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E0NIKm: OPfANlrMOr <l>APMAKON 
MEOOV£iwv 284, 15562 XOAapvos 

www.eoLgr 
6/vaf'] .l'.IOIKrJTIKWV YnrJpEOlwv EAtvxou npOIOVTWV A0HNA,12-11-2010 
TI-l~lJa 'EK000rJS AO£JWV & Kwo. Ano<pao£wv 
-RA-IlPo<popit'S:--E:-AFl(JY Nl-ZOY-- ------- AP. rlPOT.: 77167 
TrjM<pwvo: 213-2040000 

EfKYKl\lOr - AnO<l>ArH 

0EMA: Ka90ploIJoS n£piAf']4JrJe:; XapaKTrJPIOTIKWV TOU npOIOVTOe; Kal tPuAAo 00rJV1WV Via TO Xp~OTrJ 
<paPlJaK£UTIKWV npoTOVTWV nou n£p'EXoUV OpaOTIKO OUOTOTIKO AZITHROMYCIN, 
EmKoAuJ.lJ.ltvo J.l£ MnTO UJ.ltVIO OIOKIO 250MG/TAB, 500MG/TAB & 600MGITAB, 
KO'POKIO, oKArlPO 250MG/CAP, KOVII; VIC OIOAuJ.lo npoc; tVXUO'l 500MGNIAL, KOVIC; VIO 
nOOIJ.lO £VOIWP'lJ.l0 200MG/5ML & KOKKio nOpOHTOJ.ltV'lC; onootC1J.l£UC1'lS VIC 
nopOOK£Ur; nOOIJ.lOU £VOIWpr;J.l0TOC; 2,OG/BOTTLE. 

"EXOVT£e:; un04Jrj 
0) 	 TIS OJOTO~£Ie:; 1rjS KOIV~e; YnouPVIKrlS Ano<paorjS .l'.yr3 (a) 83657/2005 "n£pl £vaplJovlorjS Hle; 

EAAf']VIK~S NOIJ08wias IJ£ 1rjV aVTioTOIXrj KOIVOTIK~ OTOV TOIJEO TrJS KUKAo<popiae; . 
TWV <papIJOKEUTlKWV npoIovTWV, nou npoopi<OVTOJ VIO av8pwTTlvrj xpr'lor1", 

(3) 	 Trjv un' aplelJ. 43391/23-6-2010 Ano<paorj npotOpou EO<!> (<!>EK. 10521T£uxoe; ~£uT£po/12-7-
2010) "n£pi lJ£Ta!3I!3oo£we; OIKOIWIJOTOe; unovpa<p~s OTTO TOV npo£opo EO<!> npoe:; TOUe:; 
npo'loTOIJEVOUe; oJ£u8uvm:wv EO<!>" 

V) 	 TTl rVWIJOT£UOrj TOU ETTlOTrjlJOVIKOU IUlJ!3OUAiou EVKpio£wv ap. <!>-201/21-5-2010. 

AnO<l>ArIZOYME 
1 H n£piArl4lrJ XapaKTTlPIOTIKWV TOU npoiOVTOe; nou mplEXouV OPOOTIKO OUOTOTIKO AZITHROMYCIN 
OHI J.loP<P r;: KOKKlo nopOT£TOJ.ltV'lC; onootoJ.l£UO'lC; VIO nopoC1K£uri noo"Jou £VOIWpriJ.lOTOC; 
2,OG/BOTTLE, opi<nOl we; £~~S: 

nEPII\Hlj../H TON XAPAKTHPIHIKON TOY npo'iONTOr 
(a<18polJ UKivrj) 

1. 	 ONOMAriA TOV <DAPMAKEVTIKOY npo'ioNTm:: 

2. nOIOTIKH KAI nOrOTIKH rVN0ErH 
KOKKia napOT£TOIJEVrJe:; onoOEOIJEUOrje; Via napooK£uri nooilJou £VOIWPr'lIJOTOe:; 2g/bottle (dose) 
Mia <ploArJ aVOOUOTOIJEVOU £valwp~IJOTOe; mpIEX£1 OluOPIKr'l 0SlepolJuKivrj looouvafJrJ fJ£ 2,0 9 
oSI8poIJ uKivrJe:;· 
ria TOV nA~PrJ KOTOAOVO TWV EK06xwv, !3A. TTapovpa<po 61 

3. (J)APMAKOTEXNIKH MOP<l>H 

KOKKio napOTnOIJEVrje; anOOEOfJ£U0rJS VIO napooKEur'j nooil-l0u EvalwprllJOTOe; 


4. 	 KJ\INIKEr nI\HPO<DOPIEr 


4.1. 0£pOn£UTlKtc; £vo£i~£IC; 


EvO£iKVUTOI VIO TrJ 8EpanEio ~TTlWV EWe:; IJETpias (30PUTrJTOe:; AOllJw~£WV TOU ovonvEuOTIKOU OUOTr'liJ010e:; 

npOKOAOUIJEVWV ono Euoio8f']TO OT£AtXf'] IJIKPOOPVOV10I-lWV, onws 01 


http:VOIWP'lJ.l0
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/\OIJJW~lIr; TaU KaTwTEpou ava rrVWOTIKOU (6rav tXll arroJJovw8li iJ m8avotl0YEiTOI rra8oy6vo, 
waio8f) TO m vitro OTf)V a(18poJJUKivf)). 
O~EiEe; [3oKTrlPIOK£e; E~OpOEIe; xPOVIOe; [3povxiTIOOe; oq>EIAOIJEVEe; OE Haemophilus mfluenzae, Moraxella 
catarrhal/s, Haemophlfus parainfluenzae ~ Streptococcus pneumoniae 
nv£ujJovio OTTO Hlv KOlvoTrpo nou oq>EiA£:TOI OE Chlamydophila pneumoniae, Haemophilus influenzae, 
Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumoniae ~ Streptococcus 
pneumomae (Yla Tf)V rrvwJJovia (3t1tm Of)JJEiwof) OTO T[tlor; Tf/C; rropoypcf(pou) 
/\OIJJW~[lC; TOU avwTEpou avorrvWOTIKoU . 
O~£io [3oKH1PIOKr'j TTOPOPPIVOKOATTiTIOO TTOU oq>EiA£:TOI OE Haemophilus inf/uenzae, MoraxeJ/a 
catarrhalis, Streptococcus pneumoniae 
<DopuyyoolluyooAiTIOo TTOU oq>EiAETOI OE Streptococcus pyogenes. 
EIOIKO, OTrlv OTPETTTOKOKKIK~ OlJuyooAiTIOO TTptTTEI va XPlloljJOTTolEiTOI we; EvoAAoKTIK~ 8EPOTT£io, OE 
008EVEie; OTOUe; oTToioue; o£v IJTTOPEi va XOPIlYll8Ei Il 8EPOTT£io npwTIle; EKAOvrie;. H mVIKIAAivll EivOI TO 
-OuvIl8Ee;~(j1Upp.oKO EKAoyrie; Ylo H] 8Epomio Tile; q>opuyyo.olJuyooAiTlo.oe; nou O<pEiAETOi OTOV 
Streptococcus pyogenes, TTEPIAojJ[3.oVOIJ£VIle; KOI H]e; TTpoq>uM~£we; anD TOV PEUjJOTIKO nupETo. H 
0~18pOIJUKivll EivOI YEVIKO OTTOT£AEOIJOTIK~ VIO Tllv EKpi~wol1 TWV OTPETTTOKOKKWV ono TOV 
OTOIJOTOq>Opuyyo, .oAAo OEV UTTOPXOUV mi lOU TTOpOVlOe; OEOOIJEVO nou va KOTOXUpwvouv Tllv 
.onOTEAEOIJOTIKOTIlTO H]e; 0~18POIJUKivlle; OHlv TTpoq>uAo~Il OTTO TOV PEUIJOTIKO TTUP£TO 

IHMEIOIH H 0~18pOIJUKivll OEV TTPETTEI va XPIlOllJOTTOIEiTOI OE .o08EvEie; jJE TTVEUlJovio, 01 oTToiol 
KpivoVTOI OKOTOAAIlAOI Via E~WVOOOKOIJEIOK~ 8EPOTTEio, OTTO lOU OTOIJOTOe;, £~ olTioe; lJupiou [3081J0U ~ 
[3op£ioe; AoilJw~lle; ri AOyw LJTTOp~Ile; OTTOIOUOriTTOTE OTTO TOUe; .oKoAou80ue; nopoVOVTEe; KIVOUVOU 
• 	 008EV£ie; TTpoo(3All8tvTEe; OTTO £vOOVOOOKOjJEIOKO TT080yovo 
• 008£VEie; \JE YVWOTri ri TTl80voAovoU\JEVIl IJIKP013101IJ iO 

• ooS£vEiC; OTT.oITOUVT£e; EIOOYWyri O£ VOOOKOIJEio 

• 	 IlAIKIWlJtVOI ri E~.o08£vrllJtvOi 008EV£ie; 
• 	 ooS£v£iC; IJE OUVUTTOPXOVTO OIlIJOVTIKO TTpO(3Ari\JOTO uVEioe; TO oTToio IJTTOPEi va £TT'lPEOOOUV TIlv 

IKOVOTIlTO oVTiopoorie; TOUe; TTpOe; Til VOOO (mpIAOIJ[30VOlJtvwv Tile; OVOOOKOTOOToArie; ri Tile; 
AElTOUpv'K~e; oonAllvioe;) 

flO Til 8£POTT£io HIe; TTv£u\Jovia<; ono Til KOIVOTIlTO XPIlOl\JOTTOIOUVTOI ouvri8we; OUVOUOOIJOi 
OVTI[310TlKWV (Kupiwe; [3-AOKTOIJIl \J£ \JoKpoAiOll). IE K08E mpiTTTWOIl TTptml va AOIJ[30VOVTOI unOljJil 01 
E8vIKEe; KOTEU8uVTriPI£e; OOllviEe; Via Til 8EPOTTEiO Tile; TTVEU\JOvioe; OTTO Til KOlvOTilTO. 

4.2 . .6.oooAoyio KOI TPOTTO<; xoPI'JYlloll<; 
01 OOSEVEiC; OUVIOTOTOI va AOIJ[3ovouv TO KOKKio 0~18polJuKivIle; TTOPOTETOIJ£VIle; oTTootOIJEUOfle; jJE 00£10 
OTO\JOXI (lOuMXIOTOV 1 wpo TTplV ri 2 WpEe; \JETO TO YEUjJO)- [3Atm TTOpOypOq>o 5.2 

<J>OPI-lOKOKIVIlTIKi<; IOIOTIlTE<; 

Xprjon OE Evr'1AIKE<; KGI EW0I30U<; (;:. 12 ETWV): 

H oUVIOTWIlEVil Mall KOKKiwv TTOPOTETO\JEVIle; OTTootOIJEUOIle; 0~18PO\JUKivlle; OE EvriAIKEe; KOI E<Pri[3oue; 

EivOi 2.0 9 ano~. 


IE TTEpiTTTWOIl TTOU TTPOKAIl8Ei t\JETOe; OTOV oo8Evri EVTae; 5 AETTTWV OTTO H] xoPriViloll KOKKiwv 

o~18pOIlUKivlle; nopOTETO\JEVIle; oTToOEO\JEUolle; 80 TTptml vo JHlq>8Ei \Jio OEl:mpll 06011. 


nOlOIO: 

T.o KOKKio o~18po\JuKivlle; TTOPOTETO\-ltvlle; onootojJEUOIle; OE OUVIOTWVTOI V'O TTOIOla IJIKPOTEPO TWV 12 
ETWV 

HAIKIWbJtVOI 008EVEiC;: 

Mv OTTolT£iTOI TTpOOOP\-lOV~ Tile; ooooAovioe; OTOUe; IlAIKIW\Jtvoue; 008EV£ie; VIO TOU~ oTToiaue; oTTomiTOI 

Vo M~ouv BEpomi.o 0~18pO\-luKivlle; ([3Atm TTOpaypO<po 5.2 <J>OPI-lOKOKIV'lTIKi<; IOI()T'ln:<;). 


Ao8£VEic; U£ VE(j)QII<!l OVETTOOKEIO: 

Mv auvloToTOI TTPOOOP\JOVr'] Tile; ooooAovioe; OE OOSEVEie; \JE rimo twe; IJ£TPIO VEq>PIKr'j OVETTOPKEIO 

(GF R 10-80 mllmin) np£ml vo AO\-l[30VOVTOI TTpo<puMf,£Ie; OTOV TO KOKKio .o~18pojJUKiVIle; 

TToPOT£TOjJ£vlle; oTTootOIJEUO'le; XOPIlYOUVTOI OE OOSEVEie; \-lE oo[3.opr'j VE<PPIKr'j ovmopKElo (GFR < 1 0 

mllmin) (BAtm TTop.oypoq>oue; 4.4 EIOIKi<; TTP0(JOoTTolI'Jon<; KOI TTpoq>uM~m; KOHl HI XPI'J0'l KOI 

5.2 <J>aPI-lOKOKIVI1T1Ki<; IOIOTIlH<;) 

2 
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movonollworj~ ((3Mm nopoypo<po 4.8 AvnTleUJlllH~ Evtpvm:~), CITOIJEVW<; OnOlTEiTOI npOOOXrl 
KOlO Hl 8EponEio OOBEVWV 

• 	 ME oUYY£Vrl rl T£KlJflPIWlJtVil nOpOIOOIl TOU OIOOTrlIJOTO<; aT 
• 	 01 onoiol Eni TOU nopovTO<; 1I01J(3ovouv 8£ponEio IJ£ 01111£<; OpOOTIKt<; ouoi£<;, 01 onoiE<; EivOI 

YVWOTO OTI nopoTEivouv TO OIOOTrWO aT, onw<; OVTIOppuBlJlKO T6~1l<; IA KOI III, OIsonpioll KOI 
T£pq>Evaoivll 

• 	 ME fl1l£KTpollUTIKE<; OIOTOPOXt<;, 1010iT£PO OE m:pmTWOEI<; unoKolllollJio<; KOI unOlJoYVIlOIOllJio<; 
• 	 ME KlIlvlKo OXETisOWvq (3poouKopoio, KOPOIOKrl oppu8IJio rl oo(3oPrl KOPOIOKrl ovmopKEIO 

lE OOBEV£i<;, 01 onoiol MIJ~OVOV BEponEio IJE 0<18poIJUKivll, txouv ovoq>Ep8Ei E~OpO£I<; TWV 
OUI1TITWIJClTWV Hl<; IJUOoStvEIO<; gravis KOI vto qJq>OVlofl OUVOPOIJOU IJUOOStVEIO<; (BMnE nopoypoq>o 
4.8) 
To KOKKio o(IBpolJuKivll<; nOpOTETOlJtvfl<; onoOtOIJEUoll<; YIO noollJo Evolwprwo mplEXouV 9 
OOKXOPOsll<;. AUTo nptTIEI vo 1I01J~OVETOI un04!1l O[ OoB£v[i<; IJ£ oOKXOPWOIl olol3rlTIl. Ao8£v£i<; IJ[ 
onovlo KlIllPOVOlJlKO npo~lIrllJOTO ouoov£~io<; OTfl q>POUKTOsll, ouoonoppoq>1l01l<; ylIuKO<fl<;-yolloKTOsll<; 
rl ovmaPK[lO<; OOUKPOOIl<; (OOKXOPOOIl<;)- 1001J01lTOOIl<; OE 80 nptTIEI va MIJ~ovouv aUTO TO q>oPIJOKo 
To KOKKio o<,BPOIJUKivfl<; nOpOl£TOlJtvll<; onootoIJEUO'l<; Ylo noollJo EVOIWPfllJO mpltxouv mg 
VOTpiou AUTO nptTIEI va 1I01J~OVETOI un04!'l O[ 008EV[i<; nou I3pioKOVTOI OE ElIEYXOIJEV'l oiono vOTpiou 

4.5. AMllAEmopaort~ Jl£ aMa q>aPJlaK£UTtKa lTpo'i6vTa Kal 6M£~ JlOpq>te; aMllAclTiopOOlle; 
Antacids!AVTlo~lvo 
L£ q>OPIJOKOKIV'lTIKrl IJEMT'l OTllv onoio Es£TOo8IlKE 11 miopooll TIl<; TouTOXPOVIl<; XOPrlYIlO'l<; 
OV110~IVWV KOI 0sI8polJuKlvlle;, OEV nopoTllPrl81lKE miopooll OT'lV olllKrl 13100108EOIIJOH1TO TOU 
OVTl1310TlKOU nopOTI 01 IJtYIOTEe; OUYKEVTpWOEIe; TOU OTOV opo TOU oiIJOlOe; IJEIWSIlKOV KOTO npootYYIOIl 
25% lE 008EVEie; nou lIolJf3ovouv nopoMllllo 0sl8polJuKlvll KOI OVTIO~IVO, TO q>OPIJOKO OEV nptnEI va 
lIo~l3ovoVTOI TOUTOXPOVO. 

Cetirizinei LE T1pl(ivn 
2:E uYI£ie; ES£lIovTte; 11 OUYXOPrlYIlOIl TIEvSrllJEPOU 8EponEUTIKOU 0XrlIJOTO<; nou mpl£MIJ(30VE 

0<18pOIJUKivrj KOI O£TIPlsivll 20 mg OT'l oraS£pOnOllllJtvll KOTOOTOOIl OEV EIXE w<; onOTtll£OlJo Konolo 

<jl0PIJOKEUTIKrl o""ll"miopooll rl 0IlIJOVTIKrl olllloYrl oro OIOOTfllJO aT. 


Didanosine (Dldeoxyinosine)/ LlloovooivO 

H ouyxoPrlY'lO'l 1200 mg 0sI8POIJUKiv'l<; IlfJEPlloiw<; IJE 400 mg oloovooivll<; IlfJEP'loiwe; OE 6 008EVEi<; 

8£TIKOUe; OTOV HIV OEV q>OVIlKE vo mflP£OsEI Til q>OPfJOKOKIV'lTlKrl T'l<; OloovooiVIle; OTil oTOBEponOI'llJtv'l 

KOTOOTOOil O£ OUYKPIOfl IJE TO EIKOVIKO <jlOPfJOKO. 


DigoxlDlLllyo~ivn 

MEplKo OVTlI3IOTIKO T'l<; OfJOOOe; TWV 1J0Kpollloiwv tXEI ovo<jl£pS£i OTI mllPEOsOuv, OE OPIOlJtvoue; 

008EVEie;, TO I11KPo1310Ko fJETOf301l101J0 Tile; o,yo~iV'le; OTO tvnpo lE OOBEV£i<; nou 1I01J(3ovouv 

TOUTOXPOVO 0SI8POfJUKiv'l KOI olyo~ivll, 11 OUVOlOT'lTO OUsIlOIl<; TWV OUYKEVTPWO£WV TIl<; olyo~ivll<; 


nptTIEI va 1I0fJ13ovuoi uno4!'l 


Zidovudine/Zloo!3ouoivn 

E<jlonos 060£1<; 1000 mg KOI noMonM<; 060£1<; 1200 mg rl 600 mg 0sIBPOIJUKiv'l<; £ixov fJ1KPrl 

miopooll OTIl <jl0PIJOKOKIVIlTlKrl TIl<; slool3ouOiv'l<; OTO nMolJo rl OT'lV onol3ollrl OUTrl<; rl TOU 

yAUKOUpOVIKOU IJ£TO~olliT'l Tr1<; ono TO oupo. OOTOOO, 'l XOPrlYlloll o<IBPOIJUKiv'l<; OlJ~'lO£ TI<; 

OUYKEVTPWO£I<; T'le; <jlwoq>opuAlwfJtv'le; <loo(3ouOiv'l<;, TOU KlIlvlKo OpOOlIKOU IJ£Tol3oAiTIl Tfl<;, OTO 

n£plq>£pIKO 1J0vOnuPllvo. H KlIlVIKrl 0lllJooio TOU £UPrlIJOlO<; OUTOU o£v £ivOI OO<jlrl<;, !-mopEi OIJWe; va 

onoOEIXT£i W<jltlllfJ'l YIO TOUe; 008EV£ie;. 

H 0sl8polJuKivll OEV oM'lllETIlOpo 0llfJOVTIKO IJE TO OUOTrWO TOU IlnOlIKOU KUTOXPWIJOTO<; P450 

nlOTEUOOI OT! 'l 0sI8POfJUKiv'l OEV U<jliOTOTOI <jlOPfJOKOKIV'lTIKte; oM'l"mlopoo£l<; oVTioTOIXE<; 11£ EK£ivE<; 

T'l<; Epu8polJuKivll<; rl oMwv I-J0Kpollloiwv H moywYrl rl 'l oopovonoill0'l TOU 'lnOTlKOU KUTOXPWIJOTO<; 

P450 IJtow TOU oUlJnAtYlJOlo<; KUTOXPWfJOTO<;-I-JETOl3olliT'l 5EV oUfJ~oivEI I-JE Tflv 0<18pofJuKivil 


ErgoU AAKglloEIOIj EpuOIGwoouC; 6AupoC; 

I\oyw T'1<; 8EWPIlT1Krl<; m80vOTflTOe; EIJ<jlOV101l<; EPYOT10IJOU OEV OUV10TOTOI 11 TOUTOXPOV'l XPrlo'l 

osI8po!-,UKiv'le; \JE nopoywyo £puoll3woou<; ollupo<; (~lItm nop6ypo<jl0 4.4 EIOIKie; npOEIOOlTOIr)OW; 

KallTpoq>uM~w; KOla HI Xpr)OIl) 

cDoPlJoKOKIVIlTIKte; I-JElItTE<; txouv 51(soXB£i OVOfJEOO OTllv 0sIBp0l-JuKivll KOI TO oKoAou80 q>OP!-,OKO TO 

onoio £ivOi YVWOTO OTI U<jliOTOVWI 0rJl-J0VTIKO IJETo(3olllolJo IJtow TOU KUTOXPWI-JOTO<; P450 
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Alorv astalin/6!QQJ3JlOl cnivD 
H ouyxop~Yf']Of'] 10 mg OTop(3oolOTivf']e; f']~£pf']oiwe; KOI 500 mg o~18pO~UKivf']e; f']J-lEPIlOiwe; is[ v 
TpoTTonoilloE Tie; OUYKEVTpWOEle; Tile; OTop(3ooTOTiVIle; OTO TTMo~o (~E (36011 ~t80oo TT POOOIOP10iJOu 
aVOOTOA~e; Tile; HMG CoA-OVOYWYOOf']e;) 

Carbamazepine/Kop13olJOSETTiYn 
h lJiO l-lEAE Tf'] <pOp~OKOKIVr\T1KI']e; oAAf']AmiopOOIle; OE uYIEie; EBEAOVTEe; OEV TTapOHlP~Bf']K£ Ko~io 
Of']\JaVTlKI'] miopaof'] OlO mimoo HIe; Kop(3a~o~mivf']e; !'] TOU 0POOTIKOU IJU0(30AiTf'] Tf']e; OTO TTAOO~O OE 
a08£v£ie; TTOU £AOlJl3avov TOUTOXPOVO O~18POIJUKiv'1. 

CimetidinelLllJ£Tloiva 

2:£ lJio <pap~OKOKIV'1TIK~ ~EAETf'] OTf']V OTToio £~£TOoB'1K£ f\ miopoof'] mi Tf']e; <pOp~OKOKIV'1T1K!']e; Hle; 

a~18poptrKiv1Tc;-prm;-upUnO~-ooo1T~01pnT5ivll-C;~TIOUXoPf\y!']BIlK£ 2 WpEe; rrplv_orro Hlv O~ISPOIJUKivf\, 


o£v TTOpOTf\pI']B'1KE ~£T0I30AI'] Tile; <P0PIJOKOKIVf']TlK!']e; Tf\e; O~IBpOIJUKiVf\e;, 


~oumarin-Type Oral Anticoagulants/ATTo TOU OTOIJOTO( KOUjJOPIVIKO AVTITTOKTIKO 
2:£ lJio <pOp~OKOKIV'1T1KI'] ~£AETf'] OAAr1Amiopoo'1e;, f'] Oi;ISPOIJUKivf'] o£v ~UEI30AAE TO OVTITTf']KTIKO 
OTTOTtAEO~O IJIOe; «POTTO~ MOr)e; 15 mg l3op<popiVf']e; (warfarin), 11 OTToio XOpf']yI']Sr)KE O£ uYI£ie; 
£SEAOVTEe;, Muo Tr)V KUKAO<popio TOU <p0PiJOKOU Olllv oyopo UTTl']p~OV ovo<popte; £vioxuor)e; TOU 
OVTITTf']KTlKOU OTTOT£AEO~OTOe; ~ETO OTTO ouyxoP~Y'10'1 Oi;ISPOIJUKivf']e; IJ£ OTTO TOU OTOIJOTO<; KOU~OPIVIKO 
OVIITTr)KTlKO. nOpOAO TTOU o£v EX£! T£KIJ'1PIWB£i OITlOAOYIKI'] OUOXETIOr) IJE Tf']V Oi;IBpoiJUKivf\, TTptml va 
OiV£TOI TTPOOOXI'] OTr) OUXV01'1TO TTOPOKOAODB'1o'1e; TOU XPovou TTpoBpolJl3ivf\e; OTOV '1 oi;18poIJUKiv'1 
XPIlOlj.JOTTOIEiTOl O£ 008EVEk; TTOU AOj.J(3ovouv OTTO TOU OTOj.JOTOe; KOUj.J0PIVIKO OVTITTf']KTIKO . 

.Q.yflospo[inlKuKlIOOTTOPiyn 
2:E \Jio <pop~OKOKlvIlTIKI'] j.JEAElf\ OE uYEie; £BEAovTte; OTOUe; oTToioue; XOpr)y~8'1K£ f\j.J(pr']0I0 OTTO TOU 
OTOIJ010e; MOr) oi;IBpoIJUKivf\e; 500 mg YIO 3 1lj.J£p£e; KOI OKOAOUSWe; (<POTTO~ 060'1 KUKAOOTTOpivf']e; 10 
mg/kg 01 OTTopptOUO(e; Cma• KOI AUC O,5 Tr)e; KUKAOOTTOpivf\e; (3pte'1KOV va £ivOi 0IlIJOVTlKO OU~f']lJtv£e; 
2:uv£TTwe;, TTptTT(1 va £~UOi;ETOI j.JE TTPOOOX~ 11 TOUTOXPOVf\ xopI']Y'10f'] TWV <pOpIJOKWV OUTWV Eov EivOi 
OTTOpoiTf\Tr) '1 TOUTOXPOV'1 XOP!']YIl01'] TOUe;, TTptTT£1 va TTOPOKOAouBoOVTOI TO (TTiTTEOO T'1e; 
KUKAOOTTOpiv'1e; KOI va TTpooopj.Joi;ETOI OVOAOYO f'] ooooAoyio 

EfavirenzlE(j?o!3lp£vi;a 

2:uYXOP~YIlOIl E<POTTO~ f\~Ep~0I0e; 060f\e; 600 mg o~IBpO~UKiv'1e; KOI 400 mg £<pol3lp£vi;'1<; YIO 7 '1j.JtpEe; 

o£v EO£I~E KOlJio KAIVIKWe; 0'1l-l0VTlK~ <POP~OKOKIVf\lIK~ OAAf\AETTiopOO'1 {j.EV (ivOi OTTOpoi1 IlTf'] 11 

TTpOOOPlJoyl'] Tf']e; Malle; Tf']e; oi;IBpo~UKiv'1e; OlOV oUYXOPf\y(iTOI IJE (<po(3lptvi;r) 


Fluconazole/¢AouKovol;oAo 

H ouyxop~Yf']or) ~ioe; E<pOTTO~ MOf']e; Oi;18po~uKjV'1e; 1200 mg o£v ~UEI30A£ Tf']V <pOp~OKOKIVf\TIK~ ~ioe; 


E<p6TTO~ 06or)e; <pAOUKOVoi;oAf']e; 800 mg H OUVOAIK~ TTOOOlf']lO TOU <p0PIJOKOU TTOU <p8ov(1 OTllv 

KUKAO<popio KOI 0 xpovoe; '1~Ii;wl']e; T'1e; oi;18po~UKivf']e; OEV ~EToI3AI']8IlKaV OTTO T'1 auyxopl']YIlOIl 

<pAOUKOVoi;oAf\e;, OOTOOW TTOpOTf']p~8'1K£ ~io ~£iwo'1 OTIl ~tYIOT'1 oUYKtvTPWOIl Tf\e; oi;18poIJUKivf']e; OTO 

TTMo~o, Cmax , (18%) '1 oTToia o£v ~lOV KAIVIKO Of']IJOVTlKI'] 


Indinavir/lvolvo13ipo 

2:uyxop~yf']O'1 ~ioe; £<pOTTO~ MOr)e; 1200 mg oi;18po~UKiv'1e; OEV (IXE OTOTIOTIKO Of']~OVTIKI'] miopoof\ 

OTr1V <pOp~OKOKIVf\TIKI'] 800 mg Ivolvol3lpf']e;, XOP'1yoO~EV'1e; TpEIe; <popte; Tf']V f\l-ltpo YIO 5 r)~£p£e; {j.£v 

(ivOi onOpaiTf\T'1 '1 TTpOOOPlJOYI'] HIe; MOf']e; Tf\e; oi;18pOlJUKiVIle; orav oUYXOPf']y£iTOI ~£ Ivolvo!3ipo 


Methylprednisolone/M£8uATTp£ovISoMvD 

2:£ lJio IJEAETf'] <pOp~OKOKIVf']TIKI']e; OAA'1AmiopOOf']e; OC uYIEie; C8(AOVTEe;, f'] oi;18polJUKivf\ o£v TTPOKOAEOE 

KonOIO af\IJOVTIKI'] ~ET0I30A!'] OHlv <pOp~OKOK1Vf\TIK!'] Tf']e; IJE8uATTPEOVIi;oMv'1e;, 


Midazolam/Mloai;oAOIJO 

H auyxopl']yr)O'1 500 mg oi;18po\JUKivf']e; '1lJEpf\oiwe; YIO 3 f'JlJtpEe; OE uYI£k; E8cAOVT£<; OEV EiXE we; 

OTT01£AEOlJO KOTTOIO KAIVIKO OrWOVTlKI'] oMoy!'] OTf'] <pop~OKOKIVllllK~ KOI Til <P0PlJOKOOUVOlJIKI'] IJIOe; 

E<pono~ OOOf']e; 15 mg lJIOO(OAO~f\e; 


5 



9 

)OffiJd8 01 OIl, )nOA(lQIII>! )(l0)!11Uf\flQ )n01 A(lOAoyOIO)lIQ 
uy:}ffio O)ll1Uf\flQ 01 I1Q 13(l3lDlll )QdlOl 0 1103 10)! )Q1>I3 f\fl020Yus nOll Ar:t)!lollnA OPllod38 l.Jl 
olA 101!310ll0rilOudX Oil 13ll~dll OS 3Q uII!)!nrtodSI20 U 'oYOA Q)!(d1uri 010 (01AOA!d)l)l3 O!OllO 01 O)lorld9ID 
9YYOll )MllooYOA Q)!ldlUrt OlD nO)ll,)ridoffi n01 UOld)!)lJllO ALa OdolDO IIOOQ OAJrlOQ3Q MoXdl;llln 113\1 

UIUI!odOllO )r:tffioo IOA!3 A93 OAQrl )UOU(l)! )U 1 013)100lQ 
La 910)1 (01!310ll0rlIOUdX OA 13ll:;ldll oS uA!)lnrlod8(m U 'OllMd8110 AOlD )uold)!Qll01AO )U1 SurinY89du 
OlUIQlOf\flQ U1 OlAOll MOA!Q 3Q OM291Oriodl3ll 3D )~AMAodolloAO )31N3rl 10 ~QI3ll3)3)!!0f\flA )3n>lA~ 
30 )3QY3ri )3A3rlQXA3Y3 9YO)! 10>1 )!3)!dOll3 'OOQlDM 'f\flOXdOlln A3\1no(ldgrl3 n01 Ill3 )UII!>lnrlodSI20 
)U1 )uoodQ!ll3 )~>IIlUOY8 )13~!3QA3 Ao~d~lln 3Q )31JY3rl )11 )J1nO T~odJ1url U1 olA uOQQ 1,J)!1~01 
oldqri AU1 An02010uYll nOll )1309Q 3D !3SXO~31Q f\floXJ OM291Oriodl3ll 3D )~AMAodollollo )3qY3V\1 

o!XnoyoA 10)1 l./DUO}! '9'v 

01no o)lortdl,)ffi 01 3ri UQ!dll02IO U 101pAudoXAno uri Oil 01(l01 01\1 {S3J.NIOd 30 30\iStiOJ. 
')3!rtsnddo )J)!OIYIO)! 'J.o. )olOril~lDOIQ n01 uo01l,)dou) (lorisnd (lo)!oIQdo)! nOl Ar:tXodolOlQ SUOIAt;Jdlri3 
Of\flQA1>1 A01 1301,J~no OA pdOllri )~lnO )3!OnO )11 3rl )UQ!dllOjlO )Ul LwuAl,JdoX UAodXA(lo U '<;llnO ortn2AJ 
01 IIn0YY:}lDOAO OIQ!yod>lOri 01 l,!Q13ll3 "vV£ dA::> orinjAJ 01 QllO doul,! OlD 1013)!YOg013ri uQ!du021D H 

OQ!dllO)ll/8pudesl::> 

)3qY3rl )3YVQ 30 PSUdUlOdoll AnoXJ nOll )J1nO 3rt )310ri9dOll AOll,! Qdo AOlD 
)UII!)lnrlodSI)O SU1 S130r:td1A3>1Ano lO)uYQ)0~oS3rtoffiynoo SU1 31P )Uri!dllOS3rtld1 )UI 3113 od(10 01 QllO 
UOld)!)lJllO AUlD ~ o!doffioY)ln)l AUlD !3AQsffi nOll nO)lQrldoffi n01 01U1QOOU ~)!IYOf\flO Lao 'S!30<:ld1A3)!Ano 
)3lD1AJrl )110 SI30I,)dQIll3 S~)lIlAortIJO 3Xp A3Q 'od:;lrlu tiL lila SUII!)lnrlodSI20 6w OOG~ 3ri !20rl ':))d~rlu 
L 1113 (6w 008/6w 09d )uYQ20~083rtoffiynoO/)url!dll083rtld1 (lorloonQMo (lOd3S0lD nOl uouAvdoXAn1 

OYQ)0~083110(f)yn01-~I1!dllo83rllaJJaloZeXOljI8weJlns-wud04lawTiI 

o)lorldQffi Q)lIAO)l13 01 3rt UOld)lA(lO 3D SlHil,)y020ld1 SUl l,!lUY8013rt 
l,!>lIIUAI)lO)lortdoffi OIOUI,»I 3D uoodQ!ll3 ~)lllAOrlIJO 3Xp A3Q odJrlu Ud31(l3Q L11 SlJrtQYO)0Id1 5w SG~ '0 3rt 
odJrtu uG U1 6w OSl 10>1 odJrlu u~ AU1 )UII!)lnrlods(;>o 6w 009 uouAl,JdoXAno U 'SJ1IIOY383 )plAn v~ 31 

lTrtl,)Yo)0Id J./wefozei;T 

SUA!)lnriod8120 )uoVAudoXAno !ll3 )UIIlyynffi038 IIMQ:;llllll3 IIM1 uoudqrl U lOlOlolllno 
'nOl(lOl )13 SOQdo AOlD )UAlyynd'l038 OQ3ll!ll3 Oll:;lrtu~no 3rt plDl13Xono !3X~ AM!Qlyod)lort 10)1 
SUA!yynd'l038 uouA~doXAno U )IOl(lOl A3 S~lAOY3S3 )plAn 30 01l0dXQ1n01 101A(loAudoX UA!yynffi038 U 10)1 
UII!>lnrlodSljo U A01Q )uoodQ!ll3Yuyyo )l,!)lIlUAI>lO)lorldod'l )V>lIlIIOrtUO Q)lIAly>I SI3~PQII3 f\floXdl,)un 113\1 

UA!yyfli!5Oje/8uIII Mj()()5qI 

"UOOdQ!ll3YUYYO OlOq1 U8:}MO I1Q U~13QII! 
UA:;lrlld>l3>1Ano 3~d~lln A3Q 'l,)lnO 0YQdOU)r:tY31A3 P8013Y>lOllO OA QlOAnQ A01l,! 113Q SuoodQlll3YUYYO 
)UXIOlD!IAO 01U1QAOSIll U nOllQ Q>lllOlDld3ll OIAl,)110 J3Sd3d'lOAO AnOX3,UA!QOA3d'ld31 AUlD 10>1 
uA!)lnrlodSI)O AUlD OD3rlI,)IIO SUOOdQ!ll3yUyyO SOIOllQ)! 0pX10lD AO~13QJ A3Q )31JY3rl )J>l11UAI>lO)lortdO<l> 

OA!QOA3d'Jd31/8U1peU<:JjJ8J. 

SU1 U1lyog013rl nOld(l>l n01 V )Uy!ffiOA31AYIO SU1 ,ew::> U1 10>1 ::>nv AUlD (S3d:;lrtIJ £ olA 
SM!oud3rlu 6w OOS) )uA!>lnrtodSI20 SU1 SuoodQ!ll3 )13~PQII3 f\OXd~lln A3Q S:;llAOy383 S3A3ddl,) )!31An 31 

LJy!d'JOA31 A YIYIIJ8 uaPl1 S 

(~nIJAd11\) ~)J.l.JrI(lelll3I\V 

8"v od'lodAl,)dou 3ll:;lY8) uA!>lnrlod8120 AUl 3rl )U1 QrloonQMo A01 Oil, uOlqXono V>lIAoYOlliO !38Mldurt>l31 
13X:;l A3Q ')UA!lnollrloffild )U1 uol,!dX Ul 3rl !3lDl13XOno I3XJ 0!A3ll0d313Qno U 10)1 AV)UA!lnOllrlOIDld 
10)1 )uA!)lnrtodSI20 0j3llod38 uA3rl(loAudoXAno Qlln )13A3800 3D 0!A3llod313Qno P8udulOdou 13X3, 

SOlOrtlO n01 9do AOlD A("'f)>lQrldoffi 
MA9Y A3 AM! )130<:ld1A3)1Ano )11 300JduU3 A3Q UA!lnollrloffild 3rl )uA!)lnrlod81)0 uouAl,JdoXAno H 

UA!lnOllrl 0d)ld/u1jnq8jl ti 

U1U110douo 
10AP A3Q SUOQQ SU1 ~Aorldooodll U 10>1 S313Ad}A3 )3lUrl(181113AO ):;l>lIlAOrlUO Sr:t>llf\lY)l AO)il..J8~dulOdou 
A3\1SUA!>lnrlod8120 SUi AM30r:td!A3>1Ano AM1 UOU~(lO AUi orlD3y~lOll0 )M 3Xp (od~rlu AU! )~doffi 
)13d1 6w OSL) UOOlOt;llO>I UA~rlUIOllOd3801D 3D Sud!80f\lffiy3A 10>1 SUA!>lnrlod8120 6w OOl~ uouAvdoXAn1 

[}(JjgO!\iiDY3N/JIAEU111<:JN 

(Url) 

UEI -O<:lt']-U3 A'il'il 




66YEn-EA2S0- J3/2 
(2<10) 

4.7. Eniopao'l OT'lV IKOVDU}Ta oOriV'lO'l1) KOI XOPIOIJOU IH}xov'llJ(iTWV 
6(v UTTOPXOUV (VO£i~EIS TTOU va UTTOOEIKVUOUV OTI fl O~18pOI-lUKivfl I-lTTOPEi va (XEI ETIiOpoo'l OT'lV 
IKOVOT'lTO TOU oo8£vouS Via OO~V'lOfl ~ X£IP101-l0 WIXOVWV 

4.8. AVEm8uI-lflHI) EvipVElEI) 
o TTOPOKOTW TTivOKOS TTEPI(XEI TIS OVETTl8uI-lllTES EvtPV£I£S TTOU £l-llpovioTIlKOV I-ltow T'lS £I-lTTElpio<:; OTTO 
KAIVIKtS I-lEMTES KOI TIlS TTopoKoAou81l0llS TOU lp0PI-l0KOU !-loa T'lV KUKAolpopio TOU OTrlv Ovopo, KOTO 
KOlIlVOpio 0PVOVIKOU OUOT~I-lOlOS KO! ouxvOTflTO. 01 OV£TTl8UI-l'lT£S (vtPV£J[S TTOU £l-llpOViOTflKOV I-lOO 
Hlv KUKAolpopio TOU lp0P!-lOKOU oUlv Ovopo oTTooiooVTOI I-lE TTACVIO VPOI-lI-lOTO H KOT'lvopio OUXVOTIlTOS 
El-llpOV10'lS Opi~£TOI oU!-llpWVO I-l£ Tllv TTOPOKOTW OUV8~Kfl: noAu ouxvts (~ 1/10). 2:uxvts (~ 1/100, 
<1/10), 'OXI ouxvts (~1/1.000, <1/100), LTTOVI£S (2::1/10000, <1/1.0000), noAu OTTOVI(S «1/10.000), KOI 
Mil VVWOTtS (O(V I-lTTOpOUV va EKTlI-l'l8ouv I-lE ~OOfl TO OI08tOl!-lO OEOOl-ltvo). EVTOS KoBE KOTflVOpioS 
OUXVOT'lTOS qJlpOV10IlS, 01 oVEm8uI-lllTES EvtPV£lES TTOPOTi8EVTOI KOTel qJ8ivouoo OEIPO oofjOPOTflTOS 

AVETTleU!-l'll£S EvtPVEI£S EVOEXOl-'tvWS ~ TTl80vwS OXETI~OI-lEVES I-'E T'lV O~18pOI-lUKiv'l I-lE ~OO'l TflV 
EI-lTT£lpio OTTO KAIVIKtS I-lEMl£S KOI TflV TTopoKoAou8flOll TOU lpOPI-'OKOU I-lETO T'lV KUKAoqJopio TOU OT'lV 
oyapo: 

lVUX!OTPIKtS OIOTOPOXtS 

61OTOpoxtS TOU 
OUar~I-lOTOS 

KOPOIOKts OIOTOpOXtS 

voarpEVTEplKOU 

LSlaTaPOxtSTOU-~----- 2:uxvts 


ETO(3oAIO\-lS>~_K.-:.O_1_T.Ll...::.L.::.....L...J....L+----.--..----.-.--..--...----...------t-cc=--.----~---......- __-; 
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610TOpOxt~ TOU ~noTO<; 
KOI TWV XOAfl(jlOPWV 

• fl onoio onoviw~ 

4.9. Ympi5oooAoyio 
01 OVETIl8ulJflTE~ Evtpym<; nou nopOTflP~8flKOV IJETO Tfl A~lIJrj 060Ewv TOU <jlOPIJOKOU IJEYOAUTEPWV 
TWV OUVIOTliJIJEVWV, ~TOV nopOIJ01E<; IJE OUTt<; nou nopOTflP~8flKOV IJETO Trj ArillJrj TWV ouvri8wv 
OOOEWV 2:E mpiTITwofl unEpooooAoyioe; onolTEiTOI fl E(jlOPIJOYri YEVIKWV oUIJTITWIJOTlKWV KOI 
unooTflplKTIKWV IJtTPWV 8Epom:ioe;, OVOAOYO IJE Tflv nEpiTITwOfl 

5. <DAPMAKOI\OrlKEr 1h.IOTHTEr 

5.1. <DapIJOKOQUVOIJIKiC; IOIOT'1TEC; 
<P0PIJoKo8EPOmUTlKrl KOTflyopio: AVTIIJIKpO~loKo, MOKPOAiOlO, KWOIKO<; ATe: J01 FA 10 

MIlXOVIOIJ0C; i5paO'1C; 
H O<18POIJUKivrj Eivol TO npWTO OVTI~IOTlK6 IJioe; unooIJciOo<; TWV IJOK poAloiwv, yVWOT~e; we; o~oAiOE<;, 
Kalil onoio EivOI XflIJ1KO OIO(jlOPET1Krl ana Hlv Epu8poIJUKivfl. XrllJIKWe; AOIJ!30VETOI ana TrjV npoo8riKrj 
EVOe; OTOIJOU O~WTOU 010 AOKTOVIKO OOKTUAIO Tfle; erythromycin A H XrjIJIK~ ovoIJooio Tfle; o~18poIJUKjVrje; 
EivOi 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin A To IJOPIOKO Trje; !3opoe; E{VOI 749,0. 
o IJrjXOVIOIJO<; OpOOrje; Trj<; O~18pOIJUKivfle; OUViOTOTOl OTflv OVOOTOA~ Trje; npWTETvoouv8EOfl<; TWV 
~OKTrjpiwv IJtow ouvOEOri<; Tfle; IJE Trj PI~OOWIJIOK~ unolJov6i50 50s KOI nOpEIJTTOOIOrje; Trj<; IJETOTOmOrje; 
TWV nmTloiwv xwpie; va EnflPEo~EI Trj OUV8EOrj TWV TTOAUVOUKAEOTloiwv 
H O~18pOIJUKivfl nopOUOIO~(1 OPOOTIKOTflTO in Vitro EVOVTiov IJ£YOAIle; nOIKIAio<; IJIKpOOPYOVIOIJWV 
nEplAOIJ!3oVOlJtvwv KOI TWV OKOAou8wv 
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8£21'<0 KOle G~am o£Po(3!..QJig'STJiQiQ Staphylococcus aureus, Streptococcus pyogenes (01J600 A TWV 
(3-ol~.JOAuTIKwv OTpEnTOKoKKWV), Streptococcus pneumoniae, o-OIIJOAUTIKOi oTpEmoKoKKol (OIJOOO 
npoolvl~OVTWV oTpEnToKoKKWV) KOI oAAo (joll OTpEnTOKoKKwV, K08we; KOI TO Corynebacterium 
diphteriae. H 0~18polJuKivll nopouOIo~EI OIOOTOUpOlJIJEVIl OVTOX~ OE OV8EKTIKO OTllv Epu8poIJuKivIl 
8ETIKa KOla Gram on:AtXIl, m:pIAolJ(3ovolJtvwv TOU Streptococcus faecalis (EvnpoKOKKOe;) KOI TWV 
nEploooTtpwv OT£AEXWV TWV OV8£KTlKWV OTIlIJ£8uKIAAivll oTO<puAoKOKKWV 

&:2.'!!lJlKa KOH] Gram. aEpo{3Ja {3aKTilPJQ. Haemophilus influenzae, Haemophilus parainfluenzae, 
Moraxella catarrhalis, EiO'7 Acinetobacter, E;O'7 Yersinia, Legionella pneumophila, Bordete/la pertussis, 
Bordetella parapertussls, [iO'7 Shigella, [iO'7 Pasteurella, Vibrio cholerae KDI parahaemolyticus, 
Plesiomonas shigelloides. H OpaOTlKOT'7Ta [VaVTIOv TWV Escherichia coli, Salmonella enteritidis, 
Salmonella typhl, ElOWV Enterobacter, Aeromonas hydrophila Kat ElOWV Klebsiella TTOIK;}.}.EI Kat YI' aUTO 
TTptTTEI va yiVOVTDI OOKI/.Iaol[~ walo8'70Ia~ Ei0'7 Proteus, [10'7 Serratia, [10'7 Morganella KOI I] 

. Pseuaoinonas aeruginosa, [ivai ouvtj8wC; aV8[KTlKa oro aVTI{310TlKG. 

AVOEpo[3~KTriplo: Bacteroides fragilis KOI £joll (3oKTIlPIOO£lowv, Clostridium perfringens, £joll 
Peptococcus KOI £ioll Peptostreptococcus, Fusobacterium necrophorum KOI Propionibacterium acnes. 

MIKpooPYOVIOIJoj umu8uvol YIO TO o£l;ouoAIKw<; lJETOOIQQ1JEVO VOOfWOTO H 0~18polJuKivll £ivOi 
opaOTlK~£VOVTiov Tile; Chlamydia trachomatis Kat £1J<POvi~EI Eniolle; KoA~ opoOTIKOTIlTO EVOVTiov TWV 
I.ltKpOOPYOVIOIJWV Treponema pallidum, Neisseria gonorrhoeae KOI Haemophilus ducreyi 

AAAol lJlKPOOPYOVIOlJoi Borrelia burgdorieri (nopaywv Hle; vooou TOU Lyme), Chlamydophila 
pneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum, £jofl 
Campylobacter Kat Listeria monocytogenes. 

MIlXOVIOjJOC; ovaTTTu~"c; avTOX';C; 
YnoPXouv ouo KUPIOI nopoYOVTEe; TTOU Ko80pi~ouv Tllv OVTOX~ TOU Streptococcus pneumoniae KOI 
Streptococcus pyogenes nou txouv onolJovw8£i OTTO KAIVIKci OEiYIJOTO. TO yoviolo met KOI erm. To 
yoviOlo mef KwolKonolEi lJio OVTAio po~e;, 11 onoio IJEOoAo(3Ei OTO IJIlXOVIOIJO ovcimu~lle; OVTOx~e; IJOVO 
OTO lJoKpoAiolO IJE 14-IJEA~ KOI 15-IJEA~ AOKTOVIKO OaK TuAIO. To yoviolo met tXEI mpIYP0<pEj OE nOIKIAio 
oAAwv EIOWV. To yoviolo erm KWOIKonOIEi lJio 23S-rRNA IJE8uATpovo<PEPOOIl, 11 onoio TTpo08tTEI 
1J£8uAIKte; 01J60£e; OTllv oo£vivil 2058 TOU 23S-rRNA (OUOTIlIJO opi81J1l01le; IJE /30011 TO rRNA Tile; E. 
coli) To IJE8uAIWIJEVO vouKA£OTiolO (3piOK£TOI OTllv mplox~ V KOI tX£! (3p£8Ei va oAAIlAETIlOpci EKTOe; ana 
TO 1J0KpoAioi0 KOI IJE TIe; AIVKO~OlJiOEt; KOI Til streptogramin B, tXOVTOt; we; OTTOTEA£OlJo tva (jlOIVOTUno 
YVWOTO we; OVTOX~ MLSs To yoviolo erm(B) KOI erm(A) txouv onolJovw8£i ono KAIVIKO OEiYIJOTO TOU 
Streptococcus pneumoniae KOI TOU Streptococcus pyogenes 
H OVTAio AcrAS-T olC OTOV Haemophli/us influenzae EivOI uTTEu8uvil Ylo TIe; £yy£vEie; U4JIlMTEp£e; TllJtt; 
EMXIOH)e; ovooTOATlK~e; oUYKtvTpWolle; (MIC) OTO 1J0KPOAiOIO. 
LE KAIVIKO oT£MXrJ, IJETOAM~£Ie; 010 23S-rR NA, ElolKe ora vouKA£OTiolO 2057-2059 ~. 2611, OTrJV 
mplox~ V, ~ IJETOAAo~EIt; O£ PI(300WlJloKte; npwT£i'v£t; L4 ~ L22, EivOi oncivlEe; 

'OplO MIG 
To OUVIOTWIJ£VO OplO EMXloTIlt; ovoOToATIK~t; OUYKEVTpWOIle; MIC (lJg/ml) YIO Tllv 0~18pOIJUKivrJ EivOI 
Haemophilus spp.: Euoi08rJTo (S) ::; 4 xwpit; OUOTOOIl Yla OPIO OV8EKTIKOTrJTOt;' 
LTPETTTOKOKKOI OUIJTTEPIAOIJ~ovolJtvwv TWV Streptococcus pneumoniae KOI Streptococcus pyogenes 
S ::; 0,5, Av8EKTIKcl (R) <: 2 
'Eni TOU napOvTOt;, rJ oTTouoio O£OOIJEVWV YIO OV8EKTIKci OH.Atm onoKAEiEI TOV K080PI0IJO 
OTTOIOO~TTOTE KOTrJyopiot; ciAAIle; ono oUTI'je; TWV EUoi08rJTwv oTEAExwv Eciv OT£Atm oivouv 
onoTEAtOIJOTO MIC OIO<pOPETlKci OTTO OUTci TWV Euoi08rjTwv OTEAEXWV, TOTE aUTO TTptnEI va 
OTTOOTOAouv OE EVa EPYOOT~PIO ovo<popcie; YIO mpolT£pw OOKIIJOoiEe; 

M:oojJtva jJIKpol3loAoYIKr;<; wOIoe.,aiac; 
o ETIlTToAoolJ0t; HIt; ETTiKTrJTIle; OVTOX~t; EVOtXETOI va TTOIKiA£I YEWYP0<PIKci ~ XPOVIKci ylO ETTIAEYlJtvo £iOIl 
KOI Eivol £TIl8UlJrJT~ 11 nopoX~ TTAIlPO<POPlwv 0XETIKO IJE TIlV OVTOX~ TOTIlKO, £IOIKci Kmci Til 8Epomio 
oo(3apwv AOIIJW~EWV. "GTOV 11 £TIlKPOTrJOIl Tile; OV8EKTIKOTIlTOe; OE TOTIlKO EninEOO EivOi T£TOIO, WOTE 11 
XPflOlIJOTrJTO TOU <pOPIJOKOU va Ti8ETOI uno OIJ<PIO(3~T 11011, TOuMXIOTOV YIO OPIOlJtvoue; Tunout; 
AOIIJW~EWV, Eivol OVOYKoio va ~IlTEiTOI 11 OUIJ(3ouA~ ElJnElpoyvWjJovwv. 
To OEOOlJtvO in vitro EUOI08fjoioe; OEV ouoX£Ti~oVTOI ncivTO jJ£ Tllv KAIVIKr'\ oTTOTEA£OlJOTIKOTIlTO 
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fuvrl61'J Euoi08rllO OTEAEXI'J 

AEpOI3JO Gram-SOJKa 130KTrlPJO: 

Staphylococcus aureus, Streptococcus agalactlae, OlPETTTOKOKKOI (OIJOOE<; C, F, G) KOI 

npaOlvi~ovTE<; oTpEnToKoKKOI (Viridans group Streptococci) 


AEpol3JO Gram-OpvrllJKO POKTrlPJO: 
Bordetella pertussis, Haemophllus ducreyi, Haemophilus infJuenzae*$, Haemophilus parainfiuenzae*, 
Leglonella pneumophila, Moraxella catarrhalis*, Neisseria gonorrhoeae. 

AMo: 
Chlamydophila pneumoniae*, Chlamydia trachomatis, Mycoplasma pneumoniae' KOI Ureaplasma 
urealyticum 

Ei61l YJa TO OTToio I'J ETTiKTI'JTI'J OVTOXI'j Ev6tXHOJ va OTTOHAEi TTpoPAl'Jl1o: 

AEPOPJO Gram-SOJKO POKTl'lPJO: 
Streptococcus pneumoniae * 
Streptococcus p yogenes * 
LrIlJEiWOfr fl 0~18pOIJUKiVfl nopOUOIO~EI OIOOlOUPOUIJEVfl OVTOX~ 1..1£ Gram-8£TlKO Ol£AtX'l OV8EKTIKO 
OTflv Epu8pOIJUKivIl. 

KA'1POV0J.lIKa OV8l:KTlKOi 11IKpoopyovl0J.l0i: 
Enterobacteriaceae 
Pseudomonas 

• Eiofl TWV onoiwv Il £uolo8floio EXEI onooEIx8Ei IJE KAIVIKt<; OOKllJt<; 

$ EiOfllJ£ <,pUOIK~ EVOIOlJ£Ofl EUolo81loio 


5.2. <l>OP110KOKlvIlTlKit) J6JOTI'JTEt) 

To KOKKio 0~18polJuKlvfl<; nOpOTElOIJEVIl<; onootowuOIl<; onoTEAouv 1J0p<,p~ Tpononolrwtvfl<; 

onootOIJ£UOfl<;, Il onolo npoo<,ptpEI nA~PIl OVTIIJIKp0I310K~ 8EponEio IJE lJio E<,pc'mo~ ono lOU OlOIJOlO<; 

Mall flEOOIJEVO ono OIO<,pOPETIKE<; <,pOpIJOKOKIVflTIKE<; IJ£AETE<; OE uYIEi<; £V~AIK£<; to£I~OV OTI 

£nlTuyxovOOI U4JflAOTEpf"j IJ£YIOTrl OUYKEVTPWOf"j (Cmax) KOI lJ£yoAuTEPfl OUOlf"jIJOlIKft £K8£Of"j OTflv 

O~lepolJuKivf"j (AUC) Tflv fllJEPO nou AOlJl3ovETOI f"j i56of"j, IJETO ono lJiO £<,pcmo~ xop~Yf"jOf"j KOKKiwv 

O~lepolJuKivf"j<; nOpOTETOIJEVIl<; onootOIJEuofl<;, OUYKPITIKO IJE Tfl XOPrlYf"j0fl MOf"j<; OUIJI3OTIKWV 

<,p0PIJOKOTEXVIKWV 1J0p<,pwv OIJ£Ofl<; OnOOEOIJEUofl<; 


ATTOPP°<,pI'J°I'J: 

To KOKKio 0~18pOIJUKivll<; nOpOTETOlJtvfl<; onoo£oIJEUOf"j<; EivOi 0XEOIOOIJEVO, ETOI WOTE va 

omAEU8EpwVOUV Tflv 0~18pOIJUKiVf"j IJE oPyo pu81J0 OTO AEmo tvn:po. 

H 0XETlKrl 13100J08£OIIJOTf"jlO TWV KOKKiwv 0~18pOIJUKivfl<; nOpOlElOIJEVf"j<; onootOIJEUOf"j<; OUYKPIVOjJEVfl 

IJE Tf"j 1J0p<,pft Tfl<; 0~18POIJUKivfl<; OE <,pOKEAAioKO (ivOI 83%. 01 IJEYIOlE<; OUYKEVTPWOEI<; OlOV opo 

EnlTUYXOVOVTOI m:pinou 2,5 WPE<; OPyOTEpO. 


ETTi6poOll OTTO Til ouyxoPI'jYIlOIl YEU110TWV 

'Grav XOpf"jYrl8f"jKE Mall 2.0 9 KOKKiwv 0~18pOIJUKivfl<; nOpOlElOIJEVfl<; onoi'5t0IJEuOf"j<; OE UYlft OlOlJO 

IJETO ono YEUIJO IJE u4JflAO Amopo, f"j IJtYIOTf"j OUYKEVTPWOf"j OTOV opo KOI fl OUOTf"jIJOTlKrl EK8£OIl 

O~lepolJuKivf"j<; OU~rl8f"jKOV KOla 115% KOI 23% oVTioTOIXO H XOPrlYf"jOf"j KOVOVIKOU Y£UIJOlO<; OE UYlrl 

OlOfJO EIX£ w<; onoTtA£OjJo Tf"jV 00~f"jOfl If"j<; IJEYIOTf"j<; OUYKEVTPWOf"j<; OTOV opo KOla 119% xwpi<; va 

m~p£aO£I Tf"jV OUOTf"jIJOTIK~ tK8£Of"j Olf"jV 0~18pOIJUKivf"j 


AnoTEAtOIJOTO KAIVIKWV IJEA£TWV OEixvouv OTI TO KOKKio 0~18pOIJUKivfl<; nOpOlETOIJEVfl<; onOotolJ£UOf"j<; 

(ivOi KoAlmpo OVEKTO OTOV AOIJ130VOVlOi IJE 00£10 OlOlJOXI 


Kmovol1l'j 

H OUVO£Of"j 0~18polJuKivf"j<; IJE 11(; npwl£iv£C; E~opTaTOI ono Tf"j OUYKtVTPWOfl, IJEIOUIJEVf"j ono 51 % 010 

0,02 IJg/ml OE 7% mo 2,0 IJg/ml METa lllV ono lOU mOjJOTo<; XOPrlYIl0f"j fl 0~18POIJUKivf"j KOlOV£IJ£TOI 

£uptwc; OE OAOKAIlPO TO OWIJO IJE <,pOIVOIJEVIKO 6YKO KOTOVO!J~C; OTf"j oT08EpOnOIf"j!JEvIl KOlOOTOOfl, 31,1 

I/kg 
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01 OUYKEVTPWO[l(; H1e; O~ISpo~uKivlle; OTOUe; 10TOUe; EivOi ~EyoAuT[pEe; OE OXtOIl IJ[ Tie; oVTioTOIXEe; OTOV 

opo KOI OTO nAoolJo H EKHTOlJtvll KOTOVOIJ~ qJ0PIJOKWV OTOUe; lOTOUe; OUOX(Ti~ETOI EVOEXOIJtvwe; IJE 

Tllv KAIVIKr'j TOUe; OPOOIl H 00VTIIJIKP0[310K~ OPOOIl Tile; O~ISpOIJUKiVIle; E~OPTOTOI OTTO TO pH KOI 

ElJqJovi~(TOI VO IJEIWV(TOI IJE Til IJEiWOIl TOU pH. rl'OUTO TO Myo, U41IlMe; OUYKEVTpWOEIe; OTOUe; IOTOUe; 

OEV nptnEI vo oXOi~OVTOI noooTIKO IJE Tllv KAIVIKf] onoTEA£OlJOTIKOTIlW Tile; O~ISpolJuKiVIl<; 


MnopoAIO~O<; 


To IJEyoAuTEpO noaa Tfle; O~ISpolJuKivfle; nou (3piOKETOI OTfl OUOTIlIJOTIKr'j KUKAo<popio ono(3oAAETOI 

ovoAAoiwTO ono Tfl xoAr'j 6£v txouv OIE~OXSEi IJEMTEe; in vitro KOI in VIVO ylO Tflv EKTi~1l01l 10U 

IJETo[3oAIOIJOU Tile; O~ISpolJuKiVIle;· 


ATTiKKP10ll 
H OUYKtVTPW0'l Tile; O~ISpoIJUKivfl<:; O1OV opo IJOO ono EqJono~ xoPr'jY'l01l 2.0 9 KOKKiwv 

nopOTETOIJEVIle; onootOIJEUOIle; i-iElwvETOI nOA(HpoOiKO IJE TEAIKO xpovorf!Ti~wr'je; Tie; 59 WpE~.~O IJEyoAoC; 

xp6voe; fl~l~wr'je; oqlEiAETOI 010 IJEyoMmpo qlOIVOIJEVO 0YKO KOTOVOIJr'je;· 

H ontKKplOfl Tile; 0~18poIJUKivlle; one Til xoAr'j, Kupiwe; w<:; ovoMoiwTO qlOPIJOKO, EivOi 'l KUPIO 006e; 

OnOIJOKpUVOr'je; Tile; METO one lJio E!300fJOOO SEpomioe; mpinou TO 6 % Tile; XOPIlYOUfJEV'le; 060fl<:; 

ElJqlovi~OOI we; ovoAAoiwT'l O~18polJUKivll ow Oupo 


<l>0p~OKOKIVIlTlKr) or £lOIKi<; O~OOE<; oa8Evwv 

HAIKIW~ivOI: 

LE IlAIKIWlJtvoue; £SEAovTte; (IlAIKio<:; > 65 owv) nopoTflpr'j8flKE EAoqlpo oU~flofl TWV TIIJWV AUC IJOO 
S£pomio 5 fllJ£PWV OE oxtO'l IJE VEOUe; E8EAovTte; (flAIKioe; < 40 ETWV). oAM fl OU~flOfl OUTr'j o£v 
8EwPEiTOI KAIVIKO 0flIJOVTIKr'j KOI we; EK TO(iTOU OEV OnO!T(iTOI npoooPlJoyr'j T'l<:; OOOfle; TOU <p0PfJOKOU 

Aa8EvEi<; !-IE VEqlPIKr) OVETTOPKEIO: 
H ql0PIJOKOKIVflTIKr'j Tfle; O~ISpOfJUKivfle; OE OOSEVEie; fJE r'jmo EWe; fJETPIO V[qlPIKr'j ovmopK£lo (GFR 10-80 

mllmin), OEV EnflPEOOTflKE lJon ana EqlOnO~ OOOfl 1,0 9 0~I8pOfJUKivfle; OfJ£O'le; onootOfJEUOfle; 

OUYKPITIKO fJE OOSEVEie; nou EXOUV qluoloAoYIKr'j VEqlPIKr'j AElToupyio. LTOTIOTIKO OflIJOVTIKte; OIOqJOpte; 

nopOT'lPr'j8'lKOV OTflv AUCO•120 (8,8 mg x hr/ml EVOVTI 11,7 mg x hr/ml), Cmax (1,0 mg/ml tVOVTI 1,6 

mg/ml) KOI CLr (2,3 mllmin/kg tVOVTI 0,2 mllmin/kg) IJETO~U Tile; oIJOOOe; OTOIJWV IJE oo(3opIi VEqlPIKr'j 

ovmopK£lo (GFR <10 mllmin) KOI Tfle; OIJOOOe; OTO~WV IJE qluOloAoYIKr'j VEqlPIKr'j Amoupyio. 


Ao8EvEi<; ~E IlTTOTlKr) OVETTOPKEIO : 

LE 008EVEie; fJE r'jmo (KOTflyopio A) twe; IJtTPIO (KOTflyopio 8) flnOTIKr'j !3M[3'l, OEV unopxouv EVOEi~EIe; 


0flfJOVTIKr'je; IJETOl3oAr'je; Tfle; ql0PIJOKOKIVflTlKr'je; Tfle; O~ISpolJuKivfle; OTOV opo O[ oXtoll fJE EKEivoue; nou 

nopouOloi;ouv qluOloAoYIKr'j 'lnOTIKr'j Amoupyio. L1OUe; 008EVEie; OUTOUe; 'l VEqlPIKr'j Ko80pOfl T'le; 

oi;18poIJUKivfle; ElJqlovi~ETOI OU~fllJtvfl, m80vw<:; Ylo va E~loopponr'joEI Tfl fJ(IWfJ£v'l flnOTIKr) KOSOPOfl. 


5.3. npoKAlvlKo OEoo!-livo VIO TIlV OaqlOA£lO 
'EXE1 nopOT'lPfl8£i qlwoqloAmiow0'l (EVOOKUTTOPIKr'j OUOOWPEU0'l qlwoqloAmloiwv) OE OpKE1OUe; IOTOUe; 
(n.x. Oql80AfJoe;, VWTloio yoyyAlo, r'jnop, xoAIlOOX0<:; KUOT'l, VEqlpOe;, onAr'jvoe; KOI/~ nnYKpWe;) 
nOVTlKWV, opoupoiwv KOI OKuAwv nou tAo!3ov noAAonAte; OOOEIe; 0~18pOIJUKivfle;. H qlwoqloAmiow0'l 
EXEI nopoTflPfl8Ei OE 01J010 13081J0 KOI OE vEOytvV'lTOUe; opoupoioue; KOI OKuAoue; H qJwoqloAmiowofl 
qlOiVETOI va EivOi OVOOTP£41llJfl IJETO Tfl OIOKon~ Tfle; 8EponEio<:; fJE oi;18pOIJUKiv'l H onOUOOlOT'lTO TWV 
EUPIlIJOTWV OUTWV ylo TO n[lpoIJOToi;wo KOI TOV ov8pwno O[V [ivOi YVWOTr'j 

6. <l>APMAKEYTIKEr nAHPO<l>OPIEr 

6.1. KOTOAovo<; U{OOXWV 

6.2. AouJ.lIlOTOTIlTE<; 
OUO[fJiO YVWOTr'j 

6.4, IOlOinpE<; TTpOqluAo~£l<; KOHl HI q>uAO~1l TOU TTpo'iovTo<; 

6.5. <l>uoll KOI OUOTOTIKO TOU TTEpliKHI 
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6,6. IOIOin:PES npoq>u"a~w; onoppl4J'lS KOI aMos X(lpla~OS 

OO'1ViES npos TO q>0PPOKonOIO: 

7. KATOXOl THl AhEIAl KYKAOCllOPIAl 

8. API0MOl AAEIAr KYKAOCllOPIAl 

9. HMEPOMHNIA npOTHr ErKPlrHr I ANANEOrHl THr AhEIAr 

10. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

2. To ClluMo OOllVIliJV Via TO XPrl0TIl <paPlJaKEUTlKWV npoTOVTWV nou mpltxouv OPOOTIKO OUOTOTIKO 
AZITHROMYCIN aTIl popq>rl: KOKKia nopOTETO~EV'lS anoota~wa'lS Via nopaaK£uri TTOOl~OU 
EVOIwpripaTOS 2,OG/BOTTLE, opii;ETOI we; E~~e; 

CllYMO OhHrlON XPHrHl: 
nAHPOCllOPIEr riA TO XPHrTH 

1 1 
1.2 rUV8fOll • ll.pOOTlK~ ouoio 

• 'EKOOXO: 
1.3 	 ClloPPoKonxv1Krl popq>rl: KOKKio nOpOTETOlJtVrje; anOOEoIJEUOrje; Via 

nopooKEU~ nooilJou EvaIWp~IJOTO<; 
2g/battle (dose) 

14 	 nfpIEKT1KOTIlTO OE OpaaTlKrl ouaio ll.IUOPIK~ oi;18polJUKivrj IOOOUVOlJrj IJ£ 
2.0 9 oi;18poIJUKivrje;. 

1 5 nfPIVpoq>i]-ruaKwoaio: 

1.6 Cllap~aK09EpOTTWT1Krl KOTIlVOpio: 	 AVT1!310TlKO 

1 7 	 YTTfU8uvoS KuKAoq>opioS: 

18 	 nOpOOKEUOoTriS: 

1 9 rUOKfUOOTES: 

12. TI npErIEI NA rNOPIZETE riA TO CllAPMAKO nov rAI XOPHrHIE 0 rlATPOI rAr 

2.1 	 rEVIKES TTA'lpoq>opiES: 
To «ONOMA npofONTOL» 2 9 mpltXEI Oi;18poIJUKivrj, tva aVTI!310TlKO <paPIJOKO To OVTI!310TIKO 
XPrjOlIJOnOlouvTOI Via Trj 8Epon£io 1I01IJW~£wv ono IJIKp0!310. 

2.2 	 EVOEi~ElS: 

To «ONOMA npOiONTOh 2 9 EvO£iKVUTOI Via Trl 8Epamia ~mwv twe; IJtTploe; !3apUTrjlOe; 
lIoIIJW~£wv TOU aVOnVEUOTIKOU OUOT~fJOTO<; npoKOlIoufJ£vwV ana Euoio8rjlO oTElItX'l 
IJIKPOOPVOVIOIJWV, onwe; 01 
I\OIIJW~£I<; TOU KOTWT£POU OVOnVEUOTIKOU (OTOV EXEI onOIJOvW8Ei ~ m8avolloVEi101 no80vovo, 
EUoio8'lTO in vitro OTrlV O~18POIJUKiv'l) 
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O~EIE<; l3oKTr)pIOK£<; E~OPOEI<; XPOVIO<; I3poYXiTIOO<; O(pEIAOIJEVE<; OE Haemophilus influenzae, 
Moraxella catarrhalis, Haemophilus parainfluenzae ~ Streptococcus pneumoniae 
nVEUlJovio ana Tr)V KOIVOTr)TO<; nou o(pEiAETOI OE Chlamydophila pneumoniae, Haemophilus 
influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumomae ~ 

Streptococcus pneumoniae (Yla Tf)V nvwjJovia f3Mm of)jJEiwof) oro rEAOs Tf)s napoyparpou) 
lIoljJw~[Js rou avwnpou avanVWOTlKOU 
O~EIO l3oKTr)ploK~ nopopplvOKOAnlTiOO nou o(pEiAETOI OE Haemophllus influenzae, Moraxella 
catarrhalis, Streptococcus pneumoniae. 
<p0puyyoOIJUYOOAiTIOO nou o(pEiAETOI OE Streptococcus pyogenes 
EIOIKO, OTr)V OTPEnTOKOKKIK~ OlJuyooAiTIoo nptml va XPr)oIIJOnoIEITOI w<; EVOAAOKTIK~ SEpomio, 
OE OOSEV£!<; OTOU<; onoiou<; OEV IJnopEi va XOpr)Yr)S£! r) SEpomio npwTr)<; EKAOY~<; H mVIKIAAivr) 
EivOi TO OUVr)SES (pOPIJOKO EKAOY~<; Y'O Tr) SEpomio Tr)<; (popuyyoOlJuyooAiTlOo<; nou o(pEiAETOI 
OTOV Streptococcus pyogenes nEpIAOlJl3oVOIJEVr)<; KOI Tr)<; npo(puM~EW<; ana TOV PEUIJOTIKO 
nupETo-:--FfaSI8pojIOKivrjEivafVeVII<O onOTEAEOIJOTIK~ YIO_Tr)V_EKp1SWOr) TWV oTpmToKoKKWV one 
TOV OTOIJOTO(pOPUYYo, OAAO OEV uncipxouv Enl TOU nopovTo<; OEOOlJtvO nou va KOTOXUpwvouv 
Tr)V OnOT£A£OIJOTIKOTr)TO Tr)<; OsISpolJuKivr)<; OTr)V np0(puAo~r) ana TOV PEUIJOTIKO nupETo 

rHMElorH. H 0sISpolJuKivr) OEV nptnEI va XPr)oII-lOnOIEiTOI OE OOSEVEiS IJ£ nv£ulJovio, 01 onoiol 
KpivoVTOI OKOTOAAr)AOI YIO E~WVOOOKOI-lEIOK~ SEponEio ana TOU OTOIJOTO<; £~ olTio<; IJETpiou 
~oSIJOU ~ l3opEio<; Aoil-lw~r)<; ~ Myw unop~ll<; onOlouo~noTE ana TOU<; OKOAOUSOU<; nopoyovTES 
KIVOUVOU: 

• 	 OOSEVEi<; npooI3Ar)StvTE<; ono EVOOVOOOKOIJEIOKO noSoyovo 
• 	 OOSEVEi<; IJ£ YVWOT~ ~ mSovoAoYOUIJEVr) IJIKP013101l-lio 
• 	 OOSEVEi<; ononouvT£<; EIOOYWY~ OE VOOOKOIJEio 
• 	 r)AIKIWlJtVOI ~ E~OOSEvqlJtVOI OOSEVEi<; ~ 
• 	 OOSEVEi<; IJE ouvunopxovTO Or)IJOVTIKci npol3MI-lOTO uYEio<; TO onoio IJnopEi va £nllPEoOoUV TllV 

IKOVOTr)TO oVTiopoo~<; TOUe; npoe; HI VOOO (mplAOlJ130VOlJtvwv Tr)<; OVOOOKOTOOTOA~<; ~ Tll<; 
AEITOUPYIK~<; oanAllvio<;). 
ria Tr) SEpomio Tr)<; nVEul-l0vio<; one Tr) KOIVOTr)TO XPr)OII-l0nOIOUvTOI OUv~Sw<; oUVOuool-loi 
OVTlI3I01IKWV (Kupiw<; I3-AOKTolJll IJE IJOKPOAioll) LE KciSE nEpinTwor) nptnEI va AOlJl3ovoVTOI 
uno\jJ1l 01 ESvIKt<; KOTEUSUVT~PIE<; OOr)yiE<; YIO Til 8Epomio Tr)e; nVEUI-l0vioe; ana lr)V KOIVOTllTO. 

2.3 Avn:vod~£IS: 
To «ONOMA npOfONTOb OEV nptnEI va XOPllYEiTOI OE 008EVEie; IJE unEpEualo8r)oio OTllV 
0sISPOIJUKivll, Illv EPUSPOIJUKivll, OE onoloo~noT£ OVlI1310TIKO Tr)e; OIJOOOe; TWV ~OKpOAIOiwv ~ 
TWV KETOAIOiwv, ~ OE onoloo~n01E one TO tKOOXO nou ovO(ptPOVTOI OTllv nopciypo(po 12 ­
'EKOOXO 
H TOUTOXPOVll XOP~YllOll I-l0KpOAJoiwv IJE 0I0onpioll OVTEVOEiKVUTOI 

2.4 EIOIKiS npo£loonollio£IS KOI npoq>uAa~tlS Kala HI XPrl0ll= 
Onwe; KOI I-lE TllV EPUSP0I-lUKivll KOI TO OAAO IJOKPOAiOJO, txouv ovOqH:pSEi onoviwe; ool3opt<; 

OAAEPYIKE<; OVTlOpOOEIe;, nou OUlJnEplAOlJl3civouv TO OYYElooior)IJO KOI TllV ovo(puAa~io (onoviwe; 

SOVOTllqJOpO). MEpIKEe; ono OUTt<; Tie; OVTlOPOOEI<; nou npOEKU\jJOV IJETci ono XOP~Y1l01l 


0sISpOIJUKivll<; Eixov w<; on01tAEOIJO 11lV £l-lqJov10ll unOTpomOsOVTWV OUlJnTWlJciTWV TO onoio 

ononouoov IJEYOAUT£Pll mpiooo nopoKoAOUSllOlle; KOI SEpomio<;. 

Emlo~ TO ~nop Eivol 11 KUPIO 006<; ontKKplOll<; Tile; 0sISPOIJUKivllS, nptml va XP1l011-l0nOlEiTOI I-lE 

npoooxr'J OE ooS£vEie; IJE oo(3opr'] llnOTIK~ VOOO. 'Exouv OVOqJEpSEi IJE Tf) Xpr']0ll Tll<; 

0SISpOlJuKivll<; nEplOTOTIKO KEPOUV0130AOU llnOTiTIOOe; 11 onoio OUVllTIKO IJnopEi va oOr)Y~OEl OE 

omIAIlTIK~ YIO TllsW~ llnOTIK~ ovmopKEIo ((3Mm nopoypo(po 2.8). LE ooSEv£ie; nou El-lqJovisouv 

or)IJEio KOI OUl-lnTWIJOTO llnOTlK~<; OUOA£lToupyioe;, onw<; £~ooStvloll, iKTEPO, OKOUPOXPWtJ0 

Oupo, OlIJOPPOYIK~ OIOS£Oll r'\ llnOTIK~ EYKEqJOAonoSEIO nptnEl va yiVOVTOI 01 OVOAOYE<; 

£PYOOTr)pIOKte; £~£TOOEI<; EMyxou Tile; llnOTIK~e; A£lToupyio<;. 

LE OOSEVEie; nou AOIJ136vouv nopoywyo Tll<; £puOII3WOOU<; OAUP0<; (Ergot), tXEl nopouolOOTEi 

EpYOT10IJ0<; OTOV ouyxopr)y~SllKOV OPI0I-lEVO OVTI(310TIKO Tr)e; olJooo<; TWV I-l0KPOAIOiwv. 6£v 

unopxouv O[OOI-lEVO OOOV oqJop6 TllV mSovoTllTO OMllAEniopoolle; IJETO~U TWV nopoywywv TIl<; 

EpUOI(3WOOU<; OAUPO<; KOI 0sISPO\JuKivll<; Ev TOUTOI<;, Myw Tll<; SEWpf1TIK~e; mSovOTr)TOe; 

El-lqJcivIOr)e; EPYOTIOtJOU OEV nptnEI va oUYXOPr)YEiTOI 11 0slSpolJuKivll I-lE napoywya Tr)e; 

EPUOII3WOOU<; OAUPO<;. 
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OnWe; KOI ~E onoloO~noTE oAAo OVTI~IOTlKO, OUVIOTOTOI r] nopOKoAouSr]or] TWV OOSEVWV ylO Tr]V 
ovomu~'l o'l~Eiwv EmAoi~w~'le; ono ~r] EuoioSr]TOUe; ~IKPOOPYOVIO~OUe;, ou~mpIAo~~ovo~tvwv 
KOI TWV \-1UK~TWV 
EXEI OVO<pEpSEi OIOPPOIO nou oXETi~ETOI ~E TO TTOSOYOVO Clostridium difficile (CDAD) KOla T'l 
XP~Or] 0XEOOV oAwv TWV OVTI~IKpO~IOKWV TTOPOYOVTWV, OU~TTEPIAo~~ovo~tV'le; Tr]e; 
0~18pO~UKiv'le;, 'l OTToio EvOtXETOI va nOIKiAEI OE ~OpUT'lTO, OTTO EAo<ppo OIOPPOIO we; 
SOVOl'l<Popoe; KoAiTiOO H SEPOTTEio ~E OVTI~IKpO~IOKOUe; nopOYOVTEe; ~ETO~oMEI T'l <puOIoAoYIK~ 
EVTEPIK~ XAwpiOo, YEyovoe; nou OOr]YEi OE UTTEpovomU~r] TOU C difficile 
To C difficile nopoYEI TO~ivEe; A KOI B TTOU ou~~oMouv OTr]V E~<pOVIOr] CDAD LTEAtm C 
difficile TTOU TTOPOYouv oU~r]~tv'l nOOOT'lTO TO~IVWV ou~ovouv T'l VOO'lPOTr]TO KOI Tr] SV'lTOTr]TO, 
KOSWe; oUTte; 01 AOI~W~EIe; ~nopEi va EivOi OVSEKTIKte; Ol'lV OVTI~IKpO~IOK~ SEPOTTEio KOI EvOtXETol 
va OO'lYrioouv OE KoAEKTO~~ To EVOEXO~EVO CDAD nptTTEI va E~ETO~ETOI OE oAoue; TOUe; OOSEVEie; 
nou TTOpOUOIO~OUV OIOPPOIO ~ETO OTTO XP~O'l OVTI~IOTIKWV. ETTio'le;, XPEIO~ETOI va Ar]<pSEi 
OVOAUTIKO IOTPIKO 10TOPIKO E<pOOOV tXEI ovo<pEpStioTI 'lCmXD--VTiop£ivo E~<pOVIOTEi we; KOI ouo 
~~VEe; ~ETO Tr] xoPriY'lO'l OVTI~IKpO~IOKWV TTOPOyOVTWV. 
Muo T'lV OPIOTIKri OIOYVW0'l T'le; 4J£UOO~E~~pOVWooue; KoAiTIOOe;, TTptTTEI va E<POp~OOTOUV 
SEPOTTEUTIKO ~tTpO. EAo<ppte; TTEplmwoEIe; 4JEUOO~E~~POVWooue; KoAiTIOOe; ouvriSwe; 
OVTOTTOKpivoVTOI OTr] OIOKon~ T'le; SEpOTTEioe;. 
LE ~tTpIEe; ri ~oplte; mpITTTWOEIe; TTptml va E~ETO~ETOI 'l OVOYK'l xopriY'lO'le; uypwv KOI 
r]AEKTpoAUTWV, OU~TTA'lpW~OlIKrie; Xop~yqO'le; TTpWT(IVWV KOI SEpOTTEioe; ~E OVTI~IKpO~IOKO 

<pOp~OKO, TTOU EivOI KAIVIKWe; OTTOTEAw~OlIKO OT'lV KOAiTIOO 'l OTToio o<pEiAE TOI OTO Clostridium 
difficile 
LE OOSEVEie; ~E oo~oPri VE<PPIKri ovmopKEIo (GFR< 1 0 ml/min) tXEI TTOPOl'lP'lSEi OU~'lor] T'le; 
ouoTrl~OTIK~e; tKSW'le; OT'lV o~ISpo~uKiv'l KOTO 33% 
nOpOTOO'l T'le; KopOloKrie; movoTToAwor]e; KOI TOU OlooTri~Oloe; OT, 'l OTToio EvtXEI Kivouvo 
ovomu~'le; KOpOIOKWV 0PPUS\-1IWV KOI torsades de pointes (KOIAIOKri TOXUKOpOio OiKr]V pITTIOiou), 
txouv TTOPOlr]P'lSEi OE SEPOTTEio ~E oMo ~oKpoAiOIO nopo~olo OTTOTtAw~o OEV ~TTOPEi va 
OTTOKAEIOSEi TEAEiwe; ~E Tr]V o~ISpo~uKiv'l OE OOSEVEie; ~E OU~'l~tvo Kivouvo TTOPOlETOlJtV'le; 
KopOloKrie; movoTToAwo'le; (~Atm TTOPOYPO<po 2.8 AvnTlelll·H1TE~ EvtpVW:~), mo~tvwe; 
onOITEiTOI TTpOOOxri KOla Tr] SEPOTTEio, EOV: 

• E~<povi~ETE OUYYEVri ~ TEK~'lPIWlJtV'l TTOPOTOO'l TOU OIOOTri~Oloe; OT 
• ETTi TOU nopOVTOe; AO~~OV£TE SEPOTTEio ~E OMEe; OpOOTIKte; OUOiEe;, 01 oTToiEe; EivOi YVWOlO OTI 
nopoTEivouv TO OIOOTr]~O OT, OTTWe; OVTIOppUS~IKO TO~'le; IA KOI III, OI~onpio'l KOI TEP<PEVOOiv'l 
• nopOUOIO~ETE r]AEKTpoAuTIKte; OIOlOpoxte;, 1010iTEPO OE TTEPITTTWOEIe; UTTOKOAIOI~ioe; KOI 
uno~ovvr]OIol~ioe; 

• nOOX£TE OTTO KAIVIKO OXETI~O~EV'l ~poOUKOpoio, KOpOIOK~ oppuS~io ri oo~oPri KOPOIOKri 
OVETTOPKEIO 

LE OOSEVEie;, 01 OTToiol M~~ovov SEPOTTEio ~E O~ISpO~UKiv'l, tXOUV OVO<pEpSEi E~OpOEIe; TWV 
ou~mW~OTWV T'le; ~UooStvEIOe; gravis KOI vto E~<pOVIOr] ouvopo~ou ~UooStvEIOe; 
To KOKKio o~ISpo~uKiv'le; TTOpOlETo~tVr]e; oTToOto~EUO'le; YIO TTOOl~O EVOIWP'lIJO TTEPltXOUV ... 9 
OOUKpO~'le; AUTO TTptml va AO~~OVETOI UTT04J'l OE OOSEVEie; ~E OOKXOPW0'l OIO~~T'l AoSEvEie; ~E 
OTTOVIO KAr]poVO~IKO TTpo~Ari~OlO ouoovE~ioe; OT'l <ppOUKTO~'l, OUOOTTOppO<pr]O'le; yAUKO~'le;­

yoAOKTO~'le; ri ovmopKEloe; OOUKpOO'le; (OOKXOpOO'le;)-IOO~oATOO'le; OE So nptml va AOIJ~ovOUV 
aUTO TO <pOp~OKO 
To KOKKio o~ISpo~uKivr]e; nopOlETo~tVr]e; OTTooto~EUOr]e; YIO noOl~o EVOIWP'l~O nEpltxouV 
mg VOlpiou AUTO TTptml va AO~~OVETOI UTT04J'l OE OOSEVEie; TTOU ~piOKOVTOI OE EAEYXO~EV'l 
oiollo VOlpiou 

2.5 	 AAA'lAnTlopaaEI~ IJE aAAo q>apIJOKO: 
Antacids/AvTlo~lvo 

LE <pOp~OKOKIVr]TIKri ~EAtTr] OT'lV oTToio E~£TOOS'lKE 'l miOpoo'l T'le; TOUTOXpOV'le; xopriY'lo'le; 
OVTIO~IVWV KOI O~ISpO~UKivr]e;, OEV TTOPOl'lPriSr]KE miOpoo'l OT'lV OAIKri ~IOOIOS£OI~OT'lTO TOU 
OVTI~IOTIKOU TTOPOTI 01 ~tYIOTEe; OUYKEVTpWOEIe; TOU OlOV opo TOU Oi~OlOe; ~EIWS'lKOV KOTO 
npootYYIO'l 25% LE OOSEVEie; TTOU Ao~~ovouv TTopoAAr]Ao o~ISpo~uKiv'l KOI OVTIO~IVO, TO 
<pOp~OKO OEV TTptTTEI VO AO~~OVOVTOI TOUTOXPOVO 

Cetlrizine/ LETlpl(ivl] 
LE uYIEie; ESEAovTte; r] ouyxoP~Y'lor] TTEVS~~EPOU SEPOTTEUTIKOU Oxri~Oloe; TTOU mpIEM~~OVE 
0~18pO~UKivr] KOI OETIPI~ivr] 20 mg OTr] OTOSEpOTTOI'l~tV'l KOlOOTOO'l OEV EiXE we; OTTOTtAw~o 
KonOIO <pOp~OKEUTIKri oAA'lAETTiOpoo'l ri Or]~OVTIKri oAAoYri OTO OIOOlrl~O OT 
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Didanosine( Dideoxyinosine)/ Llloovooivr' 
H ouyxoP~YIlOIl 1200 mg OSISpol)uKiVIl~ IlI)EPIlOiw~ I)E 400 mg Oloovooivll~ IlI)(Plloiw~ OE 6 
OOSEVEi~ SETIK00~ OTOV HIV OEV q>OVIlKE VO ETIIlPEOSEI Til q>OpI)OKOKIVIlTIK~ TIl~ oli5ovooivll~ OTIl 
oTOSEpOnOllll)tvll KOTOOTOOIl OE OUYKPIOIlI)E TO EIKOVIKO q>OPI)OKO 

Oigoxin/Lllyo~ivf) 


MEPIKO OVT1!310TIKO TIl~ OI)OOO~ TWV 1)0KP0},IOiwv tXEI OVOq>EpSEi OTI EnIlPEosOUV, OE OpIOl)tVOU~ 


OOSEVEi~, TO I)IKP01310KO I-l00!30},101)0 TIl~ olyo~ivll~ OTO tVTEPO LE OOSEVEi~ nou },OI-l!3ovouv 

TOUTOXPOVO 0SISP0I-lUKiVIl KOI olyo~jvll, 11 OUVOTOTIlTO OU~1l01l~ TWV OUYKEVTPWOEWV TIl~ olyo~ivll~ 


nptnEI vo },0I-l!30VETOI un'04JIl. 


Zidovudine/Zlool3ouoiVIJ 

Eq>ono~-'6-0-on1;-1000-m-g- KOI noMOTTJ\t~ 660EI~ 1200 mg ~-6nO mg-dsISpol-luKlvf1e; Eixov I-lIKP~ 


mlopooll OTIl q>OPI-lOKOKIVI1TIK~ TIl~ sloo!3ouoivll~ OTO nMol-lo ~ oTr)v onof3o},~ OUT~~ ~ TOU 

y},UKOUPOVIKOU I-lETO!3o},iTll TIl~ ono TO 00po. OOTOOO, 11 XOP~Ylloll OsISpOI-lUKjVf1~ 00~1l0E TI~ 


OUYKEVTPWOEI~ TIl~ <pwo<popu},IWl-ltvll~ sloo[3ou6ivll~, TOU K},IVIKO opooTlK00 I-lETo[30},iTll Trl~, OTO 

mpl<pEplKO l-l0vOnuPllvo. H K},IVIK~ Olll-looio TOU EUP~I-lOTO~ oUTOU OEV EivOI oo<p~~, I-lnopEi Ol-lw~ 


va onooEIXTEi w<Pt},11-l1l VIO TOU~ oOSEVEi~ 


H 0sISp0l-luKivll OEV oMIl},mlopo 01l1-l0VTIKO I-lE TO 000TIll-l0 TOU IlnOTIKOU KUTOXPWI-lOTO~ P450. 

nlOTEUETOI OTI 11 0sISp0l-luKiVIl OEV U<piOTOTOI <poPl-loKOKIVIlTlKte; o},},Il},mlopooEI~ aVTioToIXE~ I-lE 

EKEivE~ TIl~ EpUSpol-luKiVIl~ ~ oMwv I-l0Kp0},lolwv. H moywy~ ~ 11 oopovonoilloll TOU IlnOTIKOU 

KUTOXPWI-lOTO~ P450 I-ltow TOU oUl-lnAtYI-lOlO~ KUTOXPWI-lOTO~-I-lETO[3o}'iTll OEV oUlJl3oivEI I-lE Tllv 

°sISp0l-luKlvll· 


Ergot! AAKO},OEIOO EpuOI!3wooue; o},upoe; 

/\oyw Tile; 8EWPIlTIK~~ TIlS0v6TIlTO~ EI-lq>OVIOIle; EPYOT10I-l0U OEV OUVIOTOTOI '1 TOUTOXPOVIl XP~OIl 


ot;ISpOI-lUKlVIl~ I-lE nopoywyo EPUOI!3wooue; 6},upoe; (l3Atm nopoYPoq>o 2.4 ElolKte; 

npoEloonol~oEH:; KOI npoq>uM~EI~ KOTO Til XP~OIl)· 


<DOPI-lOKOKIVI1TIKte; I-lEMTE~ tXOUV OIE~oXS£i OVOI-lEOO OTIlV 0SISp0I-lUKiVf1 KOI TO OKO},OUSO 

q>OPI-lOKO TO onoio ElVOI VVWOTO OTI Uq>iOTOVTOI 0flI-lOVTIKO I-lETo!30},101-l0 I-ltow TOU KUTOXPWI-lOlO~ 


P450. 


H ouyxoP~Yl101l 10 mg OTOP!300TOTivl1~ IlI-lEPlloiw~ KOI 500 mg 0sI8p0l-luKivlle; IlIJEPlloiw~ OEV 
TpononoilloE TI~ OUYKEVTPWOEI~ Tr1~ OToP!3ooTOTivf1e; OTO nMol-lO (I-lE 130011 I-l£SOOO 
npooolopi01-l00 OVOOTO},~~ TIl~ HMG CoA-ovoywyOOIle;)· 

Carbamazepine/Kop!3oIJO(Enivn 
LE I-lio I-lEMTIl q>OPl-loKOKIVf1TIK~e; oMIl},miopooll~ OE uYIEi~ ESE},OVTt~ OEV nopOTIlP~SI1KE KOl-lio 
0IlI)OVTIK~ miopooll ala mimoo TI1~ Kop!30fJosmiVIle; ~ TOU OPOOTIKOU fJETO!30},iTIl TIl~ OTO 
nMol-lO OE OOSEVEi~ nou EMl-l!3ovov TOUTOXPOVO 0sISp0l-luKivl1 

L£ I-lio <poPI-lOKOKIVIlTlK~ I-lEMTIl OTllv onoio E~ETooSIlKE 11 miopooll mi Tile; q>oPI-lOKOKIVIlTlK~~ 
TIl~ ot;ISpofJuKiVIle; 1-l10~ E<pcmo~ 6601l~ OII)ETIOivlle;, nou XOPI1V~SIlKE 2 WPE~ nplv ana Tllv 
0sISp0l-luKIVIl, OEV nopOTIlP~SIlKE fJETO!30},~ TIl~ <pOPI-lOKOKIVIlTIK~~ TIl~ OSISpOI)UKivf1~. 

Coumarin-Type Oral Anticoagulants/Ano TOU OTOIJOTOC; KOUIJOPIVIKO AVTITIr'KTIKO 
L£ I-lio <pOPfJOKOKIVIlTIK~ I-lEMH1 oMIl},EniopOOIl~, 11 ot;ISpol)uKiVIl OEV l)£Tt!3o}'AE TO OVTITIIlKTlKO 
onOTt}'EOI-lO \JIO~ E<pono~ MOIl~ 15 mg [3op<popivll~ (wariarin), 11 onoio XOPlly~8IlKE OE uYIEi~ 
ESE},OVTt~. METa Tllv KUK},O<popio TOU <P0PI-l0KOU OTllv oyopo un~p~ov ovo<popt~ Evioxuoll~ TOU 
OVTITIIlKTIKOU onoT£Mo\JOlO~ I-lETO ana oUYXOP~YIlOIl osISpo\JuKivll~ I)E ana TOU orOI)OTOe; 
KOUI-l0PIVIKO OVTITIIlKTIKO nopo},o nou OEV tXEI TEKl)llPIWSEi OITlO},OYIK~ oUOXtTloll I-lE Tllv 
0sISPOfJuKiVIl, nptml vo OiVETOI npooox~ 0111 OUxvOTIlTO nopOKo},00SIl01l~ TOU Xpovou 
npoSpOl-ll3ivll~ OTOV 11 0sISp0l-luKiVIl XPIlOlI)OnOIEiTOI OE 008EVEi~ nou Ml-ll3ovouv ono TOU 
OTOI-lOTOe; KOUfJOPIVIKO OVTITIIlKTIKO 

LE I-lio <poPfJOKOKIVIlTIK~ I)EAtTIl OE uYEie; ESE},OVTt~ OTOU~ onoioue; XOPlly~8f1KE rll-l£p~0I0 ana TOU 

OrOI-lOTOe; Mall OslSpolJuKiVIl~ 500 mg ylO 3 11 I-lt pEe; KOI OKO},OUSW~ E<.pOno~ 06011 


] 5 



DD YEn-E.4250- J3/2 
(240) 

KUKAoonopivry; 10 mg/kg 01 onopptouOEt; Cmax KOI AUCO-5 Tr]e:; KUKAoonopivl"]<; ppt81"]KOV vo 

(ivOi OI"]I-lOVTIKO OUSI"]I-lEV(e:; Luvmwe:;, nptml vo ESETOi;ETOI I-lE npooox~ I"] TouToXpovll XOP~YIlOIl 

TWV <.p0PI-l0KWV OUTWV Eov (ivOi onopoiTr]Tr] I"] TOUTOXPOVI"] xop~Yl"]oti TOUC:;, nptml vo 

nopoKOAou80uVTOI TO Enimoo TI"]e:; KUKAoonopivl"]e:; KOI vo npoOOPI-lOi;ETOI ovoAoyo I"] ooooAoyio 


Efavirenz/E<QoplptVQ] 

LUYXOp~YI"]OI"] (<.panas I"]I-lEP~OIOe:; 0001"]e:; 600 mg oi;ISPOI-lUKivl"]e:; KOI 400 mg E<.pO[3lptvi;l"]t; YIO 7 

l"]\JtPEe:; OEV tOElsE KOl-lio KAIVIKWe:; 0IlIJOVTlKr'] <.p0P\JOKOKIVI"]TlKr'] oMI"]Amiopool"] b.£v EivOi 

onopoiTI"]TI"] I"] npooopl-loy~ TI"]<; 0601"]<; TI"]<; Ol;ISPOIJUKivl"]e:; OTOV oUYXOPl"]y(iTOI IJE E<.pOPlptvi;1l 


Fluconazole/CPAOUKQYO(oAO 

H ouyxop~Yl"]ol"] \Jioe:; E<.ponof, oool"]e:; oi;ISPO\JUKivl"]e:; 1200 mg OEV IJETtpoAE Trlv tpOPIJOKOKIVI"]TIK~ 

\Jioe:; (tponof, oool"]e:; tpAOUKOVoi;OAI"]e:; BOO mg H OUVOAIK~ nOOoTI"]TO TOU <.pOPIJOKOU nou tpSOVEI 

o'llv KUKAO<.popio KOI 0 Xpovoe:; I"]PIi;whe:; TI"]e:; Oi;ISPOIJUKivl"]e:; OEV IJETO[3AhSI"]KOV ono TI"] 

ouyxoP~YIlOI"] tpAOUKovoi;oAI"]e:;, OOTOOW nopOTIlPr']8I"]KE lJio lJ(iwol"] 0111 \JtY I01Il OUYKtvTpwoll 

TIl<; 0~18pOIJUKivl"]e:; 010 n MOIJo, Cmax, (1B%) Il onoio OEV hTOV KAIVIKO 0IlIJOVTlKh 


Indina vir /I v9J...VQlliQ!] 

LUYXophYI"]01l lJio<; (<.ponof, 0001le:; 1200 mg Oi;18poIJUKivl"]e:; o£v (iXE OT01IOTIKO 0lllJoVTlKh 

miopool"] OTrjV <.p0PIJOKOKIVIlTIKh BOO mg IvolvopiPIle:;, XOpI"]YOr.:qJEVI"]<; TPEIe:; <.popte:; TrjV IlIJEPO YIO 5 

IllJtpE<; b.£v (ivOi onOpOiTrjTI"] I"] npoooPlJoyh Tile:; 0001"]e:; TI"]e:; Oi;ISPOI-lUKivl"]e:; O1OV ouyxopl"]YEiTOI 

IJE Ivolvo[3ipl"] 


Methylprednisol()ne/M£8uAnp(Ovl(oMvl) 

LE IJio IJ£AETI"] <.pOPIJOKOKIVI"]TIKhe:; OAAr1Amiopool"]e:; OE UYIEie:; E8EAOVTte:;, I"] oi;18polJUKivll OEV 

npoKoAwE KonOIO 0IlIJOVTIKh IJETOPOAh OTIlV tp0PIJOKOKIVI"]TIKh TI"]e:; IJESuAnpEovl~oA6vl"]e:;. 


Midazolam/Mloo(oAQjm 

H ouyxophYl"]ol"] 500 mg Oi;ISpoIJuKivlle:; I"]IJEpl"]oiwe:; YIO 3 I"]IJEPEe:; O£ uYIEie:; ESEAovTte:; OEV EiXE we:; 

onOTtAWI-lO Konolo KAIVIKO ol"]IJoVTlKh oMoyr'] 011"] <.p0PIJOKOKlvIlTIKr'j KOI Tr1 tpOPIJOKOOUVOlJlKh 

1-1I0e:; E<.pcmof, 0001"]e:; 15 mg jJlooi;oMIJI"]e:;· 


Nelfinavir/NEAq)IVO.illP!:l 

LUYXOpr']Yl"]ol"] 1200 mg Ol;ISPOIJUKivl"]e:; KOI vEA<.pIVOpipl"]e:; OE O1oSEpOnOll"]IJEvl"] K01OO1OOI"] (750 

mg TPEI<; <.pOpEe:; TI"]V I"]IJEpO) £IXE we:; onOTEAwIJo TI"]V ouf,l"]ol"] TWV OUYKEVTPWOEWV TI"]e:; 

0(18P0I-lUKivrje:; fJEv nop01rjphSrjKOV KAIVIKWe:; Orjl-l0VTIKte:; OVETTl8ulJrjTEe:; Evtpym<; KOI rj 

npoooPlJoy~ TI"]<; OOOrj<; o£v EivOI onOpOiTrjTrj. 


Rifabutin/PICQQblJ1'.9UTivQ 

H ouyxophYrjorj oi;18p0I-lUKivrj<; IJE pltp0lJnouTivrj OEV mrjptoOE TIe:; OUYKEVTPWO£Ie:; TWV £V A6yw 

<.p0PI-l0KWV 010V opo lOU Oil-l0TOe:; 


EXEI nOp01IlPrjSEi OUO£TEponEvio OE 008EVEie:; uno ouyxopl"]YOUI-l£Vrj 8EponEio 0~18polJuKivlle:; KOI 

pltp0l-lnouTivrje:;. Av KOI I"] OuoETEpomvio tX£I OUOXETIOT£i I-lE Til xphOIl Trje:; pltpo\JnouTivl"]e:;, OEV 

tXEI TEKI-lIlPlw8£i oITloAoY1Kh OUOXtTIOrj YIO TOV ouvouoo\Jo TI"]e:; \JE TI"]V oi;18po\JUKivrj (pMm 

nopoypo<.po 2.B AVmI8uIJrjH:e:; EvtpYEIEe:;). 


S ildenafillLIAvTEvo<piAo 

IE uYIEie:; OPPEVEe:; E8EAovTte:; o£v unhPXoV EVOEif,£Ie:; miopoorje:; TI"]e:; oi;18po\JUKivrj<; (500 mg 

IlI-lEP'loiwe:; YIO 3 rJl-ltPEe:;) OTrjV AUC KOI HI Cmax Trje:; OIAVTEVOtpiArje:; h TOU KUPIOU IJE1OPOAiTl"] TI"]<; 


T erfe nadine/T E p<PEvooi'{I1 

cDOPIJOKOKIVI"]TIKte:; \JEMTEe:; OEV tOEIf,OV OTOIXEio KonOloe:; oAArlAmiopool"]<; OV0I-lWO OTrjV 

oi;18po\JUKivll KOI OTrjV TEPtpEVOoivl"] Exouv OVOtpEpS£j onovlo nEplOTOTIKO onou rj TTlSOVOTI"]TO 

oVTiOTOIXI"]e:; OMI"]AEniopoorje:; O£V hToV OUV01O vo onOKAEloSEi EVTEAWe:; nOpOAO aUTO, OEV 

UTTllPf,E OUYKEKPll-lEVrj tVOEIf,1"] Oll ouvtPrj TETOIO oMrjAmiopOoll 


T h e.QI2l:lYllLfle/8£O<pUM iv r] 

b.£v unoPXouv EVOEif,EIe:; KAIVIKO OrjIJOVTIKhe:; <.p0PI-l0KOKIVrjTlKr']t; oMI"]AEniopoorje:; O1OV I"] 

0~18pOI-lUKivrj KOI rj SEotpuMivrj XOPrjYOUVTOI TOUTOXPOVO OE uYIEi<; ESEAOVTt<;. Ev TOU101<; rj 

ouyxophvrjol"] 8EOtpuMivrje:; KOI \JOKPOAIOiwv tXEI OUOXETIOHi I-lE OU~rjIJtvo mimoo 8£O<.pUAAivrjt; 
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OTOV OpO. 0<; EK TOlJTOU, OUVIOTClTOI rJ IJETprJOrJ TWV ETTITTEOWV SEOcpUAAivrJ<; (TTi OUVXOPrJV~OrJ<; 
0~18pOIJUKiv rJ<;. 

Triazolam/T plo(oMIJD 

2:£ 14 uVIEi<; £S£AoVTE<;, rJ OUVxoP~VrJorJ 500 mg O~ISpolJuKivrJ<; TrJV 1rJ rwtpo KOI 250 mg TrJ 2rJ 

rJl-lEPO I-l( 0,125 mg TPIO~oMl-lrJ<; TrJ oElmprJ rwtpo OEV £iX£ 0rJIJOVTIKr'j (TTiopoorJ O£ KOTTOIO 

q>OPIJOKOKIVrJTIKr'j IJ£TOf3ArJT~ TrJ<; Tplo~oMlJrJ<; O£ OUVKPIOrJ IJE TO EIKOVIKO q>OPI-lOKO 


T rimethoprim-Sulfamethox azolelT plblE SOTT pi IJ r' - 2:ouA<pO IJ ESo~o(oAr) 

2:uVxoP~VrJorJ lOU OTOSEPOU OUVOUOOIJOU TPIIJESOTTpilJrJ<;looUAq>OIJESO~O~OArJ<; (160 mg/SOO mg) 

(TTi 7 rJlJtPE<;, 1J0~i IJE 1200 mg O~ISpolJuKivrJ<; TrJV 7rJ rJlJtpo, OEV EiXE OrJI-lOVTIKt<; ETTlopciO£I<; am; 

I-lEVIOTE<; OUVKEVTPWO£I<;, OTrJ OUVOAIK~ TTOOOTrJTO TOU q>OPlJciKOU TTOU cpSciVEI OTrJV KUKAOcpopio Ii 

OTrJV OTTEKKPIOrJ OTTO TO oupo EiTE TrJ<; TPII-lESOTTpilJrJ<; EiT( TrJ<; oouAq>0I-lE80~0~oArJ<; 01 

OUYKEVTPWOEI<;TrJ-<;-O~ISfJCi-PUKivrJ<; 010V opo ~TOV TTOPOIJOJE<;IJEOUTt<; TTOU EXOUV TToPOTrJPrJSEi Q( 


OAM<; IJEMTE<;. 


C isa pride/2:l( OTT piO n 

H OI~oTTpiorJ I-lETOI30Ai~£T01 OTO r'jTTOP OTTO 10 EV~UI-lO CYP 3A4. Emlor'j TO I-lOKpOAiolo 

OVOOTtAAOUV TO EV~UI-lO aUTO, rJ OUVXPOVrJ Xopr'jVrJ0'1 T'1<; ol~OTTpio'1<; IJE 11<; OUOiE<; OUTt<; IJTTOPEi 

VO OU~r'jO£I TOV Kivouvo EI-lq>OV10rJ<; OIOTOPOXWV IOU KOPOIOKOU puSIJOU (rropOT00rJ lOU 

OIOOT~IJOTO<; QT, KOIAIOKE<; oppu8I-liE<;, TORSADE DE POINTES) 1110 TOUlO vo I-lrJ oUVXOPrJV£ilOl 

rJ OJ~oTTpiorJ IJE TO q>OPI-lOKO OUTO. 


2.6 f1oooAoyia: 
OJ ooS£vEI<; OUVIOTCITOI vo A0l-ll3ovouv TO KOKKio O~ISpOlJuKivrJ<; TTOPOTETOIJEVrJ<; OTTOOtOwu0rJ<; 

I-lE OOEIO OT0I-l0XI (TouMXIOlOV 1 wpo TTplV Ii 2 WPE<; IJUci TO VEUI-lO) 


XPr)oo OE EvrjAIKE<; KOI EQHil3ou<; (> 12 owv) 

H OUVIOTWI-lEVrJ 000'1 KOKKiwv TTOPOTETOIJEVrJ<; OTTOOE0I-lEU0rJ<; O~ISpol-luKivIl<; OE EVr'jAIKE<; KOI 

Eq>l'll3oU<; EIVOI 2.0 9 OTTO~ 


AVOOUOT00'1: TTPOOStOTE 60 ml 00010<; KOI ETTOVOTOTTOSolioTE TO KonoK!. AVOKIVr'jOTE KoM 

XPrJ0IIJOTTOIr'jOTE TO EvOtwPrJl-l0 IJtoo OE 12 WPE<; I-lETO T'1V OVOOUOTOO~ TOU. AVOKIV~OTE KoAo 

nplv TrJ XPr'j0ll KOI TIlEITE oAo TO TTEPIEX0I-lEVO TrJ<; q>IOArJ<;· 

2:E TTEpiTTlw0rJ nou npoKArJSEi EI-lOO<; OTOV OOSEVr'j EVTO<; 5 AETIlWV ono TrJ XOPrlVIl0rJ KOKKIWV 
O~ISpolJuKivrJ<; TTOP01ETOI-lEV'1<; OTTOOt0I-lEU0rJ<; So TTptTTEI va ArJq>8Ei lJio OElJT£PIl MOrJ 

nOIOIO 

To KOKKio O~ISpol-luKiv'1<; TTOPOTETOI-lEVrJ<; onootOIJEU0tl<; OE OUVIOTWVTOI Via nOIOIO I-lIKpOT£PO 

TWV 12 ETWV 


HAIKIWlJtVOI 008EVEic; 

Mv OTTOITEiTOI npoooPI-l0Vrl lrJ<; ooooAoVio<; OTOU<; rJAIKtWI-lEVOU<; ooSEv£i<; Via TOU<; onoiou<; 

OTTOIT£iTOI va Ml30uv SEpomio W 0~t8pOIJUKivtl. 


A08EVEic; IJE V£CPPIKrl OV(TTOPKEIO 

l1£v OUVIOTClTOi npooopl-loy~ Tr]<; ooooAoyio<; OE ooS£vEi<; IJE ~TTIO EW<; IJETPIO V£q>PIKrl 

OV(TTOPKEIO (GFR 10-80 ml/min). nPETTEI vo AOIJf3civoVTOt npocpuM~EI<; owv TO KOKKio 

0~18POIJUKiv'1<; nOpOTETOIJEVrJ<; OTTOOtOI-lEUOrJ<; XOPrJVOUVTOI O£ ooS£v£l<; I-lE ool3opr'j VECPPIKrl 

OV(TTOPK£lO (GFR <10 mllmin). 


A08EVEic; IJE OTTOTIKrl OVETTOpKEJO 

01 q>0PI-l0KOKIVtlTIKE<; 1010TrJTE<; Tr]<; O~ISpol-luKivrJ<; O£ OOSEVEI<; IJE rJTT01tKr'j oVEnopKElo OEV txouv 

K08oPIOTEi OTrJV TTEpiTTTW0rJ TWV KOKKlwv O~18POIJUKivrJ<; TTOP01ETOl-ltVrJ<; onoot0I-lEU0rJ<;. ME 

f300tl I-lEAETE<; VIO TI<; q>0PI-l0KOTEXVIKE<; I-lOpq>E<; ciw0'1<; OTTOOEOIJEUO'1<; OE XPEIO~ETOI npooopl-l0Vr'j 

TIl<; OOOOAoVio<; OE OOSEVEi<; I-lE r'jTIlO tw<; I-lETPIO rJTTOTIKr'j OV(TTOPKEIO. H 0~18pOI-lUKivrJ npEml va 

xoprWEiTOJ IJE TTPOOOXr'j OE OOSEVEi<; IJE ool3opr'j tln01IKr'j OVETTOPKEIO. 


2,7 YTHpOoooAoyia - AVTI\JETWTTlOrr 
2:E m:piTTTw0rJ UTTEPOOOOAOVio<; OTTOITEiTOI rJ Eq>0pl-l0VIi VEVIKWV OUI-lTTlWI-lOTIKWV KOI 
UTTOOTilplKTIKWV I-ltTPWV SEPOTT£io<;, OVOAOVO I-lE TrJV TTEpiTIlworJ 
TrJA KtVTPOU I1tlArJTrJPIOOEWV 21077 93 777, ASr'jvo. 
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2.8 AVEm8up'lus EvtpyW:S: 
o nopOKcnw nivoKoc; mpltX£1 TIC; ov(mSulJfll£C, £vtpymc; nou £lJqlOViOTflKOV IJtow TflC; £lJmlpioc; 
ona KAIVIKtC; IJEAtn:c; KOI IflC; nopoKoAouSflOflC; lOU <jJ0PIJOKOU IJETO Tflv KUKAoqlopio TOU olflv 
oyopo, KOTO KOlflyopio 0PYOVIKOU OUOT~IJOlOC; KOI ouxvOlflTO. 01 ov(mSulJflTEC; (vtpymc; nou 
ElJqlovioTflKOV IJ£lO Tflv KUKAOqlOpio lOU <jJ0P\-lOKOU OlflV oyopo onooiOOVTOI IJE nAOYlo 
YPOIJIJOTO. H KOlrlYopio OUXVOTfl1OC; £lJqlOV10flC; Opi~(TOI OUIJ<jJWVO \-l£ IflV nopOKCIlW OUV8~Kfl 
noAu ouxvtc; (2': 1/10), 2:uxvtC; (2': 11100, <1/10), 'OXI ouxvtc; (2':1/1000, <11100), 2:noVl£C; 
(21/10.000, < 1/1 0000), noAu onovlEC; « 1/10.000), KOI Mfl yvwOTtC; (OEV IJnopouv vo EKIIIJfl80uv 
IJE 1300f] 10 ola8tolIJa O(OOlJtva). EVToC; Ko8E KOlflyopiac; ouxvOTflTOC; EIJqlavIOflC;, 01 
ov£mSulJflTEC; EvtpYEI£C; nopOli8EVTOI KOTO ql8ivouoo OElpO ool3apoTfl1OC;. 

AV(TI18ulJflTEC; Evtpymc; EVO£XOlJtvwc; ~ mSovwe; OXETI~OIJEVEC; IJE Iflv O~ISpolJuKiv'l IJE l3aofl Iflv 
ElJnElpio ono KAIVIKtC; IJEAtlEe; KOI Tflv napaKoAouSflOfl lOU ql0PIJOKOU IJETa Iflv KUKAo<jJopio TOU 
OTrjV oyopa 

KOlflyopio 0pYOVIKOU AV(TIISUlJflTfl EvtpYEIO 2:uxvOTflTO 
LuoT' 010 

~------~-----+~----~------~------------~~------~--------~ 
AOIIJW~EIC; KOI nopoollwOEIC; , 'OXI ouxvtc; 


Mfl YVWOlte; 


.0.IOlopoxte; TOU V£UPIKOU 
auaT ~IJOTOC; 

KOPOIOKtC; OIOTOpoxte; 

I ZoAfl, KEqloAaAyia, napOlo8floio , 

! NEl) IKOT TO 
• .0.ltyEpOq':------:----

Em8ElIKOH1TO, 0 0 

oio, UTlV Aia, aunvio 
AITlOSU\-lIKO £TlEIOOOIO, OTlaOlJoi, 
4!UXOKIVflTlK~ un£pOpOOTflPIOTflTO, 

AioSJ} °noA WV 
Torsades de pointes (KOIAIOK~ 

2:uxvte; 

TOxuKapoio OiKflv plmOiou) 
Tlopaypoqlo 2.4), oppu8IJio 

. TlopaYP0qlo 2.4) 
, mplAolJl3oVOlJtvflC; TflC; KOIAlaK~e; 

r--:-____--=--=-______,--______-'--:-T":-'OC./..>..:U,-,-K:.:c0 pOc:.:.ic=O...>.£_______ 
A £IOKt OIOla!::l~_ --i-'_Y_n_o_l_o_O-'fl__ ...... ____.__________-+-M_~l1,lO=-l--"t-"--____-1 

.0.loTOpaxtc; lOU ! .0.lappoIO, KOIAIOKO oAyoe;, noAu ouxvtc; 
YOOl PEV lE piK00 ~~lIJQ!()lJ2..L.___________________+_----~..._.---------_I 

, 'E IJETOC;, quam io 
I rOOT 

.0.IOlopoxte; TOU ~nOloc, 


KOI lWV xoAflqloPWV 
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HnOTIK~ ovmopK£lo (pAtm Mr] VVWOit.:;; 
nopovpo<po 24)" r]nOTiiloo 
K£pouvo13oAo.:;;, r]nOiIK~ VtKPWOr], 
XOAOOTOlIKOC:; 
E~ov8qlJo, KVfjOIJOC; LUXVt.:;;6IOTOPOXE':;; TOU OtpIJOTO':;; 

KOI TOU unoooplOu 10TOU LUVOPOIJO Stevens-Johnson, 
oViiopoofj ono <jlWiO£UOI08fjoio, 
KviowOIl 

EpyOOi1)Pl0Kt<; TTOPOIJETPOI 

TO~IK~ £mOEPIJIK~ v£Kp6Auor], 

noMlJopcpo Epu8fjIJo 

Ap8poAVio 


N£CPPIK~ ovmopKEIO 0~[:io;v(<jlpiT100-
OIOIJEOG 

• Konwoll 
8WPOK1KO oAvo.:;;. oioqlJo, oi08qIJo 

KOKOUXio<;, £!~a08tvlofj 


Apl8lJo<; AqJcpoKunopwv IJEIWlJtVO<;, 
opI81J0':;; IlwOIvo<piAwv 
oU~IllJtvo.:;;. 0ITTOV8POKIKO oiIJOTO<; 
IJEIWlJtva 
AOTTOPTlK~ 0lJlvoipavO<jl£pOOll 
au~qlJtvr]. OlJlvOTpovOCP£POOll Tr]':;; 
oAavivfl<; OUslllJtvll, xoAEpu8pivfl 
OiIJOTO<; Ou~rH.lEVll, oupio aiIJOTO<; 
ou~qlJtVll, Kp£OTIVivr] aiIJOTO':;; 
OU~rJlJtvfl, KoAIO OiIJOTO':;; IJIl 
cpuOIoAoYIKO 
HAEKTPOKOpOIOVP°<jlflIJO, 

OIOOTIllJa aT nOpOTETOIJEVO 

napovpocpo 2.4) 


°XIOUXVE':;; 

Mr] vvwOTt.:;; 

LUXVt.:;; 

Mr] VVWOTt<; 

LUXVtc: 
OXIOUXVt<; 

LUXVt.:;; 

OXIOUXVt.:;; 

Mil VVWOTt.:;; 

I 

610iOpOXt.:;; TOU 
IJUOOKEAET1KOU OUOT~IJOiO':;; 
KOI TOU OUVO£TIKOU 1010U 

61OTOpaXt.:;; TWV VECPPWV 
KOI TWV oupocpopwv oowv 

fEvlKt.:;; OIOTOPOXt<; KOI 
KOiooToom; Hl<; ooou 
xop~yI)OI)<; 

* 11 oTToia oTTaviw.:;; KOTtArJ~E OE 80VOTO 

2.9 	 TI TTptTTEI va YVWpi~EI 0 a09EVr;<; OE TTEpinTwOI1 nou napaAEil.I.IEI va nap£! KanOm 00011: 
Eov TTptTT£1 va AOIJ13dvETE TO CPOplJOKO OE KOVOVIKO XPOVIKO OlaOT~IJOTO Kal nopoAEi4JET£ lJio 
06011,80 TTPETTEI va TTOPEiE TI) ooorJ OUi~ TO TOXLmpo OUVOTOV. EV iOUTOI':;;, nAf"1010~EI fl LiJpo 
VIO H1V mOIJEVI) MOfl IJfl M13ETE Tfj MOfj nou nopoAEi4JOTE, oAM OUVEXioTE KOVOVIKO Tfj 
8EponEio 

2.10 	 HJ.lEpOlJl1via Ar;~I1<; lOU npo'iovlO<;: 
AvavpocpETOI O1fjV E~WTEPIK~ KOI EOWTEPIK~ OUOKEuooio. LE TTEpiTTTWOfj TTOU fl 
rJlJ£POlJflvio OUT~ tXEI TToptA8EI IJflV TO XPr]OIIJOTTOI~OET[ 

2.11 	 10lainpE<; npo<puA6~EI<; Via Til <puAa~11 lOU npoYovlO<;: 

3, nI\HPO<l>OPIEr riA THN OPGOI\OrlKH XPH[H TON <l>APMAKON 
To CPOplJOKO aUTO Ooc; TO tVP04JE 0 VIOTpO':;; 00<; IJOVO VIO TO OUVKEKPllJtVO 

IOTPIKO 00<; npo13AfllJO Mv 80 TTptmJ vo TO OiVET!: OE oMo OTOIJO ~ vo TO 

XPI)OIIJOTTOI£iTE VIO KOTTOIO oMIl TTo8flOr], xwpi<; npol)voulJtvw.:;; vo tXETE 

OUIJ130UAEUTEi TO VIOTPO 00<;. 

Eov KOTel Tfj OIOPKEIO Tfl<; 8Epomio.:;; EIJCPOVIOTEI KOTTOIO npopAfll.lO I.lE TO cpaPI.lOKO, 

£VI)I.lEpWOTE 0IJEOW<; TO VJOTpO 00':;; ~ TO <jl0PI.l0KOTTOIO 00<;. 

Eav (XETE OTTOloo~nOTE EPWTfjl.lOTIKO Vupw OTTO TI<; TTAflPOcpopiE':;; nou O<jlOpOUV TO 

cpaPI.lOKO TTOU AOIJ130VETE ~ XPEIO~EOTE KoALmpfl Evrll.ltpwofl VIO TO IOTPIKO 00':;; 

TTpopAlJlJO IJI] OIOTOOET£ VO SI]TQOET£ TIS nAflpo<popiE£ OUT~S OTTO TO ylOTpO 
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LlLlYEn-E.42S0-13/2 
(240) 

Ooe; ~ TO <pOp~OKOTTOIO ooe; 
110 vo £ivOi OTTOT£AEO~OTIK6 KOI OO<poMe; TO <pOp~OKO TTOU 00e; XOPfJy~8rJK£ 80 
TTptTT£1 VO Ao~~ov(TOI ou~<pwvo JJE TIe; oorwi£e; TTOU 00e; 008fJKOV 
riO TrJV OO<poA£IO Ooe; KOI H1V uYEio Ooe; EivOi OTTOpoiTrJTO va 010[300£T£ JJE 
TTPOOOX~ K08£ TT ArJpo<poplO TTOU o<popo TO <pOp~OKO TTOU OOe; XOPfJy~8rJKE 
MfJ OIOlrJPEiTE TO <.pOp~OKO OE EP~OPIO TOU AOUTPOU, YIOli rJ stOTrJ KOI fJ uypooio 
~TTOPEi va oMolwoouv TO <.pOPJJOKO KOI va yiv£1 ETTI[3Ao[3tS YIO TrJV uy£io ooe; 
No ~rJv KpOlOT£ <pOp~OKO TTOU o£v TO XP£IOSEOTE TTMov ~ TTOU ~orJ txouv A~~EI 
rio ~EyoAuT£PfJ oo<poA£lo <pUM~TE oAo TO <.pOp~oKO O£ oo<poAte; ~£poe; JJoKPIi:J OTTO 

4_ TPonor ~IA0ErHr: To <pOp~oKO aUTO XOPrJY£ITOI ~OVO ~E IOTPIK~ OUVTOY~ 

3. H nEpiAfJ4JfJ XOPOKTrJPIOTlKWV TOU npO'IOVTOe; TTOU mpl£Xouv OPOOTIKO OUOTOTIKO AZITHROMYCIN 
aUI J.I0p<pr'j: ElTIKaAUJ.lJ.livo J.IE AETno uJ.livlO olOKio 600MGITAB, OpiS£TOI we; E~~S: 

nEPII\H'VH TON XAPAKTHPlrTIKON TOY npo'ioNTor 
(osI8pO~UKivrJ ) 

1. ONOMArlA TOY <l>APMAKEYTIKOY npO'fONTOr 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
L':IIUOPIKri asl8po~UKivrJ ,000uvoJJrJ ~£ 600 mg os,8poJJUKivrJe; avo oloKio 
rio TOV TTAI']prJ KOToAoyo TWV £K06xwv, [3A. TTOPOYp0<p0 6.1. 

3. <l>APMAKOTEXNIKH MOP<l>H 
ETTIKOAu~~EVO JJE AmTO U~EVIO OIOKIO 

4. Kl\lNIKEr nI\HPO<l>OPIEr 

4.1 0EpanEuTiKis EVOEi~ElS 
Evo£iKVUTOI IJOVO Ylo Hlv TTpo<puAo~rJ tVOVTl TrJe; Aoi~w~fle; OTTO TrJV o~ooo TOU 
Mycobacterium avium-intracelfulare (MAC), JJIOe; £UKOIploK~e; Aoi~w~flS fl oTToio OUVoVTOTOI 
Kupiwe; OE HIV 008£v£iS TTOU ~piOKOVTOI OE TTPOXWPfl~tvo OTOOIO, EiTE ~OVO TOU EiTE OE 
OUVOUoO\JO ~£ pl<po~TTOUTiv rJ 

4.2 floaoAoyia Kal Tporros XOPrlY'1a'1S 
H 0sI8po\JUKivrJ 600 mlKoAuJJ~tvo ~E Am TO U~tVIO oloKIO TTPETT£I va XOprJYEITOI OTTO~ 
£~ooJJooloiwe; 
To £TTlKoAuJJ~tvo W AmTo U~EVIO oloKio oSl8poJJUKivrJe; EivOI OUVOTOV va AOIJ[30VOVTOI ~osi 
~ OVE~OPTrJTO OTTO Tflv TPO<Pri 

XprjOI] OE EvOAIKE( KOI ECPr'][30U( (> 12 nwv) 

ria Tflv TTpo<puAo~rJ tvovTI TWV AOIJJW~EWV OTTO MAC OE 008EvEie; TTpool3£I3Afl~tvouS OTTO 

TOV 10 TrJe; ov8pwTTlvfJe; ovoooovmopKEIOe; (HIV), 11 00011 EivOI 1200 mg, OTTO~ 


£[3oo~ooloiwS 


nOlC)!() 

H oo<poA£lo KOI 11 OTTOT£AEO~oTIKOTrJTO TrJe; 0~18pO~UKivrJe; OTflv npo<p0Ao~11 TI1S MAC 
Aoi\Jw~Ile; O£ nOlolo o£v txouv T£K\JrJPIW8Ei 

tJAIKIWlJtVOI 008£VEk; 

L':I£v oTTolT£iTOI TTPOOOP~oy~ TilS ooooAoyioS OTOUe; rJAIKIWJJEVOUS 008£v£iS Ylo TOUe; oTToioue; 

OTTol1£iTOI va Ao[3ouv 8£poTT£io 0~18pOJJUKivI1S ([3AtTT£ TTop6ypo<po 5.2 <l>oPJ.lOKOKIV'1T1KiS 

IOIOT'1H S) 


A08Ev£iC; IJE VECPPIKrl oVETTO DK£lo 

L':IEv OUVIOTOTol npooop~oYri TrJS ooooAoyroS OE 008EV£ie; ~£ riTTIo tws JJETPIO VEcppIKI'] 

OVETTOPKEIO (GFR 10-80 ml/min) Ilptml va AO~~OVOVTOI TTpo<puM~EIe; OTOV TO rJ 
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(24a) 

O~lepOIJUKiVIl XOPIlYEiTOI OE OOeEVEie; IJE oo[3op~ VE(jlPIK~ OVETTOPKEIO (GFR <10 ml/mln) 

(BAtm nopoypO(jloue; 4.4 EIOIKi<; TTpO[lOOTTOI~O[I<; KOI TTpoq>uM~[I<; KOHl HI XP~OI1 


KOI 5.2 <t>OPIJOKOKIVI1T1Ki<; 1010TI11[<;) 


AOeEVEic; IJE rnOTIKIj OVETTOPK£IO 

b.£v XPEIO~ETOI npOOOPIJOY~ Tile; ooooAoyioe; OE OOeEVEie; IJE ~TTlO twe; IJtTPIO IlnOTIK~ 


OVETTOpKEIO. H O~lepOlJuKiVIl np£nEI vo XOPlly£iTOI IJE npOOOX~ OE OOeEVEie; IJE oo[3op~ 


IlnOTIK~ OVETTOPKEIO. ([3Atm nopoypoq>o 4.4 EIOIKi<; TTpO(lOOTTOI~O£I<; KOI TTpOq>U"a~w; 


KOla Hl xpr\OI1) 


4.3 AV1[voEi~[I<; 


H XP~OIj TOU npoIOVTOe; OVT£vOEiKVUTOI OE oa8EvEie; IJE unEpEUOIOellOio OTIjV o~18poIJUKivl1, 


Hlv El2..u8pQlJut(ivlj,QE onoloo~noT£ OVTI[310TlKO Tile; OIJOOOe; lWV IJOKpoAIOi4JV ~TWV 


KETOA10fwv, ~0.£~onOIOO~Tro:rE-aTT6 TO EKooxon0\:J-ElV0(jlEP0VT01-olljv--nopoypaq>0 6.1 

(KOToAoyoe; EK06xwv). 

H TOUTOXPOVIj XOP~Yllolj lJoKpoAIOfwv IJE OI~onpio'1 OVTEVOEiKVUTOI. 


4.4 EIOIKi<; TTPO[lOOTTOIr\O£I<; KOI TTpoq>uM~[I(; Kala Til XP~OI1 
'Onws KOI IJE Tllv Epu8pOIJUKivIj KOI TO oMo IJOKpoAiOIO, EXOUV OVOq>EpeEi onovfwe; 
oo[3opte; OMEpYIKEe; OVTIOpOOEIe;, nou OUlJmp1AolJ[30Vouv TO 0YYEIOoiOIjIJO KOI T'1V 
ovoq>uAo~io (onoviwe; 1J0Ipoio). MEpIKEe; ono OUTEe; Tie; OVTIOpOOEle; nOu npOEKU4JOV IJETO 
ono Xop~YIjOIj O~18pOIJUKiVIje; Eixov we; onOTEAEOIJO TIjV £lJepOVI0'1 UnOTpOTTlO~OVTWV 
OUIJTTTWIJOTWV TO onoio onOITOUOOv IJ£YOAUTEP'1 m:piooo nopoKOAo08'101je; KOI 8£ponEio<; 
EmlO~ TO ~TTOp EivOI '1 KUPIO 006e; onEKKpIO'1e; T'1e; O~18pOIJUKivlje;, nptml va 
XP'1011J0nOIEiTOI IJE npooox~ OE 008EVEiS IJE oo!3op~ IjnOTIK~ VOOO. 'Exouv oVO(jlEp8Ei IJE TIj 

XP~O'1 Hle; 0~18POIJUKivlje; mplOTOTIKO KEpouvo[3oAou '1nOTiTIOOe; 11 onoio OUVIjTIKO IJnopEi 
vo OOIlY~OEI OE omlArlTlK~ YIO TIj ~w~ IjnOT1K~ OVETTaPKElO WAtm nopoypoepo 4.8). LE 
008EvEie; nou ElJepovi~ouv O'1IJEio KOI OUIJTTTWIJOTO '1TTOTlK~e; ouoAmouPyioe;, onwe; 
E~008tVI0'1,iKTEPO, OKOUPOXPWIJO oOpo, OIIJOPPOYIK~ Ol08EOIj ~ IjnOTIK~ EYKEepoAono8£10 
nptnEI vo yfvovTOI 01 oVaAOYEe; EPyoOTljploKte; E~ETOOEIe; EAtyXOU Tlje; IjnOTIK~e; Amoupyio<;. 
LE 008£VEie; nou AOIJ[3ovouv nopoywyo Tlje; EpuOI[3woouS oAupoe; (Ergot), EXEI 
nopouOIoOTEi EPYOTlOIJOe; OTOV oUYXOpljy~8ljKov OPIOIJEVO oVTI[3IOTIKO Tlje; OIJOOOe; lWV 
1J0KpoAIOiwv. b.Ev unopxouv OEOOIJEva ooov oepopo TIjV TTl80VOTljTO oM'1AETTiOpOOlje; 
IJ£TO~O TWV nopoywywv Tlje; EpuOI[3wooue; oAupoe; KOI 0~18pOIJUKivIjS. Ev TOUTOIe;, A6yw Tile; 
eEWpIjTlK~e; TTl80VOTIjTOe; ElJepOVIOIjS EPYOTIOIJOU OEV nptml va oUYXOP'1YEiTOI Ij 
0~18pOIJUKiv'1IJE nopciywyo T'1S EPUOI[3WOOUS oAupas_ 
Onwe; KOI IJE onOloo~nOT£ oMo OVTI[310TIKO, OUVIOTOTOI Ij nopOKOAOU81l0'1 TWV o08EVWV 
ylo TIjV OVOTTTU~'1 O'1IJEiwv ETTIIJOAUVOIje; ono 1J'1 EUoi08ljTOUS IJIKPOOPYOVIOIJOUS, 
OUIJTTEP1AOIJ!30VOlJtvwv Kol TWV IJUK~TWV. 
'EXEI ovoepEp8Ei OlcippOIO nou oXETf~ETOI IJE TO n080yovo Clostridium difficile (CDAD) KOla T'1 
XP~OIj 0XE06v oAwv TWV OVTIIJIKP0!310KWV TTOPOyOVTWV, oUlJmpIAolJ!3ovolJtvlje; T'1S 
0~18poIJUKivI1S, 11 onoio EvOtX£TOI va nOlKiAEI OE !30PUT'1TO, ono EAoeppa OIOPPOIO we; 
80VOT'1epOpOe; KOAIliOO. H 8EponEio IJE OVTIIJIKP0!310KOUS nopayovTES IJETo[3oMEI T'1 
<puoloAoYIK~ EVTEPIK~ XAwpioo, YEyovoe; nou OOflYEi OE umpOvaTTTU~'1 TOU C difficile. 
To C. difficile nopaYEl TO~ivES A KOI B nou oUIJ!3oAAouv OTllv ElJepOVIOI1 CDAD. LTEAtXIj C. 
difficile nou nopayouv OU~'1lJtv'1 noooHllo TO~IVWV OU~OVOUV 1'1 vOO'1POTflTO KOI T'1 
8VIjTOT'1TO, K08we; OUTte; 01 AOIIJW~EIe; IJnopEi va EivOI OV8EKTlKte; OTIjV oVTlIJIKp0!310K~ 
8EponEio KOI EVOtXETOI Vo OorlY~OOUV OE KoAEKTOIJ~. To EVOEXOIJEVO CDAD npEnEI va 
E~ETO~ETOI O£ oAoue; TOUe; 008EvEiS nou nopouOlo~ouv OIOPPOIO jJETO ono Xp~olj 
oVlI!310TIKWV. Eniofle;, XPEIO~E101 vo A'1<p8Ei oVOAUTIKO 100PIKO IOTOPIKO E<p000V EXEI 
oV0<pEp8Ei OTi fl CDAD IJnopEi va EIJ<POVIOTEi we; KOI 000 IJIjVES IJETO TIj XOP~YflOIj 
oVTllJlKPOPIOKWV nopoyovTWV. 
METO T'1V OPI01IK~ oloyvW0'11flS 4JEUOOIJEIJ!3povwoouS KOAITIOOe;, nptnEI vo EepOplJOOTOUV 
8EpOmUTIKO IJtTpO. EAOepptS mplTTTWOEIS ljJEUOOIJEIJ!3povwooue; KOAiTiOoe; ouvljewe; 
oVTOnoKpivoVTOI OT'1 oloKon~ TIjS 8EponEioe;. 
LE IJtTpIEe; ~ (3oplte; mpITT1WOEIS nptnEl vo E~ETO~ETOI Ij OVOYKIl Xop~Y'101je; uypwv KOI 
IjAEKTPOAUTWV, OUI.JTTAljpWjJOTIK~e; XOP~yljoIlS npwTE"fvwv KOI 8Epomioe; IJE oVTqJIKpo[3loKa 
<poPIJOKO, nou EivOi KAIVIKWS onolEAEOjJOTIKO OTllv KOAIllOO '1 onoio o<pEiAETOI OTO 
Clostridium difficile. 
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66YEn-E.42S0-J3/2 
(24a) 

IE 008EVEi~ I1E ool3op~ V£(PPIK~ OVETTOPK£lO (GFR< 10ml/min) tXElll0P011lPIl8Ei OU~1l01l 
TIl~ oUOTIl110TlK~~ tK8WIl~ oHlv 0~18pojJuKivll KOTO 33% (pAtm 110pOypOq>0 52 
<1>oPIJOKOKIVllllKi<; IOU)TIlTl<;) 
nopolOOIlTIl~ KOpOIOK~~ Ell0V0l16Awor]~ KOI TOU OIOOT~IJOlO~ OT, 11 ol1oio (vtXEI Kivouvo 
ovc'mTU~Il~ KOPOIOKWV oppu81JIWV KOI torsades de pointes (KOIAIOK~ lOXUKOpoio OiKr]V 
plTIlOiou), txouv llapOlllPIl8Ei OE 8EPOllEio I1E oAlla jJOKPOAiOIO nOpOIJOIO 01101tAwIJ0 OEV 
l.mopEi vo 0110KAEI08Ei TEAEiw~ IJE Tllv 0~18pOjJUKivr] OE 008£VEi~ IJE oU~r]jJtvo Kivouvo 
110p01ETOlJtVr]~ KapOloK~~ ETTOVOll0Awor]~ (I3Atm 110pOypOq>0 4.8 AVETTl9uIJIlH<; [vtpyw:<;), 
EllOl-ltvwe; 0110l1EilOi llPOoOX~ K010 Til 8EPOllEio OoS(VWV' 

• 	 M£ OUYY(V~ ~ T£KI-lIlPIWl-ltvllll0P0100r] TOU OI00T~1-l010e; OT 
• 	 01 ol1oiol ETTI IOU 110pOVTOe; A0I-l!36vouv 8£POllEio I-l£ oAA£e; OpOOTIKte; ouoi£~, 01 01101Ee; 

£ivai YVWOTO OTlll0P01£ivouv TO OlooTIll-lO OT, 011We; OVTIOPPUSI-lIKO Ta~r]e; IA KOI Ill, 
ol~ol1pioll KOIT£pq>£voOivr] 

• 	 ME r]A£KTpOAUTIKte; OIOTOpOXt~, IOIOiTEPO OE llEPlTITWOEIe; Ull0KOAI01I-lioe; KOI 

Ull01J0yvrlol0ljJioe; 


• 	 ME KAIVIKO OX£1I~OI-lEVr] !3poouKOpoio, KOpOIOK~ oppu8jJio ~ oo!3op~ KOpOIOK~ 
OVEll0PKEI0 

IE a08EvEi~, 01 ol1oiol MlJl3ovov SEPOllEio I-lE 0~18poI-lUKivr], tXOUV ovoq>Ep8Ei E~OpOEle; TWV 
OUf.lTITWI-l0TWV Tr]~ I-lUOoStvEIOe; gravis KOI vto EjJq>OVIOr] OUVOP0I-l0U l-luo08tvEloC; (BAtll£ 
nopoypoq>o 4.8). 

4.5 AAAIlAnTiopoo(l<; IJ[ oAAa q>OPIJOKO KOI oAA[<; IJOpq>t<; oAAIlAErriopooll<; 
Antacids/AvTloc,lvo 

IE (j)OpjJoKoKlvr]1IK~ jJEAtTr] OTr]V ol1oio E~£1a08r]KE 11 miopoor] Tr]e; TOuTOXpovllC; 

Xop~yr]or]e; OVTIO~IVWV KOI O~ISpOjJUKivr]C;, OEV 110p01r]p~Sr]KE miopoor] OTrlv OAIK~ 


1310010SWII-l0Tr]TO TOU OVTlI3I01IKOU nopOTI 01 I-lEYIOTEe; OUYKEVTpWOEIe; TOU OTOV ope TOU 

OijJOlOC; I-lEIWSr]KOV KOTa npootYYlor] 25%. IE 008EVEj~ nou A0I-l!3ovouv 110poMr]Ao 

0~19p0I1UKivr] KOI OVTIO~JVO, TO q>OPI-lOKO OEV llptllEI vo AOlJl3avovTol TOUTOXPOVO 


Cetirizinel L£1Ipl(ivn 

IE UYIEiC; ESEAoVTtC; r] ouyxop~Yr]or] mv8~I-lEpOU 8EpOmUTIKOU OX~1-l010e; 110U 

nEpl£Ml-ll3oVE O~ISpolJuKivr] KOI O£1IPI~ivr] 20 mg 01r] OT08Eponolr]l-ltvr] KOTOOTOOr] O(V £IXE 

we; 011OT£AwjJo KonOIO q>OPI-lOK£UTIK~ oAllr]Amiopoor] ~ Or]I-lOVTlK~ oMoy~ OTO OJ(JOTr]IJO 

OT 


Didanosine(Oideoxyinosine)/6IoovooivO 

H ouyxoP~Yr]oll 1200 mg 0~18pOIJUKivr]C; IlI-lEpr]oiwe; I-l£ 400 mg Oloovooivr]e; r]jJEpr]oiw~ O£ 

6 008EV£ie; 9E1IKOUC; OTOV HIV o£v q>avr]KE vo ETTr]p£a~EI Tr] q>OPI-lOKOKIVr]TIK~ Tr]e; 

oloavooivr]~ OTIl oT08EPOll01r]l-ltVr] KOl00100r] OE OUYKPIOfllJE TO EIKOVIKO q>OPIJOKO 


Oigoxin/6lyo~ivn 


MEplKo OVTI1310TlKO Tr]C; OI-lOOOe; TWV 1J0KpoAIOiwv tXEI ovoq>£pS£i OTI mr]p£o~ouv, OE 

0PI0I-l£VOue; ooS£vEie;, TO IJIKP01310KOIJET013oAI0l-lO Tile; olyo~ivllC; OTO tVTEPO IE 008EVEi~ 


nov AOjJl3ovouv TOUTOXPOVO O~ISpOl-luKivr] KOI olyo~ivr], 11 OUVOTOTIlTO OU~1l0r]e; TWV 

OUYKEVTPWO£WV Tr]e; olyo~ivr]C; nptml vo AOjJ!3ovETCli un'OlJ.!1l 


ZidovudinelZloo[3ouoivn 

Eq>dll0~ 060(le; 1000 mg KOlll0AAollAtC; 06oEIC; 1200 mg ~ 600 mg O~ISpOlJuKivr]C; £ixov I-lIKP~ 


miopoor] oH1 q>OPIJOKOKIVr]T1K~ Tr]e; ~lool3ouoivr]~ oTO nMolJo ~ OTllv onol3oA~ OUT~C; ~ TOU 

yAUKOupOVIK00 I1ETol3oAiTr] Tr]e; ana lO oupa. OOTOOO, r] xop~Yr]Or] 0~18pol-luKivr]C; OU~r]OE Tie; 

OUYKEVTpWO£Ie; Tr]~ q>woq>opuAlwl-ltv'lC; ~lool3ouoivr]e;, TOU KAIVIKO OPOOTIKOU I-l£TOl3oAiTr] Tr]e;, OTO 

mplq>£pIKO 110VOllUp'lVO. H KAIVIK~ o'ljJooio lOU £Up~I-lOTOe; OUTOO o£v EivOI ooq>~e;, jJnop£i OIJWC; vo 

01100£IXTEi wq>tAIIJ'l YIO TOUe; 008£VEie; 

H 0<18pOIJUKivr] OEV oMr]AETIJOpO Or]IJOVTIKO I1E TO OUOTrjl-l0 TOU r]nOTIKoO KUTOXPWI-lOl0C; 

P450 nIOTEO£1Ol on r] 0~18pOIJUKivr] OEV Uq>iOTOTOI q>OPIJOKOKIVr]TIKtC; oMr]AETIJOpOOEIe; 

oVTioTOIXEe; IJE EK£ivEe; Tr]C; EPUSPOIJUKivrJe; ~ dMwv lJoKpoA10iwv. H ETTOYWY~ ~ rJ 

oopovolloirJo'l TOU r]l1OTIKOU KUTOXPWI-l010~ P450 IJtow TOU oUl-lnAtYI-1010C; KUTOXPWI-l010C;­

I-lElO!3oAiTr] o£v OUlJl3oivEI I-lE Trlv O~ISpol-luKiv'l 
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ErgoU AAKOAo£IOr £PUOI!3WOOUS; oAupas; 

I\oyw HIe; 8£WPflTlK~e; m8avoTflTOe; ElJcpOVIOfle; £pyOTI0~o0 OEV OUVIOToTOI fl TOurOXPOVfl 

XP~Orj a~18pO~UKiVrje; IJE napoywya £pUOI[3wooue; OAupae; ([3MITE napoypacpo 4.4 EtOtKE<; 

TIpO(IOOTIOI~O(II:; Kat lTpoq>uM~(I(; KOHl HI XPrl0Il). 

ct>0PIJOKOKIVr]TIK£e; \JEAtT£e; txouv ol£~oX8£i OVOIJEOO OHlv O~18POIJUKivrj KOI TO OKOAou80 

cpaplJOKa TO onoia EivOI YVWOTO OTI UcpiOTOVTOI ofllJavTIKo lJETa[3oAIOIJO ~tow TOU 

KUTOxpW~OlOe; P450 


Atorvastatin/ATOpl300TOlivO 

H OUYXopOYlJor 10 mg OlOp{3001OTivOC; QbJEproiws; KOI 500 mg O~18POIJUKivrje; fllJEprjoiwe; 

OEV TponOnOirjOE TIe; OUYKEVTpWOEIe; Trje; OToPI300TOTiVrje; 010 nMolJo (IJE 1300fl lJt8000 

npOOOIOPIOIJOU OVOOTOA~e; Trje; HMG CoA-ovaywyaofle;)· 


CarbamazepinelKopl3obla(mivQ 

IE !Jia IJEAtTfl cpOPlJaKOKlvflTIK~e; aAArjAmiopaorje; OE uYIEie; E8EAovTte; OEV napOTflP~8flKE 


Ka!Jio Orj!JOVTIK~ miopoorj 010 mimoo Tfle; Kapl3olJo~mivrje; ~ lOU opaOTlKoLJ IJET0130AiTrj 

Trje; 010 nMolJa OE a08EVEie; nou EAOlJl3avov 1OUToXPova a~18pOIJUKivrj 


Cimetidine/IIIJETlOivO 

IE !JiO CPOPIJOKOKIVrjTlK~ IJEAtTrj O1rjV onoia E~£T008rjKE Il miopaorj mi Trje; 

cpaPlJaKOKIVrjTIK~e; Tile; O~18pO!JUKivfle; IJlae; Ecpono~ Marje; OI~ETloivrje;, nou XOprjy~8rjKE 2 

WpEe; nplv ana TrjV a~18polJuKivrj, OEV napOTrjp~8rjKE IJEraf3oA~ Tfle; cpaplJaKOKIVrjTlK~e; Trje; 

a~lepo!JuKivfle;· 


Coumarin-Type Oral Anticoagulants/Ano TOU OIOIJOTOC; KOUIJOPIVIKO AVIllTnKTIKO 

IE !Jio cpap!JOKoKIVrjTIKrlIJEAtTfl OAArjAmiopaorje;, rj a~18polJuKivrj OEV IJElt130AAE TO 

aVTllTrjKIIKO onOTtMolJa IJlae; Ecpono~ Malle; 15 mg l3opcpapivfle; (warfarin), rj onoia 

XOPlly~8IlKE OE uYIEie; E8EAovlte;. MElo Tllv KUKAo<popia TOU cpaPlJoKOU olllv oyopa 

un~p~ov avacpopte; Evioxuofle; TOU aVTllTflKTIKOU onOTEAt0IJOTOe; IJElO ana ouyxoP~Yfloll 


a~lepolJuKivfle; IJE ana TOU 0101JOTOe; KOUlJaplVIKo OVTllTflKTIKO. napoAo nou OEV tXEI 

TEK!JflPIW8Ei OITlOAOYIK~ OUOXETIOrj IJE Tflv o~18poIJUKivfl, nptnEI va oivElal npooox~ O1fl 

OuxvoTflra nopaKOA0081l0fle; lOU Xpovou np08polJl3ivfle; orav fl O~18pOIJUKivll 


XPIlOl~onoIEiTOI OE a08EVEie; nou AOIJ[3avouv ana TOU OTOIJ010e; KOUIJOPIVIKO aVTllTflKTIKO. 


Cyciosporin/KuKAoonopivQ 

IE !JiO CPOPIJOKOKIVflTIK~ IJEAtTfl OE UYEie; E8EAovTte; 010Ue; onoloue; xoprjy~8flKE fliJE p~0I0 


ono TOU arOiJ010e; MOfl a~18pOIJUKivfle; 500 mg Yla 3 rjIJEpEe; Kal aKoA008we; Ecpona~ MOrj 

KUKAoonopivfle; 10 mg/kg 01 anopptouOEe; Cmax Kal AUCo_s Trje; KUKAoonopivfle; I3pt81lKav 

va EivOi OrjlJOVTlKa OU~flIJEVEe;. LuvmWe;, nptml va E~ElO~ETal iJE npooox~ fl rauTOXPOVfj 

XOP~VrjOrj TWV cpaplJOKwv aUTwv. Eov EivOi anapaiTIlTrj rj rauToxpovfl XOP~yrjO~ TOUe;, 

nptm:r va napaKoAou80uVTOI ra EninEoa Trje; KUKAoonopiVfle; Kat va npooOPIJO~ElOl 


OVaAOVO Il ooooAoyio. 


EfavirenzlEpo Blptv(o 

LUYXOP~YflOfl Ecpano~ qIJEp~OIOe; Marje; 600 mg O~18POIJUKivfle; KOI 400 mg E<POI3I ptv~lle; 


YIO 7 fl!JtpEe; OEV tOEI~E Ka!Jio KAIVIKWe; oll!JavTIK~ <paP!JaKoKlvflT1K~ oAAflAmiopooll. 6EV 

EivOi onopoilflTIl Il npoooP!Joy~ Tfle; Malle; Tfle; o~18PO!JUKivrje; OlOV OUYXOPfly£iTOI IJE 

E<POl3lptv~fl· 


Fluconazole/ct>AoUKova(OAO 

H oUVXOP~YflOfl!Jioe; Ecpana~ Marje; O~18POIJUKlvrje; 1200 mg OEV iJEltl3aM: TrjV 

<paPIJOKOKIVIlTIK~ !Jiae; Ecpana~ MOfle; CPAouKova~6AIle; 800 mg. H OUVOAIK~ noooTIlTa TOU 

cpapfJoKOu nou <p8avsl OTflv KUKAo<popia Kal 0 xpovoe; fllJl~W~e; Tile; a~18pOI.JUKivrje; OEV 

lJETOI3A~81lKOV on6 Til oUYXOP~YllOfl CPAouKovo~6AIle;, OOTOOW napOTflP~81lKE !Jia IJEiwOfl 

OTIl!JEYIOTrj oUYKtvTpwoll Tfle; a~18polJuKivrje; 010 nMolJa, Cmax , (18%) fl onoia OEV ~TOV 


KAIVIKO OfllJaVTIK~. 


Indinavir/lvolva Si PI] 

rUYXOP~YIlOlllJjae; Ecpana~ Malle; 1200 mg a~18pOIJUKivfle; OEV EiXE OTOTIOTIKO oqlJaVTIKr'j 

miopaofl OTrjV cpaPIJOKOKIVflTlK~ 800 mg Ivolval3ipfle;, XOPIlyoUIJEVfle; TpEIe; <popte; TrjV fl~tpo 


Via 5 rllJtpEe;. 6£v Eival onapoiTIlTfl rj npooaPIJOV~ Tfle; Malle; Trje; a~18pOIJUKivfle; orav 
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OUYXOPflYEiTOI flE IvclIvo[3ipfl 

Methylpredn isolone/ME 8uAn pEOVI(oMvl] 

LE I-lio I-IEAEH1 <pOPflOKOKIVfl'IK~e; oAAflAmiopOOfle; OE UYlEie; E8EAoVTEe;, fl o~l8pOI-IUKivfl O[V 

npoKoAw[ KonolO OflI-lOVIIK~ fl[10[3oA~ OTflv <pOPI-IOKOKIVflTlK~ Tfle; I-IE8uAnpEovl~oMvFle; 


Midazolam/Mroo~oMflFl 


H oUYXOP~YflOFl 500_mg O~18pOI-IUKivfle; fll-lEPflOiwe; YIO 3 rWEpEe; OE uYIEie; E8EAovTte; O[V 

[iX£ we; onmtAwl-lo KonOIO KAIVIKO OqI-lOVIIK~ oAAoyl'] OTFl <P0PI-I0KOK1VflTlKr'] KOl Tfl 

(j)OPflOKOOUVOI-IlK~ fllOe; E<pono~ OOOfle; 15 mg I-Iloo~oMl-lfle;· 


Nelfinavir/NEAWlVO§ipO 
LUYXOP~YIl0111200 mg O~lepol-luKivfle; KOI vEA<plvo[3iplle; OE oT08EpOnOIFll-ltvfl KOTOOTOOfl 
(750-mg"4" p£lC;~<perpt1;-li']v~llptpO)LiXE\:lJC;-UTTOl tA-WPO-T fl v-oO~ floll-rwv a uY KE VT PWOE WV T1lC; 
O~ISpofJuKivfle; D.EV nopOTIlP~8llKov KAIVIKWe; OflIJOVIIKte; oVETTl8ulJflTEe; EvtpYElEe; KOl Fl 
npoooPlJoYri Tile; OOOFle; OEV EivOi OTTopoiTIlTIl· 

Rifabutin/PlqlOlJnouTivn 

H OUYXOPr']YflOfl 0~18pOIJUKivlle; IJE PI<pOI-JTTOUTiVfl OEV mflptooE Tie; OUYKEVTpWOEIe; TWV EV AOyw 

<P0PIJOKWV OTOV opo TOU OiI-101OC; 

'EXEI nopOTIlPfl8Ei OUO[1Epomvio OE 008EVEie; UTTO OUYXOPflYOUI-IEVfl 8Epomio 

O~ISpOI-IUKivfle; KOI PI<P0I-lTTOUTivfle;· Av KOl fl OUOET£ponEvio EXEI OUOXETIOTEi IJE Tfl XP~Ofl HIe; 

pl<p0lJnouTivfle;, OEV tXEI TEKl-lflPIW8Ei OITIoAoYIKri OUOXETlOfl YIO TOV OUVOUOOIJO TFle; I-IE H1V 

O~lepOI-IUKiVIl (f3Atm nopoypo<po 4.8 AV[TTle('1J"TE~ [vipvm~). 


SildenafillLlAVT Evo<piAn 

LE uYIEie; 0ppEV£e; ESEAovTte; OEV UTTr']PXOV EVOEi~EI<; miopoOIle; TIl<; O~lepol-luKivll<; (500 mg 

IlI-iEPlloiw<; YIO 3 Ill-ltPE<;) OTllv AUC KOI 11'1 Cmax TIl<; OIAVTEVO<piAfl<; ~ lOU KUPIOU IJElO[30AiTIl 

TFl<; 


Terfenadine!TEpqJEVooivn 

<t>OPI-I0KOKIVflTlKE<; I-IEAtTEe; OEV tOEI~OV OTOIXEio KonolOe; oAAflAmiopOOflC; oV0I-IWO OTflv 

0~18POIJUKjvfl KOI OTflv TEP<pEvooivfl. 'Exouv OVO<pEpSEi onovlo nEplOlOTiKO onou 11 TTlSOVOH1TO 

oVTioTOIXfl<; oAAflf.EniOpooll<; OEV ~TOV OUVOTO va onoKAEloSEi EVTEAw<;. nopoAo aUTO, OEV un~p~E 


OUYKEKPllJtvll tVOEIC,fl OTI ouvtl3fl T£TOIO oAAflAmiOpOOIl· 


Theophylline/0EoqJuAAiVIJ 

D.[V unopxouv EVOEic,EI<; KAIVIKO 0fll-l0VTlKl']e; <P0PI-IOKOKIVflT1Kl']e; oAAIlAmiopOOIle; OTOV fl 

O~18pOIJUKiVIl 1<01 11 8EO<puAAivfl XOPflYOUVTOI TOUTOXPOVO OE uYIEie; E8EAoVTte; Ev TOU1OIe; fl 

ouyxoPl']YflOIl 8EO<puAAivfle; KOI l-IoKpoAIOiwv EXEI OUOXETIOTEi IJE OUC,flIJEVO mimoo 

SEo<puAAiVIlC; OIOV opo. De; EK TOOTOU, OUVIOTOTOI IlIJ£TPflOfl TWV ETTln£OWV 8EO<puAAivfle; ETTf 

OUYXOPflYr']0flC; O~ISpolJuKivfle;· 


TriazolamfT plol;oMIJO 

LE 14 uYIEi<; E8EAoVTE<;, fl ouyxoPl']YflOIl 500 mg 0~18pOIJUKivfle; Tflv 1~ IllJtpO KOI 250 mg Til 2~ 

IlfJEPO IJE 0,125 mg TPIO~oMlJfle; Til OEOTEPIl fll-lE po OEV EiXE 0IlIJOVTIKl'] mfopooil OE Konolo 

<poPIJOKOKIVIlTlK~ lJool3AflTl'] Tfle; TPIO~oMIJIle; OE OOYKPIOfllJE TO EIKOVIKO <pOPIJOKO. 


T rimethoprim -Sulfa methoxazole/T pIIJE8onpiIJIJ-LOuA([Jo jJESoto(oAn 

LuyxoPl']YIlOFl TOU oT08EPOO OUVOUOOlJoO TpIIJESOnpiIJFle;/oouA<poIJESOC,o~oAFl<; (160 

mg/800 mg) mi 7 FlIJEpEe;, 1J0~i IJE 1200 mg 0~18polJuKivfle; Hlv 7~ FlIJ£PO, OEV EiXE 

0FlIJOVTlK£<; ETTIOPOOEIC; OTI<; IJtYIOTEe; OUYKEVTPWOEl<;, OTFl OUVOAIKl'] noooTFlTO TOU 

<pOPIJOKOU nou <p86vEI OTflv KUKAo<popio ri OTFlv onEKKplofl OTTO TO oOpo EiTE Tile; 

TpllJ£80npilJfle; EirE Tfle; oouA<pOIJESo~o~oAIl<;. 01 OUYKEVTpWOEIe; TFle; 0~18pOI-IUKiVfle; OTOV 

opo ~TOV nOpOIJOIEe; 1-1£ OUTte; nou tXOUV nopOTIlPIl8Ei OE 6AAE<; IJEAtTEe; 


CisapridelLl(on pioJ] 

H OI~oTTpiOIl IJET0I30Ai~ETOI OTO ~nop ana 10 tV~UI-IO CYP 3A4 Emlol'] TO 1J0KPOAiOl0 

ovooTtAAouv 10 tV~UI-10 aUTO, Fl oOYXPOVFl xoPl']YfloFl H1e; ol~onpioFl<; I-1E TIe; OUOiEe; OUTte; 

I-1nopEi va OUC,l']OEI TOV Kivouvo EIJ<POVIOFle; OIOTOPOXWV TOU KOPOIOKOO puSIJOU (TTOPOTOOfl 

lOU OIOOT~I-1OTO<; OT, KOIAloKte; oppu8I-1iE<;, TORSADE DE POINTES) lila TOOTO va IJFl 
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ouyxoprlYEiTOI f) OI~OTTpiOf) ~E TO CPOp~OKO OUTO. 

4.6 KU11O'l KOI yoAouXio 

MEAtw; OvoTTopoywyl')e; OE TTEIPO~OTO~WO txouv o1E~oX8Ei OE 000£1e; TTOU TT~f)0I0~OUV Tflv 

~tTPIO TO~IKri MOf) Via Tf) ~f)TEPO LE OUTte; TIe; ~EAtTEe; OE UTTriP~OV EVOEi~£Ie; I3~OTTTIKr']e; 


ETTiOpOOf)e; Tf)e; 0~18pO~UKivf)e; ETTi TOU E~~pUOU. nEV um::lPXOUV, WOTOOO, £TTOpKEie; KOI KOAO 

EM:VxO~EVEe; ~EAtTEe; OE tVKUEe; VUVOiKEe;. EmlOI') 01 ~EAtTEe; OVOTTopovWvl')e; O£ 

TT£lpOIJOTO~WO O£ oivouv TTOVTO Tf) OUVOlOTf)TO TTpoI3AE\jJIle; Tile; OVTOTTOKpIOIle; OTOV 

OV8PWTTO, f) 0~18po~uKivf) 80 TTptTTEI va Xpf)OI~onOIEiTOI KOla HI OIOPK£IO Tf)e; KUf)Of)e; 

IJOVO £OV Eivol Oocpwe; OTTopoiT IlTrI. 

n£v UTTOPXOUV O£OOIJEVO OOOV ocpopo TIlv onEKKpioIl TOU CPOPIJOKOU 010 IJf)TPIKO yo~o 


'Onwe; no~M cpoPIJOKO TO oTToio £KKpivoVTOI OTO W1TPIKO VOAO, Il 0~18PO~UKiv'l O£ 80 

npEnEI va XPf)OIIJOTTOI£iTOI Via Tf) 8£pon£io VUVOIKWV nou 8f)M~ouv £KTOe; KOI £ov OIOlPOC; 

TTlOTEU£1 OT(TO' OD'vTjiIKO-6ipU\~-0IkOlOAOYOUV TOue;-OUVLlIJKOUe; KIVOUVOUe; Via TO pptcpoe; 


4.7 Erriopooll OTllv IKOVOTIlTO OOr;V'l0'lS KOI XElPI0tJ0U PI1XOVWV 
n£v UTTOPXOUV Evo£i~£Ie; nou va unoo£IKvUOUV OTI f) 0~18POIJUKivf) IJnop£i va tXEI miopoofl 
OT~V IKOVOT'lTO TOU 008EVOUe; Via ooI')Vf)of) I') XEIPIOIJO IJf)Xovwv 

4.8 AVElTI9utJIlTES EvipVElES 
o nopoKoTW nivOKOe; TTEPIEXEI Tie; oVETTl8ulJf)TEe; Evtpvme; TTOU ElJcpovioTf)KOV IJEOW Tf)e; 
EIJTT£lpioe; ono KAlviKte; wAtne; KOI Tf)e; nopoKOAOu8'l0f)e; TOU CPOPIJOKOU IJETO Tf)V 
KUKAO(jlopio TOU OTf)V OVopo, KOla KOlf)Vopio 0PVOVIKOU OUOTI')IJOlOe; KOI OUXVOTf)TO. 01 
OVETTl8ulJf)T£e; £vtpv£IEe; TTOU ElJcpovioTf)KOV ~ETO Tf)V KUKAOcpopio TOU CPOPIJOKOU OHIV Ovopo 
OTTOOiOOVTOI IJE TTMVIO VpOIJ~OTO. H KOl'lyopio OUXVOTf)TOe; E~cpOVIO~e; opi~ETOI oUIJ(jlWVO 
IJE TrIV nopoKoTW OUV8I')Kf) nOAU ouxvte; (;:: 1/10), Luxvte; (~ 1/100, <1/10), 'OXI ouxvte; 
(;::111.000, <1/100), LTTOVIEe; (;::1/10.000, <111.0000), noM) onovlEe; «1/10.000), KOI Mf) 
VVwoTte; (OEV IJTTOPOUV va EKTI~f)80uv IJE ~oor] TO 0108tOlIJ0 OEOOlJtvO) EVTOe; Ko8E 
KOl~vopioe; OUXVOT'lTOe; EIJCPOVIOf)e;, 01 oVETTl8ulJf)TEe; Evtpvme; nopoTi8EVTOI KOla cp8ivouoo 
OEIPO OOpOpOTr]TOe;. 

AVETTl8UIJr]T£e; Evtpvme; EVOEXOlJtvwe; I') TTl8ovwe; OXETI~OIJEVEe; IJE Trlv 0~I8pOIJUKivf) IJE 
j300f) Hlv ElJmlpio OTTO KAlviKte; WAtTEe; KOI Hlv nopoKoAou8r]0f) TOU cpoPIJOKOU IJETO Tf)V
A' .KUK OCPOpiO TOU OTllv ovopa 

KOlrlYopio OPVOVIKOU AVETTl8uIJIlTr] EvtPV£IO I LUXVOTf)TO 
JII(11rll 'OTOe; 
1\01IJW~£Ie; KOI KOVTIVTio0'l, KOVTIVTioof) TOU 'OXIOuxvte; 
nopOOITWO£Ie; mOfJOlo<;, Aoif.lw~r] TOU KOAnou 

YJEuOOIJEIJi3PWOf)<; KOAiTiOO (pAtm Mf) vVwoTte; 
TTOpOypOcpo 4.4) 

nlOlopoXt<; TOU I\EuKonEvio, OUO£TEPOTTEVio 'OXIOuxvte; 
OIIJOTTOIf)TIKOU KOI TOU 8polJ(3on£vio, OIIJOAUTlKI') ovollJio Mf) vVwoTte; 
A£fJ<PIKOU OUoTI')IJOTOe; 
IlIOTopoXt<; TOU AVVElooiorwo, umpEuol08roio 'OXIOUXVt<; 
ovooonOlrJTI KOU AVO<pUAOKTlKI') oVTiopoof) ((3Atm MrJ vvwOlte; 
OUOTI')\-lOl0C; nopoypo<po 4.4) 
1l1000POXtC; TOU AVOPE~io LUXVt<; 
IJEToi3oA101J00 KOI TrJC; 
8pt\jJf)<; 
YJUXIOlPIKt<; OIOTOPOXtC; NEU PIKOTr]TO 'OXIOuxvte; 

llltvEPOfl LnovlE<; 
ETTl8ETIKOTfl TO , ayxoC; Mil YVWoTte; 

IlIOTOpoxte; TOU V£UPIKOU I ZoAf), KE<pOAOAVio, TTOPOl08rJ° io , Luxvte; 
OUOTI')~oTOe; ouoVEuoio 

! YTTOI08Qoio, uTTvnAio, oUTTvio ! 'OXIOUXVtC; 
! 1\ITT08UIJIKO mElo60lo, onoolJoi, MrJ YVWoTte; 
I \jJUXOK1VrJTIKI') umpOpOOTf)PIOTf)TO,
I ovoo~io, TTopoo~io 
MU008~~£I:graVIS (j3Atm 

- TTOQQYp°<po ~ I 
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1'I10TOpoxte; TOU ~TTOTae; 
KOI lWV XOtdl<P6pwv 

1'I10TOpoxte; TOU otplJOTOe; 
KOI TaU UTTOOOPIOU 10100 

1'IlOTopoxte; TaU 
IJUOOK£AETIKOO 
OUaT~IJOTO<; KOI TaU 
OUVOETIKOO 1000U 
l'IJOTOpOxt<; TWV VElPPWV 
KOI lWV OU 0 0 WV OOWV 
fEVJKte; OIOTOPOXt<; KOI 
KOTOOTOOEI<; Tfl<; 0000 

• xop' Yflofl<; 
EpyomflPloKt<; 
nOpalJETpOI 

AioS a TToA WV 
Torsades de pointes (KOIAIOKr'j 
TOXUKOpOio iSiKflv plTT1(3iou) (~AtTTE 
TTOpaypO<po 4.4), oppu8IJio 
(~AtTTE TTOpaypO<po 4.4) 
TTEPIAOIJ~OvOlJtvfle; Tfle; KOIAIOKr'je; 
TO UKO oio 

• YTTOTOO 
l'IlaPPOIO, KOIAIOKO aAyoe;, VOUTio, 

EIW tva 

M vwmtc: 
noAU ouxvte; 

Mfl yvwmEe; 

LU vt 

Mfl yvwoTte; 

Luxvte; 

Mfl yvwoTt<; 

LU vt 
'OXIOuxvt<; 

AOTTOPT1Kri OIJIVOTPOVO<pEPOOfl 
OU~fllJtvfl, OIJIVOT pOVOCPE POOfl Tfl<; 

, oAovivfl<; OU~fllJtvfl, xoAtpu8pivIl 
• OiIJOTO<; OU~fllJtvll, oupio OiIJOTOe; 
• OU~fllJtvfl, KP£OTIVivll oiIJOTO<; 
! ou~rHJtvfl, KaAIO OiIJOTO<; IJfl 

~0I0AOYIKO j
HAtKTPOKOpOIOypacpflIJO, Mfl yvwmt<; 

,_'__________---"-'°LLI_~_~TT_TIl_/_~_O_L~_~_'_TT'_O",P~O_T_E_lO_'1Jc..E_·V_O_______J""" ______~"" 
• fl oTToio oTToviw<; KOTtAIl~£ OE 8aVOlO 
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4.9 YmpooaoAoyio 
01 ov[mSufJIlT[e; £vtpyme; TTOU TTOPOTIlP~Sr]Kov fJ£TO Til A~\jJr] OOO[WV lOU CPOPfJOKOU 
fJ£yoA(mpwv TWV OUVIOTWfJ£VWV, ~TOV TTOpOfJ01£e; fJ£ OUTte; TTOU TTOPOTr]P~SIlKOV fJUO HI "~\jJr] 

TWV OUV~SWV OOO£WV. 2:£ TT£piTTTWOIl umpooooAoyioe; OTTOITEiTOI 11 £CPOPfJOY~ YEVIKWV 
OUfJTTTWIJOTIKWV KOt UTTOOTr]PIKTIKWV fJETPWV S£poTT£ioe;, ovoAoyo fJE Tr]V TTEpiTTTWOr]. 

5. <t>APMAKOAOriKEr I~IOTHTEL 

5.1 <t>OppOKOOUVOPIKic:.; IOIOTIlT£c:.; 
<t>OPIJOKOS(pOmUTlK~ KOTr]yopio AVTlfJIKpol3loKo, MOKpoAiolo, KWOIKOe; ATC J01FA10 

MIlXOVIOP0c:.; OPciOIlc:.; 
H O~ISpolJuKivll EivOITO TTPWTO OVTlI3IOlIKO lJio<; UTTOOfJOOO<; TWV fJoKpoAIOiwv, YVWOT~e; w<; 
o~oAi6£e;, KOI~:oJJoio~dvoLXIlfJrKo-:::olocp.op£JJK~ oTToTr]V[PUSpofJuKivll· Xr]IJIKWe; AOfJI30V(TOI 
OTTO Tllv TTPOOS~KIl (voe:; OTOIJOU O~Ll.)10U 010 AOKlOVIKO OOKTUAIO Tr]e; erythromycin A H 
Xr]IJIK~ OVOlJooiO Tr]e:; o~18pofJuKivlle:; EivOI 9~deoxy-9a~aza-9a-methyl-9a-homoerythromycjn 
A To fJOPIOKO llle:; l3opoe:; £ivol 749,0. 
o IJr]XOVIOIJOe:; 0poor]<; Tr]e:; O~ISpofJuKivr]e:; OUViOTOlOI OTllv OVOOToA~ Tile:; 
TTPWT£IvoouvS£Or]e:; TWV 130KIllPiwv IJtow ouvo£O~<; Tr]e:; ]J[ Til p11300WIJIOK~ UTTOfJOVaOO 50s 
KOI TTOPEIJTT60IOIle:; Tile:; ]J(TOTOmolle; TWV mTTTloiwv xwpie:; va ETTrlP[O~£I Til OUvS£01l TWV 
TToAuVOUKAEOTlOiwv. 
h fJio £A(YXOIJEVIl ]J£ EIKOVIKO cpoPfJOKO (placebo) IJ£AtTIl, 01 ooS(v£ie:; TTOU £MlJl3ovov 
O~18pOIJUKivr] £ixov AIYOT£P[e:; OTTO m; fJlOte:; mSOvOTIlT(e:; vo [lJcpovioouv MAC 130KTIlPI01IJiO, 
O£ oxtail fJ£ 10Ue:; ooS£v(ie; TTOU [MfJj3ovov [IKOVIKO cpaPfJOKO (placebo). H £T~OIO 
aSpOIOTlK~ OUXVOTr]TO £]JcpaV101le; oIOOTTOpTIle; MAC vooou ~TOV 8,24% Ylo 10Ue; 008[VEie; 
UTTO 0~18pOfJUKivr] KOl 20,22% OHlv OIJOOO placebo. 
2:[ fJio OUYKPITIK~ fJ£AtTIl, 0 Kivouvoe:; OVOTTTU~Ile; MAC l3oKTr]pIOllJioe:; OTOUe:; ooS(v£ie; TTOU 
(Ac)lJl3ovov O~ISpolJuKiVIl ~TOV IJIKPOT£POe:; OTTO OUTOV TTOU TTopoTllpri8r]K£ OTOUe:; ooS[vEie:; 
TTOU £AolJj3ovov PICPOfJTTOUTivr]. 0 Klvouvoe:; TWV ooS£vwv TTOU £Ac)lJl3ovov TO OUVOUOOIJO 
0~18pofJuKiVIle:; KOI PlcpojJTTouTivlle; va OVOTTTU~OUV MAC 130KTIlPI01IJio ~TOV TT£piTTOU iooe; IJ£ 
TO tva TpiTO TOU oVTiOTOIXOU KIVOUVOU TWV o08[vwv TTOU £AofJl3ovov KOS[ cpaplJOKO 
~£XWpIOTa. H O~0I0 OSpOIOTlK~ OUXVOTr]TO EfJCPOVIOIle:; oIOOTTOPTIl<; MAC vooou ~TOV 7,62% 
YIO TOUe; ooSEv(ie:; UTTO O~ISpolJuKiVIl, 15,25 % OTllv OIJOOO HIe; PlcpolJTTouTivlle; KOI 2,75% 
OTOUe:; 008(VEie:; OTOUe; OTToioue:; XOPlly~SIlK[ OUVOUOOfJOe; TWV OVWTtpW TTOPOYOVIWV 
OOTOOO, 01 ooS(v£ie:; TTOU [MIJj3ovov TO OUVOUOOIJO TWV CPOPlJaKWV EIxov TT£PIOOOTEp£e; 
mSovoTIlT£e:; vo OIOKO\jJOUV Tr] S£pomio £~01T10e:; TTTWx~e; ovox~e;. 
2:£ IJEAtT£e; TTpocpuAo~r]e:; EvaVTI Tile:; AoilJw~lle; MAC, 11 ouxvOH1TO oAAwv 130KTIlPIOKWV 
AOllJw~£WV ~TOV ETTIOIl<; £AOTTwlJtvll IJ£ Hlv O~ISpOIJUKivll 
H O~ISpOlJuKivr] TTOPOUOl(j~£1 opoOTIKOTIlTO in vitro £vovTiov IJEyoAr]e:; TTOIKIAiOe:; 
IJIKpOOPyOVIOIJWV, OUIJTT£PIAofJl3oVOIJEVWV TWV oKoAouSwv: 
EUKOIPIOKO TT080yovo OX£1ll;o\J£vo IJ£ HIV AOIIJWs£IC;: Mycobacterium avium-inlracellulare 
complex, Pneumonocystis carinii KOI Toxoplasma gondii. 
GETIKa KOla Gram OEpoBIO SOKTIjPIO: Staphylococcus aureus, Streptococcus pyogenes 
(OlJooa A TWV I3-OIlJoAulIKWV OTPETTTOKOKKWV), Streptococcus pneumoniae, 0-OIfJOAUTIKOi 
OTPETTTOKOKKOI (OIJOOO TTpOOIVI~OVTWV OTP£TTTOKOKKWV) KOI oAAo £1011 OTP£TTTOKOKKWV, 
K08we:; KOI TO Corynobacterium diphteriae. H 0~18pofJuKivl') TTOPOUOIci~£1 olooTOUPOUIJ£vll 
oVTiOTOOIl fJ£ OV8EKTIKO OTr]V EpuSpolJuKIVil SOIKO KOla Gram OT£Atxl'), TTEPIAOfJl3oVOIJEVWV 
TOU Streptococcus faecalis (EVT£pOKOKKO<;) KOI TWV TTEPIOOOTEPWV OTEAEXWV TWV 
OVSEKTIKWV OTr] IJESuKIAAlvll OTocpuAoKOKKWV. 
Apvl]TIKO KOTO Gram mOQSlo BOKHiplo: Haemophilus influenzae, Haemophilus 
parainfluenzae, Moraxella catarrhalis, £1011 Acinetobacter, Elol') Yersinia, Legionella 
pneumophila, Bordetella pertussis, Bordetella parapertussis, Elor] Shigella, [ior] 
Pasteurella, Vibrio cholerae KOI parahaemoliticus, Pleisiomonas shigel/oides. 
H OpOOTIKOTr]TO Hl<; o~ISpojJuKlvl')<; EVOVTI TWV Escherichia coli, Salmonella enteritidis, 
Salmonella typhi, EIOWV Enterobacler, Aeromonas hydrophila KOI EIOWV Klebsiella TTOIKiAAEI 
KOI YI' aUTO TTPETTEI va yiVOVTOI OOKIIJOOiEe:; EUOIOSr]oioe;. Eioll Proteus, EIOil Serratia, [iOI') 
Morganella KOI r] Pseudomonas aeruginosa, EivOi ouv~Sw<; av8EKTIKO OTO OVTl1310TIKO 
AVOEpoi310 POKTrjPIO: Bacteroides fragilis KOI Eiolll3oKTr]PIOOEIOWV, Clostridium perfnngens, 
EiOIl Peptococcus KOI Eior] Peptostreptococcus, Fusobacterium necrophorum KOI 
Propionibacterium acnes 
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MlKpooPVaVIObloi umu8uvol Via TO m:E,ouoAIKW<; lJ£TOOIOObl£va VOOnWOTO H osl8po~uKivll 
Eival OPOOTIKrj EVOVTiov TOU Chlamydia trachomatis KOI qJcpovi~[1 ETTiOIl<; KoArj OPOOTlKOH]TO 
EvavTiov TWV ~IKpoopyavlo~wv Treponema pallidum, Neisseria gonorrhoeae KOI 
Haemophilus ducreyi. 
A'AAo! bllKpoopyavlowoi Borrelia burgdorferi (TTOPOYWV HI<; vooou TOU Lyme), 
Chlamydophila pneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma 
urealitieum, EiOr] Campylobaeter KOI Listeria monocytogenes. 

5.2 (J>OP~OKOKIVI1TIKt<;; li5l(:lTlln:<;; 

A TTopp6<p'lall: 
Muo Til xop~yr]Or] OTTO TO OTO~O O1OV OV8PWTTO, r] OsI8pO~UKivr] KOTOvt~ETOI wptwe; OTO 
OliJlJO KOI 11 ~IOOI08WIIJOTr]TO Tile; EivOi TTEpiTTOU 37% Mv TTOPOTr]p~8r]KE 0llIJOVTlKO 
~Eiwor] Tile; ~loOlo8WIIJOTIllO<; OTOV TO OloKio O~18pO~UKivr]e; XOPllYOSIlKOV ~E YElJIJO 
U4JIlArje; TTEPIEKTIKOTr]lOe; OE 'AiTToe; 0 OTTOITOU~EVOe; xpOvoe; YIO TIlV ETTin:usll Kopucpoiwv 
TTUKVOTOTWV OTO TTAOoIJo EivOI 2-3 WpEe; 
KaTovo~ri: 
MEAtT£<; OE mlpo~OTo~WO OTTEOEISOV TIlv UTTOp~r] U4JIlAwv TTUKVOTOTWV o~18polJuKivIl<; OTO 
cpoyoKunopo. LE mlpOIJOTIKO ~OVTE'Ao, U4JIlA6TEpEe; TTuKvoTIlTEe; O~lSpolJuKiVIl<; 
[}I,WSEpwVOVTOI KOTO H] OIOPKEIO Tile; EVEPYOU CPOYOKUTWOlle; OE oxtO'1 ~E ~'1 OIEYEpStvlO 
cpoyoKUnopo. LTO 1J0vTtAo TTElpOI-1OTO~WWV aUTO EXEI we; OTTOTtAWI-10 va TTPOKUTTTOUV 
U4J'1Ate; TTUKVOT'1TEe; OsISpo~uKiV'1e; 010 Olll-1Eio llle; Aoi~wslle; 
ct>OP~OKOKIV'lllKte; I-1EAtlEe; OTTtOEl~OV IllV UTTOp~'l O'1~OVIIKO U4J'1MTEpwv TTUKVOIOIWV 1'1e; 
0SISp0l-1uKivr]<; OTOU<; 10TOU<; OE OXEOr]IJE 10 TTM0l-10 (I-1tXPI 50 CPOPE<; ~EyoMT(P(('; Tr]e; 
fjEYIOTrJ<; TToPOTIlPllSEio'l<; TTUKVOl'1lO<; TOU CPOPIJOKOU OTO TTA00I-10) YEYOVO<; TTOU 
unOOEIKVUEI OIl TO CPOPI-10KO OW~(UETOI OE ~EyoAo TTOOOOTO OTTO TOU<; 10TOU<;. 01 
TTUKVOTr]He; TOU CPOPIJOKOU OTOU<; 101OUe; OTTWe; EivOI 01 TTVEUI-10VEe;, 01 Ol-1uyooAt<; KOI 0 
n POOTOTr]e; ump~oivouv TI<; MICgo YIO TO mSovo TT080yovo IJETO Tr] XOP~YIlO'1 1-110<; oTTA~e; 
MOrJ<; TaU CPOp~OKOU 500 mg 
01 ~toE<; IJEYIOTE<; OUYKEVTPWOEI<; TTOU TTOpOT'lp~Sr]KOV OTO TTEPICPEplKO AWKOKunopo, T'1V 
EOTio Tile; MAC Aoil-1wsll<;, nTOV 140 fjg/ml KOl TTOPE~EfVOV ~EyoAuIEPE<; TWV 32 IJg/ml (TTi 60 
mpiTTou WPE<; IJETO OTTO Tr] XOPOYrJ0'1l-1ioe; oTTAoe;, OTTO 10U OTOfjOTO<; 060'1<; iOll<; I-1E 
1200mg 

A TTtKKpla'l: 
o TEAIKO<; xpovoe; ql-1l~WO<; T'1e; oTTo~oAne; TOU CPOPIJOKOU OTTO TO TTMo~o EKCPPO~EI IJE 
OKpi~EIO H1V 'lJ..llmpioOo oTTo~oA~e; OUTOU OTTO TOUe; 10TOUe;, TTOU Eivol 2-4 r]lJtpEe;. nEpiTTOU 
12% TrJ<; 060'le; TTOU XOPllYEiTof EvoocpA£~iw<; omKKpivEIOI OTO oupo OOV olJ£To~Ar]TO 
cpOP]..lOKO O£ OIOOTrJ]..lO 3 11]..l£pWV, TO O£ IJEyoAuT£po TTOOOOTO OUTOU OTT£KKpivElOl TI<; 
npww; 24 WpEe;. H oTT£KKPIOll TOU 0~l8pol-1uKivIl<; OTTO TIlv XoAO OTTOH:A£i Tr]V KUPIO 006 
OTTO]..lOKpUVO'le; YIO TO oIJOOf3A'1TO CPOPIJOKO ]..lOO TIlv OTTO TOU OTO]..l010<; xoprjYIlOr]. noAu 
u4Jr]Ate; OUYK£VTpWOEfe; TOU ol-1£Tof3Ar]TOU cpoPIJOKOU oV£UpiOKOVTOIOTr] xoArj, ]..lo~i ]..l£ 10 
lJ£Tof3oAiHe; TTOU OXIlIJOTi~oVTOI IJE N- KOI O-OTTofj£SuAiwo'1, ]..l£ uopo~uAiwO'1 TOU OOKTUAiOU 
Tr]<; o((Jo~olJivrJe; KOI TWV OyAUKovlKWV OOKTUAiwv KOI IJE OIOOTTOOll TOU oUIJTTMKOU Tr]<; 
KAoOIVO~Il<;. H oUYKPIOll TWV OTTOTEAWIJOTWV TIl<; uyprj<; XPWIJOToypocpio<; U4J'1Arje; 
OTT60oo~<; (HPLC) KO! TOU IJIKPO~IOAoYIKOU TTPOOOIOPIOIJOU OTOUe; 10TOU<;, UTTOO£IKVUEI OTi 01 
]..lETOf3oAiT£<; O£v TToi~ouv KOVEVO poAo OTr]V OVTIIJIKpO~IOKO OPOOHlpIOTr]lO H]<; 
o~18po]..lUKjvIlC;· 

(J>ap~aKOKIV'lTlKri a£ £li5IKt<;; 01-1015£<;; oaB£vwv 

HAIKIWl-ltVOI: 
2:E IlAIKIW]..ltvou<; ESEAovTt<; (IlAIKio<; > 65 owv) TTOPOT'1POSIlKE £Aocppo oUsllor] TWV TI~WV 
AUC ]..lETO SEpomio 5 '1I-1EPWV O£ oXtoll ]..lE vtoue; ESEAoVIE<; (IlAIKioC; < 40 (lwv), oAM r] 
oU~r]orJ OUTl'] OEV SEwp£ilOl KAIVIKO 0llIJOVTlKrj KOI w<; EK 1OUTOU OEV OTTolTEiTOI TTpOOOp]..loyO 
H]<; Malle; TOU CPOPI-10KOU. 

AoBEVd<; 1-1£ VE<PPIKri OVETTOPKEIO: 
H CPOP].JOKOKIVrJTIKrj Tr]<; O~ISpo]..luKivr]<; OE 008EVEie; IJE rima EWe; ].JETPIO V£CPPIKO OVETTOPKEIO 
(GFR 10-80 ml/min), OEV ETTr]PEOOTr]KE ].JETO OTTO ECPOTTO~ 060r] 1,0 9 O~ISpolJuKlv'1e; OIJ£OIl~ 
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onOo(o~(Uor)!::; OUYKPI1IKO ~( o08(VEi<::; nou txouv (j)uOloAoYIK~ VE(j)PIK~ AmoupYlo 
LTOlIOlIKO oq~ovTlKt<::; OIO(j)OP(S nopOH1P~811KOv OTllv AUCO- 120 (8,8 mg x hr/ml (VOVTI 11,7 
mg x hr/ml), Cmax (1,0 mg/ml (VOVTI 1,6 mg/ml) KOI Clf (2,3 ml/min/kg (VOVTI 0,2 
ml/min/kg) ~ETO~U Tll<::; o~doo<::; OTO~WV ~(oo(3op~ VE(j)PIK~ ovmopKEIo (GFR <10 mllmm) 
KOI TllS o~OOOS OTO~WV ~£ (j)uOloAoYIK~ V£(j)PIK~ A£Iloupyio 

Ao8EVEi<; !-I£ 'lTTOTIKri OVETTOPK£IO: 
LE ao8£v£iS ~E ~mo (KOTllyopio A) tw<::; ~tTPlo (KOTIlYopio 8) llnOTIK~ f3Mf311 ,O(V 
unapxouv £vo£i~£IS Oq~OVTIK~<::; ~£To(3oA~s TllS (j)OPI-lOKOKIVIlTIK~e; TllS o~18po)JuKivll<::; OlOV 
opo O£ oXtofl ~£ £K£ivoue; nou nopouOld~ouv (j)uOloAoYIK~ IlnOTIK~ Awoupyio LTOUS 
oo8£v£iS OUTOUe; fl V£(j)PIK~ Ko8opOfl Tile; o~!8po)JuKivIlS (I-l(j)OVi~£TOI oU~fl~tvfl, m80vws YIC 
va £~Iooppon~o(l Tfl ~(IWI-lEVfl flnOTIK~ Kd8opOfl 

s:rnpoKAIVIKOOIoojJ(vo Via HJV OOtpOA£IO 
'EX£I nopOTflPfl8£i <pwo<poAmiowofl (£VOOKUTTOP1K~ oUOOWP£UOfl <pwo<poAmloiwv) O£ 
OPK£TOU<::; IOTOU<::; (n.x. otp8oAl-loe;, vWTloio ydyyAlo, ~nop, xoAfl06xo<::; KUOlfl, v£<ppoe;, 
onA~vos KOt/~ m:lYKp£Oe;) TTOVTlKWV, opoupoiwv KOI OKuAwv nou tAo(3ov noMonAte; 
060£1e; O~t8PO~UKivfl<::;. H <pwo(j)oAmiowoll EX(I nopOTIlPfl8£i O£ OI-lOIO ~o8~o KOI O£ 
vEOytvvllTOue; opoupoiouS KO! oKuAou<::;. H <pwotpoAmiowofl <pOiV£TOI va £ivOi oVOOTPt4Jtl-lfl 
~£T6 Til OIOKon~ Tile; 8£pomio<::; I-l£ o~18pol-luKivll. H onouoOioTflTO TWV £Upr]~dTWV OUTWV 
Ylo TO n£lpOI-lOTO~WO KOI TOV dv8pWTTO o£v (ivOi YVWOl~. 

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

6.1 KOTOAovo<;; £KOOXWV 

6.2 AOU!-II3OTOT'ln<;; 
OUO£I-lio yVWOl~ 

6.3 .t.IOPK£1O ~wri<;; 

6.4 IOloinp£<;; TTpotpuAo~£I<;; KOTO HltpuAo~'l TOU TTpo'iovTO<;; 

6.5 <I>uo'l KOI OUOTOTIKO TOU TT£PI(KT'l 

6.6 IOIOiTEP£<;; TTpotpuM~£I<;; OTTOppnVI']<;; KOI oMo<;; XEIPIO!-lO<;; 

7. KATOXOr THr A.t.EIAr KYKI\O<I>OPIAr 

8 API0MOr A.t.EtAr KYKI\O<I>OPIAr 

9, HMEPOMHNIA npOTHr ErKPlrHr I ANANEOrHr THr A.t.EIAr 

10. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

4. To <I>uMo 00'lVIWV VIO TO XPrlOT'l <pOP~OK£UTIKWV npoToVTWV nou nEpl£XoUV OPOOTIKO OUOTOTIKO 
AZITHROMYCIN VIa HI !-I0Ptp!'J: ETTlKOAu!-l!-Iivo !-IE A£TTTO U!-liVlo OJOKio 600MGITAB, Opi~£TOI we; 
£~~S 

<l>YMO O.t.HrtON XPHrHr: 
nI\HPO<I>OPIEr riA TO XPHrTH 

1.1 
1.2 ruvSterl'] • t,pOOTIK~ ouoio: 

• 'EKooxo: 

1 3 <l>0p!-lOKOnXVIKrlIJOptprl: 
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1 4 nrpirKTIKOTrpa or opaoTIKri ouoia: 600mg ova CHoKio 

1 5 nrp1vpaq>ri-ruoK£uooia: 

16 <i>oPl-loKo8rpOTTruTIKri KOTllVopio: AVTI~IOTIKO 

1.7 YTTEU8uvo<; KUKAoq>opio<;: 

1.8 noptlOK£UaoT~<;: 

2. 	 TI nPEriEI NA rNQPIZETE riA TO <1>APMAKO noy rAr XOPHrHrE 0 rlATPOr 
rAr 

2 1 rrvIKi.<; TTArlPoq>opir<;: 
To «ONOMA npol'ONTOL)} mpl£XEI O~ISpOfJUI<ivll, EVa OVTI~IOlIKO <jlOPfJOKO. To 
OVTI~IOTIKO XP'1olfJOnolollVTOI YIO Til 8Epomio AO"JW~EWV ono I-JlKpO~IO 

2.2 Evo£i~£I<;: 


To «ONOMA npOIONTOb 600 mg ETIlKOAUfJfJEVO I-JE AEnTO UfJtvlO cHoKio EVOEiKVUTOI tJovo 

YIO T'1V npo<pUAO~'1 tVOVTI T'1<; AoifJW~Il<; ana TIlV OfJOOO TOU Mycobacterium avium­

intracellulare (MAC), fJio<; EUKOIPIOK~<; AoifJw~'1e; 11 onoio ouvovnlTOI Kupiwe; OE HIV OOSEVEie; 

nou ~piOKOVTOI OE npOxwP'1I-Jtvo OTOOIO, EiTE fJovo TOU EiTE OE OUVOUOOfJO IJE PI<jl0I-JTTOUTivll. 


2. 3 AVH:vori~£I<;: 


H Xp~o'1 TOU npoIOVTOe; OVTEVOEiKVUTOI OE 008EVEie; I-JE unEpEuolOSIlOio OTllv o~18pofJUKiv'l, 


T'1V Epu8pofJuKivll, OE onoloo~noTE OVTI~IOTIKO Tile; OfJOOOe; TWV IJOKPOAIOiwv ~ TWV 

KETOAIOiwv, ~ Of. onOloo~nOTE ono TO tKOOXO nou OVO<jlEPOVTOI OT'1V nopoypo<jlO 6.1 

(KmoAoyoe; EK06xwv). 

H lOUTOXpovll XOP~YIlOfl fJOKPOAIOiwv IJE ol~onpiofl OVTEVOEiKVUlOl 


24 EIOIKi<; TTpoq>uAo~£I<; KOI TTpO£IOOTTOI~O£I<; KOTO HI xPrio'1: 

2.4.1 IEVIKO: 
Onwe; KOI IJE Tllv EPUSpoIJuKiVIl KOI TO oMo I-JOKPOAiOIO, txouv OVO<jlEpSEi oTToviwe; oo~opte; 
OAAEPYIKEe; OVTlOpOOEIe;, nou OUIJnEpIAOI-J~OVOUV TO 0YYElooiOIlI-JO KOI Tllv ovo<jluAo~io (onoviwe; 
I-Jolpoio) MEpIKte; ono OUTt<; TIe; OVTlOpOOEIe; nou npotKUljJOV fJETO ana XOP~YflO'1 o~18poI-JuKivlle; 
Eixov w<; onOTEAEOI-JO Tllv EfJ<jlOV101l UnOlpOTIlO~OVTWV OUfJnTWfJOTWV TO onoio onolTouoov 
IJEYOAUTEPfl nf.piooo nopOKOAou8'l01le; KOI SEpomio<;. 
Emlo~ TO ~nop f.ivOi fl KUplO 006<; OTTtKKpIOIle; Tr]<; O~ISPOfJUKiv'l<;, nptml va XPflOlfJOnOIEilOl IJE 
npooox~ OE 008EVEie; fJE Oo~op~ IlTTOTIK~ VOOO. ·Exouv OVO<jlEpSEi fJE Til XP~OIl Tile; O~18pOIJUKiVIle; 
nEplOTOTIKO KEPOuvo~6Aou IlnOliTiooe; '1 onoio OUVflTIKO fJnopEi va OOllY~OEI OE OnElA'1TIK~ YIO H] 
~w~ IlnOlIK~ OVEn0PKEIO (~Mm nopoypo<jlO 2.8). LE ooSf.vEie; nou EfJ<jlovi~ouv O'lIJEiO KOI 
OUlJTITWIJOTO flnOlIK~e; OUOAEITOuPyfoe;, onwe; E~oOSEVIOIl, iKTEPO, OKOUPOXPWIJO Oupo, OIIJOPPOYIK~ 
OIOSWr] ~ '1nOlIK~ EYKE<jlOAonoSEIO nptm:r va yiVOVTOI 01 OVOAOYEe; EPYOOTIlPIOKEC; E~ETOOEIC; 
EAEYXOU H]<; rJnoTIK~e; AEIToupyioe;. 
LE OOSEVEi<; nou AOfJ~OVOUV nopoywyo Tfle; EpuOI~wOOU<; OAUpOe; (Ergot). EXEI nopouOIooTEi 
EPYOTIOfJOe; OTOV ouyxoPlly~S'1KOV 0Pl0IJEVO OVTI~IOT1KO T'1e; OfJOOOe; TWV I-J0KPOAIOiwv Mv 
unapxouv OEOOlJtvO ooov O<jlOPO Trlv TIlSOVOT'1TO oMIlAEniOpOOfle; IJETO~U TWV nopoywywv Tile; 
EPU01~WOOUe; OAUpOe; KOI O~ISpOfJUKiv'1e; Ev TOUTOIe;, Myw Tile; SEWPIlTIK~e; TIl8ovOTIlTOe; EIJ<jlOVI0'1e; 
EPYOTlOIJou OEV nptml va ouyxoP'1YEiTOI 11 0~18polJuKivll IJE nopoywyo H]e; Epuol/3wooue; OAUP0<; 
Onwc; KOI IJE onoloo~nOTE oMo OVTI/3IOlIKO, OUVIOTOTOI fl nopoKoAOUSIlOIl TWV OOSEVWV YIO TIlV 
OVaTITU~1l OlllJEiwv ETIlIJOAUvOIle; ana IJfl Euoio81lTOU<; IJIKPOOPYOVIOIJOU<;, OUlJmplAOlJl3oVOlJtvwv 
KOI TWV IJUKriTWV. 
·EXEI OVO<jlEpSEi OIOPPOIO nou OXETi~ETOI IJE TO noSoyovo Clostridium difficile (CDAD) KOla Til XP~OIl 
0XEo6v OAWV TWV OVTII-JIKP0I310Kwv nopoyovTWV, oUlJnEpIAoIJl3oVOIJtVIl<; Tile; 0~18polJuKiv'1<;, '1 
onoio EvOtXETol va nOIKiAEI OE 130puT'1TO, ana EAO<jlPO OIOPPOIO we; SOVOl'1<jlOpOe; KOAiTIOO H 
8EponEiO lJE OVTIIJIKpo13loKoue; nopoyovTE<; IJETO~OAAEI TrJ <jlUOIOAOYIK~ EVTEPIK~ XAwpioo, YEyovoe; 
nou OOllYEi Of. unEpOVOTITU~'1 TOU C. difficile. 
To C difficile nopoYEI To~iv«; A KOI B nou oUI-Jl3oMouv OTllv EIJ<jlOV10Il CDAD. LTEMXr] C difficile 
nou nopayouv oU~rlJJEVIl noooT'1TO TO~IVWV ou~avouv T'1 vOO'1poTflTO KOI Til SV'1TOTIlTO, Ko8we; 
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2.4 6 I:':TTiopoon Ql.rrv IKOVOHilO oOriyrlOnC; KOI OlOV X£IPIO\JO IJnxovwv To qlOPIJOKO o£v WIOPO 
onlv IKOVOHllO TOU ooS£vout; YIO OO~Yllofl ~ TO XElplOIJO IJIlXOVWV 

2 5 AAAIlAwlopooEIS IJE OAAO qlOPIJOK£UTIKO TTpoloVlO KOI OAA£S IJOpqlts OAAIlAwiopOOIlS 
Antaclds/AvTIOZIVO 
E£ qlOPIJOKOKIVflTIK~ IJEA£TIl OHlv oTToio E~£TOOSIlK£ 11 wiopooll Tlls lOUTOXPOVIlt; XOP~YIlOIlS 
OVTlO~IVWV KOI o<ISpolJuKiVIlS, OEV TTOPOTflP~SIlKE wiopoOIl OTllv OAIK~ I310010SWIIJOTIlTO TOU 
OVTlI3IOTIKOU TTOPOTI 01 IJEYIOTES OUYKEVTPWOEIS lOU OTOV op6 TOU OilJOTOS IJEIWSIlKOV KOHl 
TTpootYY101l 25%. LE OOSEVEiS TTOU AOlJl3ovouv TTOPOAAIlAO o<ISpolJuKiVIl KOI OVTI6~IVO, TO qlOPIJOKO 
OEV TTptTTEI va AOIJ13ovovTOI TOUTOXPOVO 

Cetirizine! EETIPlsivl] 
LE uYIEit; ESEAOVTts 11 oUYXOP~Ylloll mVS~IJEpOU SEpomuTIKou OX~IJOTOs TTOU 
TT Ep IE-Mp l3E1vFa~18peJ:lu ~i\1fj"1ttlroE1 rp I<ivr'] 28-rng~(jTfrtrrUeepeffi)lfj1JtVf1'"K-o'Hj(JT0011' OE V E i XE 
Ws OTTOTEAWIJO KOTTOIO qlOPIJOKEUTlK~ OAAIlAwiopOOIl ~ OIlIJOVTIK~ OAAOY~ OTO OIOOTIlIJO 
OT 

Dida nosine( Dideoxyinosine)1 L';loovooivn 
H oUYXOP~YIlOfl 1200 mg o<rSpolJuKiVlls IlIJEPlloiws IJE 400 mg OloovooiVlls IlIJEPflOiwt; OE 

6 OOSEvEit; S£TIKOUS OTOV HIV OEV qlOVIlKE va W11PEO<EI Til qlOPIJOKOKIVIlTlK~ Tlls 

oloovooiVlls OTfl OTOSEPOTTOIIlIJEVIl KOTOOTOOIl OE OUYKPIOfl IJE TO EIKOVIKO qlOPIJOKO 


Digoxin!L';ryol!YD 

MEprKo OVTI1310TlKO Tlls OIJOOOs TWV 1J0KPOAlOiwv tX£1 OVOqlEpSEi OTI WIlPEO<ouv, OE 

0PIOIJEVOU<; 008£VEi<;, TO IJIKpol3roKo IJElO130AIOIJO Tlls olyo~iVIl<; OTO tVTEpO. LE ooS£vEi<; 

TTOU AOlJl3ovouv TOUTOXPOVO O<ISpOIJUKiVfl KOI olyo~iVIl, 11 OUVOTOTlllO OU~1l01l<; TWV 

OUYKEVTPWOEWV Tfl<; olyo~iVIl<; TTptml va A01J130V(T01 UTTOl\lIl. 


,zidovudine/Zloo(3ouoivn 

Eql6TTO~ 060EI<; 1000 mg KOI TTOAAOTTAt<; 06o(ls 1200 rng ~ 600 mg o<ISpOlJuKivll<; Eixov IJIKP~ 


wiopOOIl OTIl qlOPIJOKOKIVIlTJK~ TIl<; <lool3ouoiVIl<; OTO TTAOOIJO ~ OTllv OTT0I30A~ OUT~<; ~ TOU 

yAUKOUpOVIKOU IJETol3oAiTIl TIl<; OTTO TO oupo. OOTOOO, fl XOP~YIlOIl o<rSpolJuKivll<; OU~1l0E Tit; 

OUYKEVTPWOEI<; Tfls qlwOql0PUAIWIJ£vll<; <loof3ouoivll<;, TOU KAIVIKO 0POOTIKOU IJElOf30AiTfl Tlls, OTO 

TTEPlqlEPIKO I-l0VOTTuPllvo. H KAIVIK~ OlllJooio TOU EUP~IJOTO<; OUTOll OEV EivOi oOqJ~<;, IJTTop£i OlJw<; va 

OTTOOEIXTEi WqJEAllJfl ylO TOU<; OOSEVEi<; 

H 0<18polJuKivll orv OAAr1AETTIOPO 0IlIJOVTlKO IJE TO OUOTfllJO TOU IlTTOTIKOU KUTOXPWIJ010<; P450 

nlOmJETOI OTI 11 o<ISpolJuKivll OEV UqliOTOTOI qJoPIJOKOKlvIlTIKt<; OAAIlAETTIOpooEI<; oVTiolOIX£<; IJE EKEivE<; 

Tlls Epu8polJuKivll<; ~ OAAWV 1J0KPOAIOiwv H woywy~ ~ 11 oopovoTToiflOIl TOU IlTTOTIKOU KUTOXPWlJaT0s 

P450 IJEOW TOU OUIJTTAEYIJOTO<; KUTOXPWIJOTO<;-IJET0I30AlTfl OEV oUI-lf30iV£1 IJ£ lllv O<ISPOIJUKivll· 


ErgoU AAKOAoEIOr) EPUOI!3wOOU( OAUDoe; 

I\oyw TIl<; S£WPIlTIK~<; TTl80VOTflTO<; qJqJOV101l<; EPYOTIOIJOU OEV OUvloTOTOr 11 TOUTOXPOVIl XP~OIl 


o<rSpolJuKiVlls IJE TTOPOYWYO Epuorl3woout; oAupo<; (I3Atm TTopdypoqlo 2.4 EroIKt<;TTpO£rooTTol~OEI<; KOI 

TTpOqJUAO~£J(; KaTO Tfl XP~Ofl)· 

¢OPIJOKOKlvIlTlKts IJEAETE<; txouv OIE~OXSEi OVOIJWO OTllv 0<18polJuKivll KOI TO OKOAou80 CPOPIJOKO TO 

oTToio EivOi YVWOTO OTI UqJiOTOVTOI OfllJOVTlKO IJETof30AI0IJO IJ£OW TOU KUTOXPWIJOTO<; P450. 


AtorvastatinlATo p(300TOTivD 

H ouyxoP~Yllofl 10 mg OTopf3ooTOTivll<; fllJEPlloiws KOI 500 mg 0<18polJuKivll<; IlIJEPlloiw<; OEV 

TpoTToTToillOE TI<; OUYKEVTPWOEI<; TIl<; OTopf3ooTOTivllt; OTO TTAOOIJO (IJE 136011 IJ£SOOO TTPOOOIOPIOIJOU 

OVOOlOA~S TIl<; HMG CoA-ovoywyaOIl<;) 


Carbamazepine/Kop(3olJOSETTiVD 

LE !Jio IJEAtTIl qJoPIJOKOKlvIlTIK~<; OAAIlAwiopooll<; OE uYIEi<; E8EAOVT£<; OEV TTOPOTIlP~8IlKE KOlJio 

Oq!JOVTlK~ wiopoOIl OTO WiTTEOO TIl<; KoPf3olJo<ETTivll<; ~ TOU 0POOTIKOU IJETOl3oAiTIl TIl<; OTO TTAOo!Jo OE 

OOSEVEi<; TTOU EAOIJf3ovOV TOUTOXPOVO 0<18polJuKivll. 


CimetidlneILII.1£ TIOivO 

L£ !Jio ql0PIJOKOKIVflTIKI'j IJEAtTIl OTllv oTToia (~U008IlKE fl ETTiopaofl £TTi Tl1s qlOPIJOKOKlvIlTIK~<; Tfl<; 

O~lepoJ.1uKivl1<; UIO<; (qlCITTO~ 06011<; OIIJUIOivfl<;, TTOU XOPlly~8flKE 2 WPE<; TTplV OTTO Tflv a<18polJuKivll, 

OEV TTopoTnp~8flK[ lJ£Tof3oA~ 111<; qlOPIJOKOKrvr11IK~<; Tfls o<18polJuKivlls 
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Coumarin-Type Oral Anticoagulants/Ano TOU OTO)JOTOC; KOUWOPIVIKO AVTlTIrKTIKO 
LE I-lio c.pOP!JOKOKIVI')TIKrlI-lEAtTI') OAAI')MniOpool')e;, I') o~ISpo!JuKivl') OEV !JETt!30AM TO OVIITIIlKTIKO 
onOltAw!Jo !J10e; Ec.pcmo~ MOlle; 15 mg !3op<popivl1e; (warfarin), 11 onoio XOPI')YrlSI')K£ OE uVIEie; 
E8EAovIte; METa TrjV KUKAo<p0Plo TOU <pop!JaKou OTllv oyopa unrlP~ov ovo<popte; EvioxUOfle; TOU 
OVIITII')KTIKOU onoT£AtO!JOTOe; !JETa ono oUYXOPrlYI')OI') 0~18pOI-lUKivl1e; !JE ono TOU 0101J010C; KOUI-l0PIVIKO 
OVIITII')KTIKa. nOpOAO nou OEV tXEI TEKIJI')PIW8Ei OlllOAOYIKrl ouOxtllOl1lJE Hlv 0~18polJUKiv!l, nptnEI va 
olvnol npOOOXrl OTI1 OUXVOTI')TO nopoKOAOu81')01')e; TOU Xpovou np08p0!J!3ivl1e; OTOV 11 0~18pOI-lUKivl1 
XPtlOII-lOnol£iTOi OE 008EV£ie; nou AOIJ!3ovouv ana TOU 0101J010e; KOUIJOPIVIKO OVTITII')KTIKci. 

Cyclosporin/KuKAoonopivn 
LE I-lio <pOPIJOKOKIVJ')TIKrllJ£AtTI') OE uYEie; ESEAovTte; OlOUl; onoioue; XOpl')YrlBI')KE I')IJEPrlOiO ono TOU 

OTO!J01Oe; 060J') O~lepolJuKivJ')e; 500 mg YIO 3 I')lJtpEe; KOI OKOAOUSWe; E<pono~ OOOfl KUKAoonopivJ')e; 10 

mg/kgol-onopptouoE<;-Cmax-Kol AUCO-5 TI1e;-KUKAoonopivlle;-!3pt8I')Kov va Eivol orwovTIKO 

OU~l')lJtvEe; LUVETIWe;, nptml va E~ETa~ETOI IJE npOOOXrl tllOUTOXpovtl XOPrlYfl0tl TWV <pOpIJOKWV 

OUTWV. Eov EivOi onopoiTrpl1l1lOUTOXPovl1 XOPrlYfl0rl TOUe;, nptnEI va nopOKoAOUSOUVTOI TO Enimoo 

HIe; KUKAOOnopivl')e; KOI va npoOOPlJoi;ETOI ovciAoya tl ooooAoyio. 


Efavirenz/Eq>o!3lptv(n 

LUYXOPrlYJ')OI1 E<pana~ J')!JEPrlOlOe; 0601')e; 600 mg oi;IBpolJuKivJ')e; KOI 400 mg E<po!3lptv~J')e; VIO 7 I1lJtp£e; 

OEV to£I~E KalJio KAIVIKWe; ofl!JavTIKrl <papIJOKOKIVI')TIKrl oAAJ')AETIiOpool') !::,EV £ival onopoiIflHI fl 

npooapl-loYrl Tfle; 060fle; Ifle; Oi;ISpolJuKivJ')e; OlOV oUYXOPflYEiTOI IJE E<pO!3lptvi;fl· 


Fluconazole/<PAOUKova(OAO 

H oUYXOPrlYI')OlllJioe; E<pcino~ 0601')e; ai;18poIJUKivJ')e; 1200 mg o£v IJETt!30AE TJ')V c.pOP!JOKOKIVI')TtKrl !Jia<; 

£<p6na~ 0601')e; <pAOUKOVoi;6AI1e; 800 mg H OUVOAIK~ nOOoTl')1O TOU <P0P!JOKOU nou <pSOVEt oUlv 
KUKAo<popia Kat 0 xpovoe; fl!J1i;wr']e; Tfle; oi;ISp0!JUKivtle; OEV !JETO!3ArlStlKOV ono Ifl oUYXOPrlVI')Otl 
<pAOUKOVoi;6AI1e;, OOTOOW nop01flP~SI1KE !Jio !JEiwol') OTl1lJtYIOlfl OUYKtVTPWOfl Tfle; 0i;18p0!JUKivfle; OTO 
nAOO!JO, Cmax, (18%) 11 onoio OEV rl10V KAIVIKO OI1!JOVTIKrl 

LUYXOpr']YI1011 !Jioe; E<pono~ 060fle; 1200 mg ai;18p0!JUKivfle; OEV EiXE OlOTIOTIKO OI')!JOVTlKrl EniOpool1 

OTI1V <pOP!JOKOKIVflTIK~ 800 mg Ivolvo!3ipl1e;, XOPI1YOU!JEVI1e; TpEle; <popte; Tflv l1!Jtpo YIO 5 q~tpEe;. f:::.EV 

£ivOi anapaiTflTJ') fl npooap!JoYrl Tfle; MOlle; TI')e; oi;18p0!J uKiv fle; O1OV ouyxoPI1YEi1OI !JE IVOlva!3ipfl· 


Melhylprednisolone/MESUAnpEOVI(oMvn 

LE !Jio !JEAtTfl c.pap!JaKoKIVflTlKrle; oAAJ')AEniopaoJ')e; OE uYIEie; E8EAovTte;, I') ai;18po!JUKivl') OEV npoKoMm 

Konoia 0l1lJaVTtKrljJETa!3oAr'] OTflv <pOPlJaKOKIVI')TlK~ Tile; IJESuAnp£Ovli;oMvl')e;. 


Midazolam/Mloa(oAObJO 

H oUYXOPrlYl')ol1 500 mg ai;ISPDlJUKivl1e; I1IJEPIlOiwe; Yla 3 q!JtpEe; OE uYI£ie; E8EAovTte; o£v E iXE we; 

onOTtAwlJa Konolo KAIVIKO Ol')lJovw<rl oMoyr'] OTIl <pap!JaKoKIVI1TIKr'j KOI TI') c.poP!JoKOOUVOIlIKr'j JJIOe; 

E<p6no~ MOlle; 15 mg jJIOOi;OAOjJl1e;. 


Nelfinavir/NEA(j)lva Bi PO 

LUYXOPrlYI101') 1200 mg oi;ISpOjJUKivl')e; Kal VEA<plvo!3ipl1e; O£ O1aSEponolll!JEVI1 KOTOOTOOI1 (750 mg 

Tp£le; <popte; Tllv ll!JtpO) EIXE we; onOTtAw!Jo Tllv aU~llol1 TWV OUYKEVTPWOEWV Tile; Oi;ISpOIlUKivfle;. !::,EV 

napaHIPr'jSIlKOV KAIVIKWe; OIlIJOVTIKtC; OVETIISU!JI')TEe; £vtpYEIEC; Kal Il npoooPIJOYrl Tile; MOlle; OEV EivOi 

onOpaiTI1Tfl· 


Rifabulin/PIq>ol.lnoUTivo 

H ouyxoPr']Yfl01') oi;ISP0!JUKivlle; IJE pl<pajJnouTivl1 OEV ETIrlPtooE Tie; OUYKEVTpWOEIe; TWV EV Myw 

<P0PIJOKWV OlaV opo TOU ai!JOTOe; 

'EXEI nopoTrlPl')SEi OuoETEpomvio OE OOSEVEie; un6 ouyxoPIlYOU!JEVIl SEpon£io ai;18pojJuKivlle; KOI 

pl<p0lJnouTivlle;· Av Kalil OUOETEpom:vio tXEI OUOXETIOl£i jJE TI') XPrl01l Tile; pl<po!JnouTivl')e;, OEV tXEI 

TEK!JI')PIWSEi OITlOAOYIKr'j OUOXtT101l Yla TOV OUVOUOOjJO TI')e; !JE TIlV ai;ISpolJuKivl') (!3Atm nopoypmpo 

2.8 AVETIISU!JI1TEe; EVtpY£I£C;)· 

S ildenafillLIAVTEVo<piAO 

LE uYIEiC; OppEVEe; £8EAoVTtC; OEV unr']PXov £vo£i~£Ie; ETIiOpool')C; Tile; 0i;18pOIJUKivl')e; (500 mg r\jJEpl')oiwe; 

ylO 3 rwtpEe;) Olllv AUC KOI TI') Cmax Hle; OIAVTEVO<piAfle; rl TOU KUPIOU IJETo(3oAiTIl HIe; 
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AVETTISUl-lrjTEe; Evtpvme; EVOEX0l-ltVWe; ~ mSOVWe; OX(TI~OI-l(V(e; I-lE Hlv O~ISpOl-luKlvll 
I-lE f3001l11lV EI-lmlpio 0110 KAIVIK£e; I-lEA£ne; KO! H1V 110POKOAOUSIlOllIOU qJ0PI-l0KOU 
I-lnO Illv KUKAOqJopio lOU OlllV oyopo 

I../J(UOOI-lEI-lf3pwOIle; KOAillOO (f3Atm I Mil YVWOTEe; 

I K01rlYopio 0pyoVIKo0 - -~~TAVETTl8uI-lIl111 EVtpyEIO - ~rUXVOlIlTO : 
LUOll'HlOl0C; -.J ! 

I\OII-lW~EIe; KO! --~- I KOVIIVlioOIl. KOVIIVTiooq TOU -'OXI ouxvts---~-
110pOOmDOEIe; _OT0I-lOTOS. AOifJw~Q TOU KOAll0U _. _ 

lOU 
a a 02.4110 . 

I\EUKOllEVio,oUOUE 011EVio 
Gp0l-lf3omvio, OII-lOAUlIK~ ovoll-lio 

OVOOO1l0lfjTIKOU 

OUOT '11010e; 

1l10l0poxte; lOU 

I-lETOf30AI0I-l0U KOI 111e; 

8 t 
I../JUXIOTpIKte; OIOTOpoxte; 

lllOlopoxte; lOU VEUPIKOU 
I UO (UOIO I°UOllifJ01 Oe; 

Yll01081l0iO, UllVIlAio, oOl1vio 
1\1110SUI-lIKO EllEIOOOIO, 01100I-l0i, OX'Mfj YVWOTte;OUK""-.i 
4JUXOKIVfjlIK~ UllEpOPOOTfjPIOTfjTO. 
ovo0l-lio, 110p00l-liO 
MuooStvElo gravis (f3Atm 

I i nOQ0:teo~o 2.4). _ 

r:~aA~"'S b.araeax's I OllTlKrl OIOlOPQX.ri LU)!;VtS 

1l10TOpoxte; TOU WIOe; KOI 
 LUXVtC; 

TOU Ao!3upiv8ou • 'EK111WOll Tile; aKOUOTIK~e; 


~ Kw~woll 
'OXIOuxvte; 

I L'21QTflTOS, EI-lf30tS~ 
! 'I AIYV0C; i Lll0VIEC; 

KOpOloKte; OIOTOpOXtC; 'OXIOUXVtC; 
Torsades de pointes (KOIAIOK~ 
AioSIlIJO 110AjJ(jj~ 

Mil YVWOTtC; 
TOxuKopolo oiKllv pl11loiou) (f3Atll£ 
110POYpO<po 2.4), oppu81-lio 
(f3Atll£ 110POYPOqJo 2.4) 

II mpIAal-lf3aVOl-ltvrl'; HIe; KOIAIOK~e; 
TOXUKOpoia<; i 

AYYEIOKtC; OIOTapoxte; Yll0TOO!] IIMIJ YVWOlts 

.ll1010poxte; lOU 
 .llIOPPOIO, KOIAIOKO OAVOe;, vouTia . I nOAU ouxvte; I 
YOOlPEVIEPIKOU IJEIEWpIOjJOC; 

L~lOC;, OUOll£4Jio Luxvte; 
'OXIOUXvte, 

nOYKpEOliTIOO, OUOXPWI-lOlI0I-l0e; 
• rooTpillOO, OUOKOIAIOTflTO 

Mil YVWOTte; 
Tile, YAwooae, : 

.llIOlopoxte; lOU ~110l0e; HllOTITIOO 'OXIOUXvte, 
ILll0VIEe;KOI TwV X0ArlqJ0pwv Hll0TlK~ A£I1ouPVio I-lll 

qJUOIOAOYIK~ 


HllOTIK~ ovmopKElo (f3Atm 
 Mil yVWoTte; 
110pOypOqJo 2.4)'. 11110111100 
KEpouVof3o}.,oe;, Il11OTIKr'j vtKpwoll, 

I Luxvte; =====:Jh~~IOlopoxte; lOU CitpI-lOlOe; 
LO' TOU ulloo6pIOU IOTOU i 'OX1 ouxvte; 

--".---.-----~------
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1\10 iJIlv KpOTcm <p0PiJOKO nou DEV TO XPEIO~EOTE n AEOV ~ nou ~Oll txouv A~~£1 
riO iJEyoMmpIl OO<pOA£IO <pUAO~TE OAO TO <p0PiJOKo OE oo<poAte; iJ£pOe; iJOKPIO 

ana TO nOiolo. 

4. TPOnm: t.IA0ErHr 

To <POPiJOKO aUTO XOPIlYEiTOI iJOVO iJE IOTPIK~ OUVTOy~ 


5. H-rlE-piAflljJfl-XefloHllfllO-T I K-WVTOU-rl fjei6vlBE;-fTBU-B·E-PI£-Xe{:lV-BpeG-TI KG-€H!GT OHK0-A-ll-T-H RGMY-G I N- . 
ani IJOp<pr;: K6vJ(; Via olCIAuIJo npoc; tVXUOI'J 500 MGNIAl, Opi~ETOI we; E~~e;: 

nEPII\H4JH TON XAPAKTHPIHIKON TOY npo'iONTOr 

K6vlc; Via oloAuIJo npoc; tvxuol'J 

(O~lepoiJuKivfl) 

1. ONOMArlA TOV Cl>APMAKEVTIKOY npo'ioNTor 

2. 	 nOIOTIKH KAlllOrOTIKH rVN0ErH 
Ko8E <pIOAioIO mpl£XEI 500mg 0sI8poiJuKivIle; (we; DIUOPIK~ 0~18poiJuKivIl) To 
OIOAUIJO nou npOKlJTIm iJETO Tflv oVOOUOTOOll nEpltXEI 100 mg/ml 0~18polJuKivlle;. 
ria TOV nA~PIl KOTOAOYO TWV EKOOXWV I3A. nopoypo<po 6.1 

3. 	 Cl>APMAKOTEXNIKH MOPCl>H 
Kovle; YIO OIOAUIJO npoe; £yxuOll· 

4. Kl\lNIKEr rlI\HPOCl>OPIEr 

4.1 0EpOnWTlKtc; Evo(i~oC; 


EVD£iKVUTOI YIO Til BEponEio T'le; E~WVOOOKOiJEIOK~e; nVEulJovioe;, nou o<pEiAETOI OE 

Chlamydophila pneumoniae, Haemophilus influenzae, Legionella pneumophila, Moxare/la 
catarrhalis, Mycoplasma pneumoniae, Staphylococcus aureus ~ Staphylococcus 
pneumoniae OE oOBEVEie; nou OnOlTEiTOI tvoP~Il BEponEioe; EVOO<pAtl3lo 
EVOEiKVUTOI EniOlle; YIO Tfl BEponEio Tile; <PAEYiJOVWOOUe; VOOOU Tile; nU£AOU, nou o<pEiAETOI 
aE EuoiaBIlTO OTEA£XIl iJIKPOOOPyoVIOiJWV, OUf.1TIEPIAOiJI30VOiJ£VWV TWV Chlamydia 
trachomatis, Neisseria gonorrhoea, Mycoplasma hominis, OE oOBEVEie; nou onomiTOI 
tvoP~11 BEpomioe; Evoo<pMl3lo. 

4.2 t.oooAoVio KOI Tp6noc; XOpr;V'lO'lC; 
Xption OE Evr,AIK£C; KOI £cPol3ouC; (> 12 Elwv) 
rio Tn 8jj:!on£io...!..IK E~WVOOOKO\JEIOKrjC; nVEU).JovioC; nou o<p£iA£lOI OTOUe; EVOEIKVUOiJEVOUe; 
IJIKPOOPYOVIOiJOUe;, Il OUVIOTWiJEVIl Mall Eivol 500 mg Evoo<pAEl3iwe; we; £<pono~ lliJ£P~OIo 
ooafl Ylo TOUAOXIOTOV 000 rliJtpEe;. H EvompAtl3lo BEpomio IJE o~IBpoiJUKjvIl nptml va 
ouvEXi~ETOI IJE BEpomio ono TOU OTOiJOTOe; we; E<p6no~ fliJEP~01o Mall 500 mg IJ£XPI va 
OAOKAllpwBEi OIOOTI1IJO BEpomioe; 7 EWe; 10 flIJEPWV. 0 KOToAArlAoe; xp6voe; oAAoy~e; Tfle; 
B£panEioe; ono Evoo<pAtl3!o OE B£pomio ana TOU OTOiJOTOe; KpivETOI ana TOV IOTpO KOI 
OUiJ<pwvo IJ£ TIlv KAIVIK~ OVTOTTOKPIOIl TOU ooB£voue;. 
ria Tn 8Epomio TOe: Cj?A£YIJOVWOOUC; vooou TOe; TTutAou, TTOU o<pEiAoOl OTOUe; 
EVOEIKVUOIJEVOUe; iJIKPOOPYOVIOIJOUe;, '1 oUVIOTWiJ£vIl Mall £ivOi 500 mg £VOo<pAEl3iwe; we; 
£<pcino~ fl1JEPr)010 Mall YIO iJio ~ ouo fliJtpEe;. H Evoo<pMl310 8£pomio iJE O~IBpOIJUKivll 
TTptmJ va oUV£Xi~£TOI iJE 8£pomio ono TOU OTOiJOTOe; we; E<POTTO~ IljJEP~01o MOrj 250 mg 
IJ£XPI va OAOKAflpw8£i OIOOTIljJO 8Epomioe; 7 IljJEPWV. 0 KOTOAAIlAOe; xpovoe; OAAoy~e; Tile; 
8EpanEioe; OTTO Evoo<pMl310 OE BEPOTTEio OTTO TOU OTOiJOTOe; KpiVETOJ OTTO TO Y!OTPO KOI 
OUiJcpWVO iJE TIlV KAIVIK~ OVTOTTOKP10'l TOU 008EVOUe;. MoA!e; 11 KAIVIKr'j KOTOOTOOr] lOU 
008EVOUe; TO ETTITPEljJEI '1 EVDO<pAtI310 OYWYr1 TTptTTEI va OVTIKOTOOT08Ei jJE TIlV OTTO lOU 
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OT6~OTO<; 

nOIOI() 

H oO(poA£lO KOI fl onOTEA£o~OTIK6TflTO Tfl<; OSISpO~UKivfl<;, KOVEW<; YIO OloAujJo npo<; 

tYXVOr], OHI SEpomio AOljJW~EWV aE nOiOIO OEV tXOUV TEKW1PlwSEi 


HAIKIWbltVOI OOSEVEi<; 

fl£v onomilOl npooop~OV~ Tr]<; ooooAoyioe; OlOUe; flAIKIW~EVOUe; OOSEVEi<; YIO TOUe; onoioue; 

OnOlT£iTOI va Mf30uv SEpomio 0SISpojJuKivr]e; (f3AtnE nopoypo<po 5.2 <P0PJ.l0KOKIVI1T1K£<;; 

IOIOTl1n<;;) 


AOSEVEie; I..\E vEWQIKn ov£nopK£lo 

Mv OUVIOTOTOI npooopjJoy~ Tfle; ooooAoyioe; OE OOSEVEi<; jJE EAoippo EWe; jJtTPIO VEipPIK~ 


ovmopKElo (GFR 10-80 ml/min) nptml va AOjJf30VOVTOI npoipuM~EIe; OTOV TO rJ 

OSISpofJuKivr] xopr]YEilOl OE OOSEVEie; ~E Oof3op~ VEipPIK~ ovmopKEIO (GFR < 1 0 ml/min) 

(BMm nopOvpOipOUe; 4.4 EIOIKi<;; TTPO(lOOTTOlrlOW'; KOI TTpoq)UAo~£I<;; KOTO Til XPrlUI1 

KOI 5.2 <POPJ.lOKOKIVI1T1Ki<;; 1010Tl1n<;;). 


Ao8EVEie; lJE rjnOTIKr ovmopKElo 

Mv XPEIOSETOI npooopjJoy~ Tr]e; ooooAoyio<; OE OOSEVEi<; JJE ~mo EWe; jJETplO rJnOTIK~ 


ovmopKElo. H oslSpojJuKivr] nptml va XOPrJVEiTOI JJE npooox~ OE ooSEv£k; JJE oof3op~ 


r]nOTIK~ OVEnOpKEIo. (f3AtnE nopoypoipO 4.4 EIOIKi<;; TTPO£1150TTOlliow,; KOI TTpoq)UAo~(J<; 


KOHl HI XPrl0I1). 


XOPr'lYDOQ 

To npO'iDv jJ£TO Tr]V OVOOUOT00rJ KOI opoiwor] XPflo1jJonoiEiTOI jJovo YIO XOP~YflOr] IJE 

EvooqJMf3lo tYXUOfl. Mv nptml va XOPflYEiTOI w<; lOXEio EipOnO~ EvooipMf310 EVEOrJ ~ 


EVOOjJUIK~ tVEOr] (l3AiTT£ TTOPOYpcupou<;; 4.4 EIOIKi<; TTPO£1150TTOlrl0W; KOI TTpo<puM~(I(; 


KOTO HI XPrl011 KOI 6.6 Il5lOinp£<; TTpoq)UM~£I<;; OTTOPPIlVfl<; KOI oMo<;; X£IPI0J.l0<;;). 

H aUYKEVTPWOfl TOU OIOAUjJOTO<; npo<; EYXUOfl KOI 0 pUSjJD<; EYXUOr]<; nptnEI va EivOI, EiTE 1 

mg/ml OE OIOOTfljJO 3 wpwv, EiTE 2 mg/ml OE OI(:)OTr]jJO jJio<; wpo<;. lUYKEVTpWOEIe; > 2 

mg/ml nptn£1 va OnOipEuyoVTOI 


H np0(loljJooio TOU OIOAUjJOTO<; npoe; EVOoipMf3lo Eyxuofl EivOI r] oKoAouSr] 

AvaOUUT00'1: 

npOETOljJOOT£ TO 0PXIKO OloAujJo Tr]<; 0SISpojJuKivr]<; npo<; tyxuofl npooSETOVTO<; 4,8 ml 

OTEipov UOOTO<; Via EV£OIjJO OTO <.pIOJdOIO TWV 500 mg KOI OVOKIVWVTO<; TO <.ploAiOIO ~tXPI va 

OloAuSti nA~pw<; TO ip0PjJOKO. lUVIOlOlOl va XPIloljJonolEilOl jJio onA~ (~r]­


OUTOIJOTOnOIfWEvIl) OUPIVYO TWV 5 ml WOH va olOOipOAIOTEi OTI npooTi8ETOI r] OKPIf3~<; 


noooTflTO TWV 4,8 ml OTEipou UOOTO<; Via EVEO'lJO KoSE mi TOU OVOOUOTOSEVTO<; 

OIOAUjJOTO<; mpltXEI 100 mg 0sISpQl.JUKivrJ<; 

To nopEvTEPIKO <.p0PjJOKEUTIKO npofovTO nptnEI va E~ETOSOVTOI onTIKO Via TIlv nopouoio 

~EVWV oWjJOTloiwv nplv TIlv XOP~YrJor]. Av EivOI EjJipOV~<; r] nopouoio ~tvwv oWjJOTloiwv 

OTO OVOOUOTOStv uypo, TO oloAujJo TaU ip0PjJOKOU nptnEI va onoppimETOI 

APOlWOH aUTO TO OIOAUjJO nEpOlTtpw nplv TrJ XOP~VflOrJ onwe; unOOEIKVUETOI nopOKOTW 


Apoiwo'1: 

ria va onooo8Ei 0~18pOjJUKivr] OE tva EUpO<; OUYKEVTPWOEWV ana 1,0-2,0 mg/ml, 

jJETO<.ptPETE 5 ml ana TO OIOAUjJO O~ISpojJuKivll<; TWV 100 mg/ml OTIlv KOTOMr]ArJ noooTIlTO 

onolouO~noTE ana TOU<; OIOAUTEe; nou ova<.ptpovTOI OTO KEipOAalO 6.6. 


I~AIKrj OUYKtvTpwon OlaAuI..\OTOe; nOoOTDTO olaAuTO (ml) 

ngoe; tyxuoO (mg/ml) 

1,0 mg/ml 500 ml 

2,0 mg/ml 250 ml 

LUVIOTOTOI IJIO ODOr] 500 mg 0SI8poIJUKivfl<;, KOVEW<; Via OloAulJo npoe; EYXUOr], apOlwjJtvr] 

onw<; nopanovw, va EYXUETOI OE XpOVIK~ mpiooo 0XI jJIKPOTEpr] TWV 60 AEmwv 


4.3 AVHvl5£i~(I<;; 


H xprjor] TOU npolovTOC; OVTEVo£iKVUlOl OE OOSEVEiC; JJE unEpEvol08r]oia OTr]V 0SISPOjJUKivr], 
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HIV Epu8polJuKivll, OE onolOOfllTOTE OVTlf3IOTIKO Tile; OIJOOOe; TWV lJoKpOAIOiwv ~ TWV 
KETOAIOiwv, ~ OE OnOIOO~nOTE ono TO EKOOXO nou oV0<P£POVTOI onlv nopoypo<po 6 1 
(KmoAoyoe; EKOOXWV). 
H TOuTOXpovll XOP~YIlOIl lJoKpoAIOiwv IJE OIS0npiOll oVTEVOEiKVUTOI 

4.4 EIOIKES rrpO(IOOrrolriOElS KOI lTpo<pui\o~(\S KoTO HI xPriOrj 
'OnWe; KOI IJE TIlV £pu8pOIJUKiVIl KOI TO oMo IJOKpOAioIO, EXOUV ovo<pEp8Ei onoviwe; 
OO~OpEe; oAAEPYIKEe; OVTlOpOOEIe;, nou oUlJmplAolJf3ovouv TO oYYEJOVEUPWTlKO oiorJlJO KGJ 
lllV OVQ(puAo~io (onoviwe; 8oVOTIl<jlOpOe;) MEpJKte; ono OUlEe; Tie; OVlIOpOOEIe; nou 
npo£ KUljJOV IJOO ono XOP~YIlOIl 0~18pOIJUKivlle; £ixov We; onOTEA£OlJO lllV unOTpon~ lWV 
OUflTITW!JOlWV, !JETO Til OIOKon~ Tile; OUlJmW!JOTIK~e; 8EponEioe;, LE OUTte; TI<:; rrEpmH,iJOEIe; 
onDITEIlOI IJEyoMnEPIl mpioOoe; nopoKoAou81l01le; KOI 8EponEioe;, 
EmIO~ TO rlnop EivOI 11 KUPIO Oooe; on£KKpIOIle; Tile; o~ISpOIJUKiVIle;, npEmJ va 
XPflOlIJOnOJEiTOLIJLnp000xrl-O£-OOSEV£ie;,IJLoof3op.qJjnOTJJ<~ VOOO, 'Exouv oVO<jlEpSEi IJE Til 
XP~OIl Trle; oSl8polJuKlvlle; mplOTOTJKO KEpouvof3oAou IlnOTITIOoe; 11 onoio OUVIlTIKO IJnopEi 
va OOIlY~OEI OE omiAIlTIKrl Y'O Til SW~ IlnOTIK~ OV£TIOPKEtO (f3Atm nopoypoq>o 4,8), eo 
np£nEI vo npoV!.JOTonOIIlSouv nOpOKAJVIKEe; E~ETOO(le; O£ mplOTOTIKO onou EIJ<jlovisoVTGI 
OIlIJEIO KOI OUlJnTliJlJOTO IlnmIK~e; ouoAmouPyioe;, onwe; E~o08EVIOIl 0XETJSOIJEVIl IJE IKTEPO, 
OKOUPOXPWIJO oupo, OJIJOppoyIK~ 0108£011 ~ IlnOTIK~ EYKE<jloAOnoSElo 
LE OOSEVEie; nou AOIJf3ovouv nopoywyo EpuOIf3wooue; oAupoe;(Ergot); EXEJ nopouolOoTEI 
EPYOT10IJOe; OTOV OUYXOPllYrl81lKOV ouYXpovwe; OPIOIJEVO OVTIf310TIKO Tile; OIJOOOe; TWV 
IJOKpOAIOiwv, !J.EV um'lpxouv OEOOIJ£Vo OOOV o<popo lllV mSovOTIlTO oMIlA£TIiOpOO'le; 
IJOO~U EpUOIf3WOoue; OAUpoe; KOJ 0SISPOIJUKivlle;, Ev TOUT Ole;, AOyw Tile; SEWPIlTIKr)e; 
m80vOTIlTOe; EIJ<jlOVIOIle; EPYOTIOIJOU OEV nptml va oUYXOPIlYEiTOI 11 o~18pOIJUKivll IJE 
nopoywyo Tile; EpUOIf3wooue; OAUpOe;, 
'Onwe; KOI IJE onOIOO~nOTE oMo OVTIf310TlKO, OUVIOTOlOl Il nopoKOAOUSIlOIl lWV 008EVWV 
YIO Tllv OVomu~1l OlllJEiwv EmIJOAUVO'le; ana IJIl EUoioSIlTOUe; IJIKPOOPYOVIOIJOUC;, 
OUflnEpIAolJf3oVOIJEVWV KO! TWV IJUKrlTWV, 
'EXEI oVO<jlEpSEi OlOPPOIO nou OXEliSEToi IJE TO no80yovo Clostridium diffieile (CDAD) KOla Til 
XP~OIl 0XE06v oAwv TWV oVTIIJIKP0f310KWV nopoyovTWV, oUlJmpIAolJf3oVOlJtvlle; Tile; 
0~18pOfJUKiv'le;, 11 onoio EVO£XETOI va n01KiAEI OE f3opuTIlTO, ono EAo<jlpo OIOPPOlo we; 
8oVOTIlq>OpOe; KoAllIoo. H 8Epomio IJE OVTIIJIKpof3loKoue; nopoyOVTEe; IJETOf3oMEI Til 
q>uOIoAoY1Krl EVTEPIK~ XAwploo, YEyovoe; nou OOIlYEi OE umpovoTITu~1l TOU C, diffieile, 
To C diffieile nopoYEI To~ivEe; A KOI B nou oUIJf3oAAouv OHlv qJ<jlOV10'l CDAD LTEAtX'l C, 
diffieile nou nopoyouv OU~JWtvll noooTIlTO TO~IVWV OU~OVOUV Til VOOIlPOTIlTO KOI Til 
8VIlTOTIlTO, K08we; OUTte; 01 AOIIJW~EIe; IJnopEi va EivOI OVSEKTIKte; OTllv OVTIIJIKp0f310K~ 

8EponEio KOI EVOtXETol va 00'lYrl00UV OE KoAEKTOlJrl To EVOEXOIJEVO CDAD nptml va 
£~ET6~ETOI OE OAOUe; TOUe; OOSEVEie; nou nopouOIoSouv OIOPPOIO IJETO ono XPrl01l 
oVTIf310TlKWV Eniolle;, XPEIO~Elol va AIl<pSEi OVOAUTIKO IOTPIKO 10TOPIKO E<jlOOOV (XEI 
ovoq>EpS£i OTi '1 CDAD IJnopEi va qJ<jlOVIOTEi we; KOJ ouo IJrlVEe; IJOO Hl XOP~YIlOIl 
OVTIIJIKP0f310Kwv nopOYOVTWV, 
METa TrlV OpJOTJKrl OIOYVWOIl Tile; ljJ£UOolJ£IJf3POVWOoue; KOAiTIOoe;, nptml va E<P0PIJOOTOUV 
SEpOmUTIKO IJtTPO, EAo<ppte; mpITTTWO£Ie; ljJEUOOIJEIJf3POVwooue; KoAiTiOoe; ouv~8we; 
OVTOnOKpivoVTOJ IJE OIOKOnrl Tile; 8Epomioe; 
LE IJETpIEe; rl f3oplte; mpITTTWOEIe; 80 nptml vo £~ET6~oOI 11 ovoYKIl XOPrlYllolle; uypwv Kol 
IlAEKTPOAUTWV, OUlJnAIlPWlJoTlKrle; XOPrlYllolle; npwTE'ivwv KOI 8EponEio IJE oVTlfJIKP0f310KO 
<poPIJOKO, nOu EIVOI KAIVIKWe; onOTEAEOIJOTIKO £TIi KOAiTlooe; Oq>EIAOjJtVIle; 010 Clostridium 
difficile. 
LE OOSEVEie; IJE oof3op~ VE<pp1Krl OV£TIOPKEtO (GFR< 10mllmin) EXEI nopOTIlPIl8Ei OU~1l01l 

Tile; OUOTrWOTlKrle; tK8EOIle; Tile; 0SI8pojJuKlvlle; Kmo 33% (f3Atm nopoypo<jlO 5,2 
!.l>oP\JoKOKIVrjTlKES IOIOTrjTES) 
nOpOTOOIl Hl~ KOpOIOK~e; movonoAWOfle; KOI TOU OloOTrljJOTOe; OT, f] onoio npooolOEI Kivouvo 
ovomu~lle; KOPOIOKWV oppu81Jlwv KOI torsades de pointes (KOIAIOKrl TOxuKopOio OiKIlV 
pmIOlou), txouv nOpOTf]PIl8Ei OE 8Epomio IJE GAAO IJOKPOAfOIO, 'Eva nopolJolO onOTtAEOIJO 
OEV IJnopEi va onOKAEloSEi TEAEiwe; IJE Hlv 0~18pojJuKlvll OE 008EVEie; IJE oU~lllJtvo Kivouvo 
nopoHTOlJtvlle; KOpOIOKrle; movonoAWOIle; (f3Mm nopoypoq>o 4.8 AVElTI9u\JrjHC;; EVEPYEIES), 
mOlJtvwe; onollEITO! npooox~ Kmo Til 8EponEio OOSEVWV 

• ME Ouyy(vrl ~ TEKIJIlPIWIJ£VIl nopOTOOf] TOU OIOOT~IJOTOe; OT 
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• 	 01 onoiol [nl TOU nopoVTOe; Ao~l3ovouv 8EpOn[iO ~E OAMe; OpOOTIKte; OUOiEe;, 01 onoiEe; 
EivOI YVWOTO OTI nopoT£ivouv TO OIOOHWO OT, onwe; OVTIOppu8~IKO TO~TlC; IA KOI Ill, 
ol~onpiOfl KOI l£PCPEVOoivfl 

• 	 ME TlA£KTpOAUTlKte; OIOTOpoxte;, IOIOiTEPO OE nEpmTWOW:; unOKOAIOI~ioe; KOI 
uno~oYVTlOIOI~ioe; 

• 	 ME KAIVIKO OX£TI~O~EVTl !3poOuKopOio, KOpOIOK~ oppuS~io ~ oo!3op~ KOPOIOK~ 
OVEnopKEIO 

I.E OOSEVEie;, 01 onoiol M~l3ovov 8EponEio ~E 0~18pO~UKiVTl, tXOUV ovocpEp8Ei E~OPO£l(; TWV 
OU~TITW~(JTWV TTle; ~Uoo8tvEIOe; gravis KOI VEO qJcpovloTl ouvopo~ou ~Uoo8tvEI0e; (BMm 
nopoypocpo 4.8). 

nOiOIO 
H OOCPOAcIO KOI 11 onoTEAw~OlIKOH]TO_TJ1~ _0C;18po~UKivJ1~, KOVEWC; YIO OIOAU~O npoc; 
tyXUOf'], OTTl SEpomio AOI~W~EWV OE nOIOIO OEV tXOUV T£K~TlPIW8Ei 
Evoo<pAt!3lo XOP~YTlOTl 
H OVOOUOTOOIl KOI Tl opoiwOfl TTle; 0C;18po~UKivfle;, KOV£We; VIO OIOAU~O npoe; tVXUOIl, 
nptm:t va npoV~Olonol£iTOI KOTO TIC; unoOEi~£Ie; KOI va XOPTlV£iTOI we; EVOOcpAt!310 tVXUOfl 
Via XPOVO 0XI ~IKP()T£pO TWV 60 AETITWV To npo(ov OEV nptn£1 vo XOPTlV£iTOI we; TOXEio 
£cpono~ £VOOcpAt!310 tvwTl ~ £VOO~UIK~ tVWTl (I3Atm nopovpocpo 4.2 lloooAoyio KOI 
Tporros xopf)Vl1ol1S KOI nopavpocpo 6.6 IOlOinpES TTpoq>uM~ElS orrOpp1lJ.1flS KOI aMos 
xEIPIO\-l0S)· 

4.5 AMflArmopaOEIS \-IE 6Mo q>0P\-lOKEUTlKa TTpo'ioVTO KOI aMEc" \-IOpq>tc" 
oMIlAmiopoo'1c" 

Antacid slAVT IOE,lvO 
I.£ CPOp~OKOKIVTlTlK~ ~£AtTTl OTflv onoio £~£To08TlK£ Tl miopooTl TTle; TouTOXPOVIle; 
XOP~VflOTlC; OVTIO~IVWV KOI o~ISPO~UKIVIle;, OEV nopOlr]p~SIlKE miopoor] OTr]V OAIK~ 
!3looloeEOI~OTIlTO TOU OVTI!310TIKOU nopOT! 01 ~tY10lEe; OUVK£VTpWO£Ie; TOU OTOV opo TOU 
Oi~OTOe; ~ElwSIlKOV OE noooOlO KOTO npootVVIOfl 25%, I.E 008EVEie; nou AO~!3ovouv 
O~CPOT£PO o~18po~uKivr] KOI OVTIO~IVO, TO CPOp~OKO O£V nptml va AO~!30VOVTOI TOUTOXPOVO 

Celirizinel I.£TIPJ.Qyn 
I.£ uYIEie; ESEAovTte; 11 oUVXOP~VTlor] mv8~~£pou 8EponEuTIKoU OX~~OTOe; nou 
mpIEM~!3ovE o<ISpo~uKivr] KOI OETlplsivr] 20 mg OTr] oT08Eponolr]~tvr] KOlOOTOOr] OEV £IXE 
we; onOTtAw~o KonOIO CPOP~OK£UTIK~ OAArlAEniopoor] ~ OI1~OVTIK~ oMoy~ OTO oldoTr]IJO 
OT 

Didanosine( Dideoxy inosin.f)1 LlloovooillJ] 

H oUVXOP~VIlOTl 1200 mg osI8pO~UKivr]e; q~£pr]oiwe; ~E 400 mg Oloovooivr]e; Tl~EPlloiwe; OE 

6 008EVEie; 8ET!KOUe; OlOV HIV OEV CPOVr]KE va mr]p£os£1 Tr] CPOp~OKOKIVr]TIK~ TTle; 

OloovooiVIle; aT Tl Olo8£ponolr]~tvr] KOToorOOr] OE OUYKPIOr] ~E TO EIKOVIKO c.pOp~OKO 


Digoxm/Lllyotivo 

M£pIKO OVTI[310TIKO Tr]e; o~aooe; TWV ~OKpoAloiwv EXEI ovocpEp8£i aT! EnTlP£()<ouv, OE 

OPlo~tvoue; 008EVE!e;, TO ~IKp0!310KO ~£T0!30AI0~O Tile; olvo~iVI1e; OTO EVTEpO. I.E OOSEVEie; 

nou AO~!30Vouv TOUTOXPOVO OsI8PO~UKiVTl KOI olvo~ivr], 11 OUVOTOTTlW OU~1l0fle; TWV 

OUVK£VTPWOEWV Tr]e; OlyO~IVr]e; nptml va AO~!30V£WI unOljJfl 


Zidovudine/Zlool3ouoivo 

Ecpdno~ 06oEI<; 1000 mg KOI noMonAte; 06oEIe; 1200 mg ~ 600 mg osISpo~uKivTle; £ixov ~IKP~ 


miopoor] OTfl CPOp~OKOKIVTlTIK~ TTle; sloo!3ouoivfle; OTO nMo~o ~ OTTlV ono!3oA~ OUT~e; ~ TOU 

yAUKOUpOVIKOU ~£To!3oAiTfl TTle; ana TO oupo OOTOOO, fl XOP~VTloTl osISpo~uKivr]e; OU~TlOE TIe; 

OUYKEVTpWOEIe; TTle; CpwocpopuAlw~tvlle; sloo!3ouoivr]e;, TOU KAIV1KO 0POOTIKOU IJ£Tol3oAiTIl Tf']e;, 010 


n£plcp£pIKO ~ovonuPflvo H KAIVIK~ oTl~ooio TOU £Up~~OlOe; OUTOU OEV EivOI oocp~e;, ~nop£i o~we; va 

onooEIXTEi w<ptAIIJTl VIO TOUe; 008EVEie; 

H o~18pO~UKivTl OEV oMflAEmoPO Or]~OVTIKO IJ£ TO TlTTOTIKO OUOTTl~O TOU KUTOXPWIJOlOe; P450 

nIOT£U£TOI OTI 11 0sISpOIJUKivTl O(V U<piOlOTOI CPOp~OKOKIVTlTlKEe; OMTlAETTIOpOOEIe; oVTiOTOlx£e; ~£ 


EKEivEe; Tr]e; Epu8po~UKivr]e; ~ oMwv ~OKpoM)iwv H moywy~ ~ Tl oopovonoir]OIl TOU TlnOTIKo0 
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KUTOXPWtJOlOS P450 IJtow TOU OUI-JTTAtYIJOTOS KUTOXPWtJOlOS-IJ£TOI30AiTIl O£v OUIJ130ivEI iJE Til'll 
o~18potJuKivll 

Ergot! AAKOAOEIQrj EPUOI[3wOOU!:; OAUPQ(; 

Aoyw TflS 8EwPllTIKrjS TIl80VOTflTOS q.J<poVIOflS EPYOTIOtJOU OEV OUVIOTOTOI 11 TOUTOXpovfl 

XP~Ofl O~18pOIJUKivflS IJ( TTOPOYWYo EPUOI[3wOOUS OAUPOS (pAtTTE TTOPOYPO<po 4.4 EIOIKt<; 


TTpOEIOOTTOI~O(I<; KOI TTpoq)UA6~(I<; KOHl Til XPr'j0Il). 

CPOPIJOKOKIVflTIKES IJEAtT£S EXOUV 0IE~oX8£r OV0I-l£OO OHlv O~18POIJUKiVfl KOI TO OKOAou80 

<pOPI-lOKO TO OTToio (ivOi YVWOTO OTI U<piOTOVTOI 0fll-l0VTIKO IJ£T0[30AIOI-l0 IJtow TOU 

KUTOXPWIJOlOS P450. 


Atorvastatin/ATop[300T01ivO 

H ouyxoPr'jYflOfl 10 mg OToppoOTOT1~!lS fll-lEPflojwS KOJ 50Q_mg~~18poIJUKivfle; _fl\J~P_flQiLYS 

OEV TPOTTOTTOi1l0E TIe;OUYKEYIpWO£le;---1I1S-OJOP(3oOTOTivflS 010 TTAOOI-lO (I-lE (30011 I-lWOOO 

TTPOOOIOPIOIJOU OVOOTOAr'jS Tile; HMG CoA-ovoywyOOflS)· 


Carbamazepine/Kop[3oWo(ETTivQ 

LE I-lio I-lEA£TIl <POPI-lOKOKlvllTIKriS oMflAmiopOOllS OE uYIEie; E8EAOVTtS OEV TTOP01flPr'j81lKE 

KOl-lio 01lI-l0VTIKri miopoofl oro mimoo T1le; KoPI301-l0<miV1le; ri lOU 0POOlIKOU I-l(TOpOAlTll 

TflS 010 TTAOOI-lO OE 008(VEie; TTOU EA0I-l(3ovov TOUTOXPOVO 0~18pOIJUKivll. 


CimetidinelLllJETlOivO 

LE jJio <P0PiJOKOKIVflTIKri jJ(AETfl OTllv oTToio E~£T008flKE 11 miopoo1l mi HIS 

<pOP!JOKOKIVflTlKriS HIS 0<,8pojJ UKiv fle; JJIOe; E<pOTTO~ Malle; OIjJETIOivflS, TTOU XOPllyr'j8IlKE 2 

WpEe; TTp'V OTTO Til'll o~,8pOI-.JUKivll. 0('11 TTOp011lpr']8l1KE !J00(30Ar) TflS <POPtJoKOKlvIlTIKrje; Tile; 

O<18p0!J UKiv flS· 


Coumarin-Type Oral Anticoagulants/ATTo TOU OTOWOTO!:; KOUWOPIVIKO AVTITTOKTIKO 

L£ jJio <P0P!JOKOKIVflTlKri !JEAETl1 oAArlAmiopool1S, 11 o<,8po!JUKivl1 OEV I-lETt(3oAAE TO 

OVTITTIlKTIKO OTTOTtAEOI-lO jJlOS E<pCITTO~ OOOflS 15 mg l3op<popivflS (warfarin), fl oTToio 

XOPlly~8IlKE OE uYIEie; E8EAoVTtS Moo Tflv KUKAO<popio TOU <p0Pl-laKOu OTllv oyopa 

UTT~P~OV ovo<popte; EvioXUOIlS TaU OVTlTTl1KTIKOU OTTOTEAEOI-lOTOS IJETa OTTO ouyxoprjY11011 

0~18pOI-lUKiv1le; I-lE OTTO TOU OTOI-lOlOS KOUI-l0PIVIKO OVTlTTllKTIKO nOpOAO TTOU OEV tXEI 

TEKI-lllPIW8Ei OITlOAOYIKri OUOXtTIOll I-l£ Til'll O~18POI-lUKivfl. TTPETTEI '110 OiVETOI TTPOOOXr'j Olll 

OUXVOUjlO TTOPOKOAOu81l01lS TOU XPOVOU TTp08p0l-l(3ivfle; OTOV II 0<18P0I-lUKiVfl 

XPIlOll-lOTTolEiTOI m: 008EVEie; TTOU A0I-l[3avouv OTTO TaU OTOI-lOTOe; KOUI-l0PIVIKO OVTITT1lKTIKO. 


~closporin/Ku KAOOTTO pivo 

LE I-lio <P0PI-l0KOKIVllTlKr'j jJEAET1l OE uy£iS £8£AovTte; OTOUS oTToioue; XOPllyrj81lKE lljJEprjOiO 

OTTO TOU OTOI-101Oe; MOfl 0<18P0I-lUKivfle; 500 mg Y'O 3 lll-ltpEe; KOI OKOAou8wC; E<POTTO~ Mall 

KUKA00l10pivlle; 10 mg/kg 01 OTTopptouoEe; Cmax KOI AUCo_s TllC; KUKAOOTTOpiv1le; (3pt8flKOV 

va ElvOi 0lll-l0VTIKO ou~rll-ltvEe; LuvmWe;. TTptml '110 £~ETO<ETOI I-lE TTPOOOXri II TOUTOXPOV1l 

xoprjYl101l TWV <P0PI-l0KWV OUTWV. Eov £iVai OTTOpoiTllTll fl TOUTOXPOV1l XOPr'jYIl0r'j TOUe;, 

TTptTTEI '110 TTOPOKOAou80uVTOI TO mimoo TflS KUKAOOTTOp1vfle; KOl vo TTpooapjJo<£TOI 

ovoAoya fl ooooAoyla. 


EfavirenzlEcpal31 ptv(O 

LuyxoPriYIlOIl E<pOTTO~ IlI-lEpr'jolae; Malle; 600 mg 0<,8pol-luKivflC; KOI 400 mg E<po(3lpEV~1le; 

YIO 7 flI-lEpEe; OEV tOEI~E KOIJiO KA1V1KWS 0flI-lOVTIKri <papl-l0KOKIV1lTIKr'j oMllAmiopoofl. I'J.EV 

EivOi oTTopoiTIlTll 1l TTPOOOPjJoyr'j Tlle; 0601lS Tlle; a~18pol-luKivfle; OTOV OUYXOPIlYEiTOI I-lE 

E<PO(3lptV~Il· 


Fluconazo!e/CPAouKOVO(OAO 

H ouyxoprjYIlOll I-liae; E<PClTTO~ MOllS 0<,8p0l-luKivIlS 1200 mg OEV I-lETt(3oAE Tllv 

<P0PI-lOKOKIVllTIKr'j l-lioS E<pOTTO~ Malle; <pAouKova<oAlle; 800 mg H OUVOAIKr'j TTOOOTflTa TaU 

<papIJOKOU TTOU <p80VEI OTllv KUKAO<popio KOI 0 xpOVoe; 111-l1~wris HIS O~18pOjJUKjvllS aEV 

I-lETO(3Ari8llKOV OTTO Tfl ouYXOPr'lYIlOll <pAouKOVO~OAIlS. WOTOOO TTOPOTllPrj81lKE fJia fJEiwofl 

OTIl jJtYIOHl OUYKtVTpwoll TllS o<18p0l-luKivflS OTO TTAOOIJO, Cmax , (18%) 11 oTToio OEV rjTaV 

KAIVIKO 0llIJOVTIKr'j. 
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CisapridelLlsonpion 
H ol~onpior) iJETol30Ai~ETol OTO ~nop ana TO tV~UiJO CYP 3A4 Emlo~ TO iJoKpoAiolo 
ovaoTtMouv TO tV~UiJO aUTO, r) OUYXPOVr) xoPriY'lO'l Tr)S ol~onpior)s iJE TiS OUOiES aUTts 
IJnopEi va OU~~OEI TOV Kivouvo EiJ<P0VIOf"]s OIOTOPOXWV TOU KOpOIOKOU puSIJOU (nopOTOOI1 TOU 
OIOOTriIJOTOs QT, KOIAIOKEs OppuSiJiEs. TORSADE DE POINTES) l:IlO TOlno va iJr) 
oUVxopr]VEiTOI r] OI~onpior) iJE TO <pciPIJOKO OUTa 

4.6 KU1lO"'l KOI yaAouxia 
MEMw:; ovonopoywyr']s O£ mlpOIJOlO~WO txouv o1E~oX8Ei O£ 060(1(; nou nAr]olo~ouv TrW 
IJETPIO TO~IK~ Mar] YIO Tf"] IJ'lTtpO LE OUTts 11(; IJEA( 1(s OE un~p~ov EVOEi~(j(; !3AOTITIK ris 
miopoor)S Tr)S 0~18pOiJUKiv'lS mi TOU £lJl3pUOU. Mv UTIC1PXOUV, WOTOOO. mOpK£I<; KOI wAa 
£A£YXOIJ£V£s IJEAtTES O£ tYKUES YUVOiKES Emlor'] 01 IJEAtTES ovonopovwvr']<; O£ 
TT£lpOIJOTO~WO O£ oivouv naVTO Tr] OUVOlOTr]TO npoI3AEtjJr]<; HIS OVTOnOKpIOr]S OlOV 
civ8pwno, I'] 0~18pOIJUKiv'l 80 nptml va XP'lollJonol£iTOI KOla Til C)\(lPK£IO Tr]<; KUI']Ol']s iJOVO 
£av EivOi oo<pwS onopoiTr]TI']. 
l:IEv unopxouv OEOOIJEVO OOOV o<popo TI']V ontKKplor] TOU <P0PIJOKou OTO IJr]TPIKO yoAa 
Onws noAM <pOPIJOKO TO onoio £KKpivoVTOI OTO IJr]TPIKO yoAO, I'] 0~18pOIJUKivr] OE 80 
nptnEI va XPI']OIIJOnOI£iTOI Ylo TI'] 8EponEio VUVOIKWV nou 8r]M~ouv EKTO<; KOI £OV 0 IOlp6<; 
mOlEuEI on TO OUVr]TIKO o<ptAr) OIKOIOAOyouv TOUS OUVr]TIKOU<; KIVOUVOUS YIO TO I3pt<pOS 

4.7 Eniopaoll onlv IKOVDTIlTO OOI1Y'lOIlS KOI XElPIOJ.lOU J.II"IXOVWV 
Mv unopxouv EVOEi~EIS nou va unooEIKvuouv OT! I'] 0~18pOIJUKivI'] IJnop£i va tXEI £niopo0r) 
mi TI']<; IKOVOTI']TO<; TOU OOSEVOUS Via OO~Y'lo'l ~ X£IPloIJO IJ'lXovwv. 

4.8 AVETTl9uJ.lllTES EvtpYEIES 
o nopoKoTW nivow<; nEpltXEI TiS OVEmSUIJI']T£e; Evtpym<; nou £1J<POVioT'lKOV IJtow TIl<; 
ElJmlpios ono KAIVIKte; IJ£AtTE<; KOI Tr)e; nopOKOAOUS'lOl']<; TOU <P0PIJOKOU IJETO TIlV 
KUKAo<popio TOU oTI']V OVopo, Konl KOlI']yopio 0PYOVIKOU OUOlr']IJOTO<; KOI oUXVOH]TO. 01 
OVEmSUIJI']TE<; EVtpYElES nou ElJ<pOViOTI']KOV IJ£TO Tr)V KUKAO<popio TOU <P0PIJOKOU OHIV ovopa 
onooiOOVTOI IJE nMYlo ypcilJlJOTO. H KOT'lyopio oUXVOTr]TOe; qJ<pavIOl']<; Opi~£TOI oUIJ<PWVO 
IJE TI']V nopOKOTW oUVS~K'l: noM ouxvt<; (2: 1/10), Luxvte; (2: 1/100, < 1/10), 'OXI ouxvt<; 
(2:1/1000, <11100), LnovlEe; (2:1/10000, <111.0000), noAu onOVIE<; «1/10.000), KOI MJl 
YVWOTtS (o£v IJnopouv va £KTIIJ'lSOUV IJ£ !300r) TO OIOStOllJO OEOOlJtVO). EVTOs Ko8E 
KOTrlYopioe; OUXVOTr)TO<; EfJ<P0VIOr)e;, 01 ov£mSUIJr)T£e; £vtpyme; nopOTiS£VTOI KOTel <pSivoUoo 
OEIPO o0[30pOTr]TOS 

AVEmSUIJr]T£S Evtpyme; EVOEXOjJtvwe; ~ mSovw<; oX£TI~OIJEVE<; IJE Tr)V O~ISpOIJUKivr) I-lE 
[300r] HIV £lJmlpio ana KAIVIKte; IJ£At1(e; KOI lr]V nopmoAouSI']Or] TOU <poPIJOKOU IJETO Trlv 
KUKAo<popio TOU oTr]V oyopo: 

nopOoITWO£I<; 

l:IlOTopoxte; TOU 

oVOOOnOlllT1KOU 
ouoTrilJOTOe; 
l:IIOTOPOXt<; TOU 
lJoo!3oAlolJoU KOI HIe; 
SOE 

I AEUKon£vio. OUOETE onEvio 
GpOlJl3onEvio, OIlJoAuTIKr'] ovoIlJio 

LUXVOTr)TO 

MI'] vVWOTte; 

Luxvte; 
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L110TOpoxt~ TOU VEUPIKOU 
OUOT~fJOTOS 

lj.JUXOKIVrjTIK~ UTTEPOPOOTrjPIOTrjTO, 
ovoo~jo, TTopoo~io 

! Muo08tvEIO gravis (r3Atm 
_____i-TT~O~P~O.-LO--4--4~---------------+-~--------------~iO-<p-8:-o-A-tJ-IK-E-S-O-IO-T-O-P-O-x-ts_ I OTTTIK r'; eliOT a paXQ~__+I UXVE51 

OTToo~oi, 

<pUOlOA~IKil 
HTTOTIK~ OVETTOPK£lO (r3MTTE M JOTte; 
TTOpaypO<po 4A}**, IlTTOTiTIOO 
KEpouvor3oAoe;, IlTTOTlK~ VEKPWOIl, 
iKTEPOS XOAOOTOTIKOe; 

i6,aroPQx" lOU 6tp~QlO\ Wov8rJl:!O, KVQ°!-1°S. 1.!:!xv0;. 
KOI TOU unoooplOU 10TOU I LUVOPOIJO Stevens-Johnson, 'OXIOUXVtS 

! oVTiopOOIl OTTO <pWTOEUOI081l0io, 

I Kviowon 

i TOSIK~ ETTIOEPlJIK~ vEKpoAuOIl, 


I M~ yvwmt\
~oAU~Oe<pOEp08Q~oI 
Ap8poAVio LUXVEe;IL1IOTopoxte; TOU 

~UOOKEAETIKOU 

i oUOTrl~OTos KOI TOU 
!LOUVOET1KOU 10TOU 

• L1IOTopaxte; TWV VE<PPWV INE<PPIK~ OVETTOPKEIO osEio, MI vVwoTte;
I KOI TWV oupo<popwv oowv I vE<pf')iTloa OlolJwn

I rEvlKtS OIOTOPOXES KGI : AAyoe; Tile; 8tor]e; tVWr]e;*, 
 LU: Ite; 


KOTOOTOOEIS Tile; 0000 I <pAEVIJOV~ TrJe; 8tOIle; tVWIle;*, 

• Xop~YIlOr]e; KOTTWOIl . 

lGWPOKIKO oAvoe;, oioq~o, 'OXIOUXvtS 
oi08rwa KOKOUX,i0S, E~oo8tvlon 


EPVaOTrjPIOKte; 
-~--


TTOPOfJET pOI 


..~.---. 

. 

(laKES OIOTap~ 
TOpoxte; TOU 
TPEVTEPIKOU 

~ 
I~~~ 

I 
L1IOTopoxte; TOU ~TTOTOe; 
KOI TWV xoArj<p0pwv 

(r3Mm TTapoypo<po 4A) 
• TTEpIAo~r3avo~tvrjS HIe; KOIAIOK~e; 

TOXUKOpoi0.S 
YTTOTO°rJ 
L110PPOIO, KOIAIOKO aAyoS, vouTia, noM) OUXVES 
IJETEWplOfJo5 
'EIJETOe;, ouomlj.Jio 
raoTpiTloo, OUOKOIAIOT~TO 
nOYKpWTiTlOo, OUOXPWIJOTIOIJOe; 
TI1<; YAWOOOC; 
HTTOTiTIOO 
HTTOTIK~ Amoupyio fJll 

ApI8~oe; AE~<pOKUTT(lPWV 
~EIWfJtVOS, 0P18fJoS Ilwolvo<piAwv 
OUsf"1fJEVOe;, OITTGV8pOKIKO Of~OTOe; 
IJEIWjJEVO 
AOTTo TIK 0 IVOT avo E 00P 11 fJ P <PP rj 
OUsrjIJEVrj, o~lvoTpovo<pEp601l TIlS 
oAovivrje; OUsllfJEVIl, XOAEpu8pivrj 
Oi~OTOS OUsr)IJEVIl, oupia ai~OTOS 

44 

j 
MJ] yvwOT~ j 

i 
• 

LUl(VtS 
I'OX1OUXVi<; 

Luxvte; 

Mrj yvwmte; 

'OXIOUl(VES ! 
LTTOVIEe; j 

x x S 
--

'0 IOU vt 

L1IOTOpax£<; TOU WT05 KGI 
TOU Ao~upiv8ou 

KapOlaK E S alOT apax E S 

I Kw<pwon _________________ _ IUXVES --i 
: 'EKTTTWO~ HIS OKOUOTlK~S I 'OXI OUXVES 

0 UTmas, EfJ@ots i I 

A=-=i0-=8-1L-'..O_TT_O:-A-,-W-,-'v-:---:-:-:---:---:_____+-::'O-;-'-I_O._U...LX"-v_tSL-______--II 
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Mfl yvwmts 

• \Jovo ylo Tflv KOVI ylo 510AUIJ0 npos tyxuofl 

•• 11 onoio onoviws KOTtAfl~E OE 80VOlO 


4.9 Ym:pooooAoyia 

0, oVEm8uIJflTES EvtpYElES nou nopOlflP~8flKOV IJETO Tfl A~4Jfl MOEWV TOU <P0PIJOKOU 

IJEyOAlJTEPWV TWV OUVIOH.i.JIJEVWV, ~TOV nopo\JolES IJE aUTts nou nopOTflP~8flKOV \JETO Tfl 


_Aq4J1l_1WV_@x~8wv MOEWV. LE n£piTITWOfl umpooooA9VjoS OnOlTEiTOI fl E<pOPIJOy~ 
YEVIKWV OUpnTWIJ0lIKWV-K01"UnOO'TflPIKT1KWVlJtTPWV 8£ponEia<;, OVOAOYO IJ£ IflV 
nEpiTITWOIl 

5. ¢APMAKOI\OrlKEr 1fl.IOTHTEr 

5.1 ¢aplJaKOOuVOIJIKEt; IOIOTilTEt; 

¢oPlJoK08EpOmUlIK~ KOlflyopio AVIIIJIKP0!310KO, MOKPOAi510, Kw51KOS ATe: J01FA10 


M'lxavlolJ0t; Opao'lt; 

H 0~18pOIJUKivfl £ivOi TO npwTO oVll!31011KO IJIOS unoolJo5as; lWV IJOKpoAIDiwv, yVWOT~S; 


WS osoAio£S, KOI fl onoio EivOI xrJlJlKO 510<pOPETIK~ ono Hlv £PU8POIJUKivfl· XflIJIKWS; 

AOIJ!3ovETOI ono Hlv npoo8~Kfl EVOS; OlOIJOU 0SWTOU OTO AOKTOVIKO DOKTUAlo Tfl<; 

erythromycin A H XqIJIK~ ovolJooio Trj<; O~18pOIJUKivflS; £ivOi 9-deoxy-9a-aza-9a-methyl-9a­

homoerythromycin A To IJOPIOKO Tfl<; !3opos; £ivOi 749,0 

o IJflXOVIOIJ0<; 0poOfl<; Tfl<; O~18pOIJUKivfl<; OUViOTOlOI OTflv OVOOTOA~ Tfl<; ouv8Wfl<; lWV 
npwTE"lvwv ono TO IJIKP01310 KOlomv OUV5EO~S; TrlS; IJE lfl PI!300WIJIOK~ unoIJovo50 50s KOI 
nop£lJno5io£w<; lfl<; lJ£lOlOniOEws; lWV n£TITl5iwv xwpi<; va £nflP£os£1 lfl ouv8Wfl TWV 
noAuvouKAEOlIOiwv. 
H 0s18POIJUKivfl nopouOIo~£1 5pooliKOH1TO in vitro £vovTiov IJEYOAfl<; nOIKIAio<; 
IJIKPOOPYOVIOIJWV n£pIAOIJ!3oVOIJ£VWV KOI TWV OKOAou8wv 

B£lIKOi KOTO Gram mpoSlol bllKpoopyovrobloi Staphylococcus aureus, Streptococcus 

pyogenes (OIJOOO A lWV 13-01IJOAUTIKWV OTP£TITOKOKKWV), Streptococcus pneumoniae, 0-


OllJOAUliKOi OTP£TITOKOKKOI (OIJOOO npoolvl~OVlWV mp£TITOKOKKWV) Kor oAllo £IOfl 

OlP£TITOKOKKWV, K08w<; KOI TO Corynebacterium diphteriae. H 0sr8pOIJUKivfl nopouOIo~EI 


olomoupoulJEVfl OVTOX~ IJ£ ov8£KTrKo Olflv Epu8po\JUKivfl 8ETIKO KOTO Gram m£MXfl, 

nEplAolJl3ovolJtvwv TOU Streptococcus faecalis (£VTEpOKOKKOS) KOI TWV nEploooltpwv 

OT£A£XWV lWV OV8£KlIKWV OTflIJ£8UKIAAlvfl OTOq>UAOKOKKWV. 


APVnl1KO KOTO Gram oERo!3lo blIKP0!310: Haemophilus influenzae, Haemophilus 
parainfluenzae, Moraxella catarrhalis, £iOfl Acinetobacter, £11511 Yersinia, Legionella 
pneumophila, Bordetella pertussis, Bordetella parapertussis, £IDfl Shigella, Ei5fl 
Pasteurella, Vibrio cholerae KOI parahaemolyticus, Plesiomonas shigelloides. H 
DpaoliKoTflTO £vovTlov lWV Escherichia coli, Salmonella enteritidis, Salmonella typhi, £IOWV 
Enterobacter, Aeromonas hydrophila K01 £IOWV Klebsiella nOIKiAA£1 KOI YI' OUlO nptn£1 va 
yivovTOI 50KllJooi£S; EUOI08floio<;. Eiofl Proteus, dOfl Eiofl Morganella KOI fl 
Pseudomonas aeruginosa, £ivOi ouv~8w<; OV8£KlIKO OTO OV11!3IOTIKO 

Avo£po!3lo bllKp01310 Bacteroides fragi/is KOI EiOfl !3oKTflPIDO£IOWV, Clostridium periringens, 
EiDfl Peptococcus KOI Eiofl Peptostreptococcus, Fusobacterium necrophorum KOI 
Propionibacterium acnes 

MIKPOOPYOVIOblOi um:u8uvol YIO TO oEt,OUOAIKWC; \JET05100blEVO VOOOblOlO: H 0s18POIJUKivil 
EivOi OpOOTIK~ £vovTiov Hl<; Chlamydia trachomatis KOI (lJq>ovi~(1 EnioflS KoA~ OPOOTIKOTflTO 
EvavTiov TWV IJIKPOOPYOVIOIJWV Treponema pallidum, Neisseria gonorrhoeae KOI 
Haemophi/us ducreyi 

45 
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AMol blIKPOOPyovIOIJ0i. Borrel18 burgdoneri (nopovwv TrlC; vooou TOU Lyme), 
Chlamydophila pneumoniae, Mycoplasma pneumomae, Mycoplasma hominis, Ureaplasma 
urealyticum, EiOIl Campylobacter KOI Listena monocytogenes 

Ml1xavlo~o~ av6TTTu~'l<; avTOXI'J~ 
Ynapxouv OUO KUPIOI nOpaVOVT£<; nou KoSopi~ouv IIlV OVTOX~ TOU Streptococcus 
pneumoniae KOI Streptococcus pyogenes nou txouv OTTOIJOVWSEi ono KAIVIKO OEiVIJOTO.· 
TO voviolO met KOI erm. To voviolo mef KWOIKOTTOIEi lJio OVT Aio po~<;, rJ oTToio IJWOAO!3Ei 
OTO blrJXO\fIOIJO OVaTTTU~f1<; OVTOX~<; IJOVO OTO 1J0KPOAiOl0 IJE 14·IJEA~ KO! 15·IJEA~ AOKTOVIKO 
OOKTUAIO. To VoviOlo mef EXEI nEplvpmpEi OE TTOIKIAio oAAwv EIOWV. To voviOlo erm 
KWOIKOTTOIEi lJio 23S-rRNA IJESuATPOVO<PEPOOrJ, rJ oTToio npooStw IJESUAIKtC; OIJOOE<; OTrJV 
OOEvivrJ 2058 TOU 23S-rRNA (OUOTrJIJO opiSlJrJ0rJ<; IJE !300rJ TO rRNA TrJ<; Fcolt). To 
fJE8uAIWIJEVO vouKAEOTiolO f)piOKETOI OU1V TTEPIOX~ V KOI EXEI [3pE8Ei va oAArJt-ETTIOpo EKTO<; 
ono TO 1J0KpoAioi0 KOI IJE TI<; AIVKO~OlJiOE<; KOI TrJ streptogramin B, EXOVTO<; w<; OnOTEAwlJo 
EVa <pOIVOTUTTO VVWOTO w<; OVTOX~ MLSB To voviOlo erm(B) KOI erm(A) txouv onOIJOVW8Ei 
on6 KAIVIKO OEiVIJOTO TOU Streptococcus pneumoniae KOI TOU Streptococcus pyogenes 
H OVTAio AcrAB-ToIG OTOV Haemophlilus influenzae EivOi UTTEU8uvrJ Via TI<; EVVEVEi<; 
U\jJIlAOTEPEC; TlIJ£<; EMXIOTIl<; OVOOTOATlK~<; OUYKtvTPW0rJ<; (MIG) OTO IJOKPOAi010. 
LE KAIVIKO OTEAtXrJ, IJETOAAo~EI<; OTO 23S-rRNA, ElolKa OTO vouKAEOTiolO 2057·2059 ~ 2611, 
OTrJV nEplox~ V, ~ IJEToAM~EI<; OE Plf)OOWIJIOKt<; npwTE'i'vE<; L4 ~ L22, Eivol onavlE<; 

-apia MIC 
To OUVIOTWIJEVO OplO EMXIOTIl<; OVOOTOA TlK~<; OUVKEVTPW0rJ<; MIG (lJg/ml) Via TrJV 
O~ISpolJuKivrJ EivOi 
Haemophilus spp. EuoioSrJTO (S) ::::. 4 xwpi<; OUOT00rJ Via OplO OV8EKTIKOTrJTO<;* 
LTPETTTOKOKKOI OUlJnEpIAolJ[3oVOIJEVWV TWV Streptococcus pneumoniae KOI Streptococcus 
pyogenes S::::. 0,5, Av8EKTIKa (R) ~ 2 
*En! TOU TTOPOVTO<;, rJ oTTouoio OEOOIJEVWV Via OVSEKTIKO oTEAtm onoKt-EiEI TOV KOSOPIOIJO 
onoloo~noTE KOTrJvopio<; oAArJ<; ono OUT~<; TWV EUoi08rJTWV OTEAExwv Eov OTEAEm oivouv 
OnOTEAtOIJOTO MIC OIO<pOPElIKO on6 aUTO TWV Euoi08rJTWV OTEAExwv, TOTE OUHJ TTptm:1 va 
OTTOOTOAOUV OE tva £PYOOT~PIO OVo<popo<; Via TT£pontpw OOKIIJOOi£<;. 

llf;oo~tva ~IKpOI3\OJ..OVIKI'J<; wOIa8llaio<; 
o WITTOAOOIJ0<; TrJ<; miKTrJTf1<; OVTOXt'J<; (VOtXETOI va TTOIKit-E1 VEWVP0<pIKO ~ XPOVIKO Via 
£TTlA£VlJtvO EiorJ KOI Eivol ETTl8UIJrJTti rJ nopoxti TTArJPO<pOPIWV 0XETIKO IJE TrJV OVTOXti TOTTlKO, 
£IOIKO KOla Hl SEPOTTEiO Oof)opWV AOIIJW~EWV DTOV rJ ETTlKPOTrJOrJ TrJ<; OV8EKTIKOTrJTO<; OE 
TOTIlKO EninEOO (ivOi TtTOIO, WOTE rJ XPrJOllJOTrJTO TOU <poplJaKOU va Ti8ETOI UTTO 
OIJ<PIOf)~TrJOrJ TOuMXIOTOV Via OPIOlJtVOU<; Tunou<; AOIIJW~EWV, Eivol ovoVKoio va ~rJTEiTOI rJ 
OUIJ!3ouAti EIJTTEIPOVVWIJOVWV 
To OEOOlJtvO in vitro £uoI08rJoio<; o£v ouoXETi~oVTOI novTO IJ£ TrJV KA1VIK~ 
onOTEAEOIJOTIKOTrJTO. 

Luv!,)8'l (uaia8llTa aHAtXIl 

A(pol3lo Gram-Ih:TlKO J3oKTl'Jpla: 

Staphylococcus aureus, Streptococcus agalactiae, OTPETTTOKOKKOI (OIJOO£<; G, F, G) KOI 

npoOlvi~OVT£<; OTPETTTOKOKKOI (Viridans group Streptococci). 


A(p6J31O Gram-opV'lTiKO J3aKTrlPIO: 
Bordete/la pertussis, Haemophilus ducreyi, Haemophilus influenzae*$, Haemophilus 

parainfluenzae*, Legionella pneumophila, Moraxella catarrhaJis*, Neisseria gonorrhoeae. 


AMa: 

Chlamydophila pneumoniae', Chlamydia trachomatis, Mycoplasma pneumoniae* KOI 

Ureaplasma urealyticum. 


Ei0rJ Via TO oTToia '1 (TTiKT'lT'l aVToxi) (VotXHOI va aTTonJ..d TTp613J..I1~a: 

46 
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EMl-ll3avov I<08f]I-lEPIVO [q>onot', wploiE<; EVOOq>Atj3IE<; EYXUO[l(; 500 mg o~18pol-lul<ivll<; Eni 2 
EW<; 5 flIJEPE<;, OE OUYI<EVTPWOEI<; 2 mg/ml, TO EUpO<; TWV IJtowv I-ltYIOTWV OUYKEVlPWOEWV 
OTO nMol-lO (Cmax±S.O) nou EnIT£UXSIlKE ~TOV 3,63±1,60l-lg/ml, EVW 11 EMXIOTIl 
OUYKtvTPWOf] (Ctrougn) lOU 24wpou ~TOV 0,20±0, 151-lg/ml KOI fl AUC 24 ~TOV 
9, 60±4, 80l-lg' h/ml. 
LE UYIEi<; ESEAoVTE<; 01 onoiol MIJj3ovov 3wPIl EVOOq>Atj3lo tYXUOfl 500 mg O<ISpOI-lUKiVIl<; O£ 

OUYKtVlPWOf] 1 mg/ml, 01 Tll-lt<; Tf]<; IJEOf]<; Cmax, Tf]<; EMXIOH1<; OUYKtVTPWOf]<; TOU 24wpou 
KOI Tfl<;AUC 24 , ~TOV OVTioTOIXO 1,14±0,14I-lg/ml, 0,18±0,02IJg/ml KOI8,03±0,86I-lgh/ml 
MEAtTE<; OE mlpol-lOT6<wo ontoEIt',OV H1V (mopt',11 U4JIlAwv OUYKEVTPWOEWV o~18pOl-luKivll<; 
OTa q>oYOKunopo LE mlpOI-lOTIKO 1-l0vltAo, U4Jf]AOTEPE<; OUYKEVTPWOEI<; O~ISpOI-lUKivf]<; 
EAw8EPWVOVTOI KOTO Tf] OIOPKEIO EVEPYOU q>oYOKUTTOPWOIl<; OE OXtolll-lE I-lll 0lEYEp8tvTO 
q>OYOKunOpo. LTO iJovTtAo nElpOiJOTO<WWV OUTO tXEI W<; onOTtAwiJo vo npOKumouv 
U4J'lAt<; OUYKEVTPWOEI<; O<ISpo)JuKivll<; OTO or]l,JEio TIl<; AoiiJwt',Il<;. 
¢OPI-l0KOKIVIlTlKE<; )JEAtTE<; ontoEIt',oV Tllv unopt',11 0lliJOVTIKO ULVIlAOTEpwv Enmtowv 
O~lepO\JuKivfl<; mou<; 10TOU<; OE oxtail iJE TO nMoiJo (iJ£XPI 50 q>opt<; J-lEyoAuTEPE<; TIl<; 
IJtYIOH]<; nopOTflPll8Eiofl<; oUYKtvTpwOIl<; TOU q>0PJ-l0KOU 010 nMol-lo) YEYOVO<; nou 
UTTOOEIKVllEI OTI TO q>0PiJOKO OEOJ-lEUETOI OE I-lEyoAo nOOOOTO ana TOU<; 10TOU<; 01 
OUYKEVlPWO[l(; TOU q>0PI-l0KOU OTOU<; 10TOU<;-0l0XOU<; onw<; EivOi 01 nVEUI-l0VE<;, 01 
OJ-luyooAt<; KOI 0 npOOTOTIl<; umpj3oivouv TI<; EMXIOTE<; OVOOTOATIKt<; OUYKEVTPWOEI<; 
(MIC90) YIO TO mSovo no80yovo I-lETO Til XOP~YflOflI-lIO<; Eq>onot', 06011<; lOU q>0PiJOKOU 500 
mg YljJflAt<; OUYKEVTPWOEI<; o<ISp0l-luKivll<; I3pt8flKOV OE 101OU<; TOU YEvvllTIKOU OUOT~I-lOTO<; 
TIl<; yuvOiKO<; (<<YUVOIKOAoYIKO 10TO») 96 WPE<; iJETO ono Eq>onot', ana TOU OTOJ-lOTO<; Mall 
500 mg O~ISpOlJuKivll<;. 
nOpOTflP~SIlKOv ULVIlAOTEpE<; OUYKEVTPWO[l(; O~ISpoiJuKiv'1<; OTOU<; 10TOll<; OTT'OT! 010 
nMoJ-lo 01 uLVIlAt<; OUYKEVTPWOEI<; OTOU<; 1000U<; OEV nptml vo SEWPEiTOI OTI oUVOtOVTOI 
noaOTIKO J-lE Hlv KAIVIK~ onOTEAwI-lOTIKOl'1TO. H OVTIJ-lIKp0I310K~ Opoo'1 TIl<; o<18POiJUKiv'1<; 
EivOI pH-Et',OPTWJ-lEV'1 KOI q>OiVETOI VO I-lEIWVOOI I-lE Tllv OOt',lloll TOU pH. OOTOOO, 11 
EKTnOlJtVrj KOTOVO)J~ TOU q>0PiJOKOU mou<; 10TOO<; EvOtXETOI vo oXETi~ETOI )JE TfjV KAIVIK~ 
onoTEAEO)JOlIKOT'1TO 

MuopoAIOl-loC;/ATTiKKPIO'l 
LE lliO IlEAtrrl noMonAwv 060Ewv OE 12 uYIEi<; ESEAOVTt<; XOPrjYWVTO<; tva wploio 
EVOOq>Atj3lo OOOOAOYIKO OX~I-lO 500 mg (1 mg/ml) mi ntvTE fI)JtPE<;, TO TTOOOOTO T'1<; 
XOP'1Y'1SEioo<; MOrj<; Trj<; O<ISp0J-lUKivrj<; nou omKKpiSrjKE 010 Oupo OE 24 WPE<; ~TOV 
mpinou 11% J-lETO T'1V 1n 060rj KOI 14% I-lETO Trlv 5n OOOrj. 01 T1J-lt<; OUTt<; EivOI )JEyoAlmpE<; 
ana TO OVOq>EpStv nooooTo 6% nou onEKKpiv£TOI OiJ£Toj3AIlTo 010 oOpo iJETO ono 
xop~YrjO'1 O~ISpOiJUKiv'1<; ono TO OTOJ-lO 0 TEAIKO<; XpOVO<; '1iJl~W~<; Trj<; onol3oA~<; TOU 
q>OPiJOKOU ana TO nMoJ-lo EKq>pO~EI )JE OKpil3EIO TOV Xpovo IlI-Jl<W~<; Hl<; onoj3oA~<; TOU ana 
TOUe; 10100<;, nou EivOI 2-4 rjlJtPE<; H ontKKplOrj ono HI xoA~ onoTEAEi Hlv KUPIO 006 
on£KKpIO'1<; TOU O)JEToI3ArITOu q>0PiJOKOU, iJETO ono xop~YrjOrj ana 10 OTOI-lO 
noAu LV'1At<; OUYKEVTPWOEI<; TOU q>0PJ-l0KOU uno oiJETol3ArjHI iJOpq>~ oVEUpioKOVTOI OHI 
xoA~, iJo~i iJE 10 iJETOj30AiTE<; nou oXrliJOTi<OVTOI iJE 1\1- KOI O-OTTO)JESuAiw0'1, J-lE 
uopot',uAiworj TOU OOKTUAiOU Trj<; OEOo<ol-liv'1<; KOI TWV OyAUKWV oOKTuAiwv KOI iJE 
onooO~EUt',fl TOU OOKXOPOU KAoOIVO<fj. H OUYKPIOfl TWV OUYKEVTPWOEWV OTOU<; 101OU<; iJE 
HI XPIlOliJonoifjOfl Tfl<; XPWI-lOToypoq>io<; ULV'1A~<; on60oorj<; KOI IJIKP01310AoYIKWV 
OVOAUTIKWV J-lESOOWV unOOEIKVUEI OTI 01 iJETOI30AiTE<; OEV noi<ouv KOVtVO poAo OTflV 
OVTlIJIKp0I310K~ OPOOTIKOHl1O T'1<; O~18pOiJUKiVrj<;. 

¢OPI-I0KOKIVIlT1Kr'J OE EIOIKi<; 01-100£<; ooe£vwv 

HAIKIWllivol: 
LE flAIKIWiJtvou<; ESEAoVTt<; (rjAlldo<; > 65 ETWV) nopOTflP~SrjKE EAoq>po OOt',1l0fl TWV TII-lWV AUC 
iJ£TO SEpomio 5 '1I-lEPWV OE oXtofl iJE vtou<; ESEAovTt<; (rjAIKio<; < 40 ETWV) , oAM fl OUt',flOIl 
OUT~ OEV SEWPEi101 KAIVIKO OfjiJOVTIK~ KOI w<; EK TOUTOU OEV onolTEi101 npoooPiJoy~ 1rj<; 06011<; 
TOU q>oPiJOKOU 

AOeEVf:ic; I-If: VE<PPIKri OV£TTOPKf:IO: 

H q>OPiJOKOKIVfjTlK~ Tfl<; O~ISpolJuKivrje; OE OOSEVEi<; iJE ~mo twe; IJtTP10 V£q>PIK~ ov£nopKElo 

(GFR 10-80 mllmin), OEV ETIIlPEOOTrjKE iJETO ono Eq>onot', 060fl 1,0 9 o~18poiJUKjVrj<; OiJ£OJ1e; 

onoOto\-lEUofl<; OUYKPITIKO I-lE OOSEVEi<; nou txouv q>uoloAoYIK~ V£q>PIK~ AElToupyio LTOTIOTIKO 

0lliJoVTIK£<; OIOc.pOpt<; nopOTf]p~SIlKOV OTllv AUCO-120 (8,8 mg x hr/ml £vavTI 11,7 mg x hrlml), 
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Cmax (1,0 mg/ml EVOVTI 1,6 mg/ml) KOI Clr (2,3 ml/min/kg EVOVTI 0,2 ml/min/kg) IJElO~U lfle; 
OIJOOOe; OTOIJWV IJt oof3op~ Vt<PPIK~ OVWOpK£lO (GFR < 1 0 ml/min) KOI Tfle; OIJOOOe; OTOIJWV IJE 
<PUOIOAOYIK~ VE<PPIK~ A£IlouPyio 

Ao8£v£ic; p£ IlnOTlKI'j OV£naPK£IO: 
IE 008EVEie; IJE ~mo (KOHIyopio A) EWe; IJtlPIO (KOHIyopio 8) IlnOllK~ f3M f3'l , OEV unopxouv 
EVOEi~EJe; OflIJOVTIK~e; IJElOf3oA~e; Tile; <pOPIJOKOKIVrIT1K~e; llle; O~18pOlJuKiVIle; 010V opo OE 
oXtoll IJE EKEivoue; nou nopouOloSouv <PUOIOAOYIK~ IlnOTlK~ AEIloupyio. IlOUe; 008EVEie; 
OUlOUe; Il VE<PPIK~ Ko80POll Tile; 0SI8polJuKiVIle; EIJ<poviSOOI OU~lllJtvll, m8ovwe; YIO vo 
E~looppOn~oEl lIlIJEIWlJtv'lllnOTIK~ Ko80POll 

5.3 npoKAlvlKa o£ooptvo VIO Tllv OmpaAEIO 
'EXEI mlQQLIlPll8Ei <pwo<poAlTliOWOIl (EVOOKUTIOPIK~ oUOOWPWOIl <pWOepOAITlIOiwv) OE 
OpKElOUe;IOlQU~-(-n~X~-IJOlIO,---YDYYAIOllle;-pOXIOioe; pisoe;, ~noPi XOAIl06xo KUOTIl, VE<pPO, 
onA~vO, KOI/~ nOYKpEOe;) nOVTlKtiJV, opoupoiwv KOI OKUAWV OlOUe; onoioue; XOPlly~8IlKOV 
noMonAte; 06oEIC; O~18pOIJUKivlle;, 'EXEI nopOTIlPll8Ei <pwo<poAlTliOWOIl OE OVOAOYIl EKTOOf'l 
01OUC; IOTOUe; VEOYEvvllTWV opoupoiwv KOI OKuAWV. H EniopOOfl OUl~ EivOI OVOOTPEljJllJ1l 
IJOO Til OIOKon~ Tile; 8Epomioe; IJE 0Sl8pOlJuKivll H OlllJOoio TOU wpr'i!JOToe; OUTOU 010 
nElpOIJOTOSWO KOI OTOUe; ov8pwnoue; Eivol OyvWOTIl 

6. <l>APMAKEYTIKEI: nI\HPO<l>OPIEI: 

6.1 KaTaAovoC; EK06xwv 

6.2 Aoupl3OToTllnc; 
To ovoouOT08tv OIOAUIJO, IJnopEi vo OPOlW8Ei oUIJ<pwvo IJE lie; OO'lyiEC; KOI 10 oUIJf3mo 
OIOAUfJOTO nou ovO<ptpovlOl Ol'lV nopoypo<po 6.6 MAEe; OUOfEe;, npo08ETIKO ~ <poPIJOKO 
nou XOPIlYOUVTOI EVOO<pAtf310 OEV nptnEI va npooli8EVTOI 010 npoIov, ~ vo EYX£OVTOI 
TOUTOXPOVO IJtow HIe; iOloe; EVOO<pAtf310e; ypOIJIJ~e; 

6.4 IOloinp£c; TIpoq)UAa~EIC; KOTa Til <puAO~1l TOU TIP0'iovTOC; 

6.5 <l>uoll KOI OUOTOTlKa TOU TIEPltKTIl 

6.6 IOloinpEC; TIpOq>uM~£lC; OTIOPPIIVIlC; KOI aAAoC; X£lPIOpOC; 
H 0SI8polJuKivll, KOVIe; YIO OIOAUIJO npoc; tyxuoll, <ptpnol OE <pIOAiOIO lJioe; xpri0lle;. To 
nEplEXOIJEVO TOU <pIOAIOiou nptnEI va ovoouOT08Ei IJE 4,8 ml OTEipou uomoe; YIO EvtOlIJO 
(oSISpolJuKiVIl 100 mg/ml). r,o Til xoPriYIlOIl, 0 onOITOuIJEVOe; OYKOC; lOU ovoouOT08tV1Oe; 
OIOAUfJOTOC; npoOTi8oOl OE EVO OUIJf3mo OIOAUIJO tYXUOIle; WOTE VO noptXEI OIOAUIJO 
0SISpOIJUKiVIle; OUYKEVlpWOIle; ana 1,0 mg EWe; 2,0 mg/mL 
LUYKEVTpWOEle; > 2 mg/ml nptnEI va ono<pEuyoVlOi 
To nopEvTEPIKO <P0PIJOKWTIKO npo'lOvlO nptnEl va E~ElOSOVlOl onTIKo YIO Tllv nopouoio 
~tvwv oWIJOTloiwv nplv Til XOPr'}YIlOIl, Av EivOi qJepOvr'}e; 11 nopouoio ~tvwv OWIJOTloiwv 010 
ovoouoT08tv uypo, TO OIOAUIJO TOU <POPIJOKOU nptnEI va onOppiTITETOI. 
To ovoouo108tv OIOAUIJO IJnopEi va OPOIW8Ei IJE: 
¢UOIOAOYIKO opo (0,9% XAWPIOUXO VOTpIO) 
% $UOIOAOYIKO opo (0,45% XAWPIOUXO VOTpIO) 
5% lIE~TpoSIl OE uowp 
1I10AUfJO Lactated Ringer's 
5% lI£~TpO~1l OE % ¢UOIOAOYIKO Opo (0,45% XAWPIOUXO VOTpIO) IJE 20 mEq KCI 
5% lIE~TpO~1l OE OIOAUIJO Lactated Ringer's 
5% lIE~TpOSfl OE 1/3 ¢UOIOAOYIKO Opo (0,3% XAWpJOUXO vcnplo) 
5% lIE~TpoSIl OE % <l>UOIOAOYIKO Opo (0,45% XAWPIOUXO VOTpIO) 
LUVIOTOTOI, lJio 06011 500 mg 0SI8polJuKivlle;, KOVEWe; YIO OIOAUIJO npoe; tyXUO'l, OPOIWIJEV'l 
onwe; mplyp6<p8llKE noponovw, va EYXUVETOI OE XpOVIK~ nEpiooo 0XI IJIKPOTEPIl TWV 60 
MTllwv. 
To npcilov IJElel Tllv ovoouoT00'l KOI opoiwOIl XPllollJOnOIEiTol YIO XOP~YIlOIl IJE EVOO<pAtf310 
tyxuOIl To npolov OEV nptml va XOPIlYEilOl we; TOXEio E<pelnO~ EVOO<pAtf310 tVEaIl ri 

49 



L\L\YEn-E.4250-J3/2 
(24a) 

(VOO~UIK~ EV£OFl (~Mn( nopoypo<pO 4.4 EIOIKiC; npo£loonollioEIC; KQI npQ(puAa~[(c; 
KOla Til xPriO'l KOI nopaypot:po 6.6 IOlOiTEprc; npot:puA6~£IC; onappllJlllC; KOI 6Moc; 
X£lplOj.lac;). 

7. KAToxor THr ALlEIAr KYKJ\O<I>OPIAr 

8. API0Mor ALlEIAr KYKJ\O<I>OPIAr 

9. HMEPOMHNIA npOTHr ErKPlrHr I ANANEorHr ALlEIAr 

11. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

6. 	 To <I>uMo OOllYIWV YIO TO XPriOT'l <POp~OKEUTIKWV npoiOVTWV nou nEplEXoUV OPOOTIKO 
OUOTOTIKO AZITHROMYCIN OHIIJOPt:pri: Kavle; ylO OloAuJ.lO npoe; tYXUOIl 
500MGNIAL, Opi~ETOI we; E~~e;: 

<I>YMO OLlHrlON XPHrHr: 
nJ\HPO<I>OPIH riA TO XPHrTH 

1.1 
12 • li.pOOTlK~ ouoio 

• 'EKOOXO: 

1.3 <I>0PIJOKOHXVIKri IJOpt:pri: 	 Kovle; YIO ol6Au~o npoe; tYXUOfl 

1.4 	 n£pl£KiTr}TO O£ OpOOTIKi] ouoio: Ko8E qllOAiOIO mpltX£I 500 mg A~18po~uKivFl 
To OloAu~o nou npOKUnTEI ~ETO Tflv 
oVOOUOTOOfl mpltXEI 100 mg/ml oi;18po~UKivFle; 

1.5 	 n£plypot:pri-ruoKEUOoio: 

1.6 <I>OPIJOKo9( pOn(UTlKi) KOT'lyopio: 	 AVTI~IOTIKO 

1.7 	 YnEu6uvoC; KuKAot:popiae;: 

18 	 nOpOOK(UOoTi)e;: 

rUOK£UOO'Tf)C;: 

NA rNOPIZETE riA TO <I>APMAKO nov rAr XOPHrHrE 

2.1 rEVIKEe; nArlPOt:pOpiEe;: 
To «'ONOMA npOiONTOi::ll KOVIe; YIO OloAu~o npoe; tYXUOfl mpl£XEI Oi;18po~UKivfl, tva 
OVTIPIOTIKO qlOp~aKo. To aVTI!3loTIKo XPflol~onolouvTOI YIO Tfl 8EpanEio AOI~W~EWV ono 
~IKpo~la 

2.2 Evo(i~EIe;: 

To «'ONOMA npOfONTOh KOVIe; YIO OloAu~o npoe; tyxuOfl EVOEiKVUTOI YIO Tfl 8EponEio 
Tfle; (C,WVOOOKO~EIOKr'te; nVEU~ovioe;, nou o<pEiAETOI OE Chlamydophila pneumoniae. 
Haemophilus infiuenzae, Legione/la pneumophila, Moxarella catarrhalis, Mycoplasma 
pneumoniae, Staphylococcus aureus ~ Staphylococcus pneumoniae OE ao8EvEI<:; nou 
onOlT£iTOI £vapc,fl 8Epomioe; EVOO<pAtI310. 
To «'ONOMA npOiONTOh KOVIe; Via oloAu~o npoe; tYXUOfl EvOEiKvuTOI VIO Tfl 8Epomio 
Tfle; cpA(y~ovwooue; vooou TFle; nutAou. nou oqlEiAi:TOI OE EUaio8FlTO OTEAtXFl 
~IKPOOOPYOVIO~WV, ou~nEpIAo~!3ovo~tvwv TWV Chlamydia trachomatis, Neisseria 
gonorrhoea, Mycoplasma hominiS, OE 008EVEie; nou onolTEiTOI tvap~Fl 8£panEioe; 
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2.3 AVTEVOEi~w:;: 

To «'ONOMA IIPoloNTOh OEV nptmr va XOPIlYEiTOr OE ooSEv(i<; IJE un£pEUoroSlloio 
OHlv O~ISpoIJuKivll, Illv Epu8poIJuKivIl OE onoroo~no1£ OV11[3101IKO 111<; OIJaOO<; lWV 
IJOKpoAIOiwv ~ TWV KEloArOiwv, ~ OE OTToloOl']n01£ ana TO tKOOXO nou OVO<PtPOVTOI OTllv 
nopoypmpo 1.2 ("EKOOXO). 
H lOUIDXPovll XOP~YIlOIl IJoKpoAIOiwv IJE ol~onpiOIl OVH:vo£iKVUTOi 

2.4 EIOIKi<; TTpQ(puAo~EI<; KOI TTpQ[IOOTTOI~O[l<; KOTO HI XP~O": 
IEVIKO 
Onw<; KOI IJE IIlV EPUSpOIJUKiVIl KOI TO oAAo IJOKpoAioIO, tXOUV OVO<jlEpSEi onoviw<; 
ool3opt<; oAAWYIKt<; OVTlOPOOEI<;, nou OUIJnEp1AoIJ130Vouv 10 0YYEIOVEUPWTIKO oiOllIJO KOI 
IIlVOVo(jluA-a~ia-(0TTaviwc;--SOV(llIl(jlOPO<;). MEPIKt<; OTTO-OUlt<; TI~ OV110POOEI<; TTOU 
TTPOEKU4'0V IJElci OTTO XOPrlYIlOIl O~ISpOIJuKiVIl<; Eixov w<; onOltAEolJo Tllv unOTpOTTrl TWV 
OUIJTTlWIJOTWV, IJ£Tci Til OIOKOnrl H)<; OUIJTTlWIJOT1Krl<; SEponEio<;. LE OUTt<; 11<; TTEPITTlWOEl<; 
onOlT£iTOI IJEyoAlI1£PIl mpioOo<;; nopoKoAou81l01l<; KOI 8Epomio<; 
Emlorl TO rlnop EivOi 11 KUPIO 006<; onEKKploll<; TIl<; 0~18pOIJUKivll<;, TTptml va 
XPIlOI\JOnOIEiTOI IJE npoooxr'] O£ 008EVEi<; IJ£ ool3opl'] IlTTOT1Krl VOOO. 'Exouv OVO<jl£p8Ei IJE HI 
XPI']01l H1<; 0~18pOIJUKivll<; mploTOTIKO KEpouvol3oAou llTTOTiTloo<;TI oTToio OUVIlTIKO IJnop£i 
va OOIlYrlOEI OE omlAr"11lKI'] Y'O Til ~wr'] IlTTOTIKrl ovmopK£lo (I3Atm nopoypo<jlO 4.8). Go 
TTptnEI va npOYIJOTOnOlllSouv TTOPOKAIVIKE<; ES£TOO£I<;; OE nEp,olOTIKO OTTOU EIJ<jlovi~oVTOI 
0lllJEiO KOI OUIJTTlWIJOTO IlTTOTIKrl<; ouoAmouPyio<;;, OTTW<;; £so08EvlOIl OX£TI~O!-lEVIlIJE iKTEPO, 
OKOUPDXPWIJO oupo, OIIJOPPOYIKI'] 0108£011 r'] IlTTOTIKI'] EYK£<jloAonOSEIO. 
IE ooS£vEi<;; nou AOIJ[3avouv nopoywyo TIl<; EPUOII3WOOU<; oAupo<; (Ergot), EX£I 
nopouOIOOTEi EPYOT10IJD<; DTOV oUYXOPllyr'j8IlKOV 0PIOIJEVO oVTI[310TIKo TIl<; 01J000<;; TWV 
1J0KpoAIOiwv Mv UTTOPXOUV O£OOlJtvo ooov O(jlOpO Tllv TTl80VDTilTO oMIlAmiopooll<; 
IJ£lO~U TWV nopoywywv 111<; EpUOI[3wOOU<; oAupo<; KOI 0~18pOIJUKivll<;· Ev 10UIOI<;, Myw 1r]<; 
8£WPIlTlKrl<; m80voTIlTO<; £IJ(jlciVloll<;; £PYOTloIJOU OEV TTptml va OUYXOPlly£iTOI 11 
0~18polJuKivlllJE nopoywyo TIl<; £puoll3woou<; oAupo<; 
Onw<; KOI !-IE OTTolool']no1£ 0).).0 OV11[3IOTIKO, OUVIOTOTOI 11 napoKOAoD81l01l lWV 008EVWV 
Y'O IIlV OvciTTlU~1l OIlIJ£iwv mllJoAuvOIl<; OTTO IJIl £uoi08IlTOU<; IJIKPOOPYOVIOIJOU<;, 
OU~.JTTEPIAOIJ[3ovol-ltvwv KOI lWV IJUK rlTWV. 
"EXEI ovo(jlEp8Ei olcippOIO nou oX£Ti~ETOI IJE TO n08oyovo Clostridium difficile (CDAD) KOHl Til 
XPI']01l oX£06v oAwv TWV OVTIIJIKP0[310KWV nopOYOVTWV, oUlJmp,AolJ[3oVOlJtVIl<; TIl<; 
O~ISpOl-luKiVIl<;, 11 oTToio EVOtX£TOI va nOIKiMI OE 130PUTIlTO, ana £AO<jlpo olciPPOIO w<;; 
80VOTIl<jl0PO<;; KOAiTIOO. H SEpomio IJ£ OVTIIJIKPOI3IOKOU<;; nopoyovl£<;; IJE1O[3oAAEI Til 
<jluOloAOYIKI'] EVIEPIK~ XAwpiOO, YEYOVO<; nou OOIlYEi o£ umpOVOTTlU~1l TOU C. difficile. 
To C. difficile TTopciYEI TO~ivE<; A KOI B TTOU oUlJl3ciMouv olllv EIJ<jlcivIOIl CDAD. IT£MXIl C 
difficile TTOU napciyouv ou~rllJtvll noooTll1O TO~IVWV OU~OVOUV Til voollPOTIlTO KOI Til 
8VIlTOlrITO, K08w<; OUTt<; 01 AOIIJW~£I<; IJTTOPEi va Eivol OV8£KTlKE<;; OTIlV OVTIIJIKP01310Krl 
8£poml0 KOI EVOtXETOI va OOIlYrl00UV O£ KoAEKTOIJrl To £VO£XOIJEVO CDAD TTptml va 
£~£Tci~ETOI OE oAou<; TOU<;; 008£v£i<;; nou nopouOIo~ouv olcippOIO IJ£Tci ana XPrl01l 
OVTiI3IOTIKWV. Enioll<;;, Xp£lci~£TOI va AIl<jl8£i ovoAuTIKo IOTPIKO 10TOPIKO £(jlooov [X£I 
ovo(jl£p8Ei OTI 11 CDAD IJnop£i va £1-I<jlOVIOTEi w<; KOI 000 IJrlv£<; IJ£Hl Til xoPI']YIlOIl 
OVTIIJIKP01310KWV TTOPOyOV1WV. 
METa TIlV OPIOTIKI'] olciyvWOIl TIl<;; 4'£uoolJ£lJl3povwoou<; KoAiTlOo<;;, TTptml va £<jl0PIJOOTOUV 
8£pOmUTlKci IJETpO. EAo<jlpt<;; mpITTTWo£l<;; 4'EuooIJE\-1l3povwoou<; KoAiTloo<; ouvrl8w<; 
OVlOTTOKpivoVlOl \-1E OIOKOTTr'j TIl<; SEpon£io<;. 
IE \-1tTPIE<; r'] 130plt<; mplTTTwoEI<; So TTptml va E~£TO~£TOI 11 OVOYKIl XOPrlYIlOIl<; uypwv KOI 
IlAEKTpoAuIWV, OU\-1TTAIlPW\-1OTIKI']<; xoPI']YIlOIl<; npwTE"ivwv KOI SEpomio IJE OVTI\-1IKP0I310KO 
<jlciP\-10KO, nou EivOi KAIVIKW<; OTTOTEAEo\-101IKO ETTI KOAiTlOO<; O(jl£l,'"'0IJEvll<; OTO Clostridium 
diffici/e. 
IE 008£VEi<; \-1E ool3oPrl V£(jlPIKr'j ovmopK£lo (GFR<10 ml/min) tXEI TTOPOTIlPIlS£i OU~1l01l 
TIl<; OUOTIl\-1OTIKI']<; tK8WIl<; OTllv 0~18p0\-1UKiVIl KOlci 33%. 
lIopoTOOIl TIl<; KOPOIOKr']<; movoTToAwOIl<; KOI TOU 010011']\-1010<; OT, Il onoio npoooioEI Kivouvo 
OV6TTlU~Il<;KOpOIOKWV oppu8\-1lwV KOI torsades de pointes (KOIAIOKI'] TOXUKOpoio oiKIlV 
pmloiou), txouv nopOlllPIl8Ei OE 8£ponEio IJE 6AAo 1J0KpoAiOlO 'Evo nopOIJ010 onOTtA£O!Jo 
OEV IJnopEi va OTTOKAEI08Ei lEMiw<j IJE lllv O~ISpOlJuKiVIl OE 008EVEi<; IJE ou~rl\..ltvo Kivouvo 
nOpOTETOIJtvll<; KOPOIOKI']<; movoTToAwOIl<; (I3Atm TTOPOYP0<jlO 2.8 AVETTl8('1JIlTE<; EviPVEIE<;), 
ETTOIJtvW<; OTTOIlEiTOI npoooxr'] KaTe) Trl 9EPOTI£iO, tOV 
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qj(pOVi~£T£ ouyy£v~ ~ T£KI-lIlPIWl-1tvll TTOPOTOOIl TOU OIOOT~I-1OTOS OT 
• mi TOU nOpOVTOS AOI-l[30V£T( 8£POTT£io 1-1£ oAA£S OPOOTIKtS ouoi£S, 01 OTToiES 
EivOI YVWOTO OTI TTOPOTEivouv TO OI(:lOTIWO OT, OTTWS OVTlOPPUSIJIKO TO~IlS IA KOI 
III, Oi~oTTpfoll KOI T£p<p£voOiVIl 

nopOUOIO~£T£ IlA£KTPOAUTlKtS OIOTOPOXtS, IOIOiTEPO OE TTEPITTTWO£IS 
UTTOKOAIOll-1iOS KOI unOIJOyvllOlOIlJiOS 
• nOOxnE OTTO KAIVIKO OX(Tl~OI-1EVIl [3poouKopoio, KOpOIOK~ OppUSlJiO ~ oo[3op~ 
KOpOIOK~ OV£TTOPKEIO 

2:£ ooS£vEiS, 01 onoiol MI-1[3ovov S£pomio IJE O~ISpolJuKiVIl, tXOUV ovo<p£p8£i E~OPOEIS TWV 
OUI-lTITWI-lOTWV TIlS IJUOOStvEIOS gravis KOI vto qJ<POVloll OUVOPOIJOU IJUOOStVEIOS 

Evoo<pAt310 xoPQynon 
H OVOOUOTOOll Kalil opoiwOlllll~0~ISpOIJUI<JvqS,~0_VEW_S·JfJ.0_CuoAu+Jonpos~tVXU011, 
np£TTEI va TTPOYI-1OTOTTOIEiTOI KOTO TIS UTTOOEi~(I(; KOI va XOP1lY£iTOi ws EVOO<pAt[3lo tYXUOll 
YIO Xpovo 0XI IJIKPOT£PO TWV 60 AmTWV. 
To «''ONOMA npOfONTOb o£v nptTTEI va XOPIlY£ITOI wS TOX£io £<pOTTO~ EVOO<pAt[310 
tvwll ~ £VOOI-lUiK~ tV£OIl. nptTTEI va OTTO<P£UY£TOI Il XP~OIl OUYK(VTPWO(WV OVW TWV 2,0 
mg/ml YIOTi EVOEXOjJtvws va £jJ<poVIOTOUV TomKts OVTlOpOO£IC; OTO OlljJ£io TIlS tYXUOllS 

2.4.2 HAIKIW\JtVOI OOS(VEi<; I'..£v OTTOITEITOI TTpOOopjJoy~ TIlS ooooAoyioS 010US 
llAIKlwlJEvoUS ooS£vEiS Ylo TOUS oTToiouS OTTolT(iTOI va M[3ouv S(poTT£io 
0~18pojJuKivllS· 

2_4.3 Kunoo: H 0~18pol-luKivll So TTptTT£I va XPIlOljJOTTOI£iTOI KOTO Til OIOPK(lO TllS 
KUIlOfjS IJOVO £ov £ivol oo<pws oTTopoiTllTfj 

2.4.4 foAouxio 'OTTWS TToAAd <pOPI-lOKo TO onoio EKKpivoVTOI 010 I-111TPIKO yoAo, fj 
0~18pOjJUKivfj O£ So TTptn(1 va XPlloll-lOnOIEiTol YIO Til 8(POTTEiO YUVOIKWV TTOU 
SfjAo~ouv EKTOS KOI EOV 0 IOTpOS mOT(U(1 OTI TO OUVflTlKO ocptAfl OIKOIOAoyouv 
TOUS ouvllTIKOuS KIVOUVOUS YIO TO [3PE<p0S­

2.4_5 nOiOIO H oo<poA£lo KOI II OTTOT£A£OI-lOTIKOTfjTO TflS 0~18pojJUKivflS, KOVEWS Ylo 
oloAulJo npos tyxuoll, OTfj 8£POTTEio AOljJw~(WV O( TTOIOIO OCV txouv T£KIJIlPIWSEi 

2.4_6 ,E:,niopooo OTOV IKovoTnTO oOriyoons KOI XEIPIO\JOU IJOXOVWV To <pOPI-lOKO OEV 
<pOiV£TOI va Emopo OTflv IKOVOTflTO TOU 008£vouS ylO OO~YllOll ~ TOV XElplOIJO 
I-lllXOVWV 

2.5 AMIlAETTlopaow:; ~E: aMo q)QP~OKE:UTlKa rrpo"i6vTO KOt aME:c, ~Opqltc, 
oMIlAHTiopOOIlC,: 

Antacids/AvTIO~IVO 

LE <popjJoKoKlvrITlK~ IJ(AtTIl OTflv oTToio c~£To08IlK( 11 miopooll TflS TOuTOXPovllS 
XOP~YfjOfjS OVTIO~IVWV KOI 0~18pojJuKivIlS, O(V TTOpOlfjp~8fjK£ ETTiOpoofj OTflv OAIK~ 
[310010S£OljJOTfjTO TOU OVTI[310TIKOU TTOPOTI 01 jJtYIOTES OUYKEVTPWOEIS TOU OTOV opo TOU 
OijJOTOS IJEIW8fjKOV KOla TTpootYYIOll 25%. L£ 008(v(iS nou AOjJ[3avouv TTopoAAllAo 
O~lepolJuKivfj KOI OVTlO~IVO, TO <papIJOKO O(V TTPETTEI va AOIJ[3ovoVTOI TOUTOXPOVO 

Cetlrizinel LOIpl(ivn 

LE uYI£iS EScAovTES fj ouyxop~YfjOfj mvSr'\IJ(pou 8£pOmUTlKOU OX~IJOTOS TTOU 

TTEPICMjJ[3ov£ O~ISpolJuKivfj KOI oCTlpl~ivfj 20 mg OTfj oTOS£ponolfjjJEvfj KOTOOTOOfj O(V (iX£ 

we; OTTOTtA£OjJo KonOIO <pOpjJOK£UTIK~ oAAflAmiopooll ~ olljJOVTlK~ oAAoy~ OTO OIOOTfjjJO 

OT 


Didan9sine(Dideoxyinosine)/l'..loovooivn 

H oUYXOP~Yllofj1200 mg O~ISpolJuKivfje; lllJ£pfjoiwS jJE 400 mg oloovooivllS rll-u:pfjoiwS O( 

6 OOSEVEi<; SnlKous OTOV HIV OEV cpovllK£ va mfjp£O~EI Til CPOpjJOKOKIVfjTlK~ TflS 

OloovooiVllS OTfj OTOS(POTTOllljJEVfj KOTOOTOOfj OE OUYKPIOfj jJE TO EIKOVIKO CPOPIJOKO. 


Digoxin/l'..lyoc,ivn 

MEPIKO OVTI(310TIKO TflS 01-1000S TWV jJoKpoAIOiwv EXEI OV0<pEpSEi orl mllPEo~oUv, OE 

OPIOlJtVOUS aoSEvEiS, TO IJIKP0[310KO jJETO[3oAIOIJO TllS Olyo~ivfjS OTO tV1EPO L( aoScv£iS 

nou AOlJf3ovouv TOUToxpova O~18p0I-1UKivfj KOI Olyo~ivfl, '1 OUVOlOT'lTO aU~flafjS TWV 

OUYKEvTpwm:wv T'l~ olyo~iv'l<; TTptTTEI va AOIJ[30V(T0I UTT04Jfj. 
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Zidovudine/Zloo 30uoivr 

E<:pono~ 060[1(; 1000 mg KOI noMonAt<; 060£1<; 1200 mg ~ 600 mg O~18pOI-lUKivll<; EIXOV I-lIKP~ 


£TIiOpoor] OTr] <:pOPI-lOKOKIVIlTIK~ Tr]<; ~loo~ouOivr]<; 010 nMolJo ~ OTr]V onO~OA~ OUT~<; ~ lOU 

YAUKOUPOVIKOU IJETO[30AITr] Tr]<; ono TO Oupo OOTOOO, r] xop~Yr]Or] OsI8POI-lUKiVr]<; aU~r]o£ TI<; 

OUYKEVTPWOEI<; Tr]<; <:PW0<:pOPUAIWlJtVr]<; ~Ioo~ouoivr]<;, lOU KAIVIKO 0POOTIKOU IJETO~OAITr) Tr]<;, OTO 

nEpl<:pEpiKO IJOVonupr]vo H KAIVIK~ or]lJooio TOU (UP~I-lOTO<; OUTOU OEV EivOi Oo<:p~<;, I-lnop£i OIJW<; va 

onOOEIXT£i W<:pEAIIJr] YIO TOU<; 008EVEi<; 

H 0~18pOI-lUKivr] OEV OMr]AETIIOPO Or]I-l0VTlKO I-l£ TO OUOlr]IJO TOU rJnOTIKOU KUTOXPWIJOTO<; 

P450. nlOTEUETOI Oll rJ osl8POl-lUKivrJ OEV u<:piOTOTOI <:pOpIJOKOKIVr]TIKE<; OMr]AETIIOPOOEI<; 

OVTioTOIXE<; IJE EKEivE<; Tr]<; Epu8pOIJUKivr]<; ~ oMwv IJOKPOAIOiwv. H moywy~ ~ r] 

oopovonoirJor] TOU r]nOlIKOU KUTOXPWI-lOlOe; P450 IJEOW TOU OUlJnAEYIJOTOe; KUTOXPWIJOlOe;­

IJETa~oAiTr] OEV OUjJ[30iVEI JJE Tr]V 0s18POIJUKivrJ 


ErgoU AAKOAOEIOrl EPUOISWOOUC; OAuDoe; 

Aoyw Tr]e; 8EWpr]TIK~e; TIl80VOTr]TOe; EIJ<:POV10ll<; EPYOTIOjJOU OEV OUVIOTOTOI 11 TOUTOXPOVr] 

XP~Or] 0sI8polJuKivlle; IJE nopoywyo EpuOI[3wOOU<; OAUpOe; (~AEm nopoypo<:po 2.4 EIOIKE<; 

npo£loonol~OEIe; KOI npo<:puM~EI<; KOTO H) XP~Or]). 


¢OPI-lOKOKIVr]TIKte; jJEAtTEe; EXOUV o1E~oX8Ei OVOjJEOO OH)V 0sI8P0I-lUKivr] KOI TO OKOAou80 

<:p0PiJOKO TO onoio E[VOI YVWOTO OTI U<:piOTOVTOI Or]I-lOVTIKO I-lETa~OAIOI-lO I-lEOW TOU 

KUTOXPWI-lOlO<; P450. 


Atorvastatinl A TO pSOOT OT ivn 

H ouyxop~Yr]OrJ 10 mg OTOp~OOTOTiVrJ<; IljJEpr]oiw<; KOI 500 mg aSI8p0I-lUKivr]e; r]jJEPrJ0[W<; 

OEV Tpononoir]oE TI<; OUYKEVTpWOEIe; TrJ<; OlOP~OOTOTivIle; 010 nMolJo (I-lE ~oor] jJ£8ooo 

npooOIOPIOIJOU OVOOTOA~e; TrJe; HMG CoA-ovoywyoor]<;). 


Carbamazepin§:/Kop[3aWO(Enivl] 

LE jJio jJEAtTr] <:pOPI-lOKOKIVr]TIK~e; oAAr]A£TIiopOOll<; OE uYIEie; E8EAovTte; OEV nopOlr]p~81lKE 


KOjJio O£ljJOVTIK~ £TIiopoor] OlO £TIimoo Tile; KoPf301-l0s£TIiVr]<; ~ TOU 0POOTIKOU IJETOf30AiTr] 

TrJe; 010 nMojJo DE 008EVEi<; nou EMIJf3ovov TOUTOXPOVO osl8pojJUKivrJ. 


Cimetidine/LIIJEIIOiVf] 

LE jJio <:POPI-lOKOKIV£llIK~ jJEAtlll Ol£lV onoio E~ETo08r]KE Il £TIiOpOO£l mi lr]<; 

<:pOpjJOKOKIVrJTIK~e; Tr]e; 0SI8POjJUKivr]<; JJIO<; E<:pono~ 060£le; OIIJETlOivr]e;, nou XOPlly~8r]KE 2 

WpEe; nplv ana T£lv 0sI8pojJUKivrJ, OEV nopOTIlP~8rJKE jJETO~OA~ TrJe; <:papI-lOKOKIVrJTIK~<; Tile; 

aSI8pOjJUKivr]e;. 


Coumarin-Type Oral Anticoagulants/Ano TOU OTOIJOlOC; KOUbiOPIVIKO AVTITIf]KTIKO 

LE I-lio <:pOPI-lOKOKIVrJTIK~ jJEAtTr] OMr]A£TIiOpoor]e;, £l osl8POjJUKivr] OEV IJETtf30AAE TO 

OVTITIr]KTlKO onOTtAEOl-la 1-l10e; E<:pcmo~ MOr]e; 15 mg ~op<:papivr]e; (warfarin), rJ onoia 

XOPIly~8r]KE OE uYIEie; E8EAovTte; METa Tr]V KUKAo<:popia TOU <:p0PIJOKOU OTr]V oyopo 

un~p~ov OVo<:popte; Evioxuor]e; TOU aVTITIr]KTIK00 onOTEAEOIJOlOe; I-lETO ana OUYXop~Yr]Or] 


0sI8pojJuKiv£le; IJE ana TOU OTOIJOTOe; KOUjJOPIVIKO OVTITIr]KlIKO. napOAO nou OEV tXEI 

TEK[JrJPIW8Ei OI1l0AOYIK~ OUOXtT10£l[JE Tr]V osI8po[JUKivr], nptnEI va OiVETOI npooox~ OTr] 

OUXVOTIlTO nopOKOA008rJor]e; TOU XPOVOU np08polJf3ivr]e; OTOV r] 0sI8POIJUKiVIl 

XPIlOlIJOnOIEiTOI OE a08EVEie; nou AOjJ~OVOuv onc TOU OlOIJOlOe; KOUI-l0PIVIKO aVTITIr]KTIKO. 


Cyclo$porin/Ku KAOOTTO pivn 

LE [Jio <:pOPI-lOKOKIVrJTlK~ IJEAETr] OE uYEi<; E8EAOVTEe; OlOUe; onoioue; XOpr]y~8r]KE rJjJEp~OIa 


onc lOU OlOI-lOlOe; Mar] 0sI8POIJUKiv£le; 500 mg Ylo 3 r]l-ltpEe; KOI OKOAOu8we; E<:pono~ MO£l 

KUKAoonopivr]e; 10 mg/kg 01 onopptouoEe; Cmax KOI AUCO-5 TrJe; KUKAoonopiVIle; 

f3ptBr]KOV va Eivol 0rJjJOVTIKO oU~r]lJtvEe;. LUV£TIWe;, nptml va E~ETOSETOI JJE npooox~ r] 

TOUTCXPOVrJ XOP~Y£lOr] TWV <:P0PI-l0KWV OUTWV. E6v EivOi onopoiTr]Tr] £l TOUTOXPOVr] 

XOP~Y£lO~ TOUe;, nptnEI va nopoKOAOu8ouVTOI TO EninEOo Tr]<; KUKAoonopivr]e; KOI va 

npOOaplJCsETOI OVOAOYO r] ooooAoyia. 


Efavirenz/E<:po[3lptV(O 

LUYXOP~YIlO£l E<:pono~ rJjJEp~0I0e; Malle; 600 mg 0sI8P0I-lUKivrJC; KOI 400 mg E<:po[3lptV<Ile; 

ylO 7 IllJtpEe; OEV EOEI~E KOlJiO KAIVIKW<; OrJ[JOVTIK~ <:poPI-lOKOKlvIlTIK~ oMrJA£TIiOpoor] 6£v 

EivOi onopoiTIlTr] r] npooop[Joy~ Tr]e; MOr]e; TrJe; 0<18POIJUKivrJ<; OTOV oUYXoPrJYEiTOI I-lE 
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Fluconazolel<PAoUKOVO(oAr; 
H oUYXOP~YIlOlllJio<; £(pono~ 06011<; o~18polJuKivll<; 1200 mg OEV lJETt130AE Tllv 
<p0PlJOKOKIVIlTlKr'j lJio<; E<pono~ 06011<; <pAouKovo~oAIl<; 800 mg. H OUVOAIKr'j noooTIlTO lOU 
<P0PlJOKOU nou <p80VEI OTllv KUKAo<popio KOI 0 Xpovo<; IllJl~wri<; TIl<; 0~18polJuKivll<; OEV 
lJEToI3Ar'j8IlKOV ono Tr] ouYXOPr'jYlloll <pAouKovo~oAIl<;, OOTOOW nopOTIlPr'jSIlKE lJio lJEiwOIl 
OHllJtYIOTIl oUYKtvTpwoll TIl<; 0~18polJuKivll<; OTO nMolJo, Cmax, (18%) 11 onoio OEV r'jlOV 
KA,VIKO 0lllJOVTIKr'j. 

Indmavir IIvolvo!3i PO 
LuYXOPr'jYllolllJiO<; E<pono~ 06011<; 1200 mg 0~18polJuKivll<; OEV EiXE OTOTIOTIKO 0lllJOVTIKr'j 
miopoofl OTllv <P0PlJOKOKIVflTIKr'j 800_f!1g~volvol3ipll<;, XOPflYOUlJEVfl<; TpEI<; <popt<; Tllv 'wtpo 
Y'O 5 rwtpE<; Mv EivOi onopoiH]T1l IlnPOOOPlJoyr'j TIl<; MOfl<; Trl<; 0~18POlJUKivfl<; OlOV 
oUYXOPflYEiTOI lJE Ivolvol3ipfl· 

Methylprednisolone/ME8uAnpEOVI(oAOvQ 
L£ [Jio lJE}..(Tfl q:>0PlJOKOKlvIlTIKr'j<; oAAIlAmiopo0r]<; O£ uYIEi<; ESEAoVTt<;, 11 O~ISpolJuKiVIl OEV 
npoKoA£OE Konolo 0lllJOVTlKr'j lJETOj3oAr'j OTrlv <p0PlJOKOKIVIlTIKr'j Hl<; lJESuAnpEovl~oA6vr]<; 

Midazolam/Mloo(oM blO 
H ouYXOPr'jYIlOIl 500 mg 0~18polJUKjvll<; IllJEPlloiw<; YIO 3 qlJtPE<; OE uYIEi<; ESEAoVTt<; OEV 
EiXE w<; onOTtA£OlJo Konolo KAIV1KO 0lllJOVTIKr'j oAAoyr'j OTIl q:>0PlJOKOKIVIlTlKr'j KOI Hl 
<pOPlJOKOOUVOI-JlKr'j lJlo<; (<pono~ 06011<; 15 mg lJloo~oMlJfl<; 

Nelfinavir/NEA<plvo!3ipn 
LuYXOPr'jYIlOIl1200 mg O~ISpolJuKiVIl<; KOI vEA<plvoj3iPIl<; OE oT08EponolQlJtvIl KOH.JOTooll 
(750 mg TPEI<; q:>opt<; Tllv IllJtpo) £iXE w<; onOT£A£OlJo Tr]V OU~1l01l TWV OUYKEVTPWOEWV Trl<; 
O~lepolJuKivll<;. Mv nopOTflpr'j8llKOV KAIVIKW<; orUJOVTlKt<; OVElTISUlJIlTE<; (vtpym<; KOI 11 
npoooPlJoyr'j Hl<; 06011<; OEV (ivOi onopoiTflTIl. 

Rilabutin/PI<.po\JnouTiVQ 
H ouYXOPr'jYflOfl 0~18pOIJUKivfl<; lJE plq:>0lJnouTivll OEV EnIlP£oOE TI<; OUYKEVTPWOEI<; TWV EV A6yw 
q:>oPlJOKWV orav opo TaU OilJ01O<;. 
Ex£! nOpOTrlPfl8Ei OUOE TEponEvio OE 008EVEi<; uno oUYXOPflyoulJEvll 8EponEio 
O~lepolJuKivfl<; KOI plq:>olJnouTivll<;. Av KOI fl OuoETEpomvio tXEI OUOX£TIOTEi I.l( Tfl XPr'j0fl TIl<; 
plcpolJnouTivfl<;, O(V tX(1 T£KlJ1lPlw8Ei OITlOAOYIKr'j OUOX(TlOfl YIO TOV OUVOUOOlJO Trl<; lJE TflV 
O~lepolJuKiVIl (j3Atm nopoypocpo 2.8 AVE1TI8ulJIlTE<; EV£PYEIE<;) 

Slldenafil/LIAvTEVO<piAn 
LE uYIEi<; 0PPEVE<; E8EAoVT£<; OEV unr'jPXov Evo£i~EI<; Eniopoofl<; Tfl<; O~ISpolJuKivfl<; (500 mg 
I1[JEPflOiw<; YIO 3 IllJ£P£<;) OTflv AUC KOI Til Cmax TIl<; OIAvn:vo<piAI1<; r'j TOU KUPIOU 
lJET0 j30AiT fl Tfl<;· 

T erfenadlne/T £ p<.pEVoOivn 
<P0PlJOKOKIVflTlK£<; lJEAtTE<; OEV £OEI~OV OlOlXEio KonOIO<; oAAIlA£niopOOIl<; OVOI.l£OO OTflV 
0~18pOlJuKiVIl KOI OTflV TEP<PEVooivfl, 'Exouv OV0<pEpSEi onovlo nEpiOTOTIKO 6nou 11 lTIS0V6TIlTO 
OVTiolOIXIl<; oAAIlAmiopooll<; OEV r'jTOV OUVOTO va onoKAEl08Ei EVTEAw<;, nopoAo aUTO, OEV unr'jp~E 
OUYKEKPI[J£Vfl tVOEI~1l OTI ouvt!3fl T£TOIO oAAIlAmiopooll, 

Theophylline/8EO<puAAivQ 
Mv unopxouv EVOEi~EI<; KAIVIKO 0lllJOVTlKr'j<; <P0PIJOKOKIVflTlKr'j<; oAAIlAmiopooll<; OlOV fl 
0~18polJuKivll KOI fl 8EO<puAAivfl XOPIlYOUVTOI TOUTOXPOVO OE uYIEi<; ESEAoVTt<; Ev TOllTOI<; 11 
ouyxoPr'jYIlOIl SEo<puAAivfl<; KOI lJoKpoAIOiwv £X£I OUOXETIOTEi lJE oU~lllJ(VO £nlnEOo 
S£Oq:>uAAivr]<; OTOV opo, 0<; £K rOlITOU, OUVIOT()TOI q lJETPflOIl TWV £nlTI(OWv 8EO<puAAivfl<; Enl 
ouyxoPflyr'j0Il<; 0~18polJuKivll<;, 

Inazolam/Tplo~oM!JO 
L( 14 uYIEi<; E8EAoVTt<;, fl ouyxoPr'jYfloll 500 mg O~lepolJuKivll<; Tflv 1fl fllJtpO KOI 250 mg Til 
211 'wtpo lJE 0,125 mg Tplo~oMlJll<; Hl OEUTEPfllllJEPO OEV (iX£ 0lllJOVTIKr'j miopooll OE Konolo 
t.pOPlJOKOKIVflTIKr'j lJETOj3AIlTr'j TIl<; Tplo~oMlJll<; OE OUYKPIOfllJE TO EIKOVIKO <poPlJOKO 
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T rimethoprim -Sulfamethoxazole/T pIlJE80n pi\JIJ -LOUACj?O\JESotOCOAI] 
LUYXOP~YI']Ol'] TOU OTo8EPOU OUVOUOOiJou TpliJE80n piiJll~/00UAq>oiJE80~o~OArl~ (160 
mg/800 mg) [TIi 7 I']iJtPE~, iJo~i iJf 1200 mg O~ISpOiJUKIVIl~ TI']V 71']lliJtpo, OEV EiXE 
Ol']iJOVTIKt~ ETiiOpOOf.I~ OTI~ iJtYIOTE~ OUYKEVTPWOEI~, OTI'] OUVOAIK~ noooTIlTO TOU 
q>0PiJOKOU nou q>80VEI OTllv KUKAOq>opio ~ aTllv ontKKplall ono TO oupo EI1£ TIl~ 
TpliJESonpiiJll~ EiTE TIl~ 00UAq>oiJE80~o~cAIl~ 01 OUYKEVTPWOEI~ TIl~ O~ISpolJuKivI']~ OTOV 
opc ~TOV nOpciJOIE~ lJE OUTt~ nou txouv nopOTIlPll8£i O£ OAA£~ lJEAtTE~ 

gisapridelL.l(onplol] 
H ol~onpior') lJETOj30AI~ETOI aTO ~nop ana TO tV~UIJO CYP 3A4 Emlo~ TO IJOKPOAiolO 
ovoOTtMouv TO tv~ulJO OUTO, 11 auyxpovI'] XOP~YI']Ol'] TI']~ al~onpiol1~ lJE TI<; OUOIE<; OUTt~ 
l.mopEI va OLJ~riaEi TOV Kivouvo £IJq>OVIOI1~ OIOTOPOXWV TOU KOPOIOKOU pu8lJOU (nopoTOOIl 
TOU OlaOT~lJmo~QT,KOIAIOKt<; oppu8lJiE<;, TORSADLDE.POINIES).. i'llo TOUTO vo lJl1 
OUYXOPIlYEiTOI 11 OI~onpioll lJ£ TO q>OPlJOKO aUTO 

2.6 /loooAoyio: 
H auvlaTwlJEVIl 06011 TOU «''ONOMA npOfONTOL» aE EV~AIKE~ YIO Til S£pomlo Hl~ 
£tWVOOOKOIJEIOKr)( nVWblovloc;. nou oq>EiAETOI aTOu~ EVOEIKVUclJ£VOU~ IJIKPOopyovlalJOU<;, 
EivOi 500 mg EVOOq>AEj3iw<;. w~ £q> ono~ I1lJ£P~OIO Mall, YIO TOUAOXIOTOV 000 lliJtPE~. H 
£VOOq>Atj310 SEpomio lJE O~ISpolJuKivll nptnEi va auvExl~ETOI lJE S£pomio ono TOU 
OTOfJOTO<;, w~ Eq> ono~ I1lJEP~OIO 060'11 500 mg, lJtXPI va OAOKAI1PWSEi OIOOTrjlJO 8Epomioc; 
7 tw<; 10 r')1J£pWv. 
H auvlaTWIJEvll 06011 TOU «''ONOMA npOi'ONTOL» aE EV~AIKE<; YIO H) S£pomio TI1<; 
Cj?AEYIJOVWOOUC; vooou TOC; nutAou, nou Oq>EiAETOI OTOU<; EVOEIKVUOIJEVOU<; 
IJIKPOOPYOVlOlJOU<;, £ivOi 500 mg EVOOq>AEj3iw~, w<; Eq> ono~ I1IJ£P~OIO Mall, YIO lJio ~ OUO 
IllJtp£~. H EVOOq>Atj310 SEpomio iJE o~ISpolJuKivll nptml va ouvEXi~ETOI lJE SEpomio ono 
TOU aTOIJOTo<;, w~ Eq> elno~ I1IJEP~OIO Mall 250 mg, lJtXPI va OAOKAI1PWSEi OlelOTlllJO 
SEpomio~ 7 r')lJEPWV. 0 KOTOMI1AO~ Xpcvo~ OAAOY~S TI1~ S£pomio~, OTl<; noponovw 
EVOEi~EI<;, ono EVOOq>Atj310 O£ SEponEio ana TOU arOIJOTOS KpivETOI ana TO YIOTPO KOI 
OUfJq>WVO IJE TIlV KAIVIK~ oVTOnOKploll TOU oa8Evou~ 

Tpono<; Xpr')orJ<; KOI xopr')YI1011<;: 
To «''ONOMA npOfONTOI» lJETel Tllv ovoouaraoll KOI opoiwol1 XPl1011J0nOlEiTOI IJOVO Yla 
XOP~YIlOlllJE EVOOq>Atj31O tyxuoll. To «'ONOMA npOlONTOI» o£v nptml va XOPIlYEiTOI 
wS TOXEio £q>ono~ EVOOq>Aq310 tVEOIl ~ EVOolJUIK~ tVEOIl 
H OUYKEVTPWOI1 lOU OIOAUIJOTOS npo~ tYXUOIl KOI 0 pu8lJOS tYXUOIl<; nptnEI va EivOi EilE 1 
mg/ml OE OIOaTlllJO 3 wpwv, EilE 2 mg/ml OE OlelaTlllJo lJio<; wpo<;. 
LUYKEVTPWOEI<; > 2 mg/ml nptnEI va onoq>ElJyoVTOI 
To mplEXOlJEVO TOU q>IOAIOiou nptnEI va ovoauawSEi lJE 4,8 ml OTEipou UOOTOS YIO EvtollJO 
(o~ISpolJuKiVIl100 mg/ml) rio Til xop~Yllal1, 0 onanOUlJEvo<; OYKO<; lOU ovoauoTOStvTO<; 
OIOAUIJOTO<; npooliSEWI OE tva OUlJj3OTO OIOAUlJO tYXUOIlC; WalE va noptXEI OIOAUlJO 
0~18POlJUKivl1~ OUYKtVTPWOI1~ ono 1,0 mg tw<; 2,0 mg/ml. To nop£vTEPIKO q>0PIJOKEUTIKO 
npoTovTO nptnEI va E~ETO~OVlOi OTITIKO YIO Hlv nopouoio ~tvwv oWlJOTloiwv nplv Til 
XOP~YI10l']. Av EivOi ElJqlOV~C; 11 nopouoio ~tvwv oWIJOTIoiwv OTO ovoauoraStv uypo, TO 
OIOAUiJO TOU qlOPiJOKOU nptnEI vo onOppiTITETOI 
To ovoouoTo8tv OIOAUIJO iJnopEi va opOlwSEi lJE 
<PUOIOAOYIKO opo (0,9% XAWPIOOXO VOTpIO), 
1'2 ¢UOIOAOYIKO opo (0,45% XAWPIOUXO VOTpIO), 
5% 6£~TPO()1 aE ODWP, 
610AUiJO Lactated Ringer's, 
5% 6E~lpO~11 O£ 1'2 <PUOIOAOYIKO Opo (0,45% XAWPIOOXO VOTpIO) lJE 20 mEq KCI, 5% 
M~TPO~r') OE OIOAUIJO Lactated Ringer's, 
5% M~TPO~r') OE 1/3 <PUOIOAOYIKO Opo (0,3% XAWPIOOXO vcnplo), 
5% M~lPO~r') OE 1'2 <PUOIOAOYIKO Opo (0,45% XAWPIOUXO VOTpIO). 
IUVIOlOTOI, lJio Mol'] 500 mg O~ISPOlJUKivI']~, KOVEW<; ylO OIOAUlJO npo<; tYXUOfl, OPOlWIJtvll 
onw<; nEplypOqll']KE noponovw, va EYXUOOI aE XpOVIK~ m:piooo 6XI lJlKPOl£PIl TWV 60 
AETITWV. 
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2.7 Y1TEpooooAoyio - AVTlI1HwlTIorr 
LE m:pinTwoll um:pooooAoyioe; onomiTOI Il £<.poPlJoy~ Y£VIKWV oUlJnTWIJOTIKWV KOI 
unoOTllplKTlKWV IJtTPWV 8£ponEioe;, ovaAoyo IJE lllv n£pinlwoll 
TIlA KtVTPOU ~IlAflH1PIOO£wv 21077 93 777, A8~vo 

2.8 AVHTlel".JrlTE~ EvtpYEIE~: 
o napoKalw nivoKO<; mpl£XEI w; oVEm8ufJrll£<; Evtpyme; nou qJ<.povioTrlKOV f,ltow TIl<; 
EIJm:lpioe; ono KAIVIKt<; f,l£A£T£<; KOI Tile; nopoKoAou81l01l<; lOU <.p0PjJOKOU f,lETa lllV 
KUKAo<.popio TOU onlv oyopa, KOTel KOTllyopio OPYOVIKOU OU01~jJOTO<; KOI OUXVOH]TO. 0, 
oVf:m8ujJIlT£e; £vtpyme; nou £f,l<.pOViOTIlKOV f,lETO Tllv KUKAo<.popio TaU <.p0Pf,lOKOU OTrlV oyopa 
anooioovTOI jJE nMYlo YPOIJf,lOTO. H KOTllyopio OUxvolllTO<; £f,l<.pavIOIle; opi~£TOI OUf,l<.pwvo 
jJE lllv nOpOKClTW ouv8~Krl noM ouxvt<; (2: 1/10), Luxvte; (2: 1/1 00, < 111 0), 'OX' ouxvt<; 
(2:1/1.000, <11100), LnaVIE<; (2:1/10.000, <111.0000), noAu onavl£<; «1/10.000), KOI Mil 
YVWoTte; (OEV f,lnopouv va EKTIf,l1l8ouv IJE f3aoll TO c)Jo8tollJo OEOOf,ltvO). EVT6<; KOSE 
KOTflyopio<; OUXVOTrp0<; Ef,l<.paVl0 11<; , 01 oV£TI18Uf,lIlTE<; Evtpym<; nopOTiS£VTOI KaTe) <.pSivouoo 
oEIpo. oo!3apoHpoe;. 

AVETII8Uf,lflT£<; Evtpym:<; [VO£XOf,ltvw<; ~ mSovwe; OXETI~Of,lEV£<; IJE TflY O~ISpof,luKiVil IJ£ 
f3aofl Tflv qmElpio ono KAIVIKt<; f,l[MT£<; KOI Tllv nopoKoAou8flOfl lOU <.pOPlJaKOU IJETO TflV 
KUKAo<.popio TOU OTflV oyopa: 

. . 

i 'OXI ouxvt<; ~~~===1~IOTOPOXt<; TOU 
oljJonOlflTIKOU KOI TOU 

. 	 A£ IKOU ouon'aJOTos 
~'OTOPOXt<; TOU 

I~ovooonOlflT1KOU 
OUOT~IJOTO<; 

~IOTOPOXt<; TOU 
jJ£TOf3oAIOf,loU KOI Trl<; 
e t 

/\wKon[vio, OUO(T[ on[vio 

GpOIJ!3on[vio, OIf,loAUTIK~ OVOllJio Mil YVWOTt<; : 


~E,ooiorwo, UTI£p£uolo~8-c:nL..!o-:-io__.___+.'O,-:=X_'o~UXu..v_t....LS -- I 
AVO<.pUAOKTlK~ oVTiopOOIl (!3Mm Mil YVWOTt<; 
no oypopo1.:.<!L -f-=-~-----
AVOPE~io LUXVt<; I 

I 
~~------~--------~--------~~--------------

41UXIOTPIKt<; OIOTOPOXt<; NEUPIKOTJ1TO 	 'OXI ouxv~t-<.S_____I__I' 

f-=~_It-,-E,--O----':___-:-_________~----r LnOVIES . --.J 
L______________--+-_E_n_'_8_ET_�KOTl)TO, ayXoS _____. _~__ ' ~\lWOTtS ~. 
. ~IOTOpOXt<; TOU VEUPIKOU ZoA'l, KE<.pOAOAyio, nopolo81l0io , 
OUOT~IJOTO<; I OUO wOlo .. 

YnOlo8'loiO, unVIJAio, oOnvio 
/\mo8Uf,lIKO £TI£IOOOIO, onoaf,loi, 
4JUXOK'VIlTIK~ umpopooTflPIOTflTO, 
ovoolJio, nopoolJiO 
Muoo8tv£lo gravis (f3Mm 

Torsades de pointes (Ko'A'OK~ 
TOXUKOpOio oiKllv pmloiou) (!3A£m 
nopaypo<.po 2.4). oppu8f,lio 
(!3Mm nopaypo<.po 2.4) 
mpIAojJ!3ovOf,l£vfl<; lfl<; KOIAIOK~<; 

, no 6 a 02.4 

rLUXVt<; 
I 	 . __. 

'0 I au vt 

Mil YVWOTt<; 


56 

http:nopaypo<.po
http:nopaypo<.po


,t;,t;YEn· E4250- 13/2 
(240) 

f.lIOTopoxtc; TOU 	 I f.lIOPPOIO, KOIAIOKO OAY0C;, vouTio, nOAl) OUxvtC; 
YOOTP£VT£PIKOU 	 ~l1[TEWP'O[.JOS __ ~_.... ___~....__~_... ____ 

I'E no ,OUOTTE io LU VES 
I-:=ro-=-O-=-T-L....iT_IO,,-O.e..:',--:O:-U-,O,-::K,-cO__IA_IO_'T_nJ...T__o_--:__-+...'C"'O~X~1_O~U)(~v_t-",s____-, 
• nOYKpEOliTIOO, OUOXPWIJOlIOjJOS ! Mil YVWOTtS 
i H1S yAwoO~________I-:-=___'--___---II-----....~~~-... 

f.lIOTOpoXtS TOU ~TTOTOS I HTTOTiTIOO ..--------+t,-,'O,-,X:;.:.I-,O:,,::UJ:,X....::.v-=..tS2-_ 
KOI TWV XOAf']<pOpWV 	 • HTTOTIK~ AEIToupyio IJIl LTTOVIES 

I 
HTTOTIK~ OVETTOPKEIO ([3Atm
~()~IKr' 

Mf'] YVWOTtS I 
I TTOPOYPO<po 24Y', IlTTOTiTIOO 
I KEpouvo[3oAoS, IlTTOTIK~ v£Kpwoll, 

iK Tq~oS-~O~OOJOTJKOC;__... 

610TOPOXtC; TOU 5tp[.Jow:; ~clVeqf:lO' KVI)O[.JOC; 
 Luxvte; 

KOI 'lOU UTTOOOPIOU IOTaU LUVOpO[.Jo Stevens-Johnson, 
 'OXIOUXVt, 

• oVTiopooll OTTO <pWTOEUOI08Iloio, 
i KviOworj 
TO~IK~ ETTIOEPIJIK~ vEKPOAUOIl, i Mil YVWOTtS 
TTOAUIJOP<PO E pu8rUJo I 

, 61OTOpOXtS TOU i Ap8poAyio LUXVtC; ! 

IJUOOKEAt:TlKOU 
OU01tllJOTOS KOI TOU 

, OUVOETIKOU IOTOU I 

61OTopaxts TWV VE<pPWV 
 NE<PPIK~ ovmopKEIo o~Eio, i Mil YVWOTEe; 

KOI TWV oupo(j)0f2wv oowv 
 vE<ppiTloO OIOIJEOr) 

rEvlKtS OIOTOpOXtS KOI 
 AAyoS TIlS 8tof']C; EVEOf']C;', LUXVtS 

KOTOOTOOEIS Tf']S ooou 
 <PAEYIJOV~ H1S 8tolle; EVEOIlS', 

XOP~Y'l°IlS 
 KOTTWOrj I 

8WPOKIKO OAYOS, oiorwo, • 'OXIOUXVtS 
oio8rHJO KOKOUXioS, [f,008tvlOrj 

EPYOOTIlPloKtS Apl8IJoS AElJ<poKunopwv LUXVtS 

TTOpOIJ£TpOI 
 jJEIWIJ£VOS, opl8lJoC; f']wolvo<piAWV 

ou~rwtvos, omov8poKIKO oilJOlOS 
~Jvo 
AOTTOPTIK~ 0lJlvOTpovO<PEpoOIl 'OXIOUXVtS 
oU~f']lJtvll, 0IJIVOT povo<PEpoOIl TIlS 
oAovivllS oU~lllJtVf'], XOAEpu8pivf'] 
OijJOlOS oU~f']lJtvll, oupio OilJOTOS 

I , OU~f']lJtvll, KpEOTlviVIl OijJOTOS 
I OU~f']lJtvll, KoAIO OilJOTOS IJIl 

i 

~UOIOAoyIKO 	 i 

i HAt: KT POKOpOIOV PO<PIlIJO, Mr) VVWOTtS I 
I OIOOTf']jJO OT TTopOlnojJEvo \ 

• ([3Atm TTOpoypgcpo ~,4) i 
• 

* IJOVO Via Tf']V KOVI Ylo OIOAUIJO TTpOS tyXUOf'] 

.. f'] oTToio oTToviwS KOTtAf']~E OE 80VOlO 


2.9 	 TI TTptTTEI va yvwpii;EI 0 OOeEV~S OE mpimwof'] TTOU TTOPOAEi4JEI va TTOPEI KOTTOIO 
MOr) 
Eov TTptTTEI va AO\J[30V(TE TO <POPIJOKO OE KOVOVIKO XPOVIKO OIOOT~IJOlO KOI 
TTOPOAEi4J£TE lJio 06011, 80 TTPETTEI va TTOPETE Tf'] 060f'] OUT~ TO TOXUTEPO OUVOTOV. 
Eov, EV TOUTOIS, TTAr)0I0i;EI 11 wpo YIO Tf']V mOIJEvf'] Mof'] 1Jf'] M[3(lE Tf'] Mof'] TTOU 
TTOPOAEi4JOTE, oAM ouvEXioTE KOVOVIKO Tf'] 8Epomio 

2.10 	 HIJEPOlJllVio Ar1~'lC; TOU npo'jovTOC;: 
AVOypO<pETOI OTrjV E~WTEPIK~ KOI EOWTEPIK~ OUOKEuooio. 
LE TTEpimworj TTOU rj IlIJEPOjJllvio OUT~ tXEI TTOptA8EI IJllv TO XPIlOIIJOTTOI~OETE 

2.11 	 IOlOiHPEC; npoq>uA6~EIC; ylC Til q>uAa~1l TOU npo'iovTOC;: 
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3. 

4. 

nI\HPO<POPIEr riA THN OP00l\OrlKH XPHrH TON <PAPMAKON 

- To q:>ciPIJOKO aUTO 00<; TO tYP04JE 0 YIOTpOe; OOe; IJOVO YIO TO OUYKEKPllJtVO 
ImplKO ooe; npo(3AqIJO. {jEV 80 nptnEI va TO QiVUE OE aM-a OTOfJO ri va TO 
XPIlOllJOnOIEiTE YIO KonolO oAAIl n081l01l, xwpie; nporWOUfJtvwe; va tX£TE 
OUfJ(3ou,\(UTEi TO YIOTpa Ooe; 
- Eciv KOHl Tr] QIOPKEIO 1I"1e; 8Epomioe; EIJq:>OVIOTEi KonOIO np6(3ArIlJO IJE TO 
q:>OPIJOKO, EVIlIJEPWOTE OlJtowe; TO YIOTPO Ooe; ri TO (flOPIJOKOnOIO Ooe; 
- Eciv EXU!: OnOIOQrinOTE EPWTllfJOTIKO yupw ana TIe; nAIlPoq:>opiEe; nou O(flOpouv 
TO (flO pfJO KOJTO u~p(30VUf:-r=t-X.p&lO~..t.o.J:.t.J<.oA0U:p.q-EVJ:jtJtpWO r]-yIO.TO.IQ TPI KO. 00 e;. 
npo(3Arwo fJll QIOTOOOE va ~IlTriO£TE TIe; nAIlPO(flopiEe; oUTte; ana TO YIOTPO OOe; ri 
TO (flOPfJOKOnOIO ooe; 
. flO va EivOi onoTEAwlJOTIKO Kat ooq:>oMe; TO q:>OPIJOKO nou ooe; XOPIlYr'!8IlKE 80 
nptnEI va AOIJ13ovoOi OUIJq:>wvo fJE TIe; OQllyiEe; nou ooe; 068r]Kov 
- flO Tr]V OO(floAw) Ooe; KOI Tr]V uYEio OOe; EivOI onopoiTr]TO va Q101300ETE IJE 
npoooxri Ko8E nAIlPO(flopio nou O(flOpO TO q:>OPfJOKO nou ooe; XOPIlYri8IlKE. 
- No IJIl QIOlr]PEiTE TO (flOPIJOKO OE EplJOPIO TOU AOUTPOO, YIOli r] ~toTIl Kalil 
uypooio \.lnopEi va OM-OIWOOUV TO (flOPIJOKO KOI va TO KOTOOTriOOUV ETII(3Ao(3te; 
YIO TqV uYEio ooe;. 

No IJllv KPOTOTE (flOPIJOKO nou QEV TO XPEIO~WTE nMov ri nou riQr] txouv Ari~EI 
- flo IJEyoMm.PIl OO(flOAEIO (flUM~TE 6Ao TO (flOP\.lOKO OE oO(floMe; \.ltpoe; fJOKPIO 
an6 TO nOlolo. 

TPOnOr AIA0EIHI 
To (flOPIJOKO aUTO XOPIlYEiTOI IJOVO fJE IOlPIKri OUVTOYri 

7. H nEpiAIl4J1l XOPOKTIlPIOTlKWV TOU npOiOVTOe; nou mplEXouV OPOOTIKO OUOTOTIKO AZITHROMYCIN 
yla TI~ popq>ts - TT£PI£KTIKOTJll£S: ETTlKOAuIJptvo IJE MTTTo UlJtVIO oloKio 250MGfTAB & 
500MGITAB, Kaq.l(lKIO, oi<ArlPo 250MG/CAP & KovlS ylO TTOOIJ,lO £VOIWP'lPO 200MGJ5ML Opi~ETOI 
we; E~ti~ 

nEPll\HI.J.1H TON XAPAKTHPlrTlKON TOY npO'iONTOI 

(O~lepOIJUKivll) 

1. ONOMAIIA TOY <PAPMAKEYTIKOY npo'ioNTor 

2. nOIOTIKH KAI nOrOTIKH IYN0EIH 
250 mg KOljJOKIO oKAIlPO QIUOPIKri O~lepo\.luKivr] 10000VO\.l1l fJE 250 mg 0~18polJuKivlle; ova 
KO\J!OKIO 
Kovle; YIO nOOlfJo EVOIWPllfJO: QIUDPIKri 0~18pOfJUKivll 209,64 mg 100DOvOfJIl \.lE 200 mg/5ml 
o~lepotJuKivr]e;. 

250mg ETTIKOAulJfJEVO IJE Mnro U\.lEVtO DIOKio: OluDPIKri 0~18pofJUKivIlI0000vofJIlIJE 250mg 
O~lepOtJUKivr]e; ova DIOKio. 
500mg ETTIKOAu\.lfJtvo IJE AmTo UfJtvlO oloKio: OIUOPIKri O~lepo\.luKiVIlIOo00voWl \.lE 500mg 
O~lepol-luKivr]e; ova DIOKio. 
flO TOV nilripq KOToAoyo TWV EK06xwv, 13A nopoypo(flO 61. 

3. <PAPMAKOTEXNIKH MOP<PH 
KO\J!OKIO, OKAIlPo 
Kovl~ ylO nOOllJo EVOIWprl\.lO 
ETIlKOAulJlJEVO IJE AEnro U\.lEVIO oloKio 

4. KI\INIKEr nI\HPO<POPIEI 
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4.1 0C.POTHUTlKtc; [Vor.i~EIC; 

EVOEiKVUTOI ylO Hl BEpon£io ~TIlWV twe; IJtTpIOe; POpUTrlTOe; AOIIJW~EWV TOU ovonvcuOlIKOU 
oUOn'IIJOTOe; npoKoAoulJEVWV ana £uoioBrpo Ol£MXIlIJIKPOOPYOVIOIJWV, onwe; 01 
/lOljJW~[/(; TaU KorwTEpou oVa17VWOTtKOU (orav tXEt a17ojJovw8Ei f) m8avo),0YEiTOI 
17aOoy6vo, waiofhpo in Vitro OTI7V a(18pO/lUKivl7). 
O~£i£e; POKTIlPloKEe; £~OpOEIe; xPOVIOe; !3poYXiTlooe; OqJ£IAOIJ£VE<; O£ Haemophilus inf/uenzae, 
Moraxel/a catarrhalis, Haemophilus parainfluenzae ~ Streptococcus pneumoniae 
nv£ulJovio ana Hlv KOlvOTIlTO nou oqJ£iAuol OE Chlamydophila pneumoniae, Haemophilus 
influenzae, Haemophilus parainfluenzae, Moraxe/la catarrhalis, Mycoplasma pneumoniae ~ 
Streptococcus pneumoniae (Yla TI7V 17vw/lovia (3M17£' OI7/l£.iwol7 oro Tt)'Or; TI7r; 
17opayparpou) 
/lOljJW~Et~ TaU OVWTEPOU aVa17VWOTIKOU . 
O~£io l3oKmploK~ nopopplvoKoAniTioo nou oqJ£fAuOl OE Haemophilusinf/uenzae,_ 
MoraxelJa 'catarrhalis, Streptococcus pneumoniae 
<t>opuyyoolJuyooAiTIOO nou oqJEiAETOI OE Streptococcus pyogenes 
EIOIKO, Olllv OlpEmoKoKKIK~ olJuyooAiTIOO nptnEI va XPIlOlIJOnolEiTol we; EvoAAoKTIK~ 
BEpomio, OE OOBEVcie; OlOUe; onoioue; OEV IJTTOPEi vo XOprlYlfBEi If BEpomio TTpWTIfe; 
EKAoy~e;, H mVIKIAAfvlf EivOi TO OUVIfBEe; qJ0PIJOKO EKAoy~e; YIO TIf 8cpomio Tfle; 
qJopuyyoolJuyooAiTlooe; TTOU OqJEiA£101 OlOV Streptococcus pyogenes, mpIAolJl3oVOIJEVIfe; 
KOI Tlfe; TTpoqJuM~EWe; OTTO TOV PEUIJOTIKO nupuo. H 0~18polJuKivlf EivOi YEVIKO 
OTTOTEAEOIJOlIK~ Ylo Tflv EKpi~woll TWV OTPETTTOKOKKWV OTTO TOV OlOIJOlOqJOPUYYo, oAM OEV 
UTTOPXOUV ETTi TOU TTOpOVTOe; OEOOlJtvO TTOU VO KOlOXUpwvouv Tlfv OTTOTEAEOIJOlIKOTIfTO TIf<; 
O~lepolJuKivlfe; OTlfv TTpoqJuAo~1f OTTO TOV PEUIJOTIKO nupE TO. 
EVOEiKVUTOI miOIle; YIO Hl BEPOTTEio TWV AOIIJW~EWV TOU otplJOlOe; KOI TWV IJOAOKWV 1J0piwv 
KOI Tile; IJtOIfe; WTiTiOoe; 
ITle; oE~ouoAIKWe; IJETOOIMIJEVEe; VOOOue; OTOV OVopo KOI Ollf YUVOiKO If O~IBpOIJUKiVfl 
Evo£iKVUTOI ylo TIf 8EPOTTCio TWV IJIf ETiiTT A£YlJtvwv AOIIJW~EWV lOU YEvvlfTIKOU OUOT~IJOlO<; 
TWV oqJclAoIJEVWV oc Chlamydia trachomatis, H O~lepolJuKiVIl CVOCiKVUTOI, miOIfe;, YIO TIf 
BEponcio TOU IJOAOKOU tAKoUe; TTOU oqJEiAETOI OlOV HaemophiJus ducreyi OlOUe; OVOpEe; 
Aoyw TOU IJIKPOU oplBlJoU YUVOIKWV nou tAo!3ov IJtpoe; OTle; KAlviKte; IJEAETEe;, If 
onOTEAEOIJOlIKOTIlTO Tlfe; 0~18polJuKivlle; Ollfv BEpomio TOU IJOAOKOU tAKoUe; OTle; yuvoiKEe; 
ocv tX£! T£KIJIfPIW8Ei ETTopKliJe; Eniolf<;, If O~IBpOIJUKivlf EVOEiKVUTOI ylO TIf 8EponEio TWV Wl 
EmnAEYIJEVWV AOIIJW~EWV TOU y£vvrITlKOU OUOT~IJOlOe; TTOU oqJEiAoVTOI O£ IJIl TToAuovBEKTIKO 
mcAtXIl TIl<; Neisseria gonorrhoeae. ITIe; nEpmTwOEIe; OUTEe; 80 nptTTEI vo OTTOKA£IOBouv 
OUVUTTOPXOUO£e; AOllJw~£Ie; OqJ£IMIJEVEe; OTO Treponema paJlidum. 
IHMEIOIH H 0~18pOIJUKivfl OEV TTptTTO va XPIfOlIJOnOIEilOl OE 008EVEie; IJE TTVEUIJOviO, 01 
oTToiol KpivoVTOI OKOlOMflAol YIO E~WVOOOKOIJEIOK~ 8£POTT£io, OTTO TOU OTOIJOlOe;, £~ olTioS 
lJupiou !3oBlJoU ~ pop£ioe; AoilJw~fle; ~ AOYW 0TTOp~lfe; OTTOIOUO~TTOT£ ana lOUe; oKoAou80u<; 
nopoYOVT£e; KIVOUVOU: 
• 	 OOBEV£ic, TTpoo!3AIl8tvT£e; ono £vOOVOOOKOIJ£IOKO TT080yovo 
• 	 OOBEVEie; IJE YVWOT~ ~ TIl80voAoyoUIJEVflIJIKP0!3101IJio 
• 	 008EVEie; onOITOUVTEe; EIOOYWY~ O£ VOOOKOIJEio 
• 	 flAIKIWlJtVOI ~ £~008EVlflJtvol OOBEVEie; ~ 
• 	 a08EVEie; IJE OUVUTTOPXOVTO OfllJOVTIKO TTpoPA~IJOlO uYEioe; TO OTToio IJTTOPEi va 

ETTIfPEOOOUV TIlV IKOVOTIf1O oVTiopoo~e; TOUe; TTpOe; TIf VOOO (mplAolJ!3ovolJtvwv Tlfe; 
avoooKOlOOTOA~e; ~ Tlfe; A£lTOUpYIK~e; aOTT Allvioe;).

rIO Til 8EponEio Tlfe; TTVEUlJovioe; OTTO Til KOIVOTflTO XPflOllJOTTOIOUVTOI ouv~Bwe; OUVOUOOlJoi 

OVTI!310TIKWV (Kupiwe; !3-AOKTOIJIf IJE 1J0KpoAiOIf). IE Ko8E mpimwOIf TTptml vo AOIJ!3ovovTOI 

UnOljJlf 01 E8v1Kte; KOl£U8uVT~pl£e; OOflyiEe; Yla Til 8Epom:io Tfle; nVEulJoviae; OTTO Trlv 

KOIVOTfl1O· 


4.2 /J.oooAoyia KOI TponoC; xoPJiY'10'1C; 

H O~18pOIJUKivlf nptml vo XOPflYEiTOI lJio qJopo Tlfv fllJtpO. H XPOVIKri mpioOoe; XOPriYIlOflS 

TWV OOOEWV ovoMywe; TOU Eiooue; Tile; AoiIJW~Ife; oiV(TOI TTOPOKClTW. 

H XOP~YIfOIf TOU KOljJOKiou OlJtowe; IJETO OTTO KOVOVIKO Y£UIJO IJ£IWV£I Tfl !310010B£OIIJOTfl1O 

TOU TOuMXIOTOV KOla 50% Oe; £K TOUTOU, KoBE Mall TOU qJOplJOKOU nptml va AOIJ!36vETOI 

TOuMXIOTOV 1 wpo TTpO ri 2 WPEC; lJuo TIf A~ljJlf TpOqJ~e;. 


To ETTIKOAulJlJtvo IJE AEmo UIJEVIO oloKio KOI If KOVIe; ylO nOOllJo EVOlwPlllJO a~IBpOIJUKivIl<; 


EivOi OUVOlOV VO AOIJ!3ovovTOI lJa~i ~ OVE~OPTIl1O OTTO TIlv TpOqJ~. 
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66 YEn-E 4250-13/2 
(240) 

~O£~AIKE<; KOI E<prj[3ouC; (> 12 £1WV) 
ria Hl 8EponEio o£~OUOAIKW~ WTOOIOOIJ£VWV voowv, npoKoAoulJEVWV ono TO Chlamydia 
trachomatis, Haemophilus ducreyi ~ Euoi08rpo OTEAtXll rrl~ Neisseria gonorrhoeae, Il 
Mall TOU <P0PIJOKOU Eivol 1000 mg AOIJ~oVOlJtvll w~ E<pono~ Mall ono TO OTOIJO 
riO oMe; TI~ oMu; EvoEi~EI~ OTIe; onoiEe; XOPIlYEiTOI Il ana TOU OTOIJOTO~ IJOPepr'j, Il OUVOAIKr') 
Mall £ivOi 1500 mg XoprWOUIJEvll OE IlIJEpr'jOIE~ MOEIe; TWV 500 mg £TIi TpEIe; IllJtpEe; ~OV 

£vaMoKTIK~ 8£pomio, Il iOlo OUVOAIKr'j 00011 TOU epOPIJOKOU "mopEi va XOPIlYIl8Ei OE 
oicioHWO 5 IlIJEpwv 500 mg XOPIlYOUVTOlTllv npwTIl IllJtpo Tile; 8Epomioe; Kol KOTomv 
XOPIlYEiTol rtIJEPr'jOio Mall 250 mg one Til 2r] W~ KOI Tllv 5Tl IllJtpo. 

nOIOIO. 
H IJEYIOTIl npOT(tVOIJEVTl OOOIl YIO onoloo~noTE 8Epom:io OE nOIOIO £ivOI 1500 mg 
rEVIKO 11 OUVOAIKr'j Mar] OE nOlOlci EivOi 30 mg/kg rio Til 8Epomio TTlC; OTPEmOKOKKIK~C; 
epOpuyyiTIooe; nptnEI va OKoAou8EiToi OloepOPETIKO OOOOAOYIKO 0XOlJo onw~ mplypoep£TOI 
mo KOIW OE e,£XWP1OTO nopoypoepo. 
H OUVOAIKr'j Mar] TWV 30 mg/kg npEml va XOPIlYEiTOI we; lJio r]IJEPr'jOiO Mall TWV 10mg/kg 
YIO 3 rJlJtpEe; EvoMoKTIKO '1 iOlo Mall TOU epoPIJOKOU IJTTOPEi va XOP'1Y'18Ei ylo 5 '1IJEPE~ 
oov lJio Mo'1 TWV 10mg/kg Hlv npwTIl r]lJtpo Kol 5 mg/kg TIe; '1lJtpEe; 2-5. 
EvaMoKTIKO Tr]~ noponovw ooooAoyioe;, YIO Til 8EponEio lWV nOlOlwv IJE o~Eio IJEOIl 
WTiTiOo IJnopEi va Xopr]Y'18Ei l-1io E<ponoe, Mar] TWV 30 mg/kg 
rio TO OTPETTTOKOKKIKrj tpopUyyiTIOO OTO no1010 Il 0~18pOIJUKiVIl OToV XOPIlYEiTol we; lJiO 
r]1J(P~OIo Mall TWV 10mg/kg 0 20mg/kg Ylo 3 rJlJtPE~ tXEI oTTOOElx8£i 011 EivOI 
onOTEA£O~OTIK~. EVTOUTOIe; Il IlIJEPOOIo Mall OEV nptnEI va e,EnEpooEI TO 500 mg. ~£ 
KAIVIKt~ IJ£MTEe; nou oUYKpivouv TO QUO oOOOAOYIKO 0XOIJOTO, nopmIlPr'j8IlK£ nopol-1ol0 
KAIVIKr'j onOTEA£OIJOTIKOlllw, oAM Il f3oKTIlPIOAoY1K~ EKpf~wOIl OWV E!JepoVWe; IJEyoAuTEPIl 
IJE fl1JEPr'j010 Mall 20mg/kg. EVTOUTOI~ r] mVIKIAivll Eivol TO OUvIl8Ee; epOPlJoKO EKAoyr'j~ ylO 
lr]V 8£pon£ia Tile; epopuyyillooe; nou oep£iA£TOI OlOV Streptococcus 
pyogenes,oulJnEpIA0l-1l3oV0l-1tV'1e; KOI T'1e; npoepuAo~r]e; one TO PEUI-1OTIKO nup£1o 

rlonOiOIO nov ~uyi~ouv AIYOTEPO one 15 kg, r] noooTr]TO TOU xoprWOUIJEvOU 
EVoIWp~IJOTOe; o~18p0I-1UKfv'1e; nptnEI va IJETpr]8Ef W IlllJtYIOTr] ouvOTri oKpil3£lo rio nOIOIO 
nou ~uyi~ouv 15 kg ri mploooTEPO, TO £VOIWPr]IJO 0~18pOIJUKfvlle; 80 nptml va XOPIlYr]8£f 
oUIJ<pwvo IJE TOV TTopoKOTW nivoKo 

ENAIOPHMA AZI0POMYKINHr ruvoAIKrj 9rpam:uTIKr] ooon 30mg/kg 

Bopo<; MtYEeO<; 
(kg) <plllAIl<;(mg)AywyfJ 5 (ntvn) rnu:pwvAywyfJ 3 (TpIWV) IlIJ[PWV 

< 15 mg/kg IJIO epopo Il~Ep'10iwe; 10 mg/kg T'1V r]lJtpo ,0TIl 
TIC; '1!Jtp£e; 1-3. OUVEXEIO 5 mg/kg. IJIO epopo 600 

E noiw ~tPES 2-5. . ~_____ 
200 mg (5 ml) Tllv 1~ IllJtpO, OT'1 
ouvtXElo 100 mg (25 ml) 1-110 epopo 600 

____+--'LE.::..L:..-.L.;.O.iwS TIC; !JEpES 2-5 
300 mg (7.5 ml) l'1V 1'1 fll-ltpo, 01'1 1-'--­
ouvtX£lo 150 mg (3.75 ml) 1J10 900 

f-. , ___ 
400 mg (10 ml) Tr]V 1'1 Ill-ltpo , orrl I 

'1I-1EPlloiwc; TIe; IllJtpEe; 1-3 OUVtXEIO 200 mg (5 ml) 1-110 epopo 1200I 
> 45 iKoOOA000(-V~AiKWV---. I1~~f(;~i~ E~~~~~~~~~5_-=-~--T-- 15()() -. 

15-25 

26-35 

___c-c:_=--___-+-­__~_-._._-:__-_-_-----___t-'-o:-':--o-·...ll~wS TIS !JtPES 2-5 
mg 1 1J10 epopo 

To oloKio 0~18poI-IUKjVr]~ nptnEI va XOpr]YOUVTOI IJOVO OE nOiola TO onoio ~uyi~ouv 


nEploooTEPO one 45 kg. 


HAIKIWjJtVOI o08(VEiC; 

!::,EV onolTEiTOi npOOOPI-I0Yr'j Tile; ooooAoyioe; OlOUe; IlAIKIW!Jtvoue; 008EVEie; Ylo TOUe; onoloue; 

onOITEiTol va Aal30uv 8£pon£io 0~18POI-IUKivr]e; (~Mm: nopaypoepo 5 2 <l>aPlloKOKIV'lTIKE<; 

1~>l6T'lTE<;) 
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66YEIl-EA2S0-J3/2 
(24a) 

l.£ IJElpl£r; ~ f30pIEr; mpI11TWO£Ir; 11ptlW VO £~£10S£101 'l OVOYK'l XOp~Y'lo'lr; uypwv KOI 
'lA£I(1POAulliJv, oUIJ11A'lpWIJ01IK~r; XOp~Y'lo'lr; 11PWWVWV KOI SEpomior; IJE OVTIIJIKP01310KO 
<.pOPIJOKO, 110U [lvOi KAIVIKWr; 011OlEA£OIJ01IKO OT'lV KoAITIOO 'l 011010 OqlEiA£101 OTO 
Clostridium diffie/Ie 
l.E ooSEv£ir; IJ( ao~ap~ V£<.pPIK~ ovmopK£lo (GF R < 1Oml/mln) EX(I 110P01'lP'lS(j OlJ~'lO'l 
T'lr; OUOT'lIJ01IK~r; £KS£OIlr; OTllv aSISpoIJuKiVIl KOla 33% (I3Mm 11opoypa<.po 5 2 
<l>OPI-IOKOKIVIlTIKiC; lOIOTI11£C;) 
nopoTOoll TIlr; KOpOIOK~r; E110V0116Awo'lr; KOI TOU 0100T~IJ010r; OT, 'l o11oio EVEXEI KivOuvo 
ovomu~'lr; KOPOIOKWV OPpuSI..JlWV KOI torsades de pOintes (KOIAIOK~ TOXUKOpoio OiK'lV 
pnTlOiou), txouv nOpoT'lPflSEi OE SEpomio IJE aMo IJoKpoAiolO llop6IJoi0 0110T£AwIJo OEV 
IJ110PEi va 0110KAEIOSEi TEAEiwr; IJE T'lV OSISpoIJuKlvfl OE 008EVEie; IJE OU~flIJtvo KivOuvo 
11opon:TOIJ£V'lr; KOpOIOK~e; movo11oAwofl<; (f3Mm nopoypo<.po 4.8 AVETTl9ulJl11£C; EvipVEIEC;), 
E110l-ltvwr; o11ol1£iTOI 11pOOOX~KOH) Til SEpomio ooS£vwv 

• 	 ME OUYYEV~ ~ T£KIJflPIWI-lEVIl110P01OOIl TOU OI00T~IJ010e; OT 
• 	 '01 0110101 ml TOU 110pOVTOe; A0I-lf3ovouv SEP011EIo IJE oAAEe; OpOOTIKte; OUOIEr;, 01 01101£r; 

Eivol yvwmo OTl110P01Eivouv TO OIOmfllJO OT, 011We; OVTIOPPUSIJIKO TO~Ile; IA KOI III, 
ol~o11piOfl KOI TEp<.p£vooivfl 

• 	 ME IlAEKTpoAuTlKt<; OI01Opoxte;, IOIOiTEPO OE 11EPITITWOEIe; U110KOAI0IIJ10e; KOI 

U110IJOyV flOIOIIJioe; 


• 	 ME KAIVIKO OXETI~6IJEVIl I3poOUKopoio, KOpOIOK~ oppu8IJio ~ oof3op~ KOpOIOK~ 


OVE110PKEI0 

l.E OOSEVEle;, 010110101 MIJf3ovov SEP011Eio iJE 0SI8pOIJUKivfl, txouv OVO<.pEpSEI E~OpOEIe; TWV 
OUl-lmWjJOTWV HIe; IJUOo8tVEI0e; gravis KOI VEO qJ<.pOVloll ouvOPOIJOU IJUOOSEV£IOe; (BMnE 
11opaypo<.po 4.8). 
Ooov o<.popo Tfl S£pomio Tile; 11v£uIJovlo<;, 11 Oi;ISpoIJuKivll tX£1 01100EIXS£i OTI Eivol 
oo<.poA~e; KOI 011OTEA£OIJ01IK~ IJOVO Ylo T'l SEponEio Tfle; nVEUlJovIOe; 0110 Tllv K01VOTI']TO 
EAo<.ppoe; f3opOTI']TOe; nou oqlEiAE101 OTOV Streptococcus pneumoniae ~ OTOV Haemophilus 
infiuenzae, OE OOSEVEi<; 110U KplVOVTOI KOToAAIlAol YIO £~WVOOOKOIJEIOK~ SEP011Eio ono TOU 
OTOIJOTOe;. H 0SISpoIJuKiVIl OEV npE11EI vo XPIlOlIJOTTOIEiTOI OE OOSEVEie; IJE 11VEUjJovio, 01 
o11oiol KpivoVTOI oKOToMIlAol YIO E~WVOOOKOIJEIOK~ S£ponEio 0110 TOU oT6IJOTOr; E~olTio<; 
IJETpiou ~oSIJOU ~ 130p£ioe; AoiIJw~llC; ~ AOyw Onop~lle; 011010uo~noTE 0116 TOUe; oKoAou80ur; 
110POYOVT£e; KIVOOVOU 

• 	 008£v£iC; 11Poof3Afl8EvTEe; 0110 £vOOVOOOKOIJ£IOKO TTOSOYOvo 
• 	 008EvElC; IJE YVWOT~ ~ mSovoAoyouIJEV'l IJIKPOf3IOljJio 
• 	 008EVEi<; 01101T0UVTEe; EIOOYWY~ OE VOOOKOfJEio 
• 	 IlAIKIWIJtVOI ~ E~OoS£vIlIJtvol OOSEVEi<; ~ 
• 	 008EVEi<; IJE ouvunopxov1O O'lIJOVTlKO 11pof3A~fJOTO uy£lo<; TO 011010 IJTTop£i va 

m'lPEOOOUV Tllv IKOVOT'lTO oVTiopoo~e; TOUe; 11pOC; Til VOOO 
(mpIAojJl3oVOIJEVWV TIl<; OVOOOKOTOOTOAr'j<; ~ TIl<; AE!TOUpYIK~e; oonAr]vioe;) 

flO Til SEponEio TIl<; nV£uIJovioe; 0110 Til KOIVOTIlTO XPIlOlIJ0110100VTOI OUv~Swe; OUVOUOOlJoi 
OVTII3IOTIKWV (Kupiwe; I3-AoKTOWI fJE 1J0KpoAiOIl). LE K08E mpimwoll11ptml va AOIJpOVOVTOI 
U1104J1l 01 ESvIKte; KOT£U8uVT~pIEe; oOflyiEe; YIO T'l 8EponEio H]e; nv£ulJovioe; ono H] 
KOIVOTI']TO 
npOOOX~ OTOUe; Olol3'lTIKOUe; ooS£vEie;: 5 ml OVOOUOTOIJEVOU £vOIWprljJOTOe; nEpl£XoUV ..g 
oOKxopoi;lle; . 
H KOVl<; Oi;ISpofJuKivlle; ylO noo'lJO Evolwprwo 200mg/5ml mpltX£1 oOKxopoi;r] ( 9 15 ml 
OVOOUOTOfJtvou EVOIWp~fJOTOe;). AOSEVEie; fJE onovlo KAflPOVOlJlKO 11poI3A~IJOTO ouoovE~io<; 
OTr] <.pPOUKT6i;'l, ouoonoppo<.pIlOr]e; yAuK6i;'lC;-yoAoKTOi;'le; ~ ovmopK£IOe; oOUKpoOIle; 
(ooKXOpOOIle;)- IOOfJOAH10Ile; OE 80 11ptml va AOjJf3ovouv aUTO TO <.pOPfJOKO 

4.5 AAAI1AETTlOpaOEIC; I-IE 6AAo <.pOPIJOKO KOJ OAAEe, lJopq>iC; oAAI1ArTTiopOOIle, 
t\ntacids/AvTlof,lvo 
LE <.pOPIJOKOK1V'lTlKr'j fJEAtTIl OTllv anoia E~£TOOSIlKE 11 miopooll Tilt; TOUTOXpOVIle; 
XOP~Yr]OIlt; OVTl6~IVWV KOl 0~18pOIJUKiV'le;, O[V 110POT'lpr'jS'lKE mfopooll OTIlV OAIK~ 
13100108£OIIJ6TI']1O TaU OVTIf3IOTIKOU 110POTI 01 jJtYIOTE<; OUYKEVTpWOEIe; TOU OTOV opo TOU 
OijJOTOe; IJElWSr]KOV KOH) 11POOtYY10'l 25% LE 008EVEie; nou AOjJf3ovouv nopoAA'lAO 
0i;18polJuKivll KOI OVTIO~IVO, TO <.poPfJOKO o£v npt11EI va AOfJr30VOVTOI 10UTOXPOVO 

Cetinzine/ LETIPI(jVIJ 
LE uYIEie; E8EAovTtr; 11 ouYXOPr'jYIl0'l mV8~IJEpOU 8£P011EUTIKOO OXf'ljJ010<; 110U 
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TTEPI£M\.l(30VE O~18pO\.lUKIVfl KOI OEilpl~iVfl 20 mg OTfl 0108EPOTTOlfl\.l£vfl KOTooraofl o£v (IX( 
we; OTTOTtAwlJo KOTTOIO q>OP\.lOK£UTIKr't oAAflAETTiopOOfl r't 0fl\.lOVTIKrl oAAoYrl OTO OIOOTfllJO 
OT. 

Didanosine( DideoxYIIl_C>.sine)1Llloovoolvn 
H oUYXOPrlYflOfl 1200 mg o~IBpolJuKivlle; IlIJE pfloiwe; IJE 400 mg Oloovooivfle; fl\.l£PflOiwe; OE 
6 OOBEVEie; BElIKOUe; OTOV HIV OEV <pOVflKE va mflPEo~EI Tfl q>OPIJOKOKIVflTIKrl Tile; 
OloovooiVIle; OTfl OT08EpOTTOIllIJEVfl KOTOOTOOIl OE OUYKPIOIl IJE TO EIKOVIKO <pOPIJOKO 

Digoxin/Lllyo~ivn 

MEplKO OVTI(310TlKO Tfle; OIJOOOe; TWV IJOKpoAloiwv EXEI ovo<pEpBEi OTi mflPEO~OUV, OE 
0PIO\.lEVOUe; OOBEVEie;, TO IJIKP0(310KO lJ£1o(3oAIOIJO Tile; olyo~ivfle; OTO EVTEpO. LE 008EVEie; 
TTOU AO\.l(3Ovouv lOUTOXPOVO O~18pO\.lUKiVIl KOI olyo~iVfl,1l OUVOTOTmOQ.U~fl.<;.me;_TUJV 
OUYKEVTPWOEWV Tfle; olyo~ivlle; TTpEml va AOIJ(3oVElOl UTTO l!J fl· 

Zidovudine/Zloo!3ouOi.Y!1 

E<pOTTO~ 560EIe; 1000 mg KOI TToAAoTTAEe; 560EIe; 1200 mg r't 600 mg O~IBpOIJUKivfle; Eixov \.lIKPrl 

ETTiopOOIl OTIl <pOPIJOKOKIVflTIKrl Tfle; ~loo(3ouoivlle; OTO TTAOoIJo I'j OTflv oTTo(30AI'j OUTrle; rl TOU 

YAUKOUPOVIKOO \.lETo(3oAiTIl Tile; OTTO TO oOpo. OOTOOO, fl XOPI'jYIlOfl O~IBpOIJUKiVfle; aU~flOE TIe; 

OUYKEVTpWOEIe; Tfle; CPWOCPOPUAIWIJEVfle; ~loo(3ouoivlle;, TOU KA,VIKO OPOOTIKOO IJETO(3oAiTrI Tfle;, 010 

mplcpEplKO 1J0VOTTOPflvO. H KAIVIKrl OlllJooio TOU EUPrlIJ01Oe; OUTOO OEV EivOi oO<Prle;, IJTTOPEi OIJWe; va 

OTTOOEIXTEi WCPEAIIJfl ylo lOUe; 008EVEie; 

H O~lepolJuKivfl OEV oAAflAETTIOPO 0IlIJOVTlKO IJE TO OUOTflIJO lOU flTTOTIKOO KUlOXPWIJOTOe; 

P450. n,OT£UETOI OTI Il O~18pOIJUKiVIl OEV UcpiOTOTOI <P0PIJOKOKMjTIKEe; OAAIlAETTIOpOOEIe; 

oVTiolOIXEe; IJE EKEivEe; Tile; EpuBpOIJUKiVIle; rl OAAWV IJOKpoAIOiwv. H moywYrl rl Il 

oopovoTToillOIl TOU IlTTOTIKOO KUTOXPWIJOTOe; P450 IJtow TOU OUIJTTAtYIJOTOe; KUTOXPWIJOTOe;­

IJET0(30AiTIl OEV OUIJ(30ivEI \.l£ Tflv O~18pOIJUKivll· 


ErgoU AAKOAOEIQri EpuOI!3woouC; oAup~ 


I\oyw Tile; BEWPIlTIKr'te; TTlBov(lTIlTOe; EIJ<POV101le; EPYOTIO\.lOU o£V OUVIOTOTOI Il TOUTOXpovll 

XPrl01l o~18poIJuKivlle; IJE TTOPOYWYo Epuol(3wooue; OAUpOe; (l3Atm TTOPOYPO<po 4.4 EIOIKEC; 


TTPOEIOOTTOllioEIC; KOI TTpOqlUAO~[lC; KOHl HI XPI'JOll). 


lDoPIJoKOKlvIlTIKte; IJEAtTEe; txouv oIE~oXBEi OVO\.lEOO OTllv O~IBPOIJUKivll KOI TO oKoAou80 

CPOPIJOKO TO oTToio £iVai YVWOTO OTI UcpiOTOVTOI 01l\.lOVTIKO IJETO(30AIOIJO IJEOW TOU 

KUTOXPWIJ01Oe; P450. 


AtorvastatinlAT Op(300TOT iv 11 

H oUYXOPrlYIlOIl 10 mg OTop(3ooTOTivlle; rH.I£PIlOiwe; KOI 500mg 0~18PO\.lUKivlle; Il\.lEPIlOiwe; 

o£v TPOTTOTTOillOE TIe; OUYKEVTpWOEIe; Tile; OTop(3001OTivlle; OTO TTAOOIJO (\.lE (3001l IJEBooo 

TTPOOOIOPIOIJOU OVOOTOArle; Tile; HMG CoA-ovoYWyOOIle;)· 


Carb~mazepine/Ko p!3olJo(miy!] 

LE I-lio I-IEAtTIl cpoPIJOKOKlvIlTIKrle; oAAflAmiopoolle; OE uYIEie; E8EAOVTEe; OEV TTOPOH1PrlBIlKE 

KOIJiO 0IlIJOVTIKrl miopooll 010 mimoo Tile; KOp(3o\.lo~mivlle; rl TOU OPOOTIKOU IJETo(30AiTrl 

Tile; OTO TTAOOIJO OE 008EVEie; TTOU EMIJ(3ovov 1OUTOXPOVO 0~18pOIJUKivll. 


CimetidinelLIIJET loivO 

LE l-liO CPOPIJOKOKIVIlTIKr'1 IJEAtTIl OTllv oTToio E~ETooBIlKE Il miopooll mi Tile; 

<P0PI-I0KOKlvIlT1Kr'te; Tile; O~lepO\.lUKiVIle; 1J10e; ECPOTTO~ MOlle; OlIJETIOivlle;, TTOU XOPIlYrl81lKE 2 

WpEe; TTplV OTTO Tflv 0~18poIJUKivll, OEV TTOPOTIlPr't8IlKE \.lETo(3oAr't Tile; <P0P\.lOKOKIVIlTlKr'te; Tfle; 

o~18poIJuKivlle;· 


Coumarin-Type Oral Anticoaqulants/ATTO TOU OT0I-I010<; KOUWOPIVIKO AVTITTOKTIKO 

LE I-lio CPOP\.lOKOKlvrp1Krl IJEAETIl oAAIlAmiopoolle;, Il O~lepoIJuKivll OEV IJETE(3oAAE TO 

OVTITTIlKTIKO OTTOTEAWIJO f..lIOe; Ecpcmo~ MOlle; 15 mg (3opcpopivlle; (warfarin), Il oTToio 

XOprlYr't8IlKE OE uYIEie; EBEAOVTEe; METa Tllv KUKAO<popio TOU <pOPIJOKOU OTllv oyopo 

UTTr'tP~OV OVO<pOpEe; EvioxUOIle; TOU OVTITTIlKTIKOU oTTOTEAtOIJOTOe; IJETO OTTO oUYXOPrlYflOIl 

0~18po\.luKivlle; IJE OTTO TOU OTOIJOTOe; KOU\.l0PIVIKO OVTITTIlKTIKO. nopoAo TTOU OEV EXEI 

TEKl-lflpIW8Ei 01T10AOY1K!i OUOXET10fl IJ£ TflV o~18polJuKivll, TTptTTEI va OiV£TOI TTPOOOXr't OTIl 

oUXVOrrjTO TTOPOKOAOuBIlOfle; TOU Xpovou TTpoBp0\.l(3iv fle; O1OV 11 O~lepoIJuKiVIl 


XPIlOlIJOTTOlci101 OE OOBEVEi<; nou AO\.l(3ovouv OTTO TaU OTOIJOTOe; KOU\.l0PIVIKO OVTITTIlKT1KO 
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AVETTISUiJrJl£C; £vtpymc; £VO£xojJ£vwC; ~ mSovwc; 0X£TI<OjJEV£C; IJ£ lfjV o<ISpolJuKivfj jJ£ 
~ClOfj lfjV £IJTmpio OTTO KA!VIKtC; !-l£AtT£C; KO! TfjV TTOPOKOAOUSfj0rJ TOU <P0PIJOKOU !-lETO Hlv 
KUKAO<popio TOU OHlv oyopa. 

KOPOIOK£<; OIOTOpOXt<; 

IlIOTopoxtc; TOU ~TTOTO<; 
KOI lWV XOAfj<pOPWV 
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YVWOlEe; 

Luxvte; 

fJUOOKEAnlKOU 

OUOl~IJOl~e; KOI ;OU 


li.IOTopoxte; lOU 

I' 

, OUVOETIKOU IOlOU . 
[llIOTopoxte; lWV V((PPWV N. [CPPIK~ OVETTOPWO o~£io, Mrt YVWolte;--~1 

KOllWV ou 0 .Opwv OOWV__.. 
Ii: 

vuppiTiOO OIOfJWIJ-'---_____ ---I <cU..-V-£.------~ 
r£vIKte; OIOlOpOxte; Kat KonwolJ . . L 

KOTOOlOOEIe; lrte; OOOU • GWpOKIKO oAyoe;, oioqjJo, 'OXIOUxVte; 
XOP~YrtOrt oi08 a KOK 0_u.../.X>-.iO-'-..LS,c....£;...S'-o_0__8_E_V.IO.--l-__-l-_.. ____.____..___--I 

- -~py.g.g-l+!.pIQKtC5-ApI8IJOe;-A£lJcpOKU.T.rDPWV--. - -Lu.xVEe;~. 
nopOIJEl pOI 1J£IWlJtvoe;;-opI8poe; rtWOlvocpiAwv 

ou~qlJtvoe;, 0ITTOV8POKIKO OiIJOlOe; 
~clJ~tv~o~____________~~__________~ 
• AonopT1K~ OjJIVOlPOVOCPEP00rt 'OXIOuxvte; 
OU~rtlJtVf"), 0IJNOTPOVOcp£p00rtlrte; 
oAoVIVrte; ou~rwtVrt, xo}..[pu8piVrt 
OifJOlOe; ou~rwtvrt, oupio oilJOlOe; 
OU~rtfJtvrt, KPEOlIVivrt OifJOTOe; 
OU~rtlJtVrt, KoAIO OiIJOTOe; IJrt 

YVWOTte; 
UOloAo IKO 

HA£ K1POKOpOIOypciCPrtIJO, 
OIOOTllfJO aT nopOT£lOjJEVO 

• rt anoia onoviwe; KOltArt~( O£ 80VOlO 

4.9 Ym:pooooAOY;O 
01 oVETIl8ufJrtlEe; (vtpyme; nou nOpOlrtpri8rtKOV I-lETci Trt A~l/!rt 060Ewv lOU CPOPIJOKOU 
fJEyaAllTEpWV TWV OUVIOTWIJEVWV, ~lOV nopOI-lOI£e; IJE aUTte; nou nopOTrtP~ellKOV fJETO Tf") 
A~4JlllWV ouv~8wv OOOEWV LE nEpimwoll umpooooAoyioe; onoll£ilOi rt Ecpapl-loy~ 
YEVIKWV OUfJTITWfJOTIKWV Kal unooTIlPIKTlKWV IJtTPWV 8£ponEioe;, oVOAoyo IJ£ Tllv 
n£piTITw°rt 

5. Il>APMAKOAOrlKE[ IllIOTHTE[ 

5.1 Il>0PIJOKOOUVOIJIlt:[c:; lou:nrtuc:; 
<!>apl-loK08EpomuTIK~ KOTllyopio AVTljJIKpo(3loKo, MOKpoAioIO, KWOIKOe; ATC' J01 FA 10 

MIlxaVlolJ0C:; opaartc:; 
H a~18pol-luKivll EivOi TO npwlO OVTI(3IOTIKO fJiae; unOOfJOOOe; TWV l-loKpoAIOiwv, YVWOT~e; we; 
o~aAio(e;, KOI rt anoia Eivol xrlIJ1KO olocpopnlK~ one lllv Epu8pojJUKivrt· XrtjJIKWe; AOfJ(3ovnol 
on6 lllv npOOe~Krt EVOe; OTOjJOU O~WTOU OTO AOKTOVIKO OOK1UAIO lrte; erythromycin A H 
XrtfJIK~ ovol-looio Trte; o~18pOjJUKivrte; EivOi 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin 
A To fJOPIOKO Tile; (3cipoe; (ivOI 749,0. 
o fJllXavlo fJOe; OpOolle; H]e; O~18pOIJUKivrte; OUViOlOlOl OTllv OVOOTOA~ Trte; 
npwTEivoouv8EOIle; TWV (30KTf")piwv jJEOW OUVOEO~e; Trte; I-lE lrt PI(300WI-lIOKrl un0l-l0v600 50s 
KOI napElJnOOlolle; Tile; jJElOlOmOf")e; TWV nETITroiwv xwpie; va ETIrtPEO~£1 Trt OUV8EOrt lWV 
n OAUVOU KA£ OT loiwv. 
H o~r8pOI-lUKivf") nopOUOIO~EI OPOOTIKOlrtTO in vitro EVOVTiov I-lEYOArte; nOIKIAioe; 
IJIKpOOPYOVIOI-lWV mpIAofJ(3ov0I-l£VWv KOI TWV oKoAou8wv: 
GOIKO KOTO Gram OEP0(310 ROKTnplo Staphylococcus aureus, Streptococcus pyogenes 
(ofJcioo A TWV (3-oll-l0AulIKWV OTPETITOKOKKWV), Streptococcus pneumoniae, O-OlfJOAUTIKOi 
OlPETITOKOKKOI (OIJOOO npoolvl~OVTWV OTPETITOKOKKWV) KOI ciAAo EiOIl OTPETITOKOKKWV, 
KOeWe; Kat TO Corynebacterium diphteriae. H o~18pol-luKivll nopou0l6~EI OIOOTOUPOUIJEVf") 
OVlOX~ OC OV8EKTIKO OTllv Epu8pojJuKivIl 8£TIKO KOTO Gram OlEA£XIl, nEpIA0I-l(3oV0I-lEVWV 
lOU Streptococcus faecalis (EVTEpOKOKKOe;) KOI lWV nEploooltpwv OlEA£xwv lWV 
ove£ KTIKWV OTrt jJE81KIAAivf") OlOcpuAOKOKKWV 
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ApvOTIKO KOTO Gram oEP0[310 [30KH1P10 Haemophilus influenzae, Haemophllus 

parainfluenzae, Moraxella catarrhalls, EiOIl Acinetobacter, EiOIl Yersinia, Legionella 

pneumophila, Bordetella pertussIS, Bordetella parapertussis, EiOIl Shigella, EiOIl 

Pasteurella, Vibrio cholerae KOI parahaemolyticus, Plesiomonas shige/loldes H 

OPOOTII(OTIlTO EVOVTiov TWV Escherichia coli, Salmonella enteritidis, Salmonella typhi, EIOWV 

Enterobacter, Aeromonas hydrophi/a KOI EIOWV Klebsiella TTOIKiAAEI KOI VI' aUTO TTPETTEI va 

ViVOVTOI OOKII-iOoiE<; EUOIOSlloio<;. Eioll Proteus, Eioll Serratia, Eioll Morganella KOI 11 

Pseudomonas aeruginosa, EivOi ouv~Sw<; OVSEKTIKO OTO OVTI[310TlKO. 

AVOEpoBlo {30KTOpIO: Bacteroides fragilis KOI Eioll [3oKTIlPIOOElowv, Clostridium perfringens, 

EiOIl Peptococcus KOI EiOIl Peptostreptococcus, Fusobacterium necrophorum WI 

Propionibacterium acnes. 

MIKpooPyovlo\Joi umuSuvol Via TO oE~ouoAIKWC; bJETOOIOOWEVO voorl\JoTO: H O~ISpol-luKivll 


EivaLOp.oOJJK~_EY_OVJ:i.o.Y 10.<; Chlamydia tra.cb..om.a.ti.s.-K.aLLJJ-<PilYi~£U:JJjo~<;-K.oA.q_op.omIKOJq1..O__. 

EvavTiov TWV I-IIKPOOPVOV10I-lWV Treponema pallidum, Neisseria gonorrhoeae KOI 

Haemophilus ducreyi. 

AMol bJIKPQQQYOVIOIJOi: Borrelia burgdorferi (TTopavwv TIl<; vooou TOU Lyme), 

Chlamydophilapneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma 

urealyticum, EiOIl Campylobacter KOI Listeria monocytogenes. 


MI1XOVlolJ0t; ov6lTTU~I1t; aVTOX~t; 
Ymjpxouv ouo KUPIOt TTop6voVTE<; TTOU K080pi~ouv Trlv OVTOX~ TOU Streptococcus 
pneumoniae KOI Streptococcus pyogenes TTOU EXOUV OTTOI-IOVWSEi oTT6 KAIVIKO OEiVI-lOTO. 
TO vovioiO mef Kat erm. To voviolo mef KWOIKOTTOtEi I-lio oVTAio po~<;, 11 oTToio I-I£OOAO[3Ei 
OTO I-IIlXOV101-I0 OVOTTTUsll<; OVTOX~<; 1-16vo OTo 1-I0KPOAiOl0 1-1£ 14-I-IEA~ Kat 15-I-IEA~ AOK TOVIKO 
OOKTtJAIO To voviolo met EX£! TTEPIVpo<pEi OE TTOIKIAiO 6AAwv £towv. To voviolo erm 
KWOIKOTTOIEi I-lio 23S-rRNA I-IESuATpovo<pEpaoll, 11 OTToio TTPOOSETEI I-IESuAIKE<; Ol-looE<; OTllv 
oOEviVIl 2058 TOU 23S-rRNA (OUOTIlI-I0 opiSI-lOOIl<;: I-IE [30011 TO rRNA TO<; E.co/i). To 
I-IESuAIWI-IEVO vouKAwTiOIO [3piOKETOI OTOV TTEPIOX~ V KOI tXEI [3PESEj va oAAoAETTIopa EKTO<; 
OTTO TO 1-I0KPOAiOIo KOI I-IE T1<; AIVKO~ol-lioE<; KOI TO slreptogramin S, tXOVTO<; w<; OTTOTtA£Ol-lo 
tva <pOIVOTUTTO VVWOTO w<; OVTOX~ MLSs To voviOlo erm(B) KOI erm(A) txouv OTTOI-IOVWSEi 
OTTO KAIVIKO OEiVI-lOTO TOU Streptococcus pneumoniae KOI TOU Streptococcus pyogenes. 
H aVTAio AcrAB-ToIC OTOV Haemophlilus influenzae EivOi umuSuvo Via TI<; EVVEVEi<; 
UljJf]MTEPE<; TI\JE<; £MXIOTO<; OVOOTOA TlK~<; OUVKtVTPWOO<; (MIC) OTO I-I0KpoAioiO 
2:E KAIVIKa oTEAtXO, I-IE1OMoSEI<; OTO 23S-rRNA, £I0lKO OTO vouKAwTicHO 2057-2059 ~ 2611, 
OTOV mplox~ V, ~ I-IETOAAoSEI<; OE PI[300WI-IIOKE<; TTpWT(iv£<; L4 ~ L22, (iVai OTToVIE<; 

'Opla MIC 
To OUVIOTWI-IEVO 6plo EMXIOTO<; OVOOTOATIK~<; oUVKEVTPWOIl<; MIC (I-Ig/ml) Via TOV 
o~ISpo]JuKivO Eivol: 
Haemophilus spp.: EuoioSOTO (S) :5 4 xwpi<; OUOTOOO Via OPIO OVSEKTIKOTOTO<;* 
2:TPETTTOKOKKOI OU\JTTEPIAol-I[3oV0I-IEVWV TWV Streptococcus pneumoniae KOI Streptococcus 
pyogenes S:5 0,5, Av8EKTIKO (R) 2! 2 
*Eni TOU TTOPOVTO<;, r) oTTouoio OE00I-IEVWV Via OVSEKTIKO OTEMXr) oTToKAEiEI TOV KOSOPIOI-IO 
OTTOIOO~TTOTE KOlr)vopio<; DAAO<; OTTO OUT~<; TWV EuoioSr]Twv oTEAExwv EDV OTEAEXIl oivouv 
oTTOTEMol-IOlO MIC OIO<pOPETlKO oTT6 oUTci TWV £uoioSIlTWV OTEAEXwv, TOTE aUTO TTPETTEI va 
OTTOOTOAOUV OE tva EPVOOT~PIO OVo<popo<; VIO TTEPOITEPW OOKII-IOOiE<; 

hrOOIJEVO IJ'KpoJ3IOAoYIK~t; WOIo8110iOt; 
o ETIlTToAoo\Jo<; TIl<; miKTr)TO<; OVTOX~<; EVotXETOI va TTOIKiAEI VEWVP0(j)IKci ~ XPOVIKO Via 
ETTlAEV!-lEVO £ioO KOI EivOi ETTlSUI-IOT~ 0 TTOpOX~ TTAOP0<P0PIWV 0XETIKO I-IE Tllv OVTOX~ TOTTlKO, 
EIOIKO KOla Tr) 9Epomio oo[3opWV AOII-IW~£WV 'GTOV 11 ETTlKPOTIlOO TO<; OVSEKTIKOTOTO<; OE 
TOTTlK6 £TTiTTEOO EivOI TETOIO, WOTE 11 XPOOlbJOTOTO TOU <P0Pl-IoKOU va Ti9ETOI UTTO 
O!-l(jlIO[3~Tlloll, TouMXIOTOV Via OpIOl-ltVOU<; TUTTOU<; AOII-IWSEWV, Eivol ovovwio va ~OTEiTOI Il 
OUI-I[3ouA~ E\JTTEIPOVVWl-lovwv. 
To o£oo\J£vo in vitro WOIoS'loio<; OEV ouoXETi~oVTOI TTOVTO I-IE Tllv KAIVIKrl 
OTT OTEA £O!-lOT IK OT 0TO. 

I:uvr;8'l [uaio8l1To onAtx'l 
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AEp6J3lo Gram-BETlKo J3aKTI'1PIO: 

Staphylococcus aureus, Streptococcus agalac/iae, OlpEmoKoKKoi (OIJOOE<; C, F, G) KOI 

npoalvi~ovlE<; olp£moKoKKoi (Viridans group Streptococci) 


AEp6J3ta Gram-OpVrlTlKO J30KTI'1PIO: 
Bordetella pertussis, Haemophilus ducreyi, Haemophilus influenzae*$, Haemophilus 
parainfluenzae', Legionel/a pneumophila, Moraxe/la ca/arrha/is*, Neisseria gonorrhoeae. 

AMo: 
Chlamyophlla pneumoniae*, Chlamydia trachomatis, Mycoplasma pneumoniae* Kat 
Ureaplasma urealyticum. 

AEp6PIO Gram-BETlKo POKTI'JPIO: 
Streptococcus pneumoniae* 
Streptococcus pyogenes' 
Lr]IJEiworr r] O~I8pOIJUKivr] nopOUat6~El OIOOTOUPOUIJEVr] OVIOX~ IJE Gram-8£TIKo OTEAtXl'"] 
OV8EKTIKa Olr]V Epu8polJUKivr] 

KAIlPOVOIJIKO QvBEKTIKoi IJIKPOOPYOVIOlJoi: 
Enterobacteriaceae 
Pseudomonas 

• Eiofl TWV onoiwv fl EUol08floio tXEl onooEIx8Ei IJE KAIVIKt<; OOKIIJE<;; 
$ EiOfllJ£ (fIUOIK~ EVOIOIJEOfl Euat08floio 

5.2 <l>oPIJOKOKIVIlTlKiS IOIOHITES 

ATToPPOCPIlOIl: 

METa Tr] xop~Yr]or] ono TO OTOIJO OTOV OV8PWTTO, 11 O~18pOIJUKiVIl KOTOVEIJETOI EUPEW<; OTO 

m.iJlJO Kat 11 ~IOOlo8EOIIJ6H1TO Tfl<; EivOI mpinou 37%. H XOP~YflOfl KOllJOKiwv o~18POIJUKivr]<;; 


IJOel on6 EVa KUPIO YEUIJO IJEIWVEI Til ~IOOI08EOIIJOTr]TO TOUAOXIOTOV KOHl 50% 

o onOITOUIJEVO<;; XPOVO<;; Yla TflV ETTiTEU~r] IJtYIOTWV OUYKEVTPWOEWV OTO nA60lJa Eivol 2-3 

WPE<;. 


KOTOVOIJI'J: 

MEA£TE<;; OE mlpolJ0T6~wo onEoEI~av Tllv unop~fl UlIJflAWV OUYKEVTPWOEWV o~18polJuKivr]<;; 


010 CPOYOKUTTOpO. LE nElpOIJOTIKO IJOVIEAO, UlIJrjAOTEPE<; OUYKEVIPWOEI<;; a~I8pOIJUKivfl<;; 


EAEUSEPWVOVTOI KOla Tr] OIOPKEIO EVEPYOU (fI0YOKUTWOfl<;; OE 0XEOr] IJE IJr] OIEYEpStv1O 

(fIOyoKLITTOpa LTG IJOVTEAO TTElpaIJOlO~WWV aUT6 EXEI w<;; onOTEAEOIJO va npoKumouv 

UlIJrjAt<; OUYKEVTPWOEI<;; O~ISpoIJuKivrj<;; OTO ofllJEiO Trj<;; AoilJw~r]<;;. 


CPOPIJOKOKIVr]TIKE<; IJEAtT£<;; OTOV ov8pwno anEoEI~oV Tr]V unop~r] 0IlIJOVTIKo UlIJrjAOTEPWV 
OUYKEVTPWOEWV Tfl<;; a~18poIJuKivll<; OTOU<;; 10TOU<;; OE 0XEOrj IJE TO nA60IJa (IJEXPI 50 (fIOPE<; 
IJEYOAllTEPE<;; Tfl<; IJEYIOTIl<;; oUYKEVTPWOIl<; TOU <.p0PIJOKOU TTOU napOlrjp~8llKE OTO nA6olJo) 
YEYOVO<;; nou unooEIKvUEI 6n TO <.pOPIJOKO OEOIJEUETOI OE IJEyOAO TTOOOOTO on6 10U<; 101OU<; 
01 OUYKEVIPWOEI<;; TOU <.pOpIJOKOU OTOU<; 10TOU<;; onw<;; EivOI 01 nVEUIJOvE<;;, 01 0IJuyooAt<;; KOI 
o npoololr]<; ump~aivouv TI<; MIC90 Yla TO TTl8ovo no80y6va IJETO Tfl XOP~YflOfl IJIO<;; OTT Ari<;; 
MOfl<; IOU <.pOPIJOKOU 500 mg. YlIJrjAt<; OUYKEVIPWOEI<; O~,8pOIJUKivrj<; ~PESIlKOV O£ 10TOU<; 
TOU YEVVrjTIKOU OUOT~IJOlO<;; TIl<;; yuvaiKo<; (<<YUVOIKOAOYIKO IOT6))) 96 WPE<; IJOG on~ 
E(fIOTTO~ on6 TOU oT6IJOlO<;; Mall 500 mg O~ISpoIJuKivll<;· 

ATTiKKptUfJ: 
o TEAIK6<; Xp6vo<; IlIJI~w~<; Trj<; ono~oA~<;; TOU <.pOpIJOKOU OTTO TO nA6olJo EK<.ppO~EI IJE 
OKpi~EIO TOV XP6vo r]IJI~W~<; Hl<;; onO~OA~<;; IOU OTTO TOU<;; 1010U<;;, TTOU EivOi 2-4 IllJtPE<;. 
nEpinou 12% TIl<; MOfl<; TTOU XOPIlYEiTOI EVOO(flAE~iw<; OTTEKKpivnol OTO Oupo oav 
OIJ£TOpArjTO (fIOPIJOKO OE OIOOTIlIJO 3 IlIJEPWV, TO OE IJEyaAuTEpo TTOOOOT6 OUTOU 
OTT£KKpiVETOI 11<; TTPWTE<;; 24 WPE<;. H OTTEKKPIOfl TOU O~ISpoIJuKivr]<;; ana Iflv XOA~ OTTOTEAEi 
Tllv KUPIO 000 OTTOIJOKpuVOIl<;; YIO TO OIJETO~AfllO (fIoPlJaKo IJUO Hlv on6 TOU OT6IJOTO<;; 
XOP~YflOrj nOAu ulIJrjM<; OUYKEVTPWOEI<;; IOU O\J£TO~AIlTOU <.pOpIJOKOU avwpiOKOVTOI aIr] 
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xoA~, fJO~i IJE 1 0 IJETO~OAim; nou OXlllJoTi~ovTOI fJE N- KOI O-onOIJE8UAiwOIl, fJE 
UOpO~UAiwOIl TOU iSmzTuAiou TIl<; iSwo~olJivlle; KOI TWV OyAUKOVIKWV iSOKTUAiwv KOI IJE 
iSl()onOoll TOU OUlJnA6KOU Tile; KAOiSIVO~Ile; H OUYKPIOIl TWV OnOTEAWIJClTWV Tile; uyp~e; 
XPWfJOToypo<pioe; U4JIlA~e; onoiSoOIle; (HPLC) KOI TOU fJIKpO~IOAOYIKOU npooiSloPIOf.JOU 
aroue; IOTOUe;, unoiSEIKVUEJ OTI 01 fJETO~oAiT£e; iSEV noi~ouv KOVtVO pOAO OTllv OVTlfJIKpO~IOK~ 
iSpoOTIlPIOTrlTO Tile; 0~18pofJUKiVIle; 

<tl0PtJ0KOKIVIlTlKrl OE EliSlKES o~oiSES aaSEVWV 

HAIK!W~ivo!: 


L£ IlAIKIWlJtvoue; E8EAOVTEe; (IlAIKiOe; > 65 ETWV) nopOTIlP~8IlKE EAOCPPO OU~1l01l TWV TlfJWV 

AUC fJUO 8Epomio 5 IlIJEpwv OE oxtail fJE VEOUe; E8£AOVTEe; (IlAIKioe; < 40 ETWV), oAM Il 

ou~qOIl_OUTr) OEV 8EWPEiTOI KAIVIKO OIlIJOVTlK~ KOI we; EK TOUTOU OEV onOlTEiTOI npOOOPlJoyr) 

Trle; Malle; TOU cpoPfJOKOU. 


Aa8EVEis ~E VE<PPIKri OVETTOPKEIO: 

H cpaPfJOKOKIVIlTIK~ Tile; 0~18pOIJUKiVIle; OE 008EVEie; IJE ~mo EWe; IJtTPIO VECPPIK~ ovmopKElo 

(GFR 10-80 mllmin), OEV mllPEooTIlKE IJETO on~ Ecpono~ 06011 1,0 9 0~18poIJUKivlle; OIJW'le; 

onootojJEUO'le; OUYKPITIKO IJE 008EVEie; nou txouv cpuOIoAoY1K~ VECPP!K~ Amoupyio 

LTOTlOTlKO OIlIJOVTIKte; O!ocpopte; nopOT'lp~8IlKOV OHlv AUCO•120 (8,8 mg )( hr/ml EVOVTI 11,7 

mg x hr/ml), Cmax (1,0 mg/ml EVOVTI 1,6 mg/ml) KOI CLr (2,3 ml/min/kg tVOVT! 0,2 

ml/min/kg) IJETO~U Tile; 01J000e; OTOfJWV IJE oo~op~ VECPP!Kr) OvmopK£!O (GFR < 1 0 ml/min) 

KOI Tile; OIJOOOe; OTOfJWV f.JE CPUO!OAOYIK~ VECPPIK~ Amoupyio. 


AoSEvEi<; jJE 'lnaTlKrl OVETTOPKEIO: 

LE 008EvEi<; IJE r)mo (KOTllyopio A) twe; IJ£TPIO (KOTllyopio 8) IlnOT!K~ ~MI3'l , OEV 

unopxouv £vOEi~E!e; 0IlIJOVTIKr)e; IJETo~oA~e; T'le; CPOPfJOKOKIV'lTlK~e; Tile; 0~18polJuKivlle; OlOV 

opo OE oxtO'l IJE EK£ivoue; nou nopouOlo~ouv cpUOloAoylK~ IlnOTIKr'j Amoupyio LToue; 

008EVEie; OUTOUe; f) VECPPIKr'j K08opOll Tile; O~18pOlJuKiVIle; EfJCPovi~£TO! OU~IW£V'l, m80vwe; Ylo 

va E~looppon~oEI T'lIJ£IWlJtV'l f)nOT1Kr'j Ko80po'l 


5.3 npoKAlvlKo iSEiSojJEvo Yla Trlv oo<poAElo 
'EXEI nOpOTIlP'l8Ei cpwocpoAmiowoll (EVOOKUTTOPIK~ oUOOWPEUOIl cpwocpoAmliSiwv) OE 
OpKOOUe; 10TOUe; (nx· ocp80AlJoe;, vWTloio YOyyAlo, ~nop, XoAll06xoe; KUOTIl, vEcpp6e;, 
onAr)VOe; K01/~ nOYKpWe;) nOVTlKWV, opoupoiwv KOI OKuAwv nou tA0130V noAAonMe; 
000£1e; 0~18poIJUKivlle; H cpwocpoAmiiSwoll EXEI nOpOT'lPIl8Ei OE OIJOIO 1308fJo KOI OE 
vEOytVV'lTOUe; opoupoioue; KO! oKuAoue; H cpwocpoAmiow0'l CPOiVETO! va EivOi OVOOTPElVllJ1l 
IJETa Til OIOKonr'j Tf)e; 8(pOnEioe; f.JE 0~18pofJuKivll H onouiSOiOTIlTO TWV EUprllJOTWV OUTWV 
Ylo TO n£lpOIJOTO~WO KOI TOV ov8pwno OEV (ivOi yvwar~. 

6. $APMAKEYTIKEi. nAHPO$OPIEi. 

6.1 KOloAoyos EKiSoxwv 

6.2 AoujJl3mOTrlTE<; 
OUO[fJio YVWOT~ 

6.3 lUOPKEIO ~wris 

6.4 IOloin:pES TTpo<puAo~EIS Karo Tfl <puAo~1l TOU TTpo'i6vTOS 

6.5 $uOfl KOI aUOTOTIKO TOU TTEP1EKHI 

6,6 IOloinpr<; TTpo<puAo~EIS OTTOPPII.JlflS KOI aMoS XEIPIO~6C; 

7, KATOXOi. THi. AliEIAi. KYKAO<tlOPIAi. 

8, API8MOi. A.t\EIAi. KYKAO$OPIAi. 

9, HMEPOMHNIA npOTHi. ErKPIi.Hi. I ANANEOi.Hi. THi. A.t\EIAi. 
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10. HMEPOMHNIA ANA0EOPHtHt TOY KEIMENOY 

8.To <PuMo OorWII.iJv YIO TO XPriOTIl CPOpfjOK£UlIKLiJV npo'fOVTWV nou mpltxouV OPOOTIKO 

OUOlOlIKO AZITHROMYCIN ylO Til IJOP<Pri: ETTlKOAUlJlJtvo IJ£ Anno UlJtVI 0 oloKio 

250mgitab, opi<oOl we; E~~e; 


<PYMO Ot.HrlON XPHl:Hl:: 
IlAHPO<POPIEl: riA TO XPHl:TH 

1.1 

1.2 	 LUv9WIl • t.POOTIK~ ouoio: t.IUOPIKri o<IOpofjuKivl) 
• 'EKOOXO' 

1.3 	 <POPJ,JOKOTEXVIKri J,JoP<Pri: ETIlKOAufjfjEVO fjE AEmo UfjtVIO oloKio. 

1.4 	 Il[PI£KTiTO O[ OPOOTIKri ouoio: 250 mg ova oloKio. 
1.5 	 IlI:PIYP0<Pri-l:uoK£uooio: 

1.6 	 <PopJ,JoKo6[pOTT£UTlKri KOHlyopio: AVTI!310TIKO 

1 7 	 Yn£u6uvoC; KuKAo<popioC;: 

1 8 	 Ilopoo KI:UOoTriC;iLUO KtuOOTriC;: 

12. 	 TI nPEnEI NA rNOPIZETE riA TO ¢APMAKO noy l:Al: XOPHrHl:E 0 rIATPOl: l:Al: I 

2 1 	 rl:VIKtc; TTAIlPO<popi£C;: 

To «ONOMA npO'IONTOb mpIEX£1 0<18pOfjUKiVI), tva ovn!3loTIKO cpaPfjOKO. To 

OVTI!3IOTIKa XPrJ0lfjOnOIOUvTOI ylO TI) 8EponEio AOlfjW~EWV ono fjIKp0!310. 


22 	 Evo[i~[lC;: 


To {(ONOMA npOfONTOb EVOEiKVUTOI Yla TrJ OEpomio ~TIlWV twe; fjtTplOe; 

!3opUTI)TOe; AOlljW~EWV TOU ovonvEuoTIKOU ouoTrifjOTOe; npoKoAoufjEVWV ono 

Euoio8rJTO OTEA£m fjIKpOOPYOVIOfjWV, onwe; 01 


/lolljl;')~[J(:; TOU KOTWTEPOU OVOTTVEUOTIKOU (6rav txu OTTOlJOvw8Ei f] m8ovoAoYEiTOI 

rro8oy6vo, woio817TO in vitro OTI7V o(18pOPUKivl7): 

O~EiEe; !3oKTrJPloKte; E~apOEIe; XPOVIOe; !3poYXiTlooe; Oq:lEIMfjEVEe; OE Haemophiius 

influenzae, Moraxella catarrhalis, Haemophilus parainfluenzae ri Streptococcus 

pneumomae. 

nVEufjovio ana ll)V KOIVOHlTO nou oq:lEiA£TOI OE Chlamydophila pneumoniae, 

Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, 

Mycoplasma pneumoniae ri Streptococcus pneumoniae(Ylo TI7V TTVEUpovio f3MTTE 

ol7pEiwol7 OTO Tt}'Or:; TI7r:; TTopoypacpou) 

/lOIPW~Elr:; TOU OVWTEPOU OVOTTVWOTIKOU : 

O~Eio !30KlrJPIOKri nopopplvOKOAniTioo nou oq:lEiAETOI OE Haemophilus influenzae. 

Moraxella catarrhalis, Streptococcus pneumoniae. 

<!>opuyyoOfjUYOOAiTIOO nou oq:lEiAETOI OE Streptococcus pyogenes. 

EIOIKa, OTI)V olpEmoKoKKIKri ofjuyooAiTloa nptnEI va XPrJolfjOnO!EiTOI we; 

(VOAAOKTIKri OEpomio, OE OOOEVEie; OlOUe; onoioue; OEV fjnopEi va XOPI)YIlOEi rJ 

8Epomio npwTrJe; EKAoy~e;. H mVIKIAAivrJ EivOI TO OUVrJ0Ee; q:laPfjOKO EKAoYrie; YIO HI 

8EponEio TrJe; q:l0PUYYOOfjuyooAiTIooe; nou Oq:lEiAETOI OTOV Streptococcus pyogenes, 

mpIAofj!3oVOfjEVrJe; KOJ HIe; npOq:luM~EWe; ono TOV PEUfjOTIKO nup£TO. H 

a<,OpOfjuKivrJ (iVai YEVIKa onOlEAwfjOTIKri YIO lllv EKpi<WOIl TWV oTpEmoKoKKwV 

ana lOV OTOfjOTOq:lapuyya, oAM OEV undpxouv (TIi TaU nopOVTOe; OEOOf,JEVO nou va 

KOlOXUPWVOUV lrJV onOlEAEOfjOTIKOTrJTO HIe; O<IOpOfjuKivr]e; OlllV npoq:luAo~rJ ono TOV 

PEUfjOTIKO nupETo. 
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To «ONOMA npOIONTOL» EVOE1KVUTOI (TTior]t; ylo Trl 8EPOTTEio AOI~W~EWV TOU 
otp~OTot; KOI TWV ~OAOKWV ~opiwv KOI Trlv o~(io ~tofl wTim)o 
LTlt; o£~OUOA1KWt; ~(100106~Ev(t; vooout; OlOV OVopo KOI OTfl YUVOiKO TO «ONOMA 
npo'f'ONTOL» (VO(iKVUTOI ylo Tfl 8EPOTTEio TWV ~fl ETTITTAEy~tvwv AOI~W~EWV TOU 
YEvvflTIKOU OU01~~OTOt; TWV OCPEIAo~tvwv OE Chlamydia trachoma lis To «ONOMA 
npOfONTOL» EVOEiKVUTOI. ETTior]t;, YIO Tfl 8(pomio TOU ~OAOKOU tAKOUt; TTOU 
o<pEiAoOI OTOV Haemophilus ducreyi OTOUt; OVOPEt;. /\oyw TOU ~IKPOU opl8~ou 
YUV01KWV TTOU tAo!3ov ~tpOt; am; KAIVIKt<; WMTE<;. fl OTTOH:A£O~OTIKOTr]TO Tfl<; 
o~18pO~UKivr]e; OTflv 8EPOTTEio TOU IJOAOKOU tAKOU<; OTIe; yuvoiKEe; OEV tXEI 
TEK~flPIW8Ei ETTOPKW<; ETTiofle;, TO {(ONOMA npOlONTOI» EVOEiKVUTOI Yla Trl 
8Epomio TWV 1Jr] ETTITTAEy~tvwv AOIIJW~EWV TOU YEVVr]T1KOU OU01~~OTOe; TTOU 
o<pEiAoVTOI O£ IJfl TToAuov8EKTIKO OTEMXf11fle; Neisseria gonorrhoeae Lll<; 

TT£PITTTWOEI<; oUTte; 80 TTptml va OTTOKAEI080uv OUVUTTOpxOUO£e; AOIIJW~EIt; 


OCPEIM~EV£<; OTO Treponema pallidum. 

LHMEIOIH H a~18po~uKivfl OEV TTPETT£I va XPr]OI~OTTOIEiTOI OE 008£VEie; IJ£ 

TTv£u~ovio. 01 OTToiol KpivoVTOI OKOTOAAflAol YIO E~WVOOOKOIJ£laK~ 8£paTT£ia, OTTO TOU 

OTO~OTot;, E~ ol1io<; ~£Tpiou !3a8~ou ~ !3op£io<; Aoj~w~fle; ~ Myw UTTOP~fl<; 

OTTOIOUO~TTOTE OTTO lOU<; oKoAou80u<; TTapoyovTE<; KIVOUVOU 

• o08£v£i<; TTpoo!3Afl8tvT£<; OTTO EVOOVOooKoWlaKo TTo80yovo 

• 008EV£ie; ~E YVWOT~ ~ TTl8ovoAoyoU~EVflIJ1Kp0!3101~io 


• oo8£v£ie; OTTOITOUVIEe; £Iooywyr) O£ VOOOKO~Eio 


• 	 flAIKIW~£VOI ~ E~o08£vr]~tVOI ao8EVEie; r) 
• 	 a08EvEi<; ~£ OUVUTTOPXOVTO Ofl~aVTlKO TTpo!3A~~OTo uYEioe; 10 OTToio IJTTop£i va 

ETTflP£ooouv Tflv IKoVOTflTO oVTiopoor)e; TOUe; TTpO<; Tfl vooo (TT£pIAolJ!3ovolJ£vwv 
Tfl<; OVOOOKOTOOlOAr)<; ~ Tfl<; AmoupYIK~<; aOTTAflvio<;). 

ria Tfl 8£POTTEio Tr]<; TTVEU~ovio<; aTTO Tr] KOIVOTfl1O XPflOl~OTTOIOUVTOI ouv~8we; 
ouvouoo~oi oVTI!3IOTIKWV (Kupiw<; !3-AOKTO~r] ~E ~oKpoAiofl). LE K08E mpiTTTwor] 
TTptTTEI va Ao~!30VOVT01 UTToI.jJfl 01 E8v1Kte; KOTEU8uVTr)pIEe; oOflyiEe; Ylo Tfl 8Epomio 
Tfl<; nv£u~ovio<; OTTO Tflv KOlvOH1TO. 

2.3 	 Avn:voEi~EIS: 
To {(ONOMA npOIONTOL» OEV TTptml va XOPr]y£iTOI OE 008£VEi<; ~E 
unEpEUol08flOio OTr]V 0~18poIJUKivfl, Tflv Epu8po~UKivfl, O£ OTToloOr)noT£ 
OVlI!3IOTIKO Tfl<; o~ooo<; TWV ~oKpoAIOiwv ~ TWV KEloAIOiwv, ~ O£ OTToloOr)noT£ OTTO 
TO EKOOXo TTOU ovocptPOVWI OTflv TTOpOypO<po 12 CEKOOXO) 
H TOuToXpovrl XOPr)VflOfl ~OKpoAloiwv ~£ OI~oTTpiofl OVTEVO£iKVUTOI 

24 	 EIOIKES npoq>uM~(IS KOI npOElOOnoll'joEls KOTer T'1 xpl'jo'1: 

2.4.1 	 r£VIKO 
Onw<; Kol ~£ Tflv Epu8po~UKivfl Kol TO oAAo ~oKpoAiOlo, txouv ovocpEp8Ei onoviw<; 
oopopt<; oAAEPYIKt<; oVTlOpOOEI<;. nou ou~n£pIAolJ!3ovouv TO 0YYEIOoiOflIJO KOI TflV 
ovocpuAo~io (onoviw<; ~olpoio). MEpIKte; ana OUTte; TI<; OVTIOpOOEIe; nou TTpotKUI.jJOV 
~£TO OTTO XOPr)YflOr] O~18pOIJUKivfl<; E(XOV W<; OTTOTEA£O~o TflV E~<pOVIOfl 
UTTOTpOTTlO~OVTWV OUIJTTTW~c'lTWV TO onoio OTTolTOUOOV tJEyoAuTEPr] TTEpiooo 
TTOPOKOAou8flOfl<; KOI 8Epomio<;. 
Emlo~ TO ~TTOp EivOi fl KUPIO 006<; antKKplOfl<; Tfl<; o~18po~UKivfl<;, nptnEI va 
XPflOI~onOIEiTOI ~E TTpOOOXrl OE aoe£v£i<; IJE oo!3apr) flTTOTIK~ vooo 'Exouv 
avo<p£pS£i IJE Tr] XPrlOr] Tfl<; 0~18poIJUKiVfle; nEplOWTIKO KEpouvo!3oAou flnOTiTIOO<; fl 
onoio OUVflTIKO ~nopEi va OOr]yr)OEI OE onEIAflTIKr) Ylo Tr] ~wr) flnOTIKr'j OVEnOpKEIO 
(l3Mm nopoypocpo 2.8). LE 008EVEi<; nou EIJCPovi~ouv ofllJEio K01 OUtJTTTW~OTO 
r]TTOTIKr)<; ouoAmoupyiw;, OTTW<; E~008tvloll, iKTEPO, OKOUPOXpw~o oupo, 
OltJOPPOYIKr) 0lo8wfl r) flnOTIKr) EYK£cpoAoTT08EIO TTPETTEI va yivovTOI 01 OVOAOYE<; 
EPYOOTflPIOKE<; E~£TOOEI<; EMyxou Tfl<; r]TTOTlKr)<; Amoupyio<;. 
LE oo8Ev£1<; TTOU Ao~!3ovouv TTOPOYWYo Hle; £puOl!3wooue; oAupoe; (Ergot). tX£1 
TTopouolaOTEi EPyOTlO~o<; OTOV oUYXOPflyr)8r]KOV OPIO~tVO OVTI!3IOTIKO Tfl<; otJooo<; 
TWV ~oKpoAIOjWV i::.EV UTTOPXOUV OEOOIJEVO OOOV ocpopo Tr]V m80voTflTO 
OAAflAETTiOPOOfl<; ~£TO~U TWV TTOPOYWYwv Tfl<; EPUOI!3WOOU<; oAupot; KOI 
O~lepolJuKivr]t;. Ev T00101<;, Myw T'1<; 8EWPflTIK~<; m8ovoTflTOt; EtJ<POV10fle; 
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EPYOTlOIJOU OEV np£TT£I va OUYXOPIlYElTOI 11 0SISpOlJuKiVIlIJE nopoywyo Tilt; 
EPUOI(3WOOUt; oAupot; 
'Onwt; KOI IJE onOloo~nOTE oMo OVTI(310TlKO, OUVIOTOTOI 11 nopoKoAouSIlOll TWV 
OOSEVWV YIO TIlV Ovomu~Il OTlIJEiwv ETIllJoAUVOllt; one IJIl EuoioSIlTOut; 
IJIKPOOPYOVIOIJOUt;, oUlJmpIAolJ!3ovolJ£VwV KOI TWV IJUK~TWV. 
'EXEI OVoc.PEpSEi OIOPPOIO nou oXETiSETOIIJE TO noSoyovo Clostridium difficile (COAD) 
KOTO H] XP~Oll 0XEOOV oAwv TWV OVTIIJIKP0(310KWV nopoyovTWV, oUlJnEpIAolJ!3ovOIJ£VIlt; 
Tilt; 0SISpolJuKiVIlt;, 11 onoio EvOtXETOI va nOIKiAEI OE (30puTIlTO, ono EAo<ppo OIOPPOIO wt; 
SOVOlIl(fJOpot; KoAiTIOO H SEponEio IJE OVTlIJIKP0(310KOUt; nopoyovTEt; IJETO!3oAMI Til 
(fJuOIoAOYIK~ EVTEPIK~ XAwpioo, YEyovOt; nou OOIlYEi OE umpovomU~Il TOU C difficile 
To C difficile nopoYEI lO~ivEt; A KOI B nou oUIJ(3oMouv OTIlv EIJ(fJoVloll CDAO. 
LT£MXIl C. difficile nou nopoyouv OU~lllJtvll noooTlllO TO~IVWV ou~OVOUV Til 
VOOllPOTlllO KOI Til SVIlTOTlllO, KOSWt; OUTtt; 01 AOIIJW~EIt; IJnopEi va EivOl OVSEKTlKtt; 
OTllv OVTJtJ1J<po!3JOK~8EponEio KOI EVOtXETOI va OorlY~OOUv OE KoAEKTOIJ~ To 
EVOEXOIJEVO COAD nptnEJ va E~ETO<ETOI OE oAout; TOUt; OOSEVEit; nou nopouOlo<OUV 
OJOPPOIO IJOO one XP~OIl OVTI!310TIKWV. Eniollt;, XPEIO<OOl va AllqJSEi OVOAUTIKO 
IOTPIKO JOTOplKO EqJOOOV tXEI oVOqJEp8Ef on 11 CDAD IJnopEi va ElJqJOVIOTEi wt; KOI 000 
IJ~VEt; IJOO Til XOP~Yf']OIl OVTlIJIKPOI3IOKWV nopoyovTWV. 
Moo Tllv OPIOTlK~ oloyvwof'] Tf']t; ljJEUOOIJEIJ!3povwoout; KoAiTloot;, nptml va 
EqJ0PIJOOTOUV SEpomuTIKo IJtTpO. EAa(fJptt; mpmTwoEI<; ljJEUOOIJEIJ!3povWOOUt; 
KoMTloo<; ouv~Sw<; oVlOnoKpivoVlOl OTf'] oloKon~ TIl<; SEponEio<;. 

2:£ IJtTPIE<; ~ 130pl£t; mpITITlJJOEI<; nptml va E~OO<£TOI f'] OVOYKf'] XOP~YIlOf']t; uypwv KOI 
IlMKTpoAuTWV. oUlJnAf']pWIJOlIK~t; XOP~YIlOf']t; npwT(ivwv KOI SEpamio<; IJE OVTIIJIKP01310KO 
(fJOPlJaKO, nou Eivol KA1VIKW<; OnOTEMolJOlIKO oUlv KOMT/oO f'] onoia oqJEiAoOI OTO 
Clostridium difficile. 
2:£ aoSEvEi<; IJE ool3op~ VEqJPIK~ avmopKElo (GFR< 10mllmin) tXEI napOH1Pf']SEi OU~f']Of'] 


Tf']t; OUOTIlIJOTlK~<; £KS£Of']<; OTIlv o<ISpolJuKivf'] KOTO 33% 

nopowoll Tf']t; KOpOIOK~t; EnovonoAwof']<; KOI TOU OIOOT~IJOlO<; OT, f'] onoio EvtXEI Kivouvo 

avoTITu~ll<; KOPOIOKWV OppUSlJlWV KOI torsades de pointes (KOIAIOK~ TOxuKopoio oiKf']v 

plTIl!)iou), txouv nOpOlIlPf']SEi OE SEpomio IJE oMo lJoKpoAiolO. nOpOIJOIO onOTtA£OlJo OEV 

IJnopEi va onoKAEloSEi TEAEiwt; IJE Tf']V o<ISpOlJuKivll OE OOSEVEit; IJE OU~lllJtvo Kivouvo 

nOpOTElOlJtvll<; KOpOIOK~<; movonoAwof']t; (!3Atm nopoyp0qJo 2.8 AVOTl9ul-!flUC; EvtPVEu:'C;), 

EnOlJtvwt; onolTEiTOI npooox~ KOTCl Til SEponEio OOSEVWV: 


• ME OUYYEV~ ~ TEKIJf']PIWlJtvll nopOWOll lOU OIOOT~IJOTOt; OT 
• 01 onoiol mi TOU nopovTO<; AOIJ(3ovouv SEpanEio IJE oAM<; OPOOTlKt<; OUOiE<;, 01 
onoiE<; EivOI YVWOlO OTI nopOlEivouv TO OIOOllllJO OT, onw<; aVTlOppUSlJlKO To~f']<; fA 
KOI "I, OI<onpioll KOI lEPqJEvooivf'] 
• ME IlMKTpoAuTlKtt; OIOlOpOXt<;. IOIOiTEPO OE nEpITITWOEI<; unoKoAIOllJiO<; KOI 
unOlJoyvllOIOllJiOt; 
• ME KAIVIKO 0XETI<oIJEVTl !3poouKOpoio, KOPOIOK~ oppuSlJio ~ oo(3op~ KOpOIOK~ 
OVEnopKEIO 

1£ ao8EvEi<;, 01 onoiOl MIJ!3ovov SEponEio IJE O<ISPOIJUKivf], txouv OVOqJEpSEi E~OpOEIt; TWV 
OUIJTITWIJOTWV Tf']<; IJUOOStvEIOt; gravis KOI vto ElJqJOVIOf'] OUVOPOIJOU IJU008tvEI0t; (BMnE 
nopoypo(fJO 2.8). 
Doov oqJopo Tf'] 8Epomio TIl<; nV£ulJoviot;. f'] o<ISpoJJuKivf'] tXEI onooEIx8Ei OTI EivOi 
oOqJoA~<; KOI onoTEA£OJJOTIK~ IJOVO YIO Til SEponEio TIl<; nVEuJJovio<; ono TIlV KOIVOTIlTO 
EAOqJpa<; !30PUTf]TO<; nou oqJEiAETOI OTOV Streptococcus pneumoniae ~ OlOV Haemophilus 
influenzae, OE OOSEVEi<; nou KpivoVTOI KOlOAAf']AOI ylO E~WVOOOKOIJEIOK~ 8EponEio one TOU 
OTOtJOTO<;. H o<18polJuKiVIl OEV nptnEI va XPrJ0IIJOnoIEiwl OE 008EvEit; JJE nVEuIJOviO, 01 
onoiOi KpivoVlOl OKOTOAAIlAol YIO E~WVOOOKOIJEIOK~ SEponEio ono TOU OTOJJOlOt; E~olTio<; 
IJETpiou !308JJou ~ l3opEiot; AoiJJw~ll<; ~ Myw unop~f']<; onolouo~noTE ana TOU<; oKoAouSou<; 
nopoyovTE<; KIVOUVOU: 

• 	 008EVEit; npoo!3AIlStvTE<; ono EVOOVOOOKOIJEIOKO noSoyovo 
• 	 008EVEit; IJE YVWOT~ ~ TIl80voAoyouIJEvIl JJIKP0!310IJJio 
• 	 008EvEit; onOITOUvTE<; EIOOyWY~ OE VOOOKOIJEio 
• 	 IlAIKIWIJEVOI ~ E~OOSEVIlJJtvol 008EVEit; ~ 
• 	 008EVEit; IJE ouvunoPXovlO 0llIJOVT1KO npo!3A~JJOlO uYEiot; 10 onoio IJnOpEi va 

EnllPEooouv lllv IKOVOTIlTO OVTiopoO~t; TOUt; npot; Tf] VOOO 
(mpIAOtJ!30VOJJtvwv Tf']<; OVOOOKOTOOTOA~t; ~ Tilt; AEITOUPYIK~<; oonAf']viot;). 
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aVTioTOIXE<; \JE EKEivE<; TI1<; Epu8po\JUKivf')<; ~ oMwv \JaKpoAu)iwv. H maywy~ ~ f') 

aopavonoif')of') TOU llnOTIKou KUTOXPW\JOTO<; P450 \Jtow 10U oU\Jn AtY\JOTO<; KUTOXPW\JOTOC:;­

IJETa[3oAiTf') OEV oUfJ[3aivEI IJE Tf')V a<18pOIJUKivf') 


ErooU AAKOAoElOO EpuOI[3WOOUC; oAupoe; 

/\oyw Tf')<; 8£WPf')TIK~<; m80voT1l1O<; EIJ<POV10f')<; EPYOTIO\JOU OEV OUVIOT0101 f') lOUTOXPOVf') 

Xp~of') 0<18POIJUKivf')<; IJE napoywyo EpUOI[3wOOU<; oAupo<; ([3Atm nopoypo<po 2.4 EIOIKE<; 

npoEloonol~oEI<; KOI npQ(puM~(J<; KOla Tf') XP~Of')). 


<DOPI-lOKOKIVf')TIKt<; I-lEMTE<; tXOUV OIE~OXSEi aV0I-lEOO OTf')V 0<18PO\JUKivf') KOI TO OKoAou80 

<pOPIJOKO TO onoio EivOi YVWOTO on U<piOTOVTOI Of')I-lOVTlKO I-lETO[3oAlo\Jo I-lEOW TOU 

KUTOXPWI-lOTO<; P450. 


Atorvastatin/ATopBoOlOTivQ 

H ouyxoP~Yl1ol1-1 O-mg-elop[3oBTOTivl1<; llI-lEPl1oiws-Km50Q-mgo<ISFlO\JuKivf')<; I1\JEpf')oiw<; 

OEV Tpononoif')o£ TI<; OUYKEVTPWOEI<; Tf')<; Olop[3001OTivl1<; OTO nMol-lo (IJE [30011l-ltSooO 

npooOIOPIOI-lOO ovooTOA~<; TI1<; HMG CoA-ovaywyool1<;). 


Carbamazepine/Kop{3obJa(Enivr] 

LE lJia I-lEAtTf') <popl-laKOKIVI1TIK~<; oMf')AEniopool1<; OE uYIEi<; E8EAovTt<; OEV nopOTl1p~8l1KE 


KOlJia 0111-l0VTIK~ miopaof') 010 mim:oOTI1<; xop[3ol-lo<mivr]<; ~ TOU opaoTIKou I-lElO[30AiTf') 

Tf')<; OTO nMolJo OE OOSEVEi<; nou EMI-l[3ovov lOUTOXPOVO a<ISpolJuKivr]­

CimetidineILIb!ETIOivr] 

LE I-lio <pOPI-lOKOKIVr]TIK~ I-lEAtTI1 Olf')V onoio E~ET008f')KE r] miopaol1 mi Tr]<; 

<paPIJOKOKIVr]TIK~<; Hl<; 0<18PO\JUKivr]<; 1.110<; E<pona~ Mof')<; OIIJETlOivl1<;. nou XOPlly~Sr]KE 2 

WPE<; nplv ano Tf')V 0<18pojJUKivr], OEV nopOTr]p~8I1KE \J(Tof3oA~ Tr]<; <pap\JaKoKlvr]TIK~<; Tr]<; 

0<18PO\JUKivf')<;. 


Coumarin-Type Oral Anticoagulants/Ano TOU 9TOIJOTOC; KOUtJaPIVIKO AVTITIOKTIKO 

LE lJiO cpoPlJaKOKlvr]TIK~ I-lEAtTr] aMI1Amiopaol1<;. 11 0<18P0I-lUKivr] OEV IJETE[3oME TO 

OVTITII1KTIKO onOTtAEOIJO \JIO<; E<pono~ 060f')<; 15 mg [3op<popivl1<; (warfarin). 11 onoio 

XOP'ly~8r]KE OE uylEi<; E8EAoVTt<; METa Tllv KUKAo<popio lOU <P0P\JOKOU OHlv ayopo 

un~p~ov ovocpopt<; Evioxuor]<; TOU OVTITIIlKTIKOU anoTEAtol-lOlO<; !JETO ono ouyxoP~yr]oll 


0<18POIJUKivf')<; !JE ono TOU OTO!JOTO<; KOU\JOPIVIKel OVTlnf')KTIKel. nopoAo nou OEV EXEI 

TEKIJIlPlw8Ei olTloAoYIK~ ouoXtTloll \JE Tr]V a<ISpolJuKivl1, nptnEI va Oiv(Tat npooox~ OTf') 

OUXVOTr]lO nopOKoAoOSf')0I1<; TOU Xpovou np08p0l-l[3ivr]<; OTOV f') 0<,8P0I-lUKivr] 

XPll01IJOnOlEi101 OE ooSEv£i<; nou AOI-l[3ovouv ono TOU OTOI-101O<; KOUIJOP'VIKO OVTITIf')KTIKO 


Cyclosporin/Ku KAoono piv!J 

L£ lJiO CPOPIJOKOKIVI1TIK~ \J£AtTr] OE uYEi<; E8£AoVTE<; OlOU<; onoiou<; XOpr]y~8r]KE r]IJEP~OIO 


ana TOU OTOIJOTO<; MOr] 0<18PO\JUKivr]<; 500 mg Y'O 3 I1\JEPE<; Kat OKoAou8w<; E<pono~ MOr] 

KUKAoonopivr]<; 10 mg/kg 01 anopptouo£<; Cmax KOI AUCO-5 Hi<; KUKAoonopivr]<; 

f3pt8r]KOV va Eivol 0l1iJOVTlKO oU~r]!Jtv£<;. Luvmw<;, nptml va £~£TO<ETOI IJE npooox~ 11 

TOUTOXPOVI1 xop~yr]Of') TWV <pOpIJOKWV OUTWV. Eov EivOi anapoiTI1Tr]11 TauToxpoVr] 

XOpt'NllO~ TOU<;, nptnEI va napoKOAouSOOVTOI TO £ninEoa TI1<; KUKAoonopivf')<; Kat va 

npoooPlJo<nOl ovoAoyo 11 ooooAoyia 


Efavirenz/Eqm[3'ptvso 

LUYXOP~YI1011 E<pelnO~ f')IJEP~0I0<; 06011<; 600 mg 0<18polJuKivll<; KOI 400 mg £<pa[3lptv<r]<; 

Ylo 7 r]lJtPE<; OEV tOEI~E KOjJio KAIVIKW<; Or]\JOVTIK~ CPOP\JOKOKIVr]TIK~ aMIlAmiopaoll. Mv 

EivOi anopaiTIlTr] 11 npooapl-loy~ Tr]<; Mar]<; TIl<; o<ISpo\JuKivr]<; OTOV oUYXOPIlYEiTOI \JE 

E<pa~lptv<r] 


F I uconazole/<DAou K ovos oA T] 


H ouyxop~Yr]011 \Jio<; E<pc'mo~ 06011<; o~ISpojJuKivll<; 1200 mg OEV \JETtl3oAE TI1V 

<paPIJOKOKIVI1TIK~ I-lio<; Ecpelna~ 06011<; <pAouKova~oAr]<; 800 mg. H OUVOAIK~ noooTIlTa TOU 

<papIJOKOU nou <p80VEI OTr]V KUKAocpopia KOI °Xpovo<; 111J1~wl')<; Tf')<; a~18po\JuKivll<; OEV 

I-lETO[3A~8IlKOV ono Til OUYXOP~YI10f') <pAoUKOva<oAr]<;. OOTOOW nopOTl1p~8r]KE lJia IJEiwof') 

OTIl IJtYIOTI1 OUYKtVTPWOf') Tf')<; 0<18PO\JUKivf')<; 010 nMo\Jo, Cmax. (18%) 11 onoia OEV ~TOV 


KAIVIKO OIl!JOVTIKl'). 
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Ind inavirIlv9illQillm1 
LUYXOP~YflOfl iJia~ Etpc'mo~ 06ofl<;; 1200 mg 0<18POiJUKivfl<;; OEV EiXE OTOTIOTIKO OfliJOVTIK~ 
miopoofl OTflv <.pap\JoKoKIVflTIK~ 800 mg Ivolva!3ipfl<;;, XOPflYOUiJEVfl<;; TpEI<;; <.popt<;; Tflv fl\JEPO 
Yla 5 fl\JtPE<;;. Mv (ivOi anapoiTflTfl fl npooap\Joyr'j Hl<;; 660fl~ Tfl<;; 0~18POiJUKivfle; OTOV 
OUYXOPIlYEiTOI \JE Ivolvol3iPfl 

Methyiprednisoione/ME8uAnQfQIIl(Qjlovll 
LE \JIO iJEAETfl tp0PiJoKOKIVflTIKrle; oAAflAmiopoOfle; OE uYIEie; E8EAovTte;, fl 0~18pO\JUKivfl OEV 
npoKoAWE KonOIO Ofll-loVTIK~ iJETOl3oAr) OTllv tp0Pl-loKOKIVflTlKri Tfle; I-lE8uAnpEovl~oMvlle; 

Midazolam/Mloo(oMblO 
H ouyxoPriYIlOfl 500 mg 0<18p0l-luKivlle; fl\JEPIlOiwe; ylO 3 fl\JtpEe; OE uYIEie; E8EAoVTE<;; OEV 
EiXE we; onOTEAwlJO Konolo KAIVIKO 0lll-loVTlKr) oAAoy~ OTfl tpoPiJoKOKIVIlTiKr'j KOI Tfl 
tpoPI-l0KOOUVoI-lIKrl iJIOe; Etpono~ 0601le; 15 mg I-lloo<oMl-lfle;· 

Nelfinavir/NEA(,Qlvo\3ipn 
LUYXOPrlYflOfl 1200 mg 0~18pOI-lUKfvfle; KOI vEAtplvol3ipfle; OE oT08EponOlfliJ£Vfl KOTOOTOOfl 
(750 mg TPEI<;; tpopt<;; Tflv fll-ltpo) EiXE w<;; onOTtAwiJo Tflv oU~flOfl TWV OUYKEvTpwm:wv Tfl<; 
O~ISpoiJuKivfle; Mv nopOTrlPr'j8flKav KAIVIKWe; Ofll-loVTIKt<;; oVETTl8uIJIlTE<;; EvtpYEIEe; Kol fl 
npooopl-l0Yrl Tfl~ 06011<;; OEV Eivol onapoiTflTfl 

Rifabutin/PI<po\JnOUTi\lil 
H ouyxoP~Yflofl 0<,8POI-lUKivfl<;; I-lE pltpol-lnOUTlvll OEV EnflptoO( TI<;; OUYKEVTPWOEl<;; TWV EV 
Myw <.poPI-l0KWV OlOV opo TOU oiI-lOTO<;;. 
'EXEI nopOT flPIlSEi OUOETEponEvio OE OOSEvEi<;; uno OUYXOPllYOUI-lEVIl 8EponEio 
o~ISPOiJUK[VIl<;; KOI pltpol-lnouTiVIle;· Av Ko, 11 OUO£TEpom:via tXEI OUOXETIOTEi I-l( Tfl XPrl0fl HI<;; 
pltpol-lnouTiVfle;, OEV tXEI TEKI-lflpIw8Ei 01T10AoY1Krl OUOXET10fl Yla TOV OUVOUo0l-l0 Tfle; iJE TflV 
o~lepOIJUKiVfl (!3Atm nopoypotpo 2.8 AVEmSUl-lllTEe; EvtpYEIE<;;) 

Silde_nafillLIAvTEvmpiAo 
LE UYIEi<;; 0PPEVE<;; E8EAoVTE<;; OEV unrlPXov EVOEi~EI<;; miopoOfle; TIl<;; a~18pOI-lUKivfl<;; (500 mg 
flI-lEPIlOiwe; Ylo 3 fliJtpEe;) OTflv AUC Kal Til Cmax Tfl<;; OIAvT£va<.piAIl<;; rl TOU KUPIOU 
I-lETol3oAiTfl HK 

T erfenadine/T E PSD(VoOivO 
¢OPI-lOKOKIVflTIKte; I-lEAtw; OEV tOEI~oV OTOIXEio KonolO<;; aAAflAmiopaOIle; ov0I-lwo OTflv 
0~18pOiJUKivfl KOI OTrlv TEp<.pEVoOivfl 'Exouv ovotpEp8Ei onovlo nEpioTOTIKO onou fl 
meoVOTIlTO oVTiOTOIXfl<;; oAAIlAmiopoor]<;; OEV riToV OUVOTO va onoKAElo8Ei EVTEAwC;. nopoAo 
aUTO, OEV unrlP~£ OUYKEKPliJEVIl tVOEI~r] Oll ouvtl3r] TETOIO oAArjAmiopoOIl 

T heophylline/0to<.puAAivO 
Mv unopxouv EVOEi~EI<;; KAIVIKO Olll-loVTIK~<;; <.poPl-loKOKIVr]T1Krl<;; oAAIlAmiopoor]<;; OTOV r] 
a~lepoiJuKiv 11 Kalil 8EO<.puAAiVIl XOPfiYOUVTOI TOUlOXPOVO OE uYIEi<;; ESEAoVTEe; Ev TOU1OI<;; 11 
oUYXOPrlYIl0r] 8EOtpuAAivr]<;; KOI iJoKpoAIOIWV EXEI OUOXETIOTEI I-lE oU~r]l-ltvo mimoo 
8£OtpuAAivr]<;; OTOV opo. 0<;; EK TOUTOU, OUVIOTOTOI q iJETPIlOll TWV mlTTtowv 8EotpuAAiVIl<;; Enl 
OUYXOPIlYrl0ll<;; O~)SpoiJuKivr]<;;. 

TriazolamlT plo(oMblO 
LE 14 uYIEi<;; ESEAoVTE<;;, r] oUYXOPrlYr]Oll 500 mg 0sISp0l-luKivIl<;; Tr]V 1r] rwtpo KOI 250 mg Til 
211 TWEPO I-lE 0,125 mg TplosoMl-lll<;; Til oElmpIlIWEpo OEV EIXE 0lliJOVTIKrl miopooll OE KonoiO 
tp0PI-l0KOKIVIlTIKI'j iJETol3AIlTrl Trl<;; Tplo~oMl-lll<;; OE OUYKP10lll-lE TO EIKOVIKO tpOpiJOKO 

T rimethoprim -S u Ifamethoxaz oiefT DIIJE80n pi blO- LO uAcpOblE So~o(oAO 
LuyxoPrlYIl0r] TOU o108EPOU OUVOUOOiJou TpII-lEeonpiiJll<;;/oouAtpoiJE80~o~oAO<;; (160 
mglBOO mg) mi 7 Ol-ltPE<;;, I-lo~i I-lE 1200 mg 0<18p0l.luKivIle; TfIV 7r] Ill.ltpo, OEV EiXE 
OIlI.lOVTIKte; ETTiOPOOEIC; OTle; I-ltYIOTEe; OUYKEVTPWOEI<;;, OH) OUVOAIKI'j nOOoHjTO TOU 
<.p0PI.l0KOU nou <.peOVEI OTrlV KUKAotpopio ri OTr)V on£KKplor] ono TO oupo EITE 11)<;; 
Tpl\JESonpiIJIle; (iT( TIlC; oOUA<.pOI-lESO~o~oAr]e; 01 OUYKEVTpWOEle; TO<;; 0~18pol-luKivIl<;; OlOV 
opo I'jTOv nOpOI.lOIEe; IJE OUTE<;; nov txouv nopOTOPIl8Ei 0( oAMe; I-lEAtTEC; 
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~"'~--1 AmCl8uIJ IKO ~mloog;o.·anoopOi, "l Mil YVWaTte, 
4JuXoKlvIlTIKIl un£pOpoaTIlPIOH]TO, 

ovoolJio. nopoolJio 

Muo08tv£lo gravis ([3Atm , 


..__J noooypmpo 24) --t-'-=-______--, 
Op8ollp-IK-t-S-=O-IO-T-O-?O-X---:Ctc; i OTTTIKQ OIOT(]J~9XrJ I..:::L:..::.ULJX~Vc:....ts"---_.___---i 

LlIOTOpOXte, lOU WTOe, KOI I Kw<pworj I LUXVtS 
TOU lIo[3upiv80u I 'EKnTwoll T£1e, OKOUOTIK~e, • 0X1OUXVEe, 

0~0H)TOS. E1J130t<; 
I 'llIly.V()L Ln6vl£C; 


OPOIOKte, OIOlOPOX£e, ~~nollfJwv _IQxl ouxvtS 

Torsades de pointes (KolllloKr'j 
 Mil YVWOTte, 
.lOXUKopOio.Oi K [l'LplTI.lOiou )U3AtnE--. 1-' . 

nopoypo<po 24). oppu8IJio 
([3Atm nopoypo<po 24) 

• mplllolJ[3ovOlJtVIl<; Tile, KOlllIOKr']e, 
I lOXUKOpoioC; 

,A M~oTtc; 	 i 
I 

.'yy'ElOKtc;. OIOTOPOXtC; • YnolOoll 
LlIOTOpOXte, TOU 1 LlIOPPOIO, KOIAIOKO oAyoe" vouTio, noA0 ouxvte, 

YOOTPEVTEPIKOU ~WPIOfJO~ 


HnOTIKr'] Amoupyio 
uOI()AOYLI~KfJ~'~___~~____-+~___ 

I 
, 'Ef-'ooe" ouonEijJio LUXVtC; 

I Mil YVWaTte, 

, LlI01OPOXte, TOU ~nOToe, 
KOI TWV xoAllql0PWV 

-=­ ~___ 
HnoTIKr'] OVETTOPKEIO ([3Atm Mfl YVWOTte, 
nopoypoqlO 241'. IlnmiTiOo 

' , KEpouvo[36Aoe" flnOTIKr'] v£KpwOfl, 
, iKT£ p05..X0AOOTOTIKO

I, LlI01 a pax te, T ou ot P~-O-T-oe,---+U"':E=-~':'::o:J:v:'=8Jh...L~'-=o:':".'-=K-=-Vt):':"0=--1J:..:c0:':'"5:~~~~~~~~~-=--=--=--=-:~L==-U-=,-=-V-E_'S-=--=--=--=--=--=--=--=--=--=--=-~--I.. ... _
KOI lOU uno06plou 10100 

I LlloTapoX£e, lOU 
I-lUOOKEAETIKOU 
ouorrilJOToe, KOI lOU 
OUVO£TIKOU 10TOl! 
LlIOTapoxte, TWV VEqlPWV 
KOI TWV OU PO<popwv oowv 

' LUVOPOIJO Stevens-Johnson, 'OX1 ouxvte, 

I oVTiopOOIl ono qlWTOEUOI081l0io. 

, KviOWOll'--:::-____-,---____--t-c:-:-_______--i 


I TO~IK~ ETiiOEpfJIKr'j VEKpoAuOfl, I Mfl YVWaTte, 

, noAl! 0 0 £P..:..u-=-8:..LfJI:...fJo::.......______i-::- --i 


Ap8poAyia 

I N£qlPIKr'j OVETTOPK£lO o~EiCl, 
vE<ppiTiOO olo)Jwr 

rEvlKt<; OIOlOpOXt<; KOI I Konwoll 
KOTOOTOOEIe; Tile; 0000 i 8WPOKIKO oAyoe" oiOIlIJO, ' 'OX' ouxvte, 
XOP~Y£1O'l<; • oio8£1IJ0 KOKOUXioS, £soo8tvlo£1 
'Ep£uvEC; Apl8lJoe, AqJqlOKunopwv LUXVtC; 

IJEIWlJtvoe;, opl8l.1oe; IlwolvoqliAwv 
OU~lll.1tvoe;, 0ITlOv8pOKIKO oiIJOTOe; 
!JEIW\JEVO 
AOnOpTlKr'] Of.IIVOTPOVOqlEpOo£1 
OU~£1l.1tv£1. 0l.1lvOTpovOqlEP00£1 Tr)C; 
oAovivllC; oU~lll.1tv£1, xoAEpu8piv£1 
oiIJOTOe; ou~rwtvrJ, oupio OiI.1OTOC; 

• OU~rJI.1EVrJ, KPEOTlvivrJ OiIJOTOC; 
OU~fJlJtvrJ, KoAIO oil.1OTOC; 1Jr1 

~oIOAoYII<O .. 
HAE KT pOKOpOIOypOqlrJ lJo, 
OIOOTIlI-lO OT nOpOT£TOl.1tvo 
([3Atm nopoyeo<£lO 24) 

ILuxvi, 

Mil yvwmt<; 


LUXVt<; 


'OXIOUxvtC; 

I I 

I M~ yvwa,i, I 

78 


I 

http:KopOio.Oi
http:I..:::L:..::.ULJX~Vc:....ts


1I11YEn·E.42S0-13/2 
(240) 

• 11 oTToio oTToviwC; KOTtAIl~( OE SOVOTO 

2 9 T. TTpiTTEI va yvwpi~E. 0 ao8Evl'tt;; OE IHpiTTTWOI1 TlOU TTapoAEi41E1 vo m'lpEi 
KClTTOIa 00011: 
Eov TTptm:1 vo AOIJf30V£lE TO epOPIJOKO OE KOVOVIKo XPOVIKo OIOOTrilJOTO KOI 
TTOpOAEi41£TE lJio 00011, So TTptTTEI va TToPETE Til Mall OUTri TO TOXlJTEPO OUVOTOV 
Eav, EV TOUTOIC;, TlAIlOlo~EI 11 wpo VIO Tllv mOIJEVIl MOf) IJIl Mf3ETE Til MOil TTOU 
TTopoAEi41OTE, oAAo ouvEXioTE KOVOVIKo Til SEpOTTEio. 

2 1 0 H~EpojJl1via Ari~l1t;; TOU TlPO'iOVTOt;;: 
AVaVpaepETOI OTf)V E~WTEPIKri KOI (oWTEPIKri OUOKEuooio. ~E m:piTTTwOf) TTOU 11 
IlIJEPOlJllvio OUTri tX£I TToptA8EI IJllv TO XPIlOIIJOTTOlriOETE 

2 11 10loinpEt;; TlpOq>uAa~EIt;; ylO Til q)ljAa~1110u TlPO'iOVTOt;;: 

2.12 H~EpojJl1via HAEUTaiat;; ava8Ewp 11011t;; TOU <puMou OOI1Ylwv: 

3. nJ\HPO<I>OPIEr riA THN OP00J\OrlKH XPHrH TON <I>APMAKON 
------r-- ­

- To epoPIJOKO aUTO OOC; TO tVP041E 0 VIOTPOC; 00<; IJOVO Via TO OUVKEKpllJtVO 
lOT PIKa 00<; Tlpo[3Af)lJo. t::.EV SO TTptTTEI VO TO OiVETE OE oAAo oTOIJO ri va TO 
XPf)OIIJOTTOIEiTE VIO KoTTOIO oAAIl TTa81l01l, xwpi<; TTPOIlVOUlJtvwc; va tXETE 
OUIJ130UAEUTEi TO VIOTPO 00<;, I 

- Eov KOla Til OloPKEIO TIl<; SEPOTTEioC; ElJepOVIOTEi KOTTOIO TTpo[3ArllJO IJE TO I 
epOPIJOKO, EVIlIJEpwon: olJtOW<; TO VIOTPO 00<; ri TO epOPIJOKOTTOIO OOC; 

- Eov tXETE oTTOI00riTTOTE EPWTlllJOTIKo vupw OTTO TIC; TTAIlPOepopiEC; TTOU oepopouv 
TO epoPIJOKO TTOU AOIJf3ovETE ri XPElo~(oTE KOAuTEPIl EVlllJtpwoll Via TO IOTplKO 
00<; TTpof3AIlIJO IJIl OIOToOETE va ~IlTriOETE TIC; TTAIlPoepopiE<; OUTt<; OTTO TO VIOTPO 
00<; Ii TO epOPIJOKOTTOIO 00<; 

- ria va EivOI OTTOTEAEOIJOTIKO KOI OoepoAt<; TO epoPIJOKO TTOU 00<; XOPIlVriSIlKE 80 
TTptTTEI va AOIJ[3ovETOI oUlJepwvo IJE TIl; OOIlViEC; TTOU 001; M81lKov. 

. . 

- rIo Tllv ooepoA£lo 00<; KOI Tllv uVEio 00c; EivOi oTTopoiTllTo VO OIOl3ooETE IJE 
TTpOOOxri Ko8E TlAIlPOepopio TTOU oepopo TO epOPIJOKO TTOU 00<; XOPIlvri81lKE 


No IJIl OIOlIlPEiTE TO epciplJOKO OE EplJciplO TOU AOUTPOU, VIOli 11 ~toTIl Kalil 

uypooio IJTlopEi va oAAolwoouv TO epoplJOKO KOI VO TO KOlOOTriOOUV ETTI[3Aol3tC; 

VIO Tllv uVEioooS. , 


No IJllv KpOTOTE epoPIJOKO TTOU OEV TO XPEIO~(oTE TTAtov ri TTOU ri0ll £xouv Ari~EL 

- ria IJEvoAlJTEPIl ooepoAEro epUM~TE oAo TO epoPIJOKO OE ooepoMC; IJEPOC; 1J0Kpro 
OTTO TO TTOIOIO. 

4, TPOnOr t::.IA0ErHr: To epaPIJOKO aUTO XOPIlVEiTOI IJOVO IJE 10TPlKri OUVTOVri, 

9.To <I>uMo OOI1YIWV y,a TO XpJiOTI1 epOplJOKEUTlKWV TTpO'IOVTWV TTOU TTEprEXOUV 0POOTIKO 
OUOTOTIKO AZITHROMYCIN ylO TI11l0p<PJi: ETlIKaAulljJiva IlE AETlTO UjJtVIO oloKia 
500mg/tab, Opi~£TOI W<; E~ri<;: 

<I>YMO OAHrlON XPHrHr: 
nJ\HPO<I>OPIEr riA TO XPHrTH 

1 1 

1.2 LUv8wl1 • t::.POOTIKri ouoio t::.IUOPIKr'j 0~18polJuKivll 
• 'EKOOXO. 
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1.3 	 <1>oP\-IOKOHXV1Kr; \-IOpq>r;: ETTIKOAuIJIJtvo IJE AEmo UlJtVIO oloKio 

1 4 	 nrpIEKT/TO OE i5pOOTlKr; ouoio: 500 mg avo oloKio 

1.5 	 nEplypoq>r;-ruoKEuaoio: 

1.6 	 <1>aplJoKo9rpOTTEUTlKr; KOHlyopio: AVTI!3loTlKO 

17 	 YTT EtJ9uvoC; KuKAoq>opio<;: 

1.8 	 nopooKEuaoTr;c;I1:uoKEuooTr;<;: 

2.. -TlnI?EnEl_NA..r.J'.Jnp-IZEIELI1LIO~<1>AP.MAKO nay rAr XOPHrHrE a rJATPor 
rAr 

2.1 	 rEVIKi<; TTArlPoq>opiEC;: 
To «'ONOMA npOIONTOL» mpltxEI o~18polJUKivrJ, tva OVlI!310TIKO q>OPIJOKO. To 
OVTI~IOTIKO XPrJOIjJonolouvTOI Via TrJ 8Epomio AOIIJW~EWV ana IJIKP0!310 

2.2 	 Evo(i~ElC;: 

To «'ONOMA npOiONTOb EVOEiKVUTOI Via TrJ 8Epomio ~TTlWV EW<; IJETPIO<; 
!3opln'lTO<; AOIIJW~EWV lOU ovonvEuoTIKOU OUOT~IJOTO<; npoKOAoulJEVWV ana 
£uoio8rJTO oTEAtm IJIKPOOPVOVIOIJWV, onw<; 01: 
/\ol/JwE/.Ie; TOU KaTWTEPOU ovorrVWOTIKOU (6rav E.p.1 orro/JovwBEi fJ mBovo}IOYEiTOI 
rraBoy6vo, waioBryTo in vitro OTryv a(IBpo/JUKivry) 
O~EiE<; !30KTrJPIOKE<; £~OpOEI<; XPOVIO<; !3poVXiTioo<; Oq>EIMIJEVE<; OE Haemophilus 
influenzae, Moraxella catarrhalis, Haemophilus parainfluenzae ~ Streptococcus 
pneumoniae. 
nVEUjJovio ana TrJV KOIVOTrJTO nou o<pEiAnol OE Chlamydophi/a pneumoniae, 
Haemophilus influenzae, Haemophilus parainfluenzae, Moraxe/la catarrhalis, 
Mycoplasma pneumoniae ~ Streptococcus pneumoniae. (ylO TryV rrvw/Jovfa {3Mm 
OI1I·JEiwol1 OTO TO,Oe; Trye; rrapaypo({Jou) 
/\OI/JWt,Ele; TOU OVWTEPOU avorrVWOTIKOU .' 
O~Eio !30KTf)PIOK~ nopopplvoKoAninoo nou O<pEiAETOI OE Haemophilus influenzae, 
Moraxe/la ca tarrhalis , Streptococcus pneumoniae 
cP0puVvoolJuVOoAiTiOO nou o<pEiAnOi OE Streptococcus pyogenes 
EIOIKO, OTrJV OTpEmoKoKKIK~ 0lJuyooAiTioO nptnEI va XPrtOljJonolEiTOI w<; 
EvoAAoKTIK~ 8EponEio, OE 008EVEi<; OTOU<; onoiou<; OEV IJnop(i va xopr]Vr]8Ei Il 
8Epon(io npwTIl<; EKAoV~<;. H mVIKIMivll EivOI TO oUVf)8(<; <paPIJOKO EKAoV~<; Via Hl 
8(pon(io Tf)<; <popuVvoolJuVooAiTIOO<; nou o<p(iAnOi OTOV Streptococcus pyogenes, 
mpIAolJ!3oVOjJEVrJ<; KOI TrJ<; npo<puM~EW<; ana TOV P(UIJOTIKO nupETo. H 
O~18pOIJUKivll EivOI VEVIKO onoT(AwIJOTIK~ Via Hlv EKpi~wOIl TWV oTpEmoKoKKwV 
ana TOV OTOIJOTO<p0puVVo, oMo OEV unapxouv Enl TOU nopovlO<; OEOOIJEVO nou va 
KOTOXUpwvouv Tllv onOT(AwIJOTIKOTf)TO Hl<; O~18pOIJUKivr]<; OTr]V npo<puAo~rt ana TOV 
PEUIJOTIKO nupETo. 
To «'ONOMA npOIONTOL» (voEiKVUTOI EnlorJ<; Via Tf) 8Epomio AOllJw~(WV TOU 
OtPIJOTO<; KOI TWV jJOAOKWV jJopiwv KOI TrtV o~Eio JJEOr] wTiTIOO. 
LTI<; oE~ouaAIKw<; IJETOOIOOjJEVE<; vooou<; OTOV ovopo KOI OTf) VUVOiKO TO «'ONOMA 
IlPOrUNTOL» EVOEiKVUTOI Via Hl 8EpOn(io TWV WI ETTInAEVjJtvwv AOljJW~EWV TOU 
V£VVf)TIKOU OUOT~jJOlO<; TWV o<p(IAojJtvwv OE Chlamydia trachomatis. To «'ONOMA 
npOIONTOb (vOEiKVUTOI, ETIioll<;, Via HI 8Epomio TOU jJOAOKOU tAKOU<; nou 
o<pEiAETOI OTOV Haemophilus ducreyi OTOU<; aVOPE<;. f\ovw TOU jJlKPOU opl8jJou 
VUVOIKWV nou EAo!3ov IJtpo<; OTI<; KAIVIKt<; jJ(AtTE<;, r] onOTEAWIJOTIKOHITO Tr]<; 
O~18pOIJUKivrJ<; OTf)V SEponEio TOU IJOAOKOU tAKOU<; OTI<; VUVOiK(<; O(V tXEI 
TEKlJrJPIWSEi ETIOPKW<; Eni0rJ<;, TO «'ONOMA npOT'ONTOL» [VO(iKVUTOI Via Hl 
8EponEio TWV lJil £nmA(VjJtvwv AOIIJW~EWV TOU VEVVrtTIKOU OUOT~IJOTO<; nou 
o<pEiAoVTOI ot: jJrJ noAUOVSEKTIKO OTEMm Hl<; Neisseria gonorrhoeae. LlI<; 
mpmTWOEl<:; OUTte:; So nptn(t va anoKAEloSOUV ouvunopxoume:; AOI\..H.jJ~EIe:; 
o<pEIAojJ£v£<; OlO Treponema pallidum 
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Moo Tllv OPIOTlKI'j OIOVVWOIl Tile; IjJEUOOf,J£I..Jf)POVWOOUe; KOAiTIOOe;, npETTEl va £<pOPf,JOOTOUV 
8EpomUliKO f,JtlpO. EAO<ppte; mpmlWO£Ie; ljJEUOO/JEf,Jf)POVWOOue; KOAiTiOoe; ouvl')8we; 
OVlOnOKpivoVlOl OTIl olOKonl') HIe; 8EponEiae; 
LE f,JETPI£C; Ii !30plte; mpmTWOEIe; nptml va E~ETO~£TOI 11 OVOVKIl Xopl')vllolle; UVpwv KOI 
IlAEKTpOAUTWV, OUf,JnAIlPWf,JOlIKIie; Xopl')vIlOr]e; npWT£lvwv KOI 8£ponEia<; f,J£ OVTlf,JIKP0!310KO 
<pOPf,JOKO, nou £ivOi KAIVIKWC; onOTEAWf,JOTIKO OHlv KOAiTIOO r] onoio O<p£iAETOI OTO 
Clostridium difficile. 
LE 008EVEi<; fJE oo!3opl') VE<PPIKIi OVETIOPKEIO (GF R < 1Oml/min) tXEI nopOTIlPIl8Ei OU~1l01l 
TIl<; OUoTIlf,JOTIK~e; tK8wr]e; OHlv 0~18pO/JUKivr] KOTO 33% 
nOpOTOOr] HIe; KOpOIOKIie; £novonOAWOIle; KOI lOU OIOOT~f,JOTOe; QT, r] onoio £VEX£I Kivouvo 
ovonTU~r]<; KOPOIOKWV oppu8/JIWV KOI torsades de pointes (KOIAIOKI'j TOXUKOpOio OiKr]V 
pITiiOiou), txouv nopOlr]PIl8£i OE 8£pomio f,JE oMo f,JOKPOAiOIO. nop6J-l010 on01EAWJ-l0 OEV 
f,Jnop£i va onoKA£108Ei T£A£iw<; f,JE Tr]V 0~18pOf,JUKivr] O£ 008£VEi<; f,JE oU~Ilf,Jtvo Kivouvo 
napOlETOptvl1e;I(OPOlOKT]c;rnOVOTT6AWor]<;(!3MnE nopoypoqlO 2~8AvnTJeUp'1TE<;-r.vtPVr.Ir.<;), 
ETIOf,Jtvwe; onomiTOI npoooxli KOla Tr] 8EponEio 008EVWV 

• ME ouvvEvli Ii TEKf,Jr]PIWf,JtVr] nopOTOOIl TOU OIOOTIif,JOlOe; QT 
• 01 onoiol Eni TOU nop6vlO<; AOf,J!3avouv 8Epon£io fJE oM£<; OpOOTIKte; ouoiEe;, 01 
onoiEe; EivOI vvwOT6 Oll napoTEivouv TO OIOOTr]f,JO QT, 6nw<; OVTlOPPU8/JIKO TO~r]e; IA 
KOI III, ol£:onpioll KOI TEp<p£vooivrJ 
• ME rJAEKTpOAUTIKt<; OIOTOpoxte;, IOIOiTEPO OE nEpmTwO£Ie; unOKOAIOI/Jioe; KOI 
uno/JovvrJOI01f,Jioe; 
• ME KAIVIKO OXETI~6/JEVrJ f)poOUKOpoio, KOPOIOKIi oppuSf,Jio Ii oo!3opli KOPOIOKIi 
oVEnopKEIO 

LE OOSEVEie;, 01 onoiOI AOf,J!3ovav 8Epomio f,JE O~ISPOf,JUKivrJ, txouv oV0<p£pSEi £~OpOEI<; TWV 
OUf,JnTWf,JOTWV TrJ<; f,JUOoStv£IOe; gravis KOI vto Ef,J<pOVIOrJ ouvop6f,Jou /Juo08tv£Joe; (BMnE 
nopovpo<po 2.8). 
Oaov o<popo TrJ S£ponEio TrJ<; nv£uf,Jovioe;, r] O~ISpof,JuKivrJ tX!:1 onoo£lx8£i 6T1 £ivOI 
oo<poAIie; KOI onOT£AWf,JOlIKIi /J6vo Via TrJ 8Epon£io lrJe; nv£u/Jovioe; ono TrJV KOIV6TrJTO 
EAO<ppa<; !30pOTrJTO<; nou o<pEiAETOI OTOV Streptococcus pneumoniae Ii OlOV Haemophilus 
influenzae, OE 008EVEi<; nou KpivOVTOI KOlOAArJAOl Via E~WVOOOKO/JEIOKIi S£ponEio on6 TOU 
OTOf,JOlO<;. H 0~18pOf,JUKivrJ o£v nptnEI va XPrJolf,JOnOIEiTOI OE 008EVEi<; J-lE nvwf,Jovio, 01 
onoiOl KpivoVTOJ OKOlOMrJAOI Via £~WVOOOKOf,J£IOKri SEpon£io ono TOU oT61..JOTOe; E~olTio<; 
f,JOpiou !308f,JoU Ii !3op£io<; AoilJw~r]<; Ii Mvw Onop~r]<; onolouOl')noTE ana TOU<; OKOAou80u<; 
nopovovT£<; KIVOUVOU 

• 	 oo8£v£ie; npoo!3ArJ8tvT£e; ana £vOOVOOOKOf,J£IOKO noSovovo 
• 008EV£Ie; /J£ VVWOTI') I') m80vOAOVOUJ-lEVr] f,JIKP0!3101IJ io 

• ooS£vEie; ononouvT£<; £IOOVWVI') O£ VOOOKOf,JEio 

• 	 r]AIKIWf,JEVOI I') £~008EVrJJ-ltVOI 008£VE\(; I') 
• 	 ooS£v£ie; f,J£ ouvunopxovTO OrJf,JOVTIKO npo!3AI')f,JOlO uv£ioe; TO onoio f,JnopEi va 

ETIl1pEooouv Hlv IKOVOTrJTO oVTiopoo~e; lOUe; npo<; Tr] vooo 
(mpIAOf,J!30V0J-ltvwv HIe; OVOOOKOTOOTOAI')e; Ii TrJ<; AWOUpYIKIie; oonArlvioe;). 

110 TrJ 8£pon£io TIl<; nVEUJ-lovioe; ana HI KOlvOH1TO XPr]olf,JOnOIOUvTOI ouvli8we; ouvouoof,Joi 

OVTI!310TlKWV (KUpiw<; !3-AOKTOf,JrJf,J£ f,JOKPOAiOrJ). L£ K08£ mpimworJ nptml va AOlJ!3ovovTOI 

uno4JrJ 01 E8v1Kte; KOT£u8uVTIiPI£<; oOr]yi£e; Via Tr] 8£pon£io TrJe; nv£uf,Jovioe; ana TrJ KOIVOTr]TO. 


2.42 HAIKIWf,JtVOI aoSEv£ie; 

Mv On0I1£I101 npooapJ-lovli Tr]<; ooooAovia<; OlOUe; r]AIKIWf,J£VOUe; 008£VEi<; yla lOUe; 

onoioue; onOIT£iTOI va M!3ouv S£pon£io 0~18POf,JUKivr]<;. 


2.43 KOr]orJ 

H 0~18pOf,JUKivrJ So nptn£1 va XPrJOIf,JOnOIEiTOI KOTO TrJ OIOPK£IO 1r]e; KUrJOrJe; f,JOVO EOV £ivol 

ao<pwe; onopoiTrJHI 


2.4.4 10AouXio: 

Onwc:; noMa <pOPJ-lOKO TO onoio £KKpivoVTOI 010 J-lrJ1PIKO VOAO, rJ 0~18pof,JuKivll O£ So 

nptn£1 va XPr]OIf,JOnol£iTOI Via TrJ 8Epom:io VUVOIKWV nou SrJAO£:OUV £KT6<; KOI ((:tv 0 IOlp6e; 

TIlaT£UEI 011 TO OUVr]TlKa O<ptAr] OIKOIOAOVOUV TOU<; OUVrJTIKOO<; KIVOlJVOUe; Via TO !3pt<poc:; 


2.4.5 nOJ()la. 
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KOlJiO af)IJOvTIK~ £TTiopoof) OTO mimoo Trle; KOp~olJo(mivf)e; ~ TaU OpOOTIKOU IJ£TO~OAiTf) 
Tf)e; aTO TTAOOIJO OE ooSEv£ie; TTOU £MIJ~OVOV TOUTOXPOVO O(ISpOlJuKiVIl 

CimelidinelIljJ£TloivQ 

L£ lJio qlOPIJOKOKIVf)TlK~ IJEAETIl OTIlV OTToio £~ETOOSf)KE f) miopoof] mi Tf)e; 

qlOP!JOKOKIVIlTIK~e; Tile; O(ISp0!JuKiVIle; IJIOe; EqlOTTO~ MOlle; oIIJOIOivlle;, TTOU XOPlly~SIlKE 2 

wp£~ TTplV OTTO Tf)V o(ISpolJuKivll, OEV TTOp01IlP~SIlKE IJETO~oM Tf)e; qlOP!JOKOKIVf]TIKr;e; Tile; 

O(ISpoIJUKiVIle; 


Coumarin-Type Oral Anticoagulants/ATTo TOU mOblO1OS KOUbJOPIVIKO AVTITTOKTIKO 

LE !Jio qlOPIJOKOKlvIlTIKr; !JEAETIl oAAf)AmiopOolle;, f) 0(18pOIJUKivf) D£v IJETt[30AAE TO 

OVTITIf)KTIKO OTTOTtA£OlJO !J10e; EqlOTTO~ MOf]e; 15 mg [3opqlopivf)e; (warfarin), f) oTToio 

xOPrJyr;SIlKE O£ uYIEie; ESEAovTte; METa Tllv KUKAOqlopio TOU ql0PIJOKOU OTrlv oyopo 

UTT ~p~ov ovoqlopte; Evioxuoll<;Tou' OVTITT rp<TlKOD OTT01 E7ItOIJOTOe;-p£ TO-OTTrr-OtJYXOP~YIlOIl 


O(ISp0!JuKiVIl<; IJE OTTO TOU OTOIJ01Oe; KOUIJOPIVIKO OVTITTIlKTIKO. nOpOAO TTOU OEV tXEI 

T£KIJIlPlwS£i OITlOAOYIK~ ouOXtTIOIlIJ£ TrlV O(ISpOIJUKiVIl, TTptml vo OiVETOI TTPOOOXr'] OTIl 

OUXVOTIlTO TTOPOKOAOOSIlOIle; TOU XpOVOU TTpoSpOIJ[3iVIle; OTOV 11 O(ISPOIJUKiVIl 

XPrJOIIJOTTOIEiTOI OE ooS£vEi<; TTOU AOIJ[30VOUV OTTO TOU OTOIJ01Oe; KOUIJOPIVIKO oVTITTIlKTIKO. 


.Qyclosporin/Ku KAoOTTOpivr] 

L£ lJio qloPIJOKOKIVrJTlKr'] !JEAtTf] OE uYEie; E8EAoVTte; OTOUe; oTToioue; XOPllyr;SIlKE IlIJEpr;OIO 

OTTO TOU OTOIJ010e; 00011 o(ISpolJuKivlle; 500 mg ylO 3 IllJtpEe; KOI OKOAOUSWe; EqlOTTO~ MOil 

KUKAooTTopivlle; 10 mg/kg 01 oTTopptouoEe; Cmax Kol AUCO-5 Tile; KUKAooTTopivlle; 

[3ptellKoV vo Eivol 0IlIJOVTlKO OU~lllJtVEe; LuvmWe;, TTptml vo E~ETO(ETOI IJE TTpOOOxr; Il 

TOUTOXPOVIl XOP~YrJOf] TWV ql0PIJOKWV OUTWV. Eov EivOi OTTopoiTIlTll1l TOUTOXPOVIl 

XOP~YIlO~ TOUe;, TTp£TTEI va TTOPOKOAou80uVTOI TO mimoo TIl<; KUKAOOTTOpivlle; Kol vo 

TTPOOOP!JO(ETOI ovoAoyo 11 ooooAoyio. 


E favirenz/E qlO~ 


LuyxoP~YIlOIl EqlOTTO~ IlIJEpr']0I0e; MOlle; 600 mg o(18polJuKivlle; KOI 400 mg Eqlo[3lp£V(Ile; 

YIO 7 IllJtpEe; OEV £OEI~E KOlJio KAIVIKWe; OqIJOVTIK~ qloPIJOKOKIVIlTlKr'] oAAIlAmiopoof]. f:..£v 

Eivol oTTopoiTIlTIl 11 TTPOOoplJoyr; Tf)<; OOOf)e; Trle; 0(18polJuKivlle; OTOV OUyxoPIlYEiTOI IJE 

EqlO~lptV(Il· 

Fluconazole/<PAouKOvo(oAO 

H ouyxop~Yf)o'llJio<; EqlClTTO~ MOlle; o(ISpolJuKiVIle; 1200 mg OEV IJETt[3oAE Tllv 

qlOP!JOKOKIVf)TlKr'j !Jioe; EqlClTTo~ MOlle; qlAOUKOVo(OAIle; 800 mg H OUVOAIKr'j TTOOOTr)TO TOU 

qlOplJOKOU TTOU ql8ov£I OTllv KUKAoqlopio KOI 0 xpovoe; fllJl(w~e; Tfle; 0(18polJuKivlle; OEV 

IJETO[3Ar']SIlKOV OTTO H) OUYXOP~YIlOIl qlAOUKovo(oAIle;, OOTOOW TTOP01IlP~SIlKE !Jio IJEiwOfl 

OTfllJtYIOTIl OUYKtVTPWOIl Tr)e; 0(18PO!JUKivlle; OTO TTAOOIJO, Cmax, (18%) 11 oTToio OEV ~TOV 


KAIVIKO 0flIJOVTIK~. 


Indinavir/]vOlvo 0ipn 

LUYXOP~YIlOIl !Jioe; EqlClTTO~ MOlle; 1200 mg 0(18polJuKivlle; OEV EIXE OTOTIOTIKO 0IlIJOVTIKr'] 

ETTiopOOfl OTr)V (('OPIJOKOKIVIlT\Kr'] 800 mg IVolvo[3iplle;, XOPflYOU!JEVIle; TpEI<; qlOpte; Tllv IllJtpo 

Yla 5 ll!JtpEe; f:..£v EivOi oTTopolTIlTll1l TTPOOOPIJOYr'] Tile; MOlle; Tile; O(ISpOIJUKivll<; OTOV 

OUYXOPIlYEiTol IJE Ivolvo[3iPIl. 


Methylpredniso\one/ME8uATTpEovl(oMVr] 

LE !Jio IJEAtTIl ql0PIJOKOKIVIlTIKr;e; oAAflAmiopoOIle; OE uYIEi<; ESEAoVTt<;, Il o(ISpolJuKivf) OEV 

TTPOKOA£OE KOTTOIO 0IlIJOVTIKr'] IJETO[3oAr'] OTllv ql0PIJOKOKIVIlTIKr'] Tile; IJESuATTpEOVI(OAOVfle;. 


Midazolam/Mloo(OAOWf1 

H ouyxoP~YflO'l 500 mg o(ISpolJuKivlle; Il!JEPlloiw<; ylO 3 IlIJtpEe; OE uYIEie; ESEAovTte; o£v 

EiXE we; OTTOTtAEO!JO KOTTOIO KA,V,KO Of)!JoVTIK~ oAAoy~ OTr) qloPlJoKOKIVflTIKr'] KOI H) 

(('OPlJoKOOUVOIJIKr'] 1J10e; EqlOTTO~ MOr)e; 15 mg IJloo(oMIJIle; 


Nelfinav if IN EA <pIVO fum] 

LuyxoP~Yr)OIl 1200 mg o(ISpoIJuKivfle; KOI vEAqllvol3ipf)e; OE OTOS£POTTOlfl!J£vfl K01OmOOf) 

(750 mg Tp£le; <pO pte; Hlv fllJtpO) EiXE we; OTTOT£AEO!Jo Tf)V OO~lloll TWV OUYKEVTPWOt:WV Tile; 
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2.7 	 Ym:pooool\oyio - AVTIIJETwm0'l: 

IE mpimwa'l UTTEpooaoAoyioS onOlTEiTOJ 'l EtpOPJJOy~ Y£VIKWV OUJJnTWJJOTIKWV 

KOI unOOT'lPIKTlKWV JJtTPWV S£pon£ios, OVOAOyo JJE T'lV n£pimwo'l. 

Tr]A KtvTPOU ~r]A'lTr]pJ(JOE:WV 21077 93 777, AS~vo 


28 AVETTIeUIJ'ln:~ [vtpyw:~: 
o TTOPOKOTW nivoKo<; mpltXEI TI<; OVETTlSUJJ'lTE<; £vtpY£J£<; nou EJJtpovioTr]KOV JJtow Tr]<; 

EJJTTElpio<; ona KAIVIKt<; JJEAtTE<; KOI T'l<; nopoKoAOUSr]O'l<; TOU tpOPJJaKOU JJoo T'lV 

KUKAO<jlopio TOU OTr]V oyopa, KOHl KOlr]yopio OPYOVIKOU OUOT~JJOlO<; KOJ OUXVOT'lTO. 01 

OV£TTlSUJJr]TE<; Evtpym<; nou q.JtpOViOTr]KOV JJETa I'lV KUKAO<jlopio lOU tpOPJJOKOU OTr]V oyopo 

onooioOVIOI ~E nMYlo ypOJJJJOTO. H KOTr]yopio OUXVOTr]TO<; EJJtpOVIOr]<; Opi~£TOI OUJJ<PWVO 

JJ£ T'lV TTOPOKOIW OUV8~Kr] nOAu Ouxvt<; (~ 1/10). LUXVt<; (~ 111 00, < 1/10), OXI ouxvt<; 

(~1/1.000, <1/100), LnovI£<;(~1/10.000, <1/10000), nOAu onovl£<; «1/10000), KOI M'l 

YVWOTt<; (o£v JJnopouv va £KTlJJ'lSOUv JJE 1300'l TO OIOStOlJJO OEOOJJtvO). EVTO<; Ko8E 

KOT'lyopio<; OUXVOI'lTO<; £JJ<POVIO'l<;, 01 oVEmSuJJ'lTE<; EvtpY£l£S nopOTiS£VTOI KOla <jlSivouoo 

O£IPO aol3apoT'lTO<;. 


AVEmSUJJ'lT£<; £vtpym<; £Vo£xoJJtvw<; ~ mSovw<; OXETI~OJJ£V£<; JJ£ I'lV o~ISpoJJuKiv'l JJ£ 

1300'l TrjV q.JTIElpio ono KAIVIKt<; I.lEAtTE<; KOI T'lV nopoKOA008'lor] TOU <P0PJJOKOU JJETO T'lV 

KUKAo opio lOU OT~OyOpO ~~~___._._.'_'_'_' . . 

KOl'lyopio 0pYOVIKOU 7VETTlSUJJ'lT'l EvtpYEIO I LUXVOT'lTO l 

~~~:~~~~~~----------.- KovTNrioa'l, KOVTlVTio0'l TOU . OXI ouxvt-<;-------lk' 	 II', 

nopOOITWa£l<; 	 OTO!JOlOS, Aoi~~,<:oAn~~ j
4J£UOOI.lEJJI3PW0'l<; KOAiTIOO WAtm TMrlYVWOT£<; . 

---c----~~.-. I TTOPOypO<po 2.4) +1-::::-__-,--____. 
~IOTOpOXt<; lOU I\EUKon£vio, OUO£T£pomvi!:!.___._...L9xl ouxvtL~_ 
al~Onol'lTIKOU KOI IOU 0poJJl3omvio, arI-lOAuTIK~ ovoll-lio I M'l yVWOTt<; I 

j 

A£ C£l.KOU auaTr']IJOTO~ 


~101opoXts TOU ~ooiOrJl!.2.~.~.m.,=p_(u_o_l_o_8-=,--o_io -1 


oVOOOTTolllTIKOU I Avo<jlUAOKTIK~ oVTiopo0'l {I3AtTI<: 


' ~~O~~~,\Jo~T~<;<;TOU----'~--r'~~~~aJ6-~·L1L 
JJ£TOl3oAlo~ou KOI H1<; 

\
r~futx~2:P'Kt<; OIOTOPOXt~-~ I N(UP;K6TrJTO-~~~-'---==--' OXI ou.x':'_ts"--___~ 
I 	 ~lty£po1l.__~_~~_______ ~ I Ln6vl£S .----j 
I ___._._.. EmSOIKoTI)TO, oYXoS .__._~~~____. 
~IOlOpOXtS lOU V£UPIKOU ZOA'l, K£~oAoAyio, nopOioS'loio, I LUXVt<; . I 
ouaT~JJOTo<; OUO £vOla I 

YnoloSQaio, unvrJAio, ounvio t-:-:O:-)X-II-O-U-X'V-(-:-~<;---~ 
i I\m08uJJIKO £n£looOIO, anooJJoi, Mr] yvwoTt<; 
tjJUXOKIV'lTlK~ un£pOpOOT'lPIOT'lTO, 
ovooJJio, nopoolJio 
MuooStv£lo gravis (I3Mm 

_.__.____.__ ~__~~...=o_2.~...4..L)-:-----------\--=---:--~-----__J 
~Q~}.,b1IK£S OIOTOpOXtS OmIKr} oIOloPoxL______ LLLJXV_t....S_____....._ 
~IOTOpOX£<; TOU WTO<; KOI Kw<pworJl'Tuxv~ 
TOU Aol3upivSou 'EKmwo'l H1<; OKOUOTlK~<; I 'OXI ouxvt<; 

I osuTrt!..CJ~1:'~ -------->.1-:=--______---" 
:01YYoS 1 Ln6vIES 


KapoloKts OIOTOpoXt<; I 
 AioS a noA WV 'OXI ouxvtL_~~-j 
Torsades de pointes (KOIAIOK~ M'l yVWOTt<; 
TOXUKOpoio OiKIlV pmlOiou) (I3Atm 
nopaypotpo 2.4), oppu8JJio 
(I3Atm nopaypo<po 2.4) 
mpIA0l-ll3oVOlJtvll<; Tr]<; KOIAIOK~<; 
TO UKO oio 

___+-C-~_.J.>-.--"____ 

I LUXVt<; 
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~~~~:-PV-O~-~l~-~-~-~~'-TO-<;~_-II!-·_T,-~_-.I...l~~~~~:=:I=~=~=E-I~T-O'--U-P-Y-iO-J.1-Il--·~~===F~~fis---~~i 


I
<PUOIOAOYIK~ I 
HTTOTIKr) ovmopK£lo (f3Atm : Mil YVWOTt<; 
nopaypoq?o 2.4)*, IlTTOTiTioO 

• KEpouvo!36AO<;, IlTTOT1Krl vtKpwOll, 
1--__________-+_IKTED05 XOAOOTOTlK.QS"--___ 

-.-6.jOlOpaxt·SJDlLoip.jJam<;--·__t·=-E~·2.:o=·~:==.=o",,~.KlI.:.=::r.;cr:.:.c...:6=-="--,--=--,-,----,-,-=,-,--+-=L~U:'lS.xv,-i,--,S'--:---___---1 
. KOI TOU uTTo06pIOU 10TOO Luv6poIJ0 Stevens-Johnson, 'OXI OUXVE<; 

oVTiopooll OTTO q?WTOEUOI081l010, 
• Kviow0J] 
TO~IKr) ETTIOEpIJIKr) VEKpOAuoll, I Mil YVWOTE<; 
TTOAUIJOPPOEp08fJIJo 
Ap8pOAvio IIuXvt\------II fllOTOpoxte:; TOU 

IJUOOKEAETIKOU 
I OUOTrlIJOTO<; KOI TOU I 

OUVOETIKOU 10TOU 
I fllOTOPOXtS TWV VEq?PWV N«PPIKrl OVmapKEIO o~Eio, I Mil YVWOTE<;
IKm'WV oupo¥>pwv oliwv vEq?pfTlOO OIOfJEOfJ 

rEvlKt<; OIOTOPOXte:; KOI K6TTWO~.~_____.~________I~'=L_UX~V_t~<;~_____---I 

. KOloarooEIe:; TIl<; ooou 0WPOKIK6 OAVOe:;, OIOllIJO, 

Xop~y 'l_o-'-IlS"--__ 
 oioe 	 a KaKOU io ,E 008tvl0 

~---~-~~ 
Ap18fJ6<; AEfJ<POKUTTOPWVEpVOOTIlPloKt<; 
J.1EIWfJtVOe:;, oplSlJ6e:; Ilwolvoq?iAwv 
OU~IlfJtvo<;, OITTOVepOKIKO OlfJOTO<; 

EIWlJtVO 
AOTTOPTIKrl OfJ1vorpOVOq?EPOOll 
OU~IlfJtVII, OIJIVOTPOVOq?EPOOll HIe:; 
OAoviVII<; OU~lIfJtvIl, XOAEPUSpivIl 
OiJ.1OlOe:; OU~IlJ.1tvIl, oupio OiIJOTOe:; 
oU~IllJtVIl, KpEOTIvivIl OifJOlO<; 
OU~IlJ.1tvlI, KoAIO OiIJOTOe:; IJIl 

TTOpO~£TpOI 

UOIOAO IK6 
HAEKTPOKOpOloypaq?rWO, IMil YVWOTte:; 


I OIOOTIlfJO OT TTOPOlElOfJtvO 

~__________-,i~(,,-§_AE_'TT_E_nopoY£2<po 2:....4..L)_____-'--____~__. .. 


• 11 oTToio OTToviw<; KOTtAIl~E OE SaVOlO 

29 	 TI npinEI va YVWpi~EI 0 a08Evl'j<; OE nEpfnTwoll nou napaAEi!pEI va nopEI 

KonOla 06011: 

Eov TTptTTEI va AOfJf3avETE TO <paPfJOKO OE KOVOVIKO XPOVIKO OlooTi'lfJOTO KOI 
TTOpOAEiljJElE fJio 06011, So TTptml va TTOPElE Til 06011 OUTr) TO TOXUTEPO OUVOTOV. 
E6v, EV TOOTOIS, TTAIloI6~EI 11 wpo YIO TIlv m6fJEvIl Moq J.11l M!3ETE H) 06011 TTOU 
nOpOAEiljJOTE, oAM OUVEXioTE KOVOVIKO Til GEpomio 

210 	 HI-IEpolJllvia AI'j~Il<; TOU npo"i6vTO<;: 

AvoVPd<pETOI OTIlv E~WTEPIKr) KOI EOWTEP1Krl ouoK£uooio. L£ TTEpimwoll nou 11 

IlJ.1Epo~llvio OUTr'j tXEI TTOptA8EI fJllV TO XPllOIIJOTTOIr'jOETE. 


2 11 	 loraiHpE<; npQ(puAO~EI<; Via Til q?uAa~1l TOU npoi"6vTO<;: 

2.12 	 HIJEpolJIlvia TEAEUTOio<; ovo8El.iJPIlOll<; TOU q>uMou oOllVlwv: 
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3. 	 nJ\HPO<POPIEr riA THN OP00J\OrlKH XPHrH TON <PAPMAKON 

1 _ To <.pc'tp~OKO aUTO OOC; TO tVpOljJE 0 VIOlp6C; ooc; ~6vo Via TO OUVKfKPI~tVO 
IOTPIKO 00c; TTpoi3ArHJO. Mv So nptnEI va TO OIV£TE OE c'tMo c'tTO~O ~ va TO 

\ 
i XPrJOl~OTTOIEiTE Via Kc'tnOIO c'tMrJ nc'tSrlOrJ, xwpiC; TTpOrJVOU~£vwe; va tXUE 
. Ou~i30UA£UTEi TO VIOTPO OOe; 

- Ec'tv KOlc't TrJ OIc'tPK£lO Hle; SEpomioe; £~<.pOV10T£1 KCJTTOIO TTpOi3ArJ~O ~E TO 

<.pc'tp~OKO, EVrJll£PtJ.JOTf OlJtowc; TO VIOTPO Ooe; ~ TO <.pOp~OKOTTOIO ooe; 

- Ec'tv tX£T£ OTTOIOO~TTOTE EPWTrJIJOTIKc't vupw ana Tie; nArJPO<.popiEe; nou o<.popouv 
TO <.pc'tp~OKO TTOU AOIJi3c'tV£TE ~ XP£Ic't~WTE KOAUT£PrJ £vrJIJEPWOIl Via TO IOTPIKO 
ooe; TTpoi3AIlIJO 1.111 OIOTc'tO£Tf va ~IlT~O£TE TIe; nArJPo<.popi£e; OUTte; ono TO VIOlpO 

I OOC; ~ TO <.pOPIJOKOnOIO OOC;. 

/. ­ rIEl-VEl-£i-VElH3TTGT[AWtJmjK6-K.Q1-a0<.poM.t;~le-<.pOPIlGK0'"'1i..(2}U~Ga~XGPIlY~8IlK£~eO
I nptTTEI va AOIJi30V£T01 OUIJ<.pWVO IJE TIC; OOIlVi£C; nou OOC; i56SIlKOV. 

- ria TIlV oa<.poMlo 00C; KOI Tllv UVEIO 00C; EIVOI OTTOPOlTrJTO va OIO(3oo£T£ IJE 
I TTPOOOX~ Kc'tS£ n AIlPO<.popio nou o<.popci TO <.pOPIJOKO TTOU OOe; XOPtly~eIlKL 

- No IJrJ 010lIlPEiTf TO <.pOPIJOKO Of £PIJOPIO TOU AOUTPOU, VIOli f') S£OTIl KOI rJ 
uypooio ~JTTopfi va oMOIWOOUV TO <.pOPIJOKO KOI va TO KOlOOT~OOUV ETTl(3Ao(3te; 

I Via TIlV uy£io ooc;. 

I - No IJllv KpOlOTE <.pOPIJOKO TTOU O£V TO Xp£10~WTE nMov ~ nou ~Oll txouv A~~£L 
-riO IJEYOAUTEPIl OO<.pc'tAfIO <.pUM~T£ OAO TO <.pc'tPIJOKO Of oo<.poMe; IJtpoe; 1J0KPIc't 

I ono TO TTOIOIc't 

4. 	 TPOnOr t:dA0ErHr: To <.pc'tPIJOKO aUTO XOPIlV£iTOI IJOVO IJ£ IOlPIK~ OUVTOY~ 

10. To <PuMo OOI'}Vlliw Via TO XPrlOTI'} <.p0PIJOKEUTIKWV npOiovTWV TTOU m:pltxouv OPOOTIKO 
OUOTOTIKO AZITHROMYCIN VIa TI'} ~opq>rl: KOlVOKIa, oKAl'}pO 250 mg/cap, Opi~ETOI we; 
E~~e; 

<PYJ\J\O Ol'1HrlON XPHrHr: 
IlJ\HPO<POPIEr riA TO XPHrTH 

1.1 

1.2 	 tuv8w'l • ~pOOTIK~ ouoio 

• 'EKOOXO 

1 3 <l>apl-laKOTtXV1Krll-l0pq>r'): KOljJOKIO, OKAIlPo. 

1.4 ntpltKTIKOTrpa ot OPOOTIKJl ouoio: 250 mg o~lepo~uKiVIle; avo KOljJOKIO 

1 5 ntplvpaq>r')-rUoKtuooio: 

1.6 <l>aplJoKoBEpom:uTIKr') KOTl'}vopio: AVTli3IOTIKO 

1 7 Yntl:'BuvoS KUKAOq>OpioS: 

1.8 napooKEUaoTtls/ruOKWOOTtlS: 

TO ct>APMAKO noy L:AL: 

2 1 	 rtVIKts nAfJPoq>opitC;: 
To «ONOMA npOiONTOL» mpltXEI 0~18poIJUKivll, tva OVTI(3IOTIKO <.pOPIJOKO. To 
aVTlpIOTIKc't XPrJlJIlJOTTOIOlJVTOI Via Til 8£pomio AOIIJW~EWV OTTO IJIKp6(310. 

2.2 EvOri~EIS: 


To «'QNOMA npOfONTOL» [vOEiKVUTOI Via Hl 8£pomio ~TTlWV twe; IJtTpIOe; i3oplJTIlTOe; 
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AOI •.H.iJ~£WV TOU ovonv£uoTIKOU OUOT~IJOTO<; npOKOAOUIJ£VWV ono £uoi08rllo OTEAEXIl 

IJIKPOOPVOVIOIJWV, onw<; 01 

/\oIJlW~EI<; TOU KOTWTEPOU avanVWOTIKOU (6rav [XU anojJovw8li fJ TTl8avo).oyliTOI 

na8oy6vo, waio8f]TO in vitro OTf]V a(/8pojJUKivf]). 

O~£iE<; 130KTIlPloKte; E~OpO£l(:; xPOVIOe; I3povxiTloo<; Orp£lAOIJEVE<; O£ Haemophllus influenzae, 

Moraxella catarrhalis, Haemophilus parainfluenzae ~ Streptococcus pneumoniae 

nVEUjJovio ono Tllv KOIVOTIlTO nou orpEiAETOI OE Chlamydophila pneumoniae, HaemophJlus 

influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumoniae r') 

Streptococcus pneumoniae. (yla Tf]V nvwjJovia {3Mm Of]jJliwof] OTO Tl)'o<; Tf]<; 

napayparpou} 

/\OIJlW~EI<; TOU aVWTlpoU avarrVWOTIKOU . 

O~Eio 130KTIlPIOK~ nopopplVOKOAnfTloo nou orpEiA£TOI OE Haemophilus influenzae, 

Moraxe/la catarrhalis, Streptococcus pneumoniae. 

(j)0PUVVOOIJUVoOAiTIOO nou orpEiAETOI OE Streptococcus pyogenes. 

EIOIKa, OTllv OTpEmOKOKKIK~ 0IJUVooAiTIoo nptml va XPIlOllJOnOIEiTOI we; EVOAAOKTIK~ 


8£ pOTErO, OE 008£VEle; OTOUe; onolou<; OEV IJnopEi va xoprWIl8Ei 11 8Epomio npWTI1e; 

EKAOVr')<;· H mVIKIMivll Eival TO ouvI18£<; rpOplJOKO EKAOV~<; VIO TI1 8Epomio TIl<; 

rpOPuyyoOlJuvoaAiTloa<; nou orpEiAETOI OTOV Streptococcus pyogenes, mpIAolJl3oVOIJEVIl<; 

KOI 111<; nporpuA6~EW<; ana TOV PEUIJOTIKO nupoo. H 0~18pOIJUKivl1 EivOi YEVIKO 

onOH:A£OIJOTIK~ Via TI1V EKpi~WOI1 TWV OTpEmOKOKKWV ana TOV OTOIJOTOrpOPUVVO, OAM OEV 

uncipxouv Eni TOU nopovTO<; OEOOIJEVO nou va KOTOXUPWVouv TI1V anOTEA£OlJOTIKOTI1TO TI1<; . 

o~IepOlJuKiVIl<; OTI1V npo<puAO~11 ana TOV PEUIJOTIKO nup£To. 

To «ONOMA npoIONTOb EVOEiKVUTOI ETIior]<; Via Til 8Epomio AOIIJW~EWV TOU OtPIJOTO<; 

KOI 1WV 1J0AoKWV lJopiwv KOI Tllv O~Eio IJEOIl wTiTIOO. 

ITI<; oE~ouaAIKw<; IJETOOIOOIJEVE<; voooue; OTOV OVopo KOI OTIl yuvOiKo TO «ONOMA 

npO'i"ONTOb EVOEiKVUTOI Via Hl 8EponEio TWV IJI1 ETIITIAEVlJtvwv AOIIJW~EWV TOU 

VEVVIlIIKOU OUOl~lJoTO<; TWV OrpEIAOlJtvwv OE Chlamydia trachomatis To «ONOMA 

npOIONTOI» EVOEiKVUTOI, Enior]<;, Via 111 8EpanEio TOU IJOAOKOU tAKOU<; nou orpEiAETol 

OIOV Haemophilus ducreyi OlOU<; OVOPE<;. Aoyw TOU IJIKPOU opl81J0U VUVOIKWV nou tA0130V 

IJtpo<; OTI<; KAlvIKt<; IJEMIE<;, 11 onOTEA£OlJOTIKOlllTO Tr]<; 0~18pOIJUKivll<; OHlv 8EponEio TOU 

lJaAOKOU tAKOU<; OTl<; VUVOiKE<; OEV EXEI TEKIJIlPlw8Ei ETIapKw<;. Eniol1<;, TO «ONOMA 

npOrONTOI» EVOEiKVUTOI ylo lr] 8EponEio TWV 1Jr] ETIITIAEVIJEVWV AOIIJW~EWV TOU 

VEvvllIIKOU OUOT~IJOTO<; nou orpEiAOVTOI OE IJIl nOAuav8EKTIKO OTEAEm TI1<; Neisseria 

gonorrhoeae. In<; nEpITITWoEI<; aUTt<; 80 nptnEI va onoKAEl080uv ouvunoPxouoE<; 

AOqJW~EI<; OrpEIAOIJEVE<; OTO Treponema pallidum 

IHMEIOIH: H 0~18pOIJUKivl1 OEV nptnEI va XPl1ollJOnOIEiTOI OE 008EVEi<; IJE nVEU\.Iovio, 01 

onoiol KpivoVTOI OKOTOAAIlAOI Via E~WVOOOKO\.lEIOKri 8Epomlo, ano TOU OTOIJOTO<;, E~ olTio<; 

lJopiou 13081J0u ~ 130pEio<; AoilJw~ll<; ~ AOyw unop~rJ<; onolouo~noTE ono TOU<; OKOAou80u<; 

nop6yovTE<; KIVOUVOU 


• o08EVEi<; npooI3Ar]8tvTE<; ana EVOOVOOOKOIJEIOKO n080vovo 
• 008EVEi<; IJE VVWOl~ ~ m80voAoYOUIJEVI1 IJIKp013101IJio 
• 008EVEi<; onOITOUvIE<; EIOOVWY~ OE VOOOKOIJEio 
• rJA1KIWIJtvOi ri E~008EVlllJtvol 008EVEi<; ~ 
• 008EVEi<; IJE ouvunapXOVTO OrJlJOVTlKO npo13A~IJOTO uVEio<; TO onoio IJnopEi va 
ETI1lP£(JOOUV TI1V IKOVOTI1TO oVTiopoo~<; TOU<; npo<; TrJ vooo (m PIAOIJ130VOIJtvwv TIl<; 
OVOOOKOTOOTOA~<; ~ TIl<; AEITOUPYIK~<; aonAl1vio<;) 

rio 111 8EponEia Tr]<; nVEUlJovio<; ana Til KOlvOTIlTO XPrJOIIJOnOloLJVTOI ouv~8w<; 
ouvouoolJoi OVTII3IOTIKWV (Kupiw<; I3-AoKH'lIJIlIJE 1J0KPOAi0rJ). IE Ko8E nEpimwOIl nptml 
va ,},OjJl3ovovTOI un04lr] 01 E8v1Kt<; KOTEU8uVT~PIE<; OOIlViE<; Via Tr] 8EponEio Hl<; 
nVEulJovio<; ana lllv KOIVOTr]TO. 

23 AVT[vod~[I';;: 

To ({ONOMA npoIONTOI}} OEV nptml va XOPIlVEiTOI OE 008EVEi<; IJE umpEuolo8110io 
OTr]V a~18poIJUKivrJ, TI1V Epu8polJUKivl1, OE onoloo~noT£ OVTI[310TlKO TI1<; 01J000<; TWV 
1J0KPOAIOiwv ~ TWV KETOAIOiwv, ~ OE onoloo~nOTE one TO tKOOXO nou ovorptpOVTOl OII1V 
nop6yporpo 1.2 ("EKooxa). 
H TOUTOXPOVr] XOP~VI1011 J-l0KPOAIOiwv IJ£ OI~anpioll oVTEVOEiKVUTOI 

2.4 EIOIKiC; TIpO<pUAO~~:I';; KOITIPO[IOOTIonioTI';; KOTO HJ xp~arJ: 
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2.4.1 

66YEn·E.42S0·1312 
(240) 

Onw<; KOI IJE Hlv Epu8polJUKivr] KOI TO ollAo 1J0KPOAiOI0, txouv ovoep£p8£i oTToviw<; 
oopopt<; oAA£PYIKt<; OVTlOpOO£I<;, nou OUIJTT£PIAOlJpOVOUV TO 0YYElooiorwo KOI Tr]V 
ovO(puAo~io (oTToviw<; I-'Olpoio). MEPIKt<; OTTO OUTt<; TI<; OVTIOpOO£I<; TTOU TTPO£KU\jJOV 1-'£10 
OTTO XOP~Yr]OIl 0sI8pOlJuKivll<; Eixov W<; onOTtA£OlJo Tr]V £lJepOVIOr] UTTOTPOTTJOSOVTWV 
OUfjnTWI-'OTWV TO OTToio OTTOITOUOOV I-'EyoAuT£Pr] TT£piOOO TTOPOKOAou81l0r]<; KOI 8£POTT£io<; 
Emlo~ TO ~TTOp £ivOl r] KUPIO 006<; OTTtKKPIOr]<; Tr]<; osI8pol-'uKiVIl<;, TTptTT£1 va 
XPr]OIlJonOI£iTol fj£ TTpOOOX~ O£ 008£v£i<; 1-'£ ool3op~ IlTTOTIK~ VOOO. 'Exouv ovoepEpElEi IJE Til 
XP~OIl Trl<; 0~18pOIJUKivr]<; mplOTOTiKO KEpouv0130AOU r]TTOTiTloo<; 11 oTToio OUVr]TIKO IJnopEi 
va OOIlY~O£I O£ OTT£IArlTiK~ YIO Tr] swr; IlTTOlIK~ ovmopKEIo (I3Mm TTOPOYPOepo 2.8). LE 
008£VEi<; TTOU EI-'epovisouv OfllJ£iO KOI OUlJnTWIJOTO I']TTOTIK~<; ouoAmoupyio<;, OTTW<; 
E~008tVIOI'], iKTEPO, OKOUPOXPWIJO oupo, OII-'OPPOYIK~ 0108£01'] r) I']TTOTlKr) EYKEepoAoTT08EIO 
nptml va yiVOVTOI 01 OVOAOYE<; EPYOOTI']PIOKt<; E~£TOO£/(; £Myxou Tr]<; I']TTOTIKr)<; Amoupyio<;. 
LE 008EV£i<; TTOU AOlJl3ovouv TTOPOYWYo Tr]<; £puOIl3woou<; oAupo<; (Ergot), tXEI 
TTOPOUOIOOT£i EPYOT10IJ0<; OTOV oUYXOpl']y~8I']KOV OplOlJtVO OVTl1310TlKO TI']<; ojJooo<; TWV 
I-'OKPOAIOiwv. !'::.£V unopxouv O£OOfjtvo OOOV oepopo TI']V TTJ80VOTrFO ollAl']Amiopool']<; 
fjETO~U TWV TTOPOYWYwv TI']<; EpuOIl3wooue; oAupoe; KOI OsI8POIJUKivl']e;. Ev TOUTOI<;, AOyw Tile; 
8EwprpIKr)<; TTJ80VOTIlTO<; qJepOVIOI']<; £PYOTIOIJOU O£V TTptTTEI va OUYXOPI']YEilOl I'] 
0~18pOI-'UKivl'] jJE TTapaywyo Tile; EPUOIpWOOU<; oAupoe; 
Onw<; KOI IJE onoloor)nOT( ollAo OVTII3IOTIKO, OUVIOTOTOI I'] TTOPOKOAou81']01'] TWV 008EVWV 
YIO Hlv OVOTTTU~rJ orJjJEiwv ETTJjJOAUV0rJe; OTTO jJl'] EUoi08rJlOU<; I-'IKpOOPYOVIOI-'OUe;, 
OUfjTTEpIAOl-'l3ovol-'tvwv KOI TWV I-'UKr)TWV. 
'EXEI ovoepEp8Ei OIOPPOIO TTOU OXniSETOI I-'E TO TT080yovo Clostridium difficile (CDAD) KOla TI'] 
XP~OIl 0XEOOV OAWV TWV OVTlI-'IKP01310Kwv TTOPOYOVTWV, oUlJmp1AolJl3ovojJ£VI']<; Hle; 
0sI8POfjUKivl']<;, r] onoio Evo£xnol vo TTolKiAEI OE 130p(mpo, OTTO EAoeppo OIOPPOIO w<; 
80VOlrJepOpOe; KoAiTlOO H 8Epomio I-'E oVTq.IIKP0I310KOU<; nopoyovTE<; 1J£10130llAEI H] 
epuoloAoYIKr) EVTEPIKr) XAwpioo, YEYOVO<; TTOU OOI']YEi OE umpovoTTTu~J'] TOU C. difficile 
To C. difficile TTOpdYEI lO~ivE<; A KOI B TTOU oUl-'l3ollAouv OTJ']V £lJepOVIOJ'] CDAD. LTEMXJ'] C 
difficile TTOU TTOPOYouv oU~r]lJtvl'] nOooTI']TO TO~IVWV ou~ovouv TI'] VOOl']pOTJ']lO KOI TI'] 
8VIlTOTrJTO, K08w<; OUTt<; 01 AOIIJW~£I<; fjTTOPEi va EivOI OV8EKTlKt<; OTJ']V OVTlIJIKp0I310K~ 
8£POTTEio KOI £vOtXETOI va OOl']yr)oouv OE KOA£KTOIJr) To EVO£XOIJ£vo COAD TTptTT£1 vo 
£~£TaS£TOI O£ 6Aoue; TOut; 008EVEi<; TTOU TTOPOUOIOsOUV OIOPPOIO IJ£TO OTTO Xpr)OJ'] 
OVTlplOTIKWV ETTiOrJ<;, XP£J()SETOI vo AJ']ep8£i OVOAUTIKO 10TPlKO IOTOPIKO ({POOOV tX£1 
OVOep£p8Ei 011 Il C DAD IJTTOPEi va El-'epOVIOTEi w<; KOI ouo IJr)V£<; IJ£TO TI'] Xopr)yJ']OI'] 
OVTlfjlKP01310KWV TTOPOYOVTWV 
METa Tllv Op101lK~ OIOYVWOJ'] Tr]t; \jJEUOOIJ£IJ!3povwooue; KoAiTIOO<;, TTptTTEI vo £epoPIJ0aTOUV 
8EpOmU1IKO IJtTpO. EAoepptt; mpITTTWOEIe; \jJ£UOOIJEIJ!3pOVWOOU<; KOAiTiOoe; ouv~8we; 
OVTOTTOKpivOVTOI OTI'] OIOKonr'j TI']<; 8£pOTTEioe;. 
LE fjtTPIE<; r'j !3oPlts mpITTTWOEIe; TTptml va E~£TOSETOI J'] OVOYKI'] Xopr'jYJ']OI']<; uypwv KOI 
J']AEKTpoAuTWV, OUIJTTAl']pWIJOlIK~<; xop~YJ']OI']<; TTPWTElVWV KOI 8£pomio<; jJ£ OVTlfjIKP0!310KO 
epOpIJOKO, TTOU £ivOi KAIVIKW<; OTTOT£A£OIJOTIKO OTJ']V KoAiTlOO J'] OTToio oepEiA£TOI aTO 
Clostridium difficile. 

LE 008£VEi<; IJ£ oopopr) V£epPIKr'j ovmopKElo (GFR< 10ml/min) tX£1 TTOpOlI']PI']8£i oD~l']ol'] 


TJ']e; OUOTIlIJ0l1Kr)<; tK8£01']<; OTJ']V 0~18POIJUKivrJ KOla 33%. 

nOpOTOOI'] TI']<; KOpOIOKr'jC; movoTToAwoJ']C; KOI TOU OIOOTr)IJOTOC; OT, J'] oTToio EVEXEI Kivouvo 

OVaTTTU~J']C; KOPOIOKWV oppu81JIWV KOI torsades de pointes (KOIAIOKr) lOXUKOpoio OiKI']V 

plTT/oiou), EXOUV TTOpOll']Pl']8Ei OE 8Epomio IJ£ oAllo 1J0KpoAiolO nOpOIJ010 OTTOTtA£OlJo OEV 

\-JTTopEi va onoKA£108Ei TEA£iwC; IJ£ TI']V Osl8POIJUKivI'] O£ 008£v£[C; 1-'£ OU~I']IJEVO Kivouvo 

TTOPOT£TOIJEvll<; KOPOIOKr'jC; movoTToAwol']<; (!3Atm TTOPOYPOepo 2.8 Avon8ulJllTE<; (vipvw:<;), 

mOJ.!Evwc; orrolTEiTOI TTPOOOXr) KOla TI'] 8Epomio oo8£vwv: 


• 	 ME ouyy£v~ ~ T£KIJJ']PIWIJEVI'] TTOPOTOOJ'] lOU OIOOTr)IJOTOC; OT 
• 	 01 OTToiol mi TOU rropovTOC; AOIJ!3ovouv 8£POTT£io IJE oAAE<; OPOOTIKE<; ouoi£<;, 

01 onoi£c; Eivol YVWOTO OTI TTOPOTEivouv TO OIOOTI']IJO OT, OTTWC; OVTlOPPU81JIKO 
To~l']C; IA KOI III, OI~OTTpiOrj KOI T£pepEVooivJ'] 

• 	 M£ J']AEKTpOAUTlKt<; OIOTOpoxte;, 1010iTEPO OE rr£pITTTWO£I<; unoKoAIOIlJioe; KOI 
unolJoyvrjOi 01 lJia<; 

• 	 ME KAIVIKO OX£TI~OIJ£VJ'] I3poouKopoio, KOPOIOK~ oppu8IJio ~ oo(3op~ KOpOIOK~ 
OV£TTOPK£IO 
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LE aoSEvEiS, 01 onolol Ml-l!3ovov SEponEio jJE O~ISpol-luKiVIl, txouv OVOtpEpSEi £~OpOEIS TWV 
oU[JnTwlJcnwv TIlS I-lUOOStvEIOS gravIs KOI vto £lJtpOVloll OUVOPOIJOu IJUOOStV£IOS (BAtn£ 
nopoypotpo 2.8) 
Ooov OtpOpo Til SEpon£io TIlS nVEulJovioS, 11 O~ISpOIJUKIVIl tXEI onOOEIXS£[ OTI E[VOI 
OOCPOA~S KOI onOT£AEOIJOlIK~ IJOVO YIO Til SEpomio lllS nVEUlJovios ana Tllv KOIVOTlllO 
EAOCPPOS !3oplnrpos nou otpEiAElOl OlOV Streptococcus pneumoniae ~ OlOV Haemophilus 
mfiuenzae, OE OOSEVEiS nou KpivoVlOl KOToAAIlAOI V'O E~WVOOOKOfJElOK~ SEponElo ono TOU 
OTO[JOlOS. H O~ISpolJuKiVIl o£v nptnEI va XPIlollJonol£ilOl OE ooS£vEiS IJ£ nVEUl-lovio, 01 
onolOI KplvoVlOl oKOToAAIlAOI Via E~WVOOOKOIJ£IOK~ SEponEio ana TOU OTOIJOTOS £~ollloS 
lJ£lpiou !3oSIJOU ~ !3opEioS Aoll-lw~IlS ~ Myw unop~IlS onolouo~noTE ana TOUS OKOAOUSOU<; 
nopoyovTES KIVOUVOU: 

• OOSEVEiS npoo!3AIlStvTES ono £vOOVOOOKOIJEIOKO noSovovo 

• ooS£vEiS jJE YVWOT~ ~ mSovoAoVOUI-lEVIll-lIKPo!3101IJio 

" OOSEVEi~{rFTElH0UVT£~ EIOOVWV~-OE-VOOOKOIJEio 


• 	 IlAIKIWIJ£VOI ~ E~OOSEVill-ltvol OOSEVEiS ~ 
• 	 OOSEVEiS I-lE ouvunoPXovTO 0IlIJOVTIKO npo!3A~IJOla uYEioS TO onoia jJnopEi va 

EnllPEooouv Tllv IKavoTlllO aVTiopao~s TOUS npos Til VOOO 
(nEplAOIJ!3aVOlJtvwv TIlS avoooKOTaoToA~S ~ TIlS AElTOUPVIK~S OonAllvias) 

ria Til 8EpanEia TIlS nVEUlJovias ana 11'] KOlvoTIlTa XPIlOljJonolouvTOI ouv~SWS 
ouvouaojJoi avn!3loTIKwV (KupiwS !3-AaKTOlJilIJE IJOKpoAioll). LE KOSE mpimwoll nptml 
vo AOjJ!3ovOVTOI Uno411l 01 E8vIKtS KOTEU8uVT~PIES OOilViES VIO Til 8Epomia TIlS 
nVEulJovioS ana Til KOlvOTIlTO. 

2,42 	 HAIKIWlJtVOI aoSEvEiS: 
/::.EV onOiTEiTOI npoooPIJOV~ TIlS ooooAoVioS OTOUS IlAIKIWlJtVou<; OOSEVEi<; Via lOU<; 
onoiou<; onolTEiTOI vo M!3ouv 8EpanEio O~ISpOlJuKivll<; 

2,43 	KUlloll 
H O~ISpolJuKiVIl 80 nptnEI vo XPIlOllJOnOIEiTOI KOHl Til OlopKEla TIl<; KUllollS IJOVO 
EOV EivOi oatpws onapoiTIlTIl 

24.4 	 raAouxio: 
Onws nOAM tp0PIJOKO TO onoio EKKpivoVTOI 010 I-lIlTPIKO VOAO, 11 0~18polJuKivll OE So 
nptml vo XPIlOlIJOnOIEilOl Via Til SEpamia VUVOIKWV nou 8llM~ouv EKTOS KOI £ov 0 
100pOS mOTEuEI on TO OUVIlTlKO OtptAIl OIKOIOAOVOOV TOUS OUVIlTlKOU<; KIVOOVOU<; Via TO 
!3pttpOS· 

2,45 	 nOiOIO 
To K041oKIO 0~18polJuKivll<; nptml va XOPIlVOUVTOI IJOVO OE nOiolo TO onoio 
~uVi~ouv mploooTEPO ana 45 kg. 

2,46 	Eniopooll OTllv IKOVOTIlTO oO~Y'lOIlS Kal OTOV XEIPIOIJO I-lllxavwv: 
To tpOPI-l0KO OEV tpOiV£lOl va Emopo Olllv IKOVOTf]TO TOU 008EVOUS Yla OO~YIlOIl ~ 
TOV XEIPIOjJO IJIlXovwv. 

2.5 	 AMIlAETTlopaaw; IJE aMo q>0PIJQKEUTlKa TTP0i'OVTO KOI aMES lJopq>is 
oMIlAETTiopoallS: 
Antacids/AvTlo~lvO 

LE tpapl-laKOKlvllTIK~ I-lEAEH] Olllv onoia E~£lo08IlKE 11 miopooll TrlS 1OUTOXpovll<; 
XOP~VlloIlS OVTlO~IVWV Kal a~18pOIJUKlvIlS, OEV nopOlIlP~8IlKE miopaoll OTllv OAIK~ 
!3100108£OII-lOTIl1O TOU OVTI!3IOTIKOU nopOTI 01 IJtYIOTES OUVKEVTPWOEIS TOU OTOV opo 
lOU ailJOlOS IJEIW81lKOV KOla npootVV101l 25%. LE 008EVEi<; nou A0I-l!3ovouv 
nOpOAAr]AO a~18pOIJUKivll KGI aVTIO~IVO, TO tpaPI-l0Ka OEV nptml vo AalJ!3ovovTOI 
lOUTOXPOVO 

Cetirizinel LETlpl(ivn 
LE UYIEIS E8EAOVltS 11 ouyxoP~Ylloll mVS~I-lEpOU S£ponEuTIKoU OX~I-lOlOS nou 
mpl£MI-l!3ovE O~ISpolJuKiVIl KOI O£TIPI~ivll 20 mg OTIl oTOSEpOnOllll-lEvll KOlOOTOOIl 
OEV (IX( ws anOTEAEOl-la Konolo tpaPlJaKEUTlK~ oMIlAmlopooll ~ OIlI-lOVTIK~ oMoV~ 
oro OIOOTIlIJO OT. 
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Ofl 1311Jdll 'Uflj>l(H;odel)o fila 3rl uOIl~Xono 1,J>lIAoYOlliO !3Sfl1ldurl>l31 I3X~ fl3Q nOll 
oYOdOUQ>lIl>lUllI1f10 O>llflldorlno)( S01OriQ1O n01 0110 3rl SUflptnrlodel)o uouAl,JdoXAno 
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QdoAo flUlD no)(orldom nO! o!domoY>ln)( I\U1 Q13l1\1S;l1f10Y3e3 SplAn 30 3>1uel)AudoX 

010110 u '(UlJeJ.j8M) SUfI!dochdog Bw sa SUOOQ ~01lQch3 SOlrl orl03Y;lWllO Q>l11>1UllI11\0 
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Q>lll>lUllI1f11j Q>llflldorino>l S01OriQI0 nOi Qll1j/slu8Inb80:JIIU1j leJO adlil-ulJewnoJ 

SUfI!>lnrlodel)O SUi SY>lIlUI\I>lo>lorldom 
SU1 l)yog013rl 3>1ueI,Jdu1Odoll fl3Q 'UI\I>lnrlodel)O flU1 QllO I\ldll S3dC!12: 3>1ueI,JAudoX 

nOll 'SUfI!QI13rlIO SUOQQ ~olll!d)3 SOlrl SUI\!>lnrlodel)o SUi SI,J>lI1UI\I>lO>lorldom 
SUi ]113 UOOdQ]113 U 3>1Ueor;H3~3 010110 I\UlO Uqy3rl 1,J>lIlUfll>lO>lorldoch olrl 31 

ofI!QI13rii1/aU! PIjClWIJ 

UfI!>ln rlodel)o 
01\0dXQln01 flOl\OgrlOY3 nOll Spl\3eOO 30 orlm!y11 010 SUi U1!yogonrl (lO>lllOodQ 

n01 I,J SUfI!113)orlogdO>l SUi OQ3111113 010 uoodQl113 1,J>lli1\OrlUO OlrlO>l 3>1ueI,Jdu1Odoll 
fl3Q S~iI\OY3e3 SplAn 30 SUOOdQ!1l3yUYYO SY>lUUfll>lo>lorldom Ui;lY3rl olrl 31 

OI\!1l3)oHogdo>l/auldazeweqJ8J 

(SU09AC'lAOI\O-1joJ 8l1\1H SU1 SI,JY01001\0 (lorloldolQoodll oQOS~rl uoOg 
3rl) Orl09Yll OlD SUfI!1OlOogdolO SU1 S130C!1d11\3>1Ano SI1 30U!01l01l0d1 1\3Q SC'l!OUd3rlU 

SUI\!)(nrlodel)o Bw 009 10>1 Sfl1!OUd3rlu SUI\!10100gdo1O Bw 0 ~ uouAl,JdoXAno H 
G1\]10100gd011j/uljelsefIJOI1j 

09vd S01OrlC!1dX01n>l nOl fl10;lrl 
Qrlolyogo13rl O>llll\OrlUO 1011\010!mn 110 QlDC'lflA 101\13 0]0110 01 o>lorldQm oenoYQ>lO 

01 10>1 ul\!>lnrlodel)o flUlD 003rlQflO peXO~3IQ MOX;l S3QY3rl S~>lIIUfll>lO>lorldo<D 

'(uol,JdX U1 910>1 Sl3~Qynmodll 10>1 SI301,J101l0QI30dll S~>lIQI3 172: omodAQdoll 
311;lygl SodnYQ SnoQC!1glond3 oAC'lAQdoll 3rl SUfI!>lnrlodel)o uol,JdX Ul\odX91nOi 

U 10191OIflno 1\3Q (lOrlOIlOAd3 SuolflQmrl3 S01U1QI\OSIll Sl,J>llludC'l3e SUI C'lAQV 
Sod nYQ SnoQC!1£1lOnd 3 YQI30Y0>ly\! /lObJ3 

UfI!>lnrlode(m I\U1 3rl 131\]ogrlno 1\3Q Ul!YOg013rl-SOlOrlC!1dX01n>l S01OrlA~Yllrlno 
nOl C'lOJrl 09vd S01OrlC!1dXOln>l OO>lI1011U nOl LWU!OllOl\odQo U I,J I,JAC'lAOll3 

H 1\C'l!Qlyod>lorl flC'lYYQ l,J SUfI!)Jnrlodsnd3 SUI S31\!3>13 3rl S3XIOlD!1f10 S1309dQI113YUYYO 
Sr>ll1UI\I)Jo)Joridom 10101O!mn fl3Q UI\!)JnriodSI)O U liQ 1013(131OIU09vd S01OriC!1dX01(1)J 

(lO>ll1011U nOI oriUlO(lO 01 3rl 0)JI11\0rlUO 9dQIll3YUYYO fl3Q UfI!)lnrlodSI)O H 

S]31\3S00 SnOI oiA urily~mC'l 
!31XI3QOllO Ofl )C'lriQ pdOllri 'Sl,Jmoo 101\]3 1\3Q (101no SOlOrll~d(13 nOl Olooriuo 1)JlfIIY>I 

HOflUd(lllOflOri Q)Jld3mld311 OlD 'SUI UljyOg013rl (lO>lllDodQ Q)JII\IY)J n01 'SUfI!QnogoQI) 
SUI\~rlC'llyndomoC'lm SU1 SI30C!1dlf13>1Ano SI1 30U~(l0 SUfI!)JnrlodSI)O uouAl,JdoX 

U '000100 'od(1O 01 0110 SUI UljYOg013rl f)o>lll\odno>lnyA n01 I) SI)1(10 I,JYOgOllO 
I\Ll1o I,J Orl00Yll 010 SUfI!QnogoQI) SUI 1)>lIIUI\I>lO>lorldom U10 uoodQ!ll3 I,Jd>llrl flOXp 

SUl\j>lnrlodel)o Bw 009 Y Bw OOU SI300Q S~YllOYYOll 10>1 Bw OOO~ SI300Q ~01ll!m3 
[JfI]Qn09 oQlz/au I pnfloplZ 

urhQ,lln 1013f10grloy 01\ 1311;ldll SUfI!~oAIQ SUI 1\(Y)30C!1dlI\3>1Ano 1\C'l1 SUOU~(lO 
01U101OMQ U 'ul\!~oAIQ 10>1 ufI]>lnriodSI)O oflodX01noi MOflQgrlOY nOll S!3f13800 
310d31fl;l 010 SUfI!~oAIQ SUI oriOIYOg013rl Q>lolgod>llrl 01 'S]31\3800 Snofl~rloldo 

30 'MO)Q3du1l3 110 J38d3m01\0 13X~ fI(Y)!Qlyod>lorl fI(y)1 SOQQrlo SUI 9)l110lg111\0 9>11d3V\J 
Gf\Q07\l'i]/ulxoblO 

o)lorldQm Q>lII\O>ll3 01 
3rl UOld>lAr:lD 30 UOOlOQlO)l UI\~rlUIOllOd3801D UlO SUI\JOOI\OQIQ SUI 1)>lI!UI\I>lo>lorldoch 

Ul 13)Q3du1l3 01\ 3>1UI\Qm 1\3Q AIH 1\0lD SOO)lI13S Spl\3800 930 SC'llOud3rlu 
SUI\!OOI\OQIQ Bw 0017 3ri SC'lJOUd3rlU SUI\!)lnrlodSI)O Bw OOl ~ uouAI,JdoXAno H 

[j1\!OOiiOQI'i]/{aUlsoUIAxoaplolaUI.sotJepIO 

(Dpe) 

(J£ L-O~Z:\73-[j3J...V'\7 



66YEn-E.t12S0-JJ/2 
(240) 

OiV£lOl npoooxli OH] OUXVOHlTO nopoKoAOU81l01l<; TOU Xpovou np08poIJ[3ivf]<; OTOV lj 

0~18pOI-'UKivll XPI']OllJOnOIEilOl OE 008EV£i<; nou AOIJf3ovouv ono TOU OTOIJ01O<; 

KOUj.JOPIVIKO OVTITIf]KTIKO 


Cyclosporin/KuKAoono Qi'm 

L£ 1-'10 <.p0PI-'0KOKlvIlTIKr') IJEMTIl OE uYEI<; E8EAovTt<; OTOU<; onolou<; xopf]Yli8f]K£ 

f]IJEpIiOIO ono TOU 0101-'010<; 0601'] 0~18pOI-'UKivf]<; 500 mg ylO 3 f]lJtPE<; KOI 

oKoAou8w<; E<.pcmo~ Mall KUKAoonoplvl']<; 10 mg/kg 01 onopptouOE<; Cmax KOI 

AUCO-5 Tf]<; KUKAoonopivll<; [3pt8IlKOV va EivOl 0IlIJOVTlKO OU~f]l-'tv£<; Luvmw<;, 

nptml va E~ETO~E101 I-'E npoooxr') I'] 1OUTOXPOVI'] XOPr')Yfl0f] TWV <.pOPI-'OKWV OUTWV 

Eov Eivol onOpoiTI']Tf] I'] 1OUTOXPOVI'] xopr')Yf]or') TOU<;, nptnEI vo nopoKoAou80uV101 

TO £nlnEOo TI']<; KUKAoonopivll<; KOI Vo npOOOPIJO~ETOI ovoAoyo f] ooooAoyio. 


Efavirenz/E(j)o[3IPtV~D 


LUYXOpr')yl']ol'] E<.pono~ I']I-'EPr')0I0<; MOIl<; 600 mg 0~18pOj.JUKivl']<; KOI 400 mg 

E<.pOf3lptv~ll<; ylo 7 I']l-'tPE<; OEV tOEI~E KOl-'lo KAIVIKW<; OI']j.JOVTIKr') <.pOpj.JOKOKIVf]TIKIi 

oAAf]Amiopooll. b.Ev EivOI onopOiTI']TI'] I'] npooopj.Joyr') TIl<; MOIl<; Tf]<; 0~18pOI-'UKivI']S 


OlOV oUYXOPIlYEi101 IJE E<.pOf3lptV~Il· 


Fluconazole/<DAouKOVO(oAI] 

H ouyxopr')YI']OIl j.JloS E<.pono~ 0601']<; 0~18poj.JuKivll<; 1200 mg OEV j.JE1t[3oAE ll']V 

<.p0Pj.JOKOKlvIlTIKr') I-'io<; E<.pono~ MailS <.pAOUKOVO~OAI']S SOD mg. H OUVOAIKr') 

nOOoTl']1O TOU <.poPlJoKOU nou <.p80VEI OTllv KUKAO<.popio KOI 0 Xpovo<; 1lj.JI~wli<; TIl<; 

0~18pOj.JUKivl']<; OEV j.JEW[3A~8I']KOV one TI'] ouYXOPr')YIl01'] <.pAOUKOVO~OAI']<;, OOTOOW 

nopoTr]p~8f]KE j.Jio IJEiwof] 011'] j.JtYIOll'] OUYKtVlPWOI'] Tf]S 0~18POIJUKivf]<; 010 

nMoj.Jo, Cmax, (1S%) I'] onoio DEV ~TOV KAIVIKO Of]j.JOVTIKr'). 


Indinavir/lvolvo[3iPD 

LUYXOpr')Yf]OI'] l-'iOS E<.pono~ MOf]<; 1200 mg 0~18pOIJUKivl']<; OEV EiXt: OTOTIOTIKO 

Of]I-'0VTlKr') miopoof] OTf]V <.pOPj.JOKOKIVI']TIKr'j SOD mg IVDIVOf3ipf]<;, XOpl']youj.J£vf]S TPW; 

<.popt<; lllv f]j.Jtpo ylO 5 llj.JtPES. b.Ev Eivol onopoiH]Tf] I'] npOooPlJoyr'j Tf]<; MOIl<; 1f]<; 

0~18POj.JUKiVf]<; OlaV oUYXOPIlYEi101 j.JE IvclIvo[3ipl']. 


Methylprednisolone/MESUAnpEOVI(oAOVI] 

LE I-'io j.JEAt11'] <.p0PIJOKOKIVI']TIKr')<; oAAIlAmlOpool']<; OE UYIEIS ESEAOVTE<;, f] 

o~ISpoj.JuKlvl'] OEV npOKOAEOE Konolo Of]j.JOVTIKr') j.JEWf30Ar') OTI']V <.pOPIJOKOKIVf]TlKr') H]<; 

j.JESuAnpEOVI~oA6vf]<; 


Midazolam/Mloo(OAdblD 

H ouyxopr')yl']ol'] 500 mg 0~18pol-'uKivf]<; IlI-'Epl']oiwS YIO 3 I']lJtPES OE UYIEiS ESEAOVTtS 

OEV EiXE w<; onOTtAEOj.Jo Konolo KAIVIKO Of]j.JOVTIKr') oAAoyr') OTIl <.pOPIJOKOKIVf]TlKr') KOI 

TI'] <.p0Pj.JOKOOUVOIJIKr') 1J10<; E<pono~ 0601']<; 15 mg IJloo~oMI-'I']S· 


NelfinavirINEAQ?IVO [3i PI] 

LUYXOPr')yl']ol'] 1200 mg 0~18POj.JUKivr]S KOI vEA<.pIVOf3ipr]<; OE oT08Eponoll']lJtvr] 

K01OOWOr] (750 mg TPEIS <.popt<; TI']V I']lJtpo) EiXE w<; onOTtAEOj.Jo Tr]V OU~I']Of] TWV 

OUYKEVTPWOEWV Tr]S o~18pOj.JUKivI']S. b.Ev nop01r]pr')Sr]KOV KAIVIKW<; Or]j.JOVTIKtS 

OVETIl8ulJf]TES EvtPYElES KOI I'] npooopj.Joy~ 11']S MOr]S OEV Eivol onopoiTf]Tf]. 


Rifabutin/PlcpObJnOUTlvf] 

H ouyxopr')Yr]Of] o~ISpoj.JuKivI']S j.JE pl<.p0I-'nou1ivr] OEV ETIf]ptOOE TIS OUYKEVTPWOEI<; 

TWV EV AOyw <.p0Pj.JOKWV OTOV opo TOU oiIJ01O<; 


·EXEI nop01r]pr]8Ei OUDETEpomvio DE 008EVEi<; uno oUYXOpf]YOUj.JEVr] 8Epomio 

0~18pOj.JUKivI']S KOI pl<.pol-'nouTivf]S. Av KO! f] OuoETEponEvio tXEI OUOXETI01Ei j.JE Tll 

XP~OI'] Tf]S pl<.p0lJnouTivllS, OEV tXEI TEKj.Jr]PIW8Ei olTloAoYIK~ OUOXtTIOf] YIO TOV 

OUVDU00I-'0 H]<; IJE Trlv o~ISpoj.JuKiVll (f3Atm nopoypo<.po 2.S AVETIl8uWlTES 

Evtpym<;). 


Sildenafil/LIAvTEVO~ 


LE uYIEi<; aPPEVES ESEAoVTtS OEV un~pxov EVOEi~EIS EniopoollS Tf]S 0~18polJuKivll<; 
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(500 mg fliJEPIlOiwS YIO 3 IllJtPES) OTllv AUC KOI Til Cmax TIlS OIAVl£vo<piAIlS ~ TOU 
KUPIOU lJ£lopoAiT 11 IllS 

T erfe n ad inetT £ pcp£vooivQ 

CDapiJOKOKIVIlTIKES iJEMT£S o£v U5£I~ov oTOIX£io Konolos oMIlAEniopoollS OVOiJ£OO 
OTllv o(18poiJuKivll KOI OTllv T£p<p£vooiVIl· 'Exouv ovo<pEp8£i onovlo nEploIOTIKO 
onou IllTJ80VOlllTO oVTioTolXIlS oMIlA£niopoOIlS o£v ~TOV OUVOTO va onoKA£108Ei 
£vT£AwS. IlopoAo aUTO, o£V un~p~£ oUYKEKPllJEVIl tVOEI~1l OTi ouvtpll TtTOIO 
oAAIlMniopooll 

TheophyllineJG£ocpuAAivr 
6£v unopxouv EVOEi~£IS KAIVIKO OflfJOVIIK~S epOPfJOKOKIVflTIK~S oMIlMniopooflS OlaV 
11 o(I8pOfJUKivfl KOI fl 8EOep uMiv fl XOPIlYOUVlOl lOUTOXPOVO OE uYI£iS E8EAovTtS, Ev 
10UIOIS fl oUYXOP~YflOfl 8£OepuMivflS KOI fJo KpoAi(5iwv tXEI OUOX£TIOT£i iJE OU~llfJtvo 
Enin£oo 8EoepuMivIlS OTOV opo. Os £K TOUlOU, OUVIOTOTOI 11 IJtTPIlOfllWV EnllTtowv 
8w<puMivflS £TTi ouyxoPIlY~OflS o(18poIJUKivflS, 

TriazolamlTplo(oMIJI] 
l::£ 14 uYIEiS E8£AovTtS. fl oUYXOP~Ylloll 500 mg o(18polJuKivflS Illv 111 flfJtpo KOI 250 
mg H] 21lllfJtpO IJE 0,125 mg IpIO(oMIJIlS III O£UT£Pfl fljJtpo OEV EiXE OfljJOVIIK~ 
£TTiopOOfl O£ KonOlo epOPfJOKOKIVflTIK~ lJ£TopAIlT~ IflS TpIO(oAcilJflS OE ODYKPIOfllJE 10 
(IKOVIKO <P0PfJOKO 

Trimethoprim -SulfamethoxazoletT QIIJE80n pilJn -l::OUACPOl..JE8o~0(oAO 
l::UYXOP~YIlOfllOU OT08£pou OUVOUOOiJOU 1pIIJE8onpifJllsJOouA<p0IJE8o~0(oAflS (160 
mg/BOO mg) £TTi 7 fllJtPES, fJo(i IJ£ 1200 mg o(18pofJuKivllS Tllv 7fl flfJtpO, O£v (iX£ 
OflfJOVTIKtS £TTIOPOO£IS OTIS IJEYIOl£S OUYK£VIPWO£IS, OTfl OUVOAIK~ nooolflTO TOU 
<P0PjJOKOU nou ep8ov£1 OTflv KUKAo<popio ~ OHlv onEKKplofl ono TO oupo EiT£ IllS 
TpljJE80npil.lllS EiT£ TIlS oouA<poj..J£8o~0(oAIlS, 01 OUYK£VTPWOEIS TIlS 0(18pofJuKivllS 
OTOV opo ~lOV nopolJ01£S IJ£ oUTtS nou EXOUV nopOTIlPfl8£i O£ aMES I.I£MTES, 

Cisapride/L:l(on2iQ!] 

H OlSonpioll j..J£TO!3oAl(£lOl 010 ~nop ana TO tV(UfJO CYP 3A4. Emlo~ TO 

fJOKpoAiolO ovooltAAouv TO EV(UIJO OUIO, fl oUYXPoVfl XOP~YflOlllflS Olsonpi5 flS iJ£ 

TIS ouoks oUTES IJnopEi Va OU~~OEI TOV Kivouvo EjJ<POV10IlS OlOTOPOXWV TOU 

KOPOIOKOU pu81.10U (nopoTOofl TOU OIOOT~IJOTOS OT. KOIAIOKES oppu8jJi£S. TORSADE 

DE POINTES) 610 TOUTO va j..Jfl OUYXOPlly£ilOl 11 OlSOnpiofllJE TO <P0PiJOKO aUla, 


26 	 LlOOOhOyio: 
To «OvojJo npoTOVlOS» np£ml va XOPlly£iTOI l.Iio <popo Tflv fllJtpO. 
To KOljJOKIO KOTonivovTOI OAOKAflPO 
Ko8£ 06011 IOU epOPIJOKOU nptml va AOfJpOV£TOI TouAciXIOTOV 1 wpo npo ~ 2 WPES 
I.I£TO Til A~ljJll TPOep~S 
EVrlAIKU';: flO TO oE~ouoAIKWS IJ£TOOI06fJ£vO VOO~fJOTO fl OOOfl £ivOi 1000 mg TOU 
<p0PfJOKOU AOW!3oV0I.IEVfl oov onA~ MOfl ono TO 0101.10. flO oMS TIS oAA£s 
£vo£i~£IS 11 OAIK~ 06011 EivOi 1500 mg XOPflYOUI.I£vfl OE IlIJEP~OlES 060EIS 500 mg 
ylO 3 rwtp£s, l::ov £VOMOKTIK~ 8Epomio 11 iOlo OA1K~ 060fl TOU <P0PI.I0KOU I.InopEi 
va XOPflYIl8£i OE olOOTlll.IO 5 IlIJ£pwv wS £~~S: 500 mg Tflv npwTfl fllJtpO KOI 250 
mg fllJ£PflOiwS ono Trlv 2fl tws KOI Tflv 511 flfJtpo TflS 8Epomio<; 

2.7 	 Ym:pooooAoyio· AVTIJ.lHWlTIOIl: 
LE nEpilTTWOIl un£pooooAoyioS onoll£iTOI fl £epopl.loy~ Y£VIKWV OUlJlTTWfJOTlKWV 
KOI unooTIlPIKTIKwv IJtTPWV 8EponEios, ovoAoyo 1.1£ Tllv nEpilTTwoll. 
TIlA. KtvTpou 6flArpIlPIOO£wv: 21077 93 777, A8~vo. 

2,8 	 AVETTl8uJ.lIln:C; £vipym:c;: 
o nopoKoTW nivoKos n£pltXEl liS OVElTJ8uIJIlT£S £vtPYEIE<; nou £\.JepOViOTIlKOV I.Itow 
IllS Ej..Jn£lpios ono KAIVIKtS fJ£MT£S KOI TIlS nopoKoAoD81l0llS TOU epOplJOKOU IJ£TO IIlV 
KUKAo<popio TOU OlllV oyopo, KOla KOTllyopio OPYOVIKOU OUOT~IJOTOS KOI ouxvOTIlTo. 
01 OV£nl8uIJIlT£S (VtPY£I£S nou £1J<POViOTIlKOV IJOG Tllv KUKAo<popio IOU <POPfJOKOU 
OH1V oyopa onOOiOOVTOI fJE nMYlo YPOl.lfJOlo. H KOIllyopio OUxvOTlllOS (IJ<PGV10IlS 
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opi~(TOI OIJlJ<PWVO lJE Hlv nOpOKClTW OUV8r'JKr] nOAU ouxvt~ (2 1110), Iuxvt~ (2 
11100, <1110), OX1 ouxvte; (21/1.000, <11100), InovlE~ (2'1/10.000, <1110000), nOAU 
onovlE~ «1/10.000), KOI Mr] yvwOlte; (o£v IJnopouv va EKTIIJr]Souv lJE [3oor] TO 
Ol08tOllJO OEOOlJtVO) EVTOe; Ko8E KOTr]yopioe; OUXVOTr]TO~ £lJ<POVIOr]~, 01 
OVEmSUlJr]T£~ £vtpyme; nopoTiS£VTOI KOla <p8ivouoo O£IPO 00[30pOTr]TO~. 

AV£TIISUlJr]T£e; £vtpy£lEe; £VOEXOlJtvw~ r'j mSovwe; 0X£TI~OIJEVEe; IJ£ Tr]V O~ISpolJuKivr] 
IJ£ l3oor] Tflv £lJm1pio ono KAlviKte; IJ£Mw; KOI Tr]V nopoKoAOUSr]Or] TOU <pOPIJOKOU 

101Km~yO~~~p~~~,:-:'~ opia ~v~:~~J'~T~ "tpy"o -----.-----~I. Iuxv6T~TO 1 
IUOT OlO I!--='---'----lL....:-...-"--"-__~__.~ ~----~~~~-~.-.-j-~.~---.----__i 

/\O'lJwf,£I~ KOI KOVTlVTioor], KOVTlVTioOrj TOU 
nopOOITWOEI~ mO\JOTOS, AOj\JW~~OAnou _~+-_____~._____-'r\fJ£uOOIJ£lJl3pwo.qc;.KoAiTJoo( 13Mm Mfl yvwmte; 

t--:-__---:-_______---t_n:--0c..lp:...:o-'-YLPc:..-0<.-':-po'-=2.-.4-=)__~ _ i __~~ 
lllOTOpoxte; TOU jAEUKonEViO, ouo£TE:.pomvio . . 0 I ouxvtS i 

OllJOnOlflTIKOU KOI TOU , 8poIJ13omvio, 0'l.JOAUTIKr'j OVOIlJio Mr] yvwOlte; 

' 


-----+----~.--
AYY£IOOiO!WO, umpEUOIo81]ojo , OX1 OUXV(.,Le;____ 

avooono,~",ou IAva~uAo",,~ aVTi1ipoo~ (PAtnE I M~ YVWOTt, 
OUOTr'JIJOTOe; ____ nopaypo<po 2.4) ____J ~ 


IlllOTopoxte; TOU Avop£f,io ffuxvt~ I 

IJ00130AIOIJOU KOI Tr]e; I: 

~uEXIOTPIKte;-biOTop-O~- i NEUPIKOH)..!_o __~__~~+=-O=-U:J.x,,-vc..::t-,,-c;___~J 

llltY£POQ ~VI£C; 
EmS£ !.'i<0Tf) TO , 0YXoS I M VWOTEc-'S'---___ 

lllOTOpoxte; TOU VWPIKOU ZOAr], K£<poAoAyio, nopolo8floio , Iuxvte; 

OUOTr'jIJOTOe; I· ouoj'iuoio 
 --+-:::------:--------1 

r-vr:rolo8 oio, unvrJAio, oOnvio 
--,-----t--c

AmOSUlJlKO En£looolO, OTTOOlJoi, 

ljJUXOKIVr]TIKr'j unEpopooTr]PIOH1TO, 

ovoolJiO, nopoolJ io 

Muo08tv£lo gravis (I3Atm 


f-::----.-~..---- --t'-=nopaypocpo 2.4) -----r-:=------------.---~ --~.-~.-. 

i Ocp~g!-~ts olQ!2.POX£S ..... __+-:I,.-u.J.X,,--v~_____--1 

r
; ().!f!'.K.r't OIOT0l-P_OX,-,-rJ· ___ 


,OTOpoxte; TOU WTOe; KOI , Kw WO~ LU vt 

TOU Aol3upivSou 'EKTITWOr] Hl~ OKOUOTlKr'je; OXIOuxvte; 


~~C-1-=--"-~_~~~__________~~.___________~ 

r-:::-_-LL.,--o~n~2.!-~_-:---:--__ ---+--,--:''-''----'."'---'----------l 
Torsades de pointes (KOIAIOKrl 
TOXUKOpoio OiKflV plmOiou) (I3Atm 
nopoypo<po 2.4), oppu8IJio 
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liKTEPOS XOAOOTOlI~6S I 
i--D.-IO-T-O-P-OX-E-'~-T-O-U-O-E-'P-IJ-O-T-Os-----ll Esov8'11J a, KVQOtJOS ------+-cL=-LJX-VEc-,S---- ---1: 

KOI TOU unooopiou IOTOU ' 	LUVOPOIJO Stevens-Johnson, 'OXIOUxvtS ' 
oVTiapo0rJ anD tpWTOEUOIOSrJOio, 1 

KviawolJ 
I TO~IK~ mIOEPIJIK~ VEKpOAU0rJ, MrJ yvwOTtS 
! noAu~optpOEpUe~.~.~~o~_____~____~____ 

I D.IOTOpOXt~ TOU I ApepoAyio LUXVtS 
IJUOOKEAETIKOU 

, OUOT~IJOTOS KOI TOU 
OUVOETIKOU IOTOU 
D.IOlOpoxtS TWV VEtpPWV , NEtpPIK~ oVEnopKElo o~Eio, MrJ YVWOTES 
KOI TWV OU 0 owv oawv 

, rEvlKtS alOTOpoXts KOJ 
, KOTOOTOOEIS TrJS 0000 

• XOP~VrJ°f1S 
EpYOOTrJPIOKES LUXVES 
nopo~ETpOI 

'OXIOuxvts 

I VE 

MrJ VVWOTtS 

• rJ onoio onoviws KOTEArJ~E OE eOVOlO 

29 	 TlnptnEI va YVWpi~EI 0 a08Evris Of: nEpinTWOl1nou napaAEi4'EI va naPEI 
KanOm 00011: 
Eov nptnEI va AOlJl3ov£TE TO tpOplJOKO OE KOVOVIKO XPOVIKO OIOOT~~OTO KOI 
nopoAEi4JETE lJio aoorJ, eo nptnEI va nopETE Hl ooorJ OUT~ TO TOXlJTEPO OUVOTOV 
Eov, EV TOUTOIS, nArJOloi;EI rJ wpo YIO TrJV mOIJEvrJ OOO'llJrJ MI3ET( TrJ ooorJ nou 
nopoAEi4JOTE, aAM ouvEXiOTE KOVOVIKO TrJ S£panEio 

2,10 	 HIJEpOIJl1via Ari~f)1) TOU npo'jovTOS: 
AVOypOtpETOl OTrJV E~WTEPIK~ Kol £OWTEPIK~ ouoKwooio LE nEpinTworJ nou rJ 
rJlJEpolJrJvio OUTri tXEI noptAeEI IJrJV TO XPIlOlIJOnolriOETE. 

211 	 lominpEI) npQ(PUAa~EII) Via Tf) <puAo~f) TaU npo'jovTO<;: 

2,12 	 HIJEpOIJl1vio TEAEuTaias ov08uiJPl1 °f)1) TOU q>uAAou OOI1Vlwv: 

3. 	 nI\HPO<l>OPIEl: riA THN OP00l\OrlKH XPHl:H TON <l>APMAKON 

To tpOplJOKO aUTO OOS TO tVP04JE 0 VIOTPOS oos IJOVO Via TO OUVKEKPllJtvO 
IOTPIKO OOS npol3Arwa !:lEV SO nptml va TO OiVETE OE oAAo OTOIJO ri va TO 
XPIlOlIJOnolEiTE Via Konolo oAAIl noSIlOIl, xwpiS npOIlVOUlJtvwS va tXUE 
OUIJ130UAEUTE! TO VIOTpO OOS 
Eov KOla Til OIOPKEIO TIlS eEponEios ElJtpOVIOTEi KonOIO npol3AlllJo W TO 
tpoPlJoKO, EVIlIJEPWOTE OIJEOWS TO ylOlpO OOS ri TO tp0PIJOKOnOIO OOS 
Eov tX£TE onoloOrinoTE EPWTrJlJOTIKO yupw ana TIS nArJpoq>opiES nou 
otpopOUV TO q:>OPIJOKO nou AOIJ130VETE ri XPEIOi;£OTE KoAUTEPIl EVIlIJEPWOIl ylO 
TO IOTPIKO OOS npol3ArllJO IJIl OIOTOOUE va i;rJT~OETE TIS n AIlPOq:>opiES OUTtS 
ono TO YIOTPO oos ri TO tpOPIJOKonOIO Oos 
riO VO EivOI onOTEA£OlJOTIKO KOI Ooq:>oAtS TO tpOplJOKO nou oas XOPllyrierJKE 
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So TTptTTEI VO AOIJ130V(TOI oUlJcpWVO IJE TI<; oOflyiEC; TTOU 00<; i568flKOV 
rio Tflv OOCPOA£IO 00<; KOI Tflv uYEio 00<; EivOi OTTOpoiTflTO va ol013000E IJE 
TTPOOOX~ Ko8E nM1Pocpopio TTOU ocpopo TO CPOPIJOKO TTOU 00<; XOPfly~8flKE 
No WI OIOlflPEiTE TO CPOp~OKO OE £PIJOPIO TOU AOUTPOU, YIOli fl (tOlfl KOI fl 
uypooio IJTTOPEi vo oMOI(.iJoouv TO CPOp~OKO KOI VO TO KOlOOT~OOUV 
ETIlI3AOl3t<; YIO TflV uYEio 00<; 
No IJflv KPOTOTE CPOplJOKO TTOU OEV TO XP£IO(WT£ TTAtov ~ TTOU ~or] txouv 
A~~£ I 

KPOT£ioTE OAO TO CPOp~OKO IJOKPIO OTTO TO TTOIOIO 

4. TPOnOr .6IA0ErHr: To CPOPIJOKO aUTO XOPrJy£iTOI IJOVO IJE IOTPIK~ OUVTOy~ 

KOIvonoil]ol): 
ET. PFIZER HELLAS AE H .6IEY0YNTPIA .6YEn 

ME2::0rEION 243 
154 51 N. 4JYXIKO .6p. A. KOYTrOYKH 

AnootKTE<; VIa EvtpyEla : 
2. 	 rEE8Nl:Iyr 


/\. Mwoy£iwv 136 

155 61 AS~vo 


YTT. Epyooio<; ATTooxoMl0rJ<; & KOIVWVIK~<; npooTOoio<; 

r£VIK~ rpOlJlJOlEio KOIVWVIKWV AOCPOAioEWV 

l:I/vorJ AocpOA10rJ<; A08tvEIO<; & MrJTPOirJlO<; 

LTOOiou 29, 101 10 AS~vo 


(IJ£ TrJV nopoKArJOrJ Evrwtpw0rJ<; TWV AmpoAIOTIKWV 

TOIJ£iwv TTOU noptxouv YYEIOVOIJIK~ n£piSOA4Jrl) 


4. 	 novEM!']VIO IOTPIKO LUAAOYO 

nAOUTOPXOU 3, 106 75 AS!']vo 

(IJ£ Trlv nopoKArJOrJ EVrJlJtpworJ TWV 
TOTIlKWV IOTPIKWV 2::uMoywv TrJC; xwpOC;) 

5. nOVEAA!']VIO 'Evworj ¢OPIJOKOTTOIWV 
Kopu(rJ 6, 117 43 AS~vo 

6, novEAMlvlO ¢OPIJOKEUTIKO LuMoyo 
nElpOIWC; 134 & AyoSrJlJtpou 
11854 AS!']vo 
(IJE TrjV nopoKArJOrj EVrJlJ£pw0rJ<; TWV 

7, 
lOTIlKWV ¢OPIJOKEUTIKWV 2::uMoywv TrJC; xwpOC;) 
nov£M!']vlo 'EvworJ ¢OPIJOKOTTOIWV 
NOOrjAEUTIKWV IOPUIJOTWV 

KONTOfiANNH AElnOI NA 

6\0IK1')'1'IKO) (O<D 

MlxoAoKonouAou 99, 115 27 AS!']vo 
8 IKA-¢OPIJ/K~ YnrJPwio 

Ay.Kwv/vou 8, 10241 Ae!']vo 
9 orA KAnoo<; ¢OPIJOKEUTIK!']<; nEpieOAWrJ<; 

nOTflOiwv 30, 106 77 A8~vo 
10 OiKO<; NOlnou nElpOIWC; 

K,noAOIoMyou 15 
185 35 nElpOIOC; 

11 OiKO<; NOllTOU A8!']voC; 
rAOUOTWVOC; 2 & nOTrJoiwv 
106 77 A8~vo 

12 KtvTPO l:IrJArJTrJPIOOEWV 
NOOOKOIJEio noiowv 'H& A, KUPIOKOU" 
11527 rouol 
L¢EE 
/\. KrJcploioC; 280 & Ayplvlou 3 
152 32 XoMvopl ATTIKriC; 

97 




66YED-E.4250- J3/2 
(240) 

14. nov£t\A~vlo "EvWOIl cDOPI-l0Ko!3I0I-lIlXOviOC; 
AOl-ltl.lO 7, 11524 Al-lmAOKllnOI, A8~vo 

15 L0Moyo AVT/nwv cDOPI-l0K£UTIKwv EIOwv & EIOIKOT~TWV 
066C; TOTOiou 
180 XAIJ EeVIK~C; 0000 A8Ilvwv-A0l-lloC; 
14610 N. EPYGPAIA 

16 b£ATIO Ayopovol-llOC; 
nOv£moHwiou 42, 106 79 A8~vo 

17 TEBE - cD0PIJOKf::UTIK£C; YmlP£Oi£C; 
Ay KwvarovTivou 5 
10351 AGHNA 

18. Mil JJtA'l LuMoywv 
(onwc; 0 rrivoKOC;) 

ErOTEPIKH AIANOMH: 
1. 

2. 

3. 

b/vofj A~IOAOY'lOIlC; npOIOVTWV 
rpOJJJJOTEio A' TJJ~JJOTOC; EmOTfjJJovlKOU LUJJ!30U,\Iou EYKpio£wv 

b/voll b/KWV YllllPWIWV EMyxou npOiOVTWV 
TIJ~I-lo 'EKOOOIlC; & KwO. Ano<pom:wv 

rpOI-lJJOTEIO bEUTEpo!3a81-lloU EllIOTIlJJOVIKOtJ LUI-l!30UAiou 

Enh:yKl2010 
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