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EAAHN1KH L'lHMOKPATIA 
ynOyprEIO yrEIAI & KOINONIKHI 

AAAHAErrYH I 
E8NIKOr OprANlrMOr <PAPMAKON 
MwoYEiwv 284, 15562 XoAapyoc; 

www eoLgi: Op8rj ErravaAllljJl] 03-03-2Qll 
L'l/vo'l i".IOIK'lTIKWV YTT'lPWIWV EMyxou npOIOVTWV A0HNA,12-11-2010 
Tp~pa 'EKOOO'lC; AOEIWV & Kwo. ATTOCPOOEWV 
nA'lpo<j)opiEC; E npOYNTZOY AP. npOT.: 77167 
T'lMcpwvo 213-2040000 

ErKYKl\lOr - AnO<PArH 

0EMA Ka8oplopoC; nEpiAflljJflC; XOPOKT'lPIOTlKWV TOU npOIOVTOC; KOI <!>uMo 00'lVIWV VIO TO XP~OT'l 
CPOPPOKEUTIKWV TTpoloVTWV TTOU TTEPIEXOUV OpaOTIKO OUOTOTIKO AZITHROMYCIN, 
EmKaAulJllEvO Ilf AfrrTo UIlEVIO OHJKio 250MGITAB, 500MG/TAB & 600MG/TAB, 
KalVoKlo, OKArlPO 250MG/CAP, Kovle; Yla oidAulla rrpoe; tyXUO'l 500MGNIAL, Kovle; Yla 
rroOillo fVOIWprlllO 200MG/5ML & KOKKio rropOTnolltV'le; orroMolJ£uo'le; yra 
rropooK£urj rrooillou £vOIWprlllOToe; 2,OG/BOTTLE. 

EXOVTEC; UTTOljJfl 
a) 	 TIC; OIOT6~EIC; TflC; KOIV~C; YTTOUpVIK~C; ATTOcpao'lC; 6yr3 (0) 83657/2005 "nEpl [vapfJovlo'lC; TqC; 

EM'lVIK~e; NOlJo8wioe; IJE T'lV aVTioTOIX'l KOIVOTlK~ OTOV TOIJEa T'le; KUKAocpOpIOe; 
TWV CPOP~IOK[UTIKWV TTpoioVTWV, TTOU TTpoopi~oVTOI Yla ov8pwTTlvq XP~O'l", 

(3) 	 Tflv UTT' op181J. 43391/23-6-2010 Anocpaofl npOEOpOU EOctl (ctlEK 1052/TEUXOe; 6£I)TEpO/12-7
2010) "nEpi IJETaf3lf3aOEWC; OIKaIWIJOTOC; unoypocp~e; ono TOV npOEOpO EOctl TTpOC; TOUe; 
npOIOTOlJtvouC; OlEU8uvOEWV EO<P" 

y) 	 Tfl rVWIJClTEUOfl TOU ETTIOTfllJOVIKOU IUIJf3ouAiou EYKpioEWV op <!>-201/21-5-2010 

AnO<PArIZOYME 
H nEpiAflljJfl XapaKTflPIOTIKWV TOU npOIOVTOe; TTOU TTEplEXOUV opaoTIKo OUOTOTIKO AZITHROMYCIN 

GT'l Ilopq> rj: KOKKia rrapoTnalltV'le; orrootOIJEUO'lC; yra rropooKfurj rroa'lJou £VOIWPrllJorOe; 
2,OG/BOTTLE, Opi~ETOI we; E~~e; 

nEPll\HlVH TON XAPAKTHPlrTIKON TOY npO'IONTOr 
(a~18po~.IUKivfl ) 

1. ONOMArlA TOY <PAPMAKEYTIKOY npo'loNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
KOKKia napOTETOIJEVfle; anOOEOIJEUOfle; Yla TTapaoKEu~ TTooifJoU EVOIWpr'lIJOTOC; 2g/bottle (dose) 
Mia cploAfl avaouoraptvou EVOIWP~fJOTOC; nEplEXEI OIUOPIK~ a(18pOfJUKivfl looouvafJfl fJE 2,0 9 
O(ISpOp uKivfle; 
110 TOV TTA~Pfl KOTOl\oyO TWV EKOOXWV, f3l\ TTapaypacpo 6 1 

3. <DAPMAKOTEXNIKH MOP<PH 
KOKKia TTapOTETapEvfle; anoOEopEUOfle; '110 TTapaoKEu~ TTooilJoU EVOIWp~pOTOe; 

4. Kl\lNIKEr nI\HPO<DOPIEr 

4.1. 8£pOrr£UTlKte; £vo£i~Ele; 


EVOEiKVUTOI yla Tfl SEpaTTEio flTTlWV EWe; fJtTplae; (3apUTrjTO( AOIIJ,;)T,f.I.'J'.' TOU 8vonVUlOTIKOU (JU()TrHJUTUc, 


fTpoKoAou\JEVWV OTTO Euaio8rjTG on:Mxrl fJlKpoopyavlUiJwV, OTTWe; 01 




!~,~ YE' ·E..:J25()- 13/2 
( 24U) 

/\ol/Jw~rl<:; TOU KaruJrrpou aVaTTVWOTIKOU (6rav txu GTTo/JoVUJBU I] mBavoAovrirw rraBov6vo, 
waiaBf]TO in vitro orf]v a(IBpOjlUKivf]) 
O~EiE<; l3aKH1PIOKE<; E~OpOEI<; XPovla<; I3poyxiTloa<; 0CPEIAOiJEVE<; OE Haemophilus influenzae, MoraxeJla 
catarrhalis, Haemophilus parainfluenzae ~ Streptococcus pneumoniae. 
nVEUl--lovia OTTO Hlv KOlvOHlTO TTOU ocpEiAETOI OE Chlamydophila pneumoniae, Haemophilus influenzae, 
Haemophllus parainfluenzae, MoraxeJla catarrhalis, Mycoplasma pneumoniae ~ Streptococcus 
pneumoniae(Vla rf]v TTvwjlovia {3MTTr or]Jlfiwof] oro rtAoe; rr]( TTapavp6<pou) 
l\oljlW~Ue; rou avwrrpou aVaTTVWOTIKOU .' 
O~Eia l3aKrrlPlaK~ TTapapplvOKOATTiTioa TTOU ocpEiAETOI OE Haemophilus infiuenzae, MoraxeJla 
catarrhalis, Streptococcus pneumoniae 
<Dapuyyoal-luyoaAiTioa TTOU ocpEiAETOI OE Streptococcus pyogenes. 
EIOIKO, OHlv OTPETTTOKOKKIK~ al--luyoaAiTIoa TTpEnEI va XPr]0I1-l0nOIEiTOI w<; EvaMaKTlK~ SEpanEia, OE 
aoSEvEi<; OTOU<; onoiou<; OEV I--lnopEi va xopr]yr]SEi r] SEpamia npwTr]<; EKAoy~<;. H mVIKIMivr] EivOi TO 
OUVr]SE<; cpoPl-laKO EKAoy~<; yla Tr] SEpamia Tr]<; cpapuyyoal-luyoaAiTloa<; nou ocpEiAoOl OTOV 
Streptococcus pyogenes, TTEpIAal-ll3aV0I-lEvr]<; Kal Tr]<; npocpuAo~EW<; ana TOV PEUI-lOTIKO nup£To. H 
ai;ISpOI-lUKivr] EivOi YEVIKO anOTEA£Ol-laTlK~ Yla Tr]V EKpii;wor] TWV oTpEnToKoKKWV ana TOV 
OTOI--lOTOcpopuyya, aAM OEV unopxouv ETTi TOU napovTO<; OE00I--lEva nou va KOTOXUpwvouv Tr]V 
anOTEA£Ol-laTiKoTr]TO Tr]<; ai;:SpOI--lUKivr]<; OHlv npocpuAa~r] ana TOV PEUI--lOTIKO nupoo. 

IHMEIOIH H ai;ISp0I--lUKivr] OEV npEnEI va XPr]0I1-l0nOIEiTOI OE aoSEvEi<; I--lE nVEUI-l0via, 01 anoiol 
KpivoVTOI aKOToMr]Aol Yla E~WVOOOKOI-lElaK~ SEpanEia, OTTO TOU OTOl--laTO<;, E~ OITia<; I--lETpiou l3aS]Jou ~ 
l3apEia<; Aoil-lw~r]<; ~ AOyw uTTap~r]<; onolouo~noTE ana TOU<; aKoAouSou<; napoyovTE<; KIVOUVOU 
• 	 aoSEvEi<; TTpooI3Ar]SEVTE<; ana EVOOVOOOK0I-lElaKO naSoyova 
• 	 aoSEvEi<; I-lE yVWOT~ ~ mSavoAoyoUI-lEVr] I-lIKPOl3lO1l-lia 
• 	 aoSEvEi<; analTouvTE<; Eloaywy~ OE vOOOKOI-lEio 
• 	 r]AIKIWI-lEVOI ~ E~aoSEvr]I-lEVOI aoSEvEi<; 
• 	 aoSEvEi<; iJE ouvunoPXovTO or]l-laVTlKO TTpo13A~I-lOTa uYEia<; TO onoia I-lTTOPEi va ETTr]PEOOOUV Tr]V 

IKavoTr]TO aVTiopao~<; TOU<; npo<; Tr] vooo (nEpIAal-ll3av0I-lEVwV Tr]<; avoooKOTaOTaA~<; ~ Tr]<; 
AWOUPYIK~<; aanAr]via<;). 

ria Tr] SEpanEia Tr]<; nVEUI-l0via<; ana Tr] KOIVOTr]TO Xpqoll-l0nOIOUvTOI ouvriSw<; ouvoua0l-l0i 
aVTl1310TlKWV (Kupiw<; I3-AaKTol-lr] I-lE l-laKpoAior]) IE KOSE nEpimwor] npEnEl va Aal-l130VOVTOI un04Jr] 01 
ESVIKE<; KOTEUSUVT~PIE<; OOr]yiE<; yla Tr] SEpaTTEia Tr]<; nVEul-l0via<; ana Tr] KOIVOTr]TO 

4.2. 6oaoAoyia KOI TPOlTOC; xopr'jyrW'lC; 
01 aoSEvEi<; ouvloTaTOI va Aal-ll3avouv TO KOKKia ai;ISpOI-lUKivr]<; napOTOaI-lEvr]<; anooE0I-lEuorl<; pE aOEIO 
OTOl--lclXI (TOuMXIOTOV 1 wpa nplv ~ 2 WPE<; I--loa TO YEUI-la)- I3Mm napaypacpo 5.2 

CJ>apl-laKOKIV'lTIKEC; IOIOT'lTEC; 
Xprjoo OE EVQ,\IKE( KOI E<prj(30U( (> 12 owv) 

H OUVIOTWl-llVr] MOr] KOKKiwv napOTETOI-lEVr]<; anOOE0I-lEUOr]<; ai;ISpOI-lUKivr]<; OE £V~AIKE<; KOI Ecp~l3ou<; 


EivOi 2.0 9 clna~ 


IE nEpiTTTwor] nou npoKAr]SEi EI-lOO<; OTOV ao8Ev~ EVTO<; 5 AETTTWV ana Tr] XOP~yr]or] KOKKiwv 

ai;ISpOI-lUKivr]<; napOTETOI--lEVr]<; anOOEOI-lEuOr]<; 8a npETTEI va Ar]cpSEi I-lia OEUTEPr] Mar] 


nOiOla 

To KOKKia ai;ISpOI-lUKivr]<; napOTOaI-lEvr]<; aTToot0I-lEUOr]<; OE OUVIOTWVTOI Yla nOiola I-lIKpOTEpa TWV 12 

owv 


HAIKIW]JEVOI aOSEVEi(: 

6.EV analTEiTOI npooapl--loy~ Tr]<; ooooAoyia<; OTOU<; r]AIKIWl-ltvou<; aoSEvEi<; yla TOU<; onaiou<; analTEiTOI 

va Ml30uv 8EpanEia a(ISp0l-luKivr]<; (l3MnE napaypacpo 5.2 CJ>apJ-JaKoKlv'lTIKEC; IOIOT'ln:C;). 


Ao8EVEi( bIE VE<PPIKO aVEnapKEla 

6.EV OUVIOTaTOI TTpOOapl-loy~ Tr]<; ooooAoyia<; OE aoSEvEi<; I-lE ~ma tw<; I-lETpla VECPPIK~ aVEnapKElo 

(GFR 10-80 mllmin) nptnEI va Aal-ll3avovTOI npocpuM~EI<; OTOV TO KOKKia a~18pol-luKivll<; 


napOTETOl-ltVr]<; anootOI-lEUOr]<; XOpr]YOUVTOI OE aoSEvEi<; iJE ool3ap~ VECPPIK~ aVETTapKEla (GFR < 1 0 

ml/min) (BMnE napaypacpou<; 4.4 EIOIKEC; lTPOEIOOlTOIr'jUW; KOI lTpoq>uAa~EIC; KaHI HI xPrio'l KOI 

5.2 <J>apJ-JaKoKlv'lTIKEC; IOIOT'lTEC:;) 
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6,0.YEO-E.4250-1 )/2 
(2~~a ) 

AtorvastatinlATOp(3ooTOTivO 

H oUYXOP~YflOfl 10 mg OTopGaoTOTivfle; fljJEpflOiwe; KOI 500 mg a~18pojJUKivrJe; fljJEprJoiwe; OEV 

TPOTTOTTOiflOE TIe; OUYKEVTpWOEIe; TrJe; OTop(3aoTOTivfle; OTO TTAOOjJa (jJE (300rJ jJE8oeo TTPOOOIOPIOIJOU 

avooToA~e; TrJe; HMG CoA-ovaywYOOfle;). 


Carbamazepine/Kop(3awa(mivo 

LE jJia jJEMTrJ <papjJaKOKIVrJTIK~e; aAMIAmiopaorJC; OE uYIEie; ESEAoVTEe; OEV TTapaHIP~SrJKE KOlJia 

OfljJOVTlK~ miopaorJ OTO ETTimea Tf)e; Kap~ajJa~miVIle; ~ TOU epaOTIKOU jJETOGoAfTrJ Tile; OTO TTMojJa OE 

008EVEie; TTOU EAOjJ(3avav TOUTOXPova a~ISpojJuKiVIl 


CimetidinelLiWETloivO 

LE jJia <popjJaKoKIVIlTlK~ IJEMTIl OTIlV oTToia E~ETOo8IlKE f"j miopaOIl ml Tile; <papjJOKOKIVf"jTIKr'je; Hle; 

a~lepojJuKiVIle; jJlae; E<pOTTO~ Marje; OIjJETIOivlle;, TTOU XOpf"jy~8IlKE 2 WpEe; TTplV OTTO Tf)V a(ISpojJuKivf"), 

eEv TTOpOTf)p~8IlKE jJETO(3oA~ Tile; <papjJoKoKIVIlTlK~e; HIe; O~18pOjJUKivrJe;· 


Coumarin-Type Oral Anticoagulants/ATTo TOU OTOWOTOC; KouwaplVIKel AVTlTTOKTIKel 

L£ jJia <popjJaKoKlvIlTIK~ jJEMTIl oMflAETTfopaolle;, fl a~18pojJuKivll OEV jJET£(3oAAE TO OVTlTIrI KTIKO 

aTToTEA£OjJa jJlae; E<pc'lTTa~ Malle; 15 mg (3op<papiVfle; (warfarin), fl oTTofaxoPfly~8flKE OE uYIEie; 

ESEAoVTEe; METa HIV KUKAo<popia TOU <papjJoKou OTIlV ayopo uTT~p~av OVO<pOpEe; EvioXUOfl<; TaU 

aVTlTTllKTIKOU aTToTEAE:ojJOTOe; jJETel OTTO ouYXOPr'lYflOIl a(18pojJuKivlle; jJE OTTO TOU oTojJaTOC; KOUIJOPIVIKO 

aVTlTTrJKTIKO napoAo TTOU OEV EXEI TEKjJIlPlw8Ei aITlOAoYIK~ OUOXETIOf"j jJE Hlv a(18pojJUKivf"), TTptTTEI va 

OiVETOI TTPOOOX~ OTIl ouxvOTIlTO TTopaKoAou81l01le; TOU Xpovou TTpo8pojJ~fvrJe; OTOV rJ a(18pojJUKivf") 

XPflOljJOTTOIEiTOI OE 008EVEie; TTOU AajJGovouv aTTo TOU OTOjJOTOe; KoujJaplvlKo OVTITTIlKTIKO 


Cyclosporin/KuKAoOTTOpivO 

LE jJia <papjJoKoKIVrJTIK~ jJEMTrJ OE uYEie; E8EAoVTEe; OTOUe; oTToioue; XOPrJy~8rJKE rJjJEP~IJIO ono TOU 

OTOjJOTOe; MOrJ o(18pojJUKivrJe; 500 mg yla 3 IljJEpEe; KOI aKoAou8wC; E<pona~ MOil KUKAoOTTOpivrJe; 10 

mg/kg 01 aTTopptouoEe; Cmax KOI AUC05 Tfle; KUKAoonopivlle; (3pt8rJKOV vo EivOi 0lljJavTlKO oU~rJW':VEe; 


LUVETTWC;, nptnEI va E~ETO(ETOI jJE TTPOOOX~ 11 TOuToXpovll XOP~YIlOIl TWV <p0PlJelKWV aUTwv. Eov EivOi 

aTTopaiTIlTfl 11 TOuTOXPOVIl XOPr'jYIlO~ TOUe;, TTptnEI va TTapaKoAou8ouVTOI TO ETTiTTEoa Tfle; 

KUKAooTTopivlle; KOI va TTpooapjJo(ETOI ovoAoya 11 ooooAoyia 


Efavirenz/EcpaGlptv(O 

LuYXOPr'jYIl0rJ E<pelna~ IlIJEpr'jOlae; MOfle; 600 mg a(18pojJuKivlle; KOI 400 mg E<pa(3lptV(Ile; Yla 7 IljJtpEe; 

OEV EOEI~E KajJfa KAIVIKWe; 0lljJavTIKr'j <papjJaKoKIVIlTlK~ aMIlAmiopaofl. Mv EivOi onapaiTflTll f") 

TTpooapjJoyr'j Tile; Marje; Tile; o(18polJuKivlle; OTOV oUYXOPIlYEfTOI jJE E<pO(3lpEV(Il· 


Fluconazole/CDAoUKova(oAo 

H ouyxopr'jYlloll jJioe; E<pOTTO~ MOlle; o(18pojJuKivlle; 1200 mg OEV jJETE(3aAE TrIV <p0PjJoKOKlvIlTIKr'j lJiae; 

E<pOTTO~ MOlle; <pAouKova(oAIle; 800 mg H OUVOAIK~ noooTIlTO TOU <P0PjJOKOU TTOU <pSOVEI OH]V 

KUKAo<popfa KOI 0 xpovoe; IljJl(wr'je; Tile; a~ISpolJuKiVIle; eEV jJETa(3Ar'j8IlKav ano H] ouYXOPr'jYflOfl 

<pAouKova~oAIle;, OOTOOW TTOPOTIlPr'j8IlKE jJia jJEiwOIl OTIl jJtYIOTIl oUYKtvTpwoll H]e; o~ISpojJuKiVIle; OTO 

TT AoojJo, Cmax , (18%) Il oTToio OEV r'jTOV KAIVIKO 0lljJavTIKr'j 


IndinavirlivOlvaGiPO 

LUYXOPrlYIlOIl jJioe; E<poTTa~ Malle; 1200 mg a~18polJuKivllC; OEV EiXE OTOTIOTIKO orJjJavTIK~ ETTiOpaof") 

OTllv <papjJaKoKlvIlTIKr'j 800 mg Ivolva~iplle;, XOPllyoujJEvf")e; TpEIe; <popte; Tllv IljJtpa Yla 5 IljJEpEe;. f'..EV 

EivOi oTTapaiTIlTIl 11 npooapjJoy~ Tile; MOlle; Tfle; a(ISpoIJU Kivlle; OTOV ouyxoPrJYEiTOI jJE Ivolvo[3ipo 


Methylprednisolone/MESuATTpEOVI(oMvQ 

LE jJio jJEMTIl <papjJaKoKIVIlTlKr'je; aMIlAmiopaolle; OE uYIEie; E8EAoVTEe;, 11 a(18pojJuKivll eEV rrpoKoA£OE 

KOTTOIO 0lljJavTIKrl jJETO(3oAr'j OTllv <papjJaKoKlvIlTIKr'j Tfle; jJE8uAnpEovl~oMvlle;· 


Midazolam/Mloa(oAOIJO 

H oUYXOP~YIlOIl 500 mg a(18pojJuKivlle; IljJEPlloiwe; Yla 3 IljJtpEe; OE uYIEiC; E8EAoVTEe; OEV EiXE we; 

aTToTEAEojJa KOTTOla KAIVIKO olljJavTlK~ aMayr'j OTIl <papjJaKoKIVflTlKr'j KOI Tfl <papjJaKoeuvajJIK~ fJlae; 

E<pono~ Malle; 15 mg jJIOa(oAOjJlle;· 


.~ 



~~YEn-E.4250-13/2 
(24u) 

Nelfinavir/NEAcplvo(3lQQ 
2:uyxoP~YrJorJ 1200 mg O~ISpolJuKivrJe; KOI vEAcplvof3iplle; OE oTOSEPOTTOllllJEVIl KOIOOTOOIl (750 mg TpEIe; 
cpOpEe; TrJV IlIJEpO) EiXE we; OTTOTEAwlJo Tllv OU~1l01l TWV OUYKEVTPWOEWV Tile; O~ISpOIJUKiVlls (:.,EV 
TTOpOIIlP~SrJKOV KAIVIKWe; 0IlIJOVTIKEe; OVmISUI-IIlTEe; EVtpYEIEe; KOI 11 TTpOOOPI-IOV~ Tile; 06011<; OEV EivOi 
OTTopoiTIlTIl· 

Rifabutin/PlcpOWTTOUTivO 
H OUYXOP~VrJOIl O(ISp0I-IUKiVIle; I-IE PICP0I-ITTOUTiVIl OEV mllPEOOE Tie; OUYKEVTpWOEIe; TWV EV i\6yw 
CPOPI-I0KWV OTOV OpO TOU OiI-iOTOe; 
'EXEI TTopOnlPllSEi OUOETEPOTTEVio OE OOSEVEie; UTTO CJUYXOPIlYOUI-iEVIl SEPOTTEio o(18p0I-IUKiVIle; KOI 
PICPOI-iTTOUTiVIle;· Av KOI 11 OUOETEPOTTEVio EXEI OUOXETIOTEi I-IE Til XP~OIl Tile; PICPOIJTTOUTiVIl<;, OEV tXEI 
TEKl-IllPIWSEi OITlOAOVIK~ OUOXET10ll Yla TOV OUVOUOOI-IO Tile; I-IE TIlV o(ISp0l-luKiVIl ((3MTTE TTOPOYPO<po 4.8 
AVETTl8ulJ'lTE<; EvtpYEIE<;). 

SildenafillIlAvTEVOcpiAQ 
2:E uYIEie; 0ppEVEe; ESEAoVTEe; OEV UTT~PXOV EVOEi~EIe; miopOCJIle; Tile; O(ISp0I-IUKiVIle; (500 mg IlI-iEPlloiwe; 
Via 3 IlIJEpEe;) OTllv AUC KOI Hl Cmax Hle; 01AVTEVOcpiAIle; ~ TOU KUPIOU I-IETof30AiTIl Tile;. 

T erfenadlne/T EPCPEVooivo 

ctloPI-IOKOKIVIlTIKte; IJEMTEe; OEV EOEI~OV OTOIXEio KOTTOIOe; oMIlAmiopOOIle; OV0I-IWO OHlV O(ISpo~uKivrJ 


KOI OTIlV TEPCPEvooiVIl 'Exouv OVOCPEpSEi CJTTOVIO TTEPIOTOTIKO OTTOU rJ mSovOTIlTO OVTiCJTOIXIl<; 

oMIlAETTiopOOIle; OEV ~TOV OUVOIO va OTTOKAEIOSEi EVTEAwe;. nopoAo aUTO, OEV UTT~P~E OUYKEKP1I-IEVrJ 

EVOEI~1l OTi OUVE(311 TETOIO oMIlAETTiOpOOIl. 


Theophylline/GEOCPuMivO 

Mv UTTOPXOUV EVOEi~EIe; KAIVIKO OIlIJOVTlK~e; (j)OPI-IOKOKlvrlTIK~e; oMIlAmiopOOIle; OTOV 11 O(ISpOiJUKivrJ 

KOI 11 SEocpuMivrJ XOPIlYOUVTOI TOUTOXPOVO OE uYIEie; ESEAoVTEe;. Ev TOUTOIe; 11 OUYXOP~YIlOIl SEOcpuAAivrJe; 

KOI I-IOKpoAIOiwv EXEI CJUOXETIOTEi IJE OU~rJlJtva ETTiTTEOO SEOcpuMivlle; OTOV opo Oe; EK TOUTOU, 

OUVIOTOTOI 11 I-I£Tpr101l TWV WITTEOWV SEOcpuMivlle; wi ouvxoprw~ollC; o(ISp0l-luKivlle;· 


TriazolamITplo(oMllll 
2:E 14 uVIEie; ESEAoVT£e;, 11 oUYXOP~YIlOil 500 mg O~ISpol-luKiVIle; TIlv 1~ IlI-l£PO KOI 250 mg Til 2~ Il~£pa 
IJE 0,125 mg Tplo(oMI-IIle; Til OEUTEPIl IlI-iEPO OEV EiXE OilIJOVTIK~ wiopOOIl OE KOTTOIO cpoPIJOKOKIVIlTlK~ 
IJETO(3AIlT~ TrJe; Tplo(oMIJIle; OE oUYKPICJIl IJE TO EIKOVIKO cpOPI-IOKO. 

Tri methoprim -Su Ifameth oxazoleIT P1IJESOTTpi I-IQ -2:0UA(j?OI-lE80to(oAQ 

LuyxoP~YIlOIl TOU oT08EPOU ouvouo0I-I0U TPII..JE80TTpil-llle;/CJouAcpoI-lESo~o(6AIle; (160 mg/800 mg) mi 7 

IlI-iEpEe;, lJo(i IJE 1200 mg o(ISp0l-luKivrJC; Tllv 7~ IlI-iEPO, OEV EiXE 01l1-l0VTIKEe; ETTIOpOOEIe; CJTle; I-IEYIOTE<; 

OUYKEVTpWOEIe;, OTIl OUVOAIK~ TTOOOTIlTO TOU CPOPI-I0KOU TTOU cpSOVEI OTllv KUKAocpopio ~ CYTIlV OTTEKKPIOrJ 

OTTO TO oupo EiTE Hle; TPII..IESOTTpilJrJe; EiTE Tile; CJOUACPOIJESO~o(oArJe;. 01 OUYKEVTpWOEIe; Tile; O(ISpOIJUKivrJe; 

OTOV opo ~TOV TTapOI-IOIEe; IJE OUTEe; TTOU EXOUV TTOPOTIlPIl8Ei OE oAMe; I-IEAETEe; 


CisapridelLi(OTTpiOQ 

H 01(oTTpiorJ I-IETOf3oAi(ETOI OTO ~TTOp OTTO TO EV(UiJO CYP 3A4. ETTEIi5~ TO l-IoKpoAiolO OVOCJTEMouv TO 

tV(UIJO aUTO, 11 OUVXPOVIl xoprWlloll Tile; OI(OTTpiolle; 1-1£ Tie; OUOiEe; OUTEe; I-ITTOPEi vo OU~~OEI TOV Kivouvo 

EI-l(j)clVIOIle; OIOTOPOXWV TOU KOPOIOKOU pu81-l0U (TTOPOTOOIl TOU OIOaT~I..lOTOe; QT, KOIAIOKEe; oppu8I-1iEe;, 

TORSADE DE POINTES) (:.,10 TOUTO va 1-111 oUYXOPIlYEiTOI 11 OI(OTTpioIlIJE TO CPOPI-lOKO oun) 


4.6. Ku'lO'il KOI yoAouXio 
MEAETEe; OvoTTopoywy~e; OE TTElpOI-lOI6(wo EXOUV OIE~OXSEi OE OOOEIe; TTOU TTAIl0l0(OUV Tllv I-I£TPIO 
TOSIK~ 00011 YIO Til IJIlTEpo. LE OUTEe; Tie; I-IEMTEe; OE UTT~P~OV EVOEi~EIe; f3AOTTTIK~e; miopOOfle; TrJe; 
o(18P0I-IUKivrJe; ETTi TOU EIJ(3pUOU (:.,EV UTTOPXOUV, WaTOOO, ETTopKEie; KOI KoM EAEYXOIJEVEe; I-lEMTE~ OE 
£YKUEe; yuvoiKEe; ETTEIO~ 01 I-lEMTEe; ovaTTopoywy~e; OE TTEIP0I-IOTO(WO OE oivouv TTOVTO Hl 0UVOIOTr)TO 
TTpof3AEljJlle; TrJe; OVTOTTOKpl0rJe; OTOV OVSPWTTO, 11 o(ISpol-luKiVIl So TTPETTEI va XPIl0l1-l0TTOIEiTOI KOHl Til 
OI(:iPKEIO Tile; KUIlOIle; I-I0VO EOV EivOi CJocpwe; OTTopoiTIlTIl· 
6EV unopxouv OEOOIJEVO OOOV ocpopo Hlv OTTEKKP10ll TOU CPOPI-I0KOU aro I-lIlTPIKO voAo. 'OTTWe; noMo 
CPOplJOKO TO onoio EKKpivoVTOI aTO I-IIlTPIKO yoAo, 11 o(ISp0l-luKiVIl OE So TTPETTEI va XPll0llJOTTOIEiTOI Via 
Til 8EPOTTEio YUVOIKWV TTOU SIlAo(ouv EKTOe; KOI £clV 0 IOIpOe; mOTEUEI OTi TO OUVIlTIKO ocptAO 
O\KOIoAoyouv TOUe; OUVrJTlKOUe; KIVOUVOUe; yla TO (3pE(j)Oe;. 
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l------ ---_·__-·__-_-_-_·_~___+-n--'-~g:~~tloa,-O-u-OXp~~OT-10_fJ_6_·~._H_l~ -+-.._M~fl~~YV_W_O_T-E_'~~.___-_--~1 
D.lawpaxE~ rou ~rraro~ HrrOTiTloa---=--'------- 

i KOI TWV XOAfl<P0pwV HnOTIK' Amou ia UOIO~.oyIKQ 

HnOTIK~ ovmopKEla WMm I 
I rrapoypacpo 44)*, flnOTiTioa 
I KEpOUVO~OAO~, flnOTIK~ VEKPWOfl,l  __ ______j-L>-'-o_Ao-'-o-=--ra:.c.T..:..IK_ O_'"------------+--------
I D.larapaxEc; TOU OtPfJOTO~ E ov8r)lJa, KVI]0fJOS Euxvt<; 

unooopiou 10TOU LUVOPOfJO Stevens-Johnson, OXI OUXVE~ 
aVTiopaofl ana <pWTOEUOI08flOia, 
~viowoQ ____.. 
TO~IK~ EmoEpjJlK~ VEKpoAuOfl, Mfl YVWOTt~ 

1
 
______-+ noAufJoppo EpU~__ . 


D.IOTOpaxt~ TOU Ap8poAyia Euxvtc; 

fJUOOKEAETIKOU OUOT~iJOTOC; 


OUVOETIKOU 10TOU 

lfuarapoxt~ TWV VECPPWV-' NECPP-IK-~a-v-Err-op-K-EI-a-o-~E-ia-, v-E-cp-pi-Tlo-a--t-M-fl-YV-W-O-T-t-~--- 
l~1 Twv~fl2P6pwv oow-":'... _ ~2l-!EO~__ ____ 

rEvlKt~ olOTapaxt~ KOI KonwoQ ___________--+_~L=-U::...X"_V:...:t:.J<; _____ 

KOTaoTooEI~ Tfl~ ooou 8wpaKIKo oAyoC;, oiOflfJa, ai08flfJa 0XI ouxvt~ 


XOP~YflOfl~ KOKOUXio<;, E£o08tVI01]

I EPYOOT fl pia KtC; nopci~ETpOI Apl8fJoC; t-EjJCPOKUTTO PWV-fJ-E-IW-fJ-E-:-'v-o-C;-,--+--=Ec-u-X-v--C-tC;-- --.. 

opl8fJo~ flwOIvo<piAwv 
OU~flfJtvoC;, oiTTav8poKIKO oifJOTOC; 

EIW tva 
AonopTIK~ 0fJlvOTpavocpEpoOfl 
oU~fljJtvfl, ajJlvoTpavocpEpoofl TflC; 
aAovivfl~ aU~lwtvfl, XOAEpu8pivfl 
aifJOToc; aU~fljJtvfl, oupia aifJOTOe; 

I 

OU~flfJtvfl, KPEOTlvivfl aifJOTOC; 
aU~fljJtvfl, KoAIO aifJOTOe; WI 
~OIoA~o_'____._______J HAEKTpoKapoloYPoCPflfJa, Mfl YVWoTte; 
OIOoTflfJa OT TwpOTETajJEvo 

_.~ .___ ._ ___ nap~apo 4~_ _ _ 
* fl oTToia anaviw~ KOTtArj~E OE 80VOTO 

4.9. YTTEpooaoAoyia 
01 oVEm8ujJflTEC; EvtpYElEC; nou napOTflP~8flKav jJETO Tfl MI4Jfl 060Ewv TOU CPOPjJOKOU fJEyaAuTEpwV 
TWV auvloniJjJEvwv, ~rav napojJolEe; IJE aUTte; nou napOTflP~8flKav IJETO Tfl A~4Jfl TWV ouv~8wv 
oom:wv LE nEpinTWOrj unEpooooAoyioC; arrolTEiwl fl ECPOPfJOy~ YEVIKWV OUfJmwjJOTlKWV KOI 
unooTflPIKTIKWV fJtTpwv 8EpaTTEiac;, avoAoyo jJE Tflv TTEpimwofl 

5. <l>APMAKOI\OnKEr IfllOTHTEr 

5.1, <DaplJaKOOUvaIJIKic; IOlonlTEC; 

<PaPfJoKo8EponEuTIK~ KOTflyopio AVTlIJIKp0010KO, MOKpoAioIO, KWOIKO~ A TC JO 1FA10 


MIlXaVI<7I-l0C; opaallC; 
H a(18pojJUKivfl EivOi TO rrpwTo aVTI[310TlKO fJioC; unoofJooac; TWV fJoKpoAIOiwv, YVWOT~C; we; o(aAioEC;, 
KOI fl onoio EivOi XfljJlKO OIOCPOPETIK~ OTTO Tflv Epu8pofJUKivfj. XfljJIKWe; AOIJ0oVETOI OTTO Tflv npo08~Kfl 
EVOC; mOfJou O~WTOU oro AOKTOVIKO OOKTUAIO Hl~ erythromycin A H XfjfJIK~ ovofJooia TflC; a(18pofJUK[VfjC; 
E[VOI 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin A To fJOPIOKO TflC; [3opoc; EivOi 749,0 
o fJflXOVIOIJ0C; opaofl~ TfjC; o(18pOjJUKivfl~ ouvioraTOI OTflv ovoOToA~ Tfl~ TTPWTElvoOuveWrj~ TWV 

[3aKTflpiwv jJtow auvoEO~e; Tfl<; jJE Tfl pl[3oaWfJIOK~ unojJovooo 50s KOI napEjJnoolOfle; Tfl<; jJETOTomofle; 

TWV TTETTTloiwv xwpiC; VO ETTfjPEO~EI HJ OUV8EOfl TWV noAuvouKAEOTloiwv. 

H O~18pOIJUKivrj nopouOIci~EI 0POOTIKOTrjra In vitro EvavTiov iJEyciArjC; rrolKIAim; iJlKPOOPYOVIOiJWV 

TTEPIAoJJ[3ovojJtvwv KOI TWV oKoAou8wv: 
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GOlKa KOTO Gram OEP0i310 !30KTrjPI0. Staphylococcus aureus, Streptococcus pyogenes (OlJoi5o A TWV 
!3-atPOAUTIKWV OTPETTTOKOKKWV), Streptococcus pneumoniae, o-Oq,JOAUTIKOf OTPETTTOKOKKOI (o\Jooo 
npoolvl(OVTWV OTpEnTOKOKKWV) Kat oAAo Eiorj OTpEnToKoKKWV, K08w<; Kat TO Corynebacterium 
diphteriae. H 0sl8POlJUKfvrj TTOPOUOIaSEI OIOOTOUPOUjJEVrj OVTOX~ OE OV8EKTIKa OHlv Epu8pofjUKivr) 
BETIKo KOTO Gram OTEAEXrj. nEpIAo\J!3oVOjJEVWV TOU Streptococcus faecalis (EVTEpOKOKKO<;) Kal TWV 
nEploooTEPWV OTEAExwv TWV OV8EKTlKWV OTr) jJE8uKlAAivrj oTOcpuAoKOKKWV, 

ApVf/TlKa KaHl Gram afp6{3la {3aKTdpta. Haemophilus influenzae, Haemophilus parainfluenzae, 
Moraxella catarrhalis, [fof] Acinetobacter, [[Of] Yersinia, Legionella pneumophila, Bordetella pertussis, 
Bordetella parapertussis, [[01] Shigella, [[01] Pasteurella, Vibrio cholerae Kat parahaemolyticus, 
Plesiomonas shlgelloides. H OpaaTlKO TI]Ta [vavTfov TWV Escherichia coli, Salmonella enteritidIs, 
Salmonella typhi, E/OWV Enterobacter, Aeromonas hydrophila Kat E/OWV Klebsiella rroIK[A},[, Kat YI' auro 
rrptrrEI va yiVOVTat OOKlpaafE(; EUata8rya[ac;. EfOf] Proteus, [iof] Serratia, [iory Morganella Kat ry 
Pseudomonas aeruginosa, [ivat auvf7Bwc; aVBEKTlKCt aro aVTf{310TlKD. 

AVOEpoi310 i30KTrjPI0: Bacteroides fragilis KOI EiOrj !30KTrjPIOOEIOWV, Clostridium perfringens, EfOr] 
Peptococcus KOI EfOrj Peptostreptococcus, Fusobacterium necrophorum KOI Propionibacterium aenes. 

MIKPOOPYOVIOlJOi UTTEU8uvOI ylO TO oEtouoAIKWC; [JETOOIOO[JEVO VoonlJOTo. H 0(18pOjJUKivr] EfvOI 
OpOOTlK~ EVOVTfov Trj<; Chlamydia trachoma tis Kat E\JCPovf(EI ETTfarj<; KoA~ OpOaTiKOTrjTO Evovriov TWV 
jJIKpOOPYOVIO[JWV Treponema pallidum, Neisseria gonorrhoeae KOI Haemophilus ducreyi 

AAAol [JIKPOOPyovIOIJoi: Borrelia burgdorferi (TTOPOYWV Trj<; vooou TOU Lyme), Chlamydophila 
pneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum, EjOrj 
Campylobacter KOI Listeria monocytogenes. 

Mllxavla~oc; avarrTu~llC; aVToXIlS 
YnoPXouv OUO KUPIOI nOpaYOVTE<; TTOU K08opf(ouv TrjV ovrox~ TOU Streptococcus pneumoniae KOI 
Streptococcus pyogenes TTOU EXOUV anojJovw8Ei ana KAIVIKa oEiYjJOTO.: TO yovfolo mef KOI erm To 
yoviOlo mef KwolKonolEf \Jio oVTAfo po~<;;, rj oTTofo jJWOAo!3Ei oro [JrjXOVIO[JO OVOTTTU~rj<;; avrox~e; \Jovo 
OTO \JoKpoAiolO \JE 14-lJEA~ KOI 15-[JEA~ AOKTOVIKO OOKTUAIO. To yoviolo mef EXEI TTEplypacpEi aE TTolKIAia 
aAAwv EIOWV. To yoviOlo erm KwolKonolEi [Jia 23S-rRNA [JE8uATpovacpEpOarj, rj oTTofo npoaSEm 
[JE8uAIKE<;; O[JOOE<;; OTrjV OOEvivrj 2058 TOU 23S-rRNA (OUOTrj[JO opi8[Jrjorj<;;: jJE i3oar] TO rRNA TrJ<; E. 
coil) To [JE8uAIW\JEVO vouKAEOTiolO !3piaKETOI aTrlv TTEPIOX~ V KOI EXEI !3pE8Ei vo oAArjAETTIOpa EKTOe; OTTO 
TO jJoKpoAiolO Kat [JE Tie; AIVKO(o[JiOE<;; Kat Tr] streptogramin B, Exovra<; w<; onOTEAwIJo EVO cpolvOrUlTO 
yvwaTo we; ovrox~ MLSs. To yoviolo erm(8) KOI erm(A) EXOUV oTTo[Jovw8Ei ana KAIVIKO oEiY\JOTa TOU 
Streptococcus pneumoniae KOI rou Streptococcus pyogenes 
H ovrAio AcrAB-ToIC arov Haemophlilus influenzae EfvOI UTTEU8uvrj ylo Tie; EYYEVEi<; UljJJlMTEpEe; T'IJEC; 
EMXIOTJl<;; ovoaraA TlK~<;; OUYKEvTpWarj<;; (MIC) ara [JOKPOAiOIO 
LE KAIVIKa OTEAEXr] , [JETOAM~EI<; aro 23S-rRNA, EIOIKO ora vouKAEOTiolO 2057-2059 ~ 2611, OTrjV 
TTEPIOX~ V, ~ [JETOAM~EIC; aE pl!3oaw[JloKE<; npwTEivE<; L4 ~ L22, EivOI (mOvIE<; 

Opla MIG 
To ouvlaTw[JEvo OPIO EAciXIOTrj<; ovoaTOATlK~<; aUYKEVTpwafl<; MIC (jJg/ml) YIO H1V 0(18pO[JUKivil EivOi 
Haemophilus spp.: Euoio8rvo (S) ~ 4 xwpi<;; ouaTOofl Ylo OPIO aV8EKTIKOTr]TO<;;* 
LTPETTTOKOKKOI OU\JTTEpIAojJ!3avo\J£vwv TWV Streptococcus pneumoniae KOI Streptococcus pyogenes 
S ~ 0,5, Av8EKTIKa (R) 2: 2 
*ETTi TOU TTapovTo<;, fl oTTouaio OEOO[J£vwv yla aV8EKTIKa OTEAtX'l OTTOKAEiEI TOV K08oPIO[JO 
oTTolaO~TToTE KOTflyopio<;; oAAfl<;; ana OUT~<; TWV Euofa8flTwv OTEAExwv Eciv aTEAEX'l oivouv 
oTTon:Ato[JOTo MIC OIOcpopETIKa ano OUTO TWV Euoia8flTwv aTEAExwv, TOTE OUTa npETT£1 va 
oTTooraAouv OE EVO EpyaaT~plo aVocpopa<; YIO nEpatTEpW OOKI[JoaiE<;. 

6EOOjJEva ~IKpoflIOAoYIK~c; EUOIa-SIlOlac; 
o ETTIlToAaojJo<; TJl<;; ETTiKTflTfl<;; ovrox~<;; EVOEXETOI va nOIKfAEI YEWYPOCPIKO ~ XPOVIKa YIO ETTlAEy[J£vo [iOil 
KOI EivOi ETTl8ujJflT~ fl nopox~ TTAJlpoCPOPIWV aXETIKO lJE TJlV ovrox~ TOTTlKO, EIOIKO KOTO Tr] 8EpOTTEia 
o0!30PWV AOI\Jw~[WV Orav fl ETTlKPciTflall Tfl<; av8EKTIKOTflTO<; aE TOTTIKO EninEOO EivOI TErOla, warE r) 
XPilOllJOTflTO TOU CPOPlJOKOU vo Ti8Erai uno O~CPIO!3rlTflOll, TOuAciXIOTOV ylO OPIOIJEVOUC; TUTTOUC; 
AOI[JW~EWV, EivOi ovoYKoio VO (ilTEiTOI fl oUIJ!3ouA~ E[JnElpoyvW[Jovwv 
To OEoo[JEva in vitro EUOIa8flaia<; OEV auaXETi(ovTOI novTO [JE Tflv KAIVIK~ aTToTEAEajJOTIKoTflTO 

q 
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LuvrJ8fJ wafu81Fa un:MXfJ 
Af:po(310 Gram-8HIKO (3aKTrJplO: 
Staphylococcus aureus, Streptococcus agalactiae, oTpEnToKoKKOI (O~OOEC; G, F, G) KOI 
npaolvi~oVTEC; oTpEnToKoKKOI (Viridans group Streptococci) 

AEpO(31O Gram-apVfJTIKO (3aKTrJplO: 
Bordetella pertussis, Haemophilus ducreyt, Haemophilus influenzae*$, Haemophilus parainfluenzae*, 
Legionella pneumophila, Moraxella catarrha/is*, Neisseria gonorrhoeae. 

AAAa: 
Chlamydophila pneumoniae *, Chlamydia trachomatis, Mycoplasma pneumoniae * Kal Ureaplasma 
urealyticum 

EfOfJ ylO TO orroia I'] ErrfKTfJTfJ aVTOXrJ EVOEXETOI va arroTEAEf rrpo(3Aru.ra: 

AEpof31O Gram-8H1KO f3aKTrJplO: 
Streptococcus pneumoniae* 
Streptococcus pyogenes* 
Lfl~EiwOfl: fl o~18po~uKivfl nopouO!o~EI OIOOTOUpOU~EVfl avTOX~ ~£ Gram-8£T1Ko OTEMm OV8EKTIKO 
OTflv Epu8po~UKivfl 

KAilpoVOl-IlKO av8EKTlKOf I-IIKpoopyavlul-l0f: 
Enterobacteriaceae 
Pseudomonas 

* Eiofl TWV onoiwv fl Eualo8floia EXEI onoOEIx8Ei ~E KAIVIKEC; OOKI~EC; 
$ EiOfl ~E CPUo!K~ EVOlci~Wfl EUOI081loia 

5.2. ¢apl-laKOKlv'lTlKE<; 10IOTrITE<; 
To KOKKia a~18po~UKivflC; napOTETo~EvllC; anoOEo~EUOflC; anoTEAouv ~oPcPr'j Tpononolll~EVIlC; 
anoOEojJEUOIlC;, fl onoia npoo<pEpEI nAr'jPIl aVTljJIKpo1310Kr'j 8EpanEia ~E ~ia Ecpcina~ ana TOU OTO~OTOC; 
MOfl. ~EOO~EVO ano olacpopETIKEC; cpapiJOKOKIVflTlKEC; IJEMTEC; OE uYIEiC; Evr'jAIKEC; EOEI~OV OTI 
ETIlTUYXcivETOI UllJflAOTEpfl ~tYIOTIl OUYKEVTpwofl (Gmax) KOI ~EyoAuTEPfl OUOTIl~OTIK~ EK8WIl OTllv 
a~18po~UKivfl (AUG) Tflv fliJEPO nou AOiJ13ovual fl 06011, ~ETO ana ~ia Ecpcina~ xoPr'jYIlOfl KOKKiwv 
o~18pO~UKivfle; napOTETOiJEVflC; anooEo~EUOfle;, OUYKPITIKO ~E Til XOP~YflOfl O6ofle; ou~13arl KWV 
cpoPiJaKOTExvlKWV ~opcpwv cilJWflC; anooEo~EUallC;. 

Arroppo<pfJUfJ: 
Ta KOKKio a~18pOiJUKivfle; napOTETOiJEvlle; anooEoWUOfle; EivOi 0XEOlaOiJEvo, tTO! WarE va 
anEt-E:u8EPWVOUV Tllv a~18po~uKivll iJE opy6 pu8~o OTO AEnTo EVTEpO. 
H OXETIK~ 13loola8wl~OTIlTa TWV KOKKiwv a~18pOIJUKivflC; napOTETo~EVflC; anooEo~EUOfle; OUYKPIVOj..JEVrj 
W Til ~opcp~ TflC; a~18pO~UKivflC; OE cpaKEMioKO EivOi 83%. 01 ~EYIOTEC; OUYKEVTPWOEIC; OTOV opo 
ETIlTUYXcivoVTOI nEpinou 2,5 WpEe; apyoTEpa. 

ErrfopaufJ arro T'1 uuyxoPrJV'lUI'] YEUI-I0TWV 
OTOV XOPflyr'j8flKE O6ofl 2.0 9 KOKKiwv a~18pOiJUKivflC; napOTETaIJEVIlC; anoOEolJEUOIlC; O£ UYI~ OTOiJO 
IJETO ana YEu~a iJE UllJllAci Amapo, fl iJEYIOTIl aUYKEvTPWOfl aTOV opo KOI 11 OUOH1IJOTIK~ EK8WIl 
a~18pOiJUKivflC; au~~8flKav KOTci 115% KOI 23% aVTioTOlxa H XOPr'jYflofl KavovlKoU YEUiJOTOC; OE uY1rJ 
ciTOlJa EiXE wC; anOTEAw~o Tflv aU~floll Tile; ~tYIOTIlC; OUYKEVTPWOflC; OTOV opo KOTO 119% xwpie; va 
EnflP£OOEI Tllv OUOTflj..JOTIKr'j EK8wIl OTflv a~18po~UKivfl 
AnoH:Mo~OTa KAIVIKWV ~EAuwv OEixvouv OT! TO KOKKia a~18po~UKivflC; napOTETa~tvlle; aTToOEo~EUoflC; 
EivOi KaAuT£po aV£KTo OTOV Ao~13civoVTOI iJ£ ciO£IO OTO~OXI 

KaTOVO(JrJ 
H OUVOWfl o~18pO~UKivfle; iJ£ TIC; npwTc:TvEe; E~OPTciTOI ono Tfl OUYKEVTPWOfl, 1J£IOUIJEVfl ana 51 % Ola 
0,02 j..Jg/ml OE 7% OTa 2,0 fJg/ml. METa Trlv ana TOU OTOiJOTOe; XOP~YflOIl 11 a~18po~uKivll KOTOVEf,JETOI 
Euptwe; OE O,o\OK,o\rlPO TO oWfJa fj£ CPOlVOIJEVIKO OYKO KOTaVOJ..l~e; Olfl oT08Eponolfwtvrj KOTaoTOOIl 31,1 
IIkg 

10 
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01 OUYKEVTPWOEI<; Hl<; a(18p0I-lUKivIl<; OTOU<; 10TOU<; EivOi I-lEyaAuTEpEC; OE oxto'l IJE TI<; aVTioTOIXE~ OTOV 

opo Kal OTO nAOOl-la H EKTETOIJtV'l KOTaVOIJ~ cpapl-l0KWV OTOUe; 10TOUe; ouoXETi(ETOI EVOEXOl-ltVWe; I-lE 

TIlv KAIVIK~ TOU<; OpOO'l. H aaVTIIJIKpof3laK~ opc'tO'l T'l<; a(ISpoIJUKiv'l<; E~apTOTOI ana TO pH Kal 

qJcpOVi(ETOI va IJEIWVETOI IJE T'l IJEiwo'l lOU pH. rl'auTo TO AOYO, uljJ'lM<; OUYKEVTpWOEIe; OlOUe; IOTOUe; 

OEV nptTw va 0XETf(oVTOI noooTIKO IJE T'lV KAIVIK~ onOTEAWI-lOTIKOH']TO T'le; o(ISpoIJuKiv'le; 


Mna~oAI<1IJOC; 


To IJEYOAUTEPO nooo T'le; a(ISpoIJuKiv'lC; nou ~piOKETOI OT'l OUOT'lIJOTIK~ KUKAOcpopio onof3o"AETOI 

ovoAAoiwTO ana T'l XOA~ Mv txouv OIE~OXSEf IJEMTEe; in vitro KOI in vivo Yla T'lV EKTiIJ'lOfl TOU 

I-lETa~o"Jol-lo0 T'le; o(18p01-l UKiV'le; 


ATTEKKPI<1'l 

H OUYKtvrpWo'l T'le; O(18POIJUKiV'le; OTOV opo IJETO ono Ecpono~ XOP~Y'lO'l 2.0 9 KOKKiwv 

nOpmETOIJEV'le; OnOOEOIJEUOfle; IJEIWVETOI nOAucpoOiKO IJE TEAIKO Xpovo 'l1-l1(W~e; TIe; 59 WpEe;. 0 iJEYOAOe; 

xpovoe; 'lIJI(W~<; ocpEiAETOI oro IJEYOAUTEPO CPOlVOIJEVO OYKO KmaVOIJ~<; 


H OTTEKKPJO'l T'le; o(ISpoIJuKiv'l<; ana T'l xo,,~ Kupiwe; we; ovoMoiwro CPOPIJOKO, EivOI 'l KUPIO oooe; 

OnOIJOKpuVO~<; T'l<;. METo OTTO IJio E~OOIJOOO 8Epomioc; mpiTTou TO 6 % T'l<; XOPilYOUIJEV'le; OOOfle; 

EIJcpovi(ETOI we; ovoMoiwT'l o(ISpoIJuKiv'l OTO oupa. 


HAIKIWPEVOI: 

LE 'lAIKIWl-ltvou<; ESEAOVTE<; ('lIlIKia<; > 65 ETWV) TTapOT'lp~81lKE EAOCPPO au~'lo'l TWV TlIJWV AUC I-lETG 

SEpanEio 5 'lIJEpwv OE oxto'l IJE VEOU<; ESEIIOVT£<; ('lIlIKia<; < 40 ETWV), oAAo 'l au~'lo'l OUT~ OEV 

8EWPEiTOI KIIIVIKO o'lIJavTIK~ Kal w<; EK TOU TOU OEV anOiTEiTOI TTpOOaPIJoy~ T'l<; OOO'lC; lOU cpapIJOKOu 


AaSEVEfc; lJE VE<PPIK~ aVETTopKEla: 

H cpaPIJOKOKIV'lTlK~ T'le; a(ISpoIJuKiv'le; OE aoSEVEie; I-lE ~TTla twe; IJtTpla VECPPIK~ aVETTOpKEIO (GFR 10-80 

ml/min), OEV ETT'lPEOOT'lKE I-lETO ono Ecpono~ Mo'l 1,0 9 a(ISpoIJuKiv'le; OI-lW'l<; OnOOEOIJEUOfle; 

OUYKPITIKO I-lE OOSEVEi<; TTOU txouv CPUOIOIIOYIK~ VECPPIK~ AEIToupyia. LTOTIOTIKO o'lIJaVTlKte; olacpopte; 

napm'lp~SIlKav OT'lV AUC0120 (8,8 mg x hr/ml tvavTI 11.7 mg x hr/ml). Cmax (1,0 mg/ml EvavTI 1,6 

mg/ml) Kal CLr (2,3 ml/min/kg EvavTI 0,2 ml/min/kg) IJETO~U T'le; OIJOOOe; mOIJwv IJE oo~op~ V£CPPIK~ 


oVEnOpKEJa (GFR < 10 ml/min) Kal T'l<; ol-laoae; OTOIJWV I-lE CPUOIOAOYIK~ VECPPIK~ AEIToupyia 


A<1SEVEfC; IJE IlTTOTlKrl ovnTopKEIO : 

LE aoSEvEi<; I-lE ~TTla (KOTilyopia A) tw<; ]JtTpla (KOT'lyopio B) 'lTTOTIK~ ~Ml3fl, OEV UTTOPXOUV Ev6Ei~EIe; 


O'lIJaVTIK~<; ]JETO~OA~C; Tile; cpaPIJOKOKIV'lTIK~<; T'l<; o(ISpoIJuldVll<; OTOV opo OE oxtO'l IJE EKEfvoue; nou 

napouOIo(ouv CPUOIOAOYIK~ rjnOTIK~ AEIToupyia. LlOUe; aoSEvEie; aUTou<; rj VECPPIK~ KoSapofl Tr]e; 

a(ISpoIJuKiv'le; EIJcpovi(ETOI OU~rjIJEV'l, mSavw<; Yla va E~looppon~OEI HlI-lEIWIJEV'l 'lnOTlK~ KOSapO'l. 


5.3. npoKAlvlKo OEOOlJEVO yla Tllv oa<poAElo 

'EXEI napOTrjp'lSEi cpwocpoIIlTTiow0'l (EVOOKUTTOPIK~ OUOOWPEUOrj CPWOCPOAITTlOiwv) OE apKElOue; IGTOUe; 

(n.x. ocpSaIlIJo<;, vWTloia YOYYllla, ~TTap, XOArjMxoC; KUOT'l, VECPPO<;, onll~va<; KOI/~ nOYKpEO<;) 

novTIKwV, opoupofwv KOI OKUIIWV nou EAo~av noAAanMe; OOOEI<; a(18p0I-lUKiv'l<; H CPWOCPOAITTi6worj 

tXEI napOTrjprjSEi OE oj.JOJO l3aSIJo Kal OE VEOYEVVrjTOUe; opoupafouc; KOI OKUAOUe;. H cpwocpoIIITTi6wOfl 

CPOiVETOI va Eival aVaOTpEljJIIJ'l IJETO Trj OlaKon~ T'l<; SEponEfae; IJE O(18pOIJUKiv'l H onoUOOIOTrjTO TWV 

EUP'lj.JOTWV aUTwv Yla TO nElpal-lOTo(wa Kal TOV oVSpwno OEV EivOi YVWOT~. 


6. <DAPMAKEYTIKEI: nJ\HPO<l>OPIEI: 

6.1. 	KaroAoyoc; EKOOXWV 

6.2. 	A<1ul-lparOTIlTEC; 
OuoEIJia YVWOT~ 

6.3. 	~IOPKEIO ~wrlC; 

6.5. 	<DU<1'1 KOI aU<1TaTIKO TOU TTEPIEKHI 

II 
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OOllyiE<; rrpo<; TO q>aplJaKOrrolo: 

OOllyiE<; rrpo<; TOU<; auSEVEie;: 

7. KATOXOr THr Af.EIAr KYKI\O<l>OPIAr 

8. API0MOr Af.EIAr KYKI\O<l>OPIAf 

9. HMEPOMHNIA npOTHr ErKPlrHf I ANANEOfHf THr Af.ElAr 

10. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

2. To (J)uMo OOllVlI.lJV Yla TO XPriUTIl <p0PiJaKEUTlKWV npOIOVTWV nou TTEPltXOUV opaOTIKO OUOTOTIKO 
AZITHROMYCIN unl IJOpq>r;: KOKKia rrapan:TOIJ£VIl<; arrOO£UIJWUf]<; yla rrapauK£uri rrOUllJOu 
EVOIwprilJaTOe; 2,OG/BOTTLE, Opi~ETOI W<; E~~<; 

<l>YI\I\O Of.HrlON XPHrHf: 
nI\HPO<l>OPIEr riA TO XPHfTH 

1.1 
1 2 rUVSEUf] • 6paoTIK~ ouoio 

• EKooxa 
1 3 (J)aPlJaKOTEXvIKri IJOpq>ri: 	 KOKKia napOTETOlJtvllC; OTTOOtOiJEUOIlC; yla 

napaoKEu~ nooiiJou EVOIWP~IJOTOC; 
2g/bottle (dose) 

1 4 nEplEKTIKOTIlTO U£ OpaUTIKri ouuia: 6IUOPIK~ a~18pOIJUKivIlIOOOUvOiJll iJE 
2.0 9 O~18POiJUKivll<;· 

1 5 n£plypaq>ri-ruuK£uauia: 

1.6 <l>aPlJaKoS£paTT£uTIKri KaTf]yopia: 	 AVTI~IOTIKO 

1.7 Yrr£uSuvoe; KUKAoq>opia<;: 

1.8 napauKwauTri<;: 

TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO nov rAr XOPHrHrE 0 rlATPOr rAr1 2 . 

2.1 	 rEVIK£<; rrAf]poq>opi£<;: 
To «ONOMA npOfONTOL:» 2 9 TTEPltX£1 a~18polJuKivll, tvo OVTI~IOTIKO <pOpiJOKO. Ta aVTI[3IOfIKo 
XPlloliJonOIOUvTOI Yla Til 8EpanEia AOllJw~£WV ana iJ1Kp0[310 

2.2 	 EvoEi~£Ie;: 

To «ONOMA npOrONTOl:» 2 9 EVOEiKVUTOI ylO Til 8EpanEia ~TTlWV tw<; iJtTplac; [3apuTIlTOC; 
AOIIJW~EWV TOU oVOnVEUOTIKOU OUOT~iJOTOC; TTPOKOAOUIJEVWV aTTO Euoio81lTO OT£AtXIl 
IJIKpoopyavlOIJWV, onwc; 01: 
/\OIIJW~EIC; TOU KOTWTEPOU avanVEUOTIKOU (OTOV tXEI anOIJOVW8Ei ~ TTl8avoAoYEiTOI no8oy6vo, 
EUaio81lTO in vitro onlv a(18polJuKivll) : 
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O~EiEe; !3oKH1PIOKEe; E~cipOEIe; XPOVIOe; 13poYXiTl<)oe; 0CPEIA0I-lEVEe; OE Haemophilus infiuenzae, 

Moraxella catarrhalis, Haemophilus parainfiuenzae ~ Streptococcus pneumoniae. 

nVEUl-lovio ana TrlV KOIVOTlvOe; nou ocpEiAETOI OE Chlamydophila pneumoniae, Haemophilus 

influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumomae ~ 


Streptococcus pneumoniae. (Via T'7V TTvwpovfa (3At.TTE of)pEfwof) oro T{Aoe; T'7e; TTapavp6<pou) 

lIolpw~Ele; TOU avwTEpoU aVaTTVWOTIKOU . 

O~Eio 130KH1PIOK~ TTOPOPPIVOKOATTiTIOO nou ocpEiAoOl OE Haemophilus infiuenzae, Moraxella 

catarrhalis, Streptococcus pneumoniae. 

<!>apuyyool-luyooAiTioa nou ocpEiAETOI OE Streptococcus pyogenes 

EIOIKO, OTrlV OTPETTTOKOKKIK~ Ol-luyooAiTIoo TTPETTEI va XPilOll-lOTTOIEiTOI we; EvaAAoKTIK~ 8EpanEia, 

OE 008EVEie; OTOUe; onoioue; OEV I-lnopEi va XOPIlYll8Ei 11 8EponEia npwTIle; EKAoy~e;. H nEvlKIAAivil 

EivOi TO OUVIl8Ee; cpciPI-lOKO EKAoy~e; YIO Til 8Epomio Tile; cpapuyyoal-luyooAiTIOOe; nou ocpEiAETOI 

OTOV Streptococcus pyogenes nEpIAal-li3aV0I-IEVIle; KOI Trle; TTpoqlUAO~Ewe; ana TOV PEUflOTIKO 

TTUpOO. H 0(18pOI-lUKivl) EivOi YEVIKci onOTEA£OI-IOTIK~ Yla TIlv EKpi(WOll TWV OTPETTTOKOKKWV OTTO 

TOV OTOI-IOTOcpcipuyyo, aMci OEV uncipxouv Eni TOU nopOVTOe; OE00I-lEVO TTOU va KOTOXUpwvouv 

TIlv anoTEA£OI-IaTiKoTilTO Hle; 0(18pOIJUKivllC; OTIlv npocpuAo~Il OTTO TOV PWIJOTIKO TTUpUO. 


IHMEIOIH H 0(18p0l-luKivil OEV TTpEnEI va XPIlOlI-IOnOIEiTOI OE a08EVEie; I-IE TTVEulJovia, 01 onoiol 
KpivoVTOI oKOTciAAilAOI Yla E~WVOOoKojJElaK~ 8EponEia ana TOU OTOI-IOTOe; E~ alTiae; I-IETpiou 
/3aSl-lou ~ /3apEioe; Aoil-lw~Ile; ~ AOyw unap~Ile; onolouo~noTE ana TOUe; aKoAouSoue; TTopciyoVTEe; 
KIVOUVOU 

• 	 a08EVEie; npoo/3AIlSEvw; ana EVOOVOOOK0I-IEIOKci TTOSOYovo 
• 	 008EVEie; I-IE YVWOT~ ~ m80voAoYOUI-lEVil I-IIKP0/3101I-lio 
• 	 008EVEie; OTTOITOUVTEe; Eloaywy~ OE VOOOK0I-l£lO 
• 	 IlAIKIWI-IEVOI ~ E~008EVIlI-IEVOI 008EVEie; Ii 
• 	 a08EVEie; I-lE ouvunciPXovTO 0lll-l0VTIKci TTpo/3A~I-IOTO uYEiae; TO onoio I-InopEi va EnilPEcioouv TIlv 

IKavoTilTO oVTiopao~e; TOUe; npoe; Til VOOO (mpIA0I-l13aV0I-IEVWV Tile; OVOOOKOTaOTOA~e; ~ Tile; 
AmoupYIK~e; oonAilVioe;). 
110 Til 8EpanEio Tile; nVEUI-l0viae; OTTO Til KOIVOTilTO XPilOlI-l0nOIOUvTOI ouv~8we; ouvoua0l-l0i 
aVTI!310TlKWV (Kupiwe; !3-AaKTcil-lil I-IE I-l0KpoAioll)· 2:E Kci8E mpiTTTwoll TTPETTEI va Aal-l!3civovTOI 
uno41ll 01 E8vIKEe; KOTEU8uVT~pIEe; oOllyiEe; YIO Til 8EponEio Tile; TTVEUI-l0vioe; ana TIlV KOlvOTilTO 

2.3 	 AVTEVOEi~w,;: 

To «ONOMA npOrONT02:» OEV TTPETTEI va XOPilYEiTOI OE a08EVEie; I-IE unEpEuOI081loio GTIlV 
o(18pol-luKivIl, TIlv Epu8pol-luKivIl, OE OTToloo~noTE OVTI/310TIKO Tile; Ol-lciooe; TWV 1-l0KpoAIOiwv ri 
TWV KETOAIOiwv, ~ OE onOloO~TTOTE ana TO EKOOXO nou OVOCPEPOVTOI OTIlV TTopciypocpo 1.2 
EKOOXO. 
H TOUTOXPovil XOP~Ylloil lJaKpoAloiwv I-lE OIoanpiOil aVTEvoEiKVUTOI 

2.4 	 EIOIKiC; rrpoEloorrollloEIC; KOI rrpOq>uAa~EIC; KaTa HI XPIlOI1: 
Onwe; KOI I-IE TIlV Epu8p0I-lUKiVil Kal TO ciMa I-I0KpoAiola, EXOUV OVOCPEpSEi oTToviwe; oo~apEe; 
oAAEpYIKEe; OVTIOpcioEIe;, TTOU OUI-ITTEPIA0I-l/3civouv TO oYYElooiOill-la KOI TIlV ovocpuAo~ia (onaviwe; 
80VOTIlCPOPO) MEpIKEe; OTTO OUTEe; Tie; OVTlOpciOEIe; TTOU TTpOEKUljJaV I-lETO OTTO XOP~YllOil 
o(18p0I-IUKiVIle; Eixov we; OTTOTEA£OI-IO TIlV EI-ICPOVIOil unOTpoma(OVTWV OUI-ITTTWI-I0TWV TO OTToio 
anOITOUOOV I-lEyoAUTEPil nEpiooo nopoKoAou81l0lle; KOI 8EpaTTEioe; 
ETTEIO~ TO ~nop EivOi 11 KUPIO 000e; OTTEKKpIOlle; Tile; 0(18p0l-luKiVIle;, TTPETTEI va XPilOiI-lOTTOIEiTOI I-lE 
TTpOOOX~ OE 008EVEie; IJE oO/3oPri IlnOTlK~ VOOO. Exouv ovocpEp8Ei I-lE Til XP~GIl Tile; 
0(18p0I-IUKivIle; TTEPIOTOTIKO KEpouvo/3oAou IlTTOTiTioae; 11 OTToio OUVIlTIKO I-lTTOP£I va oOlly~aEI OE 
aTTEIAI)TlK~ YIO Til (W~ IlTTOTIK~ oVEncipKEIo (/3Mm nopoypacpo 28) 2:E 008EvEfe; TTOU EIJCPovi~ouv 
oill-lEia KOI OUl-lnTWIJOTO IlnOTlK~e; ouoAmoupyioe;, OTTWe; E~008EvIOll, iKTEPO, OKOUpOXPwl-la 
oupa, OII-lOPPOYIK~ 0108EOil ~ IlnOTIK~ EYKEcpaAoTT08Ela TTpEnEI va yiVOVTOI 01 avoiloYEe; 
EPYOOTilPIOKEe; E~OOOEIe; EMyxou Tile; IlnOTIK~e; Amoupyioe; 
IE a08EVEie; nou A0I-l!30VOUV TTopciywya Tile; EPUOI/3wooue; oAupoe; (Ergot), EXEI TTapouOIaoTEi 
EPYOTIOIJOe; OTOV ouyxoPIly~81lKOV 0pl0I-IEVa aVTI/3loTIKO Tile; 0l-l0oae; TWV l-IoKpoAIOiwv Mv 
uncipxouv OE00I-lEVO OOOV acpopo TIlV m80VOTilTO aAAilAETTiopOOlle; I-IETO~U TWV nopaywywv Tile; 
EpuOl13wooue; oAupoe; KOI 0(18p0I-lUKivIle;· Ev TOUTOIe;, AOyw Tile; 8EwPllTIK~e; m80v6Tf1TOe; 
EI-lCPOVIOlle; EPYOTIOIJOU OEV TTPETTEI va OUYXOPilYEiTOI 11 0(18p0I-lUKiVil I-lE TTopaywya Tile; 
EPUOI/3wooue; 6Aupoe;. 
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(2 cla) 

OTTW~ KOI IJE OTTOIOO~TTOTE aMo OVTI[310TIKO, OUVIOTaTOI fl TTOPOKOAOUSflOfl TWV oa8Evwv YIO Tflv 
OVOTTTU~fl OfllJEiwv ETTlAOilJw~fle; ana iJfl EuoioSflTOUe; IJIKPOOPYOVIOiJOUe;, OUlJnEpIAOfJ[30VOiJE:VWV 
KOI TWV IJUK~TWV 
EXEI oVO<jlEp8Ei OIOPPOIO nou OXETiSETOI IJE TO noSoyovo Clostridium difficile (COAD) KOTa T~ 


XP~ofl 0XE06v OAWV TWIJ OVTIIJIKP0[310KWV nopoyovTWV, OUlJnEpIAOIJ[3oVOiJEVfle; Tfle; 

0SI8poIJUKivfle;, fl onoio EVOEXETOI va nOIKiAEI OE [30puTflTO, ono EAO<jlpa OIOPPOIO we; 

80VOTfl<jlOpoe; KOAiTIOO. H 8EponEio iJE OVTIIJIKP0[310Koue; nopoYOVTEe; IJETO[3oMEI Tfl <jluOIoAoYIK~ 


EVTEPIK~ XAwpioo, YEyovoe; nou OOflYEi OE umpovoTTTu~fl TOU C. difficile. 

To C difficile nOpaYEI TO~ivEe; A KOI B nou oUIJ[3oMouv OTflv EIJ<jlOVIOfl CDAD 2:TEMXfl C 

difficile nou nopoyouv oU~rll-1tvfl noooTflTO TO~IVWV ou~ovouv Tfl voar)poTflTO KOI Tfl 8VflTOTflTO, 

KOSWe; OUTEe; 01 AOIIJW~EIe; IJnopEi va EivOi OV8EKTIKte; OTflv OVTlIJIKp0[310K~ SEpamio KOI Ev6EXETOI 

va OOflY~OOUV OE KOAEKTOIJ~ To EVOEXOIJEVO CDAD nptnEI va E~ETO(ETOI OE OAOUe; TOUe; aoSEVEie; 

nou nopouOIo(ouv OIOPPOIO IJETO ano xp~afl aVTI[310TlKWV. Enior)e;, XPEIOSETOI vo Arl<JlSEi 

avaAuTIKo IOTPIKO IOTOPIKO E<jlOOOV tXEI avo<jlEp8Ei OTI fl CDAD IJnopEi va EIJ<jlavlaTEi we; KOI ouo 

iJ~VEe; IJETO Tfl XOP~YflOfl OVTliJlKpo[3laKwv napayovTwv. 

METa TflV OPIOTIK~ OIOYVWOr] Tr]e; ljJEUOOIJEIJ[3pavwoouc; KoAiTlOOe;, nptnEI vo E<jlap).JOGTOuv 

8EpomUTIKO IJtTpa. EAa<jlpte; mpITTTWOEIe; 4JEUOOiJEIJ[3povwooue; KOAiTioae; ouv~8we; 


OVTOnOKpivoVTOI OTfl OIOKon~ Tfle; 8EponEioe;. 

h IJETpIEe; ~ [3apIEe; mpITTTWOEIe; nptml va E~ETO(ETOI r] OVOYKr] XOp~YflOIle; uypwv KOI 

rjAEKTPOAUTWV, OUiJnAr]pWiJOTIK~e; XOp~YflOfle; npwTElvwv KOI 8EponEiae; jJE OVTlIJIKP0[310KO 

<jlOPlJaKO, nou EivOi KAIVIKWe; OnOTEAWIJOTIKO OTr]V KOAiTloa fl onoia O<jlElAETOI OTO ClostridIUm 

difficile 

2:E aaSEVEie; IJE oo[3ap~ VE<jlPIK~ ovmopKEIa (GFR< 10 ml/min) tXEI nopOTflpr]8Ei OU~rjor] Tfle; 

OUOTflIJOlIK~e; tK8wfle; OTflv a(ISpo)JuKiVr] KOla 33% 

nOpOTOOr] Tfle; KOpOIOK~C; EnovonoAWOr]e; KOI TOU OIOaT~fjOTOe; OT, r) onoia EVEXEI Kivouvo 

avoTTTU~r]e; KOpOIOKWV OppUSlJlWV KOI torsades de pointes (KoIAlaK~ TOxuKapoio OiKllv plTTloiou), 

txouv nopOlr]pr]SEi OE SEponEia IJE oMa lJaKpOAiola nOpOIJOIO anoTtAWIJO OEV IJnopEi vo 

onOKAEloSEi TEAEiwC; fjE Tr]V a(18pOiJUKivfl OE 008EVEie; IJE aU~r]lJtvo Kivouvo napOTETOiJE:VIle; 

KOpOIOK~e; mavonoAWOfle; WMm napoypa<jlo 28 AVETTl8u IJIln:c,; EVEPYW:<;), mOiJEvwC; 

onolTEiTOI npooox~ Karel Tfl 8EponEio, EOV: 


• EIJ<jlovisETE OUYYEV~ ~ TEKiJllPIWlJtvfl nopoTOofl TOU OlaOT~iJOTOe; OT 
• ETTi TOU napOVTOe; AOIJ[3aVETE SEPonEia IJE OMEe; OpaOTIKte; OUOiEe;, 01 onoiEe; EivOi yvwmo OTI 
napOTEivouv TO OIOOTIlIJO OT, onwe; OVTlaPPUSlJlKa TO~flC; IA KOI III, OIsonpiofl KOI TEp<jlEvaoivll 
• napouOIosETE flAEKTPOAUTIKte; oIOlapaxte;, IOIOiTEPO aE mpITTTWOEIe; unoKOAIOllJiae; KOI 
unolJoyvflOiOI iJioe; 
• nooXETE ono KAIVIKO 0XETlsOIJEVfl [3paouKOpoia, KOpOIOK~ oppuSf,Jio ~ oO[3op~ KapoloK~ 
aVEnopKElo 

2:E oa8EVEie;, 01 onoiol AOIJ[3avov SEponEio IJE 0sISPOIJUKivfl, txouv OVa<jlEpSEi E~OpOEIe; TWV 
OUIJTTTWiJOTWV Trje; lJuaoStvEIOe; gravis KOI vto EIJ<jlOVIOfl auvopofjOU IJUao8tvElae; 
Ta KOKKio aslSpolJuKivfle; napOTETa).Jtvfle; anootOIJEUOfle; Yla nOOlfjo EVOIWPfllJO nEpIExoUV. g 
aouKpOsfle; AUTO nptTTEI va AalJ[30VETOI unoljJfl aE aOSEVEle; iJE aOKxapwOfl Olo[3~Tfl· AaSEVEie; IJE 
onovlo KAflPOVOf,JIKO npo[3A~IJOla ouaavE~iae; aTfl <jlPOUKTOsfl, ouaonOPPO<jlflafle; YAUKO(IlC;
yoAOKTO(fle; ~ avmopKElae; aouKpoafle; (ooKxopoafle;)-laO)JoMoaflC; OE So nptml va AalJ[30VOUV 
aUTO TO <jl0PIJOKO 
Ta KOKKio O(18pOfjUKivr]e; nOpOlETOIJEVfle; anOOEa)JEUOfle; YIO nOOlIJO EVOIWPfllJO mpltxouv 
mg vOlpiou AUTO nptnEI va AOIJ[30VETOI Un04Jfl OE aaSEVEie; nou [3piOKOVTOI OE EAEYXOiJEVfl 
iSiOiTO vOlpiou 

2.5 AMIlAETTIopriO'Elc,; IJE riMa <priPIJaKa: 
Antacids!AVTloE,lvo 
2:E <jlaPIJOKOKIVflTlK~ fjEMTfl OTllv onoia E~ETelOSflKE fl miiSpoafl Tile; TOUTOXpOVfle; XopriYIlOIle; 
OVTIO~IVWV KOI OsISpO)JUKivfle;, OEV nopOlflP~8flKE Eniopoafl OTIlV OAIK~ [3looI08EOIIJOTflTO IOU 
OVTI[310TIKOU napOTI 01 IJEYIOTEe; OUYKEVTpWOEle; TOU OTOV opo TOU aiIJOTOe; fjEIW8flKOV KOTel 
npootYYIOfl 25%. 2:E aaSEvEie; nou AOIJ[3ovouv napoMflAa oslSpo)JuKivr] KOI aVTlO~IVa, TO 
<jl0PlJaKa OEV nptnEI va AOfj[3ovovTOI TOUTOXPOVO 

Cetirizine! hTlpl(jvQ 
LE uYIEie; ESEAovTte; fl ouyxoPriYflafl nEVS~IJEPOU 8EpanEUTIKOU axrilJOTOe; nou TTEPIEAoiJf3avE 
aslSpoiJUKiVIl KOI OETlpl(ivll 20 mg OTfl OTOSEPOnOllliJEVfl KOTelOTOOfl OEV EiXE we; onoTtAwlJa 
KonOIO <jlaPiJaKEUTIK~ aMflAEniopaafl ri aIlIJOvTIK~ aMaYri aTO olelanwa OT 
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Didanosine( Dideoxy inosine)/ L1H)ovoCJivr] 

H CJuyxop~Yr]CJr] 1200 mg O~lepolJuKivr]<; fliJEPr]CJiw<; IJE 400 mg oloovoCJivr]<; r]IJEPflCJiw~ CJE 6 

OCJSEVEi<; SUIKOU<; CJTOV HIV OEV CPOVr]KE va ETTflPEO~EI Tr] CPOPIJOKOKIVflTlK~ Tr]<; oloavoCJiv~<; CJTrl 

oTo8EPOTTOIr]IJEVr] KOTOCJTOCJr] CJE CJUYKPICJr] IJE TO EIKOVIKO CPOplJOKO 


Dlgoxin/L1lyotivo 

MEPIKO OVTI~IOTIKO Tfl<; OlJooo<; TWV IJOKPOAIOiwv tXEI OVOcpEpeEi 6TI ETTr]PEO~OUV, CJE OPICJ~EVOU~ 


OCJeEVEi<;, TO IJIKpO~IOKO iJETO~OAICJIJ6 Tfl<; olyo~iVfl<; CJTO tVTEpO. LE OCJSEVEi<; TTOU AOIJ~avOuv 


TOUTOXPOVO O(ISpoIJUKiVfl KOI i5lyo~ivfl, fl OUVOT6TflTO OU~flCJfl<; TWV CJUYKEVTPWOEWV Tfle; i5lyo~ivr]C; 


TTptTTEI VO AO!.J~dV£TOI UTT'OljJfl. 


Zidovudine/Zloo(3ouoivo 

EcpdTTO~ OOCJEI<; 1000 mg KOI TToMoTTM<; OOCJEI<; 1200 mg ~ 600 mg O~lepolJuKivflC; Eixov fJIKP~ 


miopoCJr] CJTfl CPOPIJOKOKIVr]TlK~ Tr]<; (loo[3ouoivr]<; CJTO TTMoIJo ~ OTflv OTTO[3oAri OUT~<; ~ TOU 

YAUKOUPOVIKOU I.-lETO~OAiTr] Tfl<; OTTO TO oupa. OCJTOCJO, r] XOP~Yr]CJfl O~lepolJuKivr]e; OU~r]OE TIC; 

CJUYKEVTPWCJEI<; Tr]<; CPWCJCPOPUAIWIJEVfl<; (loo[3ouoivr]<;, TOU KAIVIKO 0POOTIKOU IJETO[30AlTfl TflC;, CJTa 

TTEplCPEPIKd I.-l0VOTTUPr]VO. H KAIVIK~ CJr]lJooio TOU EUP~IJOTO<; OUTOU OEV EivOi CJocp~e;, ~TTOPEi 0IJWC; 

va OTTOOEIXTEi WcptAllJfl YIO TOU<; OCJeEVEie; 

H o(ISpolJuKivfl OEV oMflAETTlOpd 0fll.-l0VTIKd IJE TO CJUOTf)IJO TOU flTTOlIKOU KUTOXPWIJOTOe; P450 

nlCJTEUETOI 6T1 fl O(ISpolJuKivr] OEV UcpiCJTOTOI CPOPIJOKOKIVflTlKte; oMflAETTIOpOCJEIe; oVTiCJTOIXE<; IJE 

EKEivEe; Tfle; EpUSPOIJ uKivr]e; ~ dMwv IJOKPOAIOiwv H moywy~ ~ fl oopovoTToiflCJfl TOU flTWTlKOU 

KUTOXPW~OTO<; P450 IJECJW TOU CJuIJTTMYIJOlO<; KUTOXPWIJOlO<; -IJOo[3oAlTfl OEV OUIJ~OiVEI ~E Tflv 

o~ISpolJuKivfl· 


~rgoU AAKOAoEIOIj EPUOISwooue; oAupoe; 

/\oyw Tfl<; eEWPflTlK~<; TTlSOVOTflTO<; EIJCPdvICJr]e; EpYOTlCJlJou OEV CJUVICJTclTOI fl TOUTOXPovfl XP~CJ'l 


o(ISpolJuKivfl<; IJE TTOPOYWYo EpUCJI~WOOUe; OAUpOe; (SMTlE TTOPOYPOcpo 2.4 EIOIKtC; 

TTpOEIOOTTOI~CJEIe; KOI TTpocpuM~EI<; KOTO Tfl XP~CJfl)· 


<t>OPIJOKOKIVflTlKt<; IJEMTE<; txouv OIE~OXSEi OVOIJWO CJTflv o(ISpolJuKivfl KOI TO oKoAouSa 

cpoPIJOKO TO oTToio EivOi YVWCJTO OTI UcpiCJTOVTOI Or]IJOVTIKO IJETO[30AICJIJ0 IJtow TOU KUTOXPW!.JOTOC; 

P450 


Atorvastatin/ A TOpSOCJTOTivr] 

H CJuYXOP~YflCJfl 10 mg OTop[30CJTOTivr]C; fllJEPflCJiw<; KOI 500 mg O~ISpolJuKivfl<; fllJEpflCJiwC; OEV 

TPOTTOTTOiflCJE TIC; CJUYKEVTPWCJEI<; Hl<; OTop[30CJTOTivfle; OlO TTAclCJIJO (IJE i3clCJ'l IJESooo 

TTPOCJOIOPICJIJOU OVOCJTOA~e; Tfl<; HMG CoA-ovoYWyOCJfl<;)· 


Carbamazepine/Kop[3owo(mivr] 

LE lJio IJEMTr] CPOPIJOKOKIVr]TlK~<; oMflAETTiopOCJfl<; CJE uYIEi<; EeEAovTt<; OEV TTOpOTflP~SflKE KOlJia 

CJflIJOVTlK~ ETTiopoCJfl CJTO ETTiTTEOO Tfl<; KOPi30IJO(ETTivflC; ~ TOU 0POCJTlKOU lJoo[3oAiTr] Tfl~ OTO 

TTAOCJIJO CJE OCJeEVEi<; TTOU EMIJ[3ovov TOUT6Xpovo o(ISpolJuKivfl· 


C i metid i n e/LI WE Tloivr] 

LE lJio CPOPIJOKOKIVflTlK~ IJEMTfl CJTflV OTTOlO E~odCJeflKE fl miopOCJfl ETTi Tfl<; cpOPlJaKOKIV'lTIKrie; 

Tfle; O(ISpOIJUKivfl<; IJIO<; ECPOTTO~ MCJfl<; CJlIJETlOlVflC;, TTOU XOPfly~SflKE 2 WpEe; TTplV OTTO Tflv 

O(ISPOIJUKivfl, OEV TTOpOTflP~SflKE iJETO[3oA~ TflC; CPOPIJOKOKIVflTIK~<; Tfle; O~ISpolJuKivfl<; 


Coumarin-Type Oral Anticoagulants/ATTo TOU CJT6IJOTOe; KOUIJOPIVIKcl AVTITTr]KTIKd 

LE lJio CPOPIJOKOKIVflTIK~ IJEAETfl oMflAmiopoCJfl<;, fl o(ISpolJuKivil OEV IJOt~OME TO OVTlTTflKTIKO 

OTTOTtAwlJo IJIOe; ECPclTTO~ OOCJfle; 15 mg ~opcpopivfle; (warfarin), fl oTToio XOPfly~SflKE OE uYIEie; 

EeEAovTt<;. Mocl Tflv KUKAOcpopio TOU CPOPlJclKOU Olflv OYOPcl UTT~P~OV ovocpopt<; EviCJxuCJflC; TOU 

OVTlTTflKTIKOU OTTOTEAECJIJOTOe; IJOO OTTO CJuyxoP~Yflor] O~ISpolJuKivfl<; IJE oTT6 TOU OTO!JOTOC; 

KOUIJOPIVIKO OVTlTTflKTIKO. nOp6AO TTOU OEV tXEI TEKlJflPIWSEi OITlOAOYIK~ CJUCJXtTlCJfl IJE Tflv 

O(ISPOIJUKivfl, TTptTTEI va OlVETOI TTPOCJOX~ CJTfl CJuxvOTflTO TTOPOKOAOUSflCJfl<; TOU Xpovou 

TTpoepolJ~ivfl<; OTOV fl O~ISpolJuKivil XPflCJIIJOTTOIEiTOI CJE OCJSEVEi<; TTOU AOIJ[3ovouv OTTO TOU 

CJTOIJOTO<; KOUIJOPIVIKcl OVTlTTflKTIKcl. 


Cyclosponn/KuKAOCJTTopivr] 

L£ lJio CPOPIJOKOKIVflTIK~ IJEMTfl ot: uYEi<; E8£AoVTt<; CJTOUe; oTToiouC; XOPflYrieflKE flIJEP~010 OTTO TOU 

OTO~IOTOC; OOOfl o(lepolJuKivfle; 500 mg YIO 3 'lfJtpES KOI OKOAou8wC; £(pdna~ 6oa~ 


IS 



lIlIYEn-E.4250-\3/2 
(24a) 

KUKAoonopivll<; 10 mg/kg 01 onopptouOE<; Cmax KOI AUCO-5 TIl<; KUKAoonopivll<; [3pE8r]KGV va 

[ivOi 0llfJOVTIKO OU~llfJtV[<; LuvEnw<;, nptnEI va E~£TO(£TOI IJE npooox~ 11 wUTOXPovll xop~YrjOrj 


TWV cpapfJoKwV aUTl.lJv. Eov EivOi anapaiTIlTIl 11 wUTOXPOVIl XOP~Yllo~ TOU<;, nptTTEI va 

TTopaKOAou8ouVTOI W ETTinEoa TIl<; KUKAoonopivr]<; KOI va npooOPfJO(EWI avoAoyo 11 ooooAoyia 


Efavi re nz/EcpaGI ptv(o 

2:uyxop~Yr]oll Ecpona~ IlfJEp~OIa<; 66011<; 600 mg a(18pofJuKivll<; KOI 400 mg Ecpa[3lpEv(ll<; v,a 7 

IlfJtPE<; OEV EOEI~E KafJia KAIVIKW<; ollfJavTlK~ cpapfJaKoKIVIlTIK~ aMIlAmiopaoll. Mv Eival 

anapaiTr]Tr] 11 npooaPfJoy~ TIl<; 66011<; TIl<; a(18pofJuKivll<; orav OUYXOPIlYEiTOI fJE Ecpaf3lpEv(rj 


Fluconazole/CPAoUKova(oAo 

H ouyxoP~Ylloll fJia<; EcpoTTa~ Mo'l<; a(18pofJuKivll<; 1200 mg OEV fJ£Tt[30AE Tllv cpaPfJaKOKlv'lTlK~ 


fJia<; Ecpona~ MOr]<; cpAouKOva(oA'l<; 800 mg H OUVOAIK~ lTOOOTIlW TOU cpapfJoKOU nou <p80VEI 

OT'lv KUKAocpopia KG! 0 Xp6vo<; 'lIJI(W~<; T'l<; a(ISpoIJUKivll<; OEV fJ£Ta[3A~SIlKav aTTO Tr] 

ouyxoP~Y'lO'l cpAouKova(oA'l<;, OOTOOW napOT'lp~SIlKE fJia fJEiwoll OTIl fJtYIOT'l OUYKtVTPWOrj 

TIl<; a(18pOfJUKiv'l<; OTO nAclofJa, Cmax, (18%) 11 onoia OEV ~wv KA,V,KO oIlIJaVTlK~. 


Ind inavir/lvolvaGipo 

2:uyxoP~Y'loll IJia<; Ecpona~ MOIl<; 1200 mg a(ISpolJuKivll<; OEV EiXE OTOTIOTIKcl 0'lfJQVTlKrj 

miOpao'l OT'lv cpaPfJaKOKIVIlTIK~ 800 mg Ivolva[3ip'l<;, XOP'lYOUfJEvll<; TpEI<; cpopt<; T'lV 'lfJtpa yla 5 

IlfJtPE<; Mv Eival anapaiT'lT'l 11 npooaPfJoy~ TIl<; i560'l<; T'l<; a(ISpolJuKiv'l<; owv oUYXOPflYEiTOI 

fJE Ivolva[3ipll 


Methylprednisolone/MESuATTpEOVI(oMvO 

LE fJia !JEAtTIl cpapfJaKOKlvIlTlK~<; aM'lAmiopaCJIl<; OE uYIEi<; ESEAoVTt<;, 'l a(18pOfJUKivrj OEV 

npoKoAwE KonOla ollfJaVTlK~ fJEw[3oA~ OT'lV cpaPfJaKOKlv'lTlK~ TIl<; IJE8uAnpEovl(oMv'l<; 


Mldazolam/Mloa(oAolJll 

H ouyxoP~Y'loll 500 mg a(18pofJuKivll<; IlIJEP'loiw<; yla 3 IlIJEPE<; OE uYIEi<; E8EAoVTt<; OEV EiXE w<; 

anOTEAwlJa KonOla KA,V,KO ollfJavTlK~ aMay~ OTIl cpaPlJaKoKlvllTlK~ Kal T'l cpaPlJaKOOUVOfJIK~ 


!JIG<; Ecpona~ 06011<; 15 mg IJloo(oAclfJr]<;. 


Nelflnavir/NEAcplvaGipo 

LUYXOP~Y'lO'l 1200 mg a~18poIJuKivll<; KOI vEAcplva[3ipll<; OE ow8EpOnOIllIJEvIl KOTOOWOrj (750 

mg TPEI<; cpopt<; T'lV IlIJtpo) EiXE w<; anOTtAwlJa Trlv aU~'lOIl TWV OUYKEVTPWOEWV TIl<; 

a~18polJuKivll<; Mv TTapOT'lp~8IlKOV KAIVIKW<; O'llJaVTIKt<; aVETTl8uIJIlTE<; EvtpYEIE<; KGI r] 

npoooPlJoy~ TIl<; i56ofl<; OEV EivG! onapaiTrjTfl 


Rifabutin/PlcpolJnOUTivo 

H ouyxoP~Yfloll a(18polJuKivll<; IJE plcpalJnourivll OEV ElT'lptaoE TI<; OUYKEVTPWOEI<; TWV EV Aoyw 

cpapfJoKwv OTOV op6 TOU oiIJOTO<; 


EXEI napOTrjpfl8Ei OUO£TEpoTTEvia OE ao8EvEi<; uno oUYXOP'lYOUfJEVrj 8EpanEia a(18pOIJUKivflC; KOI 

plcpalJnouTiv'l<; Av KG! 11 OUO£TEPOTTEVio EXEI OUOX£TIOTEi IJE Til XP~OIl T'l<; plcpalJTTouTiVIl<; OEV 

EXEI TEKIJIlPIw8Ei alTloAOYIK~ OUOXETI0'l yla TOV OUVOUOOIJO TIl<; !JE TIlV a~18pOfJUKiv'l WAtTlE 

napoypacpo 2.8 Avm18u1J1lTE<; EVtPYEIE<;). 


SlldenafillLIAVTEvacpiAo 

h uYIEi<; OPPEVE<; E8EAoVTE<; OEV un~pxav EVOEi~EI<; miopaoll<; TIl<; a~18pOfJUKivrj<; (500 mg 

IlfJEPlloiw<; yla 3 rwtpE<;) OTllv AUC KOI H] Cmax Trj<; OIAvTEvacpiAIl<; ~ TOU KUPIOU lJ£Ta[3oAiTrj TIl<; 


T erfenadine/T EPCPEvaoiv 0 

CPapfJaKOKlv'lTIKt<; IJEAtTE<; OEV tOEI~av oTOIXEia KOlTOla<; aMrjAEniopaoll<; avolJwa OH]V 

a(18pofJuKivll KOI OT'lV TEPCPEvaoivil. Exouv avacpEp8Ei OlTOVla nEplowTIKO onou 'l TTl8aVOTilTO 

aVTioTOIXr]<; aMilAEniopaofl<; OEV ~wv OUVOTO va anoKAElo8Ei EVTEAW<; napoAa aUTO, OEV 

un~p~E OUYKEKPI!JEVIl tVOEI~1l OTi OUVE[311 TETOla aM'lAmiOpao'l. 


Theophyiline/8EOcpuMivO 

6.EV unopxouv EVOEi~EI<; KA,VIKO ollfJaVTIK~<; cpaPfJaKOKIVIlTIK~<; aAAr]AEniopaoll<; orav r] 

a(18pOfJUKivil KGI '1 SEocpuMiv'l XOPflYOUVTOI TOUTOXPova OE uYIEi<; E8EAoVTE<;. Ev TOUTOI<; r] 

CJUYXop~Yr]Or] 8EOcpuMiVIl<; KG! fJOKpoAIOiwv tXEI ouoXETIOTEi fJE aU~lljJtva EniTTEoa 8EOqlUAMvll<; 
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2.8 AVETTl9ulJ'lTE<; EVtPVEIE<;: 
o lTapaKaTw lTiVaKa<; lTEPIEXEI TI<; aV£lT18uI-lIlTE<; EVEpym<; lTOU q.JcpavioTIlKav I-lEOW TIl<; EI.JlTEI piae; 
alTO KAIVIKE<; I-lEMTE<; Kat Tr]<; lTapaKoAo()SrlOll<; TOU cpapl-laKOU I-lETa Tllv KUKAocpopia TOU OTllv 
ayopa, KOTa KOTllyopia opyavlKou OUOT~I-laro<; Kat oUXVOTIlTO. 01 aVETTlSUI-lIlTE<; EVEpyme; lTOU 
El-lcpavioTIlKav I-lETa Tllv KUKAocpopia TOU cpapl-laKOU OTllv ayopa anooioovTOI I-lE lTAaYla 
ypal-ll-lara. H KOTllyopia oUXVOTIlTO<; EI-lCPaV10Il<; Opi~ETat oUl-lcpwva I-lE Tllv lTapaKaTw oUve~KIl: 
nOAU OUXVE<; (~ 1/10), LUXVE<; (~ 1/100, <1/10), OXI ouxvt<; (~1/1.000, <1/100), LTTOVIEe; 
(~1/10.000, <1/1.0000), noM anaVIE<; «1110.000), Kal Mil YVWOTt<; (OEV I-llTOPOUV va EKTlI-l1]8ouv 
I-lE !3aoll TO ola8EOII-la OE00I-lEva), EVTO<; Ka8E KOTllyopia<; oUXVOTIlTO<; El-lcpaVIOI]<;, 01 
aV£lT18uI-lIlTE<; EVtpYEIE<; napOTi8EvTOI Kara cp8ivouoa OElpa oo!3apoTIlTa<;. 

AV£lT18UI-lIlTE<; EvtpYEIE<; EVOEX0I-lEVW<; ~ mSavw<; OXETI~OI-lEVE<; I-lE Tllv a~18pol-luKivll I-lE !3aall Tllv 
El-llTElpia alTO KAIVIKE<; I-lEMTE<; Kat TIlV napaKOAou81l01l TOU cpapl-laKOU I-lETa Tllv KUKAocpopia TaU 
OTIlV ayopa: 

Karllyopia OpyavlKou 	 AV£lTI8uI-lllTIl EVEpYEla LUxvOTIlTO 
LUOT~I-lOTO<; 

/\OII-lW~EI<; Kal lTapaOlTwoEI<; 	 KavTlvTiaoll, KavTlvTiaOIl TOU OXIOUXVt<; 
OTOI..lOTOC;, Aoil-lw~r] TOU KOAnou 
4JEu00I-lEI-l!3pwOIl<; KOAiTloa Mil YVWOTt<; 
lTapa'r'pacpo 2.4) 

LlIOTapaXE<; TOU atl-l0lTOIIlTIKOU /\WKOlTEVia, OUoETEponEvia OXIOUXVt<; 
AEI-l<PIKOU OUOT~I-lOTO<; 0pol..l!3olTEvia, all-loAuTlK~ avall-lia Mil YVWOTEe; 
LllarapaXE<; TOU AYYElooiolll-la, unEpwaloSlloia °XIOU2(VE<; 
avooolTOIllTIKOU OUOT~I-laro<; AvacpuAaKTlK~ aVTiopaof] Mil YVWOTE<; 

(!3MlTE napaypacpo 2.4) 
Lllarapaxt<; TOU AvopE~ia LUXVt<; 
I-lETO!3oAIOI-lOU Kal Tile; 8ptljJlle; 
4JuXlarpIKE<; OIOTapaXE<; NWPIKOTIlTO OXIOUXVtC; 

LlltYEPOIl 	 LnaVIEC; 
Em8ETIKoTIlTO, ayxoc:; Mil YVWOTt<; 

LlIOTapaXE<; TOU VWPIKOU ZaAf] , KEcpaAaAyia, napalo8lloia, LUXVE<; 
OUOT~I-lOTO<; ouoywoia 

Ynalo81loia, unvllAfa, aOnvfa OXIOUXVt<; 

/\mo8UI-lIKO EnElooolO, onaol-lof, Mf] YVWOTE<; 

ljJuXOKIVIlTlK~ unEpopaOTflPlOTIlTO, 

avo0l-lfa, lTapool-lfa 

MuaoSEvEla gravis (!3AElTE 

napaypacpo 2.4) 


Ocp8aAI-lIKEC:; olOTapaxt<; OTIT1Krl olarapax~ LUXVtC; 

LlIOTapaXE<; TOU WTO<; KwcpWOIl LUXVE<; 

Kal TOU Aa!3upfv8ou 'EKTITWOIl Tile; aKOUOTlK~C; O~UTf]TOC;, EI-l °XIOUXVEC; 


'IAIYYO<; 	 LnaVIEC; 
KapOlaKE<; OIOTapaxt<; 	 Afo8f]l-la naAI-lWV °XIOUXVE<; 

Torsades de pointes (KoIAlaK~ Mil YVWOTtC; 
TOxuKapofa ofKllv plmofou) 
napaypacpo 2.4), appu81-lfa 
napaypacpo 2.4) 
lTEpIAal-l!3aV0I-lEVI']<; TI']<; KOIAlaK~<; 
TOxuKapoiae; 

AYYElaKEC; olOTapaXEC:; YnoTOoll Mil VVWOTEe; 
LlIOTapaxt<; TOU Lllappora, KOIAlaKo aAV°<;, nOAU OUXVE<; 
yaoTpEvTEPIKOU 	 I-lETEWPI0I-l0<; 


'EI-lETOe;, ouonEljJfa LUXVtC; 

raoTpiTlOa,OUOKoIAIOTr]TO °XIOUXVEC; 

naVKPEariTIOa, OUOXPWI-lOTI0I-l0<; Mil YVWOTt<; 

TIl<; YAwooa<; 


LlJOTapaxt<; TOU ~naTO<; HnariTioa OXIOUxvtC; 
KaJ TWV xoAllcpopwV HlTaTlK~ A£lToupyia 1-111 qJuOIoAoYJKrl LTIC1VJ£<; 
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,---- ~--- ------------,----	 I HnanK~ avmap",a (~M TTE Mil YVWGTEC, 
TTOPOYPOcpo 2.4)*, rjTTOTi TlOa 

KEpouv0[30AOC" rjTTOTI K~ VEKPWOrj,
I ::X;OAOOTOTIKOS--._- .-f-------

1I1OTOpoXtC, TOU otPI-lOTOe, ~OV8Q~0' KVQo~6S IUXVEC, 

Kol TOU UTTOOOPIOU 10TOU Iuvop0l-l0 Stevens-Johnson, 'OXIOUXVEC, 


oVTiopo0'1 OTTO CPWTOEUol a 8'loio, 

~vio~ 


TO~IK~ ETTIOEPIJIK~ VEKPO uO'l. Mil YVWOTEC, 

TTOAUIJ~flu8QfJ~ 
 ---. 

LJ.IOTOpoXte, TOU Ap8pOAyio IUXVEC, 

IJUOOKEAETIKOU OUOT~IJOTOe, 


KOI TOU OUVOETiKOU 10TOU 

LJ.IOTOpOXte, TWV VECPPWV NECPPIK~ OVETIaPKEIO o~Eia , VE<ppiTioO M'l YVWOTEC, 

KOI TWV ol!Qo<poflwV oowv ola~_ 
 ----< 	 --

IEVIKtC, OIOTOPOXEC, KOI KOTTWOQ 

KOToOTaOEIC, Trje, ooou 8WPOKIKO OAY0C" oiorll-lo, oi08r]l.1O_i~~V'L
'OXI OUXVEC, 

XOPrlY'l°rj_c,__ KOKOUXioS, E~008tVIOQ 


EpYOOTIlPIOKtC, TTOpalJETPOI Ap181-l0c, AEI-lCPOKUnapWV IJEIWlJtVOC" Iuxvtc, 

opl8l-loe, '1wOIvoCjliAWV 
OU~rjI-lEVOe" 01TT0V8POKIKa. OiI-lOTOC, 
}JEIWfJEVO -- -.--

AOTTOPTlK~ 01-l'VOTPOVOCjlE POO'l 'OX'OUXVEe,
I ou~rll-1tv'l, 0l-liVOTPOVOCjlE POO'l T'le,
I 

oAovivrje, OU~'1l-ltV'l, xoAE pu8piv'l 
OiIJOTOe, OU~'1I-lEV'l, oupio OiIJOTOe, I 
OU~'1I-lEV'1, KPEOlIVivfl oil-l TOe, 
OU~rjIJEV'1. KOAIO OiI-lOTOe, 
<puoloAo,{IKO 
HAEKTPOKOPOIOY paCjl'1l-lo, 

_ ~M_rj_Y_vwoTt~-1OIOOTrjlJO OT TTOPOTETOIJEVO ~ _ 
TT.QP_2'{£~o 2.4) 

* rj oTToio oTToviwe, KOTtArj~E OE 8aVOTO 

2.9 	 TI TTPETT£I va yvwpi~£1 0 acr8£vrj<; (J£ TT£piTTTWcrrJ TTOU TTa paAE:i4-' £1 va rrop£1 KOTTOIa 660rr 
Eav TTPETTEI va A0I-l[3aVETE TO cpaPI-lOKO OE KOVOVIKO XPOVIKO OIOOTrjl-lOlO KOI TTOPOAEilVETE I-lio 
ooofl, 80 TTptTTEI va TTOPETE Tfl OOorj OUT~ TO TOXlmpo OUVOTOV. Eov, EV TOUTOIe" TTA'101a~EI ~ Gpo 
Y'O TrjV ETT0I-lEV'1 000'1 I-lfl Aa~ETE Trj OOOfl TTOU TTopoAEiljJOlE, oMo ouvEXioTE KavovlKo Tr] 

8EpOTTEio. 

2.10 	 HfJ£pofJrJvia A~~rJ<; IOU TTpo'i6vTO<;: 

AVOYPOCPETOI oTrjV E~WTEPIK~ KOI EOWTEPIK~ oUOKEuooio. IE TTEpiTTTwofl TTOU fl 

'1I-lEP0iJrlvio oUT~ EXEI TTOptA8EI I-lrjV TO XP'1011-l0TTOI~OETE. 


2.11 	 IOlaiT£P£<; TTpocpuAci~£I<; Via TrJ cpuAa~rJ TOU rrpO"i6vTO<;: 

2.12 	 HfJ£poPllvia T£Muraia<; ava8£wPlloll<; IOU cpuAAou oOrJvu.i.IV: 

3. nl\HPO<l>OPIEr riA THN OP00l\OrlKH XPHrH TON <l>APMAKON 
To CPOPlJoKO aUTO OOe, TO tYPOljJE 0 YIOlPOC, ooe, I-l0VO Y'O TO oUYKEKPll-lEVO 

IOTPIKO ooe, TTpOi3ArjI-lO. LJ.EV 80 TTptTTEI va TO OiVETE oE ciMo OTOI-lO r') va TO 

XPrjOlI-l0TTOIEiTE Y'O KOTTOIO oM'1 rro8flofl, xwpic, TTpoflyoUI-lEVWe, VO tXETE 

oUI-li3ouAEuTEi TO YIOTPO oae,. 

Eov KOTO Tfl OlOPKEIo Tfle, 8EPOTTEioe, EI-lCPOVIoTEi KOTTOIO rrpo[3Afll-lO I-lE TO cpaPI-lOKO, 

EVfll-lEPwoTE OIJEOWe, TO YIOTPO aoc, ~ TO CPOPIJOKOTTOIO aoc,. 

Eov EXETE oTTolaorirroTE EPWTrll-lOlIKO yupw OTTO TiC, TTAflpocpopiEC, TTOU acpopouv TO 

CPOplJOKO TTOU AOIJ130VETE ~ XPEIO~EOTE KOAUH:P'l EV'llJtPWOrj Y'O TO IOTPIKO aoc, 


...--!:rP~AQl:!..qJ-l_'1()IGT6.CJ'_ETE_ ~.rl!..riOETE_~ .r:r_A~~iE<; oUTES OTTO TO ylOTp~ ~__ 
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aae; ~ TO cpaplJOKOrrOIO aoe; 
flo vo EivOi orrOTEAwlJOTIKO KOI oacpoMe; TO CPOPIJOKO rrou aoe; XOP'ly~8'lKE 8a 
rrpErrEI va AOlJ [3avETOI aUlJcpwvo lJE TIe; 00'lyiEe; rrou aoe; 008'lKOV 
flo T'lV oacpoAElo aae; KOI T'lV uYEia aoe; EivOi orropaiT'lTO va ola[3oaETE lJE 
rrpoaox~ K08E rrA'lpocpopia rrou ocpopo TO CPOplJOKO rrou aae; XOP'lV~8'lKE 
M'l OIOT'lPEiTE TO cpoplJaKa aE EplJOPIO TOU AOUTPOU, VIOTi '1 ~EaT'l KOI 'l uypooia 
lJrropEi va oMolwaouv TO CPOplJOKO KOI VO yiVEI ETIlI3Aal3te; Via T'lV uYEio aoe; 
No lJ'lv KPOTaTE cpoplJaKa rrou OEV TO XPEIO~WTE rrAEov ~ rrou ~Oll txouv A~~EI. 

I -flo lJEyoALmp'l oacpoAElo CPUAO~TE oAa TO cpaPlJOKO aE oacpaMe; iJEpOe; lJOKPIO orro 
TO rrOiOla 

~~~~~---------

4. TPOnOE f.IA0EEHL To cpapiJOKO OUTO XOP'lYEiTOI lJOVO IJE IOTPIK~ auvTOy~. 

3. H nEpiA'l4J1l XapOKT'lplaTlKWV TOU npoloVTOe; rrou rrEpltxouV opoaTIKo auaTOTIKo AZITHROMYCIN 
anI I.JOPq>~: ETTIKaAulJlJtvo IJE AETTTO U!JEVIO olaKio 600 MG/TAB, Opi~ETOI we; E~~e; 

nEPIAH4JH TON XAPAKTHPIETIKON TOY npo"ioNTOE 
(o~18polJuKiv'l) 

1. ONOMAEIA TOY <l>APMAKEYTIKOY npO'IONTOE 

2. nOIOTIKH KAI nOEOTIKH EYN0EEH 

DIUOPIK~ o~18polJuKiv'llaOOUVOIJ'llJE 600 mg o~18polJuKivlle; avo olaKio 

flO TOV rrA'lP'l KOTOAovo TWV EKOOXWV, [3A rrapoypacpo 6.1. 


3. <DAPMAKOTEXNIKH MOP<l>H 

EmKOAuiJl-lEVa lJE AErrTo UI-lEVIO olaKio 


4. KAINIKEE nAHPO<DOPIEE 


4.1 0EparrEUTIKEC; EVOEi~EIC; 


EVOEiKVUTOI !Jovo ylo T'lV rrpocpuAo~1l EVaVTI Tile; AoiiJW~'le; orro Tllv ol-lOoa TOU 

Mycobacterium avium-intracellulare (MAC), lJioe; EUKOIpIOK~e; AoilJw~lle; Il orroia auvovToTOI 

Kupiwe; aE HIV oa8EvEie; rrou [3piaKovTOI aE rrpoxwP'llJEVO aToolO, EiTE I-l0VO TOU EiTE aE 

aUVOUoalJO IJE plcp0l-lrrouTiv'l 


4.2 f.oaoAoyia Kal Tporroc; XOPrlYllall<; 

H 0(18POI-lUKiv'l 600 ETIlKaAuiJl-lEVO lJE AErrTO UlJtVIO olaKio rrptrrEI vo xop'lYEiTOI orra~ 


Er300iJOOIOiwe; 

To ETIlKOAul-ll-lEVO I-lE AEmo UiJEVIO olaKio 0(18P0I-lUKiv'le; Eival OUVOTOV vo Aa~l[3ovovTOI I-lo(i 

~ OVE~OPT'lTO orro Tllv TPOCP~ 


Xpoan aE EVQ,\IKEe; KOI [(PO Goue; (> 12 ETWV) 

flO Tllv rrpocpuAo~1l EVOVTI TWV AOll-lw~£wv orro MAC aE aa8EvEie; rrpoa[3E[3AIlIJEVOue; arro 

TOV 10 T'le; ov8pwTIlvlle; ovoaoovmopK£loe; (HIV), '1 OOa'l EivOi 1200 mg, orro~ 


£Gool-looloiwe;. 


nOiOla 

H oacpoAElo KOI 'l orrOTEAwl-lOTI KOTIlTO T'le; 0(18P0I-lUKivlle; GTIlV rrpocpuAo~'l T'le; MAC 

AoiiJw~'le; o£ rraloia o£v EXOUV T£KI-lIlPlw8Ei 


HAIKIWWEVOI 008EVEie; 

DEV OTTOITEiTOI rrpooaPlJoy~ Tile; ooaoAoyioe; OTOUe; 'lAIKIWI-lEVOUe; 008EVEie; Ylo TOUe; orroioue; 

orrOiTEiTOI va AO[3ouv 8EporrEio o~18pOI-lUKiv'le; ([3Mm rropoypocpo 5.2 <J>ap!JaKoKIVIlTIKEC; 

IOIOTIlTEC;). 


Ao8EVEi<; WE VECPPIKrj aVErrapKEIO 

LlEv aUVIGTOTOI rrpOOOPiJoy~ Tile; ooooAoyioe; OE 008EVEie; iJE ~TIlO EWe; I-lETPIO VECPPIK~ 


oVErrapK£lo (GFR 10-80 ml/mln) npErrEI va AOlJGavovTOI rrpocpuA6~E\C; OTOV TO 'l 
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o(18p0I-IUKivll XOPrJy£iTOI at: oae£v£i<; 1-1£ ao~op~ V£(PPIK~ ovmapKEIo (GFR <10 mllmin) 

(BAtm TTopoypacpou<; 4.4 EIOIKEC:; TTpOEIOOTTOI~UEI<; KOI TTpocpuAa~EIC:; KOla HI XP.,(Hl 

KOI 5.2 <DoP)JOKOKIVIlTlKE<; IOIOTIlTE<;) 


Ao8£v£i<; 1-1£ OTTOTIKQ OV£TTOPK£IO 

Mv XP£IO~ETOI TTpOaOPiJoy., TIl<; 60(JoAoyia<; (J£ a(J8£v£i<; 1-1£ .,TT10 tw<; I-ItTPIO IlTTOTlK., 

oV£TTapK£lo. H o(lepoiJuKivll TTptTT£1 vo XOPlly£iTOI iJ£ TTP0(J0X" (J£ o(Je£v£i<; 1-1£ (Jol3op~ 


IlTTOTIK., ovmapwo. WAtTT£ TTopaypacpo 4.4 EIOIKEC:; TTpOEIOOrrOI~oEIC:; KOI rrpOCPUAa~EI<; 


KOTa Til XP.,UIl)· 


4.3 AVTEVOEf~EIC:; 


H XP.,(J1l TOU TTpoIoVTO<; aVT£v6£iKvUTOI (J£ 0(J8£v£i<; 1-1£ UTT£PEUOI(J81l(Jia OTllv a~18pol-luKivll, 


Hlv £pu8p0l-luKivll, (J£ oTTol06.,TToT£ aVTl1310TlKO Hl<; 0l-la6a<; TWV I-I0KpoAl6iwv ., TWV 

K£TOAI6iwv, ., O£ oTTol06riTToT£ aTTo TO tK60xa TTOU avacptpovTOI (JTllv TTapoypacpo 61 

(KOTaAoyo<; £K06xwv). 

H TauToXPoVIl XOP~YIl(J1l I-I0KpoAl6iwv 1-1£ 0I(oTTpi61l oVT£v6£iKvuTOJ. 


4.4 EIOIKE<; rrpoElooTTOI.,OEI<; KOI rrpoq>uAa~EI<; KOTa Til XP.,011 
'OTTW<; KOI 1-1£ TIlV £pu8p0l-luKivll Kal TO oAAa iJoKpoAi610, txouv ovacp£p8£i (JTToviw<; 
(Jol3opt<; OM£pyIKE<; aVTl6po(J£I<;, TTOU (JUI-ITT£pIAal-ll3avouv TO 0YY£looi61l1-l0 Kal Tllv 
ovocpuAo~io (JTTaviw<; I-Iolpoia). M£pIKt<; OTTO aUTt<; TI<; oVTlOpao£l<; TTOU TTPOtKU4JOV iJETa 
OTTO xoPriYIl(J1l o(18p0l-luKivll<; £ixov w<; OTTOTtAwl-l0 Tllv £l-IcpavI(J1l UTTOTPOTTlO(OVTWV 
(JUI-ITTTWl-laTWV TO oTToio OTTOlTOU(JOV l-I£yoAuT£PIl TT£piooo TTopoKoAouell(Jll<; KOI 8£POTT£io<;. 
Emlo., TO .,TTOP £ivOi 11 KUPIO 006<; oTTtKKPI(JIl<; TIl<; o(18p0l-luKivll<;, TTptTT£1 vo 
XPIlOlI-I0TTOI£iTOI 1-1£ TTP0(J0X" (J£ o(Je£v£i<; I-IE ool3op., IlTTOT1K., vO(Jo. 'Exouv ovocpEp8Ei I-lE Til 
XP~OIl TIl<; o(lep0l-luKiVIl<; TT£pI(JTOTIKa K£pouvol3oAou IlTTOTiTIOO<; 11 OTToio OUVIlTIKa I-ITTop£i 
VO OOlly.,O£1 (J£ oTT£IAIlTIK., YIO Til (w., IlTTOTIKri ovmapwo (l3AtTT£ TTopaypocpo 4.8) L£ 
0(J8£v£i<; TTOU £I-Icpovi(ouv (JIlI-I£io KOI (JUI-lTTTWI-IOTO IlTTOTIK.,<; oU(JAmoupyio<;, OTTW<; 
£~0(J8tvI(JIl,iKT£po, (JKOUPOXPWI-I0 oupo, OII-lOPPOYIK~ 61a8wll ~ IlTTOTIK~ £YK£cpoAoTTa8£10 
nptTT£1 vo yivovTOI 01 ovaAoy£<; £PYO(JTIlPloKt<; £~ETao£l<; EAtyxou TIl<; IlTTOTIKri<; AmoupyioC; 
L£ ao8£v£i<; TTOU Aal-ll3avouv TTopaywyo TIl<; £puOIl3woou<; oAupa<; (Ergot), tX£1 
nopouOIo(JT£i £PYOTI0I-l0<; OTOV (JuYXoPlly.,ellKov 0PI(Jl-ltVO oVTI1310TlKa TIl<; 01-la60<; TWV 
I-I0KpoAl6iwv 6.£v uTTapxouv O£00l-ltvo o(Jov ocpopa TIlv TT1S0VOTIlTO oAAIlAmi6po(Jll<; 
I-I£TO~U TWV TTOPOYWYwv TIl<; £puOIl3woou<; oAupo<; KOI o(lep0l-luKiVIlC;. Ev TOUTOI<;, AOyw TIl<; 
8EWPIlTIK~<; TT1eOvOTIlTO<; qJcpavI(JIl<; £PYOTI(JI-I0U OEV TTptTT£1 VO (JUYXOPlly£iTOI 11 
0(18p0l-luKivll 1-1£ TTopaywyo TIl<; £puml3woou<; oAupo<;. 
'OTTWC; KOI 1-1£ OTTOIOOIlTTOT£ aMo OVTlI310TIKO, (JuVlaTaTOI 11 TTopoKoAouSIl(J1l TWV a(Je£vwv 
ylo Tllv OVaTTTu~Il (J1l1-I£iwv ETTlI-l0AuV(JIl<; OTTO 1-111 £uoioSIlTOU<; I-lIKPOOPYOVI(JI-I0U<;, 
(JUI-ITT£p1A01-l130V0l-ltvwv KOI TWV I-IUK.,TWV. 
'EX£I ovocp£p8£i olapPolo TTOU (JXETi(£TOI 1-1£ TO TTOSOYovo Clostridium difficile (CDAD) KOTa Til 
XP.,(J1l (JXE06v oAwv TWV OVTII-IIKP01310Kwv TTOPOYOVTWV, oUI-ITTEPIA0l-ll3oV0l-ltvll<; TIl<; 
o(18p0l-luKivll<;, 11 oTToia £vOtXETOI vo TTOIKiAEI (JE l3apuTIlTO, ana EAacppa olappolo w<; 
8avOTIlCPopO<; KoAiTioo. H S£pomia 1-1£ aVTJI-IIKpol3loKOU<; TTapayovT£<; I-I£TOl3aAA£1 Til 
cpuOIoAOYIKIl £VT£PIKIl XAwpioo, y£yovo<; TTOU oOlly£i (J£ umpaVaTTTu~Il TOU C difficile. 
To C. difficile TTapaY£1 TO~iv£<; A KOI 8 TTOU (Jul-Il3aAAouv (JTllv £I-ICPavloll CDAD LT£Atm C 
difficile TTOU TTopayouv aU~lll-ltvil TTO(JOTIlTO TO~IVWV OU~OVOUV Til vooilPOTIlTO KOI Til 
eVrJToTIlTO, Ko8w<; oUTt<; 01 AOll-lw~£I<; I-ITTop£i VO EivOi OV8£KTIKE<; (JTllv OVTltJIKP0I310K., 
8£poTTEia Kal £v6tXETOI va OOIW"(JOUV (J£ KoA£KT0I-I.,. To EVO£X0I-I£VO CDAD TTptTT£1 va 
E~ETa~ETOI (J£ oAou<; TOU<; o(JS£v£i<; TTOU TTapouOIa~ouv olapPolo I-I£TO OTTO XP.,(J1l 
OVTI1310TlKWV ETTi(JIl<;, XP£la(£TOI vo AIlCP8£i ovaAUTIKG IOTplKG I(JTOPIKO £cp0(Jov tXEI 
avacp£pS£i OTi 11 CDAD I-ITTop£i vo £l-IcpovI(JT£i w<; KOI ouo I-I~v£<; I-IETa Til XOP~YIl(J1l 
aVTll-IlKpol3laKwv TTapoyovTWV. 
METa Tllv OPI(JTIKri olayvw(J1l TIl<; 4JEU00I-IEl-Il3povwoou<; KoAiTIOO<;, TTPETT£I vo £qJ0PI-I0(JTOUV 
8£paTTEUTIKa I-ItTpa EAacppt<; mpITTTw(J£I<; 4JEUOOI-I£)Jl3pavwoou<; KoAiTioac; (Juvri8w<; 
aVTOTToKpivoVTOI aTil OIOKOTT., TIl<; S£paTT£ia<;. 
L£ I-ItTPI£<; ., l3apIE<; TT£PITTTWO£IC; TTPETT£I va £~ETa~ETOI 11 avaYKIl XOP!'JYIl(JIl<; uypwv KOI 
'lAEKTpoAuTWV, (JuI-ITTAIlPWI-I0TlKri<; xoPriYIl(JIl<; TTPWT£Ivwv KOI 8£paTT£ia<; 1-1£ OVTll-IlKpol3laKcl 
cpaptJoKa, TTOU £ivOi KAIVIKW<; OTTOT£AE(JI-IOTIKO (JTIlV KoAiTJOO 11 oTToio oqJ£iAETOI aTO 

Clostridium difficilc. 
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~E 008EVEie; IJE oo[3ap~ VECPPIK~ OVmopKEla (GFR< 10ml/min) EXEI TTOpOT~p~8Ei Olj~rJOTI 
T~e; OUOTrJIJOTIK~e; EK8wrJe; OTrJV O~ISpolJuKivrJ KOTO 33% ([3MnE nopoypocpo 52 
<DOPIJOKOKIVI"]TlKE<; 1010TI"]T£<;) 
nopOTOOrJ TrJe; KOpOIOK~e; ETTovonoAworjC;; KOI TOU OIOOT~IJOTOe; OT, ~ oTToio EVEXEI Kivouvo 
ovonTu~rJe; KOPOIOKWV oppu81JIWV KOI torsades de pointes (KOIAIOK~ TOXUKOpoio OiK~V 
pITTIOiou), EXOUV TTOPOTrJprJ8Ei OE SEPOTTEio IJE oMa IJOKpoAiOIO. nOpOIJOIO OTTOTEAWIJO OEV 
IJTTOPEi vo OTTOKAEIOSEi TEMiwe; IJE TrJV O~ISpolJuKivrJ OE OOSEVEie; IJE OU~rJIJEVO Kivouvo 
TTOPOTETOIJEVrJe; KOpOIOK~e; movoTToAw0rJe; ([3Mm TTOPOypO<po 4.8 AV£1T19u\JIlT£<; £VEPV£IE<;), 
ETTOIJEVWe; OTTOITEiTOI TTPOOOX~ KOTO TrJ 8EpaTTEia 008EVWV 

• 	 ME OUYYEV~ ~ TEKlJrJPIWIJEVrJ TTapoTOOrJ TOU OlaOl~IJOlOe; OT 
• 	 01 oTToiol ETTi TOU TTOpOVTOe; AalJ[3ovouv 8EPOTTEio IJE oAMe; OpOOTIKEe; OUOiEe;, 01 oTToiEe; 

EivOI YVWOTO OTi TTOPOTEIVOUV TO OIOOTrJlJO OT, OTT we; OVTlappu81JIKO TO~rJe; IA KOI III, 
01~oTTpiOrJ KOI TEPCPEVOOIVrJ 

• 	 ME ~MKTpoAUTIKEe; OIOlOpOXEe;, IOlaiTEpa OE TTEPITTTWOEIe; unoKoAIOIlJiae; KOI 

UTTOIJOYVrJ0IOIlJioe; 


• 	 ME KAIVIKO OXETI~OIJEVrJ [3poouKopOio, KapOIOK~ appu8IJio ~ oo[3op~ KOpOIOK~ 
OVETTOPKEIO 

LE 008EVEie;, 01 oTToiol AOIJ[3ovov 8EPOTTEio IJE O~18pOIJUKivrJ, EXOUV ovocpEp8Ei E~OpOEIe; TWV 
OUIJTTTWIJOTWV T~e; IJU008EVEIOe; gravis KOI VEO £I..JCPOVI0rJ OUVOPOIJOU IJUOOSEVEIOe; (BMTTE 
TTopoypacpo 4.8). 

4.5 AMI"]AETTIOpauEI<; IJE aMo cpap\JoKo KOI aME<; \JOPCPE<; oMIlA£TTiopoUIl<; 
Antacids/AvTloC,IVO 

~E CPOPIJOKOKIVrJTIK~ IJEMTrJ OTrJV oTToio E~ETo08rJKE ~ miOpoo~ H]e; WUTOXPOVrJe; 

xopriYrJ0rJe; OVTIO~IVWV KOI o~18poIJUKivrJe;, OEV TTOpOTrJp~8rJKE miopoorJ OHlv OAIK~ 


[310010SWIIJOTrJTO TOU OVTI[310TlKOU TTOPOTI 01 IJEYIOTEe; OUYKEVTpWOEIe; TOU OTOV opo lOU 

OiIJOTOe; IJEIW8rJKOV KOTO TTPOOEVYI0rJ 25% LE 008EVEie; TTOU AOIJ[3ovouv TTopoMrJAo 

O~18POIJUKiv~ KOI OVTlO~IVO, TO cpoPIJOKO OEV TTPETTEI VO AOIJ[3ovovTOI TOUTOXPOVO 


Cetirlzlne/ LETIPI(jVO 

~E uVIEie; ESEAoVTEe; rJ ouyxoP~YrJorJ TTEVS~IJEPOU 8EPOTTEUTIKOU OX~IJOTOe; TTOU 

mplEMIJ[3ovE o~18pOIJUKivrJ KOI OETIPI~iv~ 20 mg OTrJ OWSEpOTTOlrJIJEV~ KOlOOTOOrJ OEV EiXE 

we; onoTEAwlJo KOTTOIO CPOPIJOKEUTIK~ oM~AETTiopoorJ ~ OrJIJOVTIK~ oMoy~ OTO OIOOTrJlJO 

OT. 


Didanosine(Dideoxyinosine)/l2.IOovooivO 

H OUVxoP~V~orJ 1200 mg O~18pOIJUKivrJe; rJIJEPIlOiwe; IJE 400 mg OloovooiVIle; IlIJEPIloiwe; OE 

6 ao8EVEie; 8ETIKOUe; OTOV HIV OEV cpovilKE va EnrJPEO(EI Til cpoPIJOKOKIVIlTIKri Tile; 

OloovooiVIle; OTrJ OToSEPOTTOlrJl..ltvil KOlOOTOOil OE OUYKPIOrJ IJE TO EIKOVIKO cpOPI..lOKO. 


DigoXIn/l2.lyoC,ivO 

MEplKO OVTI[3IOTIKO Tile; OIJOOOe; TWV IJOKpoAIOiwv tXEI ovocpEp8EI OTI ETTrJPEO~OUV, OE 

OPIOfJEVOUe; OOSEVEie;, TO IJIKP0[310KO IJET0[3oAI0I..l0 Tile; Olyo~ivIle; OTO tVTEpO. LE OOSEVEie; 

TTOU AOIJ[3ovouv WUToxpova O~ISpolJuKivrJ KOI olyo~ivrJ, rJ OUVOTOTrJTO oU~rJorJe; TWV 

OUYKEVTPWOEWV H]e; olyo~ivIle; TTPETTEI va AalJ[3ovETOI UTT'OljJil 


Zidovudine/ZlooBouoivO 

Ecpono~ 06oEIe; 1000 mg KOI TToMoTTMe; 06oEIe; 1200 mg ri 600 mg o~18polJuKivlle; Eixov IJIKPri 

ETriOpoorJ Olil cpoPlJaKoKlvIlTlK~ TrJe; ~loo[3ouoivrJe; OlO TTAOOIJO ri OHlv ono[3oA~ oUTrie; ri TOU 

VAUKOUPOVIKOU IJETO[3oAiTil Tile; ono TO OUpo. OOTOOO, rJ xoPriVrJ0ll o(18polJuKivIle; OU~rJOE TIe; 

OUYKEVTpWOEIe; TrJe; CPWOCPOpUAIWIJEVrJe; ~loo[3ouoivrJe;, TOU KAIVIKO 0POOTIKOU IJETo[3oAiTrJ TrJe;, OTO 

nEplcpEplKO I..l0VOTTUPrJVO. H KAIVIK~ OrJfJaoio lOU EUp~IJOlOe; OUTOU OEV EivOi oacprie;, I..lTTOPEi OIJWe; va 

onoiSEIXTEi wcptAll..lll VIO TOUe; 008EVEie; 

H O(18pOIJUKivrJ OEV oMrJMTTlOpo 0llIJOVTlKO IJE TO OUOTrJlJO TOU IlTTOTIKOU KUTOXPWIJOTOC; 

P450 nlOTEUETOI OTI rJ O~18pOIJUKiVil OEV UcpiOWTOI CPOPIJOKOKIVIlTIKte; OMrJAETTIOpOOEIe; 

oVTioTOlxEe; IJE EKEivEe; TrJe; Epu8pOIJUKiVIle; ~ oMwv l..loKpoAIOiwv. H maywvri ri 11 

oopavonoilloll TOU rJTTOTIKOU KUTOXPWIJOTOe; P450 IJEOW TOU oUIJTTAtYIJOlOe; KUTOXPWIJOTOe;

IJEw[3oAiTil OEV OUIJf30iVEI IJE H1V O~18pOI..lUKivrJ· 
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Ergot! AAKaAoElor'] EpuOIGwOOU<; oAupa<; 

1\6yw HIe; 8EWp'lTIK~e; TTl8aVOT'lWe; qJcpClVIO'le; EPYOTIOfjOU OEV OUVIOTOWI 'l WUTOXPOV'l 

XP~O'l a~18pOIJUKiv'le; fjE TTapoywya EPUOI!3wooue; oAupae; (!3Mm TTapoypacpo 4.4 EIOIKt~ 


TTpOEIOOTTOI~OEI~ KOI TTpo<puAa~EI~ KaHl HI XPf)0Il) 

<:PaplJaKOKIV'lTIKEe; fjEMT£C; EXOUV olE~ax8Ei aVOfjwa OT'lV a~18pOfjUKiv'l KOI W aKoAou80 

CPOPIJOKO TO OTToio EivOi YVWOTO OTI UcpiOWVTOI O'llJaVTlKO fjETO[3oAIOIJO IJEOW lOU 

KUTOXPWfjOTOe; P450. 


Atorvastatin/AlOpGaoTOTivo 

H Ouyxopr']yrJOO 10 mg aTOpGooTOTivo<; ObJEpOoiw( KOI 500 mg o(18pOfjUKiv'le; 'lIJEP'loiwe; 

OEV TPOTTOTTOi'lOE Tie; OUVKEVTpWOEIe; T'le; OTop[3oowTiv'le; OTO TTAoofjo (IJE [3ooll fjE8000 

TTPOOOIOPIOfjOU avaolOA~e; T'le; HMG CoA-ovoVWYOOIle;) 


Carbamazepine/Kap!3owo(mivo 

IE fjio IJEMT'l CPOPIJOKOKIV'lTlK~e; aAA'lAmiopao'le; OE uYIEie; E8EAoVTEe; OEV TTOpOT'lp~8'lKE 


KOfjia O'l!JaVTIK~ nriopao'l ow mimoa T'le; Kop[3alJa<miV'le; ~ TOU OpaOTIKOU fjEW[30AiT'l 

T'le; OTO TTAclofja OE 008EVEie; TTOU EAofj[3avov TOUToXPova a~18pOfjUKiv'l. 


Cimetidine/IIWETloivO 

IE fjia cpaPlJaKOKIVIlTIK~ IJEMT'l OT'lV oTToia E~ETOOe'lKE Il miopao'l ETTi T'le; 

cpOPlJaKOKIV'lTlK~e; T'le; a~lepOIJUKiV'le; IJIOe; EcpOTTa~ MO'le; OIfjETIOiV'le;, TTOU XOP'lyf)8'lKE 2 

WpEe; TTplV aTTo T'lV o~18poIJUKiv'l, OEV TTapOT'lPf)e'lKE fjEw[3oAf) H)e; CPOPfjOKOKIV'lTIKf)e; T'le; 

o~18po!JUKiv'le; 


Coumarin-Type Oral Anticoagulants/ATTo lOU OTOIJOTO<; KOUWOPIVIKO AVTITTOKTIKO 

IE fjia cpaPlJaKoKIV'lTIK~ IJEMT'l aAA'lAETTiOpao'le;, 'l O~lepOfjUKiv'l OEV fjETE[3oAAE TO 

OVTITTIlKTIKO aTTOTEAwfja fjlae; EcpoTTa~ MO'le; 15 mg [3opcpapiv'le; (warfarin), 'loTToia 

XOP'lyf)8'lKE OE uYIEie; E8EAoVTEe;. METO Tllv KUKAocpopia TOU cpaplJOKOU OTllv oyopo 

UTT~P~OV ovacpo pEe; EvioXuo'le; TOU aVTITT'lKTIKOU OTTOTEMofjOTOe; fjETO OTTO ouyxoP~VIlO'l 


O~lepofjuKiv'le; IJE aTTo TOU OTOfjOTOe; KOUfjOPIVIKO OVTITT'lKTIKO nopoAo TTOU OEV EXEI 

TEKfj'lPIW8Ei OITlOAOYIKf) OUOXETI0'lIJE T'lV a(lepofjuKiv'l, TTPETTEI va OiVETOI TTPOOOX~ OT'l 

OUXVOT'lW TTopaKOAou8'lo'le; TOU Xpovou TTp08polJ!3ivlle; orav 'l O~lepofjuKiv'l 


XP'lOII-JOTTOIEiTOI OE OOeEVEie; TTOU AOfj[3ovouv aTTo TOU OTOfjOTOe; KOUIJOPIVIKO aVTITT'lKTIKO 


Cyciosporin/KuKAoOTTOpivO 

IE fjia CPOpfjOKOKIV'lTIK~ fjEMT'l OE uYEie; E8EAoVTEe; OlOUe; oTToioue; XOP'lyf)e'lKE 'lIJEP~0I0 


OTTO TOU OTOfjOTOe; Mo'l o(18pOfjUKiv'le; 500 mg Via 3 IlfjEpEe; KOI oKoAouewe; ECPOTTO~ Mo'l 

KUKAoOTTOpiv'le; 10 mg/kg 01 aTToppEOUOEe; Cmax Kal AUCO_5 Tile; KUKAoOTTOpiv'le; !3pE8IlKaV 

va EivOI 0'lfjaVTlKO OU~'lIJEVEe;. LUVETTWe;, TTPETTEI va E~ETO(EWI IJE TTPOOOXf) Il WUTOXPOV'l 

XOP~Y'lO'l TWV cpaplJOKWV aUTWV Eov Eival aTTapaiTIlTll1l TOUTOXPOVIl xopf)Y'lof) TOUe;, 

TTPETTEI va TTapOKoAou80uVWI ra ETTiTTEC5a T'le; KUKAoOTTOpiv'le; KOI va TTpOOapIJO~EWI 


avoAoya Il ooooAoyia. 


Efavirenz/Ecpa!3lpEV(O 

Iuyxopf)y'lO'l ECPOTTO~ 'lfjEpf)OIae; MOlle; 600 mg a~18pofjuKivlle; Kal 400 mg Ecpa!3lpEV('le; 

Yla 7 IlI--lEpEe; OEV EOEI~E Kal--lia KAIVIKWe; 0lll--lavTIKf) cpaplJaKOKIVIlTlKf) aAAIlAmiopaoll Mv 

EivOi oTTopaiTIlT'l 'l TTpOOOpfjoyf) T'le; MOlle; T'le; a(18pOfjUKivlle; OWV ouyxoP'lYEiTOI fjE 

Ecpa[31 PEV~Il· 


Fluconazole/<:PAoUKova(oAo 

H ouyxop~Vlloll fjiae; EcpoTTa~ OOOIle; a~18pOI--lUKivlle; 1200 mg OEV !JETt[3aAE Tllv 

cpapl--l0KoKIV'lTIKf) I--liae; ECPOTTO~ 66o'le; cpAouKova(oAIle; 800 mg H OUVOAIKf) TTOOOTIlW rou 

cpapl--lclKOu TTOU cp80VEI OTllv KUKAocpopia KOI ° xpovoe; 1l1--l1~wf)e; T'le; a(18p0!JUKiv'le; OEV 

!J£Ta[3A~eIlKav aTTO H) ouyxoPf)Y'l01l cpAouKova(oA'le;, OOTOOW TTapOTIlPf)8IlKE !Jia IJEiwo'l 

OT'll--ltYIOT'l OUYKEVTPW0'l T'le; a~18pOfjUKiv'le; oro TTAclofja, Cmax , (18%) 'l oTToia OEV f)wv 

KAIVIKcl O'llJaVTIK~ 


I ndinavlr/lvolvaGipo 

LUyXOp~V'lO'l I-Jiae; EcpoTTa~ 66o'le; 1200 mg a(18poIJUKiv'le; OEV EiXE OTOTIOTIKO O'lfjaVTIK~ 


EniOpoo'l OT'lv cpaPlJaKoKIV'lTlK~ 800 mg IVoIVo[3ip'le;, XOP'lYOUfjEVIle; TpEIe; cpOpEe; T'lV 'lfjEpa 

VIO 5 rwtpEe;. 6.Ev EivOi oTTapaiH1Hl Il TTpOOaPlJoy~ Tile; MOlle; HIe; a~lepofJUKivflC; (nav 
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OUYXOPfly£iTOI fl OI~aTfpiorl fJE TO CPOPfJOKO OUTO. 

4.6 KUIl(HI KaJ yaAouxia 
MEi\tTEC; OVOTfOpoywy~e; OE TfElpOfJOTO~WO txouv oIE~oX8c:i OE OOOEIe; TfOU TfAflOlO~OUV Tllv 
fJtTPIO lO~IK~ 06011 YIO Til IJIlTtpo. LE oUTte; Tie; I-IEAtT£e; OE UTf~P~OV £voEi~EIe; i3AOTfTIK~e; 
ETfiopOOIle; Tfle; O~ISpol-luKiVIle; ETfi TOU EIJi3pUOU !J.EV UTfOPXOUV, WOTOOO, ETfOpKEie; KOI KoM 
EAEYX0I-IEVEe; IJEAtTEe; OE tYKUEe; yuvoiKEe;. ETfEIO~ 01 I-IEMTEe; OVOTfOpoywy~e; OE 
TfElpOlJarO~WO OE oivouv TfaVTO Tfl ouvarOTflTO Tfpoi3AE4Jfle; Tfle; OVTOTfOKpIOfle; OTOV 
OvSPWTfO, fl O~ISpOIJUKiVfl So TfptTTEI VO XPflOlIJOTTOIEITOI Karo Tfl OIOPKEIO Tfle; KUflOfle; 
IJOVO EOV EivOi Oocpwe; OTTOpoiTflTfl 
iJ.Ev UTfOPXOUV OEOOlJtvO OOOV ocpopo TflV OTftKKP10fl TOU CPOplJOKOU OlO IJflTPIKO yoAo 
OTTWe; TToMo CPOPIJOKO TO OTToio EKKpivOVTOI OTO WITPIKO yoAo, fl O~ISpol-luKivfl OE 80 
TfptTTEI VO XPflOiI-lOTfOIEiTOI YIO Tfl SEPOTfEio YUVOIKWV TTOU SflAo~ouv EKTOe; KOI EOV 0 larpoe; 
mOTEUEI OTi TO OUVflTlKO ocptAIl OIKOIOAoyouv lOUe; OUVIlTIKOUe; KIVOUVOUe; Ylo TO [3ptcpoe; 

4.7 Erriopaull UTllv IKavoTIlTO OOIlYIlUIl<; KOI X£IPIU~OU ~'1xavwv 
iJ.Ev UTfOPXOUV EVOEi~EIe; TfOU VO UTfOOEIKVUOUV OIl fl O~ISpol-luKiv'l I-ITfopEi va tX£1 ETfiopOOIl 
OTflv IKOVOTflTO TOU OOSEVOUe; YIO OO~YflOIl ~ XEIPI0I-I0 IJflXOvwv. 

4.8 AVETTl8u~'1TE<; £vtpYEIE<; 
o TTopoKcnw TfiVOKOe; TfEPltXEI Tie; oVEmSuJJflTEe; EvtpYEIEe; TTOU EIJCPoviuTIlKOV JJtow Tfle; 
EIJTfElpioe; OTTO KAlviKte; IJEMTEe; KOI Tile; TfopOKOAouSIlOIle; TOU CPOPJJOKOU IJETO TIlV 
KUKAocpopio TOU OlflV oyopo, Karo Karllyopio 0PYOVIKOU OUOT~lJarOe; KOI ouxvOTIlTO. 01 
oVEm8ulJflTEe; EvtpYEIEe; TfOU q..JCPOViOTflKOV IJETO Tllv KUKAocpopio lOU CPOplJOKOU Olllv oyopo 
OTfOOiOOVTOI IJE TfMYIO ypOIJIJOTO. H KOTllyopio oUXvOTIlTOe; EIJCPOVIOIle; Opi~ETOI OUlJcpwvo 
IJE Tllv TfOPOKOTW ouvSr'IKfl noAu ouxvte; (21/10), Luxvte; (21/100, <1/10), OX1 ouxvte; 
(21/1 000, <1/100), LTTOVIEe; (?:1/10.000, <111.0000), noM! OTfOVIEe; «1/10.000), KOI Mil 
yvwOlte; (OEV IJTTOPOUV va EKTIIJIlSOUV IJE i30ull TO OIOStOlIJO OEOOlJtvO). EVTOe; KOSE 
KOTllyopioe; OUXvOTflTOe; EIJCPOVIO'le;, 01 oVEm8ulJflTEe; Evtpyme; TTOPOTi8EVTOI Karo cpSivouoo 
OElpO ao[3opOT'lTOe;. 

AVEmSuIJIlTEe; EVEpyme; EVOEXOlJtvwe; ~ mSovwe; OXETI~OIJEVEe; IJE Tllv O~ISpolJuKiVIlIJE 
[30011 Tllv EIJTfElpio OTTO KAlviKte; IJEMTEe; KOI Hlv TTopoKoAoUSIlOfl TOU CPOplJOKOU IJETO T'lV 
KUKAocpopio TOU OHlv oYQPCt. 

Il	Karflyopio °PYOVIKOU AVETfl8uI-IllTIl EvtpYEIO LUXVOT'lTO ~ 
~uoTrjIJOTOe; I 

AOIIJW~EIe; KOI f--KOVTlVTiOOIl, KOVTlVTioOfl TOU OXIOuxvte; 
TfOPOOITWOEIe; OT0f..JOT 0<;, AoiJJw~1l TOU KoATfoU 

4JEuOOIJEI-I[3pwolle; KoAiTIOO ([3AtTfE Mil YVWoTte; 
, TTOPOYPOcpo 44) 

!J.IOTOpoxte; TOU AEUKOTfEVio, OUOETEPOTfEVio °XIOUXVEe; 
oqJOTTOlllTiKOU KOI TOU GpOJJi30TTEVio, OIiJoAuTlK~ oVOIJJio Mil YVwOlte; 
AEJJCPIKOU OUOT~JJOTOe; 
!J.IOTOpoxte; TOU AYYElooiOIlJJO, UTfEPEUOIOSIlOio OXIOUXVtC; 
OVOOOTfOI fl TI KOU AvocpuAoKTIK~ oVTiopo0'l ([3MTTE Mil YVWoTte; 
OUOT~f..JOTOe; 

- 
TTopaypocpo4.4) 

- 
!J.IOTOpoxte; TOU AVOPE~io Luxvte; 

I I-IETO[3oAIOIJOU KOI Tfle; 
Ep~ 
4JUXIOTPI Kte; OIOTOpOxEe; 	 NEUPIKOTflTO °XIOUXVES 

!J.ltYEPOIl LTfOVIE5; 
ETTISETIKOTIJTO, 0YX05; MllyvwoT~

1--------- 
!J.IOTOpoxte; TOU VEUPIKOU ZoAIl, KEcpoAoAyio, TfOPOlOSfloio, Luxvte; 
OUOl~IJOTOe; ouuYEuoio -

YTfOl08rjoio, UTfvIJAio, OUTfvio OXIOUXVtc; 
AmoSuJJIKO ETfEIOOOIO, OTToofJoi, I Mil yvwOlEe; 
4JUXOKIVIlTlK~ UTfEPOPOOTflPIOTIlTO, 
ovoolJio, TfOpoolJ io I
Muo08tv£lo gravis WAtTfE 

I TfOpoypocpo 4.4) ___ 
------	 -~---- ------- --
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--

--

--

I 

[ Ocp8oAg1KtS olaro~oxtc; OnTIK~ OIOW~OXQ 
L'lIOTOpOxte; TOU WTOe; KOI KWqJWOIl 
TOU Ao[3upiv80u 'EKnTWOIl HIe; aKOUOTlK~e; 

I 0SUTQWS, El:!~OtS 

[ 'IAI'{'{oS 


KapOIOKte; OIOTapoxte; Aio8QfJa noAfJwv 
I 

Torsades de pointes (KQI,"IOK~ 
TOXuKapoia OiKllv pmloiou) ([3Atm 
napovp0qJo 4.4), 0ppu8fJia 
([3Atm napovp0qJo 4.4) 
nEpIAafJ[3ovOIJtVr]e; HIe; KOIAIOK~e; 
TOXUKO~oioS -

A'{'{EIOKtS OIOTOp~ Ynowor] 

L'llaTOpoxte; TOU L'lloppola, KOIAIOKO oAvoe;, vouTio, 

vaoTpEvTEPIKOU fJETEWpIOIJOe; 


'EgETOS, oUOTTE~ia 


I oOT~iTIOa, OUOKOIAIOTQTO 

naVKpEOTiTloa, OUOXPWfJOTIOfJOe; 

Tile; V Awoooe; 


L'lIOTopoxte; TOU ~TTaTOe; 	 HnariTloo 
KOI TWV xoAr]qJopwv 	 HTTarIK~ Amoupvio fJr] 

cpuoloAo'{IKQ 
HnaTIK~ oVEnopKEla ([3AtTTE 
nopovpaqJo 4.4)*, r]nariTIOa 
KEpouvo[3oAoe;, r]TTOTlK~ VEKPWOr], 
iKTE~OS XOAOOWTlKOS 

L'llaTopaxte; TOU otpfJaTOe; 	 E~ov8r]fJo, KVQ0l:!0S 
KOI TOU unooopiou IOTOU 	 LUVOPOfJO Stevens-Johnson, 

oVTiopoor] OTTO qJwTOEualo8r]oio, 
KviowOIl 
TO~IK~ ETTIOEPfJIK~ VEKpoAuOIl, 
noAufJopqJo Epu81lfJa 

L'llarapoxte; TOU Ap8poAvia 

IJUOOKE,\t:TlKOU 

OUOT~fJOTOe; KOI TOU 

OUVOETIKOU IOTOU 

L'lIOTopoxte; TWV VECPPWV NEqJPIK~ ovmopKEIo o~Eio, 


KOI TWV oupoqJopwv oowv vEqJpiTIOO OIOIJEOr] 

I EVIKte; olaTapaxte; KOI 	 KonwoQ

f--
KaTOarOOEIe; Tr]e; ooou GwpaKIKo oAvoe;, oior]fJo, 
XOP~Vr]OIlC; oio8rHJO KOKOUXiOC;, E~oo8tVIOIl 
EPVOOTr]ploKte; Apl8fJoC; AEfJqJoKunopwv 
TTapOfJETpOI fJEIWlJtvoc;, 0PI8fJoe; IlWOIvoqJiAwv 

aU~r]fJtvoe;, 0ITTOV8POKIKO oifJaToC; 
~EIWfJtVO 
AOTTapTlK~ OfJIVOTPOVOqJEPOOr] 
oU~r]fJtvr], afJlVOTpoVOqJEPOoll Tr]e; 
oAovivr]e; aU~llfJtvr], xoAEpu8pivr] 
oifJaroe; oU~r]l.ltvr], oupio oifJaToe; 
ou~qfJtvr], KPEOTIVivr] oifJOTOe; 
aU~r]fJtvr], KoAIO aifJaTOe; fJr] 
~uOIoAo'{l KO

I HA£KTpoKQPo,ovpa~~~a, 
OIOOTr]fJO OT naparETOfJtvo 
illAtm nopovpoqJo 4.4) 

• Il oTToio oTToviwe; KOTtAr]~E OE 8ovaro 

6.6. YEfl-E.'1250-13/2 
(24a) 

LUXVtC; 

LUxVte; 

OXIOUxVte; 


Lnc'tVIEe; 

OJ{i OUxVEe; 

Mr] vvwOTtC; 


Mr] VVWOTte; 
noAu ouxvte; 

LUXVtS 
OXIOuxvte; 
Mil VVwoTte; 

I 
--

OXIOuxvte; -
LnovlEC; 

Mr] VVWOTtC; 

LUxvtC; 
OXIOUXvte; 

Mr] VVWOTtC; 

LUXVtC; 

Mil VVWOTtC; 

LUXVtS 
OXIOUXVtC; 

LUXVtC; 

OXIOUXvte; 

Mil VVWOTtC; 
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4.9 Ym:pooaoAoyfa 
01 aVETTl8u~r]TEe; EvtpVElEe; TTOU TTOpOTr]p~8r]KOV ~ETO Tr] A~4JrJ 060Ewv TOU q:>OP~OKOU 
IJEyoAuTEpWV TWV ouvlaH.0~EvWV, ~TOV TTOpO~OIEe; IJE oUTte; TTOU TTOpOTr]p~8r]KOV fJETO Tr] A~4Jr] 
TWV ouv~8wv OOOEWV 2:E TTEpiTTTWOr] UTTEpOOooAovioe; OTTOITEiTOI r] Eq:>OPIJOV~ VEVIKWV 
OU~TTTWIJOTIKWV KOI UTTOOTr]PIKTlKWV IJtTPWV 8EpoTTEiae;, ovoAovo IJE Hlv TTEpiTTTWOr] 

5. <l>APMAKOI\OrJKEr 1f110THTEr 

5.1 <l>aplJaKOOUva~IKis IOlorlln:s 
CPopl-loK08EpOTTEUTlK~ KOTrlYopio: AVT'I..JIKpo(3loKo, MOKpoAiolo, KWOIKOe; ATC: J01 FA10 

MllxaVIOIJOS OPciOIlS 
H o~18pO~UKivr] EivOi TO TTPWTO OVTI(310TlKO lJim; UTTOOIJOOOe; TWV I-lOKpoAIOfwv, VVWOT~r; wr; 
o~oAiOEr;, KOI r] OTToio EivOi XIlI-lIKO OIOq:>OPETIK~ OTTO TIlV EPUSp0l-luKiVIl. XrJI-lIKWe; A0I-l(30VETOI 
OTTO TIlV TTPOOS~Kr] EVOe; OTOIJOU 0SWTOU OTO AOKTOVIKO OOKTUAIO Tile; erythromycin A H 
Xr]~IK~ ovo~ooio Tile; OsISpo~uKiVIlr; EivOi 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin 
A To I-lOPIOKO Tile; i3opoe; EivOi 749,0 
o ~rJXOVIO~Or; opcior]e; Tile; OsISpo~uKiVIle; OUViOTOTOI OTr]V ovaoToA~ TrJe; 
TTPWTElvooUVSEOr]e; TWV (30KTr]piwv I..ltow OUVOEO~e; Tr]e; fJE Tr] PI(300W~IOK~ UTT0I-l0VOOO 50s 
KOI TToPE~TTOOIOIle; Tr]e; ~ETOTOTTIOIle; TWV TTETTTloiwv xwpiC; va ETTrJPEOSEI Tr] ouvSWIl TWV 
TToAuvOUKAEoTIOiwv. 
2:E ~ia EAEVxo~EvIlI..lE EIKOVIKO q:>Op~OKO (placebo) ~EAtTIl, 01 a08EvEiC; TTOU EAOiJ(3avov 
o~18pO~UKivr] Eixov AIVOTEpEe; OTTO TIe; I..l10te; TTlSaVOTr]TEe; va EI..Jq:>avioouv MAC (3oKTIlPlal~io, 
OE 0XEOr] ~E TOUe; 008EVEie; TTOU EAc'lI..l(3ovov EIKOVIKO q:>OPI..lOKO (placebo). H ET~0I0 
OSPOIOTlK~ OUXVOTr]TO E~q:>ovIOIlr; oIOOTTOpTIle; MAC vooou ~TOV 8,24% Via TOUe; OOSEVEie; 
UTTO asI8po~UKivr] KOI 20,22% OTr]V o~ooo placebo 
2:E ~ia OUVKPITIK~ ~EAtTr], 0 Kivouvoe; OVOTTTU~Ile; MAC (3oKTIlPlol~iae; OTOUC; OOSEVEie; TTOU 
EAc'l[J(3ovov oSISpo~uKivll ~TOV ~IKpOTEpOe; OTTO OUTOV TTOU TTaparIlP~8IlKE OTOUe; OOSEVEie; 
TTOU EAolJ(3ovov PIq:>o~TTouTivll 0 KivouvoC; TWV OOSEVWV TTOU EAo~(3ovov TO ouvouoo~o 
asISpo~uKivllC; KOI plq:>a~TTouTiVIlC; va ovaTTTu~ouv MAC l3oKTr]plol~io ~TOV TTEpiTTOU iooC; IJE 
TO tva TpiTO TOU OVTioTOIXOU KIVOUVOU TWV aoSEVWV TTOU EAo~(3avav KOSE q:>OPl..laKO 
~EXWpIOTO. H ET~OIa 08pOIOTIK~ OUXVOTIlTO EI-lq:>OV101le; oiOOTTopTIle; MAC vooou ~TOV 7,62% 
VIO TOUe; OOSEVEie; UTTO osI8po~UKivr], 15,25 % OTrJV o~ooo Tr]C; PIq:>o~TTouTivlle; KOI 2,75% 
OTOUe; oaSEvEie; OTOUe; oTToioue; XOPIlV~8IlKE ouvouoo~oe; TWV oVWTtpw TTOPOVOVTWV. 
OOTOOO. 01 008EVEie; TTOU EAo~(3ovov TO OUVOU00I..l0 TWV q:>0PI..l0KWV Eixov TTEPIOOOTEPEC; 
mSovoTr]TEe; va OIOKOljJOUV Til 8EPOTTEio E~OITioe; TTTWX~e; OVox~e;· 
2:E ~EAtTEe; rrpoq:>uAo~llr; tVOVTI Tile; AoiI..lW~r]e; MAC, 11 ouxvOTIlTO oAAwv l3oKTr]ploKwv 
AOII..lW~EWV ~TOV miollC; EAaTTw~tvr] ~E Tllv asISpo~uKivll· 
H o(ISpo[JuKivr] TTOpOUOIcl(EI oPOOTIKOTIlTO in vitro EvavTiov ~EvoAIle; TTOIKIAioe; 
fJIKpOOPVOVIO~WV, OUI..JTTE·PIAol..J(3ovol..ltvwv TWV oKoAouSwv: 
EUKOIPIOKO rro80yovo OX£TI(O\..JEVO IJE HIV AOI\..JwE,EIC:;: Mycobacterium avium-intracellulare 
complex, Pneumonocystis carinii KOI Toxoplasma gondii. 
GETIKO Karo Gram OEP0!310 [30KTrjPIO Staphylococcus aureus, Streptococcus pyogenes 
(o~ciOo A TWV (3-oll..JoAuTIKWV OTPETTTOKOKKWV), Streptococcus pneumoniae, O-OII..J0AUTIKOi 
OTPETTTOKOKKOI (OI..JOOO TTpOOlVI(OVTWV OTPETTTOKOKKWV) KOI oAAa EiOIl OTPETTTOKOKKWV, 
Ko8we; KOI TO Corynobacterium diphteriae. H a(18popuKivll TTOpOUOIO(EI olooTOuPOU~Evll 
oVTioTooll ~E OVSEKTIKO OTllv Epu8po~uKivll 8ETIKcl Karo Gram oTEAEXIl, TTEpIAa~i3ovol..Jtvwv 
rou Streptococcus raecalis (EVTEpOKOKKOe;) KOI TWV TTEPIOOOTEPWV OTEAExwv TWV 
OVSEKTIKWV OTr] I..JESUKIAAiVrJ OTOq:>uAoKOKKWV. 
ApvOTIKO Karo Gram OEpoBIO l3oKTrjplO: Haemophilus influenzae, Haemophilus 
parainfluenzae, Moraxella ca tarrhalis , Eior] Acinetobacter, £lor] Yersinia, Legionella 
pneumophila, Bordetella pertussis, Bordetella parapertussis, Eior) Shigella, EiOIl 
Pasteurella, Vibrio cholerae KOI parahaemoliticus, Pleisiomonas shigelloides. 
H oPOOTIKOTIlTO Tile; O~18pO~UKivr]r; tVOVTI TWV Escherichia coli, Salmonella enteritidis, 
Salmonella typhi, EIOWV Enterobacter, Aeromonas hydrophila KOI EIOWV Klebsiella TTOIKiAAEI 
KOI VI' OUTO TTptTTEI VO ViVOVTOI OOKII..JOoiEC; EUOIOSr]oioe;. Eioll Proteus, Eior] Serratia, Eior] 
Morganella KOI r] Pseudomonas aeruginosa, EivOi ouv~Swe; OV8EKTIKO oro aVTI13IOTIKo 
AvoEpoi3lo j30KTrjPIO Bacteroides fragilis KOI Eior] !30KTilPIOOEIOWV, Clostridium perfringens, 
Efoll Peptococcus KOI Eior] Peptostreptococcus, Fusobacterium necrophorum KOI 
Propionibacterium aenes 
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MIKPOOPYOVIObJOi UTTEU8uvOI ylO TO oE~ouaAIKw<; blETOOIOObJEVO vOOribJOTO: H O~ISpol-luKivfl 
EivOi OpOOTIK~ EVOVTiov TOU Chlamydia trachomatis KOI qJcpOVi~EI ETTiOIle; KoA~ OPOOTIKOTflTO 
EVOVTiov TWV I-IIKPOOPYOVI0I-IWV Treponema pallidum, Neisseria gonorrhoeae KOI 
Haemophilus ducreYI 
MAol bJlKPOOPYOVIOlJoi Borrelia burgdorferi (TTOPOYWV Tile; vooou TOU Lyme), 
Chlamydophila pneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma 
urealiflcum, Efofl Campylobacter KOI Listeria monocytogenes. 

5.2 <l>aPlJaKOKlvf]TIK£~ IOI6Tf]H:~ 

ATTopp6cpf]Of]: 
METa Tfl XOP~YflOfl OTTO TO arofJo OTOV OV8PWTTO, fl O~18pOfJUKivfl KOTovtWTOI EUpEWe; OTO 
OWI-l0 KOI fl13100lo8wlfJoTilTa Tfle; EivOi TTEpiTTOU 37%. f1Ev TTOpOTflP~SflKE OflI-lOVTlK~ 
fJEiwOfl Tfl~ 13100108wll-loTflTOe; OTOV W oloKio o~18pOI-lUKivfle; xoprlY~SflKoV fJE YEUI-I0 
UljJflA~e; TTEPIEKTIKOTflTOe; OE AiTTOe; 0 OTTOITOUI-IEVOe; xpovoe; ylo Trlv ETTiTEU~fl Kopucpoiwv 
TTUKVOT~TWV oro TTM10l-lo EivOi 2-3 WpEe; 
KaravolJ~: 
MEAtTEe; OE TTElpOfJOTO~WO OTTEOEI~OV Tllv LITTOP~fl UljJllAwv TTUKVOT~TWV o~18pol-luKivlle; OTO 
cpoyoKunopo LE TTEIPOlJOTIKO fJovTtAo, UljJflAOTEpEe; TTUKVOTflTEe; O~18pOlJUKivfle; 
EAEuSEPWVOVTOI KOHl Tfl OlelPKElO Tfle; EVEPYOU CPOYOKUTWOfle; OE OXtOfl I-IE fJfl OIEYEpStVTO 
cpOYOKUnopo. LTO 1-I0vTtAo TTElpOfJOTO~WWV OUTO tXEI we; OTTOTtAWI-IO vo TTPOKUTTTOUV 
UljJflAte; TTUKVOTflTEe; O~18POfJUKivfle; OTO OfllJEio Tfle; AoifJW~fle;· 
<l>OPfJOKOKIVflTIKte; fJEAtTEe; oTTtciEI~OV TflV UTTOP~fl oflfJOVTIKa UljJflAOTEPWV TTUKVOT~TWV Tfle; 
O~18pOfJUKivfle; OTOUe; 10TOUe; oE oxtail jJE TO TT MOfJO (fJtXPI 50 cpOpEe; fJEyoAuTEpEe; Tfle; 
jJtYIOTfle; TTOPOTflPfl8Eiofle; TTUKVOTflWe; TOU CPOpfJOKOU oTO TTAaofJo) YEyovoe; TTOU 
UTTOOEIKVUEI OTi TO cpoPfJOKO OEOjJEUETOI OE jJEyaAo TTOOOoTO OTTO TOUe; IOTOUe;. 01 
TTUKVOTflTEe; TOU CPOpfJOKOU OTOUe; 10TOUe; OTTWe; EivOi 01 TTVEUfJOVEe;, 01 OfJuyooAte; KOI 0 
TTPOOTOTfle; umpl3oivouv Tie; MICgo ylo W TTl80vel TTOSOYovo IJETO Tfl XOP~Yflofl fJIOe; oTTA~e; 
OOofle; TOU cpoPfJOKOU 500 mg 
01 fJtoEe; fJtYloTEe; OUYKEVTpWOEIe; TTOU TTOpOTflP~8flKOV ow TTEPICPEPIKO AEuKoKLmopo, Tflv 
wTio Tfle; MAC AoifJw~'1e;, ~TOV 140 fJg/ml KOI TTOPEfJEIVOV fJEyoAuTEp£e; TWV 32 fJg/ml £TTi 60 
mpirrou WpEe; fJETO OTTO Tfl XOP~YflOfl fJioe; oTTA~e;. OTTO TOU OTOfJOTOe; Malle; iOlle; fJE 
1200mg. 

ATT£KKPIOf]: 
o TEAIKOe; xpovoe; flfJl~W~e; Tfle; oTTol3oMe; TOU cpoPfJOKOU OTTO TO TTMofJo EKCPPO~EI fJE 
oKpi[3EIO Tflv flfJlTTEpiooo aTTo[3oA~e; OUTOU OTTO TOUe; 10TOUe;. TTOU EivOi 2-4 rwtpEe;. n£piTTOU 
12% Tfle; MOfle; TTOU XOPflYEiwl EvoocpAE[3iwe; aTTEKKpivETOI OTa oupo OOV ofJETo[3AIlTO 
cpoPfJOKO OE OIOOTIWO 3 fljJEPWV. TO O£ fJEyoAuTEpO TTOOOOTO ourou OTTEKKpivETOI Tie; 
TTpWT£e; 24 wp£e; H OTTEKKPIOfl TOU O~18pOI-lUKivIle; OTTO Tflv xoA~ OTTOTEA£i TIlv KUPIO 006 
OTTOfJOKpUVOfle; yla TO OfJETO[3AflTO CPOpfJOKO I-IETO Hlv OTTO TOU OTOI-IOTOe; XOP~YllOfl. noAu 
UljJflAte; OUYKEVTpWOEIe; TOU ofJETo[3AflTOu cpoPfJOKOU OVWpiOKOVTOI OTfl xoA~. fJo~f fJE 10 
fJ£w[3oAfTEe; TTOU OXflfJOTi~oVTOI fJE N- KOI 0-OTTOIJE8uAfwOfl. fJE uopo~uAfwofl TOU OOKTuAiou 
Tfle; O£oo~oiJiVfle; KOI TWV OyAUKOVIKWV oOKTuAiwv KOI I-IE oloOTTOOfl TOU OUiJrrAOKOU Tfle; 
KAaoIVO~'le;. H OUYKPIOfl TWV OTTOT£AwiJOTWV Tfle; uyp~e; XPWI..JOToypocpioe; UljJflA~e; 
orrooOO'le; (HPLC) KOI TOU jJIKp0[310AoYIKOU rrpoooloPI0I-I0U OTOUe; 10TOUe;. urrooEIKvU£1 on 01 
fJETO[3oAfTEe; OEV TToi~ouv KOVEVO poAo OT'lV OVTliJIKp0I310K~ oPOOTflPIOT'lTO Tfle; 
O~ISpoiJuKivfle;· 

<l>apl-laKOKIVf}T1K~ OE EIOIK£~ OIJOOE<; ao8Evwv 

HAIKIWIJ£VOI: 
LE flAIKIWiJEVOUe; E8EAoVTEe; (flAIKioe; > 65 ETWV) TTOpOT'lp~8flKE EAocppo OU~flOfl TWV TliJWV 
AUC fJETO 8Epomio 5 flfJEPWV oE oXtofl iJE vtoue; ESEAovTte; ('lAIKioe; < 40 ETWV), oMo fl 
OU~flOfl OUT~ OEV 8EWPEiTOI KAIVIKO OflfJOVTlK~ KOI we; EK TOUTOU DEV orrolTEiTOI TTpOOOpjJoy~ 
Tfle; OOofle; TOU CPOpfJOKOU. 

Ao8EvEi~ IJE VECPP1Krl aVf.TTOpKEIO: 


H cpaPfJOKOKIVflTlK~ Tfle; OsI8POfJUKiv'le; OE 008EVEie; fJE ~mo twe; fJETPIO VECPPIK~ OVETTOPKEIO 

(GFR 10-80 ml/min), OEV £TTflPEOOTflKE fJETO OTTO ECPOTTO~ MOfl 1,0 9 O~18pOiJUKiv'1e; OfJW'le; 
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aTTOOEOI-lEUOTI~ OUYKPITIK0I-l£ oo8£v£i~ TTOU EXOUV qJUOIOAOYIK~ V£qJPIK~ Awoupyio. 
LTOTIOTIKO OIl[.10VTlKE~ OIOqJOPE~ TTapOTrjp~8rjKOV OTrjV AUCO. 120 (8,8 mg x hr/ml EVOVTI 11,7 
mg x hr/ml), Cmax (1,0 mg/ml EVOVTI 1,6 mg/ml) KOI CLr (2,3 mllmin/kg EVOVTI 0,2 
ml/min/kg) [.1UO~U Hl~ ol-lo6a~ m0l-lwv I-lE oof3op~ V£qJPIK~ avwopK£lo (GFR <10 ml/min) 
KOI Trl~ 01-lo6o~ OT0I-lWV I-l£ qJUOIOAOYIK~ V£qJPIK~ Amoupyio 

Au9EVEie; IJE IlTTOTIKri aVETTopKEla: 
L£ 008£VEi~ I-lE ~TTlO (Konwopio A) EW~ I-lETPIO (KOTrjyopio 8) rjTTOTlK~ ~Mf3rj ,o£v 
UTTOPXOUV £vo£i~£I~ 01l[.10VTlK~~ I-l£TOf30A~~ Trj~ qJoPI-lOKoKlvrlTIK~~ Trj~ O~18pOI-lUKfvll~ OTOV 
opo O£ OXEOIl [.1E EK£ivou~ TTOU TTOpOUOIO~OUV qJUOIOAOYIK~ IlTTOTIK~ Amoupyfo. LTOU~ 

008EV£i~ OUTOU~ Il VEqJPIK~ Ko8oporj Trj~ o~18poI-lUK[Vrj~ El-lqJovf~£TOI OU~IlI-lEVIl, TTl8ovw~ ym 
va £~IOOppOTT~OEI Til [.1EIWIJEVfl IlTTOTIK~ Ko8opOil 

5.3 npoKAlvlKa Oa)OIJEVa VIO Tllv aa<paAEla 

"EX£I TTOPOTrjPrj8Ei qJwoqJoAlTTiOWOIl (EVOOKUTTOPIK~ ouoOWP£UOIl qJwoqJo)'IITTloiwv) O£ 

OPK£TOU~ 10TOU<; (TT.X OqJ80AI-l0~, VWTIOio YOYYAIO, ~TTap, XOArl06xo~ KUOTIl, v£qJpo~, 


OTTA~VO<; KOI/~ TTOYKP£O~) TTOVTIKWV, opoupoiwv KOI OKUAWV TTOU EA0f30V TToMoTTAt~ 


000£1<; O~18pOI-lUKivll<; H qJwoqJoAlTTiOWOIl EX£I TTOPOTIlPIl8£i O£ OI-lOIO f308IJo KOI O£ 

v£OYEvvIlTOU~ opoupoiou~ KOI OKUAOU~ H qJwo<poAlTTiOWOIl qJoivuol va £[VOI aVOOTpEljJlfJfl 

I-lUO Til OIOKOTT~ TIl~ 8EPOTT£io<; I-l£ O~18pOI-lUKiVIl H anouOOIOTIlTO TWV £UPIlI-l0TWV OUTWV 

Ylo TO TTEIPO[.1OTO~WO KOI TOV dv8pwTTO OEV EfvOI YVWOT~. 


6. 	 <l>APMAKEYTIKEt nJ\HPO<l>OPIEt 

6.1 	 KOTOAOvOe; EKOOXWV 

6.2 	 AUUIJI3OloTIlTEe; 
OUOE[.1io yVWOT~ 

6.4 	 IOlaiTEpEe; TTpOCPUAO~Ele; KOTO Til cpUAa~1l TOU TTpo"ioVTOe; 

6.5 	 <l>u<J1l KOI UU<JTaTlKO TOU TTEPIEKTIl 

6.6 	 IOlaiTEpEe; TTpocpuAa~Ele; OTTOppllVlle; KOI aMoe; XElpl<JlJOe; 

7. 	 KA TOXOt THt A~EIAt KYKJ\O<l>OPIAt 

8 API0MOt A~EIAt KYKJ\O<l>OPIAt 

9, 	 HMEPOMHNIA npOTHt ErKPltHt I ANANEOtHt THr A~EIAt 

10. 	 HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

4. To <l>uMo OOllYIWV V'O TO XPriUTIl <P0PI-l0K£UTIKWV TTpolOVTWV TTOU ITEPIEXOUV OPOOTIKO OUOWTIKO 
AZITHROMYCIN Via Til /Jopcpli: ETTlKaAu/J/JEvO IJE AETTTO UIJEVIO OIUKIO 600MG/TAB, Opi~£TOI we; 
£~~<; 

<l>YMO O~HrlON XPHrHr: 
nJ\HPO<l>OPIEr riA TO XPHtTH 

1 1 
1.2 rUV9E<J'l • l'IpOOTlK~ ouoio 

• 'EKOOXO 

1 3 <l>ap/JaKOTExvIKri lJOpCPri: ETTlKOt\U[.1[.1EVO [.1£ MITTO UI-lEVIO oloKio. 
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1.4 nEplEKTIKOHITa O'E ~paO'TIK~ ouO'ia: 600mg ova oloKio. 

1.5 nEp1vpa<piJ-rUO'KwaO'ia: 

1.6 <l>aPJ.laKo8EpaTTwTIKiJ KaTllVOpia: AVTI~IOTIKO. 

1.7 YTTEU8uvo<; KuKAo<popia<;: 

1.8 napaO'KwaO'TiJ<;: 

2. 	 TI nPEnEI NA rNQPIZETE riA TO <l>APMAKO nOy rAr XOPHrHrE 0 rlATPOr 
rAr 

2.1 rEvlKt<; TTArlPo<popiE<;: 

To «ONOMA npOIONTOL» m:pltXEI o(18polJuKivll, tva OVTI~IOTIKO cpaplJOKo. To 

OVTI~loTIKa XPIlOlIJOTTOlouvTOI ylO Trl 8EPOTTEio AOIIJW~EWV OTTO IJIKpO~IO. 


2.2 EV~Ei~EI<;: 


To «ONOMA npOfONTOL» 600 mg ETTIKOAulJlJtvo IJE AmTo UlJtVIO oloKio EVOEiKVUTOI110VO 

ylO Hlv TTpocpuAo~1l tVOVTI Tile; AoiIJW~Ile; OTTO TIlV olJaoo TOU Mycobacterium avium

intracellulare (MAC), lJioe; WKOlpIOK~e; AoilJw~lle; 11 oTToio ouvovTaTOI Kupiwe; OE HIV 008EVEie; 

TTOU ~piOKOVTOI OE TTPOXWPlllJtvo OTaOIO, EiTE IJOVO TOU EiTE OE OUVOUOOIJO IJE PI<P0IJTTOUTiVIl. 


2.3 AVTEV~Ei~EI<;: 


H XP~OIl TOU TTpOIOVTOe; OVTEVOEiKVUTOI OE 008EVEie; IJE UTTEPWOI081loio OTllv 0(18polJuKivll, 

Tllv Epu8polJuKivll, OE OTTOIOO~TTOTE OVTI~IOTIKO Tile; OlJaOOe; TWV IJOKpoAIOiwv ~ TWV 

KETOAIOiwv, ~ OE OTTOIOO~TTOTE OTTO TO tKOOXO TTOU ovOcptPOVTOI OTllv TTopaypocpo 6.1 

(KOToAoyoe; EKMxwv). 

H TOuTOXPOVIl XOP~Ylloll lJoKpoAIOiwv IJE OI(OTTpiOIl OVTEVOEiKVUTOI. 


2.4 EI~IKt<; TTpo<puAa~EI<; Kat TTpOEI~OTTOliJO'EI<; KaTa HI XP~O''1: 

2.4.1 rEVIKa 

OTTWe; KOI IJE Tllv Epu8poIJuKivIl KOI TO oMo lJoKpoAiolO, txouv ovoepEp8Ei oTToviwe; oo~opte; 


OMEpYIKte; oVTlopaoEIe;, TTOU OUIJTTEplAolJ~avouv TO oYYElooiOrwo KOI Tllv ovoepuAo~io (oTToviwe; 

1J0Ipoio). MEpIKte; OTTO OUTte; TIe; OVTlOpaOEIe; TTOU TTPOtKUljJOV IJETa OTTO XOP~YIlOIl 0<18polJuKivlle; 

Eixov we; OTTOTtAwlJo Tllv ElJepavloll UTTOTPOTTlO(OVTWV OUIJTTTWIJOTWV TO OTToio OTTOITouaav 

IJEyoAuTEPIl mpiooo TTapoKOAou81l01le; KOI 8Epomiae;. 

Emlo~ TO ~TTOp EivOi 11 KUPIO oMe; oTTtKKpIOIle; Tile; o(18pOIJUKiVIle;, TTptTTEI va XPIlOlIJOTTOIEiTOI I-IE 

TTpoaox~ OE ao8EVEie; IJE Oo~op~ IlTTOTlK~ VOOO. "Exouv ovoepEp8Ei IJE Til XP~Or) Tile; 0(18POIJUKiVIle:; 

TTEPIOTOTIKO KEpouvo~oAou IlTTOTiTiOoe; 11 OTToio OUVIlTIKa IJTTOPEi vo OOIlY~OEI aE oTTEIAIlTIK~ YIO Tr) 

(w~ IlTTOTIK~ ovmapK£lo (~Atm TTOPOYPOepo 2.8). LE oa8EvEie:; TTOU q.Jepovi(ouv OllIJEio KOI 

OUIJTTTWIJOTO IlTTOTIK~e; ouoAmoupyioe;, OTTwe; E~oo8tvloll, iKTEPO, OKOUPOXPWIJO Oupo, OIIJOPPOYIKr'] 

0108EOll ~ IlTTOTIK~ EYKEepoAoTTd8EIO TTptTTEI VO yiVOVTOI 01 OVOAOYEe; EpyaoTIlPloKte:; E~ETaO£Ie:; 


EAtyXOU Tile:; IlTTOTIK~e:; Amoupyioe:;. 

LE 008EVEie; TTOU AOIJ~oVOUV TTOPOYWYO Tile; EpUOI~WOOUe; oAupoe; (Ergot), tXEI TTOPOUOIOOT£i 

EPYOTlOlJoe:; OTOV ouyxoPlly~8llKOV OPIOlJtVO OVTI~IOTIKa Tile; OlJaoae:; TWV lJoKpoAIOiwv. IJ.£v 

uTTapxouv OEOOlJtVO ooov oepopa Tllv TTl8ovOTIlTO oMIlAmiopaolle; IJETO~U TWV TTopaywywv Tile:; 

EPUOI~WOOUe; oAupoe:; KOI o(18pOIJUKivlle;· Ev TOUTOIe;, AOyw Tile; 8EWPIlTlK~e; TTl80vOTIlTOe; El-lepavlolle:; 

EPYOTlOlJou OEV TTptml vo oUYXOPIlYEiTOI 11 o(18polJuKivlllJE TTapoywya Tile:; EPUOI~WOOUC:; oAupoe:;. 

OTTWC:; KOI IJE OTTOIOO~TTOTE oMo OVTI~IOTlKO, OUVIOTOTOI 11 TTopaKoAou81lall TWV oa8Evwv ylo Tllv 

aVaTTTU~1l 0IlWiwv ETTllJoAuVOIlC:; OTTO IJIl waio8llTOuc:; I-lIKpoopyavIOIJOuc:;, oUlJmplAal-lj3ovolJtvwv 

KOI TWV IJUK~TWV. 


·EXEI avoepEp8Ei OIOPPOIO TTOU aXETi(ETOI IJE TO TTo80yovo Clostridium difficile (CDAD) KOHl Til XPricrll 

0XEOOV oAwv TWV OVTlIJIKP0!310KWV rropayovTwv, OUIJTTEpIAalJ!3oVOlJtVIle:; Tile:; o(18p0l..luKiVIle:;, 11 

oTToia EVOtXETOI vo TTOIKiAEI OE ~apuTIlTO, aTTO EAaeppa OIOPPOIO wc:; 80VOTllepopoe; KoAiTIOO. H 

8EporrEio IJE OVTlIJIKP0!310KOUe:; rropoyovTEe:; IJETO!3oMEI Til epuOIoAoYIK~ EVTEPIK~ xAwpiOa, YEyov6e:; 

TTOU OOIlYEi OE UTTEpOVOTTTU~1l TOU C. difficile 

To C. difficile TTOPOYEI TO~ivEe; A KOI B TTOU oUIJ!3oMouv aHlv ElJepavloll CDAD. LTEAtXIl C. difficile 

TTOU rropayouv OU~lll-ltvll TTOOOTIlTO TO~IVWV au~dvouv Til VOOIlPOTIlTO KOI Til 8vIlTOTIlTO, Ko8wc:; 
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OUTES 01 AOIJJw~£I<; I-HTop£i va £ivOi OVS£KTlKE<; GTflV OVTI~IKp0j310K~ 8£POTT£io KOI £votXETOI va 

OOllY~OOUV O£ KoA£KTO~~. To £VOEXO~£vO CoAo TTPETT£I VO E~ETO(ETOI O£ oAoue; TOUe; OOSEVEie; TTOU 

TTOpOUOIa(OUV OlaPPOIO ~£Ta OTTO Xp~orJ OVTlj310TIKWV. ETTiorJe;, XPEIO(ETOI va ArJ<PS£i OVOAUTIKO 

IOTPIKO 10TOPIKO E<p000V EXEI ovo<p£pS£i OTi rJ CoAD ~TTop£i va E~<pOVIOT£i w<; KOI QUo ~~VEe; ~ETd Trl 

XOP~YrJorJ OVTIIJIKP0(310Kwv TTOPOyOVTWV. 

METa TrJV OPIOTlK~ OIOYVW0rJ TrJe; ljJ£UOo~£~j3povwooue; KoAiTlOOe;, TTPETT£I va £<p0PfJOaTOuv 

8£POmUTIKa IJETPO EAo<PPEe; TT£PITTTWO£I<; ljJ£UOO~£IJf3povwoou<; KoAiTiooe; ouv~8we; 


OVTOTTOKpivOVTOI OTrJ OIOKOTT~ TrJe; 8EpOTTEioe;. 

LE ~tTpIEe; ~ (3opIEe; mpITTTWO£Ie; TTpEml vo £~£Ta(ETOI rJ ovaYKIl Xop~YrJorJe; uypwv KOI 

rJ,\£KTpoAuTWV, oU~TTAIlPw~OlIK~<; XOP~YIlOIl<; npWT£rVWv KOI SEPOTTElO<; ~E OVTlIJIKpO~IOKa 


<pap~oKo, TTOU EivOI KAIVIKWe; OTTOTEAw~OlIKa GTrJv KoAiTlOO 11 oTToio ocpEiAETOI OTO Clostridium 

difficile 

L£ oaS£v£ie; IJE oo(3op~ V£<PPIK~ OVETTaPKEIO (GFR< 1Oml/min) EXEI TTOPOlIlPll8Ei oU~1l01l TrJe; 

auoTrJ~OlIK~e; EK8WIle; GTIlV o(18polJuKiVIl KOla 33% 

nOpaTooll Tile; KOpOIOK~e; ETTOVOTTOAw0rJe; KOI TOU OIOOT~I..lOlOe; QT, 11 OTToio EVEXEI Kivouvo 

ovaTTTU~Ile; KOpOIOKWV appu81Jlwv KOI torsades de pointes (KoIAlaK~ TOxuKapoia OiKllv plTTloiou), 

EXOUV TTopaH1Pll8Ei OE 8EpaTTEio I..lE aAAa ~aKpoAiola napo~olo aTTOTEAwl..la OEV I..lTTOPEi va 

OTTOKAEI08Ei TEAEiwe; W Tllv a(18p0l..luKivll OE 008EVEie; fJE oU~lll..ltvo Kivouvo TTapOlETOI..lEVIle; 

KopolaK~e; ETTovaTToAwOIle; (f3Mm napaypo<po 2.8 AVETTl8uJ.JrlTEC; EVtPVEIEC;). ETTOIJEVWe; aTTaITEiTOI 

TTPOOOX~ KOla Til 8EpaTTEia a08Evwv: 


• 	 ME OUYY£V~ ~ TEKl..lrJPIWI..lEVIl TTaparaOrJ TOU 5IaOT~I..lOlOe; QT 
• 01 OTToiol ETTi TOU TTOpOVTOe; Aa~f3avouv 8EpOTTEia I..lE aAMe; OpaGTIKEe; OUOiEe;, 01 
onoiEe; EivOi YVWOTO OTI TTOPOlEivouv TO OIOOTlll..la QT, OTTWe; OVTlOppU81..llKa TO~Ile; IA 
Kal III, OI(aTTpiOIl KOI TEP<PEvaOfvrJ 
• M£ IlAEKTpoAUTlKE<; OIOlapaXEe;, IOlaiTEpa OE TTEPITTTWOEIe; unoKOAlal~ioe; KOI 
UTT0l..laYVIlOlOll..liae; 
• 	 ME KAIVIKa OXETI(O~Evll (3paouKOpOia, KapOIOK~ appu81..lia ~ oo(3ap~ KapOlaK~ 
aVEnaPKEla 

L£ ao8EvEi<;, 01 onoiol Aci~(3avav 8EpaTT£ia ~E a~18pol..luKivll, EXOUV ava<pEp8£i E~OpOEle; TWV 
OU~TTTWIJOTWV Tile; I..lUa08EVElae; gravis KOI vEa E~<paVIOrJ OUVOP0I..l0u ~ua08EvElae; (BMITE 
TTapoypa<po 28). 
Ooov acpopa Hj 8Epamia Tile; TTv£u~oviae;, 11 a(18po~UKiVfl EXEI aTToOEIx8Ei OTi EivOi aocpOl'~<; KOI 
anOTEAwIJOlIK~ ~ovo yla Til 8Epam:ia Tile; TTVEu~oviae; aTTO TflV KOlvOTllra EAacppoe; (3apuTIlTOe; TTOU 
0cpEiMTOI OTOV Streptococcus pneumoniae ~ OTOV Haemophifus influenzae, OE a08EVEie; TTOU 
KpivoVTOI KOlaAAIlAol yla E~WVOOOKO~ElaK~ 8EpaTTEio OTTO TOU OT0I..lOlOe;. H a(18p0I..lUKivrJ OEV TTPETTEI 
va XPIlOlIJOnOIEiTOI aE a08EVEie; ~E TTv£u~ovia, 01 oTToiol KpivOVTOI aKOTaAAIlAol yla E~WVOOOKOI..lEIOK~ 
8EpaTT£ia aTTo TOU OTO~OTOe; E~OITioe; ~ETpiou (3a8~ou ~ (3ap£fae; Aoif-lw~fje; ~ AOyw lJTTap~rJe; 
OTTOIOUO~TTOT£ ano TOUe; aKoAou80ue; TTapayOVTEe; KIVOUVOU: 

• 	 008EVEie; TTpoo(3AIl8EvTEe; aTTo EVOOVOOOK0I..lEIOKO TTo80yova 
• 	 008EVEie; I..lE yVWOT~ ~ TTl8avoAoyouf-lEVIl f-lIKpo(3lalf-lio 
• 	 ao8EVEie; aTTOITOUVTEe; Eloaywy~ OE VOOOKOf-l£io 
• 	 IlAIKIWf-lEVOI ~ E~ao8£VIlf-ltvOI ao8£v£ie; ~ 
• 	 ao8£v£ie; ~£ OUVUTTOPXOVTO 0lll..laVTIKa TTpo(3A~I..lOla uy£ioe; TO oTToia I..lTTop£i va 

ETTIlPEaoouv Tllv IKaVOH)TO aVTiopaa~e; TOUe; TTpOe; H) vooo (mpIAaf-l(3aV0I..lEVWV Trle; 
avoooKOTOaroA~e; ~ Tile; A£lTOUpYIK~e; oaTTAllviae;). 

fla Til 8£paTT£ia TIl<; TTv£ul..l0viae; OTTO HI KOIVOTIlTO XPIlOII..l0TTOIOUVTOI ouv~8we; ouvouaal..l0i 
OVTI(310TlKWV (Kupiwe; j3-AOKH:lfJrJ f-l£ f-laKpoAioll)· L£ Ko8E mpiTTTwoll TTptml va Aaf-l(3avovTOI UTTOljJll 
01 £8VIKEe; KOTEUeUVT~pl£e; oOllyiEe; yla Til 8£POTT£io Tile; TTVEUf.loviae; aTTO Til KOlvOTIlTO. 

2.4.2 	 HAIKIWI..lEVOI ao8£v£ic; f1EV aTTalT£iTOI TTpooap~oy~ Tile; ooaoAoyiae; OTOUe; IlAIKIW~EVOUe; 
a08EV£ie; VIO TOUe; oTToioue; aTTalTEiTOI va Acif30uv 8EpaTT£fa a(18p0I-JUKivlle; 

24.3 	 KUf]of]~H a(18p0f-luKivll 8a TTPETTEI vo XPIlOlIJOTTOIEiTOI KOla Til OlaPKEla Tile; KUIlOIle; IJOVO 
£av £ivOi oacpwe; aTTapaiTIlTIl. 

2,4,4 	 faAouxia: OTTWe; TToAAci cpaPl..laKa TO oTToia £KKpivoVTOI oro f-lflTPIKO yoAa, 11 o(18polJuKivll 
OE 8a TTptTTEI va XPIlOlIJOTTOI£iTOI Via Til 8£paTTEia yuvalKwv TTOU 8llAa(ouv £KTOe; KOI £av 0 
IOlpOe; TTlGT£U£1 OTI TO ouvrFIKo ocptAIl olKaloAoyouv TOUe; OUVIlTIKOUe; KIVOUVOUe; Via TO 
(3ptcpoe; 

2.45 	 nOlQja H OOCPOAEIO KOI 11 OTTOTEAWIJOlIKOTIlTO Tile; a(18p0l..luKivlle; OTIlV TTpocpuAo~11 TI1<; 
MAC AoilJw~ll<; OE TTOIOIO OEV EXOUV TEKIJIlPIW8Ei. 
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Coumarin-Type Oral Anticoagulants/Ano TOU OTOIJOTOC; KOUlJaPIVIKa AVTITTf]KTIKO 

LE fJia <jlOPfJOKOKIVflTIK~ fJEAE.TIl oMIlAETTiopOOIl<;, 11 o(ISpofJuKiVIl OEV fJETE(3aME TO OVTITTIlKTIKO 

anOTEAwfJo IJIO<; E<jlOTTO~ 66011<; 15 mg (3op<jlopiVIl<; (warfarin), 11 oTToio XOPlly~SIlKE OE uYIEi<; 

ESOIOVTE<;. METa TIlV KUKAo<jlopia TOU <jl0PlJaKOU OTllv ayopa UTT~P~OV Ova<jlOpE<; EvioXUOIl<; TOU 

OVTITTIlKTIKOU onoTEMoIJOTO<; IJETel OTTO ouyxoP~Ylloll o(ISpofJuKivll<; IJE ono TOU OTOIJOTO<; KOUfJOPIVIKO 

OVTlTTllKTIKa nopoAo TTOU OEV EXEI TEKfJllPlwSEi OITlOAOYIK~ oUOXETIOlllJE Tllv a~ISpolJuKiVIl, TTPETTEI vo 

OiVETOI npooox~ OTIl OUxvOTIlTO nopoKoAouSllofl<; TOU Xpovou TTpoSpolJ(3ivll<; OTOV 11 a(18polJuKivll 

XPIlOlIJOnOIEiTOI OE aoSEvEi<; TTOU AOIJ(3avouv ono TOU OTOIJOTO<; KOUfJOPIVIKO aVTlTTIlKTIKo. 


Cyclosporin/KuKAoOTTOpivf] 

IE fJio <jlOPIJOKOKlvIlTIK~ IJEAE.TIl OE uYEi<; ESEAoVTE<; OTOU<; OTToiou<; XOPlly~SIlKE I"]fJEP~0I0 oTT6 TOU 

OTOfJOTO<; Mall o(ISpofJuKivl"]<; 500 mg YIO 3 IlIJEPE<; KOI oKoAouSw<; E<jlaTTO~ Mal"] KUKAooTTopivll<; 10 

mg/kg 01 OTTOPPEOUOEC~ Cmax KOI AUCO-5 TIl<; KUKAoonopivll<; (3PESIlKoV vo EivOi 0llfJOVTIKa 

aU~IlIJEvE<; IUVETTW<;, TTPETTEI va E~ETa~ETOI fJE npooox~ 11 TOuT6XPovIl XOP~YIlOrJ TWV <jlapfJOKwv 

aUTwv. Eov EivOi onopaiTIlTll1l TOuT6XpovIl XOP~YIlO~ TOU<;, npETTEI vo TTapoKoAouSOUVTOI TO ETTiTTEOO 

TIl<; KUKAoonopivll<; KOI va TTpooopfJ6(ETOI ovaAoya 11 ooooAoyio. 


Efavirenz/E<poGI pEV(O 

IUYXOP~YIlOIl E<jlaTTa~ IlIJEp~OIa<; 660Ile; 600 mg o(ISpofJuKivll<; KOI 400 mg E<jla(3lpEv(ll<; VIO 7 IlfJtPE<; 

OEV EOEI~E KOlJiO KAIVIKW<; OllfJOVTlK~ <jlaPfJaKOKIVIlTlK~ aMrJAEniopaoll. !::,EV Eival oTTapaiTllTrJ 11 

npooapfJoy~ TIl<; 06011<; TIl<; a(ISpofJuKiVIl<; 6TOV OUYXOPIlYEiTOI fJE E<PO(3IPEV~1l 


Fluconazole/ct:>AouKOVo(6Af] 

H ouyxoP~Ylloll lJio<; E<jlOTTO~ 06orJ<; o(ISpofJuKivrJ<; 1200 mg OEV fJETE(3aAE TrJV <jlOPIJOKOKIVrJTIK~ fJio<; 

E<jlOTTO~ 66011<; <jlAouKovo(6AIl<; 800 mg. H OUVOAIK~ TTOOOTrlTO TOU <jlOpfJOKOU nou q>SOVEI OTllv 

KUKAo<jlopio KOI 0 Xpovo<; IlfJl(w~<; TrJ<; o(ISpofJuKivll<; OEV IJETO(3A~SIlKav OTT6 Tfl oUYXOP~VIlOIl 


<jlAouKovo(6AIle;, OOT60w TTOPOTIlP~SIlKE fJio fJEiwOIl OTIl IJtYIOTIl ouYKt~VTPWOIl TrJ<; a(ISpofJuKiVIl<; aTO 


nMofJo, Cmax, (18%) 11 oTToia OEV ~TOV KAIVIKO ollfJavTIK~. 


I ndinavir/lvolva[3iQ!] 

IUYXOP~YIlOIl fJio<; E<jlOTTO~ 06011<; 1200 mg o(ISPOfJuKiVIle; OEV EiXE OTOTlaTiKa allfJaVTIK~ ETTiopaofl 

OTIlV <papfJOKOKIVIlTlK~ 800 mg Ivolvo[3ipll<;, XOPIlYOufJEvlle; TpEI<; <jlOpt<; TflV IlfJtpO ylO 5 rJfJtPE<; !::,EV 

EivOi anopoiTIlTIl rJ TTpOOOPfJoy~ TIl<; 0601le; TIl<; o(ISpofJuKivll<; OTOV oUYXOPIlYEiTOI fJE Ivolva(3ipll· 


Methy Ipredn Isolone/MESuA rrpEOVI(oAOvQ 

IE fJia fJEAE.TrJ <jlOPfJOKOKIVIlTIK~e; oMIlAETTiopoarJe; OE uYIEie; ESEAoVTE<;, 11 a(ISpofJUKiVIl OEV TTPOKaAwE 

KOTTOIO alllJaVTIK~ fJETO!3oA~ OTllv <jlOPfJOKOKIVrJTlK~ TIl<; fJESuAnpEovl(oAOvll<;· 


Midazolam/Mloo(oMIJO 

H auyxop~YIlOIl 500 mg a~ISpofJuKivll<; IlfJEPlloiwe; Yla 3 IlIJEPE<; OE uYIEie; ESEAovTte; OEV EiXE w<; 

oTToTtAwfJo KanOIO KAIVIKa OllfJavTIK~ oMoy~ onl <jloPlJaKOKIVIlTIK~ KOI Til <jlOPfJOKOOUVOIJIK~ fJIO<; 

E<jlaTTa~ 06alle; 15 mg fJloo(oMIJIle;· 


Nelfinavir/NEA<plvoGiPO 

LUYXOP~YIlOIl 1200 mg O~ISpofJuKiVIle; KOI VEA<jllvo!3iPIl<; OE aTOSEpOTTOlllfJEVIl KOTaOTaOIl (750 mg 

TpEIe; <pOPE<; Tllv IlIJEpo) EiXE we; OTTOTEAwfJo Tllv oU~llall TWV OUYKEVTPWOEWV TIl<; o(ISP0j..JuKivfl<;· Mv 

TTOPOTIlP~SflKav KAIVIKW<; OIlIJOVTIKte; aVEmSufJIlTEe; EVEPYEIEe; KOI 11 TTpOOaPfJoy~ TIl<; Malle; OEV EivOI 

onopaiTflTrJ . 


Ritabu ti n/PI<poWTTOUT iv 0 

H ouyxoP~YIlOfl o(18pofJuKivlle; fJE PI<jlO!..JTTOUTivll OEV ETTIlPEoaE Tie; aUYKEvTpwaEIe; TWV EV AOy().) 

<jl0PfJelKWV OTOV op6 TOU OifJOTOe;. 

EXEI nopOTIlPIl8Ei OUOETEPOTTEVio OE oa8EvEi<; uTT6 oUYXOPllyoufJEVIl 8EpoTTEia a(18pOfJUKivl"]<; KOI 

PI<jlofJTTOUTiVIl<; Av KOI rJ OUOETEpoTTEvia EXEI ouaXETIoTEi W Til xp~all nl<; PI<jl0fJTTouTivlle;, OEV EXEI 

TEKIJIlPlw8Ei OITlOAOYIK~ ouaXETloll ylO TOV ouvouoaj..J6 Tile; fJE TIlV o(ISpolJuKivll ((3Mm rropoYPo<jlO 

2 8 Av Em8u IJ IlTEe; EVEPYEIE<;) 


SiIden afi I/LIAVTE va<pi AI] 

LE uylEie; elPPEVU; ESEAoVTEe; OEV urr~pxov EVOEi~EIe; ETTiOpoorJe; Tile; O(ISpOIJUKiVrje; (500 mg Ilj..JEprjoiuJe; 

ylo 3 rJIJEpEe;) OHlv ;\UC KOI Trj Cmax Tile; OIAVTEVO<jliAIl<; ~ TOU KUPIOU fJETOf30AiH] H]<;. 
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T erfenadineITEP<PEvOoivr] 

CDOPIJOKOKIVflTlKte; IJEMTEe; OEV tOEI~OV UTOIXEio KOTTOIOe; oMflAETTiopOUfle; OVOIJEOO OTflv O~ISpo[JuKivfl 


Kal OTflv TEpcpEvaoivfl·EXouv avacpEpSEi oTTovla TTEPIOTOTIKO OTTOU fl TTlSOVOTflTO aVTioTOlxfle; 

aMr}~ErriOpaOfle; OEV ~TOV OUVaTO va aTToKAEloSEi EVTEAwe; napoAa aUTo, OEV UTT~P~E OUYKEKPIIJtVr] 

tVOEI~fl OTi ouvtl3fj TtTOla aAArlAErriopaofj 


Theophylllne/8EocpuMivt] 

!::.EV UTTOPXOUV EVOEi~EIe; KAIVIKO OfjIJaVTlK~e; cpaPIJaKOKIVfjTIK~e; aMfjAETriopaofle; OTOV fl a~ISpoIJuKivfl 


Kal fl SEOcpuMivfl XOPflYOUVTOI TOUTOXPova OE uYIEk; EeEAoVTte; Ev TOUTOIC; fl OUYXOP~YflOfj SEOcpuAAivfl~ 


KOI IJaKpoAloiwv tXEI OUOXETIOTEi IJE aU~flIJEVa ETTimoa SEOcpuMivflC; OTOV OpO. Oc; EK TOUTOU, 

UUVIOTOTOI fl IJETpflOfl TWV ErrITTEOWV eEOcpuMivflC; Erri UUYXOPflY~OflC; a~ISpoIJUKiVfle; 


Triazolam/Tpla(oAdblQ 

h 14 uYIEiC; ESEAovTte;, fl oUYXOP~YflOfl 500 mg O~ISpoIJuKivfle; Tflv 1fl flIJtpa KOI 250 mg Tfl 2fl flIJtpa 

IJE 0,125 mg Tpla~oAdl-lfle; Tfl oElmPfl fliJEpa OEV EiXE OfliJOVTIK~ ETTiopaofl OE KOTTOIO cpaPiJaKOKIVflTIK~ 


I-lETaI3AflT~ Tfle; Tpla~oAdl-lfle; OE OUYKPIOfl IJE TO EIKOVIKO cpoPIJOKO. 


T rimethoprim -Su Ifamethoxazole/TPIIJE80TTpilJr]-LOuAcpoIJEeO~a(oAr) 


LUYXOP~YflOfl TOU oT08EPOU uuvouaoiJou TPliJE80TTpiiJfle;/00uAcpoI-lE8o~a~oAfle; (160 

mg/800 mg) Erri 7 fliJtpEe;, iJa~i I-JE 1200 mg a~18pOIJUKivfle; Tflv 7fl fliJtpa, OEV EiXE 

OflIJaVTIKte; ETTIOpOOEIe; OTIe; IJEYIOTEC; OUYKEVTpWOEIe;, OTfl OUVOAIK~ TTOOOTflTO TOU 

cpapIJOKOU TTOU cp86vEI OTfjV KUKAocpopia ~ OTflV aTTEKKplOfl aTTO TO oupa EiTE Tfle; 

TPII-lE80TTpiIJfle; EiTE Tfle; oouAcpaIJESO~a~oAfle;· 01 UUYKEVTpWUEIe; TflC; a~18pOI-lUKivfle; UTOV 

opo ~TOV TTOpOIJOIEe; iJE aUTte; TTOU EXOUV TTapaTflpflSEi UE oAAEe; iJEMTEe; 


~isaprideILI(OTTpiot] 


H ol~oTTpiofl I-lETOl3oAi~ETOI OTO ~TTap aTTo TO tV~UIJO CYP 3A4. Emlo~ TO l-laKpoAiola 

avaOTtMouv TO EV~UI-lO aUTO, fl oUYXPOVfl XOP~Yflofl Hle; OI(aTTpiofle; IJE TIC; OUOiEe; aUTEe; 

I-lTTOPEi va aU~~OEI TOV Kivouvo EiJCPOVIUflC; OlaTopaxWV TOU KOPOIOKOU pu8IJOU (TTOPOTOOfl 

TOU OIOOT~I-lOlOe; QT, KOIAlaKte; appUSIJiEC;, TORSADE DE POINTES) !::.IO TOUTO va IJfl 

uUYXOPflYEiTOI fl OI~oTTpiofl IJE TO cpopl-laKa aUTO. 


2.6 liocroAoyfa: 

Ta oloKia «ONOMA npOfONTOL» 600 I-lTTOpEi va AOIJl3oVOVTOI iJE ~ xwpie; TPOCP~ Kal 

TTPETTEI va KaTaTTivoVTOI OAoKAflpa. 

EvrjAIKE<;: fla Tflv TTpocpuAa~fl tvovTI TWV AOIIJW~EWV aTTo MAC OE aoSEvEiC; 

TTpOOI3E[3AflI-lEVOUC; aTTo TOV 10 Tfle; ov8pwTTlVfle; avoooavErr0pKElae; (HIV), fl MOfl EivOI 1200 

mg, oTTa~ El300IJaOIOiwe;. 

H iOlo ooooAoyio IJTTOPEi va XPfjOlI-l0TTOlfl8Ei UE flAIKIWIJtvoue;, UE OUeEVEie; iJE EAacppo EWe; 

I-JETpia flTTaTlK~ ouoAEIToupyia KOI UE aoSEVEie; iJE EAacppo VECPPIK~ aVETTopKEla (Ko8opofj 

KPEOTIVivfle; >40 ml/min) 

nOlOIQ H OucpoAEla KOI fl OTTOTEAEOIJOlIKOTflTO TOU «ONOMA npOfONTOL»® 600 OTflv 

TTpocpuAa~fl Tfle; MAC AoiIJw~fle; UE TTalolo OEV EXOUV TEKI-lflPIW8Ei 


2 7 YTTEpoocroAoyfa - AVTlJlETlimlcrll: 
h TTEpiTTTWOfl UTTEpooooAoyioe; OTTolTEiTOI fl EcpaPIJoy~ YEVIKWV OUI-lTTTWI-l0TlKWV 
KOI UTTOOTflPIKTlKWV I-ltTPWV SEpaTTEioe;, avoAoya iJE Tflv TTEpiTTTWUfl· 

28 AV£TTl9uiJIlTE<; Evtpym:<;: 
o TTOPOKOTW TTivaKae; TTEPltXEI Tie; aVETTISuiJflTEC; Evtpymc; TTOU qJcpOviuTflKav I-ltow 
Tfle; EiJTTElpioe; aTTo KAlviKte; iJEMTEe; KOI Tfle; TTOPOKOAou8flOflC; TOU cpapl-l0KOU I-lETO Tflv 
KUKAocpopia TOU OTflv oyopo, KOTO KOlflyopio 0PYOVIKOU OUOT~iJOTOC; KOI OUxvOTflTO. 
01 oVETTl8ulJflTEe; EVEpyme; TTOU EIJcpaviOTflKav iJETO Trlv KUKAocpopia TOU cpaPIJOKOU 
OTflv oyopo aTTooiooVTOI IJE TTAoYla YP0l-liJOTa. H KOTrlYopia ouxvOTflTOC; El-lcpoVlullC; 
Opi~ETOI uUI..lCPwvo iJE Tflv TTOPOKOTW UUV8~Kfl: noAu ouxvte; (2: 1/10), LUXVtC; (2: 
1/100, <1/10), OXI ouxvte; (2:1/1.000, <11100), LTTclVIEC; (2:1/10000, <111.0000), noAu 
onovlEC; « 1110.000), KOI Mfl yvwOTEC; (OEV I-lTTOPOUV va EKTIIJfl80uv iJE [3oull TO 
OloStoliJO OEOOfJtVO) EVTOe; Ko8E KOTflyopioe; UUXVOTIlTOC; EiJCPOVIOflC;, 01 
oVEm8ufJ1lTEC; EvtpYEIEe; TTOPOli8EVTOI KOTO cp8ivouuo OEIPO oo[3opoTflWC;. 
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AVETTl8UIJr]TES EVEpYElEe;; EVOEXOIJEVWe;; ~ mSovwe;; OXETI~OIJEVEe;; IJE Tr]V o~ISpOlJuKivr] 
IJE j3oor] Tr]V EIJTTElpio OTTO KAIVIKEe;; fJEAtTEe;; KOI Hlv TTOpOKOAou8r]or] TOU CPOplJOKOU 
IJETO Tr]V KUKAocpopio TOU OTr]V oyopo 

KOTrwopia °PYOVIKOU AVETTlSUfJr]Tr] EVEPYEIO LUXVOTrFO 
LUOT~IJOTOC; -
l\oIIJW~EIe;; KOI KOVTlVTioor], KOVTlVTio0r] TOU OXIOuxvte;; 
TTOPOOI TWOEIe;; ~;:lTOS, Aoi!:!wsQ TOU KoATTOU 


ljJEUOOIJEIJ~PWOr]C;; KOAITIOO (~AtTTE Mr] YVWOTEe;; 

TTOPOYPOcpo 2.4)


-----c----- ---- - 
l'lIOTopoXEe;; TOU I\EUKOTTEVio, OUOETEPOTTEVio OXIOUXVtC; 

OIIJOTTOIr]TIKOU KOI TOU 8pOIJ~OTTEVio, OIlJoAuTIK~ ovollJio Mr] yvwOTEe;; 

~IKOU OUOT~IJOTOC; 
l'lIOTopoxte;; TOU AYYElooiorwo, umpEUOlo8f"}oio OXI ouxvt~ 
OVOOOTTOIr]TIKOU AvocpuAoKTlK~ oVTiopoor] WAtm Mr] YVWOTEe;; 
OUOT~IJOTOe;; TTOPOYPOcpo 2.4} 
l'lIOTopoXEe;; TOU AVOPE~io Luxvte;; 
IJETOf3oAIOIJOU KOI Tr]e;; 
'~r]C; 

ljJuXIOTpIKEe;; OIOTOpOxEe;; NEUpIKOTr]TO °XIOUXVU; 
I l'llt1:'EtlOQ LTTOVIEC; 
J=TTISETIKOTQTO, o1:'xoS MI]~OTtc;__1----- ---------

l'lIOTOpoxtc; TOU VEUPIKOU ZoAr], KEcpoAoAyio, TTOPOIOSr]oio, LUXVtC;; 

OUOT~IJOTOC; ouoYEUoio 


_YTTOIOSlJoio, uTTvlJAia, oUTTvio °XIOUXVEe;; 
I\moSUIJIKO ETTEIOOOIO, OTToolJoi, Mr] YVWoTte;; 
ljJUXOKIVr]TIK~ umpopooTr]PloH1TO. 
ovoolJio, TTOpoolJio 
Muoo8tVEIO gravis (j3Atm 
TTo2~o 2.4} 

~SOAJ:JI~SOIOTOP~ __- -OTTTIKrj OIOTO[20Xr] 
- LUXVEe;; 

l'lloTOpOXEe;; TOU WTOe;; KOI KwcpwoQ _ LUXVtC; 
TOU Aoj3upiv8ou ~KTTTWOr] Tr]e;; OKOUOTlK~e;; °XIOUXVEe;; 

---

O~UTr]TOe;;, EIJf30ES 

'IAIY.Y25 LTTOVIE~_
:-c-:- --- --- - -- ----

KOpOloKte;; OIOTOpOXEe;; AioSr]lJo TToA wv OXIOUXVtC;; -
Torsades de pointes (KOIAIOK~ Mr] YVWoTte;; 

TOXUKOpOio OiKr]V plTTIOiou) (j3AtTTE 

TTapoypacpo 2.4), appuSlJia 

(~Atm TTopoypacpo 2.4) 

mpJ,~olJj3oVOlJtvr]e;; Trle;; KOIAIOK~e;; 


TOXUKOpoiac; 

~EloK~olaTopQX~C;; ___ YTTOTOOr] Mr] YVWoTte;; 

l'lIOTopoxte;; TOU l'llapPola, KOIAIOKO aAyoe;;, vauTia, noAu ouxvtc;; 
YOOTPEVTEPIKOU IJETEWtll°I:J°S -

-:'-EI-lETOC;;, OUOTTEljJia LUXVtC; 
I ---r=c;oTpiTlOo, OUOKOIAIOTr]TO °XIOUXVEC;; 

naYKpEOTiTIOO, OUOXPWIJOTIOIJOC;; Mr] YVWOTtC;; 
~_yAwoo~_ 


l'lIOTOpoXtC;; TOU ~TTOTOC;; HTTOTiTioo .2x!. OUXVES 

KOI TWV xoAr]cpopwv - HTTOTIK~ AElToupyia Wl LTTOVIEC;; 


cpuoloAoyl~ 

HTTOTIK~ aVETTapKElo (~AtTTE Mr] YVWoTte;; 

TTopoypacpo 2.4r, r]TTOTiTiOO 

KEpouvoj3oAoC;;, r]TTOTIK~ V£KPW0r], 

iKTEpOS XOAOOTOTIKOS 


l'lIOTopoxte;; TOU OEpIJOTOe;; E~ov8rH:JO, KVIJO~__ _LUXVtc; ______-
KOI TOU UTTOOOPIOU IOTOU LUVOPOIJO Stevens-Johnson, OXIOUXVtC;; I 

----
__~O[2oor] OTTO_CPWTOEUOI08IJoio,L -- --- -- I 
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6./1, YEn -E.4250-1312 
(240: ) 

'~NafJfl~pOIciTE cpciPfJOKO TTOU OEV TO XPEIOSEOTE TTAtOV ~ TTOU ~Ofl EXOUV A~~EI. 
- flO fJEyoALmPfl oocpciAElo CPUAci~T£ oAo TO cpapfJOKO O£ oocpoAte; fJEpOe; IJOKPla 

1 OTTO TO TTOIOIC.i. 
~-- ------~-~-~- ~--..-------.. 

4. TPOnOr lllA0ErHr 
To cpciPIJOKO aUTO XOPflYEiTOI IJOVO IJE IOTPIK~ OUVTOY~ 

5. H n£piAfl4Jfl XOPOKTflPIOTIKWV TOU npoioVTOe; TTOU TT£PIEXOUV OPOOTIKO OUOTOTIKO AZITHROMYCIN 
OT'l popq>rl: Kovl<; Via oloAulJo rrpo<; tvxu<J'l 500MGNIAL, OpiSETOI we; £~~e;: 

nEPII\H4JH TON XAPAKTHPlrTIKON TOY npoi"oNTor 

KOVI<; Via oloAuJ.lo rrpo<; tyXUO'l 

(osl8polJu KivrJ) 

1. ONOMAnA TOY <l>APMAKEYTIKOY npo"ioNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
Ko8£ cploAiOlo mplEXEI 500mg 0SI8POIJUKivfle; (we; iSIUOPIK~ 0SI8POIJUKivfl) To 
oloAulJo TTOU TTPOKlJTTTEI IJETO Tflv OVOOUOTQOfl TTEPIEXEI 100 mg/ml 0sISpolJuKivfle;. 
flo TOV TTA~PIl KOTOAoyo TWV EKOOXWV ~A TTOPOyPOcpo 6.1 

3. <l>APMAKOTEXNIKH MOP<l>H 
Kovle; Ylo OloAulJo TTpOe; EyxuOfl· 

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

4.1 0EporrEUTIKt<; EVOEi~EI<; 


EVOEiKVUTOI YIO Tfl 8EPOTTEiO Tfle; E~WVOOOKOIJEIOKrle; TTVEUlJovioe;, TTOU ocpEiAETOI OE 

Chlamydophlla pneumoniae, Haemophllus influenzae. Legione/la pneumophila, Moxarella 
catarrhalis, Mycoplasma pneumoniae, Staphylococcus aureus ~ Staphylococcus 
pneumoniae OE OOSEVEie; TTOU OTTOITEiTOI EVOP~fl 8EpOTTEioe; EVOOcpAt~IO. 
EVOEiKVUTOI ETTiofle; YIO H\ SEPOTT£io Tfle; cpAEYIJOVWOOUe; vooou Tfl<; TTUEAou, TTOU O<pEiAETOI 
OE woi08rpo OTEMXfl IJIKPOOOPYOVIOIJWV, OUIJTTEPIAolJ~ovolJtvwv TWV Chlamydia 
trachomatis, Neisseria gonorrhoea, Mycoplasma hominis. OE 008EV£ie; TTOU OTTOITEiTOI 
EVOP~1l 8Epomioe; £voo<pAt~lo 

4.2 lloooAovia KOI Tporro<; XOPrlV'lO'1<; 
~OO OE Evr'jAIKEe; KOI E<Po!3oue; (> 12 ETWV) 
flo H) 8EPOTTEio roe; EtWVO<JOKObJEloKrie; TTVEUbJovioe; TTOU o<pEiAETOI OTOUe; EVOEIKVUOIJEVOUe; 
IJIKPOOPYOVI<JIJOUe;, 'l <JUVIOTWI-lEVfl 000'l EivOi 500 mg EviSo<pAE[3iwe; we; E<pOTTO~ rJlJEPrlOiO 
ooafl Via TouAciXlaTOv ouo flIJEpEe;. H EviSo<pAt~IO 8EPOTTEio jJE O~18pOIJUKivfl TTPETTEI va 
ouvEXiSETOI IJE 8Epomio OTTO TOU OTOfJOTOe; we; £<pOTTO~ I"lIJEPrlOiO 06arJ 500 mg IJEXPI va 
oAoKAIlPWSEi OIOOT'lfJO 8Epomioe; 7 EWe; 10 IlIJEpwv 0 KOTOMrJAoe; xpovoe; oMoy~e; Tile; 
SEpOTTEioe; OTTO EVOOcpAt~IO OE 8EPOTTEio OTTO TOU OTOIJOTOe; KpivETOI OTTO TOV IOIPO KOI 
OUfJ<pwva IJE TIlV KAIVIKr) oVTOTTOKPIOIl TOU 008EVOUe; 
flO TO 8EPOTTEio ~AEYbJOVWOOUe; v600u roe; TTutAou, TTOU o<pEiAEwl OTOUe; 
EVOEIKVUOjJEVOUe; IJIKPOOPYOVICJIJOUe;, I"l CJuvICJTWIJ£vll 06arJ £ivOi 500 mg £VOO<pAEf3iwe; we; 
E<pc'lTTa~ IlIJEP~0I0 060'l ylO lJio ~ ouo rwtpEe;. H EviSo<pAEf310 8Epomio IJ£ 0Sl8polJuKivll 
TTptTT£1 VO ouvEXiS£TOI jJE 8£POTT£io OTTO TOU OTOfJOTOe; we; E<pOTTO~ IlfJEP~0I0 ooorJ 250 mg 
fJtXPI vo oAoKAllpw8£i OIOOTrJlJO 8Epomioe; 7 flfJEPWV 0 KOTOMrJAoC; xpovoe; oMoy~e; Tile; 
8EpOTTEioe; OTTO EVOO<pAt~IO OE 8EPOTTEio OTTO TOU OTOfJOTOC; KpivETOI OTTO TO YIOTPO KOI 
OUfJ<pWVO fJ£ T'lV KAIVIK~ OVTOTTOKPIOfl TOU 008EVOUC; MoAIC; 'l KAIVIKr'j KOTOOTOCJ'l TOU 
008EVOUe; TO ETTlTPE4JEI 'l Evoo<pM!310 oywy~ TTPETTEI vo OVTlKOTOCJT08Ei fJE TIlV OTTO TOU 
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OTOfJOTO<;. 


nOiOIO 

H oocpoAEIO KOI 11 aTToTEAEol-lOTIKOTIlTO Tile; o(18p0I-lUKiVIle;, KOVEW<; YIO OloAul-IO TTpOe; 

tyxuoll, OTIl 8Epamia AOII-IW~EWV OE TTOIOIO OEV EXOUV TEKI-lllPlw8Ei 


HAIKIWI-IEVOI OOSEVEiC; 

f':"Ev OTTOITEiTOI TTpooapl-l0Y~ TIl<; ooooAoyia<; mOUe; IlAIKIWI-IEVOU<; aoSEVEie; YIO TOU<; oTToioue; 

OTTolTEiTOI va M[3ouv 8Epomia o(18p0l-luKivlle; (f3Mm TTOPOYPOcpo 52 CDOPfJOKOKIVIlTlKtC; 

IOIOTIlTEC;). 


A08EVEic; WE VE<PPIKri OVETTOPKEIO 

Mv OUVIOTOTOI TTpOOOPI-IOY~ Tile; ooooAoyioe; OE 008EVEie; I-IE EAocppo EW<; I-lETPIO VECPPIK~ 


ovmopKEIo (GFR 10-80 mllmin). npEml va A0I-I[30VOVTOI TTpocpuAo~EI<; orav TO rJ 

o(IBp0l-luKivll XOPrJYEiTOI OE OOBEVEi<; I-IE oof3ap~ VECPPIK~ avmopKEla (GFR <10 mllmin) 

(BMTTE TTOPOYPOcpou<; 4.4 EIOIKiC; TTpOElOOTTOI~aElC; KOI TTpoq)UAa~EIC; KOTa Til xp~all 


KOI 5.2 CDOp~OKOKIV'lTlKtC; IOIOTIlTEC;) 


A08EVEic; WE I]TTOTIKQ OVETTOPKEIO 

Mv XPEIO(ETOI TTpOOOPl-loy~ TIl<; ooooAoyio<; OE 008EVEie; I-IE ~TTlO EWe; I-lETPIO IlTTOTIK~ 


OVETTOpKEIO. H o(18p0l-luKivll TTptTTEI VO XOPIlYEiTOI I-IE TTPOOOX~ OE 008EVEi<; I-IE oo[3op~ 


IlTTOTIK~ ovmopKElo. (f3Mm TTOPOYPOcpo 4.4 EIOIKtC; TTpOElooTTol~aEIC; KOI TTpoq>uAa~w; 


KOla Til xp~all) 


XoprjyOOO 

To TTpolov I-IETO Tllv OVOOUOT00rJ KOI opoiworJ XPrJOIIJOTTOIEiTOI I-I0VO YIO XOP~YrJoll IJE 

EvoocpM[310 tyxuoll 6EV TTptTTEI va XOPIlYEiTOI w<; TOXEia ECPOTTO~ EviSocpAt[3lo EVEarJ ~ 


EVOOl-luIK~ tVEaIl (PAtTTE TTopoypa<pouC; 4.4 EIOIKtC; TTpOElooTTol~aEIC; KOI TTpo<puAa~EIC; 


KOTa Til xp~all KOI 6.6 IOIOiTEPEC; TTpoq)UAa~ElC; OTTOPP1lJlllC; KOI aMoe; XEIP1afJ0C;). 

H oUYKEVTpwOIl TOU OIOAUI-IOTO<; TTpO<; tyxuorJ KOI 0 puBlJo<; tYXuolle; TTptTTEI vo EivOI, EiTE 1 

mg/ml OE OIOOTIlI-IO 3 wpwv, EiTE 2 mg/ml OE OIOOTrJl-lO I-lioe; wpoe; LUYKEVTpWOEIe; > 2 

mg/ml TTptTTEI vo OTTOCPEUYOVTOI 


H TTPOETOll-IOoio TOU OIOAUI-IOTOe; TTpO<; EviSocpAt[310 Eyxuoll EivOi 11 oKoAou81l 

AvoauaToall: 
npOETOIIJOOH. TO 0PXIKO OloAUI-10 Tile; o(18p0l-luKivlle; TTP0<; tyxuorJ TTpo08tTOVTO<; 4,8 ml 
OTEipou UiSOTOe; YIO EVEOIl-la OTO cploAiOIO TWV 500 mg KOI OVOKIVWVTO<; TO cploAiOIO I-IEXPI vo 
iSloAuSEi TTA~pwe; TO cpOPI-IOKO. LUVIOTOTOI va XPIlOlI-IOTTOIEiTOI I-lio OTTM (1-111
OUT0I-IOTOTTOlrJl-ltVrJ) OUPIYYO TWV 5 ml wmE vo OloOCPOAIOTEi OTI TTPOOTiSETOI rJ OKPIf3~<; 
ITOOOHPO TWV 4,8 ml OTEipou UOOTOe; ylO EVEOII-I0 Ko8E ml TOU ovoouoT08tvTO<; 
iSloAul-IOTO<; TTEPIEXEI 100 mg O~18pOI-lUKivrJe; 
To TTOPEVTEPIKO CPOPI-I0KEUTIKO TTPO',OVTO TTPETTEI VO E~ETO~OVTOI OTITIKO YIO Tllv TTopouoio 
~tvwv oWI-l0nOiwv TTplV Tllv XOP~YIlOIl. Av EivOi El-lcpOV~e; rJ TTopouoio ~tvwv oWI-lOTloiwv 
oro ovoouoT08tv uypo, ro OloAul-lo TOU cpoPl-1oKOu TTPETTEI VO oTToppiTTTETOI 
APOIWOTE OUTO TO oloAul-IO TTEpOlTtpW TTplV TrJ XOP~Ylloll OTTW<; UTTOOEIKVUETOI TTOpOKOTW. 

Apoiwall: 
flO va aTToo08Ei O~18pOI-lUKivrJ OE tvo EUpOe; OUYKEVTPWOEWV OTTO 1,0-2,0 mg/ml. 
I-IETOcptPETE 5 ml OTTO TO oioAuI-10 O~ISpol-luKivrJ<; TWV 100 mg/ml OTllv KOToMIlAIl TTOOOTrJTO 
OTTOIOUOrjTTOTE OTTO TOUe; oloAUTE<; TTOU OVOcptPOVTOI OTO KEcpoAOIO 66. 

TEAIKr) OUYKtVTPWOO OIOAUWOTOC; nOOOTOTO oioAuTO (mil 
TTp0C; tyxuoO (mg/ml) 
1,0 mg/ml 500 ml 
2.0 mg/ml 250 ml 

LUVIOTOTOI I-lIO 06011 500 mg o(18p0l-luKivlle;, KOVEW<; ylO OloAul-1o TTpO<; EyxuOIl, oPOlWl-ltvll 

OTTW<; TTopom:'lvw, va EYXUETOI OE XPOVIKO TTEpiooo 0XI I-IIKPOTEPIl TWV 60 AETTTWV. 


4.3 AVH:VOEi~ElC; 


H XPr'}0ll TOU TTPOIOVTOC; OVTEVOEiKVUTOI OE 008EVEiC; IJE UTTEPEUOI081loio OTIlv 0~18poI-IUKivrJ, 
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H1V EPUSP0I-lUKivrJ, OE OTTOIOO~TTOTE aVTl(3lOTIKO TrJe; Ol-laOae; TWV l-laKpoAIOiwv ~ TWV 

KETOAIOiwv, ~ OE OTTOIOO~TTOTE ana TO EKooxa nou aVo<pEpOVTOI OTrJV TTapaypo<po 6.1 

(KOToAoyoe; EK06xwv) 

H lOUTOXPOVrJ XOP~YflorJ fjaKpoAloiwv f.J£ OIsaTTpiorJ aVTEvoEiKVUTOI. 


4.4 EIOIK£c; rrpo£loorrollioEIS Kal rrpOq)UAa~Elc; Kala HI xPr'J0fJ 
Onwe; KOI fjE TflV EPUSp0!-lUKivrJ Kal lO aMa l-laKpoAiola, EXOUV ava<pEpSEi oTTaviwe; 
oo(3apEe; aMEPYIKEe; aVTlOpaOEIe;, TTOU OUfjnEplAa!-l(3avouv TO aYYEIOVEUPWTlKO oiorJlJa KOI 
TrJV ava<puAa~ia (onaviwe; SaVOTfl<pOpoe;). MEpIKEe; ana aUTEe; TIe; aVTlopaOEIe; TTOU 
npOEKU4Jav !-lETa aTTO XOP~YflOfl a(18p0I-lUKivfle; Eixav we; anOTEAwIJa Tflv unoTpoTT~ TWV 
OUlJnTWlJaTWV, !-lETa Tfl OlaKon~ Tfle; OUIJTTTWl-laTlK~e; SEpaTTEiae;. ~E aUTEe; Tie; nEpmTWOEIe; 
aTTalTEilOl !-lEyaAuTEPrJ TTEpioooe; TTapaKoAouSflOfle; KOI 8EpaTTEiae;. 
Emlo~ TO ~TTap EivOi fl Kupla 006e; aTTEKKpIOfle; Tfle; as,Sp0!-lUKiVfle;, nptnEI va 
XPflOl!-lOnoiEilOl f.J£ npooox~ OE aoSEVEie; jJE oo(3ap~ flnmlK~ vooo 'Exouv ava<pEp8Ei I-lE Tfl 
XP~Ofl Tfle; a(ISpO!-lUKiVfle; mplOTOTIKa KEpauvo(3oAou flnOTiTiiSae; fl onoia iSuVflTlKO I-lTTOPEi 
va OOflY~OEI OE amlAflTIK~ yla Tfl (w~ rJnaTlK~ aVETTapKEla ((3Atm napoypa<po 4.8). Ga 
nptTTEI va TTpaY!-laTOTTOlflSOuv napaKAIVIK£e; E~ETaoEIe; OE TTEPIOTOTIKO onou EI-l<pavi(ovTOI 
orJl-lEia Kal OUI-lTTTwl-lOTa flTTOTIK~e; iSuoAEITouPyiae;, OTTWe; E~aoStvlofl 0XETI(0I-lEVfl I-lE iKTEPO, 
OKOUpOXPWl-la oupa, all-loppaYIK~ Olo8Wfl ~ flTTOTIK~ EYKE<paAono8Ela 
2::E ao8EVEie; nou Aa!-l(3avouv TTapaywya Epum(3wooue; oAupae; (Ergot), tXEI napoumaoTEi 
EPYOTIOIJOe; orav oUYXOPfly~8flKav ouYXpovwe; Oplol-ltva aVTI(310TlKO Tfle; OlJoQae; TWV 
l-laKpoAloiwv. {J,EV unapxouv OE00I-lEVa OOOV a<popa Tflv TTl8avoTflTO aMflAEniopaofle; 
f.J£lOsu Epum(3wOoue; oAupae; Kal a(ISpojJuKivfle;· Ev TOUTOIC;, AOyw Tfle; 8EWPflTIK~e; 
TTl8avoTflTOC; EI-l<pavIOfle; EPYOTlOjJou OEV TTptnEI va oUYXOPflYEiTOI fl aSISpolJuKivfl IJE 
napaywya Tfle; EpUOI(3WOOUC; oAupae;. 
OTTWe; Kal IJE OTTOIOO~TTOTE aMo aVTI(31onKo, OUVIOTaTOI fl napaKoAou8flOll TWV ao8Evwv 
yla Tflv avaTTTusfl ofll-lEiwv ETTll-loAuvorJe; ana IJfl EUaio8flTOUe; I-lIKpoopyavl0l-l0ue;, 
OUlJnEpIAal-l(3aV0I-lEVWV KOI TWV !-lUK~TWV 
EXEI ava<pEp8Ei olappola nou OXETiSETOI !-lE TO na80yovo Clostridium diffieile (CDAD) Kma Tfl 
XP~oll 0XE06v oAwv TWV aVTlI-lIKpo(3laKwv rrapayovTwv, OU!-lTTEpIAalJ(3avOlJtvfle; Tfle; 
aSI8p0I-lUKivfle;, fl anoia EvOtXETOI va nOIKiAEI OE (3apuTflTO, ana EAa<ppa olappola we; 
8avOTfl<popOe; KoAiTioa H 8EpaTTEia IJE aVnlJlKpo(3laKoue; napayoVTEe; IJETO(3aMEI Tfl 
<puOIoAoYIK~ EVTEPIK~ xAwpioa, YEyov6e; nou OOflYEi OE umpavamusfl TOU C diffieile. 
To C. diffielle napaYEI TOsivEe; A Kal B nou oUI-l!3oMouv OTflv EI-l<pavlofl CDAD ~TEMXfl C 
difficile nou napoyouv aU~fll-ltvfl noooTflTO TO~IVWV ausavouv Tfl VOOflPOTflTO KOI Tfl 
8VrJTOTfllO, Ka8we; aUTte; 01 AOII-lW~EIe; I-lTTOPEi va Eival av8EKTIKte; OTflv aVTlI-lIKpo(3laK~ 
SEpOTTEia KOI EvOtXETOI va OOflY~OOUV OE KoAEKTOI-l~ To EVOEXOIJEVO CDAD nptTTEI va 
E~ETaSETOI OE oAoue; TOUe; ao8EVEie; TTOU TTapouOIasouv olappola IJETa an6 XP~Ofl 
aVTI(310TlKWV ETTiofle;, XPEla(ETOI va Afl<P8Ei aVaAUTIKO IOTPIKO IOTOPIKO E<pOOOV tXEI 
ava<pEp8Ei on fl CDAD fjnopEi va EI-l<pavloTEi we; Kal QUO IJ~VEe; !-lETa Tfl XOP~YflOfl 
aVTlIJIKpo(3laKwv napayovTwv. 
METa Tflv OPIOTIK~ olayvwofl Tfle; 4JEUOOIJEI-l(3pavwooue; KoAinoae;, nptnEI va E<papl-l0OTouV 
8EpanEuTIKa IJETpa. EAa<ppte; mpmTwOEIe; ljJEUOOIJEIJ(3pavwooue; KoAiTiooe; ouv~8we; 
aVlOnoKpivoVTOI IJE olaKoTT~ Tfle; 8EpaTTEiae; 
2::E IJtTpIEe; ~ (3aplte; mpmTwOEIe; 8a TTptTTEI va E~ETaSETOI fl avaYKfl Xop~Yflofle; uypwv KOI 
rJAEKTpoAuTWV, oUl-lnAflPwI-lOTIK~e; XOp~YflOfle; npwTElvwv Kal 8EpanEia I-lE aVTIIJIKpo(3laKa 
cpaplJaKa, TTOU EivOi KAIVIKWe; aTTOTEAwl-lOTIKa ETTi KoAiTIOOe; O<pEIAolJtvfle; OTO Clostridium 
difficile 
LE ao8EVEie; IJE oo(3ap~ VE<PPIK~ aVETTapKEla (GFR< 10ml/min) tXEI napOTrJpfl8Ei aU~flofl 

Tfle; oUOTfl!-lmIK~e; £K8wfle; Tfle; aSISpolJuKivfle; KOTa 33% ((3Atm TTapoypa<po 5.2 
Cl>OPIJOKOKIVfJlIKiS IO/OJ/PES) 
napaTaofl Tfle; KapolaK~e; EnavaTToAwofle; KGI TOU OlaoT~IJOTOe; QT, fl oTToia TTpoooioEI KiviSuvo 
avaTTTu~fle; KapolaKwv appuSlJlWV Kal torsades de pointes (KoIAlaK~ TOxuKapoia iSiKflv 
pITTloiou), txouv TTapOTrJpfl8Ei OE SEpamia IJE aAAa lJaKpoAiola. 'Eva TTapOlJolo anOTtAwl-la 
OEV IJTIopEi va aTToKAElo8Ei TEAEiwe; I-lE Tflv aSISpolJuKivfl OE aoSEVEie; IJE aUsfllJtvo Kivouvo 
TTapOTETOIJEVfle; KapolaK~e; ETTavanoAwOfle; ((3Mm TTapaypa<po 4.8 AVETTl9ulJ'lTEc; EvipYE/Ec;), 
ETTOIJEVWe; aTTalTEiTOI TTPOOOX~ KOTa Tfl 8EpaTTEia ao8Evwv: 

• ME OUYYEV~ ~ TEKI-l'lPIWI-lEVrJ TTapaTOoll TOU OlaOT~I-lOTOe; QT 
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• 	 01 OTTOiO! Eni TOU nOpOVTO<; AOI-I~oVOUV 8EpOnEio [.iE oME<; OPOOTIKE<; OUOiE<;, 01 OTToiES 
EivOi VVWOTO OTi TTOPOlEivouv TO OloOTIWO QT, onw<; oVTlappU81-11Ko TO~rJs IA KOI III, 
GI~anpiofl KOI TEPCPEVOOivrJ 

• 	 ME flt\(KTpoAUTIKE<; OIOlOPOXE<;, l(lIOiTEPO OE nEpmTWOEI<; unoKoAIOll-lio<; KOI 
un°I-l°VVflOIOil-lio<; 

• 	 ME KAIVIKo OXETI~OI-lEVfl ~poouKOpoio, KOpOIOK~ appuSl-lio ~ oo~op~ KOpOIOK~ 
aVETTopKEIO 

LE 008EVEis, 01 onoiol t\61-1~OVOV SEponEio I-IE O~ISpOIJUKivfl, EXOUV OVOCPEpSEi E~opOEIS TWV 
OU[JTITW[JoTWV Tfl<; IJUOOSEVEIO<; gravIs KOI VEO qJCPOVIOfl ouvopo[Jou IJUOOSEvElas (Bt\EnE 
nopovpocpo 48) 

nOiOIO 

H oocpoAEla KOI fl OTTOT£AwIJOlIKOTrFO Tfls a~18pOIJUKivfls, KOVEWS Via oloAul-lo TTpO<; 

EVxuOfl, OTfl 8EponEio AOII-IW~EWV OE nOiOIO OEV EXOUV TEK[JflPIWSEi 

EvoocpM~lo XOP~VflOfl 


H ovaouoTOofl KOI fl opoiwOfl Tfl<; o~18poI-lUKivfl<;, KOVEWS Via oloAulJo npo<; EVxuOfl, 

npETTEI va npoYI-lOlOnOIEiTOI KOTO TiS un06Ei~EI<; KOI va XOPflVEiTOI w<; Ev60cpM~IO tYXUOrJ 

Via Xpovo 0XI I-lIKpOTEPO TWV 60 AETITWV To npolov OEV npEnEI va XOPflVEiTOI w<; TOXEia 

Ecpono~ EVOOq>t\E~IO tVEafl ~ EVOOI-lUrK~ tVEafl (~Mm TTOpOypoq>o 4.2 hoO"oAoyia KOI 

Tporroe,; xopr']VI")O"I")e,; KOI TTOPOVpa<po 6_6 IOlain:pEe,; rrpo<puM~EIe,; arroPPItVI")e,; KOI riMoe,; 

XE1 PIO"IJOe,;). 


4.5 AMI")AoTiopriO"EIe,; IJE aMa <paplJaKEUTIKa rrpo"iovTa KOI aMEe,; IJOp<pte,; 
aMI")AErriopa<JI")e,; 

Antacids/AvTIOSIVO 

LE <pOPI-lOKOKIVflTIK~ [JEMTfl OTflv onoia E~ETaOSfl KE fl Eniopaoll TIl<; rauToxpovfl<; 

XOP~VflOfl<; OVTIO~IVWV KOI a~18pol-luKivll<;, OEV nopOlflP~SflKE mi6poofl OTflv OAIK~ 


~IOOI08EOIIJOTflTO TOU OVTI~IOTIKOU nopoTi 01 fJtVIOTES OUVKEVTPWOEIS TOU OTOV opo TOU 

Oi[JOlO<; IJEIWSflKOV OE noooOTo KOTO npooEVVIOfl 25% LE OOSEVEi<; nou AOIJ~ovouv 


OI-lq>OTEPO O~18pOIJUKivfl KOI OVTlO~IVO, TO cpoPl-laKO OEV np£TTEI va AOI-I~oVOVTOI TOUTOXPOVO 


Cetlrlzinel LETlPI(ivl] 

LE uVIEi<; E8EAoVT£<; fl oUVXOP~Vflofl mVS~I-IEpOU 8EpOmUTIKOU OX~IJOlOs TTOU 

nEpIEAol-I~aVE o~18pol-luKivll KOI OETIPI(ivfl 20 mg OTfl ora8EpOTTOlfllJ£VIl KOlOOTOOIl OEV EiXE 

w<; OnOTEAwl-lo KOTTOIO <pOPI-lOKEUTlK~ oMflAEniopoofl ~ OIlIJOVTIK~ oMoV~ OTO OIOOTrJlJO 

QT 


Didanosine(Dideoxyinosine)/LJ.IOovooivO 

H oUYXOP~Vfloll 1200 mg a(18polJuKivll<; flfJEpflOiw<; fJE 400 mg 016avooivll<; IlI-lEPflOiws OE 

6 aoSEvEi<; 8ETIKOUS OTOV HIV OEV CPOVflKE va EnIlPEO(EI Tfl CPOPI-lOKOKIVflTIK~ Tfl<; 

oloovooiVIl<; OTfl oT08EponOllll-lEVfl KOlOOToofl OE OUVKPIOfl I-IE TO EIKOVIKO cpOPI-lOKO. 


Dig oxinlLJ.lyoE,ivo 

MEPIKO OVTI~IOTIKO Tfl<; ol-looas TWV lJoKpoAIOiwv EXEI avocpEp8Ei OTI ETTIlPEO(OUV, OE 

0PIOIJ£VOUs OOSEVEi<;, TO I-IIKpO~IOKO IJETO~oAIOI..IO Tfl<; olyo~ivlls OTO tVTEpO. LE 008EVEi<; 

TTOU Aof.l~OVOUv TOUTOXPOVO O(ISPOIJUKivfl KOI Olvo~iVfl rJ OUVOlOTr)TO OU~flOfl<; TWV 

OUYKEVTPWOEWV TIl<; olvo~ivfls TTP£TTEI va AOI-I~OVETOI unoljJll· 


Zidovudine/ZlooSouoivl] 

Ecpono~ 06oEI<; 1000 mg KOI noManMs 06oEI<; 1200 mg ~ 600 mg O(ISp0l-luKivrJ<; Eixov fJIKP~ 


ErTiopOOfl OTrJ CPOPIJOKOKIVflTIK~ Tlls ~looi3ouoivrJ<; OTO nMofJo ~ OTflv oTTo~oA~' oUTri<; ~ TOU 

VAUKOUPOVIKOU IJETO[3oAiTfl TIl<; ana TO oupo. OOTOOO, fl XOP~YflOfl O(ISPOIJUKivfls OU~flOE TI~ 


OUVKEVTPWOEI<; Trl<; cpwO<pOPUAIWIJEVrJ<; (Ioo~ouoivfls, TOU KAIVIKO 0POOTIKOU IJETO[3oAiTIl TrJ<;, OTa 

TTEP1<pEPIKo IJOvOnupflvo H KAIVIK~ OflfJooio TOU EUP~IJOlO<; OUTOU OEV EivOi oo<p~<;, fJnopEi OlJw<; va 

anooEIXTEi wq>£AllJfl VIO TOUS 008EVEi<; 

H O(18POIJUKivrJ OEV aMflAETIIopo OrJfJOVTlKO fJE TO flnOlIKO OUOTfljJO TOU KUTOXPWjJOlO<; P450. 

nlOTEUETOI OTi fl O(ISpojJuKivfl OEV U<piOTOTOI <P0PjJOKOKIVflTlK£<; oMflAETIIOpoOEI<; aVTiarolXES IJE 


EKEivE<; TIl<; Epu8p0I-IUKivfl<; ~ oMwv l-IoKpoAIOiwv H EnoywVrl ~ fl oopovoTToifloil TOU flTTOTIKOU 
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KUTOXPWIJOTOC; P450 fJEOW TOU OUI.HT MYIJOTOC; KUTOXPWI-JOTOC; -f.Joor3oAiTIl OEV oUIJr30iVEI IJE TI1V 
o~18polJuKivll· 

ErgoU AAKOAoEIOQ EPUOI(3WOOUC; oAupoC; 

I\oyw Tile; 8sWPIlTIK~e; m8ovOTIlTOC; EIJCPOVIOIlC; SPYOTIOIJOU OEV OUVIOTOTOI 11 TOUTOXPOVI1 

XP~OI1 O~18pOIJUKivl1e; IJE TTOPOYWYO EPUOIr3WOOUe; oAupoe; (r3Mm TTOPOYPOCPO 4.4 EIOIKEc; 

TTPOEIOOTTOIr')aW; Kat TTpo<puAa~(IC; Kala Til XPr')all). 

ctJOPfJOKOKIVIlTIKte; IJEMTEC; EXOUV OIE~OXSEi OVOIJWO OTIlV O~ISpOlJuKiVIl KOI TO OKoAouSo 

CPOPjJOKO TO OTToio EivOi YVWOTO OTI UcpiOTOVTOI OrHJOVTIKO iJETOr3oAIOIJO IJtow TOU 

KUTOXPWIJOTOe; P450 


AtorvastatinlATOp(300TOTivo 

H ouyxoP~YIlOIl 10 mg OTop~ooTOTivlle; IlIJEPlloiwe; KOI 500 mg o~18poIJuKivlle; rWEPlloiwe; 

OEV TpoTToTToillOE TIe; OUYKEVTpWOEIe; Tile; OTopl3ooTOTivlle; OTO TTAcloIJo (IJE 130011 IJtSoiSo 

npoooloPIOjJOU ovooTOA~e; Tile; HMG CoA-ovoywyoOIle;). 


Carbamazepine/Kap(3oIJO(ETTivO 
2:E IJio jJEMTIl cpoPIJOKOKlvIlTIK~e; oAAIlAmiiSpoolle; OE uYIEie; E8EAovTte; OEV TToPOTIlP~8IlKE 
KOjJio OIlIJOVTIK~ Eniopooll OTO EniTTEiSo HIe; Kopl3ojJo~EniVIle; ~ TOU iSPOOTIKOU jJool3oAiTIl 
Tile; OTO TTAOOIJO OE OOSEVEie; nou EAojJr3ovov TOUTOXPOVO O~18pOlJuKivll. 

Cimetidi ne/2:1 jJE TloivO 
2:E IJio CPOPIJOKOKIVIlTIK~ IJEMTIl OTIlV oTToio E~oo08IlKE 11 ETTiiSpoOIl Eni Tile; 
CPOpjJOKOKIVIlTlK~e; Tile; O~18pOIJuKivlle; IJIOe; Ecpono~ Malle; oljJETlOiVIle;, TTOU XOPlly~8IlKE 2 
WpEe; TTplV ana TfjV o(18pojJuKiVIl, OEV TTOPOTIlP~8IlKE IJETOl3oA~ Tile; cpaPIJaKOKlvIlTIK~e; Tile; 
o~18poIJUKivllC; 

Coumarin-Type Oral Anticoagulants/ATTo TOU arObJOTOC; KOUbJOPIVIKO AVTlTTQKTlKO 
2:E jJio CPOPfJOKOKIVI1T1K~ jJEMTIl aMIlAmiopOOIle;, 11 o~18polJuKivll iSEV fJot130ME TO 
OVTITTIlKTIKO anoTtAwfJo fJIOe; ECPOTTO~ Malle; 15 mg l3opcpopivlle; (warfarin), 11 oTToio 
XOPlly~8I1KE OE uYIEie; E8EAovTte; METo TI1V KUKAocpopia TOU cpoPfJOKOU OTllv oyopa 
un~p~ov ovocpopte; Evioxuolle; TOU OVTITTIlKTIKOU OTTOTEMofJOTOe; jJETO ana ouyxop~yrjOfl 
o(18pofJuKivllC; fJE OTTO TOU OTOfJOTOe; KOUIJOPIVIKO aVTlTTIlKTIKo. nopoAo TTOU OEV tXEI 
TEKfJIlPlw8Ei OITlOAOYIK~ ouOXtTloll IJE Hlv o~18pojJuKivll, TTPETTEI VO OiVETOI TTPOOOX~ OTI1 
ouxvOTIlTO TTopoKoAou81l01le; TOU Xpovou np08pofJl3ivlle; OTOV 11 o(18pojJuKiVIl 
XPIlOljJoTTolEiTOI OE 008EVEie; TTOU AOjJr3ovouv OTTO TOU OTOfJOTOe; KOUjJOPIVIKO OVTlTTIlKTIKO. 

~closporin/KuKAoOTTOpivQ 

2:E IJio CPOPIJOKOKIVflTlK~ IJEMTIl OE uYEie; E8EAoVTEe; OTOUe; onoioue; XOPlly~8I1KE I1jJEP~0I0 
OTTO TOU OTOIJOTOe; Mall o~18polJuKivlle; 500 mg ylO 3 IlfJtpEe; KOI oKoAou8we; ECP(lTTO~ 06011 
KUKAooTTopivlle; 10 mg/kg 01 OTTopptouoEe; Cmax Kal AUCO_5 TI1e; KUKAoOTTOpivl1e; I3pt81lKav 
vo EivOi 0IlIJOVTIKcl OU~llfJEVEe;. 2:uvETTwe;, nptTTEI vo E~ETO~ETOI IJE TTPOOOX~ 11 rauToXPovll 
XOP~Ylloll TWV CPOpfJOKWV OUTWV EclV EivOi oTTopoiTIlTIl 11 TOuToXpovll XOP~YI10~ TOUe;, 
TTptTTEI vo TTOPOKOAou80uVTOI TO EniTTEOO Tile; KUKAoOTTOpiVI1e; KGI vo TTpOOOPiJO~ETOI 

ovoAoya 11 ooooAoyio 

t: favire nz/Ecpo(3IPE v(Q 
2:uYXOP~Yl1oll ECPOTTO~ lliJEP~OIae; 06olle; 600 mg a~18pojJuKivlle; KOI 400 mg Ecpor3lptv~lle; 
ylO 7 I1jJtpEe; OEV EOEI~E KOjJio KAIVIKWe; 0I1IJOVTIK~ CPOPfJOKOKIVI1TIK~ aMI1Amiopool1 f1Ev 
EivOi oTTopoiHITI1 11 TTpOOOPfJOY~ Tile; 06011e; Tile; O~18pOfJUKivl1e; orav oUYXOPIlYEiTOI IJE 
Ecpo13IPEv~11 

Fluconazole/CDAouKovo(oAO 
H oUYXOP~Yl1ol1 jJiae; EcpaTTO~ 06011e; o(ISpojJuKivl1e; 1200 mg OEV jJETtr30AE TI1V 
CPOpjJOKOKIVI1TIK~ fJioe; ECPOTTO~ Malle; cpAOUKOVO(oAI1e; 800 mg H OUVOAIK~ TTOOOTIlTO TOU 
cpapjJoKOu TTOU cp80VEI OTI1V KUKAocpopio KOI 0 xpovoe; 1l1J1(w~e; Tile; O(ISpOfJUKiVIle; OEV 
IJETOr3Af]8IlKaV OTTO Til oUYXOP~YIlOI1 cpAouKovo~oAIle;, WOTOOO TTapOTIlP~8IlKE IJio fJEiwOIl 
OTIl bJEYIOTIl oUYKEVTPWOIl Tile; O(ISpObJUKiVIle; OTO TTAaojJo, Cmax , (18%) 11 oTToio OEV ~TOV 
KAIVIKO OlljJOVTlK~. 
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I ndinavir/lvolvo[3iQQ 

LUYXOP~YIlOIl I-lio<; E<pOnO~ 06011<; 1200 mg 0~18pol-luKivll<; OEV EiXE OTOTIOTIKO OIlI-lOVTlK~ 


miopooll OTllv <poPI-IOKOKlvIlTIK~ 800 mg Ivolvo~ipll<;, XOPIlYOUI-lEVIl<; TpEI<; <pOPE<; Tllv IlI-lEPO 

YIO 5 rl\-lEp£<;. f1£v £ivOi onOpoinlTll 11 npooopl-loy~ TIl<; 06011<; TIl<; O~ISpol-luKiVIl<; OTOV 

OUYXOPIlYEiTOI jJE Ivolvo~iprL 


Methylprednisolone/M£Suf..npEOVI(oMvO 

LE I-lio 1-l£f..ETIl <poPI-lOKOKIVIlTIK~<; oMIlf..miOpooll<; O£ uYIEi<; £S£f..OVTE<;, 11 O~ISpolJuKiVIl o£v 

npOKOf..W£ KOTTOIO OIlI-lOVTIK~ I-l£TO[30f..~ GTIlV <poPI-lOKOKIVIlTlK~ TIl<; I-IESUf..TTp£oVI~oMVIl<;. 


Midazolam/Mloo(of..ObJO 

H ouyxoP~Ylloll 500 mg O~ISpol-luKivll<; IlI-l£Plloiw<; YIO 3 IlI-lEP£<; OE uYI£i<; £S£f..OVTE<; OEV 

fiXE w<; OnOTEf..WI-lO KOTTOIO Kf..IVIKO OIlI-lOVTIK~ oMoy~ OTIl <POPI-IOKOKIVIlTlK~ KOI HI 

<pOPI-IOKOOUVOIJIK~ 1-110<; £<pono~ 06011<; 15 mg I-lIOO~Of..Ol-Ill<; 


Nelfi n avi r/N Ef..CPlvO[3i PO 

LUYXOP~Ylloll 1200 mg a~18pol-luKivll<; Kal vEf..<plva[3ipll<; O£ oT08EpoTTOIlll-lEVil KOTOOTOOIl 

(750 mg TPEI<; <pOPE<; Tllv IlIJEpa) EiXE w<; OnOTEf..£OlJa Tllv OU~1l01l TWV OUYK£VTPWOEWV TIl<; 

a(18pOIJUKivll<;· f1£v TTapOTIlP~8IlKav Kf..IVIKW<; 0IlIJOVTIKE<; aVETTl8UIJIlTE<; EVEPYEI£<; KOI 11 

TTPOOOPl-loy~ TIl<; 06011<; o£v EivOi oTTapaiTIlTIl· 


Rifabutin/PI<pabJTTOUTiVrj 

H oUYXOP~YIlOIl a(18polJuKivll<; IJE PI<p0I-lTTOUTiVIl o£v mllPEaoE TI<; OUYKEVTPWOEI<; TWV EV Myw 

<P0PI-I0KWV OTOV opo TOU aiIJOTO<;. 

EX£I TToPOTIlPIl8£i OUOET£ponEvio OE a08EvEi<; UTTO ouyxoPllyoul-lEvll SEpaTTEia 

a(ISp0l-luKiVIl<; KOI PI<p0IJTTOUTiVIl<;· Av Kalil OUOETEPOTT£vio EXEI OUOXETIOTEi I-l£ Til XP~OIl TIl<; 

PI<p0I-lTTOUTivll<;, OEV EXEI TEKIJIlPlw8Ei OITlOf..OYIK~ oUOXETIOIl YIO TOV OUVOUOOI-lO TIl<; I-lE TIlV 

o(ISpolJuKivll ([3MTT£ TTOpaypO<po 4.8 AVHTl9ul.JrlT£<; £vipY£I£<;) 


S iId en afi IIIIf.. vT£vo<pif..rj 

LE uYI£i<; 0PP£VE<; £SEf..OVTE<; o£v UTT~PXOV EvOEi~EI<; £TTiopaoll<; TIl<; o(ISpolJuKivll<; (500 mg 

IlI-lEPlloiw<; YIO 3 rl\-lEp£<;) OHlv AUC KOI Til Cmax TIl<; mf..vTEva<piAIl<; ~ TOU KUPIOU I-lETO[30f..iTIl 

TIl<; 


Terfenadine/TEpcp£vaOivrj 

<t>OPIJOKOKIVIlTIKtC; I-IEf..ETE<; O£V EOEI~OV OTOIXEia KaTTOla<; aMIlf..ETTiopaOIl<; OVO!J£OO OTflV 

O(ISpOIJUKiVIl KOI OTIlV TEp<p£voOiVIl. Exouv OVO<pEpSEi OTTOVIO TT£PIOTOTIKO OTTOU 11 TTlSOVOTIlTO 

OVTioTOIXll<; OMIlf..ETTiOpOOIl<; OEV ~TOV OUVOTO va OnOKf..EIOSEi £VTEf..W<;. nOpOf..O aUTO, OEV 

UTT~P~E oUYKEKPll-ltVIl EVOEI~r) OTI ouvE[3r) TETOIO oMIlf..miOpaor) 


Theophyiline/8wcpuMiVrj 

6.EV UTTapXOUV £vOEi~EI<; KAIVIKO or)l-laVTIK~<; <popl-laKOKlvIlTIK~<; oMIlf..ETTiOpOOIl<; OTOV 11 

a(ISp0l-luKiVIl Kalil Sw<puMivll XOPIlYOUVTOI TOUToxpova OE uYI£i<; ESEf..OVTE<;. Ev TOUTOI<; 11 

OUYXOP~YIlOIl 8wcpuMivll<; KOI I-l0KP0f..IOiwv tX£1 OUOXETIOTEi IJE OU~lll-ltvo ETTinEoa 

Sw<puMivll<; OTOV opo. Oc; £K TOUTOU, OUVIOTOTOI 11 I-lETPIlOIl TWV ETTITTEOWV Sw<puMivll<; ETTi 

OUYXOPIlY~OIl<; a(ISp0I-lUKiVIlC;· 


T riazolam/T pla(oMbJl] 

L£ 14 uYIEi<; ESEf..OVTE<;, 11 oUYXOP~YIlOIl 500 mg a(ISp0l-luKivr)<; Tllv 1 ~ IlIJEpa KOI 250 mg Til 2~ 

IlIJEpa IJE 0,125 mg TPIO~Of..clI-lIlC; Til O£UT£PIl IlIJEPO OEV EiXE OlllJaVTlK~ miopaoll OE KOTTOIO 

<papI-IOKOKIVIlTIK~ IJETO[3f..IlT~ TIl<; TpIO(Of..clIJr)<; OE oUYKPIOIlIJ£ TO £IKOVIKO <p0Pl-laKO. 


Tri methoprl m -Su If a methoxazole/Tpi bJ ESOTTpi bJ I] - LO Uf..cpo bJESO(O(Of.. rj 

LUYXOP~YIlOIl TOU OTOSEPOU OUVOU00I-l0U TPljJESOTTpiWI<;faouf..<po!JESO~O(Of..IlC; (160 mgf800 

mg) ETTi 7 IljJtp£<;, I-lo(i jJ£ 1200mg o(ISpojJuKivll<; Tllv 7~ Ill-itpO, OEV EfXE 01l1-l0VTIKE<; 

£TTlOPOOEI<; OTI<; IJEYIOTE<; OUYK£VTPWO£I<;, OTr) OUVOf..IK~ TTOOOTIlTO TOU <P0PlJaKOU TTOU <p8av£1 

OTllv KUKf..o<popia ~ OTllv oTTEKKPIOIl OTro TO oupo EiTE TIl<; rpII-lESOTTpfl-lll<; EirE TIl<; 

OOuf..<p0I-lE80~0~Of..IlC; 01 OUYKEVTPWO£I<; TIl<; a(ISpolJuKiVIl<; OTOV OpO ~TOV TTOPOIJOIEC; jJ£ OUTt<; 

TTOU tXOUV TTapOTIlPfl8£i OE aAf..u; jJ£MT£<:;. 
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C i s.illlridelLICoTTpiOI] 
H G1(oTTpiofl ~ETOi3oAi(Eral GTO ~TTOp OTTO TO tv(u~o CYP 3A4. ETTEIO~ TO ~oKpoAiolO 
ovooTtAAouv ro tv(u~o aUTo, r] OUYXPOVr] xop~Yr]Or] Tr]C; G1(oTTpior]C; ~E TIC; OUOiEC; OUTte; 
~TTOPEi va OU~~OEI rov Kivouvo E~cpavIOr]C; olaropoxwv rou KOPOIOKOU pu8~ou (TTapaTOOfl TOU 
OIOOT~~aroc; QT, KOIAIOKtC; oppu8~iEC;, TORSADE DE POINTES). 610 TOUro va ~fl 
ouyxopr]YEiTOI r] G1(OTTpiofl ~E TO cpap~oKa OUTa 

4.6 KurJUIl KaJ yaAouxia 
MEMTEC; ovoTTapaywy~c; OE TTElpO~OTO(WO txouv 0lE~ax8Ei OE MOEIC; TTOU TTArIGlO(OUV Hlv 
~tTPIO TO~IK~ ooofl yla Tr] ~flTtpa. LE OUTtC; TIC; IJEAETEC; OE UTT~p~av EVOEi~EIC; i3AOTTTIK~C; 


ETTiopOOflC; HIe; o(18pO~UKivflC; ETTi rou E~i3puOU 6EV UTTOPXOUV, WOTOOO, ETTOPKEiC; KOI KOAO 

EAEYXO~EVEC; ~EMTEC; OE tYKUEC; YUVOiKEC; ETTEIO~ 01 ~EAtTEC; ovaTTapavwy~c; OE 

TTElpo~OTo(wa OE oivouv TTavTo Tfl OUVOTOTflTO TTpoi3AEljJfle; TflC; OVTOTTOKpIOr]e; OTOV 

av8pwTTo, r] a(ISpo~uKivr] Sa TTptTTEI va XPr]G1~OTTOIEiTOI KOTa Tr] OlapKEIa Tr]e; KUr]Or]e; ~ovo 


Eav EivOi oacpwc; aTTopoiTflTr]. 

Mv uTTapxouv OEoo~tva OOOV acpopa Tr]V aTTtKKpIOr] TOU cpap~aKou oro ~r]TPIKO yaAo. 

OTTWC; TToAAO cpap~oKo TO oTToia EKKpivoVTOI OTO ~r]TPIKO voAa, r] a(ISpo~uKivr] OE So 

TTptTTEI VO XPr]G1~OTTOIEiTOI yla Tr] 8EPOTTEio YUVOIKWV TTOU SflAO(ouv EKTOe; KOI EOV 0 IOTpOe; 

TTlOTEUEI OTI TO OUVr]TlKO ocptAr] OIKOIOAoyouv roue; OUVflTIKOUC; KIVOUVOUe; Ylo TO f3ptcpoe;. 


4.7 Erriopaull UTllv IKavOTilTO OO!lY'lUIl~ KOI X£IPIUIJOU IJ'lXOVWV 
6EV UTTOpXOUV EVOEi~EIC; TTOU va UTTOOEIKVUOUV OTi r] o(ISpo~uKivr] ~TTOpEi va tXEI ETTiopaof) 
mi HIe; IKOVOTr]rae; rou 008EVOUe; Via OO~Yr]Ofl ~ XEIPIO~O ~flXOVWV 

4.8 AvnTleUIJIlT£~ £vtpyw:~ 

o TTopoKaTw TTivOKOC; TTEPltXEI Tie; OVETTl8uWJTEC; EvtpYElEe; TTOU E~cpoviGTr]Kav ~tow Tfle; 
E~TTElpioe; OTTO KAlviKte; IJEAtTEe; Kal Tr]e; TTOPOKOAouSflOfle; rou CPOp~OKOU ~ETa Tflv 
KUKAocpopio rou orrlv ayopa, KOTO KOTflyopio 0PYOVIKOU ouoT~~aroe; KOJ OUXVOTr]TO 01 
oVETTl8u\-.H1TEe; EvtpYEIEC; TTOU E~cpovioTr]Kav JJETO Tr]V KUKAocpopio rou cpop~aKou GTflV ovopa 
oTTooiooVTOI ~E TTAoYla ypa~~OTo H KOTr]vopia oUXvoTflTOe; E~cpavIOfle; Opi(£TOI ou~cpwva 
IJE Tflv TTapoKoTw OUV8~Kfl: noAu ouxvtc; (2 1/10), Luxvte; (2 1/100, <1/1 0), OXI ouxvte; 
(21/1.000, <11100), LTTavIEC; (~1/10.000, <1/1.0000), noAu oTTavlEC; «1/10.000), K(11 Mfl 
YVWOTtC; (OEV ~TTOpOUV va EKTlIJr]8ouv ~E f3oor] TO oloStGl!-la OEOOjJtvO) EVTOe; Ko8E 
KOTr]yopioe; oUXVOTflTOC; E~cpavIOfle;, 01 aVETTlSU~flTEC; EvtpYEIEe; TTOPOTi8EVTOJ KOTO cpSivouoo 
OEIPO oof3apoTflTOC; 

AVETTl8u~r]TEC; EVtpYElEC; EVOEXO~tvwc; ~ TTlSavwe; OXETI(O~EVEC; ~E Hlv o(ISpo~uKivfl IJE 
f300fl Tflv E~TTElpio OTTO KAlviKte; !-lEAETEC; KOI Tr]V TTapoKoAouSflOfl TOU CPOp~OKOU !-lETO TflV 
KUKAocpapio TOU OTflv ovapa 

Luxvte; 
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• IJOVO Yla H1V KOVI Yla OIOAUfJO TTpO<; tYXUOfl 

.. fl OTToio OTToviw<; KOTtAfl~E OE 80VOTO 


4.9 Ym:pooooAoy[o 
01 OVETTl8ufJflTE<; EVEpym<; TTOU TTOPOTflP~8flKaV fJUO Tfl A~4Jfl 060Ewv TOU <pOpIJOKOU 
fJEYOAUTEPWV TWV OUVIOTWfJEVWV, ~TOV TTOPOIJOIE<; IJE OUTE<; TTOU TTOpOTflP~8flKav IJETO Hl 
A~lfJfl TWV ouv~8wv 060Ewv 2:E mpiTTTwofl umpooooAoyio<; OTTOITEiTOI fl £<poPlJoy~ 
YEVIKWV OUfJTTTWIJOTlKWV KOI UTTOOHlPlKTIKWV IJETPWV 8EPOTTEiO<;, OVOAOYO IJE Tflv 
TTEpiTTTwofl 

5. <l>APMAKOJ\OrlKEL: I&IOTHTEL: 

5.1 <l>0PIJOKOt')UV0I11KE<; It')IOTrlTE<; 

<tJoPfJoKo8EpaTT£uTIK~ KOTflyopio AVTlfJIKpoi3loKo, MOKpOAiOlo, KWOIKO<; ATe J01 FA10 

M'lxavlol10<; Opa0'l<; 
H o(18pOfJUKivfl EivOi TO TTPWTO OVTIi3loTIKO IJIO<; UTTOOfJC:too<; TWV 1J0KPOAIOiwv, YVWOT~<; 
w<; O(OAiOE<;, Kat fl OTToio Eivat XfllJIKO OIO<pOPETlK~ OTTO TflV Epu8pOIJUKivfl· XflIJIKWC; 
AOfJi30VETat OTTO TflV TTpoo8~Kfl EVO<; OTOfJOU O(WTOU OTO AOKTOVIKO OOKTUAIO Tfl<; 
erythromycin A H XflIJIK~ ovofJooio H1C; o(18POIJUKivfl<; Eivol 9-deoxy-9a-aza-9a-methyl-9a
homoerythromycln A To IJOPIOKO Tfl<; i3opo<; E.ivol 749,0 
o fjflXOVlolJ0C; OpooflC; Tfl<; 0(18POIJUKivflC; OUViOTOTOI OTflv ovooTOA~ TflC; ouv8£OflC; TWV 
npwTElvwv ana TO IJIKP0i310 KOTOTT1V ouvo£O~C; TflC; fjE Tfl Pli300WfJIOK~ UTTOfjOVOOO 50s KOI 
nOpEfJTTOOioEWC; Tfl<; IJETOTOTTioEW<; TWV TTETTTIOiwv xwpiC; VO ETTflP£(l(EI Tfl ouv8£Ofl TWV 
noAuvou KAwTIOiwv. 
H a(18pofJuKivfl TTOpOUOIO(EI OPOOTIKOTflTO in vitro EVOVTiov fJEyoAfl<; TTOIKIAioC; 
IJIKPOOPYOVIOfjWV TTEPIAOfJi3oVOIJEVWV KOI TWV oKoAou8wv 

GUIKoi KOTO Gram OEpQ,QIOI bJlKpoopyavlolJoi: Staphylococcus aureus, Streptococcus 
pyogenes (OfjOOO A TWV i3-atIJOAUTlKWV OTPETTTOKOKKWV), Streptococcus pneumoniae, 0

OIfJOAUTIKOi OTPETTTOKOKKOI (OfJooa TTpOOlVI(OVTWV OTpEnTOKOKKWV) Kat oMo Ejofl 
OTPETTTOKOKKWV, Ko8wC; Kat TO Corynebacterium dlphteriae. H o(18pOIJUKivfl TTOpOUOIO(EI 
OIOOTOUPOUfjEVfl OVTOX~ fJE OV8EKTIKO OTflv Epu8poIJUKivfl 8ETlKO KOTO Gram OTEMXfl, 
mpIAoJJi3oVOfjEVWV TOU Streptococcus faecalis (EVTEpOKOKKOC;) Kat TWV TTEPIOOOTEPWV 
OTEAEXWV TWV OV8EKTlKWV OTfl IJE8UKIMfvfl OTOcpUAOKOKKWV 

6QVQTlKO KOTO Gram mpo!3lo blIKP0!310: Haemophilus influenzae, Haemophilus 
parainfluenzae, Moraxella catarrhalis, EfOfl Acinetobacter, Eiofl Yersinia, Legionella 
pneumophila, Bordetel/a pertussis, Bordetella parapertussis, Efofl Shigella, EiOr] 
Pasteurella, Vibrio cholerae Kat parahaemolyticus. Plesiomonas shigel/oides. H 
OPOOTIKOTflTO EVOVTiov TWV Escherichia coli, Salmonella enteritidis, Salmonella typhi, EIOWV 
Enterobacter, Aeromonas hydrophila Kat EIOWV Klebsiella nOIKiMEI KOI YI' OUTO TTPETTEI va 
yiVOVTOI OOKIIJOoiEC; EUato8flofoC; EiOfl Proteus, Eiofl Serratia, Eiofl Morganel/a Kat fl 
Pseudomonas aeruginosa, Eivat ouv~eWC; OV8EKTIKO OTO OVTli310TlKO. 

AVOEP0!310 blIKP0!310 Bacteroides fragilis KOI Eiofl i30KTflPIOOEIOWV, Clostridium perfringens, 
Eiofl Peptococcus KOI Eiofl Peptostreptococcus, Fusobaclenum necrophorum KOI 
Propiof71bacterium acnes 

MIKpoopyavlobloi UTTEU8uvOI...'{!Q TO m:E,ouoAIKWC; blETOoI06IJEVO voor)blOTO H o(ISpofJuKivfl 
EivOi OpaaTlK~ EVOVTfov TflC; Chlamydia trachomatis KOI EfJ<povi(EI ETT/Oll<; KO"r'J 6paoTiKoTflTO 
EVOVTiov TWV IJIKpoopyavlofJwv Treponema paliidum, Neisseria gonorrhoeae KOI 
Haemophilus ducreyl. 
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AMoi I-lJJ5QQOPyovlo\Joi Borrelia burgdorferi (nopaywv T'le; vooou TOU Lyme), 
Chlamydophila pneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma 
urealyticum, EiOIl Campylobacter KOI Listeria monocytogenes. 

MIlX av1 0"1l0 C; aVOTTTU~IlC; aVTox~c; 
Ynapxouv QUO KUPIOI nOpaYOVTEe; nou KoSopi~ouv T'lV OVTOX~ TOU Streptococcus 
pneumoniae Kal Streptococcus pyogenes TTOU EXOUV onOlJOVWSEI ana KAIVIKO oEiYlJaw: 
w yoviola mef Kal erm To yoviolo mef KwoIKonol£i lJia oVTAia po~e;, 'lonoio lJWOAO[3Ei 
OTO W1XOVIOlJo avamU~'le; aVTOx~e; lJovo ora lJoKpoAiOlO lJE 14-lJEA~ KOI 15-lJ£A~ AaKToviKO 
OOKTUAIO. To yoviolo mef tX£I TIEplypacpEi O£ nOIKIAia oAAwv EIOWV. To yoviOlo erm 
KwOIKonolEi lJio 23S-rRNA lJESUArpaVOCPEpaO'l, 'l onoia npOOSETE! lJ£8uAIKEe; OlJOOEe; OTllv 
ao£vivll 2058 TOU 23S-rRNA (OUOTlllJa apiSlJIlO'le; lJE [3aoll TO rRNA T'le; Ecoll) To 
lJ£SUAIWlJEVO vouKAEoTiolO ~piOK£WI OTllv nEplox~ V KOI EXEI [3p£SEi vo aAAIlAEmopo EKTOe; 
ana w lJoKpoAiOIO KOI lJE TIe; AIVKO~OlJio£e; KOI T'l streptogramin B, ExOVWe; we; anOTEAwlJo 
Eva cpOlvoTuno YVWOTO we; aVTox~ MLSB Ta yoviola erm(B) Kal erm(A) EXOUV anolJovw8£i 
ana KAIVIKa O£iYlJOTa TOU Streptococcus pneumoniae KOI TOU Streptococcus pyogenes 
H oVTAia AcrAB-TolC OTOV Haemophlilus influenzae £ivOi unElJSUVIl Via TIe; £yy£v£ie; 
U4JIlAOT£pEe; TllJEe; £AaxIOTIle; ovoowArIK~e; OUYKEVTpW0'le; (MIC) ow lJaKpoAiola 
LE KAIVIKO OT£AtX'l, lJ£TOMa~EIe; OTO 23S-rRNA, £IOIKO ora vouKAEOTiola 2057-2059 ~ 2611, 
OT'lV TT£PIOX~ V, ~ lJETaAM~EIe; OE Plf300WlJlaKEe; npwTEi"v£e; L4 ~ L22, EivOi onavl£e; 

OplO MIC 
Ta OUVloTwlJ£Va OPIO EMxIOT'le; avaOTaArIK~e; OUYKEVTpWOfle; MIC (lJg/ml) yla TrIV 
a~ISpolJuKiv'l EivOi 
Haemophilus spp.: Euoio8'lTO (S) :; 4 xwpie; OUOT00'l Via OPIO OV8£KTIKOTflTOe;* 
LTpEnTOKOKKOI OUlJn£pIAolJ~aVOf.lEVWV TWV Streptococcus pneumoniae KOI Streptococcus 
pyogenes S:; 0,5, AVS£KTIKa (R) ~ 2 
'ETTi TOU nap6VTOe;, Il anouoia OEOOlJEVWV VIO aV8£KTlKcl oTEAtXIl anoKA£iEI TOV K080PIOlJO 
onoloo~noT£ KOT'lyopiae; oM'le; aTTo aUT~e; TWV EUoioS'lTWV OT£A£xwv Eov OTEAtX'l oivouv 
anOTEAtOlJOTa MIC OIOCPOP£TlKO ana OUTO TWV WaiOS'lTWV OT£A£xwv, TOTE aUTO nptn£1 va 
anooTOAouv OE tva £PyOOT~PIO avacpopoe; ylO TTEPOITEPW OOKllJOOiEe; 

f\.EOOIl£vO fJIKpOJ3IOA.OVIK~C; EUOI<T811<Tiac; 
o £nmoAaolJoc; T'le; £niKT'lHle; aVTOX~e; EVOEXETOI va nOIKiAEI YEwypacplKcl ~ XPOVIKa yla 

EmAEYlJtvO Eio'l KOI £ivOi ETIl8UlJflT~ 11 nopox~ nAflPocpoPlwv 0XETIKO lJE T'lV OVTOX~ TOTTI Kcl , 

EIOIKO KaHl T'l 8Epan£io oo[3apwv AOIlJw~£WV "Owv Il £TIlKpaTIlO'l T'le; OV8£KTIKOT'lWe; OE 

TOTIlKO Enin£Oo £ivOi TETOla, WOTE 'l XP'lOllJOTflW TOU cpaplJOKOU va TiSETal uno 

OlJCPlof3r']TIlOfl TouAoXIOTOV Yla OPIOlJEVOUe; TUTTOUe; AOllJW~£WV, EivOi ovaVKoio va ~'lTEiTOI fl 

OUlJf3ouA~ ElJTIEIPOVVWlJovwv. 

To OEC)OlJEVO in vitro £uOIOSfloioe; OEV ouoXETi~oVTOI naVTO lJE Tllv KAIVIK~ 


onoTEAEolJa TlKOTIlTO. 


AEPOJ31O Gram-SETIKO J30KT~PIO: 
Staphylococcus aureus, Streptococcus agalactiae, oTp£nToKoKKOI (olJOO£e; C, F, G) KOI 
TTpaOlvI~OVTEe; oTp£nToKoKKOI (Viridans group Streptococci). 

AEpoJ31O Gram-apVIlTIKO J3aKTfJpla: 
Bordetella pertussis, Haemophilus ducreyi, Haemophllus mfluenzae*$, Haemophilus 
parainfluenzae*, Legionella pneumophila, Moraxella catarrhalis', Neisseria gonorrhoeae 

AMa: 
Chlamydophila pneumoniae*, Chlamydia trachomalts, Mycoplasma pneumoniae* KOI 
Ureaplasma urealyticum 

Eioll VIO TO orroia 11 ETTiKHIHI OVTOX~ EvOtXHOI va orron:AEi rrpopAIl\JO: 
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Atp61310 Gram-SETIKO !3oKTI1PIO: 
Streptococcus pneumoniae* 
Streptococcus pyogenes* 
LrllJEiworr fl O(ISpo~uKivr] nopouola(EI OIOOTOUpOU~EVfl OVTOX~ ~E Gram-SETIKO aTEMXIl 
OVSEKTIKO OHlv Epu8po~UI<ivil 

KAilPOVOlJlKO OVSEKTIKOI ~IKPOOPYOVI(JlJoi: 
Enterobacteriaceae 
Pseudomonas 

* Eior] TWV onoiwv r] EUOIOSflOio tXEI onooElxSEi iJE KAlviKte; OOKI~te; 


$ Eiofl ~E CPUOIK~ EVOIOiJWfl EuolaSfloio 


KAIVIKO (fJappaKo}.0YIKO OEooptva 

0tpmHio E~WVO(JOKOIJEIOKr;C; TTvw~ovioC; 
LE ~IO OVOIKT~, Wl aUYKpITlK~ WMT'l, 01 oaSEVEie; EMiJf3ovov, YIO Tr] SEponEio 
E~wvoaoKo~EIOK~<; nVEutJ0vioe;, o(ISpo~uKivfl aE Evoo<pM1310 tyxuor] (YIO 2 tw<; 5 r]tJtPE<;) 
oKOAouSOU~EVr] anD o(lepo~uKivfl anD TOU aTOiJOTOe; (waTE va OAoKArlPw8Ei auvoArK~ 
SEpomio 7 twe; 1 0 fl~EpWV) To noooaTo KAIVIK~<; ETiiTUXioe; (ioall KOI 13EATiwoTl) OTle; 10-14 
fltJtPE<; ~ETa Trl SEpomio ~TOV 88% (74/84) KOI OTIe; 4-6 E1300~OOE<; ~TOV 86% (73/85) ~uo~u 
TWV KOTOAAflAwv npoe; 0~loA6Yr]afl oaSEvwv. 
LE ~IO OVOIKT~, TUxolonolr]~tvfl aUYKpITIK~ ~EAtTfl Tr]<; 0(18po~uKivll<; (Evoo<pAE13iwe; 
oKoAouSOU~EVfl ~E ono TOU 0TO~OTO<; SEpomio) tVOVTI KE<pOUpo~i~r]<; (Evoo<pAE13iwe; 
oKOAouSOU~EVil ~E anD TOU 0TO~OTO<; SEponEio, tJE EpUSpO~UKivfl OTOV onolTEiTO) YIO T'lV 
8EponEio E~wvoaoKotJEIOK~<; nVEUtJ0vioC;, OEV nopOT'lp~SflKOV aTOTlaTIKwc; a'ltJoVTlKtC; 
OIOCPOptC; fJETO~U TWV ouo 8Epomlwv 
01 OUO oUTt<; ~EAtTEe; tOEI~OV tva OUVOAIKO noooaTo ioor]e; YIO OOSEVEi<; OPOAOYIKO 8ETlKOUe; 
YIO Legione/la pneumonophila ioo tJE 84% (16/19) ETiinpo08uo, OE ~IO OVOIKT~, Wl 
OUYKPITIK~ ~£f.,tHl, OOSEVEie; 01 onoiol Eixov oloyvwoSEi SETIKOi YIO Legione//a pneumoniphila 
(opootJooo 1), XPIlOliJOnOIWVTOC; tJio EIOIK~ oloyvwaTIK~ tJESOOO OVTlYovou OTO Oupo, 
OVTltJETwniaTr]KOV ~E Evoo<pM1310 O(ISp0tJuKiVil T'lV onoio oKoA00Sr]OE o(ISpotJuKiVIl ono TOU 
aTo~OTo<;. LTI<; 10-14 rwtpE<;, 01 16 ono TOUe; 17 oaSEvEic; nou o~loAoy~Sr]KOV Eixov KAIVIKO 
10SEi KOI OTle; 4-6 E1300~OOE<; KOI 01 20 ono TOUe; 20 oaSEvEic; nou o~loAoy~Sr]KOV Eixov KAIVIK(l 
10SEi 

0EpaTTEia rrK (fJAEypovwooue; v6aou rlJe; rruiAou 
To onoTEAta~OTo ~IO<; OVOIXT~<; ~EAtTr]<; unoor]Awvouv OTi Tpio SEpOnEUTIKO OX~~OTO 
(o(ISPOtJuKivr] EVOVTI o(ISpo~uKivr]C;/tJETpovloo(oAr]<; EVOVTI Oo~uKuKAiVr]e;, tJETPOVIOO(oAr]e;, 
KECPO~ivr]C; KOI npo13EvwioflC;) ~TOV aUYKpiOltJO we; npoc; Tr]V onoTEAwtJOTIKOTr]TO KOI Tr]V 
oo<poAElo aE oaSEvEi<; ~E o~Eio <pAEYiJovwor] voao Tr]C; nutAou. LE ~io aAAr] OVOIKT~, aUYKpITlK~ 
~EMTIl OE OOSEVEi<; ~E o~Eio cpAEy~ovwor] vooo Tr]<; nutAou, 01 OOSEVEi<; OVTI~ETwnioTr]KoV 
SEponEuTIKo ~E EvoocpM1310/0no TOU OTO~OTOC; XOP~YIlOr] 0(18po~UKivr]C;, tVOVTI Evoo<pM1310C; 
o(ISpolJuKiVIlC; aE ouvouoo~o W EVOO<pAt1310/ono TOU aroIJOTOC; IJETpOVIOO(oAr], tVOVTI ono TOU 
aTo~OTOe; OO~UKUKAivr] aE ouvouoa~o iJE Evoo<pAE13r%no IOU OTO~OTOe; o~o~uKlAAivr] ~E 
KAo13ouAoVIKO 0~0. AUTO TO SEpOnEUTIKO OX~iJOTO ~TOV Eniar]e; aUYKpiOl~O oaov O<pOpO Tr]V 
onoTEAEO~OTIKOTr]TO KOI Tr]V OO<pOAEIO To OEOOlJtvo ono OUTte; TIC; ~EAtT£(:; U5Er~ov tva 
auvoArKO noaooTO KAIVIK~e; ETiiTUXioe; (roStVTEe; KOI IJE 13EATiwor] OOSEVEiC;) 297% aE oAEe; Tie; 
OlJaOEC;, aTO TEAoC; Tr]e; SEponEioe;, iJE noaoaTO EKpi(wor]C; TWV noSoyovwv iJlKpOopyovla~wv 
?:96%. METa ana nopoKoA00Sr]0r], nooooTo 2:90% TWV no80yovwv Eixov EKpl(w8Ei 

ATTopp6<p1l(J'l/KaTOvo~r; 
METa Hl xop~Yr]Or] ono TO OTOtJO aTOV ovSpwno, r] o(ISpolJuKivr] KOTOVE\JETOI EUpEWe; OIO 
aWlJo KOI r] 1310010SWI~OTr]TO Tr]e; EivOi nEpinou 37% H xop~Yr]ar] KOljJOKiwv oi;ISpO~UKivr]e; 
~ET6 ana EVa KUPIO YEUiJO IJEIWVEI Tr] 13100108wl~OH]T0 TOuAaXlaTOV KOHl 50%. 0 
OnOiTOUIJEVOC; Xp6voC; YIO TrjV ETTiTEU~1l TWV fJEYIOTWV aUYKEVTpwaEWV OTO nAaa~o EivOi 2-3 
wp£c; 
LE oaSEvEic; JJE E~WVOO()KOfJEIOKr, nv£u~ovio, 01 onoiol VOOrjAEtJS'lKOV aE voaoKolJEio KOI 



L\L\YE[1-E.4250-13/2 

C:2 t ln) 

EAQtJf30vav Ko8flJJEPIVO E<pCma~ wploiE<; EvooqJM!3IE<; EYXUOE1<; 500 mg o~18polJuKivfl<; £TTi 2 
EW<; 5 flIJEPE<;, OE OUYKEVTPWOEI<; 2 mg/ml, TO EUpO<; TWV IJEOWV IJEYIOTWV OUYKEVTPWOEWV 
OTO TTAclOIJO (Cmax±S.D.) TTOU ETIlTElJX8flKE ~TOV 3,63±1 ,60IJg/ml, EVW fl lOAclXIOTfl 
OUYKEVTPW0'l (Ctrough) TOU 24wpou ~TOV 0,20±0, 15tJg/mi KOI 'l AUC 24 ~TOV 
9,60±4,80JJgh/mi 
LlO uYllOi<; ESEAoVTE<; 01 oTToiol AclIJf3ovoV 3wPfl lOvooqJM[3lo tyXUO'l 500 mg o~18poIJUKrV'l<; 0'£ 

OUYKEVTPWO'l 1 mg/ml, 01 TlIJE<; T'l<; IJEO'l<; Cmax, T'l<; EAclXIOT'l<; OUYKEvTpWOrl<; TOU 24wpou 
KOI T'l<; AUC24 , ~TOV oVTioTOIXO 1, 14±0, 14 1J9/ml, 0, 18±0,021J9/ml KOI 8,03±0,861-19·h/ml. 
MEMT£<; OE TTElpOtJOTO(WO oTTU5E:t~ov T'lV (lTTap~'l uljJ'lAwv OUYKEVTPWOEWV a~18pOI-IUKiv'l<; 
OTa qJayoKlJTTapa. LE TTElpafJOTIKo IJovTtAa, UljJ'lMTlOPlO<; OUYKEVTPWOEI<; a~18pOI-lUKiv'l<; 
EAEU8lOpwVOVTOI KOla T'l OlopKEla EVEPYOU <paYOKunopwo'l<; OE OXtO'l IJE 1J'1 OIEYEPSEVTO 
<paYOKUnapa. LTa fJOVTEAa TTlOIPOIJOlO(WWV aUTO EXlOl W<; aTToTtAwlJa va TTPOKUTTTOUV 
UljJ'lM<; OUYKEVTPWOlOl<; a~ISpoIJUKiv'l<; OTO O'lIJEiO T'l<; AoifJW~'l<; 
C!>OPfJOKOKIV'lTlKt<; IJEAETE<; OTTtoEI~av T'lV UTTOp~'1 O'lfJaVTlKO UljJ'lMTEPWV ETTITTEOWV 
O~18POIJUKiv'l<; OTOU<; 10TOU<; OE 0XEa'l tJE TO TTAclOfJO (JJEXPI 50 qJopt<; lJEyaAuT£p£<; T'l<; 
fJEYIOT'l<; TTapOT'lP'lSEio'l<; OUYKEVTPW0'l<; TOU qJaplJOKOU OTO TTAooJJa) YEYOVO<; TTOU 
UTTOOEIKVUEI OTi TO qJoPlJaKO OWJJEUETOI OE IJEyoAo TTOOOOTO aTTo TOU<; IOTOU<;. 01 
OUYKEVTPWOEI<; TOU <papJJoKou OTOU<; 10TOU<;-OTOXOU<; OTTW<; EivOi 01 TTVEUfJOVE<;, 01 
alJuyooAt<; KOI 0 TTPOOTOT'l<; uTTEPl3aivouv TI<; EAclXIOTE<; avaoTOATlKE<; OUYK£vTpwaEI<; 
(MIC 90 ) yla TO TTlSavo TTa80yova fJETO T'l XOP~Y'lO'l tJla<; EqJciTTO~ 060'l<; TOU qJapfJOKOU 500 
mg. Yl.lJ'lAE<; OUYKEVTPWOEI<; a(ISpofJuKiv'l<; !3pE8'lKav OE IOTOU<; TOU YlOVV'lTIKOU OUOT~fJOTO<; 
Hl<; yuvaiKae; (<<yuvaIKoAoYIKO IOTa») 96 wplOe; IJETO OTTO lOqJono~ ana TOU OTOlJaTO<; 06a'l 
500 mg a(ISpofJuKiv'1<;. 
napOT'lp~8'lKaV UljJ'lAOTlOPE<; OUYKEvTpwalOl<; a(ISpofJuKiv'l<; OTOU<; IOTOUe; an'oTI OTO 
TTAoofJo 01 uljJ'lAE<; OUYKEVTPWOlOl<; OTOU<; 10TOU<; OEV nptnEI va SEWPEiTOI OTi auvotovTOI 
nOOOTIKa IJE T'lV KAIVIK~ anoTlOAwIJOTIKOT'lTO H aVTIIJIKpol3laK~ opOO'l T~<; a~ISpol-1uKiv'l<; 
EivOi pH-U;apTwIJEvfl KOI qJaivETOI va fJEIWVlOTOI IJlO T'lV aU~flO'l TOU pH OOTOOO, 'l 
EKTETOI-1EV'l KOTavolJ~ TOU qJaplJOKou OTOU<; 10TOU<; EVOEXETOI va oXETi~ETOI IJE T'lV KAIVIK~ 
anoT£A£OfJOTI KaT fl TO 

METapoAla!Jo<;1 A nEKKplall 
LE fJia fJlOAtT'l noManAwv OOOEWV OE 12 uYIEi<; lOSEAoVTE<; XOP'lYWVTO<; Eva wplaio 
EvooqJAE1310 oOOOAOYIKO OX~l-1a 500 mg (1 mg/ml) mi ntvTE 'lfJtPE<;, TO nooooTo T'l<; 
XOprlY'l8Eioa<; 060'l<; T'l<; a~18pOfJUKiv'l<; nou OTTEKKpi8flKE ora oupo OE 24 WPE<; ~TaV 
nEpiTTou 11% fJETO T'lV 1~ 06a'l KOI 14% tJETO Hlv 5~ 060'l 01 TltJt<; aUTt<; lOival JJ£yaAuTEpE<; 
aTTo TO avoqJEpSEV nOOOOTO 6% nou anEKKpivETOI aIJOoI3A'lTO ora oupa JJETO OTTO 
XOP~Y'lo'l a~ISpoJJuKiv'l<; ana TO OTOJJO 0 TEAIKO<; XpOVO<; 'l1-11~W~e; T'le; onol3oA~<; TOU 
qJ0PJJOKOU ana TO nMlOJJa EKqJpO(EI JJE aKpil3Ela TOV XPOVO 'l1J1(W~<; T'1<; anol3oA~<; TOU ana 
TOU<; laTOu<;, TTOU EivOi 2-4 'lJJEPE<;. H OTTEKKPIO'l OTTO T'l xoA~ OTTOTlOAEi T'lV KUPIO 000 
OTTEKKPla'l<; TOU 0JJEToI3ArlTOu <P0PJJOKOU, tJETO ana XOP~Y'l0'l ana TO OTOJJa 
noAu I.lJflM<; OUYKEVTPWOEI<; TOU qJOPIJOKOU uno aI-1EToI3A'lT'l1-10pqJ~ aVEUpioKOVTOI OT'l 
xoA~, fJo~i I-1E 10 IJETal3oAiTE<; nou oX'1I-1Oli~oVTOI JJE N- KOI 0-onoIJE8uAiw0'l, 1-1£ 
uopo~uAiwO'l TOU OOKTUAiou T'l<; o£Oo(OlJiv'l<; Kal TWV oyAUKwv OOKTUAiWV KOI IJE 
anoou~Eu~fl TOU OOKXOPOU KAoOIVO('l. H OUYKPIOfl TWV OUYKEVTPWOEWV OTOU<; 10TOU<; JJE 
T'l XPflOllJonoi'lOfl T'l<; XPwJJOToYP0qJia<; UljJflA~<; OTTOOOO'l<; KOI JJIKp01310AoYIKWV 
aVOAUTlKWV fJlOSOOWV UTTOOEIKVUEI OTI 01 IJETol3oAiTE<; OEV noiC;ouv Kovtva poAo OTflv 
aVTlfJIKpo!3loK~ opaoTiKoTflra Tfl<; a(ISpoJJuKiv'l<; 

<l>apl1aKOKIVIlT1Krl aE EI6IKE<; 01106E<; aa8Evwv 

HAIKIWJjEVOI: 
L£ rjAIKIWJJEVOU<; £SEAoVTt<; ('lAIKia<; > 65 ETWV) nopOTflpr'jSflKE lOAo<ppo au~'lo'l TWV TlfJwv AUC 
fJETO SEponEio 5 flfJEPWV OE oxto'l fJE vtou<; ESlOAoVTt<; (flAIKia<; < 40 ETWV), aMo fl OU~'lOfl 
aUT~ OEV SEWPEiTOI KAIVIKO O'lJJOVTlK~ KOI w<; EK TOUTOU OEV anolTEiTOI npoooPfJoy~ Tfl<; OOOfl<; 
TOU qJaplJOKou. 

AaOEVEf<; JjE VE<PP1Krl aVElTOpKEla: 
H qJOPfJOKOKIV'lTIK~ T'l<; o(18POfJUKiv'l<; OE a08EvEi<; fJE r'jma tw<; fJtTPIO VEqJPIK~ aVEnopKElo 
(GFR 10-80 ml/mln), OEV £TTflPEOOT'lKE IJETO ana £(pona~ Mo'l 1,0 9 a(18pojJUKivfl<; OjJ£Ofl<; 
anOOEOIJEUO'l<; OUYKpITIKO jJE aoSEvEi<; nou txouv qJuOIoAoYIK~ VECPPIK~ Awoupyia. LTaTlOTlKcl 
OflfJOVTIKE<; OIOqJ0PE<; napOTflP~8'lKav OT'lV AUC0120 (8,8 mg x hr/ml EVaVTI 11,7 mg x hr/ml), 

:18 



66YEf1-E.4250-1 12 
(24ci) 

Cmax (1,0 mg/ml EvavTI 1,6 mg/ml) KOI Cli (2,3 ml/min/kg EVaVTI 0,2 ml/min/kg) ~ETO~U Hle; 

o[Jcioae; OTO[JWV ~E oof3op~ VE<PPIK~ ovmcipKElo (GFR <10 ml/min) KOI Tile; o~cioae; aro[Jwv ~£ 


<PUOIOAOYIK~ VE<PPIK~ A£lToupyia 


Aa9EVEic; ~E IlrraTlKrl aVETTapKEla: 
2::E ao8EVEie; ~E ~ma (KOTllyopio A) EWe; [JETPIO (KOTllyopio B) IlrrOTIK~ f3Ac'l(3Il, OEV uTTcipxouv 
EVOEi~EIe; 01l1-l0VTlK~e; IJETO(3oA~e; Hle; <pOP~OKOKIVIlTIK~e; Tile; OC;18POIJUKivlle; OTOV opo OE 
OXtOfll-lE EKEivoue; TTOU TTOPOUOIciC;ouv <PUOIOAOYIK~ flTTOTIK~ Awoupyio. 2::TOue; ao8EVEie; 
OUTOUe; fl VE<PPIK~ Kci8apofl Tile; OC;18POIJUKiVIle; EIJ<PaviC;ETOI aU~lll-ltVIl, m8avwe; Yla va 
E~IOOppOTT~OEI Tfl IJEIW~EVIl IlTTOTIK~ Ko8apOil 

5.3 npOicAlvlKa Oa)OIJEVa VIa Hlv aaq>aAEla 
"EXEI TTapOTIlPIl8Ei <pwo<poAlTTiowoll (EvooKuTTapIK~ ouoowPEUOIl <pwo<poAlmoiwv) OE 
apKETOUe; IOTOUe; (TT-X- IJOTla, yciYYAIO Tile; pOXlaioe; piC;ae;, ~TTap, xoAIl06xo KUOTIl, VE<pPO, 
oTTA~va, KOI/~ TTOYKpEOe;) TTOVTlKWV, opoupoiwv KOI oKuAwv OTOUe; oTToioue; XOP'ly~8'lKOV 
TToAAaTT Ate; MOEIe; o(18pOIJUKivlle;. EXEI TTapOT'lPIl8Ei <pwo<poAlTTiowoll OE avoAoYil EKTOOIl 
OTOUe; IOTOUe; VEOYEVVIlTWV apoupaiwv Kal oKuAwv. H ETTiopOOIl OUT~ E[VOI avoOTptlVllJ1l 
~ETO Til OIOKOTT~ Tile; 8EpOTTElOe; IJE oC;18pO~UKivll· H 01lIJooia TOU EUp~IJOTOe; auTOu OTO 
TTElpOIJOTOC;WO KOI aroue; OV8pWTTOUe; EivOi OYVWOTil 

6. <DAPMAKEYTIKEr nI\HPO<DOPIEr 

6.1 KaraAovoc; EKOOXWV 

6.2 Aau lJf3arorrITEC; 
To ovoouoT08EV OloAu[Jo, ~TTOPEi va 0pOlw8E[ ou~<pwvo ~E TIe; OOllyiEe; Kal TO ou~f3OTci 
OIOAUI-lOTO TTOU OVO<pEPOVTOI arllv TTOPOYPO<po 6.6. 'AAAEe; OUOiEe;, np008ETlKci ~ <pop[JoKa 
rrou XOPIlYOUVTOI EVOO<pAt(310 OEV rrpETTEI va TTPOOTi8EVTOI OTO TTPO"OV, ~ va EYXEOVTOI 
TOUToxpova IJEOW Tile; iOloe; EVOO<pAt(310e; ypOI-lI-l~e;. 

6.3 ~lapKEla <wtic; 

6.4 lowfTEPEC; rrpoq>uAa~EIC; KaTa HI q>(jAa~., TOU rrpo"iovTOC; 

6.5 <Dua., KOI auaTaTIKa TOU rrEplEKTrI 

6.6 IOlaiTEpEC; rrpoq>uAa~EIC; arropp1lJ.l'1C; Kal aAAoc; XElplalJOC; 
H oC;18p0I-lUKIVIl, KOVIe; YIO olciAUIJO TTpOe; EYXUOIl, <pEPETOI OE <ploMola I-lID<; Xp~OIle; To 
TTEPIEX0I-lEVO TOU <pIOAIOiou rrptTTEI va ovoouoT08Ei ~E 4,8 ml OTEipou UOOTOC; YIO EVEOI~O 
(oC;18pOI-lUKivfl 100 mg/ml) ria Til XOP~YIlOll, ° orrOITOUIJEVOe; OYKOe; TOU ovoouoT08EVTOe; 
oIOAU~OTOe; rrpooTi8ETOI OE EVa OUIJ!3OTO OIOAUIJO EYXUOlle; warE va rropEXEI oloAul-lO 
OC;18POIJUKivlle; OUYKEVTpWOfle; OTTO 1,0 mg EWe; 2,0 mg/ml 
2::uYKEvrpwoEIC; > 2 mg/ml TTPETTEI va OTTO<PEUYOVTOI 
To TTOPEVTEPIKO <P0PIJOKEUTIKO TTpoloVTO rrpETTEI va E~ETOC;OVTOI OTTTlKO YIO TIlv TTopouoio 
~EVWV oWIJOTIOiwv TTplV Hj XOP~YIl01l Av EivOi EI-l<pOV~e; 1l TTopouoio ~EVWV oWI-lOTloiwv oro 
ovoouora8Ev uypo, TO OIOAU[JO rou <P0PI-l0KOU TTPETTEI va OTTOPPITTTETOI 
To ovoouoT08EV OloAul-la IJTTOpEI va apatw8Ei fJE 
¢UOIOAOYIKO opo (0,9% XAwplouxo vorplo) 
y, ¢uOIoAoYIKO opo (0,45% XAWPIOUXO vorplo) 
5% {I.£~Tp6C;fl OE uowp 
LllciAu~o Lactated Ringer's 
5% {I.£~Tp6C;1l OE 11, cDUOIOAoYIKO Opo (0,45% XAwplouxo VOTpIO) IJE 20 mEq KCI 
5% {I.£~Tp6C;fl OE oloAufJo Lactated Ringer's 
5% M~TpOC;fl OE 1/3 cDUOIOAoYIKO Opo (0,3% XAwplouxo VOTpIO) 
5% LlE~TpOC;1l OE 11, cDUOIOAOYIKO Opo (0,45% XAwplouxo vorplo) 
LUVIOTOTOI, ~IO 000il 500 mg 0C;18po~UKIVIle;, KOVEWe; YIO OIOAU~O TTpOC; tyxuoll, OpOIW[JEVIl 
orrwe; TTEplypa<p8flKE TTOPOTTOVW, va EYXUVETOI OE XpOVIK~ TTEpiooo 0XI ~IKpOTEP1l rwv 60 
AErrTwv 
To rrpolov ~JETa Hlv OVOOUGTOOll KOI opaiwoll XPIlOl[JorroIEiTOI yla XOP~YflOll IJE Ev6o<pAt(310 
tyxuor] To rrpolov OEV rrptTTEI va XOPIlYEiTOI we; TOXEia E<parrO~ EVOO<pAtf310 EVEOil ~ 
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£VOOjJuIK~ EV£Ofl (!3Mm napoypacpo 4.4 EIOIKtt; rrpoEloorrolr')u£lt; KOI rrpO(puAo~£II; 
KOTO Til XPrlU'l KOI rrapovpa<po 6.6 lowiTEpEe; rrpo<puAd~Ele; arr6pplI~''1e; KOI dMoe; 
XElpIU!JOe;). 

7. KATOXOITHIA6E~IKYKAO$OP~I 

8. API0MOI A6EIAI KYKAO$OPIAI 

9. HMEPOMHNIA npOTHI ErKPIIHI I ANANEOIHI A6EIAI 

11. HMEPOMHNIA ANA0EOPHIHI TOY KEIMENOY 

6. 	 To $uMo 00'lVIWV VW TO Xpr')UT'l cpapjJaK£UTlKWV npolOVTWV nou n£pltxouv opaOTIKO 
OUaTOTIKO AZITHROMYCIN UT'1 J.lOp<pr'): KOVIt; Via OIOAuJ.10 rrpoe; tvXUU'1 
500MGNIAL, Opi(£TOI We; £~~e; 

$YAAO 06HnON XPHrHI: 
nJ\HPO$OPIEr riA TO XPHITH 

1 1 
12 LUv8w'1 • I1paCJTIK~ ouoia. 

• "EKooxo 

1 3 

1.4 	 nEpl£KiT'lTa UE opacrTIKr') ouuia: K68£ cploAiOlo n£pltX£1 500 mg A(18pojJuKivll 
To oloAujJo nou TTpOKLmT£l jJ£TO TIlv 
oVOOUOTOCJIl n£pltX£1 100 mg/ml 0(18pojJuKivllC; 

1.6 <l>aplJaKo8£parrWTlKr') KaT'1vopia: 	 AVTI(310TlKO 

1.7 YrrEu8uvoe; KuKAo<popiae;: 

1 8 napauKEUauTr')c;: 

IUUKEUaUTrlC;: 

~. TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO nov IAI XOPHrHIE 0 rlATPOr rM] 

2 1 rEvlKtc; rrArwo<popiEe;: 

To «'ONOMA npOfONTOL» KOVIe; Ylo OlaAujJo TTpOe; tyxuCJIl mpltXEI 0(18polJuKivll, tva 

aVTI[3loTIKo cpapjJoKo To aVTIf3IOTIKo XPIlGljJOTToloLIVTOI YIO Til 8EPOTTEio AOljJW~EWV OTTO 

jJ1Kp0[310 


2.2 Evo£i~£Ie;: 


To «'ONOMA npOIONTOL» KOVIe; Yla olaAujJo TTpOC; tyxuoll EVOEiKVUTOI YIO Til 8Epamia 

Tfle; E~wvoaOKOjJEIOK~e; TTv£ujJovioe;, TTOU ocpEiAETOI OE Chlamydophila pneumoniae, 

Haemophilus influenzae. Legionella pneumophila, Moxarella catarrhalis. Mycoplasma 

pneumoniae. Staphylococcus aureus ~ Staphylococcus pneumoniae OE 008EVEie; TTOU 

OTTolTEiTOI tvoP~fl 8EpOTTEioe; EvOocpMf310. 

To «'ONOMA npOIONTOL» KOVIe; YIO OlaAujJo TTpOe; EYXUOIl EVOEiKVUTOI YIO Til 8EpanEio 

Tr)e; cpAEYjJOVWOoue; vooou Tile; TTutAou, TTOU ocpEiAoOI OE £uaio8llTO OTEMXIl 

jJIKPOOOPYOVI0tJUJV. OUIJTTEPIAolJf3oVOjJEVlJJV TWV ChlamydIa trachomatts. Neisseria 

gonorrhoea, Mycoplasma hominis, OE 008EV£ie; TTOU aTTOIT£iTOI tvoP~1l 8EpOTT£ioe; 
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2.3 Avn:vOEi~EI<;: 

To «'ONOMA npOrONT02:» OEV TTPETTEI va XOPflYEiTOI OE OOSEVEie; iJE UTTEPEUOIOSfloio 
OTflv O~ISPOiJUKfvfl, Hlv EPUSPOiJUKfvfl oE OTTOIOO~TTOTE aVTI!3loTIKo Tfle; oiJOoae; TWV 
iJaKpoAIOiwv ~ TWV KETOAIOiwv, ~ OE OTTOIOO~TTOTE OTTO TO EKooxa TTOU avocpEpoVTOI OTflv 
TTapoypacpo 1.2 CEKOOXO) 
H TOUTOXPOVrJ XOP~YflorJ iJaKpoAIOiwv iJE OI~oTTpfOfl OVTEVOEfKVUTOI. 

2.4 EIOIKt<; TTpoq>uAo~EI<; KOI TTpOEIOOTTOI~GEI<; KaTO HI XPrlGI1: 
rEVIKO 
OTTWe; KOI iJE TflV EPUSPOiJUKfVfl KOI TO oAllo iJOKPOAlOIO, EXOUV OVOCPEpSEf oTToviwe; 
oo!3apEe; oAllEPYIKEe; OVTlOpOOEIe;, TTOU OUiJTTEPLA.0iJ!3ovouv TO aYYEIOVEUPWTIKO oiorwo KOI 
TflV ovocpuAa~ia (onaviwe; SOVOTflCPOpOe;) MEpIKEe; ono aUTEe; Tie; OVTlOpOOEIe; TTOU 
TTpOEKUljJaV iJETO OTTO XOP~YrJOfl O~ISpOiJUKiVfle; Eixov we; onOTEAwiJO TrJV unOTpon~ TWV 
OUiJnTWiJOTWV, iJETO Tfl OlaKOTT~ Tfle; OUiJTTTWiJaTlK~e; SEpaTTEiae;. 2:E OUTEe; Tie; TTEPITTH_00EIe; 
aTTOITEfTOI iJEyaAuTEPIl TTEpioooe; TTopaKoAouSflOIle; KOI SEpOTTEioe;. 
ETTEIO~ TO ~TTOp EfvOI 11 KUPIO 006e; OTTEKKpIOIle; Tile; a~ISpoiJUKiVIle;, TTPETTEI va 
XPIlOliJonOIEiTOI iJE TTPOOOX~ OE OOSEVEie; iJE oo!3op~ rJTTOTIK~ vooo. 'Exouv avacpEpSEi iJE Til 
XP~OIl Trle; a~ISpoiJUKiVIle; TTEPIOTOTIKO KEpouvo!3oAou flTTOTiTIOOe; 11 oTToio ouvllTIKO iJTTOPEi 
va OOlly~oEI OE onEIAIlTIK~ YIO Til ~W~ 'lTTOTIK~ ovmopKElo (!3AETTE TTopaypocpo 48). Ga 
TTPETTEI va TTpoYiJOTOnOlflSouV TTopaKAIVIKEe; E~ETaoEIe; OE TTEPIOTOTIKO OTTOU EiJCPovi~oVTOI 
GrWEio KOI OUIJTTTwiJaTO flnOTIK~e; OuoAmoupyiae;, OTTWe; E~ooSEVloll OXUI~OIJEV'l iJE iKTEPO, 
OKOUPOXPWiJO oupo, OIiJOPPOYIK~ OIOSWIl ~ flTTOTIK~ EYKEcpoAoTTOSEIO 
2:E OOSEVEie; TTOU AOiJ!3ovouv TTOpaYWya Tile; EPUOI!3wooue; oAupae; (Ergot), EXEI 
TTopouOIaoTEi EPYOTIOiJOe; OTOV oUYXOPlly~8IlKOV OPIOjJEVO OVTl1310TlKO Tile; OiJOOOe; TWV 
iJOKpoAIOiwv Mv unopxouv OEOOiJEVO OOOV acpopo Trlv TTl80vOTIlTO aAllIlAEniOpoo'le; 
iJETO~U TWV TTOPOYWYWV Tile; EPUOI!3wooue; oAupoe; KOI a~ISpoiJuKivrJe;· Ev TOUTOIe;, AOyw Tile; 
SEWPIlTlK~e; TTlSOvOTIlTOe; EiJCPOVI0'le; EPYOTlOiJOU OEV TTPETTEI va ouyxoprWEiTOI 11 
O~ISpolJuKivll iJE TTapaywyo Tile; EpuOll3wooue; oAupae;. 
OTTWe; KOI iJE OTTOIOO~TTOTE aAllo OVTI!310TIKO, OUVIOTOTOI 11 TTopoKoAoUSllo'l TWV OOSEVWV 
YIO Tllv OVaTTTU~1l 0lliJEiwv ETTliJoAuVolle; ono iJll Euoio8'lTOUe; iJIKPOOPYOVIOiJOUe;, 
OUiJnEpIAoiJ!3aVOiJEVwV KOI TWV iJUK~TWV 
EXEI OVOCPEpSEi olappola nou oXETi~ETOI iJE TO TT08oyovo Clostridium difficile (CDAD) KOTa TrJ 
XP~ofl 0XEOOV oAwv TWV aVTliJlKpol3loKwV TTapoyovTWV, oUiJTTEpIAaiJ!3avOIJEVIle; Tile; 
a~ISpolJuKivrJe;, rJ oTToia EVotXETOI va TTOIKiAEI OE !3apuTIlTO, OTTO EAocppo OlaPPOIO we; 
SavOTllcpOpOe; KOAiTloa. H SEponEia IJE OVTliJIKpo!3laKoue; TTapayOVTEe; IJETa!3aAllEI Til 
cpuOIoAoYIK~ EVTEPIK~ XAwpioo, YEyovoe; TTOU OOIlYE[ OE UTTEpOVOTTTU~1l TOU C difficile. 
To C difficile TTapoYEI To~ivEe; A KOI B TTOU oUIJ!3aAllouv OTllv EIJCPoVloll CDAD 2:TEAEXIl C 
difficile TTOU TTopayouv oU~IlIJEVIl TTOOOTIlTO TO~IVWV au~ovouv Til VOOrJPOTrJTO Kal Til 
SVflTOTrJTO, KaSWe; aUTEe; 01 AOliJW~EIe; iJTTOPEi va E[VOI avSEKTIKEe; OTIlV OVTlIJIKp0I310K~ 
SEponEio KOI EVOEXETOI va OOIlY~OOUV OE KoA£KTOIJ~ To EVOEXOIJEVO CDAD TTPETTEI va 
E~UO~UOI OE oAoue; TOUe; aoSEVEie; TTOU TTOpOUOIO~OUV Oloppola iJETO oTT6 XP~oll 
avrI!310TlKWV. ETTiolle;, XPEIO~ETOI va AIlCP8Ei OVaAUTIKO IOTPIK6 IOTOPIK6 ECPOOOV EXEI 
avacpEpSEf OTI 11 CDAD iJTTOpEf va EiJ<POVIOTEi we; Kal Ouo IJ~VEe; iJErO Trl XOP~Ylloll 
OVTljJIKP01310KwV TTOPOYOVTWV 
Muo TrJV OPIOTIK~ Olayvwoll TrJe; ljJEUOOiJEiJl3pavwooue; KoAirIOOe;, TTPETTEI va EcpapiJOoTOuv 
SEPOTTEUTIKO iJETpa. EAocppEe; TTEPITTTWOEIe; ljJEUOOiJEiJ!3pavwOoue; KoAi"nooe; ouv~Swe; 
OVTOTTOKpivoVTOI iJE OIOKOTT~ Tile; SEpOTTEiac; 
2:E iJETpIEe; ~ !3apIEe; mpITTTWOEIe; So npETTEI va E~ETO~ETOI 11 avoYKIl xop~YrJalle; uypwv KOI 
IlflEK TpoAuTWV, oUlJnAIlPWjJOTlK~C; XOp~YllOfle; TTPWTElvwv Kal SEpanEio iJE OVTliJIKP01310KO 
cpapjJaKO, nou EivOi KAIVIKWC; LlTTOTEAWiJOT1KO UTi KOAiTiOoe; ocpEIAOiJEVIle; OTO Clostridium 
difficlle 
2:E aa8EvEic; iJE oo!3ap~ VECPPIK~ ovmopK£lo (GFR<10 ml/min) EXEI TTOPOTrJPfl8Ei OU~1l01l 
Tile; OUOTlliJOTIK~e; EKSWIle; OTIlV a~ISpo)JuKiVrJ KOTa 33% 
nopOTOoll Tile; KopOlaK~e; ETTovanoAw0rJe; Kal TOU OIOOT~)JOTOe; QT, 11 onoio TTpooOiOEI KivOuvo 
ovonTU~rJe; KapOlaKwv oppu8iJIWV KOI torsades de pOlntes (KoIAlaK~ TOXuKopOia OiKrJV 
pITTIOiou), EXOUV nopOTIlPIlSEi OE SEpaTTEia iJE aAAa jJaKpoAiola Eva TTOPOjJOIO OTToTEAwjJa 
bEV f-lnopEi va anOKflElOSEi TEAEiwe; )JE Tllv a~ISpoiJuKivfl OE 008EVEie; iJE OU~lliJEVO KivOUVQ 
TTOPOTETOiJEVrJe; Kop610K~e; EnovoTToAwOIle; (I3AETTE TTOpaypO<po 2 8 AVETTlaU~IlTE<; EvtpYEIE<;), 
UTOf.d:vwC; onomiTOI TTPOOOXil KOTel Til 8EpOTTEia, u'tv 
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• qJcpOVi~UE OUYYEV~ ~ TEKfJ'lPIWfJEV'l noporoorj TOU OIOOT~I-IOlOe; OT 
• Eni TOU nopovroe; A01-l130VETE SEpOnEio fJE oAAEe; OpOOTIKEe; OUOiEe;, 01 oTToiEe; 
EivOi YVWOTO OTI nopOlEivouv TO OIOOHWO OT, OTTWe; OVTIOPPUSfJlKO TO~'le; IA KOI 
III, OI~onpio'l KOI TEPCPEVOOivrj 
• nOpouOIO~UE 'lAEKTPOAuTIKEe; OIOlOpOXEe;, IOIOiTEPO OE nEpmTwOEIe; 
unoKoAlol fJ ioe; KOI unofJoyv 'l0i 01 1-1 ioe; 
• TTOOXUE OTTO KAIVIKci 0XETI(0I-lEVfl I3poOuKoPOio, KOpOIOK~ 0ppuSfJio ~ ool3op~ 
KOpOIOK~ OVETTcipKEIO 

2:E OOSEVEie;, 01 onoiol Ml-Il3ovov SEponEio I-IE O~ISpOI-IUKivfl, EXOUV OVOCPEpSEi E~OpO£l(; TWV 
oUI-iTITWl-lciTWV T'le; I-IUOoStvEIOe; gravis KOI vto EIJCPOVIO'l OUVOPOIJOU IJUOoStvEIOe;. 

EvoocpM[3lo xoprlYOOrj 
H oVOOUOTOOfl KOI fl opoiwof] Tfle; O(ISP0I-lUKivfle;, KOVEWe; YIO olciAul-lo npoe; EYXUOfl, 
TTptnEI vo npOYI-iOlonOIEiTOI KOla TIe; UTTOOEi~EIe; KOI VO XOPflYEiTOI we; EvoocpAE1310 tYXUOrj 
YIO XPOVO 0XI I-IIKpOTEPO TWV 60 AETITWV. 
To «'ONOMA npOfONTOL» OEV nptml va XOPflYEiTOI we; TOXEio Ecpcino~ EVOOcpAt1310 
EVEaf] ~ EVOol-lulK~ tVEafl. nptnEI vo OTTOCPEUYETOI fl XP~Ofl OUYKEVTPWOEWV OVW TWV 2,0 
mg/ml YIOli EVOEX0l-ltvwe; vo EfJCPOVIOTOUV TOTIlKte; OVTIOpcioEle; OTO ofllJEio Tfle; tYXuof]e;. 

2.4.2 	 HAIKIWfJEVOI 008EVEic; L'lEv onOiTEiTOI npoooPfJoy~ Tfle; ooooAoyioe; OTOUe; 
rjAIKIWI-IEVOUe; 008EVEie; ylO TOUe; oTToioue; OTTOITEiTOI vo Acil30uv SEPOTTEio 
o(18POIJUKivfle; 

2.4.3 	 KuooO H O~ISpofJuKivfl 80 TTptTTEI VO XPflOlfJOTTOIEiTOI KOTO Tfl olcipKEIO Tfle; 
KUflOfle; I-I0VO EOV EivOi oocpwe; OTTOpoiTflTf] 

2.4.4 	 ioAouxia: Onwe; noAM cpcipl-IOKa TO oTToia EKKpivoVTOI oro I-IflTPIKO yoAo, fl 
0~18pOfJUKivfl OE 80 nptnEI va XPfloll-ionolEiTOI ylO Tfl 8EPOTTEio YUVOIKWV nou 
SflM~ouv EKTOe; KOI EOV 0 IOlpOe; TIlOTEUEI OTI TO OUVflTIKO ocptAf] OIKOIOAoyouv 
TOUe; OUVflTIKOUe; KIVOUVOUe; YIO TO I3ptcpoe; 

2.4.5 	 nOiolci. H oocpoAElo KOI fl anoTEAwl-IOlIKOTrjTO Tfle; a~ISpol-luKivfle;, KOVEWe; ylO 
oloAufJo npoe; tyxuofl, OTf] 8EponEio AOlfJW~EWV OE nOiolci OEV txouv TEKfJ'lPIW8Ei 

2.4.6 	 Eniopoorj OTOV IKOVOTrjTO oOrlYrjOrjC;~IPIObJOU bJQXovwv To cpoPfJOKO OEV 
CPOiVETOI VO ETiiOpO OHlv IKOVOTflTO TOU 008EVOUe; Yla OO~YflOfl ~ TOV XEIPIOfJO 
IJflXovwv. 

2.5 	 AAAIlA£TT10paa£l~ 1-1£ aAAa cpaPl-laK£UTlKa TTpoY6vra KQI aAA£~ lJopcpi~ 
aAAIlA£TTlopaallC;: 

Antacids/AvTlo~lva 

LE CPOPI-IOKOKIVflTlK~ fJEAtTfl OHlv onoio E~uo08flKE 'l ETTiopOOfl Tfle; TOUTOXPOVfle; 
XOp~YflOf]e; aVTlO~IVWV KOI a~18pOIJUKivf]e;, OEV TTOpOlflP~8flKE miopoofl OTflv OAIK~ 
[3100108EOII-I0TflTO TOU OVTI[310TIKOU TTOPOTI 01 fJtYIOTEC; OUYKEVTpWOEIe; TOU OTOV opo TOU 
OifJOlOe; fJEIW8f]KOV KOTO npootYYIOfl 25% 2:E OOSEVEie; TTOU AOfJl3ovouv TTopoAAf]Ao 
o(ISp0l-luKivfl KOI OVTlO~IVO, TO cpoPl-laKO OEV TTptTTEI VO A01-l130VOVTOI TOUTOXPOVO 

Cetirizinel 2:ETlPI(ivQ 
2:E uYIEiC; ESEAoVTtC; f] oUYXOP~YflOf] TTEV8~fJEPOU 8EpOnEUTIKOU OX~I-IOTO<; TTOU 
mp1EMfJ13ovE o~18pOIJUKivfl KOI OETlPI~ivfl 20 mg OTfl oT08EPOTTOlflI-lEVf] KOlOOTOOfl OEV EiXE 
we; OTTOTtAwl-lo KOTTOIO CPOPI-lOKEUTlK~ oAAf]AETTiopOOfl ~ Of]fJOVTlK~ oAAoy~ OTO OIOOTfll-lO 
OT 

Dida nosine( Dideoxy inosine )/lIlOovooivQ 
H oUYXOP~Yf]Ofl 1200 mg O~18pOI-IUKivfle; f]I-IEpf]oiwe; fJE 400 mg Oloovooivf]e; f]fJEpflOiwe; OE 
6 OOSEVEie; 8ETlKOUe; OTOV HIV OEV CPOVf]KE va ETTflPEO~EI Tf] CPOPI-IOKOKIVflTlK~ Tf]e; 
OIOovooiVfle; OTfl OTOSEPOTTOIf]fJtVf] KOlOOTOOfl OE OUYKPIOfl fJE TO EIKOVIKO CPOPI-IOKO 

Dlqoxin/6lyo~ivO 

MEPIKO OVTI[310TlKa Tfle; OfJOOOe; TWV I-I0KpoAIOiwv tXEI ovocpEp8£i OT! ETTflPEC1~OUV, OE 
0PIOiJ£VOUe; 008EVEie;, TO I-IIKP0[310KO fJUo[3oAIOiJO Tfle; olyo~ivf]e; OTO tVTEPO LE 008EVEie; 
TTOU AOiJ[3ovouv TOUTOXPOVO O~18pOiJUKiv'l KOI olyo~iv'l, 0 OUVOlOHPO OU~'lOOC; TWV 
0UYKEVTPWOEWV Tfle; Olyo~ivfle; TTptTTEI va A0I-I(30VETOI UTTO\tJfl 
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Fluconazole/cDAoUKova(oM 

H ouyxoP~YflOfl I-lia~ E<pOTTa~ MOfl~ a(ISpol-luKivfl~ 1200 mg OEV I-lETE~aAE Tflv 

<papl-laKOKIVflTlK~ I-lia~ E<poTTa~ MOfle; <pAouKova(oAfl~ 800 mg H OUVOAIK~ TTOOOTflTO TOU 

<papl-l0KoU TTOU <p80VEI OTflv KUKAo<popia KOI °xpovoe; fll-ll(w~e; Tfl~ o(ISpol-luKivfl~ OEV 

I-lETOf3A~8flKav aTTo Tfl ouyxoP~Yflofl <pAouKova(oAfle;, OOTOOW TTapOIflP~8flKE I-lia I-lElWOfl 

OTfll-lEYIOTfl OUYKEVTPWOfl Tfl~ a(ISpol-luKivfl~ OTO TTMol-la, Cmax, (18%) fl oTToia OEV ~TOV 


KAIVIKO Ofll-laVTlK~ 


Indinavir/lvolva0ipn 

LUYXOP~YflOfl I-lia~ E<poTTa~ MOfl~ 1200 mg a(ISp0l-luKivfle; OEV EiXE OTOIIGTIKO OfllJaVTIK~ 


miopaofl GTflV <papl-laKOKIVflTIK~ 800 mg Ivolvaf3ipfle;, XOPflYOUI-lEVfle; TpEIe; <pOPE~ Tflv fll-lEPO 

yla 5 fll-ltPE~ Mv EivOi aTTapaiTflTrI fl npooapl-loy~ Tfle; MOfl~ Tfl~ a(18p0I-lUKivfle; OTOV 

oUYXOPflYEiTOI I-lE Ivolvaf3ipfl 


Methylprednisolone/MESuATTpEOVI(oAOvn 

LE I-lia IJEAETfl <paPlJaKOKIVflTIK~~ aAAflAmiopOOfle; OE uYIEi~ ESEAovTt~, fl a(ISp0l-luKivfl OEV 

TTPOKOAwE KOTTola Ofll-laVTlK~ IJETOf3oA~ GTflV <papl-laKOKIVflTlK~ Tfl~ I-lESuATTpEOVI(oA6vfl~. 


Midazolam/Mloa(oMwo 

H oUYXOP~YflOfl 500 mg a(18p0I-lUKivfle; fll-lEPfloiwe; ylO 3 fljJtPE~ OE uYIEie; E8EAovTt~ OEV 

EiXE we; aTToTtAwjJa KOTTola KAIVIKO ofljJavTIK~ aAAoy~ GTfl <pOpjJOKOKIVflTIK~ KOI Tfl 

<papjJaKooUval-JlK~ jJlae; E<poTTa~ MOfle; 15 mg I-lloa(oMjJfle; 


Nelfinavir/NEACjJlva0iQ.Q 

LUYXOP~YflOfl 1200 mg o(18pojJUKivfle; Kal vEA<plva~ipfl~ OE ora8EpOTTOlfll-lEVfl KOIoOrao'l 

(750 mg TpEIe; <pO pte; Tflv fljJtpa) EiXE we; anoTEAwjJa Tflv OU~flOfl TWV OUYKEVTPWOEWV Tfle; 

a(18pOIJUKivfl~ 6EV TTapOIflP~SflKOV KAIVIKW~ OflI-lOVTlKte; oVEmSujJflTEe; EvtpYEIE~ KOI fl 

TTpooapjJoy~ Trl~ MOfle; OEV EivOi OTTOpoiTflTfl 


BItab u ti n/E!.5P.Q1HTo UTiv n 

H oUYXOP~Yflofl a(ISp0l-luKivfle; I-lE pl<pal-lTTOUTivfl OEV mflptaoE Tie; OUYKEVTpWOEIe; TWV EV Aoyw 

<P0PjJOKWV OTOV opo TOU OiI-lOIOe; 

'EXEI rrapOTflpfl8Ei OUOETEpoTTEvia OE aoSEVEie; uno ouyxoPflYOUjJEVfl SEponEio 

o(ISpojJuKivfl~ KOI pl<paI-lTTOUTivfle; Av KOI 'l OUOETEpoTTEvia tXEI OUOXETIOTEi I-lE Ti) XP~Ofl T'le; 

pl<pa~.mouTivfle;, OEV tXEI TEKl-lflPIWSEi aITlOAoYIK~ ouoXtTlofl ylO TOV ouvouaojJo Tfl~ IJE Tflv 

a(ISpojJuKivfl (f3AETIE nopoypa<po 28 AVETIl8ujJflTE~ EVEPyme;) 


S ildenafillLIAvTEvaCjJiAn 

LE uYIEi~ OPPEVE~ ESEAoVTEe; OEV uTT~pxav EVOEi~EIe; miopaofl~ Tfl~ a(ISpojJuKivfl~ (500 mg 

fllJEPflOiw~ ylO 3 flIJEPE~) OTflv AUC Kal Tfl Cmax Tfl~ OIAvTEva<piAfle; ~ TOU KUPIOU 

jJETaf30AiTfl Tfle; 


Terfenad ine/TEPCPEvaoivn 

cDaPlJaKOKIVflT!KE~ IJEAETEe; 6EV EOEI~OV OTOIXEio KonolOe; aAAflAETTi6paofl~ ovojJwo GTflV 

a(ISpolJuKivfl Kal on)v TEP<PEV06ivfl. ·Exouv OVO<pEpSEi OTTOVIO nEploTOIIKO OTTOU I) mSavoTflTO 

oVTioTOIXfle; oAAflAETTiopaofle; OEV ~TOV OUVOIO va aTToKAEIOBEi EVTEAwC; napoAa aUTO, OEV UTT~P~E 


OUYKEKPljJEVrJ tVOEI~rJ OT! ouvt~rJ TETOla aAArJAmiopaofl. 


Theophylline/GEOCjJuAAivn 

Mv UTTOPXOUV EVOEi~EIC; KAIVIKO OflIJOVT!K~C; <papl-laKOKIV'lTIK~C; aAA'lAEniOpaofle; OTOV 'l 

o(ISpolJuKiv'l KOI fl SEO<puMivfl XOPflYOUVTOI TOUToxpova OE uYIEie; EBEAoVTEe; Ev TOUTOIe; fl 

oUYXOP~YflOfl SEO<puAAivfle; Kal lJoKpoAIOiwv tXEI OUOXETIOTEi IJE aU~fll-ltva miTTEoo 

BEOqJuAAivfle; OTOV opo O~ EK TOUTOU, OUVIOTOTOI rJ I-lETpflOfl TWV ETTmEowv 8EOqJuAAivflC; Eni 

ouyxoprW~Ofle; a(18p0I-lUKivfle; 


TnazolamlTpla(oM@ 

LE 14 uYIEiC; ESEAovTte;, il ouYXOPr'jYil0r] 500 mg o(ISpolJuKivr]e; T'lV 1r] r]~jtpo KOI 250 mg HI 

2il Iwtpa I-lE 0,125 mg TpIO(oMlJfle; T'l OEUTEPIl fll-ltpa OEV EiXE Olll-laVTlK~ miopaoil OE KOTTola 

cpoP)JOKOKlvIlTIKr'j )JETO!3AflT~ Tfle; Tpla(oAo[Jlle; OE oUYKPloll [JE TO EIKOVIKO cpOPI-lOKO. 
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Tri meth 0 p rim -S u Ifa meth oxazole/TQllJ EBoTT Q i lJ 0-2:0 uAcpa lJ EBoto?;OAO 
2:uVxoP~Vflofl TOU oTOBEPOU ouvouoolJOU TPllJEBoTTpilJfle;/00UAcpOlJE80~o(OAfle; (160 
mg/800 mg) [TTi 7 fllJEpEe;, lJo(i lJE 1200 mg O(IBPOlJUKivfle; Tflv 7fl fllJEPO, OEV EiXE 
OfllJOVTIKEe; ETTIOpOOEIe; OTle; lJEVIOTEe; OUVKEVTpWOEIe;, OTfl OUVOAIK~ TTOOOTflTO TOU 
CPOplJOKOU TTOU cpBOVEI OTflv KUKAOcpopio ~ OTflv OTTEKKPIOfl OTTO TO oupo EiTE Tfle; 
TPllJE80TTpilJfle; EiTE Tfle; OOUACPOlJE80~0(OAfle; 01 OUVKEVTpWOEIe; Tr)e; 0(18POlJUKivfle; OTOV 
opo ~TOV TTOpOlJOIEe; lJE OUTEC; TTOU EXOUV TTOPOTflPflBEi OE OAAEC; IJEMn:e;. 

Cisa pridel2:l(oTTQion 
H 0I(OTTpiOfllJETO[30Ai(ETOI OTO ~TTOp OTTO TO EV(UlJO CYP 3A4. ETTElo~ TO IJOKPOAiolO 
OVOOTEMouv TO EV(UlJO aUTO, fl oUVXPOVfl XOP~Vflofl Tfle; OI(OTTpfoflC; IJE TIC; OUOfEe; oUTte; 
IJTTOPEf va OU~~OEI TOV Kivouvo EIJCPOVIOfle; OIOTOPOXWV TOU KOPOIOKOU puBlJoU (TTOPOTOOfl 
TOU OIOOT~IJOTOe; OT, KOIAloKte; oppuBlJiEe;, TORSADE DE POINTES) L110 lOUTO va lJfl 
oUVXOPflVEiTOI fl OI(OTTpio fl lJE TO CPOplJOKO aUTO 

2.6 llo(JoAoyfa: 
H oUVIOTWlJEvll ooofl TOU «'ONOMA npOIONT02:» OE EV~AIKEe; VIO Tfl 8EPOTTEio TflC; 

EtwvOOOKOlJEIOKrjC; TTVEubJOvioe;, TTOU ocpEiAETOI OTOUe; EVOEIKVUOlJEVOUe; lJIKPOOPVOVIOlJOUe;, 

EivOi 500 mg EvoocpM[3iwe;, we; up OTTO~ fllJEP~0I0 MOfl, Via TOUAc'lXIOTov ouo fllJtpEe;. H 

EvoocpM[3lo 8EPOTTEio lJE O(IBPOlJUKfvfl TTptTTEI va ouvEXi(ETOI lJE BEPOTTEio OTTO lOU 

OTOlJOTOe;, we; Ecp OTTO~ fllJEPr'jOiO MOfl 500 mg, lJEXPI vo OAOKAllpwSEi OIOOTfllJO BEpomioe; 

7 EWe; 1 0 fllJE pwv 

H OUVIOTWIJEVfl MOfl TOU «'ONOMA npOfONT02:» OE EVr'jAIKEC; Via Tfl SEpomio Tfle; 

CQMYlJovwooue; VOOOU Toe; TTUEAOU, TTOU ocpEiMTOI OTOUe; EVOEIKVUOlJEVOUC; 

lJIKPOOPVOVIOIJOUe;, EivOi 500 mg EvoocpM!3iwe;, we; ECP OTTO~ fllJEPr'jOiO Mall, Via lJio r'j OUO 

fllJtPEC;. H EvoocpM!310 8EPOTTEfo IJE O(ISpolJuKivfl TTptml va OUVEXi(ETOI lJE SEPOTTEfo OTTO 

TOU OTOlJOTOe;, we; ECP OTTO~ f")lJEPr'jOiO MOfl 250 mg, lJEXPI va OAOKAflpwBEi oloOTlllJO 

8Epomioe; 7 fllJEPWV 0 KOTOMflAOe; xpovoe; oMovr'je; Tfle; SEpOTTEioe;, OTle; TTOPOTTOVW 

EVOEi~EIe;, OTTO EvoocpM[310 OE 8EPOTTEio OTTO TOU OTOlJOTOe; KpivETOI OTTO TO VIOTPO KOI 

OUlJcpwvo lJE Tflv KAIVIKr'j OVTOTTOKPIOfl TOU 008EVOUe; 


Tporroc; XPri(Jll<; KOI xoPriYIl(JIlC;: 

To «'ONOMA npOfONT02:» lJETO Tflv oVOOUOTOofl KOI Opoiwoll XPflOlIJOTTOIEiTOI lJOVO Via 

xoPr'jVflofl lJE EvoocpM1310 tvxuof") To «'ONOMA npOfONT02:» OEV TTpEml va XOPflVEiTOI 

we; TOXEio ECPOTTO~ EvoocpM[310 EVEOIl r'j EVOOIJUIK~ EVEOfl· 

H OUVKEVTpwofl TOU OIOAUlJOTOe; TTpOe; EVxuofl KOI 0 puBlJoe; tvxuolle; TTPETTEI va EivOi EiTE 1 

mg/ml OE OIOOTfllJO 3 wpwv, EiTE 2 mg/ml OE OIOOTfllJO lJioe; wpoe;. 

2:uVKEvTpWOEIe; > 2 mg/ml TTptTTEI va OTTOCPEUVOVTOI 

To TTEPIEXOIJEVO TOU CPIOAIOiou TTptTTEI va ovoouoTOBEi lJE 4,8 ml OTEipou UOOTOe; Via EvtOllJO 

(0(ISpolJuKivfl100 mg/ml). 110 Tfl XOPr'jVflofl, 0 OTTOITOUlJEVOe; 0VKOe; TOU OVOOUoTOStvToe; 

OIOMJlJOTOe; TTPOOTiBETOI OE tva OUlJl3OTO OIOAUlJO tvxuofle; WOTE va TTOptXEI OIOAUlJO 

O(ISpolJuKivlle; OuvKtvTpWCJf")e; OTTO 1,0 mg EWe; 2,0 mg/ml. To TTOPEVTEPIKO CPOPlJOKEUTIKO 

TTpoloVTO TTptrrEI va E~ETO(OVTOI OTTTIKO Via Tflv TTopouoio ~EVWV OWlJOTIOiWV TTplV Tfl 

XOP~Vflofl Av EivOi ElJCPOVr'je; fl TTopouoio ~EVWV oWlJOTloiwv oro ovoouoT08tv UVpo, TO 

OIOAUlJO TOU cpoPlJOKOU TTPETTEI VO oTToppiTTTETOI 

To ovoouoTOBtv OIOAUlJO lJTTOPEi va OPOIW8Ei lJE 

CDUOIOAOVIKO opo (0,9% XAWPIOUXO VOTpIO), 

Y:, <PUOIOAOVIKO opo (0,45% XAWPIOUXO VClTPIO), 

5% L'I.E~TPO(1l OE uowp, 

L110Au lJo Lactated Ringer's, 

5% L'l.E~TPO(1l OE Y, CDUOIOAoYIKO Opo (0,45% XAWPIOUXO vcnplo) lJE 20 mEq KCI, 5% 

L'I.E~TPO(fl OE OIOAUlJO Lactated Ringer's, 

5% L'l.E~TPO(fl oE 1/3 <PUOIOAOVIKO Opo (0,3% XAWPIOUXO VOTpIO), 

5% L'l.E~TPO(1l OE Y:, CDUOIOAOYIKO Opo (0,45% XAWPIOUXO VOTpIO). 

2:UVICJTOTOI, lJio Mall 500 mg O(ISpolJuKiVIle;, KOVEWe; VIO OIOAUlJO TTpOe; EVxuoll, OpOIWlJtvll 

OTTWC; TTEPIVPoCPIlKE rropoTTovW, va EVXUETOI OE XpOVIK~ TTEpiooo 0XI IJIKPOTEPIl TWV 60 

AETTTWV. 
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2.7 YTT£pooaoAoyio - AvnpnwTTlarr 
2:E nEpinTWOT] unEpooooAoyio<; onolTEiTOI fj ECPOPIJOy~ YEVIKWV OUlJnTWIJOTIKWV KOI 

unoOTfjplKTIKWV IJETPWV 8EponEioc;, ovaAoyo IJE TfjV nEpimwoll 

TfjA KEVTPOU llfjAfjTfjplaoEwv 210 77 93 777, A8~vo 


2.8 AV£TTl8ulJfJT£<; £VEPV£I£<;: 
o nopoKaTw nfvoKO<; mplEXEI TI<; oVEm8ulJfjTE<; EVEpym<; TTOU ElJcpoviOTfjKOV IJEOW Tfj<; 

ElJnElpio<; ana KAIVIKE<; IJEAETE<; KOI Tfj<; nopoKOAou8fjOIlC; TOU cpoPlJaKOU iJETa TfjV 

KUKAocpopfo TOU OTfjV ovopa, KOHl KOTfjvopfo 0PVOVIKOU OUOT~IJOTO<; KOI OUXVOTr)TO. 01 

oVEm8uW1TE<; Evtpym<; nou ElJcpovioTfjKOV IJETa Hlv KUKAocpopio TOU cpoPlJaKOU OTfjV oyopa 

OTToofooVTOI IJE nAOYlo vpalJlJOTO H KOTfWOpfo OUXVOH]TOC; ElJcpav1oll<; Opf(ETOI oUlJcpwvo 

IJE Hlv nOPOKaTW OUV8~KIT noAu OUXVE<; (~ 1Ii 0), LUXVE<; (~ 111 00, < 1Ii 0), OXI OUXVEC; 

(~1/1000, <1/100), LnaVIE<; (~1/10.000, <1/10000), noAu onavlE<; «1/10000), KOI Mil 

YVWOTt<; (o£v IJITOPOUV va EKTlIJfj80uv IJE i3aOfj TO 0108EOIIJ0 O£OOIJEVO) EVTO<; Ka8E 

KOTfjyopfo<; OUXVOTfjTO<; EIJCPavIOfj<;, 01 ovsm8uiJllTs<; svtpymc; nopmi8svTOI Kma cp8fvouoo 

oElpa 00I30POTfjTO<;_ 


AVEm8uiJfjTE<; Evtpymc; EVOSXOIJEVW<; ~ m8ovwc; 0XETI(OiJSVEC; IJs TfjV 0(18POIJUKivfj IJE 

l3aofj TfjV ElJn£lpio ana KAIVIKt<; IJSAETE<; KOI TfjV TTOPOKOAou81lofj TOU cpoPiJaKOU IJETa TfjV 

KUKAocpopio TOU OTfjV oyopa 


r--- - -- -------- - ---
KOTrlYopio 0pyovlKou 
LU~T~_____ _ 
t\OIIJW~EI<; KOI 
nopOOITWOSIC; 
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_____ _ _____________ _ 

_ _ __ __ __ __ ___ _______ 
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-1-- ------------------------.-::::-c:-:-- 
'liiOTOpoxtc; TOU 	 L'llaPPOIO, KOIAIOKO aAyoc" vourio, noAu ouxvtc, ----~J-l 
1 YOOTPEVTEPIKOU J:l.~rE~IQJJiJ_~_______________-:--___ 

EiJETO<;,OUonElpio ____u_ LUXVt<; -_=--=
Coorpi!'9o, OUOKOIAIOTr)TO ~ _ J2x1 ouxvtc, I 
nOVKpWTiTlOO, OUOXPWIJOTlOIJ0<; Mil yvwort<; 

1____________ ~~OOOC; _______ ~ ______ 
L'lIOTapaxtc, TOU ~naTOc, 
KGI TWV xoAflCP6pwv HnOTIK~ Awoupyio IJfl LnaVIE<; 

~Q!9AoyIK~___ ~ I 
HrraTlK~ aVETTopK£IO (~A£TTE Mfl YVWOTtc; I 

napaypocpo 24)**, rjnOTiT/('5o 
KEpouvoj36AoC;, rjnOTIK~ vtKPWOrj, 

__________________ iKTE 0 OAOOTOTIK_0--L-S______+-:=-_-,-__________ 

L'lIOTOpOXt<; TOU 6tPIJOTO<; ~av8lJjJo, KVIJOIJ~_________+_-L-UL>--X'VE-:C;"------
KOI TOU unoMplou 10TOU LUVOPOIJO Stevens-Johnson, 'OXIOUXVt<; 

aVTiopoOfl ana cpwTOEUaloBrlOfo, 
l_~~owoQ______________~______________ _ 

~__I~~~I~;;~~E~~~~KPO~~O~_____t-=M_rj_y_Vc-W_O_TE_'<; 

I 

L _______________ 
L'lIOTOpOXt<; TOU Ap8paAyio LUXVtC, 
IJUOOKEAETIKOU 
OUOT~IJOTOC; Kal TOU 
OUV6ETlKOU 10TOU 

[- L'lIOTOpaXt<;TWV-VEcppWV--- NECPPIK~ OVEnaPKEIO o~Eio, Mfl YVWOTt<; 
LKa,-!~v ~UR0J>92~", ~O.0",- _ ~i~6a 61~Esrr:L _ 

--------------~-

rEvlKtC, OIOTOPOXEC; Kor AAvoc, TflC; 8toflC, tVWflC,*, LUXVt<; 
KOTOOTaOEIC, TflC, 0000 CPAEYIJOV~ Tfl<; 8toflC, tVWflC,*, 
XOP~VflOflC, K0!l_WOIL__ 

GwpoKrKo aAvoc" oiOrjlJo, 'OXI ouxvtc; 
oi08r1l:J(~_!~5~!<~~~~qg8tvloJl ___ -+ _____~___ _ 

EpyaarflPlaKtc, Ap181J0<; AEIJCPOKUTTapWV LUXVtC, 
napalJETPOI 	 JJErWlJtvoc;, aprBlJo<; rjwolvocpiAwv 

au~rwtvoc;, 0/TTaV8POKIKa ailJOToc; 
IJElwlltVQ________________ + ____________ 
AonapTIK~ alJrVOTpaVOCPEpaOrj 'OXI ouxvt<; 
aU~rjlJtvfl, alJlvOrpovoCPEpaOfl TrjC, 
aAovivflC; aU~fl iJtvfl, xoAEpu8pivfl 
aiIJOTOC; aU~fllJtvrj, oupia ailJOToc; 
aU~rjlJtvfl, KpWTlvivrj oiIJOTO<; 

auc,rjlJtvrj, KoAIO afIJOTO<; IJfl ~J 
'=!QI{)AoYI KcL__ 

HAEKTPOKOPOIOVPOCPfliJa, Mrj YVWOTtC; 
OIOOTrjlJa OT nOpOTETOIJEVO 

_____~_JJ?,\tTIT nap~o 2c±)_______________ 

* IJOVO ylO Tflv KOVI yla 61aAuJJo npoc, tYXUOfl 

** fl oTToia oTToviwc, KOTtAfl~E OE 8aVOTO 


2.9 	 TI TTptnEI va VVWpf(EI 0 a08Ev~<; OE nEpinTwofl nou napaAEiLjJEI va mjpEI KanOrO 
MOfl 
Eav nptnEI va AalJj3aVETE TO cpapiJaKO OE KaVOVIKO XPOVIKa 6IaOT~IJOTa KOI 
napaAEiLjJETE lJia 6oOfl, 8a nptTTEI va TTaPETE Tfl MOfl aUT~ TO TOXUTEPO 6UVOTOV 
Eav, EV TOUTOIC;, nAflO/a(EI fl wpa Via TrjV ETTOiJEVfl MOrj IJfl AOj3ETE Trj MOfl nou 
napaAEiLjJOTE, aAAa OUVEXiOTE KOVOVIKO Tfl 8EpanEio 

2.10 	 HIJEpotJIlvia Ar1~Il<; TOU rrpof6vTOC;: 
AVaVpaCPETa/ OTflV E~wTEPIKri KOI EOWTEPIKri OUOKEuooio_ 
2:E m:pinTWOrj nou 'l 'lIJEPoJJ'lvio OUT~ tXEI naptASEI fJ'lv TO xp'lOlIJOnOI~OETE 

2,11 	 IOlOiTEPE<; rrpoq>uAa~EI<; Yla Til q>uAa~'1 TOU rrpo'iovTO<;: 
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3. 	 nJ\HPO<l>OPIEL riA THN OP00J\orIKH XPHLH TON <l>APMAKON 

- To CPOPiJOKO aUTO OOe; TO typoqJE 0 ylOTpoe; OOe; iJOVO YIO TO OUYKEKPliJtvO 

IOTPIKO Ooe; npol3AlliJO. !:lEV SO nptml va TO OiVETE OE aMo aTOIJO ~ va TO 

XPIlOlIJOnOIEiTE YIO KanOIO oMIl noSlloll, xwpie; npOIlYOUiJtvwe; va tXErE 

OUIJ130UAEUTEi TO YIOlPO OOe; 

- Eav KOTO Til OIOPKEIO Tile; SEpomioe; EIJCPOVIOTEi KonOIO npol3AlllJO IJE TO 

cpapIJOKO, EVIlIJEPWOTE OlJtowe; TO YIOTPO 001; ~ TO CPOPiJOKOnOIO OOe;. 

- Eav tXErE OTTOIoo~nOTE EPWTIlIJOTIKO yupw OTTO Tie; TTAIlPOcpopiEe; nou ocpopOUV 

TO CPOplJOKO TTOU AOiJ130VETE ~ XPEIO(WTE KOAuTEPIl Evrwtpwoll YIO TO IOTPIKO ooe; 

TTpo13AlllJO IJIl OIOTOOETE va (IlT~OETE TIe; TTAIlPocpopiEe; OUTte; ana TO YIOTPO OOe; ~ 


TO CPOPiJOKOnOIO OOe; 

- ria va EivOi onOTEAwlJOTIKO KOI oocpoMe; TO CPOPIJOKO nou ooe; XOPlly~SIlKE So 

nptTTEI va AOIJ130VETOI OUiJcpWVO IJE Tie; OOllyiEe; TTOU OOe; OOSIlKOV. 

- ria TIlV oocpaMlo ooe; KOI Tllv uYEio ooe; £iVOI onopoiTIlTo va OIOl3ooETE IJE 

TTPOOOX~ KOSE nAIlPocpopio TTOU ocpopo TO CPOPIJOKO TTOU ooe; XOPlly~SIlKE 


- No IJIl OIOTIlPEiTE TO CPOplJOKO OE EplJOPIO TOU AOUTPOU, YIOli 11 (toTIl KOI 11 

uypooio IJnopEi va oMolwoouv TO CPOPIJOKO KOI va TO KOTOOT~OOUV ETIl13Aol3te; 

YIO TIlV uYEio Ooe; 

- No IJllv KpOTaTE CPOpiJOKO TTOU OEV TO XPEIOC;WTE TTMov ~ nou ~Oll txouv A~~EI. 


- ria IJEyoAuTEPIl oocpoAElo CPUA6~TE oAo TO cpaplJOKO OE oocpoMe; iJtpOe; IJOKpla 

OTTO TO nOiola. 


4. 	 TPOnOL ~IA0ELHL 
To CPOplJOKO aUTO XOPIlYEiTOI iJOVO IJE IOTPIKIl OUVTOy~ 

7. H nEpiAllqJll XopoKTIlPloTIKwv TOU npOIOVTOe; TTOU TTEPltXOUV OPOOTIKO OUOTOTIKO AZITHROMYCIN 
yra Tie; fJop<pte; - TTEprEKTIKOTrITEe;: ETTlKOAufJfJtvo fJE AETTTO UfJtvlO olaKio 250MGITAB & 
500MG/TAB, KmvoKlo, aKA'lPO 250MG/CAP & Kovle; Yia TTOO"lfJO EVOIWP'lfJO 200MG/5ML opi(uol 
we; E~~e; 

nEPIJ\H\vH TON XAPAKTHPILTIKON TOY npOIONTOL 

1. ONOMALIA TOY <l>APMAKEYTIKOY npo"loNTOL 

2. nOIOTIKH KAI nOLOTIKH LYN0EI:H 
250 mg KOqJOKIO oKAllpa OIUOPIK~ o(ISpolJuKivll 1000uvoIJil IJE 250 mg o(ISpoiJuKiVIle; ova 
KOqJOKIO 
KoVl(; ylO TTOOlIJO EVOIWPIlIJO: OIUOPIK~ o(ISpolJuKiVIl 209,64 mg 1000UVOIJilIJE 200 mg/5ml 
o(ISpoiJuKiVIle; 
250mg ETTIKOAulJlJtvo IJE AETTTO UIJtvio oloKio OIUOPIK~ o(ISpoiJuKiVIl 1000UVOIJilIJE 250mg 
o(ISpolJuKiVIlC; avo oloKio. 
500mg ETTIKOAulJlJtvo IJE AEnTo UiJtVIO oloKio OIUOPIK~ o(ISpolJuKivll 1000UVOIJilIJE 500mg 
o(18polJuKivllC; avo oloKio. 
110 TOV TTA~PIl KOTOAoyo TWV EKOOXWV, 13A TTopaypocpo 6.1. 

3. <J>APMAKOTEXNIKH MOP<l>H 
KOqJOKIO, oKAIlPO 
KoVl<:; Ylo TTOOlIJO EVOIwPlllJO 
ETTIKOAulJlJtvo IJE AETTTO UIJEVIO oloKio. 

4. KJ\INIKEI: nJ\HPO<l>OPIEL 

58 



t,.t,YEn-E.4250-13/2 
(24a) 

4.1 0EPOTTEUTIK£<; EvOEi~EI<; 


EVOEiKVUTOI Y'O HI SEPOTTEio ~TTlWV twe; IJtTpIOe; j30pUH1TOe; AOIIJW~£WV TOU OVOTTVEUOTIKOU 

OUaT~I-lOlOe; TTPOKOAoul-lEVWV OTT6 EUoioSilTO OTEAtxrlI-lIKPOOPYOVIOIJWV, 6TTWe; 01: 

/lOlpW(EJ(; TOU KaTWTEpou aVaTTVWOTIKOU (6rav EXEI aTTollovwfJ£f r'J m9avoAoy£fTaI 
TTa90y6vo, wafo9rJTO in vitro OTrJV a(19popUKfvrJ): 
O~EiEe; j3oKHIPloKte; £~OpO£Ie; xP6v10e; j3poYXiTlooe; O<pEIAOI-l£VEe; OE Haemophilus influenzae, 
Moraxella cata rrh a lis , Haemophilus parainfluenzae ~ Streptococcus pneumoniae. 
nv£ul-l0vio oTT6 TIlv KOIV6TIlTO TTOU o<pEiA£TOI OE Chlamydophila pneumoniae, Haemophilus 
influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumoniae ~ 
Streptococcus pneumoniae. (Via TrJV TTvwpovfa (3MTT£ ol7ll£iwol7 OTO T[Aor:; TI7r:; 
TTapaypacpou) 
/lOlpW(Elr:; TOU aVWT£poU aVaTTVWOTIKOU . 
O~Eio j30KTilPIOK~ TTOPOPPIVOKOATTiTiOO TTOU o<pEiAETOI OE Haemophilus influenzae, 
Moraxella catarrhalis , Streptococcus pneumoniae. 
GloPuyyoOl-luyooAiTioo TTOU o<pEiAETOI OE Streptococcus pyogenes. 
EIOIKO, OHlv OTPETTTOKOKKIK~ 0l-luyooAiTioo TTptTTEI VO XPilOiI-lOTTOI£iTOI we; EvoAAoKTIK~ 
SEPOTTEio, O£ ooS£v£ie; OTOUe; oTToioue; OEV I-lTTop£i vo XOPilYIlS£i 11 S£POTTEio TTpWTIle; 
EKAoy~e;. H TT£vlKIAAivil EivOi TO OuvilSEe; <pOPI-lOKO EKAoy~e; ylO Til SEPOTT£io Tile; 
<POPUYYOOl-luyooAiTiooe; TTOU o<p£iAETOI OTOV Streptococcus pyogenes, TT£pIAOI-lj3ov6I-lEVIle; 
KOI Tile; TTpo<puM~Ewe; OTT6 TOV PEUI-lOlIK6 TTUpET6. H Ol;ISp0I-lUKiVil EivOI YEVIKO 
OTTOTEAWI-lOlIK~ ylO TIlV EKpil;wOll TWV OTPETTT6KOKKWV OTT6 TOV OT0I-lOlO<p0PUYYO, oAM O£v 
UTTOPXOUV £TTi TOU TTop6vTOe; OEOOl-ltvo TTOU va KOlOXUPWVOUV TIlv OTTOT£AWI-lOlIK6TIlTO Tile; 
Ol;ISp0l-luKiVIle; OTIlV TTpo<puAO~Il OTT6 TOV PEUI-lOTIK6 TTUpETO. 
EVOEiKVUTOI ETTiOlle; Y'O Til SEPOTT£io TWV AOII-lW~EWV TOU otpl-lOlOe; KOI TWV I-l0AOKWV I-lopiwv 
KOI Tile; I-ltOlle; WTiTiOoe; 
l:Tle; oE~ouoAIKWe; I-lETOOI06I-lEVEe; v6ooue; OTOV aVO pO KOI OTil yuvOiKO Il Ol;ISp0l-luKivil 
EVOEiKVUTOI Y'O Til SEpomio TWV I-lll ETTITTAEYI-ltvwv AOII-lW~EWV TOU Y£VVilTIKOU OUaT~I-lOTOe; 
TWV O<pEIAOl-ltvwv OE Chlamydia trachomatis. H Ol;ISP0I-lUKivil Evo£iKVUTOI, £TTiolle;, Y'O Til 
SEPOTTEio TOU I-l0AOKOU tAKOUe; TTOU o<pEiAETOI OTOV Haemophilus ducreyi OTOUe; OVOp£e;. 
1\6yw TOU I-lIKPOU 0PISI-l0U YUVOIKWV TTOU tAoj3ov I-ltpoe; OTle; KAIVIKte; IJ£AtT£e;, Il 
OTTOT£AWI-lOTlK6TIlTO Tile; Ol;ISPOIJUKiVIle; OTIlV S£POTTEio TOU I-l0AOKOU tAKOUe; OTIe; yuvoiKEe; 
OEV tXEI T£Kl-lllPlwS£i ETTOpKWe; ETTiolle;, Il Ol;ISP0I-lUKiVil EVOEiKVUTOI ylO Til SEPOTTEiO TWV I-lll 
ETTITTAEYI-ltvwv AOII-lW~£WV TOU YEVVllTiKOU OUaT~I-lOlOe; TTOU o<p£iAoVTOI O£ I-lll TToAuOVSEKTIKci 
OTEAtxrl Tile; Neisseria gonorrhoeae. l:Tle; TTEPITTTWOEIe; oUTte; So TTptTTEI va OTTOKAEIOSOUV 
OUVUTTOpxOUO£e; AOII-lW~EIe; O<pEIAOI-lEV£e; aTO Treponema pallidum. 
l:HMEIOl:H: H Ol;ISP0I-lUKivil OEV TTptTT£1 va XPilOiI-lOTTOIEiTOI OE ooS£v£ie; I-lE TTVEUIJOvio, 01 
oTToiol KpivoVTOI OKOlOMilAol Y'O E~WVOOOKOI-lEIOK~ SEPOTT£io, oTT6 TOU oT6I-lOlOe;, E~ olTioe; 
I-lETpiou j3oSl-lou ~ j3opEiae; Aoil-lw~Ile; ~ AOyw UTTOp~Ile; OTTOIOUO~TTOT£ oTT6 TOUe; oK6AouSoue; 
TTOPOYOVTEe; KIVOUVOU: 
• 	 OOSEVEie; TTpooj3AIlStvT£e; oTT6 EVOOVOOOK0I-l£IOKO TTOSOYovo 
• OOSEVEie; I-lE YVWaT~ ~ TTlSovoAoyoUI-l£VIlI-lIKP0j3101I-lio 
• ooS£vEie; OTTOITOUVTEe; EIOOYWY~ OE VOOOKOI-lEio 
• 	 IlAIKIWl-ltVOI ~ E~OOSEvill-ltvol ooS£v£ie; ~ 
• 	 ooS£vEie; I-l£ OUVUTTOPXOVTO 0lll-l0VTIKO TTpoj3A~I-lOlO uYEioe; TO oTToio IJTTOPEi va 

ETTIlP£ooouv TIlv IKOVOTilTO oVTiopoo~e; TOUe; TTpOe; Til v600 (TT£pIAOI-lj3oVOl-ltvwv Tile; 
OVOOOKOlOOTOA~e; ~ Tile; AEITOUpYIK~e; oOTTAilVioe;). 

ria Til S£POTTEio Tile; TTVEUI-lovioe; OTT6 Til KOlv6TIlTO XPilOlI-l0TTOIOUVTOI ouv~Swe; oUVOuool-loi 

OVTlj310TIKWV (Kupiwe; j3-AOKTOl-lil I-lE I-l0KpoAioll)· l:E KOSE mpimwoll TTptTTEI va A0I-lj3ovOVTOI 

uTT6LVil 01 £SvIKte; KOlEUSUVT~pIEe; oOllyi£e; YIO Til S£POTTEiO Tile; TTVEUI-l0vioe; OTT6 TIlV 

KOIV6TIlTO. 


4.2 {).oooAoyio KOI TPOTTOC; XOPrlYlloll<; 

H Ol;ISpOI-lUKivr] TTptml va XOprlYEiTOI I-lio <popo TIlv Ill-ltpO. H XPOVIKrl mpioOoe; xop~yrJOIle; 


TWV 060EWV ovoAOywe; TOU Eiooue; Tr]e; Aoil-lw~Ile; OiV£TOI TTOpOKOTW. 

H XOP~YIlOr] TOU KOLVOKiou Ol-ltowe; I-lETO oTT6 KOVOVIK6 YEUIJO 1-l£IWV£1 Til j3looI0SWI1-l6TIlTO 

TOU TOuAciXIOTOV KOla 50% Oe; EK TOUTOU, KOSE MOil TOU <P0PI-l0KOU TTptTTEI va AOI-lj3ovETOI 

TOuMXloTOv 1 wpo TTpO ~ 2 WpEe; IJETO Tr] ArlLVr] TpO<p~e;. 


To ETTIKOAulJIJtvo IJE AEmo UIJtVIO oloKio KOI Il K6vle; ylO TT601IJO EVOIWPilIJO 0l;18poIJUKivr]e; 

Eivol ouvOT6v va AOIJj30VOVTOI IJol;i ~ OVE~OPTilTO oTT6 TIlv TpO<Prl· 
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(24a) 

Xprjao aE EvrjAIKEC: KOI Ecprj(30UC: (> 12 ETWV) 
ria H] 8f.POTTEio aE~ouoAIKWe; ~ETOOIOOIJEVWV voawv, npoKoAouIJtvwv OTTO TO Chlamydia 
trachomatis, Haemophilus ducreyi ~ f.uoia80TO aTf.Mxo HIe; NeIsseria gonorrhoeae, 0 
Mao TOU cpop~aKou EivOi 1000 mg Ao~~ovoIJtvo we; Ecpano~ MaO ano TO aTOIJO 
ria OAEe; ne; aAMe; EVOEi~EIe; aTle; onoiEe; XOPOYEiTOI 0 ono TOU aTo~OToe; IJOpCp~, 0 auvoAIK~ 
Mao EivOi 1500 mg XOPOYOU~EVO af. O~Ep~OIf.e; 06aEIe; TWV 500 mg £TTi TpEIe; o~tpEe;. 2:ov 
EvoAAoKTIK~ 8EPOTTEio, 0 iOlo auvoAIK~ Mao TOU cpop~aKou ~nopEi vo XOPOYOSEi aE 
OIOaTOIJO 5 OfJEPwv. 500 mg XOPOYOUVTOI TOV npwTO OlJtpo Toe; SEpOTTEioe; KOI KOTOTTIV 
XOPOYEiTOI O~EP~OIO Mao 250 mg ana TO 20 we; KOI TOV 50 OfJtpo. 

nOiOla 
H IJtYlaTO TTpOTElVOIJEVO 000'0 YIO OTToloo~nOTE 8EponEio af. nOiOla f.ivOi 1500 mg. 
rf.VIKO 0 auvoAIK~ 000'0 aE TTOiOla EivOI 30 mg/kg ria TO SEponEio Toe; aTpEnTOKOKKIK~C; 
cpopuyyiTiooc; TTptnEI va oKoAou8EiTOI OIOCPOPETIKO ooaoAoYIKO ax~~o OTTWe; nEpIypoCPETOI 
TTlO KaTw af. ~ExwplaT~ nopoypocpo. 
H auvoAIK~ 000'0 TWV 30 mg/kg TTptnEI va xopOYEiTOI we; ~io O~EP~OIO Mao TWV 10mg/kg 
YIO 3 OIJtpEe;. EvoAAoKTIKO 0 iOlo Mao TOU CPOp~OKOU IJnopEi va XOPOY08Ei YIO 5 o~tpEe; 
aov ~io Mao TWV 10mg/kg TOV TTPWTO OIJtpO KOI 5 mg/kg TIe; O~tPEC; 2-5 
EvoAAoKTIKa Toe; noponovw ooaoAoyioe;, YIO TO 8EPOTTEio TWV TTOIOIWV ~E o~Eio ~tao 
WTiTiOO ~nopEi va xoPOY08f.i ~io ECPOTTO~ Mao TWV 30 mg/kg 
110 H) aTpf.nTOKOKKIKrj cpopuyyiTioo aTO TTOIOIO 0 a~18pOlJUKivO OTOV XOPOYEiTOI we; IJio 
OIJEP~OIO Mao TWV 1 Omg/kg ~ 20mg/kg YIO 3 O~tPEC; tXEI OTTOOf.IX8Ei OTI EivOi 
OTTOTEAwIJOTIK~ EVTOUTOIC; 0 O~EP~OIO Mao OEV TTptTTEI vo ~£TTEpoaEI TO 500 mg 2:E 
KAlviKte; IJEMTEe; nou aUYKpivouv TO ouo OoaoAoYIKO ax~~OTo, TTOPOTOp~80KE nopoIJolO 
KAIVIK~ OTTOTEAw]JOTIKOTOTO, aAM 0 ~OKTOPIOAoYIK~ EKpi~wao ~TOV E]J<pOVWC; ]JEyoAuTEPO 
IJE O]Jf.P~OIO Mao 20mg/kg EVTOUTOIC; 0 TTEVIKIAivO EivOi TO auvOS£(; cpapIJOKO EKAoy~e; YIO 
TOV SEponEio Toe; cpOpuyyiTIOoe; nou o<pEiMTOI aTOV Streptococcus 
pyogenes,au]JnEpIAo]J~ovo]Jtvoe; KOI Toe; npocpuAc'l~oe; ono TO PEU]JOTIKO nupETO. 

110 TTOIOIO TTOU ~uyi~ouv AlyOTEpO ono 15 kg , 0 noaoTOTO TOU XOPOYOUIJEVOU 
EVOIWp~]JOTOe; o~ISpo~uKivOC; nptTTEI va ]JETP08Ei IJE TO IJtYlaTO OUVOT~ OKpi~EIO. riO nOiOIO 
nou ~uyi~ouv 15 kg ~ TTEplaaoTEpo, TO EVOIWPOIJO 0~18pOIJUKivOC; 80 TTptTTEI va XOPOY08Ei 
aUIJ<pwvo IJE TOV nopoKoTW TTivOKO 

ENAIOPHMA AZI0POMYKINH~ ~UVOAIKr] 8rpOrrrUTlKI) aoa!] 30mg/kg -- -IBapoc; 	 MtyrOoc; 

(kg) 	 (jHaAIlc;(mg}Aywy~ 3 (TpIWV) IltJEpwv Aywy~ 5 (rrtvTr) rllJrpWV 
I 

< 15 	 10 mg/kg ~IO cpopa OIJEPoaiwc; 

TIC; o~EpEe; 1-3 
 600 I 

15-25 	 200 mg (5 ml) ]JIO cpopo 

O~EPoaiwc; TIC; O~tPEC; 1-3. 
 600 

26-35 	 300 mg (75 ml) IJIO <popa 

OIJEPoaiwc; TIe; OfJtPEC; 1-3. 
 900 

36-45 	 400 mg (10 ml) IJIO <popa 

OIJEPoaiwe; TIC; OlJtpEe; 1-3 
 1200 

~-----~------------+-~~-~~L-=--_>-:-4_5---:c 1'10aoAoyio EvOAiKWV _______________-'-___150_0_ 


To oloKio 0~18pOfJUKivOC; TTptTTEI VO XOPOYOUVTOI IJOVO aE TTOiOlcl TO onoio ~uyi~ouv 


TTEp,aooTEpo OTTO 45 kg. 


HAIKIWblEVOI oaSEvEic: 

I'1Ev OnOlTEiTOI npoaop~oy~ TOC; OoaoAoyioe; aroue; OAIKIWIJEVOUC; oaSEvEie; Yla TOUe; OTToiouC; 

onolTEiTOI va Aa~ouv SEponEio 0~18pOIJUKivOe; ((3MTTE rropaypocpo 52 <l>apl-laKOKIV!]TIK£C; 

IOH)TrlTEC;) 
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t1t1 YEn-E.4250-\3/2 
(24(1) 

Ao8EVEi<; iJE VUPPIKQ OVETTOPKEIO 

6EV OUVIOTOTOI TTPOOOp~oV~ Hl~ ooooAoyio~ OE 008EVEie; ~E ~mo EWe; ~ETPIO VE<PPIK~ 


oVEnopKElo (GFR 10-80 mllmin) npEITEI va Aa~[3ovovTOI TTpOcpuAa~EIe; 6TOV 11 o(ISpojJuKivll 

xopr]YEiTOI OE 008EVEie; ~E oo[3oPrl VEcpp1Krl OVETTOPKEIO (GFR <10 ml/min) (BMITE 

napoypo<poue; 4.4 EIOIK£C; TTPO£IOOTTOllio£lC; KOI TTpo<puAa~£I(; KOTa HI XPrl0ll KOI 5.2 

<P0PJ.lOKOKIVIlTIK£C; 1()IOTIlHC;) 


AOSEVEic; ~E OTTOTlKQ OVETTOPKEIO 

6EV XPEIO(ETOI TTPOOOPjJoyr'j Tr]e; ooooAoyioe; OE OOSEVEie; jJE r'jmo EWe; ~tTPIO IlTTOTIK~ 


OVETTOPKEIO. H o(ISpojJuKiVIl TTptTTEI va XOPIlYEiTOI ~E TTPOOOX~ OE OOSEVEie; IJE cro[3op~ 


r]TTOTIK~ OVETTOPKEIO (f3MnE TTOPOYP0<po 4.4 EIOIK£C; TTPO£IOOlTOlrl0£IC; KOI TTpo<puAa~£IC; 


KOHl HI XPrl0ll) 


4.3 AVHvo£i~£IC; 

H Xpr'jor] TOU TTpo16vTOe; OVTEVOEiKVUTOI OE OOSEVEie; jJE uTTEPEUOIoSlloio OTllv o(18pojJuKivll, 

Tllv Epu8pojJUKivr], OE OTTOIOO~TTOTE OVTI[310TIK6 Tile; OjJOOoe; TWV IJOKpOAIOiwv ~ TWV 

KETO,\IOiwv, r'j OE OTTOIOOr'jTTOTE ono TO tKOOXO TTOU OVOcptPOVTOI OTr]V nopoypocpo 6.1 

(KOToAoyoe; EK06xwv). 

H TOUT6XPovr] xoPr'jYlloll jJoKpoAIOiwv jJE OI(oTTpiOIl OVTEVOEiKVUTOI. 


4.4 EIOIK£C; rrpO£IOOlTOIrlO£IC; KOI TTpo<puACi~£I(; KOTa Til XPrl0ll 
OTTWe; KOI jJE Hlv EpUSpOjJu Kivr] KOI TO oMo ~oKpo'\iOIO, EXOUV ovocpEp8Ei oTToviwe; 
oo[3opte; oAMpYIKEe; OVTIOpOOEIe;, nou OUIJITEpIAOIJ[3ovouv TO 0YYElooiOlljJO KOI Tllv 
ovocpuAo~io (oTToviwe; ~olpoio) MEpIKte; OTTO oUTte; Tie; OVTlOpOOEIe; TTOU TTpotKUlJ.l0V ~ETO 
ana XOPr'jYIlOIl o(ISpojJuKiVIle; Eixov we; OTTOTtAwjJo Tllv EjJcpoV101l UTTOTPOTTlO(OVTWV 
OUIJTTTWIJOTWV TO OTToio onOlTOuoov ~EyoAuTEPIl TTEpiooo TTopoKo,\OuSIlOIle; KOI 8EpOTTEioe; 
Emlor'j TO r'jTTOP EivOi 11 KUPIO oooe; ontKKplOIle; Trje; o(ISpojJuKivlle;, TTptnEI va 
XPIlOl~OTTOIEiTOI ~E TTPOOOXr'j OE OOSEVEie; ~E oo[3opr'j IlTTOTIKr'j VOOo. 'Exouv OVOCPEpSEf ~E Til 
XP~OIl Tile; o(18po~uKivlle; TTEPIOTOTIKO KEPOuvo[3oAOU IlTTOTiTIOOe; 11 OTToio iSuVIlTIKO IJTTOPEi 
va oOllyr'joEI OE OTTEIAIlTlKr'j YIO Til (wr'j IlnOTIKr'j OVETTOPKEIO (f3AtITE TTOPOYPOcpo 4.8) LE 
008EVEie; nou E~<povi(ouv oll~Eio KOI OUiJTTTWiJOTO IlTTOTlK~e; iSuoAEITouPyioe;, OTTWe; 
E~ooStvloll, iKTEPO, OKOUPOXPWiJO oupo, OIIJOPPOYIKr'j OIOSWIl r'j IlTTOTlKr'j EYKEcpoAoTTOSEIO 
TTPETTEI va yivovTOI 01 OVOAOYEe; EPYOOTIlPloKte; E~ETOOEIe; EMyxou Tile; IlTTOTlKr'je; '\ElToupyioe;. 
LE OOSEVEie; TTOU AOjJ[3ovouv TTOPOYWYO Tile; EPUOI[3wiSoue; Mupoe; (Ergot), tXEI 
TTOPOUOIOOTEi EPYOTIOjJOe; OTOV oUYXOPllyr'jSrjKOV OPIOiJtVO OVTI!310TIKO Tile; OjJOOoe; TWV 
iJOKpoAIOiwv. 6EV UTTOPXOUV OEOOjJtvO OOOV ocpopo TIlV TTlSOVOTIlTO oMIlAETTiiSpoOIle; 
IJETO~U TWV TTOPOYWYwv TIl~ EpuOI[3wooue; oAupo~ KOI o(ISpo~uKivlle; Ev TOUTOIe;, A6yw Tile; 
SEWPIlTlKr'je; mSovoTIlTOe; EjJcpavlOIle; EPYOTIOiJOU OEV npEITEI va ouyxoPIlYEiTOI 11 
o(ISpoiJuKivr] IJE TTOpayWYo Tile; EpUOI[3wooue; oAupoe;. 
Onwe; KOI iJE OTTOIOOr'jTTOTE oMo ov-rl[310TlKO, OUVIOTOTOI 11 TTopoKo,\oUSIl0rj TWV OOSEVWV 
YIO Tllv OVaTTTU~1l OIl~Eiwv ETTllJoAuVOIle; OTTO IJIl Euoio8llTOUe; iJIKPOOPYOVIOIJOUe;, 
oUjJnEpl,\ojJ!3oVojJtvwv KOI TWV iJUKr'jTWV 
'EXEI OVO<pEpSEi OlaPPOIO TTOU 0XETi(uOI IJE TO TTOSOYovo Clostridium difficile (CDAO) KOTO Til 
XPrl01l 0XE06v 6Awv TWV OVTliJIKP0[310KWV TTOPOYOVTWV, oUjJnEpIAolJ!3ovOiJ£VIle; Tile; 
O(ISpOIJUKiVIle;, 11 OTToio EVO£XETOI va TTOIKiAEI OE [30PUTIlTO, OTTO EAocppo OIOPPOIO we; 
SOVOTllcpopoe; Ko'\iTlOO H SEPOTTEio IJE OVTIIJIKp0[310KOU~ nopOYOVTEe; jJETo[3oAAEI Til 
cpuOIoAoYIKr'j EVTEPIK~ xAwpioa, YEyov6e; TTOU OOIlYEr OE UITEpaVOTTTU~1l TOU C. difficile. 
To C difficile TTOPOYEI TO~ivEe; A KOI B nou oUIJ!3aMouv OTllv EIJcpoV101l COAO LTEMXIl C 
difficile TTOU TTOpayouv oU~lliJtvll TTOOOTIlTO TO~IVWV Ou~aVOUV Til voollPOTIlTO KOI Tr] 
SVIlTOTIlTO, Ko8we; OUTte; 01 AOIIJW~EIe; IJTTOPEi va EivOi OVSEKTIKte; OTIlV OVTliJIKP0!310Kr'j 
SEPOTTEio KOI EVO£XETOI va OOIlYr'jOOUV OE KoAEKTOjJr'j To EVOEXOjJEVO CDAD TTPETTEI va 
E~Ua(ETOI OE 6Aoue; TOUe; OOSEVEie; nou TTOpOUOIO(OUV olappolo IJETO on6 XPr'j01l 
OVTI!310TlKWV. Eniolle;, XpEla(ETOI va AIlCP8Ei OVO,\UTIKO IOTPIKO 10TOPIKO Ecp600v tXEI 
ovocpEp8Ei OTi 11 COAD iJnopEi va EjJCPOVIOTEi we; KOI ouo iJr'jVE~ iJETG Til XOPr'jVIlOIl 
OVTliJIKP0[310KWV TTOPOyOVTWV. 
METG TIlV OPIOTIKrl OlaYVWOIl Tile; ljJEUOOiJEiJ!3povwooue; KoAiTIOOe;, nptTTEI va ECPOPIJOOTOUV 
8EPOTTEUTlKG IJtTPO EAocppt~ TTEPITTTWOEIC; lJ.lEUOOiJEiJ[3pavwoouc; KoAiTiOOC; ouvr'j8wC; 
aVTOTToKpivoVTOI OTIl OIOKonr'j Tile; SEpaTTEioe; 
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(24a) 

~E IJETpIEe; ~ j30pIEe; mpmnjJOEIe; npEml va E~£TO~ETOI fl OVOVKfl Xop~Vflofle; UVpwv KOI 
flAEKTpoAuTWV, aurJTTAflPWIJOTIK~e; Xop~Yflofle; npWTElvwv KOI 8EponEioe; I-1E OVTilJIKP0j310KO 
CPOPIJOKO, nou EivOi KAIVIKWe; onOTEAwIJOlIKO OHlv KoAinoo fl onoio ocpEiAETOI OTO 
Clostridium difficile. 
~E OOSEVEie; IJE ooj3op~ VECPPIK~ OVETTOPKEIO (GFR< 10rnl/rnin) tXEI nopOlflpflSEi oU~flafl 
Tfle; aUarflfjOTIK~e; EKSWfle; OTflv O~ISpOIJUKiVfl KOla 33% WMm nopoypocpo 5.2 
<DoPI-'OKOKIV'lTIKt<; IOIOT'lT£C;) 
nOpOTOOfl Tfle; KOpOIOK~e; EnavonoAwOfle; KOI TOU OIOaT~IJOTOe; OT, fl onoia £VtX£1 Kivouvo 
oVoTTTu~fle; KapoloKwV appuSfjlWV Kal torsades de pointes (KOIAIOK~ TOxuKapoia OiKflv 
pmloiou), EXOUV napOTflpflSEi aE 8EpanEio I-1E oMa l-1aKpoAiolO. napofjolo anoT£Awl-1a OEV 
IJnopEi va onOKAElo8Ei TEAEiwe; IJE Tflv a~ISpofjuKivfl OE aoSEVEie; IJE aU~fll-1tvo Kivouvo 
napOTETalJ£Vile; KapolaK~e; ETTovonoAwOfle; WMm napaypacpo 48 AV£TTl9ul-''lT£C; £VtPVEI£<;), 
EnOfj£VWe; anolTEiTOI npooox~ KOTa H] SEponEio 008EVWV 

• 	 M£ OUVVEV~ ~ T£KlJilPIWfj£Vfl napoTOafl lOU OIOOT~lJOTOe; OT 
• 	 01 onoiol Eni TOU nopOVlOe; AOlJj3avouv SEponEio fjE aM£e; OpaOTIKEe; ouaiEe;, 01 onoiEe; 

EivOi vvwaTo OTI napOlEivouv TO OIOOTillJa OT, onwe; aVTIOppu8fjlKO TO~ile; IA KOI III, 
OI~onpiOfl KOI n:pcpEvooivil 

• 	 ME flAEKTpoAuTIK£e; OIOTapOX£e;, IOIOiTEPO OE nEpmTwOEIe; unoKaAIOIIJiae; KOI 

unofjayvilOlolfj ioe; 


• 	 ME KAIVIKO OXETI~OlJEVfl f3poouKopoia, KopOlaK~ OppuSlJia ~ aof3ap~ KopOlaK~ 
oVEnopK£la 

2:E aaSEVEie;, 01 onoiol MlJf3avov 8EponEia lJE a~ISpoIJUKivil, EXOUV ovacpEp8Ei E~apOEIe; TWV 
OUfjnTWlJaTWV Tile; lJU008£vElae; gravis KOI vEa qJCPOVlofl auvopolJOU lJUaaSEVEIOe; (BMm 
napoypacpo 4.8). 
Ooov acpopa Til SEpamio Tfle; nVEulJovioe;, il a(18pOlJUKivil £XEI anOOEIx8Ei OTi EivOi 
aocpaA~<; KOI onOTEAwlJOTIK~ lJOVO YIO Tfl SEpamio Tfle; nVEuIJovia<; ana Tflv KOIVOTilTO 
EAacppae; f3opuTflTOe; nou ocpEif..E TO I OTOV Streptococcus pneumoniae ~ OTOV Haemophilus 
influenzae, OE OOSEVEie; nou KpivOVTOI KOTaMflAol yla [(~WVOaoKOfjEIOK~ SEpanEio ono TOU 
OTOlJOTOe;. H a~18pOlJUKivfl OEV nptnEI va XPflOlIJOnOIEiTOI OE 008EVEie; IJE nVEulJovia, 01 
onoiol KpivOVTOI aKOloMflAol Via E~WVOOOKOlJElaK~ 8Epomio ano TOU OTOIJOTOe; E~OITiae; 
IJETpiou f3oSIJOU ~ f3apEiae; AoilJw~fl<; ~ A6yw unop~ile; onOlouo~nOTE ono lOUe; aKoAouSoue; 
nOpaYOVTEe; KIVOUVOU: 

• aoSEVEie; npoaf3AilSEvTEe; ano EVOOVOaOKOIJEIOKa naSoyovo 
• aoSEVEie; IJE YVWOT~ ~ TTlSavoAoYOUlJEVfl lJlKpof3I01lJia 
• OOSEVEie; onOiTOUVTEe; Eloaywv~ OE vOOOKOfJEiO 
• ilAIKIWlJtVOI ~ E~aOSEVfllJEVOI aoSEVEie; ~ 
• oo8EvEie; IJE ouvunoPXOVTO OflfJOVTlKa npof3A~IJOTO uVEiae; TO onoia lJnopEi va 

EnflPEaaOUV Tflv IKavoTilTO aVTiopoa~e; lOUe; npoe; Tfl VOOo 
(nEpIAa\-lf3ovolJ£VWV Tfle; OVOOOKOTOOTOA~e; ~ Tile; A£lTOUPVIK~<; oonAflVioe;). 

ria Tfl SEpanEio Tfle; nVEulJovioe; ono Tfl KOIVOTilTO XPilOllJOnOIOUvTOI ouv~Swe; ouvouaoIJoi 
OVTIf310TIKWV (Kupiwe; f3-AOKTOlJillJE fJaKpoAiofl) LE KOSE nEpimwofl nptnEI va AafJf3aVOVTOI 
UnOljJil 01 E8vIKEe; KOT£USUVT~pIEe; oOflyiEe; Via Til SEpanEia Tile; nVEuIJovioe; ono Til 
KOIVOTfl TO 
npOOOX~ aroue; oloj3flTlKOUe; OOSEVEie; 5 rnl ovaaUOTOfJEvOU EVaIWp~IJOlOe; nEpl£XoUV ..... g 
oOKXOpO(ile; 
H KOVIe; O~18POIJUKivfle; Via nOOlfJo EVOIWPflfJO 200mg/5ml nEplEXEI aOKxapo(fl (. .... 9 15 ml 
oVOOUaTOiJEVOU EVOIWp~IJOTOe;). Aa8EVEie; iJE onavlo KAflPOVOiJlKa npof3A~iJOTO ouoovE~ioe; 
OTfl CPPOUKTO(il, ouoonoppoCPilOfle; yAuKO(fle;-yaAoKTO(fle; ~ OVETTOpKElOe; oOUKpaOfle; 
(aoKXopaofle;)- IOOIJoAraOT]e; OE So npEnEI va AOIJ!3avouv aUTO TO cpapiJaKO. 

4.5 AM'lAt:mopauw; J.lE aMo <papI-'OKO KOI aMrc, lJop<ptc, oM'lAErriopou'lc, 
AntacidslAVTlo~IVO 
LE cpaPIJaKOKIVflTlK~ I-1EMTil aTflv onoia E~£Too8flKE fl miopaofl Tfle; TOUTOxpOVile; 
XOp~VilOile; OVTlO~IVWV KOI 0(18poIJUKivfle;, OEV nopOlilP~SriKE ETTiopOOil OTilv OAIK~ 
f3100108EOIIJOTflTO TOU OVTlf310TIKOU nopoTi 01 IJEYIaTEe; OUVKEVTPWOEl<:; TOU OlOV opo TOU 
Oi\-lOTOe; r.J£lWSflKOV KOla npoo£VYIOil 25%. LE aoSEVEie; nou AaIJf3avouv nOpaMilAa 
0(18p0\-lUKivfl KOI aVTlo~IVO, TO cpaPl-1aKO OEV nptnEI va AOfj!30VOVTOI TOUTOXPOVO 

Cetirizmel LETlPI(ivr] 

LE uylEie; ESEAoVTEC; il ouyxop~Yflafl nEvS~fJEPOU 8EpOmUTIKOU aX~IJOlOe; nou 
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m::p1EA0f-l[3aVE a(18p0f-lUKivrj KOI OETlpl(ivrj 20 mg OTrj oT08EPOTTOI'lf-lEVrj KOTOOTOOrj OEV EiXE 

w<; OTTOTEA£OjJo KOTTOIO CPOpjJOKEUTIK~ aMrjAETTiopo0'l ~ OrjjJOVTIK~ oMoy~ OTO OIOOT'lIJO 

OT 


Oidanosine(Oideoxyinosine)l~loavooivr) 


H ouyxoP~Y'lOrj 1200 mg o(18pojJUKiv'l<; rjlJEprjoiw<; IJE 400 mg Oioovooivrje; 'lIJEPflOiwe; OE 

6 008EVEi<; 8ETIKOUe; OTOV HIV OEV CPOVflKE VO ETT'lPEO(EI Tfl CPOPIJOKOKIVflTIK~ Tfle; 

oloovooiv'l<; OH] oT08EPOTTOI'lIJEV'l KOTOOTOO'l OE OUYKPIOfllJE TO EIKOVIKO cpOPIJOKO. 


Digoxin/LllyosivO 

MEPIKO OVTI~IOTIKO Tfle; ojJooae; TWV IJOKpoAIOiwv EXEI ovocpEp8Ei OTI ETT'lPEO(OUV, OE 

OPIOIJEVOU<; 008EVEie;, TO IJIKpO~IOKO IJETO~oAIOIJO H]e; olyo~iVfl<; OTO tVTEPO LE OOSEVEi<; 

TTOU AOIJ(3avouv TOUTOXPova O~IBpOIJUKiv'l Kal olyo~iv'l, fl OUVOTOTflTO aU~flOfle; TWV 

OUYKEVTPWOEWV T'l<; olyo~iV'le; TTptml va AalJ(30VETOI UTT04Jfl· 


Zidovud i n e/ZlooGouo iv f] 

EcpOTTa~ OOOEI<; 1000 mg Kal TToMaTTM<; 06oEI<; 1200 mg ~ 600 mg O~ISpolJuKivfl<; Eixav IJIKP~ 


ETTiopao'l OTfl cpaPlJaKOKlv'lTlK~ T'le; (loo(3ouoiv'le; oro TTMoIJa ~ OTflv arro(3oA~ aUT~<; ~ TOU 

YAUKOUPOVIKOU IJETO[3oAiT'l Tfl<; aTTO TO oupa OOTOOO, fl XOP~YflOfl a~ISpolJuKiv'le; OU~'lOE Tie; 

OUYKEVTpWOEIe; T'le; cpwocpopuAlwlJtv'le; ~loo(3ouoiv'le;, TOU KAIVIKa OpaOTIKOU IJETO(30AiTfl T'l<;, ora 

TTEPlcpEplKa jJovorruP'lva. H KAIVIK~ o'llJaoia TOU EUP~IJOTO<; auTOU OEV Eival oocp~e;, !-mopEi 0lJw<; va 

aTTooEIXTEi wcptAIIJ'l yla TOU<; aoBEvEi<; 

H a~IBpOIJUKiv'l OEV aM'lAETTIOpO o'llJaVTIKO IJE TO OUOT'llJa TOU 'lTTOTIKOU KUTOXPWIJOTO<; 

P450. nlOTEUETOI OTI 'l O~ISpolJuKivr] OEV UcpiOTOTOI cpaplJaKOKIV'lTiKte; aM'lAETTIOPOOEI<; 

aVTioTOIXEe; jJE EKEivE<; Tfl<; EPUSPOIJUKivr]<; ~ aMwv lJaKpoAloiwv H Erraywy~ ~ fl 

aopavoTToi'lor] TOU r]TTaTiKOU KUTOXPWIJOTOe; P450 IJtow TOU oUlJrrMYIJOTOe; KUTOXPWIJOTO<;

IJETO(30AiT'l OEV oUIJ(3aivEI IJE T'lV a~18pOIJUKiv'l 


~otl AAKaAoElorj EPUOI[3WOOUC; oAupac; 

I\oyw T'l<; 8EWp'lTlK~e; TTl8aVOTrjTO<; q..Jcpovlor]e; EPYOTIOIJOU OEV OUVIOTOTOI 'l TOUTOXPOV'l 

XP~Ofl a~ISpojJuKiv'l<; IJE TTopoywya EpUOI[3WOOU<; oAupo<; ((3Mm rropoypocpo 4.4 EIOIKEC; 

rrpoEiOOrrOllloEIC; KOI rrpo<puAo~£I(; KOTO HI XPr'j0Il) 

CDapjJaKoKlv'lTIKte; IJEMTEe; txouv olE~axBEi aVcllJ£Oa OT'lV a~IBpOIJUKiv'l Kat TO aKoAou80 

CPOPjJOKO TO oTToia EivOi YVWOTO OTI UcpiOTOVTOI Or]jJavTIKO IJETO(3oAIOIJO IJtow TOU 

KUTOXPWIJOTO<; P450. 


A torY astati nlATOp (300TO Tiv rj 

H ouyxoP~YrjOfl 10 mg OTop(3ooTOTivrj<; rjlJEPlloiwe; KOI 500mg a~18pOIJUKiv'l<; IlIJEPlloiw<; 

OEV TpoTTorroir]oE Tie; OUYKEVTpWOEIe; Tr]<; OTop(3aoTOTivlle; OTO TTMOlJo (IJE [300'l IJE8000 

TTPOOOIOPIOIJOlJ avaoTOA~<; T'le; HMG CoA-ovaywyao'l<;) 


Carbamazepine/Kap[3awo(mivo 

LE I-lio jJEAtT'l cpaPlJaKOKIVrjTlK~<; aMflAmiopoo'l<; OE uYIEie; ESEAovTte; OEV rropOTflPr'jS'lKE 

KOjJia OrjIJOVTlK~ ETTiopoorj OTO ETTiTTEOO Tile; Kap[301J0~ETTiV'le; ~ TOU 0POOTIKOU IJETo(30AiT'l 

H]e; oro TTAaolJa OE ao8EVEi<; rrou EAolJ(3avav TOUTOXPOVO O~18pOIJUKiv'l 


CimetidinelLlWETloivQ 

L£ lJio CPOPIJOKOKIV'lTIK~ IJEMT'l OH]V oTToia E~ETOo8rjKE 'l ETTiopaoll ETTi Tile; 

cpaPIJOKOKIV'lTIK~e; T'l<; O(IBPOIJUKiV'le; IJIOe; Ecporro~ 6oOIl<; OIIJETIOivfl<;, TTOU XOP'ly~8'lKE 2 

WPE<; TTplV OTTO Tflv o(18poIJUKiv'l, OEV TTapOTr]p~BrjKE IJETO(3oA~ T'le; CPOPIJOKoKlvr]TlK~e; Trj<; 

o(ISpolJuKivr]e; 


Coumarin-Type Oral Anticoagulants/Arro TOU orOblOTOC; KOUIJOPIVIKO AVTITTr)KTlKO 

LE I-lio cpaPIJOKOKIVrjTlK~ IJEMTfl oMrjAmiopoorje;, rj O(18pOIJUKivrj OEV IJETt(3aME TO 

OVTITTr]KTlKO orroTEA£OlJa 1J10e; ECPOTTO~ 06orj<; 15 mg (3apcpopivr]e; (warfarin), rj oTToio 

XOPrjyr'jBrjKE OE uYIEie; E8EAoVTE<; METo Tr]V KUKAocpopio TOU cpapl-laKOu OTrjV oyopa 

UTT~P~OV ovocpopte; Evioxuo'l<; TOU OVTITT'lKTIKOU orrOTEMoIJOTO<; IJETO OTTO ouyxoP~Y'lO'l 


0(18POIJUKivrje; IJE OTTO TOU orOIJOTO<; KOUIJOPIVIKO OVTlTTrjKTlKO nopoAo TTOU OEV tXEI 

TEKIJIlPlw8Ei OITIOAoYIK~ ouoxtTlOrj IJE Tr]V o(18poIJUKiv'l, TTPETTEI va OiVETOI TTPOOOX~ OT'l 

oUXVOT'lTO TTopoKOAou8lloll<; TOU Xpovou TTp08poIJGivr]<; OTOV Il o(18polJuKivll 

XPr]0I(...JOTT01EiTOI OE 008EVEie; TTOU AOIJGovouv OTTO TOU OT0)JOT0C; KOU)JOpIVIKO (JVTITT'lKTIKO 
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aVTioTOlxfle; oA\flAETTiOpOorje; OEV ~TOV OUVOTO va onoKAElo8fi EVTEAwe;. nopoAo aUTo, OEV unr'jp~E 
OUYKEKPilJEVfl EVOEI~fl OTi OUVEi3fl TtTOla oAAflAEniopOOfl 

Theophyiline/8EOcpuMiV fJ 

Mv unapXOUV EVOEi~EIe; KAIVIKO Ofll-laVTIK~e; cpapI-lOKOKIVflTIK~e; aAAflAEniopaOfl<; OTOV fl 
O(IBP0I-lUKiVfl KOI fl BEOcpuMivfl XOPflVOUVTOI TOUTOXPOVO OE UYIEi<:; EBEAoVTEe;. Ev TOUTOI<; 11 
OUYXOP~VflOIl 8EOcpuAAivfle; KOI 1J0KpoAIOiwv EXEI OUOXETIOTEi J.1E Ou~rlJ.1EvO EninEOO 
8EOcpuAAivfle; OTOV opO. Oe; EK TOUTOU. OUVIOTaTOI 11 J.1tTPflOfl TWV Enmtowv 8EOcpuMivfle; mi 
OUYXOPflY~Ofle; a(18p0J.1 UKiV fle; 

T riazola miTPlo(OAclI.H) 
2:E 14 uYIEi<; E8EAoVTEe;, fl oUVXOP~YflOIl 500 mg 0(18polJuKivlle; Tflv 1 ~ flJ.1EpO KOI 250 mg Tfl 2'1 
flJ.1EpO IJE 0,125 mg TpIO(oAc'lJ.1lle; H] OEUTEPfl llJ.1tpo OEV EiXE 0flJ.10VTIKr'j mlopaofl OE Konolo 
cpoPI-lOKOKIVIlTlK~ IJEToi3AflT~ Tfl<; TpIO(oAclJ.1fl<; OE OUYKPIOfl iJE TO EIKOVIKO cpOp/-laKO. 

Tri methopnm -SuIfamethoxazolelTPI J.1E80n~-2:ouAcpo J.1E8o~0(oAI] 
2:uYXOPr'jVIlOfl TOU oT08EPOU OUVOUOOiJOU TplJ.1E8onpiJ.1fle;/00uAcpoJ.1E8o~0(6Afle; (160 
mg/800 mg) Eni 7 flI-lEpEe;, J.1o(i J.1E 1200 mg o(IBPOiJUKivfle; Tflv 7'1 flJ.1EpO, OEV EIXE 
0fliJOVTIKte; EmOpaOEIe; OTIe; J.1EYIOTEe; OUYKEVTPWOEI<;, an] ouvoAIKr'j noooTIlTO TOU 
<P0PJ.10KOU nou cp80VEI OTflv KUKAocpopio ~ OTflv onEKKploll ana TO oupo EiTE Tfle; 
TplJ.1EBonpilJfle; EiTE Tile; OOUACPOiJEBo~o(oAfle; 01 OUVKEVTpWOEIe; TIl<; 0(18p0J.1UKiVfle; orov 
opo ~TOV nOpOiJOIEe; J.1E OUTt<; nou EXOUV nopOTflpfl8Ei OE aMEe; wAETEe; 

Cisapride/2:l(onpio ll 
H OI(OTTpioll J.1ETO(3oAi(ETOI OTO ~TTOp ono TO tv(UJ.1o CYP 3A4 ETTEIOr'j TO iJoKpoAiolO 
avooTtMouv TO EV(UJ.10 aUTO, fl oUYXPOVIl XOP~YIlOrj Tfle; OI(aTTpio ll<; J.1E TIe; OUOiEe; OUTte; 
J.1TTOPEi va OU~~OEI TOV Kivouvo EI-lCPOVIOIle; OIOTOPOXWV TOU KOPOIOKOU puBJ.10U (TTOPOTOOfl TOU 
OIOOT~iJOTOe; OT, KOIAIOKEC; oppu8J.1iEe;, TORSADE DE POINTES) [1.10 TOUTO va J.1fl 
oUYXOPflVEiTOI fl OI(onpiofl I-lE TO cpapJ.1aKO aUTO. 

4.6 KU'lOTI KOI yoAouXio 
MO,tTEC; avoTTopoyWY~C; OE TTEIPOJ.1OTO(WO EXOUV 0lE~ax8Ei OE OOOEIC; TTOU TTAflOlO(OUV Tflv 
J.1ETpla TO~IKri MOfl Via Tfl iJllTEpo LE oUTte; TIC; J.1EMTEe; OE unrip~ov EVOEi~EIe; I3AamIK~e; 


EniopOOfle; Tfle; o(IBPOiJUKivfle; ETTi TOU EJ.1i3pUOU Mv unapxouv, WOTOOO, ETTOpKEie; KOI KOAcl 

EAEVX0J.1EVEe; J.1EMTEC; OE EYKUEe; yuvoiKEe;. ETT£IO~ 01 jJEMTEe; ovoTTapoywv~<; OE 

nElpofJOTO(WO OE oivouv novTO Tfl OUVOTOTflTO npoi3AEtjJfle; Tfle; oVTOnoKplofl<; OTOV 

ov8pwno, fl 0(18p0J.1UKivfl Bo nptTTEI va XPflOljJOTTOIEiTOI KOTO Tfl OIOPKEIO Tfl<; KUIlOfl<; 

J.10VO EelV EivOi oacpwe; onopoiTf]TIl 

Mv unopxouv OE00J.lEVO OOOV ocpopo Tllv ontKKplCJrl TOU cpapJ.10KOU oro iJflTPIKO yoAo. 

Onwe; noMa <pOPJ.10KO TO oTToio EKKpivoVTOI OTO J.1IlTPIKO voAo, fl a(18p0J.1UKivfl OE 80 

TTptnEI va XPflOlfJOnOIEiTOI YIO Tfl 8EponEio YUVOIKWV TTOU 8flM(ouv EKTOe; KOI EOV 0 IOTPOC; 

TTlOTEUEI OTI TO OUVflTIKO ocptAIl OIKOIOAoyouv TOUe; OUVIlTIKOUC; KIVOUVOUe; YIO TO (3ptcpoe; 


4.7 ETTIOPOO'l OHlv IKOVOT'lTO oOIlY'lO'l<; KOI XElp10I·.IOU ~'lXovwv 
Mv unopxouv EVOEi~EIe; nou vo UTTOOEIKVUOUV OTI fl 0(18p0l-luKivll jJTTOPEi VO tXEI Eniopoofl 
OTllv IKavoTIlTO TOU 008EVOUe; Via OO~YIlOIl ~ XEIPIOiJO J.1IlXOVWV 

4.8 AV£TTl8ulJ'lTE<; EVtpYUE<; 
o nopoKoTW TTivOKOC; nEpltXEI TIe; OVETTl8uiJflTEe; EVEPYEIEe; TTOU EJ.1cpovioTflKOV /-ltow TflC; 
EJ.1TTElpio<; OTTO KAIVIKte; J.1EAETEe; KOI TIl<; nopaKoAou81l0flC; TOU cpap/-lOKOU J.1ETa Tflv 
KUKAocpopio TOU OTllv oyopo, KOTCI KonjVopio 0PYOVIKOU oUOTriJ.1OTOe; KOIOUXVOH]TO. 01 
oVETTl8ufJIlTEe; EvtpYEIEe; nou EJ.1cpovioTIlKOV iJETO Tflv KUKAocpopio TOU CPOpJ.10KOU OTllv oyopa 
onoOiOovTOI J.1E nAoYlo ypaJ.lfJOTo. H KOTllvopio OUXVOTr"]TOC; EjJcpovlOIle; Opi(ETOI OUJ.1cpwvo 
iJE Tflv nopoKoTW ouver'jKfl noAl! ouxvte; (2 1/10), LUXVEe; (~ 111 00, < 111 0). OXI ouxvte; 
(~1/1.000, <1/100), 2:novIEe; (21/10000, <111 0000), noAu onovlEC; «1/10000), KOI Mil 
vVwoTte; (OEV J.1TTOPOUV va EKTlIJfl80uv iJE i3aofl TO 0108tOljJO OEOOjJtvO). EVTOe; KOeE 
KOTflVOpioe; OUXvOTIlTOe; EJ.1<pavlofl<;, 01 oVETTl8ulJr]TEe; EvtpYEtEe; TTOPOTiBEVTOI KaTe) cp8ivouoo 
OEtPO 00130pOTIlTOe; 

http:EV(UJ.10
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AVETTlSU~flTE<; Evtpym:c; EVOEXO~tVW<; ~ TTlSovw<; O-XETI~O~EVE<; ~E Tflv O~ISpolJuKiVIlIJE 
~aofl Tflv E~TTElpio OTTO KAIVIKt<; IJEAETE<; KOI Tflv TTOPOKOAOUSflOfl TOU cpop~aKou IJETa Tflv 
KUKAOcpopio TOU OTflv oyopa: 

KOTflyopio 0pYOVIKOU 
LUOT~IJOTO<; 

/\OIIJW~EI<; KOI 
TTOPOOITWOEI<; 

L}IOIOpoxt<; TOU 
OllJOTTOlflTlKOU KOI TOU 

AEIJCPIKOU OUOT~IJOTO<; 


~IOIOpoxt<; TOU 

OVOOOTTOlflTIKOU 

OUOT~IJOIO<; 


~IOIOpOxt<; TOU 

IJET0130AIOIJOU KOI Tfl<; 

Spt 4Jll<; 

4JUXIOIPIKt<; olOTapoxt<; 


~loTOpaxt<; TOU VEUPIKOU 
OUOT~ IJOIO<; 

OcpSaAIJIKt<; olOIopaxt<; 
L}IOTOpoXt<; TOU WTO<; KOI 
TOU Aa~upivSou 

KopolaKt<; olOIopaxt<; 

AYYElaKt<; olOIapaxt<; 
~IOIapaxt<; TOU 
YOOTPEVTEPIKOU 

~IOIOpOXE<; TOU ~TTOIO<; 
KOI TWV XOAflcpoPWV 

~IOTopaxt<; TOU OtpIJOTOC; 
KOI TOU UTTOOOPIOU IOTOU 

AVETTISulJflTfl EvtpYEIO 

KOVTlVTiOOfl, KOVTlVTioOfl TOU 
OTO~OIO<;, AoilJw~1l TOU KOATTOU 
4JEUOO~EIJ~PWOfl<; KOAiTIOO (~AETTE 
TTopaypocpo 4.4) 
I\EUKOTTEVio, OUOETEPOTTEVio 
8pOIJl3oTTEvio, OIIJOAUTlK~ ovollJio 

AYYElooioilIJO, uTTEPEUOIOSIlOio 
AVOCPUAOKTlK~ oVTiopOOfl (~AETTE 
TTopaypacpo 4.4) 
AVOPE~io 

NEUPIKOTIlTO 
~ltYEPOfl 
ETTISETIKOTIlTO, ayxo<; 

ZaAfl, KEcpOAOAyio, TTOPOlOSfloio, 

ouoYEUoio 

YTTOI08flOio, UTTvflAio, OUTTvio 

I\ITTOSUIJIKO ETTEIOOOIO, OTToolJoi, 

4J UXOKIVflTIK~ UTTEPOPOOTflPIOTfl TO, 

ovoolJia, TTOpoolJ io 

MUOOStvEIO gravis (I3AETTE 

TTapoypo<po 4.4) 

OTTTlK~ OIOTOpOX~ 
KwcpWOfl 

'EKTTTWOfl Tfl<; OKOUOTlK~<; 


O~uTIlTO<;, EIJ~Ot<; 


'IAIYYO<; 

AioSfllJa TTOAIJWV 

Torsades de pointes (KOIAIOK~ 


TOXUKOpoio OiKflV plTTloiou) (~AETTE 


TTapaypocpo 4.4), oppuSlJio 

(~AETTE TTapaypocpo 4.4) 

TTEPIAOIJ~OVOlJtvfl<; Tfl<; KOIAlaK~<; 


TOXUKOpoio<; 

YTTOTOOfl 

~Ioppola, KOIAlaKo OAY0<;, vauTia, 

IJETEWPIOIJ°<; 

'EIJETO<;, OUOTTE4Jia 

raOTpiTloO, OUOKOIAIOTIlTO 

nOYKpEOIiTloo, OUOXPWIJOTIOIJO<; 

Tfl<; YAWOOO<; 

HTTOIiTloa 

HTTaTlK~ AEIToupyia IJfl 

CPUOIOAOYIK~ 


HTTOIIK~ aVETTOpKEIa (~AtTTE 


TTapoypacpo 4.4)*, flTTOTiTioo 

KEpOUVO~OAO<;, flTTOTlK~ VEKPWOIl, 

iKTEP0C; XOAOOTOTIKO<; 

E~avSIl~a, KVIlO\JO<; 

LUVOpO~o Stevens-Johnson, 

oVTiopaofl aTTo <pWTOEUOIOSl]oio.. 


LUXVOTflTO 

'OXIOUXVt<; 

Mfl YVWOTt<; 

'OXIOUXVt<; 
Mil YVWOTt<; 

'OXIOUXVt<; 
Mfl YVWOTt<; 

LUXVt<; 

'OX1 ouxvt~ 
LTTavIE<; 

Mil YVWOTt<; 

LUXVt<; 


'OXlouXVt<; 

Mfl YVWOTt<; 


LUXVt<; 

LUXVt<; 

'OXIOUXVt<; 


LTTOVIE<; 

'OXIOUXVt<; 

Mfl YVWOTt<; 


Mfl YVWOTt<; 

nOAU ouxvt<; 


LUXVt<; 

'OXlouXVt<; 

Mfl YVWOTt<; 


'OXIOUXVt<; 

LTTdliIE<; 


Mfl YVWOTt<; 


LUXVtC; 

'OXIOUXVtC; 
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* 11 oTToia oTTaviw<; KOTEAIl~E OE 80VOTO 

4.9 YTT£.pooaoAoyio 
01 OVETTl8u~IlT£<; Evtpym<; TTOU TTOPOTIlP~81lKov ~ETO Til A~\jJil OOOEWV TOU cpaplJOKOU 
fJEyoAuT£pWV TWV OUVIOTWI-lEVWV, ~TOV TTOPOIJOIE<; I-lE OUTE<; TTOU TTapOTIlP~81lKav !JUO Tf] 
A~\jJil TWV ouv~8wv OOOEWV LE TTEpiTTTWOll UTTEpooooAoyia<; OTTOITEiTOI 11 EcpaplJoy~ 
YEVIKWV OU!JTTTWIJOTIKWV KOI UTTOaTilPIKTlKWV I-lETPWV 8EPOTT£io<;, ovoAoyo I-l£ TrlV 
TTEpiTTTWOll 

5. Cl>APMAKOAOriKEr ILlIOTHTEr 

5.1 Cl>opj.JoKoouvaj.JIKt.:; IOIOT'lTE<; 
<llapl-laK08EpoTTEUTIK~ KOTIlYOP[O AVTIIJIKp0010KO, MOKpoA[OIO, KWOIKO<; ATC: JO 1FA 10 

M'lXav1oj.JO,:; OpaOIl<; 
H 0(18p0l-luKivIl E[VOI TO TTPWTO OVTl010TlKO I-lio<; UTT00I-l000<; TWV ~oKpoAIOiwv, YVWOT~<; Lt..J<; 
o(oAio£<;, KOI 11 oTToio E[VOI Xill-llKO OIOCPOpUIK~ OTTO TIlv Epu8po!JUKivIl_ Xill-lIKw<; AOl-l0dvuol 
OTTO TIlv TTpoo8~KIl EVO<; OTOIJOU O(WTOU aTO AOKTOVIKO OOKTUAIO TIl<; erythromycin A. H 
XIlfJIK~ ovol--looio TIl<; 0~18pojJuKivIl<; EivOi 9-deoxy-9a-aza-9a-methyl-9a-homoerythromycin 
A. To l-loplaKo TIl<; f3apo<; EivOi 749,0. 
o IJIlxaVI0l--l0<; Opaoll<; TIl<; o~I8pol-luKivIle; OUViOTOTOI aTIlV ovooToA~ TIl<; 
TTpwTElvoouv8wlle; TWV 0aKTIlPiwv IJtow ouvow~<; Tile; I-lE Til pI000WI-lIOK~ uTTOIJOVaOo 50s 
KOI TTapq.moOloll<; TIl<; !JETOTomoll<; TWV TTETTTIOiwv xwpi<; vo ETTIlPEa~EI Til ouv8Wll TWV 
TToAuVOUKAEOTloiwv. 
H a~18pol-luKivIl TTapoumo(EI 0P0aTIKOTIlTO In vitro EVOVTiov I-lEyoAIl<; TToIKIAioe; 
jJIKpoopyavlo~wv TTEpIAol-l~avoiJE'vwv KOI TWV OKoAouSwv: 
GUlKO KOla Gram OEP0[310 [30KTr)PIO Staphylococcus aureus, Streptococcus pyogenes 
(0l-l0oa A TWV ~-OIl-loAuTlKWV OTPETTTOKOKKWV), Streptococcus pneumoniae, o-OIjJOAUTIKOi 
OTPETTTOKOKKOI (Ol-looo TTpOOlVI(OVTWV OTPETTTOKOKKWV) KOI aMo Eioll OTPETTTOKOKKWV, 
Ko8we; KOI TO Corynebacterium diphtenae. H 0~18pOfJUKivil TTopouOIa~EI OIOOTOUPOUjJEVil 
OVTOxl'] OE aV8EKTIKO aTIlV Epu8p0l-luKivll 8ETlKO KOla Gram aTEAEXIl, TTEPIAOIJ[3oV0I-lEVWV 
TOU Streptococcus faecafls (EVTEpOKOKKO<;) KOI TWV TTEPIOOOTEPWV OTEAExwv TWV 
av8EKTIKWV OTIl IJE81KIMivfl OTocpuAOKOKKWV 
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6QVOTIKel Karel Gram aEpo(3la (3aKTQQIQ;. Haemophilus influenzae, Haemophilus 
parainfluenzae, Moraxella catarrhal/s, EIOO Acinetobacter, EIOO Yersinia, Legionella 
pneumophila, Bordetella pertussis, Bordetella parapertussis, EiOO Shigella, EiOO 
Pasteurella, Vibrio cholerae KOI parahaemolyticus, Plesiomonas shigelloides. H 
OPOOTIKOTOW EvavTiov TWV Escherichia coli, Salmonella enteritidis, Salmonella typhi, EIOWV 
Enterobacter, Aeromonas hydrophi/a KOI EIOWV Klebsiella TTOIKiMEI KOI VI' aUTO TTPETTEI va 
VivOVWI OOKIl-laoiEC; EUOIoeOoiae; EiOO Proteus, EiOrj Serratia, EiOO Morganella KOI 0 
Pseudomonas aeruginosa , EivOi ouv~ewe; OV8EKTIKa OTO OVTI~IOTIKO. 
AVOEPOGIO (3oKTfjPIO Bacteroides fragi/is KOI EiOfl ~OKTflPIOOEIOWV, Clostridium perfringens, 
EiOIl Peptococcus KOI EiOfl Peptostreptococcus, Fusobacterium necrophorum KOI 
Propionibacterium aenes 
MIKpooPYOVIObloi UTTElJeUVOI ylO W OE(OUOAIK~OOIOOblEVO vooljblaro: H o(18P0l-lUKivrj 
EivOi OpOOTlK~ EvavTiov Tfle; Chlamydia trachomatis KOI qJcpOVi(EI ETTiorje; KaA~ 0POOTIKOTrjW 
EvavTiov TWV l-lIKPOOPVavl0l-lwv Treponema pallidum, Neisseria gonorrhoeae KOI 
Haemophilus ducreyi 
MAOI WIKPOOPYOVIOWOi Borrelia burgdorferi (TTOpayWV Tr]e; VOOOU TOU Lyme), 
Chlamydophilapneumoniae, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma 
urea Iyticum , EiOrj Campylobacter Kal Listeria monocytogenes. 

M'lxavlu~o<;; aVaTTTU~'l<;; aVTOXrl<;; 
YTTapxouv Ouo KUPIOI TTapavoVTEe; TTOU Koeopi(ouv TrjV oVTOX~ TOU Streptococcus 
pneumoniae KOI Streptococcus pyogenes TTOU EXOUV oTTOl-lOVWeEi OTTO KAlvlKa OEiVl-lOTo 
W vovIolo mef KOI erm To voviOlo mef KWOIKOTTOIEi fJio oVTAIo po~e;. fl oTToio l-lEOOAo~Ei 

OTO l-lrjXoVIOfJO OVOTTTU~Ile; aVTOx~e; fJOVO ow fJOKPOAiOlo lJE 14-fJEA~ Kol 15-l-lEA~ AoKTOVIKO 
OoKTUAIO To voviOlo mef EXEI TTEPIVpoCPEi OE TTOIKIf..io aMwv EIOWV To yoviolo erm 
KWOIKOTTOIEi fJio 23S-rRNA l-lE8uArpoVOCPEPOOrj, Il oTToio TTpOOeETEl l-lEeUf..IKEe; OfJOOEe; OTllv 
oOEvivll 2058 TOU 23S-rRNA (OUOTrjfJO opi8l-lrjorje; fJE GOOrj TO rRNA Tile; E coIl) To 
fJE8uAIWfJEVO VOUKAEOTiOIO GpiOKETOI OTflv TTEPIOX~ V KOI EXEI ~pE8Ei vo oMIlAETTIOpa EKTOe; 
OTTO TO fJoKp0f..iOIO KOI fJE TIe; AIVKO(OfJiOEe; KOI Tfl streptogramin S, EXOVWe; we; OTTOTEf..EOfJO 
EVO CPOlVOTUTTO VVWOTO we; oVTOX~ MLSB . To yoviOlo erm(B) KOI erm(A) EXOUV oTTofJovw8Ei 
OTTO KAIVIKO OEiVfJOTO TOU Streptococcus pneumoniae KOI TOU Streptococcus pyogenes. 
H oVTAio AcrAB-ToIC OTOV Haemophl/lus influenzae EivOI UTTEU8uvil Ylo TIC; EYYEvEie; 
U\jJf')MTEpEe; TlfJEe; EMxIOTIle; OVOOraArIK~C; OUVKEVTPWOrjC; (MIG) ora fJOKPOAiOIO 
IE KAIVIKO OTEAEm, I-'EraMa~EIC; OTO 23S-rRNA, EIOIKO ow vouKAEOTiolo 2057-2059 ~ 2611, 
OTrjV TTEPIOX~ V, ~ fJEwMo~EIe; OE PI(300WfJloKEC; TTPWTEivEC; L4 ~ L22 EivOi OTTOVIEC; 

Opla MIG 
To OUVIOTWfJEVO OPIO EAaXIOTf')C; OVOOWArlK~C; OUVKEVTPWOrjC; MIC (fJg/ml) YIO Tf')V 
o(lep0J-luKivrj EivOI: 
Haemophilus spp.: Euoio8rjw (S) :; 4 xwpiC; ouoraorj Ylo OPlo oV8EKTIKoTorac;* 
ITpETTToKoKKol OU~JTTEPlf..ofJ~OVOfJEVWV TWV Streptococcus pneumoniae KOI Streptococcus 
pyogenes S:; 0,5, Av8EKTIKO (R) ~ 2 
"ETTi TOU TTOpOVTOe;, f') oTTouoio OE00l-lEVWV Ylo oV8EKTIKa OTEf..EXrj oTTOKAEiEI TOV Ko8oPIOl-lO 
OTTOIOOriTTOTE KoTrlVOpioC; aAf..rjC; OTTO OUT~C; TWV Euoi08f')TWV OTEAEXWV. Eav OTEAEm oivouv 
onOTEAEOfJOTo MIC OIOCPOPETIKO ono OUTa TWV Euoio80TWV OTEAEXWV, TOTE OUTO npETTEI vo 
OTTOOWAOUv OE tva EPVoOT~PIO ovo<popaC; Via TTEpOlTtpW OOKIl-looiEC; 

LlEOOI1EVa I1IKPo!310hOYIKrlt; Eumu9'luia<;; 
o EnITTOAoOl-lOC; Tf]C; ETTiKTf')Tf')C; OVTOX~C; EVOtXETOI va TTOIKif..EI YEWVpoCPIKO ~ XPOVIKO VIO 

ETTlf..EVl-ltvo EiOrj KOI EivOi ETTl8ul-lf')T~ f') TTOPOX~ TTAIlPOCPOPIWV 0XETIKO fJE TrjV oVTOX~ TOTTlKO, 

EIOIKO Karo Tf') 8EPOTTEio OOGoPWV AOIl-lW~EWV OWV 0 ETTlKPOTIlOO TflC; OV8EKTIKOTrjrac; OE 

TOTTIKO ETTiTTEOO EivOi TETOIO, warE f') XPOOll-l0TrjW TOU CPOPfJOKOU VO Ti8EWI UTTO 

oIJCPlof3~TIlOf'), TOuAaXIOTOV Via 0PI0J-lEVOUC; TUTTOUC; AoqJW~EWV, EivOi ovoVKOio va (flTEiwl 11 

OUl-lGOUAr) qJTTEIPOYVWlJovwv. 

To OEOOI-'EVo in vitro EUOI08floioe; OEV ouoXOi(OVTOI TTOVTO IJE Tf')V KAIVIK~ 


oTTOTEf..EOf,JOTIKOTrjTO . 
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A£poPIO Gram-e~TlKa PaKTrlPIa: 
Staphylococcus aureus, Streptococcus agalactiae, OTPETTTOKOKKOI (OIJOOU'; C, F, G) KOI 
TTpOOlVi(ovw; OTPETTTOKOKKOI (Viridans group StreptococcI) 

A£popia Gram-opvllTIKa pOKTrlPla: 
Bordetella pertussis, Haemophilus ducreYI, Haemophilus tnfluenzae*$, Haemophllus 
parainfluenzae *, Legionef/a pneumophila, Moraxella catarrhalis *, Neisseria gonorrhoeae 

AMa: 
Chlamyophila pneumoniae', Chlamydia trachoma tis, Mycoplasma pneumoniae * KOI 
Ureaplasma urealyticum. 

Eioll Via TO orroia '1 £TTiKTIlTIl aVToxl'J EVO£XHOI va orroT£A£i TTp6PAllfJo: 

A£p6(3la Gram-BulKa (30KTI'JplO: 
Streptococcus pneumoniae * 

Streptococcus pyogenes* 
2:IlIJEiWOT'r 11 a(ISpoIJUKiVIl TTOpOUOIO(EI oloorouPOUIJEVIl ovrox~ IJE Gram-SETIKO OTEAtm 
oVSEKTIKO OTllv EPUSPOIJUKiVfl 

KAIlPOVOfJlKa ovB£KTlKoi IJIKPOOPVOVIO'lJoi: 
Enterobacteriaceae 
Pseudomonas 

* Eiofl TWV onoiwv fl EUolOSfloio tXEI oTTOOEIX8Ei !JE KAlviKte; OOKllJte; 
$ Eioll IJE CPUOIK~ EVOIOIJ£OIl EUOI08flOio 

5.2 <l>apIJOKOKIVIlTIKE-; IOloTIlTE<; 

ATTOPP0<P'lO'Il: 
Moo Tfl XOP~Yflofl OTTO TO OTOlJo OTOV OVSPWTTO 11 o(ISpo!JuKiVIl KoTOvtlJETOI Euptwe; oro 
oWlJo KOI 11 r3looloS£OIIJOTIlTO Tile; EivOi TTEpiTTOU 37%. H XOP~Ylloll Ko4JoKiwv o(ISpolJuKivlle; 
IJOO ana t.vo KUPIO YEUlJo IJEIWVEI Til j3100108£OIIJOTIlTO TOuMXIOTOV KOTO 50%. 
o oTTOITOUIJEVOe; xpovoe; ylo Tflv ETTiTEU~lllJtYlorwV oUYKEVTPWOEWV oro TTAOolJo EivOi 2-3 
WpEe;. 

KarovofJI'J: 
MEMw; oE nElpalJOlO(Wo oTTt.OEI~oV Tllv UTToP~1l U4JIlAWV OUYKEVTPWoEWV o(ISpolJuKivfle; 

OTo cpayoKuTTopo. LE TTElpalJOlIKO 1J0VTt.Ao, U4JIlAOTEpEe; oUYKEVTpWoEIe; 0(18polJuKivlle; 

EAEU8EPWVOVTOI KOTO Tfl OIOPKElo EVEPYOU CPOYOKUTWOIle; OE OXtofl IJE IJIl OIEYEPSt.VTO 

cpOYOKOnopo. LTO 1J0VTtAO TTElpOIJOlO(WWV aUTO tXEI we; OTTOTtAEojJO va TTPOKUTTroUV 

U4JIlAte; oUYKEVTpWoEIe; O(ISpOIJUKiVIle; oTO OlljJEio Tile; AoilJw~r)e; 


<!>oPlJoKOKIVr)TlKt.e; IJEAETEe; oTOV OVSPWTTO ontoEI~OV TIlV UTToP~1l or)IJOVTlKO U4JrJAOTEPWV 

oUYKEVTPWoEWV Tr)e; O(ISpOIJUKiVIle; oTOUe; loroue; oE oXtOlllJE TO nMolJo (IJt.XPI 50 cpo pte; 

IJEyoAuTEpEe; TrJe; IJtYloTr)e; oUYKtvTpwolle; rou cpoPIJOKOU TTOU nopOlIlP~SrJKE oro nMolJo) 

YEyovoe; nou UTTOOEIKVUEI OTI TO CPOplJoKO OEolJEUETOI oE IJEyoAo nooooTo OTTO TOUe; 10TOOe; 

01 OUYKEVTpWoEIe; TOU CPOPIJOKOU oroue; loroue; CJTTWe; EivOi 01 nVEul-I0VEe;, 01 0lJuyoaAte; KOI 

o npoorclTr)C; ump~oivouv TIC; MICgo Ylo TO TTl80vo TT080yovo IJETO Til XOP~YrJ(JlllJloC; onA~e; 
06olle; TOU CPOPIJOKOU 500 mg Y4JrJAte; oUYKEVTpWoEIe; o(18POIJUKivr)e; I3ptSIlKoV oE loroue; 
TaU YEvvrjTlKOU oUOT~IJOlOe; Tile; yuvoiKoe; (<<YUVOIKOAoYIKO 10TO») 96 WpEe; I-IETO ana 
ECPOTTo~ ana TOU oTOIJOlOC; Mar) 500 mg a(18polJuKivlle; 

ArrEKKplurr 
o TEAIKOe; xp6voe; rJlJl(W~e; Tile; ono~oA~e; TOU cpoPIJOKOU ana ro TTMoIJo EKcpPO(EI IJE 
oKpi~EIO TOV Xpovo fllJl(W~e; Tile; ono!3oA~e; TOU OTTO roue; 10TOUe;, nou EivOi 2-4 rJlJtpEe;. 
nEpinou 12% Tile; 060Ile; TTOU XOPIlYEiTOI EVOOcpAEr3iwe; oTTEKKpivETOI oTO Oupo oov 
a IJEToj3A 11 TO CPOPlJoKO OE oloorrwo 3 IljJEPWV, ro OE jJEyoAlmpo TTOoOoTO ouroO 
OTTEKKpivETOI Tie; TTPWW:; 24 wp£c;. H oTTtKKPIOr) TOU o(18POIJUKivllC; OTTO Tllv xoA~ onoTEAEi 
HjV KUPIO 000 oTTOIJOKPUVOIlC; YIO ro o\JETo!3AIlTO <pOPIJOKO IJEH.J Tllv ana TOU orOIJOlOe; 
XOPr'jYflOIl. noAu U4JflAte; OUYKEVTpWoEIe; TOU oIJETo(3AI]TOU cpapjJoKOu oVEupioKOVTOI OT~ 
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xoA~, ~a~i IJE 1 0 jJETa~oAiT£(:; nou oxrWOTf~ovTOI IJE N- KOI O-OTTOIJESuAiwOfl, IJE 
uopo~uAi0JOfl TOU OOKTuAiou Tfle; OEoo~olJivfle; KOI TWV ayAuKovlKWV OOKTuAiwv KOI JJE 
oloonaofl TOU oUjJnAOKou Tfle; KAaolvO~fle; H OUYKPIOfl TWV aTTOTEAwlJc)rwv Hle; uyp~e; 
XpwlJOToypacpfae; uljJflA~e; anoooOIle; (HPlC) KOI TOU IJIKp0[310AoYIKOU TTPOOOIOPIOIJOU 
aroue; IOTOUe;, UTTOOEIKVUEI OTI 01 IJETa[3oAiTEe; OEV noi~ouv Kavtva poAo OTllv aVTIIJIKpol3laK~ 
opaOTflplOTIlTa Tfle; a~ISpolJuKfVIle; 

CDoPl-IoKOKIVIlTlKrl Of. f.IOlKE<; 0l-laof.<; oo8f.vWV 

HAIKIWI-IEVOI: 
~E flAIKIWlJtvoue; ESEAovTte; (flAIKfae; > 65 uwv) napOTflP~SflKE EAacppo aU~flofl TWV TI~WV 
AUC IJUO SEpamio 5 fllJEPWV OE OXtofl IJE VEOUe; ESEAoVTEe; (flAIKiae; < 40 Ul0V), aAM fl 
aU~flofl OUT~ OEV SEWPEiTaI KAIVIKO OflIJOVTIK~ KOI we; EK TOUTOU OEV analTEiTOI npOoaPlJoy~ 
Tfle; OOOfle; TOU cpaplJOKOU 

Ao8EVEi<; I-IE Vf.CPPIKrl OVf.lH'iPKf.IO: 
H cpaPlJaKOKIVflTIK~ Tfle; O~18pOIJUKfvfle; OE ao8EVEie; J-JE ~TTlO twe; IJETpla VECPPIK~ aVETTopKEIO 
(GFR 10-80 mllmln), OEV ETTflpEoarflKE lJuo ano EcpoTTa~ OOOfl 1,0 9 a~ISpolJuKivlle; OIJWfle; 
onooEOIJEUOIle; OUYKPITIKO IJE aoSEVEfe; TTOU EXOUV cpuOIoAoYIK~ VECPPIK~ Amoupyia. 
2:TOTIOTIKO OfllJavTIKEe; olacpopte; napOTIlP~SflKav OTflv AUCO- 120 (8,8 mg x hr/ml EVaVTI 11,7 
mg x hr/ml), Cmax (1,0 mg/ml EVaVTI 1,6 mg/ml) Kal Clr (2,3 mllmin/kg tvavTI 0,2 
ml/min/kg) lJua~u Tile; olJooae; OTOIJWV IJE ool3ap~ VECPPIK~ aVETTopKEla (GFR < 1 0 ml/min) 
Kal Tile; 01Jo6ae; OTOIJWV IJE cpuOIoAoYIK~ VECPPIK~ Amoupyia 

Ao8EVf.i<; I-IE IlrrOrlKr'j OVf.TTapKr.lo: 
2:E aoSEVEie; IJE ~TTla (KOTflyopia A) EWe; jJtTpla (KOTflyopfa B) flTTOTIK~ I3Ml3fl , OEV 
unapxouv EVOEi~EIe; OfllJavTIK~e; jJETal3oA~e; Tile; cpapJ-JaKoKIVIlTlK~e; Tfle; a~ISpolJuKiVIle; OTOV 
opo OE 0XEofl IJE EKEivoue; TTOU napouOlo~ouv cpuOloAoYIK~ flnOTIK~ AElToupyia ~TOUe; 

aoSEVEie; aUTOUe; fl VECPPIK~ KoSapofl Tfle; a~ISpojJuKivlle; EIJCPavi~ETOI OU~flIJEVfl, mSovwe; yla 
va E~IOOppOTT~OEI Til jJEIWIJEVIl flTTOTIK~ KOSOPOIl 

5.3 npoKA.vIKa OEOOjJEVO V'a rllv oocpaAno 
EXEI nopOTIlPflSEi cpwocpoAITTi6wofl (EVOOKUTTOPIK~ ouoowPEUOfl cpwocpoAlTTloiwv) OE 
OpKETOUe; IOTOUe; (TT.X ocpSoAlJoe;, VWTIOio yayyAlo, ~TTOp, XoAflOoXoe; KUOTIl, VEcppOe;, 
onA~voe; KOI/~ nOYKp£Oe;) TTOVTlKWV, opoupaiwv KOI oKuAwv TTOU tAo[3ov noAAonAte; 
MOEIe; o~ISpojJuKivlle; H cpwocpoAITTi6wOll EXEI TTOPOTIlPflSEf OE OjJOIO [3oSjJo KOI OE 
vwytvvflTOUe; opoupoioue; KOI oKuAoue;. H cpwocpoAlTTiowOIl CPOiVETOI vo EivOi OVOarpElfJIIJfl 
IJETO Til OlaKoTT~ Tile; SEpOTTEiae; IJE O~ISpolJuKiVfl. H onouOOIOTflTa TWV EuprWOTwv aUTwv 
ylo TO nElpOIJOTO~Wa Kal TOV OVSPWTTO O£v EivOi YVWOT~. 

6. CDAPMAKEYTIKEr nl\HPOCDOPIEr 

6.1 KaraAoyo<; f.KOOXWV 

6.2 AoujJ!3OTorllT£<; 
OuoElJia YVWOT~ 

6.3 ~IapKEIO ~wr'j<; 

6.4 10IoiTf.pr.<; rrpocpuAa~w; Kora Til cpuAO~Il TOU rrpo'iovTO<; 

6.5 CDuOll KOI OUOrOTIKO TOU TTEPIEKTIl 

6.6 IOlolrf.pf.<; rrpocpuAo~f.I<; orropp14.lIl<; KOI oAAo<; Xf.IPIOjJOC; 

7. KA TaXar THr A~EIAr KYKI\OCDOPIAr 

8. APIOMOr A~EIAr KYKI\OCDOPIAr 

9. HMEPOMHNIA nPQTHr ErKPlrHr I ANANEOrHr THE A8.EIAr 
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10. HMEPOMHNIA ANAGEnPHrHr TOY KEIMENOY 

8.To <l>uAAo OOIlYIWV yla TO Xpr'jaTIl <P0PjJOKEUTIKWV TTpo'loVTWV TTOU TTEPI£XOUV OpaOTIKO 

OUOTOTIKO AZITHROMYCIN Via H} IJOP<Pr'j: ETTlKaAuJ.1J.1£va J.1E Anno UJ.1£VIO olaK'a 

250mgftab, Opi(EWI we; £I~~e; 


<l>YMO O~HrlnN XPHfHf: 
nI\HPO<l>OPIEL riA TO XPHLTH 

1.1 

1 2 	 ruv8Eall • LlpaOTlK~ ouoio LlIUOPIK~ a~ISpojJuKivfl 

• "EKOOXO 

1 3 	 <l>apJ.1aKOTEXVIKrll.JOP<Prl: ETTIKOAUjJjJ£VO jJE AEmo UjJ£VIO oloKio. 

14 	 nEplEKTfTa a£ opaaTIKrl ouaia: 250 mg avo OloKio. 
1.5 	 n£plvpa<Prl-LuaKEuoaio: 

1.6 	 <l>apl..laKo8£paTTEUTlKrl KOTllyopia: AVTI~IOTIKO 

1.7 	 YTTEU8uvot; KuKAo<popiot;: 

18 	 nOpoaKWaaTrlt;ILuaKwoaTr'jt;: 

[3. 	 TI nPEnEI NA rNOPIZETE riA TO CDAPMAKO nov IAI XOPHfHIE 0 rlATPOI IAI ] 

2.1 	 rEVIK£t; TTAIlPO<popiEt;: 

To «ONOMA npofONTOI» mpl£XEI a(ISpOjJuKiVfl, tva aVTl~IOTIKO <paPjJaKO Ta 

aVTI[3loTIKa XPflOljJOTTOIOUVWI YIO Tfl SEPOTTEio AOljJW~EWV OTTO jJlKpO~la 


22 	 EVOEi~EIt;: 
To «ONOMA npOIONTOL» EVOEiKVUTOI Yla Tfl SEpaTTEia riTTlWV EWe; jJ£TpIOe; 
(3opuH1W<; AOljJW~EWV TOU avoTTvEuOTIKOU OUOT~jJOTO<; TTpoKaAoujJEvWV aTTo 
EuaioSflTO OTEAEXf"] jJlKpoopyavlojJwv, onwe; 01 
lIolf../w~E/!:; TOU KarwrEpou avarrVWOTIKOU (6rav [XEI arro/Jovw8Ei rj m8avoAoyEfrm 

rro8oy6vo, waio8fJTO in vitro OTfJV a(18pOf../UKivr/J 

O~EiEe; [3oKTflPIOK£e; E~apOEIe; XPovlae; [3poYXiTloo<; O<PEIADfJEVEe; OE Haemophilus 

influenzae, Moraxella catarrhalis, Haemophilus parainfluenzae ~ Streptococcus 

pneumoniae. 

nVEUjJovio OTTO Tflv KOIVOH1TO TTOU o<pEiAETOI OE Chlamydophila pneumoniae, 

Haemophilus influenzae, Haemophilus paralnfluenzae, Moraxella catarrhalis, 

Mycoplasma pneumoniae ri Streptococcus pneumoniae (yla TfJV rrvw/Jov{o f3AETTE 

0fJf../E{WOfJ OTO T[Ao~ uK rropayp(upou) 

lIolf../w(EJI:; TOU avwTEpou avarrVWOTIKOU .' 

O~£io [30KTflPIOK~ TTapappivOKOATTiTiOo TTOU o<pEiMTOI OE Haemophilus influenzae, 

Moraxella catarrhalis, Streptococcus pneumoniae. 

CDoPuyyoojJuyoaAiTiOa TTOU o<pEiAETOI OE Streptococcus pyogenes. 

EH3IKa, OTflV OTPETTTOKOKKIK~ olJuyoaAiTloo TTp£TTEI va XPflOllJOTTOIEiTOI W<; 

EvoMaKTIK~ SEpaTTEio, OE aoSEvEi<; OTOU<; oTToiou<; OEV jJTTOPEi va XOPflYflSEi fl 

S£ponEio TTPWTfl<; EKAOY~<; H TTEVIKIMivfl EivOi TO OUVflSE<; <paplJOKO EKAoy~e; Yla Tf"] 

S£ponEia Hle; <PoPuyyoojJuyooAiTioae; nou o<pEiAETOI OTOV Streptococcus pyogenes, 

TTEpIAOfJ~avojJEvfl<; KOI Tfle; TTpo<puM~EW<; ana TOV PEUjJOTIKO TTUPETO H 

o(18pOjJUKivfl EivOi YEVIKa OTTOTEAEOjJOTlKr'j YIO TflV EKpi~wofl TWV OTPETTTOKOKKWV 

ana TOV oTOjJOTo<papuyya, aAlla OEV unapxouv UTi lOU nop6vlO<; OE00f.J£va TTOU va 

KOTOXUpwvouv Tflv OTTOTEAEojJOTIKOTfl TO Tqe; a~18pOiJUKivq<; onlY TTpo<puAo~q OTTO TOV 

PEUfJOTIKO TTUpUO. 
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ria Til SEpanEia TIl<; TTVEUr·JOviae; aTTO Til KOIVOTIlTO XPIlOliJOTTOIOUVTOI OUvr'jSwe; ouvouaoiJoi 
OVTI(310TIKWV (Kupiwe; (3-AOKTciiJrJ iJE iJOKPOAi0rJ). LE KOSE TTEpimworJ TTpEnEI va AOfJ(30VOVTOI 
UTT04J1l 01 ESVIKEC; KOlEUSUVTr'jpIEe; OOrJyiEe; yla Til SEpaTTEio TrJe; TTVEUl.JOviae; ana TrJ KOIVOTrJTO 

2.4.2 HAIKIWjJEVOI. 

6Ev aTTOITEiTOI TTpOOapfJoyr'j Tile; ooooAoyiae; oroue; IlAIKIW[JEVOUC; aoSEVEie; Yla TOUe; 

oTToioue; aTTalTEiTOI va Aci(3ouv SEpanEia a~ISpofJuKivrJe; 


2.4.3 KUrJorJ: 

H O~ISpofJuKiVIl 8a TTPETTEI va XPIlOliJOTTOIEiTOI KOla TrJ OlaPKEla TrJe; KUrJ0lle; fJOVO EaV EivOi 

oo<pwe; aTTapaiTrJTIl· 


2.4.4 raAouxia: 

OTTW<; TToMo cpapiJaKa TO oTToio EKKpivoVTOI oro W1TPIKO yciAa, rJ a~ISpofJuKivrJ OE Sa 

npEnEI va XPrJOIiJOTTOIEiTOI yla TrJ SEpoTTEia YUVOIKWV TTOU SIlAci~ouv EKTOC; Kal EOV OIOlpOe; 

TTlOTEUEI OTI TO OUVIlTIKa OCPEArJ OIKOIOAOYOUV TOUe; OUVIlTIKOUe; KIVOUVOUe; yla TO (3PECPO<; 


2.4.5 nOiOIO 
To oloKia a~18po/JUKivrJe; TTPETTEI va XOprJYOUVTOI iJOVO OE TTOIOIO TO oTToia ~uyi~ouv 
TTEPIOOOTEPO ano 45 KIAci. 

2.4.6 ETTiopaorJ OTrJV IKOVOTrJTO OOr'jYIlOIle; Kal OTOV XEIPIOiJO iJllxavwv: 

To CPOPjJOKO OEV cpaivETOI va ETTIOpO OTllv IKavoTIlTO TOU aoSEVOUe; yla oOr'jYIl0rJ r'j TOV 

XEIPIOiJO iJrJxavwv. 


2.5 	 AMH1AETTIopOOEJ<; !-IE oAAo q>OP!-IOKEUTIKO rrpo'i6vTO KOI OAAEC, Ilopq>ic, 
oAAIlAETTfopoo 1lC,: 

Antacids/AvTlo(lva 
LE cpapfJaKOKlvrJTIKr'j jJEMTrJ OTllv oTToio E~ETOOSrJKE 11 ETTiopaorJ Tile; TOUTOXPOVrJe; 
Xopr'jYrJ0rJe; aVTlO~IVWV KOI a~ISpoiJuKiVIl<;, OEV napOTIlPr'j8IlKE EniopaOIl OTllv OAIKr'j 
(3loolaSEOIjJoTIlTO TOU aVTI(3loTIKoU napoTi 01 fJEYIOTEe; OUYKEVTpWOEIe; TOU OTOV opo TOU 
OijJOTOe; iJEIWSIlKOV KOTO TTPOOEYYI0rJ 25% IE aoSEVEie; TTOU AOiJ(3ovouv TTapaAArlAa 
O~ISpoiJuKivrJ KOI aVTlO~IVa, TO cpoPiJaKo OEV TTPETTEI va AaiJ(3ovovTOI TOUToXPova 

Cetirizinel LETlpl(jVn 
LE uYIEie; ESEAoVTEe; rJ ouyxoPr'jYrJ01l TTEVSr'jiJEPOU SEpanEuTIKoU oXr'jiJOTOC; TTOU 
TTEPIEAcljJ(3ovE a~ISpojJuKivrJ KOI OETlPI(ivrJ 20 mg OTIl oTOSEponolrJiJEvrJ KOlOOTOOrJ OEV EiXE 
we; onoTEAwiJa KOTTola cpapiJaKEUTlKr'j aMr]AETTiopaoll r'j 0lliJoVTIKr'j oMayr'j oro OIOOTr]iJO 
OT 

Didanosine( Dideoxyinosine)1 L'lioavooivn 

H ouyxoPr'jYIlOIl 1200 mg a~ISpofJuKivr]e; q/JEpqoiwe; jJE 400 mg oloavooiVIle; r]/JEPlloiwe; OE 

6 a08EVEie; SETIKOU<; OTOV HIV OEV CPOVr]KE va ETTr]PEO(EI Til cpapiJaKOKlvllTlKr'j Tile; 

oloavooiVIle; OTr] oTOSEpOnOllliJEvr] KOTaOTOOIl OE OUYKPIOrJ iJE TO EIKOVIKO <paPiJaKO 


Digoxi nlL'lly06vn 

MEPIKO aVTI(3loTIKcl Tile; OiJooae; TWV iJaKpoAitiiwv EXEI avacpEpSEi OTI ETTr]pEC1(OUV, OE 

OPIOiJEVOUe; OOSEVEie;, TO iJIKP0(310KO iJETO(30AIOiJO Hle; Olyo~ivr]e; OTO EVTEPO LE aoSEvEie; 

TTOU AOiJ(3ovouv TOUToxpova o(ISpoiJuKivr] KOI olyo~ivr], rJ OUVOlOTIlTO aU~1l01le; TWV 

OUYKEVTPWOEWV Tr]e; Olyo~ivlle; TTpEnEI va AOiJ(30VETOI UTT'04Jr] 


Zidovudine/ZlooGouoivn 

ECPOTTO~ 660EI<; 1000 mg KOI noManMe; 660EI<; 1200 mg r'j 600 mg a(18pojJUKivrJe; Eixav 

jJIKPr'j ETTiopaoll OTIl cpapiJaKoKlvllTlKr'j Tr]<; ~loo(3ouoivrJe; OTO TTAcioiJa r'j OTllv anol3oAr'j aUTr'je; 

r'j TOU yAuKOUpOVIKOU jJETOI30AiTr] Tr]e; OTTO TO oupa. OOTOOO, r] xopr'jYr]or] a~ISpoiJuKivlle; 


aU~r]oE Tie; OUYKEVTpWOEIe; Hle; <pwO<pOpUAIWiJEVr]e; ~lool3ouoiVIl<;, TOU KAIVIKO OpaOTIKOU 

iJETOl3oAiTr] Tr]e;, OTO TTEPICPEPIKO iJOVOTTUpr]VO H KAIVIKr'j or]jJaoia IOU EUpr'jjJOTOe; OUTOU OEV 

EivOi oa<pr'je;, iJnopEi ojJwe; va OTTOOEIXTEi W<PEAljJr] ylO TOUe; a08EVEie; 

H a~ISpojJuKivr] OEV aAAr]AETTlOPCl OrHJOVTIKO IJE TO OUOTfWO TOU IlTTOlIKOU KUTOXPWIJOTOe; 

P450. nlOTEUETOI OT! q o(18pOIJUKiVIl OEV UcpiOTOTOI cpapIJOKoKlvr]T!KEe; oAAIlAETTIOpOOEIe; 
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OVTioTOlX£C; fjE EKEiv£c; Hle; EPUSPOfjUKiVIle; ~ oMwv fjOKPOAIOiwv H moywy~ ~ Il 

oOpovoTToillOIl TOU IlTTOTIKOU KUTOXpWfjOTOe; P450 fjEOW TOU OUfjTTMYfjOTOe; KUTOXPWI-.JOTOe;

fjETOf30AiTIl OEV OUfjf30iVEI fjE Trlv O~ISpOfjuKivrj 


Ergot! AAKOAOEIOO EpU0IGwoouc; oAupoC; 

I\oyw Hle; SEWPIlTIK~e; TTlSOVOTrjTOe; q.1cpOvlolle; EPYOTIOfjOU OEV OUVIOTOTOI fl TOuTOXpovll 

XP~oll O~ISpofjuKiVIle; fjE TTOPOYWYo fpuUlf3wooue; OAUpOe; (I3Mm TTOPOYPOcpo 24 EIOIKEe; 

TTpOEIOOTTOI~OEIe; KOI TTpOcpUAO~EIe; KOTO Til XP~OIl) 


¢OPI.10KOKIVIlTIKEe; fjEMTEe; tXOUV OIE~OXSEi OV0I.1WO OTIlV O~ISpOfjUKiVIl KOI TO OKoAouSo 

cpOPI.10KO TO OTToio EivOi VVWOTO OTi UCPIOTOVTOI 01l1.10VTlKO fjETOI30AI0I.10 I.1EOW TOU 

KUTOXpWI.1OTOe; P450. 


AtorvastatinlATOp(30GTOTivQ 

H ouyxoP~Ylloll 10 mg OToPl3ooTOTivfle; fll.1EPIlOiwe; KOI 500 mg O~ISpofjuKivfle; IlI.1EPlloiwe; 

OEV TpoTTOTToillOE TIe; OUYKEVTpWOEIe; Trje; OTopl3oOTOTivlle; OTO TTAOOfjO (fjE 130011 fJESOOO 

TTPOOOIOPIOfjOU OVOOTOA~e; H]e; HMG CoA-ovoywy60rje;) 


Carbamazepine/Kop(3°IJ oSmivl) 


LE lJio fJEMTIl cpopfjOKOKIVIlTlK~e; oMflAmiopOolle; OE uYIEie; ESEAovTte; OEV TToPOTIlP~SflKE 


KOfjio OllfJOVTIK~ ETTiopooll OTO ETTiTTEOO Tile; Kopl3o\.lo~ETTiVIle; ~ TOU 0POOTIKOU fjETOf3oAiTIl 

Tile; OTO TTAOOI-lO OE OOSEVEie; TTOU EAOfjl3ovov TOUTOXPOVO O~18pOIJUKiVfl 


CimetidinelLlbJEWSiVQ 

LE \.lio cpopfjOKOKIVIlTIK~ IJEMTfl OTrlv oTToio E~ET008IlKE Il ETTiopoorj ETTi Tile; 

CPOPIJOKOKIVIlTIK~e; Tile; O~18p0I.1UKiVIle; fjlOe; ECPOTTO~ 0601le; 01fjETI<Sivlle;. TTOU XOPlly~ellKf 2 

WpEe; TTplV OTTO Hlv O~lepofjuKivrj, OEV TTOpOTrjp~8IlKE I.1ET0f30A~ Tile; CPOpfjOKOKIVflTIK~e; Hle; 

O~ISpOfjUKiVfle; 


Coumarin-Type Oral Anticoagulants/ATTo TOU OTObJOTOC; K@1..1QQIVIKO AVTITTOKTIKCt 

LE fJio cpopfjOKOKIVIlTlK~ fjEMTfl oMIlAmiopOOfle;, Il o(ISp0l.1uKivll OEV fjETEl30ME TO 

OVTlTTflKTIKO OTTOTEAWfjO fJIOe; ECPOTTO~ 0601le; 15 mg l3opcpopivlle; (warfarin). fl oTToio 

XOPIlV~8IlKE OE UYIEi<; ESEAoVTEe; Moo Tllv KUKAOcpopio TOU CPOPfjOKOU OTllv Ovopo 

UTT~P~OV OVOcpOpEe; EvioxUOIle; TOU OVTlTTqKTlKOU OTTOTEMofjOTOe; fjETO OTTO ouyxoP~Yfloll 


O~18pOfjUKivfle; IJE OTTO TOU OTOfJOTOe; KOUfjOPIVIKO OVTITTIlKTIKO nOpOAO TTOU OEV EXEI 

TEKlJllPIWSEi OITloAoYIK~ oUOXETlOlll.1E Tllv o(18pOfjUKivll. TTPETTEI vo oivuOl rrpooox~ aTfl 

OUXVOTflTO TTOpoKOAouSr10fle; TOU Xpovou TTpo8pofjf3ivlle; OTOV 11 o~18pofjuKivll 


XPll0llJOTTOIEiTOI OE OOSEVEie; TTOU A0l.1l3ovouv OTTO TOU arOfjOTOe; KOUfJOPIVIKO OVTITTIlKTIKo. 


Cyclosporin/KuKAoOTTOpivl) 

LE fJio CPOPI.10KOKIVIlTlK~ !.lEMTIl OE uVEie; ESEAOVTEe; OTOUe; oTToioue; XOPIlV~8IlKE IlIJEP~010 


OTTO TOU OTOfjOTOe; 06011 o(ISpofjuKivlle; 500 mg VIO 3 IlfjtpEe; KOI OKOAOUSWe; E<pOTTO~ 0601l 

KUKAoOTTOpivlle; 10 mg/kg 01 OTTOPPEOUOEe; Cmax KOI AUCO-5 Tfle; KUKAooTTopivlle; 

I3pEBIlKOV vo EivOi 0llfjOVTIKO OU~llfjEVEe; LUVETTWe;. TTPETTEI vo E~£T(:l~ETOI fjE TTPOOOX~ 11 

TOUTOXPOVIl XOP~Ylloll TWV <P0P!.lCtKWV OUTWV E6v EivOi oTTopoiTIlTIl fl TOUTOXPOVfl 

xop~Yfla~ TOUe;. TTptTTEI VO TTOPOKOAouSOUVTOI TO ETTiTTEOO Tile; KUKAooTTopiVIle; KOI vo 

TTpOOOPIJO~ETOI OVOAOVO fl OOOOAoVio 


E favi renz/Ecpo [31 PEVSI) 

LUYXOP~Vfloll E<POTTO~ flfjEp~010e; 0601le; 600 mg o~ISpol.1uKiVIle; KOI 400 mg E<pol3lpEV~Ile; 


VIO 7 flfjEpEe; OEV £OEI~E KOlJio KAIVIKWe; OflfjOVTlK~ cpopfjOKoKlvrlTlK~ oMIlAETTiopoofl f::.Ev 

EivOi oTTopoiTflTIl fl TTpOOOpfjoy~ Tfle; 0601le; Tile; O~18pOfjUKivlle; OTOV OUYXOPIlYEiTOI IJE 

ECPoI3IPEV~Il· 


Fluconazole/¢AOUKOVO(oAn 

H OUYXOP~YIlOfl !.lioe; ECPOTTO~ 0601le; O~ISpofjuKiVIle; 1200 mg OEV fJETEl30AE Tflv 

cpoPIJOKOKIVIlTlK~ fjioe; E<pOTTO~ 060fle; CPAOUKOVO~OAfle; 800 mg. H OUVOAIK~ TTOOOTIlTO TOU 

CPOPIJOKOU TTOU <pBOVEI OTllv KUKAO<popio KOI 0 xpovoe; flfjl~W~e; Tfle; O~ISpofJuKivfle; OEV 

\.1ETOI3A~BIlKoV OTTO Tfl ouyxoP~Vlloll cpAOUKOVO(OAIle; OOTOOCu TTOPOTflP08flKE !.lio IJEiwOIl 

OTflfJ£YIOTflouYK£vrpwofl Tfle; a(18po~JuKivllC; oro TTAO0I.10. Cmax. (18%) fl oTToio OEV ~TOV 


K,\IVIKCt 0IlIJOVTIKO 


http:TTAO0I.10
http:oUOXETlOlll.1E
http:fjETOI30AI0I.10
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1ndinavirlivOlvo[)ipO 

I:uYXOP~YflOfl ~ioe; E<jlCITTO~ OOOfle; 1200 mg o(18pOIJUKivr]e; OEV EiXE OTOTIOTIKO Or]~OVTlK~ 


miopoor] OTr]V <jlOPIJOKOKIVr]TIK~ 800 mg IVOlvof3ipr]e;, XOPflYOUIJEVr]e; TpEIe; <jlOpEe; Tr]V fllJEPO 

YIO 5 r]IJEpEe;. Mv EivOi OTTOpoiTr]Tr] fl TTpOOOPlJoy~ Tr]e; 060fle; Tr]e; o(ISpolJuKivr]e; orav 

ouyxopr]YEiTOI ~E Ivolvof3ip'l 


MethyIp red n i soione/ME8uA TT PEOVI (oAOvr) 

LE lJio WMTr] <jlOPIJOKOKIVr]TlK~e; oMr]AmiopOofle; OE uYIEie; E8Ef.,ovTEe;, r] o(18pO~UKivr] OEV 

TTPOKdAwE KOTTOIO Or]IJOVTIK~ ~ETof3oA~ OTr]V CPOPIJOKOKIV flTlK~ Tr]e; IJESuATTPEOVlsoAOv'lC; 


Midazolam/Mloo(oMIJO 

H oUYXOP~Yr]ofl 500 mg o(18pO~UKivr]e; fl~EPfloiwe; YIO 3 flIJEpEe; OE uYIEie; E8EAoVTEe; OEV 

EiXE we; OTTOTU,WIJO KOTTOIO KAIVIKd Ofl~OVTlK~ oMoy~ OTfl CPOPIJOKOKIVflTIK~ KOI Tfl 


CPOPIJOKOOUVOIJIK~ IJIOe; ECPOTTO~ 060fle; 15 mg fJloo(oMlJfle; 


!:lei fi-'lav Ir IN EAcpIV013iPO 

LUYXOP~YflOr] 1200 mg o(ISpofJuKivr]e; KOI vEA<jllvof3ipr]e; OE OTOSEPOTTOlflIJEVr] KOTOOraO'l 

(750 mg TpEIe; cpOpEe; Tr]V 'l~EpO) EiXE we; OTTOTEAwlJo T'lV OlJ~flO'l TWV OUYKEVTPWOEWV Tr]e; 

o(18POIJUKivfle; Mv TTOpOTr]p~8'lKOV KAIVIKWC; O'lfJOVTlKEe; oVETTIBulJ'lTEe; EVEpymc; KOI 'l 

TTpOOOPlJoy~ Tfle; i56ofle; OEV EivOi OTTOpoiT'lT'l 


R Ifabuti niPIcpO Jj TTO uTiv 0 

H OUYXOP~YflO'l O(ISpOfJUKiVfle; ~E PI<jlO~TTOUTivfl OEV ETT'lPEOOE Tie; OUYKEVTpWOEIe; TWV EV 

AOyw <jJ0PIJOKWV OTOV opo TOU OiIJOTOC;. 

EXEI TTOPOT'lP'lSEi OUOOEPOTTEVio OE OOSEVEie; UTTO OUYXOPflYOUWVfl SEPOTTEio 

O(IBPOIJUKiVfle; KOI PI<jl0fJTTOUTiv'le;. Av KOI 'l OUOOEPOTTEVio EXEI OUOXOIOTEi IJE T'l XP~O'l T'le; 

PI<jl0IJTTOUTiv'le;, OEV EXEI TEKIJ'lPIWBEi 0IT10AoYIK~ OUOXETI0'l ylO TOV OUVOUOOIJO Tfle; IJE T'lV 

O(18pO~UKiv'l (f3Mm TTOPOYPO<jlO 2.8 AVETTl8ulJ'lTEC; EvEpyme;). 


5ildenaWLLIAvTEvQSP.0D 

LE uYIEie; 0pPEVEe; ESEAoVTEe; OEV UTT~PXOV EVOEi~EIe; ETTiopOOfle; Tfle; o(18POIJUKiv'le; (500 mg 

'lfJEP'loiwe; YIO 3 'lIJEpEe;) OT'lV AUC KOI T'l Cmax T'le; OIAVTEVO<jliAqe; ~ TOU KUPIOU 

fJETOl3oAiT'l Tfle; 


Terfenadine/lffi.g)Evooivn 

<!>OPfJOKOKIV'lTIKEe; ~EMTEe; OEV EOEI~OV OTOIXEio KOTTOIOe; oMflAETTiopOOfle; ovo~wo OTr]V 

o(ISpolJuKivfl KOI OHlv TEPCPEVOOiv'l "Exouv OVO<jlEpSEi OTTOVIO TTEPIOTOTIKd OTTOU 'l 

TTlSOVOTnTO oVTioTOIXfle; oMflAETTiopoo'le; OEV ~TOV Ouvaro vo OTTOKAEI08Ei EVTEAwe;. nopoAo 

oUTd, OEV UTT~P~E OUYKEKPI)JEV'l EVOEI~'l OTi oUVEf3'l TETOIO oMflAETTiopOOfl 


Theophylline/G£OcpuAAivr) 

Mv UTTOPXOUV EVOEi~EIe; KAIVIKO O'l~OVTlK~e; <jlOPIJOKOKIVflTlK~C; oMflAETTiOpoo'le; OTOV 'l 

O(ISpOIJ uKiv'l KOI 'l 8EO<jluMiv'l xoprwouvTOI TOUTOXPOVO OE uYIEie; ESEAoVTEe; Ev TOUTOIC; 'l 

ouyxopriY'lo'l SEO<jJuAAivne; KOI fJoKpoAIOiwv EXEI OUOXETIOTEi IJE OU~nfJEVO mimoa 

8EO<jluMivfle; OTOV opo Oc; EK TOUTOU, OUVIOTOTOI fl fJETP'lOfl TWV ETTITTEOWV SEO<jluMivfle; ETTi 


oUYXOPflY~OflC; o(18POfJUKiv'lC; 


Ina z 0 1amr[QIQ£oAQj,Jfl 

LE 14 uYIEiC; ESEAoVTEe;, fl oUYXOP~YflO'l 500 mg o(18POfJUKivne; Tflv 1 fl nfJEpO KOI 250 mg H] 

2n flfJEPO fJE 0,125 mg TpIO(oMfJfle; Tn OEUTEPfl rllJEpO OEV EiXE OflIJOVTlK~ ETTiopaofl OE KOTTOIO 

cpapIJOKOKIV'lTIK~ ~ooI3AnT~ H]C; TpIO(oM~'le; OE OUYKPI0'l ~E TO EIKOVIKO <jlOp~OKO 


T rimethoprim -S ulfamethoxazole/TPIIJESOTTpiIJO- LouA<jJOIJESO~O(ol!l 


LUYXOp~VnO'l TOU OTOSEPOU OUVOUOOIJOU TPIIJESOTTpilJ'le;/oouA<jloIJESO~o(6Afle; (160 

mg/800 mg) mi 7 flIJEpEe;, lJo(i IJE 1200 mg o(ISpo~uKivflC; Tflv 7n fllJEpa, OEV EiXE 

0flIJOVTIKEe; ETTIOpdoEIe; OTIe; IJEYIOTEC; OUYKEVTpWOEIe;, OTfl OUVOAIK~ TTOOOT'lTO TOU 


CPOp~dKOU TTOU <jl80VEI OTflv KUKAo<jlopio ~ OT'lv OTT£KKPIOfl OTTO TO oupa EiTE TflC; 

TPIIJE8oTTpilJflC; EiTE T'le; OOUA<jlO~ESO~o(oAflC;. 01 OUYKEVTPWOEIC; TflC; o(18pojJUKivfle; orov 

opo ~TOV nOpOIJ01Ee; IJE OUTEe; TTOU txouv nopOTOP'l8Ei OE dAlIEe; ~EMTEe; 
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Clsa pnde!LI(onpion 

H OI(onpior] IJUa(3oAi(ETOI OTO rlnop ana TO tV(UIJO CYP 3A4 Emlorl TO lJaKpOAiola 

avaoTtMouv TO Evi;uIJO aUTo, r] GUYXPOVr] XOPrlYr]or] Tr]<; OI(anpiofl<; IJE TI<; OUOiE<; aUTE<; 

IJnopEi va OU~rlOEI TOV Kivouvo ElJqJOVIOr]<; OloTOpaxwv TOU KOPOIOKOU pu81JOU (nopoTOor] 

TOU OIOOTrlIJOTO<; QT, KOIAIOKt<; appu8IJiE<;, T'ORSADE DE POINTES) L1la TOUTO va 1Jr] 

ouyxopr]YEiTOI fl OI(anpiOr] IJE TO qJOPlJaKa aUTO" 


2.6 llocroAoyia: 

To «OVOIJO npo"fovTO<;» npEnEI vo xopr]YEiTOI IJIO qJopo Tflv r]IJEPO 

To olGKia «ON'OMA npOfONT'Ob IJnopEi vo AOIJ(30VOVTOI IJE rl xwpi<; TpO<Prl KOI TTptml 

va KOTOTTivoVTOI OAOKAIlPO. 

XprjOf) OE EVr)AIKEC; KOI ECprj(3ouC; (> 12 ETl0V) ria TO oE~ouaAIKw<; IJETOOI06IJEVO V00rlIJOTO 

fl Mar] EivOi 1000 mg TOU <p0PIJOKOU AOIJ(30VOIJEVr] oav OTTArl Mar] OTTO TO OTOIJO ria 

oM<; TI<; oAM<; EVOEisEI<; r] OAIKrj OOOfl EivOi 1500 mg XOpr]YOUIJEVr] OE r]IJEprjOlE<; 06oEI<; 

500 mg YIO 3 r]IJEPE<; 

2::ov EvoMoKTlKrj 8EpoTTEia r] iOlo OAIKrl 060r] TOU qJaplJoKOu IJTTOPEi va Xopr]Yr]eEi OE 

OlooTr]lJa 5 r]IJEPWV w<; E~rj<; 500 mg Tr]V TTPWTr] r]lJtpo KOI 250 mg r]IJEpr]oiwC; OTTO Hlv 

2rJ twe; KOI Tflv SrJ rJlJtpo Tr]C; eEpanEioc;, 


2, 7 YTTEpoouo~oyia - AVT1iJEninnufj: 

2::E nEpiTTTwOr] unEpooooAoyio<; OTTOITEiTOI rJ E<pOPIJOYrl YEVIKWV OUIJTTTWIJOTlKWV KOI 

UTTOOTflPIKTIKWV IJtTPWV 8EponEio<;, ovoAoya IJE Tr]V TTEpiTTTwofl, 

T r]A KEVTPOU L1r]Ar]Tr]PIOOEWV 210 77 93 777, A8rjvo 

2.8 AVOTl9uiJIlTE<; EVEPYEIEC:;: 
'0 TTOPOKOTW TTivOKO<; TTEPIEXEI TI<; aVETTl8ulJrJTE<; EVEpYElEC; TTOU ElJqJovioTrJKav jJtow Tr]C; 

EIJTTElpio<; aTTo KAIVIKtc; IJEMTE<; Kal TflC; napoKoAou8r]0r]<; TOU qJ0PjJOKOU IJUO Tflv 

KUKAO<popio TOU OTr]V avopo, KOTO KOTr]yopio opyavlKou OUOTrjIJOTOC; KOI OUXVOH]TO. 01 

aVETTl8ulJrJTEC; EVtPVEIEC; TTOU ElJqJovioTflKOV IJUO Tr]V KUKAOqJopio TOU <papjJoKou OTr]V 

oyopa onooioovTOI IJE nAoVlo ypOlJlJOTO H KOTr]yopia OUXVOTr]TOC; EIJ<PclV10flC; opii;ETOI 

oUlJqJwvo IJE Tr]V nopoKoTW OUV8rlKr] noAu OUXVE<; (2: 1/10), 2::uxvt<; (2: 1/100, <1/10), 

0XI ouxvt<; (2:1/1000, <11100), 2::TTOVIE<; (2:1/10000, <1110000), noM) onOVIE<; 

«1110000), KOI Mfl YVWOTtC; (OEV IJnopouv vo EKTIIJr]eOUV IJE (3aor] TO OloetOlIJO 

OEoolJEva) EVTO<; KOSE KOTflyopioC; OUXVOTr]TO<; ElJqJOVIOrJ<;, 01 OVETTl8ulJflTE<; EVtPV£I£C; 

TTOpOTieEVTOI KOTO qJeivouoo OEIPO 00(30pOTr]TO<; 


AVETTl8UlJrJTE<; EVEPVEIE<; EVOEXOIJEVW<; rl meovw<; OXETI(OIJEVE<; IJE Tr]V Oi;ISpOIJUKivr] IJE 
(3aofl Tflv EIJTTElpio ana KAIVIKt<; IJEMTE<; KOI Tr]V TTOPOKOAouSr]or] TOU <p0PIJOKOU IJUcl Tr]V 
KUKA~pio TOU onJv ayo~ _~ ______-,---:::---:-______-, 

r KOTflyopio 'OpYOVIKOU :Av-EmSUIJ-~Tr] EvtpYEIO 2:: uxvoTflTO 

2::u~9.ISl5.. ___ -- -- --------------t-c=---'---c-- ----
AOIIJW~EI<; KOI KOVTIVTioor], KOVTlVTioor] TOU 0XI ouxvt<; 
TTapaOITWOEI<; OTOIJOTO<;, AoifJ~ TOU KoAnou 

ljJEUOOfJEIJi3PWOr]<; KoAiTioO (f3Mm Mr] VVWOTtc; 
f--____________+---n.Q2o~~~~____~___+-_______--1 

L1IOTOpOXt<; TOU AEuKonEvio, OUOETEpOTTEV:..;.io"-------___----ic-0-=-)nXII ouxv_t<;~______ 
OIiJOTTOIr]TIKou KOI TOU jGPOlJ(30nEViO, allJoAuTlKrj OVOIlJio Mr] YVWOTt<; 

~EJ.l~OU OUOTliIJ OTO<; ~ -- --- I 

L1IOTOpOXt<; TOU A -£100101")1.10, umpEU_Olo-SIJOiO _ Qxl OUXVEC;_~__ ~ 


i ovooonOIr]TlKOU . Avo<puAoKTIKrl OVTiopoor] WMTTE Mr] YVWOTt<; 

I~~o~~~oO:t°<;<;TOU ---- II ~~~~:~~~<po 2~L__ -- ----- ~- -- 2::UXVE<; 

IJETOf30AIOIJOU KOI Tfl<; 

~.E3P~.!1S _~~~_,_-+-_
I Lj.!UXIOTPIKE<; OIOTOpOXt<;NEUpIKOTl]TO__ _ °XIOUXVES . 

i r~~~~KlTflIo'-a\'XOS--=-=____ ~;a;;QI~ -1 
L1IOTOpaxt<; TOU VEUPIKOU : ZOAIl, KE<paAoAyia, rrapoI08f]oio, 2::uxvtc; J 
ouonllJoTO<; 1i5-,:!OyEUO~ _ _,_ _ __________~____ 

1__________ ~____, ____I YTT~q8flq~UTTVfJAio2 OLJTTviQ _ 0XI OUxvts ___~_ 
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_ _____ _ 

________________ 

---~-- ~-~--~~ 


L
l~p8a~IKtc; OlaTO~~~_ 

' £1IOTapaxt~ TOU WTO~ KOI 
I TOU Aa~upiv8ou 
I 

I 
!-KapbIaKt~61orapaxt~
I 
I 
I 

I 

f~;Y,'~~~~'~'~;flaxtC . 

i yaaTp£vT£PIKOU 
. 
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~;~~~~~~~K~:%~~~~:fr~~~R~~:-~-T M~yv-wcnE~ 
avoal-lia, TTapoafJ ia I 

~~~~:;~;~ r;{~~~~~~£ -tl---~--~-
OTTTIKIJ OIOTc:JJ2QXQ__________ 
K~~ 
~KTTTwaflTrl~ aKOUCJTIK~ ---- 
O~25,~~(J~S___ _ ~______ 
l~!IT~__ _~ 
AiaS a TTaAiJwv-~---- - 

~-------- -~ 

Torsades de pointes (KoIAlaK~ 
TOxuKapi5ia i5iKflv plTTli5iou) (f3M:TTE 
TTapaYPO<jJo 24), appuSfJia 
(~M:TTE TTapaypacpo 24) 
TT£pIAalJf3avolJtvr]~ Tr]~ KOIAlaK~~ 

J:LJXV-,--ts-'--_____ 
IuX~ 

OXI auxvtS~---

~1TaVI~____ 
'0 I auxvts 

-t-:---:"-'--~~--

Mfl yvwart~ 

I ~!i;I:~',":K~~AYO' vaUTia~ ~2s~ua;;t,
r~f!£WPlafJOS - --~-

'EfJoQS..JjuS!l!.£LjJi9___ ~_~ _____ { Luxv'l 
_fqqTpiTloa, ouaK()~oTIJTO _ 'Qxl auXv_ES-'----_ 
naYKp£OTiTloa, i5uaxpwiJaTlafJo~ Mfl yvwaTt~ 

i~~~~~;va~~i~~~:~T;,\---a~i::f~%~T::PV;a=~~=: .-- .-4 ¥i6~fc~v'-,~~== =1 


______ ~_ ~ ~ _ ~~___ 
£1IOTapaxt~ TOU iStplJOTOe; 
KOI TOU UTTOOOPIOU laTOu 

r------~~------

I lilOTOpaxte; TOU 
IIJUOaKE.A£TlKOU 

l aUaT~IJOTOe; KOI TOU 
auviSolKOU laTOll 
6IOTaPOXt~_ TWVVEcppWV---

[ 

'-pua~oAoylKr'L____~_ 
HTTaTlK~ aV£TTapKEla (~M:TTE 
TTapaypacpo 24)*, r]TTOTiTioa 
K£pauvo~6Ao~, IlTTOTIK~ v£Kpwall, 
iKTE£Q5.x.o~_9_a!..qI.IKoS ___ __ 
EOV~~KVf}()J~ ______ ~___ 
Iuvi5polJO Stevens-Johnson, 
avriopaafl aTTo cpwTO£uOla8r]aio, 
Kvi2walJ ___ ~_____________ 
TO~IK~ £TTliS£PfJIK~ v£KpoAuar], 
TToAul-JOPcpo EJ2~~f].lJ~~_____ _ 
Ap8paAyia 

N£<PpIK-~~a~voT6pKEla o~Eia~ ~-----

~~TWV oupocpopwv oiS_w~v__t--~iTloa Olaf.1wJL___ ~ 

Mfl yvwaTE~ 

__________~ 
IuX'{~_______ 
'OXI auxvt~ 

Mr) yvwarte; 

IUxVEe; 

Mfl yvwartc; 
J 

fEVIKEe; iSlOTapoXEe; KOI 

KoroaToaEIe; Tile; oiSou 

Xop~YflOfle; 

I--;-Ep£UVE~-~ ----- 

JS.oTTwalJ_ __ __________ 
8wpaKIKo oAyoe;, oiiSr)f.1a 

.QfaS--'J1-l..2...KO~~C:J<;~oa8tv--,--a_r:l_~_ 
Apl8lJoe; .A£IJCPOKUnapWV 

IJEIWfJtvoe;, 0pISIJOe; flwmvocpiAWV 

oU~r]lJtvoe;, i5lTTovSpaKIKo OiIJOTOe; 

yE~Ev~_________________ 
AaTTapTlK~ alJlVOTpaVaCPEpaall 
oU~r]lJtvr], alJlVOTpavacpEpc'lafl Tile; 
oAoviVIl~ aU~r]lJtvll, xoAEpu8pivr] 
OiI-lOTOe; aU~r]iJtvfl, oupio aiiJOTOe; 
aU~r]IJ£vfl, KP£OTIVivfl aiIJOTOe; 

luxv~________1 

'OXI aUXVEe; 
_ ___~_~~___~ 

~~1;~~~I'~~:AIO~IJ_OT~_: IJ_~ _ ... 
HAEK TpOKOp6IoYPc'lCPflfJO, Mil yvwaTte; 1 

________ ~ __~ _________ ~~~;~~~o~~y;~_~~T~t:~_~_____ ~~_____~ _______ J 
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* 11 OTTOIO OTIOVIWC; KOTtAIl~E OE 8ovaro 

2.9 	 TI rrp£TT£1 va vvwpi~£1 0 aa8£vr)«; a£ rr£pirrTwall rrou rrapaAEi'V£I va rrap£1 
KarrOla ooar): 
Eov TIptTIEI va AafJi30VUE TO cpoPfJaKO OE KavovlKo XPOVIKO OlaOT~fJOTO KOI 
TTopaAEiljJUE tJlO 00011, 80 TIptTIEI va TIOPETt: Til 00011 OUT~ TO TOXUTEPO OUVOTOv. 
Eov, EV TOUTOIC;, TIAIlOlO(EI 11 wpa Via Hlv mOrJEVfl OOOfl ~lfl AO(3ETE Til OOOIlTIOU 
TIopoAEiljJOTE, aAAo ouvEXioTE KOVOVIKO Tfl 8EpoTIEio 

210 	 H!J£pO\-lllvia A!'J~Il<; TaU rrpoYovTO«;: 
AVOVPOCPETOI OTflV E~WTEPIK~ KOI WWTEPIK~ OUOKEUOOIO. IE TIEpiTITWOIlTIOU Il 
fltJEPOtJflvio OUT~ tXEI TToptA8EI fJflv TO XPflOIiJOTIOI~O£TE 

2.11 	 IOlaiTf:p£<; rrpoq>uAo~£I«; Via Til cpuAa~1l TaU rrpo''-ovTO«;: 

212 	 H\-I£p0\-lllvia T£h£uTaia«; avaSniJp'la'l«; TOU cpu!\Aou 00'lYIWV: 

3. 	 nAHPO<l>OPIEr riA THN OP00AOriKH XPHrH TON <l>APMAKON 

- To CPaPJJOKO OUTO OOC; TO tVPOljJE 0 VIOTpO~ oac; fJOVO Via TO OUVKEKPlfJtVO 
larplKO 00<; TTpoi3Arwo l1Ev 80 TTptml va TO OiVETE OE oMo OTOfJO ~ va TO 

IXPflOltJOTIOIEiTE Via KOTTOIO oAAIl TTo81l011, XWPIC; TTPOIlVOUJJtvw<; va tXUE 
OUfJi3ouAEUTEI TO VIOTPO 00<; I 

- Eov KOla Tll OIOPKEIO TIlC; 8EPOTTEI0C; EfJCPOVIOTEi KOTTOIO TTpo(3AIlJJO fJE TO 
CPOPJJOKO, EVflJJEPWOTE oJJtowc; TO VIOTPO 00c; ~ TO CPOPJJOKOTTOIO OOC; I 

- Eov txuE OTTOIOO~TTOTE EPWHlfJOlIKO vupw OTTO TI~ TTArlPOCPOPIEC; TTOU ocpopouv 
TO CPOpfJOKO TTOU AOiJi3oVUE ~ XPEIO(WTE KoAuTEPfl EVlltJ£pwOfl VIO TO IOTPIKO 
oac; TTpo(3Arwo fJll orOTOOETE va (IlT~OUE TI~ TTAflPOCPOPIE<; OUTt<; OTTO TO VIOTPO 

I00<; ~ TO CPOPJJOKOTTOIO 00<; I 
- ria va EivOi OTTOTEAw[JOTIKO KOI OocpoAtC; TO CPOptJOKO TTOU OOC; XOPIlV~8IlKE 80 

TTptTTEI VO AO[Ji3oVETOI oU[Jcpwvo [JE TIC; OOIlViEC; TTOU 00C; oo8IlKOV. I 
- riO Tllv oocpoAEro 00<; KOI rrlv uVEio OO~ EivOi OlTOpoiTIlTO va 010i300ETE W 

I TTPOOOX~ KoBE TTAIlPOcpopio TTOU ocpopa TO CPOPtJOKO TTOU 00<; XOPIlV~8flKE. 
II - No Pil OIOlIlPEiTE TO CPOP[JOKO OE Ep[JOPIO rou AOUTPOU, Vlari Il (EOTIl KOI fl II uVpooio [JTTOPEi va oAAolwoouv TO CPOP[JOKO KOI VO TO KOlOOT~OOUV ETTli3Ao(3t<; I 

Via Tllv uVEio oac; I 

- No [Jllv KpOlOTE CPOP[JOKO TTOU OEV TO XPEIO(WTE TTAEov Il TTOU flOIl EXOUV AIl~EI. I J 
- rio fJEvoAlmPIl OOCPOAEIO CPUM~TE oAo TO CPOP[JOKO OE oocpoAtC; fJtpo<; [JOKPIO i 

OTTO TO TTOIOIO 	 __________---'1__ 

4. 	 TPOnOr ~IA0ErHr: To cpap[JoKo OUTO XOPIlYEiTOI [Jovo [JE IOlPIK~ OUVTOV~ 

9.To <l>u!\Ao OOIlVIWV yia TO Xp!'JaT'l CPOP[JOKEUTlKWV TTpolOVTWV TTOU TTEpltxOUV OPOOTIKO 
OUOTOTIKO AZITHROMYCIN yla Til \-Iopcpr): ETTIKaAu\-If,I£va f,lf: AErrTCl U\-I£VIO olaKia 
SOOmg/tab, opi(uol w<; E~~<; 

<l>YMO O~HrION XPHrHL 
nAHPO<l>OPIEr riA TO XPHrTH 

1 1 

12 	 rUV8EUf] • l1pOOTIK~ ouoia. 111UOP1Krl o(18pOfJUKivfl 

• EKOOXO 
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1.3 	 <l>apJ-IaKOTExvIKr'] J-10p<Pr']: ETIlKOAufJl-IEVO fJE Almo UfjEVIO iSlCJKio. 

1.4 	 nEplEKT/ra UE OpaUTlKr'] ouaia: 500 mg ova iSlCJKio 

16 	 <l>apJ-IaKo9EpaTTEUTIKr'] KaTrlVOpia: AVTI~IOTIKO 

17 	 YTTElJ9uvo~ KuKAo<popia~: 

2. 	 TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO nOY LA!: XOPHrHrE 0 rlATPO[ 
LA[ 

21 	 rEvlKt~ TTAI1Po<popiE~: 
To «'ONOMA npOfONTOL» TTEPIEXEI 0~18pofjuKivll, tva OVTI[310TIKo cpdPI-IOKO. To 
OVTI[310TlKO XPIlCJII-I0TTOlouvTOI ylO Til 8EPOTTEio AOlfJW~EWV OTTO fjIKp0[310. 

2.2 	 EvoEi~EI~: 
To «'ONOMA npOfONTOL» EVOEiKVUTOI ylO Til 8EPOTTEio ~TIlWV EW<; fJtTPIO<; 
[30puTIlTO<; AOI~W~EWV TOU OVOTTVEUCJTlKOU aUOT~l-IaTOe; TTPOKOAOUI-IEVWV OTTO 
EuoiCJ81lTO OTEMXIlI-IIKPOOPYOVI0I-IWV, OTTWe; 01 
I\OlfJWf,[/(; rou KaTWTEPOU avarrVWaTiKOU (6rav txu u rrOfJOVWBEi f) mBavo;'oyEiwl 
rrafJoy6vo, waiCJ8'7ro in vitro aTr)V a(tBpOfJUK[vf))· 
O~EiEe; ~OKTIlPloKte; E~OpOEI<; xPOVIOe; [3poYXiTiooe; OCjJEiAOfJEVEe; OE Haemophilus 
tnfluenzae, Moraxella catarrhalis, Haemophilus paralnfluenzae ~ Streptococcus 
pneumontae. 
nVEUfJovio OTTO Tllv KOlvOTIlTO TTOU ocpEiAETOI OE Chlamydophtla pneumoniae, 
Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella ca tarrha lis, 
Mycoplasma pneumoniae ~ Streptococcus pneumoniae. (ylO Tr)V rrvwfJov[a f3MrrE 
CJlJfJE[wCJI) oro Tt;.OC; TI)C; rrapaypacpou) 
I\OlfJWf,Et~- TOU avwTEpoU avarrvwCJTlKOU .. 
O~Eio [3oKTIlPIOK~ TTopapplvOKOATTiTiiSa TTOU ocpEiAE TO I OE Haemophilus influenzae, 
Moraxella catarrhalis, Streptococcus pneumoniae. 
ct>apuyyoofJuyooAiTIOO TTOU ocpEiAETOI CJE Streptococcus pyogenes 
ElolKo, OHlv OTPETTTOKOKKIK~ o~uyooAiTloa TTPETTEI va XPIlCJlfJOTTolEiTOI we; 
EvoMoKTlK~ 8EpanEio, OE OOBEVEi<; OTOU<; onoioue; OEV fJnopEi va XOPIlYll8Ei 11 
8EPOTTEio npwTIl<; EKAoy~<; H nEvlKIMivll EivOi TO CJuv1l8Ee; cpoPfJOKO EKAoy~<; YIO Til 
8EponEio Tile; cpapuyyoo~uyooAiTloa<; nou ocpEiAETOI OTOV Streptococcus pyogenes, 
nEpIAo~[3aVOfJEvll<; KOI Tile; TTpocpuA6~EWe; ono TOV PEUfJaTlKO TTUpETO. H 
a~18pofJUKiVIl EivOi YEVIKO aTTOTEAEOlJaTIK~ yla TIlV EKpi<';wOIl TWV OTPETTTOKOKKWV 
ano TOV OTOlJaTOCPOpuyyo, aMd iSEV unopxouv ETTi TOU napovTO<; OEOO!-J£VO TTOU va 
KaTOXUPWvouv TIlV onOTEAwfJaTlKOTIlTO Tile; O~18pOfJUKivll<; OH1V npocpuAo~1l ono TOV 
PEU~aTIKO TTUpETO. 
To «'ONOMA npOIONTOL:» EVOEiKVUTOI Enioll<; Yla Til 8EpanEia AOI[JW~EWV TOU 
6tplJaTOe; Kal TWV fJaAaKWV I-Iopiwv KOI TIlV o~Eia 1-1£011 wTiTioa 
LTIe; oE~ouoAIKWe; [JETOOIOOfJEVE<; vOCJoue; OTOV ovopa KOI OTIl yuvoiKo TO «'ONOMA 
npofONTOL» EVOEiKVUTOI YIO Til 8EpanEia TWV [J1l ETTln'\£Y[Jtvwv AOIIJW~EWV TOU 
YEVVIlTIKOU OUOT~fJaTOe; TWV OCPEIAo[Jtvwv OE Chlamydia trachomatis To «'ONOMA 
npOIONTOL» EVOEiKVUTOI, EniollC;, Yla Til 8EponEio TOU [JoAaKOU tAKOUC; TTOU 
ocpEiAETOI OTOV Haemophilus ducreyi OTOUC; OViSPE<;. I\oyw TOU [JIKPOU opI8fJOU 
YUVOIKWV nou tAo[3av fJtpOe; OTIC; KAlviKte; fJEMTEe;, 11 anoTEAEo[JaTIKOTIlTO Tile; 
o(18po[JuKiVIl<; OTrlv 8EponEio TOU I-I0AOKOU tAKoUe; OTle; yuvoiKE<; OEV tXEI 
TEKI-IIlPlw8Ei ETTOpKWe; Eniolle;, TO «'ONOMA npOfONTOL» EVOEiKVUTOI YIO Til 
8EPOTTEio TWV Wl ETIlnAEY[Jtvwv AOI[JW~EWV TOU YEVVIlTIKOU OUCJT~fJaTOe; TTOU 
OCjlEiAOVTOI OE [J1l TToAuov8EKTIKO OTEMXIl Tile; Neisseria gonorrhoeae. LTIe; 
nEplTfTWOEIe; OUTt<; 8a npEnEI va anoK'\£loOOUV ouvunoPXOUCJEe; AOI[Jw~EI<:; 
OCjlEIMfjEVEe; OTO Treponema pallidum 
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(500 mg flfJEprlOiw~ yla 3 rWEpE~) OTrlv AUC Kal Trl Cmax Tfl~ mAvH:vacpiAfl~ ~ TOU 
KUPIOU fJETO~oAiTfl Tfl~· 

TerfenadinelTEPCPEvaoivo 
cDaPfJaKoKIVflTlKE~ fJEMTE~ OEV EOEI~av oTOIXEia KOTTola<; aAA'lAEniOpaofl<; aVOfJEOa 
OTflv a(ISpofJuKivfl Kal OTflv TEPCPEvaOivfl. Exouv avacpEpSEi oTTovla TTEPIOTOTIKO 
onou 'l TTl8avOT'lTO aVTioTOIX'l~ aAAIlAEniopoa'l~ OEV ~TOV OUVOTO va aTToKAElo8Ei 
EVTEAw<; napoAo aUTO, OEV UTT~P~E OUYKEKPlfJEV'l EVO£I~fl OTI ouvEf3fl TETola 
oAAflAEniopo0'l 

Theophylline/8EOCPuAAivO 
Mv UTTOPXOUV EVOEi~EIC; KAIVIKO O'lfJaVTIK~~ cpoPfJaKOKIVflTIK~~ oAA'lAETTfopao'l~ OTOV 
'l a(18pOfJUKiv'l KOI fl 8EOcpuAAiv'l XOPflYOUVTOI TOUTOXPOVO OE uYIEi<; E8£AoVTE<;. Ev 
TOUTOI<; fl ouyxoP~Yflofl SEOcpuAAiv'l~ KOI fJoKpoAIOiwv EXEI OUOXETIOTEI 1-1£ OU~flI-lEVa 
EniTT£Oa 8EOcpuAAivfl<; OTOV opo o~ EK TOUTOU, OUVIOTOTOI fl fJETpflO'l TWV ETTITTEOWV 
SEOcpuAAivfl~ £TTi OUYXOPflY~OflC; 0(18pofJuKivIl<; 

Triazolam/Tplo(oAc'lblO 
LE 14 uYIEiC; E8EAoVTE~, fl ouyxoP~Y'lO'l 500 mg a(ISpolJuKiv'lC; Tflv 1fl flfJEPO KOI 250 
mg Tfl 2fl flfJEPO fJE 0,125 mg Tpla(oAofJfl<; Til OEUTEP'l rWEpo OEV EiXE OflfJOVTIK~ 
ETTiopOOIl OE KOTTOIO cpOPfJaKOKIVIlTlK~ fJETOf3ArlT~ Tfl~ TpIO(OAc'lW\<; OE OUYKPIOfll-lE TO 
EIKOVIKO cpapfJOKO 

Tn methopri m -S uIfa meth oxazolelTpIblE80 IT pi blO -LO uAcpo bl E80(a(oA0 
LUYXOP~Y'lOfl TOU oT08EPOU ouvouao/Jou TPlfJE80TTpil-l'l~/00uAcpo/JESO~0<oA'l<; (160 
mg/SOO mg) Eni 7 'l[JEPE<;, [Jo(i fJE 1200 mg o(IBpOIJUKiv'l<; Tr\V 7fl flfJEpa, OEV EiXE 
O'lfJaVTlKE<; EHlOpaOEI<; OTl~ [JEYIOTE<; OUYKEVTPWOEI<;, OT'l OUVOAIK~ TTOOOT'lTO TOU 
CPOPI-I0KOU TTOU cpSOVEI OT'lV KUKAocpopio ~ OTllv OTTEKKplOfl aTTo TO oupo EiTE T'l<; 
TPlfJE80TTpifJfl<; EiTE Tfl~ oouAcpa[JEBoE,a(oA'l<; 01 OUYKEVTPWOEI~ TIl<; 0<18po[JUKiv'l<; 
OTOV opo riTOv TTOPOI-IOIE<; fJE aUTE<; nou EXOUV TTapOT'lP'l8Ei OE OAAE<; fJEM:TE<; 

Cisapride/LI(anpiOo 
H m(anpioll [JETof3oAi(ETOI OTO rinop aTTo TO EV(UfJO CYP 3A4 EnElo~ TO 
[JoKpoAiolO ovaoTEAAouv TO EV<U[JO aUTO, 'l oUYXpoVfl xoPriYflO'l Tfl<; m<onpi0'l<; /JE 
TI<; OUOiE<; OUTE<; I-JTTopEi va OUE,riOEI TOV Kivouvo qJCPOVIOIl<; OIOTOPOXWV TOU 
KOpOIOKOU pu81-10U (nopOTOO'l TOU OIOOT~fJOTO<; OT, KOIAIOKE<; oppu8I-1iE<;, TORSAOE 
DE POINTES) [..10 TOUTO va /J'l ouyxoP'lYEiTOI 'l m(onpio'l fJE TO CPOP/JOKO aUTO. 

26 	 tlOaoAoyia: 
To «OvofJa npolovTO<;» TTPETTEI va XOPflYEiTOI /Jio cropo T'lV flfJEPO 
To KaljJOKla KOTOTTivoVTOI OAOKA'lPo 
KoBE 000'l TOU CPOP/JOKOU npETTEI va AO[Jf30VETOI TouAoXIOTOV 1 wpo npo ~ 2 WPE<; 
/JETO T'l A~ljJ'l TpOCPri<;· 
EVr]AIKEC;. flO TO oE~ouoAIKW<; /JETOol06/JEvo VOO~I-IOTO fl 060'l EivOI 1000 mg TOU 
cpoPfJoKOU AO[Jf30VOfJEVfl oov oTTA~ Mo'l ono TO aTo/Jo. flO OAE<; TI~ oAAE<; 
EVOEiE,EI<; fl OAIK~ 060fl EivOi 1500 mg XOPflYOU/JEVfl OE flIJEP~OIE<; 06oEI<; 500 mg 
YIO 3 fl/JEpEC;. LOv EvoAAoKTIKri 8EponEio fl iOlo OAIKri MOfl TOU CPOP/JOKOU [.m0pEi 
va XOPflY'l8Ei OE OIOOTfl/JO 5 fl/JEPWV w<; E~riC;: 500 mg Tflv TTPWTfl fll-lEPO KOI 250 
mg fllJEpflOiw<; ono Tflv 2fl EW<; KOI Tflv 5fl fl[JEpa TIl~ 8Epomio<;. 

2.7 	 YTu:pooaoAoyia - AVTl~J£TliJTTlafl: 

LE nEpiTTTwofl unEpooooAoyio<; OTTOITEiTOI fl ECPOPI-IOY~ YEVIKWV OU/JTTTWI-IOTIKWV 
KOI UTTOOT'lPIKTlKWV IJETPWV 8EponEjo~ avoAoyo fJE T'lV nEpinTwofl· 
TflA KEvTpou [..'lAflTflPIOOEWV 210 77 93 777, AO~vo 

2. S 	 A v£TTl8u~H1T£C;; £vtpy£l£C;;: 
o nopoKoTW TTivOKO<; nEplEXEI TI<; oVEm8u/JflTE~ EVEPYEIE<; TTOU EfJ<poviaTllKOV IJtow 
T'l<; E/JnElpia<; OTTO KAIVIKEe; /JEAETEe; KOI T'le; nopoKoAou8flOoe; TOU <p0PfJOKOU /JETO Tr\V 
KUKAocpopio TOU OT'lV oyopo KOla KOHlYOpio 0PYOVIKOIJ OUOTriIJOlO<; KOI OUXVOTflTO 
01 OVEHl8ufJIlTEe; EVEPYEIEe; TTOU EIJcpavioTflKOV fJETCl T'lV KUKAocpopio TOU CPOP/JOKOU 
GTrlV oyopo onoOiOOVTOI [JE nAOYlo ypO~lfJOTa H KOT'lyopio OUXVOTr]TO<; Ej.1<pdvIOflC; 
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opii;E:TOI OL'IJ<pWVa iJE Hlv napaKOTW OUV8~Kfl nOAU Ouxvte; (2 1/10), LUxVte; (2 
1/100, <1/10), 'OXI Ouxvte; (21/1000, <11100), L:novIEe; (21/10.000, <111_0000), nOAU 
onovlEe; «1/10000) Kal Mfl YVWOTEe; (OEV iJnopouv va EKTI\J1l80uv iJE l300fl TO 
olaBtOJiJa OEOOiJEva) EVTOe; KoBE KaTflVOpiac; OUXVOTrlTOC; EiJ<POV10flC;, 01 
aVEmSUiJIlTEe; EVEPYEIEC; napOliSEvTOI KOTO <pSivouoa OElPO oo[3apoTIlTOe; 

AVEm8uiJIlTEC; EvtpYElEC; EVOEXOiJtvwC; ~ mBavwc; OXETI~OiJEVEe; iJE Tflv a(ISpoiJuKiVIl 
iJE 1300fl Tllv EiJTTElpia aTTo KAlviKte; iJEAtTEC; KOI Tllv rrapaKoAouSIlOIl TOU <pap\JoKou 
iJETO HJV KUKAocp0R.ia TOU OT~S)fl9______ ~_______---.~~~_-,---__~~---, 

IT~~~~~~~~~pya:~o~_ _ AVETIl8u\J IlT~E PYE ~_______ LUXVOTIl TO 

! !\OIJJW~Ele; KOI KavTlvTiaoll, KaVT_IVTiaofl TOU 'OXI ouxvte; = 
rrapaOlTwoEIe; OTO aTO ~oU-J~Q2.0lJ KOAnou___ 

4-'EUOOiJE\Jl3pwolle; KOAiTloa (l3AtnE Mfl YVWoTte; 

----- ~cpi!Yp~_~"!l_________________ -f ---1 
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aliJOnOlflTlKOU KOI TOU 8pOiJ!3onEvia, al\JoAUTlK~ aVOIiJia Mfl yvwortc; 
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L'1IOlapaxte; TOU~E~QTliJa, UTIEpill_OIoSIJ(Jia -=___ LQx~x~ 

avooonOlflTIKOU 	 Ava<puAoKTlKrJ aVTiopa°rJ (I3AtnE I Mfl YVWOTte; 
OUOT~iJOTOC; 	 _~qyp~jlSl.?c4L ________~ ________ 
L1IOTOpaxte; TOU 

IJETO(30AIO\JOU Kal Tfle;


! 8 ·~~S __~____ _ :::::K::~'()___ _____--- J~:Vi5 ~___IlVuXIOTPIKtC; olOTopaxtc; 

L'1lt~~_____ _ ---J- Lnov~_~ 
l 	 Em8ETlK<2::.rJTa~~ _______ MIJ yVWOTts __ 

L'1IOTapaxte; TOU VEUplKOU 	 ZoAfl, KE<pOAoAyio, napOloSfloio, Luxvte; 
I OUOTrJiJOlOC; OUOyEUO~_______~__ 

YnOlo§)oi<:l.,._UITVIJA~a(j..!l_vi.S'_____ '0 IJ2"..U~ _____ 
!\moSUiJ1KO ETIEIOOOIO, onaOiJoi, Mfl YVWOTte; 
ljJUXOKIVflTIK~ unEpopaOTflPIOTf"jTa, 
avooiJia, TTapooiJ ia 

r

~~;~:;~~~ r:)ViS~~E:E ________ '________~ 
Ocp8a~ts.0-'9Tap~C;__ OnTIKr'J....QlaTap_axrl_________ _LU)\vts __~ 
L'1IOTapaxte; TOU WT0C; Kal Kwpwof] u_____ ____ ~ ____ LU vt ___ _ 
TOU Ao[3upivSou 	 EKTITWOfl TflC; aKOUOTlK~e; 'OXI ouxvtc; 

ot,l~I.!]TClS,~J:J13otc;__ ________ _ _________ _ 

IA~ {LTTOVIES
KOP-O-la-K-Ee;-6-I-OTOPaXEe;-----+--~-~~2d~s~a:~~~te-S(;~AIO;~----=- ~~ ;vu~~~ic; 

TOXUKapoia 6iKrJV plTIloiou) (l3AtnE 
napoypa<po 24), appuBiJ ia I 
(!3AtnE napoypa<po 24) 
nEpIAaiJ!3aVOIJEVflC; TrJC; KOIAlaK~C; . 
T~KClfl6~ ~ ___________ 1 

l&Li[lOKtS 61OlapaXE~ YnoTOofl________________t----:-M---'----'_vw~O_T_ts-'--____---1 

L'1IOlapaxte; TOU L'1lopPola, KOIAIOKO oAyoe;, vauTia, noAu ouxvtc; 
yaoTpEvT£PIKOU 

L'1IOTopOxtc; TOU ~naTOe; 
KOI TWV xoArJ<popwv 

http:KUKAocp0R.ia


\)() 

3)fU8~AudoX )00 nOll o)forldoch OJ J3yochDO 10)1 O)lllOrlDJ'OlOilO IOflI3 Ofl OIJ 
')00 QloilO>lorido<b 01 U ')00 9dJOIA 01 QilO 

S:;llno S3!dochoduYil Sil 3130LJJ U) Ofl Jl3OOlOIQ url orlUygQdil SOO 9>IIdlOl 01 
OIA UOfYld3rlUAJ UdJl1}yO>l 3lDJ)0IJdX U 313AQgriOY nOil mmrldQ<b 01 fl1}ododm 

nOil S3ldo<boduYil Sil Q1JO (fldnA mlllOrlLllfYld3 31OilUgOlOllO 313X~ flQ3 
·')00 Qloilmmrldo<b 01 U Sao QdlOlA 01 SfYlO~rlo 3lDr;ld3rlUfl3 'o)forldQ<b 

01 3rl oriUygodil OIOilO>l 13lD1AO<brl3 ')01311Od3e ')U1 013>1dQIQ LH QlO>I fl03 
')00 QdlOlA 01 pH13ynogrlno 

313X} Ofl SfYlfl;JrlnoAuodll ')lcJrflXUOUeOll uyyo OIOilQ>I olA 31!310ilOrlloudX 
01 Ofl 11 Orl01Q oyyo 30 313f1!Q 01 Ofl 131i3dil oe fl3\]OrlUY8Qdil ')00 O)fldlOl 
ofl~rlld)f3>1Ano 01 OIA OflQrl SOO SOdlOlA 0 3rhodA~ 01 ')00 Q1no o>lorldQrh 01 

------_. ---.-. --_.._-_._---

NU>iVlNdV<D NUl HsHdX H>iIJOVOOdO NH.1 VIJ J3IdO<DOdHVU .£ 

:1I~IAlJQo noyyt:l<h no.l Sl.IDlJd~3801l0 SOlOH13Y3.1 ollllJrlod3rlH Z~ 2: 

:)0.lf\9.IOdll no.l lJ~oyt:l<h lJJ. OIA SI3~,?yn<hod.ll S3d3J.101QI ~ ~G 

3130UIOilOrilDudX 01 flUrll38Y3dOil 13X;J Uino 01flurlod3rlu 
U nOil UOfYllilld3il 3:s0100n3)lDno u)!ld31fYlDJ 10>1 u)!ld31fYl~3 flUlD 1013ch9dAoII\f 

:SO.lIlO.I.odll no! Su~l)y 01Aurlod3rlH 0 ~Z 

013ilOcJ3e UJ O>llflOflO>l 3lD1X3f1nO 9YYo '31Orhl3yodoil 
nOll uOQQ U1 313goy url uoog UA3rlQil3 flUl olA odfYl U 13)910UYil '')IOl1}OI fl3 '/\Q3 

·fl91Ofln9 Od31(1XOl 01 11Ino U09Q Ul 313d9il Ofl 13il~dil 08 'U09Q olrl 313rhpyodoil 
10)1 01OrlulDOIQ Q>llflodX O>llflOflO>l 30 o)lorldo<b 01 313f10grloy Ofl 13il~dil fl93 

:u.o9Q 0I011,?)I 
13dl?.ll Oil I3m13vodoll nOll U.o(y)lllld311 3.0 )~1I38.o0 0 l3~ld(y)IIA Oil 1311~dll 1.1 6·2: 

010AQe 30 3~Uy}1O)! SfYllflOilO 010110 U ~ 

I --------~--n----u----Ci-£ o-rh-od,,:Q"doll 3iln8J 

OA~rl013lOdoil 10 OriUlDQIQ 
)31DfYlfl}., U[AJ I _________ ~~u..<b0~f,0IQdO~dl>l3~ i---Q)lll\oyolon(J) 

url ')OlOrliO oIYQ>lufI?rlu~no I
I 	. ')OlOrliO UfliflU03d>l 'ufl3rlu~no 
I 	I SOlOrllo o!dnO'uA?rlu~no SOlOrljO 

I uflidend3YoX 'ufl3rlu~no ')UAIAOYO
I SU1 LJOQd3choflOdlOflirlO 'ufI?rlu~no 

uOOd3<bOflOdlOAlrlO U>llldoilO\j 
Ofl?r1fYlI3 

')olOrllO 9>11)lOdeAolllg '')oA3rlu~no 
flfYlYlrhOfllOfYlU )orieldo ')Ofl}rlfYlI3rl lod13rl9doll 

S}flXn:s AfYldQlln)!ochrby )9rl Sld\j 	S~)f0IdLJlDOAd3 I 

--------1-U.Otfl~8D~3'56TXno>lo>il:)~ --.-----SLJDuALJdoX 

S?flXno IXO ~ . 'orlug!O ')oAYQ 9)!I)lodfYl8 nOQo SUI )130910010>1 
----.,.-53-.flXn:s-t------------------___n_ GO(Y)il9>l 10>1 )?XOdOlOIQ S3>11f13J 

.------------uDJnQIQ OQIIlddl3f1 -Ar;lQO IIfYld9d)od no flfYll 10>1 
)?lDfYlflA u[AJ I 'op~o 013)!dOil3f10 l1>11dch3N Ar;ld<TJ3A flfYll S}XOdOlOll]

1----------.--.-----~--
(10101 nO>lI13QflnD 

nOI 10>1 )OlOrll1wno 
(10)1 I13Y3>100nrl 

)?IIXn:s t'. 	olAyoded\j I nOI S~XOdOlOll] I
L---~?w~~-.. _-_--_-~U_~~y5'd_)!~~;~:;;~O~~I~~~ l' -
I uO(Y)Q!fI>I 

I '01DU8010nJOIfYl<TJ OilO UOOdQjlf10 
nOlDl nOldQQOiln nOI 10>1

I )~flX;~~~~~.. t--_m _______u~s_~~OI5~~~~~~s ,~~:~~~~ SOlOrld?Q nOl ':nXOdOlOl\] 
!---.------_T-_~_~_---·-)Q-)luiJIDO~~X?-od3l>l! ___ _ 

._-._--.---

(1)tz:) 


ZIt 1-O<:Z:p3-U~L\vV' 


http:13dl?.ll
http:SI3~,?yn<hod.ll


1'."\ YFll-E .:J250-13/:2 
(24(1 ) 

1
80 TTpETTEI VO AOIJ~OVETOI OUllCPiJJVO fJE TIC; oOrlyiEC;; TTOU ooc; 668r]KOV. 
110 Tr]V oocpoAEIC) 00<; KOI Hlv uYEia 00<; EivOi OTTOpoiH1TO va OI013ooETE fJE 
TTpOOOX~ Ko8E TTAr]pocpopio TTOU ocpopo TO CPOPIJOKO TTOU ooe; XOpr]y~8r]KE 
No 1Jr] iSIOTr]PEiTE TO CPOPIJOKO OE EpfJOplO TOU AOUTPOU, YIOTi Il (tOTr] KOI r] 
uypooio IJTTOPEi va oMolwoouv TO cpaPfJOKO KOI va TO KOTOOT~OOUV 
ETTIi3AOi3t<; YIO Hlv uYEio 00<;. 
No lJr]v KPOTOTE CPOpfJOKO TTOU OEV TO XpEIO(WT[ TTMov ~ TTOU ~iSr] txouv 
Ml~EI 

KPOTEioTE 6AO TO CPOPIJOKO IJOKPIO OTTO TO TTOIOIO 

5. 	 TPOnOL h.IAGErHL: To CPOPIJOKO OUTO xopr]YEiTClI !Jovo IJE IOTPIK~ OUVTOY~ 

12. To 	Cl>uMo OOI)VIWV Via TO XpdaTI) <P0PlJOKEUTIKWV IT PO'''OVTWV ITOU IT£PIEXOUV 
opoaTIKo aUaTOTIKO AZITHROMYCIN Via TI) I.lOPll 
Kovle; Via ITOGllJO £VOIWPlJ\.JO 200 mg/Sml, Opi(ETOI we; £~de;: 

Cl>YI\I\O Ol'..HrlON XPHLHL 
nI\HPOCl>OPIEL riA TO XPH!TH 

1 1 
1.2 Luv8£all • L1pOOTlK~ ouoio 

• "EKOOXO 
1 3 Cl>0PlJOKOT£XVIKr't I.lOPq>r't: KoVIC; YIO TTOOIIJO EVOIWprwo =rlP~ KOVI<; r] oTToio OTOV 

ovoouoTo8Ei IJE VEPO TTOptXEI EVOIWpr]IJO TTOU TTEPltXll 
TTOOOTr]TO 0(18POIJUKivr]<; 1000UVOIJr] iJE 200 mg/Sml. 

1.4 nEplEKTIKOHITO aE opoaTIKrl ouaio: 200 mg/Sml o(18POIJUKivr]<; 
1.5 nEplypoq>rl-fuaKEuoaio: 

16 <l>oPlJOKo8EPOITEUTlKrl KOTllyopio: 

1 7 YITEu8uvoC; KUKAoq>opfoC;: 

18 nOpoaKEUOaTrlC; I fuaKEuOaTrlC;: 

TI nPEnEI NA rNOPIZETE riA TO <llAPMAKO noy fAr XOPHfHrE 0 riATPOf fAf 

2.1 	 rEVIKEC; ITArlP0q>opf£C;: 
To «ONOMA npofONTOL» mpltXEI o(18poIJUKivr], tva OVTl~IOTIKO cpOPIJOKO. To OVTI~IOTIKO 
XPr]OIIJOTTOIOUVTOI YIO Tr] 8EPOTTEio AOlfJW~EWV OTTO fJIKpO~IO 

2 2 	 EVOEi~EIC;: 

To «ONOMA npOIONTOL» EVOEiKVUTOI YIO Tr] 8EpoTTEia ~mwv EWe; IJETPIO<; i30pUTr]TOC; 
AOI!JW~EWV TOU OVOTTVEUOTIKOU OUOT~fJOTOe; TTPOKOAoulJEVWV OTTO EUofoBr]TO OTEAEm 
IJIKPOOPYOVIOfJWV, OTTW<; 01 
/\OljJW~£!C; TOU KaTwTEpou avarrVWOTIKOU (6rav EX£! arrojJovwOri i] mBavo)..0YEiTOI rraBov6vo, 
waioBT)TO in vitro OTT)V a()BpojJUKivT)) 
O~EiE<; i3oKTrlPloKt<; E~OpOEI<; XPOVIO<; ppoYXiTloo<; 0CPElAOIJEVE<; OE Haemophilus influenzae, 
Moraxella catarrhalis, Haemophilus paramfluenzae ~ Streptococcus pneumoniae 
nVEUlJovio OTTO Tllv KOIVOH1TO nou ocpEiAETOI OE Chlamydophlla pneumoniae, Haemophilus 
Influenzae, Haemophilus pclTainfluenLae, Moraxel/a catarrhalis, Mycoplasma pneumoniae ~ 
StreptococcLis pneumoniae (Via TrlV rrvwjJovia {3MrrE oT)jJriwGrI oro TOWe; TT)r.; rrapaypacpouJ 
l\oljJWf;Elr.; TaU avw TEpOU aVarrVEUOTlKO() 
O~EiC1 ~OKTr]PIOK~ TTopapPlvoKoAniTloo nUL! ocpEiAETOI OE Haemophllus influcnzae, Moraxello 
catarrha/is, Streptococcus pneumoniae 
<DopuyyoafJuyooAiTioa TTOU ocpEiAETOI OE Streptococcus pyogenes 
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EIOIKO, OTrlv GTpEnTOKoKKIKri 0fJuyooAiTioo nptnEI va XPIlOlfJOnOIEiTOI w<; EvOAIIOKTIKri 8EPOITEici, 
OE 008EVEi<; OTOU<; onoiou<; OEV I-mopEi va XOPIlYIl8Ei 11 SEPOITEio npwTIl<; EKAoyr']<; H TTEVIKIAAivil 
EivOi TO olJV1l8E<; CPOPfJOKO EKAoYri<; ylO Til EJC:POTTEIO TIl<; cpopuyyoolJuyooAiTIOO<; TTOU ocpEiAETOI 
OTOV Streptococcus pyogenes, nEpIAalJ~ovOI-JEvrj<; KOI TIl<; npocpuM~£w<; OTTO TOV PEUiJOTIKO 
TTupnO. H O~18pOIJUKivll £ivOi Y£VIKO onoTEM:0iJOTIKri YIO TIlV EKpi~woll TWV oTp£nToKoKKWV OTTO 
TOV OTOfJOTOcpopuyya, aAllo o£v UTTOPXOUV ETTi TOU TTapovTO<; OEOOfJEVO nou va KOTOXUpwvouv 
Tllv onoTEAwfJOTIKoTIlTO TIl<; o~18polJuKivll<; GTIlV TTpocpuAa~1l ana TOV P£UiJOTIKO nupETo. 
To «ONOMA npOfONTOI» £VOEIKVUTOI E1Tioll<; YIO Til 8EponEio AOIIJW~EWV TOU OtpIJOTO<; KOI 
TWV IJOAOKWV iJopiwv KOI Hlv o~Eio fJEOil WTiTiOO 
ITI<; oE~ouoAIKW<; fJETOOIOOfJ£V£<; vooou<; OTOV ovepo KOI OTIl yuvOiKO TO «ONOMA 
npofONTOL» £voEiKVUTOI YIO Til OEpomlCl TlJJV fJll ETTITTAEYIJEVWV AOIIJW~£WV TOU YEVVIlTIKOU 
OUGTriIJOTO<; TWV 0CPEIAOiJEVWV OE ChlamydIa trachomatis To «ONOMA npOfONTOI» 
£voEiKVUTOI £nioll<; Ylo Hj 8Epan£ia TOU I-JOAOKOU EAKOU<; nou ocpEiM:TOI OTOV Haemophilus 
ducreyi OTOU<; ovop£<; I\oyw TOU IJIKPOU ClPISIJOU YUVOIKWV nou EAo~ov IJEPO<; OTl<; KAIVIKE<; 
IJEMT£<;, Il onOTEAwlJOTIKoTIlTO TIl<; Cl~ISpolJuKivll<; OTllv SEpaTTEia TOU IJOAOKOU EAKOU<; OTI<; 
yuvaiKE<; OEV EX£I TEKlJilPIWSEi EnapKw<; £ITioll<;, TO (iONOMA npOIONTOI» £vOEiKVUTOI ylo Til 
8Epon£io TlJJV fJll ETTlnM:YfJEVWV AOlfJW~EWV TOU YEvvllTIKOU OUOTrifJOTO<; nou ocp£iAoVTOI OE fJ1l 
noAuov8£KTlKO OTEMXIl Trl<; Neissen(J gonorrhoeae ITI<; TTEPITTTWO£I<; OUTE<; 80 TTPETTEI va 
OTTOKAEI080uv ouvunoPxouoE<; AOlfJlJJ~£I<; oCPEL\OfJEVE<; oro Treponema pal/idum. 
IHMEIOIH H 0(18pOfJUKivll OEV TTPETTEI va XPIlOlfJOTTOIEiTOI O£ 008EVEi<; fJ£ nVEul-l0vio, 01 oTToiol 
KpivoVTOI oKOToAAIlAol YIO E~WVOOOKOfJ£IOKri 8£POTTEio OTTO TOU OTOfJOTO<; £~olTio<; IJnpiou 
po81J0u ri ~OPIO<; AoiiJw~ll<; ri A6ylJJ unop~ll<; onOlouorilTOTE ono TOU<; OKoAou80uC; TTapoYOVT£C; 
KIVOUVOU: 
• 	 a08EVEi<; TTpooPAIl8EVTE<; OTTO EVOOVOOOKOfj[IOKO no80yovo 
• 	 a08Ev£i<; fJE YVWGTri ri mSovoAoyoUfJEVIl ~J,KpOrIOlfJiCl 
• 	 008EV£i<; OTTOITOUVT£<; £Iooywyri OE VOOOKOiJUO 
• 	 flAIKIWiJEVOI ri £~o08£VflfJEVOI OOSEVEi<; rj 
• 	 008EV£i<; fJ£ OUVUTTOPXOVTO 0flfJOVTlKCi npopAIll-JOTO uYEio<; TO OTToio I-..mop£i va EnilPEOOOUV 

Tllv IKOVOTIlTO oVTiopoori<; TOU<; TTp0<; Til vooo (mpIAofJ[3oVOfJEVWV Tfl<; OVOOOKOTOOTOAri<; ri 
TIl<; AWOUPYIKrlC; OOTTAflvio<;). [-10 Tfl 8EponEio Tfl<; IIVEUiJovio<; OTTO Tfl KOIVOTflTO 
XPf")OIIJOTTOIOUVTOI ouvri8w<; OUVOUOOIJOI OVTlPIOTlKWV (Kupiw<; [3-AOKTolJf") IJE I-l0KPoAiOfl) LE 
K08£ TT£pinTWOil TTPETW vo AOfJPOVOVTOI UTTOljJf") 01 E8vIKE<; KOT£u8uVTriPI£<; OOf")yiE<; YIO Hj 
8Epon£io Tf")<; nv£ufJovio<; ana Tllv KOIVOTIlTU 

2.3 	 AVH:voEi~EI<;: 

To «ONOMA npOIONTOL» OEV npt ITEI va XOPflYf:iTOI OT 008EV£i<; IJ£ UTTEPEUOICJ81l0io CJHjV 
0~18pojJUKivf"), Tllv Epu8pofJUKivf"), O£ onoloorinOTE ovn~loTIKO Tf")<; OIJooo<; TWV jJoKpoAIOiwv ri 
TWV K£TOAIOiwv, ri CJE oTToloorinOTE OTIO TO EKOOXO TTOU avocpEpoVTOI CJTflv nopoypocpo 12
"EKOOXO 
H TOUTOXPOVf") xoPriyf")of") jJoKpoAIOiwv fJE CJI(anpiOf") OVTEVO£iKVUTOI 

2.4 	 EIOIKic,; rrpoElooTToHloEIc,; KOI TTpo<.puAo~EIc,; KOHl HI xp~orJ: 
24.1 	 f£VIKO 

OTTW<; KOI jJ£ Tf")V Epu8polJUKivf") KOI TO oAllo fJoKpoAiOIO, EXOUV avocp£p8£i onoviw<; CJo[3opt<; 
OAIIEPYIKE<; OVTIOPOOEI<;, nou oUjJn£p1AoIJPOVOUv TO OYYElooiof")fJo KOI Tf")V ovocpuAo~io (onoviwc, 
fJolpoio) MEPIKE<; OTTO oUTEe; TI<; OVTlOPOOEI<; nou TTpOEKUljJaV IJUO ana xoPriYf")Of") o(18P0I-lUKivfl<; 
£[Xav w<; onOTEA£ofJo Tf")V £iJCPOVIOrj uTTOTpoma(ovTwv OUIJnTwjJoTwV TO oTToia onOlTOuoov 
jJEyoAuTEPf") TTEpiooo HOPOKOAou8IlCJrj<; KOI 8Epomio<; 
En£l0ri TO rinap £ivOi f") KUPIO 000<; OTTEKKP1CJil<; Tfl<; o~18pofJu Kivll<;, npEnEI va XPIlCJII-lOTTOIEiTOI fJ £ 
npoooxri O£ oo8£v£i<; jJ£ oo[3apri rjTTOTIKri vooo "Exouv ovo<p£p8£i fJ£ Til XP~Of") Tfl<; 
O~18pOI-JUKivf")<; nEplCJTOTIKO KEpouvof3oAou IlnOTiTloo<; fl anoia OUVf")TIKO I-JnopEi va OOf")YrioEI OE 
on£IAf")TIKri YIO Hl ~w~ f")nQTIK~ ov£nlipKEIO WAtm nopoypocpo 28). LE oo8£v£[<; nou £IJcpovi~ouv 
olllJ£io KOI OUjJTTTWfJOTO f")nOTIKri<; OuoAEITouPyio<;, OTTWe; £~OOOEVIOrj, iKT£PO, OKOUPOXPWfJO 
oupa, OIIJOPPOYIKri Olo8wf") ri f")nOTIKri £YK[cpoAom:'lSElo npEnEI va yiVOVTOI 01 ovoAoy£<; 
EPYOCJTf")PIOKE<; E~UOCJ£I<; EAtyxoU Trj<; rjTfOTIKri<; AEITOU pyio<;. 
L£ 008£VEi<; nou AOfJpovoUV nopoywyo Tfl<; EpUCJlrWeou<; oAupo<; (Ergot), EX£I TTOPOUOIOOTEi 
£PYOTlCJjJo<; OTOV oUYXOpf")Yri8f")KOV OrlOfJEVO OVTI!310TIKO Tile; OfJOOO<; TWV fJOKpoAIOiwv. 6£v 
unopxouv O£OOfJEVO OOOV ocpopo Tf")V lTIGovoTIlTO aMIlAEniopoof")C; iJETO~U TuJV nopaywywv Til~ 
EpUCJI(3WOou<; oAupo<; Kal O~18pOiJUKivilC; [v TOUTOI<;, A6yw Tf")C, 8EWPflTIKri<; m8ovoTflTO<; 
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q;pouKro(!7, ouoarropp6Q;!7of)e; yAuK6/;{)c;-vaAaKr6(/K r] OVW6pK[!OC; OOUKpaoW; (aaKxapaO!7C;)

laofJaAraaf)C; O[ ea rrpETTEI va AOfJf3avouv aura TO ,pap!JoKo 


2.4.2 	 HAIKIW[Jivol ao8£v£I<;: 
6.£v oTTomlTOI TTpOO'OPlJoy~ Hle; OOO'oAoyioC; 0' roue; IlAIKIWlJtvoue; ooS£vEie; YIO TOUe; oTToioue; 
OTTOIT£iTOI vo Ao[3ouv 8£POTTEio O~ISpolJuKivll~ 

2.4.3 	 Ktir)Orr 
H O~18p0f.1UKivrJ So TTptTTEI VO XPrJOIlJOTTolEITnl KOTCi T'I OIOPKEIO TrJe; KUrJO'Jle; lJOVO EOV £iVOI 
O'OCjJwe; OTTOpoiTrJTf]. 

2.4.4 	roAouxio: 
OTTWe; noMa CjJoPlJOKO TO oTToio £KKpivOVWll TO iJllTPIKO yoAo, rJ 0~18pOIJUKivrJ OE 80 TTpETTEI VO 
XPJlOlf.10TTOIEiTOI YIO Tf] 8EPOTTEio YUVOIKWV iTaU 8JlMl(OUV £KTOe; KOI EOV 0 IOTpOe; TTlOTEUEI Oil TO 
OUVf]TIKO oCjJtAJl OIKOIOAoyouv TOUe; OUVrJTlKOlJC; KIVOUVOUe; YIO TO [3ptCjJoe; 

2.4.5 	 narolo: 
flO TTOIOIO TTOU ~uyi~ouv AlyoT£po OTTO 15 kg . q TTOO'OTl"jTO TOU XOprJYOUlJEVOU £VOIWP~f.1OTOC; 
o~IGpolJuKivr1e; nptm:1 vo f.1ETprJ8Ei lJE TrJ IJ£YIO Til OUVOT~ oKpi[3EIO 

2.4.6 	 ErriopaOT) Oll)V IKOVOTI]TO ooilYI]Of)<; KGI )( EI~OU [JI]Xavwv: 
To CjJOPf.10KO OEV CPOiVETOI VO ETTIOpO O'H1V 1'.lT'!OTrJTO TOU 008EVOUe; '110 OO~YrJOJl ~ TOV XEIPIOIIQ 
f.1f]XOVWv 

2.5 	 AAAIlAnTlopoow; jJ£ riAAa q>ap[JoKEUTlKCl T!POIO'lTG KOI oAA£(:, [Jopq>iC; aAArlAETliopaorp:;: 
Antacids/AvTIO~IVQ 

LE CPOPlJOKOKIVrJTlK~ lJEMTf] OTJlV oTToio E~f Tcio8'1 K£ ') ETTi6poorJ Tf]e; TOUTOxpOVrJe; Xop~YJlOf]e; 
OVTIO~IVWV KOI 0(18pof.1UKivrJe;, OEV TTopmr)prii.3'1Kl ETTi6poOil OTflv OAIK~ i3100108WllJOTflTO TOU 
OVTli310TlKOU TTOPOTI 01 f.1tYIOTEe; OUYK£VTpWGEIC; TOU O'IOV opo TOU oir.JOTOe; lJEIWSJlKOV KOTO 
TTPOOtYYIOfl 25% L£ oO'8£v£ie; TTOU AOlJrkl'/UUV TTopoAArJAo o(18P0I-IUKivrJ KOI OVIIO~IVO, TO 
CjJoPf.10KO OEV npETT£1 vo A0f.1[30VOVTOI TOUTCXP:JVO 

Cetirizine/ LETlpI(i'{Q 
LE uYIEie; £8£AovTte; rJ ouyxop~Yf]O'f] TT£VSrl!q.JUu 8lporrEuTIKoU O'X~IJmOe; TTOU mpl£AOIJi3oVE 
O~18pOIJUKivll KOI o£Tlpl~ivrJ 20 mg aTf] OTOtJf"pOHOrrwtv'I KOTOOTOO'fl o£v EiXE we; onoTtAwfJo 
Konolo CPOPIJOKEUTIK~ oMflAETTiopOOfl ~ 0'lLlUVTIKq ClAAoy~ OTO OIOOTflIJO OT 

Oidanosine(Oideoxyinosine)/llloovooiVrj 
H oUYXOP~YflOfl 1200 mg O~18pOlJUKIVfle; IlWfHjCJiwC; lJE 400 mg OloovooivrJe; flIJEPflOfwe; OE 6 
OOSEVEie; SETIKOUe; OTOV HIV OEV CjJOVrJKE vo [lrrlpEo~EI Tfl CPOPf.10KOKIVflTIK~ Tfle; oloovooiVfle; orrl 
OTOSEPOTTOlfllJtvfl KOTOO'TOOfl O£ OUYKPIOq 1-.1:: [0 EIKOVIKO cpoPf.10KO 

Digoxin/lllyo~i'{Q 
M£PIKO OVTI[310TIKO Tfle; 0f.1000C; TWV lJoKpoAI(;ic,JV EXEI ovacpEp8Ei OTi ETTrJPEO~OUV, OE OplO'IJtvoue; 
oa8EVEie;, TO lJIKP0[310KO IJET0[30AIOIJO TrJe; ol'yJc,iVIle; oro [VTEpO. LE OOSEVEiC; frOU AOIJ[3ovouv 
TOUTOXPOVO O~18pOlJUKivfl KOI olyo~ivfl, rJ ouv, I: '_'Tr) ICJ Clu~r)Ofle; TWV OUYKEVTPWOEWV TrJe; olyo~iv'lt;' 
TTptTTEI VO A0I-J[30VETOI UTToljJfl 

Zidovudine/Zloo[3ouoivfl 

ECPOTTO~ OOOEIC; 1000 mg KOI TToMoTTAte; O(JD.::I'; 120Cl mg fl 600 mg 0~18p0f.1UKivflC; £ixov f.1IKP~ 


£niopooq orll CPOPf.10KOKIVflTlK~ Tfle; ~I00[30',';';i'lC; (J TO lfAaOlJO ~ OTflV ono[3oA~ aUT~e; ~ TOU 

yAUKOupOVIKOU lJETOf3oAiTfl Tfle; OTTO TO OUP'!· ('orooo q XOP~YflOIl O~ISpOIJUKIVfle; aU~flOE Tie; 

OUYKEVTPWOEIC; H)e; CPWOCjJoPUAIWf.1EVfle; (16C~;(JUOIVIIC; TOU Y,AIVIKO 0POOTIKOU lJETOf3oAiTfl Tfle;, ora 

TTEPICPEPIKO lJOVOTTUPflVO. H KAIVIK~ O'lllJOOI I illU [UpIWOTOe; aUTOU O£V EivOI oacp~e;, I-IHopEi OlJwC; 

va OTTOOEIXTEi wcptAllJq Yla TOUe; 008EVEiC; 
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H O~18pOiJUKivfl OEV oMflAETIIOpO 0fliJOVTlKr1 ~I~ TO mJOTfliJO rou flTTOTIKOU KUroXPWiJOTO~ P450. 

nlOTEUETOI on rJ O~18pOiJUKiVrj OEV ucpiarOTOI (.p'IPiJOKOKIVrJTIKte; oMrjAETTIOpOOEIe; OVTioTOIXEC; ~JE 


EKEivEe; Tfl~ Epu8pOiJUKiVfle; ~ oMwv iJOKpO/dGillJV H ETTOYWY~ ~ rJ oopoVOTToiflOfl TOU rJTTOTI KOU 

KUTOXPWiJOTOe; P450 iJtow TOU OUiJTTMYfJU roc; KUTOXPWiJOTO~-iJETO[3oAiTfl OEV OUf.J[30iVEI iJE TrlV 

O~18pOiJUKivl/. 


ErgoU AAKOAoE~UGlGwoouc; oAupoC; 

I\oyw TI/~ 8EWPrJTlK~e; TTl80VOTflTOe; EiJCPOVl(JrJ~ EpYOTlOiJOU OEV OUVIOTOTOI 1/ TOurOXPovrJ XP~OrJ 


O~18pOIJUKivfle; iJE TTOPOYWYO EPUOI~WOOUC; o!\upOC; ([3Mm TTOPOYPOcpo 24 EIOIKt~ 


TTpo[l(30TTOI~OEIe; KOI TTpocpuM~EIe; KOTel Tfl xprWrJ). 

(j)0PiJOKOKIVrJTIKte; iJEMTE~ txouv oIE~oX8£i ovujJWJ OTrJV o(18pOiJUKivfl KOI TO oKoA.ou80 

cpoPiJOKO TO oTToio EivOi YVWOTO on UcpiOTOIJTl11 mwovTIKO iJ£TO[3oAloiJo iJtow TaU KUTOXPWiJoroc; 

P450 


Atorvastatin/AT~ooTOTivO 


H ouyxopr'jYrJ01/ 10 mg OTop~OarOTivrjC; rJWPfloiwC; KOI 500 mg O~18pOiJUKivl/e; l/iJEpfloiwe; OEV 

TPOTTOTTOiflOE TIe; OUYKEVTpWOEIe; Tfle; OTOp~UOTOTilJfle; oro TTAOOiJO (iJE ~OOI/ iJt8000 

TTPOOOIOPIOiJOU ovooToA~e; TI/e; HMG CoA-uvoywyooqe;) 


Carbamazepine/Kop(3oiJo(£TTivO 

IE IJio IJEAETI/ CPOPiJOKOKIVflTIK~e; oAArlAETTiOpOlJfle; aE uYIEie; E8EAoVTte; OEV TTOpOTl/p~8flKE Kallio 

OflIJOVTlK~ ETTiopOOrj aro ETTiTTEOO TI/e; KOP[3C1IIO(EniVrje; ~ TOU opoonKOU iJETO(3oAiTfl Trje; oro 

TTAOOiJO O£ 008EVEie; TTOU EA0f.-l(30Vov TOUTOXPC!VO oc,18POiJUKiVfl 


CimetlQine/b!~T!QiYJl 


I£ IJio CPOPiJOKOKIVflTIK~ iJ£AETfl OTflV OTToio ruOOrJKE fl ETTiopOOfl ETTi Tfle; CPOPIJOKOKlvrlTIK~C; 


Tfle; O~18pOiJUKivflC; iJIOe; ECPOTTO~ OOOfle; GliJEfl5ivqC;, nou xopqy~8qKE 2 WPEC; TTplV OTTO Trlv 

o~18poiJUKivl/, OEV TTOpOTl/p~8qKE iJETO[3oArl rile; CPClPiJOKOKlvl/rIK~C; TI/e; O~18pOiJUKivrJe; 


Coumarin-Type Oral Anticoagulants/ATTo TOU OTQljOTO~KouiJOPIVIKO AVTITTQKTIKO 
L£ iJio CPOPIJOKOKIVr]TlK~ iJ£AETI/ oMflAETTiopooqe;, r] oc,18pOIJUKivrJ OEV !JETt(3oM£ TO OVTlTTI/KTIKO 
OTTOTEAw!Ja iJIOe; ECPOTTO~ ooor]e; 15 mg [3arYflUpivqe; (warfarin), 1/ oTToio XOPl/y~8r]KE OE uYIEiC; 
£8EAoVTEe; METO [r]v KUKAocpopio TOU cpop~J!lc.OU olrlv oyopo UTT~P~OV ovocpopte; EvioxuoqC; TaU 
OVTITTr]KTlKOU OlTOTEAtO!JOTOe; !JETO OTTO OUVi,u;lrJyrioflllc,18pOiJUKivr]e; iJ£ OTTO TOU OTOiJOTOe; 
KOU!J0PIVIKO OVTITTr]KTIKO nopoAo TTOU OEV TEKIJrJPIlU8Ei OITlOAOYIK~ OUOXETlOr] iJE TflV 
a~18pOiJUKiVr], npETTEI vo OiVETOI TTPOOOX~ Ofr] OUXVOTI/TO TTOPOKOAou8flor]e; TOU Xpovou 
rrpo8poiJ(3ivfle; OTOV 1/ oc,18pO!JUKivl/ XPflGlIJOTfOIEiTCl1 OE 008EVEie; TTOU AOiJ(3ovouv OTTO TOU 
OTOiJOTOe; KOU!J0PIVIKO OVTlTTflKTIKO 

Cyclosporin/KuKAoOTTOpivr) 
LE !Jia cpap!JaKoKlvflTIK~ !JEAETI/ OE uYEiC; E8EAoVTEe; CJTOU<; oTToiou<; XOPl/y~8I/KE fliJEp~OIa OTTO TOU 
OTOjJOTO<; OOOfl o~18poiJuKivl/<; 500 mg YIO :3 flfJEpEe; KOI oKOAou8w<; EcpoTTa~ Mall 
KUKAoOTTOpivfle; 10 mg/kg 01 aTTopptouoEC; Cinax KOI AUCO-5 TI/e; KUKAoOTTOpivl/e; (3pE8r]Kav va 
EivOi OfliJOVTIKO aU~fl~tvE~ IuvETTwe;, TTpEn ,:1 '/0 Et,ETOC,ETOI iJE TTPOOOX~ fl TOUTOXPOVrj XOfJ~YflOrJ 
TWV cpapiJOKWv UUTWV Eov EivOi oTTapoiTflll1 II TOUTOXPOVr] XOP~YflO~ roue;, TTptTTEI vo 
rropaKoAou8ouVfCli TO ETTiTTEOO Tr]e; KUKAoOTDOivlle; KOI va TTpooop!J6~ETOI ovoAoya 1/ 6oooAoyio 

Efavlrenz/Ecpaf3lp~1J 

LUYXOP~YrjOI/ ECPOTTO~ fl!JEp~OIae; OOOfle; 60U rng ac,18pOiJUKivflC; KOI 400 mg Ecpa[3lpEV~rj<; yla 7 
Il!JEpEe; OEV tOEI~E KOiJio KAIVIKWe; Ofl!JOVTIK~ (p(lP!JOKOKIVilTlK~ oAAflAETTi6paOfl. Mv EivOl 
anapOiTI/TI/ fl rrpooap!JoYr] Tfle; Malle; Trl<; u(JGpojJuKivrJ<; GTOV ouyxopl/YEiTOI !JE Ecpa~lpEv~fl 

Fluconazole/ct:JAou Kovo(6An 
H ouyxoP~Yflor] jJioe; ECPClTTO~ 6oolle; a~18pc:Jui:ivrJS 1200 mg OEV jJETE~aAE Tflv cpoPjJoKOKIVflTIK(l 
!Jioe; ECPClTTO~ OOolle; cpAouKova~oAflC; 800 m~l H OU'}O"I:<~ TTOOOTflTO TOU CPOP!JOKOU TTOU cp8aVEI 
OHlv KUKAocpopio KOI 0 xpovoe; fl!Jl~w~e; Tfle; cJ(~,8p()11UKivflC; OEV JJETOI3A~8flKOV OTTO Tfl 
ouyxoP~YllOil cpAouKova~6ArJC;, oaroow ITOr:;' flPlJ8rl'~E iJio iJEiwOfl OTrJ !JEYIOTfl OUYKEVTPWOr] 
Trje; ac,18pojJUKivflC; oro 11AoojJo, Cmax, (18";,; '1 u[I(Jiu o,-v r)rav KAIVIKO Ofl!JOVTIK~ 
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I nd In avir/lvolvaGi pn 

LUYXOP~YIlOIl fJiae; Ecpona~ OOOIle; 1200 mg (J~18polJuKivlle; OEV EiXE OTOTIOTIKO ollfJavTIK~ 


miopooll OTllv CP(JPfJOKOKIVIlTlK~ 800 mg Ivclva!3iplle;, XOPllyouiJEvlle; TpEIe; cpO pte; Tllv IlfJtpa YIO 5 

rwEpEe;. !:,EV EivOi anapoiTIlTIl 11 npooapfJoyfl Tile; OOOIle; Tile; a~18pofJuKivlle; OTOV oUYXOPIlYEilOl 

fJ E Ivolval3i PIl· 


Methy Ipred n I solone/M ESuAnpEOVI(OAOvn 

LE fJio fJEAtTIl cpaPfJaKOKIVIlTlK~e; aMIlAmiopaorle; OE uYIEie; E8EAovTte;, 11 o~IBpofJuKivll OEV 

npoKoAEOE Konola OllfJOVTIK~ fJETO(30A~ OTllv cpoPIJOKOKIVIlTlK~ Tile; fJEBUAnpEovl~OAOvlle;. 


Mldazolam/Mloo(OAOb!n 

H ouyxoP~YIlOIl 500 mg 0~18pofJuKivlle; IlfJEpflOiwe; Yla 3 IlfJEpEe; OE uYIEie; E8EAovTte; OEV EiXE we; 

anOTtAEOfJa Konolo KAIVIKO OllfJavTIK~ aAAoy~ CHI cpoPf-IC1KOKIVIlTlK~ KOI Til cpOPfJaKOOUVa~IIK~ 


fJIOe; Ecpona~ Malle; 15 mg fJIOa~oMfJlle;. 


Nelfinavi r/N EAcplva[3ipll 

LuyxoP~YIlOIl 1200 mg 0~18pofJuKivlle; KOI vEAcplva!3iprle; oE OTa8EponOlllfJEvfJ KOloaTOoll (750 

mg TpEIe; cpopte; Tllv fJfJtpa) EiXE we; anoTtAEOfJO Trlv nU~fJOIl TWV OUYKEVTPWOEWV TfJe; 

a~IBpOfJUKivfJe; /:'[v nopOlIlP~BfJKav KAIVIKWe; 0IlIJaVTlKEe; oVEmBufJIlTEe; EvtpYEIEC; KOI fJ 

npooaPfJoy~ TfJe; OOolle; OEV EivOi anapaiTIlTn 


Rifabuti n/PlcpOlJnOUTivl] 

H ouyxoprjyool] 0(18POIJUKivOC; IJE plcpabJTTolJ~vf) OEV ElrrWtaoE TIS OUYKEVTPWOEIC; TWV EV AOyw 

cpapbJOKWV OTOV opo lOU aibJOTOC; 


'EXEI napOlfJPIl8Ei OUOuEponEvio OE a08EV[I(; IJ no OIJVXClPfJYOUfJEVfJ 8EponEia a~18pOfJUKivfle; KOI 

plcpafJnolJTivlle; Av Kalil OUOETEponEvia tXEI OIJUXUIOIi.1 fJE Til XP~OfJ TfJe; plcpafJnouTiVIle;, OEV 

tXEI TEKfJflPIW8Ei aITlOAOYIK~ OUOXtTIOIl Yla TOV ouvbuoofJO Tile; fJE TfJV 0~18pofJuKiVIl WAtnE 

nopoypacpo 28 AVErIIBufJIlTEe; EvEPyme;). 


Si Ide nafi I/LIAVTE vacpiAI] 

LE uYIEie; 0ppEVEe; E8EAovTte; OEV un~pxav Ev6Ei~Ele; miopaolle; Tile; 0~18pOfJUKivfJC; (500 mg 

IlfJEPlloiwe; Yla 3 flfJtpEe;) OTllv AUC KOI Til Crnax TIle; GIAvTEvacpiAIlC; ~ TOU KUPIOU fJUa[30AiTIl Tile; 


T erfenad ine/T EPCPEVooivl) 

cDapfJaKOKlvllTIKte; fJEAtTEe; OEV tOEI~av U[OIXlio YOIIOlae; OAAfJAEniOpaOIle; OVOIJEOO OTIlV 

a~IBpOfJUKiVrt KOI OHIV TEPCPEvaoivll_ 'EXOIJV avacpEpSEi onovlo nEplOTOTIKO onou Il m8aVOTillO 

aVTioTOJXfle; OAArIAEniopoollC; OEV ~TOV OUVOlO VO onoKAEI08Ei EVTEAWC;. OopOAa aUTO, OEV 

un~p~E OUYKEKPlfJtvO EVOEI~O OTi OUVE!311 TETOIO (lMIlAUriopaOIl 


TheophyllinelGEocpuMivr) 

!:,EV unopxouv EVOEi~EIe; KAIVIKO OfJfJaVTIK~e; CPOPIJOKOi<.IJrITIK~e; oMIlAEniopaofJe; OTOV Il 

O~IBpOIJUKivfJ KOI 11 8£OcpuMivfJ XOpfJYOUVTOI TOuroxpova aE uYIEie; EBEAOVTte; Ev lOUTOIC; fJ 

auyxop~YIlOrt 8EocpuMivlle; KOI fJOKpOAIOiwv tXEI OUoXETloTEi fJE OUsfJfJEVO EninEOO 8EocpuMivlle; 

OTOV opo. Oe; EK TOUTOU, OUVIOTOTOI fJ fJETPllofl TWV EnmEOwv 8EocpuMivlle; ElTi ouyxoPlly~oll<; 


o~IBpof-JuKivll e;. 


T nazolamlTplo(oMbJQ 

LE 14 uYIEie; E8EAoVTEe;, 11 ouyxoP~YIlOIl 500 mg o(,8polJuKivlle; Trlv 111 rwtpa KOI 250 mg TfJ 21l 

Il f-JEpa f-JE 0,125 mg Tpla~oMf-JIle; Til OEUTEPIl Ilf-Jtpo O['J [iXE OIlIJOVTlK~ Eniopo0rt OE KcmOIO 

cpaPfJaKOKIVIlTlK~ fJETaf3AIlT~ Tile; TpIO~OAOfJlle; oE GUYKPIOIl fJE TO [IKOVIKO CPOPf-JOKO. 


T nmethoprirn -Su If a rnethoxazole/TpllJEBonpiw r) -LOUAcPDU E8~~ 


LuyxoP~Ylloll lOU oTaBEpou ouvouaof-Jou TPIJJE8onpilJqe;/00uAcpafJE80sa~6AIle; (160 mg/800 mg) 

ETTi 7 IlfJEpEe;, 1J0~i fJE 1200 mg a~18pOfJUKivqe; Tllv 711 IlIJEpa, OEV EiXE 01l1--l0VTIKEe; ETTIOpOOEIe; OTle; 

fJtYIGTEe; OUYKEVTPWoEI<;, OTIl oUVOAIK~ noooTIl fa TOU CPt1P~OKOU nOu cp80VEI OTfJV KUKAocpopio ~ 


OTqV antKKplOIl ana TO oupo EiTE Tile; TPII--IE80ITpi~jlle; EiTE Tile; OOUACPOI--IEBo~a~oAIle; 01 

OUYKEvrpWOEIe; Tile; 0~18pOI--lUKiVIle; OTOV opo ~TOV Tmpo~OIEe; f-JE OUTte; nou tXOUV napOlflPr]8Ei oE 

oAilEe; fJEM w:; 
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Cisapnde/2::I(onpioo 
H OI~onpiofl fJETo[3oAi~ETOI OTO ~nop ana TO tV~UIJO CYP 3A4 ETTEIOri TO jJaKpoAiolo 
ovooTtMouv TO tV~UjJO aUTO, fl OUYXPOVfl XOP~YflOfl Tfle; OI~oTTpior]e; fJE TIe; OUOiEe; OUTte; jJTTOPEi 
va OUc'flOEI TOV Kivouvo EfJ<pOVIOfle; OIOTOPOXWV TOU KOpOIOKOU pu8jJou (nopOTOOfl TOU 
OIOaT~fJOTOe; QT, KOIAIOKEe; oppu8IJiu;, TORSADE DE f'OINTES) L110 TOUTO va fJfl oUYXOPr]VEIIOI 
fl OI~orTpiofl fJE TO CPOpIJOKO aUTO. 

2.6 /1oooAoyfa 
To «ONOMA npOfONT02::» nptml va XOPflYEiTOI fJio cpopo Tflv flfJEPO 
H XpOVIK~ mpioooe; xoPriYfloflC; TWV OOOEUIV avaAoywe; TOlJ Eiooue; Tr]e; AoifJw~fle; OiVETOI 
nopoKoTW. 
H 0(U8pOjJUKivfl OTfl iJopcp~ TOU nOOlfJou EVOIWp~IJarOC; [ivol OUVOTOV vo AOfJ[3ovuOI iJo~i ~ 
OVEC,OPTflTO ono Tflv TPOCPri 

XprjOI] OE [vrjAIKEC; KOI E<prj[3ouC; (> 12 uwv) 
110 Tfl 8EponEio oE~ouoAIKWe; fJETOOIOOfjEVWV voowv, npoKoAoufJEVWV ono TO Chlamydia 
traciJornatis, Haemophllus ducreyi ri Euoi08flTWV OTEArxwv Tfle; Neisseria gonorrhoeae, fl 000fl 
TOU cpoPfJOKOU EivOi 1000 mg AOfJ[3oVOfjEVfl we;oov ECPOllOC, ODofl OTTO TO OTOfjO. 
110 oAEe; TIe; OMEe; EvoEi~EIe; OTIe; onoiEe; XOPflYEiTOI fl OliO TOU OTOfjOTOe; fjOp<P~. 11 OUVOAIK~ OOOfl 
EivOI 1500 mg XOPIlYOUjJEVfl OE flIJEp~OIEe; MOEIe; TWV 500 mg mi TpEIe; rwtpEe;. LOV EvoMoKTIK~ 
8Epomio, fl iOlo OUVOAIKri OAIK~ ODofl TOU cpopfJelKou fJnopEi vo XOPflYIl8Ei OE OIOOTflfJO 5 
r]iJEPl0V 500 mg XOPflYOUVTOI Tflv npwTfl lliJtpO Tfle; SEpomioe; KOI KOTOTTIV XOPIlYEiTOI fliJEP~0I0 
ODor] ;J50 mg anD Tfl 2fl we; KOI Tflv 511 flfJEpO. 

nOiOIU 
H iJtYIOT fl npoTElVOiJEVIl 06011 ylO onoloo~noTE f)LPClTTEio OE TTOIOIO EIVOI 1500 mg. 
rEVIKO fl OUVOAIKri 00011 OE nOlolo EivOi 30 mg/kg 1-101 fl 8EPOTTEio Tile; OTPETTTOKOKKIKrie; 
cpopuyyiTiooe; npETTEI va OKoAouSEiTOI OIOCPOPfllKO OOOOAOYIKO OX~iJO OTTWe; TTEPIYPOCPUOI HlO 
KOTUJ OF ~EXWPIOT~ nopoypocpo 
H OUVOAIK~ 00011 TWV 30 mg/kg npE llEl va XOPflYEiTOI UJC; [Jio r11JEp~0I0 MOfl TWV 10mg/kg ylO 
3 flfJEpEe;. EvoMoKTIKO ~ fl iOlo MOfl TOU CPOPfjC1KOU l-1flopEi vo XOPflYfl8Ei Ylo 5 fliJtpEe; oov [Jio 
MOfl TWV 10mg/kg Tllv npwTfl fliJEPO KOI 5 mg/kg Tie; flIJEpEe; 2-5 
EvoMoKIIKO Tfle; TTaponovw ooooAoyioe;. ylO Ifl OEPOHEio TWV nOlolwv iJE o~Eia IJtofl wTillOO 
iJTTOPEi vo XOPflYIl8Ei iJio E<pOTTOE, Mall TWV 30 lTJg/kg 

110 Til OTPETTTOKOKKIKrj <QopuyyiTioo oJ:o nOlOI.9. fl 0SI8POfJUKivfl OTOV XOPflYEiTOI we; iJio fliJEp1ol0 
ODofl TWV 1 Omg/kg ~ 20mg/kg YIO 3 fliJtpEe; EXEI onooElxOEI OTI EivOi OTTOTEAEOiJOTlK~ EVTOUTOIC; 
11 fliJEP~0I0 ODOfl OEV TTPETTEI va E,ETTEPOOEI TO 500 mg 2::E KAIVIKEe; jJEMTEI; TTOU oUYKpivouv TO 
OUO OOOOAOYIKO OX~jJOTO. TTOpOTflP~8IlKE TTOPOIJOIO KAIVIK~ OTTOTEAEOiJOTIKOTIlTO, oM6 fl 
[30KTflPIOAoYIK~ EKpi~wofl ~TOV EIJcpOVWC; iJEYOALJTEPfl fJE flfJEP~0I0 MOfl 20rng/kg. EVTOUTOIC; fl 
TTEVIKIAivfl EivOi TO OUVIl8Ee; <pOpiJOKO EKAoy~e; ylO Tflv SEPOTTEio Tfle; cpOpUyyiTIOOC; nou ocpEiAETOI 
OTOV Streptococcus pyogeneS,OUiJTTEPIAOfJ[3oVOfJtVfle; KOI Tfle; lTpo<puME,fle; OTTO TO PEUiJOTIKO 
TTUPETO 
riO TlOiOIO TTOU ~uyi~ouv AIYOTEPO ono 15 kg , fl nOOOTr]IO IOU XOPIlYOUiJEVOU EVOIWP~iJOTOC; 
O~18pOfJUKiVfle; npETTEI va iJUPIlSEi fJE Til iJtYIOTfl OUVOT~ oKpi[3EIO riO TTOiOlcl TTOU ~uyi(ouv 15 kg 
~ TTEPIOOOTEPO, TO EVOIl0pfliJO O~ISpofJuKivflC; So TTPElfEl va XOPIlYr]8Ei oUIJ<pwva IJE TOV 
nopm:oTw niVOKO. 

- --~ -_._---------------------, 

ENAIQPHMA AZIGPOMYKINHr LlJvoAIKr) 8E0am:UTlKr) 0001] 30mg/kg 

Bopoe; MEYE:80e; 
q)loA'l<;

(kg) Aywyi] 3 (TpH.DV) 'lflE:PWV Aywyll 5 (ITEVTE:) 'lWpwv1_ (mg) 

10 mg/kg fJlO cpopo 1O-rnglkg-r-rlvl'l IlfJEPO ,0Til 

~ fljJEPIloiwe; TIC; rWEpEe; 1-3 OUVEXEIO 5 mg/kg. fJlO <popo 

_ ~_ EI[JEp!laiwC;~'c;_~~::__'__2=---5-.---+_ 
15-25-~11 -- 200 mg (5 ml) fllO <poPC) 200 rn~l US ml) H1v 1~ r]jJEPO, orr] 

flflEPflOilJJC; Tie; Ill-'tPEC; 1-3 ouvtXEIO 1nil mg (25 ml) fJlO 
_ __ 1 ___ ________. cpopci rII-JEprl'-.Ji~c;TISjJEPES 2-5 

10, 

600 
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I 26-35 ' 300 mg (7.5 ml) fjlO cpopo T--300 Ing-(7 5 illl) TrjV 1'1 rwtpo, OT~·-
I I IlfjEPIlOiwe; TIe; rwtpEe; 1-3. I OUVEXEIO 150 mg (3.75 ml) fjlO 900 

___________--, _Cj)op~ rlfJEprloiw<; TI<; I-ltpE<; 2-5 _ 

~ 
• 

i 36-45 400 mg (10 ml) fjlO CjlOpO IlI-lE.' 40.0 mg.(IC.l 1ll1).TIlV 1~ Ilfjtpo, OTIl 
TIe; IlfJtpEe; 1-3 OUVEXEIO 200 mg (5 ml) fjlO <popo [ 1200 

J---+______________-t-_ f 1l-l£P_fJS':ilA!<; _TI~_fll_!tpE<; 2-5___-t-____--j 

1_~~ llooo'\oyio EVfl,\iKWV flooo'\oyio EVfl,\iKWV 1500 

H'\IKIWWtVOI 008EVEic; • 

llEv analTEiTOI npooopfjoy~ Tfle; 6ooo'\oyiae; OTOUe; fl'\IKluJIIEVOUe; OOSEVEie; ylo TOUe; onoiouc; 

analTEiTOI va '\of3ouv 8Epomio a(18pOfjUKivllC; 


Ao8EVEiC; WE VE<DPIKri OVEnOpKEIO. 

llEV OUVIOTOTOI npOOOPfJoy~ Tfle; oooo'\oyioe; aE oaSEvr:ic; fJl ilmo twe; fjtTPIO VECjlPIK~ 


OVEnopKEIO (GFR 10-80 mllmin) npEnEI vo '\0II[3(IVOVTOI n pOCjlUM~EIe; OTOV TO «'ONOMA 

npOI'ONTOL:» XOPIlYEiTOI OE 008EVEie; fjE oof3op~ \jECjlPIK~ OVETTOPKEIO (GFR <10 mllmin) 


Aa8EVEic; WE onOTIKIj OVEnOpKEIO. 

Mv XPEIO(ETOI npOOopfjoy~ Tfle; 6ooo'\oyioe; aE oaSEVEic; fJE rimo twe; fJtTPIO flnOlIK~ 


OVETTOpKEIO. H Osl8pOfjUKivfl nptml vo XOPflYEiTOI I-lE npooox~ OE 008EVEi<; ]JE oof3op~ flnOTIK~ 


OVEnapKEIO. 


OoOViu; avaouoraOO( TaU EVafWPO/JaTOC 

XTUTT~aTE E'\OCjlPO Tfl CjlIO'\fl '110 vo onEMu8EpWSEi fl OKC)'/fl 
npooStoTE 9 ml UOOTOe; aTfl Cjllo'\fl600 mg, 12 ml OTfl1jJIO'\fli'JO mg, 15 ml OTfl <PIO'\fl1200 mg 
KOI 19 ml OTfl <Pla'\fl 1500 mg AVOKlV~OTE KO'\O Hl cPlo.\1l 
AVOKIV~OTE TO OVOOUOTO]JEVO EVOll;JPflfjO o]Jtawc; nplv ono ,J'lSE XP~Ofl 
rio nOiolo nou (uyi(ouv '\IYOTEPO OTTO 15 kg, flllOOOHjTU TOU EVOIWp~fjOTOe; o(18pofjUKivflC; 
nptnEI vo ]JETPIl8Ei fjE Tfl fjtYloTIl OUVOT~ aKpi(3Elo LTflv nEpinrwofl OUT~ XPIlOlfjOnOI~OTE TO 
ouplyya I-lE Tfl f30~8EIO TOU EIOIKOU EmOTO]Jiou. 
ria nOiOIO nou (uyi(ouv 15 kg ~ nEploooTEPO TO EValWPflfJa a(u8pOfjUKivfle; 80 nptnEI va 
XOPflYfl8Ei XPflOlI-l0nOIWVTOe; TO OOOlfJETPIKO KOUTC1'\1 . 

2 7 	 YTTEpooooAoVio - AVTl~HWTTlUrr 


LE TTEpinTwofl unEpoooo'\oyiae; onOiTEiTOI fl ECjlOPIJoy~ YEVIKGJV oUl-lnrWI-lOlIKWV KOI 

unooTflplKTIKWV I-ltTPWV 8EpOnEio(;, ovo'\oyo ]JE TflV HE rrrldofl 

Tfl,\ KtVTPOU llfl,\flTflPIOOEWV 21077 93 777, 1\8rjvo 


2.8 	 AVETTlOU~'lTEC; EvtPVEIEC;: 
o TTOPOKOTW nivOKOe; nEplEXEI Tie; oVEmSUI-lIlTEC; Evtpy[:~C; TTOU EfjCjloviaTflKov I-ltow Tfle; E]JnElpioe; 
ana K'\IVIKte; ]JEAtTEe; KOI Tfle; nopoKo'\ou81l0fle; TOU CjlOPIJOKOLJ I-lETa Tflv KUKAocpopio TOU OTllv 
oyopa, KOTO KOTflyopio OPyOVIKOU OUOT~fjOlOe; KOI OUXVOTflTCJ 01 OVETIl8uI-lIlTE<; EvtpYEIE<; nou 
EfjcpovioTflKOV I-lETO Tflv KUKAoCjlopio TOU CPOPfjaKOU aHlv oyopa onoOiOovTOI I-1E nAaYlo 
ypOl-lfJOlO. H KOlflyopio ouxvOTflTOe; EfjCjlOV10fle; Opi(ETOI OUIJCjlWVO ]JE Tflv nopoKoTW ouvS~Kfl 
noAu ouxvt<; (~ 1/10), LUXVt<; (~ 1/100, <1/10), 'OXI ouxvt<; (~1/1000, <1/100), LTTOVIEe; 
(~1/10.000, <1/10000), noAu OnaVIEe; «1/10000) KOI ['J1fl VVL0ort<; (OEV fjnopouv vo EKTI]Jfl8ouv 
fjE f300fl TO Olo8tOll-lO OEOO]JEVO) EVToe; Ka8E KOTllyopill<) ou;,:yoTflTOe; EIJ<paVIOfle;, 01 
oVEm8ufjflTE<; EvtpYW:e; TTOPOli8EVTOI KOla Cjl8ivoUaCl OElpO oof3oPOTflTO<; 

AVHTlOU~'lTE<; EVEPVEIEC; EVOEXO~tvwc; ~ TTl8avwc; UXETI(OpEVEC; Jl£ Trlv a~lepo~uKiv'l J1E 
J3aull T'lV EJlTTElpia aTTo KAIVIKEC; IJEAETEC; KOI TqV rrapoKof..ouOllull TOU qlap~aKou ~ETa Tllv 
KUKAoqlopia TOU UT'lv ovopa: 

IKaTilYopia OPvaVIKOU rUUT AVETTl8u~'lTI] EVtP~IG _ rUxVOT Ta 

I I\OI~W~£IC; KOI TTapaUITWUEIC; KOVTlVTiooll KOVTlVTiODl1 rou 'OXIOUXVEC; 
I OTOtJOlOC;, '\oifJW~.rL:C~lU Kc)A Irur) . 

lJ.lwOO{.JE{.J{3pWOOC: KoMi ;/)(1 U~lJm~ Mfl YVWOTEe;l _____ 	 ~cl.Y£9~~~L _ 
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I 

i 

Lllorapoxts TOU --- -~-A-E-uK-o-n-E-vi-a-,-ouoErrpOm'Ji~ 

OIfJOTTOI'lTiKOU KOI TOU 
L_AqJ<pIKOU UUUTrltJOTOS 
I L1Jarapo x£s TOU - -- 

I OVOUOTTOI'lTIKOU 

I UUUTrll-l°TOS__ ---- 
L110TopoXtS TOU 

I fJHo j3oAIUI-I0U KOI HjS 
9pElVI)S 
4JuXIOTPIK£S OIOTOpoXtS 

LlJaTOPOXtS TOU V£UPIKOU 
i UUUTrll-lOTOS 

8POfJ{3oTTEvia, wJJoAuTII(lj avwJJia 

A Elooio JO, umpEuo:o8Doio __ 
AvmpuAaKTlKr7 aVTir5paOlj (i3AtnE 
nopaypocpo 2.4) 
AVOPE~io 

IKOTfJTO ______ 
L1lt E of) __ _ 
EmGETlKoTf)ra, crV 0 _ ____ 

ZaAr], KEcpOAOAVio, nopoI08f)oio, 
ouoYEuoio _ _ ___ 
YnOl08 oio, unvrJAio, C!unvio 
IIITTOGUJJIKO [TTU00i510, IJlTUOfJ0i, 
(jJuxoKlvr7 TlKr] UTT[pr5pUCJ TlIPlorr) ra, 
avooJJia, rrapoulJia 

MuaoGtvua gravis (13M ITt: 

1___ --- -----+-1nopayp_opo 2.4) 
~<p90AI-IIKtS OJaHpOXtS 

LlIOTOpoxtS TOU WTOS KOI
I 

TOU Aoj3upiv8ou 
I 

KOPOIOKtS OJaTOpoXtS 
j 

1 

f-	 ____-+-_T.Lc;-'--K_o_/tI_la_K----'-"c;- raxuKaj.Loicrc;-__ ___ 
~-AyyEloK~OTOpoXtS YTToraO(} ____ _ ______ _ 

LlIOTOpoXtS TOU L1lappolo, KOIAIOKO dAyoC;, vouTio, 

yauTpEvnplKOu ~E(;j~s" __ _ 

.0.[\ YEfl-E.4250-\ 312 
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L-

Oml~6Imopox~ 	 -I LuXVtC; 

Kwpwuf] _u 

'EKnTwuIl TIlS OKOUOTIKIlC; O~lJTIlTOC; 


E ~_______ 

'IAly'i'QS___ ___ _ __ __ 


Ai08fJ~o nOAfJwv _ _ _ _ _____ 

Torsades de pointes (Ko:AlaK(} 
raxuKapr5ia r5iKf) VpllT/()/OU) (i3AEnE 
nopc'tvpocpo 24), appuOllia (i3AEm 
TTopavpocpo 24) rrEpIAu~,C:;avofJtvr)(,-

i LUXVtS ____I 
'OXIOUXVtC; 

~ 
Lnc'tvlE<; __ 

~I OUXV~' 
J Mil VVwoTte; 
I 

Mr] VVWOTtC, 


noAu ouxvte; 


I 'E~ETOC;, ouonElJ:l_io__ _ _ _____ . __~vtc, 
I lOOT iTlOO, OUOKOIAIOT..!lTil ___ 'OXIOUXVtC; 

naVKpWTiTlr5a, OUOXP(;,'I}CIT/O~}OC; Tr)C;- Mf) VVWOTtC; 

___ __+-,-AwooaL- ____ I--
LlJaTOpaxts TOU rlTTOTOS KOI HnmiTIOo _____ 'OXIOUXVtC; 

TWV XOArj<popwv 	 HnOTIK~ AElTOU~rt(:"JCJloAO..'{IISrJ 
HTTaTlKr] avuTapKua ((3.VTrE 
TTapaVP(J(po 24)*, f)TTUTI!Ir5a 

KEpauvo{36Aoc;, (}TTarlKr7 l[KPWOr), 
__ ________-+-_I-'-"K TEC.L oC; xoAourarlKoc; 

l 
__ 


L1IOTopoX£S TOU OtpfJOTOS E av8 a, KV 0 0 ____

I KOI TOU unooopiou IUTOU 	 LUVOPOIJO Stevens-JorHlC3on, 

oVTiopouf) ono cpwTOEUCI, 0811Oio, 
Kviowo 
TOsIKi] [TTlO[PJJ IKf/ V[KP' j', (Jor], 

____________4-TT_o~A u~'Op~OEpUe~ 

L1IOTopoXiS TOU 	 Ap8poAVio 
I I-IUOUKEA£T1KOU UUUTrll-l0TOS 
I KOI TOU UUVOHIKOU IU_TO_U_'_-+- ______ 

LndvlEC; 


Mr] vvwOTtC; 


I 

-I LuXVtS; 
I 'OXI ouxvtc, 

Mf) VVWOTtC; 

-

Luxvte; 

LlIOTOpoXiS TWV v£<ppwv KOI
I 
_ TWV oupo<popwv oow~ 
f rEvlKts olOrapaXES KOI 
I KOTocnouw:; HIe:; OOOU 
_~p~y_'1QI]5 _ 

NU:PPIKr] avuTapKua o([;'J vuppiTioa Mil VVWOTtC, 

Ol(iJJEOII _____ -

K.gTIwo..rJ____ -- - LUXVtS; -.J 
8WPOKIKO aAVOe;, oiO'l~I'[ aio8f)lJo 'OXIOuxvte; 
KOKOUxioe;, f~o08tvlorl _,______J 

\ () ~ 

I 
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EpvaOTIlPlaK£<; rrapclI.J£TPOI 	 ApI8~oC; AE~<pOKUTTOPJ·· ~1EIW~tvoc;, Luxvte; 
opI8~0e; flwOlvo<piAwv m;;~fl~tvoe;, 
01TT0V8POKIKO oi~aT.o_C;1 Il':1ltVO 
AOTTOPTIK~ o~lvoTpovop,pci0fl OXIOUXVtC; 
oU~fl~tvfl, 0fJlvOTpovocp:;Jci0fl TflC; 
oAovivlle; oU~fl~tvfl, xo,\c.Ju8p1Vfl 
Oi~OTOC; OU~fl~tvll, OUPIC' C:i~OTOe; 
oU~fl~tvll. KpwTlvivfl·ITOe; 
OU~Il~tvll, KciAIO Oi~C1TC" ;~fl 

uOIoAo IKO 
-----·-+--------1 

HM:KTpoKapolOvpaq)()W;")laarflpa Mil YVWOTtc; 
QT TTaparuapt.vo WAtH: 

a 024_)__.. 

* fl oTToio oTToviwe; KOTU-'Il~E OE 8civOTO 

2 9 	 TI rrp£rr£1 va vvwpi~£1 0 ao9£vr'j<; O£ rr£pirrTWG:, TTOU rrapaMiqJ£1 va rrop£1 Korrola 66011: 
Eov TTptTTEI va AO~f30VETE TO <pcip~OKO OE KOVOVIH ;<POVIKO OIOOT~~OTO KOI TTopoAEi4JETE lJio 
060fl, 80 TTptTTEI VO TTOPETE Tfl 06011 aUT~ TO TOXLI' 10 OUVOTOV Eciv, EV TOUTOIC;, TTAflOlci~EI fl wpa 
YIO Tllv ETTOIJEVIl 06011 IJIl AOf3UE Til 00011 nou no' :AEiqJOTE, oAAci ouvEXioTE KOVOVIKci Tfl 
8EPOTTEio 

210 	 HWPOJ.lIlVio Ar'j~Il<; TOU rrpo"lovTO<;: Avoypci<pE fl. rJTIlV E~wrEpIK~ KOI EOWTEPIK~ OUOKEUooio 
h nEpinTwOIl TTOU flll~EPOIJIlVio OUT~ tXEI nopU,"1 ~IlV TO XPIlOl~OTTOI~OUE 

2.11 	 IOlaiT£p£<; rrpo<puAo~£I<; Via Til <puAa~1l TOU rrpeVTO<;: 

212 	 HWpOJ.lllvia T£MuToia<; ava9£wPlloll<; TOU <pU;,u OO/lYH.llV: 

3. nI\HPO$OPIEr riA THN OP00l\OrlKH XP;:H TON <DAPMAKON 

To <pcip~OKO OUTO OOe; TO tYPOljJE 0 YIOTpC,JOe; IJOVO ylO TO OUYKEKPllJtvo IOTPIKO o~e;,a ! 

TTpof3AflIJO. 6.EV 80 nptTTEI vo TO OiVETE Of :,\Ao ciTOIJO ~ va TO XPIlOlIJOTTOIEiTE YIO KciTTOIO 

oAAfl TTci8flOIl. xwpfe; TTPoflyou~tvwe; va i'~ au~f3ouAEuTEi TO YIOTPO ooe; 

Eciv KOTO Tfl OIOPKEIO Tile; 8EponEioe; E~<PO\: j fEi KOTTOIO TTpof3Afl~O IJE TO <pciPIJOKO, I 


EVfl~EPWOTE o~towe; TO YIOTPO ooe; fl TO cp.:"uoKonolo ooe; I 


Eov tXETE OTTOIOO~TTOTE EPWTIl~OTIKO YUPl'; (lITO TIe; TTAflPO<popiEe; TTOU ocpopOUV TO <p6p~aKO 


TTOU AOIJf30VETE ~ XPEIO~EOTE KoAuTEPIl EVli' l~pwOIl YIO TO IOTplKO OOe; TTpof3AflIJO IJIl 

OIOTOOUE VO ~flT~OETE Tie; TTA/lPo<popiEe; (JL:C:; OTTO TO YIOTPO Ooe; ~ TO <pOPIJOKOTTOIO OOe; 

110 VO EivOI OTTOTEAEOIJOTIKO KOI oacpoAte; r,. pciPfJOKO nou 00e; XOPlly~8IlKE 80 nptTTEI va 

AO~f3aVETOI ou~cpwvo ~E TIe; oOflyiEC; TTOU 0"" 068IlKOV 

110 TflV OOCPOAEIO ooe; KOI Tflv uYEio ooe; EI'J'I onopoiTflTO va OIOf3aOUE fjE npooox~ Ko8E 

TTAflpo<popia nou o<popo TO CPOplJOKO nou ( -c; XOPlly~(JflK£ 


Mfl olOTIlPEiTE TO <poPIJOKO OE EplJOPIO TOl: UUTPOU, YIOTi fl ~toTfl Kalil uypooia ~nopEi vo 

oMolwoouv TO CPOPIJOKO KOI va yiVEI EfTlf3fJi;3te; ylO Tflv uYEio Ooe; 


I - No ~Ilv KPOTOTE CPOplJOKO TTOU OEV Tel XP'~li:OTE nAtov ~ nou ~Oll txouv A~~EI , '~ __ 
110 IJEyoAuTEPIl oo<paAElo <pUAa~TE oAo TO' p~OKO OE. OocpoAte; ~tpoe; IJOKPIO ono TO 
TTOIOIO 

4. 	 TPOnOr LlIA0ErHL To <pOp~OKO aUTO XOPflYf ;, \JOVO ~E IOTPIK~ OUVTOy~ 

11.01 OIKOIOUXOI KOI OVTITTPOOWTfOI unoxpEouVTOI ylO Hi ;)OPfJOY~ ffle; OVWTtpW EYKUKAiou 

IOC, 

http:TTaparuapt.vo


~L'1YEI I-E.4250-13/2 
(24u) 

H Op8r] ErrovaAf]YJIJ aq>opa UTf]V rrpOU8r)Kf] TOU <DuAAou OOf]VIWV Via TOV Xpr)UTf] Via Tf] ,·JOP<.Dri 
Kavle; Via rraUIIJO £vOIwpruJO 200MG/SML 

KOlvorroif]urr 

ET. PFIZER HELLAS AE H npOIL:TAMENH Ll/NrHr LlYEn 
ME'[OrEION 243 

15451 N lJ-!YXIKO EAENH KPHTIKOY 

ArrooiKUe; Via £vipV£1a : 
2 

1\ MWOYEiwv 136 
rEE8A1L'1Yr 

./
'. 

-~ -.... 
. ;........ ..... 

3 
155 61 A8~va ~.'- .... 

Yn Epyaoiae; ArraoxoMlOfle; & KOIVWVIK~e;npodTao:iac; . 
rEVIK~ rpafJiJoTEia KOIVWVIKWV Aoq)Q,\ioE0-JV . , 
6/vOfl AmpaA10fle; Ao8tvElae; & MflTpoTflTa~-', . , . 
LTOOiou 29, 101 1 0 A8~va , . 
(fJE Trlv napoKAflofl EVfliJtpwofle; TWV AocpaAioNKwV 
TOfJEiwv TTOU TTaptxouv YYEIOVOiJIK~ nEpi8aAqJflr'~' 

(:j. , 
I (' 

4 navEM~vlO IOTPIKO '[uMoyo'
nAOUTOPXOU 3, 106 75 A8~va 
(iJE Trlv napoKAllofl EVfliJtpwofl TWV 
TOTTlKWV IOTPIKWV '[uMoywv Tfle; xwpae;). 

5 navEAMlvlaEvwoll <DapiJOKOTTOIWV 
KopU(fl 6, 117 43 A8~vo 

6 navEAA~vIO <DapiJaKEUTIKO '[uAAoyo 
nElpOIWe; 134 & Aya8fliJtpOu 
118 54 A8~va 
(iJE Tflv nopoKAflofl EVfliJtpwofle; TWV 
TOTTlKWV <DapiJaKEUTlKWV '[uAA6ywv Tfle; xwpae;) 

7 rlavEAMlvla EVWOfl <DapfJaKOnOlwV 
NoollAEuTIKwv 10PUiJOTWV 
M1xaAaKoTTouAou 99, 115 27 A8~va 

8. IKA-<DaPiJ/K~ YnflPwia 
AyKwv/vou 8, 102 41 A8~va 

9 orA KAoooe; <DaPiJaKEUTlK~e; nEpi8aAlJ1fle; 
nOTlloiwv 30, 106 77 A8~va 

10 OiKOe; NauTOu nElpOIWe; 
K naAOIoA6you 15 
185 35 nElpOIOe; 

11 OiKOe; NauTOu A8~vae; 
r AauoTwvoe; 2 & nOTflOiwv 
106 77 A8~va 

12. 	 KtVTPO 6flAflTflPIOOEWV 
NOOOKOiJEiO naiowv "n& A KuplaKou" 
11527 rouai 

....13 2::cDEE 
1\. Kflcploiae; 280 & Ayplviou 3 
152 32 XaMJvapl ATTIK~e; 

14. 	 navEAA~vla 'EvWOfl <DapiJaKo[310iJflxaviae; 
l\oiJlJ1a 7, 11524 AiJTTEA6KflTTOI, A8~va 

15 2::uMoyo AVT/nwv <DapiJaKEUTlKWV Elowv & ElaIKoT~TWV 
oooe; TOTOlou 
180 XAfJ E8vI K~e; ooou A8flvwv-l\afJiae; 
14610 N EPY8PAIA 

16. 	 L1£A Tio AyopavoiJiae; 
nOV£TTlOTllfJiou 42, 106 79 A8~va 

17 	 TEBE - <DapiJaKEUTIKte; YTTflPwiEe; 
Ay KWVOTOVTivou 5 

107 

c: '; ,1 

" ','.\ T C i O, E 
'.J. 

, '----" 



6.6.YEn-E.4250-13/2 
(24a) 

10351 A8HNA 
18 Mil iJtAIl LuMoywv 

(OTTW<; 0 TTivOKO<;) 

ErOTEPIKH f..IANOMH: 
1. 	 6'/VOll A~loMYIlOIl<; npOIOVTWV 

IpoiJiJaT£io A' TiJ~iJOTO<; EmOTlliJOvlKOU LUiJ~OUAiou EYKpioEWV 
2. 	 6.1voll 6./KWV YTTIlPWIWV EAtyxou npOIOVTWV 

TiJ~iJo 'EKoOOIl<; & Kwo. ATToq>ao£wv 
3. 	 I pOiJiJaT£io 6.£UTEpoI368iJIOU ETTIOTlliJOVIKou LUiJ~ouAiou 

En! OP0El: EnANA/\HlJ.IEIl: 2011 
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