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ErKYKAIOI - AnO<l>AIH 

0EMA: KoSoplol-lo<; nEpiArJ4JrJ<; XOPOKTrJPIOTIKWV TOU npOiOVTO<; KOI <l>uMo TO 
q>0PI-l0KEUTIKWV rrpoTOVTWV rrou rrEpltxouv DPOOTIKO OUOTOTIKO 

AMOXYCILLIN + CLAVULANIC ACID, 

-KoviS vm TTOOlbO £vOIwprwo 125mg/31 ,25mg/5ml, 250mg/62,5mg/5ml, 
400mg/57mg/5ml & 600mg/42,9mg/5ml 
-dlOKio £A£VXob[V'lS OTTOatOb[uO'lS 1000mg/62,5mg/tab 
-ETTlKOAubbtvo b[ A£TTTO UjJt VIO aloKio 500mg/125mg/tab & 875mg/125mg/tab 
-dmoTTElpojJ[VO aIOKjO 500mg/125mg/tab 

"'EXOVT£<; urro4JrJ: 
0) TI<; DIOTO´(I<; TrJ<; KOIVµ<; YrroupVIKµ<; Arroq:lOoll<; f::,. yr3 (0) 83657/2005 "n£pl EVOPIJOVI0rJ<; TrJ<; 

EMrJVIKµ<; NOlJo8EOio<; I-lE lllv oVTioTOIXrJ KOIVOTIKµ OTOV TOI-lEa lrJ<; KUKAoq:lopio<; 
............ TWV q>0PIJOKEUTIKWV rrpolovTWV, rrou rrpoopi¶OVTOI V'O ov8pwTTlVIl XpµOlln, 

13) T³v Arroq>oolllll<; ErrlTporrµ<; TWV EupwrroiKwv KOIVOTµTWV E(2009)8266/19-10-2009 
V) T2 rVWIJOIEUOIl TOU ETTIOTIlI-l0VIKOU l:Ul-ll3ouAiou EVKpioEWV ap.<D-19/9-2-2010 

A n  O <l> AIIZO Y M E  

I. 

A.1. H 	 nEpiAIl4J1l XOPOKTrJPIOTIKWV TOU npOiOVTO<; q>0PI-l0KEUTlKWV rrpoTovTWV rrou rrEplEXoUV 
DPOOTIKO OUOTOTIKO AMOXYCILUN + CLAVULANIC ACID, ETTlKaAubbtvo jJ[ A£TTTO 
ujJtvm aloKjo 500mg/125mg/tab, dIOOTTUPOb[VO aloKio 500mg/125mg/tab, KovlS Via 
TTOOlbO [vOIwP'ljJa 125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5ml & 
600mg/42,9mg/5ml Opi¶ETOI w<; E´µ<;: 

" 
1. ONOMAIIA TOY <l>APMAKEYTIKOY npO ONTOI 

OVOIJO rrpoi ovTO<; 500 mg/125 mg ETTIKOAUI-lI-lEVO I-lE AEmo UI-l£VIO DIOKio 
OVOIJO rrpolovTo<; 500 mg/125 mg DIOOmlp0I-lEVa DloKio 
OvoJ.,Jo rrpoiovTO<; 1 25 mg/31.25 mg/5 ml KOVI<; V'O rroOil-lo EVOH.i.Jprwo 
OVOI-lO rrpofovTO<; 250 mg/62.5 mg/5 ml KOVI<; VIO rrooll-lo EVOIWPrJl-lO 

2. nOIOTIKH KAI nOIOTIKH IYN0EIH 

KOSE ETTIKOAUI-lJ.,J£VO IJE Acmo UIJEVIO DIOKio µ DloOrrElpOIJEVO DIOKio rrEp'EXEI Amoxyci ll in 
trihydrate + Clavulanate potassium rrou OVTlOTOIXEi OE Amoxic illin 500 mg KOI Clavulanic acid 
125 mg 
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To 5ml KOVEWe; VIO noOléo Evolwprwo nEpI£XoUV Amoxicillin trihydrate + Clavulanate potassium 
nou OVTIOlOIXEi OE Amoxicillin 125 mg KOI Clavulanic acid 31.25 mg ê Amoxicillin 250 mg KOI 
Clavulanic acid 62.5 mg. 

flo lOV n AêPfl KOTOAovo TWV EKOOXWV, J3A. nopovpo<po 6.1. 

3, 	 (J)APMAKOTEXNIKH MOP(J)H 

500 mg/125 mg E1T1KOAuéétvo éE AEmo UéEVIO OloKio 
E1T1KOAuééEVO éE AEmo Ué£VIO oloKio. 

500 mg/12SrrTg-oloOmJPOéEVO oloKio 
610anElp6éEVO OlOKio. 

125 mg/31.25 mg/5 ml, 250 mg/62.S mg/S ml KOVIe; Via noOléo EVOIWPêéOTO 
Kovle; VlO noOléo Evolwprwo. 

4. 	 KI\INIKEI nI\HPOCJ>OPIEI 

To OvoJ.lO npoIOVTOe; (vOEiKVUTOI Via Hj 8(pon(io TWV nOpOKCITW AOIJ.lwë(WV OE £vtlAiKOUe; KOI 
nOlolo (J3Atm nopovpoq)QuC; 4.2,4.4 KOI 5.1): 

• 	 Oë(io [30KTIlPIOKê nopopplvoKoAniTIOo (mopKWe; oIOvvwoétvl1) 
• 	 Oë(io J.lEOfl WTiTioO 
• 	 OëEi£e; mIOEIVWOEIe; xPOVIOe; [3poYXiTiooe; (£nopKWe; OIOYVWOJ.ltv£e;) 
• 	 EëWVOOOKOé£IOKê nv£uéovio 
• 	 KuoTiTloo 
• 	 nu(Aov£q>piliOo 
• 	 6£PJ.lOTIKEe; AOIJ.lwë£Ie; KOI AOIJ.lwë£Ie; J.l0AOKWV J.l0piwv, OUYKEKPIJ.ltVO KunopiTlOo, 

OêYJ.lOTO ana ìwo, oo[3opo OOOVlIKO onooTêéOTO J.lE EnEKT£lVOéEVIl KUTTOpiTlOO 
• 	 OOTlKtC; KOI Op8plKte; AOIJ.lWëEIe;, 10lOiTEPO OOT£OJ.lUEA/TJ()O 

00 nptml va A0J.l[30VOVTOI UnOllltl 01 miorwEe; oOflviEe; OVOq>OPIKO éE H'IV KOTOMtlAtl XPêofl 
OVTI!30KTtlPIOKWV nopov6vTWV. 

4.2 LloooAoyia KOI Tpono<.; XOP�Ylloll<'; 

01 060£1(; EKq>pOìOVTOI OE oAo TO KEié£vo we; npoe; TO n£pIEXOéEVO OE OJ.lOëIKIAivtl/KAoJ3ouAoVIKO 
oëu J.lE EëoipEafl OTOV 01 oom:l(; 0tlAWVOVTOI we; npoc; tva J.lEéOvwétvo OUOTOTIKO. 

H MOil OVOJ.lO npoYOvToC; nou (1T1MYETOI YIO Ttl 8Epomio J.lIOe; J.lEéOVWéEVtle; AoiéwëtlC; 80 
npEml va AaJ.l!30V£I unolllfl: 

• 	 To oV0J.l£V0J.lEVO no80vovo KOI TtlV 1TI8ovê lOUe; EUOI08tl0io aE oVlI[3oKTtlPIOKOUe; 
nopoVOVTEe; ([3Atm nopovpoq>o 4.4) 

• 	 Til [30pUTtlTO KOI TO 011é£i0 Tile; AoiJ.lWëtle; 
• 	 Ttlv flAIKio, TO !3opoc; KOI Ttl VEq>PIKr't Amoupvio TOU 008EVOUe;. onwc; q>oivnol nopoKoTW. 

H XPêOfl EvoMoKTIKWV J.lOpq>wv OVOJ.lO npOYOvTOC; (n-x- EKEivEe; nou noptxouv UllltlMTEPEC; 
060EIC; OJ.lOëIKIMvtle; r't/KOI OIOq>OpOlKEe; ovoAoViEC; OJ.lOëIKIAivtlC; npoc; KAo[3ouAoVIKO oëu) 80 
nptml va 8£WPEiTOI onopoiTtlHl ([3Atm nopovpoq>oue; 4.4 KOI 5.1). 
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OIOPKEIO TrJ<; OIIJOOIUAI0rJ<; vo ETTOVOAOIJ!30VOVTOI OTO TtAO<; TrJ<; • 
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000 

• nwola < 40 kg 
CrCI 10-30 ml/min 

CrCI < 10 ml/min 

. tpopt<; Tr]V 500 

15 mg/3,75 mg/kg w<; EtpOTTO/ qlJEPOOIO MOrJ (IJ£YIOTO 
500 mg/125 mg). 
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, no EVĳAIKE<; KOI nOiCliO � 40 kg, aUTO TO OKEUOOIJO OVOIJO npolovTO<; noptXEI OUVOAIK. 
r]IJEpr'jOIO Mar] 1500 mg OIJO/IKIAiv'l/375 mg KA0!30UAOVIKOU o/to<;, OTOV XOP'lYEiTOI OUIJ<pwvo 
IJE TI<; nopoKoTW OUOTOOEI<;, ĴE nOlC)lo < 40 kg, aUTO TO OKEUOOIJO OvolJa nporOVTO<; noptXEI 
OUVOAIK. r]IJEp.OIa Mar] 2400 mg aIJO/IKIAiv'l/600 mg KAa!3ouAovIKOU o/to<;, OTOV XOP'lYEiTOI 
oUfl<pwva IJE TI<; nopaKoTw ouoTdoEI<;, Edv SEwpr]S£i 011 analTEiTOI UlVr]AOT£Pr] 'l1J£p.OIO 000'l 
OIJO/IK'Aiv'l<;, OUVIOTOTOI va ETIlAEXSEi oMo OKEUOOIJO OVOIJO npoiov TO<;, npOKEllJtvou vo 
ano<p£uxS£i r] XOP.Y'lorJ mplTTwv UlVr]AWV rJlJ£P.OIWV MOEWV KAa!3ouAavlKou o/to<; (!3Atm 
nopoypotpou<; 4.4 K0I 5.1). 

H OlopK£la TrJ<; S£pon£io<; So nptn£1 va KoSopi�E TOI ana Trlv OVTOTTOKPIOr] TOU OOSEVOU<;. 

S£pomio OEV So TTpEml vo m£KT08£i ntpov TWV 14 r]1J£PWV xwpi<; mov£/tTOO'1 (!3Mm 
OPIOlJtvE<; AOIIJW/(I<; (TT.X. OOTEOIJUEAiTIOO) onOlTouv IJEVOAlmp£<:; mplooou<; 8Epom:io<;. H 


nopoypotpo 4.4. 0XET1KO IJ£ T'lV nOpOTETOlJtV'l 8Epomio). 


nOlol(j < 40 

EVr'AIKOI KOI nOiolo > 40 

Mia MOrJ 500 mg/125 mg AOIJ!30VOIJEVrJ TP(l<; tpopt<; TrJV rJlJtpo 


20 mg/5 mg/kg/qIJEpO tw<; 60 mg/15 mg/kg/rJlJtpo XOPrJVOUIJ£VO OE TPEI<; 100IJEPW<; 

KOTOVElJrJlJtVE<; 000£1<;, 

To TTOIOIO IJnopouv vo M!3ouv 8Epomio IJE oloKio £VOIWp.IJOla . TTOiOIOlPIKOU<; tpOKEAioKOU<; 

OVOIJO npOroVTO<; nOIOIO rJAIKia<; 6 ETWV KOI KOTW 80 TTptTTEI KOTO TTpoTilJrJorJ vo AOIJ!3ovouv 
OVOIJO TTpOioVTO<; EVolwPrJlJa . TTOIOIOT pu<ou<; tpOKEAioKOU<;. 

t::.£v 010li8EVTOI KAIVIKO OEOOlJtVO VIO 060EI<; OK£UOOIJ(JTWV OVOIJO npol6vTO<; 4: 1 UlVrJAOTEPE<; 

O TTO 40 mg/10 mg/kg Tl"lv 'l lJt po a E nOiolo KOTW TWV 2 ETWV 


t::.£v SEWPEiTOI onopoiTrJ TrJ r] OVOTTpOOOPlJoy. TrJ<; MOrJ<; 


Oi ovonpoooPl_loyt<; Tr]<; ooorJ<; !3aoi�ovTOI OTO IJEYIOTO OUVIOTWIJEVO ETTiTTEOO OIJO/IKIAiVrJ<;, 
t::.[V onalTEiTOI OVOTTPOOOPlJoy. TrJ<; ooorJ<; OE OOSEVEi<; IJE KoSapor] KPEOTIVivrJ<; (GrGI)
IJEYOAUTEprJ OTTO 30 ml/min 
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rŅ'�ObIUAtOilņ--'- --115 CPOPOTrlV IWtPO-------.-. 
I I 

L_ ollJoKo8opoŇ � __ 

HTTOTlKrj ouoAmoupyio 

T POTTO<; xopl')Yf)oo<; 

·----l mg/3.75 mg/kg Hlv rUJtpo fJio 
nplv TflV olIJoKo80poTl 15 mg/3.75 mg/kg. npOK£lfJtvou va 

J
OTTOKOTOOT080uv TO KUKAOCPOPOUVTO ETTiTTEOO TOU cpoPfJOKOU• 

J15 mg/3 75 mg ova kg 80 TTptml vo XOPTlYTl80uv fJOO TTlV 
_______ ____.. ___________ _ 

Xop3Yr)Or) fJE TTPOOOX3 KOI tJ...£yxoc, TTlC, r)TTOTIKI'jC, Amoupyioc, oE TOKTO XPOVIKO OIOoT3fJOTO 
(l3M:m TTOPOyPO<pouc, 4.3 KOI 44). 

tJ.tJ. YEn-E.4250-) 3/4 
(240) 

To OVOfJO TTpoIDVTOC, TTpoopi]ETOI VIa xPrior) OTTO TO OTDfJO. 

Xopl'jyr)oll KOHl T llv tvop�r) EVOC, YEUfJOTOC,. WoTE va EAOXIOTOTTOIr)8Ei r) EVOEXDfJEVr) 
VOOTPEVTEPIKI'j ouoovE�io KOI vo I3EA T IOTOTTOIr)8Ei r) OTTOppOCPr)or) T r)C, OfJO�IKIAivr)C,/TOU 
KA0130UAOVIKOU o�toc,. 

H 8Epomio I.JTTopEi vo OPXi]EI TTOPEVT£PIKO oUfJcpwvo fJE H1v nxn Tr)C, EVOOcpAtj310C, fJOPCP3c, KOt 
vo ouvEXi]oOI fJ£ oKEUOofJO XOpr)youfJ£VO OTTO T O  oTOfJO 

500 mg/125 mg OIOOmlpOfJ£vO oloKio 
To OIOoTT £IPOfJ£VO oloKio 80 TTptml vo OVOKOTW80uv fJ£ AiyoVEPO TTplV OTTO Tr) Ati4J1l 

125 mg/31.25 mg/5 mi. 250 mg/62.5 mg/5 ml KOVIC, V'O TTOOlfJO £volwprUJo 
AVOKIVrioTE Ylo VO �EKOMriOEI r) KOVIC,. TTpoo8toTE VEPO oUIJcpwva fJE TIC, oOr)yi£c,. OVOOTptcpO£ 
KOI OVOKIVEiT£. 

AVOKIV£in: KoM 11'1 <ptOATl TTplV OTTO Ko8£ Mar) (j3Atm TTOPOYPOcpo 6.6.) 


4.3 Avn:v6£i(w;; 

Ym pwolo8r)oio OTIC, OpOOTIKtC, ouoi£c, O£ OTTOIOO3TTOT£ OTTO T IC, TT£VIKIAivEC, 3 OE KOTTOIO ono TO  
tKOOXO. 

IOTOPIKO ooj3opl'jc; 0IJ£OTlC, oVTiopoor)c, umpwOI08r)oioc, (n·x· ovo<puAo�io) O£ aAAOV 13-
AOKTOIJIKO TTOPOVOVTO (n.x K£<paAooTTopivTl. Kopl3omv£fJTl 3 IJOVOj3aKTOIJI'l)· 

IOTOPIKO iKT Epou/r)TTOTIKI'jC, ouoAmoupyiac; Myw OIJO�IKIAivr)c,/KAaj3ouAovIKOU o�toc, (l3J...tm 
TTOPOYPOcpo 4.8). 

4.4 EI6IKtc.; TTpo£l6onOlr'joEIc.; KOI npoq)UA6(EIc.; KOHl HI XPr'j01l 

npiV OTTO TI'lV tvop�r) 8Epomloc, fJE OfJO�IKIAlvr]/KAoj3ouAovIKD o�u, 80 TTptml va ylvEI 
npooEKTIKti OI£ PEUVl'lor] avacpoplKo IJE TTpOr)YOUfJEV£c, OVTlOPOoEIC, UTTEPWOI08r]oioc, OTIC, 
mVIKIJ...lv£C,. TIC, K£CPOAOOTTOpiv£C; 3 aMouc, TTopavovT£C; fJE I3-AOKTofJr) (j3J...tm TTOpOypOcpouC; 4.3 
Kat 4.8). 

L0j30ptC, KOI mploTOoiOKO 80VOTr)CPOPEC, OVT lOPOo£lC; umpwOIo8r]oioc, (ovo<puAo�io) txouv 
ovocpEp8£i O£ Oo8EvEic, UTT O 8£POTT £io IJ£ TT£vIKIAiVr]. AUTtC; 01 OVT IOPOo£lC, £ivOI TTl80VOT£PO va 
£KOr)AW80uv O£ OTOfJO TTOU txouv 10TOPIKO UTT£PWOlo8r)oioc, oTTlV n£VIKtAiVr) KOI O£ OTOTTIKO 
OTOfJO. Eov nopouOIooT£i fJlO OAA£PYIKti oVT iopoor]. '1 8£POTT£io fJ£ OfJO�IKIJ...lVr)/KAOl3ouAOVIKO 
o�u TTptTT£1 vo OIOKOTT£i KOI VO �£KIV3o£1 KOTOAAr]Ar) £VOMOKTlKti 8£POTT£io 

LT'lV TIEpimwor) TTOU fJio AoifJw�r) EivOI OTT OO£O£lYfJtvo Myw IJIKPOOPYOVIOfJOU(wv) 
£uoio8I'lTOU(WV) OTI'lV OfJO�IKIAiVr). TOTE TTptTIEI va £�£Ta]£TOI T O  EVOEXOfJEVO IJETO<POpaC; OTTO 
a�0�IKIJ...iVI'l/KAal3ouAovIK6 O�U O£ afJO�IKIAivr) OUIJ<pWVO IJ£ T iC, miol'lfJEc, OOr)yiEC,. 

AUTO TO OK£UaOfJO OVOfJO TTpo"iOVTOC; O£v £ivOI KOTOMr)AO TTPOC, XP301'l OTOV UTTOPXEI U4Jr]MC; 
KivouvoC; TO uTT on8tfJEVO TTo80yova va tXOUV fJEIWfJtvll WOIo81l0ia Ii OVTiOTOOIl oE napayovT£c, 
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IJE �-AOK TalJll TTOU OEV OIOIJEOOAOf3EiTOI OTTO [3-AOK TOlJaOEe; Euoio8llTEe; OE OVOOTOA� OTTO TO 
KA0[30UAOVIKO O'U. AUTO TO OKEUOOIJO OEV 80 TTptTTEI va XPIlOlIJOTTOIEiTOI ylo HIV oVTIIJEH.iJTTlOIl 
OV8EKTIKOU O Tllv TTEV1KIAIVIl S. pneumoniae 

InoolJoi ,.mopEi va EIJ<POVIOTOUV OE 008EVEie; IJE OIOlOPOX� Tile; VE<p pIK�e; A£lToupyioe; � OE 
OUTOUe; TTOU AOIJ[3aVOUV U4JIlMe; MOEIe; ([3Mm TTopaypo<po 4.8) 

H olJo'IKIAivll/KAOf3ouAovIKO o'u 80 TT ptTTEI va OTTO<PEUYETOI Eav UTTaPXEI UTTOVOIO AOIIJW OOUe; 
1J0vOTTup�vWOIle;, K08w e; 11 EK O�AWOIl EVOe; IAOPOEIOOU e; E'ov8�IJOlOe; EXEI 0XETIOTEi IJE OUT�V 
Tllv TTa81l01l IJETa OTTO XP�OIl OIJO'IKIA ivlle;· 

H TOuTOXPovll XP�OIl oMOTTOUpIVOAIl e; KOla Til OlapK£lO Tile; 8Epomioe; IJE OIJo'IKIA iVIl IJTTO pEi 
VO OU'�OEI TIlV TTl80vO TIlTO EIJ<PavIOIle; OMEPYIKWV OEpIJOlIKWV OVTl OpaOEWV 

H nO pOlETOIJEVIl XP�OIl IJTTOPEi Ev iOlE va O Olly�OEI OE u mpOvaTT TU'1l IJIl £uoio81lTWV 
IJIKpOOPyOVIOIJWV. 

H EIJ<POV10Il KOTO TIlV EVOP'1l Tile; 8Epomioe; EVOe; TTUpETWOOUe; YEVIKEUIJEVOU Epu8�1J0l0e; 
0XETI<OIJEVO IJE <pMK TOIVO IJTTOPEi va EivOi OUIJTT TWIJO YEVIKEUIJEVOU KIlAloo[3AOliowooue; 

E'ov8�1J0l0e; (AGEP) ([3A£m TTOPOyPO<po 4.8) H oVTiopOOIl OUT� OTTOITEi Tllv OIOKOTT� lOU 

OVOIJO TTPO'iOVlOe; KOI OVTEVOEiKVUTOI OTTOIO O�TTOT£ [TTOKOAOu81l XOP�Ylloll O IJO'IKIAivlle; 


H alJo'IKIA ivIl/KAo[3ouAovIKo o'u 80 TTPETTEI va XPIlOlIJOTTolEiTOI IJE TTPOOOX� O£ 008EVEie; IJE 

tvoEI'Il IlTTOlIK�e; OUOAEl Tou pyioe; ([3Mm TTOPOyPO<po 42) 


HnO TIKO TTEPIOTO TIKO EXOUV ovo<pEp8Ei Ku piwe; OE O ppEVEe; KOI IlAIKIWIJEVOUe; 008EVEie; KOI 

IJnopEi va oXETi<oVTOI IJE TTOPO TETOIJEVIl 8EpOTTEio. TtlOlO TTEPIOTOTIKO TToM OTTaVIO EXOUV 

ovaq>Ep8Ei OE TTOI Ola. IE OAOUe; TOUe; TT AIl8uoIJoOe;, TO oqlJEio KOI OUIJTTTWIJO TO ouv�8we; 

EI-){POVi<OVTOI KOla Til OIOPKEIO � A iyo I-lETa TIlV 8EPOTTEio. OAM OE OPIOIJEVEe; mpITT TWOEl e; 

I-lnopEi va IJIlV yivouv OVTIAIlTTHl I-lEXPI O pKETt e; E[3001-l00Ee; I-lETO Til OIOKOTT� Tile; 8Epomioe; 

Iuvri8we; EivOi OVOOT pE4JIIJO. To IlTTOTIKO TTEPIOTO TIKO IJTTOpEi va EivOi oo[3opa KOI O£ E'OIPETIKO 

onovlEe; TTEPITTH.iJoEI e;, EXOUV ovo<pEp8Ei 8aVOlO! AUToi 0XEOaV TTaVTO ouvE[31l00V OE 008EVEi e; 

I-l£ oo[3op� uTToKEil-lEvll TTa81l01l � IJE TTOPOAIlAIl A�lIJll <P0Pl-laKWV YVWOTWV ylo TIlV ouvllTIKa 

IlnOlIK� lOUe; O paOIl ([3Mm nopaypo<po 48). 


IUOX£TI<OI-lEvq I-lE OVTI[3IOlIKO KOAi TioO EXEI ovo<pEp8Ei 0XE06v IJE OAOUe; TOUe; OVTI[3oK TIlPIOKOOe; 

TTopayoVTEe; KOI IJ TTOPEi '1 f3opuTIl TO Tile; va KUlJoivETOI OTTO �TTlO EWe; OTTEIA'1T1K� YIO Til dW� 

(�M.TTE TTOpaypO<po 4.8). ETT0I-lEVWe;, EivOi 0'11-l0VTIKO va E'ETa<ETOI TO EVOEXOIJEVO oUTrie; Tile; 

olclYVWOIle; OE oo8EvEie; TTOU TTO pOUOIadOUV OlaPPOIO KOla T'1 OlaPKEIO Tile; Xop�Y'10'1e; 

onOIWVO�TTOlE OVTI[310T 1KWV � IJETa OTTO OUT� 
 IT'1V TTEp imwOIl TTOU EIJ<POVI08Ei KOAiTi OO 
0XETI<0I-lEVIlIJE TO OVTI[310TlKO, 11 XOP�YIlOIl 01J0'IKIAiv'1e;/KAo[30UAOVIKOU O'EOe; TTPETTEI va 
OIOKOTTEi 0I-lWO, vo dIlT'18Ei '1 OUIJ[30UA� YIOlPOO KOI va OPXiOEI '1 KOlOM'1A'1 8EpOTTEio. IE OUT� 
Hlv TTEp imWOIl OVTEVOEIKVUTOI 11 X p�O'1 OVTI TTEPIOTOATIKWV <pOpIJOKWV. 

KOla Til OlaPKEIO TTOPOlETOIJEVIl e; 8EpOTTEioe; EVOEiKVUTOI TTEPIOOIK� o'loMY'10'1 TWV AEI TOUPYIWV 
TWV OPYOVIKWV OUO TrllJaTWV, OUIJTTEPIA0I-l[30VOl-ltvwv Tile; VE<ppIK�e;, '1TTOlIK�e; KOI OIIJOnOI'1T1K�e; 
Awoupyiae;. 

Inoviwe; tXEI OVO <pEpeEi ETTlIJ�KUVO'1 TOU Xpovou TTpo8polJ[3 iv'1e; OE OOeEVEi e; TTOU AOlJrJavouv 
aIJO'IKIAiv'1/KAof3ouAovIKO o'u. 80 TT pt ml va E<pOPIJOdETOI KOlOMIlAIl TTopoKOAo081l01l OTav 
XOPIlYOUVTOI TOUTOXPOVO OVTITTIlK TlKa. Ev OtXETOI va XPEIOOlOUV OVOTT pOOOPlJoyt e; Tile; OOOIl e; 
TWV A0I-l[30VOIJEVWV O TTO TO O TOIJO OVTITTIlKTlKWV, WOIE va OIOlIlPEi TOI TO ETTl8uIJIlTO ETTiTTEOO 
OVTITTIlK TIKOTIlTOe; ([3At:m TTopoypO<poue; 4.5 KOI4.8) 

I£ 008EVEi e; I-lE VE<PPIK� OUOAElToupyio. 11 MOil eo TTPETTEI va OVOTTPOOOPI-lO<ETOI ovoAoya IJE TO 
�a8\Jo Tile; OUOAEl Tou pyioe; ([3Mm TTOpOypO<po 4.2) 

IE 008EVEi e; I-lE I-lEIWIJEvll TTO pOyWY� oOpwv, TToM OTTOVIO (XEI TTOPOTIlPll8Ei KPUO TOAAoup ia 
Kup iwe; IJE TTOPEVTEPIK� 8Epomio KOla Til XOP�YIlOIl UlIJllAWV MOEWV Ol-lo'IKIAivlle;, 
[VOEiKVUTOI 11 OIOl�PIlOIl ETTO pKOOe; TTPOOAllllJlle; uypwv KOI TTopoywy� e; oupwv YIO va I-lEIW8Ei 11 



80 nptml vo XPIl0l\.10nOIOlIVTOI EVOUj..lOlIKte; j..lt80501 \.1£ 
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TTl8aVOH]T0 Oxr1^OllOj..lOU KPUOTCtAAwv OJ..lO�IKIAivr)C; OTO oupo. L£ 008£v£ie; ^[ oupoK08£TŎp£e;, 
80 nptml vo H1P£iTOI TOKlIKOe; tA£Yxoe; 130l0H1TOe; (I3Atm nopoypocpo 4.9). 

KOla 11'1 8£pomio \.1E OJ..lo�IKIAivll. 

o�£IMor] Tr]e; yAuKOOIle; KOTO TOV tA£yxo ylO nopouoio yAuKOOfje; OTO oupo £Tl£I5r'j 4Iw5we; 

8£l1KO onOT£Ato^OTo j..lnop£i vo nopouOloOTOUV \.1£ j..lfj £VOUj..lOlIKte; j..l£8050ue;. 


H napouoio KAol3ouAoVIKOU o�toe; OTO OVOj..lO npo"iOvTOe; \.1nopEi va npoKOAto£1 \.1fj £IOIKr'j 

OUVO£Ofj IgG KOI AEUKW)JOlivfje; \.1E Epu8pOKUTTOpIKte; j..lE^l3povEe; KOI va OOfjyr'jOEI OE 4IEu5r'j 

8£TIKO tA£yxo Coombs. 


Ynopxouv ovocpopte; 8£TIKWV onOT£A£Oj..lOTWV j..l£ TO TtOT Bio-Rad laboratories Platelia 

A sp ergillus ErA O£ 008£v£ie; nou AO\.1l3ovouv OJ..lO�IKIAlVr]IKAol3ouAoVIKO o�u, 01 onoiol OTr] 


noAuooKXOpi510 KOI TToAucpoupOVOOEe; nou 5£v TTOU o£v TT£PltXOUV Aspergillus j..l£ TO T£OT 8io­


Rad Laboratories Platelia Aspergillus ErA tXOUV ovocp£p8£i. Eno)Jtvwe;, 8£T1KO onOT£AtOj..lOTCl 

OOKlj..lOOIWV OE 008£VEie; TTOU AO\.1l3avouv OJ..lO�IKIAivfj/KAol3ouAoVIKO o�u 80 TTptn£1 va 

EP\.1fjV£UOVTOI )J£ npoooxr'] KOI vo £TTlI3EI3010VOVTOI j..lE o;";'£e; 510YVWOTlKte; j..lE8050ue;. 


ToOvo)Jo TTpoIOVTOe; 125 mg/31.25 mg/5 mg KOVIe; Ylo TTOO'lJO EVOIWPfj)JO mpltX£1 2.5 mg 

oOnOpTOj..lfje; (E951) ova ml, )Jio TTIlYr'j cpolvuAoAovivr]e;. AUTO TO cpOP\.10KO 80 nptml va 

XPr]ol\.1ono!£iTOI )J£ npoooxr'] O£ 008£v£ie; \.1E CPOIVUAOK£Tovouplo. 


ToOvo)Jo npo"iovTOe; 250 mg/62.5 mg/5 mg KOVIe; YIO nOolj..lo EVOIWPfjj..lO mpltX£1 2.5 mg 

OOTTOpTOj..lfje; (E951) ova ml, \.1io nr]Yr'j cpOlvuAoAovivfje;. AUTO TO cpOP\.10KO 80 TT ptml va 

XPIl0l\.10nOIEiTOI \.l£ npoooxr'] OE 008£v£fe; \.lE CPOlVUAOKETOvouplo. 


4.5 AMIlAE.TTl6paow; IJt oMo <P0PIJOK€UTIKO npo'i6vTo KO. oMH, popcpt<; 
oMfJAtlTi6pool')<; 

OUVtX£IO I3pt8fjK£ 011 5£v £iXov AoiIJwŏrronoAspergillus.-h100TOtlPOUj..l£V£e; OVTIOp00£1e;·j..l£ 

!\o^130V0\.1£VO OTTO TO OT0\.10 OVTITTfjKTIKO KOI m:vIKIAIVOUXO OVTl1310TlKO txouv XPfjOI\.10TTOlfj8£i 
wptwe; OTr]V TTpO�r] xwpie; ovocpopte; oAAIlAmi5poofje;. OOTOOO, OTr] I3ll3Aloypocpio UTTOPXOUV 
nEpITTTWO£Ie; OU�fj\.1tvou 51£8voue; KOvovlKOnOlfj\.ltvou Aoyou OE 008EV£ie; nou OUVTfjPOUVTOI )JE 
Ar'j4J1l OK£ VOKou\.1opoAfje; r'j 130pcpopivllC; KOI OTOUe; oTToiouC; xopr]YEiTOI tva OXr']\.10 OJ..lo�IKIAivlle;. 
LE mpin Twor] nou EivOI OTTOpOiTfjTr] fj ouyxopr'jYfjofj, 80 nptTT£1 va TTOPOKOAou8£iTOI 
TTpOO£KTIKO 0 xpovoe; TTp08po\.1l3ivlle; r'j 0 51£8vr']e; KOvovIKonolr])Jtvoe; Myoe; )J£ Tr]V npo08r'jKfj r'j 
Tr]V onooupofj Tfje; O)JO�IKIAiVr]<;. ETTlTTMov, £v5tX£T0I va £ivo! onopoiTfjTEe; ovonpOOOP\.1oyte; 
Tile; OOOIle; AO\.1!3ovo\.1£vWV ono TO OTOj..lO OVTITTr]KTlKWV (I3Atm TTopoypOcpoue; 4.4 KOI 4.8). 

0, mVIKIAiv£e; £v5tX£T0I va \.1£IWOOUV Tllv £KKPIOfj j..l£8OTp£�OTfje;, YEyovoe; TTOU npoKOAEi 
EVQ£X0j..l£Vfj oU�r]or] TO�IKOTIlTOe;. 

H ouYXOPr'jYIlOll j..lE TT pol3£v£OiOIl o£v OUVIOTOTOI. H TTpol3Ev£Oioll \.1EIWVEI Tr] VECPPIKr'j 
oWAfjVOPIOKr'] ontKKplOfj Tfje; OJ..lO�IKIAivr]e;. H ouyxoPr'jYIlOllj..lE TTp0!3£v£Oi5r] j..lTTOPEi va OU�r'jO£l 
KOI va ETIlj..lIlKUV(! TO ETTlmoo OJ..lO�'KIAivfje; OTO 01\.10 oAM OX! TOU KAol3ouAoVIKOU o�toe;. 

4,6 KUllaI') KG. voAouXio 

MEAt1£<; OE Owo 5EV KOltO£I�OV 0\.1£0£<; r'] t\.1j..l£OEe; ETTlKivOUVEe; £TTlTTTWO£Ie; OTllv EYKU\.lOOUVfj, 
OTfjV oVOnTU�1l TOU Ej..l!3puou, OTOV TOK£TO r'] OH] \.1£TOYEVVIlTIKr'] OVOTTTU�r] (I3AtnE nopoypocpo 
5.3). n£pIOpIO\.1tvo OTolX£io 0X£lIKO j..lE Tfj Xpr'jOfj O)JO�IKIAlVfje;/KAol3ouAovIKOU o�toe; KOla Tr] 
510PKElO Tile; KUr'jO£We; O£ ov8pwnoue; 5f.v unoo£IKvUOUVOU�fjj..ltvo Klv5uVQ OUYYEVWV 
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. OIOIJOpm.iJv LE IJIO IJOVO IJEMHI OE VUVOiKE<; IJE npowpo 1OK£10, nOpOTllP&SI)KE Oll 
npOq>uAOKTIK& OVwV& IJE OIJO2IKIAivI)/KAOpouAovIKO O2u IJnopEi vo oUOXETIoTEi IJE OU2rHJtvo 
Kivouvo EAKOVEKPWTlK&<; EVTEPOKOAiTIOO<; TWV V£OVVWV. H Xp&ol) nptnEI vo OnOq>EUV£101 KOHl 
TI) OI(:JPKEIO TI)<; KUl)ol)<;, EKTO<; EOV SEWPEiTOI OnOpOiTI)TI) ana TOV VIOTPO 

KOI 01 OUO ouoi£(; onopoAAoVTOI OTO IJI)TPIKO voAo (TlnoTO 5EV EivOI VVWoTO VIO TI<; ETIl5poo£l<; 
TOU KAoj3ouAovIKOU o2to<; OTO j3p£q>o<; nou S'lMoEI). LUV£TIW<;. oTO j3ptq>O<; nou SI)Mi;EI ElvOI 
TIleav& I) EIJ<P0V101) OIOPPOIO<; KOI IJUKI)TlOoIK&<; AoiIJW2I)<; TWV j3l1EvvoVOVWV, onOTE IJnOpEi vo 
XPElomEi VO oloKomi ° SI)"OOIJO<;. H OIJO2IKIAiVIl/KAoj3ouAovIKO 020 So nptTTEI vo 
XpñOIIJOnOIEiTOI IJOVO KOla HI OIOPKEIO TOU SIlAOOlJou IJETO ana o2loMVI)OIl TOU Oq>tAOU<;lTou 
KIVOUVOU ana TOV SEpdnovTO VIOTpO. 

4.7 Em15pao£lS OHlv IKOVOT'lTO oO!')V'l0'lS KOI X£lPIOIJOU IJ'lXOVWV 

Mv npoVlJmOnol&SI)KOV IJEA£TE<; 0XETIKO IJE TI<; ETiiOpOoW; oTllv IKOVOTIlTO OO&Vlloll<; KOI 
XElP101J0U IJIlXOVWV 001000, Ev5tXETOI vo nopouOlomouv OVETIISUIJIlTE<; EvtPV£I£<; (n·x· 
OA"EPYIKt<; OVTIOPOoEI<;, o6AIl, onoolJoi), 01 onoiE<; ,.mopEi vo £TIllPEOoOUV Tllv IKOVOTIlTO 
OOòVIlOIl<; KOI XEIPIOIJOU IJllxavWv (j3Atm nopoypoqm 48) 

4.8 AvtTTl9ulJ'lT£S tvtpvt1tS 

01 nOlo OUXvo OVOq>EpSEioE<; OVETIISUlJflTE<; EvtPV£I£<; (AE) Eivol OIOPPOIO, vouTio KOI tIJE1O<;. 


01 AE ana KAIVIKt<; OOKIIJ£<; KOI IJETEYKPITIK& nopOKoAouSl)ofl IJE TO 'OVOIJO npoiovTO<;, 

TOîIVOIJïSI)KaV oUIJ<Pwvo IJE Tflv KOlflVOpio 0PVovou oUoT&IJOTO<; KOTO MedDRA KOI 

napOliSEvTOI nopoKoTW. 


ria Tflv TOðIVOlJflOIl TWV OVETIISUIJIlTWV EVEPVEIWV XPIlOlIJOnOI&SflKOV 01 nopoKoTW 0poAoyiE<;. 

nOA0 ouxvt<; (,;::1/10) 


LUXVE<; (21/100 EW<; <1110) 

OXI ouxvt<; (2':1/1.000 tw<; <11100) 

LnovlE<; (2':1/10.000 EW<; <111.000) 

noA0 onovlE<; «1/10.000) 

AYVWoTfl ouxvOTIlTO (OEV IJnopEi vo unoAoVloTEi ono TO OIOStOllJO OEOOlJtva) 
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--- _• •.
K umaMou •

�_._••. 
BAtm napoypmpo 4.4 

2 BAtm napoypmpo 4.4 
:3 H vauTia oxni<nal OUXvOTEpa iJE U4JI']MTEPE<; OOOEI<; AaiJÉavOiJEvE<; ano TO OTOiJa Av 01 
yaoTpEVTEPIK£<; olOTapaxt<; EivOI £KOI']AE<;. iJnop00v va mpiopIOT00v iJE H] M]ljJl'] TOU OVOiJO 
npoIovTO<; OHlv apxr'J TOU YEUiJOTO<;. 
4 LUiJmpIAaiJÉOVOiJtvl']<; TI']<; 4JEUOOiJEiJÉpaVwaou<; KOAiTloa<; Kal Hl<; a1iJOPPOYIKr'J<; KOAiTIOO<; 
�I3Atm nopoypo<po 4.4) I 

Mia iJtTPIO o0Êf]ol'] OE AST KOl/ri AL T tXEI 0l']iJEIW8Ei OE 008EVEi<; nou tAOÉOV OVT1ÉIOTIKO TI']<; 
KOTl']yopio<; É-AOKTOiJl']<;, OAM I'] Ol']iJOOio OUTWV TWV EUPl']iJOTWV EivOI OYVWOTIl 
6 AUTC<; 01 OV£TT18uiJI']TE<; EVCPYEI£<; tXOUV OlliJEIw8Ei iJE OME<; mVIKIAivE<; KOI KE<pOAoonopivE<; 
}I3Atm nopoypo<po 4.4) 

Av ovo<pEp8Ei onoloarinoTE OEPfJOT1Kri oVTiOpool'] umpEUol081']0io<;. 11 8Epamio 80 npcml 
va OIOKOTTTETOI (I3Mm nopoypo<po 4.4). 
8 BAtm nopoypo<po 4.9 
9 BAtm nopoypa<po 4.4 
10 BAtm nopaypoq>ou<; 4.3 KOI 4.4 
125 mg/31.25 mg/5 ml 250 mg/62.5 mg/5 ml KOVI<; ylO nooliJo EVOIWPI']!JO 

i nOA�..<J.!l��\I!q.QE_l!.C!'.olo. H�__ 
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OTOI-I01IKti 
UYIEIVr'j npOA0I-I!3ovEI TOV OnOXPWI-IOTI0I-I0. K08w<; ouvti8w<; onoK08io101OI I-IE TO !300PTOI01-I0 
TWV OOVTlwv. 

4.9 Ym:pooooAoyic 

MnopEI va EI-'q>OVIOTOUV YOOTPEVTEPIKO OUI-ITITWI-I01O KOI OI01OPOXti TOU loo<uyiou uypwv KOI 
IlAEKTPOAUTWV. 'EXEI TTOP01IlPIl8Ei OXllIJ01IOIJO<; KPUOTOAAWV ol-looIKIAiVIl<; 010 oupo, o OTToio<;, 
EvioTE, OOIlYEi OE VEq>PIKti ovmopwo (!3Mm TTopdypocpo 44) 

Lnaol-loi IJnopEi va £1-'q>OVIOTOUV OE 008EV£i<; IJ£ OI01OPOXti TIl<; VEq>PIKti<; AEIToupyio<; ti OE 
OU100<; TTOU A0I-!!3dvouv 

'EX£I ovoq>£p8£1 OTI 11 OlJooIKIAiVIl KOSI<ClV£1 O£ oupoK08otip£<;, Kupiw<; IJOO ono £voocpAq310 
xOPtiYrJ0lll-I£YOAwv 06oEwv. Go TTp£ml vo TIlP£iTOI TOKTlKO<; £AEYX0<; !3OTOTIlTO<; (!3Mm 
TTOPOYpO<po 44) 

To yaoTp£vTEPIKO OUI-ITTTWIJOTO I-Inopouv vo OVTII-IETWTTlOTOUV OUl-lnTWI-IOTIKO, OiVOVTO<; 
npoooxti 010 100<UY10 VEpou!IlAEKTPOAUTWV. 

H alJo8IKIAivIl!KAo!3ouAovIKo oou I-ITTop£i va onoIJoKpuv8Ei OTTO TIlv KUKAOcpopio I-IE 
Ot\JoKo80POll· 

5. Il>APMAKOAOnKH IlllOTHTEr 

5.1 Il>0PIJOKOOUVCIJIKEc:,; IOIOTrlnc:,; 

<!lapl-l0K08EPOTTEUTIKti K01Ilyopio LUVOUOOlJoi mVIKIAIVWV, OUl-ln£pIAOI-I!3oVOIJ£VWv TWV 
ovoOToMwv !3-AoKTOI-I00Il<;, KWOIKO<; ATC J01CR02 

H o£o8IKIAivil £ivOt lJio IllJlouv8£TlKti mVIKIAivll (OVTI!310TlKO IJE !3-AoKTOl-lll) nou ovooTtAAEI tva ti 
mpIOOOTf.po tV<UI-IO (ouxvo oVOCP£pOVTOt w<; TTPWT£iv£<; OUVO£OIl<; TWV mVIKIAIVWV , PBP) OTIl 
!3loouVSETIKti 000 TIl<; !3oKTilPloKti<; TTETITlooYAUKovll<;, I'] oTToio OTTOT£AEi OVOTTOOTTOOTO OOIJIKO 
OUO T01IKO TOU !30KTilPIOKOU KunoplKou 1OIXWI-'OTO<;. H OVOOTOAti TIl<; ouv8£OI']<; 
mTTTlooYAuKOvIl<; OOIlYEi OTrlv oTTOOUV0I-lWOll TOU KunoplKoO TOIXWI-lOTO<;, 11 onoio ouxvo 
OKOAOUSEiTOI OTTO KunopOAuOil KOI 80V010. 

H o£o8IKIAivil ElvOI EUoio81lTil OTllv OTTo06IJIlOIl OTTO !3-AOKTOI-'OOEe; nou nopoyovTOI ono 
OV8EKTIKO !30KTtiPI0 KOI, mOl-ltvwe;, OEV EIVOI OPOOTIKti OTTO I-l0VIl TIl<; tVOVTI OPYOVIOIJWV TTOU 
nopoyouv T£TOIO tV<UI-IO 

To KA0!30UAOVIKO o8u EivOI lJio !3-AoKToWl nou 0XOI<OOt OOI-lIKO I-IE n£vIKIAivEe;. ATTEvEpyonol£i 
OPIOlJtVO tV<UI-lO Tile; !3-AOKTOI-l00ll<; onoTptnovTOe;, we; EK TOUTOU, TIlv oopovOTToillOIl TIl<; 
o\Jo8IKIAiVIle;. To KA0!30UAOVIKO o8u IJ£lJOvwlJtvo OEV OOKEi KAIVIKO XPtiOllJ1l OVTI!30KTIlPIOKti 
miopooll 

PKlPD 

o xp6voe; avw Tile; EAOxIOTIle; OVOOTOATIKti<; OUYK£VTPWOIl<; (T>MIC) 8£wp£iTOI OTI EivOt 0 
}J£iľwv Ko80PIOTIKOe; nopOYOV1Oe; OnOT£A£OIJ01IKOTIlTOe; Ylo TIlv OIJO8IKIAiVIl 
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01 Mo KUPIOI IJl')xoVlolJoi OVTio1OOl']<; OTI')V OIJO#IKlAiVI']ITO KAo!3ouAoVIKO O#U £ivOI: 

• 	 AOPOVOTTOi l']Ol'] OTTO £KEiv E<; TI<; !30KTI']PIOKE<; !3-AOK1OIJOOE<; TTOU O£V OVOOTEAAoV101 01 
iOIE<; OTTO KAo!3ouAoVIKO O#U, oUlJmpIAolJ!3ovolJ£VWV TWV KOHlYOPIWV B, C KOI D. 

• 	 ME To!3oAw TWV PBP, I'] oTTolo IJ£IWV£I HI ouyytv£lo TOU OVTf!30KTI')PIOKOll TTOpayOV1O y'o 
TO OTOXO. 

H IJI'] OIOmpOTOTI']1O !30KH)piwv I'f I.H1XOVI01J0i OVTA!O<; £KPol'f<; IJTTOP Ei va TTPOKOAtOOUV 
!3oKTI']plaKI'f aVTioTOO'l r; va OUVT£AtOOUV OE aUTI'f. lOla/TEpa OE Gram-OpV'lTlKO !30KTI'fPI0 

To ol']lJ£ia OiaKoTTI'f<; MIC Ylo TI')V 0J.10#IKIAivI']JTO KAal3ouAaviKo o#u EivOI EK Eiva TI')<; EUPWTTOiKri<; 
ETTI TPOTTI'f<; YlO TOU<; AVTlIJIKP0I310KOll<; EAtyxou<; Eual081']oio<; (EUCAST) 

£io _________ 
Euai081']TO<; EvololJ EOO<; Av8EK TlKO<; 

--$'4 ----8-------+-->8)------

. 

a £11 a _______________L__________. 
01 OV0<pEPOIJEVE<; 1I1JE<; EivOI yla TI<; OUYKEVTPWO£I<; AIJO#IKIAivI']<;. ria TOU<; OKOTTOU<; TWV 

EMyxwv WOlo8f)oia<;, I] OUYK EVTPWOI') KAol3ouAavlKOu O#EO<; Opi"£TOI OTO 2 mgll 
2 01 OV0<pEPOIJEV£<; 1I1J£<; EivOI YIO TI<; OUYKEVTPWOEI<; O#OKIAivI']<;. 
3 01 TIIJE<; TWV O'lIJElwv OIOKOTTr;<; OTOV TTivOKO !300iGOVTOI OTO ol']IJ Eio OlaKoTTI'f<; TI']<; AIJTTlKIAivI']<;. 
4 To ol']IJEio OIOKOTTr;<; TI']<; OVTOXI'f<; R>8 mgl/ oloo<poAiG£I OTI oAo TO onOJ-lOVWf-lEVO Ol EAtXl'] J-lE 

ø'lXOVI0J.10U<; OVTOXr;<; ovmptpov1OI w<; OV8EK TfKO. 
01 TIJ-lE<; TWV of)J-lEiwv oloKonr;<; OlOV niVOKO 1300iGoV101 OTO orWEio OIOKonr;<; TI']<; 

o ETTfTToAOOJ-lo<; OVTiOTOOl']<; EVOEXOJ.1EVW<; nOIKiA EI ovoAoyo J-lE TI']V nEploXI'f KOI TOV XPOVO ylo 
£lTlA EYJ.1EVO £/01'] KOI '1 TOTTlKr; nAl')pO<PoP'101') 0XETlKO f-lE TI')V OVTioTOOl'] ElvOI E TII8UJ.1'1 Tr;, Kupiw<; 
KOTO T'1 8Epomio ool3apwv AO"JW#EWV. AVOAOYO J-lE TI<; OnOITr;OEI<;, 80 npEml va G'1TEi101 I') 
OUVOPOI.lw EIOIKOll OTOV ° TOTTfKO<; ETTfTToAooJ-lo<; oVTio1OOI')<; OIOKUI3 EUEI T'1 XP'101J-lOT'11O TOU 
nopoyov1O TOUAc'lXIOTOv OE OPIOJ-lEVOU<; Tunou<; AOIJ-lW# EWV 
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A£pol3lor Gram-opvOTiKoi bllKpoopyavrObJoi 
Capnocytophaga spp. 

Avm.po[3lol bJlKpoopyavlobloi 

A£po(3rol Gram-apvr bJIKPOOPYOVIO\.loi 

AEpoBlor Gram-apvr]1IKoi IJIKpoopyovrObJoi 
Acinetobacter sp. 

{lomoi \.lIKPOOPYOVIOlJoi 

10% 

66YEn-E.4250- J 3/4 

Enterococcus taeca/is 
Gardnerella vaginalis 
Staphylococcus aureus (£uaioSIlTOC; orr] IJ£SrKIAivf'])£ 
Apvf']TrKOi OTf']V nf']KTOOfJ OTO<PUAOKOKKOI (avS£KTlKOi Olf'] IJESIKIAlVfJ) 
Streptococcus agalactiae 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOI oMol j3-OIIJOAUTIKOi OTp£moKoKKol 
OIJooa Streptococcus viridans 

Eikenella corrodens 
Haemophilus influenzae

2 

Moraxella catarrhalis 
Pasteurella multocida 

Bacteroides tragilis 
Fusobacterium nucleatum 
Prevotella spp. 

llKOi 
Escherichia coli 
Klebsiella oxytoca 
Klebsiella pneumoniae 
Proteus mirabilis 

I Proteus vulgaris 

EVW 0 aVIO oi 

Citrobacter freundii 
Enterobacter sp. 

Legionella pneumophila 
Morganella morgan;i 
Providencia spp. 

Pseudomonas sp. 

Serratia sp 

Stenotrophomonas maltophilia 

Chlamydophila pneumoniae 
Chlamydophila psittaci 
Coxiella burnetti 
Mycoplasma pneumoniae 

$ ¢UOIK´ £VOIO\.lW'l anouoio EniKl'lloU lJ'lxavlOlJou OVlio1001lC; 
£'OAOI or OVS£KTlKoi 0111 IJ£SIKIAiVIl 01O<pUAoKoKKor Eival avS£KliKOi OTllv 
oIJoµIKrAivll/KAol3ouAavrKo oµu 

(24a) 

l
Streptococcus pneumoniae nou £ivOi OV8£KlIKO OTllv nEvlKIAivll O£v 80 nptnEI va 

OVTIIJE1Wni¶£lOl IJ£ aU10 10 OK£UOOIJO alJoµIKIAivllC;/KAo!3ouAovIKou oµtoe; ((3Mm: 

nopoypo<pOUC; 4.2 KOI 44). 
2 LH:M.XIlIJE IJEIWlJtV'l Euaro81loia txouv ova<pEp8Ei OE OPIOlJtvEe; xWpEe; llle; EE IJ£ 

II 
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66YEn·E.4250·13/4
(24u) 

5.2 <J)OPIJOKOOUVO IKt<.; IOIOHITE<'; 

H OIJO�II(IAiVI'] KOI TO KA0130UAOVIKO O�U tllOAUOVTOI nAr')pWe; O£ UQ01IKO QIOAUIJO IJ£ epUOIOAOVIKO 
pH. KOI TO 000 OUOT01IKO onoppoepwVTOI VPr')Vopo KOI KoM IJtow 11']e; obou Xopr')VI101le; ono TO 
0l01J0. H onoppoepllOIl Tile; OIJO�IKIAiVIle;/rou KA0130UAOVIKOU o�toe; I3£ATlO1OnOI£iTOI OTOV 
AOIJ130VOOI OH1V 0PXl') £VOe; V£UIJ01Oe;. Moo ono xopl')VI']OI'] ono TO O1O\JO, 11 OIJO�IKIAivll KOI TO 
KAOj3ouAoVIKO O�U £fvOI n£pinou 70% j3loQl08tOllJ0. To npoeplA nMOIJ01Oe; KOI 1WV buo 
OU0101IKWV £ivol TTOPOIJ010 KOI 0 xpovoe; EWe; TfllJtVIOTI1 ouvKtvTpwOIl oro nAOOIJO (T max ) O£ 
Ko8E mpiTTTWOIl £ivol mpinou lJio wpo. 

To onOTEAEo\J01O epOPIJOKOKIVI1T1Kr')e; lJioe; IJEAtTIle;, OTllvOTToio XOPIlVr')8IlKov QIOKio 
OI-lO�IKIAivl1e;/KAoj3ouAovIKOU o�toe; (500 mg/125 mg 1p£le; epopte; I'}IJEPlloiwe; O£ K01OOTOOIl 
VI'}OTEio<; O£ OlJob£e; UVIWV E8£AOV1WV TTOpOUOJ()�OVTOI TTOpOK01W. 

Mto£e; (± SO) TTOPO\JOPOI epOPIJOKOKIVI1TIKI')e; 

1/2 
XOPI1VI18r')00 (mg) Iml .h/ml 

(1cF:G
S
) 

____
l 1 5  1572
500 mgJ125 mg i 3.86
AMX - OIJO�IKIAiVI1, CA - KAo130UAOVIKO o�u 
• Mto'l TlIJI') (£upoe;) 

01 OUVK£VTpWOEIe; Tile; OIJO�IKIAiV'le; KOI TOU KAo130UAOVIKOU o�toe; orov opo, 01 oTToiEe; 
WITUVXOVOVTOI IJ£ OIJO�IKIAivIl/KAol3ouAovIKO O�U, EivOi TTOpOIJ01£e; \JE EK£ivEe; TTOU TTOPOVOVTOI 
ono ll1V OTTO TOU 0101J010e; XOPI')VIlOll lOobuvolJwV MOEWV OIJO�IKIAivlle; I') KA0130UAOVIKOU 
o�toe; IJEIJOVWlJtvo 

n£pinou 25% TOU OUVOAIKOU KAol3ouAoVIKOU o�toe; 010 TTMo\Jo KOI 18% Tile; OUVOAIKr')e; 
OI-lO�IKIAivl1e; oro nMoflo OUVbtETOI fl£ npwTtivEe;. 0 £lJepovr')e; 0VKOe; K01OVOflr')e; £ivol mpinou 
0,3-0,4 II kg Via TflV OIJO�IKIAiVI1 KOI mpinou 0,2 IIkg Via ro KA0130UAoviKO o�u. 

METa ono Evboq>Atl3lO xopl')Vl1011, TOOO 11 OflO�IKIAivl1 000 KOI TO KAol3ouAoVIKO O�U I3PtSllKOV 
OTI1 XOAl']boXO KUOTI1, OE VOOTPIKO 10TO, OTO btPflO, oro AiTTOe;, O£ flU"iKoue; 10TOUe;, O£ 
Op8pOOl£AIKO KOI mplTOVOfKO uVpo, 0111 XOAI') KOI Of: nuov. H OflO�IKIAiV'l b£v KOTOVtfloOi 
IKOvonoll1T1KO OTO EVKEq>oAOVWTloio UVpo. 

Ano I-lEAETEe; OE �WO b£v unopxouv £VO£i�EIe; Via OllflOVTlKr; K01OKPOTIlOI1 OTOUe; 1010Ue; UAIKOU 
nov npotpXETOI OTTO ro epOPflOKO Via onolobl')nOTE OVOlO1IKO. H OflO�IKIAiv'l, onwe; 01 
mpIOOOT£p£e; TT£VIKIAivEe;, flTTOP£i va OVIXV£U8Ei OTO IJI1TPIKO VOAO. L10 fl'lTPIKO VOAO I-lTTOPOUV 
wiOI'}e; va EVTomoTouv ixvl1 KAOl3ouAOVIKOU o�toc; (I3Atm TTOPOVPOepo 4.6) 

Tooo '1 OIJO�IKIAiV'l 000 KOI TOfl KAOl3ovAoVIKO o�u EXOUV OEi�EI va olon£pvouv TOV epPOVfl6 TOU 
nAoKouvTO (I3Atm nopovpoepo 4.6), 
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Ano{3oA!i 

N((PPIKIj ouoAmoupyio 

HTTOTIKrj ouoAmoupYlo 

OlJo�IKIAivIle;, (iT£ TOU KAo{3ouAovIKOU o�toe;. 

/1,/1,YEn· E.4250-13/4 
(240) 

H afJO�IKIAiV'l o TTo{3oMOat EV fJtPEI oTO oOpo we; OVEVEPYO mVIKIMoIKO 0�0 oE TTOoOT'l TEe; TTOU 
1000UVOfJOOV fJEXPI 1 0  twe; 25% HIe; OPxIKrie; MO'le; To KAo{3ouAoVIKO 0�0 fJ£ To!3oAiQE TOI 
EKTnafJtvo oTOV OV8PWTTO KOI oTTo!3aM£ TOI oTO oupo KOI TO KOTTPOVO we; OIO�£IOIO TOU 
aV8pOKO O£ o TTo!3oAMfJ£vO OtPIO. 

H KUPIO oMe; o TTo{3oAr'je; YIO TrjV OfJO�IKIAiV'l £ivOI fJtow TWV v£<ppwv, £vw ylO TO KAo!3ouAoVIKO 
oġu £ivol KOI fJ£ VE<ppIKOUe; KOI fJE 1J'l VE<ppIKOOe; fJ'lXOVloIJOUe;. 

H afJO�IKIAiV'l/KAo{3ouAoVIKO 0�0 EXEI fJEo'l IlfJIQwri oTTo!3oArie; KOla TTPOotYY10 'l fJiO wpo KOI 
fJtOll OAIKri Ka80pOll KOla TTpootYYIOll 25 I/h O£ UYlri aTOfJO. nEpiTTOU T060 EWe; 70% Tile; 
aIJO�IKIAIVIle; Kal mplTTOU TO 40 twe; 65% TOU KAo!3ouAoVIKOU o�toe; aTTo!3dAAE TOI avoAAoiw TO 
ora oOpo KOla TIe; TTPWW; 6 h IJno OTTO Til xoPriYIlOll fJEfJOVWfJtvwv OioKIWV OVOIJO TTpofoVTOe; 

250 mg/125 mg ri 500 mg/125 mg. .610<pOpEe; IJEAt TEe; txouv OIOTTIO TWoEI OTI 'l oTTo!3oAri oTO 
oupo EivOi 50-85% YIO TIlV OfJO�IKIAivIl KOI OTTO 27 -60% YIO TO KAo!3ouAoVIKO O�U fJtoo O£ 
OIOoTIlIJO 24 wpwv. LTIlV mpiTTTwo'l TOU KAo!3ouAoVIKOO o�toe;, Il IJ£yoAOT£Pll TTOoOU] TO TOU 
<paPfJaKOU aTTo!3oMoOI KOHl Tie; TTpWT£e; 2 WPE<;; fJ£Ta OTTO Hj xoPriY'loll· 

H TTopaMIlAIl XPrioll TTpo{3£v£Olo lle; K08UoT£P£I TIlv oTTo!3oAri OfJO�IKIAivIle;, oAM o£v 
Ka8uoTEpEi T'l VE<PPIKri oTTof3oAri KAo!3ouAoVIKOU o�toe; (!3Atm TTOpaypO<po 4.5). 

H 'lfJlQWri oTTo{3oArie; Tile; OfJo�IKIAivlle; £iVat TTOPOfJ010 oTO TTOiOla IlAIKiae; 3 fJIlvWV mpiTTou twe; 
2 nwv fJ£ TO fJ£YOAOT£pO TTOIClI(J KOI £VIlAiKoue;. LTO TToAu vwpa TTatOla (mpIAofJ{3ovofJtvwv 
TWV v£OytvvllTWV) KOla TIlV TTPWTrI E{300fJOoa Tile; Qwrie; TOUe;, TO OlaoTIlfJO xopriYr]Or]e; OEV 80 
TTptml va ump!3oiv£I TIe; OUO <popte; Tr]V IlfJtpo Myw T'le; OVWPlfJOTIl TOe; Tile; V£<pPIKrie; 0000 
ontKKplolle; E<pooov 01 'lAIKIWfJtVOI 008£v£le; EivOI TTl80VOT£PO va TTOPOUOlOQOUV fJ£IWfJtvll 
V(<PPIKri M:nouPyio, 80 TTptml va 008£1 TTpOoOXri oTllv mlAoYri Tile; Malle; Kat fJTTOPEi va Eivol 
XPriOlfJ'l 11 TTopoKOAou8r]Oll Tile; V£<ppIKrie; Amoupyfoe;. 

Moo OTTO xoPriYIlor] ana TO O TOfJO OfJO�IKIAivr]e;/KAo{3ouAovIKOO o�toe; O£ uYI£ie; dVOpEe; KOI 
yuvoiKEe;, TO <puAo OEV TTOpOUOIaQEI or]IJOV TIKri miopooll oTr] <pOPIJOKOKIVIlTIKri, £IT£ Tile; 

H oUVOAIKri Kd80po'l Tile; ofJo�IKIAIVIle;/ TOu KAo!3ouAoVIKOU o�toe; O TOV opo fJ£IWV£TOI KOT' 
ovoAoYlo f.J£ Til IJEIOUfJEVr] VE<PP1Kr'j Amoupyio H IJEiwo'l H]e; Ka80polle; TOU <pOpfJaKOU EivOi TTlO 
tKOIlA'l YIO Tllv OfJO�IKIAiv'l O£ oxtail fJ£ TO KAo{3ouAoVIKO o�u K08we; plow Tile; VE<ppIKrie; 0000 
onol3dMnol fJEyoAlmpo TTOOOOTO OfJO�IKIAivIle; Luvmwe;, anI VE<PPIKri ouoAmoupYlo, 01 
060£le; TTptml va TTpoAofJ{3dvouv TIlv aoKOTTIl ouaowpwor] OfJO�IKIAivr]e; Kat VO OIO TIlPOUV 
napaM'lAo mopKr'j mimoo KAo{3ouAoVIKOO o�toe; ({3Atm TTOpaypO<po 42) 

A08EV£fe; fJE IlTTOTIKr'j ouoAmoupyio 80 TTptml vo AOfJ!3avouv Moq fJE TTpOoOXri KOI 80 TTptml 
va TTOPOKOAou8EiTOI 11 flTTOlIKr'j Amoupyio ova TOK Ta OIOO TrifJOlO 
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<P0PlJoKoAoyioe; oo<poA£loe;. yovloIOTOÜIKaTllTOe; KOI TOÜIKaTJ')TOe; OTrIV ovonopoywylKr'j 

Til xopoyr'j. OVOOTpt4!T£ KOI noAI OVOKIVr'jOT£ KoM. 

.

[-- n

.

£Q'

.

£KTIK61r}!g -�.�. )' OYKo<;vEPQ(Jnou nptnr:1 lßf£AIKOl)6VKO�uaiOj.J£vQ.lI ] 
. HPOOT£8£i via HIV Aov[3ovoH£vOU 9no 91£b!£L 

6.6. YEn-E.42S0- J 3/4 

(240) 

5.3 np0K.hIVIKO i5d)0tJEVO Y'O Tr)V OOcpOJ..EIO 

Mil KA,V,KO O£OOl-ltvo o£v onoKOAuTITouv Konolov £lOIKO Kivouvo Y'O TOV ov8pwno I-l£ 130011 
I-l£Atw:; 
IKOVOHjTO. 

M£i.tT£e; TOÜIKOTrlTOe; movoAIlTITIKWV ooo£wv nou npoYI-l0TOnolr'j81lKoV O£ oKuAoue; I-l£ 
OI-lOÜIKIAivIl/KAol3ouAoVIKO oÜu. KOTOO£IKVUOUV YOOTPIKO £p£810I-lo KOI tlJoo KOI 
onoXPwl-l0Tl0l-ltvIl yAwooo. 

l1£v txouv ol£ÜoX8£i I-l£AtT£e; KOpKlvoytvwIle; I-l£ TO OVOIJO npoIOVTOe; r'j TO OUOTOTIKO TOU. 

6. <l>APMAKEYTIKEl: nJ\HPO<l>OPIEl: 

6.1 KOTOJ..OYOC;; EKi50Xwv 

6.2 AoutJfloTOT'lTEC;; 

6.3 filOPKEIO Twr')C;; 

6.4 1i510iTEPEC;; npocpuJ..OUEIC;; KaYO T'lV cpuJ..OU'l TOU npOIOVTOC;; 

6.5 <l>uo'l KOI OUOTOTIKO TOU nEpIEKT'l 

6.6 1i510iTEPEC;; npocpuMUEIC;; onoppIIP'lC;; KOI oMoC;; XElPIOtJOC;; 

125 mg/31.25 mg/5 ml KOVIe; Y'o nOOll-lo £vOIWPllIJO 

EAtYX£T£ on TO o<ppoY'0I-l0 £ivol 081KTO nplv ono Til XPr'j0ll. AVOKlv£iT£ Til <ploAIl Y'O va 
Ü(KoMr'jo£1 11 KOVIe;. np008EOT£ v£po (onwe; £VO£iKVUTOI nopoKoTW). OVOOTpt4!T£ Kat 
OVOKIVr'jOT£ KoM. EvoAAOKTIKO V£lJiOT£ Til <ploAIl fJ£ v£po fJEXpt Aiyo nopoKoTW ono Til XOPOVÝ 
OTIlV tTlKETO Tile; <ploAIle;. OVOOTPE4!T£ Kat OVOKIVr'jOT£ KoM. rTIl OUVEX£IO Y£l-liOT£ IJE v£po 
OKpl[3we; fJ£XPI Til XOPOVr'j. OVOOTP£4!T£ KOI noAI OVOKIVr'jOT£ KoM 

AVOKIVÝOT£ KoM Til <ploAIl nplv ono Ko8£ MOil· 

250 mg/62.5 mg/5 ml KOVIe; Y'O noollJo £vOIWPIlIJO 

EAtYX£T£ OTI TO o<PPOVIOfJO £ivol 081KTO np'v ono Til XPr'jOll· AVOKlv£iT£ Til <ploAIl VIa va 
Ü£KoMÝo£1 11 Kavle; npoo8toT£ v£po (onwe; £vo£iKvuTol nopoKcnw). ovoOTpt4!T£ KOI 
OVOKIVr'jOT£ KoM. EvoMoKTlKO Y£l-liOT£ Til <ploAIl I-l£ v£po IJEXPI Aivo nopoKoTW ono Til xopoyr'j 
OTIlV £TIK£TO Tile; <ploAIle;. OVOOTpt4!T£ KOI OVOKIVr'jOT£ KoM. rTIl OUV£X£IO Y£l-liOT£ IJ£ v£pa 
OKplÞWe; I-ltXP' 

. � va 
� __ ß _____ '._.__ ______ L TO 
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OVOOUOTOon (ml) EVOIWpr'lIJOTO( (ml) 
mg/62.5 mg/5 LugmAdpweo twf arwoci 

66 YEn-E.42S0- I 3/4 

(24a) 

250 ml TO 

72 

60 

80 

AvaKlvhaTE KoM Hl <ploAIl TTplV OTTO Ko8E 130011 

7. KATOXOI: THI: AhEIAI: KYKAO<l>OPIAI: 

8. API0MOI:(OI) AhEIAI: KYKAO<l>OPIAI: 

9. HMEPOMHNIA npOTHI: ErKPII:HI: I ANANEOI:HI: THI: AhEIAI: 

10. HMEPOMHNIA ANA0EOPHI:HI: TOY KEIMENOY 

15 



tltlYEn-E.4250· J 3/4 
(24a) 

B.1. 	H n[piAIlIVIl XOPOKIIlPIOTlKWV TOU npoIOVlO<; q>0PIJOKEUIIKWV npo'iovTWV nou n[pl£xbuv 
OPOOTIKO OUOIOlIKO AMOXYCILLIN + CLAVULANIC ACID, ETTlKoAu,,ivo ,E AETno 
u,ivlo 610'Kio 875mg/125mg/tab & Kovle; YIO noO'l,o EVOIWPIWO 400mg/57mg/5ml 
opiå[lOl w<; [æç<;: 

1. ONOMAIIA TOY Cl>APMAKEYTlKOY flPO'iONTOI 

OVOIJO npoIovlO<; 875 mg/125 mg [llIKoAuIJIJEVO IJ[ Amlo UIJEVIO cHoKio 

OVOIJO npoIovlO<; 400 mg/57 mg/5 ml KOVIe; Via noollJo [VOIWPIlIJO (V[UOIl q>poouAo) 


2. nOIOTIKH KAI nOIOTIKH IYN0EIH 

Ko8E [llIKoAuIJIJEVO IJE A[nlO UIJ£VIO oloKio n[pltX[1 Amoxycillin trihydrate + Clavulanate 
potassium nou OVlIOlOIX[i OE Amoxicillin 875 mg KOI Clavulanic acid 125 mg 

To 5 ml KOV[W<; Via nOOllJo [VOIWPIlIJO mplExouvAmoxicillin Irihydrale + Clavulanate potassium 
nou OVTlOlOIXEi O[ Amoxicillin 400 mg KOI Clavulanic acid 57 mg 

rio TOV nAr'}PIl KOlOAovo lWV EK06xwv, f3A nopovpoq>o 61. 

3. 	 Cl>APMAKEYTlKH MOPCl>H 

875 mg/125 mg mlKOAulJlJEVO IJE AEmo UlJtVIO oloKio 
ElliKOAulJlJ£vO IJE AEmo UIJEVIO oloKio. 

400 mg/57 mg/5 ml KOVIe; Via noollJo £VOIWPIlIJO (VOJOIl q>poouAo) 
K6vle; Via nOOllJo [VOIWPIlIJO. 

4. 	 KI\INIKEI nI\HPOCl>OPIEI 

To OvolJO npoI6vTOe; [VO[iKVUTOI Via Til 8£pon[io TWV nopoKoTW AOllJwæ[WV O[ EVIlAiKOU<; KGI 
nOlolCj (f3Atm nopovpoq>oue; 4.2,4.4 KOI 5.1): 

• Os[io èOKIIlPIOKr'} nopopplvOKOAniTioo (mopKw<; oloVVWO\JEVIl) 
• Oæ£io IJEOIl wliliOO 
• 	 Oæ£iE<; £1lI0£IVWOEIe; XpOVIOe; f3povxiTloo<; (mopKw<; oIOVVWOIJEV£<;) 
• 	 EæWVOOOKOIJ[IOKr'} nv£ulJovio 
• 	 KUOTiTIOO 
• 	 nu£Aov£q>piTioo 
• 	 il[p\JOlIKte; AOIIJWé£I<; KOI AOIIJWs[le; IJOAOKWV 1J0piwv, OUVK£KP1IJtvO KUTTOpiTloo, 

Or'}VIJOlO ono åwo, oof3opo OOOVlIKO OnOOTrllJOlO IJE EnEKT£lvO\J£V'l KUTTOpiTioo. 
• 	 OOTIKte; KOI Op8PIKt<; AOIIJWéEle;, IOIOiT£PO OOTEOIJUEAiTIOO 

00 np£ll£l va AOIJf30VOVTOI unolVfl 01 mior1lJ[<; oOrlYIE<; OVOq>OPIKO IJE IflV KOlOAA'lAfl XPr'}Ofl 
OVTlf30KTflPIOKWV nopovovTWV. 

4.2 1100'oAoyio KOI TponOe; XOprlV'lO''lS 

01 OOOEl<; EK<PpOåOVTOI O£ oAo 10 K£i\J£vO we; npo<; TO nEpl£xo\J£Vo O£ OIJOæIKIAiv'lJKAof3ouAoVIKO 
oæu IJ[ £æoip£01l OTOV 01 OOOEI<; OflAwvOVTOI we; npo<; tva IJE\JOVWlJtvo OUOIOlIKO. 

H OOOfl 'OvOIlO npoIovTOC; nou £llIMVUOl Via Ifl 8Epon£io IJIOC; JJEIJOVW\JEV'l<; AOilJws'l<; 80 
npEll£1 va AOIJf30VEI unolVfl 
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EvnAIKOI kg 

kg 

HAIKIWlJtVOI 

• 

66YEn-E.42S0-13/4 

(240) 

To OVOIJEVOIJEVO n080yovo KOI Tr)V m80vr'j TOU<; EUOI08110io OE oVTI130KT'lPIOKOU<; 

nopoyovT£<; (I3Mm nopoypocpo 4.4) 
• 	 T'l 130pUT'lTO KOI TO or)lJ£io Tr)<; AoilJw�r)<; 
• 	 T'lv 'lAIKia, TO l3opo<; Kat HI VECPPIKr'j Amoupyio TOU 008£vou<;, onw<; CPOiV£TOI nopOKOTW 

H XP!,]O'l EVOAllOKTlKWV IJOPCPWV OVOIJO npOIOVlO<; (n·x. £KEivE<; nou noptxouv UljJ'lMTEP£<; 
MOE1<; OIJO�IKIAiV'le; r')/KOI OIOCPOpETIKte; ovoAoyi£<; OIJO�IKIAivr)e; npo<; KAol3ouAovlKo o�u) 80 
nptml va 8EWPEITOI onopoiTr)Tr) (l3Atm nopoypocpou<; 4.4 KOI 5.1). 

LE £V!']AIKEe; KOI nOiOlo ;:: 40 kg, aUTO TO OK£UOOIJO OVOIJO npolovTOS noptXEI OUVOAIKr') 
r)1J£Pr)0I0 0601) 1750 mg OIJO�IKIAivl)e;/250 mg KAol3ouAoVIKOU o�toe;, 6lOV xopl)YEilOl ouo 
cpopt<; TI)V 'llJtpo KOI 2625 mg OIJO�IKIAivl)e;/375 mg KAol3ouAoVIKOU o�to<; OTOV XOP'ly£iTOI TpEle; 
cpopt<; TI)V I)IJtpo oupcpwvo IJE TIe; nopOKOTW OUOTOOEI<; LE nOiOIO < 40 kg, aU10lO OKEUOOIJO 
OvolJo npo'16VTOe; noptXEI IJtYIOH) I)IJEpr)OIO 0601) 1000-2800 mg OJjO�IKIAiVI)e;/143-400 mg 
KAol3ouAoVIKOU o�to<;. OTOV XOPllYEiTOI oUlJcpwvo IJE TIe; nopOKOTW OUOTOOEIe;. Eov 8£wpI)8£i 
OTI onomilOl UljJI)MT£PIl I)Jj£Pr'jOiO 0601) OIJO�IKIAivl)e;, OUVIOTOTOI va £mAEx8£i oAllo OK£UOOIJO 
OVOIJO npoIOVTOe;, npOK£IJjtvou va onocp£ux8£i I) Xopr')yr)OI) n£plTTwv UljJl)Awv I)IJ£Pr')OIWV 
06o£wv KAol3ouAoVIKOU o�toe; (I3Mm nopoypocpoue; 44 KOI 5.1). 

H OIOPK£IO TI)e; 8£pon£io<; 80 nptml va Ko80pi(ETOI ono TI)V oVlOnoKplOI) lOU o08£voue;. 
0PIO!JtvEe; AOllJw�£'e; (nx OOTEOJjU£AiTIOO) onolTouv Jj£yoAUn:pEe; mpl60ou<; 8Epomioe;. H 
8£pomio o£v 80 nptml va £mKlO8Ei ntpov TWV 14 r)1J£pwv xwpie; mov£�tTOOI) (I3Mm 
nopoypocpo 44. 0X£TIKO IJ£ TIlv nOpOT£TOlJtVr) 8Epomio) 

KOI nOlolo > 40 

LUVIOTWIJ£V£<; 000£1e;: 

• 	 KOVOVIKr'j Mall (Ylo oA£<; TI<; £VO£i�EI<;) 875 mg/125 mg ouo cpopt<; Tr)V I)IJEPO; 

• UljJI)MT£pl) 0601) (IOloiTEpo Ylo AOIIJW�£I<; onw<; !Jtoll wTiTIOO, nopopplvoKoAniTIOo, 
AOllJw�£I<; TOU KOTWTEPOU ovonvEuoTIKOU KOI oUPOAOYIKt<; AOI!JW�£I<;): 875 mg/125 mg 
TpEI<; cpopt<; TI)V I)lJtpo; 

nOiOIO < 40 

To nOiolo Jjnopouv va Ml30uv 8£ponEio IJ£ oloKio £VOIWP!']JjOTO r') nOlolOTplKOUS cpoK£AioKOU<; 
OVOlJo npoI6vlO<;. 

• 	 25 mg/3.6 mg/kg/l)lJ£PllOiw<; twe; 45 mg/6.4 mg/kg/l)lJEpl)oiwe; XOPl)youlJ£vo o£ ouo 

100IJ£pWe; KOTOV£lJl)lJtv£e; 060£1e;, 

• 	 EWe; 70 mg/10mg/kg/llJj£PIlOiwe; O£ 000 100Jj£pWe; KOTOV£lJl)lJtv£s 060£1(;; Jjnop£i va 

XOPllYll80uv O£ OPIOJjtv£<; AOIIJW�£Ie; (onw<; IJtol) WTiTlOo, nopPoplvOKOAniTlOo, KOI 

AOIIJW�EIe; TOU KOTWTEPOU ovonvwoTIKOU) 

D.£v 0lOTi8EVTOI KA,V,KO O£OOlJtvo Ylo 000£1<; OK£UOOIJOTWV OVOIJO npoIovlOC; 7: 1 UljJl)A6TEPES 
ana 45 mg/64 mg ova kg TI)V qlJEPO OE nOiolo KOTW TWV 2 nwv 

D.£v 0IOTi8£VTOI KAIVIKO O£oolJtvo Ylo OKEUOOIJOTO OVOIJO npolOVlOe; 7: 1 Ylo a08£v£i<; 'lAIKioe; 
IJIKpOTEp'le; TWV 2 W1VWV D.£v IJnopouv £nolJtvw<; va yivouv oOOOAOYIKt<; OUOTaOEI<; yl aUTO 
TOV nAr)8uoJjO 

D.EV 8EWPEiTOI onopaiTr)T'l 11 ovonpoooP!Joyr) TIl<; 0601)<; 
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N£CPPIKri ouoAmoupyio 

HnOTIKrj ouoAmoupyio 

t.t.YEn-EA2S0- J 3/4 
(240) 

l:!.EV onomiTOI ovonpOOoPIJOY3 HIS MOilS O£ 008EV£iS IJE Ko8opoll KPWlIVivrJC; (erel) 
lJEyoAlmprJ ono 30 mllmin. 

I£ 008EV£iS IJ£ Ko80POll KP£OlIVlvIlS IJIKPOT£Pfl ono 30 ml/min, 11 XP3OIl 1J0p<pwv TOU OVOIJO 
npoTovTOS IJ£ ovoAoyio OIJO�lKIAivrJS npos KAo~ouAoVIKO o�u 7: 1 OEV OUVIOTOTOI, K08wS o£v 
£ivOi OUVOT3 11 ovonpoooPlJoy3 TrJS OOOIlS· 

XOPrlYrJ0fl IJ£ npoooxri KOI tA£yxoS TIlS I')nOlIK3S AmoupyIoS O£ TOKTO XPOVIKO OIOOTrilJOTO 
(~Atm nopoypa<pous 4.3 K0I4.4). 

To OVOIJO npo"OVTOe; npoopiSETOI Ylo XP3Of) ana TO OTOIJO. 

XOP3YrJOfj KOTO TflV tvop�f) EVOS YEUIJOTOS, WOIE va £AOXIOTOnOIf)8£i f) EVOEXOIJEVfj 
YOOTPEVT£PIKrl oUOOVE�io KOI va I3EATIOlonoI1l8£i f) onoppo<pf)Of) Tf)e; OIJO�IKIAivf)e;/TOU 
KAol3ouAoVIKOU o�toS. 

H 8£pomio IJnopEi va opXiSE1 nopEVT£pIKO OUIJ<pWVO IJ£ TrIV nxn Tf)C; EVOO<pAtI31os IJOP<Prle; KOI 
va oUVEXiSETOI IJ£ OKEUOOIJO XOPI')YOUIJ£VO ono TO OlOIJO. 

400 mg/57 mg/5 ml KOVIe; YIO nOOlIJO £VOIWPI')IJO 
AVOKIVrlOl£ YIO va �£KIAM10EI f) KOVIe;. npo08toT£ VEPO oUIJ<pwvo IJE Tie; OOf)Yi£e;, OVOOTpt<p£T£ 
KOI OVOKIVEiTL 
AVOKIVEiTE KoM Tf) <ploAI') nplv ono Ko8E Mol') (I3Atm nopoypo<po 6.6.) 

4.3 AVTEvi5Ei?w;; 

YmpwOI081')0io OTle; OpOOTIKtS ouoi£e; OE OnOIOOrlnOTE ono TIe; n£VIKIAivEe; r) OE KonOIO ono TO 
tKOOXO 

IOTOPIKO ool3opr)S aIJEOI')e; oVTiOpOOI')e; ump£uOI08f)oioe; (nx ovo<puAo�io) OE oMov 13-
AOKTOIJIKO nopayovTO (nx KE<poAoonopivrJ, Kopl3onEvtlJf) r) lJovoI30KTOIJf)· 

1000PIKO iKI£pou/'lnOTlK3e; ouoAEIToupyioS Myw OIJO�IKIAiVI')S/KAol3ouAoVIKOU o�toe; (I3Atm 
nopoypo<po 4.8). 

4.4 EIi5IKt@ rrpoui5olToII'lom; KOIlTpO<puAOA[I@ KOHl Tf) xPriO'l 

nplV ono TI')V tvop�1') 8£pomioe; IJE OIJO�IKIAivfj/KAol3ouAoVIKO o�u, 80 nptml va yiVEI 
npooEKTIK3 oIEPEUV'lOIl OVO<pOPIKO IJE npollyoUIJEV£S oVTlOpaOEIe; un£pwOl08flOioe; OTle; 
nEVIKIAivEe;, TIe; KE<poAoonopivEe; rl aMoue; nopayoVTEe; IJE I3-AOKTOlJfj (I3Atm nopoypo<pOUC; 4.3 
KOI 4.8). 

Lol3opte; KOI mpioTOOIoKO 8ovOTIl<P0pEe; ovnopaoEle; umpwOIo8fjoioe; (ovo<puAo�io) txouv 
ovo<pEp8Ei O£ oo8£v£ie; uno 8£ponEio IJ£ n£vIKIAivll· AUTte; 01 oVTlOpaO£Ie; EivOl m8ovoTEpO va 
EKO'lAw80uv OE OTOIJO nou txouv IOTOPIKO un£pEuOl08I')oioe; OTf)V nEvlKIAivf) KOI OE OlOTTlKO 
OTOIJO Eov nopouolOOTEi IJIO oM£pYIKr) oVTfopOOIl, 11 8Epomio IJE OlJo�IKIAivll/KAol3ouAovlKo 
o�u nptnEI va oloKonEi KOI va �EKIVrlOEI KOlaAAI')AI') EvoMoKTlKr) 8EponEio 

LTIlV mpimwof) nou lJio AoilJw�1l £ivOi onooEo£IYlJtvo Myw IJIKPOOPYOVIOIJOu(wv) 
EUOi08IlTOU(wv) OTllv OIJO�IKIAiVIl, TOTE nptnEI va E�£TOS£TOI TO EVOEXOIJEVO IJETO<pOpOe; ono 
OIJOćIKIAiVf)/KAol3ouAoVIKO O�(} OE OIJO�IKIAivf) OUIJ<pWVO IJE TIS miO'lIJEe; OO'lyiEe;. 

AUTO TO OKEUOOIJO OVOIJO npOTOVTOe; o£V EivOi KOToAAIlAo npoe; XPr)01l OTOV unoPXEI U4JIlMe; 
KivouvoC; TO unOTI8tIJEVO n080yovo va txouv IJEIWIJ£V'l £u0Io8'loio Ii oVTioTOOIl OE nopoyOVTEe; 
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va £ivol oUjJTITwjJo YEVIKWjJ£VOU Kf]AIOOPAOliowooue; 
H oVTiopoof] OUT0 oTTon£i Tf]V OIOKOTT# TOU 

66YEfJ-E.42S0-13/4 

(24a) 

I-l£ I)-AoKT01-l1l nou O£v OIOI-lEOoAOP£iTOI ana P-AOKTOI-lOO((� woioSrp£e; O£ oVOOTOA# ana TO 
KAopouAoVIKO o+U. AUTO TO OK£UOOjJO OEV 80 nptn£1 va XPIlOiI-lOnOIEiTOI Y'O Tllv OVTII-lEHiJmof] 
OV8EKTIK00 OTf]V n£vlKIAlvll S pneumoniae. 

LnaOlJoi IJnopEi vo qJ<pOVIOTOUV OE 008EV£ie; jJ£ OIOTOpOX# Tf]e; V£<ppIK0e; Amoupyioe; # O£ 
OUTOUe; nou AOjJpovouv U4Jf]Ate; MO£Ie; (pAtm nopoypo<po 4.8). 

H OjJO+IKIAivf]/KAopouAoVIKO o+0 So nptn£1 vo ono<p£Uy£TOI £ov unoPXEI unovolo AOllJwooUe; 
jJovonup0VWof]e;, K08we; 11 £Ko#AwOIl £voe; IAopO£IOOUe; £+OV80IJOTOe; tX£I OX£TIOT£i jJ£ OUT#V 
Tf]V no8f]0f] IJ(T() ana Xp#of] OIJO+IKIAivf]e;. 

H TOUTOXPOVIl XP0oll oAAonouplvoAIle; KOTO Tf] OI<JpK£IO Tf]e; 8Epomioe; jJ£ O IJO+IKIAivll lJnop£i 
va OU+#O(l Tf]V m80vOTf]TO £1J<PClVIolle; oAAcpYIKWV O£PIJOlIKWV OVTlOpoo£wv. 

H nopOl£TojJEVIl xp#oll jJ nop£j EvioT£ vo OOf]y0o£1 O£ umpovOTITU+ll jJll wOio81lTWV 
jJIKpOOPyOV10IJWV. 

H EIJ<pOVIOf] KOTO Tllv Evopl:,f] Tf]e; 8£pomioe; £voe; nup£TWOOUe; Y£VIK£UjJEVOU £PU8#IJOTOe; 

OX(TICOjJ£VO IJ£ <pMKT01VO l.mopEi 

£+OV8#IJOTOe; (AGEP) (pAtm nopoypo<po 4.8). 

OvojJo TTpoioVTOe; KOI oVT£vo£iKVUTOI onoloo0noTE £noKoAou8f] XOP#yf]Of] OjJO+IKIAivf]e;. 


H OIJO+IKIAlvIl/KAopouAovIKo 0+0 So nptml vo XPlloljJonol£iTOI IJE npooox0 O£ 008EV£ie; IJ£ 

tVO£I+f] f]nOTIKIie; ouoAwoupyioe; (!3Atm nopoypa<poue; 4.2, 4.3 KOI 4.8). 


HnOlIKO n£PIOTOTlKa EXOUV ovo<p£p8£i Kupiwe; 01: app£v£e; KOI f]AIKIWlJtvoue; 008EV£ie; KOI 

jJnop£i vo oX£TiCoVTOI jJ£ nopOlETolJEVIl 8£pomio 
 TtTOIO n£ploTOTIKci noA0 oncivlo txouv 
ovo<pEp8£i OE TTOIOIO. LE oAoue; TOUe; TTAIlSUOlJo0e;, TO Olll-lEio KOI oUjJTITWIJOTO ouv#8we; 
EIJ<poviCoVTOI KOHl Tf] olcipKEIO # Aiyo IJETa Tllv 8£pomio, oAM OE 0PIOIJEV£e; mpITITWOEIe; 
jJnopEi vo IJIlV yivouv OVTlArlTITci I-lEXPI OpK£Tte; £POOjJOo£e; jJ(T(l Tf] OIOKon# Tile; 8£pomioe;. 
Luvli8we; £ivOi OVOOTPE4JII-lO To IlnOT1KO TT£PIOTOTIKci IJTTOPEi vo £ivOI oo!3opo KOI OE £+OIPETIKO 
oncivl£e; m:pITITWO£le;, txouv OVO<pEpSEi 8aVOlOI. AUTOi OX£oov naVTO ouvtpf]OOV O£ ooS£vEie; 
I-lE ooPop0 unoKEil-lEVIl TTa8f]OIl 0 IJ£ TTOpoArlAf] A#4J1l <pOPl-lciKWV YVWOTWV y'o Tf]V OUVf]TlKO 
f]nOlIK# TOUe; OpaOf] (pAtm nopaypo<po 4.8). 

LUOX£TICOI-lEVIl I-l£ OVTI!3IOlIKa KoAiTIOO EX£I ovo<p£pS£i 0X£oov I-l£ oAoue; TOUe; oVTI!3oKTIlPIOKOue; 
nOpaYOVT£e; KOI I-lnop£i f] !30PUTf]Ta Tile; vo KUl-loivETOI one 0mo twe; onEIAf]TIK0 y'o Tf] Cwli 
(!3Atm nopoypo<po 4.8). Enol-ltvwe;, £iVOI Of]IJOVTlKO VO £+£TaC£TOI TO £VO£X0I-l£VO OUT#e; Tf]e; 
OIOYVWOIle; O£ ooSEv£ie; TTOU nopouolOCOUV orapPolo KOTO Til OlapK£IO Tile; Xop#yf]Of]e; 
onolwvo#noT£ OVTIPIOTlKWV 0 IJOa OTTO OUT# LTf]V TT£piTITWOIl nou £1-l<poVlo8£i KoAiTiOO 
OX£TICOIJ£Vf] IJE TO OVTI!310TlKO , f] XOP0yf]OIl OIJO+IKIAlVf]e;/KAoPouAoVIKOU o+toe; TTptml vo 
OIOKOTTE! al-l£OO , vo CIlTr18Ei f] oUIJ!3ouA# YIOlpo0 KOI va oPXio£1 11 KOlOAAf]AIl 8£pomio. LE aUT0 
H1V TTEpinTwoll OVTEVO£IKVUTOI 11 XP0Of] OVTI TTEPIOTOArIKWV <poplJaKWV. 

KOTO Til O!apK£IO nOpOlETOlJtVf]e; 8£pomioe; £vQEiKVUTOI mpIOQIK# ol:,loMYIlOf] TWV AwoupYlwv 
TWV 0PYOV1KWV OUOTIWOTWV, oUlJm:pIAOIJ�OVOl-ltvwv Tf]e; V£<ppIK0e;, IlTTOlIK#e; KOI ollJonoIIlT lK�e; 
Awoupyioe;. 

Lnoviwe; tXE! ova<p£p8£i £mlJ#KUVOIl TOU xpovou npoSpolJ!3ivf]e; O£ oo8£v£ie; TTOU A0I-l!3avouv 
OIJO+IKIAivIl/KAopouAoVIKO o+0. Go nptn£l va £<paPIJOCETOI KOlOAAIlAf] TTOPOKOA008f]of] OTOV 
XOPf]YOUVTOI TOUTOXPOVO OVTITIf]KTlKO. EVOtXETOI VO XP£IOOTOUV ovonpoooPl-loyte; Tf]e; OOOf]e; 
TWV A0I-lPovolJ£VWV ana TO OTOI-lO OVTITIf]KTlKWV, WaH: VO OIOlf]PEiTOI TO £TIl8UIJf]TO £TTinEoo 
OVTITIIlKTIKOTIlTOe; (!3Atm nopoypci<poue; 45 KOI 48). 

L£ 008EV£ie; IJE V£<PPIK0 ouoAmoupyio, 11 Mar] So npEml vo OVOTTpOOOPIJOC£TOI avoAoyo 1.1£ TO 
!3081Jo Tile; QuoAmoupyim; (!3Atm nopaypo<po 4.2). 

LE OOSEVEie; IJE I-lEIWI-lEVf] nopoywyf] oupwv, noM onaVIO tX(I nopOlflPll8£i KpuomAAoupio 
Kupiwe; I-lE nopEvT£pIK� SEpamia. KOla Tr] XOP�YflOfl U4JflAwv MOEWV OIJO+IKIAivfle;, 
(VO£iKVUTOI fl OIOl�PflOfl £nopt<oue; npooAflljJfle; uypwv KOt nopoywyŔe; oupwv Ylo va 1·J£lw8Ei r] 
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/\OblI30VOWEVO OTOWO OVTlTTnKTIKO 

po[3Evwian 11 

6.6.YED-E.4250-13/4 
(240) 

TTlSOVOTrlTO OX'lIJOTIOIJOU KpUOTaAAwv OIJO�IKIAiv'lC; OTO OUpo. LE OOSEVEiC; IJE OUPOKOSETllPEČ, . 
So TTptTTEI VO T'lP(iTOI TOKTlKOe; £AEYXoe; !30l0T'lTOe; (l3Mm nopaypmpo 4.9). 

KOla T'l SEponEio IJE OIJO�IKIAjV'l, So nptnEI vo XP'l0llJonolouvTOI EV_UIJOlIKte; IJtSOOOI IJE 
O�EIMoll Tile; YAUKO<Ile; KOla TOV tAEYXO YIO nopouoio YAUKO_Ile; OTO Oupo ETTEIOr; 4JEUOWe; 
8Ema OnOTEMolJOTO IJnopEi vo nopouOIOOTOUV IJE IJIl EV_UIJOlIKte; IJE80aoue;. 

H nopouoio KA0!30UAOVIKOU o�toe; OTO OVO\-lO np0"iOVToe; IJnopEi vo npoKoAtOEl IJIl ElalKr; 
OUVOW'l IgG KOI AEUKWIJOliv'le; IJE Epu8pOKUTTOpIKte; \-IEIJ!3pavEe; KOI vo Oa'lyr'jOEI OE lJ.IEUar; 
8ETlKO tAEYXO Coombs. 

Ynapxouv ovmpopte; 8ETIKWV OnOTEAWIJOTWV IJE TO TtOT Bio-Rad Laboratories Platelia 

Aspergillus EIA OE 008EVEie; nou AOIJ!3ovouv 01J0�IKIAivIl/KA0!30UAOVIKO o�u. 01 onoiol OT'l 

ouvtXElO !3pta'lKE OTI aEV EiXOv AoilJw�Il ana Aspergillus. tllooTOUPOUIJEVEe; OVTlapOOEIe; \-IE 

nOAUOOKXOpialO KOI nOAU<poupOVO<Ee; nou aEV nou aEV mpltxouv Aspergillus IJE TO TtOT Blo­

Rad Laboratories Platelia Aspergillus EIA txouv OVO<pEpSEi. EnolJtvwe;, 8ETIKO onOTEMolJOlO 

aOKllJOOIWV OE OOSEVEie; nou AOIJ!3ovouv 0IJO�IKIAiV'l/KA0I30UAOVIKO o�u 80 nptnEI vo 
EPIJIlVEUOVTOI IJE TTPOOOXr'j KOI VO ETTI!3E!30IovOVTOI IJE OAAEe; aIOYVWOlIKte; \-IE80aOUe;. 

400 mg/57 mg/5 ml KOVIe; YIO nOOlIJo EVOIWP'lIJO (YEuoll <ppoouAo) 
To OVOIJO npo"iOVTOe; 400 mg/57 mg/5 mg KOVIe; YIO nOOllJo EVOIWP'l\-lO mpltXEI 3.32 mg 
OOTTOpTO\-lf)e; (E951) ovo ml, \-lio n'lYr'j <pOIVUAOAOvivIle;. AUTO TO <pOPIJOKO 80 nptml vo 
XP'lOIIJOnOIEiTOI I-lE npoooxr; OE 008EVEie; \-IE <pOIVUAOKETOVoupio. 

4.5 AMI1AflTlOpOOW; tJf oMo CPOPtJ0KWTIKO np0'iovTo KOI OMfC, 1J0pcptc, 
oMI1AfTTiopool1c, 

ono TO 

/\01-lj30VOIJEVO OTTO TO OTOIJO OVTITTf)KTIKO KOI nEVIKIAIVOUXO OVTI!310TlKO tXOUV XPf)0I\-lOnOIf)8Ei 
EUptwe; OTf)V TTPO�'l xwpie; OVo<popte; OAA'lAETTiOpOO'le;. OOTOOO, OH1 !31!3AIOypo<pio unopxouv 
mpITTTWOEIe; OU�f)lJtvou alE8voue; KovovlKOnOlll\-lEVOU Myou OE 008EVEie; nou OUVH1POUVTOI IJE 
Ar;411l OKEVOKOUI-JOpOA'le; r; !3op<poplv'le; KOI OTOUe; onoioue; XOprlYEiTOI tva OXr;IJO O\-lO�IKIAjvIle; 
LE nEpinTWOf) nou EivOI onopoiTIlTf) f) ouYXopr;Y'lOf), So nptnEl vo nopOKOAOUSEiTOI 
npOOEKTIKO 0 xPOVoe; npo8po\-ll3iv'le; r; 0 aIE8vr;e; KOVOVIKOnOIf)\-Itvoe; Myoe; \-IE TIlV npooSr'jKf) r; 
Tf)V onooupoll Tile; O\-lO�IKIAiVf)e;. EmnMov, (VOtXETOI vo EivOi onopOiT'lTEe; ovonpooop\-loyte; 
T'le; aOOf)e; AO\-l!3oVO\-lEVWV ono TO OTOIJO OVTITTIlKTIKWV (I3Mm nopoypa<poue; 4.4 KOI 4.8) 

01 nEviKIAivEe; EvOtXETol vo IJEIWOOUV Tf)V tKKPIOf) \-IE8oTpE�OTf)e;, YEyovoe; nou npoKoMi 
EVOEXOIJEV'l OU�'lO'l TO�IKOT'lTOe;. 

H ouYXopr;YIl0f) \-IE npo!3Evwia'l aEV OUVIOTOTOL H npo!3Evwia'l IJEIWVEI Tf) VE<ppIKr; 
OWA'lVOPIOKr'j ontKKplO'l T'le; O\-lO�IKIAiv'le;. H ouyxopr;Yf)O'l \-IE npo!3Evwia'l \-InopEi vo OU�r;Of:: 1 
KOI VO ETTlIJ'lKUVEI TO EninEaO O\-lO�IKIAiv'le; 010 oi\-lO oAAo 0XI TOU KAo!30UAOVIKOU o�toe;. 

4.6 K(H)OIl KOI voAouXio 

MEAtW; OE _wo OEV KOltaEI�OV O\-lWEC; r; t\-l\-lWEC; ETTlKivaUVEe; ETTITTTWOEIe; OT'lV EYKUIJOOUVIl, 
Olflv OVOTTTU�'l TOU EIJj3puou, OTOV TOKETO r'J OH] \-IOOYEVVllTIKr'j ovcmTU�Il (!3MnE nopaypo<po 
5.3). nEpIOpIO\-l£VO OTOIXEio 0XETlKa IJE Hl xPr'fO'l OIJO�IKIAiv'le;/KAo!3ouAovIKOU o�toe; KOla H1 
alOPKEIO Tile; KUr'jOEWe; OE ov8pwnoue; aEV UnOaEIKVUOUVOU�'l\-ltvo Kivauvo OUYYEVWV 
OIO\-l0PTlwv. LE IJIO IJOVO IJEMT'l OE yuvOiKEC; IJE npowpo TOKETO, nOpOl'lPr'fS'lKE OT! 
npo<puAOKTlKr; oywyr'f \-IE O\-lO�IKIAiV'l/KAal3ouAovIKO O�U \-InopEi vo OUOXETIOTEi IJE aU�'llJtvo 

20 



ouon'IIJOTOS 

• 

r1l01fJW5EI<; nopooITwOEI5 

-+:;----. ---6--6- 6-.-.-.-.-.- 7-.-4 ---- .-.-

ŒynE USIl IJ I) Euoj(Jœ.rrr�'J..9J�Y2\11(J I.lWV_Ŕ ŕY.\IlJ.!.(JTr:L...-. 

I 
"'OTOPOx' , OIŖonO'Ql"OU A(�<P'KOU

. 
I (aul:!..1!E.e.0.914¤.oVOl.ltvlJS ouo£Tŗ.eon.ivia.sL._ . . 

repOIJi?oKun0.QSlmvio . =HnaVIES 
LŘ.<:J.(JT pt 411 fJ Q 'p'C!' (J__________ +�VVWOT fJ 

OAUT1Kr) aVOIl.lio AyVWOTI) 

i 

r' 
OlD' 

----4 -89- - ----:---;<6@==>-_l 

i AYYEIOVEupWTIKa oiorUJo 
uAof,io 

-.--.--:<-.--.+c:.J...---'-:::......-.L.....-?------.. "._#. #_. ___ !_� 6J. 

LUVOpOj..Jo olJolařov IJE opovooio 

88 YEn-E.42S0- J 3/4
(240) 

Kivouvo EAKOVEKPWTlKr']S EVTEPOKOlIiTioas TWV Vwyvwv-. H XPr']afl nptTT£I va anO<jJ£lJY£TOI KOla 
Tfl OlaPKEla TrlS KU'10'1S, EKTOS EaV 8EWPEiTOI anapaiT'1T'1 anD TOV YIOlpD. 

KOI 01 000 OUOiE<; onOl3aMovTOI OTO IJ'1TPIKO yallo (TinOTo OEV EivOi YVWOTD Via TI<; EnlOpaOEIS 
TOU KAal3oullovlKOU o=to<; OTO I3pt<po<; nou SIlMYEI) Luvmw<;, OTO I3pt<po<; nou SIlMY(I EivOi 
m8avr'] r] EIJ<paVIOr] OlappOIO<; KOI IJUK'11100IKr']<; AoilJw='1<; IWV I3AEvvoyovwv, onOTE IJnOpE[ va 
XPElOOTEi va OloKomi 0 S'1AOOIJO<; H OIJO=IKIAivIl/KAol3ouAaVIKO O=U So nptnEI va 
xpŏ01IJOnOIEiTOI IJOVO KOla Tr] OlaPl<£lO TOU 8'1AOOIJOU lJ£Ta ana a=loMVflOll TOU o<ptAou<;/IOU 
KlvElUVOU ana TOV 8EpanOVTO ViOl po. 

4.7 Emi5poow; OUlv IKOVOTI1TO oi5riVfloflS KOI XflP10I.lOU J.lflXOVWV 

D.EV npOVIJOlOnolr']SIlKOV IJEMTE<; 0XETIKa IJE TI<; EmopaoEI<; OIr]V IKOVOTflTO OOIiYIlOIl<; KOI 
XEIPIOIJOU IJIlXOvwv. OOTOOO, EvOtX£TOI va napouOlaoTOuv oVEm8uIJIlIE<; Evtpym<; (n·x. 
OMEPYIKt<; aVTlOpaOEI<;, YaAfl , onoolJoi), 01 onoiES IJnopEi va EnllPEaoouv Tr]V IKavOT'1TO 
OOŐVflOIl<; 1<01 XEIPIOIJOU lJ'1xavwv (l3Mm nopaypo<po 48) 

4.8 AVlTTlOUJ.lflT£S [vipvms 

01 nOlo ouxva ovo<pEp8EioES aVEm8ulJ'1T£<; £vtpVEIE<; (AE) EivOI oiapPola, vouTla KOI tlJ£TO<; 

01 AE ana KA1V1Kt<; OOKllJt<; KOI 1J£T£YKPIIIKr'] napoKOAouSIl0'1 IJE TO 'OVOIJO npo'iovTO<;, 
TOőIVOIJ1i81lKOV OUIJ<pwvo IJE lllv KOl'1vopio opvavou OUOlr']IJOTO<; KOla MedORA KOI 
nopOTiSEVTOI nOpOKaTW. 

ria lllv TO=IVOIJIlOIl IWV oVEm8ulJ'1TwV EVEPY£IWV XP'101IJOnolr']SIlKOV 01 nopoKalw 0poAoViES 
noM! Ouxvt<; U:>1/10) 
LUXVt<; (:::>1/100 tw<; <1110) 

'OXI ouxvt<; (:::>1/1.000 tw<; <11100) 

LnavlE<; (:::>1/10.000 tw<; <111.000) 

noM OnaVIE<; «1/10.000) 
AYVWOT'1 oUXVDTflTO (OEV I-lnopEi va unoAoVloTEi anD TO ol08tOlIJ0 OEOOlJtva) 

KOI 
. 

. . ' r B),EVVOYOVOOEPIJOTIKr'] KOVTIVTioOll 
3 --4---.--.-5 -.-4 -.--.4 -.-.-. -6-6-.-. . 6 . . 

B2."..qTIT ____________________ �__�_____ _ 
WU '01 lOU 

AVOOlpt4J11-l1l AEUKonEvio 1 LnaVIES 

. _ 
.o!<OKK1OKUTTa 

! AI _ I 

nOpOTETOl-ltvO<; XP6vo? OI\.JOppoVio<; KOI VVWOTI) 
i Xpovo<; npoSp0J.1l3ivll<; 

IllaTa a t TOU avoaOTIOtnTfKOU Dual' 

Ava $-.-.--.-------... ___ __ 

AYYEIOKr'] unEpEUOIOSl)oio 
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ɗɘo' _ ____ � __ 
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MEAOVÃ TPlxwTrj yAwooo "-_L_-'--__ -'--___ ___________ ______ -----J 

nOOil-lo EVOIW._L-Lc,0r--= -: ___________ ___ __ ---1 
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illOTa a t lOU OaT £VTE IKOU OUOT OlO 
875 A£TITO 

_ 

_____ . 
. 400 m 157 m 15 ml ɝ2v..'S.1.!.Q __ .. 

_. 
_ 

_

AnoXPWl-IoTlOI-l0<; TWV 
I: _ _ ____________________ ________ 

TOU KOI TWV _

AST AL __ _ __
’

-
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ɷilIOTO a t TOU at - KOI TOU 	 I 
.	’ _ _ 

_ __ . 

�EB..t:I�� 	 LnOVIE _ ____ ___ __ _ __ 

EmOE 
OE 100 


OʃEio Y£VIKEUl-ltvfl Eʄov8qI10TlKʅ 

q>,\uKToivWOIl (AGEP)9 


_________---.J
TWV KGI oowv _ 

---J
j 

K � ___ ______ _________ ______ V ________ . ____________�____V __ 
BMITE nopoypoq>o 4.4


2 SMITE nopoypoq>o 4.4

3 H vOUTio oX£Tiʍ£TOI OUXVOTEPO 11£ UlVl)A6T£p£e; 060£1<; A0I-I!30V0I-IEV£S ono TO OTOI-IO. Av 01 

yampEvTEplKES OIOTOpoxte; EivOi EKO'1A£e;, I-InopoOv vo mploplOTOUV I-IE T'1 ArllV'1 TOU OVOI-IO 

npOIOvTO<; OT'1V 0PXr'J TOU YEUI-IOTO<;_ 

4 LUI1ITEP1AOIJ!30VOl-ltVI)e; T'1e; lVEU00I-IEI-I!3povwoouS KOAiTlooe; KOI T'1<; OII-l0PPOYIKr'Je; KOAfTIOO<; 

ʎ�Atn£ nopoypoq>o 4.4)

Mia I-IETPIO ouʏ"O'1 O£ AST KOI/r'J AL T tXEI 0'1I-1E1W8£f O£ o08£v£fe; nou tA0!30V OVTI!310TlKO T'1<; 
KOHlyopfoe; !3-AOKTOI-II)<;, oAM I) 0'11-100iO OUTWV TWV WPIlI-I0TWV £ivOi dYVWOT'1. 
6 AUTte; 01 oVEm9u\JI)TE<; Evtpyme; tXOUV 01)1-I£IW9Ei IJE oAM<; mVIKIAlvE<; KOI K£q>OAoonopivE<; 
ʐ�MITE nopoypoq>o 4.4).

Av ovo(j)£p8Ei onOlo0r'JnoT£ OEPI-lOTIKr'J oVTiopOOIl umpEUoI091)0io<;, '1 9Epom[o 90 nptITEI 

va oioKomETOI (�Atm nopoypoq>o 4.4).

8 SMn£ nopoypoq>o 4.9 

9 BMITE nopoypoq>o 4.3
10 BMITE nopoypoq>o 4.4 

400 mg/57 mg/S ml KOVIe; Ylo n60l1-l0 EVOIWPI)I-I0 

11 Emq>OV£IOKO<; onOXPWI-I0T101-I0e; TWV OOVTIWV tXEI ovoq>£p8£i noM onovlo OE nOIOlo. H 

KoAri OTOIJOTIKI'J

UYIEIVr; npOA0I-I!3ovEI TOV onoXPwjJOTI0I-I0, Ko8we; ouvr'J9w<; onoKo8immoi I-IE TO !3ouPT010110 

TWV OOVTlWV 
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LxtOO 

MoxoVlol..loi oVTioTOOO( 

66YEn-E.4250-13/4 
(24u) 

4.9 YTT[p5oaoAovio 

MnopEi va q.J<pOVIOTOUV YOOTPEvTEplKa ou\.mTWI-lOTO KOI OIOTOpOX× TOU loo<uyiou uypwv KOI 
flAEKTpoAuTWV. EXEI nopOTflpfl8Ei OXflI-lOTIOI-lOe; KpuoTaMwv OI-lOØIKIAivfle; OTO oupo, o onoioe;, 
EvioTE, OOflYEi OE VE<PPIK× oVETIapKEIo (ÙAtTIE nopaypo<po 4.4). 

Lnool-loi I-lnopEi va EI-l<POVIOTOUV OE 008EVEie; I-lE OIOTOpOX× Tfle; VE<ppIK×e; Amoupyioe; × OE 
OUTOUe; nou AOI-lÙavouv U4JflAte; 06oEIe;. 

'EXEI ovo<pEp8Ei OTI fl OI-lOØIKIAivfl K081<avEI OE oupoK08ET×pEe;, Kupiwe; I-lETa ana EVOO<pAtÙIO 
XOP×YflOfl I-lEyoAwv MOEWV. Go nptTIEI va TflPEiTOI TOKTIKae; tAEYXoe; ÙOTaTflTOe; (ÙAtTIE 
nopaypo<po 4.4) 

To YOOTPEVTEPIKO OUI-lTITWI-lOTO I-lnopouv va OVTII-lETWTIlOTOUV OUl-lnTWI-lOTIKO, OiVOVTOe; 
npooox× OTO loo<uYlo VEpou/flt-EKTpoAuTWV. H OI-lOØIKIAivfl/KAoÙouAovIKa oØu I-lnopEi va 
onol-loKpuv8Ei ana Tflv KUKAo<popio I-lE 011-l0Ko80pOfl· 

5. <l>APMAKOAOriKEr IhlOTHTEr 

5.1 <l>OPI-lOKO5UVOI-lIKiC; 1516HlT[C; 

<t>apl-loKo8EpOnEUTlK× KOTflyopio: Luvouool-loi nEvIKIAIVWV, OUl-lnEplAol-lÙovol-ltvwv TWV 
oVOOTOAtwv Ù-AOKTOI-lOOfle;, KWOIKOe; ATC: J01CR02 

H OI-lOØIKIAivfl EivOi I-lio flI-lIOUv8ETIK× nEvlKIAivfl (OVTIÙIOTIKa I-lE Ù-AOKTOl-lfl) nou ovooTtMEI tva × 
mploooTEPO tV<UI-lO (ouxvo OVO<pEPOVTOI we; npwTETvEe; OuvOEOfle; TWV nEvIKIAIVWV, PBP) OTfl 
Ùloouv8ETIK× 000 Tfle; ÙOKTflPIOK×e; mTITlooyAuKovfle;, fl onoio onOTEAEi ovonaonooTO OOI-lIKO 
OUOTOTIKO TOU ÙOKTflPIOKOU KunoplKou TOIXWI-lOTOe; H ovooTOA× Tfle; OUV8EOfle; 
mTITlooyAuKovfle; OOflYEi OTflv onoouvOI-lWOfl TOU KunoplKou TOIXWI-lOTOe;, fl onoio ouxvo 
OKoAou8EiTOI ono KunopaAuofl KOI 80VOTO 

H OI-JOØIKIAivfl EivOi Euoio8flTfl OTflv onoOal-lflOfl ana Ù-AOKTOI-lOOEe; nou nopoyovTOI ana 
OV8EKTIKO ÙOKT×PIO KOI, En0I-lEVWe;, OEV EivOi OpOOTlK× ana I-lavfl Tfle; EVOVTI 0Pyovl0l-lwv nou 
napoyouv TETOIO tV<UI-lO 

To KAoÙouAoVIKO oØu EivOi I-lio Ù-AOKTOl-lfl nou 0XETi<ETOI OOI-lIKO I-lE nEvIKIAivEe; AmvEpyonolEi 
OPIOl-ltVO tV<UI-lO Tfle; Ù-AOKTOI-lOOfle; onoTptnovTOe;, we; EK TOUTOU, Tflv oopovonoiflofl Tfle; 
OÚoØIKIAivfle;. To KAoÙouAovlKa oØu I-JEI-lOVWl-ltvo OEV OOKEi KAIVIKO XP×Oll-lfl OVTIÙOKTflPIOK× 
miopoofl· 

PKlPD 

o xpavoe; ovw Tfle; EMxIOTfle; ovooTOATIK×e; OUYKtvTpWOfle; (T>MIC) 8EWPEiTOI OTI EivOi 0 
I-lEi<wv K080pIOTIKOe; nopoyOVTOe; onOTEAEOI-lOTIKOTflTOe; Ylo Tflv OI-lOØIKIAivfl 

01 ouo KUPIOI I-lflXOVI0I-l0i oVTioTOOfle; OTflv OI-lOØIKIAivfl/TO KAoÙouAovlKa oØu EivOi 

• Aopovonoiflofl ana EKEivEe; TIe; ÙOKTflPIOKEe; Ù-AOKTOI-lOOEe; nou OEV OVOOTEMoVTOI 01 

iOIEe; ana KAoÙouAoVIKO oÛU, OUl-lnEplAol-lÙovol-ltvwv TWV KOTflYOPIWV B, C KOI D. 

• METOÙoA× TWV PBP, fl onoio I-lEIWVEI Tfl ouyytvEIO TOU OVTIÙOKTflPIOKOU nopoyovTO Ylo 

TO OTOXO. 
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L'lL'lY EI1-E.4250-13/4 
, (24u) 

H ÎJ1 OlOmpOlOH1TO !30KTJ1piwv Ï IlJ1XOVIOIlOi OVTAio<; £KPOÏ<; IlTTOp£i vo TTPOKOAtOOUV 
!30KHlpIOKr'] OVTiOTOOJ1 Ï va OUVT£AtOOUV O£ OUTÏ, IOIOiTEPO O£ Gram-OpVJ1T1KO !30KTÏPI0 

To orw£io OIOKOTTÏ<; MIC Via Hlv OIlOÐIKIAivf]/TO KA0!30UAOVIKO oÐu £ivOI £K£ivo TJ1<; EupwTTO'iKÏ<; 
ETTlTpOTTÏ<; VIO TOU<; AVTIIJIKpo!3loKou<; EAtvxou<; EUOI08f]oio<; (EUCAST) 

r--- "-----A--A---A--8-B--C-

L Moraxella catarrha/is'--
aureus 

APVf]TlKoi OTf]V TTflKTOOf] 
2 

> 0, 

. . :5 4 
.. _._ . .... . . __.� .

'0.5 
Enterobacteriaceae 

_ ...__:5__ ___ ___ __ 
> 

__ __ 

Gram-8£ 
___ ___ F > _______ 

L1W£io olaKoTTÏ<; :5 > 

01 ava<p£p0I.I£VE<; Tll.lt<; EivOI Via TI<; OUVKEVTPWO£I<; AI.IOÐIKIAiVf]<;_ lOU<; OKonou<; TWV 
£M.VXwv wOI08f]oio<;, f] OUVKtVIPWOf] KA0!30UAovIKOU oÐto<; OpiS£TOI OTO 2 mg/l 
201 OVO<P£P0I.lEV£<; 1I1.lt<; £ivol V'O 11<; OUVKEV1PWO£l<; OÐOKIAiVf]<;, 
3 0, Tll.lt<; TWV orUJ£iwv oloKonr'}<; OlOV TTivOKO !3ooisovTOI OTO of]l.l£io oloKonÏ<; Tf]<; AI.lTTlKIAivf]<;. 
4 To of]l.I£io OIOKOTTÏ<; Tf]<; OVTOXI']<; R>8 mg/l OIOO<pOAiS£1 OT! OAO TO onolJovwl.ltvo OTEM.Xf] pE 
�f]XOVIOIJOO<; OVTOXÏ<; OVO<pEPOVTOI w<; OV8EKTlKO, 

0, TllJt<; TWV of]I.I£lwv OIOKOTTI't<; OTOV nivoKO !300iSOVTOI OTO Of]IJEio oloKonl't<; Tf]<; 

o £TTlnOA00I.l0<; aVTioTOOf]<; £VOEXOlJtVW<; nOIKiAEI OVOAOVO I.IE Tf]V TTEPIOXI'] KOI TOV Xpovo Via 
ETIlAEYlJtvo Efof] KOI f] TOTTlKI't nAf]po<popf]Of] oxmKo IJE Hlv oVTioTOOf] EivOI mleUI.lf]TÏ, Kupiw<; 
KOTO Tf] e£pomia oo!3opwv AOII.IWÐ£WV AVOAOVO 1.1£ TI<; onoITl'to£I<;, eo TTptml va sf]TEiTOI f] 
Ouvopolll't £IOIKOU OTOV 0 TOTTlKO<; £nmOAOOIlO<; OVTiOTOOf]<; OIOKU!3EUEI Hl XP'lOII.lOlf]TO TOU 
nopovovTO lOUAOXIOlOV OE 0PIOIJEVOU<; TOTTOU<; AOIIJWÐEWV 
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LUV 8w cuaio8mo cio 
Acp6(3101 \JIKpoopyavlo\Joi 

Acp6(3101 Gram-apvOTIKoi bllKpoopyavlo\Joi 
C apnocytophaga spp. 

Avocp6!3101 IJIKPOOPYOVIOblOi 

EioD :tla miKTDTD aVTioTOoD l£fl'0QEi an<:HEAC[ no6§'\Obla 
Acp6¸lol I::!IKpoopyavlob!o[ 

AEp6¸IOI Gram-opvOTIKoi b!IKpoopyavlob!oi 

Evoo:t:cvwS 0E2:t:av1objoi 
Acpo¸lol Gram-apvnTlKoi b!IKpoopyavlob!oi 

IJIKpoopyavlolJoi 

Mycoplasma pneumoniae 

I1EYOAUTEPil 

66YEn-E.42S0-J3/4 
(2,10) 

... --.. � 

Gram-80IKo; 
Enterococcus faecalis 

Gardnerella vagina/is 

Staphylococcus aureus (cuaioSrllo<; OH] JjcSIKIAiVIl) 

Streptococcus agalactiae 

Streptococcus pneumoniae 1 

Streptococcus pyogenes KOI OAAOI \3-OIJjOAUTIKOi oTpcm6KoKKoi 

OIJooa Streptococcus viridans 


EikeneUacolrodens 
2Haemophilus influenzae


Moraxella catarrhalis 

Pasteurella multocida 


Bacteroides fragi/is 

Fusobacterium nucleatum 

Prevote/la spp. 


� . ...... ---.� 

... Ta onoia 11 va 
Gram-8olKoi 

Enterococcus faecium $ 

Escherichia coli 

Klebsiella oxytoca 

Klebsiella pneumoniae 

Proteus mirabilis 

Proteus vulgaris 


av8EKTIKOi 

Acinetobacter sp. 

Citrobacter freundii 

Enterobacter sp. 

Legionella pneumophila 

Morganella morganii 

Providencia spp. 

Pseudomonas sp. 

Serratia sp. 

Stenotrophomonas maltophilia 


AOlTIoi 
Chlamydophila pneumoniae 

Ch/amydophila psittaci 

Coxiella burnetti 


$ <PUOlK¹ CV010JjWf1 EUOlo8r]oia anouoia miKTf1TOU IJr]XOVIOJjOU aVTioTOor]<; 
£ DAOI 01 OV8EKTIKOi OTr] JjCSIKIAiVf1 OTOq>U'\OKOKKOI £iVOI OVSCKTIKOi OTr]V 
OIJOºIKIAivr]/K'\al3ouAavIKO oºU 
1 Streptococcus pneumoniae nou Eival aV8EKTlKO OTr]V nEvIKI,\ivr] OEV 8a nptnEI va 
oVTIJjowni<oOl JjE aUTO TO oKEuaoJja OJjOºIKIAivr]<;/K'\aj3ouAavIKou oºtoc; (j3Mm 

no poy paq>ou<; 4.2 KOI 4.4).
2 LTEMXf1 IJC JjCIWlJtVr] cuolo8llo[a txouv avaq>cpSc[ OE 0PIOIJ£VCC; XWPEC; Tr]C; E E IJE OUXVOTr]TO 

ano 10%. 
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 UC(0-24h} I �
. .L_. (m_!:lL_l .L._��'.rT1Il..J_�l .
_

j 

Psx:n��125 
_
�5- I3-;�"�#"4V��5)_I};2�1J516'; 

r --'25---,- KA�Ą�
Aarsu 
K-------r1O fi3 

L rTl.9 L . _' __ ..:t:.Q0._ (] .0-2·QL6 I 

KmovolJr'] 

� 

. 

Cmax
.... 

T max A T 1/2 
XOPtlV'18� 00 "_'. ___ 

1 -1--- 0.96--875 mgl125 ____ ______ _ 
± 3.04 ± 0 .1.2 

t:,t:, YEn-E.4250-l3/4 
, (240) 

H o\Jo�IKIAiVIl KOI TO KA0!30UAOVIK6 O�U OIOAUOVTOI TTA�PW<; OE U001IK6 OJ()AU\JO \JE <pUOIOAOVIKO 
pH. KOI TO OUO OUOT01IKO O TTOPP0<pWV TOI Vp�VOpO KOI KoM \Jtow TIl<; OOOU XOP�VIlOIl<; OTTO TO 
OTO\JO. H OTTOPPO<PIlOIl TIl<; O\Jo�IKIAiVIl<;ITOU KA0!30UAOVIKOU o�tO<; j3EArIOTOTTOIEi TOI OTOV 
AOIJj30VETOI OHlV OPX� EVO<; VEU\J01O<;. METa OTT6 XOP�VIlOIl OTT6 TO OTO\JO, 11 O\Jo�'KIAiVIl KOI 10 
KA0!30UAOVIKO 0�0 Eivol mpiTTou 70% j3100108tol\J0 To TTpo<piA TTMo\J01O<; KOI TWV OUO 
OUOT01IKWV EivOi TTop6\J010 KOI 0 XP6vo<; tw<; Tll jJtVloTIl ouvKtv TPWOIl OTO TTMojJo (T max) OE 
K09E mpimWOIl Eivol TTEpiTTOU \Jio Wpo. 

To OTTOTEAtO\JO TO <POP\JOKOKIVIlTIK�<; \Jio<; \JEA£TIl<;, O TIlV O TToio XOprIV�8IlKOV oloKio 
OlJo�IKIAivll<;/KAol3ouAovIKou o�to<; (875 mg/125 mg TPEI<; <popt<; IlIJEPlloiw<; OE K01OOTOOI') 
vllO TEio<; OE OIJO('jE<; UVIWV E8EAOVTWV TTOPOUOI()ĂOVTOI TTOpOKOTW. 
------------.-------.. --.-.-------------

(± SO) napO�npOl 

. 

l 

_ .
lipOOTlK� ouo 

. . ____ 1g23L__ (h) . 

,
mg . 
AMXlCA 

AMX - OIJO�IKIAiVtl, CA - KAo130UAOVIKO O�U 
• M£Otl TlIJ� (EUP0<;) 

01 OUVKEV TPWOEI<; TIl<; OIJO�IKIAiVtl<; KOI TOU KA0130UAOVIKOU o�to<; OTOV op6, 01 OTToiE<; 
ETTnUVXOVOVTOI jJE 01J0�IKIAIvIl/KAoj3ouAovIK6 O�U, EivOi TTOpOjJOIE<; jJE EKEivE<; TTOU TTopdvoVTOI 
OTT6 T'1V OTTO lOU OTOjJ01O<; XOP�VIlOI') 100OUVOjJWV 060EWV OjJo�IKIAiVIl<; � KA0j30UAOVIKOU 
o\to<; IJEjJOVW\Jtvo 

nEpiTTOU 25% lOU OUVOAIKOU KA0!30UAOVIKOU o�to<; 010 TTMo\Jo KOI 18% TIl<; OUVOAIK�<; 
OIJO�IKIAiVIl<; 010 TTMojJo OUVOEETOI jJ£ TTPWTE'fVE<;. 0 EIJ <POV�<; 0VKO<; K01OVOI-I�<; Eivol mpinou 0,3-0,4 I/kg Via T'1V Ol-lo�IKIAiVIl KOI mpiTTou 0,2 /kg Via 10 KA0j30UAOVIKO o�u. l

METd OTTO Evoo<pMj3l0 XOP�Vlloll, TOOO '1 OI-lO�IKIAiv'1 600 KOI TO KA0j30UAOVIKO O�U j3pt8'1KOV 
01'1 XOA'106XO KUO T'1, OE VOO TPIKO 10TO, 010 otP\JO, 010 AlTTO<;, OE I-IUi'KOU<; 10TOU<;, OE 
Op8pOOIEAIKO KOI TTEpnovo'iK6 UVpo, OTrl XOA� KOI OE TTUOV. H O\Jo�IKIAiVIl o£V K01OvtI-lETOI 
IKOVO TTOI'1T1KO 010 EVKE<pOAOVW Tloio UVPO. 

ATTO \JEM TE<; OE �WO OEV U TTOPXOUV EVOEi�EI<; Via OIlIJOVTIK� K010KPO T'1011 OTOU<; 10TOU<; UAIK00 
TTOU TTPOtPXE TOI OTT6 TO <pOPIJOKO Via OTTOIOO�TTO TE OUOT01IKO. H OIJO�IKIAiv'1, OTTW<; 01 
mpIOOOTEPE<; mVIKIAivE<;, I-ITTOPEi va OVIxvEu8Ei OTO IJ'1 TPIKO VOAO. LTO IJ'1 TPIKO VOAO IJTTOpOUV 
£TTiO'1<; va EV TOTTIOTOUV ixv'1 KA0J30UAOVIKOU O\EO<; (j3MTTE TTOpOVPO<po 4.6). 
T600 '1 OIJO\IKIAivtl 000 KOI 101-1 KA0J30UAOVIK6 o�u EXOUV OEi�EI va olompvouv lOV <pPOVjJO TaU 
TTAoKOUVTO (!3Mm TTOPOVPO<po 4.6). 
H OIJO�IKIAiv'1 OTT0J30Af..ETOI £v JJEPEI O TO oupo w<; OVEVEPVO mVIKIAAo'iKo o�u OE TTOOOTIlTE<; TTOU 
IOOOUVOjJouv jJEXPI 10 EW<; 25% HI<; OPXII<�<; 060'1<;. To KA0j30UAOVIKO o\u jJE T0J30Ai�£T0I 
EKTETOjJEVO OTOV OV8PW TTO KOI o TToJ3oAf..nol OTO Oupo KOI TO KOTTPOVO W<; Olo�EiOIO TOU 
OV8POKO OE oTToJ3oMojJEVO OEPIO, 
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D.D.YEn-E.4250-J3/4 
(24a) 

6. (J)APMAKEYTIKEr nAHPO<l>OPIEr 

6.1 KOTaAoyoS EKB6xwv 

6.2 AoutJJ3oT6TIlTES 

6.3 lUaPK£IO (wris 

6.4 1BloiT£pES TTpocpuAaCEIS KOTa Tllv cp6AoC'l TOU TTPOIOVTOS 

6.5 <1>6011 KOI OUOTOTIKa TOU TTEPI£KT'l 

6.6 1BlOhEPES TTpocpuAaDElS oTToppnpllS KOt aMoS XElptOtJOC; 

400 mg/S7 mg/S ml K6vle; Via TT601jJO (VOIWP1liJO (V(\JO'l q>poouAo) 
EAtV X£T( OTI TO Oq>pOVIO\..lO (ivaI 081K1O TTplV OTTO T'1 XPgO'1 AVOKIV(iT( T'1 q>loA'1 Via va 
h(KoMgo(1 '1 KOVh';. np008EOT( V(PO (6TTWe; (VO(iKVUTOI TTOpOKOTW), OVOOTPE\jJT( Kat 
OVOKIVgOT( KoM. EvoAAoKTIKO V(jJIOT( T'1 q>loA'l \..I( VEp6 jJEXPI Aivo TTOPOKOTW OTTO T'1 XOPOVg 
OT'1V HlKETO T'1e; q>loA'1e;, OVOOTPE\jJTE KOI OVOKIVr'jOTE KoAo. LT'1 OUVEX(IO V(\..IiOT( jJE V(PO 
OKplJ3we; jJtXPI H} XOPOVr'j, OVOOTP£\jJT£ KOI TToAI OVOKIVgOT£ KoM 

7. KATOXOr THr AAEIAr KYKAO<l>OPIAr 

8. API0MOr(OI) AAEIAr KYKAO<l>OPIAr 

9. HMEPOMHNIA npnTHr ErKPtrHr I ANANEnrHr THr AAEIAr 

10. HMEPOMHNIA ANA0EnPHrHr TOY KEIMENOY 
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EVI]AIKOI kg 

kg (OAIKio( blDVWV) 

4. 

611 Y EIl-E.42S0-J3/4 
(240) 

r.1. 	 H nEpiAIl4Hl XOPOKTIlPIOTlKWV TOU npO·IOVTO<; <P0PIJOKEUTlKWV npol6vTWV nou nEpltxouV 
OpOOTIKO OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, KovlC; Via nOOllJo Evalwprwa 
600mg/42,9mg/5ml OpiSETOI w<; EÖ×<; 

1. ONOMAriA TOY <I>APMAKEYTIKOY npo"iONTOr 

OVOIJO npoIovTO<; 600 mg/42.9 mg/5 ml KOVI<; YIO noollJo EVOIWPIlIJO 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

To 5 ml OVOOUOlOlJEVOU EVOIWP×IJOTO<; mplEXouV 600 mg OlJoÖIKIAAivll<; (w<; TPltvuOPIl<;) KOI 42.9 
mg KAol3ouAoVIKO oÖu (w<; oAo<; KoAiou). 

ria TOV nA×PIl KOTOAoyo TWV EK06xwv, I3A. nopoypo<po 61. 

3. 	 <I>APMAKEYTIKH MOP<I>H 

K6vl<; Ylo noollJo EVOlwPIlIJO. 

KJ\INIKEr nJ\HPO<I>OPIEr 

4.1 	 0EpanEUTlKEC:; EVl)Ei:EIC:; 

To OVOIJO npoIovTO<; EvOEiKvulOl Ylo Tllv 8EponEio TWV nopOKoTw AOIIJWÖEWV OE nOiOIO IlAIKio<; 
TOuMXIOTOV 3 IJIlVWV KOI 130pou<; OWIJOTO<; IJIKpOT£POU TWV 40 kg, nou npoKA×8IlKOV Ø 
TIlOTEUETOI OTI npoKA×8IlKOV ana OV8EKTIKO OTIlV nEvlKIAiVIl Streptococcus pneumoniae (I3MnE 
nopoypo<pou<; 4 2, 4.4 KOI 5.1): 

• OÖEio IJtoll WTiTioO 
• 	 EÖWVOOOKOIJEIOK× nVEUlJovio 

Go nptnEI va AOIJ130VOVTOI Uno4J1l 01 EniOIlIJE<; oOllyiE<; OVO<pOPIKO IJE Tllv KOToAAIlAIl XPÙoll 
oVTll3oKTIlPIOKWV nopoyovTWV. 

4.2 lwooAovia KOI Tponoc:; xopriV'lO'lC:; 

01 OOOEI<; EK<PPOSOVTOI OE oAo TO KEilJEVO W<; npo<; TO nEplEXOIJEVO OE OIJOÖIKIAiVIl/KAol3ouAovIKO 
OÖU IJE EÖoip£01l OTOV 01 OOOEI<; 0IlAwVOVTOI W<; npo<; tva IJEIJOVWIJEVO OUOTOTIKO. 

H 06011 OVOIJO npo'lovTO<; nou ETIlMYElOl YIO Til 8Epomio 1.110<; IJEIJOVWlJtvll<; AoilJwÖll<; So 
nptml va AOlJl3ovEI Un04JIl: 

• 	 To OVOIJEVOIJEVO noSoyovo KOI Tllv TIl80vØ TOU<; EUOI081l0io OE oVTll3oKTIlPIOKou<; 

nopoyovT£<; (I3Mm nopoypo<po 4.4) 
• 	 Til 130puTIllO KOI TO OllIJEio TIl<; AoilJwÖll<; 
• TIlV IlA1KIO, TO 130po<; KOI Til VE<PPIK× Amoupyio TOU 008EVOU<;, onw<; <pOiVElOl nopoKoTW. 

H 8EponEI0 OEV 80 nptnEI va £TIEKlO8EI ntpov TWV 14 IlIJEPWV XWPI<; £TIOVEÖtlOOIl (I3Mm 
nopoypo<po 4.4. 0XETIKO IJE Tllv nopOTETOlJtvll 8EponElo). 

KOI nOiolo > 40 

Mv unoPXEI ElJnElplO IJE TO OVOIJO npolovTO<; EVOIWPIlIJO OE Ev×AIKE<; KOI nOiolo ;;;, 40 kg, KOI 
mOlJtvw<; OEV IJnOpEI va 008EI oOOOAOYIK× OUOlOOIl 

nOiOIO < 40 > 3 
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LUox(TIi;OIJEVfl IJE OVTI!310TIKO KOAiTioO EXEI OVO<pEpSEi 0XEOOV IJE OAOUe; TOUe:; aVTI!3oKTflPIOKOUe; 

i\L\Yl::n-E.4250- J 3/4 
(24a) 

LnaolJoi IJnopEi vo EIJ<pavIOTOuV OE aoSEvEie:; IJE OlaTOpax� Hle:; VE<PPIK�e:; AElTOUPv!ae:; � OE 
OUTOUe:; nou AOIJ!3ovouv U4.JrlAte:; MOEIe:; (!3Atm nopovpa<po 4.8) 

H aIJO*IKIAivfl/KAa!3ouAovIKO o*u So npEnEI vo ano<pEuVETOI EOV unoPXEI unovOIO AOIIJWOOUe:; 
lJovonup�vwofle:;, KOSWe:; fl EKO�AWOfl EVOe:; IAopoEiooue:; E*OVS�IJOTOe:; EXEI 0XETIOTEi IJE aUT�v 
Tflv nOSflOfl lJETO ono XP�Ofl OlJo*II<IAivfle:;· 

H TOUTOXPovfl XP�ofl oMonouplvoAfle:; KOTO HI OlopKEla Tfle; SEpomiot:; IJE OIJO*IKIAivfl IJTTOPEi 
va OUl�OEI Tflv TTlSOVOTfl1O EIJ<POVIOfle; OAAEPVIKWV OEplJOTIKWV OVTIOpOOEWV. 

H nOpOTETOIJEVfl XP�Ofl ĠmopEi EVIOTE va OOflV�OEI OE umpovoTTTu*fl IJfl £uoioSflTWV 
IJIKpOO PVOVIO IJwv. 

H EIJ<pOVIOfl KOTO Tflv Evap*fl Tfle:; 8Epomioe; £Voe; nupETWOOUe; VEVIKEUIJEVOU Epu8�IJOTOe; 
oXETli;oIJEVO IJE <pAUKTOIVO IJnopEi va EivOi OUIJTTTWIJO VEVIKEUIJEVOU KflAIOO!3AOTiowooue:; 

Elav8�IJOTOe; (AGEP) (!3Atm nopavp0<p0 4.8). H oVTiopoofl OUT� onom! Tflv oloKon� TOU 

OVOIJO npoTOVTOe; KOI OVTEVOEiKVUTOI onoloo�noTE EnoKoAou8fl XOP�VflOfl OIJO*IKIAivfle; 


H 01J0*IKIAivfl/KA0!30UAOVIKO o*u 80 nptTTEI vo XPflOlIJOnOIEiTOI IJE npooox� OE a08EvEie; IJE 

Evi5£Ilfl flnOTIK�e; OUOAElTouPVioe; WAtm nopovpo<poue; 4.2,43 KOI4.8) 


HnOTIKO mplOTOTIKO EXOUV avo<p£p8Ei Kupiwe; OE 0ppEVEe; KOI flAIKIWIJEVOUe; 008EV£ie; KOI 

IJnopEi vo 0XETii;oVTOI IJE nOpOTETOIJEVfl 8EponEio. TETOIO nEploTOTIKO nOAu onovlo EXOUV 

avo<p£p8£i OE nOiolo. LE OAOUe; TOUe:; nAfl8uolJoue;, TO OfllJEio KOI OUIJTTTWIJOTO ouv�8we; 

qJ<povii;oV101 KOla Tfl OIOPKEIO � Aivo IJETO TflV SEpomia, OAM OE 0Pl0IJEVEe; mpITTTWOEIe; 

IJnopEi va IJflv Vivouv aVTlAflTTTO IJEXPI OpKETEe; E!300IJOOEe; IJETO Tfl OIOKon� Tfle; SEpomiae;. 

Luv�8we; EivOi ovOorpE4JIIJO. To IInOTIKa mploTOTIKO IJnopEi vo £lVOI oof3opo KOI OE E*OIPETIKO 

onovlEe; nEpITTTWOEIe;, txouv OVO<PEpSEi 80VOTOI. AUTO! 0XEOOV nOVTO ouvt!3floov OE 008EVEie; 

IJ£ oo!3ap� unoKEilJEVII na8floll � IJE nopOAIiAfl A�4JII <P0PIJOKWV VVWOTWV Via TflV OUVflTlKO 

flnOTIK� TOUe; OPOOII (!3Atm nopovpo<po 48). 


napoVOVT£e; KOI IJnopEi fl !30puTIiTO Tfle; VO KUlJoivETOI ono �TTlO EWe; omIAIITIK� Via Tfl i;w� 

(ĞMm nopovpo<po 4.8). EnoIJEVWe;, EiVOI 0IlIJOVTIKo vo E*ETOmETOI TO EVOEXOIJEVO OUT�e; Tile; 

olOyvwolle; O£ 008EVEie; nou nopouOIoi;ouv OIOPPOIO KOHl Til OIOPKEIO Tile; XOp�VIIOIle; 

onolwvo�nOTE aVTI!3IOlIKWV � IJETO ono OUT� 
 LH1V nEpi TTTWOfl nou EIJ<POVI08Ei KoAiTIOa 
OXETIi;OIJEVfl IJE TO OVTI!310TIKO, fl XOP�VIIOfl 01J0*IKIAiVfle;/KAo!30UAOVIKOU O*EOe; nptml va 
i5loKomi OIJEOO, VO mIITrI8Ei 11 OUIJ!30UAr; YIOTPOU KOI va apxiOEI fl KOTOAAIiAfl 8EponEio. LE aUT� 
Hlv nEpinTwoli OVTEVOEIKVUTOI fl XP�OIl OVTI nEplOTOATIKWV <P0PIJOKWV. 

KOlO Tfl OIOPKEIO nOpOTETOIJEVfle; 8EponEioe; EVOEiKVUTOI nEpIOOIK� o*loMVIIOfl TWV AElTOUPVIWV 

TWV 0pYOVIKWV OUOTIIIJOTWV, OUlJn£pIAOIJ!30VOlJtvwv Tfle; V£<ppIK�e;, IInOTIK�e; KOI OIIJOnOIIlTIK�e:; 

AElToupvioe;. 


Lnoviwe; tXEI ovo<pEp8£i ETTlIJ�KUVOIi TOU Xpovou npoSpolJ!3iVIle; O£ ao8EVEie:; nou AOIJ!3ovouv 

OI.lO*IKIAivfl/KAo!3ouAavIKO o*u. 00 nptml va £<pOPIJOi;£TOI KOToMflAIi nopoKoAou8110fl OTOV 

XOPflVOUVTOI TOUTOXPOVO OVTlTTflKTIKO EvOtXETOI va XPE100TOUV ovonpoOOplJOYEe; Tfle; OOofle; 

TWV AOIJ130VOIJ£vWV ono TO OTOIJO OVTlTTflKTlKWV, WOT( VO OIOTIiPEiTOt TO ETTISUIJIITO EniTTEOo 

OVTlTTflKTIKOTIiTOe; (!3Atm nopoypo<poue; 45 KOI 4.8) 


LE 008£VEie; IJE IJEIWIJEvII nopoywy� oupwv, nOAu onovlo EXEI nopOTflpfl8Ei KPUOTOMoupio 

Kupiwe; IJE nopEvTEPIK� 8Epomio. KOla Tfl XOP�VflOIi U4JflAWV Mo£wv OIJO*tKtAivlle;, 

EVOEiKVUTOI fl OIOT�PIIOIi E TTOpKOUe; npOoAfl4Jfle; uypwv Kat nopoVwy�e; oupwv Via va IJEIWSEi fl 

m80voTflTO OXfllJOTtOIJOU KPUOTOMwv OIJO*tKIAivfle; oro OUpO. LE 0 08EVEie; IJE oupoK08ET�pEe;, 

eo npEml va TflpEiTOI TOKTtKOe; EAEvXOe; I3OTOTIl1Oe; (!3Mm nopoypo<po 4.9). 


KOTO Tfl 8Epomio IJE OIJO*tKtAivfl, 80 nptml vo XPflollJonOtOUVTOt Evi;uIJOTtKte; 1J£80001 IJE 

olElMOfl Tfle; YAUKOğIIe; KOHl TOV EAEVXO Via napouoio yAUKOmr]e; oro Oupo ETT EIO� 4JEUOWe; 

e£T1KO anoTEAtOIJOTO IJnOpEi vo nopOUOIOOTOUV IJE !.Hl £VmUIJOT'KEe; IJE8000ue; 
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AOIJ(?oVOI,l£VO OTTO TO oTOblO OV TlTTOKTIKO 

p£øOT 

np0(?EVEOi01] 

(240) 

H nopouoio KAOl3ouAoVIKOU o�toc; OTO OVO
O TTP0'iOV TOt.; 
nop£i vo TTPOKOAto£l 
Il £tOIKri 

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

OUVOEOIl JgG K01 A£uKw
O Tiv llC; 
[ £pU9pOKUTTOPIKtC; 
£
l3pav£t.; K01 vo OOIlYrio£1 O£ qJ£uori 
9£1IKO tAEYXO Coombs. 

Ynopxouv oVO<jJoptc; 9£1IKWV OTTOT£AEO
a TWV 
£ TO TtOT Bio-Rad Laboratories Platelia 
Aspergillus EtA oE 008£v£i<; TTOU AO
f3avouv O
O�IKIAivIl/KAOl3ouAOVIKO o�u, 01 OTToiol oTIl 
ouvtX£lo f3pt81lKE OTI o£v £Ixov Aoi
w�1l ana Aspergillus. 610oTOUpOU
£VE<; OV TIOPOO£l<; 
£ 
nOAuooKXOpiolO K01 TTOAU<jJOUpovoh£<; TTOU o£v nou o£v TT£PltXOUV Aspergillus 
£ TO TtoT Bio­
Rad Laboratories Platelia Aspergillus EIA txouv oVO<jJ£p9E\' Eno
tvwt.;, 801KO oTTOT£Ato
OTo 
OOKI
OOlWV O£ 009£v£i<; TTOU Ao
l3ovouv 0
0�IKIAivIl/KA0f30UAovIKO o�u 80 nptTT£1 vo 
£P
IlV£UOVTOI 
£ npoooxri KOI vo £TIlf3£f3olovOV TOI 
£ oM£<; OIOYVWoTIKt<; 
£960ou<;. 

To Dvo
o TTpoIoVTOt.; KOVI<; YIO noOl
o £volwPIl
o mpltX£1 2.72 mg OoTTOPTO
Il<; (E951) ova 
ml, 
io nllYri <jJ01VUAOAovivllC;. AUTO TO <jJap
OKO 80 TTptml va XPllol
OTTOt£iTOt 
£ npoooxri O£ 
009£v£i<; 
£ <jJ01VUAOK£1ovoupio. 

To OVO
O npo'iov TO<; KOVI<; Y'O noOl
o £VOIWPIl
O mpltX£1 
oA Too£�TpiVIl (yAUKOhIl). A08£v£i<; 

£ oTTOVIO ouooTToPpo<jJlloll YAuKohIl<;-yoAOKTosll<; o£v 80 nptTT£1 vo Ao
f3ovouv aUTO TO 
<jJOp
OKO. 

4.5 AMIlAUTlOpaO[l('; IJ[ aMo tpOPPOKEUTIKa npo'iovTO KOI aM£(;. poptpis 
oMIlAEniopoo'lS 

Ao
l3ovo
£vO OTTO TO oTO
O OVTlTTllKTIKO KOI TT£VIKI},IVOUXa OV Tl1310TlKO txouv XPIl0l
onOlIl9£i 
EUptW<; oTllv npO�1l xwpl<; OVO<jJopt<; oMIl},mlopooll<;. OoTOoO, oTIl f31f3Aloyp0<jJio UTTOPXOUV 
mpI TTTWO£I<; OU�Il
tvou 01£8vou<; KovovlKOTTOIIl
tvou AOYOU O£ o08£v£i<; TTOU oUV TIlPOUV TOJ 
E 
Ar)ljJll oK£voKOU
OPOArl<; r) f3op<jJoplvll<; KOI OlOU<; oTToiou<; XOPlly£iTol tva oxr')
a O
O�IKlAivll<; 
L£ n£piTTTwoll TTOU £iVOl oTTopoiTIl Tll 1l ouYXOPr')YIlOIl, 90 nptn£1 vo TTOPOKOAou9£iTOI 
npOo£K TlKO 0 Xpovot.; TTp09po
f3ivll<; r) 0 ol£8vr)<; KOVOVIKOTTOIIl
tvo<; Myo<; IJ£ Tllv TTpo09r)KIl ri 
TIlV oTToouPOIl TIl<; alJo�IKIAiVIl<;. ETTlTTAtOV, £vOtX£1OJ vo £ivOI o TTopoiTIlT£<; OVOTTPOoOPlJoyt<; 
TIl<; 06011<; AOIJf30VO
EVWV ana TO OTOIJO OV TlTTllKTIKWV (I3Atm TTOPOYPO<jJou<; 4.4 KOI 4.8). 

M£9O T I] 

01 n£vIKIAiv£<; £VOtXETOl VO 
£IliJOOUV Tllv tKKP'OI) 1J£90Tp£�OTI)<;, YEYOVO<; TTOU TTPOKOAEi 
£vo£XO
£VI) OU�l)ol) TO�IKOTI) TO<;. 

H ouyxoPr)YI)OIl IJE TTpol3EvEOiOIl o£v OUVloTOTOI. H TTPOI3£VEOiol) 
£IliJV£1 Til VE<jJPIKr'] 
oWAIlVOpIOKr; oTTtKKPIOIl TI)<; OIJO�'K'AiVI)<;. H ouYXOPr)Yllol) IJE TTpol3£Vf:oiOIl IJTTopEI VO OU�r']oEI 
KOJ VO ETTlIJIlKUV£1 TO ETTITT£oo OIJO�IKIAiVIl<; oTO oilJO OAAO Ox' TOU KAOl3ouAOVIKOU o�to<;. 

4.6 KU'loll KOI YOAOUXio 

MEAtT£<; oE sWo o£v KOltOEI�OV OIJEO£<; I'j tIJIJEOE<; £ TIlKivouv£<; mlTTTwOEI<; OTllv £YKU
oouvll, 
OTI)V OVOTTTU�1l TOU ElJl3puou, OlOV TOK£1O r) OTrr IJ£TOYEVVIlTIKr; OVOTTTU�I) (f3Atm TTOPOYPO<jJo 
5.3). n£plOplOlJtvo OTOIXEiO 0XETIKO 
E Til XPriOIl o
o�IKI}'iVI)<;/K},of3ou},OVIKOU o�to<; KOTO Til 
OIlJpKEIO Tilt.; KUr']O£W<; O£ OV8PWTTOUC; O£V UTTOO£IKVUOUVOU�Il\-ltvo Kivouvo OUYYEVWV 
OIO
OP TlWv. LE IJIO \-lOVO 
EAtTIl OE YUVOiKE<; IJE TTPOWPO TO KE TO, TTOPOlIlPI'j8I)K£ O TI 
np0<jJUAOKTlKI'j oywyr'] 
£ 01J0�IKIA!VI)/K},0f30UAOVIKO O�U 
TTop£i vo OUOX£1loT£i IJ£ OU�I)
tvo 
Kivouvo £AKOVEKPW TlKr']<; EVTEPOKOAiTIOO<; TWV VEOYVWV. H Xpr;OI) TTptTT£1 va OTTO<jJ£UY£TOI KOla 
HI OlaPK£IO TI)<; KUI)OIl<;, £KTO<; £OV 9£Wp£iT01 O TTOPOi Tl)TIl OTTO TOV yIOlpO. 
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KU T.!..o.PS>l!.£� 

faAouxio 

Ý£ plAa fJPovojJ£.':'!lS..0UO£ T£PQTTE vh::JS.L 
__ . +--_____ �. __ . . __ ._. ___ ._.�. __ ._. ___ ._. _____ . _ __I 

l.§P.2!JPO ___ _ ______ --+...::.:.c..c...:c...:),_(_( _____ . ____ .. ______ ._. ____ .. __ ( __ .___j 
�VOOTDtqJljJQ OKOKKIOKUTTOPOltJio 

AlflOAuTIKQ avoljJio 
__ --+_L-__ --'--_____ . ______ ./ _____ �.__1 

!flapOl£TaiJ£vo<; 
I 

.-(.�--

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

Kal 01 OUO ouoi£<; aTTol3oAAoVlOl oro fJllTPIKO yoAo (TiTTOlO O£v £ival YVWOTO Ylo TI<; £TT10POO£I<; 
TOU KAa(3ouAavlKou oÚto<; OTO I3ptq>o<; TTOU SIlMÛ£I). LUV£TTW<;, 010 I3pt<po<; TTOU SIlMÛ£1 £ivOi 
TT1S0VÜ 11 £fJ<POVIOIl Oloppola<; Kal fJuKIlTlaOlKÜ<; AoifJwÚll<; TWV l3A£vvoyovwv, OTTOT£ IJTTOp£f va 
xpnooT£i va oioKomi 0 SIlAaofJo<; H a\JoÚIKIAivIl/KAol3ouAovIKo oÚu So TTptml va 
XPIlOlIJOTTOI£ilOl \JOVO KOla III OIOPK£lO TOU SIlAoojJou jJ£TO OTTO oÚloA6YIlOIl TOU o<ptAou<;/ TOu 
KIVOUVOU OTTO TOV S£POTTOVTO YIOlpO. 

4.7 EmopoO'w.; O'Tllv IKOVOTIlTO ooftVIlO'IlS KClI X[IPIO'3OU 3IlXovwv 

!:::.EV TTPOYIJOlOTTOIÜSIlKav jJ£AtT£<; 0X£TIKO jJE 11<; £TT10POO£I<; OTIlV IKOVOTIlTO OOÜYIlOIl<; KOI 
X£IP10IJOU jJllxavwv, OOTOOO, £vOtXETOI va TTOPOUOIOOTOUV oV£TT1SUjJIlT£<; £vtpym<; (TT,X 
aAAEpYIKt<; aVTlopoO£I<;, ÛoAIl, oTToojJoi), 01 o TToi£<; jJ TTopEi va £TTIlPEooouv TIlV IKOVOTIlTO 
OOÜYlloll<; KOI X£IPIOjJOU jJllXOVWV (I3Atm TTopoypa<po 4,8). 

4.8 AVEmeU3IlT£S [vtpvmc; 

01 TTOIO OUXvo ova<p£p8£foE<; aV£TT18uIJIl T£<; £V£PYEI£<; (AE) £ival OIOPPOIO, vouTia KOI tjJETO<; 


01 AE OTTO KAlvIKt<; OOKljJt<; Kal IJET£YKPITIKÜ TTopaKoAou81l01l IJE TO OVOfJO TTpoloVTO<;, 

TOÚlvojJÜSIlKav OUIJ<pwvo jJE Tllv KOTllyopfo oPyovou OUOTÜjJOlO<; KOTO MedORA KOI 

TTOPOli8£VTOI TTOpOKOTW. 


fto TIlV TOÚIVOjJI\OI\ TWV oV£TT18uIJI\TWV £V£PY£IWV XPIlOI\JOTTolÜSIlKav 01 TTapaKOTW opoAoyiE<;. 

110Au Ouxvt<; (21/10) 

LUXVt<; (21/100 tw<; < 1/10) 

OXI ouxvt<; (?1/1,000 £W<; < 1/1 00) 

LTTOVI£<; (21/10 000 tw<; <111.000) 

110Au OTTOVIE<; «1/10.000) 

AYVWOTI\ oUXVOTIl TO (O£v \JTTop£i va uTToAoYIOTEi OTTO TO oI08£OIIJO o£oojJ£va) 


AVOOTp£qJljJl\ A£UKoTT£via 

i 
__. 

Xpovo? OIjJoppayio<; KOI 
Xpovo<; TTp08polJl3ivll<; 
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Įw.::.. '--_
-...,-

_ 
OOVTlWV5 

AUįISASTKOl/nALT _İı!Ĳ -------_-------4 
HTTOTiTiao/ AyVWOTĵ 
XOAOOTOTIK6<; iKTEPO;;T 

�'01OPOXt�)OU PHOTOS Koi-rou-uTIo06plou 

l.l1IOTOeoxtc; v£PPWV Oupopopwv 
EqTl\l£<ppiTiDo +!'�lJJ��rL_---

Kī_(:nOAAoupio" Ayvwq!!L ________ ___ W 

LUIJTTTW/JOTO KOI OOlJEio uTTEpaoooAoyioS 

t;t;YEn-E.42S0-J3/4 

(240) 

010 
NOUTio 

! 'E _ __________________________ __.__.___._____ 

TO OVT! 
·--· -· -

MEAov' T I WT 
ATTOXPW�OTI01_'6<; TWV 

111010 a t TOU' TTOTO KOI TWV --- ------ -----------

___ XX __ X ______ _ 
AYVWOTI") 

at 10TOU 

TWV KOI TWV OOWV _  _  _ 
• 1110 _ _ _ _ __ _ ____ ________ _ 

_XX __ X _ ____Y_ ____ 
BMm TTOpOypOcpo 4.4 

2 BMm TTOpOypOcpo 4.4 
3 H voulio oX£Til£TOI OUXVOl£PO �£ Ulj)'1Ml£PC<; 060EI<; Ao�J30VO�EVC<; OTTO TO OlO�O- Av 01 
yocnp(VnpIKt<; aIOTOPOXt<; Eivol tKa'1Ac<;, �TTOpOUV va mploplOlOUV �( Trl Ar']lj)I") TOU OVO�O 
TTpoIoVTO<; Oll")V OPXr'] IOU YCU�OlO<; 
4 Ĭu�mpIAo�J3ovo�tv'1<; 1'1<; lj)£UOO�E�J3povWOOU<; KoAiTlaO<; KOI TI")<; OI�OPPOYIKr']<; KoAiT100<; 
� J3Atm TTOpOypOcpo 4.4) 

ETTlcpov(IOKo<; OTTOXPW�OlIO�O<; TWV aOVTIWV tXEI oVOCP(P8Ei TToAU OTTOVIO OC TTOlalO H KoAI'] 
OlO�OTlKr'] 
UYI(IVr'] TTpoAo�J3ov(I TOV OTTOXPW�OlIO�O, Ko8w<; ouvr']8w<; OTTOK08iOlOTOl �E TO J30UPTOI0�0 
TWV OOVTlWv. 
6 Mia �tTPIO OUmI")Ol") oc AST KalIl'] AL T tXCI 0'1�Clw8Ei oc 008Evci<; TTOU tAoJ3ov OVTlJ3IOTIKci T'1<; 
KOHlVOpio<; J3-AOKTO�'1<;, oAM I") ol")�ooio OUTWV TWV £Upl")�OTWV (ivOi OyvWOTIl_ 
7 AUlt<; 01 OV(TTl8U�I")TE<; EvtpY£l£<; tXOUV 0l")�EIW8Ei �E oAAE<; mVIKIAivE<; KOI KEcpoAoOTTOpivE<; 
� J3Mm TTOpOypOcpo 4.4)_ 

Av ovocpEp8(j OTTOIOar']TTOTE aCp�OTIKr'] oVliopool") UTTEPCUOI081")oio<;, I") 8Epomio 80 TTptml 
va OIOKOTTT£TOI (J3Atm TTopciypocpo 4.4). 
9 BAtm TTOPOyPOcpo 4.9
10 BAtm TTOpOypOcpo 4.4
11 BAtTTE 

4.9 Ym:pooao,\oyia 

4.4 

MTTOPEi va E�CPOVIOTOUV YOOTPEVTEPIKO OU�TTTW�OTO KOI OlorOPOXr'] TOU looluyiou uypwv KOI 
'lAEKTpoAuTWV_ 'Exc! TTOPOTI")PI")8Ei OXI")�orI0�6<; KPUOTOAAWV OJJOmIKIAivI")<; ora oupo, 0 OTToio<;, 
EviOlE, OOrlVEi OE VECPP!Kr'] ovmopKElo (J3MTTE TTopdypocpo 4.4)_ 

LTTOO�oi �TT OPEi VO E�CPOVIOTOUV OE OOSEVEi<; �E OiorOPOXri Tr1l; VECPPIKri<; Amoupyio<; r'] OE 
OUIOU<; TTOU Ao�l3ovouv ulj)I")At<; 060EI<; 
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GERomio OQAf]TOpioof]C; 

MOXOVIOIJOC; opoonc: 

LXEon 

MOXOVlOblOi oVTioTOOOC: 

XOPrlYIlOll lJEYOAwv 060Ewv 
nopoypo<po 4.4) 

f'..f'..YEn-E.4250-13/4 
(24u) 

'EX£! ovo<pEp8Ei OT! fJ OIJO>IKIAivfJ K081�OV(1 O£ OUPOKOS£TrlPU;, Kupiwe; IJ£TO anD £voo<pMf3lo 
Go nptml va TfJp£iTOI TOKTIKOe; EMYXoe; �OTOTfllOe; (�Mm 

To YOOTP£VT£PIKO OUlJnTwlJOTO IJnopouv va OVTlIJ£TWTIlOTOUV OUlJnTwIJOTIKO, oivOVTOe; 
npoooXr) 010 100�UY10 VEpou/rlAEKTPOAuTwv. 

H aIJO?IKIAiv'l/KAO�OUAOVIKO o?u IJnop£i va onoIJoKpuv8Ei ono T'lV KUKAOc.popio IJE 
OIIJOKOSOPOfJ· 

5. <l>APMAKOJ\OrlKEI: IAIOTHTEI: 

5.1 <l>ap ... aKoouva�JlKis IOlOH1US 

¢OPlJaKOSEponEUTIKr) KOTfJYOPIO: LuvouoolJoi nEvIKIAIVWV, OUlJnEpIAOlJl3oVOIJ£VWV TWV 
ovaoTOMwv �-AOKTOIJOO'lS, KWOIKOe; ATC: J01CR02 

H aIJO>IKI,\iVfJ EivOI lJio 'llJlouv8ETlKr) mVIKIAiv'l (OVTI�IOTIKO IJ£ �-AOKTC)IJIl) nou OVOOTEAAEI Eva r) 
nEploooT£PO EVSUIJO (ouxvo OVOc.pEpOVTOI wS npwT£TvES OOvO£OllS TWV nEvIKIAIVWV, PBP) OTIl 
�100uv8£TlKr) 000 HIS 130KT'lploKr)s nE1TTIOOYAUKOVfJe;, 'l onoio OnOl(AEi ovonoonooTO OOIJIKO 
OUOTOTIKO TOU 130KT'lpIOKou KunoplKou TOIXWIJOTOS. H OVOOTOArl HIe; 00v8£O'lS 
n£1TTlOoYAUKOV'lS OOIlYEI OTfJV onOOUVOIJWOfJ lOU KunoplKOO TOIXWIJOTOS, 'l onolo ouxvo 
OKOAou8£iTOI ono KUTTOPOAUOfJ KOI 80VOTO. 

H aIJO>IKIAiv'l Eivol Euoi08'lTfJ OTIlV OnOOOlJllOIl ono l3-AOKTOIJOOES nou nopOYOVTOI ana 
OVOEKTIKO �OKTr)PIO KOI, mOIJ£Vwe;, OEV EivOi OpOOTIKr) ono 1J0VfJ Tile; £VOVTI opyavlOlJwv nou 
napoyouv T£TOIO EVSUIJO. 

To KAO�OUAOVIKO 0>0 EivOi lJio �-AOKTOIJr} nou oX£TiS£TOI OOIJIKO IJE nEvIKIAivES. AnEv£pyonolEi 
OplolJ£va EVSUIJO Tr}S I3-AOKTOlJoOIlS anOTpEnoVTOe;, we; £K TOUTOU, Tr}V aopavonoir}or} TfJS 
aIJO>IKIAiv'le;. To KAa�ouAoviKO 0>0 IJEIJOVWIJEVO o£v OOKEI KAIVIKO XPriOlIJr} aVTI�oKH1PIOKr) 
miopaor} . 

PKlPD 

o XPOVOS OVW TIlS EAOXIOTr}S OVOOTOATIKr)S OUYKEVTPWOr}<; (T>MIC) 8EWp£iTOI OTI EivOI 0 
lJ£iĕwv K080PIOTIKOS nopoyovTOS OnOTEA£OIJOTIKOTr}TOS YIO Tr}V OIJO?IKIAivr}. 

01 cOo KUPIOI lJr}xoVlolJoi oVTiOTOOIl<; OT'lV OIJO?IKIAivIl/TO KAO�OUAOVIKO o?O £ivar 

• AopovonoillO'l one EKEiVf:S TIS 130KT'lploKts I3-AOKTolJoOES nou OEV ovaOTEAAOVTOI 01 

i15IEs ono KAO�OUAOVIKO o?o, OUlJmplAolJl3oVOIJEVWV TWV KOT'lYOPIWV B, C KOI D 
• M£TOl3oM) TWV PBP, 'l onoio IJEIWVEI T'l ouyytv£IO TOU OVTI130KT'lPIOKOO nopoyovTO YIO 

TO OTOXO. 

H 1J'l OlompOTOT'lTO �OKT'lpiwv ri IJIlXOVlolJoi aVTAios EKpOr)S IJnopEi vo npoKoAtoouv 
�aKTIlPlaKrl oVTiOTOO'l ri vo OUVTEAEOOUV OE OUTr), 1010lTEPO OE Gram-Opv'lTIKO 130KTrlP10. 
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J..ItvO Efofj KOI Il TOTTlKr') TT Afjp0<P0PIlOll 0X£lIKO IJE TfjV oVTfoTOOfj EivOI E TTl8uIJIlTr'), Kupiwc; 

-
-I----

Euoi081llOe; , 
_ .10 610KonQS EUOJoeĴoloS (�glml( ____ 

I Haemophilus inffuenzae' _.- ---.------�.- -- -------. 
--

I ---- --
I Staphylococcus 

Streptococcus 8 -'-
�ĵOCOC-Cl!-S pneumonia_H3_ ::;-=-Q} = 

--

B£v=uAu' It.vl'''Aiv'l�: 

AEPoBlol I.JIKPOOPYOVlg1!QJ 

AEpoBlol Gram-opvOTiKoi I.lIKPOOPYOVIOl.loi 
Haemophilus innuenzae2 

EiQo Via 0 miKTOTO oVTioTOOO blTTOpEr_VO l!Qo§ADHo 
AEpoBIOI Gram-opvDTIKOiJd.l..!S.QQoPYOVlobloi 

OVIO oi 
f--"'"---';";";;;:..:I.o.;;;":";;;';;;';';----="""';";"';;'-="-----.-.--.---.-----�-h:P0!3101 Gram-ODVOTIKOi IJIKPOOPYOVIOwoi 

IJIKPOOPYOVIOWOi 

I:! I:! YEn-E.42S0·13/4 
(24u) 

To orU.lEfo oloKoTTl'je; MIG YIO Trlv OIJO�IKIA!Vfl/lO KAo!3ouAoVIKO o�u £ivol £K£!VO TflC; EUPWTTO"jKĲe; 
ETTlTpOTTĳe; Y'O TOUe; AVTIIJIKpo!3loKoue; EAtyxouC; EUOI081lofoe; (EUGAST) 

°pYOVIOIJ°C; 
EvololJwOe; Av8EKTIKOC; 

. .::; 1 -
Moraxella catarrhalis 

--'---::; 1 -

aureus-r-
. 

::; 2 
. 

- . 
A, B, C, ..... ::; 0.25 

' . 

1-2 
01 OVO<pEP0J..l£VEC; TilJte; EivOI Y'O Tie; OUYKEVTpWO£Ie; AJ..IO�IKIA!VIlC;· 

> 1 
> 1 
>2 

> 0.25 
>2 

ria TOUe; OKOTTOUe; TWV 
o.tyxwv EUOI08IlofoC;, Il oUYKtvTPWOIl KAo!30UAOVIKOU o�toc; Opi=£TOI 010 2 mg/l 
2

01 OVO<pEPOIJEVEC; TllJte; EivOI Y'O TIC; OUYKEVTpWO£Ie; O�OKIAiVfje;. 
3

01 lllJte; TWV OfjIJE!WV OIOKOTTriC; OTOV TTivOKO J300i=OVTOI OlO OfjlJEio OIOKOTTrie; Tfle; A IJTTlKIAiVfje; 
4 01 TllJte; lWV OfjlJEiwv OIOKOTTriC; OTOV TTivOKO !300i=OV101 010 OfjJ..lE!O OIOKOTTr')e; Tile; 

o mlTToAooJ..loe; oVTio100fjC; EVOEXOlJtvwC; TTolKiAEI ovoAoyo J..IE lllv TT£PIOXr') KOI TOV xpovo Y'O 
£TlIAEY 
KOla Tfj 8Epomio oo!3opwv AOIIJW�EWV, AvoAoyo IJE TIC; oTTonr')oEIC;, 80 TTptml va =IlTEi101 fj 
OUVOPOlJri £I0lKOO 010V 0 TO TTIKOC; E TTlTToAoolJoC; oVTio100fje; OIOKU!3EUEI Tfj XPIlOlJ..l0TIlTO lOU 
TTOPOYOVTO lOuMXIOlOV DE OP10lJtvouC; TlJTTOUe; AOIJ..lw�£wv. 

Gram-8ET1Koi 
Staphylococcus aureus (EUoi08fjlOC; OTIl IJE8IKIAivfl)$ 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOI oMOI J3-oIJ..l0AuTlKoi oTpmToKoKKOI 

MoraxeJla catarrhalis 

TO onoio onoTEAEi ______ ___ _ _ 

Klebsiella pneumoniae 

Legionella pneumophila 

ADITIO! 
Chlamydophila pneumoniae 
Chlamydophila psittaci 
Coxiella bumetti 
Mycoplasma pneumoniae 

$ OAol 01 OV8EKTIKOi orr] J..IE81KIAivIl oTO<puMKOKKOI EivOi OV8EKTiKOi OTIlv 
OIJO�IKIAivfj/KAoJ30uAovIKO o�u, 
1 AUTO TO OKEUOOIJO OJ..lO�IKIAivfjC;/KAoJ3ouAoVIKOU o�toc; EivOi KOTOMfjAo YIO TIlv 8Epomfo TOU 
Streptococcus pneumoniae TTOU £ivOi OV8EKTIKOC; Olllv TTEvlKIAiVfj OTIC; EYKEKp'lJtvEe; EVOEi�EIC; 
�6vo (!3AtTIE TTOPOYPO<po 4.1). 

l:TEAtXfJ J..IE IJEIWlJtVfj EUOI081loio txouv ovo<pEp8Ei OE OPIOlJtvEC; XWpEe; Tfle; E E IJE OUxvOHlTO 

36 



KOTOVOIJO 

BIOiJETOOXf)IJOTIČ 

5.2 \'l)0PIJOKOOUVOIJIKES IOlOTrITES 

66 YHI-E.4250-J3/4 
(24(J) 

H OlJo�IKIAivll KOI TO KAOl3ouAOVIKO o�u OIOAUOVTOI nA�pwe:; OE UOOTIKO OI()AUjJO jJE CPUOJOAOYIKO 
pH KOl TO OUO OUOlOTIKO onoppocpwVTOI yp�yopo KOI I<OM jJEOW Tile:; 0000 XOP�YIlOIle:; ana TO 
OlOIJO. H onoppocp1101l Tile:; OjJO�IKIAivlle:;/TOU KA0130UAOVIKOU O�EOe:; I3EATloTOnolEiTOI OTOV 
AO\-l130VOOl OTIlV OPX� EVOe:; YEU\-IOTOe:;. METa ana XOP�Ylloll ono TO OlOjJO, 11 ojJo�IKIAiVIl KOI TO 
KA0130UAOVIKO O�O EivOI mpinou 70% 13100108toljJo To npo<pIA nMojJOToe:; KOI TWV OUO 
OUOTOTIKWV EivOI nop0\-lolO 1<010 Xpovoe:; EWe:; Til \-ItYIOlIl OUYKtVTPWOIl OlO nMojJo (Tmax ) OE 
Ko8E nEpinTWOIl EivOI nEpinou jJio WpO. 

H IJtoll-TljJq(±SO)lWV CPOPjJOKOKIVllllKWV nOpOjJEIPWV OIOE1OI nOpOKCIlW YIO TO OVOIJO 
npOIOVTOe:; XOPIlYOUjJEVO OE 45 mg/32 mg/kg Ko8E 12 hOE nOiOIOTpIKOOe:; 008EVEle:; 

01 OUYKEVTPWOEIe:; 11le:; OjJo�IKIAIVIle:; KOI lOU KA0130UAOVIKOU o�tOe:; OlOV opo, 01 onolEe:; 
EnlTUYXOVOVTOI fJE O\-lo�IKIAlvIl/KAol3ouAovIKO o�u, EivOI nOp0\-lOIEe:; \-IE EKEivEe:; nou nopOYOVTOI 
ana TIlV ana TOU OlOjJOTOe:; XOP�YIlOIl 1000UVOfJWV 060Ewv OjJo�IKIAiVIle:; � KA0130UAOVIKOU 
o�toe:; IJqJOvw\-Itvo 

nEplnou 250/0 TOU OUVOAIKOU KA0130UAOVIKOU O�EOe:; OlO nAoojJo KOJ 1 B% Tile:; OUVOAIK�e:; 
OIJO�IKIAivlle:; OTO nMo\-lo OUVOEOOI jJE npWl(ivEe:;. 0 EjJCPOV�e:; OYKOe:; KOTOVOjJ�e:; ElvOI nEpinou 
0,3-0,4 I/kg YIO Trlv ojJo�IKIAlvll KOI mpinou 0,2 I/kg ylO TO KA0130UAOVIKO O�U 

METa one EvoocpM1310 XOP�YIlOIl, TOOO 11 OjJo�IKIAiVIl 000 KOI 10 KAOl3ouAOVIKO o�u I3pt81lKOV 
OTIl XOAIlOOXO KU011l, OE YOOTPIKO 10TO, OTO otPIJO, OTO Ainoe:;, OE jJ U'IKOUe:; IOlOUe:;, OE 
Op8pOOJEAIKO KOI mplTOvo'iKo uypo, OTIl XOA� KOI OE nuov. H O\-lO�IKIAivll OEV KOTovtjJETOI 
IKovonolllllKO 010 EYKECPOAOVWTIOio UVpo. 

Ana fJEMTEe:; OE �wo OEV unopxouv Evo£i�EIe:; Via OIl\-lOVlIK� KOTOKPOTIlOIl OTOUe:; 10TOUe:; UAIKOU 
nou npotpXETOJ ana TO <POPfJOKO Via onOloo�nOTE OUOTOTIKO. H OjJO�IK1AiVIl, onwe:; 01 
nEpIOOOT£PEe:; mVIK1AivEe:;, \-InopEi va oVIxvEu8Ei OTO jJllTPIKO VOAO. LTO fJllTPIKO YOAO IJnopouv 
mlolle:; va EVTOTIIOTOUV ixvll KA0130UAOVIKOU oStoe:; (I3Mm nopoypo<po 46) 

Tooo 11 OfJoSIKIAiVIl 000 KOI TOfJ KA0130UAOVIKO o�u EXOUV OEISEI va olompvouv TOV CPPoYfJO TOU 
nAoKouv1O (I3Mm nopovpo<po 4.6). 

H ojJoSIKIAivll onol3oAAETOI EV JJEPEI OTO oupo we:; OVEVEPYO nEvIKIAAO·IKO o�u OE noooullEe:; nou 
1000UVOjJouv fJEXpl 10 EWe:; 25% Tile:; OPXIK�e:; Malle:;· To KA0130UAOVIKO o�u 1.J£T0130AI�ETOI 
EKTE1O\-IEVO OTOV dv8pwno KOI onol3dAA£Tol 010 oupo KOI TO Konpovo we:; OIO�EioIO TOU 
dv8pOKO OE anol3oMojJEVO atplo. 
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N£(j1PIKI'] OUOA£lTOé 

HnoTIKrj OUOA£lTO\!.PYlQ 

tJ.tJ.YEn-E.42S0-13/4 
(240) 

H KUPIO 000<; onol3oAr'\<; Y,O Hlv OæoçIKIAiVIl £ivOI ætow TWV v£q>pwv, £vw YIO TO KA0130UAOVtKO 
OçU Eivol KOI æ£ VEq>PIKOU<; KOI æ£ æIl VEq>PIKOU<; æIlXOVIOæOU<;, 

H OèoçIKIAiVIl/KAol3ouAovIKO OçU tX£! ætoll llælsWr'J onol3oAri<; KOHl npootYYIOIl æio WpO KOI 
ætOIl OAIKr) Ko80POil KOTO npootYYIOIl 25 IIh OE UYIr; OTOæO n£pinou TO 60 tw<; 70% TIl<; 
oæoçIKIAivll<; KOI m:pinou TO 40 £W<; 65% TOU KAo130UAOVIKOU oç£o<; onol3oM£Tol ovoMoiwTO 
OTO oupo KOTO TI<; nplim<; 6 h æ£TO ono Til XOpr;YIlOIl æEæOVWætvwv oloKiwv OVOæO npo'lovTO<; 
250 mg/125 mg ri 500 mg/125 mg, bIOq>Op£<; æEMT£<; txouv olomoHiJoEI 011 11 onoj3oAr; OTO 
oupa £ivol 50-85% YIO TrIV oæoçIKIAiVIl KOI ono 27 -60% YIO TO KAol3ouAoVIKO OçU ætoo O£ 
OlooTIlæa 24 wpwv, LTIlV n£piTTTwoll TOU KAoj3ouAoVIKOU oç£o<;. 11 æEyoAUT£PIl noooTIlTO TOU 
q>OpæOKOU onol3oMnol KOHl m; npwT£<; 2 wp£<; æETO ono Til XOpr;YIlOIl 

H napoMIlAIl XPri01l npoj3£v£OiOIl<; K08uOT£PEi Tllv onol3oAr; oæoçIKIAivll<;. oAM o£v 
K08uOT£PEi Til V£q>pIKr; onoj30Ar; KA0j30UAOVIKOU oçto<; (j3Mm nopoypoq>o 4 5), 

H Il\.llswr) oTToj3oAr;<; TIl<; OæOçIKIAivll<; EivOI nopoæolo OTO TTOIOIO IlAIKio<; 3 æIlvwv mpinou tw<; 
2 £TWV æE TO æ£YOAUT£PO nOIOIO KOI £VIlAIKOU<; LTO noAu V£OPO nOiOIO (TTEpIAoæj3ovoætvwv 
TWV V£OytVVIlTWV) KOHl TIlV TTPWTIl E1300æaoo TIl<; SWr)<; TOU<;. TO OIOOlIlæO XOpr;YIlOIl<; o£v 80 
nptml va uTT£Pl3oiv£1 TI<; QUO q>opt<; TIlV Ilætpo A6yw TIl<; oVWPIæOTIlTO<; TIl<; VEq>pIKr;<; ooou 
oTTEKKPIOIl<;. Eq>ooov 01 IlAIKIWætVOI 008£VEi<; £ivol m80voTEPO va TTOPOUOIOsouv æJ£lwætvll 
V£<PPIKr) A£lTouPyio, 80 nptml va 008EI npoooxr; OTIlV EmAoYr) TIl<; MOIl<; KOI ænop£i va £ivol 
XPriOllJ1l Il TTOPOKOAOu81l01l TIl<; V£q>PIKri<; Awoupyfo<;, 

MHO ono XopriYIlOIl ono TO OTOæO 0æ0çIKIAfvll<;/KA0I30UAOVIKOU oçto<; o£ uYI£i<; OVop£<; KOI 
yuvOiK£<;, TO q>UAO OEV nopOUOIOSEI OIWOVTIKri miopooll OHI q>opæoKOKIVIlTIKri, £in TIl<; 
oæoçIKIAIVIl<;. £iTE TOU KA0130UAOVlKOU oçto<;, 

H OUVOAIKr) Ko80POll HI<; OæOçIKIAivll<;lTou KA0130UAOVIKOU oçto<; OTOV opo æ£IWV£TOI KOl' 
ovaAoyio æE Tll lJ£IOuæ£VIl VEq>PIKri A£lTouPylo, H æEiwOll TIl<; Ko80POIl<; TOU q>OpæOKOU EivOI mo 
tKollAIl ylO Tllv OæOçIKIAlvll o£ oXtoll æ£ TO KA0130UAOVIKO OçU K08w<; plow Tll<; V£q>PIKr)<; ooou 
onoj3oM£TOI IJEYOAUT£PO nooooTo OæOçIKtAivll<;, LuvEnw<;, OHI v£q>PtKri OUOA£lTouPyio, 01 
060£1<; nptn£1 va npOA0I-lj3ovouv Tllv OOKOTTIl ouoowPEUOll oæoçIKIAiVIl<; KOI va OIOlllPoUV 
napoAAllAo mopKr) mimoo KA0130UAOVIKOU oçto<; (I3Mm TTOpOypOq>o 4,2). 

Ao8£VEi<; æE IlTTOTlKr) OUOA£lToupyio 80 TTptml vo Aoæl3ovouv MOll æ£ npoooxri KOt 80 nptml 
va nopOKoAOu8EiTOI 11 llTTOlIKri A£lToupyio ova TOKTO OIOOTr)æOlO, 

5.3 npOMIVIKO OlOOJ,JtVO Via Hlv oacpoAllo 

Mil KAIVIKO o£ooætvo OEV onoKoAUTTToUV Konolov EIOtKO Kivouvo Ylo TOV ov8pwno æE 130011 
lJ£AtTE<; q>OpæOKOAOylo<; 00q>0'\£10<;. yovloloTOçIKOTIlTO<; KOI TOçIKOTllTO<; OIllv OVOTTOPOYWYIKri 
IKavoTllTO. 

M£A£TE<; TOçIKOTllTO<; £TTOVOAIlTTTIKWV 06o£wv nou TTpOyæOlOTTOIr'J8IlKOV OE OKUAOU<; æE 
oèoçIKIAivll/KAoj3ouAovIKo oçu. KOTOOEIKVUOUV YOOTPIKO £pE810æO KOI £I-IETO KOI 
oTToXPWIJOTIOlJtvll yAwooo. 

bEV txouv 0IEçoX8Ef æEMT£<; KopKlvoytv£Oll<; æ£ TO OVOIJO npoI6vIO<; ri TO OUOTOTIKO lOU, 
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IJ£XPI 

tJ.tJ. YErI-EA250-J3i4 
(24a) 

6. <1>APMAKEYTIKEl: nAHPO<1>OPIEl: 

6.1 KOIOAoyot.; [KOOXWV 

6.2 AUUIJ130101'll[t.; 

6.3 tlloPKUO Nwr'Jt.; 

6.5 <J>UU'l KOI UUUTOIIKO IOU u[pliKI'l 

EAtYX£TE OTi TO mppo YlOlJo Eivol OSIKTO TTplV OTTO Trl Xpbof) AVoKIVEfTE Tf) QlloAIl Ylo va 
c£KoAAbO£l f) KOVl(;. npOOS£OT£ v£po (OTTWS EVOEiKVUTOI TTOpOKOTW), OVoOTP£4JT£ Kol 
OVOKIVr'jUT£ KoAO. EvoMoK TIKO YElJioT( Tf) QlloAf) IJE VEPO IJ£XPI Aiyo TTOpoKOTW O TTO Tf) XOpoyb 
onlv £TlK£TO Tf)<:; QlloAf)<:;, OVOOTP£4JT£ Kol oVoKIVbOT( KoAO. rTIl OUV£XElo Y£lJiOT£ fJ£ VEPO 
oKPIr3WS Tf) XOpoyb, OVoOTpt4JTE KOI noAI oVoKIVbOT( KoAO 

AVoKIVbOT£ KOAO Tf) (j)IOAf) nplv ana Ko8£ MOf). 

7. KATOXOI: THI AAEIAI KYKAO<1>OPIAl: 

8. API0MOI:(OI) AAEIAI: KYKAO<J>OPIAI: 

9. HMEPOMHNIA npOTHI: ErKPII:HI: I ANANEOI:HI: THI: AAEIAI: 

10. HMEPOMHNIA ANA0EOPHIHI: TOY KEIMENOY 
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(240) 

1l.1. 	H n£piAIllJ11l XOpOKlllprOTrKWv TOU npOiOVTO<; <pOPfJOK£UTlKWV npoiovlWV nou n£prtxouv 
OpaOTlKO OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, IlloKio EAEYX6J.1EV'1" 
aTTol)tOJ.lEUO'1" 1000mg/62,5mg/tab Opi¶£TOI w<; £·¸<;: 

1. ONOMAl:1A TOY <llAPMAKEYTIKOY npOIONTOI 

OVOfJO npo'iOvTO<; 1000 mg/62.5 mg oloKio EAEYXOfJEvIl<; onootofJEUoll<; 

2. nOIOTIKH KAI nOIOTIKH IYN0EIH 

Ko8£ OloKio EAEYXOfJEVIl<; onootOfJ£UOll<; mpltXEI Amoxycillin trihydrate nou OVTlOTOIXEi OE 
Amoxicillin 562,5 mg + Amoxicillin sodium nou OVTlOTOIXEi O£ Amoxicillin 437,5 mg + 
Clavulanate potassium nou OVIIOTOIXEi OE Clavulanic acid 62,5 mg 

flo TOV nA¸Pll KOTOAoyo lWV EK06xwv, I3A. nopoypo<po 6.1. 

3. 	 tl>APMAKEYTIKH MOP<llH 

4. KAINIKEI nAHPO<llOPIEI 

To OVOfJO npo'iOvTO<; EVOEiKVUIOI YIO Illv 8EpomJo 111<; E·WVOOOKOfJrOK¸<; nV£ufJovio<; OE 
Ev¹AIK£<; Kor £<p¸l3ou<; IlArKio<; TOuMXIOTOV 16 nwv, nou npoKA¸81lK£ ¸ nrominm on 
npoKAº81lK£ ana OV8£KIIKO OTIlv n£vlKIAivIl Streptococcus pneumoniae (I3Atn£ nopoypo<po 

eo nptml va AOfJ130VOVTOI unolJ11l 01 (TIiollfJ£<; oOllyi£<; OVO<pOPIKO fJ£ Illv KOTOAAr,AIl XP¸oll 

4.2 lloooAoyia KOI Tp6TTO" xopl'Jy'1o'1" 

01 060£1<; £K<PpO¶OVTOI O£ oAo TO K£ifJ£vO w<; npo<; 10 n£pIEXOfJ£VO OE OfJO·IKlAivIl/KAol3ouAovIK6 
o·u fJE E·oip£OIl OlOV 01 000£1<; 0llAwVOVlOl W<; npo<; tva fJEfJOVWfJtvo oUOTom:O. 

HMoI'] OVOfJO npoiovTO<; nou (TIIAtY£TOI ylo Til 8Epomio fJIO<; fJEfJOVWfJtvIl<; AoifJw·Il<; 80 
nptml va AOfJl3ov£1 unolJ11l: 

• 	 To OVOfJEVOfJ£VO n080yovo KOI Illv TIl80v¸ TOU<; wOl081loio O£ aVTll3oKlllPIOKOU<; 

nopoyovTE<; (I3Atm napoypo<po 4.4) 
• 	 Til 130PlJTIlTO KOI TO OllfJEio 111<; AoifJW·Il<; 

• 	 TIlV IlAIKio, TO l3apo<; KQI Til VE<PPIK¸ Amoupyfa TOU 008EVOO<;, onw<; <pOiV£TQI nOPOKalW 

H 8Epamio OEV 80 nptml va (TIEKl08£i ntpov lWV 14 IlfJEPWV xwpi<; (TIOVE·tTooll (I3Atm 

nopaypo<po 4.4. 0XOIKO fJE lllv napOTETOfJtvIl 8Epomio), 


KOI > 16 ETWV 


LUVI01WfJEVE<; OOOEI<;: 

Mo oloKia 000 <popt<; lllv IlfJtpO Ylo ETITO tw<; OtKO IlfJtPE<;. 


no 1010 < 16 ETWV 

To OVOfJO npoiovlO<; OEV EVOUKVEITOI yro nOIOlo IlAIKio<; < 16 ETWV. 
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Mv 8£wp£iTOI onopoiH1Hl fl ovonpoooPlJoy� Tfl<; MOfl<; 

/).£V OnOIT£iTOI ovonpOOOPlJoy� Tfl<; OOOfl<; OE 008EVEi<; IJE K08opOfl KPEOTIVivfl<; (CrCI) 
IJEYOAUTEPfl ana 30 ml/min 

LE 008EVEi<; IJE K08opOfl KPWTIVlvfle; IJIKPOTEpfl ana 30 mllmin, fl XP�ofl TOU OVOIJO npolOVlOe; 
OEV OUVIOTClTOi Ko8we; o£V £ivOi OUVOT� fl ovonpoooPlJoy� Tfle; MOfle; 

To OVOIJO npolovlO<; npoopi<':£lal Ylo XP�oll ana TO OlOIJO 

XOP�yf']Or] KOla TrlV tvop&r] £voe; y£UIJOTO<;. WOT£ va £AOXIOlOnolfl8Ei 11 £VOEXOIJEVr] 
yOOTPEVl£PIK� OUOOVE&io KOI va I3£ATloTOnolfl8EI fl onoppoq>flOfl Tfl<; OIJO&IKIAiVr]<;lTou 
KA0130UAOVIKOU o&to<;. 

To oloKio OVOIJO npoIovTO<; £[VOI OIXOTOIJOUIJEVO WOT£ va ono<,:ouv OE OUO ioo KOIJIJOTIO Ylo 
EUKOAlo OTflv KOTOnOOfl. AUTo O£v tXEI oKono va IJ£lWO£1 Tfl MOfl Tfl<; q>OPIJOKWTlK�e; oywy�<;. 
KOI TO ouo KOlJlJOnO nptn£1 va AOIJ130VOVTOI Tf']V 1010 OTIYIJ� H ouviOTWIJ£Vfl OOOr] lOU OVOIJO 
npoIOVTOe; EivOi OUO oloKlo 000 q>opte; Tflv fllJtpO. 

4.3 AVTEVO[i#[I(; 

YnEpEUOI081l0io OTIe; OPOOTlKt<; ouoi£e; OE onOloo�nOT£ ana TIe; nEVIKIAlVE<; � OE KonOIO ano TO 
£KOOXO 

10TOPIKO ool3op�e; OIJWfl<; OVTlopOOIl<; ump£u0I08floio<; (n·x ovoq>uAo&lo) O£ OAAOV 13-
AOKTOI-'IKO nopoyovTO (n.x. K£q>oAoonopivfl. Kopl3omvtlJfl � IJOV0I30KTOlJfl)· 

laroplKO iKl£pOu/f']nOlIK�<; ouoAmoupyio<; Myw OIJ0&IKIAivfl<;/KA0I30UAOVIKOU o&toe; (I3AtnE 
nopoypoq>o 4.8). 

4.4 EIOIKiC; TTPO[IOOTTOltlOW; KOI TTpQ(puAo#[IC; KOTO HI XPrlO'1 

nplV ono TIlV tvop&r] S£ponEioe; IJE 01J0&IKIAivfl/KA0[30UAOVIKO O&U, So nptml va yiV£1 

npOO£KTlK� ol£P£uvfl0r] OVOq>OPIKO IJE npoflyoOIJEV£<; OVTIOPOO(l<; un£pEUOI081l0ioe; OTIe; 

mVIKIAivE<;, 11<; KEq>OAOonopivu; � OAt-OUe; nopoyovl£e; IJ£ j3-AoKTolJll ([3Atm nopoypoq>oue; 4.3 

KOI 4.8) 


Loj3opte; KOI mploTOolOKO SOVOTflq>0PE<; OVTIOpOO£Ie; umpEuol08flOioe; (ovoq>uAo&io) txouv 

ovoq>Ep8Ei OE 008£v£ie; uno 8Epon£io IJ£ nEvIKIAIVIl. AUTte; 01 OVTIOpaOEIC; EivOI m80voTEPO va 

EKOllAw80uv OE OTOIJO nou txouv 10TOpiKO unEpwOI08flOioe; OTflv nEvlKIAivfl KOI OE OTOniKO 

0101..10 
 Eov nopouolooTEj IJIO OAA£PYIK� oVTiopOOIl, fl 8EponEjo IJE OIJO&IKIAfvfl/KAoj3ouAavIKo 
oĉu nptml va OloKonEi KOf va �£KIV�O£1 KOTOAAflAfl EVOAAOKTIK� 8EponEio. 

LTIlV mpimwoll nou lJio AOjIJW&1l EivOi onoo£oEIYlJtvo Myw IJIKpOOPyOVIOIJOU(wv) 
Euoi08flTOU(WV) OTllv OIJO�IKIAIVIl. TOTE nptml va £&£lO<,:ETOI TO £VO£XOIJ£VO I..I£lOq>OpOe; ana 
Ol-'o&IKIAivIl/KAol3ouAovIKO o&u OE OIJO&IKIAlvfl OUIJq>wvo IJE TI<; miOfllJ£<; OOf']yi£<; 

LnaolJoi IJnopEi va EIJq>OVIOTOUV O£ 008EVEie; IJ£ OIOTOpOX� Tfl<; VEq>pIK�e; Awoupyio<; � OE 
OUTOU<; nou AOIJ[3ovouv UljJIlAte; MOEIe; (j3Atm nopoypoq>o 4.8). 
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XOP�yf']Ofl IJ£ npooox� KOI tAEYXoe; Tfl<; IlnOllK�e; Awoupyio<; OE TOKTO XPOVIKO OIOOT�IJOTa 
(l3Atm nopoypoq>oue; 43 KOI 4.4). 
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AOIJ(3oVOJJEVOQTTO 0101J0 OVTmOKTIKO 

MESmpE(OTO 

npol3Ev£Oior] 

66YEn-E.4250- J 3/4 
(24n) 

H napouoio KAol3ouAoVIKOU o�to� 010 OVOI-lO npOIOVlO� I-lnopEi vo npoKoAto£l l-l1l £lOIK! 
OuvO£OIlIgG KOI A£UKWI-lOTiVIl� I-lE Epu8pOKUTTOpIKt� I-lEI-lI3POVE� KOI VO OOlly!OEI OE 4J£U0r') 
8£11KO tAEYXO Coombs. 

YnaPXOUV ovocpopt� 8£TIKWV onmEA£Ol-lOTWV I-lE TO Tt01 8io-Rad Laboratories Platelia 
Aspergillus EIA OE aoSEvEi� nou Aal-ll3ovouv Ol-lo�IKIAivll/KAol3ouAovlKo o�u, 01 onoiol OTIl 
auvtXEIO I3pt81lKE OTI OEV Eixav Aoil-lw�1l ana Aspergillus 61001OUpOUI-lEVE� OVTlOpOOE1� I-lE 
nOAuoaKxopiOla KOI noAucpoupavoi;E� nou OEV nou OEV nEplEXoUV Aspergillus I-lE TO TE01 8io­
Rad Laboratories Platelia Aspergillus EIA txouv ovacpEpSEl Enol-ltvw�, SUIKO OnmEAEal-lOTO 
OOKII-lOOlWV aE aoSEvEi� nou AOl-ll3avouv Ol-lo�IKIMvIl/KAol3ouAov'Ko o�u So nptnEI vo 
EPIJIlVEUOVTOI I-lE npoooxr') KOI vo Eml3EI301ovovTOI I-lE aAAE� OIOYVWOTIKt� I-JES60ou� 

AUTO TO CPOPI-lOKEUTIKO npolov mpltXE1 29.3 mg (1.3 mmol) vmpiou ova oloKlo. H 
npoEloonolllofl OUT! SO nptml va A0l-ll3ovETOI un04Jfl ana OOSEVEie; nou aKOAOUSOUV OiOl1O I-lE 
EAEYX0I-lEVfl nEpiEKTIKOTfl1O OE VaTpIO. 

4.5 AMIlAEniopoaw:; !-IE oMo q>OP!-lOKEUTlKO npo"iovTo KOI OMEc;, !-Iopq>iC; 
oMIlMniopoollC; 

TO 

Aal-ll3aV0I-lEVa ana TO OTOI-lO OVTITIIlKTIKO KOI nEvlKIAIVOUXO OVTII3IOTIKO txouv XPflOiI-lOnolrJSEi 
Euptwe; OTflV npo�1l xwpie; avocpopte; oMflAmlopOOIle;· 001000, OTfl I3ll3Aloypocpio unopxouv 
nEpITIlWOEIe; oU�lll-ltvou OIESVOUe; KovoviKOnOIIlI-l£VOu A6you OE OOSEVEi� nou OUVTllpoUVTOI I-lE 
A!4J1l oKEvoKoul-lapOAIle; V 130Pcpopivfle; KOI OTOU� onolou� XOPIlYEi101 tva OX!I-lO aI-lO�IKIAivfl� 
IE nEpiTIlWOIl nou EivOi onopoiTIlTIl 11 OUYXOP!YIlOIl, Sa nptnEI vo nopoKoAou8Ei1OI 
npoaEKTIKO 0 xPOvoe; npo8pol-ll3ivfle; ! 0 OIESV!� KOVOVIKOnOlfll-ltvoe; A6yoe; I-lE TflV npoa8!Kfl ! 
Tllv anooupoll Tile; aI-lO�IKIAivfle;· EmnAtov, EvotX£TOI va Eival anapoiTflTE� avanpOoapl-loyte; 
TIl� 0601l� Aal-ll3aV0I-lEVWV ano 10 OTOI-lO OVTITIIlKTIKWV (I3AEnE nopaypocpoue; 44 Kal 4.8) 

01 nEviKIAivE� EvOtX£TOI vo I-lEIWOOUV Tllv tKKPI01l I-lE8mpE�oTfl�, YEYOVO� nou npoKOAEi 
EVOEX0I-lEvll OU�llor] lO�IKOTr]1O�. 

H ouyxoPVyr]or] I-JE npol3Ev£Oiofl OEV OUVIOT01OL H npol3EvEOIOfl I-lEIWVEI Tr] VECPPIK! 
owAr]vaplaK! ontKKplOr] Hie; aI-lO�IKIAiVrJ� H ouyxoPr')YflOfl I-lE npol3Ev£Oior] I-lnopEi vo OU�!O(I 
KOI va mll-lflKUvEI TO mimoa aI-lO�IKIAlvrJe; OTO ail-la aAM 0XI TOU KAa13ouAavlKOU o�to� 

4.6 KUlloll KOt yoAouXia 

MEAETEe; OE i;wa OEV KOTtoEI�av OI-JEOEe; V £I-lI-l£OEe; miKivoUVEe; mITITWOEIe; OTr]V EYKUI-l00UVr], 
OTrJV avomuİfl TOU EI-lI3PUOU, OTOV TOKUO ! OTq I-l£TOYEVVrJTlKV avoTIlu�rJ (¤AEm nopoypacpo 
5.3). nEplOplOl-ltva olOlXEia 0X£TIKO I-lE Tr] Xp!orJ aI-lO�IKIAivrJe;/KAal3ouAavIKou o�toe; KOTO Tfl 
OlopK£la Tile; KU!OEWe; OE avSpwnou� OEV unOOEIKvuouvau�r]l-ltvo Kivouvo OUYYEVWV 
Olal-lapTIWV. IE I-lla I-l0VO I-lEMTfl OE yuvaiKE� I-lE npowpo lOKUO, nopOTr]pVSflKE OTI 
np ocpuAaKTIKr') aywyr') I-JE al-lO�IKIAivfl/KAal3ouAovlKO O�U I-lnOpEj va ouaX£TI01£i I-lE OU�r]l-ltvo 
Kivouvo EAKOVEKPWTIKr')� EVTEpOKOAiTIOO� TWV vwyvwv. H XP!Or] nptnEI va anocpEUYETOI KOTO 
Til OlopKEla TIl� KUflOfl�, EKT6� EOV 8EWPEi1OI anapaiTflTrJ an6 TOV YIOTp6 

KOI 01 OUO OUOIE� ano¤oMov101 OTO I-lr]TPIKO YOAO (Tino1O O(V EivOI YVW010 Yla TI� EmOpOOEIe; 
TOU KAOf3ouAoVIKOU o�to� 010 I3ptcpo� nou 8r]M!;£!) Iuvmw�, 010 I3ptcpo� nou 8r]M!;EI (ivOi 
TIl80v! r] EI-lCPOV10fl OloppOla� KOI I-lUKr]TIOOlK!� AoiI-lW�r]� TWV l3A£vvoyovwv, onC)l( \..JTIop(i vo 
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/',/',YEn-E.42S0-J3/4 
(240) 

XPEIOOTEi vo OIOKOTTEi 0 8rJAOOIJO<;. H OIJOÐIKIAivrJ/KAa!3ouAovIKO oÐu 80 TTptml va 
XPrJOIIJOTTOIEiTOI IJOVO KOTel TrJ OIOPKEIO TOU 8rJAOOIJOU IJ£TO OTTO oÐloMYrJorJ TOU o<ptAou<;/TOU 
KIVOUVOU OTTO TOV 8EPOTTOVTO YIOlpO. 

4.7 ETTl6poom; on,v IKovorr,To o61'jVIlollS KOI XllPIOIJOU J.lIlXOVWV 

l:J.EV TTPOYIJ0l0TTOlri8rJKOV IJEAETE<; 0X£TIKO IJE 11<; ETTIOPOOEI<; OTrJV IKOVOTrJTO ooriYrJ0rJ<; KOI 
X(lP10IJOU IJrJXovwv. OOTOOO, EvOtX£TOI VO TTOPOUOIOOTOUV OVETTl8ulJrJTE<; EvtpY£I£<; (TTX 
OAA£:PYIKt<; OVTlOpaOEI<;, <OArJ, oTTool-loi), 01 oTToiE<; I-lTTOPEi vo £TTrJPEOOOUV TrJV IKOVOTrJTO 
ooriYrJ0rJ<; KOI X£IPIOIJOU IJrJXovwv (!3Atm TTOPOYpO<po 4.8). 

4.8 AVlTTl9uJ.lIlTlS EviPVEllS 

01 TTOIO OUXvo ovoq>£p8£io£<; OVETTl8ulJrJTE<; £vtpYEIE<; (AE) EivOi OIOPPOIO, vouTio KOI tIJETO<;. 

01 AE OTTO KAIVIKt<; OOKllJt<; KOI I-lET£YKPITIKri TTOPOKOAou8rJOrJ IJ£ TO DvolJO TTpoIoVTO<;, 
TOÐIVOl-lri8rJKOV OUIJq>wvo I-l£ TrJV KOlrJyopio oPyovou OUOTriIJOlO<; KOTO MedORA KOI 
TTOPOli8EVTOI TTOpOKOTW. 

riO TrJV TOÐIVOlJrJOrJ TWV OVETTl8uIJrJTWV £V£PY£IWV XPrJOIIJOTTOlri8rJKOV 01 TTOPOKOTW opoAoyiE<;. 

nOAU Ouxvt<; (Ñ1I1 0) 

LUXVt<; (Ñ1/100 tw<; <1/10) 

DXI ouxvt<; (Ñ1!1.000 tw<; <1/100) 

LTTOVIE<; (Ñ1/10.000 tw<; <111.000) 

nOAl! OTTOVIE<; «1/10.000) 

AYVWOTrJ OUXVOTrJTO (o£v I-lTTopEi vo UTTOAOYIOTEi OTTO TO olo8tOlIJO OEOOlJtvO) 


AYVWOTrJ 

l:J.IOlO 0 t TOU VEU 

AYVWOTrJ 

• ----
UTT( 

AYVWOTrJ 



nopoypapou<; A m 

LUlJmWblOTO Ko/ oOIJEio unEPooooAoyioC; 

GEpamlO ooAmDpiooQ(; 

L\L\YHI-E.4250-J3/4 

yAwooa 

(24a) 

BAtm: nopoypo<po 4.4 
2 BAtm: nopoypo<po 4A 
3 H VOUTIO OXHrÓHo/ ouxvcmpo ÔE U4Jr'lMTEPE<; 060(1(; AoÔ!3avcÔEVE<; onc TO OTcÔa. Av 01 
yOorPEVTEPIKt<; OIOTOpoXt<; EIVOI tKO'1AE<;. Ônopouv va m:PIOPIOlOUV ÔE T'1 AÕ4J'1 lOU OVOÔO 
npoIovTO<; OT'1V oPXÕ TOU YEUÔOTO<;. 
4 Z:uÔm:p'AoÔ!3ovoJ,Jtv'1<; 1'1<; 4JEUOOJ,JEÔ!3povwoou<; KOAiTlOO<; KOI Tr'l<; OIJ,JOPPOYIKÕ<; KoAiTIOO<; 
i!3AEm: nopoypo<po 4A) 

Mia I-ltTPIO OUÖ'1or'l OE AST Kal/Õ AL T tX£I O'1J,JEIWSEI OE OOSEVEi<; nou tAa!3ov OVll!3IOTtKO Tr'l<; 
Korrlyopiac:; !3-AOKTOI-l'1<;. oAM '1 OIlJJoOio OUTWV TWV EUPr'lÔOTWV Eivol OYVWOT'1. 
(} AUTt<; 01 OVETIlSOJ,Jr'lTE<; Evtpym<; txouv OflJ,JEIWS£f JJE OAAE<; TIEVIKIAivE<; KOI KE<poAoOTIOPIVE<; 
�!3AEm: nopoypo<po 4 A) 

Av avo<pEpSEi onolooÕnoT£ OEPJ,JOTIKÕ oVTiOpo0r'l UTIEPEUOIOSr'lOIO<;. fl SEponEio So nptTIEI 
va oloKomE101 (!3Atm: nopoypa<po 44) 
8 BAtm: nopoypo<po 4.9 

J'9 BAtm: nopoypo<po 4.4
10 BAtm: 4.3 KOI 4 

4.9 YlTEp6oooAoyio 

MnopEi va EJ,J<pOVIOlOUV YOOTPEVTEPIKO ouÔmwJ,JOTo Ko/ OIOTOpOXÕ lOU 100ÓUYIOU uypwv KOI 
flAEKTpoAuTWV. 'EXEI nOpOTr'lPflSEi OX'lJ,J0110J,J0<; KPUOTOAAwv aI-lOÖIKIAiv'1<; 010 oOpo, O OTIoio<;. 
EvioTE. oOflyEi OE VE<PPIKÕ avmapKElo (!3Atm nopoypo<po 4.4). 

LnooJ,Joi J,JTIopEi va EJ,J<pOVIOTOOV OE OOSEVEi<; J,JE OIOTOPOXÕ Tfl<; VE<PPIKÕ<; Amoupyio<; Õ OE 
OUWO<; nou AOJ,J!3ovouv U4Jr'lAt<; 060£1<;. 

'EXEI ovo<pEp8EI O Il fl OIJOÖIKIAfVfl K081ÓOVEI OE OUPOKOSHÕPE<;. KUPIW<; J,JHO ana EVOO<pAt!310 
XOPÕYflOfl IJEyoAwv 06oEwv. Go nptml va H1PEi101 1OKTlKO<; tAEyxo<; !30101flTO<; (!3Atm 
napoypo<po 4.4) 

To YOOTPEV1EPIKO OUIJnTWI-l010 J,JTIOpoOV va aVTIJ,JETWTIlOTOUV oUJ,JnTwJ,J01IKO. OiVOVTO<; 
npoooxÕ OTO 100ÓOYIO vEpoO/'1AE1<TpoAuTWV. 
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MOXOVIO\-lO<; opoooc; 

LXton PKlPQ 

0IIJOK080po'1. 

5. <l>APMAKOI\OrlKEI ILUOTHTEI 

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

H OIJO&IKIAiV'1/KAo!3ouAoVIKO O&u !.mop£; vo OTTO\-lOKPUv8£i OTTO l'1V KUKAo(j)opio 1-/£ 

<l>op\-lOKo8EpOmUTlKI') KOT'1yopio: Luvouoo\-loi mVIKIAIVWV, OUI-/TTEPIAol-/!3oVOl-/tvwv lWV 
OVOOlOA(WV !3-Ao KTO 1-/00 '1<; , KWOIKO<; A TC: J01 CR02 

H OIJo&IKIAiv'1 £.iVOI 1-/10 '1l-/louv8ETlKI') mVIKIAiv'1 (OVTlI310TIKO IJE I3-AOl<T0P'1)TTou ovooTtAAtl tva I') 
mploooTEPO tV<UI-/O (OUXvo oVO(j)tpOVTOI w<; TTPWIEIV£<; oUVO£o'1<; lWV TTEVIKIAIVWV, PBP) 01'1 
!3loouv8ElIKI') 006 T'1<; 130Kl'1pIOKrl<; mTT TlooyAuKOV'1<;, '1 oTTolo OTT OTEA£i OVOTTOOTTOoTO OO\JIKO 
OUOTOliKO TOU !30KT'1PIOKOU KUTTOPIKOU TOIXWI-/OTO<;. H ovooTOAI') T'1<; ouv8£O'1<; 
mTITlooyAuKOVrJ<; oorw£i OT'1V OTTOOUVOI-/W0'1 TOU KUT1OPIKOU TOIXWI-/OTO<;, rJ oTTolo OUXVO 
oKoAou8EiTOI ono KUTTOpoAu0'1 KOI 80VOTO. 

H OI-/O&IKIAiv'1 EivOI £uoi08'1T'1 OT'1V OTTOOOl-/rJ0'1 ono I3-AoK1OI-/OOE<; nou TTOPOYOVTOI ono 
OVeEKliKO !30KT]PI0 KOI, ETTOI-/EVW<;, OEV Eivol OpOOTIKI') OTTO 1-/0V'1 T'1<; EVOVTI 0PyovIOI-/WV TTOU 
nopoyouv T£TOIO tV<UI-/O 

To Kho!3ouAoVIKO o&u EivOJ I-/io I3-AoKTol-/'1 nou 0XETi<ETOI OOI-/IKO 1-/£ nEvIKIAlvE<;. AnEvEpyonolEi 
0PIOI-/£VO tV<UIJO T'1<; I3-AoK1Ol-/oo'1<; onoTptnov1O<;, w<; £K TOUTOU, l'1V oopovoTToi'1ofj T'1<; 
OI-/O&IKlhiv'1<;. To KAol3ouAoVIKO o&u I-/EI-/OVWI-/£vO O£V oOK£1 KAIVIKO X pI') 011-/'1 OVTI!30KT'1PIOKI') 
ETTiOpoo'1. 

o Xpovo<; OVW T'1<; £MXIOTfj<; ovooTOAlIKI')<; OUYK£VTPW0'1<; (T>MIC) 8EWp£i101 OTI Eivol 0 
IJ£i<wv K080P'OTlKO<; TTOpOyOVTO<; OTTOTEAwI-/OTIKOT'1TO<; y'o TfjV OI-/O&IKIAiv'1. 

01 OlIo KUPIOI lJ'1xoVlol-/oi oVTioTOOfj<; OT'1V OI-/O&IKIAivfj/TO KAo!3ouAoVIKO o&u EivOI: 

• AOPOVOTTOirJo'1 OTTO EKEivE<; TI<; 130KT'1PloK£<; I3-AoK1Ol-/oO£<; TTOU OEV ovooTtAAov101 01 

iOIE<; OTTO KAol3ouAoVIKO o&u, oUl-/mpIAol-/!3ovol-/£VWV TWV KOT'1YOPIWV B, C KOI D. 

• METO!3oh] TWV PBP, '1 oTToio I-/£lWV£1 Tr] OUYY£VEIO TOU OVTlI30KT'1PIOK00 TTOPOYOVTO y'O 

TO OlOXO 

H I-/rJ OIOmpOTOTfjTO 130KTrJpiwv ij tJrlXOVlol-/oi oVTAlo<; £KPOI')<; I-/nopEi va TTPOKOAtoouv 
!30KT'1PIOK] OVTioTOo'1 I') va oUVTEA(oouv OE OUT 1'). 1010iTEPO OE Gram-OpVfjllKO !30KTI')PI0. 

46 



ts; of)I-lEiWV O IOKOTTQSO TOV [300iāOVTOI(!!O of)IJEiO OIOKOTTQC; TI)<; AfJTTlKIAiVf)S 

A£P013101 !..lIKPOOPYOVIO!..loi 

AEP013101 Gram-opvrjTIKoi I..lIKPOOPYOVIOl..lof 
Haemophilus influenzae

2 

IJIKPOOPYOVIOlJoi 

OAUTEf21J 
___________

__________
____

_ ---! 

Arroppo<pnon 

/1,/1, YEn-E.42S0-13/4 
(240.) 

EAtyxwv EUOI06r]oioS;, r] OUyKtVTPWOr] KAo1OUAOVIKOU o�tos; opi�oOl OTO 2 mg/l
2 l 

01 OVOC.jlEpOIJEVE<; TIIJ£<; EivOi YIO TI<; OUyKEVTPWO£l<; O�OKIAivr]<;. •301 TI _ TWV TTivOKO ..l 
o £TTl TToAOOlJo<; oVTiOTOOr]<; EVOEXOlJtvW<; TTOIKiA£I ovoAoyo IJE Tr]V TTEPIOXZ KOI TOV XpOVO YIO 
ETTlAEYlJtvO Eior] KOI r] TOTTlK, TTAr]po<popr]Or] 0X£TIKO IJE Tr]V OVTioTOOr] Eivol ETTl6UIJr]T, , Kupiw<; 
KOla HI 6Epomio oo1opwv AOIIJW�EWV AvoAoyo IJE 11(:; OTTOIT,OE I<;, 60 TTptml va �r]TEiTOI r] 
OUVOpOIJ, EIOIKOU OTOV 0 TO TTlKO<; E TTITTOAoolJo<; oVTioTOOr]<; OIOKU1EUEI Tr] XPr]OIIJOTr]TO TOU 
TTOPOYOVTO TouMXIOTOV OE OPIOfJtVOU<; TUTTOU<; AOIIJW�EWV. 

LUV' 6w Euoio8mo £io 
Gram-6ElIKoi 

Staphylococcus aureus (EUoioElr]TO<; 
Streptococcus pneumoniae 1 

Moraxella catarrhalis 

Ei va OTTOTEMj TT a 

/\olTToi 
Chlamydophila pneumoniae 
Chlamydophila psittaci 
Coxiella burnetti 
Mycoplasma pneumoniae 

$ 'OAol 01 ovElEKTIKOi OTr] IJEElIKIAiVr] OTmpuAoKoKKOI EivOi OvElEKTIKOi OTr]V 
OIJO�IKIAivr]/KAo1ouAoVIKO 0�0 
1 AUTO TO OKEUOOIJO OIJO�IKIAivr]<;/KAo1ouAoVIKOU o�to<; EivOi KOTOAAr]Ao YIO Tr]V ElEPOTTEio TOU 
Streptococcus pneumoniae TTOU EivOI ovElEKTIKO<; OTr]V TTEVIKIAivr] OTl<; EYK£KPllJtvE<; EVOEi�EI<; 
�6vo (1Atm TTopoypmpo 4.1). 

2:T£f..[Xr] IJE IJElWlJtvr] EUOI08r]oio txouv ovo<pEpEl£i OE OPIOlJtvE<; XWPE<; Tr]<; EE IJE OUXVOTr]TO 
£ O TTO 10°(0. 

5.2 <1>OpIJOKOOUVOIJIKiC; IOIOTrITfC; 

H OIJo�IKIAivr] KOI TO KAol3ouAoVIKO o�u oloAuoVTOI TTA,pw<; OE UOO T I KO OloAulJo IJE <puoloAOYIKO 
pH. KOI TO 000 OUOTOTIKO OTTOPP0<pWVTOI ypZyopo KOI KoM IJtow Tr]S; 0000 xop,Yr]or]<; OTTO TO 
OTOIJO. H OTTOPPO<Pr]or] Tr]<; OIJO�IKIAiVr](;lTOU KAol3ouAoVIKOU o�to<; I3EA TlOTO TTOIEiTOI OTOV 
AOlJl3avETol OTr]V oPX, EVO<; YEUIJOTO<;. Moo OTTO xop,Yr]or] OTTO TO OTOIJO, r] OIJO�IKIAiVr] KOI TO 
KAOl3ouAoVIKO o�u EivOi mpiTTou 70% 1IOOIOEItOlIJO To TTpo<piA TTMoIJOTO<; KOI TWV OUO 
OUOTOTIKWV EivOi TTOPOIJOIO KOI 0 Xpovo<; tw<; Tr] IJtYIOTr] OUYKtvTPWOr] OTO TTMoIJo (T max ) OE 
Ko8E mpimwor] Eivol mpiTTOU lJiO Wpo. 

To <pOPIJOKOKIVr]TlKel OTTOTEf..[0IJOTO TTOU tXOUV E TTITEUXElEi YIO Tr]V OIJO�IKIAivr] KOI TO 
KAOl3ouAoVIKO o�u IJOel OTTO xop,Yr]or] OVOIJO TTPO'iOVTO<; (2 X 1000 mg/62.5 mg E<PelTTO� Mar]) 
OE uYIEi<; EvZAIKE<; KOTO Tr]V tvop�r] EVO<; Y£UIJOTO<; TTOPOTiElEvTOI TTOPOKelTW: 
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Lug.h/m'L 

KOTOVOIJO 

BIOIJ£TOOXDUOnOIJO<; 

1111 YEn-E.4250-J3/4 
(24a) 

i AUC (oJX)) T1/2 
(h) 

H 1J0P<Pr't nopon:TOlJtVI)e; onootolJ£UOI)e; OvolJa npo'iOVTOe; tX£1 tva IJOVOOIKO npo<pjA PKlPD, 
H T>MIC nou £TIIT£UX8I1K£ IJ£ TO 'OVOIJO npoIOVTOe; (iEv IJnop£j va £TI1T£uX8£i IJ£ TI1V iOlo 06011 
£voe; oloKiou aIJEOIle; onootOIJ£UOIle;, 

n£pinou 25% TOU OUVOAIKOU KAol3ouAoVIKOU oætoe; OTO nMolJo KOI 18% Tile; OUVOAIKr'te; 
OIJOæIKIAivlle; OTO nMolJo ouvOt£TOI IJ£ npwT£iv£e;, 0 £1J<Povr'te; 6VKOe; KOTOVOIJr'te; £ivOi mpinou 
0,3-0,4 IIkg Via TI)V OlJoæIKIAivll KOI n£pinou 0,2 mg Via TO KAol3ouAoVIKO OæU. 

Moo anD £voo<pMl3lo xoPr'tVlloll. TOOO I) OIJOæIKIAivll 0 00 KOI TO KAol3ouAoVIKO OæU I3pt81lKOV 
OTI1 XoAI100XO KUOTIl, o£ VOOTPIKO IOT6. 010 otPIJO, OTO Ainoe;, o£ IJU'iKoue; lOTOUe;, o£ 
ap8pool£AIKO KOI n£pITOvO'iKO UVPO, OHt xoAr't KOI o£ nuov, H OIJOæIKlAivll O£v KOlovtlJ£TOI 
IKOVOnOlllTiKa OTO £VK£<poAovWTIOio uVpo, 

AnD IJ£MT£e; o£ çwa o£v unapxouv £vo£iæ£Ie; Via 0IlIJOVTIKr't KaTOKpaTIlOIl OlOUe; 1010Ue; UAIKOU 
nou npoEPX£TOI anD TO <paPIJOKO Via onOloOr'tnOT£ OUOTOTIKO. H OlJoæIKIAivll. onwe; 01 
TT£plooon:p£e; mVIKIAiv£e;. IJnop£i va aVlxv£u8£i OTO IJ'VPIKO VaAo, rTO IJIlTPIKO VaAo IJnopouv 
miolle; va £VTOTIIOTOUV ,xvll KAol3ouAavlI<Ou oætoe; (I3Mm nopaVpo<po 4.6), 

H OlJoæIKIAivll onol3aMoOl £v IJtP£1 OTO oupo we; OV£V£PVO n£vIKIMo'iKO OæU o£ TTOOOH]T£e; TTOU 
1000UVOIJOuv IJEXPI 10 EWe; 25% HIe; 0PXIKr'te; MOlle; To KAol3ouAoVIKO oæu IJ£TOl3oAiçool 
£KT£TOIJEVO OlOV av8pwno KOI onol3oM£TOI 010 oupo KOI TO Konpovo we; oloæ£ioIO TOU 
aV8POKO o£ onol3oMolJ£VO OEpIO. 

H KUPIO 006e; onol3oAr'te; Via Tllv OlJoæIKIAivll £ivol IJtow TWV v£<Ppwv. £vw VIO TO KAal3ouAovlKO 
OæU £ivOi KOI IJ£ V£<PPIKOUe; KOI IJ£ IJIl V£<ppIKOUe; IJI)XOVIOIJOUe;, 

H OIJOæIKIAivll/KAol3ouAovIKo OæU EX£I IJEOIl 1l1J1çWr't onol3oAr'te; KOla npootVVlol1lJio wpo KOI 
IJEOI) OAIKr't Ko80p0l1 KOla npootVVIOIl 25 I/h o£ Uvu'j aTOIJO, n£pinou TO 60 EWe; 70% TI)e; 
OIJOæIKIAivl1e; KOI mpinou TO 40 twe; 65% TOU KAol3ouAoVIKOU oætoe; onol3aM£TOI ovoMoiwTO 
OTO oupo KOla TIe; npWT£e; 6 h 1J0a ono Til xoPr'tVIlOIl IJ£IJOVWIJEvwv oloKiwv OVOIJO npoTOVTOe; 
250 mg/125 mg r't 500 mg/125 mg, iJla<pop£e; IJ£MT£e; EXOUV OIOTIlOn.00£1 OTi Il onol3oAr't OTO 
oupo £Ivol 50-85% Via Tllv OlJoæIKIAivll KOI ono 27 -60% Via TO KAo130UAOVIKO OæU IJEOa o£ 
(:)I()OTI1IJO 24 wpwv. rHIV n£plmwoll TOU KAo13ouAovlKOU OæEOe;. I) IJ£VOMT£PIl noooTIlTO TOU 
<P0P\JOKOU onol3aMoOI KOla TIe; npWT£e; 2 wp£e; IJ£T(] anD HI XOPr'tVIlOIl, 

H nopaMIlAIl XPr't01l npol3£vEOiolle; Ko8uOT£p£i Hlv onol3oM OIJOæIKIAivl1<;, oAM o£v 
Ko8uOT£p£i Til V£<PPIKr't onol3oAr't KAol3ouAoVIKOU OæEOe; (I3Mm nopovpo<po 4.5) 
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HnOTIKO ouoAmoupyio 

t,t,YErl-E.42S0- J 3i4 
(240) 

H rll.JIãwá o1Tof3oAr)e:; Tile:; OjJOâIKIAiVIle:; EivOI nopojJolO OTO nOlol(:'I IlAIKioe:; 3 jJIlvWV mpinou twe:; 
2 UWV I-IE TO jJEyoAlmpo nOiolo KOI EVIlAiKoue:; LTO noA0 VEOPO nOiolo (mpIAojJf3oVO)JEVWV 
TWV VEOytvvIlTWV) KOla H)V npwTIl £!3(0)J000 Tile:; ãwáe:; TOUe:;, TO OIOOTIl)JO XOPr)YrJ0rJe:; o£v 80 
npt1T£I va ump!3oivEI TIe:; OUO <popte:; Tllv rJ)J£po Myw Tile:; OVWPljJOH)TOe:; Tile:; V£<PPIKáe:; OOOU 
01TtKKPI01'K E<pooov 01 rJAIKIWjJ£VOI 008£v£ie; £ivol nr80voT£PO va 1TOpOUOIOãOUV )J£lw)Jtvll 
VE<PPIKr) Amoupyio, 80 1Tptm::r va 008£i npoooxá OTrJV £nrAoyá TrJe:; OOOlle; KOI )Jnop£i va EivOI 
XPäOI)JIl rJ 1TOPOKOAo08rJorJ Trl<; V£<PPIKr)<; A!:noupyioe:; 

H OUVOAIKr) K080POll Tile; O)JOâIKIAivrJ<;/TOU KAo!3ouAoVIKOO oâtoc; OTOV opo jJ£IWVETOI KOl' 
ovoAoyio )J£ Hl )JEIOO)JEVrJ V£<PPIKr) Amoupyio. H )J£iworJ TrJ<; K080porJ<; TOU <pOP)JOKOU £ivOi nro 
EKOllAIl Ylo TrJV O)JOâIKIAivrJ O£ 0X£0rJ jJ£ TO KAol3ouAoVIKO 0â0 K08we; ptow TrJ<; V£<PPIKr']<; 0000 
onol3o""£TOI jJEyoAOTEpo 1TOOOOlO O)JOâIKIAivrJC;· Luvmwe;, OTIl VE<PPIKr) ouoAwoupyio, 01 
000£1<; 1Tp£n£l va npoAo)Jl3ovouv Tllv OOK01T1l oUOOWPEUOll O)JOâIKIAIvllC; KOI va 0lOlIlP00v 
1TopoAAIlAo mopKr) mimoo KAol3ouAoVIKOU oâto<; (I3AEm nopoypo<po 4.2). 

A09£v£f<; )J£ IlnOTlKr'j ouoAEIToupyio 80 1Tpt1T£1 va AO)Jl3ovouv 00011 )J£ npoooXr) KOl 80 np£1T£1 
va nopoKOAou8£iTOI 11 rJ1TOllKr) Amoupyio ova TOKTO OIOOTr'j)JOlO 

5.3 npOMIVIKO OEOOIJEVO ylO Trlv ooq>oAEIo 

Mil KAIVIKO OEOOjJ£VO OEV 01TOKOA01TTOUV K01TOIOV EIOIKO Kivouvo Ylo TOV OV8PW1TO )JE 130011 
)JEAtW; <pop)JoKoAoyioe; OO<pOA£lOe:;, yovloloTOâIKOTIlTOe:; KOI TOâIKOTrJTO<; OlrJV OV01TOPOYWYIKr'j 
IKOVOTIlTO. 

M£AtTE<; TOâIKOTrJTOe:; £1TovoAIl1TTIKWV OOOEWV 1TOU npOY)JOlO1T01r']8IlKOV OE OKuAoue:; jJ£ 
OI-lOâJKIAiVIl/KAol3ouAOVJKO OâU, KOTOOEIKVUOUV YOOTPIKO EP(810)JO KOJ £)J£TO KOI 
onoxpw)JOlJO)J£VIl yAwooo 

b.£v EXOUV olEâoX8£i )JEAtTEe:; KOpKlvoytVEOrJe:; )JE TO OVO)JO npoiOVTOe:; r) TO OUOTOTIKO TOU. 

6. Cl>APMAKEYTIKEI nAHPOCl>OPIEI 

6.1 KOTOAoyo<;; EKOOXWV 

6.3 luopKElo DWtl<;; 

6.4 IOIOiTEPE<;; npoq>uAoEEI<;; KOTO Trlv q>uAoE'1 TOU npo'iovTo<;; 

6.5 Cl>U0'l KOI OUOTOTIKO TOU nEpIEKT'l 

6.6 IOIOiTEPE<;; npoq>uA6EEI<;; onoPP1'l''1<;; KOI aMo<;; XEIPIOIJ0<;; 

7, KATOXOI THI AliEIAI KYKJ\OCl>OPIAI 
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8. API0MOI(OI) A2EIAI KYKJ\O<l>OPIAI 

9. HMEPOMHNIA npOTHI ErKPIIHI I ANANEOIHI THI AI1EIAI 

10. HMEPOMHNIA ANA0EOPHIHI TOY KEIMENOY 
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E.1. 	H nEpiAIl4J1l XOPOK TIlPIOllKWV TOU npOiOVTOe; qJOPIJOKEUTIKWV npO'IOvTWV nou m:pltxouv 
OPOOTIKO OUOTOTIKO AMOXYCIlllN + ClAVlIlANIC ACID, Kovu; Yla £VEOIlJO ol(:ihu<o Ii 
OIOAUlJO npo«; EYXU0'l 500mg/100mg & 1000mg/200mg OpiÄETOI we; EÅÆe; 

1. ONOMAIIA TOY <lJAPMAKEYTIKOY npo"iONTOI 

DVOfJO npoYovToe; 500 mg!100 mg KOVIe; VIO EvtOllJO oloAulJO r'j oloAulJo npoe; tVxuOIl 
Dvofjo npoiOVTOe; 1000 mg/200 mg KOVIe; VIO EvtOllJO oloAulJo r'j oloAulJo npoe; tVxuoll 

2. nOIOTIKH KAI nOIOTIKH IYN0EIH 

Ko8E (fJtoAiolo nEplEXEI Amoxicillin Sodium + Clavulanate Poassium nou OVlJOTOtXEi OE 
Amoxicillin 500 mg KOI Clavulanic acid 100 mg r'j Amoxicillin Sodium + Clavulanate Poassium 
nou OVTtOTOtXEi OE Amoxicillin 1000 mg KOt Clavulantc acid 200 mg 

flO TOV nAr'jPIl KOTOAovo TWV EK06xwv, j3A. nopovp0qJo 6.1. 

3. 	 <f>APMAKOTEXNIKH MOP<lJH 

4. KJ\INIKEI nJ\HPO<lJOPIEI 

ToOVOIJO npoiOVTOe; EVOEiKVuTOt VIO TIl 8EponEio TWV nopoKoTW AOIIJWÅEWV OE Evr']AfKOVe; Kat 
no 1010 (ÇMTTE nopovpoqJove; 4.2,4.4 KOI 51) 

• 	 Loj3opte; plvlKte; AOIIJWÅEIe;, wTiTlO£e; KOf novoAollJol (onwe; IJOOTOEIOiTIOO, 
nEp10lJvVooAIKte; AOtIJWÅEIe;, ETTlVAWTTiTiOO Kat nopoplvOKOAniTiOo nou OUVOOElJETOt ono 
ooj3opo oUorfllJOTIKO OlllJEiO KOI OUIJTTTWlJorO) 

• 	 OÅEiEe; ETTlO£IVWOEIe; xPOVtOe; j3povxiTiooe; (EnopKWe; OIOVVWOlJtvEe;) 
• 	 EÅWVOOOKOIJE10Kr'] nVEUlJovio 
• 	 KuoriTioo 
• 	 nUEAoVEqJpiTiOO 
• 	 ilEPIJOT1Kte; AOIIJWÅEIe; KOI AOIIJWÅEte; fJOAOKWV fJopiwv, OUVKEKptfJEVO KVTTOpiTlOO, 

or']VfJOTO ono ÄWO, ooj3opo OOOVlJKO onoorr']IJOTO fJE EnEKTEIVOIJEVIl KunopiTIOO 
• 	 OorfKEe; KOt Op8ptKte; AOlfJWÅEte;, 10lOiTEPo OOTEOfJVEAiTiOO 
• 	 EVOOKOtAtOKEe; AOlfJWÅEIe; 
• 	 1\0IfJWÅEIe; TWV VUVOIKEiwv VEVVllT1KWV 0PVovwv 

npoqJuAOÅ1l tvovlI AOlfJWÅEWV nou ouoXETiÄoVTOI IJE fJEiÄoVEe; XElpOUpvIKEe; ETTEfJj300£1e; OE 
EVIlAiKOVe;, onwe; OUTte; nou nEplAofJj3ovouv 
• 	 roOTpEVTEPIKO owAr'jvo 
• 	 KOIMTIlTO Tile; nutAou 
• 	 KEqJoAr'] KOI ouxtvo 
• 	 EnQJj3ooEIe; OTIl xoAr)<popo 006 

Go nptTTEI vo AOIJj3ovovTOI unol\lfl 01 mioflfJEe; oOflviEe; oVOqJOPIKO fJE Hlv KOTOMr]Ar] XPr'j0fl 
OVTlj30KTflPIOKWV nopovovTWV. 

4.2 	 t:..oooAoyio Kat Tponos xopliY'lO'l«; 

01 OOOEIe; £KqJpOÄOVTOI OE oAo TO KEifJEVO we; npoe; TO nEpIEXOIJEVO OE ofJoÅIKIAivIl/KAoj3ovAovIKO 
o�0 IJE EÅoipEOIl OTOV 01 OOOEIe; 0IlAwvovTOI we; npoe; tva IJEIJOVWIJEVO OUOTOTIKO. 

S1 
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rio XElPOUPVIKr') TTpo<puAOÓ1l no OIOOIKOoiEe; OIOpWOe; IJIKpOTEPIle; Tile; 1 

kg 

t!,t!,YEO-E.4250-J3/4 
(240) 

H MOil OVOIJO TTpoI6vTOe; TTOU E TTlAtVETOI Via Hl SEpomio 1J10e; IJEIJOVWIJEVIle; AoilJwÓlle; 80 
TTptml va AOIJj3ovEi UTTOljHr 

• To OVOI-IEVOIJEVO TTOSOVovo KOI H)V TTl80vr') TOUe; £UOIOSlloio OE oVTIj3oKTljpIOKOUe; 

nOpavOVTEe; (j3Atm TTOPOVPO<po 4.4) 

TIj j30pUTIjTO KOI TO Oljl-lElo Tlje; AoiIJWÓIje; 
• TIlV IjAIKiO, TO j3opoe; KOI TIj VE<PPIKr') Amoupvio TOU OOSEVOUe;, OTT we; <pOiV£TOI TTOpOKOTW. 

H Xpr')olj EvoAAoKTIKWV 1J0p<pwv OVOIJO TTpoIOVTOe; (TTX EKEivEe; TTOU TTOPEXOUV UljJIjAdT£pEe; 
MOEle; OIJOÓIKIAivlje; r')/KOI OIO<pOp£TIKte; ovoAoviEe; OlJoÓIKIAivlle; TTpOe; KAoj3ouAoviKO oÓu) So 
nptTTEI va SEWPEiTOI oTTopoiTIjTIj (j3Atm TTOpOVpO<poue; 4.4 KOI 5.1). 

AUTr') 11 KOVIe; Via oloAulJo TTpOe; tVxuOIl TOU OVOIJO TTP0"iovToe; TTOptXEI OUVOAIKr') IjIJEpr')0I0 Mall 
3000 mg OIJOÓIKIAiVIje; KOI 600 mg KAoj3ouAoVIKOU oÓtoe;, OTOV XOPllVEiTOI oUIJ<pwvo IJE TIe; 
TTOPOKOTW OUOTOOEle;. Eov SEWPIjSEi on oTTomiTOI UljJIjMT£PIj IjIJEpr')0I0 000'1 OlJoÓIKIAivIle;, 
OUVIOTOTOI va ETTlAEXS£f lJio EvoAAoKTIKr') 1J0p<pr') EVOO<pAtj3lou OVOIJO TTpoiOVTOe;. TTpOKEllJtvOU 
va O TTO<pEUX8EI 11 xoPr')VIjOIl mplTTwv UljJllAwv IlIJEpr')OIWV MOEWV KAoj3ouAoVIKOU oÓtoe;. 

H OIOPKEIO Tlje; 8EpOTTEioe; 80 TTptml va Ko80piÔ£TOI OTTO Tr)V OVTOTTOKPIOIj TOU 008EVOUe; ria 
PIOlJtvEe; AOIIJWÓEIe; (TT .X. OOTEOIJUEAiTloo) OTTOITOUVTOI IJEVoAUTEpEe; m piooOl 8EpOTTEioe;. H 
9Epomio OEV 80 TTptml va TTOPOTEivETOI TTtpOV TWV 14 qlJEPWV xwpie; E TTovEÓtTOOIl (j3Atm 
nopaVpo<po 4.4. 0X£TIKO IJE TIlv TTOPOlETOlJtvll 8Epomio). 

eo TTptTTEI va AOIJj30VOVTOI UTTOljJll 01 TOTTIKte; OOllviEe; OVO<pOPIKO IJE TIlv KOlOAAIlAIj OUXVOTIlTO 
Tile; Malle; OIJOÓIKIAlvIle;JKAoj3ouAovIKOU oÓtoe;. 

KOI TTOIOIO > 40 

riO TIjV OVTlIJETWTTlOIj TWV AOIIJWÓEWV OTTWe; EVOEiKVUVTOI OTIlv TTOpaVPO<po 4.1· 1000 mgl 200 
mg avo 8 WpEe; 

wpoe;, Il oUVIOTWIJEVIl Mall OVOIJO TTpoIOVTOe; 
EivOi 1000 mg/200 mg twe; 2000 mg/200 mg 
XOPllvouJjEvo OTIjV movwvr') ovol081l0ioe; (01 
MOEIe; 2000 mg/200 mg JjTTOpOUV va 
ETTITEUX80uv IJE Hl XPr')01l EvoAoKTIKOU 
EVOO<pAtj310u OKEUOOJjOTOe; OvoJjo 
TTpo"iovTOe;). 

ria OIOOIKOoiEe; OIOpWOe; JjEvoAuT£plje; Tile; 1 
wpoe;, '1 OUVIOTWIJEVIl 00011 OVOIJO TTP0"iOvTOe; 
IV EivOi 1000 mg/200 mg twe; 2000 mg/200 
mg XOPllyoulJEVO OTIjV moywyr') ovol081j0ioe; 
IJE twe; 3 06oEIe; 1000 mg/200 mg OE 24 WpEe;. 

l:O<pr') KAtVIKO OlllJEio AoiJjwÓIle; KOTO TIlv 
EYX£fPIloll 80 OTTOITr')oouv <puoloAoYIKr) TTOPEio 
EVOO<pAtj3loe; r') O TTO TOU OTOJjOTOe; 8Epomioe; 

nOlOI() < 40 

- nOiCIIO IJ),IKfac; 3 nwv KOI 6vw: 25 mg/5 mg avo kg avo 8 WpEe;. 
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nGlQI(] fJJ.IKia<; KfJTW TWV 3 /1fJvwv Ij (3apou<;/1IKponpou TWV 4 kg. 25 mgt5 mg ova kg ova 12 

/Y,£V 8£wp£iTOI onapoiH1Tr) KonOIO ovonpoooPlJoyÐ Hlt; MOr]t;. 

01 avonpoooP\JOYE<; Tr]<; MOr]<; ÑOOiÒOVTOI 010 IJtYIOlO OUVIOTWIJ£VO mimoo OIJOÓIKIAiVr]<; 
/y'EV onomiTOI ovanpoooPlJoyÐ Tr]<; MOr]<; OE 008EV£i<; IJE K080POil KPEOTIVivr]<; (erel) 
IJEyaAUTEPIl ono 30 mltmin. 

EVljJ.IKOI Kal rrwola ,? 40 kg 

erel: 10-30 mllmin mg KOI OTr] OUVEXEIO 500 mgl1 00 mg 
.. _ 

. 
___ ._ .. _ 

_. .  ... _ .._ ...._.. . ___ ..._ ..._ 
_ 
.. . 

APX1KO Mar] 1000 mg/200 mg KOI OTr] ouvtXEIO 500 mgt100 mg 
XOPllyou\JEva ODo 'POPEt; Hlv r]J.lEpO 

erel < 10 ml/min 

. .-.--. -.-,---
AllJoOluAloll APXIKO 00011 mg KOI OH1 mg 

ova 24 WPE<; ouv MOil 500 mgt100 mg OTO T£AO<; H]<; OIUAIOIl<; 
(K08w<; IJnopEi va Eivol IJEIWJ.ltv£t; 01 OUYKEVTPWO£I<; H]<; 

__ ._ .. 
_ 

_ ____________ 
_J 

nGlQla < 40 kg 

XOPrlYIlOIl J.lE npoooxo KOI tll£yxo<; Tr]t; 'lnOTIKÐ<; Amoupyio<; OE TOKTO XPOVIKO OIOOTriJ.lOTO 
(ÑAtm nopoypo'Pou<; 4.3 KOI 4.4) 

To OVOIJO npolovTO<; 500 mg/100 mg npoopiÒuol Ylo EVOO'PM.ÑIO XPriofl . 

To OVOJ.lO npofovTO<; IJnopEi va XOPflY'l8Ei EiTE J.lE oPyri EVOO'PAEÑIO tvwll OE OIOOHlJ.lO 3 tw<; 4 
min omu8Eio<; OE J.l10 'PMÑa ri J.ltow Ko8uripo ri IJE tyxuOll lJtoo O£ 30 tw<; 40 min. To OVOIJO 
npo'lovlO<; OEV EivOi KOTOM'lAo ylO EVOOIJUiKri XOPOYIl0'l. 

LTO nOiOIO 'lAIKio<; IJIKPOTEP'l<; TWV 3 IJllvWV 80 nptml va XOP'lYEiTOI OVOIJO npofovTO<; \Jovo IJE 
tyXUO'l 

H 8Epomio J.lE OVOIJO npoIovlO<; 80 nptml va ÓEKIVO IJE tva Evoo'PlI£Ñiw<; XOPflYOUIJEVO 
nopooKEU00J.l0 KOI vo oAoKAllpwVETOI J.lE lJio KOTOMflAfl anD TOU OTOJ.lOTO<; XOP'lyou\JEvrJ 
ouv8wr] ovoMyw<; TWV OVOYKWV K08E 008EVOU<; 

4.3 AVT£VOEi�E'C;; 

Ym:pEUOI08'lofa OTl<; OPOOTIK£<; OUOiH;, O£ onoloot'jnoT£ anD TI<; m:vIKIAivE<; t'j OE KonOIO ono 
10 EKOOXO 

http:nopooKEU00J.l0
http:OIOOHlJ.lO


/),/),YEn-E.4250-J3/4 
(240) 

10TOPIKO ooJ3op�s OIJ£OI1S oVTiopeo'lS um:pEuOl081l0ioS (TTX ovo<puAo�IO) OE oMov 
TTOpOyovTO IJE J3-AOKTolJll (TT X KEq>OAoO TToplvll, KopJ3omvtlJll � lJovoJ30KTOIJIl)· 

IOTOPIKO iKTEpouJIlTTOTIK�S ouoAmoupyioS Myw OlJo�IKIAivIlSJKAOJ3ouAovIKou o�tos (J3AtTTE 
TTOpOypOq>o 4.8). 

IlPlv O TTO Tllv tvoP�1l 8EPOTTEIoS IJE OlJo�IKIAivIlJKAoJ3ouAovIKo o�u 80 TTptTTEI VO yivEI 
TTpOOEKTlK� olEPEuvllOIl OVO<POPIKO IJE TTPOllyoUIJEVE<; OVTlOPOOEI<; umpEuOl081l0ioe; OTle; 
mVIKIAivE<;, KEqlOAOOTTOpivEe;, � OE oMoue; TTOPOYOVTE<; IJE I3-AOKTolJll (I3Atm TTopoypOqlOue; 4.3 
KOI4.8). 

LO«opte; KOI mploToOiOKO 80VOHlql0pEe; OVTIOpOOEIe; umpwol081l0ioe; (ovoqluAo�iot£xouv 
ovoqlEp8Ei OE 008EVEie; UTTO 8EPOTTEio I-IE mVIKIA'vll· AUTEe; 01 OVTlOpOOEIe; Eivol TTl80VOTEPO vo 
EKOllAw80uv OE OTOIJO TTOU txouv 10TOPIKO UTTEPEUOI081l0ioe; OTllv mVIKIAivll KOt OE OTOTTIKO 
OTOI-IO Eov TTOPOUOIOOTEi 1-110 OMEPYIK� oVliopOOIl, 11 8Epoml0 I-IE OlJo�IKIAivIl/KAoJ3ouAovIKo 

o�u TTptmt vo otoKomi KOt vo �EKIV�OEI KOTOMIlAIl EvoMoKTIK� 8£pO TTEio. 


LIIlV TTEpiTTlWOIl TTOU lJio AoilJw�1l EivOI OTT OOEOEIYI-I£VO Myw I-IIKPOOPYOVIOIJOU(wv) 
woi08r)Tou(wv) olllv OlJo�IKIAivll, 10T£ TT ptml vo E�ETOoETOI TO EVO£X0I-IEVO IJETOqlOpO<; OTTO 
OlJo�IKIAivIl/KAol3ouAovIKO o�u OE ol-lo�IKIAivll oUlJqlWVO IJE TIe; miOIlIJEe; oOllyiEe;. 

AUTr'\ Il IJOpql� OVOl-lo TTpoIoVTOe; IJ TTOPEi vo I-Illv EivOi KOTOMIlAIl TTpOe; XP�OI1 OTOV umipXEI 
U\lJllAoe; Kivouvoe; TO UTTOTl8tl-lEVO TT080yovo vo txouv oVTioTOOI1 OE TTOpOyOVTEe; I-IE «-AOKTOIJI1 
TTOU o£V OIOlJ£OOAOI3EiTOI OTTO I3-AOK1OI-IOOE<; woi08rllEe; OE OVOOTOA� OTTO TO KA0J30UAOVIKO 
O�U (K08we; OEV EivOI 0108tOIl-l0 EIOIKO OEOOIJ£VO YIO T>MIC KOI TO OEOOl-ltvo VIO oUYKpiOII-lEe; 
OTTO TOU OTOI-IOTOe; I-Iopq>t<; EivOI OPIOKO, OUT� Il lJ0pql� (xwpie; TTp008£Hl OIJO�IKIAivll) IJTTop£i vo 
IJIlV £ivOi KOTOMIlAI1 ylo TIlV 8£POTTEio 1-111 woi08l1TOe; OTI1V TTEVIKIAiVIl S. pneumoniae. 

LTTOOI-Ioi IJTTop£i VO qJqlOVIOTOUV O£ 008EV£ie; I-IE OIOTOpOX� Tile; VEqlPIKr'\S AElToupyloS � OE 
OUTOUe; TTOU A0l-ll3ovouv UljJllAES 06oEIe; (I3Atm TTOpOypOqlo 4.8). 

H Ol-lo�IKIAivIlJTO KA0130UAOVIKO o�u 80 TTptTT £1 VO OTTOqlEUYETOI EOV UTTOPXEI UTTOVOIO AOIIJWOOUS 
1J0VOTT Upr'\VW0I1e;, K08we; 11 EKO�AWOI1 EVOS IAOPOEIOOUe; E�ov8riI-lOTOS tXEI oxmoTEI I-IE OUT�V 
TI1V TT081l01l l-lETO OTTO XP�OI1 OlJo�IKIAiVIle;· 

H TOuTOXpovll XPrioll OMOTTOUpIVOAI1e; KOHl Til OIOPKEIO TIlS 8£pomlos IJ£ OIJO�IKIAiVI1 IJTTop£i 
va OU��O£l Tllv T T l80VOTIlTO ElJqlOV101le; OMEPYIKWV O£PIJOTIKWV OVTIOpOO£WV. 
H TTOPOTETOlJtvll XP�OIl IJTT op£i £ViOlE VO oOl1y�o£l KOI OE umpov(lT TTU�1l 1J1l woi081lTWV 
IJIKPOOPVOV10l-lwv. 

H TToPOTETOlJtvll xpri0I1 IJTTop£i EviOlE VO OOIlY�OEI OE UTT£pOVOTTTU�1l IJIl woi081lTWV 
IJIKpOOPyOVIOI-IWV. 

H EIJqlOV1011 KOla TIlV tvoP�11 TI1S 8Epomioe; EVOe; TT UpETWOOUe; YEVIKWlJtvOU £pu8riIJOTOS 
OXETIoOIJEVO IJE qlAUKIOIVO ,.lT TopEi VO £ivol OUIJTTTWIJO YEVIKEUIJ£VOU KIlAlool3AOTiowooue; 
E�OVer')IJOTOC; (AGEP) (I3AtTTE TTOpOVPOqlO 4.8). H oVTIOpoOI1 aUT� O TTOITEi Hlv OIOKOTTri TOU 
OVOIJO TTpoIoVTOS KOI OVTEVOEiKVUTOI O T TOIOO�TTOTE mOKOAou811 XOP�YI1011 alJo�IKIAivll<;. 

H OI-lO�IKIAivIl/KAol3ouAovIKo o�u 80 TTptml vo XPIlOlIJOTTOIEiTOI I-IE T TPOOOX� OE 008EV£iC; I-IE 
tVOEI�I1 IlTTOTIK�S OUOA£lToupyio<; (I3Atm TTOPOypOqlOUe; 4.2, 4.3 KOI 4.8). 

HTTOTIKO TT£PIOTOTIKO txouv oVo<p£p8Ei Kupiwe; OE opp£v£e; KOI IlAIKIWl-ltvou<; 008EV£iS KOI 
IJTTOPEI va oX£TiooVTOI IJE TTOPOT£TOl-ltvll 8EpOTT£io. TETOIO TTEPIOTOTIKO TTOAU OTTOVIO txouv 
ovoql£p8£1 OE TTOIOIO. LE OAOU<; TOUS TTAIl8UOIJOUe;, TO 0111-1£10 KOI OUIJTTlWI-IOlO ouv�8we; 
£lJqlOVioOVTOI KOTO Til OIOPKEIO ri Aiyo 1-1£10 TIlV 8EPOTTEio, oAM OE OPIOl-ltv£e; mplTTTWO£Ie; 
,.lTTOpE! va 1-1 11 V yivouv OVTlAIlTTlO IJtXPI OpK£TEe; £13001J00£e; IJETO Til OIOKOTTri TIl<; 8£pomioe;. 
Luv�8wS £ival ovooTptljJllJO. To IlT TOTIKO TTEPIOTOTIKO I-ITTOPEi va £ivOi ool3apo KOI O£ E�alpETIKO 
OTTOVI£e; TT £PITTTWOEI<;. txouv avoq>£p8Ei 80VOTOI. AUTOi 0XEOOV TTOVTO ouvtl3lloov OE 008EVEiS 
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�E OOĶOp� unoKEi�EVIl n081l01l � �E nopOAIlAIl A�ljJll q>Op�OKWV YVWOTWV YIO Trlv ouvllHKO 

IlnOlIK� TOUe; OPOOIl ([3Mm nopoypoq>o 4.8). 


LUOX£TI�O�EVIl <E OVTlf310TlKO KOAiTIOO EXEI ovoq>Ep8Ei OXEOOV <E OAOUe; TOUe; OVTlf3oKTllploKoue; 

nopoYOVTEe; mpIAo�[3ovo�tvlle; Tile; a�o-IKIAiVIle; KOI <nopEi Il130puTIlTO Tile; va Ku�oivETOI ono 

�TIlO EWe; aTIEIArlTIK� YIO Til =W� (f3Mm nopoypaq>o 4.8). Eno�EVWe;, EivOi oll�avTIKo va 

E-UO�ETOI TO EVOEXO<EVO OUT�e; Tile; OIOYVWOIle; OE OOSEVEie; nou nopouOIo=OUV OIOPPOIO KOTO 

Hl OIOPKEIO Tile; XOp�YIlOIle; onOlwvo�nOTE OVTI!310TIKWV 1'1 IJETO ono OUT� LTIlV nEpimwoll 

nou EIJq>oVI08Ei KOAiTlOO OXETI=O�EVIl IJE TO OVTI!3IOTIKO, 11 XOP�YIlOIl OVOIJO npol'OVToe; npEnEI 

VO oloKomi a�EOO, va =IlTIlSEi 11 OUIJf30UA� YIOTPOU KOI va OPXiOEI 11 KOloMIlAIl SEpomio 
 LE 

OUT� Tllv nEpinTwoll OVTEVOEIKVU1OI 11 XP�OIl aVTl mplo1OATIKWV q>ap�oKwv 


KOla Til OIOPKEIO nOpOlETOIJEVIle; 8EponEioe; EVOEiKVUTOI nEploOIK� o-loMYIlOIl TWV A£lTOUPYIWV 

TWV 0PYOVIKWV OUOTIlIJOrwv, OUlJnEpIAOIJf30VOIJEVWV Tile; VEq:>pIK�e;, IlnOlIK�e; KOI oIIJOnoIIlTlK�e; 

Awoupyioe;. 


Lnoviwe; EXEI ovoq>EpSEf ETIlIJ�KUVOIl TOU xpovou npo8polJf3ivlle; OE a08EvEie; nou Aa�f3avouv 

o�o-IKIAivIl/KAaf3ouAovIKo o-u. Go npETIEI va Eq:>Op<O=ETOI KOlOAAIlAIl nopoKoAou81l01l OTOV 

XOPIlYOUVTOI TOUTOXPOVO OVTIllIlKTlKO. EVOEXETOI va XPEIOOTOUV ovonpooop�OYEe; Tile; OOOIle; 

TWV AO�f30VOIJEVWV ono TO OTOIJO OVTIllIlKTIKWV, WOTE va OIOlIlPEiTOI TO ETIl8U�IlTO EninEOO 

OVTIllIlKTIKOTIlTOe; (f3Mm nopoypoq:>oue; 4.5 KOI 48) 


LE oa8EvEie; <E VEq>PIK� OUOAElToupyio, 11 06011 80 nptnEI va ovonpoOOPIJO=ETOI OVOAOYO <E TO f3oS�o 

Tile; OUOAElToupyioe; (f3Mm nopoypoq>o 4.2) 


LE 008EVEfe; �E IJEIW�EVIl napoywy� oupwv, nOAl! onovlo EXEI nopOlIlPIlSEi KPUOTOMoupia 

Kupiwe; �E nopEvTEPIK� 8Epomio. KOla Til XOPr']YIlOIl UljJllAWV OOOEWV aIJO-IKIAiVIle;, 

EVOEiKVUTOI 11 O IOl�PIlOIl EnOpKOOe; npOOAllljJlle; uypwv Kal nopoywy�e; oOpWV YIO va �Elw8EI 11 

TIlSOVOTIlTO OXllIJOlIOIJOO KPUOlOMwv o�o-IKIAiVIle; 010 oupo. LE 008EVEie; <E oupoK08£T�p£e;, 

80 npEmi va TIlPEITOI TOKTIKOe; EMYXoe; f3OlolIlTOe; (f3Mm nopoypoq:>o 4.9). 


KOTO Til 8EponEI0 �E O�O-IKIAivll, 80 nptnEi va XPllol�onolouvTOI £V=UIJOlIKte; IJt8000i I-1E 

o-ElMOIl Tile; YAUKO=Ile; KOHl TOV tMyxo yla nopouoio YAUKO=Ile; 010 oOpo EnEIOr'] ljJ£UOwe; 

8ETIKO onOTEAtOIJOlO IJnopEi va nopOUOIaOTOUV IJE IJIl EV=U<OlIKte; �E8000ue; 


H nopouoio KA0130UAOVIKOO o-toe; OTO OVO�O npoI'OVTOe; �nopEi va npoKOMoEI <Il EIOIK� 

OUVOEOIl IgG KOI AEUKWIJOliVIle; IJE Epu8pOKunoplKte; IJE�f3paVEe; KOI va OOIlY�OEI OE ljJ£UO� 

8UIKO tA£YXO Coombs. 


'Exouv unaP-EI ovoq:>opte; 8ETIKWV onOTEAEOIJOTWV EMyxwv IJE XP�oll TOU EMyxou Bio-Rad 

Laboratories Platelia Aspergillus EIA OE 008EV£ie; nou AOlJl3dvuv 0IJO-IKIAivIl/KA0I30UAOVIKO o-u, 

01 onoiol 010TIlOlW81lK£ IJETEnmO OTI OEV nopouola=ouv Aoi<W-1l anD Aspergillus. 'Exouv 

ovoq:>Ep8Ei 0100TOUp00�EVEe; OVTIOpdoEIe; IJE �Il-Aspergillus nOAuooKXOpiolO KOI 

nOAuq>upOVoO£e; �E tMyxo Bio-Rad Laboratories Platelia Aspergillus EIA. LUVEnWe;, 8ETIKa 

onOTEMo�OlO OE 008EV£ie; nou AOlJl3dvouv 0IJO-IKIAlvll/KA0!30UAOVIKO o-u, 80 npEnEI vo 

EP�IlVEUOV101 IJE npooox� KOI va ETIl13E130lWVOVTOI IJE dAMe; OIOYVWOTIKEe; IJE860oue; 


500 mg/100 mg KOVIe; Ylo EVEOIIJO OIOAU�O � OIOAUIJO npoe; tyxuoll· 

To nopov q>0PIJOKEUTIKO npo'jov mplEXEI VOTPIO OE oUYKEVTPWOIl 31,4 mg (1,4 mmol) avo 

tpIOAiOIO. H npoEloonollloll OUT� 80 npEnEI va AOiJl3avETOI un04J1l ono 008EVEk;; nou 

OKOAou80uv oiallo �E EAEYXOIJEVIl nEplEKTIKOTIlTO OE VdTpIO. 


500 mg/100 m9 KOVIe; Ylo EvtOl�O olaAu�o � oldAU�O npoe; EYXUOIl. 

To nopov q>Op�OKEUTIKO npolov mpltXEI 19,6 mg (0.5 mmol) KOAiou avo q:>loAiOIO. No 

Ao�l3ovETol UnOljJll ono TOUe; 008EVEIC; �E �ElwlJtvll VEq:>PIK� AEITOuPylo � 008EVEie; OE oiono 

WIW�EVOU KOAlou 




AOIJi3ovoblEVO mOblO OVTITTOKTIKO 

roAouXio 
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1000 mg/200 mg KOVI<; Via £VEOIIJO OIOAUIJO I') OIOAUIJO TTpO<; EYXU0'l 
To TTOPOV <P0PIJOKWTIKO TTpoiov TT£PIEX£I VOTPIO OE OUYKEV TPWO'l 62,9 mg (2,7 mmol) avo 
<ploAioIO. H TTpoEIOoTToirlO'l OU TI') 80 TTptTTEI va AOIJCOVE TOI UTTO\jJ'l O TTO 008EVEI<; TTOU 
OKOAou8ouv olano IJE £AEYXOIJEV'l TTEPIEK TlKOT'lTO O£ VOTPIO 

1000 mg/200 mg KOVI<; YIO EVEOIIJO OIOAUIJO r) OIOAUIJO TTp0<; Eyxuoll· 

To TTOp6v <pOPIJOK£UTIKO TTpo·iov mplEXEI 39,3 mg (1,0 mmol) KOAiou ova <pIOAioIO 
 No 
AOöCaVE TOI UTTO\jJ'l OTTO 1OU<; 008£VEI<; IJE \.IElWlJtvll VE<PPIKI') AEIToupyio r) 008£VEi<; O£ olalla 
IJEIWlJtVOU KOAiou. 

4.5 	 AJv\rJA[m&poo(l(; JJ[ oJv\o q>OPJJOK[UTlKO lTpo'i6vTO KOI oJv\[t; JJopq>iC; 

oJv\rJA[lTi&poorJC; 

OTTO TO 

AOIJCOVOIJEVO OTTO TO mOIJO OVTITTIlK TIKO KOI OVTl13IOTIKO \.IE TTEvlKIAiVIl txouv XPIlOl\.lOTTOI1l8£i 
wptw<; OT'lV TTpa�1l xwpi<; ovo<popt<; oMIlAETTiopooll<;. Omooo, orr) C1CAIOypo<pio UTTapXOUV 
TTEPITTTWOEI<; OU�IlIJEVOU 0lE8vou<; KovovlKOTTOllllJEVOU Myou O£ 008EVEi<; TTOU OUV TIlPOUV TOI IJE 
Ar)lII'l OKEVOKOU\.I0pOA'l<; I') 13op<popivll<; KOI moue:; oTToioue:; XOP'lYEiTOI EVO 0Xrl\.lO OlJo�IKIAivlle:; 
LE TTEpiTTTWOIl TTOU EivOI oTTopoiTIlTIl 'l ouyxopr)Y'l0rj, 80 TTPE TTEI vo TTOPOKOAou8EiTOi 
TTPOO£K TlKO 0 Xpovo<; TTpo8polJCiv'le:; r) 0 oIE9vr)e:; KOVOVIKOTTOI'lIJEVOe:; Myoe:; IJE T'lV TTpo09r)K'l rl 
Tllv oTTOOUpoll OIJO�IKIAiv'l<;. ETTITTAEOV. EVOEXETOI va EivOI oTTopoiTIlTE<; OVOTTpOOOPlJoyt<; Tile:; 
06011<; AOIJ130VO\.l£VWV OTTO TO mOIJO OVTITTIlK TlKWV (13AEm TTOpOypO<poue:; 4.4 KOI 4.8). 

01 TT£VIKIAivE<; EvOtXETOI vo \.IEIWOOUV Tllv tKKPI01l1J£8O Tp£�oTIle:;, y£yovoe:; TTOU TTPOKOA£i 
£vO£XOIJEvll OU�1l01l 1O�IKOTIl TOe:;. 

H oUYXOPrlYIlOIl IJ£ TTpoC£vwiOIl o£v OUVIOTOTOI. H TTpo13£vwiOIl IJEIWVEI Til VE<PPIKr) 
OWAf)VOPIOKrl oTTEKKPIOIl TIl<; OIJO�IKIAivlle:;. H oUYXOPrlYlloll IJE TTpoCEvwiOIl IJTTop£i VO ou�I')OEI 
KOI va ETTI\.IIlKUV£1 TO ETTimoo OlJo�IKIAlvll<; 010 oilJo oMo 0XI TOU KA0130UAOVIKOU O�EO<;. 

4.6 KlUl0rJ KOI voAouXio 

MEAETEe:; OE �wo o£v KO TtO£I�OV oIJWEe:; rl tIJIJWEe:; ETTIKivoUVEe:; ETTlTTTWOEl<; OTllv EYKUIJOOUVIl, 
OTf)V OVaTTTU�'l TOU EIJ13POou, OTOV 1OKETO rl OlIlIJETOYEVVf) TlKrl OVaTTTU�fj 03AEm TTOPOYPO<po 
5.3). nEplOplOlJtvo O1OlXEio 0X£ TIKO \.IE Til Xpr'jOfj OIJ0�IKIAivfje:;/KA0130UAOVIKOU o�toe:; KO TO T'l 
OlaPK£IO Tfje:; KUr')OEW<; OE OV8PWTTOU<; OEV UTTOOEIKVOOUVOU�fjlJtvo Kivouvo OUYYEVWV 
OIOIJOP TlWv. LE IJIO JJOVO JJEAETfj OE YUVOiKE<; IJE TTPOWPO 1OKETO, TTOPOTfjpr'j8fjKE OTI 
TTPO<PUAOKTlKr'j oywyr'j \.IE OjJO�IKIAivfj/KAoi30uAOVIKO o�O jJTTOPEi va OUOXE TlOT£i IJE OU�fjlJtvo 
Kivouvo EAKOVEKPWTlKr)<; EVTEPOKOAiTIOOe:; TWV VEOYVWV. H Xpr)Ofj 80 TTptTT£1 VO OTTO<PEUYETOI 
KOTO Tf) OIOPKEIO H1<; KUfjOIl<;. EKTOe:; EOV 8EWPEiTOI O TTopOiTIlTfj OTTO 10V YIOTpO. 

KOI 01 000 OUOiEe:; oTTo13aMovTOI 010 IJfjTPIKO YOAO (TiTTOTO OEV Eivol YVWOTO YIO Tie:; ETTIOPOOEIe:; 
10U KAOCOUAOVIKOU o�toe:; O TO 13pt<poe:; TTOU 8IlM<EI). LUVETTWe:;, 010 13pt<pO<; TTOU 8fjM�EI EivOi 
TTl80vr'j 11 E\.I<pOVIOf) OIOPPOIO<; KOI IJUKfj TIOOlKr'j<; AoilJw�'le:; TWV 13AEVVOYovwv, OTTOTE jJTTopEi vo 
XPEIOOTEi va oloKomi 0 8IlAoojJoe:;. H OIJ0�IKIAiv'l/KA0130UAavIKO o�u 80 TTptml vo 
XPfjOlIJOTTOIEiTOI jJovo KO TO Tfj OIOPKEIO TOU 8fjAoojJou JJEla OTTO o�loMYIlOIl TOU O<ptAOU<;/ TOU 
KIVOUVOU OTTO TOV 8EPOTTOVTO YIOlpO. 
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I'l£v lTPOYtJOTOlTOlriSrjKOV IJ£A£W:; OX£TIKO IJ£ TIC; £1TIOPOO£!(; OHlv IKOVOTrlTO OOr')YIlOIl<; KOI 
X£IP10IJOO tJ'lXovwv 001000, £vOtX£TOI VO lTOPOUOIOOTOUV OV£1TISUlJflT£<; £V£PY£I£<; (IT.X. 
oAA£PYII(£<; OVTIOPOO£I<;, ­Ofl, OlTOotJ01), 01 OlTOI£<; tJlTop£i vo £IT'lP£ooouv Tllv IKOVOHlTO 
OO®YflO'l<; KOI XElPIOtJ0U tJ'lXOVWv (¯A£m lTOpoypoq>o 48) 

4.8 AvnnOuprJTl<; EvtpYEIE<; 

Ol lTOIO ouxvo OVOq>EpSEio£<; OVE1TI8ulJrjT£<; EVEPYEIE<; (AE) EivOi OIOPPOIO, vouTio KOI tIJE1O<;. 

01 AE alTO KAIVIKE<; OOKIIJE<; KOI tJ£1 EYKpniKri lTOpoKOAou8'l0'l IJE TO OV0tJo lTpO·loVTO<;, 
TO°IVOlJrie'lKOV OUIJq>wvo tJE T'lV KOTflyopio oPyovou OUOTritJOTO<; KOla MedDRA KOI 
lTopOTi8EVTOllTOpOKaTW. 

ria l'lV TO±IVOIJ'lO'llWV OVETTl8UIJfl1WV EVEPYElWV XP'l0ltJ0lTOlri8'lKOV 01 lTOPOKOIW opoAoyiE<;. 

noAu ouxvt<; (²1/10) 

L UXVt<; (²1/100 IJE <1/10) 


OXI ouxvt<; (:?1/1.000 tJE <11100) 

LlTaVIE<; (³1/10 000 tw<; <1/1.000) 
noM OlTOVIE<; «1/10.000) 
AYVWOT'l OUXVOl'lTO [OEV tJTlopEi va UlTOAOYI01Ei alTO TO Olo8tOltJO OEOOtJtvoj 
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TOU ot 010 Kat lOU unooo IOU 10TOU0 t 

. 
nOAU 

-.-... ----i 

OƮ£io Y£VIK£UtJtVI) £sOV81)1-I01lKI'] AyvWOHl
*AUK1Oivwol) (AGEP) 

. . _____ _ 
_ 

1 BMm nopoypo*o 4.4. 

2 BAtn£ nopoypo*o 4.4. 

J LTC orw£io TI)<; tV£OI)<; 

4 LUl..ln£pIAOIJr30VOtJtVI)<; TI)<; 4J£U00tJ£I-If3POVWOOU<; KOAilIOO<; KOI Hl<; OII-iOPPOYIKr']<; KOAiTloa<; 

ưf3Mm napoypocpo 4.4) 

Mia IJtTpla aUsl)Ol) O£ AST Kat/r'] AL T tX£1 01)1J£lw8£i O£ a08£v£l<; nou tAaf3av aVTIr3I01IKO 11)<;
KOHlVopia<; f3-AOKI 0 1-11)<; , aAM I) ol)lJaOia aUIWv TWV WPl)IJOTWV £ivat OYVWOTI). 
6 AUTt<; 01 aV£11I8uIJIlT£<; £vtpY£I£<; tXOUV 01)1J£lw8£i IJ£ oAA£<; n£VIKIAiv£<; Kal K£cpaAoonopiv£(; 
Ʊf3Mm napoypacpo 4.4 

Av ava*£p8£1 onOlaOrln01£ O£PIJOlIKr'] aVTiopaol) ump£uaI081)oia<;, I) 8£paTT£ia 8a nptn£1 
va OlaKOTIT£101 (r3Mm napoypa*o 4.4). 
8 BMm napoypocpo 4.9 
9 BAtn£ napoypacpo 4.4
10 BAtm napaypo<jlou<; 4.3 Kal 4.4 

4.9 Yn£pl)oooAoyio 

Mnop£i va £IJ*OVIOIOUV yamp£v1£pIKO OUIJTITwtJOla KOI Ol010paxr'] IOU loo�uyiou uypwv Kal 
I)A£KlPOAUlWV. 'EX£I nap011)pI)8£i aXI)I-I01IOl-lo<; KPU010AAwv aIJOsIKIAivI)<; 010 oupa, o onoio<;, 
£ViOl£, OOl)y£i O£ V£*PIKr'] avmopK£la (r3Mm napoypa*o 4.4). 

LnaolJoi IJnop£i va qJ*aVIOTOuv O£ a08£v£i<; 1..1£ OI01apaxr'] 11)<; V£<jlPIKI']<; A£lToupyia<; I'] O£ 
OUTCU<; nou AOIJf3ovouv U4JI)At<; 060£1<;, 

'EX£I oVO<jl£p8£i OIl I) OIJOslKIAlVll K081ƲOV£1 O£ oupoK08orlP£<;, Kupiw<; IJ£TO OTTO £voocpMf3lo 

XOPrlYl)Ol) IJ£YOAWV 06o£wv, Go nptml vo TIlP£iTOI TOKI1KO<; tAEYX0<; 1301(11)10<; (f3Atm 

nopoypo*o 4.4) 


To YOOIP£Vl£PIKO OUIJnlWIJ010 IJnOpouv va aVlll-I£TWmOTOuv OUIJTIlWtJ01IKO, OiVOVlO<; 
npoooxI'] 010 100�uY10 v£poufI)AEKlPOAUlWV, 

H aIJOSIKIAivl)/To KAof3ouAavlKo osu tJnop£i va anotJoKpuv8£i ana 1l)V KUKAO<jlopia 1..1£ 
oltJoKo8opol) . 
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MOXOVlOlJoi oVTi01000C; 

L:m.JEio OloKonrjs; 

ovo01oMwv 13-AOK1OIJ00rJe;, KWOIKOe; ATC 
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'5. <1>APMAKOJ\OrlKEI: IflIOTHTEI: 

Cl>oPlJoKo8EponEUTIK' K01fwopio: LUVOUOolJoi nEvIKIAIVWV, OU\.lnEpIAOIJ13aVOIJ£vWV TWV 
J01CR02 

H aIJORIKIAiVrJ £IVOIIJIO rJlJlouv8E1IK' mVIKIAivrJ (aVlIl3loTIKa IJE [3-AoKTOlJrJ), rJ onoio OVOOTEAA£I 
EVO ' mplooaTEpo tV<UIJO (OUXvo OVO<PEpOV101 we; npwT£Tv£e; OUVOEOrJe; TWV nEvIKIAIVWV, 
PBP) OT'll3loouv8ElIK' 006 HIe; [3oKTrJPloKrie; mnTlOOYAUKOVrJe;, rJ onolo onOTEAEi 
ovonoonoOTO OOIJIKO OU01OlIKO lOU [30KTIlPIOKOLJ KunoplKOU TOIXWIJ010e;, H OVOOlOAri Tile; 
ouv8EOrJ<; nmTlOOYAUKOVrJe; o0rJYEi OTrJV onoOUVOIJWOrJ TOU KUTTOPIKOU lOIXWIJOTO<;. rrOTIoio 
OUXVO OKOAou8EiTOI ono KunopOAU0rJ KOI 8aVOTO, 

H aIJORIKIAiVrJ EivOi Euoio8rJTrJ OTrJV onOOOlJrJorJ onO 13-AOK1OIJOOEe; nou nopOYOV101 ona 
OV9EKlIKO [30KT'PI0 KOI, mOIJEVWe;, OEV EivOi OpOO1IK' onO 1J0VIj TrJS EVOVlI 0pYOVIOIJWV nou 
nopayouv TETOIO EV<UIJO, 

To KA0130UAOVIKO oEu EivOI lJio I3-AOKTalJrJ nou oXETiøE101 OOIJIKO IJE nEvlKIAivES, AnEvEPyonolEi 
OPIOIJEVO tV<UIJO TIlS [3-AoKTOIJ00rJe; onoTptnoVTOe;. we; EK TOUTOU, TrJV oOpovonoillorJ TrJe; 
OIJOEIKIAivrJe;, To KA0130UAOVIKO osu IJEIJOVWlJtvo OEV oOKEi KAIVIKa xPriollJrJ OVTI[30KTrJPIOK' 
miOpoo'l 

o XpOVOS OVW TrJe; EAOXIOTIlS OVOOTOATlKrie; OUyKEvTPWOrJS (T>MIC) 8EWPEiTOI 011 EivOI a 
IJEi<wv K080PIOTIKOe; nOpayOVTO<; OnOl£A£OIJ01IKOTrJ1Oe; Y'o TrJV 0IJOsiKIAivrJ, 

Ot 000 KUPIOI IJrJxoVlolJoi oVTioT00rJ<; OTrJV OIJOEIKIAiVrJITO KA0130UAOVIKO oRu EivOI, 
• AopovonoirJ0rJ ona EKEivES TI<; [30KTrJPIOKt<; [3-AOK1OI-IOO£<; nou OEV OVOOT£AAOVTOI 01 

iOIE<; onO KAo[3ouAovlKa 0R0, OUlJnEpIAOIJ13oVOIJEVWV TWV K01rJYOPIWV B, C KOI 0 

• METO[3oMI TWV PBP, rJ onoio IJEIWVEI TrJ OUYYEVEIO TOU OVTI[30KTrJPIOKOU nopoyovlO ylO 

TO OTOXO, 

H IJrJ OIOmpOTOT'110 [30KTljpiwv ri IJrIXOVlolJoi OVTAioe; EKPOri<; IJnopEi va npoKOMoouv 
[30KTrjPIOK' oVTi01001l ri vo OUVTEAtoouv O£ OUTri, 1010iT£PO OE Gram-opvrplKo [30KTriPI0, 

To Olll-lEio OloKonr'j<; MIC Y'O HjV OI-lOEIKIAivrJ/TO KA0[30UAOVIKO oEu EivOi EKEivo TrJ<; EupwnoIK'<; 
EnlTpon'e; YIO TOUe; AVTII-IIKP0[310KOU<; EAtyxou<; EUOJo8lloio<; (EUCAST) 
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AEROSIOI lJIKPOOPYOVIOIJOi 

WOSIOI Gram-opvOTIKOi IJIKPOOPYOVlolJoi 

D013101 IJIKPOOPYOVIOlJoi 

I-| E.;..;; }Y:=I ... a ... T~a..,;o;;.:n.;.o;;;.;i.;;;9_

",;,o ... £=n�i=K=TO;"bT;..;.o ... a;;;;. ;;;,;O:;;,,;O�H.;,;n;..;;o;,t;p;,,;;£,;,.i ;..;;O;,,;,T,;;;EA,,;.;£;;.;. ..;.n;.J;p;,;;o;J;!3;;.;. A;';"'OI,!;H;;;;a� ____ 

AEpoBIOI Gram-8ElIKoi IJIKpoopyavlolJoi 

AEPOSIOI Gram-opvOTIKOi IJIKPOOpYOVIOIJOI 
Escherichia coli 

AEpoBlol Gram-oPvDTlKOi blIKPOOPyovlolJOi 
Acinetobacter sp. 

"'''' YEIl-E.42S0- J 3/4 
(240) 

> 
> 

01 oVO<pEPOIJEVE<; 1I1J£<; Eivol YIO TI<; OUYKEVTPWOEI<; TOU<; TWV 
o..tyxwv £OOIoSI1OIO<;. I'] oUYKEVTPWol'] KA0130UAOVIKOll oÖto<; opiÔnOl OTO 2 mg/l. 
2 0, OVO<PEpOIJEVE<; 1I1J£<; EivOi YIO TI']V OzOKIAivI'].
301 TllJt<; TWV Ol']IJEiwv OIOKonÕ<; oTOV niVOKO 1300iÔoV101 010 Ol']\-lEiO OIOKOTIll<; TI']<; 
AIJTIlKIAiVf)<;. 
4 To ol']IJEio oloKonÕ<; Myw oVTioTOol']<; R>8 mgll OIOO<pOAi{EI OTI OV0<pEPOVTOI OVSEKTIKO OAO 
TO onOIJOVWIJEVO oTEAEXI']IJE IJI']XOVlo\-lOV<; OVTioTOOl']<;. 
501 TllJt<; TWV Ol']IJEiwv OIOKonÕ<; OTOV nivOKO 1300iÔoV101 oTO OlllJEiO OIOKonÕ<; TIl<; 
BEvÔuAonEvIKIAivll<;· 

o mmOAOoIJO<; oVTioTOoll<; £VOEXOlJtvW<; nOIKIAEI OVOAOYO IJ£ Tllv nEpIOXÕ KOI TOV XPOVO ylo 
mlAEY\-ltvo Eioll KOI 11 TOTIlKÕ nAIlPO<pOPIlOIl 0XETIKO IJE Tllv OVTlo1Ooll ElvOI ETiiSUIJIlTÕ, Kupiw<; 
KOTO TIl SEpomio oo!3opwv AOIIJWzEWV. AvoAoyo IJE 11<; ononr']OEI<;. So nptml va Ôf)T£iTOI I'] 
OUVOPOIJr'] EIOIKOll OTOV 0 1OTIlKO<; EnmoAoolJo<; OVTio1OOIl<; OIOKU!3£ VEl Til XPIlOI\-lOTIlTO TOU 
nopoyov1O 1OUAOXIOTOV OE OPIO\-lEVOU<; Tunou<; AOIIJWzEWV. 

LUV' TO 
Gram-SElIKoi 

Enterococcus faecalis 
Gardnerella vaginalis 
Staphylococcus aureus (£uol08Il1O<; oTf) \-lE8IKIAivll) £ 
Streptococcus aga/actiae 
Streptococcus pneumoniae 1 
Streptococcus pyogenes KOl AOITIO! !3-01\-lOAUTIKOi oTpEnToKoKKOI 
OIJOOO Streptococcus viridans 

Actinobacillus actinomycetemcomitans 
Capnocytophaga spp. 
Eikene/la corrodens 

2
Haemophilus influenzae
Moraxella catarrhalis 
Neisseria gonorrhoeae§ 
Pasteurella multocida 

AvO( 
Bacteroides fragilis 
Fusobacterium nucleatum 
Prevotella spp. 

._. ___.. __ 

Enterococcus faecium $ 

Klebsiella oxytoca 
Klebsiella pneumoniae 
Proteus mirabilis 
Proteus vulgaris 
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IJIKpoopyavlolJoi 
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sp. 
Legionella pneumophila 
Morganella morganii 
Providencia spp 
Pseudomonas sp. 
Serratia sp. 
Slenotrophomonas maJtophilia 

l\olTIoi 
Chlamydia trachomatis 
Chlamydophi/a pneumoniae 
Chlamydophila psittaci 
Coxiella burnetti 

(24a) 

Myco .. __ . ..78._.79._._._ . 
$ ¢>UOIKÑ EVOI(:l\-lWrJ EUOI08rJ0fa anouoia EniKTI)Tou \-IrJXav10\-lOU aVTioTa0rJ<; 

I 

5.2 <l>OPJ.lOKOKIV'lTiKEC; IOIOT'lTEC; 

£ GAOl 01 av8EKTIKOf OTrJ \-IE81KIMvrJ OTO<pUAOKOKKOI £ivOi av8£KTlKOi OTrJV 
Ol.JoÒ'K'AivrJ/KAoj3ouAavIKo oÓu 
§ GAo TO OT£A£XrJ \-1£ aVToxÑ OTrJV O\-loÒ'K'Aivf1 nou OEV £v£Pvonol£iTOI ana j3ÔTO AOKTO\-IOOE<; 
Eivlo QV8EKTIKO OTf1V O\-lOÓ'KIAivrJ/KA0j30UAOV'KO OÓU 
1 AUTÕ rJ \-IOp<pÑ O\-loÓIK'AivrJ<;/KAoj3ouAavIKou oÓto<; \-Inop£i va \-IrJv EivOi KOTOAArJAf1 V'O TrJV 
aVTlIJ£HDTIl0rJ TOU Streptococcus pneumoniae nou £ivOi OV8EKTlKO<; OTrJV nEvlKIAivrJ (j3Atn£ 
TTOpOypO<pou<; 4.2 KOI 44) 
2 LT£Atm \-1£ \-I£IW\-ItVrJ £uol08rJoio EXOUV ovo<pEp8Ei OE OPIO\-lEV£<; Xwp£<; Tf1<; EE \-IE OUXVO H1TO 

To onOTEA£O\-lOTa <pOPIJOKOKtVrJTIKÔ<; Via IJEA£TE<; OTl<; oTToiE<; XOPrJVÔ8rJKE 
OI.J0ÒII<1Afvf1/KA0j30UAOVIKO oÓu O£ OIJOOE<; UVIWV E8EAOVTWV w<; 500 mg/100 mg Ô 
1000 mg/200 mg XOPrJVOU\-IEVO w<; EVoo<pA£j3ta (VEarJ bolus TTOPOUOlO<OVTOI TTapoKoTw. 

Mto£<; (± SO) nap0\-lETpOI <pap\-lOKOKIVrJTtKÔ<; 

nEpirrou 25% TOU OUVOAIKOU KAOj3ouAoVIKOU oÓto<; OTO TTAdO\-lO Kat 18% Tf1<; OUVOAIKÔ<; 
Ol.JoÓIKIAivrJ<; OTO TTAdOIJO OUVO(ETal \-1£ npwTEfv£<;. 0 £\-I<povÔ<; 0VKO<; KOTOVO\-lr;<; [iVai TT£ piTTOU 
0,3-0,4 I/kg Via Trlv O\-lOÓIKIAivrJ Kat mpiTTOU 0,2 I!kg Via TO KAaj3ouAavlKo oÓu 
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BIOIJETOOXnI..lOlIOIJO<; 

N[(PPIKr) ouoAwoupyiO 

HnO TIKIj ouoAmoupyio 

6.6.YEn-£.42S0- J 3/4 
(24a) 

METa O TTO Evooq>Mj310 XOpr')Yf]Of], TOOO f] OIJO�IKIAiVf] 600 KOI TO KAoj3ouAoVIKO O�U j3pt9f]KOV 
OH) XOAf]ooXO KUOTf], OE YOOTPIKO IOTa. OTO otPIJO, 010 Ai TTOC;, OE IJU'IKOUC; 10TOUC;. OE 
Op8pOOJEAIKO KOI TTEPITOVO'IKO uypo, OTf] xoAr') KOI DE TTUOV. H OIJO�IKIAivll OEV KOTOvtlJOOI 
IKOVOTTOIIlTlKO OTO EYKEq>oAoVWTloio uypO. 

ATTO IJEMT£C; OE TWO OEV UTT(JPXOUV EVOEi�EIe; Y'O Of]IJOVTIKri KO TOKPOTIlOf] O TOUe; 10TOUe; UA1KOU 
TTOU TTPOEPXETOI OTTO TO q>OPIJOKO Y'O OTTOIOOr')TTO TE OUOTOTIKO. H OIJO�IKIAlvf], OTTWC; 01 
mplooOTEpEe; TTEVIKIAlvEe;. IJTTopEi vo oVIxvEu9Ei O TO IJf] TPIKO yoAo. L TO IJf] TPIKO yoAo IJTTOpOUV 
ETTiof]e; vo EVTomo TEI oTToj3oAri IXVWV KAoj3ouAoVIKOU o�toe; (j3Mm TTOPOYpO<po 4.6). 

H OIJO�IKIAivf] OTT 0 j30AAET 01 EV IJtPEI O TO oupo we; OVEVEpyO TTEVIKIAAoiKO o�u OE TTOOOTf]TEe; TTOU 
1000UV0J-l0UV IJEXPI 10 EWe; 25% Tf]e; 0PX1KfJe; 060f]e; To KAol3ouAoVIKO o�u IJE TOj3oAiTElOl 
EKTElOJ-ltVO O TOV OV9PW TTO KOl o TTol3oAAE TOI 010 oupo KOI TO KOTTPOVO we; OIO�EiOlo TOU 
OV8POKO OE oTToj3oAMIJEVO OEpIO. 

H Kupro 006e; oTTol3oAr')e; Y'O Tf]V olJo�rKrAivll ElvOi J-lEOW TWV VEq>pWV, EVW YIO TO KAol3ouAoVIKO 
O�U EivOI KOI J-lE VEq>pIKOUe; Kor J-lE 1Jf] VEq>pIKOUe; IJf]XOVIOIJOUC;. 

H al..lo�rKrAlvll/TO KAoj3ouAoVIKO o�O EXEI IJtOf] f]1J1TWr') oTTol3oAr')e; KOHl TTPOOtYYIOf] IJIO wpo Kor 
IJtOf] oArKr') Ko90pof] KOHl TTpoOEyyrOf] 25 IIh OE UYlEie; E9EAoVTEe;. nEplTTOU TO 60 EWe; 70% Tf]e; 
aI-'O�rKrAiVf]e; KOI TTEpiTTOU TO 40 EWe; 65% TOU KAoj3ouAoVIKOO o�toe; o TTol3oAAnol ovoAAoiw TO 
oro oOpo KOla Tie; TTpWTEe; 6 h IJOO O TTO Tf] XOpfJYf]Of] I..IEI..IOVWI..IEVf]e; Evooq>Atl3loe; EVEOf]C; bolus 
500/100 mg fJ f,J£T0 OTTO Hl XOpfJYf]Of] j.JEIJOVWI..IEVf]e; Evooq>Mj3loe; EVEOf]e; bolus 1000/200 mg 
i'lroq>OpEe; I..IEAt TEe; txouv olomOlwoEI all f] o TTol3oAfJ OTO oOpo EivOi 50-85% YIO Hlv oj.Jo�IKIAfvll 
KOI O TTO 27-60% Y'O TO KAoj3ouAoVIKO o�u I..Itoo OE OIOO Tf]I..IO 24 wpwv L Tf]V TTEpiTTTW0'l TOU 
KAal3ouAavlKoO o�toe;, '1 J-lEyoAuT£P'l TTOOOTilTO TOU q>0PIJOKOU oTToj3oAAoOI KOTO Tie; TTpWTEe; 2 
WpEe; J-lETO OTTO Tf] XOpfJYf]Of] 

H nopoAAf]Af] XPfJOf] TTpoj3EvEOiOf]e; K09UO TEPEi Tr)V oTToj3oAfJ OIJO�IKIAiv'le;. oAM OEV 
Ka8uoTEpEi Tf] VEq>PIKfJ oTToj3oAri KAoj3ouAoVIKOU o�toc; (I3MTTE TTOpOypOq>o 4.5). 

H 'l1..l1TWfJ oTTol3oAfJe; Tf]e; OJ.JO�IKIAivf]e; Eivol TTOPOIJOIO 010 TTOIOIO f]AIKioe; 3 l..If]vwv TTEplTTOU EWe; 
2 ETWV I..IE TO I..IEyoMITEPO TTOIOIO KOI EVilAiKOUe;. LTO TToM vwpo TToloro (TTEpIAolJl3ov0I..l£VWV 
TWV VEOYEVV'l TWV) KOTO Tf]V TTPWT'l E13001..l00 0 Tf]e; TWfJe; TOUe;, TO OIOOTlWO XOPfJY'lO'le; OEV 90 
nptml vo uTTEPl30lvEI Tie; ouo q>opte; Tf]V f]j.Jtpo Myw Tile; OVWPII..IOTilTOe; Tile; VEq>pIKrie; OOOU 
oTTtKKpIOIle;. Eq>ooov 01 f]AIKIWj.JtVOI 009EVEie; EivOi m90voTEpO va TTOpOUOJOTouv J-lEIWJ-ltVf] 
V[(PPIKri Awoupyio, 90 TTptTTEI vo 009EI TTpOOOXri OTf]V mrAoYri Tf]e; 500f]e; KOI I..ITTOPEI vo EivOi 
xPriOJIJf] Il TTOPOKOAou9r]0f] Tile; VEq>pIKrie; Awoupyioe;. 

H auvoAIKri K090por] Tr]e; OlJo�IKrAivr]e;/TOU KAol3ouAoVIKOO o�toe; O TOV opo I..IEIWVOOI KO T' 
avaAoylo I..IE Tr] I..IEI00J-lEvll VEq>PIKri AmouPyio. H j.JEiwOIl Tr]e; K090pof]e; TOU q>0PJ-l0KOU ElvOI mo 
tKor]AIl YIO Tf]V OJ.JO�IKIAivf] OE oxtOf] J-lE TO KAol3ouAoVIKO 0�0 Ko9we; ,.dow Tf]e; VEq>pIKrie; 0000 
onol3oMoOi J-lEyoAO T£pO TTOOOO TO oj.Jo�IKIAivlle;. LuvmWe;, O Tr] VEq>PIKri ouoAEnoupyio, 01 
MOEIe; TTPETTEI vo TTpoAolJl3ovouv Tr]V OOKOTTf] OUOOWPEUOf] Ol..lo�IKIAivr]e; KOI vo OIOlf]POOV 
napoAAIlAo mopKri mimoo KAoj3ouAoVIKOU O�EOe; (j3MTTE TTOpOypOq>o 4.2). 

Aa9EVEie; J-lE f]TTO TIKfJ ouoAEIToupyio 90 TTptTTEI vo A0I..lj3ovouv OOOf] I..IE TTPOOOXri KOI 90 TTptml 
va TTOPOKOAou9EITOI f] f]nO TlKI'J Amoupylo ova lOKHl OIOOTfJIJO TO. 
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npooQllJooio OIOAUiJOTWV Via [VOOqJAtSIO EVEOI) 

npoETQllJooio OloAuWOTWV Via EvoocpA[l310 tyxuoQ 

��YEn-E.42S0-13/4 

(240) 

5.3 npoKAIVIKO OtoO\-l£vo Via Trlv ooq>oAuo 

Mr] KAIVIKO OEOOIJ(VO OEV OnOKOALJTTTOUV Konolov EIOIKO Kivouvo Via TOV ov8pwno IJE èoor] 
IJEMw:; qJ0PlJoKoAoVio<; OOqJOAEIO<;, VOVIOIOlOéIKOTr]TO<; KOI lOéIKOTr]TO<; OTr]V ovonopovwVII<ê 
IKOVOTr]TO. 

M(},t.TE<; lOéIKOH]TO<; EnovoAr] TTTIKWV OOOEWV nou npOVIJ01OnOIë8f]KOV OE OKUAOU<; IJE 

OIJOéIKIAivr]/KAol3ouAoVII<O oéu, KOTOOEIKVUOUV VOOTPIKO EPE8101J0 KOI (IJETO KOI 
onOXPWIJOTIOIJEVr] VAwooo. 

!J.EV EXOUV 0IEéoX8Ei IJEMTE<; KOPKIVOVEVEOr]<; IJE TO 'OVOIJO npolovTO<; ê TO OUOTOTIKO TOU. 

6. <1>APMAKEYTIKEf-nAH PO<1>OPIEf 

6.1 KOTOAovoS EKOOXWV 

6.4 IOIOiTEPES TTpoq>uAO@tIS KOHl HIV q>u"O@'1 TOU TTPO',OVTOS 

6.5 <1>UO'1 KOI OUOTOTIKO TOU TTEPI£KT'1 

6.6 IOlOiTEptS TTpoq>uAo@tIS OTTOPPI4''1S Kat 6MoS XtIPIO\-l0S 

Ko8E OXprlOllJonoir]TO npo'fov ê OXPr]OTO UAIKO TTpEnEI va onoppiTTTETOI OUlJqJWVO IJE TI<; KOTO 
Tonou<; 10XUOUOE<; 0XETIKE<; OIOl(jéEI<; 

500 mg/100 mg KOVI<; Via EV£OIIJO OloAulJO ê OIOAUIJO npo<; t.VXUOr]. 
o qJuoloAoVIKO<; OIOf.UTr]<; EivOi EVEOIIJO 'Yowp PhEur. To 'OVOIJO npol0VlO<; 500/1 00 mg 80 
np£ TTEI va OIOAUOOI OE 10 ml oloMTr). AUTO onooiOEI TTEpinou 105 ml OIOf.UIJOTO<; Via XPëOf] 
EqJOTTOé 060f]<;. 'Evo<; nopoOIKO<; poi; XPWIJOTIOIJO<; IJnopEi ê 0XI va ovoTTTuX8Ei KOTO Tr]V 
OVOOUOTOOf]. 
To OVOOUOTOIJ£VO OIOAUIJOTO Eivot <puoloAoVIKO OXPWIJO ë £Xouv £vo nOOTEA OXUptVIO XpwfjO 

To 'OVOIJO npo'fOvlOe; 80 npEnEI va xopr]VEiTOI IJEOO OE 20 min ono Hlv OVOOUOTOOI'] 

To <ploAiOlo 'OVOIJO npol'ovlO<; OEV Eivot KOTOAAr)Ao Via Xpëor] noAAonAwv 060EWV, 


500 mg/100 mg KOVIe; Via EvtOllJO ì:)JoAulJo ê oloAulJo npoe; tVXUOf]. 

To 'OVOIJO np0'iovlOe; 80 nptnEt va ovoouoT08Ei onw<; m:pIVP0<pETOI noponovw Via Tr)V tVEOr]. 

Xwpie; K08uOT£pr]0r], 80 np£TTEt va npOOTE8Ei TO OVOOUOTOIJ£VO OloAUIJO OE 50 ml UVpou 

tvxuor]e; IJE Xpëor] lJivl OOKOU ë o10[3081J101JEVOU OVKOIJETPIKOU owAf]vioKOU. 


1000 mg/200 mg KOVIe; Via EVt.OIIJO OloAulJo ê oloAulJo npoe; tVXUOf]. 

To 'OVOIJO npor'OVTOe; 80 nptn£l va ovoouOTo8Ei onw<; nEplVP0qJnol noponovw Via HjV tvEOI'] 

Xwpie; K08uOTt.Pf]Of]. 80 nptTTEI va npOOTE8Ei TO oVOOUOTOIJEVO oloAulJo OE 100 ml UVpou 

tvxUOI']e; IJE Xpêof] lJivl OOKOU ê o10è081J10iJtVOU OVKOIJETPIKOU OWArlvioKou 


7. KATOXOI THI Al1EIAf KYKAO<1>OPIAI 
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(24a) 

8. API0MOI(OI) AAEIAI KYKAOCl>OPIAI 

9. HMEPOMHNIA npOTHI ErKPIIHI I ANANEOIHI THI AAEIAI 

10. HMEPOMHNIA ANA0EOPHIHI TOY KEIMENOY 
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(2411) 

II. 

A To ct>0Mo OOIlYIWV YIO TO XP«oTIl q>Op¬OKEUTIKWV npoIovTWV nou nEpltxouv OPOOTIKO 
OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, ElTIKaAufJfJlvO fJ( AUTTO UfJEVIO oloKio 
500mg/125mg/tab & 875mg/125mg/tab Opi­ETOI w® E¯«® 

ct>YMO OAHriON XPHrHr: nI\HPO<DOPIEr riA TON XPHrTH 

OvofJa TTpoi"oVTOS 500 mg/125 mg (lTIKaAufJfJlva fJ( A(TTTO UfJlVIO oloKio 
OVOfJO TTpo"ioVTOS 875 mg/125 mg (lTIKOAUfJfJ£va fJ( A(TTTO UfJtvlo oloKio 

PI0J300T( TTPOOt:KTlKO OAoKAtlPO TO <puMo ootWHilv XP';0flS TTPOTOU apxio(T( va 
TToipvu( aUTO TO <POPfJOKO. 

ct>uM¯TE OUTO TO q>uMo 00'lYIWV XPl'toll® "Iow® XPEIOOTEi vo TO OIO°OOETE ¯OVO" 
Eov tXETE nEpOITtpw onopiE®, PWTI'tOTE TO ylOTpo I't TO q>OPIJOKOTTOIO OO® 
H OUVTOYI't ylO OUTO TO q>OPIlOKO XOPlly«8IlKE ylO OO® (« TO nmoi OO®) l:::.Ev nptml vo 
OWOETE TO q>Op¬OKO OE oMou® MnopEi vo TOU® npoKoAtoEI I3M°Il, OKOIlO KOI 6rav TO 
OUlJnTWIlOTO TOUe; £iVOI iOlo ¬E TO OIKO OO® 
Eov KonOIO OVETIl801l'lTIl EvtPYEIO yivETOI ool3opl't, I't ov nopOTIlPl'toETE KonOIO 
OVETIl8u¬'lT'l EvtpYEIO nou OEV OVOq>tPETOI OTO nop6v qJuMo OOIlYIWV, nopoKoAEi08E vo 
EV'lIJEPWOETE TO YIOTp6 « qJoPIJOKOnol6 OO® 

To TTapov <puMo ootWlCilv TT(PIEX(I: 
1 TI EivOI TO OVO¬O npo"iOVTOe; WI nOlo EivOI '1 XP«OIl TOU 
2 TI nptnEl vo yvwpi­ETE npoTOu nopETE TO OVOIJO npo"iovTo® 
3 nwe; vo nopETE TO OVOIJO npOIOVTOe; 
4 nl80vt® OVETIl8UW1TE® EvtpYEI£® 
5 nw® vo qJuMoooOl TO OVO¬O npOrOVTO® 
6 AOlTIt® nArlPoq>opiE® 

1" TI EINAI TO DNOMA npo"foNTor KAI nOlA EINAI H XPHrH TOY 

To OVOIJO npo"iOvTO® EivOi tva OVTI1310TlK6 KOI opo OKOTWVOVTO® TO 130KTIlpiOI0 nou npoKoAouv 
TI® AOI¬W¯EI®" nEpltXEI ouo OIOqJOPETIKO qJoPIJOKO nou OVOlJd­OVTOI OlJo¯IKIMivll KOI 
KAol3ouAoVIKO o¯u" H OIlO¯IKIMiv'l ovl'tKEI OE Ilio o¬ooo q>0PIlOKWV nou oVOIlO­OVTOI 
"TIEVIKIAAivEc;" 11 Opooll TWV onoiwv ¬EPIKt® qJopt® IlnopEi vo E¬no0108Ei (oopovonoIEiTOI) To 
dAAo OPOOTIKO OUOTOTIKO (KAo[3ouAoVIKO 0¯0) OEV mlTptml vo oUIl[3Ei OUTO. 

To OvolJo npoIovTO® XPilOlIJOnolEiTol OE EvI'tAIKE® KOI nOlolo YIO Tllv 8EponEio TWV nopoKoTW 
AOI¬W¯EWV. 

ETIlKOAUIJ¬tvo IJE AmTo U¬tviO oloKio 500 mg/125 mg, 875/125 mg 

AOI¬W¯EI® TOU IJtoou WTO® KOI nopopplvoKoAniTloo 
AOIIJW¯EI® TOU ovonVEUOTIKOU 
AOIIJW¯EI® TOU ouponolllTIKOU 
AO'lJW¯EI® TOU OtPIJOTO® KO! TWV IJOAOKWV IlOpiwv nEpIAO¬°OVOlJtvwv TWV OOOVTlOTPIKWV 
AOqJW¯EWV 
AOIIJW¯EI® TWV oarwv KOI TWV Op8PWOEWV 

2" TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO DNOMA npoi'oNTor 
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TT01£iTOI Via TIlv OUPIKr'j op8piTIOO) J..IE OVOJ..lO 
J..ITTOPEi va aU*J'18Ei fJ TTl80VO TIlTO va EJ..Icpovio£TE OMEPVIKr'j OEpJ..IOlIKr'j OVTIOPOOll. 

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

MfJv IT(lPUE TO 'OV0J.la TTp o'ioVTO<;: 
OE mpimwofJ OMEPVio<; (umpEUOI08fJoio<;) OTfJV aJ..lO*IKIMiVfJ, TO KA0130UAOVIKO O*U, 
TfJV nEVIKIMivfJ r'j OE onOloor'jTTOTE o Mo OUO TOTIKO TOU DvoJ..lO TTpoIOVTO<; (Ovo<ptPOVTOI 
OTfJV TTOpOVPOcpo 6) 
OE mprTTTwOfJ TTOU EiXOTE TTonò ool3opr'j OMEPVIKr'j oVTiopoofJ (umpEuOI081loio) OE 
OTTOIOOr'jTTOTE oMo OVTlI310TlKO. AUTr'j J..ITTOPEi va mplA0J..ll3ovEI OEpJ..IOlIKr'j oVTIopOOll r'j 
npr'j*IJ..IO TOU TTPOOWTTOU r'j TOU AOIJ..IOU 
OE mpiTTTwoll TTOU EiXOlE TTOTt IlTTOlIKO npoI3Ar'jJ..lOTO r'j iKTEPO (KlTpivIOJ..l0 TOU OtpJ..lOlO<;) 
OTOV TToipVOlE KOTTOIO OVTlI310TlKO. 

� 	 M'lv TTOPUE TO 'Ov0J.la TTpOYOVTO<; EOV KOTTOIO aTTO TO TTopaTTOVW 00<; acpopo. Eov 
OEV ElaTE oiVOUPOI, J..ItAr'jOTE J..IE TO VIOTPO r'j TOV CPOPJ..IOKOTTOIO 00<; TTplV nopETE TO OVOJ..lO 
npoIOVTO<;. 

npootRn lliloinpa J.lE TO OVOJ.lO TTPOIOVTO<; 
MIMOT( I-IE TO VIOTPO r'j TOV CPOPJ..IOKOnOIO 00<; TTplV TTOp£TE aUTO TO cpOPJ..IOKO, EOV 


tX£TE TTUP£TO I-IE OIOVKWJ..ItVOU<; AEJ..I CPOOtVE<; 

KOV£TE 8Epomio Via VE CPPIKO r'j fJTTOlIKO TTPOI3Ar'jJ..lOTO 

OEV oup£iTE TOK TIKO. 


E6v o£V EioTE oiVOUpOI, EOV KOTTOIO OTTO TO nopOTTOVW 00<; ocpopo, J..ItAr'jO TE J..IE TO VIOTPO r'j TOV 
cpaPIJOKOnOIO 00<; TTplV TTOPETE TO OVOJ..lO npoiOv TO<;. 

LE OPIOJ..ltV£<; mpITT TWOEI<; 0 VIOlpO<; 00<; J..InopEI va OIEPEUVr'jOEl TO EIOo<; TOU 130K TIlPtOiou TTOU 
npOKQAEi TIlV AoiJ..lW*Il. AVOAOVO J..IE TO OTTOTEAtOIJOlO, l.mopEr va 00<; XOPfJVIl8Ei OIOCPOP£TIKr'j 
mplEK TIKOTIlTO OVOJ..lO TTpoioVTO<; ri OtOCPOPETIKO cpOPJ..IOKO. 

KaTaon'ioEI<; T TOU l.mopEi va XPElooni va TTpootRETE 
To OVOJ..lo TTpOiOVTO<; J..ITTop£i va ETTIOEIVWOEI OP10l-ltvE<; KOTOO TOOEI<;, r'j va TTPOKOMoEt 
OrHJOVTIKt<; OVETTI8uJ..IIlT£<; EvtpVm<;. AUTt<; mptA0J..ll3ovouv OMEPVIKt<; OVTlOPOOEI<;, £TTlAIlTT TlKt<; 
KpioEI<; (onooJ..loI) KOI cpAEVJ..I0Vr'j TOU noxto<; £VTtpOU. nptml va KOITO*ETI: Via OUVKEKptJ..ltvO 
OUIJTTTWJ..IOlO KOla Til OIOPK£IO Ar'jlVIl<; TOU OVOJ..lO TTpoioVTO<;, Via va J..I£IWO£T£ TOV Kivouvo 
OTTOlwvor'jnOTE npol3ArWOTWV BMn£ 'Karaoroo[l(:; nou XPElo(nOl va npoot{uE' OTrIV 
napaVpacpo 4. 

ERu6oEI<; aiJ.lOTO<; Kat oupWV 
Eov KovnE E*nOOEI<; OiJ..lOlO<; (onw<; E*£TOO£I<; Via TIlV KOTOOTOOll TWV Epu8pwv OIJ..loocpolpiwv 
� E*£TOO£I<; IlnOTlKr'j<; AwouPVio<;) r'j E*£TOOEI<; OupWV (Via TIlV VAUKO�Il), £vIlI-I£PWOT£ TO VIOTPO 
� TOV VOOfJAEUTr'j all noipV£TE TO OVOJ..lO TTP0"iOVTO<;. AU TO VIOli TO OVOJ..lO TTpoiOVTO<; J..I TTOPEi va 
ETTJ'1PEOOEI TO aTTo TEAtOJ..lOTO OUTOU TOU Tunou TWV £*£T60£wv. 

Xpr't0'l 6Mwv cpaPJ.l0Kwv 
napOKOA£i08E va EVJ'1I-1EPWO£T£ TOV VIOTPO r'j TOV CPOPI-IOKOTTOIO 00<; EOV noipvm: r'j tX£T£ TTOPEI 
npoocpOTO 6 Mo cpOPI-IOKO. AUTO nEplA01-l136vouv KOI cp6PI-IOKO nou J..I TTOpOUV va ovopaO TOUV 
xwpr<; OUVTOVr'j KOI cpOpJ..IOKO CPU TIKr'j<; npotAEuOIl<;. 

Eov A0J..lI30V£TE OMOTTOUP1VOAJ'1 (XPfJ01J..10 
np0"iovTO<;, 

E6v A0J..lI30V£T£ npol3EvEOiOfJ (XPIlO1J..10nOIEiTOI Via TIlV OUPIKr'j op8piTloo) 0 VIOlpO<; 00<; J..InopEi 
va onocpooiOEI TJ'1 pu8J..110fJ if]<; 060fJ<; TOU OVOJ..lO npoIOv TO<;. 

E6v AaJ..l136vov TOI OVTITTIlKTIKO cpaPJ..IOKO (onw<; 11 !3opcpapiVIl) J..Io�r J..IE DvoJ..lO npOIOVTO<; TOTE 
ómopEi va XPEIOO TOUV ETTITTAtOV E*£TaO£l<; OiJ..lOTO<;. 

To OVOJ..lO TTpoioVTO<; J..InopEi va ETTIlP£OOEI TOV Tpono OP00J'1<; TfJ<; J..IE80Tp£*O TIl<; (cpOPJ..lOKO nou 
XPllOIJ..lOTTOIEiTOI Via TIlv 8Epon£ia TOU KOPKivou r'j TWV PEUJ..IOTIKWV TT08r'jOEWV). 
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Eav Ù£XOOW: va TTOPO£ lJio Mall, TTaPl£ Tllv olJtow<; IJOAI<; TO 8u1J1l8£iTL /).£V TTptTTO va 

TTOPO£ TIlV £TTOIJ£V'1 00011 TTOAU KOVTO, oMo va TT£PIIJ£VO£ TT£piTTOU 4 wp£<; TTplV TTapO£ Tllv 

mOIJ£vll 000'1. 


Eov OTOlJOTr,OETE vo noipVETE TO 'OVOlJO npOIOVTO<; 
LUV£XioH va TToipV£T£ TO OVOIJO TTpofoVTO<; IJ£XPI va HA£IliJO£1 11 8£pOTT£UTlKÚ oywyÚ, OKOIJO 

KOI OV 01080VWT( KoMHpO. XPEIO<WTE OAE<; TI<; 000£1<; WOT£ va OVTlIJ£TWTTiO£T£ T'1V AoiIJWÙ'1. 

Edv £TTI<ÚOOUV KOTTOIO !30KHIPiOI0 IJTTop£i va movo<ptpouv T'1 AoilJwÙ'1. 


Eov £X£T£ TT£PIOOOl£P£<; £PWTÚO(l<; 0X£.TIKO 1-1£ T'1 XPÚO'1 OUTOU TOU TTpoTovTO<; PWTÚOT£ TO 

YIOTPO Ú TOV q)QPIJOKOTTOIO 00<:;. 


4. 	 m0ANEr ANEnl0YMHTEr ENEPrEIEr 

OTTW<; OAO TO CPOPI-IOKO, tTOI KOI TO OVOIJO TTpo"iOVTO<; IJTTOPEi va TTPOKOAtO£1 OV£TTl8UI-I'1T£<; 
(vtPY£I£<; ov KOI O£V TTOPOUOIO<OVTOI oE OAOU<; TOU<; OV8pWTTOU<;. 

KOTOOTOOEI<; nou XPEIOZETOI VO npooi[ETE 

AMEPVIKiC; OVTlijPOOEIC;: 
• O£PIJOTIKO £Ùdv8'11J0 
• cpMYI-I0VIl TWV OIIJOCPOPWV oyyEiwv (ayyo/Tloa) TTOU I-ITTop£i va £ivOI CPOiV£TOI oov 

K6KKIVE<; Ú I-Iw!3 EÙOYKWlJtVE<; K'1AiO£<; 010 otPIJO, OAM IJ TTopEi va TTPoo!3All80uv KalaMa 
IJtPIl TOU oWI-IOTO<; 

• TTUP£TO<;, TT6vo<; OTI<; Op8PWOEI<;, TTPÚÙIIJO OTOU<; ootv£<; TOU AOIIJ00, 111<; I-I00XoArI<; Ú Trl<; 
!30U!3WVIKr']<; Xwpo<; 

• oio'1lJo, O PIOIJ(V£<; cpopt<; OTO TTp60WTTO Ú 010 oTOIJO (ayyoooiorUJa), TTOU TTPOKOAEi 
OUOKOAio OTrlv OVOTTVOr'j 

• KOTOpp£Uo'1. 

-+ 	 ElTIKOIVWVr,OTE olJiowC; lJE TO VIOTPO 00<; EOV EIJCPOVÚo£TE KOTTOIO OTTO aUTO TO 

OUI..lTTTWjJOTO. rTOlJOTr,OTE Til Ar,IJIIl TOU OVOlJO np0i"ovTOC;. 


<1>AEVJ.IOVr, TOU noXtoC; EVTipou 
<l>A£YIJOVr'j TOU TTOXtO<; £VTtpOU, TTOU TTPOKOAEi UOopr'j OIOPPOIO ouvÚ8w<; IJE oilJO KOI !3Mv'1, 
TTOVO 010 oTOIJOXI KOI/Ú TTUp£TO. 

-+ 	 rUlJJ30UAEUTEiTE TO VIOTPO 00<; TO OUVTOJ.lOUPO ijUVOTOV EOV £IJCPOVÚO£TE aUTO TO 
OUI-ITTTWIJOTO. 

noM ouxvi<; OVElTI9ulJIlU<; EvipVEIEC; 
AUTt<; IJTTOPEi va £TT'1P£OOOuv TTEPIOoOTEPO OTTO 1 010 10 OTOIJO 
• OIOPPOIO (OTOU<; EVr'jAIK£<;). 

ruxvtc; aVElTIBulJIlTEC; EvtPVElEC; 
AUTt<; \-JTTop£i va £TT'1PEOoOUV tw<; 1 OTO 10 OTOJ,JO 
• ocp80 (KGVTlVra J,JUK'1T1OOlKr'j AoilJwÙ1l TOU KOATTOU, TOU or01-l010<; Ú TWV O£PJ,JOTlKWV 

TTTUXWV) 
• oi081lJ,J0 00108wio<; (vouTio), 1010iT£PO O1OV A0I-I!3ovovTOI u(JH1M<; 000£1<; 

£OV 00<; m'lPEOoEI nopTE TO OVOI-IO TTP0"iOVTO<; TTplV ono TO CPOY'1TO 
• tI-lETO<; 
• OIOPPOIO (010 TTOIOIO) . 

-ox1 ouxvi<; OVElTI9UJ.lllTE<; EvfPVEIE<; 
AUT£<; J,JTTop£i va £TTIlP£OoOUV tw<; 1 010 100 OTOJ,JO 
• O£PI-IOTIKO EÙov8111JO, cpoyoupo 
• £ÙOYKWjJ£VO KVlloIJWOE<; EÙov8qlJo (KviOwolJ) 
• ouonElVia 
• ÛoAIl 
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• novoKtq>oilo<;. 

DXI ouxvt<; OV(lTI80\..HlT(<; (vtpY(I(<; nou I-lnopf:i vo q>ovouv OTI<; EC£TOO(I<; OiI-lOTo<;: 
• OUC1l01l OPIOl-ltvwv OUOIWV (tv(upa) nou nOpOYOvTOI ono TO 'nop. 

rmlVU:<; oV£mOulJr)H:<; EVtPVEI£<; 
AUTt<; \..I1TopEi vo ml1PH100UV tw<; 1 OTO 1000 OTOI-lO 
• O(PI-l0TIKO (LOV8IWO, nou I-lnopEi va tX(1 q>ouoKoilE<; KOI VO 1-l010«1 I-l£ I-lIKPOO<; OTOXOU<; 

(OKOUPOX pwl-l(<; K(V TPIKt<; KI1i1iO(<; nou n(pll3oilovTOI ono I-lio ovoIXToXPwl-lll1T£pIOXr; I-l( 
1-l0UpO OOKTUillO yOpw om) T I<; OKP(<; TTO).UpOPrpo [puBrypa) -

-+ 	 (OV nOpOTI1Pr;OO£ Konolo ono OUTO TO oUl-lnTwl-lOTO £lTIKOIVWVr;on: I-l( tva YIOTPO 
m(lyovTW<; 

Lnovl£<; oV£lTI80I-lIlT£C:; £vEpymc:; nou I-lTTop£i va q>ovouv OTI<; (LoomlC:; OiI-lOTOC:;: 
• XOI-lI1M<; OP181-l0<; Kunopwv nou (I-lnMKOvTOI OTrlv TT'L11 TOU OiI-lOTOC:; 
• XOI-lI1Mc:; OP181-l0c:; ilwKoK unopwv 

AM£S OV£m9ulJ'1H:S £VtPV£IES 

AAiI(<; oV(lTI801-lIlTE<; Evtpym<; txouv cpovEi OE EVO TToil u I-lIKPO opl 81-l0 OT0I-lWV oMo 11 OKPII3ó<; 
OUXVOTIl1O TOU<; £ivOI OYVWOTI1 

• AAA(PYIKtc:; OVTIOPOOEI<; (I3Mn( TToponovw) 
• <PA£YI-lOV' TOU TTOXtOC:; (VTEPOU (I3MTTE TTOpOTTOVW) 
• L0130pt<; O£PI-lOTIKt<; OVTlopomlC:;: 

(K TOOI-l£VO £Lov8rll-lo I-lE cpouoKoil£c:; KOI OTTOCPAOIWl-ltvO otPI-lO, 1010iT(PO yupw ono 
TO OTOI-lO HI I-lUTI1, TO 1-l0T IO KOI TO YEvvllTIKO oPyovo (ouvopopo Stevens-Johnson) 
KOI I-lio ool3opoTEPll l-lopq>' nou n poKoMi EKTOOl-ltvll onocpiloiwoll TOU OtPI-lOTO<; 
(TTEpIOOOT£PO ono 30% TI1 C:; (lTICPOVEIOC:; TOU OWI-lOTO<; TO5JKtj ETTJOEPPJKtj -

v[Kp6)'uory) 
EKTETOl-ltvO KOKKIVO OEPI-lOT IKO ECov8rll-lo I-l£ I-lIKpt<; CPOUOKOilEc:; TTOU TT(PIEXOUV nuov 
(a TTOrpO)./OWTJKtj oEppa TiTJoa) 

KOKKIVO I-lE onoMlTIol1 (Cov8rll-lo, \.IE ol3wilouc:; Kc'nw ono TO otPI-lO KOI cpoUOKoilEC:; 
({3).aTJOWOu; E5averypa) 

-+ 	 EmKolvwvriUH: IJE tv o VIOTPO OlJtuws £ov £1J<POVriUEH KOTTOIO OTTO OUTO TO 
UUIJTTTWlJo To. 

• cpil£YlJov' TOU 'TTOTO<; (ryTTaTiTloa) 
• iKT£POC:;, TTOU n poKOilEiTOI ono oOCllol1 TI1<; xoMpu8pivll<; UTO oilJo (1-l10<; ouoio<; nou 

TTOPOYOOl OTO r;nop) nou I-lTTop(i va KOVEI TO otPI-lO KOI TO ilEUKO TWV I-lOTIWV VO 
q>OiVOV101 K iTPIVO 

• cpil£YlJov' TWV VEq>PIKWV OWAllvopiwv 
• TO oil-lOI opyEi va nr;CEI 
• UTT£PKIVI1T IKOHjTO 
• OTTool-loi (0£ OTOI-lO nou noipvouv U4II1At<; MO£lC:; OVOl-lo npolovTO<; ri txouv V£q>PIKO 

TT po 13i1 ri I-lOTO) 
• I-lEilovrl yilwooo nou 1-l010<£1 TPIXWT' 
• KI1i1ioEC:; 010 MVTlo (OTO nOlolo), ouvri8w<; OTT0I-l0KK pivoVTOI IJ£ TO 1300pTOIo1-l0, 

AV£lTI8uI-lIlT£C:; £vtpymc:; nou q>OiVOVTOI OT l<; (LOOO£I<; OiI-lOTO<; r; oOpwv 
• ool3op' lJ£iwOIl TOU OPI81-l00 TWV A£uKoKunopwv 
• XOI-lI1Mc:; op181J0c:; Epu8pwv ollJoocpolpiwv (O/P0).UTlKtj avO/pia) 

• K pumoAAol OTO oupo. 

Eov £1J<povriou£ OVEmOUIJ'1H:S £vtpvu£S 

-+ 	 EV'1IJ£PWUH TO VIOTPO r'J T OV <poPIJOKOTTOIO UOS (OV KOTTOIO OV(lTI80IJI1TIl £vtpY£lo 
yivoOi ool3op', ' OV TTOpOTI1P'O£TE Konolo OVElTI80\.lllTil EvtpY(IO TTOU o£v oVOq>tp£TOI 
OTO nop6v q> uMo OOIlYlwv, 

5. 	 nor NA <J>YI\ArrETAI TO 'ONOMA npo'l'ONTor 
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No rpuMoooOl OE I-ltp'l nou OEV TO rp80vouv KOI OEV TO (3Mnouv TO nOlOI(J. 

No I-l'l XPlloil-lOnolEiTE TO OVOIJO npOrOVTO× IJETO Tllv '1l-lEpolJ'Ivio MØ'l× nou OVOrptPETOI OTO 
KOUTi. H IlIJEPOlJ 'Ivio Ar'jØ'1× E(VOI '1 TEA£UTOio IllJtpO TOU IJr'jVO nou OVOrptPOOL 

To <pOPI-lOKO OEV nptnEI va onoppimovTOI OTO VEPO TIl× onoxtT£uoll× r'j OTO OKouniolo. 
PWTciOTE TO rpOPIJOKOnOIO OO× TTl.iJ× va nooØoc TO <pOPI-lOKO nou OCV XPCIOÙOVTOI mo. AUTO TO 
I-ltrpo 80 1301l8r'j00uv OTllv npooTOoio TOU mpl(3oAllovTO×. 

6. I\OInEI nl\HPOCl>OPIEI 

EIJ<pavlOr) TOU OVOlJo TTP0"iOVTOt; KOI TTlPllXOlJlVO Tr)t; O'UO'KlUOO'iot; 

K(noxoS oOllo<.; KuKAo<popiot; KOI TTOPOYWYoS 

AUTO TO <pOPIJOKlUTiKO TTP0"iov iXlI lYKPI9d O'TO KpaTr) MiAr) TOU EUPWTTO'iKOU 
OIKOVOIJIKOU Xwpou (EOX) IJl TIS OKoAou9lS OVOIJOO'ilS: 

To TTapov <puAAo OOr)YIWV xPriO'r)S lYKpi9r)Kl YIO HAlUTOio <popa O'TIS 
Tpono× 0108£O1l×: IJE IOTPIKr'j OUVTOVr'j 

To OVTlI3IOTIKO XP'l0llJonOIOuvTOI Via Tllv oVTll-lETWTTlOIl TWV AOIIJWØEWV nou npoKoAoUVTOI ono 
(3oKTIlPiolo. fJ.£v E(VOI onoT£AEO'I-lOTIKO tVOVTI TWV AOIIJWØEWV nou npoKOAouVTOI ana 10U× 

OPIOl-ltVE× <popt× l-liO AoilJwØ1l nou npoKoAEITOI ana (30KT'IpI0IO OEV oVTOnoKpivoOi OE tva 
0Xr1I-l0 OVTII3IOTIKOU. 'Evo× ana TOU× ouvIl8ton::pou× Mvou× VI aUTO civOi EmIOr'j TO 130KT'IpiOl0 
nou npoKOAouv T'I AoilJwØ1l EivOI OV8EKTIKO OTO A01-l130VOIJEVO oVlll3loTIKo. AUTO O'llJoiV£1 OTI 
IJnopoUV va £TT1Úr'jOOUV KOI OKOIJO va noAAonAoOlOOTOUV napa TO OVTI(310TIKO, 

OTOV 0 VIOTpO× OO× XOPIlVr'jOEI tva OXr11-l0 OVTlI310TlKOU, aUTO npOTi8ETOI va 8Epomuoci I-l0VO 
Trlv TptXOUOO no8'1o'l OO×, H ErpOPI-lOVr1 TWV nopOKOTW oUI-l(3ouAwv 80 1301l8r'joEI OTllv 
npoAIl4J'I El-lrpOVI0'l× OV80KTIKWV (3oKTIlPloiwv nou I.JTTOPOUV va ElJnooioouv Til OPOO'l TOU 
OVTlI310TIKOU, 

1, 	 EivOi noM 0IlIJOVTlKO va nolpvoc TO OVTlI3IOlIKO OTIl OWOTr'j 00011, Til OWOTr1 wpo KOI Via 
TOV OWOTO OPI81-l0 IlI-lCpWv. fJ.lol3oon: ll× OOIlViE× OTIlV £mor'jIJOVOIl KOI EOV OEV 
KOTOAOl3oivETE KOTI, PWTr'jOn:: TO VIOTPO r1 lOY rpOPIJOKOnOIO va OO× TO CØ'lVr'jO£l. 

2, 	 fJ.EV nptnci va nopoc tva OVTI(310TlKO CKTO× COV tX£I ouvTOvoVPo<P'l8Ei EIOIKO Via OO× KOI 
80 nptnEI va TO XPIlOII-l0nolr'jooE IJOVO Via lllv OVTllJOWmOIl Hl× Aoil-lwØll× Via I'lV onoia 
OO× XOPIlVr'j8IlK£. 

3, 	 !J.EV nptTTEI va nopETc OVTI(310TlKO nou XOP'IVr'j8'1KOV oc oAllo OTOI-lO OKOIJO KI ov Eixov 
Aoil-lwØ1l nou r'jTOV nopol-lolO IJE T'I OIKr'j OO×. 

4, !J.£v nptTTEI va OIVOE OVTI(310TlKO nou XOP'lVr'j8IlKOV OE OO× OE oMo OTOIJO. 
5, Eov txcn:: KonOIO OVTI(310TlKO nou tlJCIVE IJETO T'I Ar'j4J'I TOU OXr'jI-lOTO× OUIJ<pwvo IJE TI× 

oOIlViE× TOU VIOTPOU OO×, 80 nptncl va £TTlOlpt4JO£ TO unoAolTTo 010 rpopKol-lcio Via va 

OOr)yilS Yla avaO'UO'TOO'r) 
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B. To ClJuMo OorWIl.iJv Via TO XPãOTrl <P0PIJOKWTIKWV TTpOiOVTWV TTOU m:pltxouv OPOOTIKO 
OUOTOTIKO AMOXYCILUN + CLAVULANIC ACID, AIOKlo nopoTHopivIl<'; onooiopwOll<'; 
1000mg/62,5/tab OpiäETOI w<; Eåã<; 

CS>YMO OAHriON XPHrHr: nAHPOcs>OPIEr riA TON XPHrTH 

Ovopo npo·lovTO<.; SR 1000 mg/62.5 rng oloKio nopOTHolJivIl<'; onooiolJEUOll<'; 

AlaJ300n npooEKTIKO O'\oKAilPO TO <puMo OOllYIWV XpfO'1<'; npoTOu OPXiOHE va 
naipVHE aUTO TO <pappa KO. 

ClJuMåTE aUTO TO <puMo oorWH.JJV XPãOrj<;. 'I ow<; XPEIOOTEj va TO 010[300(TE åOVO 
Eov tX(TE TTEPOlTtpw OTTopi£<;, PWTãOH: TO VIOTPO ã TO <pOPIJOKOTTOIO 00<;. 

H OUVTOVã Via aUTO TO <poPlJaKO XOprjvã8IlKE Via oa<; /J.£v TTptTT£I va OWO£T£ TO <paPlJaKO 

OE oMou<;. MTTOPEi va TOU<; TTPOKOAtOEI [3M[3Il, aKOIJO KOI OTOV TO OUIJTTTWIJOTO TOU<; 

Eival iOlo I..IE TO OIKO 00<;. 

Eov KOTTOIO OVETT l8UI..IllTIl EvtPVEIO Viv£Tol oo[3opã, ã OV TTOPOTIlPãO£TE KOTTOIO 

oW:TTl8uIJIlTIl EVtPVEIO TTOU OEV OVo<ptPETOI OTO TTOpOV <puMo OOIlVIWV, TTopaKoAEi08E va 

EVrjIJEPWO(TE TO V lOT po ã <papIJOKOTTOIO 00<;. 


To napov <puMo OOllYIWV nEpIEXEI: 
1 TI EivOi TO 'OVOIJO TTpofoVTO<; KOI TTOIO EivOi Il XPãoll TOU 

2 TI nptTTEI va VVWpiä£TE TTPOTOU TTOP£TE TO 'OVOIJO TTpoIOVTO<; 

3 nw<; va TTOP£TE TO 'OVOlJa TTpofOVTO<; 

4 nl8avt<; aVETTl8uIJIlTE<; Evtpvm<; 

5 nw<; va <pUMOOETOI TO 'OVOIJO TTpOIOVTO<; 

6. Aomt<; TTArjpo<popiE<; 

1, TI EINAI TO ONOMA npO'I'ONTOr SR KAI nOlA EINAI H XPHrH TOY 

To 'OvolJa TTpo'i6vTO<; EivOi tva OVTI[310TIKO KOI opo OKOTwvovTa<; TO [30KTllpiol0 TTOU TTpoKaAouv 
TIæ AOllJwå(J<;. nEplEXEI QUO ola<popETIKO <poPIJOKO TTOU OVOIJOäOVTOI OIJOåIKIMivll KOI 
KAo[3ouAavlKo oåu. H OIJOåJKIAAivfl OVãK£I OE l..Iio OIJOOO <p0PIJOKWV TTOU OVOIJOäOVTOI 
"mvIKIAAivE<;" Il opooll TWV oTToiwv I..IEPIKt<; <popt<; IJTTOPEi va EIJTTOOI08Ei (oopavoTToIEiTOI). To 
oAAo OpOOTIKO OUOTOTIKO (KAo[3ouAoVIKO oåu) OEV ETTlTptTTEI va OUIJ[3Ei aUTO. 

To 'OVOIJO TTpoloVTO<; XPIlOllJOTTOIEiTOi OE EvãAIKE<; KOI TTOIOIO OVW TWV 16 (TWV VIO Tllv 
8EPOTTEio TWV TTOPOKOTW AOIIJWåEWV: 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO ONOMA npo'l'oNTor 

MIlV nopETE TO 'Ovopo np0'lovTO<.;: 
OE TTEpiTTTWOrj aAAEpvio<; (UTTEpEuaI08floia<;) OTIlV OIJOåIKIAAivfl, TO KAa!3ouAoviKO oåu, 
TrjV TTEVIKIAAiVrj ã OE OTTOIOOãTTOTE oAAo OUOTOTIKO TOU 'OVOlJa TTpoloVTO<; (avo<ptpoVTOI 
OTfl V TTOpOVPO<po 6) 
OE mpiTTTwofl TTOU EiXal£ TTOTE oo!3apã aMEpVIKã aVTiopaoll (umpwOIoSrjoia) aE 
OTTOIOOãTTOTE oMo OVTI!310TIK6 AUTã IJTTOpEi va mp1AalJ!3ovEI OEPIJOTIKã aVTiopoOIl ã 
TTPãåIIJO TOU TTpOOWTTOU ã TOU AOII..l0U 
OE TTEpimwofl nou EiXOTE TTOTE flTTOTIKO TTpo!3AãIJOTa ã iKTEPO (KlTpivlOlJa TOU otPIJOTO<;) 
OTOV TTaipval£ KOTTOIO OVTI!310TlKO 

-+ 	 MIlV nopH£ TO Ovopo npoi'ovTO<'; EOV KonOIO ono TO noponovw 00<'; o<popO. E6v 
OEV EioTE oiVOUpOl, IJIAãOH: IJE TO VIOTPO ã TOV <papIJOKOTTOI6 00<; TTplV TTOPETE TO 'OVOIJO 
TTpo'IOVTO<;. 
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TO YIOlPO rl TOV q>apl-laKOTTOIO oaé TTplV TTOPOE aUTO TO q>dpl-laKO, EOV 

O IOYKWl-ltVOUé AEI-lq>aotvEé 

oaé TTplV TTaPETE TO OVOl-la TTpOrOVTOé. 

KOlaO TooEIé, rl va TTpoKaMoEI 
EVtpYEI£é. AUTté mplAal-ll3ovouv aMEpYIKté aV Tl OpaO(l<;, ETTIAIlTT TIKté 

lovrl TOU TTaxtoé EVTtpOU. nptTTEI vo KOITOêOE y lO OUYKEKpII-I£va 

BMm 'KaraoujoEl� TTOU XPc/I.'t(nOi va TTPOOt{W;' O'HIV 

TT PO'fovTOé I-ITTOpEi va 

AUTO TTEp'Aal-ll3avouv Kal q>OPl-laKa TTOU I-ITTOPOUV va ayopao TOuv 

aMoTToupl VOAIl (XPIlOI I- IOTTOIEiTOI Yla TIlV OUP IKrl ap8piTloa) I-IE Ovol-la 
TTOPEi va aUê1l8Ei 11 TTl8avoTIlTO va EI-lq>av ioETE aMEPYIKr) OEPl-laTlKrl aVTiopaoll. 

lOnOIEiTOI Via Tllv OUPIKri ap 8piTloa) 0 VI01pOé oaé I-ITTOPEi 

I-IE Ovol-la TTpo'iov TOé TOTE 
TTOPEi va XPElaO TOUV ETTITTMov EêETOOEIé aiI-lOlOé. 

va mllPEooEI TOV TpOTTO OPOO'l<; TIlé I-IE80TpEêOTIlé (q>apl-laKO nou 

OTI I-ITTOPEi va EiOTE tYKUOé, rl EOV 8IlMëETE, TTapaKOAEioTE va 

oaé TTPOTOU TTapETE OTTOIOOriTTOTE 

TTpo'ioV TO<; I-ITTOPEi va tXEI OVETTl8uI-IIlTEé EvtpYEIEé Kal TO O UI-ITT TWI-I01a I-ITTOPEi va 
Tllv IKovoHlTaé oaé Via ooriVIlOIl. 

EPvaAEia ri I-Illxa vt<;, EKTOé EOV 0I08dvEOTE KoM. 

��YEn-E.4250-13/4 
. (240.) 

npOO'tMn IOloinpo 1.If: TO 'OVOIJO TTPOIOVTOC; 
M IAèOTE I-IE 

tXOE TTUpOO I-IE 
KOVETE 8Epamia Yla VEq>PIKO rl llTTOlI Kd TTpOI3Arll-lOlO 
OEV oupEiTE TOKTIKO. 

Edv OEV EioTE oiYOUPOl, EOV KOTTOIO OTTO TO TTapaTTOVW oaé aq>opa, I-IIArlOTE 1-1£ TO YIOlPO rl TOV 
cpapl-IOKOTTOIO 

LE OPIOlJtVEé TTEP ITTTWOEIé 0 YIOlPOé oaé I-ITTOPEi va OIEPEUVrlOEl TO Eiooé TOU l3aK TIlPloiou TTOU 
TTpOKaAEi Tllv AoiI-lWêIl. AvaAoya I-IE TO aTTOTEMol-IOla, I-ITTOPEi VO oaé XOPIlYIl8Ei Olaq>opETIKrl 
mplEKTIKOTIlTO OVOI-IO TTpoloVTOé rl Olaq>opOIKO q>aP l-laKO. 

KOTOO'TOO'EIC; TTOU IJTTopd vo XPEIOO'Td VO TTpOO'tMU E 
To OVOIJO TTpoloVTO<; I-ITTOPEi vo ETTIOEIVWOEI OPI Ol-ltVEé 
0lll-lav TIKté avml8ul-IllTEé 
Kp ioEIé (oTTa0I-l0i) KOI q>M::Yl-
OUI-ITTTWI-I01a KOla Til OlopKEla Arll.flllé TOU OVOl-la TTpOrOVTOé, Yla va I-IEIWOETE TOV Kivouvo 
OTTOIWV0rlTTOTE TTPoI3AIlI-I0TWV. 
nopoypocpo 4. 

EMno O'£lC; oiIJOTOC; KOI oupwv 
Eov KOVOE EêETaOEIé ail-101o<; (OTTWé EêETOOEIé Yla TIlV KOlo01aoll TWV Ep u8pwv OII-10oq>OIpiwv 
rl EêOOa(l<; IlTT01IKr)<; AElToupyiaé) rl EêOOOEI é oupwv (YIO Tllv YAUKOëIl), EV'lI-lEPWOTE TO VlaTpo 
rl TOV vOO'lAEUHl all TTaipVETE TO OVOl-la TTPOi'Ov TOé AUTO VIOli TO OVOl-la 
ETTIlPEOOEI TO aTTOTEMol-IOla auTOU TOU T(mou TWV EêoaOEWV. 

XPtlO'f'J oAAwv CPOplJOKWV 
napaKOAEia8E va EVlll-IEpWaETE TOV YIOlPO rl TOV q>OP l-laKOTTOIO oaé EOV TTaip VETE rl tXETE TTOPE' 

TTp60q>ma aMa q>OPl-laKO. 

xwpié OUV TOYrl Kal q>OPl-laKa q>UTIKrlé TTpOtAEUO'lé. 


Eov Aal-ll3avoE 

npoi6vTOé, I-I
ì

Eov A0l-ll3dvOE TTpol3EvEOioll (XP'lO iI-
vo aTTocpaoio(l Til pu81-110'l TIlé MOIlé TOU Ovol-la TTPO'iOVTO<;. 


Eov A0l-ll3ovovTOI aVTlTTllKTIKO q>OPI-IOKO (OTTWé Il l3apq>apivll) I-Iaëi 

I-I
ì

To OVOI-IO TTpoToVTO<; I-ITTOPEi 

XP'lOIIJOTTOIEiTOI VIO T'lV 8EpaTTEia TOU KOPKivou rl TWV PEUI-I0TlKWV TTa8rl0Ewv). 


KUf'J0'f'\ KOI9f'\AoO'IJOC; 
Eov EioTE tYKUO'é, VOl-liëOE 
EV'lI-lEPWOETE TO' VI01PO rl TOV q>OPl-laKOTTOIO 00<;. 

ZIlTriOTE Til o UIJ13ouMI TaU YI01POU ri TOU q>apl-I0KOnOIOU 
q>OPI-IOKO. 

OOtlyf'\O'f'J KOI XEIPIO'IJOC; IJf'\Xovwv 
To Ovol-la 
I-IEIWOOUV 
MIlV OOIlVEiTE ri XPIlOlI-IOTTOIEiTE 

If'\IJOVTIKr'J TTAf'Jpocpopio O'XUIKO IJE OPIO'lJtVO O'UO'TOTIKO TOU -oVOIJO TTpoi'6vTOC; 
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3. nor NA nAPETE TO "ONOMA npo'l'oNTor 

naVlOT£ va noipV£T£ TO OVOÛO npoTOVTOe; OUOTrlPa ouÛq>WVO Û£ TIe; OOllyi£e; lOU ylOTpou ooe; 

Eav txm: oÛq>IJ3oAi£e;. PWTr1OT£ TOV YIOTp6 r) TOV q>opÛoKonolo ooe;. 


EvSA'KO' Ka, TT0I61a oVW TWV 16 nwv 

H ouvr)81le; Mall £ivOi 


2 DIOKio ouo q>opt<; lllv IlÛtpo YIO 5 tw<; 10 r]lJtp£e;. 


n0l6,o KOTW TWV 16 nwv 
To oloKio OvoÛo npo'iovTO<; o£v OUVIOTWVTOI 

A09EVEiC; I..IE 'lTTaTiKO Kat VE<PPIKO TTpoJ3ASl..IaTa 
Eov tXUE V£q>PIKO npoJ3Ar)ÛOTa. 11 Mar] Ûnop£i va OAMÜEI. 0 YOTPO<; oae; ÛnopEi va 

£TIlAtÜ£1 Ûfo OIOq>OPUIKr) mplEKTIKOTIlTO r) OIOq>OP£TlKO q>opÛaKo. 

Eov tXUE IlnOTIKO npoJ3MIJOTO Ûnop£f va XP£10080uv OUXV6T£p£e; £Ü£TOO£le; OiÛOTO<; YIO 

TOV EA£YXO Tile; IlnOTlKr)<; A£lToupyio<;. 


IlwS va TTOPETE TO "OV0l..la npOr6VTOS SR 
To oloKio OVOIJO npoTovTO<; txouv xopoyr) YIO OIXOTolJll0rJ nou ÝorJ8o£1 TO onc'lollJo lOU 
oloKiou O£ DuO ioo IJtPrJ, AUTO £ivOi YIO va KOTonivoVTOI £UKOAOT£PO KOl TO DUO Ûtpll 
TOU [OIOU OIOKIOU nptn£1 vo AOIJ!30VOVTOI TIlV 1010 XPOVIKr) OTlYIJr). 
KOTOTIl£iT£ TO OIOKIO IJ£ tvo nOTr)pl v£po OTIlV 0PXr) £vo<; Y£l)ÛOTO<; Ii OlJtow<; nplv 
LJ10XWpr)OT£ TIe; 060£1<; 1000UVOIJ0 £VTO<; Tile; r]Ûtpa<; Û£ TOuMXIOTOV 4wpo OIOOTr)lJaro. 
MIlV nc'lp£T£ 2 060£1<; m 1 wpo. 
Mllv noipvm: TO OVOIJO npOT6vlO<; YIO mplOOOTEPO ana 10 IllJtp£<;. Ec'lv £ÜOKOAOUS£iT£ 
vo 0I0SaVWT£ OPPWOTOI nptn£1 va ÜOVO£TIlOK£q>T£iT£ TO ylOTpO OOe; 

E6v TTOPETE I..IEyaAuTEPfl 660'1 "Ov0l..la TTpor6vTOS an6 HJV KavOVIKrl 
E6v nc'lp£T£ Û£YOAUTEPrJ noooTIlTO OVOIJO npOTOVTOe;. TO OUlJnTWIJOTO IJnop£i va 
mpIAOIJÝc'lvouv OIOTOPOXr) OTO OTOIJc'lXI (oioSrJlJo oOloSwioe; r) OIOPPOIO) r) onoolJou<;. MIAr)OTE 
IJ£ TO YIOTPO 00<; TO OUVlOIJOT£PO OUVOTOV MiÜTE OTO YIOTPO TO KOUTi TOU q>OpÛc'lKOU. 

E6v TEX60ETE va TTOPEU TO "Ov0l..la TTpor6vTOS 
Eav ÜEXc'loU£ va nc'lp£TE lJio 06orJ. nopTE TrJV OlJtowe; IJOAI<; TO SUIJIlS£iT£. Mv nptn£l va 
nap£T£ H1V moÛ£vrJ 00011 nOAu KOVTO. oAM vo n£p1IJtv£TE n£pinou 4 wp£e; nplv ndp£T£ TrJV 
mOIJ£vrJ Mall 

Eov oTOl..lanionE va naipVETE TO ·OV0l..la npOr6VTOS 
IUVEXioT£ vo noipV£T£ TO OVOIJO npO'iOVTO<; IJtXPI VO TEA£IWOEI rJ S£ponEUTIKr) oywyr). OKOÛO 
KOI OV OIOSdV£OT£ KOAUTEPO Xp(lc'lÞWT£ OA£<; TI<; 000£1<; WOTE va OVTIIJOwnio£T£ TrJV AoilJwÜll. 
E6v £TIIÞr)OOUV KonOIO ÝOKTrJpjola IJnopEi vo movo<.ptpouv Til AoiÛWÜ1l 

Eov tX£TE nEpIOOOT£P£<; £PWTr)OEI<; 0X£TIKO IJE TrJ XPr)OIl OVTOU TOU npo'tOVTO<; PWTr)OTE TO 
YIOTp6 r) TOV q>OPIJOKOnOIO 00<;, 

4, llIeANEr ANEllIeYMHTEr ENEPrEIEr 

Onw<; OAO TO q>c'lpÛOKO. tTOI KOI TO OVOÛO npolovTO<; Ûnop£i va npoKoAto£1 oV£TTl8uÛrJT£<; 
£vtpyme; ov KOI o£v nopouOlc'lÞovTOI m OAOU<; TOVe; ov8pwnou<;. M£ aUTO TO q>c'lPI-l0KO IJnop£i 
vo £Û<.povlo80uv 01 nopoKcnw OV£TIlSUÛrJT£<; £vtpY£I£e; 

KaTaOTOOElS nou xpEloUnal va npooETETE 

AMEPYIKES aVTI6paOE'S : 
• O£PIJOTIKO £Üdv8qI-l0 
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• q>M:YIJovrpwv OIIJOq>Opwv oyy£iwv (oYYfli1l0o) nou IJnop£i va £ivOl q>OiV£TOI oov 
KOKKIV£<; ri I-lw!3 £ÓOYKWIJtV£<; KIlAiO£<; OTO otPIJO, oAM IJnop£i va npoo!3All90uv KOI OAAO 
I-ltPfl TOU OWIJ01O<; 

• nup£TO<;, novo<; OTl<; op9PWO£I<;, npriÓIIJo mou<; ootv£<; TOU AOIIJOU, TIl<; IJOOXOAfl<; ri Tfl<; 
130U!3WVIKri<; Xwpo<; 

• oiOflIJO, OPIOIJtv£<; q>opt<; OTO npoowno ri OTO OTOIJO (oYYflooi0'l/Jo), nou npOKaA£i 
5uoKOAia OTllv ovonvori 

• 	 KOTC1PPW0I1. 

� 	 ElTIKolvwvilan olltawe; iJ[ TO VIOTPO aoe; £OV £IJq>avrio£T£ KOTTOIO ana aUTO TO 

OUIJTITWIJ01a. IrolloTfJan Tf'J AfJ'I.II') TOU OVOIlO npoi"ovTOe;. 


Cl>A[VIlOVrl TOU naxtoe; [VTtpOU 
<l>A£YIJOVri TOU naxto<; £VTtpOU, nou TTpo](oMiuoopri ?'110PPOI(HJtJvfl9wÔ-f;JHJ1flO KmÕAtvll, 
TTOVO OTO OTOIJOXI KOIIri TTUp£TO. 

� 	 IUlJllouAwnin TO VIOTPO aoe; TO auvTOllonpo l)UVOTOV £ov £jJq>OVriO£T£ OUTa TO 

OUI·JTTTWIJOTO. 


noAu auxvte; OV[lTI9uiJf'Jne; [vtpV[I[e; 
AUTt<; IJnop£i va ETIIlP£OOOuv n£ploooT£PO OTTO 1 OTa 1 0  OTOIJO 
• OIOPPOIO (OTOU<; EVriAIK£<;). 

Iuxvt<; aV[lTI9ul-'f'Jne; [vtpV[I[e; 
AUTt<; IJTTop£i va ETIIlP£OOOuv tw<; 1 OTO 10 OTOIJO 
• 	

-dq>9a (KCtVTIVTO IJUKIlTloOiKri AoilJwÓ1l TOU KOATTOU, TOU OTOIJ01O<; ri TWV O£PIJ01IKWV 
muxwv) 

• ai091l1J0 o5la9wio<; (vauTia), 151aiTEpo OTOV AalJ!30VOVTOI U41IlAt<; 060£1<; 

£OV 00<; £TTIlP£OO£I nopT£ TO DvoIJO TTpOYOVTO<; TTplV aTTo TO q>aYIlTo 
• tIJ£TO<; 
• OloPPola (OTO nOlOlo) . 

OX1 auxvt<; OV[TTl9ulJf'Jne; [vipV[I[e; 
AUTt<; IJnop£i va ETIIlP£OOOuv tw<; 1 OTa 1 00 OTOIJa 
• O£PIJ01IKO £Óov9IlIJa, q>oyoupo 
• £ÓOYKWIJtvO KVIlOIJWO£<; £Óov8IlIJa (Kviow0'l) 
• 	 OUOTT£41ia 
• 	 ÖOAIl 
• TTovoKtq>aAo<;. 

DXI ouxvt<; ov£m8uIJIlT£<; £vtPY£I£<; nou IJnop£i va q>ovouv OTI<; £Ó£TaO£I<; aiIJOTO<;: 
• OUÓ1l0fl OPIOIJ[VWV OUOIWV (tv(u/Jo) nou napoyovTOI ana TO riTTap. 

ITTClVI[<; OV[lTI8UIlf'JHe; [vtpvme; 
AUIt<; IJTTop£i va £TIIlP£OOOUV twe; 1 OTO 1 000 OTOIJO 
• O£PIJOTIKO £Óov81lI..la, nou IJnopEi va tXEI <pouoKoM<; KOI va IJOIOÖEI IJE IJIKPOU<; OTOxOUe; 

(OKOUpOXPWIJE<; KEV IpIKte; Kf'lAiOE<; TTOU m.PI!30AOVTOl OTTO I..lia avolXToXPWIJIl mploxri I..l£ 
IJOupo OOKTUAIO yupw on6 TIe; OKpEe; TToAU/Jopcpo cpu8'1/JO) -

-+ 	 EOV TTap01IlPrio£TE KOTTOIO aTTO aUTO TO OUI..lTITWIJ01a ETT lKOIVWVriOT£ I..l£ tva YI01PO 
£TT£lYOVTWe; 

Z::novl£e; av£m8uI..lIlT£<; £vtpv£I£e; TTOU I..lTTop£i va <pOVOUV OTI<; £Ó(lOO£I<; aiIJ01O<;: 
• XaIJIlM<; Op191..l0e; Kunopwv TTOU EIJnAtKovTOI OTIlV TTriÓ1l TOU aiIJ01O<; 
• XaIJIlM<; ap181..l0e; MUKOKunopwv 
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AJ..J..£.(:, ovnTleUDr)U<'; Evtpym:<.; 

AllAH; av£m8ujJIlT£C; £vtpymc; tXOUV cpav£i O£ tva noM jJlKPO apI8jJo OTOjJWV OAM '1 OKPI(3ÁC; 
ouxvOTIlTO TOU<;; £ivOi oyvWOTIl. 

• AAA£PYIKtC; OVTIOPOO£I<; ((3Atn£ noponovw) 
• CPA£y)JOVÁ TOU noXto<;; EVTtpou ((3Atm nopanovw) 
• ÂoÃoptc; O£pjJOTIKt<; OVTlOPOOEIC;: 

£KTETOjJ£VO EÄove'1jJa jJ£ CPOUOKOAEC; KOI anocpAolwjJ£VO OtPjJo, IOIOiTEPO yupw ano 
TO OTOjJa Til JJUTIl, TO )JOTIO Kat TO YEVV'1T1KO opyova (OUVOPOfJO Stevens-Johnson) 
KOI jJio 00130POTEP'1 jJopcpÁ nou npoKOAEi EKTETOjJEV'1 onocpAoiw0'1 TOU OEpIJOTOe; 
(mploooTEPO ano 30% T'1<; Emcpov£1o<; TOU OWjJOTO<; TOG/Kf} ETTiOEpfJIKf} -

vEKp6Huorll 
EKTETO)JEVO KOKKIVO OEpjJOTIKO EÄove'1jJa jJE )JIKpt<;; CPOUOKoAEe; nou mpltxouv nuov 
(aTTo({loAii5wTlKr, OEPfJaTiTlOa) 

KOKKIVO jJE onoAtmofi EÄov8'1jJa, jJE Ol3wAOU<;; KOTW ana TO otPjJO KOI cpouoKoAEe; 
(f3HaTlOWO[(; EG6vef/fJa). 

7 	 EmKolvwvEou DE tvo YIOTPO oDtow<.; [(lV £l,JepOVJiOUE KOTTOIO OTTO OUTO TO 
OUIJTTTWDOTO. 

• CPA£yjJOVÁ TOU ÁnoTO<; (f/TTarfTlOa) 
• hmpoe;, nou npoKoAEiTOI ana OUÄ'10'1 TIl<;; XOAEpu8piv'1<; mo oijJo (jJl0C; ouoia<; nou 

napoyuOl mo Ánop) nou jJnopEi va KOVEI TO otpjJa Kat TO AEUKO TWV jJOTIWV va 
cpaivovTOI KiTPIVO 

• CPAEy)JOVÁ TWV VECPPIKWV OWAfivapiwv 
• TO aijJol opYEi va nÁÄEI 
• unEpKIVIlTIKOTfiTO 
• onaojJoi (OE OTOjJO nou noipvouv UljJ'1At<;; 060£1<;; OVOjJO npo·iovTO<; Á EXOUV VECPPIKO 

npoI3AÁ)JOTO ) 
• jJEAOVÁ YAWOOO nou jJOIOÅEI TPIXWTÁ 
• KIlAioEe; mo OOVTIO (ora natOIO), ouvÁ8w<; onOjJOKKpivoVTOI jJ£ TO (30UpTOIOjJO. 

AVEm8ujJIlTEe; Evtpvme; nou CPOiVOVTOI OTI<;; EÄUOOEI<;; OijJOTO<; Á oupwv 
• ool3opÁ jJEiwofi TOU 0pl8jJoO TWV AEUKoKunopwv 
• xOjJ'1Me; opl8jJoe; Epu8pwv OIjJoocpolpiwv (QlfJOHUT/Kf} aVOIfJia) 
• KPUOTOMol OTO oOpo. 

E6v ElJepOVr'}OUE oVEm9uFr)u<,; EvtpYElE<'; 

7 	 EvrUJ£pWOH TO YIOTPO E TOV epOPIJOKOTTOIO 00<'; EOV KonOIO aVEm80jJilTil EV£PVE10 
ViV£TOI ool3opÁ, Á ov nopOTIlPÁOETE KonOIO aVEmeOjJIlTIl EvtPVEIO nou OEV ovacptp£TOI 
OTO nopov cpOMo 00'1VIWV. 

" ' 5. 	 nor NA CDYJ\ArrETAI TO 'ONOMA npo l ONTor 

No CPUMOOETOI OE jJtpll nou OEV TO cp8ovouv KOI OEV TO ÃAtnouv TO nOiOIO. 

No jJ'1 XP'loljJonolEiTE TO OvojJo np0"iovTO<; jJuo TIlv IljJEPOjJIlvio AÁÄ'1<;; nou OVOcptPETOI OlO 
KOUTL H '1jJEPOjJ'1vio AÁÄ'1<; EivOi '1 TEAEuTOio '1jJtpo TOU jJÁvo nou ovocptpnm 

To CPOPjJOKO OEV nptnEI vo onoppimovTOI OTO VEPO Tile; onoxtTEuOll<;; Á mo oKouniolo. 
PWTEimE TO cpop)JoKonolo 00<;; nw<; vo n£TOÄETE TO CPOPjJOKO nou OEV XPEIOÅOVTOI mo. AUTO TO 
jJtTPO 80 130'18Á00uv OTIlv npooTOoio TOU mplÃ6AAoVTO<;; 

6. J\OlnEr nJ\HPOCDOPIEr 

75 

http:YEn-E.42


3 

!J.!J. YEn-E.42S0-) 3/4 

. (240) 

EJ.lIpOVIOl') rou OVoJ.la npo'ioVToS Kal ntpltxOI.u:VO rl')S oUoKtuaoias 

KaroxoS aotioS KuKAo<popioS Kal napavwvoS 

Auro TO <pOPJ.lOKtUTIKO npo'iov tXt! tVKpl8ti ora Kpcirl') MiAI') rou EupwnalKou 
OIKOV0J.lIKOU Xwpou (EOX) J.lt TIS aKoAou8tS ovoJ.laoits: 

To nopov <puAAo o0'lVIWV xPJiO'lS tVKpi8'lKt Via TtAturoia <popa OTIS 

Tp6nos tll08EOflS: fJE IOTpIK� OUVTOV� 

IUJ.lJ3ouAJi/laTPIKJi tKnaiowo'l 

To oVTIj3101lKO XPflOlIJOnOIOUvTOI Via Tflv OVTlfJEHDTIlOfl TWV AOIIJW�EWV nou npoKoAoUVlOl anD 
j30KTflPiolO t:.EV EivOl OnOT£AWIJOliKO tVOVTI TWV AOlfJW�EWV nou npoKoAoUVTOl anD IOUS. 

0PIOIJEVES <pOpES !Jio AoifJw�fl nou npoKoAEiTOI anD j30KTflpi010 OEV oVTonoKpivElOl OE tva 
OX�fJo OVTIj310TlKOU. 'EvoS anD TOUS ouvfl8tOT£POUS MvouS VI aUTO EivOi mEIO� lO j30KTflP[OI0 
nou npOKOAOUV Tfl AoilJW�fl ElvOi OV8EKTIKa OTO AOIJj30VO!JEVO OVlIj3101lKO. AUTO OflfJoivEI OTI 
fJnopOUv va Em��oouv KOI OKO!JO va noMonAOOlOOTOUV napa TO OVTlj310TlKO. 

OTOV 0 VIOTPOS OOS XOPflV�OEI tva OX�!JO OVTIj3IOTIKOU, aUTO npOTi8ETOI va 8EpomUOEI !JOVO 
TflV TptXOUOO na8rtort oos H E<pOP!JOV� TWV nOpOKClrW OU!Jj30UAwv 80 j3ofl8�oEI orflv 
npoAfllVfl E!J<P0V10rtS OV80KTIKWV j30KTflPIOiwv nou fJnopouv va E!Jnooioouv Tfl opo0rt TOU 
OVTlj310TIKOU. 

1. 	 EivOi nOAU OflfJOVTlKO va noipvETE TO OVTIj3IOTIKO OTrt OWOT� OOOfl, Tfl OWOT� wpo KOI Via 
TOV OWOTO opl8!Jo rt!JEpwv. t:.10j300TE TIS OOflViES OTrtV mlo�!JoVOrt KOI EOV OEV 
KOTOAOj3oivETE KOTl, pWTlioTE TO VIOTPO Ii TOV <P0PfJOKOnolo va oos TO E�flV�OEI 

2. 	 Mv nptnEI va nopETE tva OVTIj3IOTIKO EKTOS EOV tXEI ouvTovoVPO<prj8Ei EIOIKO Via ooS KOI 
80 nptnEI va TO XPflol!JonollioETE !Jovo Via lflv OVTlfJETWTIlOfl HIS AoifJW�rjS Via lflv onoio 
oos xoprjV�8flKL 
Mv nptml va nopoE ovnj310TlKO nou xoprtVli8rjKOV OE oMo aTOfJO OKOfJO KI ov Eixov 
AoifJw�fl nou lilOV nopofJolO fJE lrj olKIi ooS· 

4. 	 !J.EV nptml va oivnE OVTIj310TlKO nou XOPflVli8rjKOV OE OOS OE oMo OTOIJO. 
5. 	 Eov tXETE Konolo OVTlj3IOTIKO nou EfJEIVE fJETO Trj AlilVrj TOU OX�fJOTOS OUIJ<Pwvo IJE liS 

OOrjViES TOU VIOTPOU OOS, 80 nptnEI va ETIlOTptlVETE TO unoAolllO OTO <pOPKO!JEiO Via va 
onopp1<p8Ei KOTOMIiAWS· 

OO'lVitS Via ovoouoraol') 
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r. To <PuMo OOflVIWV Via TO XPÏOTfl <P0PIJOK£UTIKWV npo'lovTWV nou n£pltxouv OPOOTIKO 
OUOTOTIKO AMOXYCllLiN + ClAVUlANIC ACID, gIOOTTElPOJ.l(VO oloKio 500mg/125mg/tab 
opi<oOl w<;; £ÐÏ<;;: 

$YMO O-HnnN XPHrHr: nJ\HPO$OPIEr riA TON XPHrTH 

UVOj.JO TTP0"iovTOC;; 500 mg/125 mg OIOOTTElP0j.JEVO oloKio 

g'0I300TE TTPOOEKTIKO OAOKArlPo TO <puMo OOllVlCJJ V xPtiO'lS TTPOTOU OPXiO(l( va 
TToipV(l( aUTO TO <pOPj.JOKO. 

<PuMÐT£ aUTO TO <puMo OOflVIWV XPÏ0'l<;; '!ow<;; XPEIOOTEi va TO 010(3000E Ðovo 
Eov txo£ mpolTtpw onopiE<;;. PWTÏOT£ TO VIOTPO Ï TO <popjJOKonOIO 00<;;. 
H OUVTOVÏ Via aUTO TO <P0PjJoKO XOPflvÏ8IlK£ Via 00<;; (Ï TO nOioi 00<;;). D.EV nptml va 
owoo£ TO <pOPIJOKO O£ oMou<;;. Mnop£i va TOU<;; npoKoAto£1 (3M!3I1. oKOlJo KOI OTOV TO 
OUjJTTTWIJOTO TOU<;; £ivOi iOlo IJ£ TO OIKO 00<;;. 
Eov KCITTOlo oV£TTl8ujJflTI1 £VtPV£lo ViVETOI oo!3oPÏ. Ï ov nopOTflPÏoO£ KonolO 
oV£TTlSUlJflTI1 £VtPV£IO nou O£v OVO<ptp£TOI 010 nopov <puMo OOflVIWV, nopoKoA£ioS£ va 
EVrjjJ£PWO£TE TO VIOTPO Ï CPOPIJOKOnOIO 00<;; 

To TTOPOV <puMo 00'lVIWV TTEPIEXEl: 
1 TI EivOi TO 'OVOjJO npOf6vTO<;; KOI nOlO £ivOi fl XPÏOIl TOU 

2 TI nptn£l vo VVWpi<£T£ npoTOu nopoE TO 'OvojJo npoTovTO<;; 

3 nw<;; vo nop£TE TO 'OvojJo npoiovTO<;; 

4 nlSovt<;; oVETTl8ulJflT£<;; £vtPV£I£<;; 

5 nw<;; va cpuAaoooOl TO 'OVOIJO npoT6vTO<; 

6. I\omt<;; nAflPO<popiE<;; 

1. TI EINAI TO UNOMA npO'tONTOr KAI nOlA EINAI H XPHrH TOY 

To 'OVOf,lo npoTovTO<;; £ivOi tvo oVTI!3IOTIKO Kol opo OKOTWVOVTO<;; TO !3oKTflPiOIO nou npoKoAouv 
TIS AOljJWÐ£I<;; n£pltx£1 000 OIO<pOPETIKO <paPIJOKO nou OVOjJO<OVTOI OjJoÐIKIMivfl KOI 
KAo!3ouAoVIKO oÐu. H OjJoÐIKIAAivll oVÏK£I OE lJio OIJOOO <popjJOKWV nou OVOjJO<OVTOI 
"TT£VIKIMivE<;;" fl OPOOfl TWV onoiwv IJ£PIKt<; <popt<; jJnopEi VO EjJnOOloSEi (oopovonol£iTOI). To 
oAllo OPOOTIKO OUOTOTIKG (KAo!3ouAoVIKO oÐu) OEV ETIlTptml vo oUjJ(3£i OUTO. 

To OVOf,lO npolovTO<;; XPlloljJonolEiTOI OE EvÏAIKE<; KOI nOiOlo VIO Tllv 8Epon£io TWV nopOKaTw 
AOIIJWÐEWV: 

AOIIJWÐ£I<;; TOU jJEOOU WTO<;; KOI nopopplvoKoAniTloo 
AOljJWÐ£I<; TOU oVOnVEUOTIKOU 
AOljJwÐ£I<;; TOU ouponolflTIKOU 
AOIf,lWÐEI<;; TOU Otpf,lOTO<; KOI TWV f,lOAOKWV jJopiwv n£pIAojJ!3ovojJtvwv TWV 000VTlOTP1KWV 
AOljJWÐEWV 
AOlf,lWÐEI<; TWV OOTWV KOI TWV op8pwo£wv. 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO UNOMA npo"rONTOr 

M'lV TTopnE TO UV OfJO TTpoi'oVTOS: 
O£ mpimwofl OAAEPVio<;; (umpEUOI08flOio<;;) OTflv Of,lOÐIKIAAiVfl, TO KAo!3ouAoVIKO oÐu, 

TIlV nEVIKIAAivfl Ï OE onOlooÏnOT£ oAAo OUOlOT1KG TOU 'OVOf,lO npoTovTO<; (OVO<ptPOVTOI 

OTIlV nopovpo<po 6) 

OE mpiTTTwofl nou EiXOH nOTt oo!3opÏ OAAEPVIKÏ OVTiopOOfl (un£pEuOIOSfloio) O£ 

onOlooÏnOTE oAAo OVTI!310TIKG 
 AUTÏ IJnopEi va mpIAof,l!30VEI OEPIJOTIKÏ oVTiopOOfl Ï 
npÏÐIIJO TOU npoownou Ñ TOU AOIIJ00 
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.' 	 aE mplTITwor) TTOU EiXOlE TTOTt r)TTOJIKCt TTpOI3A�IJOlO � iKTEPO (KlTpiVIOIJO IOU OtPI-IOlO<;) 

OTOV TToipVOlE KOTTOIO OVTlI310TlKO. 

-+ 	 MIlV TTllP[TE TO OVOIJO TTPOi'OVTOc,; «'Iv KOTTOIO OTTO TO TTOPOTTOVW aoc,; mpopo. Eov 
OEV £i0T( oiyoupol. IJIAėOTE I-IE TO YIOlPO r 'J 
TTpOlOVTO<;. 

npoat5u 16Joiupo IJE TO OVOIJO TTPOi"OVTOc,; 
Mlllr']OI£ IJE TO YIOlPO r'J TOV <pOPIJOKOTTOIO 00<; TTplV TTopnE OUTO TO <pOPIJOKO, EOV 

txnE TTupno IJE OIOYKWlJtvOUS AEIJ<POOtVE<; 
KOV£T( S£pomio YIO VE<PPIKO r'J r)TTOTIKO TTpO[3Ar'JIJOlO 
O£V Oup£iT£ lOKTIKO. 

Eov OEV EioTE oiYOUPOI,EOV KOTTorOĘOTTO-lO -TTOpOTTOVW oos-a<popO-;-I-IIAr']{JTE-I-IE lO YIOTPO r'J TOV 
<pOPIJOKOTTOIO OOS TTPIV TTOPETE TO OVOIJO TTP0"iOVTO<;. 

LE OpIOlJtVE<; mpITTHiJoEI<; 0 YIOlPO<; 00<; IJTTop£i vo OIEPEUVr'J0£l TO doo<; TOU [30KTr)PIOiou TTOU 
TTPOKOMi TI1V AoiIJW311 AVOAoyo IJE TO OTTOT£AEOIJOTO. IJTTop£i Vo 00<; XOPI1Yr)8£i OI0<pOP£T1Kr'J 
TT£PI£KTlKOTl1lO OVOIJO TTP0"iOVTO<; r'J OIO<pOP£TIKO <pOPIJOKO. 

KOTOOTOOEIc,; TTOU IJTTOPEi vo Xp£Jooui VO TTpoOt5ETE 
To OVOlJo TTP0"iovTOS IJTTOPEi VO £TTlO£IVWO£1 0P10IJEV£<; KOlooTom:IS. r'J vo TTPOKOAEO£I 
0I1IJOVTIKES oV£TI18uIJI1T£<; £vtpY£I£<;. AUTt<; mplAolJ[3ovouv OAAEPYIKt<; OVTlOPOO£I<;, ETTlAIlTITIKtS 
KpioEI<; (oTToolJoi) KOI <PAEYIJOVr'J TOU TTOXEO<; EVTtpOU nptTTEI vo KOITO3£TE YIO OUYKEKPIIJEVO 
OUIJTTH.iJIJOlO KOTO Til OIOPKEIO Ar'J4JI1<; TOU OVOIJO TTpoiOVTO<;. YIO VO IJEIWonE TOV Kivouvo 
OTTOIWV0r'JTTOTE TTPO[3AI1IJOTWV BAtTTE 'Karaar60[JC; TTOU XP[16t;[TW va TTPOO[6[T[' OTfJV 
nopovpmpo 4. 

E>n6o£lc,; oiIJOTOc,; KOI oupwv 
Eav KOVET£ E3ETOOEI<; oilJOlOS (OTTW<; £3£Tom:l<; YIO TI1V KOlOmOOI1 IWV EPUSpWV OllJoo<polpiwv 
r) E3£TOO£I<; I1TTOTlKr'J<; A£lToupyio<;) r'J E3£TOOEI<; oupwv (YIO TI1V YAUKOZr)), £VI1IJ£PWOT£ TO YIOlPO 
r'J lOV VOOI1A£Ulr) OTI TToipV£T£ TO OVOIJO TTP0'iOVTO<;. AUTO YIOli TO OVOIJO TTpoiOVTO<; \-JTTop£i vo 
£TII1P£OO£110 OTTOT£AEOIJOTO OUTOU TOU TtmOU TWV £3noO£wv. 

XPrl01l oMwv <j>OpIJOKWV 
nopoKoMioS£ vo EVIlIJEPWOET£ TOV YIOlPO r'J TOV <pOPIJOKOTTOIO 00<; £ov TToipVET£ r'J £XETE TTOPEI 
TTPOO<pOlO oAllo <pOPIJOKO. AUTO TTEPIAOIJ[3ovouv KOI <pOPIJOKO TTOU IJTTOPOUV VO OYOPOOTOUV 
xwpi<; OUVlOYr'J KOI <pOPIJOKO <pUTIKr'JS TTPO£AEUOI1<;. 

Eov AO\J[3oV[lE OMOTTOUPIVOAI1 (XPIlOIIJOTTOI£ilOl YIO TI1V OUPIKr'J op8piTIOO) IJE OVOlJo 
TTpoiOVTO<;, IJTTOPEi vo oU3IlS£i 11 TTl80VOTI1TO VO EIJ<povio£T£ OAAEPYIKr'J OEpIJOTIKr) oVTiOpool1. 

Eov II0\J[3aV£H: TTPOI3EVEOiol1 (XPI1011J0TTOIEilOl YIO TI1V OUPIKr'J op8piTloo) 0 YIOlpO<; 00<; IJTTOPEi 
va oTTo<pooioEI Tr) pu81J1011 TI1<; 06011<; TOU OVOIJO TTpO'iOVTO<;. 
E6v AOIJ[30VOVTOI OVTITTr)KTlKO <paPIJOKO (OTTW<; 11 [3op<popivl1) 1J0Zi IJE OVOIJO TTP0'iOVTO<; TOTE 
IJTTOPEi VO XPEIOOTOUV £TIITT AEOV E3£T60EI<; OiIJOlO<;. 

To OVOlJO TTpoIoVTO<; IJTTOPEi vo £TIr)PEOOEI TOV TPOTTO OpaOI1<; TI1<; IJESOTPE3aTI1<; (<p0PlJOKO TTOU 
XPI1011J0TTOIEiTOI YIO TI1V 8EPOTTEio TOU KOPKlvou r'J TWV PWIJOTIKWV noSr'JOEWV). 

KUfJOIl KOI 9IlAOOlJoc,; 
Eav EioTE EYKUO<;. VOlJiZETE OT! IJTTop£i VO EioTE tYKUO<;. r'J EOV SI1MZ£TE, TTOPOKOAEioH VO 
EVIlIJEPWO[lE TO YIOlPO r'J TOV <pOPIJOKOTTOIO OOS. 

ZęTr'JOTE HI OUIJ[30UAr'] TOU YIOlPOO r'J TOU <pOPIJOKOTTOIOO 00<; TTPOTOO TTOP[lE OTTOI00r'JTTon: 
<pOPIJOKO 

06I'JVllOll KOI X£IPIOIJOc,; IJIlXOVWV 
To OVOlJo TTPO'IOVIO<; IJTTOPEi vo EX£! OVETTl801JI1TE<; EvtpY[I£<; KOI TO OUIJTITWIJOTO IJTTOPEi vo 

HjV IKOVOTl1lO<; 00<; YIO OOr']YI1011. 
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Mrw OOIlYEin: � X PtlOlIJOTTOIEiTE EpyoMio � IJIlXovte;, EK TOe; £ov ol08oVEOTE KoM. 

3. nor NA nAPETE TO 'ONOMA npo"l'oNTOI 

ndVTOTE va TToipV£TE TO OVOIJO TTpoIOV TOe; OUOTtlPO OUjJ<pWVO IJ£ Tie; o0tly i£e; TOU y lOTpOU Ooe; 
E6v tX£T£ OfJ<PIr30Ai£e;, PWT�OTE TOV YIOTPO � TOV <pOPIJOKOTTOIO OOe; 

Evr'!AIKOI KOI TTOiOio J3apous 40 kg KOI avw 

H auvõ81le; 060tl £i vol 

1 oloKio TpEIe; <popte; T llv rWEpo 

nOiOIO J3opous J.IIKpOnpOu TWV 40 kg 
To oloo m lpojJEvO oloK io OvojJo TTpoioV TOe; OEV OUVIOTlilV TOI YIO TTOIOlell3elpOUe; jJ IKpOn:pOU TWV 
40 kg. LUIJr30UAEUT£iTE TO YIOTPO � TOV <pOPIJOKOTTOIO ooe; 

Ao9EVEiS VE '1TTOTIKO KOI VEq>PIKO TTpoJ3AI')VOTO 
Eelv tX£TE VE<PPIKO TTpOI3A�jJOTO. tl 06oll jJTTopEi va OAMSEI 0 YOTpOe; ooe; IJTTOPEi va 
£mAtSEI jJio OIO<POp£T IK� TTEPIEK TIKOTtlTO � OIO<pOPETIKO <P0PjJOKO 
Eov tXUE IlTTOTIKO TTpOI3A�IJOTO IJTTop£i va XPElo080uv OUX VOTEp£e; Es£TOO£Ie; OijJOTOe; Y IO 
TOV EMyxo Tile; tlTTOTIK�e; AEITOupyioe;. 

nWS vo TTOPUE TO 'OVOVO TTpo'i6vTOS 
Aiyo nplv XPElo08Ei va nopET£ EVa OIOKio, OVOKOTElVT£ TO IJE VEPO OE EVa TTOT�P I WalE va 

0loAu8£i 

KOTOTTIEiTE 10 oloKio oMKArlPO jJ£ EVa TTOT�PI VEPO OTIlv oPX� EVOe; YEUjJOTOe; � OfJEOWe; 

TTpIV. 

b,IOXWP�OTE TIe; 060£1e; 1000UVOIJO EVTOe; Hle; rwtpoe; IJ£ TOuMXIOTOV 4wpo OIOOT�jJOTO 

MrlV nopET£ 2 060£1e; O£ 1 wpo. 

MIlv TToipV£TE TO OVOIJO TTPOIOV TOe; YIO mplooon:po ana 2 £I3OojJoo£e;. Eelv 

£SOKOAou8£iT£ va 0I08elVEOTE 0PPWOTOI TTptTT£1 va SOVOETTlOK£<pT£iT£ TO YIOTPO ooe; 


Eov mlpuE VEvoAUnp'1 060'1 'OvoVo TTpo'j6vTOS OTTO T'1V KOVOVIKI') 
Edv TTOPET£ lJ£yoAlmptl TTOOOTIlTO OvojJo TTpoioV TOe;, 10 oUIJTTTlillJ01O jJ TTop£i va 
mp1AOfJ13ovouv OIOTOpOX� OTO OTOIJOXI (oi08rwo oO lo8wioe; � OIOP POIO) � onoojJoue; MI A�OT£ 
jJE TO Y IOTPO ooe; TO OUV TOjJOTEPO O UVOTOV. b.£isTE OTO Y IOTPO TO KOUTi TOU <P0PjJOKOU. 

Eov WEX60ETE VO IT(lPETE TO ·OVOVO TTPOl6vTOS 
Edv s£XOOET£ va nopET£ jJio 06011, TTOPTE TtlV OjJEOWe; JJOAIe; TO 8ujJIl8£iT£. b,£v TTptm l va 
TTaPET£ TIlv EnojJ£vIl 00011 TTOAU KOVTO, oMa va TTEP ljJEVET£ m:pinou 4 wp£e; TTp lV  TTOPET£ Tllv 
mOjJEVrj 06011. 

Eav oToXaTl')oETE vo TToip VETE TO 'OVOVO TTP0'iOV TOS 
LUVEX ioT£ va TToipVETE TO OVOjJO TTpO(OVTOe; jJtX PI va lEAEIWOEI 11 8EpOTT£UTIK� OYWY�. OKOjJO 
KOI OV ol08oVWTE KOAU T£pO. XP£laSWT£ oMe; Tie; 000£1e; WOTE VO OV T llJETWTTi OETE TIlV AoijJWsll. 
E6v ETT lS�OOUV KonOIO r3oKTIlPiolo jJTTOPEi va mOVo<pEPOUV Til AoijJwStl. 

E6v EX£TE mpIOOOTEpEe; EPWT�OEIe; 0 XETIKO IJE Til XP�OIl OUTOU TOU TTpoIOVTOe; PWTr'jOT£ TO 
YIOTPO ö TOV <P0PjJOKOTTOIO ooe;. 

4. meANEr ANEl1IeYMHTEI ENEPrEIEI 

'OTTWe; OAO TO <pOPIJOKO, tTOI KOI TO OVOjJO TTpo'IOVTOe; jJnopEi va TTPOKOMoEI OVETTl8ujJI1TEe; 
EvtpY£lEe; ov KOI OEV TTOPOUOI()SOV TOI OE OAOUe; TOUe; OV8p WTTOUe;. ME aUTO TO <P0PjJOKO IJ TTOPEi 
VO EIJ<P0VI08ouv 01 TTOPOKOTW oVf:TTl8ujJIlTEe; Evtpyme;. 

KOTOOTOOEI S TTOU Xp(J6YETOI VO TTpOOtZETE 
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EIJepoVI0'1 TOU DvoIJo TTpoioV TOe; KOI TT£PU:XOIJ£vO T'1e; ouoKwooioC; 

KOTOX0C; o('jdoe; KuKAoepopioC; KOI TTOPOYWYOC; 
AUTO TO epOPIJOKWTIKO TTPO"iOV iX£1 £YKPI9d OTO KpOT'1 MiA '1  TOU EUpW TTO"iKOU 
OIKOVOIJIKOU XwpOU (EOX) IJ£ TIC; oKoAou9£c; ovoIJooi£C;: 

To TTOpOV epuMo O('j'1YIWV XPrl0llC; £YKpi9'1K£ Yla nAw Toio tpopo OTIC; 
Tpono<; 0108wrK 1-'£ IOTPIKri ouvTOYri 

To OVTIÁIOTIKO XPf)oII-'OnoloOvTOI YIO Tf)V oVTII-I£Twmoll TWV AOll-'wÂ£wv nou npoKOAoOVTOI ono 
ÁOKTf)PICIiO 6£v £ivOi onoTEAwl-IOTlKO tVOVTI TWV AOll-lwÂ£WV nou npoKOAouVTOI one 100<;. 

OPlol-ltv£<; epopt<; I-'io AoilJwÂ1l nou npoKoAEiTOl one ÁOKTf)piOIO o£v oVTOnoKpiv£TOI O£ tva 
oXrllJO OVTIÁIOTIKOU. -Evo<; ono TOU<; ouvIl8tOT£pou<; Myou<; YI aUTO £ivOi Eml0rl TO ÁOKTIlPiOlo 
nou npoKOAouv HI AoiIJWÂ1l EivOi OV8£KTlKO oTO AOIJÁoVOIJ£VO OVTIÁIOTIKO. AUTO olll-'oiv£1 OIl 
I-'nopoOv va £mÃrloouv KOI OKOIJO va noAAonAoOloOToUV nopo TO OVTIÁIOTIKO. 

-CTOV 0 YIOlpO<; 00<; XOPIlYrio£1 tva oXrllJO OVTIÁIOTIKOU. aUTO npOTi8oOi va 8EpomOoEl IJOVO 
Tllv Tptxouoo n081l01l 00<; H £epoPlJoyri TWV nopoKoTW oUIJÁouAwv 80 Á0118rlo£1 oTI1V 
npoAIl4J1l ElJepOVloll<; OV80KTIKWV ÁoKTIlPIOiwv nou IJnopoOv va ElJnoOioouv Til OpOOI1 TOU 
OVTI ÁIOTIKOU. 

1. 	 EivOi noAu oqlJOVTIKO va noipvET£ TO OVTIÁIOTIKO oTIl oWOTr) 00011. Til oWolri wpo KOI ylO 
TOV oWoTO opl81J0 I1IJ£pwv. 6101300TE TI<; oOllyiE<; oTI1V £TIlorilJovol1 KOI EOV OEV 
KOlOAoI30IV£TE KOTI. PWTrion: TO YIOTPO ri TOV q>opI-IOKOnOIO va 00<; TO EÂIlYrioEl. 

2. 	 6EV nptnEI va nopETE tva OVTlI3IOTIKO EKTO<; EOV tXEI ouvTOyoypoeptl8EI EIOIKO YIO 00<; KOI 
80 nptnEI va TO XPlloIIJOnoJrlooE I-I0VO YIO TtlV oVTlIJ£TWmoll Ttl<; AoilJwÂl1<; Y'O Tllv onoio 
00<; XOPtlYri8tlKC 

3. 	 6EV nptn£1 va nopoE OVTII3IOTIKO nou XOPllYri81lKOV oE oAAo OTOI-IO OKOIJO KI ov EIXOV 
AoilJwÂtl nou riTOV nopolJoIO IJE Ttl OlKrl 00<;. 

4. 	 6EV nptnEI va OiVETE OVTI1310TlKO nou XOPtlYri8tlKOV oE 00<; OE oAAo OTOIJO. 
5. 	 Eov tXOE Konolo OVTI1310TIKO nou tlJEIVE IJETO Ttl Ari4J11 TOU oXriI-lOTO<; oOlJepWVO IJE 11<; 

OOllyiE<; lOU YIOTPOO 00<;, 80 nptnEI va EmoTpt4JETE TO unoAomo 010 q>OPKOIJEio YIO va 
onopplq>8Ei KOTOAAriAw<; 

82 



TTpoi'oVTOC; 250 mg/62.S mg/5 ml KOVI<; Via TTOO'lI-iO lVOIWprll-ia 

/':,/':, YEn-E.4250- J 314 
(24u) 

/:'. To <!JuAAo OOllYH,0V Via TO XPÑoHl cpoPfJoKWTlKWV TT poloVTWV TTOU TT£PI£XOUV OpoOTIKO 
OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, KOVH; Via TTOO'lI-iO lVOIWP1Wa 
125mg/31,25mg/Sml, 250mg/62,5mg/Sml, 400mg/57mg/5ml & 600mg/42,9mg/5ml 
OpiÒ£TOI we; £ÓÑe;: 

Cf>YMO O.6HnON XPHrHr: nJ\HPOCf>OPIEr riA TON XPHrTH 

'Ov0l-la TTpo'ioVTOC; 125 mg/31.25 mg/5 ml KOVI<; Via TTOO'lI-iO EVOIWP1Wa 
UV0l-la 

Uvo�a TTP0i"ovTOI) 400 mg/S7 mg/S ml KOVII) Via TTOO'I�O lVOIwp1wa (VUJO'I1 cppoouAa) 

Uvo�a TTpoioVTOS ES 600 mg/42.9 mg/S ml KOVIS Via TTOO'l�O EVOIwpl1�a 


.6laj300'Tl TTPOO'EKTIKO oAoKAl1po TO cpuMo ol>I1VIWV XP';O'I1S TTPOTOU apxiO'(TE va 

XOPI1VEiTE O'TO TTOIl>i O'as aUTO TO cp6p�aKO, 
<!JuMÓT( aUTO TO cp uAAo OOflVIWV XpÑOIle; 'Iowe; XP£looT£i vo TO OloPOO£T£ Óovo 

Eov tXETf. m:polTtpw oTTopi£e;, PWTÔOT£ TO VIOTPO Ñ TO cpoP lJoKOTTOIO OOe;. 

H OUVTOVÑ Via OUTO TO c.pOPfJoKO XOPllvÑ8IlK£ Via TO IJWPO Ñ TO TToloi ooe;. Mv TTptm.l va 

OWO£T£ TO c.pOPIJOKO O£ oAAoue; 
 MTTOp£i vo TOUe; TTPOKOAtO£1 P MPIl, oKOIJO KOI OTO V TO 
OUIJ TTTWIJOTO TOUe; f.iVOI iOlo IJ( TOU TTolOIOU Ooe;. 
Eov KOTTOlo oVf.TTl8UIJIlTIl £VtP V(lo ViV£TOI OoPopÔ, Ñ OV TToPOTIlPÔOOf. KOTTOlo 
OV£TTl8ulJflHl (VtPV£IO TTOU O(V oVOc.ptP£TOI OTO TTOPOV c.puAAo OOIlVlwv, TTOPOKoA£i08f. va 
£vlljJ£PWO£T£ TO VIOTPO Ñ cpoPIJOKOTTOIO OOe;. 

To TTapov cpuMo ol>IlVlwv m:'pltxu: 
1 T I  f.ivOi TO OVOfJO TTpo'fOVTOe; KOI TTOIO f.iVOI 11 XPÔOfl TOU 
2 TI TT ptTT£1 VO V VWpiÒf.Tf. TTPOTOU TTOPO£ TO OVOjJO TTpoloVTOe; 
3 nwe; vo TTOP£T£ TO OVOjJO TTpOioVTOe; 
4 nl8ovte; oVETTl8uIJ IlTEe; £vtpvme; 
5 nwe; va c.pUMOOETOI TO OVOIJO TT poiOVTOe; 
6 I\omte; TTAIlPOc.popi(e; 

1. TI EINAI TO UNOMA npo'i'oNTor KAI nOlA E INAI H XPHrH TOY 

To OvojJo npoIOVTOe; (iVai tvo OVTlPIOT IKO Kol opo OKOTWVOVTOe; TO PoKTflpiOIO TTOU TTPOKoAou v 
TIe; AOljJwÓf.Ie;. n(pltX(1 OUO OIOc.pOP£TIKO c.p0PjJOKO TTOU OVOjJOÒOVTol OjJOÓIKIAAivr] KOI 
KAOPOUAOVIKO OÓu. H olJoÓIKIAAiVIl OVÔK£I Of. jJio OIJOOO c.p0PIJOKWV TTOU oVOjJOÒOVTOI 
"mvIKI,\,\iv£e;" 11 o POOIl TWV OTToiwv jJ(pIKte; c.popte; jJTTop£i vo £jJ TTOOI08(i (OOpOVOTTOIf.iTOI) To 
oAAo OpoOT IKO OUOTOTIKO ( KAopouAoVIKO oÓu) o£v ETT l T ptml va o UjJPf.i OUTO. 

To OvojJo npO'fovToe; XP IlOl jJOTTol(iTOI O( jJwpo KOI nOiolo VIO Tllv 8f.pon(io TWV nopoKo TW 
AOljJWÓEWV: 

Kovle; Via noollJo £VOIwPIlIJO 125 mg/31.25 mg/5 ml, 250 mg/62 5 mg/5 ml, 400 mg/57 mg/5 ml 
(V(UOIl c.p poouAo) 

AOljJWÓ(Ie; TOU jJtoou WTOe; Ñ nopopp l VOKOATThlOO 
AOljJWÓ(Ie; TOU oVOTTVWOTlKOU 
AOljJWÓ(Ie; TOU OUpOTTOIr]TIKOU 
AOIIJWÓEIe; TOU otpjJOTOe; KOI TWV IJOAOKWV jJopiwv nf.pIAoIJ POvOjJ£vwv TWV OOOVTIOTPIKWV 
AOllJwÓ£wv 
AOljJWÓEIe; TWV OOTWV KOI TWV op8pwof.wV 

600 mg/42.9 mg/5 ml KOVIe; VIO TTOOljJO (VOIWPlliJo 

AOljJWÓ(Ie; TOU jJtoou WTOe; 
AOljJWÓEIe; TWV TT Vf.UjJovwv. 
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2. nPIN XOPHrHI:ETE TO "ONOMA npo"i"ONTOI: 

M'1V XOPI1VilOETE OTO nOloi 00<; TO "OVOfJO npO'iOVTO<;: 
Of: mpimwofl oAAEpyio<; (UTT£pEUOI08flOio<;) OTflV OJ..lO+IKIAAivfl, TO KAo!3ouAoVIKO O+U � 
OE OTIOIOO�nOTE OAAO OUOTOTIKO lOU OVOj..lO TIP0"iOVlO<; (OVO<PEPOVTOI OHIV TIOpoypo<po 
6) 
OE mpimwoll TIOU EiXE TIOTE oo!3op� oAAEpYIK� oVTiOpOOfl (umpEUOI081l0io) OE 
OTIOIOO�TIOTE dAAo OV lI!3101lKO. AUT� j..ITIopEi va mplAoj..l!3ovEI OEPj..lOTIK� oVTiopoofl � 
TIP�+II.. lO lOU TIPOOWTIOU � TOU AmI-lOU 
OE mpimwofl TIOU EiXE TIOTE flTIOTIKO TIPO!3A�I-IOTO � iKTEPO (KlTpiVIOj..lO lOU OEPI-IOTO<;) 
OlaV ETIOIpVE KOTIOIO OVTI!310l1KO. 

-+ 	 MIlV XOPIlVllm:TE OTO nOloi 00<; TO "OVOfJO npoiovTO<; [(lV KonolO ana TO 

noponovw mpopo TO nOioi 00<;. Eov OEV EiOlE oiyOUP01, I-IIA�OlE I-IE 10 Y1OTPO � TOV 

(jlOPI-IOKOTIOIO 00<; TIplV XOPflY�OETE 10 OVOI-IO TIpO"iOVTO<;. 


npOOiVTE IOloinpo fJE TO "OVOfJO npoi'OVTO<; 
MIA�OTE I-IE TO YIDTPO � lOY (jlOPI-IOKonOIO 00<; TIplV XOPIlV�O£TE 010 TIOIO! 00<; aUTO TO 
(jl0Pj..IOKO, EOV 

EXEI tXEI TIUP£TO I-IE OIOVKWI-IEVOU<; Aq.J(jlOOtVE<; 
KOV£! 8Epomi0 Via VE(jlPIKd � flTIOlIKO TIpO!3A�I-IOTO 
OEV oupEi TOKTIKd. 

Edv OEV £IOlE oIVOUpOI, EOV KOTIOIO OTIO TO TIOPOTIOVW O(jlOpO TO TIOIOI 00<;, I-IIA�OlE 1-1£ TO 
VIOTPO � lOY (jlOPI-IOKOTIOIO 00<; TIplV XOPIlVr']OET£ 10 OVOI-IO TIPOiOVlO<;. 

L£ 0P10I-IEVE<; TIEPITlTWOEI<; 0 VIOlpO<; 00<; I-ITIop£i va OIEP[uV�OEI TO Eioo<; lOU !30KTflPIOiou TIOU 
TIpoKoAEi Tflv Aoil-lw+fl OTO TIOIO! 00<; AvoAovo j..IE TO OTIOTEMOI-IOTO, I-ITIopEi vo XOprlYfl8Ei OTO 
TIOloi 00<; OIO(jl0PETlKr'] mplEKTIKOTflTO OVOI-IO TIPOiOVTO<; � OIO(jlOP£1IKO (jlOPI-IOKO. 

KOTOOTOO£.I<; nou fJnopd va X PEIOOTEI vo npooiVETE 
To OVOl-lo TIPOiOVTO<; I-ITIopEi vo ETlIOEIVWOEI OP10I-ltvE<; KOTOOTOOEI<;, � va TIpoKoMoEI 
O'lI-lOVTIKt<; oV£Tl18uI-IIlTE<; EVtPV£I£<;· AUTE<; mp1A0I-I!3ovouv OMEPYIKt<; OVTlOpdOEI<;, ETlIA'1TlTIKt<; 
KpioEI<; (oTIool-loi) KOI (jlMVl-lovr'] TOU TIOXto<; EVTtpOU. nptml va KOlTd+£TE Via OUVKEKPll-ltvO 
aul-lmwl-I01a KOTa Tfl OIOPKEIO A�ljJ'1<; lOU OVOl-lo TIpO'ioVTO<; OTIO TO TIOIOI 00<;, Via va I-lEIWOEH 
TOV Kivouvo OTIOIWVOr']TIOTE TIpo!3Arll-ldTWV. BAtTIE 'KG1aOTOOEl� TTOU XPElO(UOI va TTpoOt{[T[' 

OTllv nopOVpocpo 4. 

EVETOO£'I<; oifJoTO<; Km oupwv 
Eav TO TIOIO! 00<; KOVEI E+ETOOf:I<; Oij..lOlO<; (OTIw<; E+ETaoEI<; VIO Tflv KOTOOTOoll TWV 
Oll-loo(jlolpfwv � E+£TaoEI<; flTIOTIK�<; AmouPvlo<;) � E+ElaOEI<; oupwv (Via Tllv VAUKOi;Il), 
EV'1j..1EpWOTE TO VIOTPO � TOV VOOIlAEUT� OTI TIOlPVEI 10 OVOI-IO TIpOToVlO<;. AUTO VIOTI TO OVOI-IO 
TIPOTOVTO<; I-lTIOpE! vo ETI'1PEOOEI TO OTIOTEMoj..lOTO OUTOU lOU TUTIOU TWV E+£TOOEWV. 

XPilofl oMwv CPOpfJOKWV 
napoKOA£io8E va EVllj..lEpwO£TE TOV YIOTPO � lOY (jl0Pj..IOKOTIOIO 00<; EOV 10 TIoloi 00<; TIOiPV£I r'] 
tX£1 TIOPEI TIpOO(jlOTO oMo (jl0Pj..lOKO. AUTO mpIA0I-I!3ovouv KOI (jl0Pj..IOKO TIOU I-ITIOPOUV va 
OYOPOOlOUV xwpi<; OUVTOVr') KOI (jlOPI-IOKO (jlUTlK�<; TIPOtAEUOfl<;. 

Eav TO TIOIoI 00<; AO\..l!30VEI oMOTIOuplVoAfl (XPIlOII-IOTIOIEiTOI Via T'1V OUPIKr'] op8piTloa) I-IE 
OvOI-lO TIPO'iOVlO<;, \..lTIopEi va OU+1l8E! fl TlI80VOTflTO va E\..l(jlovlo£l OAAEPVIK� OEPj..IOTIK� 
oVT!Opoofl· 

Eav TO TIOIOI 00<; AOj..l!30VEI TIpo!3Evwioll (XPflOlj..lOTIOIEiTOI VIO TrW OUPIK� op8piTlOo) 0 VIOTpO<; 
00<; \..lTIopEi va OTIO(jlOOiOEI T'1 p081-110ll Tfl<; 060'1<; lOU OVOI-IO TIPO"iOV1O<;. 

E6v AOj..l!3dvoVTOI OVTITl'1KTIKO (jlOPI-IOKO (OTIw<; rJ !30P(jlOpivfl) I-IoĜi I-IE OVOI-IO TIpo"IOVTO<; TOTE 
I-ITIopEi va XPEIOOTOUV ETliTIMov E+£TdO£l(; OiI-lOTO<;. 
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OTO TTaloi oa<;. 

KOAO Tfl cploAfl TTplV OTTO KoBE 00011 

.6..6. YEn-E.4250- J 3/4 
(24u) 

ToOvOIJO TTp610VTO<; IJTTOPEi va £TTIlPEOOEI TOV TpOTTO OPoOIl<; TIl<; IJEeOTpEzOTIl<; (<poPlJoKO TTOU 
XPIlOll-lOTTolEiTOI VIa Hlv 8EpoTTEio TOU KOPKivou E TWV PEUI-lOTIKWV TT08r'jOEWV) 

KUIlOIl KOI OIlAooJ.lo<; 
Edv TO TTOiOi 00<; TTOU TTPOKEIT£ va TToPEI aUTO TO <poPl-loKO, EivOI tVKUO<; E EoV eIlAOĄEI, 

TTopoKoM:ioTE va EVIlI-lEPWOETE TO VIOTPO I'] TOV <pOPI-lOKOTTOIO 00<; 


ZIlTI']OTE Til OUIJ130UAI'] TOU VIOTPOU I'] TOU <poPl-loKOTTOIOU 00<; TTPOTOU TToP£TE OTTOIOOETTOT£ 

<pdPlJoKO. 


rfJJ.l0VTlKI') TTAIlPOcpopio 0XETIKO J.lE OpJOJ.ltvo OUOTOTIKa TOU -oVOJ.lO TTpo'ioVTO<; 

3. nor NA XOPHrHrETE TO 'ONOMA np6i'ONTor 

ndVTOTE va XOPIlVEiTE TO OVOI-lO TTP0"iovTO<; oUOH1PO OUI-l<pwvo IJE TI<; OOIlViE<; TOU VIOTPOU 00<; 
Edv tXETE alJ<Pll3oAiE<;, PWTI']OTE lOV VJOTpO I'] TOV <poPl-laKOTTOlo oa<; 

EvYAIKOI KOI TTOIOio jJopOU<; 40 kg KOI civw 
AUTo TO EVolWPlllJO ouvl']8w<; OEV OUVIOToTOI Via EvI']AIKE<; KOI TTOiOlo l3opou<; 40 kg Kal 
Ovw. LUI-l(3ouAEuTEiTE TO VIOTPO E TOV cpoPlJoKOTTOIO 00<;. 

nmOIO jJcipou<;; J.lIKpOTEPOU TWV 40 kg 
OAE<; 01 06oEI<; txouv uTToAoVIOTEf OUI-lcpwvo I-lE TO l3opo<; OWI-lOTO<; TOU TTOIOIOU OE xlAiovP0I-lIJO 

o VIOTpO<; ea oa<; OUl-ll3ouAt4JEI TTOOO OVOl-lo TTpO'iovTO<; 80 TTptml va XOPIlVl']oETE OTO 
I-lWPO I'] OTO T TOIOi 00<;. 

125 mg/31.25 mg/5 ml Kal 250 mg/62.5 mg/5 ml KOVI<; Via TTOOII-lO EvolwPlll-la 
MTTOPEi va TTaptXETol TTAOOTIKO KOUTC1AI I'] KUTTEAo I-ltTPlloll<;. 00 TTptTTEI va TO 
XPIlOllJOTTOIEioETE Via va XOPIlVI']OETE Til OWOTI'] 06011 OTO I-lWPO I'] 
LUVr'j8fl<; 06011 - 20 mg/5 mg EW<; 60 mg/15 mg Via Ko8E XIAIOVPOIJI-lO l3opou<; OWjJOTO<; 
Tllv Ill-ltpo, XOPIlVOUI-lEVO OE TpEI<; OIIlPlll-ltvE<; 060£1<;. 

400 mg/57 mg/5 ml KOVI<; Via TTOOII-lO EVOIWprll.l0 (VEuoll cppoouAo) 
MTTOPEi va TTapEX£Tol TTAoOTIKI'] OOOOIJETPIKr'j OOPIVVo E TTAoOTIKO KOUTOAI I'] KumAo 
IJETPIlOIl<; 0a TTpEml va TO XPIlOllJOTTolEioETE Via va XOPIlVr'jOETE Til OWOTI'] 06011 OTO 
IJWPO E OTO TTOioi 00<; 
LUVI']81l<; 06011 - 25 mg/3,6 mg tw<; 45 mg/6.4 mg Via Ko8E XIAloVpalJlJO l3opou<; 
OWI-lOTO<; Tllv fll-ltpo, XOPflVOUI-lEVO OE 000 OIIlPlllJtvE<; 06oEI<; 
Y4JIlAOTEPIl 06011 tw<; 70 mg/1 0 mg Via Ko8E XIAIOVpalJlJO l3opou<; OWl-laTO<; Tflv IllJtpa, 
XOPIlVOUI-lEVO OE 000 OlflPIlI-lEVE<; 060£1<; 

600 mg/42.9 mg/5 ml KOVI<; Via TTOOIIJO EVOIWPfllJo 
MTTOPEi va TTaptX£TOI TTAoOTIKO OOOOI-lETPIKO KOUTOAoKI r'j KUTTEAo. 0a TTPETTEI va TO 
XPrJOllJOTTOIEiOETE Via va XOPIlVI']OETE Til OWOTI'] 06011 OTO IJWPO I'] 010 TTolOI 00<;. 
LUVr'j81l<; 060fl - 90 mg/6.4 mg Via Ko8E XIAIOVP0I-lI-l0 l3opou<; OWI-lOTO<; TrJV rJlJtpo, 
XOPIlVouwvO OE 000 OlflPflIJEVE<; 060EI<; 

To OVOl-lo TTpoIOVTO<; OEV OUVIOTOTOI Via TTOIOIO IlAIKio<; IJIKPOTEPIl<; TWV 3 I-lllvwv. 

AaOlvli<;; J.ll IlTTOT1KO KOI VlCPPIKO TTpojJAI')J.lOTO 
Eov TO TT oloi oa<; EXEI VECPPIKO TTpo(3Ar'IIJOTO, rJ 06011 l.mopEi va I-lElw8Ei 0 VOTpO<; oa<; 
I-lTTOPEi va £TTIAtzEI I-lio OIO<POPETIKI'] mplEKTIKOTflTO E OIOCPOP£TIKO cpOPI-lOKO. 
Eov TO TTOiOi oa<; tXEI IlTTOTIKO TTPOI3AI']I-lOTO !-mopEi va XPEl0080uv OUXVOTEPE<; EzETOOEI<; 
ail-loTO<; Via TOV EAEVXO TIl<; 'lTTOTIKI']<; AmouPvio<;. 

nw<; vo XOPIlVI')OlTl TO 'OVOJ.lO TTP0"iOVTO<; 
noVTOTE va avoKlvl']TE 
XOPllvr'jOTE TO cpoPI-lOKO OTflV OPXr'j EVO<; VEUIJOTO<; I'] Ol-ltOW<; TTplV 
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TTOU TToipvouv UljJI1At<; 060EI<; OVOlJo TTpOfOVTO<; Õ txouv VEqJPIKO 

66YEfl·E.4250· J 3/4 
(240) 

• 	
-OqJSO (KaVlIVra IJUKI1TJOOlKÕ AOiIJWÖ11 TOU KoATTOU. IOU OTOIJOTO<; Õ IWV OEpIJOTIKWV 

TTTUXWV) 
• oioSrwo oOloS£Oio<; (vOUTio). 1010iTEPO O1OV AOIJ×OVOV101 UljJIlAt<; OOOEI<; 

-" 
 £OV 00<; ETTIlPEOOEI TTOPTE TO OVOIJO TTPOIOVTO<; TTplV OTTO TO qJ0YIlTO 
• tIJETO<; 
• OI(JppOIO (OTO TIOIOIO). 

'OX' ouxvtl,; OVETTl9uJJrlT£l,; EVtPVEIEl,; 
AUTt<; IJTTOPEi va ETTIlP£OOOUV tw<; 1 OlD 100 ClTOlJo 
• O£PIJOTIKO £ÖovSIllJo. q>oyoupo 
• EÖOYKWlJtVO KVI10IJWO£<; £Öov8111J0 (Kviowof)) 
• OUOTIEljJio 
• ØoAIl 
• TTOVOKtq>oAo<;. 

OXI ouxvt<; oVEm8uIJI1T£<; £vtpYEI£<; TIOU IJTIOp£i va qJovouv on<; EÖ£lOOEI<; OiIJOTO<;: 
• OUÖ11011 OPIOIJEVWV OUOIWV (tv(u/Ja) TIOU TIOPOYOVTOI OTIO TO ÕTIOp. 

LmivlEl,; OVETTl9uJJrlTEl,; EVtPVEIEl,; 
AUlt<; IJTIop£i VO ETTIlPEooouv tw<; 1 010 1000 OTOIJO 
• O£PIJOTIKO EÖov8111J0. TIOU IJTIopEi va tXEI q>ouoKoAE<; KOI va IJOIOÙEI IJE IJIKpOU<; OlOXOU<; 

(OKOUPOXPWIJE<; KEVTPIKt<; KI1AioE<; TIOU m pI×oAoVTOI OTTO lJio ovolXToXPWIJIl mploxÕ IJE 
IJOUpO OOKTUAIO yupw OTTO TI<; OKPE<; TTO},U/JOPrpo Epu8f)/Ja) -

- 	 EOV TIOPOTIlPÕO£lE KOTIOIO OTIO aUTO TO OUIJTTTWIJOTO EmKOIVWVÕOTE IJE tva YIOTPO 
£TI£lYOVTW<; 

LTTOVIE<; oVEm8uIJIlTE<; EVtpYEIE<; TTOU IJTTOPEi va qJOVOUV OTl<; EÖ£TOOEI<; OiIJOTO<;: 
• X0I.lI1A6<; OP1e1J0<; Kunopwv TIOU EIJTI AtKOVTOI OTI1V TIÕÖI1 TOU oiIJOTO<; 
• XOIJI1A6<; OP1e1J0<; AEUKOKunopwv 

AJJ..El,; OVETTl9uJH1TEl,; EVtPVEIEl,; 

AAAE<; OVETTI8UIJIlTE<; £vtPY£I£<; tXOUV qJOVE; OE tva TIoAu IJIKPO opI81J0 OTOIJWV oAM 11 OKPII3Õ<; 
OUXVOTIlTO TOU<; EivOi OYVWOTIl. 

• AAA£pYIKt<; OVTlOPOO£!<; (×AtTIE TTOpOmJVw) 
• <PAEYlJovÕ TOU TTOXtO<; EVTtpOU (×AtTIE TTOpOTTOVW) 

• Lo[3apt<; OE PIJOTIKE<; aVlIopOOEI<;: 
EKTOalJEVO £Öov81llJa IJE q>ouoKoAE<; KOI OTIOqJAOIWlJtVO otplJa. 1010iT£PO yupw OTIO 
TO OTOlJa Til IJUH]. TO lJolia KOi TO YEVVl1T1KO opyavo (ouvopo/Jo Stevens-Johnson) 
Kal IJia 00[30pOTEPI1 IJOpq>Õ TIOU TIpoKoAEi EKT£lOlJtvIl aTToqJAoiwOll TOU OEpI.lOTO<; 
(TIEplooon:po OTIO 30% TIl<; ETTIq>OVEIO<; TOU OWIJOTO<; TOF/Kr'] E mOEp/JIKr'] -

VEKp6},uoT}) 
EKT£TalJ£VO KOKKIVO OEPIJOTIKO EÚov811lJa IJE IJIKpt<; q>ouoKoAE<; TIOU mpltxouV TIUOV 
(aTTorpo},'OWTlKr, oEp/JuriTloa) 

KOKKIVO IJE aTIoAtmol1 EÚov81llJa. IJE o!3wAou<; KOTW OTIO TO otplJa Kal qJoUOKoAE<; 
(!3},aTloUJou; EF6ve'7/Ja). 

- 	 ETTlKOIVWVr,OTE J.lf. iva VIOTPO oJ.liowl,; f.(lV TO TIOioi OOl) f.l,HpOVr,OEI KonOIO ono 
aUTO TO OUJ.lTTTWJ.lOTO. 

• qJAEYI.lOVÕ TOU ÕTIOTO<; (T}TTOTiTloa) 
• iKl£PO<;. TIOU TIpOKOAEi1OI aTIO aUÚl1ol1 H]<; xoAEpuSpivIl<; OTO oil.lO (IJIO<; ouoio<; nou 

TIapoyoOl OTO ÕTIOp) TIOU IJTIop£i va KOVEI TO otPIJO KGI TO AWKO TWV IJOTIWV TOU 
TIOIOIOU 00<; va qJOiVOVTOI KiTplVG 

• q>AEYIJOVÕ TWV VEq>PIKWV owAl1vapiwv 
• TO ail.lOl opy£i vo TIÕÖEI 
• UTIEPKIVI1TIKOTI11O 
• OTToolJoi (Of: OTOI.lO 

TTpo!3AÕI.lOTO) 
• IJEAovÕ yAwooo TTOU 1.l010ÛEI TPIXWTÕ 
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I 
nE.QI£KT l KOH1l0 'OYKOn VE.QOU TTQETTEI I TE.AIKOn OYKOï OVOOUOTObl£VOU 

TTQOOTE.8£i ylO TOV AOblðOVObl£VOU OTOblO 
OVoouOTOon (ml) £VOIwpnuOTOC (m]) 

mQ/31.25 mq/5 LUIJTTAr')PWIJO EW<; a�0001 

f>.f>.YEn-EA2S0-J3/4 
(240) 

• KI'lAloE<; ora 00V1IO (010 TTOIOIO). ouvr')8w<; OTTOJ,JOKKpivoV101 J,JE TO j30UPTOI0J,J0-

Av£m8uJ,JI'lT£<; £VtpY£lE<; TTOU q>OiVOV101 011<; £;£TOO£l<; OiJ,JOTO<; r') OUpWV: 
• ooj3opr') J,J£lwO'1 TOU op l8J,JoU TWV AWKOKUnOpWV 
• XOJ,JI'lM<; opI8J,Jo<; £pu8 pwv OIJ,Jooq>olpiwV (OIfJ0J..UTIKt7 aVOIfJla) 
• KPU01OMol OTO OUpO_ 

Eav TO lTolOj 00<,; tlJ<poViOEI oVE1TIBulJf')TE<,; tVtPVtIE<,; 
< 	 EVIUJ£PWaTE TO VIOTPO rl TOV <poPlJoKOlTOIO 00<,; £OV KOTTOIO OV£TT18uJ,JI'lTI'l EVEPY£lO 

yiV£TOI oolJopr;. r') OV TTOPOTl'lpr')O£TE KOTTOIO OVETTl8uJ,JI'lTI'l EVtpYEIO TTOU O£V OvmptpETOI 
OTO TTOPOV <puMo 00I'lYIWV-

5. 	 nOrNA ¢lYAArrETA1 TO 'ONOMA npOrONTOr 

No q> UAOOOETOt OE J,JEPI'l TTOU OEV TO q>80vouv KOI o£v TO I3MTTouv TO TTOtOIO. 

No J,J1'l X P I'lOlJ,JOTTOI£iTE TO OVOJ,JO TTpoToVTO<; J,J£TO TI'lV 11JJEpoJ,Jl'lvio Ar');I'l<; TTOU OVOq>tPETOI OTO 
KOUTi .  H 1'lJ,J£POWlvio Ar');I'l<; EivOI I'l T£A£uTOio l'lJ,Jtpo TOU J,Jr)VO TTOU OVOq>tp£TOI 

To q>OPJ,JOKO o£v TTptTTEI vo oTToppimovTOI 010 VEpO TI'l<; OTTOXET£U0I'l<; r) 010 OKOUTTio IO. 
PWT£iOT£ TO q>OPJ,JOKOTTOIO 00<; TTW<; VO TT£TO;£T£ 10 q>OPJ,JOKO TTOU O£V X PEIOîOVTOI mo, AUTO TO 
J,JETPO 80 l3ol'l8r)oouv OT'1V TT POOTOOio lOU TT£Pll3oMoVlO<;. 

6. AOlnEr nAHPO<l>OPIEr 

TI lTEPltXEI TO 'OVOlJo lTPO"OVTO<'; 

KClTOX0<,; O OEjo<,; KUKAO<pOpjo<,; Kol lTopoVWVO<'; 

AUTO TO <pOPIJOKEUTlKO lTp0'iov tXEI EVKPIBEi OTO KpOTf') MtAf') TOU EUPWlTo'iKOU 

OIKOVOIJIKOU XWpOU (EOX) I,J[ lUi; OKo},ouB£(; OVOIJOOiE<,;: 


To lTapov <puMo OOf')VIWV XPrlof')<'; EVKpi9f')KE Via TE},EUTOio <popo OTl<'; 

TPOTTO<; 0108£011<; : J,J£ IOTPIKr') OUVTOYr) 

OOf')ViE<'; Via Tf')V oVoOUOToOf') 

125 mg/31.25 mg/5 ml KOVI<; ylO TTOOlJ,JO EVOIWPI1J,JO 

EAEYX£TE OTI TO Oq>pOYIOJ,JO EivOI 081KlO TTp lV  OTTO Til XPr'J0'1, AVOKIVEiT£ Til <pIOAI1 ylO VO 
;EKOMr')o£! 11 KOVI<;. npo08tOTE v£po (OTTW<; £vOEiKVUTOI TTOpOKOTW). OVOOTPEljJTE KOI 
OVOKIVr')OTE KoM. EvoMoKTIKO Y£J,JiOT£ Til <pIOAI1 J,J£ v£po J,JEXPI  Aiyo TTOPOKOTW OTTO Til xopoyr') 
OTI1V £TIKETO Hl<; <pIOAI1<;. OVOOTPEljJT£ KOI OVOKIVr')OT£ KOAQ, 2:TI1 OUVEX£IO Y£J,JioT£ J,JE V£ po 
OKPII3W<; J,JEXPI HI XOPOYr')' OVOOTPEljJT£ KOI TTOAI OVOKIVr')0T£ KOAQ 

TTOU VO 
OTTO TO 

125 ml 10 60 
74 80 

AVOKIVr')OT£ KoM T'1 <ploM] TTp l V  OTTO KOeE. 00011. 

250 mgJ62,S mg/S ml KOVI<; ylO TTOOIJ,JO EVOIWPfJJ,JO 
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EAtYX£TE OTI TO O<PPOYIOtJO £ivOi 081KTO TTplV OTTO HI XPÜOIl AVOKIV£iT£ H] <PloAIl YIO va 
Ý£KoAAÜO£I 11 KOVJ(; npo08tOT£ v£po (OTTWÞ £VO£iKVUTOI TTOpOKOTW), OVOOTP£lVT£ KOI 
OVOKIVÜOT£ KoM. EvoAAoKTIKO yq,JiOTE HI <PloAIl tJ£ v£po tJEXPI Aiyo TTOPOKOTW OTTO Til xopoyÜ 
OTIlV £TIK£TO TIlÞ <ploAIlÞ, OVOOTP£lVT£ KOI OVOKIVÜOT£ KoAo. l:TIl ouvtXEIO yq,JioT£ IJ£ v£po 
OKPI!3WÞ tJ£XPI Til xopoyÜ, OVOOTP£lVTE KOI TToAI OVOKIVÜOT£ KOM. 

AVOKIVÜOT£ KoM H] <PloAIl TTplV OTTO Ko8E 06011· 

400 mg/57 mgJ5 ml KOVIÞ Ylo TTOOlIJO EvolwPlltJ0 (y£uoll <ppoouAo) 
EAtYX£TE on TO o<ppdYlotJo £ivOi d81KTO TTplV OTTO Til XPr'j01l AVOKIVEiT£ Til <PloAIl Via va 
Ý£KoAAÜOEI 11 KOVIÞ. npo08ton: VEPO (OTTWÞ £VO£iKVUTOI TTOpOKOTW), OVOOTPElVTE KOI 
OVOKIVÜOT( KoM. EvoAAoKTlKd VEtJioTE H] <PloAIl IJ£ VEPO IJEXPI Aiyo TTOPOKOTW OTTO HI XopOVÜ 
OH1V £T1KETO TIlÞ <pldAIlÞ, OVOOTPElVTE KOI OVOKIVÜOTE KoM. LH] ouvtXEIO YElJiOT£ IJE VEPO 
OKPI!3WÞ IJEXPI Hl xopOVÜ, OVOOTPElVTE KOI TTdAI OVOKIVÜOTE KoM. 

AVOKIVÜOTE KoM Til <pldAIl TTplV OTTO Ko8E 06011· 

EAtYX£TE OTi TO 0<PPOVIOIJO £ivOi d81KTO TTplV O TTO Til XPÜOIl· AVOKIVEiTE Til <pldAIl YIO va 
Ý£KoAAr'jOEI 11 KOVIÞ. np008EOTE v£po (OTTWÞ £VO£iKVUTOI TTOpOKOTW), ovooTptlVTE KOI 
OVOKIVr'jOT£ KOAd. EvoAAoKTIKO VElJioT( H] <pldAfllJE VEPO IJtXPI Aivo TTOPOKOTW OTTO Tfl xoPOVr'j 
OHlv £TIKETO TIlÞ <ploAIlÞ, OVOOTPElVT£ KOI OVOKIVr'jOT£ KoM. LTfl OUVEX£IO V£lJioT( IJE VEPO 
OKPI!3WÞ jJEXPI Til xopoyr'j. OVOOTPElVTE KOI TTdAI OVOKIVr'jOT£ KoM 

AVOKIVr']OTE KoM Til <PIOAIl TTplV O TTO Kd8E 060fl. 

r-'--�-'---�'--'---'--'-�-'----'-�-'--'-- -'--- '-----------.--.--.-.-.--.--� 

TIlV TptXOUOO TTd8110f'] OOÞ H E<pOPIJOYÜ TWV TTOPOKOTW ouW!3ouAwv 80 !30118ÜOEI OTI1V 
TTpoAlllVll EjJ<pOVIOI1Þ OV8£TKTlKWV !3oKTIlPloiwv TTOU IJTTOPOUV va £IJTTOOioouv Tf'] OpdOIl TOU 

fUjJ!3ouArl'IOTPIKtl EKTTOioEUO'l 

To OVTI!3IOTIKd XPIlOllJOTTOlouvTOI Via Tllv oVTljJETWTTlOIl TWV AOIIJWßEWV TTOU TTPOKOAouVTOI OTTO 
!30KTI1PioI0. D,EV £ivOi OTTOTEA£oIJOTIKO EVOVTI TWV AOltJWßEWV TTOU TTPOKOAouVTOI OTTO IOUÞ. 

OPIOlJtVEÞ <poptÞ tJio AoilJwßfl TTOU TTPOKOAEiTOI OTTO !30KTl1piol0 OEV OVTOTTOKpivETOI OE tva 
OXr']IJO aVTI!310TlKOU. 'EvoÞ O TTO TOUÞ OUVI18EOTEPOUÞ A6youÞ VI aUTO EivOI £TTEIOr'j TO !3oKTllpiolO 
TTOU TTPOKOAouv Trl AoilJwß11 Eivol OV8EKTIKO OTO A0tJ!30VOjJEVO ovn!3IOTIKO. AUTO 0lljJoivEI OTi 
IJTTOPOUV va ETTIsrioouv KOI OKOjJO va TToAAoTTAoOIOOroUV TTOpO TO OVTI!310TlKO. 

'OTOV ° YIOTPOÞ OOÞ XOPI1VÜOEI EVa oXÜjJo OVTI!3IOTIKOU, aUTO TTPOTi8ETOI va 8EPOTTEUOEI IJOVO 
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1. 	 Eivol nOAl! 01lJ.10VTlKO va noipv£TE TO OVTI�IOTIKO OIrI OWOT� 00011, HI OWOT� WPO KOI YIO 
TOV OWOTO op19J.10 IlJ.1EPWV. !l10J)00T£ 11<; oOllyiE<; OHlv ETIlO�J.10V0'1 KO! EOV OEV 
KOTOAoJ)oiv£TE KOTl, PWT�OTE TO YIOTPO � TOV <POPJ.10KOnOI0 va 00<; TO E�'1Y�OEI 

2. 	 !lEv nptn£l va nop£TE tva OVTl�IOTIKO EKTO<; EOV tXEI OUVTOYOYP0<P1l9Ei EIOIKO YIO 00<; KOI 
eo nptml va TO XPIl01J.10nOI�0£TE J.10VO Ylo Tllv OVTlJ.1£TWTIlOIl T'1<; AoiJ.1w�ll<; YIO Tllv onoio 
00<; XOp'ly�eIlK£' 

3. 	 !lEv nptml va nop£TE OVTI�IOTIKO nou XOPllyI')91lKOV OE oMo OT0J.10 OK0J.10 KI ov Eixov 
AoiJ.1w�1l nou �TOV nopoJ.1010 J.1E Til OIK� 00<;. 

4. 	 Mv nptml va DivEn OVTI�IOTIKO nou XOPlly�9IlKOV OE 00<; OE oMo OT0J.10. 
5. 	 Eov tXOE Konolo OVTI�IOTIKO nou tJ.1EIVE J.100 Til AI')lj.J1l TaU OX�J.1OTO<; OUJ.1<PWVO J.1E TI<; 

OOllyiE<; TOU YIOTPOU 00<;, 90 nptnEI va ETIlOTptlj.JOE TO un6AolTTo OTO <pOPKOJ.1Eio YIO va 
onOPPJ<p9Ei KOToM�Aw<;. 

Ol5'lViEC; V'O avaouoTo0rJ 
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06nYII,iJv ylO ptioTn 

66 YEn· E.42 so- 13/4 
(24(1) 

E. To (»uMo TO X �OPIJOKEUTlKWV TTpOiOVTWV. TTOU TTEPltXOUV OPOOTIKO 
OUOTOTIKO AMOXYCILLIN + CLAVULANIC ACID, Kovl<; Yia EviOllJO 6UlAutJo Ii 6UlAulJo TTpO<; 
iyxuo'l 500mgl100mg & 1000mg/200mg, Opi�ETOI w� E ¡� 

(»YMO Ol1HrlON XPHrHl:: nJ\HPO(»OPIEr riA TON XPHrTH 

OVOtJo TTPO'iOVTO<; IV 500 mg/100 mg KOVI<; ylO EVEOltJ0 6UlAutJo/6ulAutJ0 npoe; EYXU0'l 

OVOtJo npOIOVTOe; IV 1000 mg/200 mg KOVIe; YIO EVEOItJO 6ujAutJ0/6ujAutJ0 npo<,; iyxu0rJ 


11IOfl6oTEnpOOEKTqKO oA6KArJpo TO tpuMo OOflYIWV xpliorJe; npoTou OPXiOETE vo 
noipvETE OUTO TO tpOptJOKO. 

¢luM TE OUTO TO �0Mo OOIlYIWV XP¡OIl� 'Iow� XPEIOOTEi vo TO 010\300ETE  OVO 
Eov tX£TE mpolTtpw oTTopiE�, PWT¡OTE TO YIOTPO, TO �OPIJOKOTTOIO ¡ Tllv/ov 
VOOIlAEl!Tplo/T¡ oO�, 
Eov KonOIO oVEmSulJllTIl EvtPYEIO yiVETOI oo!3op!'t, ¡ ov nopOTIlP¡oETE KonOIO 
oVEmSulJllTIl EvtpYEIO nou OEV OVOqJtPETOI OTO nopov qJOAAo OOIlYlwv, nopoKoAEioSE va 
EV'lIJEPWOETE TO YIOTPO, TO qJOPIJOKOnOIO ¡ T'lV/TOV VOOIlAEOTplo/T¡ 00<:; 

Tonopov tpuMo 00rJYIWV nEpliXEl: 
1 TI EivOI TO DvolJO npoiovTO� KOI nOlo Eivol 11 XP¡Otl TOU 
2 TI TTptnEI va yvwpi<ETE npoToO TTOPETE TO DvolJO TTpOIOVTO� 

3 nw<; va nOp(TE TO DvolJO npoiovTO<; 

4 nlSovt� oVEmSOIJIlTE<; EVtpy(I(� 

5 nw<; vo �uMooETal TO DvolJo npoIovTO<; 

6. /\omt� nA'lpoqJopiE� 

" c
1. TI EINAI TO ONOMA rlPo lONTOr KAI nOlA EINAI H XPHrH TOY 

To DvolJo TT poiOVTO� EivOi tva OVTI\310TlKO KOI opo OKOTWVOVTO<; TO \30KTtlPiOIO nou TT POKOAoOv 
T1� AOIIJW EI�. nEpltXEI 000 OIOqJOPETIKO qJoPIJOKO nou OVOIJO�OVTOI OlJo IKIMivll KOI 
KAo!3ouAoVIKO o O. H OlJo IKIAAivll OV¡KEI OE lJio OIJOOO qJOplJOKWV nou OVOIJO<OVTOI 
"mvIKIMivE<;" 'l OpOO'l TWV onoiwv IJEPIKt� �opt� IJnopEi vo EIJTTOOIOSEi (oopovonoIEiTOI) To 
oMo OPOOTIKO OUOTOTIKO (KAo!3ouAoVIKO o O) OEV ETIlTptml vo oUIJ!3Ei OUTO. 

To DvolJo npolovTO� XP'lOlIJOnOIEiTOI OE Ev!'tAIKE<; KOI nOlOIO YIO TrlV SEponEio TWV TTOPOKOTW 
AOIIJW EWV: 

oo\3opt� AOllJw (I(:; TOU WTO<; Ttl� IJUTtl� ¡ TOU qJopuyyo 
AOIIJW EI� TOU ovonVEUOTIKOO 
AOIIJW EI� TOU OUPOTTOIIlTIKOO 
AOIIJW EI� TOU otPIJOTO<; KOI TWV IJOAOKWV 1J0piwv TTEPIAolJ\3ovolJtvwv TWV OOOVTlOTPIKWV 
AOllJw £wv 

AOIIJW EI� TWV OOTWV KOI TWV 0pSPWOEWV 

EVOO KOIAIOKt� AOIIJW EI� 

YUVOIKOAoYIKt<; AOIIJW EI<;. 


To OvolJO npoiovTO<; XPilOlIJOnOIEiTOI OE £VrlAIKE� KOI nOiOlo YIO TtlV npoAIllJ.l'l AOIIJW EWV nou 
oX£Ti�oVTOI IJ£ 1J£i<ov£<; XEIPOUPYIK£<; ETIEIJ!300EI�. 

2. TI rlPEnEI NA rNOPIZETE rlPIN NA nAPETE TO 'ONOMA npo"lcONTOr 

M'lV napEU TO 'O V0tJ0 np0"iOVTOe;: 
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OE mpiTTTwoq OMEpyio<; (umpEuoI081l0io<;) OTllv OIJOØIKIMivll, TO Kt-0130Ut-OVIKO OØU, 

IIlV lTEVIKIMivll ti OE OlTOIOOtilTOTE oMo OUOTOTIKO TOU OVOIJO lTPO"i6VTO<; (OVO<PEPOVTOI 

OTIlV lTOpoypo<po 6) 

OE lTEpiTTTWOll lTOU CiX01C lTOTE ool3opti OMEPYIKti oVliopOOIl (umpEuOI081l0io) oc 

OlTOIOOtilTOTC at-t-o OVTlI3IOTIKO. AUTti \.JlTopEi va mplt-OlJl3ovEI OEPIJ01IKti oVl iopOOIl ti 

lTptiØIIJO TOU lTPOOWlTOU ti IOU t-OIIJOU 

OE mpiTTTWOll lTOU ciX01E lTOTE IllTOTIKO lTpOI3t-tiIJOTO ti iKTCpO (KlTpiVIOIJO TOU OEPIJOTO<;) 

OTOV lTOlPV01E KOlTOIO OVlII3IOTIKO. 


-+ 	 MIlV TT(iPETE TO 'OVOIJO TTpo"i6vTOS EOY KOTTOIO OTTO TO TTOPOlTOYW OOS Q(pOpO. Eov 
ocv CI01£ oiYOUPOI, IJIt-tiOT( IJC 10 YIOTPO, 10 <pOPIJOKOlTOIO ti Tilv/TOV VOOIlt-ClJTPlo/Tti 00<; 
lTplV KOVOC TO OVOIJO lTPOIOVTO<;. 

npoolFn IOloinpo IJE TO 'OYOlJaGpoi"OYTO<; 
MIt-tiOT( IJE TO YIOTPO, TO <pOPIJOKOlTOIO ti TllvlTov VOOIlt-EtJTP'O/lti 00<; lTplV lTOpOC aUTO TO 
<pOPIJOKO, COV 


EXOC lTUpOO IJC OIOYKWlJtvOU<; t-CIJ<POOtvE<; 

KOVOC 8cpomio y,O VE<PPIKO ti IllT01IKO lTpol3t-tilJ01O 

OEV oupEITC TOKTIKO. 


Eav OCV EiOTC OiyOUpOl, COV KOlTOIO alTO TO lTOPOlTOVW 00<; o<popa, IJIt-tiOTE IJE TO YI01PO, TO 

<pOPIJOKOlTOIO ti TllvlTov voollt-CUTP,olTti 00<; lTplV lTOPETE 10 OVOIJO lTpOIOVTO<;. 


LC OP'OIJ£VE<; lTEPIlTTWOW; 0 YI01PO<; 00<; IJlTopci va OICPCUvtiOCI TO cloo<; TOU 130KTilPIoiou lTOU 
lTpoKot-ci TIlV t-ollJwØ1l Avot-oyo IJC TO OlTOTEMo 1J010 , IJlTOpEi va 00<; XOPIlYIl8ci OIO<pOPCTlKti 
mplcKTIKOTIlTO OVOIJO lTpOIOVTO<; ti OIO<pOPCTlKO <pOPIJOKO. 

KOTOOTOOEIS TTOU IJTTopd YO XPElooni YO TTpootFEn 
To OVOIJO lTpOIOVTO<; IJlTopEi va ElTIOCIVWOCI 0PIOIJ£VE<; K01OOTOOEI<;, ti va lTPOKOt-£O£I 
OIlIJOVTIKt<; ovclTI8ulJllTC<; EvtpY£I£<;· AUTt<; mplt-olJl3ovouv OMEPYIKt<; OVTlOPOO£I<;, ElTIt-IlTTTIK£<; 
KpioEI<; (OlTOOIJ0i) KOI <pMYlJovti TOU lTOXEO<; EVT£pOU. nptml va KOITOØOE Y'O OUYKCKPllJtvO 
OUIJTTTWIJOTO KOHl Til OIOPKEIO t-tilVll<; TOU OVOIJO lTpoIoVTO<;, Y'O va IJCIWOOE TOV Kivouvo 
OlTOIWV0tilTOTE lTpol3t-IlIJOTWV. BMlTE 'KaraOToOtlc; TTOU XPElO(UaJ va TTpOOt{UE' OUIY 
nopOVpocpo 4. 

EFETOOEI<; oiIJOTO<; KOI oupwv 
Eov KOVOC CØOOOEI<; oilJ01o<; (OlTw<; CØOOOEI<; YIO TIlV K01OOTOOIl TWV Epu8pwv OllJoo<pOlpiwv 
ti £Ø£TOOEI<; IllTOTIKti<; t-moupylo<;) ti EØtTOoll oupwv (YIO Yt-UKOÙIl) EVIlIJCPWOTE TO YI01PO ti TOV 
voollt-cUTr'j OTI lToipvoc TO OVOIJO lTpoIOVTO<;. AUTO YIOlI TO OVOIJO lTpOloVTO<; IJlTop£i va 
ElTIlPCOO£1 TO OlTOTEMOIJ01O OUTWV TWV TUlTWV TWV EØOOOEWV. 

XpI'JO., oMwv CPOPIJOKWY 
nopoKoMlo8E va £vrwcpWO£TE TOV YI01PO, TO <pOPIJOKOlTOIO ti TIlV/IOV VOOIlt-EUTPlolTr'j 00<; EOV 
lToipv(TC ti txoc lTOpCl lTpOmp01O oMo <pOPIJOKO. AUTO mplt-0lJl3ovouv KOI <pOPIJOKO lTOU 
IJlTOPOUV va 0YOPOOTOUV xwpi<; ouvTOyr'j KOI <pOPIJOKO <pUT1Kti<; lTpotMuOIl<;. 

Eov t-0lJl3avOE oMOlTOuplv6t-1l (XPIlOlIJOlTOIEiTOI Y'O TIlV OUPIKti op8piTl00) IJE OVOIJO 
lTPO"i6VTO<;, IJlTOpEi va oUØ1l8Ei Il lTl80vOTilTO va txoc OMCPYIKti OEplJ01IKr'j oVTiopOOfl. 

Eav t-OIJi3aV(l C lTpol3Evwioll (XPIlOIIJOlTOlciTOI Y'O TIlV OUPIKr'j op8piTloo) 0 YI01PO<; 00<; IJlTopci 
va OlTo<pOOiOCI Til p081J101l HI<; 0601'1<; IOU OVOIJO lTPOTOVTO<;. 

Eav t-01J130VOVTOI OVTIlTIlKTIKO <paPIJOKO (OlTw<; Il l30pcpoplvll) 1J0Ùi IJC OVOIJO lTpOIOVTO<; TOTC 
IJlTopEi va xpElomouv (TTIlTMov CØ(Taocl<; 011J010<;. 

To OVOIJO lTpOIOVTO<; IJlTopci va (TTIlPEaOCI TOV TPOlTO OpoOIl<; TIl<; IJc8OTpcØaTfl<; (<p0PIJOKO lTOU 
XPIlOlIJOlTOICiTOI Y'O Illv 8EPOlTcio TOU KOPKivou ti TWV PWIJOTlKWV lT08tiOEWV). 
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ZflTøOT£ If) ou�(3ouAIi lOU VIOTPOU, lOU q)Op�OKonolou Ii TIl<;iTou VOOIlMUTPIO<;1T1i 00<; £Qv £iOH 
tVKUO<; Ii 8IlM�£T£. 

lru.loV TIK(4) TTArlP0tp opi(4) 0XETIKO \E oplo\ivo OUO TOTIKO TOU OVO\O TTpoYOV T04) 

3. nOI XOPHrEIT AI TO 'ONOMA npOIUNTOI 

Mv 80 XOPIlV£io£T£ nOTt aUTO 10 <pap�OKO OlOV £OUTO 00<; 'Evo EKnOloEu�tvo dlO�O onw<; 
VIOTpO<; Ii vooIlA£uTp,o/TIi<; 80 00<; XOPllvliOEI aUTO TO <pap�OKO. 

01 auvli8EI<; 060£1<; [ivOI: 

Ev]A'KOI KOt nati5io /loPOU4) 40 kg Kat ovw 

____ � __ _ 

TrlV TIl<; Til 1000 mg/200 mg np'v Hlv mt�(3ooll OlOV 00<; 
OJapK£IO KOI �£Ta one XEIPOUPVIKIi Ent�(3ooll XOPIlVEiTOI 11 OVOI081l010. 

nOli5Ul /loPOU4) I.IIKponpou TWV 40 kg 

H Mall �nopEi va OIO<ptPEI OVaAOVO �E TO 
Eioo<; TI1<; mt�(300l1<; nou KaV£TE 0 VIOlpO<; 
00<; �nopEi va movoM(3EI Til Mall [OV 11 

one_��Q� 

DAE<; 01 06oEI<; EXOUV UTTOAOVIOTEi ou�<pwvo �E TO (3apo<; OWI-IOTO<; TOU TTOIOIOU OE 
X'AioVpo��o 

IlAIKio<; 3 �I1VWV KOI OVW 

Ao9EVEi4) \E '1nOT lKO KOI VEtpplKO npo/lM1I.I0TO 
Eav tX£TE VE<PPIKa TTPO(3AIi�OlO, I-I TTOPEi va 00<; XOPIlVI18Ei olo<pop£TlKIi Mall 0 VOTpO<; 
00<; ,.mopEI va ETTlAt�EI �IO OIO<pOP£TIKIi TTEPIEKTIKOTI1TO Ii OIO<P0P£TIKO <pap�OKO. 
Eav tX£TE IlTTOTIKa TTpo(3M�OTo 0 VIOlpO<; 80 00<; TTOPOKOAou8£1 OIEva KOI �nop£i va 
XP£10080uv OUXVOT£P£<; E�ETOO£l(; Via TOV £A£VXO TIl<; I1nOTIKIi<; AElTouPVio<;. 

nw<; 90 00<; XOP'1V'19d TO Uvo\ o npoYovT04) 

To Dvol-lo TTpoioVIO<; 80 00<; XOPIlVI18Ei �£ £vEOIl OTI1 <pAt(3o Ii I-IE £VOO<pAt(310 tVxuOIl. 
8£(3olw8EITE OT! TTivETE TToMa Uvpa KOla Til OlaPKElO AIi4JI1<; IOU OVOI-IO npOrOVTO<;. 
KOVOVIKa 10 Dvol-IO TTpoIoVTO<; o£V 80 00<; XOPI1VI18£1 V'a mploooTEPO OTTO 2 E(300l-looE<;, 
xwpi<; TTOPOKOAOU81l0l1 TIl<; 8£pomlo<; ana TOV ViOl po 

Eav 0(4) XOprlV'19Ei \EvoAunp'1 1500 '1 UV0I.l0 npo'iovTO<; OTTO Tl"lv KOVO VIKI'J 

Eivol oTTi80vo va 00<; XOPIlVI18£f I-IEvoMI£PIl nooolllTO, oAM EaV VO�I�ETE OTi 00<; XOPllvIi811KE 
�£VOMTEPI1 noooTIlTO OVOI-IO npOrOVTO<;, £vll�EpwOT£ TO VIOTPO, 10 <pOp�OKOTTOI6 Ii Tllv/lOV 
voollMuTplo/TIi ol-lEow<;To OU�mwI-IOlO I-ITTOPEi va TTEPIA0I-I(3ovouv OIOlOPOXr') OTO OT0I-I0XI 
(ai081l�o aOlo8wIa<; Ii oiaPPola) Ii OTTa0l-lou<;. 

E6v (XOE n£ploooTEPE<; EPWTr')OEI<; 0XOIKO �£ Til xpliOl1 au lOU TOU npOrOVlO<; PWTr')OTE TO 
VIOTPO, TO <PaP�aKOTTOIO Ii Tllv!Tov VOOl1A£UTPlalTr') 00<; 
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TWV OI\JOCPOpwv oyy£iwv (aYYl/iT/oa) TTOU \JTTop£i va £ivol cpoivoOl oov 

6LWED-E.4250-13/4 
(24a) 

4. 	 nl0ANEI ANEn10YMHTEIENEPrEIEI 

'OTTW<;; oAo TO cpOPI-IOKO. (TOI KOI 10 'OV0I-I0 TTpoIOVlO<;; I-I TTop£i va TTPOKOAtO£1 oV£TTl8uI-I11l£<;; 

£VtPY£I£<;; ov KOI o£v TTOPOUOIO<OVTOI O£ oAou<;; lOU<;; OV8pWTTOU<;;. 


Kayoem]ou<.; nou XPWi(ETOI va npoot[ETE 

AMEPVIKi<.; OVTI(5pOOEI<.;: 
• O£PI-IOliKO £çov8Il1-lo 
• cpA£YI-l0vrj 

KOKKIVE<;; Ii \Jw[3 EçOYKWl-ltvE<;; K'1AioE<;; 010 otPl-lo. oAM I-lTTOPEi va TTpoo[3A'1eouv KalaMa 
IJtp'1 lOU OWI-101O<;; 

• 	 TTUPOO<;;, TTOVO<;; 011<;; Op8pWOEI<;;. TTPèçII-lO 010U<;; OO(VE<;; TOU AOIJ..IOU, T'1<;; 1-l00xoAI')<;; ri T'1<;; 
[30U[3WVIKè<;; Xwpoe; 

• OiOl')I-lO, OPIOl-ltvE<;; <popte; 010 npoowTTO è OTO 0101-l0 (aYYlIoofofJlla). TTOU TTPOKQ)..Ei 
OUOKOAlO OT'1V OVOTTVOè 

• 	 KOlOPPWOI1 

-+ 	 ETTlKOIVWVriOT£ OJ.liow<.; J.lE TO VIOTPO 00<'; EOV EI-lCPOvriO(1E KO TTOIO O TTO aUTO TO 

OUI-l TTlWI-lOlO. ITOJ.lOTriOT£ Til Arill'Il TOU -OVOJ.lO npo·iOvTO<.;. 


<J)}.EVJ.l0Vri TOU noxio<.; EVTipou 
$AEYI-lOVé lOU TTOXtO<;; EVTtpOU. TTOU TTPOKOA£i UOOpé OIOPPOIO OUvéew<;; I-lE oil-lO KOI [3AtV'1. 
TTOVO 010 OlOl-I0XI KOI/è TTUpOO. 

-+ 	 rUJ.l!3ouAEuniT£ TO VIOTPO 00<'; TO O UVTOJ.lOnpO (5UVOTOV EOV EI-lCPOVèOOE aUTO TO 

OUI-ITTlWI-lOlO. 


ruxvt<.; OVUTl9UJ.lllT£<.; EvipVUE<.; 
AUTte; IJTTOPEi va ETT'1PEOOOUV twe; 1 OTO 10 OTOI-IO 
• o<peo (xavT/vTO - I-IUKI1T100lKé Aoil-lwç'1 lOU KoATTOU, lOU 0101-1010<;; Ii TWV OEPI-101IKWV 

TTlU Xwv) 
• OIOPPOIO 

OXI ouxvt<.; OVETTl9uJ.lllT£<.; EvipYEIE<'; 
AUTt<;; IJTTOPEi va ETT'1PEOOOUV tw<;; 1 010 100 OTOI-IO 
• OEPI-IOTIKO £çov8'11-l0, <poyoupo 
• EçOYKWl-ltvO KV'10I-lWOE<;; EçOVeI11-l0 (xvioWOfJ) 
• oioe'1l-lo OOloewio<;; (voUTio), 1010iTEPO O TOV A0l-ll3ovovTOI U4J'1At<;; Mooe; 
---> EOV 00<;; ETTI1PEOOEI TTOPTE TO 'OVOI-I0 TTP0"iOVlO<;; TTplV OTTO TO <POY'1TO 
• £1-l(10<;; 
• OUOTTE4Jio 
• <oAI1 
• 	 TTOVOKtcpoAoe;. 

'OXI ouxvt<;; OVETTleOI-l'1TE<;; EvtpY(I(e; TTOU I-lTTopEi va <pOVOUV 011<;; Eç(100EIe; Oil-101O<;;: 
• oOç'10'l OP10l-ltvwv OUOIWV (iv(ulla) TTOU TTOPOYOVTOI OTTO TO liTTOp. 

r1TOVIE<.; OVETTl8uJ.lllT£<.; EviPVUE<.; 
AUTt<;; IJTTop£i va ETTI1PEOOOUV tw<;; 1 OTO 1000 OTOI-IO 
• 	 OEPI-I01IKO EçOVe'1l-lo. TTOU I-ITTOPEi va tXEI q>ouOKoA£<;; KOI va I-IOIO<EI I-IE I-lIKPOUC; OTOXOU<;; 

(OKOUPOXPWI-IE<;; KEVTPIKtC; K'1A10E<;; TTOU mpl!3oAovTOI O TTO lJio ovorXTOxpWIJ'1 mploxé IJE 
l-IoOpO OOKTUAIO yOpw OTTO TI<;; OKPE<;; TTO),uIlOP<PO [puefJlla) -

-+ 	 EOV TTOpOlllPéO(1£ KO TTOIO anD aUTO TO OUIJTTlWIJ01O (TTlKOIVWVèO TE I-lE tva YI01PO 
(TTEIYOVTW<;; 

• 	 010'11-10 KOI £PU8POT'1TO KO TO I-lriKO<;; T'1e; q>At[3oe; TTOU (iVai (çOIP£lIKO WTToet<;; 010 
°YVIYI-lO. 

rTTclVI£<;; oV£TTleOIJ'1T£<;; £vtpyme; TTOU I-lTTOp£i vo <povouv 011<;; EçOOO£Ie; OiIJOlOe;: 
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Tpono( l)la9EO'IlC: IJE laTPIKI'J O'uvTayI'J 

npOETOIIJOoio OIOAUIJOTWV VIO £VOOq?AtSIO tVEar) 

npOETOIiJOoio oloAu/JOTWV VIO £VOOCPAtSIO tVXUOQ 

Evoo<pAtSlo 'EVxuOQ n£pioOO( oT08£pOTOTO( 25°C 
AvoAoVlo 5:1 

t\t\YEn-E.4250-J3/4 
(240) 

EpcpavlO'J) TOU 'Ovopa TTPO'iOvTOe; Kal TTEPIEXOPEVO HIe; O'uO'KwaO'iae; 

K(noxoe; al)Eiae; KUKAocpopiae; KOI TTOpaVWVOe; 

AUTO TO cpappaKWTIKO TTpoIov tXEI EVKpl9Ei O'Ta KpaTfI MUfI TOU EupwTTa"iKou 

OIKOVOplKOU XWPOU (EOX) tJE TIe; aKoAou9Ee; oVOpaO'iEe;: 


To TTapov cpuMo ol)flVlwv xpriO'fle; EVKpi9f1KE Via nAEuTaia cpopa alit; 


01 TTArlPo<popi£e; TTOU oKoAou80uv oTT£u8uvOVTOI IJOVO O£ VIOTpOUe; ã mOvv£AIJOTi£e; lOU TOlJto 
UV£10VOplKl']e;-TT£ pi80AlVIle;: 

nopoKoAEi0'9E va avocpEp9rin O'Tflv nEpiAfI'PfI XOPOKTIlPIO'TIKWV TOU np0i"ovToC; Via 
TTEploO'onpEC; TTAflPOcpopiEe; 

XoPriVflO'fI 

To 'OVOIJO TTpo'iOVlOe; IJTTop£i va XOPIlVIl8£i £iT£ we; oPVã £VOo<pAtl3lo tV£01l O£ lJio TT£piooo 3 
twe; 4 AmTwv KOT£u8£iov OH] <pAtl3o fjtow OWAr']VOe; Via OTOVOf]V tVXUOf] ã IJ£ tVxuoll O£ 
OIOOTf]IJO 30 twe; 40 A£TTTWV. To OVOfjO TTpOYOvlOe; o£v £ivol KOTOAAr]Ao VIO £VOOIJUrKã 
xopr']Vf]Of]. 

AVOOUO'TOO'fI 

500 mg/100 mg KOVIe; VIO £VtOIIJO OIOAUIJO r'] OloAufjo TTpOe; tVXUOf]. 
o <pUOIOAOVIKOe; OloAtJT'le; £iVOI EvtollJo 'Yowp Ph.Eur. To OVOIJO TTpoIoVlOe; 500/100 mg 80 
TTptTTEI va oloAUETOI O£ 10 ml OloAUTf]. AUTO OTTooio£1 TT£piTTOU 10.5 ml 0IoAuIJOTO<; VIO Xpr']Of] 
£<pClTTOä 060f]e;. 'Evo<; TTOpOOIKOe; poå XPWI.lOTIOfjOe; IJTTop£i ã oXI va OVOTTTuX8£1 KOHl Tf]V 
OVOOUOT00'l. 
To OVOOUOTOlJtvO OIOAUIJOTO £iVai <puOIoAoVIKO 0XPWIJO r'] txouv tva TTOOTtA OXUptVIO XPWIJO 

To OVOIJO TTpoI6vlO<; 80 TTptTT£1 VO XOPIlV£iTOI IJtoo O£ 20 min OTTO Tllv OVOOUOTOOf]. 

To <ploAiOIO OvolJO TTpoToVlO<; o£v £ivol KOTOMf]AO VIO XPr']01l TToMoTTAwv 06o£wv. 

500 mg/100 mg KOVI<; Via £vtOlIJO OloAulJo r'] OloAulJo TTPO<; tVXUO'l. 

To OVOfjO TTpoIoVlO<; 80 TTPETT£I va ovoouoT08£i OTTWe; TT£PIVPO<pOOI TTOPOTTOVW Via T'lV EVEa'l. 

Xwpie; K08uoTEP!,}01l. 80 TTPETT£I va TTPOOT£8£i TO OVOOUOTOIJEVO OloAUIJO O£ 50 ml UVpou 

tVXUOIl<; IJ£ XPr']0ll lJivl OOKOU r'] 01013081J10IJEVOU 0VKOIJ£TPIKOU owAIlVioKou. 


1000 mg/200 mg KOVI<; Via £VEOIIJO OloAufjo ã OloAulJO TTpOe; tVXUOIl. 

To 'Ov0l.l0 TTpoT6vlOe; 80 TTPETT£I vo OVOOUOT08£i OTT we; TT£PIVPO<pETOI TT OPOTTOVW Via Tllv EV£OIl 

Xwpi<; Ko8uOTEPI101l. 80 TTptTT£1 va TTPOOT£8£i TO OVOOUOTOI.lEVO OloAUIJO O£ 100 ml UVpou 

EVXUO'l<; I.l£ Xpão'l lJivl OOKOU r'] 0lo13081J10IJEVOU OVKOIJETPIKOU owA'lvioKOU. 


LTo9EpOTIlTO TWV nopaO'KEua0'9tVTwv l)loAujJaTwv 

'Yowp ot' Evto£l<; B.P, 
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EvooQ?At[3lo tyxuQ...'l n£pioOO( oT09£porr'1O( 
AvoAovio 

KOIvonoir]Or]: 

ArrooiKTu; Via £vipV£la : 

KOIVWJ1K,N 
Ao<poAi£ 

'\-.> 

H 
. 

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

Evoo<pAt[)IO tYXUOrj XAwplouxou Nmpiou BP 

(0,9% w/w) 


Evoo<pAt[)1O £YXUOrj rOAOKTIKOU Nmpiou B.P. 
(M/6) 

610AuIJO Ringer 

610AuIJO Hartmann 

Evoo<pAt(3lo 'Eyxuorj XAWPIOUXOU KoAiou KOI 1 wpo 
XAwplouxou Nmpiou BP 

H oT09£pOTrjTO TWV £voo<pA£(3iwvOIOAujJOTWV ONOMA npOfONTOL, £ÕOpTCITOIOnO HI 
OUYK£VTPWOrj. L£ n£pimwoll nou onOlT£iTOI 11 XPÖOIl mo OUfJnUKVWjJ£VWV OloAUfJOTWV, So 
nptTw vo puSfJi×(Tol KOI 11 mpiooos OTOS£POHPOS ovoAoyo. 
flo <puAOÕrj OTOUS 5°C, TO ovooucnoStv1O clioAufJmo TWV 1000/200 mg KOI TWV 500/100 mg, 
IJTTOPOUV vo TOno9£T1l90uv Of. npo4Jux9tvT£S OOKKOUS £YXUOrjS, 01 onoiol fJnopouv vo 
<pUAOXTOUV fJtXPI 8 wp£S. rTIl ouvtX£IO, rj tYXUOI1 90 nptml va XOPrjy£iTOI 01-l£owS fJoAIS 
£novO,9£1 O£ S£PfJoKpooio oWfJmiou. 

5°C 
5:1 

Evoo<pAt[)lo 'EyxuOIl XAwplouxou Nmpiou BP. 

(0,9% w/v) 


To <poPfJOKO £ivol AIYOT£PO O1OO£PO O£ £YXUO£IS nou mpltxouv YAUKO×rj, O£ÕTpOVrj Ö 
0ITTOV9POKIKO. To ovoouoT09tvTO OloAufJmo TOU <P0PIJOKOU, fJnopouv vo £v£Oouv fJtow 
owAÖvoS Y'O OTOYOrjV tyxuoll KOI O£ OIOOTI1IJO 3-4 AmTwv 

3. 	 01 OIKOIOUXOI KOI OVTlTTpOOWnOI unoXP£OuvTOI ylO TrjV f.<poPIJoyØ TIlS OVWTtpW £YKUKAiou 

4. 	 KaTo1Tlv TWV avwTipw TTau£1 va 'OXU£I nun' api9J,1. 7419/27-1-2009 £VKUKAI0C; TOU 
EOQ>. 

Er.: GLAXOSMITHKLlNE AEBE o npOE.l\POr EOQ> 
!\. KH<DILIAr 266 
152 32 XAI\AN6PI ATTIKHL 

IQANNHr TOYNT Ar 

rEE0A16yr1 
!\. MWOYEiwv 136 

155 61 ASØvo 

Yn. E pyoofas AnooxoArjorjS & 

rEVIKÖ r pOI-lIJm£io KOIVWVIKWV 

6/von, Ao<poAlon,S A09£v£loS & MrjTPOTrj 


. 

0.i.'1PH0HKE n.4 TIm ld<Fmvw\ 
H ftP 0 I ;;: T A f·.'; [ iJ 

r EN: I( HZ r P A i:!I,j ,1.. T " 
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Mrt IJtArt LuAMywv 

7 

006Ø TOTOiou 

EPYGPAIA 

t::,t::, YEn-E.4250·] 3/4 

(24a) 

LTOOlou 29, 101 10 ASr'jvo 
(I-IE TI"]V nopoKAIlOIl EVIl×tpwollØ lWV Aoq>oAIOIIKWV 
TOI-IEiwv nou noptxouv YYEIOVO×IKrl nEpiSoA4JIl) 

3, 	 novEMriVlo 100PIKO LuMoyo 

nAOUIOPXOU 3, 106 75 ASr'jvo 

(IJE Tllv nopoKAlloll EVIl×tpWOrj TWV 

TOTIlKWV IOTplKWV LuM6ywv TrjØ XWpoØ). 


4. 	 novEMriVlo ¢OPIJOKEUTIKO LuAAoyo 

nElpOIWØ 134 & AYOSIl×tpou 

118 54 ASrivo 

(I-IE Tllv nopoKArj01l £vll×tpwollØ lWV 

TOTIlKWV ¢OPI-IOKEUTIKWV LuAAoywv TIlØ xwpoØ) 


5. 	 nov£AArivlo 'Evwoll ¢OPIJOKOnOlwv 

NoorjAwTlKWV IOpU×OlWV 

MlxoAoKonouAou 99, 115 27 ASrivo 


6. 	 IKA-¢op×/Kri YnllPwio 

Ay.Kwv/vou 8, 102 41 ASr'Jvo 

orA KAaooØ ¢Op×OK£UTIKriØ nEpjSoA4JrjØ 

nOTrjOlwv 30, 106 77 ASrivo 


8. 	 OiKOØ NOUTOU nElpOlWØ 
K. noAoloMyou 15 


185 35 n(lpOlaØ 

9. 	 OjKOØ NOlnou ASr'jvoØ 


rAOUOTWVOØ 2 & nOTrjoiwv 

10677 ASrivo 


10. KtvTPO ilrjAIlTrlPIOO£wv 
NOOOKO×(io noiowv ''0& A KUPIOKOU" 

) 115 27rouol 

11. 	 "i.¢EE 

A.Boo. r(wpyiou 50 & M. AojoØ 

152 33 XOMVOPI, ASrivo 


12. 	 novEMriVlo "EvWOIl ¢OP×OK0I310×rjxovioØ 

Aa×4Jo 7, 115 24 A×mMKllnol, ASrivo 


13. 	 "i.uA)..oyo AVl/nwv ¢OP×OK(UTlKWV Elowv & EIOIKOTr'jTWV 

180 XA×. ESVIKr'jØ 0000 ASllvwv-l\otJioØ 

146 10 N 


14. 	 MAiio Ayopovo×ioØ 

nOVETIlOTrWIOu 42, 10679 ASr'jvo 


15. 	 TEBE - ¢OPtJOK£UTlKtØ YnIlPwl(Ø 

Ay. KWVOTOVllvou 5 


103 51 AGHNA 

16. 

(onwØ 0 nlvoKoØ) 

EIOTEPIKH bIANOMH: 

1. 	 il/v0rt ¢Op/KWV M£AETWV & "EPEUVOØ 
2. 	 il/vOil il/KWV YnllPWIWV EAtyxou np6i6vTWV 


T×r'J×o 'EKOOOrtØ & Kwo. Anoq>ooEwV 

3. 	 r po×tJOT(fO ETIlOlrt×OvIKOU LUlJl3ouAlou EYKpfoEWV 
4. 	 r pOIJIJOT£io MUIEpoI30S×IOU ETiiOTIl×OVIKou Lu×l3ouAiou 

MLiErK 
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