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OEMA: KaBopiopdg Mepiknwng Xapakinpiotikwyv 1ou Mpoioviog kat @UAAo Odnyiwv yia 10
XpAoTn @appAaKeuTIKWY TTPOIOVIWY TTOU TTEPIEXOUV OpacTikd cuaTatikd
AMOXYCILLIN + CLAVULANIC ACID,
-Koévig yia cvsolpo 610)\0;10 N 51aAvpa wpog eyxvon 500mg/100mg & 1000mg/200mg
-Kovig yia woaipo evaiwpnpa 125mg/31,25mg/5ml, 250mg/62,5mg/5ml,
400mg/57mg/5mi & 600mg/42,9mg/5ml
-Atokio eAeyxopevng amodiopeuvang 1000mg/62,5mgl/tab
-EmxaAvppévo pe AeTrro upévio diokio 500mg/125mg/tab & 875mg/125mg/tab
-dlaoweipopevo Siokio 500mg/125mgltab

“"Exovieg uttown:

a) Tig diaraéeig 1ng kovrg Yrroupyikig Amogaong AYT 3 (a) 83657/2005 “Tepr evapuodviong ng
E)\)\qvmr'}g NopobBeoiag pe  1nv  aviiotoixr Kowotikry o1ov  1opéa  1ng KUKAocpopiog

. TWV QAPHAKEUTIKWY TTPOIOVIWY, TTOU 1TTpoopIfovIal yia avBpwiviy xpRon”,

B) Tqv utr’ oplep 8673/2/29-1-2009 (Opbn EmavaAnyrn) Anogacn Mpoédpou AZ/EOD
(PEK.253/13-2-2009) "Mepi peraBifacng appodiotAtwv atoug AlcuBuviég Tou EODP”,

y) Tnv Amogacn mg Emiportrig twv Eupwrraikwy Kowvoritwv E(2009)8266/19-10-2009.

8) TnTvwudieuon tou Emoinquovikot Zupfouliou Eykpicewv ap.@-19/9-2-2010

ANODPAIIZOYME

A1 H Mepidnn Xapakinpiotikwy 1ou [1poidviog QapuakeuTikwy 1TPOIOVIWY  1TTOU TTEPIEXOUV
O6pactikd cuotatkd AMOXYCILLIN + CLAVULANIC ACID, EmikaAvppévo pe AeTITo
uppévio Siokio 500mg/125mg/tab, Alaomeipopevo diokio 500mg/125mgl/tab, Koévig yia
wogipo  evaiwpnpa  125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5ml &
600mg/42,9mg/5ml opileTal LG £41¢:

4. ONOMAZIIA-TOY-QAPMAKEYTIKOY NPOIONTOL

Ovopa trpoioviog 500 mg/125 mg emkaAuppéva pe AeTrio upévio diokia
Ovopa 1rpoidviog 500 mg/125 mg dragTreipdueva Biokia

Ovopa 1Tpoioviog 125 mg/31.25 mg/5 ml kévi¢ yia 110010 evailpnpa
Ovopa Trpoidviog 250 mg/62.5 mg/5 mi kovIg yia TTOCIHO evaiwpnpa

2, NOIOTIKH KAI MOXOTIKH rYNOEZH
KaBe emmikaluppévo pe AeTTio upévio diokio 1 S1ao1Teipopevo Btakio 1TepiExer Amoxycillin

trihydrate + Clavulanate potassium 1mou avrniotorxei ae Amoxicillin 500 mg kai Clavulanic acid
1256 mg
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Ta 5ml kovewg yia Tooipo evaiwpripa tepie xouv Amoxicillin trihydrate + Clavulanate potassium
wou avrigtoixei oe Amoxicillin 125 mg kar Clavulanic acid 31.25 mg r; Amoxicillin 250 mg kai
Clavulanic acid 62.5

fa 1ov AP kataAoyo Twyv exkdoxwv, BA. TTapaypago 6.1

3. PAPMAKOTEXNIKH MOPOH

500 mg/125
“Emikaluppévo pe AeTTTo upévio diokio.

500 mg/125
Niaarmeipduevo diokio.

125 mg/31.25

Kovig yia TO0Ipo evaiwpnpa.

4. KAINIKEEZ NMAHPO®OPIEZ
4.1 Orpameunkicq evdeifaig

To Ovopa 11poidvIog evdeikvuTal yia 1 Beparieia Twv Tapak@tw Aoipwewy ae evijhikoug kai
maidig (BAETTe wapaypapoug 4.2, 4.4

. Oteia BakTnpiaxr) mapappivokoATinda (emapkwg diayvwapévn)

. O¢gia péon wrinda

. Ottieg embdeivwoeig xpoviag Bpoyxitidag (emapkwe diayvwapEveg)

. Efwvoookopeiakn Tmveupovia

. Kuatinda

. MMuehoveppinda

. Aeppatnikég hoipwéeg kar hoipweeig palakwy popiwyv, CUYKEKPIPEVA KUTTapITIdg,
Onypara amé {wa, coBapd odovTIKA ArrooTApPaTa PE ETEKTEIVOPEVN KUTIApITIOa

. Oonikég kar apBpikég Aoipwéeig, 101aiTepa oaTeopueAinda

Ga mpémel va AapBAavovial uTroyn o1 £TIoNPEG 00nyieg avagopikG pe TNV kataAANAn xpron
avtifakTnEIakwy Tapayoviwy.

4.2 AogoAoyia xal TpOTTOG XOpNYNONS

On dooceig ekppadovial ot OAO TO KEIPEVO WG TTPOG 10 TTEPIEXOEVO Ot apofikihiviy/kAaBoulavikd
oV pe e&aipeon Otav ot BOaeig driAvovTal WG TTPOG £va PEPOVWHEVO CUSTaTKO.

H 66on Ovopa mpoidviog Trou emAEyeTal yia 1 Beparreia piag pepovwpéving Aoipwéng Ba
TpETTEl va AapPavel urown:

. Ta avapevopeva maBoydva kal 1nv mBavij Toug evaiadnoia oe avTiBakTneIakoug
TTapayovteg (BAETTE TTApAypa@o 4.4)
. Tn Bapurnia kar 1o onpeio TG Aoipwéng
e Tnv nAikia, 1o BApog kai TN vePpikf AeiToupyia Tou agBevolg, OTTwe QaiveTal Tapakatw.

H xpnon evahAaxkTikwv popewv Ovopa TTpoiovTog (T1.X. EKEIVEG TTOU TTAPEXOUV UYNABTEPES
d6cerg apogikiAivig riykar diagopetikég avahoyieg apogikihivng Mpog kAaBoulavikd ofu) Ba
mpéTTel va Bewpeitar amapaitntn (BAETTE Tapaypdeoucg 4.4

Na eviahikeg kar maidid 2 40 kg, autd 10 okevacpa Ovopa TTPoIovVIoG TTapEXEl CUVOAIKNA
nueprioia doan 1500 mg apodikiAiviy/375 mg kAafoulavikol oféog, d1av xopnyeital ouppwva
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pE TIC TapakAatw ouotdoelg. e maidia < 40 kg, auto 1o okevaopa Ovopa Tpoidviog TTapE XeEl
ouvohikf npepricia doon 2400 mg apofikiAivi/600 mg kKAaBouAavikou o&Eog, otav xopnyeital
oUpPWVa [E TIC TTapakATw ouotacelg. Eav BewpnBei o1t amraiteitar uypnAoTepn npPeprioia 66on
apofikiAivng, ouviotatal va emmAexBei AAAo okevaopa Ovopa mpoidvIog, TTPOKEIPEVOU va
atmroPeuxBei ) xopAynon TEPITTWY LWNAWYV NUEProIwy 000ewv kKAaBouAavikou o&fog (BAETE
mapaypdeoug 4.4 kar 5.1).

H &igpkeia 1ng Bepatreiag Ba TpETel va kaBopiletar amd TV aviamokpion Tou acBevoug
Opiopéveg Aoipweeig (T1.x. ooTeopueAinda) amaitouv peyaAutepeg mepiodoug Bepameiag. H
Bepareia Oev 80 TIPETTEL va £TTEKTABE! TIEpav TWV 14 ruepwv xwpic emaveééTaon (BAETTe
TIapdypa®o 4.4.

EvAAikol kar Taidid > 40 kg

Mia 86on 500 mg/125 mg Aapfavopevn 1peIg YopeEg TNV nuépa

20 mg/5 mg/kg/nuépa €wg 60 mg/15 mg/kg/npuépa xopnyoupeva o TPEIG ICOEPWG
KaTavepnpéveg 000EIg,

Ta rraidid pmmopouv va Adfouv Bepamieia pe Oiokia evaiwpnpara fj maidiaTpikoUg gaxkeAiokoug
Ovopa rpoioviog. MMaidid nAikiag 6 £Twv kal kATw Ba TPETTEI kKaTA TTPOTINON va Aappdvouv
Ovopa mpotoviog evaiwpnua f maidiaTpikoug GakeAioKOUG.

Aev BiatiBevial kAivika 0edopiéva yia 000€1¢ okeuaopdTwy Ovopa Tpoidoviog 4:1 uywnASTEPEC
a6 40 mg/10 mg/kg Tnv npPépa oe TadIa KATW TWV 2 £TWV

HAwiwpévor
Nev Bewpeital amapaitnTn rp avampooappoyr mg 06ong.

Ne@pikf, dughetioupyia

O avammpooappoyEg ¢ 06ong Baciovial 010 PEYIOTO CUVICTWPEVO ETTITTEOO apogIkIAivIG.
Aev artaneitar avampooappoyr] 1ng d6ong oe acBeveig pe kaBapon kpeanivivig (CrCl)
peyahurepn amd 30 mi/min.

. EvnAikoi ko Taidid > 40 kg

CrCl. 10-30 ml/min 500 mg/125 mg dUO POPEC TNV NUEPa B
CrCl < 10 ml/min 500 mg/125 mg anaé npepnoiwg
AipodiUAion | 500 mg/125 mg k@Bt 24 twpec ouv 500 mg/125 mg kara 1

O1dpkeia TnG apodilAiong va erravalapBavoviar 610 TEA0G TG
aipodItAIong (kaBwg 01 CUYKEVTPWOEIG TO0O0 Tri¢ apogikiAiviig 600
Kal Tou kKAQBOVAQVIKO( 0E£0¢-0TO-FAePa-peEtovovTal)

. TMaidia < 40 kg

CrCl: 10-30 ml/min 15 mg/3.75 mg/kg BUo popécg TNV Npépa (lJEYIOTO 500 mg/125 mg
s buo optg TV nuipa). - B |
CrCl < 10 ml/min 15 mg/3.75 mglkg w¢ £QATat npepficia doon (PEyioTo

500 mg/125 mg).

AlpodivAion 15 m@g/3.75 mg/kg 1nv Rpépa pia gopa 1nv nuépa.

Mpiv v aipokaBapon 15 mg/3.75 mg/kg. lMpokeipévou va
amokaraciaBouv 1a kukAogopouvia emiTeda Tou papPakou,
15 mg/3.75 mg avad kg Ba Trpémel va xopnynBouv peta mnv
aigoxkabapor.

(5]
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Hrraniki SugAcitoupyia

XopnRynon pe Tpoooxn xal £AeyxX0oC TNG NImatikig Aeitoupyiag og 1akTd xpovika diactiuarta
4).

Tpoérog xopnynong

To Ovopa mpoidvTog TTpoopideTal yia xpron amo 10 o1opa

Xoprynaon kard tny évapgn evog yeuparog, waote va eAaxiototoindei n evoexouevn
yaarpevrepiks duoaveia kal va BeAniagromroinBei n amoppognon 1ng apofixiAivric/toy
kAaBouAavikou o&fog.

H Beparreia prropei-va apxider Tapeviepika oupeuwva PE TNV 11X 1ng evbopAiBiag HOPYNG Kal
va ouveyideTal pe OKeEUaopa XxopnyoupEvo amo 1o atépa

500 mg/125 mg biactreipopeva diokia
Ta diaomeipopeva diokia Ba mpeTrel va avakareuBouv pe Aiyo vepod TTpiv ammo 1n Afyn.

125 mg/31.25 mg/5 ml, 250 mg/62.5 mg/5 ml kovIg yia TTOCIpo evaiwpnua

Avakivrjote yia va £exkoAAfoel 1} KOVIG, TTpooBEaTe vepod auppwva pe TIG odnyieg, avaoTpEpeTe
KAl QVAKIVEITE,

Avakiveite Kaha m @iain Tpv arro kaBe doon (BAETe Tapdypago 6.6.)

43 AvTevOEieig

YmepevaioBnaoia omig 6pactikég oucsieg o otToladiTToTe ammo TIg TTEVIKIAIVEG ) O¢ kATOolo amo 1a
¢xdoxa.

laropikd coBapng apeang aviibpaong utrepeuaicdnaoiag (m.x. avaguiagia) e aAov B-
Aaktapkd mapdayovia (11.x. kepalootopivn, kapBarrevéun i} povoBaxkiaun)

lotopIko ikTEpOU/NTIaTIKAG duoAeiToupyiag Adyw apofikiAivag/kAaBoulavikol o&fog (BAETTE
TTapaypawo 4.8).

4.4 E1OIKEG TPOEIBOTTOINOEIG KAl TTPOPUAGELIG KATA T XpRioT)

Mpiv amd tnv €vapén Beparmeiag pe apofikiAivn/kAaBoulavikd ofu, Ba TTpéTrer va yivel
TTPOCEKTIKF DIEPEUYNCON avapopIkd PeE TTPONYOULEVEG avTIOPATEIG UTTEPEUAIOBNTIag aTIg
TTEVIKIAVEG, TIG KEPAAOTTTOPIVEG 1) AAAOUG TTapAyovTEG e B-AakTapn (BAEéme mapaypdagous 4.3
xai 4.8).

2ofapég kal meploTaciakd Bavarngodpeg avnidpdosig uttepevaicdnaiag (avaguagia) éxouv
avagpepBei oe aaBeveic umd Beparreia pe mevikiAivn. Autég ol aviidpdoceig givar mBavorepo va
exONAWBOUV o€ Aropa TTou £x0uv ICTOPIKO UTTEPEUAICONCIag atnyv TTEVIKIAIVA KAl G aTOTTIKA
dropa. Edv mmapouciaotei pia arAepyikry avtidpaan, n Bepameia pe apogixidivn/kAaBouAavikd
o&u mptmer va diakorrei kal va Eexivioel katdAAnAr-evahAakTiki| Beparreia.

Zinv meplrwon mmou pia Aoipwégn eivar amodedelypéva Adyw HIKkpoopyavio Jou(wv)
guaiagdntou(wv) otny apogikiAivn, 10Te TPETEl va e§£1afeTal 10 evOEXOPEVO PETApOPAs amd
apoikihiviy/kAaBouraviko ogu ae apoikiAivry oup@wva pe T1¢ eianpeg odnyieg.

AuTO 10 oxevaopa Ovopa 1Tpoidviog Oev eival katdAAnAo TTpog xprian orav urrdpxel uynAodg
kivduvog 1a uttoTiBepeva maBoydva va Exouv peiwptvn evaicbnoia i aviioraon g TapayovTeg
pe B-Aaxiapn mou dev diapeocoAaBeital amd B-AakTapaoeg uaioBnTeg o€ avaatoAr] ano 1o
kAaBouAavikd ofu. Autd 1o okewaopa dev Ba TTPETTEI va X PNOIPOTTOIEITAl YIa TNV QVTILETWITION
avBekTikoU oTNV TTEvIKAivn S. pneumoniae.

Irmaopoi Yropel va gpgpaviotouv ae acBeveic pe diarapaxii 1ng veppikAg Aeitoupyiag ry o€
autoug Tou AapBavouv uynAeg 66ocig (BAETTe TTapaypago 4.8).
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H apofikihivn/kAaBoulavikd o Ba TTpé TTel va amo@euyetal eav uTTdpxel utrovola Aoipudoug
HovoTTupAVWanG, kabwg n ekOAAwaAn evog INapoeidoug e£avBnpaTog £xel OXETIOTEN PJE QUTAV
v TABnaon peta amo xpnan apofikihivag.

H 1autoxpovr) xprion alotoupivoAng kata 1r didpkeia g Bepateiag pe apogikihivn
va auénaer Tnv mBavomTa £pPAavians aAkepyikwy OeplIaTIKWY aviidpAgEwy.

H maparetapévn xpron PTropei eviote va odnynael oe uttepavdmtuén pn evaicBnrwy
HIKPOOPYQVIC WV,

H eppavion kata mnv évapén 1ng Bepameiag evog TTUpeTWOOUG YEVIKEURIEVOU £pUBRAPATOg
OxeTI{OPEVO HE GAUKTAIVA PTTOPET va eival cUUTTWPA yevikeupEvou knAdoBAaTidudoug
e€avBnparog ; . s
Ovopa 1poioviog kar avievoeikvutal orroiadATrore £TTakoAoudn xoprynain apolikihivng.

H apoiihiviy/kAaBoulavikd ofu Ba TTpETTel va XpnoIOTTOIEITAI E TTPOCOX O aoBeVeiQ e
Evoeign nrranikig duaAeitoupyiag (BAETTe Tapdypago 4.2).

HIaTika mepioTanika £xouv avapepBei Kupiwg oe ApPEVES KAl NAIKIWPEVOUG aoBeveig kal
WTTOpEi va oxeti(ovral ye maparerapévn Bepateia. Tétoia epIOTATIKA TTOAD OTTAVIA £XOUV
avagepBei oe madid. e 0Aoug Toug TANBUCKOUG, Ta OnpEia KAl CURTITLWHATA OUVABWG
eppavifoviar kara 1n O1dpkela f Aiyo pETA Tnv Bepatieia, aAAd a€ OpPICIEVES TTEPITTITWOEIG
LTTOPEI va pnv yivouv avTIAnTIIa péxpl apketég efdopadeg petd 1n diakoTih 1ng BepaTteiag.
YuvnBwg eival avaatpéyipa. Ta mrankd mepiarankd pimopei va eivai cofapd kal oe e&aipeTika
OTAvIEG TTEPTTTWOEIG, £xouv avaepBei Bavaror. Autoi axedov mavia cuvéfroav oe aoBeveic
HE oofapr uttokeipevn TABNON A pE TTapaAnAn Aqtpn eappakwyv yvwatwy yia tnv duvntika
nIrartikr Toug 0paacn (BAETe TTapdypago 4.8).

Luoxenopevn pe aviifiotikd koAinda éxel avagepBei oxedOv pe GAOUG TOug avTiBakTnPIaKoug
TTapAyovIEG Kal PTTopEi ) Bapurnid 1ng va kupaiverar ammd ATa éwg amelAniikn yia 1 {we
(BAéTe mapaypago 4.8), Ermmopévwg, ivar anuaviikd

Oidyvwaong oe aoBeveig 1mou Tapouaidlouv Bidppota katd 1n d1IApKEIa TNG XOpAYNOng
OTTOIWVONTTOTE AQVTIBIOTIKWY A HETA ATTO QUTR. 2TV TTEPITTTWAN TToU £uPavicBei koAitida
axenlopevn pe 10 avTifionikd, n xoprynon apofikiAivng/khafoulavikot oféog TpeTiel va
diakomei apeoa, va {ninbei n oupBouln yiatpou kal va apxicel  katdhAnAn Bepaireia. e autn
TNV TTEPITTTWAN AQVTEVOEIKVUTAI 1) XPrCN QVTl TTEPICTAATIKWY QappaKwyV.

Kara m diapkeia maparetapévng Beparreiag evoeikvutar Tepiodikr) agioAdynan Twv AeIToupyiuv
TWV OPYAVIKWV CUCTAPATWY, CUUTTEPINAUPBAVOREVWY TNG VEPPIKAG, NTTATIKAG KAl AIOTIOINTIKAS
Aeitoupyiag.

Zrmaviwg £xel avagpepBei emprfikuvan Tou xpovou TTpoBpo)fivng ot aabeveig Tou Aapfavouv
apogikihivn/khaBoulavikd ofu. @a mpiTer va epappoletal katdAAnAn TrTapakoAoubnon orav
Xopryouviai Tautoxpova avimnktnikd. Evdéxerar va xpeiaoTovv avartpooappoyiég 1ng 56ong
Twv Aappavopevwy arrd 10 a1d1a aviITINKTIKWY, WOTE va diatnpeital 10 emBupnto eTTimedo
avnmnkTikdTNTag (BAETTE Tapaypagoug 4.5 kai 4.8).

Z¢ aoBeveic pe veppikn duaAeitoupyia, n 6oaon Ba TTpéTel va avarrpoaapdleTal avaloya pe 10
Babuo 1nc duaAeitoupyiag (BAETE Tapdypago 4.2).

-Z€.a0Beveig pe peiwpévn mapaywyr) oUpwy, TTOAU oTTdvia €XEr TapatnpnBei kpua Taiioupia -
KUpiwG pe TTapeviepikh Bepateia. Karta 1n xoprynon uyniwv 86cewv agodikihivig,
evbeikvutal i 01aT1PNaN £ETTAPKOUG TTPOCANYNG LYPWV KAl TTAPAYwWYrG oUpwyV YIa va HEIWBEi n
mBavoTnTa oxnuanapou kpuoTAAwWV apodikiAivng otaolpa. Ze agBeveig e oupokabeThpeg,
Ba 1TpéTrel va Tnpeital TakTikdG EAeyxog BatoTntag (BAETE TTapaypago 4.9).

Kara 1 Bepameia pe apolikidivry, Ba Tpérrel va xpnaoipotrolouvial eviupaTtikeg pebodol pe
0&e1daan 1ng YAUKONG kara Tov €Aeyxo yia Tapouadia yAukddng ota oupa £1eidr) Yeudwg
BeTika amoTeAéopaTa pPTTopei va TTapouaiacToly pe pn eviupaTikég eBodoug.
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H mrapouaia kAapouAavikou o&éog o1o Ovopa TTpoidvTog pTropei va TTpokaléaer pn 101k
ouvdean I1gG kar Acukwparivrg pe epuBpokuTTapikég pepBpaveg kai va odryroel ae weudn
BeTIKO £Aeyxo Coombs.

Ymapyouv avagopég BeTikwyv armoteAeopdtwy pe 10 1€01 Bio-Rad Laboratories Platelia
Aspergillus EIA oe aoBeveig mou Aapfavouv apofikidiviy/kAaBoulaviko o€u, or otroiol 01N
ouvéxela BpeBnke 61 Oev eixav Aoipwérn atd Aspergilius. Aiaotaupoupeveg aviidpAaoeig pe
ToAucakyxapidia kal moAupoupavoleg TTou dev TTou dev TTEptExouv Aspergillus pie 10 1€01 Bio-
Rad Laboratories Platelia Aspergillus EIA €xouv avagepBei. Emopéviig, BeTikd amoreAéopata
dokipaciwv oe acBeveig Tou AapBavouv apogikidivi/kAaBouAavikd ofy Ba TpiTrel va
gppnvevovIal e Tpoooxn kai va empeBaidvovial pe AAAeg BiayvwoTikég peEBOGOOUG.

Ta Ovopa mpoioviog 125 mg/31.25 mg/5 mg-kovig-yia TOCIPO evaiwpnpa TepIExel 2.5 mg
agmaptaung (E951) ava mi, pia mnyn @aivulaAavivng. Auto 10 @appako Ba péTiel va
XPrOIJOTIOIEITAl PE TTPOOOXM O€ AoBEVEIG Pe PaivUAOKETOVOUpIa.

Ta Ovopa mpoidviog 250 mg/62.5 mg/S mg kovi§ yia TTOOIHO evarupripa TEpIExEl 2.5 mg
agmaptapng (E951) ava mi, pia minyn gaivuAaiavivrg. Autd 10 @appako 6a TTpETTEl va
XPIOIYOTIOIEiITal PE TTPOCOXN O€ a0Bevei¢ pPe paivulokeTovoupia,

4.5 AANAemiOpaoeig pe AAAQ QappakeuTIka PoIovTa kal GAAEG POPPEG
aAAnAemridpaang

AauBavoueva anmd 10 gT1OUA QVHTINKTIKG

NAapBavopeva ano 10 oTOPa aQVTTINKTIKG Kal TTEVIKIAIVOUXa avTiffioTika £XOouv XpnoIPoTTomoEi
guptwg atnVv TPagn xwpig avagopég alAnAemidpaong. Qo1600, o1 BiIBAIoypagia uTrTapxouv
TEPITTIWOEIG augnuévou §1EBVoUg kavovikoTToNpEvVou Adyou o€ aagBeveig TTou cuvinpouvial pe
Afwn akevokoupapoAng 1 Bapgapivng kar oToug oTmoioug xopryeital éva oxrfpa apofikiAivng.
Z€ TEPITITWOT TTOU €ival aTrapaitnin n ouyxopnynon, 8a mpémer va mapakoAouBeital
TIPOCEKTIKA O XpOvog TTpoBpopRivig ) o 81EBvig kavovikoTToINPEVog AGYOG PE TV TTpooBnkn f
NV anooupoq 1ng apodikidivng. EtnimrAéov, evbéxetal va gival ammapaitnieg avatmpooappoyEg
nNg 6dong Aappavopevwy amd 10 gTépa avimnkTikwy (BAETTE Tapaypa@oug 4.4 kat 4.8).

MeBorpe€arn

O1 TeVIKIANIVEG EVOEXETAT VA PEIWOOUV Trv €kKPIOT pEBOTPEEATNG, YEYOVOS TTOU TTPOKAAELI
evbexopevn avgnarn 1o§ikéTNTAC.

MpoBeveoidn

H ouyxoprynor pe mpoReveaidon dev cuviatdrar. H mpofBeveaidn peIwvEr 1) ve@pIk
owAnvapiakni atiékkpian g apofikiAivig. H auyxopriynon pe mpofeveaidn pmropei va auénoel
KQt va £mpPnNkOvel 1a enimeda apo§ikiAivng o1o aipa ahAd ox 1ou kAafouAavikou o&€og.

4.6 Kunon ka1 yaAouyia
Kinon

MeAéreg oe (wa Oev kaTédeifav Apeoeg n EPPEcES eTKiVOUVEG zmmwoalg OTV EYKUPOGUVI,

- 0TV avanTugn:Tou ePPpUOU; OTOV TOKETO ) OTN PETAYEVVITIKA ovomuf,n (B)\em; nopdypoq)o
5.3). Mepiopiopéva atoixeia oxeTika pe 1 xprAorn apoikidivrg/khapoulavikou oféog karta 1n
O1dpkeIa ¢ kUAoEWS o€ avBpwTToug dev uTTOOEIKVUOUVAUENPEVO KivOUVO OUYYEVWV
Olapapnwv. Z¢ pa povo PEAETT) O€ YUVAIKEG PE TTIPOWPO TOKETO, TTapaTnprRenke ot
WpouAakTIK aywyr} pe apofikiAivri/kAaBouAaviko oL PTTOpEi va OUCXETIOTEI e auénuévo
KivOUVO eAKOVEKPWTIKAG EVTIEPOKOAITIOAG Twy veoyvuv. H xpriaon wWpETel va amogeuyeTal kara
11 O1dpkeIa 1NG kUNAOING, EKTOG £Gv Bewpeital atrapaitnin amo 1oV yiaTpo.
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[ahouyia

Kai o1 6uo ouaitg armoBaAAoviar a1o pnIpikd yaAa (titrota dev eivar yvwoTo yia Tig e1ndpAceiq
10U KAaBouAavikou o&£og oTo Bpé@og TTou BnAdlel). ZuveTrwg, 010 Bpéwog TTou BnAdle civas
mlavn n eppdvion diIdppolag kai JuknTactkAig Aoipwéng Twv BAevvoydvwy, oTroTe pmopei va
xpelaotei va diakotiei o BnAacpdg. H apolixiAivn/kAaBouAavikd o0 6a mpémei va
XPNaOoTToIEiTalI HOVO KATA Tn OIdpKEIa Tou BnAaopoU peTa atrd afioAdynon 1ou ogéAoug/Tou
kivduvou amo Tov Bepartovia yiarpo.

4.7 Embdpaosig oty IKavoTnTa 081YNO NS Kat XEIPIGHOU pxavev

Agv TTpaypatomomBnkav peAETEC OXETIKA pE TG eMOPAoEIC OTnv IkavoTnTa 0dRynong kal
XEIPIOPOU pnxavwv. Qo1600, evOExETal va TTAPOUCIAcTOUV aVETTIBUNATES EVEPYEIEG (TT.X.
aAAEPYIKEG avTIOPACElG, (AAR; OTTQOHOI), Of OTTOIEG PTTOPE] va ETTNPEACOUV TV IKavoTnTa
odnynong kai XeIpiopou pnxavwy (BAETTe mapaypapo 4.8).

4.8 AVETIBOUNTEG EVEPYEIES
O1 11010 oukva avagpepBeioeg averTIBupnTeg evépyeleg (AE) eivai didppoia, vautia kail £UeTog

Or AE amo kAIVIKEC BOKIPEC Kal PETEYKPITIKN) TTapakoAouBnaon pe 10 Ovopa Tpoioviog,
TagivopnBnkav gupgwva pe Tnv Karnyopia opydvou cuatipatog katd MedDRA kai
Tapartibevial TapakaTw.

fia v 1agivopnon Twv aveBUPNTWYV EVEPYEIWV XPNOHIOTIOMBNKav o1 TTapakatw opoAoyieg
NMoAU ouxvég (21/10)

2uxveg (21/100 £wg <1/10)

Ox1 ouxveg (21/1.000 £wg <1/100)

Imavieg (21/10 000 éwg <1/1.000)

floAu ommavieg ( 1/10 000)
AyvwoTtn ouxvornta (bev pmopei va uttoAoyioTtei ard 1a drabéoipa dedopéva)

Kal
BAevvoyovodeppariki kavivriaon

AyvwoTr)

Ke
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TWwv odwv

K
BAétre wmapaypago 4.4
? BAETTE napaypago 4.4
* H vauria oxeTiCeTal ouxvotepa pe uynAoTepeg dGOeIg AapPavopeveg ammd 10 otépa  Av ol
yaoTpeviepikeg diatapaxeg eivar EkONAEG, HTTOPOUV va TTEPIOPICTOUV PE TN Afjyn Tou Ovopa
TIPOTOVTIOG TRV apX(} TOU YEUUATOG.
¢ ZupttepAapBavoptving Tng weudopeuBpavwdoug kKOANTIOAS Kal TNS aIloppayixnig KoAndag
BAETre TApaypago 4.4)
Mia pérpia augrion oe AST xai/f) ALT £xer onueiwBei oe aoBeveig Tou éAafav avrifiotikad 1ng
KaTryopiag B-AakTaung, aAAG n oNAacia auTwyv TWV EupnpdTwy givar dyvwaorr.
8 AUTEG 01 QVETIBOMNTEG EVEPYEIEG £XOUV. ORjpEIDBE
BA¢TTe rapaypago 4.4).
Av avagepbei omroiadiTroTe deppiatikn avridpaon uttepevaiobnoiag, n Bepameia Ba TpéTTEl
va diakomteTal (BAETTE TTapdypago 4.4)
® BAéme Tapdypago 4.9
? BAETTe TTapaypago 4.4
0 BAéTE TTapaypdoug 4.3 ka1 4.4
125 mg/31.25 mg/5 ml 250 mg/62.5 mg/5 mi kovig yia TTOO0IIO Evarupnpa
Y Emipaveiakog QTTOXPWHATIOPOG Twv JoVTIWV £XEl avaPepBei TOAU ommravia oe Taidid. H
KA GTOpATIK
UYIEIVA TTpoAauBavel Tov aTmoxpwiiatiopd, kabwg cuviBwe atrokaBiorarar pe 10 BoupToiopua
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49 Ymepdoooloyia

JuuTriwpara Kail gnueia uttepbogohoyiac

Mropei va gu@avioTouv yaoTpeviePIkA CUpTITwpata kal diatapaxr 1ou I00¢uyiou uypv Kal
nAekTpoAutwyv. 'Exel TTapartnpnBei oxnpuanapog kpuoTaAAwy apogikiAivng a1a oupa, o 01T0iog,
eviote, oOnyei OE vepIKA aVvETTApKEIa (BAETTE TTapaypago 4.4).

ZTacpoi PYTTopei va epgavioTolv oe aagBeveig pe diatapayr 1nNg VEPPIkNG AgiToupyiag ) ot
auToug 110U AapBdavouv uywnAég ddacig.

‘Exer avagepBei 611 n apogikiAivn kaBi{avel e oupokaBEeTPEG, KUPIWG PETA aT10 EVOOPAERIa
XOpriynor HeydAwv doacwv. ©Oa TTpETTel va TNPEiTal TakTIkog EAEyX0G BatoTntag (BAETre
TapAypago 4.4)

Qcparcia dnAninpiaong

Ta yaoTpeVIEPIKA CUPTTTWHATA PITOPOUV VA QVTIPETWITIOTOUV GUPTTTWHATIKA, divoviag
TTPOCOX N OTO I00JUYIO VEPOU/NAEKTPOAUTWV

H apogikiAivn/kAaBoulavikd o&U p1Topei va ammopakpuvBei amo 1RV KukAogpopia pE.
aijoxdBapor).

5. DAPMAKOAOTIKEZ IAIOTHTEZ

5.1  Gappokoduvaptkic 15161 TE¢

®appiakoBe parteuTikf katnyopia: Luvbuaopuoi TTEVIKIAIVWY, CUUTTEPIAQLBAVOEVWV TWY
avacT1oAéwv B-Aaktapacng, kwdikdg ATC: JO1CRO2

Mnyaviouoc dpaonc

H apogikiAivi eival pia nuiouvBeTIkn TTeVIKIAiV (QvTIBIOTIKO pe B-AakTapn) TTou avaoTéAAer £va f
TepIooOTEPa Ev{upa (OuxXva ava@epovial we TTPWIEIVEG oUvOECNG TwV TTEVIKIAVWY, PBP) o1
BioauvBeTiki) 000 TG BakTnpiakng TTETTTIOOYAUKAVNG, N orToia arroTeAei avanmodoTTracto OopikO
ouaTatiko Tou BakTNEIaKOU KUTTApIkoU ToIXwHatog. H avacoToAr) 1ng ouvBeong
menTidoyAukdvng odnyei oTnv armroduvapwan ToU KUTTApIkoU TOIXWHATog, n 0TT0ia guxva
akoAouBeitar arrd kuttapoAuaon kar Bavaro.

H apogikihivn eival evaicBnin otnv armrodopnan arto B-AakTapdceg TTou Tapdyoviar ato
avBexTik@ Baktipia kar, e1mopévwg, Oev eival dpac ki arto povn 11G Evavil OpyavioPwy TTou
Tapayouv 1€Toia éviupua.

To kAaBouAaviko o0 eival pia B-AakTapn 11ou oxETI(ETal OOLIKA [IE TTEVIKIAIVEG. ATIEVEPYOTTOIEI
opiopéva éviupa 1ng B-AakTapAcng amoTpETTovIag, wg ek Toutou, TNV adpavorioinan 1ng

apo€ikiAivng. To kAof3ouAavikd ofl pepovwpEva Oev aokei KAIVIKA xprioipn aviakinpiakn
emidpaon

Zyton PK/PD

O xpovog dvw NG EAAXIOTNG avacTaATikig ouykEvipwong (T>MIC) Bewpeital 61 eival o
pEi(v kaBopIoTIKOG TTApAyovTag aTTOTEAETATIKOTATAG YIA TNV apogIKIAivA.

Mnxaviouoi gvriotaonc

Oi1dU0 kUpIol ynxaviopoi aviiotacng otnv apogikiAivi/to kAapouAaviko o&u eivar

. Abpavorroinan amo exeiveg 11¢ Bakinpiakég B-Aaktapdoeg ou dev avacTéAAovial o
id1E¢ ammo kKAaBouAavikd oLy, cupTrEpihapBavopévwy Twy katnyopiwy B, C kai D.
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. MeTaBoin Twv PBP, n o110ia peiwver 1 ouyyéveia 1ou avniBaktnpiakou Tapdyovia yia
10 OTOXO

H pn Siamrepardinta Bakinpiwyv f pnxaviopoi aviAiag ekporg PITopEei va TTpOKAaAEé gouv
Baktnpiakn aviiotaon f va ouvieAéoouv ot auth, 1&1aitepa oe Gram-apvniika Bakiipa.

Jrucia S1axomng

Ta anueia diakomng MIC yia 1nv apoéikidiviy/to kAaBouAaviko o eivar exeiva 1ng Eupwrtaikig
EmtpoTing yia toug Aviipkpopiakoug EAéyxoug EvaiaBnoiag (EUCAST)

Haemo hitus influenzae
Moraxella catarrhalis

Sta h lococcus aureus
ApvnTIkOi TNV TINKTAAT
“Enterococcus’ . -y
Stre lococcus A, B, C, G €025
Stre tococcus i <05 . >2
Enterobacteriaceae >8
<4 8 >8
Avae O <4 8
Znpeia d1axoTAg PN s 2 4-8 8
Or avagpepdpeveg TIPEG ivan yIa Tig 3 TOUG OKOTTOUG TWV

eAEyxwv euaiaBnaiag, n auykEévipwan KAaBouAavikol o&éog opileral ota 2 mg/l
20 avapePOPEVES TIPEG gival yia TIG OuykevTpwaelg O&akihivng

O1 nipég Twv onpeiwv diakorifg otov Trivaka Baagidovial ota anpeia dIakoTTAG NG APTHKIAIVNG.
‘To anueio diaxkomrig 1ng avioxng R>8 mg/l diaopalider 611 SAa 1a armopovwpéva oTeAéxn pe
gjnxowopoﬂg QV10XfG avagEpovial wg avBekTIka

O1 nipég Twv onpeiwv diakomAg atov ivaka Baagifovial a1a onpeia d1akoTng 111G

0 emmoAaouég aviioraong evOEXOpE Vg TTOIKIAEI avaAoya pE TNV TTEPIOXT Kal TOV XpOVO yia
ETIAEYPEVQ €idn kal ) TOTIKF TTANPOPOPNON OXETIKA ME TNV avTioTacH) eival emBupunTr, kupiwg
kata 1 BepaTmieia ooBapwv Aotpwéewv. Avaloya pe TG artaitioelg, 8a péTer va {nreitan n
auvdpopry £161koU O1av 0 ToTkOG ETITTOAaoNOE aviiataang BiakuBeVer TN xPNOOTNTA TOU
TIapAyovTa TOUAGXIOTOV O€ OPIONEVOUG TUTIOUG AoIPWEEWV.
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Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaicBr1og ot PEBIKIAIV)E

ApvnTikoi OTrv TTRKTACN 0Ta@UAGKOKKO! {avBEKTIKOi 0T PEBIKIAIVT)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes kai GAAOI B-aIHOAUTIKO] GTPETTTOKOKKOI
Opada Streptococcus viridans

Eikenella corrodens
Haemophilus influenzae®
Moraxella catarrhalis
Pasteurella multocida

" Avae

Bacteroides fragilis
fusobacterium nucleatum
Prevotella spp.

1a oTToia va arroTeAel
Gram-B¢eT1KOi
Enterococcus faecium $

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp
Stenotrophomonas maltophilia

Aoirroi
“Chlamydophiila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

% Puoikn evdidpeon evaiIcbnoia armouacia ETTKTNTOU pnxXavioyou avtioTaong.

£0A01 o1 avBexTikoi 0T PEBIKIAiVI} OTAPUAOKOKKOI Eivar avBEKTIKOI OTAV

apogikihiviy/kAaBouAaviko o&u

'Streptococcus pneumoniae TTou gival QvBEKTIKO otnv mevikiAivrn 6ev Ba TTpETTEl va

aviipetwmiderar ye autd 10 okevacpa apodikiAiviic/khaBouAavikod o&Eoc (BAETTe

Tapaypdgoug 4.2 xai 4.4).

2 Z1eAéxN pe peiwpévn euaioBrioia £xouv avagepBei 0e opIoPEvES XWPEG TnG EE pe ouxvornia
10%.

11
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5.2 QappakoSUVapKEG IDIOTATES

Atroppdenaon

H apofikihivn kar 1o kAaBouAavikd ofu diaAvovial TAfpw¢ ae udariko diaAutia pe PUOIOAOYIKO
pH. Kai'ta 800 ouoToTIKG armoppouwvTal YPRyopa kol kKaAd péaw 111G 000U XoprRynong amo 10
a1opa. H ammoppownaon 1ng apoikiAivng/tou kAaBouAavikot of€og BeATiaToTTolEiTal 61av
AapBaverar otnv apxn evog yeupatog. Metda aito xopriynon amoé 10 atopa, rn apofikiAivn kai 10
kAaBouAaviko o v eival mepittou 70% BrodiaBéoipa. Ta Tpo@id TAGopaTog kal Twv dUo
OuaTaTIKWV €ival TTapOpoIa KAl O XPOVOG £WG T PEYIO TN CUYKEVIPWAN GTO TTAGOHA (T n,) OF
KABe TTEPITTTWON Eival TTEPITTOU pia wpea.

Ta amoreAéopata @appakokIvATIKAG piag peEAETNG, OTNv OTTeia Xopnynobnkav diokia
opogikiAivng/kAaBouAavikou offog (500 mg/125 mg 1peIg YopEg NUEPNTIWG O XaTAaTaon
vnoteiag og opadeg uylwv eBeAovTwy TTapouotdlovial TapakaTw.

Méoeg (2 SD) mapapeTpol appakokIviTIKAG

Apaonkn ouoia(eg) Aodan Conax Trmax © AUC 524n T2
XopnynBhoa (mg) (ng/ml) (h) ((pg.h/iml)
ApodikiAivn
AMX/CA 500 7.19 1.5 53.5 1.15
500/125 mg +2.26 ~ (1.0-2.5) 1 8.87 +0.20
o - KAaBouhaviko ofy o

AMX/CA 125 2.40 1.5 15.72 0.98
500 mg/125 mg + 0.83 (1.0-2.0) +3.86 1012

AMX - apoikihivry, CA - kAaBouAavikd oo
* Méaon nipn (evpog)

Ot ouykevipwoelg 1ng apodikiAivng kar Tou kAaBouAavikou of€og aTov 0pO, OI OTIOIEG
gmTuyxavovial pe apofikidivn/kAaBouAavikd ofu, €ivol TTOPOIOIEG E EKEIVEG TTOU TTapAayovral
amod v armo 10U 0TOPATOG XOPrynon 1000Uvapwy 060twv opadikiAiviig 1 kAafouAavikou
o&fog pepovwpiva.

Karavour

Nepittou 25% 10U OUVOAIKOU KAaBouAavikou ofEog o1o TAGopa kat 18% 1ng GUVOAIKNG
apoikiAivng o1o TTAdopa ouvdéetar pe mpwreiveg. O gpgovg OYKOG kaTavopng €ival TTEPITToU
0.3-0,4 I/kg yia v apogikiAivn kol mepimou 0,2 I/kg yia 10 kAaBouAaviko ou.

Me1a amd evio@Aéia xopriynar, 1600 n apodikiAivn 600 kar 10 kAaBouAavikd o v BpéBnkav
atn xoAndoxo kUaTn, o€ yaa1pikd 1016, a1o OEppa, ato AiTTog, g€ HUikoug 10TOUG, O
apBpocieAikd kal TrEpITOVaikd uypo, ot XoAn kair o€ 1TUov. H apodikiAiviy bev katavEpeTol
IKAVOTTOITIKG OTO £YKEPAAOVWTIAIO UypPoO.

ATIO peAéteg o€ (wa dev UTTApYOUV EVOEIEEIS Y1 ONPAVIIKA-KATakPATNGT 0TOUG 10T0UG

TToU TTpoEpxeTal ATTO 10 YAPPAKO yia otrolodriTToTe cuatanko. H apofikiAiv, OTTwG O
TEPIOTOTEPEG TTEVIKIAIVEG, UTTOPEI va avixveuBei 010 PNTPIKG YyAAa. Z10 pnipikd yAAa priopolv
€O NG va eviomaTouy ixvn kAaBouAavikou o&Eog (BAETTE mapaypayo 4.6).

Tdoo n apoikiAiv 6oo kar Top kAaBoulaviko ofu £xouv deiet va diatrepvolv Tov @paypd Tou
TAakouvia (BAETTe TTapAaypago 4.6).
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Bioug1aoynuanguoc

H apogikihivi) atroBaMetal ev péper o1a oUpa wg avevepyd TTEVIKIAAOIKO 0LV O¢ TTOCOTNTEG TTOU
1000uvapouv pExpl 10 éwg 25% 1n¢g apxikng ddang. To kAafoulavikd ofu petaBohiletan
EXTETAPEVA GTOV AVBpWTTO KaI aTTORAANAETAI 0Ta OUPAa Kal Ta kOTTpava wg 01o0&eidio Tou
avBpaka oe armofaAlopueva aépia

ATtoBoAn

H xupia oéog onoBoAr]g yia Tnv apofikiAivn givar pEcw Twv VEQPWY, sz yia 10 K)\oBou)\ovmo
ofU £ival Kal Pe veQpIKOUg KAl JE P VE@PIKOUS PNYXavio poug.

H apo&ikihiviy/khaBouAavikd ofu £xer péon nidwr amoBoAr¢ kaTd TTPocEyyIan pia wpa kai
pEon oAikn kABapan katd 11poctyyion 25 Ih ae vyin aropa. Mepimou 10 60 Ewg 70% NG
apogikiAivng kai Trepitrou 10 40 £wg 65% 10U KAaBouAavikou oféog aroaAAeTal avalhoiwTo
OT1a 0UPa KaTaA TIG TTIPWTEG 6 h PETA aTtrod T Xopriynon pepovwpévwy diokiwv Ovopa mpaioviog
250 mg/125 mg 1 500 mg/125 mg. Aid@opeg PEAETEG EXouv diamioTwoel OTi  amof3oAr ata
oupa eivai 50-85% yia tnv apogikiAivny kar atd 27-60% yia 10 kAaBouAavikd ogu pEca og
01doTnEa 24 wpwv. NV TEPITITWAON 10U kKAaBouAavikoU ofEog, n peyaAutepn TTooOTNTA TOU
@appdkou amoBAAALTal KATA TIG TTPWTEG 2 WPEG HETA aTIO T XOPrynon.

H mapdAAnAn xprion mpoPeveaidong kaBuaTtepei Trv amoBoArn apofikiAivng, aAra dev
kaBuarepei 1 veppikr) amoBoAry kAaBouAavikou oEog (BAETTe TTapdypago 4.5).

HAIkia

H npidwn amoBohinig 1nG apodikiAivng givar mapopoia o1a aidia nAikiag 3 pnvwv TeEPITou £wg
2 eTwv pe Ta peyalutepa raidid kal evnAikoug. 21a TTOAU veapd raidia (mepiAapBavopévwv
Twv veoyevvnTwy) Kata v mpwtn £ROopada g {wng Toug, 10 didaTnua xopriynang dcv Ba
TIPETTEI va uTTEPRaivEl TIGOUO QOPEG Triv NUEPA AOYW TNG avwpipoTnTag Trg veppikng odou
améxkkpiong. E@ooov o1 NAikiwpEvor acBeveig eival TBavoTepo va Tapouciadouv PEIWPEVD
vEQPIKT AeiToupyia, Ba TpéTel va 00Bei Tpocoxr oTnv £mAoyn 1ng 60GNG KAl PTTopEi va ivai
XpNoiun n mapakoAouBnon 1ng veppikng Aeiroupyiac.

Duho
Mera and xopriynon amé 10 o1opa apogikiAivng/kAaBoulavikol ofEog o€ uyieic avdpeg Kal
yuvaikeg, 10 ¢UA0 bev TTapouaiadel onpaviiki eTidpacn aTn GapPakoKIviTIKN, EIT€ TG

apofikiNivng, €ite Tou kAaBouAavikou o&Eog.

Negpikr SugAeitoupyia

H guvoAikr) k@8apaon 1ng apofikiAivng/tou kAaBouAavikou o£0g oTov Opo pElveTal kAT
avahloyia pe 1 pelovpevn vegpikn Acitoupyia. H peiwon 1ng kABapong 1ou pappaxou eival o
£xkONAN yia 1nv apofikiAivr) oe oxEan pe 10 KAaBouAavikd ofu kaBwg péow TG vePpikng odou
amof3aiieral peyahUTepo TOCOOTO apofIkIAivrg. ZuveTtwg, aTr ve@pikr) SuaAeitoupyia, ot
booeig TpiTrer va TpoAapfavouy Triv AokoTIn guaawpeuan apolikiAivng kal va diatnpouv
—TraparAnAa-errapki-eTTired akhkaBowAavikou-of o (BALTTE TTapaypapo4:2).

Hnarikn duoAcitoupyia

AoBeveig pe nratikr) ducheltoupyia Ba TTPETTEl va AapBdavouv dOory e TTpocoxr| karBa: TrpETier
va TrapakoAouBeital n ryrrankn Aeitoupyia ava 1akid diacTtipara.
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5.3 MpoxAvika deSopéva yia Tnv acpaieia

Mn kAivikd Oedopiéva dev atrokaAutttouv kdtralov e101kd kivOuvo yia Tov avBpwTto pe 3aon
PEAETEG pappakoAoyiag aogpaleiag, yovidiotofikdTnTag kar 10€IkOTNTAg 0TV avarmapaywyikn
IKavOTNTO.

MeAETeg 1081IKOTTAG eTTAVAANTITIKWY OOCEWV TTOU TTPAYHATOTIONONKAV 0& OKUAOUG g
apoéikiAivry/khaBouAaviko ofu, katadeikviouv yaoTpikd epeBIopo kai £ET0 KAl
armoxpwpanouivn yawoaoa.

NDev Exouv diegaxBei eAETeC kapkivoyEveong pe 1o Ovopa npo‘n‘dwog 1) 1@ OUCTaTIKA TOU.

6. OAPMAKEYTIKEZ NAHPOOOPIEL
6.1  KartdAoyog ekdOXwV

6.2 Aovuppardinieg

6.3 Aiapxea {wng
6.4 1diaitepeg MpouAAGgErg kard Tnv YuUAaln Tou TPOidvTOog
6.5 ®@Uon KA CUCTATIKG TOU TTEPIEKTN

6.6 Idiaitepeg MpouAGEEIC aTTOpPIYNg Kal GAAOG XEIPITPROG
Kapia adixh unioxpéwan
125 mg/31.25 mg/5 ml k6vIg yia TTOCIPO Evaiwprpa

ENyxeTe OTI TO OppaAyiopa eival GBIKTO TTpiv atrd 11 XpAOon. AVakiveiTe T QIdAn yia va
EekoAARoel n kOvig. MpoaBEoTe vepod (OTTwg evdeikvuTal TTApAkATwW), AvacTPEWTE Kal
avakivrioTe kaAd. EVaAAQKTIKG YEPIOTE 11 QIAAN pE vepO pExpl Aiyo TTapakatw amo 11 xapayn
o1V ETIKETA TNG @IAANG, AvaOTPEWTE KAI AVAKIVAOTE KAAQ. £Tn CUVEXEIQ YERIOTE PE VEPOD
akpIBWCS PEXPI TN xapayr), avaoTpeyTe kA TTAAI QvakIvVAOTE KAAQ

Avakivi|oTe kaAd Tr @IdAn TTpiv amd kaBe Boon
250 mg/62.5 mg/5 ml kbvi¢ yia OO0 evaiwprpa

EAfyxete o11 10 OPpAyYIOpA gival ABIKTO TIPIV aTTO Ty XPrOT). AVAKIVEITE T @IGAN yia va

EexoAARoE i kovic. NpoaBéate vepd (OTTWG evdeikvuTal TTAPAKATW), avacTpEYTe Kai

avakivi)ate KaAd. EvaAAakTikd yepioTe Tn @1aAn e vepo péxpr Aiyo Tapakdtw atmo 1 xapayn

oTnNV ETIKETA TNC @IAANG, avaoTpEWTE KAl AvaKIVI)OTe KAAQ. ZT1r GUVEXEIQ YERIOTE PE vEPO

akpIBwg péEx P TN Xapayr, avacTpEWTe KAl TTAAI avakivijoTe KaAa.

( NEDIEKTIKOTATA OyKOC VEDOU TIOU TTPETIEI va |  TEAIKOC GYKOC GVAOUOTAUEVOU
npootelei via my AapBavopevou and 10 gidya |
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avaguoraan {ml)

cvaiwpnuaroc (mib)

250 mg/62.5 mg/5 ml

60

LUPTTARpWPG £wg 1o onpad:
72

80

AvaKIVACTE KOAG T @IGAN TTpiv a1rd KGBE doan.

7. KATOXOZX THX AAEIAL KYKAO®OPIAL

8. APIOMOZ(OIl) AAEIAL KYKAODOPIAZ

9. HMEPOMHNIA NPOTHE EFKPIZHL { ANANEQIHEZ-THEI AAEIAL

10. HMEPOMHNIA ANAOEQPHIHE TOY KEIMENOY
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B.1. H Mepihmpn Xapaxkinpiotikwy 1ou Mpoidviog ¢appaKeutikwyV TTPOIOVIWY
dpaoTikd ouoTankd AMOXYCILLIN + CLAVULANIC ACID, EwikaAuppévo pe Aento
upivio diokio 875mg/125mg/tab & Kovig yia wéopo evaiwprpa 400mg/57mg/Smi

opifeTal wg £8A¢:
1. ONOMAZIA TOY DAPMAKEYTIKOY NPOIONTOZX

Ovopa mpoioviog 875 mg/125 mg emxaAuppéva pe A1 vpévio diokia
Ovopa npoioviog 400 mg/57 mg/5 mi kovig yia TTOCIPO evaiwpnpa (yeuan ¢paouAa)
2. MOIOTIKH KAI NOXOTIKH r'YNGEXIH

KaBe emikaAuppévo pe AeTrto upévio diokio Trepiexer Amoxycillin trihydrate + Clavulanate
potassium mou avtiotoixei ae Amoxicillin 875 mg xar Clavulanic acid 125 mg

Ta 5 ml kévewg yia moaipo evaiwpnpa mepiExouvAmoxicillin trihydrate + Clavulanate potassium
miou avriotoixei oe Amoxicillin 400 mg kai Clavulanic acid 57 mg

I'la Tov mARpnN katdhoyo Twv ekdoXwv, BA. Tapaypago 6.1.

3. DOAPMAKEYTIKH MOP®H

875 mg/125 mg ernkaAuppéva pe Aemmio upévio diokia
EmxaAuppévo pe AeT1d upévio diokio.

400 mg/57 mg/5 mi x6vi§ yia TTOaIpo evaiwpnpa (yeuan ¢paoula)
Kévig yia mooipo evaiwpnpa.

4. KAINIKEZ NAHPO®OPIEL

4.1 Otpamreunkig evOEi§EIg

To Ovopa mpoidviog evOeikvutal yia 1) Bepameia Twv mapakatw AoIpwEewv o€ evnAikoug kai
nadia (BAETe Tapaypagoug 4.2, 4.4 kai 5.1):

. O¢cia Bakinpiakry TapappivokoATinda (emapkwg diayvwopévn)

. O¢cia peon wrinda

. Ottieg embdeivwaelg xpoviag Bpoyxindag (ETapkws diayvwopEVEG)

. E&wvoookopeiaki veupovia

. Kuartinda

. MueAoveypinda

. Aeppatikég Aoipwierg kar AOIPWEEIG HaAaKwy popiwv, GUYKEKPIPE va kuT1apinidaq,
Onypara amo {wa, coffapd odovIikG QTTOOTAPATA HE ETTEKTEIVOPEV KUTTAPITIOA.

s -Oouxicrarapbpixésropdiad; diaitepaooTeopueAinda

©a rpére va AapBavovial urroyn o emrionpeg odnyieg avapopika pe TNV kataAAnAn xprRon
avTi3akTinpiakwyv Tapayoviwy.

4.2 Aoogoloyia kal YpOTTOG Xopnynong

O1 000¢ig exppadovial ae OAO 10 KEIPEVO WG TIPOG TO TTEPIEXOHUEVO 0 apodikiAivi/kAaBouAaviko
o&u e e&aipean o1av o1 560€1g HNAWVOVTAI WG TTPOG £va JEPOVWHEVO 0UCTATIKO.

H 6601 Ovopa poiodvTog TTou emIAEyeTar yia 1) Bepameia piag pepovwpivng Aoipwéng Ba
TTPETTE) va AapBavel uttown:

16
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. Ta avapevopeva maboyova kar 1nv mlavr 10ug euaioBnaia oe avTiBakINPIaKoUg
TTapayovteg (BAETTE Tapaypago 4.4)
. Tn Bapurtnra kai 1o arjueio TG Aoipwéng
. Tnv nAikia, 1o Bapog kai 1n veppikr AciToupyia Tou agBevoug, OTTwG @aiveTar mTapakaTw.

H xprion evaAlhakTikwv popwv Ovopa TTpoidviog (T1.X. EKEIVES TTOU TTAPEXOUV UYINAOTEPEG
00a¢eig apotikiAiviig A/kal diagopeTikég avaroyicg apofikiAivig TTpog kAaBouAavikd ofu) Ba
TpéTel va Bewpeitar arapaitntn (BAETe Tapaypagoug 4.4 kar 5.1).

2e eviiMikeg kal Taidid-2 40 kg, autod 10 okevaopa Ovopa TTPoidvTog TTapEXEl GUVOAIKT)
npephoia doon 1750 mg apofikihivng/250 mg kAaBouAavikou o&éog, d1av xopnyeitar duo
QOPEG TNV NpEPa kal 2625 mg apolikihivig/375 mg kAaBouhavikoU offog 61av xopnyeital T1peig
POPEC TNV NUEPA CUPPWYA PE TIG TTapakdTw cuotdoelg. £emmaidid < 40 kg, auto 10 okevaopa
Ovopa mpoidviog Tapexel peyiatn nuepnaia doon 1000-2800 mg apotikihivig/143-400 mg
kAafoulavikou o&éog, oTav xopnyeitar cUpwva pe Tig TapakdTw cuoTtacelg. Edv Bewpndei
o1 amaireital uynAoTepn NUepnala doon apotikiAivng, cuviotdtal va emAexBei AAo akevaopa
Ovo)ia TpoidvIog, TTPOKEIEVOU va ATTOPEUXBEI 1 XOprynon MEPITTWY unAwy [UEPAHCIWV
dooewv kAaBouhavikoU oétog (BAETre Tapaypdgpoug 4.4 kai 5.1).

H didpkeia 1ng BepaTmieiag Ba pémer va kaBopiferal amo Thv aviamokpior Tou agbevoug,
Opiopéveg hoipwéeig (11.x. oateopueAinda) amairouv peyaAuTepeg mepiodoug Bepameiag. H
Bepareia dev Ba TTpETTel va e1TEKTABE TTEpaV Twv 14 nuepwv Xwpic emraveéraan (BAETE
mapdypago 4.4. gxeTika pe v mapatetapévn Beparmeia).

Evriihikol kat maidid > 40 kg

2uvioTwpeveg DOaEIg:
. kavovikr) 66an (yia OAeg Tig evOeigeig) 875 mg/125 mg dUo opeg v npépa;

. uynAoTepn 6oan - (1I01aiTepa yiIa Aolpwéeig 0TTwg péon wrinda, mapappivokoATinda,
AoIpWEEIG TOU KATWTEPOU AvaTiveuoTikoU kal oupoAoyikeg Aoipwéeig): 875 mg/125 mg
TPEIG POPEG TNV NUEPQ,

Ta maibid pmopouv va Agfouv Bepatreia pe Oiokia evaiwprparta r} maidiarpikolg ¢akeNigkoug
Ovopa mpoiovTog.

ZuvioTwpeveg 660G

. 25 mg/3.6 mg/kg/npepnaoiwg éwg 45 mg/6.4 mg/kg/Nuepnoiwg xopnyoupeva oe dUo
IOOPEPWG KATAVEPNHEVEG DOTEIG,

. ¢wg 70 mg/10mg/kg/nuepnaiwg oe dUO t0OPEPWS KaTavepPnUEveg OOTEIG PTTOPEI va
xopnynbouv ot opioptveg Aouweic-(omwe ptanwrinda, mappapivokoAminda, kai
AOIPWEEIG TOU KATWTEPOU AVATIVEUGTIKOU)

Agv diatiBevial kAivika dedopréva yia d6oeig okeuaopatwy Ovopa mpoioviog 7:1 uwnAoTeEpES
anmd 45 mg/6.4 mg ava kg v nuépa oe TaIdId KATW Twv 2 ETWV

Aev diariBeviar khivikd dedopéva yia okeuaapara Ovopa poidviog 7:1 yra agBevei¢ nAikiag
MIKPOTEPNG TwV 2 PVWV. Agv PTTOPOUV ETTOPEVWG va Yivouv SOO0AOYIKEG OUCTAOEIG I auTd
10V TANBUOO.

HAMxiwygvor

Oev Bewpeital ammapaitntn n avampoaappoyi g 660nc.
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Neg@pikn OuoAsitoupyia

Aev amaneitar avanipooappoyn 1ng 66ong oe aoBeveig pe kaBapon kpeativivig (CrCl)
peyaAurepn arrd 30 mi/min

Y& aoBeveic pe kaBapon kpearivivng pikpoTepn atd 30 mi/min, n xpAon popwv Tou Ovopa
TIpoiovTOoGg pE avaloyia apogikiAiving Tpog kAaBouAavikd ofu 7:1 dev guviataral, kabwg Oev
givar duvarr n avarpooappoyry g doGang.

Hmmankri dSugAenoupyia

XopAynan pe TTpocoxn kal EAEYXOS TN NITatiking AciToupyiag oe TakTd xpovika diacTiijata
(BAéme mapaypagoug 4.3 kai 4.4).

Tpoémoc xepAynong

To Ovopa mpoidéviog Tpoopilerar yia xprion amd 10 o16Ha.

XopAynon kard v évapgn evog yeuparog, WoTe va eAaxioTortoinBei n evoexopevn
yaotpeviepiki duoavegia kal va BeAtiarommoinBei n amoppdépnon 1¢ apofikiAivng/Tou
kAafouAavikou o€og.

H Bepameia prropei va apxier mapeviepika cupgpwva pe 1nv MXIN 1ng evOo@AéBiag popenig kai
va guveyxideTar pe OKeEVLAOPa XopnyoupEvo ard 10 o16pa.

400 mg/57 mg/S mikovig yia TTOOIUo Evaiwpna

AvakiviioTe yia va EEKINARoEl N KOVIG, TTPOOBECTE vePO CUPPWVA PE TIG 00NYiEG, avaOTPEPETE
KAl QVAKIVETE.

Avakiveite KaAg 1n @IAAN TIpiv aTro kABe doon (BAETTe Tapaypago 6.6.)

4.3 Avreveileig

Y1epeuaioBbnaia atig OpacTikég oudieg g oTT0IadATTIOTE aTTO TIG TTEVIKIAIVEG 1) O¢ KGTTOI0 aTO 1A
£¢xdoxa.

loTopIKG oOBaprig apeong aviidpacong utepeuaioBnaoiag (1m.x. avagpuAagia) oe aAhov B-
AQKTapIKO TTapayovra (11.x. Ke@ahoaropivn, kapBameveépun r povoRakTapn).

lo1opIkd ikTEpou/nmatikig duaAeToupyiag Adyw apogikiAivng/kAaBouAavikol ogfog (BALTTe
TTapaypapo 4.8)

4.4  Ei1dikég mpoe1dOmWoINTEIg KAl TTPOPUAGLEIC KA TN XPROTN

MNpiv ano v évapén Bepateiag pe apoikiAiviy/kAaBouAaviko ofu, Ba TTpETrel va yivel
TTPOCEKTIKI| DIEPEUVINOY AvaWOoPIKA pPe TTponyoupeveg aviidpacelg UTTEPEUaIOBnaiag aTig
TTEVIKINIVEG, TIG KEQAAOTTTOPIVEG 1} AAAOUG TTapdyovieg pe B-AakTaprn (BAETTE TTapaypagpoug 4.3
kal 4.8).

ZoBapég kal TTepigTaciaka Bavarngopeg avndpaoeig utrepevalaBnaoiag (avagpuAagia) éxouv
avapepBei oe aoBeveig uTtd Beparreia pe TTevikiAivn. Autég o avnidpaceic ival mBavoTepo va
£kONAwBoUV O¢ Adtopa 1ou £xouv I0TOPIKO UTTEPEUaIoBnaiag oTnv TTEvikIAiv kKAl O QTOTIIKA
aropa. Eav mapouoiaartei yia aAAepyikn) aviidpaaon, n Bepareia pe apoikidivn/kAaBouAavikd
ou 1ptrtel va diakomei kar va ekivio €1 kataAANAN evaAAak Tikr Beparreia.

2TV TEPITTTWAN TTou pia Aoipwen eival arrodedeiypéva Adyw HIKPOOoPYavIoHOU(Wwv)
euaioBnrou(wv) arnv apofikiAivr, 161€ TTPETTEl va e€e1AdeTal TO £vOEXOPEVO pETaPOopPAg armod
apoikiAivi/kAaBouAavikd ofU g€ apogikiAiviy oupgpwva pe TIg £TTioNPEG 0dnyieg.

Aut6 10 oKEUaapa Ovopa TTpoidvTog dev eival kaTAAANAO TTPOG Xprion 61av uttTdpxel uywnAog
Kivduvog 1a utTonBépeva 11aboyova va £xouv pelwpévn evaicBnaia 1 aviiotaon oe Tapayovieg
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pe B-Aaktapn mou O¢ev drapeaoAafeitar amo B-Aakrapdoeg euaiobnieg O£ avacToAR amo 10
xkAaBouAaviko ofU  AuTO 10 okeuaapa Oev Ba TTPETTEl va XPENCIPOTTOIEITAl YIA TNV AVTIPJETWITION
avBexTIKOU OTnV TTEVIKIAiVn S. prieumoniae.

2TTaopoi PTTOpEi va eppavioTouv ge acgBeveig ye diatapaxr Tng VEQPIKAG AeiToupyiag ) ot
autoug TTou AapBavouv uynAig 66aceig (BAETe TTapaypago 4.8).

H apofikihivny/kAaBouAaviko ofu Ba pETel va amopeUyeTal eGv UTTAPXE! UTTOVoIa Aoiudoug
HOVOTTUPAVWONG, kaBuig N ekONAWON £vog INapoeIdoug £§avBApaTog EXel OXETIOTEN PE AQUTAV
v TTAaBnar peta amo xpnon apoikiAivig.

H tautoxpovn xprion aAhormoupivoAng kata 1n didpkeia 1ng Beparreiag pe apofikiAivn TTopE;
va au§rjoel TV TBavoTnTa £pEAvVIoNG aAAEPYIKWV OEPUATIKWV aVTIOPAOEWV.

H raparterapévn xprorn PTropei eviote va odnynael e utTepavartuén pn euaioBniwv
JIKPOOPYAVIO WV,

H ep@avion kata tnv £vapén NG Bepameiag evog TTUPETWOOUG YEVIKEUEVOU EPUBNALIATOG
OXETICOUEVO pE PAUKTAIVA PTTOPET va eival GUPTITwHA YeViKEUPEvou knAIDoBAaTidwdouUg
egavBnpatog (AGEP) (BAétre mapdypago 4.8). H avridpaon autry amaitei v d1akoTn Tou
Ovopa mpoidviog kar avievdeikvutal oTToiadATIOTE ETTaKkOAouUBn xoprAynan apotikiAivig.

H apo€ixiAivn/kAaBouAaviko ofU Ba TTPETTEl va X PNOIKOTIOIEITAl JE TTPOCOXN Ot aaBEVEiG e
Evoeign nramnikrig duohemoupyiag (BAETTe Tapaypdgoug 4.2, 4.3 kai 4.8).

Hmanikd mepiotankad £xouv avage pBei kupiwg aE APPEVES Kal NAIKIWPEVOUG aoBeveig kal
HTTOpEi va oxeTioviair pe Tapartetapévn Beparreia. Téroia mepioTatikd TOAU oTTdvIa £X0UV
avapepBei oe Taidid. £€ OAoug Toug TANBUOPOUG, Ta ONUEIa kAl CUPTITWATA CuvhRBwg
gppavifovial katd 1n didpkela ) Aiyo PETA Tnv BepaTtieia, aAAG OE OPICPEVEG TTEPITITWOEIG
HTTOPEI va PNV Yivouv avTIANTITA PEXPI apkeTEg €30opadeg pera mn diakotmn Tng BepaTreiag.
2uvrhBuwg tivar avaaTpéyipa. Ta nmarnikd mepioTarika PITopei va eivar ooapa kai ot eEaIpeTika
OTAVIEG TIEPITTWOEIG, £Xouv avagpepBei Bavartoi. Autoi oxeddv Tavia cuvéPBnoav oe aoBeveig
JJE ooPapr) UTTOKEIEVN TTABNAON 1) e TTAPAANAN Afjwn @appPAakwy YvwaTwy yia 1nv duvnTtika
nrankn Toug dpaan (BAETTE TTapaypago 4 .8).

2uagxengopevn pe aviifioTika koAimda £xel avapepBei oxedOV PE OAOUG TOUG avTIBAKTNPIAKOUG
TTaPAYOVTEG Kal PTTOPEi N BapUTnTA TNG va Kupaivetar amoé ATa £wg amelAnTiknA yia 1r {wn
(BAérTe mapaypago 4.8). Emopévwg, eival anpaviikd va e£e1adetal 10 evOeXOPEVO QUTAG TG
diayvwaong ae aoBeveig Tou mapouaidlouv didppoia kata mn Sidpkeia Tng xoprynong
omoIwvONTIOTE avTIBIOTIKWV ) PETA ATTO QUTY. TNV TTEPITITWAN 1TOU ER@avIaBei koAiTIda
axengopevn e 10 avTiBIOTIKO, N XopAynan apoikihivrg/kAaBoulavikou o&éog TpETTEl va
diakoTTEi apeoa, va ¢nTnBei n oupBouAn yiaTpou kar va apyicer r kataAAnAn Bepameia. Le autn
TNV TEPITTTWAN avTevdeikvuTal N XPrion avTi TTEPISTAATIKWY QAPPAKWV.

Kara 1n didpkeia maparterapévng Beparneiag evoeikvutal e pIodikr) afloAdynan Twv ALITOUPYIWV
TWV OPYAVIKWY CUCTNUATWY, CUPTTEPIAGBAVOREVWY TNG VEPPIKAG, NTTATIKAG KAl QIHOTTIOINTIKAG
AeiToupyiag.

L1Taviwg £xel avagepBei empnkuvan Tou Xpovou TTpoBpopRivrg ae acBeveig TTou Aapfdavouyv
apogikiAivry/kAaBouhaviko ofu. @a TpETTel va epappoleTal katdAANAn TTapakoAouBnan otav
XOopfyouvral Tautoxpova avTiminkiika. Evdéxetal va xpeiagtolv avampooappoyeg tng doong.
TWV-AQPBAvVOPEVWY aTT6 TO'GTOPA AVITTNKTIKWY, WATE va diatneeital 10 embupnTo eminedo
avnirnkTikotnTag (BA&e mapaypagoug 4.5 kai 4.8).

2e aoBeveig pe vegpikr ducAeitoupyia, n 66arn Ba TpETTEl va avarpooappodeTal avaioya e 10
Babyo g duoAeitoupyiag (BAETTE TTapaypago 4.2).

Ze goBeveig pe pPelwpévn TTapaywyn oupwy, TTOAU oTidvia £xer TTaparnpnBei kpuataAloupia
KUPiwG PE TTapeviepikn Bepareia. Katar xopriynan uynAwyv d0oewv apogikiAivig,
evaeikvuTal n diatripnan £11apkoug TTPOCANYNG Uy PWV Kal TTAPaywyr)g oUPWV yIa va HEIWBEI
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meavoTnTa oXNHATIoPOU KPUOTAAAWY apogIKIAiviG 010 oUpa. 2e aoBeveig pe oupokaBe TrPEg,
Ba mpéTrer va mnpeital Taknikog EAeyxog Batortniag (BAETIE TapAypago 4.9).

Kata 1n Bepaneia pe apofikiAivn, Ba pémel va xpnoipomoiouvtar eviupatikég péeodol pe
ofe1daon 1N YAUKOZNG katd Tov £Aeyxo yia TTapouadia yAukolng ata oupa emeidr) weuduwg
BeTik@ ammoteAéopara PTopEi va TTapouciacTouy Pe pn evlupanikég ebodoug.

H mrapouoia kAaBouAavikou of€og 010 Ovopa TTpoidviog PTTopei va TTpokaAéoel pn e1dIke
olvdean 1gG kar Acukwpartivng pe epuBpokuttapikég pepPpaveg kai va odnynoer oe weudn
BeTIk6 €Aeyxo Coombs.

Ymdpxouv avagopég BeTIkWv amroTeAegpatwy pe 1o 1€0T Bio-Rad Laboratories Platelia
Aspergillus EIA oe aoBeveig Tou AapPBavouv apotikiAivr/kAaBouAaviko ofu, 01 0TToiol OTN)
guvéxea Bpednke 6T Sev eixav Aoipwén amd Aspergillus. Alaotaupoupeveg aviidpAdaoeig pe
ToAugakxapidia kal ToAupoupavoleg Tou Bev Trou dev TepiExouv Aspergillus pe 10 1071 Bio-
Rad Laboratories Platelia Aspergillus EIA ¢éxouv avagepBei. Emopévwg, Benikd amoteAéopara
Sokipaoiwyv oe aabeveig Tou Aappavouv apofikiAivn/kAhaBouAavikd oy Ba mpémel va
gppnvevovial pe Tpoooxn kat va empBePaidvovial pe AAAeg diayvwaTikég peBadoug.

400 mg/57 mg/5 ml kovIg yia TOCIPO evaiwpnua (Yyeuon ¢pdouAa)

Ta Ovopa mpoidvrog 400 mg/S57 mglS mg kovig yia Toaipo evaiwpnua mepiéxer 3.32 mg
aomaptapng (E951) ava mi, pia minyn @aivuAaiavivng. Autd 10 pAappako Ba mpETel va
XPNOIJOTIOIEITAI PJE TTIPOCOX I OE a0BEVEIG PE paivuAOKETOVOUPIa.

45 AAMRAemMdpaceig pe AAAQ PpappaxEuTIKa TPOIOVTA Kal AAAEG HOPPES
aAAnAswidpaong

AouBavopusva and 10 gTOUA AVTITTIKTIKG

AagpBavopeva até To 0T0pa AVTITINKTIKA KAl TTEVIKIANVOUXa avTiBIoTika €Xouv XpnoigoTioindei
£uptwg atnV TTPAln xwpic avagopés aAAnAemidpaang. Qo1600, atn BiIBAloypagia uTtdpyxouv
mepImTwoelg augnpévou tieBvoug kavovikoTioiNpévou Adyou o€ acBeveig TTou guvTnpouvTal Pe
Afjym akevokoupapOAng r Bapgpapivng kar TOUG OTToioug Xopnyeitar éva axfiua apogikiAivig.
Y mepimTwOn ToU gival aTrapaitnTn r guyxopnynaon, 6a mpémel va mapakoAouBeitar
TIPOCEKTIKA 0 XPOVOG TTpoBpoRivng fj 0 BIEBVIG kKavoVIKOTIOINKEVOG AQYOG |E TNV TTPOCBIKN i
v anmoéoupon NG apoikiAivrig. EmmAfov, evOExeTal va eival amapaitnTeg avampooappoyEg
¢ 36ang AappBavopevwy améd 10 o10pa avTITTNKTIKWY (BAéTe Tapay pdgoug 4.4 kai 4.8).

O) meVIKIAiVEG evOEXETAI VA PEIWOOUV TNV EKKPION PEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evOexOpEVN augnon T1ogikoTNTaC.

H ouyxopnynon pe mpoPevecidn dev guviataral. H mpoPevedidn PEIWVE T VEPPIKRA
owAnvapiakn anékkpion 1Ng apogikiAivng. H ouyxopRynon pe rpoPeveaion va aufnoel
KOIVO-ETPNKUVELIG- e TTIFEOC apogIkiAivas 610-0ina-0ME Ox1-Tou-kAaBoulavikol o&iog.

4.6 Kunon kai yaAouyia

MeAéTeg o€ {wa Bev katédeifav AUEOEG ) EPPETES ETTIKIVOUVEG ETHTTTWOEIG GTNV EYKUPOOUVN,
atnv avariuén 1ou eyPpuou, OTOV TOKETO ) OTN peTayevvnTikf avamiuén (BAETTe Tapdy pagpo
5.3). Nepiopiopéva atoixeia oxenka Pe 10 xprian apodikiAiving/kAapouAavikot o éog kara mn
diapkela TG kuRoEws e avBpuwTioug dev UTTOOEIKVUOUVAUEN|EVO KivOUVO OUYYEVWIV
dlapaptiwy. Ze pia pOVo PEAETN O€ yuvaikeg ge TTPOWPO TOKETO, TTapainpnoénke ot
Tpo@UAaKTIKA aywyr} e apo&ikiAivry/kAaouAaviko ofU PTTopEi va ouoxenaTei e auénuévo
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KIVOUVO EAKOVEKPWTIKAG EVIEPOKOAITIOOE Twv veoyvwv. H xprion TTpETTEl va attogelyetal katd
1 S1IGpKeEla TG KUNONG, EKTOG edv Bewpeital amapaitnTn amd 1ov yiaTpo.

laAouxia

Kai o1 duo ougieg arropailAovial 010 PrjTpikO yGAa (TiTTota dev eival yvward yia 1ig emdpaaceig
10U kAaBouAavikou oféog a10 BpEpog TTou BnAaler). ZuveTiwg, ot1o BpEwog TTou BriAdalel eivai
meavr n eppavion didppolag kar JUKNTIAcIKhg Aoipwéng Twv BAevvoyovwy, oTmoTe HTTOPEI va
xpelaotei va diakorrei 0 BnAacpodg. H apofikidivi/kAapoulaviko ofu Ba mpémel va
xpnoidotroleital pdvo kata 11y didpkeia Tou Bnhacpol petd ammod agloAoynan Tou.opéAoug/Tou
KivdUvouy atrd Tov Beparovia yiarpo.

4.7 Emdpdoceig ornv ikavoTnTa o8ynong xai XEipiopol PHRxavuwy

Aev TpaypatoToif|Bnkav peAETEg OXETIKA e TIg £TIdpAcelg aTnv IkavoTnta odnynong kai
XEIPIOPOU pnxavwy. Qatdco, evdéxeTal va TapouaiacTouv aveTmBupnTeg eVEPYEIES (TT.X.
aMAepyikég avTidpaaeig, {ahn, OTTAcpPoi), O OTTOIEG PTTOPET va ETTNPEATOUV TNV IKAvOTNI1a
00fyNang kai XeipIgpou pnxavwyv (BAETTe Tapaypago 4.8).

4.8 AveEmIBUPNTEG EVEPYEIEG
O1 moio ouxva avagepBeioeg avernBupnteg evépyereg (AE) eivar didppoia, vaurtia kar €peToq.

Or AE amo kAivikég dokipég kai PETEYKPITIKT TTapakoAouBnon pe 10 Ovopa mpoidvTog,
1aivopnnkav cupgwva pe v Kartnyopia opyadvou auctiuarog kartd MedDRA kal
TTapatiBeviar TapakaTw.

Ma 1nv 1agivounon Twy avemBupunTwy EVEPYEILWV XPNOIHOTTONBrkav or TTapakdTw opoAoyieg.
INoAu ouxvég (21/10)

2uxveég (21/100 €wg <1/10)

Ox1 ouxvég (21/1.000 £wg <1/100)

Zmavieg (21/10.000 éwg <1/1.000)

MNoAu omavieg (<1/10.000)

AyvwaoTn aguyvornra (8ev ptropei va uttohoyiotei amd 1a diaBé apa dedopéva)

ACILWEEIC KO TTAPACITWOEIC
BAgvvoyovodepparikd) kavivriaon Zuxvig

YITEpavaTITuEn pn euaioBniwy opyavio juv AyvwoTtn
Algrapaxfc 1oU QIPOTIOINTIKOU KAl TOU ALPPIKOU CUCTHUATog

AvaoTpiégiun AcukoTrrevia Indvieg
(cupmrepidapBavoutvig ouBLTEPOTIEVIAG)
Opopufokurtaporrevia Lrdvieg
AvaoTpEwiun aKoKKIoKuTIapaipia Ayvwoin
AgoAutixi} avaipia AyvwoTy
Maparetapévog xp0v0$ aioppayiag kai AyvwaoTn
xpovog TrpeBpopPivig -

| Mgrapaxig 10U gvoooToInTIkol guUoTAPATOG
Ayyeioveupwiikd oidnua AyvwoTn
Avaguiaiio : . ‘ Ayvwaotn
Zouvdpopo opordlov pe opovogia AyvwoTn
Ayyoiaxn uTrepeuaioBnoia Ayvwain

AlQTapay£C TOU VEUPIKOU TUOTALIATOC

Zain Oy ouxveg
KegpaAiahyia Oy guxvic
Avaotpéyiun unepdpactnpidétnra Ayvworn
maopoic Ayvworn
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KoAinda ‘N ' ._;__.

ATTOX pWLHIATIO POG TWV BOVTIWYV

Alata a € TwvveE WVKAITWVYOU 0 O WV

K

BA{Tie mapaypago 4.4
2 BAéTie TTapAypago 4.4
* H vautia oxeTileTar guxvoTepa e uynAoTepeg O6oeIc AapuPavopeveg ammd 1o atdépa Av ol
yaatpeviepikég diatapayEg eival EKONAEG, PUTTOpoUV va TTEPIOPIOTOUV HE Try Afjyn Tou Ovopa
TIPOiOVIOG 1MV apyr) TOu yeuparog.
‘ ZuptiepiAapBavopévng 1ng weudopepPpavwdoug koAIndag kar TG aJoppayikng koAindag
gB/\ém T1apaypago 4 4)

Mia pérpia augnaon oe AST kafy ALT éxer onpeiwBei oe acBeveig ou éAaPav avTifioTikd 1ng
karnyopiag B-Aak1apng, ahAa n onpacia autwv Twy EUpnpaTwy eivar ayvwarr).
® AuTég or avemBUPNTEG EVEPYEIES EXOUV ONuEIWBET He AAAEG TIEVIKIANIVEG KOI KEQAAOTTTOPIVEG
BAETTE TTApAypao 4.4).

Av avagpepBei ommoiadnroTe Oeppankr aviidpacon utepevaidbnaiag, n Bepameia Ba TpéTel
va diakomteral (BAéme mapaypago 4.4).
" BAéTIE TapAYpa@o 4 9
? BAéTe mapdaypago 4.3
% BAéTie Tapaypago 4.4
400 mg/57 mg/5 mi kOvIG yia TTOOIPO evarupnua
"' ETH@avEIQKOC QTTOXPWHATIONGS Twv BOVTILV £xel avapepBei TOAU oTravia ot Taidia. H
KaAr) aTOpaTIKY)
uyleIvr] TpoAapBAvel Tov amoxpwpanopd, kabweg ouviBwg arrokaBigrarai pe 10 Bouptoioua
Twv JoVIIWV.
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49 Ymnepdoooloyia

Supmriwpaia ka gnucia utre pboooAgyiag

MrTopei va ep@aviaTolv yaocTpeviepIKG CUPTTTWLATA Kai diatapayri 1ou 10o0fuyiou uypwv kai
nAekTpoAutwiv. ‘Exer traparnpnBei oxnpanopog kpuoTaAAwVY apogikiAivng a1a oupa, o oTroiog,
gviote, odnyei o€ ve@pikry avertdpkeia (BAETTe TTapaypago 4.4).

2TTao oI PTTOPEI va eppavioTolv oe acBeveig pe diatapayrn TNG VEQPIKNG Aeltoupyiag f} ae
autoug Trou AapBavouv uynAEg BOEIG.

‘Exer avagepBei 611 n apofikiAivn kaBi{avel oe oupokaBETAPEG, KUPiwG PETA aTTo evOOPAERIa
Xoprynon peyGAwv dooewyv. Oa TIPETIEN va TNPEITal TaKTIKOG EAEYXOG Batotntag (BAETTE
Tapaypago 4.4)

Ocparnieia SnAninpiacrc

TayaoTpeviepikG@ CUNTITWHATA YTTOPOUV Va aQvTIHETWITIOTOUV CUMTITWHATIKG, SivovTag
TTpOCcOoxr 010 100{UYI0 vepou/nAekTpoAutwy. H apogikiAivn/kAaBoulaviké o&u ptropei va
QTmTopakpuvBei a1rd Tnv KUkKAoWopia pe ailpokadapaon.

5. OAPMAKOAOTIKEL IAIOTHTEL

51 ®appoakoduvapikic 1I010TITES

DappakoBeparTeuTIKg KATNyopia: Zuvouacopoi TTEVIKINVWY, CUPTTEPIAAHBAVOPEVWY TWwV
avac1oAéwv B-Aaktapdong, kwdikog ATC: JO1CRO2

Mnxavioudc Spaonc

H apolikiAivn gival pia npiouvBeTikr TTevikiAivn (avTiBioTiko pe B-AakTdpun) mou avacTéAAel £va i
1TEPI000OTEPA £vupa (Ouxva avagEpovial wg TTpwieiveg auvdeang Twy TrevikiAivwy, PBP) atn
BroouvBeTikr) 000 TNG BakTnpiakng TeTTIO0YAUKAVNG, N OT1T0Ia ATTOTEAEI AvarrooTTac 10 OOLIKO
ouaTaTnikod Tou BakTNPIaKOU KUTTAPIKOU TolxwHatog. H avacTtoAr} 1ng ouvBeong
11emnidoyAukavng odnyei o1V arroduvapwan 10U KUTIApIKoU ToIxuIPaTog, N otroia cuxva
akoAouBeitar atd kuitapoAuan kai Bavarto.

H apogikiAivn eivar euaioBnin otnv arrodopnon aro B-Aakiapdceg Trou TrTapdyovial armo
avBekTIKa BakTrhpia kai, EMopEVWG, Oev eival OpacTikf) Ao povn TNG €vavii opyavicpwy TIou
Tapdyouy Tétola evqupa.

To xAaBouAaviko o0&y cival pia B-Aak1aun TTou oxeTiCeTal SOPIKA PE TFEVIKIAIVEG. ATTEVEPYOTTOIE]
opIoHEva évqupa 1ng B-AaKTapdong arroTpETIovIag, we ek TouTou, TNV adpavomoinon 1ng

apogikidivng. To khaBouAavikd ofu pepovwpéva dev aokei KAIVIKG XpriCIpn avTifakTnpiakr
gridpaan.

Ixfon PKIPD

O xpdvog avw NG AdXI0TNG avacoTaATikig ouykévipwang (T>MIC) Bewpeital o1 gival o
peifv kaBopioTIKOG TTApAyovTag armoTeAeapankoOTATAg yia 1nv apogikiAivn.

Mnxaviguoi gvrigraonc

O1 Buo kUpIot pnyaviopoi aviiotaong oTnv apogikiAivn/to kAaBouAaviko ofu eivai:

. Adpavotroinon amo exeiveg 11 BakTnplakég B-Aakiapdoeg rou dev avacTeAAovial ol
idie¢ amd khapouAaviko ofu, cupTrepIAapBavoptvwy Twv katnyopiwyv B, C kai D.

. MetaBoAn Twv PBP, n otToia peiwvel 1 Cuyyevela Tou avrifaktnpiakoy rapayovia yia
10 OTOXO.
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H pn diamepatdétnia BakTnpiwv f pnxaviopoi aviAiag ekpong PITOPEi va TTPOoKaAéoouv
Baktnpiakr) aviioraon 1} va ouvieAéoouv oe auth, 1diaitepa oe Gram-apvnnika Baktripia.

2npeia DIaKoTIig

Ta onueia diakorrig MIC yia v apoéikiAiviy/io KAaBouAaviko oy civar ekeiva 1ng Eupwiiaikng
Emirpotn¢g yvia toug Avipikpopiakoug EAtyxoug EuaioBnoiag (EUCAST)

Moraxe Ja catarrhalis <1 > 1
amv 3 £0.25
' 8
Stre tococcus
S S S -
QVAPEPOPEVES TIHIEC Eival yIa TIC TOUG OKOTTOUG TWV

eAEyxwv euaigBnaiag, N ouykévipwan KAaBouAavikou of€og opidetar ata 2 mg/l
20 avagepopEVEG TILEG Eival yIO TIG OUYKEVTPWOEIG O&akiAivig.
o) TpPEG Twv anptiwv diakotrig atov TTivaka Bacifovial ata arjueia diakottig TG APTTikIAivig
* To onpcio Oigkorig TnG avioxng R>8 mg/l diacpoaAidet 611 OAa 10 aTTopovwHEVa OTEAEXN HE
yqxovuopoﬂg avioxng avagpépoviar wg aveekTika.

Or1 nipEg Twv anpeiwv diakotrg oTtov Trivaka Bacifovial o1a anueia 81akoTig NG

O emimroAaopég avriotaong evoexopEvwg TToIKIAEI avaAoya pe TNV TIEPIOXT KAl TOV XPOvo yia
€Ay EVa €i0n kal N TOTTIK TTANPO@OPNON OXETIKA PE TNV avTioTao n gival emBupnT, kKuUpiwg
kata 11 Bepareia coBapuv Aoipwéewv. Avaloya pe Tig atrannocig, 8a pérer va {nreitai n
ouvbpopn e1dIko 6tav o ToTMIKGG ETTITTOAQC POG avTioTaang diakuBever T xpnoioTnTa Tou
TTapayovTa TOUAaXIOTOV O € OpPIOEVOUG TUTTOUG ACIPWEEWV.
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Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaioBntog a1n PeBikiAivn)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes kai dhAor 3-algOAUTIKOI GTPETTTOKOKKOI
Opaba Streptococcus viridans

At ol a i
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp

Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

AANYEI-E.4250-13/4
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Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Aoitroi

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti

M co

3 ®uoikf evdiapeon evaioBnoia aTrouadia £TiKTATOU PNXAavIoPoyU avTiotaong.

£ . . . . .
OAoi o1 avBekTikoi Ty PEBIKIANiVR OTAQUAOKOKKOI €ival avBeKTIKOI TRV

apo&ikiAivn/kAapBouAaviké ogu

' Streptococcus pneumoniae Tou gival avBeKTIKO o1V mevikiAivy dev Ba mpéTrel va
avnpeTwmidetal pe auto 10 okevacpa apodikihivig/ikAafouAavikol oéog (BAETTE

napaypdgous 4.2 kai 4.4).

L1eAéxn e pawpévn euaiobnaia £éxouv avapepBei og OpIoPEVEG XWPES 1NG EE pe ouxvotnta

€ 10%.
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52 QappukoBUvapIKEG 1IBIOTRTEG

Anoppognan

H apogikiAivny kar 10 kAaBouAaviko ogu diaAuoviar TARpwg oe udatikd dIAAupa pe YUCIOAOYIKO
pH. Kai 1a duo cuartatika amappopwviar ypriyopa kal KaAd pEcw 111G odou xoprynaong ano 1o
atopa. H armoppopnan g apodikiAiviig/tou kAaBouAavikou o&éag BeATioToTToiEiTal O1aV
AapBaveral otnv apxn evog yeupatog. Meta ammd xopriynon amno 1o otépa, ) apodikiAivr kar 1o
kAaBouAaviko ofu eivar repittou 70% BiodiaBéoipa. Ta mpowiA TTAdopaTog kar Twv duo
ouoTatikwy givar mTapopoia kai 0 Xpovog £wg 1n PEYIOTN CuykEVTpwan 010 TAAopa (T,,s,) O
KABE TTEPITITWOIN Eival TTEPITTOU pia wpa

Ta amoteAéoparta appakokIvnTIKnG piag pEAETRG, aTnV OoTToia Xopnyrnenkav diokia
apogikidivac/khaBouravikou 0&€og (875 mg/125 mg 1pEiG-Qopig NuEPNCiwWG O KATACTAOT)
vroTeiag o€ opadeg vyiwy eBeAoVTWY TTapouaialovial TapakaTw.

Méoeg (+ SD)mapadueTpor 9appakokivnTIKng

ApaoTikn oucia(eg) Adaon Crnax Teax " AUC (g.24m T2 |

Xopnynbnoa {mg) (ug/ml) (h) ({(ug.h/mi) (h)

ApotikiAivr

AMX/CA 875 11.64 1.50 53.52 j 1.19

875 mg/125 mg +2.78 (1.0-2.5) +12.31 | 4021
~_KhaPouhaviko oty |

AMXICA 125 2.18 1.25 10.16 096

875 mg/125 mg +0.99 (1.0-2.0) +3.04 +012 |

AMX — apo&ikidivr), CA — KAGBouAaviko ofu
* Méon nur (e0pog)

O ouykevIpwOoeIg TG apogikiAivng kal Tou kAaBouAavikou 0§£og aTov 0po, O1 OTTOIEG
gmruyxavovrtal pe apodikidivrykAaBouAaviko adu, eivar mapOpoleg HE EKEIVEG TTOU TTapayovTal
and 1nv and Tou 010uAaTog XopPriynarn iIcoduvapwy d6cewv apogikiAivrg rp kAapouAavikou
0¢£0G pepovwEvVa.

Karavoun

Mepimmou 25% 10U ouvoMikou kKAaBouAavikou o&éog oTo TAGoa kal 18% 1nG CUVOAIKNG
apoéikiIAivig oto mAGapa guvdieTar pe mpwieiveg. O gp@avrig OykOg KATavoprig eivar TTEPITTOU
0,3-0,4 I/kg yia 1nv apagikiAivn kar repimou 0,2 i/kg yia 1a kAaBauAaviko ofu.

MeT1a amd evOo@AERia xopriynan, 1000 n apadikiAivn) 600 kar 10 kAaBouAavikd o&u BpéBnkav
o1 xoAndOXO KON, OE YaoTpIkO 10TO, 010 OEPHA, aT0 NITTOG, O€ JUiKoUGg 161006, o€
apBpooieAIkO kal TTEPITOvVaikO uypo, a1 XOAr kal og TToov. H apogikiAivi) dev kartavéperal
IKQVOTTONTIKA OTO EYKEPYAAOVWTIAIo uypo.

ATTO peAéTeg oe {wa dev uTTapyauv evOEiEIS yIa OnuavTIke Karakparrar o1oug 1I0ToUg UAIKOU
TTOU-TTPOEPYETGI-OHO-TO-PAPRHaKo-yIa oTolndAnoIt-ouatanka.  H apoduadivn, dTiwg o
TTEPICOOTEPEG TTEVIKINIVEG, HTTOPET va avixveuBei 010 pnTPIKO yaAa. Z10 pnipikd yaha priopouv
£Miong va eviomiatouyv ixvn kKAaBouAavikou oéfag (BAETe mapaypaga 4.6).

Téoo napogixiAivn 600 Kal 1oy kAaBouAaviko ofu £xouv beigel va diatrepvouyv 1av paypo Tou
TTAaKOUVTa (BAETTE Tapaypago 4.6).

Biouetaoynuanouoc

H apo&ikiAivn atroBalAerar ev pépel ata oupa wg avevepyod TTeVIKIANAGIKO 0&U O€ TTOC0OTNTEG TTOU
10oduvapouv pExprl 10 £wg 25% g apxikAg 80ong. To kAaBouAavikd ofu petapBoAilerar
ekTeTapéva otov avBpwrra kar armrofaAAeTal gta oupa kat 1a xorpava wg O10&gidio Tou
avBpaka oe amoBaAAopeva aépia.
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ATI0B0OAn

H kUp1o 086¢ atmoBoAng yia TNV apofikiAivn eival pEqw TWV VE@PWV, EVW Yia T0 kAaBouAavikd
o&u gival kal pe VEQPIKOUG KAl PE N VEPPIKOUG PIXavIapoug.

H apoixihivi/kAaBouAavikd ofu éxel péan nndwn amoBoAng xata Tpootyyion pia wpa Kkal
péon oAk kaBapon kata mpoatyyian 25 I/h oe vy atopa. Tepitmou 10 60 €wg 70% NG
apogikihivng kal TTepitrou 10 40 éwg 65% Tou KAaBouAavikou o&éog atToBAAAETaI avaAAOIwWTO
o710 oUpPa KATA TIG TPWTEG 6 h peTa ammd TN Xopriynon pepovwpévwy diokiwv Ovopa 1Tpoioviog
250 mg/125 mg 1) 500 mg/125 mg. Alapopeg peiéTeg £xouv dlamioTwaoel 611 N amofoArl oTa
oupa eivar 50-85% yia tnv apofikiAivn kar amd 27-60% yia 1o kAaBouAaviké oéu péoa ae
0130Trpa 24 wpwv. 21NV TEPITITWON Tou kKAaBouAavikou o&£og, N pPeyaAuTepn TooOTNTA TOU
(pappakou arroBaAAeTar kaTa TIg TTPWTEG 2 WPEG KETA aTT0 TN XOpAYNON

H 1rapaAAnAn xprion mpoReveaidng kaBuoTte pei Tnv attofoAn apodikihivng, aAia dev
xaBuaTepei 1 vegpikr) amofoAn kAaBouAavikou offog (BAETTe TTapdaypago 4.5).

HAikia

H nudwn amofoAng 1ng apofikiAivig gival mapopoia ota maidid nAikiag 3 pnvwv TTEPITIOU Ewg
2 £TWV e 1a peyaAutepa Taidia kal eviphikoug. 21a TOAU veapd 11aidid (repiAapfavopévwyv
TwV veoyévvnTwyv) Kata v Tpwrn efdopada 1ng {wrig Toug, 1o didatnpa xoprynong 6ev Ba
TpéTrel va uTrepPaiverl ig dUo YopEg TNV Népa Adyw TG avwpipodTNTag NG Veppikig odou
amékkpiong. E@ooov of nAikiwpévol aaBeveig givar TBavoTepo va 11apouaialouv peiwpivn
vE@pikr AgrToupyia, Ba Tpé el va 0oBei TTpocoxr} oTnv eTTIAOY TG OAANG kAl PTTOPEi va givai
Xpro1un n TapakoAouBnaon 1NG VEPPIKNG AEIToupyiag.

duAo
Mera ammo xopriynon ammo 10 o10pa apodikiAiving/kAaBoulavikou 0g£og ot uyieic avdpeg kAl
YUVaiKeg, 10 guUAO dev TTapouacIAdel onuaviikn e11idpaacn o1 PappPaKoKIVATIKA, EITE TG

apo&ikihivng, €ite Tou kAaBoulavikou oEog.

Neopikf dugAatoupyia

H aguvoAikf kaBapon 1ng apodikiAiviig/tou kAaBouAavikou 0&£og atov opd pelwveTal kar'
avoAoyia pe Tn peiovpevn ve@pikn Acitoupyia. H peiwan 1ng KaBapaong Tou gpappdkou gival 1o
£kdnAn yia 1nv apofikihivn oe axéan pe 10 kAaBouAavikd ofu kabuwg péew NG VEQPIKAG odou
atrofBdAAeTal peyaAlTEPO TTOGOOTO apogIKIAiVvIG. ZUVETIWG, OTN veppikiy SuaAeiToupyia, o1
00aelg TTpETTEl va TTpoAapBavouy Tnv aokoTin cuagowpeuon apodikiAivig kar va diatnpouv
mapdAAnAa emrapkn emimeda kAaBouAavikou ofEog (BAETTE TTapdypa@o 4.2).

Hratikf dugAsitoupyia

AcBeveic pe nmankn dugAeitoupyia 8a peTrel va Aapfavouv 06arn pe ipoooxr kal Ba TTPETTEl
va TapakoAouBeital n nratikiy Aeitoupyia ava takia diactApara.

5:3 Flpexivika-debopévaviaTnv-aopaAsia
Mn kAivika Oebdopéva bev atmmokaAuTITouv katolov €1dikd kivduvo yia Tov avBpwTio pe Baon
peAETEG pappiakoAoyiag ag@aAelag, yovidioTogikdTnTag Kal To§IKOTNTAg TNV avamapaywyik

IKavoTnTa.

MeA€Teg To€ikOTNTAG ETTAVAANTITIKWY DOCEWV TTOU TTPaypaToTToINBnkav e OKUAOUG g
apo&ikihivn/kAaBoulaviko o&u, katadeikvuouv yaatpikd epeBIopO kail £ETO Ka!
amoxpwianiopévn yAwaoaoa.

Acev £xouv BiefaxBei peAéTeg kapkivoyeveong pe 10 Ovopa TPoidvTog 1} Ta GUCTATIKA TOU .
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QAPMAKEYTIKEZ MAHPO®OPIEL

Katdahoyog exkdoxwv

Aoupfarornieg

Alapkeia {wrig

Iowaitepeg TTpopuAGelg kaTa TV YUAaln Tou TIPoidvTOg

@O Kal CUOTATIKA TOU TTEPIEKTH

1D1aitepeg TpoPuAGLeic aTroppIPi G Kat GAAOG XEIPIOPOG

Kapia €101kn uttoxpéwan

400 mg/57 mg/5 mi kOvIG yia TTOOIH0 evaispnpa (Yeuarn ¢paouAa)

EALyxete 611 10 0@pAyIopa gival GBIKTO TTPIV aTTO TN XPRON. AVAKIVEITE T} GIGAN yia va
EEKOANAOET N kOVIG. TTpooBeate vepod (OTTWG evdeikvuTal TTAPAKATW), AvacTPEYTE Kal
avakivAoTe kaAa. EvaAAakTika yeRioTe TN @IGAN pe vepo pExpr Aiyo TTapakdatw atmo Tn xapayn
aTnV £TIKETA NG GIAANG, AvACTPEWTE KAI QVAKIVAOTE KOAQ. X1 OUVEXEIQ YEWIOTE e vepd
aKkpIBwG HEXPI TN Xapayrj, QvacTpEWTE KAl TTAA QVaKIVAOTE KaAQ.

Nepiexrikérnta Oykoc vepoU TToU TIPETIE VO TeAKOC 6YKOC avaouaIgutvoy
npoo1eBe] via 1ny AauBavoucvou ammd 10 o10Ua
avaouortagorn {(ml) evaiwpnuatog (mh

- 64 70

Avakwnio1e kahd ) @IaAn Tpiv oo kaBe doon.

10.

KATOXOZ THL AAEIAL KYKAO®DOPIAL

APIOMOLZ(Ol) AAEIAL KYKAODOPIAL

HMEPOMHNIA MPQTHE EMKPIZHI { ANANEQIHI THI AAEIAL

HMEPOMHNIA ANAOENQPHIHI TOY KEIMENOY
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I.1. H Nepilnun Xapakinpioikwv 10u MpOidVIOG PAPHAKEVTIKWY TIPOIOVTWY  TTOU TIEPIEXOUV
dpac1ikd ouatatikd AMOXYCILLIN + CLAVULANIC ACID, Koévig yia Tooipo evaiwpnpa
600mg/42,9mg/5mi opiletal wg 4N

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZ

Ovopa mpoidviog 600 mg/42.9

2. NOIOTIKH KAI MOXZOTIKH IYNOEXIH

Ta 5 ml avaouoTapévou evaiwpnparog mepiExouv 600 mg apogikiAAivig (wg TpiEvudpng) kar 42.9
mg kAaBouAavikd o&u (wg aiag kahiou).

Ma.tov-rAfpn

3. DAPMAKEYTIKH MOPOH

Kovig yia 10010 evalwpnpa.

4. KAINIKEZ NAHPO®OPIEL
4.1 OgpameuTikig EVOEILEig

To Ovopa mpoidviog evdeikvuTal yia TRV BepaTteia Twv mapakaiw Aoipwéewv oe maidia nAikiag
TouAdyIoTOV 3 pnvwy Kal BApoug owpatog piIkpoTepou Twy 40 kg, TTou TpokARBnkav A
maoTevETal OT) TTPOKAIBNKav amd avBekTikG o1nv TevikiAivn Streptococcus pneumoniae (BAeTTe
Tapaypapous 4.2, 4.4 xai 5.1):

. Oteia péon wrinda
. Efwvoookopeiakn Tvevpovia

©Os TpeTTer va AapBavovial ursyn o1 eTTioneG odnYieg avapopika PE TV kataAAnAn xprion
avtIBakTnpIakwy Tapayoviwy.

4.2 AoooAoyia Kat TpOTTOG XopNynong

O1 boaeig ekppadovial ge OAO TO KEIPEVO WG TTPOG TO TTEPIEXOPEVO OE apodikiAivry/khaBoulavikd
o&U pe e€aipeorn) o1av oi BOoEIG dNAWvVOVTal WG TTPOG Eva PEPOVWHEVO CUCTATIKO.

H 66an Ovopa Tpoidviog TTou £TIAEYETal yia Th BepaTieia pag pepovwpévng Aoipwéng 8a
TpETel va AapBaver uown:

. Ta avapevopeva maBoyodva kat 1R TBavr) Toug evaiabnoia oe avTifakTnpiakoug
mapayovieg (BAETTE Tapaypago 4.4)

. Trp-Raplinta Ko-10-gRPEIC-HG-ABIBWENG

» Tnv nhikia, 70 Bapog xai 1 vegpikil AeiToupyia 1ou acgBevoug, OTTwg Paivetal mapakdTw.

H Bepatieia dev Ba mpémrel va emexTabei mEpav Twv 14 NUEPWV xwplg cnovr_émooq (BAETTE
TTapdypawgo 4.4. oxeTIkA PE TRV TTapatetapévn Beparreia). . .

Evahikol kar Taibida > 40 kg

Aev uttapyxer epmreipia pe 1o Ovopa TpoiovTog evaiwpnpa oe eviAikeg kal Taidid 2 40 kg, kai
eTTopévwg Oev prmopei va doBei boooloyiki ouarTaon.

Naidia < 40 kg {nAkiac 2 3 unviuv)
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H guvioTwpuevn d6on Ovapa Tpoidviog evaiwpnua eivai 90/6.4 mg/kg/npépa xopnyouueva e
OUO 100pEpWG KATAVEPNPEVES DOOEIC,

QOev diatiBevrar kAivika dedopéva yia 10 Ovopa poidvTog yia Taidid nAikiag pikpotepng Twv 3
pNVvwv.

Negpik dugAgiToupyia

Qev ammaiteitar avampooappoyn 1ng 66ong oe aoBeveic pe kaBapon kpeanvivng (CrCl)
peyaAutepn amo 30 mi/min.

Ze aoBeveic pe kabapon kpeamivivng pikpdTtepn amd 30 mi/min, n xprion 1ou Ovopa TTPoiotvTog
0ev guvigtarar kaBwg dev gival duvartr n avampooapuoyn g 66ongG.

Hmarnik dugAeiToupyia

XoprRynan Pe TPoooXnA kal €Aeyx0G TNG NITATIKNAG AcIToupyiag o€ TakTd Xpovikd diaatipara
(BAéTre Tapaypagoug 4.3 kai 4.4).

Tpormocg xoprynong

To Ovopua mpoidviog TpoopileTal yia Xxprion amo 1o oT6pa

Xopryynon kata 1nv évapén evog yeupatog, wate va eAaxioTortoinBei n evoexopevn
yaotpevtepiki duoavetia kar va BeAngromoinBei n amoppdpnon 1ng apofixkiAivrg/tou
kAaBouAavikou oE€og.

AvakivAoTe yia va EEKoANNOEr N KOVIG, TTPOOBEaTE vEPO OUNPWVA PE TIG 0Onyieg, avaaTpEPeTe
KQI QVAKIVEITE.
Avaxiveite kaAa 1n eidAn TTpiv ammo kabe doon (BAéTTe Tapdypayo 6.6.)

43 AvrevdeEigeig

YmepevaioBnaoia otic OpaaTikéG ouaieg ae oTmoIadnTToTe aTrd TIC TEVIKIAIVEG f] € KATTO1I0 aTTo Ta
¢xdoxa

lotopikd gofapng aueang avtidpaaong utrepeualoBnaoiag (1m.x. avaguAagia) oe aAov B-
AakTtapikd TTapayovria (1m.X. ke@aloatopivn, kapBatevéun ) povoBaxktaun).

loTopik0 ikTEPOU/NTIATIKAG OUOAEITOUpyiag Adyw apofikihiviig/kAaBouAavikou ofEog (BAETTE
Tapaypa®o 4.8).

4.4 Eidixég mpoeibomoiaeig xar mpopuAdieig kard n xpnan

Apiv ano mnv évapén Bepartreiag pe apoixiAivn/kAaBouAavikd ofu, Ba Tpémel va yivel
TIPOCEKTIKA DIEPEUVNON AvaPOPIKA PE TTPONYOUHEVEG avTIOPATEIG UTTEPEUAIOBNaiag oTig
TTEVIKINIVEG, TIG KEQaAoaTTopiveg 1l AAoug TTapdyovTeg pe B-Aaktapn (BAée mapaypdagoug 4.3
Kar 4.8).

2oBapég kal TTepioTaciakd Bavatn@opeg avnidpaocig urepeuaraBnaiag (avaguiaéia) éxouv
avapepBei oe aaBeveig utto Bepameia pe evikiAivn. Autég or avnidpaoeig eivar mBavorepo va
£xONAwBoUV € Atopa TTou £XOUV I0TOPIKO UTTEPEUAICBNaiag aTnv TTevIKIAivn Kal g€ aroTmkd
aropa. Eav mapouaiaarei pia alepyixn avtidpaon, n Bepartteia pe apofikidivn/kAaBouiaviko
o&u pémer va diakorrei kar va exivihoel kataAAnAn evalAakTikr Beparreia.

21NV TEPITTTWON TTou pia Aoipwén eival amodedeiypéva Adyw HIKpoopyavioou(wyv)

guaigdnrou(wv) atnv apofikiAivn, 10Te TPETTEI va €§eTAdETAI TO EVOEXOUEVO PETAPOPAG ATTO
apotikiAivn/kAaBouAavikod o&u oe apoéikiAivn aupewva pe TIg eTTionpeg odnyieg
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ZTTQCPOi PYTTOPEI Va EPPavicTolv O€ aaBeveiG pe &iarapaxn 1ng VEPPIKNG Acitoupyiag n oe
autoug Tou AapBavouv uywnAeg docelg (BAETTE TTapaypago 4.8).

H apofikiAivi/kAaBoulaviko o Ba TTPETTEI va aTTOPEUYETAl EAV UTTAPYXEI UTTOVOIa AoIpWOOoUG
HOVOTTUPAVWANG, KaBwg N ekdNAwaGn £vog IAapoetdoug e£avBruaTtog €xel OxETICTE PE QUTAV
TNV TTABnon Peta amod xprnon apodikiAivng.

H 1autdypovn XPNoN ahhotroupivodng kard 1n didpkeia g Bepateiag pe apogikiAiv) yTropei
va auénaer Tnv mBavoTrTa eppaviang alAepyikwy deppatikwy aviidpaoewy

H Traparterapévn XPNarn BTTopEi evioTe va odnynoer og utrepavamiugn pn euaicbnrwyv
HIKPOOPYAVIGHWV.

H ep@advion kata tnv évapén 1nG Bepateiag evog TTUPETWOOUG YEVIKEUPE VOU. EpUBHATOC
oXxendopevo pe @AUKTaIva PTTopEi va gival cUPTTwEa yevikeupévou knAidoBAatidwdoug
eEavonparog (AGEPR) (BAére Tapaypago 4.8). H aviidpaon auti ammaitei v d1IGkoTr ToU
Ovopia mpoléviog kar avievdeikvutal omroladiTroTe eTTakoAoubn xopriynon apogikiAivng

H apoéikiAivry/kAaBouAaviko ofu Ba TTPETTEl va XProIPOTIOIEITAl PJE TTPOCOXH O€ aoBeveig e
£vdeaiEn nmatikng duoaAcitoupyiag (BAETTE Tapaypdgoug 4.2, 4.3 kai 4.8).

HmaTtika mepIoTanika £éxouv avapepBbei kupiwg oe ApPEVEG Kal NAIKIWPEVOUG aaBeveig kai
HTTOPEi va oxeTifovTial pe apatetapévn Bepateia. TéToia TTEPIOTATIKA TTOAU GTTAVIA £X0UV
avapepBei e Ta101d. Ze 6Aoug Toug TTANBUCHOUG, Ta CNUEIA KAl CUPTTITWHATA CUVABWG
ep@avidovral kata tn Oidpkeia ) Aiyo perd v Beparteia, aAAG o€ OPICPEVEG TTEPITTTWOEIG
PTTOPEI va PNV Yivouv avTiAnTiTa péxpl apkeTég efdopadeg petd 1n diakoTh 1rig Bepameiag
ZuvnBwg cival avaoTpéyipa. Ta Nmatikd mePIoTAnika Pmmopei va eivar coBapd kar e eEaIpeTika
OTIAVIEG TTEPITTTWOEIG, £XOUV avagepBei Bavator. Autoi oxedov mdvia cuvéPnoav ae aagBeveig
He ooBapn UTTOKEIPEVN TTABNAN 1 pe TTapAAnAn ARy n eapudkwy yvwaTtwy yia 1nv duvntika
nmatikf Toug dpacn (BAETTe Tapdypago 4.8)

Zuoxen{opevn Pe avTiBionika koAinda €xer avapepBei oxedOV pe GAOUG TOUG avTiBakTNPEIakoug
TTapdyovTeg kal PTTopei n BapuTnid Tng va kupaivetal amo Ama éwg amelAnTtikn yia n {wr
(BA&Te Tapdypawo 4.8). Emopévwg, gival anuaviiko va e€£1aleTal 10 evOeEXOHEVO AQUTAS TG
diIdyvwaong og aoBeveig Tou rapouaialouv diappoia katd 1 didpkeia NG XopRynong
OoTTOIWVOATIOTE aVvTIBIOTIKWYV ) JETA aTTO AuTr. ZTNV TTEPITTTWAON TTOU £P@avicBEi koAimida
OXem¢opevn Pe 10 aviiBiotikd, n xopnynaon apofikiAivig/kAaBoulavikou oféog TTpEéTTel va
diakoTrei apeaa, va {n1nBei n aupBouAr yiaTpou kar va apyioel | katdhAnAn Beparmeia. Ze auTh
TNV TTEPITTTWAN avievdeikvuTal n XPRcn avil TTEPICTAATIKWY GapPAKWY.

Kata mn didpkeia maparetapévng Beparmeiag evdeikvuiar mepiodikn afloAdynan Twv AgiToupyiwyv
TWV OPYAVIKWV CUCTNUATWY, CUNTTEPIAGUBAVOPEVWY TNG VEQPPIKAG, NTTATIKNG KAl AINOTIOINTIKAG
Agitoupyiag.

Inaviwg €xel avagepBei eTTIpRkuvan Tou Xpovou TTpoBpoysBivng oe aoBeveig Tou Aapfdavouv
apotikiAivn/khaBoulavikd ofu. Oa mpéter va epappdletal katdAAnAn mapakohouBnaon drav
XOPryouvial Tautdxpova aviirinkTika. EvOéxetal va xpeiaagtouv avampooappoyeg 1ng HAang
Twv AapBavopevwy amo 10 GTONA AVTITINKTIKWY, waTe va diatnpeital 10 emBupn1o emimedo
avtiimrnkTkOTNTag (BAé e Tapaypd@oug 4.5 kai 4.8).

2 aoBeveiG pe peiwpévn TTapaywyn oUupwy, TTOAU oTrdvia £xel TapatnpnBei kpuataAioupia
“UKUpIWG PETTapevTEPIKA:BepatTeia. ~Kata 11 xopriynon vywnAwv ddéacwv apofikiAivig,. -
evdeikvutal n diatripnan eTTapkoug TPOCANYNG UYPWV KAl TTapaywyrig oupwyv yIo va peiwbei n
mBavoTnTa OXNUaTopPou kpuaTaAAwv apoikiAivng ota oupa. Ze aobeveig pPe oUPoKaBETNPEG,
Ba TpéTel va Tnpeitar 1akTikog EAeyxog Batotniag (BAETe Tapdypago 4.9).

Kara 1n Bepareia pye apofikiAivn, Ba pétel va xpnaipgotroiouvial eviupatikég peBodor e

ofe1baan g YAUKOLNG katd Tov £AEYX0 yia TTapoudia yAukolng ata oupa eTeidr yeudwg
BETIKA ATTOTEAECATA PTTOPEI VA TTApoUCtACTouV pe pry evIupaTikég peBadoug.
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H wapouaoia kAaBouAavikou oféog o1o Ovopa TTpoidvIog PTTOPET va 1T pOKAAETE! [ E10IK
ouvdeon 1gG kar Aeukwpartivng pe epuBpokuTIapIkéG PEPPPAVES Kal va 0dnynoEl O Weudn
Benixo £€Aeyxo Coombs.

Y11dpxouv avagopég BeTIkwv armoteAeopaTwy pe 1o 1éoT Bio-Rad Laboratories Platelia
Aspergillus EIA e aoBeveig 1Tou AapBavouv apogikidivi/kAaBouAaviko ogu, o1 0110i01 0T
ouvixela BpéBnke om dev gixav Aoipwin amo Aspergillus. Hlactaupoupeveg avnidpaceis pe
TTOAUCaKXapPidIa kal TTOAUPOUPAVOLEG TTOU DEv TT0U Oev TTEPIEXOUV Aspergillus pe 10 1€0T Bio-
Rad Laboratories Platelia Aspergillus EIA éxouv avagepBei. Etropévisg, BeTika amoteAéopara
doKIpaoiwy o€ acBeveig TTou AapBavouv apotikiAivn/kAaBouAavikd oy Ba 11péTtel va
£ppNveUOVTal PE TTPOCOXN Kal va emiReBaidvovial Pe AAAeg dIayVWOTIKEC HEBODOUG.

To Ovopa 11poiovTog kOvIG yia TTOCIPOo evaiwpnpa MepIExel 2.72 mg aotaptdpng (ES51) ava
ml, pia_nyry eavuAaAavivng. Autd 10 pdppako Ba TTPETTEL va XpnOHIOTIOIEITal JE TIp000X ) O
aoBevei¢ pe gaivulokeTovoupia.

To Ovopa mpoidviog kOvIG yia TTOCIHO evaiwpnua TepiExel JaAtodegipivn (yAukdln). AobBeveig
pe omravia duoartoppdenan yAukolns-yaAakiolng Oev Ba rpémer va AapfBavouv autod 10
(pAppako.

4.5 AMNAeTIOpAoEIg pe GAAG PAPPAKEUTIKE TTPOIGVTaA KAl AAAEG pOPPEG
aAnAemmidpaang

AauBavéptvo and 10 016ua gVTITINKIIKG

AapPavopeva anod 10 o16pa avinTAKTIKA Kal TTEVIKIAVOUXa avTIBIOTIKG £XOUV XPnoIpoTToineei
euptwg otnv Mpdén xwpig avagopés aAAnAettibpaong. Qotdéoo, o1 BiBAloypagia utrapxouv
TTEPITTTWOEIG au€npévou diEBvoug kavovikotTomnpévou Adyou oe acBeveig TTou cuvinpouvIal pe
Afypn akevokoupapoAng ) Bapgapivng kal 0Toug oTToioug xopnyeitar Eéva aoxnpa apogikiAivng
Zg TepiTITWLON TTOU €ival aTTapaitnTn r cuyxopriynorn, 6a mpétel va mapakoAouBeital
1TPOCEKTIKA O XpoOvog TTpoBpopRivng f o BiIEBVAG kavovikorToINpévog Adyog pe Tnv TTpoaBnkn
mv arméoupon e apofikiAivng. ETmimtAéov, evdéxeTtal va eival atrapaitnTeg avat pooappoyEg
NG d6ong AappBavopevwy arrd 10 o16a aviImnkTikwy (BAETTE TTapaypagoug 4.4 xai 4.8)

MeBotpekdrn

O1 revIKIAIVEG EVOEXETAI VA PEILWOOUV TNV EKKPION PEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evOexopevn avgnon 1oikoTNTac.

{poPeveoidn

H ouyxopnynon pe TpoPevecidon dev ouviotdtal. H TTpoPeveaion PEIWVEI T VEPPIKT
owAnvapiakA amékkpion NG apofikiAiving. H auyxoprynon pe mpoPeveoidn Prropei va avnoel
Kal va €miPnkoOvel 1a eTitteda apofikiAivng ato aipa ahAd dxi Tou kAaBouAavikou ofgog.

4.6 Kunon kai yaAouyia
Konon

MeAéTeg o€ Cwa Oev katedertav APeoEg A EPPECES ETTIKIVOUVEG ETTITITWOEIG OTNV EyKUpOoUVN,
otnv avarrtuén Tou epBpuou, atov TOKETO 1) aTn PeTayevvnTikf avdmtuén (BAETe mapaypago
5.3). Fepropioptva otoixeia oxeTika pe 11 XpRorn-apodikiAiviig/kAaBoulaviKol 6¢eogkaTa Ty =
O1apKEIa TNG KUNOEWG O€ avBpwTToug Bev uTTodEIKVUOUVAUENIEVO KivOUVO OuyyEVwV
OlapapTiwyY. Ze p1a POVO PEAETN OE YUVaAIKEG JE TTPOWPO TOKETO, 1TTapaTnPRonke o1
TTpo@UAaKTIKA aywyn Pe apoikidivn/kAaBouAavikd ofu pTTopei va ouoxeTIOTET e au§npivo
KivOUVO EAKOVEKPWTIKNG EVIEPOKOAITIOOS TWV VEOYVWV. H xpron TTpETTElI va a1TopelyeTal kaTA
1 O1GpKEIa TNG KUNONG, EKTOC AV Bewpeital atrapaitntn armo Tov yiaTpo.
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aAouyia

Kai o

Tou kKAaPBouAavikou o0géog ato Bpé@og TTou BnAader). Zuvemwg, ato Bpépog Tou BnAader eival
mBavr n epeavion 81appoIag kal JUKNTIAaikAg Aoipwing Twv BAevvoyovwy, oTTdTe uTTopEi va
xpelaatei va diakotrei 0 Bnhacpog. H apogikidivi/kAaBoulaviko ofu Ba mpeTel va
XPNO1PoTToIEiTAl PJOVO KaTA T O1apKeIa Tou BnAacou PeTa ammo agioAdynon Tou opEAOUG/Tou
kivOUvou ammo Tov BepdrovTa yiarpo.

4.7 Emdpdoeic oTnv IKQVOTHTO O8RYNONG KOI XEIPIOPOU IR Xavwy

Agv TTpaypaToTToINBNKavV PEAETEG OXETIKA PE TIG £TIOPACEIG OTNV IkavoTnTa odrynang kai
XEIPIOPOU pnxavwy. 201600, £vOEXETAI VA TTAPOUCIACTOUV AVETTIBUNNTEG EVEPYEIEG (TT.X.
aAepyikEG avTiOpaaelg, {AAr}, GTTAC0I), Ol

00 yNOnNg Kal XeIpIopou pnxavwy (BAETTe Tapaypago 4.8).

4.8 AvemiBopnTEG EVEPYEIEG
Q1 molo guxvad avage pBeioeg avemBupunTeg evé pyeleg (AE) eivar didppoia, vautia kai épeToc.

O1 AE ammd kMvikéG BOKIPEG Kai PETEYKPITIKI TTapakoAouBnaon pe 1o Ovopa mpoidviog,
1agivopnBnkav ocupgwva e 1NV Karnyopia opydvou guotrparlog katad MedDRA kai
TTapariBevriar mapakATw.

lNa 1nv 1agivopnaon Twv averniBUpNTWV EVEPYEIWV XPNOILOTTOINBNKav ot

MoAU ouyvig (21/10)

2uyxveg (217100 €wg <1/10)

Ox1 ouxvég (21/1.000 £wg <1/100)

2mavieg (21/10 000 éwg <1/1.000)

MoAu omravieg ( 1/10 000)

AyvwaoTtn guxvornta (0ev utropei va utroAoyiatei ammod 1a &iabéoipa dedopéva)

AyvwaTn
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BA&e rapaypago 4.4
? BAé e mapaypago 4.4

H vautia oxerti¢etal guxvotepa pe uypnAotepeg 60oeig AapBavopeveg amo 1o gtopa  Av ol
yaotpeviepikég diatapaxég civar EkdnAeg, pIropouv va TTepIiopIcTouv pe 11 Afyn 1ou Ovopa
TTPOIOVIOG OTNV apxn TOU yeUPATog.
4 YupmepihapBavopivng 1ng yieudopepBpaviwdoug koAiTdag kai 1ng aipgoppayikig koAindag
BAETTE Tapaypaqgo 4.4)

Emgaveiakog amoxpwpatiopog 1wy doviiwv £xel avapepBei TTOAU atravia ot 1Taidid. H kaAn
oTopATIKN
uyleIvi TTpoAapBavel Tov armroxpwpanopo, kabwg auvABwe atrokabioTartar pe 10 foupTtoiopa
Twv dovTiwv.
* Mia pérpia avénon oe AST kaiif ALT £xe1 onueiwBei oe aaBeveig Trou EAaBav avTtiBionika g
xatnyopiag B-Aaxk1apng, ahAG n onpacia autwy Twv EupnuATWY Eival Ayvwa).
! AUTEG 01 aveTTIBUPNTEG EVEPYEIEG £XOUV ONUEIWBE |B€ AANEG TTEVIKIAIVEG KAl KEPAAOGTTOPIVES
BAETIE Tapaypago 4.4).

Av avagepBei ottoi1adATToTE dEPRATIKN avTidpaaon uttepevaioBnaiag, n Beparreia Ba Trpérrel
va diaxorrretal (BAETTe TTapaypago 4.4).
 BAéTIE TTapdypago 4.9
" BAETTE mapaypapo 4.4

4.9 Ymwepdboooloyia

MT1TOpEi va eP@avIoTOUV YyaaTpevIEPIKA CupuTiTwpata kar diarapaxr Tou 100{Uyiou uypwv Kal
NAEkTpoAuTwv. "Exel mapatnpnBei oxnpaniopog kpuotaAhwv apodikiAiviig ata oupa, o or10iog,
gviote, odnyei oe veppikn avetrdpkeia (BAETTE TTapdypa®o 4.4).

21Tacpoi prropei va epgavioTolv oe aoBeveig pe diatapax! 1Ng VEPPIKIlg Aitoupyiag f ot
auToug 110U AapBdavouv uwnAég BOoEIG.
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‘Exer avagepBei 011 n apogikiAivn kaBi{dvel oe oupokaBETAPES, KUPIWG PETA aTTO EVOOYAE Bia
XOpnynon PeyaAdwv d00ewv. Qa TpETTer va Trpeitar TakTIkog EAeyxog Batotntag (BAETTe
Tapaypayo 4.4)

Ocpancia GnAninpiacrg

Ta yaoTpeviepikG CUPTITWHATA PTTOPOUV va AVTILETWITIOTOUV CUPTTTWHAaTIKA, divoviag
TTPOCOXH 010 1004UYI0 VEPOU/NAEKTPOAUTWIV.

H apogikiAivn/kAaBouAaviko 0&u pTTopei va atropakpuvBei atrd 1NV KukAogopia pe
aijokadapon o

5. DAPMAKOAOIKEZ IAIOTHTEZ

51 @®appoaxoduvapixig 15I0TNTES

®appakoBepaTteutikh katnyopia: Xuvbuaopoi TTeVIKIAIVWY, CUPTTEPIAaPBavopévwy Twy
avaoToMwv B-AakTapdaong, kwdikdég ATC: JO1CRO2

Mnyaviouoc dpaang

H apofikihivn eivar pia nuicuvBeTikA TTevikiAiva (avTIBIoTIkO pe B-AaxTaun) TTou avaoTéAAer €va N
TTEPICOOTEPA £viupa (CuXVA avagépovial wg TTPWTEIVEG ouvdEong Twy TevikiAivwy, PBP) otn
BioouvBeTikr 080 1n¢ BakTnpIakAg TTETTTIOOYAUKAVNG, N OTToIa aTToTeAEi avarooTTacTo OOPIKO
ouoTatikd Tou BakInpiaxkou KUTIapIikou Toixwpatog. H avaotoAr) 1ng ouvBeong
mertidoyAukAdvng odnyei 01NV amoduvapwaon Tou KUTTapIikoU TOIXWHATog, n omoia ouxva
akoAouBeitar amd kurtapdAucn kar Bdavarto.

H apogikiAivn gival evaioBnin o1nv amodoépnon amo B-AakT1apdoeg Tou TTapayovial amo
avBexTika BakTApIa kal, eTTopEVWG, Bev gival HpacTikr aTro povn TG £vavTl Opyaviopwy TTou
mapayouv 1€1010 £v{upa

To kAaBouAavikod oy eivar pia B-Aak1apn 1Tou oxeTiCeTal SOMIKA JE TTEVIKINIVEG. ATTEVEPYOTTOIE]
OopIoPEVa Eviupa NG B-AaxTapAong artoTpeTTovIag, wg £x ToUTOU, TRV adpavoTtroinon 1n¢
apodikihivng. To kAaBouAavikd 0&u pepovwpéva Oev aokEei KAIVIKA xprioipn aviiBakTnplaxr
emidpaon.

Syion PKIPD

O xpodvog avw NG eha10TNG avaoTaATikrg ouykévipwong (T>MIC) Bewpeital 011 eival o
pEidwv kaBopIoTIKOG TTAPAYOVTag aTTOTEAEOPATIKOTATAG Yia TNV apofikiAivn.

Mnxaviopol aviigraong

O1 800 kUpIot nxaviopoi aviiotaong otnv apofikihivn/to kAaBovAavikd o&u eivai:

. ‘AbpavoTtoinon amo exeiveg NI Baxinpiakég B-AakTapaceg mou dev avacTéAAovial o
idieg amo kKAaBouAaviko ofu, cuptrepiAapfavopévwy Twy katyopiwy B, C kai D.

. MetaBoAn Twv PBP, n omoia peiwver T guyyévela 1ou aviaktnpiaxkou mapayovia yia
10 OTOXO0.

H pn diamepatornia Bakinpiwyv f pnxaviopoi aviAiag exporng PITOpEi va TTPOKAAECOUV
BakTrypiaxf aviiotaon f, va cuvieAéoouv ot autn, 1diaitepa oe Gram-apvnTikd Bakifpia.
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Ta onpeia diakorrAg MIC yia 1nv apogikiivi/To kAaBouAaviko ogu eivar ekeiva 1ng Eupwraikng

ETipomAg yia Toug Aviipikpofiakoug EAéyxoug EvaioBngoiag (EUCAST)

Opyoaviopog Inpeia dakoTg euamaBnoiag (ug/mi) i
EuaioBnrog Evdiapecog AVOEKTIKOG
Haemophilus influenzae’ < - >
Moraxella catarrhalis’ <1 - >1
Staphylococcus aureus * <2 - >2
Streptococcus A, B, C, G <025 >0.25
Streptococcus pneumoniae’ 205 1-2 >2

T O1 avaQepopeveC TIEC ival yia TIC OUYKEVTPWOEIS AROEIKIAIVNIG. T1a 10Ug OKOTOUG TwV

eAéyxwv evaioBnaiag, n ouykévipwon KAaBouAavikou otog opidetal ara 2 mg/l

20 avagepoOpEVES TIHEG ival yia TIg ouykevipwaoelg O¢axihivng.
O1 npég 1wv onpeiwv diakottrg atov Trivaka Baagiovial gta onpeia dIakoTThg TG AHTTIKIAIVIG.

* O npég Twv anpeiwv diako1rrg otov Trivaka Baacifovial ata onpeia SIakoTTig g

| BevluAomtevikiMvrc.

O emirroAaopog aviiotaong evoexopévwg TTOIKIAEl avaAoya pe Tnv TTEPIOX KAl TOV XpOVO yia
eTHAEYpPEVA €i0N KAI N TOTTIKN) TTAMPOYOPNOn OXETIKA PE TRV avIiOTaadn eivar emBupPnTn, Kupiwg
Ka1a 1r Bepaneia cofapwv Aoipwéewv. Avaloya pe Tig armanijoelg, 8a mpéTel va {nreitar n
guvdpopr £101KOU OT1av 0 T0TNKOG ETMITTOAACHOG aviioTaong diakuBever T XpnoIoTnTa ToUu
110 pGYyovVTa TOUAGXIOTOV OE OPIOHEVOUG TUTTOUG AOIPWEEWV.

Staphylococcus aureus (guaigBntog o1n peBikIAivn)d

Streptococcus pneumoniae
Streptococcus pyogenes xai AAAoI B-aIlJOAUTIKOI OTPETTTOKOKKOI

Moraxella catarrhalis

Legionella pneumophila

Aoitroi

avio oi

Chlamydophila pneumoniae

-Chlamydophila -psittaci--
Coxiella burnetti

Mycoplasma pneumoniae

€i va Q1TOTEAEI TT

$ OAoi ot avBekTIkoi 0TN PeBIKIAiVI) OTAQUAOKOKKOI £ival avBeKTIKOF OTNV

apo&ikiAivri/kAaBouAavikd ofu

' AuTO TO OKEVaopa apo&ikihivng/kAaoulavikou oféog eival katdAAnAo yia 1nv Bepaneia 1ou
Streptococcus pneumoniae T10u givat avOEKTIKOS OTNV TTEVIKIAIVI OTIC EYKEKPIPEVES EVOEIEEIG

ovo (BAttre TTapdypa@o 4.1).

ZTEAEXN pE pawpévn euaicBnaoia éxouv avape pBei oe opIopEveg XWpPeg 1nG EE pe ouxvornta

€ aAUTe 10%.
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5.2 Pappakoduvapikég 1I61I0TRTES

Anoppognon

H apogikiAivn

pH. Kaita 600 ouotankad amoppopwvial ypryopa kal kahd péow 11ig 0dou xoprRyral
atopa. H amoppoepnan 1ng apogikiAivng/tou

AapBaveral otnv apxn evog yeopatog. Metd amo xoprynon

kAaBouAavikd o&u eivar repittou 70% Brodiabéaipa. Ta mpogih mAdopatog kai Twv duo
OUOTATIKWVY Eival TTapOpOIa KAl O XPOVOG £wG TN PEYIOTH OUYKEVIPWAT OT0 TTAQOHA (T may) OF
KABe TEPITTTWON €ival TIEPITTOU plia wpa.

H pton npni (:SD) Twv @appakokivnTikwy TTapapéTpwy didetal mapakatw yia 10 Ovopa
TTPOiGVTOE XOopnyoupevo ae 45 mg/3.2

I KEVQOLQ Cimax Trax AUC oy T2
{ug/mi) (h) {ug.h/mi) (h)

Ovopa ApotikiAlvr]

TTpOidvIOog 15,7 20 58,8 1.4

XOPNYOUHEVO 177 (1.0-4.0) + 20,0 1+ 0.35

wg KAaBouhavikd ofu

45 mg/kg 17 1.1 4.0 1.1

kai 3,2 mg/kg +0.9 (1.0-4.0) 119 +0.29

CAg ava

12wpo

AMX — apogikihivn, ~ KAaBouAaviko ofu

* Méon 1ipR (evpoc)

O1 guykevipwaoeig 1ng apogikiAivig kal Tou kAaBouAavikol o&€og aTov opo, Oi OTTOIEG
gmiruyxavoviar pe apofikiAiviy/kAaBouAavikd

amo v and 1ou aTOpaTog XopAynan 10oduvapwy 000ewv apolikiAivng rj KAaBouAavikou
offog pepovwpiva.

Kartavoun

Mepitrou 25% 10U GUVOAIKOU KAaBouAavikou oféog a1o TTAacpa kal 18% 1Ng GuVOAIKAG
apofikiAivng oto mAdapa ouvdeetar pe Tpwieiveg. O epgpavig OYKog KaTtavourg gival TTepiTrou
0,3-0,4 Vkg yia riv apogikihiva kal repitrou 0,2 I/kg yia 10 kAaBouAavikd ofu.

Meta amd evBo@AEfia xopAynan, 16ao n apofikiAivr oo kar 10 kAaBouAavikd o&u BpeBnkav
aTtn xoAnddxo kuain, )

apBpoaiehikd Kai TTEPITOVaiKd uypod, aTn XoAr kai o¢ TTUov. H apofikihivn dev katavépetal
IKQVOTTOINTIKA OTO EYKEPAAOVWTIAio vypo.

ATIO peAtTeg oe {wa Oev uttdpyouv evOeiteig yia anpavTikr kaTakpdTon oToug 1I0ToUG UAIKOU
TToU TTpoEpxETal aTTd TO PAPAKo yia ormolodAToTe auatankd. H apofikiAivn, 6TTwg o1
TTEPICOOTEPEG TIEVIKIAIVES, PTTOPET va aviXveuBei 010 pnTpikd ydAa. 270 pnipikd ydAa prropouv

ETTIONG va EVTOTNIATOUV ixvn KAaBouAavikou o&fog (BAETTE TTApAypaPo 4.6).

Tooo napogikiAivy 6oo kal Top kKAaBouAavikd o€u £xouv O¢eifel va diatTepvouv Tov gpaypd 10u
A nAgKoo_vrq (BAETe Tapaypago 4.6).

Blopetaoynuangpoc

H apo&ikihivn) atroBdAAeTal ev pépel 010 0UPa WG aVEVEPYO TTEVIKIAAOIKO 0§V O€ TTOOOTNTESG TTOU
100buvapolv péxpl 10 Ewg 25% 1nG apyikiig 60ang. To kAaBouAaviko ofu petaBoAidetal
exTeTapéva aTov avBpwrTro kal atmofBAAkeTal ata ovpa kai 1a kOTTpava wg diogeidio Tou
avBpaka og amoBaAAdueva agpia.
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AtioBoAr

H kUpia 066¢ ammoBoAAG yia Triv apogikiAivn gival pEow Twv VEQPWV, £viu Yia 10 KAaBouAavikd
0&U eival kai pe vEPPIKOUG KAl PE U VEPPIKOUG PIXavioHouG.

H apo&ikiAivn/khaBouAavikd o&u £xer péon niidwry amoPoAr|g katd TPoaofyyion pPia wpa kai
pEan oAikry kABapan katd mpootyyion 25 I/h oe uyir) aropa. flepimou 10 60 éwg 70% Tng
apo&ikiAivng kar repittou 10 40 €wg 65% Tou KAaBouAavikou o&éog ammofdAAeral avaAAoiwto
071a 0Upa KaTd TIg TPWTEG 6 h PeTA aTd Th XOpRYNOon PepovwpEvwy Oiokiwv Ovopa Tpoioviog
250 mg/125 mg 1} 500 mg/125 mg. Ai1d@opeg peAiteg Exouv diatioTwael 611 n amofBoAn o1a
oUpa eivar 50-85% yia v apofikihivry kar amd 27-60% yia 1o khaBouAavikd ofu péoa oe
O1aoTNHa 24 wpwv. ZInv TEPITTTWON Tou kKAaBouAavikol o&Eog, n peyaAuTepn moodTnTa 10U
pappakou ammoBAAAETal KATA TIG TTPWTEG 2 WPEG HETA aTd 1N XOoprynaon.

H mapaAAnAn xprion poBeveaidng kaBuatepei 1nv atmooAr} apogikiAivig, aAAa dev
kaBuoTepei ™ veppikr} atrofoAr kAaBouAavikou o&éog (BAETTE Tapaypago 4.5).

H nudwr) amofoArig 1ng apodikiAivag givar mapdpoia ora maidid nAikiag 3 pnvwv TTEPITTOU £Lig
2 e1wv pe 1a peyaAutepa maidid kar evnAikoug. Z1a oAU veapd maidid (mepihapfavopévwy
Twv veoyévvnTwv) katd 1nv mpwin £Bdopuada 1ng {whg Toug, To didoTnua xopAynong dev Ba
mpémer va utepPaivel 11Ig dUo PopPEG TNV rpépa Adyw TG avwpipodTNTag 1NG VEPPIKRG 000U
arrékkpiong. Egdoov o nAikiwpévor aoBeveig eivar mBavoTepo va Tapouciadouv PEiupivn
ve@pikij Aeitoupyia, 6a péTer va 608¢i TTpocoxr oTnv emAoyr) 1ng SO0NG KaI PTTOPEI va eival
XPNoKN N TTapakoAoudnaon TG VEPPIKIG AciToupyiag.

Duho
Me1a amoé xopriynon amd 1o otopa apoéikiAivng/kAaBoulavikot ogEog o€ uyleig avdpeg kai
Yuvaikeg, 10 UAO Oev TTapousIAder onUAvTIke ETTIIOPAON OTN YAPLAKOKIVITTIKA, EITE TNG

apo€ikiAivng, €ite Tou kAaBouAavikol o&éog.

Negpiki SugAaitougyia

H ouvoAikiy kabapan 1ng apogikiAiviig/Tou kAaBouAavikou 0&Eog aTov 0po pelwveTal kar
avaAoyia pe 1r) peiodpevn veppikn Aeimoupyia. H peiwon 1ng k@Bapong Tou pappdkou gival 1o
£kOnAn yia 1nv apoéikidivn oe axéon pe 10 kKAaBouAavikd 0§ kabwg péow TnG VEPPIKNG 0dou
armoBaAAeTal JeyaAuTEPO TTOOOOTO apogIKIAivnG. ZuveTmwg, 0T veppik duaAeitoupyia, ol
06aeIg TTpETTEl va TTpoAapBAvouV TNV ACKOTIN CUCOWPEUO ) apofikiAivig kar va diatnpouyv
mapdAAnAa ertapkn emTimeda kAaBouAavikou 0§tog (BAETIE Tapaypago 4.2).

Hrrankr SugAcitoupyia

AoBeveiq pe nmankry duoAeitoupyia Ba TpETTel va Aapfdavouv 001 pPE TTPOCOXF| kal Ba TTPETTEN
va mapakoAouBeital n nmarikr) Aeitoupyia ava takta diaarjuara.

537 MNpoxkAivikg deSopiva yia TV agpdina

Mn kAivika dedopéva

PEAETEG pappakoAoyiag aopdieiag, yovidioTogikoTnTag kai T0§IkOTNT1ag 0TV avamapaywyikry
Ikavoetnta, - e

MeAéteg 10 IKOTNTAg eTTavaAnTTITIkWy GO0EWV TTOU TTPAypaTomoIfénkav oe kUAOUG LE
apogikidivry/kAaBouAaviko 0§y, karadeikviouv yaoTpikO epeBIOHIO kAl £HETO KA

aTToxX pwHaTIaPéVN YAWOOoa.

Aev exouv OiefaxBei peAéTeg kapkivoyéveang pe 1o Ovopa TpoiodvIog r} 1a cuaTtatikd Tou.
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6. DPAPMAKEYTIKEZ NAHPO®OPIEZ

6.1 KardAoyog ekdOXwv

6.2 AocupBaromnreg

6.3 Aidpketa {wng
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6.4 Ibiaitepeg TpopuAGLEIC KATA TV PUAALN TOU TTPOTOVTOG

6.5 ®ion Kat ovoTaTika TOoU TTEPEKTH

6.6 Ibiaitepeg TTPOYUAGLEIG aTOpPIYHIG Kal AAAOG XEIpIOPOG

Kapia €101kn vitoxpéwan

EAfyxere 611 10 o@pAyIopa gival ABIKTO TTpIv at1d T XpAOoT. AVAKIVEITE T pIdAn yia va
EekoAAATEl N kOVIG. MPooBEaTe vePO (OTTWG evieikvuTal TTAPAKATW), GVACTPEWTE KAl
avakiviote KaAd. EVaAAGKTIKA yERIOTE T @IAAN pE vepd PEXP Aiyo TTapakatw ario 1 Xapayn
otV ETIKETA TNG PIAANG, AVACTPEWTE KAl AVAKIVIOTE KOAQ. £Tn QUVEXEIQ YEPIOTE PE VEPO
akpI3uIg PEXPI TN Xapayr), avaaTpéWPTe KAl TTAAI GvakIviioTe KaAQ.

ﬂsgmk—ﬂxémm

QVYKOC vEPOU TIOU TTRETIEI VA

TeMKOC OYKOC gvaguoTayuivoy

TIPCOTEBE] vig TNV
avaougracn (mi)

AauBavoucvou grrd 10 gT1oua
svaiwpenuatoc (mi}

600 mg/42.9 mg/mi 50 50
70 75
B 90 100
135 150

AvakiviioTe KGAG T QIGAN TTpiv a1 kabe Boon.

7. KATOXOZ THI AAEIAY KYKAO®OPIAL

8. APIOMOZ(OIl) AAEIAL KYKAODOPIAL

9. HMEPOMHNIA NPQTHZI EIKPIZHXI / ANANEQIHI THI AAEIAZ

10. HMEPOMHNIA-ANAOEQPHIHL TOY KEIMENOY
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A1 H NMepidnwn XapakinpioTikwv 10U MPoidviog appaKeuTIKWV TTPOIOVIWV  TIOU TTEPIEXOUV
Opactikd ocuotatkd AMOXYCILLIN + CLAVULANIC ACID, Awoxio eAeyxopevig
amrodéopeuong 1000mg/62,5mgltab opidetar wg e&NG:

1. ONOMAZIA TOY PAPMAKEYTIKOY NPOIONTOX

Ovopa trpoioviog 1000 mg/62.5 mg Oiokia eAeyxopevng amodEopeuang

2. MNOIOTIKH KAI MOXOTIKH LYNOEXH

KaBe diokio eAeyxopevng arrodéapeuong 1repiéxel Amoxycillin trinydrate 1wou avrigroixei oe

Amoxicillin 562 5 mg + Amoxicillin sodium Trou avtiotoixei oe Amoxicillin 437.5 mg +

Clavulanate potassium tmou avrigtoixei ae Clavulanic acid 62.5 mg

Ma 1ov TMApN ka1dAoyo Twv exkdoXwv, BA. TTapaypago 6.1.

3. DPAPMAKEYTIKH MOP®H

Aioxio eAeyxopevng amodiopeuong.

4. KAINIKEX NAHPO®OPIEX
4.1 Oeparreunikég evOEifeig

To Ovopa mpoidviog evoeikvuTal yia TNV Bepameia 1ng £EwvOCOKONIAKIG TTVEUpOviag o
eviiAikeg kar e@rfoug nAikiag TouAdxioTov 16 €1wv, 110U TTPOKAABNKE f| TIIATEVETAI OTI
TTPOKANBnKe amd avBekTIkd oTnv TrEvikIAivn) Streptococcus pneumoniae (BAée mapdypagpo
51).

©a mpéme va AapBdavovial uttdwn o1 £TTIoNPESG 00nyiEg avagopika pe TNV KATAAANAN XpRon
&VTIBAKTNPIaKWY T1apayovIwy.

4.2 Aoooloyia kai TpOTTOG XopRynong

O BOo¢ci1g exppalovial ae OAO TO KEIPEVO WG TTPOG TO TTEPIEXOPEVO a€ apofikiAivn/kAafouAaviko
ot U pe eaipearn 61av oi 5601 BnAWvVOVTal WG TTPOG £Va PEPOVWHEVO TUTTATIKO.

H 6601n Ovopa poioviog ou emAEyeTal yia Tn BepaTeia piag Pepovwpéving Aoipwéng 6a
TTpETTEl va AapBaver uttoyn:

. Ta avapevopeva raboyova kai 1nv meavr) Toug cuaictnoia oe avriBakinpiakoug
mapayovieg (BAETTE TTapaypago 4.4)

. Tn Bapotnta kar 10 onpeio 1ng Aoipwéng

. Tnv nAikia, 10 Bapog kai 1n ve@piki AciToupyia Tou acBevoug, OTTWG PaiveTal TTapPakATw

H BepaTreia Hev Ba 1péTel va emek1abEeil TEpav Twv 14 rpepwyv xwpig etraveéETaan (BAETTe
mapdaypago 4.4. oxenkd pe 1NV apaterapévn Bepameia).

EvAhikeg kan £onBoi 2 16 e1wv

ZuvioTwpeveg BOOEIC:
Avo Biokia dUo @opég TNV Npépa yia enTd £wg OEka NPEPEGS.

Nadid < 16 g1wv

To Ovopa poidviog dev evOoukveltal yia 1Taidid nAikiag < 16 eTwv.

© HAhkiwpévor
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Agv Bewpeitar arapaitnin n avarpooappoyn 1ng doang.

Nepoiki] dDuoAsiToupyia

Aev antaingitar avarrpoaappoyn g 860ng oe aoBeveig pe kABapon kpeativivig (CrCl)
peyaAutepn and 30 mi/min.

Ze aoBeveic Pe kABapan kpeamnvivrg pikpotepn ammo 30 mimin, n xprian 1ou Ovopa 1TPoiovIog
Oev ouvioTtatal kabuwg Oev eival duvarh n avarrpooappoyr g d06onG.

Hrranikd duochcioupyia

Xopriynon pe 1Tpoaoxn} kal EAEyX0g 110G NTTATIKAG AEIToupyiag e TaKTA XPOVIKG diaoTApaTa
(BAETre mapaypagoug 4.3 kai 4.4).

Tpémog xopAynong

To Ovopa mpoidviog TTpoopideral yia xprion artd 1o o1opa.

Xoprynon kara v evapén evog yeupatog, WaTe va EAaXIOTOTIONBEI i evOEXOEVH
yaoTpeviepikr) ducavetia kal va BeAnigtotromBei n armoppopnaon 1ng apodikiAivng/tou
kAaBouAavikou o&Eog.

Ta diokia Ovopa poidviog eival dixotopoupeva waoTe va ommadouv e dUOo ioa koupadna yia
EUKOAia OtV kKatamoaon. Auto Oev £XEl OKOTTO va PEIWACEN T BOON TG PAPPAKEUTIKIG QY WYRAG,
Kal T1a U0 KoppanaTpeTtel va AapBavoviai v idia otiypry. H ocuviotwpevi 86on 1ou Ovopa
1TPOIOVTOG Eival Buo Biokia dUO YOPES TNV NPEPA

4.3 AvTevOEilErg

Y1epevaioBnoia oTig 0pacTiKEG ougieg oe OTToIAdTTOTE ATTO TIG TTEVIKIAIVEG ) OE KGTTOIO ATTO Ta
Eékdoxa.

loTopikO coBaprig apeong avridpaong uttepeuaicbnaiag (11.x. avaguiagia) oe aAhov (-
Aaktapikd mapayovia (T1.x. )

laTopikd ikTepou/ntratikiig duoAeitoupyiag Adyw apogikihivng/khaBoulavikou o&Eog (BAETTE
1Tapaypago 4.8).

4.4 Eidikég mpoaidommoioeis Kai mpopuAadeig katd iy XpAon

Mpiv ano 1nv évapén Beparteiag pe apogikihivn/khaBouhavikd ofU, Ba 1pETTel va yivel
TTPOCEKTIKT) OIEPEUVNOI) AVAPOPIKA IE TTPONYOUPEVES QvTIOPACEIG UTTEPEUQICBNCIag aTig
TTEVIKINIVEG, TiG KEQaAOaTTOpPivEG 1) AAAOUG TTapdyovTeg pe B-AakTapn (BAETTe TTapaypdpoug 4.3
ka1 4.8).

_20BopigKamEpIoragiakd-Bavarneopes avndpdaeic-ymepevaiodnoiag-{avapuiaia) £xouv
avawepBei o€ aoBeveic UTTO BepartTeia Pe TTEVIKIAiVI. AuTEG 01 avTIOpPAaEIg eival TTIBavoTepo va
exdnAwBoUlv o€ atopa 110U £X0UV I0TOPIKO UTTEPEUAICONTIAg aTNV TTEVIKIAIVI) KAl OE ATOTTIKA
atopa. Edv mapouaoiacoTtei pia aAepyikr) aviidpacon, n Bepartreia pe opof,lKl)\lvan)\o[Sou)\owKo
o&u mpérter va diakorTei kal va Eekivijoel kataAANAn evakAakTiki- LT

LTV TEPITITWON Trou pia Aoipwén eivar armodedelypéva Adyw PIKpoopyavio pou(wv)
evaicOnTou(wv) otnv apogikiiivn, 10Te TIPETTEI va e&etaderar 10 evdeXOPEVO PETA®OPAg ammod
apogikihivi/kAaBouhaviko ogu oe apogikiAivi) o Up@wva PE TIG ETTIoNPEG 0dNYiIEG.

LTTagyoi prropei va epgaviatolv e acBeveic Pe diatapayfi 1nNG VEPPIKIG AeiToupyiag iy o
auToUG 1Tou AapBavouv uwnAég déoeig (BAETTE TTapdypago 4.8).
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H apoikihivry/kAaBouAaviko ofl Ba TTpETTel va TTOPEUYETAl EQV UTTAPXEI UTTOVOIO AOIPWOOUG
povOoTTUPAVWONG, KaBwg n ekdRAwan evog 1IAapoeidoug eavBnuatog £xel OXETIOTEI PJE QUTAV
TNV TTABNAanN peTa ano xpnarn apogikiAivng.

H 1autdxpovn xpnan oAhomoupivorng katd 1n Sidpkeia NG Bepameiag pe apogikiAiv PITopeEi
va auinael tnv mBavoTNTa ePPAaviong aAAepyikwy BEPPATIKWVY avTIOPACEWV.

H tTaparterapévn xpnan PTropei eviote va odnynael e uTTEpavantuén pn euaicdniwv
LIKPOOPYQVIC WV,

H gpgavion katd 1nv évapén 1ng Bepameiag evog TTUPETWOOUG YEVIKEUPEVOU EPUBAATOG
OXETI{OMEVO PE YAUKTaIVA PTTOPEI va Eival UPTITWPA YEVIKEUPEVOU knAIOoBAaTidwdoug
eEavOnuarog (AGEP) (BAé11e mapaypago 4.8). H aviibpaan autr atmaitei v S1IaKoTTr ToUu
Ovopa 11poiodvIog kal avievOeikvuTal o1ToIa0ATIOTE ETTAKOAOUBN XOPriynNan apogikiAiving.

H apogikihiviy/kAaBoulavikd ofu Ba TpéTrel va xpnoJoTIoIEiTal PE TTPOCOXT| 0€ AOBEVEIG pE
¢ vOai&n nmamnikig duaiettoupyiag (BAETe TTapaypagoug 4.2, 4.3 ka1 4.8).

Hitanka mepioTtanka exouv ava@epBei kupiwg o€ ApPEVES KAl NAIKIWLIEVOUG acBeveig kal
pITopEi va axertifovial e maparerapévn Bepaneia  TEToia TTEPICTATIKA TTOAU OTTAvIA £X0UV
ava@epBei ae TaidId. e 6Aoug Toug TARBUCPOUG, Ta CNUEIa KAl CUMTTTWHATA auviBwg
gppavidovial kard 1 didpkela f Aiyo peta v Bepatieia, AAG € OPICLIEVEG TTEPITTTWOEIG
MITOPEI va pnv yivouv aviIAnTIia pExpr apketeg eBdopadeg peta 1n diakoTrh NG BepaTreiag.
2uviiBwg cival avacTpéyipa. Ta nrarikd mepiaTatikd PItopei va eivar aofapd kar o€ eEaipeTika
aTTAVIEG TTEPITTTWOEIG, £XxOuv avagpepBei Bavaror. Autoi oxedodv Tavia auvéfBnaav oe acBeveig
UE aofapr) utTokeipevn TABNAnN f pe TapainAn Afyn eappPakwy

niTatikry Toug 6paacn (BAéTe Tiapaypago 4.8)

2uoxenfopevn pe avniBiotikd koAinda €xer avagepBei axedov pe 6Aoug Toug avTiIfakTnpIakoug
1Tapdyovieg kal pmopei n BapuinTd 1ng va KupaiveTal atto fmia éwg armelAnTikn yia 1n dwr
(BA&1Te TTapaypago 4.8). Ettopévwg, eivar onpavtiko va e§etadetar 10 evOEXOPEVO QUTAG 111G
d1dyvwang oe agbeveig TTou Tapouaialouv diIappoia kara 1 OIapkela 1nNg Xoprjynong
OTTOIWVOATTOTE aVTIBIOTIKWY A PETA aTTO AUTR. ZTNV TEPITTTWAN TTOoU epPaviabei koAiTida
axeng¢opevn pe 1o aviiBionikd, n xopriynan apofikiAivng/kAapouAavikou o&tog TIpETTEl va
diakorrei apeca, va ¢ninBei n aupBouAn yiatpou kai va apyioel n kataAAnAn Bepartieia. Ze autn
TNV TTEPITTTWON avievOeIKvuTal N XPrion avTi TTEPICTAATIKWY PAPHAKWY.

Karta 1 didpkeia mapartetapéving Bepameiag evoeikvutar TTepiodIkn a§ioAdynan 1wv AciToupyiwv
TWV OPYAVIKWY CUCTNHATWY, CUPTTEPIAGUBAVOHEVWV TG VEQPIKNG, NTTATIKAG KAl QIJOTTOINTIKNAG
AgIToupyiag.

2raviwg £xer avagepBei eTTIprkuvan Tou xpodvou TTpoBpopBivng ot aaBeveic Tou AappBavouv
apo&ikihivrykAaBouAaviko ofu. ©a mpémel va epappdletar kataAAnAn TTapakoAouBnon otav
XOpnyouvTal Tautéxpova avininkmkd. EvOéxeral va XpeiacTouv avarpoaappoyEg 1ng 66ang
Twv AgpBavopevwy attd 1o GTOpa aviITINKTIKWY, WoTe va diaTnpeital 10 emMBupnNTo eMiTredo
avTiTnkTIkoTnTag (BAETE 1Tapaypdagoug 4.5 kai 4.8).

Agv armraiteitar avarrpooappuoyn 1g 06ang Tou Ovopa 11poidviog e aoBeveig pe kaBapan
kpeanvivng (CrCl) peyahutepn arto 30 mi/min. To Ovopa mpoidviog dev cuvigTararog ™ -~
aoBeveig He k@Bapan kpeaTivivng pikpotepn amd 30 mi/min.

€ aoBeveiG pe peiwpévn ITTapaywyr) avpwv, TTOAU aTravia £xel TTapatnpnBei kpuaTalloupia
KUpiwg HE TTapeviepikd) Bepatieia. Kata 1 xoprynon vynAwv d6cewv apogikiAivig,
evOeikvutal n diatipnaon eTTapkoUg TIPOAANYING UYpWVY Kal TTApaywyng oUpwv yia va PeiwBei n
TOaVOTNTa OXNPATIOOoU KPUATAAAWV apogiKIAivng 01a oUpa. 2€ aoBevEig e oupokaBETRPEG,
Ba TrpeTel va npeital TakTikog EAeyxog Batétntag (BALTIE TapAypago 4.9).

Kartad 11 Bepaneia pe apogikihivn, Ba 1pétrel va xpnoipotroiouvTar ev{upaTtikég pEBodol pe

o&e1d6aan g yAukolng katad 1ov £Aeyxo yta 1Tapouaia yAukolng o1a oupa emmeldl) wweudwg
Be1ika amoTeAéOpaTa PpIopEi va TTapouciacTouV pe pn evqupanikég peBodoug.
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H mapougia khapouAavikol oféog 10 Ovopa TTpoioviog PTiopei va TTpokaAéoel Jn eidikn
ouvdeon 1gG kar Acukwpartivng pe epuBpokUTIapIkEG PEPPPAVEG Kal va oONyRoEl OE PeUDi)
GenKko EAeyxo Coombs

Yrapyouv avagopég Bemikidv aroTEAECPGTWY [E TO T€0T Bio-Rad Laboratories Platelia
Aspergilius EIA oe agBevelg mou Aappdvouv apogikihivi/kAaBoulaviké ofu, or otroiol oTry
ouvéxeia BpéBnke 611 Oev gixav Aoipwén ammd Aspergillus. Aiactaupoupeveg aviidpdoelg Pe
Tohucakxapidia kar ToAugoupavoleg ou dev Tou dev 1TepIEXouv Aspergilius pe 10 1€aT Bio-
Rad Laboratories Platelia Aspergillus EIA éxouv avagepbBei. Emopéviwg, BeTika amoteAéopara
dokipaaiwyv ot aogBeveic Tou AapBavouv apofikiAivi/khaBoulaviko of 8a mpétreiva
gppnvevovIal pe TTpoocoxr kai va emiBeaidvovial pe GAAeg SiayvwaoTikéG peBBdouG.

Au10 10 PappakeuTikd TTPoiov TrepiExet 29.3 mg (1.3 mmol) varpiou ava diokio. H
Trpoeidotroinar autr) Ba TpéTrel va Aapfavertal udwn amd acBeveig Tou akoAouBouv diaita e
EAEYXOHEVI] TIEPIEKTIKOTNTA OE VATPIO.

4.5 AMNAEMOPAc I pe GANG PapPaAKEUTIKG TTPOTOVTA KAl AAANEG POPPES
aMnAewidpaong

AapBavédpeva amo 1o oTOUA QVTITIKTIKG

AappBavopeva amd 10 oTOPA aVIITINKTIKA KAl TTEVIKINVOUXA avTifioTikG £X0uvV XPrioIoTTonOei
EUPEWG oTNV TTPAn xwpic avapoptég alMnAemidpacng. (2o16c0o, oTn BIBAoypagia utrtdpxouv
TIEPITTTWOEIG auEnpévou diEBvoUG KavovIKOTTOINPEVOU AOYou O0€ aoBeVEiG TTOV ouvInpouvTal PE
Arjpn akevokoupapoAng r} Bapgapivng kai oToug otToioug xopnyeitai éva oxripa apofikihivng.
LETTEPITITWAN TTOU Eivai aTTapaiTNTN N CUYXOoPyNnan, 6a TPETTeEl va TrTapakoAouBeital
TIPOCEKTIKA O XpOVoG TTpoBpopBivng 1} 0 BIEBVAG kKAVOoVIKOTTOINPEVOG AGYOG PE TNV TTPOCBrikN 1
1RV amooupar TnG apofikihivng. ETimmAéov, evOoéxeTal va eivar ammapaitnTeg avampooappoyEg
NG 860N AapBavopevwy atrd 10 OTOPAa avTITINKTIKWY (BAETTE TTapaypdagoug 4.4 xai 4.8).

MeBorpetarn

OrmevikiNiveg evOEXETAI VA PEIWOOUV TNV EKKPICT) PEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evBexopevn avénon 1o€iIkoTNTAG.

[TpoBevecid

H ouyxopnynon pe mpoPeveaiorn Oev ouviotarar. H TTpoPRevesion HEIWVET T VEPPIKT)
cwAvapiakn amékkpion NG apofikihivig. H ouyxoprynon 1€ TTpoPeveaidn pmopei va auéroel
Kal va eTmpnkovel 1a eTimeda apoikihivig o1o aipa alAd ox1 Tou kAaBouAavikou ogéog

4.6 Kunon kai yahouyia

Kunan

Mehéreg o€ {uoa Oev kaTEDEIEAV GPETEG I EPPECEG ETTIKIVOUVEG ETHITITWOEIG OTNV EYKUPOO UV,
oTnv avdamrugn Tou eufplou, aTov TOKETO 1} OTN PETAYEVVNTIKA avaTtTTugn (BAETTE TTapdypago
5.3). Nepopiopéva atoixeia oxeTika pe 1n Xprion apofikihivrg/kAaBouAavikol ofEog karta T
O1dpKEIa TNG KUAOEWG a¢ avOpwTToug Bev UTTOBEIKVUOUVAUENHEVO KivOUVO CUYYEVWV
Sigpapniwyv. Ze (g povo PEAETN O€ yUvaikeg pe TTpOWPO TOKETO, TTApaTnpronke ot
TTPO@UAAKTIKI aywyi} pe Gio&ikihivi/khaBoulavikd o0 pTTopei va .CUGXETIOTE] P QUEMMEVD: <>
KivOuvOo EAKOVEKPWTIKIG EVIEPOKONTIOOG TwV veoyvuv. H xprian TpéTrel va amopelyeTal katd
11 &idpkeIa NG KUNONG, EKTOG @y Bewpeitalr amapaitin amo Tov yiaTpo.

TCabouyia
Kai o1 duo ouaicg ammodAAovial 10 PRTPIKO YAAQ (TiTToTa OEV Eival yvwaoTo yia TIG ETNOPACEI

10U KAQBOUAaVIKOU 0&E0g GTO BPE@OG TToU BnAAdel). ZUVETTWG, OTO BpE@oc TTou BnAadel eiva
méavr n epavion diIApp0oIag kai PUKNTIAcIkhG Aoipwéng Twv BAevvoyovwy, OTTOTE PTTOPEI va
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Xpeiaotei va diakoTtrei 0 BnAagpdg. H apodikiAivi/kAaBoulavikd oy Ba mpémel va
Xpnolgotroigital poévo kard 1n didpkeia Tou BnAaopou petd amo afloAdynan 1ou ogéAoug/Tou
xivOUvou aro Tov Bepdtrovia yiarpo.

4.7 Emdpaoceig atnv ikavoernta odrjynong kai XEIpiopos Jijyaveyv

Agv TpaypatotTomBnkav JeAETEG OXETIKA LE TIG ETTIOPATEIG OTRV IKavOeTNTa 0drlynang kai
XEIPIOHOU pnxavwyv. 071600, EvOEXETAl VA TTAPOUCIACTOUV AVETIBUPNTEG EVEPYEIES (TT.X.
aMAepyikég avTidpdacig, {aAn, ammaopol), of omoleg popel va emnpedoouy TNV IkavoTnTa
odAynang kar xeipiopol pnxavwy (BALTTe Tapdypago 4.8).

4.8 AvemBopnTeg evEpyEieg
O1 010 ouxva avagpepBeioeg avemBOunTeg evépyeleg (AE) eivar didppoia, vautia kat EPETOG.

O1 AE amd kAIvikég dokIpEg kal PeTeyKPITIKR) TTapakoAouBnan pe 1o Ovopa mpoidvTog,
1agivounBnkav aupgwva pe v Karnyopia opydvau cuathparog kard MedDRA kai
TapariBeviar mapakatw.

Ma v 1a§Iivounon Twv avermBupnTwy EVEPYERUV XPNOILOTTONONKAav ol TTapakdTw OpOAOoYiEG.
MoAu guxvég (21/10)

2UxVEG (21/100 £wg <1/10)

Oy ouxvég (=1/1.000 £wg <1/100)

2mavieg (21/10.000 £wg <1/1.000)

MoAv atrdavieg ( 1/10.000)

AyvwoTn ouxvotnTa (dev pmvopel va utmoAoyiatei ammd 1a diaBéoipa dedopéva)

Kal
, BAevvoyavodeppartiki kavTivtiaon ZuyVvég
ToU Kal Tou
Avagrpéynun Acukottevia Zmdvieg
NapareTapévog xpévo$ algoppayiag kai AyvwoTn
. Xpovog TpoBpopBivng
ToU
Ayyetakr utrepevaioBnoia AyvwaoTn
fiara TOU
AyvwcTn o
ToU
oAU
Koihiako
i_KO)\iT 10a 10
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| MeAavn 1pixwh yAdoaa Ayvwom, 7]

AlTOPAaXEC TOU ATIATOL KAl TWY XOANQOpLIY 7 ]

AvErjoeic AST ka ALT® | Ox1 ouyvic ]

Hniaringa’  Ayvwowm ]
| XohooTaTIKOC iKTEPOG. AyvwoTn '

Martapayéc Tou 8EpUaToec Kal Tou uttodopIoy 1910 !

Acppatikd eLavBnua Oy ouxvig

Kvnopog Ox1 ouyvig ]
Kvibwon Oxi OUXVES R

| MoAbpopgo epuBnpa STIGVIEG

20vbpouo Stevens=Johnson AyvwoTn L
Tolikr emBepUIKn VEKPOAUON AyvwoTn

Nougoluywdne aropohdwkr deppartinda Ayvwon

Oteia yevikeupévn g?,ovenpcnm AyvwaTn

phukiaivwon (AGEP)?

AaTapayfc TWV VE@PWV Kai TWV 0UPoEOpLIV 0OWY
Mapeon vegpinda Ayvwaon
Kpuom)x;\ogpia“ AyvwoTn

B)\ETTE TTapdaypago 4.4

B)\sm Tapaypago 4.4

*H vauria oxeTidetal ouxvoTepa pe uynAoTepeg 60oeIg AapBavopeveg amod 10 oTépa. Av ol
yoaoTpeviepikeg diatapaxig eival EkdnAeg, PTTopoUv va TTepIopIoTouV PE T ARwn Tou Ovopa
TTPOTOVTOG OTNV apxr TOU YEUPATOG.
* YupmtepAapBavopévng ¢ wevdopepBpavidous koAimdag kal NS alpoppayikis koAmdag
gB)\iTTE mapaypago 4.4)

Mia pérpra avtnon oe AST kal/ ¢
katyopiag B-Aakrapng, aAAd n onuacia autwv Twv EVpnPAaTwy eivai ayvwoTn.

AUTEG Ot QVETTIBUMNTEG EVEPYEIEG EXOUV ONUEIWBET |JE AAAEG TTEVIKIAIVEG KQI KEQAAOTTITOPIVEG
QB)\ém: Tapdypago 4.4).

Av avagepBei ommoiadrirore deppaniki aviidpaon uTrepevaioBnaiag, n Bepatieia Ba TIPETTEN
vo diakoTretal (BAETTE TTapAypago 4.4).

® BAéTTE TTapaypago 4.9

B)\ETTE TTapaypago 4.4

°BAETE Tapaypagoug 4.3 kai 4.4

4.9 Ymepdooohoyia

JupTiTwpaTa Ka onpeia utiepboooioviac

MTmiopei va eppavioTolv yaoTpevIeEPIKA CuTTTWPAaTa kal diatapaxn 1ou 1I00fuyiou uypwv Kkail
nAekTpoAuTwv. ‘Exel mapatnpnBel oxnpaniopog k puoTaAAwyv apogikiAiviig oTa oupa, 0 0TT0iog,
gviote, oOnyei o€ vepikr avemdpkela (BAETTE TTapdypapo 4.4).

ZTIa0}I0i PTTOPEi va ep@avioTouv o€ aoBeveic pe diatapaxr) NG VEPPIKNAG AEmoupyiag 1y oe
auToug TTou Aapavouv vynAég OOoEN.

‘Exer avagepBei 611 1) apofikihiviy kaBildvel o€ 0upokaBETAPES, KUPIWG PETA aT1T0 EVOOPALIa
XOpNYHan peyahwv dogewv. Oa TipETrel va tnpeital Tak ko EALyX0G-BaTotn1ag . (BAETTE
TTapaypao 4.4)

Geparreia dnAnmnpiaong

Ta yaoT1peviepIkA CUUTITWHATA PJTTOPOUV va ovnpuwmmouv oupTTwpianika, divovrag
TTPOCOXI) OTO 1I00{UYI0 VEPOU/NAEK
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H apofikikivn/kAaBoulaviko o pTropei va atropakpuvBei armo v Kukhopopia pe
aiyokaapan.
5. DPAPMAKOAOTIIKEEL IAIOTHTEZX

51 O@appakoduvapikég 1816TNTEC

®appakoBepatreuTikh katnyopla: Zuvduaaopoi TEVIKIAVWY, CupTTEPIAQBAaVOUEVWVY TWV
avaogToAéwv B-Aaktapaong, kwdikog ATC: JO1CR02

Mnxaviopdg dpaong

H apogixihivn eivai pia npiouvBeTikr TrevikiAivn (aviBiotikd pe B-AakTaun) mou avaoTEAAel €va fy
TEPIOOOTEPA £VIUpPa (TUXVAE QVaPEPOVTAl WG TTPWITEIVEG aUVOEONG Twv TreVIKIAIVWY, PBP) aTn
BroouvBeTikn 006 NG BakTnpiaknig TTeTITIdoYAUKAvVNG, n otToia amoTeAei avamoéoTaato Jopiko
guatankd Tou Baxkinpiakol KUTTapikou ToiXwpartos. H avaotoAr 1ng ouveeang
memndoyAukdvng odnyei oTnv amoduvapwar) Tou KUTTapikou ToIXWHATog, n otoia guxva
akohouBeital ammd kuTTapoAuaon kai Bavaro.

H apoéikiAivn eival euaiodbntn otnv amodopnon amo B-AakTapdoeg TTou Trapdyovias amo
avOekTIKG BakTAPIa KaI, ETTOPEVWG, OV Eival OpaaTtikr) ammo poévn NG €vavili opyaviopPwy TTou
mapdyouv TéToia £v{upia.

To khaBouhaviké o€ eival pia B-AakTapn 1mou oxeTileTar JOpPIKG pE TTEVIKIAIVEG, ATTEVEPYOTTOIES
oprapeEva €viupa TngG B-AakTapdong amoTpEéTTovIag, we ek TouTou, TRV adpavoiroinan g
apofikihivng. To khaBouAavikd ofu pepovwpéva dev aokei KAIVIKG Xprio1un avTiBakTnpiakni
emidpaon.

Ixton PK/PD

O xpovog dvw TnG eAaxIoTNG avaoTaATikAg ouykévipwang (T>MIC) Bewpeital 6T eivar 0
peilwv kaBopioTikGG TTapAyovTag amoTeEAECHATIKOTRTAG Yia TNV apofikiAivr).

Maxaviguoi aviigragrc

O1 8o kupIo1 pnxaviopol avriotaong otnv apodikiAivn/to kKhaBouAaviko ou civar:

. Adpavorroinon amod ekeiveg Tig BakTnpiakég B-AakTapaceg mou dev avacTtéAAovial ol
id1eg ad kKAaBouAavikd ofu, cupTTepiAapBavopévwy Twyv katnyopiwyv B, C kal D.

. MetaBoAn Twv PBP, n otroia peivel 1rp guyyéveia Tou avTifakinpiakou apdyovia yia
TO OTOXO.

H pn &iarrepatétnia Bakinpiwv fi pnxavigpoi aviAiag exporg PTTopei va TTpokaAéoouv
Baktnpiakf aviiotaon f va cuvieAéoouv og auth, 10aitepa oe Gram-apvnTika Bakthpia.

Znucia Siakornc

Ta onueia diakorng MIC yia 1nv auogikiAiviy/to kKAaBouAaviké ofu eivai exeiva 1ri¢ Eupwiaikng
EmTpoTTAG YIa Toug AvTipikpoBiakoug EAtyxoug EuaicOnaiag (EUCAST)

Opyaviopoc ‘ Irpeia diakoTrrg cuaiobnaiag (ug/ml)
EuaioBniog Evdigueoog AVBEKTIKOG
Haemophilus influenzae’ <1 - > 1
Moraxella catarrhalis’ <1 - >1
Staphylococcus aureus * <2 - > 2
Streptococcus pneumoniae’ <05 >2

' O1 avaQepOpevee TIREC eivar yia Tic ouykevTpuiaeic Apofihivig. Tia Toug oxoTTouC Twv
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E)\éyxmv tuaioBnoiag, n OUYK!‘.\!TpUﬁOr{KAUBOU)\OV!KOO otfog opiigm’t’cm 2mgh
2 O1 avaQe pOPEVES TIPEC Efvan yia TIC TUYKEVIPWGEIG OEUKIAVAC.
!_3 O npéc Twv gnueiwy Biakomfg otov Tivaka Baoitovial ota onutia SiakoTnig TNg AUTTIKIAivig.

O emmmoAacpdg avTioTaong evOEXOPEVIWIG TTOIKIAEI avaloya pe Trv TTepIoXnA kal Tov Xpovo yia
emAeypéva €idn kal p TOTTIKF) TTANPOPOPNCN OXETIKA PE TNV avTioTacn eival emBupnTr, Kupiwg
KaTd 1n Bepatieia copapwyv Aolpwewv. Avaloya pe TI¢ aTTaitiiaelg, 8a TipéTrel va dneitai n)
ouvdpopn €101koU OTav O TOTHKOG ETITTOAACHOG aviioTaong diakuBelie) T XpnoIPOTNTA TOU
TTapAyovTa TOUAGYIOTOV O€ OPICPEVOUG TUTTOUG AOIPWEEWV.

ZuvnBuwe guaioBnia £idn

AepoBior Gram-BeT1IkOi 1iKkpoopYavioUoi
Staphylococcus aureus {euaicBntog oTn PeBIKIAiVN}$
Streptococcus pneumoniae

Acpofiol Gram-apvnTikol pikpoopyavicpuol
Haemophilus influenzae”
Moraxella catarrhalis

AcpdBiol Gram-apvnTixkol yikpoopyaviopoi
Klebsiella pneumoniae

Evdoyevwe avBekTIKoi opyaviouoi
AcpoBiol Gram-gpvniikol MiKpoopyaviouoi
Legionella pneumophila

Aoitrol pikpoopyaviouol
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ OMoi o1 avBexTikoi a1 PeBIKINiv GTAPUAOKOKKOI Eivarl avBekTIKOi OTRV
apogikihivn/kAapoulaviko o&u
' AuTo 10 okevaopa apofikihivng/khaBoulavikol of£og eivai kataAAnAo yia Tryv Beparieia Tou
Streptococcus pneumoniae TIou givai QvBEKTIKOG OTrV TTEVIKIAIVI OTIG EYKEKPIPEVES EVOEIEEIG
6vo (BAETTe TTapdypago 4.1).
LreAéxn pe peiwpévn evaiobnoia £xouv avaepbei oe opiopéveg xwpeg NG EE pe ouxvornta
peyahitepn ano 10%.

5.2 Pappakodbuvapikég I516TNTEG

Anoppdonan

H apogikihivn kai 1o kAaBouAavikd ogu diaAvovial TTAfpwG e udaTiko diIdAupa pe PUOIOAOYIKO
pH. Kal ta 300 cuctatikd armoppopuivtal ypriyopa kai kahd peécw Tng odol xopriynong amoé 1o
o16pa. H ammoppognon 1ng apogikiAivng/tou kAaBouhavikol o&éog BeATioToTTOIEiTAI OTAV
AapBaverar otnv apxn evog yeoparog. Meta amo xepriynon ard 1o o1opa, napofikiAivy kar 10
khaBoulaviké ot civar Tepitrou 70% BiodiaBéarpa. Ta Tpo@iA TTAaopatog kar Twv d0o
OUCTATIKWV Eival TTAPOI0Ia Kal O XpOvog :

ka8 TrEpiTTwaon efval TepitTou pia wpa.

Ta pappakokivnTik@ armoteAéoparta 1mou £xouv eTTiteuXBel yia Tnv apofikiAivn kai 10

kAafouAavikd ou petd armd xopriynor Ovopa mTpoidviog (2 x 1000 mg/62.5 mg eparrag ddon)
o€ vyleic eviAAIKEG katd Tnv Evapén evog yelipaTog TTapatifevial TTapakaTw;
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Méoec (£ SD) mapapeIpol QapPaKOKIVITTIKNG : R

XOprnyouHE vo Aoaon T>MIC ™ h Conex Tonax AUC (g0, | T1/2
PAPHAKEUTIKO TTPOIOV {mg) (%) {mg/l} WIS (ug.h/mb (h)

Apotikihivn
Ovopa Tpoiodvrog 2000 59+172 17.0 1.50 71.6 1.27
1000/62.5 mg x 2 (49 £ 10) +4 (1.0-6.0) +16.5 +0.2
KhaBouhaviko ofd

Ovopa 11poiovIog 125 ND 205 1.03 529 1.03
1000/62.5 mg x 2 +0.8 (0.75-3.0) | +155 | +0.17

ND - Aev uttoAoyioTnke
7 Méon mipR (eUpog)
yia MIC 4 mg/l

H popen TaparteTapévng amodéopeuang Ovopa Tpoioviog £xel éva psovadiko 11poil PK/PD.
H T>MIC 1ou emiTeuxBnke pe 1o Ovopa 11poidvTog dev PTTOPED va eTriteuxBei pe Tnv idia 660
£vOg Biokiou dyeang armodéopevong.

Karavopn

Nepittou 25% 10U CuvoAikoU kAaBouAavikou o€¢og ato TTAGopa kai 18% Tng ouvoAiknig
apogixihivng ato TAGopa auvdéeTal pe 1Tpwreiveg. O gpgavrg OYKOG kaTavoung eival TepitTou
0,3-0,4 Vkg yia 1nv apogikiNivry kal 1Tepittou 0,2 mg y:a 10 kAaBouAaviko ogu.

MeT@ ammo evoopALBia xopriynon. 16ago n apogikiAivry 600 kal 1o kKAaBouAavikd ofu BpéBnkav
o1 XoAndoXo KUOTN, O€ YaoTpIkO 1016, a1o HEpLAa, aTO MTTOG, O € HUTKOUG 10TOUG, O€
apBpooie AikG kal TTepITovaikd uypo, ot xoAr) kal oe TToov. H apogikiAivy Oev katavéperal
IKQVOTIOINTIKA OTO EYKEPAAOVWTIAIO UYPO.

ATT6 peAETEG O€ Qwa Oev uTTapyouv evOEIgeIg yia onpavrikr katakpdaTrorn oToug 1I0T0UG UAIKOU
1TOU TTPOEPXETAI ATIO TO PAppaKo yia ortolodriTrore ouatankd. H apogikiAivn, 6TTwg ol
TEPIOTOTEPEG TTEVIKINVEG, HTTOPET va avixveUBEi aTo PNTPIKO YAAQ. 270 PnTpIkG YAAa jaT1opouv
£TioNG va eviommaTtouv fxvn kKAaBouhavikou offog (BAETTE TTapAypa®o 4.6).

BlopeT0o¥nuaniopoc

H apogikiAivn atroBaAAeTal ev pépel aTa oUpa wg aveve pyo TEVIKIANOIKO 00 g€ TTOOOTNTEG TTOU
1c0buvapouv péxpr 10 Ewg 25% 1n¢g apxikng doong. To kAaBouAaviks ol peTaBoAideTar
ekTETAPéVa gTOV AvBpwWITO KaI ATTORAAALTAI OTA OUPA kAl Ta KOTTPpava wg OI10EeidIo Tou
avBpaka ot ammofarlopeva aépia.

ArroBohr

H kupia 066G atmofoArig yia v apofikiAivn eival pECw TWV VEPPWV, EVW YIa To kKAGBouAaviko
oV eival kal Pe VEPPIKOUG KAI PE N VEPPIKOUG PNXaviopoug.

H apogikiNivry/kAaBoulaviko ofU €xel pEan nuitwn aroBoAng kard TpoaEyyion pia wpa kai
péan ohikf kGBapon kara mpoaéyyian 25 Ith oe vy atopa. MNephtou 10 B0 €éwg 70% g
apogikiNivng kai Trepitrou 10 40 éwg 65% Tou KAaBouAavikou o&éog amrofdAAsTal avaAAoiwTo
ata oUpa katd Tig Tpwreg 6 h peTd amd 1n xoprynor pepovwpévwy diokiwv Ovoua mrpoidvTog
250 mg/125 mg 1§ 500 mg/125 mg. Aidpopeg PeAETeg Exouv diamioTwael 6T 1) arToBoAR aTa
olpa eival 50-85% yia 1iv apoikiAivn kai.amd 27-60% yia 1o kKhAaBoulaviko ofl péca oe:
OidoTrnia 24 wpwv. ZTNV TEPITTTWON Tou KAaBouAavikol o&éog, r peyaAuTepn TOOOTHTA TOU
pappakou atToBAAAETAI KATA TIG TIPWTEG 2 WPEG PETA aTTd Tn Xoprynon.

H 1TapaAANAn XPNoN TrpoReveaibng kaBuartepei Tnv atroBoAr] apogikiAivng, aAAG dev
kaBuartepel 1 ve@pikr atrooAr] kAafouAavikou ogog (BAETIE TTapaypago 4.5).
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HAikig

H nlwn amofoAng 1ng apogikiAivig elval rapopoia ora maidid nAikiag 3 pnvwv mepimou £wg
2 £TWy M 1a peyaAutepa Taidid kar evnAikoug. Z1a oAU veapd maidid (repihapBavoté vy
TWV VEOYEVVITWV) KaTd TRV TTpwin edopada tng {wrg Toug, 1o didcTtnpa xopriynong dev Ba
TpETTEl va uTrepRaivel TIg BUO POpPEG TRV NEEPA AGYW TRG avwpipdTnTag TG VEPPIKAG 0d0U
anékkpiong. E@ooov ol nAikiwpiévor acBevelig eivar mBavoTepo va Tapouciadouv PEIwLEV
vEQ@PIKN AciToupyia, 8a rpE el va doBei Tpoooxr oTnv Aoy NG 860G Kal PTTopEi va eivai
XPACIKN N TTapakoAolBnon Tng ve@pikng AsiToupyiag.

Neepiki dughaiToupyia

H cuvoAikn k@Bapan tng apofikiAivrg/Tou kAaBoulavikol o&éog aTov opd HEHLVETAL KAT
avaAoyla pe 1 peiovpevn ve@pikn Acitoupyia. H peiwon g kGBapong Tou gappiakou eivai Tio
¢kOnAn yia tnv apofikiAivry oe oxéon pe 10 kKAaBouAavikd 0§U kabwg¢ pégw NG VEPPIKNG 080U
amofaAAeTat PeyaAuTepo TTooooTO apOgIKIAIVAG. ZUuverTwg, aTtn veppikry ducAeitoupyia, ol
000€ig TTPETTEl va TTpoAapfAvouy Tnv doKOTIN CUCCWPEUON apofikiAivrg kal va diatnpouv
TTapdAAnAa ettapkn eTimeda kAaBouAavikou o&gog (BAETIE Tapaypago 4.2).

Hranikn SugAcitoupyia

AoBeveig pe nmratikr ducAcitoupyia B8a Tpémel va AapfBdvouv 8OO e TIPOCoXT kal Ba TTPETTEl
va mapakoAouBeitai n nmarik AgiToupyia ava 1akTa S1acThEaTa.

5.3 MNpokAwvika dedopéva yia TRV acpaAcia

Mn kAivika dedopéva dev amokaAuTiTouv kdrmolov e101kO kivbuvo yia Tov avBpwrio pe Baon
HEAETEG pappakoAoyiag acpaAeiag, yovidIoToEIkOTNTag kat TOEIKOTNTAG OTNV avamapaywyikrj
IkavoTnTa.

MeAéTeg TOEIKOTATAG ETTAVAANTTITIKWY DOTEWV TTOU TTPAYPATOTIOINBnKkav o& GKUAOUG {IE
apogikidiviy/kAaouAaviko ofu, katadelkvUouv yaoTpiko epEBICHO Kal £PETO Kal
aToxXPWHATICHEVN YAWOooa.

Agv £xouv die€ayBei peAéTec kapkivoyéveong e 1o Ovopa poidvTog 1 Ta cuaTaTtikd Tou.

6. PAPMAKEYTIKEZ NAHPO®OPIEX

6.1 KardAoyog exbOxwv

6.2 Acvpfardornreg
6.3 Aiapkeia {wig

6.4 1diaitepeg Wpo@uAGEEIg KaTd TRV @UAGin Tou TIpOidVTOG
6.5 ®donkal ouomnkd TOU TTEPIEKTH)
6.6 1diaitepeg TpoQUAGELEIG amOpppng Kat AAACG XEIpIo pog

7. KATOXGZ THZ AAEIAEZ KYKAO®OPIAL
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8. APIOMOZ{Ol} AAEIAL KYKAODOPIAZ

9. HMEPOMHNIA NPOQTHZ EFKPIZHL I ANANEQZIHI THX AAEIAL

10. HMEPOMHNIA ANAGEQPHIHI TOY KEIMENOY
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E.1. H Mepidrpun XapaktnpioTikwy Tou MPoioviog @apuakeuTikwy TTPOIOVIWY  TTOU TIEPIEXOUV
Odpactikd cuorankd AMOXYCILLIN + CLAVULANIC ACID, Kovig yia evéoipo didAvpa i
SiaAvpa pog £yxvon 500mg/100mg & 1060mg/200mg opileTar wg EEAC:

1. ONOMATZIA TOY ®APMAKEYTIKOY NPOIONTOZX

Ovopa 1rpoioviog 500 mg/100 mg kdvIG yia evéaipgo didAupa 1) didAupa TTpog £yxuon
Ovopa mpoidviog 1000 mg/200 mg Kovig via evéoipo didAupa fj didAupa TTpog £yxuan

I

2. NOIOTIKH KAl NOXOTIKH LEYNGEXH

KaBe @iaAidio mepiexel Amoxicitlin Sodium + Clavulanate Poassium 1Tou avTiotoixei o€
Amoxicillin 500 mg kai Clavulanic acid 100 mg f} Amoxicillin Sodium + Clavulanate Poassium
mou avTtioToixei oe Amoxicillin 1000 mg kai Clavulanic acid 200 mg

Ma Tov 1A PN katdAoyo Twv ekdoxwv, BA. TTapdypago 6.1.

3. DPAPMAKOTEXNIKH MOP®H

Kovig yia evioipo didhupa f SidAupa T1pog Eyxuon.

4. KAINIKEZ NAHPO®OPIEX
41 Oepameumikég evdeibelg

To Ovopa 1rpoidvTog evdeikvuTal yia 11 Bepameia Twv TapakdaTw AoIPWEEWY GE EVIJAIKOUG Kal
mTadid (BAETTe TTapaypdgoug 4.2, 4.4 ka1 5.1):

. Y ofapég pIVIKEG AoIPWEEIG, WTIMOEC kal TTovoAaipol (6TTwg pacToeldinda,
TTEPIapUYDaNIKES AOIpWEEIS, ETTIYAWTTINOA KAl TTapapivokoATTiTIOa TTou cuvodeveTal QTTO
gofapd cuoTnEaTika onEeia kal cUpTTTWRPATa)

. O&cieg emdeivwoeig xpoviag PpoyXiTidag (ETTapkwg diayvwo e VEG)

. E€wvoookopelakr) Trveupovia

. Kuortinda

. Nueloveypinda

. Aeppatikég Aoipweeig kal Aopwéeic pahakwy popiwv, Cuykekpipéva kuTtapinda,
onynHata amé wa, coBapd odovVTIKA aTrosTIaTa Pe ETTEKTEIVOPEVN KuTTapinda

. Oartikéc kar apBpikég Aopwéeig, 1diaitepa ooTeopueAinda

. Evdokolhiakég AoIpwEeig

. AOCIPWEEIC TWV YUVAIKEIWV YEVVITIKWY OpYAvwv

MpoywuAagn €vavt Aoipwéewv TTou guaxetidoviar i€ PeiCOVEC YEIPOUPYIKEC ETTEMPACEIC OF
£vNAIKOUG, OTTWC auTEC TTOU TTEpIAapBAvouy:

. laoTpeviepIkO CwArva
. KoiAo1nT1a TG TTUEAOU
. Ke@aArj kai auxéva

. EtreppBaoceig otn xoAngodpo 056

©a mpéel va Aapdvovial uTtown o1 ETTIoNIEG odnyieg ava@opikd HE TNV KatdAANAn xpron
avTIBakTNPIaKWV TTapayovIwvy.,

4.2 AoooAoyia kai TpOTTO¢ XOPRYNONG

01 860G ek@pAadovial 0E OAO TO KEIPEVO WG TTPOG TO TIEPIEXOMHEVO OE APOENIAiIVI/KAGBOUAQVIKD
oty pe e€aipearn oTav ol 660EIg SNAWVOVIAH WG TTPOG £va PEUOVWNEVO GUCTATIKO.
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H 5681 OVoua TTpoiOVIOC TTou EMAEYETaN yia T BEpaTIEia pIac HEpovVWEVRS AGIpWENS 8a
TTPETTEN va AapuBaver uTtows.

. Ta avapevopeva maboyava kar Tnv mMoav Toug euaioBnaia oe avTBakT npIakoug
mepdyovieg (BAETTE TTapaypage 4.4)

. Tn Bapurnra kai 10 onpeio g Aoipwéng

. Tnv nAikia, 1o BAapog kal Tn VEQPPIKA AEmoupyia Tou acBevoug, OTTwE Ppaivetal ITapakaTw.

H xpnon evaAAakTikwv popewyv Ovopa TTpoioviog (T1.X. EKEIVEG TTOU 1ITApEXOUV UNAOTEPES
0o6aoeig apotikthivrg r/kar diagopeTikég avaloyieg apogikiAivng TTpog kAaBouAavikd ogl) Ba
TpéTiel va Bewpeitar amrapaitntn (BAETIE TTapaypdgoug 4.4 kar 5.1).

Aurty n kovig yia didAupa 11pog £yxuon Tou Ovopa TTpoioviog TTapéxel ouvoMikn nuepnara doon
3000 mg apoéiAivng kai 600 mg kAaBouAavikou oéEog, 6Tav xopnyeitar cOPPWVAa PE TG
TrTapakdiw guatdacelg. Eav BewpnBei 6 1 amaiteitar uypnAdTepn nuepnioia 66an apofikiAivig,
ouviaTaral va emiAexBel pia evaAraxriky) pop@ri evoo@AEBiou Ovopa TTpoidvIog, TTPOKEIPEVOU
va armro@euxBei n xoprRynon mEPITTWV uPnAWv nueproiwv 06oewv kAaBouAavikou o&éog

H diapkeia g Bepareiag Ba Trpémel va kaBopileral atrd v aviarmokpion Tou aaBevoug. Mia
pIGpPEVEG Aoipgerg (T1.x. osTeEopueAiTIDa) atraitodvial peyaAuTepeg Trepiodor Beparreiag. H
Beparieia Oev Ba TpETTEl va TTapateiveTal TEpav Twv 14 fpepwv xwpic emtaveéEtaan (BAETTE
TapAypapo 4.4. Oxenka pe v TTaparetapévn Bepareia).

©a pétel va Aapfdavovial uttdyn o1 TOTTKEG 0dnYieg avagopika Pe TNV katdAAnAn aguxvotnta
1nG 86ang apoéikiAivng/kAapouAavikou o&Eog.

EviiAikor kal Taidia > 40 kg

MNa v avniyetwmaon Twv Aoipwéewv 61Twg evdeikvuvTal otnv Trapdypago 4.1: 1000 mg/ 200
mg ava 8 wpeg

[a xeipoupyiki TpopuAaln MNa diadikaaieg diapkeiag pikpd1Epng NG 1
wpag, n ouvigtwpevn 66an Ovopa 1TpoidvTog
givar 1000 mg/200 mg €wg 2000 mg/200 mg
xopnyoupeva atnv enmaywyr avaigBnoiag (O
60oeig 2000 mg/200 mg pmmopouv va
EIMTEUXOO0UV PE TN XPprion EvaAakTikou
evOo@AEBiov okevdopatog Ovopa
1TPOIOVTOG).

Mna diadikacieg didpkeiag peyaAuTepng g 1
wpag, r ouviotwpuevn 66an Ovopa TrpoidvTog
IV givar 1000 mg/200 mg £wg 2000 mg/200
mg xopnyoupeva aTnv eTTaywyr avaiobnaiag
pe £wg 3 d6oeig 1000 mg/200 mg o€ 24 wpE.

2aen kKAivika anpeia Aoipwéng karta v
gyxeipnon 6a ammaitcouv uoioAoyikr TTopeia
evOo@ALBIag i atrd Tou aTdpartog Beparreiag
HETEYXEIPNYIKA.

Naibia < 40 kg

ZUVIOTWHEVEG DOTEIG,

- Naidig nAiias 3 £140v kar Gvw: 25 mg/S mg ava kg ava 8 wpeg.
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- Madia 1;Almag KATW rwv 3 pnvav 1) Bapougiikporepou 1wy 4 kg. 25 mg/s mg ava kg ava 12
LIPEG.

HMKiwpévol
Agv Bewpeital aTtapaiTnIn KATOIa avaTpooapoyn NG GOong.

Negpikry dugheitoupyia

O avaTrpooappoyEg T doang Bagifovial aTo PEYIOTO CUVIOTWHEVO ETTITTESO. apogIKIAivG.
Abv amraiteitar avattpooappoyn g ddang as aoBevei¢ pe kaBapan kpeatvivng (CrCl)
peyaAutepn ammd 30 mi/min,

EvinAikor ka1 maidié 2 40 kg

“CrCl: 10-30 mi/min Apxikii 56on 1000 mg/200 mg kai T auvéxeia 500 mg/100 mg
xoprnyoupeva duo popic 1nv nuipa B
CrCl <10 ml /min Apxixkiy 66an 1000 mg/200 mg kair ot cuvéxera 500 mg/100 mg

XOpnyoupeva duo PopEg TNV nuépa

Aipobithion Apxikrp ddan 1000 mg/200 mg kar ot ouvéxeia 500 mg/100 mg
ava 24 wpeg ouv 0oon 500 mg/100 mg ato 1éAog TG BIAIoNg
(kaBug pITOPEi Va Eival PEIWPEVES O CUYKEVTPWAEIG TNG
apofiIKiAivg kal Tou kAaBouAavixot offog)

Maidid < 40 kg
CrCl 10 éw¢ 30 ml/min | 25 mg/5 mg ava kg xopnyoupeva ava 12 wpec.
CrCl < 10 mi /min 25 mg/5 mg ava kg xopnyotueva ava 24 wpeg.
AoO1oAion 25 mg/5 mg ova kg xopnyoupeva ava 24 wpeg guv 8001

12.5 mg/2,5 mg per kg at1o 1éAog NG Bithiong (kaBusg pmopei va
€ival JEIWPEVEG OI TUYKEVTPWAOEIS THG apOgIKIANivNG kai Tou
kAaBouhavikou otfog) .

Hrirauxn duchcitoupyia

XopAynan HE TTPOCOXN kal EAEYXOG TNG NTTATIKIAG A&iToupyiag o€ 1ak1a xpovikd diactriparta
(BAéme TTapaypagoug 4.3 kan 4.4).

Tponog xopynong

To Ovopa 11poidviog 500 mg/100 mg 1Tpoopiletal yia evOoAEBIa xprian.

To Ovopa 1mpoidviog pntopei va xopnynBei eite pe apyry evbopAéBia évean oe didatnua 3 £wg 4
min ameuBeiag o€ wia @AERa i péow kabetrpa f Pe £yxuan péoa ae 30 €wg 40 min. Ta Ovopa
TIPOTOVTOG Bev eival kaTaAAnAo via evdopuikly xopriynan.

Z1a maidid nAikiag wkpoTeEPNG Twiv 3 prpvwyv Ba Trpéttel va xopnyetrar Ovopa 1mpoioviog ovo pE
£yxuarn.

H eabm“‘rti&d pe Ovopa rpoioviog Ba TpéTTel va Eekiva pe Eva evOoPAefiwg xoprnyoupevo
TTapacKeVaa A Kal va OAOKANPWVETAI e Pia KaTAAANAN a1To ToU 0T101ATOG XOPNYOUREVN
auvBean avaAoywg Twy avaykwy kGBe acBevoucg.

4.3 Avrevdeileig

YTmepeuaioBnoia aTig OpaaTikEG OUTIEG, O OTTOIAdNTTOTE ATO TIG TTEVIKINIVEG 1} OE KATIOI0 a1Td
1a £€xdoya.
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IoTopikG 0OBapAg Aeong aviidpaong uTepeuaicdnaiag (1r.x. avaguiagia) oe AAAov
Trapdyovia pe B-AakTaun (11.X. KeaAoatropivn, kapPaTevepun f JOVOBaKTGWN).

latopikd ik1Epou/nTTaTikhg SuoAeitoupyiag Adyw apofikihiviig/kAapouAavikol oféog (BAETTE
mapdypago 4.8).

4.4 Eidixég rpog1BOTTONO£IS KAl TIPOPUAALEIG KaTa T XpHoN

Mpiv amé v €vapén Bepameiag pe apofikidivn/kAaBouAavikd of0 Ba TTpéTmel va yivel
TIPOCEKTIKN) DIEPEUVION AVAPOPIKG HE npoqyoupzvsg avnidpdoeig uTTepevaIobnaiag oTig
“THEVIKINIVEG, KEQANOOTTOPIVEG, 1) OE GAAOUG TTapdyovieg pe B-AakTaun (BAETIE TTapaypdgoug 4.3
xkai 4.8).

2oBapeg kal mepioTaciakd Bavarineopeg avndpdaceig uTepeuaioBnaiag (avaguAagia) Exouv
avayepBei oe agBeveig utTd Bepartreia pe mevikiAivr. Autég ol avTidpdaocig eival mBavortepo va
ekdnAwWBOULV e ATOopaTTOU £XOUV I0TOPIKO UTTEPEVaIOBNCiag aTnv TTEVIKIAIVN kKai OE QTOTIKA
dropa. Edv mapouaiacotei ina aAhepyikr aviidpaaon, n Beparreia pe apofikiAivn/kAaBouAaviko
ofu péTTel va diakoTtrel kal va Eekivijoel kataAAnAn evaAAakTikr Beparreia.

Z1nv TEPITTITWAN TTou pia Aoipwén eival amodedelypéva Adyw LIKpoopyaviopoU(wyv)
guaigBnrou(wv) atnv apofikiAivr), TOTE TTPETTEN va e§£1AleTal TO EVOEXOPEVO pETAPOPAG aTrd
apogikiAivn/kAaBouAavikd o§U o€ apogikiAivn oUpQWva e TiG ETTIONPEG OONYiEG.

Auti) n popei} Ovopa TTpoidviog PTTOPEi va pnv eival katdAAnAn mpog xprRon 61av utTapxel
uYNAOG kivouvog Ta uTroTIBEépeva TTaBoyova va £Xouv avTioTaon Oe TTapayovTeg Pe B-AakTapn
Tou Oev diapcooAaBeital aTto B-AakTapdoeg eualoBnreg e avaoT1oAr] arnd 10 kAaBouAavikd
ofu (KaBwg dev eival B1iaBéaipa e1dika dedopéva yia T>MIC kal 1a 6edopéva yia OUYKpIoILES
arnmd ToU aTOPaTog HopYEG eival opiakd, autr n pop@r} (Xwpig TpdaBetn apofikiAivn) prropei
pnv eivar katéAnAn yia Tnv Beparrteia pn euaioBnrog otnv evikiAivn S. pneumoniae.

2Traopoi pTTopei va epgpaviatolv ae aoBeveig pe diatapaxn NG VEPPIKAG AciToupyiag fi o
autoUg TTou Aapfdavouv uynAég BOaeig (BAETTE TTapdypa@o 4.8).

H apoikiAivri/io kAaBouAaviko o Ba TIpéTTel va atfogevyeTal eav uTIApxEl uTTOvola Aotpwdoug
HOVOTTUPVWANG, kKaBwg n exdiAwan evég IAapoe1dolg e€avBnpaTog £xel OXETIOTE PE QUTIV
TNV TTA6rion peTa améd xpran apoikiAivng.

H 1autdxpovn xpron aAAortoupivoAng katda 1 didpkela Tng Beparreiag Lie apogikiAivi pTTopei
va auéiael v mMBavoTnTa eppaviong arlAepyikwy OEpPaTIKWV aviidPATEWV.

H mrapatetapéviy xprion pPrTopei eviote va odnyAacel kai o uTTePavartuén pn evaicbniwv
HIKPOOPYQVIOPWV.

H maparetapévn xprion prropei eviote va odnyfoel oe utrepavantun yn euaiodbniwv
HIKPOOPYQVIOPWV.

H epgpavion katd tnv évapén 1ng Bepartreiag evog TTUPETWOOUG YEVIKEUNEVOU £puBnpaTog
OXENICOPEVO PE GAUKTAIVA PTTOPEI va Eivar cUPTITWHA YEVIKEUPEVOU knAiIdoBAaTidwdoug
egavBnpatog (AGEP) (BAéte Tapaypago 4.8). H aviibpaon auth arraitei 1nv diakoTi| Tou
Ovopa 1mpoioviog kar avievdeikvutal otroiaditrote eTTakoAoudn xoprynaon apoikiAivng.

H apofikiAivn/kAafouAaviko o0 Ba TTpETTEl va XpNOIOTIOIEITAl PE TTIPOCOXN Ot aoBeveig ue
£voeiEn nratikiig duaAcitoupylag (BAETTE TTapaypagoug 4.2, 4.3 kai 4.8).

HToTIkG TTEPIOTaTIKG €xOUV avagepOBEei kupiwg ae Appeveg kal NAIKIWREVOUG AoBeVEIG kan
pTropei va oxetidovial pe T1apatetapévn Beparreia. Tétoia TEPIOTATIKA TTOAU OTTAvVIA £X0UV
avagpepBef oe Taidid. e 6Aoug Toug TTANBuapoUG,

epgavifovral kata 1 didpkela 1] Aiyo petd v Beparrela, aAAG O OPICPEVEG TTEPITTTWOEIG
HTTOPEi va pnv yivouv aviIAnTTITa pEx Pl apkeTég eBBopadeg perda ) diakotr Tng Bepareiag.
ZuvhBwg tivar avaotpéyipa. Ta nmarikd TepioTatika prropei va eival cof3apa kar oe e€aipeTika
OTIQVIEG TTEPITITWOEIG, £xOuv avapepBei Bavarol. Autol oxedov TIadvia cuvEBnoav oe aabeveig
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pE ooPRapn UTTOKeiPevn TABNGAN ) pe TapaAnAn Anwn cpappoxwv vaow)v yla mnv 6uvr]m<a
nmankr Toug dpaacr) (BAETTe Tapdypago 4.8).

Yuoxenopevn e avTifioTika koAiTida £xet avagepBei axedov pe OAOUG TOUG avTIBAKTNPIaKoug
TTapAyovTeg TTEpIAQpBavopévng TG apogikIAivng kal PTropei n BapuytnTd Trg va Kupaivetal améd
ATHa éwg amelAnTikA yia Tn wn) (BAETTe TTapaypago 4.8). Emopévwg,

ggetalerar 1o evOeXOPEVO auThg TNG B1Idyvwaong oe aoBeveig TTou Tapouaiddouv didppoia kard
N OIdpKEIa TNG XOPrynong omolwvONTIOTE avTIBIOTIKWY 1] HETA aTd auTh. TNV TEPITITWON
TTOU eppavioBei KOAITIOa OXeTI{OPEVN HE

va dtakotrei dueoa, va {nTnBei n cupBouAn

QUTA TNV TTEPITITWON QVTEVOEIKVUTAI N XPAON AVTI TIEPICTAATIKWY PAPUAKUIY.

Kard 1n didapkeia mapartetapévrg Bepameiag evdeikvutal mepiodikr a€loAdynan Twv AeiToupyiwv
TWV OPYAVIKWV CUCTNHATWY, CUPTTEPIAQUBAVOUEVWV TNG VEPPIKAG,
AsiToupyiag.

2Tmaviwg £xel avaepBei emipRKUVan Tou xpovou TTpoBpopBivng oe aoBeveig Tou AapBdvouv
apogikihiviy/kAaBouAavikd ofu. ©Oa mpEmel va epappodeTal katadAAnAn TapakoAouBnorn orav
XOopnyouvTtal Tautoxpova avTimnkTika. Evdéxerar va xpeiaotouv avampoaapuoyEg s 36ang
Twv AauBavopevwy ammo 10 GTOA AVTITINKTIKWY, WAOTE va diatnpeital 10 emBupnTo eTmiTedo
avTImNKTIKOTATAG (BAETTE TTapaypdgoug 4.5 kai 4.8).

Ze a0Beveig pe veppikr BuoAerroupyia, N 66on Ba TPETTEl va avampoaappodeTal avaioya pe 1o Babud
NG SuoAairoupyiag (BAETTE TTapaypago 4.2).

Y& a0oBeveig pe pelwpEvn TTapaywyn oupwy, TTOAY aTravia £xel TapartnpnBei kpuataAAoupia
Kupiwg e TTapeviepikn Bepameia. Kartd 1 xopAynon uywnAwyv 36cewv apofikiAivig,
evOeikvutal ) diatApnon £TTapkoug TTPOCANWG UYPWYV KAl TTAPAYywyA S OUPWV yIa va PEIWBEI n
mOavoTnTa OXNUATIOPOU KPUGTAAAWY apPOEIKIAIVIG OTA 0UPA. & AOBEVEIG [JE OUPOKABETAPEG,
Ba Tpérel va Trpeital TakTIkOG £Aeyxog BatoTnTag (BAETTE Tapdaypago 4.9).

Kara 1 Beparreia pe apogikiAivry, Ba mpETTEr va xpnaihoTtoiouvTar eviupaTtikég péBodot pe
o¢e1ddaon 1nG YAukdIng katd Tov EAeyxo yia mapoudia yAukddng ata oupa eTreidn weudwg
BETIKA ATTOTEAECIATA PTTOPEI VA TTAPOUCIACTOUV pe Hry evUpaTIKEG PEBODOUG.

H mapoucia kAaouAavikou o&Eog a1o Ovopa 1TpoidvTog UTTOpEi va TTPoKaAEaEl PN 101K
ouvdeon |gG kal AeukwpaTivng Pe EpUBPOKUTTAPIKEG PEPPBPAVES Kal va odnynRaoel Oe Weudn
BeTikG EAeyxo Coombs

‘Exouv uttdpéel avapopig BeTikuwv ammoTeAEOPATWY eAEYXWV jE XpRON Tou eAéyxou Bio-Rad
Laboratories Platelia Aspergillus EIA oe aoBeveig Tou Aapfdvuv apoéikidiviy/kAaBouiaviko o&u,
ot otroiol dIamioTWONkKe PeTémerta ot dev mapouaiddouv Acipwén and Aspergillus. ‘Exouv
avagpepBei dlaotaupovpeveg avnidpAcelg e pn-Aspergiflus ToAuoakyapidia kai
moAugpupavooeg pe EAeyxo Bio-Rad Laboratories Platelia Aspergilfus EIA. Zuvetiwg, BeTika
arroreAéopara e aoBeveig TTou Aapavouy

£punvevovTal e TTPOCOXN Kal va emPBeaiwvovTtal pe AAAeG O1IayVWOTIKEG [1EBODOUG

500 mg/100 mg kovig yia evéaipo didAupia i d1dAujia Tpog £yxuon.

To mapdv papakeuTIKO TTPOIOV TTEPIEXEI VaTPIO 08 guykévipwan 31,4 mg (1,4 mmol) ava
@aAidio. H mpoeibomoinan auth Ba mpétrel va Aapfdvetar urdwn amd acBeveig Tou
akoAouBouv GiaiTa pe EAEYXOPEV TTEPIEKTIKOTNTA OE VATPIO.

500 mg/100 mg kovIg yia evéaipo didAupa fi SidAupa Tpog £yxuon.

To mapdv pappakeuTikd Tpoidv mepiExel 19,6 mg (0,5 mmol) kahiou ava giaAidio. Na
AapBaveral uroyn amé Toug acBEeVEiG e pewpEvn VEQPIKA AaiToupyia f) agBeveig oe diaita
HEIWPEVOU KAAIOU.
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1000 mg/200 mg kovig yia evéaipo didAupa i SidAupa 11pog £yxuor.

To mapov papuakeuTiko TTPoidv

@1aAidio. H mrpoeidottoinon auth Ba 1TpéTrel va AapfBaverar umowrn amd acBeveig TTou
akoAouBouv diaita pe eAeyXOHEVN TTEPIEKTIKOTNTA OE VATPIO.

1000 mg/200 mg koévig yia evéaipo didAupa i didAupa TTpog £yxuoT.

To mapov appPakeuTiko TTpoiov 1TepiExel 39,3 mg (1,0 mmol) kaAiou ava @iaAidio. Na

AapBaverar uréywn amd Toug aoBeveig pe pewpevn veppiki AeiToupyia rj aoBeveig oe diaita

HEIWHEVOU KAAiou.

4.5 AAAnAemdpdoceig pe AAAD QAPPAKEUTIKA TTPOTOVTA Kat AAAEG HOPYES
aAMnAewidpaong

AauBavoueva ammo 10 g1oUa avTiTnKIika

AauBavopeva atro 10 gTOPAa aVTITINKTIKA KAl avTIBIOTIKA PE TTEVIKIAIVA £XOUV XPNOILoTTOINBE|
EUPEWG OTNV TTPAgn xwpig avapopeg aAAnAettidpaong. Qoroco, atn BiBAioypagia utTTdpyxouv
TEPITITWOEIG augnuévou DiEBVoUg KavoviKoTToINHEVOU AOYoU O€ aOBEVEIG TTOU TUVTNPOUVTal LIE
AAwn axkevokoupapoAng f Bappapiving kal 0Toug OTT0IoUG xopnyeital Eva axApa apogikiAivig.
2€ TTEPITITWOT TTOU Eival aTTapaithTn f} cuyxopiynan, 6a mpémel va TrapakoAoubeiral
TTPOCEKTIKA O XpOvog TTpoBpopRivng 1} o dieBvAG KavovikoTToINuévog AOYyog Pe Tnv TTPooBAkn i
Vv arrooupon apofikihivng. ETTAéov, evOExeTal va gival amapaitrTeg avampooapuoyEg TNG
060n¢ AauBavopevwy amo 10 aTOpa avTITINKTIKWwy (BAETTE Tapaypdgous 4.4 xai 4.8).

MeBor1petdrn

O1 TreviKINiVEG EVOEXETAI VA LEILIOOUV TNV EKKPICT PHEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evoexXOHEVI) augnaon TogikdTRTag

NpoBeveoibn

H ouyxoprnynorn pe mpoReveaidn dev auviotaral. H TpoReveaidn PEIWVEN TN VEQPIKT)
OwAnvapiakr armékkpian g apo&ikihiving. H cuyxoprjynon ye pofReveaidn umropei va aurioer
Kai va empnkover 1a emimeda apogikiAivng ato aipia aAAd oxi Tou kAaBouAavikou o&éog.

4.6 Konon ka1 yaAovyia

Konon

MeAéTeg o€ {wa Oev kaTEDEIEaV AUETES 1) EPUETEG ETTIKIVOUVEG ETNITITWOEIG TNV EYKUPOTUVT),
otV avamnruén Tou euPpUOU, OTOV TOKETO 1] OTN PHETAYEVVNTIKE avdTrTugn (BAETTe TTapdypago
5.3). lMNepiopiopéva atoixeia OXeTIKA HE T xprion apogikiAivng/kAaBouAavikou o&fog katd Tn
O1apKeIa TNG KUNOEWG 0 avBputtoug eV UTTOOEIKVUIOUVAUENUEVO KiVOUVO TUYYEVWWV
QlapapTIWV. Z€ HIA 1OVO PEAETN O YUVAIKEG |JE TTPOWPO TOKETO, 1TTAPATnpROnke Ot
TTPOUAAKTIKI} aywyr) pe apodikihiviykhaBoulavikd 0gU PTTOpEi va CUOXETIOTET e augnpévo
KivOuvOo EAKOVEKPWTIKAG EVTEPOKOAITIOOE TwVv veoyvwy. H xprion Ba TpETrel va armopeuyeTal
kata 1 diIdpkea TNG KUNONG, EKTOG £Av BewpPEiTaI ATTApAITnTN Ao TOV YIaTPO.

Falouxia

Kai oi 600 ouadieg arroBdAAovtal o1o unTpikd yaAa (timorta dev givar yvwaTo yia TiG eTTIOPACEIG
ToU KAaBouAavikou ofEog a1 BPEog TTou BNAGLEl). Zuvertwg, ato Bpépog TTou BnAdde eival
mlavry n epeavion diIappoIag Kal JUKNTIAoIkiG Aoipwéng Twv BAevvoyodvwy, OTTOTE PTTOPEi va
XpelaoTei va diaxkortrei 0 BrAagpog. H apogikiAivn/kAaBouAavikd ofu Ba mpértel va
XPNOILOTTOIEITaI HOVO KaTd T didpkeia Tou BrnAacpoy Peta arrd agioAdynan T1ou oEAouG/Tou
KIvOUvou amo Tov Bepdarovra yiatpo.

4.7 Ewmdpaceig oTnv IKavoTnTa odnynong Kai Xeipiopou pnxavwy
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AEV TTpAypaToTToONBNKAaV PEAETEG OXETIKA LIE TIG ETTIOPACEIG ATV IKAvOTNTa 0drynang Kkai
XEIPIO PO pnyavivv. QoT1000, £vOEXETAI va TTAPOUCIACTOUV AVETTIBUUNTEG EVEPYEIEG (TT.X.
aAAepyikeg avnidpaacig, £an, oTTacpol), 01 OTTOIEG PTTOPEI VA ETTNPEACOUV THV IKAvOTNTA
o0nynNang kai XeipIopou pnxavwy (BAeTe TTapaypago 4.8).

4.8 AvemiBUpnTeg EVEPYELEG
O1 Tmoio auyva avagepbeioeg avermBupunteg evépyeieg (AE) eivai didppoia, vaurtia kar EPETog.

Or1 AE a1md kAIVIKEG BOKIPEG KAl LETEYKPITIKA TTapakoAouBnan pe 1o Ovopa mpoidvrog,
TafivounBnkav ouppuva pe Tnv Katnyopia opyavou auctiuatog kara MedDRA kai
TTapartiBevial TapakaTw

Ma v 1agivopnan Twv avemBUpnTWY EVEPYEIWY XpNOIPOTTOINBN KAV Ol Tapakdrw opoAoyieg.
MoAU ouyvég (21/10)

Tuyvég (21/100 pe <1/10)

Oy ouyveg (21/1.000 pe <1/100)

Imavieg (21/10.000 €wg <1/1.000)

(MoAU otmravieg (<1/10.000)

AyvwaTn ouxvornra [Oev Propei va uttoAoyiotel amo ta diabéaipa dedopéval

ACIUWEEIC KO TIIDATITWOEI]

BAevvoyovodepparnkn kavriviiagn ZUXVEG

Ywre pavartuén prn euaioBniwy opyaviopwy AyvwoTn

AlaTapay£c TOU QILIOTIONNTIKOU KQi TOU AEUQIKOU UG THLATOC

AvagoTpEéyiun AsukoTevia ITTQvieg
{gupTtreplAapBavopévig oUdETEPOTIEVIAC)
Opoppoxurtapomevia LTGVIEG
AvaoTpEwiun OKOKKIOKUTIapaipia AyvwoTn
AIOAUTIKA avaiyia AyvwoTn
MNapdraon rou xpdvou aipoppayiag xal Tou AyviuoTn

xpovou TpoBpouBiving

AOTUROYEC TOU OVOCOTIOINTIKOU GUOTALATOC -

AYYEIOVEUPWTIKO OIBra Ayvwoin
AvaguAatia Ayvworn
ZUVOpOU0 opoIGlov e opovosia Ayvworn
Ayyeiaxn urtepeuaiobnoia AyvwoTn

AlQ1apAYEC TOU VEURIKOU QUOTHMATOC

Z4An Ox1 ouxvig
KeguAahyia Ox1 ouyvee
Sracpoi’ AyvwoTn

Avyveiakéc Siatapaxfc

OpopBogAeBinda’ TTAVIES
AaTapay£C TOU YAOTPEVIEDIKOU OUgIAPATOC

Aidppoia TUxVEG
Navria =~ Ox1 ouxVvEg
‘EueTtog Ox1 guxveg
AvgTtewia Ox1 ouyvEg
TUoXETICOPEVT KE avTIBIoTIKG KoAInSa' AyvwaTn
AIaTapax£C 10U ATTATOC KAl TWY XOANQOpwy

Augnoeic AST f/kar ALT? Ox1 oUYVEC
Hrratinda® AyvwoTn
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AlaTa @ Twv VveE WV KAl TWV OU O
faYlo]
1 BAémre mapaypago 4.4.
2 BAETTE TTApGypapo 4.4.
>%10 ONMEIO TNG EVEDNG
¢ Zupmrepidaupavopéving 1hg weuvdopepBpaviwdoug koAiTidag kai 1ng aipgoppayikng koAindag
gBAéns Tapaypago 4.4)
Mia pérpia avgnon oe AST kaiij ALT éxer anueiwBei oe aoBeveig Tou EAaBav avniBioTika Tng
Kartnyopiag B-AakTapng, aAAd n onpagia autwv Twv eupnudTwy gival dyvwaoTr.
AUTEG 01 avemIBUPNTEG EVEPYEIEG EXOUV ONUEIWBET e AANEG TTEVIKINIVEG KAl KEQPAAOOTTOPIVES
BAETTE TTapaypago 4.4
Av avagepBei omoiadnrore deppatikry aviidpacn uttepeuaioBnaoiag, n Beparreia Ba mpémel
va SiakoTrTeTal (BAETTE TTApAypa@o 4.4).
® BAéme Tapdypago 4.9
? BAéme rapdypago 4.4
% BAé e TTapaypdgpoug 4.3 kan 4.4

| E— N . PSSR S —

49 YmepSoooloyia

Mmopei va egeavicTolV yaoTpeVTEPIKA CUPTTTWHATA Kal diatapaxri Tou 1I00Juyiou uypwv Kai
NAEKTPOAUTWYV. ‘Exel TapatnpnBei oxnuanopdg kpuoTaAwy apogikiAivrig ata oupa, o OTIoiog,
gviote, odnyei o€ vepiki averrapkela (BAETTe TTapdypago 4.4).

2TTQCH0I PTTOPEI va EPPavicTouv ot aoBeveig pe diatapayr) NG vePpikng Acitoupyiag i oe
auTtoug TTou Aapfdvouv uynhég 6A0EIg.

‘Exer avagepBei 61 n apofikiAiviy kaBilavel o oupokaBEeTAPEG, KUPiWG HETA aTTo EVvOOPAERIa
Xopnynon peyahwyv doocwv. ©a mpéTel va trpeital 1aknikog EAeyxog Batdérnrag (BAETe
TTapaypago 4.4)

Oceparreia dnAnrnpiagng

Ta yaoTpevTEPIKA CUPTTTWHATA PTTOPOUV VA AVTIPETWITIOTOUV CUPTTTWHATIKG, divoviag
TTPOCOXI| OTO I004UYIO VEPOU/NAEKTPOAUTWV.

H apogikihivn/to kAaBouAavikd o&u ptTopei va atmopakpuvBei ammo Tnv KukAopopia pe
aiokaBapar).
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5. PAPMAKOAOI'IKEZ IAIOTHTEL
51 ®appakobuvapikig1516TnTES

PapPakoBepareuTIKn KaTnyopia: Zuvduacpoi TTEVIKIAIVWY, GUPTTEpIAQPBAvopéVwyY Twv
avacTtoAfwyv B-Aakrapacng, kwdikog ATC: JO1CRO2

Tpotrog dpdong

H apogikiAivn ivaipia nuiouvBeTkn evikiAivn (avTiBionko pe B-AakTtaun), rj omofa avacTéAAEl
Eva f mepIoooTEPa Ev{upa (Cuxva avaPepovial we ITPWTEIVEG GUVIECNE TV TTEVIKIAIVILV,
PBP) ot BioouvBeTikr 000 TG BakTnpiakig METTTIOOYAUKAVNG, 1} OTToIa ATTOTEAEI
avatrdéoracto SopIKG ouoTatikd Tou BakTnpiakou KUTTapIKoU Toixwuarog. H avaoTtoAn 1ng
ouvBeong TetTnidoyAukdvng odnyei oTnv arroduvapwaon Tou KUTTapikou ToIXwHartog, n otroia
ouxva akoAouBeital amod kuTTapoAuan kar Bavaro.

H apoéikiAivn eival euaioBntn otnv atrodopnon armo B-Aaktapdaceg Tou Tapdyovral armod
avBekTika BakTipia kar, eTTopévweg, dev eivai dpaamkr amo Poévn TG évavil opyaviopwy TTou
Tapdyouv Tétoia éviuua.

To kAaBouAavikd ofu eival pia B-AakTapn mou OxEeTICeTal SOIKA pPE TTEVIKIAIVEG. ATTEVEPYOTTOIEI
opiopéva éviupa NG B-AaKTapacng armoTpETTovIag, We ek TOUTOU, TNV adpavorroinon g

apogikiAivng. To kAaBouAaviko ofU pepovwpéva Oev aokei KAIVIKA Xpriaipn aviaknpiakn
emidpaon

Lyton PK/PD

O xpovog avw TG eAAXIOTNG avacoTaATIkAG ouykEvTpwong (T>MIC) Bewpeital ot gival o
HEI(Wv KaBOPIOTIKOG TTapdyovTag aTIOTEAECUATIKOTNTAG YIa TNV apogikiAivn.

Mnyaviguoi avriotaong

O1 U0 KUpiol pnxavicpoi avrioraong atriv apogikiAivn/to kAaBouAaviko ofu eivat:

. AdpavoTtroinan aro ekeiveg TG BakTnpiakég B-AakTapaceg rou dev avacTéAAovTal o1
idieg attdo kKAaBouAavikd ofu, cuptrepiAapBavop évwy Twy katnyopiwy B, Ckar B.

. MetaBoAn Twv PBP, n ot1oia peiwvel 1 cuyy£vela Tou avTifakTnpiakou TTapdyovia yia
TO OTOXO.

H un diameparornta Bakmpiwv r unNXaviopoi avtAiag EKPOrG JTTOPEI va TTPOKAAECOUV
BakTtnpiaki aviiotaon f va ouvteAéoouv oe auth, 1Idiaitepa oe Gram-apvnTkd Baktipia.

Znueia diakoTric

Ta onueia diako1m¢ MIC yia Tnv apogikiAivn/to kAaBouAavikd o&u eival exeiva ¢ EupwTraikrg
Emrpotig yia Toug AvTipikpoBiakou g EAéyxoug EuvaicBnoiag (EUCAST)

Opyaviopog Znpeia diakorrig evaiobnoiag (ug/mi)
EuaioBnrog Evdiapeoog AVBEKTIKOG
Haemophilus influenzae' <1 - > 1
Moraxella catarrhalis’ <1 - |- > 1
Staphylococcus aureus * <2 - >2
APVNTIKOi OTNV TTNKTACT £0,25 > 0,25
OTAPUAOKOKK Ol :
Enterococcus' <4 8 > 8
Streptococcus A, B, C, G° < 0,25 - > 0,25
Streptococcus pneumoniae3 <05 1-2 > 2
Enterobacteriaceae’™ - - >8
_Gram-apvnrikd Avaepopia’ <4 8 >8
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Gram-Betika | £4 | 8 >
Mn 0x£1|(10p£v0 JE €ibn onueia <2 4-8 8

Or avapepdpe VEG THEG Eival yia TIG CUYKEVTPWOEIG ApogikIAivng. 1a Toug OKOTTouUG Twv
eAéyxwv euaioBnoiag, n ouykévipwon KAaBouAavikou o&€og opidetal ota 2 mg/i.
el avapepopeveg TIpEG eivar yia TRv OgakiAivn.

Or1 ipég Twv onueiwv diakoTrig oTov TTivaka Bacifovral ota anpeia d1akoTTAG Tng
APTTIKIAIVNG
“To onpeio diakorrig Adyw avtiotaong R>8 mg/l diao@aAiler 611 avagé povriat avBexTika oAa
T AQTTOUOVWHEVA OTEAEXN HE HNXAVICHOUG avTioTaang
o TINEG Twv anueiwv B1IakoTTIAG OTov TTivaka Baacifovialr ata onpeia d1akoTTAg NG
BevluAotrevikiAivng.

O etnToAacpog avrioTaong evoexXopEVG TTOIKIAEI avAAoya PE TNV TTEPIOXT KAl TOV XPOVO yia
eTnAEYHEVA EION KAl N TOTTIKIA TTANPOPOPNCN OXETIKA PE TNV avTioTacn civar mBupnTry, Kupiwg
xatd 1 Bepareia cofapwv Aomwgewv. Avaloya pye Tig arrairfoelg, 8a TpéTrel va {nTeTal n
ouvOpopr e1dikol 6Tav 0 TOTTIKOG £TTIITOAQCOG avTiaTaong diakuBelel T xpPNCILOTHTA TOU
1T@pAyovTa TOUAdXIGTOV OF OPICHEVOUG TUTTOUG AOIWEEWV.

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaiobnTog oTr peBiKIAivi) £
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes xai Aoittoi 3-aiioAuTIKOi GTPETTTOKOKKOI
Opada Streptococcus viridans

Actinobacillus actinomycetemcomitans
Capnocytophaga spp

Eikenella corrodens

Haemophilus influenzae®

Moraxella catarrhalis

Neisseria gonorrhoeae§

Pasteurella multocida

Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

TQ oTroia va artroTeAEi
Gram-9eTiKoi
Enterococcus faecium $

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

avOeKTIKOI

Citrobacter freundii
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sp.
Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.
Serratia sp.
Stenotrophomonas maltophilia

Aorirroi

Chlamydia trachomatis
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti

$ duoikn evdidueon evaioBnaoia atToudia ETTIKTATOU HNXAVIOPOU avTioTaang.

£ '0OAoi o1 avBekTikoi aTn peBIKIAivr) GTA@UAOKOKKOI Eival avBeKTIKOi OTNV

apogikiAivn/kAaBoulaviko ogu

§ ‘OAa 1a ateAéxn pe avroxn otnv apogikiAivn Tou dev evepyotroicitar ammd Brita AakTapdgeg

givia avBekTik@ otnv apogikihiviy/kAaBouAavikd ogu

! AuTr n pop®n apotikiAiviyg/kAaBoulavikou o£og PTTopei va pnv gival kataAAnAn yia tnv

avTIPETWITION Tou Streptococcus pneumoniae TTou gival avBekTIKOC aTnv TTEVIKIAIV (BAETTE

TTapaypa@ous 4.2 kai 4.4)

2 ZTeNEXN pE pewpévn evaioBnaia £xouv ava@epBei o opiopéveg xwpeg TG EE pe ouxvotnta
10%.

5.2 QappakOKIVIITIKEG 1IBIOTITEG

Ta amoteAéopata appakokIvTIKAG yia PENETEC OTIG OTTOIEG XOpryRonke
apogikiAiviy/kAaBoulavikd o&U o€ opadeg uyiwy eBeAoviwy wg 500 mg/100 mg 1
1000 mg/200 mg xopnyoupeva wg evOoPAERIa évean bolus TTapouaidadovTal TapaxkaTw.

Méoeg (+ SD) TTapapeTpor ¢appakoKIviTIKAG

Xopnyoupevn

lelo il Adon Méan (h.mg/l)
OUyK ZTOoVv

AMX/CA 500 mg 1,07

500 m /100 m

AMX/CA 1.

AMX/CA 500
m /100

Mepitrou 25% Tou guvoNikou KAaBouAavikoU o&gog ato TTAGoua kar 18% 1n¢ guvolikig
apoikiAivig ato TTAGopa cuvdéerar pe mpwreives. O epgaviig GYKog KaTavopric eival TTepitou
0,3-0.4 i/kg yia tnv apogikiAivi kai TrepitTou 0,2 i/kg yia 1o kKAaBouAavikd ofu

ol



T AAYEI-E.4250-13/4
(24a)

Meta ammo evOo@AERIa xopriynon, 1000 n apogikihivi) 600 kai 10 kAaBouAavikd ofu BpéBnkav
a1n xoAndOXOo kUOTN, Ot yaoTpikd 1010, 010 BEppA, OTO NITTOG, OF PUIKOUG 1I0TOUG, O€
apBpoaieANikd Kai TTEPITOVAIKO UYPO, OTN XOAN kai O€ TToov. H apogikiAiviy 6ev katavéperal
IKQVOTTOINTIKA OTO £YKEPAAOVWTIAIO Uy po.

ATTO peAéTeg o€ wa Oev uTTdpyouv evOEIEEIC yIa anpPavTIKA KATakpATNon OTOUG 10TOUG UAIKOU
TTOU TTPOEPXETAI ATTO TO YAPHAKO YIa oTToiodNTToTE cuaTankd. H apoikiAivn,

TTEPICCOTEPEG TTEVIKIAIVEG, PTTOPEI va avixveuBei 010 pnTPIKO yaAa. 210 pnTPIKO yaAa piropouv
£1riong va evromaTei atmoBoAn ixvwv kAaBouAavikou offog (BAEme mapdypago 4.6).

Bioystaoxnuanouog

H apofikiAivn atroBAaAAeTal ev pépel 0Ta oUpa WG avevePyo TTEVIKIAAOTKG 0§U OE TTOOOTNTEG TTOU
100duvapouv péxpr 10 Ewg 25% Tng apxikng 66ang. To kAaBouAavikd ofu petaBoAigeTal
exTeTapéva otov dvBpwito kar atroBAAAETal GTa oUpa kai Ta koTTpava wg O10&gidio Tou
avBpaka oe amofaAAoueva aépia.

ATTOBOAR

H kupia 006g amoBoAng yia Tnv apogikiAivi gival pEow TwV VEPPWY, EVW Yia 10 kKAaBouAavikd
0&U €ival kal pe vEPPIKOUG KAl PE PN VEPPIKOUG NXaviopoug.

H apogikiAivn/To kAaBouAaviko ofu £xel pEon

péon oMk k@Bapon kard mpoaoéyyion 25 I/h oe uyieig eBeAoviég. Tepitrou 10 60 £wg 70% TNG
apogikiAivng kai TepitTou 10 40 £wg 65% Tou kAaBouAavikou o&Eog atToBAAAeTal avaAAoiwTo
gTa oUupa kaTa TG TPWTEG 6 h peTA amod TN xoprnynon pepgovwpévng evoopAEBiag éveang bolus
500/100 mg i peTd amod 1N xopnynon pepovwpévng evOopAERiag éveang bolus 1000/200 mg.
Nidgopeg peAETeG Exouv SiamaoTwaoel 0N n amoBoAr o1a oupa eival 50-85% yia Tnv apofikihivn
ka1 amd 27-60% yia 10 kAaBouAaviké ofu péoa oe diacTNpPa 24 wpwv. ETNV TTEPITTTWON TOU
kAapBouAavikou of€og, n PeyaAuTepn

WPEG PETA aTTo TN XOPnynon.

H mapaAAnAn xprion mpoPeveaidng kabuoTepei Tnv amoBoAn apogikiAivng, alia dev
kaBuoTtepei T veppikr) amofBoAr) kAaBouAavikou ofEog (BAETIE TTapdypago 4.5).

HMkia

H nuidwr) amoBoAng 1ng apogikiAivng eivar rapoépoia ota maidid nAikiag 3 pnvwyv TrePITTou £wg
2 €TWV PE Ta peEYaAuTepa Tad1d kal evnAiKoug. E1a TTOAU veapd 1aidid (TrepihapBavopévwy
Twv veoyévvnTwyv) kard mnv mpwrn eBdopad a g {wng Toug, 1o diacTnua xopnynong dev 6a
TTpéTel va utre pPaivel Tig dUo Popig TNV NPEPa Adyw TNG avwpIpoTnNTag 1Ng VEPPIKNAG 0dou
amékkpiong. E@oagov o1 nAikiwpévor aoBeveig eival TmBavoTepo va mapousialouy |

ve@piki Aeitoupyia, Ba mrpéter va boBei TTpogoyr atnv emAoyr] Tng 0OONG kAl PTTopEi va eivai
XPNoIuN N TTapakoAouBnan TnNg VEPPIKG AeIToupyiag.

Negpixni dugAcitoupyia

H guvoAikn kdBapan 1ng apogikiAivng/Tou kAaBouAavikou-0E£0g OTOV Opd PERLVETAFKAT
avaAoyia pe 1 PEIoUpEVn VEQPIKN AeiToupyia. H peiwaon g kABapong Tou ¢appdkou gival o
€kdnAn yia 1nv apofikiAivy e oxéon pe 1o kAaBouAaviko o§u kaBwg pEow TnNG ve@pikng odou
arroBdaAAerar yeyaAuTepo TTOOOOTO APOEIKINIVNG. ZUVETTWG, OTNn ve@pikr BuoAeIToupyia, ol
Bdoeig rpéTrel va TTpoAapBavouy TV AOKOTT CUCOWPEUDN apodikiAivng kal va diatnpodv
mapaAinia erapkn emitreda kAaBouAavikou o&éog (BAETTe TTapdaypago 4.2).

Hmonxf SuogAsitoupyia

AcBeveig pe nrratikn duoAeaitoupyia Ba TTpéter va AapBdvouv 00N pe TTpocoxn kal B6a TTpETel
va mapakoAouBeital n NITankni Asitoupyia ava 1akta diacTipara.
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5.3 [lpokAvika dedopéva yia TNV ag@daheia

Mn kAivika dedopéva dev amokaAUTiTouv kaTtrolov €101kd kivduvo yia Tov avBpwTro pe Baon
HEAETEG (papuakoAoyiag aoAaAeiag, yoviBIoTogIkOTNTag Kal TOgIKOTATAG OTNV avamapay wylkn
IKavoTnIa.

MeAéTeg TOgIKOTNTAG ETTAVAANTITIKWY OOCEWV TTOU TTpaypartoTronBnkav oe OkUAOUG WE
apotikiAivn/kAaBouAavikd ofu, karadelikvUouv yaoTpikd epeBiouo kal EPETO Kal
ATmoXPWHATIoPEVN YAWOoOQa.

Aev Exouv DiegaxBei peAéTeg kKapkivoyéveong pe 1o Ovopa TpoidvTog fl Ta cuoTatikd Tou.

6. DAPMAKEYTIKELZ MAHPO®OPIEE

6.1 KartdAoyog ekdOXwv

6.2 Aocuuparornreg

6.3 Aidpkeia (wRg

6.4 Idiaitepeg TpopuAGdeig kaTa Trv pUAagn Tou TPOIGVTOG
6.5 ®uon ka1 CUCTATIKA TOU TTEPIEKTI

6.6 Idiaitepeg TpoPuUAGgeIc aTTOppIYng Kal AAAOG XEIPITHOG
Kauia £idikn utroxpéwon.

KaBe axpnoioTToinTo TPpoiov r AxpnoTo BAIKO TTPETTEl va aTTOPPITITETAI CURGPWVA HE TIG KaTd
TOTTOUG I0XU0OUTEG OXETIKEG DIaTAteIq.

Npos1oagia SigAupdiwy via evOoQALBIa £vean

500 mg/100 mg koOvIg yia evéaipgo didAupa ) didAupa TTpog Eyxuan.

O @uaioAoyikog diaAuTng eival Evéoipo "Yowp Ph.Eur. To Ovopa mpoidviog 500/100 mg 6a
mpeTTEl va diaAuetar gg 10 ml &iaAutn. Autd ammobidel mepitrou 10.5 mi diaAuparog yia xprion
gparmag 66ang. 'Evag mapodikog pod xpwpanopog PTopei i 6x1 va avat tuxBei katd v
avaoyoTtaon

Ta avacugotapéva diaAuparta eival (puOIoAOYIKA AxXPWA ] EXOUV Eva TTACTEA axupEVIO XPLpa.

To Ovoua mpoioviog Ba 1pérrel va xopnyeital yéoa oe 20 min amod v avacuotaon.

Mpoetotuagia draAhuyatwy yia evoo@AEBa £yyuan

Ta piaAidia Ovopa mpoidviog Oev eival katdAAnAa yia xprion ToAAamAwyv BGoEwv.

500 mg/100 mg kovig yia evéaipo diaAupia rj SidAupa TTpog £yxuor.
To Ovopa mpoidvTog Ba Tpémel va avacuoTabei OTTwG TTEPIYPAPETAI TTAPATIAVW YIA TNV EVEDT). .
Xwpig kaBuatépnan, 6a TPETEl va TTPoaTeBei To avaguoTtapévo didAupa ae 50 ml uypou
£YXUONG PE XPAON Hivi gakou 1y S1aBabpicEVOU OYKOPETPIKOU CWANVIOKOU.

1000 mg/200 mg kovIg yia evéaipo OidAupa ) SidAupa TPog Eyxuor).
To Ovopa mpoiovrog 6a TpETTEl va avacuoTabei 6TTwg TeplypdgeTal Tapamavw yia Tnv Evean.

Xwpig kaBuatépnorn, Ba mpéTtel va TpooTeBei 10 avacuoTapévo didAupa oe 100 mi uypou
£yxXuong pe xpnon pivi adkou f Siafabuicpévou OYKOETPIKOU CWANVIoKOU.

7. KATOXOZ THZ AAEIAE KYKAOODOOPIAL
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8. APIGMOZ(Ol) AAEIAL KYKAODOPIAL
9. HMEPOMHNIA NMPQTHZ EFKPIZHZ / ANANEQZIHZ THZ AAEIAZ

10. HMEPOMHNIA ANAOEQPHIHL TOY KEIMENOY
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A. To ®UANO Odnyiwv yia 10 XpAOTr QAPPAKEUTIKWY TIPOIOVTIWY  TTOU TIEPIEXOUV OpaaTikO
ouotatikdO AMOXYCILLIN + CLAVULANIC ACID, EmikaAuppévo pe Aemto uvpévio Siokio

500mg/125mg/tab & 875mg/125mg/tab opidcTai wg e&ng:

OYANO OAHTION XPHEHE: NAHPO®OPIEX I'lA TON XPHETH

‘Ovopa 1rpoiovrog 500 mg/125 mg emkaAvppéva pe AeITT0 upévio digkia. -
Ovoyia mrpoidovtog 875 mg/125 mg etnikaAuvppéva pe A 16 upévio diokia

ApodnaAiiv/khaBovAaviko ofl

A1aBACTE TTPOOTEKTIKG OAOKANPO TO PUAANO 0ONYIWV XPriONG TTPOTOU apXiTETE va

TTaipvETE AUTO TO PAPHAKO.

- @uAagTe auto 1o GUANO 0dnyIwv xprong. Towg xpeiaoTei va 1o diafdoete Eava.

- Edv éxete TEpaITépw aTTOPiEG, PWTACTE TO YIATPO i} TO PAPPAKOTIOI0 0AG.

- H ouvrayn yia auto 10 @dpuako xopnyndnke yia oag (j to maidi oag). Aev TrpéTer va
dwaoete 10 pAppako o€ aAoug. Mitopei va toug TTpokaAeael BAARN, akdpa kar dtav 1a
OuUPTITWHATA TOoUuG gival idia pe Ta dikd oag.

- Eav kamoia avemBupntn evépyeia yiverar coapr), f av TaparnprnoeTe kAtoia
avetTnilupnTn evépyela rou Oev avaPépeTal oTo TrTapov GUANO odnyiwv, TrapakaAeioBe va
EVNEPWOETE TO yIATpd 1) PAPPAKOTIOI 0ag.

To mapov UALO 0dnyIWV TTEPIEXES:

Ti eival To Ovopa 1TpoidvTog Kal TroIa gival i XpRaon Tou

Ti TrpéTTEl va yvwpileTe TTpoToU TTapeTe 10 Ovopa TrpoidvTog
Nw¢ va rapete 1o Ovopa 1rpoidvTog

MiBaveg avetnBUNTEG EVEPYEIEG

Nwg va puAdoaoetal To Ovopa TTpoidvTog

AONTEG TTANPOYPOPIES

Q)(J‘Af.&-)f\)._\

1. TI EINAI TO ONOMA NPOIONTOZ KAI NOIA EINAIH XPHIH TOY

To Ovopa 1TpoidvTog cival éva avtifioTiko kal dpa okoTwvovTag Ta Baktnpidia 1mou 1TpokaAolv
TG Aoipwéelg. NepiExel Guo dIaPopeTIkA Appaka TTou ovopddovial apogikiANivn kal
kAafBouAaviko ofu. H apogikiAAivn aviker o€ pia opada @appdkwy 1Tou ovopddovral
“TIEVIKIANIVEG” ) OpACT) TWV OTTOIWV HEPIKEG POPEG PTTOPET va epTTodioBei (adpavorroieital). To
dAAo dpacTikd oguotaTiko (kAaBoulaviko ofu) Sev eTITPETTEl va OUpBEi auTo.

To Ovopa 1mpoidvTog XpnoipotToiciTal o€ evijAIKeG kal TTaIdId yia Tnv BepaiTeia Twy TTapakdtw
Aotpwgewy:

EmkaAuppéva pe Aett1o upévio diokia 500 mg/125 mg, 875/125 mg

. Aoipwielg Tou pEgou WTOG Kal TTapappIVOKOATTITION
AOIWEEIG TOU avaTTVEUOTIKOU

. AoIpwEEIG TOU oupoTTOINTIKOU
Aolpwéelg Tou BEPPATOG KAl TWV PAAAKWY POpiwV TTEPIAaUBavopévwy Twv 0d0oVTIaTPIKWY
AoipwEewv

AOIPWEEIC TWV OCTWV KAl TwV apBpwoEwv

2. TI NPENEI NA TNQPIZETE NPIN NA NAPETE TO ONOMA NPOIONTOZ
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Mnv mapete 10 Ovopa TPoiovTog:

. ot mepimrwon ahAgpyiag (uttepevaiaBnaoiag) aynv apogikiAlivn, 10 kKAaBouAaviko ogu,
NV TEVIKIAAivn 1| o€ otToiodATToTe AAAo cuatamnkd Tou Ovopa 1mpoidviog (avagpépovra
atnv mapaypago 6)

. Ot TTEPITITWAT) TTOU EixaTe TTOTE cofapr) aAAepyikr avTidpaon (utrepevaicOnaoia) oe
oTroI00ATTOTE AAAO avTiBioTikO. AuTr puTTopei va mepihapBavet depuatiki aviidpaon i
TpA&INO TOU TTPOCWITTOU 1) TOU Adipou
Ot TTEPITITWAT TTOU EiXATE TTOTE NITanka wpoBAnpara f ikTepo (kiTpiviopa Tou &€ pparog)
otav TTaipvare KAmmolo avTiBIoTIKO.

2> "’an TrapeTe 70 Ovopa MPoIOVTOG £Gv KATTO10 aTTG Ta TTAPATTavw 0ag agopd. Edv
Oev eioTe giyoupol, JIAOTE PE TO YIaTPO §] TOV pappakotold oag piv mapere 1o Ovopa
TTPOioVTOG.

Npooégre 181aitepa pe 1o Ovopa WPoidvTog
MiIARoTE PE TO YIQTPO 1| TOV PAPRAKOTTOIG 0AG TTPIV TTAPETE QUTO TO PAPHAKO, EAV

. EXETE TTUPETO HE DIOYKWHEVOUG AEppadEveg
KAveTe Beparreia yia veppikd ) nrankad mpofBAnuara
. OEv OupEITE TAKTIKA.

Eav bev eioTe oiyoupol, edv kAmolo arrd 1a Taparavw 0ag apopd, PIANCTE e TO yiatpo 1y Tov
pappakotrold oag mpiv Tdpete 1o Ovopa TpoidvTog.

2€ OPIOHEVEG TTEPITTTWAOEIG O YIATPOG 0ag ptropei va diepeuvAoer 1o eidog Tou Baktnpidiou TToU
TTPOKAAEl TNV Aoipwén. Avaloya pe Ta arroteAéopara, PTTopei va oag xopnynBei SiapopeTikr
meplekTIkOTRTa Ovopa mpoidviog A diagopeTikd ¢Appako.

Kataotdaoeig mou pimopei va XpelaoTei va TTPOgESETE

To Ovopa mpoidvTog PTToPEi va ETIOEIVIVGEI OPICHEVEG KATAOTACEIG, 1] VA TTPOKAAETE!
ONpAavTIKEG aVETMBOUPNTES EVEPYEIEG. AUTEG TTEPIAGPBAVOUV OAAEPYIKEG avTIOPACEIG, EITIANTITIKEG
KPIoEI§ (OTTaopoi) Kal GAeypOVA Tou TTaXEoG EVIEPOU. MPETTEI va KOITAEETE YIa CUYKEKPIPEVA
oupTtrTwpara kara 1 diapkeia Apyng Tou Ovopa TPoidvTog, yia va PEIWOETE TOV KivOuvo
ommoiwvonRTroTe TTpoBANuAaTwy. BAETTE ‘Karaaraaers mou xpeIGlerai va mPpooEEeTe’ otTnv
Napaypawo 4.

EfeTaocig aipatog kai odpwv

Edv kdverte e€eT1A0EIG aipaTog (01TWG EEETATEIS yIA TNV KATACTACT TWV EPUBPWYV AIoCPpaIpiwV
N e€eTA0EIC NITATIKAG AEiToupyiag) r] eEeTACEIG 0UpwV (Yia TNV YAUKOLN), EVIHEPWATE TO YIQTPO
1} Tov voanAeutr) ot maipvete 1o Ovopa 1poidvtog. Auto yiati 1o Ovopa TTpoiovTog PTTopEi va
ETTNPEACEI TA ATTOTEAETNATA AQUTOU TOU TUTTOU TWwV EEETATEWV.

Xprion GAAwv QappaKwy

MapaxkaAeioBe va evnpeEPUWOETE TOV YIATPO 1) TOV PAPHAKOTIOI0 0ag EAV TTAIPVETE 1] EXETE TTAPE!
TTPOoPara alAa ¢appaka. Auta repiAapfAavouy kal ¢Aappaka Tou PITopouv va ayopactouv
YWPIG ouviayn Kal ¢Appaka QuTIKI)G TTPOEAEUTNG.

Eav AapBavere aAdotroupivoAn (xpnoiPoTtroleital yia tnv oupiki apBpinda) pe Ovopa
TTpotOVTOG, PTTOPEi va au§nBei rj mBavoTnTa va eppavioete aAAepyikr) deppariki} aviidpaary.

Eav AapBavere mpoReveaidn (xpnoipoTToIEiTal yia Tnv oupikij apBpinda) o yiarpog oag PITopEi
va arro@acicel 1y puBpton g d6ang tou Ovopa TTPOIOVTOG.

Eav AapBavovtar avitinknikd @dappaka (61w n Bapeapivn) padi e Ovopa mpoiodviog T1oTE
HTTOPEI va XPEIaoToUV eTITTAEOV £EETACEIG aipJaTaq.

To Ovopa mpoidvTog UTTOPES va ETTNPEACE! TOV TPOTTO OpAacng TnG HEBOTPEEATNS (PAPHAKO TTOU
XPrOIHOTIOIEITAI YIa TV BEPATTEI TOU KAPKIVOU ) TWV PEULIATIKWY TTABOEWV).

Kénon xai nhaopdg
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Edv €iote £ykuog, VOUIZETE OTI PITOPEI va EIOTE £YKUOG, N £Av BnAalete, TTapaAkaAeioTe va
EVNUEPWOETE TO YIATPO 1) TOV PAPHAKOTTOIO 0AG.

ZntoTe 11 GUPBOUAR TOU yIaTPOU 1) TOU PappakoTToloy aag TTPOToU TTAPETE OTTOIOORTTOTE
(pApako.

Od1iynon kai Xeipiopuog phxavwyv
To Ovopa 1TpoidvTog pTTopei va £xe1 aveTmBUUNTEG EVEPYEIEG KAl TA GUUTTTWATA HITOPE va

HEIWOOUV TNV 1IKAVOTNTAG 0ag yia odriynon.
Mnv odnyeite f} XpNOILOTTOIEITE EPYAAEia f) PNxaveg, EKTOG AV AI0BAVETTE KAAQ.

3. NQL NA NAPETE TO ONOMA NPOIONTOZ

Mavrore va traipvere 10 Ovopa TTPoidvTog aucTnpd cUppwva e Tig 0dnyieg Tou yiarpou oag
Edv éxete ap@iBoAieg, pwTrOTE TOV YIATPO 1) TOV YAPHAKOTTOI0 3AG.

EvijAikor kai ratdia Bapoug 40 kg kat avw
H ouvnBng 660n tivar
1 DIOKiO TPEIG POPEG TNV NUEPa

500 mg/125 mg emikaAuppéva pe Aetrtd upévio diokia
1 dioKio TPEIG POPEG TNV NUEPA

875 mg/125 mg emkaAuppéva pe AeTtd upevio diokia
ZuvnBng d6on — 1 diokio dUO POoPEG TV nuépa
. YynAotepn 060N — 1 dIOKIO TPEIG POPEG TNV NUEPQ

Naidia apoug pikpdTEPOU TWV 40 kg
Maidid nAikiag 6 e1wv A PiIkpoTeEpa Ba TTPETTE KATA TTpOoTiunan va AapBavouv Ovopa 11poidviog
OO0 EvaIwPrjua 1} akeAAioKouG.

ZupBouAeuTeite TO yIaTpd 1) TOV PAPHAKOTTOIO0 aag dtav xopnyeita Ovopa mpoidviog diokia o€
TTaIdid Bapoug pikpoTepou Twy 40 kg.

AcoBeveic pe NITATIKA KAl VEPPIKA TTpOBARMaTa

. Edv éxete veppikd poARata, n ddaon ptropei va arrdgel. O yatpdg oag PUTropei va
ETTIAEEE) pia DIOPOPETIKA TTEPIEKTIKOTNTA A DIAPOPETIKO PAPHAKO.
. Edv éxete nmanka mpofBAnuaTa PYTTopEi va XpelacBouv ocuxvoTepeg eEeTATEIC QipaTog yia

TOV EAEYXO TNG NTTATIKAG AEIToupyiag.

Nwg va mapete o Ovopa 11poidovrog

. Karameite 1a diokia oAOkANpa Pe £va TTOTAPI vEPO OTNV apXA EVOG YEUNATOG F) apéows
TpIv

. AlaxwproTe 11 0O0EIG 1I000Uvapa eviOg TNG NuEpag pe-teulaxiotov 4wpa diaotrpara.
Mnv trapete 2 dooeig oe 1 wpa.

4 Mnv mraipvete 10 Ovopa T1poidvTog yia TTEpIcaoTepo atro 2 eBdopadeg. Eav

e€akoAouBeite va aioBAveESTE AppWAOTOI TTPETTEI va EAVAETTIOKEPTEITE TO yIATPd 0AG

Edav mapete peyaAutepr 860 Ovopa TpoidévTog atrd TV KaVoViKR

Edv mapete peyaAutepn moootnta Ovopa mpoidovTog, Ta CUNTITWHATA PTTOPEi va
mepiAapBavouv atopaxikn diatapaxr (aiodnpa adiaBeciag r) didppoia) f araguous. MiAnoTe
HE TO YIQTPO 0Aag 10 OUVTONOTEPO duvatov. AeigTe 0TO yIaTPO TO KOUTI i) TNV PIAAN TOou
Ppappakou.

Eav §exaoere va mapere 1o Ovopa mpoidvrog
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Eav Eexaoete va TapeTe pia 86an, TAPTE TNV apEcwg PJOAIG To BupnBeite. Aev TTpETIEl va
TapeTe TNV £1TOUEVN &OON TTOAU KOVTA, AAAG va TTEPILEVETE TTEPITTOU 4 WPEG TTPIV TIAPETE TNV
€110pEVN DOON.

Edv otaparijoete va waipvere To Ovopa mwpoidvrog

Zuveyiote va Traipvete 10 Ovopa TPoiovTog LEx Pl va TEAEIWOEI ) BEPATIEUTIKN) aywyi], akOua
aioBaveate kaAUTepa. XpeidleaTte OAeG TIG DOTEIG WOTE VA AVTILETWTIIOETE TNV AoiMwEn.

Eav etn{Aoouv karroia Baktnpidia ptropei va erravagépouv ) Aoipwén.

PICCOTEPEG EPWTIIOEIG OXETIKA LIE TN XPGN QUTOU TOU TTPOIOVTOG p(un']orc/ro
yiarpd 1] Tov pappaxkoTroid aag.

4. MIOANEZ ANEMNIOYMHTEZ ENEPTEIEZ

Omrwg 6Aa 1a pappaka, £1ai kai 710 Ovopa TTpoidvTog PITOPET va TTPOKAAECE! aveTnBOPnTEG
evépyeleg av kal 0ev rapouaidlovial o€ GAOUG TOUG avBpPLUTTOUG.

KataoTaoeig wov XpeialeTal va wpoo ELeTe

AANAepyikég avTidpaoeig:

. Oeppuarikd e€avlnua

. @Aeypovn TWV AIHOPOpwWY ayyeiwv (ayyelinda) TTou PTTOPEI va eival gaivetal oav
KOKKIVEG 1) P €€ oykuwpéveg knAideg ato Oépua, aAAa utropei va poaf3AnBouv kal dAAa
HEPN TOU CWHATOG

. TTUPETOG, TTOVOG OTIG apBpwaelg, TTpRAéiuo oToug adéveg Tou Aaipol, TG HaoxAAng i g
BouBwviknAg xwpag

. 0idnpa, opIoPEVEG POPEG OTO TTPOOWTTO 1) GTO OTOUA (ayyEI00iGNUa), TTOU TTPOKAAE]
GuakoAia oTtnv avarrvor

. Katappeuan.

> EmikoivwvioTe apéowg He To yiaTpod oag eQv epQavAcETE KATTOI0 aTrd auTtd T1a
guptTTwuata. ZrapartioTe 1 Afjyn Tou Ovopa poiodvTog.

®Agypovi) Tou TTax€éog EVIEPOU
DAeypovr) Tou TTaxE0G eVIEPOU, TTOU TTPOKaAEi udapn didppoia cuvriBwg pe aipa kar BAévn,
1TOVO GTO OTOMAX!I KA} TTUPETO.

> LupBOUVAEUTEITE TO YIOTPO 0AG TO CUVTIOHOTEPO BuvVATOV €AV ELPAVIOETE AUTA TA
oupTITWHATa.

MoAV ouyvég avemBipnTeg EVEPYEIEG
AuTEG UTTOPEI va eTmpeagouy TrepiocoTepa amd 1 ora 10 dropa

. diappoia (oToug eVIAIKEG).

TuXVEG aVETNIBUPNTEG EVEPYEIEG
AuTEG pTTOPE va eTnpedcouy €wg 1 ata 10 atopa

. agda (kavrivia - uknraaikn Aoipwén Tou KOATTOU, TOU OTOPATOG 1] TWV BEPUATIKWV
TTTUXLUV)

. aioBnua adiabeoiag (vautia), idiaitepa 0tav Aaufavovtal upnAég dOoEIg

- €av oag eTmnpedael 1apTe 10 Ovopa 11PoIdVTOoG TIPIV aTrd 10 paynTo -

. EPETOG N

. Oidppoia (ata TTaidiad).

Ox1 ouxVEG aveETTIBUPNTEG EVEPYEIEG
AuTtég prTopei va errnpedoouy €wg 1 ota 100 aropa

. depuanikod e€avBnua, gayoupa

. €EOYKWHEVO kvnopwdeg eEavBNua (kvidwon)
. duaTrewia

. (aAn
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J TTOVOKEPOAOG.
Ox1 ouxvéG avemBUNNTEG EVEPYEIEG TTOU PTTOPEI va Qavouv oTIg EEETACEIG AipaTog:
. avénon opIcHEVWVY OUCIWV (£v{upa) TTOU TTapAyovTal aTrd To ATTap.

LITAVIEG aQVETTIBUHNTEG EVEPYEIES

Autég ptTopei va ertnpedcouv €wg 1 ota 1000 aropa

. Oeppatikd e€avOna, TTou PTTOPEI va EXEl POUCKAAEG Kal va PoIAdEl pE pIKpoUG GTOX0UG
(OKOUPOXPWHEG KEVTPIKES KNAIDEG TTOU TTEPIBAAOVTAI ATTO [ia avOIXTOX PWLIN TTEPIOXT HE
Haupo dakTuhio YOpw aTTo TIG AKPEG — TTOAUNOPQYO £pUENUA)

= Qv TapatnPACETE KATTOIO ATTd QUTA TA CUPTTTWHATA ETTIKOIVWVOTE PE £va yiIaTpd

ETTEIYOVTWG
ZTTAVIEG AVETTIBUUINTEG EVEPYEIEG TTOU PTTOPEI va gavouv OTIg e€eTACEIG @ipaTog:
. XaUNAGG apiBPOG KUTTAPWY TTOU EUTTAEKOVTAI OTNV TTAEN TOU aipaTog
. XOUNAOG apiBOG AEUKOKUTTAPpWV

AMEG aveTBUPNTEG EVEPYEIEG

ANNEG QVeETTIBULINTEG EVEPYEIEG EXOUV PaVEi O€ £va TTOAU HIKPO apiBpd atopwy aAAd n akping
auxvoTtnTa TOUG Eival AyvwaTr).

. ANepyIkEG avTIOpaoelG (BAETTe TTapammavw)
. ®Aeypovi Tou TTax£og eviépou (BAETTE TTapaTTavw)
. zoBapég deppatkég aviidpdoelg:
- EKTETAEVO £EAVONPA PE POUCKAAEG Kal aTToPAoiwpévo BEppa, 1d1IaiTepa yUpw atmod
TO OTOPA TR PUTN, Ta PATIO KAl 1A YEVVNTIKA opyava (ouvdpopo Stevens-Johnson)
KQl yia coBapotepn HOPPI TTOU TTPOKAAET EKTETAREVN ATTOPAOIWGT TOU BEPHATOG
(TrepiocoTepo atmo 30% NG ETIPAVEIAG TOU CWHATOG — TOEIKI) EMIOEDUIKA
VEKOOAUON)
- EKTETAREVO KOKKIVO DEppaTIKO £€AVONUQA HE MIKPEG QOUTKAAEG TTOU TTEPIEXOUV TTUOV
(arropoAidwrikny depparitida)
- KOKKIVO pE atmoAémmion e€AavOnua, pe ofwAoug kATw atmo 1o JEPPA KAl YOUCKAAEG

(BAaT16L0eg eEdvBnpa).
> EmikoivwivioTe pe éva yiatpo apéowe eav EPPavnoETE KATTOIa Ao autad Ta
CUPTTTWHATA.
) pAeypovn Tou NTTatog (nrrarinda)
. iKTEPOG,

TTapAYEeTAl GTO NTTAP) TTOU PTTOPEI va KAVE! TO DEPHA KAI TO AEUKO TwV HaTiwv va
paivovTal Kit piva

) @AEYHOVI] TWV VEQPIKWY CWANvapiwv

. 10 @ipal apyei va TRgel

. UTTEPKIVITIKOTNTA

. gTmacpoi (o€ aropa ou Traipvouv uywnhég 66aeig Ovopa TTpoidvTog i XUV VEPPIKA
TpoBARuarTa)

. peAavr) yhAwaoaoa mmou poidder TpixwTr

. knAideg ata dovTia (o1a TaIdid), cuviBwWG ATTOPAKKPIVOVTAI PE TO BoUPTAICHA.

AVETTIBUHNTEG EVEPYEIEG TTOU PaivovTal OTIG £EETATEIG QiNATOg ] OUPWV:

. ooBapr) peiwan Tou apiBPoU Twv AEUKOKUTTApWY

. XaunAodg apibuog epubpwv aipoaaipiwv (apoAunikr avaipia)

. KpuaTtaAhol o1a oupa.

Eav gpgpavioeTe avemiBupnTeG EVEPYEIES

> EvnpepwoTe 10 yiaTpd i} TOV pappakoTrold gag eav KATToIa aveTnBuunTn evépyeia
yivetar cof3apr), i} av TapartnproeTe KATTOIQ AVETTIBUUNTN EvEPYEIa TTOU OEV QvagEpeTal
OTO TTAPOV GUAAO 0dryIWV.

5. NQOI NA ®YAAZLETAI TO ONOMA MPOIONTOZ
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Na quAdooetai e pépn 11ou dev 10 (pBAvouv kai dev 10 BAETTOUV Ta TTAIBIA.

Na pn xpnoipotroieite 10 Ovopa TPoidvTog PETA TNV NUEPOUNVia ARENg TTou avagé petal aTo
kouTi. H nuepopnvia ARgng eivai n TeAeutaia nuépa tou pAva TTou avagEpetai.

Ta pappaka dev TTRETTEI va aTTOPPITITOVIAI OTO VEPO TNG ATTOXETEUONG 1} OTA OKOUTTIdIA.
PwTeigTte TO papuakottoid oag mwe va meragere 1a gpappaxa 1rou dev xpeialovral ma. Autd 1a
pETpa Ba BonBARoouv otnv TpooTaadia Tou TrepIBAAAovTog.

6. AOINEX NAHPO®OPIEL

Ti mepiéxel To Ovopa 1TpoiodvTog

Ep@avion Tou Ovopa TTpoidvTog Kal TTEPIEXOHEVO TING OUOKEUAgiag
Kdaroxog adeiag kukAopopiag kai rrapaywyog

AuTO TO PappakeuTIKO TTPOTOV EXel EykpIBEi oTa KpdaTn MEAn Tou Evpwiraikou
Oikovopikot Xwpou (EOX) pe 11¢ ak6AouBeg ovopaaieg:

To mapov UAAo 0dnyIWV Xpong eykpidr ke yia TeEAevtaia popa oTig
Tpotrog 8idBeong pe 1aTPIKA guviayn

Ta avTiBIoTikA XprnOIMOTTOIOUVTAL YIA TNV AVTINETWITION TwV AOIPWEE WV TTOU TTpOoKaAoUvVTal aTrd
Baxktnpidia. Aev gival QTTOTEAECUATIKA EvaVTl TWV ACIPWEE WV TTOU TTPOKAAOUVTAl aTrd toUg

Oplopéveg opég pia Aoipwén Trou TTpokaAcital atd Bakrnpidia Sev avTaTrokpiveTal oe £va
oxAua avTifiotikou ‘Evag arrd toug auvnBEéaTepoug Adyoug yi auTd eivar £TTeidA Ta BakTnpidia
TTOU TTPOKAAoUV T Aoipwén eivar avBekTika oto AapBavopevo avriBioTikd. Autd anpaiver OTi
HTTOPOUV va £1M{fjoouv Kai akOPa va TroAAaTTAaciactouy rapd 10 avTiBIioTiko.

Orav o yiarpdg oag xopnynaoel Eva oxnpa avriBiotikou, autd TrpoTtiBeral va Beparrevoet pévo
v Tpéxouaa 11atnan cag H epappoyni Twv TTapakdatw cupBouAwyv Ba Bondrioer oTnv
TPOANWYN EppAvIong avBeTkTIKWY BakTnpidiwv TTou PTTopoUV va eptrodigouv Tr) dpdar) Tou
avTifioTnikou

Eival ToAu onuavnikd va traipvete 1o avnifionikd atr owaortr 66aon, T CwoTA wpa kai yia
TOV CWOTO apIBuod npepwv. AiaBdare 1i¢ odnyieg otV emanuavon kar edv dev
KkataAaPaivete kAT, pWTRAOTE TO yIATPO [} TOV (PAPHAKOTTOIO VA 0ag TO E§Nynact.

2. Qev TpéTTel va TTApeTe éva avTifioTIkG ekTOG £Av Exel guvTayoypapnBei e181kd yia oag kai
Ba TTPETTEr va TO XPNOIYOTTOIF|OETE POVO Yia TNV QVTILETWITION Trg Aoipwéng yia tryv omoia
oag xopnynonke.

3. Aev TIPETTEl va TTAPETE avTIRIOTIKA TTOU Xopnyndnkav oe dAAa dropa akopa K av eixav

Aoipwén tTou ATav TTapopoia pe 1 dIkA oag.

Acgv TTpétTer va diveTe avTIfIOTIKA TTOU XopnynBnkav e oag oe aAAa dropa.

5. Eav é€xete kAtoio avTiBIOTIKO TTOU EMEIVE PETA TN AR TOU OXFATOS QUPWVA LE TIG
odnyieg Tou yIaTPOU 0ag, Ba TTPEITEI VA ETTIOTPEWETE TO UTTOAOITTO OTO PAPKAIEIO va
atroppIPOei kKaTaAAAAWG.

s
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B. To ®UAAo OOnyiisv yia 10 Xpnatn QapuUakeuTIKWV TIPOIOVTWY  TTOU TrEPIEXOUV OpacTIKO
ouatanikd AMOXYCILLIN + CLAVULANIC ACID, Ajokio TTapaterapévig atrodiopeuang
1000mg/62,5/tab opidetal wg eEAG:

DYAAO OAHTIQON XPHEIHI: NAHPO®OPIEXZ I'lA TON XPHETH
‘Ovopa wpoidviog SR 1000 mg/62.5 mg diokia maparerapévig amodiéopeuang
ApofixiAhivi/kAaBouAaviké ofo

AaBAaTE TTPOOEKTIKA OAGKANPO TO PUAAO OBNYIWY XPHiTN¢ TTPOTOU apyXioETe va

ITAIpVETE AUTO TO PAPHAKO.

- DuAdETe autd 10 YUAAO 0OnyIwv XpAANG. Towg xperaaTei va 1o diaBdaete Eava.

- Edv £xete TTEpaITEPW ATTOPIEG, PWTACTE TO YIATPO A TO GAPHAKOTTOIO 0AG.

- H cuvrayn yia auto 10 @Appako xopnynbnke yia oag. Aev TTPETTEI va OWOETE TO APHAKO
ae dAAoug. Mrtopei va Toug TTpokaAéoel BAGRR, akopa kal 6Tav 1a CUUTTTWHATA ToUg
gival idia pe 1a dika oag

- Eav xarroia avemBupnTn evépyela yivetar cofapry, f} av rmapatnpnoeTe kAmoia
avemBupnTn evépyeia TTou Oev ava@EépeTal aTo TTapOV GUAAO 00nyIWY, TTapakaAeioBe va
EVIMEPWOETE TO YIATPO ) 9APPAKOTTOIO 0AG.

To mapov @UAAo odnyiwv TTEpIEXEL:

T eivar o Ovopa TTpoidvTOoG Kai TToIa givai 1 Xpron Tou

T rpétTer va yvwpileTe TTPpOTOU TTApeTe 10 Ovopa TTpoidvTog
Mwg va mapete 10 Ovopa 1rpoidvTog

MBavég avemBuunTEG EVEPYEIEG

Mwg va guAdoaoetar 1o Ovopa TrPoidvTog

AOITTEG TTANPOYOPIES

DL s WN

1. TI EINAI TO ONOMA NPOTONTOZX SR KAl NOIA EINAI H XPHIH TOY

To Ovopa 1poiovTog eivar Eva avTiBioTiko kal dpa akoTwvovTag Ta Bakrnpidia Trou TpoKaAouv
TIG Aoipwéelg. MepiExer 000 BilagopeTika edppaka TTou ovopaldoviar apoikiAdivi kai
kAaBouAaviko ofu. H apogikiAAivn avrker ot pia opdda @appdkwy TTou ovopalZovial
“TTEVIKIAAIVEG™ ) OpACH TWV OTTOIWV HEPIKEG YOPEG PTTOPET va epTrodIoBei (adpavotroieital). To
AaAAo OpaaTikd cuaTaTikd (kKAaBouAavikd of ) dev emITPETTEI va cupPei auTé.

To Ovopa 1rpoidvTog Xpnanotioleital oe evAAIKeg kar TTaidid dvw Twv 16 £Twv yia Tnv
Beparreia Twv TTAPAKATW ACHIWEEWV:

. AOIPWEEIG TWV TTVEUPSVWV.

2. TINPENEI NA TNQPIZETE NPIN NA NAPETE TO ONOMA NPOIONTOX

Mnv wapere 1o Ovopa TTpoiovrog:

. e TepITTTWOon ahAepyiag (uttepeuaicBnaiag) otnv apogikiAAivr, 1o KAaBouAavikd o&u,
TNV 1TEVIKIAAIVA 1} OE OTT0I100r)TT0TE AAAO ouoTaTIKO TOU Ovopa TTPoidvTog (avagépovral
atnv rapaypago 6)

. O€ TTEPITTTWON TTOU EixaTe TTOTE cofBapn aAAepyixr) avtidpaon (umepeuaioBngdia) oe
orroiodAirote AAAo avTiBioTikG. Auth prropei va Trepihapfaver deppartiry aviidpaon r
1TPAEINO TOU TTPOCWITOU 1} TOU Aoy

. OE TTEPITITWAN TTOU EiXATE TTOTE NITATIKG TTPORARPATa r ikTEPO (KITpiviopa Tou BEpPATog)
otav raipvarte KAtrolo avtiBioTikd.,

2> Mnv wapeTe 7o Ovopa 1poidVTog £av KATTOIO aTrd Ta TTapaTTavw oag apopad. Eav

Oev gioTe giyoupol, JIARATE PE TO yIaTpO i} TOV YappaxkoTrold aag Tipiv rapete 10 Ovopa
TTPOTOVTOG.

71



AAYET-E.4250-13/4
(240)

np'ooéﬁn 151aitepa pe 1o Ovopa IwpoidvTog
MIAROTE E TO yIaTPO A TOV YAPUAKOTIOIO GAg TIPIV TTAPETE AUTO TO PAPUAKO, EAV

. EXETE TTUPETO PE DIOYKWHEVOUG AEPPAdEVEG
. KAveTe Beparreia yia ve@pika n nratika rpofAfuara
. Oev OUpEITE TAKTIKA.

Edv b¢ev eioTe aiyoupol, eav kATTOI0 QTTO TA TTAPATTIAVW GAG apopd, WIANCTE PE TO yIaTpO | TOV
PappakoTtold aag 1rptv Tapete 10 Ovopa 1TpoiovTog.

Z€ OpIOpPEVEG TTEPITTWCEIG O YIATPOG aag Ptropei va diepeuvioel 1o £idog Tou BakTnpidiou TToU
TTPOKAAE] TNV AoiuwEn. AvdaAoya pe Ta armroTeAéaparta, YTTopei va aag xopnynBei diagopeTkn
TTEPIEKTIKOTNTA Ovopa TpotdvTog A HIapopeTikO GApHAKO.

Karaoraogeig 1Tou PIropei va XPEIaaTEl va ITTPOOESETE

To Ovopa 11poidvTog PTTOPEi va eTTIOEIVWOEI OPIOUEVESG KATAOTAT EIG, i} VA TIPOKAAETEI
ONPAvTIKEG aveETTIBUPNTEG EVEPYEIEG. AUTEG TTEPIAGNPBAVOUV AAAEPYIKEG avTIOPATEIG, ETIANTITIKEG
Kpioelg (OTTaopoi) kal GAeYpOVA Tou TTaxéog eviépou. TPETTEl va KOITALETE YIa OUYKEKPIPEVA
cupTTTwara katd 1 diapkeia Afyng Tou Ovopa 1TpoidvTog, yIa va JERWTETE TOV KivOuvo
o1ToIWVvONTTOTE TTPOBANUATWY. BAETTE 'Karaordoeis mou xpeiaderar va mpooEEere’ oTnv
Napaypagpo 4.

Efevaoeig aipatog ka1 ovpwv

Edv kavete e€eTaoeig qipatog (OTTWG EEETACEIG yia TNV KATACTAON TWV £pUBpPWV aloaPaIpiwyv
N e€eTA0EIg NTTATIKAG AEIToUpYiag) f eEeTATEIG oUpwWV (yia TNV YAUKOLN), EVHEPWOTE TO yIATpod
) Tov voonAeuTA Om Traipvete 10 Ovopa trpoidviog Auto yiati To Ovopa 1TpoidvTog PIropei va
ETTNPEACE] TA AQTTOTEAECHATA QUTOU TOU TUTTOU TWV ECETACEWV.

Xpiijon aAAwv pappakwv

MapaxkaAgioBe va evriuepPWOETE TOV YIATPO 1] TOV PAPHAKOTTOIO0 0QG €AV TTAIPVETE ] EXETE TTAPE)
1TpOCcpaTa aAAa pappaxka. Auta TTepiAapBAvouV Kai ¢AapuPaka 1TToU JTTOPOUV va ayopacTouv
XWpPIG auvTayn kal ¢apPaka QuTIKAG TIPOEAEUONG.

Edv AapBavete aAAotmoupivoAn (xpnaipotroieital yia trv oupikf apBpinida) pe Ovopa
TTPOIdVTOG, JUTTOPEi va augnBei n mBavoTnTa va eppavioete alAepyikn Seppatiki avidpaar).

Edv AapuBavete poReveaidn (xpnoJoTToteital yia Tnv oupikr) apBpinda) o yiatpdg oag Propei
va arrogpaaiael 1 pubpion 1ng d6ang Tou Ovopa TTpoidvTog.

Eav AapBavovrar aviminkmikd ¢dpuaka (01w r Bapeapivn) padi pe Ovopa 11poIdvTOg TOTE
TTOPEI VA XpEIAcTOUV ETTITTAEOV €EETATEIG QipATOG.

To Ovopa 11poidvTog PTTopEi va eTTNpedael Tov TpoTTo dpdang TnG HEBOTPEEATNG (PAPUaKo TToU
X PNOIOTTOIEITAl YIQ TNV BEPATTEIa TOU KAPKIVOU A TWV PEUHATIKWYV TTABRO Ewv).

Kunon xai 8nAaopog
Eav gigre £éykuog, vopilete On utTopei va eiote £ykuog, ) eav BnAAleTe, TTAPAKAAEIOTE va
EVNHEPWOETE-TO-YIATRO ) TOV PAPAKOTTOI0 3Ag.

ZNT1AoTE T gUPBOUARA TOU yIQTPOU 1} TOU PAPHAKOTIOIOU GAg TIPOTOU TTAPETE OTTOI0OATIOTE
(pApaKko.

O&1iynon xai XEIpIopo g prixavwv

To Ovopa 11poTidvTIOog PTTOPEI va £XE1 QVETIBOPNTEG EVEPYEIEG KAI TA GUTTTWLATA PTTOPEI va
HEIWaouV TNV IkavoTnTag oag yia odRynaon.

Mnv obnyeite A XpNOIPOTTOIEITE EpyaAgia i pnxaveg, xTOG edv aIdBAVEOTE KAAQ.

Inpavnikni wAnpowopia oxXETIKA pe opigpéva ovuaTatika Tov Ovopa ITpoidvTog
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3. NQz NA NAPETE TO ONOMA MPOIONTOZX

Mavrorte va aipvete 10 Ovopa TTPoidviog auaTnpd cupgwva pe 1ig odnyieg Tou yiaTpou aag.
Edv éxete apgiBoAicg, pwinaTe Tov yiaTpd 1) TOV APHAKOTIOI0 OAG.

EvAAikol kal Tanbia avw Twv 16 eTwv
H ouvnBng &6on civar:
2 diokia duo @opég TNV NEEPa yia 5 Ewg 10 nuEpEG.

Nadid KATW TWV 16 £TWV
Ta diokia Ovopa mpoidviog dev guvicTwvIal.

AoBeveig HE NTTATIKA KAl VEQPIKG TTpoBARparTa
Edv éxete veppikd mpoBAnpara, n 86an ptropei va alAager. O yatpdg oag pmmopei va
ETAEEEI pia B1a@OpEeTIKI TTEPIEKTIKOTATA 1} O1APOPETIKO PAPHAKO.

. Edv éxete nranka mpoBAnparta utmopei va xpeiacBouv ouxvoTtepeg ££eTACEIG aipaTog yia
TOV EAEYXO TNG NITATIKAG AEITOUPYiag.

Nwc va rapete 1o Ovopa Trpoiovrog SR

. Ta diokia Ovopa 1mpoidvTog £Xouv xapayn yia dixotopnaon mou BonBdcl 1o oTTAcIo ToU
Oiokiou oe duo ica pépn. AuTd givarl yia va kararmivovial eukoAdTepa. Kar 1a duo pépn
Tou id1ou diokiou TTPETTEl va AaBavovtal Tnv idia XPOoVIKn aTIyur).

. Kararrieite 1a diokia pe €va 1moTnpl vepd aTnv apxr evog YeLPAToG 1 APECWG TIPIV
AlaxwpAoTe 11 000¢€Ig 1I000UVapa eviOg ThG NUEPAg e TouAdxioTov dwpa diacThpaTta.
Mnv rapete 2 doeig oe 1 wpa.

. Mnv Traipvete 1o Ovopa Tpoidviog yia TepioadTepo ammd 10 nuépeg. Eav e€akoAouBeite
va aioBAvecTe APPWOTO! TIPETTEI VA EAVAETTIOKEPTEITE TO yiaTpd 0ag

Edv mapete peyaAorepn 56on Ovopa TTPoidvTog atmod Tnv KAVOVIKK

Edv mdpete peyaAutepn moootnta Ovopa mpoidviog, Ta CUPTTTWHATa UTTOPE va
epiAapBdvouv dratapaxni a1o otopdy (aioBnua adiabeaiag ) didppoia) ) oracpoug. MIARoTE
HE TO Y1aTPpd 0AG 10 GUVTOHOTEPO Buvatdv. AgigTe GTO yIATpd TO KOUTi TOU PAPPAKOU.

Eav exaoete va mapete to Ovopa TTpoiovTog

Eav {exaoete va mdpete pia 66an, mAPTE TNV apéowg POAIG To BupnBeite. Aev TTPETTEI va
TTAPETE TrV ETTOREV OOON TTOAU KOVTA, AAAQ va TTEPIPEVETE TTEPITTOU 4 WPEG TTPIV TTAPETE TNV
gTmopevn déan.

Edv otapatAoeTe va raipvere 1o Ovopa 1rpoidovrog

2uvexiote va Taipvete 10 Ovopa TPoidvTog WEXP! va TEAEIWOE! N BEPATTEUTIKA aywyr, akopa
Kal av ai08aveaTe KaAUTepa. XpelddeoTe OAEG TIG DOOEIG WOTE VA AVTIHMETWITICETE TNV AoiHwEn.
Eav emdricouv kamoia Bakinpidia piropei va emavagEpouv 1 Aoipwén.

Edv £xeTe TTEPIOOOTEPEG EPWTACEIG OXETIKA WE TH XPFiON auToU Tou TTPOIOVTOG PWIACTE TO
yiarpd fy Tov pappakoTold oag.

4, MIGANEZ ANEIMIOYMHTEZ ENEPTEIEZX

O1mwg 6Aa 1a pappaka, €101 kal 1o Ovopa TPoTovIog LTTOPEI VA TTPOKAAECE! cvsmeupmsg
eVEPYEIEG av kal Bev TTapouaiddovial oe 6Aoug Toug avBpwTTous. Me auTd T0 YAPPAKO HTTOPE
va eppavioBolv o TapakdTw aveTTIBUUNTES EVEPYEIEG.

Karaoraoeig Tou Xpe1aderal va TTPOOESETE

AAAEpYIKEG avTIDPAOEIG:
. Oeppankod e€avbnua
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. @AEYHOVA TwV QINOPOPWV ayYEiwv (ayyeinda) 1Tou PYTropei va eival gaiverar oav
KOKKIVEG 1] pwf eEoykwEVEG KNAIBEG OTO OEpua, aAAd ptTopei va TTpooBAnBouv kal dAAa
pEpPN TOU CwRATOG

. TTUPETOG, TTOVOG OTIG apBpwocig, TTPAEINo 0Toug adéveg Tou AQipou, TG HaoxAAng i g
BouBwvikng xwpag

. 0idNHAa, OPICHEVEG POPEG OTO TTPOCWTIO ) GTO OTONA {ayyEI00idnEa), TTOU TTPOKAAEI
OUOKOAia OTnv avarrvon

. KQTAPPEUOT).

2> EmxoivwviioTe apéowg PE To Yiatpo oag eAv EPQAvOETE KATTOIO aTTO auTa Ta
oupTrTwpara. Irvapgatiore 1 Afjipn Tov Ovopa Tipoidvrog.

DAEYyPOVH TOU TTAXEOG EVTEPOU
DAgypovr Tou TTax€og eVIEPOU, TTou TTpokaAei udapr didppola ouvhBwg e aipia
TIOVO OTO OTOUAXI KaI/r) TTUPETO.

2> ZupBoUALUTEITE TO yIOTPO 0OG TO OUVTOPOTEPO Buvartov edv eppavioeTe autd Ta
oupTITwuara.

oAU ouxvég avemBUPNTEG EVEPYEIEG
AuTég ptropei va ernpedoouy T1EpIcooTEpa attod 1 ota 10 dropa
. OidppoIa (aTOUG EVAAIKEG).

LuXVEG aQVETTIBOUNTEG EVEPYEIEG
AuTEG pTTOpEl va empedoouv £wg 1 ota 10 dtoua

J apba (kavrnvra - puknNmacikr) Aoipwén Tou KOATTOU, TOU OTOHATOG 1) TWV OEPPATIKWY
TTTUXWV)

. aioBnua adiabeaiag (vautia), iI0iaitepa 6tav AapBdvovral uynAég dooeig

—>  gdv oag eTnpedoel mapte 10 Ovopa 1TpoidvTog 1TpIv aTtrd 10 Gaynio

. £1UETOG

. Oiappora (ara maidig).

Oy cuxvEg avemBUOUNTEG EVEPYEIEG
AuTEG [TTOpPET Va erTnpeacouy £wg 1 ota 100 droua

. Oeppatikd egavBnua, gayoupa

. €EOYKWEVO Kvropwdeg eEavBnia (kvidwan)
. duoTrewia

. {aAn

. TTOVOKEPAAQG.

Ox1 ouxVEG aveETTIBUPNTEG EVEPYEIEG TTOU PTTOPE] va pavouv aTig eEETAOEIG ailaTog:
. augnan opicEVWY OUCIWV (év{uua) TTou TTapdyovial arto 1o frrap.

LTTAVIEG aVETTIBUPITEG EVEPYEIEG

AUTEG pTTOpEi va gTTnpedcouy éwg 1 ata 1000 aropa

J Oeppatikd e€AvBna, TTOU PTTOPET va €XEI POUCKAAEG KAl va POIAEl PE HIKPOUG OTOX0UG
(OKOUPOXPWHEG KEVTPIKEG KNAIDEG TTou TrEpIBAAOVTal aTTO [ia avoixTaxpwHI TTEPIOXA HE
paupo SakTUAIO yUpw aTtd TIG AKpEG — 1ITOAULOPEQO £pubnua)

2> €dv 1TapaTnpACETE KATTOIO aTTd AuTd Ta CUPTITWHATA ETTIKOIVWVAOTE JE €va yiatpod
ETTEIYOVTWG

ZTTAVIEG AVETTIBUHINTEG EVEPYEIEG TTOU PTTOPEI va @avouv OTig eEeTACEIG ailJaTog:
. XapNAGG apiBudg KUTTApWYV TTOU EUTTAEKOVTAI OTnVv TTHEr TOU aipaTog
. XapuNAOG apiBuog AEUKOKUTTApWY
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AMEC aveTTIBUPINTEG EVEPYEIES

AAMNEC aveTTIBUPNTEG EVEPYEIEG EXOUV PAVEI T € Eva TTOAU pIkpO apiBpd atopwy aAAd n akpinig
ouxvOoTNTa TOUG Eivai Ayvwarr).

. AAAepyIKEG avTiDpdaelg (BAETTE TTapatrdvw)
. PDAeypovr TOU TTAXEOG EVTEPOU (BAETTE TTapaATTAVW)
. ZoBapég deppankég avndpdaelg:
- exTeTapévo eEAVBNUa e POUTKAAEG kal atropAoiwpévo O¢pua, 1diaitepa yupw aro
1O gTOHa TR pOTH, Ta PATIA KAl Ta YEvvATIKA Opyava (auvdpopo. Stevens-Johnson)
Kal plia coapotepn HOPQr TTOU TTPOKAAEI EXKTETAMEVT ATTOPAOIWCN Tou DEPHATOG
(TrepiogdTepo atro 30% TG EMPAVEIAS TOU CWHATOG — TOEIKN ETTIBEPUIKE
VEKPOAUGH)
- EKTETANEVO KOKKIVO OEPHATIKO EEAVONIA PE HIKPEG POUTKAAEG TTOU TTEPIEXOUV TTUOV
(arro@oAtdwrikn Oepuaritida)
- KOKKIVO pE atroAéTTian ££avBnpa, pe afwAoug katw amd 1o dEppa kal GOUTKAAES
(BAandOWOES e€avBnua).
2> ETixoIvvioTE JE Eva YIaTPpO QPEC WG EGV EPPAVIIOETE KATTOIA 0T auTd Ta

CuUPTTTWHATA.
. PAeypovn Tou ATTaToq (RIrarinda)
. iKTEPOG, TTOU TTpoKaAeiTal arrd augnan NG xoAepuBpivng aTo aipa (piag ouaiag mou

TTapAyeTal CTO ATTAP) TTOU PTTOPEI va KAvel TO OEP|A KAl TO AEUKO TwV pamwy va
gaivovtal kitpiva

J PAEYHOVA TWV VEPPIKWY CwAnvapiwv

. 10 aipal apyei va el

. UTTEPKIVIITIKOTNTA

o g1Tacpuoi (Oe ATopa TTou 1Taipvouv uywnAEg 86oelg Ovopa mpoiovTog 1 £XOUV VEQPIKA
TTIpof3ARpara)

o HeAavr} YAwooa 1Tou poidder TpIXWTH

. knAide¢ ata dovtia (ata maidid), cuviBwg aTroakkpivovTal PJe 10 BoupTtaigua.

AVETTIBUPNTEG EVEPYEIEG TTOU Qaivovial OTIG eEETATEIG QiaTOg | OUPWV:

. gofapn pEiwan Tou apiBuoU Twv AEUKOKUTIApWY

. XAUNAOG a pIBJOG £puBpLIV aILI0CPalpiwy (QIWOAUTIKN avaiyia)

. KpUuoTaAhol gTa oupa.

Edv ep@aviioeTe aveTiBOPNTEG EVEPYEIEG

2> EvnpepwoTe 10 YIaTpO ) TOV pAPHAKOTTOIO gag eAv KATTOIA AvemmiBounTn evépyeia
yiverar goPapry, rj av TapatnpAagete kAmoia avetBULINTN EVEPYEIQ TTOU OEV avagEpeTal
aT10 Tapov GUAAC 0dNyIWV.

5. MOz NA ®YAALIZETAI TO ONOMA MPOIONTOZ

Na guAdacoeratoe pépn.mrou.Oev 10 Bavouv kai dev 10 BAETTOUV Ta TTAIDIA.

Na pn xpnoigotroleite 1o Ovopa 11poidvIog PeTa TV nuepopnvia Af§ng mou avagéperal oTo
kouTi. H ripepopunvia Afgng eivai n teAeutaia ruépa Tou Hijva Tou avagEpeTal.

Ta @dppaka BEV‘ﬁbénu"va QTmoppPITITOVTAI OTO VEPS TNC ATTOXETEUCNC f OTA GKOUTTIdIA.

PwTeioTe TO pappakoTtroid oag mwe va TeTdgete 1a papuaka mou dev Xpeiddovial ma. Auta 1a
HéTpa Ba BonBnaouv TV TIPOaTadia Tou TTEPIBAAAOVTOG.

6. AOINEL NAHPO®OPIEL

Ti wepiExer 7o Ovopa TpoidvTog
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Epgpdavion tou Ovopa mpoiovTog kai TTeEPIEXOPEVO TG CUOKEUAOoiag
Kartoxog adeiag kukAoypopiag kal TTapaywyog

AuTO TO PaPPAKEUTIKO TTPOIoV Exel eykpiBei ota Kparn MéAn Tou Evpwiraikou
Oikovopikot Xwpovu (EOX) pe 1iI¢ akOAouBeg ovopaaieg:

To mapov @uAAo oBnyIwv Xprong eykpidnke yia teAeutaia popad aTig
Tpc')rrog‘éldeeoqg: HE 1aTPIKI} ouvTayn
ZuppovuAijiatpiks] exTTaideuan

Ta avnifionik@ xpnaoIgoTIoIoUVTIal YIA TNV QVTIHETWITION TWV AOIMWEEWV TTOU TTPOKAAOUVTIal aTTo
Bakrnpidia. Aev gival aTTOTEAEGHATIKA EVAVTI TWV AOIHWEEWV TTOU TTPOKAAOUVTAl aTrd 10UG.

Opiojéveg @opeg pia Aoipwén Trou TTpokaAeitar artd Baktnpidia dev aviamokpiveTalr g€ Eva
axnHa avnpionikou. ‘Evag aird toug ouvnBeaTepoug AOyoug yi auto civar 11610 1a Baktnpidia
TTOU TTPOKAAOUV T Aoipwén eivar avBekTikd ato AapBavopevo avnifiotikd Auto anpaivel o
HITOpOUV va em¢naouy kar aképa va rroAAaTmAaciacTouv mapd 10 avTiBioTiko.

Otav o yiatpdg aag xopnynaoel Eva axnua avrifionikou, autd 1TpoTiBeTar va Beparreuael povo
Vv Tpé€xouaa 1atnan ocag. H epapuoyn Twy 1Tapakarw cupBouAwyv Ba Bondnoer otnv
TPOANWN EP@AvVIanG avBETKTIKWY Bakinpidiwv TTou uTropouv va eprrodigouv 1 dpdaan Tou
avTiioTikou.

1. Eivar oAU anpavTiké va traipvete 10 avnifionkd ot owartn) 86ary, T gwaTth wea kai yia
TOV OWOTO apIBud nuepwv. AilaBacTte 11g odnyieg atnv eImanpavan kai av dev
KaTaAaBaivete kAT, pwWTAACTE TO yIatpd ) Tov gappakotold va aag 10 egnynacl.

2. Dev rpéTre) va TTApeTe £va avTiBIOTIKO €KTOG €AV £xEl guvIiayoypapnBei e1dikd yia aag kai
Ba 1TPETTEl VA TO XPNO IOTTOINCETE POVO yIa TNV AVTIMETWTTIAN TNG AoiNwENG yia Tnv omoia
0ag xopnynenke.

3. QDev TTPETTEN va TTAPETE avTIBIOTIKA TTOU XOPryndnkav ae AAAa aTtopa akopa Ki av gixav
Aoipwén 1Tou ATav mapoépoia pe 1 dikh 0ag.

4. Qev rpémmer va Givete avmiBloTika TTou xopnyfiBnkav ae oag oe AAAa aroya.

5. EaQv éxete karroio avTiBioTikO TTOU EUEIVE PETA TM AfYn TOU O XNHATOG CUPQWVA PE TIG
00nyieg Tou y1aTpoU 0ag, Ba TTPETTEN va ETTITTPEPETE TO UITOAOITTO OTO PAPKAUEIO YIa va
armoppIpBei karaAAfAwg
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[ To ®UMo O6nyiwv yia 10 XpAOTN GAPUAKEUTIKWY TIPOIOVTWY  TTOU TTEPIEXOUV OPAaTIKO
cuatankd AMOXYCILLIN + CLAVULANIC ACID, Alaocweipopevo diokio 500mg/125mgitab

opideTal wg e&Ng:
DPYANO OAHTIOQN XPHEZHZ: NAHPO®OPIEZ A TON XPHZTH

Ovopa rpoiévrog 500 mg/125 mg draceipopeva diokia
ApodikiAAiviy/kAaBouAaviko ogo

AIaBAOTE TTPOOTEKTIKA OAGKANPO TO PUAAO 0BNYILWV XPONG TTPOTOU apXioETE va

ITaipvETE QuTo TO PAPHAKO.

- DuAagTe auto 1o PUAAO 0ONYIWV XPACNG. Towg xpelaaTei va 1o diaBdaceTe {ava.

- Edv £xeTe TTEPAITEPW ATTOPIEG, PWTACTE TO YIQTPO ) TO PAPPAKOTTOIO 0AG.

- H ouvtayn yia autd 10 @dppako xopnynBnke yia gag (A 1o aldi oag). Aev TpéTrel va
OWaETE TO PAppako ge dAloug. MTopei va Toug TTpokaAeael BAGPn, akopa kar otav 1a
OupTTTWEATA Toug eivar idia pe Ta dika aag.

- Eav kamoia avemBopntn evépyeia yivetar cof3apn, i av TaparnproeTe KATola
avemBuunTn evépyela Tou dev avapEPETal GTO TTAPOV GUAAO 0dnyIwv, TTapakaAeiobe va
EVNUEPWAOETE TO YIATPO i pAPPAKOTIOIO OAG.

To 1mapov pUuAAO 0ONYIWV TTEPIEXEN:

T eival To Ovopa 1TpoidvTog Kal TToIa eival n xpnan Tou

T mpérer va yvwpideTe TTpoTOU TTAPETE TO Ovopa TTPoidovTog
Nuwg va mapete 10 Ovopa TPoiovTog

fMBavég avemBUUNTEG EVEPYEIEG

MNwg va puAdaaetai 1o Ovopa TTPoidvTog

NoitTég TTAnpopopieg

OO N -

1. TI EINAI TO ONOMA NPOTONTOZ KAI NOIA EINAI H XPHZIH TOY

To Ovopa mpoidvTog eivar £va avTiBioTikd kar 8pa akoTwvovTag 1a Bakrnpidia Tou TTpokaAouv
TG AoIpwEEIG. MepiExel BUO BIAPOPETIKA PAP|AKA TTOU ovopadovTal apogikiAAivn kal
kAaBouAaviko ofu. H apogikiAAivn avikel o€ pia oada gappdkwv TTou ovopadovTal
"TTEVIKIANIVEG” N Opdan Twv OTToIWY PEPIKEG POPEG TTOPET va epTTodIoBEi (abpavoTroieital). To
AaAAo dpaaTikd auataTtikd (kKAaBouAaviko ofu) Oev eTITPETTEI va CUUBEI auTo.

To Ovoua 1TpoidvTog xpnalpoTroleital ot evAAIKEG kal TTaidid yia Tnv Beparreia Twv TapakdTw
AoipwEewv:

AOIPWEEIG TOU PECOU WTOG KAl TTApaPPIVOKOATTITION

AotwEEIG TOU avaTrveuaTikou

AOIWEEIG TOU OUPOTTOINTIKOU

AoIpWEEIG TOU BEPPATOG KAl TwV PAAAKWV popiwv TTEpIAauBavopuévwy
Aolpwéewv

AOIPWEEIG TWV OCTWV KAl TWV ApBPWOEWV.

2. TI NPENEI NA TNQPIZETE NPIN NA NMAPETE TO ONOMA NMPOTONTOZ

an wapete To Ovopa wPoiovTog:
Ot TEPITTTWAN aAAepyiag (uttepeualcBnaiag) otnv apofikiAAivn, 1o kAaBouAavikd ogu,
TNV TTEVIKIAAIVN 1) 0 0TTO108ATTOTE AAAO cuaTtaTikd Tou Ovopa TTpoidvTog (avagepovial
atnv Tapdypago 6)
O€ TTEPITITWAT TTOU €ixaTte TTOTE gofapr aMepyikr avTidpaan (utTepeuaiabnaia) oe
oTT0100NTTOTE AAAO avTIBIoTIKO. AUuTA pTTOoPEi va TTepIAapfaver deppatikn avtibpaaon n
TTPNAEIHI0 TOU TTPOCWITTOU ) TOou Adipou
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» O€ TIEPITTTWON TTOU EiXATE TTOTE MTATIKA TTPORARaTa 1) iKTEPO (KITpiviIopa Tou SEpPATog)
orav 1TaipvaTte KATToI0 avTIRIOTIKO.

>  Mnv wdpere To Ovopa WPOoIOVTOG £GV KATTOI0 ATTG Ta TTApATTAvw oag agopd. Eav
Oev gioTe giyoupol, PIAAOTE g TO yIaTpd r) TOV GappakorTold oag mpiv mapete 10 Ovopa
TIPOiGVTOG.

MNpooégre 1draitepa pe 1o Ovopa WPoidvTOg
MiAfoTe pe 10 y1aTpO 1) TOV PapPAaKoTIOI® 0ag TTPIV TTAPETE auTd TO PAPHAKO, EAV .

. EXETE TTUPETO PE OIOYKWHEVOUG AeppadEveg
. xavete Beparreia yia veppikd fj NTatikd mpoPAnparta
. Oev OupEiTE TAKTIKA.

Eav Oev €iate aiyoupol, €av katmoio amd 1a mapandvw 0ag apopad, PIARCTE e TO yiaTpd 1] Tov
$pappPaxoITolid 0ag 1Tpiv 1Tapete 70 Ovopa ITpoidvTog.

2€ OPIOKEVEG TTEPITTWICEIG O YIaTPOG 0ag PITopei va digpeuvroel 1o €idog Tou BakTnpidiou TTOU
TTPOKAAEI TNV Aoipwgn. AvaAoya e Ta artoteAéopara, PITopei va aag xopnynoei SiapopeTik)
1TEPIEKTIKOTNTA Ovopa 1mpoioviog 1 S1apopeTikd pApHAKo.

KaTaoTAoEig TTOU PITOPE VO XPEIAOTEI va TTPOOELETE

To Ovopa 1TpoidvTog PITopei va eIMOEIVWOEI OPIOPEVEG KATAOTAOEIS, ) va TTPOKAAETEI
anpavTikég avetmBupnTeg evépyeieg. Autég TrepihapBavouv aAAepyikég aviidpAoelg, ETTIAMITTIKEG
KPIoEeIg (O1Tacoi) kal GALypovr Tou TTaxtog eviépou. Mpétrel va koItageTe yia ouykekpipéva
guptTtwparta kata m didpkeia Awng tou Ovopa 1Tpoidviog, yia va PEIWOETE TOV KivOuvo
ormoiwvontrote TpoPAnpATWY. BAETTE ‘Karaordaoeis mov xpeidlerai va mpooEEere’ oTnv
Mapaypago 4.

EgeTdosig aipaTog kai ovpwv

Edv kavete e€etdoeig aipatog (O1mwg €ETATEIG yIa TNV KATAOTAOTN TWV £PUBPWV aIOTPaIpiwV
r e€erdoeig nmankig Acitoupyiag) f e€€TAceIg oUpwv (yia THv YAUKOLN), EVNUEPWOTE TO yIAQTpO
f} Tov voonAeutr o1 TTaipvete 10 Ovopa 1rpoidviog. Auto yiati 1o Ovopa 1Tpoioviog priopei va
€TTNPEACE) TA ATTOTEAETPATA QUTOU TOU TUTTOU TwV £§ETATEWV

Xpron dAAwv @appdakwy

[lapakaAeioBe va eviuepwaoeTe TOV YIATpO 1] TOV YappPakorrold oag eAv TTaipveTe r EXETE TTAPEI
1Tpéopara aAAa pdppaxa. Auta TrepiAapBavouv kal AappPaxka 1ITou PITopoUV va ayopaaTouV
XWPIG ouvTayr) kai ¢apPaka QUTIKAG TTPOEAEUONG.

Eav AapPavete alotroupivoAn (xpnaipottoigital yia iy oupiki apBpinda) pe Ovopa
1TPOIOVTOG, pITOPEi va augnBei n mBavotTnta va epgavioete aAAepyikry Seppuatikr aviidpaan.

Eav AapBavete 1rpoReveaidn (xpnoipotroieital yia v oupikry apBpinda) o yiatpodg aag PIropeEi
va arrogpaaiael 1 pubpion 1g 66aong Tou Ovopa 1TPoidvToG.

Eav AapBavovral avininkTikad ¢appaka (61wg n Bapeapivi) padi pe Ovopa 1mpoioviog 10TE
ptTopel va xpelaotolv eTTTAéov e€eTAOEIG aipaTog.

To Ovopa TrpoiovTog prropei va eTtnpedasl Tov 1po1To Opacrg g PeBoTpearng (pappako 1Tou
XPNOILOTTOIEITAI YIa TNV BEPATTEIQ TOU KAPKIVOU 1] TWV PEUHATIKWY TTABRoEwV).

Konon ka1 OnAaopaog
Eav gigTe £€ykuog, vopideTe OTI PTTOPEI va €ioTe £yKuog, fi eav BnAAeTe, TapakaAeioTe va
EVNHEPWOETE TO YIQTPO 1} TOV pappaxorrold oag.

Znate 1 oupBouAr] Tou yIaTpou ) TOU (pappakotToloy 0ag TPoToU 1TTAPETE OTTOIOONTTOTE
PpAppaxo.
O611ynon Kai XeIPpIoPOS pxavwyv

To Ovopa 11poidvTog PITopEi va £xEl QVETTIBUNNTEG EVEPYEIEG KAI TA CUPTTTWHATA UTTOPEI va
yeIwaouyv Tnv IxavoTntag oag yia odrynan.
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Mnv odnyeite 1 XpNOILIOTTOEITE EPYAAEia ) HNXAVEG, EKTOG €av mOBAVEDTE KAAQ.

3. MOz NA NAPETE TO ONOMA MPOIONTOZX

Mavrote va raipvere 10 Ovopa 1Tpoidviog auaTnpd ouupwva pe TiIg odnyieg Tou yiaTpou oag.
Edv £xete ap@IBoAieg, pwTnaTE TOV YIATpOo 1) TOV YapPakotoid aag.

EvrjAikoi kai raidia Bapoug 40 kg xal avw

H guvieng 5oon eivan:

1 Biokio 1peIg POopPEG TNV NUEpa

Naidia Bapoug pikpoTEPOU Twv 40 kg

Ta diaatreipopeva diokia Ovopa 1mpoidvrog dev cuvioTwyvTal yia Taidid BApoug HIKPOTEPOU TWV

40 kg. ZupPBoUAeUTEITE TO YIQTPO 1) TOV PAPULAKOTIOI0 0AG..

AoBeveig pe nTTaTIkG Kal ve@pikda TTpofAnpara

. Eav éxete veppika mpofAnpara, n 86an prropei va aldger. O yarpdg oag Jmopei va
eMAEEEI pia S1aQopETIKA TTEPIEKTIKOTATA 1] DIAPOPETIKO PAPLIAKO
. Eav éxete nmankd mpofAfpara yrmopei va xpeiacBouv ouxvOoTePEG £EETATEIG AilIATOG Yi®

TOV EAEYXO TRAG NTTATIKAG AEITOUPYiag.

Mwg va rapete o Ovopa TTPoIdvVTOG

. Aiyo mpiv xpe1aoBei va TrdpeTe Eva Siokio, avakaTéWTe TO HE VEPO OE Eva TTOTAPI WAOTE va
S1aAuBEi.

. Kararieire ta diokia oAOkAnpa pe Eva moTrpi vepd aTNV apyrn evog yeupartog r apéowg
TTPIV.

AaxwpnaTe TG 860¢eIg Ic0duvapa eviog TNG NUEPAG pE TOUAAXIOTOV 4wpa diacTApaTa.
Mryv Tapete 2 dooeig oe 1 wpa.

. Mnv Traipvete 1o Ovopa TpoidvTog yia TepioaoTepo amod 2 Bdopadeg. Eav
e€axkoAouBeite va aioBAveaTe AppWOTOI TTPETTEI va {AVAETTIOKEQPTEITE TO yIATPO 0OAG,

Eav mrapeve peyoAirepn d6on Ovopa mpoiovTog armmo THV Kavovikh

Eav mapete peyaAutepn moootnTa Ovopa TTPoidvTog, Ta CUMTITWRIATA PTTOPEi va
wepIAapfavouv diarapayr o1o atopdy! (aiocbnpa adiabeaiag 1 diappoia) ) oracpous. MiIAfoTe
HE TO Y1aTpO 0aG TO GUVTOUOTEPO duvaTtov. Ati€Te aT10 YIaTPd TO KOUTI TOU APIAKOU.

Edv {exaoere va wapete o Ovopa mmpoiovTog

Eav Eexdoete va mapete pia doar), TApTe TNV apéowg HOAIG To BupnBeite, Aev TTpETTEI va
TTApeTe TNV €TTOREVN OGO TTOAU KOVTA, AAAG VO TTEPILIEVETE TTEPITTOU 4 WPEG TTPIV TTAPETE TNV
emopevn d560rn.

Edav otaparioete va waipvere to Ovopa mpoiovrog

Zuveyiote va Traipvete 10 Ovopa TpoidvTog HEXP! va TEAEIWaE! | BEPATTEUTIKN aywyr, akoua
kal av a108aveoTe kaAGTepa. XpeidleaTe OAeg TIg OOOEIG WOTE VA AVTILETWITIOETE TNV Aoipwén.
Eav emrioouv kamoia Bakrnpidia PIropei va eTrava@eépouv Ty Aoipwén.

Edv £xeTe TTEPIOCOTEPEG EPWTNOEIG OXETIKA HE TH XPrON QUTOU TOU TTPOIOVTOG PWITNOTE TO
yiatpo f Tov @appakoTToId oag.

4. MIOANEZ ANEMNIOYMHTEZ ENEPTEIEX

O1mrwg OAa 1a @appaka, €101 kal 10 Ovopia TTPOoIdVTOG PTTOPEI va TTPOKAAECE! QVETTIBUNTEG
EVEPYEIEG av kal Oev TTapouoiadovTal o€ OAOUG Toug avBpwrtous. Me auto 10 PAPPIAKO PTTOPEI

va epeavicBouv o1 TTapaxkdTw aveTTIBULINTEG EVEPYEIEG.

Kataotdoeig mou Xpeld{eTal va TTPpOCELETE
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ANepyIkEg avTidpdoelg:

. deppanxo e€avenua

. PAeypovn Twv aiJoOpwV ayyeiwv (ayyednda) TTou PITopPEi va eival gaiverar gav
KOKKIVEG i} pwP e€oykwpéveg kNAIGeG aTo Béppa, alAad prropei va T1pocBAnBouv kai aAa
pEPN TOU CWHATOG

. TTUPETOG, TTOVOG OTIG apBpwOoEIg, TTPNEINo oTOoUuG adEveg Tou Aaiou, TG HacXaAng f Tng
BouBwvikig xwpag

. 0idNpa, OPICHEVEG POPEG OTO TIPOCWTTO 1] OTO GTOHA (ayy&/00idnua), TTOU TTPOKAAEI
OucokoAia oTnv avamnvor)

. KaTappeuorn.

> EmKovwvioTe apéowg PE TO yIaTpd oag 4V EPQAVACETE KATIOIO ATTO auTd Ta
CupTTTWHAaTa. ZTaparioTe T Aqyn tou Ovopa mpoidvrog.

PAeypovi Tou 1Tax£og eviépou
PAeypovr] Tou TTaxE0G EVIEPOU, TTOU TTPOKAAEi udapr didppola cuviBwg pe aipa xai BAEvn,
TTOVO GTO GTOPAX! KA/} TTUPETO.

> ZupBoulAcuTteite TO YIATPO 0aG TO OCUVTONOTEPO duvaTov €AV EPPAVIICETE AUTA TA
oupTITWHAaTa.

INMoAU ocuxVviég avemIBUPNTEG EVEPYEIEG
AUTEG PTTOPEI Va ETTNPEAcouy TTeptoadTepa amo 1 ata 10 aropa
. O1appoia (oToug EVAAIKEG).

ZuxVvég aveTriBUPNTEG EVEPYEIEG
Autég ptropei va emnpedocouy £wg 1 ota 10 atopa

. agBa (kavnvia - pUKNTIACIK AOIpWEN Tou KOATTOU, TOU GTOHATOG 1} TWV OEPHATIKWV
TITUXWV)

. aiocBnua adiabeaiag (vautia), idiaitepa 6tav AapBavovrar upnAég dO0EIg

i €4v 0ag erTnNPeacel apre 1o Ovopa TpoidvTog TTplv atro 10 aynTto

. EUETOG

. O1appoila (ora 1aidia).

Ox1 ouxvég aveTmIBUPNTEG EVEPYELEG
AuTtég ptTopei va ernpeacouy £wg 1 ata 100 dropa

. Oepuatiko egavenua, payoupa

. (kvidwon)
. duoTrewia

. ¢aAn

. TTOVOKEPAAOG.

Oxi cuxvEg avemBupunTeg eVEPYEIEG TTOU PTTOPEI va pavouv OTIG £E£TATEIG AipaTOG:
. augnon opIcPEVWY OUCIWY (év{upa) TTou TTapdyovial atro 1o fTrap.

ZIwAviIeG avETTIBUPNTEG EVEPYEIEG

Autég ptTopei va ermnpeacouv £wg 1 ota 1000 droua

. Oepuarikd e£avBnua, TToU PTToPEi va £XEI OUOKAAEG KAl va POIAEE! HE HIKPOUG OTOXOUG
(OKOUPOXPWHIEG KEVTPIKEG KNAIBEG TTOU TTEPIBAAOVTAI ATTO i AvOIXTOXPWLIN TTEPIOXT HE
Haupo SakTUAIO yUpw aTTod TIG AKPEG — TOAUPOP®PO EpUBnua)

2> €4V TTAPATNPACETE KATTOI0 OTTO QUTA 1A CUUTTTWHATA ETNKOIVWVIIOTE pE €va yiatpd

ETTEIYOVTWG
ZITAVIEG QVETTIBURINTEG EVEPYEIEG TTOU PTTOPEI va 9avouv OTig eE£TATEIG aipaTog:
. XApNAGG apiBpIOG KUTTApWY TTOU ERTTAEKOVTOI OTAV TTIFEN TOU QipaTtog
. XAHNAOG apIBLOG AEUKOKUTTApWV
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AANEG QVETIBUPNTEG EVEPYEIEG

ANNEG QveTTIBUPNTEG EVEPYEIEG £XOUV PAVEI OE Eva TTOAU PIKPO apiBuo atopwy aAAd n akpifng
guxvoTnTa T0UG Eival AyvwaTtn.

. ANepyikéG avnidpaaclg (BAETTE TTapaTAvw)
. ®Aeypovn Tou 1Tax€og EVIEPOU (BAETTE TTapATTavw)
. ZoBapég depuatikEg avnidpaaeig:
- EXTETApEVO ££AvONIa e POUCKAAEG Kal atTopAoiwpévo SEppa, 101aitepa yupw amo
TOo gTOpPa T PUTN, Ta pdTia Kal Ta yeEvvNTIKA Opyava (ouvdpopo Stevens-Johnson)
xal pia coapoTepn POPYPn TTOU TTPOKAAEI EKTETARIEVI ATTOPAOIwan Tou &EpHATog
(Treprocd1Epo a0 30% TNG ETNPAVEIAG TOU CWPATOG — TOEIKT ETIOEPLIKD
VEKPSAUAN)
- EKTETAPEVO KOKKIVO BEPPATIKO ££AVBNPA PE PIKPEG POUTKAAEG TTOU TTEPIEXOUV TTUOV
(arro@oAibwrikn Sepparinda)
- KOKKIVO PE atroAeTTian e&avBnua, pe oPwAoug kAtw aTro 1o déppa Kal POUCKAAES

(BAanSWbEs e€avlnpa).
> Emkoivwvnare pe €va yiatpd appécwg eav EPPAvNOETE KATTOIQ aTTd auTtd 1a
guuTTITWPara.
. pAeypovn Tou AtTarog (nrrarinida)
. iKTEPOG, TTOU TTPOKAAEiTAl aTTo au§nan Tng XOAEpuBpivng oTo aipa (piIag ouaiag 1Tou

Tapdyerar oTo ATTAP) TTOU PTTOPE va KAVEI TO BEPPA KAl TO AEUKO TWV HATILIV va
(paivovral kitTpiva

. (PAEYHOVI TWV VEPPIKWY CwAnvapiwv

. TO aipai apyei va mRge

. UTTEPKIVATIKOTRTA

. oTTacpoi (oe atopa 1Tou TTaipvouv uwnhég dooelg Ovopa Tpoidviog 1) €Xouv VEQPIKA
TpoBAfuaTa)

. peEAaQvR yAwWooa TTou PoIader TpixwIn

. knAideg ata doévna (ata 1Taidid), ouvrBwg aTTopakkpivovTal e 10 BoupTaIcua.

AVETTIBUPNTEG EVEPYEIEG TTOU aivovTal aTIG EEETATEIG AipATog ) OUPWV:

. oofapn pEeiwarn Tou apiBpoU TwV AEUKOKUTTAPWY

. XapnAGG apiBpog epubBpwyv QIHOCPAIpiWV (aIBOAUTIKR avaipia)

. KpUaTaAAol gTa oupa.

Eav eppaviloete avemIBOUNTEG EVEPYEIEG

2> EvnUEPWOTE TO YIATPO 1} TOV PAPHAKOTITOIO 0ag £Av KATTOIQ aveTTIBUuNTN EvEpyEla
yivetal cof3apn, ] av ITapartnpriceTe KATToIa avemBuunTtn evépyeia TTou Oev avagepeTai
o010 TTapdV GUAAO 0BNYIWV.

5. NQI NA ®YAALZZETAI TO ONOMA NPOIONTOX

Na guAdooerar oe pépn 1Tou dev 10 @Bavouv kal dev 1o BAETToUV Ta TTAIBIA.

Na pn xpnaipotroieite 1o Ovopa TTpoidvTog PETA TNV NUEPOKNVIa ARgNG TTou avagEépetal 010
xouTti. H nuepopnvia AR&Ng givai n teAeutaia npépa Tou prva Tou avagépeTal.

Ta @appaka Sev TTPETTEI va aTroppiTiTovial GTo VEPS TNS ATTOXETEUGNS f) GTa akouTTidIa.

PwreioTe 10 @appako1moid gag Twg va TTETAageTe 1a @appaka mou dev xpeladovial ma. Autd 1a
HE€Tpa Ba BonBricouv aTnVv TTpocTacia Tou TTeEPIBAAAOVTOG.

6. AOINEZ NAHPO®OPIEL

Tr mepiéxer To Ovopa TpoiovTog
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Epgavion Tou Ovopa wpoiovTog Kal TEPIEXONEVO TG OUuoKEvaoiag

Karoxog adtiag kukAogopiag kar rrapaywyog
AuTo TO PapHAKEUTIKO TTPOIOV £X €1 eykpiBei oTa Kpdatn MEAN Tou Evpwiraikou
Oikovoptkot Xwpou (EOX) 1€ 11 ak6AouBeg ovopaaieg:

To wapov @uAAo odnyiwv Xprong eykpibnke yia TeAeutaia gopd oTig
TpoTmo¢ 81aBecng: ye 1aTPIKN ouvTayn

Ta avTifioTikd XpnoiHoTToIoUVTAl YIA TNV AVTIPETWIOT TwV AOIPJWEEWV TTOU TIpOKaAAOUVTal a1T0
Baktnpidia. Aev gival amote Aeoparikd Evavn Twv AoipwEewy TTou TrpokaAouvial atro 100G,

Opiopéveg Qopeg pia Aoipwén TTou TTpokaAciral atté BakTnpidia dev avratrokpiveTal og £va
axnpa avtipiotikou. ‘Evag atd toug ouvnBEécTepoug Adyoug yiI auTo eival eTTeldn Ta Bakrnpidia
Tou TTpokaAouv Tr Aoipwén eivar avBekTika ato AapBavopevo avTifioTiko. Auto anuaivel ot
HTTOpOUV va em{ACOouUV Kal akopa va 1ToAAatTAaciaagtouv mapd 10 avriBioTiko.

Ortav 0 yIaTpd¢ 0ag xopnynoel Eva axripa avtifionikou, autd TTpoTiBeTal va Beparmetael povo
TNV TpExouca Tadnan oag. H egappoyn Twy Trapakdtw cupBoulwy Ba BonBrioel otnv
TTPOANWN EPPAVIOT|C avBETKTIKWVY BakTnpidiwv Tou PTTopouv va epttodigouv 1n dpdaon Tou
avTiBioTikou.

1. Eivai oAU onpavtikd va 1TaipveTte 1o avTifiotikd atn owaoTtrh 640, Tn owaTh wpa Kai yia
TOV CWOTO apiBuo nuepwyv. AiaBAaare TiG 0dryieg oTnv EMoAavon kai edv dev
KaTaAaBaiveTe KATI, PWTACTE TO YIATPO ) TOV GAPPAKOTIOIO va 0ag 10 £ENynoel.

2. QAev Tpérter va TTApETE Eva avTIfioTikO ekTOG £Av EXEl guvTayoypa®nBei £181kd yia aag kai
6a TTPETTEl va TO XPNTIHOTTOINCETE POVO YIA TNV QVTIHETWITION TNS Aoipwéng yia Tnv otoia
aag xopnynenxe.

3. QAgv mrpérTer va TApeTe avTIBIOTIKA TTou xopnynenkav o dAAa dtopa akopa ki av gixav
Aoipwén Tou ATav TTapopoia pe ) dikf oag

4. Aev mipetra va divete avTifiotika TTou XopnyriBnkav oe cag oe dAAa dropa.

5. Edv éxete kAtoio avTifIoTikO TTOU EPEIVE HETA TR AfyIn TOU OXAPATOC GUPQWVA HE TIG
odnyieg Tou yIaTpou gag, 8a TTPETTEI va ETTICTPEYETE TO UTTOAOITTO GTO PAPKANEIO YIa va
armoppipdei kataAAAAwWG.



AAYEIT-E.4250-13/4
(240)

A. To ®UAAO OBnyiwy yia T0 XpAOTH QAPHUAKEUTIKWY TTPOIOVTIWY TTOU TTEPIEXOUV OPACTIKO
ouatatikd AMOXYCILLIN + CLAVULANIC ACID, Kovig yia woéo1j10 evaiwpnyua
125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5ml & 600mg/42,9mg/5ml

opideTal wg £EAG:
DOYAAO OAHIION XPHIHL: NAHPO®OPIEL INA TON XPHITH

Ovopa poidvrog 125 mg/31.25 mg/5 ml kOvig yia TTOT 1IN0 evaiwpnua
Ovopa 1rpoiévrog 250 mg/62.5 mg/5 ml k6vig yia TTo0IpI0 Evaiwpnpa
Ovopa poiévrog 400 mg/57 mg/5 ml kovig yia TTooIpo evaiwpnpa (Yeuon @pdoula)
Ovopd mpoiévrog ES 600 mg/42.9 mg/5 ml kKOvI¢ yia TTO0Ip0 evaiwpnpa

ApogiktAdiviy/khafoulavikd ofo

M1aBAoTe TTPOOEKTIKG OAGKANPO TO PUAAOC OBNYIWV XPAONG TIPOTOU apXiTETE Va

Xopnyveite oto waidi oag autd 1o pdpuako.

- DuAagte autd 10 PUAAO 0OnyIwv xprong. towg xpelaotei va 1o diaBacere Eava.

- Eav éxete mEpaITEPW ATTOPIEG, PWTNOTE TO YIQTPO ) TO YAPHAKOTTOIO 0AG.

- H ouvtayn yia autd 10 @Appako xopnyndnke yia 1o pwpo i 1o maidi aag. Aev TPETTEl va
Owaete 10 Appako ae dAAoug. Mmopei va Toug TpokaAéael BAAGRN, akopa kat étav 1a
OUNTTTWHATA Toug givar idia pe Tou Taidiou oag.

- Eav kamoia avemBuunTn evépyeia yiverar gofapn, | av mapartnpioete KATola
avemBupunTn evEpyela TTou Oev ava@eépeTal aTo Tapov QUAAO odnyiwv, TTapakaieicBe va
EVAUEPWAETE TO YIATPO ) PAPHAKOTIOIO 0AG.

To wapov puAAo odNyYIWY TTEPIEXEL:

Ti eival 1o Ovopa poidvTog Kai TToia givail  Xxprnon 1ou

T mpeTel va yvwpilete TPoTou TTApeTe 10 Ovopa mpoidvTog
flwg va mapete 10 Ovopa Tpoidviog

fiBavég avemBuunteg

flwg va puAdooerar 1o Ovopa TTPoidvTIog

AOITTEG TTANPOYOPIES

DD H WN -

1. TI EINAI TO ONOMA NMPOfONTOZ KAI MOIA EINAI H XPHIH TOY

To Ovopa mpoidvTog eival éva avTiBioniko kal 5pa okoTwvovTag 1a Baktnpidia mou TpokaAouv
1 Aoipwéerg. Mepiéxer duo diapopeTikd @appaka Tou ovopadovial apogikiAAivn kai
kAaBouAaviko o&u. H apolikiAivn aviker og pia opdada gapudkwv TTou ovopalovTal
“TIEVIKIAAIVEG” ) OpdCT) TWV OTToIWV HEPIKEG POPES PTTOPET va epTrodIoBei (adpavoTroieital). To
aAAo OpaoTikd auaTtatiko (kAaBouAavikd ofu) dev emTPETTEI va CUHBEI auTo.

To Ovopa 1mpoidvTog XpnoIPoTIolEiTal oe pwpd kal Taidid yia Tnv Beparreia Twv TapakAaTw
AOILUEEWV:

Kovig yia moéaiuo evaiwprija 125 mg/31.25 mg/5 mi, 250 mg/62.5 mg/5 mi, 400 mg/57 mg/5 mi
{yevuon @pdaouAa)

. AOILWEEIC TOU LHECOU WTOG N TTapappIvokoATTinda

. AOINWEEIC TOU avaTIVEUOTIKOU

. AOILWEEIC TOU OUPOTTOINTIKOU

. AOINWEEIG TOU OEPUATOS KAl TV HAAGKWY HOPIwV TTEPIAGHBAvopévwy Twv 00oVTIaTPIKWV
AoipwEewv

AOINWEEIS TWV 00TWV KAl TwV apBpwaotwv.
600 mg/42.9 mg/5 mi kévIg yia TOCILOo evaiwpnEa

AOINWEEIS TOU PECOU WTOG
. AOINWEEIG TWV TIVEUHOVWY.
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2. NPIN XOPHIMHIETE TO ONOMA IMPOFONTOZ
Mnv xopnyroere aro maidi oag to Ovopa mwpoidvrog:
. o€ TTEPITTTWwan aAlAepyiag (utrepeuaioBnaoiag) otnv apofikiAlivi, To kKAaBouAaviko ofu n
oe otroi00nTToTE AAAO cuaTatikd Tou Ovopa TTpoidvTog (avapepovTal aTnv TTapdypago
6)
. O€ TTEPITTTWON TToU eixe TTOTE gofapn aMAepyikf aviidpaon (uTepevaioBnaoia) oe

otrroiodnTToTe AAAo avTifionkd. Autr prtopel va Trepidapfavel depparikr aviidpaon n
TTPAEINO TOU TTPOCWITOU 1] TOU AQIHOU ‘
. O€ TTEPITITWON TTOU EiXE TTOTE NTTATIKG TTPoPAfjpaTa f ikTEPO (KITPivIoua Tou SEpPATog)
orav énaipve KArrolo avTiRIoTikd.

=2  Mnv xopnyrioete oto maidi 0ag 10 Ovopa TTPOIovVTog £Gv KATTo10 aTro Ta
Tapamavw awopd 1o 1Taidi oag. Edv dev ciote aiyoupol, YIAROTE Pe TO yiatpd r Tov
(PApUAKOTIOId 0ag TTPIv XopnyfAoeTe 10 Ovopa TTpoiovToG.

Mpooélre 1diaitepa pe 1o Ovoua 1Tpoidvrog
MIAnoTE e TO yIaTpO | TOV YapuakoTTold oag TIPIV XOpnynoeTe aTo TTaidi cag autod 10
@ApHAaKo, £av

. Exer EXEI TTUPETO UE DIOYKWNEVOUG AeppadEveg
. kavel Bepatieia yia ve@pikd f NT1anikd popRAquata
. Oev oupei TakTIKA.

Eav dev gigTe giyoupol, €dv KATTOI0 ATTO Ta TTAPATTAVW aYopa 10 1TaIdi 0ag, HIAACTE HE TO
y1aTpo 1} Tov pappakoIToid oag mpiv xopnynoete 1o Ovopa TpoiovTog.

2€ OPIOWPEVEG TTEPITTTLWOEIS O YIATPOG 0OG PTTOPEI va DIEPEUVOEl TO £i00G Tou BakTnptdiou TTou
TpoKaAei TNV Aoipwén oto TTaidi oag. AvdAoya pe 1a attoteAéoparta, prmopei va xopnynBei oto
1ma10i oag dIaYoPETIKN TTEPIEKTIKOTATA Ovopa 1TpoidvTog r d1a@openkd GAPHAKO.

Karaotaoeig mou pIropei va XpeiaoTei va TTPooEgeTe

To Ovopa TTpoiovIog PTTopEi va ETIOEIVWOEI OPICHEVEG KATAOTACEIG, A VA TTPOKAAECE!
anUavTIkEg avemBupnTeG evEPyElEg. AuTEG TTepIAapBAvouv aAAepyIKEG avTIOPACEIG, ETTIANTITIKEG
KPICEIG (OTTA0HOI) KAl AEYHOVI TOU TTaxeog eviEpou. TMpETTel va KOITAEETE yIa guykekpIpéva
gupTTTwpata kard m Oidpkeia Afpng Tou Ovopa 1Tpoidoviog atrod 1o Taidi 0ag, yia va HERUOETE
Tov KivOuvo ottoiwvOnTiote TTpoBAnuatwy. BAéte ‘Karaordoerg mou xperaderai

oty fMapaypago 4.

Egevao &ig aiparog kai ovpwv

Eav 1o maidi oag kdvel e€e1doelg aipatog (01Twe £££TACEIG yIa TNV KATACTAON TWV
aioo@atpiwv 1 €£ETACEIG NTTATIKAG AciToupyiag) 1 e&eTaocelg oupwv (yia Tnv yAukoln),
EVNHUEPWOTE 1O YIATPS ) Tov voonAeuTr OT1 TTaipvel 1o Ovopa 1Tpoidviog. Autd yiati 1o Ovopa
TTPOTGVTOG PITOPEI VA ETTNPEACEI TA ATTOTEAECHATA AQUTOU TOU TUTTOU TWV £EETATEWV.

XpRon aAAwv @appdakwv

TMapakaigioBe va evnuepwoeTe Tov yiIaTpO i TOov YappaxorTold aag edv 1o raidi oag 1aipvel f
£xel Taper mpoda@ata dAAa ¢dppaka. Autd mepiAapBdvouy kal ¢ApUaka ToU PTTopouv va
ayopacTouv xwpig cuvtayn Kal ¢Aappaka QuTIKAG TTPOEAEUONG.

Edav 10 maibi oag AauBdvel aAlotroupivoAn (xpnoIHOTTOEITAl YIa TAV OUPIKR apBpinda) pe
Ovopa 1mpoidviog, utropei va augndei n mBavoTnta va eppavioel aArepyiki deppartikn
avtidpaan.

Edv 1o maibi oag AauBdver TrpoBevegidn (xpnoipoTTolcital yia Tnv oupikry apBpitida) o yiarpdg
oag pTropei va arrogaacioel 1n puBuion 1ng do6ang Tou Ovopa 1TpoidvIog.

Edv Aappdvovrtar aviirTnkTikd ¢dappaka (01wg n Bapgapivn) padi pe Ovopua 1mpoidviog 10TE
PTTOPEI va XpeiaaTouv emTTALOV ££eTAOEIG QipaTog.
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To Ovopa TTPoidVTOg PTTOPEI va eTTNPEATEl Tov TPOTTo OPAong TG HEBOTPEEATNG (QApAKo Trou
XPNoILoT

Kinon ka1 8nAaopog
Eav 1o maidi oag 110U TPOKEITE va TTAPEI AUTO TO GAPHAKO, Eival £ykuog ) eav BnAalel,
TTAPAKAAEIOTE VA EVINLIEPWOETE TO yIATPO 1] TOV YAPRAKOTIOIO 0ag.

ZnTAOTE TN CUPPBOUAT] TOU yIaTpou 1) TOU ¢apHakoTrolol 0ag TTPOToU TTAPETE OTroI00NTTOTE
®appaxo.

InuavTiki TTANpoYopia a XeTIKA HE opiopéva ouaTaTikd Tou Ovopa TIpoidvTog

3. MO NA XOPHFHIETE TO ONOMA NPOIONTOZ

Maviote va xopnyeite 10 Ovopa 11poidvIog auaTnpad o Upgwva pe Tig odnyieg Tou yiaTpou oag.
Edv éxete ap@iBoNieg, pwinaTe Tov yiaTpod fi ToV QappakoTrold

EviiAikor kai irandia Bdapoug 40 kg kai avw
AUTO T0 evalwpnpa ouviBwg dev cuviaTtaral yia evijhikeg kal Taidid Bdapoug 40 kg kai
Avw. ZUPPOUAEUTEITE TO YIAQTPO | TOV (PAPRAKOTTOIO 0aG.

Madia Bapoug pikpodTEPOU TWV 40 kg

OAeg ot 000¢eIg £xouv uTToAoyIOTE CUPGWVA (g TOo BApog owpatog Tou TTaidiol ge xIAioypappa

. O yiat1p6g Ba oag cupBouAéwel Tooo Ovopa TTPoIOVTOG Ba TTPETTEl va XOpPNYAOETE OTO
HwPO 1j ato TTaidi oag.

125 mg/31.25 mg/5 ml ko 250 mg/62.5 mg/5 ml kovIg yia TTOCIHo evaiwpnpa
Mrropei va rapéxeral TTAacTikO KOUTAAl i KUTTEAO péTpnong. ©a Tipérrel va 10
XPNOILOTTOIEICETE YIa va XopnynaeTte TN owaTtr 06an ato pwpeo f ato 1Taidi oag.

. zuvnéng d6an — 20 mg/5 mg éwg 60 mg/15 mg yia kaBe xIAIdypappo BApoug cwHaTog
TNV NUEPQ, XOPMYOULEVO TE TPEIG DINPIHEVEG BOTEIS.

400 mg/57 mg/5 ml KOvig yia TTOCIHO evaliwpnua {(Yeuan ¢paouia)

. Mrropei va rapéxetal TTAQaTIKf SOOOHETPIKN TUPIYYA ] TTAACTIKO KOUTAAI I KUTTEAO
HETPNONG. ©a TTPETIEI VA TO XPNOIUOTIOIEICETE YIA va XOPNYNOETE TN owaoTr 060N OT0
pwpo n aro Tadi oag.

. ZuviRbng ddan — 25 mg/3,6 mg €éwg 45 mg/6.4 mg yia kabe XIANIGypappo Bapoug
owpaTog TNV NREPA, Xopnyoupevo ae duo dinpnpéveg BOOEIGS.

. Yynidtepn d6aon — Ewg 70 mg/10 mg yia kGBe xIAIdypappio BApoug cwparog TV NuéEPa,
Xopnyoupevo ae dUo dinpnuéveg dOTEIS.

600 mg/42.9 mg/5 ml KOvIG yia TTOCIPO evaiwpnpa
Mtropei va 1Tapéxetal TAaaTikO S0TOopETPIKO KOUTAAAKI f) KUTTEAO. ©a TTPETIEl va TO
XPNOIUOTTOIEICETE YIa va XopnyNOETE TN owaoTh 000N ato pwpod fj ato Taidi oag.

d Zuvnbng 0dom = 90 mg/6.4 mg yia kabe XINOypappo BApoug cwpartog v NEEPQ,
xopnyouUpevo ag dUo dinpnpéveg 6OTEIS.

To Ovopa 11poioviog Sev guvigtaral yia maidid nAIKiag pIKpOTEPNG TWV 3 PNVLOV.

AgBeveig pe NTTATIKG KAl VE@PIKA TTpOBATjpaTa IR S
Eav 1o 11Q10i 0Qg €xel veppika poBAfpara, n ddon prropei va pEIU)SEI O yatpog oag
HTTOPEI va eTIAEEEN pia O1apopEeTIKA TIEPIEKTIKOTATA N SIAaPOPETIKO YAPHAKO.

. Eav 1o 11a1di gag €xel NTTaTIKA TTPORARUIATA PITOPET va XPeIaoBoUv GuxVOTEPEG ECETATEIG
aipaTog yia Tov €AeyX0 TNG NITATIKAG AeIToupyiag.

Muwg va xopnynRoeTe To Ovopa 1TPpoiovTog

Mavtote va avakiviTe kKaAd 1 @IaAn mpiv arrd kabe doon
. XopnyroTe 10 ApPAKo oTnv apxn £vog yeuparog
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. MaxwpioTe 1 Oaeig 1I00buvapa katd 1n OIdpkeIa TG NUEPAG PE TOUAAXIOTOV 4wpa
OiaorApara. Mnv mapete 2 660eIg O 1 wpa. : ' o
. Mnv xopnynaoete ato 1TTaibi oag 1o Ovopa 1mpoidvTog yia TePIocoTepo ammod 2 efOopadeg.
Eav 1o maibi oag eEakoAouBei va aigBaveral appwaTo TTIPETTEI va EQVAETTIOKEQPTEITE TO
yiarpo oag

Eav xopnynoere peyaAurepn 86an Ovopa mpoidovrog awod TNV Kavovikn

Edv xopnynoete peyaAutepn 11oo6tnTa Ovopa TpoTovIog, Ta GUUTTTWLIATA PTTOPEi va
mepiAauBdvouv diarapayr oTo atopdy! (aioBnua adiaBeaiag 1} diappoia) r aracpuoug. MiIAAaTe
ME TO YIATPG 0Ag TO OUVTOUOTEPO duvaTtov. Ati€Te aTO yIATpo Trv QIAAR Tou Pappdkou.

Edv {exaoere va xopnyroere To Ovopa mwpoiovTog

Edv &exaoete va xopnynoete ato raidi aag pia doan, xopnynaoTte v apécwg POAIG To
BuunBeite. Aev TTpETTEl va XopnyroeTe ato Taidi oag Tnv eTTopevn 800N TTOAU kovTd, aAAd va
TIEPINEVETE TTEPITTOU 4 WPEG TIPIV XOPNYNTETE TRV ETTOHEVH OOOTN.

Edv vo maibi cag oraparfoel va maipvel 1o Ovopa mpoidvrog

2uvexioTte va xopnyeite aro Taidi oag 1o Ovopa TPoiovTog PEXPI va TEAEIWOEI ) BEPATTEUTIKA
aywyn, akopa kar av aigBdavetar kaAutepa. To maidi aag xpeidaletar OAeg 1ig OOCEIC WATE va
avnipeTwitiger v Aoipwén. Eav emdrnoouv kamoia Baktnpidia PItopei va eravageépouy Try
Aoipwén.

Eav éxete TTEPIOCOTEPEG EPWTHTEIG OXETIKA HE TR XPIION QUTOU TOU TTPOIOVTOG PWTHOTE TO
yliatpod r} Tov appakoTrold oag.

4. NIOANEZ ANENIOYMHTEZ ENEPIEIEZ

OT11Ww¢ 0Aa 1a pdppaka, £1al kai 1o Ovopa TTPoidvTog PTTOPEL va TTPOKAAETE! QVETTIBUPNTEG
evépyeleg av kal 0ev rapouaoiadovral ae 6Aoug Toug avBpwitoug. Me auTtd 10 QAPUAKO PTTOPEI
va ePeavicbouv or TTapakdaTw avermBUPNTEG EVEPYEIEG.

Karaotageig mov Xpeldferal va TTpOgESETE

AMAepyIKEG avTIOpAOEIG:

. Oepuatiko e€avenua

. QAeypovn TWV AIHOYOPWV ayyeiwv (ayyeiinida) TTou PTTopei va eival gaiveral cav
KOKKIVEG ] W e€oykwuEveS kNAIdEG aTo dEpua, aAAa pTTopei va TTpooAnBouv kal dAAa
HEpPN TOU CWPATOG

. TTUPETOG, TTOVOG OTIG apBpwaclg, TTPRgIuo aToug adeveg Tou Aaipou, TNG PacXdAng A 1ng
BouBwvIkAG XWPag

. 0i0r|1Qa, OPICLEVEG POPEG OTO TTPOCWTTO 1] GTO GTOHA (ayy£iooidnua), TToU TTPOKAAEI
OuokoAia aTtnv avartrvor

. KQTappeuon.

b 4 Emikoivwviote apégwg Pe 1O yiaTpo gag edv 10 TaIdi 0ag £ugpaviael KAToIo amo
autd Ta guuTTTwpara. Zraparnote 1 Aqyn Touv Ovopa TpoiévTog.

DAeypoVvI]. TOU TTUYXEOG EVTEPOU
®Aeypovn TOu TTaxEOG EVTEPOU, TTOU TTpoKaAei udapn Sidppoia ouvABwG pe aipa kai BAEvn,
TTOVO OTO aTOUAY! KA} TTUPETO.

e 4 LupBouAeuTEITE TO YIQTPO 0OG TO TUVTOHOTEPO Suvarov eav 1o Taidi oag epPavriael
auta Ta gupTITwgaTa. '

MoAV ouxVvEég aveTTIBUPNTEG EVEPYEIEG
AUTEG PTTOPEI va 1Ty peacouy TTepIcodTepa atro 1 ora 10 aropa
. O1appoia (atoug eVAAIKEG)

LuxVEG avemIBUPNTEG EVEPYEIEG
AuTEG UTTOPE] va eTTnpeacouv £wg 1 ora 10 aropa
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. a@Ba (kavnvra - PUKNTIAOIKA Aoipwén Tou KOATTOU, TOU OTOHATOC 1] TWV DEPHATIKLIV
TTTUXWV)
. aioBnua adiabeoiag (vauria), 10iaitepa 6tav AapBavovtar upnAég OTEIG
—  gdv oag ernpedact Tapre 10 Ovopa 1poidvrog TTpiv atmo 10 gaynto
. EHETOG
. Oidppoia (ota maidid).

Ox1 ouxVvéG aveTIBOPINTES EVEPYEIES
AuTtég pTTopei va etTnpedcouv €wg 1 ata 100 aropa
o Oeppatiko e€avenua, gayoupa

. e&oykwpévo kvnopwdeg eEavBnua (kvidwan)
) duaoTrewyia

. GaAn

. TTOVOKE(AAOG.

Oxt ouXVEG QVETTIBUINTEG EVEPYEIEG TTOU PTTOPET va pavouv aTig eEeTACEIS aipaTog:
. auénan opiguévwy ouaiwv (£v¢upa) TTou TTapdyovial atmd 10 [TTAp.

IZTWAVIEC QVETTIBUUNTEG EVEPYEIEG

AUTEG PTTOPET va eTrnpeaoouy Ewg 1 ata 1000 atoua

° Oepuankd e€avonua, TTou PTTOPE va £XEI QOUTKAAEG KAl va POIAEt HE HIKPOUG OTOXOUG
(OKOUPOXPWHEG KEVTPIKEG KNAIDEG TTOU TTEPIBAAOVTAl ATTO Pia avoIXTOXPWHN TTEPIOXH HIE
HaUpo BAKTUAIO yUpLs ATTO TIG AKPEG — ITOAULOPPO EpUENUQ)

2> €AV TTAPATNPEAOCETE KATTOIO ATTO QUTA TA CUNTTTWHIATA ETTIKOIVWVACTE HE £va yIaTpo

ETTEIYOVTWIG
ZTTAVIEG aVETTIBUNNTEG EVEPYEIEG TTOU PTTOPET va pavouv oTig eE€TACEIG QipaTog:
) XaUNAOG apIBOG KUTTAPWY TTOU EUTTAEKOVTAI OTAV TTREN TOU aipaTtog
. XAUNAGG aptBIOg AEUKOKUTTAPWY

AAAEG avemIBUPNTEG EVEPYEIEG

AMNEG avETIIBULINTEG EVEPYEIEG £XOUV PAVEi OE £va TTOAU pikpo apiBpd atopwy aAAa n akpiBng
guxvOoTNTa TOUg eivai ayvwaoTn.

. AMNEeEPYIKEG avTIOpAaEIg (BAETTE TTAPATTAVW)
. ®Aeypovn Tou TTaxE0G £VTEPOU (BAETTE TrapaTTAvw)

. ZoBapég depuatikég avTidpACElS:
- EKTETANEVO EEAVONUA pe POUCKAAEG Kar atTo@Aolwpévo BEppa, 181aitepa yopw ard
T0 OTOHA TR HUTN, Ta PATIO KAl TA YEWNTIKA Opyava (ouvopopuo Stevens-Johnson)
Kai pia coBapdtepn HOPPRA TTOU TTPOKAAELI EKTETAMEV ATTOPAOIWAN Tou BEPHATOg
(TrepioaoTEPO aTTo 30% TNG ETTIPAVEIQG TOU CWHATOG — TOEIKT} ETTIOEQIKE)
VEKPOAUQON)
- EKTETAHEVO KOKKIVO BEpPATIKG £€AVBNUA HE PIKPEG POUCKAAES TTOU TTEPIEXOUV TTUOV
(arro@oAibwrikn Oepuaritida)
- KOKKIVO PE QTTOAETTION e€AVOBNUA, HE OBWAOUG KATW aTTd TO BEPHA KAl YOUTKAAES
(BAanidwoeg e€avanua).
2> EmkoivwviioTe pe éva yiatpo apéowg edv 1o Taidi gag epgpavijogel kdmoia amo
AuTd Ta CUPTITWHATA.

o @Aeypov Tou ATTaTOC (nIrarinda)

. IKTEPOG, TTOU TTPOKAAEITAI ATTO augnan TNG XOAepuBpivng GTO aipa (piag ouaiag Tou
TTAPAYETAl GTO ATTAP) TTOU MTTOPET va KAvEl TO OEPLIA KAl TO AEUKO TWV ATV TOU
TTaidioy cag va gaivoviar Kitpiva

. QAEYHOVH TWV VEPPIKWYV TwANvapiwv

. 1O aipal apyei va mhgel

. UTTEPKIVATIKOTATA

. a1magpoi (Ge atopa Trou TTaipvouv uwnAég doaeig Ovopa TTporovTog i £XOUV VEQPIKA
TTpOoRANuara)

o peAavr yAWwaooa 1Tou poIader TpIxwIn
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. KnAideg ota doévnia {ora maidid), ouviBwg aTTopakkpivovTal pe 10 BoupToIopa.
AVETTIBUUNTEG EVEPYEIEG TTOU PaivovTal OTIG EETATEIG QilATOG 1 OUPWIV:
. gofapn peiwan 10U apIBUOU Twv AEUKOKUTTApWV
o XauUNAOG apiBudg epubpv arpooeaipiwv (aipoAuTikig avaiuka)
. KpuaTaAAol aTa oupa.

Eav 1o TTaidi oag epavicer aveTmBUPNTEG EVEPYEIEG

> EvnpepwoTe TO YIaTPO 1} TOV PappPaKoIToI0 oag £Gv KATIOIA aveTnBupnTn evEPYEIa
yiverar ooBapr, 1 av TTaparnproeTe KAToIa avemBupnTn evepyeia TTou-0ev avagépeTal
aT10 TTapdv GUAAO 0ONYILV.

5. NQL NA ®YAALIETAI TO ONOMA NPOIONTOZ

Na @uAdooerar o pyépn mou Oev 1o PBAvouv kal dev 10 BAETTOUV Ta TTAIDIA.

Na pn xpnoipotoleite 1o Ovopa TPoIovVTog PETG TNV NUEPORNVia ANENG TTou avageperal 1o
kouTi. H nuepopunvia AR¢ng givar n teAcutaia nuépa Tou prva TTou avagEperal

Ta pdppaxa dev TTPETTEI va aTmoppiTrTovIal aTo vePd TNG ATTOXETEUTNG | OTA OKouTTidIa.
PwreioTe 10 (papakoTrold oag mwe va TTETALETE Ta @Aappaxka mou 0ev xpeialovral ma. Autd 1a
pétpa Ba Bonbrioouv otnv TTpoaTaaia tou TrEpIBAAAovTOoG.

6. AOINEZ NAHPO®OPIEL

T repréx el To Ovopa wpoidvTog

Eppavion Tov Ovopa TTpoidovTog Kal TIEPIEXOHEVO TG CUOKEVATIAg

Karoxog adeiag kukAogopiag kal mapaywyog

AuTO TO PapPaKEUTIKO TTPOIOV ExEl eykp1Bei oTa Kpatn MEAn Tov Evpwiraikot
Oikovopikot Xwpou (EOX]) pe 1iIg ak6AouBeg ovopaaieg:

To rapov @UAAO 081YIWV XPRONG EYKPIBNKE Yyia TEAEUTaIO POPaG OTIG
TpoTrog BidaBeong : e 1aTPIKN guvTayn

Obdnyieg yia Trv avacuvotaon

125 mg/31.25 mg/5 ml kdvig yia TTOCILO evaiwpnua

EAeyxere 011 TO o@ppdyioua givar aBikTo TTpIV aTTo Tr} XPAOoN. AVaKIVEITE Tr} @IdAn yia va
EexkoANnoEl N kOVIG TpoaBeéate vepd (OTTWG evOEikvUTA! TTAPAKATW), AVACTPEWTE Kal
avakiviioTe kahda. EvaAAakTikG yepioTe 1) @IAAn pe vepd pexpr Aiyo rapaxkdarw amed 1 xapayn

atnv ENKETA TN QIAANG,
akpIBwg péEXP TN Xapayn, avacTpEWTe kal TTANI avakivijoTe Kahd

Avakivriote KaAd 1R @IAAn Tpiv amd kdBe doan.

250 mg/62.5 mg/S mi kOvig yia TTOCII0 evarupnua
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EAéyxete OTI TO agpAyiopa givar aBikTo TTpIv atrd TN XPrion. AVAKIVEITE T QIAAN yia .va
ZexoAANael n xovig. MpooBeate vepod (6w evOeikvuTal TTAPAKATW), AVACTPEWTE KAl
avakIivioTe KaAd. EVaAAaKTIKA YERHOTE Tr) @IAAN PE vePO PEXPI Aiyo TTapakdATw amo Tn xapayn
aTnVv eTIKETA TG QIAANG, AVACTPEWTE KAl AVAKIVAOTE KAAQ. ETr OUVEXEIQ YEUIOTE PE VEPO
akpIBwg PEXPI TN Xapayr, avaoTpEWTE KAl TTAN avaxkIiviioTe kaAd.

MepiekTikGINIQ

OyKOoC VEDPOU TTOU TTIPETTE VA

TeANKOC OYKOC QvaguoTapEvou

TTpooTeBEi yia Tnv
avagugraon (mh)

AauBavéucvou atrd 10 groua

250 mg/62,5 mg/5 ml

evaiwpnpareg {mh)

TupTAfpwPa Ewg 10 onuad
72

80

Avakiviate kaAd 1r @IAAn Tpiv amd kaBe doan.

400 mg/57 mg/5 ml kovIg yia TTOOIH0 evaiwpnua (Yeuorn ¢paouAa)

EAEyxeTe OTI TO O@pPAyIOHA gival ABIKTO TTPIV aTTO T XPROoN. AVAKIVEITE TN QIGAn yia va
ZexoAAnoer n xovig. NpoaBéaTe vepod (OTTwG evOeEikvUTAI TTAPAKATW), AvACTPEWPTE KAl
avakivioTe kaAd. EvahAakTIka yERIaTE Tr) @AAN e vepO pEXPI Aiyo TTapakdrw ato 1r xapayn
aTtnVv ETIKETA TNG QIAANG, avaoTpEWTE KAl AQVAKIVAOTE KAAQ. £Tn OUVEXEIQ YENIOTE [IE VEPO
aKkpIBwG PEXPI TN Xapayr|, avacTpEWTE kAl TTAAI avaxkivioTe KaAQ.

[epiexTikdINIQ

DOYKOC VEROU TTOU TINETTEI va

Te AIKOC OYKOC avaouoTapEvou

TIPOCTEDE! via TNV
avacugraon (mbh

AguBavoucvou atré 10 oTdudg
evarupruaiog (mi)

64

70

AvakivrioTe kaha 1n @IdAr Tpiv ammo kaBe doan.

EAEyXETE OTI TO OQPAYICHA eival ABIKTO TTPIV ATTO Tr) XPAon. AVAKIVEITE TN QIAAN yIa va
EexoAAnael n koOvig. MpoaBéaTe vepod (OTTwg evdeikvuTal TTAPAKATW), AvVACTPEWTE KAl
avakivnate kaAd. EvaAAaxTika yepiate 1 @1aAn pe vepd pExpr Aiyo TTapakdtw ato 1) xapayn
atnVv ETIKETA TNG PIAANG, QvaoTPEWTE KAI AVAKIVIOTE KAAQ. £Tn OUVEXEIQ YEUIOTE |JE VEPO
axkpIRg HEXPI TN Xapayr|, avaoTpEeWTE KAl TTAAI avakivioTe KAAQ.

MepiekTkOINTQ

OyKOC VEROU TTOY TIPETTE! va

TeAikdc dykoc avaougtaévou

TTPOCTEBE] via TV
avaocugrtaon (mi)

AapuBavépevou armrd 10 g10Ua
evamwpnuaroc {mh

600 mg/42.9 mg/ml 50 50
70 75
90 100
135 150

AvakiviaTe kaAd Tn QIAAn Tpiv ato kAbe doan.

LvpBovAnhaTpikn extraidevon

Ta avniBioTika xpnoIHOTToIoUVTAI YIA TRV VTIMETWITION TWV AOINWEEWYV TTOU TTPpOKAAoUVTAl aTTO
BakTtnpidia. Aev gival atroTeEAETUATIKA £vavTi TWV AOIHWEEWY TTOU TTpokaAouvTal atmo 10UG.

OpIopEveS QOPEC Hia AoipwEn TTou TTpokaAcitar ammd BakTnpidia dev aviamokpiveTai'ge va
oxfpa avriBiotikou. Evag amod foug ouvnBEaTeEpoug AGyoug yi auTo eivar eTTeldr 1a Baxktnpidia
TTOoU TTPpOoKaAoUV T Aoipwén eivar avBexTika a1o AapBavopevo avrifiotikod. Auto arnpaiver o1l
pPTTOpPOUV va emi{fioouV KAl akOpa va TTOAAATTAQCIa0TOUV TTapd 10 avTIBIOTIKO.

0Or1av o yiaTpoG 0ag xopnyniaoel éva axriua avnBiotikou, autd TpoTtiBetal va Bepatrelael povo
v Tpéxouca madnaon oag. H e@appoyn Twv Tapakdtw cupBouAwv Ba BonBnoel atnv
TTPOANYN EHPAVIONG avBETKTIKWY BakTnpidiwv TTOU PTTopouv va eptrodioouv 1n dpAcn Tou

avTIBioTikoU.
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Eivar TTOAU onuavTikd va TTaipveTE TO avTifIOTIKOG aTn cwaoTh 600N, TN CwoTA Wea kal yia
TOV OWaTO aPIBUG NuUepwy AiaBacTe Tig odnyieg TNV eMOAavon kai eav dev
karaAafaivete kAT, pWTACTE TO YIATPO I TOV YAPPAKOTTOIO va 0ag 10 eENyNaTEl

Aev TTPETTE) va TTAPETE £Va aVTIRIOTIKO EKTOG £AV £XEI CUVTAyoypa®nBei £1dika yia oag kar
Ba 1TTPETTEl Va TO XPNOIKOTIONCETE JOVO YIA TNV QVTIMETWITION TNG Aoipwéng yia v orroia
oag xopnynonke.

Agv TTPETTEN VO TTAPETE AvTIBIOTIKA TTOU ¥opnyriBnkav ge AAAa dTopa akoua Ki av gixav
Aoipwen TTou ATav TTapouola e 1 Sk oag.

Aev mpéTrer va ivete avTiBIoTika TTou XopnyfBnkav ot gag ge dAAa atoua.

Edv éxeTe KATTOI0 QVTIBIOTIKG TTOU £UEIVE HIETA Ty Afyn TOU OXIATOG CULIQWVA LE TIG
odnyieg Tou yiaTpou 0ag, Ba TTPETTEI va £TTICTPEPETE TO UTTOAOITTO GTO PAPKALIEIO YIa va
arroppIPOei kataAAijAwg

Odnyieg yia avaogvaraon
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E. To @uAA0 OOnyitlv yia 10 XprnoTn QappaKeUTIKWV TTPOIOVTWV TTOU TTEPIEXOUV OPACTIKO
guoTatikd AMOXYCILLIN + CLAVULANIC ACID, Koévig yia evégipo SidAupa 1 SidAuvpa 1mpog
¢yxuon 500mg/100mg & 1000mg/200mg, opilerar wg £&AG:

DYAAO OAHION XPHIHX: NTAHPO®OPIEZ I'IA TON XPHXITH

Ovopa 1wpoiovrog IV 500 mg/100 mg k6vig yia evéoipo BidAupa/didAupa TTpog Eyxuon
Ovopa 1TpoidvTog IV 1000 mg/200 mg k6vig yia evéoipo didAupal/BidAupa Tpog éyxuon

ApogikidAiviy/kAaBouAavikd o§u

AI0BAOTE TPOTEKTIKG OAOKANPO TO PUAAO OB NyItWV XpRONG TTPOTOU apPXiTETE va

TTaipveETE AUTO TO PAPPAKO.

- DuAagre auto 1o pUAAD 0dNyIWY xpAoNG. lowg xpelaotei va 1o diaBacete Eava.

- Edv éxete TepaiTépw atmopieg, pWIACTE TO YIATPO, TO GAPPAKOTIOIO 1) TIV/OV
voonAeuTpIa/Th oag.

- Edv kamoia avemBupntn evépyeia yiveral cofapr), 1} av mapartnpAoeTe kATola
avetTniuunTtn evépyela TTou dev avagEpeTal 010 TTapov GUAAD 0dnyiwv, TTapakaAeioBe va
EVIHEPWOETE TO YIATPO, TO PAPHAKOTIOIO 1} TNV/TOV voOonNAeUTPIa/TH OaG.

To TTapov @UAAO OBNYIWV TTEPIEXEL:

Ti eivar To Ovopa 1TpoidvTog Kal 1Tola gival i Xprion 1ou
Timpémel va yvwpilete TpoTou TTapete 10 Ovopa TTpoidvTog
MNwg va mapete 10 Ovopa TPoiovTog

MiBavég avemBuNTEG EVEPYEIEG

MNwg va puAaocoetal 1o Ovopa TTPoiovTog

AOITTEG TTAr poPOpIES

D WN =

1. TI EINAI TO ONOMA NPOIONTOZ KAI NMOIA EINAI H XPHIH TOY

To Ovopa mpoidvTog eivar éva avTiBioTiko kal dpa OKOTWvVovVTag 1a Baktnpidia Tou TTpokaAouv
TG Aoipwéelg. Mepréxer duo dIaPopPETIKA @Appaka Tou ovopadovtal apogikiAAivn kai
kAaBouAaviko ofu. H apofikiAAivn avikel o€ pia opada gappdkwy TTou ovopadovral
"TTEVIKIAAIVEG” 1) OpAan Twv OTToiWV PEPIKEG POPEG PTTopEl va epTTodIoBEi (adpavotroieitar). To
AaAAo dpacTikd ouaTtatikd (kAafouAavikd ofu) dev emiTpéTTel va oupBei auto.

To Ovopa mpoidviog XpnorJoTroleiTal oe evAAIKEG kAl TTAIOIA yIa TV BepaTTeia Twv TTapakdTw
Aoipwéewv:

. oofapeg Aowéelg Tou wTdg TNG PUTNG 1) Tou PApuyya

. AOIpWEEIG TOU AvaTTVEUTTIKOU

. AOIHWEEIC TOU OUPOTTOINTIKOU

. AoIpWEEIC TOU BEPPATOG KAl TWV HAAQKWY HOPIWV TTEPIAPBAVOPEVIIV TWV 0D0VTIaTPIKWY
Aoipwewv

. AOIPWEEIG TWV OCTWV KAl TwV APBPWOEWV.

. €vOO KOINIGKEG AOIPWEEIG

. YUVAIKOAOYIKEG AOIHWEEIG

To Ovoypia mpoidvTog XpnOIPOTToIEITal O€ EVAAIKEG KAl TTAIDIA yIa TNV TTPOANWN ACIHWEE WV TTOoU
oxeTidovTal e HEIOVEG XEIPOUPYIKEG ETTEURATEIG.

2. TI NPENE]I NA 'NQPIZETE ITPIN NA NMAPETE TO ONOMA IMTPOIONTOZX

Mnv dpete vo Ovopa Tpoiovrog:
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o€ TTEPITTIWON arAepyiag (uTrepevalaBnaoiag) otnv apogikiAAivi, 10 kAaBouAaviko ofu,
v TevikIAAivn 1) o€ otTo100ATTOTE AAAO cuaTanko Tou Ovopa 1TpoidvIog (avageépovial
oT1nV Tapdypago 6)

. o€ TTEPITTTWON TTou eixate OTE cofapry aAepyikry avTidpaon (uTTepevaioBnaia) ot
otro10drToTe Ao avTIfIoTikO. AuTr) pTTopei va mepihapfBavel depparnikn) avtidpaaorn f
TpigIo Tou TTPOCWTTOU A TOU AaIpoy
OE TTEPITITWON TTOU EiXATE TTOTE ATTATIKA TTPORAfjpaTa 1} iKTEPO (KITPpiviopa Tou 6EpuaTtog)
otav TTaipvate kaTmoio avTifioniko.

2  Mnv mapete 1o Ovopa TIpoidvTog £Gv KATTOI0 o Ta Trapamavw oag agopd. Eav
Oev Ei0Te Oiyoupol, WIARCTE LIE TO YIATPO, TO PAPHAKOTTOIO 1) TAV/TOV VOO NAEUTPIalTT 0ag
TTpiv Kavere 10 Ovopa TTpoidvTog.

MNpoocéfre 1daitepa pe 1o Ovopa TpoidvTog
MIAOTE E TO YIaTPO, TO PAPPAKOTTOIO 1) TNV/TOV vOoonAeUTpIa/Th 0ag TTpIv TTAPETE AQUTO TO
pAppako, eav

. EXETE TTUPETO |E OIOYKWHEVOUG AepIPadEveS
. KAveTe Bepartreia yia veppika fj nrratika mpoRAfuara
. Oev OUPEITE TOKTIKA.

Eav Oev giate ciyoupol, eAv KATTOI0 ATTO Ta TTAPATTAVW aAag a@opda, WIARCTE JE TO YIATPO, TO
@appakotroid ) Tnvitov voonAedtpialtr) oag mpiv TapeTte 10 Ovopa TTPoidvTog.

Ze OPIOEVEG TTEPITITWTEIG O YIATPOG 0ag PTTopEei va diepeuvroel 1o €idog Tou Baktnpidiou TTou
TTpokaAei Tnv Aoipwén. Avaloya pe Ta amoteAéCparTa, PITOPEI va oag xopnynBei diapopeTIKA
mEPIEKTIKOTRTA Ovopa TTpoiovTog fj S1aPopeTikO ¢ApuaKo.

Kataotaoeig Trou prropei va XpetaoTel va wpooEfeTe

To Ovopa TTPotovIog UTTOPES va ETTIOEIVUIWOEI OPICHEVEG KATAOTACEIG, 1) va TTPOKAANECEI
ONMavTIKEG QVETTIBUUNTEG EVEPYEIEG. AUTEG TTEPIAApPBAvouV aAAEPYIKEG avTIOPATEIS, EMANITTIKEG
KPiOEIG (OTTACHOi) Kai @Aeypovr) Tou TTax€og eviépou. FIpETmel va KOITALETE yia OUYKEKPIPEVA
OuuTTTWHATA KaTd Try d1apkela Ayng Tou Ovopa TTpoidvTog, YIa va PEIWOETE TOV KivOuvo
omoiwvonmote poBAnpaTwy. BAETE ‘Karaoraoeic mou xpeiGderat va mpooEEETre’ aTnv
Mapdaypapo 4.

EfeTaoeig aiparog kai odpwv

Eav xavete e&e1doeig aipatog (0TMwg eE€TACEIG yIa TNV KATACTAON TWV EPUBPWV AIHOCPAIPiWV
n e€eTaoeig nmatnikng Acitoupyiag) n e€€tacn oupwv (yia YAuko(rn) EVUEPWOTE TO yIATPO | TOV
voanAeuTtr O11 TTaipvete 10 Ovopa TTpoiovTog. Auto yiati 1o Ovopa TTpoidvIog PTTOPES va
ETTNPEACEI 1A ATTOTEAECHATA QUTWY TWV TUTTWV TWV EEETATEWV.

XpRion dAAwv pappdakwyv

MapaxkaleioBe va evuepWOoETE TOV YIQTPO, TO PAPPAKOTIOIO ) TNV/TOV VOONAEUTPIQ/TA 0ag eQv
TTaipveTe ) £XETE TAPEI TTPOC@ATA AAAG Ppappiaka. Autd mepithapBdavouv kal Aappaka Toy
HTTOPOUV va ayopacTouv XwpPig ouvTayn Kal @AppaKa QUTIKAG TTPOEAEUONG.

Edv AapBavere aAAomroupivoAn (xpnoipoTrolgital yia Tnv oupikry apBpinda) pe Ovoua
TTPOIOVTOG, pTTopei va audnBet -mBavoTtnTa va Exete aXhepyikn Oeppatikn aviidpacr.

Eav AapBavete TTpoBevesidn (xpnoIpPOTTOIEiTAl YIQ TNV OUPIKT) apBpiTida) o yiaTpog 0ag PTTOPEI
va atmo@aacioel 1ry pUBUIon NG 80ong Tou Ovopa TPoidvTog

Eav AapBavovrar avimink Tika @appaka (0mwg n fapeapivn) padi pe Ovopa mpoidviog 10TE
UTTOPE va Xpelactiolv eTITTAEOV EEETATEIG QipaTog.

To Ovopa Tpoidviog PTTopEi va emnpedcel Tov TpOTTo dpacng g HeBoTPeEATng (PAappako TTou
XPrOIPOTIoIEITal yIa Triv BEPATTEId TOU KAPKIVOU 1} TWV PEUHATIKWY TTaBACEWV).

Kinon ko BrjAacpdcg
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ZnT1AOTE TN OUPPBOUARA TOU yIATpou, TOU @apPakoTTolou ) TnG/Tou voonAeUTpIaG/Tr 0ag Qv EioTE
£ykuOog 1) BrAadere. ‘

INHAVTIKEG TTANPOYPOPIEG OXETIKA HE OPIOPEVA OUOTATIKA TOU Ovopa TrpoiovTog

3. NQZ XOPHIEITAI TO ONOMA NPOIONTOZ

Aev Ba xopnyEICETE TTOTE QUTO TO PAPPAKO OTOV EQUTO 0QG ‘Eva ex11aI®EUPEVO ATOPO OTTWE
y1aTPOG 1) VOONAEUTPIa/THG Ba 0ag XopnyNOEl QUTO TO PAPHAKO.

O1 ouvnABeig doocig eivar:

EvAAikor ka1l ranbia Bapoug 40 kg ka1 avw

1000 KA6e 8

Ma tnv diako1tA TNG Aoipwéng kara 1n 1000 mg/200 mg 11pIv TNV ETTEPRaON 61av 0ag
Siapkeia kal JETA aTTO XEIPOUPYIKN £TTEPRACN | XOPNYETAI N avaiodbnaia.

H do6on prtopei va diapépel avaloya pe 10

€idog 1Tn¢ emmépBaong 1mou kavete. O yiaTpodg

oag ptropei va ermavaAafel 1 66an eav n
armo 1

Maidia Bapoug pikpoTEPOU TwV 40 kg
OAeg o1 000EIG £XOUV UTTOAOYIOTEI OUPWVA LE TO BAPOG OWRATOG Tou TTa10I0U O€

XINioypappa.

MNaidia nAikiag 3 pnvwv kar avw 25 mg/5 mg yia kaBe xIAioypapo BApoug
KG6e 8
MNaidia nAikiag PIKPOTEPNG TWV 3 PNVWV N 25 mg/5 mg x1AiIdypapupo Bapoug owpaTog
TWwv 4 KG6e 12

AOBEVEIG HE MITATIKA KAl VEPPIKA TTpOBAfpaTa
Eadv £xete veppikd TTpoBArara, ptropei va oag xopnyn6ei diapopétik 06an O yarpdg
0Qg PTTOPEi va ETAEEEN pia O1aQOPETIKA TTEPIEKTIKOTATA 1 OIAPOPETIKG YAPAKO.
Eav éxete nmatika mmpoBArjuara o yiatpog 6a oag TapakoAouBei oTEVA Kat PTTOPEI va
XPEIQoBoUY ouXVOTEPEC EEETATEIG yIA TOV £AEYXO TNG NITATIKAG AEIToupyiag.

MNwg Ba gag xopnynBei o Ovopa 1TPoiIdGVTOG

To Ovopa 11p0idviog Ba cag xopnynBei PE Evean oTn @AERA A pe evOoPAERIa Eyxuan.
BeBaiwBeite o11 TiveTe TTOMA uypd katd 1n didpkeia Ayng Tou Ovopa T1poiovTog
Kavovika 1o Ovopa mrpoioviog dev Ba oag xoprnynbei yia mepioodtepo ato 2 £Rdopadeg,
Xwpig TapakoAouBnan 1ng Beparreiag armd Tov yiIaTpo

Eav oag xopnynBei peyaAuvrepn 86an Ovopa wpoiovrog atrd TNV Kavoviki

Eivar amiBavo va oag xopnynBei peyaAutepn ToaodTnTa, aMa £av vopidete 011 0ag xopnynonke
peyaAutepn moootrta Ovopa 1poidviog, EVAPEPWATE TO yIATPo, TO PappakoTtod f 1nv/Tov
voonAeuTtpia/TA apéowe Ta gupTTTwpara ptropel va mepihapfavouv diarapaxn oTo oTopax!
(aiobnpa adiabeaiag ) diappora) f oTTacpoug.

Edv £xeTe TTEPIOOOTEPEC EPWTNOEIG OXETIKA LJE TN XPrAON QUTOU TOU TTPOIOVTOG PWTNOTE TO
y!atpo, T0 apuakoTTolo f Trv/iTov voonAeuTpia/try oag.
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4. NIOANEZ ANENIOYMHTEZ ENEPIEIEL

Omtwg dAa ta @appaka, €701 kal 1o Ovopa TTpoiovTog PTTOPET va TTPOKAAECE! AVETTIBUUNTES
evépyeleg av kai dev Trapouaialovial ge OAOUG TOUG avBpwITOUG.

KartaoTAo£ig TTou XpEIGLeTal va TTPOOELETE

AAAEpYIKEG avTIOPAO EIG:

. Oepuarko e€avenua

. QAEYHOVN TwV aIpOopOpwWY ayyeiwv (ayyeinda) TTou PTTopei va eival gaiverar oav
KOKKIVEG ) W e§oykwpéveg kNAIdeg 1o BEppa, aAAa ptropei va TpooBAnBouv kai aAAa
pEPN TOU OWPATOoG

. TTUPETOG, TTOVOG OTIg apBpwaclg, TTPNEINo otoug adéveg Tou AaipoU, TNG HAOXAANRG 1 TNG
BouBwvikng xwpag

. 0idnpa, OpIoPEVEG POPEG OTO TTPOCWTTO ) OTO OTONA (ayy&00idnua), TTOU TTPOKAAEI
SuokoAia atnv avarvor)

D Karappeuon.

> ETNKOIVWVAOTE auéowg PE TO YIATPO gag edv ep@avnoeTe KATIOI0 aTTod autd 1a
guptrTwparta. rapatiote 1 Afwn tov Ovopa wpoidvrog.

PAeypovi Tou TTaxéog EVIEpou
PAeypovr) Tou TTax£og EVIEPOU, TTou TTpokaAei udapn diIdppola auvnBwg e aipa kar BAEvn,
TTOVO OTO gToudy! Kaf TTUPETO.

> ZupPBouAeuTeiTE TO YIQTPO 0AG TO TUVTONOTEPO BuvaTtov £Av EpPAvVOETE QUTd Ta
OUuTTITWHATA.

Zuxvég avemiBupnTeg EVEPYEIES
AuTég utTopeEi va eTnpedoouy ewg 1 ara 10 aroua

o agba (kavnvia - pUKNTIAoIKA AoiwErn Tou KOATTOU, TOU OTOPATOG 1} Twv SEPUATIKWV
TITUXWV)
. Sidppoia

Ox1 ouxVEG QVETTIBUUNTEG EVEPYEIEG
AuTég ptTopEi va eTTnpedcouy £wg 1 ora 100 aropa

J Oepuarnikd e€avBnua, eayoupa

. e€oykwpévo kvnaopwdeg eEavbnua (kvidwan)

. aioBnpa adiabeciag (vautia), idiaitepa 6tav AapBdavovral uwnAég BOOEIg
— €4v 0ag eTTnpeaael Taprte 1o Ovopa TTPoIdVIoG TTPIV atTo TO PaynTo

. EPETOG

. duoTreyia

. ZaAn

. TTOVOKEPAAOG.

Ox1 guyvEg avemiBUPNTEG EVEPYEIEG TTOU PTTOPEI va pavouv OTIG £E£TACEIG AipaTog:
. avénon opiopévwy ouciwv (£v{uua) TTou TTapdyovTal atmd 1o fTrap.

ZITAVIEG QVETNIBUUNTEG EVEPYEIES

AuTEg ptTopei va eTrnpeacouy €wg 1 ata 1000 aropa

. Oeppankd e€avOnpa, TTou UTTOPE va €XEl POUOKAAEG KAl va POIAJEl E PIKPOUC OTOXOUG
(OKOUPOXPWHES KEVTPIKEG KNAIBEC TTOU TTEPIBAAOVTAI aTTO pia avoIXTOXPWHN TTEPIOXT HE
HaUpo BakTUAIO YUpW aTTd TIG AKPEG ~ FTOAULOPPO £0UONUT)

> €Av TTAPATPROETE KATTOIO ATTO AQUTA TA CUUTTTWHATA ETTIKOIVWVNOTE PE £va yiaTpo
ETTEIYOVTWG

. oidnua kail epuBpoTNTa KaT& PAKOG NG PAERAC TTou eivar e€arpeTikd euTTaBég aTO
ayyiyua.
ZTTAVIEG aveEMBUUNTEG EVEPYEIEG TTOU PTTOPEI VA pavouv OTIG EEETATEIG QipaTog:
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. XauUNAGG apiBpog KUTIApWY TTOU EPTTAEKOVTAI TNV TTAEN TOU QipaTtog
. XAHNAOG ap1BLIOG AEUKOKUTTAPWY

AMAEG QVETTIBUPNTEG EVEPYEIEG

ANEG QveTTIBUPNTEG EVEPYEIEG EXOUV PAVEI OE £va TTOAU IKPO apiBpd atopwy aAAd n akpIBAg
ouxvoTNTa Toug eival ayvuwoTn.

. AMepyIkEG avTidpacelg (BAETTE TTapaTTavw)
. @DAeypovr] Tou TTaXE0G EVTEPOU (BAETTE TTAPATTAVWL))
. ZoPapég depuatnxeg aviidpAaoeig:
' - EKTETAPEVO EEAVONPA PE POUCKAAEG KAl atTo@AoIwpEVO BEppa, 181aiTepa yupw aTro
TO OTOpA TN PUTN, Ta PATIO KaI Ta YEVVNTIKG Opyava (guvopopo Stevens-Johnson)
Kal pia ooBapoTepn POPPr| TTOU TTPOKAAET EXTETAPEVN ATTO@AOIWON TOu BEPHIATOG
(treprocdtepo ato 30% NG ETIPAVEIQG TOU CUIATOG — TOEIKT) ETTIOEPUIKD
VEKPOAUON)
- EKTETAMEVO KOKKIVO BeppaTikG eEAVONUA pE PIKPEG POUCKAAES TTOU TTEPIEXOUV TTUOV
(arropoAibwrikn Sepparinda)
- KOKKIVO pJE QTTOAETTION ££AvVBNpa, pe OPBwAOUG KaTw aTTo 1O OEPA KAl POUCKAAEG
(BAandwdeg e&avBnua).
> EmKOIVWVAOTE HE Eva yIaTpO QpECWG EAV EHPAVATETE KATTOIA ATTO AUTd Ta

gUHTITWHATA.
. (pAeypovry Tou ATTaTog (nrrarinda)
o iIXTEPOG, TTOU TTPOKAAEITaI ATTO augnon TNG xoAepubBpivng oTO aipa (PiIag ouaiag TTou

TTApAyYETAl OTO ATTAP) TTOU PTTOPET va KAVEl TO BEPHA KAl TO AEUKO TwV HATIWV VA
paivovrtal xitpiva

. PAEYHOVI] TWV VEQPIKWIV CwAnvapiwv

. TO @ipal apyei va TRl

. OTTaoPoi (O€ ATOpA TTOU TTaipvouv uywnAEG Aol Ovopia TTpoidvTog ) €X0UV VEQPIKA
TpoRAAuara)

AveTIBUPNTEG EVEPYEIEG TTOU (paivovTal OTIG eEETACEIC ailIaTog 1 oUpWV:

° gopapr Heiwaon Tou apiBoU Twv AEUKOKUTTApWY

o XapUNAGG apiBuog epubpwiv aipocPaipiwy (alpoAUTIKE avaiyia)

. KpuoTaAAol OTa oUpa.

Eav eppaviioeTe aveTTIBUPITEG EVEPYELIEG

> EvuepwaoTe 10 yiarpo Q| Tov appakoT1rold oag eav kAtola avemBounTn evépyeia
yivetai gofapr}, i av TTapatnpAceTe KATTOIO QveTTIBUNNTN EVEPYEIQ TTOU OEv avagEpeTal
aTO TTapov GUAAO 0dnyIWV.

5. NQZ NA @YAAZZIETAI TO ONOMA NPOIONTOZ

Na @uAdoaoetal oe pépn Tou Oev 10 PBAvouv kai dev 1o BAETTOUY Ta TTAIBIG.

Na pn xpnoipotroigite To Ovopa 1TpoidvTog PETA TNV NEEPOPNVia AfiENG TTou avagepeTas 010
xourti. H nuepopnvia AAENG eival n TEAeuTaia nuéEPa TOU Pva TToU avagepeTal.

Ta @appaka dev TTPETTIEI va aTTOPPITTITOVTAI OTO VEPO TNG ATTOXETEUONG f} 0T OKOUTTIdIO,
PwreioTte TO pappakotroid oag mwg va meragete 1a appaka mmou dev xpeialovral ma. Auta 1a
pETpa Ba Bonbricouv otV TTPOCTACIA TOU TTEPIBAAAOVTOG.

6. AOINEZ NAHPO®OPIEZ

Ti mepiéxer o Ovopua mWpoiovrog
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Ep@avian Tou Ovopa wpoidvTog Kat TTEPIEXOUEVO TG CUOKEVaoiag

Karoxog adeiag kukAo@opiag Kai Trapaywyog

AuTd TO PapPaAKeUTIKO TTPOTOV €xel eykp1Bei oTa Kpdrn MEAn Tou Eupwitaikou
Oixovopikou Xwpou (EOX) pe 11 akOAouBeg ovopaaieg:

To wapov @GAA0 obnyIwv Xprong eykpidrke yia TeEALuTaia @opa oTig
Tpomog 5idBeang: |HOVO YIa VOOOKOMEIOKA XPRon

O1 mTAnpogopieg TTou akoAouBouv arreuBuvovral pévo ae yIaTpoug f ETTayyeAPATies Tou Topéa
UYEIOVOUIKNG TTEPIBaAWNG:

MapakaAeioBe va avapepdiite oTnv Mepinypn XapaxkrnpioTikwy Tou poidvrog yia
TEPIOCTOTEPES TTANPOPOPIES

Xopiynor

To Ovopa mpoidvTog PIropei va xopnynBei €ite wg apyn evoopAePia évear; ae pia mepiodo 3
€wg 4 AemrTwv  kateuBeiav otn GAERa pEow CwARVOG yia aTdydnv £yxuan r e Eyxuon oe
Oi1dotnua 30 éwg 40 Aetrtwyv. To Ovopa mpoidvtog Oev eival katdAAnAo yia evoopuikn
xopnynon

AvacuoTaon

Mpocroipacia SigAuuydtwy via evOopALBia Eveon

500 mg/100 mg kovig yia eveaipo SidAupa ) didAupa Trpog £yxuan.

O @uaioAoyikdg diahuTng eivar Evéaipo 'Yowp Ph.Eur. To Ovopa 1mpoidviog 500/100 mg Ba
Trpérrer va diaAverar oe 10 ml S1aAuTn. Auto armodidel Trepitrou 10.5 mi SiaAuparog yia xprion
epara¢, doong. '‘Evag mapodikdg pod xpwHaTtiopog utropei i 01 va avarmtuxBei katd v
avaouaTtaon.

Ta avaguorapéva SiaAvpaTta eivar ualoAoyika axpwpa r £Xouv £va TTacTEN axupEvio Xpwiia.

To Ovopa 1mpoidvrog Ba TpéTTer va xopnyeital péoa ae 20 min amod v avacuatacn.

MNpoctoacia Sighvpdtwy via evOoA£LBia £yyuan

Ta @raAidia Ovopa 1mpoidvTog ev givar kataAAnAa yia xprion TToAAaTTAwY DOCEWV.

500 mg/100 mg kévig yia evéaiio SidAupa ) didAupa 1Tpog £yxuon.

To Ovopa 1mpoidvTog Ba wpETrel va avacuatabei OTwg TEPIyPAPETAl TTApATTAvW yia TNV £vean.
Xwpig kaBuatépnon, Ba mpémel va mpoaTebei To avaguatapévo didhupa oe 50 ml uypou
£yxuang pe xpron pivi adkou i 6103aB10pEVou OYKOLETPIKOU CWANVIOKOU,

1000 mg/200 mg kovig yia evéaipo idAupia | SidAupa Tpog £yxuarn.

To Ovopa 1Tpotdvrog Ba TrpéTrel va avacua1aBei O1Twg TTEPYPAPETAl TTapaTTavW YIa TV EVEDT.
Xwpig kaBuartépnon, Ba péter va TpoaTeBei 1o avaguartauévo didAupa ag 100 ml uypou
£yXuang pe Xpnaon pivi aakou 1} d1iapabpiopévou OYKOPETPIKOU CwANVIOKou.

L1aBepoTN)Ta TWV TTAPAOKEUATOEVTWY SIGAUVHGTWY

EvOo@AiBia Eyxuon [epioboc o1aBepdinrag 25°C
Avaioyia 5:1
YOwp 61" Evéoeig B.P. 4 wpEg

%
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EvOogpAEBia £yxuon XAwpiouxou Natpiou B.P. 4 wpeg

(0,9% w/w)

Evdo@AéBia éyxuan Mahaxktikou Natpiou B.P. 4 wpeg

(M/B)

Aidhupa Ringer 3 wpeg

AidAupa Hartmann 3 wpeg

Evdo@AEBia ‘Eyxuan XAwpiouxou KaAiou kat 1 wpa

XAwpiouyou Nartpiou B P.

H o1aBepoTnia Twv evoopAeBiwv Siahupatwv ONOMA NMPOIONTOZ, e€apratar armo 1
OUYKEVTPWOT). ZE TIEPITITWAT TTOU ATTaITEiTal N XPoH 110 CUPTIUKVWHEVWY dlaAupdtwy, Ba
pETTel va puByilerar kai n mepiod0g aT1aBepdTNTag avaioya.

Ma @uAaln otoug S°C, 1a avacuaTtabévia diahopata Twv 1000/200 mg kar Twv 500/100 mg,
{ITOpOoUV va ToTToBeTNBOoUV Ot TTPOYUXBEVIEG GAKKOUG £YXUGNG, Ol OTToI0) HITOPOUV va
PUAaYTOUV LEXP! B WPEG. ZTI) CUVEXEIQ, N Eyxuan Ba TTPETTEN va XOpnYEiTal apECwWS POAIG
eTTavéNBer oe Beppuokpacia dwuariou.

EvOo@ALBia £yyuon Mepiodoc o1a8spdinTac 5°C
5.1 Avahoyia
Yowp O evécag B.P. 8 wpteg

EvBopAeBia ‘Eyxuon XAwplouxou Nartpiou B.P.
(0,9% wiv) 8 wpeg

To @papuako cival Aiyodtepo o1aBepsd o€ £yXUOEIG 1TOU TTEPIEXOUV YAUKOLN, degTpavn i
OirtavBpakikd. Ta avacucoTaBévia diaAlpara Tou Yappdakou, HTTopoUV va eveBolv HECcw
CWARAVOG yia ataydnv £yxuan kal 6 dIaoTnua 3-4 AETTTWV.

3. O dikaiouxor kal aviitTTpOCWITO! UTTOXPEOUVTAL YIA TNV £PAPHOYT TNG aVWIEpw EYKUKAIOU.

4. Katowmiv Twv avwTtépw adel va 1oX0er i utr’ Gplep 7419/27-1-2009 eyxUkAIOG TOU
EO®.

Kowotroinon;:
Er.. GLAXOSMITHKLINE AEBE H AIEYOYNTPIA AYEN

A KH®DIZIAL 266

152 32 XAAANAPI ATTIKHZ
Ap. A. KOYTEOYKH

ATTobiKTEC yia evipyaid :

1. TEEGA/AYT
A. Meooyeiwv 136
155 61 ABrva

2. Y1 Epyaociag Arracxoinong & Kowvwviks @ ol
[evikA T pappareia Kovwvikuay Ao*cpc)\lo bty
Alvan Acgahong AoBevaag & MnTporfFd:
s radiou 29, 101 10 ABAva i

{pe mv rmpax)\ch EVNUEPWONG Twy A

BEQPHBULE TN TN 2RI
G O loTavENOE
BN P T EE I AR

T

~ " EAEHH APLTRCIOYAQY

3. TlaveAinvio latpiks ZdAAoyo
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10.

;

A

12.

13.

14.

15.

16.

MAoutapyou 3, 106 75 ABrva

(L€ TNV TTAPAKANGCN EVAREPWON TWV
TOTTIKWV farpikwv ZuAAOYywv NG Xwpag).
NaveAAvio PappakeuTikd LUANoyo
Nepaiwg 134 & Ayabripépou

118 54 ABnva

(He TNV TapdkANan evnEEpWONG TWV
TommKkWwyv ®appakeuTIKWVY ZUAAOYWV TNG XWPag)
MaveAAvia ‘Evwon ®appakormonv
NoonAeutikwy 1dpupaTwy
MixaAaxkotrouAou 99, 115 27 ABRAva
IKA-®app/kn Yrnpeoia

Ay.Kwv/vou 8, 102 41 ABrva

Ol A KAadog ®appaxeuTtikrg MepiBaAyng
Marnoiwv 30, 106 77 ABAva

Oixog Nautou Meipaiwg

K.MaAaioAdyou 15

185 35 MNepaiag

Oikog Nautou ABrvag

FAavotwvog 2 & Martnoiwv

106 77 ABriva

Kévipo AnAnTnpiacewy

Noookopeio Maidwv “M.& A. Kupiakou”
115 27 Toudi

ZOEE

A.Bao. lNewpyiou 50 & M. Adiag

152 33 XaAavdpi, ABrva

NaveAAAvia "Evwon ®apjiakoBiopnxaviag
Aapwa 7, 115 24 AptreAoknrol, ABrva
ZUAoyo Avi/mwyv @appaxeuTikwy Eidwy & E1dikoTATWY
086¢ Taroiou

180 xAp. EBvikng 0dou ABnvwv-Aapiag
146 10 N. EPYOPAIA

AeATio Ayopavopiag

Navematnuiou 42, 106 79 ABrva

TEBE — ®appakeuTikég YTnpeaieg

Ay. Kwvaravrivou 5

103 51 AGHNA

Mr) péAn ZuAAOywv

(OTwg o Tivakag)

EXQTEPIKH AIANOMH;

1.
2.

3
4.

Alvon Pap/kwv MeAetwy & "Epeuvag

Alvon Alxkwv Yrnpeaiwv EAEyxou MNpoidviwv
Tunpa Exdoong & Kwbd. Amopdoewy

pappateia Emotrnuovikou ZupBouliou Eykpiocwv

pappareia Aeutepoabuiou EmotnuovikoU ZupBouiiou
MI/ETK
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