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©EMA: KaBopiopog MepiAnyng XapaktnpioTikwy 10U [poidviog kar PUAou Odnyiiv ya 10 Xprotn
PUPUAKEUTIKWY TTROIOVTWY TTou TTEPIEXOUV DpaoTikd cuctatiké CEFTRIAXONE SODIUM

"Exovieg uttOyny:
a) Tig Siardadeig 1n¢ xoivig YTroupyikng ATmopaong AYT3 (a) 83657/2005 "Mept evapudviang 1ng EAAMVIKAS
NouoBeoiag ue Triv avtioToixn Kowvorikh OTov TOHET TNS KUKASYPOPIas ..., TWV QAPUAKEUTIKLIV

TPOIGVTWY, TTOU TTpoopIfovTai yia avBpusTmivi xpRon’,

B) Triv utr’ apiBu.: 43391/23-6-2010 Arégacr Mpotdpou EO® (PEK 1052/Telyog Acutepo/12-7-2010)
«Mepi perapiBaocwg dikannyarog utroypaen amd Tov flpdedpo EOP® T1pog Toug TTPOIOTAREVOUC
dieuBuvoewy EODy.

v) Tn Nvwudreucn Tou EmomuovikoU ZupBouAiou Eykpioewv , Tudpa A” ap. $-163/10-5-2010.

ANOBGAIIZOYME
1. H Mepidnyn XapakmpioTikav Tou Tpoidvrog QapuaKeuTIKUV TTPoidvTwyY TTou TTEpiExouv SpaaTikéd
gucTaTikd CEFTRIAXONE SODIUM rtpoTrotroieitar wg e€ng:
MEPIAHWH TQN XAPAKTHPIZITIKQN TOY MPOIONTOX (SPC)

1. EMMOPIKH ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOX

2. NOIOTIKH KAl NOZOTIKH YYNOEFH
Apaonxi ouoia: KepTpia€ovn ye 11 popen oteipou Sivarpiolxou dAatog

3. PAPMAKOTEXNIKH MOPO®H
Kovig kai DraAuTng yia evéoido didAupa
Kovig yia SidAupa 11pog £yxuan

4. KAINIKA TTOIXEIA

41 Geparreunikég evoeiteig

Nopuséerg Trou TTpokaAouvTal o TraBoyéva pikpofia euaicBnta oto Ceftriaxone:

s ONTITIKG CUVDPOUO

s unviyyinda

» Nocog LYME: texpnpiwpéves TepiTTwioelc coBaphic mpooBoiic Tou Kevrpikol NeupikoU ZuoThparod,
NS KapOIag Kal Twv apbpuiceuwy

» AOIpWEEIG TNG KOIAGEG (TTepiTovinba, AOIMWEEIS TwV XOANPEpwY 05UV KOl TOU YOOTPEVTEPIKOU TWAIVA)

e AOIHWEEIG TWV OOTWY, TWV OPBPWOEWV, TWV JAAGKLIV POPIwV Tou BEQLIATOC KQ) TV TRQUHATWY
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s howwgels o aoBeveig pe pewptvr avridpaon amd 10 QVOCOTOINTIKO {QVOCOKQIAGTAAHEVO!) OF
CUVOUAOHO PE GAAEG OUGDEG QVTIBIOTIKWY OTTWCE TT.X. AHIVOYAUKOOIBEC

s AOIMWEEIS TWV VEQRWVY KO TWV OUPOQOPWY 0BV

¢ AOIMWEEIG TWV aVATIVEUOTIKWY 0BV, 1BIaiTEPa of TTvEUpovViES, kaBwg kai of (IPA/KEC AoiwEeig

*  AOILWEEIC TWY YEVVNTIKWY Opyavwy TTEPIAQRBavVOPEVNG KAl TNS YOVOPPOITS

s TIPOEYXEIPNTIKA TTPOQUAGEN, OTaV HEALTEC OTO VOOOKOMEIO £xouv OEEEl QvTOX TWV VOOOKOUEIGKLIV
OTEAEXWIV OTIC KEQOAOOTIOPIVEG A’ Kot B yevedg.

4.2 Aoooloyia ko TpOTTOC XOPRYNONG

2uvnéng doogoAoyia

EviAikor kar maibid dvw 1wy 12 1wV

H ouvnBng doooAoyia cival 1-2 g Ceftriaxone xopnyoupeva wa opd Tnv nuépd (kGBe 24 wpeg). e coBupbg
TEPITTITWIOEIG, 1] OF AOIHWELIS TTOU TTPOKTACUVTal OTTO HIKPOOPYQVIOHOUG HETPIOS suaioBnoiag, n oocoioyia
HTTopei va augnBei ota 4 g nuepnoiwg Sinpnuéva ot dUo dGoEIS |

Awdpxeia Beparreiag

H Bigpkeia g Oeparrgiag TroiMer avahoyo pe v g§ENgn g vooou. Omrwg oupBaiver pe v
avripkpoBlakn Beparreia yevikd, n xopriynon Ceftriaxone mpémer va guvexi{etar yia Toukdxiorov 48-72
WPES MHETA TV TITWON TOu TUPEToU OTov aoBevr) 1} peTd omd amodedeypévny apvnnikomoinon Twv
KOMIEPYEIIV.

2uvbuaopévn Beparreia

H ouvepyikr) 8pdon perafl Ceftriaxone kol apivoyhukooiduwyv €xer £ndeixBel pe oAAG Gram gpvnmika
HiIXpOBIa KATW QTG TTEIPAUOTIKEG OUVBNKES. Av xai Oev elval TidvTote Suvartdy va TTpoBAL@OEi n cuvepyiknA
Bpaon TéTowv cuvduaopwy, TIpETEr va AapBdvetal umrown ot cofapéc pikpoBiakéc Aoipwéelg, Otrou
amaAeitar i {wr). EEaitiag tng @uoikng aouuBardmnrag, 1o 600 QAapUOKG TIPETIEE VO XOPNyouvTal XwpioTd
OTIg CUVIOTWHEVES DOOEIS.

MéBodog xopriynong
Kard yevikd kavova 1a SIgAUPaTa TIPETTEN VO XPIOILOTIOIOUVTAl QUECWE HETA TRV TTAPACKEUT TOUG.

Ta avacuotapiva BiaAtpata Diarnpouy T QUOIKE Kai XTHiK TOUS oTaBepdTnTa via 6 WpEg ot BEpHoKpasia
Bwuartiou (1) 24 wpeg ot Yuyeio aToug 2 - 8 °C). To XPLHO TOUG KUPGIVETAI OTTO avoiKTo w¢ OKoUpo KiTpIvo,
Tou eEapTaTal OTIO TN CUYKEVTIDWGON KO TO XpOvo QUATENG. Autd TO XapokTnpioTikd TG dpaoTikrg cuoiag
gival aveu onpaoiag ooV agopd OTNY ATTOTEAECHOTIKOTATA ) TRV QVOXT} TOU QapuaKou.

Evdopuikny éveon. yia evdopuikn fveon, 1 g Ceftriaxone dighvetan oe 3,5 ml Diahuparog udpoxAMupIkAg
NiBoxkdiving 1% kai evigTal BaBid OTo Cwpa evOg OXETIKA JEYAAOU PUOG. ZUVIOTATOI va PNy eViETal TTogodtTnTa
peyahutepn Tou 1g oto idio onpeio.

To &idAupa ou TIEpiExer Mdokdivn dev TTPETTEl TTOTE va Xopnyeital EvOoQALRia.

EvoopAéfia éveon. yia 1nv evBopAéBa évean diahboupe 1 g Ceftriaxone oe 10 ml orteipou 0darog  yia
evéagpa. H evBogpAERia xopriynon Trpérel va yiveral o8 BIGotnpa 2 - 4 AeTITWv.

EvoopAéfio Eyxuon: n éyxuon mipémEl va Olapkel TouAdyiotov 30 Aemra. T Tnv evOoQAéBia Eyxuon
Siahoupe 2 g Ceftriaxone ot 40 mi ad éva amd 1a axdiouBa, aveu aofeatioy, DIOAGHATA yia EyXUOT)
xhwpioUxe varpro 0,9%, didhupa yhwprotxou vatpicu 0,45% + yAukddng 2,5%, yAukoldn 5%, yAukoln 10%,
Oegrpavn 6% ot yAuxoln 5%, eyxuoeig udpofuaBuhikoy apurou 6-10%, orteipou Ubatog yia eveéaiua. Ta
SioAupara Tou Ceftriaxone 8ev pErmer va avapiyviovTan pe JIOAUUGTa TTOU TTEPIEXOUV GAAa avripikpoBiaka
pdppaka | pe dhhoug dahdteg ekToC ammd autols TTou TTpoavagepBnkay, dedoptvou o1t givar duvatov va
UTTapyer aoupatornra.

A1aAUTEC TTOU TTEPIEXOUV QOBECTIO

AohG1eC¢ TTOU TEpIEXOoUV aoPeomio (.. OWwAUpata Hartman . OidAupa Ringer's) Ogv mpémel va
XPRCHOTIOIOUVTICH Yia TV avaoUoTacn Thn¢ KEQTPIatovng i yid v TTEpaiTépw apaiwon giakidiou 10 OTTOI0
£xel avaouoTaBe yia evdoeAéBia yoprynon Adyw Tou ot eival Suvardy va dnutoupynBei ilnua. H kadilnon
ke@Tprafovng-acPeoriov pmropel emiong va ocupBel otav n ke@Tpiafovn avaupiyBei pe digAtpara TTou
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TTEPIEXOUV AOBEOTIO aToV iB10 EVOOPAERBIo KaBeTHPa. ETTOPEVWG, N KEPTPIagovn kai SIaAlUATa TTou TTEPIEXOUV
aofeéaTio Sev TTPETTEN va avapiyviovial 1] va xopnyouvral Tautéxpova (BAETTE TTapaypdgouc 4.3, 4.4 kai 6.2).

IS1aiTepeg SoooAoyikég odnyieg
Aobeve ¢ pe nmrarikr) SugA&iroupy a

2& aoBeveig pe nIraTikr) BAAPn, dev eivar avaykn va peiwbei n docoAoyia pe Tnv TpolTTdBecn OT
Oev utrdpxel nramikh ducAgToupyia.

Aobeve ¢ pe veppixkn SuoAsitoupy a

2 aobeveic Pe ve@pikn duoAeiToupyia, dev eival avaykn va peiwbei n docoAoyia Tou Ceftriaxone eqpoécov dev
uttdpxel NTTankr duoAcitoupyia. Movo O¢ TTEPITTTWOEIG BApIdg VEQPIKAG aveTTapkelag (kaBapon Kpeamvivng
<10 ml ava Aemr1d) n dooohoyia Tou Ceftriaxone dev pétrel va utrepBaivel Ta 2 g TNV nuépa. Ze TEPITTTWOEIG
aocBevwv e oORapr] CUVUTTAPXOUOa VEPPIKN Kal NTTaTikr) SUCAEITOUPYia, O CUYKEVTPWOEIS TrG KEQTPIAEOVNG
OTO TTAGOa TTPETTEl va TTpoodiopiovial oe TakTa SlacThpata kal edv gival amapaitnto n doon TpETel va
TTpocapuoleTal.

2¢ aoBeveig TTou KAvouv alpodiUAhion O¢ xpeladetal oupTtAnpwuarikr déan petd 1o 1€Aog Tng. Opwg o
OUYKEVTPWOEIG OToV 0pd TTPETTEl va eAEyXovTal yia va kaBopiletal eav eivalr amapaitnTeg ol puBUIoEIG TG
booohoyiag, £1eIdr) 0 BaBuog amékkpIong G' auToug TOUG aoBeVeiG PTTOPEl va eival PEIWPEVOG.

HAikiwpévol
O1 560EIg TTOU CUVICTWVTAI YIa TOUG EVANIKESG eV XperddovTal TpOTTOTTOINCN O YNPIaTPikoUS QOBEVEIG,
Naidia

Neoyvd, Boépn kai maidid péxpt 12 erwv

Ta mapakdtw d0CoAOYIKA OXAHATA CUVICTWVTAI YIa XOPRynon Hia gopd Tnv nuéEpa:

Neoyvad (péxpt 14 nuepwv): nuepnola doan 20-50 mg/kg. H nuepnoia déon va unv umepPaiver 1a 50 mg/kg.
Agv gival atrapaitnto va yivetar diaxwpiopog HETagl TTpowpwy kat BPe@uiv JE TTARpN XpOvo Kunong.

To Ceftriaxone avrevdeikvutal og veoyvad (< 28 nuepwv) £av arraiteital Beparreia (A avapéveTai va ammaiteitar)
pe evOo@AéBia BiaAupata TTou TEpIEXOUV AOBECTIO, CUPTTEPIAQUBAVOPEVWIV OUVEXWYV £YXUOEWV TTOU
TepiEXoUV acBEoTio, OTTWG n Trapeviepikn diarpon efaitiag Tou kKIvduvou kaBilnong Tng KePTPIaLOVNG-
aoPeoTiou (BAETTE TTapAYpa®o 4.3).

Neoyvd, Bpepn kal Taidid (15 nuepwv HEXP 12 eTwv): nuepRoia ddon 20-80 mg/kg.

Ma maidid pe Bapog 50 A TTEPICOOTEPWYV KIAWV TTPETTEI VA XPNOIPOTTOIEITal TO OUVNBeg BoOOAOYIKS OXrUa TOU
gvnAikou.

Evdo@AéBiec Booelg 2 50 mg/kg cwpatikoU BApoUG TTPETTEI va XOPNYOUVTal HE £YXuon o€ Xpovikd didotnua
TouhdyioTov 30 AeTTTWOV.

Mnviyy néa

Y€ TEPITTTWOEIG PakTnpiakig punviyyindag oe Bpégpn kar TTadid, n Bepatreia apyier pe ddoeig Twv 100mg/kg
(Uéxp! TO MEYIOTO TWV 4 g). ZTnVv OuvEXEla xopnyeital ouvoAiki nuepnota déon 100 mg/kg (péxpt 10 péytaTo
Twv 4 g nuepnoiwg dinpnpévo oe 2 dbdoelg). ATO 1N oTiyur) TTou 84 avayvwpioTouv O UTTEUBuvol
HIKpoopyaviopoi kal n eualoBnoia Toug, N doooAoyia PTTopEi va PEIWBE! avaAdywe. H eAdxioTn diapkeia Tng
Beparreiag TTou £0€IEE va givar atToTeAcoparTikn givar:

Neisseria meningitidis 4 uépeg
Haemophilus influenzae 6 UEPES
Streptococcus pneumoniae 7 UEPEG
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Evrodroig n ouvABng didpkeia Beparreiag cival 7-14 nuépeg avaioya pe 10 Taboyovo aitio.

Lyme Borreliosis
50 mg/kg HEXP! TO QVWTEPC 2 g Ot TTANBIG KA EVIAIKEG, XOPNYOUEVO [Wia 9opa TNV Nuépa yia 14 nuépec.

Fovoppora (0TeAEXN TTOU TTAPAYOUY KA OTEAEXT TToU BEV TTAPAYOUV TTEVIKIAAIVAOT))
Mia amrhnl evdopuikn 56on 250 mg.

lpocsyxeipnrikn mpowlAaén

Mia povadikry 86an Twy 1-2 g, avdroya pe Tov kiviuvo Aofpwing, xopnyouuevn 30-80 Aemrd Tipiv Ty
emipBaon. Ze opBokoMkEg XEIPOUPYIKES ETTEPPAOEIS, n TauTOYpovn Xoprynon Tou Ceftriaxone pe 1 xwpic 5-
nitroimidazole, 7.x. ornidazole, £xer amodexBei arroTeAcopanka.

4.3 AvrevOEiteig

To Ceftriaxone avievdeikvutal oe aoBevel pe  yvwoTh  uTepevaioBnoia oy kamyopia  Twv
KeQuAooTropiviv. AoBeveic Trou epgavifouv uTiepeuanoBnoia oty TevikiAAivny ptropel emTiong va givay
ahkepyikoi oto Ceftriaxone.

To Ceftriaxone avrevdeikvutan o€ aoBEVEIC YE YVWOTR utrepeuaiadnoia otnyv karnyopia Twy aviioTikwy B-
AaKTaLING.

Ta veoyva pe uTTepXOAEpUBpIVaILIa Kat TO TTPOWPQ veoyva OEv TTPETIED va AQuBAavouy aywyn JE kepTpiaovn.

Mehéreg in vitro £Besfav 611 n ke@Tpiafovn JTTOpEl va exToTTioE! T XOAEpUBpivn ama Tnv dEoUEUCH TNG pE TN
AEUKWLATIVR 0poU Kai THBavov va exOnAwBEi XOAepuBpIvIKY eYKEQOAOTTABEID.

To Ceftriaxone avrevdeikvurai Of;

. Mpoéwpa veoyEvvnTa TPOCAPPOCHEVNG nAikiag péxpt 41 eBdouddwv (eBbopddeg kinong +
£Rdopadeg ueTd TN YEVVNIoN)
. MNARpoug xonong veoyévvnta (NAIKiag péxpt 28 nuepuv) He:

- kT1epO, N pe uTooABoupvaiyia 1} offwaon Adyw Tou OTI O TTaBRoEeg auTEG ETTRPEGLOUY BUOUEVWIG TNV
ikavoTnTa oUvdeong TMg XoAepuBpivng
- Eav amarreitan (] avapéverar va xpeiaoBei) Bepareia pe acBEoTio f eyXUOEIG TTOU TTEPIEXOUY QOPBEOTIO Adyw

Tou kiviuvou kaBilnong keerpiatdvrc-acfeoTtiou (BAETTe Tapaypdaygoug 4.4, 4.8 ki 6.2).

AvtevBeiteig ot Aiboxdivn TTpETTel va AapBdvovial utrown Tpiv Trv ev3Bopuikn veon TN ke@Tpratovng, drav
n Adokdivr xpnoworoeitar we SIaAlTng.

44 I5iaitepeg TTROLISOTTOIRTEIG KAl IBIXITEPEG TTPOPUAGEEIC KaTd T XpRoNn
Omwe kar e GAAEg KEQAAOOTIOpIvEG, avagépBnkay €Tmiong avapuAakTIKEG avTiDpATEIG pe OTTOTEAEC O
Bavaro, axbun kar av £vag aoBevng dev gival ywvwoTd £Qv eivar AAAEPYIKOC 1] £XE1 XTEBET OTO TTapeABOV.

KaBe ypappapio Ceftriaxone mepigxel 3,6 mmol varpiou. Na Aaufdvetar uroyn og aoBevelg oe Siaima Je
gAcyxopevn TroooTTa vaTpiou.

‘Exei raparnenBei autoGvoor GINOAUTIKS} avaipia ot aoBeveic TTou AapBAvVouV KEPAAOOTTOPIVES
guutrepithapBavopévou tou Ceftriaxone. ‘Exouv avagepBei oofapd TTepIoTATIKG GHIOAUTIKAG availiag,
oupTrepihapBavoué vy Bavarwy xard ) Sidpkeia g BepaTreiag o eviMxeg kan ot TTaidid. Edv 0 aoBevig
avarrufer avaipia evio AapBave kegrpiatdvn, n didyvwon avaipiag OXeTIJOUEVNG PE KEGOAAOCTIOPIVEC,
TIPETTEN VO £E£TAE TN WG EvBEXOUEVO KaI va SIakOTTTETAN 17 XPHoN TN KEPTPIatovng PEXP! va TTposdioploTEi Nn
aimoAoyia.

H diappoia Tou oxetietal Pe 1o Clostridium difficile (CDAD) éxer avagepBet Le T xprion dAwy Twy
avTiBaknplakwy TTapayoviwy, ouutrepihauBavouévou tou Ceftriaxone xar pmropel va Kupaiveral og
coPBapbTnra amd Ama didppoa twg Bavamedpa koAinda. H Beparreia pe aviiBakmpiakovg TapayovTEeg
oAAGZEl T QUOIOACYIKRA XAWpRIda Tou TTaxEog eviEpou, TO oTToio odnyei ot utrepavamTuén Tou C. difficile.



AAYETT-E .4250-13/4
(24a)

To C. difficile Trapdyei Toiveg A ki B, o1 omroieg cupfdihouv otnv avamrruén tng CDAD. H tofivr Trou
TiapayeTah awd areAéxn Tou C. difficile Tipokahel augnuévn BvnoiudtnTa Kai BvnToTNIY, EQOO0V QUTEC O
AoipwEeig UTTopel va givar avBekTikEg TNV avipikpofiakn Beparreia kai THBavov va amraiTouv kohektour. H
CDAD 8a wpéwer va e€eraletal ot 6Aoug Toug aoBeveig TTou exdnAwvouy SIGppoia, HETA aTré XphRaon
avriBiotikwy. Eivan arrapaitnto 10 TTPOCEKTIKS 1aTPIKG IGTOPIKG, £@ogov n CDAD éxe avaeepBei 6
exBnAWVETON £WC Ka1 2 PAVES PETA TNV AR avTIBOKTNOIOKWY TTApayOVTLLY.

Edv urrapyer mBavn f emBeBaiwpévn CDAD, n ouvexidopevn xpion aviiBioTKAG aywyng TTou de oToxXedEl
evavriov tou C, difficile, mBavov va Trpérrer va diakotrel. [Mpémer va yiver katdhAnAn diaxeipion uypuov kal
NAEKTPOAUTWY, CUNTTANPWUIC TTPWTEIVWY, avTiBloTikA aywyn evavria otov C. difficile xat X£1poupyikn
EKTILNON.

Omweg kai Pe ghhoug avipikpofiakols TTapdyovIeg, UTTopei va GUPBOUV avapoAUvoElS Pe avOEKTIKOUE
UIKPOOPYaVICLIOUG,

‘Exouv TapartnpnBei o uTTEpnXoypa@iuaTa Tng xoAnddxou KUOTNG OKIEG TTOU £X0UV £pUNvEVBE] cOQaApéva
wW¢ XOAOMBOI, cuvhBug ETA TN xopnynon SO0Ewy PEYOAUTEPWY TWV CUVICTWHEVWY. AUTEG OF OKIEG OHWG
eival 1IlApara ardiwv aoBeotiou e keptpiagovneg Trou eEagavidovral PETd To TEAOG 1 TN DIOKOTIH TNG
Oeparreiag e Ceftriaxone. Z1Tdvia £xouv OUOXETIOBE QUTG Ta eupriuaTa PE CUUTITWEATA. Edv o kamoia
TIEQIGTATIKA EUPAVICTOUV CUMTTTWATA, GUVIOTATA CUVTNPENTIKN HN-XEIPOUPYIKA avTipeTwmon. H diakoTr
¢ Bepareiag e Ceftriaxone OTIC TEPITTTWOELIC QUTEG QQAVETAI OTNY KPIOHN TOU KAIVIKOU 1aTpoYy.

1. AAMnAerridpaon pe mpoidvia mou mEpIEXouY aoBEario;

2. 'Exouv meply pa@ei TrEPIoTATIKG Bavartwy Adyw TTapoudiag i{nudtwy keptpiagovng-aofeaTtiou atoug
TIVEOMOVEG KAl TOUG VEQPOUE VEOYEVVITWV NAIKIAG MIKPOTEPNG TOU 1 UNVOC. 2 HIG TOUAGYXIOTOV TTEPITITWION
gixe xopnynoOci keprpiafovn kal aoBEoTio O DIGQOPETIKO Xpdvo Kai ard SiagopeTikd evOoQAEBio xaBetrpa.
EKTO6 a1m0 TNV TTEPITITWOo N TWY VEOYEVVNTWY, 0T DIGBEGIHT ETTIOTNHOVIKG aToIXEia Oev UTTapYOUY
avagopts Trou va emiReBaiwvouy evdoayyeiakic kabilnocig gg aoBeveig oToug oTToioug xopnynonkav
BigAvpara mou mepiExouv aaBEoTIO i GAAT TTPOIGVTY TTOU TIEpIEXOUV aoBEoTio. MeAETeg in vilro katedeiav
om Ta veoyévvnta diarpéxouv augnuéveo kivbuvo kabighoewy KeeTpiafdvng-acBeoTiou 08 oUYKPIOT PE
GAAEC nAiakég opadec.

Ze OAeg TIC nAkiakEég opdde¢ aoBeviv, N Ke@Tpiafovn Oev TIPETEL va avaplyvUeTar 1p va xopnyeitai
TaUTOXpOVA HE evOOPALBIa BIGAUUTTA TTOU TrEPIEXOUV aoBEOTIO, OKOUA KOl Qv XPnoILOTTOI00VTIaN DIGQOPETIKOI
evBoEAL ot kaBethpeg aro diaopeTika onueia,

Qotéoo, of aoBeveiq nAkiog peyahltepng Twv 28 nuepwvy, n keetpiafdvn kai dioAbuaTa TTOU TTEPIEXOUV
aoBéomno eivar duvatd va xopnynBolv 1O £va peTd 10 GAAO av XpnoiuotromBouv KaBethApeg £yxuong
TOTTOBETNEVO! Ot DIQOPETIKG onueia f o1 kaBethpeg aviikaraoTabolv /i kaBapioBolv PETadl Twv eyXUOEWY
HE QUOIoAQYIKG Oppd, WOTE va amogeuxBel n dnuoupyia ICApaTog. Ze aoBeveic Trou amaTeiTal ) SUveEXNS
xopriynon dighupdatwy oAiknig TTapeviepikng diatpon¢ (TPN) TTou mepiéxouv aoBEoTio, ot Acitoupyoi uyeiag
duvatov va AdfBouv utroyn Tn Xprion evaAAakTikag aviBaxkTnpiokAg Beparieiag pe oxnpaTa yia 1a omoia dev
uTT@pxel Tapopoiog kivbuvog kabifnong. e TEPITTIWON TToU N XpRon KeQTpiagovng eival armrapaitntrn ot
aoBeveig yia Toug oTroioug amraiteital GuVEXNS OMKRA TrapevTepikr diarpori (TPN), Ta SicAuara TPN kai n
KeQTPIaLOV duvard va XopnyouvTa Tautdxpova GANG ammd OIaQOPETIKOUS KABETHPES TOTTOBETNHEVOUS OF
SiagpopeTika orpeia. EvaAhakTikd, n xoprnynen TPN prropel va SlokoTrTeTal kata 1 didpkeia g xopnynong
NG KEPTPIAEOVNG AQuBavovTag uTrowr TN CUMBOUAR via kaBapioud Twv kaBeThpuwy HETaD TwV XOpnyRoEwY
(BAéTIe TOpaypagoug 4.3, 4.4, 4.8, 5.2 kan 6.2).

‘Exouv avagepbei omavia mepiotanikd maykpearindag o aoBeveic tmou €AaBav aywyn pe  Ceflriaxone,
mBavov Adyw amogpadng Twv XoAnedpwv. Oi epioodrepol aobeveic Trapouciacav TTapayovTeg Kivduvou
yia otacon kal ignua XoAngopwv Tr.x. armd Trponyoupevn peidova Beparmeia, oofapry vooo Kar OMKN
TTAPEVTEPIKR BlaTpo®r). Aev PTTOpEl va atrokAeloTel kOplog 1 Seutepedwy poAog tou Ceftriaxone ot
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dnpoupyia ¥nparog ota XoAngpopa. e gofapn VEQEIKA Kal NTTATKA aveTrdpkeia, n docoloyia Trpéne va
HEIUVETA! CUHQWVA PE TIC XOPNYOUMEVEC OUCTAOEIC.

H aogaicia kar amroteAcapankotnta Tou Ceftriaxone ota veoyva, Bplen kar Taidia £xel TEKUNPIWOET yia Ti¢
Booohoyieg Trou TrEplypagovTal aTo Mppa "Accoloyia kar 1pOTIOS xopnynons”. MeA£Teg éxouv arrodeife o
N KEPTPIGEOVN, OTTWC KOI PEPIKEG GAAEG KEQOAOOTIOPRIVEG, UTTOPEl VO EKTOTTIOE! T XCAEpUBpivn OTTO TN
Aeukwparivn 1ou 0pou.

To Ceftriaxone ev TTpETTE va XPNOILOTTOIEITa OTA veoyva, 1Biaitepa 1a TTIpdwpa, Tou £xouv upnAo kivBuvo
va avaTTTOEouy XOAepuBpIvikl eykepaAoTrabeia (BAETE Tapdypago 4.3).

Kara m Sidpkeia raparetapévng Beparmeiag, eEeTA0LIS YEVIKNG QipATOC TTPETTE va YIVOVTAl 08 TAKTA XPOoVvIKG
diaoTtriuara.

2e mephmrwon mou xpnoiotroitar Aidokaivny weg DaAdtng, ta dighouata keprpialdvne Tpérer va
XPNOIHOTIOIOUVTQI HGVO YIa eVOOUUIKT £EveEoT).

4.5 AMAemIdpaoeig pe GAAa pAppaKa Kal GAAES pop @i aAAnAeTiSpaarng

Aev £xel TraparnpnBei péxpr Twpa PAGRN TG VEQPIKAG AEITOUPYIaS HETG atTd TauTOXpovn Xoprynon uywniwy
Sooewv Ceftriaxone kai oAU 1oxupov Sioupnrikuiv {T1.X. Qoupocepidn). Asv umdpxer amodeiln ém 10
Ceftriaxone qu&aver 1n ve@poTofikdTnTa TWY QNIVOYAUKOOIBWY. ALV £XE1 TTapatnpnBel Evépyaia Tapouoia Je
ekeivn TG DICOUAQIPALNG, ME TNV KATAVAAWGCT OIVOTIVEULATOS QUECWE HETA Th Xophiynon Tou Ceftriaxone.
To Ceftriaxone dev Tiepitxei N-peBuho-BeioteTpaldin mou oyetifetar pe mBavr) duogaveia pe v aiBuAiki
OAKOGAN Kai TQ QUHOPPAYIKG TIPORARLGTO OPICUEVWY GAAwWY KegohooTropiviy. H mrpofeveoidn Gev
ernpeddel Tnv amofoAin Tou Ceftriaxone.

Ze pio PeATn in vitro TTapaTtnpABNKav aviaywvioTIKEG BpAoElg HE TO CuVOUGOUO XAWPTOUQEVIKOANG ki

KEPTPIagOVNG.

Na unv xpnopotrolouvial SIghUTeG TTou TEPIEXOUV aoBEoTio, 6Ttwg SidAupa Ringer's 1) SidAupa
Hartmannn's, yia tnv avaatartacn @iahdiwy Ceftriaxone ry yia va apaiwvetal TEpanipw Eva avaguoTapévo
@iahidio yia evBo@AEBia xophynon, Sidn urropei va oxnpanoel iinua. To ilnpa kegprpragdvneg-aoPeortiou
HTTopEi eTiong va exdniwBei é1av 1o Ceftriaxone avapixBei pe SigAupara Tou TEpIEXOUV GOBECTIO aTNV iBIa
evOoQAEBia ypauph xophynong. To Ceftriaxone dev périel va xopnyeital Tautdypova pe evbo@AéBia
BIGAGPATT TTOU TIEPIEYXOUV TORECTIO, CUUTTEPIAQLBAVOUEVWV CUVEXWYV EYXUOEWVY TTOU TTEPIEXOUV QOBETTIO,
OMwWE 1y TTAPEVIEPIKT DiaTpo@n pfow kaBetfipa TpimAol auhou {Y-site). Evioutoig, ot aaBeveig (ekTOS Twv
veoyvuw), To Ceftriaxone kai 1a SIGAGATa TTou TrEpIEYouV aoBEoTio utropoly va xopnyouvial diadoyikd, 10
£va pETA TOo GAAO, EQOTOV O1 YpauuES Eyxuang EeTTAEVOVTal EVIEAWS HETAEU TWV eyxUoewy pe cupBard
BIaAOTN. MEAETES in vitro TTou XpnoIUOTTOIOUY TTAGONA eviAIKWY KaI veoyviuy amrd aipa opgdAiou Awpou
£0a1IEav 611 TG vEOYVa £xouv auinuévo Kiviuvo kaBifnong Tou oUPTTAOKOU KEQIpIaEOvnG-aaBeaTiou.

Baoilopevor oc BiBhoypagikés avagopés, n ke@TpiaEdvn civar aovufarn pe ouoakpivn, Bavkopukivi,
AoukovaloAn Kat HE TIG GHIVOYAUKOGIDESG Kat YI'auTd Oev TTPRETTEl va Xopnyeital otnv idiIa ouokeun pe auta.

H keerpiotovn pmropel va éxer avemBuuntn emidpaon oMV amOTEALOUATIKOINTO Twy amd oToUaTog
OPMOVIKIDV  QVTICUAANTITIKUIYV,  ZUVETTWG, EVvOEikvUTal 1) XProN CUPTTANPWUGTIKGY (U] OPHOVIKWY)
QVTICUAANTITIKWY PETPWY KaTd Tn Bidpkeia NG Beparreiag Kai Kard 1oV eTTOUEVO Piva HETA TO TEAOG TNG
Beparreiag.

4.6 Kénon kai Mahouyia

Kunon

H kegrpiagovn Siarrepva 10 @payud Tou TAakolvTa. H ag@dAeia katd tnv eykupooUvn Bev £Xel TEKUNPIWBE.
‘Exouv dietaxBei peAéieg TofikdTNTIOC NG avamapaywyng ot mepapardlwa, o1 onoieg dev Edeitav onpeia
EUBPUOTOEIKGTNTAG, TEPATOYEVEDNS ) QVEMBUPNTWY EVEPYEIWV 00OV aPopa OTR yoviuoTnta kai Twyv 0o
QUAWYV, TN yévvnon A Tnv TEPI- KAl PETAYEVWNTIKG avattuén. Ztoug mBnkoug dev €xel rapartnpndei
EUBPUOTOEIKOTATA N TEPATOYEVEDT).
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lNaAouyia
To Ceftriaxone OTeKKpivETAl OE PIKPEG CUYKEVTIPWOEIG OTO HNTPIKS YAAQ,
Tuviotdra: va didetal Trpogoxn, 01av 1o Cefiriaxone Xopnyeital OTIg UNTEPES KATA TH YaAouxid.

4.7 Emidpaon ornv ixavotnTa odiiynong Ka YEIpIONos gnXaviHarwy
Epbéoov 10 Ceftriaxone pepikeg QOPEC TIPOKAAE! {AANR, n IkavoTNTa odYNoNg Kol XEIGIOHOU HnXaVNHATWwyY
HTIOPEl VO ETINPEQOTEL

4.8 AvemmiBOunTeg EVEPYEIEC

O1 avemBUUNTES £VEPYEIES CUVRBWE eival NTTiES Kat Bpaxeiag Sidpkeiag.

Kara 1 yophynon tou Cefiriaxone trapampnienkav o TTApaxkaTw avemBOunTeg evEQYEIEG, TTou fTav
ovaoTpEWipeg £ite auTOpaTa €iTE PETA TN BIGKOTTA TS XOPAYNONS TOU QOPUAKOU:

AVEmIBOUNTEC EVEPYEIES avd CUOTHA

raorpevrepikés diarapay €S (repimou 2% Twv TTEPICTATIKWY): TTOATWOEIS KEVWOoELg 1) Bidppoia, vauTia, EUETOL,
oropaTinda ka1 yawooinda.

AaroAoYikéS aAroiboeig (Trepitrou 2%): nwoivogiAia, AEUKOTTEVIA, KOKKIOKUTTAPOTTEVIA, QiOAUTIKY avaiuia,
BpouBokutrapomievia.  ‘Exouv  ovoQepBel  HEMOVWHEVES  TTEPITTTWICEIC N YWWOTAG  OUXVOTRTAG
OKOKKIOKUTTapaipiac (< 500/mm’) ol TIEPIoOOTEPES €K TWV OTTOIWY mapovcidadnkay peta omo 10 uépeg
Beparreia pe xophynon cuvolikwy Booewv 20 g 1} HEYaAUTEQWIV.

Aspuarikés avridpdoeis (Trepimou 1%): egavenua, arrepyixn depuarinda, kvnopdg, kvidwor, oidrnua.

‘Exouv ava@epOel PEUOVWHEVES TIEPITITWOEIG 1IN YVWOTNS OUXvaTNTas ooBaptov SEPHATIKWV QVETTIBOUNTWY
gvepyeIWV (TTOAUUOPEO £pUBNnua, ouvdpopo Stenens-Johnson A oovdpopo Lyellitofikh emdepuikn
vekpdAuo).

AMEC omraviec avemBuunTeC evépyere: KEQUATAYia Kol iMyyoS, QUENUEVES TIMES Twv NTTATIKWY evIUHWY,
CUPTITWHATIKR KOoBIZnon ahdtwy aoPeoTtiou g kepTpIagovng oTr xoAndoxo kuoTn, oAiyoupia, avénon Tng
KPEQTIVIVIC TOU OpoU, PuknTiaor 1ng Yevvnrikig odol, TTupeTds, piyr Kai QvaQuAGKTIKES 1] avapuAaxToeideiG
avndpacelg, T.X. PPoyxXooTTaouo.

Imavio, OoBapEG Kl OF PEPIKES TTEPITTOEIS Bavarneepeg avermBiunTeg avridpdoeig £xouv avagepBei ot
TTEOWPR KAl YUOICADYIKAG KUnong veoyévvnra {nAikiag pikpoTepng Twyv 28 nuepwv) 01a OTroia Xopnyronke
evlogAiBia kegrplaéovn kan aoféomo. Kabilnoeig aharog kegipialdvne-acBeoriou £xouv mapatnpnBei
OT0Ug TIVEDUOVES KOt OTa vEQPPd post mortem. O vynhog kivBuvog kabidnong o veoyévvnta ogeiketal oT0
UIKPG OyKO QiaTog KO TOV PEYOAUTEPO XPOVo Nuiwrg g KEQTpIofOVNg O GUYKPION HE TOUC EVRAIKES
{BAéTre Trapaypdgouc 4.3, 4.8 & 45.2).

Mmopei va gugavioTel emAcipwEn TTOU TIPOKOAEITQl AT UIKPOOPYAVIoUOUS Wry eudiobnrougc oOTnv
ke@Tpiafovn (Candida, GAAoug PUKNTEG, 1} GAAOUG avBekTIKOUG piKpoopyaviopouc). H weulopeuBpaviadng
eviepokoAinda gival pia oTTGvia avemBuunTr EVEPYEID TTOU TTpokaAcitar arrd 1o Clostridium difficile xar&
Oigpkeia TG Bepareiag pe Ceftriaxone, Emopévwg, n mBavornra ovomruéng g vogou TIpETTEL va
AapBdverar uttOwn ot aocBeveig Trou  TTapoucidfouv DIAPPOIa  KATOTIIV  XOpRynong aviiBakInpiakou
TTapdyovIa.

Ymrpgav pepovwpiveg avagopts TTaykpearindag.

YeuBopeuPBpavwdng eviepokoAimda ko diotapaxés g TAEng, £xouv avagepBel w¢ TIOAU OTTAViES
QVETIIBUNINTEC EVEPYEIEG,.

MoAu omavia £xe1 avagepBef kabifnor Tou PapuaKoy OTO VEPPIKE CWANVAPIS Kuplwe o TTaIdd Avw Twv
PV ETWY OTO OTToIa Eixav xopnynbBei eite uynAég nueproieg Hooeig (11.X. > 80 mglkg/nuépa) i ouvolikéig
Béogig Tou utrepéPaivav 1a 10 g Kai Tapoudiadav GAoug TTapayovieg KivOUvouU (Tr.Y. TIEPIOPICHOI Uy puv,
TIEQIOPIONG OTO KPERATI KA.}, TO yEyovog auTtd PTTORET va £ival CUPTITWHATIKG 1} AOUUTITWHATIKO, PITOPE
va 00nynoEl O VEQPPIKA QveTTapkeia kal eivar avaaTtpéyipo perd 1y Siakorr Tou Ceftriaxone.

KaBi¢njon dAarog ke@rpiagdvne-aopectiou £xel TraparnpnBel otr XoAndoxo kUoTn, Kupiwg ot acBeveig Trou
éAapav aywyr) pe 86otig VYNAGTEPES Q1T T CUVIOTWYEVT]. Z€ TTarBIq, TTROOTITIKES PEAETEG £Bei€av YeTaBAnT
emiTTTWOoN xabinong pe evioPALBia XopAynorn ot opiopéveg MEAETES peyahutepn amrd 30 %. H emimrwon
gaiveral va eival xaunAotepn we apyry fyxuon (20-30 Aewrd). Aut n emidpacn cival ouvABuwg
QOUPTITWHATIKY, OAAG OF OTTAVIEG TIEPITTTWOLIS O KaBIZNOoLIC cuvobEDOVTAl OTTO KAIVIKG CUPTITWUATA OTTWG
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TTOVOG, vauTia Kar £petog. H ouutwparnks Bepameia cuvicTatar o€ auTég TIg TEPITTTWOEG. H xaBilnon eivo
ouVABWIC avaoTpEiur PE Tn BIIKoTTA TG KEQTPIALOVNG.

TOMKES QveEmBUUNTES EVEPYEIES. OE OTIAVIA TIEPIOTATIKG, TTApOUCIGaOnNKav QGALBIKEG avTIDPAoEIC PETG aTTd
evBoQAEBIa X0prynon Tou Pappakou. AUTEG PTTOPOUV va £AOXICTOTTOMBOUV PE apyn (2-4 AeT1d) éveon Tng
ouaing.

H evdopuikn évean xwpic dichupa Adokdivrg eivar etrobuvry.

Mn QuUOIOAOYIKEC EPYaOTNPIaKES THIES

Enidpaacn o€ diayvworikés Sokiuaoies

Ze aoBevelg oToug otroioug yxopnyeitar Ceftriaxone, n Sokipacia Coombs utropei omdvia va yivel yeudiig
Bemixf.  To Ceftriaxone, 01wg kai GAAa avriBlotika, prropei va dwoer Peudwg BeTikG amoTEAETLATA OTIG
dokpaoieg yia yohakrocaipia.

Ouolwg, un evlupankig peBodoi TTpoadiopiopoy Trg YAUKSLNG ota olpa prropel va dwoouv yeudwg DeTikA
amoreAéopata. Mg 170 Adyo autd, o Trpoodiopicuds e YAUKOEnNg oTa olpa kard T didpkeia Bepateiag pe
Ceftriaxone mpémel va yiverai eviupaTixg.

4.9 YmepSoooloyia

2¢ epitrwon utrépRacong 1ng Soooioyiag, ptropti va exdnAwoiy vauria, £uetog, diappoia. H
CUYKEVTPWON ToU apuadxou Ot Ba peiwBei pe aipobidhuon 1) pe trepirovaikn SidAuot. Aev uTTapyE! kATToIo
eidikd avridoro. H avriyetwmon g utrépBacng Tng dogohoyiag TTPETTEL va Eival CUHTTTWLIATIKI.

5. DAPMAKOAOTIKES IAIOTHTEY

51 Pappakoduvapikég 1I510TnTEG

H PaxTnPIoKTOVOS EVEPYEIR TNG KEQTEIGEOVNG TTPOKUTITEI QTTO TNV QVAOTOAL TNG CUVBEONS TOU TOIXWHATOC
TWV KUTTApwyv. H Keprpiafdvn evepyei in vitro evavriov evog euptog @acpatog kard Gram-apvnTikKwy Kal
Gram-BeTiktyy  pikpoopyaviopwy.  H kegrpiagdvn eivar TTOAG oTabepn 0TI TEPICGOTEPEG B-AOKTAPGOES,
TIEVIKIAAIVGOES KOt KEQOAOOTIOPIVACEG Twy BETIKWY Kal apvnTikwy katd Gram RBaktnpidiwy. H kegrpiagdvn
givar guviBwg evepyr} evavriov Twv TIOPOKATW WIKPOPBIwWY in vitro xai Ot KAWVIKEG AOIpWEEG (BAETTE
"OepaTTEUTIKES EVDEILEIC).

Gram 6enika aspofia

Staphylococcus aureus (euaioBnTog oTr HEBIKIAAIVN)
Staphylococci coagulase-negative

Streptococcus pyogenes (B-aiyohuTikég, opada A)
Streptococcus agalactiae (B-aipgoAuTikog, ouada B)

Streptococei B-awoAuTikoi (Trou Sev aviikouv oTig ouddec A 1y B)
Streptococeus viridans

Streptococcus pneumoniae

2nueiwon: Oha 1a €idn oTaQPUAOKOKKWY TToU elgavifouv avroxrn oOTh HEBIKIAAIVR gival avBeKTIKG Kat OTIg
KepaAooTropiveg oupuTiEpraapBavopévng e kepTpialovng. Tevika, 1a Enterococcus faecalis, Enterococcus
faecium xai Listeria monocytogenes givai avBekTIkg.

Gram apvnnixa aspofiia:

Acinetobacter twoffi

Acinetobacter anitratus (kupiwg A.baumaniiy*
Aeromonas hydrophila

Alcaligenes faecalis

Alcaligenes odorans

Alcaligenes (Trapouoia) Baktapia

Borrelia burgdorferi

Capnocytophaga spp.

Citrobacter diversus (oupunriepidapBavopévou tou C.amalonaticus)
Citrobacter freundii*

Escherichia coli

Enterobacter cloacae*

Enterobacter aerogenes™
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Enterobacter spp.{(GAAQ)*
Haemophilus ducreyi
Haemophilus influenzae
Haemophilus parainfluenzae
Hafnia alvei

Klebsiella oxytoca
Klebsiella pneumoniae **
Moraxella catarrhalis (1rpwnyv Branhamella catarrhalis)
Moraxella osloenis
Moraxella spp.{GAAQ)
Morganella morganii
Neisseria gonorrhoeae
Neisseria meningitidis
Pasteurella multocida
Plesiomonas shigelioides
Proteus mirabilis

Proteus penneri *

Proteus vulgaris
Pseudomonas cepacia
Pseudomonas flucrescens™
Pseudomonas spp.(aAha)*
Providentia rettgeri
Providentia spp.{GAAQ)
Salmonelia typhi
Salmonella spp. {(ury TUQOEIBHC)
Serratia marcescens
Serratia spp (AAAQ)

Shigella spp.

Vibrio spp.

Yersinia enterocolitica
Yersinia spp.(GAAa)

* Mepixd OT1EAEXN QUTWV TwV EI0WY eivar avBexTIKG OTNV KePTRIa&dvn, yeyovoS TToU OQEIAETal KUpiwg
OV TIAPaywyt} B-AQKTOUACHE TTOU Eival XPWHOCWHATIKWG KWOIKOTTOMPEVN.

b MepikG OTeAéyn autwv Twv bWy eivar avBekTIKG Adyw TnG TTapaywyns £upéog @douarog B-
Aakrapaonc trou peraBiBaletal ptow mAaomdiwy.

Znueiworn:. TTOAG OTEAEXN QTTO TOUG TTaPaTrdvw PIKPOOPYAVIoHOUS TTOU £U@avifouv TTOAAQTTAY avioy!] HE
aMa avTiBloTikG Tr.X. Quivo- Kai OUPELIBO-TIEVIKIAAIVES, TTOAQIOTEREC KEPUAOOTIONIVES KO QuIVOYAUKOOIDEC,
givas euaioBnia otnv keetplatévrn. To Treponema pallidum gival euaioBnTo in vitro kal ota TTEPapaTodwa.
O1 kAIVIKEG €peuveg Exouv aTTodeifel o1t np TTPWTOYEVAC KAl SEUTEPOYEVNG TUQIAN EXEl KOAR) QVTATTOKQION OTN
Bepareia ue keQTpIagovN.

Ex16¢ amrd Aiyeg eEaiptosig, Ta oreAéxn P.aeruginosa sivan avBekTIKA oTrVv ke@Tpiagovn,

Avaepofia pikpofia.

Bacteroides spp.*

Clostridium spp. (ex16¢ TnG opadag Tou C.perfringens)
Fusobacterium nucleaturn

Fusobacterium spp.(aGhAa)

Gaffkia anaerobica (Trpwnv Peptococcus)
Peptostreptococcus spp.

* Mepika oteAéyxn autwv Twy abwv givar avBekTika oty Ke@Tpiafdvn Adyw NG Tapaywyns B-
Agkrapdong.

Zneiworny:

MoAAd oreAéxn B-Aaktapaowv TTOU TTaPAyouv 14 OTeAéxn Bacteroides spp (kupiwg B. fragilis) eivan
avBexTIKG.

To Clostridium difficile eival avBexTIKO.
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H euaioBnoia otnv kegrpiagovr prropei va TrpoodiopioBei pe T doxpaoia didyuorc oe dioko 1 1 Sokiuagcia
didhucng oe dyap N JWEG HE TN XPNOILOTTOINGT TUTTOTTOINUEVILY TEXVIKWY Yia dokipacia euaiodnoiag 6mwg
givar QuTEG TToU ouvioTwvTal amrd Tnv EBvikry Emmitpor yia tnv Tutrotroinon tou Khivikou Epyaornpiou
(EETKE).

H EETKE £££5w0g Tic TOpaKATW ETTEENYNUATIKES TFAPATNPARCEIS YiQ ThY KEQTMGESVN:

EuaioBnro Mepikwg AVBEKTIKG
guaioBnro

Aokiyaocia apaiwong
AVAOTAATIKEG TTUKVOTNTEG O€ Mg/l <8 16 - 32 > 64
Aoxiuagia didyvaonc
(Biokor pe 30 ug kepTpIatdvng),
BIAUETPOC {UIVNG QVACTOAC O¢ >21 20- 14 <13
mm

Or pixpoopyaviopol TTpETTel va eAbyyovral pe Biokoug KEPTPIagdvng epdoov £xel atrodeixBei, pe Sokaoies in
vitro, 61 eivar gvepyol aTrévavTi OE OpIoPEVa OVBEKTIKG OTEAEXN TTPOG TOUG BIOKOUS LE KEQAAOTTIOPIVN.

Orou ot rpodiaypagéc 1ng EETKE Jev £xouv KaBnuepivry £Qapuoyn, PTropei va XpenotuotromBouy dAAeC,
OWOTA TUTTOTTOIMUEVES £pUNVEUTIKEG oBnyieg evaioBnoiag OTTwC eivar QuTég Trou €xouv exBoBei amd v DIN,
ICS ka1 GAAeg.

5.2 PDappPakoKIVNTIKEG IBIOTNTEG
H @apuaKoKIvVITIKI TNG KEPTPIAgOVNG Eival PN-YPARMIKA KOl OAEG Of BaOiKEG QAPPAKOKIVITIKES TIGPALIETPOI,
£KTOC amrd 10 Xpovo nulwig, civar boooeapTwieveg £av Bacilovial O£ OAIKES CUYKEVTDWOEIG PapUCKou.

Amoppognon

H uéyioTn guykEVIpWGON OTO TTAGOHA pETa ammd pia yovadikh evdopuikn 86on 1 g eival Trepitrou 81 ma/l ke
EMTUYXAVETQl RECT O 2-3 WPEG METG T Afyn ¢ 56ang. O TTEpIOXES TWV KORTTUAWY TTOU £KPPAdouV Tig
CUYKEVTPLICEIG OTO TTAGOUQ OE CuvApTnon JE 10 Xpévo, UETA atrd evBoluikn XopAynon, cival IcoBUVapES e
QuTEC PETA amd uia avahoyn evBogAifia G6on. Touto onuaivel 611 n prodiaBeoipoTnTa g KePTpiagovng
peta amd evBouuikn xopnynon sivar 100%.

Karavoun

O dyKkog kaTavoung g keeTpiagovng eivar 7-12 L.

‘Exer amobeixBei 611 n kepTpiafovn BieigbuEr EEQIPETIKA OTOUG 1I0TOUG KOt 1O UYRA TOU CWHATOS META aTTd Mid
0bon 1-2 g. ZUuyKeEVIPWOEIC KATA TIOAD QVOTEPEG OTTO TIG €AAYXIOTEG QVOOTAATIKESG TTUKVOTNTEG TWV
TEPICOOTEPLIV TIABoYOVILV iKpoRiv TTou eivay uTTeUBuva AOIHWEEWIVY, EXOUV QVIXVEUBE] YIa TTEPIOOOTEPEG
ané 24 wpeg og TAvw a1mrd 60 10T00¢ 1} Uypd TOU CWHATOS CUUTTEPIAGUBAVOMEVILUY TOU TTVEULOVOS, TG
kapBIag, Twy XoANPOpwY oBWVITou [TTATog, Twv apuydaiwv, TOU HECOU wTOG Kai TOU piviKou BAEvvoyovou,
TWV OOTWV KA1 TWV UYPWY, EYKEPAACVWITIGIO, TTACUPITIKS, TTPOCTATIKG Kat apBpikod.

Merd amd evOoALRia xophynon n ke@tpiafovry Oitiodliel ypnyopa OTO HECOKUTTAPIO uypd, oOTou
StatrpoGvTal yia 24 Wpeg BaKTNPIOKTOVES OUYKEVTPUWOEIC EVAVTIO TWV EUaITONTWY UK poopYavIouuwv (BAETTE
YPaQIKA TTapdcTaon).

Zuykévrpwon petd amé 1g Ceftriaxone (mg/h)
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Lb ottt

{

0pog
__ _ HECOKUTTARIO UYPO {TTPpOTUTTO DEPUATIKNG GUOAAIBAC)

Aéoucuon pe mpwreives

H xeptpiafovn SeopeUETAl OVTIOTPETTTA ME TI ACUKWHATIV, £V 1 BEGPEUON EAATTWVETON UE Trv aGEnon Tng
ouykévipwong T.x. atro 95% Séopeuon yio ouykevipwoelg Thdoparog <100 mg/l oe 85% déopueuon yia 300
mg/l. E&aitiag tng XapnAOTEPNG CUYKEVTIDWONG OF AcukwpaTtivr, n avahoyia eAe0Bepng keprpiafdvng oo
HECOKUTTGpPIO UYPO elval avTioTolxa uwnAGTERH a1t OTI OTO TTAQOUO TOU QIPOTOC.

Aigioduon o& CUYKEKPIPNEVOUS IOTOUC

H ke@rpiafovr Dieiodier OTIC PAVIYYES TTOU QAEYNAIVOUV TWV VEOYVWY, Twy Bpepuv kal Twy Traibiov: O
OUYKEVTPLWIOEIG TNG KEQTPIAEOVNG eivarl >1,4 mg/l 070 EYKEQUAOVWTITIO UYPO, 24 wpe¢ Hetd a1rd evBopAEfia
tveon tou Ceftriaxone ot do6oeg 50-100 mg/kg (veoyva kai Bpégn avrioToixa). H uéviotn guykévipwaorn gto
EYKEPOAOVWTIOID UYPO ETTITUYYGVETOI TIEPITIOU 4 WPEG PETA aTTd TNV evOOPAEBIO Xopfynon kat Biver pia peon
Tipfy 18 mg/l. O péoog 6pog Ektaong ¢ Bidxuong oTo eykepalovwiaio uypo ot Bakmpiakr unviyyinda eivai
17% TG CUYKEVTPWONS TOU TTAGOUGTOS Kol 4% ot aoBeveig pe donmiTh pnviyyinda.

Ze evfilikoug aoBeveic pe pnviyyinda, np xopriynon 50 mg/kg odnyei, evidg 2-24 wpwv, O CUYKEVIPUIOEIG
OT0 EYKEPOAOVWTIAIO UYPO KATA TTOAAEG QOPEC MEYAAUTEPES QTTO TIG EAGXIOTEC GVAOUTOATIKEG CUYKEVTPUWICEIG
TTOU aTTQITOUVTaI YIT TO THO KOIVA KpORIa utretBuva yia unviyyinda.

H ke@rpialovn Siarrepvd 10 @paypd TOU TTAOKOUVTO KOt GITEKKPIVETQL, Of XAUNAEG OUYKEVIPWOEIG, OTO
UNTPIKG YOAG.

MeraBoAiopog
H keprpagovn Be perafoAiletar ouotnuatikd. Movo n eviepiki xAwpida Tn PETATPETIEl O QVEVEPYOUS
peTaBoAirec.

ATIEKKpion

H oAk mhaopariki kd8apon eivar 10-22 mi/min. H vegpikn kGBapon civat 5-12 mi/min.

To 50-60% 1€ kepTpialovng amexkpiveral avahloiwTo o1a olpa, evw 40-50% atrekkpiveTan avarhoiwTo o1
XOAT.

O xpovog nuiIaTroBoAng oToug evAAIKEG Eival TrepiTTou 8 WpPEg.

DapuakoKIvVhTIKG o€ E10IKOUS TANBUOOUS

AoBevelc pe veppikni 1y niratikry SuoAsiroupyfa

Ze 0oBevei pe VEQEIK 1] NTTATK SucAertoupyia N QAPUOKOKIVATIK NG Ke@Tea€ovng eAdyioTa
SlapopoToiEitar kal 0 Xpovog nuiamoBoAng eAdxiota avEdvetal. EdQv umrdpyer povo Sigrapayf e vEQPIKAG
Aertoupyiag, n amEkKpIon TnG KePTPIagovng Oia Twv XoAneopwy odwv civar au§nuevn. Ze mepimmwon povo
nratkfg SI0Tapaxng, N VEEPIKA aTIEKKpIoN sival au§nuévn.

HAkiwpévor
Ze nAIKIWPEVG aTopa Gvw Twy 75 €TV, 0 PETog Xpovog aTTEKKPIong ival ouvRBwg SUo e TpeIg Qopeg , O
HECOG XPOVOG NUIGwIG TNG aTTOROANG eival cuviBug 2 e 3 QopEg PEYTOAUTEPOG ATTO OT1 OE VEAPOUCG EVAAIKES.
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o

210 veoyva, epitrou 10 70% tng SO0TG avixveUETal 0T oUpa.

Kara v mmpwtn eBdoudda {wrig, 10 80 % Tng d60NG amekkpivETai 0T 0UPA AAAG KATA TOV TIPWITO WAVA
QUTO peuveTar o8 eTTITTEDG TTAPOUOIX LE OUTA TWY EVIAIKLV.

Ze TaidIG NAIKIOG IKPOTEPT TV 8 NUEPWY, O HECOG XPOVOG NuIgwrig TG amoBoAng eivar ouvrBwg 2 pe 3
POPEC HEYAAUTEPOG QTTO OT1 OF VEOPOUG EVAAIKES,

5.3 MpokAvik@ oToNxcio yia Triv ao@dAsia

Teparoyéveon

‘Exouv diefaxBei peAETEG TOOKOMNTOG TRG avorrapaywyns oe fwa, oi omoieg Oev £8eifov onueia
epBpuoTodikdTnTag, TEpaTOYEVEDTIS B avermnBipnTwy evepyeiwv 60ov agopd ot yovipdthTa Kol Twy Suo
QUAWV, TN YEVWWNON 1 TNV TEPI- KOl perayevvnnikg avamuén. Zroug mbrkoug dev £xel TTapatnpnBci
EHPPUOTOEIKGTNTA 1} TEQATOYEVEDT)

6. OAPMAKEYTIKA ZTOIXEIA

6.1 Karéhoyog pe Ta éxdoxa

6.2 Acupufarérmreg

To Ceftriaxone dev Trpémer va mrpooTiBetar o dighlpara ou mepiéyouv aoBéono ommwg Ta SioAvparta
Hartmann ka1 Ringer.

Baoilopevor ce BiBAioypagikég avoQopig, N Ke@Tpiatodvn eival acupBarn pe apaokpivn, Bavkopukivn,
pAhoukovaloin kat P Ti¢ apivoyAukooideg.

AAopara ou TrepiExouv Ke@Tpiatdvn dev TTRETTEl va avauyvoovTal fj va TrpooTiBevial 0 dAAoug
mapayovies. Eidikétepa, BtoAuteg Tou TepiExouy aoBéono (6Trwg didhupa Ringer's 1} didAhupa Hartmann)
Bev TTPETIE! VO XPTCIHOTTOINUVTAL VIO TAV avacuataon KeQTpafovne f yia Tnv mepaitépw SidAuon giakibiou
TToU EXEl avaouoTaBel yia evDo@AEBia xopriynon, Adyw Tou Omt givan Buvatdv va SnuioupynBel ignua. H
KeQTpIagovn OEvV TTPETTE) VO QvaMIyVUETQE 1] vO XOPNYEITaI TAUTOXpOovVA pe DIoAUHAT TTOU TEEPIEXOUV aoBECTIO
{BAETre TTOpUYpaQOUC 4.2, 4.3, 4.4 kot 4.8).

6.3 Mapkeia {wrig
6.4 IGwitepeg pouAaleig xara T QUAadn TOU TTPOIOVTOG
6.5 OGO KAl CUOTATIKG TOU TTEPIEKTT

6.6 OBnyieg xpriong / xepiopou
BA¢tre rapdypago “Aocoloyia kot TpOTIOG XopRynons”. H okévn Ke@ipiagovng TTPETTE va avoouoTaBEi
roiv arrd T xpnaon.

ATSppipn Ty ouply ywv/BeAcviwv

Ta mapakdrw onpefa Ba TTPETIED va TRPOUVTIAL QUOTNPGE OXETIKG WE T XPAon Kai Tnv amoppuyn Twv
OCUPIYYWV KAl GAAWY QAPUAKEUTIKWY BEAGVWV:

o O BeAbveg xat o) oUPIYYEG DEV TIPETTE TTOTE va §avaxproigoTiolouvTal.

» Na tomoBereite OALC Tig Xpnouomoinuéveg BeAdveg oc éva doxeio Beoviv (Doxeio wag xpnong
THOTOTIOINUEVNG GOPAALITG).

No @uAdoocerar ot Beon Ty oroia dev BAETToUV Kai dev Trpooeyyilouy Ta TTardid.

. Fpérrer va arroQeUyeTal N arméppiyn Twy XpnoigoTronuéviy BeAdvwy 010 oIkiakd aroppeiuyara.

. Na amoppitTeTe 10 SoxEio CULQWYA HE TIC KATG TOTTOUG 1I0X00UOEG OXETIKEG DIaTALEIS T GUPQUWVT UE
T1Ig 08nyieg ToU yIaTpoU UOg.
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ATICOPHYN LN XPROWOTTOINUEVWV/PAapUaKwWY TTOU x & TTapéABer n nuepounvia AnBéng

H ameAeuBepwon gapudkwy oto TepiBdAAov Trpémrer va eAaxiotorroinBei. Ta gdpuaka Sev mpérre va
aTropplITTovVIal HECW TOU CUCTAMOTOG QTTOXETEUCNG KOl TIPETTEl VO OTTOQEOYETAI I aTOQPIYPnN 0T OIKIOKA
grnoppipata. Na xpnoiuoToiEite Ta KaBIEPWHEVE «TUCTANATG CulhovynCr» £@doov civan BiaBioiua oTov
10710 Q¢

6.7 Kéaroxo¢ ng adsiag kukhogopiag

7. APIOMOZ AAEIAL KYKAOODOPIAL
8. HMEPOMHNIA THZ NPOTHI AAEIAYZ/ANANEQIHY THEZ AAEIAL KYKAODOPIAL
8. HMEPOMHNIA THY (MEPIKHI) ANAGEQPHIHY TOY KEIMENOY

2. To ®GAo Odnyiwv yia 10 XpAOTH QUPUOKEUTIKWY TIPOIOVIWY  TIoU TTEPIEXOUV DPACTIKG CUOTATIKO
CEFTRIAXONE SODIUM rporrorroigitan we €E87¢:

P®YANO OAHIMIQON IN'A TO XPHITH

1. MPOXAIOPIEMOL ®APMAKEYTIKOY NPOIONTOZ
1.1
1.2 ZovBeon

Apaocrikii ovaia: ceftriaxone sodivm
Exdoxa:
1.3 DappPaAKOTEYVIKI] HOPPN
Kévig kal S1aAuTng yia eveoipo didAupa.
Koévig yia BidAupa rpog £yxuon.

1.4 NepiekTikéTnTa o€ SpacTiKh cvcia

1.5 Neprypaegn - cuokevacia

1.6 DappakoBepaTTEUTIK KaTyopia
KepahooTropiveg kKAl guyyeveig oucieg, kwdikdg ATC: JO1DD04

1.7 YreiBuvog kukAopopiag

1.8 NapaokeuvaoTig

[ 2 TI NPEMEI NA TNQPIZETE TIA TO ®APMAKO MOY IAI XOPHIHIE O TIATPOI IAI |

2.1 Fevikég wAnpoopitg

H BakTnpiokTovog eVEPYEIR TNG KEPTPIAEOVNG TTPOKUTITEl aTTO TNV GVAOTOAN TG CUVBECNG TOU TOIXWHATOS
TWV KUTTapwy. H ke@rpiafovn evepyel in vilro evavriov evo¢ eupéog QAopatog katd Gram-apvnTikusv Kal
Gram-BeTikwuv  [Ikpoopyaviopwy. H kegrprafdvn eivar ToAD OTOBEPH OTIG TTEPICCOTEPEG B-AQKTOPAOTES,
TEVIKIANAIVAOEG KOl KEQAAOCTIOPIVACES TWV BETIKWV KQI apvnTikwy Kavd Gram pakmpibiwy. H xe@rpia&ovn
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givar guvrBweg evepyn evaviiov Twyv TIGpokATw pikpoBiwy in vitro kai 0 KAWVIKEG AOIPWEES (BAETIE
"OepatreuTikEg evOeieig”).

Gram Benxd aepoBia:

Staphylococeus aureus (guaioBnrog oTn peBiAiivn)
Staphylococci coagulase-negative

Streptococcus pyogenes (B-aipoiutikdg, opada A)
Streptococcus agalactiae (B-aiohunikdg, opdda B)

Streptococci B-anuohutikoi (1Tou Sev aviikouy o1 opdades A 1] B)
Streptococcus viridans

Streptococcus pneumoniae

Znueiwgn: 6ha 1a eidn oTaQUAOKOKKWY TIOU tuavifouv aviox) ot HeBikiAAivr eival avBekTika kar OTIg
kepahouTropiveg auuTrepidapBavouévie Tne kegrpiagdvng. levika, t1a Enterococeus-faecalis Enterococcus
faecium xan Listeria monocytogenes gival avBekTiKA.

Gram gpvnTikd aepdBia:
Acinetobacter twoffi
Acinetobacter anitratus (xupiwg A.baumanin)*
Aeromonas hydrophila
Alcaligenes faecalis
Alcaligenes odorans
Alcaligenes (Trapduoia) Bakmipia
Borrelia burgdorferi
Capnocytophaga spp.
Citrobacter diversus (ouptmepidapBavopévou tou C.amalonaticus)
Citrobacter freundii*
Escherichia coli

Enterobacter cloacae*
Enterobacter aerogenes*
Enterobacter spp.(aAAa)*
Haemophilus ducreyi
Haemophilus influenzae
Haemophilus parainfluenzae
Hafnia alvei

Kiebsiella oxytoca

Klebsiella pneumoniae **
Moraxella catarrhalis (npwny Branhamella catarrhalis)
Moraxella osloenis

Moraxella spp.(GAAQ)
Morganella morganii

Neisseria gonorrhoeae
Neisseria meningitidis
Pasteurella multocida
Plesiomonas shigelloides
Proteus mirabilis

Proteus penneri *

Proteus vulgaris

PFleudomonas cepacia
Pseudomonas fluorescens
Pseudomonas spp.(GAAa)*
Providentia rettgeri

Providentia spp.(GAha)
Salmoneila typhi

Salmonella spp. (Un TUQOEIBNS)
Serratia marcescens

Serratia spp.(GAAT)

Shigella spp.

Vibrio spp.

Yersinia enterocolitica

14
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Yersinia spp.(GAAQ)

* Mepikd amopovwBévia oTeAéxn auTwy Twy £idWV Eival avBeEKTIKG 0TV KEQTPIGEAVT, TTOU OQPEiAETal
KUpIWE GtV TTapaywyn B-AaKTaudong TTou €ival X PWHOCWUATIKWE KWOIKOTTOINUEYT.

> Mepixa amopovwBivia greAéxn autwy Twy bWy eival avBekTIKG AGyw NG TTapaywyns EUpEog
PACPaTOS B-AakTapaong rou peraBIBaleral pEow trhaoudiou.

ZNUEiwan: TTOAAG OTEAEXN aTTd Toug TTapaTTavw HIKPOOPYAVICUOUS TTOU eugavifouv TTOAAQTTAR avroyr L
GAa avTiBIOTIKA TT.X. AMIvO- KAl OUPEIDO-TIEVIKIAAIVEG, TTAAQIGTEPES KEQAAOTTIOPIVEG KOl QMIVOYAUKOGIDEG,
gival euaiodbnta amy kegrpagovn. To Treponema pallidum eivail euaioBnro in vitro kai ota Treipapatdlwa. Ol
KAVIKEG £PDEUVEG Exouv OTTODEIEE] OTI N TTIPWTOYEVIG KO BEUTEPOYEVIG CUPIAR £XEI KAAF] aQvTammokpion oTn
Beparreia pe keprpIagovn.

Ek16¢ amé Alyeg eLaipéceig, ammopovwBEvTa OTEAEXN KAvIKoU P.aeruginosa ivai avBekTika oTnv KegTpragovn.

AvaepdBio uikpoBia:

Bacteroides spp. (evaio8niwv OTn X0AR)*

Clostridium spp. (ex166 NG opadag Tou C.perfringens)
Fusobacterium nucleatum

Fusobactenium spp.(GAAQ)

Gaffkia anaerobica (trpwnyv Peptococcus)
Peplostreptococcus spp.

* Mepika atropovwBEvIa oteAéxn autov Twv abwv eival avBexTiKG otnv ke@Tpiagovn Adyw g
TTapayWynNg B-AaKTapdong.

snueiwan:  ToAAG oTeAéxn B-Aoktapaouwv TIOU Trapdyouv Bacteroides spp (kupiws B. fragilis) eiva
QVOEKTIKA.
To Clostridium difficite civar avBexmkd.

H euaigBnoia otnv ke@Tpralovn pmopei va poodiepioBei e 1y dokpacia didxuong ae dioko 1 T dokipacia
DiGAucng ot dyap 1 {wuod PE T XPNOHOTTOIRCH TUTTCTTOINMEVWY TEXVIKWY yia OoKipadia gumodnoiag 01Twg
gival autég TToU guvioTwyral arrd v EBvik Emmiporny yia v Tumortoinon tou KAvikoU Epyaotnpiou
(EETKE).

H EETKE e££dwoe Ti¢ Tapakare ETEENYNMATIKES TIAPATNPACEIS VIO TNV KEQIPaEovn:

EvaioBnro Mepikwg AVBEKTIKO
gudicBnro
Aokipacia apaiwong <8 16 - 32 > 64

avaoTaATIKES TTUKVOTRTES 08 Mg/

Aokiyagia diayuong
(diokol pe 30 pg KEQPTPIAEOVNC), > 21 20-14 <13
SIAPETPOC (VNG avaoToAfc g mm

O pikpoopyaviopol TTpETrel va eAEyxovTal pe BIokoug KeTpiagdvng epbdoov £xel arrodeixBei, ue dokiuacieg in
vitro, O gival EVEPYOT aTTEvavyl Ot OPICPEVA QVBEKTIKG OTEAEXN TTPOG Toug BIOKOUG UE KEQOAQOTIOPIVN.

Omou o rpoBiaypapés 1ng EETKE Bev £xouv kaBnuepive) egapuoyn, UTTopEl va XpnoiuotoinBolv GAAeg,
OWOTA TUTTOTTOINMEVES EPUNVEUTIKES 00nyieg evaisBrioiag &1Twg eivan autég Trou £youv exdoBei amd v DIN,
ICS kat AAAeg.

2.2 Evbeitsig

NoIpWEEIC TTOU TTpoKaAOUVTar aTo TTafoyova uIKPOPia cuaioBnra oto Cefiriaxone:
*  OonTITKO GUVOPONO

s unviyyinda
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+ Nooog LYME: tekunpiwpéveg TEpITTTWOEIG oofaprg TTpooBoAng Tou KevipikoU NeupikoU ZugtAuarog,
NG KOPAIGS KA1 TV apbpuoEwy.

* holpwéeig TNE Kothidg (Trepitovinda, Aowéeig Twv XoAnedpwy 0wy Kal TOU YaOTPEVTEQIKOU CWARVA)

o AOIBWEEIC TWV 0OTWY, TWV APBPLICEWY, TWV HOAGKWY LOPIWV TOU DEPRATOC KOl TWY TROUPGTWY

o lowwEeic of aoBeveic pe pewwpivn aviidpaon amd 10 avoooTIOINTIKG (OVOOOKATOOTOAUEVOL) Of
ouvduUaopo pe GAAeg opddeg avTIBIOTIKWY OTTWG T1.X. OUIVOYAUKOOiDEg

e AOIHWELIC TWV VEPPLOV KOl TWV OUPOPOPWY oDV

s AOIWEEIC TWV QVaTTVEUOTIKWY 0dwv, 1I01aiTepa o1 TTveupovieg, kaBwg kar of QPAKESG AotpwEeig

o AOIMWEEIC TWV YEVVNTIKWY OPYGAVILV TIEPIAGUBaVOUE VRS Kal TNG yovappoiag

e TTPOEYXEIPNTIKA TTROPUAGEN, Otav HEALTEG OTo voookopelo £xouv OEifel QvToxf TWY VOOOKOUEIGKWY
aTENEXWV OTIG KEQuAoaTropiveg A’ kar B’ yevedg.

2.3 Avrevdeileig

To Ceftriaxone avrevleikvurar 0 aoBevels PE  yvwoTh)  umrgpeuaioBnoia  otnv  karmmyopia  Twv
KepaAhooTropivwev. AoBeveic TTou eppavifouv utepeuaioBnoia otnv TrevikKiAAivy pmopel emmiong va eiva
arepyikol oro Ceftriaxone.

To Ceftriaxone avrevdeikvutal 0 GoBeVEIC LE yvwo T uTtepeuaioBnaia oTny karmyopia twy aviilotkwy B-
AQKTaUNG.

Ta veoyva e UTTEpXOAL pUBPIVaILIT KOt Ta TTPOWPA VEOYVA OEv TTPETTEN va AauBavouy aywyry Pe ke@Tpiagovn.

MeAETEC in vitro £0eigav 611 i KEQTPIaEOVN PTTOPET va EXTOTTIOE! TN XOAEpUBpivn aTé TV DECUIEVCT] THE KE TN
Asukwpartivn opod kar TBavov va ekBNAwOE XOAepuBpIVIKA YKEQUAOTTABEI.

To Ceftriaxone avievdeikvurtal ot:

. Mpowpa veoyévvnra tmipooappoopévng nAikiag upéxpr 41 efdopabuwv (eBOopddeg kinong +
£BOopAdeg pETa TN YEvvnan)
. fAfRpoug kUnong veoyEvvnTa (NAIKIOG pEXP! 28 nuEpLv) e

- Iktepo, f pe utroaABoupvaipia 1 offwan Adyw TOU OTI oF TAOROEIS QuTEg eTTnpeGlouy BUCHEVGIC TNV
iKavoTnTa guvdeong NG xoAepuBpivig
- Edv amaiteital (f] avapéveTar va xpeiaoBei) Ocpareia ye aoBEoTio A eyXUOEIS TTOU TTEPIEXOUY GORBECTIO AdYW

Tou kivBUvou kabilnong xkeeTpiafdvng-aoBeoTiou (BALTTe TTapaypaoug 2.4 kai 2.8).

Avievdeieic otn Mbokdivy TTpETrel va AauBavovrar urtown Trpiv Tnv evOopuike £veon Tng kegrpiagovng, OTav
n Adokaivn xpnoiporroleital we SIoAuTng.

24 Eidikég TrpopulGieig xay TIpoeiBOTTOINOEIG KATA TN XPHON

241 Tevika
Omweg Kar e GAAEC KEQOAOOTIOPIVES, avaQEpBnkav emiong avapuAakTikEéG avnidpaoels pe amoTéAeoua
8avaro, akéun kai av £vag aoBevii¢ dev eival yvwaTo Qv eival GAEPYIKGG 1] £XEI exTEDET OTO TTAPEABGVY.

Kdbe ypauuapio Ceftriaxone trepiéxer 3,6 mmol varpiou. Na AauBdverar utroyn ot aobeveic ot diaita pe
£AEYXOHEVN TTOOOTNTAR VAT PIOU.

‘Exer mapamnpnBei  autodvoon GIiUOAUTIKE  avalpia ot aoBeveic mou  AauBdvouv  ke@aAooTropiveg
gupmrepidapBavopévou Tou Cefiriaxone. ‘Exouv avaeepOei cofapd mepioTankd aigoAuTikiG avaiuiag,
ouuTrepihapBavouévwy Bavarwy xatd tn DIGpkeIa NG Beparreiag ot evhAikes kat o€ Traibid. Eav o acBevrig
avarrTogel avaipia evid Aaupdver xepTpiagdvr, n DIayvwon avaipiag OXETICOPEVNG ME KEQAAOTTIOPIVEL,
TIRETTEN va EETGLETAI WG evOEXOMEVO KOl va DIGROTITETAE N XPAON TNS KEPTPIAEOVNC PEXPT VO TIPOCBIOPIOTE N
armichoyia.

H Siappora Tou oxeriletar pe 1o Clostridium difficile (CDAD) éxer avaeepBei pe 1 Xprion oAwv Twv
avTifaxkmnpiakwy  apaydvrwy, ouptrepthapBavopévou tou Ceftriaxone kar pmopel va kupaivetrar o€
ooBapotnTa amo Ama diIdppoia £wg Bavatngopa koAinda. H Beparreia pe avnBakInpiakoUc TTapdyovTeg
arAGZer TN QUOICAOYIKE XAWPIDa TOU TTaXE0G EVTEPOU, TO oTToiG 0BnyEl Ot utrepavaTTugn Tou C. difficile.
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To C. difficile apayer 1ofiveg A kot B, ot omofeg oupfdhiovy otnv avdrtuén tng CDAD, H 1oivry mou
TapayeTal ard OTEAEXN Tou C. difficile Trpokahel au€nuévn BvnoiidTnTa Kal BvnToTNTa, EQO0OY QUTEG Of
Aosgerg prropel va eivar QvBEKTIKES OTrv avTilikpoBiakn Beparreia kal TTIBaVOV va arTaITouv KOAEKTOM. H
CDAD Ba mpémel va efet@lerar o GAoug Toug aoBeveig rou exdniwvouv BIdppoia, peETd ammd XpRAon
avrifiotikwy. Eivar amopaitnto 10 TTPoCEKTIKG 1aTpikG 10TopIKG, £pdoov 1 CDAD éxer avaoeepBei o1
exkBnAveTal o€ Xpovo £we Kai 2 PAVESG HETA TNV ARY avTIBaKTNPIOKWY TTapayovTwy.

Eav umdpyer miBavr f emBeBaiwpéviy CDAD, n guvexi(opevn xpnon avniBlonkng aywyrg Tou & oToxeUE!
evavriov tou C. difficile, mBavov va 1pétter va Siakotrel. MNpétrel va yiver katdhAnin draxeipion uypwv Ko
NAEKTPOAUTWV, CUUTTARpWHG TpwTeiviy, avTiBloTikh aywyry evavria otov C. difficile kai XEIpoupyikn
£kTiHNoN 8a TIPETE! va AGBouv Xuwpa.

Omwg kal PE GAOUC avTiikpoBIiakoUg TTapayovTteg, UTTOpEl va oupBouv avapoAUVOEIg PE avBEKTIKOUCG
HIKpOOPYQVIOHOUG,

‘Exouv TraparnpnBei ot uTrEpNXoYpa@AuaTa 1nG XoAnDOXoU KUCTNG OKIEC TTOU £XOUV EPHNVEUBE co@aApiva
We XOAGAIBOL, OUVRBWCE HETA TN XOPAYNOoN BO0LWY HEYOAUTEQWY TWV CUVIOTWHEVWY. AUTEC O OKIES OUWC
givar iffpara ahdtwy aofeotiov Tng ke@TpIatovng TTou efagavifovral pETd TO TEAOG 17 TNy DiokoTTR Tng
Beparmeiag.  Zmdavia £xouv ouoxenoBel autd Ta euphpata pe ouptrtwpata. Eav og kamola TepioTankd
EQOAVICTOUV CUPTITWUATA, CUVICTATAI CUVTNPNTIKE UN-XEIpoupyIkr avTigetwmorn. H Siakotr g Beparreiag
pe Cefiriaxone OTIC TTEPITTTWOEIC QUTEG QPAVETQN TNV KPIoT Tou KAVIKOU 1aTpoy.

3. AAAnAeTidpaon pe TPOIOVIA TTOU ITERIEXOUV aOBE0TIO!

4. ‘Exouv mepiypagei trepioTatika BavdTwy Adyw TTapouciag inudtwy kegipiagovng-acBeoTicu
OTOUG TIVEUHOVEG KO TOUG VEQPOUC VEOYEVVATWYV NAIKIag LKpOTEPD Tou 1 UNvog. Ze pia ToUAGKIoTOV
TTEPITTTWGT £iXe xopnynBei kepTpialovn kal aoBEaTio 08 DIAPOPETIKG XPAVO KAl aTT6 DIGPOPETIKO
evOoQAEBIO kaBeTHpa. EkTo¢ amd v TTEPITTTWON TWv vEoyEvvnTwy, oTa SIaBECIpa EITIoTRHOVIKG oToIXEIa
Bev uTTApyXouY avagopi oy va emBefaiwvouy evdoayyeiakés kabiioeic o8 aoBevei OToUG OTIolouG
Xopnynbnkav SIaAlpara Tou TTEPIEXOUY aoBEOTIO 1) GAAG TTPOIOVTO TToU TIEPIEXOoUY aOBEOTIO. MEALTEG in
vitro katédeikav o1 Ta veoyévwnra diaTpéxouv augnuévo kivduvo kabilroswv keprpraldvne-aofeotiou of
ouykploTn pE AAAEG NAIKIOKES opddeg.

Ig OAE¢ TIC nAKIQKEG opddeg aoBeviv, n keprpiagovn Oev TTpéTel va avoplyvUeTal i va xopnyeital
TaUTOXPOVA PE evBOPAEBIa DIOAUUATA TTOU TTEPIEXOUV AOBECTIO, axOUQ Kal av XPNOIHOTToI0UVTIal SIQOPETIKOI
evBo@AL B0 kKABETAPES aTTO BIAPOPETIKA ONUEia.

Qartéoo, ot agbeveic nAIKiag peyaAUTEPnS Twy 28 nuepuwv, n ke@tprafovn kal SIGAGPOTA TTOU TTERIEXOUV
aoBéomio eivar Buvatd va xopnynbolv 1o £va HETA TO GAAD av YpnoigotromnBouv kaBetipeg £yxuong
ToTTOBETNPEVOI O DIaPopeTika onuela i} of kKaBeTApeg avikaTaoTaboUly 1y kaBapicBouv PETALD TwWv eyXUTEwWY
HE QUOIOADYIKG oppd, WoTe va arrogeuxBei n dnpioupyia IEAparog. Y& aoBeveic TTOU aTrammeital r SUVEXRG
xopnynen SiaAupaTwy oAKAG TTapevTepikig dratpognis (TPN) TTou TrepiéXouv aoBiono, o1 Aeitoupyol uyeiag
duvardv va AdPouv uttoyn 1N xphon evaliaxTikig aviiBaktnpiakig Bsparteiag pe oxfuara yia 1a omoia dev
utrapyxel rapodpoiog kivbuvog kaBidnong. Ze Trepihtrwon Tou i xpRon ke@tpialovng sivar amapaitntn ot
Q0BEeVEIg YO TOUG OTToloUG atTaiTeital ouveXhg OAIKR TTapeviepikr Siarpogr (TPN), ta SioAspara TPN kai n
ke@rpagovn duvatd va xopnyolvial Tautdoxpova aAAd atTd DiIaQOPETIKOUS KaBeTAPES TOTTOBETNPEVOUS OF
diapopeTika onueia. EvaiiakTikg, n xopfiynon TPN ptropei va Siakémretal katd r SIGPKEID TRG XOPNYNong
mg KepTpIagovng Aaufdavovrag utréyn 1y oupBouAn yvia kaBapiousd Twy KaBeThpwv PETagU WY XOPNYHRoEWY
(BAérre TTapaypdeous 2.3,2.4, 2 8).

‘Exouv avagepBei omdvia mrepioTankd traykpearindog of acBeveic Trou éhaBav aywyn pe  Cefiriaxone,
mBavov Abyw aréepalng Twy XoAneopwy. O1 rEpocoTEpol aoBeveic TTapousiacav TIApAyoviEs kKivBivou
yia o1don ko npa xoAngopwv X, amd mponyoluevn peilova Bepatreia, cgoBapr voco kai OAikA
mrapeviepikr} diarpogry. Asv pmropei va amokAeiotei kUplog 1y deutepeduv pohog tou Cefiriaxone o1n
Onpioupyia Ipatog ota XoAngodpa. Y& ooBapn veQPIKN Kal NITaTiKf avetTrdapkeia, n doooAoyia Ba peTrer va
HEIWVETA! CUHQUIVA HE TIG XOPNYOUHEVEG OUOTAOEIS.

24.2 HAxiwpévor
Agv utrdpyxouv 1I0IGITEPEC TTPOEIBOTTOINUEIS YO TOUG NAIKILWUEVOUS aoBeveic.
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2.43 Kanon

H keprpiagovn SamTepva 10 ppayud Tou TAakouvTa. H ao@dAcia KaTa TNy eykupoauvn Bev EXEl TEKUNPIWOES.
‘Exouv diegoxBei peAbteg TofikoTTAC TNC avartapaywyng of TEipapardlwa, o otroieg dev Edaifav onueia
EUBPUOTOEIKOTNTAG, TEPOTOYEVEONG 1 QVETTIBUUNTWY EVEPYEIDY OO0V QQOpd OTn YOVILOTATA Kal Twv 800
QUAWY, TR YEvvnon 1} TRy TIEP KAl WETAVEVWNTIKA avantuln. Zroug mBrikouc Bev éxel Tropatnpnlei
£PBPUOTOEIKGTNTA 1) TEPOTOVEVEDT,.

2.44 Talouyia
To Ceftriaxone QriekKpIVETQI G€ PIKPEC CUYKEVTPUWIGEIG OTO UNTPIKG YAAQ.
Zuviotdrar va didetan mpogoxn, o1av 1o Cefiriaxone xopnyeftai oTig pnTépeg Tou BnAddouv.

245 Nadia

H aogpaiecio ko arroreAeopankortnia tou Ceftriaxone ota veoyvd, Bpégn karmraidid €xel TekunpiwBel yia 1ig
BGoooAoyieg TTou TEplypagovTal o160 ARpPG "AcooAoyia”. MeAETeg £xouv ammodeiter 611 n ke@Tpialovn, OTTwg
KOt LEPIKEG AAAES KEPAAOOTIOPIVEC, LTTOPEI VO EKTOTTIOE! T XOAEPUBPIVN G110 TN AcukwaTivy TOU 0p0U.

To Ceftriaxone 8¢ Ba Tpémer vo XpnoipoTroEital ata veoyvad, 1DaiTepa 10 TpoWwPa, TIoU EXOUV yWnAd
KivOuvo va avarrtigouv XOAEpuBpIVIKY] eyKEQOAOTTAOEIa (BAETTE TrTapdypago 2.3).

Kara mn didpxeio rapatetapévng Beparreiag, eLETAOLIC YEVIKNG aipaTog TTPETTE va YiVOVTOl OF TAKTA XPOVIKA
Giaoriuara.

Ze mephrrwon mou Xpnowotroisitar Aibokaivn w¢ diahuTng, 1a Siohvpata ke@ipiagdvng Ba pétTer va
Xpnoipomroiolvial Hovo yia evOopuikn £veon.

248 Emidpaorn omnv ixavétnra obiynong Kai XEipIoHoU pnxavnpdarwy

Egbdoov 10 Ceftriaxone pepikéc @opic Trpokaiel {GAn, n ikavdIRTa 08RYNONE Kai XEIPICHOU PRXavAHATWY
UTTOREl va £TTNPEAOTEL

2.4.7 I16iwaitepeg TrpoaIBOTOIROEIS VIO Ta WEPIEYOpEVa ExDoya
Aev mpiter va Aaupdvere 10 QApUOKO €4V yvwpifeTe OT £ioBE OAALpyIKOi Of oTrolodrmore Ao 1a

CUOTATIKE TOU.

2.5 AMRAemdpdoeig pe GAAQ APUOKA 1} OUTIES

Agv €xer apatRpnBel péxp Twpa BAGBR TNG veEQPIKAS ALIToupyiag peTd amd Tautdxpovh Xophiynon uwniwyv
Soorwy Ceftriaxone kai TTOAU ioyxupwv Jloupnnikwv (T.X. @oupooceuidn). Aev utrdpyer awsdein 611 10
Ceftriaxone aufdver 1 ve@poTogikdTNTO TWY apivoyAukooiBwv. Aev ExEl TTapatnpnBei eveé pyeia TTapopola pe
ekeivn NG BICOUAPIPAUING, ME TNV KATavAAWON OOTIVEDPATOG auéawg WeTd 1n xopnynon tou Ceftriaxone.
To Ceftriaxone Sev mepiexer N-peBulo-BeioreTpaldin mou oxetiderar pe mBavr) duoavedia pe 1NV aiBUAIKN
CAKOOAN KOt TO QIHOPPOYIKA TTPORARUATA OpITHEvY GAAWY KeParooTTopivav. H TTpofevekidn dev eTnpedls
v amoBoAn Tou Ceftriaxone.

Ye pig peAén in vitro maparnpnBnkav aviaywvioTIKEC OpAoElg pe 10 cuvbuaoud YAWPAU@EVIKOANG Kai
KEPTPIAEOVNC.

Na unv xpnoipotroiolvral BIOAGTEG TToU TIEPIEXOUY aoBEoTio, OTTwe BidAupa Ringer's 1 idAupa
Hartmannn's, yia v avacuataon gioAidiwy Ceftriaxone 1} yia va apaiiveTal ITEPGITEPW £VA QVACUATAPEVO
QIOAIBIO yia evBogALRia yoprynan, 8idn umopei va oxnparnorei iZnpa. To inpa keptpragovns-aoBeotiou
propel emmiong va ekdnAwBel otav 1o Ceftriaxone avapixBei pe Biahbparta Tou TEPIEXoUV aoBETIo oTnv idia
evBoQAEBIa ypauun xopnynong. To Ceftriaxone Sev TTpETrel va Xopnyeitat Tautoxpova pe eviogAiBia
BlaAupara Trou TERIEXOUV aoBEOTIO, CUUTIEPIAOPBAVOUEVLIV CUVEXWY EYXUOEWY TTOU TTEPIEXOUV QO BEOTIO,
OTIWG N TTApeVTEPIK: SIQTPOPr] HEOW KABETAPa TEIMTACU auiou {Y-site). Evioutoig, og aoBeveig (eKTOG TwY
veoyvy), 1o Ceftriaxone kai 1a SiahbpaTa Tou repiExouv aoBéomio prropolyv va xopnyouvial Siadoxikd, 10
£va PETE TO GAAO, c@doov o1 ypauptc yxuong EETTAEvovTal EVTEAWS LETOEY Twy gyxUoewy WE oupBatd
BraAUTN. MEAETEC In vitro TTOU XPNOILOTTOIOUY TTAGOHA EVRAIKWY KOt VEOYVWIV aTro aipa op@ahiou Awpou
£BE1Eav 6T TG VEOY VA ExOUuv auinuévo kivBuvo kabifnang Tou CUpTTAOKOU KeTpratdvng-aoBeoTiou.

Baoilouevor oe BiRMoypagikég avagopéc, n keetpatovn eivar aclUuBarn Pe apoakpivn, Bavkopukivh,
@houKovalOAn Kat JE TIC OpIVOYAUKOOIBEG kai yi'autd Bev TIPETTEI va Xopnyeitar otny iDig cuoKkeun Pe autd.
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H xe@rpiafovn urropei va €xer avermiBountn €midpacn otV OTTOTEAECUATIKOTNTA TWV aTTe OTONATOC
OPUOVIKWY  QVHICUAANTITIKWY.  ZUveTTwg, evOEKVUTGE N XPAOT  CUPTTANPWHATIKGY (N OPHOVIKWIV)
QVTICUAAMTTTIKWOV HETPWVY KaTd Ty BidpKela ¢ Bepatmeiag kar Katd Tov ETTONEVO PAVO UETA TO TEAOG Tng
Beparreiag.

2.6 Aocohoyia

ZuvnBng¢ SoocoAoyia

EviiAikor kay Taubic dvws Twv 12 €10y

H quvABng GoooAoyia eivar 1-2 g Ceftriaxone xopnyoUREVa ha Qopa Thv NUEPT (KABE 24 wpEG). Ze 0oPapég
TEPITTIHUOEIC, 1] OE AOIHWEEIC TTOU TTPOKAAOUVIGH aTTO HiKpoopyaviopoUg pérpiag euaioBnoiag, n dogohoyia
uTTopti va auénBei ora 4 g nuepnoiwg dinpnuéva ot duo §ooEls.

Aibpkea Beparreiag

H digpkeia 1n¢ Bepoameiag TroIKINET avdhoya pe v egEMEn ¢ acBéveaag. Otrweg ocupBaiver kal e Tnv
avTiBiwan yevikd, n xopnynon Ceftriaxone Ba Tpérer va guvexiferal yia TOUAGXIOTOV 48-72 Wpeg HETA Trv
TITWON TOU TTUPETOU OTOV AOBEVH) ] LETA a0 aTTOBEDEIYUEVT PVNTIKOTTOINGCT TWV KAAMEPYEIV.

Aidpkeia Beparreiag

H Oidpkeia Tng Beparreiag ToiKAAEl avahoya pe Tnv efEAiEn Tng vooou. Omwg ocupfoivel pe Ty
ovripikpoBiokr| Bepareia yevika, np xoprynen Ceftriaxone mrpimrer va  cuvexiletar yio Toukdyiotov 48-72
WPES HETA TNV TITWON Tou TTupetoy otov aoBevry /| peTd amd arrodedeypévn apvrnixomoinon Twv
KOANIEPYEILY.

Zuvbuaouévn Beparreia

H guvepyiki Opdon peralu Ceftriaxone kal apivoyAukooiBuv £xer emOeixBel pe TTOAAG Gram apvnrikd
UIKpORIO KATW QTTO TEIpapOTIKEG ouVBNKeg. Av kai Bev gival TravioTte duvardy va rpoBAeBel n ouvepyiki
Opaon TéTomwv cuvduaopuwy, TIPETTEN va AauBaveral ummoyn ot ooPapés KpoPIakés Aoliwierg, OTTou
amreikeirar n {wr. EEanmiag 1ng @uoiknig aouufardrnrag, 1a U0 Qapuaka TTPETTEl va XopnyouvTal XwpioTtd
OTI¢ OUVIOTWHEVES BOOEIC,

MéBodog xopnynong
Kard yevikd kavéova 1a diahuyara TTpETTE! va XProIMOTIoINUVTAl OPECWE META TNV TTOPACKEUTR TOUG,

Ta avaouoTtapeva BioAvpara S1oTnpouy 1rp QUOIKT Ka! XNWIKA Toug oTaBepdTnTa yia 6 wpeg ot Bepuokpasia
Swyariou () 24 Wpeg og Yuyeio atoug 2 - 8 °C). To XPWHO TOUS KUPAIVETA! ATTO OVOIKTO WS

OKoUpO KiTpIva, Trou eEapTaTal amd Tn GUYKEVIPWON KAl TO XpOVo QUAAENG. AuTS TO XQpaxkTnploTike TNG
BpacoTikrg ouoiag sival Gveu onuaciag 6Cov agopd TNV ATTOTEAEOHATIKGTNTA 1] TNV avoxT] Tou Qappdkou.

EvBouuikn &veon. yia evbouuikf éveor, 1 g Cefiriaxone Siohbetran og 3,5 ml dighpartog udpoxiwpixng
Mdokdivig 1% kal evierar BaBid 010 CWHA £VOG OXETIKA PEYAACU PUOG. ZuvioTaTar va pnv evierar moodrnra
peyaAUTEPN TOu 1g ©710 D10 onpeio.

To SidAupa Tou TrepiExet AlBokaivn dev TIpETIE TTOTE va xopnyeital evBoQAERIa.

EvGopAéBia gveon: yia Tnv evBo@Aifia €veon GiahUoupe 1 g Ceftriaxone og 10 mi oreipou 0datog  yia
evioipa. H evBo@AEBia xoprynon TTPETTIEN va yivertn o OIdoTnua 2 - 4 AeTTTuov.

EvdopAéBia fyxuon: ny fyxuon Ttiperrer va diapkel Touhdxiotov 30 Aemra. Na v evBopAéRia éyxuon
diahvoupe 2 g Ceftriaxone ot 40 ml amod éva amd 1a akbrouBa, aveu acfeotiou, diaAluaTa yia £yxuory
xAwpiouxo vaTplo 0,9%, didAupa xAwpiotyxou varpiou 0,45% + yAukalng 2,5%, yAukoln 5%, yAukdln 10%,
Belrpavn 6% oe yAukdln 5%, gyxuoeig udpotuaiBulikol apuiou 6-10%, oreipou udarog yia evéoiya. Ta
SioAvpara Tou Ceftriaxone Bev TpeTTe! va avapiyvuovial ge SIOAUUaTa TToU TTEpIEXOUV GAAQ avTipikpoBiakd
Papuaxka 1| ye AAAoug BIGAGTEC EKTOG QTTG QUTOUSG TToU TTpoavagEépBnkav, dedouévou 6T eivar duvardv va
uTtdpxel acuuBardrnra.

AlAvreg TTou repiéxouv aoBECTio



AAYEIN-E .4250-13/4
(240

AigAvTeG TTou TepiExouv aoBéomio (Try. SwAUuara Hartman @ &wdhupa Ringer's) Sev mipémer va
XPNOIOTToIGVIAl yIa TNV avacuoTaoch g KEPTPIALOVNS 1 yia TNV TEPTITEPW apaiwon @laMibiou TO 01700
£xel avaouoTaBei yia evOOQALBIa xopynon Adyw Tou o1 eivar duvatdv va SnuioupynBei ifnua. H kadilnon
keprpragovnec-acBeotiov pmropei erriong va oupBel Orav n kegpipialovn avapixBel pe SioAvuara Trou
TIEpIEXouV aoPéoTmio otov ibio evBoALRio kaBeTripa. ETropévwg, n kegTpialévn kal SIoAVLOTA TToU TTEPIEXOUV
aoPEomio Bev TTRETTEl va avapilyviovTal f) va XOpnyouvIal Tautoxpova (BAETTE Tapaypdgpoug 2.3, 2.4 ).

1Biaitepeg Sooohoyikég obnyieg
AobBeveic pe nranxn SugAsitoupyia

Ze aoBeveig e nrramixr BAGRn, Oev eivar avaykn va pewdei  Sooohoyia ye TRV TTpoUTTOBETN O
Bev urapxet nTraTikr duoAgiToupyia.

Aofeveic pe veppikn SuoAsiroupyia

Ze aoBeveig pe veepiki duohetoupyia, dev eival avaykn va peiwdel 17 dogoAoyia Tou Ceftriaxone epooov Sev
uTrdpxe! nankn SucAerroupyia. Mévo 0f TEPITTTWOEIS Bapiag VEPEIKAG QVETTAPKEING (KABaPOoT KPEOTIVIVIG
<10 mil ava Aerrté) n doooroyia Tou Ceftriaxone Jev TrpeTres va utrepBaivei Ta 2 g TRV NUEPT. ZE TEPITTTWOEIC
aoBevwy e ooBaph CUuvUTIApXOUCQ  VEQPIKY Kai nTramikig  SuoALiToupyia, OF CUYKEVIPWOEIC NG
KEQTRIaEOVNC oTo TTAGOoNa TTpéTet va TpoadiopifovTal Ge TaxTIG SragTiuata kai éva civar amrapaitnro n 5oon
TPETTE! VT TIPOCAPHOTETaL.

e agBeveic TTou kdvouv aipodiVAlon 8e ypeaderar oupmTAnpuwuanxdy 66on uetd 1o 1éAo¢ NG, Ouwg o
OUYKEVTPUWOEIC OTOV Ops TIPETTEL VO £AEyXOVTal IO va KaBopiletar eQv eivar amrapaitnteg o1 puBpiceig ¢
DdoooAoyiag, eTeidry 0 Babuog amékKpIoNG O° AUTOUG TOUC QOBEVEIG UTTOPET va eival JEIWNEVOC,

HAixnwpévor
01 BOOEIC TTOU CUVIOTWVIAL Yia TOUG eVAAIKES BEV XPEIGJOVTaL TPOTTOTIOINGN OF yNpiaTpikoUg aaBeveic,
Naidia

Neoyvd, Boéen kai maibia péxpi 12 erwv

Ta mapokaTw BOCOADYIKG OXMAUATA GUVICTWVIAN VIO XOPAYNON LI QOpa ThY ruépa:

Neoyvd (UExp! 14 nuepwv). nuepnoia doon 20-50 mg/kg. H nuepnoia doon va pnyv utrepPBaivel ra 50 mg/kg.
Aev cival amtapaitnto va yivetar S1axwpiouog JETaLl TTpowpwv Kai Bpegov W TTANPR xpdvo xinong.

To Ceftriaxone avievdeikvutal ge veoyva (£ 28 nuepwv) edv araireiton Bepameia {1y avopEverar va amaiTeival)
pe evBo@AiBia SiaAluara Trou TTEPEXOUY QOBEOTIO, CUUTTEPIAQUBAVOLEVIOY QUVEXWIV £YXUOLWyY TTIOU
TEpIEXoUY aoREOTIO, OTTWG N TTAPEVIEPIKA BIaTROQN £LaiTiag Tou KIVBUVOU KaBidnong 1ng KeQrpiagovng-
aoBeotiou (BAETTE TTapdypago 2.3).

Neoyvd, Bpegpn xat maidid (15 nuepwv hexpt 12 e1wv): nuepnoia doon 20-80 mg/kg.

Ma Tadid pe Bapog 50 1 TTEPITCOTE WV KIAWY TTPETTE VA XPNOILOTIOIEITAN TO GUVNBEg DOTOAOYIKD OXUa TOU
evrjAikou.

EvDopAtBieg Bdoeic 2 50 mg/kg owpaTIKoU BApoUg TTPETTEL va XOPNYOUVIQl LE EyXUoh O€ XPOovIKO SiaoTnua
TouAGxiaTov 30 Aetov.

Mnviyyinda

Ze MEPMTWOElG Baknpiakfg unviyyindag ae Bpien kat raidid, n Beparreia apxidei pe d6o0gig Twv 100mg/kg
(LEXD! TO WEVIOTO TWY 4 Q). ZTNV QUVEXEIQ XOPnYEiTal ouvoiixn nuepAcia 8oon 100 mg/kg (UEXP! TO PEYIOTO
Twv 4 g nuepnoiwe Ginpnuévo oe 2 dooeig). ATO TR aTiypn TTou B8a avayvwpigToluv of UTTEUBUVOI
HIKpOOPYGVIOHOI Kai i euaioBnoia Toug, n doooioyia prropel va peiwdel avaAdywe. H eAdyiotn Sidpkeia 1ng
Geparreiag rou £0ei€e va elvar aroteAsguankn eivar

Neisserfa meningitidis 4 pepeg

Haemophilus influenzae 6 HEPES

20
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Streptococcus pneumoniae 7 HEPEC

EvroUroig n ouviBng Sidpkeia Beparreiag sival 7-14 nuépeg avaioya pe 1o rabBoydvo aitio.

Lyme Borreliosis
50 mg/kg HExpt TO QvTEPO 2 g 0€ TTaIdIA KAt EVAMKEG, XOPNYOUNEVO g QOpA TV NUEPA yia 14 nuépeg.

Fovoppora (OTeAy!] TTOU TTAPAYOUV KO OTEAEXT TTOU BEV TTApAyouV TTEVIKIAAIVAOT)
Mia atrAr) evdopuikn 6o 250 mg.

flpoeyxeipnnikn mpopuAaén

Mia povadikiy doon Twv 1-2 g, avéhoya pe Tov Kivduvo Aoipwéng, xopnyoupevrn 30-90 Aerrta mpiv v
eTrépBaorn. Ze opBOKOAIKEG XEIPOUPYIKES ETTEURAOEIS, 1 TAUTOXpovn Xopriynon Tou Ceftriaxone pe 1) xwpig 5-
nitroimidazole, 11.x. ornidazole, £éxel amodeIxBei amoTEAECHATIKN.

2.7 YrrepboooAoyia - AVTIpETWOTTION

Ze mepimtwon unepPBaong Tng bSooohoyiag, prropel va  exkdnhwBouv voutia, Epgtog, Oidppoia. H
OuyKEVTpWOon Tou gapudrkou 8¢ Ba pawBei pe apodidhuan 1y Ue epirovaikr SidAuon. Aev uTTapxEl KATToI0
£dikd avriborto. H avtipeTwtmion g utrépBaong g S0ooA0Yiag TTPETTEL va Eival CULTTIWHUATIKY.

238 AvemBOUNTEG EVEPYEIEG

O avemBOunTEC EVEpyeieg ouvhRBuwg eival AmEG Kal Bpaxeiag diGpxeiag.

Kata 1 xopfiynon tou Ceftriaxone taparnpenBnkav ol TOpoKAaTw GVETMBUUNTEG EVEPYEIEG, TTOU ATaV
QVaoTPEWIUECS EITE QuTOUATA EITE PETE TR BIAKOTIT TR XOPIYNONS TOU GApUAKOU:

AVETIBUUNTES EVEPYEIEC avd ouoTnua

Maorpevrepikéc Siarapaxéc (repimou 2% Twv TEPIOTATIKWY). TTOATWOEIC KEVWOEIS /i BIappoia, vauTia, £UETOL,
oTouatinda Kal yawooinda.

AIATOAOYIKES QAAOIBOTEIC (TTEPITTIOU 2%): NWOIVOPIAIA, AEUKOTTEVIA, KOKKIOKUTTAPOTTEVIQ, QINOAUTIKY avaipia,
BpouBokurraporevia.  Exouv  avagepBel  HEMOVWUEVEC  TTEPITTWOEIC MR YVWOTAC  CuXvoTnTaq
UKOKKIOKUTTapaigiag (< SOOImma) Ol TIEPICCOTEPEC EK TV OTFoiWV TTapoucidaBnkav petd amod 10 pépeg
Beparreia pe Xoprynon cuvoAikuv déotwy 20 g 1} HeyaAUTEPWV.

Aspuankéc avndpaoeic (repimou 1%): e€avBnua, aAiepyikn Sepuarimda, kvnopoe, kvibworn, oidnua. ‘Exouv
ava@epBel  PEUOVWHEVES TIEPITITWICEIG [Nl YWWOTAG ouxvotniag cofapuwv depuankwy avemBuuntwy
evepyeiwy {TTOAGUOp@o e£plBnua, ouvBpopo Stevens Johnson 13 oUvdpopo Lyellftofik embepiikn
vekpoOiuon).

AMeC omaviec avemOuuNTeS evEpyeieC: KEQAAQAYIa xat fAlyyog, auinuévr BpaoctnpidTnTa TWy rmaTKwWY
evZUpWY, CUPTITWUOTIKA KaBi¢non aAdrwv aoBeotiou Tng Keprpiatdvng otn xoAnddxo kGatn, ohiyoupia,
auénon 1n¢ Kpeamnvivng Tou opou, HUKNTIAoH NG YevvTIKAS oboU, TTuperdg, piyn xal avaQuAaxTikés ri
avaguhaxrocideic avndpaoeig, T.x. Bpoyx0oTTacuog.

Inavia, ooBapES KAl OF WEPIKEG TTEPITITLICELIS BavaTtngépeg avemBupnTeg avridpacelg Exouv avagepbei ot
TIPOWPa Kal QUOICACYIKAG KUNONG VEOYEVVITA (NAIKIOS pikpoTEpNG Twy 28 nuEpwy) oTa o1Toia xopnynoenke
eviogAiRia kegrpialovn kal agBéomo. Kabigroeg aharog kegrpiafovng-aafectiou éxouv TraparnpnBei
OTOUG TIVEUHOVEG KO 0T ve@pd post mortem. O uygnAog kiviuvog kaBifnong oe vEoyEVVNTa ogeiAeTal 010
HIKPO OYKO OIPaTOS KOI TNV HEYOQAUTEPD YPOVO NEICWAS TG KePTPIaEdvrig O CUYKPIOT PE TOUG EVAAIKEG
{BAéTre Trapaypdgoug 2.3 xai 2.8).

Mropei va  sppavioTel emAoipwén TTou TIPOKOAEITaI QTd  WIKPOOPYQVIOHOUS Wn guaioBnroug aTtnv
xkegrpiagdvn (Candida, aAAor puknreg, f Ghhoug avBekTikoUg uikpoopyaviopols). H weubopsuBpoviudng
EVIEPOKOAITISA Eivan pia oTravia avemBounTr evépyeia Trou Trpokaieitar amrd 1o Clostridium difficile) xara
Siapxkeia g Bepameiag pe Ceftriaxone. Emropévwg, n mBavémra avamruing mg vooou WPETIE va
AauBaveran uodwn ot aoBeveic TTou TIapouciddouy Bidppoia KATOTIV  XOpRynong  aviiBakTnpiakou
TTapayovria.
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KaBi¢non drarog keprpiagovne-acBeotiou £xet rapatnpnBel otn xoAndoxo kKUoTh, Kupiwg ot aobeveic TTou
£AaBav aywyn) pe 560e1g uwnASTEPEC aTTd TN CUVIOTWHEVN. Ze TTadI4, TTpooTITIKES HEAETEG £DE1Eav peTaBAnTA
emiTTTwon kadifnong pe evOo@ALBIO xophAynon of opiouéves HEAETEG peyahutepn amd 30 %. H emimrwon
QaiveTal va eivar XounAGTepn pe apyn gyxuon (20-30 Aemtd). Auth n emribpoon eivar ouvABuwg
QOUPTITWHATIKE, OAAG OF OTTOVIEG TTEQITITWOEIG Of KaBIZAOEIC oUuvoSEUOVTal ATTO KAIVIKG CUUTITWPATA OTTWG
TIOVOC, vautia Kai £HETOC. H OURTITWHATIKR BepoTTeia ouvIoTaTal O QUTES TIC TrepimTwoeaig. H kaBilnon cival
CUVNBWG avaoTPEWIUN KE TN BIGKOTTA TS KeQTpiadvng.

WeudopepBpavwdng eviepokoAinda xar dlarapaxéc g TAENG, £xouv avagepBel cav oAl oTrdvieg
QVETTIBUUNTEC EVEDYEIES.

MNoAG omdvia £xel avaeepBei kaBifnon Tou QapUaKoU OTA VEQPIKG CWANVAPIa kupiwg ot TTaidid dvw Twy
TPV £TWY OTa oTToia eixav xopnynBel eite uynAég nuephoieg dooeig (T1.X. > 80 malkg/nuépa) r} CUVOAIKES
Booeig ou utrepéBaivav ta 10 g kai Trapouoialay GAAOUG TTAPaYOVTES KIvOUVOU-(TEX: TIEPIOPITHOI UYpLIV,
TIEPIOPIOMG OTO KPERAT KA T.). To yeyovog autd WTTOPEl va Eival SUPTITWHATIKS 1) QOUUTITWUATIKG, YTTOPE]
va 0OnyAoEl OE VEPPIKI| GVETTAPKEIY Kai £ival avaoTpEWipo petd tn SiakoTrh tou Ceftriaxone.

TomKkEG avemBounNTeS evépyeieC: Of OTIGVIA TTEPICTATIKG, TTOpoUaidaBnkav gAeBikEG avnidpagels eTd amd
evBOQAEBIa Yopriynon Tou gappakou. AuTEQ pTTopoly va eAayioToTromBouv e apyn (2-4 AeTTTa) £veon g
ouaiag.

H evBopuikr £veon xwpic didAupa AiBoxkaivng eivar emwduvn,

Mn QuOIOAOYIKES EpYaOTNPIGREC TILES

Enidpacn o€ SiayvwoTikéS SOKINaoies

Ze aoBevei¢ ortoug omroioug xopnyeitar Ceftriaxone, n Sokipyacia Coombs prropel omdvia va yiver yeudwg
Bemikny.  To Ceftriaxone, 6Twg xar Ghha avniBioTikag, ptropel va Gwoel Yeudwg BETIKG aTToTEAEONGTA OTIG
Soxiuaoieg yia yahaktodoipia.

Opoiwg, un evdupaTikég uéBodor TTPoodIopIoUOy TG YAUKSGENG oTa olpa prropel va dwoouv weudlg BETIKA
arroteAéopara. Ma 10 Adyo autd, 0 TPoodiopiouds TRS YAUKGENG oT1a oupa katd Tr &idpkeia Bepomeiag pe
Ceftriaxone 8a TrpéTrel va yiverar eviupaTikg.

29 T wpémel va yvwpilel o aoBevig o WepimTwon mou wapalAeiper va aper kdmoia 86on
Edv apoAcipete pia 3Oan, ETMKOIVWVACTE Quécwg pe 10 Bepdmovra 1atpd o omroiog Ba oag kaBodnynos!
yia T guvExion tng Separreiag.

210 Ty wpéwel va yvwpilel o agBevig yia Tny nuepopnvia Ai§ng rou rpoiovrog
Avaypagetal OtV ESWTEPIKN KAl ECWTEPIKY] CUCOKEUAOia.

Z€ TIEPITTITWON TTOU 1] NUEPOUNVIa auTr) £X&1 TTAPEABEL, UV TO XPNCILOTIONOETE.

211 Ibaitepeg Tpo@UAGEEIg yia Tn @UAagn Tou TTpoibvTog

2.12  Hypepoynvia teAeutaiag avadswpnong tou iAoy odnywv
To rapov QUAAO odnyiuv eykpionke atrd Tov EBviko Opyaviopd Pappakwy orig

Ba mpétier va 1o Bivete of GAAO GTOPG i} va TO XPNOIMOTIOILITE yia kdTToIa GAAN TTaBrnon, xwplg
TIPONYOUHEVWG va EXETE CUNBOUALUBE] TO y1I0TPS TaG.

ApEcWS 10 YIaTed 0ag 1 TO YAPHAKOTTON 0aC.

AauBaveTe 1) XPeIGZeaTe KAAGTEPN EVIMEPWON VIO TO 1GTPIKO 0O TTPOPRANa Un BioTdoeTe va (NIACETE TIG
TIANPOPOPIES QUTES aTTO 1O YIaTpd GUg N TO YAPHaKoTIowd oug.

[

oUpgwva We T 0dnyieg TrTou oag §OBnkav.

TTOU aopd TO GAPHAKS TTOU TU¢ XOpNyABnKE.

-

NAHPO®OPIEX A THN OPOOAOIKH XPHIH TON ®APMAKON (yevikd)
To @dpuoko autd 0ag 10 £ypaye o yiaTpodg CUg HOVO Yid TO CUYKEKPIHEVO 1QTPIKG 0ag TTRORANua. At

Edv kara m Sidpkeia g Beparngiag ep@avioBei KGOl TTPORANMA HE TO QAPHUKO, EVIJUEPUWOTE

Edv €xere omroiadiTroTe €pWINHATIKG yOpw atrd Ti¢ TANPOPOPIEG TTOU aopolv TO PAPHAKO TIOU

INa va givol amoTeAeoaTniké kal acQaAéG 1O QAPUOKO TTOU gag Xopnynonke Ba Trpérrel va AauBdvetal

FMa v aoedAeid oag kal Thy uyela oag givar armapaitnto va SiaBacete e wpoooxh kabe TAnpogopia

Na un Swamnpeite 10 @AapUaKa CE £pUApPIa Tou Aoutpot, &1d1 n ZoTtn Kai np uypaoia prrepsi va
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GAAOILIOOUV TO PAPPAKD KAl va TO KaTaoTiioouv emBAABEC yia v uyeia oag.
» Na pnv kpaTate Qappaka Tou Sev TA XPe1GLeaTe TTAEOV 1} TTou ADN EXouV ANEEL
» g peyaAUTepn ao@aiela KpaTAaTE OAQ TG YADHAKO Ot AOPAAES HEPOC POKPIG atrd 1a Tardid.

4, TPONOZX AIAGEXIHZ
Movo yia NoOOKOuEgIaxkn Xphon

3. O OikaioUXOl Kai QVTITTPOCWITOI UTTOXPEOUVTaL YIQ TV EQAPUOYR Tr¢ avwTépw EyKukAiou.

4. Kar6miv Twv avwrépw Tradel va 1oXUel nute’ apiBu. 7866/3-2-2010 eyxikhiog Tou EOC®

Koivomoinon:
Er: ROCHE HELLAS AE H AIEYOYNTPIA AYEN

AAAMANAL 4 & AEADQON
15125 MAPOYZI ATTIKHZ

Ap. A. KOYTZOYKH

ATTOBEKTEC VIQ EVEPYEIT
1.TEEGA/AYT

A. Meooyeiwv 136

155 81 ABrva

2.Ymr. Epyaciog Atraoxdinang & Kovwvikig MNpoortaoiag
Fevikn Mpappareio Kowwvikiov AgQaiioewy

Alvan Aogahiong AoBéveiag & MnTpoTniag

Zrabiou 29, 101 10 ABrva

(M TV TTaPAKRANCN EVAREPWANG TWV ACPAAITTIKIV
Tapeiwy Tou Trapéxouv Yyeiovopikn MNepiBaAyn)

3.MNaveANAVIO laTpikd ZUAAOYO
Mhoutdpyou 3, 106 75 ABriva

(uE TV TTAPAKANCH EVAUEDWON TWV
TomKWY laTpiktuv ZUAAOYWV TNE XWPAG).

4 NaveAhfvio PapuaxkeuTikd ZUAAOYO

Metpasg 134 & Ayadnugpou

118 54 ABfva

{ME TNV TTAPGKANCN EVNHEPWONS TWY

10mKWY QapUOKEUTIKWV ZUAAGYWIV THE XWPAS)

5. NaveArivia ‘Evwon apuakoTronuy
Noonheutixwv 1BpupdTwv
MixaAakotrovhou 98, 115 27 ABAva

6.IKA-®Qapu/xi Yrnpeoia
Ay.Kwvivou 8, 102 41 ABfva

7.0IA KAabog dDapuakeutiknig NepiBaAyng
Narnoiwv 30, 106 77 ABrva

8.0ikog Nautou lMeipaiwg
K.Mahaiohbyou 15
185 35 lMeipaiag

9. Oixog NauTou ABnvag
Mavotwvog 2 & Matnoiwyv
106 77 ABhva




10. Kévipo AnAninpidoswy
Noookoueio Maidwv "N.& A. Kupiakod”
115 27 F'oudi

/11.ZG>EE
A.Bao. lNewpyiou 50 & M. Agiag
152 33 Xahavdpi, ABriva

12 NaveAhAvia "Evwon ©apuakoBiopnxaviag
Aapypa 7, 115 24 Apmrehoknrrol, ABrva

13.20AMoyo Avi/mwv DappaxeuTikwy Eidwv & Eidikotrtwy
0b6¢ Taroiou

180 xAu. EBvikAc obou ABnvwv-Aapiag

146 10 N. EPYGQPAIA

14.Achtio Ayopavopiag
Mavermiotnuiou 42, 106 79 ABriva

15.TEBE — ®appaxeuTikés Yinpeoieg
Ay. Kwvoravrivou 5
103 51 AOQHNA

16.Mn pEAn Zuhrdywy
{6Twe o Trivakag)

EZQTEPIKH AIANOMH:

1.Alvon ©ap/kwv MeheTwy & "Epeuvag

2.Alvon Alkwv Y1inpeowwy EAEyyou MNpoidviwy
TuApa Exdoong & Kwd. Attopdocwy

3.Tpaupareia EmoTtnupovikol ZulBouvAiou Eykpicewy

4 Mpapparcia AcutepoBasuov Emornuovikot ZupBouliou
ME/10-2010
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