B. ®YAAO OAHT'TQN XPHXHX
®YrAo 00OV Ypriong: ITAnpogopics yia Tov ac0evi)

Xydalba 500 mg KOVig Y10, TUKVO CKEDAGNO, Y10 TOUPUCKELT OLUADIATOG TTPOS £YXVOT
Dalbavancin

AWPacTe TPOGEKTIKA 0AOKANPO TO PVAAO 00N IOV YPNONS TPV 6aS Yop YN0l avTod TO
PaPROKO, OLOTL TEPAUPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GOC.

. - DdoArdEre avTd TO POUALO 0OMYL®V YproNG. Tows ypelaotel va to dafdoete Eovd.
. - Edv éyete mepartépom amopieg, potiote TOV Y10TpO, TOV POPLOKOTOL0 1] TOV VOGOKOLLO GOG.
. - Edv mapatnpnoete kdmowo ovemBountn evéEpPYElD, EVNUEPMOTE TOV YOTPO, TOV

(OPUOKOTOLO T TOV VOGOKOLO GOG. AVTO GYVEL KOt Yio KAOe mhavn avemBountn evépyeio Tov
OEV aVOQEPETAL GTO TOPOV POLAAO 0dNYIOV YpHoNs. BAEme mapdypaeo 4.

Tuvepréyer 10 Tapov GOALO 00N YLOV

1. Ti etvan o Xydalba kou oo eivor 1 yprion tov

T pémel va yvopilete mpv oag yopnynbei to Xydalba
g yopnyeitor to Xydalba

[MBavég avemBounTeg evépyeteg

[og va puAidocete To Xydalba

[epreydpeva g cLOKEVAGING KO AOUTEG TANPOPOPIEG

Sk L
U AW

1. 1. TI EINAI TO XYDALBA KAI I[1OIA EINAI H XPHXH TOY

To Xydalba mepiéyel T dpactiki ovsio dalbavancin, £va avriroTiké e opddog Tmv
YAVKOTERTISIWY.

To Xydalba ypnoomoteiton yio ™ Oepomeio eviikmv kKo Tod1@dV oo T YEVvnon e Aotpudgelg
TOV O£PNATOG 1] TOV 6TIPAO®V 6APKAS KAT® amd TO dEppa.

To Xydalba dpa povebovtog opiopéva Baktnipia, To ool PropohV vo TPoKAAEGOVLY GoPBapEg
rouméetg. Govedet ta Paxtipla avTd TopeRPaivovTog 6ToV GYNUATIGUO TOV BOKTNPLOK®Y
KUTTOPIKAOV TOYOUATOV.



Av €yete Kot AL PaxTiplo TOV TPOKUAOVY AOTUMDEELS, O YIOTPOG GOG UTOPEL VO ATOPAGIGEL VO GOG
YopNYNOEL Kol AAAa avTifloTikd TapdAinia pe to Xydalba.
1. 2. T wpéner va yvopilete Tpv cag yopnyn0ei to Xydalba

Mn ypnopomounjoete To Xydalba oe nepintoon ariepyiog oto dalbavancin ] o€ onotodnmote GAAO
OO TO, GLOTOTIKG CVTOV TOL PUPUAKOL (AVUPEPOVTOL GTNV TOPAYPAPO 6).

[Ipocdomom 6l Kot TPOPLLAEES

AmnevOuvOeite oTov Y10TPO, TOV PUPLAKOTOL0 1] TOV VOGOKONO TTPLy 6ag yopnyn0sei To Xydalba:

. OEd&v éyxete M elyote oto mapelov veppika mpofinpata. Avaroya pe v nixio cog
KO TNV KOTAOTAGT TOV VEQPPAOV GUG, O YIOTPOG GOG UTOPEL VO, TPEMEL VAL LELOGEL TN 000N
oG,

. O Edv vtoeépete amd d1appota 1 VIoPEPATE 6TO TOPEAOOV Ao didppola KoTd T
Oepaneio pe avtifloticd.

. O Edv eiote alrepyukoi oe aida avTifrotikd 6mwg 1 Pavikopvkivn 1 n TeikomAavivn.

A1bppota Kotd T StdpKeo 1) netd tn Oepomeio

Edv mapovcidoete didppoia katd T drdpkera tng Oepaneiog coag 1 peTd and avtnyv, EVNUEPDOTE TOV
YTpd 60¢ ApEcmS. Mnv mapeTe KovEV PAPIOKO Yia T Oepameia TG S1Gppolag, ywpig TpOT Vo
cuppovievbeite Tov yoTpod GOg.

Avtidpaoeic mov oyetilovron pe tnv £yyvon

EvdopAéPieg eyyvoelg e 0uToVG TOVE TOTTOVS AVTIPLOTIKGOV UTOPEL VO TPOKAAEGOVY KOKKIVIGLO TOL
v LEPOVG TOL CAOUATOG, KViIdmon, kvnoud kaun e&avinuata. Av eupavicete T€To10V gidovg
avTIOPACELS, 0 YITPOG GOC UTOPEL VAL ATOPAGIGEL VO SIOKOYEL 1] VO EMPPOOVVEL TNV EyYVON.

Alec Mowwdéeig

H yprion avtiflotikdv pumopel Hepikég opég va EMTPEWEL TNV AVATTLEY HOG VENS Kol S10POPETIKNG
Aotpwéneg. Av copPet avtd, EVIUEPDOOTE TOV Y1UTPO GOG KOl EKEIVOG B 0TOQUGicEL TL TPEMEL VOl YiVEL

Alha pappoka ko Xydalba

Evnuepaote Tov y1atpd 1 TOV QAPLOKOTOL0 GOG EQV TOIPVETE, EYETE TPOGPOTO, TAPEL 1] LWITOPEL VoL
ThpeTE AAAL QAP

Kinon ko Onhaocpog

To Xydalba 6gv cuvieTdton KoTd TN S1APKEL TG KUNONG EKTOC €4V gival GOQOG amapaitnto. Avtd
OPEIAETAL GTO YEYOVOC OTL dEV ElvaL YVMOTEG Ol EMMTOGELG TTOV UTOPEL vaL £XEL G€ €va, ayEvvnTo Popo.
[Ipotov cag yopnynbei avtd T0 PAPLUAKO, EVILEPDGTE TOV YIOTPO GOG £Av €ioTE £yKLOG, VoUileTe OTL
umopel va giote £ykvog 1 oxedidlete vo anoxtnoete tandi. Eoeig kot o yiatpdg oag Oa amopacioete av
0o oag yopnynOet to Xydalba.

Agyv gival yvootd av 1o Xydalba mepvd 610 pnTpikod yéio otov dvOpmmo. ZvpufovAevteite Tov YaTpod

cag Tpv Onidoete 10 popod cag. Eoeig kat o yiatpog cag Oa anopacicete av Ba cag yopnynoet to
Xydalba. Agv pémel va Onralete 6tav maipvete to Xydalba.

00 yNoN Kot LEPIGUOS POV LATOV

To Xydalba pmopei va mpoxarécet (oAn. [IpocéEte pe TV 001 yNGT Kol TOV XEPICUO UNYOVIUAT®V,



€POGOV Gag xel yopnynbei avtd To pdpuaio.

To Xydalba wepiéyel vatpro

To pappako avtod TeplEyel Ayotepo and 1 mmol vatpiov (23 mg) avd 661, givar ovtd TOL
ovoudlovpe «ehevbepo vatpiovy.

. 3. o yopnyeitar To Xydalba

To Xydalba 8o cog yopnyn0el amd yotpod 1 vosokdyo.

. O Eviphkeg: To Xydalba yopryeitot o o epdmroé 66om tov 1.500 mg 1 o€ 500 d66€1G
pe pecodtdotnua piog efdopddag: 1.000 mg v In Huépa ko 500 mg v 8n Huépa.

. O Hoord ko Epnpor nhaxiog oo 6 eTOV £0¢ kKaT® TOV 18 eT®V: 10 Xydalba
xopnyeitar o¢ pia epdmas d6on tov 18 mg/kg (avdtato 6plo 1.500 mg).

. O Bpéon kot Todtd nAkiog amo 1 yévvion £0¢ KAT® TOV 6 ETOV: TO
Xydalba yopnyeiton g pia epdna d6om tov 22,5 mg/kg (avdtato opro 1.500
mg).

H d60n y1o maudid nhikiog omd tn yévvnon £og KaTo tov 18 etdv Ba vroAoyiotel and Tov yuoTpd pe
Béon v nhkia kot to Bapog Tov med1ov.

To Xydalba 0o cag yopnynOei pe evetdraln amevbeiag oty KukAo@opia TOL AilATOg HECH HLOG
oAEPag (evdoprePing) oe 30 Aemtd.

AocOgveic pe ypovia ve@pika wpopfripata

Edv méoyete amd ypovia TpofAnpato oto veppd, 0 YIoTpOg GOG UTOPEL VO ATOPAGIGEL VO LEIDGCEL TN
0001 60G. Aev VITAPYOVV ETAPKEIC TANPOPOPIES TOV VO GLVIGTOVV TN ¥pRoT Tov Xydalba og Tandid pe
xPOVIC VEQPIKA TpofAnUaTa.

Av cog yopnyn0si peyarvtepn 06on Xydalba amd Tnv kavoviki

Evnuepdote tov y10tpd 1 TOV VOGOKOUO 0aG QUESHC, oV VOuiLeTe OTL umopel va cag Exel xopnynoel
peyodotepn 66om Xydalba.

Av opaieiyete o 06on Xydalba

Edv avnovyeite 6T maporeiyate ) 21 6001, EVIUEPDOTE AUECHS TOV YLOTPO 1] TOV VOGOKOO GOC.
Edv éxete mepiocOTEPEC EPOTNCEIS GYETIKA LLE TN YPTOT AVTOV TOV PAPUAKOV, POTHCTE TOV Y1OTPO,
TOV PUPOKOTOL) 1] TOV VOGOKOUO GG,

. 4. MOavéig avemOOUNTES EVEPYELES

Onwg 0Ao To appoKa, £TCL KL 0VTO TO GAPLLAKO UTOPEL VO TPOKAAEGEL OVETIOVUNTESG EVEPYELEG, OV
Kot dgv TOPoLGLALovTaL GE OAOVG TOVG OVOPAOTOVG.

YoPapég avemOOunTeg EVEPYELEG

Evuep®ote apéomg Tov Y1aTpo 60g EAV ERQPUVIGETE OTOLOONTOTE U6 GVTA TU COPTTOUATA -
NToPEL va YPELALEGTE EMETYOVTOGS LUTPIKY] TEPTIOAAY:
. 0 Ea@viKi] 010YKMGT] TOV YEAAV, TOL TPOGAHTOV, TOV AoV 1| TG YADOGGUS,
ocofapo £avOnpa, Kkynopo, cPIiEHo 6To Aupd, TTMOGN TG UPTNPLOKNG TIESNS,



OVGKOALN 6TV KOTATOGT] KOV/1] GVGKOALD 6TV avamvol). AVTd uropel va etvat
CUUTTMOUOTO P0G AVTIOPOOTC VITEPELOICONGING KO UTOPEL VO EIVOIL ATTEIANTIKA Y1aL TN
oM. Avtn 1 coPapn avtidpacn £xel avaeephel wg omdvia mapevépyela. Mmopei va
napovcilactel o 1 ota

1.000 dropa.

. [ Kowthakog mwovog (Tévog oto otopdyl) Kovn vdapt] owdppora. To copntdpoto
umopel va yivouv cofapd 1 va ETUEVOVY KoL TO, KOTPOVO, WITOPEL VoL TEPLEYOVV aipa 1
BAévva. Avtd pmopet va givar evoegi&elg Aoipnméng Tov EVIEPOL. X aVTN TNV TEPITTMON,
dgv o Tpémel va AAPeTE PAPUOKO TOV GTAPATOVY 1 EMPPOAGVVOVV TNV KIVNTIKOTNTO
ToV gviépov. H poivuvon tov eviépov £xel avapepbel mg un coyvn avemfount
gvépyela. Mropel va mapovciactei o 1 ota 100 dropa.

. OO Meraforég oty akot). Exovv avoaeephel og avemBountn evépyeia pe £va mapouoto
@appako. H cuyvotnta dev eivar yvaoot. H cuyvotnta dev umopei va extiun0ei pe Boon
Ta Sbéoiua dedopéva.

Aldreg avemOBounTEG EVEPYELES TTOV £Y0VV avaPePOEl pe To Xydalba avagépovrol TapoKdTo.

YoinTioTE pe ToV Y10TPO, TOV PUPUAKOTOL) 1] TOV VOGOKONO GG, EAV ENPAVICETE KATOLES OO TIG
ak6lov0eg avemOounTEG Evépyereg:

Yuyvég - umopei va Tapovcilactovy o€ £mc kot 1 ota 10 dropa:
. O Iovoképalog
. 0 AleOnuo adrobeciog (vavtia)
. U Awdppora

'Oy svyvég - pmopet va Tapovcilactovy o€ £mg kot 1 ota 100 dropa:

. 0 KoAmikég LoAOVGELG, LUK TIACELS, GTOLOTIKT LUKNTIOGT
. [ AOWUMOEELG TOL OVPOTOINTIKOD GUGTILLOTOG
. 00 Avayio (yapnAd enineda epuBpodv atposeatpioy), VYnNAog aptduog

aponetaAiov oto aipa (Bpoppokvttdpmaon), avénuévog apliudg vog TOTOV AEVKOV
apoceapiov mov ovoudloviatl Novoeila (NwovoPiiia), younid enxinedo dA oV
TOTOV AEVKOV apocaipiov (Aevkomevia, ovdeTEPOTTEVIN)

. [0 MetofoAéc OTa ATOTEAEGLOTO AAA®Y OUOTOAOYIKOV EEETAGEMV

. 0Opeén pewpévn

. [J AvckoAia otov Hvo

. OZa&M

. [0 MetofoAn tng aicOnong tng yevong

. [ OAeyHOV KO O10T)LL0L TOV ETPOVELNKOV PAERDV, EEoym

. LI Briyag

. 0 Kotuaxog mdvog kot ducpopia, duomeyio, duokotdtnTa

. 0 AoKipocieg NTaTIKNG AE1Tovpyiog Un QUGIOAOYIKEG

. 0 Aok eooeotdon avénuévn (éva viupo mov Bpicketal 6Tov opyavicuo)
. 0 Kvnouog, kvidmon

. 0 Kvnopog yevvnTikadv opyavev (GTLG YOVOIKES)

. O IT6vog, epuBpotnTa 1] 0idNUe 6TO GNUELD TNG £YYVOTS

. O E&hyerg

. [0 AvEnon tov emimédov g Y-yAovtapvlotpavepepdong (éva vivpo Tov TopdayeTal

oo TO NP KO GAAOVG 16TOVS TOV GMOWOTOG) GTO Ol
. O E&GvOnpa
. [J Adwabeoia (€petoc)

Yrdvieg - umopel va topovctocetovy o€ £o¢ Kot 1 ot 1.000 dtopa:
. [J AvokoAia oty avomvon (Bpoyxoomacuog)



Ava@opa avemOOUNTOV EVEPYELOV

Edv mapatnprioete kdmoro avemBounTn evépyeLa, EVUEPDOTE TOV YIUTPO, TOV QUPHOKOTOL0 1) TOV
VOGOKOUO GOC. AVTO 1oYVEL KOt Yo KAOe Thav avemBountr VEPYELD TTOV OEV AVOPEPETAL GTO
TapOV PUAAO 0dNyL®V ¥prione. Mmopeite emiong v o avaeépete avemBounteg evépyeteg ansvbeiog:
Mo EAAGda otov EBvikog Opyaviopuog Gapudkwmv, Mecoyeiov 284, GR-15562, Xolapydc, AGMva,
TnA: +30 21 32040337, Iototomog: http://www.eof.gr, http://www.kitrinikarta.gr, ['ia Kdnpo o11g
Doppokevtikég Ynnpeoieg, Yrnovpyeio Yyeiog, CY-1475 Agvkwoio, Tni: +35722608607,

Dok + 357 22608649, lototomog: www.moh.gov.cy/phs. Méom g avapopdc avemBountwov
gvepyElmV umopeite va fondncete ot GLALOYY TEPIOCOTEPOV TANPOPOPLOV GYETIKA LIE TNV
0CPUAELD TOV

TPOVTOG POPLEKOV.

*  S.Jlog va puracoete To Xydalba
To pAapHOKO aVTO TPETEL VO PUAAGGETOL 0 PEPT) TOV OgV TO PAETOLV KoL Ogv TO POAVOLV TO TOOLA.
Na un ¥p1oLOTOLEITE AVTO TO PAPULAKO UETA TNV NUEPOUN VIO ANENG TTOL AVAPEPETAL GTO PLOAIOI0

petd ™ AHEH. H nuepounvia A\éng eivar 1 teElevtaio nUéEPO TOV PNVE TTOV OVOPEPETOL EKEL.

Tto ¢ Gpuaxo avtd dev amartel Wwitepeg cuVONKEG PUAAENS, €4V dotnpeitar ywpig va avorytel otnv
OPYIKT] CLGKELAGTOL.

To mapackevacuévo didivpe Xydalba yio £yyvon dev mpEmEL va, YPTGILOTOIELTAL OV VITAPYOVY
copotidl 1 av To dtdAvpa givol BoAo.

To Xydalba mpoopiletal yio pio povo xpnon.

Mnv metdite PAPLAKO GTO VEPO TNG AOYETEVONG 1| 0TA OKLaKE amoppippata. Potiote tov
(QOPLOKOTOLO GOG Y10, TO TAOG VO TETAEETE TO PAPLLOKO TOV OEV YPTOLUOTOIEITE 7. AVTA TO. LETPO Oar
Bonfncovv ot Tpoctacia Tov TEPPAAAOVTOC.

. 6. Mepreyopeva TG GLOKEVAGLOG KO AOUTES TANPOPOPIES

T agpiéyer To Xydalba

. O H dpaotikn ovcia givar to dalbavancin. Kafe prokidio kdveog mepiéyet
vopoyAmpikod dalbavancin mwov 1codvvapei pe 500 mg dalbavancin.

. O To @Al cvotatikd givor povvitodn (E421), povoddpikn Aaktolr, vdpoyAwpikod

0&0 koM vdpo&eidio Tov vatpiov (Ldvo yuo puBuion tov pH).
Ep@avion tov Xydalba ko epieydpeva g 6vokevooiog

To Xydalba, kovic Y10 TOKVO GKEVAGILO Y10, TOPUCKEVT] OLUADLATOG TTPOG £YYVOT), TOPEYETAL GE £Vl
YudAvo eloAidio Tv 48 ml, pe e0KoAo ATOGTMOUEVO SUKTOALO AGPAAEing, TPAGIVOL Ypmuatoc. To
QLOAS10 TTEPLEYEL AEVKN-VTTOAEVKT] MG LITOKITPIVY GKOVT).
Eivai dtobéotpo og ouokevacieg mov mepiéyovv 1 erodidio.

Kéroyog Adsrog Kvkhogopiog

AbbVie Deutschland GmbH & Co. KG
Knollstrasse

67061 Ludwigshafen

Teppavia


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

HopackevoTig

Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A.
Via Vecchia del Pinocchio, 22

60131 Ancona

ItaAia

INo oo dnToTE TANPOPOPIo GYETIKA LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPUKOAEITTE VO
amgvBuvbeite otov TomiKd avTrpocwno Tov Katdyov g Adsiag Kukiopopiag:

ElLddo
ANGELINI PHARMA HELLAS MONOITPOZQITH A .B.E.E. TnA: + 30210 626 9200
info@angelinipharma.gr

Kvnpog
ANGELINI PHARMA HELLAS MONOITPOZQITH A.B.E.E. TnA: + 30 210 626 9200
info@angelinipharma.gr
To wapov UL 00N YLOV Yp1ioNg avabcwpOnke Yo TeELEVTAiR QOPa 6TIg 5/2025.

Aemtopepeic TAnpoeopieg yio 1o eapuaro avtd eivar SaBECIIES GTOV SIKTLOKO TOTO TOV
Evponaikod Opyavicpod @oppdkmv: https://www.ema.europa.eu

Ovinpogopiec Tov akorovOovy aevOVVOVTOL HOVO 68 emayyelpatieg vysiag:

Inpovtiko: [apokorodue avatpééte oy lepiinyn tov Xapaxmpiotikov tov [Ipoidvrog (ITXII)
TPV Ao T CLVTAYOYPAPEN o).

To Xydalba mpénel va avacvotafel e 0TOGTEPOUEVO VEPD Y10 EVEGIUO KOlL, OTT) GUVEYELL, VO
aporwBei pe 50 mg/ml (5%) dddvpa yAokoing yio Eyyoon.

To eroiidio Xydalba poopilovtar yio pio povo ypnon.

Odnyiec Yo avacOGTOOT KOl Apaino

Mo v avacvotoaon Ko v apaioon tov Xydalba npénet va ypnoiporomel donmmm texvicn.

. 1. To mepreydpevo kdbe proidiov Tpémet va avacvotadel Tpochétovtog oryd-otyd 25 ml vepol
Y10, EVEGLLOL.
. 2. Mnyv avakuveite. [0 amo@uyn oynUaticpod appov, EVOAAAGGETE AVALESH GE NTTLOL

TEPIOTPOPT] KO AVAGTPOPT] TOL PLoldiov, Emg 6TOL To TEPLEYOUEVO TOL dtoAvbel TApwg. O
xPOVOG VOGVGTOOTG LITOPEL VoL etvat péyptl 5 Aemtd.

. 3. To avacvotabéy Tukvo didAvpa 6to eloAidto tepiéyel 20 mg/ml dalbavancin.

. 4. To avacvotafév mokvo dtddlvpa Tpémet va, eivar dStowyEg, Aypouo mg KiTpivo,
Y®pig opatd coOUOTIOW.

. 5. To avacvotafév mokvo dtdivpa Tpémel vo apoimbel tepartépw pe SO mg/ml (5%)
ddopa yAokding ya €yyvon.

. 6. INo v apaioon Tov avacveTadévtog TuKVOD S10ADUATOG, 0 KATUAANAOG OYKOG TOV

TUKVOD S10AVpaTog TV 20 mg/ml wpénel va peToeephel amd To PloAidI0 GE £vav GAKO
evooQAEPLog £yyvomng 1 eridn mov mepiéyxel S0 mg/ml (5%) didivua yAvkolng yia £yyvon. o
mapaderypa: 25 ml Tokvov dwhvpatog epiEyovv 500 mg dalbavancin.
. 7. Metd v apaimon, To StGAVH Y10 £YY0oT TPETEL VO, £XEL TEAMKT] CUYKEVTPMON
dalbavancin and 1 émg 5 mg/ml.
. 8. To dtddvpa yo £yyvon TPETEL vaL Vo S10WYES, Aypoo £mG KiTptvo, X®pic 0paTd COUOTIOW.


mailto:info@angelinipharma.gr
mailto:info@angelinipharma.gr
https://www.ema.europa.eu/

. 9. Y mepinTmon Tov JMIoTOOEl COUOTIONNKT VAN 1] ATOYPOUATICUOS, TO O1AAV LA
TPEMEL VO OMOPPINTETAL.

To Xydalba dev mpémet va avaperyvOgTal pe GAAG POPUOKEVTIKG TPOTOVTO 1) EVOOPAEPLN STOADULOTA.
AWADLOTO TOV TEPLEYOLY YADPLOVYO VATPLO UTopel Vo TpokaAiécovy Kabilnon kot AEN mpénet va
YPNOUYLOTOL0VVTAL Y10 avacvoTaoT 1| apainot. H copfatoétnta tov avacvotadévrog Tukvon
dwdvpatog Xydalba €xet tekunpiwbel povo yio to dtdlvpa yAvkoing yuo Eyyvon 50 mg/ml (5%).
Av ypnolpomoleitol Ko eVOOPAEPLO YPOUUN Y10 TN YOPIYNOT GAA®V QUPUOKEVTIKOV TPOIOVI®V
emmpocbeta tov Xydalba, n ypapun Ba mpénet vo exmAéveton pe didhopa yAokolng ya £yyvon 5%
TP Ko PeTd amd kabe Eyyvon tov Xydalba.

Xpnon 61ov Toudtotptkd TAnbvoud

INo modraTpucovg acbeveic, n 66om tov Xydalba Oa motkiAlel avaioya pe Tnv nAkia kot to fpog Tov
o100 £0¢ 1.500 mg kot avadToTo 6plo. METAPEPETE TNV OTALTOVUEVT 3OGT TOV avacVGTUHEVTOG
dwdvpatog dalbavancin, cOpeova pE TIG Topamdve odnyieg, pe Baon to Pdpog Tov Tadtod, amd To
QLOAd10 o€ Evav GaKo gVOOPAEPLag £yyvong ) OdAN ov mepi€yel S0 mg/ml (5%) drdlvpa yYAvkoing
v €yyvon. To apoiwpévo dtdAvpo Ba Tpénet va £yl TeMkN cuyKEVTpwoT and 1 €wg S mg/ml
dalbavancin.

O IMivakag 1 Topakdto TapEyel TANPOPOPIES Y10 TNV TUPUCKELT] VOGS SIHADUATOG TPOG £YYVOT LE
TEMKT oVYKEVTpwo™ 2 mg/ml 1 5 mg/ml (eropkr yio TV TAEOYN QIO TOV TEPIMTOGE®V), TOV Oat
yopnynOei pe avtiio cOpryyog, yio Tnv emitevén 66omng 22,5 mg/kg oe mardiatpikovg acbeveig amd ™
vévvnon €o¢ 12 unvov pe Bapoc omd 1 émg 12 kg. Mmopodv vo TopacKenasTovy S1oAD AT,
EVOALOKTIK®V GUYKEVIPMGEMV, GALL TPETEL VAL £XOVV EVOL €0POC TEMKNG CLYKEVIP®OTNG OO

1 éw¢ 5 mg/ml dalbavancin. Avatpé€te otov [livaxa 1 yio emBefaionon twv vroloyioudv. Ot Tiég
mov gpeavifovrot etvotl Kot Tpocséyyion. Inueiwote 0Tt o wivakag AEN mepiappdvel OAeg Tic
mOavég vTodoyilopeveg 060¢ELG Yo kaOe nAkiakn opdda, aAd uropel va ypnoyoroindet yio tnv
EKTIUNOTN TOL KOTA TPOGEYYIOT] OYKOV Yol TNV ETOANOELGT TOV VTOAOYIGUOV.

Mivakag 1. Mapackevi] Xydalba (tehukig ovykévipmong £yyvong 2 mg/ml 1 5 mg/ml,
XOPNYOVUEVO PUE AVTALN oUPLYYOS) 6€ TUONTPIKOVS 0o0sveic amd T Yévvnon £0g 12 pnvov
(600m 22,5 mg/kg)

Bapog Abon Oyxog Oyxog Tehucn YVVOAMKOG
acbevo (mg) Y ovVoGLOTAOEVT OPOLOTIK GULYKEVTPOOT) Oryxog
0g (kg) emitevén 0G S0V LOTOG 00 Soddpatog YOPMYOOLEVOG
22,5 dalbavancin SoAdpaT €yyoong HEC® OVTAlNG
mg/kg (20 mg/ml) 0g dalbavancin ovpryyog (ml)
OV TIPETEL VO, yAvodng
aparpedel amod o 50 mg/ml
@loAid10 (ml) (5%) v
TpooHnKn
v ovépuén
(ml)
1 22,5 11,3
2 45,0 22,5
3 67,5 33,8
4 90,0 45,0
5 112,5 10 ml 90 ml 2 mg/ml 56,3
6 135,0 67,5
7 157,5 78,8
8 180,0 90,0
9 202,5 | | 40,5




10 225,0 20 ml 60 ml 5 mg/ml 45,0
11 247,5 49,5
12 270,0 54,0
Andppryn

Amoppiyte kdbe LEPOG TOL avacVGTABEVTOG SIOADUATOG, TO OTTOI0 TAPOUEVEL 0YPTCLLOTOINTO.

KéBe aypnoiponointo eopuakevtikd Tpoiov 1 VTOAEYUUO TPETEL VO OTOPPITTETAL GCOUPOVA LLE TIC
K0 TG TOTOVG 10YHOVGEG GYETIKEG SIUTAEELS.




