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ErKYKJ\lor - AnO<l>ArH 

0EMA Ka8oplolJo<; nEpiAIl4JIl<; XapaKTIlPloTIKwv TOU npOIOVTO<;, <paplJaKEUTIKWV npoIovTWV nou 
nEplEXoUV opaoTIKo OUOTOTIKO AMIKACIN SULFATE 

·Exovw; uno4J1l 
a) 	 TI<; OIOla~EI<; TIl<; KOIV~<; YnoupYIK~<; Ano<paoll<; Llyr3 (a) 83657/2005 "nEpl EvaplJovloll<; TIl<; 

EMIlVIK~<; NOlJo8£Oia<; IJE Tllv aVTioTOlXll KOIVOTIK~ OTOV TOIJEa TIl<; KUKAo<popia<; 
...... ... . . ..... TWV <paplJaKfUTlKWV npof6vTWV, nou npoopi~OVTOI Yla av8ptimivil XP~OIl", 

13) 	 TIlV un' apl81J 43391/23-6-2010 Ano<paoll npotopou EO<l> (<l>EK.1 052/TEuxo<; il£(JT£po 1 
12-7-2010) "nEpi IJETOl3il3aollC; OIKolwpmOe; unoypa<p~<; ano TOV npOEOpO EOctJ npo<; TOUe; 
npoloTO~tvoue;OI£u8(JVOEWV EO<P" 

y) 	 Til rVWIJQJELlO~ TOU EmOTlllJOvlKOU 2:UlJl3ouAiou EYKpioEWV ap. <P

AnO<l>ArIZOYME 

H nEpiAIl4J1l XapaKTrlPloTIKwv TOU npOIOVTO<; <paplJaKEUTIKwV npolovTWV nou nEplEXoUV 
opaoTIKo OUOTOTIKO AMIKACIN SULFATE opf~ETOI we; E~~<; 

f1EPIAH'I'H THN XAPAKTHPILTJKllN TOY f1POIONTOL 

1. 	 EMflOPIKH ONOMALIA TOY (]>APMAKEYTlKOY npOIONTOL 

2. 	 nOIOTlKH & f10LOTlKH LYN0El:H 

8£IIK~ olJlKaoiVIl 

3. <l>APMAKOTEXNIKH MOP<l>H 

EVEOliJO oloAulJa 

4. 	 KJ\INIKA rTOIXEIA 

Evo£iKVUTOI Yla Til I3paxuXPovla 8EpanEia ool3apwv AOIIJW~EWV nou o<pEiAoVTOI OE Euaio81lTO 
OTEMXIl apvllTlKwv KOla gram l3aKTIlPiwv (oujJnEpIAalJl3aVOiJEVWV TWV Pseudomonas species, 
Escherichia coli, EIOWV Proteus 8£TIKWV Kal apvllTIKwv OTllv IvooAIl, Providencia species, 
Klebsiella-Enterobactec-Sermtia species KOI Acjoetobartw Iip~~iSi. 
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KAIVIKte; I-lEAtTEe; txouv oEiE,EI OTI 11 EvtOl1-l1l Ol-llKooivIl EivOi OnOTEAwI-lOlIK~ oc I-lIKpO~IOIl-liO KOI 

OIl4JOll-liO (mpIA0l-ll3oV0l-ltvIle; Tile; V£OYVIK~e; Oll4JOll-lioe;). OE ool3opte; AOll-lwc,£Ie; HIe; 

OVOnVEUOTIK~e; OOOU, OOTWV KOI Op8PWOEWV, KEVTPIKOU VEUPIKOU OUOT~I-lOlOe:; 


(mpIAol-ll3oVOl-ltvlle:; HIe:; iJrIVlyyiTIOOe;), OtpI-lOlOe; KOI I-l0AOKWV I-lOpiwv, OE EVOOKOIAIOKte; 

AOII-lWE,EIe:; (mpIAOl-ll3oV0I-lEVIle:; Tile:; mpITOViTIOOe:;), OE EYKOUI-lOlO KOI IJ£TEYXEIPIlTIKEe:; AOII-lWC,EIe:; 

(mpIA0l-ll3oV0I-lEVWV TWV OYYEIOXEIPOUPYIKWV EnEI-lI3c'loEWV) 

KAIVIKte:; I-lEAtn:e:; EXOUV oEic,EI OTI Il Ol-llKOOiVIl EivOi miolle:; OnOTEAWI-lOlIK~ OE OO~OPEe:; 


EnITIEnAtYI-lEVEe:; KOI UnOTPOma~OUOEe:; AOII-lWC,EIe:; TOU ouponOlllTIKOU OUOT~I-lOlOe:; nou 

o<pEiAOVTOI OTOUe:; OVWTtpW I-lIKPOOPYOVI0I-l0Ue:;. 

01 0I-lIVOYAUKOoioEe; nEpIA0l-ll3oV0l-ltvou Tile; OI-lIKooiVIle:; OEV EVOEiKVUVTOI OE I-lll EnlTIEnAEYl-ltvo 

0PXIKO mEIOOOIO AOII-lWC,EWV TOU ouponolllTIKOU OUOT~I-lOlOe:;, EKTOC; EaV 01 unEu8uvOI 

I-lIKPOOPYOVI0l-loi OEV EivOi EUoi081lTOI OE OVTll3lOTIKa nou tXOUV OUVIlTIKa I-lIKPOTEPIl ToC,IKOTIlTO. 

DTOV Il Ol-llKOoiVIl EVOEiKVUTOI OTIl 8EponEio I-lll EnlTIEnAtYl-ltvwv AOII-lWC,EWV TOU ouponOlllTIKOU 

OUOT~I-lOlOe:;, I-lnopEi va OUVTOYOYPOCPll8Ei EAOnWI-lEvll Mall (I3Atm 4.2 L'loooAoyio KOI TponOe; 

XOp~YIlOlle;)· 


MIKP0[310AOYIKOe:; EAEYXOe:; nptnEI va OIEVEPYEiTOI Via va TOuTonolll80uv 01 unEu8uvoi 
I-lIKPOOPVOVI0I-l0i KOI Il EUOI081l0io TOUe:; OTllv 0I-lIKooivll 
H 0I-lIKooivll I-lnopEi va XPIlOIl-lOnOl1l8Ei oov OPXIK~ 8EponEio OE AOII-lWC,EIe:; nou ocpEiAOVTOI OE 
OpvIlTIKOue:; KOla gram I-lIKPOOPYOVI0I-l0ue:; KOI Il 8EponEio I-lnopEi va EcpoPI-lo08Ei TTplV ana Tllv 
A~4JIl TWV OTTOTEAwl-laTWV Hle:; OOKII-l0oioe:; EUo1081l0ioe; 
KAIVIKEe:; I-lEAtTEe:; EOEIE,OV OTI Il 0I-lIKooivll EivOi onOTEAWI-lOlIK~ OE AOII-lWC,EIe:; TTOU ocpEiAOVTOI OE 
OV8EKTIKa OTllv YEVTOl-llKivll ~/KOI OTllv TOl-lnp0I-lUKivll oTEAtXIl OpvIlTIKWV KOla gram 
IJIKPOOPYOVI0l-lwv, 10lOiTEPO TWV Proteus rettgeri, Providencia stuartii. Serratia marcescens KOI 
Pseudomonas aeruginosa H onocpooll Via Til ouvtXIOll Tile; 8EponEioe:; I-lE TO cpaplJOKO npEnEI 
va 1300i~ETOI OTO OTTOTEAtOI-lOlO TWV OOKIIJOOlWV EUOI081l0ioe:;, TIlV oo[30pOTIlTO Tile:; AoiIJW~IlC; 
KOI TIlV oVTOnoKplOll TOU 008EVOUe:;, Ko8we:; Eniolle:; KOI TUXOV npo08£TO 0IlIJOVTlKll aTOiXEio TTOU 
8d-Aa~c.1 UrrOlj.Jll TOU 0 8£pClTfWV 100PC)C;. . . . . 
H OlJlKOoivll CPOiVETOI EniOlle:; OTI EivOi onOTEAwlJOTIKO OE OTOcpuAoKOKKIKEC; AOII-lWE,EIe:; KOI pnopEi 
va 8EWPIl8Ei oav OPXIK~ 8Epomio uno 0PIOIJEVEe:; OUV8~KEe:; OTIlV OVTIIJ£TWmOIl yvwmwv ~ 
m80vwv OTOCPUAOKOKKIKWV AOIIJWC,EWV onwe:; 00[30PEe:; AOIIJwE,EIe:; OTIe; onOiEe:; 0 unEu8uvoe:; 
IJIKPOOPVOVIOIJOe:; IJTTOPEi va EivOi EiTE OPVIlTIKO KOla gram [30KT~PI0 ~ OTOCPUAOKOKKOe;, 
AOll-lwE,EIe; nou 0cpEiAoVTOI OE EUoio81lTO OTEAtm OTocpuAoKOKKWV OE 008EVEie; oAAtpYIKOUe; OE 
aMo OVTI!3loTIKa KOI IJIKTEe:; AOIIJWE,EIe:; OCPEIAOIJEVEC; OE OTocpuMKOKKO KOI OPVIlTIKO KOla gram 
IJIKPOOPYOVIOIJO. 

LE 0PIOIJEVEe:; ool3optc; AOIIJWC,EIe:;, onw<; Il VEOVVIK~ Oll4JOllJio, Il TOUTOXPovll 8EponEio IJE tva 

cpaplJOKO Tunou nEvIKIAivlle:; IJnopEi va EivOi EVOEOEIVI-lEVIl, OIOTI UnaPXEI m8ovOTIlTO va 

TTPOKEITOI YIO AOIIJWE,ElC; TTOU ocpEiAOVTOI OE 8ETIKOue:; KOla gram IJIKPOOPYOVIOIJOUC;. onwe:; 01 

aTp£nTOKOKKOI KOI 01 nVEUIJOVIOKOKKOI. 

4.2 ~oCJoAovia KOI Tponoc; XOPrlV'1(H1C; 

To l3apoc; OWI-lOlOe:; TOU 008EVOUC; TTptml va AOlJl3avETOI TTplV Til 8Epomio YIO TOV UTToAoYI0I-l0 
Trl<; OWOT~e:; ooooAoyioe:;. H 0IJIKooiVIl I-lnopEi va 008£1 EVOOlJu"lKa ~ EVOOcpAtI310. 

H KOlaOTOOIl Tile:; VECPPIK~e:; AEIToupyioc; nptn£1 va EKTllJaTOI IJE IJETPIlOIl Tile:; OUYKEVTPWOIle:; Tile:; 
KpEOTlviVIle:; OTOV opo ~ IJE uTToAoVIOIJO TOU pu81-l0U Ka8opolle:; Tile:; EVOOYEVOue:; KPEOlIVivlle:;. H 
IJETPIlOIl O~WTOU oupioC; OiIJOlOe; (SUN) EivOi noM AIYOTEPO oE,lomoTIl YIO TO OKono aUTO. 
nptTTEI va yiVETOI nEpIOOIK~ movoE,loMVIlOIl Tile:; VECPPIK~e:; AEITouPyioe:; KOla Til OlaPKEIO Tile:; 
8EponEioe:;. 

OnoTd)~nOTE EivOi OUVOlOV. npEnEI va yiVOVTOI IJETP~OEIe:; TWV OUYKEVTPWOEWV Tile:; 0IJIKooiVIle:; 
OTOV opo YIO Tllv EE,aOcpaAIOIl mopKWV. oAM 0XI UTTEPIJ£TPWV OUYKEVTPWO£WV. KOla Til 
OlapKEIO Tile:; 8EpanEioe:; EivOi Em8u1-l1lT~ Il KOla OlaOT~IJOlO IJETPIlOIl TOOO TWV I-ltYIOTWV 000 KOI 
TWV £MXloTwv OUYKEVTPWO£WV. MEYIOTEe:; OUYKEVTPWOEIe:; (30-90 AEma IJETa Tllv EVEaIl) c'lvw 
TWV 35 mcg/ml KOI EMXloTEe:; OUYKEVTPWOEIC; (OlJtowe:; nplv Tllv mOIJEvll OOOIl) avw TWV 10 
mcg/ml va onocpEuyoVTOI. H ooooAoVio nptnEI va npooaPIJO~£TOI onwe:; EVOEiKVUTOI. LE 
008EVEiC; IJE CPUOIOAOYIK~ VECPPIK~ AEIToupyio IJnopEi va XPil0il-lOnOl1l8Ei 11 EcpaTToE, IlIJEPIlOiwe:; 
XOP~Ylloll. 01 I-lEYIOTEe; OUYKEVTpWOEIe; OE OUTte; Tie:; nEpITITWOEIe:; I-lnopEi va unEp[3oivouv TO 35 
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mcg/ml (~AtTTE EcpclTTo~ rH..JEPlloiw<; XOP~YIlOIl Kal l:IlOTapox~ TIl<; NECPPIK~<; I\woupyia<; 
napOKCnW). 

EVOOl1u'iKI'l KOI £VOOq>At(31O xoPI'lY'10'1 O£ o09£v£i<; IJ£ q>uOIoAoYIKI'l V£q>PIKI'l A£lToupyio 

EvIjAIK£( KOI TTOIOIO 15 mg/kg Tllv IlI-iEpa OE QUO ~ TpEI<; ioo 1-I0IP00I-IEVE<; 06oEI<; (Ev~AIKE<; 
ouv~8w<; 500 mg OUO CPOPE<; Tllv '1I-1Epa). H OUVOAIK~ IlI-lEP~OIO 06011 Via TOU<; Ev~AIKE<; OEV 
npETTEI va ~ETTEPVO W 15 mg/kg Kal OUVOAIKO TO 1,5 9 Tllv IlI-iEpO. 

npOwpo 7,5 mg/kg K08E 12 WPE<; 

Nwyvo 10 mg/kg oav 06011 £<p60ou Kal I-IETO 7,5 mg/kg K08E 12 WPE<; 

BPEq>ll (I-IEvaAUTEpa TWV 2 E~001-100wv) 7,5 mg/kg K08E 12 WPE<; ~ 5 mg/kg K08E 8 WPE<;. 

EvoMaKTIKO, OE a08EvEi<; I-1E cpuOIoAoVIK~ VECPPIK~ Awoupyio I-IE K080POll KpEOTlvivll<; .::: 50 
ml/min, I-lio Ecpono~ 06011 15 mg/kg IlI-iEPlloiw<; EVOOcpAt!310 OTOU<; Ev~AIKE<; ~ 20 mg/kg 
IlI-iEPlloiw<; ow nOiolo IlAIKia<; OVW TWV 4 E!3001-l00wv I-InopEi va npow8Ei Via TI<; TTEPITTTWOEI<; 
I-IIKP0!3101I-lio<;, OIl4Jall-lio<;, ovonvEuoTIKWV AOII-IW~EWV, EnlTTEnAEVI-IEVWV OUpOAOII-1W~EWV, 
EVOoKolAlaKwv AOII-1W~EWV KOI EI-ITTEIPIK~<; XOP~Ylloll<; OTllv El-inupETIl OUOETEponEvio. Ta 
OE00I-IEVa Via Tllv Ecpona~ IlI-1EPlloiw<; XOP~VIlOIl OE a08EvEi<; I-IE npoo!3oA~ oMwv OUOTIlI-l0TWV 
EivOi TTEPIOpl0I-IEVa (~AtTTE mioll<; naponovw yla EAEVXO TWV I-IEYIOTWV KOI EMXIOTWV 
OUYKEVTPWOEWV TIl<; ol-ilKooiVIl<; OTOV opo) 

OTOV 11 ol-1lKaoivll EVOEiKVUWI OTIC; I-1r1 EnITTEnAEYI-IEvE<; OUpOAOII-IW~EI<;, I-1nopEi va Xo'PIlYEiwl OE 
OAIK~ IlI-1Ep~OIa 06011 500 mg EiTE Ecpona~ EiTE OE QUO ioa OIOlPEl-ltVE<; 06oEI<; (250 mg CUO 
cpopt<; IlI-1EPlloiw<;). 

H ouv~81l<; OlopKEla TIl<; 8EpaTTEiac; avtpXETOI OE 7 tw<; 10 IlI-lEPE<;. H OUVOAIK~ IlI-lEP~OIO 06011 
I-IE OAOU<; TOU<; Tponou<; XOP~YIlOIl<; OEV npETTEI va uTTEp!3aivEI W 15-20 mg/kg/lll-1tpa._LE 
OUOiOTE<; KOI EmnEnAEYl-ltvE<; AOII-IW~EI<; OTI<; onoiE<; aV0I-1EvEWI 8EponEio nEpav TWV 10 
IlI-lEPWV, 11 XOP~YIlOIl TIl<; al-1lKooivll<; npEnEI va EnavEKTII-I1l8Ei KOI, EOV OUVEXI08Ei, npEnEI va 
napoKoAou80uVTOI 11 VECPPIK~, 11 aKouOTIK~ Kalil 0I8ouoaia Amoupvio Ka8w<; KOI W EninEoa 
Tile; al-ilKaoivlle; OTOV opo 

LTO OUVIOTWI-IEVO oOOOAOYIKO EninEoo, 01 1-111 ETTInEnAEYl-ltvE<; AOII-IW~EI<; nou 0cpEiAoVTOI OE 
Euai08llToU<; OTllv al-ilKaoivll I-IIKPOOPyavl0l-l0u<; npEnEI va avwnoKpl8ouv OE 24 EW<; 48 WPE<;. 
Eov OEV napOTIlPll8Ei oacp~<; KAIVIK~ avwnoKploll I-IEOa OE 3 EW<; 5 IlI-1£PE<;, 11 8EpoTTEia npETTEI 
va OWI-IOT~OEI Kalil EUOI081l0ia lOU na80yovou I-IIKPOOPYOVI0I-10U OTO aVTI!3loTIKO nptnEI va 
movEAEyx8Ei AnoTUxia avwnoKploll<; TIl<; Aoil-lw~ll<; I-InopEi va ocpEiAEwl OE avlOX~ TOU 
I-1IKPOOpYOVI0I-I0U ~ OTIlV napouoia 0llnTIKWV WTlWV nou onolTouv XEIPOUPYIK~ napoXETEUOIl 

KOVOVIKr) ooooAoyio O£ TTOpmnOIJEVO IJ£OOOIOOTl'HJOTO 

Eov OEV unopxouv OE00I-IEVO Yla TIlV K08apoll Tile; KpEOTlviVIl<; KOI 11 KOTOOWOIl TOU 008EVOU<; 
EivOI OT08EP~, TO XPOVIKO OIOOTIlI-iO OE WPEC; Via Til XOP~YIlOIl TIl<; KOVOVIK~<; 06011<; (OIlAOO~ 
OUT~<; nou 8a OIVOWV OE 008EVEi<; I-IE CPUOIOAOYIK~ VECPPIK~ Awoupyio OE OX~1-10 7,5 mg/kg ouo 
CPOPE<; Tllv Ill-ltpo) I-InopEi va unoAoYl08Ei noMonAoOlosovw<; Tllv KpEOTlvivll opou TOU 
008EVOU<; Eni EWEO. ria nopooEIYl-10, EOV 11 oUYKEVTpwoll TIl<; KpEOTlvivll<; opou EivOI 2 mg/100 
ml, 11 OUVIOTWI-IEVIl Ecpono~ Mall (7,5 mg/kg) nptTTEI va XOPIlYEiTOI avo 18wPE<; 

~IOTOpOXI'l TIl<; V£q>PIKI'l<; A£ITOUpyio<; 

IHMEIOIH: I£ o09£v£i<; IJ£ OIOTOPOXI'l T'1<; V£q>PIKI'l<; A£lToupyio<; TTOU £1Jq>ovi~nOl 11£ 
Ko90po'1 KP£OTIViv'1<; < 50mllmin, o£v £iVOI £TTl9ulJ'1Tri '1 xoPI'lY'10'1 T'1<; OUVIOTWIJ£V'1<; 
OAIKI'l<; '11J£PriOlO<; 000'1<; T'1<; OIJIKOOIV'1<; £q>OTTO~ '11J£P'10IW<; YIOTI OUToi 01 o09£v£i<; 90 
£KTE90uv nOpOTnOIJEVO O£ ulJI'1At<; £AOXIOT£<; OUYK£VTPWO£I<; (trough concentrations). 
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EvoocpAt(3lo xopliYI1O'I1 ",' 
ITou<; EV~AIKE<; KOI TOU<; nOlOI01pIKOUe; a08EVEi<; ~mopEi va XOPlly~8EI ElTE W~ EXEI (2-3 ~EnTa) 
EiTE I..IE ~paoEia tyxuoll IJtoa OE XPOVIKO OlooTlll..la 30 twe; 60 A£TITWV. ITO f3PE<P1l 80 np£TIEI va 
XOPIlYEiTOI OE EYXUOEI<; OIOpKElae; 1 tw<; 2 wpwv. 

ria Tllv npOETOll..laoio OlaAul..l0TWV Yla Tllv EVoo<pAtf3la tyxuofl f3AtnETE napoypa<po 6.6 OOllyiE<; 
XP~OIl<; / XEIPI0I..I0U. 

H al..llKooivll OEV 80 nptnEI va OVal..llyvuETOI IJE oMa <pOPI..IOKO, aAM I..InopEi va XOPIlYEiTOI 
XWPIOTO oUI..I<pwva I..IE Til ouvlOTwl..IEVIl Mall Kal Tllv 006 XOP~YIlOIl<;· 

4.3 AVn:VOEi~EIS 

H ol..llKaoivll OVTEVOEiKVUTOI OE a08EvEi<; I..IE YVWOT~ aAAEPyia OTllv ol..llKaoivll ~ OE onoloo~noTE 
OUOTOTIKO TOU npo'fovTO<;. 10TOPIKO unEpWOI081l0ioe; ~ oof3apt<; TO~IKt<; aVTlopOO£Ie; OTl<; 
al..llvoyAUKOoioE<; I..InopEi va onOTEAouv aVTtvoEI~1l OTIl XP~OIl onolooo~nOTE 0l..llvoyAuKooiOIle; 
Myw TIl<; YVWOT~<; olaoTaupOUI..IEVIl<; wa1081l0ia<; TWV a08Evwv OTO <poPl..laKa aUT~<; TIl<; 
KOTllyopia<;. 

01 a08EvEi<; nou unof3oMovTOI OE nopEvTEPIK~ 8EpanEia I..IE al..llvoyAuKOOioE<; nptnEI va 
f3piOKovTOI KOTW ana OTEV~ KAIVIK~ napaKOAou81l01l Myw TIl<; EVOEX0I..IEVIle; WTOTO~IKoHFa<; Kal 
vE<PPOTO~IKOTIlTO<; nou OUVOOEUEI Til XP~Ofl TOU<;. H ao<poAEla Yla XPOVIKO OlaOT~I..I01O 
8EpanEia<; I..IEyaAUTEpa TWV 14 IlI..lEPWV OEV tXEI TEKI..IIlPlw8Ei 

NEUpOTo~IKOTIlTO, nou EKOflAWVETOI oav ol80uoaio Kal/~ al..l<poTEponAwPfl OKOUOTIK~ WTOTO~IK~ 
f3Mf31l IJnopEi va EI..I<pav108Ei OE ao8EvEi<; nou unof3oMovTOI OE 8EpanEia I..IE al..llvoyAuKooiOE<;. 
o KivouvoS E~J(pavloI1S WTOTO~IKOTI1TOS OTTO TIS 01.JlVOyAUKooioES EivOi IlEYOAun:pOS 
oTOUS Qo9EvEiS IlE EKTTTWol1 TI1S VEq>pIKlie; AEiTOuPyioe;, oTOUe; Oo9EVEiS TTOU AOIJJ3avouv 
UlVl1AES OOoEIS Ii oE EKEivoue; oE TTOPOTETOIJEVI1 9EPOTTEiO. Iuv~8w<; EI..I<paviSETOI npwTO 
KW<PWOfl OTl<; UlJ.IIlAt<; OUXVOTflTE<; nou I..InopEi va aVIxvEu8Ei I..I0VO I..IE aKOOIJETPIK~ OOKll..laoio 
'IAlyyoe; I..InopEi va napOTflpfl8Ei Kal va anOTEAEi tVOEI~fl al80uoaiae; f3Mf3fl<; AAAEe; EKOflAWOEI<; 
VEUpOTO~IKOTIlTa<; I..Inop£i va EivOi OIlJwOio, IJUPl..lflKIOOEIe;, I..IUIKt<; ouonooEI<; KOI onaol..loi. 0 
Kivouvo<; EI..I<pOVIOfl<; wTOTO~IKoTIlTa<; ana al..llvoyAuKOOioE<; au~ovEI I..IE TOV f3a8lJo TIl<; tK8EOIl<; OE 
nOpOTETalJtvo UlJ.IIlAte; IJtYIOTE<; ~ UlJ.IflAt<; EMXloTE<; OUYKEVTPWOEI<; opou. 01 008EVEi<; nou 
ovomuooouv KOXAlaK~ ~ al80uoaia f3Mf31l IJnopEi va IJflv EIJCPavit';ouv K010 Tfl OIOPK£lO TIl<; 
8EpanEiae; OUI..ITITwlJ01a nou va TOUe; npoEloonolouv Yla Tllv aVOnTU~1l TO~IKOTIlTOe; ana Tllv 811 
ou~uyio, Ka80AIK~ ~ I..IEPIK~ IJIl avaoTptlJ.lll..I1l al..lCPOTEponAEUPfl Kwcpwoll ~ tVTOVO<; iAIYYo<; 
IJnopEi va nop01flpfl80uv I..IETO Tfl olaKon~ TOU aVTIf3loTIKoU H WTOTO~IKOTflTO ana TIe; 
al..llvoyAUKooioEe; EivOi ouv~8w<; I..Ifl avaoTptlJ.lll..Ill· 

01 0lJlvoyAuKooiOE<; EivOi OUVflTIKO VECPPOTO~IKte;. 0 KivouvoS EIJq>av1ol1e; VECPpOTO~IKOTI1TOe; 
EivOi IJEYOAUn:pOe; oE Oo9EvEiC; IlE EKTTTWol1 Tile; VECPPIKlie; AEITOupyioC;, oE EKEiVOUC; TTOU 
AOIJJ3avouv UlVI1AEe; OOoEIC; Ii oE EKEivouC; oTOUe; OTToiouC; TTopon:ivETOI 11 9EPOTTEiO. 

H AElToupyio TWV VE<PPWV Kal TIl<; 811<; EVKEcpaAIK~<; out';uviae; nptnEI va napoKoAou8ouVTOI 
OTEVO, IOlaiTEpa OE a08EVEie; I..IE tKTITWOfl ~ I..IE uTToljJia tKTITWOfle; Tfl<; VEcpPIK~e; AElTouPvia<; K010 
Tflv OPX~ Tfle; 8EpanEiae;, Ka8w<; Kal OTOU<; 008EVEie; OTOU<; oTToioue; fl VECPPIK~ AElTouPvia EivOi 
0PXIKO CPUOIOAOVIK~ aAM avomuooouv Ofll..lEia VEcpPIK~e; ouoAElTouPviae; K010 Til OIOPK£lO TIl<; 
8EpanEia<; 01 OUVKEVTPWOEI<; Tfle; alJlKaoivlle; OTOV opo nptnEI, OTav EivOI E<pIKTO va 
nopaKoAou8ouVTOI, Via VO E~ao<paAisovTOI EnapKEie; OT08IJE<; Kal va anocpEUVOVTOI OT08I..1E<; nou 
EivOi OUV01OV va npoKoAtoouv TO~IKOTflTO. To oupo nptnEI va E~ETOSOVTOI Via EMnwOfl TOU 
EIOIKOU f3opou<;, aU~flofl Tfl<; onof3oA~<; AEUKWI..I01O<; Kal Tllv nopouoia ETTl81lAiWV ~ KUAivOpwv 
To 6SWTO oupia<; oi 1..1010<;, fl KpEOTIVivll opou ~ 11 Ko80POll Tfl<; KPEOTlvivfl<; nptnEI va IJETPOUVTOI 
nEploOIKO. t.laOoXIKo aKOOVP0I..IIJ010 TTptTTEI va ViVOVTOI, OTTOU EivOi ECPIKTO OE 008EVEi<; nou 
EivOI OE IlAIKia nou I..Inopouv va E~ETOt';OVTOI, IOlaiTEpa OTOU<; 008EVEi<; UlJ.IllAou KIVOUVOU 
'Evi5EI~1l wTOTO~IKOTIlTO<; (t';OAIl, iAIYVO<;, EIJf3ot<; KOI onwAElo aKo~<;) ~ VE<PPOTO~IKOTflTOe; 
onOiTEi oloKon~ TOU OVTIf310TIKOU r) npooapbloYQ TOC ooooAoyiac;. 
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NEUpOIJUIKOe; OTTOKAEIOIJOe; KOI OVOTTV£UOTIK~ TTopaAuorj ovmptp8rjKOV IJOa TrjV TTOP£VT£PIK~ 
XOP~yrjOrj, TrjV TOTTlK~ £voTaAAo~rj (OTTWe; O£ Op80TT£0IKte; KOI KOIAIOKte; TTAuo£le; ~ KOla TrjV 
TOmK~ 8£POTT£io TOU £IJTTU~IJOlOe;) KOI KOTOTTIV A~tjJrje; 0l-JlVOyAUKOOIOWV OTTO TO OTOIJO H 
TTl80VOTrjTO OVOTTV£UOTIK~e; TTopoAUOrje; TTptTT£1 vo AOIJ!30V£TOI UTTOtjJrj, £OV 01 0lJlvoyAUKooio£e; 
XOPrjYOUVTOI OTTO OTTOIOO~TTOT£ 000, £IOIKOT£PO O£ o08£v£ie; TTOU TOUe; XOprjYOUVTOI OVOI08rjTIKO, 
q>OPIJOKO TTOU TTPOKOAouv V£UPOIJU"fKO OTTOKiI£IOIJO, OTTWe; TOU!30KOUpopiVrj, OOUKKlvuAOXoAiVrj, 
0£KOIJ£80VI0 ~ O£ o08£v£ie; TTOU TOUe; XOPrjYOUVTOI IJOsIKte; IJ£TOyyio£le; OiIJOlOe; IJ£ KlTPIKO OOV 
OVTITTrjKTIKO Eov TTOPOTrjPrj8£i VWPOIJUIKOe; OTTOKA£IOIJOe;, TO OAOlO TOU oo!3£OTiou IJTTOPOUV VO 
OVOOTpttjJOUV TrjV OVOTTVWOTIK~ TTopoAUOrj, oAM IJTTop£i vo OTTOlTrj8£i IJrjXOVIK~ OVOTTV£UOTIK~ 
UTTOOT~ pl~rj. 

To «ovoJla TTpOiOVTOe;» TTEPltXEI o/8w))OEe; Va TpIO, tva 8W))OEe; TTOU JlTTOPEi va TTpoKaMoEI OE 
OploJltva EUai08fJTa oTOjJa aVTlopOOEle; aAM.PVIKou TUTTOU, OTTWe; avacpuAaKTlKO OUJlTTTWJlara Kat 
aTTEIAfJTlKO VIa TfJ (wf/ f} AIVOTEPO {3apta ao8JlaTiKO ETTElo6ola . H OUVOAIKf/ OUXVOTfJTa 
EJlCPOVIOfJe; tuato8fJoiae; ora 8E11.iJ0'1 ora YEVIK6 TTA'18uoJlo Eivat aouvf/8fJ<; Kat m8avwe; XaJlfJAf/. 
H EUato8fJoia ora 8w))o'1 TTapaT'1PEiTat OuxvoTEpa OE ao8JlaTlKO TTapo OE JlfJ ao8JlaTIKO oraJla. 

o 0lJlvoyAuKooio£e; OTTOPPOq>WVTOI TOxtwe; KOI oX£06v TTA~pwe; KOTO TrjV TOTTlK~ £q>oPlJoy~, 
£KTOe; OTTO TrjV oupo06xo KUOTrj, OE OUVOUOOIJO IJE X£IPOUpYIKte; IJE8oooue; Mrj OVOOTpttjJllJrj 
KWq>WOrj, V£q>PIK~ OV£TTOPKEIO KOI 80VOlOe; OTTO VWPOlJulKO OTTOKA£IOIJO ovOq>tp8rjKOV lJoo 
OTTO nMorj TOOO IJIKPWV 000 KOI lJ£yoAwv X£IPOUPYIKWV TT£oiwv IJ£ tva OK£UOOIJO 
OlJlvoyAuKOOiOrje; 

N[q>pOTO~IK6TrITa 

OJ 008EV£ie; TTptTT£'- vei £vuoOlwvmiTol KoM KOla Trj OIOPK£IO Trje; 8EpOTT£ioe; KOI rj V£q>PIK~ 
Amoupyio vo o~loAoy£iTOI IJ£ TIC; OUV~eEIC; IJ£S60otJe;TTpIV irjV -tvop~rj Trj<:; 8£pomioe; KOI 
KOSrjlJEPIVa KOla Trj OIOPKEIO Trje; 8£pOTTEioe;. ATTOIT£iTO~.I:!£fWOrj Trje; ooooAoyioe; (!3AtTTE 4.2 
~oooAoyio KOI TpOTTOe; Xop~y~drje;) £ov EIJ<POVIOSOUV oTOIX£10 V£<ppIK~e; ouoAmoupyioe; OTTWe; 11 

- TTopouoio OTO oupo, KuAivopwv, AWKO- ~ £pu8poKunopwv, AEUKWIJOTOUpio, EAonwlJEVrj 
K08oPOIl KP£OTIVivrje;, lJ£iwOIl TOU £IOIKOU !3opoue; TWV oupwv, oU~lllJtvll BUN, KP£OlIVivll OTOV 
opo ~ oAlyoupio. Eov oU~IlS£i rj oswSOIlJio ~ £1Jq>ovloS£i TTpOOO£UTIK~ jJ£iwOIl Tile; OlouPIlOIl<:;, 11 
8£POTTEio TTptTTEI vo OIOKOTTEi. 

01 rjAIKIWlJtVOI ooS£v£ie; IJTTop£i vo EIJq>ovisouv tKTTTwOIl Tile; V£q>pIK~e; Amoupyioe; fl onoio o£v 
EivOI q.Jq>ov~e; OTOUe; £AtYXoue; pouTivoe; OTTWC; BUN ~ Kp£ITTIviVIle; opou. 0 TTPOOOIOpIOIJOe; Trje; 
Ko8o-po lle; KP£OlIVivlle; IJTTOPEi vo £ivOi TTlO Xp~OIIJOe; EivOi IOIOiT£PO OIl\-.lOVTIK~ 11 
TTOPOKOAouSIlOIl Tile; VEq>pIK~e; Amoupyioe; O£ IlAIKIWIJEVOUe; o08£v£ie; KOTO Til OIOPK£IO Tile; 
SEpOTT£ioe; IJ£ OIJIvoyAUKooio£e; 

NWpOTO~IK6HITa 

NEUPOIJU"fKOe; OTTOKAEIOIJOe; KOI IJU"fK~ TTOpoAuOIl tXOUV £KOIlAwS£i OE TT£IPOIJOlOsWO OTO OTToio 
XOPlly~8rjKOV utjJrjAte; 060£1e; olJIKooiVIle; npETTEI vo AIl<P8£i UTTOtjJll TO EVO£XOIJEVO V£UP0\-.lUfKOU 
OTTOKAEIOIJOU KOI OVOTTVEUOTIK~e; nopoAuoll<; OTOV 11 0IJIKooivrj XOPlly£iTOI TOUTOXPOVO IJE 
oVOIo81lTIKO ~ q>oPIJOKO TTOU npoKOAouv vWPOIJUIKO OTTOKiI£IOIJO. LTrlv TTEpiTTTWOIl 
OTTOKiI£IOIJOU, TO OAOlO ool3£oTiou IJTTop£i vo OVOOTPEtjJOUV TO q>OIVOIJ£VO aUTO. 

01 0lJlvoyAuKooioEe; TTPETTEI va XPIlOI\-.lOTTOIOUVTOI IJE TTPOOOX~ OE 008EV£iC; IJ£ IJUIKte; 
OIOTOPOXtC;, OTTWC; l3op£io IJU008tVEIO ~ TTOPKIVOOVIOIJO, E<paoov TO <POPIJOKO aUTO IJTTOpOUV va 
£TTlO£IVWOOUV Til IJUIK~ oouvolJiO Myw Tile; £VO£XOIJ£VIle; OpOOIle; TUTTOU Koupopiou TTOU OOKOUV 
OTrj V£UpOIJUIK~ OUVOtjJll. 

AMu; 
OTTWe; KOI IJ£ oAAo OVTI!310TIKO, 11 XP~OIl Trje; 0IJIKOoiVrj<; IJTTop£i vo OOlly~O£1 O£ UTT£pOVOTTTU~rj 
IJIl EUoi081lTWV IJIKPOOPYOVIOIJWV. LHIV TTEpiTTTWOIl OUT~ TTptTT£1 va ~£KIV~O£I 11 KOToAAIlAIl 
oywy~ 
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Amoupyia H KoxAlaK~ [3M~Il TT£pIAOI-l~ov£1 Kwcpwall aTIC; UljJilAte; auxvoTIlT£e; Kal auv~8we; 

qJcpaVi<ETOI TTplV aVlxv£u8£i KAIVIKO 11 aTTwAEla Tile; aKO~e; I-l£ aKOOI-lETpIK~ OOKII-laaia 


N[UPOTO~IK6TrITa - NEUpO~U'''K6S aTToKAEla~6c; 

O~£io I-lU"jK~ TTopoAuail Kal OTTVOIO I-lTTOPEi vo £l-lcpavla8£i a£ 8£pan£ia I-lE Ol-llvoyAuKoaioEe;. 


N[(PPOTO~IK6TrITa 


Mnop£i va £l-lcpovla8Ei OlJ~Ilail HIe; KPEOTIVivfle; OPOll, AEUKWI-lOlOUpia, nopouaia 

£pu8poKunopwv, AEuKoKunopwv ~ KUAiVOpwv aTO oupa, a<wSall-lia Kal oAlyoupia 01 

I-lETa~oAte; Tile; VEcpPIK~e; Amoupyiae; Eival auv~Swe; avaOTptljJll-lEe; I-l£ Til OlaKon~ TOU CPOPI-l0KOU. 

'OTTWe; OVal-ltvETal I-l£ KOSE Ol-llvoyAuKoaioll, tXOUV AIlcpSEi avocpO pte; TO~IK~e; VECPPOTT08£IOe; KOI 

o~Eiae; VEcpPIK~e; aVEnOpKElae; KOla TIlV TTapaKoAou81lail I-lETO TIlv KUKAocpopia. 


AM£(. 
AAAEe; aVEnr8ul-lilTEe; OVTlopoa£le; nou avacptpSflKOV aE aTToVIEe; TTEprnTwaEIe; EivOi OEPI-lOlIKO 
E~OVSfll-la, cpapl-laKEUTIKOe; TTUpETOe;, K£cpoAaAyia, TTopalaSIlaiEe;, TpOI-lOe;, vouTia KOI tl-l£TOe;, 
IlwalvocplAia, apSpaAyiEe;, avoll-lia, unoTOail Kal unol-layvflarOll-lia. AvacpuAaKTIK~ anavTflail 
(avacpuAoKTIK~ aVTiopaall, avacpuAoKTIK~ KOloTTAIl~ia KOI oVOCPUAOKTO£IO~e; aVTiopaall), 
[3poyxoaTTOal-l0e;, uTTEpEUolaSIlaio, KVIlal-l0e; Kal Kviowall txouv avacp£pSEi KOla TIlV 
TTapaKoAouSilail I-lETO TIlv KUKAo<popia 'El-lcppaYl-la Tile; wxpoe; KIlAiooe; nou OOilYEi l..I£pIKte; 
cpopte; a£ I-l0Vll-lfl oTTwAEla Tile; opoalle; tXEI ovacpEpSEi I-lETO OTTO EvooOoAo£IOIK~ xop~Yflail 
al-llKaaiVIle; 

4.9 YTTEpCSoaohoyia 

LE n£pimwall uTTtp(3oalle; Tfle; ooaoAoyioS ~ TO~IK~e; oVTiopoalle;, fl TT£pITOvaIK~ KaSOpafl ~ '1 
OIIJOKOSapa'l So unof3o'l8~aouv aT'lv an0l-laKpuVail T'le; aI-lIKaaiv'le; ana TO ail-la 01 OTo81J£e; 
T'le; ol-llKaaivilS £AonwvovTOI mia'le; KOla T'l aUVEX~ apTilPlocpAEf3IK~ aII-lOOI~SIla'l LTO 
VEOytVV'lTO IJnopEi £nia'le; va yivEI aCPOIl-la~OI-lETaYYlafl 

5. Cl>APMAKOJ\OrlKEr 11110THTEr 

5.1 MIKpol3lohoyia 

H ol-llKoaiVil opo in vitro £vovTiov TWV nopoKoTW f3aKTIlpiwv: 
Gram-apvOTIKO (3aKTrjpla Pseudomonas sp, Escherichia coli, Proteus sp (SulKoi KOI 0PVIlTIKoi 
OT'lv IvMAIl), Providencia sp, Klebsiella - Enterobacter - Serratia sp, Acinetobacter sp Kal 
Citrobacter freundii 

'Omv aTEAtm TWV nopoTTovW I-lIKPOOpyavl0l-lwv £ivOi OV8EKTIKO OE OMEe; al-llvoyAuKooioEe; 
onwe; OT'l YEVTOI-lUKiv'l, TOlJnpal-luKiVil Kal KOv0I-lUKiv'l, TToAM EivOI EuaioS'lTO in vitro OTIlv 
olJlKooiv'l H ol-llKaoiVil OVSiOTOTOI OT'lV aTTOOOI-l'lO'l aTTo TO TTEPIOOOTEPO EV~UI-lO TTOU 
aopovonOIOllV TIe; 0l-llvoyAuKooioEe; nou we; YVWOTOV ETT'lPEa~OUV Til YEVTO~IIKiv'l, TOI-lTTpal-luKiv'l 
KOI Kov0l-luKlvil. 

In vitro I-lEAtTEe; to£I~OV OTI 'l ol-llKaoiv'l OE auvouoal-l0 I-lE tva f3-AaKTOI-lIKO aVT1f310TlKO opo 
auvEpYIKO EvavTiov TToMwv KAIVIKa aillJaVTIKwv gram-OpV'lTlKWV I-lIKPOOPyovlal-lwv. Enil-l0v'l 
KOTaaToA~ Tile; f30KT'lpIOK~e; aVaTTTU~'le; noMwv gram-apV'lTIKWV I-lIKPOopyovlalJWv El-lcpavi~£TOI 
I-lETO T'lV in vitro tK8w'l OTIlv al-llKaaivil 

Gram-SETIKO !30KTrjPIO: Staphylococcus sp TTOU TTOPOYEI KOI TTOU OEV napoYEI TT£vIKIAAlvOOIl, 
TT£pIAal-l~ovol-ltvwv aT£A£xwv OVS£KTIKWV OHl 1J£8IKIAAiv'l. 0 av8£KTIKOe; OT'l IJESIKIAAiv'l 
Staphylococcus aureus (MRSA) I-lnopEi vo I-lllV EfvOI TTA~pwe; EUoioS'lTOe; OT'lv oI-lIKoaiv'l. 01 
alJlvoyAuKOaioEe; Y£VIKO onooEfx81lKE 6TI txouv IJIKP~ opaaTIKoTIlTO £vOVTiov 6AAwv gram
8ETIKWV I-IIKPOOPyovlal-lwV TTX Streptococcus pyogenes, enterococci KOI Streptococcus 
pneumoniae. 
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nOOOTIKte; IJE80001 nou onolTouv IJtTPflofl TWV OIOIJETPWV t';wvfle; nopEXouV OKpl~Eie; EKTlI-I~OEIe; 
Tfle; EUol08flOioe; OTO OVTI~IOTIKO. Mlo TET.o'O OloOIKooiO. I-IE OiOKOUe;. OUVIOTOTOI . va 
XP'l0l\..lonolfl8Ei Y'O TOV U.,EYXO TflC; w0108fl010e; OTflv OIJIKOOIVfl· H EPl-lflvEIO nEpIAo~~OVEI 
ouoXETIOfl TWV OIOIJETPWV nou AOI-I~OVOVTOI OTfl OOKIIJOoio I-IE TO OiOKO I-IE TIC; MIC TIIJEe; Tfle; 
oI-lIKooivfle;. "GTOV 0 umu8uvoc; I-IIKPOOPYOVIOI-I0e; EAtYXETOI I-IE TJ'"IV Kirby-Bauer 1-1£8000 TOU 
OiOKOU EUOI08flOioe;, tva OiOKOe; 30 meg olJIKooivfle; nptnEI vo OWOEI t';wvfl 17 mm ~ 
I-IEyoAUTEPfl Y'O va oEi~EI wOIo8flOio. MEYE8fl t';wvfle; 14 mm ~ AIYOTEPO oEixvouv OVTOX~ 
MEYE8fl t';wVfle; 15 twe; 16 mm oEixvouv I-IETPIO EUOI08floio. ME HI OIOOIKooia aUT~, fl avo<popo 
«Euoi08rpoC;» ana TO EPYOOT~PIO unOOEIKVUEI OTi 0 n080yovo<; iJlKpoopyavlol-loC; EivOi m80vov 
va oVTonoKpI8Ei OTfl 8EponEio H ovo<popo «av8EKTIKOe;» unOOEIKVUEI OTI 0 na80yovo<; 
I-IIKPOOPYOVIOIJOC; OEV EivOi m80vov va oVTOnoKpI8Ei Olfl 8EponEio H ovo<popo «iJETPIO 
Euoi08flTOe;» unOOEIKVUEI OTI 0 IJIKPOOPYOVI0I-I0e; 80 ~TOV Euoi08flTOe; EOV fl AoilJw~fl 
nEploplt';OTOV OTOU<; 10TOUe; KOI OTO uypo (nx Oupo) OTO onoio EmTUyxovoVTOI UllJflAt<; 
OUYKEVTpWOEle; TOU OVTI~IOTIKOU 

r£VlKU: 

LE <pUOJOAOYIKO Ev~AIKO OTOI-IO, 0 IJtooe; Xpovo<; Ill-llt';w~e; OlOV opo ump~oivEI EAo<ppo Tie; 2 
WpEe; IJE I-Itoo OAIKO <pOlV0I-IEVIKO OYKO KOTOVOI-I~<; 24 AiTPWV, nEpinou 28% TOU OWIJOTIKOU 
~opoue; H ouvo£Oq I-IE TI!; npwTE"ivEe; TOU opou KUI-l0ivnOI ana 0 EWe; 11 % 0 PEOO<; pu81-10<; 
K080POll<; OTOV opo EivOi nEpinou 100 ml/min KOI 0 pu81-10<; Tfle; VE<ppIK~e; K080POll<; EivOI 94 
mllmin OE OTOI-IO I-IE <puOIoAoYIK~ VE<PPIK~ Amoupyio. 

H ol-llKooivil onEKKpivETOI Kupiwe; I-IE OmlpOI-lOTIK~ 01~81l0ll· A08EVEie; I-IE oVEnopK~ VE<PPIK~ 
Amoupyio ~ EMnwoll Tile; OmlpOI-lOTIK~<; 01~81l0ll<; OTIEKKpivouv TO OVTI~IOTIKO noAu 
~pOOUTEPO, nopOTEivovTO<; TO XPOVO Ill-llt';w~<; OTOV OpO. En0I-lEVW<;, 11 V£q>PIK~ Amoupyio 
npEnEI vo nopoKoAou8EiTOI npOOEKTIKO KOI 11 ooooAoyio vo npOOOPI-I0t';ETOI avoAoyo (~A. 4.2 
~oooAoyia KOI Tpono<; XOP~YllollC;, ~IOTOpOX~ TIl<; VE<PPIK~<; AmoupyioC;). 

METa Til XOP~YllOfl OTI<; OUVIOTWI-IEVEC; OOOEI<;, 8EponEuTIKE<; OT08I-1E<; OVWpiOKOVTOI OTO OOTO, 
TIlV KOPOIO, Tfl xoAr"looxo KUOTil KOI TOV nVWI-I0vIKO 10TO I-Iot';i I-IE 0lll-l0VTIKE<; OUYKEVTPWOEI<; OTO 
OUpO, Til xoA~, TO nTuEAo, TI<; ~POYXIKEC; EKKpioEIe;, TO 0101-1£00, TO nAEUplTIKO KOI TO Op8PIKO 
uyp6 

~Ei50I-ltvO ana KAIVIKE<; I-IEAtTEe; noAAonAwv IlI-lEPlloiwv OOOEWV onOOEIKVUOUV aT! 01 OT08I-1E<; 
OTO EYKE<poAoVWTIOio uypo OE <puOIoAoYIKO ~PE<Pll OVEPXOVTOI nEpinou OTO 10 EW<; 20% TWV 
OUYKEVTPWOEWV OTOV opo KOI I-Inopouv vo <p80oouv TO 50% Eni q>A£Yl-lov~e; TWV I-IIlviyywv. H 
ol-llKooivfl onooEix81lKE OTI OltPXETOI TO <PpoYI-I0 TOU nAoKouvTO KOI nopEXEI 0lll-l0VTIKE<; 
OUYKEVTPWOEI<; OTO 0I-lVIOKO uypo H I-ItYIOTil oUYKEVTPWOll OTOV opo TOU EI-I~PUOU OVEPXETOI 
m:pinou OTO 16% Tile; I-IEYlaTIl<; oUYKEVTpwOll<; OTOV opo TIl<; iJilTEPO<; KOI 01 XPOVOI IlI.1It';w~e; 
orov opo TflC; I.11lTEpOC; KOI TOU f3pt<poue; EivOi nEpinou 2 KOI 3,7 WpEe;, oVTioTOlXO 

Ev15oj..lu·iKrl XOPrlVIlOIl: 
H ol-llKooivfl I-I£TO ana EVOOl-luIK~ XOP~Yfloil anoppoq>oTOI yp~yopo KOI EivOi KoM OV£KTO 
TOTTIKO. LE uYIEi<; Ev~AIKE<; E8EAoVTEe;, I-IEOEe; I-IEYIOTE<; OUYKEVTpWOEIe; OTOV opo nEpinou 12, 16 
KOI 21 mcg/ml AOI-I~OVOVTOI I-lio wpo I-IETO ana Eq>ona~ EVOOl-lu'IK~ XOP~YIloil 060EWV 250 mg 
(3,7 mg/kg), 375 mg (5 mg/kg) KOI 500 mg (7,5 mg/kg), oVTioTOIXO. L£ 10 wp£<;, TO minEoo 
OTO rrMol-lo £ivOi nEpinou 0,3 meg/ml, 1,2 mcg/ml KOI 2,1 meg/ml, aVTioTolXO 'GTOV TO 
q>OPI-IOKO XOPilYEiTOI OTfl oUVIOTWI-IEVil ooooAoyio, OEV unoPXEI EVO£I~Il 08polOlle; I.1E TIlV 
ErrovoAIlllJIl TWV 060EWV mi 10 Ill-ltPE<;. 

LE 008EV£i<; I-IE <puOIoAoYIK~ VEq>PIK~ Amoupyio TO 91,9 % 1-110<; EVOOI-IU"lK~<; 06011<; OTIEKKpiv£TOI 
ovoMoiwTO I-IE TO Oupo TI<; npwTEC; 8 WpEe; KOI TO 98,2% I-IEOO OE 24 WPE<;. 01 I-ItoEe; 
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OUYKEVTPWOEI<; OTa oupa y,a 6 WPE<; EivOi 563 mcg/ml iJ£TO ana XOP~Y'lO'l 060'l<; 250 mg, 697 
mcg/ml iJ£TO ana XOP~Y'lO'l 060'l<; 375 mg KOI 832 mcg/ml iJ£TO ana XOP~Y'lO'l 060r]<; 500 mg. 

MEAtTE<; OE vEOytvvr]Ta OlO<POpOU [3opou<; (AIYOTEPO ana 1,5 kg, 1,5 tw<; 2,0 kg, novw ana 2 
kg) OTO onoia XOPIly~Sr]KE r] aiJIKaoiVIl EVOOiJUiKO OE Mar] 7,5 mg/kg anoKoAuljJav, OTTW<; Kal 
onlv mpimwor] oMwv 0iJIVOYAUKOOIOWV, OTI 01 TliJt<; TOU Xpovou IliJiOEla<; ~w~<; OTOV opo 
ouoX£Ti~oVlOV aVlioTpocpa iJE TrlV r]AIKia lOU VEOYEVVr]TOU KOI TI<; TliJ£<; TIl<; VECPPIK~<; KoSapO'l<; 
Trl<; al-l'Kaoivr]<;. 0 OYKO<; KaTOVOiJ~<; unooEIKVUEI OTI 11 aiJIKaoiVIl napaiJtvEI Kupiw<; OTO Xwpo 
lOU E~WKunopiOU uypou TWV VEOYVWV. M£TO ana EnavaAojJ[3oVOiJEVIl XOP~YIlOll avo 12wpo, 
mi 5 r]iJtPE<;, OEV EjJcpavioSIlKE oSpOloll· 

Evl5o<pAt(3lo XOPrlYIlOll: 
Ecpono~ 06oEI<; 500 mg (7,5 mg/kg) nou XOP'ly~SIlKOV OE CPUOlOAOYIKOU<; EV~AIKE<; E8EAOVTt<; jJE 
tyxuo'l OlOPKElO<; 30 AEmwv towoov jJtoE<; iJEYIOTE<; OUYKEVTPWOEI<; opou 38 mcg/ml OTO T£AO<; 
TIl<; tyxuor]<; KOI OUYKEVTPWOEI<; 24 mcg/ml, 18 mcg/ml KOI 0,75 mcg/ml OTO 30 AmTo, 1 wpo 
K0I10 WPE<; jJ£TO T'lV tYXUOIl, oVTioToIxa To 84% T'l<; 06011<; nou XOPIly~SIlKE onEKKpi81lKE iJE 
TO oupa OE 9 WPE<; Kal TO 94% OE 24 WPE<; EnOVOAOiJ[3oVOiJEVE<; EYXUOEI<; 7,5 mg/kg K08E 12 
WPE<; OE CPUOIOAOYIKOU<; EV~AIKE<; ~TOV KoM OVEKTE<; KOI "6Ev npoKoAEOOV OSpOIOll TOU 
cpoPiJ OKOU 
Ev"6ocpAt[310 XOP~YIlOIl Ecpono~ MOEWV 15 mg/kg OE "610011ljJO jJEyoMTEpO TWV 30 AETTTWV OE 
EV~AIKE<; E8EAovTt<; jJE CPUOIOAOYIK~ VECPPIK~ AEIToupyio EiXE w<; anOTtAEOjJo jJtOE<; IJtYIOTE<; 
OUYKEVTPWOEI<; OlOV opo 77 mcg/ml KOI EninE"6o 47 mcg/ml KOI 1 mcg/ml OE 1 Kal 12 WPE<;, 
oVTioTOIXO, IJ£TO TIlv tYXUOll nOpOTIlPOUVTOI jJtOE<; jJtYIOTE<; OUYKEVTPWOEI<; OTOV opo TIl<; TO~'l<; 
TWV 55 mcg/ml iJETO ana tyxuo'l 15 mg/kg OE OlOOT'liJO 30 AEmwv OE 'lAIKIWiJtVOU<; 008EVEi<; 
(jJtO'l Ko80po'l KPEOTIViv'l<; 64 ml/min) iJE OUYKEVTPWOEI<; OTOV opo T'l<; TO~'l<; TWV 5,4 mcg/ml 
OE 12 WPE<; Kal 1,3 mcg/ml OE 24 WPE<; jJ£TO T'lV tyXUO'l LE iJE'\£TE<; IJE noMon'\£<; 06oEI<;, OEV 
nopOT'lp~8'lKE 08po10'l OE a08EvEi<; I-lE CPUOIOAOYIK~ VECPPIK~ AEIToupyio nou EA0[30V 06oEI<; 15 
tw<; 20 mg/kg jJio cpO po T'lV 'liJtPo. 

5.3 npoKAlvlKo OlolXEia Yla lllv aoq>oAEla 

KapKlvoytVWIl, ~EToAAo~IOy6vo~ l5pooll, tKTTTWoll TIl~ yovl~6TIlTO~ 
f:1Ev txouv yivEI jJOKPOXPOVIE<; iJE'\£TE<; OE nElpOfJOTO~Wa y,a T'lV EKTifJ'lO'l TOU Ev"6EXOfJtvou 
KapKlvoytvEO'l<;, Kal 'l jJ£ToMo~Ioyovo<; 0P00'l OEV EXEI iJEAET'lSEi. H ojJIKooivIl, fJETO ana 
XOP~Y'lO'l OE opoupoiou<; OE 06oEI<; jJEXPI 1OnMOIE<; T'l<; 'ljJEP~OIO<; 060'l<; OTOV OV8PWTTO, OEV 
npoKoAEOE oiOTapox~ T'l<; YOVII-l0T'lTO<; OTO 0PPEVO ~ TO 8~AEO. 

6. <l>APMAKEYTIKA I:TOIXEIA 

6.1 K(nci'\oyoc; IJ[ Ta EK60xa 

6.2 AaUIJPaTOT'lnc; 

H TTpOOI-lI~'l OjJIVOYAUKOOl"6WV fJE [3-AOKlOiJIKO OVTI[310TIKO (mviKIMivE<; ~ KEcpoAoonopivE<;) in 
vitro iJnopEi va OO'lY~OEI OE O'liJOVTIK~ 0iJoI[3oio oopovonoi'l0'l. EMnw0'l l'l<; 0POOTIKOT'lTO<; 
OTOV opo iJTTOPEi Enio'l<; va TTOPOT'lP'l8Ei, OTOV fJio 01..JlVOyAUKooioll ~ tva OVTI[310TIKO Tunou 
mVIKIMiv'l<; XOP'lYEiTOI in vivo ana XWPIOT~ 006. H oopovonoi'l0'l TWV OjJIVOYAUKOOlOWV tXEI 
KAIVIK~ O'lfJooio iJOVO OE OOSEVEi<; fJE [30PIO ovmopKEIa T'l<; VECPPIK~<; AEIToupyio<; H 
aopovonoill0'l fJnopEi va OUVEXI08Ei KalaTa OEiYiJOTO OWiJOnKWV uypwv TTOU EA~<p81l00V Y'O 
npOOOIOPIOIJOU<;, jJE onOTEAEOI-lO TI<; OVOKPI[3Ei<; fJ£Tp~OEI<; TWV OjJIVOY}..UKOOI"6WV. nptml va 
yiVETOI KOTOM'lAO<; XElPIOfJO<; TWV "6EIYfJOTWV (OjJEOIl E~tTOO'l, KOTOljJU~'l ~ miopoo'l [3
AaKTOiJ00'l<;). 

6.3blcipK£la ~wJic; 
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6.4 IOlOin:PE() npoq>uAo~EI() KOTO HI q>uAO~1l TOU npo'i6vTO() 

6.5 <PUOIl KaJ ouoTaTIKa TOU TTEPIEKTIl 

To npo'fovTo yla napEvTEplK~ XP~ofl nptml va E~£TO~OVTOI OTITIKO yla Tflv unap~fl OWIJOTIOiWV 

KOI anoXPWIJOTIOIJO nplv ano Tfl XOP~Yflofl, onOTE TO OIOAUlJa KOI 0 nEpltKTflC; TO EnlTptnouv 

01 aIJIVOYAUKOoioEC; nou XOPflYOlJVTOI IJE onOloo~nOTE Tpono OEV nptnEI va aValJEIYVUOVTOI ~E 

oMa <pop~OKa aAlla nptml va XOPflYOUVTOI ~EXWPIOTa 

'oraSEpwv ooo£wv' nou OEV unoAoyi~ovTOI OTO OW~OTIK6 [3dpoC;, O£v OUVIOTWVTOI. EivOi 

anopaiTIlTOC; 0 unOAoYI0~6C; TflC; ooooAoyiac; WOTE va ap~o~£1 OTIC; aVOYK£<; KOS£ aoS£vouC;. 

EvoocpJ..i:{3/O xoptjY'10'1: napaoKwtj rwv {)/oAuporwv 

To oloAu~a Yla £voocpM[3la XP~oll napaoK£ua~£Tal ~£ Tllv npooS~KIl Tile; ETIlSU~IlT~C; OOOIlC; OE 

100 ml ~ 200 ml OTEipou olaAuTIl onwc; OloAu~a XAWPIOUXOU vOTpiou ~ 5% O£~TpO~1l OE v£p6 ~ 

onoloi5~nOT£ OAAO OU~[3OTO oldAu~a 

LTOUC; nOioIOTpIKOUC; aoSEvEiC;, 11 noooTflTO TOU uypou nou So XPflOl~onollleEi E~apTaTOI ana 

TflV noooTflTO nou eo yiVEI aVEKT~ ana TOV OOSEV~ 80 nptnEI vo EivOI ~io noooTflTO (napK~e; 

Yla Trlv tyxuofl Tfle; 0IJIKaoivllC; ~toa OE XPOVIKO olc'loTfl~o 30 EWe; 60 AETITWV. 

6.7 KaToxo~ TIl~ a~Ela~ KUKAo<popia~ 

K6TOXO~ a~Eia~ KUKAoq>opia<; OTllv EAAa~a: 
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7. 	 API0MOI: MEIAI: KYKAO<l>OPIAI: 

8. 	 HMEPOMHNIA THI: npOTHI: MEIAI: I ANANEOI:HI: THI: A~EIAI: 

KYKAO<l>OPIAI: 

9. 	 HMEPOMHNIA THI: (MEPIKHI:) ANA0EOPHI:HI: TOY KEIMENOY 

3. 	 01 OIKOIOUXOI KOI OVTlTTPOOWTTOI UTTOXPWUVTOI YIO H1V ECPOPI-IOy~ Hle; OVWTtpW EYKUKAlOU. 

4. 	 KOTOTTIV TWV ovwTtpw nouEI va IOXUEI r] EYKUKAIOe; I-Ioe; I-IE op.3492/30-1-1998 

KOIVOTTOiI]OI]: 

ET • BIANE= AE 
OllOL TATOIOY ,18° XI\M.E8N 
OllOY A8HNON MMIAL 
14671 N. EPY8PAIA H npOII:TAMENH tJNI:HI: M YEn 

E. KPHTIKOY 

AnoiSiKTEc.; Via EVEPVEIa : 

1. 	 rEE8NLwr 
A MWOYEiwv 136 
155 61 A8~vo 

2 	 Yn Epyaoioe; ATTOOxoAr]or]e; & KOIVWVIK~e; npooTooioe;' 
rEVIK~ rpOl-Il-IOTEio KOIVWVIKWV AocpoAioEWV 
/J./VOfl AocpoA1ol1e; Ao8tvEIOe; & MI1TpOTI1TOe; 
LTOOiou 29, 101 10 A8~vo 
(I-IE Tr]V nopoKAr]or] EvrwtpWor]e; TWV AocpoAIOTIKWV 
TalJEiwv nou noptxouv YYEIOVOIJIK~ nEpi8oA4JI1) 

3. 	 navEAA~vlO IOTPIKO "iUMoyo 
nAOUTOPXOU 3, 106 75 A8~vo 
(I-IE Tr]V nopoKAr]ol1 EVl1l-1tpwor] TWV 
TOTTlKWV IOTPIKWV LuAAoywv Tr]e; xwpoe;) 

4. 	 novEAA~VIO ¢apI-IOKEUTIKO LuAAoyo 
n£lpOlWe; 134 & Ayo8flIJtpOu 
118 54 A8~vo 
(IJE Trlv napoKAl1or] £vl1!-Jtpwor]e; TWV 
TOTTlKWV ¢OPIJOKEUTIKWV 'LuAMywv Tr]e; xwpoe;) 

5. 	 navEAA~vlO 'Evwor] ¢OPI-l0KOnOlwv 
NOOI1t-£UTIKWV IOPUI-I0TWV 
MlxaAoKonouAou 99, 115 27 A8~vo 

6 	 IKA-¢OPI-I/K~ Ynl1Pwia 
Ay Kwv/vou 8, 102 41 Ae~vo 

7 01A KMooe; ¢OPI-IOK£UTIK~e; nEpi8oA4JI1e; 
nOTr]oiwv 30, 106 77 A8~va 

8. 	 OiKOe; NauTOu nElpOIWe; 
KnaAOIoMyou 15 
185 35 nElpOIOe; 

9 	 OiKOe; NOUTOU A8~vo<; 
IAouoTwvoe; 2 & nOTr]oiwv 
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106 77 A8~vo 
10 	 KtVTPO [H1AIlH1Plam:wv 

NooOKOIJ£io noiowv "n.& A. KUPIOKOU" 
11527 louoi A8~vo 

:11. LctlEE 
1\. KIl<jlloia<; 280 & Ayplviou 3 
152 32 XoMvopl ATTIK~C; 

12. 	 nov£M~vlo "Evwoll ctloPIJOKO~IOlJllxovioC; 
AOlJl).IO 7,11524 AlJmAOKllnol, A8~vo 

13. 	 LUAAOYO AVT/nwv ctlOPIJOK£UTIKWV Elowv & EIOIKOT~TWV 
006<; T OToIou 
180 XAIJ. E8vIK~<; 0000 ASllvwv-l\olJioC; 
14610 N. EPY8PAIA ATTIKHL 

14 	 MAlio AyopovolJioC; 
nOVETIIOTlllJiou 42, 106 79 AS~vo 

15 	 TEBE - ctlOPIJOK£UTIKt<; YnIlP£Oi£<; 
Ay KWVOTOVTivou 5 
10351 A8HNA 

16. 	 Mil IJtAIl LuMoywv 
(6nwc; 0 nivoKOC;) 

EIOTEPIKH 6IANOMH: 
1. 	 f::,/voll A~IOAOYIlOIl<; npO"IOVTWV 

a) TIJ~lJo A~IOAOYIlOIlC; ctlOPIJOK£UTlKWV npOIOVTWV 
(3) I pOIJIJOT£io A' TIJ~IJOTO<; ETTIOTIlIJOVIKOO LUIJ130UAiou EYKpio£wv 

2. f::,'/VOIl ctlOp/KWV M£A£TWV & "Ep£uvw; 
3 	 f::,lv0ll f::,/KWV Yn'lP£OIWV EMyxou npOIOVTWV 

TIJ~lJo 'EKoOOIlC; & Kwo. Ano<jlao£wv 
4. IpolJlJOT£io f::,£uT£po~a81J10U EmOTlllJOVIKOU LUIJ~ouAiou 
81 ErK 2011 
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