@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Dalbavancin/Accord 500 mg Kovig yia Tukve oke0oopna Y10 TOPOOKELT] OLOAVIATOS TPOS £YYVGT
dalbavancin

Awpdote mpocekTIKG 0AOKANPO TO QVALO 0ONYIOV YPNoNG TPOTOL cag yopnyndei avtéd To
PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.
- ®uidgte avtd TOo EUALO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.
- Edv é&yete mepartépm amopieg, p@TNOTE TOV Y1OTPO, TOV QOPLOKOTOLO 1| TOV/TNV VOGOKOUO GOG.
- Ed&v mapomnpnoete kamoto avemBOUnTn eVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PAPUOKOTOLO 1
TOV/TNV VOGOKOUO o0G. AvTO 10yl Kol Yo Kabe mbovy oavemBountn evépyela mov dev
AVOQEPETAL GTO TAPOV PUARO 0dN YDV Ypriong. BAEne moapdypago 4.

T gprEyeL 10 Tapov GUAAO 00N YLOV:

T1 efvon o Dalbavancin Accord kot mota givat 1) xpriom tov

T mpénet va yvopilete mpv oag xopnynOei to Dalbavancin/Accord
[ag Ba cag yopnynbei to Dalbavancin/Accord

[MBavég avemBOunteg evépyeteg

Iog va puidooete To Dalbavancin/Accord

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

A e

1. Tu givan To Dalbavancin/Accord ko owa givar i ypijon Tov

To Dalbavancin/Accord mepiéyet tn dpaoctiki ovcio dalbavancin, éva avtiprotiké tng opddog TV
YAVKOTENTIOI®V.

To Dalbavancin/Accord ypnoylomoteitan yia tn Oepaneio eviAik@V Kol Tod1OV amd T yévvnon pe
roydters Tov 0EpRaTog 1 TOV 6TIPAdMV 6APKAS KATO amd T0 déppa.

To Dalbavancin/Accord dpa QOveELOVTOG OPIGUEVE BOKTNPLO, TO OO0 UTOPOVV VO, TPOKOAEGOLV
coPoapéc Aoméelg. Povedel o Paktnpla owtd ToapeUPaivovtog GTOV CYNUTICHO TOV PaKTnploK®V
KUTTOPIKAOV TOYYOUATOV.

Av €yete Kol GAAa PaxTiplo TOL TPOKOAOHY AOUMEELS, O YIUTPOG CUG UTOPEL VO OTOPAGIGEL VO GOG
yopnynoet Ko dAra avtifrotikd mwapdrinia pe to Dalbavancin/Accord.

2. Tvnpéner vo yvopilete mpv cag xopnynOei To Dalbavancin/Accord

Mn ypnowononjcete 10 Dalbavancin/Accord ce mepintoon ariepyiog oto dalbavancin 1 o€
0T0100MTOTE GALO OO TOL GLGTATIKA CLTOV TOV PAPUAKOL (CVAPEPOVTOL GTNV TAPAYPAPO 6).

IIposgidomou|oelg kKan TPoPLAGEELS

AmnevOuvleite oTOV YIOTPO, TOV QUPUHOKOTOLO 1] TOV/TNV VOGOKOUO 7pwv oag yopnynodsi o
Dalbavancin/Accord:
o Edv éyete M elyate oto TaperBov veepikd mpofipata. Avdloyo pe TV NAKio Gog Kot TV
KOTAGTOOT TOV VEPPOV GAG, O YIOTPOG GG WITOPEL VO TPETEL VUL LELDGEL TN dOGT GOC.
o Edav vmoeépete and drdppora, 1 vroeépate oto Topelddv amd didppola kotd T Oepameio pe
avTBloTiKd.
o Edv eiote alrepykoi o€ GALO avTIPlOTIKAE OTT®G 1 PaviopvKivy 1 1) TETKOTAQVIVY).

Adppota kot T Stdpkeo | LeTtd tn Oepomeio




Ed&v mapovcidoete didppoto KaTd Tn otapkelo. g Bepaneiag cog 1 HETA omd VTNV, EVIIUEPDOTE TOV
ytpd cog apécms. Mnv mlpete Kavéva QAppoako yio T Bepomeio g didppolag, yopic Tpota vo
ouppovievbeite Tov yioTpd Gog.

Avtdpaoceic mov oyetilovrot pue v £yyvon

EvdopAéPiec eyydoelg (e 0uTOVG TOVG TOTTOVG AVTIPLOTIKGV UITOPEL VO TPOKAAEGOVY KOKKIVIGLO TOL (Ve
LEPOVS TOV GMOUATOC, KVIdWST, kKvnoud kavn eEavinuota. Av eppavicete T€10100 €100VG AVTIOPAGELS,
0 Y1TpOg GOG UTopel VoL amoPacicel va dtakoyer 1} va emPpadvver Ty £yyvon).

Alec Mowmpéeig

H ypnon avtiflotikdv pmopel HEPIKEG POPEG VAL EMITPEYEL TNV OVATTUEN LG VEAG KO OLPOPETIKNG
Aoipwéne. Av oopPei avtd, evuepdoTe TOV Y1Tpd oG Kot ekeivoc Ba amopacicel Tt TpEmel va yivel.

Alra @appoxa ko Dalbavancin/Accord

Evnuepooete tov yiotpd 1 Tov @apuaKonold 6og edv Toipvete, £XETE TPOCOOTO TAPEL 1 Umopel va
mhpete GALO PapLOKO.

Kinon kot Oniaopog

To Dalbavancin/Accord dev cuviotdtol Kotd TN OdpKewW TNG KONONG €KTOC €GV Eivol CaQMOC
amopaitnTo. AVTd 0QEIlETOL GTO YEYOVOC OTL OEV EIVOL YVOOTEG Ol EMMTAOCELS TOV UTOPEL VO, £XEL OE Eval
ayévvnto popd. [potod cag yopnyndet avtd 10 PAPROKO, EVILEPDOTE TOV YIATPO GOG €AV £I0TE £YKVOG,
vopilete 0TL pmopel va giote €ykvog N oxeddlete va amoktnoete mandi. Ecelg kKot o yiatpog oag Ba
amopaocicete av Oa cog yopnynbei to Dalbavancin/Accord.

Agv givar yvootd av 1o Dalbavancin/Accord mepvé 6to untpikd yaia otov dvBpomo. Zupfovievteite
TOV Y1Tpd cag mpwv Onhdcete to uwpd oag. Ecelg kot o yiarpdg ocag Oa amopacicete av o cog
yopnynOei to Dalbavancin/Accord. Agv mpénetl vo Onialete 6tav maipvete to Dalbavancin/Accord.

Odnfynon ko LEPLOROS POV RLATOV

To Dalbavancin/Accord pmopei vo mpoxaiécer {aAn. [Ipocélte pe tnv odnqynom kol Tov YEPIGUO
pnyovnudtov, epdoov aag Exet xopnynbei avtd to pdapuoko.

To Dalbavancin/Accord ntepiéyel vatpro

Av106 10 PappoKo TepLEyel Aryotepo amd 1 mmol vozpiov (23 mg) avd d6om, OnAad 0LGLUGTIKG sivorl
«eAevBepo vatpiovy.

3. Iog 00 cag yopnynOei To Dalbavancin/Accord
To Dalbavancin/Accord 0o cag yopnyn0el and yiatpd 1 vosokdpo.

e Ewvilikeg: To Dalbavancin/Accord yopnysiton oe pia epdmal d6on tov 1.500 mg i oe 600
d0celg ue pecodtdotnua piag efdopadac: 1.000 mg v 1m Huépa kot 500 mg v 8n Huépa.

o Tloowa ko Eépnpor nkiog amé 6 £TOV £0¢ kKaT® TV 18 eTdv: To Dalbavancin/Accord
yopnyeitanr og pio epdmaé d6on Tov 18 mg/kg (avmtato 6plo 1500 mg).

o  Bpéon xm wodd nkiag ané ™ yévvnon £mg KAt TV 6 etdv: To Dalbavancin/Accord
yopmyeitar og pia epdmaé d6on tov 22,5 mg/kg (avatato 6plo 1500 mg).

H d60m yo moudid nhikiag and ) yévvnon émg kdto tov 18 etdv Ba vroAoyiotel and Tov YiaTpd pE
Béaon v nAcio kot o Pépog Tov Tod10v.



To Dalbavancin/Accord 0o cog yopnynOsi pe evotdialn anevdeiog oty KuKAOEOpio TOV aiaTog HECM
pag eAEPag (evoopiefimg) o 30 Aemtd.

AcOgveic pe ypovia ve@pika mpofiqpata,

Ed&v mdoyete and ypdvia mpoPAnpata ota veppd, o yiotpdg oG UTOPEL VoL ATOPAGIGEL VO LEUDGEL TN
8001 cag. Agv VIGPYOLVY ETOPKEIG TANPOPOPIES TOV VO GUVIGTOVV T Xpnor Tov Dalbavancin/Accord
o€ TOdLd Le XpoOVIa VEPPLKE TpoPA LT

Av cag yopnyn0ei peyarvtepn 66om Dalbavancin/Accord amé Tnv kKavoviki

Evnuepaote tov yatpo 1 Tov/tny vosokOo 6oG apEcmc, av vopilete 0T pmopel va cog Exet yopnynOet
peyoivtepn d6om Dalbavancin/Accord.

Av opoieiyere ma d6on Dalbavancin/Accord
Edv avnouvyeite 0t mopareiyate n 21 6001, EVIUEPDGTE OUECMG TOV YIATPO 1 TOV/TNV VOGOKOUO GOG.

Edv éyete meplocoTEpES EPOTACELG GYETIKA LLE T YPNOT CLTOV TOV PAPUAKOV, POTNGTE TOV Y TPO, TOV
QOPUOKOTOLO 1 TOV/TIV VOGOKOUO GOG.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha ta pappoka, Tl Kot ovTd TO PAPLOKO UTOPEL VO TPOKAAEGEL OVETIBOUNTES EVEPYELES, AV
Kol Ogv Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

Yopapég avemOBOUNTES EVEPYELEG

Evnuepoote apéocmg tov Y10Tpo 060G €0V ERPUVICETE 0TOWOONTOTE 00 OVTA TU COUATONOTA -
pmopel va yperalecte ETELYOVTOGC W0 TPLKY TEPIOOAY:

e E0QVIKI] O0YK®OTN TOV YXEMAV, TOV TPOCAOTOV, TOV LU0V 1 TS YAOGG6AS, cofapd
egavnpo, kvnopo, ocei&ipo 6to Aopd, TITOCN TG CPTPLOKNAS TTIESNS, OVOKOAIX oTNV
KOTOTO0] Ka/1] O0GKOAIM 6TNY avamvor]. Avtd propel va givol GUUTTOATO LG aVTIOPAoNS
vrepevarctneiog kot uropel va etvar ameAntikd yio ™ (1. Avt 1 Baptdg Lopeng avtidpacn
éxel avopepbel og omavia avemBountm evépyewn. Mmopel vo mopovcilaotel o 1 ota
1.000 dropa.

o  Kouhaokdg mévog (movog oto otopdyl) kovn voapr owappora. To countdpate prnopet va
vivouv GoPapd 1 Vo ETUEVOVY KaL TO KOTPOVOL UITOPEL VaL TEPIEXOLV aipa 1) PAEVVA. AvTd umopel
va givor evoei&elg Aoluwéng Tov eviépov. e auth TV Tepintworn, o0gv Ou wpénel vo AaPete
QAPUOKE TOL GTANATOVV 1] EMPPadhvovy TNV KvnTikotnta tov eviépov. H poéAivven tov
EVIEPOL £xEl avapeplel g un cvyvn avemBounT evépyela. Mmopei va Tapovciactei og 1 ota
100 dropa.

o  Metaporéc oty akor). Exovv avapepOel g avemBount evépyeia e Eva TapdUoto eapuoKo.
H ovyvomta dev eivar yvoot). H cuyvotnta dev pmopel va exktiunfel pe Paon ta dwobéopa
dedopéva.

Adreg avemOopnteg gvépyeleg mov £yovv avapepOei pe to Dalbavancin/Accord avagépovron
TOPUKATO.

2Nt oTE PE TOV YLOTPO, TOV PUPNAKOTTOLO 1] TOV/TI)V VOGOKON0 60S, £0V ep@aviceTe Kamoles and
TS aKOAOVOES avemBUUNTEG EVEPYELES:

Yoyvég - umopet va emnpedoovy émg 1 ota 10 dropa:
* Tlovoképalog
*  AioOnua adwbeciog (vavtio)
*  Audppowr



Mn ovyvég - pnopel va emmpedoovy ém¢ 1 ota 100 dropa:

o KoAmikég LOAOVGELS, LUK TIOOELS, GTOUOTIKY] LOKNTIOOT

*  Ao®EEIS TOL OLPOTOTIKOV GUOTNUATOG

*  Avaia (yopunAd emineda epuBpodv ooseapiny), vynmioc apBpdc aonetodiov 6To aipo
(Bpopporvttépmon), avEnuévog aptBpos vog THTOL AEVKMV OLLOCPULPI®mY oL ovopdlovTat
NOGWOPIAN (NOSIVOPIALR), YoUNAG ETITESQ GAADV TOTOV AEVKOV oG Palpi®V (AevKomEVia,
ovdetepomevia)

*  Metafolrég ota amoTeEAEGHATO GAADY OLULATOAOYIKAOV EEETACEMV

o Opeén peiopévn

*  AvokoAio 6TOV VITVO

o Zd&\

e MetafoAin g aicOnong g yebong

o ®dleypovn Kot oidNUa TOV ETPOVEINKOV QAEPDV, £Eaym

* Biyog

*  Kothiokog movog kat ducpopic, Suomeyio, SUGKOIAOTNTA

e Aokiuacieg NTOTIKNG AEITOLPYING U1 QUOIOAOYIKES

*  Akkolikn eoceatdon avénuévn (éva éviupo mov PpickeTol gTov opyavicud)

*  Kvnopdc, kvidmwon

*  Kvnoudg yevvntikomv opydvav (otig yovoikeg)

* TI6vog, epubpotnta 1 oidnpo 6To oNUEI0 TNE £yYVONG

*  E&ayelg

e Abv&nomn tov emmédov ™G y-yAovtapviotpavepepdone (éva EvIuUo OV TOpAYETAL OO TO
Nmap Kot GALOVE 1GTOVG TOV GOUATOG) GTO CLN

*  E&avinua

*  AdwBeoia (éuetog)

Yravieg - pmopet vo ennpedcovv €mg 1 ota 1.000 dropa:
*  AvckoAia oty avamvon (BpoyydcmacLog)

Ava@opd avemOOunTOV EvEPyELOV

Ed&v mapotnprioete kdmoo avemBOUNTN eVEPYELL, EVIUEPDGTE TOV YIATPO, TOV POPLOKOTOLO 1] TOV/TNV
VOGOKOWO 60G. AvTtd 1oybel Kot yio kdbe mhoavn avemBOunt evépyelo Tov OV OVAPEPETOL GTO TOPOV
@OALO odNYIOV yprong. Mmopeite emiong va avaeépete avemBounteg evépyeleg amevbeiog (PA.
AEMTOUEPELEG TOPAKAT®). MEC® NG ovapopds avemBOUNTOV gvepyeldv propeite vo fondnoete ot
GLALOYN TTEPIGGATEPMV TANPOPOPLDY GYETIKA UE TV UCPUAELN, TOV TOPOVTOG QPOPILAKOV.

EfBvikog Opyaviopog ®apuakmv

Meooyeiov 284

GR-15562 Xolapyog, AOnva

TnA: +30 21 32040380/337

Iototomog: http:// www.eof.gr kou http://www kitrinikarta.gr

5. H®g va pvracoete To Dalbavancin/Accord
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OEV TO PAETOVV Kot 6gV TO POAVOLVY TO, TOLSA.

Na un ¥pNoIUOTOLEITE AVTO TO PAPUAKO LETA TNV NUEPOUNVIL ANENG TTOV AVOPEPETAL GTO PLOAIOI0 HETA
™ AHZEH/EXP. H nuepounvio AEng sivail n teElevtaio nUéPa TOL VO, IOV VOPEPETAL EKEL.

Av16 T0 QApuraKo dev amaltel Waitepeg cuvONKes EOAAENG, Qv dlatnpeitol Yopig va avorytel oty
OPYIKN CLGKELOGIOL.

To mapackevacpévo ddvpa Dalbavancin/Accord yio €yyvorn dev mpémel va ypNCUOTOLEITAL OV
VIdpyovv copatidw | av to didAvpa givor Boro.


http://www.eof.gr/

To Dalbavancin/Accord mpoopiletat yio pio povo ypnon.

Mnv metdte @dpuoxke oto vepd NG amoyérevong 1N ota owwokd amoppippota. Potiote tov
(QOPLOKOTOLd GOG Y10 TO TG VO TETAEETE T PAPLOKO TTOV OeV Ypnoiponoleite mo. Avtd ta pétpa Oa
BonBnocovv oty tpoctacia Tov TepPaiiovtog.

6. Iepreyépeva g cVokeVAGiNg KoL AouTEg TANPOPOpies

T wgpréyer To Dalbavancin/Accord

e H odpootikn ovcio eivar to dalbavancin. Kdfe @uohidio kdvewg mepiéyel vOpoyrmpikod
dalbavancin 1codOvapo pe 500 mg dalbavancin.
Metd v avacvoetacn kabe ml tov mokvol ckevdouatog mepiéyxel 20 mg dalbavancin.
To apaiopévo ddhvpa Yo Eyyvon Ba mpémel va £xel telkn cvykévipwon dalbavancin amo 1
€m0¢ 5 mg/ml.

e Ta dMa ovotatikd eivar povvitodn (E421), povoidpun Aaxtoln, vopoyAwpikd o0&
GUUTVKVOPEVO KauT bOpo&eidto Tov vatpiov (LoOvo yia pvBuon tov pH).

Ep@dvion tov Dalbavancin/Accord ko wepieyépevo g cvokevaciog

To Dalbavancin/Accord 500 mg Kdovic yio mokvo oKELAGO Y10 TOPAGKELT SLOAVUATOG TTPOG £YXVOT,
TapEXETAL GE EVOL YOOAVO PLoAidto Tov S0 ml pe Tpdotvo avadimAovuevo Komdkl. To @raAidlo meptéyet
AeVKN €mG LITOAEVKT, MG AVOLYTH KITPLVT GKOVT).

Eivar d100é010 o€ Guokevacieg mov mtepiéyovv 1 @loiridio.

Kéroyog ¢ aderog Kvkrhogopiag

Accord Healthcare S.L.U.
World Trade Center,
Moll de Barcelona, s/n,
Edifici Est 6° planta,
08039 Barcelona,

Ioravia
Hopackevactiig

Laboratorio Reig Jofre, S.A.

Gran Capitan, 10

08970 Sant Joan Despi, Barcelona
lomavia

Mo omowdnmote mWANPOEOPio. CYETIKO HE TO TOPOV QOPUOKEVTIKO TPOoidV, TapoKoAeiote va
amevbuvOeite otov TomKd avTTpdcwno Tov Katoyov g Adstog Kukhogopiog:

EALGSO.

Win Medica A.E.

6-8 Aynoiidov

15123, Mapovot, Adnva, EALGda
TnA: +30 210 74 88 821

Email: info@winmedica.gr

Av106 10 Odppoko £xet eykpifel ota Kpdtn Méln tov Evponaikod Owkovopkod Xopov (EOX) pe tig
axoAovOeC ovouacisc:


mailto:info@winmedica.gr

[Na courmAnpmbel og €6vikd eninedo]

To mwapdv ULA0 00N IOV Yp1oNS avaBewpnOnke Yo TELEVTAIO POpd oTig 04/2026.
AlLrec N YEG TANPOGOPLAV

Aentopepeic mAnpoeopieg Yo 10 edappako ovtd eivar dwbéotpeg oto diktvakd 1m0 Tov EBvikov
Opyaviopot @apudkmv

O Timpoopisg mov akorovBovv arevBivovtar pévo o emayyeiporisg vysiog:

Inpovtiké: [apoakorovpe avatpééte oty Ilepiinyn tov Xapaktmpiotikav tov [poidvrog (ITXI)
TPV OO T GLVIAYOYPAPNOT).

To Dalbavancin/Accord mpénet va, ovacuoTabdel pe amooTeElp®UEVO VEPO Y10 EVEGIUA, Kail, GTN GUVEXELD,
va aparmBet pe 50 mg/ml (5%) ddivpa yYAvkoing yio yyoon.

Ta @loAidio Dalbavancin/Accord wpoopilovtot yio pia povo ypnon.

Odnylec Yo ovaoHoTOCT KOL 0PpOimoN

Mo mv avacvcetaon kot v apaioon tov Dalbavancin/Accord wpémetl va ypnopomombei donmtn
TEYVIKT).

1. To mepieyduevo kabe proidiov mpénet va avacvotobel TpocHétovtag oryd-oryd 25 ml vepon
Y10 EVEGTLLAL.

2. Mnv avaxweite. [0 anopuyn oynuoticpod aepov, eVOALAGGETE AVAUECH GE NITLO TEPIGTPOPT
Kol avooTPoen ToL QLoAdiov, £o¢ 6Tov 10 TEPLEXOUEVO Tov dolvbel TANpwg. O ypodvog
avaGVOTOONG UITOPEl va etvar uéypt 5 Aemtd.

3. To avacvotadév mokvo didivpa 6to eroridio mepiéyet 20 mg/ml dalbavancin.

4. To avaocvotafév mokvo didAvpa Tpénel va givar dtowyég, dypopo g Kitpvo, yopig opatd
cOuoTIOW.

5. To avacvotafév mukvd dbdvpa mpénet va apoambei mepontépw pe 50 mg/ml (5%) ddivpa
YALKOING Yo Eyyoon.

6. T v apainon Tov avacveTadévtog TukvoD SHADINTOS, 0 KATAAANAOG OYKOG TOV TUKVOD
dwdvpatog towv 20 mg/ml wpénel va petopephel omd 10 PLoAid0 68 évav ko EVOOPAEPLOC
€yyoong N eradn mov mep€yet S0 mg/ml (5%) daivpo yYAvkding yio yyvon. I'a mapdderypa:
25 ml wukvov daAdpatog tepieyovv S00 mg dalbavancin.

7. Metd v apainon tov dwAvpatog yio &yyvorn o mwpémel vo, Exel TEMKN GUYKEVIPMON

dalbavancin o6 1 éog 5 mg/ml.

To duddlvpa Tpog £yxvon TPENEL vaL EIvar SLOVYEG, AYPOUIO EmG KITPVo, Yopic 0paTd copatiolo.

9. Xeg mepinton mov SmeToOEl COUATIOKT VAT 1 ATOYPOUATIGLOC, TO ddAvUe Oo TpEmeL va
onoppinteTal.

*

To Dalbavancin/Accord dev Tpémel vo avapelyvieTol PUe GAAN POPUAKEVTIKG, TPOTOVTA 1| EVOOPAEPLA
Stodvpato. Atddpote Tov TEPEXOVY YAmPLovyo vaTplo umopei va mpokoiécovy kabilnon kot AEN
TPEMEL VAL YPNCLOTOI0VVTOL Y10 AvVOLCVGTACT) 1] 0paimoT).

H cvpPatdtra tov avacvotadévrog Tokvod dtodvpatog Dalbavancin/Accord €xetl tekunpiobei poévo
Yo 0 O1dAv e, YALKOING Yo Eyyvon 50 mg/ml (5%).

Av ypnowomoteitar Kowvn evOOPAEPLO YpauU Yoo T YOpNYNon GAA®Y QOPUOKELTIKGOV TPOIOVI®V
emupocBeta tov Dalbavancin/Accord, n ypouun 0o mpénel vo ekmAévetar pe dlvua YALKOINng yia

£yyvom 5% mpv ko petd amod kibe Eyyvon tov Dalbavancin/Accord.

Xpnon otov moudtotpkd mAnfvoud




INa mouduozpikovg acbeveic, n 66on tov Dalbavancin/Accord Oa mowkidAel avaloya pe Ty nAkio Kot
10 Bépog tov Tl £wc 1.500 mg kat’ avdtaTo Oplo. METAPEPETE TNV OTOLTOVUEVT] dOGN TOV
avaovotadévtog dloAdpatog dalbavancin, GOUEOVA UE TIG TOPOTAV® 00TMYiec, LUe fdon To Papog Tov
0100, Ao T0 PLIALS10 og €vav odKo evooPAEPlag €yyvong 1 euoAn mov mepiéyel S0 mg/ml (5%)
Swdvpa yAokolng yw €yyvorm. To apowwpévo didhvpe Bo mpémer vo €xel TEAIKN GLYKEVTIPMOT
dalbavancin am6 1 éog 5 mg/ml.

O ITivakag 1 mapakdto wopéyel TANPOQOPIES Yo TNV TOPACKELT VOGS SAVUATOG TTPOG £YXLOTN LE
TEAKN ovyKévipoon 2 mg/ml 1 5 mg/ml (emapkn Yo TV TAEOYNPiC TOV TEPITTOGEDV), OV Oa
yopnynOel pe avtiio ovpryyag, yo v emitevén d6ong 22,5 mg/kg oe mardiatpikovg acbeveig and
vévvnon émg 12 unvov pe Papog and 1 émg 12 kg.

Mnopodv va TopacKeELOTTOHY SOAVUATE EVOALAKTIKOV GUYKEVIPMOGE®DY, ALY TPETEL VO EXOVV €Vl
€0pog TeEAKNG ovykévipoong amd 1 €woc¢ 5 mg/ml dalbavancin. Avatpé&te otov Ilivaxa 1 yu
emPefainon v vroroyopmv. Ot Tég mov gpgavifoviol eival Katd mpocéyyion. EnUetdote 4Tl 0
nivaxog AEN mepihapfdver 0ieg T mbovég vrohoyilopeves d0oelg Yo kaBe nAkiokn opdda, oA
umopei va ypnoomombei yio v ekTipunom Tov Katd TPOoLEyylon OyKov Yo TV enoindsvon tov
VTOAOYIGLLOV.

ivaxag 1. Hepaokevny Dalbavancin/Accord (tehikng ovykévipoong £yyvong 2 mg/ml 1
5 mg/ml, yopnyodpevo pe avrrio cUpLyyoc) o€ OO TPIKOVS ao0eveic amd T yévvnon £mg
12 pnvov (66on 22,5 mg/kg)

Bapog Adon Oyxog Oyxog Telum Yvvoikog Oykog
aoBevoug (mg) yw avacVoTadE OPOLOTIKO GLYKEVTIPOC YOPNYOVLEVOG
(kg) emitevén VT0g 0 N SWADLOTOC 0] avtAiog

22,5 mg/kg SAOpaTOg 50 mg/ml (5%) | £yyvong ovpryyag (ml)
dalbavancin Sdvpa dalbavancin

(20 mg/ml) mov | yAvkolng vy

TpEMEL va | Tpochnkn o

apopebel  omd | avdpuén (ml)

10 QLoAid0 (ml)
1 225 11,3
2 45,0 22,5
3 67,5 33,8
4 90,0 45,0
> 12,5 10 ml 90 ml 2 mg/ml 26,3
6 135,0 67,5
7 157,5 78,8
8 180,0 90,0
9 202,5 40,5
10 2250 20 ml 60 ml 5 mg/ml 45,0
11 247,5 49,5
12 270,0 54,0

Andppuynm

Amoppiyte kabe uéPog Tov avocLETAOEVTOC SIHADUATOS, TO 0010 TAUPUUEVEL 0YPNCILOTOINTO.

Ka0g aypnoyonointo gopuoakevtikd Tpoidv 1 VIOASUUE TPETEL VO ATOPPITTETOL GOUPOVO, LE TIG KATH
TOMOVG 10YVOVOES GYETIKEG OLATAEELS,




