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ErKYKJ\lor - AnO<l>ArH 

0EMA: KaSoplo)JO<; IlEpiArjlVrj<; XapaKTrjplaTlKWV TOU IlPOIOVTO<; Kal ¢uMou OOrjVIWV va TO Xpr'JaHJ 

<pap)JaK£uTIKwV rrpoIOvTwv rrou rrEpltxouV OpaaTiKO aUaTOTIKO CEFTRIAXONE SODIUM 


"EXOVTE<; UrrOlVrj: 

a) TI<; OIOTO~EI<; Trj<; KOIVr'J<; YrrouPVIKr'J<; ArrO<paarJ<; Llyr3 (a) 83657/2005 "IlEPI Evap)JOv1afl<; Trj<; EMrjVIKr'J<; 

NOlJoSwia<; )JE TrJV aVTiaTolXrJ KOIVOTIKr'J aTOV TO)Jta Trj<; KUKAo<popfa<; ....................... TWV <pap)JaKwTIKwV 

rrpo'iOvTWV, rrou rrpoopil;oVTOI Via aVSpwmvrJ XPr'\arJ", 

13) TrJv urr' apiS)J.: 43391/23-6-2010 ArrO<paarJ Ilpotopou EO¢ (¢EK 1052/TEux0<; MUTEpo/12-7-2010) 

«IlEpi )JETOl3ll3oaEw<; OIKOIW)JOTO<; urrovpa<pr'\<; arrO TOV IlpOEOpO EO¢ rrpo<; TOU<; rrpoIaTO)Jtvou<; 

OIEuSuvaEwv EO¢». 

V) Trj rVW)JoTWarj TOU EmaTrj)JoviKOU 2:u)Jl3ouAiou EVKpiaEwv , T)J~)Ja A' ap. ¢-163/10-5-2010. 


AnO<l>ArlZOYME 

1. 	 H IlEpiArJlVrJ XapOKTrjplaTlKWV TOU IlPOiOVTO<; <pap)JaKwTIKwV rrpoIOvTWV rrou rrEpltxouV opaOTIKO 
auaTOTIKO CEFTRIAXONE SODIUM TporrorrolEiTOI w<; E~r'\<;: 

nEPIJ\H'I'H TON XAPAKTHPlrTIKON TOY npoi"oNTor (SPC) 

~ EMnOPIKH ONOMArlA TOY <l>APMAKEYTIKOY npOIONTOr 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 
IJpaaTlKf] ouaia: KE<pTpla~OvrJ )JE Trj )Jop<pr'\ OTEipou OIVOTPIOUXOU OAOTO<; 

3. <l>APMAKOTEXNIKH MOP<I>H 
KOvl<; KOI OlaAUTrj<; Via EVtOl)JO oloAu)Ja 

KOvl<; Via oloAu)Ja rrpo<; tvxuarJ 


4. KAINIKA rTOIXEIA 

4.1 0£POTTf:UTlKEC; £v(5d~£IC; 


I\OI)JW~EI<; rrou rrpoKoAoUVTOI arrO rraSovOva )JIKpOl3la WaiaSrjTO aTO Ceftriaxone: 

• 	 arJITT1KO auvop0)Jo 

• 	 )JrjvlvviTloa 

• NOoo<; LYME: TEK)JrjPIW)JtVE<; mpIITTWaEI<; aol3apr'\<; rrpoal3oA~<; TOU KEVTPIKOU N£UPIKOU LuaTr'\)JOTo<;, 

Tfl<; Kapolo<; Kal TWV apSpwaEwv 

• 	 AOI)JW~EI<; Tfl<; KOIAIO<; (mpITOViTIOa, AOI)JW~EI<; TWV XOArJ<P0pwv oowv Kal TOU vaOTpEvTEPIKOU awMva) 
• 	 AOI)JW~EI<; TWV oaTwv, TWV apSpwaEwv, TWV )JaAaKwv )Jopiwv TOU Otp)JOTO<; Kal TWV rpau)JoTwv 

http:www.eof.gr


6t.YED-E.4250-J3/4 
(24a) 

• AOIIJW~EI<; OE 008EVEIe; IJE IJEIWlJtvll oVTiopOOIl OTTO TO OVOOOTTOIIlTIKO (aVOOOKOraOraAlJtvOI) OE 
OUVOUOOIJO IJE oMEe; OIJOOE<; OVTIJ)IOTlKWV OTTWe; TTX OIJIVOVAUKOoioE<; 
• AOIIJW~EIe; TWV VEq>pWV KOI TWV OUpOq>OpWV OOWV 
• AOIIJW~EIe; TWV aVaTTV£UOTIKWV OOWV, 10IaiTEpa 01 TTV£UIJOViEe;, K08we; Kal 01 OPNKte; AOIIJW~EIe; 
• AOIIJW~EIe; TWV VEVVIlTlKWV 0PVOVWV TTEpIAOIJJ)aVOlJtVIle; Kal Tile; VOvoppolae; 
• TTpOEVXEIPIlTIK~ TTpOq>UAa~ll, orav IJEAtTEe; OTO VOOOKOIJEio tXOUV OEi~EI aVTOX~ TWV VOOOKOIJEIOKWV 
OTEAEXWV OTIe; KEq>OAOOTTOpivEe; A' KOI 8' VEVEOe;. 

4.2 l:1oCJOA.oyio KOI Tp61TO~ xopr'Jy'1CJ'1~ 
XuvrJ$w; ooooAoyia 
EVI]AlKOI KG! TTGlOla avw TWV 12 milv 
H ouv~81le; ooooAoVio EivOI 1-2 9 Ceftriaxone XOPIlVOUIJEVa IJIO q>opo Tllv IllJtpO (Ko8E 24 LiJpEe;). LE ooJ)opte; 
TTEplmwO£le;, ~ OE AOIIJW~EIe; TTOU TTPOKOAOUVTOI OTTO IJIKPOOPVOVIOIJOOe; IJtTpIOe; £u0108Iloioe;, 11 ooooAoVio 
IJTTOPEi va oU~1l8Ei ora 4 9 IlIJEPlloiwe; OIIlPIlIJ£VO OE OUO 060£1e; , 

iJlapKEIa ()Epam:ia<; 
H OIOPK£lO Tile; 8EpOTTEioe; TTolKiMEI OVOAOVO IJE TIlV E~£AI~1l Tile; VOOOU, 'OTTWe; OUIJJ)OiVEI IJE H'IV 
OVTlIJIKpOJ)IOK~ 8EPOTTEio VEVIKO, 11 XOP~VIlOIl Ceftriaxone TTptTTEI vo OUvEXlsEral Via TOUAOXIOTOV 48-72 
WpEe; IJETO Tl'lv mwoll TOU TTUP£TOU OTOV 008EV~ ~ IJ£TO OTTO OTTOOEOEIVlJtVI1 0PVIlTIKOTTOI11011 TWV 
KoMIEPVEIWV, 

XuvouaoptvfJ ()EpaTTEia 
H auvEpVIK~ OPOOIl jJEra~u Ceftriaxone KOI alJlVOVAUKOOlOWV tXEI ETTIOEIX8Ei IJE TToMo Gram OpVI1TIKO 
IJIKpOJ)IO KOTW OTTO mlPojJOTIKte; OUV8~KEe;. Av KOI OEV Eivol TTOVTOTE OUVOTOV vo TTPOJ)AEq>8Ei 11 OUVEPVIK~ 
opaoll TtTOIWV ouvouoolJwv, TTp£ml vo AOjJJ)OVETOI UTT04l11 OE ooJ)opte; IJIKPOJ)IOKte:; AOIIJW~EIe;, OTTOU 
omlAEiTOI 11 sW~, E~olTioe; Tl'le; q>UOIK~e; OOUJ,lJ)OlOTIlTOe;, TO 000 q>OPIJOKO TTptTTEI va XOPI1VoOVTOI XWPIOTO 
OTIe; OUVIOTWIJEVEe; OOOEIe;. 

Mteooo( xopt1YfJOfJ( 
KOla VEVIKO KOVOVO TO OIOMIJOlO TTptTTEI VO XPIlOljJOTTOIOOVTOI OlJtowe; lJ£Ta TI1V TTOpOOKEU~ TOUe;. 

To OVOOUOTOlJtVO OIOAUjJOTO OIOlIlPOUV Til q>UOIK~ KOI XIlIJIK~ TOUe:; OT08EPOTIlTO Via 6 WpEe; OE 8EPIJOKPOoio 
oWIJOlioU (~ 24 WpEe; OE 4JuVEio OTOUe; 28°C), To XpwjJo TOUe; KUlJoivETOI OTTO OVOIKTO we; OKOOpO KiTPIVO, 
TTOU E~OPTOTOI OTTO HI ouvKtVTPWOIl KOI TO XPOVO q>UAO~I1e;. AUTO TO XOPOKTIlPIOTIKO Tile:; OpOOTlK~e; ouoioe; 
EivOI OV£U OIlIJOOioe; OOOV oq>opa OTrIV OTTOTEAWIJOlIKOTIlTO ~ TIlV OVOX~ TOU q>0PjJOKOU, 

Evoopuiklj tVWfJ: VIO EVOOIJUIK~ tVWI1, 1 9 Ceftriaxone oloM£TOI OE 3,5 ml OIOMIJOTOe; UOPOXAWpIK~e; 
AIOoKOivfJe; 1% KOI Evi£TOI J)081o OTO OWIJO EVOe; 0X£TIKO IJEVOAOU lJuoe:;. LUVIOTOTOI va Wlv Evlnol TTOOOTI1TO 
IJEVOAUTEPI1 TOU 1 9 OTO iOlo ofJl-lEio. 

EvompAt{3la tVWfJ: VIO TIlV Evooq>MJ)IO tvwfJ oloMoul-lE 1 9 Ceftriaxone OE 10 ml OTEipou UOOTOe; VIO 
EVtOlIJO, H EVOOq>Atj310 XOP~VI1011 TTptml vo vivnol OE 0100TI11-l0 2 - 4 A£TITWV. 

EvoocpAt{3/a tYXuorr Il tVxuOIl TTptml vo OIOPKEi TOUAOXIOTOV 30 A£TITO, ria Hlv Evooq>Mj310 tVxuOIl 
olaMoujJE 2 9 Ceftriaxone OE 40 ml OTTO tva OTTO ra oKoMu80, OV£U ooj3wTiou, OIOAUIJOra Via tVXUOfJ: 
XAWPIOOXO VOTPIO 0,9%, OIOAUI-lO XAWPIOUXOU vOTpiou 0,45% + VAUKOsfJe; 2,5%, VAUKOSIl 5%, VAUKosll 10%, 
oE~TpaVIl 6% OE VAUKOSIl 5%, EvxUOEIe; uopo~uol8uAIKOU 0I-lUAOU 6-10%, OTEipou UOOTOe; VIO EvtOIIJO, To 
OIOMI-lOlO TOU Ceftriaxone OEV TTptTTEI VO OVOIJIVVUOVTOI I-lE OIOAUIJOTO TTOU TTEPltXOUV aMo OVTlIJIKpoj310KO 
q>dPlJaKO ~ IJE aMoue; oloMTEe; EKTOe; OTTO OUTOUe; TTOU TTpoovoq>tp8IlKOV, OEOOlJtvou OTI Eivol OUVOlOV vo 
UrraPXEI OOUIJj3OlOTIlTO. 

iJlaAuTE( TTOU TTEPltxouV ao{3toTio 
610AUTEe; TTOU TTEPltXOUV ooj3tOTIO (TTX OIOAUIJOTO Hartman ~ OIOAUIJO Ringer's) OEV TTptTTEI va 
XPIlOlIJOTTOIOUvral Via Tllv ovoouoraoll TfJe; KEq>TPIO~OVI1e; ~ VIO Tllv TTEPOITtpW opoiwOIl q>IOAIOlou TO OTToio 
tXEI avoouoT08Ei Via Evooq>MJ)IO XOP~VI1011 A6vw TOU OTI Eivol OUVOTOV va 01l1J10UPV1l8Ei islllJO, H K08isil01l 
KEq>TPIO~OVIle;-ooj3wTiou I-lTTopEI £TIiOIle; va OUIJJ)Ei orav 11 KEq>TPIO~OVIl OVOl-lIX8Ei IJE OIOMIJOlO TTOU 
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TTEpltxOUV OOl3tOTIO OTOV iOlo EVOOcpAt1310 K08£T~pO. ETTOjJtVWe:;, 11 KECPTPIO~OVIl KOI OIOAUjJOTO TTOU TTEPltXOUV 
OOl3tOTIO OEV TTptml vo OVOjJlYVUOVTOI ~ VO XOPIlYOUVTOI TOUTOXPOVO (I3Atm TTOpOypacpouc:; 4.3, 4.4 KOI 62). 

10IaiTEP[~ ooaoAoVIKt~ oorlViE~ 
Aa()EvE ~ pE I]TTOTIKtJ 6uaAEITouPY 0 

LE 008EVEie:; jJE IlTTOTIKI'II3MI3Il, OEV EivOi ovaYKIl vo jJEIW8Ei 11 ooooAoyio jJE Tllv TTpoOTT08Wll OTI 
OEV UTTaPXEI IlTTOTIK~ ouoAmoupyio. 

Aa()EVE ~ pE VECPPIKtJ6uaAEITouPY 0 

LE 008EVEie:; jJE VECPPIK~ ouoAmoupyio, OEV EivOi ovaYKIl vo jJEIW8Ei 11 ooooAoyio TOU Ceftriaxone ECPOOOV OEV 
UTTaPXEI IlTTOTIK~ ouoAmoupyio. Movo OE mplTTTwoEIe:; 130plae:; VECPPIK~e:; ovmaPK£loe:; (Ka80POIl KpEOTlvivlle:; 
<10 ml ova AmTO) 11 ooooAoyfo TOU Ceftriaxone OEV TTptml vo umpl30fvEI TO 2 9 Tllv IljJtpo. LE mpITTTWoEIe:; 
008EVWV jJE aol3op~ OUVUTTapxouoo VECPPIK~ KOI IlTTOTIK~ ouoAmoupyio, 01 OUYKEVTPWOEIC:; Tqe:; KECPTPIO~OVIle:; 
OTO TTMojJo TTptTTEI VO TTpOOOIOpf~oVTOI OE TOKTa OIOOT~jJOTO KOI EaV EivOI oTTopoiTIlTO 11 ~ioOIl TTptTTEI VO 
TTpOOOpjJO~ETOI. 

LE 008EVEfe:; TTOU KaVOUV oljJooluAIOIl OE XPEla~ETOI oUjJTTAIlPWjJOTIK~ 06011 jJ£Ta TO TtAoe:; Tile:;· 'OjJwe:; 01 
OUYKEVTPWOEIe:; OTOV opo TTptTTEI VO EAtYXOVTOI Ylo VO K080pi~ETOI EaV EfvOI oTTopofTIlTEe:; 01 pu8jJioEIe:; Tile:; 
ooooAoyfoe:;, EmIO~ 0 1308jJoe:; oTTtKKPIOIle:; 0' OUTOUe:; TOUe:; 008EVEfe:; jJTTOPEi VO EivOI jJEIWjJtVOe:;. 

HAIKIWpivol 

01 OOOEIe:; TTOU OUVIOTWVTOI YIO TOUe:; Ev~AIKEe:; OEV XPEla~OVTOI TpoTToTToillOIl OE YIlPIOTPIKoue:; 008EVEfe:;. 

Nwyva, {3ptq)f7 KGI TTGlOla ptXPI 12 wJJV 

To TTOPOKaTW ooOOAOYIKa OX~jJOTO OUVIOTWVTOI Ylo XOP~YllolljJIO cpopa Tllv IljJtpo: 
Nwyva (jJtXPI 14 IljJEPWV): qjJEP~0I0 06011 20-50 mg/kg. H IljJEP~0I0 06011 vo jJllv umpl30ivEI TO 50 mg/kg 
!:,EV EfvOI oTTopoiTIlTO VO yfvETOI OIOXWPIOjJOe:; jJETO~U TTPOWPWV KOI I3pEcpwv jJE TTA~PIl Xpovo KUIlOIle:;· 

To Ceftriaxone OVTEVOEfKVUTOI OE vwyva (:5 28 IljJEPWV) EaV OTTOITEfTOI 8EPOTTEfo (~ OVOjJtvETCli vo OTTOITEfTOI) 
jJE EVOOcpAt1310 oioAUjJOTO TTOU TTEPltXOUV OOl3tOTIO, OUjJTTEPIAojJl3ovojJtvwv OUVEXWV :EYXUOEWV TTOU 
mpltxouv OOl3tOTIO, OTT we:; 11 TTOPEVTEPIK~ OlOTpOcp~ E~olTfoe:; TOU KIVOUVOU K08f~1l01le:; Tile:; KECPTPIO~OVIle:;
ool3wTfou (I3Atm TTOpaypOcpo 4.3). 

Nwyva, I3ptCPIl KOI TTOIOla (15 11 jJE pwv jJtXPI 12 £TWV): IljJEP~0I0 0601120-80 mg/kg. 

riO TTOIOla jJE l3apoe:; 50 ~ mplooOTtpwv KIAwv TTptml vo XPIlOljJOTTOIEfTOI TO OUVIl8Ee:; ooaoAOYIKO OXl'ljJO TOU 

EVIlAIKOU. 

EVOOcpAtI3IEe:; 060EIe:; ~ 50 mg/kg OWjJOTIKOU l3apoue:; TTptml vo XOPIlYOUVTOI jJE tyxuoll OE XPOVIKO OlaOTlljJO 

TOuAaXIOTOV 30 AETTTWV. 


MIJVIYY TI60 
LE mpITTTWoEIe:; 130KTIlPIOK~e:; jJllvlyyfTlooe:; OE I3ptCPIl KOI TTOiOla, 11 8Epomfo OPXf~EI jJE 060EIe:; TWV 100mg/kg 
(jJtXPI TO jJtYIOTO TWV 4 g). LTllv ouvtXEIO XOPIlYEfTOI OUVOAIK~ IljJEP~0I0 06011 100 mg/kg (jJtXPI TO jJtYIOTO 
TWV 4 9 IljJEPlloiwe:; OlllPlljJtvo OE 2 06oEIe:;). ATTO Til OTlyjJ~ TTOU 80 oVOYVWPIOTOUV 01 umu8uvol 
jJlKpOOPyOVIOjJof KOI 11 wOl081l0fo TOUe:;, 11 ooooAoyfo jJTTOPEf vo jJEIW8Ef ovoMywe:;. H EMXIOTIl OlaPK£lO Tile:; 
8EPOTTEioe:; TTOU tOEI~E VO EfvOI OTTOTEAwjJOTIK~ EfvOI: 

Neisseria meningitidis 4 jJtPEe:; 

Haemophilus influenzae 6 jJtPEe:; 

Streptococcus pneumoniae 7 jJtPEe:; 
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To C. difficile napaY£1 TO~iv£e; A KOI B, 01 onoi£e; oUfJ(3aMouv onlv aVaTTTU~1l Tile; CDAD. H TO~iVIl nou 
napaYETOI ano aT£AtXIl TOU C. difficile npOKaA£i aU~llfJEVIl 8VIlOlfJOTIlTO Kal 8VIlTOTIlTO, £<pOOOV aUTEe; 01 
AOIj.JW~£I!; fJnop£i va £ivOi av8£KTIKEe; OTIlV aVTlfJIKpo(3laK~ 8£pan£ia KOI TTl8avov va analTOUV KOA£KTOfJ~. H 

CDAD 8a npEn£1 va £~ETa~ETOI O£ OAOUe; TOUe; ao8£v£ie; nou £KOllAWVOUV OlappOla, fJETO ano XP~Oll 
aVTI(310TlKWV. EivOi anapaiTIlTO TO npOO£KTIKO IOTPIKO IOTOPIKO, £<pOOOV Il CDAD EX£I ava<p£p8£i OTI 

£KOIlAWV£TOI EWe; KOI 2 fJ~V£e; fJETO TIlv A~lJlll aVTI(3aKTilPlaKwv napayovTwv. 

Eov unoPX£1 TTl8av~ ~ HTI(3£(3aIWfJEvll CDAD, 11 OUVEXI~OfJ£VIl XP~Oll aVTI(3loTIK~e; aywy~e; nou OE OTOXEU£I 
EvavTiov TOU C. difficile, TTl8avov va npEnEI va olaKonEi. npEnEI va yiv£1 KOToMilAil olaXEiploil uypwv KOI 

IlAEKTPOAUTWV, OUfJnA~pWfJa npwTtfvwv, aVTI(3IOTIK~ aywy~ £vovTla OTOV C. difficile KOI X£IPOUPYIK~ 

£KTij.JIlOIl· 

Dnwe; Kal fJE oMoue; aVTlfJIKpo(3laKoue; napoYOVTEe;, 1·.JTT0PEi va OUfJ(3ouv avafJoMvo£le; fJ£ aV8EKTIKOUe; 
I-IIKpoopyavlofJOue;. 

'Exouv napOTIlPll8£i OE umpllxoypa<p~fJOTa Tile; XOAIl06xou KUaTIle; OKlEe; nou EXOUV EPfJIlVw8Ei wcpaAfJEva 
we; XOAOAI801, ouv~8WC; fJ£TO Til XOP~YllOil 06o£wv fJ£yaMT£pwv TWV OUVIOTWfJ£VWV. AUTt<; 01 OKlte; OfJWe; 
£ivOi 1~~fJOTa aMTwv ao(3wTiou Tile; K£<pTpla~oVIle; nou E~a<pavi~oVTOI fJ£Ta TO TtAoe; ri Til OlaKon~ Tile; 
8£pan£iae; fJ£ Ceftriaxone. Lnavla EXOUV ouoX£Tlo8£i aUTa TO WPr'lfJOTa fJE OUfJTTTWfJOTa. Eov O£ KonOla 
nEploTOTIKa £fJ<PavloTOuv OUfJnTWfJOTa, OUVIOTOTOI OUVTIlPIlTIKri fJIl-X£lPOUPYIK~ aVTlfJ£TWTTlOil. H OlaKon~ 
Tile; 8EpanEiae; fJE Ceftriaxone OTle; n£pITTTwoW; aUTEe:; a<p~vEral OTIlv Kpioll TOU KAIVIKOU IOTpOU. 

1. AAAI7AmiOpaol7 J.lC TTpoi"6vTG TTOU TTCPIEXOUV ao{3t.oTlo: 

2. 'Exouv mplypa<p£i n£ploTOTIKO 8avoTwv AOyW napouoia<; I~IlfJOTWV K£<pTpla~ovIl<;-ao(3wTiou OTOUe:; 

nVEUfJOv£e:; Kal TOU<; v£<ppou<; V£OytvvllTWV IlAIKia<; fJIKpoT£PIl<; TOU 1 fJIlvoe:;. L£ fJla TouMXIOTOV n£piTTTwoll 

EiXE XOPIlYll8£i K£<pTpla~ovil Kal ao(3toTio O£ ola<pop£TIKO Xpovo KOI ano ola<pop£TIKO £VOO<pAt(310 Ko8ET~pa. 

EKTO<; ano Tr1V n£pinTwol1 TWV V£OytvvllTWV, ora ola8tOlfJa £TTlOTl1fJOvIKa oTOIXEia o£v unopxouv 

OVO<POPEe:; nou va £TTI(3£(301wvouv £VOOOYYEIOKE<; Ko81~~OW; O£ ao8EvEi<; OTOUe:; onoiou<; XOPlly~81lKaV 

oloAufJara nou mpltxouv oo(3tOTIO ~ oMa np0"iovTO nou n£pltxouv ao(3toTio. M£A£T£e:; in vitro KOTEo£l~av 

OTi TO v£Oytvvl1TO OIOTPEXOUV OU~l1fJtvo Kivouvo Ka81~~o£WV K£<pTpla~ovIle:;-ao(3wTiou O£ OUYKPIOil fJ£ 

oM£e; IlAIKlaKte; OfJOO£e;. 

LE OAE<; Tie:; I1AIKlaKte:; OfJOOE<; ao8Evwv, Il KE<pTpla~ovl1 OEV nptnEI va aval-llyvUETOI ~ va XOPilyEiTOI 
rauToxpova I-IE EVoo<pAt(3la olaMfJaTO nou n£pltxouv ao(3toTlo, aKofJa KOI av XPI10lfJOnOlOUvTOI ola<popHlKoi 
£VOO<pA£(3101 Ka8ET~p£<; ano ola<popETIKO ollfJEia. 
DOTOOO, O£ ao8£v£i<; IlAIKiae:; fJ£yaMT£Plle; TWV 28 IlfJEPWV, Il KE<pTpla~OVI1 Kat OIOAUfJOTO nou mpltxouv 
ao(3toTio Eivol OUVOTO va XOPIlYl180uv TO tva fJETO TO oMo av XPI101fJOnOlll80uv Ka8H~pEe; tYXuolle; 
Tono8ETIlfJtvoi OE Ola<popETIKO ollfJEia ~ 01 Ka8ET~pEe; aVTlKOTaaTa80uv ~ Ka8aplo80uv fJ£Ta~U TWV EYXUO£wv 
fJE <PUOlOAOYIKO oppo, WOTE va ano<pEUx8Ei 11 0l1fJ1oupyia 1~~l-IaTOe;. LE ao8EvEie:; nou anOiTEiral Il ouv£X~<; 
xopriYlloil OlaAUI-I0TWV OAIK~<; nap£vT£pIK~<; OIOTpO<p~e:; (TPN) nou nEpltxouV ao(3EoTlo, 01 A£lToupyoi uYEia<; 
OUVOTOV va M(3ouv UnOlJlll Til XP~Oll £vaMaKTlK~e; aVTI(3aKTl1plaK~<; 8Epamia<; I-IE OX~fJOTa yla ra oTloia OEV 
unopXEI napofJOIOe; Kivouvo<; Ka8i~IlollC:;· L£ n£piTTTwoll nou Il XP~Oll K£<pTpla~oVIle; £ivOi anapaiTilTil O£ 
ao8EVEie; Yla TOUe; onolOue; analT£iTOI OUVEx~e:; OAIK~ napEVTEpIK~ OIOTPO<p~ (TPN), ra OlaMfJOTO TPN Kal Il 
KE<pTpla~OVil OUVOTO va XOPilYOUVTOI TOUTOXPova aAM ano OIO<pOPHlKOU<; Ko8H~PE<; TOno8£Tl1fJtvOU<; O£ 
OIO<popETIKa Ofll-lEla. EvaMaKTIKo, 11 XOP~YI1011 TPN fJnopEi vo OlaKOTTTEral KOTO Til OlopK£la Tile:; XOP~YllOll<; 
Tile:; K£<PTPIO~OVIl<; AafJ(3avovrae:; UnolJlll Til OUfJ(30UA~ Yla Ko8ap10fJO TWV Ka8£T~pwv fJEra~u TWV XOPI1Y~OEWV 
((3Atn£ nopaypa<pou<; 4.3, 4.4, 4.8, 5.2 Kal 6.2). 

'Exouv ava<p£p8£i onovla mploTOTIKO naYKpEOTiTlOa<; OE ao8Ev£i<; nou tAa(3av aywy~ fJE Ceftriaxone, 
TTl8avov A6yw ano<ppa~Il<; TWV XOAI1<POpWV. 01 n£ploooTEPOI ao8EvEie:; napouoiaoav napoyOVTEe; KIVOUVOU 
yla OTOOil Kal i~IlfJa XOAIl<P0PWV nx ano npOIlYOUfJ£VIl fJ£i~ova 8£pan£ia, oo(3apri vooo Kal OAIK~ 
Tlap£VT£pIK~ OIOTpO<p~. Mv fJnop£i va anOKAElaTEI KUpIOe; ~ OEUTEPEUWV pOAOe; TOU Ceftriaxone OTil 
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orU.Jloupyia 1~~~aTO<; OTO XoAI1<Popa. LE oo!3ap~ VE<PPIK~ Kal I1TTOlIK~ aVmOpK£la, 11 ooooAoyia TTptml va 
IJEltiJVnal OUIJ<pwva IJE TI<; XOPI1YOUIJEVE<; OUOTOOEI<;. 

H ao<paAEla Kal aTTOTEAwlJariKOTIlTO TOU Ceftriaxone OTO VWYVO, I3pt<Pll KOI TTOIOIO tXEI TEKIJI1PIW8Ei yla TI<; 
ooooAoyiE<; TTOU mplypo<pOVTOI OTO A~lJlJa "LloooAoyia Kal TPOTTO<; XOP~YllOll<;". MEAtTE<; tXOUV aTTooEj~EI OTI 
11 KE<pTpla~ovll, OTTW<; Kal IJEPIKt<; oAM<; KE<paAoOTTopivE<;, I.mOPEi va EKTOTTiOEI Til xoAEpu8piVll aTTO Til 
AEUKWlJarivll TOU opou. 

To Ceftriaxone OEV TTptTTEI va XPI1O!IJOTTOIEiTOI OTO VEOYVO, lOlaiTEpa TO TTpowpa, TTOU txouv U4JllM Kivouvo 
va avaTTTu~ouv xoMpu8plVIK~ EYKE<paAoTT08Ela (I3Atm TTapoypa<po 4.3). 

KOla Til OlopKEla TTaparnalJtvll<; 8EpaTTEia<;, E~ETOOEI<; YEVIK~<; ailJaro<; TTptml va yivovTOI OE TOKTO XPOVIKO 
OlaoT~IJOTa. 

LE mpiTTTwoll TTOU XPllOllJoTToiEiTOI AlooKarvll w<; olaAUTll<;, TO olaAUIJOTa KE<pTpla~ovll<; TTptml vo 
XPIlOlIJOTTOIOUVTOI IJOVO Yla EVOO/JUrK~ tVEOll· 

4.5 AM'lAElTIOpaaw; IJE aMo q>aplJoKO Kat aMEC; IJOpq>tc; OM'lAETriopoa'lC; 
LlEV tXEI TTapOTI1Pll8Ei IJtXPI Twpa I3MI311 TI1<; VE<PPIK~<; Amoupyia<; ~ETO aTTO TOUTOXPOVll XOP~YllOIl U4JllAwv 
060EWV Ceftriaxone KOI TToAu lOXUPWV OIOUPI1T1KWV (TT·X. <pOUPOOElJiOIl)· Ll£v UTTOPXEI OTTOO£I~1l OTI TO 
Ceftriaxone aU~OVEI Til vE<PpOTO~IKOTIlTO TWV 0lJlvoyAuKOOIOWV. Ll£v tX£1 TTOPOTI1PI18Ei EvtpYEla TTOPOIJOIO IJE 
EKEivll TIl<; oloouA<plpolJll<;, IJE Hlv KarovoAwol1 OIVOTTVEU/JOTO<; OlJtow<; IJETO Til XOP~YllOll TOU Ceftriaxone 
To Ceftriaxone OEV mpltXEI N-IJE8uAo-8EIOTETPO~oAIl TTOU oXETi~ETOI IJE TTl8ov~ ouoovE~ia IJ£ Tllv ol8uAIK~ 
oAK06All KOI TO Ol/JOPPOYIKO TTpol3A~lJaro OPIOlJtvwv oMwv K£<paAoOTTopIVWV. H TTpol3EvEOioll o£v 
ml1pEo~EI Tllv oTTo!3oA~ TOU Ceftriaxone. 
LE lJio IJEAtTIl in vitro TToparllP~811KOv aVTOywvIOTIKt<; OPOOEI<; IJE TO ouvouao/Jo XAWpalJ<PEVIKOAI1<; KOI 
KE<PTPIO~OVI1<;. 

Na ~llv XPllOi/JOTTOIOUVTOI OloAUTE<; TTOU mpltxouv ool3tOTlO, OTTW<; oloAulJa Ringer's ~ OloAulJo 
Hartmannn's, YIO TI1V avaouoTOoll <praAroiwv Ceftriaxone ~ Yla va 0POIWVETOI TTEPOlTtpW tva OVOOUOTO~tvO 
<pIOAlOIO YIO EVOO<pAtI310 XOP~YllOll, OIOTlIJTTOPEi vo 0Xll/JOlIOTEi i~ll/JO. To i~rll.lO KE<pTpra~ovll<;-ooI3EOTiou 
IJTTop£i mioll<; vo £KollAw8Ei OTOV TO Ceftriaxone oVO/JIX8Ei IJE oioAUlJara TTOU mpltxouv OOl3tOTIO OTI1V iOlo 
£voo<pAtl3la ypo/JIJ~ XOP~Ylloll<;· To Ceftriaxone OEV TTptml vo XOPllyEfTOI TOUTOXPOVO IJE EVOO<pAtI310 
olaAu~Ola TTOU TTEPltXOUV oo!3tOTlO, OUIJTTEplAolJl3avo~tvwv OUVEXWV EYXUOEWV TTOU TTEPltXOUV ool3tOTlO, 
OTTW<; 11 TTapEvTEpIK~ OIOTpO<p~ /Jtow K08ET~pa TpmAou auAou (Y-site). EVTOUTOI<;, OE 008EVEi<; (EKTO<; TWV 
VWYVWV), TO Ceftriaxone KOI TO olaAu/JOTo TTOU TTEPltXOUV ao[3toTIO IJTTOPOUV vo XOPllYOUVTOI OIOOOXIKO, TO 
tva /JETel TO oMo, E<POOOV 01 ypolJlJt<; tyxuOll<; ~mAtvovTOI EVT£Aw<; IJETO~U TWV EYXUOEWV /JE OUIJ[3OlO 
olaAuTll. M£AtTE<; in vitro TTOU XPllol~oTTOlouv TTMoIJa EVllAlKWV KOI vEOyvwv OTTO ailJa 01J<poAlou Awpou 
tOEI~av OTI Ta VEOYVO txouv OU~lllJtvo Kivouvo K08i~1l01l<; TOU oUIJTTMKOU KE<pTpla~ovll<;-ao[3EOTiou. 

BOO!~O~EVOI OE [31[3Aloypa<pIKt<; avo<popt<;, 11 KE<pTpla~ovll EivOi aOUlJl3OlIl IJE alJoaKpivll, [3avKolJuKiVIl, 
<pAouKovo~oAll KOI /JE TI<; 0lJlvoyAuKooioE<; KOI y(aUTO O£V TTptTTEI va XOPllYEiTOI OTllv iOla OUOKEU~ ~E aUTO. 

H KE<pTpla~ovll IJTTop£i va tXEI avmr8u~IlTrl miopaoll OTllv oTToTEAEOlJaTiKOTIlTO TWV OTTO orOIJOTO<; 
0PIJOVIKWV aVTlouMllTTTIKWV. Luvmw<;, EVOElKVUTOI 11 XP~oll oU/JTTAI1PwlJaTlKWV (/Jll 0PIJOVIKWV) 
OVTlouMI1TTTIKWV IJtTPWV Karo Til OIOPK£lO Tll<; 8EpaTTEio<; Kal KaHl TOV ETTOIJEVO IJ~VO /JETO TO rtAo<; Tll<; 
8Epamia<;. 

4.6 KU'la'l KOI rOAOUXio 

KUlla'l 
H KE<PTPIO~ovll olampvo TO <PPOYIJ6 TOU TTAaKouvTO. H ao<poAEIO Karo Tllv EYKUlJoouvll OEV tXEI TEKIJIlPlw8Ei. 
'Exouv 0IE~oX8Ei /JEAtTE<; TO~IKorllTO<; Tll<; ovoTTopaywy~<; OE mipo/JOTo~wa, 01 oTToiE<; OEV tOEI~av ol1/JEio 
E/J[3puoTO~IKOTllTO<;, TEpoTOytvEOll<; ~ aVETTl8u/JIlTwv EVEPYEIWV OOOV a<popo OTIl YOVII.l0TllTO KOI TWV ouo 
<jluAwv, Til ytvvllOIl ~ TI1V TTEPI- KOI IJETaYEvvl1T1K~ OVOTTTU~Il· LTOU<; TTl8~KOU<; OEV tX£1 TTapOTIlPIl8Ei 
£~[3puoTO~IKOTIlTO ~ T£pOToytvEOIl. 
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lTOVOe;, VOUTio KOI t~ETOe;. H OU~mW~OTIK~ 9EPOlTEiO OUVIOTaTOI OE OUTte; Tie; lTE PIlTTWOE Ie;. H Ko9f<Il0ll EivOI 
ouv~9we; OVOOTptl.jJl~1l I-IE Til OIOKOlT~ Tile; KEqnplo~oVIle;, 

T01TlKt.C; aVETTl8uI1I1TEC; EVt.PYElEC;: OE OlTaVIO m:PIOTOTlKa, lTOpOUOIa091lKOV <pAEj3IKte; OVTlOpaOEIe; IJETO alTO 
EV()O<PAt!310 XOP~YllOIl TOU <P0Pl-laKOU. AUTte; I-JlTOPOUV va EAoXlOTOlTOl1l90uv I-IE oPy~ (2-4 AEmo) tvwIl Trle; 
ouaioe; 

MIJ q1u(JloAoYIKt~ £pya(JT1JPlaKt~ TllJt~ 
ETTiopaol1 OE OiOYVWOTIKt.C; OOKll1aofE(:; 
LE ao9EvEfe; OTOUe; olToioue; XOPllyEiTOI Ceftriaxone, Il OOKllJOoio Coombs I-IlTopEi OlTaVla va yiVEI I.jJEUOWe; 

9£TIK~. To Ceftriaxone, OlTWe; KOI aMo OVTI!3IOTIKa, I-IlTopEi va OWOEI I.jJEUOWe; 9£TIKO alTOTEAtOIJOTO OTle; 

00K1I-IOoi£e; Ylo yoAaKTO<OIl-lia. 

0lJoiwe;, 1-111 EV<UI-IOTIKte; I-It90001 lTPOOOIOPI0I-l0U Tile; yAUKO~Ile; ora Oupo !-JlTopEi va OWOOUV I.jJEUOWe; 9ETlKO 

OlTOTEAtOI-lOlO, fla TO AOyo aUTO, 0 lTPOOOIOpIOI-lOe; Tile; yAUKO~Il<; ora oupa KOla Til OIOPK£lO 8Epomio<; 1-1£ 

Ceftriaxone lTptlTEI va yivEral EV~UI-IOTIKa, 


4.9 Ym:pl)oaoAoyio 
LE mpimwol1 UlTtp!3oolle; TI1<; ooooAoyio<;, I-llTopEi va EK0l1Aw80uv vouTio, t~EToe;, olapPolo. H 
OUYKtVTPWOll TOU <P0Pl-laKOU OE 80 I-IEIW8£i I-l£ Oll-loolaAuol1 ~ I-IE mpITOVoTK~ olaAuoil 6EV UlTaPX£1 KalTOIO 
£I()IKO aVTiooTO, H OVTll-lETwmOil TI1<; UlTtp!3aol1e; Tile; ooooAoyioe; lTptml va £ivOi oUl-lmWl-laTlK~. 

5. Cl>APMAKOI\OrlKEI IAIOTHTEI 

5.1 Cl>0PjJOKOl)UVOjJ1KiS 1l)lorrlns 

H j3oKH1PIOKTovo<; EV£PYEIO TIl<; K£<PTPIO~oVIl<; lTPOKUlTT£I alTO TIlv OVOOTOAr'j Tile; ouv8WIle; TOU TOIXWI-IOlOe; 
TWV KUnapWV. H K£<PTPlo~OVIl £v£pYEi in vitro EVOVTiov EVOe; EUptO<; <paO~OlO<; KOla Gram-opVIlTIKWV KOI 
Gram-8£T1KwV I-IIKPOOPYOVI0I-IWV, H K£<PTPIO~OVIl £ival lToM ora8£p~ OTIe; mpIOOOT£P£<; !3-AOKra~aO£<;, 
mVIKIMlvao£<; Kal K£<poAOOlTOPIVaO£<; TWV 8£TIKWV KOI OPVIlTIKWV KOTO Gram !30KTIlPIOiwv. H K£<pTpla~ovll 
£ivOI ouv~8w<; £v£py~ £vOVTiov TWV lTOPOKaTW I-IIKpo!3iwv in vitro KOI OE KAlviKte; AOII-lW~£Ie; (!3Atm 
"8EpOmUTlKte; £vo£i~£'e;"). 

Gram 8£TIKc1 a£p0{3la: 
Staphylococcus aureus (EUof08IlTO<; OTIl 1-l£8IKIMivIl) 

Staphylococci coagulase-negative 

Streptococcus pyogenes (!3-oll-l0AuTIKOe;, Ol-laOO A) 

Streptococcus agalactiae (!3-oll-l0AuTlKO<;, o~aoa 8) 

Streptococci !3-OII-l0AUTIKOi (lTOU o£v OV~KOUV OTle; Ol-laO£e; A ~ 8) 

Streptococcus viridans 

Streptococcus pneumoniae 


LI7I1Eiwol1: oAa ra £fol1 ora<puAoKoKKWV lTOU £~<povi~ouv OVTOX~ OTIl 1-I£8lKtMivil EivOI OV8£KTIKQ KOI OTl<; 

K£<poAoOlTOpiv£<; oUl-lmpIA0I-l!3oVOI-l£VIle; Tile; KE<PTPIO~OVI1e;. f£VIKa, TO Enterococcus faecalis, Enterococcus 

faecium KOI Listeria monocytogenes Eivol OV8£KTIKa. 


Gram apvOTIKc1 a£po{3la: 
Acinetobacter twoffi 
Acinetobacter anitratus (Kupiwe; Abaumanil)* 
Aeromonas hydrophila 
Alcaligenes faecalis 
Alcaligenes odorans 
Alcaligenes (lTOpOI-lOla) !3oKT~pla 
Borrelia burgdorferi 
Capnocytophaga spp. 
Citrobacter diversus (oul-llT£pIA0I-l!3ov0I-l£VOU TOU C.amalonaticus) 
Citrobacter freundii* 
Escherichia coli 
Enterobacter cloacae * 
Enterobacter aerogenes* 
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Enterobacter spp.(dMa)* 
Haemophilus ducreyi 
Haemophilus influenzae 
Haemophilus parainfluenzae 
Hafnia alvei 
Klebsiella oxytoca 
Klebsiella pneumoniae ** 
Moraxella catarrhalis (npwllv Branhamella catarrhalis) 
Moraxella osloenis 
Moraxella spp.(aMa) 
Morganella morganii 
Neisseria gonorrhoeae 
Neisseria meningitidis 
Pasteurella multocida 
Plesiomonas shigelloides 
Proteus mirabi/is 
Proteus penneri * 
Proteus vulgaris 
Pseudomonas cepacia 
Pseudomonas fluorescens* 
Pseudomonas spp.(dMa)* 
Providentia rettgeri 
Providentia spp.(dMa) 
Salmonella typhi 
Salmonella spp. (1J1l TU(j)OEIO~<';) 
Serratia marcescens 
Serratia spp.(dMa) 
Shigella spp. 
Vibrio spp. 
Yersinia enterocolitica 
Yersinia spp.(dMa) 

MEPIKd oTEAtXIl aUTWV TWV EIOWV Eival av8EKTIKd OTllv KE(j)Tpla~ovll. YEYOVO<'; nou o(j)EiAETaI Kupiw<.; 
OTrjV nopoywy~ I3-AOKTalJaoll<'; nou EivOI XPWIJOOWlJaTIKW<.; KwoIKonollllJ£vll· 
** MEPIKa oTEAtXIl aUTWV TWV EIOWV Eivol av8EKTlKd Myw TIl<'; nopoywy~<; wpto<.; (j)dolJaTo<.; 13
AaKTalJdot']<.; nou IJETal3ll3d~ETaI IJ£OW nAaolJlOiwv. 

X'1tJ[iwarr noMd on:AtXIl ana lOU<; naponavw IJIKpoopyavlolJou<; nou EIJ(j)avi~ouv noMonA~ avlOX~ IJE 

dMo aVTll3laTlKa nx dlJ1vo- KOI ouptloo-nEvIKIMivE<;. nOAoloTEPE<'; KE(j)aAoonopivE<; KOI 0IJIVOYAUKooioE<;, 

EivOi waio81lTa OTllv KE(j)Tpla~ovll. To Treponema pallidum Eivol woio6t']TO in vitro Kal OTa mlpolJaTo~wa. 


01 KAIVIK£<.; tpEUVE<'; txouv onooEi~EI on 11 npwToYEVI'j<; KOI OEUTEPOYEV~<'; OU(j)IAIl £XEI KOAI'j OVTanOKpIOt'] OTt'] 

6Epamia IJE KE(j)Tpla~ovll· 


EKTO<'; ana AiYE<; E~alptoEI<';. Ta oTEAtXIl P.aeruginosa Eivol OV8EKTIKa OTrjV KE(j)Tplo~6vll. 


AVOEp6{31O JJIKp6{310: 
Bacteroides spp. * 
Clostridium spp. (EKTO<; TIl<; 0lJdoa<.; lOU Cperfringens) 
Fusobacterium nucleatum 
Fusobacterium spp.(aMo) 

Gaffkia anaerobica (npwt']v Peptococcus) 

Peptostreptococcus spp. 


* MEPIKa OTEAtm OUTWV TWV EIOWV EivOI av6EKTIKa OTrlV KE(j)Tplo~6VIl Myw Tt']<; nopaywy~<.; 13
AOKTOlJdOIl<;· 

LOUEiwarr 
noMd OTEAtXt'] I3-AOKTaIJOOWV nou napayouv TO OTEAtXt'] Bacteroides spp (Kupiw<; B. fragilis) EivOi 
OV8EKTIKa. 
To Clostridium difficife EivOI aV6EKTIKO. 
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H EUOI091l0iO OTllv KEqHPIO~oVIl tJTTOPEi vo TTPOOOIOPI09Ei IJE Til OOKllJOOio OIOXUOIle; OE OiOKO Ii HI OOKllJOOio 
OIOAUOIle; OE OVOp Ii ~W1J6 IJE HI XPIlOllJOTToirlOll TUTTOTTOllllJtvwv TEXVIKWV V'O OOKllJOoio W01091l0ioe; OTTWe; 
EivOI OUTte; TTOU OUVIOTWVTOI OTTO Tllv E9vIKIi ETTITPOTTIi VIO TIlV TUTToTToillOIl TOU KA,VIKOU EPvoOTIlPiou 
(EETKE). 

H EETKE E~tOWOE TIe; TTOPOKOTW mE~IlVIlIJOTIKte; TToPOlIlPrioEIe; VIO TIlV KECPTPlo~ovll: 

Euoi091lTO 
I 

MEpIKwe; 
woi091lTO 

Av8£KTIK6 

floKIl:!ooio ogoiwoOC; 

.:::.8 16 - 32 .::: 64
OVOOTOATIKte; TTUKVOH1TEe; O£ mg/l 

flOKlbloolo OIOXUcms 

(OIOKOI tJE 30 IJg K£CPTPIO~ovlle;), 

OIOIJETpOe; ~Wvlle; OVooToArie; OE 
mm 

.::: 21 20 - 14 .:::. 13 

01 !-IlKPOOPVOVIOlJoi TTptTTEI VO EAtVXOVTOI tJE OiOKOUe; KECPTPIO~oVIle; ECPOOOV tX£1 OTTOOEIX9£i, IJ£ OOKIIJOoiEe; in 
vitro, OTi EivOI EVEpvoi OTTtvOVTI OE OPIOtJtvO OV9EKTIKO OTEA£XJ"] TTpOe; TOUe; OiOKOUe; IJE KECPOAOOTTOpivJ"]. 
OTTOU 01 TTpOOIOVpOcpte; Tile; EETKE O£V tXOUV Ko91lIJEPIVri ECPOPIJOVri, IJTTOPEi vo XPil0ltJOTTOlr190uv OAAEe;, 
OWOTO TUTTOTTOlrllJtVEe; EPtJJ"]VWTlKte; OOJ"]viEe; WOI091l0ioe; OTTWe; EivOI OUTte; TTOU tXOUV EKo09Ei OTTO Tllv DIN, 
ICS KOI OAAEe;. 

5.2 <l>0PIJOKOKIVIlTlKi<,; 1(5loTIlT£<; 

H <p0PIJOKOKIVIlTIKri TJ"]e; KECPTPlo~Ovlle; Eivol IJIl-VPOIJIJIKri KOI OAEe; 01 l3oOlKte; cpoPIJOKOKIVIlTIKte; TTOpOIJ£TpOI, 

EKTOe; ano TO Xpovo J"]1J1~wrie;, £iVOI OOOOE~OPTWtJEVEe; EOV 1300i~ovTOI OE OAIKte; OUVKEVTpWOEIe; CPOPIJOKOU. 


ATTopp6<Pllall 

H !-ltvlOT 11 ouvKtvTpwoll OTO TTAOOtJO IJ£TO OTTO IJIO 1J0VOOIKri EVOOIJUrKri MOJ"] 1 9 EivOi TTEpiTTOU 81 mg/l KOI 

ETTlTUVXOVETOI tJtoo OT 2-3 WpEe; IJ£TO TJ"] Ari4JJ"] Tile; Malle;. 01 TTEploxte; TWV KOIJTTUAWV TTOU EKCPPO~OUV TIe; 

OUVKEVTpWOEIe; OTO TTAOOtJO OE OUVaPTJ"]OJ"] IJE TO XPOVO, tJ£TO OTTO EVOOIJUrKri xoPriVJ"]0Il, Eivol 1000UVOIJEe; IJE 

OUTte; IJETO OTTO IJIO OVOAOVJ"] EVOOcpAt1310 MaJ"]. TOUTO OJ"]IJOiVEI OTi 11 13100109WI1J6TIlTO HIe; KECPTPIO~OVJ"]e; 


1J£TC1 OTTO EV00tJU'iKri XOPlivJ"]OJ"] EivOI 100%. 


KmOVOIJIl 
o 6VKOe; KOTOVOtJrie; HIe; KECPTPIO~OVJ"]e; EivOI 7-12 L. 

'EX£I OTTOOEIX9Ei on 11 KECPTPIO~OVJ"] OIEIOOOEI E~Olp£TIKO OTOUe; 10TOUe; KOf TO UVpo TOU OWtJOlOe; tJETO OTTO tJlO 

MOJ"] 1-2 g. ~UYKEVTpWOEIe; KOTO TTOAU OVWTEpEe; OTT6 ne; EAOxIOTEe; OVOOTOATIKte; TTUKVOHITEe; TWV 

TTEPIOOOltpwv TTo90Vovwv tJlKpol3iwv TTOU EivOi UTTEU9uvo AOftJW~EWV, txouv oVIXVW9Ei V'O TTEPIOOOTEpEe; 

OTTO 24 WpEe; OE TTOVW OTTO 60 10TOUe; ri UVpo TOU OWtJOlOe; OUtJTTEpiAOtJ130VOtJtvwv TOU TTVEUIJOVOe;, TJ"]e; 

KOpOIOe;, TWV XOAJ"]CPOPWV oowvlrou riTTOloe;, TWV 0tJUVOOAWV, TOU tJtoou WTOe; KOI TOU PIVIKOU !3AEvvOVovou, 

TWV OOTWV KOI TWV UVpwv, EYKECPOAOVWTIOio, TTAWPITIKO, TTPOOTOTIKO KOI Op9pIKO. 

METa OTTO EVOOcpAt1310 XOPriVIlOJ"] J"] KECPTPIO~6vJ"] OIEIOOOEI vprivopo OTO tJWOKUnaPIO uypo, OTTOU 

OIOTI1POUVTOI VIO 24 WpEe; l3oKTJ"]PIOKTOVEe; OUVKEVTpWOEIe; EVOVTlO TWV woi0911TWV tJIKPOOPVOVI0tJwv (I3AtTTE 

VPOCPIKri TTOpOOTOOJ"]). 


~uvKtVTPWOIl tJW) OTTO 19 Ceftriaxone (mg/l) 
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J..lWOKUnOpIO uypo (TTpOTUTTO OEPJ..lOlIK~~ <puOOAioo<;) 


lUopcUUIJ pc rrpwTc"ivC!: 
H KE<pTpla~oVIl OWJ..lEUETOI aVTIOTpETTTO J..lE Til AEUKWJ..lOliVIl, EVW 11 OE0J..lEUOIl EAanWVETOI I-JE TIlV aU~lloll TIl~ 
OUYKEVTPWOIl<; TTX aTTo 95% O£OJ..lEUOIl v,a OUYKEVTPWOW; TTACtOIJOlO<; <100 mg/l OE 85% OEOJ..lEUOIl Ylo 300 
mg/1. E~alTiOl; TIl~ XaJ..lIlMTEPIl<;; oUYK£vTpwoll<;; OE A£UKWJ..lOlfvll, 11 avaAoyia EAE08EPIl<;; KE<pTpla~ovll<;; OTO 
J..lEaOKUnOplo uypo EivOi aVTioTolXa Ulj./IlMT£PIl aTTO on OTO TTMIOJ..la TOU afIJOlO<;;. 

./Jlciu6UUIJ uc UUYKCKPlpivou!: IUTOU!: 
H K£<pTpla~ovll 01£1000EI OTI<;; lJ~vIYY£<;; TTOU <pAEYJ..laivouv TWV VEOYVWV, TWV !3PE<pWV KOI TWV TTOIOIWV: 01 

OUYK£VTPWOEI<;; TIl~ K£<pTp,a~ovll<;; £ivOi >1,4 mg/l OTO EYKE<paAovwTlaio uypo, 24 WPE<;; J..lETO OTTO £VOo<pA£!3la 

£VEaIl TOU Ceftriaxone OE 060£1<; 50-100 mg/kg (VEOYVO KOI !3PE<P1l aVTioTOlxa). H I-JEYIOTIl oUYKEVTpwOIl OTO 

EYKE<paAOVWTlaio uypo ETTJTUYXOV£TOI TTEpiTTOU 4 WPE<;; J..lETO aTTo Tllv £Voo<pAE!3la XOP~YIlOIl KOI oiv£1 J..lfa J..l£01l 

TIIJ~ 18 mgtl. 0 J..ltoo<;; opo<;; tKTOOIl~ TIl~ OIOxuoll~ OTO EYKE<paAOVWTlafo uypo OE !3aKTIlPlaKr', PllvlyyiTloa £fvOI 

17% TIl~ oUYK£vTPWOIl~ TOU TTACtOJ..lOlO~ K0I4% O£ a08£vEi<;; J..l£ OOIlTTTIl J..lllvlyyinoa. 

LE EV~AIKOU<;; a08£v£i<;; J..lE IJllvlyyfTloa, 11 XOP~Ylloll 50 mg/kg OOIlYEi, Evro<;; 2-24 wpwv, OE OUYKEVTPWOEI<;; 

am £YK£<paAOVWTlafo uypo KOTO TToME<;; <pOPE<;; J..lEyaAUTEpE<;; aTTo TI<;; £ACtX'OT£<;; aVaOTOATlKE~ OUYKEVTPWOEI<;; 

TTOU anaJTOUVTOI v,a TO TIlO KOMl J..lIKpo!3la UTTEu8uva v,a J..lllvlyyfTloa. 


H K£<pTpla~ovll olan£pvo TO <ppaYlJo TOU TTAaKOuvTO KOI aTT£KKpiv£TOI, O£ xalJllAE~ OUYKEVTPWOEI<;;, OTO 

IJIlTPIKO yOAa. 


Mnal3o}\lo...6~ 


H KE<pTpla~ovll O£ IJETO!3oAf~ETOI OUOTIlJ..lOlIKO. Movo 11 EVTEPIK~ XAwpioa Til J..lETOlpEn£1 O£ aVEVEpyOU<;; 

IJ£TO!30AiTE<;. 


ATTiKKP10'l 
H OAIK~ nAaOlJaTIK~ Ko8apol1 EivOi 10-22 mllmin. H VE<PPIK~ Ko8apoll EivOi 5-12 mllmin. 

To 50-60% TIl<;; KE<pTpla~ovll<;; anEKKpiv£TOI avaMoiwTo OTO o0pa, EVW 40-50% amKKpfvETOI avaMoiwTO OTfl 

XOAr;. 

o Xpovo~ 1lJ..llano!3oA~~ aTOu~ EV~AIKE<;; Elval nEpinou 8 WpE~. 

¢JappoKOKIVfJTlKfl OE E10IKOUC; TTAfJeuopouC; 

AafJEvEfC; pE vupplKfl ~ fJTTOTIKfl ouoAE/Toupyfo 

LE ao8£vEi<;; J..lE VE<PPIK~ ri IlnOlIK~ ouoAEIToupyia 11 <papJ..laKoKlvI1T1Kri TIl~ KE<pTpla~ovll~ EACtX'OTO 

Olo<poponolEiTOI Kal 0 Xpovo~ 1lJ..llano!3oAri~ EACtXIOTO au~ov£TOI. Eov unoPXEI J..lOVO olOlapoX,ri TI1~ VE<PPIKri<;; 

AEIToupyia~, 11 aTTEKKplOIl TIl<;; K£<pTpla~ovll<;; ola TWV XOAIl<p0PWV oowv EivOi aU~llI-JEVIl. LE mpimwoll J..lovo 

flnOlIK~<;; oIOlapax~~, 11 VE<PPIKri aTT£KKpIOfl Eival aU~I1J..lEVIl. 


HAIKIWPEVOI 
LE IlAIKIWJ..l£Va OTOJ..la OVW TWV 75 ETWV, 0 J..ltoo~ xpovo<;; an£KKploll~ ElvOi ouvri8w<;; ouo I-JE IpEI<;; <pop£~ , 0 
J..l£oo<;; xpovo<;; 111J1~wri<;; TIl<;; ano!3oAri~ EivOi ouv~8w~ 2 J..lE 3 <pOPE<;; IJEyaAUTEpo<;; ano on O£ vwp00<;; EVriAIK£<;; 
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naJo/a 

LTO vwyva, nEpinou TO 70% HIe:; DoarJe:; aVlxvEOnar aTO oOpa, 

KOla TrJV npLiJTrJ E!3D0l-'ooO ~w~e:;, TO 80 % TrJe:; Marje:; anEKKpivETOI aTO oOpa aMo KOre) TOV npwTo I-'~va 

aUTO I-'EIWV£TOI aE EninEDa napol-'ola I-'E aUTa TWV £vrJAiKwv, 

LE nOiDlo rJAIKiae:; I-'IKpon:pa TWV 8 rJI-'EPWV, 0 I-'taoe:; Xpovoe:; rJl-'l~W~e:; TrJe:; aTTo!3oA~e:; EivOI auv~Swe:; 2 I-'E 3 

<popte:; l-'£yaAlJTEpoe:; ana on aE vwpoOe:; EV~AIK£e:;, 


5.3 npoKAIVIKO O'TOIXdo Y'O Trtv OO'<pOAEIO 

TEPOTOYEVEO'rt 

'Exouv DI£~axS£i I-'EAtTEe:; TO~IKOTrJTOe:; TrJe:; avanapaywy~e:; a£ ~wa, 01 onoi£e:; DEV tDEI~av arJl-'Eia 
El-'l3puOTo~IKoTrJTOe:;, T£paroytv£OrJe:; ~ aVEm80l-'rJTwV £VEPYEIWV oaov a<popa aTrJ YOVll-'OTrJTO KOI TWV 000 
<pOAWV, TrJ ytvvrJarJ ~ TrJV nEpl- KOI I-'nay£vvllnK~ avamu~ll. LTOUC:; mS~Koue:; DEV tX£1 napOlIlPIlSEi 
£I-'I3PUOTO~IKOTIlTO ~ TEpOlOytv£01l 

6. <l>APMAKEYTIKA rTOIXEIA 

6.1 KOToAoyoe; IJE TO EKOOXO 

6.2 AO'uIJ(30TOTIlTEe; 
To Ceftriaxone OEV nptm:1 va npoaTiSnOi a£ OraMI-'Ola nou n£pltxouv aa!3tano orrwc:; TO olaMl-'ara 

Hartmann Kal Ringer. 

BaOl~OI-'£VOI a£ !3I!3Aloypa<pIKte:; ava<popte:;, 11 KE<pTpla~ovll Eival aaO!-'!3arll 1-'£ al-'aaKpivll, 130VKol1uKivll, 

<PAouKOVO~OAIl KOf I-'E TIe:; 01-',voyAuKoaiD£e:;. 


LllaAOI-'OlO nou n£pltxouv K£<pTpra~ovll OEV nptnEI va aval-',yvUOVTOI ~ va npoaTiS£vTOI a£ aMoue:; 

rrapayovT£e:;. EIOIKoTEpa, oraAOT£C:; nou nEpltxouV aa!3tano (onwe:; OlaAUl-'a Ringer's ~ OIOAUI-'O Hartmann) 

o£v nptml va XPIlOlI-'OnOIOOvTOI v,a Tllv avaaOaTOall KE<pTpla~ovlle:; ~ v,a Tllv mparrtpw olaAuall <plaAloiou 

nou tX£1 avaauaTOS£i Yla £voo<pAt!3la xop~Yllall, Myw TOU OTI £ival ouvarov va 0lll-'louPYIlSEi i~lll-'a. H 

K£qJTpla~ovll OEV nptnEI va aval_lIyvO£TOI ~ va XOPIlYEiTOI TOUToxpova 1-'£ OlaAUI-'OTa nou n£pltxouV oa!3tano 

(I3Atm napaypa<pouc:; 4.2,4.3,4.4 Kar 4.8). 


6.3 tUOPKEIO ~wr'ie; 

6.4 IOIOiTEpEe; lTpO<pUA6~EIe; KOTO Til <puAo~1l TOU lTP0'iOVToe; 

6.5 <l>uO'rt KOI O'UO'TOTIKO TOU lTEp,tKTrt 

6.6 00rtyiEe; XPrlO'rte; I XEIPIO'IJOU 
BAtm napaypa<po "LloaoAoyia KOI Tponoe:; xop~Yllalle:;". H aKovll KE<pTpla~ovlle:; nptTT£1 va avaauaTOS£i 
nplv ana Til xp~all· 

Arropp/IJ1IJ rwvauPlVywv/{3£.)..6vwv 
To napaKaTw alll-'£ia Sa nptml va TrJPOOVTOI auaTrJpa aX£TIKa 1-'£ Til xp~all KOI Tllv anopPlll1ll TWV 
auplYYwv Kal aMwv <papl-'aKWTIKwV !3EAOVWV: 
• 01 !3EAOVEC:; Kal 01 aOpIYYEe:; OEV nptn£1 nOTt va ~avaXPIlOll-'onOIOOVTOL 
• Na TonoSnE/TE OAEe:; TIe:; XPIlOlI-'OnolrJI-'EvEC:; !3EMv£c:; a£ tva OOXEio !3EAOVWV (ooXEio I-',ac:; xp~allC:; 
maTonOIIlI-'EVIlC:; aa<paAElac:;). 
• Na <puMaanat a£ Stall Tllv onoia OEV !3Atnouv Kal OEV npoO£yyi~ouv TO TTatOla. 
• npEnEI va ano<pEOynat 11 anopplll1ll TWV XPllatl-'onOllll-'tvwv !3EAOVWV aTO olKlaKa anOppil-'l-'Ola. 
• Na anoppinTETE TO ooX£io aUI-'<pwva 1-'£ TIC:; KaTa Tonoue:; laxuoua£c:; aX£TlKte:; olara~EIe:; ~ aUl-'qJwva 1-'£ 
Tie:; oOllyi£c:; TOU ylarpoO aae:;. 
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Ll6. YEn-E.42S0-J3/4 
(24a) 

Arr6ppllIl'1IJ'1 XP'1a!IJOrrOI'1lJtvwvlqmPlJaKWV TTOU tXEI TTaptAel:1 '1 '1lJl:polJ'1via M7~'1t;; 
H OTT£M:u8£pWO'l <pOpIJOKWV OTO TT£Pll3oMov TTP£TT£I va £J.,OXIOTOTTOI'l8£i. To <pOPIJOKO o£v TTP£TT£I va 
oTToppimovTOI IJ£OW TOU ouoniIJOTo<; OTTOX£TW0'l<; KOI TTP£TT£I va OTTO<P£UY£TOI '1 OTTOPPllV'l OTO OIKIOKO 
aTTOppilJaTO. No XP'l011J0TT01£iT£ TO K081£PWIJ£VO «OUOT~IJOTO ouMoy~<;» £<pooov £ival 0108£0I1J0 OTOV 
TOTTO 00<;. 

6.7 KCtT0Xo() Trl() aO£IO() KuKAocpopio() 

7. API0MOr AI1EIAr KYKA04>OPIAr 

.!L HMEPOMHNIATHr npOTHr AI1EIAr/A~ANEOrHr THr AI1EIAr~KYKA{)4>OPIAr 

9. HMEPOMHNIA THr (MEPIKHr) ANA0EOPHrHr TOY KEIMENOY 

2. To €fluMo 00'lYlwv ylO TO Xp~OTI1 (j)QP\-lOKWTlKWV TTpoToVTWV TTOU TT£PI£XOUV opaOTIKO OUOTOTIK6 
CEFTRIAXONE SODIUM TPOTTOTTOI£iTOI w<; £~~<;: 

4>YMO OI1HrlON riA TO XPHrTH 

1. npOrl110PlrMOr 4>APMAKEYTIKOY npo"iONTOr 

1.1 

1.2 ruv9£a'1 
lJpaOTlKt] ouoia: ceftriaxone sodium 

'EKooxa: 

1.3 4>op.,.oKonxvIKiI J.l0pcpf! 
Kovl<; KOI OlOAUTI1<; YIO £V£OIIJO OloAulJo. 
K6vl<; yla oloAulJa TTP0<; £YXUOI1. 

1.4 n£pl£KTlKOT'1TO a£ OpOaTlKrl ouaio 

1.5 n£plypocpil - auaK£uoaio 

1.6 4>op.,.oKo9£polTEUTIKiI KOT'1yopio 

K£<poAoOTTOpiv£<; KOI ouyy£v£i<; ouoi£<;, KWOIKO<; ATe: J01 0004 

1.7 Ym:u9uvos KuKAOCPOpioS 

1.8 nopoaKEUoaTils 

TI nPEnEI NA rNOPIZETE riA TO 4>APMAKO nov rAr XOPHrHrE 0 rlATPOr rAr 

2.1 r£VIKE() lTA'1pocpopiE() 
H 130KT'lPIOKTovo<; £v£PY£lo TI1<; K£<PTPI0~6vl1<; TTpOKUnT£l ono TI1V ovaoToA~ TI1<; ouv8£011<; TOU TOIXW\-lOTO<; 
TWV KunOpwv. H K£<PTPI0~6v'l £v£py£i in vitro £vavTiov £v6<; wp£o<; <paOIJOlo<; KOTO Gram-apvJ"]TIKWV KOI 
Gram-8ETIKwV IJIKpOOpyOVIO\-lwv. H K£<PTPIO~6vl1 £ivOi TTOAU oT08£p~ OTl<; mpI006T£P£<; I3-AoKTOlJao£<;, 
TT£VIKIMlvao£<; KOI K£<paAooTTopIVOO£<; TWV 8£TIKWV KOI OPVI1T1KWV KOla Gram 130KTJ"]plOiwv. H K£<PTPIO~OVI1 
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/18. YETI-E.4250-JJi4 
(24u) 

£iVOI ouv~8w~ EVEPY~ EvovTiov TWV nOpOKOTW \JIKpo!3iwv in vitro KOI OE KAIVIKt~ AOIIJW~EI~ (!3A£TTE 
"eEpOTTEUTlKt~ EVOEf~EI~"). 

Gram 8ETIKO OEP0I310: 

Staphylococcus aureus (EUoi08t"JTO~ OTIl\JE8IKIMivll) 

Staphylococci coagulase-negative 

Streptococcus pyogenes (!3-01\JOAUTIKO~, OIJOOO A) 

Streptococcus aga/actiae (!3-0IIJOAUTIKO~, OIJOOO B) 

Streptococci !3-aIIJOAUTIKOi (nou OEV OV~KOUV OTI'; O\JOOE'; A ~ B) 

Streptococcus viridans 

Streptococcus pneumoniae 


L:rll.1Eiwon: DAO TO EiOIl OTO<PUAOKDKKWV nou E\J<povil;ouv OVTOX~ OTIl IJE81KIMivIl EivOI aV8EKTIKO Kat OTJ'; 
KEq>OAOOTTOpivE'; OUIJTTEPIAoIJ!3ovo\JtVIl~ Til'; KE<PTPIO~DVIl';· rEVIKO, TO Enterococcus~faecalis,- Enterococcus 
faecium KOI Listeria monocytogenes EivOI OV8EKTIKO. 

.Gram OPVOTJKO m:p6BI0: 
Acinetobacter twoff! 
Acinetobacter anitratus (Kupiw.; A.baumanit)* 
Aeromonas hydrophila 
Alcaligenes faecalis 
Alcaligenes odorans 
Alcaligenes (napoIJolo) !30KT~PI0 
Borrelia burgdorferi 
Capnocytophaga spp. 
Citrobacter divers us (OUIJTTEPIAOIJ!30VOIJEVOU TOU Camalonaticus) 
Citrobacter freundii* 
Escherichia coli 
Enterobacter cloacae" 
Enterobacter aerogenes* 
Enterobacter spp.(oMo)* 
Haemophilus ducreyi 
Haemophilus influenzae 
Haemophilus parainfluenzae 
Hafnia alvei 
Klebsiella oxytoca 
Klebsiella pneumoniae .... 
Moraxel/a catarrhalis (npwllv Branhamel/a catarrhalis) 
Moraxel/a osloenis 
Moraxella spp.(oMo) 
Morganella morganii 
Neisseria gonorrhoeae 
Neisseria meningitidis 
Pasteurella multocida 
Plesiomonas shigelloides 
Proteus mirabilis 
Proteus penneri .. 
Proteus vulgaris 
Pleudomonas cepacia 
Pseudomonas fluorescens 
Pseudomonas Spp.{OAAa)* 
Providentia rettgeri 
Providentia spp.(oMo) 
Salmonella typhi 
Salmonella spp. (IJIl TU<P0EIO~';) 
Serratia marcescens 
Serratia spp.(dMo) 
Shigella spp. 
Vibrio spp. 
Yersinia enterocolitica 
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66YEfl-E.4250-J3!4 
(24a) 

Yersinia spp.(oMo) 

* MEPIKO OTTOllovw8tvTO OTEA£XI"] OUTWV TWV EIOWV Eivol OV8EKTIKO OTI"]V KEqlTPI0~6vl"], TTOU oq>EiAETOI 

Kupiw<; OTI"]V TTOPOYWY~ I)-AOKTOIlOOI"]<; TTOU EivOi XPWIlOOWIlOTlKW<; KWOIKOTTOll"]lltvl"]. 

** MEPIKO OTTOllovw8tvTO OTEA£XI"] OUTWV TWV EIOWV EivOI OV8EKTIKO A6yw TI"]<; TTOPOYWY~<; wpto<; 

q>OOIlOTO<; I)-AOKTOIlOOI"]<; TTOU IlETOl)ll)OsETOI Iltow TTAOOIlIOiou. 


l:Ql.JEiwoO: TTOAM OTEAtXI"] OTT6 TOU<; TTOpaTToVW I.lIKPOOPYOVIOIlOU<; TTOU EIlq>ovisOUV TToAAoTTA~ OVTOX~ IlE 

oMo OVTII)IOTIKO TTX oIlIVO- KOI OUptIOO-TT£VIKIMiv£<;, TTOA0I6TEPE<; KEq>OAOOTTOpIVE<; KOI 0PIVOYAUKOOiOE<;, 

EivOi Woi081"]TO OTI"]V KEq>TPIO~OVI"]. To Treponema pal/idum Eivol woi081"]TO in vitro KOI OTO TT£IPOIlOTOSWO. 01 

KAIVIKt<; tPWVE<; txouv OTTOOEi~EI 6TI I"] TTPWTOYEV~<; KOI OWTEPOYEV~<; OUq>IAI"] tXEI KOA~ OVTOTTOKPIOI"] O'TI"] 

8EPOTT£io I.lE KEq>TPIO~OVI"]. 


EKTO<; OTTO AiYE<; E~OIptoEI<;, OTTol.lovw8tVTO OTEA£XI"] KAIVIKOU P.aeruginosa ElvOI OV8£KTIKO OTqV KEq>TPIO~OVI"]. 


Avo£Po[3lo IJIKpOl3tO: 

Bacteroides spp. (Euoi08I"]TWV OTI"] XOA~)* 


Clostridium spp. (EKTO<; TI"]<; 01l000<; TOU C.perfringens) 

Fusobacterium nucleatum 

Fusobacterium spp.(oMo) 

Gaffkia anaerobica (TTPWI"]V Peptococcus) 

Peptostreptococcus spp. 


M£PIKO OTTOllovw8tvTO OTEAtXl"] OUTWV TWV EIOWV EivOi OV8EKTIKO O'Tl"]v KEq>TPIO~OVI"] A6yw TI"]<; 
TTOPOYWY~<; I)-AOKTOI.lOOI"]<;. 

l:QI..JEiwo!): noMa O'TEA£XI"] I)-AOKTOI.l00WV TTOU TTOPoyouv Bacteroides spp (KUpiwC; B. fragilis) EivOi 

OV8EKTIKO. 

To Clostridium difficile EivOI OV8EKTIKO. 


HWOI081"]0io OTI"]V KEq>TPI0~6vl"] IlTTOPEi va TTPOOOIOPI08Ei IlE TI"] OOKIIlooio OloXUOI"]<; OE OIOKO '1 TI"] OOKlllooio 
OIOAUOf)<; OE oyop ~ sWI.l0 IlE TI"] XPl"]oll.loTToil"]ol"] TUTTOTTOIf)l.ltvwv TEXVIKWV YIO OOKlllooio wOlo81"]0io<; 6TTW<; 
ElvOi OUTt<; TTOU OUVIO'TWVTOI OTTO TI"]V E8vIK~ ETTITpOTT~ YIO TI"]V TUTTOTTOil"]of) TOU KAIVIKou EpyoO'Tf)piou 
(EETKE). 

HEETKE E~towOE TI<; TTOPOKOTW ETT£~I"]YI"]I.lOTIKt<; TTOpOTI"]P~OEI<; YIO TI"]V KEq>TPIO~OVI"]: 

I Euoi081"]TO MEPIKW<; 
EUoi081"]TO 

Av8EKTIKO 

AOKlblOOiO oQoiwoOS; 
:<;:8 16 - 32 ~64 

OVOOTOATIKt<; TTUKVOTI"]T£<; OE mgl/ 

AOKlblooio OloXUOOS; 

~ 21 20 - 14 $13 i(OiOKOI I.lE 30 I.lg KEq>TP10~OVf)<;), 
: OH:lIl£TPO<; swvl"]<; OVOOTOA~<; OE mm 

01 I.lIKPOOPYOVI0I.l0f TTptTTEI va EAtYXOVTOI I.lE OIOKOU<; KEq>TPIO~OVI"]<; Eq>OOOV tXEI OTTOOEIX8£i, I.lE OOKlllooiE<; in 
vitro, OTI EivOI EVEPyoi OTTtvOVTI OE OP10l.ltvo OV8EKTIKo OTEAtXI"] TTp0<; TOU<; OiOKOU<; I.lE KEq>OAOOTTOpivl"]. 
'OTTOU 01 TTpOOIOypOq>t<; Tf)<; EETKE OEV txouv K081"]I.lEPIV~ Eq>oPlloy~, IlTTOPEi va XPI"]0'I1l0TT011"]80uv OME<;, 
OWOTo TUTTOTTOll"]lltvE<; £PIlI"]VWTIKt<; oOl"]yi£<; wOlo81"]0io<; OTTW<; £iVOI OUTt<; TTOU txouv EKo08£i OTTO Tf)V DIN, 
ICS KOI OME<;. 

2.2 EVz)Ei~EI<; 


AOII.lW~£I<; TTOU TTPOKOAOUVTOI OTTO TT080yovo I.llKp61)IO woi081"]TO OTO Ceftriaxone: 


• OI"]TTTIKO OUVOPOI.lO 
• I.ll"]vIyyiTIOO 
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(24u) 

• Nooo<; LYME: T£KIJI1PIWlJtV£<; mpmn.iJo£l<; ooj)op~<; TTPOOj)OA~<; TOU K£vTplKou NWPIKOU LUOT~IJOlO<;, 
TI1<; KOpOIO<; KOI TWV opSpwo£wv. 
• AOII.JW~£I<; TI1<; KOIAIO<; (mpITOViTIOO, AOIIJW~£I<; TWV XOAI1CPOPWV oowv KOI TOU YOOTP£VT£PIKOU OWA~VO) 
• AOIIJW~£I<; TWV OOTWV, TWV opSpwo£wv, TWV IJOAOKWV 1J0piwv TOU otPIJOlO<; KOI TWV TPOUIJOTWV 
• AOltJW~£I<; O£ ooS£v£i<; IJ£ tJ£lwtJtvll oVTiopool1 OTTO TO oVOOOTTOlllTiKO (OVOOOKOlOOTOAlJtVOI) OE 
OUVOUOOIJO IJE OME<; OIJOoE<; OVTlj)lOTlKWV OTTW<; TTX 01J1VOYAUKooiOE<; 
• AOIIJW~£I<; TWV VECPPWV KOI TWV oupo<popwv oowv 
• AOIIJW~EI<; TWV OVOTTVWOTlKWV oowv, 10lOiTEPO 01 TTVEUlJoviE<;, KOSW<; KOI 01 OPNKt<; AOIIJW~EI<; 
• AOIIJW~EI<; TWV YEVVI1TIKWV oPyovwv mplAolJj)OVOlJtvll<; KOI TI1<; YOVOPPOIO<; 
• TTPOEYX£IPI1T1K~ TTpOcpuAO~I1, OTOV IJ£MTE<; OTO VOOOKotJ£io tXOUV OEi~£1 OVTOX~ TWV VOOOKOIJEIOKWV 

OTEAEXWV OTI<; KECPOAOCJTTopiv£<; A' KOI 8' YEV£O<;. 


2.3 AVTEVl)d~£I(; 


To Ceftriaxone aVTEvo£iKVUTOI O£ OOSEVEi<; IJE YVWOT~ UTTEPWOI08110io OTI1V KOll1yopio TWV 

KEq>OAOOTTOpIVWV. AOSEVEi<; TTOU EIJCPovi~ouv umpwoloSlloio OTI1V mVIKIMivl1 IJTTOPEi mioll<; va £[VOI 

OAAEPYIKOi OTO Ceftriaxone. 


To Ceftriaxone ovn:voEiKVUTOI OE OOSEVEi<; IJE YVwaT~ UTTEPWOIOSl1oio OTllv KOll1yopio TWV OVTlj)lOTIKWV 13
AOKTOIJIl<;· 

To VEOYVO IJE UTTEPxoAEpu8pIVOIIJio KOI TO TTPOWPO VEOYVO o£v TTPETTEI va AOlJj)ovouv oywy~ IJ£ K£qlTPIO~ovll. 
M£A£T£<; in vitro to£I~OV OTI 11 K£CPTPIO~OVIlIJTTop£i va £KTOTTiO£1 Til XOA£puSpiVI1 OTTO TI1V otopWO~ TI1<; 1.1£ Til 
AWKWIJOliVIl opou KOI m8ovov va £KOIlAWS£i XOAEpUSPIVIK~ £YKECPOAOTTOSEIO. 

To Ceftriaxone OVT£VOEiKVUTOI O£: 
• npowpo vEOytvvllTO TTPOOOPIJOOlJtvll<; IlAIKio<; IJtXPI 41 Ej)OOIJOOWV (£j)OoIJOOE<; KU1101l<; + 
£j)OOlJoo£<; IJETO Til YEVVI1011) 
• nA~pOU<; KU11011<; VEOytvVIlTO (I1AIKio<; IJEXPI 28 IlIJ£pwv) IJ£: 

'IKTEPO, ~ IJE UTTOOAj)OUlJlVOllJio r'J o~twoll AOYW TOU on 01 TTOSr'JOEI<; OUTE<; ml1pEo~OUV OUOIJEVW<; TrW 
IKOVOTI1TO OUVOEOIl<; TIl<; XOAEpuSpivl1<; 
- E6v OTTOITEiTOI (~ OVOIJEVETOI va XP£I008Ei) 8Epomio IJE OOj)EOTIO ~ EYXUOEI<; TTOU TT£PltXOUV OOj)tOTIO AOYW 
TOU KIVOUVOU Ko8i~l1ol1<; KECPTPIO~OVI1<;-OOj)EOTiou (j)A£m TTOPOYPOcpou<; 2.4 KOI 2.8). 

AVTEVOEi~EI<; OTI1 AIOOKdiVI1 TTptTTEI va AOlJj)OVOVTOI UTT04J11 TTplV TI1V EVOOIJU'jK~ EVEOI1 TI1<; KECPTPIO~OVI1<;, OTOV 
11 AloOKolVI1 XPI10ltJOTTOIEiTOI w<; OIOAUTI1<;. 

2.4.1 rEVIKO 

DTTW<; KOI IJE OME<; KECPOAOOTTOpivE<;, ovocptp811KOV miol1<; oVOCPUAOKTIKt<; OVTIOPOOEI<; IJE OTTOTtAEOIJO 
SOVOlO, OKOIJI1 KOI ov tvo<; 008EV~<; o£v £ivol YVWOTO £ov EivOi OM£PYIKO<; r'J tX£1 EKT£SEI OTO TTop£A8ov. 

KoS£ YPOIJIJOPIO Ceftriaxone TTEPltXEI 3,6 mmol vOlpiou. No AOlJj)OVETOI UTT04J11 OE ooS£vEi<; OE olano IJE 
EAEYXOIJEVIl TTOOOTI1TO vOlpiou. 

'EXEI TTOPOlI1PI18£i OUTOOVOOI1 OIIJOAUTlKr'J OVOIlJio OE oo8£v£i<; TTOU AOlJj)ovouv KEcpoAoOTTOpivE<; 
OUlJmplAOIJ!3oVOlJtvou TOU Ceftriaxone. 'Exouv OVO<PEpSEi ooj)opo mplOTOTIKO OIIJOAUTIKri<; OVOllJio<;, 
oUlJmplAolJ!3ovolJtvwv 80VOTWV KOTO Til OIOPKEIO TI1<; SEpomio<; O£ £Vr'JAIKE<; KOI OE TTOIOIO. E6v 0 008EV~<; 
OVOTTTU~EI OVOIlJio EVW AOlJj)OVEI KECPTPIO~OVI1, 11 OIOYVWOI1 OVOIlJio<; OXETI~OtJEVI1<; IJE KECPOAOOTTOpivE<;, 
TTptml va £~ETO~ETOI W<; EVO£XOIJEVO KOI va OIOKOTTTETOI 11 XPr'J011 TI1<; K£CPTPIO~OVI1<; IJEXPI va TTPOOOIOPIOTEi 11 
olTloAoyio. 

H OIOPPOIO TTOU oXETi~£TOI IJ£ TO Clostridium difficile (COAO) tXEI oVOcp£p8Ei IJ£ Til XPr'J011 OAWV TWV 

OVTlj)OKH1PIOKWV TTOPOYOVTWV, OUIJTTEPIAOIJ!30V0tJtvou TOU Ceftriaxone KOI tJTTOPEI va KUIJOivETOI OE 
OOj)OpOTI1TO OTTO rima OIOPPOIO EW<; SOVOlI1CPOPO KOAiTIOO. H SEPOTT£io IJE ovn!3oKH1PIOKOUC; TTOPOYOVw; 
OMO~EI Til cpuOIoAOYIKr'J XAwpioo TOU TTOXEO<; EVTEPOU, TO OTToio OOllVEi OE umpOVOTTTU~1l TaU C. difficile. 
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To C. difficile napoy£t TO~iv£<; A KOI S, 01 onol£<; aUlJl3oMouv anlv avomu~fJ Hl<; GOAD. H To~ivfJ nou 
napoy£TOI ano aT£AtXfJ TOU C. difficile npoKaA£i au~qlJtvfJ 8VfJOIIJOTfJTO Kal 8VfJTOTfJTO. £q>oaov aUT£'<; 01 
AOlf.lW~£I<; IJnop£i va £ival av8£KTIK£<; aH1V aVTlIJIKpol3laK~ 8£pan£ia Kal m8avov va analTouv KOA£KTOIJ~. H 

GOAD 8a nptml va £~no~£TOI 0'£ OAOU<; TOU<; aa8£v£i<; nou £KOfJAWVOUV Oloppola, IJ£TO ano xp~afJ 
aVTlI3IOTIKWV. EivOi anapalTfJTO TO npOa£KTlKO IOTPIKO laTOplKo, £q>oaov fJ GOAD tX£1 avacp£p8£i OT! 

£KOfJAWvnOi 0'£ Xpovo £W<; KOI 2 lJ~v£<; 1J£H1 TfJV A~ljJfJ aVTll3aKTfJPlaKWV napayovTwv. 

Eov unoPX£1 m8av~ ~ £ml3£l3alwlJtvfJ GOAD, fJ auv£XI~OI-l£vfJ xp~afJ OVTlI310TIK~<; aywytl<; nou O£ aTOx£u£1 
£vaVTIOV TOU C. difficile, m80vov vo TTptn£1 vo olaKOTT£1. nptTT£1 vo yiv£l KOlOMfJAfJ olox£iplafJ uypwv KOI 


fJA£KTPOAUTWV, aUI-.mA~pWI-IO TTPWT£"iVwv, oVTII310TIK~ aywy~ £VOVTlO aTOV C. difficile Kal X£IPOUpYIKr'j 


£KTil-lfJafJ 80 nptml vo Ml30uv xwpo. 


Onw<; KOI 1-1£ oMou<; OVTlI-IIKPOl3loKOU<; napoyovT£<;, IJnop£i va aUl-Il3ouv OVOI-I0AUVa£l<; 1-1£ aV8£KTlKOU<; 

IJIKpoopyavlalJou<;. 

'Exouv napOlfJpfJ8£i 0'£ umpfJxoypocpr'jIJOla TfJ<; XOAfJOOXOU KuaTfJ<; aKlt<; TTOU txouv £PIJ'lvw8£i wcpaAl-ltvo 

w<; XOMAI801, auvr'j8w<; I-Ino TfJ xop~YfJafJ 06a£wv l-I£yaAUT£pwv TWV aUVlaTwlJ£vwV. AUTt<; 01 aKlt<; 0l-lw<; 

£ivOi 1~r'JIJOTO OMTWV aa/3wTiou TfJ<; K£cpTpla~OvfJ<; TTOU £~ocpavI~ovTOI IJno TO TtAO<; r'j Hl oloKonr'j TfJ<; 

8£pon£io<;. l:novlo txouv auaX£Tla8£1 aUTO TO £up~IJOTa 1-1£ aUlJmWIJOTa. Eov 0'£ Konoio n£plaTOTIKO 

£1-I<PovlaTOuv aUl-lmWIJOTO, auvlaToTOI aUVT'lPfJTlKr'j IJfJ-X£IPOUPYIKr'j OVTIIJETWTTlafJ. H OIOKOTTr'j TfJ<; 8£pon£io<; 

IJ£ Geftriaxone aTI<; n£pmTwa£l<; OUTt<; o<pr'jvnal aTfJv KpiafJ TOU KAIVIKOU IOTpOU. 


3. AAAr]A[1Tiopaary J.1E rrpo/6vTO rrou rrEplt.xouvaa{3t.aT/o: 

4. 'Exouv mplypoq>£1 TT£plaTOTIKo 80VOTWV Myw napouaio<; l~fJI-IOTWV K£q>TPIO~OV'lc,-aal3wTiou 

aTou<; nV£UI-I0vE<; KOI TOU<; v£q>pou<; vwytVVfJTWV fJAIKia<; I-IIKpOT£PO TOU 1 I-IfJvo<;. l:£ I-Ila TOuMXlaTOv 

mplmwafJ £IXE XOPfJYfJ8£i K£q>TPIO~OVfJ KOI oa/3taTlo 0'£ Olaq>0p£TIKO Xpovo KOI OTTO OIOCPOPETIKO 

£VOOq>At/310 K08£Tr'jpO. EKTO<; ana Hlv n£plmwafJ TWV vwytVVfJTWV, aTO Ola8tOll-la £maTlll-l0vIKO aTOlx£io 

O£v unopxouv ovocpopt<; nou va £TTI/3£l3olwvouv £VOooYYElaK£<; K081~r'jm;l<; aE aa8Ev£i<; OTOU<; onoiou<; 

XOPfJyr'j8fJKav OlaAUI-IOTO TTOU mpltxouv aa/3taTlo r'j oMo np0"iovTa TTOU mpltxouv oa/3tO'Tlo. M£A£T£<; in 
vitro KOTto£l~av OTI TO V£OytVVfJTO OIOlptxouV OU~fJl-ltvo Kivouvo Ka81~r'jO'£wv K£q>Tpla~OVfl<;-oa/3wTiou 0'£ 

aUYKplafJ 1-1£ OME<; fJAIKlaKt<; OIJOOE<;. 

l:£ OAE<; TI<; fJAIKlaKt<; OIJOO£<; oa8EVWV, fJ KEq>TPIO~OVfJ OEV nptml vo OVOI-lIYVUETOI ~ VO XOPfly£iTOI 
TOUTOXPOVO 1-1£ EVOOq>At/310 OlaAUI-IOlO nou n£pltxouv oa/3£aTlo, aKOlJa KOI ov XPfJOII-I0nOIOUVTOI OIOCPOPETIKOi 
£VOOcpAt/3101 Ka8£Tr'jpE<; ana Olaq>opnlKO afJl-IEia. 
OO'Toao, aE oa8EV£i<; fJAIKio<; IJEYOAUTEPfJ<; TWV 28 rw£pwv, fJ KEq>Tpla~ovfJ Kal oloAUIJOla nou mpltxouv 
oO'/3tano £ivol OUVOTO va xopfJYfJ8ouv TO tva IJETO TO oMo ov XPfJOIl-lonolfJ8ouv K08£Tr']p£<; tyxuafJ<; 
TOn08nfJIJtvoi 0'£ olaq>opETIKO afJlJ£io ~ 01 K08ETr']p£<; oVTIKOTaaT080uv r'] K080pla80uv IJ£TO~U TWV EyxuaEwv 
I-IE q>UOlOAOYIKO oppo, waT£ va anoq>EUx8Ei fJ 0fJl-lloupyia 1~r']IJOTO<;. L£ oa8Ev£i<; nou OlfOlT£iTOI fJ auv£xr']<; 
xop~YfJafJ OIOAUI-I0TWV OAIK~<; napEvT£pIK~<; OIOTPOq>r']<; (TPN) TTOU mpltxouv oa/3ta1l0, 01 A£lTOUpyoi uy£io<; 
OUVOlOV vo M/3ouv unoljJfJ TfJ Xpr']afJ £VOMaKTlKr']<; OV1I/3oKH1PlaKr']<; 8Epomia<; IJE axr']l-I0w Y'o TO onoia OEV 
unoPXEI TTOPOI-IOIO<; Kivouvo<; K08i~fJO'fJ<;. LE mpimwafJ nou fJ Xpr']afJ KEq>TPIO~OVfJ<; Eival onOpaiTfJTfJ 0'£ 

oa8£vEi<; Y'o TOU<; oTToiou<; analTEiTOI auv£xr']<; OAIKr'] napEvTEplKr'] 0IOTpOq>~ (TPN), TO OIOAUIJOTO TPN Kal fJ 
K£cpTpla~oVfJ OUVOTO va XOpfJYOUVTOI TOUTOXPOVO oAM ono OIOq>0PETlKOU<; Ka8nr'jpE<; Ton08£TfJl-ltvOU<; aE 
OlacpopETlKO afJlJ£io. EvoMoKTIKO, fJ xop~YfJafJ TPN IJnop£i va oloKom£TOI KOTO TfJ OlopKEla TfJ<; xopr']YfJafJ<; 
TfJ<; K£cpTpla~ovfJ<; AalJ/30VOVTO<; unoljJfJ TfJ aUIJ/30UAr'] Y'o K080plal-l0 TWV K08nr'jpwv I-IETOf,U TWV XOP'lyr'jaEwv 
(/3Mm TTOpoypOq>ou<; 2.3, 2.4, 2.8). 

'Exouv avaq>£p8Ei O'TTovla nEplO'TOTIKo TTOYKP£OTiTloa<; aE oa8EvEi<; TTOU tAo/3av oywVr'j 1-1£ Geftriaxone, 
TTl80v6v Myw oTToq>pa~fJ<; TWV XOAfJCPopwv. 01 m.plaaoT£pol aa8£vEi<; napouaioaav napaYOVTE<; KIVOUVOU 
y,a moafJ Kal i~fJl-la X0Arlq>6pwv TTX an6 TTpOrWOUIJ£vfJ lJ£i~ovo 8Epamio, ao/3opr'j voao Kal OAIK~ 
nap£vT£pIK~ OIOTpOq>~. llEV IJTTop£i vo anOKA£laT£i KUPIO<; r'j OWT£P£UWV POAO<; TOU Geftriaxone arr] 
o'll-lloupyia 1~r']I-IOTO<; aTO XOArlq>6pa. L£ aol3apr'] V£CPPIKr'] KOI fJTTOTlK~ avmopK£la, fJ ooaoAoyia eo nptTT£I vo 
jJElwvnol aUIJq>wvo IJ£ TI<; XOPfJyoulJ£v£<; auaToa£I<;. 

2.4.2 HAIKIWlJtvol 
ll£v unapxouv IOIOiT£P£<; npo£loonol~a£l<; Y'o TOU<; fJAIKIWjJtVOU<; aa8£v£i<;. 

17 



6l~YEn-E.4250- J3/4 
(24a) 

2.4.3 Ku'1u'1 
H K£(PTPIO~OVf} olompvo TO CPPOYIJO TOU TTAoKOOVTO. H oucpoAEIO KOla Tf}V EYKUIJOOOVf} OEV tXEI TEKIJf}PIW9EI. 
'Exouv 0IE~oX9Ei WAt1£(; TO~IKOTf}TOe:; Tf}e:; ovarropoywYr')e:; OE mlpOIJOlO~WO, 01 OTToiEe:; DEV tOEI~OV of}IJEiO 
EIJ~PUOTO~IKOTf}TOe:;, TEpOloytVEaf}e:; r') ovmI90IJf}TWV EVEPYEltiJV OOOV ocpopo OTf} YOVIIJOTf}TO KOI TWV 000 
cpOAwv, Tf} ytVVllOf} r') TIlV TTEpl- KOI IJETOYEVVllTlKrl OVOTTTU~'l. LTOUe:; m9r')KOue:; OEV EXEI TTOPOl'lP'l9Ei 
EIJ~PUOTO~IKOT'lTO r') TEpOlOytVEa'l. 

2.4.4 roAouxio 
To Ceftriaxone OTTEKKpivETOI OE IJIKpte:; OUYKEVTPWOEIe:; OTO IJIlTPIKO yoAo. 
LUVIOTOTOI VO OiOETOI TTPOOOXr'), OTOV TO Ceftriaxone XOP'lYEiTOI OTl!; IJ'lTtPEe:; TTOU 9'lM~ouv. 

2.4.5 nOlo/(] 

H OOCPOAEIO KOI OTTOTEAEaIJOTlKOT'lTO TOU Ceftriaxone OTO V£OYVO, I3pECP'l KorTTOIOIO EXEI TE1<IJ'lPIW9Ei YIO Tie:; 

ooooAoyiEe:; TTOU mplypocpOVTOI OTO Ar')IJIJO "lloooAoyio". MEAtTEe:; txouv OTTOOEi~EI OTI 'l KECPTPIO~OV'l, OTTWe:; 

KOI IJEPIKEe:; aAAEe:; KEcpoAoOTTOpivEe:;, IJTTOpEi vo EKTOTTioEI T'l xoAEpu9pivIl OTTO T'l AEUKWIJOliv'l TOU opou. 

To Ceftriaxone OE 90 TTPETTEI VO XP'lOlIJOTTOIEiTOI OTO v£Oyva, 1010iTEpo TO TTPOWPO, TTOU txouv u4J'lM 

Kivouvo VO OVOTTTU~OUV xoAEpu9pIVIKrl EYKEcpoAoTT09EI0 (I3Mm TTOPOyPOcpo 2.3). 


KOla T'l OlapKEIO TTOPOlETOlJtV'le:; 9EPOTTEioe:;, £~ETOO£Ie:; YEVIKr')e:; OiIJOlOe:; TTpEml vo yivovTOI OE TOKTO XPOVIKO 
OIOOTr')IJOTO. 

L£ mpiTTTw0'l TTOU XP'lOlIJOTTOI£iTOI AIOOKO"ivf} we:; oloMT'le:;, TO OIOMIJOlO K£CPTPIO~OV'le:; 90 TTptml vo 
XP'lOltJOTTOIOOVTOI IJOVO Ylo £VOOIJUTKr') EVEa'l. 

Ecpooov TO Ceftriaxone IJEPIKte:; CPOPEe:; TTPOKOAEi ~oAIl, 'l IKOVOTIlTO oor')Yf}O'le:; KOI XEIPIOtJOU IJ'lxov'lIJOTWV 
IJTTop£i vo £TT'lPWOT£I 

2.4.7 IOIOin:PEr:; lTP0f.JOOlTOlllUEIr:; V'O TO lTEPIEXOIJEVO EKOOXO 
llEV TTptTTEI VO AOIJ130VETE TO CPOPtJOKO EOV yvwpi~ETE OTI Ei09£ OAAEPYIKOi OE OTTOIOOr')TTOTE OTTO TO 
OUOTOTIKa TOU. 

2.5 AM'1AElTIOpauEIr:; IJE aMo <paplJoKO rl OUUiEr:; 
llEV tXEI TTOPOT'lP'l9£i IJEXPI TWPO I3MI3'l T'le:; V£CPPIKr')e:; Amoupyioe:; IJETO OTTO TOUTOXPOV'l XOP!')Y'lO'l u4J'lAwv 

060Ewv Ceftriaxone KOI TToAU 10XUPWV OIOUPIlTIKWV (TTX cpoupoOEIJio'l). llEV UTTOPXEI OTT60EI~'l OTI TO 

Ceftriaxone OU~OVEI Til VECPPOTO~IKOT'lTO TWV 0IJlvoyAuKOOlOWV. llEV tX£I TTOPOl'lP'l9Ei EvtpYEIO TTOPOIJOIO tJ£ 

EKEiv'l T'le:; oloouAcpIPOIJ'le:;, tJE T'lV KOlOVoAwo'l OIVOTTVEUIJOlOe:; OtJtOwe:; tJETO Tf} XOP!')Y'lO'l TOU Ceftriaxone. 

To Ceftriaxone OEV mpltX£1 N-IJE9uAo-9EIOTETpo~oA'l TTOU oXETi~ETOI tJ£ m90v!') ouoovE~io tJE T'lV 0I9uAIKr') 

OAKOoA'l KOI TO OItJOPPOYIKO TTpoI3Ar')IJOTO OPIOtJtvwv oAAwv KEcpoAoOTTOpIVWV. H TTP0I3EVEKi0'l OEV m'lpEO~EI 


T'lV oTTol3oAr') TOU Ceftriaxone. 

LE tJiO tJEAtTf} in vitro TTOPOlIlP!,)9'lKOV OVTOYWVIOTlKte:; OpOOEIe:; tJE TO OUVOUOOtJO XAWPOtJCPEVIKoA'le:; KOI 

KECPTPIO~OV'le:;. 


No IJ'lv XP'lOltJ0TTOIOOVTOI oloAUTEe:; TTOU mplEXouV ool3Eono, OTTWe:; oloAutJo Ringer's!') oloAulJo 

Hartmannn's, ylO T'lV OVOOOOT00'l CPIOAIOiwv Ceftriaxone r') YIO VO 0POIWVETOI TTEPOlTtpW tva OVOOUOTOtJEVO 

CPIOAiOIO YIO EVOOcpAt1310 xopr')Yf}o'l, OIOTI tJTTOPEi va OXf}IJOlIOTEi i~qlJo. To i~'llJo KECPTPIO~OV'le:;-OOI3EaTiou 

IJTTOpEi miof}e:; va EKOf}Aw9Ei OTOV TO Ceftriaxone oVOtJ1X9Ei tJE OIOAUIJOlO TTOU mpltxouv ool3tono OTf}V iOlo 

EvoocpM1310 yp0tJtJrl xoPr')Y'lolle:;. To Ceftriaxone OEV TTptml va XOP'lYEiTOI TOUTOXPOVO tJE EvoocpM1310 

oloAOIJOlO TTOU TTEPltxouV ool3tOTlO, OUtJTTEPIAotJl3ovoIJtvwv OUVEXWV EYXOOEWV TTOU TTEPltXOUV oo13tOTlO, 

OTTWe:; 'l TTOPEVTEPIKrl olOlpocprl tJtow K09ETr')pO TplTTAoO ouAoO (Y-site). EVTOUTOle:;, OE 009EVEie:; (EKTOe:; TWV 

VEOYVWV), TO Ceftriaxone KOI TO oloAUIJOlO TTOU TTEPltXOUV OOl3tOTIO IJTTOpOOV VO XOP'lYOUVTOI OloooXIKa, TO 

tva IJETO TO oAAo, ECPOOOV 01 ypotJIJte:; EYXUO'le:; ~mAtvovTOI EVTEAwe:; IJETO~U TWV EYXUOEWV IJE OUtJl3OTO 

oloAuT'l. MEMTEe:; in vitro TTOU XP'lOlIJOTTOIOOV TTMoIJo EV'lAiKWV KOI v£Oyvwv OTTO oilJo 0tJcpaAlou Awpou 

EOEI~OV OTI TO v£Oyvo EXOUV OU~'ltJEVO Kivouvo K09i~'l0'le:; TOU oUIJTTMKOU KECPTPIO~OV'le:;-OOI3EaTiou. 


BOOl~OIJEVOI OE I3II3AloypocplKte:; ovocpopte:;, 'l KECPTPIO~OV'l EivOi ooOIJI3Ol'l IJE olJoOKpiv'l, l3ovK0tJuKivf}, 

cpAOUKOVO~oA'l KOI tJE Tie:; otJlvoyAuKooioEe:; KOI YI'OUTO OEV TTptTTEI vo XOP'lYEfTOi OT'lV iOlo OUOKEUr') tJE OUTO. 
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H KEq>TPIO~ovfl I-JTIopEi va tXEI aVETTl8uIJflTfl £TTiopoofl OTflv OTTOTEAWIJOlIKOTflTO TWV OTTO OlOIJOlO<:; 
OPIJOVIKtiJV aVTlouMflTTTIKWV. LUV£TTW<:;. EVOEiKVUTOI fl XP~Ofl OUIJTTAflPWIJOlIKWV (IJfl 0PIJOVIKWV) 
OVTlouMflTTTIKWV IJETPWV KOTCl Tfl OlopK£la Tfl<:; 8EPOTTEfo<:; Kat KOTO TOV £TTOIJEVO IJ~VO IJETO TO TtAO<:; Tfl<:; 
8EPOTTEio<:;. 

2.6 l1oaoAoyia 
L.Uvrje,.,C; oooo},oyfa 
EVrj},IKOI Ka/ TTa/Olli avw TWV 12 wiN 
H auv~8fl<:; ooooAoyio EivOi 1-2 9 Ceftriaxone XOPflyoOIJEVO IJIO q>opd Tflv fllJEPO (Ko8E 24 WPE<:;). LE ooj3opt<:; 
mpITTTwoEI<:;, ~ OE A01IJW~El<:; TTOU TTPOKoAouvTai OTTO IJIKPOOPYOVIOIJOU<:; IJETpla<:; EUOI08flaio<:;, fl ooaoAoyia 
IJTTOPEi vo aU~fl8Ei OTO 4 9 flI.JEPflOiw<:; OlflPfllJtvo aE OUO OOOEI<:;. 

IJ.lapKcla ecpam:.iac; 
H i51dpK£l0 Tfl<:; 8Epomio<:; TTOIKiM£1 avdAoyo IJE TflV E~tAI~fl Tfl<:; a08tvEIO<:;. OTTW<:; OUfJj30iVEI Kat IJE TflV 
oVTlj3iwofl Y£VIKO. fl xop~Yflafl Ceftriaxone 80 TTptml va ouvExi(oal ylO TOuMXIOTOV 48-72 WPE<:; IJETO Tflv 
TTTWOIl TOU TTUpOOU OTOV ao8Ev~ ~ fJETO OTTO OTTOOEOEIYfJtvfl apvflTIKOTToiflOfl TWV KaMIEPYEIWV. 

IJ./lipKCla ecpaTTciac; 
H i5ldpKEla TIl<:; 8EpoTTEfa<:; TTolKiMEI avoAoya IJE Tllv E~tAI~fl H)<:; vooou. OTTW<:; oupj3aivEI IJE Tllv 
OVTIIJIKpoj31aK~ 8EpaTTEia YEVIKd, fl XOP~Yflofl Ceftriaxone TTptTTEI va ouvExi(ETal ylO TOuMXIOTOV 48-72 
WPE<:; fJETd Tflv TTTwofl TOU TTUpOOU OTOV 008EV~ ~ IJETO OTTO aTTooEoEIYfJtvfl apvflTIKOTTOiflOfl TWV 
KaMIEPYEIWV. 

L.UVOuao/Jtv,., ecpaTTcia 
H auvEpYIK~ opdOIl fJETO~U Ceftriaxone Kal afJlvoYAUKOOlOWV tXEI ETTlOEIX8Ei IJE TToMd Gram OPVflTIKO 
IJIKpoj310 KdTW OTTO TTElPOfJ0l1K£<:; OUV8~KE<:;. Av KOI OEV Eival TTOVTOTE OUVOlOV va TTpoj3AEq>8Ei fl OUVEPYIK~ 
i5paofl T£TOIWV ouvouaolJWV, TTP£TTEI va AalJj3ovoai UTT0lJ.lfl OE ooj3apt<:; IJIKpol3laK£C; AOIIJW~EI<:;, OTTOU 
omlAEiTOI fl (w~. E~alTio<:; Tfl<:; q>UOIK~<:; aOUIJI3OlOUjTOC;, TO 000 q>dpfJaKa TTptml va XOPIlYOUVTOI XWPIOTO 
all(; OUVIOTWfJEVE<:; OOOEI<:;. 

Mtf)oooC; xoprjy,.,ol7C; 
KOla YEVIKO Kavova TO OlaAUfJ01O TTP£TTEI va XPflOlfJOTTOIOUVTOI 0fJ£OW<:; IJOO TIlV TTOpOOKEU~ TOUe;. 

Ta ovaOUOTOfJ£VO OlaAUIJ01O OlO1flPOUV Tfl q>UOIK~ Kaf XIlIJIK~ TOUe; OT08EpOTilTO Yla 6 WpEe; DE 8EPIJOKpaoio 
oWIJ01iou (~ 24 WpEe; OE lJ.IuYEio OlOUe; 2·8 DC). To XPwfJa TOUe; KUfJoivETOI aTTo avolKTo we; 

OKOOpO KiTPIVO, TTOU £~opT(lTai OTTO Til OUYKtVTPWOfl Kal TO XPOVO q>UAa~Ile;. AUTO TO xapaKTIlPfOTfKO Tile; 
opaOTIK~e; ouoioe; £iVOI dVEU OllfJaofO<:; OOOV oq>opo OTllv aTTOTEAWfJ01IKOTIlTO ~ Tllv avox~ TOU q>apIJOKou. 

Evoo/JuiKrj tV£OI7: YIO EVOOfJuIK~ £vWIl, 1 9 Ceftriaxone OlaAUETOI OE 3,5 ml OlaAUIJ01Oe; UOPOXAWPIK~C; 
Ali5oKofvfle; 1 % KOI EviETOI l3a810 OTO OWfJa EVOe; 0XETIKd IJEYOAOU fJUOe;. LUVIOTaTat va IJIlV £ViETOI TTOOOTIlTO 
fJEyaMJT£PIl TOU 19 OTO iOlo OflfJ£io. 

To OioAUlJa TTOU TTEPI£XEI AIOOKOlvfl OEV TTptTTEI TTOTE va XOPflYEiTOI Evooq>A£131a. 

EvoocpAt{3la tV£OI7: yla Tflv EVooq>Atl3la tvwll OlaAUoUIJ£ 1 9 Ceftriaxone OE 10 ml OTEipou 00010e; yla 
EV£OIIJO. H EVOOq>Atl3la XOP~YflOIl TTp£ml va yivETOI O£ oldoTllfJa 2 4 A£TTTWV. 

EvoocpAt{3la tyxuol7: fl £yxuoll TTP£TTEI va OlapKEi TOuMXIOTOV 30 A£TTTO. flo Tllv £vooq>At!3la £YXUOfl 
OlaAUOUfJE 2 9 Ceftriaxone OE 40 ml aTTo tva OTTO TO aKoAou8a, dVEU ool3wTiou, OlaAUlJma YIO tyxuoll 
XAWPIOUXO VOTPIO 0,9%, OlOAUlJa XAWPIOUXOU v01piou 0,45% + YAUKO£:Ile; 2,5%, YAUKO£:11 5%, YAUKO£:1l10%, 
OE~Tpdvfl 6% O£ YAUKO£:fl 5%, EYXUOEI<:; uopo~uol8uAIKOU alJuAOU 6-10%, OTEipou 00010<:; Via EV£OIIJO. Ta 
oloAOIJ01O TOU Ceftriaxone OEV TTP£TTEI va OvafJlyvuoVTOI fJE i5laAUfJ01a TTOU TTEPI£XOUV oMa aVTllJlKpol3loKo 
q>oPIJOKa ~ IJE dMou<:; olaAUT£<:; EKTOC; aTTo aUTouc; TTOU TTpoovOq>tp8IlKav, O£OOIJEVOU OTI EivOI i5UV010V va 
UTTOPXEI aOUIJ!301oTflTO. 

IJ.la},UT£C; TTOU TTCPltxouV ao{3toT/o 
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lllaMw; lTOU mplEXouV aoj3EaTlO (lTX olaMjJOTa Hartman I'j oloAujJa Ringer's) OEV rrpErrEI va 
XPI101jJorrolouvTOI Via Tflv avaOUaTaOfl Tile; KEq>Tpla~OVI1e; I'j Via HIV rrEpanEpw apaiwol1 <plaAloiou TO olToio 
EXEI avaOUaTa8Ei Via Evoo<pMj3la XOPI'jVflOI1 AOvw TOU OTI Eival OUVOTOV va 0l1jJIOUPVI18Ei i~fljJa. H Ka8f~fl0I1 
K£(I)Tpla~Ovfle;-aoj3£OTiou jJlTopEi ElTiofle; va oUjJj3Ei OTav fl KE<pTpla~OVfl avalJ1X8£i IJE OlaMjJOTa lTOU 
mplEXOUV aoj3EoTIO OTOV iOlo Evoo<pMj3tO Ka8ETl'jpa. ElTOjJEVWe;, fl w:pTpla~oVfl KOI OloMlJaTO rrou mp'EXOUV 
OOj3EOTIO OEV lTPElTEI va aVOjJlVVUOVTOI I'j va xoprWOUVTOI TOUTOXPOVO (j3Mm lTopOvpacpoue; 2.3,2.4 ). 

IOIaiTEp£<;; ooaoAoYIKt<;; OOllVi£<;; 
AaeEVEi~ f.lE I]TTaTlKt] ouaJ.EIToupyia 

LE a08EVEie; JJE I1lTOT1Kr') 13M1311 , OEV EivOi avaVKI1 va jJEIW8£i fl ooooAovia JJE TI1V lTpoOlT08£Ofl on 
OEV UlTOPXEI fllTOTIKI'j ouoAmoupvio. 

AaeEVEi~ f.lE VEqJpIKt] ouaJ.EIToupyia 

LE 008EVEie; JJE VEq>PIKI'j ouoAmouPvio, OEV EivOi avaVKfl va jJEIW8£i fl ooooAoVio TOU Ceftriaxone ECPOOOV OEV 
UlTapXEI I1lTOTlKI'j ouoAmouPvio. Movo OE mpllTTtiJoEIe; j3aploe; VEcppIKI'je; ovmopK£loe; (K08apol1 KPEOTIVivl1e; 
<10 ml avo AmTo) 11 ooooAovia TOU Ceftriaxone OEV lTpEml va umpj30ivEI TO 2 9 TI1V I1jJEpo. LE mpllTTWOEIe; 
008EVWV JJE ooj3apl'j ouvulTapxouoo VECPPIKI'j KOI I1rrOTIKI'je; ouoAmoupvia, 01 OUVKEVTpWOEIe; Tile; 
K£CPTPI0~6vl1e; OTO lTMojJa lTPElTEI va lTpooolopi~oVTOI OE TOKTO OlaOTl'ljJOTa Kal EVa EivOI arrOpaiTI1TO 11 06011 
lTpEml va lTpooapjJo~ETOI. 

L£ 008£VEie; lTOU Kavouv aljJooluAIOI1 OE xp£la~ETOI oUIJlTAflPWjJOTIKI'j 06011 IJETa TO TEAoC; Trl<;. 'OjJwe; 01 
OUVK£VTpWO£Ie; OTOV opo lTPElT£1 va £AEVXOVTOI Via va K080pi~£Tal Eav £ivOI OlTapaiTI1TEC; 01 pu8jJio£le; Tile; 
ooooAoViae;, mElor'! 0 j3a8jJoe; alTEKKpIOI1e; 0' OUTOUe; TOUe; 008EVEie; IJlTopEi va EivOI 1J£IWjJEVOC;. 

HJ.IKIWf.I£VOI 

01 060EIe; lTOU OUVIOTWVTOI Via TOUe; £VI'jAIK£e; OEV xpEla~ovTOI TpolTolToil1ol1 OE VI1PIOTPIKOUC; a08£v£ie;. 

nmou.J 

Nwyva, /3ptcp'1 Kal TTalOla JltXPI 12 wiJv 
Ta rrapaKaTw oOOoAoVIKa oxr'IIJOTa OUVlaTWVTOI Via xopl'jVl1ol1jJla q>opa TI1V qjJEpa: 

NEOvva (IJEXPI 14 iljJEPWV): I1jJEPI'jOiO 06011 20-50 mg/kg. H fljJ£pl'jOia 06011 va jJl1v umpj3aiv£1 TO 50 mg/kg. 

ll£v £ivOi alTopaiTI1TO va viv£Tal olaxwplOjJoe; IJETO~U lTPOWPWV Kal j3PECPWV JJE lTAI'jPI1 Xpovo KlJllOI1e;. 


To Ceftriaxone aVTEvoEiKVUTOI O£ vEovva (S 28 I1jJEpwv) £OV olTonEiTO! 8EparrEia (I'j OVOIJEV£TOI va alTOiTEiTOI) 

jJ£ Evooq>Mj3l0 OIOAUIJOTa lTOU mplEXouV OOj3EOTlO, oUIJmplAojJj3ovolJEVWV OUVEXWV £VXUOEWV lTOU 

mplEXouV aoj3EoTlo, OlTWe; 11 lTOP£VTEPIKI'j OIOTPOCPI'j E~alTiae; TOU KIVOUVOU Ka8i~11011C; Tile; KEcpTpla~OVile;


aoj3£OTiou (j3Mm lTapavpacpo 2.3). 


NEOVva, j3ptq>11 KOilTOiOla (15I1IJEPWV IJtXPI 12 £TWV): I1jJEPI'jOiO MOil 20-80 mg/kg. 

rIa lTOIOla IJE j3apoe; 50 I'j lTEPIOOOTEPWV KIAwv lTpEml va XPilOljJOlTOIEiTOI TO Ouvil8Ee; oOOOAOVIKO oxl'jjJa lOU 

EVI1AiKOU. 

EvoocpMj3lEe; 06oEIe; ~ 50 mg/kg OWIJOTIKOU j3apoue; lTptml va XOPilVOUVTOI JJE tVXUOI1 OE XPOVIKO OIOOTl1jJO 

TOuMXIOTOV 30 AElTTWV. 


MI]VI yyiTioa 

LE lTEPllTTWOEte; j3oKTflPloKI'je; jJflVlvviTioae; OE j3PECPI1 Kat lTOIOla, fl 8Epomia apxj~EI JJE 06oEIe; TWV 100mg/kg 

(jJEXPI TO jJtVIOlO TWV 4 g). LTilv ouvtXEtO XOPilVEiTOI OUVOAIKI'j 'ljJEpl'jOIa 06011100 mg/kg (jJtXPI TO jJEVlaTO 

TWV 4 9 I1jJEP'loiwe; OI'lPl1lJtvo OE 2 06oEIe;). AlTO Til aTlVjJl'j lTOU 8a avavvwplOTOUV 01 umu8uvol 

jJlKPOOPVOVIOjJoi Kal '1 Euat08110io lOUe;, 11 ooooAovia jJlTopEi va jJEIW8Ei avaAOvwe;. H EAaXlaTl1 OlopK£la Tile; 

8EpOlTEioe; lTOU tOEI~E va Eival OlTOTEAEOjJaTlKI'j E[VOI: 


Neisseria meningitidis 

Haemophilus influenzae 
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Streptococcus pneumoniae 

EVTOUTOI<; 11 auv~81l<; OldpK£la 8(pamia<; (ivai 7-14 rH.Jtp(<; avaAoya tJE TO TTa80yovo aiTIO. 

Lyme Borreliosis 
50 mg/kg tJtXPI TO avtimpo 2 9 OE TTOIOld Kal EV~AIK(<;, XOPflYOUtJEVO tJla <popa Tl"lv fltJ£pa yla 14 fltJ£PE<;. 

rov6ppola (oT(MXfl TTOU TTapdyouv Kal aTEA£Xfl TTOU O(V TTapayouv mVIKIMIVdofl) 
Mia aTTA~ (vootJuIK~ Mall 250 mg. 

npo£YX£JPI1T1Kt7 rrporpulta{11 
Mia tJovaolK~ Mall TWV 1-2 g, avdAoya tJE TOV Kivouvo AoitJw~Il<;, xoprwoutJ(VIl 30-90 AETTTa TTplV Tllv 
ETTtl-'~aoll. i.E Op80KOAIKt<; XEIPOUPYIKt<; ETT(tJ~aaEI<;, 11 1OUTOXPOVIl XOP~YIlOIl TOU Ceftriaxone tJE ~ xwpi<; 5
nitroimidazole, TT-X- ornidazole, tXEI aTTOOElx8(i aTTOTuwtJOlIK~. 

2.7 YTTEpl)oaohoyfa - AVTI~ETWTTlO''1 
i.E mpiTTTwall uTTtp~aoll<; Tfl<; ooaoAoyia<;, J.JTTop(i va EKOllAw80uv vauTia, £tJHO<;, olappola. H 

oUYKtvTpwall TOU <paPl.ldKOU O( 80' tJ(lw8(i tJE altJ00laAuall ~ tJ( TT(pITOva'jK~ oldAuall. /:1(V UTTaPXEI KaTTOIO 

EIOIKO aVTiooTO. H aVTlI.lHWTTlall TIl<; uTT£p~aoll<; TIl<; ooaoAoyia<; TTptml va EivOI aUI.lTTTWl.laTlK~ 


2.8 AVETTleU~'1TES EvtPVEIES 

01 aVETTI8utJIlTE<; (vtpym<; ouv~8w<; Eival ~TTlE<; Kal ~paxda<; OlapKEla<;. 

KOla Til XOP~YIlOIl TOU Ceftriaxone TTapOlflP~8IlKaV 01 TTapaKaTw aVETTI8utJIlTE<; EVtPV(I(<;, TTOU ~1OV 


avaoTpt4JII.lE<; dT( aUTotJOTa (iTE tJHa Til olaKoTTri TIl<; xopriYIlOIl<; TOU <paptJdKou: 

AVETTl8upf/TE<; EVtpYEIE<; ava auarf/pa 

roaTpEvnplKt<; olarapaxt<; (TT(piTTOU 2% TWV mpla1OTlKwv): TTOATWOEI<; KEVWO(I<; ~ OlaPPOICl, vauTia, ttJ(TOI, 

OTOtJOliTioa Kal yAwaaiTloa. 

Alparo}.oYIKt<; o}.}.oll.iJaE/<; (TT(piTTOU 2%): IlwOIv0<pIAia, AWKOTT(via, KOKKIOKUT1OpOTT(via, OItJOAUTIK~ ovaltJia, 

8pOI.l~OKuTTapomvio. 'Exouv ava<pEp8Ei tJ(tJovwtJ£V(<; TTEpITTTwaEI<; fJfl yvwoTli<; OUXVOTIl1O<; 

OKOKKloKunapaltJia<; « 5001mm3

) 01 mpIOaOT(p(<; EK TWV oTToiwv TTapoUOIa081lKaV tJHa OTTO 10 tJEPE<; 

8Epamia tJ( xopriYlloll auvoAIKWV MOEWV 20 g ri tJEyaMT(pwv. 

IJ.EPpOTlKt<; aVT/OpaaEI<; (mpiTTou 1%): E~dv8IlfJa, aM(pYIK~ O(PfJOliTloo, KVllafJ0<;, KviowOfl, oiOfltJO. 'Exouv 

avo<pEp8(i tJEfJOVWtJEV(<; mpITTTWaEI<; tJfl YVWOTri<; auxv6TIlTO<; oo~apwv OEPtJaTlKWV aVETTI8utJIlTWv 

EVEPYEIWV (TTOAUtJ0P<P0 EpD8fltJa, OUVOPOfJO Stevens Johnson ri oDvopofJo LyeIl/TO~IK~ ETTIOEPtJIK~ 


vEKPOAuoll)· 


J.lME<; aTTavlE<; oVE.TTl8upf/n<; E.vtpYE/f.{;: KE<paAaAyfo Kal iAIYYO<;, oU~lltJEVfl OPOOTIlPIOTflTO TWV IlTTOTlKWV 

EV~UfJWV, OUtJTTTWfJOTIK~ Ka8i~1l01l aAOTwv aal3(OTiou T'1<; K(<pTpla~6vfl<; OTfl XOAIlMxo KUOTfl, OAtyoupia, 

oU~llall Trl<; KpEaTlvivll<; TOU opou, fJUKIlTiaoll TIl<; Y(VVIlTIKri<; ooou, TTUPETO<;, piYIl Kat ava<pUAaKTIKt<; ~ 


avo<pUAaKTOEIOEi<; OVTIOpaO(I<;. TT-X- I3poyxoorraofJ0<;. 


i.TTavla, oo~apE<; Kal OE I.l(PIKE<; TT(PITTTWO(I<; 8aVOlIl<pop(<; aVETTl8utJIlT(<; aVTlopaO£I<; tXOUV ava<pEp8(i O( 

TTPOWPO Kal <PUOIOAOYIK~<; KUIlOIl<; vWytVVIl10 (IlAIKio<; tJIKPOT(PIl<; TWV 28 IltJEpwv) 0'10 oTToio XOPIlYri8IlK( 

(voo<pA£l3lo K(<pTpla~ovll KOI oal3£aTlo. Ko81~~OEI<; aAOTO<; KE<PTPIO~ovll<;-oal3wTiou txouv TTOPOlIlPIl8(i 

OTOUe; TTVOJtJ0VE<; KalaTa V(<Ppa post mortem. 0 U4JIlA6<; Kivouvo<; Ka8i~1l01l<; aE vwytvvllTO o<pEiAHOI aTO 

fJlKPO 6YKO aitJOlOe; Kat Tr\V fJ(yaAUT(pO XPOVO IlfJl~W~<; TIl<; KE<PTPIO~oVIl<; 0'( aUYKploll tJE TOU<; EvriAIK(<; 

(I3Atm TTapoypa<pou<; 2.3 KOI 2.8). 


MnopEi va EtJ<PovlaT(i (TTIAoitJw~1l TTOU TTpoKaAEiTOI aTTo tJIKPOOPYOVIOI.JOU<; tJll woi081lTOU<; aTllv 

KE<pTpla~ovll (Candida, aMol fJuKIlTE<;, ~ 6Mou<; OV8(KTlKOU<; I.lIKPOOPYOVIOI.J0U<;). H lIJWOOfJEtJl3poVWOIl<; 

EVTEPOKOAiTloO (ivai tJla orravla aVETTI8utJIlTIl EvtpYEta TTOU TTpOKaA(i101 aTTO TO Clostridium difficile) KOla Til 

OIOpK(la TIl<; 8(pomia<; fJE Ceftriaxone. ETTOfJEVW<;, 11 TTl8avoTIl1O avaTTTu~ll<; TIl<; voaou TTptTT(1 va 

AOfJ136vETOI UTT04Jfl aE a08(VEi<; TTOU TTapOUOIa~OUV olappora KOlOTTIV XOP~YIlOIl<; aVTI!3aKTIlPlaKou 

TTapayovTO. 
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K08i~llall OAOTO<; Kfq)Tpla~ovll<;-oa[3EOTiou tXfl TTapOTIlPIl8fi aTIl XOAIl06xo KuaTIl, Kupiw<; af oa8fvfi<; TTOU 
tAa[3av oywyr'1 I-lf 06afl<; U\vIlAOTfPf<; OTTO Til auvlaTWl-lfvll. Lf TTaIClIO, TTpOOTTTIKt<; jJfA£W; ajfl~av l-l£To[3AIlTI'] 
miTTTwall Ka8i~llall<; jJf fV15o<pAtj3lo xopl']Yllall af oplajJtvf<; I-lfA£Tf<; jJfyaALmpll aTTo 30 %. H mlTTTwall 
q>OiV£TOI va fivOi XajJflAOTfPIl jJf apyl'] tyxuall (20-30 AmTo). AUTI'] 11 mi15poaf') £iVOI auvl']8w<;; 
oaujJTTTwjJmlKI'], oAM af aTTovlf<; TTfplTTTWafl<; 01 Ka81~l']afl<; auvo15fuOVTOI aTTo KAIVIKO aUI-lTTTWl-lara OTTW<;; 
TTOVO<;, vouTia KOI t jJ£T 0<;. H aUjJTTTwjJOTIKI'] 8fpaTTfia auvlaTowl af aUTt<; n<; TTfPITTTWO£I<;;. H Ka8j~llall flVOI 
auvl']8w<; avaOTpt\VljJfl jJf Tf') 15laKOTTI'] Tfl<; Kfq>Tpla~ovll<;;. 

4Jw15ojJfl-l[3pavWOf')<; fVTfpoKoAfTl15o KOI 15IOTapaxt<;; TIl<; TTI']~fl<;;, txouv ovoq>fp8£i aav TToAO arrovlf<;; 
avml8ujJflTf<; fVtpy£1£<;;. 

noM aTTovla tXfl avaq>fp8ff Ka8i~llall TOU q>apjJOKOU ara Vfq>PIKO aWAf')vOpla KUpiw<;; O£ TTalOIO OVW TWV 
TPIWV fTWV 0'10 oTToio fixav XOPflYfl8fi flTf U\vflAt<; IljJfpl']alf<;; 06afl<;; (TTX: .:: 80 mg/kg/f')jJtpo) I'] auvoAIKt<;; 
06a£((; TTOU UTTfpt[301VOV TO 10 9 KOI TTopouaio~av oMou<; TTapoyovTf<;; KlvOuvou-(nx TT£pl0plajJoi uypwv, 
mpioplajJ6 aTO KPfj30TI K.A.TT.). To Yfyov6<;; aUT6 I-lTTOPfl va fivOI aUjJTTTwjJOTIK6 I'] aaujJTTTwjJOTIKO, jJTTOPfi 
va o15flYl']afl af VEq>PIKI'] avmopKEIa KOt EivOi avoaTpE\VII-l0 1-l£T0 Til OlaKoTTI'] TOU Ceftriaxone. 

TomKiC;; aw:m8UW/TEC;; Evipyw:C;;: af aTToVla mpIOTOTIKO, TTopoualCla8f')KOV q>AEj3IKt<; aVTI15poafl<; I-lETa aTTO 
fVOoq>Atj3la xopl']yf')af') TOU q>apjJOKOU. AUTt<;; I-lTTOPOUV va £AaXlaTOTTOlfl80uv jJE apyl'] (2-4 AmTa) tvEOf') TIl<;; 
ouaia<;. 

H fVOOjJU'iKI'] tVEOf') xwpk; 15loAujJa AI150KQ'iVIl<;; fivOi mwouvll. 

MI] qJUa/OAOYIKt~ EpyaaTl]plaKt~ Tlpt~ 
Errfopaal] 0'£: olayvwaTlKic;; OOKIJiaaiE:C;; 
L£ aa8fv£i<;; aTOu<;; oTToiou<;; XOPIlYffTOI Ceftriaxone, 11 oOKljJaaia Coombs jJTTop£f arravla va yivfl lJJW15w<;; 

8£TIKI']. To Ceftriaxone, OTTW<; KOI oMa aVTIj3lonKo, jJTTOPfi va owaEI \V£u15w<; 8fTIKa aTToT£A£ajJOTa aTl<;; 

oOKljJaaif<;; yla yoAaKTO~oljJja. 


Ol-loiw<;;, jJf') fv~ujJmIKE<;; jJ£8015ol TTpoa15loplajJou TIl<; yAuKO~f')<;; ara oOpo jJTTop£i va 15waouv \VW15W<; 8£TIKa 

oTTOTfAtajJara. na TO AOyO aUTO, 0 TTpoaOl0plajJO<; TIl<;; yAUKO~Il<; 0'10 oupa KOla Tfl OIOPKEIO 8fpamia<; jJf 

Ceftriaxone 80' TTptTT£1 vo yiv£ral £v~ujJmIKo. 


2.9 TI TTptnEI va vvwpi~E' 0 aaOEvric; a£ n£pinTwall nou napaA£ilJ.l£1 va nop£' Konola ooa'1 
Eav TTapaAEi\V£T£ jJlO 060' fl , ETTIKOlvwVI']OT£ ajJtaw<; jJ£ TO 8£POTTOVW IOTpO 0 oTToio<; 80' 0'0'<; Ka8015flyl']a£1 
Y'O Til auvtXlaf') Tf')<; 8£paTT£ia<;. 

2.10 T, nptn£1 va vvwpi~£1 0 aaO£vric; Via T'1v IlJ-l£POJ-l'1Via Ari~llC; TOU npoi"ovToS 

Avaypoq>fTOI OTflv E~WT£PIKI'] KOI WWTEPIKI'] auaK£uoala. 

L£ mpiTTTwaf') TTOU fl f')jJEpojJl1via aUTI'] tXEI TTOptA8EI, jJl1V TO XPI101IJOTToll']anE. 


2.11 lOlainpEC; npoq>uAO~EIC; V,a Til qn'Aa~'1 TOU npoi'OvTOS 

2.12 HJ-IEpOJ-l'1via TEAEuTaiac; avaOEwP'1allC; TOU cpuMou OO'1V'WV 
To TTOPOV q>uMo OOllYlWV EYKPI8flKE aTTo TOV E8vIKO OpyavlajJo <t>apjJoKwv aTI<;; 

3. nJ\HPO<l>OPIEr. riA THN OP00J\OrlKH XPHr.H TON <l>APMAKON (YEVIKO) 
• To q>0PjJOKO aUTO 0'0'<; TO tYPO\VE 0 YIOTpO<; 0'0<; JJOVO ylo TO aUYKEKpljJtvo IOTplKO 0'0'<; TTpo[3Arwa. I1f 
8a TTptTTfl va TO 15iV£Tf 0'£ oMo OTOlJa I'] va TO XPI101jJOTTOIEfT£ yla KOTTOla oMf') TT0811al1, xwpf<;; 
TTPOI1YOUjJtvw<;; vo tX£T£ aUjJj3ouA£u8Ei TO YIOTPO 0'0<;. 
• Eov Kmo Til OlapKEIO Tfl<;; 8fpomia<; fjJq>aVla8£i KOTTOIO TTp6j3AlljJa jJf TO q>opjJaKO, fVrjjJfpwaT£ 
ojJ£aw<; TO Ylmpo 0'0'<;; I'] TO q>apl-laKOTTOIO aa<;;. 
• Eov txnE oTTOla15I']TTOT£ fpWTl1jJmlKO yOpw aTTO TI<; TTAI1POq>opif<; TTOU Oq>OpoOv TO q>opjJaKO TTOU 
AalJj30V£Tf I'] XP£IO~EOTf KaAOT£PI1 EVl1jJtpwal1 ylo TO IOTPIKO 0'0<; TTPOj3Mwa jJfl OlaToa£Tf vel ~I1Tl']a£T£ TI<; 
TTAIlPOq>opi£<; aUTt<;; aTT6 TO yrmpo 0'0<;; I'] TO q>ap\JaKOTTOIO aa<;;. 
• ria VO EivOi OTTOTfAWjJmlKO KOI oaq>aAt<; TO q>apjJaKO TTOU aa<; XOPllYl']81lKf 80' TTptTTEI va Aa\Jj3av£TOI 
aOjJq>wva jJE TI<;; o15flyiE<; TTOU aa<;; 068I1Kov. 
• fla TI1V aaq>oAEra 0'0<;; KOI H'IV uYfia 0'0<; EivOi aTTopaiTIlTo vo ola[3oa£T£ jJf TTpoaoxl'] Ko8f TTAl1poq>opia 

• TTOU oq>opa TO q>apjJoKo TTOU aa<; XOPIlYI']8IlKE. 
• NO' olm £iTE 10 0 la TOU AOUT 00, olon 
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I OAAOrwOOUv TO <pOPIJOKO Kor va TO KOTOOT~OOUV mrJ3AoJ3t<; vro TJ'l V UVEio 00<;. :=J 
•• Na IJI1V KPOTOTE <pOPIJOKO TTOU OEV TO XPErO<EOTE TTAtOV ~ TTOU ~OI1 tXOUV A~~Er. 
i. rra IJEyaMTEpQ ao<poM:ro KDOTOTE oAa TO POPIJOKO OE aopoMs IJtpos 1J0KprO OTTO TO TTatOrCl. 

4. TPOnOI AIA0EIHI 

Movo Via NOOOKOIJEIOK~ XP~OI1 


3. 01 OIKOIOOXOI Kat aVTlTTpOOWTTOI UTTOXPEOUVTOI vro TI1V E<POPIJOV~ Hl<; OVWTtpW EVKUKAiou. 

4. KOTomv TWV ovwTipw TTOUEI vo laxuEI 11 UTT' oproj.l. 7866/3-2-2010 EVKUKAIOS TOU EO<1> 

KOIVOTTOlnan: 

Er: ROCHE HELLAS AE H AIEY0YNTPIA AYEn 


AI\AMANA"i. 4 & ~EI\<1>QN 


15125 MAPOY"i.1 ATT1KHL 

Ap. A. KOYTIOYKH 


ATTOi5iKTU; VIO EviPVEIO : 
1rEE0N~Yr 

I\. MEOOVEiwv 136 

155 61 A9~vo 


2.YTT. EPVooio<; ATTaoxoAl1011<; & KorvwvIK~<; npooTOoia<; 

rEVIK~ rpOlJlJOTEio KOIVWVIKWV A0<P0AioEWV 

~1v011 AO<pOAIOIl<; A09tVE10<; & MIlTPOTIlTO<; 

Lraoiou 29,101 10 A9~vo 


(IJE Tllv TTopoKAIlOI1 EVIlIJ£pwoll<; TWV Ao<p0AroTrKwv 

TOIJEiwv TTOU TTOptxouv YVEIOVOlJrK~ nEpi90A4JIl) 


3.naVEM~vlo IOTPIKO LOMovo 

nAOUTOPXOU 3, 106 75 A9~vo 


(IJE Tllv TTOPOKAI1011 EVIlIJ£PWOI1 TWV 

TOTTlKWV IOTprKwv "i.uMovwv TI1<; Xwpa<;). 


4.nOVEM~vlo ct:>OPIJOKEUTIKO LuMoVo 

nErporw<; 134 &Av09lW£pou 

118 54 A9~vo 


(IJE TI1V TTOPOKAIlOI1 EVI1IJ£pwoll<; TWV 

TOTTlKWV ct:>OPIJOKEUTIKWV LUAMvwv TI1<; xwpo<;) 


5.nOVEM~vro 'Evwol1 ct:>OPIJOKOTTOIWV 

NOOIlAEUTlKWV IOPUIJOTWV 

MrxoAoKoTTOUAOU 99, 115 27 A9~vo 


6.IKA-ct:>oPIJ/K~ YTTIlPEOio 

AV.Kwv/vou 8, 102 41 A9~vo 


7.0rA KAooo<; ct:>OPIJOKEUTlK~<; nEpi90A4JI1<; 

nOTl1oiwv 30, 106 77 Ae~vo 


8.0iKO<; NOUTOU nElporw<; 
K.nOAoroMvou 15 
185 35 nErpato<; 

9. OiKO<; NouTou Ae~vo<; 
rAOUOTWVO<; 2 & nOTlloiwv 
106 77 A9~vo 



LlAYEn-E.42S0-J3/4 
(24a) 

10. KtVTPO lltlArJTtlPIOaEWV 
NOaOKOIJEio noiowv ''n.& A. KUPIOKOU" 
11527 rouol 

~U:cDEE 
I\. Baa. rEwpyiou 50 & M. Aaiot; 

15233 XOMVOPI, A8~vo 


12.nOVEM~vlo "Evwatl cDOPIJOK0!310IJtlxovlot; 

AOjJ4Jo 7, 11524 AI.lTTEAOKIlTTOI, A8~vo 


13.LUMoyo AVT/TTWV cD0PI.l0KEUTIKWV Erowv & ErorKOT~Twv 
OMt; TOTO'iOU 
180 XAI.l. E8vIK~t; ooou A8tlvwv-A0l.liot; 
14610 N. EPY8PAIA 

14.llEATio AyopovolJiot; 

nOVETTIaTtllJiou 42. 106 79 A8~va 


15.TEBE - cDOPI.lOKEUTIK£t; YTTtlpwiEt; 

Ay. KWVaTOVTivou 5 

10351 A8HNA 


16.MlllJtAtl LuM6ywv 

(6TTWt; 0 TTivOKOt;) 


EIOTEPIKH AIANOMH: 
1.ll/vatl cDOp/KWV MEAETWV & "EPEUVOt; 
2.ll/vatlll/KWV YTTtlPEOIWV EMyxou npo'i6vTWV 
TIJ~lJo 'EKoOallt; & Kwo. ATTO<POaEWV 
3.rPOlJjJOTEio ETTIaTlll.lOVIKOu LUIJ!3OUAiou EYKpiaEWV 
4.rPOIJIJOTEIO llEUTEP0!3081.l10U ETTIaHllJOVIKOU LUIJ!3OUAiou 
MLI10·2010 
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