 1[iEaT] IlU6UVEl tOY Kivouvo KapOtaKWV npocrpoA.O:lv. MeuDvovTae; TTJv upTT]pIllKil :n:lWT] 

crae; crto q>UcrtoAOYIKO, !1E1WVEtllt 0 KivbUVOC; UVa1[TU6T]e; trov olumpllIIDV aUTwv. 

• 'flO. TIl OEpunEia UTO,U))V F.1tf:tTU uno npoCJipuTIl KUPOIUKi) npoo"J1oli) (Eflq>payfla TOU 

/luoKap8iou). Me TOV opo {(1tpoQ{pm:o» eWOOl)/l£ e8w 8taoTI1J.Ul fl£1:a+U 12 copwv Kat 10 

T]/lepffiv. 
• ylll TlJ OEpa1tElU TItS CJUfl1tTffiI:1UTtKTJS Kap()lIlKt1S UVE1tapKElIlS. To «ONOMA IlPOIONTOI:» 

XPT]<J1flo:n:Oteiml Mav OEY !11[OpEi va xpT]<J1flOn01Tl8d flta aUT] ofluoa q>apflaKrov nou ovofla�Ovtllt 

avaatoAeie; TOU !1EtIlTPE1tTlKOU EY�UflOU tT]e; aYYElO'tEYcrivT]e; (MEA) (cpUP/lUKO ym tTl 8Epa1[eia tT]e; 

KupomKile; uVEmlpKf:HlC;), T] !11[Opei va xpT]<J1flonotT]8d EnmpocrOEtU ,lIlV uvacrtOA£CDv MEA omv 

bEY flnopouv va XPT]crtflO1[OlT]OOUV p-a1[OKAElcrtEe; (Eva aUo CPUPflUKO 'Yta TT] 8Epaneiu TT]e; 

KUPOtaKT]C; aVE1tUpKEtaC;). 

Ta OUfln1"wllam TT]e; KapbtaKT]e; uVEnapKEluc; 1[EptAa!1PUvouV OUo:n:voUl., Kilt 1[PT]6tflO trov n001WV 
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Kal TWV KUTW UKPWV AOYW (Jl)OCHbpE1)OTJe; uypOU. KapOlllKTJ aVEnUpKElIl npOKaAElTm omv 0 
KapOlaKOe; l.me; DEY J.mopEl va aVTAl'JoEl TO alJla JlE TTJV anapa{TTJTTJ ouvaJlTJ WOTE va Eq>ODH10El TO 
OWJla JlE TO aiJla nou XPEludETm. 

Td E1fi:KtiAuJIjItvajI£ujI£vIODl(fi({a«ONOMAnPOIONTOL»"16-o-rngl:f1t"opouvvIlxpTJil1JlonolTJ9nuv­
yUl 1:PE1R olaq>opETlK{:R KUTUaTOO'l::lR: 
• yUl Tll 9EpunEiu TllR U"'l1A.T)R UPTflP1UKT)R niEGfIR· H 1)\jJTJATJ apTflplUKTJ 1tiEOTJ auE6.v£1 TO 

!pOPTO Epyaoiae; 1"TJe; KapDHle; Kal TWV apTTJpIWv. Eav OEY aVTlJlE1"W1tl<JLEi, Jl1tOpEi va npOKUA.f;OEt 
PA.t:ipTJ am UlJlO!popa ayyEia 1"01) EYKE!ptlA01), Tlle; KapOltle; Kat TWV VE!pPWV Kat JlnopEi va 
KamATJE£l OE EyK£!paAIKo £1tElCJOOlO, KapOtaKi} aVE1t0pKEla i} VE!PPlKi} aVE1ItlpKEta. H 1)\jJTJAT) 
apLTJptaKi} 1ti£OTJ (1)EaVEl TOV KivD1JVO KapotaKWV 1tPOOPOAWV. MWDvov-rae; 1"TJv apTllPlUKTJ 1I:iwfj 
oae; CJTO !p1)OlOAOYIKO, JlEtWVEmt 0 Kivo1JVoe; avcmruEl]e; TWV olUTapaxwv amwv. 

• 1la TTl O&pun:du UTOJ1roV En:&ITU un:o n:POG<pUTTI KUPOIUKTt n:pOG(lOA.Tt (EJ1<PPUYIlU 101) 
ll1)oKupoio1)). Me TOV opo «n:poa<pu1O» evvooullE EOro bU1aTllflU IlETU5U 12 roprov Kat 10 
lllleprov. 

• 	 Yla 1:11 9Epun:Eia TllR GUIl1tTroJiUTIKT)'; KupOlaKT)'; aVE1I:UpKE1U';. To «ONOMA nPOIONTOL» 

XPl]CJlJlO1I:01EhUl 6Tav DEY JlnopEi va XPl]CJlJlonotl]8Ei Jlta uUll OJlaou <pUpJltlKWV 11:01) OVOJludOvmt 
avaoTOAEie; TOU J.lEm1:pE1I:T1KOU EYdUJlO1) 1:l]e; ayyEtoTEYoiVl]e; (MEA) (<puPJlaKO yta 1:11 8Epa1tEia TTJe; 
KapOtaKi}e; aVE1I:UpKEtae;), i} Jl1tOpEi va XPl]CJlJlO1t01118d E1tmp008ETa 1:rov avaoTOAEwv MEA Mav 
DEY Jl1tOPOUV va XPl]CJlJlo1tolTJ80uv p-a1tOKAE1CJTEe; (Eva uUo <pUpJlUKO Yla TTJ 8Epa1l:Eia TTJe; 
KapolllKT)e; aVE1tUpKEtae;). 
Ta (Jl)1J.1I:TwlJ.a1:a TTJe; KapOlaKT)e; aVE1tUpKEtae; 1tEptAaJlPaVo1)v OU01tV01a, Kat 1tpi}ElJlO 1"WV 1I:00tWV 
Kat TWV KU1:W UKPWV AOyW (Jl)OOWpE1)OTJe; uypOU. KapotaKTJ aVE1tapKEUlnpOKUAEl-rat omv 0 
KapbtaKOe; lJ.ue; bEY 1l1I0pEi va aV1"AT]OEl 1:0 ai/1a JlE TTJV anapai1"TJTfI ouva/1l] WCJTE va E!pOOUIOEl TO 
OW/1a /1E TO aiJla nou xpEladETal. 

2. TI llPEllEI NA rNllPIZETE llPIN NA nAPETE TO «ONOMA llPOiONTOI:» 

MTJv nupETE TO «ONOMA llPOiONTOI:»: 
• 	 O£ 1I:£pin:-rwOTJ aUEpyiae; (U1t£pEuat08TJoiae;) 01:TJ paAOapTUVl] i} O£ 01l:0100T)1I:0TE aUo (Jl)01"a1"tKO 

TOU «ONOMA nPOIONTOL». 
• OE 1I:Epi1l:TwoTJ 1I:0U EXEL£ (JaplU lln:aT1KT) voao 

• EUV ElaTE mlvro a1l:0 3 JlTJvrov i:yK1)O'; (aKO/1a KaAuTEpa ano!puy£1:E va 1tapET£ TO «ONOMA 
nPOIONTOL» KaTa TTJv apxi} 1:l]e; EYKU/1ocrUVl]e;) - PM1I:£ 1tapuypa!po «KUTJOTJ Kat 9l]Aao/109). 

Euv On:OlOOT)n:OTE a1l:0 Ta n:apunuvro 1alUEl ym Eaa.;, JlTJv nupETE TO «ONOMA llPOIONTOI:» 

llpoatSTE lOlalT{:pro.; JlE TO «ONOMA npOIONTOI:»: 
• O£ 1tEpin-rroOTJ 1tOU £X£1:£ TJ1I:a1"tKi) VOOO. 
• O£ 1t£pi1t1"WOTJ 11:01) EXE1:E papta TJ1tUTonu8ElU TJ EUV U1tOPUAA.ECJT£ O£ at/1oKu8apOTJ. 
• OE 1tEpin-rwOTJ 1I:0U 1I:UOXE1"E a1t6 OTEvWOTJ 1"TJe; VE!pplKi}e; apTTJpiae;. 
• O£ nEpi1tTWOTJ 11:01) tXE1:£ unopATJ8Ei 1I:poo!pam OE Jl£1:aJlOOX£1JOTJ VEq>pOU (ATJ\jJTJ VEOl) VE!ppOU). 
• OE 1I:Epin:1:WOTJ 1I:0l) alCOAOu8d1:E 9Epa1l:Eia /1ETa a1l:0 KapomKT) 1tpOOŧOATJ ij ym KapOtaKij 

aVE1tUpKEla, 0 yta1:pOe; oae; EYb£X£1"Ul va d£YEEl TTJ VE!PP1Ki} oae; AElTOupyia. 
• 	 O£ 1I:Epin:TWOTJ 1I:0l) tXETE papta Kapoto1l:u8Eta EKTOe; a1to KapOtaKTJ UV£1I:UPKEta TJ KapOtaKij 

npOOpOATJ· 
• OE 1I:£pin:TWOTJ 1tOU 1I:aipVETE !puPJlaKa1l:0l) al)EOVOUV Tl]V 1toooTTJm lCnAiou CJTO ai/1a oae;. AU1"o 

nEptAaJlPuvo1JV (Jl)J111:ATJpWJ1a1:a KaAiol) TJ l)1tOKa1:00m1:a OAa1:0e; 1I:0U 1I:£pttX01JV KOAto, 
KaAlO1tpOO1:a1:£1J1"tKa OK£1JUOJ1a1:a Kat l]1I:apiVl] 'lowe; va XPEtaCJTEi tAEyXOe; TroV E1I:ln:tOWV KaAi01) 
OTO aiJ1a aU(; avo mKTO XPOV1KU ollloTi)Jlam. 

• OE 1tEpin:TWOTJ 1I:0U 1I:UOXET£ ano aAOOCJTEpOVlCJJ10. TIPOKEtTat yta J.lm ao8tv£la OTflV 01l:0ia Ta 
E1I:lV£!ppiD1U cme; 1I:apuyo1JV 1)1I:Epf30A1KTJ 1I:0001:TJ1:a TTJe; OpJlOVTJe; aAOO<JLEpOVTJe;. Euv al)TO IOXUEt Yla 
£OUe;, OEY (Jl)VlCJTaTat TJ XPTJOTJ T01) «ONOMA nPOIONTOL». 

61 

http:n:pOG(lOA.Tt


npEm:.-vU-£VTlIliptl)UETElO ECty 1[lUTEUETEoTl E-icrtiTnEVoEi£T(il"viniefVrurEYKuo�.-· 

(1) EVOE1£"Tat UdVE"T£) 

/',/',YETI-E.4250-J3/2 
(24a) 

• U£ n£pin'troO'T] nou EX£T£ xaUEt noUa uypa (a<pUO<lTroO'T]) 16yro /)lOppOta�, qlETOU T] Uljl1]AWV 
Mu£rov /)lOUP1]llKWV xamwv. 

• 10 «ONOMA TIPOIONTOl:» U£ nm/)ul Kat £<pT]POU� (KaTro Trov 18 £'twv) /)£V UUVlUTaTal Yla 


," 
XpT]UTj. 


• ymTpo ua� 
To «ONOMA TIPOIONTOl:» /)£V UUVIUTCtTat u'tTjv apxT] TTj� EyKU�ooi)V1]�, Kat /)EV npenEl va 
Aa�pCtv£Tat £av Etm£ eyKUO<; avro TOW 3 �1]vwv, KaSw<; EVOEXETal va 1lpOKaAtm:1 uopapE<; PAaPE<; 
mo �rop6 ua� £uv xpTjut�On01TjSEt UE aUTO TO UTU/)10 (PA. napaypa<po «KUTjuTj»). 

Eov KO"TI ano aU"Ta UJIU£l yta £oo�, £VTjIl£ProO"T£ "TO yta"TPO oa<; npIV nOpaE"TO «ONOMA 
llPOi'ONTOI:». 

A-q\flTJ aUrov <PapllaKrov 

TIapaKaAEtu9E va EVTj/1EPWUETE 'tOV ymTpo T] TOV <pap�aKonOlO ua� £av naipvET£ T] EX£T£ napEl 

npoaqJaTa uUa <pap�aKa, aKO/1a Kat aUT a nou /)EV uar.; EXOUV XopT]/'TjSd �£ uuvTayT]. 

H anO'!£A£U!1allKOTTjTa TTj� 9£panEia� �nop£i va £n1]pwmEi U£ n£pi1['trouTJ AT]\fI1]r.; TOU «ONOMA 

TIPOIONTOL» 'tumoxpova IlE OplU!1Eva aAAa <puPllaKa. MnopEi va XP£1amEl aUayT] 06uTj<;, AT]\fITj 

&.'JJ..mv npo<puA&'�£rov, T] U£ OP1UIlEv£� m:pl1tTrou£1<; /)laKOnT] KanOlou EK Trov qmp�aKrov" AUTO lOlUE1 ym 

<pup!1aKa !1£ Kat xropi� mTplKij UUVTayT], lOmlT£pa: 

• aUa (j)oPllaKa nou IlEHOVOUV "TTJv ap"TTJPlaK-q niEOTJ, £t01KU 'ta (hOllPTJ"TIKa laTna. 

• <PapllaKa nou au�avouv "TTJv n:ooo"TTJ"Ta Kallou UTO ai�a ua�. AUTO. n£ptA.a�paVOuv 
UU!1nATjpw�aTa KUAiou i] unOKaTUUTa'tU aA.alO� nou nEpIEXOUV KUAto, KaAlOnpoumT€U'tlKU 
UK€U&.u�aTa Kat TjnapivTj 

• Konolo runo n:auoinovrov nou OVO!1U�OVTat �Tj UTEPOEtoi] aVll<pAEylloVW/)Tj <pap�aKa (MI:A(J)). 
• A1OIO, Eva <pop�aKo nou XPTjut!101WtElTm ym TTj 9EpanEia OplU�Ev(I1V TI)1[rov \fIUXtaTpIKwv 

na9i]m:rov. 
Enl1rAEov: 

• EUV aKOAOUeElT£ 9£pan:tla 1l£"T0 ano KapolaKT] n:POOPOA-q, /)EV UlJVlUTaTal o uuv/)uaull0r.; �E 
aVamOAtlr.; MEA (<p0p!1aKO ym TTj 9Epan£ia TTjr.; KapomKijr.; 1tpOUPOAT]r.;). 

• EUV aKOAOu9£lT£ 9Epan:tla IlE"TO ano KapolaK-q aVEnopKEla, OEV UUVlmaml ° Tpl1tA6r.; 
uuv/)uau�or.; /1£ aVaO"TOAEie; MEA Kat p-aVaO"TOAEir.; (<pawaKa Yla 'tTj eEpa1t£ia '!T]r.; KapomKijr.; 
av£nUpKElar.;). 

A-q\flTJ "TOU «ONOMA llPOi'ONTOI:» IlE TpO<pte; Kat nO"Ta 


M1tOpEiT£ va 1taipV£TE 10 «ONOMA TIPOIONTOL» /1E i] Xropir.; TPO<pi]. 


KuT]OTJ Kat 9TJAaoIlOe; 

ZTjTf]UT£ 't1] UU�POUAT] lOU ytaTpoU i] 'tou <pap!1aKonoloi> uar.; npolOi> nupE'l1:: 01tOlOOT]1tOTE <pup!1aKo. 

• llPEn:£1 va £vTJIlEPO>OE"T£ TO yta"Tp6 oae; £ov n:lO"T£l>£"TE 611 EiO"TE va 

tyKUOe;. 0 YlUTPOr.; 0'l1r.; KaTO Kavova Sa uar.; UU!1POUA£\fIEt va UTa�atfJuET£ TTj Ai]\fITj TOU 

«ONOMA TIPOIONTOl:» npOToi> �£iV£T£ tyKUOr.; T] J.lohr.; �USETE on elUT£ EYKUO�, Kat ea ua� 

UU!1POllAE'II£1 va 1taPElE Ka1tOlO uUo <pap!1aKO aVTi TOU «ONOMA llPOIONTOL». To 

«ONOMA TIPOIONTOL» 6EV uuvluTaTat UTTjV apxi] '!T]� £YKUJ.10uUVTJc;, Kat OEV npE1tEt va 

AallPUVETat omv EtUT£ EYKUO� uvro Trov 3 �Tjvwv, KaSw� EV/)EXETat va 1lPOKUA£U£l uopapEr.; 

PMPEr.; UlO Ilropo ua� £av XPTjutJ.101tOlTjS£i �£TU TOV Tpho J.1T]va TTjC; rilTJO'T]�. 

• EVllIlEProO"TE "TO yta"TPO oae; EOV 9TJAOSE"TE 11 npOKE1"Tat va �EKlviJO'&"TE TO OTJAaoIlO. To 
«ONOMA TIP010NTOl:» 6EV uuvlUTO:Tm ym �TjT{;p£� nou STjM�OlN. Kat 0 ymTp6� uar.; EVO{;XETal 
va E1ttA.t�£t KanOla O:AATj 9£pa1tEia yta £uO:r.; EUV E1[lSU�Eh£ va S1]Aum:T£, £16tKO: EaV 10 !1ropo aar.; 
Eivat V£OYEvvTjlO, T] tX£l YEVVTJ9Ei 1tporopa. 
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;;;1tEPl1rTIDaEt;;; va-rrpOKa:)J;aEll,UAT) apTIJPtaKl'];;; «DNOMA 

AAYEI1-E.4250-13/2 
(240.) 

OOT)'YTJO'TI Kill XEIPIO'ttOK JlTlXUVWV 
I1POtOU ODTJyi]OEtE KemOlO OXTJ/la, XPTJcrt/lOrrOli]m;tE EpyaAEia i] XEtpmtdtE /lTlXavi]/lata, i] KaVEtE aAAE� 
DpaotT)pt6tTJtE� rrou arranouv cruYKtvtpamTJ, PEpatCOSEitE Otl yvCOpil,EtE rrcoc; EmDpa to «ONOMA 
IIPOIONTOL» aE EGU�. 'Orrco� rrOMU uUa cpap/laKa rrou XPTJcrt/lOrrolOuvral yta tTJ SEparrEia tTJ;;; U'l'TJAi]� 

- rri£aT)�, to IIPOIONTOL)} J.i.1fo-p-Ei-aSG1raVU; 
Kat va E1tTJPEaO£l tT)v tKavO'tT)ta cruYKtvtpCOaT);;;. 

3. nnE NA nAPETE TO «ONOMA npOIONTOE» 

AKoAouSEitE1tuvta tt� cruotua£t;;; tOU ytatpOU oa� co;;; 1tpO� 'tT) Ai]'I'T) tOU «ONOMA IIPOYONTOL» 
1tpOKEt/ltvou va tXEtE KalutEpa a1tOtE)J;O/lata Kat va a1tocpUyEtE tOY Kivouvo aVE1tlSU/lT)tCOV EYEPYEtWV. 
Euv txEtE a/lcptpOllE;;;, pcotT]atE tOY ytatpo i] tOY ljlap/laKOrrOtO aa;;;. AtOJla J.LE U'I'T)Ai] ap'tT)ptaKl'] 1tlEGT) 
cruxva OEY 1tapoucrtul,OUV cru/l1ttw/lam avuAoya 'tT);;; 1tu8T)0T);;; auti];;;. I1oMoi atoSUVOVtat apKEtU 
qmcrtoAo'YtKU. fta to 16yo am:6 /IT)V a/lEAdtE va E1ttcrKE1ttEGtE to yuup6 aF aKO/la Kat EaV atOSaVEOtE 
Kala. 

Y\jITI"-Tt apTTlPlUKTJ :ldEO'l1: H cruvi]ST);;; MGT) ElVat 80 mg T)/lEPTJoico�. LE OPta/ltvE;;; 1tEpmtWOEt;;; 0 
),tatpo;;; 00.;;; /l1!opd va cruvta)'o)'pacpi]oEt U'I'T)16tEPE;;; MOEt;;; (1t.X.160 mg T) 320 mg). EVDEXEtat E1tiaT)� 
va (1)VOUao£t to «ONOMA IIPOiONTOL» /lE E1!mMov <pap/laKEUttKi] a)'ffiyiJ (1t.X. OlOUpT)ttKO). 

METa U1[O rcpOO'ljlaTTI KUPOlUKT) rcpoO'PoA.TJ: MEta a1t6 KapDtaKf] 1tpOaPOATt T) SEpa1!da apxil,Et cruvf]8co;;; 

aKollTJ Kat /lEtU a1tO 12 WPE;;;, cruvf]8co;;; /lE xa/lT)Ai] 060T) 20 mg Mo <popt;;; TlJ.lEpTJoico;;;. H MGT) tCOV 20 mg 

1taPExEtat OtXOtO/lwvtac; to otoKio tCOV 40 mg. 0 )'uup6;;; oa;;; Ela (lUSi]OEt 'tT) MaT) ami] paEl/ltaia IlEaa 

Ott;;; E1t6/lEYE� EPDO/laDE;;; Kat TJ /lE),tOtTJ MaTJ 80. cptaO£t to. 160 mg ouo cpoptc; T)/lEpTJaico;;;. H tEAtKT] MGT) 

ESapnltat arro tTJV avoxl'] 1tOU tXEtE co;;; /l£/lOVCO/ltvo;;; aoSEvT];;;. 

To «ONOMA I1POIONTOL» /l1top£i va ooEld tam6xpova IlE aUT) cpap/lUK£UttKi] ayco)'T) yta tTJv 

KapOtaKT] 1tpOapoAi] Kat 0 ),tatpo;;; aa;;; ea a1tocpaaio£t 1tOla e£panEia dvat KlltaMTJATJ yta EGa;;;. 


KapOlUKTJ aVErcapKElU: H 8Epa1!da SEKIVa )'EYtKW;;; IlE MGT) 40 mg Mo CPOPE;;; llJlEpT)aico;;;. 0 ytatp6;;; 

00.;;; 00. ausi]a£l tTl MaT) Pae/ltaia /lEaa Ott;;; E1tO/lEYE� £PDO/lUDEC; Kat TJ /ltytcrtTJ MOT) ea cptUaEt ta 160 

mg DUO <pOPE� T)/l£pT)aico;;;. H tEAlKi] ooaTJ ESaptatat an6 tT)v avoxij nou Exer£ co;;; /lE/lOVCO/ltvo;;; a08Evf]�. 

To «ONOMA ITPOIONTOL» /lnopd va ooed tamOxpova IlE aUT) cpap/lUK£UttKij a)'co)'i] )'ta tTJv 

KapDtaKi] aVE1!IipK£ta Kill 0 )'UltPO;;; oa;;; 8a a1!OcpaoioEl 1tOta ElEpa1tda dval KatalATJATJ )'m Eaa;;;. 


MrropdtE va 1!aipVEtE to «ONOMA I1POIONTOL» /lE i] xcopi;;; tpocpij. KU't(l1!ivEtE to «ONOMA 
ITPOIONTOL» /lE tva 1!OtijPl vEp6. 
No. naipvE'tE 'to «ONOMA fIPOIONTOI;» nEpbwu 'tT1V tow. oopa Ko.9E ,.u':pa. 

Eav rcuPET& ttE"fUA.UTEPTI MO'TI «ONOMA IIPoioNTOE» U1[O TT]V KUVOVIKTt 

Euv rrapoucrtaatEi tvroVTJ l,UAT) i]/Kat AmoSu/lia, sarrAWGtE Kat E1tlKOtVCOvf]crtE a/lE(J(J);;; /lE to YIU'tpO aa;;;. 
Eav rri]patE Kata Meo� 1tOMa otcrKia, a1tEueUVSdtE Gto YlatpO, to cpapJlaK01!OlO aa;;; i] aE VOOOKO/lEiO. 

Eiiv SqiiO'&TE va rcUPETE TO «ONOMA IIPoioNTOE» 
MllV mIpEtE DmAi] ooaT) yta va ava1tlT)pwm:tE 'tT) MaTJ nou SExUaatE. 

Eav SExam::-rE va napEn; ,.ua ooaTj, napn: 'to /lOAl(; TO 9U/lTj9ei-rE. OOToao, cav nATj(llaGEl Tj oopU 
rm TTjV EnO/lcVT] OOOTj OUC;, nupuAei\jlTE TTj OOOTj nOU SEXo.OaTE. 

Eiiv O'TUJHInlO'ETE VU1!UiPVET& TO «ONOMA IIPOYONTOE» 
H OtaK01tT] tTJ� li]'I'TJ;;; «ONOMA ITPOIONTOL» /l1topd va E1tlO£tVWaEl 'tT)V KatUataoTJ tTJ;;; mi8TJai);;; 
oa;;;. Mll OlaK01ttEtE tTJ AT]'I'T) tOU cpap/lO:Kou au;;; Xcopi;;; npoTJYou/lEVT) E)'KPIGT) a1to to ytatpO aa;;;. 
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10.000 
cr'tOut:; 10.000 
/le pucrT] 'tU olugecrl/lU OeOO/levu. 

1tpocrW1tO, 
XdAT], cr'tT] YAWcrcrU TJ cr'to AatflO, OUcr1tVOIU TJ OUcrKOAiu crtT]V KU'tU1tOcrT], SMT] 

Al1to9u/liu-

'twv eSe'tucrewv Ve<PPIKT)C; AE1'toupyiw:; 

/1../1.. YETI-E.42S0-13/2 
(24a) 

Eav EXEtE 1tEptcrcrOtEPES Epurtl'jcrEtS crXEttKU IlE tTl XPTJaT) amou 'tou 1tpoi:OVtoS pWtilatE 'to ytatpO il tOY 

<jlaP/laK01totO cras . 

4. 1lI0ANE'E ANEllI0YMHTKE ENEPfEIEI: 
-� ... --.- --_.... . _-_._ ----_ .. -

'01tWS OAa ta <jlapllaKa, £'t!Jt Kat 'to «ONOMA TIPOIONTOE» ll1topd va 1tpOKaAEaEt aVEntOUflT)'tES 

EYEPYEtES av Kat bEY 1tapoucrtasov'tat aE OAOUS 'tOUS avOpffi1touS. 

Amet:; 01 UVen:t9U/lTrt€t:; EVEpYElet:; /l1tOPei VU 1tUpoucrtaO"tOUv fle Oplcrflevet:; cruXVOtTp:et:;, Ot 
01tOlet:; opi�OVtat wt:; €STJt:;: 

• 1tOAU cruXVEt:;: eTCTlpeUSOUV A1YOtepO U1tO I XPTJcrtT] crtout:; 10 
• cruXVEt:;: €1tT]pea.t;el I EWt:; 10 XPTJcrtet:; cr'tOut:; 100 
• 0Xl cruXVEt:;: e1tT]peUSEl I EWt:; 10 XPTJcrtet:; mout:; 1.000 
• cr1[(lVlet:;: eTCTlpeUSel I Ewt:; 10 XPTJcrtet:; cr'tout:; 
• 1tOAU cr1tUVIEt:;: e1tT]peUSOUV A1YOtepO U1tO 1 XPTJcr'tT] 
• /IT] YVWcrtEt:;: T] cruXVOtT]'tU OEV /l1topd vu eK'tt/lT]9ei 

M£P1KIl mJIl1CTWllUTU xpnllsOVTal 1l11£GTJ IUTPIKTJ <jlpOVTiou: 

EVbEXE'tUl va 1tapouaUIGE'tE GUll1t'tffilla'ta aYYEloolbilllatOS, 01tWS 

• bWYKWlltvo 1tp6aw1to, YAfficraa il AUlIlOS 

• oual(oAia crtT)V Ka'tIl1tOay] 
• EfuvOT)lla Kat oual(oAia crTT]v ava1tVoil 

1:uxvtc;: 
• �UAT] 9EcrT]t:; 

'Oxl GUxvtC;: 
• UAA.ePYIKT) uv'tiopucrT] /le crU/l1t'tW/lU'tU 01tWt:; €Suv9T]/lU, KVT]cr/lOt:;, OlOYKWcrT] cr'to 

cr'tU 
(crT]fldU uryetOOt0TJ/lU'tOC;) 

• �(lA.T]-
• XUflT]ATJ UptT]PIUKTJ 1ti€crT] fl€ crU/l1t'tW/lUtU 01tWC; �UAT]-
• tucrT] Al1t09u/liuC;, op90cr'tU'tlKi) 
• Sa<PVIKT) U1tWAElU cruvdoT]crT]C; 
• uicr9TI/lU 1teplcrtpO<pTJC; 
• lOtai'tepU /lelWflEVT] U1tEKKplcrT] OupWV (crT]/leiU Ve<pplKi)c; OUcrAel'tOUpyiuC;- Kat UV€1tUpKelUC;, 

oSeiu Ve<pPIKTJ UVe1tUpKEta) 
• UUST]crT] 'twv 'tl/lWV 
• flulKOl cr1tucr/loi, /IT] <PUcrlOAOYIKOt:; KUPOIUKOC; pu9/lot:; (crT]/ldu U1tepKUAtal/llac;) 
• Ke<pUAUA yiu 
• oucr1tVOtU, oucrKOAiu cr'tT]V UVU1tV0TJ cre U1t'tlU OEcrT], OlO)'KWcrT] 'twv 1t001WV Kat 'tWV KU'tW 

UKPWV (crT]/leiU KUPOtUKi)c; UVe1tUpK€lUC;) 
• �TJxac; 
• KOtA.IU1CO UAYOt:; 
• vuu'tiu 
• OlUPPOIU 
• K01tW<JT] 
• UOUVU/liU 
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1CVTJ·Â
o	-llaef un6:ro-uKO)'OUeU 

t:.t:. YED-E.4250-J3f2 

(24a) 

Mll YVW(J"CES 
• £ÁUVOllIlU 
• 1CVTJO 1l0C:; 
• ·&pll����6EÁuVOTJIlU Xropic:; �£OptOI.lEVU crlWdu i] 


(J1)lln'U.ojlaTU: m>pe-roc:;, upOpaA:yiu, jluaA:yiu, OlOYKffijlEVOt AqUpUO£VEC:; i]/Kat 

(J1) jln"[ro IlU"[U ypinTJC:; (oTJ llelU opovooiuc:;) 


• EÁaVOTJIlU, nopqrupo-KOKlClVEC:; KTjAlo£c:;, EV'tOVOC:; 1CVTJOIlOC:; (oTJjlela <PA£YjlOvi]c:; "[rov 
atllO<POProv ayyelffiV nou OVOjlal;£"[Ul KUl uyy£linou) 

• U(J1)Vi]OlO"[TJ Uljloppayiu Kat IlroAffinEC:; (OTJjlela 0pOIlPon£vlUC:;) 
• llu1Koe:; novoe:; (jluuAyiu) 
• m>p£"[oe:;, £P£OtOIlOe:; rou <paPU'Y),a i] £Á£AKroO£le:; 'tOu O,,[OIlU'tOe:; AO)'ro AOtllroÁ£ffiv 


«J1)lln"[rojlUTU XUIlTJAOU £1ttnEOOU A£UKroV atllOO<patpirov nou OVOjlal;£TUt KUt 

ouo£r£pon£v\u) 


• jlelffiOTJ 0'tO £mn£Oo "[TJe:; atIlOO<patpiVTJC:; Kat llelffiOTJ rou noooorou "[ffiV £puOpOOV 
atllOO<patpiffiv oro Uljla (nou jlnopd, O£ PUPlEe:; n£plnrroO£l(;, VU m>pOOO'ti]o£t uVatjlia) 

• UUÁTJOTJ aro £mn£oo rou KaAiou oro uljlU (nou jlnopd, O£ PUptEe:; n£ptn"[roo£u;, vu 
nupooori]o£t IlU1Koue:; onuollOUe:;, IlTJ <puotOAO)'lKO KUpOtaKO pu 0 110 ) 

• UUÁTJoTJ oro £nln£Oo "[rov njlrov "[TJe:; TJnUnKi]e:; AEtrouP)'luC; (nou Ilnopd va unOO£t1CVU£l 
TJnUnKi] PMpTJ) 

• aUÁTJoTJ oro £nin£oo XOA£puOpivTJC; 0"[0 uilla (nou jlnopei, O£ paptEe:; n£pt1t"[ooo£lC;, vu 
m>pooori]o£l KtrpivtOlla rou otpjluroe:; Kat rffiV o<pOUAIlOOV) 

• UUÁTJOTJ ara £nin£oa ul;;oorou oupiue:; 0'tO aijlu Kat uUÁTJOTJ aro £mn£Oo rTJC; KpeunvlvTJC:; 
opou (nou IlnoPel va unoO£lKVU£l IlTJ <pUOtOAoytKi] V£<pptKi] A£lroupyia) 

Opt(JJ.1EVES UVE1tt9uJ.1TJ"CEC; EVEPYEtES J.11tOpEi VU EiVUl 1tlO (J'l)XVES U1tO 6,"Cl <pUiVE"CUl (J"C1]v 

1tUPU1taVW l.l(J"CU, uvul.OYu JlE "C1]v KU"CU(J"CUmj (JUS: 
• TItO ouXVa O£ aoOevelC:; jl£ KUpOtUKi] UV£naPKEtU 

Eclv Kcl1tOlU UVE1t10UJlT)TT) EVtpyClU y{VETUl ooPUPtl, tl UV 1tUPUTT)Ptl0ET£ Kcl1tOlU UVE1t100IJ.T)TT) 

£VtpYElU 1tOU OEV UVUlj>tPETUl OTO 1tUpOV lj>u)J.o OOT)yu1>v, 1tupuKuldoO£ vu CVT)IlEproOETC TO Y1UTPO tl 

Ij>UPIlUK01t010 0(1(;. 

5. nfn: NA (})YAAI:l:ETAI TO «ONOMA npOIONTOl:» 

• Na <pUAclOo£tat oe /lEPll1tOU Of:\! to <p8avouv Kat Of:\! to kA.i:1tOUV tu 1tatOul. 
• M1]v XPTJot/101tOleite to HONOMA I1POIONTOI;)} !leta "[1]v l1/lepo/lTJvia AijSTjS 1tOU 

uvaypa<petat 0'11 (J1)oKwacria. H Tj/lepoIlTjv{a AijS1]S elvat Tj teAwtaia Tj/lEpa tOU !lijva nou 
ava<pEpetat. 

• Na Il1]V XP1]ot/lo1totijoete to «ONOMA I1POIONTOI;)} eav napat1]pijo£te Ott Tj (J1)01ceua(Jia 
Exet unootel lTj!lU:l ij U1tapXOUV oTj/lela aMo{(J)oTjS. 

• Ta <PaPllaKU oev np€n£t va anoppimovrUt 01:0 v£po "[TJC:; U1tOx€r£UoTJC:; i] aru oKouniota. 
ProTelOT£ "[0 <pupjlUKOnOtO oac:; nooc:; vu n£raÁ£"[£ ru <paPjlUKU nou oev xp£taI;OVral 1ttU. 
AutO. Ta jl€TPU Oa POTJOi]oouv orTJv npooTUoiu "[ou n£ptpUAAovroc:;. 

6. AOInEl: nAHPO(})OPIEl: 

Tl1tEP1ExCl TO «ONOMA npOIONTOl:» 

H 8paOttKij ouoia £ivat Tj kaAOUptaVT] 80 mg. 

Ta aua (J1)O'WttKa elvat 
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KOIVOlTOrncrn: 

ATT06iKTEC Via EvipVEla : 

eEoP(�·mi<E riA THN A1!P'�:rI� 

tJ.tJ.YED-E.4250-13/2 
(24u) 

H OpUcrTtKi] oucriu Eivat TJ NaAcrapt<ivTJ 160 mg. 

Tu alia aucrtaTtKa Eivat 


.. 

r 


KaTOlOS aodas KllJU..Oq>Opias KallTapayroy6s 

fta nATJpoq>optE<; crXEHKO: /lE to nup6v q>apllaKEtlTtKO npoY6v, napaKU AElcrtE va anEtlBuVOEltE mov 

KUtoXO tTJ<; aonu<; K tllCAoq>opia.<;. 

TPonOI:AIA0 EI:m:: 
To <pap/luKEtltlKO atlt6 npo'i6v XOpTJ'YEltatIlE tatptKT] auvmyi] 

2. 01 OIKOIOUXOI KOI OVTlTTPOOWTTOI UTTOXP£OUVTOI YIO TIlV £<POPIJOY� Tile; OVWT£PW £YKUKAiou. 

ET. : NOVARTIS (HELLAS) AEBE 
12° XAIJ. E8 NIK Hr OIlOY No 1, 
14451 METAMop¢orH 

1. YTTouPy£io Yy£ioe; & KOI VWVIK!'Je; AAArlA£y yulle; 
llIvOIl ¢OPIJOKWV & ¢oPlJoK£lwv 

H .dIEV8VNTPIA il YEn 

APIOTOT£AOUe; 17, 101 87 A9!'Jvo 

2. rEE0A111 yr 
A. M£croy£lwv 136 
155 61 A9!'Jvo 

.dp. A. KOVTrOVKH 

o r... oJ:ET .... M£N_.;::.. 

3. rE?KHl: rPAMMATEIAI 

4. nov£M!'Jvlo IOTPIKO LUAAOYO 
nAOUTOPXOU 3, 106 75 A9!'Jvo 
(11£ Trlv TTOPOKAlloll £VIlIJ£PWOIl TWV 
TOTTlKWV IOTPIKWV LUAMywv Tile; xWpoe;). 

5. nOV£AA!'JVIO 'EvWOIl ¢OPI10KOTTOIWV 
Kopusll 6, 117 43 A9fJvo 

6. nov£MfJvlo ¢OPIJOK£U T IKO LuMoyo 
n£l pOIWe; 134 & Ayo9qIJtpou 
118 54 A9fJvo 
(IJ£ Tllv TTOPOKAIlOIl £VIlI1£pWOIle; TWV 
TOTTlKWV ¢OPI10KWTlKWV LUAA6ywv Tile; xwpoe;) 

7, nov£AAfJvlo 'EvWOIl ¢OPI10KOTTOIWV 
NOOIlAWTlKWV IOPU IJO TWV 
MIXOAOKOTTOUAOU 99, 115 27 A9fJvo 
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LlEATio AyopavoJJia¥ 

8. 

11. 

12. 

14. 

15. 

17. 

18. 

IKA-¢aPIJ/K¤ YTTllPwia 
Ay.Kwv/vou 8, 102 41 A8¤va 

K.llaAOIoMyou 15 
185 35 IlEIPOIo¥ 

OiKO¥ NauTOu A8¤va¥ 

rAauoTwvo¥ 2 & IlOT'loiwv 

106 77 A8¤va 


KtvTPO Ll'lA'lT'lPIOOEWV 
NOOOKOIJEio Ilaiowv "11.& A. KuplaKou" 
115 27 rouoi A8r'}va 

r¢EE 


A K'lcploia¥ 280 & Ayplviou 3 

152 32 XaMvopl A TTlKr'}¥ 


llavEM¤vla "Evwo'l ¢aPlJaKoI3101J'lxavia¥ 
I\dlJljJa 7, 115 24 AJJnEMK'lnol, A8r'}va 

��YEn-EA250-1312 

(24a) 

( 
_ t' _ 

9. 

10. 

OrA KAooo¥ ¢aPlJaK£UTlKr'}¥ nEpi8aAljJ'l¥ 
IlOT'loiwv 30, 106 77 A8r'}va 

OiKO¥ NallTOU nElpaJ(.iJ¥ 

rOMoyo AVT/nwv ¢aplJaKEUTIKWV Elowv & EIOIKOT¤TWV 
006¥ TOToIou 
180 XAIJ. E8vIKr'}¥ ooou A8'lvwv-l\aJJla¥ 
14610 N. EPY8PAIAATTIKHr 

16. 
llavmlOT'llJiou 42, 106 79 A8r'}va 

TEBE - ¢aPlJaKEUTlK£¥ Yn'lpwi£¥ 

Ay. KWVOWVTivou 5 

103 51 A8HNA 


Mq IJ£A'l LuM6ywv 
(6nw¥ 0 nlvaKa¥) 

ErOTEPIKH 11IANOMH: 
1. 	 Ll/vo'l A¦loMy'lo'l¥ Ilpo'i6vTWV 

a) TIJ¤lJa A§loMy'lo'l¥ ¢aplJaKEuTIKWV IlPOIOVTWV 
13) r pal-ll-lOTEia A' TI-lr'JI-IOTOC; EmOH11-I0VIKOu rUlJl3ouAfou EYKpfoEWV 

2. Ll/vo'l ¢ap/Kwv MEA£TWV & "EpEUvac; 
3, Ll/vo'l Ll/KWV Yn'lPEOIWV EMyxou IlpoI6vTWV 

TIJr'JlJa 'EKOOO'lC; & Kwo, Ano<pom:wv 
4, r palJl-IOTEia LlEUTEP013081J10U EmOUllJOVIKOU LUlJl3ouAlou 
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