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ErKYKAIOr - AnO<l>ArH 

0EMA: 	K080plo\JoS n£piArllj)'lS XOPOKT'lPIOTIKWV TOU npOIOVTOe; KOI $u},},o OCIWIt.iJV yla TO 
XP6OHI <P0P\JOKWlIKWV rrpolOVTWV rrou m:pl£XOUV CPOOTIKO OUOTOTIKO 
AMOXYCILLIN + CLAVULANIC ACID, 

-Kovl<; yla EVl:U1fJO oloAufJo ., ouiAulJo lTp0<; l:YXuo'l 500mg/100mg & 1000mg/200mg. 
-Kovl<; VIO lTOOlfJO EVOIWP'lJJO 125mg/31 ,25mg/5ml, 250mg/62,5mgJ5ml, 
400mg/57mg/5ml & 600mg/42,9mgJ5ml 
-lUOKio EAEvxoIJEV'lt:; OlTOOl:oJJEUO'l<; 1000mg/62,5mg/tab 
-ElTIKOAulJfJl:vO IJE AETno UJJl:VIO oloKio 500mg/125mg/tab & 875mg/125mg/tab 
-liIOOlTElP OIJEVO lilOKio 500mg/125mg/tab 

"EXOVT£<; urrOljJfl 
0) TIe; c)jOT(jv£Ie; T'le; KOIVĄe; YrroupYIK6e; Arro<pao'le; fWD (0) 83657/2005 "n£pl £VOPIJOVI0'le; HIe; 

EAA'lV1Krie; NO\-lo8wioe; \J£ T'lV OVTiOTOIXfl KOIVOTIKri OTOV TO\J£O HIe; KUK},O<popioe; 
.... TWV CPOP\JOKWTlKWV rrpoiOVTWV, rrou rrpoopląOVTOI ylo ov8pwTTlVIl Xpr'jO'l", 

13) Tf]v u rr' 0pI8\-1.: 867 3/2/29-1-2009 (Op86 ErrovdA'llj)'l) Arro<pao'l npo£cpou l\ I/EO$ 
(<PEK.253/13-2-2009) "n£pi \-I£Tof3if3oo'le; ap\-IOCIOT6TWV OTOUe; lmu8uVT£e; lOU EO<P", 

y) Tllv Arro<pooll Tile; ErrlTporrrie; TWV Eupw rroIKwv KOIVOTriTWV E(2009)8266/19-10-2009 
Til fVW\JOT£U0'l TOU ETTIOTIl\-lOVIKOU l:u\Jf3ouAiou EYKpio£wv ap $-19/9-2 -20 1 0. 

A n O$ AI: IZO Y M E  

I. 

A.1. H 	 n£piAIllj)'l XopaKTIlPIOTlKWV TOU npOIoVTOS CPOP\JOK£UTlKWV rrpoiovTWV rrou TT£PI£XOUV 
OPOOTIKO OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, ElTIKOAufJfJl:vO IJE AElTTO 
uptVIO oloKio 500mg/125mg/tab, liloormpofJ£vo oloKio 500mg/125mg/tab, Kovlt:; VIO 
lTOOlIJO EVOIWprwo 125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5ml & 

600mg/42,9mg/5ml OpiĆ£TOI wS £vr'je;: 

OVO\-lO np0i"OvTOe; 500 mg/125 mg £TTlKoAu\J\-I£vO \-1£ A£mo U\-l£VIO ()lOKio 
OVO\-lO npoIovTOS 500 mg/125 mg OIOOlT£IP0\-l£VO oloKio 
Ovo\Jo npoIovTO<; 125 mg/31.2 5 mg/5 ml KOVI<; ylO rroOl\-lo £VOIWP'l\-lO 
OVO\-lO np0"iovTO<; 250 mg/62.5 mg/5 ml KOVIe; Yla nool\-lo £volwprwo 

2. nOIOTIKH KAI nOrOTIKH rYN0EI:H 

Ko8£ £TTlKoAu\J\J£vo \-1£ A£mo U\-l£VIO oloKlo ri OIOOTT£IP0\-lEVO ()toKio rr£pIEX£1 Amoxyciliin 
trihydrate + Clavulanate potassium nou OVTlOT01XEi OE Amoxicillin 500 mg KOI Clavulanic acid 
125 mg 



mg 

. 

mg £mKoAu��tvo IJE Acmo UIJEVIO oloKio 

mg oioOmlpOIJEVo oloKio 

mg/5 ml, 250 mg/62.5 mg/5 ml KOVI<; ylo TTOOI�o Evorwp��OTa 

KOI 5.1): 
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To5ml KDVEWC; YIO TTOO'lJO EvolWpq�O TTEPIEXOUV Amoxicillin trihydrate + Clavulanate potassium 
TTOV OVTlOTOIXEi O£ Amoxicillin 125 mg KOI Clavulanic acid 31.25 mg Ii Amoxicillin 250 mg Kol 
Clavulanlc acid 62 .5 

flo TOV TTA�pr} KOTOAoyo TWV EKOOXWV, (3A. TTopoypmpo 6.1 

3. 	 <l>APMAKOTEXNIKH MOP<J>H 

500 mg/125 
. EmKOAu��EVO �E Acmo U�EVIO oloKio. 

500 mg/125 
Llloarr£lpo�£vo oloKio. 

125 mg/31.25 
KovlC; ylO TTOOl�O EvorWPr}IJo. 

4. 	 KJ\INIKEr nAHPO<J>OPIEr 

To Ovo�o npo'tovTO<; £VO£iKVUTOI Ylo Tr} 8Epon£io TWV nopoKoTW AOIIJW>EWV O£ £vrJAiKOU<; Kol 
TTorOlo ((3Atm TTopoypO(j)ou<; 4.2, 4.4 

O>Eio j3oKH1PloKrl nopopplvoKoAnirroo (mopKw<; OloYVWO�EVr}) 


O>Eio IJEOr} w1irroo 

• 	 O>EiEC; £TIlO£lVWOEl<; XPOVlo<; (3poyxinooe; (mopKWe; OloYVWOIJEVEC;) 
• 	 E�WVOOOKOIJ£loKri nv£uIJovio 

KUOTiTIOo 

n u£Aov£(j)piTioo 
• 	 LlEpIJOTIKEC; AOI�W,£Ie; KOI AOIIJw>£IC; IJoAOKWV IJoplwv, OUYKEKP1IJtvo KUlTopiTlOo, 

Or'jYIJOTo ono Ġwo, oo(3opo OOOVTlKO onoOll'JlJOTo IJ£ £nEKT£lvOIJ£vr} KunoplTlOo 
• OOTIKtC; KOI Op8pIKEe; AOIIJW,EIC;, IOloiTEPo OOT£OIJu£AiTlOo 

00 npEn£l va AoIJj3ovOVTOI uno\jJ1l 01 mioIlIJ£e; oOllylEC; oVO(j)OPIKO IJE TIlV KOToAAIlAIl XPr'j01l 
oVTlj30KT IlPloKWV nopoyovTWV. 

4.2 i1o(JoAoYlo KOI TpOnOe;; xopI')V'1(J'1e;; 

01 OOO£lC; £K(j)pOġOVTOI O£ oAo 10 K£iIJ£vO we; npoe; 10 mpIEXOIJ£VO OE oIJO,IKIAivIl/KAaj3ouAovIKo 
o�u IJ£ £,ajpwll OToV 01 MO£lC; 0IlAtiJvOVTOI we; npoe; tva IJ£IJOVW\JEVO OUOlO1IKO. 

H Mall OVOIJO npoIovlOC; nou £TIlMY£lol Ylo HI 8Epomio IJlo<; IJ£\JOVWIJEVIle; Aoi\Jw,llC; 80 
nptn£1 va AOIJj3ovEI uno\jJIT 

To oVOIJ£VO\JEVO n080yovo KOl Tllv m80vr'j lOU<; £uOI081l010 O£ ovnj3oKTIlPIOKOuC; 


nopoYOVTEe; (j3Mm nopoypo(j)o 4.4) 


TIl j3opuIIlTO 1<01 TO OIlIJ£iO Tile; AO[IJW,Ile; 

.

• 	 T IlV IlAIKio, TO j3opoc; KOI Til V£(j)PlKrl A£Iloupyio lOU 008£vouC;, onwc; (j)Oiv£lor nopoKoTW. 

H XPrl01l EvoAAoKTlKWV IJOp(j)wv OVOIJo npoTOVTOe; (nx £K£lv£<; nou noptxouv U\jJIlMT£p£C; 
060£1<; oIJo,IKIAivllC; ri/KOI Olo(j)OP£lIKtC; ovoAoyi£e; oIJo,/KIAivllC; npoc; KAoj3ouAoVIKO o,u) 80 
npEnEI va 8£wp£iTOI onopoiTr}Tr} ((3Mm nopoypdcpouC; 4.4 

flo Evr']AIKEC; Kol nOlo/a? 40 kg, aUTO 10 OK£UOOIJO OVO�o npoIovTOC; noptX£1 OUVOAIKr'j 
r}IJ£Pr'jOio 060'11500 mg aIJo,IKIAivll/375 mg Mo(3ouAoVIKOU o>toc;, (nov xopr}YElTOl oU�(j)wvo 
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0XOIKo I.1E Hlv nOpOT£TOl.1tvIl S£pomio). 

ouoA£lToupylg 

<poPƧHlv fl!JtpO 

---�--·-----+-·..-----·-·�·--·----- ,--c ----=-�-- -·!----------: -c--��--:------------------1 
500 mg/125 

KAo@ouAoVIKQILoƢto5ƦorQ-ma6tJaj:lEltiJvOVTOI ) 

I 
1 15 

OUe. <popts TI]V rtl-ltpa). 
----t-15 mgf3.75 
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J.1£ 11(; nOpOKOTW ouoroo£I<;. 2:E nOiOIO < 40 kg, ouro TO OK£UOOpO OVOIlO npoIovTO<; nopEXEI 
OUVOAIKƠ IItJEPr'jOlo 00011 2400 mg OtJOEIKIAivI1/600 mg KAOl3ouAoVIKOU oEtoe;, OTOV XOPl1y£iTOI 
OUlJ<Pwvo lJE lie; nopoKoTW OUOToOEIe; Eov 8£wpr)8Ei on onomiTOI UlfJl1AOTEPI1 IIlJ£PriOio 0001f 
OtJOEIKIAivlle;, OUVI010TOI va ETIlA£X8£i oAAo OK£UOOlJO OVOlJO npoYovTOe;, npOK£lIJ£VOU va 
ono<p£ux8£i 11 XOPr'\YflOll mplTTwv UlfJIlAwv IltJ£Pr'jOlwv 06o£wv KAo!30UAOVIKOU oEtoe; (!3Atm 
nopoypdq>oue; 4.4 KOI 5.1) 

H OIOPKCIO Tile; 8£ponEioe; 80 nptml vo K08opi¨£T0I anD Tflv oVTOnoKploll TOU 008£voue; 

OP10I.1tv£e; AOllJwEcle; (n.x. OOTEOIJUcAiTloo) ononouv I.1EyoAuTEp£e; mpl60oue; 8£pomioe; . .H 

8£pomio OCV So nptn£1 vo cn£KT08ci ntpov TWV 14 fllJ£pwV xwpie; Enov£©tTOoll (!3AtnE 

mipdypo<po 4.4: 


Mia MOil 500 mg/125 mg AOlJl3oVOIJ£vll T pEle; cpopte; Tllv IlJ.1tpa 

20 mg/5 mg/kg/lll.1tpo EWe; 60 mg/15 mg/kg/lllJtpo XOPllYOUIJ£vO O£ T pEle; 100lJCpWe; 
KOTOVEIJrW£VEe; 06ocle;, 

To rrololo J.1nopouv vo M!3ouv 8£pon£io IJ!: oloKio £VOIWpr'jI.10TO ri nOioIOTpIKOUe; CPOKcAioKOue; 
OVOIJO npoIOVTOe;. nOloHj IlAlidoe; 6 owv KOI KoTW So nptml KOTo npOTilJlloll vo A0J.1l3avouv 
OVOIJO npo"OVTOe; £VOIWPIlJ.10 ri nOloIOTpIKOUe; <pOK£AioKOUe;. 

l!.EV olOTi8cVTOI KAIVIKo OCOOl.1tvo ylO 000£1e; OKW00J.1oTWV OVOIJO npoYovTOe; 41 ulfJIlMTCp£e; 
ono 40 mg/10 mg/kg Tllv IllJtpO O£ nOiOlo KOTW TWV 2 nwv 

l!.£v 8EWPEiTOI onopoiTIlTIl fl ovonpooop)JOYr't Tile; 060fle;· 

ơIKr 

01 avonpooop)Joyte; Tfle; 060I1e; !300i¨OVTOI 010 J.1tYIOTO OUVIOH..0I.1£VO mimoo 01.10EIKIAiv' 1e;. 
Mv onOIlEiTOI ovonpOOOpl.10Yr't Tile; MOlle; O£ oaSEvEi<; IJE Kd80pOll KPEOTIvivl1<; (erel) 
IJEyaAL1TEPIl ono 30 mllmin. 

• EVllAIKOI KOI TTOIOUJ ;::: 40 

erGI: 10-30 ml/min 500 !.!�9,-g!>J:!:!9 OlIO 

500 mg/125 mg ono© fllJ!:PIlOiwe; 

AIJ.100IuAIOfl mg/125 mg WpEe; ouv mg KOla Til 

• nmol(] < 40 kg 

OIOPKEIO Tfle; 011.10010AIOfle; VO movoAOIJ!3OVOVTOI 010 TEAoe; HIe; 
OIIJOOIOAIO'1e; (K08we; 01 OUYKCVTpWOEle; TOOO Tfle; o)JoªIKIAivlle; 600 
KOI TOU __.__ _ 

GrG): 10-30 ml/min mg/3,75 mg/kg 000 cpopte; HIV '1lJtpO ()JtYIOTO 500 mg/125 mg . 

erGI < 10 ml/min mgfkg we; EcparrOª rwcpr'\olo 06011 (I.1tYIOT-O------ƣ-
500 mgf125 mg), 

15 mgf3.75 mgtkg T'1V rwtpo tJio cpopa Tllv rw£po. 
nplv T'1V 011J0Ka80POil 15 mgt3.75 mg/kg, npOKE1J.1tvou vo 
onoKoTOow80uv TO KUKAo<pop00vTO EninEOO TOU CPOP)JOKOU, 
15 mg/3.75 mg ova kg So nptml vo XOPllYII8ouv I.1ETO Tflv 

________ 
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(AGEP) (pAtm nopoypaq>o 4.8) H oVTlopOoll oul) anomj Tllv oloKon) TOu 

va E%£TOi£TOI TO £VOEX0I-lEVO OUT)<; TIl<; 
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H OI-lO%IKIAivlljKAoHouAavIKa o%u 80 nptnEI vo onoq>ELJYE101 (()V unoPXEI unavolo AOIIJLL)(SOu(:; 
[.IOVOTTUP)vWOIl<;, K08w<; 11 EKO)AwOIl Eva<; IAopOEIOOU<; £%OV8)I-lOTOe; £XEI 0X£TIOTEi [.IE OUT)V 
TūV no81l01l1-l00 ono XP)OIl Ol-lo%IKIAivll<;. 

H TouToXPovll XP)OIl oAAonouplvaAIl<; KOn) Til OIOPKEIO TIl<; 8Epomio<; I-l£ OI-lO%IKIAivll 
va OU%)Ofl Tllv TIl8avOTIlTO EI-lq>oVloll<; OAAEPYIKWV O£PI-lOTIKWV OVTlOPOOEWV 

H nOpOTE1OI-l£VIl xp)oll l-lnopEi EviolE va OOIlY)OEI OE UTT£povO TTTu%1l1-l1l Euoi081lTWV 
I-lIKPOOPYOVI0l-lwv. 

H EI-lq>OVlo'l KOla IIlV tvoP%1l TIl<; 8Epomio<; (va<; nup£TWOOU<; YEVIKEUI-ltvou £PU8)I-lOTO<; 
0X£TI<0I-lEVO I-lE q>AUK1OIVO I-lnOpE! va Eival OUI-lTTTWI-lO YEVIKEUI-ltvou KIlAIOO!3AOTfowOou<; 
EŬov8)I-lOlO<; 
OVOI-lO TTpoiavTO<; 1<01 OVlEVO£iKVU101 onOloOrlTTOT£ mOKoAou81l XOPrlYlloll Ol-lo%IKIAivll<;. 

H al-lo%IKIAivlljKAoHouAovIKo o%u 80 rrpErr£1 va XPIlOll-lOTTolEiTOI I-l£ npooOXrl OE 008EVEi<; I-l£ 
EVOEI%Il IlTTOTIKrl<; ouoAmoupyia<; (pAtm nopoypoq>o 4.2). 

HTTOTIKO TT£PIOTOTIKO txouv ovoq>Ep8Ei Kupiw<; OE OPPEVE<; KOI IlAIKIWI-lEVOU<; 008EVEi<; KOI 
I-lTTOpE! va 0XETi<oVTOI I-lE TTOPOTETOl-ltvll 8Epomia. TtTOIO mploTOTIKO TToAu OTTOVIO txouv 
avoqJEp8Ei OE TTOIOIO. 2:E oAou<; TOU<; TTAIl8u0l-l0u<;, TO Olll-l£ia Kat OUl-lnHiJl-lOTO ouv)8w<; 
EI-lq>oviioV101 KOla Til OtOPKEIO ) Aiyo I-lOO TIlv 8EponEia, aAAo OE OPI0I-lEVE<; nEpI TTTWO£t<; 
I-lTTOPEi va I-lllv yivouv oVTlAllnT() [.IEXPI apKETt<; EHOOI-lOOE<; I-lETO Til OIOKOTTrl TIl<; 8£pamfo<;. 
2:uvrl8we; EivOi avoOTpttjJII-l0. To IlTT OTlKO nEplOTOTIKO I-lTTOpEi va EivOi ooHopo KOI OE E%OIPETIKO 
OTTOVIE<; mplTTlWO£I<;, txouv ovoq>Ep8Ei 80VOTO!. AUTol 0XEOOV TTOV1O ouvtH1l00v OE ao8EvEi<; 
I-lE OOHOPrl unoKEil-lEVIl TTo81l0ll rl [.IE nopoAIlAil ArltjJll qJap[.lOKWV YVWOTWV YIO TIlv OUVIlTIKO 
IlTTOT1Krl TOUe; OPOOIl (j3Mm TTOpOypOq>o 4.8). 

2:uoX£TIiOI-lEVIl I-l£ OVTIHIOTIKO KoAiTl(;o EXEI ovoq>Ep8Ei 0XEOOV [.IE oAou<; TOUe; ovnj3oKTIlPIOKoue; 
nOpaYOVT£<; KOI [.IrrOpE! 11 POPUTilTO Tile; va KUI-l0!VETOI OTTO ) TTlO tw<; omlAllllKrl ylo Til <Wrl 
(HMm TTOpOypOqJo 4.8) ETT0I-l£vw<;, EivOI 01l1-l0VTIKO 
oloYVWOll<; OE 008EV£ie; TTOU TTOpOUOlOiOUV OIOPPOIO KOHl Til OIOPKEIO TIl<; XOPrlYIlOIl<; 
OTTOIWV0rlTTOT£ OVTI!3IOTIKWV ) I-lETa ana OUTrl 2:TIlv TTEpiTTTWOIl nou qJq>OVI08Ei KoAilloa 
oX£TIia[.l£VIl I-lE TO OVTIHIOTIKO, 11 xoPriYllOIl Ol-lo%IKIAjvll<;jKAoj3ouAovIKOu o%to<; TTptml va 
oloKomi al-lwo, va (IlTIl8£i 11 oUl-ll3ouA) ylOTpoU KOI va apxiofl 11 KOTOAAIlAIl 8EPOTTEiO 2::£ OUTrl 
TIlv TTEpimwoll OVTEVOEIKVUTOI 11 XPrl01l OVlI mplOTOATlKWV q>0PI-l0KWV. 

KOla Til OlapKEIO TTOPOTETal-l£VIle; 8EPOTTEio<; Evo£iKVU101 TT£PIOOIKrl a%loAoYIlOIl TWV A£lTouPYlwv 
TWV 0PYOVIKWV OUOTIl[.lClTWV, oUl-lmpIA0I-l!3av0l-l£vwv TIl<; V(q>P1Krl<;, IlnOT1Kri<; KOI OII-l0TTOIIlTIKr'j<; 
AmouPyia<; 

LTTaviw<; £X£! OVOqJ£p8EI ETIll-lrlKUVOil TOU XPOVOU TTpo8pOl-ll3ivIl<; OE ao8EVEi<; TTOU AOI-I!3avouv 
a[.lo%IKIAivil/KAa!3ouAovIKo o%u. 00 nptml va Eq>Op[.IO^OOI KOTOMIlAIl rrapoKoAou81l0ll OTOV 
XOpfJYOUV101 1OUTOXPOVO OVTITTIlKTlKo. EvotX£TOI va XPEIOOTOUV avorrpooapl-loyt<; Hl<; 0 0011<; 
TWV A0I-lPavol-I£vwV OTTO TO OTOI-IO OVTITIIlKTlKWV, WalE va OIOlIlPEiTOI TO ETTl8uIJIlTO ETTlmoo 
OVTI TTIlKTIKOTIlTO<; (!3Mm nopoypaq>ou<; 4.5 KOI 4.8). 

LE 008£VEi<; I-IE VEqJPIK) ouoAmoupyio, 11 MOil 80 TTptml va ovorrpoOOPIJO^£TOI ovoAoya 1-1£ TO 
j3081-lo TIl<; ouoAmoupyio<; (!3Atm nopoypaq>o 4.2). 

LE o08EV£i<; 1-1£ I-lElwl-l£VIl nopoywYrl 00pwv, rroA0 arrovlo £X£ITTOPOlllPIl8£i KPUOTOMoupio . 
KupiwC; [.1£ rrapEvTEplK) 8Epomio. KOla TfJ XOPrlYIlOfJ UtjJllAwv Mo£wv Ol-'o%IKIAivll<;, 
EVOEiKVUTOI 11 OIOTr'jPIlOil mopKou<; npooAIl4l1l<; uypwv KOI TTapoywYrl<; oupwv YIO va l-I£lw8£i 11 
TIl8ovOTilTO 0XIl[.lOTlOIJOU KPUOTOAAwv OlJo%IKIAlvll<; 010 oupo. L£ 008EvEi<; IJE oupoK08£TrlP«;, 

80 TTp£ml va TIlP£iTOI 1OK1IKO<; tAEyxo<; 130l0TIlTO<; (j3A£m rropaypoq>o 4.9). 


KOla Til 8£porr£ia [.IE O[.lo%IKIAivll, 80 TTptTT£1 vo XPIlOll-lonOIOUvTOI EV^UlJaTlK£<; 1-1£80001 [.IE 

o%£loaoil Tile; yAuKO^Ile; KOla TOV tA£yxo Yla nopouaia yAUKO^Il<; 010 oupa £TI£IOrl tjJ£uowe; 

80lKa oTToTEAtO[.lOTa I-lTTOPEi va nopouOIoOTOUV I-IE [.Ill EV^UI-lOTlKt<; I-lE8oooue;. 
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!\OWSOVObJEVO OTObJo OVTIlTOKTIKO 

MESOI PEŕClT 0 

npo(3EvwiOo 

ŖmTTrW?,E'S.9} '1VŗJK!JjJOO,U.vn 
(�AEnE 

t.t.YEn-E.42S0-) 3/4 

(24n) 

H nopovoio KA0(30UAOVIIWU o1to<; OTO DVOIJo npOiOvTO<; IJnopEi va npoKaAto£l WI EIOIK6 
ovvowrJ IgG Kat AWKWIJOTlvrJ<; IJE Epu8pOKunoplKt<; IJEIJf3POVE<; KOI va OOrlY;OEI OE 4JEUO6 
S£TIKO £Myxo Coombs. 

Ynopxouv ovo<popt<; 8ETIKWV onoTEAWIJOTWV IJE TO TEOT Bio-Rad Laboratories Platelia 
Aspergillus EIA OE 008EVEi<; nou Aol-l(3ovouv oIJO'IKIAivrJ/KAof30UAovIKO o'u, 01 onolOi OTrJ 
ouvtXElo f3pt8rJK( OTi OEV (ixov AoiIJw'rJ ono Aspergillus. LlIOOTOUPOUIJEVE<; oVTlOPOO£l<; IJE 
nOAuooKXopiOlo KOI nOAu<poupoVO<E<; nou OEV nou OEV nEplEXoUV Aspergillus IJE TO TtOT Bio­
Rad Laboratones Platelia Aspergillus EIA txouv ovo<pEp8£i. EnOIJEvw<;, 8ETlKO ononAtOIJOTO 
OOKII.JOOIWV OE 008EVEi<; nou AOIJ!3ovouv OIJO'IKIAivrJ/KAo!30UAOVIKO o'u So np£ml va 
EPl-lrJVEUOVTOI IJE npooox; KOI va ETTI�Ef3016voVTOI IJE OAAE<; OIOYVWOTlK£<; IJE8600u<;. 

To DvolJO npoiovTO<; 125 mg/31.25 mgJ5 mg Kovl<;-ytO TTOOiFJ0-£VOIWPrJIJO mpIEX£1 2.5 mg 
oonopTOlJrJ<; (E951) ova ml, lJio nrJY6 <pOIVUAaAoviVrJ<;· AUTO TO <poPIJOKO 80 npEml va 
XPrJOllJonOIEiTOI IJE npooox; OE 008EVEi<; IJE <pOlVUAOKETovoupio. 

To OVOIJO npoiovTO<; 250 mg /62.5 mg/5 mg KOVJ(; ylO noolIJo EVOIWPrJlJO nEplEXEI 2.5 mg 
oanopn:llJrJ<; (E951) ova ml, lJio nrJY6 <pOlVUAOAoviVrJ<;. AUTO TO <poPIJOKO 80 nptml va 
XPrJOIIJonolEiTOI IJE npooox6 OE 008EVEi<; IJE <pOIVUAOKETovoupio. 

4.5 AMIlAuTiopoaw; I.IE oMo ql0PJ.l0KlUnKO npo'iovTO KOI oAhu:, J.lopqltc; 
oM'lAmiopoa'lC; 

ono TO 

!\olJ!3OVOIJEVO ana TO OTOIJO OVTllTrJKTlKa WI nEVIKI)\lVOUXO OVTI!310TlKO tXOUV XPrJOIIJOnOl1l8Ei 
EUptW<; OTrJV npa1rJ xwpi<; OVo<popt<; oAArJAmiopoorJ<;· OOTOOO, OTrJ f31!3Aloypo<pio unopxouv 
nEpITTTWO£l<; oU1rJIJtvou OIESVOU<; KovovlKOnOlllIJtvou AOYOU OE 008EVEi<; nou OUVTIlPOUVTOI IJE 
MlVll OKEVOKOUIJOPOArJ<; ; !3op<popivrJ<; KOI OTOV<; onoiou<; XOPilYEiTOI tva OX;IJO oIJO'IKI"ivrJ<; 
LE nEpimworJ nou Eivol onopoiTIlTrJ 11 ouyxoP;YIlorJ, 80 nptn£l va nopoKoAOu8EiTOI 
npooEKlIKO 0 Xpovo<; npo8polJf3ivIl<; 6 0 0IE8vr'j<; KovovlKonolrJlJtvO<; ADYo<; IJE Illv npooS;KIl 6 
Trlv onoovpofj TrJ<; oIJo1IKIAivrJ<; ETTlnAtov, EvOtXETOI va EivOI onopoiTIlTE<;; ovonpoooPlJoy£<; 
HI<; MOrJ<; "OIJ�OVOIJEVWV ana 10 OTOIJO OVTlnrJKTlKWV (f3Mm nopoypo<pou<; 4.4 Kat 4.8) 

0, n£vIKIAivE<; EvOtXETat va IJEIWOOUV lrJV tKKPIOrJ IJE8OTPE1OlrJ<;, YEYOVO<; nOu npoKoMi 
EVOEXOWVrJ oU1IlorJ TO1IKOTrJTO<; 

H ouyxopr'jYlloq J-lE npo!3Evwi0rJ OEV OUVIOTOTOI. H npo!3Evwioil J-lEIWV£I TrJ VE<PPIKr'j 
oWArJVoploK6 onEKKploil TIl<; oIJO'IKIAiVrJ<;· H ouYXoPr'jYIl0rJ J-lE npo!3Evwioil J-lnopEi va OU';OEI 
Kat VO ElTIlJIlKUVEI TO mimoo OIJO1IKI"iVIl<; OTO oiIJO oMo OX' TOU KAo!3ouAOVIKOU o'to<;. 

4.6 KUIlall KOI yoAouXio 

MEAtw:; OE <wo OEV KOTtOEI'OV OJ-lWE<; r'j tIJIJWE<; ElTIKivOUVE<; 
. OTIlv OVOTTTU'IlTOU EIJ!3pUOU; OlOV TOKETO 6 OTil J-lETOYEvvIlTlKr'j OVOTTTU1Il 
 nopaypo<po 
5.3). nEplOplOIJtvo OTOIXEio 0XETIKO J-lE TrJ Xpr'j0rJ 0J-lO'IKIAiVrJ<;/K"0!30UAOVIKOU o'to<; KOTO Til 

OIOPKEIO TrJ<; KUr'jOEW<; OE ov8pwnou<; OEV unoOEIKvUOUVOu'rJJ-ltvo Kivouvo OUYYEVWV 

OloIJopnwv. h J-lio IJOVO IJEMTrJ OE YUVOiKE<; J-lE npowpo TOK£TO. nopOTrJpr'jSrJKE on 

rrpo<puAoKTIKr'j oywyr; IJE 0J-lO'IKI"ivrJJKAo(30U"oVIKO o'u IJnopEi va OUOXETIOTEi IJE ou1rlJ..ltvo 

Kivouvo EAKOVEKPWTlKr')<; EVTEPOKOAiTlOo<; TWV vwyvwv. H XPrl0rJ rrptn£l va onO<pEUYETOI KOla 

lrJ OIOPK£lO TIl<; KUIlOll<;. EKTO<; EaV 8EWPEiTOI onopoiTfjHl anD TOV YIOlpO. 
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faAouxia 

I;\OlljWÑEIS nopOOITWOEIS ----------r--:----
I Luxvte; 
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LUVOpOfJO 0f1010ÒOV tiE opovooio 
AYYEIOKr') umpEUOIOSiloio 

oAoAyio 
AvoOTpt
IJJf) umpo 
LnooJJoi 

66YETJ-E 4250-1314 
(2'1a) 

KOI 01 QUO ouoiEe; OlT0(30AAOVIOI 010 I-llllPIKO yaAo (lilTOTO OEV EivOi YVWOlO YIO lie; ETiiOpOOEle; 
lOU KAo(3ouAoVIKOU ottoe; OlD (3ptcpOe; lTOU 8IlMÎ£I). LUvmWe;. OlD (3ptcpOe; lTOU 8IlAoÎ£1 £ivOi 
lTI80vÏ Il £I-lCPOVIOIl OIOppOIOe; KOI IJUKIlTIOOlKÐe; AOiIJWtIle; TWV PAEvvoy6vwv. OlTOIE IJITopEi va 
XPEIOOT£i va oloKomi 0 SIlAOOIJOe;. H OIJOtIKIAivll/KAopouAoVIKO otu 80 lTptml vo 
XPIl01IJOlT01EiTOI IJOVO KOla 111 OIOPKEIO TOU 81lAOOIJoU IJETO OlTO otloMYIlOIl IOU ocptAoue;lTou 
KIVOUVOU alTO TOV 8EPOlTOVTO YIOTpO. 

4.7 Emop6aw:; OHlv IKOVOT'lTO oo!'tVflarll:; KOt XElpt0J-l0uJ-I'lXOVWV 

t::.EV lTpoYlJ0l0lTolÏ8llKOV IJEMTE<; 0XETIKO IJE Tie; ElTIOpOOEIe; OTllv IKOVOTIlTO oOr'jYllolle; KOI 
XElPIOIJOU IJIlXOvwv. OOTOOO. £vOtXETOI VO lTOPOUOIOOlOUV oV£lTIHuWJlf-15 £vepYEIEe; (IT .X. 
OAAEpYIKte; ovnopao£ le;-. ÎoAfl; o'lTOOlJoi), 01 olToi£(; IJlTopEi vo ElTIlP£OOouv Tllv IKOVOTIlTO 
OOr'jYIlOIle; KOI XEIPIOIJOU IJIlXOVWV (I3Mm lTapoypaqlO 4.8). 

4.8 AVETT,9uJ-lIlH<; (vtpvm<; 

01 lTOIO auxvo OVO<jlEpSEioEe; OVElTISUIJIlTEe; EvtpYElEe; (AE) EivOi OIOPPOIO. vouTio KOI tIJETOe; 

01 AE ono KAlviKte; OOK IIJ Ee; KOI IJETEYKPITIKr'j nopoKOAoUSIlOIl IJE TO OVOIJO npo"iOVTOe;, 

TOÓIVOIJr'j8IlKOV aUlJcpwvo JJE Tllv KOTllyopia opyovou OUOTr'jJJOlOe; KOTO MedORA KOI 

nopOTi8£VTOI nopoKoTW. 


flo Tllv TOÓIVOJJIlOIl TWV OVElTI8uJJIlTWV EVEPYEIWV XPIlOlJJonolr'j8IlKOV 01 lTOPOKOTW opoAoyiEe; 

noAu ouxvte; (;;>1/10) 

Luxvte; (;;>1/100 EWe; <1/10) 

OXI ouxvte; (R1/1.000 twe; <1/100)

LnoVlEe; (;;>1/10 000 EWe; <111.000)

noAu onavlEe; «1/10 000) 

AyvWOTIl oUXVOT'lTO (OEV JJnopEi VO UlTOAOYIOTEi alTO TO 0108tolJJo OEOOJJEVO) 


KOI 
BAEVVOYOVOO£PJJOT1Kr'j KOVTlVTioOIl 

AYVWOTil 

KE 
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!J£OAA£<; rr£VIJ(lAiVE<; KOI K£CPOAOOTTOpiv£<; 

 -----$%"-#---!--'--! 

t.ðOTOpOXES TWV\V£CPP��OI O Uu.5£OlLW�V 
� _ _ _ __ ��_.� 

ñò£0!L"'.£�t:! .____ �VW�   

_uóTc0ôou.e.õ<!.._______ _________ A vöoHL 

_ _ _ __________ .� 

66YEfl-E.42S0- J 3/4 
(24a) 

TWV OOwv 
___ �.�____ ________ [._.[\ ______ 

K ____. _____._. ______._.____ 
B Mm rropdypocpo 4.4 

_ 

2 BAtm rropoypocpo 4.4 
3 H VOUTio oX£Ti÷£TOI OUXVOT£PO l-l£ U41,,,\OT£P£<; 000£1<; A0l-l!30VOl-l£V£<; orro TO OTOl-lO Av 01 
YOOTP£VT£PIK£<; OIOTOpOXt<; £ivOI £KOIlA£<;. I.mopollv vo mp,oplOTOllV \-1£ Til Av41'1 TOU DVOl-lO 
rrpoYovTO<; OH1V OPXw TOU y£Ul-lOTO<;. 
4 LUI-ITT£pIA0I-I!3aV0l-l£vll<; T'1<; 41£UOOl-l£l-l!3povwoou<; KOAiTlOa<; KOI Hl<; OIl-lOPPOYIKv<; KOAiTlOo<; 
�!3Mm rrapoypocpo 4.4) 

Mlo \-IETpia aUø1l01l O£ AST Kal/v AL T tX£! 01ll-l£lw8Ei O£ 008£v£i<; TTOU EA0!30V OVTI!310TlKO TIl<; 
KOTllyopio<; !3-AoKT0l-lIl<;. oAM 11 olll-looia ounilv TWV £UPIll-l0TWV EivOI OYVWOTll 
6 AUTt<; OJ OVETTI8UI-IIlTE<; Evtpy£!£<; txouv m:UJ£.1W8c:i 

ù!3Mrrcrrop6ypocpo 4.4). 
Av ovocp£p8£i orroloOr)rroT£ O£P\-lOTIK; oVTiOpOOIl um:p£uolo8Iloio<;. Il B£porr£lo 80 rrptml 

vo OIOKOTTT£TOI (I3Atm rropoypocpo 4.4) 
8 BMm rropoypocpo 4.9 
.9 BUm rropoypocpo 4.4
10 BAtm: rropoypocpou<; 4.3 KOI 4.4 
125 mg/31.25 mg/5 ml2S0 mg/62.5 mg/S ml KOVI<; y'o rroOllJo £VOIWPIl!JO 
11 ETTlCPOVEIOKO<; orr OxpWl-loTl0I-I0<; TWV oovnwv EX£I ovocp£p9£i rr OAU orrovlo O£ rrOiOIO. H 
KOA; OTOl-lOTlK; 
uyJ£IVr'] TTPOA0I-I!30V£I TOV orroxpWl-l0TlOIJO. KOBw<; ouvl']8w<; orroKaBioTOTOI 1-1£ TO !30UPTOIOIJO 
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JUbJ1TTWblOTO Kgu:JOIJEia umpooooAoyioC; 

GEpomio OOAOTOpiooOC; 

bEon 

MOXOVIObJoi QVTio1OOOC; 

TTopdVpo<po 4.4) 

PKlPD 

/',/',YED-E4250-13/4 
(24a) 

4.9 YnrpooooAoyia 

MnopEi vo qJ<pOVIOTOUV vaoTpEvTEP'KO oUI.JTTTWfJOTO Kal OIOTOpaXri TOU 100quViou UVpwv Kal 
rJAEKTpoAuTWV. "EX£I TTapOTrJprJ8Ei OXrJfJOT10fJ0<; KPUOTOAAwv afJOrIKIAivfl<; 010 oupa, 0 oTT oio<;, 
EviOl£, OOflVEi OE VE<PPIKri avmopKEIO (�Atm TTOpaVpa<po 4.4). 

LnoofJoi IJnopEi va EIJ<P0VIOlOUV OE 008EVEi<; IJE OIOTopaxri TrJ<; VE<PPIKIi<; AmouPvia<; Ii OE 
OUTOU<; TTOU AafJ�ovouv UlVIlM<; 060(1<; 

"EXEI OVO<pEpSEi 011 11 alJo7IKIAivll K081qOVEI aE OUpoKOSETriPE<;. Kupiw<; IJETO OTTO Evoo<pM�IO 
XOPrlVflOfllJEVOAwv OOO£wv Go TT ptml vo HIPEi101 TOKTlKO<; tAEVXO<; �OTOTIl1O<; (�Mm 

To VOOTPEVTEPIKO OUlJnTlDfJOTa fJTTOPOUV va OVTlfJETWTTlOlOUV OUIJTTTWfJOTIKO. OiVOV1O<; 
TTpOOOXri OTO IOOqUVIO vEpou/flAEKTpOi\UTWV 

H OIJO7IKIAivfl/KAo�ouAoVIKO oru IJTT OPEi vo aTTOIJOKpUVSEi OTT O T'lV KUKi\o<popia bJE 
alIJoKo8oPoll 

5. <l>APMAKOI\OrlKEr IL\IOTHTH 

t:PaPlJoK08EPOTT£UTIKri KOT'lvopio: LuvouaofJoi TTEVIKIA,VWV. OUfJnEplAalJ�avofJtvwv TWV 
ovoolOAtwv �-AaK1OlJdorJ<;, KWOIKO<; ATC J01CR02 

H OfJ o7IKIAiv'l Eivol lJio IlfJlOUVSETlKri TTEvlKIAivfl (OVTI�IOTIKO IJE 13-i\oKTobJfl) nou ovooTtAA(1 tva Ii 
mploooTEPO tVsUIJO (OUXvo avo<ptpovTOI w<; TT PWTEi"vE<; ouvowll<; TWV TTEvIKIi\IVWV, PBP) OTIl 
13100uvSETIKIi 006 Hl<; 130KT'lploKIi<; TTETTTlOOVi\UKOVrJ<;, 11 oTToio onOTEAEi ovonooTTooTO OOň.JlKO 
OUOToTiKO TOU 130KTflPIoKOU KUTTOPIKOU TOIXWIJOTO<;. H ovooToi\1i TIl<; ouvSWIl<; 
mTTTlOovi\uKcivrJ<; oOIlVEf OTllv oTTOOUVOIJWOfl lOU KunoplKou T OIXWIJOTO<;. 11 oT Toio ouxvd 
OKOi\ouSEiTol OTTO KunopoAuoll KOI 8avaro. 

H alJo7IKIi\ivll EivOi woi08flHj OHjV OTTOOOlJflOIl OTTO �-AoKTolJcioE<; TTOU TT apovovTOI O TTO 
OV8EKTIKO i3aKTliPlo KOI, ETT OIJEVW<;, OEV EivOi OPOOTIKri OTTO lJovll H)<; EVOVTI 0PVOVIOIJWV TTOU 
TTapavouv TETOIO tVsUlJo. 

To KAoi3ouAoVIKO o7u Eivol lJia �-AoKTcilJll TTOU oXETisETOI OOlJlKci IJE n£vIKIAivE<;. AmvEPvoTTOIEi 
OPIOIJEVO EV<UIJO Tfl<; �-i\aKTOlJcioll<; oTT OTptnovTm;. w<; EK lOUTOU, TIlV aopovoTToi'lofl TIl<; 
OlJo7IKIAivllC;. To KAoi3ouAoviKO o7u IJEIJOVWIJEVO OEV OOKEi KA,V,KO XPriOllJfl aVTll3oKTIlPloKIi 
ETTiopOOIl 

o Xpovo<; ovw TIl<; EMXIOTIl<; ovoo1OATIKIi<; oUVKEVTPWOIl<; (T>MIC) 8EwpEiTOI on EivOi 0 
IJEi<wv KoSOPIOTIKO<; nopcivov1O<; O TTOTEAwIJOTIKOTIl1O<; VIO TflV OIJO7IKIi\iV'l. 

01 000 KOPIOI lJ'lxoVIOlJoi OVTio1OOfl<; OTrJV OIJO7IKIAiVfl/TO KAo�OUi\OVIKO oru EivOi 

• AopovOTToillOIl O TTO EKEivE<; TI<; l3oKT'lplaKt<; �-AOKTOlJcioE<; nou OEV ovoOTtAAovTOI 01 

iOIE<; OTTO KAo�OUAOVIKO OŇU, oUlJmpli\alJ�ovOlJtvwv TWV KOTflVOPIWV B, C KOI D. 
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(24u) 

• 	 Mno!3oM TWV PBP, rJ oTToio IJmilv£1 H1 ouVVtV£IO TOU OVTI!30KH1PIOKOU TTOPOVOVTO VIO 
TO OTOXO 

H IJIl (JlOTT£parOTrJro !3oKTIlPiwv A IJIlXOVlolJOi OVTAiOe:; £KpOr']e:; IJTTOPEi vo TTpoKOAtoou v 
130KH1PIOKr'] oVTioroofl ri va OUVT£A£OOUV OE OUT>, IOloiT£po OE Gram-OpVIlTlKO !30KlriPIO. 

To orJlJEio OIOKOTTrie:; MIC Via Tllv OIJOÛIKIAivfltro KAo!3ouAoVIKO oÜu EivOi EKEi vo H1e:; EUPWTTOiKrie:; 
ETTITPOTTr']e:; Via TOUe:; AVTI!-IIKP0I310KOUe:; EAtVXoue:; EuolOSfloioe:; ( EU CA ST) 

Haemo hilus influenzae 
Moraxella catarrhalis 
Sta h lococcus aureus 
ApVflTlKOi O TflV TTrJKTOOIl 

! 

SIre 	 tococcus A, B, C, G s; 025 ...............
�
JStretococcus 	 $ 0.5 > 2 

Enterobacteriaceae > 8 

54 8 
AvO[ 	 0 ::.: 4 8 

LrJlJEia OIOKOTTrie:; IJfl s 2 4-8 	 8 

01 OVOq>EpOIJEVEe:; TllJte:; EivOi Via Tie:; roue:; OKOTTOUe:; TWV 
EAtVXwv EUOI08lloioe:;, fl OUVKtvTPWOfl KAo!3ouAoviKOU oÛtoe:; OpiSETOI oro 2 mgll 

2 01 OVOq>EP0I-JEVEe:; TllJte:; (ivOi Via Ti e:; OUVKEVTPWO£I e:; OÛOKIAiVfle:; 

3 01 TlIJEe:; lWV orJlJ£iwv OIOKOTTrie:; OlOV TTivOKO !300iSOVIOI oro OIlIJ£iO OIOKOTTr']e:; Hl<; AIJTIlKIAiVfl<;. 

4 To OfllJ£iO oloKonr'j<; Tfle:; o vroXr']e:; R>8 mg tl olooq>oAiSEI OTi oAo TO OTT0l-l0VWIJEVO o T£AtXfl l-lE 

ÝflXOVIOlJoue:; aVTOxrie:; ovOq>tpovTOI we:; OV8£KTlKO 


01 TIIJEe:; TWV OfllJ£iwv OIOKOTTrie:; OTOV TTivOKO !300iSOVTOI O TO ofllJEio OIOKOTTr']<; Tfle:;
i 
l 

o EnlTTOAoolJoe:; oVTioroOfl<; EVO£X0l-lEVWC:; TTOIKiAEI ovoAovo IJE Tflv TTEPIOXr'] KOI TOV Xpovo Via 
ETTIAEVIJEVO dOfl KOI 11 TOTTlKr'J TTAIlPOq>OPflOfl 0XETIKO !-IE H1V oVTio TOOfl Eivol ETTl8ulJflTA, Kupfwe:; 
Karo Tfl 8EPOTT£ io ool3opwv AOIIJWÜEWV. AvoAovo IJE TIC:; OTTOITr'JOEI<;, 80 TTPETTEI va SflTEiTOI 11 
OUVOPO lJri £IOIKOlJ OTOV 0 TOTTlKO<; ETTITTOAoolJoc:; OVTiOTOOIle:; OIOKU!3EUEI Til XPflOllJOTflTO TOU 
napo vov TO TOuAdXIOTOV OE OPIOlJtVOUe:; Tunoue:; AOIIJWÛEWV. 
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AEpoBlol Gram-ClQvJlTIKOi I..lIKPOOPVOVIOIJOi 
Capnocytophaga spp. 

P0!310IJJIKpOO PvavlolJoi 

Elan Via f"1 EniKHlTf"1 aVTioToon I..lnopEi npol3Af"1IJO 
AEpqJ3101 IJIK poopyavlO !Joi 

t>--£P0[3101 Gram-aOVf"1TIKOi I..lIKpoopyavlo!Joi 
Escherichia coli 

EVOOVEVWC OV8EKTIK()i oPyoVIObLoi 
AEPoBIOI Gram-apvf"1TIKoi IJIK DoopyavlobJoi 
Acinetobacter sp. 

1J1KpoopyavIOIJoi 

i 

t:,t:,YEn-E.42S0-13/4 
(24a) 

Enterococcus faecalis 

GardnereJ/a vaginalis 

Staphylococcus aureus (£uaioSrlloc; OH] iJE8IKIAivll)£ 

ApvrplKoi OTllv n'lKTOoll OTacpuAOKoKKOI (avSEKTIKOi OH] iJESIKIAivll) 

Streptococcus agalactiae 

Streptococcus pneumoniae 1 

Streptococcus pyogenes KOI oMol !3-0IiJOAUTlKO! OTpEmoKoKKol 

OiJOOO Streptococcus viridans 


Eikenefla corrodens 
2Haemophilus influenzae


Moraxella catarrhalis 

Pasteurella multocida 


• AVOE 
Bacteroides fragilis 

Fusobacterium nucleatum 

Prevotella spp. 


TO onoia va anoTEAEJ 
Gram-8ETI KO! 

Enterococcus [aecium $ 

Klebsiella ox ytoca 

Klebsiella pneumoniae 

Proteus mirabilis 

Proteus vulgaris 


Citrobacter freundii 

Enterobacter sp. 

Legionefla pneumophila 

Morganella morganii 

Providencia spp. 

Pseudomonas sp. 

Serratia sp 

Stenotrophomonas ma/tophilia 


I\omoi 
� Chlamydbpffila· pneumoniae 

Chlamydophi/a psittaci 
Cox iella burnetti 
Mycoplasma pneumoniae 

$ <PUOlKò £VOI0I-lWIl walo81loia anouoia miKTIlToU I-IllxavlolJou aVTioTOor]C;. 
£OAol 01 aV8(KTIKOi OTill-lE81KlAivIl OTOCPUAOKOKKOI £ivai av8EKTIKOi OTIlv 
OI-lO,IKIAivIl/KAa!3ouAovIKO o,U 
1 Streptococcus pneumoniae nou Eivol aV8(KTlKO OU]V n(vlKIAivll O(V 80 npEn(1 va 
oVTlI-IETwnióETOI 1-1£ aUTO TO OKEUa0l-la aI-lO,IKIAivl1c;/KAa!3ouAavIKOu O,EOC; (!3Mn( 
nopaypocpoue; 4.2 KOI 4.4). 
2 2:TEt\tXIl iJ( iJElWI-IEVIl £ualoS'loio £Xouv ovocpEp8Ei DE 0PIOiJ£VEC; xWpEe; H]e; E E iJE ouxvOH1TO 

10%. 
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\JATKOU 

ĵnoppO(jlOOO 

KAoPOUAOVIKO o>u 

����12; mg

--·I-125·�

T
� 

±20
4!3-1·�·6"r�=r ��:.:� 1·-·:09�;-

KOTaVOI-lr) 

(± SO) nopcil-lopOI CPOPfJOKOKIVI1T1K)<; 

AMXJCA500/125 500 

T 112 

53.5 1.15 
± 8.87 ± 0.20 

AMX OfJO�IKIAivll, CA KAOr3ouAoVIKO o�u 
• Mtoll IIIJĶ (£upo<;) 

f',f', YEl]·E.4250·13!4 

(240) 

H Ol1o�IKIAivll KOI TO KAor30UAOVIKO O�U oloAuOVTOI nA�pwe; OE UOOTIKO OIOAUI-iO IJE cpuOIoAoYIKO 
pH KOI TO QUO OU01OTIKd onoppocpwVTOI yp)yopo KOI KOAO I-I£OW Tile; OOOU XOp)YIlOIle; ana TO 
O TOI-IO. H onoppoCPIlOIl Tile; OfJO�IKIAivlle;/TOU KAor3ouAaVIKOU o�£oe; r3E.A.rIO TOTTOIEi TOI OTOV 
AOfJ!30VETOI OTllv OPX) EVOe; y£lJfJOTOe;. METO OTTO XOP�YIlOIl ana TO orOIJO, 11 OfJo�IKIAivll KOI TO 
KAo!30UAOVIKO o�u [ivOi mpiTTou 70% r3100108£0I1J0 To npocpiA nACiofJOTOe; KOI TWV QUO 
OUOTOTIKWV Eiv ol nopofJolO KOI 0 xpovoe; Ewe; Til fJtyroTIl oUYKtvTPWOIl OTO TTAOofJo (T max ) OE 
K08[ mpimwOIl EivOI mpinou l-liO Wpo. 

To onon:AtOfJoro CPOPIJOKOKIVIlTIK)e; I-liae; fJEMTIle;, O TIlV onoio xoprlY)8T]J(ov oloKio 
OI-lO�IKIAivlle;/KAor3ouAovIKOU o�toe; (500 mg/ 125 mg TpEle; cpopt<; IlfJ[Plloiw<; OE 1<OTOOTOOIl 
vl1oT[io<; O[ 01100E<; UYIWV E8EAoVTWV nopouOlo�OVTOI TTOPOKciTW 

01 OUYKEVIPWOEl<; 111<; OfJO�IKlAiVIl<; KOI TOU KAOr3ouAoVIKOU o�to<; OTOV OpO, 01 O TToiE<; 
£TTITUYXaVOVTOI fJE OfJO�IKIAiVI1/KAo!3ouAovIKO O�U, EivOi nOpOfJOIE<; fJE EKEiVE<; nou nopoyovTOI 
ono Illv ana IOU OlOI-lOTO<; XOPr']YIlOIl IOOOUVOfJwv ooo£wv OIJO�IKIAIVT]<; r'] KAo!30UAOVIKOU 
o�to<; IJEfJOVWfJEva. 

nEpiTTOU 25% TOU OUVOAIKOU 1<Aar3ouAoviKOU o�to<; O TO nAOol-lO Kat 18% TIl<; OUVOAIK)<; 
OfJo�IKIAivll<; O TO nAOolJo OUVOtETOI fJE npwTEivE<;. 0 EjJcpOV)e; OYKO<; KO TOVOfJ)<; EivOi mpinou 0,3·0,4 I/kg Yla Tllv Ol1o�IKIAivll KOI mpinou 0,2 IIkg Y'O TO KAor3ouAoVIKO O�U. 

Moo ono EVOOcpAtr310 XOPr)Yrj0ll, 1000 11 OfJo�IKIAivll 000 KOI TO KAar3ouAoviKO o�u !3pt8IlKOV 
0111 xoAllooxo KUO TIl, OE YOorPIKO lOTO, 010 oEPjJO, OTO Aino<;, OE jJUiKOUC; 1010U<;. OE 
Op8pOatEAIKO KOI nEpl TovoIKO uypo. 0111 XOA) 1(01 OE TTUOV. H ojJo�IKIAivT] OEV KOTOV£I-lOOI 
IKOVOnOlrjTlKO oro EYKEcpoAoVWTloio uypo. 

Ana jJEAtTE<; OE �wa OEV unopxouv EVOEi�£Ie; YIO OllfJOVTlKrtKmOK-PElll1eIlOlOtlķr01Du<; 
nou npotpxoOl ana TO CPOPI-lOKO YIO onoloOr)TTOl( OUOTOTIKO. H OjJO�IKIAivT]. onw<; 01 
mplooolEPE<; nEviKIAivEe;, fJTTOPEi va oVIxvEU8Ei oro jJlllPIKO yoAo. LTO fJllTPIKO yoAo IJTTOPOUV 
£TTiol1C; va EVTOTTIOTOUV ixvl1 KAor3ouAoVIKOU o�toe; (I3Atm nopdypoqlO 4.6). 
T600 11 Ol1o�IKIAivl1 600 KOI TOfJ KAo!3ouAoVIKO o�u txouv oEi�EI va OlOTTEPVOUV TOV CPPoYI-l0 TOU 
nAoKouvTO (I3Atm nopoypQ(po 4.6). 
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BlolJ£ 1OOXOIJ01IOIJOC; 

6noj3oMJ 

olomoH . .l.JO£J 

NUPPIKrj ouoAmoupyio 

HnOTlKO ouoAmoupyio 

01J0<;IKIAivlle;, EiTE TDU KAo13ouAavlKOU o<;toe;. 

,0,6 YEn-E.4250-13/4 
(240) 

H OIJO+IKIAivll onol3dAA£101 £V IJtp£1 010 OUpO we; ov£v£Pyo nEVIKtAAolKO OSu 0( nooOTIlTEC; nou 
1000UVOIJOUV IJEXPI 10 EWe; 25% Tfle; OpxIKøe; Malle;. To KAOùouAoVIKO 0<;0 1J£1Oj3oAiħETOt 
EKTETOlJtvO OlOV dv8pWTTO Kat anoj3oAAnal 010 oupo Kal TO Konpovo we; olo+EiOlo TOU 
OV8POKO OE anoj3oMOIJEVO OEPIO 

H KUPIO oMC; onol3oA&e; Yla Tllv OIJOSIKIAivll EivOi IJtow TWV v£cppwv, £VW Yla TO KAo130UAoviKO .' . 
O+U (ivai KOI ú£ v£qipIKoue; Kal IJ£ IJIl VECPPIKOUe; IJrJXOVIOIJOUe;. 

H alJOslKIAivrJ/KAaj3ouAovlKO O+U EX[I IJtOIl rJlJlt;W& oTTol3oMe; KOTO npootYYIOrJ lJio wpo Kal 
IJtoll OAIK& Ko8opOll KOHl TTPOOtYYIOrJ 25 IIh OE UYI& OTOIJO. nEpinou TO 60 twe; 70% H)e; 
OIJO{IKIAivrJe; KOI mpinou TO 40 twe; 65% TOU KAol3ouAoVIKOU o+toe; ono(3oAAETOI ovoAAoiwTO 
OTO oupa KOH) TIe; npwn:e; 6 h IJETC) OTTO TrJ xoPriYIl0rJ IJEIJOVWlJtvwv oloKiwv DvolJo npoioVTOe; 
250 mg/125 mg & 500 mg/125 mg. llIO<pOpEe; IJEA£n:e; txouv OTt rJ ono(3oAri OTO 
oupo EivOi 50-85% YIO TIlV Of-lo{IKIAivll KOI ono 27-60% YIO TO KAo130UAoviKO osu IJtoo O£ 
oloonwo 24wpwv. LTrJV n£pimworJ TOU KAOĩOUAOVIKOU o<;toe;, rJ IJEYOAlmpll noooTrJTO TOU 
cpoPIJOKOU onoj3oM£TOI KOla Tie; npWTEe; 2 WpEe; f-lEH) one Til xoPriYIl0rJ· 

H nopoAArJArJ xpri0rJ npoj3Ev£Oiolle; Ko8uOTEPEi Tllv onoĨoA& OlJo<;IKIAivlle;. oAM O£V 
K08uOlEp£i Til V£CPPIKri oTTo(3oAri KAo130UAOVIKOU o<;toe; «(3Atm nopoypocpo 45). 

HAIKio 

H 1l1J1t;wĪ onoj3oMe; TrJe; OIJO+tKIAivlle; EivOi nopolJola OTO nOl0lo rJAIKioe; 3 WlvWV mpiTTou twe; 
2 ETWV IJ£ TO IJEyaALmpo notolo KOI EVIlAiKOUe;. LTO noAu VEOPO nOlolo (nEpIAOlJl3aV0f-ltvwv 
TWV VEOYtVVIlTWV) KOHl Tllv npWTrJ E1300IJOOO Tile; t;wrie; TOUe;, TO OIOOTIlIJO xopriYIlOIle; o£v 8a 
nptTIEI vo umpl30ivEI Tie; 000 cpopte; 11lV IllJtpO Myw Tile; aVWpIIJOTIlTOe; Tile; VUPPIKr']e; ooou 
anEKKpIOIle;. Ecpooov 01 IlAIKIWIJEVOI OOeEVEie; EivOi meaVOTEpO va napouOIdûouv IJEIWIJEVrJ 
V((PPIKri Amoupyia, 8a nptml va ooeEi npoooxri OTllv mlAoYri Tile; Malle; Kat f-lnopEi va Eival 
XPrio11J1l1l napoKOAou81l0llTIle; VEcppiKrie; Amoupyiae;. 

METO ana XOPr']YIlOIl ono 10 OTOIJO 01J0<;,KIAivll(;lKAol3ouAovIKoO o<;toe; OE uYIEie; OVOpEe; KOI 
YUVOiKEe;. 10 cpOAO OEV nopouOIot;EI OIlIJOVTlK& EniopoorJ Olll CPOPIJOKOKIVIlTlK& EiTE Tile; . 

H OUVOAIK& Ko8aporJ Tile; aIJO+IKIAiVIle;/TOU KAa(3ouAavlKou o<;toe; OTOV opo IJEIWVETal KOT' 
avaAoyia IJE Til IJEIOUIJEVIl VECPPIKri Awoupyio. H IJEiwOIl TIle; Ko80porJe; TOU cpaplJOKOU EivOi mo 
tKollAIl Ylo Tllv alJo<;IKIAivll OE OXtOll lJE TO KAaj3ouAavlKo 0<;0 Ko8we; plow Tile; VECPPIKrie; OOOU 
ano(3oMETOI IJEyaALmpO nOOOOTO alJo<;IKIAivlle;. LuvmWe;, OTIl VECPP1Kri OUOAElToupyia, 01  
OOO[le; nptnEi va npoAolJ(3ovouv Tllv oOKonll OUOOWPEUOrJ 01J0<;IKIAivlle; KOI VO OIOTIlPOUV 
--napokAIlAa-eTTapK:r)--eTTtTT£oa-KAa(3ouAOVTKOtr-O<;t oe;-( j3AtTTE TTopdyprnpo-4:2). 

A08EVEie; IJE IlTTOT1Kri ouoAmoupyio ea rrptTTEI va AOIJ(3ovouv MOIlIJE' npoooxr']k0l 8a·nptml 
va nopaKoAou8EiTOI 11 f)nOTIKri Amoupyia avo TOKTO OlaOTr'IIJOTO. 
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DYKoS VEPOU nou nptn£1 va 
npooTE8£i Via TOV 
OVOOUOTOO ml 

f'"f'"YEII-E.42S0-13/4 
(240) 

5_3 npOM,vlKa OEoo6tvo VIO Hlv oatpoAEIo 

Mil KAIVIKO O(OOl-ltvo OEV onoKoMITTTOUV KonOlov EIOIKO Kivouvo Via TOV ov8pwno I-lE [3oofl 
\-IEAtW:; c.paplJoKOAoVioe; OOc.pOAEIOe;, VOVIOIOTOEIKOTflTOe; KOI TOEIKOTflTOe; OTflv ovonapovwVIKr) 
IKOVOTflTO. 

M£AtT£<; TOEIKOTf]TOe; movaAflTIT!KWV ooo£wv nou npOVI-l0TOnolr)8flKav OE oKuAoue; iJE 
OiJoF!K!Aivfl/KAoĿouAav!Ko oFu, KOTOOEIKVUOUV VOOTPIKO Ep£810\-lO KO! (I-lETO KOI 
onoxpwl-lOTlOIJEvfl VAwooo. 

Mv txouv o1EEoX8Ei IJEAtTEe; KOPKIVOVtvwfle; I-lE TO DvoiJo npo"iOvTOe; r) TO OUOTOT!KO lOU. 

6. <PAf'MAKEYTIKEI nAHPO<POPIEr 

6.1 KmaAovoc; EK06xwv 

6.2 AauIJlloToH\HC; 

6.3 l\1(:iPKEIO 7wl'Jc; 

6.4 IOIOiHP£<; npotpuAa*EJ(; Koni Hlv <puAoŀ11 TOU upoi-6vTO<; 

6.5 ¢luol1 KOI aUaTOTlKO TOU UEPIEKTI1 

6.6 IOloiup£C; npo<puM*EI<; ouoppnpl1<; Kat oMo<; X ElPIOIJOC; 

125 mg/31.25 mg/S ml KOVIe; Via nooll-lo Evalwpql-l0 

EAtVXETE 011 TO oc.ppOV10l..l0 EivOI 081KTO nplv ana Tfl XPr)Ofl. AVOKIVEiTE Tfl <ploAfl Via va 
FEKOAAr)O£l 11 KOVIe; npo08toTE VEPO (onw<; EVOEiKVUTOI nopoKoTW), ovaaTpt4JTE KOI 
OVOKIVr)OT£ KOAO. EvoMoKTlKO V£l-liOTE HI <ploAfl \-IE VEPO iJtXPI Aivo nopOKcnw ana Tfl xopavr) 
aTflV ETlK£TO Tfle; <ploAfle;, aVOOTp£4JT£ KOI OVOKIVr)OT£ KOAO. rTfl ouvtX£IO V£\-liOT£ I-lE v£po 
OKpl[3we; fJ£XPI Til xopavr), OVOOTP(4JTE KOI nOAI OVOKIVr)OTE KOAO 

AVOKIVr')OT£ KaAO Til <pIOA'1 nplv ana KoBE MOil 

250 mg/62_5 mg/5 ml KOVIe; Via nOOil-lo EVOIWPIlI-l0 

EMVXETE on TO Oc.ppOVI0I-l0 EivOi 081KTO nplv ono T'1 XPr)0'1. AVOKlvEiTE Til <pIOA'1 Via va 
FEKoMr)aEl 11 KOVIe;. npooBtOT£ VEPO (onwe; EVOEiKVUTOI nopOKOTW), OVOOTpt4JTE KO! 
OVOK!Vr')OT£ KOAO. EvoMOKTlKO VElJiOTE Til c.pIOAIl I-lE VEPO IJtXPI Aivo nopoKoTW ono Tfl xoPOVr)
OTllv ETlK£TO T'1e; <ploAr]e;. OVOOTP£lIlTE KOI OVOKIVr)OTE KOAo. LTf] ouvtXEIO VEl..IioT£ IJE VEPO 
OKPII3WC; iJ£XPI T'1 xapovr). OVOOTP£lIlTE KOI noAI OVOKIVr)aTE KoM. 

14 
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10. 

6,6,YEn-E4250- J 3/4 

(240) 

7. KA TOXOr THr AAEIAr KYKAO$OPIAr 

8. API0MOr(OI) AAEIAr KYKAO$OPIAr 

9. HM€POMHNIA npOTHr EfKPlrHr IANANEflrHL-TH£ A AEIAr 

HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 
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nou m:pIEXoU V  

fifiYEn-E.4250-J3/4 

(240) 

H nEpiAlllVll XOPOKT_IlPIOTlKWV TOU npOIOVTOe; q)QP)OK£UIIKWV npO'IOvTWV 
0POOTIKO OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, ElTIKOAu l-'l-'£VO IJE M:ITTO 

8.1 

UlJtVIO OIOKIO 875mg/125mg/tab & Kovl<; yla rroOll-'o £VOIWPfll-'0 400mg/57mg/5ml 

Opiļ£TOI we; E Ľ<;: 

1. ONOMAriA TOY <l>APMAKEYTIKOY npO'iONTOr 

OVO�O npo'lovTO<; 875 mg/125 mg EmKOAU)!-IEVO !-IE AEmo U)tVIO oloKio 
OVO!-lO npoIovTO<; 400 mg/57 mg/5 ml KOVI<; VIa nool!-lo EVOIWPIl!-lO (VEl/Oil <ppaOUAO) 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

K68E miKOAUjJjJ£VO !-IE AEmo UjJ£VIO OlOKIO rrEpl£XEI Amoxycillin trihydrata+ Clavulanate 
potassium nou OVTlOTOIXEi OE Amoxicillin 875 mg KOI Clavulanic acid 125 mg 

To 5 ml KOVEWC; VIO nool!-lo EVOIWprwo mpl£xouvAmoxicillin trihydrate + Clavulanate potassium 

nou OVTIOTOIXEi O£ Amoxicillin 400 mg KOI Clavulanic acid 57 mg 


ria TOV nMpll KOTOAOVO TWV EK06xwv, I3A. nopovpo<po 61 

3. <l>APMAKEYTIKH MOP<l>H 

875 mg/125 mg ETIlKOAUjJjJ£VO !-IE AEmo UjJ£VIO oloKio 
EnIKOAU�!-IEVO !-IE Mm6 UjJ£VIO oloKio. 

400 mg/57 mg/5 ml KOVl<; Via rrooljJo EVOIWPIl!-lO (VEl/ail <ppaOUAO) 
K6vu; Via noOl)o [ VOIWPlljJO. 

4. Kl\INIKEr nJ\HPO<l>OPIEr 

4.1 0EporrEuTIKEC; EVOEi)[I() 

To OvojJo npoiovTOC; EVOEiKVUTOI Via Til 8EponEio TWV nopOKOTW AOljJW EWV OE EVIlAiKou<; KOI 
nOJOlo (j3Atm nopovpo<pou<; 4.2, 4.4 KOI 5.1): 

• O [io 130KTIlPIOKr) rropOpplYOKOAninoo (mopKw<; OIOVVWOjJ£v'l) 
• O [io !-I£O'l WTiTIOO 
• O [iEe; ETiiOEIVWO£l<; XPOVIO<; j3povxinooc; (mopKwc; OIOVVWO!-lEVEC;) 
• E WVOOOKO!-lEIOKr'} nVEU!-Iovio 
• KuoTinoo 
• nU/:AOVE<ppiTiOo 
• llEpjJOTIK£<; AOI!-lW £I(; KOI AOI!-lW EI<; !-IOAOKWV jJopiwv, OUVKEKPljJ£: va KunopiTloo, 

Or'}YjJOTO ono �wo, ooj3opa OOOVTlKO orroOTr)!-IOTO jJE EnEKTElvo\-lEVIl KUTTOpiTioo. 
.  Omll<"ľWt{fpeplI<-t<;-AOtptiJĿ£lc;;-rOTOfTrpo-ooTEOpUEAiTIOO 

Go rrptml va AO!-l13ovovTOI unolVll 01 miOIl!-lE<; oOllyiE<; OV0<P0 PIKa jJE H)V KOTOAAIlAIl XPŀOIl 
ovn[3oKTIlPloKwv nopOvOVTWY. 

4.2 *oooAoyio KOI 'porroe;; xopl'tyqoqe;; 

01 060£1<; EK<ppa�OVTOI OE o}..o TO KEijJEVO w<; npo<; TO m:plExojJEVO OE OjJOf,IKIAivf)/KA0I30UAOVIKO 
of,O JJE E{,oipwf) OTOV 01 000£1<; Of)}..WVOVTOI w<; npo<; tva jJEjJOVWjJtvo OUOTOTIKO. 

H MOil OvojJo npofovTOC; nou mlAtV£Tm Via Tf) 8Epomio JJIO<; jJE)ovwjJtvll<; Aoi)w f)<; 80 
nptTTEI va AOjJj3avEI unolVll: 
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kg 

oQlgJ,JtY.£.C;AOtfjWL&1C;-(0TTwğlJtorn::UTiTfoo. 

HAIKIWIJ£VOI 

LE EV¸AIKEe; KOI nOloloĞ 40 kg, aUTO 10 oKEUOolJO OVOfjO npoTOVTOe; noptXEI oUVOAIKr'\ 
IlIJEPr'\OIo 06011 1750 mg OfjO*IKIAjvlle;/250 mg KA0130UAOVIKOU o*toe;, OTOV XOPIlVEiTOI ouo 
cpopte; TI)V IllJtpO KOI 2625 mg 01J0LIKIAivJle;/375 mg KA0130UAOVIKOU o¹toe; OTOV XOPIlVEiTOI TpEIe; 
<popt<; Tllv IllJtpO OIJIJ<PWVO lJE Tie; nOpOKClTW OUOTOOEle; 2:cnOlo,,) < 40 kg, aUTO TO OK EUOolJO 
OvolJo npoloVTOe; noptXEI lJtVloTJl llfj£Pr'tOiO 06011 1000-2800 mg OlJO¹IKIAjvll<;/143-400 mg 
KA0!30UAOVII<OU o*toe;, OTOV XOPIlVEiTOI oUlJ<pwvo IJE TIC; nopoKoTW oUOTOOEI<;. Eov 8EWPIl8Ei 

f::,.f::,. YEn-E.4250- 1 3/4 
(240) 

To OV0I-l£VOIJEVO n08ovovo KOI H)V TIl80vĝ 1OUe; £uOl081l0io OE OVTll3oKTI1PIOKOUe; 

nopdVOVT£e; (pAtm nopovpmpo 4.4) 

Til !30puTIlTO KOI TO orWEio Tile; AOiIJW¹I)e; 

Tf)V flAIKio, TO I3dpoe; KOI Til VECPPIK¸ AmouPvio TOU 008£voue;, onWe; CPOiVETOI nopOKOTW. 


H XPI']OIl EVOAAOKTlKWV lJOPCPWV OVOI-lO npOIOV1Oe; (nx EKE/VEe; nou noptxouV U4JIlAOTEpEe; 
06o£!(; OIJO¹IKIAivlle; r'\/KOI OIO<pOpnIKte; ovoAoviEe; OlJO¹IKIAIVIle; npOe; KA0130UAOVIKO o*u) 80 
nptml va 8EWPEiTOI onopoiTIlTIl (I3Atm nopovpdcpoue; 4.4 WI 5.1). 

on onolTEiTOI U4JIlAOTEPll lllJEP¸0I0 06011 OlJo¹IKIAivlle;. OUVIOTOTOI va ETTlAEX8Ei oAAo oKEUOolJO 
OVOlJO npoTovTO<;, npOKEllJEVOU va ono<pEUx8Ei Jl XOPr'jVIlOIl mplTTwv u4JIlAwv fjIJEPr'jOlWV 
060EWv KA0130UAOVIKOU o*to(; (/3Atm nopovpocpoue; 4.4 KOI 5.1). 

H OIOPK£IO Tfle; 8EponEioc; 80 nptnEI va Ko80pit;£T0I ono Tllv aVTOnOKplofj TOU 008EVOUC; 
HOPIOlJtvEe; AOllJW*EIe; (nx OOTEOfjUEAiTlOO) onolTouv fj£VOAUTEpEe; mploooue; 8Epomioe; 

8£pomio OEV 80 nptml va ETTEKT08Ei ntpov TWV 14 IllJEPWV xwph:; ETTovE*tTOoll (I3Mm 
nopovpo<po 44. 0XETIKO fjE Tr)V nOpOTETOIJ£VJl 8£pomio). 

EvriAIKOI KOI nOiOIO > 40 

• KOVOVIK¸ 0601) (VIO 6AE<; TI(:; £VO£i*EIe;) 875 mg/125 mg Mo cpopte; H)V IwtpO; 

• U4JrJAOT£PIl 06011 - (IOIOiTEPO Via AOlfjW*E1e; on we; fjEOIl WTiTloo, nopopplVOKOAniTioo. 
AOIIJWLEIe; TOU KOTWTEPOU oVOnVEUOTIKOU KOI oUpOAOvIKte; AOllJWLEIe;): 875 mg/125 mg 
TpEIe; <popte; Tllv Ill-ltpo; 

To nOiOIO fjnopouv va Ml30uv 8EponEio IJE oloKlo EVOIWP¸lJOTO r'j nOioIOTpIKOUe; CPOKEAioKoue; 
OVOlJo npo"lovTO<;. 

• 	 25 mg/3.6 mg/kglrllJEPlloiwC; twe; 45 mg/6.4 mg/kg/rl\.lEPIlOiwC; XOPIlVOUlJEVO OE ouo 
IOOlJEpWe; KOTOVElJlllJtvEe; 06oEIe;. 

• 	 EWe; 70 mg/10mg/kg/lllJEPfloiwC; OE ouo 100lJEpWe; KOTOVElJflfjtVEC; 060EIe; lJnopEi va 
XOPIlVIl80uv OE noppoplVOKOA niTloo, KOI 
A OlfjW*EIC; TOU KOH.i.nEpou ovonvEUoTIKOU) 

/),EV OlOTI8EVTOI KA,VIKO OEOOlJtvO Via OOOEIC; OKEUOolJCITWV OVOlJO npolovTOC; 7:1 U4lIlAOTEPEC; 
anD 45 mg/6.4 mg ovo kg H)V flfjEPO OE nOlolo KOTW TWV 2 ETWV 

/),EV OlOTi8EVTOI KAIVIKO OEOOfjtvO Via oKEUOofjOTO OvolJO npoIOVTOe; 7.1 V'O 008EVEiC; IlAIKiac; 
fjIKPOTEPflC; TWV 2 fjl1vwv. Mv lJnopouv EnOfjtvwe; va Vivouv OOoOAOVIKtC; OUoTOOEIe; VI aUTO 
TOV nAfleuofjO. 

6EV 8£wp£iTOI onopoiTIlTfI 11 ovonpOOopfjOvl'] Tile; 060Jll:� 
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tL£ĵrKO OUOA£I1oupyio 

!:lTTOTIKr] ouoAwoupyio 

J:QOTTOC; XOPQYOOO<: 

,A,,A, YEn-E.4250-J3/4 
(24a) 

D.EV OTTOITEi TOr OVOTTPOOoP�OyP HIe; MOlle; OE 008EVEie; �E Ko8oPOll KpEOTlvivll<; (GrGI) 
�EyOAUlEPIl OTTO 30 ml/min 

LE o08EV£ie; �E Ko80POll KpEOTlviVIle; �IKpo TEPIl OTTO 30 ml/min, Il XPPoll �opqJwv TOU OVOlJo 
TTpO"lov TO<; IJE ovaAoyia aj.lo�IKIAivlle; TTpOe; KAa!3ouAoviKO o�u 7: 1 OEV auvroH::'lTOI , K08we; OEV 
Eivol OUVO TP Il oVo TTPOOoPlJoyr'j 11le; MOlle;· 

XOP[Ylloll IJE TTPOOOX[ KOI £MYXoe; T ile; IlTTOlIK[e; A£I1oupyfae; oE TOK TO XPOVIKO OlaOTr'jj.lOTa 
(!3Atm TTapaypoqJou<; 4.3 KOI 4.4). 

To Ovo�o TTpoToVTOe; TTpoopi<£Tor YIO Xpr'j0l1 OTTO 10 010�a. 

XOP[Yl1ol1 KOTO I11V £vap�I1 EVOe; YEUj.lOTOe;, WOlE va £AaXIOTOTTOrl18Ei 11 EVOEX0j.l£VI1 
yaoTpEVTEPIKr'j ouoavE�io Kal va mEA TloI 0TTOIl18Ei 11 aTTOPPOqJI10l1 111<; a�O�IKIAivI1e;/ TOU 
KAa!3ouAovIKOU o�toe;. 

H 8Epamia �TTop£i va apxix£1 TTapEV1£plKO OUj.lqJWVO IJE Hlv nxn 111<; EvooqJMmlae; �OpqJr'j<; KOI 
va ouvExix£ Tar �E oKEuao�a XOPl1YOUj.lEVO aTTO TO 010IJ0 

400 mg/57 mg/5 ml KOVIe; ylO TTOOIj.lO EvalwPI1lJa 
AvaKlvr'jo1£ Yla va �EKrAMloEI 11 KOVIe;, TTpo08tOTE v£po oU�qJwvo �E 11<; oOl1yi£<;, avaoTp£qJ£TE 
KOI ovaKlvEITL 
AvaKlvEiT£ KaM III qJIOAI1 TTplV OTTO K08E MOil (l3Mm TToPOYPoqJo 6.6.) 

4.3 AVT(vo(i�[I(; 

YTTEpEUOI08110io 011<; OpoOTlKt<; ouoi£<; OE oTTolaor'jTT01£ OTTO TIl; TTEVIKIAiv£<; r'j O£ KOTToro O TTO TO 
tKooxa 

IOTOPIKO oomapr'j<; OIJ£OI1<; aVTiopaol1<; umpwaI0811oio<; (TT.X· ovaqJuAo�ia) o£ oMov !3-
AOK TOj.lIKO TToPOYOVTO (TTX K£qJOAOOT TOpivI1, Kop!3omvt�I1 P 1J0vol3oK To�I1). 

IOTOPIKO iKTEpOu/I1TTollK[e; ouoAwoupyia<; Myw aIJO�rKIAivI1<;/KAol3ouAovrKou o�£o<; (mAtm 
TTapoypo<po 4.8) 

4.4 E'OIKi<; TTPOElOOTTO'rl0E1<; Kal TTpoq>uAa�£I(; KOla HI XPrl0fl 

nplV OTTO TrlV tvoP�11 8£pomio<; j.l£ oIJO�IKrAivI1/KAo!3ouAovIKO o�u, 8a TTpt TTEI va yivEI 
TTPOo£KTIKr'j ol£p£uvI1011 avaqJoplKo j.l£ TTpOrlYOu�£vE<; oVTropoo£l<; UTTEPWOI08110io<; OTl<; 
mVIKIAiv£c;, TI<; K£qJOAOOTTOpivE<; r'] oMou<; TTapoyovw; IJE I3-AoKTolJ'l (!3Atm: TTopaypoqJou<; 4.3 
KOI 4.8). 

Lol3opt<; Kol TTEPIOTOOIoKO 8avOTl1qJopE<; aVTlOpOoEI<; umpEuOlo8l1oia<; (ovaqJuAa�io) txouv 
ovaqJEp8£i oE ao8£vEi<; UTTO 8EpoTTEio W TTEviKrAivll. AUTt<; 01 oVTlOPOO£l(; EivOI TTl80VOTEPO va 
EKO'lAw80uv O£ 01OIJ0 TTOU txouv IOTOPIKO uTTEpEUolo811oia<; OT'lV TT£VIKIAiVI1 Kol OE OTOTTIKO 
oTOlJo. Eov TTOPOUOIo01£itJ10 oMEPYIKr'j aVTiopool1, 11 8EpoTTEio lJ[aIJO�IKIAivI1/KAol3ouAaV1i<o 
o�u TTptTTEI va OloKOTTEi KOI va �EKIVPO£I KOToMIlAI1 EvaMoK TlKr'j 8EpaTT£io. 

LTIlV m:pimwol1 TTOU lJia AoilJw�1l Eival aTToo£o£ly�£va Myw IJIKPOOPYOVIOIJOU(wv) 
EUoio8rllou(wv) OTrlV ol.lo�IKIAivll, T01£ TTptTTEI va £�£ TOx£TOI TO EVO£XOIJEVO IJE TOqJOPO<; aTTO 
al.lo�IKIAiv'l/KAo!3ouAoVIKO o�u o£ OIJO�IKIAiVI1 OUlJqJWVO IJE TI<; £TTfOIlIJE<; OOllyiE<;. 

AUTO TO OK£Ua0l.l0 Dvol.lO TTPO"/OVTO<; OEV EivOI KOlOMf]AO TTPO<; XpPol1 O TOV UTTdPXEI u4J'lA6e; 
Kivouvoe; TO UTTOTl8tlJ£vo TT080y6vo va txouv IJEIWIJ£vll EUOI081loio r'j oVTiOTOOll OE TTopdyovH.<; 
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oŻto<; 

t,t,YEn-E.4250-13/4 
(240) 

c£ j3-AOKT0l-lfl 110U O£v Olol-l£OoAoj3£iTOI 0110 j3-AOKTOI-lOO£� £uoio8flH� O£ ovooTOAC ana TO 
KAoj3ouAoVIKO oÈu AUTO TO OK£UOOI-lO O£v So 11pt11£1 VO XPflOII-l01101£iTOI VIO Tflv OVTIc£TW11IOfl 
aV8£KTlKOU OHlv n£vlKIAivll S. pneumoniae. 

L1100coi cnop£i va £1-l<POVIOTOUV O£ oo8£v£i� I-l£ OIOlOpOXC Tfl� V£<PPIKri� A£I 1oupVio� ri O£ 
OUTOu� 110U AOjJj3ovouv U4JflM:� MO£I� (j3M:11£ 11opovpa<po 4.8). 

H 01-l0;IKIAivfl/KAaj3ouAavlK6 o;u Sa 11ptn£1 va ano<p£uV£TOI £ov U110PX£1 u11Dvola AOll-lwOOU� 
jJovo11uPr'jvwoll�, KOSW� fl £KoriAwofl £vo� IAapo£looU� £;av8r'jI-lOlO� EX£I 0X£lI01£i 1-1£ OUTriV 
Tflv 1108floq I-IETO 0116 XPColl OjJO;IKIAfvfl�· 

H TOuTOXPOVIl XPCOIl OAA0110UPlvoAfl� KOTO Tfl OIOPKEIO Hl� 8£po11£io� 1-1£ OI-lO;IKIAfvll ,.mopEi 
va OU;rio£1 Tflv 11IS0VOTflTO qJ<POVIOfl<; oAAEpYIKWV O£PI-I0TlKWV OVTlOpoo£wv. 

H 110POlETOjJEVfl XPr'j01l jJ11op£i £vioTE VO OOflYriO£1 O£ u11£povOTI1U;ll l-lfl Euoio8flTWV 
I-lIKPOOPYOVI0I-IWV. 

H qJ<P6v1ofl KOTO TflV tvoPsll Tfl<; S£ponEio� EVO� 11UPE1WOOU� Y£VIK£UIJEVOU Epu8ri1JOlO<; 
OXE 1IMOIJEVO c£ <pAUKTOIVO IJnopEi vo £lVOI OUIJTI1WIJO YEVIKEUlJtvou KflAI0013AOl[OWOOU<; 
£;ov8riIJOlO� (AGEP) (j3M:11£ nop6ypo<p0 4.8). H oVTiopoof] OUTr'j onolTEi Tf]V oloKOnC TOU 
UVOIJO npoIovTO<; KOI OVTEvOEiKVUTOI onoI00r'j110T£ E110KOAou81l xoPr'jYflOIl 0lJoSIKIAivll<;. 

H aIJO;IKIAivf]/KAoj3ouAovIKO osu So npt 11£l vo XPf]0I1-10nOI£iTOI IJE 11POOOXr'j OE OOSEVEi� IJE 
tVOEI;fI ll11aTlKri<; ouoA£I1oupyio<; (j3At11£ nopoypo<pou� 4.2, 43 KOI 4.8). 

H110 1lKO 11£ploTOlIKO txouv OVO<pEpSEi Kupiw<; OE OPPEVE� KOI f]AIKIWl-ltvou<; ooS£vEi� KOI 
IJnopEi vo oX£TiMoVTOt 1-1£ nopOlETOjJtvll 8Epo11£io. TETOtO n£ploTOlIKO noAu 0110V10 txouv 
avo<pEp8Ei O£ 1101010. LE oAou<; TOU<; nAIlSUOIJOO�, TO of]lJ£io KOI OUlJnTwlJOlO ouvCSw� 
qJ<paviMovTOI KOTO Til OIOPK£lO ri Aiyo 1JE10 Tllv 8Epo11£io, oAM OE oPlolltvE� nEpITITWo£l<; 
IJnopEi vo Ilflv yivouv oVTlAllmo I-ItXPI OpK£Tt� £j3001-l00£� IlETO Til OIOKonC TIl<; S£po11£ia<;. 
Luvri8w� EivOi OVOOTpt4J11-l0. To Il11OlIKO 11EPIOTOTIKO l-111op£i vo EivOi ooj3opo KOI OE ESOIPETIKO 
OTTavl£� 11£pITITWoEI<;. txouv ovo<pEp8Ei SOVOlO!. AUTOi 0XEOOV novTO ouvtj3lloov OE 008EVEk; 
IlE ooj3oPri unoKEill£vfl 11aSllofl ri IJE nop6AflAfl At'4Jfl <p0PIJOKWV YVWOTWV ylO Tllv ouvllTIKO 
IlnOTIKC TOU<; OPOOIl (j3At11£ 11opoypa<po 48). 

LUOX£TIMOIlEVfl IlE OVlIj310TlKO KoAiTIOO tXEI ovo<p£pS£i 0XEMv IJE oAou� TOU<; OVTlj30KTflPIOKOU<; 
nopoyovT£� KOI 1J 110PEi fl 130pUTf]TO Tfl� VO KUlloivETOI ana r'jmo tw� onEIAflTIKr'j ylO Tfj Mwr'j 
03Atn£ nopoypo<po 4.8). Enol-ltvw�. E[VOI OfllJOVTlKO VO E;ET6M£T0I TO £VO£XOIJ£VO OUTr'j� TIl<; 
oloyvwof]� O£ 008£VEi� 110U nopouOIoMouv OIOPPOIO KOla Tf] OJOPKEIO Tfj<; xoPriYIlOf]� 
onolwvorinoTE OVTlj310TlKtiJV ri 1-100 ana OUTr'j. LTfjV n£pimwofl 1 1ou £1J<Povlo8£i KoAiTJOO 
OX£TJźOIl£Vfj IJ£ TO OVTl1310TJKO, fl XOPr'jYIlOfl OIlO;IKIAivfj<;/KAoj3ouAoVIKOU npt 11£l vo 
oloKonEi OWOO. vo MIlTIl8£i 11 oUIJ13ouAC YIOTPOU KOI VO OPXio£J 11 KOlOAAflAIl 8Epon£io. i:£ OUTri 
Hlv n£piTI1WOfl OVTEVO£IKVUTOI fl XPrioll OVTI 11£plOTOATlKWV <pOPIJOKWV. 

KOla T'l OlapK£lo nopOl£TOjJtV'l<; S£po11£io� £VO£iKVUTOI 11£ploOIKr'j o;loA6y'lo'l TWV AmouPYlwv 
TWV opyavlKwv OUOTlWaTwv. OUIl11£PIAolJj3ovoIlEvWV T'l<; V£<PPIKC�, flnOl1Kr'j<; KOI oIIlOnOI'lTlKr'j� 
A£iToupyio�. 

i:noviw<; EX£I ovo<pEp8£i mllJCKuvOfj TOU XPovou npo8polJj3ivfj� O£ ooS£v£i<; nou AOIJ13avouv 
O\-lO;IKI Aivf]/KAoj3ouAoVIKO osu. eo npt11£l vo E<pOPI-lOM£TOI KOTaAAfjAfj nopoKoAou8flOfl OTav 
XOPllYOUVTOI TOUTOXPOVO OVTlTIflKTIKO. EVOEXOOl VO XP£IOOTOOV ovonpqoaPlJoyt<;,T'lSPOPIl<;. 
Twv A0I-l13oVO\-lEVWV ana TO OTOIJO'OVTI11'lKTIKWV, WalE vo OIOlf]ptilOl Tci£Tri8użŽTo'min£oo 
OVTI11f\KlIK6T'lTO� (j3At11£ nopoypo<pou� 4.5 KOI 4.8). 

i:£ oo8£v£i� 1-1£ V£<PPIKri ouoAElToupyio. fl MOfj 80 nptnEI vo ovonpoooPIl6M£TOI ovaAoyo \-1£ TO 
j308jJ6 TfI� ouoAmoupyio<; (j3At11£ nopaypo<po 4.2). 

L£ 008£VEi� IlE 1-l£IWl-ltVf] nopoywyC oupwv. noAO OTTOVIO tX£J nopoTIlPfjSEi KpuowAAoupio 
Kupiw<; cE nop£vTEPIKri 8£ponEio. KOla Til XOPr,VIlOfl U4JflAwv Mo£wv OjJOÈIKIAivll<;. 
EvO£iKVUTOI fl OIOTrlP'lOf] £110PKOU� np6oArl4Jr]� uypwv KOI 110pOVWVri� oupWV VIO vo jJ£Jw8£i 11 
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ŸOVOIJEVO ana TO OTOIJQ OVTITIr)KTlKO 

, . .mopEi 

nnYED-E.42S0-J3/4 
(240) 

m80voupo oXqjJOTIOjJOU KPUOTOMwv OIJO�IKIAivq<; OTO oupo. LE 008EVEi<; !JE OUpOKOeE TŶPE<;, 

80 npEml vo H)PEiTOI TaKTlKO<; EAEvxo<; }OlOTr)TO<; (}Mm nopdvpo<po 4.9). 


KOTO H)8£pOnEio jJ£ OIJO�IKIAiVrj, eo nptml va XPrjOlIJOn010UVTOI EV<UjJOTIKE<; !Jt800011JE 

0�EI060fl HI<; VAUKO<fl<; KOTO TOV tAEVXO Via nopouoio VAUKO<fl<; OTa Oupo £mli59 lVEUOW<; 

80lKa onoT£AtOjJOTa IJnop£i va nopouOIOOTOUV !JE !Jfl £V<UIJOTlKE<; IJE8ooou<;. 


H nopouoio KAof3ouAoVIKOU o�toe; OTO 'OVOIJO npoIOvTO<; IJnopEi va npoKoAtoEI IJrj EIOIKŷ 

OUVOWlllgG KOI A£UKW!JOTivIl<; jJ£ £pu8pOKunopIKte; jJ£jJl3pdv£e; Kat va OOllV9OEI OE lV£UO~ 

8£TIKO tAEvxo Coombs. 


Yndpxouv ovmpopt<; 8£TIKWV onoT£A£O!JoTWV IJ£ TO TtOT Bio-Rad laboratories Platelia 

Aspergillus E IA OE 008£v£i<; nou AOlJl3ovouv O!JO�IKIAiVrj/KAol3ouAoVIKO o�u, 01 onoiol OHI 

ouvtX£IO }pt8flKE OTI OEV £ixov AoijJw�rj ana Aspergillus. 1l100TOupOUIJEvE<; OVTlOpaO£I<; tJE 

noAuooKXOpiOlo KOI noAu<poupovo<£<; nou o£v nou OEV mpltxouv Aspergillus tJE TO T£OT BlO­


Rad laboratories Platelia Aspergillus EIA EXOUV oVO<p£p8Ei. EnojJ£vw<;, 8£TlKa onoT£AtotJOTO 

OOKljJOOIWV OE 008EVEi<; nou AOlJl3avouv OtJO�IKIAivIl/KAol3ouAoVIKO o�u 60 nptml va 

EPjJIlvEUOVTaI IJ£ npooox9 KOI va £TI1f3£l3olovoVTOI !JE aAA£<; OIOVVWOTlKte; jJ£6060u<;. 


400 mg/57 mg/5 ml KOVI<; Via nooltJo EVOIWPrjjJO (VEUOll <ppaouAo) 

To 'Ovo!Jo npoIOVTOe; 400 mg/57 mg/5 mg KOVI<; VIa nooltJo £VOIWPllIJO mpltX£I 3.32 mg 

oonopTotJrj<; (E951) avo ml, !Jio nrjY9 <pOlvuAoAovivrj<; 
 AUTO TO <paPIJOKO 80 nptn£1 va 
XPflol!Jonol£iTOI jJ£ npoooxri OE 008£VEi<; IJ£ <pOIVUAOK£Tovoupio 

4.5 AM'lAnTlopaow; \..If aMo <P0PJJOKtUTIKa TTP0"iDVTO Kat aM£(;, IJOplpt<; 
oM'lAfTTiopoo'lt;; 

1\01J13ovolJ£VO ana TO OTOjJO OVTmflKTtKO KOI nEvlKIAIVOUXO OVTt1310TIKO EXOUV XPflOltJonolll8Ei 
£uptw<; OTIlv npo�Il xwpie; OVOcpOpEe; oMIlAmiopOOfle;· OOTOOO, OTll l3ll3AloVpocpio unopxouv 
nEplTITWo£l<; OU�fltJtvou OIE8vou<; KOvovlKonOilllJEvOU Myou OE 008£VEie; nou OUVTIlPOUVTOI !JE 
Ar'jtjJfl OKEVOKOU!JopoAf)<; rl 130p<popivIle; KOI OTOUe; onoiou<; XOPllVEiTOI tva OX9!Jo OjJO�IKIAivIle;. 
LE nEpimWOf) nou EivOi onOpOiTf)Tf) f) oUVxoPrlVf)Oll. 80 nptnEI va nopoKoAou8EiTOI 
npoo£KllKO 0 xpovoe; npo8polJf3ivfle; 9 0 ol£8vr'j<; KOvovIKonolf)lJ£vO<; Mvo<; jJE lllv np008~Kf) 9 
Tf)V onoouporj Trj<; OIJO�IKIAivrj<;. EnmAtov, £vOtX£TOI va EivOi onOpOiTf)TE<; ovonpoooPlJoyte; 
Tf)<; Marje; AOjJf3ovolJ£VWV ana TO OTOIJO OVTITIIlKTlKWV (I3Atm nopovpo<pou<; 4.4 KOI 4.8). 

01 nEviKIAivE<; £VOtXETOI va IJ£IWOOUV Hlv £KKPIOrj tJ£8OTp£�OTIl<;, YEVOVOe; nou npoKoA£i 
£v6£XOIJEVrj OU�rjOrj TO�IKOTrjTO<;. 

H OUVXOPrlYrjOrj IJE npol3Ev£OiOf) OEV OUVIOTOTOI. H npol3EvwiOf) jJEIWVEI Tf) VECPPIKrl 
OWAf)VOPIOKrl on£KKploll Tf)<; OIJO�IKIAivrje;. H oUYXOPrlYf)Of) tJE npol3Ev£Oioll va OU�~OEI 
K 01-VGH TTIlJrj KlI¥H-lO (niTT(oGalJoŹ1 K-fMv"K (HO-{lźfJa-aAAQ.(}XHOU-K"'a I3GUAOVIKOU-O�tO<;. 

4.6 Ku'1o'l KOI voAouXio 

M£A£TE<; OE <wo OEV KOT£O£l�OV OtJ£OE<; 9 tlJtJ£OE<; ETIlKivoUVE<; mlTITWo£l<; OTIlv EYKUIJOOUVIl, 
OTrjV ovomu�rj TOU ElJl3puou, OlOV TOKETO 9 OTIl IJETOYEVVllTlKr'j ovomu�f) (l3A£m nopovpmpo 
5.3). nEpIOpl0I-I£VO OTOIXEiO 0XETIKO IJE Tf) XP9Orj OIJO{,IKIAivIl<;/KAol3ouAoVIKOO o�toe; KOHl Trl 
OIOPKEIO TIl<; KUr'jOEW<; OE ov8pwnouc; OEV unOOEIKVUOUVOU�f)IJ£VO Kivouvo OUYVEVWV 
OIOIJOPTlWv. LE IJIO IJOVO IJEAtTf) O£ VUVOIKE<; JJE npowpo TOKETO. nopOlllP981lKE OTi 
npocpUAOKTIKŻ oywyr'j IJE OjJO{,IKIAivfl/KAopouAoVIKO O�U IJnopEi va OUOX£TIOTEi jJE Ou�rl!J£Vo 
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fa;\ouxio 

Kivouvo £AKOV£KpWTlKi'je; EVT£pOKO;\ITIOOe; TWV V(OVvwv. 

66YEll-E.4250-13/4 
(24a) 

H xpi'jOrJ nptnEI vo OnOepEUVETOI KOHl 
TrJ OIOPKEIO TrJe; KUrJ0rJe;, EKTOe; rov OEwp£iTOI anopoiTrJTrJ ano 10V VIOTpO. 

KOI 01 QuO OUOiEe; anO!3aMOVTOI OTO IJrJTplKO va;\a (linoTO OEV £ivOi VVWOI0 VIO Tie; £TIlOPOOEIC; 
TOU K;\o!3ouAoVIKOU o\toe; 010 f3ptepOC; nou 8'lMď£I). LuvmWe;, 010 f3ptepoe; nou 8rJM�EI E[VOI 
mOovi'j fl ElJepOVIOfl OIOppOIOe; KOI IJUKflTIOOIKNe; AoilJwO'lC; TWV f3AEvvoyovwv, onOTE I..mOPEi vo 
XPEIOOTEi VO oloKomi o 8fl;\00IJOe;. H OIJO\IKIAiVil/KAof3ouAoVIKO oOu 80 nptml vo 
XPflOlIJOnOIEiTOI IJOVO KOHl TrJ OIOPKElO TOU 8'l;\001J0U IJETO ana oOloMYrJOil Tou oeptAouC;/TOU 
KIVOUVOU ono TOV 8Eponov1O VIOTpO. 

4.7 Emopoow; OHlv IKOVOHITO OOrlYlloll<; KOI XEIPIOJ.lOU IJIlXOVWV 

/::,£V npOVIJOTOnoli'j8IlKOV IJEMTEe; 0X£TIKO IJE TIe; ETiiOpOO£le; OT'lV IKOVOTIlTO OONY'l0rJe; KOI 
XEIPIOIJOU IJIlXOVWv. OOTOOO, EvOtXETOI vo nopouOloOTOUV OVETIl8ulJflTEC; Evtpyme; (n x. 
oAAEpYIKte; OVTIOpOOEIe;. �oA'l, onoolJoi). 01 onoiEe; \JnopEi va m'lPEOOOUV Hlv IKOVOTIlTO 
oOi'jYIlOfle; KOI X£lPIOIJOU IJflXOVWV (f3Mm nopaypoepo 4.8). 

4.8 AVElTl9uJ.I'lTE<; £vipyw:<; 

01 nOlo OUXvo ovoepEp8£io£e; OVETIIOUIJIlTEe; Evtpym.e; (AE) EivOi OIOPPOIO, vouTla KOI tIJETOe;. 

01 AE ana KAlviKte; OOKllJtC; KOI IJ£TEVKPITIKi'j nopoKoAou81l011IJE TO OVOIJO npoTOVTOe;. 
TOOIVOIJN8I1KOV OUlJepwvo IJE Hlv KOTrJyopio 0PVOVOU OUOTi'jIJOTOe; KOTO MedORA KOI 

nopOTi8EV101 nopoKoTW. 


riO Tl"lv TO\IValJ'l01l TWV aVETIl8uIJIlTwv EVEPVEIWV Xpl1ol\JonolNOIlKOV 01 nopoKoTW opO;\oyiEe;. 


noM) ouxvte; (;:>1/10) 


Luxvte; (�1/100 EWe; <1/10) 

OXI ouxvte; (Đ1/1.000 twe; <1/100) 

Lnovl£e; (�1/10.000 twe; <1/1.000) 

noM) om:ivIEe; «1/10.000) 
AyvWOHl OUXVOTflTO (OEV !-mopEi vo unoAoYloTEi ona TO OIOOtOlIJO OEOOlJtva) 

AYVWOTfl 
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.___ ___ _  . 

: l'l _ __.___ .__ #. __ ._ _.__.___ . _________ _  
. KoAiTloa _ _  '____ ' 

AnoXPwJ-IaTialJo<; TWV OOVTlWV 

lllaTO a E TWV VE WV KOI TWV OU 0 a wv 
__ ___ _ __ .__ __ 

. _. _ ' __. 

! K _._ _._.__ ._. ___ .---.--.. 

BAtm napaypacpo 4.4 
2 BAtm napaypacpo 4.4 
3 H vauTla axuf<uOl OUXVOTEPO IJ£ U\fJIlMTEPE<; 660EI<; AOIJ130VOIJEVE<; ana TO OTOIJO Av 01 
YOOTP£VTEPIKE<; OIOTapOXE<; EivOI EKOllAE<;, IJnopOUV va mpIoplOTOUV IJE Til A8\fJIl TOU Ovo)Ja 
npoIOvTO<; OHlY opX8 TOU Y£UIJOTOe;-
4 LUJ-ITTEpIAaJ-ll3aVOIJEvIl<; Tile; \fJEUOOIJ£l.Jl3pavwoou<; KoAiTIOO<; KOI TIl<; OIIJOppaYIK8<; KoAiTloa<; 
�I3Atm TTapaypmpo 44) 

Mia )JETpla auĎrtort O£ AST KOI/ri AL T EXEI OllIJElw8Ei OE ao8EvEi<; nou EAal3av aVTl1310TlKO HI<; 
KOTIlyopio<; I3-AaKTOIJIl<;, aAM 11 OllJ-looia aUTwv TWV wPrtJ-l0TWV EivOI oYVWOTIl. 
6 AUTt<; 01 aVEm8uJ-lllTE<; EVEpym<; EXOUV 0I'']IJ£lW8Ei J-IE aAAE<; nEvIKIAivE<; KOI KEcpoAO(JlTopiv£<; 
�I3AEm napaypmpo 4.4). 

Av ovacpEp8Ei onolao8noTE OEpJ-lOTIKri aVTiopaoll umpEUalo81loia<;, 11 8Epamia 8a TTPETTEI 
va OIOKOmETOI (I3AtnE TTapoypocpo 4.4)_8' .- ' , "  " . - . . 

BAtm napoypacpo 49 
9 BAtm napaypocpo 4.3 
10 BM:m napaypocpo 4.4 
400 mg/57 mg/5 ml KOVI<; Yla nOOllJo EVOIWPllJ-lO 
11 EmcpaVElaKO<; OTTOXPWJ-I0n0J-l0<; TWV OOVTlWV EX£! ovacpEp8Ei noAu anovlo m: nalolo. H 
KoAri OTOJ-lOTIKri 
UYIEIVď TTpoAolJf36vEI TOV aTToXPwIJOTl0J-l0, Ko8w<; ouvti8w<; O TTOK08ioTOTOI IJE TO f3oupT010lJa 
TWV oovnwv. 
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66YED-E.4250- 13/4 
(240) 

H IJrJ OiompOToH1TO i30K TrJpiwv . W1XOVloIJoi OVTAiW:; £KPO.<; IJ TTOp£i vo TTPOKOMoouv 
i30KH1PIOKr'j oVTio TOOIl . vo OUVT£AtOOUV O£ OUTr'j. 1�)lOi T£PO O£ Gram-OpVIlTlKO i30I<T.pI0. 

To olllJ£io ù110I<OTT.<; MIG YIO HIV OIJO/IKIAivl)/10 KAoi30UAOVIKO O/U £ivOi £K£ivo HI<; EUPWTTOTKr'j<; 
ETIlTpOTT÷<; ylo TOU<; AVTlIJIKP0i310KOU<; EM:yxou<; EuoloO'1oio<; (EUGAST) 

Moraxe la catarrhalis 

OTIlV 
2 

s 1 


::; 0.25 


> 1 

8 . 

Stre tococcus 
....... 

____. __ __ 

.. 
ovoCP£POfJ£v£<; TlfJt<; £ivOi YIO 11<; lOU<; OKOTT00<; TWV 

EMyxwv EUOI08f']oio<;. '1 OUYKtVTPWOI) KA0i30UAOVIKOU o/tO<; opi9oOl OTO 2 mgtl 

201 OVOCP£PO\J£V£<; TIIJE<; £ivOi YIO TIC; OUYK£VTPWO£I<; O/OKIAiv'1C;. 

301 TIIJ£<; TWV of']lJ£iwv OIOKOTTr'jC; OTOV TTivOKO i3aoi9ov101 010 o'llJ£io OIOKOTTr'j<; TI)<; AIJTTlKIAiVIlC; 

4 To ol)lJ£io OIOKOTTr'jC; T'1<; OVlOXr'j<; R>8 mgll oloocpaAi9(1 OTI GAa TO OTIOIJOVWIJ£VO OT£MX'11JE 

�'1XOVIOIJOU<; OVTOXr'j<; avocpEpoV101 w<; OVO£K TlKO. 

01 TllJt<; TWV of']fJ(iwv OIOKOTTr'j<; OTOV TTivOKa i3ooi9OVTOI 010 oqlJ£io OIOKonr'je; HIe; 

o £TTITTOAOOIJO<; OVTioTOO'1<; £VO£XOIJEVW<; nOIKiAEI OVOAOyo IJ£ TI)V n£plox. KO! TOV Xpovo yla 
£ TTlA£YIJEVO £iOf'] Kal I) lOTTlKr'j TTArlPOCPOP'101) OXOIKO IJ£ ll)V oVTiOTOOI) EivOI £TTlOUIJ'1l1l. Kupiw<; 
KOHll'1 8£pomio ooi3opwv AOIIJW/£wv. AVOAOYO IJ£ 11<; OTTOITr'jO£Ie;. 80 nptTT£1 va 9IlT£i101 f'] 
OUVOPOIJr'j £1011<00 OTOV 0 lOTTlKO<; £TTITTOAOOIJO<; oVTio1001l<; OIOKUi3£U£1 T'1 XPI)OI\JOTI)1O TOU 
nopoyovTO TOUAOXIOTOV O£ OPIOlJtvoue; TUTTOU<; AOIIJW/£WV. 
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Q661 C;!C:l_n:tgQ\l_r}!LK(:Jil:!IISQQO PYOVI blO 

AVO£D0I3101 bJlKPOOPYOVIOIJoi 

A£P613Iol.Gram=9��QLJ:!I..KPOo0\II(JIJoi 

AEp613101 Gram-oQY!Jll.Koi 111KPOOpyovl01J0i 
Acinetobacter sp. 

IJIKPOOPYOVIOb/oi 

Ia..^'!!.!!_ pneumgn iEl!?_____ _ _____ -I 

66YEn-E.42S0-J3/4 
(24a) 

Enterococcus {aeca/is 
Gardnerella vaginalis 
Staphylococcus aureus (£uoioBr)To<; 011'1 �£8IKIAivll) 
Streptococcus agalactiae 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOI oMol f3-al�oAuTIKOi oTp£nToKoKKOI 
O�6oo Streptococcus viridans 

A£ 01 0 i 
Capnocytophaga spp. 

Eikenetta corrodens 


2
Haemophilus inftuenzae
Moraxelfa catarrhalis 
Pasteurella multocida 

Bacteroides tragi/is 
Fusobacterium nucleatum 
Prevo/ella spp 

o 

Escherichia coli 

Klebsiella ox ytoca 

Klebsiella pneumoniae 

Proteus mirabilis 

Proteus vulgaris 


Citrobacter treundii 

Enterobacter sp. 

Legione/la pneumophila 

Morganella morganii 

Providencia spp. 

Pseudomonas sp. 

Serratia sp. 

Stenotrophomonas ma/tophifia 


AOlTTo; 
Chlamydophi/a pneumoniae 
Chfamydophifa psittaci 
Coxiella burnetti 
M co _______. 

$ <t>UOIKr) £vololJEOfl £uoloSI1oio onouoio £niKTI1TOU I.lflXOVIO�ou oVTiOTOOfl<;. 
£ OAOI 01 OVS£KTlKOi OTfll.l£SIKIAiVI1 OTmpuA6KoKKOI £iVOI OVS£KTIKOioTflV 
o�o�IKIAivf)/KAof3ouAovIKo o�u 
1 Streptococcus pneumoniae nou £ivol OV8£KTlK6 OTI1V n£vlKIAfvll 6£v So np£n£1 vo 
oVTI\J£Twni�£TOI I.l£ aUT6 TO OKEUOOIJO 0�0�IKIAivI1<;IKA0f30UAOVIKOU o�£o<; (f3Atm 
nopoypcl<POUC; 4.2 KOI 4.4). 
2 �T£AtXI1IJE \J£IW\J£VI1 EUOIoSI10io txouv ovocpEpSEi OE 0PIO\J£V£C; XWPEC; 111C; EE I.l£ OUXVOH1TO 

£ 10%. 
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Kmovob/r) 

BIOIJOOoXOb/OTlob/OC; 

Ano 

t:,.t:,.YEn-E.42S0-13/4 
(24a) 

H OlJo�IKIAivll KOI TO KAo9ouAoVIKO O�U oloAuOVTOi nANpwe; OE UOmlKO OIOAulJO IJE q:>uOIoAoYIKO 
pH. KOI TO Ouo OUOraTiKO onoppoqJl.IJvral ypr']yopo KOI mAO IJtow Tile; ooou XOpNYIlOile; ono TO 
OTOIJO. H onoppoq:>Il0'l Tile; OIJO�IKIAivIle;lrou KAo9ouAoVIKOU o�toe; 9EA TlOTonOIEiTOI OTOV 
AOJJ9dvnol OTIlV OPXN Evee; VEUIJOTOe;. Moo ono XOPNVIlOIl ono TO OTOIJO, '1 OIJO�IKIAfvIl KOI TO 
KAo!30UAOVIKO O�U EivOi mpinou 70% 9looI08tOlJJO. To npoq:>iA nAOOIJOTOe; KOi TWV ouo 
OUOTOTlKWV EivOi nopoJJolo KOI 0 xpovoe; twe; Til JJtVIOHl OUVKtVTPWOIl OTO nAooJJo (T ma. ) OE 
Ko8E mpimwOil EivOi nEpinou JJio wpo 

To onOT£AtoJJOTO q:>OPJJOKOKIV'lTlKrie; JJioe; IJEAtHIe;, OTllv onoio XOPIlVriSilKov OIOKIO 
01J0�IK1AfVflť/KAo13ouMlVIKOU o�toe; (875 mg/125 mg Tp(J(;q:>Optc; 'lJJEP'loiwe; OE KOTOOTOO'l 
V'lOTEioC; OE oJJoo£e; UVIWV E8EAoVTWV nopouOIo�OVTOI nopoKoTW. 

Mtme; (± SO) nopoJJnpol q:>OPJJOKOKlvIlTIKrie; 

01 OUVKEVTpWO£Ie; Hle; OIJO�IKIAiv'le; KOI TOU KAo!3ouAoVIKOU o�toe; OTOV opo, 01 onoi£e; 
EnlTuYXovOVTOI JJ£ OlJo�IKIAivIl/KAo!3ouAovIKo o�u, £ivOi nopoJJOIEe; JJ£ £KEiv£e; nou nopdvovTOi 
anD TIlv ono TOU OlOJJOTOe; xoPriVil0'l IOOOuvoJJwv 06O£wv OIJO�IKIAiv'le; ri KAo!3ouAoVIKOU 
o�toe; JJ£JJOVWJJEVO. 

n£pfnou 25% TOU OUVOAIKOU KAo!30UAOVIKOU o�toe; OTO n MOJJo KOI 18% HIe; OUvoAIKrie; 
OJJO�IKIAivilC; OTO nMoJJo OUVO£OOi JJ£ npwT£iv£e;. 0 EJJq:>OVr']e; ovme; KOTOVOJJr']e; £ivol n£pinou 
0,3-0,4 I/kg VIO TIlv oJJo�IKIAivil KOI mpinou 0,2 IIkg VIO TO KAo!3ouAoVIKO o�u. 

Moo ono £VOOq:>At!310 XOPr']VIloll, TOOO 11 OIJO�IKIAiv'l 000 KOI TO KAo!3ouAoVIKO o�U !3pt81lKOV 
OTIl XOAIl06Xo KlIOlIl, O£ YOOTPIKO 10TO, 010 otPJJO, oTO Ainoe;, O£ JJUIKOUe; IOlOUe;, OE 
opSpOOl£AIKO KOI mpnovoIKO UVpo, oTil xoAr'] KOI O£ nuov. H OJJo�IKIAivil O£V KOTOVEJJOOI 

2:.10 lJilTPIKO voAo IJnopouv 
miollC; va EVTOTIIoTOllV iXVil KAo!3ouAoVIKOU O�EOe; (!3Um nopovpoq:>o 4.6). 

T 000 11 OIJO�IKIAivil 000 KOI 10JJ KAo!30UAOVIKO o�u txouv O£i�EI v9 Olompvopv.TOV q:>pqVIJO TOU 
nAOKOUVTQ (!3Atm nopovpoq>o 4.6). 

IKOVOnOlllTlKO OTO £VK£q:>oAovwnoio uypo 

Ano IJEAtm; O£ �WO OEV unopxouv Evo£i�£Ie; VIO 0flJJOVTlKri KOTOKPOTrloil OTOUe; IOlOUe; UAIKOll 
nOIJ-TIpetpXHmoTTG-TŦq>Q.PIJ9KO-Vla onotOO4nO.lf.-oumo:u.KQ..HUJlo�lI(IAht.q,ŧ6nwe;ŨoL 
n£pIOOOT£p£e; mVIKIAiv£C;, JJnopEi vo OVlxv£uS£i 010 JJilTPIKO voAo. 

H OIJO�IKIAivil ono9oAAool EV JJtPEI ora oupo we; ov£v£PVo n£vIKIAA6iKO o�u O£ nOOOH)T£e; nou 
1000UVOJJouv JJtXPI 10 twe; 25% Tile; 0PX1Krle; Malle;· To KAo9OUAOVIKO o�u JJ£TO!3oAi<nol 
£KT£TOJJ£VO OlOV ov8pwno KOI ono!3dAA£TOI ora oupo KOi TO Konpavo we; olo�Eiolo TOU 
OV8POKO OE ono!3oAAOIJEVO OtPIO. 
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NE<PPIKr] ouoAmouayio 

HTTOTIKrj ouoAmoupyio 

Moo ano XOPrlVlloll 

f'lf'l YEn-E.4250� 13/4 

(240) 

H KUPIO oMe; ono/3oAr'le; Via Trlv OIJO�IKIAivfl EivOI IJEOW TWV VE<PPWV. EVW Via TO KAo/3ouAoVIKO 
o�u EivOI KOI !JE VE<ppIKOUe; KOI !JE 1Jf} V£<ppIKOUe; I-lf}XOVIO!Joue; 

H OIJO�IKIAivf}/KAof3ouAoVIKO o�u EXEI !JEOf} rU.JIowr'] ono/3oAr'le; KOHl npOOEVVIOfj !Jio wpo KOI 
I-lEOf} OAIKrl Ka80pOll KOla npootVVIOIl 25 I/h OE UVlrl aTOI-lO nEpinou TO 60 EW<; 70% TIl<; 
Ol-lo�IKIAivlle; KOI nEpinou TO 40 EW<; 65% TOU KAofjouAoVIKOU O�EOe; onofjaMETOI ovoMoiwTO 
OlO Oupo KOHl Tie; TTplime; 6 h !JOO ono Til XOPrlVIlOIl I-lEI-l0VWI-lEVWV oloKiwv OVOI-lO TTpoIoVTOe; 
250 mg/125 mg rl 500 mgJ125 mg. 1llocpopE<; I-lEMTE<; txouv olOmOTllJOEI 011 11 ono�oArl OTO 
oupo Eivol 50-85% VIO Hlv Ol-lo�IKIAivfl KOI ono 27-60% VIa TO KAof3ouAoVIKO o�U IJEOO O£ 
OIOOTqjJO 24 wpwv. LTIlV nEpiTTTWOf} TOU KAo�ouAoVIKOU o�toe;, IlI-lEvoAuTEPIl noooTIlTO TOU 
cpoPiJOKou oTTof3aMETol KOTO TIe; TTpWTEe; 2 WpEe; iJETO OTTO Tfj XOPrlVIlOIl 

H TTopaM fjAIl XPrl0ll npof3Evwiofl<; K08uOTE pEi TflV OTT0f30Arl Ol-lo�IKIAivll<;, oAM OEV 
K08UOTEpEi Til VECPP1Krl onol3oAr'] KAof3ouAoVIKOU o�toe; (f3AEm TTopavpocpo 4.5) 

H fjlJlŲWr'] oTTof3oAr']e; Tfle; OlJo�IKIAivll<; EivOI nopoiJolo OTO TTolola IlAIKioe; 3 iJIlvWV mpinou EWe; 
2 owv IJE TO IJEvoAUTEPO TTOioia KOI EVIlAiKoue;. LTO TToAu vEopa TTOIOIO (m:pIAolJl3oVOI-lEVWV 
TWV VEOVEvvIlTWV) KOla TIlV TTPWTfl Ef300IJOOO Hle; oWrle; TOUe;, TO OIOOlfll-lO XOPrlVflOIle; OEV 80 
TTptnEI va umpf3oiv£1 TIe; OUO cpopte; TIlV fllJEPO Mvw Tfle; OVWPljJOTIlTOe; Tfle; VEcppIKr']e; 0000 
onEKKpIOIle;. Ecpooov 01 IlAIKIWjJEVOI 008EVEi<; Eivol m80voTEPO va TTOpOUOIOoOUV IJEIWlJtvll 
VE<PPIKrl AmouPvio. 80 TTptTTEI va 008Ei npooOXrl O1IlV EmAoVrl Tile; 060fle; KOI jJnopEi va EivOI 
XPrl011J1l fl nopOKOAou81l0fl Hle; VECPPIKrl<; Amoupvioe;. 

$uAo 

ono TO 010iJO OlJo�IKIAivlle;/KAo/3ouAovIKou o�toe; OE uVIEie; avopE<; Kal 
VUVOiKEe;, TO cpuAo OEV nopoUOlOoEI 0IlI-lOVTlKr'j ETIiOpOOfl OTIl <papIJOKOKIVflTlKrl, EiTE Trl<; 
aIJO�IKIAivfl<;. EiTE TOU KAof3ouAavlKou O�EOe;. 

H OUVOAIKr'] Ko80POll Tfle; OjJO�IKIAivfl<;lTou KAofjouAoVIKOU o�toe; OTOV opo jJEIWVETOI KOT' 
ovoAoVio IJE H1IJElOU!JEVfl VECPPIKr'j Amoupvio. H IJEiwOfl Hle; Ko80pOIle; TOU CPOplJOKOU EivOI mo 
tKOfl,\fj Via Tllv OIJO�IKIAivfl OE oXtofl IJE TO KAo�ouAoVIK6 o�u K08w<; Iltow TIl<; VEcppIKrl<; 0000 
onol3oMETat IJEvoAlnEpo nooooTo OJ.lO�IKlAivll<;· LUVETIWe;, OTIl VECPPIKrl ouoAmoupVfo. 01 
OOOEle; nptnEI va npoA0l-ll3ovouv lflv oOKonfl ouoOWPEuoll ojJo�IKIAivll<; KOI va OIOTrlPOUV 
nopoMflAo EnopKr'] mimoo KAol3ouAoVIKOU o�to<; (I3Atm nopovpocpo 4.2). 

Ao8EVEie; J.lE flnOT1Kr'j ouoAmouPvio 80 nptml va A0J.ll3ovouv 06011 jJE npOooXrl Kat 80 nptnEI 
va napoKOAou8EiTOI 11 IlnOTIKrl AmouPvio ova TOKTO OIOOTrlIJOTO. 

Mfl K'\IVIKO OE00I-l£vo OEV onoKoM!TTTouv KanOlov EIOIKa Kivouvo Via TOV ov8pwno IJE f3aOfj 
J.lEAtTE<; cpoPl-loKoAoVio<; OocpOAEIO<;. yOVIOloTO�IKOTIlTOe; KOI TO�IKOTflTOe; OTflv ovonopOVWVIKr'j 
IKOVOH}TO. 

MEAt TEe; TO�IKOTflTO<; EnovoAflTTTIKWV OOOEWV TTOU npOYI-lOTOnolr'j8fjKOV OE oKuAoue; IJE 
O!Jo�JKIAiVIl/KAol3ouAovIKO O�u. KOTOO£lKVUOUV VOOTPIKO EPE810jJO KOI tjJETO Kat 
onOxpWIJOTI0I-lEVfl VAwooo. 

6EV txouv 0IE�oX8Ei J.lEAtTE<; KOPKIVOVEVEOfl<; J.lE TO 'Ovo!JO npoIOVIOe; rl TO OUOIOTIKa TOU. 
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L\L\YEn· E.4250- J 3/4 

(240) 

6. <:DAPMAKEYTIKH nJ\HPO<:DOPIEI 

6.1 KOTC1Aovo<; [KOOXWV 

6.2 AOUl-'IJOTOHl1E<; 

6.3 IJ(:ipKEla Fwrl<; 

6.4 IOloinpES TTpoq)UAoGEI<; KOT O Trlv cpuA(]H1l TOU TTpoi·oVTOS 

6.5 <:Duoll KOI OUOTOTIKO TOU TTEPliKTIl 

KOl-'io £1�IIKr'J unoXPEwor] 


400 mg/57 mg/S ml KOVl(; Via nooll-'o £VOIWPr]I-'O (V£uoll <ppoouAo) 

EAtVX[T£ on TO o<PPOVIOI-'O £ivOi d81KTo nplv ana Tr] XPr'Jor] AVOKIV£iT£ Til <pldAr] Via va 

�£KoAAr'JO£1 11 KOW; np008£OT£ v£po (6nw<; (VO£iKVUTQI nopOKOTW). OVOOTPE4JT£ KOI 
OVOKIVr'JOH:: KQAci EvoAAoKTIKO V£l-'iOT( Tr] <p1dAr] 1-'£ v£po I-IEXpl Aivo nopOKOTW ana Tr] XOpOVrl 
OH)V £T1KETO Tr]<; <ploAr]<;. OVOOTPE4JT£ KOI OVOKIVrl0T[ wAci. l:TIl OUVtX£IO Y£l-'iOT[ 1-'£ v£po 
OKPI!3W<; I-IEXPI Tr] XOpOVrl. OVOOTP£4JT£ KOI noAI aVOKIVrl0TE wAd. 

AVOKIVr'JOT£ KOAci Til <P1oAIl nplv ana KoB£ Mar] 

7. KA TOXOr THI A.EIAI KYKI\O<:DOPIAI 

8. API0MOI(OI) A.EIAI KYKI\O<l>OPIAI 

9. HMEPOMHNIA npOTHI ErKPIIHI I ANANEOIHI THI A.EIAI 

10. HMEPOMHNIA ANA0EOPHIHI TOY KEIMENOY 
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mg/5 ml KOVIe; Via n60lpo eVOIt.DP'lfJO 

KOT aAOYO-TWV-£ KOOXWV , I3A nopovpo<po 6.1 

EVr]AIKOI kg 

kg (OAIKloc; IJOvwv) 

t;t;YErl-E42S0-J3/4 
(240) 

f.1. 	 H nEpiA'l4J'l XOpOKH)pIOm:.wV TOU npOIOVTOe; <P0PPOKEUTlKWV npOIOvTWV nou nepltxouv 
0POOliKO OUOTOTIKO AMOXYCllLiN + ClAVUlANIC ACID, Kovl(; VI(] noolůo [VOIWP'1;O 
600mg/42,9mg/5ml OpiŰ£TOI we; eűBe; 

1. ONOMALIA TOY <l>APMAKEYTIKOY npo"ioNTor 

OvopO npoiOVTOe; 600 mg/42.9 

2. nOIOTIKH KAI nOIOTIKH IYN0EIH 

To 5 ml OVOOUOTOIJEVOU CVOIWp�IJOTOe; mpltxouv 600 mg OIJO�IKIAAiv'le; (we; TPIEVUOpr)e;) KOI 429 
mg KAo!3ouAoviKO oc.u (we; aAoe; KoAlou). 

r,O TOv-n-Aijpl1 

3. <l>APMAKEYTIKH MOP<l>H 

K6vle; Via nOOlIJO CVOlwPlllJo. 

4. KAINIKEI nAHPO$OPIEr 

4.1 0[POTHUTIKiS [vo[iŲ£I(; 

To OvolJO npoIOVTOe; cvoEiKVUTOI Via HjV 8Eponcio TWV nopoKcllW AOIIJWųEWV oe nOIOIO 'lAIKia<; 
TOUAOXlaTOV 3 IJrjVWV KOI l3apoue; OWfJOTOe; IJIKPOTCPOU TWV 40 kg, nOU npOKAB8IlKOV B 
TIlO1EUnOI OTI npoKAriBllKov ana OV8EKTIKO olllv nCvlKIAivll Streptococcus pneumoniae (I3AtnE 
nopoypo<poue; 4 2,4.4 KOI 5.1): 

• O�cio fJtoll WTITloO 
• EC,WVOOOKOIJEIOKri nVEufJovlo 

00 nptml vo AOlJl3avOVTOI Un04J1l 01 Enlo'lIJEe; oOllyiEe; ovmpoplKo pc Tllv KOTOAAIlAIl xPriO'l 
OVTI!30KT'lPIOKWV nopovovTWV. 

4.2 lwooAoVio KOI Tponos xoPJiV'lO'lS 

01 06ocle; CK<ppa<';OVTOI OE OAO TO KcilJcvO we; npoe; TO mplEXOIJEVO OE 01J0C,IKIAiVrj/KAoI30UAOVIKO 
oc.u IJE Ec,oip£O'l OTOV 01 660EIe; OflAwVOVTOI we; npoe; EVa IJEIJOVWIJEVO OUOTOTIKO. 

H Mar) OVOIJO npoIOVTOe; nOU CTIlAEvnOi Via Til 8Epomio 1J10e; IJCIJOVWIJEVfl<; AoilJwC.fl<; 80 
npEnEI va AOlJl3ovEI uno4J'l: 

• To OVOIJCVOIJEVO n08oyovo KOI HjV TIl80v� TOUe; cuol08rjoio OE OVTI!30KTflPIOKOU<; 

nopovovTC<; (l3Atnc nopaVpo<po 4.4) 
• -Tr:H3op.lmtTO-KCU-+ŴItIdŵiQ-HIŶAoilJwŷF]<; 
• Tflv flAIKio, TO l3opo<; KOJ Tfl VE<PPIKri Amoupvio TOU 008EVOU<;, onw<; <poivnol nopoKoTW. 

H 8cpomlo OEV 80 nptTm va WCKT08£i ntpav TWV 14 fllJEPWV xwpi<; cnovcc.ETOOfl (!3Mnc 
nopoypo<po 4.4. OXnlKo IJc Tflv nopOTCTOIJEvll 8cpomio). 

KOI nOlolo > 40 

l.iEV unoPxcl ElJnElpio IJc TO OVOIJO npoIovTO<; EVOIWpr1lJ0 OE CVBAIKE<; KOI nOiOIO ;:: 40 kg, KOI 
enoptvwe; OEV IJnopEi va 008Ei OOOOAOYIKB OU0100'l. 

nOiOla < 40 > 3 
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N[(PPIKrj ouoAElToupyio 

HnOTIKrj ouoAElToupyio 

T ponoe; xoprjynone; 

I-lEVoAuTEPIl ana 30 ml/min. 

/',./',.YEn-E.42S0-J3/4 

(240) 

H ouvlOTWI-lEvrl 00011 OVOI-lO npo'iovTO<; EVOIWPI1I-l0 EivOi 90/6.4 mg/kg/l1l-ltpo XOPIlVOUI-lEVO OE 
ouo 100I-lEPW<; KOlOVEWll-ltvE<; OOOEI<;, 

!'lEV OIOTiSEVTOI KAIVIKO OEOOl-ltvo Via TO OVOI-lO npO'iovTO<; Via nOiOIO I1AIKio<; I-lIKPOTEPI1<; TWV 3 
I-ll1vwv. 

!'lEV OnOlTEiTOI ovonpooopl-lOVo TI1<; 00011<; OE OoSEvEi<; I-lE KOSOPOIl KPEOTIVivl1<; (erel) 

LE OOSEVEi<; I-lE KOSOPOIl KPEOTIVivl1<; I-lIKPOTEPIl ana 30 ml/min, 11 XP/O'l TOU OVOI-lO npoIovTO<; 
OEV OUVIOTOTOI KOSW<; OEV EivOI OUVOTo 11 ovonpooopl-lOVo Hj<; 060'l<;. 

XOP/V'lOIl I-lE npooox/ KOI tAEVXO<; TI1<; I1nOTIK/<; Amoupvio<; OE TOKTO XPOVIKO OIOOTl'II-lOlO 
WAtm nopovpoq:>ou<; 4.3 KOI 4.4) 

To OVOI-lO npo'iovTO<; npoopiħETOI Via Xp/ol1 ana TO OTOI-lO 

XOP/V'lOIl KOTO HjV tvop$'l EVO<; VEUI-lOTO<;, WOTE va EAoXIOTOnOI'lSEi 'l EVOEX0I-lEVI1 
VOOTPEVTEPIKri OUOOVE$io KOI va I3EATIoTonOlllSEi 11 onoppOq:>110'l TI1<; OI-lO$IKIAivl1<;/TOU 
KAopouAoVIKOU o$to<;. 

AVOKIVriOTE Via va $EKOAA/OEI 'l KOVI<;, npooStoTE VEPO OUI-lq:>WVO IJE TI<; OOI1ViE<;, OVOOTptq:>ETE 
KOI aVOKIVEiTE. 
AVOKIVEiTE KOAci Til q:>loAIl nplv ana KOSE 06011 WAtm nopovpoq:>o 6.6.) 

4.3 AVTEv6EiĨEI<; 

YnEpEUOlOS'loio OTl<; OpOOTIKt<; OUOiE<; OE onoloorinOTE ana TI<; nEviKIAivE<; ri OE Konolo on6 TO 
tKOOXO 

10TOPIKO oopop/<; OI-l[OI1<; oVTiopool1<; umpEUOIoSl1oio<; (n x ovoq:>uAo$io) OE oAAov 13-
AOKTOI-lIKO nopovovTO (n.x. KEq:>oAoonopiv'l, KOPl3omvtl-l'l rll-l0vol3oKT0I-l'l). 

10TOPIKO iKTEpOu/l1nOlIK/<; ouoAmouPvio<; Mvw OI-lO$IKIAivl1<;/KAol3ouAoVIKOU o$to<; (I3Atm 
nopovpaq:>o 4.8). 

4.4 EI6IKtC; npoEl60nOlilOElC; KOI npocpuAo"ElC; KOla HI XP!OI1 

nplV ana TI1V tvoP$11 SEpomio<; I-lE OI-lO�IKIAiv'l/KAol3ouAoVIKO o�u, So nptml va ViVEI 
npooEKTIK/ OIEPEUV'lOI1 OVOq:>OPIKO I-lE np0'lVOuI-lEVE<; OVTIOPOOEl<; unEpEUOIOS'loio<; OTI<; 
mVIKIAivE<;, TI<; KEq:>oAoonopivE<; / oAAou<; nopovovTE<; I-lE I3-AOKTOI-l'l (I3Atm nopovpoq:>ou<; 4.3 
KOI4.8). 

Lol3apt<; KOI nEpioTOolOKO SOVOT'lq:>OPE<; OVTlOPOOEl<; unEpEuOIOSl1oio<; (ovoq:>uAo$io) txouv 
OVOCPEpSEi OE OOSEVEi<; uno SEponEio IJE nEvIKIAlV'l. AUTt<; 01 OVTIOPOOEI<; EivOi mSovoTEpO va 
EKOI1AwSouv OE OTOI-lO nou txouv 10TOPIKO unEpEUOIOSl1oio<; OT'lV nEvlKIAiv'l KOI OE OTOTIlKO 
OTOl-lo. Eov nopouOlooTEi 1-l10 oAAEPVIKri oVTiopo0'l, 11 SEpomio I-lE OI-lO$IKIAiv'l/KAol3ouAovIKO 
o$u rrptnEI va oloKomi KOI va $EKIVrioEI KOTOAAI1A'l EvoAAoKTIKri SEponEio. 

LT'lV nEpinTwOI1 nou I-lio Aoil-lw$'l EivOI onoOEOEIVI-l£VO Mvw I-lIKPOOPVOVI0I-l0u(wv) 
EUoioS'lTOU(WV) OTI1V OI-lO_IKIAiVI1, TOTE nptnEI va E_[lO<[lOi TO EVOEX0I-lEVO IJETOq:>OpO<; ana 
OI-lOĩIKIAivI1/KAol3ouAoVIKO o_u OE OI-lO_IKIAivll OUI-lq:>WVO IJE TI<; Eniol1lJE<; OOI1ViE<; 
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LUOXETI<o\JEVIl IJE OVTI(310TIKO KOAlTIOO tXEI ovoq>Ep8Ei 0XEoav IJE OAOUe; TOUe; oVTI(3oKTllPlaKoue; 

do YErJ-E42S0-J3/4 

(240) 

LnoolJoi IJnopEi va EIJq>OVIOTOUV OE OOSEVEie; 11£ OIOlOpOX( HIe; V£q>pIK(e; Amoupyioe; ( OE 
OUTOU<; nou AO[J(3dvouv u4iflMe; Mane; ((3Atm nopdypoq>o 48) 

H 0IJO5IKIAiv'l/KA0(30UAOVIKO o5u So nptnEI va onoq>EuY£TOI EOV unoPXEI unovolo AOIIJWaOUe; 
[Jovonup(VWOIle;, KOSWe; 'l £K(3(AWOIl Evae; IAoponOOue; E5OVS(IJOlOe; tXEI 0X£TIOTEi IJE OUT(V 
Tllv noSlloll J,Joo ana Xp(o'l OJ,JO5IKIAivfle;· 

H TOuToXpovll XP(OIl oAAonouplVOAfle; KaHl Til OIOPK£lO Tile; SEpomioe; J,JE OIJO5IKIAivll J,JnopEi 
va aU5(OEI TllV mSovoTflTO EJ,Jq>OV10Ile; OAMpYIKWV OEPJ,JOTlKWV aVTlopoO£WV 

H napOlETOjJtvll XP(Ofl J,JnopEi EviOlE va oOlly(o(l OE umpovonTUT1l J,Jll EUaioS'lTWV 

IJIKpOOPyOVIOJ,JWV. 

H EIJCPOV10ll KOla TIlV EVOPƉ1l Tile; Sfpomioe; Ev6e; nupETWOOUC;YEVJKEUJ,JEVOU Epu8QIJOlOe; 
0X£TI(OIJEVO J,JE cpMJKTOIVO J,JnopEi va EivOI OUIJTITWJ,JO YEVIKEUJ,JEVOU KllA,OO(3AOliowooue; 
ETov8r'IIJOTOe; (AGEP) ((3Mm nopaypacpo 48) H oVTiopOOll oUTq onolTEi Tllv olaKonq TOU 
OvojJo npoTOVTOe; KOI OVT(vOEiKVUTOI onolooqnoT( EnoKoAou811 xopqYlloll OJ,JO5IKIAjvlle; 

H OIJO5IKIAjvll/KAo(3oUAOVIKO oTu So npEml va XPllOlIJOnOIEiTOI IJE npoooxq OE a08EVEie; jJE 
EVOEITll llnOlIKqe; ouoAmoupyioe; ([3Mm nopoypoq>oue; 42,4.3 KOI4.8). 

HnOlIKa mplOTOlIKO EXOUV avoq>Ep8Ei Kupiwe; OE OppEVEe; KOI llAIKlwIJEVOUe; 008EVEie; KOi 
IJnopEi va 0X£Ti<oVTOI IJE nOpOlETOIJEVIl 8Epomio TtTOIO nEploTOlIKO nOAu onovla txouv 
ovocpEp8Ef m: nOIOla LE OAOUe; TOUe; nAllSuOIJOue;, TO ollJ,JEio Kal OUIJTITWIJOTO ouv(Swe; 
EJ,Jq>ovi<oVTOI KOHl HI OIOPWO ( Aiyo IJ£TO Tllv SEpomio, aAM OE OPIOlJtVEe; nEpITITWO£l(; 
IJnopEi va IJllv yivouv OVTlA'lTITO IJtXPI OpKETte; E[3001J00Ee; IJETO Til OloKonq HIe; 8Epomiae; 
Luvri8we; EivOI OVOOTpt4iIIJO To llnOlIKo nEplOTOTlKO \JnopEi va EivOi oo[3opa KOI OE E5OIP£TIKO 
onovlEe; nEpITITWOEIe;. txouv ovoq>Ep8Ei 80VOlO!. AUTOi 0XEOOV novTO ouvt[311oav OE 008EVEie; 
IJE oo[3apq unoKEi\JEvll nOS'lOIl ( IJE nopoAIlAIl Aq4i1l q>0PIJOKWV YVWOTWV yla Tllv ouvllTIKO 
IlnOTIKq TOUe; Opooll ([3Atm napoypoq>o 48) 

nopayoVTEe; KOI \JnopEi 11 [30puTIlTO T'le; va KU\JoivETOI ana (mo twe; onEIAllTIKq yla Til <wq 
([3AtITE nopaypocpo 48) EnolJtvwe;, EivOi O'lJ,JOVTlKO va E5£TOd£TOI TO EVOEXOIJEVO OUT(<; Tile; 
oIOYVWOlle; OE a08EVEie; nou nopouOIa(ouv OIOPPOIO KOHl Til OIOPKEIO Tile; XopqYllOIle; 
onOlwvo(nOTE aVTI[3loTIKWV ri J,JOO one aUT(. LTIlV nEpiTITWOIl nou EIJq>OVIOSEi KOAiTiOO 
oxm<aIJEV'l J,JE TO aVTI[3tOTlKO, 11 xoPriYIlO'l OlJo5IKIAivlle;JKAa(3ouAovIKou oƊtoe; nptml va 
oloKomi OIJEOa. va <IlT'l8Ei 11 OUJ,J(30UA( YIOlPOU Kat va apxioEI 11 KOlOM'lA'l 8EponEia. LE OUTri 
Hlv ITEpinTwO'l OVTEVOEIKVUlal 'l xPriO'l OVTI nEplo1OATIKWV q>0PIJOKWV. 

KOla Til OlapKEIO nopOlE1OJ,Jtvlle; 8EpanEioe; EVOEiKvUTOI m:pIOOIKri oTloMy'lO'l TWV AmoupYlwv 
TWV OPYOVIKWV OUOT'lI-I(.1TWV. OUlJnEp1AOIJ(30VOJ,Jtvwv Tile; VEq>PIKq<;, llnOTlK(e; KOI OIJ,JonOlllTlKrie; 
AElToupyioe;. 

Lnoviwe; tXEI avoql!:p8Ei ETIlJ,JriKUVO'l TOU Xpovou np08polJ[3!VIle; OE 008EVEie; nou AO\J(30vouv 
OJ,JOTIKIAivll/KAa[3ouAavIKa o5O. 00 nptml va ECPOPIJO<£TOI KOToM'lAIl nopaKoAou8110'l OlaV 
XOP'1YOUVTOI 1OUTOXPOVO aVTITIIlKTlKa. EvOtXETOI va XPEIOOTOUV avonpooaPlJoyte; Tfle; 0001le; 
TWV AoP[30VOIJEVWV ana TO oToJ,Ja aVTlTIllKTlKWV, WOTE va OIOTIlPEi101 TO ETIl8uIJllTO EninEOO 
aVTIIT'lKTIKOTIlTae; ([3Atm nopaypaq>oue; 4.5 KOI4.8). 

LE OOSEVEie; J,JE J,JElwJ,Jtvll napaywYri oupwv. nOAO onciVIO tX£l nOpOTIlP'l8Ei KPU01OMoupio 
'Kupiwe; J.1I nap£vT£P1KrI'8£pam:io. KOlO T'1 XOPr'tYllOll U4illAWV 06o£wva\Jo5IKIAivlle;. 
EVOEiKVUTOI 11 oiOlriPllO'l £napKoue; npoOAIl4ille; uypwv KOI nopaywyliC; oOpwv Ylo va J,JEIWS£i 11 
m80VOHjTO 0X'l\JOTloJ,Jou KPUOTOMwv OIJO5IKIAiv'le; 010 OUpo. LE aoSEVEie; IJE o UPOKOS£TriP£e;, 
So nptml va TllPEiTOi 1OKTlKOe; tA£YXoe; (3010T'l1Oe; ([3Mm napciypaq>o 4.9). 

KOla T'l 8EpanEio J,JE alJoTIKIAivll, 80 nptnEI va XPllOlJ,JonolouvTOI £vduJ,JaTiKte; J,JtSOOOI IJE 
O5ElOOOfl T'l<; YAUKOdIlC; KOTO TOV tMyxo Ylo nopouoio YAUKOd'le; 010 Oupo £nElori 4iEUOWC; 
SETIKa anoTEMolJOlO IJnopEi va nopouOIOOTOUV \JE 1J'l EVdU\JOTIKte; IJES6oouC;. 
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1\01l{30VO!JEVO alTO TO OTO!JO OVTITTI]KTlKO 

MESoT PEtaT I] 

j]Qo[3Evwioo 

{I.{I.YEn-£.42S0- 13/4 
(240) 

H rropouoio KAo[3oUAoVIKOU o�£oe; OTO OVOIJO rrpoJOvToe; IJTTOPEi va TT POKOAEOEI IJIl ElOIKr'j 
ouvowr] IgG KOI AEUKWIJ01ivr]e; IJE EpuSpoKunoplKEe; IJ£lJ[3povEe; KOI va OOr]Vr'jOEI OE ljJEUOft 
SETIKO £Mvxo Coombs. 

YTTOPXOUV ovo<popte; SETIKWV OTTOTEAWIJClTWV IJE TO TEOT Bio-Rad Laboratories Platelia 

Aspergillus EIA DE OOSEVEie; TTOU AOIJf3ovouv OlJo�IKIAivIl/KAof3ouAovIKO o�u, 01 oTToiol OTr] 
ouvtXElO [3ptSrJKE 011 OEV Eixov AoilJw�r] orro Aspergillus. lllooTOupOUIJEvE<; OVTlOpoow:; IJE 
TTOAUOOKXOpi610 KOf TTOAUCPOUPOVO<Ee:; TTOU OEV TTOU OEV TTEPIEXOUV Aspergillus IJE TO TtOT Bio­

Rad Laboratories Platelia Aspergillus EIA txouv ovocpEpS£i. ETTOlJtvW<;, SUIKa OTTOTEAEOIJOTO 
OOKIIJOOlWV OE OOSEVEi<; TTOU AOIJf3ovouv 01J0�IKIAivrJ/KA0f30UAOVIKO o�u So TTPETTEI va 
EPIJIlVEUOVTOI IJE TTPOOOXr) KOI va ETTlf3Ef301ovOVTOI IJE OMEe:; i::lIoVvWOTIKte; IJ(SOOOUe; 

To OVOIJO TTpoJovTOe; KOVIe; Via TTOOlIJO EVOIWPrJlJO TTEPltXEI 2.72 mg oOTTOPTaIJIle:; (E951) avo 
ml, lJio-TTIlViJ CPOlvuAoAovivIle:;Ŝ AUTO TO <paPIJOKO So rrptTT£1 va XPIlOfpO TTon:iTol pt:TTPOOOXr) OE 
ooSEv£ie; IJE <POIVUAOKETOVoupio. 

To OVOlJo TTpoioVTO<; KOVIe:; Via TTOOlIJO EVOIWPIlIJO TTEPltXEI 1J0ATOOE�l pivrJ (VAUKO`rJ)· AOSEVEie; 
IJE OTTOVIO OUOOTTOPPOcprJorJ VAUKO`Ile:; -VOAOK10`rJe:; OEV So TTptTTEI va AOIJf3ovouv aUTO TO 
<paPIJOKO. 

4.5 AM'lA£TTlopaow; JJ£ oMo CPOPJJOKWTlKO TTpo'i6vTO KOI oM(1) JJopcpiC; 
oM'lA£TT iopoo'll) 

1\01Jf30VOIJEVO alTO TO O101J0 OVTITTIlKTIKO KOI TTEVIKIAIVOUXO OVTlf3IOTIKO EXOUV XPrJOllJOTTOlrJSEi 
Euptwe; OHlv TTpd�Il xwpi<; OVocpopte; OMrJAETTiOpoorJe;· OOTOOO, OTrJ f31f3AloVpocpio UTTapXOUV 
TTEPITTTWOEIe; OU�rJlJtvou OIESVOUe; KOVOVIKOTTOllllJtvou Mvou OE OOSEVEie; TTOU OUVTr]pOUVTOI IJE 
MljJrJ OKEVOKOUlJopOAIle; iJ f3opcpopivIle:; KOI OTOUe:; oTToioue; XOPrJVEiTOI tva OXr1IJO a 1J0�IKIAivrJe; 
LE TTEpiTTTWOrJ TTOU EivOI OTTopoi1r]TIl 11 OUVXOPr1VIl0rJ, So TTPETTEl va TTOPOKOAOUSEiTOI 
TTPOOEKTIKO 0 XPOVoe:; TTpoSpOIJf3ivIle; r'J 0 OIESVr)e; KOVOVIKOTTOllllJtvoe; Mvoc:; IJE TrJV TTPOOSr)KIl r) 
TIlV OTTOOUP0rJ Tile; OIJO�IKIAivIle; ETTITTAEOV, EVOEXUOI va EivOI OTTopoiTll1Ee; OVOTTPOOOPIJOV£e; 
Tr]e; MOlle; AOIJ[30VOIJEVWV OTTO TO 010IJ0 OVTITTIlKTlKWV (f3AtTTE TTOPOVPO<poue; 4.4 KOI 4.8) 

01 TTEVIKIAivEe; Ev6tXETOI va IJEIWOOUV TrJV tKKPIOll IJESOTpE�OTIle;, VEVOVOe; TTOU TTPOKOAEi 
EVOEXOIJEV'l OU�Il0ll TO�IKOT'lTOe;. 

H oUVXOPr)VIlOIl IJE TTpo[3EvwiOll OEV OUVIOT0101. H TTp0[3Evwioll J.JElWVEI Til VUPPIKr) 
OWAIlVOPIOKr) OTT£KKPIOll Tile:; OIJO�IKIAiVrJe;· H OUVXOPr)VrJ0'l IJE TTpof3EvwiOll lJTTopEi va OU�r'JOEI 
KOI va ETTlIJ'lKUVEI TO ETTiTTEOO OIJO�IKIAivIle; OTO oilJo oMa 0XI TOU KAof3ouAOVII<OU o�toe;. 

4.6 Ku'1o'l KOI yoAouXio 

5.3). 

MEAtTEe; OE `wo OEV K01toEI�OV aIJWEe; r'J tIJIJWEe:; ETTIKivoUVEe; ETTITTTWOEIe; OTllv EVKuIJOOUVIl, 
OTIlv OVaTT TU�Il TOU EJJf3puOU, OTOV TOKETO r) OTrJ IJETOVEvvllTlKtl OVaTTTU�Il (f3AETTE TTOPOVP0<po 

RE PIOPIOIJEVO aT OIXEiaoXET IKa' pE TIlXPr)oll OIJO�IKIMvIle;/KAaf3olJAaVlkoO· 6�tbe:;r KGTO 111 ',' 
OIOPKEfO Tile; KUr)OEWe; OE OVSpWTTOUe; OEV UTTOOEIKVUOUVOU�'llJtvo Kivouvo OUVVEVWV 
OIOlJapTIWV. LE IJIO IJOVO IJEAtTIl OE VUVOiKEe; IJE TTPOWPO TOKETO, TTOP01IlPr181lKE on 
TTP0<pUAOKTlKr) 0VWVr) IJE 0IJO�IKIAivIl/KAof30UAovIKO O�U IJTTOPEi va OUOXETlOTEi IJE OU�'lIJ£VO 
Kivouvo EAKOVEKpWTIKr'Je; EVTEPOKOAiTIOOe; TWV VEOVVWV. H XPr)0rJ TTptTTEI va OTTOCPEUVETOI KOla 
TrJ OIOPKEIO TrJe; KUIl0rJe;, EKTOe; EOV 8EWPEiTOI OTTopoiTf]TrJ OTTO TOV VI01p6. 
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000 OVOiE<; anOf)aAAOVTOI 010 jJrpplKO yaAo (TinoTO o£v EivOI YVWOTO YIO TI<; ETiiOPOOEI<; 

onoi£<; jJnopEi va £n'lP£ooouv T'lV IKOVOHPO 

nopoKoTW opoAoyiE<; 

faAouxia 

66 YEll-E.42S0-13/4 

(24a) 

KOI 01 
TOU KAof)ouAoVIKOU oÜto<; OTO f)pt<po<; nov 8r]MÝEI). Luvmw<;, OTO I3pt<po<; nov 8'lMÞ£1 EivOl 
nr8ovß 'I £jJ<pOVI0'l ClIOPPOIO<; KOI jJUK'lTIOOlKà<; AoiIJWÜ'l<; TWV I3AEvvoyovwv, onOTE jJnopEi va 
XPEIOOTEi va OloKonEi 081lAOOIJ0<; H OjJOÜIKIAiv'l/KAol3ouAoVIKO oÜu 80 nptm:l va 
XP'lOljJonoIEiTOI jJovo KOTO Hl OIOPK£IO TOU 8'lAoojJoO jJETO ono oÜloA6y'lo'l TOU o<ptAOU<;/TOU 
KIVOUVOU ana TOV 8£ponovTO YIOTpO. 

4.7 ETTlopaow; OH\V IKOVOHIIO oor')V'lOJlS KOI XElPIO�.JOU J.lJlXovwv 

t:.EV npoYjJOTonolá8'lKOV jJ£Mn:<; 0XETIKO IJE TI<; ETiiOPOO£I<; Ol'lV IKOVOT'lTO OOßY'lO'l<; KOI 

XEIPIOjJOU jJ'lXavwv. OOTOOO, EvOtXETOI va nopouOIoOTOUV aVETIl8ujJ'lTE<; £VtpY£IE<; (n .X. 

oAAEpYIKt<; OVTIOpOO£l<;, ÝoAr], onoojJoi), 01 

OOßV'lo'l<; KOI X£IPIOjJOU IJ'lXovwv (I3Mm nopoypo<po 4.8). 


4.8 AVETTl9uJ.lJllES EVEPVElES 

01 nOlo OUXvo oVOqJ£p8Eio£<; ovml8ujJllTE<; £vtpy£l£<; (AE) E[VOI OIOPPOIO, vouTio KOI tjJETO<; 

01 AE ana KAlvIKt<; OOKllJt<; KOI IJ£T£YKPITIKâ nopoKoAou8'l0'l jJ£ TO 'OvojJo npo'iovlO<;, 

TOÜIVOjJà8'lKOV OU\.I<pwvo \.1£ T'lV KOT'lyopio opyovou OVOTá\.IOlO<; KOTO MedDRA KOI 

nopOTi8EVTOI nopoKoTW. 


flo T'lV TOÜIVOjJ'lOI1 TWV OVETTl8ul-I'lTWV £v£PY£lwv XPIlOl\.lOnOIß8'lKOV 01 


noAu 0 uxvt<; (ã1/1 0) 

LUXVt<; (ä1/100 tw<; <1/10) 


'OXI ouxvt<; (å1/1.000 EW<; < 1/1 00) 


LnovIE<; (;:0:1/10 000 tw<; <111.000) 

noAu ona vl£<; « 1/1 0 000) 

AYVWOT'l OUXVOT'lTO (O£v \.Inop£i va unoAoYIOl£i ana TO Ol08tOl\.lO O£OO\.ltvo) 


AyvWOTIl 
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IUfjTTTWIJOlO KOI 001.1£10 uTT£pooooAoyioc; 

1 . .mOPEi 

f':.,f':.,YEn-E.4250-13/4 

(240) 

BAtm TTopdypo<po 4.4 
2 BAtm TTopdypo<po 4.4 
3 H VOUTio OX[Tiv£TOI OUXVOT£pO IJ£ U4JIlAOT£P£S OOO£IS AOIJNOVOIJEVES OTTO TO OTOIJO Av 01 
YOOTPEVTEPIK£S OIOTOpOXtS EivOI £KOllAE<;. IJTTOPOUV vo TI£P'OPIOTOUV IJE Til A"ttJIl TOU OVOIJO 
TTpOIOVTOS OTIlV OPX" TOU YEtJIJOTO<;. 
4 LUlJmp1AolJ!30VOlJtvllS TilS ttJwoolJqJNpOVWOOUS KOAiTlOo<; KOI TIl<; OIIJOppOyIK"<; KOAiTiOOS 
�!3Atm nopoypmpo 4.4) 

ETTl(pOVEIOKOS OTTOXPWIJOTIOIJOS TWV Oovnwv tXEI OVOcp£p8Ei TIOAU OTTOVIO OE TTOIOIO. H KOA" 
OTOIJOTIKr'j 
UYIEIV" npOAOIJ!30VEI TOV OTTOXPWIJOTIOIJO. K08w<; ouv"8wS OTTOK08ioTOTOI IJE TO NOUpTOIOIJO 
TWV OOVTIWV. 
6 MIO I-l£TPIO OUw1l01l OE AST KOI/" ALT EXEI 0IlIJElw8Ei OE 008EVEi<; TIOU E}.,0!30V OVTI!310TlKO TIl<; 
KOHlyopioS I3-AOKTOIJIl<;. oMo 11 OlllJOOiO OUTWV TWV WPIlIJOTWV £iVOI OYVWOTIl. 
7 AUTt<; 01 OVETTl8UIJIlTE<; £vtpym<; EXOUV OllIJEIW8Ei IJE oAAE<; TTEVIKIAivE<; KOI KEcpoAoarropiv£<; 
1!3Atm TIOpaypocpo 4.4). 

Av oVOCPf:p8Ei OTIOIOOriTTOTf: OEPIJOTIK" oVTiopOOIl UTTEPEUOI08'loio<;. 11 8EPOTTEio 80 TTptTTEI 
vo OIOKOTITETOI (!3Atm TTOPOYPOcpo 4.4). 
9 BAtm TTOpOypOcpo 4.9
10 

BUm TIOpoypocpo 4.4 

4.9 YTIEpooooAoyia 

.< i ," 

MTIOPEi VO EIJCPOVIOTOUV YOOTPEVTEPIKO OUIJTTTWIJOTO KOI OIOTOpOX" TOU loovuyiou uypwv KOI 
IlA£KTpoAuTWV. 'EX!:I TTOPOTIlP'l8Ei OXilIJOT10IJ0<; KpuOToMwv OlJowIKIAivll<; ow OUPO. ° oTToio<;. 
Evio TE. OOIlYEi OE VECPPIK" OVETTOPKEIO (I3Atm TTOpOypOq>o 4.4). 

LTTOOjJoi vo EIJCPOVIOTOOV OE 008EVEi<; IJE OIOTOPOXI'J TIl<; VECPP'KIi<; Awoupyio<; Ii OE 
OUTOO<; TIOU AOIJJ3ovouv UttJllAtS OOOEI<;. 
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LxtOt] 

01 .. JOE,IKIAivfl. 

MnxovlOblOi oVTioTOOO<; 

/',./',. YEn-E.4250-J3/4 

(240) 

'EXEI ovo<pEp8Ei OTI 11 OjJOAIKIAivfl Ko81fOVEI OE oupOK08£T#pEe;, Kupiwe; IJETO OTTO EVOo<pMI3JO 
XOP#YflOfl IJEyoAwv OOOEWV. Go nptmJ va TflPEiTOI TOKTlKO<; tAEyx0<; ()OTOTflTO<; (()Atm 
nopoypo<po t14) 

To VOOTPEVTEPIKO OUIJTTTWIJOTO IJnopouv va OVTlIJ£TWTTlOTOUV OUlJnTWIJOTIKO, OiVOVTO<; 
npooox# 010 IOO<UYIO v£pou/flAEKTpoAuTWV. 

H OIJOAIKIAjvfl/KAo!3ouAoVIKO oAu IJTTOPEi vo onolJoKpuv8£i ono Tflv KUKAo<popio IJE . 
olIJoKo80pOfl 

5. I1>APMAKOI\OrlKEr I,JOTHTEr 

<t>oPIJOK08EpOmUTIK# KOTflyopio: LUVOuoolJoi n£vIKIAIVWV, OUIJTT£PIAođ!3ovolJtvwv TWV 
OVOOTOAtwv !3-AOKTOIJ00rJe;, KwiSIKO<; ATC J01 CR02 

H OlJoAII<JAjvrJ EivOI lJio IlIJIOUV8E TlK# mVIKIAivrJ (OVTI!3IOTIKO IJE !3-AoKTOl1rJ) nou ovomtAAEI tva # 
mploooT£PO £v<UIJO (ouxvo ovO<ptpovTOI we; npwT£i'vE<; ouvo£OrJ<; TWV n£vIKIAIVWV, PBP) OTrJ 
()loouv8£T1K# 000 H)<; l3oKTrJPloK#<; n£TTTlooyAuKOVf"]<;, f"] onoio onoTEA£i ovonoonooTO OOIJIKO 
OUOTOTIKO TOU ()OKTIlPIOKOU KUTTOPIKOU lOIXWIJOTO<:;. H ovooToA# Tf"]<:; OIJv8£Of"]e; 
nETT TlooyAuKOVf"]<:; OOf"]YEi OTf"]V onOouvolJwof"] lOU KUTTOPIKOU TOIXWIJOTO<:;, f"] onoio ouxvo 
oKoAou8EiTOI one KunopoAuof"] KOI 80VOTO. 

H OIJOAIKIAivf"] EivOi Euoi08f"]Tf"] OTflv onoiSolJf"]of"] onol3-AOKTOIJOOE<:; nou nopoyovTOI ono 
OV8£KTlKO !30KT#PI0 KOI, ETTOlJtvW<;, O£V EivOi OPOOTIKri ono 1J0Vf"] TrJ<:; tVOVTI oPyovlOlJwv nou 
nopovouv T£TOIO EVfUIJO 

To KAo!3ouAoVIKO oAu £ivol lJio !3-AOKTOlJrJ nou oXETifETOI OOIJIKO IJE nEvIKIAivE<:; AnEvEpyoTTolEi 
OPIOIJEVO EV<UIJO TrJ<; !3-AOKTOIJ00rJ<:; oTTOTpEnovToe;, w<:; EK lOUlOU. TrJV oiSpovonoif"]oll TIl<; 

miiSpoof"]. 

PKlPD 

OIJOgIKIAiVf"]<:; To KAo!3ouAoVIKO ogu IJEIJOVWIJEVO OEV OOKEi KAIVIKO XPriOllJ1l OVTI!30KTflPIOKri 

o Xpovo<; ovw Tfl<:; EMXIOTf"]e; OVOOTOATlK#<; OUYKEVTPWOrJ<:; (T>MIC) 8EWPEiTOI OTi EivOi 0 
IJEi<wv Ko80PIOTlKO<:; TTOPOyOVTO<:; onoTEA£OIJOTIKOTrJTOe; Via TrJV 

01 ouo KUPIOI IJrJxoVlolJoi oVTioTOOrJ<:; OTf"]V OIJOE,IKIAivf"]/TO KAo!3ouAoVIKO ogu Eivol: 

• -AiSpClvOTToif"]OIl ono EKEiv£<:; TI<; !30KTrJPIOK£C; !3-AOKT0I100EC; TTOU DEV ovomtAAovTOI 01 

iOI£<:; ono K.A0!30UAOVIKO oE,u, oUlJmpIAolJ!3ovolJ£vwV TWV KOHlyoPlwV B, C KOI D. 

• M£To!3oA# TWV PBP, f"] onoio IJEIWVEI HI OUYY£VEIO TOU OVTI!30KTflPIOKOU nopayovTO YIO 

TO OTOXO .. 

H I.Hl OlompOTOTflTO !30KTf"]piwv # W1XOVI01J0i OVTAiO<:; EKPOriC; I1nopEi va TTPOKOAtoouv 
!3oKTrIPlaK# aVTioTOof"] ri va ouvTEAtoouv OE OUT#, IOloiTEpa OE Gram-apVf"]TlKO !3aKT#plo 
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oloKonrj( 

[\EpoBIOI Gram-opvOTlKOI IJJKPOOpYOVIObiOi 
Haemophilus influenzae

2 

AEpoBlol GramėopvOTlKoiJJIKpOOPYOvIOlJoi 

IJIKP09..QYOVIOIJOi 

66YEll"E.42S0-J3/4 
(240) 

To orllJ£io oloKorr�<; MIG Via Trw OIJO/JKIAiVlllTo KA0f30UAOVIKO o/u (ivai EK£ivo Hl<; EupwrroIK�<; 

ErrlTporrA<; Via TOU<; AVT1llIKpof310Kou<; EMvxou<; EUOIo9lloio<; (EUGAST) 

$ 1 

$ 1 

S2 


s 0.25 

s 0.5 


01 oVO<P£POllEv£<; TllJt<; EivOi Via TI<; OUVKEVTPWOW; rio TOU<; oKorrou<; TWV 
EAtVXwv £u0108'1oio<;. fl OUYKtVTPWOfl KA0f30UAOVIKOU o/to<; Opi_£TOI 010 2 mgll 
2 Or OVO<PEpOWVEC; Tlllt<; EivOi yro TI<; OUYKEVTPWOEIC; O/OKIAiVfl<;_ 
3 Or TIllE<; TWV OfllJEiwv OIOKorrN<; OTOV rrivoKo f300i_OVTOI OlO Ollll(io OIOKorrN<; Tfl<; 
4 01 TIllE<; TWV OfllJEiwv OIOKorrN<; OTOV rriVOKO f300i_OVTOI 010 OflllEio OIOKorrA<; Tfl<; 

o ErrmOAOOllO<; OVTioTOOIl<; EVOEXOlJtVW<; rrOIKiMI OVOAOVO llE TflV rrEpIOXA KOI TOV XPOVO Via 
(nrMVllEVo EiOIl KOI fl TOlTlKA rrAflpo<poPflOIl 0X£TIKa llE Tflv oVTiOlOO'1 EivOI ElTISUll'1TA, Kupiw<; 
KOla Til 8EporrEio oof3opwv AOlllW/EWV. AvaAovo IJE TI<; orrOITNO£l<;, So rrptml va <'1TEi101 fl 
OUVOPOllrl ElOIKOU OlOV 0 TOlTIKO<; mllToAoollO<; OVTiolOOfl<; OIOKUf3£UEI Til XP'101IJOT'1lO TOU 
rropavov1O TOUAOXIOTOV OE OPIOlJtVOU<; Turrou<; AOlllW/EWV_ 

Sta phylococcus aureus (EUoi08'1TO<; OT'1IJ(SIKIAivll)$ 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOI aMol i3-OIllOAUTlKoi oTp£rrToKoKKOI 

Moraxella catarrhalis 

Ei va orroTEAEi rr 

OVIO oi 

Legionella pneumophiJa 

l\olTIoi 
Chlamydophila pneumoniae 

-ChJamydophila-psiUaci··· 
Coxiella burnetti 
Mycoplasma pneumoniae 

$ 'OAOI 01 OV9EKTlKOi OTrlllE81KlAivIl O1O<pUAOKOKKOI (ivai OV8EKTlKOi OTIlv 
olloOrKlAiv'1/KAof3ouAovIKO OOU 
1 AUTO TO OK£UOO\..lO OIlOOIKIAivll<;/KAol3ouAovIKOU o/to<; EivOI KOlaAAIlAo V'A T'1V 8Epomio TOU 
Streptococcus pneumoniae rrou EivOI OV9EKTlKO<; OTllv rr£vlKIAivfl oJ«; £YK£KPllltvE<; EVOEiOEI<; 
�ovo (j3Mm rropovpo<po 4.1). 

LT£MXIlIJ£ 1l£IW\..lEvfl £uoI08'1oio txouv ova<pEp9£i OE OPlolltvEC; xwp£<; TIl<; EE ll£ OUXVOT'1TO 
£ oAun 10%. 
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KOI TO KA0[30UAOVIKO o�u OIOAUOVlOl nMpwt:; O£ UOOTIKO OIOAUIJO IJ£ q>UOIOAOVIKO 
lt:; ono TO 

KA0[30UAOVIKOU o�tOt:; I3£A 1I010nOI£ilOI OTOV 
ono TO OTOIJO, 11 OIJO�IKIAivl1 KOI TO 

mglk.g K08£ 12 h O£ nOloI01pIKOO<; 008EVEI<; 

AMX 

CA 

o�u, EivOi nopoIJ01£t:; j.J£ £K£iv£t:; nou nopovovTOI 

OE YOOTPIK6 tOT6, OTO OEpj.JO, OTO Ainot:;, OE IJUiKOU<; 10100t:;, O£ 

12wpo 

K010VOUr) 

BIO!JE1Ooxn!JOT 10!J0<; 

5.2 

pH. 
0101J0 

fjfj YEn-E.4250- J 3/4 
(24a) 

(\)OPJ.lOKOOUVOJ.lIKt<; IOIOTJllE<; 

H alJo�IKIAivIl 
KOI 10 Mo OUOIOTIKO onoppoq>wVlOl Vp-vopo KOI KOAO IJtow 1()t:; ooou XOP-VIlol 

H onoppOq>lloll HIt:; OIJO�IKIAivllt:; /TOU 
Aa1J130V£101 oH1V OPX- £v6t:; V£lJIJOTOt:;. Moo ono XOpr;VIloll 
KAal3ouAovlKO O�O £ivOimpinou 70% 13100108£011J0 To npocpiA nMOIJOTot:; KOI TWV 000 
OU01OIIKWV £ivol nopolJolO KOI 0 Xpovo<; tw<; IlllJEYIOTIl oUYKtvTpwOll OTO nMolJO (T max) O£ 
KoB£ mplmWOll £ivOI mpinou fJio Wpo. 

H IJtoll TIIJ- (±SO) TWV q>OPIJOKOKIVIl1lKWV nOpOIJ£TPWV OiO£lOl nOpOKClTW YIO TO OVOIJO 
npoT6vTOC; XOPIlVOUIJ£VO O£ 45mg/3.2 

LK£UOOj.JO 

OVOIJO 
npoIovlO<; 
XOPllyoOIJ£VO 
wt:; 
45 mg/k.g 
KOI 3,2 mg/kg 
CA<; ova 

AMX � OIJO�IKIAivIl, 
• Mto 11 • 

15,7 
±77 

1.7 

± 0.9 

Tmax ' 
(h) 

2.0 
(1.0-4.0) 

± 1.9 

1.4 

± 0.35 

1 1 

± 0.29 

01 OUYK£VTPWOEI<; TIl<; OlJo�IK]Aivll<; KO] TOU KA0130UAOVIKOO o�tot:; 010V opo, 01 onol£<; 
£nnuyxovoVlOl IJE 01J0�IKIAiv'l /KAoI30UAOVIKO 
ono Tllv on6 TOU OTOIJ010<; XOP-Vlloll tOOOUVOlJwv 06o£wv OlJo�IKthiVIl<; - KAo!3ouAoVIKOU 
o�to<; IJ£IJOVWIJEVO 

n£pinou 25% TOU OUVOAIKOU KAol3oUAoVIKOU o�tot:; OTO nAOOIJO KOI 18% TIl<; OUVOAIK-t:; 
OIJO�IKIAivIl<; 010 nAOOIJO OUVOt£TOI IJE npwT£IvE<; 0 £1Jq>ov-t:; OYKOt:; K010VOIJr;<; £ivOi n£pinou 
0,3-0,411kg VIO 11lV OIJO�IKtAiv'l KOI mpinou 0,2 11kg YIO TO KA0130UAOVIK6 O�U 

M£10 ana £VOOq>AEj3tO XOP-VIlOll, TOOO 11 OIJO�tKlhfvll 000 Kat TO KAo130UAOVtK6 0�0 I3pt81lKOV 
0111 XOAIl06xo KUOTIl, 
opBpOOIEAtK6 KOInEplTOVOrKO uypO. OTIl XOA!') Kat O£ lTlJOV. H oj.JO�tKIAiVIl o£V KOlOVEIJ£TOI 
IKovonolllTIKO 010 EVK£q>OAOVWTloio Uvpo. 

Ano j.J£AET£<; OE µwo o£v unapxouv Evo£i�£It:; Via OIlIJOVTIK- KOlOKPOHloll OTOUt:; 10TOU<; UAIKOU 
nou npotpXETOI ono TO q>OPIJOKO Via onOtOO-nOTE OU01OTIKO. H OIJO�IKIAivll, onw<; 01 
mpI000T£QŜC;JTEYIŝIAivŞC;.J:!.l!9Šš\i'Q_Q.\i'IXv£u8£i 010 IJIlTPIKO yaAo. şTO ImTptKO VaAO IJnopouv 
miOIlt:; va £VTOlTIOTOUV iXVIl KAo130UAOVIKOU O�EO<; (I3At11£ nopovpocpo 4.6). 

T000 11 OIJO�IKlhfv'l 000 KOI TOIJ KAoj3ouAoVIKO o�u txouv OEI�(I va olonEpvouv TOV q>POVIJO TOU 
nAoKouvra (j3Mm nopoypoq>o 4.6). 

H OlJo�IKIAivIl onol3oM£101 EV IJtP£1 ora oupo w<; OV£VEPYO mVIKIMoiKO o�u O£ noooTIlTEt:; nou 
1000UVOIJOOV IJEXPI 10 tw<; 25% Tilt:; OPXIK!')C; 06011<; To KAo130UAoviKO o�u 1J£1Ol3oAiµ£lOl 
£KTETOj.Jtvo orav ov8pwno Kat onoj3aMETol 010 oOpo Kal 10 Konpovo W<; Olo�£iOIO TOU 
av8poKO O£ ono[3oMol..I£VO OtplO. 
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OEV onoKoAumouv Konoiov £IOIKO Kivouvo Via TOV ovSpwno fJE 1300'l 

npOKAIVIKaO£OojJ£vo ·5.3 · -

IKOVDTIl1O· 

66 YEfI·E.4250·13/4 
(24u) 

H KUPIO 006e; onof3oAf]e; YIO TIlv OlJo�IKIAivll EiVOI IJ£OW TWV VEq>pWV, £vw Yla TO KAof3ouAoVIKO 
o�u Eivol KOI IJE VEq>pIKOUe; KOI tJE lJil VEq>pIKOOe; IJIlXOvIOIJOue;. 

H 0IJO�IK1Aivil/KAo(3ouAovIK6 o�u EXEI IJtoil IlJJIrwf] ano(3oAf]e; KOHl npoO £YY10ll lJio wpo KOI 
fJ£Oll OAIKf] Ko8oPOil KOla npootYV10ll 25 I/h O£ UYlf] OTOIJO. n£pinou TO 60 EW<; 70% Tile; 
OIJO�IKIAivIle; KOI mpinou TO 40 EWe; 65% TOU KAo(3ouAoVIKOU o�toe; onol3oAA£TOI ovoAAoiwTO 
010 oupo KOla TI<; npwn:<; 6 h fJOO ono Til xopf]YIloq fJ£IJOVWIJEVWV oloKiwv Ovo�a npol6vlO<; 

250 mg/125 mg f] 500 mg/125 mg. illoq>op£e; IJEAtT£<; txouv olomoTwo£1 on 11 onol3oAf] 010 
oOpo EivOi 50-85% Via Hlv OfJO�IKIAivil KOI ono 27-60% Via TO KAal3ou;"ovIKOO�U fJEOO O£ 
OIOOTllfJO 24 wpwv LHlv nEpiTTTwoll TOU KAol3ouAavlKou o�£o<;, Il IJ£yaAlmpil noooTll1O TOU 

q>OpfJOKOU onol3oAAooi KOla TIe; npwT£<; 2 wp£e; fJ(T() ono Til XOPf]YIlOIl· 


H nopoMIlAil XPf]0ll npol3£vwioll<; KoSuOT£p£i lllv onol3oAr'j OIJO�IKIAivfl<;, oAAo O£V 

Ko8uOT£PEi Tr] V£q>PIKr'j onol3oAf] KAol3ouAoVIKOU o�toe; ((3Atm nopoypoq>o 4.5). 


HAIKio 

H IlIJI<wf] onol3oAf]e; HI<; OfJO�IKlAivlle; £ivol nopolJolo OTO nOiOlo IlAIKiae; 3 IJIlVWV n£pinou twe; 
2 £TWV IJ[ TO fJ£VOAuT£pa nOIOlO Kat £VIlAiKOU<;. L10 noM) v£Opo nOiolo (n£pIAolJl3ovolJ(VWV 
TWV vEOVtvvllTwv) KaHl lllv npWH] £(300fJooa llle; rwf]e; TOUe;, TO OIOOTllfJO xoPi']VIlOll<; OEV eo 
np(ml va ump(3aiv£I Tie; 000 q>OPE<; TIlV fllJEPO MVW Tile; OVWPIIJOTIl1Oe; Tile; V£q>pIKf]e; 0000 
ontKKpiOIle;. Eq>ooov 01 IlAIKIWfJ£VOI OOSEVEie; [ivOI mSovoT£pO va nopouOIorouv fJ£IWfJtV'l 
V£q>PlKi'] AmouPvia, 80 nptml va ooSEi npoooxf] OTllv mlAovf] T'le; 000'1e; KOI IJnopEi va Eivol 
Xpf]OlIJ'l 'l nopoKOAoOS'lOll l'le; V£q>pIKi']e; Amoupvio<;. 

METa ana xopf]Y'lOil ono TO OTOfJO OIJO�IKIAiV'le;/KAof3ouAoVlKOO o�toe; OE uYIEie; OVOpEe; KOI 
YUVOiK[<;, TO q>uAo O£V nopOUOIOrEI OqIJOVTlKr'j E niopaOil 0111 q>0PfJOKOKlVrJTIKf], [iTE Tile; 
O�O�IKIAivIle;, [iT£ TOU KAo(3ouAoVIKOU o�toe;. 

H OUVOAIKf] Ko8apoll Tile; OfJO�IKIAjvlle;lTou KAol3ouAoVIKOU o�to<; OTOV opo IJ£lWVE1OI KOi' 
ovoAoyio fJE Tq fJ[IOufJ[Vil V£q>PIKf] A£Iloupyio. H fJ£iwo'l HIe; KOSOPO'lS TOU q>OpfJOKOU £ivOl TIlO 
tKoilAil YIO lllv OIJO�tKIAiv'l OE oxtail IJE TO KAof30UAOVIKO o�O K08we; plow TIl<; VEq>pIKf]e; 0000 
ano(3oMETOI fJEvoAOT£pO nooooTo OIJO�IKIAiv'l<;. Luvmws, 0111 V£q>PIKr'j ouoM.lTouPVio, 01 
OOO£lS nptnEI va npoAolJf3ovouv T'lV oOKonil ouoOWPEUO Il a�o�IKIAiv'l<; KOI va OI01'lPOOV 
nopoAAr,Aa mapKf] mimoo KAof3ouAovtKOO o�to<; (f3Atm nopoypoq>o 42). 

AOS£v£ie; 1-1£ Iln011Kr'j ouoAwoupyia 80 nptml va AOlJl3ovouv 060'1 fJE npoooxf] KOI SO nptn£1 
va nopoKoAouS£iTOI 'l 'ln01IKf] Amoupyio ova TOKTO OIOOTf]IJ01O. 

VIO Trlv oacpaAuo 

M'l KAIVIKO OEOOl-ltvo 
IJE,\£n<; q>oPl-loKoAoyioe; ooq>dMloe;. YOVIOIOTO�IKOT'lTOe; KOI TO�IKOTIl1OS OTIlv ovanapOYWYIKr'j 

M£Atw; TO�IKOT'l1Oe; mavoAIlTTTIKWV 060Ewv nou npOYIJOTOnolf]8'lKOV O£ oKuAoue; fJE 
aIJ0�IKIAiv'l/KAo(3ouAovIK6 o�u, K01OOEIKVUOUV YOOTPIKO EPE8101J0 KOI tfJETO KOI 
onoXPWI-I0TlOIJEV'l yAwooo. 

8t.V tXOUV ol£Ŋax8Ei IJEAtTES KOpKIVOytVW'lS IJE TO DvolJO npoTOVTOe; r'j TO OUOTOTIKO TOU. 
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6.l':; YEn-E.4250-J3/4 

(24u) 

6. <PAPMAKEYTlKEr nI\HPO<POPIEr 

6.1 KmoAoyo<; (KOOXWV 

6.2 AO'UtJf30TOT'lH<; 

6.3 Y1(:lpK[la Zwl')<; 

6.4 IOIOiHP[<; npoq>uAo[[I<; KOHl HIV q>UAa['l TOU npo'iovTO<; 

6.5 <l>uO''l Kat O'UO'TOTIKO TOU n£p1iKT'l 

6.6 IOIOiHP[<; npoq>uAo[[I<; cmOpp1lV'1<; Kat 6Mo<; XUPIO'PO<; 

KOlJio £I01Kg UTTOXP£WOIl 

EAtYXETE on TO O<PpOYIOIJO E[VOI 081KTO TTplV OTTO H] XPhOIl. AVOKIVEiTE H] <ploA'1 YIO va 
iEKOMgOEI 11 KOVI<;. npo08tOT£ VEPO (OTTW<; EVOEiKVUTOI TTopaKOTW), OVOOTPE4JTE KOI 
ovaKIVgOT£ KoM. EvoMoKTIKO YEI.JiOTE Til <ploAIlIJE VEPO IJEXpl Aiya TTOPOKOTW OTTO Til XOPOYg 
OTIlV ETIKtTO H)<; <ploAI1<;, OVOOTPE4JTE KOI OVOKIVgOTE KoM. 2:TI1 ouvtXElO YElJioTE IJE VEPO 
OKPI!3W<; IJtXPI Tr] XOpoyg, OVOOTPE4JTE KOI TToAI OVOKIVgOTE KoM. 

AVOKIVgOTE KoM T'1 <ploA'1 TTplV OTTO Ko8E 060'1. 

7. KATOXOr THr AAEIAI: KYKJ\O<l>OPIAI: 

S. API0MOI:(Ol) AAEIAI: KYKJ\O<l>OPIAI: 

9. HMEPOMHNI A npOTHI: ErKPII:HI: I ANANEOI:HI: THI: AYEIAI: 

10. HMEPOMHNIA-ANA0EOPHI:HI: TOY KEIMENOY 
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EVOAIKE( (<!lOBOI 

HAIKIW\JtVOI 

66 YErl-E.42S0-13/4 
(240) 

6.1. 	H n£piArl'.J.lfl XOPOKH1PIOTlKWV lOV npO'IOVlO<; q>0PIJOK£VTlKWV np0'iovTwv nov nEpltxouV 
OPOOTIKO OVOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, AIO'Kio £AEYX6G£v'1C; 
OTTootO'G(UO'I1C; 1000mg/62,5mg/tab opii;ETOI w<; E:r)<; 

1. ONOMAIJA TOY (])APMAKEYTIKOY npo"ioNTOI: 

OvalJO lTpalovTO<; 1000 mg/62.5 mg oloKio £AEYXOIJEVf'J<; OlTootOJJEUOIl<; 

2. nOIOTIKH KAI nOI:OTIKH I:YN0EI:H 

Ko8£ oloKia £A£YXOIJEVfl<; oTTaotOIJEUo fl<; TTEPltX£1 Amaxycillin trihydrate lTav OVTlOTOIX£! O£ 
Amoxicillin 5625 mg + Amoxicillin sodium TTOV OVTIOTOIXEi O£ Amaxicillin 437.5 mg + 
Clavulanate patassium TTau OVTIOTOIX£i O£ Clavulanic acid 62.5 mg 

flo TOV TTAr'JPIl KOHlAaya TWV EKMxwv, [3A. TTopoypoq>a 6.1. 

3. 	 (])APMAKEYTIKH MOP(])H 

4. 	 KAINIKEI: nAHPO(])OPIEI: 

4.1 	 0£POTT£UTIKtC; £vo£iS£lC; 

To OvalJo TTpoloVTO<; £vOEiKVUTOI YIO Tllv 8£pomio TIl<; £:wvaoaKalJloKr'J<; lT V£UlJavio<; O£ 
£VriAIK£<; KOI £q>Ē[3au<; IlAIKio<; TOuMXIOTOV 16 owv, TTav TTPOKAr'J8IlK£ r'J TTlOT£UETOI Oll 
TT POKAr'J8f'JK£ oTT6 OV8£KTlKO OTllv TT£vIKIAIvll Streptococcus pneumoniae ([3MlTE TT OPOYPOcpo 
51) 

80 TTptlTO va AOIJ[36voVTOI VTT61j.11l 01 £TIiorIlJ£<; oorlViE<; OVOq>OPIKO IJ£ Hlv KOToMf'JAIl XPr'J0fl 
aVTI!3oKTIlPIOKWV TTOPOyOVTWV. 

4.2 6oO'oAoyio KOI TPOTTOC; XOPrlY'1o'1C; 

01 060'£1<; £Kq>poēavTOI O£ 6AO TO' K£ilJ(va w<; TTpO<; TO IT£PIEXOIJEva OE OIJO:IKIAivIl/KA0!30UAOVIKO 
a:u IJE EroipEOIl 6TOV 01 000'0<; 0IlAwvaVTOI W<; TTpO<; tva IJEIJOVWlJtvo OUaTOTIKO. 

H Mall OVOIJO TTpo'ioVTO<; TTau £TTlAtY£TOI Yla Hl 8Epamia IJla<; IJEIJOVWlJtvrl'; AoilJw:f'J<; 80 
TTptTTEI va AalJ!3ovEI VTT61j.11l 

• 	 To ovoIJEv6IJEVO TT08ay6vo Kal Tllv TT l80vr'J TOV<; wOla81laio 0'£ oVTll3aKTflPIOKOU<; 

TTapoyavTE<; (I3Mm lTopoypaq>a 4.4) 
TIl13opuTflTO KOI TO allIJE1a TIl<; AoiJ.lwrll<; 

Tllv 'lAIKio, TO' [3apo<; KGI Hl V£CPPIKĔ Amaupyia TOU aa8£v00<;, OTTW<; q>aiVETOI TT apOKOTW 

H 8£polT£ia o£v 80 TTptml va EmKT08£i TTtpov TWV 14 qJ.lEPWV xwpi<; £TIavE:tTOall ([3Mm 
TTopaypacpo 4.4. aXETIKO IJE T'lV TTapOTOOlJtVil 8£pomia). 

KOI > 160wv 

LUVIOTWIJEVE<; oom:t<;: 

{:}.uo olaKio OUO q>opt<; Hlv 'llJtpO Ylo £TIn) tw<; OtKO fllJtp(<;. 


16 ETWv. 

nOiOIO < 16 (lWV 

To DvolJo lTpaI6vTO<;; OEV EVOUKVEITOI Ylo TTOIOIO flAIKia<; < 
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KEcp0)..ooTTopivll, Kop[3oTTEvtlJll r'j 1J0V0[3oKTOIJI)· 

8EPOTTEio. 

űIKrj ouo)..mouPylo 

HTTOTIKrj ouo)..moupyio 

T pOTToe; XOPrlVIlQ.IJS 

1'.1'. YETl-EA250- J 3/4 

(240) 

Mv 8EWPEi101 OTTOPOIH)Hl I') OVOTTPOOOPlJoyr'j T 11<; OOOfl<;· 

{J,EV onolH:i101 OVOTTPOOOPIJOYr'] TIl<; 00011<; OE 008EVEiC; IJE Ko80pol') KpEOTlviVIlC; (CrCI) 
IJEyoMmpl') ono 30 mllmin. 

IE 008EVEiC; IJE Ko80POll KpEOTlviVIlC; IJIKPOTEPIl OTTO 30 mllmin, 11 Xpr'jOl') TOU DvolJo TTpo'ioVTO<; 
OEV OUVIOT01OI K08w<; OEV Eivol OUVOlr'j I') OVOTTPOOOPlJoyr'j TI')<; 00011<;. 

XOPr']YflOfl IJE TTPOOOXr'] KOI tJ..£yxoC; HIC; flTTOl1Kr'j<; )..£Iloupyio<; OE TOKTO XPOVIKO OI00Tr'jIJOTO 
([3M:TTE nopoypocpouC; 4.3 KOI 44) 

To DvolJo TTpoioVTO<; TTpoopioE101 YIO xpr'jOl') OTTO TO OTOIJO. 

XOPr']YflOIl KOla H1V tvop!1) EVOC; YEUIJOTO<;, WalE va E)..0XIOTOTTOI1)8Ei I) EVOEXOIJEVI) 
YOOTPEVTEPIKr'j ouoovE!io KOI vo [3E)..TlOTOTTOI1)8Ei fl oTTOPPOCPIlOfl H]<; OIJO!IKI)"ivl)<;/TOU 
K)..0[30U)..OVIKOU o!toc; 

To oloKio DvolJo TTPOIOVTO<; Eivol OIXOTOIJOUIJEVO WOlE vo OTT(:loOUV OE OUO ioo KOIJIJOTIO YIO 
EUKO)..io OTI)V KOlOTTOOl') AUTO O£v tXEI OKOTTO VO IJEIWOEI H] 0001) 11')<; CPOPIJOKEUTIKr'j<; oywyr'j<;, 
KOI 10 ouo KOIJIJOTIO TTptTTEI va )..01J[30VOVTOI TI)V iOlo OTlYIJr'j. H OUVIOTWIJEvrj (001) TOU DvolJo 
TTp610VTO<; EivOI ouo oloKio ouo cpoptc; TI')V qlJtpo 

4.3 AVT£VO£i!£IC; 

YTTEpEUOl08qoio OTIC; OpOOT1KtC; OUOiE<; OE OTTOIOOr'jTTOT£ OTTO TIC; TTEvIKI)..iVE<; r'j OE KOTTOIO OTTO TO 
tKOOXO. 

10TOPIKO ooj3opr'jC; OIJEOIl<; oVTiopOOflC; UTTEPEUOI081l0ioC; (TTX ovocpu)"o!io) OE o)..)..ov [3-
)..OKTOIJIKO TTOPOYOVTO (Tl-X. 

10TOPIKO iKTEPOu/I)TTOTlKr'j<; ouo)..mouPyioC; J..6yw 01J0!IKI)"ivfl<;/K)..0J30U)..OVIKOU o!to<; (J3MTTE 
TTOPOYPOcpo4.8). 

4.4 EIOIKiC; TTpo£looTTolllonc; KOI TTpOqlUAa!£IC; KOla HI XP (HI 

nplV OTT O H1V tvop!1) 8EPOTTEioC; IJE OIJO!IKI)"iVIl/K)..o[3ou)..OVIKO o!u, 80 TTptTTEI va yivEI 
TTPOOEKTlKr'j OIEPEUVI)OI) OVOCPOPIKO IJE TTPOIlYOUIJEVEC; OVTlOP0aElC; UTTEP£UOI081)0ioC; OTIC; 
TTEVIKI)..ivEC;, Ti<; KECP0)..OOTTOpivE<; r'j oMou<; TTOpoyOVTE<; IJE 13-)..oKTolJl) (I3J..£TTE TTOpOypocpou<; 4.3 
KOI4.8). 

_Lo.l3upt<;_KOI_TIt:PŲOW0IgK0-8GVOT'lcp6PEC;' OVTIOpEI6·EI(;-t:Jnepeuola81l0iac;-tovaqml\a!ro) txouv 
ovocpEp8Ei OE 008EVEiC; UTTO 8EPOTTEio IJE TTEvIKI)..ivll. AUTt<; 01 OVTJOpoOEI<; EivOI TTl80VOTEPO va 
EKOI))..w80uv OE oTOIJO TTOU txouv 10TOPIKO UTTEPEUOI081)0ioC; OTI)V TTEVIIO)..ivl) KOI OE OTOTTIKO 
OTOIJO. Eov TTOPOUOlOOTEi IJIO OMEPYIKr'j oVTiopool), I) 8EPOTTEio IJE OIJO!IKI)"ivI)/KAol3oU)..OVIKO 
o!u TTptTTEI VO OIOKOTTEi KOI VO !EKIVr'jOEI KOTO)..)..Il)..1) EvOl\)..OKTIKr'j . 

ITl)v TTEpimwol) TTOU lJio )"oilJw!1) Eivol OTTOOEOElYlJtvo J..6yw IJIKpOOPYOVIOIJOU(wv) 
EUoio8'lTou(wv) OTI)V OIJO!IKI)..jVf), TOTE TTptTTEI VO E!ETooE101 TO EVOEXOIJEVO IJETOCPOPo<; OTTO 
OlJo!IKI)"ivf)/KAol3ou)..ovIKO o!u OE OIJO!IKI)"IVf) OUlJcpwvo IJE TI<; miO'lIJE<; oorwiE<;. 

ITTOOlJoi IJTTOPEi va EIJCPOVIOTOUV OE 008EVEiC; IJE OloTOpoXI't Tf)<; VECPPIKr'j<; )..moupyio<; r'j OE 
aUTou<; TTOU )..0IJ[3ovouv UlV'lMC; 060EI<; ([3J..£TTE TTOPOyPOcpo 4.8). 
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VVWOlWV V'O Tllv OUVIlTIKO 

66 YEn-EA2S0- J 3/4 

(240) 

H OfJO$IKIAivrJ/KAo\3ouAoVIKO o$u 80 npETw va onQ(jlEUVETOI EOV UTIC'lPXEI unovOio AOlfJwooue; 
fJOV01TUpBVWOrJe;. Ka8we; 11 E KoBAworJ EVOe; IAapo(loo0e; E$ov8BfJOTOe; (XEI 0X£TIOT £j fJE OUTBV 
T'lV no8rJorJ J.l£T0 ana XpBorJ OfJO$IKIAjvrJe;· 

H T OUTOXpovll XPBoll oAAonouplvoArJe; KOla Til OIOPKEIO Tile; 8£pondoe; fJE OfJO$IKIAjvll fJTTOPEi 
VO OU$rioEI Tllv mOavoTIlTO EfJ<POV10f]e; oAAEPVIKWV 6£PJ.lOlIKWV OVTlOPOOEWV 

H nopOl£TOIJ(VIl XPBOIl fJnopEi EviOlE vo OOf]VBOEI OE UTT£pOVOTTTU$f] fJll £UOiOOf]TWV 
IJIKpOOPYOVIOfJWV. 

H EJ.l<paVIOf] KOla TrIV £vOP$1l Tf]e; OEpomioe; EVOe; nupnwooue; VEVIKEUfJtvOU EpuOrifJOlOe; 
OX£TIGOJ-lEVO J.lE <pAUKTOIVO J-lTTopEi VO Eivol OUIJTTTWJ.lO VEVIK£UfJEVOU KIlAloo\3AOliowooue; 
EE,ov8riJ-lOlOe; (AGEP) (\3AtTTE nopaypa<po 4.8) H oVTiopoof] OUTr; OTTOITE! Tllv OIOKOTTr; TOU 
DvolJo TTpo"ioVTOe; KOI OVT£VOEiKVUTOI OTTolooBnoT£ ETTOKOAouSf] Xopr;YIlOf] OJ-lO$IKlAivlle;. 

H OIJO$IKIAivIl/KAo\3ouAavIKo o$u 80 nptml vo XPIlOl\..lOTTOIEiTOi J-lE TTPOOOXI'] OE OOSEVEie; \..1£ 
t VO£l$'l 'lTTOlIKI']e; ouoAmoupvioe; (\3Atm TTOpOvpOq>oue; 4.2,4.3 KOI 4.8). 

HnOTIKO mplOTOlIKO txouv ovoq>£p8Ei Kupiwe; OE opp£v£e; KOI 'lAIKIWJ-lEVOUe; 008EVEie; KOI 
IJnopEI v o  oXETIǡoVTOI J.lE nOpOlETO\..IEVIl 8EponEio HTOIO n£pIOlOlIKO TToAU OTTOVIO txouv 
ovoq>EpO£i OE TTOIOIO LE DAoue; TOUe; nAIlOU0J.l0Ue;. TO OllJ-lEio KOI OUJ-lTTTWJ-lOlO ouvr']Owe; 
£J-l<POViGOVTOI KOla HI OIOPKEIO I'] Aivo \..lOa T'lV SEpomio, oAM OE 0PI 0J-l£VEe; TTEpITTTWOEle; 
IJTTOpEi Vo J-l'lv Vivouv OVTIAIlTTTO J.ltXPI OpK£TEe; E\300J.l00Ee; fJETO HI OIOKOTTI'] Tile; OEpomioe;. 
Luvr'j8we; EivOI ovoarpt4J1J.l0. To IlTTOTIKO m:ploTOlIKO J.lTTop£i vo EivOi oo\3opo KOI OE E$OIPETIKO 
onovlE<; TTEPlTTTWO£l<;, txouv oV0<pEp8Ei 8ovarol AUTOi 0X£oov novTO ouvt\3lloov OE 008EVEie; 
IJE o o\3oPri uTTOKEilJEvIl noOlloll I'] J-lE nopoAIlA'l Ar;4J1l q>0P\..IOKWV 
IlTTOlIKrl TOUe; OPOOIl (!3Atm TTOpOVPOq>o 4.8). 

LUOXETI<0J-lEVIl J-lE OVTl1310TIKO KoAiTlOO tX£I ovoq>Ep8£i 0XEMv fJ£ oAoue; TOUe; OVTI\30KTIlPIOKOUe; 
TTOPOVOVTEe; KOI fJTTOPEi Il !3opuTIlTO Tile; vo KUJ.loivETOI OTTO rimo EWe; oTTEIAIlTIKri v'o Til GWú 
(I3AtTTE TTOPOYP0<p0 4.8). ETTOJ-lt vW<;, £ivOi 01lJ-l0VTIKO VO E$£TO<[TOI TO £VOEX0J.lEVO OUTrie; HIe; 
OIOYVWOIl<; OE 008EVEie; TTOU nopouOIoGOUV OIOPPOIO KOTO Til OIOPKEIO Tile; XopriYIlOIle; 
OnOlWVOrlTTOH OVTI!310TIKWV ú J-lETO ana OUTr; LTIlV mpiTTTwoll TTOU EI.Jq>ovloOEi KoAiTiOO 
OXETIGOJ-lEVIl J-lE TO OVTI\310TlKO. 'l xoPriVlloll OJ.lo$IKIA!vIle;/KAol3ouAovIKou o$to<; TTP£TTEI vo 
OIO K OTTEi 0J-lWO, vo <IlT'l8E! 'l oUJ-l!3ouAr; VIOTPOU KOI VO OPXiOEI 'l KOlOAAIlAIl OEpoTTEio. LE OUTI'] 
Tllv nEpiTTTwOIl OVTEVOEIKVUTOI 'l XPr't01l OVTI nEplOTOATlKWV q>OPJ-l0KWV. 

KOla T'l OH)PKEIO nOpOlETOJ-ltV'le; 8EpOTT£ioe; £VOEIKVUTOI mploOIKr; o$loAoVIlO'l TWV AmouPYlwv 
TWV OPYOVIKWV OUOT'lJ-l0TWV, OUJ-lTTEPIA0J-l!3ov0J-ltvwv T'le; V£q>pIKrie;. 'lnOlIKr;e; KOI 0I1-10TTOIIlTlKri<; 
AEITOupyio<;. 

Lnoviwe; tX£I OV0<pEpOEi ETTlJ.lriKUVO'l TOU Xpovou TTpo8poJ-l!3iv'le; OE ooOEvEi<; TTOU AOJ.l\3ovouv 
O!-lOE,IKIAivrJ/KAo!3ouAoVIKO o$u. eo TTptml vo Eq>OPJ.lOG£TOI KOToAA'lA'l TTOPOKOAouOIlOfj DTOV 
XOPIlVOUV1OI TOUTOXPOVO OVTITT'lKTIKO. EvOtXETOI vo XPEIOOTOUV OVOTTPOOOPJ-lOVte; Tile; Malle; 
TWV A0I-I!30V0J.lEVWV OTTO TO OTOJ.lO OVTlTT'lKTlKWV, WOTE VO OIOlIlPEi101 TO EmOUJ-lIlTO EniTTEOO 
OVTITTIlKTIKOTIlTO<; (\3Atm TTopoypaq>ou<; 4.5 KOI 4.8). 

/)"EV OTTolTEiTOI OVOTTPOOOp!-Ioyr; Tile; 00011<; TOU OVOI-IO TTpoToVTO<; OE OOOEVEie; !-IE Ko80po'l 
K PEOTlvivll<; (GrGI) J-lEyoAUTEP'l OTTO 30 mllmin. To OVOJ.lO TTpoIoVTO<; OEV OUVIOTaTOI-OC' 
00 8EVEi<; !-IE KOOOPO'l KPEOTlviv'l<; J-lIKPOTEP'l OTTO 30 mllmin. 

LE OOOEVEie; J-lE J-lEIWJ.ltV'l TTOpOyWYr'] oupwv,TToAu om:ivlo (XEI nopoHlP'l8Ei.KpU01OAAoupio 
Kupiw<; I-IE TTOPEVTEPIKr'j 8Epomio. KOla HI XOPI']YfJOfj u4JfJAwv OOOEWV OI-lO$IKIAivll<;, 
EVOEiKVU101 11 l'lIOTr'jPfJOfJ EnopKOUe; TTpooA'l4JrJe; UVpwv KOI nopovwyB<; oupwv Y'O vo J-lEIW8Ei Il 
mOavOTfJTO 0XfJIJOTl0I-l0u KpuoroAAwv oJ-lo$II(IAiv'l<; OTO OUpo. LE OOOEVEi<; J-lE OUpOKOOETBPE<;, 
80 nptml vo T'lPEiTOI 1OK1IKO<; tAEYX0<; \3OlOTIlTO<; (\3Alm TTop6ypoq>o 4.9). 

KOTO Til OEpomio \..1£ O\..lO$IKIAivll, 80 TTptml vo XPfJOIJ-l0TTOIOUV101 EVGUI-IOTlKt<; 1-1£00001 \..1£ 
oE,ElOOOfJ TIl<; VAUKOGIle; KOHl TOV tAEVXO v,a TTopouoio VAUKOGfJe; 010 oupo mool'] lVEUOWe; 
OETIKO onOTEAtOJ-lOTO J-lTIOpEi vo TTapOUOIOOTOUV \..IE 1-111 EVGUfJOTIKt<; J-lEOOOOUe;. 
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l\oblJ3aVO)..!Eva orrO TO OTOWO OVTITIOK IIKO 

roǌ,ouxia 

l'1I00TOVPOUIJEVE<; OVTlOpaOEI<; IJE 

E nolJtvwe;, SETIKO onon:AtOIJOTO 

D..D.. YEn-E.4250- J 3/4 
(240) 

H nopouoia KAof30UAOVIKOU o�to<; OTO OVOIJO npo'lOvTO<; IJTIopEi vonpbkoAtoEIWI EIOIKI) 

ouvOWll l gG KOI AE uKwlJOTivll<; IJE Epu8pOKUTTOPIKt<; IJEIJf3POVE<; KOI va OOIlYriOEI OE tjJEu61'j 

6E1IKO EAEYXO Coombs 


Ynopxouv ovo<popt<; SE1IK0)\I onOTEAWIJO IWV IJE TO TEOT Bio-Rad Laboratories Platelia 

Aspergillus EIA OE OOSEVEr<; nov AOlJj3avouv OlJo�IKIAivll/KAoj3ouAovlKO o�u, 01 onolol 0111 

ouvtXElO j3ptSIlKE OTI OEV Eixov AoilJw�1l ono Aspergillus. 

nOAvooKXOpiolO KOI nOAuq>ovpOVOǊE<; nov OEV nou OEV 11£pltxovv Aspergillus I-'E TO TtOT Bio­


Rad Laboratories Platefia Aspergillus EfA txouv OVO<PEpSEi. 

OOKIIJOOlWV OE OOSEVEi<; nov AOlJl3ovouv OlJo�IKIMvIl/KAoj3ouAoviKo o�u 80 npt11£i vo 

EPIlIlVEUOVTOI IJE npoooxl') KOI va ETIlj3Ef3010vovTOI JJE aM£(; OIOYVWOTIKte; IJE860ov<;. 


AUTO TO q>0PIJOKEUTIKO npoIov 11£pltXE129.3 mg (1.3 mmol) vOlplou avo oloKlo. H 

npoEloonoilloll OUTri So npt11£l vo AOlJj3ovETOI unotjJll ono 008EVEie; nov OKOAOVSOUV oiono IJE 

EAEYXOIJEVIl 11£plEKTIKOTIlTO OE vcnplo. 


4.5 AM'lA[TTlop6oEI2 I1E aMa cpapJJaKEUTIKa npo"i6vTa KOI 6ME2 JJoPCPt2 
aM'lAE niopao 'lS 

I\OIJJ3oVOIJEva ono TO 0101-' 0 OVTITIIlKTIKO KOI TIEVIKIAIVOUXO OVTlj310TlKO tXOUV XPllOlIJOnOlll8Ei 
EUptW<; OTIlV npO�Il xwpi<; OVoq>opt<; oMIlAETIIOPOOll<;_ OOTOOO, 0111 J3lj3AIOypoq>io unopxouv 
m:pITTTWOEI<; OV�lllJtvou OIESVOU<; KovovlKOnOllllJtvou AOYOV OE OOSEVEle; rrov OUVTIlPOUVTOI IJE 
ArllVIl OKEVOKOUIJOPOAIl<; I) l3opq>oplvIl<; KOI OTOU<; orroloue; XOPllYEhOi tva 0XI)IJO OlJo�IKIAivIl<;· 
LE m:pimwOll nou EivOi onopoiTIlTIl 11 oVYXOPI)YIlOll, So npErrEI va rropOKOAOUSEiTOI 
rrpOOEKTIKO 0 XPOVO<; npoSpolJJ3fVIl<; r) 0 oIE8vr)<; KovoviKOrrOIIlIJEvOe; Myo<; IJE lllv npo081')KIl r) 
Hlv onooupOIl TIl<; OlJo�IKIAivll<;. ETIlnAtov, EVOEXnol va EivOi orropoiTIlTE<; ovonpoOOplJOYE<; 
TIl<; 06011<; AOIJj30VOIJEVWV orro TO OTOIJO OVTlnllK1IKWV (j3At11£ rropoypoq>ou<; 4.4 KOI 4.8). 

01 nEviKIAivEe; EvOtXETOI va IJEIWOOUV Tllv tKKPIOIl IJESOTPE�oTIl<;. YEYOVO<; nou npoKoAEi 
EVOEXOIJEVIl OU�Il01l TO�IKOTIlTOe;. 

H avyxopr)YIlOIl IJE npol3Evwloll OEV OUVIOTOTOL H npoj3EvwfOllIJElWVEI Til VEq>PIKr) 
OWAIlVOPIOKr'J orrEKKploll TIl<; OIJO�IKIAivIl<;. H ouYXOPriYIlOll lJE rrpoj3EvwiOll l JrrOpEi vo OU�I')OEI 
KOI va ETIlIJIlKUVEI TO Errf11£:oo OlJo�IKIAivll<; OTO oilJo oMo 0XI TOU KA0J30UAOVIKOU o�to<; 

4.6 Ku'lO'l KOI yoAouXia 

MEAtH:<; OE ǋwo OEV KOTtoEI�OV 0IJWE<; rl tIJIJEOE<; ETIlKivoUVE<; EnITTTWOEIe; OTIlv EYKUIJOOuvIl. 
OTllv avomut;'1 TOU E!Jl3pUOU, OTOV TOKETO ri OTIl IJETOYEVVIlTIKf') OVCITTTU�Il (j3At11£ nopoypmpo 
5.3). nEplOplOjJtvo OTOIXEio 0XETlKO 1-'£ Til XPrioll OIJO�IKIAiVIl<;/KAoj3ouAovIKOU o�to<; KOla HI 
OIOPKEIO TIl<; KUr'JO£W<; O£ ov8pwnoue; OEV unooEIKvDouvou�IllJtvo Kivouvo OUYYEVWV 
OI0I.l0PTlWv. LE jJlO I-'0VO !-lEUTIl OE yUVOiKEt; 1-'£ rrpowpo TOKETO, nopOT'1Pri81lKE OTI 
npoq>vJ.,oi?TIKr) oywy!'J \-IE a!-lO�IKIAiv'1/KAoj3ouAavIKO O�UlJrropEi va .0VOXETIOTEt IJE OU�'1fltvO., 
Kivovvo EAKOVEKPWTlKI)<; EVTEPOKOAiTlooe; TWV VEOYVWV. H XPriOIl nptnEI va onoq>EUYETOI KOHl 
Til OIOPKEIO TIl<; KUrJOrJ<;. EKTOe; EOV 8EWPEiTOI onopaiT'1TIl orro TOV YIOTpO. 

KOI 01 auo ouoire; onoj3oMovTOI OTO IJIFPIKO YOAO (TinoTO OEV EivOi YVWOTO ylO TI<; £TIIOpdO£l<:; 
TOU KAoj30uAaviKOU o�tos OTO f3PEq>OC; nou 8IlM¬EI). 2:UVETTW<; , OTO J3ptq>oc;: nou 8IlM¬EI EivOI 
m6avr) 11 EIJq>OV101l OIOPPOIO<; KOf IJUKrITIOOlKǍ<; AoilJw�lle; TWV I3AEvvoy6vwv, on6TE IJnopEi vo 
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! l\oll.JWe.£1( nOPooITWO£l(: 

YnqŽovdnTU�!) I:!!J woi08r]1wv 0PYOVIOjJWV AyvwOl"Ų 
b.IOlOpoxtc allJOnOlnTlKOU AW(J)IK00 OUOll'lUOlOC 

(oulJmpl.Aal:!ųav0l:!tvŴs ouo£Tqžom:v!o<;) 
ŵe0I:!�OKUTTO eonEvia 
�1��II:!!) OKO!(KloKUnOpOIlJio 
ŶI:!0AUTIKŷ ovall:!io 

b.IOlOOOX'tc avoOOnOmTlKOU OUOH;UOlOC IV 
AYYEIOVWPWTIKO oIOIlHO 
AvmpuAoe.io 
�VOpOIJO 0l:!0la£;ov j.JE oeov()Ź 

ooxtc VWPIKOU ouoTl'luOTOc 
ZOAn 
�E<poAaAyio 

AVOGTptWIIJIl Un£POpooTIlPI6TIlTO 
l:nooj.Joi2 

b.IOlooovEC VOOTO£VT£DIKOU OUOTl'lUOTOC; 

b.IOe�oIO 
NOUTi03 

dAvoe. 
ŻEI:!£TO<; 
b.uon£tpio 

0X£TI�6tJEV� I:!£ aVTI!310TlKO" 

l:ndvIE<; 
AYVWOTIl 
AYVWOII] 

AYVWOTr] 
AYVWOTI] 
AYVWOTIl 

OXI OUxvtC; 
OXIOUXVtS 
AYVWOTź 

ouxvtc; 
LUXVtC; 
l:uxvEC; 
OXI cruxvtc; 
O. I OUXVt<; 
AYVWOTIl 

" 

I 

L'l.L'l. YEn-E.4250-]3/4 
(24a) 

XP£lOOT£i va oloKon£i a 81lAoojJ6<;. H ojJo;IKIAlvIl/KAol3ouAovlK6 o;O 80 nptml va 
XPIlOljJonol£iTOI Hovo KOHl Til oldpKElO TOU 81lAoojJou jJ£TCl anD o;loMYIlOll TOU o<ptAOU<;/TOU 
KIVOUVOU ana TOV 8£pdnovTO Y1OTpO. 

4.7 Emopaow; onlv IKaVOI'lTO OOIlY'lOJ")1) KaJ XElPIOJ.'OU J-IflxavWV 

b.£v npoYjJOTonol�8llKOV jJ£AtT£<; 0X£TlKd jJ£ TI<; £TTlOpdOEI<; OIIlv IKOVOTIlTO OO�Yllo'1<; KOI 

X£IPIOIJOU Hf"]Xovwv. OUlOOO, £VOtX£TOI va nopouOIoOTOUV oV£TT18uIJIlT£<; Evtpy£IE<; (n.x. 

OMEPYIKt<; OVTlopdo£J<;, <oAf"], onooIJ0I), 01 onol£<; Hnop£i va £TTf"]P£OOOuv Tf"]V IKOVOTf"]TO 

oORYlloll<; KOI X£Jp10IJOU IJIlXOVWV (I3Mm nopoypoqlO 4.8). 


4.8 Avun8uJ.''lTEC; (vipymc; 

01 nOlo ouxvd ovoc.pEp8£10£<; OVETTl8ulJf"]T£<; £VtpY£I£<; (AE) £iVai OIOPPOIO, vouTlo KOI tjJ£TO<;. 

01 AE ana KAIVIKt<; OOKlj..It<; KOI 1-l£T£YKpITIKr; nopoKOAou8f"]of"] I-l£ TO OVOJ..lO  npoIovTO<;, 

TO;IVOjJr'J8IlKOV oUjJc.pwvo I-l£ TIlv KOlf"]yopio opydvou ouoniIJOlo<; KOTO MedORA KOI 

nopOl18£VTOI nopoKoIW. 


ria lllv TO;IVol-lllof"] TWV oV£TTl80l-lllTWV £VEPY£lWV XPf"]OIjJonoltj81lKOV 01 napoKoTw opoAoyiE<;. 

noA0 ouxvt<; (�1I10) 

Iuxvt<; (�1/100 tw<; <1/10) 

OXI ouxvt<; (2'1/1.000 twe; <1/100) 

IndvlE<; (ű1/10.000 tw<; <111.000) 

noA0 onovl£<; «1/10.000) 

AyvWUlll OUXVOTrjTO (o£v IJnop£1 va unoAoYloTEi ana TO 0108tolIJ0 OEOOJ..ltVO) 

KOI 
, BAEvvoyovOO£PIJOlIKr; KOVTlVTioorj l:uxvt<; 

TOU KOI TOU 

Avaolpt4J11-lf"] AWKon£vio l:novl£<; 


.__ . 

nOpOT£TOlJtvO<; XpOVOŸ oljJoppoyio<; KOI AYVWUlf"] 
• Xpovo<; npo8poIJl3lvf"]<; 

TOU 

AYY£IOKr; um:p£u0108f"]0lo AYVWOTf"] 

b.IOlo TOU 

... 
-' . .: . .AyvwC"Til r 

. TOU 
i noAO ...__.. 
i 

K01AIOK6 

, 
żoAiTl50 TO 
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r'j AL T EX£! olJl.I£lw8£i OE ao8£v£lC; TTOU EAaJ30v OVTlJ3 IOTIKO 

TPOAUTWV. 

LlIOfJ£01] vEcppi T lOa 
KQuOTaMouPia 

____ -.--------'--'----'-------. --- ---�-.... __i 
4.4 

LU)JTTTWIJOTO KOI or)!JEio UTTEpooooAoyioC; 

8£pOTlEia OOAOTOploooC; 

TTOpOypO<po 4.4) 

66 YEfl-E42S0-13/4 

(240) 

Kal TOU uTTo06 I 

milloa 

Lllora a t TWV V£ WV KOI TWV OU 0 

.. 

BAtm TTapoypmpo 
2 BAtm TTapoypmpo 4.4 
3 H vauTia oX£Ti�£ral OUXVOT£pa fJ£ UljJIJAOT£PEC; 060£lC; AafJJ3aVOI-/£v£C; OTTO TO OTOl.la. Av Of 
yomp£vTEp IKEC; olOTapaxtc; £ivOi EKOIJA£C;, IJTTOPOOV va TT£PIOPIOTOUV 1.1£ TIJ MljJ lJ TOU OVOl-/a 
TTpoIoVTO<; OT IJV OPXr'j TOU y£UI.IOTO<;. 
4 LUI-/TTEpIAaI.lJ3oV0I.IEVIJC; T'1<; ljJEUOOfJ£I-/J3pavwoouc; KOArTIOO<; KOI T'1<; OI I.l0PPOYIKr'j<; KoAiTlOO<; 
�J3AtTlE TTopoypmpo 4.4) 

Mia I.ItTptO oOĭ'1olJ OE AST KOI / 
KOT'1yopia<; J3-AOKTOI-/'1<;, aAM IJ 0'11-/0010 OUTWV TWV wp'1l.1ciTWv EivOi OYVWOT'1. 
6 AUTt<; 01 OVETTl8UI.IIJT£<; £VEp y£l£<; tXOUV 0'1I.1£lw8E1 IJ£ oM£<; TT£VIK IA iVE<; KOI KE<poAOaTTopiv£C; 
�J3AtTTE Tlopoypa<po 4.4). 

Av avo<pEp8Ei OTTOIOOr'jTTOT£ O£Pl.lanKr'j oVTiOpaolJ UTl£pwOI081]0im;. '1 8Epomio 8a TTpETT£1 
vo OIOKOTTTETaI (J3Atm TTopaypOepo 4.4). 
a BAtTl£ TTopoypaepo 4.9 
9 BAtm Tlapoypmpo 4.4
10 BAtTlE Tla a 0 

4.9 Ym:pooaoAoyia 

MTTOpci va ElJepOVIOTOUV YOOTP£VTEPIKa OUIJTTTWI-/OTO KOI olorapaxr'] TOU looĮuyiou uypwv KOI 
'1AEK TPOAUTWV. 'EXEI TTOPOT'1P'18E1 0 XIJI.IOT101.I0<; K PUOTOMwv OI.lOįIK IAiv'1<; OTa oupa, O OTloio<;. 
EviOlE, oOIWEi OE VE<PPIKr'j ovmopKEIo (I3AtTlE TTopciypoepo 4.4). 

ITTOOl-/oi IJTlOpEi va £1.I<pavloTouV O£ 008£v£iC; I-/E olOTopaxr'j T'1C; VE<PPIKr'jC; AElToup yiac; İ OE 
OUTOUC; TlOU A0I.IJ3ovouv UljJIJAtC; 060EIC;. 

'EX£I ovaep£p8Ei OTlIJ OI.l0ıIKIAiv'1 K081�civ£I OE oupoK08ETr'jPEC;, KuplwC; I.IETO aTTo EVOO<pAtJ3I0 
XOPrlY!lO'lIJEyOAWV ooo£wv. 80 TTptn£1 va T'1P£lTOI TOK TlKO<; tAĲYXQc;J3OToTrJTaC;mAtm ' 

To yaor p£vT£PIKO OUI-/TTTWIJOTO I-/TTOPOUV VO OVTlI-/£TWTTlOTOUV OUI.ITTTWI-l0 TlKO. iSfvOVTa<; 
TTPOOO Xri o ro too<uYlo vEpou/IJA£K 
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IX£oo 

MOXOVIOiJoi oVlioTOOI)c; 

IrllJEio OIOKOm)c 

Haemophilus 

Staphylococcus L . 
� 

pneumoniaeJ 
O.�_�.----'-________ -.L ____ 

>-=2 __ 
ŐOl OVO<PEPOPEVES TI\.ltS ['VOl VIO TIS oUyKEVTpWOEIS A\.lOő'KIAivI]S. rio TOUS OKonous TWV _Œœ 

I'll'lYEn-E.4250-J3/4 
(240) 

H OfJO IKIAivIl/KAo!3ouAovIKO O U fJnopEI vo OnOJ.loKpuv9Ei ana lllv KUKAO<poplo J.lE 
OlfJOKo80po11 

5. 	 Cl>APMAKOAOriKEI: 1.610THTEf 

5.1 	 Cl>apXoKo6uvOJ.lIKtY 1616TI1n:Y 

<t>oPfJOK08EpomUTIKr'j KOHlyoplo: LUVOUOOfJoi nEvIKIA1VWV, oUlJnEprAolJ!3oVOI.Jtvwv TWV 
OVOOTOAEWV j3-AOKTOlJaOIlS, KWOIKOS ATC: J01CR02 

H olJo IKIAivll EivOI J.lIO IllJlouv8£T1Kr'j mVIKIAivll (OVTI!310TIKO IJE !3-AoKTcilJll) nou ovooTtMEI tva r'j 
mploooT£PO tV�UIJO (ouxvo ovO<ptpOVTat wS npWTEIVES OUVOEOIlS TWV TIEVIKIAlVWV, PBP) mil 
!3loouv8£T1Kri 000 HIS j30KTIlPIOKriS mTITlooYAuKciVIlS, 11 onolo onOTEAEi ovonoonOOTO OOfJlKO 
OUOTOTIKO TOU !30KTrIPIOKOU KUTTOPIKOU TOIXWJ.lOTOS. H OVOOTOM! TIlS ouv8WIlS 
mnnooYAUKOVIlS oOIly£i OTIlV onOOUVOfJWOll TOU KunoplKOU TOIXWfJOlO<;, 11 onoio ouxvci 
OKOAOu8(iTOI ana KunopoAuoll Kat 9civOlO. 

H OfJo IKIAiVIl EivOI woio81lTIl OTllv onoOOfJIloll ono !3-AOKTOfJOOES nou TIOPOYOVTOI ono 
OV9£KTlKO !30KTr'JPI0 KOI, EnOfJ£VWS, o£V EivOi OPOOTlKr'j ono \.lOVIl TIlS tVOVTI OPYOVIOfJWV nou 
TTOPOYouv T£TOIO £v�u\.lo_ 

To KA0!30UAOVIKO o u Eivol fJlO !3-AoKTci\.lll nou oxni<nOl OOlJlKci IJE mVIKIArvES. Amv£PyonolEI 
0PIOfJ£VO tV<UfJO TIlS j3-AoKTO\.lOOIlS onOlptnovTos. ws £K TOlJTOU, TIlv OOpoVOTIoillOll TIlS 
OfJo IKIAiVIl<;. To KA0!30UAOVIKO o u fJE\.lOVWfJ£VO o£v OOKEi KAIVIKO XPriollJIl oVTI!3oKTIlPIOKr'j 
miopooll· 

8EWPEiTOI OTI EivOi 0 

PKlPD 

o XpovoS OVW TIlS E;.aXIOTIlS OVOOTOATlKf)S oUYK£VTpwOllS (T>MIC) 
fJ(j<wv K080PIOTlKOS nopciyovTOS onOTEAwlJoTlKOTIlTOS YIO TIlv OIJO IKIAivIl. 

01 OUO KUPIOI fJllXOVIOlJol oVTioTOollS oUlv OIJO IKIAivIl/TO KA0!30UAovIKO o u £ivol: 

• 	 Aopovonoilloll ono EKEfvES TIS !3oKTIlPIOK£S !3-AOKTOfJOOES nou OEV ovomtMovTOI 01 
iOI£S ano KA0!30UAOVIKO o u, OUfJnEpIAOfJj3oVOIJ£vwv TWV KOTIlyoPIWV B. C KOI D. 

• 	 Mno!3oAri TWV PBP, 11 onoio IJEIWVEI Til OUYY£VEIO TOU oVTI!30KTIlPIOKOU nOpaYOVIO YIO 
TO OTOXO. 

H 1..111 OlompOlOlllTO j3oKTI1Piwv r'j \.lllXOV10I·lOi OVTArOS EKPOr'jS \.lnopd vo npOKOAEOOUV 
!30KTrlPIOKri OVTioTOOll f) va ouvTEAtOOUV OE OUTf), 1010iTEpa OE Gram-OpVIlTlKci !30KTr'jPIO. 

To oq\.lEio OloKonr'js MIC YIO lllv O\.lO IKIAivIlJTO K.A0j30UAOVIKO o u EivOI EKEivo HIe; EupwnO'!Kr'jS 
EnlTponr'jS YIO TOUS AVTllJlKpoptOKOUS El\tyxouC; EUCiio8ljoia<; (EUCAST) 

infiuenzae s; 1 > 1 

fjureus :s; 2 > 2 
Moraxella catarrhalis ::; 1 - > 1 

Streptococcus L ::; 
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O_A _U _TEżp_l],- o_n_ o_1_0_X_o. 

tW�11] fJtVIOI'l OUVKtVlPW0'l OlO rrMo!Jo(T max) OE 

Luv!'l8w( fuaio8ŷTo (jQn 
A(poŸlol b!lKQOOQYOVIOl:!oi 

A(po§IOI Gram-oQv!JTIKOI !::lIKQOOQvOVIOb!oi 
influenzae

2 

Eiol1 YIO I) (niKrmn oVTioTOon unooEi nDoŹAffilo 
AEQOźIOI Gram-opvrTIKo( !::lIKQOOQvOVIOIlO[ 

Evool:(VWS; oevOVlollof 
�-

Aq:,)O§IOI Gram-oQv!JTIKO[ bllKQoOQyovlo!:!oi 

IJIKPOOPYOV1O!:!0[ 

-

t_.L£-,Y,- __________ �. 

AnoppoCPlJoO 

66YEI1-E.4250-13/4 

(240) 

o £1lITIOAOOIJO� oVTiOlOOrJ� (VO(XOlJtvw� nOIKiA£1 OVaAOVO IJ( lrJV n(pIOXr'J KOI TOV XPOVO YIO 
£n1A£YIJ£VO (forJ KOI rJ TOnlKr'J nAllPOq>OPIloll OX(TlKa J.I( lrJV oVTioTOOrJ (ivaI (nl8uIJIlTrl, Kupfw� 
KOla Til 8(pon(io oo(3opwv AOIIJW�(WV. AVaAOVO IJ£ TI� OnOlTrl0£l�, 80 nptrT£l va <IlTEiTOI '1 
OUVOpoJ.lr'J (IOIKOU OTOV 0 TomKo� (nlnOAOOf.lO� oVT!OTOOll� OIOKU(3£lJ£1 T'1 XPIlOlJ.lOTrJTO TOU 
nOpaVOVTO TouMXIOTOV O( OPIOJ.ltVOU� T\jnou� AOIJ.lW�(WV. 

Gram-8H1Koi 
Staphylococcus aureus ((uoio8IlTO�OlIl IJ(8IKIAivll)$ 
Streptococcus pneumoniae 1 

Haemophilus 
MoraxeIJa catarrhalis 

TO onoio va OnOT(A£i 

Klebsiella pneumoniae 

� OV8(KTlKOi 
.--$-.%-&'$-.----.(--.--.--

-�- !-."#. 

Legionella pneurnophila 

Aomo! 
Chlamydophila pneumoniae 
ChlarnydophiJa psittaci 
Coxiella burnetti 
Mycoplasma pneumoniae 

- . _ .  

$ OAOI 01 OV8(KTIKOi OTIl IJ(8IKIAivIl OToq>uAoKOKKOI (ivOi OV8£KIIKOi OTrJV 
OIJOfIKIAiv'l/KAo!3ouAovIKO O�U 
1 AUTO TO OK(UOOJ.lO OfJO�IKIAiV'l�/KAo!3ouAoVIKOU O�£O� (ivOi KOTaMIlAo Via IrJV 9(pomio TOU 
Streptococcus pneumoniae nou (ivor OV8£KIIKO� OT'lV n£vIKIAivll Oll� EVK£KPllJtV£� EVOEffEIC; 
Żovo (I3Mm nopaVpoq>o 4.1). 

LT£A£m J.lE fJEIWJ.I£VIl EUOl081loio txouv ovoq>Ep8Ei OE OPIOl-'tv£� xwp£� Hl� EE fJE oUXVOTIlTO 
0 

__. __ . __ 

OUOTOlIKWV EivOI nopOI-'OIO Kat 0 Xp'OVO_� 
KAo130UAOVIKO o�u £ivO/ mpinou 70% (3100108tOlfJO. To npoq>iA nMOI-'OlO� Kat IWV 000 

H OJ.lO�IKIAiv'l KOI TO KA0(30UAOVIKO o�u olaAUovTOI nAr'Jpw� O£ UOOTIKO OlaAUfJa 1-'£ q>UOIOAOYIKO 
pH. KOI TO Mo OUOIOnKa onoppoq>wVlOI VPrlVOPO KOI )(OM fJtow T'l� OOOU XOPr'JVlloll� ono TO 
OTOJ.lO. H orroppoq>'loll Hl� OfJOfIKIAiV'l�/TOU KAa(3ouAovIKOU o�to� !3EAnoTonolEiTOI OTOV 
A0J.l(3oVHOI oUlv opXr'J £vo� VEUI-'OlO�. METa ano XOPr'JVrJ0'l orro TO OTOfJO, 'l OI-'O�IKIAiv'l KOI TO 

' " 
KaEkTTEpimwoŽ dvol IT£pirrou J.lia WpO. 

To q>0PJ.l0KOKIVIlTIKO orrOlEA£oJ.lOlO rrou tXOUV EniTEUX8£[ VIa I'lV Ol-'o�IKIAivIl KOI TO 
KAof30UAOVIKO O�U J.lHO orro XOPrlYIlOll OVOJ.lO npo'iovTO� (2 x 1000 mg/62.5 mg £q>orro� ooo'll 
O£ uVIEi� Evr'JAIKE� KOHl IrJV tvoP�Il £VO� V£OJ.lOTo� nopOTf8£VTOI rropOKCHW 
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KOlOVOlJri 

BIOIJ£TOOXOI-'O TlOIJOC; 

Arro§oM 

tItI YEn-E.42S0-J3/4 
(24u) 

XOPIlVOUI-I£ vo 
q>0Pf.l0KWTIK6 rrpolov 

OVOI-IO rrpoI6vTOe; 
1000/62.5 mg x 2 

OVOI-IO rrpoI6vTOe; 
1000/62.5 mg x 2 

NO -lJ.EV uTToAoVIOTIlK£ 
* Mtoll TII-I- (£UpOe;) 
A 10 MIG 4 m II 

T1/2 
(h) 

1.27 
± 0.2 

1.03 
± 0.17 

H 1J0pq>r) TTOPO T£TaIJEVIle; o TTootOI-lWolle; OVOI-IO rrpoIOVTOe; tXEI tva I-I0VOOIKO TTpOq>IA PKlPO. 
H T>MIG TTOU £rrl T£ux8IlK£ IJ£ TO OVOI-IO TT poI6v TOe:; O£V IJTTopd va £TTITWX8£i \J£ TIlV iOlo 00011 
£voe; OloK iou OI-l£Ofle; oTTootOIJ£UOIle:;· 

n£pirrou 25% TOU OUVOAIKOU KAo!3ouAoVIKOU o�toe:; OTO rrAOo\Jo KOI 18% Tile; OUVoAIK-e:; 
a\JO�IKIAIVfle:; OTO TTAOo\JO ouvOt£TOI 1-1£ rrpWTtiv£e:; 0 £1-I<POV-e; 0VKOe:; KO TOVOIJ-e:; £IVOI TT£pirrou 
0,3-0,4 I/kg Via Tll v  O\JO�IKIAivIl KOI rr£piTTou 0,2 mg VIO TO KAo!3ouAoVIKO o�u 

M£TO ono £vOo<pM!3lo XOP-VIlOIl TOOO 11 OIJO�IKIAIvll 000 KOI TO KAo!30UAOVIKO o�u !3 pt8IlKOV , 
GTIl xoAIl06xo KUOTIl, O£ vomplKo 10TO, OTO OEPI-IO, 010 Alnoe:;, O£ I-IU"iKOue:; IOTOUe:;, O£ 
ap8 pOOI£AIKO KOI mplTOVOIKO uVPO, mil xoAr) KOI a£ rruo v. H O\JO�IKIAfv'l O£v KomvtlJ£TOI 
IKovonOlllTIKO OTO EVK£q>oAovwnoio uVP6. 

Arro IJ£Atn:e:; O£ ³wa O£V urropxouv £vo£i�£le; Via O'lIJOVTIK- KOlOKPO TIlO'l moue:; 10TOUe; UAIKOU 
TTOU npotpX£TOI O TTO TO q>op\JaKo VIO OTTOloo-rrOT£ OUOTa TIK6. H OIJO�IKIAiVIl, onwe; 01 
mplooOT£p£e; n£VIKIAfv£e;, I-Irrop£i vo oVlxvw8£i OTO IJIlTPIKO voAa. LTO IJ'lTPIKO voAo I.mopouv 
miOlle:; vo £v TomoTOuv IXvll KAo!3ouAoVIKOU O�EOe; (!3Atm rropovpo<po 4.6) 

H aIJO�IKIAIVIl orro!3oAA£TOI £v IJtP£1 om oupa we; ov£v£PVo TT£VIKIMo"iKO o�u O£ nooo TIlT£e; TTOU 
IOOOUVOlJouv j...ItXPI 10 EWe; 25% HIe; OPXIK-e:; MOlle:;. To KAa!3ouAavlKo o�u l-I£Ta!3oAl³£ml 
£K THOl-ltvO OTOV ov8pwrro Kal ono!3o.A.AHOI om oupa KOI m Konpavo we:; Olo�£iolo TOU 
OV8pOKO a£ onol3oAAol-I£va OEpIO. 

H KUPIO 006e:; ano!3oA-e; Via Trlv aIJO�IKI.Aivll £ivol IJEOW TWV v£<p pwv, £VW Via TO KAa!3ouAo viKO 
o�u £ivOi KOI IJE VE<ppIKOUe; KOI IJ£ IJIl V£<ppIKOUe; I-IIlXOVIOIJOue;. 

H OIJO�IKIAivll/K.Aal3ouAovIKO o�u EX£I I-IEOIl 1l1-l1žW- oTTo!3oAr)e:; KOla npOOEVVIOrj lJio wpa KOI 
IJEOIl OAIKr'J K080POll KOla rrpOOEVVIOIl 25 IIh O£ UVIr'J O TOIJO. n£plrrou TO 60 EWe:; 70% TIlS 
aIJO�IKIAivlle; KOI rrEplTTOU TO 40 EWe:; 65% TOU KAo!3oUAOVIKOU o�toe; orrol3oMETOI o voMoiwTO 
om oOpa Ka T a Tie:; rrpwT£e; 6 h IJ£TO orro Til xop-Vlloq 1J£IJOVWlJtvwv oloKiwv O vo!Jo npoIOV TOe; 
250 mg/125 mg r'J 500 mg/125 mg . lJ.IO<pOp£e:; IJ£AtT£e:; EXOUV OIOmOTlJJO£1 on 11 oTTo!3oAr'J OTO 
oupo £ivol 50-85% Via Tllv OIJOſIKI.Aivll KOI on6 27-60% VIO TO KAa!3ouAovIK6o�u IJEOO O£ 
OIOOTrIlJO 24 wpwv. LTllv mpiTT Twoll TOU KAo!3ouAoVIKOO o�toe:;, 11 lJ£voAUT£PIl rro06T1lTo TOU 
<paplJoKOu oTTo!3oAA£TOl KOla TIe:; TTPWTEe:; 2 wp£e; IJHO O TT6 Til XOPr)VIlOll . 

H TTopoMIlAIl XPI'}Oll rrp0!3£vwiOIle:; Ka8uoT£p£i TIlv oTTo!3oAr'J alJo�IKIAfvIlo;;, aAM O£v 
Ko9uOT£p£1 Til V£<PP'Kr) arro!3oAI'} KAo!3ouAa vlKoO o�toe:; (!3M;m TTapoVpoq>o 4.5). 
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NE<PPIKIj OUOAElToupylo 

I . .IEIWV£TOI 

HnOTIKrj ouoAmoupyio 

KOT' 

IJ,IJ, YEIl-E.4250-13/4 
(240) 

H rtIJI_W� onof30A�t; HIt; OIJO)IKIAivIlt; ElvOI nopOlJolO ora nOlold rtAIKiot; 3 IJI"lvWV mplnou twt; 
2 £TWV IJE TO I-'EyoAlmpo nOlolo KOI EVIlAIKout; 2:10 nOAO vEOpd nOlDlo (m:pIA0I-'f3oV0tJEVWV 
TWV vEOytvvIlTWV) KOTO Hlv nptinll Ef3001-'clOO Tilt; _W�t; TOUt;, TO DldOTrtIJO XOP�YllOllt; OEV eo 
nptnEI va UITEPf30IVEI Tit; 000 <jlOPEt; HIV rtl-ltpo Myw HIt; OVWPtI-'OTIlTOt; Tilt; VE<jlPIK�t; 0000 
ontKKpIOllt;. E<jlOOOV 01 IlAIKIWl-ltVOI OOeEVEIt; Eivol nreOVOTEPO va nopouOlo_OUV I-IEIWJ.1tVr) 
VE<PPIK� AElToupyio, eo nptITEI va ooeEI npooox� OTIlV mIAOY� Tilt; OOOllt; KOI IJnopEi vo EivOi 
XP�OJI-Ill r) nopoKOAOOer)Oll Tr)t; VE<PPIK�t; AwoupyiOt;. 

H OUVOAIK� KOeOpOll HIt; OIJO)IKIAivr)t;/TOU KA0f30uAOVIKOO o)tOt; OlOV opo 
OVOAOY[O IJE TIl I-IEIOUIJEVIl VE<PPIK� Awoupyio. H I-IEiWOll Tr)t; KOeOpOllt; TOU <P0PI-I0KOU Eivol TIlO 
tKOllAr) y'o TIlV OIJOsIKIAiVr) OE oxtail IJE TO KAof30UAOVIKO O)U KOeW<; Jit.aw Tilt; VE<jlPIK�<; OOOU 
onoi3oMETOI IJEYOAllTEPO noooOlo OI-lO)IKIAlvr)<;. LUVEITW<;, Olr) VE<PPIK� OUOAElToupyio, 01 
060£lt; nptnEI va npOAOlJf3ovouv TIlv OOKonr) OUOOWPEUOll 01-l0sIK1AiVr)<; KOI va OIOTIlPOUV 
nopOAAr)AO mopK� EITimoo KA0f30UAOVIKOU osto<; (f3Atm nopoypocpo 4.2). 

AoeEvEit; IJE r)nOTIK� ouoAmoupylo eo nptITEI va AOIJ!3ovouv 060ll 1JE npooox� KOI eo nptnEI 
va nopoKOAOUeElTOJ Il r)nOTIKIi Amoupyio avo TOKTO DIOOT�I-IOTO 

5.3 npOICAIVIKO OEOOJJEVO Via Tl'lv Ou(POAEIO 

Mil KAIVIKO Od)OI-lEVO DEV OnOKOAOITTOUV Konolov EIOIKO Kivouvo Ylo TOV ovepwno IJE 130011 
IJEAETEt; CPOPIJOKOAOyiot; OO<jlOAEIO<;, yOVIOIOTO)IKOTIlTO<; Kat TOsIKOTIlTO<; OTIlv ovonopoywYIKIi 
IKOVOTilTO. 

MEAETE<; TO)IKOTIlTO<; EnOvOAIlITTIKWV oom:wv nou npoYIJOTOnOI�ellKOV OE OKUAout; I-IE 
Ol-lo)IKIAivIl/KAof3ouAoviKo 0su, KOTOOEIKVOOUV yOOTPtKO EPEeJOI-IO KOI (!JETO KOt 
onoxpwlJOTlOIJEVIl yAwoao. 

Mv txouv OtE)OXeEi IJEMTE<; KopKlvoytvEOIl<; IJE TO OVOlJo npo"fovTO<; Ii TO OUOTOTIKO TOU. 

6. <1>APMAKEYTIKEI nAHPO<1>OPIEI 

6.1 KaroAovos EK06xwv 

6.2 AUUJJI30TouITEt; 

6.3 lUOPKEIO Ewfts 

6.4 IOIOfTEPEt; TTpOq>UAOFEIt; Karo H"IV q>UAOF1l TOU npo'i6VTOt; . 

6.5 <1>UUIl Kat UUOTOTIKO TOU TTEPIEKTIl 

7. KATOXOr THr MEIAE KYKAO<1>OPIAr 
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66YEn-E.4250-J3/4 

(24a) 

8. API0MOI(OI) AaEIAI KYKAOQ:lOPIAr 

9. HMEPOMHNI A npnTHr ErKPIIHr I ANANEnrHI: THr A'EIAr 

10. HMEPOMHNIA ANA0EnPHIHI TOY KEIMENOY 
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t.t.YEfl-E.4250-J3/4 
(24u) 

E.1. 	H nEpiAllljJll XOPOKTIlPIOTIKwv lOU npOiOVlO<;; r.pOPfJOKEUTIKW,j npOIOVTWV nou nEprEXOUV 
OPOOTIKO OUOTOTIKO AMOXVCllLlN + ClAVULANIC ACID, K6vl<; ylO (violJJO oloAu!1o tl 
olClAuJ.lo npo<; tyxuo'l 500mgl100mg & 1000mg/200mg opiF[lOJ w<;; E�G<;;: 

1. ONOMArtA TOV Cl)APMAKEVTIKOY npo"ioNTor 

OVOfJO npoiovTO<;; 500 mg/100 mg KOVI<;; ylO EVtOlfJO OI(JAUfJO rl OIOAUfJO npo<;; tyxuOIl 
OVOfJO npoiovw; 1000 mg/200 mg KOVI<;; ylo EVtOlfJO OIOAUfJO ũ OIOAUfJO npo<;; tyxuoll 

2. nOIOTIKH KAI nOrOTIKH rVN0ErH 

KoBE qlloAlolO mpltXEI Amoxiciflin Sodium + Clavulanate Poassium nou OVTlOTOIXE! OE 
Amoxicillin 500 mg KOI Clavulanic acid 100 mg G Amoxicillin Sodium + Clavulanate Poassium 
TTOU OVTIOTOIXEi OE Amoxicillin 1000 mg KOI Clavulanic acid 200 mg 

ria TOV TTAGPrJ KOTOAOYO TWV EK06xwv,I3A. TTOPOYpO<jJo 6.1. 

3. 	 <1>APMAKOTEXNIKH MOPCl)H 

4. 	 KAINIKH nAHPO<1>OPIEl: 

4.1 	 0EPOlT£:UTIKi<; Evo(iJw; 

To OVOfJO TTpoIOVTO<;; EVOEiKVUTOI ylO Til BEpomio TWV nopOKOTW AOlfJW�EWV OE EVrlA1KOU<;; KOI 
nOiOIO (/3AtTIE nopoypo<jJou<;; 4.2, 4.4 Kat 5.1): 

• 	 L0/30pt<; PIVIKE<;; AOlfJW�EI<;;, wTiTIOE<;; KOI TTov6AolfJOI (onw<;; I-IOOTOEIOITIOO, 

nEpIOfJuYOOAIKE<; AOII-IW�EI<;;, £TTlYAwniTioo KOI nopoplvoKoAniTloo nou OUVOOEUETOI ono 
ool3opo OUOTrJfJOTIKO orJlJEio KOI OUfJnTllJI-IOTO) 

• 	 'O�EiE<;; ETTlOEIVWOEI<;; XPOVIO<;; /3poYXiTloo<; (mopKw<;; OIOYVWOIJ£v£<;;) 
• 	 E�WVOOOKOfJElOKI'\ nVEUlJovio 
• 	 KUOTinoo 
• 	 nUEAOVE<jJpiTloo 
• 	 l'>EPfJOTlK£C; AOII-IW�EI<;; KOI AOII-IW�EI<;; I-I0AOKWV tJopiwv, OUYKEKPlfJ£VO KunopiTloo, 


OrlYfJOTO ono Fwo, oo/3opo OOOVTIKO onoO'Trll-lOTO tJE mEKTElvolJEvll Kunopinoo 

• 	 'Oom:t<;; Kat Op8PIKt<;; AOII-IW�EI<;;, IOIOiTEPO OOT£OI-lUEAiTIOO 
• 	 EVOOKOIAIOK£<; AOIIJW�EI<;; 
• 	 t\OltJW�EIC; TWV YUVOJKEiWV y£vvrjTIKWV opyovwv 

npO<jJOAO�1l EVOVTI AOIIJW�EWV nou ouoXETiFoVTOI fJE IJEiFoVE<; XOPOUPYIKf'c; m£!,.1/300EIe; OE 
EVIlAiKou<;;, onw e; OUTte; TTOU TTEPIAOlJl3oVOUV: 
• 	 rOOTpEVTEPIKO OWArlVO 
• KOIAOTIlTO TrJ<;; nutAou 
• KE<jJOAr) KOI OUX£VO ., • 

s ETIEtJI300EI<;; OTIl XOAIl<jJ0PO 006 

80 nptnEI va AOfJ/3ovovTOJ UTToljJll 01 ETTio'lIJE<;; oOllyiEC; OVO<jJOPIKO IJE Trlv KOToMIlAIl XpGor) 
oVTI13oKH1PIoKliJv nopoyovTWV. 

4.2 	 l1oooAoyio KOI Tp6lToK XOPtlVflO'lK 

'01 000£1e; £K<jJpOŪOVTOI OE oAo TO KEilJEVO w<;; npoe; TO mpiEXOJJEVO OE OIJ0ūIKIAiv'lIt<'Aol3ouAavIK6 
0�0 tJE E�oipEOIl OTOV 01 MOE!(; OflAWVOV1OI WS npos tva IJEfJOVWjJ£VQ OUOTOTIKO. 
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EvrjAIKor kg 

kg 

66Y£J1-£.4250-J3/4 
(240) 

H Mall OvotJo np616vTO� TTOU ETTIAtYETOI YIO Hj 8Epomio J.l10� J.lqJbvWlJtvf]� AOilJw©f]� 80· 
TT pETTEt va AO!J(3ovEI U TTOljJfI· 

• To OVOIJEV0J.lEVO TTo8oyovo KOI Tf]V TTl8ovG TOU� wOlo8f]oio OE OV TI(30KTrjPIOKOU� 
TTop6yoVH:� ((3Mm TTopoypQ(po 4.4) 

• Til j3opuTIlTO KOI TO of]J.lEio Trj� AolJ.lw(r]<; 
• TIlV 'lAIKio, TO j3opo� KOI Til V«PPIKG AElToupyio TOU 008EVOU<;, orrw� cpoivoOi TTOPOKClTW. 

HXpGo'l EVOAAOK TIKWV I.lOPCPWv OVOJ.lO rrpolovTO<; (rr.x. EKEivE� TTOU TTOptXOUV UljJ'lAOH:P[� 
i560EI� OJ.lo©IKrAlv'l� G/KOI OIOCPOPE TIKt� ovoAoyiE<; OJ.lo(IKIAlv'l<; rrpo<; KAoj3ouAOVII<6 o(u) 80 
TTptml va 8EWPEiTOI O TTOpoi T'lHj ((3Atm TTOpOypOcpou<; 4.4 KOI 5.1). 

AUT!'] r] KOVI<; YIO OIOAUJ.l0 TTpO<; tYXUOr] TOU OVOJ.lO rrpOI6v TO<; rroptXEI OUVOAIKG Il!JEPr'jO!O i560ll 
3000 rng OJ.lo(IKIAivIl<; KOI 600 rng KA0j30UAOVIKOU o(to<;. OTOV XOPllYEiTOI oOJ.lcpwvo J.lE m; 
TTOPOKOTW OUOTOOEI�. Eov 8EWPf]8Ei OIl OTTOI TEi TOI UI.I1r]AOTEPll IlJ.lEpr']aro 00011 o!Jo(IKIAivll<;, 
OUVIOTOTOI vo ETTlAEX8EI !Jlo EvoMoKTlKI'J J.lOp<pr'j Evoo<pMj3lou OVOl.lo npo'fov TO<;, rrpOKEll.ltvou 
va O TTOCPEUXSEi 11 XOPr']YIlOll mprnwv UI.I1r]AWV IlI.lEPr'jO!wv i560Ewv KA0j30UAOVIKOU o(to<; 

H OIOPKElO Tl'j<; 8Epomio<; 80 TTptml vo K08opi<nOl O TTO TIlv oV TOrroKploll TOU 008EVOU<; r,a 
pIOJ.ltvE<; AOIIJW(EI<; (TT.x. OOT£OJ.lUEAi Tloo) orronoOv TOI J.lEyoAO TEP£<; rrEpioool 8Eporr£io<;. H 
8£pomio OEV So TTptTm vo rropo T£ivnOl TTEPOV TWV 14 'lJ.lEPWV xwpi<; £nov£(t TOoll (j3MrrE 
TTOPOYPOcpo 4.4. 0X£T1KO J.l£ TrjV rrOpO TOOI.lEVr] 8Eporr£io). 

Go rrptml va AO!Jj30VOVI01 urr0l.l11l 01 TOTTlKt<; oOllylE<; OVO<pOPIKO IJ£ HjV KOlOAAIlAIl oUXVOTIl TO 
lr]<; 060f]<; 0IJO(IKIAlvIl<;/KAoj30UAovIKOU OªEO<;. 

KOt norOlo > 40 

flo Hlv oVTI\J£ TwntOll TWV AOIIJW((WV orrw<; EVOEiKVUV TOI OHjV rropoypmpo 4.1: 1000 rng/ 200 
rng avo 8 WPE<; 

rIa X£IPOUPYIKr'] rrpo<puAO(Il 

nO 1010 <: 40 

riO OIOOIKOOiE<; OIOPKEIO<; I.lIKpOIEPll� TIl<; 1 
wpo<;. 11 oUVIOIWI.l£VIl ooor] OVOJ.lO TTpoIoVTO<; 
£lvOI 1000 rng/200 mg tw<; 2000 mg/200 mg 
XOPllyou!J£vo OTIlv Enoywyr'] ovoloSr]oio<; (01 
Mow;; 2000 mg/200 mg IJrropouv va 
ETTI TEUX800v IJ£ 111 Xpr']O'l EVOAOK TIKOU 
£voo<pMj3lou OKEUOOIJOlO<; OVOI.lO 
TTpoIoVTO<;). 

riO OloOIKooI£<; OIOPK£IO<; IJEYOAU T£Pll<; 111<; 1 
wpm;. 11 OUVIO TWIJEV'l 00011 OVOI.lO TTpoloV TO<; 
IV EivOI 1000 rng/200 rng EW<; 2000 rng/200 
rng XOpr]youl.l£vo OHlv [rroywyr'] oVOI081loio<; 
IJE EWe; 3 060£1<; 1000 rng/200 rng OE 24 WPE<;. 

LO<pr'] KAIVIKO olll.l£io AoiIJWªIl<; KOla l1lV 
EYX£ipr]o'l 80 orrol Tr'joouv <puaroAoYIKG rropEio 
Evoo<pMj310<; G orro TOU OTOIJOlO<; 8EparrEio<; 
IJ£TEYXEIP'lYIKO. 

LUVIOIWJ.lEVE<; 56m:I<;: 


- nUioui fJAIKfat; 3 wiJV KUI 6vw: 25 rng/S rng ova kg ova 8 Wp£<;. 
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N«PPIKD ouoAmoupyio 

popts TQV fWtpO . 
ouvtXE!O 500mg/100 

I �_ŹKIAlvlJS KAo!3ouAoVIKOU ostƆL 

ferCl: 

----ź--Ż-ż----Ž-------ž------ſ--ƀ-----�---Ɓ.------Ƃ 
25 mg/5 mg avo kg XOPIlYOUIJEvo avo 24 WPEe.; ouv Mall 

HTTOTlKr] ouoAmoupyio 

ƃaƄouAOVIKOU ostoS) ƅ 

IQono<; xop6voooc; 

X.oPllyoUjJEVO Olio cpopt<; Trlv IllJtpO 

- nOiOla f/}.IKiat; KarW nov 3 JJrlvWV tJ j3apOUt;/lIKpOIEPOU rwv 4 kg. 25 mg/5 mg ava kg avo 12 
LlIPE<;. 

I::!.EV 8EWPEiTOI aTTopoiHlTil Konola ovonpoooPlJoy[ TIl<; 56011<;. 

Oi ovonpooopjJoyt<; $IlS MOll<;13ŷqiŸOVTOI OlO IJtYIPTO OUVIOTWIJEVO mimoo OIJO\IKtAlvll<;. 
I::!.tv OnOITEiTaidvOTTp6aoPlJoy� TIlS 06011<; OE 008EVEiS IJE Ko80POil KPEOTIVivIl<; (erel)
IJEYOAUTEPIl ono 30 ml/min. 

Ev!'JAIKOI KOI ITOiOla c: 40 kg 

erel < 10 ml/min 

APXIKI'j Mall 1000 mg/200 mg KOt aT 11 GUVtX£IO 500-;:;:;9/1 00 mg-3-l 
.0 OU EVa QUO .. .. . . i 

APXIKI'j 060111000 mg/200 mg KOI OlIl mg-l 

APXIK[ Mall 1000 mg/200 mg KOI OTIl ouVtXEIO 500 mg/1 00 mg 
avo 24 WPES ouv 06011 500 mg/100 mg OTO TtAoe.; TilS oluAIOIle.; 
(K08w<; IJTTOPEi va E'VOI jJEtWlJtVEe.; 01 OUYKEVTPWOEl<; HI<; 

I 
L#____ _____ KOI TOU ___ ____ ______ _ 

no/Ollj < 40 kg 

10 EW 30 ml/min 
erCl < 10 ml/min 

AI\J00l\)A101l 
12.5 mg/2,5 mg per kg OTO TtAoe.; TIl<; OHJAIOIl<; (K08we.; IJnopEi va 
Eivol IJEIWlJtVEe.; 01 OUYKEVTPWOEl<; Hle.; OIJO\IKIAiVile.; Kat TOU 

__ �____ J 

XOP�YIlOil IJE npooox[ KOI tAEYXOe.; TIl<; IlTTaT1Kr']e.; AmouPyioe.; OE TOKTO XPOVIKO OtOOTl'jlJaTO 
(13AtnE TTOpOypacpou<; 4.3 Kat 4.4). 

t,t, YEfl-E.4250- J 3/4 
(24a) 

To OVOIJO TTpoToVTOe.; 500 mg/100 mg TTPOOpiSETOI y,a Evooq>AEj310 Xpr')0'l. 

To OVOIJO TTpoTOVTOe.; IJTTOPEi va XOPIlVIl8Ei EiTE IJE opyl'j EvoocpAtj310 tV£Ofl OE OIOOTfllJO 3 tw<; 4 
min omu8Eioe.; OE !-l'0 cpM130 I'j Iltow K08ETr)PO r) IJE tyxuoll IJEOO OE 30 EW<; 40 min. To OVOIlO 
TTpOI6vTOe.; OEV EivOI KaTd.Mfl.A.O Yla EVOOjJUTKI'j xoPI'jYIlOIl. 

LTO nOlOla IlA1Kiae.; !-l'KPOTEPIl<; Tlt)V 3 IJIlVWV 80 TTptml va XOPflVEITOI OVOIJO TTpoI6vTOe.; jJ6vo IJE 
tyxuall· 

H 8EpaTTEio IJE Ovollo TTpo"i6vTO<; 80 TTptTTEI va \EKIVa IlE tva Evooq>AE!3iwe.; XOPflYOUjJEVO 
TTopoaKEUaOlJo KOI vo OAOK!'!lpWVnOI IJE lJio KOToAAIlAIl aTTo TOU OTOIlOTOe.; XOPllyoUIJEVfl 
ouv8Wfl ovoMYl!J<; TWV OVOYKWV Ko8E 008EVOUe.;. 

YmpEUOI081loia OTle.; OpOOTlKte.; OUOiEe.;, OE onolool'jTToTE ono Tie.; TTf:VIKtAivE<; I'j Of: KonOIO OTTO 
TO tKooxa 
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va 

TO olllJEIO KOI OUIJTTTW\JOW ouvr'j8w<; 

H TTOpOTETOlJtvll XPI)011 

tJl'> YED-f.4250- J 3/4 
(240) 

I<noplKo oo!3ap{<; OfJEOIl<; oVTiopOOIl<; umpEUol091l0io<; (TTX oVQ(puAo�io) OE oMov 
. TTOPOYOVTO fJE !3-AoKTOfJll (TTX KE<jJoAoOTTopiVIl, KOp!3omV£fJll # fJOVOfjOKTOlJfl)· 

IOTOPIKO iKH:pou/IlTTOTIK@<; ouo},[noupyio<; Myw OfJO�IKIAlvfl<;/KAa!3ouAovIKOU o�£o<; (!3Atm 
TTOpaypO<jJo 4.8). 

4.4 EIOIKiS TTpoUOO1TOlll0ll� KOI 1TpofPUAO�lIC; KOla HI XPI'J0'l 

nplV OTTO TIlV Evap�1l 9Epomio<; IJE OIJO�IKIAivIl/KAoJ3ouAovIKo o�u 90 TTpEml va yivEI 
TTpOOEKTIK@ olEPEuvlloll OVO<jJ0PIKO IJE TTPOIlYOUIJEVE<; OVTlOp,OOEI<; Ul!EPEUOI091l0ioS OTl<; 
TtEVIKIAivE<;, KEqlOAOOTTOplvE<;, I) OE oMou<; trapOYOVTE<; IJE J3:':AOKTOIJIl (J3Atm TTOPOyPO<pou<; 4.3 
KOI4.8).  

L0J30PE<; KOI mpioTOOIoKO 90VOT'l<pOPE<; OVTlOPOQf:tS umpEUoI09'loio<; (ovo<jJuAo�la ) txouv 
ovo<pEp9Ei OE 009EVEi<; UTTO 9EPOTTEio IJE TTEVIKIAiv'l. AUTt<; 01 OVTlOPOO£l<; Eivol m90voTEPO va 
EKOllAw90uv OE OTOIJO TTOU txouv IOTOPIKO umpEUo1091l010<; OTllv TTEVIKIAivfl KOI OE OTomKO 
0101J0. Eov TTOPOUOIOOTEi IJIO OMEPYIK@ oVTiopooll, 11 8Epomio IJE OlJo�IKIAivIl/KAoJ3ouAovIKo 
o|u TTPE TTEI va OIOKOTTEi KOI va �EKIV@O£l KOTOAAIlA'l EvoAAoKTlKI) 9EpOTTElo. 

LTrjV TTEpiTTTwoll TTOU lJio AollJw�'l Eivol OTTOOEOEIYlJtvO A6yw IJIKPOOPYOVIOIJOO(wv) 
Euoi09IlTOU(wv) OTllv OIJO�IKIAiVIl, TOTE TTptml va E�nO�£TOI TO EVOEXOIJEVO fJETO<pOPO<; OTTO 
OJ..lo|IKIAivIl/KAaJ3ouAovIKO o�O OE OIJO�IKIAiV'l OU J..lq>wvo IJE TIS miolllJE<; oOllyiES. 

AUlI) 11 IJOP<jJri OVOIJO TTpo"iOVTOS IJTTOPEi va IJ'lV Eivol KOToAAIlAIl TTpO<; XPr')01l OTOV uTTdPXEl 
UljJllA6<; Kivouvo<; TO UTTOTl8£IJEVO TT08oyovo va txouv oVTioTOOIl OE TTOPOyOVTE<:; IJE \3-AOKTOIJ'l 
TTOU OEV OIOlJeooAoJ3EiTOI OTTO I3-AOKTOIJOOE<; wo1091lTE<; OE ovao ToAr') ana TO KAo\3ouAOVIKO 
o�u (Ko8w<; OEV EivOI 0109tOlIJ0 EIOIKO OEOOlJtvO Y'o T>MIC KOI TO OEOOlJtvo Ylo oUYKpiOlIJE<; 
OTTO TOU OTOlJaTO<; 1J0pq>t<; EivOi OPIOKO, OUTr'j Il IJ0p<pr') (xwpi<; TTpoo9ETIl OIJO�IKIAivll) J..lTTOPEi 
IJllv EivOi KOTdMIlAIl YIO Tllv 9EPOTTEio IJIl EUoia81lTO<; OTllv TTEVIKIAivll S. pneumoniae. 

LTTOOlJoi IJTTopEi va EIJq>OVIOTOUV OE 008EVEi<; fJE olmopox@ TIlS VE<PPIK@<; Amoupyio<; r) OE 
OUTOU<; nou AOIJJ3ovouv uljJllAt<; 06oEI<; (\3Atm TTOPOYPO<po 4.8). 

H OJ..lO�IKIAivIl/TO KAo\3ouAoviKO o�u 90 np£ml va ono<jJEuyoOl EOV unaPXEI UTTOVOIO AOq.H.iJOOUS 
fJOVOTTuPr)vwoll<;, K08w<; 11 EKol)AwOIl EVO<; IAapoElooU<; E�ov8r')IJOTO<; £XE' OXET'OTEi IJE OUTr)V 
Tllv na8'101l lJna OTTO XP{OIl OfJO�IK'Aivll<;· 

H TouToXPovll XPr'j01l oAAoTToup,voAIl<; KOHl Til O'OPKEIO T Il<; 8Epamlo<; I-IE OIJO�IKIArVIlI..ITTOpEi 
va OU|I)O£l Tllv m80voTIlTO EIJ<POVIOIl<; oAAEpYIKWV OEplJOTIKWV OVTlOpOOEWV. 
H TTOPOTETOJ..l£VIl XPI)Oll IJTTOPEi EViOTE va OOIlYr)OEI KOI OE umpOvoTTTU�1l IJIl woio91lTWV 
IJIKPOOpYOVIOJ..lWV. 

IJTTOPEi EvloTE va oOllyr'jOEI OE umpoVCITTTU�1l IJIl Euoio91lTWV 
IJIKpoopyavrolJwv. 

H EIJ<PoV10Il KOla TIlV EVap�1l TIl<; 8Epomios Ev6S TTUpowoou<; YEVIKEUIJEVOU Epu8r)IJOTO<; 
OXETI�OJ..lEVO IJE q>MKTOlva IJTTOPEi va EivOi OUJ..lTTTWJ..lO YEVIKEUIJ£VOU KIlAloo\3Amiowoou<; 
E�ov9{IJOTO<; (AGEP) (J3Atm TTOpOypO<jJo 4.8). H oVTlopoOIl OUTI) OTTOITEi TIlv OIOKOTTI) TOU 
OVOJ..lO TTpoToVTO<; KOI OVTEVOEIKVUTOI OTTOIOOI)TTOTE mOKoAou81l XOP@Yllo'1 OJ..lO�IKIAivll<;. 

H OJ..lO|IKIAlvI1/KAoJ3ouAoVIKO o�u 80 TTptTTEI va XPIlOlIJOTTOIEiTOI IJE TTPOOOX@ OE 008EVEi<; fJE 
£VOEI�1l IlTTOTlKI)<; ouoAmoupylo<; (\3Atm TTOPOYPO<pouS 4.2. 4. 3K0I4. 8). 

HTTOTIKO TTEPIOTaTlKO txouv ovo<jJEp8Ei Kuplw<; OE 0PPEVE<; KOI IlAIKIWlJtvouS 009EVEiS KOI 
IJTTOPEi va oxni<ovTOI J..lE TToPOTETO\J£VIl 8EpOTTEio. TtTOIO TTEPIOTOTIKO TToAO OTTOVIO txouv 
ovoq>Ep9EI OE TTOiOtO. LE oAou<; TOU<; TTAIl9uoJ..l0u<;. 
EIJ<Povi�oVTOI K01(l Til OIOPKEIO I) Alyo IJETO Tllv 8EPOTTEI0. oAM OE OprOIJ£VE<; m:pITTTwOEI<; 
J..l TTOPEi va IJllv yivouv OVTIAIlTTTO IJEXPI OPKETt<; E\3501J00E<; IJOO Til OlaKOTT@ TIl<; 8Epomia<;. 
Luv{8w<; £ivOi OVOOTp£ljJIIJO. To IlTTOT1KO TTEPIOTOTIKO IJTTop£i va EivOi ooJ3opa KOI OE E�OIp£TIK6 
OTTOVIE<; m:pIlTTliJoEI<;, txouv ovo<jJEp8Ei 96voTOl. AUTol 0XE06v mlVW ouvt\3lloav DE ao8Evtis 
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£ivOi 0JlJ-l0VTIKO va 

TO OVTI[310TlKO, Jl XOP�YJlOfl UvoJ-la npofovTO<; nptn£1 
YIOlPOU KOI va apxio£1 Jl KOlOAAJlAfl S£pomia. L£ 

IlnOTlK�<; KOI OIiJOnOlflTIK�<; 

OiJOIIKIAivJl/KAol3ouAovIKO o�u, So nptml va 

I-l£ oof3ap� unOK£[\J£VJl naSJloJl � IJ£ napaAJlAJl A�4JJl cpapIJaKWV YVWOTWV Yla TJlV OUVJlTIKa 

f:..f:.. YEf1-E.42S0-\3/4 

(24a) 

JlnOlIK� TOU<;OpaOfl (f3Atm napaypacpo 48) 

LUOX£TI�O\J£VJl IJ£ aVTI[310TlKa KoAiTioa tX£1 avacp£p8£i 0X£oov J-l£ oAou<;TOU<; aVTI[3aKTJlPlaKou<; 
napaYOVT£<; mpIAaJ-l[3av0J-ltvJl<; Tfl<; aJ-lo�IKIAfVJl<; Kal I-lnop£i Jl [3apUTJlTa TJl<;va KUJ-laiv£TOI ana 
�ma tw<; amIAJlTIK� v,a TJl >w� ([3Mm nopaypacpo 4.8) En0J-l£vw<;, 
£�£Ta�£TOI TO £VOEXO\J£VO OUT�<; TJl<; olayvwoJl<;O£ OOSEVEi<; nou nopouOIo>OUV OloppOla KaHl 
Hl OIOpKEla TJl<; XOP�YJlOfl<; onOlwvo�nOT£ aVTI[310TlKWV � J-lETO anD our�. LTflv mpimwofl 
nou £J-lcpovI08£[ KOAiTIOO OX£TI�OJ-l£Vfl I-l£ 
va olaKomi 0J-lwa, va �JlTJlS£i Jl oUI-l[3ouA� 
OUTþ TJlV n£pimwoJl OVT£VOEIKVUTOI Jl XP�Ofl ovrl mpIOTOATlKWVCPOPJ-l0Xwv. 

KOla HI OlapK£IO nOpOl£TOJ-ltVfl<; S£pamio<; £vOEiKVUTOI n£pIOOIK� oIloA6YIlOIl TWV A£lTOUPYIWV 

TWV opyavIKwv OUOTJlJ-l0TWV, oUJ-ln£pIA0J-l[3oV0J-ltvwv TJl<; VECPPIK�<;, 

Amoupyio<; 


Lnaviw<; tXEI avocp£p8Ei EmiJ�KUVOJl TOU XPOVOU np08poiJ[3ivfle; oE a08EVEie; nou AaiJ[3ovouv 

aiJo�IKIAiVIl/KAo[3ouAovIKo oIU. Go nptml va EcpapiJO>ETOI KOlaAAIlAIl nopoKoAou81l0fl OTOV 

XOpJlYOUVTOI TOUTOXPOVO aVTITIIlKTIKO. EvotXETal va XPEIOOTOUV ovonpooaPiJoyt<; Tile; MOlle; 

TWV AOiJ[30VOiJEVWV ana TO arol-lO OVTITIJlKTlKWV, warE va OIOlJlPEiTOI TO EmSuWITo EninEOO 

aVTlnIlKTIKoTflTOe; ( [3Mm nopoypocpoue; 4.5 KOI 4.8) 


LE 008EVEie; iJE VECPPIK� ouoAmoupyio, 11 oooJl 8a nptnEI va avanpooOPiJO>ETOI avOAoya iJE TO [3a9iJo 

TJle; OUOAEIToupyio<; ([3Atm nopaypocpo 42). 


L£ 008EVEi<; iJE J-lEIWiJtvfl nopaywy� oupwv, noM cmavla tXEI nopOlJlpJl8Ei KpuoroAAoupia 

Kupiw<; iJE nopEvTEPIK� 8Epomia KOla TJl XOP�YlloJl u4JJlAwv 06m:wv OiJoIIKIAivll<;, 

EVO£lKVUTOI fl OIOl�PJlOJl mopKou<; npooAIl4JJl<; uypwv KOI nopaywy�e; oupwv ylo va iJEIw8Ei Jl 

m80VOTflTO OXfliJOlIOiJOU KpuoTaAAwv OiJO�IKIAivfle; oTO OUpo. LE 008EVEie; IJ£ oupoKo8£T�pEe; , 

80 nptnEI va TJlPEiTOI TOKTIKO<; tAEYXoe; ÿOlorrITae; ([3Atm napoypocpo 4.9). 


KOTO Til 8Epom:io IJE alJO�IKIAivfl , 8a nptTw va XPJlOliJOnOIOUVTOI EV�UlJaTlKte; iJt8000i iJE 

o�£lMofl TIl<; YAUKO>Jle; KOHl TOV tAEYXO yla nopouoia yAuKO>Ile; OTO oupo EmIO� 4JEUOWe; 

eETIKa onon:AtolJOlO IJTTOPEi va TTOPOUOIOOTOUV IJE IJJl £V>UIJOlIKte; iJE8oooue; 


H nopouoio KAO[3ouAoVIKOU o�to<; OTO DvolJO TTpOfoVTO<; iJnopEi va npoKoAtoEI iJJl EIOIK� 

ouvowJl l gG KOI AEUKWI-lOlivfle; IJE Epu8poKunoplKte; I-lEiJ[3povEe; KOI va OOlly�oEI OE 4JEUO� 

8El1KO tAEYXO Coombs 


'Exouv UTf(:lP�EI ovocpopte; 8ETlKWV onoT£AwIJOTWV EAtyXWV IJE Xp�oJl TOU EAtyXOU Bio-Rad 

Laboratories Platelia Aspergillus EIA OE a08EvEie; nou AOIJ[3ovuv OiJOIIKIAivIl/KAo[3ouAavIKo o�u, 

01 onoiol olamoTweilKE iJETtnmo OTi OEV nopouOlo>ouv AoiJ-lwIfl anD Aspergillus. 'Exouv 

OVOcpEpeEi OIOOTOUPOUJ-lEVEe; OVTIOpOOEIe; iJE iJfl-AspergilJus noAuooKXOpiolo KOI 

noAucpupOVOOEe; iJE tAEYXO Bio-Rad Laboratories Platelia Aspergillus EIA LuvmWe;, 8ETlKO 

oTTOT£AtOJ-lOTO OE 008EVEie; TTOU A0I-l[3ovouv 

£PiJJlVEUOVTOI I-'E npooox� KOI va Eni[3E[301 wvovTOI I-'E aAAEe; OIOYVWOTlK£e; IJE8oooue; 


SOD mg/10D mg KOVIe; YIO EVtOIJ-lO oloAul-lO � olOAulJo npoe; tyxuoJl. 

To nopov cpapl-'OKEUTIKO npoTov mpltXEI VOTPIO OE OUYKtVTPWOfl 31,4 mg (1,4 mmol) avo 

<pIOAiOIO. H npoEIOOnoifJofl OUT� eo nptml va A0J-ll3aV£TOI uno4J1l ana ooSEv£ie; nou 

OKOAou80uv oiolTa J.lE EAEYXOiJEVfl nEplEKTlKOTJlTO OE VOTpIO. 


500 mg/100 mg KOVIe; YIO EVtOlIJO OIOAUiJo � oloAulJO npo<; tyxuoll· 

To nopov CPOPiJOKEUTlKO nporov mpltXEI 19,6 mg (0,5 mmol) KOAiOU avo CPIOAioIO. No 

AaiJ[3avETOI uno4JJl anD TOU<; aoeEvEie; J.lE I-lEIWlJtvfl VE<PPIK� AEIT oupyio � OOSEVEie; OE oiolla 

iJEIWiJtVOU KoAiou. 
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TTEPltXEI VOTplO OE oUYKtvTPWOll62,9 mg (2,7 mmol) avo 

Aow[30VOblEVO OTOblO oVTlno 

roAouXio 

66YEn·E.4250-! 3/4 

(24a) 

1000 mg/200 mg KOVIe; YIO £vtOll10 OlOAUl10 / OlOAUI10 rrpoe; tyxuor). 

To rropov <p0PI10K£UTIKO rrpo'iOv 

<pIOAiOIO. H rrpoEloorrollloll OUT/ SO rrptrr£1 va AOI1POV£TOI unoll11l ono OOSEVEie; nou 

OKOAOUSOUV 0101T0 I1E £AEYXOI1£VIl rrEplEKTIKOTIlTO OE VOTpIO. 


1000 mg/200 mg KOVIe; YIO £vtOll10 0lOAUI10 / 0ioAuI10 npoe; tyxuOll. 

To nopov <POpWOK£UTIKO npoiov TTEPltXEI 39,3 mg (1,0 mmol) KOAIOU avo <ploAiolo. No 

AOI1I3OVETOI Unoll11l ono roue; ooS£vEie; WE I1EIWl1tvIl VE<PPIK/ AEIToupylo � ooS£vEle; O£ olano 

IJEIWl1tVOU KoMou. 


4�5 	 AM'lhETTlOpaow; J.lE aMa q>aplJaKEUTIKa rrpo'iovro KOI aMES J.lOpq>ts 
OM'lhETTiopao'lS 

ono ro KTiKO 

AOlJl3oVOI1£VO ono ro OT0l10 OVTITTIlKTIKO KOI OVTl1310TlKO I1E nEvlKIMvIl txouv XPIlOlIJOnOl1l8d 
wptw<; orrlv rrpo 1l xwpi<; ovo<popt<; oAAIlAETTlopooll<;· OOTOOO, OTIl [31[3AIOypo<pio unopxouv 
TTEPITTTWOEI<; OU IlI1EVOU OIESVOtJ<; KOvovlKonoHWEvoU Myou OE ooS£vEie; rrou OUVTIlPoUVTOI I1E 
A/tjJll oKEVOKoul1opoAIl<; / 130p<popivll<; KOI orou<; onoiou<; XOPIlYEITOI EVa OX/IJO Ol1o IKIAlvll<;· 
LE TTEpiTTTwoll nou EivOi onopoiHJTll1l ouyxoPr)YIlOll, So nptnEI va rropoKoAOUSEiTOI 
rrpOO£KTlKO 0 Xpovo<; npo8pol1[3ivlle; r) 0 OI£SV/<; KOvovlKonolrwtvo<; Myo<; IJE Tllv npooS/KIl r) 
Trlv orrooupoll OiJO IKIAivll<;. ErrlTTA£ov, £VOEXETOI va Eivol onopoiTIlT£<; ovonpooopl1oyt<; TIl<; 
06011<; AOIJ[30VOIJ£vwv ono ro OTOIJO OVTlnllKTlKWV ([3AETTE nopoypo<pou<; 4.4 KOI 4.8). 

01 rrEviKIAivEe; EvOtXETOI va IJEIWOOUV Tllv tKKPIOll IJESOTPE elTIl<;, YEYOVO<; rrou npoKoAEi 
EVOEXOIJEVIl OO Il0ll ro IKoTIlTOe; 

H ouyxoP/YIlOll lJE np0[3EvwIOIl OEV OUVIOTelTOI. H rrp0[3EvwiOIl IJ£IWVEI Til V£<PPIKr) 
OWAllvOPIOKr'j ontKKploll Tile; OlJo IKIAiVIle;. H ouYXOPr'jYIlOIl IJE npo[3EvwiOll l1nOp£f va OU �OEt 
KOI va ETTlIJIlKUVEI TO £nfnEOo 0110 IKIAivlle; OTO oilJo OAM OXI rou KAO[3ouAoVIKOtJ o toe;. 

4.6 KUIlOIl KOI yahouxia 

MEAETE<; OE <wo OEV KOTEOEI OV elWWE<; r) t!JIJWE<; ETTIKivOUVE<; ETTITTTWOEI<; OTllv EYKUIJOOlNrl, 
OTllv OVelmU 1l rou EIJ[3PUOU, orov TOKETO r'j OH1 WETOYEVVllTlKr'j OVOTTTU Il ([3AtTTE nopoypo<po 
5.3). nEpIOpIO!JEVO OTOIXEIO 0XETIKO !JE Til XPr'j0ll o!Jo IKIAivlle;/KAo[3ouAovIKou o toe; KOlel HI 
OIOPKEIO Tile; KUr'jOEWe; OE oVSpwnoue; OEV unOOEIKVtJouvou rwtvo Kivouvo OUYYEVWV 
OIOIJOPTlWv. LE !JIO IJOVO IJEAETIl OE yuvoiKEe; IJE npowpo roKETO, TTOPOlllP/SIlKE on 
rrpo<puAOKTlKr) oywyr) I1E 01J09KIAivrJlt<Ao[3ouAovIKo ėu I1nopEi va OUOXETIOTEi IJE OU IllJtvo 
Kivouvo EAKOV£KPWTlK/<; EVT£poKoAinooe; TWV VEOyVWV. H XPr)0ll So nptTTEI va onO<pEUYETOI 
Karel Til OlelPKEIO Tile; KUIlOIl<;, EKTO<; EelV SEWPEiTOI onopoiTIlTIl ono rov YIOTpO. 

KOI 01 000 OUOiE<; OTT0[30AAOVTOI oro IJIlTPIKO yoAo (TinOTo OEV Eivol YVWOTO Yla TI<; £TTlOPOOEI<; 
TOU KAO[3ouAoVIKOO o to<; oro [3pt<po<; nou SIlM<£I). LUVETTW<;. oro [3pt<po<; nou SIlM<EI Eivol 
TTlSOVr'] 11 EIJ<PelVIOll OIOPPOIO<; KOI WUKIlTlOo\Kr)<; AoiIJW Il<; TWV [3AEVVOYOVWV, onOTE !Jnop£i vo 
XPEIOOTEI va OIOKOTTEi 0 SIlAOO!JO<;. H OiJo IKIAivIl/KAo[3ouAovIKo o u 80 nptTTEI va 
XPllOl!JonoIEiTOI !JOVO KOHl Til OIOPKEIO rou 81lAoo1J00 IJETO orro o loA6YIlOIl rou o<ptAoue;/rou 
Klvo0vou ono ToY SEponovTO YIOTpO. 

4.7 	 Emopaous orllv tKavOr'lro OOrlYIlO'lS Kat XUptoJ.JQU J.lIlXavwv 
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LnovlE<; (2:1/10 000 EWs <1/1.000) 
noAu onovlEs «1/10.000) 
AYVWOTfl oUXVOTflTO [OEV jJnopEi vo unoAoYloTEi ono TO olo8EOljJO OEOOjJEVO] 

66YEn-E.42S0-13/4 
(24a) 

t::.£V npoYjJOlOnOI�8IlKOV iJ£Atm; 0X£TlKO 1..1£ TI(; £TTlOPOO[l(; OTllv IKOVOTIlTO OO�YIlOlls KOI 
X£IPIOjJOU jJllxovliJV OOTOOO, £VOtXETOI Vo nOpO UOIoOTOUV OVETTl8ujJIlT£s EVEPYEI£S (n x 
oAA£PY1KES OVTIOPOOE1S, <Ofl, onoojJol), 01 onolEs jJnopEi vo £nIlP£ooouv Tllv IKOVGTIlTO 
OO�YIlOlls KOI XEIPIOIJOU jJllXOVWV (�AEm nopoypo<po 4.8). 

4.8 AVETTl(hJt.JI'lTE1 EvtpYEIE<; 

01 nOlo OUXvo ovmpEp8£io£s oV£TTl8ujJIlTE<; EVEPY£I£S (AE) £lvOi OIOPPOIO, vouTio KOI EjJ£TOS-

01 AE ono KAIVIKt<; OOKljJt<; KOI jJ£TEYKPITIKr'j nopoKoAou8flOilIJE TO 'OvojJo npofovTOS, 
TO�IVOjJ�8IlKOvaUiJCPwvo jJE Tllv KOlllyopio oPyovou OUOT�IJOlO<; KOTO MedORA Kal 
nopOli8EVTOI nopoKoTW 

ria Tflv TO�lV6jJ1lOIl TWV oV£TTl8ujJIlTWV EVEPYEIWV XPflOljJonolr)81lKOV 01 nopoKoTW opoAoyi£s_ 

noAu ouxvt<; (;2: 1/10) 

LUXVES (�1/100 jJE <1/10) 

'OXI ouxvt<; (:>1/1 000 jJE <1/100) 
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wç<ppiTI�o",--_� 
KpuoraAAou pia 

3._�__L_'_'__'___'___. _____ - ____ __ _ 

___ . ______ 

LUblTTTWIJOTa KOI @1J£ia unERooooAo'llQs 

_____ 1_2 ___ /. __ .. __ 

.1.1 YEf1-E.4250-13J4 
(24cx) 

illara a TWV V£ WV Kal TWV OU 0 
illo 

1 BAtm napoypa<po 4.4. 
2 BArm napoypmpo 4.4. 
3 L TO OIlIJ£io TIl<; tVWIl<; 
4 LUlJmpIAaIJl3avOlJtvll<; TIl<; ljJEUOOIJ£lJl3pavwoou<; KoAiTloa<; Kal Hl<; OIIJOppaYIKè<; KoAfTloa<; 
�I3Atm napoypaq>o 4.4) 

Mia IJ£Tpla aUélloll O£ AST KOI/r'J AL T tX£1 OIlIJ£lw8£i O£ o08£v£i<; nou tAal3av OVTl1310TlKd Trl<; 
KaHlVopia<; [3-AoKTOW1<;. aAM 11 OI'waoia aUTwv TWV WPIlIJOTWV £ivOi dyvWOTIl. 
6 AUTt<; 01 aV£1TI8uIJIlT£<; £vtpY£I£<; txouv OIW£lw8£i IJ£ aAA£<; nEviKIAivE<; Kal KE<paAoonopivE<; 
�I3Atm napoypaq>o 4.4 

Av ava<p£p8Ei onola0rinoT£ O£PIJOT1Kr'J aVTiopaoll um:pwOI081l0ia<;. 11 8Epamfa 8a nptml 

va oraKoTTTETal (I3Atm napoypa<po 4.4). 

8 BAtm napoypaq>o 4.9 

9 BAtm napoypaq>o 4.4

10 BMm napaypo<pou<; 4.3 KOI 4.4 

L_____________________ ._._ ... _._. .. _. ____ 0 ____ 0_ .. 

4.9 YTH:p6oooAoyio 

MnopEi va £1Jq>avloTOuv yaoTpEvTEPIKO OUIJTTTWIJOTa Kal olOTapaxri TOU looêuyfou uypwv KOI 
f'JAEKTpoAuTWV. "EX£I napOTIlPIl8Ei 0XrJlJaTlolJ0<; KpuoTaAAwv aIJOéIKIAiVf'J<; ora oupa. ° onoio<;. 
£ViOl£, o0rJy£f O£ VE<PPIKr'J aVETIopKEIo (I3Atm nopoypo<po 4.4). 

LnooIJoi IJnopEi va EIJ<pavloTouV OE 008EVEi<; IJE olaTopoxè TIl<; VE<PP'Kè<; AElToupyia<; r'J O£ 

auTOu<; nou AOIJ!3ovouv UljJIlAt<; 060£1<;. 


"EXEl ava<pEp8£i OT! 11 OIJOéIKIAivr) Ko81êOVEI O£ oupoKa8ETèp£<;, Kupiw<; IJETa ana EVoo<pAtl3la 

XOPr')YIlOfl IJEydAwv 060EWV. Go nptml va TflPEiTOI TaKTIKo<; tA£yxo<; [3OToTIlTO<; ([3Atm 

napaypa<po 4.4) 


To YOOTPEVT£PIKO OUlJnTWIJOTa IJnopouv va OVTlIJETWTTlOTOUV oUlJnTWIJOTIKO. OiVOVTO<; 
npoooxr') OTO IOO<UYIO VEpou/flA£KTpoAuTWV_ 

H aIJoéIKIAivlllro KAal3ouAavlKO oé0 IJnopEi va onoIJaKpuv8Ei ana TIlV KUKAo<popia IJE 
alIJoKa8apofl· 
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T POTTOt; opoooc; 

Lx£on 

MOXOVIOblOi oVTioTOonc; 

LDf.J£io OIOKOTTOC; 

LrjlJEia OIOKOTTĺ<; EUolo8floia<; (Ilg/ml) 

Haemophilus 

Staphylococcus < 
I 

GO 
Streptococcus pneumoniaeJ 

I I Enter�ba=teriaceae 1,4 
-

L Gra!T:l=(lpvI)TIt(O AvaEp6_Ļla� I 54 8 

5. <l>APMAKOJ\OrtKEI: IAIOTHTH 

OVOoTOAtwV f3-AOKTOIJOOr)<;, KWOIKO<; ATC: J01 CR02 

66 YEn-E.42S0-13/4 

<tJaP lJaKo8£pOTTEUT IK� KOTrlYopio: LUVouoolJOf TT£VIKIAIVWV, OUIJTT£PIAolJ[3ovolJ£VWV TWV 

H alJo'IKIAjvr) EivOIIJiO r)lJlouv8ETlK� mVIKIAivr) (ovn[310TlKO IJE [3-AOKTolJf]), rJ oTToio ovooT£AAEI 
Eva � TT£PlooOTEpO £VlUIJO (ouxvo oVOCP£POVTOI w<; TTpwnIv£<:; oOvOWIl<; TWV mVIKIAIVWV, 
PBP) OTr) [3loouv8£T lK� 000 TIl<; [30KTr)PIOK�<; TT£TT T looyAuKovll<;, 11 oTToio OTTOTEA£i 
OVOTT OoTTOolO OOIJIKO oUOTOT IKO TOU f3oKT IlPloKo0 KunoplKou TOIXWIJOTO<;. H ovoolOA� Hl<; 
ouv8WIl<; TTETTTlooyAuKovll<; oOllyEi oTrJV OTTOOUVOlJwor) lOU KunoplKou TOIXWIJOTO<;, f] oTToio 
OUXVO oKoAou8EiTOI OTT O KunopoAuoll KOI 86vOTO. 

H OlJo'IKIAfvr) EivOI Euoio8llTr) oTr)V oTTo06lJr)oll OTT O f3-AOKTOIJ6oE<; TTOU TT op6yoVTOI OTTO 
OV8EKTIKO f30KT �PIO Kat, ETTOIJ£VW<;, OEV EivOI OpOOTIK� OTT O IJ OVr) TIl<; EVOVT I 0PYOVloIJWV TTOU 
TT apoyouv T£TOIO £V(UIJO. 

To KAof3ouAoVIKO o'u EivOI lJia f3-AoKT olJll nou oXETi(ETOI OOIJIKO IJE TTEvIKIAivE<; AmvEpyoTTOIEi 
OPIolJ£VO £VlUIJO TIl<; f3-AoKTOIJOor)<; OTTOTPETTOVTO<;, w<; EK lOUTOU, T llv oopovoTT oilloll TIl<; 
OIJO'IKIAivrJ<;. To KAof3ouAoVIKO o'u IJEIJOVWIJEVO OEV OoK£! KAIVIKO XP�OIlJrJ OVTI[3oKTIlPIOKķ 
ETTiOpaof] 

PKlPD 

o XP OVO<; ovw T r)<; £MXloTIl<; ovooTOAT IK�<; oUVKEVTpwoll<; (T>MIC) 8EwpEfTOI on Eivol 0 
1J£ilwv Ko80PloTlKO<; TTOPOVOVTO<; oTToTEAWIJOTIKOH1TO<; Ylo Tllv OlJo'IKIAivll 

01000 KUPIOI IJrJxoVlolJof oVTioTOof]<; oTrIV OjJO'IKIAfvIl/TO KAo[3ouAoVIKO o'u EivOi 
• 	 AopovoTTofrJoll OTTO EKEivE<; TI<; f30KTllpIOKE<; f3-AOKTOIJOoE<; TTOU OEV ovooT£AAoVTOI 01 

iOIE<; OTTO KAo[3ouAoVIKO o'u, oUlJmpIAolJ [3ovolJ£vwv T WV KOTIlVOPIWV B, C KOI D. 
• 	 METa[3oA� TWV PBP, 11 OTT oio IJEIWV£I Til OUVV£V£lO TOU OVT I[30KTrJPIOK00 TTOPOVOVTO Via 

TO OT OXO. 

H IJIl olompOT OTIlTO [3aKTllpiwv m IJllxaVlolJoi aVTAio<; EKPO�<; IJTTOPEi va TTPOKOAtOOUV 
f3aKTrjplaKm oVTiOTaOIl � vo oUVT EAtoOUV oE OUT �, 10lOfTEPO oE Gram-apVrJTIKO [3oKTĸpla. 

To orjlJ£ia OIOKOTT�<; MIC Via T llv OlJo'IKIAfvIl/To KAo[3ouAOVIKO o'u EivOi EKEiva TIl<; EUPWTTO'tKĹ<; 
ETTtTPOTT m<; Via lOU<; AVT IIJIKP0[310KOU<; EAtVXou<; EUOIo8lloio<; (EUCAST) 

... 

OPvaVlolJ°C; 
Euafo8rJTO<; EVOlolJwo<; Av8EK IKO<; 

influenzae s 1 - > 1 
Moraxella catarrhalis s 1 - > 1 

aureus :s2 .. > 2 
APVrjT IKOi oTrjV TTf]KT Oorj S 0,25 > 0,25 

! OTo<puAoKOKKOI 2 
• Enterococcus 54 8 > 8 

Streptococcus A, B, C, 50,25 > 0,25 
...... 

5 0,5 1 -2 > 2 
-- .. > 8 

--�.-...... 

> 8 

59 



AVO£pO�I!JT-- 8. 

OlaKOTTr]<; 

-

AEROBlol Gram-oRvOTIKOi \JIKpooPyovlOIJOi 

AVO£P0(3101 IJIKPOOPYOVIOlJoi 

1::100 via 0 miKTOTQ oVTiarooQ fJTTOp£ i TTp6BAOW.l 
AEROBIOI bllKpooPyovlolJoi 

AEp6Bloi Gram-opvOTIKOf IJIKPOOPYOVIOblOf 
Escherichia coli 

Evoov£vW( oovovlouoi 

6EP013101 Gram-opvOTlKoi bllKPOOpyovlOlJOi 
Acinetobacter sp. 

I 

Me.YEn-E.4250-13/4 
(24a) 

Gram-8UIKa ::;4 8 > 
Mil 0X£ TI(o\J£va !JE £iOIl oq\J £ia 

1 
$2 4-8 8 

01 avmj)£pOIJ£ V£<; TI/Jt<; £ivOi Via TI<; OUVK£VTPWO£I<; AIJo\IKIAiVIl<;· ria lOU<; OKOTTOU<; TWV 
£MVXwv EUOIo Slloia<;, 11 ouvKtv TpwolllO.a!3ouAavlKou o\to<; opi(£wl ora 2 mg/l. 

201 OVOCP£PO\J£V£<; TIIJt<; EivOi Via Hlv O�OKIAiVrJ· 
3 01 TI\Jt<; TWV OrllJ£iwv OIOKOTT.<; OTOV TTivOKo !300i(OVTOI OTO OIlIJ£iO OIOKOTT .<; TIl<; 
AIJTTIKIAiVIl<; 
4 To OIl!JEio OIOKOTT.<; il6vw oVTioWO Il<; R>8 mg/l oloocpoAi(£1 on ovOcptpovTO I OV8EKTIKO oAa 
ra OTTO/JOVWIJEVO OTEAtm IJE /J llxoVIO\Jou<; oVTiarooll<; 
5 01 TI\Jt<; TWV Oql1Eiwv OIOKO TT.<; OTOV TTivOKO !3001(OVTOI ow OIlIJElo OIOKOTT.<; T Il<; 
B£v(uAomvIKIAlvll<;· 

o ET TITTOAaOIJ0<; OVTlaTo0rJ<; EVOE XOIJtVW<; TTolKiAEI ovoAovo IJE Tllv TTEPIOX� KOI lOV Xpovo Via 
£TTlAEVlJtvo EIOIl Kalil TOTTlKrl TTAIlPO<poP IlOIl OXETIKO IJE Tllv oVTioWOIl EivOi ETTl8uIJIl Trl. Kupiw<; 
Ka TO Til 8Epomia oO!3opwv AOIIJW#EWV. AVOAOVO IJE TI<; OTTOIT.OEI<;. 80 TTptTTEI va (IlTEiwl 11 
OUVOPOIJrl EI OIKOLI owv 0 TOTTlKO<; £ TTlTTOAOOIJO<; oVTiomorJ<; OIOKU!3EUEI Til XPIlOlIJOTIl TO TOU 
TTopavovTO lOUAOXIOTOV at: OPIOIJ£VOU<; TUTTOU<; AOIIJW\EWV. 

Enterococcus faecalis 
Gardnerella vaginalis 
Staphylococcus aureus (Eu o io8Il TO<; 0111 \JE8IKIAivll) £ 
Streptococcus aga/actiae 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOI AOlTToi !3-OIIJOA U TIKOi OTPETTTOKOKKOI 
OlJooo Streptococcus viridans 

Actinobacillus actinomycetemcomitans 

Capnocytophaga spp 

Eikenella corrodens 

Haemophilus influenzae2 

Moraxella catarrhalis 

Neisseria gonorrhoeae§ 

Pasteurella multocida 


Bacteroides fragilis 

Fusobacterium nucleatum 

Prevotella spp . 


. W oTToio va OTTO TEAEi 
Gram-SE TIKoi 

Enterococcus faecium $ 

Klebsiella oxytoca 
Klebsiella pneumoniae 
Proteus mirabilis 
Proteus vulgaris 

OVSEKTIKOi 

Citrobacter freundii 
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mg .. .--t-._=_=:-::-.--___t_-.--.-::__:_.=--+.--.-=-/::.-.___,f---,,---=__=_-.-I-,- -:=__=-=_ . __ -j 
AMXlCA 1.000 200 o,g 
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sp. 
LegioneJla pneumophila 

MorganeJla morganii 

Providencia spp. 

Pseudomonas sp. 

Serratia sp. 

Stenotrophomonas maltophilia 


J\omo! 
Chlamydia trachomatis 
Chlamydophila pneumoniae 
ChlamydophiJa psittaci 
Coxiella burnetti 

$ <PUOIK¿ EVDI0tJ£OIl EUal081loio onouoia EniKTIlToU tJllxavl0tJ0u aVTioTOOlle;. 
£ nAOI 01 OV8EKTIKOi OTIl tJE81KIAivIl OTOCPUAOKOKKOI Eival av8EKTIKOi OTIlv 
alJoÀIKIAlvIl/KAaÁOUAOVIKO oÀu 
§ nAa TO OTEAEXIl tJE OVTOX¿ OTIlv atJoÀIKIAivIl nou DEV EVEpyonolEiTOI ano !3¿TO AaKTOtJom:e; 
ElVia OV8EKTIKO OTllv atJoÀIKIAivIl/KAo!3ouAavIK6 oÀU 
1 AUT¿ 11 tJopcpJi OtJOÀIKIAiV'1e;/KAo!3ouAavIKou oÀ£oe; tJnopEi va tJI1v EivOl KOToMIlAIl Y'O TI1V 
aVTltJETWTIlOl1 TOU Streptococcus pneumoniae nou Eival OV8EKTIKOe; OTllv nEvIKIAiVI1 (!3AEnE 
napaypocpoue; 4.2 KOI 4.4)
2 LTEAEXIl tJE tJEIWtJ£vll EUo108110io txouv avocpEp8Ei OE 0PI0tJ£VEe; xWpEe; Hle; EE tJE OUXVOTIlTO 

10%. 

5.2 <J>aplJaKOKIV'lTIKiC; IOIOT'lTEC; 

To onoTEAEotJOTO CPOPtJOKOKIVI1T1Kfte; V,a tJEAETEe; OTle; onoiEe; XOPIly¿8IlKE 
OtJOÀIKIAlvIl/KAa!3ouAovIKO oÂu OE OtJOOEe; uylwv E8EAOVTWV we; 500 mg/1 00 mg I't 
1000 mg/200 mg XOPI1YOUtJEVO we; EVDOcpAE!3lo £v£OIl bolus nopouOloÃOVTOI nOpOKClTW. 

MtoEe; (± SO) nopotJETpOI q>OPtJOKOKIVI1TIK¿e; 

._.__ . ____ .__ ____ ____ .. 
XOPIlYOUtJEVI1 
156011 86011 MtOl1 (h.mg/l)

OUYK LTOV 

._. __ ._.----
500 mgAMXlCA 1,07

500 m 1100 m 

... 
AMXlCA 500 
m 11 00 

•... 

nEp!nOU 25% rou OUVOAIKOU KAo!3ouAoVIKOU oÂtoe; oro nMotJo KOi 18% Tile; OUVoAIKfte; 
otJoÂIKIAivlle; OTO nMotJo OUVO£ETOI tJE rrpwTE'lvEe;. 0 EtJq>OVfte; 0YKOe; KOTOV0tJl'te; EivOI nEpinou 
0,3-0,4 I/kg y'o TIlV OtJOÂIKIAivll KOI mpinou 0,2 IIkg Y'O TO KAa!30uAavIKO oÀ0 
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OTTW<; 01 

'11J1kW& onof3oA&<; KOTO npootVVIO'l IJIO wpo KOI 

noooT'1TO TOU <pOPIJOKOU onof3oMETol KOTO 11<; npwTE<; 2 

IEIWl-ltV'1 

- -

AnoSoArj 

i'JE<!lPIKIj OUOAElToupyio 

HnOTIKO OUOAEITOUpyio 

tJ.t:, YEIT EA2S0 1 3/4 

(240) 

METa ono £VOO<pAt(310 XOP&VIlOIl, TOOO '1 OIJO�IKIAiv'1 000 KOI TO KA0(30UAOVIKO O�U (3pteIlKOV 

OIr] XOA'106XO KUOH], O£ YOOlPIKO 10TO, OTO otPI-IO, OTO Aino<;, O£ I-IUIKOU<; 10TOU<;, O£ 

Op9pOOl£AIKO KOI n£pITOvo·iKO UVpo, OTIl xoM KOI O£ nuov. H OIJO�IKIAiVIl O£v KOTOvtlJ£TOI 

IKOVOnOI'1TIKO OTO £VK£<poAovwnoio UVpo. 


Ano IJ£A£T£<; O£ kWO OEV unopxouv £vo£i�£I<; VIO OIlIJOVTIK& KOlOKPOH]OIl OTOU<; 10TOO<; UAIKOU 

nou npotpXETOI ono TO <pOPIJOKO VIO onOloo&nOT£ OUOTOTIKO. H OI-lO�IKIAivll, 

n£pIOOOT£PE<; n£VIKIAiv£<;, IJnop£i vo OVlxvEU9Ei OTO I-IIlTPIKO vaAo. LTO IJr]TPIKO VaAO I-ITTOpOUV 

mio'1<; vo £VTomOT£1 onof3oA& IXVWV KA0(30UAOVIKOU o�to<; (f3Atm nopaVpo<po 4.6). 


H ol-lo¡IKIAivll ono(3aMETOI £v I-ItP£1 OTO oupo w<; ov£v£PVo nEvlKIMo'iKO o�u O£ nOOoT'1T£<; TTOU 
1000UV0I-l0uv I-ItXPI 10 tw<; 25% TIl<; OPXIK&<; 06011<;. To KA0f30UAOVIKO o�u I-I£TO(3oAiĸETOI 
£KTETOl-ltVO OTOV ov9pwno KOI onof3oMETol OTO oupo KOI TO Konpovo w<; olo�£ioIO TOU 
OV9POKO O£ onof3oMol-I£vo OtPIO. 

H KUPIO 006<; onof3oA&<; VIO TIlV Ol-lo�IKIAiVIl £ivol I-Itow TWV VE<PPWV, £VW VIO TO KAof30UAOVIKO 
o�U £ivOi KOI 1-1£ V£<PPIKOU<; KOI 1-1£ 1-111 V£<PPIKOU<; IJr]XOVI0I-I0U<;. 

H OI-lO�IKIAiv'1/TO KA0(30UAOVIKO O�U tX£1 I-ItO'1 
I-ItOIl OAIK& K090POll KOHl npootVVloll 25 IIh OE uVIEir;; £9EAOVTt<;. nEpiTTOU TO 60 tw<; 70% H]<; 
OI-lO�IKIAivll<; KOI mpinou TO 40 tw<; 65% TOU KAOf3ouAOVIKOU o�to<; onof3oM£TOI ovoMoiwTO 
OTO Oupo KOTO TI<; npwT£<; 6 h I-IETO ono T'1 XOP&V'1or] I-IEIJOVWl-ltvll<; Evoo<pMf310<; tvW'1<; bolus 
500/100 mg & IJETO ono T'1 xoPr']Vr]OIl I-lElJovwlJtvr]<; Evoo<pMf310<; tVWIl<; bolus 1000/200 mg. 
L'.I0<P0PE<; IJEMTE<; txouv olomoTwoEI 011 11 onof3oAr'] am oupo EivOi 50-85% VIO Tr]V OIJO�IKIAiVIl 
KOI ono 27 -60% ylO TO KA0f30UAOVIKO O�U I-Itoo OE OIOOTIlIJO 24 wpwv. 2:Tr]V mplmwoll TOU 
KAOf3ouAoVIKOU o¡to<;, r] I-l£VOAUTEP'1 
WPE<; I-IETO ono T'1 XOP&Vlloll. 

H nopaMIlAr] Xpr']or] npof3Evwior]<; Ko9uOlEPEi Tllv onof3oAr'] Ol-lo�IKIAiv'1<;, oAM OEV 
Ko9uOTEPEi Til VE<ppIKr'] onof3oAr'] KA0f30UAOVIKOU o�to<; (f3Mm nopovpo<po 4.5). 

H '11-11kWr'] onof3oAr']<; T'1<; Ol-lo�IKIAiVIl<; EivOi nopol-lolO OTO nOiolo IlAIKio<; 3 I-Ir]vwv mpinou tw<; 
2 ETWV I-IE TO I-IEvoMmpo nOlolo KOI EVr]AiKOU<;. 2:TO nOAu VEOPO nOiola (mpIAOI-lf3oVOlJtvwv 
TWV vEOVtvvIlTWV) KOTO Hlv npWT'1 E(3001-l00 0 T'1<; kwr']<; TOUr;;, TO OIOOTr]IJO XOPr']VIl0'1<; OEV eo 
nptml vo umpf30ivEI n<; ouo <popt<; Tr]V IWtpO Mvw T'1<; OVWPII-IOT'1TOr;; T'1<; VE<PPIKr']<; ooou 
ontKKpIOr]r;; E<pooov 01 rJAIKIWl-ltVOI OOeEVEir;; EivOi meOVOTEpO vo nopouOIo<ouv I-
VE<PPIKr'] AElTOUPVio, eo nptml vo ooeEi npoooxr'] OT'1V ETIlAOVri T'1<; 000'1<; KOI IJnopEi vo EivOi 
XP&OIIJr] rJ nOPOKOAOUe'10'1 Tr]<; VE<PPIK&<; AElTOupVio<;. 

H OUVOAIK& Ko90por] Tr]<; OIJ0�IK1Aivll<;ITOU KA0f30UAOVIKOU OĹtO<; OlOV OpO I-IElllJVETOIKOl' 
OVOAoVio I-IE Til I-IEIOUI-IEVIl VE<PPIK& AElTOUPVio. H I-IEiwor] TIl<; KOeOpOr]<; TOU <P0PI-I0KOU EivOI mo 
tKOllAr] VIO Tr]V OIJO�IKIAivrJ OE OXtOlll-lE TO KA0f30UAOVIKO O�U KOeWr;; fJEOW TIl<; VE<PPIKr']<; OOOU 
onof3oMETOI I-IEvoMmpo nOOOOTO OIJO�IKIAiV'1<;. Luvmw<;, OTIl VE<PPIK& OUOAElTOUPVio, 01 
MOE 1<; nptnEI vo TTPOA0I-lf3ovouv T'1V OOKon'1 OUOOWPWOIl OI-lO�IKtAiVI1<; KOI vo OIl:lHlPOUV 
nopaMIlAO EnopKr'] mlmoo KAof30UAOVIKOU o�to<; (f3Mm TTopavpo<po 4 2). 

AoeEv£i<; I-IE IlnOlIK& OUOAElTouPVio 90 nptnEi vo AOIJf3avouv 00011 I-IE npooox& KOI eo nptml 
vo nopOKOAOu9EiTOI 11 IlnOTlKr'j AElTOupVio ovo TOKTO OIOOTliI-lOlO. 
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5.3 npOMIVIKO odiop£vQ ylO TI1V oo!poJu:w 

MrJ KAIVIKO OEOOIJEVO OEV orroKoAumouv Korrolov EIOIKO Kivouvo YIO TOV ov8pwno IJE f300ll 
IJEA£W; (pOPIJOKoAoyioe; oO(poAElae;, yOVIOIOTOèIKOTrJTOe; KOI TOèIKOTrJTOe; OTrJV ovonapaywYIKé 
IKaVOH]TO. 

MEA£TEe; TOêIKOHllae; EnOvOArlmlKWV OOOEWV nou rrpoYIJOTOnolé8rJKOV OE oKuAouC; IJE 
0IJOêIKIAivrJ/KA0!30UAOVIKO oèu, KOTOOEIKVUOUV yaoTplKo EPE810IJO KOI EIJETO KOI 
anOXPWIJOTIOIJEVrJ yAWOOO. 

Mv txouv oIEèoX8£i IJEMTEC; KopKlvoytv£OrJe; IJE TO Ovol-la npoIOVTOe; � TO OUOTOTIKO TOU. 

6. <I>APMAKEYTIKEr nI\HPO<I>OPIEI: 

6.1 KOTaAoyo<; EKOOXWV 

6.2 AOUPVOTOTI1T(<; 

6.3 fllapKElo Wwti<; 

6.4 IOIOiHPE<; npo!puMXEI<; KOHl Hlv tpui\OX11 TOU rrpO'iovTO<; 

6.5 <I>uo., KOI OUOTOTIKO TOU TTEPIEKHI 

6.6 IOIOiHPE<; npotpuMXEI<; onopplltHl<; KOI aMo<; XEIPIOpO<; 

Ko8E oXPrJOIIJOnoirJTO npoiov � 0XPIlOTO UAIKO nptml va anoppimETOI oUI-l(PWVO IJE TIC; KOTO 
TonoUe; IOXUOUOEe; OXETlKtC; OIOlOèEIe;. 

500 mg/100 mg KOVIC; Yla EVtOlIJO OloAulJO é OloAulJa npoe; tYXUOIl. 
o (puOIoAoYIKOe; OlaAuTrje; EivOi EVEOII-lO "YOWp Ph.Eur. To Ovol-lO npoiOVTOe; 500/100 mg So 
nptTTEI vo oloAu ETOI OE 10 ml olaAuTrJ. AUTO onOOiOEI nEpinou 105 ml OIOAUI-lOlOe; YIO XPr'j0fl 
E(ponoè MOrje;. 'Evac; nopoOIKOe; poë XPWIJOTIOPOC; I-lnopEi é 0XI va ovomux8Ef KOTO TrJV 
OVOOUOTO°rJ 
To aVOouOTOl-ltva OIOAUI-lOla EivOi (puOIoAoYIKO 0XpwI-lO � txouv EVo nooTt" OxuptVIO XPwlJa. 

To OVOI-lO npo"lovTOC; So nptnEI va XOPrJYEiTOI I-ltoo OE 20 min ana TrJV OVOOUOT00rJ 

To (ploAiola OVOI-lO npofOVTOe; OEV EivOi KOTOMrJAO Yla XpéorJ noMonAwv MOEWV. 

500 mg/100 mg KOVIe; YIO EVtOlI-lO oloAul-lo � OIOAUI-l0 npoe; tYXUOrj. 
To Ovol-lO npoiOVTOe; 80 nptnEI vo ovoouoT08Ei onwe; m:pIYPo(PETOI noponovw YIO TrJV tV£OrJ. 
Xwpie; K08uortprJorJ, 80 nptnEI vo npooTE8Ei TO OVOOUOTOl-ltvO oloAul-lo OE 50 ml uypou 
tYXUolle; I-lE XpéorJ I-lfvl OOKOU � ol0!3a81-l10lJtvou OYKOIJETPIKOU oW"rJViOKOU 

1000 mg/200 mg KOVIe; ylO EvtOlI-lO OloAul-lO é OloAul-lo npoe; tyxuorJ. 

To OvoIJO npoIOVTOe; 80 nptnEI vo ovaouoT08E\ onwe; nEplypa(pETOI noponovw ylO TrJV tVEOrj. 

Xwpfe; K 08uortprJorj, 80 nptnEI va npooTE8Ei TO avaoUOTOIJEVO OIOAUIJa OE 100 ml uypou 

tyxuoll<; IJE XPéOrj I-livi OOKOU é ol0!3a81-l10lJtvou 0YK0I-lETPIKOU owAIlVioKou. 


7. KATOXOE THE AflEIAE KYKAO<I>OPIAI: 
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8. API0MOI(OI) AAEIAI KYKJ\OQ>OPIAI 

9. HMEPOMHNIA npOTHI ErKPIIHI I ANANEOIHI THI AAEIAI 

10. HMEPOMHNIA ANA0EOPHIHI TOY KEIMENOY 
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II. 

A. To <PuMo YIO TO XPÊOTrl <P0PIJOKEUTlKWV TTPOIOVTWV TTOU TTEPI£XOUV OPOOTIKO 
OUOTOTIKO AMOXYCllliN + ClAVUlANIC ACID, ElTIKOAUl-'l-'ivo I-'f AETTlO UIl£VIO oloKio 
500mg/125mgltab & 875mg/125mg/tab opit;ool w<; EËr'j<;: 

CVYMO Ol1HnnN XPHI:HI:: nI\HPOCVOPIEI: riA TON XPHHH 

DVOIlO TTpOrOVTO<; 500 mg/125 mg £lTIKOAUIlI-'£VO Ilf AfTTTo UIJ£VIO oloKio 
DVOIlO TTPOi"oVTO<; 875 mg/125 mg fTTlKOAUIlI-'£VO Ilf A£TTTo ulJivlO oloKio 

111oJlaon TTPOOUTIKO OAOKArlPo TO qUJMo oOllVllilv XPr')0ll<; npoTOu OPXiOHf vo 

rroipvuf OUTO TO !paPI-'OKO. 


<PUMËTE aUTO TO <puMo 00fjY1WV Xpr'jOfj<;. "Iow<; XPEIOOT£I va TO 0101300E1E Ëovo. 

E6v £X£TE TTEpontpw orropIE<;, PWTr'jOTE TO YIOTPO r'j TO q>OPIJOKOTTOIO 00<; 

H ouvrayr'j yla aUTO TO <pOPlJaKO XOpfjyr'j8fjKE yla 00<; ( i TO TTOiOi 00<;). IJ.EV TTPETTEI va 

OWOOE TO <pOPIJOKO OE oAAou<; MTTOPEi va TOU<; TTPOKOAtO£l f)Aof)fj, OKOIJO KOI orav ra 

OUIJTTTWIJOTO TOU<; Eivol iOlo IJE TO OIKO oa<;. 

Eov KOTTOIO aV£TTl8ulJfjTIl EvtpYEIO yivUOl ooÌopr'j, r'j OV TTapOTflPr'jo£TE KOTTola 

oV£TTl8u1J1lTfj EVEPYEIO TTOU OEV OVO<ptPETOI OTO rropov <puMo OOIlYlwv, TTOPOKOA£io8E va 

EVIlIJEPWO£T£ TO YIOTPO r'j <papIJOKOTTOIO 00<; 


To nopov !puMo OOflVllilv TTfPliXfl: 

1 TI £ivOi TO OvolJa TTpoToVTO<; KOI TTOIO EivOl 11 Xpr'jOfj TOU 

2 TI TTP£TTEI va yvwpit;£TE TTPOTOU TTOP£TE TO OVOIJO TTpoioVTO<; 

3 nw<; va TTOPET£ TO OVOIJO TTpoioVTO<; 

4 nl80vt<; aVETTI8u\JfjT£<; Evtpy£l£<; 

5 nw<; va <puMoonol TO Ovo\JO TTpofoVTO<; 

6. 1\01TTt<; rrArlPo<popi£<; 

1. TI EINAI TO "ONOMA npOrONTOI: KAI nOlA EINAI H XPHI:H TOY 

To OvolJa TTpo"i6vTO<; (ivOi tva OVTlf)IOTIKO KOI opa OKoTwvovra<; TO 130KTIlPiOl0 TTOU TTPOKOAouv 
TI<; AOllJwË£I<;. n£pltXEI ouo OIOq>OPETIKO <pOPIJOKO TTOU OvolJot;ovrat OlJoËIKIAAivll KOI 
KAaf)ouAoviKO oËu. H OlJoËIKIAAivll OVÊKEI O£ lJia OIJOOO q>aPIJOKWV TTOU oVOIJOt;ovTOI 
"TTEVIKIAAivE<;" fj OpoOIl TWV oTToiwv IJ£PIKE<; <popt<; IJTTOPEI va EIJTTOOt08£i (aopovoTToIEiral). To 
oMo OpaOTIKO OUOTOTIKO (KAof)ouAoVIKO oËu) OEV ETTITPETTEt va oUIJf)£i aUTO. 

To OVOIJO TTpoioVTO<; XP1l011J0TT01£iral O£ Evr'jAIKE<; KOI TTOIOIO Ylo TfjV 8£poTTEia TWV TTapaKoTw 
AOllJwË£wv: 

ETTIKaAulJlJEVa IJ£ AETTTO UlJtvlO oloKio 500 mg/125 mg, 875/125 mg 

AOIIJWË£I<; TOU IJtoou WTO<; Kal TTapapplvoKOATTiTIOO 
AOIIJWËEI<; TOU aVOTTVWOTIKOU 
AOIIJWËEI<; TOU OUPOTTOlflTlKOU 
AOllJwË£I<; TOU OtPIJOTO<; KOI TWV lJaAaKwv 1J0piwv TT£pIAalJf)avOIJEVwV TWV OOOVTIOTPIKWV 
AOIIJWËEWV 
AOIIJWË£I<; TWV oarwv Kat TWV ap8pwo£wv 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO "ONOMA npO'rONTOI: 
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M'lV nOpET£ TO OVOI-IO npOIOVTOC;: 
OE ITEpimwort aAM:Pyiat; (UITEpEUal08rt0iat;) OTrtV alJoâIKIMivrt, TO KAal3ouAavlKO OâU, 
TrtV nEVIKIMivrt 1'\ OE onolool'\nOT£ oMo OUOTOTIKO TOU OVOlJa npOiovTOt; (ava<ptpoVTaI 
OTrtV napoypa<po 6) 
OE nEpiTTTW0rt nou £iXOTE nOTt ool3apl'\ aM£pYIKI'\ aVTiopa0rt (uITEp£u0I08rt0ia) O£ 
onolool'\noTE oMo avnl310TlKo. AUTI'\ "mopEi va nEplAalJ!3ovEI OEplJOTIKI'\ aVTiopaof)1'\ 
npl'\âllJo TOU npomimou 1'\ TOU AallJou 
OE nEpinTw0rt nou £ixaTE nOTt rtnOTIKo npo!3AI'\IJOTa 1'\ iKTEPO (KITpiVIOlJa TOU OEPIJOTOt;) 
OTOV naipvOTE Konolo avn!3loTIKO. 

'MIlV riOPET£ TO UV0I-l0 npOrOVTOS £ov Konolo ono TO noponovw ooS mpopo. Eov 
OEV EioTE oiyoupol, lJlAI'\OTE IJE TO YIOTPO 1'\ TOV q>aplJaKOnOIO oat; nplv mjp£TE TO OVOlJa 
npoIOVTOt;. 

npootYTf IOIOiTfpo 1-1£ TO UV0I-I0 npOIOVTOS 
MIAI'\OTE IJE TO YIOTPO 1'\ TOV q>aplJaKOnOIO oat; nplv nopETE aUTO TO q>OPlJaKO, EOV 


tXETE nupno IJE OIOYKWIJEVOU<; AEIJq>aOEVE<; 

KovnE 8EpanEia yla VEq>PIKO 1'\ rtnOTIKO npo!3AI'\IJOTa 

OEV oupEiTE TOKTIKO. 


Eov OEV EioTE oiyoupol, EOV KonOIO ano TO napanovw oa<; aq>opo, IJIAI'\OTE IJE TO YIOTPO 1'\ TOV 

q>aplJaKOnOIO oat; nplv ndpETE TO OVOlJa npoiOVTO<;. 


LE OPIOlJtVEt; nEpITTTWOEI<; 0 YIOTpOt; oa<; IJnopEi va OIEPEuvl'\OEI TO Eioo<; TOU l3aKTf)ploiou nou 
npoKOAEi Tf)V AoilJwâf) AvdAoya IJE TO anOTEAtOIJOTa, IJnopEi va oa<; XOPrtYf)8Ei OIOq>OPETlKI'\ 
ITEPIEKTIKOT'lTO OVOIJO npoiovTO<; 1'\ OIOq>OPET!KO q>dplJaKo. 

KaTOOToO£IS nou I-Inop£i va XP£lao Td va npootYET£ 
To OVOIJO npoIovTO<; lJnopEi va ETTIOEIVWOEI OPIOlJtvE<; KOTaoTdoEI<;, 1'\ va npoKaAtoEI 
O'lIJOVTlKE<; aVETTl8ulJrtTE<; EVEPVEIE<;. AUTt<; ITEP1AaIJ13ovouv aAAEpYIKt<; aVTlopdoEl<;, ETTlAf)TTTIKE<; 
KpioEI<; (onaolJoi) KOI q>AEYIJOvl'\ TOU naxto<; EVTtpOU. nptnEI va KOlTdâETE YIO OUYKEKpllJEVa 
OUlJnH./JIJOTa KOTO Tf) OlopKEla AI'\4Jrt<; TOU OvolJa npolovTO<;, yla va IJEIWO£TE TOV Kivouvo 
onolwvOl'\noTE npo!3A'lIJOTWV. BAtITE 'KaraoTaow; rrou XPEla(nal va rrpoot.{ETE' OTIlv 
nopciypocpo 4. 

EYETcio£IS ail-iOTOS KOI oupwv 
Eciv KOVET£ EâETaO£l<; ailJOTo<; (ClTTw<; Eâ£TaOEI<; yla Trtv KOlaOT00rt TWV Epu8pwv allJooq>a1piwv 
Ii Eâ£TOOEI<; f)nOlIKIi<; Amoupyia<;) Ii Eâ£TOOEI<; oupwv (Yla Tf)V yAUKOãrt), EVrtlJEPWOTE TO YIOlPO 
Ii TOV V00'lAEUTI'\ aT! naipV£TE TO OVOlJa npoiovTO<;. AUTO YIOli TO OVOlJa npoiOVTO<; IJnopEi va 
EnrtPEdoEI TO anoTEAtOIJOla auTOu TOU Tunou TWV EâETaOEWV. 

XPrlOf) ciMwv cpapJ10KwV 
napaKOAEi09E va EVrtlJEPWOETE TOV YIOlPO 1'\ TOV q>apl-laKOnOIO oa<; EOV noipvETE Ii tX£TE naPEI 
npooq>OTa aAAa q>aPl-laKa. AUTO nEplAal-l!3avouv Kal q>aPlJaKa nou IJnopouv va ayopaolOuv 
xwpi<; ouvrayl'\ Kal q>OPlJaKa q>UTlKI'\<; npotAwort<;. 

Eav AalJl3aV£TE aMonouplvoArt (XPrt0IIJOnOIEiTOI yla TrtV OUplKI'\ ap9piTloa) lJE OVOlJa 
npoYOvTO<;, IJnopEi va aUâf)9Ei II m8avOTllTO va EIJq>avioETE aAAEpYIKI'\ OEplJOTIKI'\ aVTiopa0rt. 

Eav AalJI30V£TE npol3Evwiort (XPrtOllJOnOIEiTOI yla TrtV OUPIKI'\ ap9piTloa) 0 YIOTpO<; 00<; lJnopEi 
va anoq>aoiOEI Til pu8lJ10ll Tf)<; OOOf)<; lOU OvolJa npolovTO<;. 

Eov AaIJ130VOVTaI aVTlTTrtKTlKO q>aPlJaKa (onw<; rt l3apq>apivf) lJaãi lJE OVOlJa nporoVTO<; TOTE 
lJnopEi va XPElaoTOuv mmAtov Eâ£TOOEI<; aiIJOla<;. 

To OvolJa npoIovTO<; I-lnopEi va mrtPEOoEI TOV Tpono OpaOll<; Trt<; lJE9OTpEâaTIl<; (q>0PlJaKO nou 
XprlOlIJOnolEiTOI Yla TrtV 8EpanEia TOU KapKivou 1'\ TWV PEUI-lOTIKWV na9fJoEwv). 
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Eov EiGTE tYKUOe;, VOtJiûETE on tJTTOPEi va EiGT£ tYKUOe;, # EOV 8IlM<£TE, TTOPOKOAEiCJT£ va 
EVlltJEpWGET£ TO YIOTPO # TOV <pOPtJOKOTTOIO GOe; 

ZIlT#GTE HI GUIJIouAri TOU YIOTPOU # TOU <pOPIJOKOTTOIOU GOe; TTPOTOU TTOPETE OTTOIOOriTTOT£ 
<POPtJOKO. 

OoI'JVT)all Kat XElptaTo<; TIlxavwv 
To DvolJo TTpo'ioVTOe; IJ TTop£i va EXEI oV£TTl8uIJIlTEe; EVEPY£lEe; KOI TO GUtJTTTWtJ0TO tJTTop£i va 
tJEIWOOUV IIlv IKOVOTIlTOe; GOe; Y'O ooriYIlGIl· 
MIlV OOllyEiTE # XPIlOIIJOTToIEiT£ EPyoAdo ri IJIlXOVEe;. EKTOe; Eav OIG8av£OTE KaM. 

3. nor NA nAPETE TO ONOMA npo"tONTor 

naVTOTE va TToipV£TE TO OvolJa TTpoiOVTOe; aUGTllpa GUIJ<pwva IJE Tie; oOllyiEe; TOU YIOTPOU GOe; 
Eav EX£TE olJ<PlIoAiEe;. pWT#GTE TOV YIOTPO # TOV <paPIJOKOTTOIO ooe;. 

EvI'JAIKOI Kat TTO/Dia papou<; 40 kg Ko/ avw 

H ouv#81le; 06011 £ivOI: 

1 oloKio TpEIe; <pOpEe; Hlv qlJtpo 

500 mg/125 mg ETTlKaAulJlJEvO IJE AETTTO UtJEVIO oloKio 
1 oloKio TpEIe; <pOpEe; lllv IltJEpo 

875 mg/125 mg ETTlKaAutJlJEvO tJE Amro UIJEVIO oloKio 
Luvri81le; 06011 1 oloKio OUO <pOpEe; HjV IllJtpO -

Y4JIlMTEPIl 06011- 1 oloKio TpEIe; <popte; Tllv IlIJEPO 

no/Ola papou<; TIKpOTEPOU TWV 40 kg 
nOlOI() IlAIKioe; 6 owv ri IJIKPOT£pO 80 npErTEI KOH) TTPOTilJlloIl va AOIJIavouv OVOlJo TTpOYovroe; 
noollJo EVOIWprrlJo ri <pOKEAAioKOUe;. 

LUIJIouA£uT£fTE TO ylarpo ri roy <paptJOKonOIO oae; Drav XOPIlYEITOI OVOtJO TTpOI6vTOe; OlGKio GE 
TTOiOlCl (3opoue; tJlKPOTEPOU TWV 40 kg. 

AaeEVEl<; fJE IlTTaTlKa Kat VEQ>ptKa TTpoPAr'nJaTa 
Edv EXETE V£(PPIKO TTpoIA#IJOTa, Il 060q IJnopEi va oAM>£L 0 YOTpOe; GOe; tJnop£i va 
ETTlAE>EI !Jio OIO<pOPETIKri nEp'EKTIKOTIlTO ri OIO<pOp£TlKO <:poPIJOKO. 
Edv EXETE f)nOTIKo npo(3A#tJora üJTTop£i va XPEl0080uv GUXVOnpEe; E>£TdoEIe; OiIJOTOe; Yla 
TOV tAEyxo Tile; f)nOTIKrie; AEnoupyioe;. 

nWC; v a  mlpETE TO OvofJa TTpo'iovToc; 
KOraTTlEiTE TO olGKio OMKAf)po IJE tva TTOTriPI VEPO OTf)V apxri Ev6e; YEUtJOTOe; ri OlJtowe; 
TTplV 
�IOXWPriOTE TIe; 060EIe; looouva/Ja EVTOe; Tf)e;f)lJtpoe; IJE-TOUMXIOTOV 4wpo OIOOTriIJOro. 
Mf)v TTapETE 2 060EIe; OE 1 wpo. 
Mf)v naipV£TE TO OVOIJO TTpoi6vTOe; YIO nEpIGGOT£pO OTTO 2 E(300IJOOEe; Edv 
E>OKOAou8EiTE va 0108avWTE dPPWOTOI TTpEnEI va >OVOETTlGKE<:pTEin TO YIOTPO Gae; 

Eav TTapETE TEvaAuTEp'1 ooa'1 OvofJa TTpoi'OVTOC; aTTo Tllv KaVOvlKtl 
Eav naP£TE IJEyoAUTEPIl noooTIlTO OVOIJO npoioVTOe;. TO OUI-JTITWIJOro IJnopEi va 
TTEplAolJ(3avouv OTOIJOXIK# OIOTOPOXri (oi08lltJo aOla8wioe; # olClppolo) ri onoolJoue;. MIAr'jOTE 
f,lE TO YIOTp6 ooe; ro OUVTOIJOTEPO OUVOTOV. �Ei>TE GTO YIOTp6 TO Kouri ri TIlv <pldAIl rou 
<p°PlJdKOU. 

Eav UExaaETE va mlpETE TO OvolJa rrpoi'6vTO<; 
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nou npoKoAEiTOI ono oUÕflOil Tfl<; XOAEpu8pivIl<; OTO oitJa (1.110<; ouoio<; nou 

t:.t:. YEn-E.42S0-13/4 

(24a) 

• novoKtq)QAo<;. 

'OXI OUXVE<; aVETIl8ulJflTE<; Evtpym<; nou IJnopEi va <pavouv OTI<; EÕ£TOOEI<; aiIJOTO<;: 
• aUÕflofl OPIOlJtvWV OUOIWV (tv(upo) nou napOYOVTOl ana TO Önap. 

rrrOVIEt.; aVETTlt:hJI-H1TEt.; E vtPVEIEt.; 
AUT£.<; IJnopEi va ETTflPEOOOUV EW<; 1 ow 1000 OTOIJO 
• OEplJOTIKO EÕOVefllJa, nou lJnopEi va tX£! <pouoKoAE<; Kal va IJOIO×EI lJE lJ1KPOO<; OTOXOU<; 

(OKOUPOXPWlJE<; KEVTpIK£'<; KflAioE<; nou TTEPI(3oAoVTOl on6 lJiO avoIXT6XPWtJfl TTEPIOXÖ IJE 
lJaOpO OOKTUAIO YUPW on6 TI<;OKPE<; - TTO},UPOPCPo EpuBf}po) 

-+ 	 EOV nopOTflPÖOETE Konolo ana aUTO TO OUlJnTWlJOTO ETIlKOIVWVÖOTE IJE tva YIOTPO 

EnEly6vTW<; 


L:novl£<; OVETIl8utJflTE<; Evtpym<; nou lJnop£i va <pavoOv OTl<; EÕ£TOOEI<; OilJOTO<;: 
• xotJflA6<; opl8tJo<; Kunopwv nou ElJnAEKOvWI OTflv nÖÕfl TOU OilJOTO<; 
• XOlJflA6<; opl8tJo<; AWKoKunopwv 

'AMEt.; aVETTl9uJ.l'lTEt.; EvtPVEJEt.; 

AAAE<; OVETIl80tJflTE<; EVEpym<; txouv <poVEi O£ tva noAl! tJlKPO opl8lJO OTOtJWV oAM Il OKPI(3Ö<; 
OUXVOTf)W TOU<; EivOI OyvWOTfl. 

• AAAEPYIKt<; OVTlopdO£l<; (j3AETTE noponovw) 
• ct>AEYIJOVÖ TOU noxto<; EVTtpOU (j3AETTE nopandvw) 
• L0(30pt<; OEPI.10TlKt<; OVTlOpdOEI<;: 

EKT£TOl.1tvo EÕov81l1J0 IJE <poUOKdAE<; KOI ono<pAolwlJtvo otplJa, IOIOiTEPO yupw ono 
TO OTOIJO Til IJUTfl, W lJOTIO KOI W YEVVilTIKO OPYOVO (OUVopopo Stevens-Johnson) 
KOI lJio 00j30POTEPfl IJOp<pÖ nou npoKOAEi EKT£TOl.1tvfl ono<pAoiwOll TOU otPIJOTO<; 
(nEploooTEPO ono 30% TIl<; ETII<povEla<; TOU OWIJOTO<; - TO>IKI'j EmOEPPJKI'j 
VEKPO},UOIJ) 

EKTETOl.1tvO KOKKIVO OEPIJOTIKO EÕov8fllJa IJE IJIKpt<; <pouoKoAE<; nou nEpltxouV nuov 
(arrocp0},/oWTlKI'j oEpparinoa) 

KOKKIVO I.1E anoAET Iloil EÕdv8flIJ0, IJE o(3wAou<; KdTW ono TO otplJa KOI <pouoKoAE<; 
({3},anowou; E>6vBlJpa). 

-+ 	 ETTlKOIVWVr)<HE J.lE tva VJaTPO aJ.ltowt.; HIV EJ.lq>avr)oETE KorrOJa arro aUTa TO 

OUJ.lrrTwJ.laTa. 


• <PAEYI.10VÖ TOU ÖnoTO<; (f}TTariTloa) 
• iKTEPO<;, 

nopdYETOI OTO Önop) nou IJnopEi va KaV£! TO otPIJO KOI TO AEUKO TWV lJaTlwv va 
<pOiVOVTOI KIT plVO 

• <PAEYI.10VÖ TWV VEq>PIKWV oWAflVOpiwv 
• TO ailJOI oPYEi va nÖÕEI 
• unEpKIVIlTIKOTilra 
• anoolJoi (OE aTOlJa nou noipvouv U4JIlAE<; 060EI<; 'OvolJa npoiOVTO<; Ö tXOUV VE<PPIKO 

npoj3AÖIJOTO) 
• IJEAovr; yAwooa nou IJOIO×EI TpIXWTr; 
• KflAiOE<; ora OOVTlO (OW nOlOIO), ouvri8w<; OnOIJOKKpivoVWI lJE TO j3oupraIOlJo. 

AVETTl8UlJflTE<; EvtpYEIE<; nou <pOiVOVTOI OTl<; EÕETOOEI<; aiIJOTO<; ri oOpWV: 
• ooj3aPrl IJEIWOll TOU apl81.l0u TWV AEUKOKunopwv 
• X0l.lflA6<; OPI8IJo<; Epu8pwv OII-.lOo<polpiwv (aJP0},UTlKI'j aVaJpia) 
• KpuoraAAol ow oupo. 

Eov EJ.lq>avr)oETE aVETTl9uJ.l'lTEt:; EvtPVEIEt:; 

-+ 	 EV'lJ.lEpWOTE TO VlaTpo Ii TOV q>apJ.laKOrrOIO oat.; EOV KonOIO OVETTIeUl.1flHj EvtPYEIO 
yivum ooj3opr;, ri ov nopOTllPÖOETE KonOIO OVETTl8ul.1flTIl EvtpYEla nou OEV OVo<ptPETOI 
OTO nopov <puMo OOIlYlwv. 

5. 	 nor NA <J>YI\AHETAI TO UNOMA nporONTor 
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No <puMoonOi o£ !-ItPIl TTOU O£V TO <p80vouv Kal O£V ro I3AtTTouv TO TTOU)IO. 

No !-Ill XPIlOl!-lOTTOI£iT£ ro 'OVO�O TTpoIoVTO<; �£TO TIlV 'l�£pO�Ilvio AF1Il<; TTOU ova<ptp£TOI oro 
KOUTi. H 'l�£pO�Ilvio A�1Il<; £[VOI 11 T£;"WTOio IWtpO rou ��VO TTOU oVO<ptpnoL 

To <pOp�OKO o£v TTptTT£1 va oTToppimovTOI OTO v£po TIl<; OTToxtT£UOI1<; � OlO O KOUTTioIO. 
PWT£ioT£ ro <pOp�OKOTTOIO 00<; TTW<; va mTo1n£ TO <pOpiJOKO TTOU o£v XP£IO�OVTOI mo. AUTO TO 
iJtTpa 80 130ll8�00uv OTIlv TTPOOTooio TOU mpl!3oMoVTO<;. 

6. AOlnEr nAHPO<nOPIEr 

TI TnplEXEI TO 'OVOlJa rrpoIOVTOt; 

EIJq>aVlall TOU 'OvolJa rrpoi"ovTOt; KOI rrEpltXOIJEVO Tilt; auaKEuaaiat; 

KOTOX0t; aadat; KuKAo<popiat; KOI napaywyot; 

AUTO TO <papJ.laK(UnKO np0"iov tXEI EVKPl8ti aTa KPOTIl MEAIl TOU Eupwrra·iKOU 
OlKOV0J.lIKOU Xwpou (EOX) IJE TIt; aKoAou8Et; OVOJ.laaiEt;: 

To rropov <puMo oallVlwv xpriaqe; EYKpi8fJKE Via nAturaia <popa ane; 
TpoTTo<; 0108£011<; �£ IOTPIK� OUVTOyF 

To OVTI!310TlKO XPI101�OTTOIOUVTOI Ylo Tllv oVTliJ£TWmOIl TWV AOl iJw1£wv TTOU TTPOKO;"OUVTOI OTTO 
130KTllpiolo. fJ.£v £ivol OTTOT£;"£O!-IOTIKO tVOVTl TWV ;"OJiJW1£WV TTOU TTPOKO;"OUVTOI OTTO 10U<; 

0P IO iJtV£<; <popt<; �ia ;"oiiJw1 1l TTOU TTpoKa;"£iTOI OTTO 130K TIlPioio o£v aVTOTToKpiv£TOI O£ tva 
OX��o OVTI1310T IKOU 'Evo<; OTTO rou<; ouvIl8toT£pou<; Myou<; yl aUTO £[VOI m£lo� TO 130K Trlpioia 
rrou TTPOKO;"OUV Til ;"oi�W11l £ivOI OV8£KTlKO OTO ;"OiJI30VOiJ£VO OVTt!310Tl KO. AUTO OIl�oiv£I Oll 
!-ITTOPOuv va £TTI��OOUV Kal aKO�O va rroMOTTAoOlOOTOUV rropo TO OVTlI310TtKO. 

'OTOV 0 Y IOTpO<; 00<; xoprlYFO£1 tva OXF�O OVT I!3IOT IKOU, aUTO TTpOT[8nOl va 8£POTT£UO£1 �OVO 
Tllv TptXOUOO TT081l0ll 00<; H £<pap!-loy� TWV TTOPOKOTW OUiJl3ou;"wv 80 !301l8r'J0£1 OTIlV 
rrpoAlllVrJ £�<POVIOll<; OV8£T KTl KWV 130K TIlPloiwv TTOU iJTTOPOUV va £iJTTooiOOuv TrJ Opo0'l TOU 
OVT I!310TlKOU 

EivOI TTOAU OlwaVTlKO va TTaipV£TE TO aVT I!3IOTIKO OTIl OWOl� 00011, Til OWOT� wpa KOI Yla 
TOV OWOlO apl8�o lliJEpwv. fJ.lal3ooTE 11<; OOllYi£<; Olllv £mo�iJavOIl KOI £ov o£v 
KOToAo!3aiv£TE KOTI, PWT�OT£ TO Y IOTPO r'J TOV <pap�OKOTTOIO va 00<; TO £1Ily�o£l 

2. 	 fJ.£v TTptrrEI va TTOP£T£ tva aVTl1310TlKO EKTO<; EOV EX£I ouv TOyoypa<p1l8£i EIO I KO Yla 00<; KOI 
80 TTptTT£1 va TO XPllOl�OTTOIr'jO£TE !-IOVO Yla Tllv aVT I�£TWTTlOll TI1<; ;"oi�w1rJ<; Yla TrIV orroia 
00<; xoprWr'J81lKL 

3. 	 l':J.£v TTP£TW va TTOPET£ OVTl1310TlKO TTOU XOPllyF81lKav O£ oMa OTOiJa OKOiJa KI av £ixav 
;"oi�w1'l TTOU �TOV TTapOiJOla iJ£ HI OIK� 00<;. 

4. 	 l':J.£v TTP£TT£I va OiV£T£ aVTll3loT IKo TTOU XOPlly�8rJKov O£ 00<; O£ 0;";"0 oTo�a. 
5. 	 Eov EX£TE KOTTOIO aVTl1310TtKO TTOU £iJ£IV£ iJ£TO TrJ A�lVrJ TOU oxrliJaTo<; oUiJ<Pwvo fJ£ T I <;  

oOlly i£<; TOU YIOTPOU 00<;, 8 0  rrptrr£1 v a  £moTp£lVn£ TO urro;"olTTo O TO <papKaiJEio va 
OTTOPP I<p8£i KOTOMr'jAw<;. 
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B. To <.PuMo OOflYH.iJv ylO TO XPÔCHfl <P0PIJOKEUTlKWV TTpoloVTWV TTOU TTEPltXOUV 0POOTIKO 
OUOTOTIKO AMOXYCllLiN + ClAVUlANIC ACID, AIOKio rrapaTETal-l£V'lg arrOO£aI-lEUa'lg 
1000mgJ62,SJtab opIÕnOl w<; EÖÔ<;: 

<l>Y MO OAHriON XPHrHr: nI\HPO<l>OPIEr riA TON XPHrTH 

OVOl-la rrpoi"6vTOg SR 1000 mgJ62.S mg olaKia rrapaTETal-liv'lg arrOOEaI-lEUa'lg 

AI01300TE rrpOOEKTIKO oA 6KA'lPO TO <puMo 00'lVIWV Xpiio'lg rrpoTou apxiaETE va 

r raipVETE aUTO TO <pOPl-laKO. 


<.PUMÖTE OUTO TO <puMo OOflYIWV XPÔOfl<;. 'Iow<; XP£lOOTEI vo TO olo×oonE Öovo. 
Eov txnE mpontpw oTTopiE<;, PWTrloTE TO YIOTPO Ô TO <pOPIJOKOTTOIO 00<;. 

H OUVTOYÔ YIO OUTO TO <pOPIJOKO XOP'lYrl8'lKE YIO 00<;. (}.£V TTptml vo owonE TO <pOPIJOKO 
OE oMou<;. MTTOPEi vo TOU<; TTPOKOAtO£l j3M×'l, OKOIJO KOI OTOV TO OUIJTTTWIJOTO TOU<; 
EivOi 1010 IJE TO OIKO 00<; 
Eov KO TTOIO OV£TT18ul-l'lTil EvtpYEIO yiVETOI Oo×oPrl rl ov TTOpOT'lpÔOnE KOTTOIO . 
OVETTl8ul-lilTfl EvtpYEIO TTOU OEV OVO<ptPETOI OTO TTOpOV <puMo 00'lYIWV, TTOPOKOAEi08E vo 
EV'lI-lEpwonE TO YIOTPO Ô <pOPIJOKOTTOIO 00<; 

To rrap6v <puMo OO'lVIWV rrEpl£XEl: 
1 TI EivOI TO OVOI-lO TTpoToVTO<; KOI TTOIO EivOi '1 XPrl0fl TOU 

2 TI TTptTTEJ VO yvwpiÕETE TTPOTOU TTOP£TE TO OVOIJO TTpoloVTO<; 

3 nw<; vo TTOP£TE TO OVOIJO TTpOioVTO<; 

4 nl80vt<; OVETTl8ul-l'lTE<; Evtpym<; 

5 nw<; vo <pUMOOETOI TO OVOIJO TTPOIOVTO<; 

6. /\omt<; TT A'lpO<pOpiE<; 

1. TI EINAI TO ONOMA npOr-ONTOr SR KAI nOlA EINAI H XPHrH TOY 

To OVOIJO TTpOI6vTOC; EivOi tvo OVTI×IOTIK6 KOI opo OKOTWVOVTOC; TO ×OKTrjpfOIO TTOU TTPOKOAOUV 
TIC; AOIIJWÖEI<;. nEpltxEI 000 OIO<popnIKO <pOPIJOKO TTOU OVOIJOÕOVTOI 0I-lOÖIKIMiv'l KOI 
KAO×OUAOVIK6 OÖU H OI-lOÖIKIMiv'l OVÔKEI OE lJio OIJOOO <P0PI-l0KWV TTOU OVOI-lOÕOVTOI 
"mvIKIAAiVEC;" 'l OpOOil TWV OTToiwv I-lEPIKtC; <popt<; I-lTTOPEi va EI-lTTOOI08Ei (OOpOVOTTOIEiTOI) To 
oMo OPOOTIK6 OUOTOTIKO (KAo×ouAavIKo oÖO) OEV ETTlTptm.l vo OUI-l×Ei OUTO. 

To OVOIJO TTpoI6vTO<; XP'lOIIJOTToIEiTal OE EVÔAIKEC; KOI TTalolo OVW TWV 16 nwv ylO T'lV 
8EPOTTEiO TWV TTOPOKOTW AOIIJWÖEWV 

AOIIJWÖEI<; TWV TTVEUI-l0VWV. 

2. TI nPErJEI NA rNOPIZETE nPIN NA nAPETE TO ONOMA npOr-ONTOr 

M'lV rropET£ TO -oVOl-la rrpOr6VTOg: 
OE m:.piTTTw0'l aMEpyia<; (umpEuaI08floia<;) OT'lV aI-lOÖIKIMivfl, TO KAa×OUAOVIKO oÖu, 

TrjV TTEVIKIMivfl rl OE OTTOIOOrlTTOTE dMo OUOTOTIKO TOU OVOIJO TTpoIoVTO<; (ava<ptpovTOI 

OTflV TTopdypo<po 6) 

OE mpiTTTwofl TTOU EiXOTE TTOTt oo×apÔ OMEPYIKrl oVTiopo0'l (umpwOI08flOio) OE 

OTTOIOOÔTTOTE dMo aVTI×IOTIKO. AUTÔ �JTTopEi vo TTEpIAalJØOvEI OEPl-laTlKrl oVTiopo0'l rl 

T TPrlÖIIJO TOU TTPOOWTTOU Ô IOU AOllJoU 

OE TTEpiTTTwofl TTOU EiXOTE TTOTt flTTOTlKd TTpo×AÔIJOTO Ô iKTEPO (KITpiVI0I-l0 TOU OtPI-lOTOC;) 

OTOV TTaipvOTE KOTTOIO aVTI×IOTlK6. 


-+ 	 M'lv rropUE TO OVOl-la rrpo"'ovTOg EOV KorrOIO arro Ta rraparrovw aae;; a<popo. Eov 
OEV EioTE oiYOUPOI, IJIArlCHE I-lE TO yIOTp6 Ô TOV <papIJOKOTTOIO 00<; TTplV TTapETE TO OVOIJO 
TTpOYOVTO<;. 
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npootLu IOIOiupo ME TO 'OVOMO lTpOi'OVTO<; 
MIA�OT£ 1-1£ TO YIOlPO � rov <pOPIJOKOTTOIO 00<; TTplV TTOP£T£ aUTO TO <pOPIJOKO, £OV 


EX£T£ lTupno IJ£ OIOYKWlJtVOU<; A£IJ <POOEV£<; 

KOV£T£ 8£pomio YIO VE<PPIKO � 'lTTOlIKO TTpo(3MlJmo 

OEV oup£irE TOK TIKO. 


Eov OEV £IOT£ oiYOUPOI, EOV KOTTOIO OTTO TO TTOPOTTOVW 00<; o<popo, IJIA�OT£ IJE TO YIOlPO � TOV 
<pOPIJOKOTTOIO 00<; TTplV TTopnE TO OVOI-IO TTpoiOVTO<;. 

I.E 0P10IJEV£<; TTEPITTTti.lOEI<; 0 YIOlpO<; 00<; IJTTOPEi va OIEp£UV�OEI TO £100<; TOU (3 0K TflPIO iou TTOU 
TTPOKOAEf T'lV AoilJw2'l AvoAoyo IJE TO OTTOTEAtOIJOlO, IJ TTOPEf va 00<; XOP'lY'l8£i OIO<pOP£TIK� 
TTEPIEK TlKOT'lTO OVOIJO TTpOiOVTO<; � OIO<pOP£TIKO <pOPIJOKO. 

KOTOOTOOEl<; lTOU !-.mopEi vo XPEIOoui VO lTpootLETE 
To OVOIJO TTpo'ioVTO<; IJ TTOPEi va £TTlOEIVWOEI OPI O lJtvE<; KmooToo£I<;, � va TTPOKOAtO£1 
O'lIJOVTlKE<; OVETTl801J'lTE<; EvEpym<;. AUTE<; TT£p1AolJ(3ovouv oAAEPYIKE<; OVTlOPOO£I<;, ETTI A'lTTTIKE<; 
Kp i oEI<; (OlTOO lJoi ) KOI <pA£VlJov� TOU TTOXtO<; £vTtpou npETTEI va KOlTO2nE YIO O UYKEKPIIJEVO 
O UIJTT TWIJOTO KOla Tfl OIOPKEIO A�4J'l<; TOU OVOIJO TTpoToVTO<;, YIO vo IJEIWO£TE TOV K ivouvo 
OlTOIWVO�lTOT£ TTpof3A'llJorwv. BAtTTE 'Karaorootl<; rrou XPtlO(Hat va rrpoot(E.rE ' OHIV 
nopoypoepo 4. 

ELETOOEl<; OijJOTO<; KOI oupwv 
Eov KOV£T£ E2£TOO£I<; oiIJOlO<; (OTTW<; E2£TOOEI<; YIO Tflv KOloaTOofl TWV Epu8pwv OllJooepOlpiwv 
W E2ETOOEl<:; flTTOlIK�<; Amoupyio<;) � E2£TOOEl<; oOpwv (YIO Tflv yAUKOsfl), EvrllJ£PWOlE TO YIOlPO 
r'] TOV VOOflAEUTW OT! TToipVETE TO OVOIJO TTpofoVTO<; AUTO YIOli TO OVOIJO TTPO'foVTO<; IJTTOPEi va 
ETTflPEOOEJ TO OTTOTEAtOIJOlO OUTOO TOU TOTTOU TWV E2£TOOEWV. 

XpI')Ol') oMwv CPOPjJOKWV 
nopoKoAEi08E va £vqlJEpwaETE TOV Y IOlPO � TOV <pOPIJOKOTTOIO 00<; EOV TToipVETE fl EX£TE TTOPEI 
lTpoo<pmo oMo q>OPIJOKa. AUTO lTEPI AOIJ(3ovouv KOI <pOPIJOKO lTOU IJTTOPOUV va oyopaoTOOv 
xwpi<; O UVTOY� KOI <pOPIJOKO <pUTlK�<; TTpotAEuOfl<;. 

Eov AOIJf30VET£ oMOlTOuplVoAfl (XP'lOlIJOTTOIEiTOI YIO TflV OUPIKr'j op8 p inoo) IJ£ OVOIJO 
lTPO'iOVTO<;, IJTTOp£i va aU2fl8Ei f'] TTl8aVOTflTO va £lJ epavi a£T£ aMEP YIKr'j OEPIJOlIK� aVTlopaof'] 

Eov AalJf3ov£T£ TTPO(3Evwiofl (XPflOlIJOTTOJ£iTOI Yla T'lV OUPIKr'j ap8 pinoa) 0 YIOlpO<; aa<; ăJTTopEi 
va OlTO<pOO iOEI Tf'] p081J10fl T'l<; 060fl<; TOU OVOlJa TTPO'fOVTO<; 

Eov AOIJf3ovovTOI avnTTflKTIKO <pOPIJOKa (OTTW<; f'] (3ap <pap ivf']) lJaSI IJE OVOlJa TTpoIOVTO<; TOTE 
I,JTTopEi va xp£laoTOOv £TTITT Atov £2£TOOEI<; aiIJOlo<;. 

To OVOIJO lTP0'iOVTO<; IJ TTOPEi va ETTf']p£OOEI TOV TpOTTO O pOOf']<; Tf']<; IJE80TP£2OT'l<; (<p0PlJaKO TTOU 
X Pf']OIIlOlTOIEl TOI Yla Tf']V 8£paTT£ia TOU KapK ivou � TWV p£UlJaTlKWV lTOeWo£WV). 

Kul')Ol') KOI 81')AoojJo<; 
Eov ElaTE tYKUO<;, VOlJiS£T£ on IJlTopEI va ElaT£ tYKUO<;, � EOV 8flAoSETE, TTapaKaA£ioTE va 
£Vflll£PWO£TE-TOYlmpo W TOV <paplJaKOTTOIO oa<;. 

Zrpr'jO TE Tfl O UIJf3ouA� TOU YIOlPOU � TOU <paPlJaKOTTOIOO 00<; lTPOTOU TTOPET£ OTTOIOO�TTOT£ 
<pOPIlOKO. 

o (5 I') yl') 01') KOI X[IPIOMO<; jJI')Xovwv 
To OvolJa TTpoIoVTO<; IJTTop£i va tX£1 aV£TTl8ulJflTE<; £vtpym<; KOI TO O UIJTTTWIJOTO IJ TTop£i va 

IJEIWOOUV Tf']V IKavoH1TO<; 00<; YIO OO�Y'lOfl. 

Mf']v oOf']y£iT£ � X P'l0l1J0TT01£iT£ EpyaAEfa � lJ'lxavE<;, EKTO<; EOV 0I08ovWTE KaAO. 


l:I')jJOVTIKI') lTAI')pocpopio 0XETIKO jJE OPIOjJEVO OUOTOTIKO TOU 'OvojJo lTPO"iOVTO<; 
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3, nOL NA nAPETE TO ONOMA npotoNTOL 

nOVTOTE va nofpvETE TO DvolJo npoIoVTOe; OUOH1P6 OUI-/q>wvo IJE Tie; OOIWIEe; TOU YIOTPOU ooe;. 
Eov tXETE ol-/q>l[3oAiEe;, PWT.OTE TOV YIOTPO ) TOV q>oPIJOKOnOlo 00<;. 

Ev.,AIKOI KOI nOlOH] avw TWV 16 uwv 
H ouv)81le; 06011 ElVOI 


2 oloKio ouo q>opte; Tllv IllJtpo YIO 5 twe; 10 IwtpEe;. 


nOlQla KaTw TWV 16 uwv 
To oloKlo DvolJo npoIOVTOe; OEV OUVIOTWVTOL 

Aa9£vEic,; WE '1nOTIKO KOI vE<pPIKa TTpoj3A.,WaTO 
Eov tXETE VEq>PIKO npo[3A)IJOTO, 11 06011 IJnopEI va oAM/EL 0 yOTpoe; ooe; I-/nOpE! va 

EntAt/EI lJio oloq>opETlKIi nEplEKTIKOTIlTO ) OIOq>OPETIKO q>OPIJOKO. 

Eov tXETE IlnOTIKO npof3A.IJOTO IJnopEi va XPEl0080uv ouxvon:pEe; E/£TOOEIe; OiIJOTOe; ytO 

TOV tAEYXO Tile; IlnOTIK.e; AElToupyioe;. 


nwe.; va TTapETE TO nVOWO TTpOrOVTOc,; SR 
To oloKio DvolJo npo'iovTOe; txouv XOpoy) ylO OIXOTOIJIlOIl nou [301l8oEI TO OnOOllJO TOU 

oloKiou OE ouo ioo IJtPIl. AUTO EivOi YIO va KOTonivoVTOI EUKOMTEpO. KOI TO OUO IJtpll 

TOU iOlou oloKiou nptnEI va AOIJ[30VOVTOI TIlV 1010 XpOVIK) OTlYIJ.. 

KOTOntEiTE TO oloKlo IJE tva nOT.pl VEPO OTIlV oPX) EVOe; YEUIJOTOe; ) OlJtowe; nplv 

l1tOXWP.OTE TIe; OOOEIe; 1000lNOIJa EVTOe; Tile; IllJtpae; IJE TouMXloTOV 4wpo OIOOT)I-/OTO. 

Mf)v nopETE 2 MOEIe; OE 1 wpo. 

MIlV nolpvETE TO DvolJo npoIOVTOe; Yla mplOOOTEPO ana 10 qlJtpEe;. E6v E/OKOAou8EiTE 

va 0I08oVEOTE 0PPWOTOI nptnEI va /aVaEntOKEq>TEiTE TO ytOTpO oac; 


Eav nopETE WEyoAUTEP'1 000'1 OvoWo TTP0i'ovTOe.; ono T'1V KOVOVIK., 
Eov nopETE I-/EyaAUTEPIl noooTIlTO DvolJo np0'iovTOe;, TO OUI.JTITwI-/OTa IJnopEi va 
mplAalJf3ovouv OIOTOpOX. OTO OTOIJOXI (ai081l1J0 aOl08wiae; ) Oloppola) . onaolJoue;. MIA)OTE 
IJE TO ytOTPO ooe; TO OUVTOIJOT£PO OUVOTOV. l1Ef/TE OTO YIOTPO TO KOUTi TOU q>OpIJOKOU. 

Eov XExoaETE va TTOPETE TO nVOWO TTpoi'oVTOc,; 
Eov /EXOOEIE va nopETE lJiO 00011, nopTE IIlV alJtowe; lJoAH:; TO 8U1-/ 1l8EiT£. l1EV nptml va 
nop£TE Tllv mOI-/Evll 06011 noAu KOVTO, oAM va mpllJtv£TE nEpfnou 4 WpEe; nplv nopETE Tllv 
mOIJEVIl 06011· 

Eav OTOWOT"OETE va TToipVETE TO OVOWO TTpOrOVTOe.; 
LUVEXioTE va noipV£TE TO DVOIJO npofOVTOe; IJtXPI va TEAwDOEI 11 8EpOn£UTlK. oywy), aKOIJa 
KOI OV 0I08oVEOTE KoA(mpo. XPEIOi;EOTE OAEe; TIe; OOOEIe; WOTE va aVTlI-/ETwnio£TE TIlV AoiIJw/1l 
Eov Enti;lioouv Konolo f3oKTllpiota IJnopEi va movoq>tpouv Trl AollJw/1l 

Eov tX£TE nEploOOTEpEe; EPWTlioEIC; 0X£TIKO IJE H) XPïOIl OUTOU TOU npoTOVTOe; PWT.OTE TO 
YIOTPO Ii TOV q>oPIJOKOnolo ooe;. 

4. nleANEI ANEmeYMHTEI ENEPrEIEI 

Dnwe; oAo TO q>OPIJOKO. tTOI KOI TO DvoIJO npo'lovTOC; IJnop£i va npoKoAtoEI OVETIl8uIJIlTEC; 
EvtpY£t£e; OV KOI DEV nopouOIo<OVTOt oE oAoue; TOUe; av8pwnou<;. Mi aUTO TO <pOPIJOKO lJnopti 
va EI-/<poV1080uv 01 nopOKOTW OVEnt8uIJIlTE<; EvtpYEIEe;. 

KOTOOTOOEIc,; TTOU XPEIO(ETOI va TTpOOtXUE 

AMEPYIKtC, OVTlQpaOEl<;: 
• OEPIJOTIKO E/ov8rwo 
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• <PAEYIJOVIl TWV oltJo<p6pwv oYYEiwv (aYYEIiHoa) TTOU tJTroPEi va E[VOI <pO[VETOI OOV 
KOKKIVEe; � tJwÛ EÜOYKWtJtvEe; Kf]AiOEe; OTO otptJO. oAM tJTT OPEi va TTpooJ3Af]80uv KOI 01.1.0 
tJtpf] TOU OWIJOTOe; 

• TTUpETOe;. TT OVOe; aT!(; Op8pWOEIe;. TTPÝÜltJO oroue; OOEVEe; TOU AOIlJou. H1e; tJoOXOAIle; Ý Tile; 
J30uJ3WVIKÝe; Xwpoe; 

• oiOlltJ0. OPIOIJEVEe; <popte; OTO TTPOOWTTO Ý OTO OTOtJO (oYYEloofOf]J.1a). TTOU TT poKoAEi 
OUOKOAfo OTIlV OVOTTVOÝ 

• KOTOPPEUOIl· 

? 	 ETTlKOlvwvl'Jan: aJ.liawc; J.lE TO YIOTPO aaM EOV EtJ<POVÝOETE KOTTOIO OTTO OUTa TO 

OUIJTTTWtJOTO. rTaJ.laTl'Jan: HI Al'Jlpil TOU OVOJ.la TJPOi'ovTOM. 


<PAEYJ.l0VI'J TOU TTaxioM EVTtpOU 
(j)AEYIJOVÝ TOU TTOxEOe; EVTEPOU. TTOU TTpOKOA£[ UOopÝ OtOPPOIO ouvr'j9we; I-IE 0[1-10 
TTOVO OTO OTOtJ0XI KOI/r'j TTUPETO 

? 	 rUlJl3ouAwn:in: TO ylaTPO aaM TO a UVTOJ.lOn:pO OUVOTOV EOV qJ<pOVr'jOET E OUTO ra 

OUIJTTTWtJOTO. 


noM auxvic; aVETTlOUJ.ll1TEC; EvtpYEIEM 
AUTte; I.JTTopEi va ETTf]PEOOOUV TTEPIOOOT EPO OTTO 1 OTO 10 OTOI-IO 
• OIOPPOIO (aroue; EvÝA1KEe;). 

ruxviM aVETTlOUlJilTEC; EvtpYEIEC; 
AUTte; I-JTTopEi va ETTIlPEooouv twe; 1 ora 10 OTOtJO 
• o<p90 (KCtVTlVra - tJuKIlTlOOIKr'j AoitJwÜ1l TOU KoATTou, TOU OTOtJOTOe; r'j TWV OEptJOTIKWV 

TTTUXWV) 
• oi081ltJo oOlo8wioe; (vouTio), IOlOiTEPO OTOV AOtJJ3ovovlOl uljJllAte; MOEIe; 

EOV ooe; ETTIlPEOOEI TT OPTE TO 'OV0I-I0 TTpoioVTOe; TTplV OTTO TO <POYIlTO 
• EtJETOe; 
• CJl()PP010 (aro TTOIOIi:)). 

OX' auxvtc; aVETTlOUIJI1TEM EvtpYEIEC; 
AUTEe; I-ITTOPEi va ETTIlPEooouv EWe; 1 oro 100 OTOtJO 
• OEPtJOTIKO EÜov8lltJo. <poyoupo 
• EÜOYKWtJtVO KVIl0tJWOEe; EÜov81llJo (Kviowof]) 
• OUOTTEljJio 
• <01.11 
• TTovoKt<poAoC;. 

'OXI ouxvte; oVETTl8utJIlTEe; EvtpYEIEe; TTOU I-ITTOPEi vo <povouv OTIC; EÜETOOEl<:; OitJOTOC;: 
• OUÜ1l01l OPIOtJEVWV OUOIWV (iv(uJ.1a) TTOU TTOPOYOVTOI OTTO ro r'jTTOp. 

I:mlv.EC; aVETTlOUIJI1TEM EvtpYEIEC; 
Aurtc; tJTTOpE[ va £TTIlPEooouv twc; 1 ora 1000 OTOtJO 
• OEPI-IOTIKO EÜov91lI-lo. TTOU I-ITTOpEi va tXEI cpouoKoAEe; KOI vo I-IOIO<EI fJE fJIKpOUe; oroxouc; 

(OKOUpOXPWIJEe; KEVTpIKte; KIlAiOEC; TTOU TTEPIÛoAoVTOI OTTO tJio aVOIxroxpwtJrl TTEPIOXÝ tJE 
fJOUPO OOKTuAIO yupw OTTO TIC; OKPEC; TToAuJ.1opq;o EpUef]J.10) -

? 	 EOV TTOPOTIlPÝOETE KOTTOIO OTTO OUTO ra OUIJTTTWfJOTO ETTlKOlvwvr)orE fJE tva YIOTPO 
ETTEIYOVTWe; 

LTTOVIEC; OVETTl8Uf.'IlTEe; EvtpYElEe; TTOU IJTTOPEi va <pOVOUV OTIC; EÜETOOEIC; OiIJOTOC;: 
• X0tJllA6e; opl8tJoC; Kunopwv TTOU EtJTTAtKOVlOl OTIlV TTliÜ1l TOU OiIJOTOe; 
• XOfJIlAOC; opl8fJoe; AEUKoKunopwv 
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AMf.c, oVf.1T18uJ.HITf.C, f.VEPVf.If.C, 

AJ..f,£(:, OVETTl8uIJ IlTEe; EVEpyme; EXOUV <poVEi OE EVO TTOf,U IJIKp6 op,81J6 OT6IJwV of,M 11 OK p'V#e; 
ouxvOT IlTO TOUe; EivOi aYVWOH). 

• AAf,EPYIKte; aVTIO paOEIe; (!3f..Em TTapOTTaVW) 
• <Pf,EYIJOVr'j TOU TTaxtoe; EV Ttpou (!3f..ETTE TTOpaTTaVW) 
• LOVOpEe; OEpIJOTIKte; OVT IOpaOEIe;: 

£KTETOlJtvO £-av81lIJo IJE <pOUOKOf,£e; KOI OTTO<pf,OIWlJtVO otPIJO, IO IOiTEPO yupw OTTO 
TQ mOlJo Til IJUT Il, TO lJeHlo KOI TO YEV VIlT IKa oPyovo (OUVOP0/-lO Stevens-Johnson) 
KOI lJia oo!3opoTEPIl IJOP <P# TTOU TTPOKOf,Ei EKTETOlJtvll oTTo<Pf,oiwOIl TOU otp lJOTOe; 
(mpI0 06TEPO OTTO 30% HIe; £m<pov£lae; TOU OWIJOTOe; TOMJKr] UrJ6E.P/-lIKI'j -

VEKpoAuOfJ) 
EKTETOlJtvO KOKKIVO O£PIJOTlKO £-ov81lIJO IJ£ IJIKpte; <pOUOKaM:e; TTOU mpl£XOUV TTUOV 
(aTTo<poAIOWTlKr] o Ep/-larfTloa) 

KOKK IVO IJ£ OTTOf..ETTlOIl E-ov81lIJO, IJ£ OVWf,OUe; KOTW OTTO TO OEPIJO Kat <pouO Kdf,£e; 
({3AoTiowou; EMfJVefJ/-la). 

5 	 ETTlKOIVWVl']aTf. 1Jf. tva VlaTp6 OlJtawc, f.aV f.lJepOvrlaf.Tf. KanOla ono aUTO TO 

au \JnTllJJ.laTO , 


• <pA£YlJov# TOU #TTOTOe; (f}TTariTloa) 
• iKT£PO<;, TTOU TTPOKOf,£iTOI oTT6 oU-1l01l Tile; Xof,Epu8pivlle; OTO oilJo (J.lIOe; ouoioe; TTOU 

TTopdYETOI mo #TTOp) TTOU IJTTop£i va KOVEI TO otP IJO KOI TO f,£UKO TWV IJOTIWV va 
<pOiVOV TOI KiTP IVO 

• <pA£YlJov# TWV VE<PPIKWV owAllvOpiwv 
• TO ailJol 0p YEi vo TTĢ-£I 
• uTT£PK IVIlT IKOTIlTO 
• OTToolJoi (0£ OTOIJO TTOU TToipvouv UIVIlf..EC; 060£!(; OVOIJO TTpo"i6VTOe; # txouv V£<PP IKO 

TTpoI3Ar'jIJOTa) 
• 1J£f,ovr'j yAwooo TTOU 1J010<£1 TPIXWTr'j 
• KIlf,iOEe; OTO o6vTlO (OTO rralold), ouvr'j8we; aTTOIJOKK pivoVTOI IJE TO VOUpTOIOIJO. 

AVETTl8ulJflTE<; £vtpym<; TTOU <pOiVOVTOI om; E-ETOOEIe; OijJOTOe; # oOpwv: 
• ool3opr'j IJEiwOfl TOU opl81J0U TWV f,£UKOKUnopwv 
• XOIJIlMe; OPI8IJo<; Epu8pwv atlJoo<pOlpiwv (Gi/-lOAUTlKr] aVGI/-lia) 
• KpOOTOAAOI OTO oOpo. 

Eav f.lJepovrlaf.Tf. OVf.TTlOUIJJllf.C, f.vtpVf.lf.c, 
5 	 EVIl\Jr.pWOTf. TO VlaTPO rl TOV epOPJ.laKOTTOIO oac, £OV KdTTOIO OV£TTl80IJIlHl £vtpV£la 

yiV£TOI ool3oPri, ri OV TTOpOTflP#O£TE KOTTOIO oV£TTl8ulJflTfl £VtPV£IO TTOU O£v avo<ptp£TOI 
OTO TTOPOV <pUAAO oOflYlwv. 

5. 	 nor NA Q>Y/\AHETAI TO ONOMA rlPOrONTOr 

No <p uMOOOOLOE lJtPflTIOHO£V TO <p8dvouv KOI O£V TO l3f..Errouv TO HatO IO. 

No WI XPflOIIJOTTOIEiT£ TO OVOIJO TTp0"iovTOe; IJETd H)V fllJ£POjJflVio Ar'j-Ile; TTOU OVO<ptPETOI OTO 
KOUTi. H qjJ£pOfJ'lvio M\-Ile; EiVat fl T£f,£UTOio qlJtpo TOU fJr'jvo rrou OVO<ptp£TOI. 

To <papIJOKO o£vnptml vo clTToppfmOv TOI OTO v£po H)e; ClTTOXtTEUOIl<; # OTO OKOUTTioIO. 
PWT£ioT£ TO CPOP IJOKOTTOIO ooe; rrwc; va TT£Ta-ETE TO <poPfJOKO rrou o£v XPEIO<OV TOI mo. AUTO TO 
IJtTPO 80 l3o'l8#oouv OTflv TTPOOTOOio TOU mPI!3aMOVTO<;. 

6. /\OlnEr n/\HPO<POPIEr 

TI nEplEXEI TO OVOJ.lO npo'iovTOC, 

75 

http:f.lJepovrlaf.Tf
http:f.lJepOvrlaf.Tf


'" 

L'iL'i YEn-E.4250-13/4 

(240) 

E!-I<pa v1o'l TOU Dvol-IO npOrOVTOS KOI nEplE:X0I-IEV O T'lS OUOKEUooioS 

KaTOXOS oOEioS KuKAo<popioS KOI nopoywyoS 

AUTO TO <pOP!-lOKEUTIKO npo'iov EX£! £YKpI9£i OTO KpOT'l MUll TOU Eupwnoi"Kou 
OIKOV0I-IIKOU Xwpou (EOX) !-I£ m; oKoAou9£S ovo!-looi£S: 

To nopov <puAAo OOIlYIWV XPrlo'lS £YKpi9I1K£ ylO T£AwTOio <popa OTIS 

TpoTToC; 0I08EOfJC;: tJE ImpIKÆ OUVT OVÇ 
. 

LU !-IpouArl/lOTPIKrl £Knoiowol1 

To oVTIJ310TlKO XPIlOl!-lO TTOIOUVTOI VI O TfJV oVTlfJETWTTlOIl TWV AOI!-lWÈEWV TTOU TTPOKOAouVTOI aTTo 
J30KTfJPiOI0. /).EV EivOI OTTO T£AEO!-IaTlKO tvavTI TWV AOI!-lWÉEWV TTOU TTPOKOAouVT OI OTTO 10Ue;. 

OPIOlJtVEe; q>opte; lJio Aoi lJwÈfJ TTOU TTpoKaAEiTOI aTTo J30KTfJpi010 OEV OVT OTTOKpivE T OI OE tva 
OXÇIJO OVTlJ3I0TlKOU. Evae; OTTO TOUe; OUVfJ8toTEpOUe; AOvoue; VI aUTO EivOI £TTEIOÇ TO J30KTIlPiOI0 
rrou TTpOKOAouv H] Aoif,lwÉ1l Eivol OV8EKTIKO OTO Aaf,lJ3ovOf,lEVO ovnJ310TtKO AU T O  OIWaivEI on 
fJTTOPOUV va ETTI(ÇOOUv KOI OKOf,l O va TToMoTTAoOIOOTOUV TTOPO TO ovnJ310TlKO. 

'Grav 0 Vim poe; ooe; XOPIlVÇOEI tva OXÇf,lO aVTlJ3I0TlKOU, OUT O  TTpoTi8 uOi va 8EP OTTEUOEI \-lOVO 
Tllv rpEXouoO TTC18fJoll ooe;. H Eq>OP\-lOVÇ TWV TT apoKorw oU!-IJ3ouAwv 80 J30fJ8ÇOEI OTfJV 
rrpoAlllVfJ Ef,lq>OV10fJe; OV8£TKTlKWV J30KTrjPIOiwv TTOU \-lTTOPOUV va q.mooioouv TfJ 0POOfJ TOU 
aVTlJ310TlKOU. 

1. 	 Eivol TToAu 01l1-l0VTlKO va TToipvu£ TO OVTlJ310TlKO orr} OWOTÇ 00011, H] OWOTÇ wpo KOI Via 
TOV OWOTO ap18f,l0 fJ\-lEP WV. /).I0J300 TE TIC; OOllvi£e; OTfJV ETTlOr'jf,lOvofJ KOI EOV OEV 
KmoAaJ3oivETE KOTl, PW TÇOTE TO Vlmpo r'j TOV q>OPIJOKO TTOIO va ooe; TO £ÈfJVÇO£1. 

2. 	 /). £V TTPETT£I va TTOP£T£ tva ovnJ3loTIKo EKTOe; £ov tX£1 ouvTovoVP0<PfJ8£i £IOIKO Via ooe; KOI 
80 TTptTT£I va TO XPfJOI\-lO TTOIr'jOU£ \-lOVO Via TIlV OVTlf,l£T WTTlOIl TfJe; Aoi\-lwÉlle; VI O TfJV oTToio 
ooe; XOPIlVr'j8IlKL 

3. 	 /).£V TTptTT£1 va TT OP£TE ovnJ310TlKO TTOU XOPIlVr'j8IlKov O£ QAAo O TOf,la aKof,lO KI av £jxov 
Aof!-lwÈfJ TTOU Çrov TTapO\-lOIO 1-1£ Til OIKÇ ooe;. 

4. 	 /).EV TTptTT£1 va olvo£ aVTlJ310TlKO nou xoprWr'j81lKOV O£ oae; O£ oMo clTOI-IO. 
5. 	 Eov tX£T£ KOTTOIO OVTlJ310TIKO TTOU E\-l£IV£ !-IOO Trj Ar'j1V1l TOU OXr'j\-lO TOe; oU\-lq>wva 1-1£ Tie; 

OOrjViEe; TOU VIOTPOU ooe;. 80 TTP£TTEI va ETTIOTPEIVO£ TO UTToAolTTO OTO q>opKo!-l£io VI O va 
OTTOPPIq>8EI KoroMr'jAwe; 
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I. To <PuMo OOIlYIWV YIO TO XP½oTIl <P0PI-l0KEUTIKWV npolovTWV nou n£pltxouv OPOOTIKO 
OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, flIOOTT£IPOV£vo OIOKIO 500mg/125mg/tab 
Opi¾£TOI we; £s½e;: 

CfJYMO OflHrlON XPHI:HI:: nAHPOCfJOPIEI: riA TON XPHI:TH 

OVOJ.lO TTpOrOVTOW 500 mg/125 mg OIOOTT£lp0J.lEVO olOKio 

AJ.lOXIKIMivrJ/KAoi3ouAovl KO oXu 

flloi3aoTE TTPOoEKTIKa oAoKArJpo TO <puMo oOlwuilv Xpr'JorJW TTPOTOU OPXiOETE VO 

TToipVETE OUTO TO <papJ.lOKo. 


<PUMSTE OUTO TO <puMo oOIlYIWV Xpr'J0Ile; 'lowe; XP£looT£i va TO 010!300ET£ SOVO. 
Eov tXET£ n£polTtpw onopi£e;, PWTr'JOTE TO YIOTPO r'J TO <POPI-lOKOnOIO OOe;. 

H OUVTOYr'J YIO aUTO TO <pOPI-lOKO XOPlly½8IlK£ YIO OOe; (r'J TO nOioi ooe;). !J.£v nptml vo 
OWOET£ TO <pOPI-lOKO O£ oMoue;. MnopEi va TOUe; npoKOMo£1 !3Ao!3ll, OKOI-lO KOI OTOV TO 
OUI-lTITWI-lOTO TOUe; £ivol iOIO I-l£ TO OIKO ooe;. 
Eov Konolo ov£mSUI-lIlTIl £VtpY£IO yivETOI oo!3op¿, ½ ov nopOTIlP¿oET£ Konolo 
ov£mSul-lllTIl £vtPY£lo nou o£v oVO<ptp£TOI OTO nopov <puMo oOIlYlwv, nopoKoAEiaS£ va 
£vlll-l£PWOET£ TO YIOTPO ½ <popI-lOKOnOIO OOe; 

To TTOPOV <puMo OOIWIWV TTEPIEXEI: 
1 TI £ivOi TO OVOI-lO npO'iOVTO<; KOI nOla £ivOi 11 XP½OIl TOU 

2 TI nptml va yvwpi¾ET£ npoTOu nopET£ TO OVOI-lO npo'lovTO<; 

3 nw<; va nopET£ TO OVOI-lO npoIovTO<; 

4 nlSovte; oV£mSuI-lIlT£e; £vtpym<; 

5 nw<; va <pUMOOETOI TO OVOI-lO npoIOVTOe; 

6 /\omte; nAIlPo<popi£<; 


1. TI EINAI TO ONOMA npo"ioNTOI: KAI nOlA EINAI H XPHI:H TOY 

To OVOI-lO npoIOVTOe; £ivOi tva OVTI!310TlKO KOI opo OKOTWVOVTO<; TO !3oKTllpiolo nou npoKoAouv 
Tie; AOII-lWS£I<; n£pltx£1 ouo OIO<pOPETIKO <pOPI-lOKO nou OVOI-lO¾OVTOI 01-l0sIKIMivll KOI 
KAo!3ouAoVIKO osu H 01-l0sIKIMivll oVr'JKEI O£ I-lio 01-l000 <P0PI-l0KWV nou oVOI-lO¾OVTOI 
"n£vIKIMiv£<;" 11 oPOOIl TWV onoiwv I-l£PIKt<; <popte; I-lnop£i va £l-lnooI08£i (oopovonol£iTOI) To 
oMo OPOOTIKO OUOTOTIKO (KAo!3ouAoVIKO oÀu) o£v £nlTptn£1 va OUI-l!3£i aUTO. 

To OVOI-lO npoIOVTOe; XPIlOil-lonol£iTOI O£ £V½AIK£e; KOI nOIOIO YIO TIlV 8£ponEio TWV nopoKoTW 
AOll-lwÀ£wv: 

AOII-lWÀ£I<; TOU I-ltoou WTO<; KOI nopopplvOKOAniTiOo 
AOII-lWÀ£Ie; TOU ovonV£UOTIKOU 
AOII-lWÀ£I<; TOU oupOnOIllTiKoU 
AOII-lWÀ£I<; TOU OtPI-lOTO<; KOI TWV I-l0AOKWV I-lopiwv n£pIA0I-l!3ov0l-ltvwv 
AOll-lwÀ£WV 
AOII-lWÀ£Ie; TWV OOTWV KOI TWV opSpwo£wv. 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO ONOMA npO'I+ONTOI: 

MrJv TTapETE TO OVOVO TTpOrOVTOW: 
O£ mpimwoll oAAEpyio<; (ump£uoIOSlloioe;) OTllv 01-l0sIKIMiVIl, TO KAo!3ouAoVIKO OÀU, 

TIlV n£vlKIMivll ½ O£ onoloo½noT£ 6Mo OUOTOTIKO TOU OVOI-lO npolOVTOe; (ovO<ptpOVTOI 

OTllv nopoypo<po 6) 

O£ n£pimwoll nou £iXOT£ nOTt oo!3opÁ oAAEpYIK½ oVTiOpOOIl (un£p£uoIOSlloio) O£ 

onoloOr'JnoT£ 6Mo OVTI!3IOTIKO. AUT½ I-lnop£i va n£p1Aol-l!3ov£1 O£PI-lOTIKÁ oVTiopOOIl r'J 

npÁÀll-lo TOU npoownou Á TOU AOII-l0U 
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OE TfEpiTTTWOIl lTOU EiXaTE lTOTE IllTOTIKO lTPOj3Ar'jfJaTO r'j iKn:pO (KITpiVIOfJO TOU otPfJOTO<;) 
orav lTOiPVOTE KOlTOIO OVTIj310TlKO_ 

-+ 	 M'lv nopETE TO Dvopa npo"iOVTOe,; EOV KonOio ana Ta napanovw oae,; mpopo. Eov 
OEV EioTE oiyoupol. IJIArlOTE fJE TO YIOlPO rl TOV epOPIJOKOlTOIO 00<; lTplV lTOP£TE TO OVOfJO 
ITPO-jOVTO<;. 

npootUTE IOlaiTEpa pE TO Dvopa npol6vToe,; 
M1ArlOT£ IJE TO YIOlPO r'j TOV <pOPIJOKOlTOIO 00<; lTPIV lTOP£TE aUTO TO epOPfJOKO. EOV 


£XETE lTUPETO fJE OIOYKWlJtvOU<; AElJepoOtVE<; 

KOVErE 8Epomio YIO VEepPIKO r'j IllTOTIKO lTpoj3ArlfJOTO 

OEV OUpEiTE raKTlKO. 


Eov OEV ElaTE OlyOUPOI. EOV KOlTOIO alTO ra lTOpOlTOVW 00<; oepopo, fJ1Ar'jOTE fJE TO YIOTPO ri TOV 
<pOPfJOKOlTOIO 00<; lTPIV lTOPETE TO OVOfJO lTpOIoVTO<;_ 

LE OPIOIJEVE<; lTEpllTn.iJOEI<; 0 YIOTpO<; 00<; fJlTopEi vo OIEPEUVr'jOEI TO EIOO<; TOU j30KTIlPIOiou lTOU 
lTpOKoMi TIlV AoiIJW61l AVOAoyo fJE TO OlTOTEAtOfJOlO. IJlTopEi VO 00<; XOPIlYIl9Ei OIOepOPETlKr'j 
lTEPIEKTIKOTIlTO OVOfJO lTpOiOVTO<; r'j OIOepOPETIKO <POPfJOKO. 

KaTaOToow; nou pnopd va XPElaOTEi va npootUEH 
To OVOfJO lTpOiOVTO<; IJlTopEi vo ElTIOEIVWOEI OplOfJtvE<; KOTOOTClOEI<;. rl vo lTPOKOAtoEI 
OIlIJOVTlKt<; oVEm8uIJIlTE<; Evtpym<; AUTt<; lTEP1AOIJj3ovouv OAAEpYIKte; ovnopooEI<;. ElTIAlllTTlKt<; 
KpioEI<; (OlTOOlJoi) KOI epAEYIJOVr'j TOU lTOXEOe; EVT£pOU. nptnEI vo KOITO6ETE ylO OUYKEKPllJtVO 
OUlJlTTWfJOTO KOTO Til OIOPKEIO Arl4Jll<; TOU OVOfJO lTpOiOvTO<;. ylO vo fJEIWOETE TOV Kivouvo 
OlTOIWVOrilTOTE lTPoj3AllfJOTWV. BAtm 'KaraOTaO[/!:; rrou XPEla(nOl va rrpoat{nE' onlY 
napovpacpo 4. 

EUt:Toow; oiparoe,; KOI oupwv 
Eov KOVETE E6£TOOEI<; oifJOlO<; (OlTw<; E6£TOOEI<; ylO Tllv KOlOOTOOIl TWV Epu9pwv OlfJOOepOlPIWV 
r'j E6£T(lOEI<; IlTTOTlKr'j<; AEIToupyio<;) r'j E6ETOOEI<; oupwv (YIO Tllv YAUKO�Il), EVIlIJEPWOTE TO YIOlPO 
rl TOV VOOllAEUTrl on lTOiPVETE TO OVOfJO lTpOi6vTO<;. AUTO YIOli TO OVOIJO lTpOI6vTO<; I.JTTOPEi vo 
ElTllPEOOEI TO OTTOTEMOIJOTO OUTOU TOU TlJlTOU TWV E6ErOOEWV 

XPriO'l oMwv cpappoKwv 
nOpOKOAEi08E VO EVIlIJEPWOETE TOV YIOTp6 r'j TOV epOPIJOKOlTOIO OOe; EOV lTOiPVETE Il EXETE lTOPEI 

lTPOOepOlO oAAo epOPIJOKO. AUTO mPIAOfJj3avouv KOI epaPIJOKO lTOU l_llTOPOUV VO OYOPOOTOUV 

xwpie; OUVTOYrl KOI epaPIJOKO epUTlKr'j<; lTPO£AWOfle; 


Eav AO\Jj3ovETE OAAOlTOUPIVOAfl (XPflOlIJOlTOIEiTOI YIO Trw OUPIKrl Op9pIT100) jJE OVOIJO 

lTpOI6vTO<;, jJlTopEi vo OU61l8Ei fl lTl8oVOTilTO va ElJepOVIOETE OAAEPYIKr'j OEPIJOTlKr'j OVTIOpaOIl. 


Eav AOIJj3ovETE lTpoj3EvwiOIl (XPflOlIJOlTOIEITOI Yla Tllv OUPIKri Op8pITloa) 0 YIOlpO<; OOC; IJlTopEi 

va alToepoOiOEI Til pu81J10fl Tile; 00011<; TOU OVOlJo lTpOiOVTOe;_ 

Eov AalJl3aVOVTOI OVTIlTIlKTIKO epaplJOKO (6nwe; 11 130pepapivll) fJosi fJE OVOfJo lTPOiOVTO<; TOTE 

IJlTopEi va XPEIOOTOUV ETTIlTAtov E6ETaOEIe; OlfJOToe;. 


To DvolJo npOiOvTOe; j.JTTOPEI va ETH1PEaoEI TOV TPOlTO opaolle; Tfle; fJE90TPE6aTIlC; (<paPfJaKO lTOU 

XPrjOlfJOlT01EiTOI ylO Tllv 9EpalTEia TOU KOPKIVOU rl TWV PEUfJOTlKWV lT08riOEWV). 


Ku'lO'l KOI 9'lAaojJoe,; 
Eav ElaTE tYKUOe;. VOlJi�ETE OTi IJlTopEi va EioTE tyKUOC;. rl Eav 8IlAOsETE. lTapaKOAEiOTE va 
EVfllJEPWOETE TO YIOTp6 ri TOV epaPfJOKOlTOIO ooe;-

ZrjTr'jaTE Tr) OUjJj30UAri TOU YIOTPOU ri TOU epOPIJOKOlTOIOU 00<; lTPOTOU lTOPETE OlTOIOOr'jlTOTE 
<paPIJOKO. 

OOIlV'lO'l KOI XEIPIOIJO<; IJIlXaVWV 
To OVOIJO lTPOiOVTOC; jJlTopEi VO tXEI aVElTI8uIJIlTEe; EvtpYEIE<; KOI TO OUjJlTTwjJaTO jJlTopEi va 
jJEIWOOUV lllv IKOVOTIlTO<; ooe; YIO OOr'jYIlOIl· 
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MIlV OOilVEiTE � XPilOiI-lOnolEiTE EPvoAEio � I-l'lXOVEe;, EKTOe; EOV 0I08dv£OTE KoM. 

3. nor NA nAPETE TO nNOMA npoi'oNTor 

nOVTOTE va nOipVErE TO OVOI-lO npoiOVTOe; OUOTIlPd OUI-l<PWVO I-lE TIe; OOllviEe; TOU VlorpOU am;. 
Edv EXErE OI-l<pI<oAiEe;, PWT�OTE TOV VlOTpO � TOV <POPI-lOKOnOIO ooe;. 

EvriAIKOI KOI rrOioia (3opOUt; 40 kg KOI avw 

1 oloKio TpEIe; <popte; TIlv IlI-lEPO 

nmola (3apou<; ",IKponpou TWV 40 kg 
To oloOnElp0I-lEVa oloKio OVOIJO npoioVTOe; OEV OUVIOTWVTOI Via nOlolO <dpoue; I-lIKpOTEPOU TWV 
40 kg. LUIJ<ouA£uTEiTE TO Ylorpo � TOV <papl-laKOnOlo oae; .. 

AO'9EVEi<; ",E I1nOTIKO Kal vE<pPIKa rrpo(3AripoTa 
Eov tX£TE VE<PPIKd npo<A�IJOTa, '1 060ll lJnopEf va oAAa,EI. 0 vorp6e; oae; I-lnopEi va 
EmAt,£I lJia 01O<P0PETlKr') nEplEKTIKOTilTO � OIO<pOPETIKO <pOPI-lOKO 
Eov tXETE rJnOTIKa npO<A�l-laTO IJnopEi va xpEla080uv OUXVOTEpEe; E,ETaoEIe; ail-lOTOe; Via 
TOV tAEVXO Tile; rJnOTIKr'}e; AElToupvioe;. 

nW<; va rropEn TO nVO",o rrpo"iOVTO<; 
AiVo nplv XPEI008Ei va napErE tva oloKio. avoKOTt4JTE TO IJE VEPO OE tva nOTr'}pl WOTE va 

0Iaf-u8E! 

KOTamEiTE TO oloKio OAOKArJpO IJE tva nOT�pl VEPO OTIlv apx� EVOe; VEUIJOTOe; � Ol-ltowe; 

nplv. 

l'.IOXWpr')OTE TIe; MOE Ie; 1000uvol-la EVTOe; TrJe; Ill-ltpae; I-lE TOUAOXIOTOV 4wpo OlaOT�I-lOTa 

M'1v nOpErE 2 06oEle; OE 1 wpo. 

MrJv naipvETE TO OVOI-lO npoIOVTOe; Via nEploooTEPO ana 2 Er3001-l00Ee; 
 Eov 
E,OKOAou8EiTE va 0108ov£OTE OPPWOTOI nptnEI va ,avoEmoKE<pTEiTE TO VIOTPO ooe;. 

Eov rropETE ",EyaAUTEPI1 000'11 nvo ... o rrp0"iovTO<; orro TI1V KovovlKI't 
Eav napETE I-lEVOAUTEPil noooT'1TO OVOI-lO npoiOVTOe;, TO OUl-lnTWl-loro I-lnopEi va 
TTEpIAOI-l<aVOuv OIOTOpOX� OTO OTOlJdXI (oi08'11-l0 00108£OIOe; � OlappOIO) � ona0I-l0Ue;. MIAr'}OTE 
I-lE TO VIOTPO OOe; TO OUVTOI-l0TEPO OUVOTOV. l'.Ei,TE OTO VIOTpO TO Kouri TOU <p0Pl-laKOU. 

Eav MEXOO'En VO rropETE TO nVO",o rrp0"iovTO<; 
Edv ,ExaOETE va napETE I-lio 000'1. ndpTE TrJV al-ltowe; 1-l0AIe; TO 8UI-l118EiTE l'.Ev nptTTEI va 
napETE H1V EnOWVI1 00011 nOAU Kovrd. aAM va nEpll-ltvETE nEpinou 4 WpEe; nplv napErE TrJV 
m0I-lEVI1 06011· 

Eov O'ra",oTriO'ETE va rroipvETE TO nvo ... a rrpOrOVTO<; 

LUVEXioTE va noipVETE TO OVOI-lO npo"iOVTOe; I-ltXPI va TEAEIWOEI 11 8£pOn£UTlK� avwv�, OKOl-la 
KOI ov 0I08av£OT£ KaAllTEpo. Xp£I(lï£Or£ OA£e; TIe; 060£1e; WOT£ va OVTII-lETWnio£TE TrJV Aoil-lw,rJ. 
Eav Em}�oouv KanOIO r30KH1Pio10 I-lnopEi va mova<ptpouv TIl Aoil-lw,rJ 

Eav tXETE nEploOOTEpEe; EPWT�OEIe; 0XETIKa I-lE Til XP�OI1 auTOU TOU npoiOVTOe; PWT�OTE TO 
VIOTPO � TOV <papI-lOKOnOIO ooe;. 

4. nl0ANEr ANEnl0YMHTEI: ENEPrEIEr 

Onwe; oAo TO <pdpIJOKa, tTOI KOI TO OVOI-lO npoIOVTOe; IJnop£i va npoKoAtoEI aVEm8uIJI1TEe; 
EvtpvEIEe; av KOI OEV nopouoJ(j}ovTOI OE oAoue; TOUe; av8pwnoue;. ME ouro TO <pdPI-lOKO IJnopEi 
va EI-l<P0VI080uv 01 napOKaTW oVEm8uW1TEe; EVtPVEtE<; 

KOTOO'TOUEI<; rrou XPEIONETOI va rrpouiOEn 
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AMr.e; ovr.m9UIJ'lTEe; r.vtpYf.lr.e; 

AAMe; OVETTl8ujJIlT£C; Evtpymc; EXOUV q:>ovEi OE EVa TIoAu jJlKPO opl8jJo OTOjJWV oAM 11 OKPI[3�C; 

ouxv6TIlTO TOUC; EivOi OYVWOTIl· 


• AAAEPYIKEe; OVTlOpOOEIe; ([3Atm TIopomlvw) 
• rpAEYtJOV� TOU TIOXtoC; EVTtpOU ([3AETIE TIOPOTIovw) 
• Lo[3opEe; OEPtJOTIK£e; OVTIOpOOEIe;: 

EKT£TOlJtVO £3ov81ltJo tJ£ q:>ouoKoMC; KOI OTIOq:>AOIWtJtVO OEPjJO, IOIOiTEPO yupw OTIO 
TO OTOtJO Til tJlJTIl, TO tJOTIO KOI TO YEVVIlTIKO OPYOVO (OUvopopo Stevens-Johnson) 
KOI tJio oo[3opoTEPll tJopq:>� TIOU TIpoKOMi EKTETOlJtvll OTIoq:>Aoiwoll TOU o£PtJOTOe; 
(mploooTEPO OTIO 30% TIlC; ETTlq:>OVEIOC; TOU OWtJOlOC; ro?/Krj ETTIOEPPIKrj -

VEKp6AUOf]) 
EKTETOtJtVO KOKKIVO OEPtJOTIKO E3ov81ltJo jJE jJlKpte; q:>ouoKoAEC; TIOU TIEPltXOUV TIUOV 
(aTTocpoA'OWTlKrj OEp paTiTloa) 

KOKKIVO IJE OTIoAtTTIOll E3ov8rwo, tJE of)wAoue; KOIW OTTO TO otPtJO KOI q:>ouoKoMe; 
({3AaTlO!.iJOu; E?av8f]pa) 

5 	 EmKOIVWV�OTE jJE tva YIOTPO OjJlJtowe; EOV EtJq:>OV�OETE KOTIOIO OTIO aUTO TO 

OUfJ1TTWIJOTO. 


• q:>A£YjJOV� TOU �TIOTO<; (f]TTariTlOa) 
• iKTEPOC;, TIOU TIpOKOAEiTOI OTIO OU31l01l TIl<; xoAEpu8pivll<; oro oilJO (jJIOe; ouolo<; TIOU 

TIOPOY£TOI oro �TIOp) TIOU jJTIopd VO KOVEI ro otPI-lO KOI TO AEUKO TWV jJOTlWV va 
q:>OIVOVTOI KITPIVO 

• q:>AEYjJOV� TWV VEq:>PIKWV owAIlVOplwv 
• TO oil-lOI OPYEi VO TIr'J3EI 
• UTI£PKIVIlTIKOTIlTO 
• OTIoojJoi (OE (lTOI-lO TIOU TIoipvouv U4JIlMC; OOOEI<; 'OVOIJO TIpo"fovroc; � tXOUV VEq:>PIKO 

TIpO[3Ar'JI-lOTO) 
• IJEAov� yAwooo TIOU IJOIO�EI TPIXWT� 
• KIlAio£C; OTO 06vTIO (OTO TIOIOIO), ouv�8wC; OTIOIJOKKpivOVTOI IJE TO [30UPTOI0I-l0. 

AVETTl8UIJIlTEe; £vtPYEIEC; TIOU q:>OiVOVTOI OTl<; E3ETOOEI<; OiI-lOTOe; � OupWV: 
• oof)opr'J IJEiWOIl TOU op181-l0U TWV AEUKOKUTTOPWV 
• XOIJIlMC; op181J0e; Epu8pwv OltJooq:>olpiwv (a/POAUrlKrJ aVa/pia) 
• KPUOTOAAOI OTO oupo. 

Eov r.l-'tpovl)or.n OVETTl9ul-''lTf.<; r.vtpYf.If.<; 

5 	 EV'll-Jf.ptiJaTE TO YIOTPO I) TOV tpapl-'aKOTTOIO aae; EOV KOTIOIO OVETTl8utJIlTil £VtPYEIO 
yiv£TOI oo[3oPri. r'J ov rropOTIlPr'JoW: KOTIOIO oV£m8utJllTIl £VtPY£IO TIOU OEV oVOq:>tp£TOI 
aro TIap6v q:>uMo OOIlYIWV. 

5. 	 nor NA <l>YI\AHETAJ TO UNOMA npotoNTOr 

No q:>UMOO£TOI OE I-lEPIl TIOU OEV TO q:>80vouv KOI OEV TO f)AtTIOUV TO rrololo. 

No tJll XPIlOlIJOTIOIEiTE TO 'OVOIJO TIpOr6vTo<; IJETO Trlv IlI-lEPOl-lllvio A�3Ile; TIOU OVOq:>tPETOI OTO 
KOUTI. H IltJ£POlJrlvio Ar'J3IlC; dvOi 11 T£AEUTOio IltJtpo TOU tJrivo TIOU oVOq:>tp£TOI. 

To q:>oPtJOKO OEV TIptrrEI va OTIOppiTITOVTOI 010 VEPO TIl<; OTIOXtTEUoll<; ri OTO OKOUTIioIO. 
PWT£ioTE TO q:>OPIJOKOTIOIO OOe; 1TtJJ<; vo m:TO3ETE TO q:>OPtJOKO rrou OEV XPEIO�OVTOI mo. AUTO TO 
IJETpa 80 [301l8rioouv OTllv rrpooraoio TOU mpl!3oAAoVTO<;. 

6. 1\0lnEr nI\HPO<l>OPIEr 

TI rrf.pltXf.1 TO OVOI-IO rrpo'''OVTOe; 
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L';L';YEO-E.42S0-J3/4 
(24a) 

TOU "'OVOIJO rrpOi'OVTOS KOI rrEplEXOIJEVO HIS OUOKEUOoioS 

KOTOXOS ooEiOS KuKAQ(popioS KOI rropoywyoS 
AUTO TO <P0PJ.l0KEUTIKO rrpo'iov tXEI EYKPl9Ei om KpOHI MUll TOU Eupwrro"iKou 
OIKOV0J.lIKOU Xwpou (EOX) JE TIS oKoAou9ES OVOJ.l00iES: 

To rropov cpuMo OOIlYIWV XPcOIlS EYKpi9IlKE Yla TEAwmio cpopo OTIS 
TPOTTO<; 011:)8£01"]<;: É£ IOTPIKÊ OUVTQyÊ 

Ta aVTIËIOTIKO X PflarlJOTTOIOOVTOI Yla TflV aVTlIJ£Twmofl T WV AOIIJWÌ£WV TTOU TTPOKOAOOVTOI aTTO 
!3aKHlPiOla. l1£v £[VOI a TTOT£A£OlJaTiKO t.vavTI T WV AOIIJWÌ£WV TTOU TT POKOAOUVTOI a TTO 10U<;. 

OPIOIJt.V£<; <pOPE<; lJia AoilJwÌfl TTOU TTpOKaA£iTOI aTTO ËaKTflprOla O£v aVTOTTOKp[ v£Tal 0£ t.va 
OXÊlJa aVTIËIOTIKOU. 'Eva<; a TTO TOU<; OUVfl 8t.OT£POU<; Myoue, yl a U TO [[VOl m£loÊ TO !3aKTflpiola 
TTOU TTpoKaAoO v  Tfl AoilJwÌ1l £ival aV8£KTlKO OTO AalJ!3aVOIJ£vo aVTIËIOTIKO. AUTO ornJaiv£1 OTI 
IJTTOPOUV va £mÍÊoouv Kal aKOlJa va TToMaTTAaaraoTOuv TTapo TO aVTI!3IOTIKO. 

'Orav 0 YIOTpO<; oae, xoprlVÊO£1 t.va oxl'llJa aVTI!3loTIKOU, a UTO TTpOTiSHal va S£pamuo£1 IJOVO 
TflV Tptxouoa TTOSflOIl oa<;. H £cpaplJoyÊ TWV TTapaKOT W OUIJ!30UAWV ea ËOIlSr'jO£1 aTllV 
TT POAIl 4'1l £1J<POV1 0fl<; aVSnKlIKWV !3aKTIlPIO[WV TTOU IJTTOPOUV va £IJTToOioouv Tfl O POOIl TOU 
aVTI!3IOTIKOU. 

1. 	 Ei val TTOAU 0fllJaVTlKO va TTaipv£T£ TO aVTI!310TlKO aTfl OWOTÊ 00011, Til OWOTÊ wpa Kat y,a 
TOV OWOTO aplSIJO fllJ£PW v. I1la!3ooT£ Tie, oOflyi£e, OTrlv £mOÊlJavOfl KOI £OV o£v 
KOTaAa!3aiv£T£ KOT!, P W TÊOT£ TO YIOTPO Ê TOV <paplJaKOTTOlo va oa<; TO £ÌIlYÊO£1. 

2. 	 l1£v TTptTT£1 va TTOPET£ tva aVTI!310TlKO £KTOe, £OV tXEI ouvrayoypaCPIlS£[ £IOIKO Yla oae, Kal 
ea TTpEml va TO X PIlOIIJOTTOIÊon£ IJOVO Yla Tllv aVTlIJ£TwmOIl TIl<; AoilJwÌlle, Y la TIlV oTToia 
oa<; XOPllyÊSIlKL 

3. 	 l1£v TTptTTEI va TTOPETE aVTI1310TlKO TTOU XOPllyÊeflKOv O£ oMa OTOlJa aKOlJa KI a v  £ixav 
AoilJWÌfl TTOU r'jrav TTopOIJOta IJ£ Til OIKÊ oae, 

4. 	 l1£v TTptml va O [VH£ aVTI!3loTIKo TTOU XOPllyr'j81lKav O£ 00<; O£ oMa OTOlJa. 
5. 	 Eov tX£T£ KOTTOIO aVTI!3loTIKo TTOU t.IJ£lVE !JOO HI Ar'j4'11 TOU OXÊIJOTO<; OUlJcpwva IJ£ TI<; 

oOllyiEe, TOU YIOT POU oa<;, eo TTptTT£1 va £TTlaTpt.4'HE TO UTToAOI TTO OTO <papKalJEio yla va 
aTTopplcpSEi KOTaAAr'jAw<;. 
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EvtPYEIE<; 

/',/', YETI-E.4250-J3/4 
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6.. To <PuMo OOfWJ(.i>v V'O TO XP$OHI <P0PjJOKEUTlKWV npoiovTWV nou mplEXouV OPOOTIKO 
OUOTOTIKO AMOXYCILUN + CLAVULANIC ACID, Kovl<;; Via nO<1lIJo Evaui)PIllJa 
125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5ml & 600mg/42,9mg/5ml 
OpiĆETOI w<; E�$<;: 

<1>YMO Ob.HnnN XPHrHr: nI\HPO<1>OPIEr riA TON XPHrTH 

OVOj.la TTpo'ioVTO<;; 125 mg/31.25 mg/5 ml KOVI<;; Via TTOOlj.lO EVOIWPIllJa 

OVOj.lO TTpofoVTOS 250 mg/62.5 mg/5 ml KOVIS Via TTOO"II JO EVOIWPIlIJO 


OVOj.lO npo"iovTOS 400 mg/57 mg/5 ml KOVIS Via TTOOlj.lO EVOIWPIlIJO (VEUOll <ppoouAa) 


b.lOl3aOTE TTPOOEKTIKO oAoKAIlPO TO q>uMo OOllVIWV XPI'j0llS TTPOTOU apxiOETE VO 
XOPIlVEiTE OTO TTarO! OOS OUTO TO q>OPIJOKO. 

<PUM�TE aUTO TO <puMo OOrjVIWV XP$al1<;. "Iow<; XPEIOOT£I va TO OIO!3oo£1E �ovo. 

Eov tX£1E mpOlTtpw onopiE<;. PWT$OTE TO YIOTPO $ TO <P0pjJoKonolo 00<;. 

H OUVTOY$ YIO aura TO <P0PjJOKO xoprlY$8rjKE YIO TO jJwpo Ii TO nOloi 00<; 6.EV nptml vo 

OWO£1E TO <P0PjJOKO OE oMou<;. Mnopd va TOU<; npoKOAEoEI I3MI3I1, OKOjJO KOI OTOV TO 

OUjJTITWjJOTO TOU<; EivOI iOlo JJE TOU nOiolou 00<;. 

Eov Konolo OVETIl8UI-JrlTrj EVEPYEIO yiv£TOI ool3opć, $ ov noporrlPriCJ£TE Konolo 

OVETIl8ujJrjTfl EV£PYEIO nou OEV OVO<ptPETOI OTO nopov <puMa OOflYIWV, nopoKoMi08E va 

EVrjjJEPWO£TE TO YIOTPO $ <poPIJOKOnOlo 00<;. 


To TTapov q>uMo OOllVIWV TTEPI£XEI: 
1 TI EivOi TO OVOIJO npoIovTO<; KOI nOla EivOi fl XP$Orj TOU 

2 TI nptnEI va yvWpi[£TE npoTOu nop£TE TO OvojJo npofovlO<; 

3 nw<; va nop£TE TO OVOIJO npoIovTO<; 

4 nl80vt<; OVETIl8ujJI')TE<; 

5 nw<; vo <pUAOOCJETOI TO OVOjJO npoIovTO<; 

6. I\omt<; nAl')po<popiE<; 

1. TI EINAI TO "ONOMA npOrONTOr KAI nOlA EINAI H XPHrH TOY 

To OvojJo npOfOVTO<; EivOI tva OVTI!310TlKO KOI opo OKOTWVOVTO<; TO !3oKH1Pioi0 nou npoKoAoUV 
TI<; AOljJW�EI<;. IlEPIEXEI cuo oimpopETIKO <poPIJOKO nou oVOjJ6[OVTOI OIJO�IKIMivfl KOI 
KAal3ouAovlKO o�u. H OIJO�IKIMivl') OV$KEI DE lJio 01..1000 <P0PIJOKWV nou OVOIJ6[OVTOI 
"mvIKIMivEc;" I') OpOOrj TWV onoiwv IJEPIKt<; <popt<; fmoPEi va EjJnoolo8Ei (oopovonoIEiTol) To 
6Mo OPOOTIKO OUOTOTIKO (KAo!30UAOVIKO o�u) OEV EnlTp£n£l va oUjJ!3Ei OUTO. 

To OVOIJO npofovTO<; XPr)alIJOnOlEiTOI OE jJwpo KOI nOiolo ylO Tflv 8EponEio TWV nopoKorw 
AOIIJW�EWV: 

KOVI<; YIO noollJo EVOIWPI')IJO 125 mg/31.25 mg/5 ml, 250 mg/62.5 mg/5 ml, 400 mg/57 mg/5 ml 
(YEUOfl <pPOOUAO) 

AO'jJW�EI<; TOU fJtoou wro<; $ nopopplvoKoAniTloo 
AOljJW�EI<; TOU ovOnVWOTIKOU 
AOljJW�EIC; lOU oUpOnOlrjTIKOU 
AOljJW�EIC; TOU otPfJOTO<; KOI TWV jJOAOKWV jJopiwv mplAojJ!3oVOjJtvwv TWV OOOVTIOTplKWV 
AOljJW�EWV 
AOljJW�EI<; TWV OOTWV KOI TWV Op8pWOEWV. 

600 mg/42.9 mg/5 ml KOVI<; YIO noollJo EVOIWPrjfJO 

AOIIJW�EI<; TOU IJtoou WTO<; 

AOIIJW�£IC; TWV nvwlJovwv 
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va TTpoOtE,[T[' 

L}L} YEn-E.4250-\3/4 
(24(1) 

2. nPIN XOPHrHrETE TO 'ONOMA npOl'ONTOr 

M'lV XOP'lVI'JO"ETE O"TO nOlo, O"O^ TO 'OV0J.l0 nporovTO^: 
OE mpimwoll OAAEPVio<; (umpEUOI081l0io<;) OTIlV OtJO*IK1Mivll, TO KAof30UAOV1KO o*o � 
OE OTT0100�TTOTE oMo OUOTOT1KO TOU OVOtJO TTpOIOVTO<; (ovmptpovTOI OTIlV TTOpOVpa<po 
6) 
OE TTEpimwoll TTOU E{XE TTOTt ooJ3op� OAAEPVIK� oVTiopOOIl (umpEUOI081l0io) OE 
OTTOIOO�TTOTE oMo oVT1J310TlKO. AUT� tJTTop£f vo mpIA0tJf3ovEI OEPtJOTIK� oVTiopoOIl � 
TTP�*ltJO TOU TTPOOWTTOU � TOU AOltJ00 
OE mpimwoll TT OU EiXE TTOTE IlTTOlIKO TTpoJ3Ar'ltJOTO � iKTEPO (KITpivl0tJ0 TOU otPtJOlO<;) 
010V ETTOIPVE KOTTOIO ovnJ310TlKo. 

� 	 M'lv XOP'lVI'JO"ETE O"TO nOioi O"O^ TO 'OV0 J.l0 TTP0"iOVTOt; «XV KOTTOIO OTTO T O  


nopomivw OqlOpO TO TTOioi O"Ot;. Eelv OEV EioTE oiVOUpOI, tJIA�OTE tJE TO VIOTPO � TOV 

CPOPtJOKOTT010 00<; TTplV XOPIlV�OOE TO OvotJo TTpoloVTO<;. 


npOO"i_TE IOlOiTEPO J.lE TO 'OV0J.l0 TTP0"iOVTOt; 
MlA�OTE tJE TO VIOTPO � TOV CPOPtJOKOTT OIO 00<; TTplV XOPIlV�OETE OTO TTOIOi 00<; OUTO TO 
<poPtJOKO, EOV 


EXEI EXEI TTUpOO tJE OIOVKWtJEVOU<; AEtJ<POO£VE<; 

KOV£I 8Epom!0 Via VE<PPIKel � IlTTOlIKel TTpoJ3AI'JIJOlO 

OEV oupEi 1OKTIKO. 


Eov OEV EioTE oiVOUpOl, EOV KelTT OIO OTTO 10 TTOPOTTOVW o<popo TO TTOIO! 00<;, IJIA�OTE tJE TO 

VIOTPO n TOV <pOPtJOKOTT010 00<; TTplV XOPIlV�OETE TO OVOIJO TT pOYOVTO<;. 


LE 0PI0tJEVE<; mpITTTWoEI<; 0 VIOlPO<; 00<; I.mOPEi vo OIEpEUV�OEI TO Eloo<; TOU f30KTIlP,oiou TTOU 
TTPOKOAEI Tllv AoitJw*1l OTO TTOIO! 00<;. AVelAovo tJE TO OTTOTEAEOtJOTO, IJTT OPEf va XOPIlVIl8E! OTO 
TTGIOi 00<; OIO<pOPETIK� TT EPIEKTIKOTIl1O OvotJo TTpoTOVTO<; � OIO<pOPETIKO <poPtJOKO. 

KOT OO"TOO"EIt; nov J.lTTOPEi va X PEIOO"TEi va TTpOO"t`ETE 
To OvotJo TTpoloVTO<; tJTTOPEi vo ETTIOEIVWOEI OPIOtJEVE<; KOlOOTelOEI<;, � vo TTPOKOAEO£I 
0lltJ0VTlKE<; oVETTl80tJIlTE<; EvtPVEIE<;. AUTt<; TTEPIA0tJJ3avouv OAAEPVIK£<; OVTlOpaOEI<;, ETTIAIlTTTIKt<; 
KpioEI<; (oTT ool-loi) KOI <PAEVtJOV� TOU TTOX£O<; EVTEpOU. npEml va KOITel*ETE VIO OUVKEKPltJEVO 
OUtJmWI-IOTO KOlel Til OlelPKEIO ArJl.jJIl<; TOU OVOtJO TTpoTovTO<; OTTO TO TTOIOi 00<;, VIO va tJEH.iloETE 
TOV Kivouvo OTTOIWVO�TTOTE TTpo!3AlltJelTWV. BAtTTE 'Karaouiou<:; TTOU xpu6t;[ral 
O" Tllv nopovpmpo 4. 

E`ETOO"EIC:; OIJ.lOTOt; KOI oupwv 
Eov TO TT OiOi 00<; KOVEI E*ETelOEI<; oiIJOTO<; (OTTW<; E*ETOOEI<; VIO Tllv KOlel01001l TWV 
oltJoo<polpiwv � E*ETelOEI<; IlTTOTlK�<; AwoupVio<;) � E*£TOOEI<; oupwv (VIO Tllv VAUKOsll),
EVlllJEpwOTE TO VIOlpO n TOV VOOIlA£UTn OTI TToipVEI TO OvotJo TTpoTOVTO<;. AUTO VIOli TO OVOtJO 
TTpo"f6vTO<; IJTTOPEi vo ETTIlPEelOEI 10 OTTOTEAEOtJOTO OUTOU TOU TUTT OU TWV E*OaOEWV. 

XPr1<Hl oMwv q>OPJ.l0KWV 
nopoKoA£Ja9E VO EVlltJEPWOOE TOV VIOTPO � TOV <pOPtJOKOTT OIO 00<; EelV TO TTOiOi 00<; TTaipvEI � 
EXEI TTelPEI TTPOO<pOlO oMo <paPIJOKO. Au Tel TT EPIA0tJJ3avouv KOI <paPIJOKO TTOU tJTTOPOUV VO 
OYOPOOTOUV xwpi<; OUVTOV� KOI <pelPtJOKO <pUTlK�<; TTpoEAEUOIl<;. 

EelV TO TTOioi oa<; AOIJJ3oVEI oMoTTouPIVOAIl (XPIlOltJono1Ei101 VIO Tllv OUPIK�' op8piTloo) IJE 
OvotJo TTpoToVTO<;, tJTTOPEi va oU*lleEi 11 TT l8ovOTIl1O VO EtJ<PovioEI OAAEPVtKr'J OEPIJOTtKr'j 
oVTiopooll· 

Eov TO TTaroi 00<; AOIJJ3aVEI TTpoJ3Evwioll (XPIlOltJOTTOIEiTOI VIO TIlV OU PIKr'j op8piTl()o) 0 VIOlpO<; 
00<; tJTTOPEi va OTTo<pooioEI Til pu81J101l TIl<; 00011<; TOU OvotJo TT poioVTO<;. 

Edv A0tJf3aVOVTOI OVTITTIlKTIKO <pelPIJOKO (OTTW<; 11 J3op<popiVIl) 1J0si tJE OVOIJO TTpoTOVTO<; TOTE 
tJTTOPEi va XP£lOOTOUV OTlTTMov E*£TdO£I<; oitJOlO<; 
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TOI£iTOI Via Tllv 8£POTT£io TOU KOPKivou ¡ TWV PEUI-I0TlKWV TT08�0£wv). 

000:;. 

r'j ojJtowo:; TTplV 

t.t.YEn-E.4250-13!4 
(24a) 

To UV0I-I0 TTpo'ioVTOO:; I-ITTop£i va £TH1P£OO£1 TOV TPOTTO OPOOIlO:; TIlO:; 1-I£8OTp£wOTqo:; (<p0PI-I0KO TTOU 

XPIlOlI-iOT 

KOSaqKaI8SAaaT6U 
Eov TO TTOIOi 000:; TTOU TTPOK£IT£ va TT(jP£1 aUTO TO <pOPI-IOKO, £ivOi tVKUOO:; � f.OV 8IlAOĩ£I, 

nopoKOAEiOT£ va £VIlI-I£PWO£T£ TO VIOTPO � TOV <pOPI-IOKOTTOIO 000:;. 


ZllT�OT£ Til OUI-I130UA� TOU VIOTPOU � TOU <pOPI-IOKOTTOIOU 000:; TTPOTOU TTOpET£ OTTO'OO�TTOT£ 
<pOPI-IOKO. 

rSTaVTlKr'i TTASpo<popla aXETIKO TE oplOTtva aUaTOTlKO TOU 'OvoTa TTpo"'6vTOU 

3. nor NA XOPHrHrETE TO 'ONOMA npo"i'ONTor 

nOVTOH: va XOPIlVEiT£ TO UV0I-I0 TTpoloVTOO:; OUOTIlPo oUI..I<Pwvo I-IE TIO:; OOIlVi£O:; TOU VIOTPOU 00<;. 

Eov tXET£ 01-l<P1130A1£0:;, PWT�OT£ TOV V lOT po � TOV <pOPI-IOKOTTOIO 


Evr'jAIKOI Kal TTOIoia IlopouU 40 kg KOI OVW 
AUTO TO EVOIwPIlI-I0 ouv�8wo:; o£V OUVIOTOTOI Via £V�AIK£O:; KOI TTOioia l3apouo:; 40 kg KOI 
avw. LUI..I130UAWH:iTE TO VIOTPO � TOV <pOPI-IOKOTTOIO 000:;. 

nOlol(i Il(ipouU j..IIKp6upou TWV 40 kg 
UA£O:; 01 060£10:; txouv UTTOAOVIOl£i OUI-I<pwvo I-IE TO l3opoo:; OWI-IOTOO:; TOU nOiOIOU O£ XIAlOVP0I-II-I0 

o VIOTpOO:; 80 000:; OUIJ130UA£I.jJ£1 TTOOO UV0I..l0 TTpolOVTOO:; 80 TTptTT£1 va xOPIlVfjOETf. 010 
I-IWPO r'j OTO TTOIOi 000:;. 

125 mg/31.2 5 mg/5 ml KOl250 mg/62.5 mg/5 ml KOVIO:; Via noOll..lo EVOIWPIlI-I0 
MTTOp£i va TTOPEXETOI TTAOOTIKO KOUTOAI � KUTT£AO I-IETPIlOIle:;. Go nptTT£1 va TO 
XPIlOlIJOTTOI£iOEH: Via va XOPIlV¡OET£ Til OWOl� Mall OTO I..IWPO � 010 TTOIOi 000:;. 
LUVfj81le:; Mall - 20 mg/5 mg two:; 60 mg/15 mg Via Ko8£ XIAIOVP0I-II..I0 l3opouo:; OWI..IOTOe:; 
Tllv IWtpO, XOPIlVOUI-I£VO O£ TP£IO:; OIIlPlll-ltv£o:; 060£10:;. 

400 mg/57 mg/5 ml KOVJ(:; Via nOOiI-iO £vOIwprwo (V£uOIl <pPOOUAO) 
MTTOpEi va TTOptXETOI TTAOOTlK� OOOOI-lETPIK� OUplVVO � TTAOOTIKO KOUTOAI � KumAo 
I..IETPIlOIle:;. Go TTptml va TO XPIlOll-iOnolEioETE Via va XOPIlV�OETE Til OWOT� Mall OTO 
I..Iwpo � 010 TTOiOi 000:;. 
Luv�81le:; 06011 - 25 mg/3,6 mg two:; 45 mg/6.4 mg Via Ko8£ XIAIOVP0I..II-IO l3opouo:; 
OWIJOTOe:; Tllv IllJtpO, XOPIlVOu l-I£VO O£ OUO OlllPlll..ltvEO:; 06oEIO:;. 
YI.jJIlMTEPIl Mall - twe:; 70 mg/10 mg Via K08E X,AIOVP0I..II..I0 l3opoue:; OWI..IOTOO:; Tllv rwtpo, 
XOPIlVOUI..IEVO OE OUO olllPlll-ltv£o:; 060£1e:;. 

600 mg/42.9 mg/5 ml KOVIe:; Via TTOOlI..IO £VOIWPIlI..I0 
Mnop£i va TTOptXETOI TTAOOTIKO OOOOIJETPIKO KOUTOAOKI � KUTT£AO. Go TTptnEI va TO 
XPIlOlI..IOTTOIEiOET£ Via va XOPIlVr'jOET£ Til OWOTr'j 06011 OTO IJWPO r'j OTO TTOioi 000:;. 
Luv�81lC:; 06oT] - 90 mg/6.4 mg Via Ko8E X,AIOVPOIJI..I0 l3apouo:; OWI..IOTOe:; Trlv Ill..ltpO, 
XOPIlVOUIJEVO OE OUO OlllprllJEVEO:; O60f:tC:; 

To OVOIJO TTpoIOVTOe:; OEV OUVIOTOTOI Via TTOIOIO IlAIKioo:; I..IIKPOH:PIlC:; TWV 3 WIVWV. 

Aa8£vEiU T£ VTTaTIK(i KOI VECPPIKO TTpopAriTaTa 
Eav TO TTOiOi 000:; tXEI VE<PPIKO TTpOI3A�I..IOlO, 11 06011 I..ITTOpEi va I..IElw8f.i. 0 VOlPOO:; 000:; 

IJTTOpEi va £TTlMw£1 I-lio OIO<POPET'K� n£pIEKTIKOTIlTO r'j OIO<POPETlKO <pOPIJOKO. 

Eav TO TTOiOr 000:; EXEI IlTTOTIKO npo13A�I..IOlO IJTTOPEi va XPEIo080uv OUXVOTEP£C:; £wETaO£IC:; 

OiIJOlOC:; Via TOV tAEYXO HIO:; IlTTOTlKfjC:; A£lTOupVioe:;. 


nw� va xopSyr'ja£T£ TO Dvoj..la TTpo"'6vTOU 
nOVTOT£ va OVOKIVfjTE KOAO Til <PIOAIl TTplV OTTO Ko8E 00011 

XOPllvfjOTE TO <papIJOKO OTIlV opxfj EVOO:; VEUI-iOlOO:; 
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810XWpr'jOTE Tie; 06oEle; 100iSUVOIJO KOHl H] OlaPKEIO Tfle; fll-l£pOe; IJE TOUAaXIOTOV 4wpo . 
Oloarl'jI-lOTO. MflV TTaPOE 2 iSOO£Ie; OE 1 wpo. 

MrlV XOPf"lVI'jO£T£ oro TTOliSi ooe; TO DvolJo TTpolovToe; VIO mploooT£PO OTT O 2 £!300IJOO£e; 

Eav TO TTOIOi ooe; E.OKOAou8£i vo 0I08ovoOi 0PPWOTO TTptTTEI va .OVO£TT lOK£<PT£iT£ TO 

VIOTp6 00e; 


E6:v XOPIlVI1O'(TE jEvoMTEPrJ l)oO'rJ Dvojo rrpo"iovTO<;; orro TrJV KOVOVIKrl 
Eov XOPflVąOET£ IJ£VOAUT£Pfl TTOOOTflTO DvolJo TTpoT6vTOe;, TO OUIJTTTWI-IOTO I-ITT OpEi va 
mp1AOIJ!3ovouv OIOTOPOXr'j OTO OTOIJOXI (oi08fllJO oOlo8wioe; I'j OIOppOIO) I'j OTT00I-I0ue;. MIAl'jar£ 
1-1£ TO VIOTp6 Ooe; TO OUVT0I-I0T£PO ouvarov. ll£i.T£ OTO VIOTPO TflV <PIOAfl TOU <P0PIJOKOU. 

E6:v lExoaETE va XOPIlVrlO'(TE TO Dvojo rrpoIovTO<;; 
Eov .£XOO£T£ VO XOPflVr'jO£T£ OTO TTOliSi Ooe; lJio 060f"l, xOPflVI'jOT£ H1V 01J£OWe; 1J0A1e; TO 

8ulJfl8£iT£. 8£v TTptTT£1 va XOPflVr'jO£T£ aro TTOIOi ooe; Trlv mOIJ£vfl 060fl TTOAU KOVTO, OAM va 

mpIlJtvo£ TT£piTTOU 4 wp£e; TTplV XOPflVr'jOO£ Tflv mOIJ£Vfl 06ofl. 


Eov TO rroloi aoe; aTOjOTrlaEI va rroipVEI TO Dvojo rrpo"iovToe; 
Luv£XioT£ va XOPf"lVEiT£ aro TTOIOi Ooe; TO DvolJO TT poToVTOe; IJtXPI va T£A£IWO£I fl 8£POTT£UTIKr'j 

OVWVr'j, OKOI-IO KOI OV ol08oVETOI KOAUT£pO. To TTolof 00<; XP£IO<OOi OA£e; Tie; 060£1<; WOT£ va 

OVTIIJ£TWTTio£1 H1V AoilJW.fl 
 Eov £TTI<r']OOUV KOTTOIO /30KTflPiOI0 IJTTOp£j va £TTOVO<ptpouv Tfl 

Aoj IJW.fl. 

Eov txo£ mpIOOOT£p£e; £PWTr']O£Je; 0XETlKO 1-1£ Tfl XPI'j0fl OUTOU TOU TTpoTOVTOe; PWTllOTE TO 

YIOTPO r'] TOV <pOPI-IOKOTTOIO OOe;. 


4. 	 nl0ANEI ANEnl0YMHTEI ENEPrEIEI 

DTTW<; OAO ra <pOPIJOKO, £TOI KOI TO DvolJO TTpO"lovTOe; IJTTop£i va TTPOKOAtO£1 oVETTl8ulJflT£e; 
£vtpY£I£<; ov KOI O£V TTOPOUOIO<OVTOI O£ OAOUe; TOUe; OV8pWTTOUe;. ME aUTO TO <pOPIJOKO IJTTop£i 
vo EIJ<POVI080uv 01 TTOPOKOTW oV£TTl8uIJIlTE<; Evtpv£I£e;. 

KowaToaw:; rrou XPEIOkETOI va rrpoO'tlETE 

AMEpvIKte; ovnl)poaEIe;: 
• OEPIJOTIKO E.dv8rwo 
• <PA£YIJOV'l TWV OIIJO<pOpwv oVyEiwv (aYYElim5a) TTOU I-ITT OPEj va £ivOi <pOiV£TOI oov 

KOKKIV£<; r'] IJw!3 £.OVKWIJEVEe; KIlAio£e; OTO iStplJO, oAM I-ITTop£i va TTP00!3Afl90uv KOI OAAO 
IJ£PIl TOU OWIJOTOe; 

• TTUp£TOe;, TTOVOe; OTI<; Op9pWOEI<;. TT pr'].II-IO arou<; ootv£e; TOU AOII-I0U, TIl<; 1-I00XOAIl<; � TIl<; 
!30U!3WVIKr'j<; xwpoe; 

• OiOflIJO, OPIOlJtv£e; <popte; OTO TTPOOWTTO r'j aro OTOIJO (ayy£./OoiOf}J.lO), TTOU TT POKO,\£i 
OUOKOAfo OTIlV OVOTTVOI'j 

• KOTOPP£UOIl· 

' 	 ETTlKO IVWVrlaTE ojtO'we; J.lE TO VIOTPO aoe; £OV TO TTOIOi 00<; EI-I<POVr'jOEI KOTTOIO OTTO 
aUTO ra OUIJTTTWIJOTO. ITOjOTr')aTE TrJ Al1l1JrJ TOU Dvojo rrpoi"ovTOe;. 

<PAEYJ.l0Vr') TOU-lTOxtoe; EVTtpOU 
<t>A£Vl-lov� TOU TTOXtO<; EVTEPOU, TTOU TTPOKOA£i uoopr'j OIOPPOIO ouvl']9w<; 1-1£ oflJo KOI !3MvfJ, 
TTOVO OTO arojJOXI KOI/I'] TTUpOO. 

' 	 Iujl3ouAEUTdTE TO VIOTPO aOe;TO aUVT0J.l0TEpol)UVOTOV EOV TO TTOIiSi 00<; £1-I<POVr'jO£1 
aUTO TO OUĆTTTWIJOTO.· 

noM auxvte; oVETTl9uJ.lrJTEe; EvtpVElEe; 
AUTt<; IJTTOpEi va £TT f'\PEOOOUV mplooon:po OTTO 1 ora 10 OTOIJO 
• OIOPPOIO (OTOUe; £VI']AIK£e;) 

Iuxvte; oVETTl9uJ.lrJTEe; EvtpVElEe; 
AUTte; f,JTTopEi va ETT f"lP£OOOuv EWe; 1 ora 10 OTOIJO 
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oVOOTptIVTE KOI OVOKIVÔOTE WAd. 1:TIl ouvtXEIO VElJiOTE I..IE vEp6 

??YEIl-E.4250-13/4 
(24u) 

• Kr)Aio£t; OTa 06vTlO (ow nOlOIO), ouvÔ8wt; OnOiJOKKpivOVTOI 1..1£ TO 130UPTOI0I..I0 

AVHfl8uIJIlTEt; EVtPVElEt; nou cpoiVOVTaI OTIt; EÕ(T(:lOEIt; OiI..lOTOt; Ô OUpWV: 
• ool3opÔ IJEiwoll TOU 0pI81..10U TWV AEUKOKUnOpWV 
• XOIJIlAOt; Op181J0t; Epu6pwv OII..10ocpOlpiwv (O/jJO),UTlKr1 avO/pro) 
• KPUOTOAAol OTO OUpo. 

Eav TO TTOJ<5i aoe; q.Hpoviau oVETTl9uJ.lIlTEe; EvtpYEIEe; 
-+ 	 EVlllJEpWaTE TO YIOTPO g TOV <pOPJ.lOKOTTOIO aoe; £OV KonOIO aVElTl8uI..IllTIl EvtPVEIO 

ViVETOI aofJopg, Ô ov napOTIlPÔo£TE KonOla aVETn8uI..IllTIl EvtpVEla nOU OEV OVOcptPETOl 
OTO nopov cpuAAo OOIlVIt.iJV 

' ' 5. 	 nor NA $YI\AHETAI TO 'ONOMA npO IONTOr 

No <pUMOOETOI OE I..ItPIl nou OEV TO cp8ovouv KOI OEV TO I)Atnouv TO nOlOIO. 

No iJll XPIlOllJOnOIEiTE T O  DvolJo npo"l6VTOt; IJEHl Tllv IlIJEPOl..lllvio A �ÖIl<; nou avacptpETOI OTO 
KOUTi. H IlIJEPOlJllvio A �Öfl<; Eivol 11 TEAwTOja Ill..ltpa TOU IJÔVO nou OVOcptPETol 

Ta cpoPl..laKO OEV nptnEI vo onoppimovTOI OTO VEPO TIl<; anoxtTEuoll<; Ô OTa oKouniolo 
PWTEioTE TO cpaplJaKOnOlo 00<; miJ<; va nEToÕETE TO <pOPI..IOKO nou o£v XP£IO×OVTOIlTla. AUTO Ta 
I..ItTpa 80 1301l8Ô00uv OTllv npooTaoio TOU mp ll3oA A oVTO<; . 

6, 1\0lnEr nI\HPO$OPIEr 

TI TTEPltXEI TO 'OV0J.l0 TTpo'ioVTOe; 

EIJ<PaVUJrl TOU 'OVOIJO TTpoi'ovTOe; KOI TTEPIEXOJ.lEVO Tile; ouaKEuoaioe; 

KaTOxOe; oliEioe; KuKAo<popioe; KOI TTopoywyoe; 

AUTO TO <pOPJ.lOKEUTlKO npoi'ov tXEI EYKPl9Ei aTa KpOTIl MtAll TOU EUPWTTOi'KOU 
OIKOV0J.lIKOU XwpOU (EOX) J.lE TIe; OKOhOu9Ee; oVOIJOaiEe;: 

To TTop6y <puMo olillYIWY Xpr'talle; EYKpi91lKE Yla TEhEUTOio <popa aT!(; 
Tponoe; 0108WIl<; : IJE IOTPIKÔ ouvravÔ 

Oli'lyiEe; Y'O TIlY ovoauaToall 

125 mg/31.25 mg/5 ml KOVI<; Via nOOllJo EVOIWPfllJO 

EAtVXETE OTi TO 0cppoVI0l..la EivOi d81KTo nplv ano Til XPÔOIl. AVOKIV£iTE H] cploAIl ylO va 
ÖEKOAAÔOEI 11 KOVIe; npo08toTE VEPO (6nw<; EVOEiKVUTOI napoKoTw), oVOOTptIVTE KOI 
OVOKIVÔOTE KaAd. EvaA AaKT IKO VEl..lioTE Tfl cploAIl IJE vEp6 I..ItXPI Aiyo napoKoTw ana TflXopoyÔ 
OTIlVETlK£TaTIl<;CPloAIl<;; 
OKPI!3W<; I..I£XPI Til xopoyÔ, ovoorptIVTE KOInoAI OVOKlvÔorE KoAd 

AvaKlv!'JOTE wAd Tfl <ploAIl nplv ana Ko8E 06011. 

250 mg/62.5 mg/5 ml KOVI<; Via nOoll..lo EVOlwPIlI-l0 
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(24u) 

EAtVXEH: OTi TO a<:ppoVlolJa £iVOI 08IKTO nplv ano HI XP�Ofl AvaKlvEiTE Tfl CPIOAfl VIO va 
úEKOAA�OEI fl KOVI<; npoo8tOTE VEPO (onw<; EVOEiKVUTOI napaKOTW), OVOOTptljJTE KOI 
ovaKIV�OTE KOAO. EvoMoKTIKO yqJiOTE Tfl CPIOAfl !JE VEPO IJtxpr Alvo nopaKOTW ana Tfl XopOV� 
OTflv ETIKtTO Tfle; cpIOAfle;. OVOOTptljJTE KOI aVOKlv�OTE mAO. ITfl ouvtXEIO VE!JioTE !JE vEp6 
OKpl/3We; !JtXPI Tfl XopOV�, OVOOTptljJTE KOI nOAI OVOKIV�OTE KOAO. 

AVOKIV�OTE KOAO Tfl CPIOAfl nplv ana Ko8E MOfl· 

400 mgJ57 mgJ5 ml KaVIe; Ylo naOl!Jo EVOIWprWO (YEUOfl CPPOOUAO) 
EMYXETE aTI TO OCPPOVIOIJO EiVOI OelKTO nplv ana Tfl XP�Ofl· AVOKlvEiTE Tfl CPK1Afl Via va 
AEKOAA�OEI fl KOVIe;. npooetOTE VEPO (onwe; EVOEiKvuTOI nopoKoTW), OVOOTptljJTE KOI 
avoKlv�OTE KoM. EvoMoKTIKO YE!J[OTE Tfl cplOAfl lJE VEPO !J£XPI Alyo nOpOKCITW ana Tfl xopav� 
OTflv ETIKtTO Tfle; cpIOAfle;, OVOOTptljJTE KOI OVOKIV�OTE KOAO. ITfl OUVtXEIO VE!JioTE !JE VEpa 
oKpl/3We; !JtXPI Tfl xopOV�, ovoorptljJTE KOI nOAI OVOKIV�OTE KoM. 

AVOKIV�OTE KoM Tfl CPIOAfl nplv ana KOeE MOfl. 

EMVXETE OTI TO 0CPPOVIO!JO Eivol 081KTO nplv ana Tfl XP�Ofl· AVOKIVEiTE Tfl CP10ArI Via va 
AEKOM�OEI fl KOVIe;. npo08tOTE VEPO (onwe; EVOEiKVUTOI nopOKOTW). OVOOTptljJTE KOI 
OVOKIV�OTE KoM. EvoMoKTIKO YE!JiOTE Tfl <j)IOAfl !JE VEPO !JtXPI Aivo nopOKOTW ana Tfl XOPoy� 
OTflv ETlKtTO Tfl<; <j)IOArle;. OVOOTp£ljJTE KOI OVOKIVr'jOTE KOAO. ITfl ouvtXEla YE!JioTE IJE VEPO 
OKpl/3liJe; !J£XPI Tfl XOPoyr'J. OVOOTptljJTE KOI nOAI OVOKIV�OTE KOAO. 

Iu�J3ouhrlflaTpIKrl EKTTOioEUO'l 

To OVTI/310TIKO XPflOlIJOnOIOUvTOI Via Hlv OVTIIJETWnrOrt TWV AOIIJWAEWV nou npoKoAollvTOI ana 
/3oKTrlPiOlo. Mv Eivol onoTEA£O!JOTIKO tVOVTI TWV AOI!JWAEWV nou npoKoAoUVTOI ana 10U<;. 

0PIOIJ£VEe; <j)opt<; !Jio Aoi!Jwûflnou npoKoAEiTol ana /30KTflPiOI0 OEV oVTOnoKp[vETOIOE tva 
0Xr'JIJO OVTI/310TlKOU. "Evoe; ana roue; oUvfletoTEpOUe; Myoue; yl aUTO E[VOI ETIEIOr'J TO /30KTrtpiOIO 
nou npoKoAoliV Tfl AoiIJWAfl EivOi OVeEKTIKO OTO AOIJ/30VOIJEVO OVTI/3IOTIKO AUTO OfllJoiVEI OTi 
!Jnopouv va Emür'joouv KOI OKO!Jo va noMonAoOlooTOUV nopo TO OVTI/310TlKa. 

DTOV 0 VIOTpae; ooe; XOPflYr'J0EI tva OXr'J!Jo OVTI/310TlKOU. aUTO npOTieETOI va eEponEUOEI !JaVO 

AVOKIV�OTE KoM Tfl <j)IOAfl nplv one Ko8E oaOfl. 

TrlV Tptxouoo n6eflofl ooe; H E<j)OP!JOYr'J TWV nopoKoTW OUIJ!30UAWV 80 /3ofl8�OEI OTllv 
npOAflljJll qJ<j)OVIOIl<; OV8ETKTlKWV /30KTrtPI()iwv nou !Jnopouv va qmooioouv Til OPOOIl TOU 

89 



AAYEn-E.42S0-J3/4 
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EivOi TIoA0 orUJOVTlKO va TToipVETE TO oVTIi310TIKO OTIl OWOTl'! 00011, H) owoni wpa KOI Yla 
TOV owaro apl81J0 IlIJEPwv §lai3ooTE TIC; oOllyiE<; OTllv ETTlol'JtJavoll KOI EOV o£V 
KOTaAai3aivETE KOT!, pwn'joTE TO YIOTpO I'j TOV q>aptJaKoTTolo va oa<; TO E¨llyI'JOEI 
§EV TTptTTEI va TTOPETE tva aVTIi310TlKO EKTO<; EOV tXEI ouvTayoypaq>1l8EI EIOIKO yla oa<; KOI 

8a T TptTTEI va TO XPIlOltJ0TT011'J0ETE tJOVO yla Tllv aVTltJETWTTlOIl TIl<; AoitJw¨ll<; yla TfjV oTToia 

oa<; XOPllyI'j8fjKE. 

§EV TTptTTEI va TTaPETE aVTIi310TlKO nou XOPIlyl'j8fjKaV OE oAAa OTOtJa aKotJa KI av E[Xav 

AoitJw¨1l nou ©TQV napojJola tJE Trl OIK!'J oa<;. 

§EV TTptnEI va OiVETE aVTIªIOT!KO nouxoPlly!'JellKav OE oa<; OE oAAa OTOjJa. 

E6v tXETE KonOlo aVTIi310TIKO TTOU ttJElVE J-IETO Til A!'JIVIl TOU OXl'ltJOTOC; OUJ-Iq>wva tJE 11<; 

oOllyiE<; TaU YlOTPOtJ oa<;, ea TTptnEI va ETTIOTPEIVETE TO uTToAomo OTO q>apKaJ-lEio Yla va 

aTTOPPIq>eEi KOTaAAI'jAw<; 


OOllV1£<; Yla avaoUOTaoll 
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(24a) 

E To Cl>0Mo OOJlVllDV Y'O TO Xpr;OTrl cpapJ..laKEUTlKWV npolovTWV nau m:pl£Xouv OPOaTlKO 
OUaTOTIKO AMOXYCILLIN + CLAVULANIC ACID Kovle:; ylO EVEO"IlJO oUlAulJo r'J oloAulJo rrpoe:;, 
tyxuCJrJ 500mg/100mg & 1000mg/200mg, opi<nOl we; E�rie;: 

4>YMO Ol\HrlON XPHrHr: nAHP04>OPIEr riA TON XPHrTH 

OVOlJa rrpoi'ovTOe:; IV 500 mg/100 mg KOVIe:; Yla EVECJIIJO oloAulJ% loAulJo rrpoe:; EYXUCJrJ 
OVOIJO rrpo"iovTOe:; IV 1000 mg/200 mg KOVIe:; Yla EV(CJIIJO oloAUlJa/oloAulJa rrpoe:; (yxuCJ'l 

AIJOuIKIMiv'l/KAopouAavIKo oĊu 

l\IOPOCJTE rrpoCJEKTIKO oAOKA'lPO TO !puMo oorWUiN XPrlCJ'l<; rrpOTOU apxiCJETE va 
rroipVETE OUTO TO !POPlJaKO. 

Cl>UA6�TE OUTO TO cpuMo OOfWIWV Xp.CJIle; 'lowe; XPEIOOT£i va ro olo(3aoETE �ova, 
Eav tXETE mpolTtpw onopiEe;, pWT.on:: TO YIOTPO, TO CPOPIJOKOnOIO . TIlv/ov 
vOollAEUTplo/rr; oae; 
Eav KanOIO OVETIl8uIJflTIl EvtpYEIO yivETOI ooSop., Ii ov nopoH1P.OETE KonOIO 
aVETIl8uJ..lllTfl EvtpYEIO nou DEV ovocptpnol oro nopov cpuMo OOllYlwv, napoKOilEio8E va 
EVIlJ..lEPWOETE TO Yiarpo, ro CPOPJ..lOKOnOIO Ii Tflv/TOV voonA£urpto/Tr; Ooe;, 

To rrapov cpuMo OOrJYIWV m:pIEX£I: 
1 TI EivOi TO OVOIJO npolOVTOe; KOI nOlo £ivOI 11 XP.Oll TOU 
2 TI nptnEI va yvwpi<oE npoTOu nopETE TO OvoJ..la npoIovroe; 
3 nwe; va ndpET£ TO OVOIJO npoI6vTOe; 
4 nl8ovte; oV£TIl8ulJflTEe; Evtpyme; 
5 nwe; va CPUAaOO£TOI TO OVOJ..lO npoIOVTOe; 
6, /\orntc; nAflPOcpopiEC; 

1, TI EINAI TO 'ONOMA npOrONTOr KAI nOlA EfNAI H XPHrH TOY 

To OVOJ..lO npoiovroe; EivOi tva OVTI(310TlKO Kat opo OKOTWVOVTOe; TO (3oKTnpiolo nou npoKoAouv 
Tie; AO"JW�EtC;, n£pltXEI ouo OIOCPOPETIKa cpdplJOKO nou OVOlJa<OVTOI OIJO�tKIMivfl Kat 
KAoSouAoVIKO O�u. H aJ..lo�IKIMfVfl OV.K£I O£ lJio olJooo CPOPJ..laKWV nou OVOlJa<OVTOI 
"mvIKIMfvEC;" 11 opoofl TWV onoiwv IJ£PIKtC; cpOpEe; IJnOpEI va ElJnOOI08£i (oopovonoIEiTOI), To 
aMo OPOOTIKO OUOTOTIKO (KAo!3ouAoVIKO o�u) o£v Ennptn£1 va oUIJSEi aUTO. 

To OvqJO npoTovTOC; XP'lOlIJOnOIEiTOI O£ £Vr;AIKEC; KOI nOlolo YIO Tllv 8Epon£io TWV nopoKoTW 
AOllJw�£wv: 

oo!3opte; AOIIJW�EIe; TOU WTOe; TflC; IJUTfle; . rou cpapuyyo 
AOIIJW�£Ie; TOU ovOnVEUOTIKOU 
AOIIJW�EIC; TOU oupOnOlllTiKOU 
AOIIJW�E1C; TOU OtpIJOTOC; KOI TWV IJOAOKWV 1J0piwv n£ptAolJ!3avOIJEVwV TWV ODOVTIOTPIKWV 
AOIJ..lW�EWV 

AOIIJW�£Ie; TWV OOTWV KOI TWV Op8pWOEWV. 
EVOO KOIAtOKtC; AOtIJW�EIC; 
yuvOtKOAoYIKte; AOIJ..lW�EIC; 

To OVOIJO npo'lovTOC; XPflotlJOnOIEiTOt OE Evr;AIKEc; KOI nOlola YIO TflV np6Afl4J1l AOIJ..lW�EWV nou 
OXOi<OVTOI IJE IJEi<oVEe; XEIPOUPYIKtC; ETIEIJ!300EIe; 

2. TI IlPEIlEI NA rNOPIZETE IlPIN NA IlAPETE TO 'ONOMA IlP01-ONTOr 

M'lV rrop(T( TO -ovolJo rrpo'iovTOe:;: 

91 



AAYEfl-E.4250-13/4 
(240) 

OE mpiTTTWOrj oA)..EPyioS (umpEUOI08rjoioS) OHlv OjJo)IKIMivrj, TO KAo!3ouAoVIKO o)u, 

TrjV nEvlKIMivrj fj OE onoloOfjnOTE oMo OUOTOTIKO TOU OVOI-IO npOiovlOS (ovOcptpOVTOI 

OTrjV nopoypocpo 6) 

OE nEpiTTTWOrj nou EiXOTE nOTt oo!3opfJ oAAEpYIKfJ OVTiopOOrj (unEpEuat08rjoio) OE 

onoloOfjnOTE oAAo OVTI!3IOTIKO. AUTe I-InopEi va mpIAoķ!30VEI OEPI-IOTIKfj oVTiopOOIl fJ 

npfJ)IIJO TOU npoownou I'j lOU AOII-I0U 

OE mpimworj nou EiXOlE nOTt rjnOlIKO npo!3AfJIJOlO I'j iKTEPO (KITpiVI0I-l0 TOU OtPI-IOlOS) 

tHOV noipvOlE Konolo OVTI!310TlKO. 


-+ 	 M'lv mlpETE TO UVOJ.lO TTpoi'oVTOt,; EOV KOTTOIO OTTO TO TTOPOTTOVW oat,; o<popO. Eov 

OEV £ioTE oiyoupol, )JIAI'jOTE )JE TO YIOlp6, TO CPOPI-IOKOnOIO fJ Tflv/TOV VOOrjAl::UTPIO/TfJ oos 

nplv KOVETE TO OVOIJO npoIOvTOS· 

npoutHTE IOloinpo J.lE TO UVOJ.lO TTPO"iOVTOt,; 
MlAfjOTE IJE TO YIOTPO, TO CPOPIJOKOnOIO fj TrjVITOV voollAEuTplo/Tfj ooS nplv nop£TE aUTO TO 
CPOP)JOKO, EOV 

£X£TE nup£TO IJE OIOYKW)JtvOUS A£I-ICPOOtVES 
KOV£TE 8£pomio ylo VECPPIKO r'j rjnOlIKO npo!3Ar'jI-lOlO 
OEV OUPEITE TOKTIKO. 

Edv O£V Eion: oiyoupol, EOV KonOIO one TO nopondvw oos ocpopo, I-.JlAfjOT£ I-IE TO YIOlPO, TO 
cpop)JoKonolo e TrjvlTOV VOOrjAEllTpIO/Tr'j ooS nplv JT(jP£TE TO OvojJo npolovlOS· 

LE OPIOjJ£VES mplTITliJUEIS a YIOlPOS oos jJnopEi va OIEpwvl'jOEI TO EiOOS TOU !3oKTIlPloiou nou 
npoKoAEi TrjV Aoi)Jw)rj. AvdAoyo JJE TO onOTEAtOjJOlO, I-lnop£i va oos XOPIlYrj8Ei OIOCPOP£TIKr'j 
mplEKTIKOTIlTO OVOI-lO npoI6vTOS r'j OIOCPOP£TlKO cpdPIJOKO. 

KOTOUTOUEIt,; TTOU J.lTTOPEi va XPEIOUTd va TTpOUtHETE 
To OvojJo npol6vTOS I-lnopEi va £TTlOEIVWOEI OPIO)J£VES KOTOOTOOEIS, r'j va npoKOAtoEI 
Orjl-l0VTIK£S OVETIl8ujJrjTES Evtpy£l£S. AUTtS mplAojJ!3avouv oMEpylKts OVTlOpoo£J<;;, £TIlArjTTTIKtS 
KpioEIS (onoo)Joi) Kat cpAEYjJOVI'j TOU noxtos EVTtpOU nptnEI va KOITO)£TE YIO OUYKEKPI)JtVO 
OUI·.lTTTWI-lOlO KOla Til OldpKEIO Ar'jljJrjS TOU OVOI-lO npoI6vTOS, YIO va )JEIWO£TE TOV Kivouvo 
onOIWVOr'jnOT£ npo!3Arj)JOTWV. BAtnE 'KaTaOTaOElC; TTOU XPEla(ETaI va TTpoat.�E:TE' unlV 
nopaypotpo 4. 

EHETOUW� OiJ.lOTOt,; KOI oupwv 
Edv Kdv£TE E)ETOOEIS Oi)JOTOS (onws E)£TaoEIS YIO Hlv KOlOOTOOrj TWV Epu8pwv oljJoocpolpiwv 
r'j £)£Tdo£IS IlnOl1KI'jS AwoupyioS) e £)tTOOrj oupwv (YIO YAUKO(Il) £VrjI-lEPWOTE TO YIOlPO r'j TOV 
V00'lAEUTr'j Oil noipvETE TO OVOI-lO npoI6vTOS. AUTO YIOli TO OVOjJO npoiovTO<; )JnopEi va 
Enrjp£don TO onOTEAtOI-lOTO OUTWV TWV Tunwv TWV £)£TOO£WV. 

XpI')U'l oMwv tpOpJ.lOKWV 
nopOKOAEi08E va EVIlI-lEPWO£TE TOV YIOTPO, TO CPOPjJOKOTTOIO e T'lVITOV VOOllA£lJTPlolTr'j oos £dv 
noipVETE r'j £X£TE nop£1 npoocpOlO oAAo cpOPI-lOKO. AUTO mplAOjJ!3avouv KOI cpdP)JOKO nou 
I-lnopouv va OYOPOOTOUV xwpi<; OUVTOyr'j Kat CPOPjJOKO CPUTlKr'jS npotAworjS 

Edv AO)J!3dv£TE oMonouplvoArj (XPrjOljJonol£iTOI YIO TrjV OUPIKr'j op9piTloo) JJE OVOIJO 
npolovTOS, jJnopEi va oU)rJ8£+ rfTTt80VOTrjTO vO£X£T£oAAEPYIKr'j OEPI-lOlIKr'j oVTiOpooll. 

Eav AO)J!3dvETE TTpo!3Evwioll (XPIlOII-lOnOIEiTOI YIO TrjV OUPIKfj op8pinoo) 0 YIOlPOS oos IJTTOp£i 
va onocpooio£l Trj p(8)J10f') TrjS 06011<; TOU OvojJo npoTovTOS 

Edv AOjJ!3dvoVTOI aVTlTIrjKTIKd cpapjJoKo (onws 'l !3opcpoplv'l) jJo(i jJE OvojJo npoTovTOS TOT£ 
jJnopEi va XPEloarouv EnmAtOV £)£TdoEIS OiI-lOlO<;. 

To 'OvojJo npolovTOS jJnopEi va £TIIlPEOO£1 TOV Tpono 15pdo'lS H1S jJE8OTPE)OT'lS (cpOPjJOKO nou 
XP'lOlIJonOIEiTOI YIO T'lV 9£ponEio TOU KOPKivou r'j TWV PEUjJOTIKWV no8fjoEwV). 
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(24u) 

ZllT�OTE Trl oUIJGouA� TOU YIOlPOU, TOU CPOPIJOKOTTOIOU H TflC;/TOU vooflAEuTpIOC;/T� OOC; ECrv Eio TE . 
tYKUOC; ! 8flMăET£' 


r'lJJOVTlKEC; TTAllPOq>OPIEC; 0XETIKO (JE OPIO(JEVO OUOTOTIKO TOU Uvo(Jo TTpOrOVTOC; 


3. nor XOPHrEITAI TO ONOMA npotoNTor 

Mv 80 XOPflYEioETE TTOTt aUTO TO <pciPIJOKO OTOV EOUTO ooc; 'Eva EKTTOIOEUlJtvO OTOIJO OTTWC; 

YIOlPOC; � vooflAi:UTPIOITHC; 80 00C; X6PflY�CJ£l aUTO TO <pOPIJOKO. 


01 O UV�8EIC; MOEIC; EivOI: 


EVrlAIKOI Kar TTaroio l3opouc; 40 kg KOI clVW 


1000 K08E 8 
110 Tflv OIOKOTTĄ TflC; Aoi lJwbflC; KOTO Tfl 
O IOP KEIO KOI IJETO OTTO XEIPOUPYIKH ETTtlJGOOfl 

1000 mg/200 mg TTpl V Tflv £TTtlJIOOfl OTOV OOC; 
XOPflYEiTOI fl ovolo8flO io. 

H OOOfl lJTTOPEi va OIO<ptPEI ovoAoyo IJE TO 
EiooC; TflC; £TTtlJIOOflC; TTOU KOVETE. 0 YIOlPOC; 
ooc; IJTTOPEi va £TTovoMIEI Tfl 060fl EOV fl 

OTTO 1 

narOlcl l3opouc; JJIKPOTEPOU TWV 40 kg 
OAEC; 01 MOEIC; txouv uTToAoYIOTEi O UIJ<pwvo IJE TO IopOC; OWIJOTOC; TOU TTOIOIOU OE 

XIAioYPOlJlJo. 

nOIO IO flA IK ioC; 3 IJflVWV KOI OVW 25 mg/5 mg YIO Ko8E XIAloYPolJlJO GopOUC; 
Ko8E 8 

nOIOIO flAIKioC; IJ I KPOTEpflC; TWV 3 IJflVWV � 25 mg/5 mg X IAloYPolJ lJO GopOUC; OWIJOlOC; 
TWV 4 Ko8E 12 

A08EVEIC; (JE '1TTOTIKO Kar VEq>PIKO TTpoI3Arl(JOTO 
Eov tX£TE VE<PPIKO TTpof3MIIJOTO, IJTTOPEi va ooc; XOPflYfl8Ei OIO<pOptT I K� 060fl 0 yOlpOC; 
ooc; IJ TTOPEi va ETTlAtbEI lJio OIO<pOPET I K� TTEPIEK TIKOTflTO � OIO<pOPETIKO <pOPIJOKO. 
Eov tXETE flTTOT IKO TTpof3MIIJOTO 0 YIOlPOC; 80 00c; TTOPOKOAou8Ei OTEVO KOI IJ TTOPEi va 
XPEl0080uv OUXVOTEPEC; EbETOOEIC; YIO TOV tAEYXO H)C; flTTOlIK�C; AEI ToupyioC;. 

nWC; eo ooc; XOP'1Y'18Ei TO UVO(JO TTpOrOVTOC; 

To OVOIJO TTPO'lOVTOC; 80 00c; XOPflYfl8Ei IJE tvwfl OTfl <pAtf3o � IJE EVOO<p Atf310 tYXUOfl. 
BEf3arw8EiTE OTi TT i vETE TToAAo uypo KOTO Tfl OIOPKEIO A�4JflC; TOU OVOIJO TTPO'lovTOC; 
KOVOVIKO TO OVOIJO TT PO'lOVTOC; OEV 80 00c; XOPflYfl8Ei YIO mploooTEPO OTTO 2 Ef300IJOOEC;, 
xwpiC; TTOPOKOAou8flOfl TflC; 8Epomioc; OTTO TOV YIOlPO 

Eov aoC; XOP'1Y'18Ei JJEYOAUTEP'1 000'1 Ovo(Jo TTpOrOVTOC; OTTO T'1V KOVOVIKrl 

Eivar oTT i80vo vo 00c; XOPflYfl8Ei IJEYOAUTEPfl TTOOOTflTO, oAAo EOV VOlJ ićETE OTi OOC; XOPflyc8flKE 
IJEyoA uTEpfl TTOOOTflTO OVOIJO TTPOIOVTOC;, EVfllJEPWOTE TO YIOlPO, TO <pOPIJOKOTTOIO � Tflv/TOV 
VOOflAEuTpIO/T� OlJtowC; To OUIJTTTWIJOTO IJTTOPEi vo TTEPIAolJf3ovouv OIOlOpOXc OTO O TOIJOXI 
(oi08fl1J0 oOl08wioC; H OIOppOIO) � OTTOOIJOUC;. 

Eov tXETE TTEpI OOOTEPEC; EPWT�OEI C; 0XETIKO IJE Tfl XP�ofl OUTOU TOU TTPO'lOvTOC; PWT�OTE TO 
YIOlPO, TO <pOPIJOKOTTOIO � TflV/TOV VOOflAEuTpIO/Tc OOC;. 
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4. 	 nl0ANEr ANEnl0YMHTEr ENEPrEIEr 

'Onw<;; 6110 TO <paPIJOKO, Elm KOI TO 'OVOIJO npo'iovTO<;; IJnop£! va npoKoAto£1 ov£m8ulJflr£<;; 

£VtpY£I£<;; OV KOI o£v nOPOUma<OVTOI O£ oAou<;; TOU<;; ov8pwnou<;;. 


KOTOOTOOW:; TTOU XP(IOLETOI va TTpooiMET( 

AAA( PVIKiS OVTlOPOO (IS: 
• O£PIJOTIKO £&av8flIJ0 
• <pll£YIJOvfl rwv oqJO<popWV oy y£iwv (oYYEliTl<5a) nou I.mop£i va £ivOi <pOiV£TOI oav 

KOKKIV£<;; � IJwl3 £&OYKWlJtV«; KflAio£<;; oro otPIJO, oMo IJnop£f va npoo!3Afl8ouv KOI oMo 
IJtPfl TOU OWIJOTO<;; 

• nupno<;;, novo<;; OTl<;; op8PWO£I<;;, np�&IIJO orou<; ootv£<;; TOU AOIjJOU, Tfle;; 1J0oXoAfle;; � Tfl<; 
130UI3WVIK�<;; Xwpo<; 

• oiOfllJO, 0P10IJEV£<;; <popt<; OTO npoowno � oro OTOIJO (oYYElooiOfJPo). nou npoKOA£i 
OUOKoAio OTflV ovonvo� 

• 	 KOTOPP£UOfl· 

0 	 ETTlKOIVWVNOTE OIJiowS IJ( TO VIOTPO oos £OV £1J<Pov�on£ KonOIO ono aura TO 

OUIJTTTWIJOTO 
 rrOiJOTNOTE HI AN1V1l TOU 'OVOIJO npO"'OVTOS· 

$A(ViJOVN TOU noXioS (vTipou 
<l>A£YlJov� TOU noxto<; £VTEPOU, nou npoKoA£i uoap� OIOPPOIO ouv�8we;; IJ£ oilJo KOI I3Atvfl, 

novo OTO OTOIJOXI KOlf� nup£TO. 


0 	 rUiJPOUAEUTEiu TO VIOTPO oos TO OUVTOiJOTEPO OUVOTOV £OV £1J<pov�on£ aura TO 

OUlJnniJlJOTO 


ruxviS oVETnBuiJllTES EvipVms 
AUTt<; IJnop£i va £nflPH)OOUV EW<;; 1 OTO 10 orolJO 
• 0<p80 (KavTlvra lJuKflTlamK� AoilJw&fl rou KoAnou, TOU OTOIJOTOe;; � TWV O£PIJOTlKWV 

TTTUXWV) 
• OIOPPOIO 

'OX1 ouxviS oV(TTlBuIJ1lT( S (VipVEIES 
AUTEe;; fmop£i va £nflP£ooouv tw<; 1 ora 100 orofJO 
• O£PIJOTIKO £&ov8fljJO, <poyoupo 
• £&OYKWIJEVO KVflOIJWO£<; £&ov8flIJ0 (KVfOwofJ) 
• ai08flIJ0 oOl08wio<; (VOUTIO), lOIOiT£PO OTOV AOIJ13ovovTOI Ulp'1Ate;; 060£1<; 
-7 	 £ov 00<; £n'1p£aO£1 nopT£ TO OVOIJO npolovro<; nplv ono TO <POYflTO 
• ElJnOe;; 
• ouon£lpia 
• 	 <oA'1 
• novoKE<poAo<;. 

'OX' ouxvte;; ov£m8UIJ'1T£<; £VtpY£I£<; nou IJnop£i va <povouv OTl<; £&noo£l<; aljJOTo<;: 
• OU&'1o'1 OPIOfJtVWV oumwv (EV(UpO) nou nOpaYOVTOI on6 TO rlnop. 

rmlvu:s OVETTlBulJllUS EVtPVElES 
AUTt<; IJnop£i va £nflP£oooUv twe;; 1 OTO 1000 OTOIJO 
• O£PIJOTIKO £ñov8rllJo, nou IJnop£i va tX£1 <pouoKoAE<; KOI va IJOIOòEI IJ£ IJIKPOUC;; oroxou<; . 

(OKOUpOXPWIJ£e;; K£vrpIKt<; KflAfo£e;; nou mpl!3oAovTOI ono lJio ovolXTOXpWlJfl m:ploXrl IJE 
jJoupo oaK TulliO yupw ana Tie;; OKPE<; TTO).UPOPqJO EpGefJPO) 

0 	 EOV nopOTrlPóOnE KonOIO ono aura TO OUlJnTWIJOTO £TTlKOIVWV�OTE IJE EVa YIOTp6 
En£lyoVTWe;; 

• oiOfllJO KOI £pU8pOTflTO KOHl IJ�KOe;; Tfle;; <pMl3oe;; nou £ivOi £&OIpOiKO wn08t<; OTO 
OYYIYIJO. 

l:novl£<; OVETTl8UIJIlT£<; £vtPYEI£<; nou IJnop£i va <pOVOUV aT/(; £&£TOO£I<; OiIJOTO<;: 
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npO£TOIIJOoia OlaAuuoTwV via fvoo<pAtI3lo tv£Oo 

npO£To!lJaoia OlaAulJOTWV Via fvoowAtI310 tyxuoO 

EVOO<pAWIO 'EYXUOll [!£Pioooe; oT08£Porr)Toe; 
AvaAovio 

(j,(j, YEn-EA250-13/4 

(24u) 

EI-Hpov1all TOU UV0I-I0 UpOi'OVTO<;; Kat U£PI£X0I-I£VO TIl<;; auaK£uoaio<;; 

KOTOX0<;; ob£io<;; KuKAo<popio<;; Kat uopoywyO<;; 

AUTO TO <P0PI-I0K£UTlKO up0"iov tX£! £YKPI8d aTO KpOTIl MtAIl TOU Eupwuo'iKOU 
OIKOV0I-IIKOU XWPOU (EOX) 1-1£ TI<;; OKoAou8£<;; oV0l-loai£.<;;: 

To uopov <puAAo obllYIWV XPllall<;; £YKpi8IlK£ Ylo nAwTOio <popa aTI<;; 
Tponoe; 0108£011e;: J-lOVO Via VOOOKOJ-l£laK� Xp�ol1 

01 nAl1po<popi£e; nou aKoAou80uv amu8uvovTOI J-lOVO OE vlOTpOUe; � Enavv£AIJOlifC; lOU lOlJta 
UV£IOVOJ-lIK�e; mpi8aA4Jrle;: 

nopoKoAda8£ vo ovo<p£p8Iln aTllv n£piAIl'V1l XOPoKTIlPlaTIKwv TOU npOrOVTO<;; YIO 
u£plaaonp£<;; uAIlPO<popi£<; 

XOPIlYllall 

To OVOlJa npoTOVTOe; IJnopEi va XOPl1VI18d flTE we; oPV� £VOO<pAtöIO tV£011 OE J-lio mpiooo 3 
twe; 4 AWTWV KOlW8dov orrl <pMea IJtow owA�vo<; Via OTOVO'lV tVXUOil � J-lf tvxuo'1 O£ 
OIOOTIlIJO 30 twe; 40 AEmwv, To OVOIJO rrp0'iovlOe; o£v Eival KOlOMIlAo Via £VOOJ-lUIK� 
XOP�VIlO'1. 

AvoauaToall 

500 mg/100 mg KOVIe; Via fvtOlIJO oloAulJa � OloAulJo rrpoe; tVXUOIl. 
o <pUOIOAOvIKOe; OlaAUTIle; £(VOI EvtollJo 'Yowp Ph.Eue To OvolJa rrpoTOVlOe; 5001100 mg 80 
rrptrrfl va oloAu£Tal O£ 10 ml OraAUTIl. AUTO orrooio£1 rr£pirrou 10 5 ml OlaAuIJOlOe; Via XP�OIl 
£<porra÷ 06a'1<;. 'Evac; rropoOIKOe; poø XPWlJOTlOIJOe; IJrropEi � 0XI va ovomuXefi KOTO Hlv 
avaouoTOo'1. 
Ta aVaOUOTOlJtvo OloAUlJmo EivOi <puOIoAoVIKO OxpwlJa � txouv tva rraoTtA OXUptVIO XpWlJo. 

To OvolJa rrpoTOVlOe; ea rrptTT£i va XOP'1V£iTOI J-ltoo OE 20 min arro Tllv ovaouoTOoll 

To <plaAiolo OvolJa rrpo'iovlO<; Of V £(VOI KOloMIlAa Via XP�OI1 rroMorrAwv 06o£wv. 

500 mg/100 mg KOVI e; V'a fvtOlJ-lO OloAulJa � OlciAulJa rrpo<; tvxuo'l. 

To OVOIJO rrpo'iovlO<; 8a rrptrrfl va ovooum08fi onwc; mplvpci<p£TOI naporrovw Via Tllv tv£O'1. 

Xwpie; K08umtp'1o'1. 80 nptnfl va npooTf8fi TO ovaoumolJ£vo OloAulJo O£ 50 ml UVpou 

£Vxuo'1C; IJf XP�OIl J-livi OOKOU � 010e081J10lJtvou 0VK0I1£TPIKOU owAIlVIoKou 


1000 mg/200 mg KOVI<; Via fV£(1IIJO OlciAulJo fJ OlciAulJa npo<; tVxuOIl 

To OvolJa rrpO!OVTO<; 8a rrptrrfl va avaouom8fi orrw<; rrfprvpci<pfTOI rroporrcivw Via Tllv tVWIl. 

Xwpi<; Ka8uortp'1ol1, ea nptml va npOOTfe£i TO aVOOUOTOIJ£VO OIOAUlJa Of 100 ml UVpou 

tVxuOIl<; IJf XP�Oll lJivl OciKOU r't 0lae081JlolJtvou 0VKOIJ£TPIKOU owAIlVioKOu. 


rT08£pOTIlTO TWV uopoaK£uoa8tvTwv blOAulJaTwv 

'YOwp o( EvtoEl<; SP. 

25°C 
5: 1 

4 wp£e; 
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Evoo<pAt[3lo tyxuon nEpiooo( oT0 9EPOTf]TO( 
AvaAoyio 

KOIVOlTOil]on: 

ATTOoiKH( Yla £vipY£lo : 

66YEn -E.42S0-J3/4 
(24a) 

EvoO(pAt[3lo tyxuofl XAWPIOUXOU Nmpiou B.P. 4 WPES; 
(0,9% wfw) 

EVOO cpAt[310 tYXUOfl foAoK TlKOU Nmpiou B.P 
(Mf6) 

nloA ufJO Ringer 

lI.IoAUfJO Hartmann 

EvoocpAt[3ta 'EyxuOfl XAwplouxou KoAiou KOI 1 wpo 
XAWPIOUXOU Nmpiou BP 

H oT08Epo Trpo TWV EvoocpAE[3iwv oloAul-/OTWV DNOMA npOIDNT02:, E»OPTOTOI OTTO Tfl 
OUYKtVTPWOfl 2:E TTEpiTT TWOfl TTOU OTTOI TEi TOI fl XP¼oll TIlO OUIJTTUKVWIJEVWV OloAuI-/OTWV, 80 
TTptTTEI va PU81-/i.:;ETOI KOI fl TTEpioooS; oT08EPOTIlTO<; ovoAoyo 
flo <puAo»1l OTOU<; 5°C, TO ovoouoT08tvTO OIOAUlJmO TWV 1000f200 mg KOI TWV 500/100 mg, 
I-lTTOpOUV vo TOTT08ofl800v OE TTpo4Jux9tvw; OOKKOUC:; tYXUOIl<;, 01 OTToiol 1_ITTOpouv va 
CPUAOX TOUV IJEXPI 8 WPE<;. 2: TIl ouvtXEIO, fl tyxuofl 80 TTptTTEI VO XOPIlYEiTOI OIJtow<; IJoAI<; 
ETTOVtA8E1 OE 8EPIJOKPOoio oWIJmiou. 

5°C 
5:1 

EvoocpAt[3lo 'EYXUOIl XAwplouxou Nmpiou BP 
(0,9% w/v) 	 8 wpu; 

To <poPIJaKO EivOI AIYOTEPO oT08EPO OE EYXUOEI<; TTOU TTEPltXOUV yAUKOi;Il. oE»TPOVIl r) 
oI T TaV8paKIKo To avaouoT08tvTO OlaAUI-/OTO TOU <papIJOKOU, IJ TTOpOOV va EVE800v I-/tow 
owAr,vo<; yla OTaYOflv tyxuofl KOI OE OIOarfllJO 3-4 AWTWV. 

3. 	 01 OIKOIOOXOI KOI OVTI TTPOOWTTOI UTTOXPEOUVTOI YIO HIV E<pOPIJOyr) TIl<; OVWTtpW EYKUKAiou 

4. 	 Karomv TWV avwTtpw TTau£1 va IUXUEI 11 UTT ' api91..1. 7419/27-1-2009 EYKUKAloc; TOU 
EO<l>. 

E T.: GLAXOSMITHKLlNE AEBE H fllEY0YNTPIA fl YEn 

I\. KH<PI2:IA2: 266 
15232 XMANlI.PI ATIIKH2: 

flp. A. KOYTrOYKH 

1. 	 fEE0Afll. Yf 

2. 

3. 
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6.6.YEO-E.42S0-J314 

(24a) 

nAOUTOPXOU 3, 106 75 Ae�vo 

(tJE lllv TToPOKArloil £vrwtpwoll IWV 

TOTIlKWV larpIKwv "LuMoywv Trl<; xwpo<;). 


4. 	 novEMRvlo <POPtJOKEUIIKO "LuMoyo 

nElpOIWC; 134 & Ayo8qfJtpou 

118 54 AeRvo 

(tJE Trlv rropoKArlOfl £VfltJtpwOfl<; TWV 

TOTTlKWV <P0PfJOK£UTlKWV "LuMoywv Tfl<; xwpo<;) 


5. 	 novEMRVIO 'Evwofl <P0PfJOKOrrOlwv 

NooflAEUIIKWV 10PUI-I0TWV 

MlxoAoKOTTOUAOU 99, 115 27 Ae�vo 


6. 	 IKA-<PoPfJ/K� YrrflPwio 

Ay.Kwv/vou 8,102 41 A8�vo 


7. 	 orA KAMo<; <POPfJOK£UTlK�<; n£pi8oA4Jfl<; 

nOTflOiwv 30, 106 77 A8�vo 


8. 	 OiKOS NOUIOU n£lpOIWC; 
K. nOAOIoMyou 15 


185 35 nEipoldc; 

9 	 011<.0C; NOUTOU A8�voc; 


rAOUOTWVO<; 2& nOTflOiwv 

106 77 Ae�vo 


10. 	 KtVTPO LlIlAflTflPIOOEWV 

NOOOKOI-lEio noiowv "n& A. KuplaKou" 

115 27 rouoi 

"L<PEE 

ABaa. r Ewpyiou 50& M Aoio<; 

152 33 XaMvopl, A8�va 


12. 	 nov£M�vlo ''Evwofl <P0PI-l0K0!310fJflXOvioC; 
!\0l-lljJO 7, 115 24 AfJTTEAOKflTTOI, A8�va 

13. 	 LuMoyo AVT/rrwv <P0PfJOK£UTlKWV Elowv & ElolKoT�Twv 
OMS TOTOIou 
180 XAI-l. E8vIK�C; ooou A8Ilvwv-!\OfJio<; 
146 10 N. EPY0PAIA 

14. 	 MAlio AyopovofJioC; 

nOv£TT10TlltJiOu 42, 106 79 Ae�va 


15. 	 TEBE - <POPI-IOKEUTlKtC; YrrIlPwi£<; 
Ay. KWVOTOVTivou 5 

103 51 A0HNA 

16. 	 Mq fJtAIl "LuAMywv 
(orrwc; a rrivoKOC;) 

EIOTEPIKH 6IANOMH: 

1. 	 f:::.Ivoll <Papl!<:wv MEAETWV & ''Ep£uvac; 
2. 	 f:::.Ivoll f:::.IKWV YrrllPwlwv EAtyxou npOIOVTWV 

TfJ�fJo 'EKOOOflS & Kwo. Arro<poo£wv 
3 rpoIJIJOT£io ETTlOTrII-lOVIKOU LUI-l!3ouAiou EYKpio£wv 
4. 	 r pOIJI-lOT£ia LlEUT£P0!3081-lIoU ETTlOTfll-l0VIKOU LUI-l!3ouAiou 

Mr/ErK 
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