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En(YKI\IOr - Anot:PArH 

0EMA: Ko8op lol-lo<;; nEpiAtl41'l<;; XOPOKTtlPIOlIKWV TOU npo·ioVTO<; KOI <:PuAAo 00tlYIWV Via TO XPliOTll 
tpaPIJOKEUTlKWV rrpoIovTWV rrou m:pl!�Xouv OPOOTIKO oUOTarlKo OILTIAZEM HYDROCHLORIDE 

'"EXOVTE<;; urrollJtl: 

0) TI<; OIOTd²EI<;; TOU apepou 8 Tfl<; KOIVIi<; YrrouPY1K'i<; Arro<paoll<;; A6/9392J91 "nEpl EVOPfJOV1oll<; 


Trl<; EMllvIKti<; NOIJo8wio<; IJE TrjV oVTioTOIXIl KOIVOTIKti OlOV TOj.JtO Tl'l<; KUKAotpopioe; . ... 
. .  

TWV <P0P\JOKEUTIKWV rrp0"iovTWv", 

Tllv urr' opI81J.: 8673/2/29-1-2009 Opeti ErrovaAfJl.IJ1l Arrocpaolle; npotopou ZLJEO<!>
13) 
(<!>EK.253J13-2-2009) "nEpl I-lEral3il3aollC; OPIJOOIOTtiTWV OlOU<; lllEUeuvTtC; TOU EO<:P" 


y) TIC; rVWIJOTEUOEIe; TOU ETTIOlIlIJOVIKOU LUIJ!3ouAiou EYKpim:wv op. <:P-484 , <:P-485/04-12-2009 


AnOf1>AIIZOYME 

1. 	 H nEpiAtl41tl XapOKTtlPIOTlKWV TOU npoI6vTO<; qlOPIJOK£UTIKWV rrpoI6vTWV rrou mpl£Xovv 
apooTIKO dUOTOTIKO OIL TIAZEM HYDROCHLORIDE, l-loP<P1i KNVAKIO EAErXOMENHl: 
AnOL1ELMEYl:Hl:, l:KAHPO 200MG/CAP & 300MG/CAP Opi³ETOI we; E²tie;: 

nEPIAH!.VH TON XAPAKTHPlrTIKON TOY npo"ioNTor 

1. ONOMArlA TOY $APMAKEYTIKOY npo"ioNTor 

KOI.pOKIO EAEVX6IlEVf1ý alroOEapW<1I1'S, aKAqpo 200 mg/CAP 
KmpaKIOl EAEVXOIlEVijC:; omoi5Ec'I..IWO"I1<;, (H'(ArW6 300 mg/CAP 

2. nOlOTIKH KAû nOl:OTIKH l:VN8EEH 

ü(aeE KOWQI(IO £M:YX6psvr]C; ctITo6EO"IlEUOT1<; mpIEX<:i 200 mg Ii 300 mg Diltiazen, hydmchloride 
OUVGUOOWO 0l1l0 m.pCipiolQ GfJ£O'lS" O:TTc5ECTiJ€UCTflC; 1(01 €TT!KO),U;JfJEVO CT<pmpiolo E)\SYXOPEV'lS" 

TTOpavpO(fO 6.1. 
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OEV OUVIOTOTOI OE TTOiOlcl. 

TIl<; uTIoraGri(11C; OpoollS' 'il'; 

TpoTTos xopQvoom:: 
l':.oooAoyio: 

«AAAf]liEmopaow; 

S» 
VITP0JOWV 60 

/'(0'/ a/IllEs /JOpcptx; o}'AnJi£TTf15p('f(J1] 

tLYEfl-EA2S0-13/2 

4. K/UNiKEE n/\HPO$OPIE:E 

- Era8£pr; OTfl8oYXIl (aT ll6dyxrl npoom18Elae;). 
- EAmppa EWe; IJETPIO<; ȫOPUTIlTQ<; UTTtPToofl· 

4.2 .lloO'oAoyio KOI Tporrot; XOPrlYi1CTrIS 

!\oJJȬovnOi ono TO aTOJJO. 

H ouvlO TWJJEVIl 0PxIKr;-MollYIO Evr;AIW; EivOi EVO KotVdKIO OIA TlOt:EIJIl<; TWV 

H o6an [haTOf.1IKE:tJ£Ta/ av6110va J.1E m; av6YKI':i Ka8E a(J8[vouj. 

200 mg IllJEPIlOillJ<;. H 

Mar] OUTr; JJnopEi va aUȭ1l6Ef aE tvo KOtVOKIO TWV 300 mg IlIJEPllofllJ<;, 0lJiJ<Pwva IJE Til 

8EponEUTIKr; aV TOnoKploll KOI TIlv oo<poA€la. 


ITflV nEpfnTwollllAIKlwJJ£vwv 008EVWV KOI oa8EVWV nou naoxouv OTTO VE<PPIJ(Ȯ S IlTTOT1Kr'j 

OVETTOPKE!O, 11 0PXIKr; MOil TTPETTEI vo EivOi EVO KOtVOKIO TWV 200 mg IlIJEP'lofw.:;. IE CUTOUt:; IOU<; 

006EVEf<; onom:iTO! aTEVr; TTopOKOAo081l01l TIl<; KOpO IOKr;e; OUXvOUll0<;. Edv OUTr; IJEIW8Ei KOT0J OITO 

50 OcpOȯEI<; OVo AmTo. 'l MOil OEV TTPETTEI va OUsfl8EL 


nOI010: H OOCPOAEIO KOI 'l onon:AwIlOTIKOTIlTO ora nO!olo OEV tX£1 TEKIJ fl PltJJ8EL ETTOIJEVW<;. 11 

XPri0ll Tile; oIATlot;EIJIle; 


o xpovo<; Ar;tVllr; HI':; Mall<; o£V tX£1 OlllJoO[o. oAM TTptTTEI VO TTOpolltVEI oT08EPO<; oro 
aUYKEKplIJEVO 009EVr;. 

To KOtVOKIO OEV npEnEr vo IJOOOTOI, oMo va KOTOTT[ VETOI OAoKArlPo. 

4.3 AVH:VOEifw; 

.. YTTEpEUOI08flOio orrl oIATlot;EJ..l'l ri OE KOTTOIO ono TO EKOOX0'" 

.. EUVopol10 VOOOOVTO<; q>A£!3oK0J..l!3ou (EKT6<; EOV UTTOPX£I i3'lIJOTOOOT'1<; OE Amoupyia) 

., 
 KoATTOKOIAIOKOr; OTTOKAEIOIl0C; 2°U ri 300 13081100 (EK TO<; Eav UTT(JPXEI !31lJ..lOTOOOTIl<; OE 

Amoupyio) 
.. Io!3apr; !3poou Kop610 (Aly6TEpO OTTO 40 Oq>OsEIe; ovo A£TTTO) 

.. BopElo UTTOTOOll 

.. APIOTEPrl KapOrOKrl oVETTapKEIO 
" Iuvouoal10C; IJE oOVTpo).,tvIl (tYXUOll) (13.1\. 4.5 pI': aJv\a cpappaKwTIKa 

rrpoi'6vTa KaJ 6AAI':i popcptc; aAAnAEiTfopaanc;}}) . 

ITpoEJi50 ITo/ftc DC; 

AnOITE.lTOi O'uOT'lfJaTlKH rropalw".o08IlGfl CiE oa8Ev£ic; IJE fJE1uJjJEvil }IEiTOU p\fIKOTflTO Tile: OPIOTEPgh 
KOIMo<;. !3paouKapoio (Kiv3uvo<; ETTlO£ivwO'le;) il w 1 DU f308ðou I<OATTOKOIA;OKO orroKAEI0f.16 IJE 
H!<IKll olO:YVtlJOfl (KivouvoC; ETTlOE..fvWOfls Ka! arravla TIAïpofJc, o.rroKMIOIJOO). 

!.l,vmo6rtaia: npl'! cm6 YEvIKr, aValo6rjoia, 0 avmo8!lo!oA6yoC; rrptTTEI va EVilf..!lOpUJVnal 0:1 0 

ao8Evf]<; £ivat urr6 0YUJvfJ pE 6lMiadtlJ11 H i<.mocYTollr'j Til<; Kap6ra;,I<; ouoraATIKorqTO<;. 
oyJJy:p6TilTOC; Kal OUTOiJOTIOfJOU, !(QGwC; Eniary; KG! fl aYV:::loO!OOWrTIKoTIlTO ITOU OIJV5tETOI !-IE W 

IlTIOP'YJV va EVIGXu80uv ono TOU; GrrcKMIOTEC; olauAlIJV ao!3EoTiou. f<aro Til O!OPI<EIO 
AOYlr) 'l TOL'TOXpovr] xopeyqOf] 

va yiv£TaI 1.1£ TIPOOOXS (13k 4.5 pc a/l/to 
) 
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TOY ("'(noY THZ Ir\Jjlnp!ÁMfHH[. 

rENIKEI nAHPO<POPIF2.: noy nPEnEI NA MMBANONTAI yn04JH 

1::'6. YETI-E.42S0-13/2 
(240) 

KYKl\OL:nOPIIÀH: AO=Iloil Tv)V £TTlTItowv TW; KUMOOTIopfVIl<; Oif}\! KUKAocpopia. Iuvlon:'nal Il 

1-I£IWOf] HIS 060qS TIlS :<uKAoorrOpivfl<;. 0 tAC YXOS HIS V£CPPIKċ<; Amoupyfa<;, 0 TIPOOOIOP10I-I0C; 

TWV £ TTlTTt5wv KUKAOOTIOpiVIlS OTIlV KUK.A.otpopio Kat q p081-110ll TIlS 00011<; TIl<;. KaHl Tf"] 

OUYXOP�Yf"]Oll Ka! I-Ina Tf"] OlaKoTT� Tf"]<;. 


- KAPBAMAZEnlNH: AU<fJOf] TWV £TTITIU5wv Tq<; Kap!3al-la\ETTfvIlS. 
;[UVIOH:'nOi 0 t},£yxoS TWV ETTlTTtBWV illS Kapl3al-la$ETTiVIl<; OTO TTAOCJI-IO KOI 11 TTPOOOPI-l0Yr'] 111<; 
06CJf"]<;, £OV 9£wpf"]8d oTTopalTIlTO. 

- 8EOct:>YAAINH: AO�IlOIl TWV nTlTTtowv 8wtpuMivll<; UH]V KUKAocpopia. 

- ANAETOAEII TON H2 ynOLlOXEON THI IL:TAMINHI (ull-l0loiVIl KOI pavl Tloivll) : AO5IlCJIl TWV 
UUYK£VTPWO£WV oiATla;tl-lIlS OTO TTAOopa. 
01 au9tv£iS TTOU aKoAou90uv aywyǂ I-IE o iArla$ EI-IIl 8a TTptTT£1 va E5n6$ovTOI TTPOOEKTlKa KOTO 
Hlv tvap5f"] r'J Til OlaKOITǃ TIl<; oywyN<; 1-1£ avooTOAEiC; TWV H2 UTTOOOXtwv TIl<; 10ral-liVIlS· 
npooopl-loy� TIl<; IlI-lEPǄOIO<; OOCJf"]<; OIATlO$tIJIl<; low<; 8£WPIl9Ei aTTapoiTf"]TIl· 

- PI<t>AMnIKINH: Klvouvoc:; I-IEIWOIle; TWV CJUYK£VTPWO£WV ol)\TIa$ttJf"]<; OTO TTAOOl-la I-IETa Tllv tvap�'1 
TIl<; 9£pam:ia<; I-IE PI<poI-lTTlKIVf"]. 0 a09EV�<; 8a TIPETTEI va TTapaKOAOu8E:iTOI TTPOOEKTIKO Karo TIlv 
tvap51l N Til OlaKOTT� TIl<; 8Epamia<; IJ£ pl<paI-lTTlKlvll· 

A1010: Kivouvo<; OIj5Ilolle; TIl<; VWpOTO5IKOTllra<; TTOU TTpoKaAEiTOI ana T O M91o. 

BAKAO<t>ENH: EvfuxuOIl TIl<; aVTlumpTOOIKǅ<; Opaofje;. 2.:uVIUTOTOI nopaKOAo081lCJf"] TIl<; 

apTIlPloK�<; TT!W'lC; KOI TTpOUOpjJoyr'j TIl<; 6oooAoyias TOU aVTlumpraUlKou EOV Eivat aTTapaiTIlTO. 


E2.:MOAOAH (OE ao8£v£i<; 1-1£ CPUCJlOAOYIKr'J Amoupyfa HI<; aplcmp�<; KapOlaK�<; KOIAiae;); 
olo rapaxt<; TOU pu81-100 (oIlI-lOVTlK� !3paouKopoia. 1flM:j30K0I-I!3IKO<; aTTOKA£I0I-I0<;). OIOTapaxt<; 
IflA£!30 K0I-I!3ou Kal KOATToKOIAlaKr'j<; aywYII-I0TIlTOS KOI KapolaK� OVETTopKE la (OUVEPYIOTlKĐ 0pooll). 
2.:uvIOTOTOI KAIVIKI'J KOI HKrK� TTopaKoAOu9llofj . 

Aoyw Tf"]<; TTl9avoTIlToS o8pOlom:wv Ev£pymiJv, TTPOOOX� KOI TTPOOEKTlKI'J TlTAOTToillOll dvOi 
avaYKaia O£ a08£vEI<; TTOU AatJ!3dvciuv olATla$tWI TOU Toxpova I.1E aAAOU<; napdYOVTEe; TTOU EivOi 
YVWOTO OTI ETTllpEOsouv Tllv KapoloKr'j OUOTaArIKoTilTO KOI/r'J aywY ll-loTIlTO . 

H OIArlaǆEl-lfJ I-I£TOl3oAl$ETOI I-Itow TOU CYP3A4. Mia I-IErpia (1-IIKPOTEPIl ano 2 <poptS) OlJ�1l01l Tile; 
OU YK£VTpWOIle; TIl<; oIATlađtl-llle; OTO TTAOol-la EXEI TEKI-I'lPIW9Ei OE mpITT TW0EI <; ouyxoPrlYllollS" 1-1£ 
tva TTlO loxup6 avaoTOMa TOU CYP3A4. H OIATla$tl-lf] Eival miollS avaCJToAta<; 1-110<; 100I-lOp<p�<; TOU 
CYP3A4. L:uyxoP�Ylloll l-I£ elAAa UTTOOTpwlJaTa TOU CYP3A4 TTl80vov va TTpoKaAtoEI 1-110 aU�llof"] 
OTIl oUYK£VTPWOIl TOU TIMOI-IOTO<; TOU KoBE OUYXOPIlYOUI-IEVOU <paptJoKou. H oUYXOP�YIlOIl HIS 
O IArlOstl-l ll<; I-IE tvav maywyta TOU CYP3M TTl9avov va TTpoKaAtGE! I.1EiwGil TIl<; OUYKEVTpW01le; TIlS" 
oIATla<:;tl-lll<; OTO nACtolJa. 

- BENZOl1IAZEnlNE2.: (1-IIoa(oMIJ Il . TplaǇoMI-IIl): H of}\T!O\tpll au]dvEI mwavTIKo Tie; 
OUYKEVTPW UEI<; TI1S lJI6a$oAOIJIl<; KGI HIS Tpla�oAolJllS erTO rrMCJl-lo KOl £TT!!-IIlKUVE! TO Xpovo 
IlPI$wi'f<; TOUe;. i:uVlcrrelTOl IOlaiTEPIl npoerox� orav ouvwyoypa<pODVTOI f3Evǌo6Iaǈm'v£<; f3paxElc; 
OpdOEWr; TTOU !-l£ra!3oAiČovrai I-IEOVJ TOU CYP3A4 U£ oer8£vck; nov AOIJ[3dvouv OIATlo(t l' l1 . 

- !<OPTJ!(OITEPOElllH (1-l£8uAiTp£OVi[OJ\6vfJ): AvocrrOJ\ll TOU PETOi3oAIOIJOLJ (CYP3A4) Tile; 
!lE8uAnp£6vl�O.�r'lvlle; KQI aVGGToAr'j Tfj<; P-yAUKOTTplJJTt.:"iVq<; 0 ao8[vr'}<; npEnEI va 
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2. II nPEnEI NA rNQP:LETE riA TO ¢lAPMAKO noy 'i..AI. XOPHrHIE 0 rlATPOr IA!: 

2.1. r:::VII{ES uAI1Po4:popiu; 

To «OYOIJO mplEXEI Til OpOOTIK� ouoio i5!ATlO<ʄEI-l'1, Eyay aYTOywvlmɿ oo\3wTfou, f.)E 

QVTIOT'18aYXItCE<; KOI aVTIOnEPTOOfl(E<; 1010T'1TE<;. 

- 2:Ta8Ep� oTI']8oyxrl (art)80YX'lnpoono8Elo<;). 
- EAo<ppa EW<; PETPIO<; l3apuTrlT0<; unEpmoll· 

" YnEpEUOIoellOfo OTll oiATIosEI-lt) � OE Konolo ono TO EKOOXO 
.. 2:uvoPOI-lO VOOOUVTO<; cpM:\3ol<0l-li3ou (EKTO<; EOV unoPXEI I3rWOToooTlls OE AEIToupyio.) 
" KoAnoKoIAIOKO<; onoKA£IOl-lo<; 2°U � 3°U 13081-l0u (EKTO<; EOV unopX£1 1311I-101060TI)<; O£ 

Amoupyio) 
• 2:ol3op� I3paouKopofo (AIYOT£PO ono 40 OCPUʀEI<; avo AETno) 
• BOPEIO UnoTOol'] 
• APIOTEP� KapoloK� ov£nopKElo 
• 2:uvouoolJ0<; I-lE oovTpoMv'1 (EYXUOIl) (f3A. rrap. 2,.5). 

2.4.1. rEvfKa: AnOlTEiTOI OUOTIlIJOTIK� nopoKOAo08llol1 OE aoe£vEi<; fJE I-lEIWI-lEvll AEITOUPYIKOTI1TO 
Tr1<; 0PIOTEPr')<; KOIAio<;, j3poouKopoio (Kivouvo<; E1TIOEiVWOI)<;) � IJE 1°U l3081-l0u KoAnoKolAIOKO 
onoKAElolJO jJE HKrK� oloYVWQ'1 (Kivouvo<; E1TIOEivwol1<; KOI O1TOVla TTA�pou<; onoKAElojJOU). 
01 OVTEVO£iªE'<; KOI ol npocpuAoª£I<; npEnEI va OKOAou8oUVTOI npOOEK TlKO OE IlA1KIWIJEVOU<; KOI OE 
OTOfJO jJE VECPPIKr') � IlTTOTIKr') OVEnOpK£!a KOI onolTEiTOI OT£V� nopoKoAo08'101l, Kuplw<; KOpOIOK�<; 
QUXVOT'1TO<;, OTllv oPX� TI1<; 8Epom:io<;. 

nplv ono YEVIK� OVOIo8lloia, ° aVOI081101oMyO'; nptnEI va Evrll-lEpWVnOI 6TI 0 
ao8Ev!')<; E[val uno oywy� fJE OIATIOs£jJ'1 (f3A. Trap. 2.5). 

01 a noKAEIOTt<; olouAwv aol3wTiou, onw<; 11 oIATIOʁ£jJ'l, EivOi 1TI8ovo va OXETjʂovTOI I-lE I-lETOj30At<; 
111<; 0108£0'1<;, OUIJTTEplAol-ll3avolJtvl']<; T'1<; K0108AI4Jfl<;· 
Onw<; Kat oMOI avmywvtart<; olouAwv aoj3EOTiou, q 5rJ\TJo2;tfJ'l TTOPOUG!Q(EI avomo}\TiK!') 5pacf'j 
onlv K!V'lTll<;OTIlTO TaU EVTtpOU. ETTOiJEVWr;, TTptiTf:! va XPflG!l1orrolEiTOI \.-IE npOcoXrl ot: Qa8EvE1S fJS 
KiVQUVO OTTo<ppol/1S' TaU £VTEPIKOU aUJA�va 

2.4.2. l-lJ.!,'(!(''.liJivol: 8A. rrop. 2.6. I(Oj 24.1. 

2.4.3. nma/a: H aowoAslO KIJi fl cmon:AWIJOTlKOTflTO am TTO!OIC osv tXE! TEKfJIlPH).18€!. ETTOlJtvwr;, 11 

XP�Ci'l TIIS 5lf1TioʃtlJlls OEV ouvlaTorat IJE. nOlolo. 

2.4.4. KUlprr H O!}mos£l-lq O£ GUVIOH'nol KQiO Til OIOPK£iCi TqC; KUflOfl<;, 
1..'£ !1(QVOTIlTa i£KVOTIoif'jO'ls TIOU OE XP'l0lIJOlT010(iV CiTIOTEAwjJOTIKC 

To cpappcwc aUTO E!(KP!VOCl 010 

[TTioqe; OE 

0'/;100 !,AllljJ Il( 

bov AOjJj30VEhli aUTO TO . cO\l q T'Ie; 
IIG vo8!£pw8£i £VaMOI<TIKOt; Tp6TIOC; G!I1Gn,e; iOU 

)0 
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EIfVlOAO/\H 

rENIKEI n/\HPO<POPIEI noy nPEflEI NA t9MBANONTAI yn04JH 

Aoyw T'l<; m8avoTIlTO<; a8pOIaTIKWV EVEPY£U·.i.Jv, TTPOOOX� KOI lTpOOEKTIKIl T!TAOTTOf'loq EfvQI 
avaYKOio OE 008EV£i<; TTOU AOfl!30VOUV oIArla(E{Jr) rauroxpova {JE 6A;\ou| TTap6yovT£| TTOU Eival 
yvworo OT! ETTf]p£6(ouv i'1V Kap6 !OK� ouoraATIKoTllTO KOl/il aywYlflOTllra, 

- BENZOiJlAZEnJNEZ ({J16a(o)"6{Jf], rplo(o)"6{Jf]): '7 OI).na(EPf1 au{6vEl Of]{JaVTIKCt TI| 
OUYKEvrp!.iJoE/| Tf]} {Jloa(o;.,a{Jf]| Kal rf]| rp!a(o;.,a{Jr)| oro TTA60{Ja Ka/ ETTI{Jf]KUVEI TO XPOVO l]{JI(WI7r; 
TOU|. 

- KOPTIKOITEPOEIIlH (1.l£8uATTp£i5vlďoMvll): 0 ao8EVı<; TTptmr va TTopaKOAou8£irai KaTa Hlv 
EVap('l Trl<; aywyilc; IJ£ IJE8uATTp£OVI(oMvll npooaplJoy� HI<; MOIl<; T'l<; 1-l£8UAlTP£OVIsOAOV'lC; 

m8avov va £fVOf avoYKoia, 


- LTATINEI: H OIATIOsEI.l 'l £Iva! avooTOMw; TOU OUOT�lJaTO<; CYP3A4. 0 IdvouvoC; IJUOTTo8EIO<; KOl 

po!300I-lUOA U0'lC; A6yw OTOTlVWV lTOU I.lno!3oAisOVT aI flEOW TOU CYP3A4 m8avw<; va aU('leEi IJ£ 
T'lV TOUTOXPOV'l XP�O'l oiATla6ElJrK 'Grav EivOi HJlIKTO, lTPElT£1 va XPIlOlIJOlTo!£iTOI fJlO OTaTiv'llTOU 
D£V IJ£T0!30Ai6£T0I aTTo TO CYP3A4 lJa6i 1-1£ Til oIATIOĲEI-IIl, ola<pop£TIKO alTam::iral OTEV� 
lTapaKOAOu8'lo'l Yla o'll-l£io KOf OUflTTTWIJOTO m8avrl<; TOXIKOT'lTO<; A6yw T'l<; OTOTivllC;, 

- ANTlKATA01\HnTlKA TOY TynOY THL IMlnPAMINHL, NEYPO/\H nTIKA: 

Kivouvo<; Op800TOTIKrl<; UTTora0'l<;. 

2.6 . .o.OO'OAOylO KOI TPOlTOf) XOPllYIlO''1<; 

T /\al-l!3ovETOI alTO TO OTOIJO. 
H 660l] £{aTOJ.1IKEU£TG/ av6Aoya J.1E TI| av6VKE| K6BE aoB Evou<;. 

H ouvlon.lJfJ£vll apXIK� Mo'l Yla £Vr']AIKEC; £ivOi EVa KaljJClKIo oIATlas£IJ'l<; TWV 200 mg IlI-l£P'lofw<;. H 

MOil aUT� fJTTop£i va aU(Ile£i O£ KaljJOKIO TWV 300 mg rrfJ£prpiw<;, oUl-lcpwva fJE Til e£pOlTEUTIK� 
OVTOlTOKP101l KOf TIlV aOcpaA£la. 

LT'lV IT£piTTTWOIl TWV 'lAIKIWI.lEVWV a08EVWV KOI a08EVWV lTOU lTaOXouv aTTO VECPPIKr'j į 'lTTOTIKr'j 
aVETTaPKEIO, 'l apXIKĐ OOOlllTptlTEI va Eival Eva KaljJoKIO TWV 200 mg 'lflEPIlOfwC;. L£ aUToLI<; TOU<; 
ao8Ev£i<; alTOIT£iral OT£vrllTapOI(oAou81l0'l TIl<; KapolaK�<; OUxvOT'lTa<;. Edv aUTI'] fJElW9£I KOTW OTTO 
50 OcpOXEI<; avo AEmo, 'l MOil o£v lTpEm:! va aU('le£L 

o Xpovot; Mjlj./IlS Tilt; DEV 
OUYKEKPII-lEVO aG8E\fw. 
To KG'VOKIO OEV npETT£1 va 

2.7. Y1T.EpooaoAoyia -

To KillVIKO aTTOTEAtol-ima HIS um:p6ooo)\oyi0C; pTTop£ f vo m:pil\alJ(3avouv 
UTTOmOT! jJlXPI Km0TTAfjİlac;, cpJ\Ezol(O!Jl3lnl yPQou!(api5la !JE n, XUJpiC; !Gopu8111KO 
olmapaXE;; iCQ)\TTOI(OI)\lQKI1S 

H 8£pC1.TTEfa OE V(i(.:rO!(O[JC:ICir:6 
r80 rrl"J c:vT!!JET(iJ"ITtCll T0J\/ 

\/()aTplKt9 nAUGSf;, 
prroprf va ;=-:ITQxT'l8cj rrpo0l'JPiVll 

http:EVEPY�U�.i.Jv
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M\ YETI-E.4250- i 

EMnEIPIA METt''' THN KYKI\OCl:>OPiA 

01 aVEITi8uiJIlTE<; EVEPYW:<; TTOU OVO<PEPOVTGI KOTCl TrlV qJTT€lpia tJETO TrW KUKJ\Ocpopio TT POEPXOV TOI OTTO 
ou86PiJIlTEs OVacpOpEt; KG!, ETTOtJtVWc;, 11 OUXVOTllW OUTWV TWV OVEITI8UiJrJTWV EVEPYElllJV OEV EivOI 
yvwcm'j. 

fJlurapaxt.r; TOU alJlOTTO!J7TIKOU KaJ rou AE/HPIiWU OUOTl7JluroC; 

8pOtJ130TTEvio 

Lllampoxts- TOU VWPIKOU OUOTr7Jlaroc; /WI IjJUXIaTPIKtC; olarapaxtc; 

KrrpOlaKtc; OlurapaXEC; 

fJlurapaXEC; rou yaoTpEvTEPIKOU 

Ym:prrA aoio TWV oOllwv 

Lllawpuxtc; rou i5tppuroc; KaJ rou UTToo6pIOU loroO 

<PWlOEU01081l0io (OUjJTTEPllloiJ!3oV0tJEVl1t; T'1c; AE1X'1VOE10 00t; KEPOTWOIlS O TO EK TE8EltJEVO O TO V  I']AIO 
or1l.1£l0), 0YYE10VWPWTIKO OIOrll-lO, TToMI-lO pcpo Ep0811iJO (OUj.JTTEplAal-l!3aV0I-l EVWV lOU OUVOPO\-lOU 
Steven-Johnson KOI lO ,IKI']t; W10EPtJ1Kl']c; VEK POAUO'1c;), E<piopWOIl, onocpoJ\IOWTlKl'j OEpjJOTiTloa, 
o,Eia YEVIKEUtJEVll E, ov81lI-lOTIKl'] <pJ\uKTOivWOIl, TTEPloTOOloKa OTTOAETTlO TIKO Ep08rHJO \-lE I'] xwpic; 
TTUpETO. 

AYYElaKtc; o/arapaxtc; 

Lllarapaxtc; TOU r7TTaTOC; Kat TWV xoAl]cp6pwv 

HTTOTiTloa 

IJIaWpaxEC; rou avaTTapaywYIKoU OUoTl7Jlaroc; KaJ rou pa oToD 

rUvOIK0I-l0ario 

AVCiypacpETGI orr)v WvJTEPIKl'j KOI ES0JTEPIKrl ouol<waoia. 


2::E m:p!ITT(;JOTI TTOU f] fl[JEpOlJilvia E)(£! TToptA6E! PrJv TO XPI1G1[J01TOI_0[T€' 
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SlIrqrlrH3wdoll OJ)IDIV 
5UI\Jrl013Wdoil O!>lDIV 

j, 

SL!DmrlDWQOllO Sl!i\.ǝrlD13lDdDil OplDIV 

H3:30NA:I H>iLlOIOU IV)! H>lI.lOIOU '(; 

8\1 jJ6w 0 z: U '5lwmrlDJQollO 
8\1 jJ6w 06 '5LlDmrlDJQoilO 

::!O.lNO.lOdU A0)1I.lA3>t'o'lJIJd'liQ) AO.l VIIVIJIJONO .   

::!01NOIOdU AO.l NO>fll.JldHl.>fVdVX NOl. HthHVld3U 

:)1,JǞ3 5M 1D13?!do 8\1jJ81f\10Z:V 'if 8V.l/811\106 ::iH::iA3IAE3VOU\i 
1HN311\l\l1.31WU OI>f1IV 1,JIDdorl '301tj01H:)O[aAH W3ZVIl.1IO Q)lllDLDflD 9)JIlDOdQ 
AnoX0ld3il nOll AM11\910dll 1\c;l)lllfl3)Jorldom s011\9J.odU n01 1\c;l)lI1DlduDiOdoX LuhuYjd3U H "£ 

i;JIQIOll 01 OilO JYO DO 3D 0)10 Q 01 OYO 31 Qyn 013YQ DO d3H)YO 3 OIJ-
13ǟl,Jy AfloXJ UQV nOll I,J i\OJYII 3103ǡ1l;mdX 01 1\3Q nail mlorldQm 3!Qwd)! /\url ON -

)00 oj3An I,La OIA s0tlOyglil3 I\floOVLDDW>l 01 0/\ 10)! o>lorldQID 01 AflODf!"llOyVO 
Oi\ j3dOilrl OIDodAn U 10)! U1OJ2 U !lOlA '(lOd1flOy fl01 OJdQrld3 3D mmrldt;lm 01 3!!3dulOlg uri ON -

"3)JuS VAudoX SOD flOll Q)lorldQm 01 l,)dOcDO nOil ojdomoduYil 
389)1 l,JXOOOdll 3ri 3130Q801Q Oil 01U1jodollO 10/\!] )0.0 oj3An i\U1 10)1 SOD t;l13'f9mDO I\U1 Olj 

W)lUSOQ )0.0 nail 53JAug051! 3rl oll(Y)mrll)D 1013I\ QgrlOY 
01\ 13llǠdil OS 3)1usl,JAudoX 500 flOil mmrld9m 01 sJyodwo 10)1 0>1I1Orl03Y31OilO 1011)3 01\ OIJ 

"sODOI01W>lorldom 01 VOd1OIA 01 OilO sJ1flO 53JdomoduYil S,! 3130V1U2 
0'\ 3130910IQ url 'orluY80dll SOD Q>!ldLDI 01 olA IWMdJrlUI\3 l..Jd31QY0)l 3LD32t;l13dX V 31.31\99rlO\{ 

nOll O)lorldt;lID 01 lI(lodomo nail S3!dOIDOduYil )11 OilO Mdl)A Q)lllOritUMd3 31Olli,lQOlollO 313X0 /\Q3 -
')0.0 QloilQ)IOrldolD OJ. VOdlOlA 01 s(y)DJrlO 

31OfTld3r1U1\3 'o)JorldOID 01 3r1 orll..Jy80du olOili;l>l PLDlI\OIDrl3 sO!3110d38 slIl D!3)!dr;:lIQ lu J;110)1 1\l?3 -

)0.0 9dlDIA a! j3lfl3YflogrinD 3.i3X# 01\ Srnll0rI()oAuodll )jd(Y)X 
'unuS!;)!! uYVl) OIOlly)! olA 31PlouOrllDUdX 0101\ V Dri01f,) DYY9 3D 313I\JQ 0101\ 13ilJdil 08 A3\J 

)0.0 Q>lIoml 0I\Jrlld)13>lAflD 01 DIA OI\Orl SOD a 01 SODOinn 
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4.2 fioooAoyifJ. KaE TpOTTO'.; XOPElVfjUr]<;; 

TpOTTO( /\alJǘoVETOI ono TO oTOIJO. 
H 060f] E�arOfJIKEuETaJ ava;\oya fJE TIC; av6"yKEC; KoBE aoBEvoOC;. 

E;\mppa EWe; iJ[TPJaC; j3apuTf]rac; UTTEpraOf] 

H ouvC81le; Mall [ivOi tva oloKio TWV 90 mg C TlJJV 120 mg OUO cpopte; Tllv lliJtpa Ecpooov KPl6Ei 
oITapaiTIlTo 11 60aoAoyio iJTTOPEi vo OU(1l8Ei I-1tXPI 360 mg iliJEPIlOiwS OE OIIlPlll-1tvEe; MOEIe;. 

lTIlV mpfTITwG'l IlAIKlllJl-1tvwv oa8Evwv KOI oa8Evwv I-1E VECPp:l(� �i1TTmIK� ovm6pKElo, aPXIKo 
120 mg lJio cpopo Tllv lliJtpO, aU(OVOI-1EVO EOV KPl8Ei oTTopaiTIlTo OE 90 mg ouo <popte; Tllv 11 [Jtpo Ii 
TO aVWTEpo IJtXPI 120 mg OUO cpopte; Tllv IllJtpa. LE aUTous TOUe; 008EVEiC; OTTOITEiTOI OTEVǙ 
TTopoKoAou81lail Tile; KOpOIOK�e; aUXVOTIlTOC;. Eov aUT� I-1EIW8Ei KonJJ OTTO 50 TToJ"!.10Ue; avo AETTTO, 11 
00011 OEV TTptTTEI va OUǚ1l8Ef. 

H ouv�81lC; Mall tvop(lle; EivOi tva oloKio TWV 90 mg � TWV 120 mg OUO cpopte; Illv IllJtpo. Ecpooov 
KPISEi aTTopoiTIlTO 11 ooaoAoyio IJTTOPEi va OU(1l8Ei I-1tXPI 480 mg IlI-1EPllaiwc; OE OlllPlllJtvEe; OOOEle;. 
LTllv TTEpiTT Twall IlAIKIWl-1tvwv oa8Evwv KOI oa8Evwv I-1E VECPPIK� � IlTTOTlKC aVETTopKEIO TO oloKia 
ITOPO TETOlJtvlle; OTTootaIJEUOIle; 90 mg KOI 120 mg OEV EivOi KOToMIlAO VIO tvap(1l Tile; aywy�e;. LE 
OUT�V TIlV ITEpimWoll TTptTTEI vo XOPllYll8Ei we; MOil tvop(lle; tva olaKio TWV 60 mg OUO cpopte; lllv 
Ill-1tpO, 11 oTToio OTIl auvtXEIO iJTTOPEi vo OU(1l8Ei EOV KPl8Ei OTTOpoiHlTO OE 90 mg OUO cpopte; HjV 
Ill-1tpo � TO OVWTEPO IJtXPI 120 mg OUO cpopte; HjV rwtpo. LE auTOue; TOUe; oa8EvEie; aTTOITEiwl O TEVri 
TTopoKOAou81l01l Tile; KOpOIOK�e; aUXVOTrlTOe;. Eov OUTC IJEIW8Ei KOTW ono 50 OCPU(EIC; ova MITTO, 11 
Mall OEV nptTTEI va oU(fl8Ei. 

nOiOIO: H oo<poMla KOI 11 onoTEAWIJOTIKOTflTO OTa TTOIOIO OEV tXEI TEKIJIlPlw8Ei. Enol-1tvwe;, fl 
xpǛall Tfle; oIATIOi;tiJlle; OEV OUVIOTO TOI OE nOiolo. 

To oloKio OEV TTptITEI VO IJOOOTOI, oMo vo KOTonivETOI oAOMr]po IJE Aiyo VEpO. 

4.3 AVTEVOEi(EI(; 

.. YnEpEUOI081laio O TIl olATloi;tWl � OE Konolo OTTO TO tKOOXO 

.. LUVOPOlJo VOOOUVTOe; <pM/30KOIJ/3ou (EKTOe; EOV unoPXEI /3IlIJO TOOOTIlS OE Awoupyio) 

If KoAnoKoli,IOKOC; onoKMIOIJOe; 2°U � 3°U 13081J0u (EKTOe; EOV urroPXEI 13IlIJOTOOOT'lS aE 

Awoupyio) . 
" L0130pǜ 13P06UKOpoio (AIYOTEPO OTTO 40 OCPU(EIC; ova }IEmo) . 
.. SOPEIO UTTOTOoll 
@ APIOTEP� KOpOIOKC OVEnopKEIO 
LUVOuOaIJOC; IJE OOVTpoAtVIl (tyxuoll) (13k 4.5 «/l.),;\/7J.Emop6.ouc; f.JE 6)v\a r:paPfJOKEUTlK6 TTpol6vTO 
KaJ 6;\J.[C; fJOpr:pEC; a).;\I7}'[TTiopaof]C;))) . 

E!OfKEC; rrpOEiOOTIOIf]OElC; 

ATTom:fTOI ouaTql.l0m::rl TTopOlToAou8'l01l OE oa8:::vEfr; I.1E iJElwptVrj M:lTouPY1KOTrlW Trje; Op!OTEpr!c; 
;(01.\[0;, (3poouKOpl5io. (!clviSuvoC; EmOEivwGflC;) ) 1-1::: 1°U [3081Jo0 Ko},TTol(olldCHzo OTTOI(fIE!C,!JO iJE 
HK'Iǝ� 0:oY\,(;J011 (Kivouvot; £mo£ivwofl<; Kat GTHJVIQ TTJ..UpOIJ<; 0TTOKlIEIGiJOU). 

CfylLiVilJOTljTOC; KOI ClIJT0I.1QTlGIJOU, l<o8wC; [TTioq<; !(o1 11 aYYElooIOOTO},TwoTqw nOli OUIiOE.UCl! fJE TO 
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OpdOT]<;. LUVJOTOml TTo'PQI<Q)\o08rjCi'l HIs 
(TITrtn,'" 

va E¤Eid£oVTCn TIpOCYl::KT!lĄ6 Kmc. TrW 
iC; TWV UTTOOOXEWV Tlls IcrTO!JfvqC;. npocmppoyn 

ATlo¥t iJll<; icrvJ<; eEWPIl9£i onapaiH1TI1. 
PltPAMnlKINH: Kfvouvo<; fJEluJcrllS TWV OUYI(EV TpWa£wv 6IAnaVtr.HE OTO rr)\Qopa PEH] Tilv 

0 Ocr8EV�S ea TTpErrE I va TTopm(oAou8EjTQI rrpooEKT Wr] ImTO Hlv 

/\1810: KivouvoC; atJn1l01l<; iqs V EUPOTOSIKOTrjTOS TTOU np0f(OAEITOI aTTO TO AI8,0. 

Kat TTpoaop[Jovr'J HIe; ooooAoyioS TOU CVTUTTEpmowoi} EaV [[Vai 

KOPOtOi<fr; f(oiida$): 
arroK}\EiGp6<;), O!OTOP0X£t; 

( GUVEPV!0TIKr'j 

ilL: YErj-E.42 1i)-13/2 

(24a) 

,!l.,NTAfnNJ2:TE2: T ON Mr:p/'-'l ,!).L1PENEPrll<ON YnO�OXEQN: aUsFlllEVIl aVTI-UmpTaOIl<& 

6paor'j. 
TOUTOXPOVfj XOPĪYIlOIl IJE a V TOywV IOTE e; TWV OrOOpEVePVIKWV unr:>OOXEWV o.lTTopci va TTpoKaMau 
� vo ETTI OEIVWO€I Tllv UTTOTOOIl . H o uyxoP 0Y'l OIl 6It,TIOUtiJl1C; 1-1£ KaTTolov OVTOY()JVIOTĤ TWV 01-
aopEVEpYIKWV UTTOOOXfWV TTPE TTEI VO ylVETOI iJOVO 1-11': ouxvm TTopoKoAoOBllall H)e; OPH1P!OKNĥ 
TTiWIlC;· 
BHTA-A nOK/\EIITEI: nl8ov oTIlTO olaropaxwv TOU pu8j.ioO (alliJOV TlKrl [3poOUKapoio , 
cp}\E[30K0I-1[3IKoe; onoK/\elafJOe;), OlaTOpOXtc; cp"e[30KOp[3ou Kal KOATTOI\O!J\IOK�e; oywYI!JoTIlT Oe; KO! 
KOpOIOK0 oV£TTapwo (OUVEPYIOT IKm opaoFl)· 
AUT Oe; 0 ouvouaofJoe; TTPETTEI vo yiVETOI !Jovo 1.1£ OTEV0 KAIVIKIi KOI HKrKIi TTopoKoAo09qall , loiwC; 
aTllv opxli Tile; e£pOTTEiae;.· 
A NTIAPPY0MIK OI nAPArONTEI: Fl oIATloUE!J1l EXE1 OVTlappu9!JIKte; IOIOH)TEe;. 11 
TOuToXpovIlXOPFJYIlGi'j'lfj<; fJE ahAa aV T IOppu91J1Ka OEV aUVI OTOTOI AOy!.JJ TOU OU1I1\JEVOU KIVOOVOU 
OV£TTlBO fJIlTWV £V£PYEIWV OT I1V KopOla TTOV TTPOtP XOVT OI ano oBpOl aTIKa CPOlvO\JEva. I\UT Oe; 0 
aUV O ua01-16e; ea TTPETT£I va y fvoOi !J6vo KaTW OTT6 mEVX K)\IVIK� KOI HKrKIi TTOPOI<OJlo09110r]. 

AMIO..6APONH, LlIrO=:INH: AUlf]jEVOe; Kiv DUVOe; [3paouKapoim; . 

nAPAror A NITPOLlON: AU1IlIJEVIl UTTOTOOIKIi iSpaal1 KOI AITTo8uIJia (AOyw 08POIOTIKFJ<; 
oYYEloD.aoraATIKFJe; Opaol1e;). 
IE 6Aoue; TOUe; aoBEVEie; TTOU TTaipvouv OVTOYWVIOTEe; ooi3wTiou, 11 ouvT OyoypaCPlloTI TTOPOYWYwv 
V ITPWOWV Ba TTptTTEI va yivoal IJE TTPOOOEUTlKFJ OOklloll T WV OOOEWV. 

- KYK/\Ol:nOPINH: AOk1l01l TWV £TTITTEOWV Tile; KUKAoOTTOpivr]e; OT IlV KUKAocpopia. 

IUVlmaTO! 11 I-1EiwOIl T ile; MOlle; Tile; KUMoOTTopiVIle;, 0 EAEYXoe; Tile; VECPP IKFJe; Amoupyioe;, 0 

TTP OOOIOpl0I-10e; TWV ETTITTEOWV KUKAoOTTOpivr]e; mllv KUKAo<pop io KOI 11 pOBIJ10ll T ile; MOlle; Tile;, 

KOla HI oUYXOP rlY IlOIl KOI IJETa Til OIOKOTTY Tile;. 


- KAPBAMAZEnINH: AOk1l01l TWV ETTITTE OWV Tr]<; Kap[3oIJol;ETTivlle;. 

l:UVIOTclTOI ° tA£yxo<; TWV ETTITTEOWV Tr]<; KQP[3oIJaUETTiv lle; oro nMolJo 1(01 11 TTP OOOpIJOYFJ HIe; 

66all<;, EaV eEW PIlBEi oTTopaiTr]TO. 

- 0EO<PV I\I\INH: A O kr]OIl TWV ETTITTEOWV B£OcpuMivlle; 010 TTAc'iOIJO. 

- ANA2:TOAEIl.: TON H2 VnOLlOXEON THl.: I2:TAMINH2: (OI!JETloivll KOI povl T loIV Il) : AOl1l0TI TWV 
aUYKEv TP wcr£ wv oIATloUEjJll<; OTO nAc'iolJo. 
01 o08£v £it; TTOU OKoAou800v aywyr'J I-1E iSIMIOītIJI1 80 

tvoP11l r'J Til oiaKoTTI'} lr]e; oywvliZ jJE ovocrT oAE


Ills IlJ-lEPliola<; 060'11<; 6 I
,
-

TIlĦ 8EPOTT£ioS !JE pl<po!JTIl1dvll · 
tvapą1l m Til OlaI(OTT� Tile; 8Epamjas flE PlcpOIJITll<iVIj. 

-

- B}l,KI\OcpEi'�H: Evioxuorj Tr]-; avnuTT£pTOcrlf(ħe; 

iJe cpumO/\OYIKN 

LUVIOH.lTCI KAIVfi�i'j WI HI<rK� TTOPOKOAou8'l0'l. 

apTrlPlm:.!'JĨ 

EIMO/\Or\H 
TOU pU8IJou (OTHJOVTWf') /3paouKapoia, 

'PM: !<ai KoATTOlĩO!)\laKlis aywyqJOTllTG<; KOI 

\(.. '. 



EOVlsoMvll· npooaplJoy� Tilt; 06allt; 

fENIKEI O/\HPO(/)OPIEl: OOYOPEOEI I\AMBANOÒHAI N/�, YnO'+'H 

0.0.YEn -E.4 2 50-\3!2 
(240.) 

!\OVlIJ Tr]C; m8avOTIlTOt; a8pOIOTlKWV EVEPYEIWV, TTPOOOX� KCI TTpOOEKTIK � mAoTTo!1l01l EivOi 
Qvavvofa (IE aoBEvElt; TTOU AOIJf3avouv oIATloi;Ei-iIlIUUToxpova fJE aJ.),ou<.; ncpayovn:t; TTOU Eiva! 
yvwaro OTI mrJpEoi;ouv TfjV KapiSlar<Ê ouorat.ruzoTIlTO KOI/� aYUJYIIJOTIlTO. 

H OIAnO(ElJll!JEw[3oAiC;oOl !JEOW TOU CYP3A4. MIG IJETpla (IJWPOTEPIl OTTO 2 <P0PEt;) aUsllOIl Hlt; 
GUY KEVTPliJOllC; Tilt; 01ATJG(EIJIl<; OTO TTAaOIJO EXEI TEKIJIlPlw8E! OE TTEPITTH.i.lOEIt; ouyxoP�Yllollt; IJE 
tva TTlO loxup6 ovaOTOAEO TOU CYP3/!A. H oiATla �EIJIl Eival mlorJ<; ovooTOAtat; !Jlat; 100IJOP<PȂt; TOu 
CYP3A4. LuyxoPȃYIlcrll IJE oMo UTTocnpW!JaTO TOU CYP3A4 m8avov va TTpoKaMcrEI !JIO aUsllOfj 
onl crUYKEVTpwcrll TOU TTMofJOTOC; TOU Ko8E cruyxoprJYOUIJEVOU <paPIJOKOU . H cruyxoP�YIlOrJ Tilt; 
0,)\TIO(t!JrJt; IJE tvav maywyto TOU CYP3A4 m8av6v va T TpoKaAtoEI !JEiwo'1 HIS oUYKEVTPWOIlC; Hlr; 
oiATIasEIJIlt; OTO TTMoIJo. 

- BENZOlilAZEOINEr (1JIoo�oMIJIl, Tplai; oM!J Il) : H OIATl oi;E!J1) aUSOVEI 0rJlJaVTII<O TIt; 
OUYKEVTPWOElt; Tilt; IJloa�oM!JIlC; KOI Tilt; TPIOi;oM !Jtl <; OTO TTAOOIJO KOI ETTllJqKUVEI TO XPOVO 
IllJlsW�e; TOut;. LUVIOTOTOI IOIOiTEPf) TTPOOOX� orav ouvra y oypmpoOvTOI !3Evnoi5lai;mivEe; �poXEjac; 
i5pOOEwe; TTOU j..IETa�oAli;oVTOIlJtow TaU CYP3A4 OE ao8EVEie; TTOU AOIJȄOVOUV OIATlaSE!Jtl. 

- KOPTIKOrTEPOElliH (IJE8uJlTTpEOVIi;ofl6VIl): AvaOTOAr'j TOU !JETaËOAIOj..lOU (CYP3A4) Tile; 
IJE8uATTpEOVIi;oMVIlt; Kal avaoToAr) HIe; P-yAuKonpw T£ivrJ<; 0 ao8Evr)t; TTPETTEI va· 

TTapaKOAou8EiTOI Kmo Tllv tvapH1l Tilt; aywY�t; IJE j..IE8ul1TTP 
HIt; /-,E8uAnpEOVIsoMV'1t; mBavov va EiVOI ovoYKoia . 

rTA TINEr: H OIl, TlosE1J1l EivOi OVooToAEm; TOU CYP3A4 KOI EXEI OTTOOEIX8Ei OT I auHovEI Trlv AUC 
OPIOlJtvwv OTOTtVWV. 0 Kivouvot; /-,uoTTaSEla<; KOI pa!3oojJuoAU0'1t; Myw OTOTIVWV TTOU 
IJET o!3oAlSOVTOI IJEOW TOU CYP3A4 TTl8ovwt; va aUH1)8Ei !JE Tllv TOUTOXPOVI1 Xp�ol) OIJ\Tloi;tjJ'1\. 
Grav E[VOI £<P1KTO. TTptTTEl va XPI)OI jJOTTOIEiTOl jJlO oTOlivll TTOU OEV IJETal3oAiÌEra l aTTo TO CYP3A4 
!JaÌf IJ£ Hl oIATlai;EIJIl, OIOq>OPETIKO aTTOITEiTOI OTEVI'] TTopaKoA0081l0ll Via OlliJEio KOI OUIJTTTwjJOTa 
TT1SaV�t; TOHIKOT'1TOt; Myw Tilt; aTOTivll<;. 

- ANTlKATA01\IOTlKA TOY TYOOY TH2:IMlnPAMINHL, NEYPO/\HnTlKA: AVTIUTTEPTOOIKI'] 
opaoll KOI Kivouvoe; OpeOO raTlK�t; um'naollt;· 

4.6 KUllall Kat ya)..ollxia 

KUIlOI): YTTOPXOUV TTOAl! TTEPIOpl0I-lEva OEoojJEva aTTO Til Xpr'j0tl T'1\ CIAnastIJIl<; OE EYKUjJOVOUO£t; 
ao8EvEI<;. H olATlastll1l tXEI aTTooEIXTEi on TTapouOIosEI TOslKOTIlTa KQTQ Tllv avoTTapaywyr'J OE 
oPlo!Jtva £101) Ìwwv (apoupafou<;. TTOVT[KJa, KouvtAla). EnotJEVWt;. I) OIATIOsEj..I'1 OE OUVIOTOTOI KOla 
Trl OlopK£la HIt; KUllO'1t;, OTT0Jt; miollt; OE YUVOiKE<; IJ£ IKOVOT'1ra TEKvoTT oi IlOIl<; TTOU O£ 
XPIlOlj..lOTTOlouv aTTOTEAwPQTtKo TPOTTO oV TloO"""Il!.jJIlt;

· 

raJ·,oux/a H olMIOsEl-'1l aUTO EKl\piVETQI 010 iJIlTPII<O yallo OE Ilwptc; OUYKEVTpUJOEI<;. H ya}\ou)(ia 
TTPETTEI va aTTocpEuYETOI OWV ;\oll13aVETQ1 aUTe. TO cpapfJOKO Eav 11 XPr'J0ll Tqe; o!ATla-tpflC; l.pf\lETa1 . 

onopaiTIlTIl, 80 nptTTEI va i<OelÓrHrl8E! tvoc; EvarJ\onll<ot; TPOTIOC; oinoTIC; TOU [3ptcpOUC;. 

IiEV urropxouJ oT01x£ia VIO Tllv ETTiiSpooll (fTil\! Qij'YflOf1 OX1l!JClTWV !(Ci! TO XElpiO!JO !JrlxaVtlJv. 

(C!OfVl-S) !rr; CJU)(i/OTTjTO't; EpcpaV!CJt7r; 
('211100 <1/1 OJ, 0XE CJUXlIE.r:; 

1/10. 000). Wl VI/WOTES"" 

or 
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iJ!cxrapaxt.c; TOU VWP//\OU OUOTl7JlOlOC; Kat tpUX10rPIKEC; OiGrapaxt<; 

LUXVE<;: K£<paAaAvfa, ďdArJ 
'OXI ouxvt<;: V£UPIKOTIlTO, aOTTvio 

KapOIOKEc; Olarapaxtc; 

LVXVE<;;: KoATTOKOIAIOK O<; OrrOK}\£IOIl0<; (1°u, 2°U 
 !308IJOO), OUAIKO<; OTTOKAfIO[.lO<;, oio8rwo 
rroAllwv 
'OXI OUXV!"): Đp oouKapofa 

rt:VIKtC; olGTapaxlfc; KaJ KOraaraOEl<; TI7<; OOOU XOpr]yqoW; 

noM ouxv
: oiorJIJO TWV KClTW clKpwv 
LUXV
: oio8rwa KaKOUXfa<; 

jjlarapaxtc; lOU yaarpEvTEplKOU 

LUXVE<;: OUOKOIAIOH1TO, OUOTT£ljJio, OTOIJO)(IKO clAV0e;" va vIla 

'OXI OUXVE<;: EjJ£TO<;, OIOPPOIQ 
LTTOVIO: sllPooTOllia 

jjlarapaxt<; TOU otpJlaTOC; KaJ IOU UTTOOOPIOU IGTOU 

LUXV
: £pu8rJjJO 
LTTClvla: KviOWOTI 

AYYElaKt<; olarapaxtc; 

LUXV
: EsOljJll 
'OXI OUXv
: Op800TQTIK
 urroTOOIl 

IJlarapaxtc; TOU r]TTalOC; KaJ TWV XoAl1(P0PWV 

'OXI OUXV
: OOs'lOIl TWV IlTTOTIKWV £VđuIJWV (OUĒIlGIl TWV AST, AL T, LDH, ALP). 

EMnEIPIA META THN KYKJ\'OtP'OPIA 

'01 OV£1T180IJIlTE<; £VEPVm:<; TTOU avo<ptpoVTOI KOla lllV £IJTTElpia [.lET a T llv KUMO<popio TTPOEPXOVTOI OTTO 
ou8oPIJIlTE<; OVO<pOPE<;; KOI, £TTOlJtvw<;;, Il auxvoT IlTO aUTWV TWV oV£TTl8utJIlTWV £V£PY£IWV o£v ElVOI 
vvwal
. 

!1larapaxtc; TOU CtI/-fOTTO/I7T1KOU Kat TOU A[JlCfJll(QU GUGf/]{JaToc; 

8POf.!!3oTT£via 

iJlarapaxtc; TOU 

!Harapaxtc; TOU voarPEVTEPil;oCI 

TOU otpfJOTOr; I<O! TOlf 
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YljJllf.tc; 06m!s O!,A,TIO(t!Jfl<; I1EIWVOlJv Tllv avamlJ΅fl ao.!3wniJOTWS TWV o.PTqPi(.iJV TaU 

o.poupo.iou. 

2£ (Jliepcimou<;: 


H (j1}'Tlo't[JIl OU�dVEI Tf"! owpavloia pOr) [JwJJvovras T Ilv oVTioTOOIl 


HAEKTP0<PUO!O.A.OYIKO, q 5IATlo't[JIl TTpoKaAEi r)TTla j3poouKapofa OE <pUOIOAOYIKO OTOI-lO, 
ETTI!J'lKUVEI Trlv EVOOKO[Jj3U(r) aywYr1 KOI O€V tXEI KOl-lfa OpOO'l orr1v aywy� OTO O€I-l0T/O Kal TO 
OKt},'l TOU His. 

oon,YElon] [JEill)(JIl T I1<; OPTIlPloKr)S TTfWIlS OTOUS UmpTOO"IKOOS, A6yw [J€iwOIlS TWV 
rr€pl<pEpIKWV aVTIOTOO€WV, xwpfS va rrpoKOAEi aVTOVo.KAo.OTlKr) TOXUKapoia. 01 TPIXO€IOltctr; 
OI[JOTIKES pOES, IClioiTEpa VE<PPIKr1 Ko.l OTE<pavlOio, OIOTIlPOUVTOI r1 au�avovTOL 
LE oΈEio. "r1411l rrapOTfJPEiTOI 1-'10. €Ao.<ppla VOTPIOUPflTIKr) OpaOll· H OIATla'tI-'Il OEV mIlPEoΉEI TO 
oOonwa PEviv'lS - aYYEIOTaolvflS aMooTEp6vIlS OE l-'aKpa XOPr1YIlOfl KOI OEV rrp0KaA£i 
KaTo.KpaTlloll vOTpiou KOI V€poO, orrws OIOTTlOTWVETaI OTTO Tllv tAAEIljJfll-'ETaj3oAwv OTC !3dpoC; 
KOI tMElljJll o.Maywv OTllv loopporria VEPOU KOI IlAEKTpolluniJv OTO TTAaol-lo. 
H oIATla'E[J1l opa oav oTE<pavlaioc; aYYEloolaoroAEac; OHIV KOPOIO iJE1WVOVTO<; Tllv um:pTpO(pia 

TIlS o.plOTEpo<; KOIAias OE UTTEPTaGlKOU<;. 'EXEI [JIKPr1 opdoll oTrIV Kap61aK� TTapoxΊ· 

H 01AT/a'E[Jrl IJEIWV€1 TO Ko.pOlaK6 EPYO [JE TIlV .TTla j3paouKapOlaKr10pdo'l TilS OE ouvouaopo [JE 

IllV IJEIWOll TWV OUOTIlIJOTWV aYYElaKWV aVT/OTOOEWV. 

l1EV EXEI oiaTTlOTwBEi apVIlTIKr1 lv6TPOTTIl OpaOll OE UYIES IJUOKOp010. H OIATla'£[Jfl IJEIWVEI IIlV 

KapOIOKr1 ouxv6TIlTO OE [JETPIO l3aB[Jo KOI l.lTTOPEi va aU�.OEI TflV KOTOOTOATlK. TIlS Opdo'l OE 

'1600 rou <pAEI30KO[J130U. ETTIlPEelÙEI 0PVIlTIKel TIlv KOATTOKOIAIOK. aywy. KOI ETOI UTTaPXEI 

KivouvoS KOATToKolAlaKoO OTTOKAEIOIJOU. 

H OIA TIO'EfJIl OEV fJETOÚaM£I TIlv aywy. oro OE[JaTiO TOU His. 

Mv ETTIlPEel'EI Til pOB[J10ll TOU fJETOÚOAIO[JOU TOU oaKXopou. I1EV ETTIlPEdÙEI OUO[JEVWl TIS 

AITTOTTPWTEiVES TOU TTAclO[JOlOS Ii TOV IJETOPOAIO[JO TWV AITTIOiwv. 


5.2 <l>apl.laKoKIVI1T1KtË IOI6TI1TEË 

.. 	 H OIArIO'E[J1l EXEI KaAr) aTToPPo<PIlOll (90%) OE UY1Eis ESEAOVIES IJETa arro TOU OT6[JOTOS 
XOP.Yf10ll· 

• 01 IJEYIOTEs OUYKEVTPWOEIl OTO TTAOO[JO ETTlTUYXaVOVTOI EV16S 4-8 wpwv [JETel Til XOP.YIlOIl. 
.. H 13100IaBwl[JoT'lTO TOU TTpoToVIO<;; OE OUTES TIS <pop[JaKOTE)(VIKES [Jop<pts €ivai TTEpiTTOU T O  90% 

T'll j3loo1oBEOII-'OH1TOS TIlS OU[Jj3OlIK.l <p0p[JaKOT€XVIKI)S [Jop<p΋S· 
.. H OIATlO'EfJll ouvoEETal OE rroooOTo 80 85% I-lE TI<; TTpwT£lvES TOU TTAaoI-lOTOS. METOj3oAi'ETOI 

0IlIJOVTlKel OTO IlTTOp. 
" 0 [JEOO<; XpovoS ll[JioEla<; Ûw�S EivOi 7-8 WPE<;. 
!1> /\IYOTEPO aTTo 5% o[J£Toj3ArlTIlS OIArla<;tI-'Il<; aVlxv£uETOl om oupa. 
e, 0 KUPIOS [JEToI30AiT'lS [\J-monodesmethyldiltiazem OTTOTEAEi TO 35% TIl<;; KUI(},OCpopouoq<; 

� 

TWV OTE<po.vloiwv. 

" IE 0YY€IOKO miTT£i50, 11 01Ano.(£[J1l TTPOKOAEi I-ltTpla OYYEIOO!Qmollr1 
KOI j3EATiWVU Tllv O!OTaOiI-lOTrITO TWV apT'lpIWV. AUT. 11 Ko.AO €·IOOppOnrIlJtvll 0YYfJOOloaTO}'r) 

Ol!\Tlo'tjJll<;. 

rrapofJEVOUV oT08£pE<;. 
OE Evav ao.8£vl1. 01 OUYKEVTptiJOEIt; T11S o!}\TlaΌ[lJlls 010 TI}\OOIJO 

e)1 p£o£<; CUYKEVTptiJOEI<; rrAaopmo<; OE IlAIKIWlJtva OTOI-lO I(at OE cno!-lC1 pE VE(f)PH(É 1((11 
aVETTOpl(EIO ElvOi UljJIlA6TEpEs aTT6 o.UTts TWV vwpwv mOiJluv. 

" H oIATla't\J'l Kat 01 I-'ET0j30AiTE<;; TIlS OEV OIUAlSOVTaI EUKo}\o.. 
01 61d;;΍OPEt; !-'0PCPES oiATlaÛtfJIlS rrou XOPIIYOUVTat 0(10 <pOPES TqV Ill-'tpa tXEI OTT OOE!X8Ei ()Tf 
TTOPOU01CU:;OUV OIOCPOPETIKcl <pap!-'o.KoKlvIlTlKcl TTpoc.l)il\ 1(0.1 Via TO "6vo aUTO OEV OUVIOTOTOI n 
UTTOKOTaCiTOfJill<aTTDla<;vopcpAc; EVO<; TTpo'i6vTO<; IJE I(CtTTOlo. aMÈ 610C.I)OPETlk60 TTPo'iOVTO<; .. 

IE uno-oΎEf[C; I(CH Xp6V!E<; iJEMw:; OE Oi(U)\OUC; Ko:I o.poupafouc;, 
Trt'; TO!iKOnlTac;, ulfiflAtC; 66oElB O!!\T l0.i':E!JIl<; GXETiOTilKav jJs 

PEf,tH:;, OTTO TOU 0T6!JOTOC; 660EIS TWV 125 mg/kg Ko; Ulf..'I]/\On:pEC; OE 
CUOX€TIOTrW0\! pE: IOTQ},oyw£S Il£Taj3oJ-..£t; TOU ÊTTCfTOC;, 01 onoiE; 

http:YljJllf.tc


" 

\rETI-E.42S0- ! 

IE Gi>uAou?. oeo£:(; ToW 20 mg/kg CiuCiXETimql<av EITIOW;; JJC PETCq30AES' 
aUTO, 01 jJETai3oj\£� QUTEt; @TQV OVOOTptl.jJllJEs !JE OUVE)(� XOfJtlvqaq 

e. $AFiliiAKEYTIKEr nI\HPO¢'OPIEE 

ELi l{aTaAovo� l::Ko6X£!JV 

6.2 ACH.Ji!J!pmOTtlT£<; 

1.(  '  
• ,ofJ10 VVWOTrj 

• 

6.3 l1lapK£!Cl �wr'i<;; 

6.5 $uul1 iWI (JuO"TonKo TOU 1Tf:PI(KT'1 

6.6 15101TEPE� rrpoq)uAa�£I(;; OlTOPPiltH1S 

I'J.EV £lVQI orropaiTflw;. 

7. KATOXOr THr MEIAI KYKAO$OPIAI 

8. API0MOr(OI} MEiAr KYKI\O$OPIAI 

9. HMEPOMHNIA nPQTH! ErKPlrHr/ANANEOrH! THE AAEIA[ 

HI, HMEPOMHN!A ANA0EOPHl:HE TOY !'ZEIME!K1Y 

To cD(IL\o OOilYIUJV Via TO Xp�aTq cpaPP0I<EUTIKr.;JV rrp010VTl!JV ITOU TTEPI'EXOU\i 

aUCTTCH!KC DtLT!ft2EM HYDROCHLORmE 110PCP� tl!If<!O n/\1-'!ë\TET,6,JJ1EHHI 
i"'.nOliE2:Jv1EYL'Hl.: 90MGiT AB 11 120MG/T AB OPfSEWI UJ; 

. npOL[\iOPiZ::MOr: ctIAPMAKEYT1KOY 

L.i!V1<ra 
90 mg!5wiC!O 

120 

q; -CiT:fOQSéê} 
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'i .2. rUVBEO"Il 
fJpaaTlKr] ouaia: 
EKCioXa 

1.3. Q)aplJoKoTtXVIKilIl0P(J)I1: rropm£TOlJtvfls orrootoiJ£uorp:; 

1.4. nEpltKTlKOTfJTa O'e OpaaTlKrl ouaia: Ko8E olo Kio rropmEToptvrl':;_ orrootopwOlls 
mpltXEI 90 mg ! 120 mg uopOXAWPIKÈS 
6IATlaÉtj.JIl<;· 

1.5. nEp1vpaq>!'j - l..UaKEUaato: 

1.6. $aPlJoKoEh::pon£UTlKrl KonlVopia: AVTOYWVIOTXC; ool3wTiou 

1]. YlTEUaUVO× OOEiO/) KU!{J\mpopios: 

1.8. napacrlCwa(jTIS:; 

2. TI nPEnEI NA rNQPIZETE riA TO $APMAKO noy r.Ar XOPHrHrE 0 rlATPOr. r.AE 

2.1. revlKis nAIlPOlpopiE/) 

To «ovojJ a rrpOrOVTO<;» 90 mg KOI 120 mg rrEp lEXEI H] OpaOTlKY ouoia OIATlaZEj.JIl, Evav 
aVTOywvIOTÊ aol3wTiou, j.JE aVTIOTIl8aYXIKES KaJ aVTIOnEpTOOIKtÎ IOIOHITES. 

LTfl8oyX'l A6yw orraojJou TWV oTEq>avlaiwv (oT'l8dYXfl TlJnou Prinzmetal),OT'l8oYXfl 
npoono8Elas, El\aq>pa twe; I-ltTplas l3apuHvae; untpTOofl. 

2.3. AVTfv5dJtIS 

.. YrrEpEUaJo8floia OTT] olaATlaZtj.J 'l rl OE KonOIO arro TO EKooxa 
e LUVOPOIJO VOOOUVTOS ([KTOS EOV unoPXE I I3r]l.lOTooOTrI<; OE A£lIo uPyia) 
" KoArroKo1AlaK6e; anoMEloj.JO<; 2°U Y 3°U l3a8IJou (£KTOe; Eav umlPXEI I3rllJmo06T 'le; OE 

Amoupyia) 
" Lol3apÏ I3paouKopoia ("IYOTEPO ana 40 Q(pU^EIC; ova AEmo) 
'" BapEla unOWOTI 

APIOTEPÓ I(QpOIOl(Ð avmopwo 
c I uv5uaolJoe; IJE 6avTpoJ\tvll (tY)(UOTl) U3k lTOp. 2.5). 

2.4.1. l?:vIKa: ArralT£lTOI aUOTfllJaTIKÑ napoKoAo08llof] aE 008EV£h; pE P£!LUPEVrj AElTOupyn-:6TrjT0. 
HIs OP IOTEPris KOI},lac;, I3pa6uKopi5io ( ldvi5uvoC; nTI6EfvwOrj_) ` 1.1£ 1°U l3a8poO KoATTOKO!A!aJ\o 
orro KA£! oI-lO I1E Hl<rl(! OI(:lYVl;JOq ( ldv6uvoe; ETT!oEiVfJJOT1C; 1(01 orrovJO TTA!pou" orroKlI£IO!-,OO). 
0, aVT£vi5ErÒEie; KOI 01 rrpocpuAoE;£I(; nptTTE! va 0.KoAou80IJVTOI rrpOOEI(TlKO OE f]A!KH.UjJEVOUC; KOI Of. 
OTO IJO 11£ VECPPIK, Ë flTTaTlKÊ OVETTOPK£IO KGI uTTOITEiWI on:,:r'j rropOl<oAolj8flO'l, wplfJJC; HIS 
l\.Qpi5IQ1(Ì<; OUXVOTfjWC;, OTÍV apxl'} Tf]<; 8EPOTTEias· 

p.vQlo8rpla: nplV OTTO YE.VIK! OVGiG8flOfa, 0 \!O on 0 
E!VO! L1rro aywyÖ p£ i5!":na7£!11 (13k rrop. 2.5) 
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TIlķ 060fls Hlĸ !J£8U),TTpEOV1(,oMv'lS 

fl £lVOI al/aolOAta<; ,OU OUOTĹI-IOTOe; CYP3A4. 0 KivQUVQ<; l-Il.!oTTa8EIU(, J(Q! 
.UOfle; A6VW GTOTIVUJV TTOU jJErai3oJdbovTOI IJ£OUJ TOU CYP3,Ll,4 m8ovw<;: va OUtijGE[ !-IE 

Dwv EiVai ECPIKTO, TTptTT£1 va XPrJ0lPOTTOIEfwl ilia UTGTiVIl nov 
DEV P£W!30MuEiQl ana TO CYP3A4 jJaci IJE Til 61I\T!aĻtl-lll Ola<pop£TII<:Q Qnom:iwi 
nopoKoAo(18tl0tl Yla OIl!JEia Kat aU!Jn,(jjIlOTo m8ovSc; TO;J!(OTrjWS; AOyUJ Ttl; aTOTivq; 

�<i\i6u 

lii:. 4r'En5E.4250-13/2 

(24a) 

AEIToupyiw;, 0 npooo loPlolJOS TlIJV ETTITTEOWV KUKAOcJTIopiVIle; OHIV f(Ul<f.ocpopiC! I<m !l pu8jJICfl Tile; 


OOOT)e; HIe;, KOla HI OUYXOP	YflOfl KaJ IJErel Tfl DIOKOTT	 TrJe;· 


KAPBAMAZEnlNH: IUVIOn:l TQI 0 tAEyx oS TWV £TT1TTtOWV H]t; i(OP!30IJaR£TTivqe; aTO TTA.60fJO 1(01 rJ 


TTpOOaPlJoy	 TfJe; MOflS, £OV SEwpq8£ f OTTapaiTflTO. 

- 8EOcpYI\I\INH: AU fJo'l TWV ETTlTTtiSWV 6£o<puAAivr)<; OUIV K UKAocpopia. 

- ANAITOt\EII TON H2 ynOllOXEON THI IITAMINHI: (O I IJE TIOfvfJ KOI pavlT lolvll) : 01 OOSEVE !e; 
TTOU oKoAouSouv oywy	 J.l£ OIATlO�t lJ'l 80 TTPETTEI va E £ TOROVTOI npooEKTIKO I<OTO TfJV Evapbfl 	 TfJ 
610KOTT c Tile; oywyĵe; IJE OVOOlOAEie; H2 UTTOOOXEWV Tile; IOTOlJfVfle;· npOOOPIJOY	 Tfle; IlIJEp	OIOe; 
MoW; 6IATla�EjJIle; jowe; 8EWPIl8Ei OlTOpoiTIlTfl· 

- PlcpAMniKINH: 0 008EV	e; 80 TTPETTEI va TTOPOKOAou8EiTOI TT POO£ K TlKO KOHl TIlv tvoPbIl 	 Tfl 
OIOKOTT¡ Tr]<; 8EpaTT£la<; /-lE PIq>O/-lTTlKIVfl. 

- 1\1810: Kiv6uvoe; OO flOfl<; TIl<; VEUpOTO IKOTflTO<; nou npoKOAEiTOI ana TO M810. 

- BAKJ\OcpENH: IUVIOTOTO I nopoKoAou81l0'l Tfl<; apTIlPla K 	e; TTiwfI<; 1<01 TTpooapjJoy¡ Tfle; 

ooooAoyia<; TOU OVTIUTTEPTOOIKOU £ov Eivar aTTapaiT'lTO. 

EIMOI\OI\H (OE ao8£VEie; jJE q>uOIoAoYIK	 Amoupyio Tfl<; aplo TEpl'j<; Kap6JaK	<; KOIAia<;): 

IUVIOTO TO I KAIVIK	 KOI HKfK( TTapaKoAou8'lOfl. 

fENIKEI nAHPOcpOPIEI nOy nPEnEI NA AAMBANONTAI yn04JH 

I\oyw H)e; TT18avoTflTOe; a8pOJOTlKWV £VEPYEIWV, TTPOOOXr'] KaJ TTpOOEKTJKI'j mAoTToiflofl Eivar 
avaYKaia OE ao8EVEfe; TTOU AaIJ!3ovouv o/),Tla(EJ-IlJ TOUToxpova IJE aMoue; TTapoYOVTEe; TTOU £ivol 
YVWOTO OTI ETTIlPEasouv Tflv KapolaKc ouaraATIKoTflTO KOI/	 aywYIlJoTrpa. 

- BENZOLlIAZErlfNEl: (1JIOa�oAdIJIl, Tpla�oAdfJfI): 11 olATlaĶElJfI au  ov£1 oqfJOVTlKO TIe; 
OUYKEVTPWOEI<; Tfle; /-l16a�oAdiJ'lC; KaJ HIS Tpla�oAdW Ie; OTO TTA dOlJ a Kal ETTJJ.lflKUVEI TO XPOVO 
qjJJrWs<; lOUe;. 

- KOPTIKOITEPOElllH (pEeuATTpEOVIaoMv'l): 0 oa9EVr'je; TTptTTE) va TTapOKOAou8£iTOI KOHl Tq\! 
tvapĺfl TfJe; aYlIJYr']s jJ£ fJE8u)\TTPEi5VI¢0A6v'l npOOO(.J!JOV£ 
Tfl8avov va ElVa! avaYKofo. 

- nATINEl:: H 6!.h.T!a¤tll
paI36ojJu6.A
H]'! TaUT6XpOVl1 xp	afJ OIATla"tjJfl<;· 

- ANTIKATAG/\HnTIKA TOY TynO'{ THI !MlnPAMH'lH:[, !\)EYPO/\HnTH<;/\ 
Op800TuiHOi<; uTIoToall<;, 
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:[Uxvt<;: KO,).,rrOKOIAIOK6<; onoK,t,[la[JOS (1 " 

rrOAlJWV 
'OXI ouxvå: I3poouKopoia 

D.� -'lETI-E.4250-13J2 

noAu auxvå: oiorwa TWV KOTW OKPWV 

LUXVå: aia8rwa KaKouxim; 


fJ/aTOpOXE<; TOU yaarpEvnplKOu 

LUXVt<;: ouaKOI)\lOTr]TO, 6UaTTEljJia, OTO[J0X'KO OAyoe;, vouT/a 

'OXI ouxvtC;: [!JETOe;, OUJppOIO 

LTTovla: Sr]pooTOfJfa 


f110rapaXE<; TOU OEPPOTO<; KW TOU urro66p/ou IOTOU 

:[uxVr;: Ep08rll-.lO 

LTTovla: Kvfowor] 


AYVEIOKE<; O/orapoXE<; 

LUxvrr tsalVll 

'OXI OUxvå: Op800TOTIKå un GlOOr] 


/JlorapOXE<; TOU I}rraTO<; Ka/ TWV xoAry<popwv 

'Ox1 ouxvå: oUsllOIl TWV 'lnOTlKWV EVSUIJWV (oujflor] TWV AST, AL T, LDH, ALP). 

EMnEIPIA META THN KYMO<POPIA 

01 OVETIl8uI-lIlTEC; EvtpYEIEe; nov ovOcptPOVTOI KOTel Tr]V qmElpio fJ£TG Hlv KUMo<popio npo£PxoVTOI OTTO 
ou8opl-lmEe; avocpopte; KOI, ETTOfJ£VWC;, fl oU)(VGTI']TO OVTWV TWV aVETIl8ul11lTWV EVEpymiJv DEV EivOi 
yvwOTå . 

/JlOrapaXE<; TOU aJjJorrOIf]TlKOU KaJ TOU AcP<PIKOU aUOTl}paTO<; 

8POlJ!3oTTEvia 

LJ/orapaxt<; TOU VWPIKOtJ ouar!jpoTO<; KW lfJUX/OTPIKE<; 6/orapoxt<; 

Ym,::pTT],ooio TeDV o0J\wv 

LJIOrexpO)(t.-; TOU otppom<; KCf! TOU UTToo6p!ou iOTO!] 

(D',}10£UOI0811oia (CUI-lTIEpIAafJ!3Qvo;tvr;c; Tile; 
CH1!JEia): aVy£!O\fEupwnt�6 OlOilJJGj TIO)\UfJOPCPO 
Steven-Johnsc\n 1::01 TOsnzr'l<; £mO£PiJa<r')c; £(picpc,,}cr'l, anoc.po}\IOUJT!!;,!l 
ok;::ia yE\mn£uutvr] Elov8r]paTIKm c.pAUI<:TlJlvf)JOft ClTTO!\ETTl01IKO E.p08r]Wl' 1-'£ rl 
ITupno. 
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'pOlLoe xoprJvnoo£': 
.6.oaoAoyia: 

f:,.l:, YETI-E.42S0-13/2 
(240.) 

TPonor lj,IA0ErHl: 

To cpaplJaKo aUTO xoprw£fTaJ 11£ !aTPIKæ OUVTGyç, 

5, 	 H n£pfA'l4Jrj XapaKTI1PJOTlKWV TOU npO"tOVTOC; cpap flaK£UTlKWV np0'iovTwv nou mpltxouv 
OpaOTlKO OUOTaTlKO OIL TIAZEM HYDROCHLORIDE jJopcpr'l. LlII:K!O 60MG/T AB OPI�£TaI wS .
£èrK 

nEPII\H4JH TON XAPAKTHP!lTH<nN TOY rlPO"iONTOl: 

1. ONOMArlA TOY <PAPMAKEYTIKOY npo"ioNTor 

LiIUKia, 60 mglT AB 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 


Ko8E o!uKio mpltX£1 60 mg Diltiazem hydrochloride, 


ria TOV nA�PIl KaTaAoyo TWV £K06xwv, 1311, napaypacpo 6.1. 


3. Cl>APMAKOTEXNIKH MOPCI>H 

AHJKfo 

4. KAINIKEr nAHPO<J>OPIEE 

LTf'j8dyXIl Myw onaojJou TWV OT£CPOVIOiwv (oT'l8ayx'l T un ou Prinzmetal), oT'l9ayx'l 
npooTTd8EIO<;. 

4.2 LlouoAoyia KaJ TporroS XOP)Y'1ull* 

I\OlJl3dv£Tol aTTO TO oT61-10 . 
H 6001] E.0O'TOfJIIWjETat av6'Aoya 1)[ TIC; O'V6YK[C; KoBE. aa8E.vouc; 

H IJEO'l 'llJEp�Gla Mall £iVai tva 610:do TWV 60 mg Tp£ir; [.pOpE'; Tflv Ilptpo. IE i3oputc: m:piTITtJJOEIC 

aTIlSaYXIlC;, Il ooooAoyia jJTTOPEI va aUé118Ef m:: 4 i<, 6 oloKfa Hlv rJWEpa, I-lO!paOWEVa GE TEGGEpiS � 
lPE:IS A�\jJ£IC; (ava 2 o!oKia). 

ETrIV TTEpimwol1ll"IKIW/-l£VWV aa8£vwv KOI aaSEV(;';\! !JE V"CPPlKfl rr 'lTTaTiKti UVEnOpt;SIG, q 
TrlC; 8Epom:ias YIV£TOI \-1£ tva 0101<10 TluV 60 mg 600 cpopt.t; H1v Ill-ltpa. LC OIJTOlJ;; TaUs 
CmOm:lTOI (iTEV� TTopoKoAou81l01l Tqe; Kap6IoKġC; GUxvOTqTGS. Eo\! aUTģ [JSi(jJ8t:l :,j,w cmo 50 
acpuè£I;; aVd A£mo, 11 Mall OfV TTPETTE! va OUĢ118£i 

nCilOia: H OGcpaAElo Kal 'l am.m::J\EGI-lOnf(OTq 10 ora ncw5:6. 0>::\' q
XP1loq Tile; Olll Tloi;tPIl<; O£ GlJ'/IOTC1TQi OE. rr(,IlO!O 

To 010Kl0 osv TrPETTEI va fjOaaTOI, a);M'J. va KaTClTflVEWi 
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LYNLlYA2.:MOI nov AEN LYNILTONTAI 

LYNAYALMQI OOY AOAITOYN DPOLOXH 
KOTaoTOATIK�S 

AMIOLiAPONH, 

AUɈ'liJEVq 

LL\'EO-E.42S0-13/2 

(240') 

EYNA YAl-MOI noy ANTEN.o.E!KNYNT AI 

-IlANTPO/\ENH (tyxuoll): LUXVO txu rropmrlPrJ8Ef Of 8tlJO BO\lOlf1<.p6pa K01AlaK\ TOXUKOpofa omv 
XOPlly:::fTOI EvoocpMplO pEpanalJ!AIl KOI oaVTpo}.tVIl oUYXPOVW;;. 0 ouviSUOOIJ0<; Tf];; oavTpoMvflS 
IJE aVTOYWVIOTES aop£OTfou £lVOI EnOIJEVW<; 6uVIlT1KO ETIlKIVOUVO<; (f3A. 4. 3 AVTEV6Ei9[lt;) 

- ELMO/\O/\H (m: OoSEV£!<; IJE IJE1WIJtVrJ AElTouPYIKOTIlTO Hl<; apIOTEp�<; KOIAfa;;) olOTapoxts TOU 
puSIJOU (olllJavTlKr') ppa6uKap6ia. <pAEj30KOlJpIKO<; orrOKAE1oIJO;;). oioTOpaXES cpilEpOKOIJPOU KOI 
KoArroKOIAloKr');; 0YWYIIJOTflTOS Kal KapolaK� avmapKElo (OUVEPY1OT1Krl 0POoll). 

M¢ENTANI/\H: Evioxuoll TIlS opOOnsaTOɁoVarrVEUOTIKo. 2:VVloTOTOI 
rrpooappoYrl TIl<; MailS TIlS KOla H] ouYXOPr'jYIlOIl IJE 6IArIO]EIJIl· 

- /\NAI2.:0HLlA: H KOlaOTOArl TIlS Kap01aKrl<; oUoTOATIKOTIlTO<;, aywYIlJoTIlTOS Ka! OUTOIJOTIOIJOU, 

Ka8liJS Errioll<; Kalil aYYEloolaoTOArIKoTIlTO rrou ouvotOai PE TO OVOIo81lTlKO I.JTTOPOUV va 

EVIOxu8ouv ana TOU;; arroKAEIOTtS aopwTiou. Eov oUYXOPllYIl8ouv avolo81lT1KO nou nEplEXoUV 

oAoyova 1\01 oIArlaɂtlJll, 11 ooooAoyfo TIlS olAT1a�tlJl1<; Sa rrptTIEI va rrpooaplJO]ETOI ou]v 

OIIJOOUValJlI<r'j avranoKploll. MEiwOll oTO puepo arropoKpuVOIl<; IOU IJUOxaAapWTlKOU IJnopEf va 

rrapOTIlPlleEi oE ao8EvEi;; nou AOIJj3ovouv TOUToxpova IJUOXOAapWTlKO KOI OIArlo]tIJIl KOTO TrW 

aVOIoSfloia. H TOuTOXpovll XOPrlYlloll vlTpw6wv. Korel Til CliopKEla TI lS ovaro8Iloia<;, IJnop£f va 

fVIOXUoEI Hlv unoTOOIKr'j OPOoll TIl<; oIATlo�tlJll<; (pA. 4.4 «EIOIKt<; rrpOE!OOnolr'joEl<; Kal 

- ANTAfONILTEL TON M¢A1 MPENEPfiKON YOOAOXEDN: AU7lll-ltvll OVTI-UTIEPTOOIKr') 

OPOoll· 


TauToxpovll XOPrlYIlOlllJE OVTOYWVloTE<; TWV O,-OOPEVEpYIKWV unoooxtwv I.mOPEi vo npoKoAtoEI 
rl va ETIIOEIVWOEI Tllv unoTOoll. H ouYXOPr')YIloll o!ATla�tlJll<; (JE KonOiov avraywVIOTr; TWV 01-
OOPC:VEPYIKWV unoooxtwv nptnEI va yivETor f.10vo IJE oUXVrl nopoKoAoD81loll HJ;; 0PTI lPIOKr')<; 
niWIl<;· 

- BHTA-AOOKAEILTE2.:: Or80VOTilTO OIOTOPOXWV TOU pu8IJOU (OIlIJOVTII<r; ppa6UKOpoio. 
CPAEj30KOIJI3IKO<; arrOKAEloIJO<;), OIQTapoxt<; CPAEj30KOIJj3ou KO! KOAnOKOIAlaKr'j<; aYWYlpoH1TO<; KOI 
KopOlaKr'j ovmapKEIO (oUVEPYIOTlKr'j OpaOIl). 
AUTO<; 0 oUVOUooIJOɃ nptTIEI va yfvnol IJOVO /-1E oTEVr') KAIVIK\ WI HKfKrl napaKoAou811OrJ, toiw<; 
OTrJV OPXr'] T'1<; 8EpanEia<;. 

-

ANTIAPPY0MIKOI OAPArONT E2.: : ElTElOIl 11 olllTlaɄt!J'1 tXE! 0\ITIappU8p!Kt<; IOIOTflT:::;, 11 
TOUTOXPOVrJ Xopr']YIlO� H1<; !-IE aMa OVT!appu8IJIK6. OEV OUVlaTOTOi Myw IOU aUɅIl!ltvou IGv00vou 
aVEm8uIJIlTWV EVEPYEIWV OTqv KOPOla nou rrpotpX0VTO! mr6 08POICiTIK6. cpolv6pEVO. AUTO<; 0 

ouvouaalJ6<; eo rrptnEI va yiVETo! !Jovo KOT0J ana OTEV!'j Ki.IVII(r'j KOI HKrl(Ɇ rropO!(otlOu8I1ur;. 
- LilfO:::INH: ,A,UɇrJPEVO<; Idi/Buvor; !3paoumpi5lo<;. 

- nAPj-l,fOfA hllTPDLiDN UnOTQ;G!K\ oP6.o11 KGi (A6YliJ 08pO!0TIKr'j<; 
aYYEloolaoTOA TfKr']<; opaoqs;) 
IE 6Aou¯ TOU'; oa8Ev£fc; not} TfGlpVOUV q CfUVTCYOyp,jr:.pqc1 
VITpWOUJV Sa rrpETTTI va yi\lETVi !Jf: C!UɉqGil n,.;" 660E'..I)\I. 
v\YK/\02.:nOPINH: Aue'lCJ'i TWII E1TllTtUliJ\r Tile:; KU!°t,ocmopiv!lC; O'TIlV 
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£::.L Y-En-F:..· 250-13/7 

(24a) 

ETATINEE: H OiATIOsElJ 1l £ival clVoGToMm;; TaU CYP3A4 Kal EXEI aTTOOElx8£f OTI au)a\JEl T'1'[ AUC 
OplGlJtvwv GTaTIVWV. 0 KiviSuvoC; \JUOTflJe£IC1<:; KOI pa!3oopuol\uol1<:; Myw OWfiVWV TTOU 

!J£wI30Ai(OVTGl ptvw TOU CYP3A4 TTi8ovw<:; va aU<fle£i jJE TrlV TaUTOXpovq Xp�GI1 OI}\T!aĵEi-!qs· 
'Owv £ival ECPIKTO, npE1T£1 va XPI1011-l0TTOIEiTCI I-lIO O'TOTiVlllTOU o£v 1-l£TC1po/\f('ETCiI OTTO TO CYP3A4 
lJa+f 1-1£ Tll i5IArla+El-lll, OIOCPOPST IKO OTTOIT£fTGI nopoKOiloOer]O'Il ,/10 0fitJEfo. izal (fU\JITTL0!-!ClTO 

-

TTleO\f�<:; TO=IK6T'lW<:; Myw TIl<:; GTOTfvq<:;. 

- ANTIKATP,0J\lnTIKA TOY TynOY THE IMlnp.Ai\/]!NHE, !\IEYPOi\HnrWA AVTIUTTEPWOII(f[ 
opoO'Il KGI Kfv6uvo<:; OpeO(JTarll(�<:; uTToraO'Il<:;· 

KU'lO'q: YrroPXouv TToA0 TTSPIOPIO'\JtVQ OEOO\JCVO em6 Tf"] xpf[O'Il HIe; 6it\TiQFq.Jflr; Of: SYKUjJOVOUCS:; 
aoe£v£i<:;. H 6lATloĝt!Jfl £)(£1 OTTOO£IXTEi OTi rropouma<';fI TO=I I(OTqra Kmo Til\! avC!rrapaywy/ os 
OPIO'l-ItVO 101011 SWWV (opoupafou<:;, TTOVTiKIO, l(ouvtAIO). Enol-l£vw<:;, 'l i5IATla>t l-l ll OS O'UVIOH'!TCH KOTG 

T'l OIOPI<EIO Trl<:; KOllO''l<:;, 6rrw<:; £TTIO''l<:; 0'£ yuvafw; \J£ IKOVO T'lTa TSKvOTTOI'lOIl<:; TTOU oS 
XP'lOl\JOTTOIOUV orroTsAwl-lOTIKO TPOTTO OVTlO'UAAI1lJ1rj<; 

roAouXia : H OL>-,T10s£IJ'l SKKpiv£TOI O'TO tJ'l TPIKO vdAa O£ IJIKpts O'UVK£VTPllJO£I<;. H VoAouxia TTPCTT£ I 
vo aTTocpsuYETaI omv AOIJ!3dvETaI oUT6 TO <poPl-laKo . Edv 11 XPPOIl T'l<:; olA T lO+EI-l 'l<; KpivETOI 
oTTapaiT'l T rj , 80 npETTsl va K081S pWeSI tvo<:; £vaAAoKTII<6<; TPOTTOS O'ITlOI1<:; TOU I3p£cpous. 

4.7 EmopoO'w; GTI1V nmvonrra ooi'iVIlOIl<; KOI XtlPIO'l.!OU 1.Ir)xavwv 
D.SV UTTOPXOUV GTOIX£io V'O T'lV sTTiopaO''l aTllv OO�V'lall OxrllJcnwv Kal TO XE.IPIOjJO \Jl1xavwv. 

H TTopOKaTW KaTara�f} (CIOMS) Tf}<; O'UXVOTf}ra<; £/-J(paVlaf}<; XPf}aJjJOTTOI£fml, OTTOU EfpopjJo(um: 
noM auxvi<; (2:1110), auxvt<; (2:11100 iw<; <1110), ox: au)(Vi<; (2:111.000 iwe:; <11100), amiVlE:<; 
(2:1110.000 iw<; <111.000), TToAO aTTavl£e:; «1/10.000), jJf} yvwaTi<; (o£v ,.JiTOpotJv va £KTlfJf}eotJv jJc 
/3aal1 m OlaetOlfJO O£oofJtva). 

EVTO<:; KoBE. KaT1lYOplo<:; auXVOTI1Ta<:; £1J<PavIO'lls, 01 aV£TTl801J'lT£<:; £VtPVSIS<:; TToparl8sVTaI KaTO 
<p8ivouao <JElpa aol3apOTIlTa<;. 

lliorapaxi<; TOU VWPIKOU auarf]fJOTO<; Kat IjJUXlarplI(i<; o/orapaxie:; 
LUXVt<:;: KscpoAoAyla, saAIl 
'OXI auxvt<:;: VWPIKOTI1Ta, aOrrvio 

KOPO/OKt<; o/orapoxt<; 
LUXVt<:;: KOATTOKOIAiOKO<:; orroKAEIGfJo<:; (iOU, 2°U � 3°U 13081-100), O'l<sAIK6<:; OTTOKA£ IO' I-l6<:;, a ia8 'l1-l0 
rroA\Jwv 
'OXI o'uxv�: I3pooul(apofa 

noAu O'UXV 1l : oiollfJa TWV KCiTlJ.J OKPWV 
EuxvP: oi0'8 'l l..lo KOI(OUX1a<; 

/J.J(J{rapoxtr;; TOU VGO'rp£vTE.pIIWU 

OUOKOIAIU'lrrra, 5uom:t{Jio, GTOpOXiKU dA,/o <;, vouTfa 
'OXI ouxvt<:;: £I-I£TO<;, OIOPPOIC! 
Enol/!o: ĞIlpoaTof.lia 
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OIO[([)ODC 

alA TlO3EIJ 1']<;. 

nopolJEVOUV Ciw8Ept<;;. 
c 01 IJto£<;; aUYK£\lTPWO£IC:; rrMapmo<; m: rjAI!<ILllIJEVa orolla KGI O£ 

aVETTapKslo £ivai U4J'lAOT£PES OTTO oUTES TlllV vwpwv OTOJJvJV. 
H OI.)\TIo(t˳'l tWI 01 p£TO=OAfT£<; TrjS OEV oJaMoVTaI £uKoAo. 

YET1-E.4:':50-13/2 

(24u.) 

ria HI\! aVTIIJEnlJTflOfj TuN OICITOpaXWV aYLUY11J6U]TOs, ˯!TIOp£f vo Orr01Tr16£i TTpOaWpIVY 

pllpmoi56TqcTj. 

2:UVIOTWIJ£va aVTioom: mponivll, GVYEIOOUOTWOTlKO, iVOTPOTTOI napayovn:s, yAu!(oy6vll i<CH 

Vt\UI<OVIKO ao[3EGTlO xoprWOUIJC:VO IJE tYXUOrj. 

5.1 

KL00Il\O<; ATe: COBD BOI/AvTOYWVIOT˰<; ao=wTiou 
H i51}\TIa3tl-!ll GnOKA£I£1 £TrIA£KTll\a Tllv £100150 GO=WTIOU enou<; I3pao£ic:; o!ouAou<; aol3wTfou TWV 
'\£Iwv IJUIKWV IVWV TWV ayy£Jwv KOI TWV IJUOKOPOIOKWV IVWV IJE Tpono E4OPTWIJ£VO OTTO If] 
OUVOIJIKOU. M£ aUTO TO IJflXOVIOIJO, rj 6IATIO˱ElJrj lJ£JlJJV£1 Trj OUYKEVTPWOfJ TaU £VOOKunopIKOO 

ao!3EoTIOU KOVTO OTIC; OUOTCiA Tte:; npwn::fv£s. 

2m (wa rj OIATIO3tlJrj au4dv£1 If] CiT£<pOViO[O po* xwp[C; vo npoKaJ\£[ (POIvolJ£va UTTOKAOTTY<;. 'EX£I 

opdoF] ora lJ£ydAo 1<01 IJIKpd oYYEfo KOI OTllv nopOTTAWPrj I(UKAo<popfa. AUTY rj aVY£loolaoTOATlKfl 

opaoF] nou £[VOI *TTlO OTI<; TTEPI<P£PIKE<; opTF]pf£<;, yfVETGI £1J<Pov*<; 1-'£ OOOEI<; TTOU OEV TTPOKOAOOV 

apvrjTlKrl IVOTPOTTO opdorj. 0, 000 KOPIOI lJ£ra=oAfTE<; TOU TTPO'ioVTO<;, desacetyldiltiazem KOI 1\]­

monodesmethyldiltiazem txouv IJIO <P0PIJOKOAOVIKrl opdOIl CiTIl CiTrj8dy)(rj TTOU OVTIOTOIX£[ aTO 10% 

KOI 20% oVTioTOIXO, TOU IJrjTPIKOU <p0PlJdl<ou. 


x£ aVepWTTOUć rj i5lATla3tlJrj au4dVEI Til OTE<pOVIOio POrl lJW.ilVOVTO<; TrjV aVTforaofJ TWV 

OTE<poVlofwv, 

HAEKTP0<PUOIOAOYIKel, rj OIATlapElJrj TTPOKaAEf rlTTlO I3paouKapi5io OE <PUOIOAOYIKd elTOIJO, £TrllJrjKUV£1 


TIW £VOOKOIJI3IK* 0YWYrl KOI OEV EXEI KOlJia opaOf] OHIV oywyr, OTO OElJelTIO Kat TO OKtArj TOU His. 


5.3 0apJ.laKOKlvl11lKi� IOI61111£� 

• H OIATIOp£lJrj EX£I KaA* oTTopp6<prj01l (90%) O£ uyu::i<; £9£AoVTt<; IJETd OTTO TOU OTOIJOTO<; 
XOPrlYrjOrj. 

"" 01 IJtYIOT£<; OUYK£VTPWOW; aTO TTMoIJo ETTlTuyxavovTOI £VTO<; 4-8 wpwv IJ£Ta Trj XOP*yrjcrrj. 
(} H j3100Io9£0I1J0rr]ra TOU rrpoTovTO<; EivOI mpiTTou TO 40% Myw TOU <pmvolJtvou TTpwTIl<; ol66ou 
0) H olATla3tlJrj OUVO££TOI OE TTOOOOTO 80 - 85% IJE TI<; TTpwT£iv£<; TOU TTAClOIJOTOC:;. METoI30Ai3ETOI 

OrjlJOVTIKel CiTO rlTTOp. 
<> 0 IJEOOS Xpovo<; rjlJiOElac:; pw*<; Eival 4-8 wP£C:;. 
Iii> l\lyoT£PO OTTO 5% aIJETd=ArjTrj<; olArla3tlJrjS aVlxv£OErai ora oOpa. 
'" 0 KUPIOC:; IJ£TQ=oAiTrlS N-monodesmethyldiltiazem OTTOT£AEI TO 35% TIlS KUKAO<pOPOOOF]<; 

YncIPXEI ypOIJIJI)(* G)(tOI1IJSTCi4U Trj<; 660rj<; Kat H1<; OUYKEVTpvJOrj<; OTO rrMCiIJO. KOla TF] 

IJaKpoXPovla xopr,YrjOrj O£ tvaV aa8Ev*, 01 OUYK£vTpwm::<; TI']<; oIMlo˲tlJi1<; OTO TTAClolla 


1.1£ \lEqJPIKY Kal rjnC!T!K!'j 

EE IJTTO-O4fj£<; KG! XPO'!!E<'; pEMIE<; as 01\01\00<; Kal apoupafou<;, 0XEOIC!OjJEVES Via TnV a4loMH(jq 

TllS TO4IKOTI']Ta<;, uljJqAtC; 560£lS TOU OIATIaSEIJF]S OXnIUTilKG!V f,JE tlTTCHli(r'1 J3M!3n. 2::::: uno-

o˴£f€<; IlTTOTIKEC; !J£MT£<;, ono TOU OTOIJOTO<; 660EIC:; 1(;J',I 125 mg/kg KOi U4J!lMT£P£C; a£ 


GUG)(nivTrjI(OV 11£ IOTOAo,/IIC£<; IJ£TOj3oAE<;; TOU rlTTOTO<;;, 01 oTToiE<; rim\! 

fOU ;:po.lJUfY;:OU Es v!(lJAou<;, 560£1<; TWV 20 mg/kg CiuoXHfcnrwav ETTior)s ij£ 


G!.iTCi. O! PG:wi3o},£.; i'jTciV aVOVTpEljilfl€S pE CYUVSiCr'1 )(opr1vqaq. 
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8. 	 API9MOI(OI) MEIAl KYKI\O¢lOPIAI 

9. 	 HMEPOMHNIA npOTHI ErKPIIHIJ ANANEOIHr THI MEtAl: 

10. HMEPOMHNiA ANA0EQPHrHI TOY KEIMENOY 
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2:L 

To «ONOMA npOrONTOI» OIOKICi 60 rng TT£PIEXEI Til OP00TiKV Quaia oli\TlaC;tf-lr], tvav 
aVTOvwvlcrT> aa!3wTlou, jjE aVTlGTIl8aYX1Ktc; lOlOTIlTE<;. 

ITIl80YXIl AOyw crrrOO!-lOO TlJJV on:cpavlafwv (OTIl8dYXIl T(rfrOU Prinzmetal), OH18oyxrl 
rrpoorrd8EIOs· 

2.3. Avn:v5d=EIi; 
.. Ym:upwa!o8I1ofa anI OIA TlaƮt\-l11 � OE KorrOIO arr6 TO £KooXa 
IJ) l:OvOPOIJO voaoOvTos <PAEj30KOjJƯOU (EKTOS EOV UTIOPXEI j3l1jJmo06TIls a£ AElToupyia) 
.\) KOATToKoIAlaKo<; aTToKt,El ajJo<; 2°U � 3°U j3a8lJoO (EK TO<; EaV UTTaPXEI I3l1jJaTo06TfV; aE 

AElToupyfa) 
I) Io/3apW j3paouKapofa (AlyoTEpo aTTo 40 a<pOlEls avo AETTTO). 
<II SapElo uTT6raall 
• APIGTEPư KapolaKW aVETTCipKEIa 
OJ l:uvouaa\-l0s jJE oavTpoAtvll (£yxuall)  (13k Trap. 2.5). 

2.4. EIOIKif;; npo£looTTolllm:rc; IWI npocpuAa)EIS KaTO Til XPBlO'fl 

2.4.1. I£vIKa: ATTaIT£lTa! aUaTrllJOTIK� TTopaKoi\o08lloTl aE aa8EvEIs jJE jJEIWjJ£VIl AEI TouPYIKOTIlTO 
TIlS aplaTEp�s KOIAlos. /3paiSuKapoia (Kfvouvos ETTIOElvwal1s) W jJE 1°U j3aSJ.lou KOATToKolAlaKo 
OTToKAElaJ.lO 1..1£ HKrKr'j Ol<:lyvwa'l (Kivouvos ETTlO£lVWalls WI arrovla TTA�pOUS OrrOI<AElaJ.lo0). 
01 aVT£voEfƱEls Ka! 01 rrpo<puAdlEI<; rrptTTEI va OKOAou80uVTOI TTpoaEKTIKo aE Ilf·.IKIWJ.lEVOUs KClI as 
OTOIJO J.lE VEq>PIK� r'j IlrrOTIKr'j avmdpKEla Ka! orrOITElTOI a TSV� TTapoKOAo08llall, I<UpfwS Tl1s 
wpolaKr'js auxvoTIlTm;:, anlv apxri TIl<; SEpamfoc;. 

aa8EVr'jS ElVa! urro 0Vl0yr'1 jJE olilno(tpil (pt\. lTap 2. 

01 orroKAf:loT£s olaOAwv oal3EUTiou, orrwc; 11 Olf.,TIO'SEi.·li'!, :::fvGI m80'v6 VG 
111<; OJo8WIlS, oUI-lm:pli\olJl3av0J.l£vq<;; 111<; KOTa9111tJJl1S 
'Onw<; KUI 6Ahol avwywV!aTEC; olaOAwv aaƲwTiou, n i5!!.llo.lipq rrapOUCii(;Ƴ£j 
GIIlV KIVqllKCTrjTa IOU EV T£POiJ. ETTopt'!Â'J<;, TiGETT£! 
I\IVOUVO a!T6cppa<ll<; lOU £VT£PIiZOl' 

2.4,2. SA. Tlap 2.6. KCI !TOp. 2.4.1. 

http:OTToKAElaJ.lO
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ana T0 CYP3A4 !JOS! I-IE Tfl 6111TlaČt/J'l, OIa<POP£TlKQ GnGlT£lTOI OT£VČ 

ANAITO/\EI2: TON H2 ynOLlOXEQN THI i2:TAMINHI (O!jJ£T1ofvfl KQI paviTlolvfl ) : 
nou oKoAou6ouv Ovwyĉ jJE: OV\TlOs£!Jfl 60 TTp£1T£1 VO F�£Td�oVTQi TTpoaEKTIKd IWTd TrW EvoP�fl r) Ttl 
OiOKOTTf) TflS lJywyĊ
 JJE: aVaGTOAEI<; TWV H2 UTTOOOXEWV HIe; laTo:jJIVIl<;· npoaaplJOV{i HIS 
ItjJ£PIlcnae; ooafl<; 5IATIO�EfJ'1S [aWe; 8EWPIl8E:i aTTapaiTIlTfl . 

- PICjJAMnIKiNH: 0 aoesvr)<; ea T TPETT£I va TTopaKOAOu8€fTCli npOGEKTIKO KOla TfjV tVGP�fl r) Hi 
i5laKoTTċ HIe; 8EPOTT£io<; I-'E PlcpolJTTlKivrj. 
/\1010: Kiv6uvoC; OU�flOfle; Tile; VEUpOTO�H<'OTfjTQ
 TTOU TTPOKClAEfTOI OTTO TO ilielc. 

- ANTII<P,TA9i\!flTIKA TOY rmOY THI ifllilnPAMINHI, NEYPO/\HnTIKA: Kiv6uvo<; 
Op80GTOTI!<fI<; uno war]!;. 

. 

Ll/lYEI1-E.4250-13/2 

- 9EOCP'(/\/\!NH: ;:\Ućfloq TulV £TTITT£OWV 9mq)UAAfvflS aTr)'J KUK),OqJoplo. 

01 oa8E:v£fc; 

ooooAoyfac; TOU OVTlU TTEPTo:OIKOU Edv £ivOi O TTOpoiTflTO . 

- E2:MOI\OI\H (aE ao8EVE[C; fJE <PUOIOAOYIKr') Amoupyia Hje; apiGTEPrlC; KapoloKf)C; KOlAiae;): 

IU VIOTOTOI KAIVIKrl KOI H KrKrl TTapaKoAOu8flOTj. 

fENIKE2: nI\HPO¢OPIEI nov nPEnEI NAAAIV/BANONTAI YnO'+'H 
I\oyw HIe; m8av6HlTac; a8pOIOTlKW V EVEPY£IlDV, TTPOOOXrl KOI TTPOOEKTIKr') T lTAOTTOil)Ofl Eival 
avaYKaia OE ao8EVEie; TTOU Aal-'l3ovouv «oVOfJa TTpoIoVTO
» TOUT6xpova I-'E oMoue; TTopdyoVTEe; TTOU 
ElvOi YVWOTO OTI £TTllPEd�ouv Tflv KapOlaKr) oucrraATIKoTflTO Kal/r'J aywYI I-'OTI1TO . 

- BENZOLlIAZEnlNE2: (1-'Ioa�oMI-'Il, Tpla�oMI·.trl): 11 O IATla�tl-'ll auMoVEI crlll-'aVTIKd TIC; 
OUYKEVTPWOEIC; Tile; 1·1I0a�oMfJ'lC; 1<01 Tile; Tpla�oMI-'I1C; OTO TTMojJa KOI ETTlI-'IlKUVEI TO XP6vo 
rll-' I�wr')e; TOUe;. 

- KOPTIK02:TEPOEILlH (I-'E8UATTpEOVI�oA6vll): 0 ao8EVĈe; TTptT TEI va TTapaKoAou8EiTOI Karo H1V 
tvapč1l TIl
 oywyr')e; I-'E I-'E8uATTPEOVI�oMvfl. npocraPI-'0yli TflC; 0601l
 Tflĉ I-'E8uATTPEOVI�oA6Vf]e; 
m8avov va ElvOI avaYI<a[o. 

�TATINE2:: H 6lATla�tl-' fl ElVa! ovoaTOAtae; TOU aUOTrl I-'O TOC; CYP3A4. 0 KfvouvoC; pUOTT(]8El a
 KOI 
paj350IJu6Auor]� MYlIJ omTIVWV nou i.l£wj3oAiĊovml I-'EO"W TOU CYP3A4 TT1eavwc; va aUM1l8£i !JE 
TIlV mUToXPOVI1 xpr'JaTI OIATIOsEl-'rK Drav £[VOI £(jlIKTO, rrpEm:1 va XPT)O"II-'OTTO!EiWI IJIO crmTfvll TTOU 
OEV I-'Eral3oAiċ£TQI 
TTapoKOAOu61laT) ViO oqpffo KGI Gil! ITTTl0IJOW TIl60v�� TO�11<6TI1TO<; Myw Tile; OTOTiV'lt;. 
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Luxvri: EpuBrUJo 

LTIG.Via: KviOvJatl 


LUXVF: EGmiJr] 

DXI auxv1l: Op80aTQTi:<t urrO,Ci0'l 


aUX\lu: aOvf1afj TW\i ilTiClTiK0JV EVHUlJltllj (auwl1crrl TWV AST, AL T, LDH, ALP). 

EMnEIPIA META THN KYKJ\OQ:;OPiA 

01 OIJ£mBuIJIlTEC; £vtpvw:<; !fOU uvOCPSPOVTCfI Karel TrjV £iJTIElpfa pETd TIlV KUKAocpopfa TiPOEPXOVTOI cmo 
aU8oPiJilTE<; avacpopE'; KOI, ETiOptV1.JJe,;, q aUXVOTrlTO aUTWV TWV aVEm8DxI1Tl0V EVEpymiJv O£V £fvOI 
yvwcny. 

IOU Q'/!JOTTOIl7TiKOU KW TOU ;lq.JCPIKOiJ CiUOTl7Jl(JIOC; 

8p0l-I!3om:v[a 

lllampaxt.c; TOU VWPIKOU aUCJTl7fJa70<; Ka! IfJU)(larpIKtr; i5larapaxic; 

Kapi5laKt<; olarapaxt<; 

<PAE�OKOIJj3IKOC; O TIOKAE1alJ0';, aUIJ<P0PIlTl!(r'j KOpOIOK� ovmdpKEIO 

fJlarapaxt<; TOU yaorp£vr£pIKOO 

YTIEpTTAOaia TWV OUAWV 

fJ/arapaxt<; rou otpparo<; Ka/ TOU UTToo6pIOU loroO 

<t>WTOEUalo61l0io (OUIJTI£PI.'-01Jj30VOIJ£VIl<;; TI1<;; AEIXIlVOEloo0<;; KEPOTWOI1<;; ora EKTE6EIIJ£VO arov r'jAIO 
aIlIJEfa), OYYEIOVWPWTlKO oiOI1IJO, TToMIJOpcpo EPu811fJO (OUIJTTEPIAOIJj3oVOIJEVWV TOU auvopolJO U 
Steven-Johnson Ka! TO�IKr'j<;; £TTlOEPIJIKr'j<;; vEKpoAuOIl<;;), Ecpiopwall, oTTocpoAIOWTIKr'j OEPfJOTfTIOO, 
o�E ia YEvIKWl-lEVIl EyOVenIJOTlI<r'j <pAuKTOivwOIl, mploTOOIoKG. oTToAmioTIKo £puen�o I-IE z xwpi<;; 
TTUpETO. 

AYYEIITIOO (auI-iTTEpIAoIJPOVOIl£vrv; H1S j\£uKOKuTTapoKAoaTlK;< 0YY£l iTloa<;;) 

Kefl Twv){oiln<oopc;JV 

HrraTlTIOa 

jjiurapaxf.<; IOU uvarrapaVuJVIKOtJ aVCiTl7PGTOr:; Kat IOU i.1CiCiroU 
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313Dl,ilollorllDud)( 01 'IL!ri ;JVJ.Hiod3rllJ U noll. LLOrtll111d311 31 
Tl]DOIl3)lDnD y)l!d3lrn|3 ID>I 1)lld3!r;D3 idJ!.O 

5!3D9Q 511 ,m591D1JVll1Q UI/V 
31Olil)3YDdolJ. nOll ;1D?Q Lll 313gJ,)'{ 0/\ ph!. 31DJX3M1D 'LID9Q 

!)!13rlQ113 I\Ul DiI, odt!l U 13291DUYll 1\3 fl93 "QlJ::::/\f1Q 00310rl01MD 01 31.381;)1( /\U1 Df-. 13lJ.:;Jdll 
De 'UD9Q DJrl 3JlJm]3yodDl1 !m! \J1Drl}j!DDIQ ql)!Dl 3D (»mrldr,:;o) 01 313N,J8rlD\( DI\ /\93 

Dll 



I-llo OEUTEpq Q6OI1IJTTOpEi 

oo8£v£i� TTl8ov6v va OVTOTTOKPI80uv a£ I-li o 

(J.1EXPI T1� 24 liJpEe;) u£ oa8£vEie; IJE KOATTlK# 

Tp6TTOC: XOpr'lYI)UOC:: 

boaoAoyfo: 

L!I, YEil-E.42S0- j 3/2 

Ko8E CPIOAiOiO mplEXEI 100 mg diltiazem hydrochloride 

no iOV nMpr1 :<moAoyo TWV EK06xwv, 13}1· nopaypccpo 6.1 

'" nOpO;Uul-lIK# UTTEPKOIAIOKľ (i<OIJ[3I!<A) TaxuKapoia nou CEV o<pEiAEwl at: (moPsrJ 

rroponAqpwlJoTlICOU OElJaTiou. 


'" 	 MOPlJopuy# Ŀ mEp uYluf-I6<; TWV KOAnwv nou QEV o<p£iM.wl aE urroPsll noporrAqpWIJOnKOU 
OEIJOTIOU. 

4.2 AoooAovia 1<01 Tp6TTOE XOPI1Vllol1E 

EVOOCPA£!310 aToYOl1v EYXUa'l. 


H i56ury cBaTOflIKf:Oaa/ avaAoya flc T/C avaYKf:D Ka8E aa8EvoOD. 


Yrr£pKoIAIOKE� Oppu8IJ!£e;: 0,25 - 0,30 mg/kg l3opou� atilIJOTO� f-I£ orr' w8£foe; £VOOcpA£[31O EVWI1, 

opya, TTavw OTTO 2 AEmo. Eov 11 OVTOTT6KPI0l1 OEV £fVOI 11 OV0I-lEV0I-lEVI1, 

va xoprIVIl8Ei jJETd oTT6 15 A£ma. H OEUTEPfl MUll IJE £VEOIjJI1 oIAr,oŀEIJIl TTptTTEI va Eivol 0,35 

mg/kg l3opoue; U(ilIJOTOe; XOPl1yoOIJ£vo TTavw oTT6 2 AETTTO. 01 mOIJEVEe; 06u£le; £sOTOIJ'K£UOVTOI 

ovdAoyo IJ£ Tl� OVdYK£e; TOU aa8£voue;. 0PI0J.1EVo/ 

OPXIK# OOu'1 0,15 mg/kg av KOI '1 OldPK£lO Tile; opaofl� TTl8ov6v va £ivOI IJIKp6T£Pfl. 


no H) auv£x# IJEiWull TOU KOPOIOKOU pu8J.100 

OJ.Jsowe; !-l£TO Hlv rrprJJTrl i560q :ÔOI HI p£fUJOTI TOU KOpOIGK00 pu8f-10u. 0 aUVIOTWfJ£VOS 0PXIKOe; 

rng/wpa EWe; 15 mg/wpo, EUV ClTTOITElml mpClTEpW lJ£i:.0or, TOU KapoloKoO pu8/-iou. H 

http:o<p�iM.wl
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uDDl911n 913d08 '" 
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Tile; 06011<; TIl<; Karel Til oUVxoP�VllO'I lI-lE ol)mas£l-lll· 

T£<; TWV a1-oopsvsPYil((ilV lITTOOOX£wv 

Hi\IK!WW£VOI KOI aa8EVEi; blE V£(J)PIKt) 6 nITOTlKfl aV£ITCipwa: !lEV UITC1PXOUV mOIXEfa Via Til 

IYNli. YAIMOI nov AEN IYNIITONTAI 

l:YNAYAl:MOI noy AnAIIOYN npOi:OXH 

Tr,\/rV'.\'n 

Ti1̂ EVf:UliJlle; BiJ\TlãtlJil'; aE qAIKIWjJ£VOue; KOI aE aa8EVEre; IJE V£qJPIIGl � rJTTaTlKIl BuaA£lToupyfa, 

Dpw<;, TO Errfn£i'5a 61ATlātiJ'l<; GTO Tr,I-,ocrjJa va aU̅Ileo(jv at: fJ·JI(IWf1t\jOUS KGI GS 


!-At: ilTfmlK̆ 1 \jE(PPIK� aVETiOpKEIC jJno ano XOṗVl1all ana TO mOjJo, 


o! aTIOf(A£IGT£<; olauAwv ooj3wTiou, OTTWC; 11 OIATIÖ£IJ'l, EIVal m8av6 va a)(£Tf̉o\jTOi J-lE :-,uaf,oMe; 

Trl'; oio8:::0TIS, aUiJ1TEpIAop!3avop£VIj<; Tilt; I(aTCI8AI4JIle;, 


Orrwe; KC!! dM,ol OVTaywvlaT£C; ora(JAtoJv aa[3wTlou, 11 6IATlå£1J1l TTopoualőEI aVamaATiK� 

GillV KIVfJT!KOTIlTG iOU EVTtpOU. ETTOjJ£VWe;, vo XPIlaiPOTTOl£lTCiI IJE rrpoaox̌ as aae£Vf;f̍ 

Kfvouvo arr6cppa̎rj<; TOU EVTEPIKOU awA�va. 


2:YI\lli.Y.AIMOI noy ANTEZ,lt..E'KNYNTAI 

- li.ANTPO!\ENH (tyxuall): Iuxvo £XEI rrapmqp'18Ei aE swa 8o\fQTllqJopa j(oIAIOK� TCiXuKopofa O TCiV 

)(OPIlVElTaI EVOOcpAt!310 !3EpaTToIJIAIl Kal oavTpoAtvIl cruYXp6vwe;. 0 cruvouaolJOe; Tile; oavTpoAtVrje; 

IJE aVTCiYWVlmte; aoj3£oTiou Elval £TTOIJEVWe; OUV'1T1Kd ETTIKivouvoe; (f3t\. 4.3 AVic:v6c:fC;w;;). 


- EIMO/\O/\H (0£ aa9£v£ic; IJE 1J£IWl-ltvIl AEI TOuPYIKonlTCi T ile; apIOT£pCe; KOIAiae;): li.IOTapaxte; TOU 
pu9IJou (olll-laVTfKC j3paouKapofa, <pAEj3oKOIJ!3IKoe; anOKA£IOIJOe;), olampaxte; CPA£!30KOIJ!3ou KOI 
KOATToKoIAlaK�e; aywY1IJOTIlWe; KOI KapolaK� avmdpKEla (OUV£pVIOTIK� 0Pel0ll). 

- M<DENTANIAH: EvioXUOll HIe; KaTacrraATII<�e; opdor]l; 0''10 avanvwOTIKo. IUVIOTdTaI 
npoO'aplJoy� 

- ANAI:L8HIIA: H KaracrroAI'\ Tile; KapolaKI'\e; OUOTOATfKOH1TOe;, aywYII-lOTIlTa<; Kal aUTOlJanOIJOu, 

KaeWe; Eniolle; WI 11 aYVEloolaomATIKoTIlTa nou auvotETaI IJE TO aVOIaellTiKel IJTIOPOUV va 

SV10XUeOUV an6 TOUe; anoKA£loTEe; aoj3£aTiou. Eav OUYXOPllYileOUV aVOIO'El'lTIKel TTOU mpr£xouv 

OIpOOUVaI-lIK� avranoKploll. M£iwoll Gro pu91-lo aTToIJOKpUVGlle; IOU I-lUOxaAapwTIKoU I.mopE! va 

avaloenoia. H rauTOXPOVrj XOPCYlloq vnpwotiJV, KOHl Til OlaPKEIO H]<; avalo9'lGia<;, IJITOps! va 

- ANT ArOrm::TEI TOI\! Al\¢A1 MPENEPrlKDN ynOiiOXEGN: AUsilPSVr) 
opaGIl· 
TauToxpovIl XOPCYllOllIJE avraywvIO' va TIpoKaȀOEj 
� va £TTlOEIVWOEI TIlv uIToraol1. H oUYXOP̐VilO!) 6111TIȃt!JIl'; 1-1£ KOTTOIOV ClVTOYWVIOTii TWV OJ­

aopsvEPVIKWV UTTOOOX£UJV TTpSTTEI vei Y[VSTOI povo fJE crU)(V! ,iopC!!\ollou8qG'l 'fils 

" BHTJ\-,L1,nOK!\EIITEI: H £voo.:pM:i3IG. 61hJo:2ttJil XOPIlVOUPc.'(ij CiE 008EVEf<;" uno pc: 13-
GrrOKAEIGTt<; fJTIopd va olmapo.x̒<; aY['JV!pOTllfC1S 

::.!1l.i¸TIAPPY81V1!KOI nAPArONTEL Err£16� r: o!t\no(tpf! o.vnoppu8pn':<; 
XOPftVflCrl Tq̓ ¶E: cth}:.C{ QVTlappUSpH(G O£V ̔}UVlaTaTC�i A6-Y0J IOU 
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LLYEfI-EA25v- I 31'2 
(24a) 

BENZOilli\ZEnINEi.: (ploosoAcqJIl, iplavOr,djJIl): H 6IAllaǣtiJ'l auaav£l OTII-I0\lTIKO TIe; 
OUYI<£VTPWOW; Tile; iJli5o�OM!Jflt; KC!I IqS TPiCiZ;OAOPtls OTe rrMojJo KC!I ml�tlKUV£! TO Xp6vo 
'l1J1Z;W�; TOUS, LUVIOTOWi IOiafT£pl1 TTPOOOX� omv GUVTClyOYPO<pOUVTC!I Ǥ£vZ;oolaZ;£nrv£e; (3paXElcu; 
opaa£we; rrou !J£Taf30AfZ;OVTCI IJEen_v TOU CYP3A4 Of aa8£v£k; nou J\afJl3dvouv OI/\TlOZ;EPIl, 

- KOPTIK02:TEPOEII1H (/JE8uMfP£OVlsoA6Vij): AvoarOAb TOU PETC!j30AIO'POU (GYP3A4) TIlS 
p£8uATTpd)VIZ;OAOVIle; KOI avaO'TO"� Tile; P-yAuwrrpWT£i'vIjS;, 0 a0'8£v�e; TTpEm:1 va 
TTapaKOAou8£iWI Kala H1V EvapLr] Tile:; aywVKe; IJE /J£8ullITp£oVIZ;OAOVIl, npoaaPlJovK H1S oeallS 
Tile; 1-I£8U;\TIp£OVIǥoMVf)':; m8avov va £fvO! aVClYI(oia, 

- 2:TATII\IE2:: H 61ATlaDEjJll £ivol avaaToAtoe; TOU GYP3A4 1(01 EX£I aTToo£lx8£i OTt au7av£l TrjV AUG 
OplalJEVWV (HOnVWV, 0 I([VOUVOe; jJUOTTCl8£IOS Kat paj3i5oIJ UOAUOIlS; AOyw OTallVWV TTOU 
IJEwf3oAIZ;oVTC!lIJEaW TOU CYP3,A,4 m8ovwc:; va aUǦij8£i pE Hlv wUToXpovIl XPǧO'Il i5IATlaǨtIJIK 
'oWV £lvOi E<pIlUO, npSTT£I va XP'lO'II-IOTTOIClTOI IJta OTOTI\{1l TTOU OEV I..l£TOf3oAic£Tal OTTO TO CYP3,L\4 
lJoZ;i IJ£ HI 5IATlaM£jJ'l, Ola<pop£TIKO aTTom:lTO! O'WJlI TTapol<OAou81lGIl VIO arWEfa KOI oUIJTTniJfjmo 
TTl80vbS; T OǩIKOiflTOS; MV0J TIlS OTmlv'lS, 

::J\NTii<AT/w0/\lnTIKA TOY TynOY TH2: IMlnPAM!NHL, NEYPO/\HnTIf<A.: AVTlUmpTacnKE 
6pciaij KOI KiviSuvoe; Op800'TaTI KKe; UITCHOGIlS, 

KUIlG'l: Yrrapxouv TTOAU mpiOpIGjJ£VO OEOOIJ£va aTTo T'l XP�O''l HIe; OIATIOZ;EIJIl<; 0'£ £YKUjJovoum:s; 
G0'8EVEie;. H OIATlOZ;EIJIl EXEI arrOOElXTE:I OTI napOUa/dǬEI TOaIK6TIlTa Karo HIV avarropavwy� O'E 
OPIO'IJ£VO £Io'l cWWV (opoupalouc;, rrOVTIKIO, KOUVEAIO). EnojJEVWe;, 'l OIATlOZ;tjJIl O£ O'uVIGTaTaI KaTa 
Til OI(JpK£IO T'le; KUl)all<;. orrwc; £niO'Ile; aE yuvafK£e; I-IE II<OVOHFO T£KVOTTOi'lar]<; rrou OE 
XP'lO'lfJOnOIOUv OrrOTEAEO')JaTlKO TPOTTO aVTlaUAAIl41I1C;. 

faAouxfo: H oiATla(EfJll EKKpfvETai aTa I-II')TPIKO ydl\a O£ I-IIKp£e; O'UYK£VTpWO'EIe;. H YOAOUXio TTp£TT£1 
vo aTTocpEuYETaI 6Tav AOI-lf3dvETOI aUTO TO cpdpfJOKO, Edv 'l xp�crl') HIS; OIA TlOZ;tfJll<; Kpiv£TOI 
ana paiTIlHI , eo nptTT£1 va KaSI£pWeEi tvae; £VaAAOKTlKO<; Tporro<; aiTIO''l<; TOU j3ptcpoue;. 

Em6pacrm; OIl1v IKQVOTrITQ 06«1VI10'11«; Ka. X£IPU:r\JOU JJI1XQVWV 

H rrapoKaTw KOTara('1 (CIOMS) T'1( UUXV6TI]Ta� £IlCPaVlaFK XPl]uIIlOTT01EiTaJ, 6TTOU Ecpapp6(GTaJ: 
noAO O'Uxvt.� (2:.1110), uuxvt.<; (2:.11100 tw<; <1110), 6X1 auxvt.<; (::111.000 tw<; <11100), aTTaVlE:<; 
(::1110.000 tw<; <111.000), TToAO urravlE<; «1110.000), WI VVLtJO'Tt<; (OEV jJTTOpOOV va EKTlPI7Bouv pE 
(360'1 TO olaBtaFpa OEooptva). 

EVTOe; Ko8E KOTllYopiae; GUXVOT'lTae; E(1cp6vIGIle;. 01 avnn8L'!JIlTEe; £vtpym<; rropmi8ElfToi KaTd 
cp8rvouero erEipo O'oj3oPOTllTCt.L, 

LuxvtS;: KEr.poAoilyiCl, FaAil 
eX' O'uxv£Ǫ: VWPII<OTIlTO, QUTTvia 

Iuxvtǫ: KoA.rrOI(GIUlc!KOC; 
TTaAjJl0v 
'OXI auxvil: *pa6ul<ap6iG 

noAt) crU)(Vx: TU.;V KaTl;.} 
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TaU GVGTWPC;YWYW;OU (JUCiTI7POTO<; Iml IOU 

To 1(;\IVII<O GTTOT£i\tojJma Tr)<; oɮ£fo<; UTTEpooooAoyios iJTTOPEI vo ITEPlf,Of..!Pc'ivouv £ɯEOrIlJOojJEVfJ 
UTTOTCOq fjEXPI KC1TOTTArlɰfO\;, cpA£!30KOfjpll(ɱ ppaouwpoia IJE r, xwpi<; 100pu8IJIKO oloxwplop6 1<01 
olmopoXEC; l<okiToI<:OIAIOI<ɲC; aywyqJoTrjlOC;. 

H co. VOo-OKOfJEJai<6 m:pl[36AAov m:pIAofjf36v£ 1 yaGTplI(ts TT/\Go-£Ie;, oaiJWTII(� oloi.JPllo-q·
no HIV OVTiiJ£Tl;JITiOTj I(;.)'j oiompox0Jv 0YWYI!-l6TilTO<;, �.mop£f va c!ITGITq6£i TTpocwPlvr'l 

Z.UVIGTWjJ£VCi OVTioOTO: OTpOTTivr], aVVEIOGUGITClGTli<O, IVOTPOTTOI ITOp6yOVTEC;, VAUKOyovl1 1<:01 
YAUKOVIKO OC!3tOTIO XOpr]yOUJj£vo !-IE tYXIJOT1· 

5. <!JAPMAKOAOriKEI IAIOTI-ITEI 

AVTOYWVIOT�<; oopwTiou. aVTlOTr19aYXIK6c; ITopdyovrac;, OVTlOTTEPTaOlKO<; TTopdyoVTO<;;, 
KWOIK6<; A TC: COBD 801 
H OIATla*Efjll £IVOI OVTOYWVIGT�<; TWV 16vTWV Ca++. AvaoTf)\AEI EKAEKTIKd Tr]V £10000 aopwTlou 

fjEaW TWV "[3paotwv otaOAwv" O T'l OJ(lpK£la TIl<; EK1T6AwOll<; H)<; fjEfj[3p6vr]s TuN fjUOKOPOIOKWV 

Kundpwv KO! TWV AEiwv fJUTKllJV IVWV TWI/ 0YYEiwv. 

EAomiJvETOI fjEOO om oapKorrAoofJo 11 OUYKEVTPWOI) TOU Ca++ rrou Eival 0lo9EOIfjl) Yla TI)V 
Ev£pyorroill0'l TWV oUcrTaMwv rrpwTE'ivlKWV orolXEfwv (1..IIKKUAIO OKTivll<; fjuooivl1C;). 
H OIATla(E I..II1 opo crTlC; UTT£PKOIAIOKE<; appu9fJiEɳ Vim! ETTI[3pOOUVEI TIlV oYWYI1..I6TrlTO I..Itow TOU 

KohrroKOIAIOKOU K0I..IPOU . MEIWVEI Errfol1<; TOV Kivouvo IOxall..liac; TOU I..IUOKopOiou orr1 OIOPKEIO 

avolo91lofos ao9EVwv 1..1£ OTEcpaVlaia vooo rrou UTTOpOllAOVTOI OE IJIl-KOpOlaKr'). Y EVIK� EYXEipl)0ll. 

LTOV 6v8pwITO , !-lETa OTTO EvoocpM!3la Xopr;VIjOIj, 0 Xp6voC; l)!-lfm:l0C; �wris Tq<; o!Aila(EIJIls-HCL 
Eival 25-30 min. LE rroooaro 80% - 85% 11 olATIOsEfjil EivOl EVWIJEVIl jJc AEUKW/JOW rrMOfjClTo<;. 
M£TQ!3orjQETC!1 KlJpit>J'; OTO ɴTTap. To 000 KUPIO 6pavTiKQ fjETa[3oAIKO onlv KUKAocpopia . 

f) OIGK":: luAo-o!ATlo�tWll(al q N-PO\lOOII-lE8u)\o-ol)\TIasE!-IfJ txouv cpopl-laKof.oYIIɵri OpOGTIKOTI)Ta ITOU 
looouvcqJ£f fJE mp!:rou 50% Trts fOlc� TI)� uopOXAWPIK�<; 6IATla�tfJ'l<;. 
M6vo 0,2% - 4% TljC; 51.)\TlaRtfJl)<; OV£UpfCl<ETCI ovaAAofwTo ow oupa. 

Ii:: un o-ossiE;; 1«11 üEMTE:C; en:: I"CO apou p'Jiou<;, Via TrJV 
Til'; TOWI!(6TrF0C;, 660EI<; OI}\TIQ4ElJil<; O'X:::riGTllKOV!-IE L£ [IOHCES, 

IlEiltn::c;, CfiTO TOt' CTOI-'07OC; 06CEH;; TUN '125 mg/kg KOI UtjJr]MTEPE<; O£ opoupoiouC;, 

TOU (papPc't':C:i.,L 
! CHUIC:, 

IJEW!30.,r"tc; ,ou rlTTOTOC;, 01 OITois<; +TaV aVoOTpt4'iI-'E<; j..!£ ITi 
C6vEtt; TCGJV 20 û£ IlTIan!(€ý 

cnJTEþ t,T'J:\/ pc rJ·-J\!E)(, 
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603 

f'<.. ;111t,l",s 

H EVE(JIIJIl i3i1\TIO]£1J1l EivclI (Jupf3m6 pE OloAufJo XAwPIOUXou !'Ja 0,9% KCli yAUKO(flC; 5%. To 

IT£PI£XOfj£VO K06£ cplGAlofou OiCV\iJETCii !-IE 5 mi water for injeclion. 

'1,J; �,,,,' 

SA 	 ï(aT6. TEl 1"01..1 JTC"f 

6,.5 

6J3 <Cfi76pPiõ.pi1<; ,u:xv (qA},oS Xôlplcrl-l6S 

H £voocpAti3la XOP7Yl1crl1 npErTEI va yiv£TOI tJovo ano Vlarp6 Kal \J£ cruv£x+ f(AIVIK, Kal HKrll(6 
nopaKoAou61101l IOU a(Je£vou-. 

7. 	 KATOXor THI AAEIA::t KYKAOct>OPIAr 

8. API0MOI(OI) AiiEIAI KYKAO¢iOPIAI 

9. HMEPOMHNIA nPQTH! ErKPIIHI I ANANEnIHI THI MEI.4I 

'HL 	 HMEPOMHNIA ANA0IEQPHIH! TOY t{EIMENOY 

8. 	 To ¢u},}\o Oorl'/lWv VIC! TO >8p9aTIl <paPl-laKEUTII(liJV npo"iovH.\Jv TTOU m:pH�:XOUV opaOTII(O 
(JumOTlI<O iJll TIAZEM HYDROCHLORiDE jJopCp9 KOðm: riA LlIAlWMA npOl: EDCY2:H 
1 OOMGNIAL opfi;ElQl w<; EYZ<;: 

rlPOraIOPI!MOZ <i)t\IPI\I1A!'(EYTnWY 

'î 	 i * 
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KCIBE cpIW\IOIO m:pIEXEI 100 mg UOPO)(ALUPiK�S 
011\TIO(tP!1C; 

1.7. 

1,8. 

To «DNOMA. npOIDNTOE» m:pIEXEJ Hj opacHlKrl ouaio oJ)\TJal;EIJI1, tvav CIVTOYWVIOTr'j oapwTiou, 
iJE OVTlOTI1S0YX1KEr, KOI OVTIOTI"£praatKES 1010TI1TE<;. 

1. 	 napoōUof.lIKŎ UTTEPKOIAIOKW (Koll!3JK!'t) raxuKopofo TTOU OEV O<PEIAETOI OE uTTapŏ11 
TToporr AI1PWI.lOTlKOU oq.lmfou. 

2. 	 MOPllOPUYI't Ii TTTEpuYlal.lo<; TWV KOATTWV TTOU DEV Ocp£i/\ETOJ aE UTTOp´l] TTOPOTTArlPWIJOTIKOU 
DEllOTiou, 

2.3. Avn::vod�w;; 

LUVOPOIJO VOOOUVTO<; cpAE!30K0I.l!3ou crt: 008EVEi<; xwpi<; !3I1IJOTo56Trj. 
.. 	 KoATTOKOIAIOKO<; orroKAElollO<; 2°U W 3°U !30811ou aE aaSEvEi<; xwpi<; (3IlJ.l0T056Hj 

Aa8EvEi<; llE TToporrAI1Pw/JOTIKO OEI.H:lTIO (OUVOPOllO Wolf-Parkinson-White Ii auvopoJ.lO 
!3paXEw<; PR) TTOU ovoTTTuacrouv KoATTlKŐ J.l0PIJOPUVt1 I't KoATTlKO TTTEpuYlallo OEV eo TTPETW va 
A0J.l!3ovouv oIATIOsEJ.lr} Evoo<pAEl3fw<;, 

• BOPEIO UTTOTOOr} 
" Iol3oPrll3paouKopoio (AIYOTEPO (mo 40 OcpOőEI<; ova AmTo) 
'" APIOTEPIi KOPOIOKrl aVETTopKEla 
.. LUVOUOOll0<; J.lE o avTpoAtvr} (13k rrap, 2.5). 
" Ym:upEuolo8l1ufa OTr} OIATICli;'tJ.lrll't uf. KOTTOIO alTO Tel EKooxa 

ATWITEiTelI OUGTrlfJOTlI(r, TIapcKoJ,008qCirj (iE aOeEVEiX IJE PEIU4H�.Vq A1':nouPYii(OTIlTO TfjC; OP!OTEP1l<;; 
KOI,\lo<;, BOOoUlcopoia (j(ivouvoX ETI!OE!ViJJOTI<;) I't IJE 101) f3a8lJoO I(OI\rroKoIAlaKo urroKAEIGiJO 
E.lTII3E!30IWI.lEVOU HKnKa (ldvDUVOC; 1::1TIO€hllrJur}<; lCat uTTaV!O nMpou<; IWJITTOKOI;\IOKO!J 
aTIOK,\£iOIJO(I). 

TIOU CTUVO£ETO! !J2 TC 

http:PEIU4H�.Vq
http:oIATIOsEJ.lr
http:auvopoJ.lO
http:TTTEpuYlal.lo
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f}il-·!Ej1-E.41é;O­

- AgnArO[\lIITEI TON A/\$A1 AllPENEPriKON VnO.6.0XEOi\i: 
H oUy)(OPßVI"]OIl oIATla#t!Jr]<; !-l£ Konolov aVWYWVI OT� TuN 01-00P£V£PYiKt0V rrpSITSi 
yfVHa! !Jove !J£ OUXVß rropol<oAou8r]0r] Tq<; apTf'jplaKß<; rriwr]<; 

- BHTA-AnOMEIITE2:: H £vooqJAtf?,la ol}\Tla�tWI xopqyo0àSV!l ot: 008£v£l<; urro Clywyfl fJE ç­
arroKA£ IOT£<; jJrrop£J va npO I<aAto£1 OIOTapax£<; ayUJY!iJOTllWs. 
- A!\jT\.A.PPYGMIKOI nAPArOi\ITEI: ETTElOß I"] OIAT!OstPr) tx£! aVTiGPpu8p1Kts IOIOTrFEs, f] 

TaUTOXPOVIl XOPáYIl O's TIl<; (J£ dAAa aVTlappu8!-lIKa O£\! ouvlaTawl Myw IOU OUUllPtvou 1<1\l00\1ou 
aV£TT!8u !-'IlTWV £V£PY£IWV O'TIlv KopOla TTOU ITpotPXOVTOI arro a6pOI OTIKCI f.PGiVOjJ£VCi AUTOS 0 

OUVOUOOf..lo<; 80 nptiTEl va ylvElOI !Jovo KaTw CITO OT£V� KAIVI)(11 KGi I :f<rKè rrapcKc}\ou8110f'j. 
- ANTI-VnEPTp,DKOI nAPArOI\lTEI: H oIATla#t[Jq !-lTIopsi va £VIOXVO'£I H] opdGr] TWV OVTI­
um:pwO'IKWV nopayovTwv , IOlofn:po Tl0V a1 avwywvlOTWV. Eno[J£vw<;, 8a rrptm:r va yfvnG: OT£Vtj 
TTOPOl(oAou81l0f"j TIl<; TTfWIl<; owv 11 oliITla#tlJll OVYXOPIlV£fTaI IJ£ Kcmclov al 0VTaywVIGTß. 

b.AKTYJ\ITIb.A H I1A£KTpOqJuO'IoAoYIl(á OPOOIl Tll<; oIATla# t !-lll <; OTO <pA£!30KOIJ!3o !(o1 O'TOV 
KoAnoKolAIOKO 1<01..1130 OUtOV£I Til OPOOIl Tll<; Oa I<TUAITloQ(; 
:.,AMIOLlAPONH, LlIrO'=1 N H: 

- nAPArOrA NITPOLlON: 

I£ 6l\ou<; lOU<; a08£v£l<; rrou rrofpvouv ovwywvlcnt<; aoi3wTlou, 11 O'uvTOyoypaqJlloll rropaywywv 
VITPWOWV 80 rrptml va yfv£TOI 1-1£ rrpooo£uil K¡ aO£lloll TWV 06o£wv. 

- KYMOz::nOP INH : 

Z::UVIOTClTOi Il l-l£fwO'Il TIl<; 06011<; TIl<; Kul<Aoorropivll<;, 0 tA£YX0<; TIl<; V£<PPIKß<; AEfTou pyfae;, 0 


rrpooOIOpIOI-IOe; TWV £rrlTT£owv Kul<AoOTTopfv ll<; OTllv KUI(Ao<popfa KOI 11 p081..11all Tile; 06011<; Tile;, 

Kmel H] oUYXOP�VIlOll KOI (J£Tel Til 510Korr� TIl<;. 

- KAPBAMAZEnlNH: 

Z::UVIOTaTOI a EA£YXO<; TWV £TTlrrt5wv Tile; Kop!3al..la�£rrivll<; OTO rrMol-lo WI 11 Tipooapl-loy¡ TI"]<; 

- A.NAITOJ\EII TON H2 ynO.b,OXEDN THZ:: liTAMINHI (01I-1£T10fvIlIWI pavlTlofvll): 
01 ao8£v£f; rrou aKoAou800v avwyá tJ£ 6IATla�t !J1l eo rrptrr£1 va £â£TaåovTaJ npoo£KTIKO Kara Tllv 
tliapã1l á Til 6lal(Onß H]<; oywyä<; IJ£ aVOOTOAEf<; Tl0V H2 urrooox£wv Tll<; :cnoplvll<;. npoaaPiJoyrj 
Tile; f]!-!spsO'Ia<; MOIl<; 6IATla� tlJ!1S; raw<; 8£WPIl8£I arrapafTIlTIl· 

- PlcDAMnIKINH: 0 aa8£vá<; 8a. rrptrr£l va rrapaKoAou6SITO! rrpOOHTwd Keno Tf1V £vnpCIl � Til 
OIQKOTnl TIl<; 6£ponsfos; 1..1£ PlqJGIJTTlI<lVrj. 

- /\iElIO: i<Jvouvo<; aUâlloll<; Hl<; VWPOTOsIKOTIlTa<; liOU TTpUl':..uM:fwI cmo TO fJe,O. 

- B.t1,i-(J\O¢ENH: Z::UVlaTOTCiI rropoKO.A.oU8llCiI"] TIl<; apTlIPIGK�S rr!WIlS ,WI 

TOU OVTUTT£pmall(OU sav EIVaI anopaiTqTO. 

E2:r,/lO/\O/\H 008£v£l<; 1-1£ <pU0IOAOVIKß !lslTOupyfo. Tile; 
6!orapaxtc; IOU pu8IJOU (Ol1iJaVTII(¤ !3poi'5ui:: apofa , (fA£f3oi�ofJ!3n,oc:; o.ii 

cpA£j3(}!(�Ofli3ou IWI f(OkiTOIZOIAIOI<I'IS; GYWV1!JC'T'iW<; lfG! l(GPOlaK¢ 
ZUV!GTOTCn Ka< 
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rViETo[300Tj OT dAMj aVT!Clppu8lJii(ij 8spomJci H EfJTIEipia OIIl Xpfor) QVTIOPpu8pIKli)v TIopayc:;vH.tJV 

TGXvKopoia dp)(IO£, YC:VIKO jJ£oo OC: 3 cup£e; aTIO Til XOPMVilO!l TOU t:vtO'lJOU «OVOIJQ TTpoI6vTOS}}· 

nOlUic'C H aOcpaflSIO 1((11 II CTIOT£AEOjJCITIKOTrlm OTrj TIaIOIC; UcV t)(£1 T£KWIPlw8sL ETIOf.jEVW<;, il 
XP�Of1 Hie; 51.1\ TIC!�tiJllC; OEil OUVIGTGTOI OE rrOIOla 

To. KJ\IVIKO orroTsMalJom TIl<; OâErc<; um:pooaoAoyio<; \fa m:plAcIJl3dvouv sgWlliJaaiJtvil 
UTTOmGrj ptXPI KmaTTM1âia<;, q>ASI30K0i-l[3JKr'j I3poiSuKopoia pE rl )(wpi<; ICJOpUeIJIJ<o OIOXWplGpO KOI 
olCiTopaxt<; :<OATToKOIAlal<ã<; ayf.JJY'lJOTIlTO<;. 

H e£pam:io as VOGOKOiJS laKO TTspl l3aAAov m:pl!l.of.j[36vsl yoaTpl Kt<; TIMGSle;, OGI-IWTIKr'j OIOOPllGr,. 
ria T1')V aVTl iJETwTTlOIl TWV olompaXtJJv aYWYilJOHlTCle;, !.mopsi va OTIOmleS! TTPOOC0PIVr'j 

äUVIOTW\Jsva aVTi50ra: arpoTTivll, aYVEIOGUGrraOTlKa, IVOTPOTTO! rropdyovT£<;, YAUKOYOV Il KOI 
YAUKOVIKO ao[3toTio XOPIlyoU\JEvo fJE tYXUGIl · 

2.8. Avt1TleufJrJn:� EvtpYEIEC; 

H TTapaKarw Karara{f] (CIOMS) if],>, UUxvorf]rae; EJJ(paVIOf]e; XPIJ(J!jloTTOIEiraJ, 6TTOU Hpapjlo(uaJ: 
noAu ouxvte; (?:. 111 0), ouxvte; (?:.11100 EWe; <1110), 0X1 auxvte; (?:. 111. 000 EWe; <11100), aTTavlEe; 
(?:.1110.000 twe; <111.000), 1TOt\O urravlEe; «1110.000), jlf] vvwcrrte; (&v jlTTOPOUV va EKTlJlf]BouV jlE 
f3aalJ Ta olaBt.aJjla &i5ojltva). 

EVT6<; Ko8E KaTllyopia<; crU)(V6Tflws q.HpaVI all<;, 01 OVETTl8ulJflTE<; EVtpYElE<; rropari8£vTOI KOla 
<p8!vouoa crElpa Goj3apoTllwc;. 

illarapaxte; TOU VWPIIWU auarr,jloroe; KG! tpUXICXT,0iKte; olcxrapaxte; 

�uxvtC;: KScpOAOAyfo, �dl\il 
'OXI cruxvt<;: vWplI<orrlTa, aOTTvla 

Iuxvt<;: 1:01\TToKOLt-rGKb; 
lTaAl-!wv 
'OXI (3paou[(Opofa 

noM OU)(vr'J: oiOlll-iO TtJJV KO.W 
Iuxvli: aio8rllJO KCiKOU)(!a-; 

!J.ICirapaxtr; rou 

("au
! , 
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Eov rrpEm::1 va i,OI1!3dv£TE TO (}1CPPW(O as TOW) Xpov!:<:d 6IoCJT0!Jaw KOI TfopaA£il{!aTE pia 06vq 8a 
TIPETW va Tilv MI3£Ts TO ouvTOpon:po ouvm6. Eov EV' rouTole; TTAflOldžEI fl wpa Viet Hlv Errof.,lEVil 
60011, ouv£Xfon: :<aVOVIKCi Trlv oywy/ Xlupk; va A6/3£TE Tr; MOll TfOU rropoAEi4JCiTE 
:'{!if omAamal);;£ TIl;; 

!\vaypacpnol OTll'! EkWT£Pi:<:ſ Kal £oum:pIKl O'uoKwooio. 

IE rr:::pfTfT1.lJOTi TIOU '1 IIp£pojJi]viCi EXEI TIoptA8si PrJ\! TO XPflOlporrOIf'jOET£. 


- To cpdPjJOKO aUT6 aae; TO Eypal{!£ 0 VlaTPOe; aa.e; JJOVO v,a TO OUYI<£KPIPEVO laTPIKO oae; 
rrpoj3Afl!Ja. 11::: eo rrptrr£1 va TO alVEiE m: dMo oTOjJa l va TO XPflOIIJOrrOI£IT£ VIO KarrOIC! 
dMIl rrdellOfl, xwpfe; TTPOllYOUIJEVwe; va tX£TE aU(Jj3ouAWTEi TO Ylarpo oae;. 

nOlolo. 

Edv Kara Hl OldpKEla Tile; SEpanEfae; E!-lCPOVIOTEi KonOIO rrpoj3t\rIlJO JJE TO <papIJOKO, 
EVfjjJEpwcm otJ€GWe; TO YlaTp6 � TO <paPIJaKOTTOIO aae;. 
Edv tX£T£ oTTolaollTToTE EPWTlWaTlKd yupw aTIO TIe; nAflPo<popiEe; TTOU a<popOlJV TO 
<pdp(JaKO nou AOI1j3dv£T£ ƀ XP£Hjm£OT£ KaAUTEPIl EVfl!JtpWOll Yla TO laTPIKO aae; npoj3Arwa , 

!Jfl OlaTOO£TE va s'lT�OHE Tie; TTAIlPO<popi£e; aUTte; ana TO YlaTPO � TO <pap(JaKOTTOIO aae;. 
na va EIVOI aTTOT£AEalJaTiKO Kal aa<paMe; TO <P0PiJaKO TTOU aae; XOPllvr18flK£ So nptml va 
Aal1j30VETOI aU(J<pwva (J£ TIC; oOllyi£e; TTOU aae; 5681lI<av. 
na Tflv aa<poA£ld aae; KOI Hlv uy£fa aae; £ival anapaiTIlTO va olOj3daHE (JE npoGOX� K08£ 
TTAI1Po<popia nou a<popa TO <popl-laKO nou aae; XOPlly�9IlK£' 
Na IJIl OlaTIlP£iT£ TO <pdplJaKa a£ £pIJopla TOU AouTpoll, YlaTi fJ �tarll Kal Il uypaofa !JTTop£i 
va aMolwoouv TO <POP!JaKO Kal va TO KaTOaT�aOUv ETTlj3Aal3te; YIO TIlV uy£ia aae;. 
Na IJIlV Kparon:: cpdpl-loKa TTOU DEV TO XpElom£m£ nAtov � nou �Oll txouv A�kEI. 
no lJ£yaAuT£PfJ aa<pClA£lo <PUMƁTE oAa TO <poPlJaKa a£ aa<paM.e; (Jtpoe; !JaKPIO ana TO 

AIAGEl:HI: 

To cpopjJaKo aUTO TTpoopi�ETOI !Jove Via NOaOKOiJ£laK� xp�all. 

ET. SANOFI AVFNTIS /\EBE 
/\. l:YfTPOY 348 KTiPiO p. 
176 74 KAJ\/\18EA 
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1£\111<1') rpa fJiJm£fa KOIV(!J\/iK0JV AmpaAfm:wv 

-{frj-E.Òt15C-

2. 	 '(IT. Epyaofo<; P"TTaOX(;}\Ij(Jn> & KOiV())\!II(BC; ilpooTaofac; 

£:,./vorj Aocpc',/\lor]S' P.,0GEV£ICi<; (" 

Iraofou 29, 101 'W AeAv(] 

(IJE Tilv TTOPOKA!lOr] £vt']IJEPGJCiilC: TWV AcrCPO!\IGTIK())V 

TajJElC0V TTOU TTOP£Xouv '{Y£IOVO:JII(U n£pf9r!;\lPIl) 


nav£MVvlo !mplKo i..uA/\oyo 

nAoun:ipxou 3, 106 75 A8V\/Ci 

(1.1£ Tilv TTOpCII<..AxIGIl £VIlIJEPU)(J1'] rLvV 

TOITIKWV IcnpIKtlJV 


c: 

ilav£,A)\r)vla 

Tfls 

nov£AAl)vlo <PapIJOK£UTII<O 

'EvWCill 

Kopu@iJ 6, 1'1743 


,. .  

n£lpOIW<; 134 8, Aya81']pEpOU 
'I '18 54 ASr)va 
(p£ TrIll TTopoKArlO'l £vtlfJEPWOIl<; TWIf 
TOITIKWV <P0PiJOK£UTlKWV IuJ\'A6ywv Tll<; xwpac;) 

6. 	 nav£AAr)vlo 'EvWGIl <P0PfJaKoTToll0V 
NOOT]M:'UTII(WV IOPU!-'CxTWV 
MIXaAoKoTToOAou 99, 115 27 A8r'jva 

7. 	 IKA-CDapfJ/Kr) YTTrIPwfa 
Ay.Kwv/vou 8,10241 ASr)va 

8. 	 orA KAdoo<; ¢ap\JaKEUTlKr)<; n£pf8aAi.jJfl<; 
narflofwv 30, 10677 A8r'jva 

9. 	 OIKO<; NauTOu n£lpau.iJ<; 
K.naAaloMyou 15 

185 35 n£lpalo<; 


10. OfKO<; NauTou A8r)va<; 
rAauarwvo<; 2 & nmflafwv 

10677 A8r'jva 


11. 	 KEVTPO .6.IlAIlTflPICxo£wv 
NoaoKo!-,£fo noiowv "n.& A. KUPIOKOU" 
115 27rouoi 

ICDEE 
J\. Kr}<plofa<; 280 8, AYPIVIOU 3 
152 32 XaAdv5pI AfTlKr,s 

'13. nav£AA?vICl "Evl0Gll CDGPIJaKO�rOPIl)(avias 
!\0pljJa 7, 15 24 AIJIT£A6i<qTTcl, A811va 

1t 'IuAAoyo AVT/rrwv $apI-iCW£UTIKWV EIOC\;'., &. 
OO6sTmo'iou 
180 XAp. E8VIKI)<; 00011 
14610 [\I. EPYGPA.lA 

15. £lEI\Tio AvopavoiJ iac; 
naVETTlCHIWIOU 10679 

'ie. TESE 
. I<l0\jcrTa\!Tivou 5 

10351A9HNP, 

http:n�lpau.iJ
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ErnTEPIi"{H iIJANOiVIH: 

1. 	 ll/vafj AÄIOJ\OYrJCiqS npoI6vTUV 
a) TjJiliJO A�loMVllalls ¢aplJaKwfiKwv np0'lOvTuJV 
(3) rp0!JiJaT:::fa A' T!JÅI-lmo<; EmOTrllJovlKOU LUiJ(3out\fou EYKpfofluV 

!l.!vaq '=DOp/KWV ivkAfTWV & "EpfUVOs 
3. D.Jva'fl /;"'/KWV Yrr'lpwlwv EMyxou npO'iOVTWV 

T!J�iJo 'EKooalls 8, Kwo. Arrocpdm.wv 
1\. rPOjjfJon:fa LlfUTfpopa8!Jlou EmaTfllJOvll<oU IUIJpouAfou 

i2:: u3/20'10 

http:Arrocpdm.wv

