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ErKYKAIOZ - ARO®AZH

OEMA: KaBopiopog MepiAnyng Xapaktnpiotikwy Tou MNpoidviog kar @uAAo Odnyiwy yia 10
XpARoTn GapRHOKEUTIKWY TTPOTOVTWY Trou TTEPIEXOUV OpacTikG ouaTatiko
AMOXYCILLIN + CLAVULANIC ACID,
-Kovig yia evioipyo Hidhvpa A SidAvpa 1rpoc éyxuan 500mg/100mg & 1000ma/200mg
-Kovig yia moagipo evaiwpnpa 125mg/31,25mg/5mi, 250mg/62,5mg/5ml,
400mg/57mg/5mi & 600mg/42,9mg/5ml
-Aiokio eAeyxopevng arrodéopevang 1000mg/62,5mg/tab
-ETrikxaAvppévo pe Aerrré upévio Sigkio 500mg/125mg/tab & 875mg/125mgltab
-diaareipépevo diokio 500mg/125mgltab

“Exovreg uttoywn:

a) Tigbiarageig Tng koviag YTroupyikAg ATmogacong AYT3 (a) 83657/2005 "Mepr evappdviong NG
EAANVIkAG NopoBeoiag pe TRV avrictoixn KOIVOTIKR  OTOV  TOPEQ  1N¢  KUKAOQOPIOG
....................... TWV PAPHAKEUTIKWY TTPOIOGVTWY, TToU TTpoopidovTal yia avBpwTrivn XpRon”,

B) Tnv Amégaon in¢ Emtpotng Twv Eupwmaikwyv Koivotitwy E(2009)8266/19-10-2009.

y) TnTlvwpdaieuon tou Emotnpovikod Zupfouliou Eykpicewv ap.P-19/9-2-2010
{OpBn EtravdAnwn Nvwpdrsuanc: 16-4-2010)

ANODAZIIZOYME

A.1. H NepiAnyn XapaktnpioTikwy T1ou Mpoidviog @appakeuTIKWwy TTPOIdVIWY  TTOU TTEPIEXOUV
Opactiké cuotatnikd AMOXYCILLIN + CLAVULANIC ACID, EwmkaAvppévo pe Aemrto
vpévio Biokio 500mg/125mgl/tab, Aiaomeipopevo Siokio 500mg/125mgl/tab, Kovig yia
woéaipo evaiwpnpa 125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57mg/5mi &
600mg/42,9mg/5ml opideTar wg £&N¢:

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOX

Ovopa mpoioviog 500 mg/125 mg emikaAuppéva pe AeTr1o upévio diokia
Ovopa mpoioviog 500 mg/125 mg diaomeipopeva diokia

Ovoua 1rpoidvrog 125 mg/31.25 mg/5 ml kdvig yia T1d0IH0 evawpripa
Ovoya 1rpoidviog 250 mg/62.5 mg/5 mi kdvig yia Técipo evaiwpnpa

2. NOIOTIKH KAI NOZOTIKH ZYNOEZXH

KaBe etmikaAhuppévo pe AeTrto upévio diokio ry diaotreipdpevo diokio mepiéxel Amoxycillin
trihydrate + Clavulanate potassium rrou avnigtoixei o€ Amoxicillin 500 mg kai Clavulanic acid
125 mg
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Ta 5ml kévewg yia TooIpo evaiwpnpa mepiExouv Amoxicillin trinydrate + Clavulanate potassium
TTou avTioToixei o€ Amoxicillin 125 mg kai Clavulanic acid 31.25 mg ) Amoxicillin 250 mg kai
Clavulanic acid 62.5 mg.

[a 1ov AR PN kaTdAoyo Twyv £xbOxwv, BA. TTapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H

500 mg/125 mg emkaAuppéva pe Aettro vpévio Biokia
EmixaAuppévo pe Aetrid upévio diokio.

500 mg/125 mg diaomretpopeva Oiokia
Aiagmreipdpevo diokio.

125 mg/31.25 mg/5 ml, 250 mg/62.5 mg/5 ml kdvig yia TOCIPa evalwpApara
Kovig yia TToaIyo evaiwpnua.

4. KAINIKEXZ NMAHPO®OPIEZ

4.1  Ogpavieunikig evOLi§eig

To Ovopa 1rpoidvTog evbeikvutal yia Trp Bepatreia Twv TAPAkATW ACIPWEEWY O€ £vNAIKOUG Kal
maibid (BAETTe Tapaypdgoug 4.2, 4.4 kar 5.1):

. O¢&eia BaxtnpiakA TTapappivokoATTiTIOa (eTTapkwg diayvwaopévn)

. Otcia peon wrinda

. Oteicg embeivwoelg xpoviag Bpoyxindag (emapkwg O1ayVWOUEVEG)

. EfwvoookopeiakA Tveupovia

. Kuorinda

. NueAoveppinda

. Agppanikég Aoipwielg kal AOIPWEEIG JAAQKWY POPiWY, CUYKEKPIPNEVA KUTTapiTIOQq,

Onypata anod {wa, cofapd odoVIIKA aTTOCTAPATA PE ETTEKTEIVOPEVN KUTTapiTIda
. Oorikég kal apBpikég Aoipwéelg, 181aiTepa ooTeopUEAiITIOQ

Og péte va Aaupavovial uowr) ot eTTionueg odnyieg ava@opikd Pe TNV KATAaAAnAn xpron
avTIBaKTNPIaKWY TTapayoviwy.,

4.2 Aoooloyia kat TPOTTOG Xoprynong

01 860¢IG exppAalovial o€ OAO TO KEIPEVO WG TTPOG TO TTEPIEXOPEVO OE apogikiAivn/kAaBouAavikd
o&u pe e€aipean orav or 56oeIg dNAWVOVTAl WG TTPOG £va HEPOVWHEVO GUATATIKO.

H 660 Ovopa 1rpoidviog TTou £mAgyETal yia Tr) BepaTreia piag pepovwpivng Acipwéng 6a
TpETTEl va AapBaver uttoyn:

. Ta avapevopeva Taboyova kal Trv meavr) Toug euaigbnaoia og aviifakTnpiakoug
TTapayovieg (BAETTE TTapdypago 4.4)

. Tn Baputnta kal 10 anueio Tng Aoipwéng

. Tnv nAikia, 10 BApog kai Tn ve@pikr} AciToupyia Tou acBevoug, OTTWG PpaiveTal TApakaTw.

H xpAon evaAAakTikwy popewyv Ovopa TTpoidvTog (TT.X. EKEIVEG TTOU TTAPEXOUV UPNALTEPES
booeig apolikiAivng fi/kar diagopeTikég avaAoyieg apogikiAivrg Tpog kAaBouAavikd ofd) Ba
TpETTEl va Bewpeitar ammapaitntn (BAETe Tapaypdgoug 4.4 kar 5.1).
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“Fia evAdikeg kar maidia 2 40 kg, autd 10 okevaopa Ovopa TTPoidvTog TTapEXEl GUVOAIKN
nuepriola 86an 1500 mg apofikiAivn/375 mg kAaBouAavikol of£og, 61av xopnyeital cupguiva
HE TIC TTapakatw cuotacelg. Ze maidia < 40 kg, autd 10 okevaogpa Ovopa TTPoTovIog TTapExEl
ouvoAikn nuepnaia dé6an 2400 mg apofikiAivi/600 mg kAaBouAavikou offog, o1av xopnyeital
oUpguwva e TIG TapakaTtw ouctacelg. Eav BewpnBei 0TI ammaireitar uypnAdTEpn nUEpRoia dOon
apogikiAivng, cuviotdral va emAexBei dAAo okevaopa Ovopa poidvTog, TTPOKEIPJEVOU va
anmo@euxBei n xoprynon TTEPITTWV UPNAWY NHEPNOIWY dOCEWV KAGBOUAQVIKOU 0&E0¢ (BAETTE
Tapaypagoug 4.4 ka1 5.1).

H &iapkeia 1ng Bepameiag Ba mpémer va kaBopieTar ammd 1nv aviattdkpion Tou acBevoug.
Opiopéveg Aolpweelg (TT.X. ooTeopueAinda) amairolv PeyaAuTepes Tepiddoug Beparreiag. H
Bepatreia Oev Ba TTpETEl va £TTekTaBEl TTEpav Twv 14 nuepwv Xwpic eTravegETaon (BAETE
TapAypa@o 4.4. oxETIKA e TNV TapateTauévn Bepameia).

EviAikol kal Taidid > 40 kg

Mia 66on 500 mg/125 mg AauBavopevn 1peIg QOPES TRV NUEPA

Naidid < 40 kg

20 mg/5 mg/kg/nuépa éwg 60 mg/15 mg/kg/ruépa xopnyoUpEva e TPEIG ICOPEPWS
karavepnuéveg dOOEIG,

Ta1maidida pmopouv va AdpBouv Bepameia pe diokia evaiwprpata f TaidiaTpikoUs QakeAickoug
Ovopa mpoidviog. MNaidia nAikiag 6 eTwv kal kATw Ba TTPETTEl KATA TTPOTIPNG va Aapavouv
Ovopa 11poidvIog evaiwpna r 1aidiaTpikoug @akeAiokoug.

Agv BiatiBevial kAivika dedopéva yia Booeig okeuaopaTwy Ovopa Tpoioviog 4:1 uyrAoTepeg
ang 40 mg/10 mg/kg Tnv npépa o€ TaIdIA KATW TWV 2 £TWV

HAKIWwpEVO!
QAgv Bewpeital amapaitnn r avarrpocappoyr g d6ang

Negpikr dugAcitoupyia

Oravampooappioyég 1ng do6arng Baacifovial 010 PEYIOTO CUVICTWHEVO ETTITTEQO aPOgIKIAIVNG.
QAgv amareitar avatrpooappoyr 1n¢ do6arn¢ oe acBevei¢ pe kGBapon kpeanivivrig (CrCl)
peyaAutepr artd 30 mi/min.

. EvhAikoi kai mai1did > 40 kg .
CrCl: 10-30 mi/min 500 mg/125 mg duo popég v nuipa “
CrCl< 10 mi/min ' 500 mg/125 mg amag nuepnaoiwg
AipodioAion 500 mg/125 mg kabe 24 wpeg ouv 500 mg/125 mg ka1a 1n

didpkeia 1n¢ aipoditAiong va erTavaAapBavovial ato 1€Aog TnG
aipodIbAo NG (KkaBwg OF CUYKEVTPWOEIC TOOO Tri¢ apogikiAivng 600

kai Tou xkAaBouAavikel offog 010 TAGO A yeruvovTar)

. Maidia < 40 kg

CrCl: 10-30 ml/min 15 mg/3.75 mg/kg dvo poptg Tnv nuipa {péyioto 500 mg/125 mg
800 @opéc TNV Npépa).

CrCl <10 ml/min 15 mg/3.75 mg/kg w¢ e@arag, ruepnoia doon (péyioto
500 mg/125 mg).

ol
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Awodihon 7 1 15 mg/3.75 mg/kg TRv nuépa pia @opa Tmv npipo . W
Npiv Tnv aipoxkdBapon 15 mg/3.75 mg/kg. Mpokeipévou va
atmmokaTtagTabouv 1a kukAoopouvTa eTTimeda Tou GappPaAxkou,
15 mg/3.75 mg ava kg Ba 11péTTel va xopnynBouv peta nv J
aipoka8aparn. o

Hrrarikn duagAsitgupyia

Xoprynon pe TTpoooxn kar EAEYx0G Tr¢ NITaTikAg AeiToupyiag o€ TakTd xpovikd diagtnuara
(BAEe 1Tapaypdagoug 4.3 kai 4.4).

Tpéiroc xopriynang

To Ovopa 11poidvIog TTpoopideTal yia xprion ato 10 oTopa.

Xoptiynan kata trnv évapén evog yeupaTtog, WoTe va eAaxIoTOTTOMOBE n evOexOpEVn
yaotpeviepikry ducaveéia kar va BeAtiototroinBei n amoppdenan 1S apodikiAivng/tou
kAaBouAavikoU offog.

H Bepameia pttopei va apyidel rapeviepikd cuppwva pe v NXI 1ne evOopAé Biag popeng kai
va ouvexifeTal e oKEVAOAa XOPNyoUHEVo aTTd 1O OTONA.

500 mg/125 mg diaomeipopeva diokia
Ta diaotreipodpeva diokia Ba TTpé el va avakateuBouv pe Aiyo vepo 1Tpiv ammo 1 Afyn.

125 mg/31.25 mg/5 ml, 250 mg/62.5 mg/5 mi kdvIg yia TOCIPO evaiwpnpa

AvakiviioTe yia va EEKOAAaEl 1] KOVIG, TTPOCGBEOTE VEPO CUPPWVA PE TIG 0dNYiEG, avaoTpEPeTe
KAl QVAKIVEITE.

AvakIVEiTeE KQAG T @IAAN TTpIv aTto kABe Bdan (BAETTe TTapdypago 6.6.)

4.3 AvTEVOEiEEIg

YmepeuaioBnaoia oTig dpacTIkEG OUaieg ae OTTOIadNTIOTE aTTo TIG TTEVIKIAIVEG I} O€ KATTOIO0 ATTH TA
£xdoxa.

latopikd ooPapniic aueong aviidpaang utepeuaioBnoiag (1m.x. avaguAadia) oe ardov -
AakTapikd TTapdyovTa (1.X. KEQpaAoaTropivr, kapRameviépun f povoBaxkTaun).

joTopikd ikTEpou/nTTaTikiG duaAeiToupyiag Adyw apofikiAivng/kAaBouAavikou oftog (BAéTTe
TTapaypago 4.8).

4.4 Ei18ikég TTpoEISOTTOINTEIG KA1 TTPOPUAGEEIC KATE TR XPAON

Mpiv a11o v évapén Bepameiag pe apoikidivn/khaBouAavikd oy, Ba TIpéTer va yivel
TTpocekTIKA DigPELVNAN avagopikd Pe TTponyoupeveg avidpaaeig uttepevaicbnaiag oTig
TEVIKIAIVEG, TIG KEQAAOOTIOPIVES 1) AAAOUG TTapdyovTeg pe B-AakTdpn (BAéme TTapaypdgouc 4.3
kai 4.8).

ZoBapég kal mepioTaciakd Bavartngopes avnidpaaclg utre pevaicBnaoiag (avagpuAaiia) € xouv
avagepbei og aoBeveig uTTO Beparteia pe TrevikiAivr. Autég or avnidpdaeig eivar mBavoTtepo va
exdnAwWBOUV oe Atopa TTOU £X0OUV I0TOPIKO UTTEPEUAIOBNGiag atrnv TTeVIKIAiviy kal 0€ QTOTTIKA
aropa. Eav mapouaoiacTtei pia aAAepyikry avtidpaaon, n Beparieia pe apoikihivn/kAapouAaviko
ofu TpéTrel va BiakoTTei Kal va Eekiviioel kataAAnAn evaAhakTikr Beparreia.

LNV TTEPITITWON TToU pia Aoipwén civar armodedeypéva Adyw PIkpoopyaviooU(wv)
gvaioBnTou(wv) otnv apolikiAivn, T0TE TIPETTEl va e&eTadeTal To evOEXOPEVO PeETaOPAg atto
apofikidivn/khaBouAavikd o&U oe apofikiAivn cupuwva pe TIG ETTIoNPEG 0dnyieg.

AuUTO 10 okevaapa Ovopa 11poioviog Oev eival katAAANAO TTPOG xPRON OTav UTTAPXE! UWPNAOS
Kivduvog Ta UTTOTIBE pJEva TTaBoyova va £X0ouV PEIWPEVN £UaIoBNaia 1} avTioTaon o€ TAPAYOVTEG
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© HE B-AakT1aun 11ou Gev diapecoAaBeital amo B-AakTapaceg evaiobnieg oe avaaTtoArn ard 10
kAaBouAaviko ofu. AuTo 10 okeUaopa Oev Ba TTPETTEI va XPNOIYOTTOIEITA! Yia TRV QVTIPETWTIION
avBekTIKOU oTnv TrevikiAivn S. pneumoniae

ITao oI YTTOpEi Va £pYAvIOTOUV O€ aoBeveic pe diatapaxn Tng VEPPIKAG AeiToupyiag i ot
autoug TTou AapPBdvouv uwnAég doaeig (BAETTe TTapaypago 4.8).

H apoikihivi/kAaBouAavikd ofu Ba TTPETTEl va ATTOPE UYETAI EAV UTTAPXEI UTTOVOIa AoIpWwWdOoUG
HOVOTTUPAVWONG, kKaBwg N ekOAAWON evog INapoe 1I00UG £€avBraTog £XEI OXETIOTEI HE QUTAV
v 1Ta6non PETA atto XPAoN apogikiAivig.

H 1autdxpovn xprion aAAotroupivoAng kata 1n didpkela 1ng Beparreiag pe apogikiAivn UTTopEi
va augnoel TNV MBavoTNTA € PAvIong AAAEPYIKWY OEPUATIKWY avTIOPACE WV,

Hmapatetapévn xpAon UTTOPE eviote va odnyRoel oe uttepavdarttuén pn evaiobniwy
HIKPOOPY VIO JWV.

Hepgavion kara v évapén 1ng Bepateiag evog TTUPETWOOUG YEVIKEUPEVOU £PUBALATOG
OXeTI{OPEVO pE PAUKTAIVA PTTOPET va eival CUPTITWPA Yevikeupévou knAidoBAaTidwdoug
egavBnuatog (AGEP) (BAéTe mapdypawo 4.8) H aviibpaon auth amanei 1nv OIaKOTIr TOU
‘Ovopa 1mpoidviog kar avievdeikvutal oTToladATTOTE £TTaKOAOUBN X0prynon apogikiNiving

H apogikiAivn/kAaBouAavikd o&U Ba TTpETTEl va X pNOIOTTOIEITAl PE TTPOCOXT Ot a0BevEig pe
EvdeIgn nrrankng duaheiroupyiag (BAETe TTapdypago 4.2).

Hmatika mepIoTanka £xouv avaepBEei KUPIWE o€ APPEVES KAl NAIKIWPEVOUG aoBeveig ka
ptopei va oxetifovial pye Trapaterapévn Beparreia. TEToila e pPIOTATIKA TTOAU O1TAVIA £X0UV
ava@epBei o TaIdid. Ze OAoug Toug TTANBUCOUG, Ta OHUEIa KAl CUPTITWHATA CUVABWG
epgpavidovial kata 1n didpkeia ) Aiyo petda v Bepartieia, aAAd € OPICUEVEG TTEPITITWOEIG
HTTOPEi va PNV yivouv avTIANTITa péxpl apkeTég £ BOopadeg petd 1n O1AKOTTA TnG Bepareiag.
YuvBwg eivar avaoTtpéynpa. Ta nmrankd mepiotanikd Pmopei va eivar ooapd kai ot £EaipeTika
OTAVIEG TTE PIMTTWOEIG, £x0uv avagpepBei BAvatol. Autoi oxeddv 1TAvTa ouvéBnoav oe acBeveig
pE ooBapr) uTTokeipevn TTABNON 1 pe TTAPAANAN AfYn appakwy yvwoTwy yia Tnv duvnTtika
nmarnkn Toug dpaan (BAETe TTapaypago 4.8).

Yuoxendouevry ye avtiBionkd koAimda £xe1 ava@epBei oxeddv pe OAoUg Toug avTiBakTnpIakoug
TIOPAYOVTEG KAl PTTOPEI N BapUTNTA TNG VA KUPAIVETAI ATTO ATTIA £WG ATTEIANTIKN yIa TN {wn
(BAETTE TTapAypao 4.8). Emopévwg, eival onpavtiko va e&e1aletal 10 evOeXOPEVO QUTAG TNG
diayvwong oe aoBeveig 1mou TTapouaidfouv diappoia katad 1a SIAPKEIa TNG XOprynong
OTTOIWVONTTOTE AQVTIRIOTIKWIV | JETA ATTO AUTA. TRV TTEPITITWON TTOU £PPaviaBei koAiTida
oxendopevn pe 10 avnifiotnikd, n xopnynon apogikiAivng/kAaBouAavikou of€og TTpETTel va
OlakotTei dpeoa, va ¢ntnBei n CupBOUAr yIQTPOU KAl va apxioel N kKataAAnAn Bepameia. Ze autn
TV TTEPITITWON AVTEVOEIKVUTAI N XPACN AvTl TTE PICTAATIKWY QApPAKWV.

Kata 1n Siapkeia mapatetapévng Beparteiag evoeikvutar 11epiodikh agioAdynan Twv AEITou pyIwy
TWV OPYAVIKWYVY CUCTHPATWY, CUPTIEPIAQPBAVOUEVWYV TNG VEWPPIKNG, NTTATIKAG KAl QIJOTTOINTIKNAG
ALiToupyiag.

Imaviwg £xe avagepBei eTTIPAKUVAN TOU XpOvou T1poBpopfivng ot aoBeveig TTou AauBdavouv
apogikihivn/kAaBouAaviko ofu. @a peTtel va epapuoletar kataAAnAn mapakoAouBnaon 61av
XopnyouvTtal Tautdxpova avinminktikd. EvOéxetal va xpeiacTouv avarrpocappoyEg g 06ong
Twv AapBavopevwy atrd 10 OTOPA AVTITINKTIKWY, WOTE va diatnpeital 1o emBuunTo e11iTedO
avnitinkTIkOTNTAg (BAETTE 1TTapaypdgoug 4.5 kai 4.8).

Z¢ aoBeveig pe veppikh ducgAeimoupyia, n doon Ba TTpétTel va avarpooappuodetal av@Aoya e 10
BaBuod Tng duoAeitoupyiag (BALTTE TTAPAYPAPO 4.2).

2¢ aoBeveic pe peiwpévn TTapaywyn oupwv, TTOAU oTTdvia £xel TTaparnpnBei kpuoTaAAoupia
KUpIWG Pe TTapeviepikh Bepatreia. Kartda mn xoprnynaon uipnAwyv d00e wv apogikiAivng,
evdeikvutal n O1atApNOoN £1TTApKOUG TTPOCANWNG UYPWYV KAl TTApAywyr g OUpwV YIa va Peiwbei n

i 4
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mMBavOTNTa OXNPATIOPOU KPUaTAAAwY apoikiAiviig a1a oupa. e aoBeveig pe OUpOoKaBETIPEG,
Ba TipéTTel va TNpeital TakTIKOG EAeyX0G Barotntag (BAETTE TTapdypago 4.9).

Katd 1n Bepamneia pe apolikiAivn,
o&e1daan NG YAUKOZNG kaTa Tov £AeyxO0 yia TTapoudia YAUKOING ota oupa e17e1dn Yyeuduwg
BeTIKG aTTOTEAEOPATA PTTOPET VA TTAPOUCIACTOUV PE P eviupatikég peBodouG.

H mapouaia kAaBouAavikou o&éog ato Ovopa Tpoioviog uTropei va TTpokaAéael un e101kA
ouvdeon 1gG kal Aeukwpativing pe epubpokuTTapikEg pepPBpAveg kal va odnynoel o yeudn
BeTikd £Aeyxo Coombs.

YTdpxouv avagopig BeTikwv aoTeAeopdatwy pe 1o 1€01 Bio-Rad Laboratories Platelia
Aspergillus EIA og aoBeveig Tou Aappavouv apolikiAivn/kAaBouAavikd o§u, o1 oTroiol aTn
ouvéxela BpeEdnke o1 dev eixav Aoipwénand Aspergillus:~Magtaupolpeveg avTIdPATEIGHIE
TToAucakxapidia kar TToAupoupavoleg TTou Oev Tou dev TTepiExouv Aspergilius pe 1o 1€0T Bio-
Rad Laboratories Piatelia Aspergiflus EIA €xouv avapepBei. Emopévwg, BeTika ammoteAéopara
dokipaaiwv ae aoBeveig Tou AapBavouv apoikiAivn/kAaBouAavikd o0 Ba TTpETTer va
gppNVveUOVTaIl Pe TIPOCOXNA Kal va £TIREPaIOVOVTal PE AAAEG DIGYVWOTIKEG pEBODOUG.

Ta Ovopa mpoidviog 125 mg/31.25 mg/5 mg kdvig yia 1100iPo evaiwpnpa TepiExel 2.5 mg
aomaptTapng (E951) ava mi, pia 11nyn @aivulaiavivng. Autd 10 @Aappako Ba TpETTel va
XPrOIHOTTOEITAI g TIPOCOXN 0 GOBEVEIG e paivulokeTovoupia.

Ta Ovopa Trpoidviog 250 mg/62.5 mg/5 mg kovig yia TTOCINO evaiwpnua TepiExer 2.5 mg
aagmaptdpng (E951) ava mi, pia inyn gaivuAaAaviving. Autd 10 @dppako B8a 11péTtel va
XPNOIPOTIOIEITAI JE TIPOCOXT 0€ a0Bevelg pe paivulokeTovoupia.

4.5 ANMNAsmbpdoeig pe GAAQ pUPPAKEUTIKG TTPOIOVTA KAl GAAES POPPES
aAAnAetTidbpaong

AouBavoueva atrd 10 GTOUA GVIITINKTIKG

AapBavopeva aitd 10 aTOPa aVHTINKTIKA KAl TTEVIKIAIVOUXA GvTIBIOTIKG £X0UV XpNOIuoTToINeEi
EUpEwg otV TPa¢n xwpic avapopig aAAnAeTidpaong. Qatooo, otr BiIBAIoypagia uTTapxouV
TEPITTTWOEIG auénpévou diIEBvoug kavovikoTToINPéVou AOYou 0 GOBEVEIG TTOU CUVTNPOUVTA PE
ARy akevokoupapoAng ) Bapgapivng kai aToug OTT0I0UG XopnyEeital éva oxrpa apogikiAivng.
Z€ TTEPITTTWON TTOU €ival aTrapaitnTn n cuyxoprynon, 6a TpéTtel va rapakoAoubeital
TTPOCEKTIKA 0 XPOVOG TTpoBpopRivng fj o dieBviig kavovikoTToiNuEvog AOYOg pe TNV TIPOCBNKN A
v amocupaon NG apodikidivng. ErmmtAfov, evdéxetal va eival ammapaitnTeg avaTpooappoyEg
MG d6ang AapBavépevwy aTmd 10 0TOPA avTITINKTIKWV (BAETTE Trapaypd@oug 4.4 ka1 4.8).

MeBorpetam

Or TrevIKINIVEG EVOEXETAI VO PEIWOOUV TRV EKKPION PEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evdexopevn avgnon 10¢ikd1NTAC.

NpoBevegidn
H ouyxopriynon pe mpoPeveaidn dev cuviatatal. H 1mpofBeveaidn peiwver 1 veppikn

owAnvapiakn anékkpion 1Ng apoéikiAivng. H ouyxoprynon Pe 11poPeveaion prropei va auénoc!
Kalva eTnpnkovet 1a e1Tieda apoéikiAivng ato afpa aAAa Ox1 Tou kAaBouAavikou o&éoc.

4.6 Kunon ka1 yahouyia

Kunon

MeAéreg o€ Jwa Oev kaTédeiéav apeaeg ) EPPETEg £TTIKIVOUVEG ETITITWOEIG TRV EYKUPOOUVI,
atnv avamtuén Tou EuRpUoU, aTOV TOKETO R O TN peTayevvnTIkh avamtuén (BAETTE Tapdypago

5.3). Neplopiopéva atoixeia oxeTika pe 1n xpron apoikiAivng/kAaBoulavikou o&éog kata 1n
OIdpKEIa TNG KUNOEWG a€ avBpwTToug dev UTTODEIKVUOUVAUENUEVO KiVOUVO OUYYEVWLV
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"OIOpapTIV. Z€ pIa POVO PEAETN OF yuvaiKeg PE TTPOWPO TOKETO, TTAPATRHENONKE OTI
TTPOPUACKTIKRA aywyr pe apogikiAivn/kAaBouAavikd o&u PTTopEi va CUCXETIOTET PE QUENPEVO
KivOUVO EAKOVEKPWTIKNG EVTEPOKOAITIOOE TWV VEOYVWV. H xprAon TTpETTEl va aTToPelyeTal Kata
N dIdpKEIa TNG KURONG, EKTOG £av Bewpeital amrapaitntn amd 1ov yia1po

ahouyia

Kai o1 dUo ouadieg ammopaAAovial 610 pnTpIkO YAAa (Tirota dev givar yvwaTto yia Tig e1mdpaceiq
10U KAQBOUAaVIKOU 0&£0G 010 BPEPog TTou BNAALE!). ZuveTtwg, aTo Bpépog TTou BnAadet eival
mBavn n eppavion H1dppoIag kal PJUKNTIAoIKNAG AoipwEng Twv BAEVVOYOVWY, OTTOTE UTTOPET Va
xpeiaatei va diakotrei 0 BnAacpog. H apofikiAiviy/kAaouAavikd ogu Ba TTpeTel va
XPNOILOTTOIEiITAl pOVO KATG TR DIdpkela Tou BnAacpod peTd améd agloAdynon Tou opéAoug/Tou
kivduvou atro Tov BepdrrovTa yiaTpo.

4.7 Emdpdocig otnv IxavoTnTa o8RyNnonNg Kal XEipIopol pnxXavwyv

Aev TTPAyPATOTTOMBNKAV PEAETEG OXETIKA PE TIG £MOPACEIS OTNV IKAavOTNTa 0dryNorg kai
XEIPIOPOU pnxavwyv. Q01600, evOEXETal va TTAPOUCIAGTOUV QVETTIBUPNTEG EVEPYEIEG (TT.X.
aMepyikég avTidpaocelg, {aAn, OTTACPOI), Ol OTTOIEG PTTOPEI va ETTIPEACOUV TNV IKAVOTNTa
0drynong ka1 XeIpIopoU pnxavwy (BAETTe Tapaypago 4.8).

438 AvemBipunTeg evipyeieg
O1 moI0 auxva avagepBeioeg avemBupnteg evépyeieg (AE) eival didppoia, vautia kat €PETog.

O1 AE atmo KAIVIKEG DOKILEG KAl PETEYKPITIKT) TTapakoAouBnaon e 1o Ovopa TTpoidviog,
TaivopniBnkav cupgwva pe v Karnyopia opydavou cuatnpatog kata MedDRA ka
TTapATIBEVTaI TTApaKATW.

Ma 1nv 1agivopnon Twv aveTmBUPNTWV EVEPYEIWV XPNOIPOTTOINBNKAV Ol TTapaKkATw OPOAOYIEG.
MoAu ouyveg (21/10)

2UXVEG (21/100 £wg <1/10)

Oy ouxvég (21/1.000 €wg <1/100)

2mavieg (21/10.000 £wg <1/1.000)

MoAu otravieg (<1/10.000)

AyvwaTn ouxvornta (Oev ptropei va uttoAoyiatei amod 1a diaBéoiua dedopéva)

ACIUWELIC KQI TTAPACITWOELIC

BAevvOoyovoDEpUATIKI KavTivTiaon 2UXVEG

YT11e pavArTuén pn euaioBnTwy opyaviCHwyV AyvwoTn

AloTapayéc ToU QIPOTIONTIKOU KAl TOU ALUQIKOU CUOTIUATOC

AvaoTpéwiun ALUKoTIEVIa LTTAVIEG
(ouumiepthapBavopivng oubETEPOTIEVIAL)
OpouyBokuttaporevia 2TTAVIES
AvagTpEipn OKOKKIOKUTTapaiyia Ayvwion
AilnoAutixr avaipia AyvwoTn
NapareTapevog xp()vog aipoppayiag kay AyvwoTtn
Xpovog TpoBpopfivng

Aila1apay£C TOU avoooTIoINTIKOU GUGTHUATOC ©
AyyEIOVEUPWITIKO 0idNpuo AyVWoTT
Avaguhiatia AyvwaTn
2uvbpoyo opoialov Yg opovooia AyvwioTn
Ayyeiaxn uTrE peuqioOnoia AyvioTn

AlaTapayx£c ToU VEUPIKOU CUOTAUATOC

ZaAn Oxi cuyvée

KegahaAyia Oxi guxvég

2




AAYETI-E.4250-13/4

(24a)
Avcorpé{pzpq vrepdpaoThpiotnia Ayvwarn - '
Inaopoi Ayvwon
500 mg/125 mg smm)«uppévc pz AETTTO upévio diokia}
500 mg/125 mg SiooTreipopeva diokia
Aigppoig [Mohv guxveg .
Navutia® TuxviC
‘Epetog - Tuxvig e o
| Duomeyic Ox1 ouxvig ]
KoAinda oxeni{dpevn Pt 10 csvnp;onxé AyvwaorTn - 1
'MEMVH49|XWTH yhwooa Ayvwowmn, ]
125 mg/31.25 mg/5 mi, 250 mg/62.5 mg/5 ml kovig yia TTOOIUO evawpnpa |
Aigppoia ZUxveEe
Nautia® Tuxveg - )
| Epetog ‘ - TuyvEg
Buomeyio Oy ouyvég ]
Ko)unéo)zgniopavq pe 10 avrifonikd’ Ayvwarn
MeAavi] 1pIXWTR YAWOOG Ayvwowy ]
ATIOX pHaTIo PGS Ty BOVTIW Ayvwoin
AlaTapaxéc 10U ATIATOC KAl TWV XOANQOpWY ]
Autnoeic AST kai ALT® | Oxiouxvig
Hmarinda”® Ayvwoin - N
XO)\oomnxég ikTepOG” Ayvwoin

Awatapayéc Tou HEppatoc kar 1oy utioddpiou o100

Aepuanko eEavBnua Oxt ouxvég -

Kvnopog N Ox1 ouxveég

Kvidwan B Oy guyvig 3
MoAUpopgo epUBnpa - | _Imavieg

| Z0vbpopo Stevens-Johnson AyvwaTn - B
Tolikn E@Qg pUIkA VEXKPOAUON Ayvwai o
Nopgoiuywdng armo@ohduwiikn e puatinda Ayvwoin B
O¢teia yevikeupivn sa‘,ovenuanm AyvwioTn

PAUKTaivwon (AGEP)®

| Algtapayég Twy vsggmvfggx TWV oUpOPOpWY OdWY
Aigpeon vepitid Ayvworn

Kpumo/\)\ou pia Ayvwarn

BAcm nopoypocpo 4.4

2 BAéTTE TTapaypago 4.4
* H vauria oxeTideTal ouxvotepa pe uynAdTepeg d6oEIg Aauavopeveg atro 1o oTopa. Av o
yaoTtpeviepikég diarapax£ég eival £kdnAeg, HTTOpOUV va TTEPIOPICTOUV [E TN Anywn Tou Ovopa
nponowog o1V apyrn Tou yesparog.

}Zupncpn)\opﬁovopevng 1n¢ weudopepuBpaviiboug koAimdag kar Tng aipoppayiknig KoAITdag
gBAcm TTapdypao 4.4)

Mia pérpia avgnon oe AST kaiy ALT éxer onueiwBei oe aoBeveig Tou ¢éAaBav avrifionikd Tng
katnyopiag B-Aak1aung, aAAG n onuacia auTwy TWV EUPNPATWY gival dyvworn.

AUTEG O QVETTIBOPNTEG EVEPYEIEG € XOUV ONPEIWBE e GAREG TTEVIKIAIVEG KOl KEQAAOCTTOPIVES
BALTTE TTApAypago 4.4).

Av avagepBei oroiadrjrore deppanikh aviidpaon utrepeuaioBnoiag, n Beparreia Ba TpéTel
vo OiaxkdmieTal (BAETTE Tapaypago 4.4).

BAcm Tapaypago 4.9

BA{:nc TTapadypago 4.4

® BA¢TTE TTapaypagoug 4.3 kai 4.4
125 mg/31 25 mg/5 mi 250 mg/62. 5 mg/S mi xowg yia noonpo cvmwpqpc
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KQAR gTOpaTIKA o
| UyiEivr) TpoAapBavel Tov aTToXpwpaTiopo. kabwg ouvnBwg amokabiotaral pe 1o BolpToIcpa l‘
| Twv dovTiwv. |

49 Ywepdooohoyia

TuuTITwara kol gnusio utmepdogoloyiac

MTopei va epgpavioTouv yaoTpevIEPIKA OURTITWHATA kal diatapaxr) Tou 100{uyiou uypwv kal
nAekTpoAUTWYV. ‘Exel mapatnpnBei axnuatniopog kpuaTdAAwv apogikiAivng a1a oupa, o o1T0iog,
gviote, odnyei ae veppikn aveTrdpkeia (BALTTE Tapdypapo 4.4).

2TIacHoi PTIoPEi va epgaviaTouv 0e aoBeveig pe diatapaxn NG VEPPIKNG AeiIToupyiag f e
auTtoug 1Tou Aapfavouv

‘Exer avagepBei 011 n apogikiAivi kaBifaver oe oupokaBETAPES, KUPIWG PETA aTTO EVOOPAEBia
XOPAYNOoN PEYAAWV DOCEWV. Oa TTPETTEl va TNPEiTal TAKTIKOG EAEYXOG Batotntag (BAETTe
11apAYpaPo 4.4)

Q@cparreia dnAntnpiacng

Ta yaoTpeviepika GUPTITWATA PTTIOPOUV VA QVTILETWITIOTOUV CUPTTITWAaTIka, divoviag
TIPOCOXN OT0 100ZUYIO VEPOU/NAEKTPOAUTWV.

H apogikiAivn/kAaBouAavikd o&u ptropei va ammopakpuvBei aTtod Trv KUKAogpopia je
aryokabapan.

5. DAPMAKOAOTIKEZ IAIOTHTEL

51 ®appaxkoduvapikig IBI6TNTES

PappakoBeparreuTIkr) kaTnyopia: Zuvduacopoi TTEVIKIAVWY, CUNTIEPIAGPBAvVOREVWV TwV
avaoT1oAtwv B-Aaktapdong, kwdikog ATC: JO1CRO2

Mnxaviouoc dpaang

H apogikiAivn ivar pia npiouvBeTIkA TTeviKIAivn (QvTIBIOTIKO g B-AaKTApn) TTOU QvaoTEéAAEl Evan
TEPITOOTEPA Eviupa (CUXVa ava@épovtar wg TTpwreiveg auvdeong Twv TevikiAvwy, PBP) atn
BioouvBeTikA 006 TNG BakTnpIakig TIETTIOOYAUKAVNG, N} OTTOIa ATTOTEAEI AvaTTOOTIAATO DOMIKO
ouaTankd Tou BakTnpIakoU KUTTApIKoU ToIXwHaTtog. H avaaTtoAr 1ng ouvBeong
merTnidoyAukavng odnyei atnv armroduvdpwaon Tou KUTTApIKOU TOIXWHATOG, N OTToia ouxva
akoAouBeital artd kuTTapoAucn kal Bavaro.

H apogikiAivn eival euaioBntn atnv arrodopnan amo B-AakTapdoeg TTou TTapdyovTtal amo
avBekTIk@ BakTApia kal, eTTOoPEVWG, OEV eival OpaAcTIkh ATTO POV TNG £vavti Opyaviopwy TTou
Tapayouv 1€1010 éviupa.

To kAaBouAavikd ofu civar pia B-AakTapn TTou oxeTifeTal DOHIKA HE TTEVIKIAIVEG. ATTEVEPYOTTOIE
opiopéva Eviupa NG B-AakTapaong amoTpETTovVTag, wg ek ToUToU, TNV adpavoTioinon 1ng

apofikiAivng. To kAaBouAavikd ofu pepovwpéva dev aokei KAIVIKA XpATIUN avTiBakTnpiakn
emidpaarn.

sxton PK/IPD

O xpovog avw TNG EAdXIOTNG avaaTaATIkRAG ouykEvipwang (T>MIC) Bewpeital O givar o
peidwv kaBopPIoTIKOG TTapAyovTag ATTOTEAECATIKOTNTAS YIa TNV ApPOEIKIAiV.

Mnxaviguoi aviigragng
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O1 8U0 KUpI0I Pnxaviopoi avtiataong amv apoéikidivn/to kAaBouAavikd ogu civar:
. Adpavorroinon arto ekeiveg TG BakTnpiakég B-AakTapaceg rou dev avacTéAAovTal ol
idie¢ aro kAaBouAavikd o&u, cuuTrepIAapBavopivuwy Twy katnyopiwv B, C kai D.
. MeTaBoAr Twv PBP, n otmoia peiwver 1 guyyévela Tou avtifakrnpiakoy Tapayovia yia
10 OTOXO.

H pn diamepatétnra Baktnpiwv fi pnXaviopoi aviAiag ekporg PHTTOPEi va TTPOKaA£c ouv
BakTnpiakn avriotaon i va cuvieAéoouv og auth, 1diaitepa oe Gram-apvnTika BaxkTipia.

2 nueia SIaKoTIAC

Ta anpeia diakormiig MIC yia v apogikiAivn/to kAaBouAavikd ofU eival exeiva 1ng Eupwraiknig
EmirportAg yia Toug Avtipikpofiakoug EAéyxoug EvaioBnaoiag (EUCAST)

rC)pyonncrp()g Znueia digkoTrg euaioBnoiag (ug/mi)
EuaioBnrog Evdiduecog AvBEKTIKOG
Haemophilus influenzae’ <1 - >1
Moraxella catarrhalis’ 1 - > 1
 Staphylococcus aureus * <2 - >2
ApvnTIKOf GTNV TINKTAGN £0.25 >0.25
OTAQUAGKOKKO! * . I o o _
Enterococcus’ <4 8 >8 |
Streptococcus A, B, C, G° <025 - >025
Streptococcus pneumoniae’ 05 1-2 >2 -
Enterobacteriaceae™ - - >8 ]
Gram-gpvnixé AvagpoBia’ | <4 | 8 > 8 |
Gram-Be1ikd AvoepoBia’ <4 8 >8
Znpeia D1IakoTIAC pn <2 4-8 > 8
oxenopeva pe €idn’

S - L

i} avaepodpeveS TIHEG €ival yIa TIG CUYKEVTPpWOEeIG ApogikiAivng. Mia Toug okoTtroug Twv
g;\iyxwv guaiocBnaiag, n ouykévipwaon KAiapBouAavikoU o&fog opiletal ata 2 mg/l
* Or avage pojeveg TIREG €ival yia TIG Guykevipwaoeig O&akiAivng.
el TIHEG Twv onueiwv O1ako1TRA¢ aTov 1Tivaka Baacifovial a1a anpeia d1IakoTIfg NG ApTTIKIAIVRG.
“To anueio diakortig 1ng avioxng R>8 mg/l draggaliler 611 OAa 10 ATTOOVWHEVA OTEAEXT |E
Enxovtopoﬂg avioxng avagépovial wg avBexTika.

O npég Twv onpeiwv diakotrg atov Tivaka Bacifovtal o1a agnueia dIakoTAG TG
BevZuAoTmevikiAiving.

O ermroAacpdg avtioTaong evOeEXOpEV WG TTOIKIAEI avAAoya e Tnv TTEPIOYXI) kAl TOV XPOVOo yia
emAeypéva €idn kar n 1otk TTANPOYOPNON OXETIKA JE TNV AVTioTacon eival el uunTh, KUPILIGg
xata 1 Bepancia copapwyv AoipwEewv. AvaAdoya pe TiIg aTTaITfioelg, 8a pétter va {nieital n
ouvdpopn €1diIkou 61av O TOTTIKOG £TTITTOAAOPOG aviioTao ng diakuBeUel T XpNo!LOTRTA TOU
TTaPAYOVTa TOUAQXIGTOV O€ OPICUEVOUG TUTTOUG AOINWEEWV.
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2uvnBwe cuaioBnia eidn

ALpoBior Gram-8eTiIKOl UIKPOOPYaVIOUOI

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaiaBnrog otn peBikiAivn)E

ApvnTIKOi 01NV TINKTACT OTAPUAOKOKKOI (QVBEKTIKOI OTR PEBIKIAIV)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes kai GAAOI 3-QIJOAUTIKOI OTPETITOKOKKOI
Opada Streptococcus viridans

AcpOBiol Gram-apvnTiKol UIKpOORYGVIgUOI
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae®

Moraxella catarrhalis

Pasteurella multocida

Avaepofiol Likpoopyaviguoi
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Eidn yia 1a o1rola n £mikIinn aviicraon UTopei va arroteAsl TpoBAnua

Atp6Biol Gram-BeTIKoi LIKDOOPYavICUO
Enterococcus faecium $

AcpoBior Gram-apvrTikoi YIKpOopyavIgUoi
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Evdoyevwe avBexTikoi opyaviguoi

AcpoBiol Gram-gpvnTikol YKpOOPYavIouoi
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

AOVTTOI BIKPOOPYOVITUOI
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ ®uoikn evdIduEC cuaraBnoia atroudia eTikTTou PNXaviopou aviiotaang.
£OMo1 o1 avBekTIkOi a1 pEBIKIAIV aTAQUAOKOKKO! €ival avBekTikoi aTnV
apogikihiviy/kAaBouAavikd ogu

1Streptococcus pneumoniae TTou eival avBexTikd atnv TevikiAivn 8ev Ba TTpeTer va
QVTINETWTTICETAI pE auTO TO Okelaopa apodikiAivig/kAaBouhavikoU o&eog (BAETE
napaypagoug 4.2 kal 4.4).

ITEAEXN PE peIwpévn evaragBnaia £xouv avagepBei ae opIgpEveg xwpeg NG EE pe ouxvoinia

|_peyoAutepn oo 10%. .

J
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5.2 DappakoduUVapIKES 1I010THTEC

Antoppéonon

H apogikihiviy kal 1o kAhaBouhavikd o&u diaAvovial TAfpwg ae udaTikd didAupa pe puaiohoyikd
pH. Kaita 60o auatatikd amoppopwvTal ypAyopa kai kaAd péaw 1ng odou Xoprnynong amod 1o
ag16pa. H amoppognan 1 apofikihivng/tou kAaBouAavikou oftog BeATiatommoicital 61av
AapBaverar atnv apxn €vog yeupatog. Meta amd xoprjynan amé 1o atépa, n apodikidivr kai 10
kAaBouAavikd o€ cival Tepitou 70% BiodiaBéaipa. Ta mpoid mAdapaTog kai Twv duo
auaoTatikwy gival 1Tapopola kal 0 XPOVoS £wg TN PEYIATH auykévipwar a1o TAAApa (Tmax) GE
KGBe TEPITTTWAN gival TTEPITTOU pia Wwpa.

Ta amoteAéopata appPaxkokIvTIKAG piag PEAETNG, atnv otToia XopnyABnkav diakia
apo€ixidivng/khafBouhavikou o€tog (500 mg/125 mg 1peIg opég NpeEPNCiIWG ae kaTdaTaan
vnareiag ag opddeg uyiwv £Behoviwv TTapouaialovial TapakaTw.

Méoeg (2 SD) TTapapetpol pappakokIvVaTIKAG

- ApacTikn ousia(eq) Aban Crax_ Twex - | AUC 02am) T2
Xopnynéraa (mg} (ng/m) (h) ((ug.h/mt) (h)
»»»»»» - ApotikiAivn -
AMX/CA 500 7.19 1.5 53.5 1.15
500/125 mg +2.26 (1.0-2.5) + 8.87 + 0.20

- KAgBouhaviko ofu -

AMX/CA 125 2.40 1.5 15.72 0.98
500 mg/125 mg +0.83 (1.0-2.0) +38 | 012

AMX - apo€ikihivn, CA — kAaBouAavikd o&u -
* Méon mipn (€Upog)

O auykevipwacig 1ng apoikiAivng kai Tou khaBouhavikou o€0g atov opod, 01 OTT0IEG
gmTuyxdvoviar pe apoéikidivn/kAaBouAavikd ofu, eival TTapdpoIeg Pe £kEivEG TTOU TTApAyovVTal
amoé v ard Tou a1é6UATOG XOprynan iaoduvapwv d6aswv apofikiAivng i kAaBouAavikou
o0&€o¢ pepovwpéva

Karavoun

Mepitrou 25% 10U AuvoAikou kAaBouhavikou oféog aTo TTAAapua kar 18% 1n¢ auvoAikng
apo&ikihiving ato TAacpa auvdieTal pe Tpwieiveg. O gpgavig Oykog KaTavopng gival epitou
0,3-0,4 I/kg yia 1nv apo€ikihivn kai Trepimou 0,2 I/kg yia 10 khaouAaviko ogu.

MeTa ammo evio@AERia xoprynon, 16ao n apofikidivn 660 kai 10 kAaBouhavikd o&u BpéBnkav
arn xoAndoxo kuatn, ag yaatpikod 1070, ato BEPHA, 010 ATTOG, GE PUIKOUG 10T0UG, Ot
apBpoaieAikd kai TepITovaikd uypo, aTn XoAr kar ag muov. H apofikidivn) Oev katavépetal
IKAVOTTOINTIKA ATO £YKEPAAOVWTIAIO uypo.

ATTO peAéreg ae Qua dev utrdpxouv evOeieig yia anpavTikry kKatakpdTnan aroug IGToug UAIKOU
TTOU TTPOEPXETAI ATTO TO APHAKO yia oTrolodATToTE auaTtanksd. H apofikiivn, 6TTwg o
TTEPIAadTEPEG TTEVIKINIVEG, PTTOPEI va avixveuBei ato pntpikd yaha. 10 pnTpikd yAAa pTropouv
£1TiaNg va eviommiaTouv ixvr kAaBouhavikou offog (BAETTE TTapdypago 4.6).

Téao napofikihivn 600 kar Top khaBouAavikd o&u £xouv Oeikel va Siatrepvouv 1ov @paypo Tou
mAakouvia (BAéTTe Tapdypago 4.6),
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" Bioystgoxnuanouoc

H apogikihivr attoBaAAeTar ev pépel 0Ta 0UPA WG avevepyo TTEVIKIANOIKG 0V oe TToo 61N TEG TTOU
iooduvapouv péxpr 10 €wg 25% tng apxikig doong. To kAaBouAaviko ofu petafoAileTal
EKTETAPEVA OTOV AvBpWITO KAl aTTORAAAETAI GTA OUPA KAl Ta KOTTPAvVa wg OI0EEidIO TOou
AavBpaka ot arroaAidpeva aépia.

AnoBohl

H xupia 080¢ atroBoAng yia Trv apogikiAivi gival HEow Twv VEPPWV, £vw y1a T0 kKAaBouAaviko
oU €ival kal Pe VEQPIKOUG KAl PE UN VEQPPIKOUG PNXAVIOHOUG.

H apotikiAivn/kAaBouAavikd ogu éxel péon nuidwr] atroBoAng kata TTPOC £yyion Hia wpa kai
pEéon oMkr kABapon katd Trpootyyion 25 Ih og vy atopa. Mepitrou 1060 €wg 70% TNG
apogikiAivng kai repittou 70 40 €wg 65% 10U KAaBouAavikou o&éog atToBaAlAeTal avaAAoiwTo
OT1a oUpa Kaid Tg mpwreg 6 h petd amo 1 xopriynon pepgovwpévwy diokiwv Ovopa 1mpoioviog
250 mg/125 mg 11 500 mg/125 mg. AIGQopEG PEAETEG £xOUV DIQTTIOTWO € OTI 1 aTTOROAR OT1a
oUpa eival 50-85% yia 1nv apoikiAivn kai atmd 27-60% yia 10 kAaBouAavikd o€ péoa ot
01a0TNUAa 24 WPWV. ZTNV TTEPITITWOT Tou KAaBouAavikou o&€og, N peyaAuTepn TTOCOTNTA TOU
pappdakou atmoBAAAETaI KATA TIG TTPWTEG 2 WPES HETA aTTO T} XOpRynon.

H mmrapdAAnAn xpnio n mpofeveaidng kaBuatepei Tnv armofBoAr apofikiAivng, alAG dev
kaBuaoTepei T ve@pikr) arroBoArn kAaBouAavikoU o&éog (BAETe TTapaypago 4.5).

HAlkia

H nuidwr) arroBoArg 1ng apofikiAivng eivar TTapopota o1a TTadid nAikiag 3 pnvwyv TTepiTTou €wg
2 eTWwv pe 1a PeyaAutepa Taidid kal eviAikoug. Z1a ToAU veapd TTaidid (TTepIAapBavopé vy
TWv veoyévvnTwv) Kata 1nv mpwrn eBOopdda mng {wrig Toug, 1o didaTnua xopnyrarng dev 6a
TpéTrer va uttepPaivel Tig U0 QopPES TNV NUEPA AOYW TNG AvWPINOTNTAg NG VEPPIKFG 0dou
anékkpiong. E@ooov or nAikiwpévor acBevelg eival MBavoTepo va TTapouciaouv Pelwpévn
ve@pIkA AgiToupyia, Ba pétrer va doBei Tpoooxr atnv £TIAoyr) TG dOONG kai PTTOPEI va civai
XPrOIKN n TapakoAouBnarn 1ng veppikrg Acitoupyiag.

DuAo
Metda amd xopriynon amo 1o otépa apogikihivng/khapouAavikou o&éog oe uyieig avdpeg kal
YUVQAIKES, TO QUAO Oev TT@poUCIAlel onuAvTIKA £TTIOPAC N OTN YAPLAKOKIVNTIKF), €iTE TNG

apotikiAivng, eite Tou kKAaBouAavikou o&€og.

Neppiki] SughAcitoupyia

H ouvoAikn kaBapaon 1ng apogikiAivng/Tou kKAafouAavikoU o&£og oTov 0pO HEIWVETAl kAT
avahoyia pe 1 peioupevn ve@pikn Acitoupyia. H peiwon 1ng kGBapaorng 1ou gappdkou gival 1mo
éxdnAn yia Tnv apogikihivn oe oxéaon pe 1o kAaBouAavikd ofu kabuwg péow NG vePpikng odou
amoBaAAeTal peyaAlTEPO TT0000TO AQPOEIKIAIVNG. ZUVETTWG, 0T vePpikh duaAeiToupyia, oi
bbdocig TpeETTel va TTpoAapBAavouv TNV AOKOTIN CUCCWPEUON apogikiAivrg kar va diatnpouv
mapdAAnAa emrapkn eTrieda kAaBouAavikou o&éog (BAETTE TTapAypa®o 4.2)

Hrranikrl Sughcitoupyia

AoBeveig e nTrankr) ducAeitoupyia Ba TpéTrel va AapBdvouv DOaOr| e TTPOCOXN KAl 8a TTPETTES
va rapakoAouBeitar n nTTanikn Acitoupyia ava taktd diacTipala.

tad
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5.3 MNpokAivika dedopéva yia TRV agpaieia

Mn kAwvika dedopéva dev arokaAuTTTouv kdmoiov €101kd kivOuvo yia Tov avBpwTio pe Bdan
HEAETES

IkavoTtnTa.

MeAeTeg TOEIKOTNTAC £MAvaANITTIKWy DOCEWV TTOU TTPAYUATOTIONBNKAV 08 OKUAOUG JE
apogixiiviy/kAaBouAavikd ofu, katadeikviouv yaaTpikd epeBICHO kAl EETO KAl
aroxpwpaTiopEvn yAwoaoa.

Aev £xouv die€axBei peAETEG KapkivoyEveang pe To Ovopa TTpoidvIog i Ta ouaTaTIka TOU.

6. DAPMAKEYTIKEZ NMAHPO®OPIEZX
6.1 KaTtdAoyog exdOxwv

6.2 AcupBartoéTnTeg

6.3 Aiapkeia {wrg

6.4 151qiTEPEC TIPOPUAGLEIC KATA TV PUAaH TOU TTPOIGVTOG

6.5 ®Uon ka1 TUTTATIKA TOU TTEPIEKTN

6.6 1d1aiTEPEC TTPOPUAGLEIS aTTOPPIYPNS Kal AAAOG XEIPITHOG
Kapia eidixn urmoypiwon
125 mg/31.25 mg/5 ml koviIg yia TTéaIpo evaiwpnua

EALyxeTe 611 TO OpAyIopa €ival aBIKTO TTPIV aTTo Tr XPNarn. Avakiveite Tn @idAn yia va
EekoAAnoel n kovig. NpooBiate vepod (OTTWCE evOeikvUTAl TTAPAKATW), AVACTPEWTE KAt
avakivioTe kaAd. EvaAAakTIka yEpIoTe TN QIGAN pe vepo péxpi Aiyo TTapakdTtw amo 1 xapayn
aTNV ETIKETA TNG PIAANG, AVACTPEWTE KA1 AVAKIVAGTE KAAA. ZTn CUVEXEIQ YERIOTE g VEPO
akpIBwg pEXPI TN xapayr), avaoTpEéWTe kal TTAAI avakIvioTe KaGAd

NepriekrikdIIG Oykoc vepol Trou Tipérret va | TEAKGS dykoC avaguatapévoy
Trpoo1£0ei via v AauBavouevou ard 10 g1dua
B avaguoiagn (mi) _evawwpripartog (mi)
125 mg/31.25 mg/5 ml ZupTTApwpa Ewg 10 onpad L 60
74 80

AvakivAcTe kahd T @IAAn TTpiv amd kabe dodon.
250 mg/62.5 mg/5 ml xovig yia TTéoIPO evaiwpna

EAéyxeTe OTI TO O@pAyiopa eivar aBikto Trpiv amd 1n xpAON. Avakiveite Tn @i1AaAn yia va
gekoAARoE) N kOVIC. NPooBEaTe vePO (OTTWG EvOEikvUTAl TTAPAKATW), AVACTPEWTE KAl
avakiviiote kaAd. EvaAAakTika yepioTe 1n @IAAN pe vepd pEXP! Aiyo TTapakdTtw amo 1 xapayr
OTNV ETIKETA TNG QIAANG, AVACTPEWTE KAl AVAKIVACTE KAAA. 211 QUVEXEIQ YEPIOTE e vEPO

aKpIBWG PEXP

Nepiexkdinia DOykog vepoU TToU TTRETTE! va ! Tehikdg dykoc avagugrauévoy
o B TPooTEBEl yig TRV | AapBavépevou amrd 10 g1opa
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avagugtaan (ml)

evaiwpnuaroc (ml)

250 mg/62.5 mg/5 ml

ZUPTTANpWPAa £wWG 10 oNpads

60

72

80

AvakIvioTe KaAd 1N @IGAN TTPIV aTTo kABE BooN

7. KATOXOZ THZ AAEIAZ KYKAOODOPIAL

8. APIOMOZ(OIl) AAEIAL KYKAODOPIAL

9. HMEPOMHNIA MPOQTHZ ErKPIZHE / ANANEQZHZ THI AAEIAL

10. HMEPOMHNIA ANAOGEQPHIHZI TOY KEIMENOY
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B.1. H NepiAnpn Xapaktnpiotikwv 10U f1poioviog pappaKeUTIKWY TTPOIOVIWY  TTOU TTEPIEXDUV
Opaotikd cuotatkd AMOXYCILLIN + CLAVULANIC ACID, EwmkaAuppévo pe Aemto
vpivio biokio 875mg/125mg/tab & Kovig yia woaipo gvarwpnpa 400mg/57mg/5ml

opifetal we £€AG:
1. ONOMAZIA TOY DAPMAKEYTIKOY MPOIONTOZ
Ovopa mpoiodviog 875 mg/125 mg emkaAuppéva pe AeTrTo upévio diokia
Ovopa mpoioviog 400 mg/57 mg/5 mi kovig yia mdéoipo evaiwpnpa (yelon ¢paouia)
2. NOIOTIKH KA1 MOZOTIKH T YNOEZIH

KabBe emkaAuppévo pe Aetrto upévio Siokio repiéxel Amoxycillin trihydrate + Clavulanate
potassium 1rou avrioToixei oe Amoxicillin 875 mg kai Clavulanic acid 125 mg

Ta 5 ml kévewg yia Tooipo evaiwpnpa mepiéxouvAmoxicillin trinydrate + Clavulanate potassium
TTou avTioToixei oe Amoxicillin 400 mg kai Clavulanic acid 57 mg

Ma rov TARPN katdAoyo Twv exkdoOxwv, BA. TTapdypago 6.1.

3. PAPMAKEYTIKH MOP®H

875 mg/125 mg emkaAuppéva Pe AeTTTo upévio diokia
EmikaAuppévo pe Aetrio upévio diokio.

400 mg/57 mg/5 ml ko6vIg yia OO0 evaiwpnpa (Yeuon ¢pdaoulAa)
Kovig yia TTO0IU0 evaiwpnua.

4. KAINIKEZ NAHPO®OPIEL

4.1  Oepomeunikig evdeifeg

To Ovopa mmpoi6viog evOeikvuTal yia 1n Beparreia Twv TapakdTw AoIPWwEEWV O€ EVNAIKOUG Kl
maidia (BAETTE TTapaypdgouc 4.2, 4.4 kai 5.1).

. Otcia paktnpiakn TTapappIvokoATinda (eTTapkwe diayvwaopévn)

. O¢teia péon wrinda

. Oteiec emdeviwuoelg xpoviag Bpoyxindag (ETapkwe SIayVwWOHEVEGS)
. E€wvoookopeiakn mveupovia

. Kuartinda

. Nuehoveppitida

. Aeppankég AoIpwEEIC kal AOIPWEEIS PAAOKWY HOPIWVY, CUYKEKPIPEVA KUTTApiTIOq,
dnypara ard {wa, coapd odovTIkG ATTOCTAPATA HE ETTEKTEIVOPEVN KUTTAPITIOA.

. OoTikég ka1 apBpikég AowEelg, 18iaitepa oaTeopueAinda

©a mrpé el va AapBavovTal uttdyn ol eTTionpeg odnylec avagopika pe TRV KataAAnAn xpAon
avriBakTnpIakwyv TTapayoviwy.

4.2 Aogoloyia ka) TPOTTOg Xopriynang

O booeig exppalovial o OAO TO KEIPEVO WG TTPOG TO TTEPIEXOHEVO OE apofikIAivn/kAaBouAaviko
ot pe e&aipean 61av o1 8O0 driAwvovTal WE TTPOG £va PEROVWHPEVO OUaTaTIKO.

H d60n Ovopa rpoidvTog TTou eTIAEYETAl yIa T BepaTeia p1ag pepovwpevng Aoipwéng 8a
TpETTEr va AapPaver uttowry:

16
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e Ta avapevopeva maboyova kal Tnv meavr Toug euaictnaoia oe avTiBakTnPIakoug
TTapayovteg (BAETTE TTapAypago 4.4)
. Tn Baputnta kai 10 onueio TG Aoipwéng
. Tnv nAikia, 10 BApog kar T ve@pikn AciToupyia Tou aocBevoug, OTTWG QaiveTal TApakaTw.

H xpnorn evaAAakTikwy popewv Ovopa TTpoioviog (TT.X. EKEIVEG TTOU TTApEXOUV UPNAOTEPES
DooeIg apogikiAivng f/kar diagopeTikéC avaloyieg apofikiAivng TTpog kAafouAaviko o&u) 8a
TpETTEl va Bewpeital amapaitnn (BAETTE Tapaypagoug 4.4 kar 5.1).

e evihikeg kar maidid 2 40 kg, auto 1o okevacpua Ovopa TTpoiovTog TTapéXel GUVOAIKT
npepnaia d6on 1750 mg apolikiAivn¢/250 mg kAaBouAavikou o¢éog, d1av xopnyeitar Suo
PopEG TNV NEEPa kal 2625 mg apogikiAivng/375 mg kAafouAavikou o&£og o1av xopnyeital Tpeig
POPEG TNV NPEPA TUREPWIVA E TIC TTAPAKATW OUoTAoElg. e Taidia < 40 kg, au1o To okevaopua
Ovopa mpoidviog mapéxel Peyiotn nuepnoia d6an 1000-2800 mg apofikiAivig/143-400 mg
kAgfouAavikou o&Eog, 6Tav Xopnyeital CUPPWVA [E TIC TTAPakATw ouoTacelg. Eav BewpnBei
ot amarteital uynAoTepn nuepnoia doon apogikiAivng, ouvioTatal va emAexBei AAAo okevaopa
Ovopa TTpoidvTog, TTPOKEIEVOU va aTTOPEUXBET N xOpAYNON TTEPITTWV UWPNAWY NPEPHOIWV
doaewv kKAaBouAavikou o&éoc (BAETTE TTapaypagoug 4.4 kar 5.1),

H didipkeia g Beparreiag Ba TTpémel va kaBopileTal Ao TNV aviamokpion Tou aoBevoug.
Opiopéveg AoIpwEelg (T1.x. ooTeopueAiTda) amairouv peyaAuTtepeg mepiodoug Bepameiag. H
Bepatreia dev Ba TIpéTTel va eTTekTaBE TTEpav Twyv 14 nuepov xwpig eraveETaon (BAETTE
TTapaypago 4 4. oxeTIkG pe TV Tapatetapévn Bepareia)

EviAikot kal maidid > 40 kg

2uvioTwpeveg BOOEIC:

. kavovikr d6an (yia 0Aeg 11 evdeigeig) 875 mg/125 mg duo popég Tnv nuépa;

. upnAoTEpn dooN - (1IB1aiTepa yia AoIpwEEI OTTWG peéon wtinda, TTapappIvoKoATinda,
AOIPWEEIG TOU KATWTEPOU AvVAaTIVEUCTIKOU KAl OUPOAOYIKEG AolpwEelg): 875 mg/125 mg

1PEIG POPEG TNV NUEPQ;

Maidia < 40 kg

Ta madia ptropouv va Adfouv BepaTtieia e diokia evaiwprnara f mTaidiatpikous GakeAiokoug
Ovopa poiodvIog.

ZuvigTwpeveg d00¢ig:

. 25 mg/3.6 mg/kg/nuepnoiwg £wg 45 mg/6.4 mag/kg/npepnoiwg xopnyoupueva oe dUo
I00EPWG kKaTaveunpéveg dOOEIC,

. ¢wg 70 mg/10mg/kg/nuepnoiwg oe dUO 1I00pEPWE KaTavepnuéveg dOOEIG PTTOPET va
X0PNYNBoUV e OPICHEVEG AOIPWEEIG (OTTWG pPéon wTinida, TTappapIivoKoATITIOA, Kal
AOIPWEEIC TOU KATWTEPOU AVATIVEUCTIKOU)

Aev diatiBevial kKAvika dedopéva yia d6oelg okeuaodTwy Ovoua TTpoidvTog 7:1 uwnAoTepEg
amé 45 mg/6.4 mg avd kg Tnv rnuépa oe TTaIdIA KATW Twv 2 £TWV

Aev diatiBevrar kAivika dedopéva yia oxevaopara Ovopa Tpoidviog 7:1 yia aoBeveig nAikiag

HIKPOTEPNG TWV 2 pnvwy. Agv PTTOPOUV ETTOPEVWG va Yivouv H0COAOYIKEG OUCTACEIG Yi QUTO
TOV TTANBUOPO.

HAKIWwEV O

Aev Bewpeital ammapaitntn n avampooappoyi) 1ng doong
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Negpiki dugAciToupyia

Aev amraiteital avampooappoyn Tng d6ong oe aoBeveig pe kaBapon kpeanvivng (CrCl)
HeyaAutepn ammd 30 mifmin.

Ze a0Bevei¢ e kABapaor kpeativivng pikpotepn atmo 30 mi/min, n xprion popewv Tou Ovopa
TIPOIOGVTOG Pe avaAoyia apofikiivng TTpog kAaBouAavikd ofu 7:1 dev cuvioTtdral, kabug dev
givar buvarr n avampooappoyn g dGoNG.

Hnatiki ducAsitoupyio

Xopriynon pe Tpoooxr kal EAEYX0G TNG NTTaTIKAG AEIToUpyiag o€ TOKTA xpovikd diacTriparta
(BAéTre mapaypagoug 4.3 kai 4.4).

Tpbrrog xopnynaong

To Ovopa Tpoidviog TpoopideTol yia xpron amoé 10 GTéO.

Xopriynon kartd mnv évapén evog yeupaTtog, wote va eAaxioTommoindei n evOexOpevn
yaoTtpeviepikny duoavedia kail va BeAtioTommoinBei n amoppognaon 1ng apofikiAivrg/Tou
kAapBouAavikou of£og.

H Bepameia pmopei va apxidel Tapeviepikd ocuppwva pe v NXT g evoopAEBiag pop@nig kal
va ouvexideTal ye OkeVAoPa XOPryoUHEVO aTTo 10 OTOMA.

400 mg/57 mg/5 ml xovi¢ yia TTOCIPO evalwpnua

AvakIvAoTE yia va EEKIAANOEI 1) KOVIG, TTPOOBEOTE vEPO OUPPWVA HE TiIG 00NYIEG, avaOTPEPETE
KQl QVAKIVEITE.

AVOKIVEITE KaAd Tr) @IAAN TTpIv aTTd kABe ddon (BAETTE TTapdypago 6.6.)

43 Avrevdeiteig

YmrepevaioBnaia otig dpacTikég ouoieg oe OTTOIA0dATTOTE ATTd TIG TTEVIKIAIVEG 1) OE KATTOI0 aTTé 1a
éxdoxa.

loTopikd coBaprig apeong aviidpaong utrepevaloBnaiag (1.x. avagpuAatia) ae aAhov B-
AaxTapikd Tapdayovia (T.x. KepaAooTropivn, kapBaTevéun 1} OvoRaKTADn).

la1opIko ikTEpOU/NTTaTIKAG DUCAEITOUpYiag AOyw apogikidiviig/kAaBouAavikol o&eog (BAETTE
Tapaypaqgo 4.8).

44  Eibikég 1rpoEidoTronioeig Kal TpopuAdGleic kara ) xpnon

[lpiv amé 1nv évapén Beparreiag Pe apogikidivn/kAaBoulaviko o&u, Ba Trpémel va yivel
TIPOOEKTIKA DIEPEUVNON avagopikd e TTponyoupeveg aviidpAaacelg uttepeualodnaiag oTig
TIEVIKIAIVEG, TIG KEQAAOOTIOPIVEG i} AAAOUG TTapdyovTeg pe B-AakTdpn (BAETTe Tapaypdgoug 4.3
xal 4.8).

ZoPapég kal TrepioTaciakd Bavarngopeg avnidpdoeig utrepeuaicbnaiag (avaguAaéia) éxouv
avaepBei oe aoBevei¢ uTd BepaTreia pe TevikiAiva. AuTéG of avTidpdcoeig eival TiBavéTepo va
£kdNAWBOUV o€ atopa TTou £xouv IToPIKG UTTEPEVAIOBNOiag aTnv TTEVIKIAiVN KAl OE ATOTTIKA
dropa. Eav mapouaiacTei pia aAkepyikry aviidpaaon, N Beparreia pe opofikiAivh/kAaBouAaviko
otu rpémel va diakoTrei kal va Eexiviioel kataAANAn evaAlAaxTikr Bepartreia.

21NV TTEPITTTWON TToU Wia Aoipwén eivar arodedelypéva Adyw PIKPOOoPYaviopoU(wv)
guaioBnrou(wv) otnv opofikiAivn, 10Te TTPETTEl va e€eTadeTal 1O EVOEXOPEVD HETAPOPAG ATTO
apogikiAdivn/kAaBouAaviké o&U oe apogikiAiviy CUPPWVO PE TIG ETTIONES 0dnYiEg.

AuTO 10 Okevoopa Ovopa TTPoiovTog Oev eival kATAAANAO TTPOG XPrian OTav UTTAPXEl UPNAGS
kivbuvog 1a uTtoTIBEpeva TTaBoydéva va £xouv PelWpPEV euaioBnaia 1} aviioTtacn o€ TTapAyovTeg
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» pe B-Aaktapn 1ou Oev diapecoAaBeitar amo B-Aaktapdoeg £uaioBnTeg oe avacToAr amo 10
kAaBouAavikd ofu. Auts 10 okeuacpua Oev Ba TTPETTEr va XPNOIPOTIOIEITAl YIA TNV AVTIPETWTION
avBekTiKoU oTnV TTEVIKIAiv S. pneumoniae.

ZTacpoi pTTopei va eygavioTouv oe acBeveig pe diatapaxn 1NG VEQPIKAG AgiToupyiag f ot
auTtoug TTou Aapufavouv uwnAég dooeig (BAETTe Tapdypago 4.8).

H apo&ikiAivn/kAaBouAavikd ofu Ba TTpéTrel va ammogelyetal edv uTrdpxel utrovola Aoipwdoug
povoTTuprvwong, kabwg n ekdRAwaon evog IAapoeIdoUg ££avOnaTog £xel OXETIOTEN E QUTAV
TNV TABNoN PETa ammo xpnon apofikiAivag.

H 1autdxpovn xprion aAAommoupivoAng kata 1n didpkela 1ng BepaTtreiag pe apogikiAivn PTTopEi
va auénoer Tnv mBavoTnTia epedavions aAAEpyIKwWY OEPHATIKWV avTidpAcEwV.

H mapatetapévn xpron pTropei eviote va odnyroer oe utrepavartuén pn euaiocBniwv
HIKPOOPYAVICWV.

H epgpavion xard v évapén 1ng Bepatreiag evog TTUPETWOOUG YEVIKEULEVOU EPUBRAHATOG
OXETICOLIEVO PE GAUKTAIVA UTTOPEI

efavonuatog (AGEP) (BAéTre Tapdypago 4.8).

Ovopa TTpoidvTog kal avievoeikvuTal otroladnToTe eTTakoAouBn xopriynon apogikiAivng.

H apoikiAivn/kAaBouAaviko ofu Ba TTpéTTel va xpnoIKOTIOIEITAl JE TTPOCOXT O€ ACBEVEIG PE
€vbe1En natiknig duaAeitoupyiag (BAETTe Tapaypdgoug 4.2, 4.3 ka1 4.8).

Hmatika mepiotanka £xouv avagepBei kupiwg O ApPEevES kal NAIKIWPEVOUG aoBeveig kal
pTTopei va oxetidovial pe mapaterapévn Beparreia. TET01a TTEPIOTATIKA TTOAU OTTAVIA £XOUV
avagepBei oe TAIdIA. Z& OAOUG TOUG TTANBUCPOUG, Ta oNPEia KAl CUPTITWPATA CUVABWG
eppavi¢ovial katd 1 didpkeia i Aiyo petra 1nv Bepartreia, aAAd o€ OPICPEVEG TTEPITTTWOEIG
MUTTOPEl va pnv Yivouv aviIANTITa péxpl apkeTég €BOopPAdeg peTd 1n diakoT 1ng Bepareiag.
2uvBwg civar avaoTtpéyipa. Ta nmamnkd mepioTanikad Pitopei va eival cofapd xai oe e€aipeTika
OTTAVIEG TTEPITITWOEIG, £x0ouv avaepBei Bavarol. Autoi oxedov TTavia ocuveERnoav oe acBeveig
pe ooPBapn utrokeipevn TTABNON A pe T1apdAnAn Afwn @appdkwy yvwoTwy yia v duvnTika
nmanki Toug dpdon (BAETTE TTapdypago 4.8).

Zuoxeni{opevn pe avTiBioTika koAimida €xer avagpepBei oxedoOv pe GAoUG Toug avTIBakTnPIaKkoUg
TTapAYOVTEG KAl PTTOPEI N BapuTnTA TNG VA KUKHAiveTal amo Ama €wg atelAnTikn yia mn {wn
(BAéTre Tapdypago 4.8). Emopévwg, gival onpavtiké va e£e1adeTal 10 eVOEXOLIEVO QUTAG TNG
O1ldyvwong oe acBeveig 1Tou TTapouaciddouv didppora kard 1n diIdpkela TG XOpAyNong
OTTOIWVORATIOTE AVTIRIOTIKWYV 1] PHETA ATTO AUTH. ZTNV TTEPITITWON TToU £ppavicBei koAinda
OXeTICOPEVN PE TO avTIBIOTIKO, N Xopriynon apofikiAivns/kAaBouAavikou ofEog TTpETTE va
Oiakottei apeoa, va {n1nBei n CupPPBOUAR yIaTpou kal va apxioel N kataAAnAn Beparieia. € auth
TNV TEPITITWAN AVTEVOEIKVUTAI N XPRON QVTI TTEPICTAATIKWY PAPHAKWV.

Kara 1 Oiapkeia mapatetapévng Beparreiag evOeikvutal ep1odikA agloAdynon Twv AEIToupyiwy
TWV OPYAVIKWV CUCTNRATWY, CupTIEpIAQUBavopévwy TNG VEQPIKAG, NTTATIKAG KAl AIBOTIOINTIKAG
AgiToupyiag.

2Tmaviwg £xel avapepBei eTTIpRkuvon Tou Xpovou TTpoBpopBivng oe acBeveig TTou AapBdavouv
apofixihivn/kAaBouAavikd ofu. Qa mpémel va epappoleTal kataAAnAn TapakoouBnon o61av
xopnyouvtal Tautoéxpova aviirtnkTikd. Evbéxetalr va xpelaoctolv avampooappoyeg ng 66ong
TwWv AapBavopevwy amo 10 o16a avTITINKTIKWY, WoTE va diatnpeital 10 emBupnTo eTTimedo
avTItTNkTIkoTNTag (BAETTE Tapaypagoug 4.5 kai 4.8).

Ze aoBeveig pe veppikn ducAcitoupyia, n door Ba TpETTEl va avarrpooapuolerar avaioya e 10
BaBpo 1ng duoAcitoupyiag (BAETTE TTapdypago 4.2).

2e aoBeveic Pe peiwpévn TTapaywyr oupwv, TTOAU oTravia £xel TapatnpnBei kpuoTaAAoupia
KUPIWG pe TTapeviepikn Bepatreia. Kara 1n xopnynorn vwnAwyv déoewv apolikihivng,
gvOeikvutal ) O1aTAPNon ETApKoUg TTPOCANWNG UYPWV KaI TTAPAywWyAG OUPWV yIa va peiwbei
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MBavoTnTa OXNUAaTtIopou kPUoTAAAwWY apofikIAivrig 0Ta oupa. Ze aoBeveig Pe oupokaBETAPES,
Ba mpértrer va Trpeital ToKTIKOG EAeyxog Batdtntag (BAETTE Tapaypago 4.9).

Katd 1n Bepameia pe apolikihivr), Ba pémel va Xpnaolomolouvial eviupatikég pébodol e
o&e1ddan 1ng yAukodng kata tov £Aeyxo yia Tapouaia yYAukdlng ota oupa emeidry weudwg
BeTika ammoteAéapara PTTopei va mapouaiactouyv pe pn eviupanikég peBodoug.

H mapouaia kAaBouAavikoU o&éog a1o Ovopa mpoioviog PTTopEi va TTpokaAéael pn €101k
ouvdearn 1gG kal Aeukwpartivrg pe epuBpoKUTTapIKEG HEUPBPAvVES kal va odryRoel oe yeudn
BeTikd €éAeyxo Coombs.

YTmapxouv avagopég BeTikwy armoTeAeapaTwy pe 10 €01 Bio-Rad Laboratories Platelia
Aspergillus EIA og aaBeveig ou Aapfavouv apofikiAivi/kAaBouAavikd ofu, o1 oTroiot OTr
auvéxela BpéBrke 611 Bev gixav Aoipwén ammo Aspergillus. Aiaataupoupeveg avidOpadeIg pe
TToAucakxapidia kal moAugoupavoleg ou dev TTou dev TepiExouv Aspergillus pe 1o 1€0T Bio-
Rad Laboratories Platelia Aspergillus EIA éxouv avogpepBei. ETmopévwg, BeTika atroteAéaparta
dokiaciwyv as agbeveic Tou AapBavouv apogikidiviy/khaBouAaviké ofu Ba Trpémel va
gppnvevovTal pe Tpoooxr) kar va empBeRaidvovial pe AAAeg dilayvwaoTikég peBddoug.

400 mg/57 mg/5 ml kovig yia T1déaIpo evaiwpnua (yeuan gpdaouAa)

Ta Ovopa mpoioviog 400 mg/S57 mg/S mg kovig yia méaipo evaiwpnpa mepiExer 3.32 mg
acmaptapng (E951) ava mi, pia mnyR aivuhaAavivng. Auto 10 ¢dppako Ba mpéTTel va
XPNOIPOTTOIEITAI E TTPOAOX N O¢ a0BEVEIG HE POIVUAOKETOVOUPIA.

4.5 AMNAeTIdpaocLig pe GAAD PAPUAKEUTIKG TTPOTOVTA Kal GAAEG poppég
aAAnAeTridpaocig

AapBavopsva ario 10 g1Oua avTITNKNKA

AapBavopeva anmod 10 oT6Pa avTITINKTIKG KAl TTEVIKIAVOUXa avTiBioTikd £Xouv XpnoIjoTToInoei
eupéwg oTnv TPagn xwpig avagpopég ahAnAetiidpaang. Qatéoo, o1n BiBMoypagia urapxouv
TePTTTWOEIG augnpévou BieBvoug kavovikoTToINPEvou AOyou Og a0BEVEIG TTOU GUVINPOUVTal PE
Afwn akevokoupapoAng r Bapywapivng xar 0Toug oTToioug Xopnyeital éva axripa apofikiAivng.
2€ MEPITTITWON TTOU €ival aTrapaitntn n avyxopnyrnon, 8a mpémel va mapakoAoubeital
TTPOOEKTIKG 0 Xpdvog TTpoBpopBivng r o dieBvrg kavovikoTonpévog Adyog e TNV TTpoaBrikn A
v anméaupan g apofikihivng. EmitrAéov, evdEXeTol va gival amapaitnTeg avarmpoaappPoyEg
NG 66ang AapPavopevwy anod 10 OTOPA avTITTNKTIKWY (BAETIE TTapaypdagoug 4.4 kai 4.8).

MeBorpetain

O1 meviKINIVEG EVDEXETAI VO PEILOOUV TNV £KKPION HEBOTPELATNG, YEYOVOG TTOU TTPOKAAEI
evdexopevn avgnon TofikoTNTag.

MpoBeveaidn

H auyxopriynan pe mmpoPevecidn dev cuviatdaral. H mpofeveaidn PEIwvEr TN VEQPIKN
OwAnvapiakr) amékkpian 1ng apogikiAivng. H auyxopriynon pe mpofevecidn pmropei va au§noe i
Kal va £mpnkover 1a eTmieda apofikiAivng 1o aipa aAAd éx) Tou kAaBouAavikou ofog.

4.6 Konon kai yaAovyia
Kdnan

MeAéreg ae {wa Oev kaTEdeIEav GECEG I EPPETEG ETTIKIVOUVEG ETTITTTWOEIG TNV EYKUPOOUVN,
o1V avamtuér Tou egBpuou, OTOV TOKETO 1) 0T PETAYEVVNTIKT) avaTrTugn (BAéTTe mapdypago
5.3). Neplopiopéva atoixeia oxeTika pe 11 xpnon apogikidivng/kAaBouAavikou ofiog kard
di1dpkeIa TNG KUACEWG ag avBpwtoug Bev uTTodEIKVUOUVaAUENPEVO KivOUVO OUYYEVIOV
OlgpapTiwyv. Ze PpIa POVO PEAETN OE YUVAIKEG pE TTPOWPO TOKETO, TTApATNPAOnKE OTI
TTPoUAAKTIKI aywyn pe apoikihivry/kAaBouAaviko o&u ptropei va cuoxeniatei pe au§nuévo
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KiviuVO EAKOVEKPWTIKNAG EVTEPOKOAITIOOC TWV VEOYVWYV. H xpran TTpETTel va armopeuyeTal kard
n didpkela TNG kUNONG, £KTOGC €AV Bewpeital ammapaitntn amoéd Tov yiarpo.

[Cahouyia

Kaior 8Uo oucieg atmoaiiovral 010 pPNTPIKO yaAa (TiTTota Oev eivas yvwaoTo yia Tig ETIOPACEIg

Tou kAafouhiavikou ofEog oT1o Bpigog TTou BnAdlel)

YuveTtwg, ato Bpéwog TTou BnAale cival

méavn N egepdvian diIappoIag kal puknNTIacikng Aoipwéng Twv BAevvoydvwy, oTToTe PTToPET va
xptiaatei va diakotrei 0 Bnhacpog. H apofikidivr/kAaBoulavikd ofu Ba péTel va
XPNOILOTIOIEITal POVO KaTa T Oiapkela Tou BnAacpou peta amd atioAdynan 1ou opEAoug/Tou

KivdbUvou aTro Tov BepAatovIa yiatpo.

4.7 Emdpacsig otnv ikavatnTa odiynang kar XEipiopol pnxavisy

Aev TTpaypatotToINBnkav PEAETEG OXETIKA PE TIG EMBPACEIG OTNV IKAvVOTNTa 00 ynong kai
XEIPIOHOU pnxavwy. QoT1do0, evOEXETAI va TTAPOUCIACTOUV QvETIBUUNTEG EVEPYEIES (TT.X.
aMepyikég avnidpdoeig, {(AAn, oTTAcHOi), 01 OTTOIEG PTTOPEI va ETTNPEACOUV TNV IKAVOTNTA
o0rynong kai XeIpIopou unxavwy (BAETTE Tapaypago 4.8).

43 AVETIBUPNTEG EVEPYEIEG

O1 o0 auxva avageepBeioeg avemBupnTeg evepyeleg (AE) eivar diappoia, vautia kar €peTog

O1 AE ammo kAivikég BOKIPEG KAl LETEYKPITIKA TTapakoAouBnon pe 1o Ovopa TTpoiovTog,
1agivounBnkav oupewva e TNV Katnyopia opyavou cuaTjpatog kata MedDRA kai

TTapariBeviar Tapakatw.

Mg Tnv 1a§IvopnNon Twv avemiBUpNTWY EVEPYEIWV XPNOIOTIOMBNKAv 01 TApakATw OPONOYiEG.

MoAU ouyvéc (21/10)
Zuxveg (21/100 €wg <1/10)
Oyx1 ouxvég (21/1.000 £wg <1/100)
Zmavieg (>1/10.000 £wg <1/1.000)
MoAy omravieg (<1/10.000)

AyvwoTn ouxvortnta (dev ptropei va uttohoyioTei ammo 1a diabéoipa dedopuéva)

[ ‘/\ozgmiaic KOFTTGDCIOI;UJOU(

BAevvoyovoOeppatikr) kavTiviiaon Tuxvig
" Ymepavamtuén pn eudioBnTwy opyaviopwy | Ayvuotn - -
AlaTapOXEG TOU QIUOTTOINTIKOU KAl TOU AEUPIKOU CUCTHHaTOS
AvaoTptyiun AeukoTTEvia ITavieg
| (oupmepihapBavopévig oudeTepomeviag) , )
OpopfokuttapoTievia Iavieg B
| AvaoTpEyiyn OkOkklokUTTOpGiYia L Ayvwotn
AILOAUTIKA avalpia | Ayvwaoin -
Maparerapévog xpévo§ aigoppayiag kai AyvwoTn
xpOvog TTpoBpotiBivng
Aia1apay£c 10U aVOgoTToINTIKOY OUGTAUATOC ~ B i
 AyyeioveupwTikG oidnpa ~ lAywow '
AvaguAatia T Ayvwomn -
Luvdpopo opoialov e opovoaia Ayvworn
Ayyelakn utrepeuaiobnaia Ayvwarn
Alg1apax£C TOU VEUDIKOU CUCTALIATOC )
ZaAn Oyx1 guxvég
KepaAahyia Oylouxvéic B B
Avaorptyipyn utepdpaonpidinia Ayvwotn N
inaopoi’ AyvwaTn ]
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A1aTapaYEC TOU YOOTPEVIEPIKOU TUTTALATOS ' } 4,~_;.,
875 mg/125 mg emkahuppéva pe AeTr1o vptvio Siokla

Alggpom oAU cuxveg o
Nautig® , ZUXVEC o N
‘Epetog JUXVEC
. buoTewia Oxiouxvég o
| Kohinda oxeTiZOpEVN PE TO QVTIBIOTIKG” AyvwoTn -
LMeAcxvq TpIXWIN yAwooa Ayvwo1n
1 400 mq/57 mg/5 ml kovIg yi1a TTOTIO svonwpqpc
Mboppora ] Tuxvég o o
Ncuma _ pZuxvig
‘Epeiog Tuxvéc o o -
AuoTreyia Ox) guxvig N
| Kohitiba axe oV he 10 ovrqumo Ayviuarn N
Ms;)\ovq TPIXWIA yMooa Ayvwain ) B
ATIOX PWHATIOPOC TWV SovVTIwY ' Ayvwotn
AiaTapay£c TOU ATATOC KAl TWV X0ANQOpWY o
| Avgnoeig AST kalf ALT® ] Oyouxvig
Hruarinda® } — Ayvworn
Xohoatanikédg imspogr Ayvwarn

FAIOTOpOXé( ToU B pg:]og(ou ToU YTTOdOPIoU 1100

| AcpparikG e&avOnua ° . Oxi OUuxvEg

Kvnopog Ox1 ouxveg o _—
Kvidwaon | Oxi ouxvég B L

| ToAUpopgo epUbnpa 2mavieg .

. 2uv8popo Stevens-Johnson - Ayvwon L

| TotixA emide puik VEKPOAUGN Ayvwiorn
| NopgoAuywdng amoeoAidwrixr deppatinda Ayvworn o
O{Elo YEVIKEUMEVD £§ov8r|pcnn<r1 Ayvwarn

@AukTa@ivwan (AGEP)

AIATapAYEC TWV VEQDWY KOl TWY 0UPOPORWY 0BGV
AiGpeon vscppméo N  Ayvworn
KpuotaMoupia® IAywwom ]

B)\cna TTapaypayo 4.4

2 BA¢Tie Tapaypaygo 4.4
* H vautia oxeTideTal ouxvoTEPa PE uwnA61epeg DOoeig AapBavopeveg atmd 1o oTopa. Av 01
yao1peviepikéG diatapaxég ivar EkONAEG, pTTopolv va TmeplopioTouv we 1 Afyn 1ou Ovopa
TTPOIGVTOC OTNV apxr Tou yeuuarog.
¢ LuptrepidapBavopévng ¢ weudopepBpavwdoug koAindag kar g aigoppeayiknig koAindag
gB;\z’m Tapaypago 4.4)

Mia pérpia avgnon ae AST kalfy ALT €xe1 onuelwBei ae acBeveig Tou éAafBav aviBioTikd g
Karnyopiag B-Aaktaung, aAAd n onuacia autwv Twv eupnudiwy eivar dyvwarn.

AuTEéG o1 avemiBUPNTEG EVEPYEIEG EXOUV ONUEIWOET e GAAEG TTEVIKIAIVEG KAl KEPAAOTTTOPIVEG
gBAénz Tapdypago 4.4).

Av avagepBei omoiadrimore depraTikn aviidpacon umepevaiabnoiag, n Bepameia Ba mpéTel
vo diakomtetar (BAETTE TTapaypa@o 4.4).

B)\crra Tapdypago 4.9

BAcns Tapdypago 4.3

Y BAETTE TTapaypago 4.4
400 mg/57 mg/5 mi kovIg yia TdoIuo evaiwpnua
"' Em@aveiakodg aTroxpwianopogs Twy SovTiLv £xel avage pBei ToAU atravia ot Taidia. H
KOAM oTORATIKA
uyleiviy TpoAapBaver Tov amox pwianapo, kabwg auviBwg arrokabicTartal e 10 BoupTtoicua
TWwV JOVTIWV.
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4.9 YmwepbdoooAoyia

ZUUTTTWHATA Kal gnueia uttepdogoAoyiag

Mmopei va epgpaviaTolv yaoTpevTepiKA CUPTITWHATA Kal diatapaxr Tou 100fuyiou uypwyv Kal
nAekTpoAuTwy. 'Exel TapatnpnBei oxnuatiopog kpuaTdAAwv apoéikiAivng ata oupa, o oTToiog,
gviote, odnyei oe veppikr) aveTtdpkeia (BAETTE Tapdypago 4.4).

2TTa0Ooi PTTOPET Va £@AvVIOTOUV 0t aoBeveig pe diatapaxn TNG VEPPIKAG AeiToupyiag n ae
autoug TTou AapBdvouv uynAég doocig.

‘Exer avagepBei 011 N apoikiAivn kaBilldvel og oupokaBETAPES, KUpIWG PETA amo evOoPAERIa
Xoprynon peydAwv 0docwv. Oa TTpETEl va TNPEITAl TAKTIKOG EALyX0G BaToTNTag (BAETTE
TTapAypayo 4.4)

O¢parcia dnAnTnpiacncg

TayaoTpevTEpIKA CUUTITWHATA PTTOPOUV VA AVTILETWTTIOTOUV CUUTTTWHATIKA, divovTag
TTPOCOXA OTO 1I00JUYI0 vepoU/NAekTpoAuTWY. H apogikiAivn/kAaBouAaviké o&u ptropei va
aTopakpuvBei aTTo TNV KUKAOpOpIa Pe aigokdBapan.

5. OAPMAKOAOTIKEZ IAIOTHTEL

51 Q®appakoduvapikig IB1I6TNTEG

®PappakoBe patreuTikh kKATNYoPia: ZuvOuao oI TTEVIKIMVWY, CUHTTEPIAQUBAVOLEVWY TwV
avaoToAMéwv B-AakTapdong, kwdikog ATC: JO1CRO2

Mnxaviopoc dpdang

H apoé&ixiAivn givar pia nuiouvBeTikr evikihivn (avTifioTikd pe B-AakTapn) Tou avaaTeAAEl éva n
TEPIO0OTEPA Eviupa (CuxVvA avagEpovTal wg TTPWTEIVEG auvdeang Twv TevikiAivwy, PBP) aTtn
BioguvBeTikr) 0006 TNG BakTnpiakhg TTETTTIOOYAUKAVNG, N OTToia aTToTEALi avaTTéaTTacTo OOPIKG
guoTaTtikd TOu BaKTNPIaKoU KUTTAPIKOU TOIXWHAaToG. H avaaTtoAr 1ng auvBeang
menTIdoyAukdvng odnyei atnv amoduvApwaorn Tou KUTTApIKOU TOIXWwHATOG, N OTToia guxva
akoAouBeitar amo kutTapoAucon kai Bavaro

H apogikiAivn givar euaiaBntn otnv amodounon amo B-AakTapdceg Tou TTapdyovial amo
avBekTIKG BaKTRAPIa Kal, ETTOPEVWG, OEV gival OpATTIKA ATTO IOV TNG £€vavTl OPyaVvIOHWY TTOU
TTapAdyouv T1€T010 £ViUpa

To kAaBouAavikd ofu cival pia B-AaxTapn mou oxeTideTal DOPIKA e TTEVIKINIVEG. ATTEVEPYOTTOIE
opiopéva evfupa Tng B-AakTapdang amoTpETTOVTag, WG £k TOUTOU, Triv adpavoTroinon Tng

apogikiAivng. To kAaBouAavikd o&U pepovwpEva Oev aakei KAIVIKA xprOIUn avTiBakTnpiakn
emidpaan.

2xéon PK/PD

O xpovog avw Tn¢G eEAAXIOTNG avaaTaATIkAG auykévipwang (T>MIC) Bewpeitar 6T givat 0
peiCwv kaBopIaTIKOG TTAPAYOVTAG ATTOTEAETHATIKOTNTAG YIA TNV APO&IKIAIVN

Mnyaviguoi aviictaagncg

Or duo kUpI01 pnxaviopoi avriotaong atnv apoéikiAivr/To kAaBouAaviko oy givar:

. AdpavoTroinon amo ekeiveg TI¢ BakTnpiakég B-AakTtapaaoeg mou dev avaaTtéAAovTal ol
id1Eg amo kKAaBouAavikd of U, aupTTepiAapBavopévwy Twy katnyopiwyv B, C kai D.

. MetaBoAR Twv PBP, n omoia ugiwvel 1 cuyyévela Tou avTiBakTnpiakou TTapdyovTa yia
10 010X0.
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H un diamepardnra Bakinpiwyv r pnxaviopoi aviAiag ekporg UTTOPEi va TTpokaArécouv
Bakinpiakry aviiotaon r) va cuvieAégouv oe autr, 1Idiaitepa oe Gram-apvnrikd Baxkinpia.

Znugia dlakoTng

Ta onpeia diakotiAg MIC yia Tnv apo&ikiAivry/To kAaBouAavikd ofu civar exeiva 1ng Eupwriaikng
Emtportig yia Toug AvtipikpoBiakoug EAéyxoug EuvaioBnoiag (EUCAST)

Opyaviopog - Inycia dakonng svaloBnoiag (pg/mi)
Euagiofnrog Evlidueoog AVOEKTIKOG
Haemophilus influenzae’ <1 - >1
| Moraxella catarrhalis’ <1 - >1
Staphylococcus aureus * <2 . >2
ApvnTikoi oTnv 1TNKTAOnN <025 >0.25
OTOPUAOKOKKOI I -
. Enterococcus’ < 8 >8
Streptococcus A, B, C, G° £025 - - | 025 |
Streptococcus pneumoniae’ <05 12 i >2
Enterobacteriaceae™ - - > 8
" Gram-apvnnxd Avacpopia’ | <4 8 >8
Gram-Benika Avaepopia’ <4 8 > 8
Znpeia d1akoTTAG N <2 4-8 >8
oxeT{OpEva Y £idn’

BevZuhoTrevikIAiVRE.

T O1 ava@e pOPEVEC TIPEC Eival yia TIC OUYKEVTPWOEIC Apo&ikiAiviic. Tia TOUG OKOTTOUG TWV
eAeyxwyv tuaioBnoiag, n ouykévipwon KAaBouAavikou of¢og opiletal ota 2 mg/!
20 ava@epoOpEvES TIPEG givarl yia TIG OuykevIpwoelg O&akiAivng.
0 TIPEG TwV Onpeiwv diakoTrig atov TTivaka Baaciovial ata onpeia diakoTig TG AUTTIKIAIVIG.
* To onpeio diakomAg NG avioxrg R>8 mg/l iacgahilel 611 GAa 1a ATTOPOVWEVA OTEAEXN HE
yqxovnopof)g avioxng avagépoviar we aveexTika.

Or npég Twv onpeiwv diakothAg otov Tivaka Bacifovial o1a onpeia diIakoTrig Tng

O gmmroAaopo6g avrioTaong evOeXOUEVWE TTOIKIAEI avAAoya pe Trv TTEPIOXT KAl TOV XPOVO Yia
emAeyp€va €idn kai n 1otk TANPOPOPNON OXETIKA PE TNV avTioTaon givar emBupnTr, KUpiwg
kara 1n BepaTicia coBapwyv Acipwiewv. Avaloya pe Tig attaitrioelg, 8a TrpéTtel va dnreital n
ouvdpopr| £101IKkOU O1av O TOTNIKOG EMITTOAACPOG avtiataong diakuBevel Tn xPNCILOTNTA TOU
TTapAyovia TOUAQXIOTOV O€ OPICHEVOUG TUTTOUG AOIPWEEWV.
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2uvnBwe evaigBnta £idn

AepoBior Gram-BeTIKoi UiKpoopyaviopoi

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaiaBrtog otn peBIkIAivi)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes kai GAAOI B-aipOAUTIKOI OTPETTTOKOKKO!
Opdada Streptococcus viridans

AcpdBior Gram-apvnTiKol JIKROORYQVIGUOI
Capnocytophaga spp.

Eikenella_corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

Avae poBIol LK poopyavioLoi
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Eidn via Ta omoia 1 £mikIATn aviiotaorn yrmropsl va artroteiel TodBAnUa

Aep6Bior Gram-BeTIKoi pikpoopyaviguoi
Enterococcus faecium $

AepoBiol Gram-apvnTIKOl JIKPOOPYQAVICUO]
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

EvDoyevg avBekTIKoi opyavigpiol

Acp6Biol Gram-gpvnTikol KPOOPYAVIO oI
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

AoiT10i Uikpoopyavigyoi
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

3 ®uoikry evdidpeon euaicBngia amouadia eTmikTNTOU PnXaviopou avtioTaaonc.
“OMoi o avBEKTIKOI o1n peBIKIAivn OTaPUAGKOKKOI Eival avBEKTIKOI OTNV
apoéikihivn/kAaBouAavikd ofu
' Streptococcus pneumoniae TIOU €ival avBEKTIKO 0TV mevikiAivn dev Ba péTTel va
QVTIPETWTTIETAI PE aUTO TO OKEvaopa apogikihivng/kAapoulavikot offoc (BAETTE
mapaypagous 4.2 kai 4.4).

Z1eAEXn pe pelwpévn evaioBnaia £xouv ava@epBei o€ oplopéveg Xwpeg NG EE pe ouxvotnra
ueyoAuTeEpn ammo 10%.
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H apogikiAivn kar 1o kAaBouAavikd ofu diaAvovial TTARPwG ot udaTiko BIAAUNA PE PUCIOAOYIKO
pH. Kai 1a 6uo cuaTtatikd amoppoPuwvIal ypriyopa kal kaAd péow 1ng odou xopAynang aro 10
aropa. H arroppopnon 1ng apolikiivng/tou kAaBouAavikou o&éog BeATioTotToieitar ét1av
AapBaveral oty apxn £vog yevpatog. Merd améd xopriynon aré 10 atépa, rn apogikiAivn kai 10
kAaBouAaviko oy eival repittou 70% PBiodiabioipa. Ta mpogiA TAAopaTog kal Twv dUo
CUCTATIKWV £ival TTApOPoIa KAl 0 XPOVOG £wG Tr) PEYIOTN CUYKEVTPpWAN 010 TTAGONA (T ma,) OF
kABe TrePITITWAN €ival TTEPITTOU pia wpa.

Ta amoreAéopaTta pappakokIVNTIKAG piag peAETNG, oTnv oTroia xopnyRBnkov diokia

apogikidiving/kAapBouAavikol ogtog (875 mg/125 mg 1peig popEg NPEPNTIWG O kATACTACN
vnoteiag oe opgadeg uyiwv eBeAoviwyv TTapouaiafovial Tapaxkdtw.

MEU&; (+ SD)T—TopdpszOl PAPPAKOKIVITIKIG

ApooTIKA 0UC Adon C max Tmax ” AUC g4m) T1/2
| Xopnynéroa (mg) (ng/mi) (h) ((ug-h/mt) M
- ApolikiAiv ‘-
AMX/CA | 875 1164 1.50 53.52 119
| 875 mg/125 mg | +2.78 (1.0-2.5) +12.31 +0.21
KAoBoukavik6 ofu ]
AMX/CA 125 2.18 1.25 10.16 096
875 mg/125 mg +0.99 (1.0-2.0) _+3.04 +0.12

AMX = apo€ikiAivn, CA — kKAGBOUAQVIKG 0&U
* Méon Tipr (£0pog)

O1 ouykevipwoeig NG apoikiAivig kar Tou kAaBouAavikol o&tog aTov 0po, Of OTTOIEG

gmruyxdvoviai pe apoikiAivn/kAaBouAavikd oy, eivar TTapOpoIEG JE EKEIVEG TTOU TTapdyovial
and v and 10U GTOPATOG XOPrYNan 1008UvopwyY dootwv apogikiAivig r kAaBouAavikou
o&£og pepovwpéva.

Karavoun

Nepimou 25% 10U cuvoAikoU kAaBouAavikou o&éog ato TTAdopa kar 18% 1nG GUVOAIKAG
apogikiAivng oto mAAopa cuvdieral pe TTpwieiveg. O eppavig OyKog KATAvoRg eival TrepiTrou
0,3-0,4 /kg yia 1nv apogikiAivn kal Trepittou 0,2 1/kg yia 10 kAaBouAaviko ogu.

MeTd armo evbopAéBia xopARynon, 1600 n apogikiAiviy 60o kal 10 kAaBouAaviké ofu Bpédnkav

a1 xoAndoxo kuaTn, o€ yaoTpiko 1010, 010 déppa, aTo AiTTOG, O€ PUikoug 1I0ToUG, OE

apBpoaoicAikd kal TTEPITOVAIKO uypPO, OTN XOAN kal ot TTUov. H apofikiAivn dev katavéperal
IKAGVOTIOINTIKA OTO £YKEPAAOVWTIAIO UYPO.

ATIO peAéTeg o€ (Wwa Oev UTTAPXOUV EVOEIEEIG YIO aNPAVIIKA KATAKPATAON OTOUG 1TOUG UAIKOU

TTOU TTPOEPXETAI ATTO TO PAPPAKO yia oTT0100MTToTE guaTatikd. H apofikiAivn, 6TTwg o1

TEPICTOTEPEG TTEVIKIAIVEG, TTOPET va avixveuBei aTo pPnTpIkO YaAa. Z10 pnipiké yaia prropolv
£11i0NG va £viomaTouv ixvn kAaBouAavikou oéog (BAETTE TTapdypayo 4.6).

Tooo n apoikidivn 6oo kal 1o kKAaBouAaviké o&u £xouv beigel va diatrepvolv Tov ppaypod T1ou

mAakouvta (BAéTre TTapdypago 4.6).

Biopygstaoynuanopoc

H apogikiAivn attoBAAAeTal ev péper oTa oUpa wg avevepyd TeVIKIAAOIKG 0&U OE TTOCOTNTEG TToU
iIgoduvapoulv pexpr 10 éwg 25% Tng apxikng déong. To kAaBouAaviké ofu peTapoAideral

gxTETAPEVA gTOV AvBpWTTo KAI ATTORAAAETAI OTA OUPA KAl TA KOTTPAvVA we B10gEidIo Tou
avBpaka ot arroBaAAdpeva aépia.
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- AnoBoAn

H xUpia 0006¢ atroBoAng yia TRV apogikiAivn £ival PEOW TWV VEQPPWV, EVW YIa T0 KAaBouAaviko
ofu gival kal e VEQPIKOUG KAl PE PN VEQPIKOUS UNXAvIoCHoUg

H apogikihivn/kAaBouAaviko oy £xer péon npuidwrn atmoBoAng kaTd TTpooyyion pPia wpa Kal
péon oAk kABapon katd 1pootyyion 25 Ith og vy aropa. Mepittou 10 60 £wg 70% NG
apotixihiviig kal Tepitrou 10 40 €wg 65% Tou kKAaBouAavikou offog attoBaAAeTal avaAroiwTo
OTa oUPa KATd TIG TTPWTEG 6 h petd amd 1n xopnynon pepovwpivwy diokiwv Ovopa T1poioviog
250 mg/125 mg 11 500 mg/125 mg. Alapopeg peATeg £xouv diatmioTwaoel 611 n arroBoAn a1a
oupa tival 50-85% yia 1nv apoikiAivn kal amo 27-60% yia 10 KAaBouAaviko ofu péca ot
digdoTnpa 24 wpwv. ZTnVv TEPITTWon Tou kKAaBouAavikou o&éog, n peyaAutepn TooOTNTA TOU
Pappdkou atToBAAAETal KATA TIG TTPWTEG 2 WPEG PETA aTTd TN XOPAYNON.

H mrapaAAnAn xpron 1ipoPevecidng kaBuatepei Tnv atroBoAr) apofikiAivng, aAAd dev
kaBuoTtepei TN ve@pikr) aTToBoAr kAaBouAavikou o&eog (BAETTe TTapdaypago 4.5).

HAikia

H npidwn atroBoAng 1ng apofikiAivng givar rapopola ota maidid nAikiag 3 pnvwv TTepITTou £wg
2 €Twv e 1a peyaAuTepa TTaidid kal evnAikoug. Z1a TTOAU veapad 11aidid (1repidapBavopéviwv
TWV VEOYEVVNTWV) KaTa TNV 1TTpwTn £Bdopada 1ng {wng Toug, 10 diaoTrpa xopriynong dev Ba
TTpETTEl va uTttepRaivel TiIg U0 QopEG TV NPEPA AOYW TNG avwpINOTNTAg TNG VEPPIKG 000U
anékkpions. Epooov o1 nAikiwpévor aoBeveig givar TBavoTepo va TTapouciadouy Peiwpevn
veEQpPIKA Acimoupyia, Ba TrpéTTel va 808t i Tpocoxr) oTnv emAoynA TNg dGONG Kal UTToPEi va gival
XPNOIKN N TTapakoAouBnan TnNG VEPPIKIG AeToupyiag.

DduAo
Me1a améd xopriynon ato 10 o1épa apodikiAivng/kAaBouAavikou ogEog oe vyieic avdpeg kai
YUVaiKeG, TO @UAO Oev TTapouaiadel onpavTikn €TTidpacn oTn @ApPakoKIvNTIKe, €iTE TNG

apogikiAivng, €ite Tou kKAaBouAavikou o&é og.

Negpixih DugAsitoupyia

H ouvoAikr) kaBapon Tng apoixiAivng/rou kAaBouAavikou o0& 0o¢ aTov OpO peIwveTal KaT’
avaAoyia pe Tn peloupevn ve@pikn Aaroupyia. H peiwon 1ng kGBapong Tou @appPdxou givai 1o
£kdnAn yia Tnv apodikihivn oe ox€on pe 10 kKAaBouAavikd ofu kaBwg Léow NG vePpikhg 0dou

. ZUVETTWG, 01N ve@pikn duaAgimoupyia, ol
0oo¢Ig TTpETTel va TTpoAapdvouy TNV AoKOTIN cuco wpeuon apofikiAivng kal va diatnpouv
TapaAAnAa emapkn eTTiteda kAaBouAavikou o&éog (BAETTE TTapaypawo 4.2).

Hrrankn duoAcitoupyia

AoBeveic pe nrrarnikh ducAcimoupyia Ba TpéTrel va AapBdvouy doon pE TTpocoxn kal Ba TTPETTE
va 1mopakoAouBeital n n1ratnikf Acitoupyia avd tak1a diaotrpara.

53 TlpokAivixa dedopiva yia Tnv acgaieia

Mn kAivika dedopeva dev aTTOKAAUTITOUV KATToIoV £101KO KivOUuvo yIa Tov avBpwTio e Baon
HEAETEC pappakoloyiag aopdAgiag, yovidioTogikoTnTag kal 1o€IkOGTNTAg oTnNV avarapaywyikh
iKkavotnTa.

MeAéteg To§iIkOTNTAG £TTAVAANTITIKWV OOCE LIV TTOU TTPAYATOTTOINBNKAV 0E OKUAOUG e
apotikihivn/kAaBouAaviko ofu, katadeikvuouv yaoTpiko £peBiopd kal EPeTo kal

QoYX PWHATIoNEVN YAWOOQ.

Aev €xouv DieaxBei pe AéTeg kapkivoyéveong pe 1o Ovopa TTpoiovTog f Ta cuaTatkd Tou

9]
~3
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®APMAKEYTIKEZ NAHPO®OPIEX

KaraAoyog exdoxwv

AogupfaréTnreg

Aiapkeia {wrig

I15taitepeg ITpOoPUAGEEIG kaTa TNV PUAagN TOU TTPOTOGVTOG

®Oon kAl CUOTATIKA TOU TTEPIEKTN

1d1aiTepeg IWPOPUAGEEIC aTIopPIYnG Kal GAAOG XEIPIGHOS

Kapia eidikry uroxpiwon

400 mg/57 mg/5 ml kOvig yia TTOCINO evalwpnpa (Yeuan gpdouAq)

EAéyxete 6m 10 o@pdyiopa givar aBikTo TPV aTtro T XPRON. AVAKIVEITE Tr) QIAAN yia va
EexoAAnoer n kovig. MpoaBiate vepd (OTTWG evBeikvUTAI TTAPAKATW), AVACTPEYTE KAl
avakiviiaTe kaAd. EvaAAakTikd yepioTte Tn @iaAn pe vepod Péxpl Aiyo 1Tapakdtw aTtio Tn xapayrn
gtV ETIKETA TNG PIAANG, AvaaTPEWTE KAl QVAKIVATOTE KGAG. 2T OUVEXEIQ YEUIOTE PE VEPO
akpIBWg PEXPI TN xapayr), avacTpeWTe kal TTAAI avakIvijaTe kahd

NeprexnkdInia OyKOC VEPQU TIOU TIPETIES va TeAKOC OYKOC avaguoTAUEVOU
poo1eBei yia 1nv AauBavépevou amé 10 g1dua
avaguotagn (mi) svaiwpnuarog {ml)
J 64 70

AvakivhoTe KOAQ T @IAAN TIpIV amo kade doarn.

10.

KATOXOX THZ AAEIAZ KYKAO®OPIAL

APIOMOZ(OIl) AAEIAL KYKAOO®OPIAL

HMEPOMHNIA NPQTHZ EFKPIZHZ / ANANEQZXIHZ THL AAEIAZ

HMEPOMHNIA ANAOGEQPHIHZ TOY KEIMENOY
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‘T1 H NepiAnyn XapakinpioTikwy 10U [1poidviog pappakeuTIKWY TTPOIOVIWY  TTOU TTEPIEXOUV
0paatiko auoTatikdO AMOXYCILLIN + CLAVULANIC ACID, Kovig yia méowo evaiwpnua
600mg/42,9mg/Smi opideTal wg £AC:

1. ONOMAIIA TOY ®APMAKEYTIKOY NPOIONTOX

Ovopa 1poidviog 600 mg/42.9 mg/S ml kovig yia TTOOIo Evaiwpna

2, NOIOTIKH KAI NOXOTIKH EYNOEIH

Ta 5 ml avacuatapévou evaiwpnpatog mepiexouv 600 mg apodikiAAiving (wg TpiEvudpng) kai 42.9
mg kAaBouAaviko o§U (wg aAag kaAiou).

Ma 1ov TARPN kataAoyo Twv ekdOxwv, BA. TTapaypago 6.1.

3. OAPMAKEYTIKH MOP®H

Kévig yia méoipo evaiwpnpa.

4, KAINIKEX NAHPO®OPIEL

41 OepaTEUTIKEG EVOEIGEI

To Ovopa mpoidvTog evOeikvuTal yia TNV BepaTtreia Twv Tapakatw Aoipwéewyv ae Taidid nAikiag
TOUAQXIOTOV 3 PNVWVY kAl BApoug owpatog pikpoTepou Twv 40 kg, TTou TTpokARBnkav n
MOTEVETAl OTI TTPOKARBNKav atd avBekTikd aTnv TTevikIAivn Streptococcus pneumoniae (BAETTE

Tapaypapoucg 4.2, 4.4 kar 5.1):

. O¢eia péon wrinda
. EEwvoookopeiakn Trveupovia

Oa pémer va Aapfdvovtal urdyn o1 ETTIANEG 00NYieg avaPopikd Pe TNV kataAAnAn xpnan
avriBakTNpIakwy TTapayoviwvy.

4.2 AoooAoyia xal TpOTTOG XOprynong

01 d60¢I1g exppalovTal ge OO TO KEIPEVO WG TTPOG TO TTEPIEXOPEVO a€ apotikiAivn/kAaBouAavikd
otu e e&aipean oTav ol 56aeIg dNAWVOVTAl WG TTPOG £va PEPOVWHEVO CUTTATIKO.

H d6an Ovopa mpoidvTog TTou ETMAEYETAI yIa Tn BepaTtieia piag pepovwpevng Aoipwéng Ba
TIPETTEN va AapBaver uttoyn:

. Ta avapevopeva maBoyova kar Tnv mavr Toug euaiobnaia ge avTiBakinpiakoug
TTapayovieg (BAETTE TTapaypao 4.4)

. Tn BapuTtnTa kai 10 anpeio NG Aoipwéng

. Tnv nAikia, 10 Bapog kai TN veppikn AEiIToupyia Tou agBevoug, OTTwG Ppaivetal TapakaTw.

H Bepatreia Bev Ba TTpéTTe) va eTTEKTABEI TTEPAV Twv 14 nuepwyv Xwpig eTTaveéétaan (BAETTe
TTapaypao 4.4. OXETIKA pE Trv TTApateTapévn Beparreia).

EvriAikor kal TTaidid > 40 kg

Aev uTtapyxer epmTelpia pe 1o Ovopa TTPoiovTog evaiwpnua oe evAMkeg kal Taidid > 40 kg, kai
ermopévwg Oev ptropei va 60Bei dooohoyikrny cuaTaaon.

Naidia < 40 kg (nAkiag > 3 unvwyv)
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H ouvioTipevn 660n Ovopa 11poidviog evaiwpnua eivar 9076.4 mg/kg/npépa xopnyoupeva oe
OUo 100pEPWG KaTavERNEVEG DOTEIG,

Aev diatiBeviar kAivik@ dedopéva yia 1o Ovopa TpoidovTog yia Taidid nAikiag pikpoTepng Twv 3
HNVWV.

Neogpikn ducAcitoupyia

Aev amaieitar avampooappoyn 1ng 06ong oe agBeveig pe k@Bapan kpeatvivng (CrCl)
peyaAttepn amd 30 mifmin.

Ze agBeveig pe kaBapaon kpeativivng pikpdtepn amé 30 mi/min, n xprian Tou Ovopa TpoidvTog
Oev ouvioTdral kabwg dev eivar duvarry n avarmpooappoyr) 1Ng ddang.

Hranik dugAsitoupyia

Xopriynan pe Tpocoxr| kal EAEyX0G TNG NITatikAg AciToupyiag o€ 1akT@ Xpovika diaaTriipata
(BAeTTE TTApaypdgoug 4.3 kai 4.4).

Tpériog xopnynong

To Ovopa mpoidviog TpoopideTal yia XxpAan amd 10 oT6Ha.

Xoprynon katad tnv évapgn evog yeUparog, wate va eAaxiaromoinBei n evdexopevn
yao1peviepiki duoavegia kal va BeAtiatromoinbei n amoppdenan 1ng apoéikiAivng/Tou
kAapBouAavikou o€ og.

AvakivioTe yia va EekoAAROEl N kOVIG, TTPOOBEOTE vepd CUPPWVA HE TIG 0ONYIEG, avaoTPEPETE
KQl QVAKIVEITE
Avakiveite kaAa 1 @idAn 1TpIv atod kabe doéaon (BAETTe Tapdaypago 6.6.)

4.3 AvTevdEileig

YmepevaioBnaoia atig dpaaTikég ouoieg oe ooladrTToTe atrd TIG TTEVIKIAIVEG fj OE kKATTOI0 ATTO 10
¢xdoxa

loTopik6 ooBaprg apeang aviibpaong umrepevaiadnaiag (m.x. avaguiaéia) oe GAAov -
AaxkTapikod TTapdyovia (1.x. kepaloatopivn, kapBaTTeveépun rj JOVORAKTAUN).

loTopik6 ikTEPOU/NTTATIKFIG DUCALITOUpYiag Adyw apogikidivng/kAaBoulavikol offog (BAETTE
TTapdypago 4.8).

4.4 Ei8ikég mpoeidomroiffoeig kal TTPoPUAGEEIS kaTtd Tn Xprion

Mpiv amé v évapén Bepareiag pe apofikihivn/kAaBoulavikd oy, Ba TTpértel va yivel
TIPOTEKTIKI) OIE PEUVNON AVaQOPIKA PE TIPONYOUPEVEG avTIdpdatig uTiEpeuaioBbnaiag aTig
TTEVIKINIVEG, TIG KEQAAOOTTIOPIVEG 1] AAAOUG TTapdyovTeg pe B-AakTapn (BAETTE TrTapaypdagoug 4.3
ka1 4.8).

ZoBapég kal TepigTaciakd Bavarngopeg aviidpaoeig uTiepeuatoBnaiag (avaguhagia) €xouv
avapepBei oe aoBeveig UTTO BepaTieia pe TTEVIKIAIVA. AuTEG 01 avTidpaoeig eival THBavoTepo va
£xkONAwWBOUV O€ GTopa TTOU £X0UV ICTOPIKO UTTEPEVaIOBNaiag oTnv TTEVIKIAIVA KAl O€ QTOTTIKA
aropa. Eav mapouaoiaatei pia alAepyikn aviidpaan, n Bepameia pe apoikihivn/kAaBouAaviko
o080 Tpérre) va diakoTiei kal va EEkIVAOEl kaTtAAANAN evaAAakTikr) BepaTeia.

27NV TTEPITTTWAON TTou pia Aocipwén civar armodedelypéva Adoyw PIKPOOPYavIaHOU(WV)
guaioBntou(wv) atnv apogikiAivn, 161 TPETTEl va e§e1AdeTal TO EVOEXOPEVO PETAPOPAG aTTod
apo&ikiAivn/kAaBouAaviko ofl ae apofikiAivn) oup@wva pe Tig TTioNPEG 00nyieg.
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‘ Imaopoi yropei va ePeavioTouv o aoBeveig pe diatapaxn TNG VEPPIKAG AEiToupyiag f o€
autoug TTou AapfBavouv uwnAég daoeig (BAETe Tapaypago 4.8).

H apo€ixiAivn/kAaBoulavikd ofu Ba TTPETTEI va aTTOPEUYETAI EAV UTTAPXE!I UTTOVOIA AOIPWBOUG
povoTTupnvwaong, kabwg n ekdnAwaon evog Ihapoeidoug e€avBRpaTog £xel OXETIOTET JE QUTAV
v TaBnon Peta améd xpAon apodikiAivng.

H 1autdxpovn xprion aAAomroupivoAng kata 1n didpkeia Tng Bepatreiag Pe apogikiAivr gTropei
va auénoel TRV mMBavoTnTa EPPAvIONS AAAEPYIKWY OEPUATIKWY avTIOPATEWV.

H mapaterapévn xprnon pgtropei eviote va odnynoel og utrepavarttuén pun euaiodbnriwv
HIKPOO PYQVIO PV,

H epgpavion kata v €vapén 1ng Bepameiag evog TupeTwdOUG YEVIKEUREVOU EpUBApaTOg
OXETICOPEVO HE GAUKTAIVA PTTOPEI va Eival CUPTTTWHA YeVIKEUPEVOU kNAIOOBAaTIOWO0oUG
efavBnpatog (AGEPR) (BAée mapaypago 4.8). H aviidpaon autr amaitei 1nv O1akoTh Tou
Ovopa mpoidviog kal avievdeikvutal omoiadATToTe eTmakoAouBn xoprynon apogikihivng.

H apogikihivn/kAaBouAavikd oU Ba TTPETTEN va XpNOIMOTIOIEITAl PJE TTPOCOXN OE a0BEVEiG PE
évheIEn nmatikng duoAeiroupyiag (BAETTe Tapaypagpoug 4.2, 4.3 kai 4.8)

Hrnarnika mepiotanika €xouv avagepBei kupiwg o€ APPEVES kAl NAIKIWPEVOUG aOBEVEig Kal
pTTopei va axertidovial pe mapateTapévn Beparmeia. TETola TTEPICTATIKA TTOAU OTTAVIA £X0UV
avapepBei oe Taidia.  Ze 6Aoug Toug TTANBUCPOUG, T CNPEIa KAl CUPTITWHATA ouvhRBwg
gpgavioviar kar@ 1n diapkeia A Aiyo HETA TNV Bepatieia, AAAG O€ OPIOPEVEG TTEPITITWOEIG
HTTOPEi va PNV yivouv avTIANTITA pExpl apkeTég eBOOAdES PeTa Tn diakoTrh Tng Bepateiag.
ZuvABwg eival avaaTpéwipa. Ta nmmatikd meEPICTATIKA PTTopEi va gival coBapad kal o€ e€aipeTika
OTAVIEG TIEPITTTWOEIG, €XOouv avagepBei Bavator. Autoi oxedOv Tavia cuvéBnoav oe aoBeveig
pe ooBapn uTTokeipevn TABNON ) e TTAPAANAN Afwr @apPGKWY YVWOTWV yia TNV SUVNTIKG
nmartikr Toug dpacn (BAETe Tapaypago 4.8).

Zuoxen¢opevn pe avTiBionika koAimda £xel avagepBei axedOv e OAOUG TOUG avTiBaKTNPIAKOUG
TTAPAYOVTEG KAl PTTOPEI N BapUTNTA TNG va KUpaiveTal ammd AITIa €wg aTaIAnTIKn yia Tn {wn
(BAéTTe Tapaypago 4.8). Emopévwg, tival onuavtiko va e&etadetal 10 evOEXOPEVO QUTAG TNG
Oiayvwaong og aoBeveig TTou Tapouacialouv didppoia katd 1 didpkeia NG XOpHynong
OTOIWVOATIOTE QVTIRIOTIKWY ] JETA QTTO QUTH. ZTnV TTEPITITWON TToU £pgpavioBei koAimda
oxeTi¢opevn pe 10 avTifioTikd, n xoprynon apoéikihivng/kAaBouAavikou offog péTel va
dlakoTiei apeoa, va ¢ntnBei n cupBouAr yiatpou kal va apxioel n kataAAnAn Bepameia. Ze autn
TV TTEPITTTWAN AvTEVBEIKVUTAI I XPACT AVTI TIEPIOTAATIKWY GapPAKWV.

Kata 1n didpkeia mapatetapévng Bepatmeiag evoeikvutal TEPIOOIKA aloAdynon Twv AEITOUPYIWY
TWV OPYQAVIKWY CUCTNUATWY, CUNTIEPIAGUBAVOUEVWY TNG VEQPPIKAG, NTTATIKAG KAl QIPOTTONTIKAS
Aermoupyiag.

Imaviwg €xel avagepBei eTTIPAKUVON Tou Xpdvou TTpoBpoyBivng oe aoBeveig TTou AappBavouv
apogikihivn/kAaBoulavikd ofu. ©a mpémel va epappdletal katdAANAn mapakoAouBron otav
xopnyouvIial TautoXpova avimnkTik@. Evdéxetal va xpetaoTtouv avampooappPoyeg g 06ang
Twv AapBavopevwy amo 10 OTOPA QVTITINKTIKWY, waTe va diatnpeital 1o emBupntd emmimedo
avthtnkTikéTATag (BAETTE TTapaypagoug 4.5 kal 4.8).

Ye aoBeveig pe peiwpévn Tapaywyn oupwy, TTOAU oTrd@vio £xel TapatnpnBei kpuotaAhoupia
KUpIWG pE TTapevTepikh Bepatreia. Katd 1r xopAynon vwnAwv ddogwv apagikiAivng,
evdeikvutal n diIatrpnaon TTAPKOUG TTPOCANWNG UYPWV KAl TTAPAywYng oupwy yia va Peiwbei n
mBavoTnTa oXNPaTIoPoU kpuoTAAAWV apogikiAivng o1a oupa. Ze a0BeveiG Pe OUPOKABETNPEG,
Ba mpértel va Tnpeital TakTikég EAeyXog Batotntag (BAETe Tapaypago 4.9).

Kata mn Bepatieia pe apofikiAivn, Ba péTiel va xpnaipomolouvial eviupuatikég peBodor pe

ofe1000n TNG YAUKOZNG KaTa TOoV £AEyXO yia TTapouadia yAukdZng ota oupa eMeidn weudwg
BeTikG aTToTEAEOpPATA PTTOPET va TTAPOUCIACTOUV PE W evIUPATIKEG JEBGBOUG
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H mapouaoia kAaBouAavikou o€éog o1o Ovopa TTPoIovTog UTTOPEi va TTPOKAAECE! un €10IKN
ouvdean 1gG kar Aeukwpartivig e epuBPOKUTTAPIKEG HEUBPAVES kal va odnNyrRoel g€ weudn
Benikd £Aeyxo Coombs.

YTapxouv avagopég BeTikwv arroTeAeapdTwy pe 10 1€01 Bio-Rad Laboratories Platelia
Aspergillus EIA oe aoBeveig Tou AapBavouv apoéikidivny/khaBoulavikéd oy, o1 oTroiol 0Tn
ouvéxela BpeBrike o dev gixav Aoipwén and Aspergilfus. Aiaotaupoupeveg avTIBPAoEIg pe
oAuo akxapidia kal ToAugoupavoleg Trou Oev TTou dev TiepiExouv Aspergillus pe 10 1607 Bio-
Rad Laboratories Platelia Aspergillus EIA éxouv avagepBei. Emopévwg, BeTIKa atToTeAéo para
Ookipaciwv o€ aabeveig Tou AapBavouv apogikidivn/kAaBouAavikd o0 Ba mpértel va
gpunvevovial ge Tpoao oxry kal va empBeBaidovovial pe AAAeg diayvwoTikég peBodoug.

To Ovopa 11poidviog kévig yia TTOOIN0 evaiwpnpa TrepiExer 2.72 mg aoctraptaung (E851) ava
mi, pia Ty ¢aivuAaAavivng. Auto 10 ¢ApPako Ba TTPETIEI va XPNOIYJOTTOIEITAlI JE TTPOCOXI OE
aoBeveig pe aivulokeTovoupia.

To Ovopa mpoidviog koévIg yia TTOOINO evaiwpnua TEPIEXE! paATode&Tpivn (YAukoln). AoBeveig
pe orravia duo amoppoPnan yAukolng-yahaktolng dev Ba mpérrel va Aaufavouv autd 10
(pAPHAaKO.

4.5 AMPAeTidpaageig pe AAAQ PAPUAKEUTIKA TTPOIOVTA KAl AAAEG HOPPEG
aAnAemidpaong

AguBavopeva arto 10 010U QVIITINKTIKA

AapPBavopeva arrd 10 aTOPA avTITTNKTIKA kal TTEVIKIAVOUXa avTIBIoTika €xXouv XPNalLoTToInBkEi
EUPEWG OTNV TTPAgN xwpig avagopég ahAnAemidpaong. Qotooo, otn BiBAIoypagia uTTdpyxouv
TEQITTTWOEIG auénpévou B1EBvoug kavovikoTToINUEVOU AOYou 0 aaBeveig TTou ouvTnpouvTal PE
AMjyn akevokoupapoAng i Bapgapivng kar GToug OTT0ioUG XOpnyEiTal éva oxNPa apgogikiivng.
Ze mepimTwan Tou gival atrapaitntn n ouyxoprnynan, 6a mpémel va TrTapakoAouBeital
TIPOCEKTIKA O XPOVOC TTPoBpOopPivng i 0 D1EBVIG kavOVIKOTTOINPEVOG AGYOG PE TRV TTPOOBNKN
Vv arroéoupan G apogikiAivng. EmitTAéov, evbExeTar va givar attapaitnTeg avarrpoo appPoyeg
¢ 660ng AapPavopevwy ammo 10 oTopa avTITTnkTikwy (BAETTe TTapaypdgoug 4.4 kai 4.8).

MeBotpean

O TrevikIAiveg evOEXETAI va PEIWOOUV TNV EKKPIOT PEBOTPEEATNG, YEYOVOC TTOU TTPOKAAEI
evOexopevn avgnon to€ikoTNTaq.

MpoBeveoidn

H ouyxopriynan pe mpoReveaion dev auviataral. H 1poBeveaidn peiuver n VEQPIKN
owAnvapiakn arékkpian NG apogikidivne. H auyxopnynon pe trpoBevecidn ptropei va auénaoel
K@l va ETTIPNKUVE! Ta €TTITTEDa apogikiAivng aTo aijza aAAa ox1 Tou kAaBouAavikou o&tog.

46 Kanon ka1 yaAouyia

Kinon

MeAéreg oe Cwa Oev kaTédeIEav APETEG Iy EMPETEG ETTIKIVOUVEG ETTITITWOEIG OTNV £YKUPOO UvVN,
otV avaTtugn Tou €RPUOU, OTOV TOKETO 1) OTr] peTayevvnTikr) avarruén (BAETe Tapaypagpo
5.3). Nepiopiopéva otoixeia oxenka Pe TN xprion apogikiAivng/kAaBoulavikol ofEog kard )
OIdpKeIa TNG kKUROEwWG ae avBpwiToug Oev uttodeikviouvaugnuévo kivbuvo OuyyEVwY
Oiapaptiwv. e pia pdvo PEAETN OE YUVAIKEG [JE TTPOWPO TOKETO, TTAPATNPIBNKE OTI
TTPOQUAAKTIKF} aywyr Pe apogikiAivi/kAaBoulavikd ol UTTopei va CUOXETIOTEN e auEnuévo
KivOuvo EAKOVEKPWTIKAG EVIEPOKOAITIOAE TWV veoyvwy. H xprion 1Tpémer va arropelyeral kata
11 BiapkeIa g KUNANG, EKTOG £Av Bewpeitar atrapaitntn arrd Tov yiatpod.
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Tahouxia

Kai or 6Uo ouaieg attofaAAovtal o10 pPnTPpikd YAAa (TitToTa dev eival yvwaTo yia TIg eMOPATEIg
10U KAaBouAavikou 0&fog a1o Bpépog TTou BriAdlel). ZuveTtwg, a1o Bpégog Tou BnAdde civas
moavA n ep@advion DiIAppoIag kar pUKNTIAcIKAG Aoipwéng Twv BAEvvoyovwy, oTTéTE PTTOPES va
xp&iaarei va diakomei o BnAacpdg. H apodikidivn/kAaBoulavikéd ofu Ba 1rpéTel va
XPNOIJOITOIEITAl POVO KATd T didpkela Tou BnAaapou perd ammd afiohdynon Tou opEéAoug/Tou
KIvOUvoU Q170 TOV BEpdArTovia yiaTpo.

4.7 Emdpaosig oTny IKavOoTnTa 08AYNOTIG KA1 XEIPIOPOU prXavisy

Aev paypatotToinBnkav PEAETEG OXETIKA PE TIG eTIOPACEIG OTNV IKAVOTNTA 00YNaNg Kal
XEIPIGOU pnxavwy, QoT1600, evOEXETAl VA TTAPOUCIACTOUV QVETTIBUNTEG EVEPYEIEG (TT.X
aAAepyikEg avTidpaacelg, {aAn, OTTAOPOI), OF OTTOIEG PTTOPET va ETTNPEACOUV TNV IKAVOTNTA
odryNaong kai XEIpIopou pnxavwy (BAETTE TTapdypago 4.8).

4.8 AvemBipnTEG EVEPYELIES
O1 moio ouxva avagepBeioeg avermBupunteg evépyeieg (AE) eivar didppoia, vautia kal €JJeTog

O1 AE a1106 KAIVIKEG DOKIPEG KaI PETEYKPITIKR TTapakoAouBnon pe 1o Ovopa 1TpoidvTog,
Tagivopndnkav ocupgwva pe v Katnyopia opydavau cuotApatog kard MedDRA xai
TTapatiBevial TTapakaTw.

MNa1tnv 1a§ivopnon Twv avemBUPNTWY EVEPYEIWV XPNOILOTTOINBNKAV O TTapakdTw OPOAOYiEG.
MoAu ouxvég (21/10)

2UyVvEC (21/100 €wg <1/10)

Oyx1 ouxveg (21/1.000 ¢wg <1/100)

211aVIEG (21/10 000 €wg <1/1.000)

[ToAU omrdvieg (<1/10.000)

AyvwaoTtn ouxvornta (dev pttopei va uttohoyioTei armo 1a diabioipa dedopéva)

] BAEvvOyovOoDE pUanKA kavTiviiaon TUXVEC

Yrepavantuén yn euaiodbniwy opyaviopwy Ayvworn

AlgTapay£g 10U GIHOTIOINTIKOU KA1 TOU AEUQIKGU GUOTALATOC

AvaoTpéypn AeukoTTevia ZTTaVIEC
(oupTtre prhapBavopf v OUdETE POTTE viag) ) |
_OpopBokuttaporievia LTTAVIES e N
AvaoToEWILI OKOKKIOKUTTApUiia Ayvworn
. AlOAUTIKF avaipio Ayvworn
rﬁapom:rc:ps’:vcn; xp()vo§ aipoppayiag kai AyvwaTn
XpOvog TTpoBpopRivng i
AlaTapaxéc 10U avoooTTOINTIKOU GUTTAUATOS | - N
AVYEIOVEUPWTIKO 0idnua Ayvworn
Avaguiatia AyvwaTn
2UvOpoUo opoIGlov UE OPOVOCia AyVwWoTn
Ayyeiaxn uriepevanoOnaia Ayvworn

AlTAaYEC TOU VEURIKOU CUOTAUATOC

Z8An Ox1 ouyveg S
Kepahahyia Oxt OUxvEg

Avaotpéyin utrepdpagtnplotnia AyviwoTn I
Inaouoi’ AyvwaoTn

MQTAPOYEC TOU yAOTREVTERIKOU CUTTAUATIOC

L
)
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Aigppoia - - Tuyvic - '
Nautia® [ Zuxvig -
Epetog Yuxvig B

| Auogrieyia Oxiouxvég ]
KoAinda axenddpevr e 10 avnipiotike’ AyvwoTn |
MeAavr| 1pIxwit] yAwooa , | Ayvwarn e o
ATIOX pWHATIONOE TWV dovtitov® AyviioTn

AIQTapaYEC TOU ATIGTOC KOLTWV XOANQODWY

AufRosic AST kailf ALT® Ox1 ouxvig e .
Hmatinda’ Ayvwortn ]
XohooTtatikde ikTepog’ Ayvwatn

Aatapayfc 1ou dEpparog Kai 10U utroddptov 1010y

 AcppaTiko e£GVenua Oyiouxvéc ]
Kvrouog o Oyx1 guxvéc ) |
| Kvidwon Oyouxvég |
| MoAypopgoepupa | Zmavieg
Zuvbpopo Stevens-Johnson B Ayvwoin
_Togikr) emmide ppixn vekpoAuor __IAywom
Nopgoluywdng amogoMbwnikA depparinda | Ayvworn ]
FOﬁEiO YEVIKEUpPEVR ££QVBNUaTIKD Ayvwaorn

pAukTaivwon (AGEP)"

| DIa10paYEs TWV VEQPLWV KAl TWV QUDOPopWY odwy
Nlapeon vegpinda o | Ayvwarn
KpuaTtahAoupia® - Ayvwortn
' BAéTie TTapaypago 4.4
2 BAéTe TTapdypago 4.4
3 H vautia oxeTideTal guxvotepa pE UYNABTEPEC BOOEIC AapBavopEvec attd 10 aTopa. Av or
yaotpeviepikég diatapayéc eival EkdnAeg, HITOPOUV va TEPIoPIcTOUV pe TN Afyn Tou Ovopa
TTPOTOVTOG OTNV apxf Tou yeUPaTOoC.
4 Zupme pidapBavopévng 1ng weudopepBpavwdoug kKOATSAg kal TG aipopPayIkig KoAindag
gBAa’m mapaypapo 4.4)

Emipaveiakdg atroxpwpatniopdg Twv Soviiwy £xel avage pBei TToAU a1ravia og Taidid. H kaAn
OTOpATIKN
uylIvi TTpoAapfavel Tov atrox pwpatigpo, kabwes auviBwg atrokabiatatal pe 1o BoupTaioua
Twv OVTIWV.
® Mia pérpia augnan oe AST kai/fy ALT éxel onpeiwBei og aoBeveic mou éAaBav avrifioTika 1ng
Karnyopiag B-Aax1apng, aAAd n onuacia autwy Twv EUpnUATWY £ival ayvwarTn.
! AuTég 01 aveTmIBUPNTEG EVEPYEIEG £XOUV ONUEIWBEI pE AAAEG TTEVIKIAIVES KAl KEPAAOOTIOPIVES
gBAins 1Tapdypayo 4.4).

Av avagepBei oroiadnitrote deppanikr aviidpaon uttepeuaicBnaiag, n Bepameia Ba TTPETIEN
va Siakomtetal (BAETTE Tapdypago 4.4).
9 BAéTIE TApAypao 4.9
'® BAéTre TrTapaypapo 4.4
| "' BAéTie mapaypagoug 4.3 k44

49 Ymepdooohroyia

ZupTriwpara ko ongeia utrepdogoroyiag

M1ropei va p@aviaTolv yaoTpeviepika cuptTTwpata kal diarapaxr| Tou I00{uyiou Uypwy Kal
nAexkTpoAutwv. ‘Exer rapatnenBei oxnuatiopds kpuaoTahAwv apogikidiving o1a oUpa, o 0T10iog,
eviote, odnyei ot veppikn avettapkela {BAETTe 1Tapaypago 4.4).

Z1raopoi PTTopEi va eg@aviatolv oe aoBeveig pe dratapaxr) 1nNg ve@pikng Acitoupyiag n) o
autoUg TTou AapBdavouv uyniég 66o¢eIg.
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:Ele avagepBei o1 n apolikiAivn kaBifavel o€ oupokaBEeTHPES, KUPIWG PETA aTTd evOopAtBia
XOpryNnon HeyaAwv dOCewv. Oa TPETTEl va TNPEITAl TOKTIKOG EAEYXOG BaToOTnIag (BAETTE
Tapdypao 4.4)

Ocparreio dnAnnpiaonc

Ta yaoTpevTEPIKA CUPTITWHPATA PTTOPOUV VA QVTIPETWTTIOTOUV CUNTITWHATIKA, divovTag
TIPOOOX| OTO I00JUYIO VEPOU/NAEKTPOAUTWV.

H spofikihivn/kAaBouAavikd o&U pTropei va atmmopakpuvBei amo 1NV kukAopopia e
aippokabapon.

5. OAPMAKOAOINIKEZ IAIOTHTEZ

51 ®appaxoduvapikic 1Bi1o1nTEg

®apakoBe pateuTikr kaTnyopia: Luvbuacopoi TTEVIKIAIVWWY, CURTTEPIAQUBAVOLEVWV TWV
aveoToAéwv B-AakTapaong, kwdikog ATC: JOTCRO2

Mnyaviouoc dpdanc

H apogikiaivn givar pia npiouvBeTIkr TTevikiAivn (avTiBloTikd pe B-AakTapn) TTou avacoTéAAEl éva n
TEPIOOOTEPA £vIUPa (OUXVA avagépovTal wg TTpwTEiveg oUvOeang Twv TevikiIAivwv, PBP) atn
BioouvBeTikr| 006 TRG BakTnpiakrig TETTIOOYAUKAVAG, N OTT0Ia ATTOTEAET QvaTTOCTIACTO SOPIKO
ougTaTIKO TOU BakTrjpiakou KUTTApIKoU ToIXWHATOG. H avacoToAr Trg ouvBeong
memTidoyAukavng odnyei oTnv amoduvapwaon 10U KUTTAaPIKkoU ToIXwAaTog, r oTroia cuyxva
akoAouBgital amd kuTTapoAucn kal Bavarto.

H apo&ikiAivn givar euaicBnin atnv amodopnon amo B-Aak1apdceg TTou TTapayovial amoé
avBekTIka BakTrpia kai, eTmopévwg, dev eival paaTikr) ammo pdvn NG Evavi Opyaviopwy TTou
TTapayouv TéToia £vqupa.

To khaBouAavikd o&u eival pia B-AakTapn Tou oxeTiCeTa) DOPIKA PE TTEVIKIAIVEG. ATTEVEPYOTTOIEI
opiopéva évlupa Tng B-AakTapdong amoTpETToviag, we £k ToUToU, TNV adpavoTtioinon 1nNg

apoikiivng. To kAaBouAavikd o§u pepovwpéva Oev aokei KAIVIKA XpROIHr avTiBakTnpIakr)
emidpaon.

2yton PK/PD

O xpovog avw TnG £AaxI0TNG avacTaATikhg ouykévipwong (T>MIC) Bewpeital 611 gival ©
peilwv kKaBopIOTIKOG TTAPAYOVTIAg AmmoTeEAECPATIKOTNTAS YIA TNV QPOgIKIAivn.

Mnyaviguoi aviictaong

01 800 kUpIoI Pnxaviopoi aviiotaong oTnv apogikiAivn/To kAaBouAaviké o&u civar:

. AbpavoToinon amo ekeiveg TI¢ BakTnpiakeg B-AakTapdoeg mou dev avaoTéAAovial ol
idie¢ ammo kAofBouAaviko ofu, cupTepiAapfavopévwy Twv katnyopiwv B, C kar D

. MeTtaoAr Twv PBP, n omoia peiwver 1n ouyyéveia tou aviifaktnpiakol mapdyovia yia
10 OTOXO.

H pn diatrepatotnia Bakirpiwv f) pnxaviopoi aviAiag £kporig JTTopEei va TTPOKAAE Couv
BakTnptakn aviioracn r) va cuvieAégouv oe auTr, 1diaitepa oe Gram-apvnTika Baxkifpia.

(3]
w
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Znpeia digkomng

Ta anpeia diakotriic MIC yia trv apogikiAivn/to kAaBouhaviké oy tivar ekeiva Tng EupwITaikfg
Emrportrg yia Toug Avtilikpofiakoug EAéyxoug EuaioBnoiag {EUCAST)

Opyaviopég Znpeia Siakoning evaigBnoiag (pg/ml) ]
EuaigBnrog Evdiauecog AVBEKTIKOG
Haemophilus influenzae’ <1 - >1 ]
Moraxella catarrhalis’ <1 - >1 ]
Staphylococcus aureus * <2 - >2 ]
Streptococcus A, B, C, G <025 | >025
Streptococcus pneumoniae’ <05 1-2 >2

O ava@epOpEVEG TILEG €ival yIa TIC OUYKEVTPWOEIG ApogikINivig. [ia Toug okoTToug Twv
EALyXwv euaioBnaiag, n ouykévipwon KAhaBouAavikou o§éog opietar ata 2 mg/l

O1 avagepopeveg TipEG ival yia Tig ouykevipwoeig O&akiAivig.
o TIgég Twv onueiwv H1IakoTTAG aTov TTivaka Baai{ovial ata anueia d1akorTrg ¢ ApTTIKIAIVAG
* O mipéc Twv onpgiwv diakoTTA¢ atov Trivaka Baagilovial ata onpeia SIaKoTTAC TN¢
BevfuhoTtevikiAivig.

O emmmroAagpog avtioraang evoexouévwg TToikiAe) avaloya He TRV TTEPIOXH) KAl TOV XPOVO Yia
£TMAeY

Kata 1n Bepatreia ooBapwyv Aoipwewv. Avaloya He TI aTTaITRoEIg, Ba TTpéTTel va dnteital n
auvdpopr £13iIkoU 61av o TomkdG e MITToAaoO¢ avriotaang diakuBever Tr xpnaIgdTnTa 10U
TTapAyovTa TOUAGXIOTOV GE OPIOHEVOUG TUTTOUG AOIWEEWV.

Iuvﬁ@w{ébaioema £idn

AgpOBI01 Gram-BeTIKOI LIKDOOpYaVIOLIOi

Staphylococcus aureus (guaiaBnrog otn peBIkIAiv)$
Streptococcus pneumoniae’

Streptococcus pyogenes ka1 GhAoI B-aigoAUTIKOI GTPETTTOKOKKOI

Aep6Biol Gram-apvnTiKol YK poopyaviguol
Haemophilus influenzae’
Moraxella catarrhalis

Eidn yia 10 omoia q £WiKINTA QVIigTaon YTTopEi va amoteAei TpOBANUa

AcpORiol Gram-apvnukoi YIKPoopyaviguol
Klebsiella pneumoniae

Evdoyevwe avBexTikoi opyaviouoi

AcpoBiol Gram-apviTikol IKpOOPYQVIgLOI
Legionella pneumophila

AoIToi Jixpoopyaviguol
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ OAo1 o1 avBekTIKoi 01N PEBIKIAivVI) OTaPUASKOKKOI €ival avBeKTIKOI OTNV
apofikihivn/kAaBouAaviké ofu.
"Auto 10 okevagpa apogikidivng/khaBoulavikot o&éog eivar kataAAnAo yia Tnv BepaTieia Tou
Streptococcus pneumoniae 110U gival avBekTIKOG TNV TIEVIKIAIVI OTIG EYKEKPIPEVES evOEiLEIg
6vo (BAérTe mapaypago 4.1).
ZTEAEXN pE peiwpévn euaiodnaoia £xouv avagepBei oe opiopéveg Xwpeg 16 EE pe auxvornra
yeyoAutepn anig 10%.
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5.2 Qoppakoduvapikéc 1I016TnTEC

ATroppogYnan

H apogikiAivn kai 1o kAaBouAavikd o&u diaAuovTal TTARPpwS ae udaTikd didAupa Pe PUOIOAOYIKO
pH. Kai 1a duo quatatik@ amoppopuivial YpAyopa Kai kaAG péow 1ng odou xoprynang amo 10
atopa. H amoppodepnaorn 1ng apogikiAivng/tou kAaBouAavikou o&éog BeATiaTomroleital 61av
AapBavetar otnv apyr evog yeupatog. Meta ané xopriynarn and 1o o16pa, n apogikiAivn kai 10
kAaBouAaviko o&u tivar Trepitou 70% PiodtaBéoipa Ta TPo@iA TAGOpAaTog kal Twv dUo
auaTtartikwy eivair Tapdpola kar o XpOvogs Ewg T LEYIOTN CUYKEVTPWAON a10 TTAQOPQ (T ) OF
KGBe TrepiTTTWAN gival TTEPITTOU pia wpa.

H péonnpn-(SD) 1wv gappakokivnTikwy TapapéTpwy dideTar mapakatw yia 1o Ovoua
TTpoidVTOG xopnyoupevo ae 45 mg/3.2 mg/kg kaBe 12 h og maidiaTpikoug aoBEVEiG.

| Tkevaopa Crmax ! Tax AUC oy T2

(wgm) | (") (g h/ml) h |

Ovoupa ) N ApoctiKihivn

TIPOIGVTOg 15,7 } 2.0 59,8 1.4

XOpNyoupevo +7.7 | {1.0-4.0) +20,0 +0.35

we B KAaBouhavikd 0¢0

45 mg/kg AMX 17 11 a0 | 1.1

kal 3,2 mg/kg +009 (1.0-4.0) +1.9 +029

CAg ava }

12wpo . {

AMX — apofikihivny, CA — kAaBouAiavikd oty

" Méan mipn (£0pog) e _

O) ouykevipwaeig TG apogikiAivng kai Tou kAaBouAavikou o§Eog atov opod, 01 OTT0IEG
emiTuyxavovtar pe apogikiAivn/kAaBouAaviko o&u, eivar TTapopoIEg PE EKEIVES TTOU TTapAyovTal
amod TNV amoé 10U g10HAaTog Xoprynaon 100duvapuwyv 6daewv apolikiAivng r kAaBouAavikou
o&tog pepovwpiva

Karavoun

Mepimou 25% 10U GUVOAIKOU kKAaBouAavikou o&£og aTo TTAacua kai 18% Tng auvoAikng
apogikiAivng ato TAaopa ouvdietar pe mpwieiveg. O ep@avig OyYkog kaTavopng eivail mepitmou
0,3-0,4 I/kg yia 1nv apogikiAivr kail mepimou 0,2 I/kg yia 1o kAaBouAaviko ogu.

Meta ammd evbopALBia xopriynon, 1000 n apogikiAivi) oo kai 10 kAaBouAavikd ofu Bpédnkav
a1tn XoAndoxo kuaTry, ot yaatpikd 1010, a1o OEppa, a10 AiTTog, g€ puikoug 10ToUG, Ot
apBpoaieAikd kal TTEPITOVAIKO UyPO, aTn XOAN kal g€ TTUov. H apolikiAivr) dev kataveépeTal
IKQVOTTOINTIKA OTO £YKEPAAOVWTIAIO LYPO.

ATIO peAéTeg ae {wa Oev uTTapyouv evOEIEEIG yIa anpavTikh KATakpaTNon TOUG IGTOUG UAIKOU
Tou TTpoEpxeTal amd 10 PpAppPaKo yia ommoiodnAToTe cuatatikd. H apogikiAivn, OTTwg o
TIEPICOOTEPEG TTEVIKIAIVEG, UTTOPEI va avixveuBei 010 punTpikd yaAa. 210 pnTpik6d yaAa pmropouv
£TMioNg va evioTniaTouv ixvn kAapouAavikou ofgog (BAETTE TapAaypago 4.6).

Toéoo n apolikidiviy 6oo kal Top kKAaBouAavikd ofu £xouv Oeifel va diatrepvouv Tov ppaypd Tou
mAakouvta (BAéTe Tapdypago 4.6).

Bioye1aoxnuaniauog

H apo&ikiAivn ammoaAAeTal ev pgEpel o1a oUPa WG Avevepyo TTEVIKIAAOIKO 0§V o€ TToadTNTEG TTOU
icoduvapouyv péxpl 10 £wg 25% 1ng apxikng d0ang. To kAaBouAaviko ofu peTafoAileTal
gxTeTapéva aTov AvBpwTtTo kal amoBAAAeTal ata oUpa kai 1a kOTTpava wg diogeidio Tou
GvBpaka ot amoBaiAdpeva aipia.
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Ano@oXn‘

H kUpia 066¢ amoBoAAG yia TRV apodikiAivn gival PECW TWV VEQPWV, £VW YIa T0 KAaBouAaviko
o8 gival kal pe vePPIKOUG KAl PE PN VEQPPIKOUG PNXAvIoPoug.

H apofixiAivn/kAaBouhaviko o0&l £xer péan npiIdwr} amoBoAng KaTa TTPOOEyYYIoN Pia wpa Kai
péon oAikr kABapon kata mpoaotyyion 25 Ith ae uyif dropa. Mepimou 10 60 £wg 70% Tng
apodikiAivng kal Trepitrou 10 40 €wg 65% Tou KAaBouAavikol o&€og ammoBaAAeTar avaAloiwTo
aT1aoupa Kkata 11§ MPwTeG 6 h peTd amd 1 Xopriynan PePovwpEvwy digkiwv Ovopa Tpoidviog
250 mg/125 mg 1) 500 mg/125 mg. Aiagopeg peAéTeg Exouv diatTioTwael 611 i ammofoAR oTa
oupa gival 50-85% yia v apo&ikiAivn kal armé 27-60% yia 1o kAaBouAaviko oéu péoa og
81d0TNpa 24 wpwv. ZTnv MePIMTwaon 1ou kKAaBouAavikou o€Eog, n pEyaAlTepn TTO0OTNTA TOU
(pappakou atmmoBAAAETal KATA TIG TTPWTEG 2 WPEG PETA ATTO T XOprynon.

H mapdAAnAn xprian mpoPeveaidng kaBuatepei TNV ammoBoAr apoikiAivng, arid dev
xkaBuoTepei TN vepiki amoBoAr kAaBoulavikol o&tog (BAETTe Tapdypago 4.5).

HAikia

H ninwn) atroBoAng 1ng apofikiAivng givar mapdpoia ora raidid nAikiag 3 pnvwy TrepITTou £wg
2 £TWv pe 1a peyaAuTepa aidid kar evnAikoug. 21a oAU veapd maidid (epiAapBavopivwv
TWV VEOYEVVNTWV) KATA TNV 11pWTn £0opdda 1ng wrig Toug, 70 didoTnpa xopRynong dev Ba
npéTrel va uttepRaivel TIg BU0 PopEg TNV NUEPa Adyw TNG avwpipoTnTag TNG vePpiknig odou
artkkpiong. E@ocov ol nAikiwpévol aabeveig eival TiBavoTepo va 11Tapouciadouv PEIWpPEvn
vepikn Aeitoupyia, Ba péttel va doBei mpoooxn o1nv emAoyr Tng doong kal prropei va givai
xpPNRoIpn n 11TapakoAolBnan 1ng vePpIkng AeiToupyiag.

Pulo

Merda an6 xopriynon amd 1o atopa apofikidivng/kAaoulavikou oéog ae uyicic avdpeg kai
YUvaikeg, 10 @UAO dev TTapouoiddel onpavTikn emidpacn oTn YApPaKoKIVITIKN, €iTE TNG
apogikiAivng, €ite Tou kKAaBouAavikou o&tog.

Neppik) SugAsitoupyia

H ouvoAikry kd@Bapan 1ng apofikiAivng/Tou kKAaBouAavikou o£0¢ aTov 0po peIwveETal KaT'
avaloyia pe Tn peiovpevn ve@pikn Aciroupyia. H peiwan 1ng kABapaong 1ou ¢appdkou givai mo
£xOnAn yia 1nv apoéikiAivi og axéan pe 170 kAaBouAavikd ofu kaBwg péow NG veppikrg odou
atmoBAAAeTar PeyaAuTepo TTO00ATO apoéikiAivng. Zuvemmwg, oTn veppikn SuaAciToupyia, o
0oacIg TpeTrel va TTpoAapBAavouv Trv dagkoTtn cucawpeuan apgofikiAiving kar va diatnpouv
mapaAnAa eapkn emmitreda kAaBouAavikou offog (BAETTe TTapdaypago 4.2).

Hnankr dugAsitoupyia

A0Beveig pe nirankr duoAeitoupyia Ba TTpéTrel va AapBavouv ddon pe TTpoooxn kail 6a TTpETTel
va mapakoAouBeital n nITaTikn Acitoupyia avda taxktd diacTRpata.

5.3 MpokAivixd dedopéva yia Tnv acypdAcia

Mn kAivika dedopéva dev amTokaAUTITOUV KATTOI0V £101KO KivOUVO Yia Tov AvBpwTtio pe Baan
peAETEC @appakoloyiag aapdAeiag, yovidioto€ikoTnTag kal 1o€ikdTNTag oTnv avartapaywyixkn
IKavoTnTa.

MeAéTeg 10§)IkOTNTAg £TTavaAnTITIkWwv BOCEWV TTOU TTpaypaToTroénkav oe okUAOUG pE
apo&)kihivry/kAaBouAavikd ofu, katadeikvuouv yaoTpikd epeBiapd kal EpETo KAl

aroxpwpaTtiopivn yAwaoaoa.

Oev €xouv die€axBei peAéTeg kapkivoyéveang pe 1o Ovopa Tpoidviog 1 1a cuaTanikd Tou.
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6. OAPMAKEYTIKEZ NAHPO®OPIEZ

6.1 KardAoyog exdoXwv

6.2 Acvupardéinreg

6.3  AMidpkeia {wiig

AAYEVI-E.4250-13/4
(Z24«)

6.4  Ibwitepeg Mpo@uAdEag kaTa TV PUAaln TOu TTPOIGVTOG

6.5 ®UOrN KAl CUOTATIKA TOU TTERIEKTN

6.6 ISiaitepeg TPOQUAGEEIC aTTOpppPng Xal GAAOG XEIpIOPOS

Kapia e8ikn uroxpéwon

EAéyxere 011 10 c@payiopa eivai aBIkTo TTPIV atTo T XPAOT. AVAKIVEITE TN QIGAN yia va
ZekOANRO €l N KOVIG. MNPoCBEcTE VEPS (OTTWG EVDEIKVUTAI TTAPAKATW), AVACTPEYTE KAl
avakiviioTe kahd. EVaAAQKTIKA yeUIOTE T @IAAN e VEPO PEXPI Aiyo TTapakATw aTTo TN Xapayn
gtV ETIKETA TNG QIAANG, QVACTPEWTE KA1 QVAKIVIOTE KaAd. ZT1) CUVEXEIQ YEPIOTE PE VEPO

akpIBug TN Xapayr), avacTpeWTe Kal TTAAl aQvakivioTe kahd
Mepieknixd1NIQ 1 Oykoc vepou wou wpETei va | TEMKOC OYKOC avacuaTapévou

TTpooT1eBEi yia 1nv
avaougragn {mi)

AgpBavopevou and 10 g1HPa
svaiwpnuaroc (mi)

600 mg/42.9 mg/imi 50 s
L o 75
a0 100
135 150

AvakiviioTe kaAd Tn @IAAn Tpiv ard kaBe dodaon.

7. KATOXOZX THI AAEIAL KYKAO®OPIAZ

8. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAZ

9. HMEPOMHNIA NPQTHI ErKPIZHI / ANANEQIHI THI AAEIAZ

10. HMEPOMHNIA ANAGEQPHIHI TOY KEIMENOY
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H.1.H Nepidnyn XapakinpioTikwy Tou fpoidvIog QAPPAKEUTIKWY TTPOIOVIWVY  TTOU TTEPIEXOUV
Opaotikd ouotatik6 AMOXYCILLIN + CLAVULANIC ACID, Aiokio gAeyxopevng
amobéopeuong 1000mg/62,5mg/tab opideral wg e&§AG:

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZX

Ovopa mpoidvrog 1000 mg/62.5 mg diokia eAeyxopevng amodéapeuong

2, NOIOTIKH KAI NOXOTIKH tYNOELIH

KaBe diokio eAeyxopevng amodiopeuong Trepié xel Amoxycillin trihydrate ou avnioToixei o

Amoxicillin 562.5 mg + Amoxicillin sodium TTou avTtioToixei ae Amoxicillin 437.5 mg +

Clavulanate potassium mou avtioToixei og Clavulanic acid 62.5 mg

Ma 1ov mARpn kardhoyo Twv exkdoxwv, BA. Tapaypago 6.1.

3. ®APMAKEYTIKH MOP®H

Qokio eEAeyxOpevng aTodéopeuong.

4. KAINIKEZ NAHPO®OPIEX
4.1 Oepoarreunikég evoeifeig

To Ovopa mpoidvTog evoeikvuTal yia Tnv BepaTreia Mg eEWVOOOKOMIAaKNG TTVEUOVIQg O€
eviAIKEG kar e@Roug NAIkiag TOUAQXIOTOV 16 £TWV, TTOU TTPOKARBNKE i THIGTEUETC! OTH
TIpokAfBNke ammd avBekTikd aTnv TevikIAivy Streptococcus pneumoniae (BAéTTe TTapAypago
5.1).

©a mpémel va Aapfavovial uTrown ol eTTionPeg 0dnyieg ava@opika We Tnv kat@hAnAn xprRaon
avTiBaxInpIakwy TapayovIiwy.

4.2 Aoooloyia kal TPOTTOg XOpRYNONG

01 860¢1¢ exppalovial e OAO 10 KEIPEVO WG TTPOG TO TTEPIEXOUEVO O€ apogikihiviy/kAaBouAlaviko
0&U pe e€aipean 61av o1 ooeig dAWVOVTAl WG TTPOG £va HEPOVWHEVO UOTATIKO.

H 86an Ovopa mpoidviog Tou £mAEyeTal yia 1r BepaTreia piag Hepovwpévng Aoipwéng 6a
TTPETTEl va AapBaver uttoyn:

. Ta avapevopeva maboyodva kal Tnv mBavr) Toug euaiobnaia oe avTiBakTnPIakoug
TTapayovTeg (BAETTe Tapaypago 4.4)

. Tn BapoTtnTa kal 10 onpEio NG Aoipwéng

. Tnv nAikia, 10 Bapog kal 1 ve@pikh AciToupyia Tou aoBevoulg, 6TTwG paiveTal TapakaTw

H Bepameia Sev Ba mpéTrel va eTmekTaBei TEpav Twyv 14 nuepwyv Xwpig emavegETaan (BAETTE
TTapAaypago 4.4. OxETIKG pE TNV TTapatetapévn Bepatieia).

EvhAikec kal £pnBoi > 16 eTwv

Zuviotwpeveg 0OOEIG:
Ao diokia dUo Yopig TNV Nuépa yia eTTTa £wg OEka NPEPEG.

Naidid < 16 eTwv

To Ovopa mrpoioviog dev evOukveitai yia Taidid nAikiag < 16 eTwv.

HAiiwpévol
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Agv Bewpeitar amapaitnin n avampooapoyn g d6ang

Negpikr SugAeitoupyia

Agvamaiteitar avampooappoyr NG d6ong oe acBeveig pe kABapaon kpeartivivng (CrCi)
peyahutepn amd 30 mi/min.

2€ aoBeveig e kGBapon kpeamvivng pikpoTepn amd 30 miimin, n xpAon tou Ovopa mpoidviog
dev ouviotdral kaBuwg dev gival duvatr n avatpooapoyn 1ng doang

Hmankr ducAsitoupyia

Xopnynory pe Tpoooxr kal EAEyx0og TG NTTaTiKAG AeiIToupyiag o€ TaXTA xpovikad diacTthpata
(BAETTE Tapaypdgoug 4.3 kal 4.4).

Tpérog xopnynong

10 UVOPa TTPOIOVTOG TTPOOPIZETAl YIa XPACT aTro To OTONA.

XopAynon katd 1nv évapén evog yeupatog, waoTte va ehaxiotomoinBei n evoexopevn
yaotpeviepikh duoaveia kal va BeATioTotroinBei n amoppoenan 1ng apofikiAivng/tou
kAaBouAavikoU o&éog.

Tadiokia Ovopa mpoidvTog eival dixoTopoUnEVa waTe va oTrddouv ae duo ioa koppdTia yia
EUKOAIO OTnVv KaTATToon. AUTO dEv £xEI OKOTTO va PEIWOE! T 560N TNG PAPPAKEUTIKAG aywyng,
kal 1a duo koppdana mpéter va AapBavovial v idia otiyph. H ouviotwyevn d6aor) Tou Ovopa
TpoiovTog eival duo diokia duo Popég TNV NUEPa.

4.3 AVTEVOEIEEIG

YnepeuaioBnoia oTig OpacTIkEG OUCIEG OE OTTOIAdNATIOTE ATTO TIG TTEVIKIAIVEG [} OE KATTOI0 ATTO 1A
£xdoxa.

loTopikd ooBapng apeang aviidpaong utrepeuaioBnaoiag (1m.x. avaguiagia) ae dAAov B-
AakTapIkG TTapdyovia (Tr.x. KEQaAAOoTIopivn, kKapPRaTmeveun f HovoRaxkTaun).

lotopikd ikTepou/nmraniknig ducAeitoupyiag Adyw apofikihivng/kAaBouAavikou of€og (BAETTE
Tapaypago 4.8).

4.4 E181kéiG TTPOEIOOTIOIROEIG KOl TTPOPUAGEEIG KATA TN XPAON

Mpiv amo v évapén Bepareiag pe apoikiAivry/kAaBouAavikd ofu, Ba TTpeETTel va yivel
TTPOCEKTIKA Digpelvnon avagopika PE TTPONYOUPEVEG avTIOPATEIG UTTEPEUaIOBNaiag aTIg
TIEVIKINIVEG, TIG KEQAAOTTIOPIVEG i} AAAOUG TTapdyovieg pe B-Aaxktapun (BAETTe TTapaypdeoug 4.3
kai 4.8)

20Bapég kar mepioTaciakd Bavarngopeg avridpdosig utrepeuaicBnaiag (avagpuAagia) Exouv
avagpepBei oe aocBevei¢ uTTO BepaTreia pe TTevikIAivi. AuTEG O avTIOPAOEIG eival THBavoTEPO va
exdNAWBOUV OE ATopa TTOU £X0UV ICTOPIKO UTTEPEUaIcBnaiag atnv TevikIAivi kal g€ aToTTIka
aroua. Edv mapouoiaoTei pia aAAepyikA aviidpaon, n Bepatieia pe apofikiAivn/kAaBouAavikod
ofu TrpéTrel va diakomei kat va Eekivioer katdAANAn evalAakTiki Bepareia.

21NV TEPITTITWON TTou pia Aoipwén civar arrodedelypéva AGyw HIKPOOPYaVICHOU (V)
guaioBnTou(wv) oTnv apogikiAivi, 10T TTPETTEl va e§eTALETAN TO EVOEXOMEVO HETAPOPAG ATTO
apogikiAivn/kAaBoulaviko o0 oe apofikiAivn oUpPwWva PE TIG ETTIONHEG 00NnYiEG.

ZTaoyoi PTTopEi va gpgpaviotouv oe acBeveig pe dilatapaxn TG VEPPIKAG AeiToupyiag i ot
autoug TTou AapBavouv uywnAeg dooeig (BAETTe Tapdypago 4.8).
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H apofikiAiv/kAaBouAavikd 0fU Ba TTPETIEI VA GTTOQEUYETl £GV UTTAPXE! UTIOVOIa AOIHLWIBOUG
povottupfivwang, kabwg n ekdnhwaon evog IAapoeidoug eEavBRUaTog £xe1 OXETIOTE HE QUTAY
TNV T1ABnNan peTd amoé xprion apogikiAivng.

H 1autdxpovn xprion ahAotroupivoAng xarta 1n didpkeia 1ng Bepatteiag pe apofikiAivn pTTopEi
va auénoer TV mMBavoTnTa ePeaAviong alAepyikwy SepUOTIKWY aviIdPATEwv.

H maparterapévn xprion Piropei eviote va odnynoel ag umepavantuén pn evaicbniwv
HIKPOOPYQAVIOHGIV.

H epgavion katd tnv évapén 1ng Bepatreiag evog TTUPETWOOUS YEVIKEUREVOU £pUBANATOG
OXETICOPEVO PE GAUKTaIVA PTTOPET va €ival CUPTTTWHA YeVIKEUPEVOU kKnAiIdoBAaTidudoug
egavonuarog (AGEP) (BAéte Tapaypago 4.8). H avridpaon auth atmaitei Tnv SiakoTir) Tou
Ovopa TTpoidvTog kal avievdeikvutal oroiadnTroTe e1akdAoudn xoprRynan apogikiAivng.

H apogikidivn/kAaBoulavikd ofU Ba TTpETTEI va XPNOIHOTIOIEITAl pJE TIPOCOXN O¢ a0BEVEig pE

Hmatika 1mepioTanikd €xouv avagepBei kupiwg ae Appeveg kal NAIKIWHEVOUG agBeveig kal
pT11OpEi Va oxeTifovial ye TTapatetapévn Beparreia. TEtoia TTEPIOTATIKG TTOAU OTTAVIA £X0OUV
ava@epBei oe TTAIdIG. Z€ OAOUG Toug TTANBUCHOUG, Ta ONEId KAl CUNTITWHATA GuvhBwg
epgavifovial kar@ 1n didpkeia f Aiyo PeET@ TNV BepaTieia, aAAG o€ OPICHEVES TTEPITITWOEIG
PTTOpPEi va Pnv yivouv aviIAnTiTa péxpl apkeTég eBOopadeg perd 1n diakotTr 1nG Beparieiag.
ZuvnBwg eival avaoTpéyipa. Ta nmanka mepIoTaTika pTopei va eival coBapad kal ae eEaipeTika
OTIAVIEG TTEPITITWOEIG, £X0UV avagepBei Bavartol. Autoi oxedov TTavia ouvéBnoav ot aoBeveig
pe ooBapr UTTOKEiPEVN TTABNON ) pe TTApdAnAn Afyn @appdkwyv yvwaTwy yia 1nv duvnTikd
.8).

Zuoxen¢opevn pe avniBiotikd koAimda €xel avagepBei axedOV pe OAOUG TOUG avTIRakTNPIakoUg
TTapAYOVTEG Kal PTTOPEI N BapuTnTd TNG va KupaiveTal amé ATNa €wg aTmeiAnTikyg yia 1n {wn)
(BAé1Te TOpdypago 4.8). Emopévwg, eival onpavtikd va £££1adeTal 1o evOEXOPEVO QUTAS TNG
diayvwaong oe agBeveig TTou TTapouacialouv didppoia kata 1n diapkeia 1rg Xoprnynong
OTIOWVONTTOTE aVTIRIOTIKWY ) HETA ATTO AQUTA. 21NV TTEPITTTWAN TTOU ePgavioBei koAinda
oxeniOpevn PE T0 avTIBIOTIKO, N Xoprynon apofikiAivng/kAaBouAavikou ofEog TPETTEl va
OiakoTiei apeaa, va Intnbei n cupPBouAn yiaTpou kal va apyioel n kaTAAANAn Beparreia. Ze autn
TNV TTEPITTTWAON avievdeikvuTal N XPHOnN avTi TTEPIGTAATIKUIV QAPHAKWV.

Kard 1n didpkeia traparetapévng Beparreiag evoeikvutal TepI1odikh agioAdynan Twv AgiIToupyiwv
TWV OPYaVIKWV CUCTANATWY, GUUTTEPIAGUBAVOPEVWYV TNG VEPPIKIFG, NTTOTIKAG KAl AINOTIOINTIKAG
Aeitoupyiag.

2maviwg £xel avagepBei ETTIUAKUVAN Tou XpOvou TTpoBpouRivng o aoBeveic TTou AapBavouv

apogikidivn/khaBouAavikd ofu. ©a Tpértel va egapuoleTal katdAAnAn TtTapakoAouBbnon étav

Xopnyouvial Tautoxpova avimnkiikd. EvOExeral va xpeiaaTolv avarmpooapuoyEg 1ng doang

Twv AapBavopevwy artro 10 GTOHA AVTITINKTIKWY, WOoTE va diatnpeital 1o emBupunTtd eTiTredo
4.8).

Aev amraiteital avarrpooappoyr 1ng d6ang Ttou Ovopa TTpoidviog ot acBeveig pe kdBapaon
kpeaTivivng (CrCl) peyahutepn amo 30 mi/min. To Ovopa 11poioviog dev ouvioTartal ot
aoBeveic pe kABapan kpeaTivivng pikpotepn amd 30 mimin.

Z¢ aoBeveig pe peIwpEvn TTapaywyry oupwv, TTOAU aTravia £xel TTapatnpnBei kpuatahhoupia
KUPIWG HE TTapeVTEPIKA BepaTtieia. Kartad mn xopAynon uwnAwv doacwv apogikiAivng,
evdeikvutal n diatripnon £TTapkoUg TTPOCANYNG UYPWV Kal TTapaywyrng oupwv yia va Peiwbein
mBavoTnTa aXNParnopou kpuoTaAAwv apogikiAivng ata oUpa. Ze aoBeveig pe OUPOKABETAPEG,
Ba TpéTTel va Tnpeital TakTIkOg EAeyxog Batotntag (BAETe TTapaypago 4.9).

apogikiAivn, Ba TTpETTEl va xpnaipottolouvTal eviupatikég péBodor pe

ofe1daon 1N¢ YAukOZNG kata Tov £Aeyxo yia TTapouadia yAukodng ot1a oUpa €110 Wweudwg
BTk aTTOTEAEOUATA PITOPET VA TTAPOUCIACTOUV pE pn eviupaTikég peBOdoUC.
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H mapouacia kAaBouAavikou o&éog a1o Ovopa TTpoidviog LITTOPEi va TTPOKAAECE! n 101K
ouvdeon 1gG kal Aeukwpartiving e epuBPOKUTTAPIKES PEPPBPAVES KAl va 00Nnynaoel o€ Yeudn
BeTikd €Aeyxo Coombs.

YT apxouv avagopEg BeTikwv ammoTeAeopdtwy Le 10 1€01 Bio-Rad Laboratories Platelia
Aspergillus EIA oe aoBeveig mou AappBavouv apogikidivr/kAaBouAavikd ogu, o1 otroiol 0Tn
ouvéxela BpéBnke 6T Bev gixav Aoipwgn amo Aspergillus. A1acTaupoUEVEG avTIOPATEIS |IE
TToAucakxapidia kat TToAugoupavoleg TTou Oev TTou Oev TTepIExouv Aspergillus e 10 1601 Bio-
Rad Laboratories Platelia Aspergillus EIA éxouv avagepBei. ETropévwg, BeTikd ammoteAéopara
Ookipaciwv oe agBeveic Tou Aapfdvouv apogikidivn/kAaBoulaviko ofU Ba TTpéTel va
gpunvelovTal pe TTpogoxi] kal va emBeRaidvovial e AANeG DIayvwoTIKEG PEBODOUC

AuT0 10 pappakeuTikd Tpoidv TepIExel 29.3 mg (1.3 mmol) vartpiou ava diokio. H
mpoeidotroinon autrn Ba pémel va AapBavetar uroyn amd aaBeveic Tou akoAouBouv diaira pe
eAEYXOUEVN TTEPIEKTIKOTNTA GE VATPIO.

4.5 AMNAemiSpdceig pe AAAQ QAPPAKEVTIKA TTPOIOVTA KAl AAAEG pOpPPEG
aMnAenmidpaong

AouBovoueva amd 10 OTOUA AVHTINKTIKG

AapBavopeva amo 10 GTONA AVTTINKTIKA KAl TTEVIKIAIVOU XA avTIBIOTIKA £XxOouv XpnoipoTToinBei
EUPEWG oTNV TTPA&N xwpig avapopeg arAnAemidpacng. 201000, aTn BiIBAIOYpagia uTTApXoUV
TEPITTTWOEIG auénuévou DiEBvoUg kavoviKOTTOINUEVOU AOyOouU O€ aoBEVEIG TTOU GUVTIPOUVTAI JIE
AAWn akevokoupapoAng r Bapgapivng kal g1oug OTToloug xopnyEital éva oxnua apogikiAivg.
2¢ MepITITWON TTOU givar arapaitnin n cuyxopnynon, 8a mpémer va mapakoAouBeital
TIPOCEKTIKA O XPOVOG TTpoBpouBivrg A 0 IEBVAC KavoVIKOTTOINKEVOS AOYOG LIE TNV TTPOCBAKN N
v arméoupan 1ng apogikiiivrg. EmmAtov, evOéxeTtal va gival amapaitnieg avampooapioyEg
NG 66aNg AapBavopevwy atmmo 10 0TOHA aviTINKTIKWV (BAETTE TTapaypdagoug 4.4 kai 4.8).

MeBotpe€din

O1 meviKINiveg evOEXETAI VA PEIWOOUV TV EKKPICT] HEBOTPEEATNG, YEYOVOG TTOU TTPOKAAEI
evbexopevn avgnon Togikotniag.

MNpoBeveoidn

H ouyxopnynon pe mpoPevecidon dev auviotatal. H mpoBeveaidn PEIWVEN TN VEPPIKN
ocwAnvapiakr amékkpian TnG apogikiAivng. H guyxoprynon pe poReveaoidn pmopei va auvénaosl
Kal va £mmipnkovet 1a emimeda apogikihivrg a1o aipa aAlAd ox1 Tou kAaBouhavikou oggog

4.6 Koénon xai yahouyia
Kinon

MeAéteg o€ Cua Oev kaTedeifav APECEG M EPUECEG ETTIKIVOUVEG ETTITTTWOEIG OTNV EYKUPOT UV,
o1nv avamTtuén Tou €uPRpUOU, OTOV TOKETO A OTr PeTayevvniikn avarruén (BAETe mapdypago
5.3). Nepiopiopéva otoixeia oxenka pe 1n xprion apogikiAivig/kAaBouAavikou ogéog kara n
OIdpKEIa TNG KUACEWS 0t avBpwTToug dev UTTOOEIKVUOUVAUENEVO KivOUVO CUYYEVWIV
OlapapTIWV. Ze PIa JJOVO HEAETN O€ yUvaikeg pe TTpOWPO TOKETO, TTapatnenénke o
TIPOYUAGKTIKA aywyHh e apogikiAivn/khaBouAavikd ofU uTTopei va CUTXETIOTEN e auénpévo
KivOUVO £AKOVEKPWTIKNG EVIEPOKOAITIOOC TWV vECyVWwV. H xprion TTpETTel va amogeUyeTal kata
1 dIapKEIa TNS KUNAONG, EKTOG £Av Bewpeitar ammapaitntn amd Tov yiartpo

Fohouyia

Kar o1 duo ouacieg amopailovial a1o pnTpikd ydAa (titora Oev eival yvwa1o yia 11 £mOpdaoeig
10U kKAaBoulavikou o¢£0g a1o BPEPog TTou BNAALer) ZUVETTWG, aTO BPEPog TTou BnAddel civar
mBavn n eppdvian diappoiag kar PukATIAcIkAG AoipwENG Twv BAEvvoydvwy, oTTdTE UTTopEi va

L
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XPEIaoTei va diakotiei 0 BnAacpdg. H apogikiAivry/khaBoulaviko ofu Ba TTpéTrel va
xpnoipomoieitar povo katd 1n didpkeia Tou BnAacpou peta amd afloAdynan 1ou ogéAoug/Tou
KIVOUVOU a11d TOV BEparTovia yiaTpod.

4.7 Emdpdotig atnv IkavoTnTa odrjynaris kar XEIpiooU pnxavuy

Agv TTpaypatomoinBnkav PEAETEG OXETIKA HE TIC ETTIOPACEIG OTNV IKAVOTRTa 0drynong xai
XEIPIOPOUL pnxavwyv. 01000, EvOEXETAl va TTAPOUCIACTOUV avETIBUUNTEG EVEPYEIEG (TT.X.
aMepyikég avnidpaaeig, {aAn, GTTagpoi), Ol OTTOIEG PTTOPEI va eTTNPEACOUV TV IkavoTnTa
odrynong kai Xeipigpou pnxaviwv (BAETTe TTapaypago 4.8).

4.8 AvEeTNBOPNTEG EVEPYEIEG
O1 moi0 ouxva avagepbeioeg avemBUPNTEG evEpyeieg (AE) eivar diappoia, vauTia kai EUETOG.

O AE aT16 KAIVIKEG DOKIPEG KAl HETEYKPITIKI TTapakoAouBnaon pe 1o Ovopa TpoidvTog,
1agivounBnkav ocupgpwva pe v Karnyopia opydvou ouatriparog kata MedDRA kai
TTapartiBevial mapakaTtw.

Ma tnv 1agivépnon Twv avermBupnTwy evepyeitwsv XpnaipoTTomnkav o TTapakdrw OpoAoYieg.
MoAU ouxvég (21/10)

Zuyxveég (21/100 €wg <1/10)

Oyx1 ouxvég (21/1.000 £wg <1/100)

Imavieg (21/10.000 £wg <1/1.000)

NoAu omavieg (<1/10.000)

AyvwaTtn ouxvornrta (dev pmopei va uttoAoyiaTei atro 1a SiaBéaipa dedopéva)

ACIGIEEIC KQI TTAPACITWTEIG B
BAevvoyovodepuatikn kavTiviiaorn J ZuyvEg

|

| YTEpavaTrTugn pn euaioBniwy opyaviopwy | Ayvwotn
 Alatapax£C ToU QIUOTIOINTIKOY KOl TOU AEUPIKOU QUOTAUTTOC

AvacTpiyiun Asuxomevia 2Tavieg
gupTreprhapfavopévns oudeTEpOTIEVIAC)

__©popPokuttaporevia fméveg, B
AvaoTpé wiun oKoKKIOKUTTapaIdia Ayvworin 7
AIPOAUTIKF avaiyia AyvwoTn )
Naparetapivog xp()vo$ aipoppayiag Kai AyvwaTn
Xpovog TpoBpopivng
AigTapaxf¢ 1oy avogoTIonTIKoU OUOTAUATOG
Ayyeioveu pwrikd ofdnpa AyvwoTn
Avaguhatia AyvwoTn
ZuvOpopo opoidlov pe opovooia AyvioTn
Ayyeiakn utrepeuaioBnaia Ayvwartn

AlaTapay£C ToU VEUDIKOU GUCTALIATOC

Zain Oxit ouyvég
. Kegahahyia Oxi guyveg

Avaoipéypipn utepbpactnpidTnia , Ayvwotn

rmagpoi’ AyvwoTn

AlgT0paxic Tou yaoTPEVIEDIKOY OUCTIUAGTOg

Didppoia NoAUG guyvég i
Nautia® Tuxvég ]
KolAiakd gAyoc ZUYVEC

‘Epetog Ox1 guyvég

Avomeyla Oy guxveg

KoAinda oxengopevn pe 10 aviBioniko” Ayvworn B
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Mz)xcwr‘] TpIXWIA YAWooa Ayvwotn

Alg1apay€g 10U ATTaTog Kal 1wy XOAMQopwy N
Auénoeig AST kay ALT Ox1 guyvig

Hmatinda’ AyvwoTn e

Xohootankdg ikTepoc® AyvwoTn

Aarapayéc Tou Ofpuatoc kat Tou utTobopioy 10100 !

Acppanxo ££avBnua Oxt guxvég
Kvnoudg Oy ouyvig
Kvidwan Ox1 ouyveig
[MoAUpopgo epubnua ZTTAVIEC
20vdpopo Stevens-dohnson Ayvwarn
Tolikr) enbepikh vexkpdAUoT Ayvwotn
Nopgohuywdng armogohdwrikr Oepuartinda Ayvwortn
Ofkia yevikeupévn efavenpatikn AyviooTn

@Auktaivwon (AGE P)g

Ala1apayic Twy VEQPWY KAl TWY oU pocﬁépwv OBV
Aigpeon vegpinda Ayvwortn

Kpuatahhoupia® AyvwoTn

f BAémre mapaypago 4.4
“ BAéTie TapAypago 4.4
*H vautia axeTideral ouxvoTtepa pe uwnAdTepeg d6oe1g AapBavopeveg ammo 1o atdépa. Av oi
yaoTtpeviepikéG diatapaxég eival ékdnAeg, pTmopolv va Trepiopiatolv pe 1 Afyn 1ou Ovopa
TIPOIGVTOG OTNV apxn Tou yeupaTog.
4 ZuptreptAapfBavopévng Tng weudopepBpavwdoug kOAITIOAG Kal TNG aipoppayikng koAindag
QBAénc Tapaypago 4.4)

Mia pétpia avgnon oe AST kai/f) ALT £xel onpeiwBei oe aocBeveig Tou éAafav avniBioTikd Tng
katnyopiag B-Aak1dung, aAAd n onuacia autwy Twv eupnuaTwy givar ayvworn.

AUTEG 01 QVETTIBUPNTEG EVEPYEIEG EXOUV ONPEIWBET e AAAEG TTEVIKIAIVES KOI KEPAAOOTTOPIVEG
gB)\éTTE TTapdypago 4.4).

Av avagepBei ommoiadnoTte deppaTikh avtidpaon vitepeuaiaBnaoiag, n Bepateia Ba TPETTEN
va diaxoTtrietal (BAETTE TTapAaypago 4.4).
® BAéTe TTapaypago 4.9
S BAéTE TTapaypago 4.4
"9 BAéTie rapaypégouc 4.3 ka1 4.4

49 Ymepdooohoyia

TuuTrtwuara kai anueia uttepdogoAoyiac

Mmopei va epgpaviaTolv yaaTpevTepikd gupTiiwpata kai diatapaxn Tou iI0oluyiou uypwv Kal
nAekTpoAuTwv. ‘Exel mapatnpnBei oxruanopds kpuoTdAAwv apogikihivng ota olpa, o oTToiog,
eviote, odnyei o€ veppikr aveTrapkela (BAETTE TTapAypago 4.4).

2TTQCHOi PTTOPET va epgavioTouv o€ aoBeveig pe diatapaxr NG VE@PIKNG Acitoupyiag r o
autoug TTou Aapfavouv uynAég doaeig,

‘Exer avagpepBei 611 n apolikiAivny kaBi{dvel o€ oupokaBETAPEG, KUPiWwG PETA aTTe evOOPALRIa
xopnynon peydhwyv docewv. ©a TPETTEl va TNPEiTal TakTIKGG EAeyxog BatotnTtag (BAETTE
Tapaypaqgo 4.4)

Ocpartreia dnAntnpiaonc

Ta yaoTpevIEPIKA QUPTTTWHATA PTTOPOUV va AVTIPETWITIOTOUV CUPTITWHATIKG, divovtag
TIPOCOXM OTO 1I00{UYIO VEPOU/NAEKTPOAUTWIV.
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H apo&ikiAivry/kAGBOUAQVIKO O UTTOPET Va GTTOLAKPUVBET Q1T TNV KUKAOQOPIa pE
aipokaBapan.

5. DAPMAKOAOIIKEZ IAIOTHTEZ

5.1 ®appakoSuvapikig 1IBIOTNTES

PappakoBe paTreuTIKA KATNYOPIa: ZuvOUAGCHOi TIEVIKIAIVWV, CUPTTEPIAGPBAVOPEVWV TWV
avaagtoiéwv B-Aaktapaong, kwdikog ATC: JO1CRO2

Mnyavioudc dpdonc

H apogikiAivn givar pia npiouvBeTIky TTEVIKIAiVN (avTIBioTIKG pe B-AGKTAEN) TTOU QvaaTEAAEl €va N
TEPIOCOTEPA £vIUPA (CUXVE avapeépovial wg TTpwIEiveg ouvdeang Twv TrevikiAivwy, PBP) o1n
BioouvBeTikA 006 NG BakTnpiakAg TTETTTIOOYAUKAVNG, N OTT0Ia aTTOTEAEi AvaTTOGTTAcTO JORIKO
ouaTatiko Tou BakTnpiakoU KUTTapikou ToixwpaTtog. H avaatoAn 1mg auvBeong
mennidoyAukavng odnyei aTnv arroduvapwaon Tou KUTTapikou ToiXwHartog, r oTroia guyva
akoAouBeitar ano kutTapdAucon kal Bavaro.

H apofikiAivn givar euaioBnn otnv arrodopnon amo B-Aaxk1apdceg Tou TTapdyovial amo
avBekTIKA BakTrpia kai, ETTOPEVWG, Oev eival dpaaTikr aTrd povn TG £vavTi Opyaviopwv TT0U
TIapayouv Tétoia £¢viupa.

To kAaBouAaviko ogU eivar pia B-AakTapn 1mou oxeTi(eTal HOPIKA PE TTEVIKIAIVEG. ATTEVEPYOTTOIE
opiopéva £vfupa g B-AaKTaPAong amoTpETTovVIag, WG £k TOUTOU, TRV adpavoTioinon g

apofikiAiving. To kAaBouAavikd 0&U PePOVWHEVA DEV QOKEI KAIVIKG X P CIpN GvTIBaKTNPIoKn
gmidpaon.

5xton PK/PD

O xpdvog avw NG eAGXICTNG avaoTaATIKAG cuykévipwong (T>MIC) Bewpeitar 611 eival o
peiCwv kaBop1oTikdg TTapdyoviag aTToTEAETATIKOTNTAG yia TNV apogikiAivn.

Mnyaviguoi avrigragng

01 800 KUPIOI PNYAVIOPOi avTiaTacng aTnv apogikiAivn/to kAaBouAaviko o eivar:

. AdpavoTroinan amo ekeiveg TiIg Baknpiakég B-Aaktapdaoeg 1mou dev avactéAdovral o
idieg amd kAafouAavikd ofu, oupTepIAapBavopévwy Twv katnyopiwv B, C kai D.

. MeraBoAn Twv PBP, n otroia peiwvel 1ry guyyévela Tou avTiBakinpiakou 11Tapdyovia yia
10 OT10XO.

H pn diamepardtnia BaxTnpiwyv f YNxaviopoi aviAiag EkPorig PTTOPEI Va TTPOKAAEGOUV
BakTnpiaki aviiotaon f va cuvieAécouv o€ autr, 1diaitepa oe Gram-apvnTikd Bakinipia.

Znueia diakomng

Ta onpeia daxoring MIC yia v apodikidivy/To kAaBoulaviko ogU cival exeiva e Eupwmiaixig
Emirportag yia toug Avniikpoioxoug EALyxoug Euaio8naiag (EUCAST)

Opyaviguég __inucio GiakoTng cuaioBnaoiog (ug/mi)
Euaiobnrog Evdiapeoog AVOEKTIKOG
Haemophilus influenzae’ <1 - w > 1
Moraxella calarhalis' <1 I > 1
| Staphylococcus aureus * £2 - B >2
| Streptococcus pneumoniae® <05 [ T >2
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e

E)\EV)(LUV euaioBnoiag, n ouykévipwan KAaBouAavikou o&éog opiletar ata 2 mg/l
e avapepOPEVEG TIPEG Eival YIA TIC auykevTpwaoelg OEakiAivng.
® 0 TIHES TwV gnutiwv J1akoTIf¢ oTov TTivaka Bacilovial o1a anueia diakoT g 1n¢ ApTrikihivig.

O emT0AaCpo6g aviigraang evoexopEvwg TTOIKIAEI avAAOya {E TNV TTEPIOXT) KAl TOV XPOVO YIa
emAeypéva €idn kA n TOITIKFA TTANPOPOPNON OXETIKA |IE TNV @vTioTaon eivar emBupunTR, KUpiwg
xa1a 1N Beparmeia copapwv AoipwEewv. AvdAoya pe TiIg arTaithoeig, Ba Tpétel va {nTeitat n
auvdpopn €101kou 61av o ToTTiKOG ETTITTOAQCHOG avTioTaang diakuBevel TN xpNOIPOTNTA TOU
TTapAyovia ToOUAQXIaTOV O€ OPITHEVOUG TUTTOUG AOIHWEEWV.

JuvrBuwc evaigBbria gibn

AgpbBiol Gram-BeTIK0i LHIKPOoEYaVIaUO]
Staphylococcus aureus (euaioBntog g1 HeBIkiAiv)
Streptococcus pneumoniae’

AcpbBiot Gram-opviiTIKoi Yikpoopyaviguol
Haemophilus influenzae
Moraxella catarrhalis

Eidn yia 10 o110ia 1 £TTiKINTN QvTioTagr] UITopEi va artoteAsi 1poBinua
AcpéBiol Gram-apvnTikol YIKpoopyavio ol
Klebsiella pneumoniae

Evdoyeviue avBexkTikoi opyaviguol
AcpoBiol Gram-apvnTikol ikpoopyaviouoi
Legionella pneumophila

AOITTOi YIKPOOPYAVIOLO]
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ OAoi o1 avBexTikoi aTn pEBIKIAivI) 0TapUAOKOKKOI Eival avBekTIKOi aTnV
apogixiAivn/kAaBouAaviko ofu

Aut6 10 okevaapa apoikiAivng/kAaBouAavikou o&éog eivar katadAAnAo yia Tnv Beparreia 1oy
Streptococcus pneumoniae 110U givai QvBeKTIKOG OTNV TTEVIKIAIVI) OTIG EYKEKPILEVES EVOEIEEIG

Ovo (BAETTE TTapAypago 4.1).

ITEAEXN HE pEaIWEvn euaioBnaoia £xouv avapepBei ae opiopéveg Xwpeg TG EE pe auxvotnia
peyaAutepn amo 10%.

5.2 DappakodUVaHIKEG 1IBIOTNTES

Amoppégnon

H apoéixiAivn kai 1o kAaouAavikd o&u diahvovial TTARPWE ae udaTIke BIAAUPA E PUCIOAOYIKO
pH. Kai 1a duo cuc1atikd armoppoPuwvial ypryopa kat kaAd péow 1ng odou xoprynong atro 10
atépa. H amoppognon 1ng apogikiAivng/tou kAaBouAavikou o&éog BeAtiatotroieital 61av
AaguBaverar atnv apxn evog yeupatog. MeTd ammo xopriynon ammo 10 aTopa, N apogikiAivi kai 10
khaBouAaviko o&u eivar repittou 70% Biodiabéaipa. Ta mpogiA 1TAacuaTog kal 1wv &uo
auUaTaTIKWYV Eival TTapoépoIa kai 0 xPOvoG £WG T PEYIOTN CUYKEVTPWON aT0 TTAGoUA (T may) OF
KUBe TePITTIWON Eival TTEPITTOV pia wpa.

Ta pappakokivnTik@ arroteAégpara moy £xouv emteuxBei yia Tnv apofikiAivi kal 10

kAaBouAavikd ofu peTa ato xoprynon Ovopa 1mpoidviog (2 x 1000 mg/62.5 mg epamnal doon)
Ot€ UYIEiG eVAAIKEG kAT TNV évapgn evog yeupatog TTaparibevial 1apaxkdarw:

47




AAYEN-E.4250-13/4

(24a)
Mioeg (x SD) mapdpeTpol QUEPOKOKIVATIKAG
Xopnyoupevo Abon T>MIC h Crax | Tmax® | AUC (g0, | T1/2
POPUAKEUTIKG TTPOIGV (mg) (%) (mgih) | {h) {ug.h/mi) (hy
7 Apodikiiivy |
Ovopa mpoidviog 2000 59+12 17.0 1.50 716 1.27
| 1000/62.5 mg x 2 {49 + 10) +4 (1.0-6.0) +16.5 02
KAhaBouhaviké oty
Ovopa Trpoioviog 125 ND 2.05 1.03 5.29 1.03
1000/62.5 mg x 2 +0.8 (0.75-3.0) | +155 +0.17

ND - Agv umrohoyioTnke
" Méon mipn (eupog)
L yia MIC 4 mg/l

H popen mapartetapévng amodiapeuong Ovopa Tpoidviog £xel éva jpovadiko TTpogih PK/PD.
H T>MIC mou emmiteuxBnke pe 10 Ovopa Tpoidviog Bev pmropel va emteuxBei pe 1nv idia déan
£vOg Oi10Kiou apeong arrodiapevong.

Karavouf)

Nepitrou 25% 10U OUVOAIKOU KAaBouAavikou o&tog a1o TAAoua kai 18% TG GuvoAIkrg
apogikiAivng ato TAGopa ouvdietal pe Tpwieiveg. O eppavrig OYKOog katavoung eival TePitrou
0,3-0,4 l/kg yia tnv apogikidivn kai repitrou 0,2 mg yia 10 kAaouAavikd o&u.

MeTa amd evooAEBia xoprynan, 1000 n apofixkidivi) 6ao kai 10 kAaBouAavikd ofu BpéBnkav
atn XoAndoxo KUOTH, Ot YaoTpIko 1010, a10 OEPRa, aTo AITTOG, O€ PUTKOUG 10TOUG, O€
apBpoaieAiKO Kal TTEPITOVAiKO UypO, aTn XOAn kail e TTUov. H apofikiAivn dev katavéperal
IKGvVOTTOINTIKA OTO EYKEPAAOVWTIAiIo uypo.

A6 peAéteg oe {wa dev utapyxouv evOEi§eIg yia anpaviikin kaTakpaTnan aToug IaToUg UAIKOU
TIOU TTPOEPXETAl aTTO TO PApPako yia omrolodrTmorte guotanko. H apofikidivn, 6TTwg o1
TTEPITCOTEPEG TTEVIKIAIVEG, PTTOPEI va avixveuBei 10 PnTpikO yaAa. Z1o pnipikd yadAa prropouv
£110NG va eviomioTouv ixvn kAaBouAavikou oééog (BAéTTe Tapdypago 4.6).

Biopetaoxnuanopoc

H apotikiAivn) atroBaAAeTal v pEpel aTa oUPAa wg avevepyo TTEVIKIAAOIKO 0§U O€ TTOOOTATEG TTOU
igoduvapolv péxpr 10 éwg 25% 1ng apxikng doong. To kAaBouAaviko ofu petafoAileTal
gkTETapéva oTov AvBpwTro kal armoBAAAeTal ata oUpa kai 1a kOTpava wg d10€eidio Tou
davBpaka og amoaAAopeva aépia.

AToBoAR

H kUpia 006G ammooAnRG yia TNV apogIkiAivn gival pECW TwV VEQPWY, EVW YIa TO KAGBoUAaviko
o€V civar xai pe VEQPIKOUG KAl PE P VEPPIKOUG PN Xavio JouG.

H apogikiAivi/kAaBouAaviko oy £xel péan nuiIwn atmoBOARG kaTa TTPOCEYYICN pia wpa Kai
péan ohikfy kGBapar kara pootyyion 25 Vh oe vyiry atopa. lMepitou 10 60 €wg 70% NG
apofikiAivig kai Tepitrou 70 40 £wg 65% ToU KAaBouAavikou offog ammoAaAAeTal avaAAoiwTto
ata oupa katd Tig TPWIEG 6 h peTa amd 1n xopriynon pepovwpévwy diokiwv Ovopa mpoidviog
250 mg/125 mg r; 500 mg/125 mg. AiId@opeg peAETeg £xouv DIaTmoTwael OTI r aTToBoAR o1a
oUpa eival 50-85% yia v apogikiAivi kalr ammo 27-60% yia 1o kAaBouAavikd ofu péoa oe
Sidotnpa 24 wpwv. Z1nv TepiTTTwarn Tou kKAaBouAavikou of€og, n PeyaAlTepn TTO0OTNTA TOU
Pappakou atroBAAAETal KATA TIG TTPWTEG 2 WPEG PETA QTTO TN XOPrRynon.

H mapdAAnAn xprian mpoReveaidng kaBuoTtepei 1nv ammrofoArn apodikiAivig, aAAa dev
kaBuoTtepei 1 ve@pikn atmoBoAr kAaBouAavikou oféog (BAETTE TTapaypago 4.5)
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HAikia

H nuidwn atrooAig 1n¢ apolikiAivng eivar Tapopoia ota maidid nAIkiag 3 pnvwv TTEPITou £wg
2 e1wv pe 1a peyaAutepa mardid kar evnAikoug. 21a oAU veapd aidid (TrepihapBavopivuv
Twv veoyevvnTwv) katd tnv mpwin eBdopada 1ng {wng Toug, 70 didcTnua xopnynong oev Ba
Tpéel va utrepPaivel 11 SU0 QopEG TNV NUEPA AOYW Tr¢ avwpipoTnTag 1ng veQpIkng odou
anékkpiong. Egooov or nMikiwpévor aoBeveic givar mBavoTepo va 11apouciadouv PEIwpEvVn
veppikh AeiToupyia, Ba 1rpémer va doBei TTpogoyxn oTnv emAoyn TG 60ong kal PTTopPEi va eivai
XPNoIun n 1apakoAolBnon NG vePpikng AgiToupyiag.

Negoikr Qugheitoupyia

H ouvoAikr] kaBapaon 1ng apofikihivng/Tou kAaBouAavikol oféog oTov 0pd pEIWVETAl KAT’
avaloyia pe 1N peioupevn ve@pikn Aeitoupyia. H peiwan 1ng kABapang Tou ¢appakou gival mo
£€kONAN yia v apogikihivn oe oxéon Pe 70 kAaBouAaviko of0 kabwg péow TnG VEPPIKIG 000U
amoBAAAeTal pEyaAUTEPO 1T0000TO apOIKIAiVNG. ZuveTTwg, 0T ve@pikr) duaAeitoupyia, ol
0o0¢1g TTPETTEN va TTPOAauBAvouV TNV ACKOTTN OCUCOWPEUOT apodikiAivng kal va diarnpouv
mapdAAnAa erapkni emimeda kAaBouhavikou otéog (BAéTe Tapdypago 4.2).

Hranxn dughcitoupyia

AoBeveic pe nanikn dugAsitoupyia Ba Tperrel va AapBdvouv d60n pe TTPOCOoXA kal Ba TTPETTE!
va mapakoAouBeital n nirarnikr Aciroupyia ava rakta diactrparta

5.3 NMpokAivika dedopéva yia Tnv ac@dAsia

Mn kAivika dedopéva dev arrokaAiTiTouv katolov €181kO kivouvo yia Tov dvBpwito pe Baon
HEMETEG @appakoAoyiag ao@aAeiag, yovioloTogikoTNTag Kal 10§ IkOTNTAg TNV avarapaywyikn
IkavoTnTa.

MeAéTeg To€iIkOTNTAg emavaAnTTTikwy OOCEWV TToU TTpayparorroiBnkav oe okUAOUG pE
apofixiAivn/kAafouhavikd ofu, katadelkvUouv yaoTpiko EPEBICHO KAl £UETO Kal
amoxpwHaTniopévn yYAwaooa

Aev £xouv Die€ayx Bei peAéTeg kKapkivoyEveong pe 7o Ovopa mpoidvTog fj Ta cuoTaTtikd Tou.

6. PAPMAKEYTIKEZ NAHPO®OPIEZ

6.1 KartdAoyog exdo6xwv

6.2 AocupBarornreg

6.3 Aidpkeia Jwrig

6.4 Id1aiTepeg TpOoPuUAGEEIg KaTd TNV QOAan Tou TTPOT6VTOG

6.5 @uon xal cuoTaTIKA TOU TTEPIEKTT)

6.6 181aiTEPEG TTPOPUAGEEIC aTTOPPIWPN G Kal BAAOG XEIPIO HOG

7. KATOXOZ THI AAEIAZ KYKAO®OPIAZ
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8. APIOMOZ(OIl) AAEIAZ KYKAO®OPIAL

9. HMEPOMHNIA MPQOTHI EMKPIZHI / ANANEQIHI THI AAEIAL

10. HMEPOMHNIA ANAOGEQPHIHI TOY KEIMENOY
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E.1. H NepiAnwn XapaktnpioTikwv 10U [poidvTog (pAPUAKEUTIKWY TIPOTOVIWY  TIOU TTEMEXOUV
OpaoTik6d cuotatikd AMOXYCILLIN + CLAVULANIC ACID, Koévig yia evéoipo Siaghvpa i
SiadAupa pog éyxuon 500mg/100mg & 1000mg/200mg opileTal wg e&ng:

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZ

Ovopa mpoidviog 500 mg/100 mg kovig yia evéaiuo didAupa f didAupa TTpog £yxuon

Ovopa mpoidviog 1000 mg/200 mg kovig yia eveéaiuo didAdupa i didhupa TPog £yxuon

2, NOIOTIKH KAI NOZOTIKH IYNOEXIH

Ka6e pialidio epiexel Amoxicillin Sodium + Clavulanate Poassium TTou av1ioToIxEi O

Amoxicillin 500 mg kai Clavulanic acid 100 mg i, Amoxicillin Sodium + Clavulanate Poassium

TTou avtiotoixei oe Amoxicillin 1000 mg kar Clavulanic acid 200 mg

Martov ARpn katdAoyo Twv exdoxwv, BA. Tapdypapo 6.1

3. OAPMAKOTEXNIKH MOP®H

Kévig yia evEoIuo BiaAupa f DIGAupa TIpog £y xXuan,

4. KAINIKEZ NAHPO®OPIEZ
4.1 Ogpameunikéc evdeileig

To Ovopa 1poidvTog evdeikvuTal yia 1N BEpaTieia Twy TAPakATw AoIWEEWY O€ EVAAIKOUG Kal
madid (BAé1Te Tapaypdpoug 4.2, 4.4 kar 5.1):

. ZoBapeg pIvikeg Aotpwierg, wtindeg kar TovoAaiuol (6TTwg pactoeldinda,
TTEPIAPUYOaAIKEG AoIpwEEIg, ETTYAWTTIIOO Kal TTapapivokoATTinda Tou cuvodeleTal atrd
ooBapd cuoTnpartikd onyeia kar CUPTTTWHPATA)

. Oteieg eTnNdOLIVWOEIG Xpoviag BpoyXiTdag (ETTapKws diIayvVwOopEVES)

. E¢wvoookopeiakr Trveupovia

. Kuaorinda

. Nueloveppinda

. Aeppatikég Aoipwielg kar AoIpwEEIg pahakwyv Popiwy, CUyKEKPIpEva KUTTapinda,
OAypata anoé (wa, coapd odovIIKA ATTOCTANATA PE ETTEKTEIVOUEVT KUTTAPITIOO

. Oaorikég kar apBpikég Aopwielg, 10iaitepa ooTeopueAiTida

. EvdokorAiakég Aoipwgelg

. AOIPWEEIG TWV YUVAIKEIWV YEVVHTIKWY OpYyAvwv

NpoguAagn evavi Aoipwéewv TTou cuoyeTtifovial pe Peifoveg XEIPOUPYIKEG ETTEPPRACEIC O €
£VNAIKOUG, OTTWG QUTEG TTOou TrepIAapPBAvouv:

. Faotpeviepikd cwAnva

. KoiAdtnta 1ng TMuéAou

. KepaAr) kar auxéva

. EmepBaceig otn xoAnwopo 0do

Oa TpeTTel va AapBdvovTar urdyn o ETTionpeg odnyieg ava@opika Pe v katAAAnAn xprion
avTIBaKkTNPIaKWy TTapayovIiwy.

4.2 AocoAoyia xal TpOTIOg xopriynong

O1 860¢Ig ekppalovTal 0e OAO TO KEIPEVO WG TIPOG T0 TTEPIEXOPEVO Ot apogikiAivi/kAaBouAaviko
ofu pe e€aipeon 61av o1 d6oEIg dnAwvovTal WG TTPOG EVA PEPOVWHEVO OUCTATIKO.
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H 66o0n Ovopa mpoidviog Tou eTmALyeTal yia 1n Bgpameia wiag pepovwpévng Aoipwéng 6a
mpéTel va AapBaver uttoyn:

. Ta avapevopeva maBoyova kar v meavr| Toug guaiobnaoia e avTiBakTnpIakoug
Tapayovieg (BAETTE TTapAypago 4.4)

. Tn BaputnTa kal 10 onueio TG Aoipwéng

. Tnv nAikia, 10 BApog kai 1 ve@pikrj Acitoupyia Tou aoBevoug, OTTWG PpaiveTal TTapakaTw.

H xprion evaAAaktikwv popewv Ovopa TTpoiovTog (T1.X. EKEIVEG TTOU TTAPEXOUV UYnNAOTEPEG
060o¢1g apoikiAivng i/kar diawopeTikég avaroyieg apogikiAiving TTpog kAaBouAavikd ofu) Ba
mpéTTel va Bewpeitar atrapaitntn (BAETTE TTapaypdeoug 4.4 kai 5.1).

Auth n kovig yia didAupa TTpog £yxuan Tou Ovopa TTpoidvTog TTapéxel GUVOAIKR nUepRala doan
3000 mg apogikiAivig kar 600 mg kAaBouAavikou oféog, 61av xopnyeital cUPPWVa PE TIG
TapakdTw ouotacelg. Edv BewpnBei 011 attaiteital uynAdTepn nuepnoia doon apogikiAivng,
auvioTatal va e1mAexBei pia evaAAakTikr} poper; evbo@AEBiou Ovopa TTPoidvTog, TIPOKEILEVOU
va ammoPeuxBei N xOpRynNaon TEPITTWV uPnAWv nuEPRoiwv 5ooewv kAaBouAavikou oEog.

H diapkeia 1ng Beparreiag Ba 1pétel va kaBopidetal attd TRV avianmokpiarn Tou agBevoug. TMia
pIopéveg Aoipwiéeig (T1.x. ooTeopueAinda) atrairouvtal peyaAutepeg Tie piodor Beparreiag. H
Bepatreia dev Ba TTpETEl va TTapaTteiveTal TEPav Twv 14 NuEpWV xwpig eTravegétaon (BAETTE
TapAypayo 4.4. oxETIKA PE TNV TTapareTapévn Bepareia).

Oa mrpéTrel va Aapfavovtal uttown o1 ToTTIKEG 0dnYieg avagopika pE TV KATAAANAN ouxvoThTa
¢ 860 ng apogikidivng/kAapouAavikou ogéog.

EvriAikol ka) TTaidia > 40 kg

Na v avripetwmon Twv Adoipwewv o6mmwg evdeikvuvial otnv TTapaypago 4.1 1000 mg/ 200
mg ava 8 wpeg

Ma xeipoupyiki TTpoguAialn ia diadikaoieg Sidpkeiag pixkpoTEPNE NG 1
wpag, n cuvioTwpevn 86an Ovopa TTPoidvTog
givar 1000 mg/200 mg £wg 2000 mg/200 mg
xopnyoupeva otnv eTraywyr avaioBnaoiag (O1
booeig 2000 mg/200 mg pTTOPOUV va
£mTEUXBOUV PE TN XPAACT EVAAAKTIKOU
evbowAépBiou aokeudoparog Ovopa
TTPOIOVTOG).

Ia diadikacieg diapkeiag peyaluTepng TG 1
wpag, n ouviotwpevn d6an Ovopa TPoIdvTog
IV givar 1000 mg/200 mg €wg 2000 mg/200
mg XOpnNyoupEva oTnVv emaywyr) avaiodnaoiag
He €wg 3 ddoeig 1000 mg/200 mg o€ 24 wpeg.

2a@r kAvikd anpeia Aoipwéng karta mnv
gyxeipnon 8a amaitoouv QuaioAoyikr TTopeia
evbopAEBiag ) ammd Tou atdpartog Beparreiag
HETEYXEIPNYIKG.

Naidig < 40 kg
Zuviotwypeveg dooeiC

- Maidid nAia¢ 3 erwv kai Gvw: 25 mg/S mg ava kg ava 8 wpeg.
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- Nadig nAikiac k1w Twv 3 pnvwv i Bapoucuikpdrepou Twv 4 kg 25 mg/5 mg ava kg ava 12

WPEG.

HMxiwpevor

Aev Bewpeital aTrapaitnin KATTOIQ avaTpooapuoyr 1ng doong.

Negpik dughaitoupyia

O1 avanpooapuoyég 1ng 6oang Bacifovial 010 PEYIOTO CUVIOTWHEVO ETTITIEDO apogiKIAivNg
Aegv amareitar avampooappoyn 1ng 60ong ot acBeveig pe kabaparn kpeanivivng (CrCl)

peyahutepn amd 30 mi/min.

Evaiikor kar maidia > 40 kg

CrCl: 10-30 ml/min

¥opnyoupeva SUo popeg TNV nuépa o B

ApxIkf 560N 1000 mg/200 mg kat o1 ouvéxeia 500 mg/100 mg
Xopnyoupeva duo popég TNV nEéEpa

Aipgodivhian

i

ApxikA doon 1000 mg/200 mg kar o1 cuvéxeia 500 mg/100 mg
ava 24 wpeg auv 06an 500 mg/100 mg ato 1¢Aog 11¢ divAiong
(kaBuwug PTTOPET Va Eival HEIWPEVES OF CUYKEVTPWOEIG THG

MNaidig < 40 kg

[ CrCI' 10 £wg 30 mi/min

25 mg/5 mg avd kg xopnyoUpsva avd 12 Wpeg.

CrCl < 10 mi /min

25 ma/5 mg ava kg xopryoupeva ava 24 wpeg.

AOSITMOT

25 mg/5 mg ava kg xopnyoupeva ava 24 wpeg ouv ddon
12.5 mg/2,5 mg per kg 010 T€A0G TG DivAiong (kabuig pmropei va
£lvar PEIWPEVES O CUYKEVIPUWCOEIG TNG QPOgIKIAVAG KOl Tou
xAapoulavikou offog)

Hniatikn duoAcitoupyia

Xopriynon pe TpoooXn kal EAeyxXog NG NTaTtikig AeIToupyiag o 1akTA Xpovika diacTripara
(BAéTe Tapaypdgoug 4.3 kai 4.4)

TpoTtiog xoprynong

To Ovopa mpoioviog 500 mg/100 mg Tpoopiletarl yia evoo@AERia xprian.

To Ovopa mpoioviog prropei va xopnynBei eite pe apyn evoo@AéBia évean oe diaoTnpa 3 €wg 4
min ameuBeiag o€ pia AL Ra iy péow kaBetipa A pe Eyxuon péoa oe 30 éwg 40 min. Ta Ovopa
TIPOIOVTOG Oev eivar kATAAANAO yia evdopuikh xopriynon.

21a maidia nAikiag pPikpdTEPNG Twv 3 prnvwv 6a TpéTTel va xopnyeitar Ovopa TpoidvIog povo pe

£yxuan.

H Bepameia pe Ovopa mpoidviog Ba mpéTiel va Eekiva pe £va evOoPAERiwg Xopnyoupevo
TIaPACKEUAOHA Kal va OAOKANPWVETal PE pia KaTAAANAT aT1O TOU OTOHATOG XOPNYOUPEVT
ouvBeon avaAdywg Twv avaykwv kaBe acBevoug.

43 Avtevoeileig

Ymepeuaiobnaoia omig 6pacTikég ouaieg, o€ OTTOIAdATIOTE ATTO TIG TEVIKIAIVES 1) O KATIOI0 aTiO

10 £kOOXa.

n
(V)
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loTopikd oofaprg apearg avtidpaong uTTepevaiodnaiag (m.x. avaguAagia) oe aAAov
TTapayovia pe B-Aaktapn (1m.x. kepaAoaTopivn, kapBareveépn r povopakTapn).

lotopikd iktepou/nmranikig duoAeitoupyiag Adyw apogikidivng/kAaBouAavikou oog (BAETTE
Tapaypago 4.8).

4.4 Eidikég poeiSorromjoeig kal TpopuAaielg xata 1n Xxprion

Mpiv amré v évapén Beparteiag pe apogikiAivn/kAaBouAavikd ogu Ba TTpeETTel va yive!
TTPOCEKTIKA BIEPEUVNCN avaopikd pe TTponyolpeveg aviidpAcel§ uTTEpeuaiodnaiag atig
TTEVIKIAIVEG, KEQAAOOTIOPIVEG, ] 0t GAAOUG TTapayovTeg pe B-Aaktapn (BAETTe Tapaypagoug 4.3
ka1 4.8).

JoPapég kal TepigTagiakd Bavarneodpeg avnidpdoeig uTrepeualodnaiag (avaguAagiay Exouv
avapepBei oe acBeveic UTTO Bepartreia pe TevikiAivn. Autég or avidpdaaoeig eivar mBavoTepo va
exdnAwBouv ge dTopa 10U £X0UV ISTOPIKG UTTEPEVAIOBNTIag aTnv TTEVIKIAivN kAl O AToTTIKA
dropa. Eav mapouaiaartei pia alepyiki aviidpaon, n Bepartreia pe apoikidivn/kAaBouAavikd
o&u Trpémel va diakoTrei kat va Eekiviiael katahAnAn evaAAakTikr Beparreia.

21NV TEPITTTWON TToU pia Aoipwén civar atrodedelypéva Adyw PIKpoopyaviopoU(wv)
guaiodnrou(wv) atnv apogikiAivi, 101e TTPéTTel va e€etadetar 10 evdexOpevo peTagopdg ammo
apogikiAivn/kAaBouAavikd ofu oe apogikiAivn) oUpQwva pe TIg eTTIoNPES 0dnyieg.

AuTrj n poppr) Ovopa TTpoidvTog JTToPEI va PNV gival katdAANAN 1T1pog XpRan o1av ulmdpyel
uynAog kivduvog 1a utToTIBépeva TTaboyova va £xXouv aviiotaon ge TTapayovieg pe B-AakTapn
Trou Oev diapecoAaBeital ammo B-AakTapdoeg euaiobnieg ae avaaToAr amo 1o kAaBouAavikod
0o&U (KaBwg dev eival Brabéoipa €1dika dedopéva yia T>MIC xar 1a dedopéva yia GUuykpioILES
artd Tou aTOPATOC POPWES ival opiakd, autr N Hoper (xwpig TTpOaBeTn apogikiAivn) pTTopEi va
HNv givar katahAnAn yia v Bepareia pn evaioBnrog otnv Tevikihivn S. pneumoniae.

2T1a0p0I PTTOPET VA epavioTouv oe aoBeveig pe diarapaxr 1nNG VePPIKIG Aeiroupyiag f ot
autoug TTou AopPavouv vyriAég doaeig (BAETTE TTapaypago 4.8).

H apo&ikiAivn/to kAaBouAavikd o&u Ba TTpéTTel va armogelyeTal EGv UTTAPXEl uTTOVOIa Aoipwdoug
povotTuprvwong, kabwg n exdnAwan evog Ihapoeidoug e€avlnuaTog £xel OXETIOTEI HE QUTAV
TNV TTA6Non peTa a1ié XPRan apogikiAivng.

H rautdxpovn xprion ahAotroupivoAng kata 1 didpkeia 1ng BepaTtreiag pe apogikiAivn propei
va augnoel Tnv MBavoTnIa £PPAaviang aAAepyIkwv OEPPATIKWV AVTIOPACEWV.

H mraparetapévr xprion prmopei eviote va odnynoel kai og uTrepavaTtmtuér pn euaiodniwv
HIKPOOPYAVICPWV.

H maparerapévn xprion ptiopei eviote va odnynoel oe uttepavdmiugn pn evaiodniwv
HIKPOOPYQAVICHWV.

H epgavion kara 1nv évapén mng Bepatreiag evog TTUPeTWIOUG YEVIKEUPEVOU £puBRpaTog
oxeTi{Opevo pe PAUKTaIVa PTToPE va givai cUPTTTWHA yevikeupévou knAidoBAaTidwdoug
egaverjuartos (AGEP) (BAéTre Tapdypago 4.8). H aviibpaon autr amaitei 1nv SiakoTrr Tou
‘Ovopa TpoidvTog kal avievoeikvuTal oTroiadnTToTe £TTaKkOAoudn xoprynon apogikiAivng.

H apogixiAiviy/kAaBouAavikd o&u Ba TIpETTEl va X PrCIPOTTOIEITAl PE TTPOCOXH O& a0BevEiS pe
¢voeign nranikig duoAeitoupyiag (BAETTE TTapaypdapoug 4.2, 4.3 kai 4.8).

Hmanka 1repioT1anka £xouv avagepOei kUpiwg o€ APPEVES kal NAIKIWPEVOUS aoBeveig kal
pTTopei va oxetiovral i rapatetrapévn Bepameia. T€101a TTEPIOTATIKG TTOAU GTTAVIA £XOUV
avapepBei oe Taidid. e dAoug Toug TTANBUCPOUG, Ta ONPEia KAl CUPTITWHATA CUvhRBwg
gpgavifovral kata 1 diapkeia i Aiyo pera mnv Bepatreia, aAAG o€ opIOPEVES TTEPITTTWOEIG
PTTOPEI va unVv yivouv avTiAnTiia péxpr apketég efOopadeg petd n diakotrr 1N Beparreiag.
2uvhnBwg givar avaoTtpéyipa. Ta nrankad mepioTankd PTropei va givar cofapd kai o€ e€aipeTika
OTTAVIEG TTEPITITWOEIG, £XOUV avagepBei BAavarol. Autoi oxedov 11dvia ouvéBnoav ae aoBeveic
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pe cofapr] uTTokEipevn TTAONGN f pe TapdAnAn Afyn @appdkwy yvwoTtwv yia Tnv duvntikd
nmatikn Toug Opaan (BAéTe TapAaypago 4.8).

2uoxen¢opevn pe avtiBioTika koAitida £xer avagpepBei axeddv pe OAouUg Toug avTiBakTNPIakoug
TTapayovieg epIAapavopévng Tng apgogikiAiving kar ytropei n 3aputnTa tng va xupaiverar amo
nma ¢wg anaAntikh yia 1n {wn (BAéTe Tapaypago 4.8). Emopévwg, eival onpavtikd va
g&eTadetar 1o evdexOPEvo autng Tng diIdyvwang oe aaBeveig TTou TTapouaialouv didppoia katd
1 O1IapKEIa TG XOPRYNOoNg OTToIWVOATIOTE avTIBIOTIKWVY fi HETA aTTO QUTH. ZTNV TTEPITITWON
TToU epP@avioBei KOAITIOa axeTidpevn HE TO avTIBIOTIKO, n Xopriynaon Ovopa TTpoidviog TTPETTEl
ve diakoTiei apeaa, va ¢ntnBei n aupBouAn yiaTpou kal va apxicel n katdAAnAn Bepatreia. 2
auth TNV TTEPITITWAN AvTEVOEIKVUTAI N XPACON AVTi TTIEPICTAATIKWY QAPHAKWY.

Kata 1n didpkeia maparetapevng Bepameiag evoeikvutal Tepiodikf a&ioAdynan Twv ALITOUPYIWV
TWV OPYAVIKWV GUCTNHATWY, CUUTTEPIAGHUBAVOUEVWY TNG VEPPIKAG, NTTATIKAG KAl AIOTIOINTIKAG
Agitoupyiag.

Zmaviwg £xe1 avage pBei eipAkuvan Tou xpoévou TTpoBpoupivng ae acBeveig TTou Aappavouv
apogikihivn/kAaBouAavikd ofu. ©a TpiTrel va epappoletal katdAAnAn mapakoAouBnon ét1av
XopnyouvTal Tautoxpova avimnktikd. EvOéxetal va xpeiaatouv avatmpooappoyég mng 66ang
Twv AapBavopevwy atmo 10 TOHA AVTITINKTIKWY, waTe va diatnpeital 1o €mBupntod eTmitedo
avnimnkTikdTNTag (BAETE TTapaypagoug 4.5 kai 4.8).

2€ aoBeveig pe veppikr duaAeitoupyia, n doan Ba TTpETTel va avampooappdleTal avaioya pe 10 Babud
¢ duaAertoupyiag (BAETTe Tapdypawo 4.2).

2€ aoBeveig pe peiwpévn Tapaywyn oupwy, TTOAU oTTavia £xel TapainpnBei kpuaTaAlloupia
KUPiWG HE TTapevTepikn Bepartteia. Kata tn xopriynon uynAwyv 86cewv apogikiAivng,
evoeikvutar n d1atipnaon emapkoug TTPOCANYNG UYPWV KAl TTapaywyrng oupwv yia va PEIwBEei n
mBavoTNTa OXNHATIOPoU KPUOTAAAWY apogikiAivng 01a oupa. Zg aoBeveig PeE OUPOKABETAPEG,
Ba pETel va TNpEiTal TaKTIKOG £AEyx0g Batotntag (BAETe mapaypago 4.9).

Kata 1n Bepartreia pe apolikiAivn, Ba mpémear va xpnoigotolouvTal evlupartikég E6odor e
ote1daan Tng yAukolng katda 1ov EAEyX0 yia TTapoudia YAukolng at1a oupa emmeldry weuduig
BeTike aTToTEAéOIATA PTTOPE va TTapouaciacgTouv pe pn eviupartikég peBodoug

H mapouacia kAaBouAavikou ogEog ato Ovopa TTpoidvTog PTTOPEI va TTPOKAAECEl P €10IKNA
auvdean IgG kar Acukwpartivng Pe epuBpokuTTapikéG pepBpaveg kal va odnynaoel ae Yeudr
BeTikd €Aeyxo Coombs.

‘Exouv utdpger avapopég BeTikwv atmoTeAEOPATWY EAEYXWV PE Xprian Tou eAéyxou Bio-Rad
Laboratories Platelia Aspergillus EIA og acBeveig mou AapBavuv apogikidivn/kAaBouAavikd o u,
ol otroiol Ora1mIoTWONKE peTéTETa 6m dev Tapoucialouv Aoipwén amo Aspergillus. 'Exouv
avagepBei dracTaupolipeveg avnidpaoceig pe Pn-Aspergillus moAuaakxapidia kal
ToAupupavoaeg pe EAeyxo Bio-Rad Laboratories Platelia Aspergillus EIA. Zuvemwg, BeTika
amoteAéopara og agBeveic Tou AapfBdvouv apogikihivn/kAaBouAavikd ofu, 8a TTpémel va
gppnveLovIal PE TTPOCOXN Kal va e1TIReRaiwvovTal pe AAAeg DIayvwaTIKEG |1E60D0UC

500 mg/100 mg ko6vig yia evéaipo diahupa ) didAupa Tpog £yxuaon.

To mapdv pappakeuTikd TTPOIdV TTEPIEXEI vATPIO 0€ auykévipwan 31,4 mg (1,4 mmol) ava
@iaAidio. H mpocidotroinon autr 6a Tpémel va AapBavetar uéwn amd acBeveig TTou
akoAouBouv diarma pe eAeyxopevn TEPIEKTIKOTNTA OE vATPIO.

500 mg/100 mg kovig yia evéaipo didhupa ) didAupa Tpog £yxuan.

To mapov pappakeuTikd Tpoidv mepiéxer 19,6 mg (0,5 mmol) kaAiou ava giaAidio. Na
AapBaverar uroyn amd Toug aoBeveig pe peiwpévn veppikn Aeitoupyia fy aoBeveig oe diaira
pEIWPEVOU KaAiou

L
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1000 mg/200 mg kovi¢ yia evéaipo Sidhupa fi diaAupa TTpog £yxuaon.

To Tapov pappakeuTIkKo TTPOIOV TTEPIEXEI VATPIO OE auykévipwan 62,9 mg (2,7 mmol) ava
@iaAidio. H mrpocidotroinan auth Ba 11pértel va AapBavetal uttowr amo acBeveic TTou
akoAouBouv diaita pe eAEYXOPEVN TTEPIEKTIKOTNTA OE VATPIO.

1000 mg/200 mg kovig yia evéaipo BidAdupa i didhupa TTpog £yxuaon.

To mapdv @appakeutiko 1Tpoidv epiExel 39,3 mg (1,0 mmol) kahiou ava @giaAidio. Na
AapBavetar uttoywn amo Toug aoBeveig pe pelwpévn ve@pikn Aeimoupyia i acBeveig oe diarta
HEIWPEVOU KaAiou.

4.5 AAMNAemdpdaoeig pe GAAG QAPPAKEUTIKA TTPOIGVTA KAl GAAEC HOPPES
aAAnAemidpaong

AauBavoueva ammo 10 gTOUA QVTITINKTIKA

NapBavopeva aTtro 10 G10a avinTnKTIKA kal aviiIoTika e TTevikiAivn €xouv Xpnoipo1Toinoei
EUpEWG aTnv TTPAEn xwpic avagopés alknAemidpaang. Qao1600, atr BiIBAIoypagia uttTdpxouv
TTEPITTTWOEIG augnpévou SiEBvoug kavovikoTroiNuévou Adyou oe acBeveig TTou ouvinpouvial pe
Afwn akevokoupapoAng A Bapgapivng kai 0Toug 0110i0UG XopnyYEiTal éva oxnpa apogikiAivng.
Z€ TTEPITITWON TTOU gival arrapaitnin n auyxopnynan, 8a mpéTe va mapakoAoubeitai
TIPOCEKTIKG O XpOVOG 1TpoBpopRivng ) o dieBvrig kavovikoTToINpévog AOYog pe TNV TTpoaBrikn n
TNV ardéoupaon apogikiAivng. EmmAéov, evbixeral va eival amapaitnteg avatrpoaappoyeg g
06ang Aapfavopevwy atro 1o o1épa aviimnkTikwy (BAETTe TTapaypdgoug 4.4 kai 4.8).

MeBotpeldarn

O1 TreviKIAiveg evOEXETAI va PERUOOUV TNV £KkPICH HEBOTPEEATNG, YEYOVOG TTOU TTPOKAAE]
evOexopevn avgnon 101IkoOTNTAG.

NpoBevegidn

H ouyxopriynon pe rpoPeveaidn dev guviordral. H 1TpoBeveaiodn PEVEl T VEQPIKN
owAnvapiakr atékkpian g apogikiAivng. H auyxopriynan pe Tpofeveaidn ptropei va au€noel
KQI va eTTIPNKOVE! 1a eTTiTTeda apofikihivng ato aipa aAha 6x1 Tou kAaBouAavikou o&€og.

4.6 Konon kar yalouyia
Kunon

MeAéreg oe wa Oev kaTEdEIEav APETEG 1) EPPETEG ETTIKIVOUVEG ETTITITWOEIG OTNV £YKUPOOUVN,
ornv avdaTmuén Tou epgpuou, aToV TOKETO i OTN peTayevvnTikh avatmuén (BAETe TTapdaypago
5.3). MNeplopiopéva atoixeia oxenka pe T xpran apogikidivng/kAaBoulavikou o&géog kata 1
O1dpkeIa TNG KUNOEWG 0e avBpwTToug dev UTTODEIKVUOUVAUENIEVO KiVOUVO OUYYEVWV
OlapapTiwv. Zg YIa HOVO PEAETN OE YUVAIKEG PE TIPOWPO TOKETO, TTAPaTNPnBNKE OTI
TIPOPUACKTIKA aywyn pe apogikiAiviy/kAaBouAaviko ofU LTTopei va CuaxETIOTEl e auEnpévo
KivOUVO EAKOVEKPWTIKIG EVTIEPOKOAITIOOE TwV veoyvwy. H xprian Ba TTpéTrel va ammogelyeral
Ka1a 11 01IApKEIa TNG KUNAONG, EKTOG £AV Bewpeitar atrapaitntn atmd Tov yiarpo.

[ahouxia

Kai o1 dUo ouaieg arrofdAlovial aTo unTpIKG YAAa (TiTrota Oev gival yvwaTto yia Tig emMOpacelg
Tou KAaBouAavikou o&éog oT1o Bpépog TTou BnAader). Zuventwg, oTo BpEwog TTou BnAale cival
meavr) n epeavian 6iIdppoiIag Kal PUKNTIAcikAgG Aoipwéng Twv PAevvoyovwy, oTTOTE PTTOPE va
xpeiaotei va diakotrei 0 BnAacpog. H apoikidivn/kAaoulavikd o&u Ba Trpétrel va
XpnotpoTiolgital povo katd 1n Sidpkeia Tou BnAacpoU peTd ammo agioAdynan 1ou opEAoug/Tou
KIvOUVOU a11d 1OV Bepdatrovia yiatpo.

4.7 Emdpdotig otnv Ixavornra oSAynong xai Xeipiopol pnyavisv
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Zxr.v TTPAYUATOTTONONKAV PEAETEG OXETIKA PE TIG €MOPACEIC OTNV IKAvVOTRTa 00AYNONG KAl
XEIpIopou pnxaviwv. Qo1600, evBExETal VA TTAPOUCIACTOUV QVETIIBUNNTEG EVEPYEIEG (TT.X.
aMAepyIkég avTidpacelg, {an, aTTaopoi), o OTToIEG PITOPE va £TTNPEACOUV TNV 1kavOoTnTa

odnynaong kai xeipiopov pnxavwy (BAETe rapdypago 4.8).

4.8 AvemBOPNTEQ EVEPYEIEC

AAYEN-E.4250-13/4

(24a)

O1 11010 oUXV@ ava@epBeioeg aveTnBuunTeg evépyeieg (AE) eival Siappoia, vautia kal EpeTag.

Or1 AE a6 kNIVIKEG DOKIPEG Kal PETEYKPITIKA TTapakoAouBnaon pe 10 Ovopa mpoidviog,
1afivopnBnkav cupgwva pe 1nv Karnyopia opydvou cuatipartog kaid MedDRA kai

mapatiBeviar TapakaTw.

a v 1a€ivolnan 1wv aveTmiBupNTwy EVEPYEIWV XPNOHJOTTOBNKAav oI TTapakaTw OPOACYIEG.

oAU ouxvég (21/10)

Tuxvég (21/100 we <1/10)

Oyx1 ouxveg (>1/1.000 e <1/100)
211avieg (21/10.000 €wg <1/1.000)
MoAu omavieg (<1/10.000)

AyvwoTn auxvointa [bev ptropei va utroloyiatei ammd 1a diaBéaipa dedopévaj

AOILWELIC KOl THAPACITWOEI]

BAevvoyovode puatikry kavnivriaon

2UxVEC

YTepavantugn Ui euaicdniwv opyaviopwy

Ayvwiain

| AIgTapayic 10U QIJOTIOINTIKOU KAl TOU AEUQIKOU ougIfpaTog

Avaotpiynpn heuxoTrevia Srdvieg
(oupTie phapBavopivng oudeTe poTTEviag)
OpopBokutigponevia LNavieg
AvaoTpiyipyn akokkiokuttapaipta Ayvworn
AigoAutiki avaigia Ayvwarn
Napataon 1ou xpodvou aioppayiag Kai Tou AyvwoTn
Xpovou TTpoBpoufivng
AilaTapax£C TOU QVOgoOTTOINTIKOU GUOTAUATOC
hﬂyyuovaupwnxé 0idnpa Ayvwam
Avaguhatia o Ayvwarn
ZUvBpopo opoiGlov pe opovooia Ayvwoin
Ayyeiokn uTrepeuaioBnoia Ayvworn
AlaTgpaxEs TOU VEUDIKOU OUOTNUATOS
Z0An Oxi ouyvig
Kegpahahyia Ox1 ouyveg
smraouof’ Ayvworn
Avyeiakéc diarapayéc
OpopRogAeBinda’ ITIGVIEC
AlQTAPOYEC TOU YOO TREVIEDIKOU CUOTALIATOC
JiGppora Luxveg
Nautia Oyxi ouyvig
‘Eperog Oxi ouyvég
Auomieyia Ox1 ouxvig
ZuoxeTI{OpEVN PE avTiBIoTiKa KoAITda AyvwoTn
AlgTapaxEq 1oy ATIAT0C KUl TwWY YOANQOPWY
Augnoeic AST f/kai ALT® Ox1 ouyvic N
Hmarinda® Ayvworn
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["XoAootatikeg ik1epog” - -~ T Ayvworn

Lo .
| Alarapaxtg 10U 8¢ puatog kai 10U yrodopiov 1910 !

| Depparikd e€avlnpa o Oxi guxveg ]
Kvnopég o Oyx1 guxveig ) ]
Kvidwoar - | Oy ouyvtg A , ]
MoAupopgo epuBrua o Indveeg ]
Z0vdpopo Stevens-Johnson Ayvwoin
Tofikn emde puiks) VEKPOAUOT Ayvwgtn -
Mougohuywdng aropohdwiikh depparinda AyvwaTn
Ofgia yevikeupévn e€avonuarikn AyvwaTn

pAuktaivwan (AGEP)

AIATapAYEC TWV VEQDLIV KOl TWV OUDOPOLWY OBLV

Aiépeon vegpinida - [Aywory ]
Kpugrahhoupia® - | Ayvwarn

1 BAétre mopaypago 4.4,
2 BAéTE TTopAaypoyo 4.4.
*T10 anpeio ¢ £veang
* ZupmrepidapBavopévng TG weudope PBPavwdoUS KOAIMBAg Kal TNG alpopPayikig koAindag
gBAa’m TTapdypaoyo 4.4)
Mia pérpia au€non oe AST kaii ALT éxer onpeiwBei oe aaBeveic Tou ¢Aafav aviifIoTika Trg
KaTnyopiag B-Aak1apng, aAAd n onpacia autwyv Twy cupnuaTwy givar ayvwaorn.
AUTEG O1 aveTTIBUPNTEG EVEPYEIES £ XOUV ONHEIWBET e AAAEG TTEVIKIAIVEG KOI KEQAAOOTIOPIVEC
BAETe mapaypago 4.4
Av avagepBei oroiadnmote deppatikr) aviidpaon uepeuaicBnaiag, n Bepatreia Ba TTpéTe
va Oiakémietar (BAETre TapAdypago 4.4).
® BAéTre TTapaypogo 4.9
° BAéTe Tapaypago 4.4
Y BAtTie Tapaypagoug 4.3 kai 4.4

4.9 Ymepdooohoyia

JUUTITWHaTa Kot onpeio une pbogoAoyiag

Mmopei va epaviaToluv yagTpeviepikd cuptTiwpata kar diatrapaxr Tou 100JuyYiou uypwv Kai
nAexTpoAutwyv. ‘Exer mapatnpnBei oxnpatniopog kpuataAAwyv apofikiAiviig ata oupa, 0 OTT0iog,
eviote, odnyei oe veppikn aveTiapkela (BAETTe mapdypago 4.4).

Imaopoi uTropei va euPavioTouv oe aoBevei¢ Pe diarapayn 1ng vewpikAg Acitoupyiag ) ot
autoug Tou Aappavouv uynAég dooelg.

‘Exer ovagpepBei 611 n apolikiAivr kaBi{avel oe oupokaBeINPES, KUPIWG PeTA aTTo evOOPAERIO
xopnynon peydAwv do6ocwv. Oa TTPETIE) va TrpeiTal TaKTIKOG EAEYX0G BaToTnTag (BALTTE
TTapAypayo 4 .4)

Oeparncia dSnAntnpiaonc

To yao1peviepik@ CUPTITWHATA PTTOPOUV VA AVTIHETWTIIOTOUV CUUTTTWLATIKG, divoviag
TIPOOOXI) OT0 I30GUYIO VEPOU/MNAEKTPOAUTWV.

H apofikiAivn/io kAoBouAaviko ofU pTTopei va amopakpuvBei atio TRV KUKAOWOpIa Je
aigokabapan.
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'5. OAPMAKOAOTNIKEL IAIOTHTEL

51 @appoxodbuvapikic 510TnTeg

®opPakoBePaTIEUTIKR) KATNYOoPIa: ZuvOuaopoi TTEVIKINVWY, CUUTTEPIAQPBAVOPEVWVY TWV
avaoToréwv B-Aaktapaong, kwdikdg ATC: JO1CRO2

Tpémoc dpaong

H spofikiAivn eivaipia nuiouvBeTikr TrevikiAivn (avTiBioTiko pe B-Aaktdpn), n omoia avaaTéAAel
éva ) TEPIOOOTEPQA £vIupa (OUXVA avageé povTal WG TTPWTEIVEG TUVOEANG TWV TTEVIKIAVWV,
PBP) a1n BioouvBeTikr) 006 116G BaKTNPIAKhG TTETITIOOYAUKAVNG, N OTTOIa ATTOTEAEI
avantdéamaato dopIKO auaTaTIKO TOU BakTNPIaKOU KUTTAPIKOU TOIXWHATOG. H avaaToAr TG
ouvBeang memidoyAukavng odnyei aTriv amoduvapwar) TOU KUTTAPIKOU TOIXwPAaTog, N-o1Toia
auxva akohouBeitar amd kutTapoAuacn kai Bavaro.

H apofikihivn eivar euaiobntn otnv amoddépunon amd B-AakTapadeg Tou TTapayoviar amno
avBekTika BakThpia kal, emopévwg, Oev eivar dpaaTikr) atrd povn TNG Evavii Opyaviguwy TTou
Tapdyouv TéT01a £viupa.

To kAaBoulaviko o&u eival pia B-AakT1aun Tou oxeTideTal OpIKA Pe TTEVIKIAIVEG. ATTEVEPYOTIOIE
opiopéva Evlupa g B-AakTapaong amoTpEéTToviag, wg £k TouTou, Triv adpavoToinan 1ng

apoikihivng. To kAaBouAavikd o&u pepovwpéva Oev aokei KAIVIKA Xproipn aviifakTnpiakn)
enidpaan

Ixton PK/PD

O xpdvog avw NG EAAxI0TNG avaaTaATikrc ouykévipwang (T>MIC) Bewpeitar 6m givar o
pEIdwY KABOPIGTIKOG TTAPAYOVTag ATTOTEAECPATIKOTNATAG YIa TNV apogikiAivn.

Mnyaviguoi aviigraonc

O dU0 kUpIOI PNXavIoPoi avTiataarig atnv apogikihivn/to kAaBouAavikd ofu civar..

. AdpavoTroinon amo ekeiveg TiG BakTnpiakég B-AakTapaceg Tou dev avaatéAloviar ol
idieg amd kAaBouhavikd ofu, cupmepihapfavopévwy Twy katnyopiwv B, C kar D

. MetaBoin Twv PBP, n omoia peiwvel 1n ouyyévela Tou avTifakTnpiakou Trapayovia yia
10 016X0.

Hpn diamepatotnia Bakinpiwy ) prixavigpoi aviAiag ekporig PTTOPEi va TTPOKAAECOUV
Baktnpiakr aviiotaor r) va guvieAégouv ae auth, 1dlaitepa oe Gram-apvniika BakTipia.

Znucia SiakoTINC

Ta anpeia diakomrig MIC yia 1nv apofikiAivn/to kAaBouhaviko o&u eival ekeiva 1n¢ Eupwrraikng
EmipomAg yia 1oug Avtiikpofiakoug EAéyxoug EvatoBnaiag (EUCAST)

Opyaviopog | Znpeia diakorrc cumoBnaiag (pg/mi)

Eugiotnrog Evdiguecog AvBEKTIKOG
Haemophilus influenzae' =1 - BEEE
Moraxella catarrhalis’ <1 - > 1
Staphylococcus aureus * <2 - > 2
ApvnTiKOi 0TV INKTAoNR <025 > 0,25
oraguAdkokkor © )
Enterococcus’ L =4 i 8 ~ >8
Streptococcus A, B, C, G° | <025 | - > 0,25
Sireptococcus pneumoniae’ £0,5 1-2 > 2
Enterobacteriaceae’™ - - > 8 o
Gram-apvniika AvacpoBia’ <4 8 > 8 ]
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Gram-Benika Avaepopia’ i T <4 8 © >8 i
Mn oxenloueva pe £1dn anpeia <2 4-8 > 8
drakorrg’

T O avapepOPEVES TIPEC £ival YIa TIC CUYKEVTPWOEIC ApodikiAivng. Tia Toug GKOTTOUC Twv
eAEyXwv euaioBnoiag, n ouykévipwon KAaBouAavikol o¢éog opiletal ota 2 mg/l.

O1 avagepopeveg TipEg cival yia Tnv O&akihivn.
o TpEG Twv anpeiwv diakotng atov Trivaka Baacilovial ata anueia dlakoTAg TG
AuTnikIAivng.
*To onueio biakoTng Adyw avriotacng R>8 mg/l diacpaAiel 611 avagé povial avBekTika 0Aa
10 QTTOHOVWHEVA OTEAE X HE PNXAVIOHOUG avTioTaong.

Or1 npég Twv onpeiwv diakotng otov Tivaka Baagidovial o1a onueia d1iakotng g
BevluAomevikiAivng.

O enmmmoAaopog avTioTaong evOEXOPEVWG TTOIKIAEI av@Aoya HE TNV TTEPIOXT KAl TOV XpOVO yia
€MAeypEva €idn kal N 10K TTANPOQYOPNON OXETIKG KE TNV avTioTaon givar elupnTn, KUpPiwg
kata 1n Bepatreia cofapwv AoipwEewv. Avaloya pe 1ig amaitrioeig, 8a mpétmel va ¢nteitai n
ouvdpopr €1dIkou 01av 0 T0TTIKOG £TITToOAacHOG avtigtaong diakuBeUel 11 xPNOIROTNTA TOU
TTapAyovTa TOUAGXIOTOV OE OPICHEVOUG TUTTOUG AOIPWEEWV.

2uvribwe cugioBnra £idn

Aegp6Bior Gram-BeTiKOoi HiKpOopY avITO]

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (euaioBn1og otn peBikiAivn) £
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes kal AoIT10i B-aIHOAUTIKOI GTPETTTOKOKKOI
Opabda Streptococcus viridans

AcpOBior Gram-apyn1ikol YIkpoopyaviouol
Actinobacillus actinomycetemcomitans
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Neisseria gonorrhoeae§

Pasteurella multocida

Avag pOBI01 LIKPOOPYaVIGLOI
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Eidn yia 1a otroia n £1TikTRTN QVTiCTOON YTTopEi va ammoteAei mpoBAnua

AcpoBior Gram-BeTikoi JIKpoopyavigouoi
Enterococcus faecium $

AepoBiol Gram-apvnTikol LikpPOopYavIgUoI
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabiiis

Proteus vulgaris

Evdoyevwe avBekrikol opyaviopoi

AcpoBiol Gram-apvnTikol pPikpoopyaviouol
Acinetobacter sp.
Citrobacter freundii
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Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

AoITT0i UK DOOpYavIouoi
Chlamydia trachomatis
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti

Mycoplasma pneumoniae —

$ duoikn evdidpeon evaioBnoia arrouadia eTIKTNTOU PNXAVIOCPOU avTioTaong.
£ OAol or avBekTIKOi 0T pEBIKIAIVI] OTAQUAOKOKKOI givar avBEKTIKOI OTNV
apo&ixiAivn/kAaBouAavikd o&u
§ OAo 10 01eAéXN e avToxn oTnv apogikiAivn TTou dev evepyoTToleiTal Ao BriTa AakTapaceg
givia avBekTIkG 01NV apogikiAivi/kAaBouAaviko o&u
! AuTtni n pop@r apo&ikiAivng/kAaBouAavikol o&Eog pTropei va pinv gival kataAANAn yia 1nv
QVTILETWITION TOU Streptococcus pneumoniae TTou gival avBeKTIKOG TNV TTEVIKIAIVN (BAETTE
TTapaypaoug 4.2 kai 4.4)

ITEAEXN pE peiwpivn euaioBbnoia €xouv avagepBei o opiopéveg xwpeg TG EE pe ouxvornta
yeyaAiiieon oo 10%.

5.2 QapHaKOKIVNTIKEG IBIBTNTEG
Amoppoenaon

To amoteAéopata QapakokivnTIKAG yia PEAETEG OTIG OTTOIEG XOpnyRBnke
apotikiAivn/kAaBouAaviko ogu o€ opadeg uyiwyv eBeAoviwy wg 500 mg/100 mg n
1000 mg/200 mg xopnyouueva wg evOoPAERia Eveon bolus TTapoucidlovial TapakaTw.

} Méoeg (+ SD) TapgueTpor cpoppcxomv'rﬁir(qg

f EvBopAfBia évean bolus

Xopnyoupevn L Auotikihivn ,
déon Adon Méon piyiotn T 172 (h) AUC (h.mgfl} | Avdktnon ota
1 OUyK. 210V oupa (%, 0
[ op6 (ug/mi) twcbh)
| AMX/CA 500 mg 32,2 1,07 255 66,5
| 500 mg/100 mg
| AMX/CA 1.000 1.000 mg 105,4 0,9 76,3 77,4
mg/200 mg - | o
B KAaBouhavikd ofu
AMX/CA 500 100 mg 10,5 1,12 1 9,2 460
mg/100 mg
AMX/CA 1.000 200 mg 285 0.9 279 63,8
_mg/200 mg

| AMX ~ guofikiAiv, CA — KAGBOUAGVIKG OEU

]

Kargvopn

MNepitrou 25% 10U CUVOAIKOU KAaBouAavikou o&Eog oTo TAAcpa kai 18% TG CUVOAIKAG
apogikiAivng oT1o TTAQCoa ouvdieTal pe TTpwreiveg. O epavng Oykog KaTtavopng eival TTe piTTou
0,3-0,4 I/kg yia v apolikiAiviy kar Trepittou 0,2 I/kg yia 10 kAaBouAavikd ogu
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Me1a amo evOopAEBia xopriynan, 16ao n apogikiAiv 0o kar 1o kAaBouAavikd o&u BpiBnkav
011} XOANdOXO0 KUAOTN, OE YaoTpIKO 1010, 010 OEpHA, aT0 AITTOG, O PUIKOUG 10TOUG, OF
apBpooieAikd kal TTEPITOVAIkO Uy PO, 01N XOAR kal o€ TTUov. H apoikiAivny dev katavépetal
IKQVOTTOINTIKA OTO £YKEPAAOVWIIGIO UypPo.

ATIO peAéTeG 0€ (wa OEv uTTapxoUV £VvOEIEEIC YIa anpavTikA kKaTakpdTnorn 0Toug 1I0TOUG UAIKOU
10U TTPOEPXETAI ATTO TO PAPPAKO Yia otroiodnToTe ouotatnikd. H apogikiAivi, 6TTwg o
TIEPICOOTEPEG TTEVIKIAIVEG, PTTOPET va avixveuBei 0To UnNTPIKO YAAQ. 210 pnTpikd yaAa piropouv
£1miong va eviomoTei atmoBoAn 1xvwyv kAaBouAavikou o&fog (BAETTe TTapaypago 4.6).

Biop£1a0XQUaTIgUOC

H gpogikiAivn attoBAAAETal v PEPE) OTA OUPA WG AVEVEPYO TTEVIKIAAOIKO 0&U O€ TT00OTITEG TTOU
Icoduvapouv pExpr 10 €wg 25% Tng apxikng d6ong. To kAaBouAavikd o&u peTaBoAileral
EKTETAPEVA aTOV AvBpwWTIO kKal aTTOBAAAETAN OTa oupa kal Ta kOTTpava wg O1oeidio Tou
avBpaka oe armoBaAidpeva agpia.

AroBoAn

H kOpia 006g attoBoAnG yia TNV apogikIAivn givar HEoW TWV VEQPWY, EVW YIa To kKAaBouAavikd
o&U eival kal HE VEPPIKOUG KAl PE [N VEQPIKOUG Prjxaviopoug,.

H apogikiAivn/to kAaBouAaviko o&u €xer péon nuidwr) amoBoArg KaTa TTPOCEYYIOH PiIa wpa Kal
péarn oAikn kGBapon katd TTpootyyian 25 Ifh o uyicig eBeAoviég. MepiTmou 10 60 £wg 70% NG
apogIkIAivig kai TTepitTou 10 40 £wg 65% Tou kKAaBouAavikoU of£og aTToBAAAETaI avaAAoiwTo
o1a oUpa KaTd TIg TTPWIEG 6 h PETd aTod T XopAynon Hepovwpévng evoopAEpiag éveang bolus
500/100 mg A peTa amrd 10 xopRynon pepovwpivng evoopAiBiag éveong bolus 1000/200 mg.
Aiapopeg peAETEG £xouv dIamoTWaoel 011 n aofoAr ota oupa eivar 50-85% yia 1nv apogikiAivn
Kal a116 27-60% Yyia 10 kAaBouAaviko ofu péca o BIAoTNUA 24 WPWV. ZTNV TTEPITITWON TOU
KAGBoUAaVikoU 0&£0g, rp HEYaAUTEPN TTOOOTNTA TOU Papudkou atToBAAAETa) KaTA TIG TTPWIEG 2
WPEG HETA aTTO TN XOpAYNon.

H mapaAAnAn xprion 1TpoBeveaidng kaBuoTepei Triv amoBoAr apogikiAivrig, aArd dev
kaBuaoTepei TN veppikr atmoBoAnil kAaBouAavikou offog (BAETe TTapdaypago 4.5).

HAkia

H nuidwr} atroBoAng 1n¢g apogikiAivng eival Tapdpoia o1a maidid nAikiag 3 Pnvwv 1TEPITToU £wg
2 eTWv pe 1a peyaAuTepa aidid kar evAikoug. Z1a 1ToAU veapd aidid (mepIAapBavopivwy
TWV VEOYEVVIITWV) KaTd TNV TTpwrn eBOouad a g {wng Toug, 1o didaTnua xoprynong dev Ba
TPETTEl va uTTepPaivel Ig U0 YOPES TNV NPEPa Adyw TG avwpigdTnNTag TG vEPPIkAG odou
amékkpiong. Egooov ol nAikiwpévor aoBeveig eival miBavorepo va 1TapouaiddouV HEIwpEvn
ve@piki Acitoupyia, Ba 1peTTel va oBei TTpoooxr o1nv emAoyn g 30ong kAl PTTopPEi va eival
XPNOoILN N TTapakoAouBnon TG VEQPIKAG AciToupyiag.

Newgpikh Sughaitoupyia

H ouvoAikf k@Bapan 1ng apofikiAivng/Tou kAaBouAavikol 0&E0g OTOV OPO PEIWVETAl KAT
avaAoyia pe Tn peiovpevn veppikn Agitoupyia. H peiwon 1ng kaBapong Tou apudkou givai mio
£€kONAN yia TNV apogikiAivry oe oxeéan Pe 10 KAaBOUAaVIKO 0§U kaBwg péow NG veppikng odou
anoBAAAETal PEYAAUTEPO TTOCOCTO aPOEIKIAIVIG. ZUVETTWG, 0T VEQPIKR) OuoAeiToupyia, ol
dooeIg 1TpETTe) va TTpoAauAvouv TNV AoKOTTH Cuoowpeuan apogikiAivng kal va diatnpouv
TapAAAnAa eTrapkn eTitreda kAaBouAavikou o&éog (BAETTE TTapaypago 4.2).

Hoankn dugAsitoupyia

AgBeveic pye nrratikf duocAgitoupyia Ba TTPETTEl va AapBavouv 66an pe TTpoooxn kal 8a TTPETTES
va TapakoAouBeital n natiki Acitoupyia ava 1akta dilaagtiuaTa,
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5.3 MpokAivika dedopéva yia TV aoPaAeia

Mn kAivik@ dedopéva dev aTTOKAAUTITOUV KATToIov €181kO KivOUvVO yia Tov avBpwTio pe Bacn
HEAETEC @appakoAoyiag agpaAeiag, yovidiotoikotntag kal 10€ikdTnTag aTnv avamapaywyikn
IkavotnIa.

MeAéTeg TOEIKOTNTAG ETTAVAANTITIKWY BOCEWV TTOU TTPAypATOTTOINBNKAV 08 OKUAOUG HE
apoikidivn/kAaBouAaviko ol U, katadeikvUouv yaoTpiko epeBicpd kal €PETO Kal

aroxpwuatiopévn yAwaooa.

Aev £xouv diegaxBei peAETEG kKapkIvoyEveang pe To Ovopa TTPOoIovVTog ) Ta JUCTATIKA TOU.

6. PAPMAKEYTIKEL NAHPO®OPIEL

6.1 KaTtdAoyog ekdOxwv

6.2 AoupBarornrig

6.3 Aiapksia {wng

6.4 IBiaiTepeg TTpOPuUAGEeIc kaTa TNV PUAagn TOu TTPOIOVTOG
6.5 @uon kal CuATATIKG TOU TIEPIEKTN

6.6 IBiaiTepEG TTPOPUAGEEIG aTTOPPIYPNG Kal AAAOG XEIPITROG
Kapia aidixry utroxpéworn.

KaBe axpnoipotointo Tpoidv R dxpnoTo UAIKO TTPETTEN va aTToPPITITETAI OCUP@QWVa PE TIG KaTa
TOTTOUG I0XU0OUCEG OXETIKEG BIaTAEIg.

Npoctopaoia SioAupdatwy via svOo@AiBia Evegn

500 mg/100 mg kovIg yia evéaipo diaAupa i didAupa TTpog £yxuan.

@ @uaioAoyikdg BiaAuTng eivar Evéaipo "Yowp Ph.Eur. To Ovopa mpoidviog 500/100 mg Ba
mipeTTel va diaAvetal og 10 mi dighutn. Auto amodidel repitrou 10.5 mi diaAupatog yia xpnon
epamal d6ong. ‘Evag mapodikdg pold xpwpatiopog PTtopei R Ox1 va avartuxBei kata 1nv
avaouoTtaon.

Ta avacuoTapéva diaAupara gival QuaioAoyikd axpwia r €Xouv £va TTacTEA axUpEvIO Xpwua

To Ovopa mpoidviog Ba Tpémel va xopnyeital péoa oe 20 min ammd Tnv avacuoTao.

Npoctoiyagia digAvpudtwy via evOoALBia £yyuon

Ta ¢iaAidia Ovopa mpoioviog dev eival katdAAnAQ yia xprion TToAAQTTAWVY dOoEwV.

500 mg/100 mg kovIg yia eveaiuo diaAupa r diIaAupa TTpog £yxuaon.

To Ovopa mpoidviog Ba TpeTTel va avaouaoTtabei OTiwg TepiypdgeTal TTApamavw yia mnyv Eveon.
Xwpic kaBuatépnon, Ba TpeTTel va TTPpooTeBei To avacuoTtapivo didAdupa og 50 mluypou
£yxuang e Xpnon pivi aakou r S1afabuiociévou oyKopETPIKOU CWANVIOKOU.

1000 mg/200 mg kovig yia evéaipo diadAupa i didAupa TTpog £yxuon.

To Ovopa poioviog Ba TTPETTEl va avaouoT1aBei OTTwG TTeEpIypApETAl TTAPATIAVW YIA TNV EVEDN
Xwpig kaBuatépnon, Ba TTpértel va TTpooTeBei 1o avacuaotapévo didAupa og 100 ml uypou
£yXUuong Pe Xpnon pivi cakou r diaBabpicévou oyKOPETPIKOU CWANVIOKOU

7. KATOXOZX THI AAEIAZ KYKAO®OPIAZ


http:M(},t.TE
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8. APIOMOZ(OIl) AAEIAL KYKAODOPIAZ
9. HMEPOMHNIA NPOQTHI EFKPIZHZ / ANANEQXZHI THX AAEIAX

10. HMEPOMHNIA ANAGEQPHIHI TOY KEIMENOY

64



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

A To ®UANO Odnyiwv yia 10 XpAoTn QAPUAKEUTIKWY TTPOIOVIWV  TTOU TTEPIEXOUV OPACTIKO
ouotanikd AMOXYCILLIN + CLAVULANIC ACID, EmkaAvppévo pe AemTO upévio Sigkio
500mg/125mgl/tab & 875mg/125mgl/tab opileTal wg e&ng:

®YAAO OAHTIIOQN XPHIHI: NMAHPO®OPIEL I'A TON XPHITH

Ovopa mrpoidviog 500 mg/125 mg emikaAvppéva pe AemTo vpévio Siokia
Ovopa 1rpoioviog 875 mg/125 mg emikaAuppéva pe AeTrTo upévio digkia

ApoliiAAivn/kAaBoulaviké ofu

AiaBaoTe TPoOEKTIKA@ OAGKANPO TO PUAAO 0dNYIWV XPHONG TTPOTOU APXiTETE va

TaipvEeETE AUTO TO PAPPAKO.

- QuAagre auto 10 UAAO 0dNyIWV Xprong. lowg xpelaoTei va 1o diaBdoeTte ava.

- Eav £xete TEpQITEPW QTTOPIEG, PWTNOTE TO YIATPO 1] TO PAPHAKOTTIOIG 0AG.

- H ouvtayr yia autd 10 @Aappako xopnyntnke yia cag (R 1o Tardi 0ag). Aev TTPETTEl va
dwoeTE 10 PAPPAKO O AANoUG. MTTopei va Toug TTpokaAéosl BAGRN, akopa kal é1av 1a
OUPTITWHATA TOoUG gival idia pe Ta dika oag

- Eav kamoia avemBupunTn evépyeia yiverar gofapr, 1} av TapartnprioeTe KATola
avermeupnTn evépyeia TTou dev avagepeTal 010 TApOV GUAANO odnyiwv, TTapakaAeicBe va
EVNPEPWOETE TO yIAQTPO 1) pAPUAKOTTOIG 0ag

To mapov puAAo oBnyIwV TTEPIEXEN:

1 T givar 1o Ovopa TpoidvTog kal TToIa €ival f xpran 10U

2 Ti TpeTTel va yvwpilete TpoTou TTapeTe 10 Ovopa Tpoioviog
3 MNwg¢ va mapete 10 Ovopa TPoiovTog

4 MBavég avemBuPnTeg EVEPYEIEG

5 Mwg va puAaooeral 1o Ovopa TpoiovTog

6 AoITTEG TTANPOPOPIES

1. TI EINAI TO ONOMA NPOTONTOZ KAl NOIA EINAI H XPHIH TOY

To Ovopa mrpoiovTog gival éva avTiBioniko kal dpa okotwvoviag 1a Baktnpidia Tou TTpokakovv
TIG AoIpwiEIS. TMepiExer duo diapopeTika @Appaka TTou ovopdfovral apogikiANivn kal
kAaBouAavikd o&u. H apogikiAhivn aviker o€ pia opdada gapudkwyv Tou ovopddovial
“TTEVIKIANIVEC” 1) OpACT) Twv OTTOoIWV PEPIKEG POPEG HTTOPET va epTTodicBei (adpavoTtroigitar). To
dAAo OpaaTikG cuoTaTtikd (kAaBouAaviko o&u) dev emiTpéTTel va oupBei auto.

To Ovopa poidviog xpnoipotroicital oe eviAikeg kal Taidid yia Tnyv Bepatreia Twv TapakaTw
MOIPWEEWV:

EmkaAuppéva pe Aettto vpevio diokia 500 mg/125 mg, 875/125 mg

. AOIPWEEIC TOU PECOU WTOG KAl TTApapPIVOKOATTITION

. AOIpWEEIC TOU QvaTIVEUCTIKOU

. AOIPWEEIG TOU OUPOTTOINTIKOU

. Aoipwiéelg Tou BEPPATOG KAt TWV PAAGKWY HOPIWV TTEPIAGPBAVONEVWY TWV 0D0VTIATPIKWV
Aoipwéewv

. AOIpWEEIG TWV OCTWV KAl TWV apBpwWoEwWV.,

2. TI NPENEI NA TNQPIZETE NPIN NA NAPETE TO ONOMA NPOIONTOZX
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Mnv wédpete 70 Ovopa 1poidvTog:

. ot TepITITwon aAkepyiag (utrepevaicBnaoiag) oTnv apogikiAAivn, 10 kAaBouAavikd o0&y,
1NV TTevikIAAivn 1 o€ otroiodATToTe AAAO cuoTaTikd Tou Ovopa 11poidviog (avagépovial
oTnv Tapdypa o 6)

. Ot TTEPITTWOon Tou eixate mote cofBapr) aAAepyikr) aviidpaor) (utrepeuaioBnaoia) o
otroiodnATToTe AAAo avTIBIOTIKO. AuTry HTTopEi va TTepIAapBaver de ppatikry avtibpaon n
TIPAIHO TOU TTPOOWTTOU f) TOU AQIpou

. O€ TTEPITITWON TTOU €ixATe TTOTE NTTATIKA TTPORAAKATA ) iKTEPO (KITPiVIOKa Tou OEpUaTog)
otav Taipvare kAmroio avriPioTiko.

9  Mnv mapere o Dvopa T1poidvTog EGv KATTOI0 aTTd Ta TTapamavw oag agopd. Eav
Oev €ioTe oiyoupo!, KIAROTE PE TO YIAQTPO 1) TOV PApPakoTtoid aag piv mdpete 1o Ovopa
TIPOIOVTOG.

Npooédte 1w51aitepa pe 1o Ovopa mrpoidévTog
MIAfioTE PE 1O YIQTPO 1y TOV PapPakoTIoId 0ag TTpIv TTAPETE AUTO TO PAPHAKO, £AV

. EXETE TTUPETO PE DIOYKWHEVOUG Aeppadeéveg
. Kkavete Bepareia yia ve@pika f) nrranka mpoAnpara
. Oev oupeiTe TAKTIKA.

Eav dev ciote oiyoupol, £Gv kATTOI0 ATTO TA TTAPATIAVW 0Ag apopd, PIAROTE PE TO yIaTpo 1} Tov
(pappakoTtrold aag 11piv TTapete 1o Ovopa TTPoidvTog.

I OPIOPEVEG TTEPITITWOEIG O YIaTpOG 0ag pTTopei va diepeuvnoel 10 €idog Tou BakTnpidiou TTou
TTpokaAei TNV Aoipwén. AvaAoya pe 1a aroteAéopara, propei va aag xopnynBei diagopeTikr
mepiexkmikéTNTa Ovopa Tpoidvtog 1 Sia@opeTikd Appaxo.

KataoTaoeIg YTOU PITOPEI va XPEIaOTEI va TTPoOo£SeTe

To Ovopa TTpoidvTog HTTOPET va eTHOEIVWOE! OPIOIEVEG KATAOTAOEIG, 1} VA TTPOKAAE Ol
ONMUavTIkéG avemBUpNTeG EVEPYEIEG. AUTEG TTEPIAGPBAVOUV aAAepyYIKEG avTIOPAOEIG, ETTIANTTTIKEG
KPiOEIG (OTTAOMO0I) kAl PAEYpOVI) TOU TTaXE0og £VvTEpou. TPETTEI va KOIMAEETE Yia OUYKEKPIPEVA
OupPTTTWHATAa Kata 1 didpkeia Anyng tou Ovopia 1TpoidvTog, yia va PEIWOETE TOV KivOuvo
orroliwvdnToTe TpoBANuAaTwy. BAéTe ‘Karaordocis mou xpeldderar va mpooélere’ oTnv
Napdaypago 4.

Eferdoeig aiparog ka1 oupwv

Edv kavete e€e1d0¢€1G Qiparog (6TTwg e€€T1A0EIG YIa TNV KATACTAOT TWV £PUBPLIV AIJOTPalpiwv
A e€e1d0¢eIg NITATIKAG AeiToupyiag) ) €£e1A0eIg 0UPpwWV (yIa TV YAUKOLN), EVNREPWOTE TO yIATpod
A Tov voonAeuth 611 Traipvete 10 Ovopa 11poioviog. Autd yiati 1o Ovopia TTpoiovIog PTTopEi va
EMTNPEACE) TA ATTOTEAEOPATA AQUTOU TOU TUTTOU TWV €€ TACEWV.

Xprjon dAAwv @appakwv

MapokaAeioBe va evnuepwoeTe TOV yIATPO 1} TOV GAPHIAKOTIOI0 0ag eAV TIQIPVETE 1) £XETE TTAPE!
pdagata AdAAa appaka. Autd TepiAapBavouv kar appaka TTou PITopouv va ayopac touv
Xwpic ouvtayn ka1 ApPaKa QUTIKIG TTPOEAEUONG.

Eav AapBdvete ahAottoupivoAn (xpnoiuo
TTPOIOVTOG,

Edv AapBavete mpoBeveaidn (xpnoigoTroleital yia Tnv oupikr) apBpinda) o yiaTpog 0ag PITopEi
va armogaaciocl Tn puBpian 1n¢ 66aong Tou Ovopa TTpoidvTog.

Edv AapBdvoviar aviitnkTika @appaka (6mmwge n Bapeapivn) padi pe Ovopa mpoiovTog 10TE
HTTOPEi va X peiaoTouV eMITTAEOV €€€TACEIC QiATOG.

To Ovopa 1mpoidvTog PTTOpEi va £TTNPE Aoel Tov TpOTIO dpAacng TG HeBOTPEEATNS (PAPPAKo TToU
XPNOIYOTTOIEITAI YIa TNV BEPaTIEia TOU KA PKiVOU ] TWV PEVPATIKWV TTABRoEwV).

Kinon xai BnAaopédg
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Edv eioTe €ykuog, vopilete OT PTTOPEi va €i0Te £yKUOG, F £Av BNAALeTe, TTAPAKAAEITTE va
EVNUEPWOETE TO YIATPO 1} TOV PAPHAKOTIOIO OAC.

ZnTAOTE Tr) CUPBOUAT TOU yIaTpou 1) TOU PapPaKOTIOIoU 0ag TTPOTOU TTAPETE OTTOI0ONTTOTE
®ApPaKo.

O5nynon kai Xe1piopog pnxavwy

TIPOTOVTOG PTTOPEI va £XEI QVETIBUPNTEG EVEPYEIEG KAI TA CUMTITWHATA PTTOPEi va
HENBOOUV TNV IKAvVOTNTAg 0ag yia odAynan.
Mnv odnyeite 1 xpnoIpoTIOIEiTE Epyaleia iy nxaveg, EkTOC £Av aiI0BAveDTe KaAQ.

3. NQz NA NMAPETE TO ONOMA NPOIONTOZ

MNavrote va Traipvete 10 Ovopa TTpoidviog auaTnpd CUPPWVa PE TIg 0dnyieg Tou yIaTpou oag.
Edv exeTe ap@iBoAieg, pwirioTe Tov yIaTpd 1} TOV appaxkoTold oag.

EvijAikol kai raidia Bapoug 40 kg kar dvw
H ouvriBng doon eivat:
. 1 diokio TpeIg PopEG TNV NPEPQ

500 mg/125 mg etnkaAuppéva pe AeTto upévio diokia
1 dioKio TPEIC OPEC TNV NUEPQ

875 mg/125 mg emmikKaAUPpPEVa PE AETTTO upEvio Diokia
. ZuvABng ddan — 1 diokio dUo opPEG TNV NUEPQ
, YynAotepn doan — 1 digkio TpeIg opEG TRV NPEPQ

Naidia Badpoug pikpoTepou Twv 40 kg
TTPOIOVIOC
TTH0INO EValwPNHa 1] @akeAAiokoug

2UPPBOUAEUTEITE TO yIAQTPO 1) TOV QAPHAKOTIOIO oag OTav Xxopnyeital Ovopa mpoidviog diokia ot
maidia Bapoug pikpoTEPOU Twv 40 Kg.

AcBeveig e NTTATIKG Kal VEPPIKG TTPOBARpaTa
Edv éxete vegpika TTpoBAriuata, n doar prmopei va aAAagel. O yatpodg oag Prropei va
ETTIALEE) pia DIA@OPETIKA TTEPIEKTIKOTATA i DIAPOPETIKO PAPHAKO.
Edv éxete nTTaTk@ TTpoPAfjHATA PTTOPEi va XpelaagBouv guxvoTepeg e€€TAOEIC aipaTog yia
TOV £€AEYXO TNG NTTATIKAG AcIToupyiag.

Nwg va mapete To Ovopa TpoidovTog

. Karateite 1a diokia oAOKANPa pe Eva TTOTAPIVEPO OTNV apXf} EVOG YEUPATOG 1) QHEOWG
TPV

. Aaxwpnote 1ig dooeig 1Ic0duvapa evidg TRG NUEPAS Pe TouAaxIoTov dwpa diactuara
Mnv TTapete 2 dooeig oe 1 wpa.

. TIPOIOVTOG yIa TTEPITCOTEPO aTIo 2 €Bdopadeg. Eav

eEaxohouBeite va aioBAaveaTe AppwaTol TTPETTEI va EQVAETTIOKEPTEITE TO YIATPO 0QG

Edv mapete peyaAitepn 660 Ovopa TpoidvTog atrd TRV Kavoviki

TTPOIOVTIOG, Ta CUPTITWPATA PTTOPE] va
mepihapBavouv atopaxikr diatapayr (aioBnua adiaBeaiag rj didppoia) 1} oTragpoug. MIAnaTe
HE TO yIaTpO 0ag 10 OuVTOpOTE PO duvatdv. Aeilte ato yiaipd 10 KOUTi i} TNV QIAAN TOU
PappaKkou.

Edv £exaoeTe va mrapete 10 Ovopa 1TpoiovTog
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Eav gexaoere va rdpete pia 86an, mapte 1V apéowg POAIG 1o BupnBeite. Aev TTpETIEl va
1TApeTe TNV £116pPEVN OOON TTOAU KOVTA, AAAG va TTEPIPEVETE TTEPITTOU 4 WPEG TTPIV TIAPETE TNV
eropevn 6o6an.

Edv orapaTtioeTe va TmaipveTe To Ovopa TpoiovTog

Zuveyiore va traipvete 1o Ovopa 1TpoidvTog PEXP! va TeAeiwael n BepatreuTikh aywyr|, aképa
Kal av ai08daveaTe KaAUTEPQ. Xpeladeote OAEG TIG BOOEIG WOTE VA QVTIUETWITIOETE TNV AOIPWEN.
Eav emlnoouv karmoia Baktnpidia pmropei va erravagépouv 1n Aoipwin.

Edv éxete 11EPI00OTEPEG EPWTNATEIG OXETIKA LE T XPAOT AUTOU TOU TTPOIOVTOG PWIATTE TO
yiarpo A Tov ¢appakoTTold oag.

4. MIOANEL ANEMOYMHTEZ ENEPTEIEZ

O1nwg 6Aa 1a pdppaka, £1al kal 1o Ovopa TTPoidvIog PTTopEi va TIPOKAAéaEel aveTBuunTeg
evépyeieg av kal dev Trapouaiadovial oe OAOUG TOUG avBpwITOUG.

Kataordoeig wmou xperaletal va mpooégere

AAANepYIKEG QVTIOPATEIG:

. Oeppatiko e€avBnpua

. pAeypovn TWV aIpoPOpwV ayyeiwv (ayy&inda) Tou PITopei va eival gpaiverar oav
KOKKIVEG A PWPR e&oykwpéveg knNAideg 010 déppa, alAG pTTopei va TIpoaBAnBouv kal aAka
pépr) TOU CWPAaTog

. TTupeTdG, TOVOG OTIG apBpwaclg, TIpREIo atoug adéveg Tou Aaipou, Trg paaxaing i Trg
BouBwvikng xwpag

. oidbnua, opiopéveg popég 010 TIPOCWTTO ) GT0 OTONA (ay yEI00idnEa), TTOU TIPOKAAEI
OuokoAia oTnv avamvon

. KQTappeuon.

2 EmikoIvwviOTE apéowg PE TO YIAGTPO 0aG €AV EPPAvAOETE KATTOI0 aTTO QUTA Ta
oupTTTwara. Zrapartiore 1 ARyn Tov Ovopa mpoidvTog.

DAgypovi) Tou TTax£og EVIEpou
DAeypovi 1ou TTax€og eviépou, TTou TTpokaAei udapn didppoia cuvhBwg pe aipa kal BAévn,
TTGVO OTO aTONAY! KAl TTUPETO.

2 ZupBouAguTEiTE TO YIOTPO 0AG TO OCUVTOHOTEPO duvaTOv £Av EPPAVAOETE QUTA T
oupTTITWPQaTa.

fToAD ouXVEG avemIBUNNTEG EVEPYEIEG
AuTtég pTTopei va eTinpedoouy TrepigaoTtepa attd 1 ora 10 aropa
. O1dppoia (aT0UG EVAAIKEG).

TyuxVvEéG aveTIBUPNTEG EVEPYEIEG
Autég ptTopei va erinpedcouy ¢wg 1 ora 10 dropa

° AagBa (kavrivia - puknTIAoIKT AoipwEn Tou KOATTOU, TOU GTOHATOG i TWV DEPPATIKWV
TITUXWV)

° aioBnua adiabeoiag (vauria), 1diaitepa 61av AapBdavovial uyniég 0O0EIG

—*  gdv oag emnpedacel Tapte 1o Ovopa 1TpoidvIog TTPIv ammod 10 gayntod

. £UETOG

. diappoia (o1a Traidia).

Ox1 ouxVvég avemBGPNTEG EVEPYEIEG
AuTtég pTTopei va entnpedacouv £wg 1 ata 100 aropa
. Oeppankd €€avonpa, gayoupa

. eEoykwpévo kvnopwdeg e£avOnpa (xvidwon)
N duotreyia
+  goAn
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. TTOVOKEPAAOG.

Ox1 ouxvEg avemBUUNTEG EVEPYEIEG TTOU PTTOPET va pavouv aTig £&eT1A0EIG QipaTog:
. auinon opiopEvwy ouoIwy (év{upa) TTou TTapayovial ammod 1o ATTap.

ITAVIEG AVETTIOOPNTEG EVEPYEIEG

Autég uttopei va etrnpedoouy € wg 1 ota 1000 dtopa

. Oeppiamnko €€Aavona, TTou TTOPE va £XEI POUCKAAEG Kal va HIOIAZE LIE FIKPOUG OTOXOUG
(oxoupOXpWHEG KEVTPIKEG KNAIDEG TTOU TTEpIBAAOVTIAI Tt pia avorXToxpwln TEPIOXA P
paupo dakTUAIO YUpw aTro TIG AKPEG — ITOAULOPPO £pUENLQ)

2> €4v TTapaTnNPEAOCETE KATTOIO aTTO QUTA T CUKTITWLIATA ETTIKOIVWVACTE JE €va yiatpo
ETTEIYOVTWG

Imavieg avemBUNTEG EVEPYEIEG TTOU PTTOPET va pavouv oTig £€€TATEIC QipaTog:
. XapNAOG apiBpog kUTTApWY TTOU EUTTAEKOVTAI OTNV TTAEN TOU aipaTtog
. XapNAOG apiBuodg AEUKOKUTTAPWY

AAAEG avemiBUPNTEG EVEPYEIEG

ANMEG aveIIBUPNTEG EVEPYEIEG EXOUV PAVEi O £va TTOAU pIkpO apiBpd atopwy aAAd n akping
ouxvOTNTa TOUG Eival ayvworTn

. ANepyIKEG avTIdpaoclg (BAETTE TTapaTTavw)
. ®Aeypovr] Tou TTax€og evié pou (BAETTE TTapaTavw)
. SoBapég deppatnkég aviidpaoeg:
- exTeTapévo ££avBnpa e ouokaAleg kal amophoiwpévo O ppua, 1Bi1aitepa yupw amo
70 OTOMA TN |UTA, Ta Pdnia kai 1a yewnmka opyava (ouvopopo Stevens-Johnson)
KQl PJia coBapodTe pn HOPYPn TTOU TTPOKAAELI EkTETapEVN aTToPAoiwan Tou OE puatog
(TTeprooO6TEpO ammo 30% TNG £TTIPAVEIAG TOU CWHATOG — TOEIKI) ETTISEPPIK
VEKPOAUON)
- EKTETAPEVO KOKKIVO D€ ppaTIKO ££AVONMIA PE HIKPEG YOUOKAAEG TTOU TTEPIEXOUV TTUOV
(arropoAidwriki Sepparinda)
- KOKKIVO PE atmmoAETIoN ££avOnua, pe ofBwAoug katw amo 1o B¢ ppa kar POUaKAAEG

(BAaTidwodeg e€avOnua)
> EmikowwvioTe pe éva yiaTpd apéowe EGV EPPAVOETE KATTOIO aTWO auTa Ta
oUPTITWHATA.
. @Aeypovn Tou ATTatog (nmrarinda)
. iKTE pOG, TTOU TTPOKAAEITAl aTmo au&nan 1nG xoAepuBpivng GTo aipa (Piag ovaiag TTou

TapdyeTal oTo ATIAP) TTOU WTTOPEI va KAVEI TO D€ ppa kAl TO AEUKO TWV patiwv va
gaivovrtal kitpiva

. QPAEYLOVI TWV VEPPIKWY OCWANvapiwv

. TO @ipal apyei va TREel

. UTTEPKIVATIKOTATA

. oTacyoi (og dropa Tou Taipvouv uwnAég doogig Ovopa TTpoidvTog 1) €xouv ve@pikd
TpofAnpara)

. peAav YAwooa TTou Poidader TpIxwTn

. kNAideg o1a Bovna (ota maidid), ocuvnBw¢ amTopakkpivovTal P 1o FoupToicpa.

AVETTIBUPNTEG EVEPYEIEG TTOU Paivovial OTIG £§ETATEIG @ilJaTog 1) oUpWV:

. cofapn peiwon Tou apiBPoU Twv AEUKOKUTTAPWY

. XapNAGG apiBpog epuBpwy alpoopalpiwy {aipwoAunkn avaia)

. kpuUGoTaANoOI oTa oupa.

Edv eppavioeTe aveETIBUPNTEG EVEPYELEG

9> EvnpepwoTe 1o YIaTpO 1] TOV 9appakoTrold oag £Av kAamoia avemmeupunTn evépyeia
yivetal coBapn, A av TTapatnpefoceTe KATTOIa AQveTTIBUHNTN evEépyela TTou Oev avaépeTal
070 TTaPOV GUANO 0dNyIWV.

5, N0 NA DYAAIIETAI TO ‘ONOMA NPOIONTOZX
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Nao puAdooetal oe Pépn TTou ev 10 pBAvouv kal dev 10 BAETTOUV Ta TAIDIA.

No pun xpnoipgotoieite 1o Ovopa Tpoidviog peTd TNV NUEPOUNvia ANEng TTou avagépetal 610
kouTi. H nuepopnvia Angng elvar n teAcutaia nuépa Tou Priva Tou avageperar.

Ta ¢dppaka dev TTPETTEN va aTTOpPITITOVTAI GTO vEPO TNG aTTox£TEUanG i aTa akouTTidia.
PwieioTe TO QapPaAKoOTIOI6 0AG TTWG va TETALETE Ta YAppPaka TTou dev xpeidfovial Ta. Autd 1a
Héipa Ba BonBricouv aTnv TIPOaTaCia Tou TTEPIBAAAOVTOG.

6. AOINEZ NAHPO®OPIEZ

TirepiEXel 7o Ovopa TFpoiovrog

Eppavion Tou Ovopa TTpoiovrog Kal TTEPIEXOPEVO TIIG CUOKEVAOiag

KdT1o)og adtiag kuxAopopiag kal TTapaywyog

AuUTO TO PaPPAKEUTIKO TTPOIOV éxel eykp1Bei oTa Kpdatn MéAn Tou Eupwiraikou
Oixovopikot Xwpou (EOX) pe 11¢ akdAouBeg ovopaoieg:

To mapov piAAo odnyiwyv Xpriong eykpibnke yia TeEAeuTaia popad aTig
Tpomog didbeong: pe 1atpikh cuviayn

TupBouliiaTpiki exaideuon

Ta avrifioTika xpnOIPOTTIOIoUVTAl YIA TNV AVTIMETWITION TwV AOIJWEEWV TTOU TTpOKaAoUvTal amo
Baktnpidia. Aev givar aTToTEAECHATIKG £vavTl TWV AOIPWEEWYV TTOU TTPOKAAoUvIal atro 10UG.

Opiopéveg opég pia Aoipwén mou TpokaAeital amo Baktnpidia dev aviamokpiveTal oe éva
oxnua avtipiotikou. ‘Evag ammo 1oug ouvnBEaTepoug Adyoug yi autd givar eTre1dr) 1a Baktnpidia
TTOU TTPOKAAOUV TN Aoipwén eival avBekTika a1o AapBavopevo avifiotikd. Autd anpaivel 61
HTIOpOUV va €1TI{AcouUV Kal akOPa va ToAAaTTAaciacTouv TTapd 10 avTifioniko.

Orav o yiarpdg oag xopnyrnoel éva oxAPa avnifiotikou, autd poTiBetal va Bepameuael povo
Trjv Tpéxouaa TTabnon gag. H epappoyn Twv Tapakdtw oupBoulwy Ba BonBroel oTnv
TTPOANYN ePPAvIoNG avBeTKTIKWYVY BakTnpidiwv TTou pTTopouv va epmodioouv 1 dpdon Tou
avTifIOTIKOU.

1. Eivai moAu anuavtiké va maipvete 10 aviflotiké o1n owotn 6arn), T owaTh wpa kaiyia
10V OWOTS apIBPO NEEpPWYV. AIaRACTE TIg 0dnyieg OTNV ETTIORPAvoN Kal edv dev
xaraAafaivere kAT, pWIACTE TO YIATPO ] TOV PAPPAKOTIOIO va 0ag 10 £EnNyRoEl.

2. Dev ipémel va TApeTE £va avTIBIOTIKO €kTOG €AV £xEI guvTayoypapnBei £10IKA yia oag kai
B8a TTpéTel va TO XPNOIJOTIOINOETE POVO YIa TNV AVTIPETWTION TNG ACIHWENG yIa TNV OTToia
0ag xopnynenke.

3. Aev mpértel va TAPETE avTIBIOTIKG TTOU XopnyRBrnkav og aAAa atopa akopa ki av gixav

Aoipwén mou ATav Tapopola Pe 1 Ik oag.

Aev TpéTTel va divete avTIfIOTIKA TTOU Xopnyrnénkav oe oag e aAAa aropa.

5. Edv éxete kATOI0 QVTIRIOTIKO TTOU £UEIVE PETA TN ARYN TOU OXNKATOG CUPPWVA HPE TIG
odnyieg Tou yiaTpou 0ag, Ba TTPETTEN va ETTIOTPEWETE TO UTTOAOITTO OTO PAPKAKEIO yIa va
artoppipBei xataAAfAWC.

&

Odnyieg yia avaocvoTaon
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B. To ®0AA0 Obnyiwv yia 10 XpRaTtn ®OpHUAKEUTIKWY TTPOIOVIWV  TTOU TIEPIExouV OpaaTiko
ouotankd AMOXYCILLIN + CLAVULANIC ACID, Aiokio mrapatevapéviig amodEopsuang
1000mg/62,5/tab opiletal wg £&n¢:

DYAAO OAHINIQN XPHIHXI: NAHPO®OPIEZ I'IA TON XPHITH
‘Ovopa 1rpoioviog SR 1000 mg/62.5 mg diokia TTapareyapéviig ammodéopeuang
ApoikiAAivnikAaBouvAaviké ofl

AgBaoTe TPOgEKTIKG OAOKANPO TO YUAAO OBNYIWV XPAOTNG TTPOTOV OPXITETE va

TIQIPVETE AUTO TO YAPUAKO.

- QuAGgTe autd 10 GUAAO 0dNyIIV Xprong. Towg xpetaaTtei va 1o diaBdoete Eava.

- Eav ExeTe TTEPAITEPW ATIOPIEG, PWTACTE TO YIATPO 1) TO PAPHAKOTIOIO 0QG.

- H ouvrayn yia auto 10 appako XxopnyRBnke yia oag. Aev TTpeTTel va OWOETE TO PAPHAKO
ae ahAoug. Mmopei va Toug TTpokaAéael BAGRN, akdpa kal 61av 1a gUPTITWPATA TOUg
givai idia e Ta O1kd 0ag.

- Eav kdtroia avemBupuntn evépyeia yivetar gofapn, r av 11TapatnproeTe kArola
avetniBupnTn evEPyela TTou OEv avagepeTal aTo TTapov GUAAC 0dnylwv, TTapakaleioBe va
EVNPEPWOETE TO YIAQTPO N YaAPPAKOTTOIO 0AG.

To TTapév UAAO 0BNYIWV TTEPIEXEL:

Ti eivar 1o Ovopa 11poidviog kal 1ToIa gival 17 Xprion Tou

Ti TpeTTel va yvwpidete T1poToU TTdpete 10 Ovopa Tmpoidviog
Nwg va mapete 10 Ovopa TTpoidvTog

MBavég avemBUpNTEG EVEPYEIEG

Nwg va puAdocetar 1o Ovopa Tpoidviog

NoITTEG TTANpOYOpPIES

oL hWRN =

1. TI EINAI TO ONOMA NPOIONTOZ SR KAI NOIA EINAI H XPHIH TOY

To Ovopa mpoidvTog eivar eva avTifiotikd kal dpa okotwvovTtag 1a Baktnpidia TTou ITpokalouv
T1g hoipwéeig. Mepiexel SUo BlawopeTikA pappaka Tou ovopadovial apolikiAAivn kal
kAaBouAaviko o&u. H apogikiANivn avrkel o pia opada gappdkwv TTou ovopddovial
“mEVIKIANIVEG” N OpAcn Twv OTToIWV PEPIKEG POopEG PTTOPEi va epTTod108ei (adpavortoieitar). To
GANo OpaaTikO auatatikd (kKAaBouAavikd ofu) dev emTPETIEl va OUPBEi auTo.

To Ovopa 1mpoidviog XpnaoIKoTIoIEiTal € EVAMKEG Kal TTaAIdIA dvw Twv 16 £TWV yIa TNV
Beparreia TwWv TTapakATw AOIPWEEWV:

. AOHIWEEIC TLWV TIVEUPOVWLY.

2. TI NPENEI NA TNQPIZETE NPIN NA NAPETE TO ONOMA MPOIONTOZ

Mnv mrapere 1o Ovopa Tmpoioviog:

. ot TepiTTTwarn alAepyiag (utepeuaioBnaiag) atnv apofikiANivn, 1o kAaBouAaviko oo,
TNV TTEVIKIANIVI) i} € oTTo100M1TOTE GANO guaTaTtikd Tou Ovopa TTPoidvTog (avagEpovTar
a1V TTapaypa@o 6)

. g€ TTEPITTITWAT TTOU €iXate 1ToTE aoPapr) aAAepyikn aviidpaar) (uTrepeuaigBnaia) o¢
omolodn ToTe AAAo avTifioTikd. AuTh pTTopei va TrepiAapBavel deppariki aviidpaon i
TTPA&INO TOU TTPOCWITTIOU i} TOU AQipou

. O& TTEPITITWAN TTOU EixXATE TTOTE NITATIKA TTPOPBARHaTa ) ikTEPO (KITpiviIopa Tou dEpRartoq)
oTav TIaipvare kATToI0 avTiBIoTikO

> Mnv rapeve 7o Ovopa 1rpoidvIog £av KATTOI0 aTTO Ta TTapaTmaviy oag agopa. Eav

Oev £i0TE Oiyoupol, PMIARCTE PE TO yIATPO ) TOV PappakoTrod oag 11piv Trapete 10 Ovopa
TTPOIOVTOG.
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Npocégre 18iaitepa pe To Ovopa TIPoiIoVTOG

MiAfoTE pe

. EXETE TTUPETO g

. KAvETE BEPATTEIQ YIO VEPPIKA 1} NITATIKA TTPORARpaTa
. Oev ou peite TAKTIKA.

Edv &¢ev ciote giyoupol, €av KATTOI0 ATTO 1A TTAPATTAVW CAg aPopd, WAFCTE pE To yIaTpod ) Tov
$apPakoIToIo

2€ OPIOPEVEG TTEPITTTWOEIG O YIATPOG aag KITopei va digpeuvriael 10 €idog Tou BakTnpidiou TTou
TTPOKaAEi TV Aoipwen. AvaAoya e Ta arroteAéoparta, Prtopei va aag xopnyneei diapopeTikr
TEPIEKTKOTIITA Ovopa TTpoidvTog fj Biapo peTikO ¢APHAKO.

Kataotdoeig Tov pmopei va XpelaoTei va TTpooEeT e

To Ovopa 11poidvTog PIropei va eTMIOEIVWOE! OPICIEVES

ONUaVTIKEG AVETTIBUPNTES

KPIgEIg (OTTA0OI) KAl PAEyY|

oupTTTwpaTa kard 1 didpkeia Afying Tou Ovopa TTPOIGVIOG, YIa va PEIWOETE TOV kKivOuvo
oOTTOIWVONTTOTE TIPORANHATWV.

Napaypago 4.

Edevaosig aipatog kai otpwv

Eav kavete e€e1dogig aipatog (O1Twg £€£TACEIG VIO TNV KATACTACN TWV £PUBPWYV AIPOTPAIPIWV
r) €§€100EIC NTTATIKAG AeIToupyiag) i e€£1ACEIC OUPWV (YIa TNV YAUKOLN), EVHEPWOTE TO yIaTpd
1) Tov voanAeuTtr} o1 Traipvete 10 Ovopa TTpoioviog. Auto yiati 1o Ovopa

ETINPEACEI TA ATTOTEAECHATA AUTOU TOU TUTTOU TwV £E£TATEWV.

Xpon AAAwv gpappakwv

MapaxkaAeioBe va evnue pLOoETE TOV yIATPO 1 TOV PApPPaKoTIoId 0ag €AV TTAIPVETE f €XETE TIAPE!
Tpéopata AhAa pdppaka.

XWPig ouvTayr| kal ¢ApPaKa QUTIKNG TTPOEAEUANG.

Edv AapBavere
TIPOIOVTOG, i

Eav AapBaverte trpoBeveaidn (xpnoi.
va anogaaio€l Tr) pUBuIon 1ng 8dang Tou Ovopa 1Tpoidvrog.

Eav AguBdvovial avTiTinkTika @dppaka (61mwg n Bappapivny) padi
Hi
To Ovopa 1TpoidvIog PItopei

xpnapotroieitar yia Tnv BepaTtieia Tou KApPKivou 1) TwV PEVATIKWY TTAaBNOEWV).

Kinon ka1 8BnAacpog
Eav giote £ykuog, vopileTe
EVNPEPWOETE TO YIAQTPO 1) TOV PAPHAKOTTOIO OaG.

ZnT1A0TE TN GUPBOUAT TOU YIaTPOU ] TOU PapRaKoTIoIou
PApRaKo.

0dynon kai XeEIPIoPOg Pnxavwv

To Ovoua

HEIWOoouV

Mnv obnyeite f} XpnoipoTToIEiTe

Inpavinikn TAnpowopia OXETIKG pe opIcpéva oVOTATIKG TOu Ovopa TIpoidvTog
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3. NOI NA NAPETE TO ONOMA NPOFONTOX

Mavrote va maipvetre 10 Ovopa TTPoidvIog auaTrpd cUPPWva Pe TiIg odnyieg Tou yiaTpou 0ag.
Eav éxete ap@ioAicg, pwirjote Tov yiatpod 1 Tov pappakoTTold oag.

EvijAikor kat mandiad dvw Twv 16 eTwv
H ouvnbng doon civar:
. 2 Biokia duo popeg TNV NnUépayia 5 £wg 10 nuépeg.

Naid1d KaTw TWV 16 ETWV
Ta diokia Ovopa TTpoiovIog dev ouUVICTWVTAL

AoBevEi¢ PE NTTATIKG KAl VEPPIKA TTPOBARpaTa
Edv éxete veppikd TTpofAnuara, n doon pmropei va ahAagel. O yatpdg oag pymopei va
EMAELE! pia DiapopeTikA TTEPIEKTIKOTATA ) DIAPOPETIKO YAPHAKO.

. Eav éxete nTranika mpoPAnfpara propei va xpeiacBouv ouxvotepeg £€£1A0EIC aipaTog yia
TOV €AEYXO TNG NTTATIKAG AEITOUPYiag.

Mwg va mapete 70 Ovopa mpoidviog SR

. Ta diokia Ovopa mpoidviog £xouv Xapayr) yia dixotopnon mou BonBdci 1o oTTdcIo Tou
diokiou og duo ioa pépn. Autod civai yia va kararmivovial eukoAoTepa. Kai 1a duo pepn
Tou id1ou digkiou TTpéTTel va AapBavovral 1y idia Xpovikr aTiypn.

. Karamieite 1a diokia pe £va mmotnpr vepo oTnv apxr) £vog yeupatog 13 apeécwg TTpiv

. MaywpnaoTte 1ig 8O0EIg I00dUVapa eviOg TNG NUEPAg pe TouAdyiotov 4wpa diacTApara.
Mnv mapete 2 86oei1g oe 1 wpa.

. Mnyv raipvete 1o Ovopa Tpoidviog yia epioootepo ammd 10 nuépeg. EAv e€axkoAouBeite

va a106dveaTe dppwaTol TIPETTE! va EAvacITIOKEPTEITE TO yIATPO 0ag

Edav mapete peyaAitepn 66an Ovopa TPoidvTog aTmo TIV KAVOVIKA

Eav mapete peyaAutepn moootnta Ovopa Tmpoidviog, 1a CURTTITWHATA PTropei va
TrepiAapPdvouv diatapaxn ato otopdyi (aioBnua adiabegiag r) didppoia) 1) oracuous. MIANoTE
HE TO yIaTPO 0a¢ 10 cuviopdTEPO duvatodv. ALi&te aTo yiIaTpod TO KOUTI TOU PappaKou.

Edv {exdoeTe va mapere 1o Ovopa TTpoiovTog

Eav &exaoete va mapete pia ddorn, TAPTE TNV aPEowg POAIG To BupnBeite. Acv TipéTel va
Tapete v £mopevn 0O TTOAU KOVTA, GAAG va TTEPIPEVETE TTEPITIOU 4 WPEG TTIPIV TTAPETE TNV
€ropevn d6on

Edv otaparioere va mmaipvete 1o Ovopa 1mpoidviog

2uvexiote va Traipvete 10 Ovopa Tpordviog péxpl va TEAEIwWOoel N BepaTtreuTiky aywyrj, akopa
ka1 av aiIoBdveate kahutepa. Xpeidleote OAeG 11 OOOEIC WAOTE VA QVTIHETWTTIOETE TNV Aoipwin.
Eav emlnoouv xamoia Bakinpidia pmmopei va emmavagépouv 1 Aoipwén.

Edv £xeTe IEPIOOOTEPES EPWITATEIG OXETIKA PE TN XPIC AUTOU TOU TTPOIOVTOG PWIACTE TO
yiarpd ] Tov ¢appakoTTold oag.

4, NIGANEZ ANEMIOYMHTEX ENEPFEIEX

Omwg 6Aa 1a pdppaka, €101 kai 1o Ovopua TPoidvTog PTTopEi va TTPoKAALoEl aveTiBUPNTES
gvepyeteg av kal dev TTapouaialovial ge OAoug Toug avBpwTtoug. Me autd 10 PAPHAKO PTTOPEI
va ePeavicBouv Ol TapakdTw aveInBUPNTES EVEPYEIES.

Kataotaoeig mov Xpeid{eTal va TTpOOESETE

AMAEPYIKEG aVTIOPATEIG:
. Oeppanikd egavenua
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. GAEYHOVN TWV QIOPOPWY ayYEiwy (ayyennda) TIou UTIopEi va £ival QaiveTal oav
KOKKIVEG i} JWB eoykwpéveg knAideg aTo OEppa, aAAd pTropei va TpocBAnBouv kai oAAc
pépn TOU cwPATog

. TTUpETOG, TTOVOG OTIG ApBpwoElg, TIPHEINO GTOUG adéveg Tou Aaipoy, TG HAoXdAnG i NG
BouBwvikAg xwpag

. oidnpa, opIoPEVES POPEG OTO TTPOCWTIO | OTO OTONA (ayyE100idnua), TTOU TTPOKAAEI
OucokoAia oTtnv avamnvor)

. KaTtappeuon.

> EmxoivwviioTe apéowg pe 10 yiatpd oag edv ep@avioeTe kAtolo and autd 1a
oupTTTwuaTa. ZTapatioTe T Aqyn Tou Ovopa TpoiovTog.

DAeypovr Tou TTaxéog EVvTEpou
DAeypyovr) Tou TTax€og EVIEPOU, TTOU TTPOKAAEi udapry Biappoia-cuvhBwe Pe-aiga kai BAEvn,
TTOVO OTO GTOPAXI KQIfT} TTUPETO.

2 ILupBouA£uTEiTE TO YIQTPO 0AG TO CUVTONOTEPO BuvaTov £Gv £UPAVAOETE QUTA Ta
OUpTTTWRATA.

INMoAU guxvég avemBUuNTEG EVEPYEIEG
Autég pmmopei va entnpedoouv epiocdTepa anmd 1 ata 10 dtopa
. O1appoia (o10UGg EVAAIKEG).

Luxvég avermiBupnTEG EVEPYEIEG
Autég pttopei va etinpedcouy £wg 1 ota 10 aropa

. apBa (kavrivia - puknnaciki Aoipwén Tou KOATTOU, TOU OTOLATOG 1) TWV JEPPATIKWV
TITUXWV)

. aioBnua adiaBeaiag (vauria), 1&iaitepa 61av AapBdvoviar uynAég HOoEIg

—  gdv oag emnpedcel Tapte 10 Ovopa TTpoidviog TTpiv amd 10 paynto

. £PETOG

. Oiappoia (ora maidid).

Ox1 ouxvég avemBUpNTEG EVEPYEIES
Autég pmropei va ernpedcouy ¢wg 1 o1a 100 atopa

. Oepparniko e€avOnua, gayoupa

. e&oykwpévo kvnopwdeg e€avBnua (kvidwaon)
. OuaoTtreyia

. ¢aAn

. TTOVOKEPAAOG.

Ox1 ouxvég avemBUPNTEG EVEPYEIEG TTOU WTTOPEI VA pavouv OTIg £§eTACEIC aipaToq:
. auénon opiopévwy ouaiwv (£v{upa) TTou Tapdyovrtal amméd 1o fATrap.

LITAVIEG aQVETIBOUNTEG EVEPYEIEG

Autég ptTopei va ettnpedacouy £wg 1 ota 1000 atopa

. Oeppanikd ££avBnua, TTou PTTOPET va £XEI POUCKAAEG KAl va POIAEl JE HIKPOUG OTOXOUG
(oxoupOXpwWHEG KEVTPIKEG KNAIBEG TTOU TTEPIBAAOVTAl ATTO pia avoIxTOXpwHn TTEPIOXHA UE
paupo dakTuAIo yUpw aTrd TIG AKPEG ~ TTOAUOPYPO £pUBNLA)

2> €4V TTapaTNPOoETE KATTOIO aTTO AQUTA TA CUNTITWHATA ETTIKOIVWVIOTE g Eva yiatpd
ETTEIYOVTWG

ZTTAVIEG QVETTIBUPNTEG EVEPYEIEG TTOU PTTOPEI va @avouv OTIg £££TACEIG aipaToq:
. XaPNAGG apIBPoG KUTTAPWY TTOU EPTTAEKOVTAI aTRV TTAEN TOU aipaTog
. XAHNAGG apiBud ¢ AEUKOKUTTAPWV
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AAAEC aveETIBOPNTEG EVEPYEIEC

AAMNEG QVETTIBUPNTEG EVEPYEIEG £XOUV QPAVEi O€ £va TTOAU PIkpOd apiBud atdopwy aAAd n akping
QUXVOTNTa TOUG Eivar AyvwaoTn.

. AMEPYIKES avTIOPAOEIG (BAETTE TTapATIAVW)
. ®Aeypovr) Tou TTax£0g eviEpou (BAETTE TTapaTTAvVW)
. ZoPapéc deppatikég avnidpaaceis:
- EKTETAPEVO £EAVONPA e YOUTKAAEC kar aTmoPAotwpévo déppa, 1Idiaitepa yupw amo
TO OTOMA TN PUTN, 1A PATIA KAl Ta yevvnTikA opyava (ouvdpopo Stevens-Johnson)
Kal gia coBapdtepn POPYPr TTOU TTPOKAAEI EKTETAPEVA aTTOPAOIWaGN Tou &€ paTog
(Trepioodtepo amod 30% NG eTIPAVEIAG TOU OWPATOG ~ TOEIKN ETTIOEPIKN
VEKPOAUOTT)
- EKTETAPEVO KOKKIVO BeppaTIKO ££€AVONPA PE HIKPEG POUCKAAEG TTOU TTEPIEXOUV TTUOV
(ammo@oAidwriiks depparinda)
- KOKKIVO pe atroAémmiaon e§avonpa, pe oBwAoug kKATw aTro 10 OEPPA KAl POUCKAAEG
(BAandwodes e€avlnua).
> EwixoivwviAaTe pe éva yiaTpo apéawg Qv EPPaviAoETE KATTOI0 aTTd auTéd Ta

ovpTITWPaTa.
) @Aeypovn Tou ATTarog (nrrarnda)
. iIKTEPOG, TTOU TTPOKAAEITAI QTTO augnarn NG xoAepubpivng oT0 qipa (PIag ouaiag TTou

TTaPAYETAI GTO NTTAP) TTOU PTTOPET va KAVEI TO DEPRA KAl TO AEUKO TWV LATIWY va
paivovial kitpiva

. PAEYLIOVI TWV VEPPIKWY CWANVapiwv

. 10 qipal apyei va TRl

. UTTEPKIVATIKOTNTA

) OTTacpoi (Og dtopa TTou TTaipvouv uynAég 86aeig Ovopa TTPOoTOVIOG f £XOUV VEQPIKA
TpoBAnpara)

) peEAavVA yAWwaooa TTou poiader TpixwIn

. knAideg ota dovna (ota TTaidid), cuvnRBwg aTmopakkpivovTal Pe 10 Bouptaigpa.

AVETTIBUPNTEG EVEPYEIEG TTOU PaivovTal aTIg £££TATEIG QiJATOG ) OUPWV:

. cof3apn HEIWan Tou apIBOU TwWV AEUKOKUTTAPWY

. XAUNAGG apIBPOG £pUBPWV aIOCYAIPIWY (TIHOAUTIKNA avaipia)

. KpuoTaAAol o1a oupa.

Edv eppavnoere avemmiOupunTeg EVEPYEIES

> EvnuepwoTe TO yIaTpo i TOV pApPAKOTIOIO GOG £AV KATIOIQ avemIBUNTN EvEpyEia
yivetar coBapn, A av TapatnprnaoeTe kATola avemeluunTtn evépyeia TTou dev avagépeTal
aTto Tapov GUAANO 0dnyIwv.

5. NOI NA ®YAAIZETAI TO ONOMA NPOIONTOZX

Na @uAdoaoetal ae pépn Tmou dev 10 PBAvouv kail dev 10 BAETTouv Ta Taidia.

No pun xpnoipoToleite 1o Ovopa TTPoIdvVTog PeTa TNV NPepopnvia ARgng mou avagépetal aTo
KouTi. H nuepoprvia Angng eival rp reAeutaia ripépa 1ou Priva TTou avagEpeTal.

Ta pdppaka dev TTPETTEN va ATTOPPITITOVIAI GTO VEPO TNG ATTOXETEUDNG ) GTA OKOUTTIdIA.
Pwrteiote 10 pappakotoid gag TTwg va TeTAgeTe 10 pappuaka mou dev xperadoviar ma. Autd 1a
pétpa Ba BonBricouv atnv TTpocTacia Tou TePIBAAAOVTOG

8. AOINEZ NAHPO®OPIEX

Tr repi€xer To Ovopa poiévrog
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Epgdvion Tou Ovopa TTpoioviog kal TEPIEXOPEVO THG CUCKEUAOiag
Kdaroxog abdeiag kukAo@opiag xal Tapaywyog

AvuT0 TO QUPPUKEUTIKG TTPOIOV £xel eykpIBei oTa Kpdatn MéAn Tou Evpwiraikot
Oixovopikou Xwpovu (EOX) pe 1i1¢ akd6AouBeg ovopaoieg:

To mapov @UAAO 0dnyIwV XpRONG EYKPIBNKE yia TeEAeuTaia popa oTIg

Tpomog 81aBeong: e 1aTpIKA ouvIayn

LupBouAnharpixi exwaideuon

Ta aviiBioTikd xpno1oTToIouvIal YIA TNV GVTILETWITION Twv AoIpWwEEwv TTou TTpokaAouvial amod
Baktnpidia. Aev civaramoteAegpanikad évavi Twv Aoipwéewv TTou TTpokaAouvial amod 1006,

Opiopéveg popég pia Aoipwén mou TpokaAeitar amod Pakinpidia dev aviaTokpiveral og éva
oxnHa aviiBiotikol. 'Evag amd 1oug ouvnBéoTtepoug Adyoug yi auTo eival emmeidn 1a Bakinpidia
TTO0U TTpOKAAoUV TN Aoipwén eival avBexTika o1o AapPBavopevo avTifioTiko. Auto onpaivel o1
pITOpOUV va emdrioouv kar akopa va ToAAamAaoiaocTouv Tapd 10 aviiBionko.

Or1av o yia1pdg 0ag xopnynoel £va oxnpa aviiBiorikou, auto mpotibetal va Bepamevoe) povo
v Ipéxouoa mabnon oag. H egpappoyn Twv mapakatw cupgBoulwyv Ba BonbBroel otnv
TTPOANYN EPPAVIONG avBeTKTIKWY BakTnPEIdiwv TTOU PTTOPOUV va gPTTodioouv T Opaon Tou
avTiBioTIkou.

1. Eivai moAu onpavtikd va maipvete 10 avnifiotikd o1n owaoTtr) 060N, TN OwaTh WPa KAl yia
10V OWwaOT10 apIBud nuepwv. AiaBdoTe Tig 0dnyieg o1V €MaonPavon kai eav Jev
kataAapaiveie kAT, pWIROTE 1O YIATPO 1) TOV YAPHPAKOTTIOIO va 0ag 10 E&NYNOEL.

2. Nev mipémel va mapete £va avTiBIoTikO £kTOG €AV £xel ouviayoypagnBei £101ka yia oag kai
Ba TpETTe) va 10 XpNOIOTTOIRCETE POVO YIa TNV QVTIPETWITION TNG Aoipwéng yia TV oTToia
0ag xopnynenke.

3. Agv pémel va Tapete aviBioTikd Tou xopnyrénkav oe GAAa atopa akdpa ki av gixav
Aoipwén mou ATav Tapdpoia pe 1n OIkr) 0ag.

4. Aev mrpémer va Oivete avnifiotikd TTou xopnynBnkav oe 0ag oe aAAa artopa.

5. Eav éxete k@moio avniBionikd ou €peive peTd 1n ARwn 10U OXAPATOg CURPWVA PE TIG
odnyieg Tou YIaTpoU 0ag, Ba TTPETTEl va EMICTPEWETE TO UTTOAOITTIO OTO PAPKANEIO Yia va
anoppipBei kaTaAANAwWG.

Odnyieg yia avaciortaon
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[ To ®UAO OOnyiwv yia 10 XPpAOTn QApUAaKEUTIKWY TIPOIOVIWY  TToU TTEpIExouv OpaaTiko
guotatnikd AMOXYCILLIN + CLAVULANIC ACID, Aiaomeaipépevo Siokio 500mg/125mgitab

opifeTal wg eEAG:
DYANO OAHIMQN XPHIHZI: NAHPO®OPIEZ I'A TON XPHEITH
‘Ovopa mpoidvriog 500 mg/125 mg diaomreipopeva diokia
ApotmaAliva/kAaBouAavikd oo

Aaf3daaTe TTPOOEKTIKG OAOKANPO TO PUAAC OBNYIVV XPpHONG TPOTOU apyXioETE va
Taipvere autd 10 PApuako.
®duArae autd 10 YUAAO 0dNyIWV Xpnong. Towg xpelaatei va 1o draBdoete Eava.

- Edv €xere TEpAITEPW QTTOPIEG, PWTACTE TO YIATPO i TO YAPPAKOTIOIO 0AgG,.

- H ouvrayr yia auto 10 @dppako xopnynodnke yia cag (r 1o Taidi cag). Aev TIPETTE va
OwoeTe T0 PApPAKo o€ AANoug. MTropei va Toug TTpokaAéoer BAGRN, axdpa kai étav 1a
OUuTTWPATA Toug eivar idia pe 1a dika 0ag.

. Edv katmoia avemBUPNTN evEpyeia yivetal gofapr), | av TTaparnpnosTe katmoia
avemBupnTn evépyela TTou dev avagEPeTal 610 TTApOV GUAAC 0dnyIWV, TTaPakaAeioBe va
EVNPEPWOETE TO YIATPO ) YAPAKOTTIOI0 GAG.

To 17rapov QUAAO OBIYHUV TTEPIEYEN:

T eivair o Ovopa 1TTpotdvTog Kkal TToIa gival rp XpAon Tou

T TIPETTEl va yvWwpPileTe TTpOTOU TTAapeTe T0 Ovopa TTpoidviog
MNuwg va Tapete 10 Ovopa TTPoidvTog

MBavég avetmBUINTEG EVEPYEIES

Mwg va guhacoerar to Ovopa TTPoidvTog

AoITTEG TTANpOYOpIES

DU WA -

1. TI EINAI TO ONOMA NPOIONTOZ KAI NOIA EINAI H XPHEH TOY

To Ovopa 1poidvtog eival £va aviifioTikd kar Opa okoTwvoviag 1a BakTneidia Tou TTPokaAouv
TIc Aoipwéeig. Nepiéxer dUo diIapopeTika @Aappaka Tou ovopadoviar apofikiAlivn kai
kAaRouAavikd o&U. H apofikiAAivn avikel o€ pia opdda gappdkwy TTou ovopadovial
"TreVIKIAAIVEG” 1) OpAarn TWV OTTOIWV PEPIKES YOPES PTTOPET va euTTodI0BET (abpavoTroieitar). To
AaAAo dpacTikd cuartatikd (kAaBouAavikd o&u) dev emTpémel va oupei auTo.

To Ovopa 1TpoidvTog XpnoIPoTToigiTal oe eVAAIKEG kal TTaIdid yia TNV BepaTreia TWV TTApaKATw
Aoipwéewv:

. AOIPWEEIG TOU PECOU WTHOG KAl TTAPAPPIVOKOATTITIOO

. AOIPWEEIC TOU AvaTIVEUTTIKOU
AOIPWEEIG TOU OUPOTTOINTIKOU

. Aolpwéeig Tou BEPPATOC KAl TWV JAAAKWY POPIWV TTEPIAQPBAVOUEVWY TwV 000VTIATPIKWV
Aopwéewv

. AOIHWEEIC TWV 00 TWV KAl TWV APBPWOEWV.,

2, TI NPENEI NA I'NQPIZETE NPIN NA NAPETE TO ONOMA NPOIONTOZ

Mnv rapete To Ovopa 1TpoiovIOoG:

. e TTEPITITWAN aAAepyiag (uTTepeuaioBnaiag) oTnv apoikiAAivr), To kAaBouAavikd ofu,
TNV TTEVIKIAAiVN i g€ oTToi0dnTToTE AAAO cuatatiko Tou Ovopa mpoidvTog (avagépovTal
oTnv TTapadypayo 6)

. g€ TIEPITITWON TTOU €iXaTte TTOTE oofapr) aAAepyikn avTtidpaor (uTrepeuaioBnaia) o
otrolodATTOTE AAAO avTIBioTikG. AuTh pTTopei va TrepithapBavel deppatikh aviidpaar
TTPNEIII0 TOU TTPOCWTTOU 1} TOU AQIQU
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< gt TEPITTTWON TTOU EiXATE TTOTE NTTATIKA TIPORBAAATA fy iKTEPO (KITPIVIOPA TOU O¢pparog) .
O1aV TTaipvaTe KATroIo avTifIoTIKO.

> Mnv 1mapeTe 10 Dvopa 11poidvTog £Gv KATTOI0 ATTO Ta TTAPaATTAvw oag apopd. Edv
Bev €i0Te aiyoupol, PIAACTE PE TO YIaTpd I
TTPOIOVTOG.

Npooégre 15iaitepa pe 1o Dvopa 1mpoidvTog
MIAfaTE pe TO yIaTPO 1] TOV YappakoTTold oag TIpIv TTAPETE QuTd TO YAPPAKo, eav

. EXETE TTUPETO pE BloykwpEvoug Aeppadeveg
. KAveTe BepaTiEia yia VEQPIKA 1] NTTATIKA TTpoRAAUaTa
. OEV OupEiTE TAKTIKA.

Edv dev eiote aiyoupol, €dv katroio-amd 1a- TTapamdvw 0as apopa; PIANCTE HE 10 YIGTPG 1} ToV
pappako1told oag 1Tpiv Tapete 10 Ovopa 1TpoidovIog.

2€ OPIOPEVEG TIEPITTTLIOEIG O YIGTPOG 0ag PITopEi va diepeuvioel 10 £idog Tou BakTnprdiou TTou
TTPOKAAEI TRV AOipwErn. AvaAoya pe 1a arToTeAéapata, PITopei va oag xopnynoei diagopeTikn
TepiekTikOTNT@ Ovopa 1TTpoiovtog 1 D1apopeTikd YAPPAKo.

Kataotaoeig 1Tou PIropei va XpelaaTei va TTpooEgeTe

To Ovopa 1TpoidvIog PIToPEi va EMIOEIVWAOEI OPIOPEVEG KATAOTACEIG, I va TTPOKAAECE!
onNpavTikEg avemBuPnTEG EVEPYEIEG. AUTEG TTEpIAQPBAvVOUV AAAEPYIKEG QvTIOPACTEIG, ETHANTITIKEG
KPIOEIG (OTTAOHO0I) kAl PAEYPOVE) TOU TTaxEoG eviEpou. MPETTEI va KOITAEETE YIQ QUYKEKPIPEVA
gupttipara kata m didapkeia AfYng tou Ovopa 1poidviog, yia va PeIwoeTe Tov kivbuvo
oToIWVORTTOTE TTPORANpATWY. BAETTE 'Karaordoeic mou xpadderal va 1mpocééere’ otnv
Napaypago 4.

Eletaoeig aiparog ka1 oupwv

Eav kavete e€e100€1G qipatog (O1TTWG EEETATEIG YIA TNV KATACTACOTN TwV £puBpwY aipooPaipiwy
) EEETACEIG MITATIKNG AEITOUPYIag) ) EEETATEIG OUPWV (YIA TNV YAUKOJN), EVIPEPWOTE TO YIAQTPO
r} Tov vOaonAeuTr Om TTaipvete 10 Ovopa 1mpoioviog. Auto yiati 1o Ovopa TTpoidviog HTTopEi va
ETTNPEACE! Ta QTTOTEAECPATA AUTOU TOU TUTTOU TWV EEETATEWV.

XpnRon dAAwv pappakwv

MapakaAeioBe va evrpepwaeTe ToV yIQTpO ] TOV PApPakoTTold 0ag eAv TTAipveTe I} £XETE TTAPEI
TTpOOPaTa AAAa pappaka. Auta 1TepIAapBavouv kal ¢Aappaka Tov PITopouv va ayopactouy
XWPIG ouviayr kar ¢ApPaKa QUTIKAG TTPOEAEUCNG.

Edv AapBavete aAhottoupivoAn (xpnaoiporroieitar yia v oupikry apBpinda) pe Ovopa
1TpOoidVTOoG, PTTopEi va augnBei n mBavoTnTa va epgavioete aAAepyikry deppatikry aviidpaaon.

Edv AapBavere Trpofeveaidn (xpronotroicital yia v ouptkr apBpinda) o yiarpog oag PIropei
va arrogacioel 1 pUBPION 116 dGang Tou Ovopa 1TPoidovIog.

Edv AapBavovialr aviiminktika ¢dppaka (omwg n Bapeapiviy) padi pe Ovopa 11poioviog 10Te
HITOPEi va Xpe1aoTouv eTHITTAEOV ££ETACEIG QiPaTOq.

To Ovopa 1TTpoidvTog PTTopEi va ETTNPEATEl TOV TPOTTO OpAcng g PeBoTPeATng (PAPPAKo Tou
XPNOIYOTTOIEITAI YIA TNV BepaTieia Tou KAPKIVOU A Twv PEUNATIKWY TTaBAgEwV).

Kinon kai 8nAaopag
Edv eioTe £ykuog, VOPIZETE OTI PTTOPET VA EIOTE EYKUOG, N £Qv BNAAdeTe, TTAPAKAALiOTE va
EVNHEPWOETE TO YIAQTPO 1} TOV PAPAKoTToId 0ag.

Zno1e 1y oupBouAr Tou yiaTpoU ) TOU PapPakoroloy oag TTPoToU TIAPETE OTTOI0BNITOTE
pApHAaKo.

Odiynon kai Xe1p1opog pnxaviuv

To Ovopa TTpoidvIog PTTopEi va EXEl QVETTIBUPINTEG EVEPYEIEG KAl TA QUPTITWPATA PTTOPEi va
pERLOOUY TAV IKAVOTNTAg 0ag yia odrynan.
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Mnv obnyeite i) XpnNOWJOTTOIEITE epyaAeia ) PNXaveg, exTOC eAv aiI0BAvVeTTE KAAQ.

3. NQI NA NAPETE TO ONOMA NPOIONTOZX

Mavrore va 1maipvete 10 Ovopa 11poioviog aucTned cUPPWVa PE Tig odnyieg Tou yiaTpou oag
Edv éxete apgifoNieg, pwIACTE TOV YIATPO ) TOV PaPPaKkoTold oag.

Eviihikol ka) Traibia Bapoug 40 kg ka1 avw

H ouvnBrnc doaon eivar:

1 diokio TPEIG YOpPEG TNV NUE pa

Naid16 Bapoug piIkpoTEPOU TV 40 kg

Ta diacmeipdpeva diokia Ovopa mpoidviog dev cuvioTwvTal yia Taidid BApoug PiIKpOTEPOU TWV

40 kg. ZupBouleuTeite TO YIQTPO ) TOV PAPPAKOTTOIO 0AG..

AgBeveig pe NITATIKG KA) VEPPIKG TTpOBARjpaTa

. Eav éxete veppika mpoBAfpara, n déaon Prtopei va alater. O yarpog oag uttopei va
eTAEEE) pia DiapopeTikn TTEPIEKTIKOTNTA 1) BIAYOPETIKO PAPAKO
. Eav éxete nmanka mpoRARpata prropei va xpeiaagBouv cuxvotepeg £€£TACEIC QilATOS Yia

TOV £AEYYXO TNG NTTATIKAG AeiToupyiag.

Nwg va rrapere 1o Ovopa MPoiovTog

. Aiyo TTpiv xpelacBei va mapete £va DiIokio, avakatéwTe 10 Pe vepd O £va TTIOTAPI WOTE va
O1aAuBei.

. Kararmieite 1a diokia oASkANpa e €va 1mothpl vepo oTnv apxr £vOg YEUATOS ) A€ owg
Lafell

. AigxwpnoTe 1ig 5601 1000UvVaa £VviOog TNG NUEPag e TouhdxioTov 4wpa diacTruata
Mnv Trapete 2 dooeIg o 1 wpa.

. Mnv Traipvete To Ovopa 11poidviog yia TepioooTepo amd 2 eRdopadeg. Eav

e€akoAouBeite va aiocBAveoTte AppwaoTol TTPETTEN va EAVAETTIOKEPTEITE TO YIATPO 0AG

Eav mmapeTe peyaAutepn 56on Ovopa mpoiovTog aTmod TRV Kavoviki

Edv mapete peyarlutepry moootnta Ovopa TTpoidvTog, Ta CUPTITWPATA PTTopEi va
TrepthapBavouv diatapayr oo otopdyi (aioBnua adiaBegiag i diappoia) R omracpous. MiARoTe
JE TO YIATpO 0aGg 10 OUVTOPOTEPO duvatdv. Acifte 010 yiaTpO TO KOUTI TOU PAPAKOU.

Edv {exdoeTe va 11apeTe 10 Ovopa mpoiovrog

Edv Eexaoete va mapeTe pia doaon, 1apte TNV apéowg HONG 10 BupnBeite. Agv TTpETTel va
TIapeTe TNV £TTOPEVN BOON TTOAU KOVTA, OAAG va TTEPIPEVETE TIEPITTOU 4 WPEG TTPIV TTAPETE TNV
gmopevn doon.

Edv atapartiioeTe va mraipvere To Ovopa mpoioviog

2uvexiote va maipvete 10 Ovopa TTpoioviog péx pl va TEAEIWOET ) BepatTeuTikh aywyr, akoéua
Kal av aioBaveoTe kKaAUTE pa. XpeladeoTe OAeg TG BOCEIG WOTE VA QVTIMETWTTOETE TNV AOiwEn.
Eav emdnoouv katoia Baktnpidia PItopei va £1ravagEpouv 11 Aoipwin.

Edv €xe1e TEPIOCOTE PEG EPWTACEIG OXETIKA PE TN XPION QUTOU TOU TTPOTOVIOG PWITFOTE TO
yiatpo f Tov pappPakoTroio oag.

4. NIOANEXZ ANENMIOYMHTEX ENEPTEIEZ

Omwg 6Aa 1a @dppaka, €101 kai 7o Ovopa TTPoTOVIOG UTTOPED va TTPOKAAECE ! QVETTIBUPINTES
gvépyeleg av kai dev 1apouc iddovial oe OAoug Toug avBpwTioug. Me autd 10 PAPPAKO PUTTOPEI

VO £ppavicBouv or TapakdTw aveTTIBUPNTEG EVEPYEIEG,

KaraoTaceig Tou Xpe1adeTal va TTPpOaEgETE
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AMAepyIKEG avTIBPGO £iG:

. deppatikd e€avonpua

. @AeyHovn Twyv aipoPpdpwyv ayyeiwv (ayyeitiéa) TTou PTTOPEi va gival gpaiverar aav
KOKKIVEG I} JWPB e§oykwpéveg knAIDeEg aTo Oéppa, aMa pTTopei va TipoafBAnBouv xal aAa
pEpn TOu OWHATOG

. TTUPETOG, TTOVOG 0TI apBpwaclg, TTpAEILo oToug adéveg Tou Aaipou, NG paoxaAng rj 1Ng

BouBwvixfig xwpag

. 0idnpa, opiapéveg Yopég aT10 TTPOCWITO I} OTO GTOHA (ayyEi00ida), TTOU TTPOKAAEI
bduokoAia atnv avarvorj

. xarappeuan.

2  EmKoIVWVIOTE apEOowe PE TO YIGTPO 0ag Qv £ PAvACETE KATTOI0 aTrd auTd Ta
gupTTTwpata. Lrapartinote T Afyn Tov Ovopa 1m1poidvrog.

DAeypovi Tou TTay£og eviEpou
®Aeypovr) Tou Taxéog eviépou, TTou 1TpokaAei udapr) didppoia auvnBwg pe aipa kar BAévn,
TIGVO OTO GTOPAX! kaI/f) TTUPETO.

=2  ZupPouAcuTEiTE TO YIQTPO GAG TO CUVTOPOTEPO BUVATOV £Av EPPAvVACETE QUTA Ta
oupTTTWHATa.

MoAU ouxVvég aveTnBupnNTEG EVEPYEIEG
AuTEG pPTTOPEI Va ETTAPEGCOUY TTEPIOCOTEPa aTmo 1 a1a 10 atopa
. di1Gppola (0TouUg EVNAIKEG).

LuyVvég avemBUPNTEG EVEPYEIEG
AuTég PTTopEi va erTnpeacouy ¢wg 1 ota 10 aropa

. a@Ba (kavrvra - puknTIaoikr] Aoipwén 1ou kOATTOU, TOU GTOPATOG 1} TWV OEPHATIKILY
TITUXWV)

. aioBnpa adiaBeaiag (vautia), 1diaitepa 61av AappBavoviar uyniég ddoeig

- TIPOIOVTOG TTPIV aTIO TO PaynTo

. EPETOG

. didppoia (oT1a 11aIdiq).

Ox1 ouxVEG avemBUPNTEG EVEPYEIEG
AuTEG pTTopEi va ernpedoouy Ewg 1 ata 100 aropa
. Oeppariko e€avbnua, gpayoupa

. e€oykwpivo kvnopwdeg e&avonua (kvidwaon)
. duaTreyia

. ¢aAn

. TTOVOKEQPAAOG,

Ox1 ouxveég avemBUNNTEG EVEPYEIEG TTOU PTTOPET va pavouv oTig eEeTATEIG ailJaTog:
. auv¢non opiapévwy ouaiwv (Ev{upa) TTou TTapdyovial anod 1o ATTap.

Iavieg avemBupNTEG EVEPYEIES

Autég pttopei va eTtnpedoouy £wg 1 o1a 1000 aropa

. Oeppatnikd e£avBnua, TTou PTTOPE] va £xel POUOKAAEG KAl va POIAJE! PJe PIKPOUG OTOX0UG
(OKOUPOXPWYEG KEVTPIKEG KNAIBEG TTOU TTEPIBAAOVTAI aTTO pia avoIXToxpwin TTEPIOXN HE
patpo dakTuhio yupw atrd TiIg AkpeG ~ ITOAUNOPPO EpGENRA)

= tdv 11apaIneAaeTe KATIOI0 Ao AUTA Ta CUUTTTWHIATA ETTIKOIVWVAOTE PE €va yiarpo
ETTEIYOVTWIG

ITTAVIEG aveTTIBUPNTEG EVEPYEIEG TTOU PTTOPET va pavouv aTIg £££TAOEIG QipaTog:
. XaUNAOG apIBOg kKUTTAPWY TTOU EPTTAEKOVTAl OTNV TTREN TOU aipatog
. XAHNAGG apIBOG AEUKOKUTTAPWV
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AMEG aVETTIBUPNTEG EVEPYEIEG

AMEG aveTIBUPNTEG EVEPYEIEG £XOUV PAVEI O Eva TTOAU pikpO apiBpd atopwv aAAd n akpifBng
ouxvoinia Toug givar ayvwarn.

. AMNepyIkEG avTidpaoeig (BAETTe TTapaTtavw)
. @PAeypovn Tou TTaXE0G EVIEPOU (BAETTE TTApPATTIAVW)
. ZoPapig deppaTnkEG aviidpaoelg:
- EKTETAPEVO €EAVONUA pE POUCKAAES kal aTToPAoiwpEvo Oépua, 1IdIaiTepa yupu) attd
TO0 OTOpQ@ TN pUTR, Ta PATIO KQI TA YEVVNTIKG Opyava (ouvdpopo Stevens-Johnson)
Kal pia ooapdTeEpn HOPPN TTOU TTPOKAAET EKTETAPEVN aTTOPAOiwan Tou B¢ ppaTog
(TreproadTEpo a116 30% TNG ETIPAVEIAG TOU CWHPATOG — TOEIKN ETTIOEOMIKD
vEKPOAUON)
- EKTETAPEVO KOKKIVO OEpPATIKO ££AvBNUA PE PIKPEG POUCKAAEG TTOU TTEPIEXOUV TTUOV
(armooAibwiikn deppartinida)
- KOKKIVO PE aQTTOAETTIAN ££avBrpa, pe owAoug kaTw aTtro 10 6EpHa KAl OUCKAAEG
(BAaTibwdec eéavOnua).
> ETTikOIVwVAOTE pe Eva yiaTpo apPEOWE €AV EPPavOETE KATTOIa aT10 auTa 1a

OUPTTTWHATA.
. pAeypovn Tou ATTatog (nirarinda)
. IKTEPOG, TTOU TTPOKAAEITaI ATTO augnaon NG xoAepubpivng 10 aipa (Pag ouaoiag TTou

TTapAyeTal 0TO NTTAp) TTOU PTTOPET va KAVEl 10 OEPPA KAl TO AEUKO TWV PaTIWV va
paivovtai KiTpiva

. PAEYHOVI TWV VEQPIKWY CWANVapiwv

. 10 aipal apyei va TTAEEI

. UTTEPKIVATIKOTNTA

. oTaopoi (g atopa Tou TTaipvouv uwnAeg dooeig Ovopa TTpoidviog ) EXouv VEPPIKA
TTpoPBARparta)

. peAavi yAwoaoa TTou poiader Tpixwtn

. knAideg o1a dovTia (1a TTa1dId), cuvBwg aTTopakkpivovTal pe 10 Boupioioua

AVETTIBUPNTEG eVEPYEIES TTOU paivovTal OTIG eEETATEIG AipaTog ) oupwv:

. ooPapn peiwaon Tou apiBHOU TWV AEUKOKU TTA puv

. XaHNAGG apIBudG epubpluv aipoaaipiwy (aipoAuTikn avaipia)

. KpuoTaAAoI aTa oUpa.

Edv epavioeTe aveEmMBUPNTEG EVEPYEIEG

29 EvnpepwoTe TO YIQTPO 1) TOV PAPHPAKOTIONI0 gag £Av KATTOIA AVEITIBUPNTN eVEpyEIa
yivetal cofapr), n av ITapaTnPRCcETE KATTOIa aveTTIBUpNnTn evEépyela TTou Oev avaéperal
070 TTapOV QUAANO 0ONYIWV.

5. NQI NA ®YAALIETAI TO ONOMA MNPOIONTOEL

Na @uAacoetar oe pépn Tou Bev 10 @BAvouv kal Oev 10 BAETTOUV Ta TTANOIA

Na pn xpnoipottoieite 1o Ovopa TTpoidvIog peTd TNV nuepopnvia ARENg TTou avagépetal 010
KouTi. H nuepopnvia Aéng eivar n TeAeuTaia nuépa Tou priva TToU ava@epeTal

Ta @pdppaka dev TIPETTE) va ATTOPPITITOVTAI OTO VEPS TNG OTTOXETEUONG 1) OTa okouTridia

PwteioTe T0 @appakoTToid 0ag Twg va T1eTageTe 1a @appaka 1Tou dev xpeiadovial a. Autg 1a
péTpa Ba Bonbricouv oTnv TTpocTadia Tou TTEPIBAAAOVTOG

6. AOINELX NAHPO®OPIEZ

Tirepréxer 1o Ovopa TPoidvTog
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Eppdvian tov Ovopa TTpoidviog Kal TTEPIEXOUEVO TriG CUOKEVATiag

Karoxog adeiag kukAopopiag kal TTapaywyog
Autd 1O PappakeuTIKO TIPOIOV Exel eykpiBei oTa Kparn MéAn Tou Evpwiraikod
Oixovopikol Xwpov (EOX) pe 11¢ akd6Aoubeg ovopaaoieg:

To wapdv puAAo odnyiwv Xpriong eykpidnke yia TeAeutaia gpopa oTig
TpoTtrog didBeonG: pe 1aTpIkh cuviayn

V—iupBouAﬁilmpmﬁ exmaibeuon

Ta avnifioTik@ xpnooTTolouvTal yiIa TNV avTIPETWITION Twv AOIPWEELWY TTOU TTpokaAoluvTal amod
Baktnpidia. Acv civai aTOTEALOHATIKA £évavTi Twv AoIPWELWY TToU TTpokaAouvTal ammod 10UG.

Opiopéveg popég pia Aoipwgn TTou TTpokaAgitar amd Baxinpidia dev aviammokpiveTal og éva
oxnpa avnfionikov. ‘Evag amd 1oug ouvnBEéaTepoug AGyoug yiI auto givar emreidry 1a Baxtnpidia
TIOU TTPOKAAOUV 11} Aoipwén givar avBekTikad a1o AappBavopevo aviifiotiko. Autd anuaivel 6T
pTTOpOoUV va £mdAooUV KAl akopa va ToAAaTmAacIacTouV Tapd 10 avTiIoTIKO.

Or1av o yia1pdg aag xopnynoel £éva oxrpa avrBiotikou, auto TrpoTtiBetal va Bepamelagt povo
v Tpéxouaa Tabnon aag. H epappoyri Twv Tapakdrw cupBouAwyv Ba Bondrasl otnv
TTPOANYN EPPAVIONG avBETKTIKWY BakTnpidiwv TTou PTTopouV va eutrodicouv 1 dpaan Tou
avnifioTikou.

1. Eiva oAU anpavTikd va traipvete 10 aviifiotikd atr owaoTr 00ar, T cwaTh wpa kai yia
TOVOWOTO apiBuo nuepwv. B1oRaate TIg 0dnyieg aTnv eMoRpavan kai eav dev
karaAafaiveTe kAT, pWTACTE TO YIQTPO I} TOV PappaxkoTTold va aoag 10 e&nynaoel.

2. Devmipémel va mapeTe £va aviifioTiko £kTOG £Av £xel auviayoypagnBei £101ka yia oag kai
B0 TTpETTEl Va TO XPNOIPJOTIOINCETE POVO YIA TAV AVTIPETWTTION 116 ACiWENG yra v oTroia
00G X0opnyNBnke.

3. DegvmipéTel va TapeTe avriBioTik@ TTou xoprynBrikav ag AAAa @ropa akoua ki av gixav

Aoipwén Tou fTav TTapopoia pe 1n Ok 0ag.

Aev TpéTrer va divete avTifioTik@ TTou xopnyrbnkav og oag ae AAAa atoua.

5. EQv éxeTe kATOI0 QvTIBIOTIKG TTOU £PEIVE PETA TN ARYN TOU OXAIATog CUHGWVA JE TIG
o0nyieg Tou yiatpou aag, 6a TTPETTEl va ETTIOTPEWETE TO UTTOAOITTIO OTO PAPKAEIO YIa va
atmoppIPBei kKaTaAANRAwWG.

e

Odnyieg yia avacivoraon
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4. To ®UAA0 Odnyiuv yia 10 XpAoTN QapHaKELTIKWYV TTPOIOVIWY TTOU TTEPIEXOUV BPACcTIKO
ouotankd AMOXYCILLIN + CLAVULANIC ACID, Kovig yia TTO01H0 evaiwpnua
125mg/31,25mg/5ml, 250mg/62,5mg/5ml, 400mg/57 mg/5ml & 600mg/42,9mg/5ml

opideTal wg eENG:
®YAAO OAHTION XPHIHZ: DIAHPO®OPIEZ INA TON XPHITH

Ovopa 1wpoidéviog 125 mg/31.25 mg/5 ml k6vig yia 1160140 Evaiwpnua
Ovopa
Ovopa mrpoiéviog 400 mg/57 mg/5 ml k6vig yia TTO0IHO evaiwpnpa (Yelon gpaoula)
‘Ovopa 1rpoiovrog ES 600 mg/42.9 mg/5 ml k6vIg yia TTOoIpO evaiwpnpa

ApogixiAdivi/kAaBouAavikéd ofl

D1aBBoTe TTPOOEKTIKA OAGKANPO TO PUAAO 0BNYILV XPHONG TIPOTOU apXiCETE va

XOoPNYEiTe 070 1TaIdi 0ag auTd To PApPaAKo.

. QUAAGETE auTO TO PUAAD 0ONYIWYV XpPronG. Towg xpelaoTei va 1o diafdacete Eava.

- Edv £xeTe TEPQITEPW ATTOPIEG, PWTNCTE TO YIATPO 1} TO $APPAKOTTOIO OAG.

- H oguvtayn yia autd 10 ¢appako xopnynonke yia 1o pwpo i 1o Taidi oag. Acv Tpé e va
Owaoete 10 pdppako ge dhAoug. Mrropei va Toug TTpokaAéael BAARN, akopa kal é1av 1a
oupTITWHATA Toug givarl idia pe Tou TTaIBIOU 0Qag.

- Edv kamroia avemBupunm evépyeia yiveral gofapr, fj av 1rapatnpnaoete kamoia
avemmBupunTn evépyeia Tou Bev ava@eEpeTal 010 TTApoOv GUAAO odnylwv, TTapakaAeioBe va
EVNPEPWOETE TO YIATPO 1 PpAPHAKOTTOIO O AG.

To Tapév iAo 0dnyIwV TTEPIEXEL

Ti eival to Ovopa 11poidvIog Kkal TToIa €ival n xprAan Tou
Ti11pértel va yvwpilete T1poTol TTapeTe 10 Ovopa 11poiévIog
Mwg va 11apete 10 Ovopa 1TpoiodvTog

MBaveég aveTnBUNTEG EVEPYEIES

Nwg va puAdooeral 1o Ovopa TTpoidviog

AOITTEG TTANPOPOPIEG

OO WLWN -

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

To Ovopa mpoiovTog eival éva avniioTiko kar dpa okotwvoviag 1a Bakrnpidia Tou TTpokaAouv
TIG AotpwEElg. MNepiéxer duo BraopeTikd Aappaka TTou ovopalovral apogikiAAivn kai
kAaBouAaviké ogu. H apogikiAAivn avikel o€ pia opdda @appdkwy 1Tou ovopudlovial
"TTEVIKIANIVEG™ 1 OpAON TWV OTTOIWV PEPIKEG POPEG PTTOPET va epuTrodIoBei (abpavoTroieitarl). To
AdAAo OpaaTik6 cuaTanko (kKAapouAavikd ofU) dev emITpETTEl va CUBEi auTo.

To Ovopa mpoiéviog xpnaoiyotioital o pwpd kail Taidid yia v Beparreia Twv mapakatw
AoIpwEewv:

Kovig yia méaipo evarwpnpa 125 mg/31.25 mg/5 mi, 250 mg/62.5 mg/5 ml, 400 mg/57 mg/5 ml
(yeuan @paouAa)

. AOIpWEEIG TOU PECOU WTOG I TTAPAPPIVOKOATTITION

. AOIPWEEIG TOU AVaTIVEUOTIKOU

. AOIPWEEIG TOU OUPOTTOINTIKOU
AoIWEEIC TOU DEPHATOG KAl TWV JaAGKWV popiwv TrepiAalifavopévy Twv odovTiaTpIKuwyV
AOIPWE €WV

. AOIPWEEIG TWV OOTWYV KAl TWV APBPWOELWV.

600 mg/42.9 mg/5 ml kdvIg y1a TTOC IO EvaIpnHa

AoIHWEEIG TOU PECOU WTOG
. AOINWEEIG TWV TTVEU POVWV.


http:op8pwof.wV
http:mg/31.25
http:AOljJw�f.Ie
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2. NPIN XOPHIHIETE TO ONOMA NPOIONTOX

an xopnynoete avo waidi aag 1o Ovopa wPoiIdvTOG:
ot TepiTTwan aAAepyiag (utrepevaladnaiag) otnv apoikiAAivn, 1o kAaBouAaviko ofu r
ot orroiodnimote dAAo auatatiké Tou Ovopa TTpoidviog (avagepovialr atnv Tapdypago
6)

. OE TIEPITITWAT) TTOU Eixe TTOTE gofapr) GAAepyIkr) avTidpaon (uTrepeualadnaia) oe
otrolodnTote aAho avtifionikd. AuTr) ytropei va TrepihapBavel depparikh aviidpaan i
TTPR&IEI0 TOU TTPOCWTTOU A TOU AaipoU

. O€ TTEPITITWAN TTOU Eixe TTOTE NITATIKA TTpoBAApaTa ) ikTepo (kITpiviapa 1ou OEpuatog)
otav £maipve KATTOI0 AvTIRIOTIKO.

2 Mnv xopnyiaete ato maidi aag 1o Ovopa mpoidvrog £dv kGmmoio amd 1a
mapamavw apopa 1o madi oag. Eav dev eioTe aiyoupol, IANOTE e TO yIQTPO A TOV
($pappakoTroId aag TpIv xopnynaoete 1o Ovopa TTPoiovTog.

fMpoaére 1&1aiTepa pe 70 Ovopa mpoidvrog
MIAfoTe pe 1O yiaTpo i} TOV YapPaxkoTToid aag Trpiv xopnyrnoete ato Taidi aag autd 10
paAppako, eav

. EXEN EXE) TTUPETO piE DIOYKWHEVOUG AL upadEveg
. kavel Bepameia yia vegpika fj nIranka rpofAnuara
. Oev oupei TaKTIKA.

Edv Oev gioTe giyoupol, edv kATTOI0 ATTO TA TTAPATIAVW agopd 1o Traidi aag, PIARCTE e TO
yiatpd fj Tov gpappaxkoTTolid oag Tpiv xopnyroete 1o Ovopa Tpoioviog.

2£ OPIGUEVEG TTEPITTTWOEIG O YIaTpdG aag ptropei va diepeuvriael 10 €idog Tou BakTnpidiou TTou
TTpoKaAei Triv Aoipwén oto TTaidi aag. AvaAoya pe Ta arroteAégparta, PIropei va xopnynBei a1o
TTa10i aag d1aopeTIkT TTEPIEKTIKOTNTA Ovopa TTpoioviog f d1IapopeTikd ApPaKo.

KataoT1ao£1G TTOU PTTOPEI VA XPEIQOTE] va TTPOTELETE

To Ovopa 1poidviog PTTopEei va eTTIOEIVIIOEI OPIGPEVEG KATAOTACEIG, ) va TTPOKAAEQE!
ONPAavTIKEG aveTIIBOPNTEG EVEPYEIEG. AuTEG TTEPIAGPBAvouV aAAepyIkEG avTIOPATEIG, ETTIANTITIKEG
KPIOEIG (OTTATNO0I) KAl PALYPOVH TOU TTaXE0G EVIEPOU. MNPETTEl va KOITALETE yIa CUYKEKPIPEVA
gupTTTwpaTa kata 1 didpkeia Afyng 1ou Ovopa 1mpoidviog amo 1o Taidi aag, yia va PEIWOETE
Tov KivOuvo oTToiwvOnTToTE TTpoBArjuatwy. BAETTE ‘Karao1doeig mou xpeialeian va mpooééere’
amyv Mapaypayo 4.

Efevaoeig aiparog kai olpwv

Edv 10 11010i aag kAvel eE£TATEIG a@ipaTog (OTTWG £EETATEIG YIa TNV KATACTAAN TWV
aigoapaipiwy ) e£€TAAEIG NTTATIKAG ALITOUPYIag) ) e££TACEIG 0UPWV (Yia TNV YAUKOZn),
EVNHEPWOTE TO yIATPO 1) ToVv voanAeuTr 611 Taipvel 10 Ovopa 11poidviog. Autd yiati to Ovopa
TTPOIOVTOG UTTOPEl Va ETTNPEACE! TA ATTOTEAEOPATA AUTOU TOU TUTTOU TwV £EETACEWV.

Xpnon aAAwv @appaxwy

NapakaAeioBe va evhpepwaeTe TOV YIQTPO 1) TOV ¢APPAKOTIOIO aag edv TO TTAIdi aag TTaipvel i
Exel Tapel TTpoapata AAa pdpuaka. Autd TepIAguBAvouy kal Aappaka Tou PTTopouv va
ayopacTouv Xwpig auviayr kal ¢appaka QuTiknAg TTPOEAEUONG.

Edv 10 Ta1di aag AapBavel aAhotroupivoAn (xpNOILOTTOIEITAl YIa TNV OUpPIKF) apBpiTida) pe
Ovopa 11poidviog, ptropei va auénBei n mBavotnTa va epgavioer ahAepyixny deppartikni
avtidopaan.

Edv 10 Ta1di oag AapBavel TpoRevedidn (xpnoIPoTToIEiTal yia TNV oupikr) apBpinda) o yiaTpog
aag PTTopei va armogwaaiael 1ry puBpian 1ng 86ang tou Ovopa TpoidvTog.

Edv AapBavovial aviiTinkTikd ¢dppaka (61mwge rj Bapgapivn) padi pe Ovopa TTpoidviog 10TE
pTTOpEl va xpelaatouv eTTITTAEOV ££eTA0EIC aipaTog.
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To Ovopa 1Tpoidviog PTTopEi va e1TNPEACEl TOV TPOTIO dpAong TN PEBOTPEEATNG (PAPPAKO TTOU
XPNOIYOTTOIEITAI YIQ TV BEPATTEIQ TOU KAPKIVOU I TWV PEURATIKWY TTaBNOLwWV)

Konan xa1 8nAacuodcg
Eav 1o Taidi 0ag 1Tou TTPOKEITE va TTAPEI AUTO TO YAPPAKO, £ival £ykuog ) eav BnAadel,
TIAPAKAALIOTE va EVNEPWOETE TO YIATPO 1§ TOV PApHaKkoTToId 0ag.

ZnTA0TE TN OUPBOUAR Tou yIaTpOoU ) TOU PApPaKOTTOIoU 0Aag TTPOTOU TTAPETE OTTOI0DNTTOTE
Ppappako.

Inpavriki TAnpogopia g XETIKG Pye opigpiva ouaTaTtikd Tou Ovopa 1Tpoidvrog

3. NOQI NA XOPHIMHIETE TO ONOMA NPOIONTOZ

MNaviote va xopnyeite 10 Ovoua Tpoidviog auoTnpd oupewva Pe TIg odnyieg Tou yiatpou oag
Eav £xeTe ap@ifoAicg, pwTACTE TOV yIaTpo I TOV Yappakortoid aag.

EviiAikor kar Trandia Bapoug 40 kg ka1 avw
. Auto 10 evaiwpnpa ouvhBwg dev ouvioTdral yia evihikeg kar Taidia Bapoug 40 kg kai
Avw. ZupBouAeuTeite TO yIaTpd ) TOV YAPPAKOTIOO 0AG.

Na1di1a Bapoug piIkpbTEPOU TWV 40 kg

OAeg 01 BOOEIG £X0UV UTTOAOYIOTEf OUPPWVA PE TO BAPOG CwHATOG TOoUu TTAIBIOU O€ XIAioypapua

. O yiatpodg Ba oag cupBouAéwel Téoo Ovopa Tpoioviog Ba 1TTpETEl va XOpNYHROETE OTO
Hwpo A oT1o 11a1di 0ag.

125 mg/31.25 mg/5 ml kai 250 mg/62.5 mg/5 ml kovig yia TOoIpOo evaiwpnua

. Mmopei va 1Tapéxetal TTAaoTIKO KOUTAAM I KUTTEAO LETPNONG. @a TIPETTEl va TO
XPNOILOTIOIEICETE yIa va XOPNYAOETE TN OwoTA 00N 01O PwPo N

. 2uvRBng d6on — 20 mg/5 mg £éwg 60 Mmg/15 mg yia kabe xIANdypapo BApoug ocwpatog
v NUEPQ, xopnyouULiEvo Ot TpeIg dinpnuéveg DOOLIC.

400 mg/57 mg/5 mi kbvig yia TTO0IHO0 Evaiwpnia (YEUOo R @pdoula)

. Mmropei va 1Tapéxetal TTAaoTikr) SOOOPETPIKA OUPIYYA I TTAQOTIKO KOUTAAI f) KUTTEAO
HETPNONG. ©@a TTPETTEI va TO XPNOILOTTOIEICETE YIA va XOPNYHOETE TN OwoTr dOON OT0
Hwpo f oto TTaidi oag.

. 2uvnBng doon — 25 mg/3,6 mg €wg 45 mg/6.4 mg yia kABe xIMOypapipio Bapoug
OwpaTog TNV NUEPQa, Xopnyoupevo ot dUo dinpriPéveg dOOEIg

. YwnAotepn doon — éwg 70 mg/10 mg yia kdbe xINoypappo Bapoug owpartog Tnv nuépa,
Xopnyoujievo ae duo dinpnuéveg dOOEIC.

600 mg/42.9 mg/5 ml kOvIg yia TTO0IO0 Evaiwpnua

. Mitopei va 1Tapéxetal TTAaCTIKO HOOOHETPIKO KOUTAAAKI 1] KUTTEAO. @a TTIPETTEI va TO
XPNOILOTIOIEIOETE yIa va XOPNYNOETE TN OwaoTr) 860N 010 Pwpod ) oto Taidi oag.

. 2uvABng 66on — 90 mg/6.4 mg yia kABe xINOYypappo BAPOUG OWHATOG TNV NPEPQ,
X0pnyoupevo ot Vo dinpnpiveg SOOEIg

To Ovopa 11poioviog dev ouvioTaral yia T1aidid nAIkiag PIKpOTEPNG TwV 3 UNVWV.

AgBeveic pe NITATIKG KAl VEQPIKG TTpOBARjpaTa

. Edv 1o maidi oag éxer veppika rpofArjuata, n ddon Ptopei va peiwdei. O yatpdg oag
HTITOPET va €TTIAEEE! pia BIa@OPETIKN) TTEPIEKTIKOTATA I BIAPOPETIKO YAPHAKO.
. Edv 10 Taidi oag €xel nTatikd mpofAnuaTa YIropei va xpeiacBouv ouxvoTepeg eEETACEIG

aipartog yia Tov £€AEYX0 TG NTTATIKAG AelToupyiag.
NMwg va xopnynoete 1o Ovopa Trpoidvrog

. MNaviote va avakivite
. XopnynoTe 10 @APAKo TNV apxr £vOog yeuuatog r apéowg TIpiv
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. Aaxwpnote Tig 80o¢eIg 100duvapa kara 1n didpkeia NG NUEPAg pe TouhdxioTov 4wpa
Oactipata. Mnv mrapete 2 56oeig oe 1 wpa
. Mnv xopnynoete oto maidi cag 10 Ovopa 11poidvTog yia TTEPIcaoTepo aTro 2 efOopadeg.
Edv 10 ma1di oag e§axkoAoubei va aigBaveTtal AppwaoTo TTPETTEl va {AVAETIIOKEPTEITE TO
yiatpd oag

TNV KavovVvikij
Edv xopnynoete peyaAutepn roadtnta Ovopa Tpoidviog, 1a CUpTITWpPaTa PTTopEi va
TrepidapBavouv diatapayr) 010 atopay! (aioBnpa adiaBeaiag A diappoia) r) oTragpoug. MIARCTE
LIE TO YIO0TPO 0ag T0 oUVTOHOTEPO BuvaTdv. Atigte 010 YIaTpO TNV QIAAN TOU GAPPAKOU.

Edv fexdoete va xopnynoere 1o Ovopa mpoidvrog

Eav &exaoete va xopnynoete a1o 11aidi oag pia d6an, XopnyrnoTe TNV apéowg POAIG 10
BupnBeite. Agv TTPETTEI VA XOPNYAOETE OTO TTAIBI 0AG TNV ETTONEVR-O6A T TTOAU-KOVTA,-aAAG va
TIEPIMEVETE TTEPITIOU 4 WPEG TTPIV XOPNYAROETE TNV ETTONEVN BOOT.

Taparnoel va maipvel 1o Ovopa mpoiodviog
Zuvexiote va xopnyeite ato aidi cag 1o Ovopa TTpoidviog PEXP! va TEAENLTEI N BEPATIEUTIKN
aywyrn, akoépa kal av aigBavetal kaAutepa. To maidi oog xpeladetal OAeg 11g DOOEIG WATE va
avnipeTwtTioel TNV Aoipwén. Eav emdAoouv karTola Baxinpidia PTTopei va £17Tavagépouy 1
Aoipwén.
Edv €xete TEPIOOOTEPEG EPWTACEIG OXETIKA HE TN XPrACN AUTOU TOU TTPOIOVTIOG PWIACTE 10
YIOTPO 1) TOV (PappakoTIold oag.

4. MIGANEZ ANENIOYMHTEZX ENEPTEIEX

Onwg 6Aa 1a gpappaka, £101 kal 1o Ovopa TTPoidvIog PTTOPEI va TTPOKCAECEI aVETTIBUPNTEG
evépyeleg av kal Oev TTapoucialovial o 6Aoug Toug avBpuTioug. Me autd 10 YAPHAKO HPTTOPE]
va gpeavicBouv o1 TTapakATw aveTTIBULINTEG EVEPYEIEG.

Kartaortdoeig mou xpeiadeTal va TTpooEdeTe

AMepyikig avTISpdo eig:

. Oepparikd egavbnpa

. PAgypovn TWV alpoPopwyv ayyeiwv (ayyerinda) Tou PTiopi va gival gaivetal cav
KOKKIVEG ) pwB e§oykwpéveg knAideg ato dEppia, ahAd prtopei vo 1TTpoaAnBouy kal aAAa
HEPN TOU QWPOTOG

. TTUPETOG, TTOVOCG aTiG apBpwacig, TTpREipo atoug adsveg Tou Aaipou, TG HaaxaAng r g
BouBwVIKAg xwpag

. 0idnpa, opITPEVEG POPEG OTO TTPOCWITO 1) OTO OTOPA (ayy£/00idnua), TToU TTPOKAAE]
QuaokoAia oTnv avaTvory

. KaTappeuan.

2 EmMKOIVWVAOTE apéow§ e TO yiaTpd oag £av 10 TTaidi oag eppaviasl KATolo amno
autd 1a cupTITWPAaTo. Xraparnore 1 Ayn Tou Ovopa wpoidévrog.

®Aeypovi Tou TTaxéog eviépou
PAeypovn Tou TTaxEog eviEpou, Trou TTpokaAei udapr didppolia cuvnBwg pe aipa kar BAEvn,
T10VO 010 aTOopAY! KA/} TTUPETO.

-  IupPOUAELUTEITE TO YIQTPO 0AG TO CUVTOPOTEPO BuvaTov edv 10 TOIdI 0ag £p@avroe
autd 10 QUPTTTWHATO.

oAU guxVvég avemOUHITEG EVEPYEIEG
Autég nTopei va erTnpedoouv Tepiocotepa amno 1 ora 10 atopa
. B1appola (0ToUG EVAMIKEC).

LuxVEiG QveTmIBUPNTEG EVEPYEIEG
AuTtég ptopei va emrnpeacouy £wg 1 a1a 10 aropa
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. agba (kavnvia - puknNTIAcikh Aoipwén Tou KOATTOU, 10U TOPATOG ) TWV dEPPATIKLIV
TTTUXWV)
. aioBnua adiaBeciag (vautia), 10iaitepa otav AapBavovial uwnAég doaoeig
- > gQv oag eTnpedocel mapte 1o Ovopa 1TpoidvTog TPV attd 10 gaynTto
. £ETOG
. diappoia (ora maidid).

Oyl OUuXVEG QVETTIOUPNTEG EVEPYEIEG
AuTEG pTTopEi va eTnpedcouy Ewg 1 o1a 100 aropa
. Seppuartikd e§avonua, payoupa

. eEoykwpeEvo kvnopwdeg e&avBnua (kvidwan)
. duatewia

. (aAn

. 1TTOVOKEPAAOG.

Ox1 ouxvEg avetmBupunTeg EVEPYEIEG TTOU PUTTOPEI va pavouv OTi¢ £§£1ACEIG QipaTog:
. augnon opiopévwy ouciwy (évlupa) TTou TTapdyovial amo 10 ATTAP.

ZIWGVIEG QVETTIBUPNTEG EVEPYEIEG

Auigg pttopei va ettnpeacouy £wg 1 ota 1000 aropa

. OeppaTtikd e§avOnpa, TTou PTTopei va £xel OUCKAAEG KAl va poIAdel e PIKPOUG OTOX0UG
(OKOUPOXPWHEG KEVTPIKEG KNAIDEG TTOU TTEpIBAAOVTAI ATTO Lia avoiXTOXPWIN TTEPIOXN PE
pavpo dakTUAIO YUPW aTTO TIG AKPESG — ITOAGLOPWO £puBnua)

2 €Av TTAPATNPACETE KATTOIO ATTO AQUTA 1A CUUTTTWHATA ETTIKOIVWVAOTE HE Eva yiaTpo
ETTEIYOVTWG

21Avieg avemBUUNTEG EVEPYEIEG TTOU PTTOPET va pavouv ¢ £&e1A0EI§ QiPaTOoq:
. XANAOG apIBUOG KUTTAPWY TTOU EPTTAEKOVTAI TNV TTHEN TOU QipaTtog
. XAPNAOG apIBdg AEUKOKUTTApWV

AAAEG aVETTIBUUNTEG EVEPYEIES

AMEG avemBUPNTEG EVEPYEIEG EXOUV PaVE OE Eva TTOAU pikpd apiBpd atépwy aAAd n akpIfig
auxvoTnTa T0UG Eivali AyvwaorTi).

. AMEepYIKEG avTidpaaeig (BAETTE TTAPATTAVW)
. DAeypovr Tou 1TaxEog eviEpou (BAETTE 1TTapaTTAvw)

. 2oBapég Oeppatikég avTidpaceIq:
- exTETapEVO £§AvONUa pe ouakAAeg kal atmopAoiwpévo dEppa, 10taiTepa yupw aTmo
70 gTOMA TN PUTN, Ta PATIA KAt 1a YevvnTika 6pyava (govdpouo Stevens-Johnson)
Kal pia coapotepn PHOP®N TTOU TTPOKAAET EXTETAPEVN QTTOPAOIWON Tou dEpuaTog
(TreprocdT1Epo amd 30% NG EMIPAVEIAq TOU OWPATOG — TOEIKT EMISEPUIKD
vekpoAuan)
- EKTETAPEVO KOKKIVO OEpPATIKO EEAVONUA PE PIKPEG POUCKAAEG TTOU TTEPIEXOUV TTUOV
(armooAdwrikn depparinda)
- KOKKIVO g aTToAémion e€avBnua, pe owAoug kATw aTmo 10 OEPPA Kal POUCKAAES
(BAanidwdec eéavlnua).
2 EmikoivwvioTe pe éva yiaTpd apéowg £dv 1o TTaidi oag eppavio el kamola amod
auTd Ta CUNTITWHATA,

. pAeypovA Tou ATTaTog (nrrarinda)

. iKTEPOG, TTOU TTpOKaAeiTal atd avénorn 1nNg XoAepubpivng OTO aipa (PIag ouaciag TTou
TTAPAYETAl OTO ATTAP) TTOU WTTOPE va kAvel TO BEPPA KAl TO AEUKO TwV paTIWV Tou
maidiou oag va @aivovial kiTpiva

. QAEYHOVH TWV VEQPIKWY CWANvapiwv
. 10 QipJal apyei va MR
. UTTEPKIVATIKOTNTA
. oTTacpoi (oe atopa
TpoBAnuara)
. peAavh yAwooa Tou poiadel TpIxwTn

87



AAYEII-E.4250-13/4

(240)
. KknAideg ota dovnia (o1a Taidid), ouvABwWE aTTopakkpivovial pe 10 BoupToIoHa.
AveBUPNTEC EVEPYEIEG TTOU Paivovial OTIG £E£TACEIG AipaTog ) oUpwWV:
U gofapn pelwan 10U apIBHOU TWV ALUKOKUTTAPWY
U XaUNAGG opiBpGG £puBpLIv aipooPaIpiwy (@ipoAUTIKSG avaipia)
U KpPUOTaAAOI Ta oupa.

Edv 10 11a15i 00¢ eppavioel aveTmOUpNTEG EVEPYEIES

2> Evnhpepwaore 10 YIaTpO 1) TOV (pPappaKko1roldé 0ag £av ka@iroia avemBopnTn evépyela
yivetal cofapn, fj av maparnpnoeTe kAtrola aveTmBupnTn evépyeia TTou dev avageEpeTal
10 TTapov GUAAO 0dnyiwv.

5. NQI NA OYAAIZIETAI TO ONOMA NMPOIONTOZ

No puAdooetar oe pépr) 110U Sev 10 PBAvVoUV kai Oev 10 BAETTOUV Ta TTAIIA.

No pn xpnopomoigite 10 Ovopa 11poidviog PeTa TRV MNpepopnvia AA§ng mou avagépetal a1o
kouTi. H npepopnvia ARENG eival n teAeutaia ripépa Tou priva T1ou avagéperial

Ta pappaka dev TTPETIEI va QTIOPPITITOVTIAI OTO VEPO TNG ATTOXETEUO NG ) OTA aKouTTidIa.
PwrteioTe 10 pappakotToid oag T1wg va Tretadete 1a dappaka mou dev xpeiadovial a. Autd 1a
pETpa Ba Bondricouv aTnv TTpoaTacia Tou 1TEPIBAAAOVTOG.

6. AOINEZ NAHPO®OPIEZ

Ti wepiéxer To Ovopa mpoiovrog

Epgavion 1ou Ovopa Tpoidviog Kal TTEPIEXOPEVO THG OCUOKEVaoiag

Karoxog adeiag kukAowopiag kal Tapaywyog

AUTO TO (PapPpPAKEUTIKG TTPOIOV EXEN EYKPIBEI oTa KpaTtn MEAR Tou Evpwiraikou
Oixovopikou Xwpovu (EOX) pe 116 akdAouBeg ovopaaoieg:

To mapov @uAio odnyiwv Xxpiong eykpiBnke yia TeAevTtaia gopa aTig
Tpomog 81d6ea0rng : pe 1aTPIKA ouVIayn

Obnyieg yia TRV avaovoTaon
125 mg/31.25 mg/5 ml kovig yia TTO0Ipo Evaiwphpa

EAfyxete O11 10 OppAyigpa eival ABIKTO TIpIv QTTO Tr) XPran. Avakiveite 1n @IGAn yia va
EekoAANOEr N kOVIG. TTpooBEaTe vepd (OTTWG EVOEikvUTAl TTAPAKATW), AVACTPEWTE KAl
avakiviiote kaAd. EvaAAaxiik@ yepioTe 1r) @IAAN pe vepd péxpl Aiyo TTapakdatw arro 1n xapayn
atnv eTkETA TNG QIAANG, AVAOTPEWTE KAl QVAKIVIOTe KAAG. £1r OUVEXEIQ YepiOTe PE vepPO
akpIBWG PHEXP! TN Xapayr, avaoTpEWTe kAl TIAN avakIivriioTe KaAd

Nepieknixdinia VOyxkoC vepoU TTOU TIPETIEI va TeAikOC OYKOC avaguoIautvou
TIpogte8ei yia v AauBavopevou ammd 10 g1oua
_avagugragn {ml) evaiwprparog (mi)
1 125 mg/31.25 mg/5 mi JuuttAnpwya £weg 10 anpadi 60
| 74 80 |

AvakivioTe KaAd 1 QIAAR TIpIv amo kabe ddon.

250 mg/62.5 mg/5 ml kOvI¢ yiIa TTOO PO evaiwpnpa
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EAéyxeTe 611 TO O@payIOpa givar GBIKTO TTPIV ATTO T XPNOT. Avakiveite 10 @iAAn yia va
EexoAARael n kOvIG. MpooBiaTe vepod (OTTWG evdeikvuTal TTApakdTw), AvacTpEWTe Kal
avakivnoTte kahd. EvaAAakTika yepiate 1n @1aAn pe vepo pEXPI Aiyo TTapaxkdatw aio 1 xapayn
TNV ETIKETA TNG QIAANG, AvACTPEWTE KAl AVAKIVACOTE KAAQ. £Tn CUVEXEIQ YEMIOTE PE VEPO
akpiBuwg PéxP! TN Xapayr), avacTpé Pie kai TAA avakivioTe kaAd.

DNepex1kdINTG

Qykoc vepou TTou TTRETTEL va

TeMKOC OYKOC QvaouoTauevou

TTPOOTEOLT YIa TNV
avacvoraon (mil)

AauBavouevou amtd 10 g1Oug
svaiwenuatoc (ml)

250 mg/62.5 mg/5 mi

ZupTIAnpwa £wg 10 onpadl

60

72

80

AvakivioTe kaAd Tn @IAAn TTpiv amd kAaBe doan.

400 mg/57 mg/5 ml kdvig yia TTO0IIO evaiwpnua (yeuan gpdaouia)

EAéyxeTe OTi TO o@pAyIcpa givar ABIkTo TTpIv atTd Tn xPrion. AVAkIVEITE Tr) QIAAn yia va
EexoAANCEl N kOVIG. MpooBiaTte vepo (OTTWG £vOeikvuTal TTAPAKATW), AvACTPEYTE Kal
avakivioTe kahd. EvaAAakTIka yepioTe TN QIAAN pe vepd pExpr Aiyo TTapakdtw amo 1n xapayn
otV ETIKETA TN GIAANG, AvaoTPE WTE KAl AvaKIVIOTE KAAd. £Tn CUVEXEIQ YEWIOTE PE VEPO
akpIfwg PExPI TN Xapayr, avacTpEyTe kal TTAAI avakIVAOTE kaAd,

TeAMKoC OyKOC avaouoTapEvouy
AapBavouevou ano 10 oT10ua
EvalwpRuarTog {mh
70 N

NepigxTiké1nTa

TTpoaTEBei via 1Ny
avagugiaon {ml)
64

-

L

AvaxkivioTE KAAd 1N @IAAN TTPIvV Q110 KABE dOON.

EAMEyxeTe OTI TO O@QPAYIOHA gival ABIKTO TTPIV ATTO Try xPran. Avakiveite TR @IAAN yia va
EexoAAoel n kovig. MpooBiaTe vepod (OTTwg evOeikvuTal TTapakdTw), avacTPEWTE Kal
avakivrote kaha EvaAAakTika yepiote 10 QIAAn pe vepd PExP Aiyo TTapakdtw arro 1) xapayn
TNV ETIKETA TNG PIAANG, AVACTPEWTE KA AVAKIVIOTE KAAQ. 1] CUVEXEIQ YEPIOTE PE VEPO
akpIBWG YEXPI TN Xapayr), avacTpEWTe Kal TTAAI avakiviioTe KaAd.

ﬂignsxmigmlg Oykoc vepou TToU TTQE?TU va
TpooI1e8ei via 1NV

avaguortasn (ml)

(_MTTE)\IKOQ OYKOC avaguaTauévou
AapBavoucvou and 10 o10uQ

600 mg/42.9 mg/mi S -
L 0 75
B 90 100
! 135 1 150

Avakivnate kaAd 1n @iain rpiv amrd kabe doaor.

IupBouAﬁﬂmpmﬁ ekmTaibevon

Ta avTiBIoTIKG x PN CIKOTTOIOUVTAI YIA TNV QVTIPETWITION TwV ACIMWEEWV TTOU TTpOKaAouvIal attod
Baktnpidia. Aev eivar atToTeAeopankad Evavti Twv AoIpWEEWY TTOU TTpokaAouvTal aTtod 10UG.

Opigpeveg popeg pia Aoipwén TTou TTpokaAcital arrd Baknpidia dev aviamokpiveral o€ éva
oxnpa aviifiotikovu. ‘Evag atréd toug auvnBEoTepoug Adyoug yi auTo eival e1Te1dr 1a BaxkTnpidia
TToU TTPOKAAOUV TN Aoipwién civar avBekTikd a1o AapBavopevo avniBloTiko. AuTo onpaivel o
HTTOPOUV va £1TI{IC0UV KAl akOua va 1ToAAaTTAaciactouv TTapd 10 avTifioTikod.

Otav o yiarpdg 0ag Xxopnynoel éva oxnpa aviifiotikou, auto TTpoTiBetar va Beparrevoel pPovo
v Tpéxouca 11aBnon oag. H epappoyr) Twy mapakdiw cupfouAwyv Ba Bonbnoer atnv
TPOANYN EPEAVIONG avBETKTIKWY BakTnpidiwv TTOU PTTOPoUV va gpttodicouv 1n Opaan Tou
avTISIOTIKOU.
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o

Eivar ToAU onuavTiké va maipveTe 10 avrifioTikd a1 owoTh 860N, T CWaTr wea kai yia
ToV OWOT6 apIBR6 nuepwv. AlaBdaacte 1ig odryieg TNV ETTIONPOVON Kat £Gv Ogv
xatahaBaivere kAT, PWTRAOTE TO YIQTPO ) TOV APHAKOTTON0 va 0ag To £§nynoEL.

Agv TptTel va TapeTe éva aviiPIoTIkO £KTOG €8V £xel ouviayoypa®nBei £101kad yia 0ag kai
Ba TptTEl va TO XPNOILOTIOINCETE POVO YIA TNV GVTIHETWTTIAN NG Aoipwéng yia Tnv otoia
0ag xopnynBnkEe.

Agv TTpémel va TTApeTe aviifionikd Tou xopnyrBnkav o dAAa dropa akopua ki av gixav
Aoipwén Tou fATav Tapopoia e 1N ik 0ag.

Aev Tipémel va divete avTIfIoTikG TTou XopnynBnkav oe oag oe GAAa groa.

Eadv éxete kATOI0 AVTIRIOTIKO TTOU EEIVE PETA TN Nijpn TOU OXANATOG CUPPWVA E TIG
odnyieg Tou yiaTpou 0ag, Ba TTPETTEl va ETNIOTPEWETE TO UTTONOITTO OTO PapkaEio yia va
amoppipBei kataAARAWG.

Ob6nyitg yia avaocuoTaon
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E. To @UAA0 OBnyIuv yia To XPproTI GAPPAKEUTIKWY TTPOIOVIWV_ TTOU TTEPIEXOUV OpaacTikod
cuoTtankd AMOXYCILLIN + CLAVULANIC ACID, Kovig yia evégipo SiaAvpa i) SidAupa mwpog
éyxuon 500mg/100mg & 1000mg/200mg, opieTal wg €§Ng:

PYAAO OAHIMOQN XPHIHZ: MAHPO®OPIEL N'A TON XPHITH

‘Ovopa 1rpoioviog IV 500 mg/100 mg xovig yia evéoipo didAupa/didAvpa mpog éyxuon
‘Ovopa mpoiovrog IV 1000 mg/200 mg kOviIg yia evéoipo didAupal/didAvpa Trpog Eyxuan

Apogikihiviy/khaBouvAavikd ol

Aafaate TPOOoEKTHKG OAOKANPO TO PUAAO 0BRYIWYV XPONG TPOTOU apXioETE va

TAipVETE AUTO TO GAPPAKO.

- PuAagTe autd 10 YUANO 0ONYIWYV Xprong. towg xpeiaoTei va 1o diaBacete {ava

- Edv éxeTe TEpaITépw aTOPIEG, PWTACTE TO YIQTPO, TO PAPPAKOTTOIO i THV/OV
voonAeUTpia/TA 0ag.

- Eav kammoia avemBuuntn evépyeia yivetar coBapr, A av TaparnpRceTe kAToIa
avemBupnTn evépyeia TTou dev avagepeTal 010 TTAPOV YUAAO odryiwyv, TTApaxkaAeioBe va
EVNUEPWOETE TO YIAQTPO, TO YAPPAKOTIONO ) TNV/TOV VOONAeUTPIA/TH 0aG.

To wapov GUAAO OBNYIWV TTEPIEXEN:

T eival o Ovopa TTpoidvTog Kal TToIa eival N xprian Tou

Ti TrpéTTel va yvwpileTe TTpoToU TTapeTe 10 Ovopa 1Tpoioviog
Mwg va rapete 10 Ovopa TTpoidvTog

MBaveEg avemBUPNTEG EVEPYEIES

Mwg va puAdoaetal 10 Ovopa TTPoTdvTog

AoITTéG TTANpoopieg

DA WN

1. TI EINAI TO ONOMA MPOIONTOZ KAI NOIA EINAI H XPHIH TOY

To Ovopa 1rpoiodvTog eivar £va avTifioTiko kal dpa okoTwvoviag 1a BakTnpidia Tmou TTpokailouv
TG AoIpWEEIG. MepIEXEl BUO DIaPOPETIKA PpApuaka Tou ovoualoviar apogikiAAivi kai
kAaBouAaviko o&u. H apo&ikiAAiviy avikel og pia opdda gapudkwy TTou ovopalovial
"TTEVIKIAAIVEG” 1 OpAcn TWV OTToIWV PEPIKEG YOPEG UTTOPET va eaTT0d108¢ei (abpavoTtroieitar) To
AaAAo dpaaTikd ouataTtiko (kAaBouAavikd o&u) dev emITpETTEl Vva CupPei auTo.

To Ovopa mpoidviog xpnaoiyotroieital oe eviAikeg kal Taidid yia Tnv BepaTtreia Twv 11apakaTw
Aoipwéewv:

. ooBapig AOIPWEEIC TOU WTOG TNG PUTNG i} TOU YApuyya
. AoIpwieIg Tou avaTtveuaTikou
. AoIpWEEIG TOU OUPOTIOINTIKOU
. AoIpWEEIg Tou BEPPATOC KAl TwV PaAaKWV Hopiwv TTEpIAapBavopévwy Twv 0dovTIaTPIKWV
AOIWEEWV
. AOIPHWEEIG TWV 0OTWV KAl TWV apBpWOoEWV
evbo KOINIGKEG AoIPWEEIS
. YUVAIKOAOYIKEG AOILWEEIC.

To Ovopa mpoidvIog XprioioTtroleital o eVAAIKES KAl TTAIDIA yIa TNV TTPOANW AoIWEEwWY TToU
axeTidovTal e PEICOVEG XEIPOUPYIKES ETTEPPRAOEIG.

2. TI MIPENEI NA TNQPIZETE MPIN NA NAPETE TO ONOMA NPOIONTOZX

Mnv mrapete 7o Ovopa mpoidovTog:
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. o€ TTEPITTTWON aAAepyiag (uttepeuaiaBnaiag) atnv apofikiAAivn, 10 kAaBouAavikéd ofu,
TNV TTEVIKIANAIVN 1) o€ 0TT0100TToTE AAAO cuaTamikd Tou Ovopa TTpoidviog (avagépovral
a1nv Tapdypago 6)

. g€ TTEPITTTWON TTOU gixate TTOTE cofapr) aAAepyikn aviidpaon (utrepeualoBnaia) oe
omoiodATToTE AAAO avTifioTikd. AuTr PTTopei va mepiAapBaver deppamnikr) aviidpaonn
TTPAEINO TOU TTPOCWTTIOU ) TOU AQipou

. O€ TTEPITTTWON TTOU €ixate TTOTE NTTATIKA TTPOoBARPATA A ikTEPO (KITPiviIopa Tou dEpparog)
o1av Traipvate KAToIio avTiPIoTIKG.

2  Mnv ndpere 1o Ovopa 1TpoidovTog dv kG1TO10 a6 Ta TTapamavw gag apopd. Eav
Oev €iaTe giyoupol, PIAACTE PE TO YIQTPO, TO YAPPAKOTIOIO ) TNV/TOV voonAeUTpIa/Th oag
TIpIv kAveTe TO0 Ovopa TTPoidvIOoG.

Npooégre 161aiTepa pe To Ovopa wpoidvrog
MIAACTE pE 10 YIOTPO, TO PAPPAKOTTOIO 1) TNV/TOV VOO NAEUTPIO/TH) 0ag TTPIV TTAPETE QUTO TO
(pappako, eav

. £XETE TTUPETO HE DIoYKWPEVOUG Aeppadéveg
. KAveTE BepaTteia yia ve@pika ) nratikd mmpoAnuarta
. Oev oupeite TAKTIKA.

Edv bev eioTe giyoupol, €av kAtoio a1rd 1a mapanmdvw oag apopd, WIANGCTE PE TO YIaTpod, 10
pappaxkoTold i TNV/ToV voonAeuTpIa/Th aag Tipiv Tapete 1o Ovopa 1mpoidvIog.

1€ OPIOKEVEG TIEPITITWOEIG O YIaTPOG oag PTTopei va diepeuviael 1o €idog Tou Baktnpidiou 1Tou
TPokaAgi TNV Aoipwén. Avaloya pe 10 anroteAéopara, PITopei va aag xopriynBei diagopeTiknh
TepiekTIkdTNTA Ovopa mpoidvTog fi diagopeTikd ¢Aappako.

Karaotdoeig rov piropei va XxpelaoTei va mpooéfeTe

To Ovopa mpoidvIog PTTopEi va eTOEIVWOEI OPICPUEVEG KATAOTACEIG, ) va TTPOKAAECE!
ONPAVTIKEG avETIBUHPNTEG EVEPYEIEG. AUTEG TTEPIAGUBAVOUV OAAEPYIKEG avTIDPACEIG, ETTIANTITIKEG
Kpioeig (o1Taopoi) kal pAeypovr) Tou TTaxéog eviEpou. MNpémel va koimageTe yia Cuykekpipéva
oupTrITwpara ka1a 1n didpkeia Afywng Tou Ovopa TTPoiodvToG, YiIa va PEIWOETE TOV KivOduvo
omolwvdnTIoTE TTpoRANUATWY. BAETTE ‘Karaordo&is mou xperGderai va mmpooélere’ oTnv
Napaypawo 4.

Eferdocig aiparog xar oupwv

Eav kavere e€erdoeig aipatog (011we €£TACEIG VIO TNV KATAGTAON TWV £pUBPLIV AIOTPAIPILIV
N e€eTaoeig NIanikig Aettoupyiag) A e£étaon oupwv (yia yAukodln) evnpeEPWOTE 10 yIATpod 1) Tov
voonAeutr) 6T maipvete 10 Ovopa TTpoiovTog. Autd yiati 1o Ovopa TTpoidvTog PTToPES va
ETINPEACE! TA ATTOTEAECPATA QUTWV TWV TUTTWV TWV £€£TACEWV.

Xprion GAAwv @appaxwv

MapakaAeioBe va evrpepwaoETe TOV YIATPO, TO GaPPAkoTToId f TNV/TOV vOonNAeUTPIA/TH 0ag edv
TIQipPVETE 1) £XETE TTAPEI TTPOTPATA AANG @Appaka. Autd TTepiAapavouyv kal @apuaxka 1ou
HTTOPOUV va ayopaaTouv Xwpig ouviayr kal ¢appaka QuTIKAG TTPOEAEUONG.

Eav AapBavete aAdotroupivoAn (xpnoiyoTroieital yia tnv oupikiy apBpinda) pe Ovopua
mpoidvrog, prropei va augnBei n mBavdoTnTa va £xete aAAepyikn deppatikn aviidpaon.

Eav AapBavete mpoReveaion (xpnoipoTIoicital yia Tnv oupikn apBpinda) o yiatpdg oag Pitopei
va armogaaioel 1n puBpian 1ng 660 Tou Ovopa TTpoidvToG.

Eav AapBdvoviar aviiminktika ¢Aappaka (omwg n Bapeapivn) padi pe Ovopa 11poioviog 10TE
uTTOopEi va xpelacTolv emTTAéov e€eTA0EIG aipaTog.

To Ovopa mpoidviog uttopei va e1Tnpedacel Tov 1poOTT0 dpacng NG peBoTpeATng (PAPPAKo TTou
XPNOIYOTTOIEITAI YIa TNV BEPATIEIa TOU KAPKIVOU 1} TWV PEUVPATIKWV TTaBRCEWV).

Koinon ka1 Onhagpog
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ZnTACTE Tr} CUPPBOUAT TOU YIaTPOU, TOU GappakoTTolou i TNG/Tou voonAeUTPIag/Tn 0ag eav eiare
£ykuog f BnAddeTe.

InpavTikig TTANPOYOPIEG OXETIKA PE OpIOPEVA JuaTATIKG Tou Ovopa TTPoiovTog

3. NQZ XOPHIEITAI TO ONOMA NPOIONTOX

Aev Ba XopnyeioETE TTOTE AUTO TO PAPPAKO OToV £auTd 0ag. ‘Eva ekTTaideupévo aTtopo OTTwg
yiatpdg ) voonAeuTpial/Trig 8a oag xopnynoer auto 10 GAPPAKO.

O1 ouvnBeig doaeig eivar:

EviAikol kar randia Bapoug 40 kg kal avw

 FuviBng doon 1000 mg/200 mg xaBt 8 wpec.

Mo v digkom i NG Acipwéng kata n 1000 mg/200 mg TTptv TNV £TTépPacn O0tav 0ag
diapkeia kar peTa amd xeIpoupyikn eTEPRaAcn | xopnyeitar n avaigbnaia.

H déon pmopei va dragéper avahoya pe 10
€idog NG emépPacng mou kavete. O yiaTpog
gag pTropei va emravaAaper 1n door £8v n

enépBaon drapkEge TEMOCOTEPO aTod 1 wpe.

Naidid Bapoug pikpoTEPOU TWYV 40 kg

. OAeg 01 BOOeIg Exouv UTTOAOYIOTEI CUPPWVA HE TO BAPOG CwaTog Tou TTatdiol o€

XIAioypappa.

Naid1a nAikiag 3 pnvwyv xar avw: 25 mg/5 mg yio ka8t xiMdypappo Bapoug l
- N owpaTog kabe 8 wpeg. |

MNaidid nhikiag pikpoTEENS TWY 3 PNV i 25 mg/5 mg xIAIOYpPappo BApoug owpaTog |

Bapoug peyahuTepou Twv 4 kg e KGOe 12 wptc. _wj

A0Bgveic pe NTTATIKG KA1 VEPPIKA TTpOBAnpaTa
Eav éxeTe vewpikd mpoBAnparta, ptiopei va oag xopnynBei diagopinixi déon. O yarpog
0ag ptopei va emAEEE! pia dIa@opeTIKA TTEPIEKTIKOTNTA I} BIAPOPETIKO PAPHAKO.

. Edv £xete nmmanika 11pofAnpara o yiarpdg 8a oag mapakoAouBei oTEVA KAl PTTOPET va
XPEIG0BoUV guxvOoTEPEG £££TATEIC yIa TOV EAEYXO TNG NTTATIKAG AEITOUPYIaC.

Nwg 8a oag xopnynOti To Ovopa TTPOIGVTOg

To Ovopa 1mpoiodviog B8a gag xopnynOei pe €vean otn @AERQa 1) pe evOoPAERIa £yxuan.

. BeBaiwBeite O11 TiveTe TTOAAG uypd kata TN diapkera Awng Tou Ovoypa TTpoidvTog.

. Kavovikd 10 Ovopa 11poidviog dev Ba aag xopnynBei yia Tepiccotepo amo 2 eRSopaOEG,
Xwpig ITapakoAouBnon 1ng Bepatreiag amd Tov yIaTpo

Edv oag xopnynOei peyaAutepn 56orn Ovopa mTpoidoviog atmd TV Kavoviki

Eivar amiBavo va oag xopnynOei ieyaAutepn ToooThTa, aAAG edv vopideTe 0TI 0ag XOpnynonke
peyaAuTepn TT000TNTa OVOopIa TTPOTOVTOG, EVINPEPLICTE TO YIATPO, TO APUAKOTTOIO I TAV/TOV
voonAeUTPIa/TI) apecws. Ta oupTrTwpaTta PTTopei va repiAapBavouv diatapayr) a1o GTopax!
(aioBnpa adiaBeaiag ) didppoia) 1 oITacpoug.

Edv £xeTE TTEPIOOOTEPEG EPWTACEIG OXETIKA PE TN XPrON QuToU TOU TTPOIOGVTOG PWITROTE TO
yiaTpo, 10 GAPPAKOITOIO 1] TAV/TOV VOONAEUTPIO/TT) 0aG.
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4. MIGANEXZ ANEMOYMHTEXL ENEPIEIEX -

Omwg 6Aa 1a papuaka, €101 kal 1o Ovopa 1Tpoidviog TTOPEi va TTPOKAAECEl QVETTIBUUNTES
evépyeleg av kal dev TTapouaiddovial oe OAOUG TOUG avBPWITOUG.

Kataotdoeig mov XpeialeTal va TpooELeTe

AMepyIkéc avnidpaocig:

. deppatikd e&avbnpa

) pAeypovn
KOKKIVEG I HWR e&oykwpéves knAideg 010 BEpua, alra prropei va 1TpoafBAnBouv kal GAha
pépn TOU CWPATOG

. TTUPETOG, TTOVOG OTIG apBpwatlg, TTpR§ipo atoug adéveg Tou Aaipov, TG BaoxaAng rj 1ng
BouBwVIKAG xwpag

] 0idnua, opIoPEveG POpEG OTO TIPOCWTTO ) GTO OTOPA (ayyerooldnua), TTOU TTPOKAAEI
duakoAia arnv avarrvor
. Kartappeuor.

9> EmikoivwvnoTe apéowg Pe 1O YIaTpO 0ag £4v £P@avrioeTe KATIOI0 ATTO auTa 1A
gupTiwpata. Xraparnorte 1y Afyn tov Ovopa mpoidvrog.

PDAeypoOVI) TOU TTaxXEOG EVTEPOU
®Aeypovn Tou TTax€og eviépou, TTou TpokaAei udaprn diappoia cuvABw ¢ pe aipa kar BAévn,
TTOVO OTO GTOHAXI KQAI/f) TTUPETO.

2  IupPouAeuTEiTe TO YIGTPO OGS TO OUVTOPOTEPO BUVATOV £GV EPYAVATETE QUIG TA
gupTITWPaTa.

LuxvEg avemIBOPNTEG EVEPYEIES
Autég ptTopei va ertnpedoouy éwg 1 o1a 10 dropa

. agBa (kavrivia - yuknnacikn Aoipwén Tou KOATTOU, ToU O0TOPATOG A TWV dEPUATIKWV
TITUXWV)
. bdidappoia

Ox1 ouxVEG QVETIIBUPNTEG EVEPYEIES
AuTEG pTTOpPET Va eTTnpedcouy €éwg 1 ota 100 aropa

. deppanko eEavenua, eayoupa

. gfoykwpévo kvnapwdeg eEavonua (kvidwan)

. aioBnua abiabeciag (vauria), 1daitepa 61av AapBavovral vwnAég 560¢ig
—  gdv oag emmnpedasl 1Tapre 1o Ovopa TTPoidvIog TIpIv artd 1o ¢ayntod

J £PETOG

. duarewia

. {aAn

. TTOVOKEPAAOG.

Ox1 ouxVvEG aVETTIBUPNTEG EVEPYEIEG TTOU UTTOPET va pavouv aTig £E£T1G0EIG aipaTod:
. avgnaon opiopévwy oUCIWV (£év{upa) TTou TTapayoviai arrd 10 fAITap.

Imavieg avemBUpPNTEG EVEPYEIES

AUTEG pTTOpEi Va £1TRpEGoouV Ewg 1 ota 1000 aropa

. depparikd €£avOnpa, TTou UTTOPEi va £XEl POUOTKAAEG KAl VA HOIGLEN HE PIKPOUS OTOXOUG
(OKOUPOXPWHEG KEVTPIKES KNAIDEG TTOU TTEPIBAAovIal aTrd pia avoixTdx pwin TEPIOXN HE
pavpo HaxkTUAIo YUpw artod TiG AkpeG — MOAULIOPPO £0UBN1LQ)

<2  £Aav TapaTnPACETE KATIOIO ATTO QUTA Ta GUHTITWHATA ETTIKOIVWVIOTE PE €va YIaTpo
ETTEIYOVIWG

. oidnua xar epuBpATNTa KATA PNKOG TNG YPAERAG TTOU eival £EQIPETIKG EUTTABEG OTO
ayyiyua.
ITravieG avermiBOpPNTEG EVEPYEIEG TTOU UTTOPEI va pavouv OTIG e€eTA0EIG aiaTog:
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. XAHNAGG apIBPOG KUTTAPWY TTOU EPTTAEKOVTAI OTNV TTAEN TOU aipaTog
. XOHNAGG apiBdG AeUKOKUTTApWY

AAAEG QVETIBOPNTEG EVEPYEIES

AMEG avemBUPNTEG EVEPYEIEG EXOUV PAVET O £€va TTOAU HIKPO apiBuo atdpwy ahAa n akpifng
ouxvOoT1nTa T0UG Eival ayvwarn.

. ANAepYIKEG avTIDpAcEIg (BAETTE TTapaTTavw)
. (BAETTE TTOpATIAVW)
. 20Bapég Bepuatikeég avnidpacoeig:
- exTETaPEVO £EAVONUIa pe POUOKAAESG kal atTopAoiwuévo BEppa, 1IBiaitepa yupw amo
10 OTONG TN WUTN, Ta PATIO KAl TA YEVVNTIKG Opyava (guvopopo Stevens-Johnson)
Kal Pia ooPapdtepn POp@r TTOU TTPOKAAET EKTETAPEVN aTTOPAOIWGN Tou DEPPAaTog
(TrepiocoTEpo aT1d 30% TNG ETIPAVEIQG TOU OWHATOG — TOEIKE ETTIOEQUIKI
vekpOAuan)
- EKTETAPEVO KOKKIVO OEppaTIkO e€AvVONUa e PIKPEG POUOKAAEG TTOU TTEPIEXOUV TTUOV
(ammo@oAidwiikn depuarinda)
- KOKKIVO pE aTToAETTION £§AavOnua, ue ofusAoug kATw aTro 10 OEPUA KAl POUCKAAEG
(BAQTIOWOEC e€GvBnpa)
2 EmikoivwvnoTe pe éva yiatpd apéowg eav eppavioeTe Kamola amo autd Ta
oupTTTWPaTa.

. pAeypovr Tou ATTaTOC (RITarinda)

. ikTEPOG, TTOU TIpoKaAEiTal amo av§nar} 1Ng xoAepuBpivng o10 aipa (Piag oudiag TTou
TTaPAYETal GTO ATTAP) TTOU UTTOPET va KAvel TO BEPRA KAl TO AEUKO TWV PATILWY va
paivovial kiTpiva

. QALY HOVI) TWV VEQPIKWY CWANVapiuwv

. 10 aipal apyei va 1R

. OTTacpOi (O€ ATopa TToU TTaipvouv UNAEG Bdoeig Ovopa TTpoidviog i £x0ouv VEQPPIKA
TTpofAnpaTa)

AVETIOUNTEG EVEPYEIEG TTOU aivovTal OTIG £EETACEIG QipaTog 1} oUPWV:

. oofapr peiwan Tou apIBOU Twv AEUKOKUTTAPLIV

. XapUNAGG apiBlég epuBpwyv aioc@alpiwy (apoAuTIKS avaipia)

. KpUoTaAAolI 010 oupa

Edv eppaviioeTe averriBGpPNTEG EVEPYELES

b 4 EvnpepwoTe 10 y1aTpo 1] TOV appakoTiord ocag £av kAtoia aveTmilupntn evépyeia
yiverar oofapn, f av TaparnpRoeTe kAtroia avemmoupnTn evépyela TTou dev avagéperal
OT10 TTapOV QUAAO 0ONYIWLV.

5. NQI NA ®YAAIIETAI TO ‘ONOMA NPOFONTOX

Na guAaooetal oe pépn 110U Oev 10 PBAvVouUV kal Oev 10 BAETTOUV 10 TTAIDIA

Na pr xpnotpotroigite 1o Ovopa TTpoidvIog PETA TNV nuepopnvia ARgng mou avagépetal 1o
kouti. H nuepounvia ARéNg eival n 1eAcutaia nuépa ToU PAva TTou avagEpeTal.

Ta pdppaka dev TTPETTEI va aTToppiTITOvVIal GTO VEPO TG ATTOXETEUONG 1} OTa OoKouTTidIa.
Pw1eioTe TO apPakoTIoid 0ag WG va TeTaEeTe 10 PAppaka 1mou dev xpeiadovial ma. Autd 1a
péTpa Ba BonBrjoouv o1V TTpocTaadia Tou TTePIBAAAOVTOG.

6. AOINEZ NAHPO®OPIEL

TTPOIOVIOG
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Eppdaviorn Tov Ovopa 1TpoiovTog Kal TTEPIEXOHEVO TG CUOKEUaaoiag

Karoxog adeiag kukAogopiag kai mapaywyog

AuTO TO PappakeuTIKO TIPOIOV ExEl eykpIBei aTa Kparn MEAN Touv Evpwrraikou
Oixovopikou Xwpov (EOX) pe 1 akb6AouBeg ovopaaieg:

To Trapov puAAo odnyiwy XxpRong eykpibnke yia TeAeuTtaia popa oTig
Tpoéog 81aBeong: ye 1IaTPIK guvIay

O1 IAnpoYopieg TTou akoAouBouv aTreuBuvovTal pOvVo OE YIaTPOoUG I ETTAyYEANATIES TOU TopEQ
uyelovoikfgTrepiBaAyng:

NapaxkaAeioBe va avagepBite otnv MepiAnyn XapaxtnpioTikwyv Tou Mpoiévrog yia
TIEPITTOTEPES TTANPOPOPIES

Xopriynon

To Ovopa 1poidvTog pTropei va xopnynoei eite wg apyn evoopAEBia Evean ot pia 11epiodo 3
£we 4 AeTTTwyv kateuBeiav otn QALBa péow OWARvVOG yia o1dydnv £yxuon r Pe £yxuon ot
Oidotnua 30 éwg 40 Aettrwv. To Ovopa mpoidviog dev eival katdAAnAo yia evOouUikA
xopriynon.

Avaguoraon

Mpocioipacia dlahupudiwy yia evOoEALBIa £veon

500 mg/100 mg xovig yia evéoipo didAupa i didAdupa 11pog £yxuan.

O puoiohoyikog diahuTng eivar Evéoipo "Yowp Ph.Eur. To Ovopa mpoioviog 500/100 mg Ba
1TpETTel va BiaAvetral oe 10 ml SiaAutn. Autd atrodidel repitrou 10.5 ml diaAuparog yia xprion
epamnaf d6ong. 'Evag Tapodikdg pod xpwiatiopog HTTOPEi 1 01 va avarTtuxBei kard 1nv
avaouoraon.

Ta avaouotapéva diaAuparta eivar puoioAoyikd axpwpa r £Xouv £éva TTacTeA axupEévio Xpwia.

To Ovopa Tipoidviog Ba TipéTiel va xopnyeital péoa oe 20 min atidé v avaouoiaon.

MNpocroipacia Siahupdiwy yia evOo@ALRIa £yxuon

Ta @iaAidia Ovopa mrpoidviog Oev eival katdAAnAa yia xprion TToAAaTAwv dooewv.

500 mg/100 mg kévi¢ yia evéoipo didAupa fj DidAupa TTpog £yxuon.

To Ovopa 11poidviog Ba TTpETIEI va avaouoTabei OTTwWG TTEPIYpAPETal TTApATIAvW Yia Tnv £vearn.
Xwpig kaBuotépnon, Ba TipéTer va TpooTeBei To avaouotapévo didAupa ot 50 ml uypou
£yxuong pe xpnon pivi adkou ) diaBabpicpévou OYKORETPIKOU CWANVIOKOU.

1000 mg/200 mg xoviIg yia evéaipo didhupa A didhupa TTpog £yxuon.

To Ovopa Tpoidviog Ba TTPETTEl va avaouoTabei OTTWG TTEPIYPAQETAl TTAPATIAVW YIa TNV £vearn).
Xwpi¢ kaBuatépnaon, Ba TipéTer va 11pooTeBei 10 avacuotapévo dtaAlupa oe 100 mi vypou
¢yxuong pe xprion pivi odkou r dilaBabpiopévou oyKOPETPIKOU OWANVIOKOU.

I1a0epOTNTA TWV TTAPAOCKEVATBEVTWY SiaAupdarwy

EvOopAiBia Eyxuon HNepiodoc grabepdintag 25°C
Avahoyia 5:1
Yowp O1° Evéoeig B.P. 4 Wpeg
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EvéotpAéBla £yxuan XAwpiouxou Natpiou B.P 4 WpLg

(0,9% wiw)

EvoopAéBia £yxuon MNakaxTtikou Narpiou B.P. 4 WpEg

(M/6)

AidAupa Ringer 3 wpEg

Awdhupa Hartmann 3 WwpEg

EvdopAéBia ‘Eyxuan XAwplouxou Kahiou kal 1 wpa

XAwpiouyou Narpiou B.P.

H o1a8epoTnTa TWV evdoPAeBituv- draiupatwv ONOMA NMPOIONTOZ, e€aptarar amo 1
OUYKEVTPWOT. Z€ TTEPITITWON TTOU ATTAITEITAl N XPRON MO CUPTTUKVWHEVWY diahupdtwy, Ba
TPETTEl va puBpiletal kar n Trepiodog a1aBepdTnTag avaioya.

lNa @uAagn otoug 5°C, 1a avacuarabévia diahupara Twv 1000/200 mg kai Twv 500/100 mg,
pTIOPOUV va ToTToBETNB0UV Ot TTPOWUXBEVTEG OAKKOUG £yXUONG, O OTTOIOI PTTOPOUV va
puAaxToUv pExpl 8 wpeg. Z1n ouvéxela, n £yxuor Ba TTpETTel va Xopnyeitar apéowg pOAIg
emavéABer oe Beppokpaaoia dwyariou.

EvBogALBra £yxuon Mepiodoc a1abepdiniac 5°C
5:1 Avaloyia
Yowp &1 evioeig B.P. 8 wpeg

EvBopAéBia ‘Eyxuan XAwpiouxou Nartpiou B.P.
(0,9% wlv) 8 wpeg

To pappaxo eivalr Miyotepo o1aBepd ot yxXUOEIG TTOU TTEPIEXOUV YAUKOZN, de€Tpdvn i
OimravBpaxiké. Ta avacuataBévia dialuparta Tou appdakou, PTTopouv va eveBouv péow
OwARVOG yia at1aydnv €yxuon kai og Siaoctnua 3-4 AeTTTWV

3. O dixaioUxol kal avTITTPOCWTTOI UTTOXPEOUVTAl YIA TNV £pApPOYF] TNC avwTEpw £YKUKAiOU

4. Karvomiv TwWv avwTipw TTalvEl va IgXVEl 1) uTr’ apidp. 7419/27-1-2009 eykUukAiog Tou
EOO.

Kowvomoinon:
Er.. GLAXOSMITHKLINE AEBE O NMPOEAPOL EOO®

A. KHOIZIAZ 266
152 32 XAAANAPI ATTIKHEZ
IQANNHE TOYNTAZ

CROPHOMKE A THN prrin.
H MPQis STAN b
FENIKHE re AMMAT -

AmodéxTeg via evépyeia :

1. TEEQA/AYT
A. Meooyeiwv 136
155 61 ABrva

2 Ym. Epyaciag AmaoxoAnarng & Korvwwm' ﬂkgq
levikn l'popparzlo Kowwvmwv AO(pCt/\I ef( ,

EAENH APTYPOMOYAOY
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12.

13.

14.

15.

16.

--Z1adiov 29, 101 10 ABrva

(ME TV TTAPAKANC N EVNPEPWOTNS TWV ACGPAAICTIKWV
Tapeiwv mou rapéxouv Yyeiovopikr MNepiBaiyn)
MaveAArvio larpikd ZuAAoyo

MAoutdapyou 3, 106 75 ABrva

(M€ TNV TTapAKANCT evnuépwon Twv

TOTTIKWYV 1aTpIKWV ZUAAGYWV TNG xWwpag).
MaveAArvio ®appakeuTtikd TUANOYO

Mepaig 134 & AyaBnpépou

118 54 ABrva

(ME TRV TTAPAKANA EVIIPEPWONG TWV

TOTTIKWV DAPPAKEUTIKWY ZUAAOYWV TNG XWPag)
MNaveAAvia ‘Evwon dappakoTTowv
NoonAeunkiv [dpupdtwy

MixaAakorrouAou 99, 115 27 ABrjva
IKA-®app/ki YTTnpeoia

Ay.Kwv/vou 8, 102 41 ABAva

Ol'A KAGdog dappakeuTikig NepiBaiyng
Martnoiwv 30, 106 77 ABriva

Oikog Nautou Neipaiwg

K.NaAaioAdyou 15

185 35 Neipaiag

Oikog Nautou ABrjvag

FA\avoTwvog 2 & Nartnoiwv

106 77 ABrjva

. Kévipo AnAnTnpidcewv

Noookopeio MNaidwv “M.& A. Kupiakou”
115 27 Foudi

IOEE

A.Bao. Tewpyiou 50 & M. Aciag

152 33 XaAavdpl, Abriva

NaveAArvia “Evwon ®appakofiopnyaviag
Adpwa 7, 115 24 ApmreAdkntrol, ABriva
ZUAAoyo Avi/Twv dappakeuTikwy Eidwyv & E1dikotATwy
0d6¢ Tatoiou

180 xAp. EBvikrg 0dou ABnvwv-Aapiag
146 10 N. EPYOPAIA

AteAtio Ayopavouiag

Mavemaornuiou 42, 106 79 ABrjva

TEBE - ®appakeutikég YTInpeaieg

Ay. Kwvartavrivou 5

103 51 AOHNA

(6TTwg o mivakag)

EIQTEPIKH AIANOMH:

1.
2.

Hw

Alvan ®ap/kisv MeAetwv & “Epeuvag

Alvon Alkwv YTinpeociwv EALyxou MNpoidviwv
Tpnpa Exdoong & Kwd. ATTopacewv

{ pappareia Emotnpovikou TupBoudiou Eykpicewv

Ipapparteia AcutepoBdBuiou EmigTnpovikol TupBouliou
MI/ETK
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