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EMHNIKH nHMOKPATIA 

VnOVprEIO VrEIAl: & KOINONIKHl: 


AMHAErrVHl: 

E0NIKOr OprANlrMOr Cl>APMAKnN 

MWOVEfwv 284, 155 62 XoAapv6<; 
www.eof.gr 

!::JvCJrj nlO IKrjTIKWV VrrllPwlwv EAEvxou np0"iovTwv ABHNA,16-6-09 


nA8po<popiE<;:-E.-XANIZH AP.npnr.: 43399 


T IlAt<PWVO: 210-6507200 


ErKYKAIOr - AnOCl>ArH 

BEMA: Ka8oplol.lo<; nEpfAlllVrj<; XapaKTrjplCJTIKWV TOU npOTOVTO<; <papl.laKEUTIKwV rrpoIovTWV rrou 
m:pIEXoUV opaoTIKo OUOTOTIKO VANCONVCIN HVDROCHLORIDE 

' Exovn:<; urrolVll· 

a) TI<; oIOTdÏEI<; TIl<; KOIVÍ<; VrroupVIKÍ<; Arro<paoll<; nVr3 (a) 83657/2005 "nEpr Evapl.l0vICJrj<; HI<; 


EAArjVIKÍ<; NOl.lo8wfa<; I.lE Tllv aVTioTolXIl KOIVOTIKÍ OlOV TOI.lEa TIl<; KUKAo<popia<; 
...... ................. TWV <papl.laKEUTrKwv rrp0"iovTwv, 


Î) 	 lllv urr' apI81.l.: 8673/2/29-1-2009 Arro<paoll npOEOpOU nUEO<P 

(<PEK.253/13-2-2009) "nEpt I.lETOj3ij3aoll<; aPIJOOIOTÐTWV OTOUe; LlIEU8uV TE<; TOU 

EO<P" 


V) 	 Til rVWI.l0TEUOrj TOU ETTlOlrj lJOVIKOU l:UI.lÎouAiou EVKpioEWV ap.<P-7/16-1-2009 

A n  O Cl> A  rIZOYME 

1. 	 H nEpiArj4J1l XapaKT'lPICJTIKWV TOU npo"iOVTO<; 
opaoTIKo OUOTOTIKO VANCOMVCIN HVDROCHLORIDE OpiÑ£TOI w<; EÏf)<;: 

llEPIAH'PH T.QN XAPAKTHPlkTIK!!N TOY llPOIONTOk 

1. 	 ONOMAkIA TOY <l>APMAKEYTIKOY llPOIONTOk 

2. 	 nOIOTIKH KAI llOkOTIKH kYN@EkH 

500mg: K6.ge qnuAi810 1l:ePIEXel Vancomycin Hydrochloride (UOpOXAroPtKT] =avKoflUKivTJ) 

lOOOUvaflTJ fle 500 mg Vancomycin (=avKOfll)KivTJ). 

1000mg: K6.ge <.ptaAi81O 1l:epteXet Vancomycin Hydrochloride (UOpOXAroPtKT] =aVKOfll)KivTJ) 
lcroouVUflTJ fle 1000 mg Vancomycin (=avKof1l)KivTJ). 

http:Ka8oplol.lo
http:www.eof.gr


EmqmAoKoKKlKES A01gcOCpC;: 

EVboKupoinou: 

AMES A01!lcO£ElC;: 

L1L1YETI-EA2S0-J312 
(24a) 

3. cI>APMAKOTEXNIKR MOPcI>H 

4. KAINlKA I:TOIXEIA 

4.1 0Epa1CE1)T1KEC; EVOEiSEIC;. 

A. H UbPOXAOOP1KTl -uVKoJluKivTj XOPTjYOUJlEVTj JlE cvbocpAeptU EYXD0Tj £vbciKV1Ytat CrtTj 
9Epunciu 'tow UKOAou900v AOlJlcOS£OOV: 

H -uVKoJluKivTj CVbEIKVU'tat 0TT] 9£punciu 00PUpcOV 7 
Un£tATjTIKcOV A01JlcO';EOOV, nou npOKaAOUVrat uno £UUi09Tjm m£AEXTj, UV9£KTIKcOV OTTj 
Jl£91KtUivTj, 0mcpuAoKKoKOOV. 

EVOEiK(1)'tat 0£ u09EV£iC; UAA£pytKOUC; o'tTjV n£V1KtAAIVTj, 010 u09cveU; 01 onoiot OCV Jlnopouv vu 
Aa-ouv aUu cpapJlUKU 7 01 onoiot oev uvrunoKpieTjKUV 0£ Ulna Kat ytU A01JlcOS£tS nou 
npOKUAoUV'tat uno JltKPOOP'YUVtOJlOUS EUui09Tj'touC; OTTj -uvlCoJmKivTj, 01 orwiot EiVat 
UV9£K'ttKOi 0£ aUu UvnJlIKpOp1UKa cpapJlUKU. H UOpOXAOOptK7 j3avK.oJluKiVTj evociKW'tat ym 
UPX1KTl 9£punciu omv unapX£t uno'lliu ytU 01:UCPUAOKOKKOUS UV9£IcrtKOuS 0'tTj Jl£91KtAAlVTj, 
uUa Tj 9£punEiu 9u np00UPJlO�E'tat 0'tU OEbOJlEvU £uat09Tjmuc;, JlOA.'S uma civat Om9E01Jlu. 

H -uvKoJluKivTj £lvat uno't£AE0JlUnK7 0TTj 9£pu1t£i.a 'tTjS EVOoKupbinbas (mo 
0T<lqmAOKoKKo. H puvKoJluKivTj clVat bPU0TlK7 JlovTj i) 010 0DVouuaJlo Jl£ Jliu UJltvoYAuK0010Tj 
010 evoOKUpbiTIOU Ocp£tAOJlCVTj 010 npa(J1vi(ovrcC; O'TpcnrOKOKKOVC; i) Streptococcus bovis, Kat 0£ 
evooKupbhtou nou npos£voUV £VTEPOKOKKOl (rLX. E. faecalis), 1l:av'tu O£ 0uvbuU0JlO Jl£ 
yevmJl1KivTj. Eni0TjC;, Tj PUVKoJlUKivTj £tVUl bpUOTIKTl O'tTj 9£p(l1[cia TI]C; evooKUpotnous uno 
Otcp9£po£l(S7. H pUVKoJluKivTj EX£! xpTj01JlOnOlTj9ci Jl£ Emruxia 0'£ 0DVOUU0JlO Eit£ Jl£ TT] 
ptcpuJlmKivTj 7 KanOtU UJll.V0yAUK00ioTj i) KUt Jl£ T(l 8-60 0£ cvooKupOinou npcOtJlTjS £JlcpaV10TjC; 
Em EbCtcpOUS npo09£TtKTlS pUA-iouS, nOD npOKUA£hUt uno S. aureus, S. epidermidis i) 
blcp9£poE10i). 

H evoocpAepm XOpi)yTj0Tj TTjS PUVKOJluKivTjS JlOVTjS i) 010 0DVi5UU0JlO JlE YCVTUJlIKlVTj, ex£! 
npO'tu9ci ooS npocpuAUSTj evUVTt 'tTjC; -UK'tTjPtUKTlC; EVOoKupbini5w; 0£ u09cvciC; aAAEPYIKOUC; 
0TI]V nCV1KtAAivTj, 01 onoi01 exouv 0DYYEVEC; KupbmKO V00TjJlU i) P£UJlUTtKi) i) aUTj EmK'tTjTTj 
paAp1oonCt9£lu, O'tUV UUTOl 01 u09cvcic; Dno-aAAOVT<ll 0£ obovnuTp1Kec; En£JlPCt0£1C; 7 
XE1pOUpytKES £n£JlPCt0£1C;, 01 onoi£c; Xp7�ouv XTjJlElOnpocpuAuSTjS· 

H OpU0TtKOTI]'tU TTjC; -uVKoJluKivTjC; EXE1 unoo£tx9Ei O£ 1l:0UUnAES A01JlcOSEtC; 
0CPEtAOJlEVEC; 0£ OTacpuAoKoKKOUC;, Jl£TUSU 'toov onoloov 0E PUKTTjP1UlJliu, O£ 00T£OJlUEAiTtOEC;, 
A01JlcOS£lS TOU KU'tcOT£POU UVU1tV£U0TlKOU Kat A01JlcOCPC; TOU OEpJ.lfl.TOC; Kat TOOV 0XTJJlUnOJlcOV 
umou. O'tUV 01 (JTUCPUAOKOKKtKES A01JlcOSE1S EiVat CV'tOm0p.tv£c; Kat Om1l:UTJJlEvEC;, TU 
uvnPlOTIKCt XPTJ01JlOnOlOUVTat OOC; £mKODpIKa om KUTCtAATJAU X£tponp'YtKCt JlETpU. 

B. H ano 'tOU 0TOJlUTOC; ubpOXAOOPUcT, -aVKOJlUKlVTJ cvbciKVUTUl GTIJ 9Epu1C£iu TTjC; oo-upi)c; 
'lI£DbOJlEJlPPUVcObouS KOAinbuc;, nou OuvbtE'tUl JlE XP70Tj uvn-lonKcOV Kat npOKaAEiTat ano 
'to Clostridium difficile Kat 'tTJC; o'tacpuAoKoKKlKTlS cv't£poKolinouc;. H vJpoXAwpllaj 

pavlWpVKiv1] &V eival JpaOTlKrj mro TOV (JTOpaTOe; rta illee; poptpie; AOlpw?;ewv. 

rtu vu Ku90ptO'tci 0 na90YovoC; JltKPOOPYUVt0Jl0C; nou npoKuA£i TIJ AoillOOSTJ Ku9dls Kat Tj 
£Uat09Tj0iu LOU 0'tTJ -avKOIlUKivTj, npEn£! vu yivouv -UKTTjplOAO'Yl.lctS JlEAE't£C;. H 9£pun£unKTl 
uyroyi) Jlnopd vu aPXloEt cv uvaJlovi) 'troY unOT£AwIlCtTrov .'trov 0UYK£)(ptJlEvOOV IlEA£'tcOV. 
AvCtAOYU Jl£ 'tU £DPi)IlU'tU, npOOUpJlOSE'tUl Kat Tj aVTllltKpoPtaKTl Ul'(i)'Yi). 
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H croVIO"t'ro!1eV1] oMc;: IOP!]Y1]m]S me; BaVKO!.lUK1Vnc; &iVUll) evoopli:(ha itYXUGl). 

btUAU!la 
(J1)YKMP@a!]C;; Effie; mg/mL XOPl]Yl)auc; mg/min TI fllJSQO,,[EPO 

Xopyyovyevy pe evoofj!J..iOla tyrv(1Y: 
EVnAIKec;: 

Neoyvo. 

Xopyyovyevy UToyaroc; 
.l!9VO 

TJAtKias /lexpi EVOS /lllVOS. 

66YED-E.4250-13/2 
(24(1) 

4.2 LlOO"oAoyia Kat Tponos XOPlIYTJOTfS 

Ot Ocp£tAO/l£V£S OTTJV eyxuaTJ avnbpUa£tS aX£1:iMoV'rat /l£ 1:TJv auYK£npffiaTJ Kat 1:0 puEl/lO 
xop>YTJaTJS "[TJS �aV1(o/luKivTJS· r£VtKU, TJ �avKo/luKiVTJ Ela npbrEl va XOPTJy£hat aE 

5 Kat !:!LQĽO 10 (�AenE flap. 
4.4 IlpOEtQ01t0tTja£ls)ľ--·1:E-Opt(J/lEvOUS· aaEl£vels--nou--anan£hat n£ptopta/lOS "[ffiV 
XOPTJYOU/l£VffiV uyprov, /lnop£i va XOPllYTJElEi b1uAU/la aUyKEv't"pffiGTJS EffiS 10 mg/mL anu 
XPEtUME"[at npoaoxTj b10n Ot U\jIllAES aUYK£v"[pwa£tS ausuvouv 't"llv mElavo't"TJ"[a E/lcpuv1allS 
avnbpuaEffiv aXEnMO/l£Vffiv /lE "[llv £yxuaTJ. flapOAtaU1:U Ot 0CPEtAO/l£VES a"[llv eyxuall 
avnopua£lS £VOEXE"[at va napa1:llPllElouv /lE OnOtabTjn01:E auYKEv1:Pffiall Kall> pu8/lo 
xopTjYllallS 1:llS �avKo/luKiVT]S· 

H aUV1a1:W /l£v1l ooaoAoyia aE £V>hKOUS aa8£velS elvat 2 g Ka1:avE/lll/lEva EhE ffiS 
500 mg avO. 6 WPES Tj 1 g avO. 12 WPES, /lE £VOOCPAE�ta eYXUGTJ. KuElE ooall npenEt va 
xopllYEhat /lE pu8/lo EffiS 10 mg/min > aE blUmll/la 'tOUAUXlO"1:0V 60 AE1t'tWV yla napa1:E"CU/lEvll 
xopTjYTJall. 1:E /lllv1yyin8a TJ aUVOAtKi) ll/lEp>ata bOall /lnopei va <p8Ci.a£l "CU 4g. 

A.nOt napuyoV1:ES aXEnMO/l£VOt /l£ 1:0V aa8£vTj, onffiS TJ llhKia > ll '1taxuaapKia, EvbtX£1:at va 
amll'tTjaouv 1:pononoillGTJ 1:llS (J1)vTj8ouS £voocpAe�tas TJ/lEpTjmas OOGTJS· 

llWbui: H (J1)vTjellS ll/lEpTjma 06all 1:llS �avKo/luKiVT]S a1:a natoto. Eivat 10 mg/kg �o.pOUS 
aWl1a.os avu 6 WpES. Ko.8£ 06aTJ npE'1t£l va XopllYEhat aE XPOvtKO ol(1.a1:TJ/la 'tOuAo.Xta"[ov 60 

A£1tl:WV. H OAtKi) ll/lEpTjata £voo<pAe�ta ooaTJ 'tTJS �avKo/luKivllS a"CU natotu ElVat 40 mg/kg 
�upouS aW/lU'tOS Kat /l'1tOpei OtatPOU/l£Vll va £Vaffi/la1:ffi8ei ma uypu nou XOpTJYOUV1:at a1:0 
natol yta 1:llv KUAU\jIll 1:ffiV avaYKWv 1:0U 24wpou. 

KW B.d.!P.JL 1:UVlO",,[U1:at Ilia apXIKi) 80aTJ 15 mg/kg aKoAOu8ou/l£v1l ano bOaTJ 10 

mg/kg/12ffipo yta 1:llv npw1:TJ E�OO/lUOa 1:llS Mffi>S Kat Ka'tomv 10 mg/kg/8ffipo yta �pe<pll 

H 1:aKnKi) napaKoAouElTJall "[ffiV auYK£V1:pWaEffiV 1:TJS �avKo/luKivTJS a1:OV opo ,.mopEl va 
a'1tanEl1:at a1:Ous aa8£v£is aU'tous. 

ano rov 
H XopTjYTJGTJ �avKo/luKivllS ano 'tOU a1:o/la1:oS £VOEtKVU1:at a1:TJ 8£panEia 1:llS 
\jI£UOO/l£/l�paVWOOUS KoA.inoos, nou auvOEE1:at /l£ xpTjall aVn�tonKwv Kat npOKaAEhat ano 
1:0 Clostridium difficile Kat 1:llS a1:a<puAOKoKKlKi)S £V'tEPOKOAl'ttOas. H auvTj8TJS auvohKi) 06GTJ 
a1:OUS £VTjAIK£S dvat 500 mg EffiS 2 g XOPllyoU/lEva a£ 3 Tj 4 ooa£lS Yia OIUa1:ll/la 7 EffiS 10 

TJ/l£P£S Kat a£ natotu eiVat 40 mg/kg affi/lanKou �upOUS a£ 3 Tj 4 ooa£tS yta OIUa1:ll/la 7 EffiS 
10 ll/lEp£S. H auvohKi) TJ/l£PlIma ooall O£V Ela npEnEt va un£p�aiv£t "CU 2g. 

H Ka1:UnTJATJ Mall /lnopd va apatffi8£i a£ 1 n01:>pt VEPO Kat va ooed mov aa8£vTt Yla va 1:0 
mEt. 1:1:0 OtUAU/la /lnopouv va npoa1:E80uv auvTjElTJ apffi/lanKU mpoma yta 1:11 �EhlffiaTJ 1:11S 
y£uaTJS a1:TJv ano 1:0U a1:o/la1:0S XOPTtYllaTJ. To apatffi/lEvo oIUAU/la /l'1tOpei va XOpTJYTJElei !J.Eaffi 
ptvoyaa1:plKOU affiATtva. H VbPOXAWPZKH j3avK0J-lVKivy/ bEv elvm bpaaTIKH anD TOV aTOJ-laTOr:; yza 
illEr:; J-lOpcptr:; AOIWh(EWV. 

http:B.d.!P.JL
http:aWl1a.os


"(J(lE:VE;ic J!.8 N8!PPlldZ LlV(JA81!OVpyio. HAzKZWgivoz: 

I 
J 

*24 h) 

1:HM:.Eln1:H: 

K(J.l 

npbrE1 va XopTJ)'£l'ral f.1ElW f.1f.:vT) oocroAo),ia. EnicrT)S crE nporopa v€Oyvu Kal crE T)A.tK1ro f.1evOUS, 

t,t,YED-E.4250-13/2 
(24u) 

1:E acrBEVEU; f.1E vEcppuol oucrA£l1:oup)'ia 

AOyro EAaurof.1f.:vT)S VECPP1KijS AElTOup),ias, EV8Ex£'ral va analTT)8d f.1£),aAUTEpT) f.1EirocrT) crTT) 

XOpT)),OUf.1EVT) 86crT). H f.1eTpT)crT) Trov crU)'KEVTPWcrErov TT)S BavK0f.1uKivT)S crmv opo f.1nopEl va 

cruf.1&UAEl crTT]V UpWTT) aVT1f.1£TwmcrT) lOlUl1:£pa TroV cro&apu nacrXOvTrov acreEVWV f.1£ v£cpplKes 

8UcrA ElTOU p)'lES. 


01 cru)'KEVTPWcr£lS TT)S &avKof.1uKivT)S crTOV opo f.1nopOUv va npocr81Op1crLOUV f.1E 

f.11KpO&lOAO)'lKO npocr81Op1crf.10, f.1€ avocroAO),lKO npocrolOpWf.16 q>eOpWf.1(lU, ij f.1£ uypij 

xprollaLO)'paq>ia U\jIT)AijS an080crT)S· 


-1:€ Ąn€pinTroO"T)ąonOu--naptX£Tal T) f.1eTpT)O"T) TT)S KueapcrT)S TT)S lCpWTIvivT)S crt acrB£V€lS Il€ 

V£CPP1Kij oucrA€lToupyia, cruvlcrTUTal va €cpapf.10y£Tal LO aKoAouBo OOcrOAO),lKO crxfJf.1a: 

(H T)f.1€pijcrta 86crT) U8POXAroPlKijS &avKof.1uKivT)S (mg) dVaI, n£pbrou 15-nAucrta LOU pU8f.1oU 

crn£lpaf.1aTlKijs 81ij8T)crT)S (mLlmin»). 


llINAKAI: AOI:OAOlJAl: 

I:E AI:0ENEII: ME NE<I>PIKH 
AYI:AEITOYPrIA 

Ku8up<rTJ KPEUT1Vh'TI<; 
(mLimin) 

100 
90 
80 
70 
60 
50 
40 
30 
20 
10 

AO<rTJ BUVKOf.1llKiVT)<; 

1 545 
1390 
1235 
1080 
925 
770 
620 
465 
310 
155 

H aPX1Kij 86crT) OEV ea npbr£l va dVal XallT)A.OT€PT) TroV 15 mg/kg, aKOf.1T) 
Kal crt acrBEVElS f.1£ ijma eros f.1tO"T)S &apUTT)Tas V€CPP1Kij aV£1rapK£la 

1:£ av£cpp1KOUS acrBEVElS, nptn€l va 8io€Tal f.1ia apXlKij 86crT) TroV 15 mglkg &apous WcrT£ va 
€nlT£UXeOUV mxtros e€pan£UTIKes cru)'K€VTpwcr€le; crTOV opo. rm 'tTl 8lUTijP110"T) crm8€pwv 
cruYKEVTProcr€roV analTElml xopij)'T)crT) 86crT)e; 1,9 mg/kg/24h. 1:€ ao9EV£ie; f.1€ T£AlKOU crm8iou 
V€q>P1Kij &AuBT) dVal, EV8€XOIlf.:vroS, mo npaKTlKO va XOP11)'OUVTal OOO€te; crunijpT)O"T)e; Trov 250 
tcos 1000 mg €q>unac, avu 8lacrTijf.1aTa f.1€PlKWV T)f.1EPWV napu va XOpT)Y£lTal TO cpUPf.1UKO crt 
KUeT)f.1£p1Vij BuO"T). 

'OTav dVal yvrocrTij T) KpwnvivT) TOU opOU, f.1nopEl va €q>apf.10cr9d 0 napaxuTco 
wnoe; (Bacrtyof.1€vOS crm CPUAO, m &upoe; Kal TT)V T)AtKia TOU acreevone;) Yla va unoAoYloeti 11 
KUeapO"T) KpwnvivT)e;. H Kp€anvivT) LOU opou np€n£l va avnnpocrC01r€U€l f.1la crTae£pOn01T)J.!£VT) 
KaTUcrTacrT) (steady state) TT)e; V£<PPlKije; A£lToup),ias. 
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-------------------------------------------------------

TIpo£lOOn0t11 crw; 

��YED-E.4250- J 3/2 
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BupoS (kg) X (l40-TjAtKia (ErTj)) 
AVOPES: 


72 x KpwnvivTj OpOD (mgldL) 


r1JVail(ES= 0,85 x rTjv aV(()TEPro n�rl 

Av Tj KpWnVtvTj TOU OpOD OEV avunpocrCD1n::DEt TT] crTaO£pOnOtTj!Ji:vrlKaTucrTacrTj TT]S V£q>P1KrlS 
A£no1Jpyias, 'tOT£ Tj £Kri�TjcrTJ 'tTjS KUOapO"T]S OEV tcrxU£t. t'tm �ia TETOta KaT' £KTi�TJcrTj 
KUSapcrTj �nopEi va OcDcr£l �£yaADT£P£S n�ES cr£ acrO£vEiS �£ US alCoAouO£S KaTacnucrEle;: 

1) O"1JVOO£UO�EV£e; ano £AUTTrocrTj TT]S V£q>P1KrlS A£tToupyiae; OOrros KaTanATjJia, Yaplu 
Kap01Ct.Ki] av£nUpK£1Ct. rl ohyoupia, 

2) OnOlTOlaTapucrcrEmt Tj KavOvlKrl crXEcrTj �£TaJD �ulKi]s �šro; Kat pupOue; crcD�a'tOe;, 
onros crE acrOEVEis �E naxucrapKia rl TjnaTomXOe1Ct., oioTj�a i) acrKiTTj Kat 

3) noU O"1JVObEDOVTal ano £JacrO€vTjcrTj, KaKi] 01Ct.TPOq>rl rl alClVfjcrla 

H am:puAe1Ct. Kat Tj anoT£A£cr�auKOTTjm TTje; EVooppaXtaiae; XOPrlYTJO"TJS TTjS PavKo�uKiVTje; o£v 
txouv T£K�TjptroOei. 

H X.oprlYTjcrTj 'tT]e; pavKo�1JKivTjS aVTEVOeiKVtlTat cr£ acrOEV£ie; � YVIDcrTIj 1Jn£p£UatcrOTjcrla crTO 
avnplOnKO aUTO. 

H raxeia EVOoq>AEpta XOpTJYTjcrTj (n.x. �Ecra cr£ �eplK(X A£nTu) �nopEi va np0KaAEcrSt unoTacrTj 
Kat KarEPPt'VTj. H pavKo�uKiVTJ npEn£l va XOPTjY£lTat crs apatro�€vo Ot6.Au�a cr£ Xp6vo OXl 
�tKpOT£pO 'trov 60 AE1CTcDV cDcr'tE va anoq>EuyoVrat avnopucr£tS o<petl.6ŢsS crTTJV raxeia 
EYXUcrTj. H olaKonl) 'tTjS EyxucrTje;, O"1Jvrl9roC;, Emq>Ep£l raxeia unoXffipTJ(JTj aUTcl)V n.ov 
avnOpUcrEroV. 

fhoTOJtKOTT]m EXS1 avaq>£pOei cr£ acr9EVeis Ot onoiOt EAat>av U\jfTjAEe; oOcrins, rl ciXav 
npounapxoucra EKn'troO"T] 'tTjS aKOrlS rl EAaoav napunTjAa e£pan£ia �£ uno roTO'tOJ1KO 
q>up!1aKo (n.x. a!1tvoyAuKocrlOTj). 

H oaVKO!1UKivTj npenE1 va XpTjcrt�On01£lTat !1E npocroXrl (J£ acrOcvell:; �£ v£q>ptKi] avenupKEta, 
AOyro U\jfTjAcDV napa'te'ta!1€vrov O"1JYKEV'tpcDcrec.ov crTO al!1a. L'tOUe; acrSevEiS au'tous, Tj oocroAoyia 

'tTJS UopoXAroptKi]s YavKo!1uKivTjS npEnel va 'tpononOlel'tat (PAE"1lX Dap 4.2 6.ocroAoyia Kat 
XopTJYTJcrTj). 

r1a 'tTjV !1e1rocrTJ 'tOU KlVODVOU VEq>pO'tOJlK6TTjrac; KaTu 'tTj SepanEia U(J9EVcDV !1e npounupxoucra 
veq>pIKrl oucrAelTouPyia rl cre acr9£veis nou 'toue; XopTjYSlTal 'taUToXQova a!1tVoYAtl1<Ocrl0TJ, Oa 
npE1Cf:t va OlEVEPYE1Tat O"1Jvexi]e; E:A.eyXOC, TT]S veq>ptKi]c; AetTOupyiac; Kat va KaTaoUn£'tat 

10tah£pTj npocroxi] Y1a TTjV TIjpTjcrTj rrov KaTUnTjAc.oV oocroAOYIKcDv crXTJ!1urc.ov CpAEnE Dap 4.2 
6.oooAoyia Kat Xopi]'YT]0Tj). 

'P£1)OO!1e!1ppaVcDOTjS KOAtnoa tXEt avaq>epOd !1e 'tTj XOpi]YTj0Tj OAIDV 'rc.ov aVnplOTIKcDV WpEOe; 
q>uO!1aroe; (O"1J!1nEpUa�pavo�€vc.ov rc.ov !1aKPOA10cDV, 'trov TJ�lCiuve£nKcDV n£V1K1AAtVcDV Kat Tc.oV 
Keq>aA00noplVcDv). H OlUyvro0Tj aUTi] npenEt va Aa!1PUVETat u no'VTJ 0E a00EVeis nou 
£KOTjAcDVOtlV 01Upp01Ct. � TTj XPrlcrTJ avnYlOnKcDv. H 00YapOTTJ'ta KU!1aivErat ano i]ma Ec.oe; 
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IJpog)uAaSf:!S 
-Aal1�a\lOUV-UOPOXACOP1Kij 

11{J,1Ŭ16.: 

l1AZKZWj.I.l:VOZ: 

ililYEn-E.42S0-J312 
(24a) 

anElATrnKTl Yla TT] Scoij. Ot T]1rtEe; nEpmn:DGEle; \jfEUOO!lEIl�pavcDoouc; KOAtnOa aVTanOKpivoVTal 
GTT] anAi] OtaK0ml TOU rpaPllaKou. IE nEpmTWGEle; IlEGT]C; i] IlEyCtAT]e; papUTT]Tae; 9a np£nEl va 
Aall�aVOVTal KaTaUT]Aa IlETpa. 

H mGavOTT]Ta £llrpaV1GT]C; avG£KT1KwV 1l1KpoopyaV1GIlcDV IlE a1£OTEAWlla TOV U1£EPIlETPO 
noAA.a1£AamaGllo TOUC; 9a npE1££t va Aall�avCLat uno\jfT], loicoe; Gf; 1£EpmTcDG£le; llaKPOxpOVtae; 
xopi]YT]GT]C; avn�lOnKcDv. IT]llavnKTl civat T] npOG£KTlKTl1£apaKOAOu9T]GT] TOU aG8cvoue;. Eav 
KaTa TT] OlapKEla TT]e; aycoyi]e; E)1rpavtG8Ei EmAOiIlCOST], 1£p£1£El va AT]rp80uv Ta KaTaUTJAa 
IlETpa. 

I£ aG8cvcie; Ot-01£oiOt pavKofluKlVT] £XEl avarpEp8Ei aVaGTpE\jflllT] 
OUOET£p01£cvia Wfi... nap 4.8 AVEm8uIlTJT£e; AVTlOpaGE1C;). AG8cvEie; Ot o1£oim 1£pOKElTal va 
uno�AT]8ouv m::: 1£apaT£Ta)1EvTJ 8EpmrEia 1£pEnEl va napaKOAOu80Uv1:at 1£EpW01Ka coe; npoe; TOV 
ap181l0 TCOV A£UKcDV atllOGrpatpicov. 

nEpw8mi coe; 1£pOe; TOV ap181l0 TCOV A£UKcDV atllOGrpatpicov npE1[ln va 1£apaKoAou801)vTCU Kat m 
aG8cv£ic; GTOUe; o1£oioue; XOpT]YOUVTat TamoXpova rpapllaKa 1£OU )11£OPOUV va 1£pOKaAEGOUV 
oubET£pon£via. 

H U8pOXACOP1Kij pavKOIlUKivTJ 1£pEn£l va XopT]y£hat ano TT]V £v30q>Ulha 036. ME TT]V 
evbOJlU'iKij EvWT] U8pOXACOP1KT]C; �avKOIlUKlVTJe; T] )1£ TT]V ESan£iroGTJ TTJe; £K 1£apaopO)1T]C; 
1£apaTTJPOUVTat 1£OVOe;, EuatG8TJaia Kat m8ava VEKpCOGTJ TTJe; 1££pl.OxT]e;. M1£opci va GT]Il£lco8El 
8pOllpOrpA£�iTloa, TT]C; o1£oiac; T] cruXVOTT]Ta Kat TJ Go�apo'tTJTa E1VCU 8uvaTo va 
EAuXl0TOnOtT]80uv )1E TO va XOPTJy£hat TO rpawaKO ppabECOe; coe; apalCO)1EvO OtaAUlla (2,5 ECOe; 
5 gIL) Kat )1E TO va evaAAaGGOVTat Ta GT]llcia TT]e; EvEGTJC;. 

Y1£UPXOUV avarpopEC; OTl T] GUXVOTT]Ta crull�avTcov 1£OU GXcriŪoVTat )1£ TT]V EYXUGTJ 
(crull1££plAallpavoūcov UnOTaGT]C;, eSa\jfTJC;, £pu8i]IlUTOe;, KViOC00T]S Kat KVTJGIlOU) ausaVOVTat 
)1E TT]V TaUTOXPOVTJ XOpT]'YT]GT] avawGTJTlKcDV rpap)1aKCOV. Ta crull/3U)1aTa nou GXET1SOVTcu )1£ 
TT]V EYXUGTJ Il1£OpOUV va EAaX1G'W1£OtTJ8ouv IlE TTJ XOpT]YT]GT] TTJC; /3avKoIlUKlVTJe; G£ EYXUGT] 60 
A£1tTcDV 1£plV a1£O TT]V £lGUYCOyi] GTTJV avcuG8TJGia. 

H UGrpaA£la KCU T] anOT£AW)1aTlKoTT]Ta TT]C; XOpT]'YT]GT]C; TT]e; �avKoJluKivT]e; cv80ppaxtaia ()1eGco 
TT]e; OGrpu'iKTle; 1l01pac; i] )1eGro £'YK£rpaA1KT]e; KotAiac;) OCV eX£l T£K)1TJPlro8El. 

'EXEl avarpEp8Ei on TJ XOpT]YTJGT] UOPOXACOP1KTlC; pavKoIlUKlVTJC; JJfGCO TTJe; CVOO1£EptTOvai:Kijc; 
080u 0TT] OUiPK£ta GUV£XOUC; rpOpT]TT]C; 1££plTova'iKTlC; Ka8apGT]e; EiXE roe; cruv£n£ta Eva aVv6poJ.1o 
X1JJ.1l1ctj<; ltcPlTOvhz6ar:;, To GUVbpOIlO U1£oxcop£i GUVTOlla W; TT] 8ta.1C01£TJ 1:T]C; cvoon£pnova'lKije; 
�avKoIlUKlVT]e;. 

IE 1£pOcopa vcoyva Kat IltKpa �p£rpT] 1£pEn£l, CV8EX0)1EvCOe;, va yiV£1:at £m�E�aicoGTJ 
TCOV £m8UIlT]TcDv GUYK£VTpcDG£COV �aVKOIlUKlVTJe; GTOV opO. H TamoxpovTJ xopi]YTJGTJ 
Pa.VKOIlUKlVT]e; Kat aVa108TJTlKcDV rpaPllaKCOv £X£t cruGXETlG8ci JlE Epu8T])1a Kat "flushing" 
TU1£OU 1GTalllVT]e; G£ 1£atota (pA. nap. 4.8 Av£m8uIlTJTEe; EV£PYEu;;e;). 

H cruVtGTW)1CVTJ OOGoAoyia 1:TJC; �avKO)1UKivTJe; 1£PE1£El va Tpo1£onou;hcu GE 
TJAlKlCOIlEvOUe; aG8cvcie; AOYCO Il£tCO)1£vTJe; VErpptKije; A£lToupyiae; Wfi... nup. 4.2 LlOGOAoyia Kat 
XopiJYTJGT]). 
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EV[1!3a.[1ara mv ry"(VeJrz: 

NerppOTOtzKomra: 

LlLlYED-E.42S0-13/2 
(24a) 

H 'W1YtOXPOVTJ XopirYTJO"TJ �UVKO/ltlldVTJe; Kat UVatO"eTJnKcOV <PUPllo.KCOV £xn cruO"XE'ttO"eti /lE 
EpUeTJ/lU Kat "flushing" Turrou to"'W/llVTJe; Kat UVU<pUAUKWeloeie; UVTlOpo.O"E1e; (�A. I1up.4.4 
I1po£l00rrOtT10"ne; Kat 4.8 Av£meUIlTJTEe; Ev£pyw:e;). 

H c!l)'YXPOVTJ KUecOe; Kat TJ OlU00XtKTl cruO"TT)llunKTl ij TomKTl xpijO"TJ a.A.A.cov OUVo./l£t V£UPOlOS1KcOV 
KUtlij VE<PPOlOStKcOV <pUp llo.KCOV , orrcoe; UIl<POT£P1KlVT) B, UlllVoyAUKOO"lO£e;, �UlG.TpUKlVTJ, 
rrOAU/lUSIVTJ B, KOAlaTIVTJ, �lOIlUKlVTJ, O"wrrAU1;ivTJ, UrrUlT£l rrpoa£KnKTl rrupUKOAOUeTJaTJ. 

L£ KAtV1KTl W:A£TTJ orrou TO <pap/lUKO XOpTJyTJ9TJKE EVOO<pAE�icoe; 0"£ £)'KUee; IlTJT£p£e; ym TTJV 
UVU/l£TcOmaTJ O"o�upcOV O"TU<pUAOKOKKtKcOV Am/lcOSeCOV, OEV O"TJIle1c09TJKUV V£UPOUW9TJTTJpm 
KcO<pcoaTJ TJ VE<PPOTOS1KOTTJTU O"lO E/l�PUO O<p£lAOIlEV£e; O"TTJ �aVKO/lUKiVTJ· H UOpOXACOPlKTl 
�UVKO/luKiVTJ �pE9TJK£ aw ai/lu wu O/l<pUAIOU AcOpOU. 0 up19/l0e; HOV uaeEVcOV ae UUTij TTJ 
W:AETTJ TJTUV rr£plOpW/ltvoe; Kat TJ UOpOXACOP1KTl �UVKO/lUKlVTJ tiX£ xopTJYTJ9d /lOVO O"lO 
O£UT£PO Kat W TpiTO TpillTJVO TTJe; KUTJO"TJe;· ĪEV eiVat ')'VCOO"TO KUTa rroO"o TJ �UVKOlluKiVTJ f-I.1LOpei 
va rrpoKuH:O"£l �Ao.�TJ lOU E/l�PUOU KUTo. TTJ XOPTJ'YTJO"T) O"TTJV E)'KUO 'YuvuiKa TJ /lrropEi va 
E1CT)p£o.aE1 TTJV tKavOTTJTa uvurrupa'YcoyTJe;. 

Err£10TJ m /lEAET£e; uvarrapa'YCOyTJe; 0"£ rrelpallUTOi;;cou OEV dvat 1to.VlOTe EVO£lKTlKEe; TCOV 
uV'ttOpo.aECOV (}TOV o.v9pcorro, TJ �aVKO/lUKlVTJ /lrropd va XOPTJ'Y£iTat ae E'YKUO 1l0VO Mav 
Kpive"tat arroAmu arrapui'TTJlO. 

īEV ElVat ')'VcoaTo eav TO <pap/lUKO urreKKpiveTat aTO /lTJTP1KO 'Yo.AU. I1p{me1 vu OiVETat 
rrpoO"oxTl OTUV TJ �UVKOlluKivTJ XOPTJ'Y£iTat a£ yUVUiKEe; rrou eTJAo.i;;ouv. Em:toij dvat meavo TO 
9TJAo.l;;ov j3pt<poe; vu E/l<puvla£l uVEm9uIlTJT£e; EVEp'YW:e; 9u rrpt1t£l va arro<pu(}la9Ei ij vu 
OmK01tEi 0 9TJAUaIlOe; ij TJ XOPTJ'YTJaTJ TOU <pUP/lo.KOU, Aall�o.VOV'TUe; urroljlTJ TTJV UVU'YKatO"tT)'TU 
xopijYTJO"TJe; TOU <pUP/lo.KOU (}'ITJ /lTJTepu. 

ano Me Taxdu trxuO"TJ UOPOXACOpIKTle; j3uvKO/luKiVT)e; 01 ucreEVeie; 
EVO£XeTat VU £/l<puviO"ouv UVU<pUAUKTOe10Eie; uvnopo.crele; m orrOl£e; 1t£PtAU/lj3o.vouv, urroTacrTJ, 
bUO"1CVmu /l£ crupi'TTOVT£e; pO'YXOue;, KVIOCOO"TJ TJ KVTJa/lO. EmaTJe;, epu9TJIlU O"TO Aat/lO, rrovo Kat 
/lUlKO crrrua/lO aTO 9cOpaKU Kat TTJ po.XTJ· 01 UVTlOpo.O"£te; umee; cruvijecoe; urroxropouv EVTOe; 20 

A£rrTwv aAAo. £VOEXETat va emllEivOUv ytu cO pee;. TtTmu aU/lj3a/laTU elVat O"rro.V1U oTav TJ 
UOpOXACOPlKTl j3UVKO/lUKlVTJ XOPTJ'Y£lTat /l£ j3paoda e'YXuaTJ, TroV 60 A£1t'TcOV. 

/le o.vooo TT)e; Kp£anviVT)e; opou TJ TCOV cru'YKEVTPcOO"ECOV Ui;;cOTOU oupiue; ui/luwe;, £101Ko. a£ 
ucr9EVeie; rrou tAu�av UljITJAEe; OOO"Ele; uopoXAropIKTle; �uvKo/luKivTJe;. Lrro.V1Ee; rrEpt1CTcOa£le; 
016,/leOTJe; v£<ppinoae; 0"£ aO"eEVeie; m orrolm £Ao./l�UVUV TUUTOXPOVU a/llvOYAuKoalo£e; ij 01 

H �pao£la E'YXUO"T) (/le pu9/lo 10 mglmin ij j3puoin£po) TT)e; uopoxAroplKije; �UVKO/lUKlVTJe; 
/letcOVel KaTo. rroAu TTJV meUVoTTJm £1l<Po.VtO"T)e; uvu<puAaKTOe10cOV crullj3U/lo.Tcov. 

Ne<PP1Kij aVerro.PKEtU EXel uvu<p£peei O"mivla, TJ o1toia EKOTJAcOv£Tat, KUpicoe;, 
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)l£ Ka1t01O ffi1:0-r:oSlKO cpaP)laKO. 

Tarn:pfvrfplKO arny 

QrOW(IKOrnro.: 

AlMa wyaarlJPwKtc: f(f'ta.Ofl(: 

JtUsc;: 

KroOlKOS 

1:11e; xopi]YTj<JTje; 1:Tje; UOpOXAffipIKT]e; �avKo)luKivTjS· 

Ev a: l.f'EuOO)lE)l�paVWoTjS 
OlaPKEla i] )l£'ta 1:Tj 8£pa1tda )l£ aV1:l�101:lKa WI... I1ap. 4.4 I1PO£IOO11:01i]<J£IS). 

)l£PlK€S O£KaO£S 1t£PI1t1:W<J£ffiV, KDpiffiS <J£ a<J8£vEis )l£ V£CPPIKT] Ota1:apaxi] i] 1tPOU1taPxou<Ja 

IAtTIoS, SaATj Kat £)l�O€S c01:ffiV €XOUV avacp£p8£i <J1taVla. 

Ko.l 

Ava<puAasia, <pap)laKeuTIKOS nup£'tOS, piYTj, vau1:1.a, 

66YETI-E.42S0-J3/2 
(24a) 

011:0101 Elxav 11:poumipxou<Ja VECPPIK� OlC11:apax�· H asffi8at)lia U11:0XffiPOU<JE )lE 'tllv OlaK01ti] 

KOAins £VO£XE1:at va £)lcpavl<J8ci Ka1:a 1:Tj 

A1tcOA£la aKoi]e; <JX£1:lS0)l£VTj )l£ UOpOXAffiPIKT] �aVKo)luKivTj £X£l avacp£p8£i <J£ 

€K1t1:ffi<JT] 1:TjS aKoi]e; i] 1tOU £Aa)l�avav 1:au1:0xpovTj 8£pa1tei.a 

Ava<J1:p£'l'l)lTj OUO£1:£po1t£via €XEt ava<p£p8d 1t£pi.1tOU )lia 
£NOOfJ.aOa i] 1tEpl<J<J01:£pO )l£'ta 1:T]v evapSTj 1:TjS 8£pa1tEias )l£ UOPOXAffiPlKT] NavKo)luKivTj i] )l£ 
xopi]Y'l<JTj <JUVOAIKT]e; 06<JT]S Ct.vffi 'tffiV 25 g. H ouo£'t£po1t£via eiVal 'tUX€ffiS ava<J1:p€'l't)lTj fJ.£ 1:Tj 
OtaKoni] 1:TjS xopi]YTj<JTjS �avKo)luKivTje;. epo)l�o1t£via £X£l ava<pep8ei <J1taVla. I:1tavta, €X£l 
ava<p£p8Ei avamp€'l't)ll1 aKOKKtOKDuapat)lia ana Tj amoAoytKT] <JU<JX€cI<JTj O£V €X£l 
1:£K)lTJPlffi8d. 

Tjffi<JlVo<pIAla, £sav8i])la1:a 
(a1toqJOAtoffinKi] o£p)la'tl-r:toa), 1tO)lcpoAuYcOOTjS O£P)laL:01ta8ela (1lZ ypa)l)lO£loij £va1t68£GTJ 
19A), ayal1:loa, <JUVOpO)lO Stevens-Johnson, WStKT] £mOep)llKT] VeKpOAU<JTj €XOUV ava<p£p8ei. 
<J1taVlU )l£ xopi]YTJ<JTj �avKo)luKivTjS· XTj)llKT] 1tePUovins €xa ava<p£p8d )l£1:a a1t6 
£VOO11:cpuova'iKT] XOpT)YTJ<JTj aavKo)luKivTjS (PU1t£ I1ap. 4.4 I1p0<puAaS£lS). 

kUvtma1:at U1tO<J1:TjptK1:lKi] CtYffiYT) )le ota1:ijpTj<JTJ 1:T]S <J1t£lpa)lanKi]e; olij8Tj<JTjS· H �CtvKo)luKivTj 
Ct1tO�a.A.A£1:at £AaXl<J1:Ct )l£ at)loKa8ap<JTj. H at)loolij8Tj<JT] )l£ pTJ1:ivTj Amberlite XAD-4 

ava<p€p811K£ 6n 1tCtP€X£l 1t£p1Opl<J)levO o<peAOS· L\£v eX£l Ka80pm8ei 'to £u£PY£1:1.KO 
a1t01:€A£<J)la 1:T]S <pap)laKeunKT]e; 01OUPll<JTjS Kat 1:TjS at)loorOAl<JTjS <J£ 1tep11t1:cD<J£lS 
U1t£poo<JoAoyias nlS �avKO)lUKivTjS· 

AV1:1fJ.£1:ffimsov'tCtS 1:Tjv U1tepOo<JoAoyia, 1tpe1tel va ACt)l�aVOVtat U1to'1'TJ 01 m8avo1:TJ1:eS 
1tOnCt1tAcOV <pap)laKeUnKcOv U1tepOO<JOAoYlcOv, anTjA£mopa<Jeffiv )le1:asu <pap)laKffiV Kat 
Ct<JUvT)80US <pap)lCtKOKIVTj1:lKi]s <JW <JUYK£Kpl)leVO a<J8£vij. 

5. (l)APMAKOAOrIKE.E 

MIOTHTE.E 

ATe: JOIXAOI 

H �CtvKo)luKivTj ei.Vat eva XPffi)la-r:oypa<plKa KeKCt8ap)levo, TPIKDKAlKO yAuK01t£m:i.o1O, 
avn�lOnKo. L\iOe1:at £Voo<pAe�iffiS yta 1:Tj 8£pa1tei.a (J1)<J1:Tj)lCtTIKcDV AOt)lcOSeffiV. H £VOO)lu'iKT] 
ev£<JT] ei.vat £11:cOOUVTj. 

H aaK1:TjplOK1:6voS opa<JTj 1:TjS �avKo)luKivTjS o<pElA£1:at <J1:Tjv Ctvacr-r:oAi] 1:TjS crUv8wTjS 1:0U 
KU1:1:CtplKOU 1:OlXcO)la-r:oe; 1:ffiV aaK'tTjpiffiv. E1t1 1tA£OV, 11 NCtvKo)luKivTj 1:P01t01t01ei. 1:Tj 
otam::pa1:o1:Tj!U 1:TjS KDnaptKT]e; )l£)l�P6.vllS 1:ffiV �aK'tTjpiffiV Kat 1:Tj crUv8£<Jll RNA. L\£v U1taPX£l 
olU<J1:aUpOu)l£vTj Ctv1:i<J1:a<JTj )l£1:CtSU �avKo)luKiVTjS Kat aAAffiV CtvnN1.0nKcOv. 
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'Elryror; EVat<IOl1<Iiac;- TelYlIdr; L1 Ul.lv(Jl1C; 
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fit.YETI-E,42S0-J3/2 
(24a) 

H EavKo!luKivTJ tX£l anoo£1x8£i Opa01:1ldj EVaV1:1 'tCOV O1:p£n'tOKOK1(COV Kal O'ta<pUAOKOKKCOV Kal 


'tCOV aKOAOu8cov !llKpoopyavlowilv: 

Staphylococcus aureus (au!ln£plAa!lþavo !lEvCOV 'tcov aV8£KTIKOOV ()'tTJ !l£8lKlAA1VTJ O't£AEXOOV) 

Staphylococcus epidermidis (au!lnEplAa!lEavO!lEvCOV 'tcov aV9EKTIKOOV o'tTJ !lE8lKlAA1.VTj 

O'tE}.EXWV) 

Streptococcus pyogenes, Streptococcus pneumoniae (ou!lnEplAall?avOIlEvcov 'tcov aV81'XHKOOV 

a'tTJ nEVlKlAAivTJ a'tEA£XWV), Streptococcus agalactiae, Streptococcus hovis, npaOlV1.5oV'tEC; 

o'tpEn'toKoKKol, EV'tEPOKOKKOl, Clostridium difficile KCIl Al<p8EPO£lOTI ?aK'ttlPta. 


A.AAOl !llKpoopyavlolloi 01 onoiOl elvat EUal08TJTOl O1:TJ EavKOlluKivTJ in vitro £iVCIl 01 

napaKf:J.'tco:-bisteria-monocytogenes;E-f617i;actobndllus, Ei617 Actinomyces, Ef617 Clostridium 
Kat Ei617 Bacillus. 

H pavKo!luKivTJ OEV eivCIl opa01:1KTj In vitro f:vavn 'tcov gram-apVTJTIKWV ?aJCUAcov, 
IlUKO?aK'tTJPlblCOV tl lluKTj'tcov. 

o auvouaallos ?avKof.l.UKiVTJS Kat a!llVOYAUK0010TJS opa auv£PYlKf:J. in vitro EvaVTI noAA.wv 
O1:EAEXWV S. nureus, IlTJ-EV'tEPOKOKK1KWV o'tpEmoKoKKcov TTJS OIlf:J.oae; D, EVTEPOKOKKo)V Kat 
£lOWV Streptococcus (ollaoaC; TCOV npa(Jlvl56v'tcov). 

H EUal08TJcria O1:TJ ?avKOlluKivTJ Ill"'tpf:J.tCIl IlE nOoo1:1KEc; IlE9000uS nou Ka'W!ll"tpouv tTJ 
OH1!l£TPO 5covwv. Auttl TJ btaOlKaoia £1Val KaBopl561lEVTJ ano tOV opyavla!lO National 
Committee for Clinical Laboratory Standards (NCCLS). To anOtEACO!la Eaoi5£'Wl O1:TJ 
(J1)0XEnoTJ tCOV Olall£1:pCOv nou £ID'tUYXf:J.VOvtCIl O1:TJ bOKllla01a oiaKou (disk test) jl.£ HS 
EAtlXIOt£S avaa'WAHKES auYKEVtPWOElS (MIC) yta tTJ EaVKojl.uKivTJ· Ta ano'tEAEallaTa tTJS 
TUnOnoIT11lEvTJS oOKlllaolas EUala8TJcrias !lEIlOVCOIl£VOU olaKou (standard single-disk 
susceptibility test) !lE 010KO n£plEXoV'W 30 !lg UOpoxAcoplKTje; EavKolluKiVTJS, npbm va 
EP!lTJveUOvtal (J1)1l<Pcova IlE 'W aKoAouBa Kpntlpta. 

M£ TTJ 1l£80bO tCOV olaKcov EUal08TJcrias, O1:£A£XTJ Staphylococcus spp !l£ Olf:J.lll"tPO 5WVTJ� > 15 

mm 9l"copouvtal £uaioB11ta, oUIl<Pcova !ll" 1:1C; oOTJyi£S LOU Nationa1 Committee for Clinical 
Laboratory Standards (NCCLS). OAa m Ot£AEX11 Ill" OHXlll"tpO 5WVTJe; 14 rnm tl !llKPOtl"p11, 
o<pl"lAOUV va l"AErxoVtal !lE t11 11£9000 'tcov olaooXIKwV apaloooecov. OAa 'ta O'tl"AEXll nou 
l"A£yxovml coS aV8l"KHKf:J. Ill" t11 IlE9000 TCOV btabOXlKWV apatWol"cov npEnl"l va anOotEAAOVtat 

Ol" l"pya01:11PI0 ava<popf:J.s. 
rta OTl"AEX11 Enterococcus spp Ill" TTJ IlE9000 tCOV olaKcov EUat0911ala� 'ta OPla aUll<pcova 11£ TO 
NCCLS Ka90pl5OvTat coe; eI�tlS: 

Alf:J.IlCtpOC; 5WV11e; (mm) EpllTJv£ia 

C17 Euai09TJ'to 
15-16 EVOlf:J.f.1EaTJe; EUCIl09TJaiae; 
<14 Av9£K1:1K0 

01 TUnonOl11Il£V£S OlaOlKaal£S ananouv t11 XPtlGTJ opyavtallwv l"pyaoT11PlaKOu £AErxOU. 0 
olaKos TCOV 30 Ilg ?avKo IlUKlVTJS np£n£l va OWO£l He; aKOAou8£S Olall£TpOUe; I;OOVTJs: 

Opyavlollos 
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t>t>YED-E.4250-13/2 

(24u) 

15-19aureus ATCC 25923 

M£ TU1t:OrcOl11)1tv11 )1£0000 OlUOOXlKI:OV apau.(lCJ£wv, )1lU paK"CllP1mal KanUįpY£la (cru)1q>wva )1£ 
"COv Opyavtcr)1o CLSI) )1rcopd va O£WPllOsi £uaicrOll"CT], sa.v 01 nJ.LE
 EAD TT]
 GavKo)1uKiVll
 
clVat ::: 2)1g/mL. Ot )1tKpoopyavm)1oi O£WPOUVLal avO£KnKol cr'tTI f3avKo)1uKivll, sa.v 1] EAD 
dvat 2:16 )1g1mL. Ea.v 1] EAD clVat )1lKpo"CSP11 mv 8 )1g/mL ana. f,LeyaAu"Csp1] arco 4 )1g/mL 

O£wpouv"Cat £VOta.)1W11
 SUatcrOllcria
.Ev "Cou"COl(;, rcpem:l va 'tovlcrOsl on 11 1!lOavo"Cll"Ca 
arcoTUxia
 "C1]
 Osparc£iĮ )1s GavKo)1uKiV11 ausa.vEl av "CO m£AsXQ(; S aureus tXSt EAD >0,5 

)1g1mL 

'Orcw
 Kat )1S "Cl
 TU1!lKt
 f,LsOo80u
 apatoocr£wv, 01 )1tOOOOl Ota80XllCwV apatoocr£wv arcanouv 
"C11 Xpil()Tj )11Kpoopyavmf,Loov f,Lap"Cupwv arco "CO spyacr"CilplO. H rcpOTU1!TJ crKOV1] "Cll
 
GavKo)1uKiV11
 rcptrc£l va 8ivCl u)1€!; EAIl £upou
 0.5 w
 2.0 mg/L ylU "Co Xpucrit;oV"Ca 
cr"Caq>uAOKoKKO A TCC 29213. f\a "Co Enterococcus faecalis ATee 29212, "Ca opta "C11<; EAD 
rcp£rc£t va KU)1aivoV"Cat )1£LaSU 1.0 Kat 4.0 mgIL. 

L"C£AeX11 Saureus )1S )lCtro)1£v11 SuatcrOllcria cr"Ca YAUKorcsrc"Ci8m gXOUV arco)1ovwOd m11v 
Ia1twvia, n
 HIlA, "C1]v Eupoorc11 Kat "C11v Arcw AVa"COAil Kat arcoKaAoUVLat f,L£ La apxlKa. VISA 
(Vancomycin-intermediate Staphylococcus aureus) e GISA (glycopeptide-intermediate 
Staphylococcus aureus). Ta m::pmcro"Cspa <paiVSLal on avamx9Tpcav crs t8a<p0
 AOl)100SSWV 
arco crLSAtX1] Staphylococcus aureus avOsKnKa. crLll )1s0tclAlVTI (MRSA) rcou £Aa.)1GaVav 
f,LaKpoxpoviw
 Osparc£UTIKa. GavKo)1uKiVll Kat i:xouv crucrx£ncrOd p.e rcsptcrLauKa. arcoLuxia
 
crTT] GavKo)1uKiV11· 

H £PyacrL11PlUKll LOU
 Lau"C01!Oillcr11 sivat 8ilcrKOA11 Kat 1] )1teooOS LWV OicrKWV O£V rcap£X£l 
aSt01!lcrLia. To A)1sptKaVlKo KtVLPO EA£rxOU Kat DpOAll'l'l1<; 'twv Nocrwv (CDC) tXEl 
Owrcicrst La sSe
 KpnilPla ylU "C11v avayvoopmll Kat "CauLorcoi11()Tj 'twv cr"CSASXOOV GISA rcou 
avaAuov"Cal crLOV mVaKa. 

T£xvucTJ 

Broth microdilution 

An01:tA£crllu 

MIC 1UVKOjlUKivTJ':; 8-16 IlgIM1 

(J£ Mueller-Hinton broth 

LxoAla 

t> mnlPl]<JTJ LOU test ym 24 cOp E':; 

Brain heart infusion agar 

IlE lTPOcrSilKTJ 6 jlglmL 
pavKo IlUK1VTJS 

A vo:nruSTJ ::=. 1 mt01Klu J..lETO: 
un6 24 cOPE':; 

MIC PUVKOjll)KIVT]':; U 6 jlg/mL crE 
Mueller-Hinton agar 

XpTJ(JlJlOrcOlEl1:m TO (JTEA.EX0':; S. 
aureus ATCC 25923 coS 
UPVTJTIKO control Kat 
Enterococcus Jaeca/is A TCC 
51299 roc; SETlK6 control 

t>tanlPTJ<JTJ "COl) test ym 24 ropE':;Etest 

L11)lCtW()Tj: KAI T A TPIA KPITHPIA rcp£rcSl va 1tAllPOUVTat roCHE eva crLtAEXO
 va Opmecl w
 
VISA il GISA 

LUIlq>wva )1S Ll
 cruma.crsl
 "COU CDC 11 £rcnilP1]()Tj m£A£Xoov Staphylococcus aureus Yla T11V 
ava.rcTUS11 £VOla.IlWll
 aVTOxil
 crLa YAUKOlTs1!Ti8lU 1tP£lT£1 va S1!lK£VLProVSLat crs crLsA£Xll f,LS 
MIC 2: 4 f,Lg/mL Kat cr£ crLEAEX11 MRSA rcou arcof,Lovwvonat uno acrO£vcl
 f,Ls aUSllf,Ltvo 
Kivouvo ava.rcTUS1]
 GISA (rc.X atf,LOKaOatp0)1£V01, acrO£vcls crE q>opT]1:il rcEpnova'iKll OlUAlcrll 
Kat!e )1aKpa. XOpilY11cr11 YAuKorcsrcnoiwv, acrO£vcls f,LE AOlIlOOSE1
 uno Staphylococcus spp £m 
stvcov crwll!lLWV KArc) 
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L1L1YETI-E.4250- J 3/2 
(24a) 

H xpf]crT) TT)<; �avKO!luKi.VT)<; cre nepmT(.Dcrel<; !llKpoopyavlG!lo:w 
euaicr9T)TT), a1£anel AerrTO!lepf] 1£pocrotOp1cr!l0 '[rov MIC evant OAroV TroV aVn�tOnKrov !le 
avTtO'1:a<puAoKOKKtKf] opuO'T) Ka.t crVYXPovT) O'U!l�OUAf] 0.1£0 et01Ko. 

onou geropeiTat !leTpta 

H �avKolluKi.VT) anoppo<puLat eAaXlGLa !leTU '[T)V ana mu mO!la1:o<; xopf]yT)O'T)· Le a'[O!la !le 
<pUcrtOAOY1Kf] ve<PP1Kf] Aenoupyia, 1£OAAa1£A.e<; EVOo<pA£�1e<; 000'e1<; 1 g �avKo!luKi.VT)<; (] 5 
mglkg), !le £)'XUO'T) 60 Aemrov, emw)'xavouv lleO'e<; O'U)'KEVTproO'£l<; am 1£AaO'!la ;;;epi1£ou 63 

mg/L (Cl.!l£O'ro<; !leTa'rT)V eYXUO'T) , nepi1£ou 23 mgIL (ouo rope<; !leTa 'rT)V e),xuO'T) Ka.t nepi1£ou 8 

mgIL (ev'[eKa rope<; !le'[U TO 1£epa<; '[T)<; EYXUO'T)<;). Me'[a '[T) xopf])'T)aT] 1£OnanAroV EVOO<pAe�irov 
OOO'eroV '[rov 500 mg, Jle EYXUO'T) 30 Aen'[rov, EmWrxavouv !!EO'e<; O'U)'KEV'[proO'n<; am 1£AaO'!la 
1£epi1£ou 49 mgIL (a!leO'ro<; !le'[a TT)V E)'XUOTl), 1£epinou 19 mg/L (ouo roPE<; !lE'[a 'rT)V EYXUO'T) 
Kat 1£Epinou 10 mgIL (tZt rope<; Ile'[a '[l1v tyXUOTl). 01 O'UYKEVTproO'E1<; am 1£AaO'!la Ka'[a '[11 
OlUpKeta nOAAa1£Arov OOO'EroV elVat OJlOte<; Ile EKeive<; !1£1:a 0.1£0 e<panaZ MaT). 

o !J.€0'0<; Xpovo<; T)!ltsrof]<; '1"T)<; �aVKo!luKi.VT)<; 0.1£0 m nAuO'!la eiVat 4 ero<; 6 roPE<; O'E amJla !lE 
<pumoAoytKf] ve<pp1Kf] Aenoupyia. Ev'[o<; Trov npro1"rov 24 roprov, m 75%, nepi1£ou '[T)<; 
xopT)yT)9eiO'l1<; 000'T)<; '1"T)<; �avKO!luKi.VT)<; aneKKpivE'[at crLa oupa !1£ crnnpallanKf] otf]9T)0'T). H 

1l£0TI Ka9apO'T) nAaO'!laTO<; eiVat nepinou 0,058 Llkg/h Ka.t 11 !!EaT] VE<PP1Kf] Ka9aPOTl eivat 
n£,pinou 0,048 Llkglh. H ve<ppIKf] oUO'Aenoupyia em�paouvel '1"T)V a1£eKKp10'T) 1"T)<; 
�aVKOJluKi.VT)<;. Le ave<pPIKou<; a0'9EVei<; 0 !ltO'o<; Xpovo<; T)!llSrof]<; eiva1 7,5 T)JlEpe<;. 0 
O'UVTEAEcr1:f]<; Ka'[avo!lf]<; K1)!laive1"at ana 0,3 Ero<; 0,43 Llkg. ¯ev u1£apXe1 npo<pavf]<; 
!leTU�oAIO'JlO<; LOU <paP!laKOU. To 60%, 1£epinou, !lia<; EVoonepnova'LKf]<; MO'T)<; '[T)<; 
�aVKO!luKi.VT)<; XOpT))'ou!levT)<; Kma 'rT) olupKeta nepnova'lKf]<; (5r6AlO'T)<; anoppo<pa'1"at 0'1"T) 
O'Ucr'[l1!lanKf] K1)KAo<popia EV,[O<; 6 roprov. Me EVoom:;pnova'iKf] xopf])'T)O'l1 30 mg/kg 
�aVKO!luKi.VT)<; emwrxaVOV'1"at O'UyKEV1"procrEl<; mov opo '[rov ] 0 mgIL nepi1£ou. H O'UVOAIKf] 
(JUcr1"T)!lanKf] Kat ve<pptKf] Ka9apcrT) 1"T)<; �aVKOJluKi.VT)<; dvat, EV(5£X0!levro<;, !le1ro!levT) O'1"OU<; 
T)AtKlro !l£vou<;. 

H �avKo!luKi.v11 (JUvoEe'1"at nepinou Ka1"a 55% Ile n<; nproTclve<; '[ou opou, o1£ro<; !le'[pa'[a.t !lS 
unep01f]9110'T) O'e 0'U)'KEVTproO'e1<; �avKolluKi.vT)<; opou Trov 10 mgIL. £ro<; 100 mgIL. Me'1"a ana 
i.v. xopf])'T)O'T) UOPOXAroP1Kf]<; �avKOJluKi.VT)<; aveupicrKov'[a1 avamuA nK£<; mYyKEV'[procrel<; 0''1"0 
nAeup1nKo, '1"0 KapOtaKo, '[0 aO'KH1KO Kat '1"0 ap9p1KO U'ypo, O'Ta oupa, 0''[0 u)'po '1"11<; 
nepnova'LKf]<; OlaAUO'l1<; Kat cr'1"OV lG,[O '[rov ronrov mu KapolaKrov KOA1£rov. H UOpOXAroP1Kf] 
�UVKO!luKi.v11 OEV Olaxte'[a.t eUKoAa O'TO e),Ke<paAovronaio u)'po, anu cre nepi1£,[roO'T) 
<PASY!lOVf]<; '[rov !IT)Vl.nrov napa1"T)pehat eiO'ooo<; 0',[0 t)'Ke<paAovronuio D'YPo. 

nap' on T) �avKolluKi.vT) OEV anoJlaKpuve'[at an01"eAEcr!lanKa £he !le at!lOOlaAUO'l1 f] !le 
nep1'[ova'iKf] OtaAUO'T), £xouv ava<pep9ei neP1mroO'el<; aUZl1O'l1<; '[11<; Ku9apOTl<; '[T)<; �aVKOJluKi.VT)<; 
!le Cl.IIl001aXUO'l1 Kat atJloolf]9T)0'11. 

5.3. IlpOlU..lVlKa AEOO!li;vu UXETlKa JlE 'T11V Au«palElU 

. H !!EaT) 9avanl<Popa 000'T] )'Ia EVOo<pA£�la xopf]),l1O'T) eivat 312 mglkg O'e apoupaiou<; Kat 400 

mg/kg as novnKla. 

¯EV eiVat yvroO''[o eav Tj �avKo!luKi.VT) e1r1lPEasSt '[T)v avanapa)'royfj. LS Jlia KAlV1Kf] !lSAE'[T) 
XOpT))'f]9TjKE �avKO!luKi.VT) O'E £)'K1)e<; yuvaiKE<; Ka1"U '[0 30 '[pi!ll]VO )'ta '[T)V avn!le'1"romcrT) 
O'o�aprov O''1"a<puAoKoKKlKrov AOtllroZerov. Av Kat avtXVEu9TjKe J3uvKo!luKivT) am aiJla mu 
o!l<pahou AropOU OEV napmT)pf]9T)Ke rom'[0ZtK6'1"T)La Kat ve<ppO'1"OZIKO'[T)La anOotoollEVT) 0''rT) 
�avKoJluKi.VT). En£l()f] 0 ap191l0<; '[rov YUVatKroV f]'[av !lIKp6<; Kat T) xopf]YT)O'T) nEptOplG!levT) OEV 
eiVat yvroO''[a Ta ano'[eA.£O'Jla'1"a xopf]'YT)crT)<; �avKo!luKi.v11<; Kma TT)V C:yKU!lOcrVVT). 
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L'lL'lYEn-E.42S0-13/2 
(24a) 

ilev exouv yivet ,.u::A.e-reS Oe n£lPuflU1:ot;wu YIU vu eKnflTl8Ei 11 ouvUtOtTlTU npoKATloTlS 
KupKivou Tt fl£TUnaseWV /-leTa TTl XOPTtYTl0T] �UVKOfluKiVTlS· 

6. TAPMAKEYTlKA I:TOIXEIA 

-TO-OlaA1)/-lU-�UVKOJ11)KivTls;-p:£Ta·-TTlV-uvumJcrm0T],· eXEl-xu)lTlko-pH-to-OnoTo-evoeX£Tat-vu 
npoKuAeo£l XTl/-lIKTj Tt (j>U01KTj U0U/-l�UtOTTlta KUTa TTlV UVa/-llSTI -rou fl£ anE<; ouoiES. H 
UVa/-llSTl f1£ UAKuAIKa OlUAl)f1UTU Su npen£l vu un0<p£Uy£tat. 

'EXEl nupuTTlPTl8ei <pUOIKTj U0U/-l�UTOTTltU KUTa TTlV uva/-lt.91 twv olUAuflaTwv TTlS 
�uvKo/-luKiVTl<; Kat TwV �-AUKTU/-lIKffiv UVTl�lOTlKffiv. H m9UVOtT)TU Ku8it;TloTlS uusav£l O£ 
OlUAt)/-lUTU U'I'TlAffiv 0UYKEVTPcDO£WV TTl<; �UVKo/-luKivTlS. LUV10'to:rat £nupKTj<; eKnAUoTl TwV 
f:;Voo<pAe�lWv ypu/-l/-lffiv /-l£ <pU010AOYIKO opo uva/-lwu OTTl XOPTtYTJOTJ twV uvn�lOnKffiv uUTffiv 
Kat Tl XOPTtYTlOTl TTl<; �UVKO/-luKivTl<; eu npen£l VU etvat O£ UpatO OU1AU/-lU (OUyKEvTpwOTl<; ewS 5 
mg/mL). 

nUpOAO on Tl EVOOtiUAOelOlKTj £Ve0T] OeV unoT£AEi £YK£KPIJ,t€vTl 086 XOPTtYTlOTl<; TTlS 
�UVKOflUKivTl<;, tXel nUpUTTlPTleei KUeit;TloTl fleTa TTlV evOOtiUAO£lOl1cTi Ev£0T] TTlS �UVKO/-luKiVTl<; 
Kat TTIS K£<ptUt;tVTI/-lTl<;, OTUV XOPTlYTteTlKUV OlUOOXIKa O£ Ola0TTl/-lU )llUS ffipuS, 0TTlV e£punEiu 
TTlS c:vOO<peUAflinous, nupa TTl XOPTtY1l0T] umffiv fl£ S£XWP10T£S <rilPlYY£S Kat �£AOV£S· H 
OTUOlUKTt OlaAUOTl LOU It;Tt/-lULOS Kat Tl nATtPTlS KaeUpOTl TOU UUAOEll>OUS OcD/-lUTOS uvU<pepeTlK£ 
£VtOS 0'60 flTlvffiv /-l£ 0Tl/-luvnKTj �eAtiwoTl TTlS onTIKTjs 0SUTTltUS· 

6.3 t\UiPKEIU 6roTJS 

llplV T1/V avauVCFTaCF1J : onws tX£l KUOOplOed YIU Kae£ npo'lov . 
Mali T1/V aVamJCJTaCF1J: onws tX£l Ku90pIOe£i YIU Ka9£ npoi:ov . 

6.4 HhuinpES IIp0<puAaSEl(; Yla TTJ OlUTfJp11<n] TOll IIpo'ioV'Toc; 

nnws eXEl KUeOp10eEi YIU 1(a9£ npoi:ov. 

7laAHha nOll 1tEP1EXOllV 500mgYancomycin Hydrochloride 
H UVUmJOTUOTl LOU evwi/-loU Auo<piAou, yiV£tUl U/-l£OwS nplv LTl XPTt0Tl, npOOeetOVLUS J 0 mL 
AnOOT£tpW/-ltvou EVW1.flOU UOUto<;. Tu <plUAiOtU fl£Ta Uno TTlV crvUmJOLUOTl oioouv OlaAU/-lU 
nov 50 mg/mL AIIAITEIT AI IIEP AITEP,Q APAI,QI:H. 

To olaAuflu /-l£La TTlV UVUOUOLUOTl nou n£pIeX£l 500 mg �uv1(o/-luKivTlS, nptn£l vu upatwed 
n£pulLepW O£ LOuAaXloTOv J 00 mL uypou upa1.woTlC;. H £meUfl11nl 060Tl LOU Upatw/-ltvou /-l£ 
TOV Tpono UULo uvn�lOnKOU O£ 0UyKEvTpW0T] 2,5 gIL tws 5,0 gIL, nptn£t vu XOPTlYTl8d /-l£ 
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I.:uI1Ba'ro'rTIm 11£ una <papllalCa Kat evompAWta blClAUl1aLa: 

��YETI-E.4250-J3/2 
(24a) 

evbQ(PAi:UlCl i:nucHI Kant OlClA£inovTa XPoVlKa OlClG'rilJla1:a, áGa G£ XPOVIKO OlaG'rT]Jla 
LOUAaXtG'rov 60 A£1l:LcOV 'rT]C; ropac;. 

<l>mliola nou 1tI::Pl£XOUV 1000mg Vancomycin Hydrochloride 
H avu(Jl)G'raGT] LOU cvwiJloU AUO<piAOU, yiv£'rat aJli:GWC; npIV 'rT] XJ:rr)GT], npoG9i:'rov'rac; 20 ruL 
Anocr'r£tpWJli:vou EvwlJloU uOu'rOC;. Tu <ptaAiotu Jl£'ra ano 'rT]v CIVa(Jl)GTa(JT] oloouv OlaAUJla 
'rwv 50 rug/ruL AIIAITEIT AI IIEP AITEP,Q AP AI,Q!:H. 

To otaAUJla Jl£'ra 'rT]V uvaGuGTaGT] nou n£pti:X£t 1000 mg ãaVlCOJ.1UlCiVT]C;, npi:n£t va apatw8£i 
n£paui:pw G£ 'rouAaXlG'rov 200 mL uypou apaiwGT]C;. H £m9uJlrrn1 MGT] LOU apatwJli:vou JlE 
LOV 'rpono UULO avnàtonlCOu G£ cruylCi:v'rPWGT] 2,5 gIL i:wr; 5,0 gIL, np£nc:t vu xopT]'YT]9c:i Jl£ 
evompA£àla £YXUGT] KU'ra oiuXc:tnov'ra XPOVtlCU otuGTiJJlam, ácJa G£ XPOVtlCO otacrLT]J.1a 

LOUAaXlG'rov 60 A£n:LcOV LT]C; ropar;. 

Tu blClAUJlUm nou npOKUn'rOUV JlELU 'rT]V apaiwGT] J.1£ 5% r51aJ..vparoc; t..£â'rpOST]C; ij 0.9% 
XAWPtoUXOu Nmpiou fJ (5taAUJlaLOC; Ringer's Jlnopouv va oWTIlPT]90uv G£ \jfuydo £m 14 
T]1·if:p£r; xwpir; GT]JlavnKi) anroAEta lGx;UOC;. 

Ta otaXuJlaLa nou npOKU1l:1:oUV JlELa. LT]v apaiwGT] JlE 'ra ux:o:Aou8a uypa Jlnopouv va 
oW'rT]pT]90uv G£ 'JIUyEio c:m 96 roper;: 

5% Dextrose Injection & 0,9% Sodium Chloride Injection USP 
Lactated Ringer's Injection U.S.P. 
Lactated Ringer's Injection USP & 5% Dextrose Injection 
Normosol® M & 5% Dextrose 
0,9% Sodium Chloride Injection U.S.P. 
lsolyte® E 
Acetate Ringer's Injection 

To otaAUJlU 'rT]r; àavKoJ.1uKivT]r; £x£t xaJlT]A6 pH Kat I.tn:opd va npolCaA£G£l qmmKi) acr'ru9£ta 
a.AAWV evroGC:wv. 

Ta qHlP11aKEUTIKu npolOvTa nou npoopil.;oVTUl Yla napEvTEplKTl xopfJYT]ulJ npE1tEt va 
emOEwpouvTal onT1Ku nptv ano TIl XOPTlYlJUlJ ym uTEpeu uwpuTibla Kat aUaYTl xPOIUr; 
OTav TO E1tlTPE1tOUV TO b.u1u11a Kal 0 nEp1EKTlJr;. 

6.7 Enwvu11ia Kal AteUOuvUlJ TOU YnEUOuvou TlJr; AbElar; Kmdoq)Qpiar; 

6.8 Enwvu11ia TOU IIapauKEUauT1] I !:uuKEUaUTi) 

7. API0MOI: AAEIA!: KY,KAO<l>OPIAI: 

8. HMEPOMHNIA ANA0EQPHI:HI: TOY nAPONTOI: KEIMENOY 

2. 01 OIKOIOUXOI KOI aVTlTTpOOWTTOI UTTOXPWUVTOI Via Trlv £<poPIJoyf] TfJ< avwTtpw £VKuKJ\iou. 

3. KaroTTIv TWV avwT£pw TTaU£1 va IOXU£1 fJ £YKUKAIO< IJa< IJ£ ap 72951/6-12-2005 
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KOIvonoinun: 

AnoOEKUC; Via EvtPVEIa : 

6. 

navEAA¹vla 'EvWOll $aPfJaKOTT OlwV 
KopU»1l 6, 117 43 A8¹va 

o 
rENIKH::: 

�al 

t.t.YETI-E.42S0-13/2 
(24a) 

Er. : DELTA PHARMA LIMITED UK 
Regent House 316 Beulah Hill London SE 19 3HF 
HvwfJtvo BaolAElo 

106 77 A8¹va 

12. 	 KtVTPO ºIlAllTllPldoEWV 
NOOOKOfJE[O naiowv "n.& A. KuplaKou" 

13. 

1. 	 YTTOUpYEio YYEia<; & KOIVWVIK¹<; AAAllAEYYUllC; 

NVOll $apfJoKwv & $apfJaKEiwv 

APIOTOTtAouC; 17.101 87 A8¹va 


2. 	 rEEeNºYr 

A MWOYEiwv 136 

155 61 A8¹va 


3. 	 YTT. Epyaoiac; ATTaoxoAlloll<; & KOIVWVIK¹<; npomaoiac; 
rEVIK¹ rpalJlJmE[a KOIVWVIKWV AocpaA[oEwv 
º/voll AOCPOA10Il<; A08tvEla<; & MllTPOTllTO<; 

LTOOlou 29, 101 1 0 A8¹va 

(fJE Trlv TTapoKAlloll EVlllJtpwollC; TWV AocpaAIOTlKWV 

TafJEiWV TTOU TTaptxouv YYEIOVOfJIK¹ nEpi8aAlJ.lll) 


4. 	 navEAA¹vlo ImplKo LuMoyo 
nAOUTdpxou 3, 106 75 A8¹va 
(fJE Hlv TTapoKAlloll EVlllJtpwoll TWV 
TOTTlKWV ImplKwv LuAAoywv H1C; xwpa<;). 

5. 

7. 

8. 	 IKA-$apfJ/K¹ YTTllPw[a 
Ay.Kwv/vou 8, 102 41 A8¹va 

9. 	 orA KAMo<; $aPlJaKEUTIK¹<; nEpi8aAlJ.lll<; 
nmllolwv 30, 106 77 A8¹va 

10. 	 O[KO<; NaLlT OU nElpOlW<; 
K.naAOIoMyou 15 
185 35 nElpald<; 

11 OIKo<; NauTou A8¹va<; . 

rAauoTwvo<; 2 & nmllolwv 

115 27 r ouo[ A8¹va 

L<l>EE 

ABao. rEWpy[OU 50 & M. Aola<; 

152 33 XaMvopl. Ae¹vo 


14. 	 navEM¹vlO "EvWOll $apfJaKO¼IOfJllxovia<; 
J\dfJlJ.lo 7, 115 24 AIJTTEAOKIlTTol, A8¹va 

15. 	 LuAAoyo AVT/TTWV $OPfJOKEUTIKWV Elowv & EIOIKOT¹TWV 
006<; T mo'iou 
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H .t.IEY0YNTPIA.t. YEn 

.t.p. A. KOYTrOYKH 

8EnpH0f!Kg IIA T Hil AKPI3ElA 
Il P Co i:i: T t.lI: E I'm l: 

rPAMMATEIAi: 
0.0. 

KONTOrlAHNH AErnOINA 
6101KT)T1KOS EO<P 

http:J\dfJlJ.lo


L'lL'lYETI-E.4250-13/2 

(24a) 

180 XAIJ. E 8vJKb<; 0000 A8r)vwv-l\aIJia<; 
14610 N. Epu8paia ATTlKc<; 

16. 	 ll£ATio AyopavolJia<; 
naV£ITJOTr)IJIOU 42, 106 79 Aedva 

17. 	 TEBE - <PapIJaK£UTlK£<; YmlPwi£<; 
Ay. KwvcnavTivou 5, 103 51 A8dva 

18. Mq IJtArJ tUMOYWV 
(OTTW<; 0 TTivaKo<;) 


IT6/09 
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!:.I!:.IYETI-E.4250-13/2 

(24u) 

ErnTEPIKH llIANOMH: 

1. 	 tJJvor, A�loMyr,of1c; npOYOVTwV 
0) TlJrlIJO A�loMyf'}of'}c; <l>0PIJOKWTIKWV npo"iOVTWV 
�) rpal-llJOTEia A' TI-I�I-IOTOc; EmOTrll-l0VIKou LUI-I�ouAiou EYKpioEWV 

2. tJJvor, nAf'}po<p6pr,or,c; & b.r,I-I. LXtOEWV 
3. b./vor, <l>ap/Kwv MEAnwv & "Epwvac; 
4. 	 b./vor, MKWV YTTf1PWIWV EAtyxou npOIOVTWV 

TI-I�I-Ia 'EKOOOr,c; & Kwo. ATTocpaoEwv 
5. r palJl-IOT£ia b.£'u TEpO�aeI-lIOU EmOTf1I-10V1KOU LUIJ�OUAfou 

IT6/09 
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