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®vrho ooNYIOV ypions: [IAnpogopies yia Tov acOeviy

Cubicin 350 mg kévig yio gvécipo dtdivpa 1 ordAvpa Tpog £yyvon
domTopvKivn

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VA YPICLUOTOLEITE AVTO

T0 PAPROKO, OLOTL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DdurdEte avtd TOo EUALO 0dNYIDV XpHomns. Towg ypelaotel va to dfdcete Eavd.

- Edv éxete mepattépm amopieg, pOTNOTE TO YLOTPO 1] TO VOGOKOUO GG,

- H ocvvtayn yU’ avtd 10 gappoKo xopnynonke amokAeloTikd yio 6ag. Agv Tpémel vo SMGETE TO
(AapHoKo o€ AAAOVG. Mmopel Vo Tovg TPoKOAESEL PAAPT, aKOUO Kot OTAV TO GUUTTOLOTO TG
aoB€veLdG Toug elval 101 pe T O1Kd GOC.

- Edv mopotmproete Kamoto avemBOunT evEpyeLd, EVIUEPDOTE TO YIOTPO 1) TO VOGOKOUO GOC.
AVTO 1oyveL Kot Yo KAOe mhavi| avemBountn VEPYELN TOL OEV AVOPEPETAL GTO TOPOV GUALO
odnywwv yprone. BAéne mapdypapo 4.

Thv epréyeL To TaPoOv QVALO 00N YLOV:

T1 eivon to Cubicin ko o givat 1) xpromn tov

T pémer va yvopilete Tpv cog yopnyndei to Cubicin
[og yopnyeitar to Cubicin

[Mbavég avemBounteg evépyeteg

ITog va purdocete to Cubicin

[Tepieyxdpeva ¢ cvokevaciog Kot Aoutég TANpopopleg

ANl e

1. T givon To Cubicin kon wo1d givar n ypion Tov

H dpaotiki ovsia oto Cubicin k6vig yuo evéotipo dtdAvpa 1 StdAvpa Tpog £yyvon givailn
damropvkivn. H damtopvkivn sivar avtifoaktnplaxd 1o omoio pmopel va oTapatnost tnv advénon
opopévey faxtmpdiov. To Cubicin ypnoyonoleital 6€ eVAKes kat o€ Todid kot Epnpovg (nAtkiog
aro 1 éog 17 €eTOV) Y10 TNV OVTILETOTION AOUMEEDV SEPHOTOG KOl 10TV KAT® 00 TO OEPLLAL.
Xpnoomoteitotl emiong yio TV aVTILETONTION AoU®dEE®V 6TOo aipa OTav cvayetiCovtat e Aoiuwén
OTO OEPUQL.

To Cubicin ypnotiponolgitol eniong 6 EVAMKEG Y10 TNV OVIUETOTIOT AOUMEEDV GTOVS IGTOVG TOV
Bpiockovtal 610 £6mTEPIKO NG KOPIEG (cLUTEPIAAUPAVOUEVOY TOV KOpPILOKOV BaABidwV) ot omoieg
TPOKaAOVVTAL 0td Evav TOTO Paktnpiov Tov ovoudleton Staphyloccocus aureus. Xpnoiyuomoteital
EMIONG Y10 TNV OVIHETOMIOT AOUMEEDV GTO aiplol TOVL TPOoKAAOVVTAL amd Tov id10 TOTOo PakTnpiov
otav ovoyetiCetar pe Aolpwén oty kapdid.

Avdloya pe o €id0g TG AoTHmENG 1] TOV AOUOEEDV TIOL £XETE, O YITPOC GOG UTOPEL emiong va dMGEL
ouvtayn Kot yio GAAa ovtifaxtnplokd eve taipvete Oepaneia pe Cubicin.

2. T péner vo yvopilete mpiv oag yopnyn0ei To Cubicin

Agv pénel va oag yopnyeitar Cubicin

Y mepintoon oAAepylag ot damTopvKivn 1 6To VOPOLEISI0 TOV VATPIOL 1] GE OTOLOONTOTE AMO TAL
GLGTOTIKA 0LTOV TOV PAPLAKOV (OVOPEPOVTUL GTIV TUPAYPAPO 6).

Edv kdtt 11010 10Y0€1 Y10 €60C, EVNIEPDOGTE TOV YIATPO GAG 1] TOV VOGOKONO caG. Edv motevete ot
umopel va elote 0AAEPYIKOG, GUUPBOVAEVTEITE TOV YTPO GAG 1] TOV VOGOKOWO GO,

IIpogidomon|6E1S KO TPOPLAGEELS

AmevBuvleite oTov Y10TpO 1| TOV VOGOKONO oag TTpty 6og yopnyndei to Cubicin.

- Av éxete M glyate oto TapeABov omoladnmote veppikd mpoPAnpata. O yiaTpdg oag UTopEl va
ypelaotel va aAldéet T 0601 tov Cubicin (BA. Tapdypo@o 3 avTod Tov GUAAOD).

- [eprotaciokd, acbeveic mov Aapupdvovy Cubicin evdeyopévmg va avamti&ovy poikn evaicincia
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N movo N poikn advvopic (PA. mapdypaeo 4 cvtov ToV GOAALOV 0INYIDV Y10 TEPICCOTEPES
TAnpoopiec). Av cupPel avtd, evnuepdote To Y1oTpo cag. O yatpdc cog Oa mpénet va
dtevbeoel availvon aipaTtog Kot vo 6oc GUUPOVAEYEL OV TTPETEL VO, GUVEXIGETE 1 O)L VO.
Aappdvete To Cubicin. ['evik®g T0 GUUTTAOUOTO VTOYOPOVY EVIOS LEPTKADV NUEPDV OO TN
dtakomn g yopnynong tov Cubicin.

- Edv éyete avoamtdéel moté £va coPapd deppotikd eEGvOnua 1 EeQAoVIIGIA TOL dEPUOTOC,
(POVOKAAEG KoL / 1 TANYEC GTO OTOUA, 1] GOPOPA VEPPLKE TPOPAIOATA LETA TN AqYT
domTopvKivig.

- Av giote moAd vépPapog. Eivar dvvatd ta enineda tov Cubicin oto aipa va givat vymAidtepa
O7TO OVTE TTOL CTUEWDVOVTOL GE TPOCMTO LEGOL BAPOVG KOl UTOPEL VO YPEIACTEL TPOCEKTIKT
TapaKoAoOON G GOg O TEPITTMON TUPEVEPYELDV.

Edv kdmoto amd avtd 1oydeL Yo €6GC, EVIIUEPMGTE TOV Y1OTPO 1] TOV VOGNAEVTY| GOG TPLY TOPETE TO
Cubicin.

Evnuepoote apéomg 1oV Y1oTpo 1] TOV VOGOKONO GOS €AV TAPOVOLACETE KATOL0 U0 TO TUPUKATO

CUUTNTONATO:

- YoPapés, oelec arlhepykég avtidpacelg Exovv mapatnpnbei o acbeveic mov AdpPfovay
Oepameio pe 6YedOV OAOVE TOVE OVTIRUKTNPLAKOVG TOPAYOVTEG, CUUTEPIAAUPAVOUEVOD TOV
Cubicin. To countdOUATo UTOPEL VO CUUTEPIAAUPAVOLY GUPLYLO, SVCKOAIN KOTA TNV vamTVon,
TPNEWO 6T0 TPOSOTO Kot 6TO Ao, eEAvON L Ko kKvidmon 1 TopeTo.

- YoBapég deppotikég dratapayéc Exovv avapepbel pe T ypnon tov Cubicin. Ta cvopntodpaTo
7oV gpeavilovtot pe oVTEG TIC SEPLOTIKEG dATOPOYES WTOPEL VO TEPIAAUPBAVOVV:

- VEO 1] EMOEVOVUEVO TUPETO,

- KOKKIVEG OVOWOUEVEG 1] YEUATES LUE LYPO KNALOES dEPUATOC TOV pmopel vo EEKviiGouV
OTIG LOOYGAEC GOG N OTIG TEPLOYES TOVL 6TNHBOVE 1} TNG BOVPOVIKNC YDPOG KoL OL OTOIEG
umopobv va e&amiwBoly og o LeYEAn TEPIOYN TOL COUATOG O,

- (POVOKAAEG 1] TANYEG GTO GTOUO GOG 1) OTA YEVVITIKA Gag Opyava.

- ‘Eva coPoapd mpoPinpa veppav Exet avaeepBel pe tn ypnomn tov Cubicin. To copntdpoto
umopel va Teptlapfavovy mopetod kat eEavOnua

- Touyov acvviicTo aicOnUe TOWANUATOG 1 LOVIIAGHO GTA ¥EPLL 1] TO TOS10, OTOAELN oicOnong
1 dvokoMa otV kivnon. Edv coppet avtod, evnuepdote Tov Y1aTpd 60¢ 0 omoiog Ba amopacicst
eaqv mpémel va cuveyioete T Oepamneia.

- Awippota, 1iaitepa edv Topatnpnoete aipa 1 PAEVVEG, 1 €Gv 1 ddppota eEelyDel g coPapn M
EMipOV.

- Epedvion 1 emdeivoon mopetov, Prixa 1 dSuokoiio Katd tnv avamvorn. Avtd pmopel va sivot
onueio pog omdviag aAAd GoPapng TVELLOVIKAG SLOTOPUYNG TOL OVOUALETOL NOCIVOPIATKN
nvevpovia. O yatpds cog Ba eEETAGEL TNV KATACTOOT TOV TVELHOVAOV Gag Kol o anopacicet
€dv Ba cvveyioete i Oyl v aywyn pe Cubicin.

To Cubicin umopel va ennpedoet TIg epyacTnplokég eEETAGELG TOL PLETPOVV TN TNKTIKOTITO TOV
aipatog coc. To amoteAéopato pmopel vo LTOSEIKVOOVY YOUNATY TNKTIKOTNTO EVD GTHV
TPUYUOTIKOTNTA VO UNV VITdpyel T€to1o TpoPinua, I'’avtdv 10 Adyo sival onuovtikd vo Exel VT’ oYY 0
ywTpog cag 0Tt Aappavete Cubicin. [oapakaieiche va evnuepdvere to yatpd cag 0TL €ioTe o€
Oepaneio pe Cubicin.

O ywtpog oag Oa Tpaypuatomolel eEETAGELG ALATOC YO TV TOPUKOAOVOT OGN TNE VYEING TOV HVOV GOG
1660 pw apyicete tn Oepaneio pe Cubicin 660 Kol cLYVE KATA TN S1APKELD AVTHC.

owora ko £éenpor

To Cubicin dev wpémel va yopnyeitan 6€ modid nAkiog KAt Tov vog £Tovg KaBdg 6 avTh TNV
NAMKLOKT OHAd0 EVOEYOUEVAG VO ELPOVICTOVY GOPOPES OVETIOVUNTEG EVEPYELEG OTMOG TTapaTIPNONKE
o€ peAéteg pe (oa.

Xpion o€ nMKiopévovg
210 dropa nAKiag dve Teov 65 etdv propel va yopnyndei n idta d6om OO 6TOVE VTOAOTOVE
EVIAIKEG, LTTO TNV TPODUTOOEST OTL 0L VEPPOT TOLC AELTOVPYOVY KA.
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Ao @appoxa kot Cubicin

Evnuepdote Tov y1atpd 1 TOV VOGOKOWO GOG EAV TOUPVETE, £XETE TPOCPOAUTA TAPEL 1) UTOPEL VO TAPETE

AN PAPLLOKAL.

Eivot dwaitepa onpovtikd vo avagépete ta eENG:
dappaxo mov ovopdlovrot otativec | erumpdreg (Yia peimon g xoAnotepivng) M
KuKAoGmopivn (£va POPUAKEVTIKO TPOTOV TOV YPT|CULOTOLEITAL KATE, TN LETAUOGYELCT Y10 VO
amo@evyOel 1 aTOPPLYT TOV OPYAVODL 1| Y10 AALEG KOTAGTAGELS, TT.). PEVUATOEWNG 0pBpitida 1
atomikn deppatitida). Eival duvatd o kivouvog mopevepyeldv mov ennpedlovy Toug Hug va gival
UEYOAVTEPOG OTAV TAIPVETE OTOLAONTOTE OO QVTA T PAPHOKA (KOl OPICUEVO GALD TTOL
UTopohV Vo ETNPEAGOLY TOVG HVG) KaTd TN didpKela tng Bepoameiog pe Cubicin. O yroTpdg Gog
UTOpEL VO amopacicel va un oag yopnynoet Cubicin 1] vo GTOOTACEL TO GAALO QAPLLOKO Y10
UIKPO YPOVIKO O1AGTN LA,
[oveinova to onoio ovopdlovtal pn otepoedn avtipAeypovmon edpuaxo (NSAID) 1
avaotoAeig COX-2 (m.y. celecoxib). Avtd pumopel va Topéppouv otig emdpacelg Tov Cubicin
GTOVG VEQPOVC.
A7b 10V 6TONOTOG AVTIINKTIKA (.. Papeapivn), To omoia vl GOPUOKEVTIKA TPOTOVTO TOV
amotpémovv T dnuovpyia BpdpuPwv oto aipa. Mropei va kataoTel avoykaio vo eAEYYEL O
Y1TpOC GOg TO XPOVO THENG TOL CILLOTOC GG,

Kinon kot Onhaopog

To Cubicin dev diveror cuvnBwg og £ykveg yovaikec. Edv eiote €ykvog 1 OnAalete, vopilete 6t pumopet
va glofe £ykvog N oyxedialete vo amoktioeTe Todi, (NTNOTE T GLUPBOVAT TOV YLOTPOD 1) TOV
(OPLOKOTOL0D GaG TPV GOg yopnyNnoel avtd T0 PAPHOKO.

Mn OnAalete av Aappdavete Cubicin yiati mbovo va Tepdoel 6TO UNTPIKO YA KOl VO, ETNPEACEL TO
Bpépoc.

001 yNo6N Kot XEPLGUOS POV LATOV
Agv &xovv avapepbel emdpdoelg tov Cubicin 6TV KOVOTNTO 001YNOTG 1 TOV XEIPIGUO UNYOVIILATOV.

To Cubicin wepiéyel vaTpro
To @apuaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd 666, gival avtd Tov
ovoudlovpe «erevBepo vatpiovy.

3. ag yopnyeitar To Cubicin
To Cubicin cuviBwg¢ Ba cag yopnynbel and yotpod 1 vVOGoKOLo.

Eviilikeg (nhikiog 18 eT@v ko ave)

H d60on e€aptdtan amod to Bapog cag kat to €i00¢ TG Aoipuméng yio tnv onoia Aapfdvetal n Oepaneio.
H ocuvnBiopévn do0om yuo evilikeg givatl 4 mg yio kabe yildoypappo (kg) coupatikod Bapovg pio popd
™V NUEPA Yo dEpUATIKEG AomEEIS 1 6 mg Yo KaOe kg copatikod Bdpoug pia eopd tnv nuépa yo
rolpwén oty kapdid 1 Aoipmén Tov aipatog Tov cvoyetileTon pe depprotikn Aoipmén 1 Aoipwén ot
Kapdld. Xe evijhikeg acBeveic, ) 0661 ot Yopnyeitol angvbeiag oty Kukhopopia Tov aipatoc (Léoa
oe PAEP), gite g Eyyvon dudpkelag mepimov 30 Aemtdv gite g Eveon diapkelag mepinov 2 Aentmv. H
010 060oM cvvioTdtal o€ acbevelg dvo TV 65 TV VIO TNV TPOVTOOEST OTL O1 VEPPOT TOVG
AELTOLPYOVV KOAGL.

Av dev €yete kaAn veepikn Aettovpyia, umopei va Aapete to Cubicin Atydtepo cuyvd, .y, dmaé uépa
mopd pépa. Av kavete apokdbapon Kot av 1 endpevn door cog tov Cubicin mpémet va, xopnynOei tnv
nuépa g aokdaBapong, cvvnbwg Ba cag yopnyndei Cubicin petd v oapokdbopon.
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Howowd kan épnpor (1 edg 17 eT®V)

H 860m yia modud ko Epnpovg (1 edg 17 etmv) Ba eaptnBei amd v nikia Tov 060evovg Kot Tov
TOTo TG Aoip®ENG Yo Tov omoio AauPavovy Bepameio. H d6om vt yopnyeitar amevbeiog otn pon
Tov aipotog (og pio pAEPQ), g Eyyvon dudpkelag mepinov 30-60 Aentdv.

Mua og1pd Bepomentiknig aymyng cuvnbmg dtapkel 1 £mc 2 foopadEg Yo TIG SEPUATIKEC AOIUMEELS.
Mo Aodéetg Tov aipatog 1 TG Kapdtdg Kot 0EPUATOG 0 YTpog oag o amopacicel ol Oa eivai n
dudpkela TG BepamevTIKnG oG AY®YNG.

Agmtopepeic 00nyieg yio TV YPNON KOl TOV YEPIGUO 6IvOVTaL 6TO TEAOG TOV GUAAOV OONYIDV.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6A0 0 PAPHOKA, £TOL KOL AVTO TO GAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot OgvV TOPOVGSLALOVTOL GE OAOVE TOVG aVOPMTOVC.

O1 o coPapég avemBOunTeg eVEPYEIEG TEPLYPAPOVTOL TTLO KATM:

Yofapig avemOOuUNTES EVEPYELEG PE GLYVOTNTO U1 YVOOTN (1) GuxvOTTa 68V Umopel va extiundei

ua Baon ta dabécya dedopéva)

Y& OpPIOUEVEG TTEPIMTAOCELS KATA TN d1dpKela TG xopnynong Tov Cubicin €yst avaeepbel
avtidpaon vrepevaiotnoiog (cofapn aALEPYIKT OVTIOPAOT] GUUTEPIAAUPBAVOUEVIC TG
avaguAagiog kot ayyeooidnua). Avti 1 cofapn aArepykn avtidpacn ypnletl AUeSNC IOTPIKNAG
epovtidag. Evnuepmote apéomg tov yratpd 1 ToV VOGOKOUO GOG EGV ELPAVIGETE KATO10 amd To.
TOPAKATO GCUUTTMLOTOL:

- [Tovo 7 6oi&ipo oto Bopaka,

- E&GvOnpa i kvidwon

- ITpR&o yopw amd tov Aatuo,

- Tayd 1 advvauo TaAud,

- Svprypo,

- [Tupeto,

- Piyn 1 tpépoviro,

- E&ayerc,

- Z6én,

- AuroBopia,

- MetaAlikn yevon.

- Evnuepoote apéomg 10 yuutpd cog €qv mapotnproste ove&nynto puikd movo, gvoicOnocio 1
advvapio. Mvuikd TpoPfAnuota umopet va. givor cofapd, tepthapfovorévng Kot TG Hikng Adong
(pafdopvorvon), Tov UToPEl va £XOVV MG ATOTEAEGLO VEPPIKT] PAGLN.

AAAeg coPapég avemBounteg evépyeieg Tov £xovv avapepbei pe ) yprion tov Cubicin givat:

- Muw ondvia oAAG SuvnTiKd cofapt) TVELHOVIKY S1UTApOYT TTOV OVOUALETAL NOGIVOPIAKT
TVELUOVIO, KVPIWE HETH amd meplocdTepeg amd 2 efoopddeg Oeponeioc. Ta copuntdpaTa PTopEt
Vo GUUTEPIAOUPAVOLY dVGKOAIN KATA TNV OVOTVOT, ELEAVIOT 1] EMOEivaoT Pya, 1 ELEAvVIon 1
emdeivwon TupeTom.

- ZoPopég deppoticéc dratapayéc. Ta copntodpato uropet vo tepthapifdvoov:

- VEO M EMIOEVOVUEVO TUPETO,

- KOKKIVEG OVOWOUEVEG 1| YEUATES UE LYPO KNALOES dEPUATOC TOV pmopel vo EEKviGouV
OTIG LAOYAAEG GOC N OTIG TEPLOYEC TOV 0TNBOVG 1 TN POLPOVIKNG Y DPAS KAl Ol OTTOlEG
umopovv va eEamAmbolv og o peydAn meployn ToV COUATOC GG,

- (POVOKAAEG 1 TANYEC GTO GTOUN GOG 1) OTA YEVVITIKA GaG OpYyava.

- XoPapd Tpopinua ota veepd. Ta countdpata pmopel va teptiapfdvovy mopetod kot eEvonua.

Edv eppavicete autd T COUTTOUATO, EVILEPDGTE OUECHOE TO YIUTPO 1) TO VOGOKOUO Gag. O ylotpog

oag Oa ekteléoel TpOchetTeg e&eTdoELg Yo va KAVEL SIAyVOOoT).

O1 To oLYVEG AVOPEPOLEVES AVETIBVUNTEC EVEPYEIEG TEPTYPAPOVTUL TTLO KATW:
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Yuyvéc avemBOunTeg evépyereg (Lmopel va ennpedoovy péxpt kot 1 otovg 10 acbeveic)

- MuknTiactkég AOUOEEIC OTTMOC KavTIVTiOGoT,

- Ovporoipwén,

- Mewopévog apBpog epufpokvttdpy (avorpio),

- ZAAn, Gyyog, duokoAia otov HIvo,

- [Tovoxépaiog,

- [Mvpetog, advvapio (acbévela),

- Yynn N xopmin approk wieon,

- AVGKOIAOTNTO, KOIMOKO GAYOG,

- Aldppora, Tdon yio epeTd (vavtia) 1 epetoc,

- Metempiopog,

- Kotuakd oidnua 1 didtoon,

- Agppoticd eEavOnuo 1 Kvnopog,

- [Tovog, eayovpa 1 epuBpd T 6TO oMuEio TG Eyyvong,

- [Tovog ota yépra kot ta oA,

- ATOTEAEGUOTO EPYACTNPLIK®V EEETAGEMY TTOV OEiYVOLY LYNAOTEPE EMITEDH NIATIKAOV eVIOU®V
N pwopokvdong g kpeativng (CPK).

AALeC avemBOLNTEG EVEPYELES TTOL UTOPEL VO TOPOVCIAGTOVV HETA T Oepameio pe Cubicin
TEPLYPAPOVTOL TTLO KAT®:

Oy ovyvég avemBOunTeg evépyeteg (Lmopei va, emnpedoovy péypt kot 1 otovg 100 acbeveis)

- AwTopayéc Tov aipatog (7., avENUEVOS aptOiog TMV KPOV COUOTIOMmY TOV QiOTOg TOL Eival
YVOOTH MG AUOTETAMA, TOL UTOPEL v ovéNoel Ty Tdon yio &N Tov aipatog, | VYNAOTEPQ
eMined OPICUEVOV EOMV AEVKOKVTTAPOV),

- Mewwpévn 6pen,

- AicOnpo toumpatog 1 Lobdlcua ot xEPLo 1 Ta TOOW, dTapoyEg TG YEVOTG,

- Tpépovio,

- AA\ayég otov Kapdlakd puluod, EAVELS,

- Avoneyia, eAEYHOVH TNG YADGGOG,

- E&GvOnpa pe kvnopod oto 6épua,

- Mvikdc movog, kpapma 1 advvapio, GASYHOVH T@V LoV (Locitidn), TOVog oTIC apBpdoELs,

- Neppka Tpopfiquaro,

- DAreypovn Kot epefIGUOC TOV 1IGTOV TOV KOATOV,

- I'evikevpévog movog 1 advvaytia, kéTwon (kovpaor),

- ATOTELEGUATO OUATOAOYIKOV EEETACEWMY TOV delyvouy avEnuéva emineda GoKydpov ailaToc,
KpeaTvivng opov, pvoceatpivng 1 Yorloktikng debopoyovaong (LDH), napatetapuévoc ypdvog
TENG Tov aipaTog 1 SlatapayEs Tng 160pPOomiaG AAAT®V,

- dayobpa oto pdrio.

Yravieg avemOopnteg evépyeieg (Umopel va exnpedoovv péxpt kot 1 atovg 1.000 acbeveic)
- Kupiviopa tov §éppatog kot Tov patidv,
- Hopatetapévog ypodvoc mpodpoufivne.

Mn yvooti] suoyxvétyta (1 cvyvotnta dev pmopel va extiundei pe Paon to dtebécipa dedopévar)
KoAitda oyetiloduevn pe avtiBaxtnplokd, coumeptlapipavoprévng te WELOOUEUPPOVMOOVE KOAITIONG
(coPapn M emipovn ddppoto Tov TEPLEYEL aipa Kovn PAEVVa, Tov oyeTiletal pe KOMAKO GAYogn
TUPETO), EVKOAT ONUOVPYIC LOADT®V, OVAC TOVL ALLOPPAYOVV 1) crpoppayic LOTNG.

Ava@opd avemOounNTOV EVEPYELOV

Edv mapotnproete Kamolo avemBOunTn evEPYELD, EVILEPMDGTE TOV YIALTPO, TOV PUPIOKOTOLO 1 TOV/TNV
VOGOKONO 60G. AVTO 1oyvEL Kot Yio kéOe mhavr] avemBountn evépyela Tov 4ev avapEPETAL GTO TAPOV
@OALO 0dNYI®V YpNonG. Mmopeite emiong va avagépete avembounteg evépyeteg amgvdeiog (BA.
AETTOUEPELEG TTOPAKAT®). MEC®H TNG BVOPOPAG OVETIOVUNTOV EVEPYEIDV UTOPEiTE Vo PonOnoete oTn
GLALOYN TTEPLGGOTEPMV TAT|POPOPLDV GYETIKA LE TIV OCPUAELN TOV TOPOVTOG POPUAKOV.
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EA\Lada

EBvikdc Opyaviopuog @apudkmv

Meooyeimv 284

GR-15562 Xoiapyodg, ABnva

TnA: +30 21 32040337

Iototomog:  http://www.eof.gr
http://www Kitrinikarta.gr

5. og va puiaocoete To Cubicin

- To @appako ovtd TPETEL VO UAACCETAL GE PEPT TTOV gV TO BAEMOVV Kal dgv TO POAvVoLY Ta
Toudid.

- Na pn yproLonoteite 0vtd T0 PAPHOKO UETE TNV NUePOUNVia ANENG OV AVAPEPETAL GTO KOVTI
Kot v emonuaven petd t AHEH/EXP. H nuepounvia ARéEng sivatl n tedevtaio nuépa tov
VO TTOV OVOPEPETOLL.

- dvidooete og yoyeio (2°C — 8°C).

6. epreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPiES

Tv epréyer To Cubicin
- H dpaoctikn ovoia givar n damtopvkivn. Eva ¢laiidio kovewg mepiéyel 350 mg damtopvkivg.
- To dAo cvotatiko gival To VOPoLeidio Tov vatpiov.

Epg@avion tov Cubicin ko 7epLey0pevo g 6VGKEVAGIOG

To Cubicin k6vig yio gvéoipo S1dAve 1 SIIAVLO TPOG EYYVOT TOPEXETAL O GTEPED VAKO 1] KOVIG
OTOA0D KITPLYOL TTPOG AVOIKTO KAPE YPMUOATOG o€ YUAAvo groiidto. [Iptv amd ™ yopiynon tov,
OVOUELYVOETOL IUE SIADILA Y100 TO GYNIOTIGUO VYPOL.

To Cubicin dwurifeton og cuokevacieg Tov 1 ELaALdiov 1) TV 5 ELOASI®V.

Karoyog Adegiag Kvkhogopiag
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OAlovdio

Mopoackevaostig
FAREVA Mirabel, Route de Marsat, Riom, 63963, Clermont-Ferrand Cedex 9, I'aAAio

Mo omoladnmote TANPOPOPia. GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEITTE VOl
amgvbovvleite otov TomiKd avtimpdcmno Tov Katdyov tng Adsiog Kvuihogopiog.

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. +370 5 2780 247
dpoc_belux@msd.com dpoc_lithuania@msd.com
Bbbarapus Luxembourg/Luxemburg
Mepk apn u Jloym beirapus EOO/] MSD Belgium

Ten.: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@msd.com dpoc_belux@msd.com
Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.
Tel.: +420 277 050 000 Tel.: +36 1 888 5300

dpoc_czechslovak@msd.com hungary msd@msd.com



Danmark

MSD Danmark ApS
TIf.: +45 4482 4000
dkmail@msd.com

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

EAirGoa

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 6611 333
dpoc.croatia@msd.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
dpoccyprus@msd.com
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Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
dpoccyprus@msd.com

Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 3220 73 00
medinfo.norway@msd.com

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@msd.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com

Romainia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@msd.com



RCN000028500GR
Latvija
SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com

To wapov vALo 00NYLOV Yp1ioNS avaBewpnOnke Yo TEAEVTAIO QOpd Tov 11/2025.

Aentopepeic TAnpoopieg yia 1o pdppoko avtod givar dabéoiueg otov diktvakod tomo tov Evponaikon
Opyavicpov @appakwmv: https:// www.ema.europa.cu
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Ov Tinpogopieg mov akorovBovv amevOvvovTal povo o emayyeipoTieg vyeiag:

Inuovtkd: [Hopoakarid dwfdacte v [epinyn tov Xapakmpiotik@v tov [Ipoidvtog mpv amd
OLVTOYOYPAPNOT).

Odnyiec ¥pNoNGC KoL YEWPLGLOD

Yvokevocio 350 mg:

2T0VGg EVIAIKEG, 1 domTopvKivy umopel va yopnyndel evooAéPia g pa Eyyvon yia 30 Aemtd 1 g pia
éveon v 2 Aemtd. e ovTifeon pe Toug EVAMIKEG, 1) damTopvkivn 6g o Tpémet va yopnyeital og i
éveon ywa 2 Aentd oTovg Toudlatpikovg acbeveic. O madiatpucoi aobeveig niiog 7 €wg 17 etdv Ba
TpEmeL va Aapavouy T damtopukivn g £yyvon yia 30 Aemtd. XToug Toudlatpikovg acevels nitkiog
KaT® TV 7 €10V ot omoiotl AapPdvovy pio d6om 9-12 mg/kg, n damropvkivy Oa Tpémel va yopnyeitan
oe mepiodo 60 Aentdv. H mpoetopuacio Tov S1oAdpatog yio £yyvuon omattel Eva emmAEoV oTad10
dtlvong OTmG TEPLYPAPETOL O KAT®.

Cubicin wov yopnysitar og evoo@AEPra £yyvon dwapkerog 30 1 60 Aentov

Yvykévipwon 50 mg/ml Cubicin yia £yyvon TPOKOTTEL KATOTLY OVOCOGTAUCTC TOV AVOPIAOTOINUEVOD
TPoidvTog e 7 ml gvésiov dtodvpartog yAwplodyov vatpiov 9 mg/ml (0,9%).

To Aoeihomomuévo poiov ypetdleton mepimov 15 Aentd yia va daAvbel. To mAnpwg avacvotadéy
TPoioV o etvar dtowy£g Kot UTOPEL VO VITAPYOVY UEPTKEC PLOAAIDEG 1) ALPPOS YOP® O TO TOLYMDULOTOL
oV PraAdiov.

INa va wpoetopudoete Cubicin yia evoopAEPLa £yyvon, TapoKaleiche va akoAoLONGETE TIG TTO KAT®
odmyieg:

Oa mpénel va epappoctovy pédodot aonyiog Katd Ty ovacHeTAoN 1 0pai®ot) Tov AVOPIAOTOMUEVOL
Cubicin.

T Avaoibotaon

1. ®o pémel va, apoipedel TO OTOGTMOUEVO KAADULLO O0TO TOAVTPOTLAEVIO Y10, VO OITOKOAVQHOHV
TO KEVIPIKA TUALATO TOV TOLOTOG OT0 KOOLTCOVK. LKOVTIGTE TO TAV® HEPOS TOV TAOUATOS OTd
KOOVTGOVK LE £VO, LOVTNAGKL LLE OTVOTTVELLLOL 1] KATTO10 GALO aVTIONTTIKO SLOAAV O Kot
TEPIUEVETE VO 0TEYVOGEL. MeTd 10 kaBdpiopa, pnv ayyiEeTe To TOUA 0O KOOVTGOVK 1 NV TO
apnoete vo £pbel o€ emapn L KAmowo GAAN emeaveld. AvacHpate 7 ml evEGILOV SLOADLOTOG
yhoprovyov vatpiov 9 mg/ml (0,9%) péca ce pia GOPLyya YPNCILOTOIDOVTOS (Lo, oTEPO BELOVT
petapopdg 1 omoia £xet dtapetpo 21 gauge N PiKpOTEPT, 1 LU0 CLCKEVT] Y®PIG PEAOVT, Kot PETA
gyybote apyd SEGOV TOV KEVTPOL TOL TAOUATOC OO KOOVTGOVK HESOH GTO PLOALO10
Kkatevbivovtag TV akpn g PeAdvig TPog To Toiy®Ue TOL PreAdiov.

2. [eprotpéyete amord T0 PLOAISI0 £T61 DOTE VO, SIAGPAAIGTEL 1| TANPNG VYPAVGT TOL TPOTOVTOC
K0l 6T GUVEKELD 0PNOTE TO Yo 10 AemTd.
3. Téhog, Oa Tpémel vo TEPIOTPEYETE/GTPLPOYVPIGETE OMOAL TO PLOALISI0 VIO LEPIKA AETTA, OGO

YPEWOTEL, HEYPL VA TPOKVYEL £val O10VYES OLAAV . ATOQVYETE TNV £VTOVT OVOKIVIGT] TOV
eLoAdiov yo va un dnpovpyndet appdc 6to TPoiov.

4. IIpwv amd ™ yprion Ba wpémetl va eEAEYEETE TO AvAGLOTABEY SIAAVLLA TPOGEKTIKG Y10 VO
BeParmBbeite 6T1L TO TPOTOV £xEL Yivel StdAvUA Kot Y10, VO TO EEETAGETE OTTIKA Y10 TUYOV TAPOLGia.
copatdiov. To ypopa Tov avacvotaféviov dteivpdtov tov Cubicin kopaivetal ond arolod
KITPIVO £mG avoLyTO KAQE.

5. 21 cuvéyeln, To ovacLoTadEy dtdAvpa Ba Tpénet va apalnbel pe yYAwplovyo vatplo 9 mg/ml
(0,9%) (cvvnong 6ykog 50 ml).

Lo v opaiwon

1. Apapéote apyd To avacvotadév ddlvpa (50 mg damtopvkivng/ml) and to eroridio
YPNOWLOTOIDOVTOS [ VEN otelpa feLOVN peTapopds 1 omtoia £xetl diapetpo 21 gauge 1
LUIKPOTEPT OVTICTPEPOVTOG TO PLAAISI0 ApNVOVTOG £TCL TO ddAvua Vo d1oyeTevdel mpog To
TOUA. XPNOOTOIDOVTOS Lo, GVPLYYa, EIGAYETE TN PEAOVT] HECH GTO AVTIGTPUUUEVO PLOALD1O.
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Kpatdvtog to ¢roridio avtiotpappévo, Totobetnote v akpn g PeAdviG EVIEADS GTOV
TOUEVE TOL SIOAVLOTOC LEGO GTO PLOAIOI0 KOBMG avacvPETE TO dtdivpa otn cvpryya. [pv va
AQUPECETE TN GVPLYYA 0td TO PLAISI0, TEGTE TO EUPOAO UEYPL TO TGM UEPOC TOV COANVA TNG
oLPLYYOS £T0L MOTE VO, aparpedel TO amoToOIEVO SIGAVLN ATTO TO OVTIGTPOUUEVO PLUAISIO.

2. Exdumére tov aépa, Tig LEYAAEG PLGOMOIES, KOl OTOLHONTOTE EMUTAEOV SIIAVUO £TCL BOTE VU
TETOYETE TNV ATMOLTOVUEVT] dOOM.

3. Metapépete TV anaitoduevn avacvotabeioa 66om og 50 ml yAwpiovyov vatpiov 9 mg/ml
(0,9%).

4. To avacvoTapévo Kot apatdpévo dtaivpa Bo Tpémel LETA vo xopnynoel pe evoopAEPia Eyyvon

v tepiodo 30 1 60 AenT®dV.

To Cubicin dev givatl UGIKOG 1 YNIKOS SLUPATO e dlaAdpOTA TEPLEYOVTA YALKOLT.

Ta akdérovba £xovy katade el mg cvuPatd dtav Tpootifevtal o€ SLOADUOTO EYYVONG TOV TEPLEYOVY
Cubicin: altpeovaun, keptaldiun, kepTplagovn, yevrapukivn, Aovkovaloin, Aefoprolacivn,
vromoapivr, nropivn Kot AMdokaiv.

O cvvdvacpévog xpovog daTnpnong (AVaGVGTAREVOD SHAVLOTOC GE PLOAISIO KOl 0PO®UEVOD
dtoAvpatog o€ oako £yyvong) otovg 25°C dev Ba mpémet va vepPaivel Tig 12 dpeg (24 dpeg av
@LAAGGETAL GE YUYEiD).

H otafepétnta 100 apatopévon S1oAdpatog evtog tav odkmv &yyvong kabopiletar otig 12 dpeg
o1ovg 25°C 1 24 dpeg av puAdooeTol og cuvONKeS Yyoyeiov otovg 2°C — 8°C.

Cubicin wov yopnysitar vré popen 2-rentav evooPriPrag £veong (evijhikes acOgveic povo)

Agv TPETEL VO, YPNOUYLOTOLEITOL VOWP Yo EVESIUA Y1 TV avacvotact tov Cubicin yio evooAEPia
éveon. To Cubicin Tpémel LOVO v, avocOOTATOL LE YA®PLovYo vatpro 9 mg/ml (0,9%).

Evéoo Cubicin cvykévipwong 50 mg/ml dnpuovpyeitan e v ovocOGTOGT TOL AVOPIAOTOLLEVOV
TPoidvTog e 7 ml gvésipov dtodvpartog yAwplodyov vatpiov 9 mg/ml (0,9%).

To Aoiriomomuévo poidov ypetdleton mepimov 15 Aentd yia va daAvbel. To mAfpwg avacvotabéy
TPoioV o etvat dtowy£€g Kot UTOPEL VL DITAPYOVY UEPTKEC PLOAAIDEG 1) PPOS YOP® OO TO TOLYMDULOTOL
oV PlaAdiov.

INa va wpoetopdoete Cubicin yia evoopAEPLa Eveon), mapakareiche va akolovdnoeTE TIC TO KATM

oomyieg:

Oa mpénel va epappoctovy pédodot aonyiog Katd Ty avacHoTact Tov Avdeiionompévov Cubicin.

1. ®o pémel va apolpebel To OTOGTMOUEVO KAADULLO OTO TOAVTPOTLAEVIO Y10, VO OITOKOAVEHOHV
TO KEVIPIKA TUALLATO TOV TOLOTOG OT0 KOOLTCOVK. LKOVTIGTE TO TAV® HEPOS TOV TOUATOG OTd
KOOVTGOUK LE £VO, LOVTNAGKL LLE OVOTTVELLOL 1] KATTO10 GALO aVTIONATIKO SLAAV L0 Kot
TEPLUEVETE VO 0TEYVDOGEL. MeTd 10 kabdpiopa, pnv ayyiEeTe To TOUA 0O KAOVTGOVK 1 U1V TO
apnoete vo EpOEL o€ EmAQN LE KOTO0, GAAN emipdvelo. Avacvpote 7 ml evEGILOL SLHADIOTOC
yhoprovyov vatpiov 9 mg/ml (0,9%) péca oe pia GOPLyya YPTCILOTOIDOVTOS [0, GTEIPO BELOVT
petapopdg 1 omoia £xet dtapetpo 21 gauge N PiKpOTEPT, 1 L0 CLOKEVT] Y®PIG PEAOVT, Kot PHETA
gyybote apyd SEGOV TOV KEVTPOU TOL TAOUATOC OO KOOVTGOVK HECOH GTO PLOALO10
Kkatevdivovtag TV akpn g PeAdving TPog To Toiy®Ue TOV PLeAdiov.

2. [eprotpéyete amadd 10 PLOAISI0 £T61 MOTE VO, SIUGPAAIGTEL | TANPNG VYPAVGT] TOL TPOTOVTOG
KOl 6T CLUVEYELD aPNoTE TO Yo, 10 Aemtd.
3. Téhog, Oa Tpémel vo TEPIOTPEYETE/GTPLPOYVPIGETE OMOAL TO PLOAIGI0 VIO LEPIKA AETTA, OGO

YPEWOTEL, HEYPL VA TPOKVYEL £VaL O10VYES OVOCVGTAOEY StIAVLO. ATOPOYETE TNV EVTOVN
avakivnon Tov PLoALdiov yuo va pn onpovpyndet appdsg 6to TPoiodv.

4. IIpwv amd ™ yprion Oa wpémel va eEAEYEETE TO AvAGLOTABEY SIAAVLA TPOGEKTIKG Y10 VO
BePormBbeite 6T TO TPOTOV £XEL Yivel SdAvUA Kot Y10, VO TO EEETAGETE OTTIKA Y10 TUYOV TAPOLGiaL
copatdiov. To ypopa Tov avacvotaféviov dtaivpdtov tov Cubicin kopaivetal ond arolod
KITPIVO £mG avoLyTO KOQE.
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5. Aopaipéote apyd to avacvotadév ddlopa (50 mg dantopvkivng/ml) and 1o eroridio
YPNOLOTOIDOVTAG Ui, OTEIPA PEAOVT LeTaPOPAC 1 oTola Exel dtdpeTpo 21 gauge 1 ukpoTeEP.
6. AVTIGTPEWYETE TO QLOAIBI0 APTVOVTOS £TGL TO SLAVLO Vo 510XETEVOEL TPOC TO TMLLAL.

XPNOYOTOIDOVTOG 1o VED GUPLYYO, EICAYETE TN PEAOVI LECH GTO OVTIGTPAUUEVO PLOAIDIO.
Kpoatdvtog to groridlo aviioTpappévo, Totobetiote Ty dkpn e PEAOVNG EVIEADG GTOV
TuOpEVa, TOV SLEADOTOC LEGH 6TO PLAAISI0 KaOdC avachpete To dtdAvpo ot cOptyya. [Ipv va
OQUIPECETE T GUPLYYA 0O TO PLAAISI0, TEGTE TO EUPOAO UEYPL TO TTGM UEPOC TOV GOAVA TNG
oLPLYYOS £T61 MOTE Vo, apapedel OA0 TO SIGAVUA AT TO OVTIOTPOUUEVO PLOAISLO.

7. Avtikataotiote ) Peddvn pe pua véa BEAOVN Yia TV evOoQAEPLa Eveon).

8. Exd1d&te Tov 0épa, TIG pEYOAES PLOAAIDES, KOl OTTOLUONTOTE EXITAEOV OLAAVLLO £TCL DOTE VO
TETOYETE TNV ATOLTOVUEVT] dOOM.

9. 2 cuvéyEln T0 avacLoTaféy dtdAvpa Ba mpémetl va yopnyn et pe evooeAEPia Eveon apyd
yio 2 Aemtd.

H ymukn kot uotkn| otabepdtnta Katd T S14pKEL YPoNG OTO AvAGVOTUOEY 1AL EVTOS TOV
eroAdiov €yet amoderyfei ya 12 mpeg atovg 25°C kot péypt 48 dpeg av puidoocetar o€ yoyeio (2 °C —
8 °C).

Ouwg, amd pkpoPloroyikig amoyng to tpoidv Ba tpénet va ypnoiponombet apéows. Av dev
ypnowomroindei apésms, ot ypodvol POAAENC HETOED TV YPHOE®V ATOTELODY EVOVVT TOL YPNOTY Kot
Kavovika dev mpénet va vepPaivouv tig 24 dpeg o Oeppokpacio 2 °C — 8 °C ektdg edv 1
avacvotaot/apaimon Ehafe xdpa VIO EAEYYOLEVES KAl EMKLVPOUEVO, AoNTTEG CLVOTKEC.

AvT0 TO PUPUAKEVTIKO TPOTOV OEV TPEMEL VAL AVOUELYVIETAL PE AAAL POPUAKEVTIKH TPOTOVTO, EKTOG
amd exeivo TOV OVOPEPOVTOL TTO TAV®.

Ta @oAida tov Cubicin givar piag ypriong povo. Toyov un-ypnoiporombév sidAvpe to onoio
TOPAUEVEL 6TO PLOALS10 B TTpémet VoL amoppimTETAL.
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®vrho ooNYIOV ypions: [IAnpogopies yia Tov acOeviy

Cubicin 500 mg kévic Y10 gvécipo dtdivpa 1 ordivpa Tpog £yyvon
domTopvKivn

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VA YPICLUOTOLEITE AVTO

T0 PAPROKO, OLOTL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DdurdEte avtd TOo EUALO 0dNYIDV XpHomns. Towg ypelaotel va to dfdcete Eavd.

- Edv éxete mepattépm amopieg, pOTNOTE TOV YLOTPO 1) TOV VOGOKOUO GOG.

- H cvvtayn yU’ awtd 10 gappoKko xopnynonke amokAeloTikd yio 6ag. Agv TpEmeL Vo SDGETE TO
QAapuroko og AAAovG. Mmopel va Tovg TpokaAésel PAAPT, oo Kot OTOV To ONUELD TNG
aoB€veldg Toug elval 101 e Ta O1Kd oo,

- Edv mopotmpfoete Kamoto avemBOunTn eVEPYEL, EVILEPDGTE TOV YITPO 1| TOV VOGOKOUO GOG.
AVTO 1oyveL Kot Yo KAOe Thavi| avemBountn VEPYELN TOL OEV AVOPEPETAL GTO TOPOV GUALO
odnywv yprone. BAéne mapdypapo 4.

T epréyel To Tapov QUALO 00N YLOV:

T1 eivon to Cubicin ko o givat 1) xpromn tov

T pémer va yvopilete Tpv cog yopnyndei to Cubicin
[og yopnyeitar to Cubicin

[Mbavég avemBounteg evépyeteg

ITog va purdocete to Cubicin

[Tepieyxdpeva ¢ cvokevaciog Kot Aoutég TANpopopleg

ANl e

1. T givon To Cubicin kon wo1d givar n ypion Tov

H dpaotiki ovsia oto Cubicin k6vig yuo evéotipo dtdAvpa 1 StdAvpa Tpog £yyvon givailn
damropvkivn. H damtopvkivn sivar avtifoaktnplaxd 1o omoio pmopel va oTapatnost tnv advénon
opopévey faxtmpdiov. To Cubicin ypnoyonoleital 6€ eVAKes kat o€ Todid kot Epnpovg (nAtkiog
aro 1 éog 17 €eTOV) Y10 TNV OVTILETOTION AOUMEEDV SEPHOTOG KOl 10TV KAT® 00 TO OEPLLAL.
Xpnoomoteitotl emiong yio TV aVTILETONTION AoU®dEE®V 6TOo aipa OTav cvayetiCovtat e Aoiuwén
OTO OEPUQL.

To Cubicin ypnotiponolgitol eniong 6 EVAMKEG Y10 TNV OVIUETOTIOT AOUMEEDV GTOVS IGTOVG TOV
Bpiockovtal 610 £6mTEPIKO NG KOPIEG (cLUTEPIAAUPAVOUEVOY TOV KOpPILOKOV BaABidwV) ot omoieg
TPOKaAOVVTAL 0td Evav TOTO Paktnpiov Tov ovoudleton Staphyloccocus aureus. Xpnoiyuomoteital
EMIONG Y10 TNV OVIHETOMIOT AOUMEEDV GTO aiplol TOVL TPOoKAAOVVTAL amd Tov id10 TOTOo PakTnpiov
otav ovoyetiCetar pe Aolpwén oty kapdid.

Avdloya pe to €100¢ TNG AolHmENG N T@V AOUGEEWDY TTOV EXETE, O YIOTPOG GG UTOPEL EmioNg Vo dDGEL
ouvtayn Kot yio dAia avtifaxtmplokd eve aipvete Oepaneio pe Cubicin.

2. Tvpéner va yvopilete npv cog yopnynOei To Cubicin

Agv mtpéner vo, oog yopnyeitar Cubicin

Y mepintoon odrepylag ot damwtopvKivn | 6o VOPoEEISIo TOV VATPIOL 1| GE OTOLOONTOTE ATTd TO
GULGTATIKA (LTOV TOV PAPUAKOL (AVOQEPOVTUL GTNV TOPAYPAPO 6).

Edv kdt1 11010 16Y0€L Y10 €50C, EVNILEPDOGTE TOV YIATPO GAG 1] TOV VOonAeuT 60c. Edv motedete 011
umopet vo eiote addepyikdc, supfovievteite Tov YiaTpd GOC 1| TOV VOGTAELTY GOG,.

[pogdomomceirs ku TpoPvAaLeg

AmevBuvbeite otov y1atpd 1 TOV VOGOKOHO Gag TPOTOL 60g yopnyndet to Cubicin:

- Av é&yete 1 giyorte oTo TaPEADOV 0TO1ONTOTE VEQPIKA TTpofAnpata. O yatpdc cog umopei va
ypewotel va aAhaéel tn 66om tov Cubicin (PA. mapdypoeo 3 avtod ToL POAAOL).

- [Tepiotaciokd, acbeveic mov Aappdvovyv Cubicin gvdgyopévmg vo avamtvZovy Likn evoicinoio
N Tovo N poikn advvapio (PA. Tapdypa@o 4 ovToD TOV GVALOL OONYIDV Y10 TEPICTOTEPES
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TANPoQopies). Av cupuPel avtod, evruepmate To YiaTpod cag. O yaTpog cog o mpémet va
dtevbetnoel avaivon aipoTog Kot va, 6ag cVUBOVAEYEL av TPETEL VO, cLVEYIGETE 1| OYL VOl
Aappdvete To Cubicin. ['evik®dg T0. GUUTTOUATO VTOYDPOVV EVTOC LEPIKADV MUEPDOV Old TN
drakomn ¢ yopnynong tov Cubicin.

- Edv éxete avoantoel moté éva coPapd depuatikd e£avinua 1 EEQAoOVIICHO TOL SEPUATOG,
(QOVCKAAEG KoL / 1} TATYEC GTO GTOUA, 1] GOPOPA VEPPIKE TPOPANATA LETA TN ARYN
dumTopvKivig.

- Av glote moAbd vépPapog. Eivar Suvatod ta enineda tov Cubicin 610 aipa va givatl vynAdtepa
oo AVTA TOL CNUEIDMVOVTOL GE TPOCHOTA LEGOL PAPOVG Kot UITOPEL VO YPELOCTEL TPOGEKTIKT
TOPOKOAOVONGT COG GE TEPITTMON TOPEVEPYEIDV.

Edv kdmoto amd avtd 1oydel Yo €60C, EVIUEPDGTE TOV YIATPO 1) TOV VOGNAEVT GOG TPLV TAPETE TO
Cubicin.

Evnuepaote apéomg 1oV Y10TPO 1] TOV VOGOKONO0 GOG EAV TOPOVOLAGETE KATOL0 U0 TO TUPUKATO

CUUTNTONATO:

- YoPapég, o&eiec adhepyiég avtidpacelg Exovv mapatnpnbei o acbeveic mov AdpPovay
Bepaneio pe oxeddv OAOVG TOVG AVTIPAKTNPLAKOVS TAPAYOVTES, CUUTEPIAAUBAVOLEVOL TOL
Cubicin. Ta copntdpato propel va copmeptlopupdvovy cuptypd, SVGKOAIN KOTE TV avomTvon,
TPNEWO 6TO TPOGMTO Kal 6TO AU, EEavONoTH Kot Kvidmon 1| TupeTo.

- YoBapég deppatikég dratapayés Exovv avaeepbel pe tn ypnon tov Cubicin. Ta cvuntdpaTo
7oL Tapovstalovtal uropet vo meptlappdvovuy:

- VEO M EMIOEVOVUEVO TUPETO,

- KOKKIVEG OVOWOUEVEG 1] YEUATES LUE LYPO KNAIOES SEPLATOC TOV Umopel vor EEKIVGOVV
OTIG LOOYGAEG 0aG 1] OTIG TEPLOYES TOV 6T HOVG 1 TNG POLPOVIKNG YDPAG KOl OL 0T0ieg
umopovv va eEamimBodv o€ o pLeydAn Teployf Tov cORUTOC Gag,

(OVOKALEG 1] TANYEG GTO GTOLL GOG 1) GTO YEVVITIKG GOG OpYOvaL.

- Eoﬁapo TPOPANLO oTO VEQPA Exel avapepbet pe ™ xpron tov Cubicin. Ta coprtdpoto propet
va TEPALPavoLy TupeTd Kot eEAvON L.

- Touyov acvvn0ieTo aicONUA TEURAUATOC T} LOVOINGLO GTO XEPLOL 1] TO, TTOOLM, ATMAELN aicOnong
1 dvokoAio oty kivnon. Edv cupPei avtd, evnuepdote tov yiotpd cog o omoiog O amopaciost
edv mpémel va cuveyioete ) Bepamneia.

- Atdppota, Wiaitepa by mapotnpnoete aipa 1 PAEVveS, 1 €av M ddppota e&elyBel o€ coPapn 1
EMiLOVT.

- Epedvion 1 emdeivoon mopetov, fya 1| SuokoAio Katd tnv avomvor. Avtd pumopel va givol
ONUELN LOG OTAVING OAAL GOBOPTG TVEVLOVIKNG O10TAPAYNG TOL OVOLALETOL NOGIVOPIALKN
nvevpovia. O yatpdc cog Oo EETAGEL TNV KATACTOUOT TOV TVELHOVAOV Gag Kol O amopacicet
€av Ba ovveyloete | Oyt v aywyn pe Cubicin.

To Cubicin umopel va emnpedost T1g epyasTnplokés eEETAGELG TOL LETPOVV TN TNKTIKOTITO TOV
aipatoc coc. Ta amoteAéopata Pmopel vo LTOSEIKVOOVY YOUNATY TNKTIKOTNTO EVD GTNV
TPOYUATIKOTNTO VO, UMV vadpyel tétoto mpdPAnua. ['avtdv 1o Adyo givor onpoviikd va Aapfivet

VI OYY 0 YTpog cag 0Tt AauBavete Cubicin. [MopokaieicOe va evnuepdvere o y1aTpo cag 0Tl €ioTE
o€ Oepaneio pe Cubicin.

O ywtpdg oag Ba Tpaypotonotel EETACELS ALATOC Y10 TNV TAPOKOAOVONGN TNG LYEING TOV LMV GOG
kot Tpwv apyiocete tn Oepaneia pe Cubicin Kot Guyva KOTA T SIAPKELR QVTAG.

Moora kor £pnpor

To Cubicin dev mpémel va yopnyeitan 6€ modtd nAkiog KAt Tov evog £Tovg Kabhg o€ ovTn TNV
NAMKLOKT OpAd0 EVOEYOUEVAS VO ELLPOVIGTOVY GOPOPES OVETIOVUNTEG EVEPYELEG OTIMG TTOPOTIPNONKE
oe peléreg pe {oa.

Xp1non o€ nAKIOpEVOVS

Yt dtopo nAiog dve Tov 65 et@v pmopel va yopnyndei n id1a 001 OT®G GTOVE VITOAOUTOVG
EVAMIKEG, VIO TNV TPoUTTHOEGN OTL 01 VEPPOL TOVG AEITOVPYOVV KAAJ.
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Alro pappoxa kor Cubicin

Evnuepmote Tov y1aTpd 1| TOV VOGOKOWO GOG EAV TOLPVETE, EXETE TPOCPUTA TAPEL 1) UTOPEL VO TAPETE

GAAD QapLLOKOL.

Eivar dwaitepa onuovtikd va ovapépete to, eE0G:
ddappaxa mov ovoudloviot otativec | euuIpdreg (Yio peimon g xoAnotepiving) M
Kukhoomopivn (va QOPUOKEVTIKO TPOIOV TOV YPNGILOTOIEITOL KOTH TN LETOUOGYEVOT] Y10 VO
amo@evyOel 1 aTOPPLYT TOV OPYAVOD 1) Y10 AALEG KOTAGTAGELS, TT.). PEVUATOEWONG opBpitida 1
atomikn] deppatitidn). Eivar duvatod o kivouvog mapevepyeudv mov ennpedlovy Toug Hug va eivat
UEYOADTEPOG OTOV TTOUPVETE OTOLAONTOTE OO OVTA TA PAPUOKO (KOl OPIGUEVA (AL TTOV
UTOPOVV VO ETNPEAGOLY TOVS HVG) KaTd TN didpkela tng Bepoameiog pe Cubicin. O yrotpdg 6o
umopel va aropociost vo un oag xoprnynoet Cubicin 1 vo GTOUATAGEL TO AL QAP0 Yio
UIKPO YPOVIKO SLAGTNLLOL.
[Moveinova to onoio ovoudlovtal pn oTePoedn avtipAeypovmon edpuaxe (NSAID) 1
avaotoAeig COX-2 (m.y. celecoxib). Avtd pmopel vo topéppouv otig endpacelg Tov Cubicin
GTOVG VEQPOVC.
A6 TOL GTONOTOC AVTITINKTIKA (1., Bapeapivn), Ta omoia elval APHOKELTIKA TPOTOVTO TOV
amotpémovy T dnovpyia OpodpuPov oto aipa. Mropei va kataotel avoykaio vo eAEyyEL O
YTpOg GOg TO YPOVO THENG TOV AHULATOG GOg.

Kinon ka1 Onioopdg

To Cubicin dev divetan cuviBmg og éykveg yovaikes. Edv eioBe €ykvog 1) Onialete, vouilete 6Tt
umopet va gicBe Eykvog 1 oyedidlete va amoktnoete Taidi, {nTote 1 GLUPOLAT TOV YTPOV 1) TOV
QOPUAKOTOLOV Gag TPoTol cag yopnyndel avtd to pdppoaxo.

Mn Onidlete av Aappavete Cubicin yloti mbavo va mepdoel 6To pnTpikd Yo Kol vo ennpedoet To
Bpépoc.

0o yNo1 KoL LEPIGROS PNYAVIILETOV
Agv &xouv avapepbet emdpdocelc tov Cubicin 6TV IKOVOTNTO 031 YNONG 1] TOV XEPICUO HUNYOVIUATOV.

To Cubicin wepiéyel vatpro
To @dppako avtd mepiéyet AMydtepo and 1 mmol vatpiov (23 mg) ava elaAidlo, sivor avtd mov
ovoudlovpe «erevBepo vaTpiovy.

3. og yopnyeitar o Cubicin
To Cubicin cuvBwg Ba cag yopnynOet amd yiotpd 1 voonievty.

Evijlikeg (nhikiog 18 eT@v ko ave)

H d6om e€aptatan amod to Papog cag kat to €i00¢ TG Aoipnméng yio tnv onoia Aaufdvetal n Oepaneio.
H ocvvnBiopévn do6om yuo evijdikeg givat 4 mg yio kabe yiidypappo (kg) copatikod Bapovg pia popd
™V NUEPA Yo depUaTIKEG AoumEelc 1 6 mg yia kKabe kg copatikod Bdpovg pia @opd tnv nuépa yo
Aolpwén oty kapdid 1 Aoipmén Tov aipatog Tov cvoyetiletor pe deppotikn Aoipmén 1 Aoipwén ot
Kapdd. Xe evihikeg aoBeveic, 1 06on avtn yopryeitor angvbeiog onv KuKAOEOpia Tov aipatog (LEca
og PAEPa), glte w¢ Eyyvon didpketag mepimov 30 Aemtdv gite ¢ Eveon didpkelag tepimov 2 Aentmv. H
010 060oM cuvvieTdtal o€ acbeveils dvo TV 65 etV VIO TNV TPOVTOOEST OTL 01 VEPPOT TOVC
AELTOVPYOVV KOAQ.

Av dev €yete KO VEQPIKT Agttovpyia, pumopel va AdPete to Cubicin Atydtepo cuyvd, m.y. dnal puépa
mopd pépa. Av kavete apokdBapon Kot av 1 exduevn door cog tov Cubicin mtpémet va xopnynOei tnv
nuépa g apokadapong, cvvnbwg Ba cag yopnyndei Cubicin petd v apokabopon.

Mowowa kon épnpor (1 edg 17 eT1®OV)

H d60m 1o mondid kon €pnpoug (1 emg 17 etmv) Ba e&aptndel amd v nAkio Tov acbBevois kat to
€100¢ g Aoipuméng ywo To omoio Aappdavouvv Bepancia. H 60m avtn yopnyeitat angvbeiog otn pon Tov
aipatog (o€ pia AEPa), mg Eyyvon ddpketag nepimov 30-60 Aemtd.

Mua oe1pd Bgpomentikig aymyng cuvnbmg dapkei 1 €mc 2 efOoradES Y1 TIG SEPUATIKES AOUMEELS.
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Mo Aopudéetg Tov aipatog 1 TG Kapdtdg Kot 0EPUATOG O YTpos oag o amopacicel ot Oa eivai n
dlapKelo TG BEPUMEVTIKNG GOG AYWOYNG.

Agmtopepeic 0dnyieg yio TV YPNON KOl TOV YEWPIGUO SIvOVTal 6TO TEAOG TOV GVUAAOV OONYIDV.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6Ma Ta eapUaKa, £TGL KAl QVTO TO PAPLAKO UTOPEL VO TPOKAAESEL OVETIOVUNTEG EVEPYELES, OV
Kot Ogv TOPOVGSLALOVTOL GE OAOVS TOVG AvOpDTOVC.

Ot o coPapég avemBOUNTES EVEPYELEC TEPTYPAPOVTOL TTLO KATM:

YoPfapig avemOounTeg EvEPYELEG P cVYVOTNTO ) Yveoth (1) cvyvotnTa dgv umopei va extiun el

amo6 tao Saféoa dedopéva)

- Y& OpIoUEVEC TTEPIMTTAOCELS KATA TN dldpKeta TG yopnynong tov Cubicin £xel avapepOel
avtidpaon vrepevaictnoiog (cofapn oAAepyIKn avTiOPOoT) GUUTEPIAAUPAVOUEVTG TG
avaguAiagiog Kot ayyeloodnuatog. Avti 1 coPapr] oAiepykn avtidopaon ypniet aueong
WTPIKNG epovtidas. Evnuepdote apéome Tov yatpo 1 ToV VOGOKOUO GOG AV ELQUVICETE
KOO0 0O TO, TOPAKATO CULITTOUOTO:

- [Tovo 1 ooi&ipo oto Bdpoaxka,

- E&avOnua 1 kvidwon

- IIpR&o yopw amd tov Aatpo,

- Tayd 1 advvapo TaAuo,

- Zoptypuo,

- [Tvpeto,

- Piyn 1 tpépovio,

- E&ayerc,

- ZAAn,

- Aurofopia,

- Metodhkn yeoon.

- Evnuepmote apécmg 1o y1otpd cog eav TapoatnpioeTe aveEynto Hoikd tovo, svaicinoia 1
advvouio. Muikd TpofAnuata propei va gival coPapd, Tepiiapfovouévng Kot e Woikng
Aoong (pafdopvorvcn), mov Umopel vo EXOUV MG OMOTEAEG O VEQPIKT PAGPN.

AAAeg coPapég avemBounteg evépyeteg mov £xovv avapepOei pe ) yprion tov Cubicin givat:

- Muo omdvia oAAG SuvnTikd GoPapn TVELHOVIKNY dlaTapoyn Tov oVOUALETOL NOGIVOPIAKY

TVELUOVIO, KVUPIWS HETA amd TeplocdTepeg amd 2 efdopadeg Oepomeioc. Ta copnT®pOTa UTOPEL VO

CLUTEPILOUPAVOLY SUGKOAIN KATA TNV AVOTVOT, ELEAVIOT 1] EmdeivaoT Pya, 1 ELEAvIon 1

emdeiveon TupPeTOD.

- YoPapég depuatikéc dwotapayéc. Ta copntdpata propet va mepthappavouy:

- V£O 1 EMOEWVOVUEVO TLPETO,

- KOKKIVEG AVOWWOUEVEG N YEUATES LLE VYPO KNALOES SEPLOTOC TOV UmopeEl vor EEKIVIIGOVV GTIG
UOOYOAEC GOG T OTIG TEPLOYES TOV 6TNOOLE N TNG POVPOVIKNG YDPOG KOt 01 0TOIEG UTOpovV
va eEamlmbovv o€ [ LEYAAN TEPLOYN TOV CAOUATOSG GOG,

- (OVOKGAEG N TANYEG OTO GTOLM GOG 1) GTOA YEVVITIKA GG OPYOVa.

- ZoPapo6 mpdPinua ota veppd. Ta countodpata propei vo tepthappdvovy mopetd kot e£avomnpa.

Edv eppavicete avtd 0 COUTTOUATO, EVIULEPDGTE OUECHS TO YIUTPO 1 TO VOGOKOUO Gag. O ylotpog

oag Ba exkteléoel TpOGheTEg £EETACELS Y10 VO KAVEL pia S1dyvaoT).

O1 o cvyvd avaEepOUEVES AVETIBVUNTESG EVEPYELEG TEPTYPAOOVTOL TOPAUKAT®:

Yuyvéc avemBOunteg evépyeireg (Lmopel va ennpedoovy péxpt kot 1 otovg 10 acbeveic)
- MuknTiactkég AOUOEEIC OTTMOC KavTIVTIOGT,

- Ovporoipwén,

- Mewopévog aptBpog epubporkvttdpv (avorpic),

- ZAAn, Gyyog, duokoAia otov HIvo,

- [Tovoxéparog,
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- [Mvpetodg, advvapia (acbévela),

- Yynin 1 xounin apmprokn zieon,

- AvGKOIAMOTNTA, KOLMOKO GAYOG,

- Aldppora, Taon yio petd (vavtio) 1 epetoc,

- Metempiopog,

- Kotuaxo oidnua 1 dtdtaon,

- Agppotikd e£GvOnua 1 Kvnopog,

- [Tovoc, payovpa 1 epuBpdtTa 6TO oMuEio TG £yYvoNG,

- [T6vog ota yépia kat to Todia,

- ATOTEAEGLOTA EPYACTPLOKAOV EEETACEMVY OV OELYVOLV VYNAOTEPQ EMIMES NTOTIKOV EVIOU®V
N pocpokivaong g kpeotiving (CPK).

AMAeG avemOOUNTEG EVEPYEIEG TTOV UTOPEL VA TAPOVOLAGTOVV petd ™ Oepaneio pe Cubicin
TEPLYPAPOVTOL TTLO KAT®:

‘O ovyvég avemOBOUNTEG evépysreg (umopel va emnpedoovy péypt kot 1 otovg 100 acbeveic)

- AwTopayéc Tov aipatog (.Y, avENUEVOG AptBOg TMV IKPOV COUOTIOMY TOV OiLOTOG TOL Eival
YVOOTA MG AUOTETAAMA, TTOL UTOPEl va ovENGeL TV Tdon yio &N Tov aipatog, | VynAotepa
EMIMESQ OPIOUEVAOV ELODV AEVKOKVLTTAP®V),

- Mewwpévn 6petn,

- AioOnpo toumpatog 1 LoddGHA oTa XEPLO 1 Ta TOOLWA, daTapoyég TNG YEVONG,

- Tpépovio,

- Alayéc oTov Kopdlakd pubuod, egavelg,

- Avomeyia, pAeypovi TNG YA®GGOG,

- E&GvOnpa pe kvnopd oto 6éppa,

- Mvikdc movog, kpapma 1 advvapio, GASYHOV T@V LoV (Locitidn), TOVog oTIC apdpdoELS,

- Neppikd Tpofiquaro,

- DAreypovn Kot epefICUOC TOV 1GTAOV TOV KOATOV,

- I'evikevpévog moévog N advvapio, kéOTmon (Kovpaon),

- ATOTEAEGUOTO QUOTOAOYIKDV EEETAGEMV TTOV OgiyvoLV avENUEVa, ETITEDN CUKYAPOV QUUATOC,
Kpeatvivng opov, pvoceaipivng 1 Yoroktikng debdpoyovaong (LDH), napatetapévog xpdvog
TENG TOL AUPLATOG 1] SlaTAPUYES TNG LOOPPOTIAG OAATWV,

- dayobpa oto pdrio.

Yravieg avemOopntes evépyeieg (umopel va ennpedoovv péxpt kot 1 atovg 1.000 acbeveic)
- Kutpiviopa tov d€ppotog Kot Tov Hatumy,
- Hopatetapévog ypodvoc Tpodpoufivne.

Mn yvoeti) ovyvotnTa (1 cuyxvotnta dev pumopei va extiun0el pe Bdon ta dtabéoipa dedopéva)
KoAitida oyetilopevn pe avtifaxtnplord, cuumeptAaufavouévng g WEVSOUEUPPAVOIOVE KOMTIONG
(coPapn N emipovn didppota Tov TEPLEYEL aipa Kovn PAEVVa, Tov oyeTileTan Pe KOIAAKO AAYOG N
TVPETO), EVKOAT ONUOVPYIC LOADT®V, OVAC TOV ALLOPPAYOVV 1) crpoppayic PLOTNG.

Ava@opd avemBOunTmv gvepyEtOv

Edv mapotnproete Kdmowo avemBOunTn evépyela, EVIUEPMGTE TOV YALTPO, TOV PUPLOKOTOLO 1] TOV/TNV
VOGOKOHO 0aG. AvTo 1oy0EL KOt Yio KAOe TBavi) avemBOunTn evVEPYELX TOL dEV OVAPEPETAL GTO TOPOHV
@OALO 0OMYIDV YpNong. Mmopeite emiong va avapépete avemBounteg evépyeteg amevdeiog (PA.
AETTOUEPELEG TAPAKAT®). MEG® TNG AVaPOPAG AVETIBVUNTOV EVEPYEIDV PopEite va Pondnoete otn
GLALOYN TTEPLOCOTEP®V TANPOPOPLDY GYETIKA LLE TNV UCPAAELN TOV TAPOVTOG PUPLAKOL.

EAirGoo

EBvikdc Opyaviopog @apudxmv

Meooyeiov 284

GR-15562 Xolapyog, AOnva

TnA: +30 21 32040337

Iotétomog:  http:// www.eof.gr
http://www kitrinikarta.gr
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5. og va puiaocoete To Cubicin

- To @appako ovtd TPETEL VO UAACCETAL GE PEPT TTOV OgV TO PAETOVV Kal dgv TO POAvVoLY Ta
Toudid.

- No pn ¥pNoIHoToLEITE 0VTO TO PAPLOKO LETE TNV MUepOoUNVic AENG OV OVOQEPETAL OTO KOVLTI
Kot v emonuaven petd t AHEH/EXP. H nuepounvia AqéEng sivarl n tedevtaio nuépa tov
LUVa TTOV OVOPEPETOLL.

- dvidooete og yoyeio (2°C — 8°C).

6. Mepreyépeva TG GVOKEVAGLAG KO AOUTEG TANPOPOPiES

Tv epréyer To Cubicin
- H dpaoctikn ovoia givar 1 damtopvkivn. Eva ¢laiidio kdvewg tepiéyel S00 mg damtopvkivg.
- To &Ao cvotatiko gival To VOPoLeidio Tov vatpiov.

Epg@avion tov Cubicin kol 7epLey0pevo g 6VGKEVAGIOG

To Cubicin k6vig yio gvésio S1dAvHe 1 SIIAVLO TPOG EYYVOT TOPEXETUL O GTEPED VAKO 1] KOVIG
OmOA0D KITPLYOL TTPOG AVOIKTO KAME XPMUATOG o€ YOAAVo groiidto. [Iptv amd ™ yopiynon tov,
OVOUETYVOETOL IUE SIADILA Y100 TO GYNIOTIGIO VYPOL.

To Cubicin dworifeton og cuokevacieg Tov 1 ELaALdiov 1| TV 5 ELOALSI®V.

Karoyog Adegiag Kvkhogopiag
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OAlovdio

opackevaoctig
FAREVA Mirabel, Route de Marsat, Riom, 63963, Clermont-Ferrand Cedex 9, I'aAAio

INo omoladnmote TANPOPOPia. GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEITTE VOl
amgvBouvleite otov Tomikd avtmpdcwno Tov Katdyov tng Adsiog Kukhogopiog.

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. +370 5 2780 247
dpoc_belux@msd.com dpoc_lithuania@msd.com
Bbbarapus Luxembourg/Luxemburg
Mepk apn u Jloym beirapus EOO/] MSD Belgium

Ten.: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@msd.com dpoc_belux@msd.com
Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.
Tel.: +420 277 050 000 Tel.: +36 1 888 5300
dpoc_czechslovak@msd.com hungary msd@msd.com
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Danmark

MSD Danmark ApS
TIf.: +45 4482 4000
dkmail@msd.com

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

EAirGoo

MSD A.Q.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 6611 333
dpoc.croatia@msd.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
dpoccyprus@msd.com
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Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
dpoccyprus@msd.com

Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 3220 73 00
medinfo.norway@msd.com

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@msd.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com

Rominia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@msd.com
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Latvija
SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com

To mwapov vAho 0dNYLOV yp1ions avaBewp1Onke yro TEAEVTOIO QOopd Tov 11/2025.

Aentouepeic mAnpopopieg yio 1o pappako avtd gival d1abéoipeg oTov dikTvaKd TOTo ToV Evpomaikol
Opyovicpov Gapudkwv: https:// www.ema.europa.eu

20



RCN000028500GR

Ov Tinpogopieg mov akorovBovv amevOvvovTal povo o emayyeipoTieg vyeiag:

Inuovtkd: [Hopoakarid dwfdacte v [epinyn tov Xapakmpiotik@v tov [Ipoidvtog mpv amd
OLVTOYOYPAPNOT).

Odnyiec ¥pNoNGC KoL YEWPLGLOD

Yvokevocio 500 mg:

Y1ov¢ eVAAIKEG, damtopvkivn pmopel va xopnynei evéopréPia mg pa yyvon yio 30 Aemtd 1 g pua
éveon ywa 2 Aentd. Xe ovtifeon pe Toug EVAMIKEG, 1) damTopvkiv og o Tpémet va yopnyeitol og pio
éveon yuo 2 Aemtd 6Tovg modtoTpikovg asbeveic. Ot madtatpikoi acbeveic nhkiog 7 éog 17 etdv Ba
npémel va Aappdvouy tn damtopukiviy o¢ £yyvon yuo 30 Aertd. Ltovg modtoTpikode acbeveic nikiog
KAT® TV 7 €10V o1 omoiotl AapuPdvovy pio d6om 9-12 mg/kg, n damropvkivn Oa Tpémel va yopnyeitan
o€ mepiodo 60 Aemtdv. H mpoetopacio Tov Stoddpatog yio £yyvon omattel Eva emmAEov oTad10
dtlvong OTTmG TEPLYPAPETUL IO KATO.

Cubicin wov yopnysitar og evooprépra éyyvon owdpkerag 30 1 60 AertoOV

Yvykévipoon 50 mg/ml Cubicin yuo £yyuon TPOKVTTEL KATOTLY 0VOCVGTAGTC TOV AVOPILOTOULEVOD
npoiovtog pe 10 ml evéoipov daivdpatog yAwprovyov vatpiov 9 mg/ml (0,9%).

To hvogthomomuévo mpoidv ypetdletar mepinov 15 Aentd yio va d10Avbel. To mANpog avacvotadiy
TPoi6V o etvar dtowy£€g Ko UTOPEL VoL VITAPYOVY UEPTKES PLOAAIDEG 1) ALPPOG YOP® OO TO TOLYDULOTOL
TOV PLOALGIOV.

INo va Tpogtopdoete Cubicin yia evooAEPLa £yyvo, Tapakoreiode vo aKoAoVONGETE TIG T KAT®
odnyieg:

Ba Tpémel vo, QapLOcTOVY PEBOSOL o iog KATA TNV 0VOGVOTOCT 1) APai®ct) TOV AVOPIAOTOUEVOD
Cubicin.

Lo v avocboroon:

1. Oa wpémel va. apapedel T0 ATOGTOUEVO KAADUUA 0O TOAVTPOTVLAEVIO Y10l VO OTOKAALPOOVY
TO KEVIPIKA TUNUATO TOV TOUATOG 0t0 KOOVTCOVK. LKOVTIGTE TO TAV® UEPOS TOV TAOUATOS OTd
KOOVTOOUK E £Va, LOVINAGKL L OVOTTVEL O 1] KATTO10 GALO avTIONTTIKO SLOAV L0 Kot
TEPUEVETE VO, GTEYVDOGEL. MeTd TO KOBApIopa, v oyyiEETE TO TOUA OO KAOVTCOVK 1 LNV TO
apnoete vo, EpOel o€ emaPn LE KATOo, GAAN emipdvela. Avacvpate 10 ml evéoiuov Staddpuatog
yAoplovyov varpiov 9 mg/ml (0,9%) péca oe pio cHpryya YPNCLULOTOIDOVTAG Mo oTeElpa BEAOVN
LETAPOPAG 1 omoia €xet didpetpo 21 gauge N LIKPOTEPT, 1} LU0 GLOKELT] YWPIG PEAOVT, Kal LETA
€YYX00TE aPYa SLOUEGOV TOV KEVTIPOL TOV TAOUATOG OO KAOVTGOVK UEGH GTO PLOAISIO
Katevbovvovtag TV akpn g Pehdvng TPog To Toiyme Tov PreAdiov.

2. [eprotpéyete amard 10 PLOAISI0 £T61 MOTE VO, SIUGPAAIGTEL | TANPNG VYPAVST] TOL TPOTOVTOG
KOl 6TN GLVEYELD AP oTE TO Yo 10 Aemtd.
3. Téhog, Oa TpEmel vo TePIOTPEYETE/GTPLPOYVPICETE OMAAG TO PLOAISI0 VIO PEPIKA AETTA, OGO

YPEWCTEL, HEXPL VA TPOKVYEL £val S100YES OLAAV L. ATOEVYETE TNV £VTOVT OVOKIVIOT] TOV
@LoAdioL Yo va, pn dnuovpyndet appog oto TPOToV.

4. [pwv amd ™ ypnom Oa npénel va eEréyEete T0 avaoLOTAOEY SIAAV U TPOGEKTIKA Y10, VOl
BePormbeite 6T TO TPOTOV £xEL Yivel StdAvua Kot Yo Vo TO EEETAGETE OMTIKA Y10 TUYOV TALPOLGiaL
copatdiov. To ypopa t1ov avacvotadéviov dtoivudtoy Tov Cubicin kouaivetol amd amroid
KiTpvo £m¢ avorytd KaEE.

5. 21 cvvéYELn TO ovacLOTaOEY dtdAvpa Ba Tpénet va apailwbel pe yAwplovyo vatpro 9 mg/ml
(0,9%) (ovvnOng 6ykog 50 ml).

Lo v apaicoon:

1. Apaipéote apyd to avaocvotadév ddlopa (50 mg dantopvkivng/ml) and 1o eroridio
YPNOLLOTOIDOVTAG Ll VEX oTelpa BEAOVN LeTapOPAS 1 omtoia Exet diapetpo 21 gauge N
UIKPOTEPT AVTIOTPEPOVTAG TO PLOAISI0 aprivovTog £T61 T0 dtdAvpa va d1oyetevdel Tpog o
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TAOUA. XPNOYOTOIDOVTOS Ld GUPLYYa., EIGAYETE TN PEAOVN HECH GTO AVTIGTPAUUEVO PLOALISIO.
Kpoatdvtog to groridlo aviioTpappévo, Tonobetiote Ty dkpn e PEAOVNG EVIEADG GTOV
moOpéva Tov LAV IOTOC LEGH 6TO PLaAIdI0 KabhC avachpete To dtdAvpo ot cOptyya. [Ipv va
AQUPECETE T GUPLYYA 0O TO PLAAISI0, TEGTE TO EUPOAO UEYPL TO THG® HEPOG TOL COANVA TNG
oVPLYYOC £T01 MOTE Vo, apatpedel To amaToOEVO SIEAVILA OO TO AVTICTPAUUEVO QLOAISLO.

2. Exdid&te Tov 0épa, TIG HEYOAEC PUOAAIDES, KOl OTTOLONTOTE EXITAEOV OLAALLLO, ETGL DOTE VO
TETOYETE TNV OMALTOVUEVT] dOOM.

3. Mertapépete TV anaitodpevn avacvotadeioa 66om og 50 ml yAwplovyov varpiov 9 mg/ml
(0,9%).

4. To avacvoTopévo Kot apalopévo dtdAvpa Bo tpémetl petd va yopnyndei pe evooréPia yyvon

v tepiodo 30 1 60 AemnTdV.

To Cubicin dev givarl UGIKMG 1 YNUIKDOG cLUPATO e dtoddpata TEPEXovTa YAVKOL.

Ta akoérovba £xovv katadelyfel mg cvuPatd 6tav Tpootifevtal o€ SLOADIATO EYYVONG TOV TEPLEXOVY
Cubicin: altpeovdun, keetalidipn, kepTplagovn, yevrapukivn, pAovkovaloin, Aefoprosacivn,
vromopiv, nropivn Kot MOoKaivn.

O cvvdvacpévog xpovog (aVaGLOTAUEVOD SIHADLOTOC GE PLOAINI0 KOl OpOI®UEVOD SOADUOTOG OE
odKo &yyvonc) otovg 25°C dev Ba pémet va vepPaivel Tig 12 dpeg (24 dpeg av pUAAGGETAL G

youyeio).

H otafepdnta Tov apatmpévon StaAdpatog eviog Tov olkmy Eyyvong kabopiletal otig 12 dpeg
o1ovg 25°C 1 24 wpeg av puidooetal o€ cuvinkeg yuyeiov otovg 2°C — 8°C.

Cubicin wov yopnysitar vr6 popPi) 2-AentOV evooQLEPLOG EvESTS (EVI|MKES 0.008vEIS POVO)

Agv mpénel va ypnoponoleital DOmP Yo EVEGIUA Y10 TNV avacvatact Tov Cubicin yio evoopA&fia
éveon. To Cubicin npémer povo vo avacvotatal pe yAmplovyo varpo 9 mg/ml (0,9%).

Evéoyo Cubicin cuykévipmong 50 mg/ml onpuovpysitar pe tnv ovacHGTIGT TOL AVOPIAOTOMUEVOD
nwpoiovtog pe 10 ml evéoipov SoAdpaTog YAmplovyov vatpiov 9 mg/ml (0,9%).

To hvogtlomompuévo tpoidv ypetdletar mepinov 15 Aentd yio va d1aAvbel. To mAnpog avacvotadiy
TPoioV o etvar dtowy£€g Kot UTOPEL VoL VITAPYOVV UEPIKES PLOAAIDEG 1) APPOG YOP® OO TO TOLYDULOTOL
TOV PLOALSIOV.

INo vo Tpogtopdoete Cubicin yio evoopAEPia Eveon, mapakareiche va akoAovdnceTe TIg MO KAT®

odnyleg:

Ba TpémeL Vo, EQAPLOGTOVY PEBOSOL oo Yiog KATA TNV 0VOGVGTOGCT TOL Avopiiomotnpévov Cubicin.

1. Oa wpénel va, apapedel T0 ATOGTOUEVO KAAVUUA 0O TOADTPOTVLAEVIO Y10 VO OTOKAALPOOVY
TO KEVIPIKA TUNUATO TOV TOUATOG OO KOOVTCOVK. LKOVTIGTE TO TAV® UEPOS TOV TAOUATOG OTd
KOOVTGOUK E £VO, LOVINAGKL L OVOTTVEL O 1) KATTO10 GALO avTIONTTIKO SLOAV L0 Kot
TEPEVETE VO, GTEYVDOGEL. MeTd T0O KaBApiopa, unv oyyiEETe T0 TOUA 0O KOOVTGOVK 1| PNV TO
apnoete vo Epel o€ emapn Le KAToo GAAN emipdavelo. Avacvpate 10 ml evéoipov dtahdpatog
yAoplovyov vazpiov 9 mg/ml (0,9%) péca oe pio cHpryya ¥PNCLULOTOIOVTAG Mo oTelpa BEAOVN
LETAPOPAg 1 omoia £xet didpetpo 21 gauge N LIKPOTEPT, 1} L0 GLOKELT YWPIG PEAOVT, Kal LETE
€YY00TE aPYa SLOUEGOV TOV KEVTIPOL TOV TAOUATOG OO KAOVTGOVK UEGH GTO PLOAISI0
KkatevBovovtag v akpn g PeAdvng Tpog To Toiyme Tov PreAdiov.

2. [Tepiotpéyete amald 10 LOAIOI0 £TCL OCTE VO SINCPAAICTEL 1) TANPNC VYPUAVST] TOV TPOIOVTOG
KOl 6T CLVEYELD aPNoTE TO Yo 10 Aemtd.
3. Téhog, Oo TpEmeL Vo TEPIOTPEYETE/GTPLPOYVPICETE OMOAGL TO PLOAIOI0 VIO LEPIKA AETTA, OGO

YPEWCTEL, HEYPL VA TPOKVYEL £val S100YES OLAAV L. ATOPVOYETE TNV £VTOVT OVOKIVIOT| TOV
@LoAdioL Yo va, pn dnuovpyndet appog oto TPoidv.

4. [pwv and ™ ypnom Ba npénel va eEAEyEete T0 avaoLOTAOEY SIAAVUO TPOGEKTIKA Y10, VOl
BePormbeite 6T TO TPOTOV £xEL Yivel StdAvpa Kot Yo Vo TO EEETAGETE OMTIKA Y10 TUYOV TALPOLGTiaL
copatdiov. To ypopa t1ov avacvetadéviov dtoivudtoy Tov Cubicin kouaivetol amd amroid
KiTpvo £mG avorytd KOEE.
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5. Aopaipéote apyd to avacvotadév ddlopa (50 mg dantopvkivng/ml) and 1o eroridio
YPNOLOTOIDOVTAG Ui, OTEIPA PEAOVT LeTaPOPAC 1 oTola Exel dtdpeTpo 21 gauge 1 ukpoTeEP.
6. AVTIGTPEWYETE TO QLOAIBI0 APTVOVTOS £TGL TO SLAVLO Vo 510XETEVOEL TPOC TO TMLLAL.

XPNOYOTOIDOVTOG 1o VED GUPLYYO, EICAYETE TN PEAOVI LECH GTO OVTIGTPAUUEVO PLOAIDIO.
Kpoatdvtog to groridlo aviioTpappévo, Totobetiote Ty dkpn e PEAOVNG EVIEADG GTOV
TuOpEVa, TOV SLEADOTOC LEGH 6TO PLAAISI0 KaOdC avachpete To dtdAvpo ot cOptyya. [Ipv va
OQUIPECETE T GUPLYYA 0O TO PLAAISI0, TEGTE TO EUPOAO UEYPL TO TTGM UEPOC TOV GOAVA TNG
oLPLYYOS £T61 MOTE Vo, apapedel OA0 TO SIGAVUA AT TO OVTIOTPOUUEVO PLOAISLO.

7. Avtikataotiote ) Peddvn pe pua véa BEAOVN Yia TV evOoQAEPLa Eveon).

8. Exd1d&te Tov 0épa, TIG pEYOAES PLOAAIDES, KOl OTTOLUONTOTE EXITAEOV OLAAVLLO £TCL DOTE VO
TETOYETE TNV ATOLTOVUEVT] dOOM.

9. 2 cuvéyEln T0 avacLoTaféy dtdAvpa Ba mpémetl va yopnyn et pe evooeAEPia Eveon apyd
yio 2 Aemtd.

H ymukn kot uotkn| otabepdtnta Katd T S14pKEL YPoNG OTO AvAGVOTUOEY 1AL EVTOS TOV
eroldiov €xet amoderyfel ya 12 dpeg otovg 25°C kat péypt 48 dpeg av puidocetat o€ yoyeio (2°C —
8°C).

Ouwg, amd pkpoPloroyikig amoyng to tpoidv Ba tpénet va ypnoiponombet apéows. Av dev
ypnowomroindei apésms, ot ypodvol POAAENC HETOED TV YPHOE®V ATOTELODY EVOVVT TOL YPNOTY Kot
KOVOVIKA dgv Tpémet va, vepPaivouy Tic 24 dpeg ot Beppokpacio 2°C — 8°C extdg €dv M
avacvotact/apaimon ELafe xdpa VIO EAEYYOLEVES KOl ETKVPOUEVEG AOTTTIKES GLVOT|KEC.

AvT0 TO PUPUAKEVTIKO TPOTOV OEV TPEMEL VAL AVOUELYVOETAL LE AAAL POPUAKEVTIKH TPOTOVTO, EKTOG
amd exeivo TOV OVOPEPOVTOL TTIO TAV.

Ta @oAida tov Cubicin givar piag ypriong povo. Toyov un-ypnoiporombév sidAvpe o onoio
TOPAPEVEL 6TO PLOALS10 B TTpémet Vo amoppimTETAL.

23



