@viro oonYLaV pions: IIinpoopics yia Tov ac0evi)

Daptomycin/Accordpharma 350 mg kovic yia gvéoipo dtdivpa/o1aivpe Tpog £yyoon
Daptomycin/Accordpharma 500 mg kovic yia gvéoipo dtdivpa/o1aivpa Tpog £yyvon
damtopvkivn

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1OTGS TPV UPYIGETE VA Y PN CLUOTOLEITE AVTO

70 Qappoxo, H6TL TEPLAAPPAvEL oNUAVTIKEG TANPOPOPiES VIO GOG.

- DvraEre avtd T EUALO 0dN YDV Yprione. Towg ypelaotel va 1o dafdoete Eava.

- Edv éxete mepartépw amopieg, potote 10 Y10Tpd 1| TO VOGOKOUO GO,

- H ocvvtaynq yU avtd 10 approKo xopnynnke amokAEloTIKA Yio 60G. Agv TPETEL VO ODGETE TO
0apuoko og GAlovc. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0éveldg Tovg eivar id1o pe ta S1kd Goc.

- Edv mapotnpfoete Kamolo avemBOunTn eVEPYEL, EVIUEPDOTE TO YIOTPO 1) TO VOGOKOUO GOC.
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov Ogv avaPEPETAL GTO TAPOV GUALO
odnywmv ypnons. Biéne mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T eivan To Daptomycin/Accordpharma kot o ivat 1 yprion tov

T npéner va yvopilete mpv cog xopnyndei to Daptomycin/Accordpharma
Iog yopnyeiton to Daptomycin/Accordpharma

[MBovég avemBOunteg evépyeteg

Io¢ va pvidooete to Daptomycin/Accordpharma

[epreydpevo g cuokevaciog kot Aoutég TANpoPopieg

Sk wnE

1. Th givan To Daptomycin/Accordpharma kot oo givan 1 (prion Tov

H dpactikn ovsio 6to Daptomycin/Accordpharma kovic yio. evEciuo dtdAvpo/dtddlvpa Tpog Eyyvon
givar m damtopvkivn. H domropvkivy eivorl avtiPaktnplokd 1o 0moio Wwopel vo GTOpaTHGEL TNV
avénon opopévov Paktmpwiov. To Daptomycin/Accordpharma ypnowonoteitol o€ EViAIKEG Kot 6
oudid ko Eenpovg (Nhikiog and 1 £wg 17 £TdVv) yio TV avVIUETOTIOT AOIUMOEE®Y SEPLATOS KOL IOTMV
KGT® 0o T0 OEppa. XPNOUOTOLEITOL ETIONG VIO TNV AVTIUETOTICT AOUDEEDY GTO Qi OTOV
ovoyetilovtar pe Aoipmén oto déppua.

To Daptomycin/Accordpharma ypnoipomoleitol xiong 6€ EVAAKEG Y10 TV OVIIUETOTION AOUOEEDY
GTOVG 1GTOVG TTOL PPicKoVTal 6T0 E6MTEPIKO TNE KOPIAG (GVUTEPIAAUPAVOUEVOV TV KOPSIAKDY
BoABidwv) ot omoieg TpokaAovvTal 0o Evav Tomo Poaktnpiov mov ovopdleton Staphylococcus aureus.
XPpNCIHOTOIELTAL ETIONE Y10 TNV AVTIUETOTICT AOIUDEEDV GTO QL0 TOL TPOKOAOVVTAL 0TO TOV 1010
TOmo Paxmpiov 6tov cvoyetiletan pe Aoiuwén otnv Kapdid.

Avdloya pe To €100g TNG AolmENG N T@V AOUMEEWDV TTOV EYETE, O YIOTPOG GOG LTOPEL EMIONG VO dDGEL
ovvTayn Kot yio GAle aviiBaktnplakd evod moipvete Ogpaneio e Daptomycin/Accordpharma.

2. Tvpémer va yvopilete nprv oog yopnyn0Oei o Daptomycin/Accordpharma

Agv nipémer vo, oag yopnyeitan Daptomycin/Accordpharma

e mepintwon aliepyiag otn damTopvKivn 1 610 VOPOEELSI0 TOV VaTPiov 1| GE 0TO10ONTTOTE A0 TO,
OVOTOTIKG 0VTOD TOVL PAPUAKOL (AVOPEPOVTOL GTHV TAPEYPIPO 6).

Edv kdt 1€1010 10%0€1 Y10 €5AC, EVIUEPDGTE TOV YLATPO GAG 1) TOV VOGOKONO 6ag. Edv motevete 011
umopel va lote ahAepyikog, GLUPBOVAEVTEITE TOV Y1OTPO GAG 1] TOV VOGOKOUO GOG.

IIposgidomou|oelg Kan TPoPLAGEELS
AmevBuvheite oTov Y10TpO N TOV VOGOKOWO Gag TPV 6og yopnyndei to Daptomycin/Accordpharma.
- Av €yete 1 eiyote oto MAPEAOOV omotadnmotTe vePpikd TpoPAnuata. O yiotpdc cog pmopel va



ypewotel va oAldEer n 8601 tov Daptomycin/Accordpharma (BA. Tapdypago 3 avtod Tov
@VOALOD).

- [Meprotaciokd, aobeveic mov Aappdvovv Daptomycin/Accordpharma evéeyouévac va
avamToEOVY PUTKN evaistnoio 1 wOvo 1 poikn advvapio (BA. Tapdypaeo 4 avtod ToL POAAOL
00MYLDOV Y10, TEPLECOTEPES TANPOPOPIES). AV cvufel avtd, evuepdoTte o YoTpd oag. O
YwTpog cag Ba mpémel va S1evbetnoel avaivomn ailaTog Kot va GG GUUPOVAEYEL oV TPEMEL VOl
ovveyioete M| Oyl vo Aappdavete to Daptomycin/Accordpharma. T'evik®dg ta copntduoT
VIOYWPOVV EVTIOG LEPIKMY NUEPDV OO T OLOKOTT TNG XOPTYNONG TOL
Daptomycin/Accordpharma.

- Edv éyete exdnidoel moté coPapd depuatikd e&avonua 1 Eeprovdioua Tov dEpUATOC,
QAOKTOVEG 17/K0L OTOHOTIKG EAKT 1 coPapd vePPIKd TPoPAALOTO LETE T AMYT SATTOULKIVIG.

- Av giote mohd vépPapoc. Eivar duvatod ta eninedo tov Daptomycin/Accordpharma oto aipo va
glvar vYNAGTEPA OO AVTA TOL GNUELDVOVTOL O TPOCHOTO LEGOL PApovg Kot Umopel va
YPEOGTEL TPOGEKTIKT TOPOKOAOVONCT| GOG OE TEPIMTTOOT TOPEVEPYELDV.

Edv xémoto amd autd 1oy0eL Y10 €60G, EVNUEPDGTE TOV YLOTPO 1] TOV VOOTAEVTH GOG TPV TAPETE TO

Daptomycin/Accordpharma.

Evnuepaoote apéoms Tov Y1aTpo 1] T0V VOONLEVTH 60G £GV TOPOVGLACETE KATOL0 06 TO

TOPUKATO CUUTTONOTO:

- YoPapéc, ofeleg aliepyiéc avtidpdoelc £xovv mapatnpnbei oe acbeveic mov AdpPavay
Oepameio pe oYedOV OAOVE TOVG AVTIPOKTNPIOKODS TAPAYOVTES, CUUTEPIAAUPBAVOUEVOL TOV
Daptomycin/Accordpharma. Xto copntdpoto propet va teptlapBavetor cuptypos, duokorio
KaTd TNV avorvon, TPNEMO 6TO TPOGMTTO Kol 6To Ao, e€avinua kot kvidmon 1 TupeTos.

- "Exovv avoepbeil coPapég depraTikég StoTapayEG e TN YPNON SOTTOUVKIVIG. ZTO GUUTTOUATO TOL

eupaviCovtol pe auTég TIG OEPUATIKES SOTAPAYES UTOPEL VO GUYKATOAEYOVTOL TO. EENVG:

- veoeUPaVILOUEVOG TTUPETOG 1| EMOEIVMOGT TVPETOL,

- KOKKIVEG, ETAPUEVEC | TANPOUEVES LE VYPO dEPUATIKEG KNAIOEG TOV Umopel va EeKviicovy
amo TIC LOoYGAEG oG N TIC TEPLOYES TOV Bdpaxa 1 TG POVP®VIKAG ¥DPOg GO Kol UTopEl
va eEamimBovv o Lo peyaldTEPN TEPLOYN TOV CAOUATOSG GO,

- @AOKTOLVEG /KO EAKT) GTO GTOWO ) GTA, YEVVITIKA OpYAVA GOC.

- "Exet avagepbei éva cofapd veppiko mpdPfinua pe tn xpnion dartopvkivie. Ta copntodpota
uropel va tepthapfavouvy Tupeto kot eEavOnua.

- Toyov acvvifioto aicHnua ToaUATOg 1 LOVIGHO OTA ¥EPLO 1] TO TOJL, OTOAELN 0icOnomNg
N dvckoria oty kivnon. Edv couPei avtd, evnuepdote tov ylorpd cog o omoiog Ouo amopaciost
edv mpémel va cuveyioete T Oepamneia.

- Awgppota, iaitepa edv Topatnpnoete aipa 1 PAEVveS, 1 €dv 1 ddppota eEeryBel oe coPapn M
emipovn.

- Eupgdvion 1 emdeivaoon mopetov, fya 1 SuoKoA Katd Ty avamvor|. Avtd propei va gival
onueia pog omaviag aAld GoPapng TVELHOVIKNG SLUTOPUYNG TOL OVOUALETOL NOGIVOPIATKNY
avevpovia. O yutpdg cog 0o e£€TAGEL TV KATACTOOT TOV TVELLOVOVY Gog Kal Oa amopacicet
£av Ba cuveyioete 1 Oy v ayoyn ue Daptomycin/Accordpharma.

To Daptomycin/Accordpharma pmopei vo, etnpedoet Tig epyaotnplokég eEETAGELG TOV LETPOVV T
TNKTIKOTNTO TOL 0ipatdg coc. Ta amoteléopato wropel vo vITodEkviouY YOUNAT TNKTIKOTNTO EVO
OTNV TPOYUOTIKOTNTO VO UNV VITdpyeL TEToto TPOPANpa. '’ avtdv To Ady0 €lvar GNUOVTIKO Vo £XEL LT
oy o yotpds cag 6t AapPavete Daptomycin/Accordpharma. [Mopakaieicbe va evnuepmdvete 10
ywtpd cog o6t giote og Oepameio e Daptomycin/Accordpharma.

O y10tpdc oag B mpaypaTomolel eEETAGEIS AipLATOG Yo TV TOPpAKOAOVON OGN TNG VYEIG TOV HVDOV GOg
1600 T apyioete TN Oepancio pe Daptomycin/Accordpharma éco kat cuyva Kotd T diapketo
OVTNG.

Hoowd xon £pnpor

To Daptomycin/Accordpharma dev mpénet va. yopnyeital o€ maidid nAikiog kétw tov gvog £Tovg
KaOOC 6€ VT TNV NMKIOKTY OUAd0, EVOEYOUEVOC VO ELPAVIGTOVY GOPOPEC OVETIOVUNTES EVEPYELEC
ommg mapatnpnnke oe peréteg pe {ma.



Xp1on 6€ NAMKIOREVOVS
210 dropa nAkiog ave Tov 65 etdv propet va yopnyndei n 1dia 6601 OTMG GTOVS VITOALOUTOVG
EVIAIKEC, VIO TNV TPOHTTOOEST OTL 01 VEPPOTL TOLG AELTOVPYOVY KOAL.

Alro pappoxa ko Daptomycin/Accordpharma

Evnuepoote tov yratpd 1 Tov vocokdlo cag edv maipvete, Exete mpdopata mhpel 1} pmopel va mdpete

GAla @dppLoka.

Elvar dwaitepa onpavtikd va avagépete ta €ENG:

- Ddappoka Tov ovopdaloviol oTatives | GUTPATES (Yo peimon TG YoANoTEPIvg) 1
KuKAooTopivn (£va. QAPUAKELTIKO TPOTOV TOV YPTGILOTOLEITAL KATE T1) LETAUOGYEVCN Y1d VO
amoPeLYOEL 1 ATOPPIYT] TOV OPYAVOD 1] Y10 AAAEG KOTUGTAGELG, TT.). PEVUATOEON apOpiTida 1)
atomiky| deppatitida). Eivar duvatd o kivduvog Tapevepyeidv mov ennpedlovv Toug pug va etvar
LEYOADTEPOG OTAV TAIPVETE OTOLAONTOTE OO QLT T PAPLLOKE. (Kot OPIGHEVA AAAO TTOV
UTopovV Vo, EXNPEGGOLY TOVG HVG) KATA T dldpKeln TG Bepaneiog pe
Daptomycin/Accordpharma. O yiatpdg oG UTopel Vo 0TOPAGIGEL VO, [1T] GOG XOPNYNOEL
Daptomycin/Accordpharma 1 va. 6Topuathogl To GALO EAPLOKO Y10, KPS ¥povIKO S1EeTN L.

- INoveinova to onoio ovoudlovtal pun otepoeldn aviipAeypovadn eapuako (NSAID) 1
avaotoieic COX-2 (m.y. celecoxib). Avtd pumopel va TopEupouv 6Tig ETOPAGELS TOV
Daptomycin/Accordpharma ctovg veppovg.

- Ao 10V 6TOHATOG AVTITINKTIKA (.Y, Papeapivn), Ta omoia etvat GOPUAKEVTIKA TPOTOVTO TOV
amoTpETovV T dnovpyia OpduPov oto aipa. Mropel va kataotel avaykaio vo eAEyyeL 0
YWTpOG GOG TOV YPOvo THENC TOL OHUATOS GO,

Kinon kot Onhaopog

To Daptomycin/Accordpharma dev diveton cuvifmg o€ £ykveg yuvaikec. Edv eiote £ykvog 1) Onialers,
vopilete 6T pmopel va eioBe €yxvog 1 oyedidlete va anoktnoete Toudi, {nrnote ) cuPPovAn Tov
YLTPOD 1] TOL POPUOKOTOLOD GOC TPV Gag XopNyNOel avTd TO PAPOKO.

Mn OnAalete av AopPdavete Daptomycin/Accordpharma, yati mboavo va tepdoet 6to unTpikd yola
Kol VoL EnNpedoet To Ppépoc.

Odnfynon ko (EPLOROS PNYOVIRLATOV
Agv €youv avapepbel emdpdaoelg Tov Daptomycin/Accordpharma oty tkavotnTa 0dqynong 1 tov

YEWPIOUO LUNYOVILATOV.

To Daptomycin/Accordpharma nwegpiéyer varpro
Av106 10 Qappako mePLEYEL Arydtepo amd 1 mmol vatpiov (23 mg) avd groridio, nAadn oVCLUCTIKA
glvar «ehevBepo vatpiovy.

3. o yopnyeitor To Daptomycin/Accordpharma
To Daptomycin/Accordpharma cuvifwg Ba cag xopnynbei and yiotpd 1 voGoKOUo.

Evijlkeg (nhikiog 18 eT@v ko Gvm)

H 8601 e€aptdtor amd to Pépog cag kat To €id0g TG Aoipnwéng yio Tnv omoia Aopfdvetot ) Ogpamneia.
H ocvvnbiopuévn 660m yio eviidikeg eivon 4 mg yia kéOe yioypoupo (kg) copotikod apovg pio popd
v NUépPa Yo deppotikég Aoméeic § 6 mg yio kabe kg copatikod Bdpovg pia @opd tnv nuépa. yio
Aotlpwén oty kopdid 1 Aoipmén Tov aipatog mov cuoyetileton pe deppatikn Aoipmén N Aoipwén o
Kapdid. Xe eviiikeg aobeveic,  66om avtn yopnyeitol anevdeing oty KuKAo@opic Tov aiportog (Léca
og PAEP), glte ¢ Eyyvon duapkelag mepimov 30 Aewtmv gite mg Eveon ddpkelag mepimov 2 Aewtdv. H
010 060oM cvvicTatal o€ acbevelg dvm TV 65 etV VIO TNV TPOVHTOOEST OTL O1 VEPPOT TOVG
AELITOVPYOVV KOAG.

Av dev éyete koA veppikn Aettovpyia, propei vo Adfete to Daptomycin/Accordpharma Avydtepo
oLYVA, Y. Ao PEPQ TOPA LEPA. AV KAVETE aOKABOpOT KOl EAV 1) ETOUEVT SOCT GOG
Daptomycin/Accordpharma mpénet va yopnynei thv nuépa g arpoxdbapong, cuvnbwg Bo cog
yopnynOei Daptomycin/Accordpharma petd tnv aipoxdbapon.



Modra kar Epnpor (1 £og 17 eTdVv)

H 860m yuo madid ko éenPoug (1 émg 17 etadv) Oa e€aptnBel amd v nAikia Tov acBevoig Kot Tov
TO1o TG Aoip®éng Yo Tov omoio Aaufavovy Bepameio. H d6om avth yopnyeiton amevbeiog ot pon
ToV aipatog (o€ pio EAEPR), g £yyvon ddprelag nepimov 30-60 Aentdv.

Mo cepd Oepamentikng aymyng cuvifmg dtopkel 1 émg 2 efdondadeg yio Tic SEPLOTIKEG AOIUMEELC.
TMo AowdéEeig Tov aipatog 1} TG Kapdidg Kot dEpHaTog o y1aTpdc oog Ba amopacicet mowa Ba glvar m
Suapkela g BepamEVTIKNG GOG AY®YNG.

Aentopepeic 001 yieg Yo, TNV YPNON KOl TOV XEPIGUO divovial 6T0 TEAOG TOV PUAAOD OONYIDV.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovoldalovtal 6 GAOVG TOVE AvOPOTOLG,.

Ot 1o coPapég avemBOUNTEG EVEPYEIEG TEPLYPAPOVTAL TTO KATW:

YoPapic avemOOUNTES EVEPYELEG NE U1 YVOGTI SVYvOTNTA (1] GLYVOTNTA Ogv Umopel va exTiun et
pe Pdon ta drebéoipa dedopévar)

Y& OPICUEVEG TIEPUTTMOELS KOTA TN d1apkeLa TG xopnynong tov Daptomycin/Accordpharma éyet
avaeepbel avtidopaon vrepevarsOnciog (coPapn ariepyikn avtidpacn copmepIAaPovorEvng TG
ava@LAa&iog Kot Tov oyyeloodnuatog). Avti n cofapn aArepyikn avtidpaor ypnlel GUeoNs WITPIKNG
opovtidas. Evnuepmote apécmg tov yrotpd 1) ToV VOGOKOUO GOG £V ELOOVICETE KATO10 Ao TaL
TOPOUKATO CUUTTOUOTOL

- I16vo 1 6ei&ipo oto Bmpaka,

- E&avOnua i kvidwon,

- IIpr&yo yop® amd Tov Aapo,

- Tayd 1 0dOVaIO TOAUO,

- Zoprypo,

- [Mvpeto,

- Piyn 1 tpépovio,

- E&ayerc,

- Z6&n,

- AuroBopia,

- MetoAdikn yebon.

Evnuepdote apéomc 1o yotpo cog edv mapatnpioete aveénynto Hikd tdvo, evoichnoio 1| advvapio.
Ta poikd Tpofinparto pmopel va givar coPapd, Teplapfavorévng Kot g Hoikng Avong
(popoopvdivon), Tov UTopPEl va. £xoVV MG ATOTEAEGLA VEPPIKT BAAPT.

Aleg coPapég avemBOuNTEG EVEPYELEC TTOV £X0VV avopePDEL e T gp1on NG domTOpVKIvIG Elvat:
Mo omdvia aAAd SuvnTiKd cofapn TVELLOVIKT SLATOPOYT OV OVOUALETOL NOGIVOPIAIKT TVELUOVIA,
Kuplog petd and mepiocdtepec amod 2 efdouddsg Oepamneiag. To countd®poTo UmTopel va
cupmePAapPavouy ducKoAia KaTd TNV AvVomTVoT, EUEavion 1 emdeivoon Pya, 1 ELeavion 1
emdeivoon TupeToo.

- XoPapég depuatikéc dutapayéc. Ta copntdpota uropei va teptrapupavouy:

- VeoeUPaVILOIEVOC TUPETOG N EMIOEIVOGT TVPETOV,

- KOKKIVEG, DVIEPLYMUEVEG 1) YEUATEG e VYPO depHOTIKEG KNAIdEC TOV pmopel va
Eextvoouy and TG LOoYGAEG Gag N TIG TEPLOYES TOL Bdpaka 1 TNG POLPOVIKNG YDPOG
oag Kot uropei va eEamlmBovy o€ pa ueyohdTEPN TEPLOYN TOV CMOUATOS GOC,

- QAOKTOVEG /K0l EAKT) GTO GTOUN T} GTO, YEVVITIKG OpYOVE GOG.

- "Eva coPapd veppikd mpofinuo. To copntdpoto uropel vo teptlapfBavouy Topeto kol
eEhvOn .
Edv mapovcldcete autd T GUUTTOUATO, EVILEPDGTE TO YIATPO 1 TO VOGTAELTIKO TPOCHOTIKO AUECOC.



O ywTpog oag Bo Tpaypatomooel Tpdcbeteg eeTd ol yio va KAveEL Lol S1dyvmon.
O1 710 GUYVEG aVOQEPOUEVES OVETIBVUNTEG EVEPYELES TEPTYPAPOVTOL TTLO KAT®:

Yoyvés avemOounteg evépysreg (umopei va emnpedoovv péxpt kot 1 otovg 10 acbeveic)

- Mukn TG KEG AOUMEEIS OTTMG KOVTIVTIOGT,

- Ovporoipmén,

- Mewwpévog apfpog epvbpokuttapov (avorpio),

- Z6&\n, ayyos, duokoiio oTov VTTVO,

- IMovoképaloc,

- IMupetog, advvapio (acbévela),

- Yynin 1 xapnif aptnplaki mieon,

- AVGKOIMOTNTA, KOIALOKO GAYOG,

- Awgppota, Téon yio epeTo (voutia) 1 UETOC,

- Metewpiopdg,

- Kotaxo oionua 1 ddtoon,

- Agppoticd eEvOnua 1 kvnoudc,

- [16voc, payovpa i epuBpdTa 6TO OMpEio TNG EyYVLONG,

- [16vog ota yépra kot ta ToOd,

- AToTeEAEGLOTA EPYACTNPLOK®Y EEETACEMV TTOV OeiyvouV LYNAOTEPO EMITES D NIATIKOV eVIOU®V
N poogokvaong g kpeativng (CPK).

Aleg avemBOUNTEG EVEPYEIEG TOL UTOPEL VAL TAPOVGAGTOVV LETA TN Bepamneia e
Daptomycin/Accordpharma meptypdgovtat mo kéto:

'Oy ovyvég avemBOuNTES evépyeteg (umopel va ennpedoovy péypt kot 1 otoug 100 acbeveic)

- AwTapayég Tov aipatog (). avENUEVOG AptBOg TV IUKPOV COHOTIOI®MY TOV aipaTog Tov givat
YVOOTE MG UOTETAMO, TTOL UTopel va owénoet tnv tdon yio Tén Tov aipatog, 1 vVYnAdTEPQ
EMIMEDQ. OPIOUEVOV EODV AEVKOKVTTAP®YV),

- Mewopévn 6peén,

- AicOnuo toumuatog 1 povdlaoua 6T xEpLo 1 Ta TOdL, SLUTaPOYEG TG YEVGNG,

- Tpéuovio,

- Alhayég otov Kapdtako puBuod, eEdyerg,

- Avoreyia, pAeypovi TG YAOGGOG,

- E&GvOnpa pe kvnopod oto 6éppa,

- Mvikog Tovog, Kpauma 1 advvapia, pAEYHOVH ToV podv (Loooitida), Tévog oTic apfpdoels,

- Neppd TpofAquora,

- Ddleypovn ko epefiopdc TOV 1IGTOV TOL KOATOV,

- I'evikevuévog mévog 1 advvapio, KOTmon (kovpaon),

- ATOTEAEGLOTA ALULOTOAOYIK®Y EEETAGEMV OV dgiyvouy avénpéva eminedo Gokyapov aiplaToc,
KpeaTviviig opov, puoceaipivig 1 Yorloktikng debopoyovaong (LDH), mapatetapévog ypovog
TENG TOV QULOITOC 1) OLATAPAYXES TG IGOPPOTHOC AAGTOV,

- Dayovpa ot PATLO.

Yravieg avemOounteg evépyeieg (umopei va emnpedoovy péxpt kat 1 otovg 1.000 acbeveic)
- Kupiviopa tov 8épuatog kot Tov HaTidy,
- MMopatetapévog xpovog Tpobpoufivng.

Mn yvoeti svyvétinta (n cvyvotro dev umopel va. extiunBel pe Paon ta dwubéoiua dedopéva)
KoXitwda oyetilopevn pe aviifoktnplorkd, cuuneptAaifoavopévng g WeudopeuPpavadovs KOMTIO0G
(coPapn M emipovn Sudppota mov TEPLEXEL aipo Ko PAévva, Tov oyeTileTon pe Kotokd GAyog 1
TVPETO), EDKOAO UOAOTIGUO, AHOpPOyiec TV 0VA®Y 1 pvopparyies.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnpioete K4moo avemBOUnTn VEPYELL, EVILEPDGTE TOV YIATPO, TOV POPLOKOTOLO 1] TOV/TIV
VOGOKOWO GaG. AVTO 1GYVEL Kot Yio kKEOe mhavi| avemBountr evEPYELD TOV OEV AVOPEPETOL GTO TAPOV
@OALO 00Ny Ypronc. Mropeite emiong vo avagépete avemBOunteg evépyeleg amgvbeiag, LEGH T®V:



EAlrGoo

EBvikdc Opyaviopog Gapudkmv
Meocoyeiov 284

GR-15562 Xo,apydg, AbMva
TnA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Kvnpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Agvkooia

dag: + 357 22608649

Iotétomog: www.moh.gov.cy/phs

Méow g avapopds avemBOunToV gvepyeldv pumopeite va fondncete 61 cLALOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV AGPAAELY, TOV TOPOVTOC POPUAKOD.

5. Ilog va puiaocoete To Daptomycin/Accordpharma

- To @apuako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POAvVOLY Ta
TodLd.

- Na pn ypnoiponoteite avtd 10 GAPUAKO LETE TNV NUepounvio ANENG OV avapEPETAL GTO KOVTI
Kot v emonuavor petd  AHEH/EXP. H nuepopnvia AMéEng ivan 1 tehevtaio nuépa Tov
VO, TTOL OVOPEPETOL EKEL.

- dvidooete og yoyeio (2°C — 8°C).

6. Ieprerdpevo TG GVOKEVAGLOS KOl AOUTEG TANPOPOPIES

T epiéyer to Daptomycin/Accordpharma

- H dpactikn ovsia eivar 1 damropvkivn. Eva glaiidio kdvewg mepiéyel 350 mg 13 500 mg
domropvkivng.

- To GAho cvotatikd givar To VOPOEEido Tov vatpiov (Yo pOBuion tov pH).

Epeavien tov Daptomycin/Accordpharma kot wepleyOpevo TS 6VGKELAGING

To Daptomycin/Accordpharma x6vig yio evEGIHO S1AAVLA/SIEAV O TTPOG £YYVCT TOPEYETOL O CTEPED
VAKO 1| KOVIG a0l KITPIVOL TTPOG OVOIKTO KAPE YPMUATOC GE YUOAVO Qlaridto. [Ipwv amd
YOPNYNOT| TOV, AVOUELYVOETOL LUE SIHAVULA Y10 TO CYTIOTIGUO VDYPOV.

To Daptomycin/Accordpharma diatifetat o€ cuokevaoieg Tov 1 proidiov 1 TV 5 roMdiov.
Mmopei va, unv KokAo@opovV OAEC 01 GLCKEVAGIES.
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Av716 TOo QapprakevTIKO TPOidy £yl eykprOsei ota Kpatn Mékn tov EOX pe Tic axkéiovBeg

ovopooieg:
Xopa Emvon0¢ica ovopacia
, Daptomycin Accordpharma 350 mg/500 mg pulver zur Herstellung einer Injektions-
Avotpia . N
/Infusionslésung
Aavia Daptomycin Accordpharma
Dvhavsia \E)aa;[z;zmy0|n Accordpharma 350 mg/500 mg injektio-/infuusiokuiva-aine liuosta
OMuowvdia. | Daptomycine Accordpharma 500 mg poeder voor oplossing voor injectie/infusie
NopBnyio. | Daptomycin Accordpharma
Youndia. Daptomycin Accordpharma
Iphavdia _Df_;lpto_mygln A_ccordpharma 350 mg/500 mg Powder for solution for
injection/infusion
Malta Daptomycin Accordpharma 500 mg Powder for solution for injection/infusion
Togyum .
Anuoxperia Daptomycin Accordpharma
Kpoatia | Daptomicin Accordpharma 500 mg prasak za otopinu za injekciju/infuziju
IToAwvia | Daptomycin Accordpharma
Povuavia Daptomicind Accordpharma 350 mg pulbere pentru solutie injectabila/ perfuzabila
2 Daptomicind Accordpharma 500 mg pulbere pentru solutie injectabila/ perfuzabila
Shopevia _Da_i_pt_oml_cw_] Acco_rdpharma 350 mg/500 mg prasek za raztopino za
injiciranje/infundiranje
Mo Daptomycin/Accordpharma 350 mg k6vig yia gvéoio SidAvpe/didlvpa Tpog Eyyvon
Daptomycin/Accordpharma 500 mg k6vig yia vécio SidAvpe/didlvpa Tpog Eyyvon
TToptoyalrio, | Daptomicina Accordpharma

To mapov HALo 0dNYLAOV xpRoNS avadcmpOnke Yo TedevTaio popd ctic 02/2022




O Tinpo@opicc mov akoAovOoVV amevOOvovTaL povo o€ erayyeipatieg vyeiog:

Inuovtco: Tapakoid dwfdacte v Hepiinyn tov Xapaxtmpiotikdv tov [Ipoidvtog apv amd )
GUVTUYOYPAPNOT).

Odnyiec ypNonec Kot YEPLGLOD

Yvokevaocio 350 mg:

2T00¢ EVAAIKECG, 1) SomToULKIvY pmopel va yopnynoet evooeAéfia mg o Eyyoon yia 30 Aemtd 1 o¢ o
éveon yia 2 Aemtd. Ze avtifeon pe Toug eviAikeg, 1 damtopvkivn og Bo Tpémet va yopnyeiTol ¢ o
éveon yia 2 Aemtd 6Tovg Taudtatpikovg acbeveic. Ot moudiatpikol acheveig nikiog 7 €wg 17 etdv Ba
wpEneL va, AapBdvouy T damtopvkivn @g £yyvon yia 30 Aemtd. Ltovg ToidtaTpikovs a.obeveig nAtkiog
Kato Tov 7 etdVv o1 omoiot AauPdavovy pia 66om 9-12 mg/kg, n damtopvkivn Bo Tpémel va yopnyeitan
og mepiodo 60 Aemtdv. H mpoetolpacio tov Staddpatog yia £yyvon anottel £va emmAéov 6Tad10
StdAvong Onmg TEPLYPAPETAL O KATO.

Daptomycin/Accordpharma mov yopnysitanr ©g evéoprifra £yyven drapkerog 30 1 60 Aertdv

Yvykévipmon 50 mg/ml Daptomycin/Accordpharma yio £yyvomn TpoKOTTEL KOTOTLY AVOGVGTAGTG TOV
Avoeronompévon mpoidvtog pe 7 ml evéoyov dtaddpotog yrwpiovyov vorpiov 9 mg/ml (0,9%).

To Avogihomompuévo mpoidv ypetdletar mepinov 20 Aemtd yio va Stadvbei. To mTANpog avacvoTadéy
Poiov Ba etvar drowyég Kot Popel va vIapyovy LePIKESG PIKPEG PLGOAIDES 1} aPpOG YOP® amd TaL
TOLYMOUOTA TOL PLOAdioL.

I va Tpoetodoete Daptomycin/Accordpharma yuo evéogAépia £yyvon, napakaieicde vo
AKOAOVONCETE TIG O KAT® 0OMYies:

B0 mpénel vo, epapuocTovy PEB0dOL aoTyiog Kot TV ovachGTAeT 1 0Pai®mGT TOL AVOPIAOTOUEVOD
Daptomycin/Accordpharma.

Tio Avogbotaon:

1. Oo mpénel vo, a@alpeel TO AmTOGTMOUEVO KAAVUUO 0O TOAVTPOTVAEVIO YO VO, ATOKAALPOOVY
TO, KEVTPIKE TUNLATO TOV TOLOTOG Ot0 KOOLTCOVK. LKOVTIGTE TO TAV® HEPOC TOV TOUATOS OTd
KOOVTGOVK [LE £VOL LOVTNAGKL LLE OVOTTVELULA 1) KATTO10 GALO aVTIONTTIKO SLEAVUOL KoL
TEPIUEVETE VO 6TEYVDOGEL. MeTh 10 kabdpiopa, unv ayyi&ete To TdOUA amd KAOVTGOVK 1 UNV TO
agnoete vo £pbel oe emapn pe Kamola GAAN em@dveia. Avacvpote 7 Ml evéoipov dtaAduatog
yAwprovyov vatpiov 9 mg/ml (0,9%) péca oe pio cOPLyya YPNOYOTOIOVTOS Ui 6TEIpO fEAOVN
petapopdg 1 omoia £xel dSapetpo 21 gauge 1 KpoTepn, 1| Lo GLGKELT YOPIg PeEAdVN, KoL PHETd
gyY00TE apyd S1UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOVK HECH GTO QLOAISI0
Katevfvvovtag TV dxpn TS PeAGVNG TPOG TO Toiy®UA TOL PLoAdiov.

2. [Teprotpéyete amard 10 QLOAISI0 £TC1 MGTE VO SIUCPAAICTEL 1] TATPNG VYPOVOT] TOV TPOTOVTOG
Kol 6T oLVEXELR apNoTe To Yo 10 Aemtd.
3. Téhog, Oa Tpémel va TepIoTPEYETE/GTPLPOYVPIcETE UTUAL TO LOALOI0 Yo LEPIKA AETTE, OGO

YPEWOTEL, LEYPL VO TPOKVYEL £Val O100YEG avaoLOTAOEY dtdAvpa. AToevyeTte TNV éviovn
avaKivinen Tov QLoALdiov yio va pn onovpyndet appdc 6to Tpoiov.

4, Ipwv and ™ ypnon Oa wpénel va eEléyEete 10 avacvoTaféy SLOAV A TPOGEKTIKE Y10, VO
BeParmBeite 611 TO TPOIOV £xEL Yivel Sdhvpa Kol Yo va TO EEETAGETE OMTIKA Y10l TUYOV TAPOLGIL
copatidiov. To ypodua tov avacvotadéviov dtaivpdtov tov Daptomycin/Accordpharma
Kopaivetot amd amado Kitpvo £m¢ avoryTod Kaps.

5. 1 cvvéyetn to avaovotobéy ddlvpa Oa Tpémet va apoiwbel pe yropiovyo vatpio 9 mg/ml
(0,9%) (cvviOng dyKkog 50 ml).

T v apaioon:

1. Aopaipiote apyd to avoacvotabéy diivpo (50 mg damtopvkivng/ml) amd o praridio
YPTCULOTOIDOVTOG [0 VEX OTEIPA BELOVT PETOPOPAC 1| omoia £xel didpeTpo 21 gauge 1
UIKPOTEPT] AVTIOTPEPOVTAG TO PLAAISI0 aprvovTag £Tot TO dtdAvpa va d1oyeTevbel mpog To



OO XPNOLUOTOLDOVTOS K0 GVPLYYa, EICAYETE TN PEAOVN LEGO GTO OVTEGTPULLEVO QLOAIDLO.
Kpatdvtag to praiidio avieotpappévo, Torobetnote v akpn g PeAOvNg eVIEADS GTOV
TuOpEVA TOL SHADOTOC PEGH 6TO PLOAido KabmG avachpete To dtdAvpa otn cvpryya. [pwv va
apaipéoete TN Perdvn amd o PLoAid10, TEcTE TO EUPOA0 PEXPL TO TOW® UEPOG TOV GOANVO. TNG
oVPLYYaS €161 MOTE VoL aQatpedel TO AmOITOVIEVO SIIAVUA OTTO TO AVIEGTPOULEVO GLUAISLO.

2. ExdudEre Tov 0épa, Tig LeYIAES PUOAAIOES, KOl OTTOLOONTOTE EMITAEOV SLIAV LA £TGL DGTE VL
TETVYETE TNV ATALTOVUEVT dOGN).

3. Metogépete v anartodpevn avacvotabeica 60om og 50 ml yAmprovyov vatpiov 9 mg/mi
(0,9%).

4. To avacvoTapévo Kot apatopévo dtdivpa Bo tpénet petd va yopnynbei pe £yyvon evoopréPia

v tepiodo 30 1 60 Aemtmv.

To Daptomycin/Accordpharma dev givor Quotk®g 1 YNUIKOS cLUPATO LE SIOADUOTO TEPIEXOVTO
yAvkoln. Ta axdrlovba Exovv kataderydei wg cupPatd dtav TpoctiBeviol oe SAVPATA £YYVOTG TOL
nepiEyovv Daptomycin/Accordpharma: altpgovaun, keptalidipn, KeQTplo&ovn, yevTopKivn,
oAovKovaloAn, Aefoprolacivn, viomauivn, nmopivn kot Adokaivn.

O cvvdLaGEEVOG YPpOVOG POAAENG (0VaGLOTAPEVOD SLOADATOC GE PLOAISIO KOl OPULMUEVOD
daAdpotog o€ odko Eyyvong) otoug 25° dev Ba mpénet vo vrepPaivel Tig 12 dpeg (24 dpeg ov
eVAGoGETOL 68 YUYEID).

H o1abepdmra Tov apotmpévon StaADIATOG EVTOS TV olKmv £yyvong Kabopileton otig 12 dpeg
o610vg 25°C 1 24 mpeg av puAacceTal o cuvOnKkeg yoyeiov otovg 2°C — 8°C.

Daptomycin/Accordpharma mwov yopnyeitar vwoé popei) 2-Aent@v evooQLEPLaG Eveong (evijikeg
a60gveic povo)

Agv pémet va, ypnoponoteiton Howp yio. TV avacvotoot tov Daptomycin/Accordpharma yio
gvdoeAEPLa éveon. To Daptomycin/Accordpharma npémet povo vo avachoTaTol He YAmPLOvYO0 VATPLO
9 mg/ml (0,9%).

Evéoyo Daptomycin/Accordpharma cvykévipmong 50 mg/ml dnpovpyeitar pe v avocdotacn Tov
Avoeronompévov mpoidvtog pe 7 ml evéoyov dtaddpotog yrwpiovyov vorpiov 9 mg/ml (0,9%).

To Avogilomompuévo mpoidv ypetdletar mepinov 20 Aemtd yio va. Stadvbeil. To mTANpwg avacvotadéy
7TPo1ov Oa etvar dtowy£€g Kot UTopel v VITAPYovV UEPIKEG UIKPEG PLGOAIDES 1} APPOG YOP® ATTd TO.
TOLYMOUOTO TOL PLOASi0oL.

INa va npogtoudoste Daptomycin/Accordpharma yia evéo@Aépia éveon, mapakaleicOe vo

aKOAOVONGETE TIG IO KAT® 001Yies:

O mpénel va, ePapuocTovy PHEH0dOL acTyiog Katd TV ovacOGTIGT TOV AVOPIAOTOINUEVOL

Daptomycin/Accordpharma.

1. ®a mpénet vo apapedel TO ATOGTOUEVO KAAVUO 0O TOAVTPOTVLAEVIO Y10l VO ATOKOALPHOVY
TO, KEVTPIKE TUAUATO TOV TOLOTOG OO KAOVLTCOVK. LKOVTIGTE TO TAV® LEPOG TOL TAOUAUTOS OO
KOOVTOOVK UE VO, LOVINAGKL [LE OVOTTVELLE, 1] KATTO10 GAAO OVTIGNTTIKO StGAL L0 KO
TEPUEVETE VO 0TEYVDOOEL. MeTA 10 kaBdpiopa, unv ayyi&ete To TOUA ond KOOVTGOVK 1 U1V TO
agnoete vo £pbel oe emapn pe Kamola GAAN empaveio. Avacvpote 7 Ml evéoipuov S1olduatog
yroprovyov vatpiov 9 mg/ml (0,9%) péoa og pia cHpryyo yxpPNCILOTOIOVTOG Lo oTeipa Pelovn
petapopdg 1 omoia £xel dSiqpetpo 21 gauge 1 KpoTePN, 1| Lo GLGKELT YPIg PEAdVN, Kol PHETA
€yx0oTe apyd S10UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOUK LECH GTO PLOAIOI0
KatevBvuvovTtag TV aKpn TG PEAOVING TTPOG TO TOYOMUE, TOV PLOALSiov.

2. [Teprotpéyete amard 10 PLOAISI0 £T61 MOTE VO SIUGPAACTEL | TANPNG VYPAVGT TOL TPOTOVTOC
K0l 0T GUVEKELN 0PN oTE TO Yo 10 Aemtd.
3. Téhog, Do Tpémel va TePIoTPEYETE/GTPLPOYVPIGETE AUAL TO LOAIOI0 Yo LEPIKE AETTA, OGO

YPEWOTEL, LEYPL VA TPOKVLYEL £VOL SLOVYEC OVOGVGTOOEY StdAvpa. ATophyeTe TNV £viovn
avakivnon Tov eloAdiov yuo va pn onovpyndet appdc 6to Tpoidv.
4. Ipwv and ™ ypnon Ba wpénel va eEréyEete 10 avacvoTaféy SRV TPOCEKTIKG, Y10l VO



BePorwbeite 611 TO MPOIOV EYEL YivEL SLAAVLA KO Y10 VAL TO EEETAGETE OMTIKA Y10 TUYOV
nmapovsio copatdiov. To ypdpe tov avacvotadévieov dtuivpdtov Tov
Daptomycin/Accordpharma xvpaivetot amd amald Kitpvo Emg avorytd Kaps.

5. Aopoapéote apyd to avocvotabéy didvpo (50 mg damtopvkivng/ml) amd 1o praridio
YPNOOTOIDVTOG La GTEIPO PEAOVT] HETAPOPAG 1) OTT0i0L ExEL dripeTpo 21 gauge 1 LkpoOTep).
6. Avtiotpéyete To ELOAS10 AP vovTag €161 TO dtAvpa va 510 eTeLOEL TPOG TO TAOL.

XPpNGIHLOTOIDVTOG [0l VEQ GOPLYYO, ELGAYETE TN PEAOVI LEGH GTO OVTEGTPOUEVO PLOAISIO.
Kpatdvtag to praiidio avieotpappévo, Tomobetnote v akpn g PeAOvng eVieADS 6TOV
molpéva Tov dteAdpaToc péca 6to Praridto kabdg avacHpete 1o dtdAvpa otn cvpryya. Ipwv va
apaipéoete TN PeAdvn amd o PLoAid10, TEGTE TO EUPOA0 PEXPL TO TOW® UEPOG TOV GOANVO. TNG
oVPLYYOG £TGL MOTE VO, apapedel OA0 TO SIHAVIO OO TO AVTEGTPUUUEVO GLOAISLO.

7. Avtikotaotiote T Beddvn pe pia véa Peddvn yia v evooAréfia Eveon.

8. Exdid&te Tov 0épa, TIg LEYUAES PUCAAIDES, KAl OTOL0ONTTOTE EMTAEOV dIAAVUA £TCL DOTE VAL
TETVYETE TNV ATALTOVUEVT dOGN).

9. 21 ovvéyeln To avaovotafév dilvpa Ba tpémel va xopnynOel pe evoopAiéPia Eveon apyd yia
2 Aemtd.

H ymukn ot uetkn otabepdtra Katd T S1GpKELD ¥PoNS 6TO avacVOTUOEY 1AV EVTOC TOV
olodiov &yetl amoderybel yio 12 dpeg otovg 25°C kot puéypt 48 mpeg av puidooetar o€ yoyeio (2°C —
8°C).

Ouwg, amd pikpoProroyikng dmoyng to Tpoidv Bo mpénet va ypnoponomel apécme. Av dev
ypnoonon el apéoms, ot xpovol PUANENG LETAED TV XPNCEMV OTOTELOVV EVBVVT] TOL YPOTN Kot
Kavovikd dgv mpémet va vepPaivovv Tig 24 mpeg og Beppokpacia 2°C — 8°C extdg edv n
avacvotoaon/apainon ELafe xdpa VIO EAEYXOUEVES Kol ETIKVPOUEVO AOTTTEG GUVOTKEG.

AVT0 TO POPUOKEVTIKO TPOIOV OEV TPEMEL VO, AVOUELYVOETAL E AAAN PAPUAKEVTIKH TPOTOVTO EKTOG
oo eKEivO TOV OVOLPEPOVTOL TTLO TTAV®.

Ta graridia tov Daptomycin/Accordpharma sivon piag yprong povo. Tvxdv pn-xpnoonoimbéy
StdAvpa To 0moio TapapEVEL 6TO PLOAidLo Oa TPEMEL v amoppinTETOL.



O T po@opicc Tov akorovB0VY aTELVOVVOVTAL HOVO GE ETOYYEALUATIES TOV TOUED VYELOVOUIKIG
nepibaiync:

Inuovtko: Tapakoid dwwfdacte v epinyn tov Xapaxtmpiotikdv tov [Ipoidvioc mptv amod
GLVTAYOYPAPNOT.

Odnyieg ypNomnc Kot YEPIGLLOV

Yvokevaocio 500 mg:

2T00G EVAAIKEC, damtopukiv pmopel va xopnynei evéopAiépia og pia £yyvon yuo 30 Aemtd | og pio
éveon Yo 2 Aentd. Xe avtifeon pe Toug EVIIMKEG, 1) SUTTOHVKIVY de Bol TPETEL VaL XOpMYEITOL (O Lo
éveon yia 2 Aemtd oTovg Taudlatpikovg acheveic. Ot modatpucoi acbeveig nhciog 7 £wog 17 etdv Ba
wpénel va, Aapfdvouy tn damtopvkivn mg £yyvon yia 30 Aentd. Xtovg Toudiotptkovg acbeveig nAtkiog
KGTm TV 7 €1dV ot omoiot AapPavovv pio 66om 9-12mg/kg, n damtopvkivn Oo mpémet va yopnyeita
og mepiodo 60 Aentddv. H mpoetoypacio tov StaAdpatog yio £yyvon anottel £va emmAéov 6TAd10
dtdAvong OTm¢ TEPLYPAPETAL TO KAT®.

Daptomycin/Accordpharma mov yopnyeitar wg evoo@réfra £yyvon owdpkerag 30 1) 60 Aewtdv

Yuykévipmon 50 mg/ml Daptomycin/Accordpharma yia £yyvon mpokOTTEL KATOTY OVAGVOTAGTG TOV
Avoerdomomuévov tpoiovtog ue 10 ml evéoypov dakvpotog yAwprovyov vatpiov 9 mg/ml (0,9%).

To Avogihomompévo poidv yperdletar mepinov 20 Aentd yio va Stadvbei. To mANpwg avacvotadéy
TPo1ov Ba etvar dtowy£€g Kot UITopel va VITAPYOVY UEPIKES UIKPEG PLGOAIDES T} APPOG YOP® ATTO TOL
TOLYMOUOTA TOL PLOASioL.

I va Tpogtodoete Daptomycin/Accordpharma yuo evéoeAépia £yyvon, mapakaieicde vo
aKOAOLONGETE TIG O KAT® 0dNYiES:

Oa tpémet va epopprostovV LEBodol aonyiog Katd TV avachoToon 1 apaioT] ToV AVOPIAOTOMLEVOL
Daptomycin/Accordpharma.

Tia v avoagboraon:

1. B0 mpénel vo, apalpedel TO ATOGTMOUEVO KAAVUUO, 0O TOAVTPOTVLAEVIO Y10 VO, ATOKOALPOOVY
TO, KEVTPIKE TUAUOTO TOV TOLOTOG Ot0 KAOLTCOVK. LKOVTIGTE TO TAVE® PEPOG TOV TAOUATOS OO
KOOVTGOUK [E £VOL LOVTNAGKL LLE OVOTTVELLLA 1) KATTO10 GALO OVTIONTTIKO OLAAV LA Kot
TEPIUEVETE VO 6TEYVDGEL. MeTd 10 kabdpiopa, unv ayyifete To TOUA 0md KAOVTGOVK 1| NV TO
agnoete vo £pbel oe emapn pe Kamola GAAN emedvela. Avacvpate 10 ml gvésiuov dtodldpotog
yrwprovyov vazpiov 9 mg/ml (0.9%) péoa o€ pia cOPyyo XPNOILOTOIOVTAS [ oTEIpa BEAOV
petapopdg 1 omoia £xel dSapetpo 21 gauge 1 pKpoTepn, 1| Lo GLGKELT YOPIig PeAdVN, Kot peTd
£YY00TE 0Pyl SUUEGOV TOV KEVTIPOL TOL TAOUATOG 0O KAOVTCOVK UEGH GTO PLOAIdI0
KatevfvvovTag TNV akpn TS PEAGVNG TPOG TO TOIY®E TOV PLOALSIOV.

2. [Teprotpéyete amard 10 PLOAISI0 £T01 MOTE VO SIUGPAAICTEL | TANPNG VYPAVGT TOL TPOTOVTOC
Kol 6T oLVEXELR apnoTe To Yo 10 Aemtd.
3. Téhog, Oa Tpémel va TePIOTPEYETE/GTPLPOYVPIGETE ATOAC TO PLOAIOIO Y10, LEPIKE AETTA, OGO

YPEWOTEL, LEYPL VO TPOKVYEL £Val S100YES avaoLOTAOEY dtdAlvpa. AToevyete TNV éviovn
avakivinen Tov laidiov yuo va un onovpyndet appdc 6to Tpoiov.

4, Ipwv and ™ ypnon Oa wpénel va eEléyEete 10 avacvoTabéy SLOAV N TPOGEKTIKE Y10, VO
BeParmBeite 611 TO TPOIOV £xEL Yivel Sdhvpa Kol Yo va TO EEETAGETE OMTIKA Y10l TUYOV TAPOLGIL
ocopatidiov. To ypodua tov avacvotadéviov dtaivudtov tov Daptomycin/Accordpharma
Kopaiveton amd amado Kitpvo £m¢ avolyTod Kops.

5. 1 cvvéyetn To avaovotobéy didlvpa Oa Tpémet va apoiwbel pe yroplovyo vatpio 9 mg/ml
(0,9%) (cvviOng dyKkog 50 ml).

Lo v apaicwon:
1. Aopoapéote apyd to avoocvotabéy didvpo (50 mg damtopvkivng/ml) amd 1o praridio
YPTOLLOTOIOVTOS (oL VEX oTEIPO BELOVT LETOPOPAC 1| omoia Exel dtdpueTpo 21 gauge ,



UIKPOTEPT] AVTIOTPEPOVTAG TO PLAISI0 apNvOVTaG £TGL TO SdAV LA Vo d10yeTELOEL TPOC TO
TOUO. XPNGIULOTOIDOVTOG oL GUPLyYo, EIGAYETE TN PEAOVN LECH GTO OVIEGTPAUUEVO PLOALS10.
Kpatdvtag to eroridio aviestpappévo, Tomofetnote Ty akpn g PEAOVNG EVIEADG GTOV
ToOpPEVA TOL SHADOTOC PEGH 6TO PLOAido KaBmG avachpete To dtdAvpa otn cvpryya. [lpwv va
agalpéoete T PeAdvn amd to PLoAidlo, méote To EUPoro PEXPL TO Tow LEPOG TOL GOANVA TNG
oVPLYYaS €161 MOTE VoL apatpedel TO AmOITOVIEVO SIIAVUA ATTO TO OVIEGTPOUUEVO (LOALD1O.

2. Exbid&te Tov 0épa, TIg LEYUAES PUCAAIOES, KAl OTOL0ONTTOTE EMTAEOV JIAAVUA £TCL DOTE VAL
TETVYETE TNV AMALTOVUEV dOON.

3. Metogépete v anartodpevn avocvotabeica 66om og 50 ml yAmprovyov vatpiov 9 mg/ml
(0,9%).

4. To avacvoTapévo Kot apatopévo dtdivpa Bo tpénet petd va yopnynbei e £yyvorn evoopréPia

v wepiodo 30 1 60 Aemt@v.

To Daptomycin/Accordpharma dev givor Quotk®g 1 YNUIKGOS cVUPaTd e SIOAD AT TEPLEXOVTOL
YAvkoln. Ta akdrovBa Exovv kataderyBel g cupPatd dtav TpootiBevial og dStudvpata £yYLoNG TOL
nepiEyovv Daptomycin/Accordpharma: altpgovaun, keptalidipn, KepTpra&ovn, yevTapkivn,
@AovkovaloAn, Aefoprolacivn, viomauivn, nmopivn kot Adokaivn.

O cuvdLaGEEVOG YPOVOG POAAENG (0VaGLOTAPEVOD SLOADLATOC GE PLOAISIO KOl OPOLmUEVOD
SoAdHaTog 68 6AKOo Eyxvong) otovg 25°C dev Ba mpémel va vepPaivel Tig 12 mdpec (24 dpeg av
@VAGoGETOL 6€ YUYELD).

H otafepotnta 100 apat@pévon SloAduatog evtog Tav cakmv &yyvong kabopiletar otig 12 dpec
o610vg 25°C 1 24 mpeg av puAacceTal o cuvOnKkeg yoyeiov otovg 2°C — 8°C.

Daptomycin/Accordpharma mwov yopnyeitar vwoé popei) 2-Aent@V evooPLEPLaG Eveong (eEviIfAKeES
ac0eveic povo)

Agv mpémet va, ypnopuonoteitol Kéwp ya v avacvotoon Tov Daptomycin/Accordpharma yio
evoopAEPia éveon. To Daptomycin/Accordpharma npénet povo va avoaocivotatot pe yAmplovyo vaTplo

9 mg/ml (0,9%).

Evéouyo Daptomycin/Accordpharma cvykévipmong 50 mg/ml dnpovpyeitar pe v avocdotacn Tov
Avo@idomomuévov tpoiovtog ue 10 ml evéoipov dakvpotog yAwprovyov vatpiov 9 mg/ml (0,9%).

To Avogilomompuévo mpoidv ypetdletar mepinov 20 Aemtd yio va. Stadvbeil. To mTANpog avacvoTadéy
Poiov Ba etvar drowyég Kot UTopel va VIapYovV LEPIKEG PIKPEG PLGOAIDES 1] APPOG YOPW ATTO TaL
TOLYMOUOTO TOL PLOAdioL.

I va Tpogtondoete Daptomycin/Accordpharma yio evéogAépia £veon, mapakareicOe va

aKOAOVONGETE TIG IO KAT® 001Yies:

B0 mpénel va, epapuocsTtovy PEHodoL acnyiog Katd Ty ovacOGTIGT TOV AVOPIAOTOINUEVOL

Daptomycin/Accordpharma.

1. ®a mpénet vo aparpedel TO ATOGTOUEVO KAAVUO 0O TOAVTPOTVLAEVIO Y10l VO ATOKOALPHOVY
TO, KEVIPIKE TUNLOTO TOV TOUOTOG A0 KAOVTGOVK. ZKOVTIOTE TO TAVE® UEPOG TOL TAOUOTOS OO
KOOVTOOVK UE VO, LOVINAGKL [LE OVOTTVELLE, 1] KATTO10 GAAO aVTIONTTIKO StOAvO Kot
TEPIUEVETE VO, 6TEYVDGEL. MeTd 10 kabdpiopa, unv ayyiete To TOUA amd KAOVTGOVK 1 LNV TO
apnoete va £pbel oe emapn e Kamola GAAN emedvela. Avacvpate 10 ml gvésipov dtodldpotog
yroprovyov vatpiov 9 mg/ml (0,9%) péoa og pia cHpLyyo ypNCILOTOIOVTOG Lo oTeipa Pelovn
uetapopdg n omoia £yetl diauetpo 21 gauge 1 WKpoOTePN, 1| Lo GLGKELT YWPIC PeAdVN, KoL HETA
€yx0oTe apyd S10UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOUK LECH GTO PLOALOI0
Katevfvvovtag TNV akpn TG PeAdvng TPog To Toiy®e Tov ELoAdiov.

2. [Teprotpéyete omard 10 PLOAISI0 £T01 DGTE VO SIUGPAAIOTEL | TANPNC VYPAVGT TOL TPOTOVTOC
K0l 0T GUVEKELN 0PN oTE TO Yo 10 Aemtd.
3. Téhog, Oa TpEMeL va TEPIOTPEYETE/GTPIPOYVPIGETE ATAAG TO PLOAISIO V1oL HEPIKE AETTTA, OGO

YPEWOTEL, LEYPL VA TPOKVLYEL £VOL SLOVYEC OVOGVGTOOEY StdAvpa. AToEOyeTe TNV £vIovn
avakivnon tov eraAdiov yia va pn dnpovpyndel appdc oto mpoidv.



4, IIpwv amd 1 gpnom Ba mpénetl va eléyEete TO0 avacLOTUOEY SIAAVLLO TPOGEKTIKA Y10 VO
BePoarmBeite 6T TO TPOTOV E)EL Yivel Sidhvpa Kol Yo va TO EEETAGETE ONTIKA Y10l TVYOV TAPOLGI
ocopatidiov. To ypodua tov avacvotadéviov dtadvudtov tov Daptomycin/Accordpharma
Kopoivetol amd omaid Kitpvo £mg avolyTtd KapE.

5. Agapéote apyd 10 avacvotabéy diddvpa (50 mg dantopvkivng/ml) amd o eroAido
YPNOLOTOIDVTAG La GTEIPA PEAOVT HETAPOPAG 1) om0l £xEL didpeTpo 21 gauge 1 pikpoTepn.
6. AvTioTpEYETE TO PLOAISI0 APVOVTOG £TGL TO SIEALLLO VO S10(ETEVOEL TPOC TO T

XPNGUOTOIHVTOG ol VEQ GUPLYYQ, ELGAYETE TN PEAOVI LEGH GTO AVIEGTPALUEVO PLOAISIO.
Kpatdvtag to praiidio avieotpappévo, Tomodetnote v akpn g PeAdvng eViEADS 6TOV
TuOpEVA TOL SHADUTOC PEGO 6TO PLoAidio Kabmg avacvpete To dtdAvpa otn cvpryya. [pwv va
agaipéoete TN Perdvn amd o PLoAid10, TEGTE TO EUPOAO PEXPL TO TOW® UEPOG TOV GOANVO. TNG
oVPLYYaS €161 MOTE Vo apatpedel OO TO SIAVUA OO TO AVIEGTPALUEVO PLOAIDLO.

7. Avtikotaotiote T Peddvn e pia véa Beddvn yia Ty evooeAEfia Eveon.

8. Exdid&te Tov 0épa, TIg LEYUAES PUOAAIOES, KAl OTOLOONTTOTE EMTALOV SIAAVUA £TCL OOTE VAL
TETVYETE TNV AMALTOVUEV dOON.

9. 21 ovvéyetn To avaovotadév dilvpa Ba Tpémel va xopnynOel pe evooeAiéPia Eveon apyd yia
2 Aemtd.

H ynpu ko puoikn otabepdtnta Katd T SdpKeLo XP1oTG GTO avacLGTAOEY dtdAvpa EVTOG TOV
olodiov &yetl amoderybel yio 12 dpeg otovg 25°C kot puéypt 48 mpeg av puidooetar o€ yoyeio (2°C —
8°C).

Ouwg, amd pikpoProroykng dmoyng to Tpoidv B mpénet va ypnoonomel apécme. Av dev
ypNooron el auésms, ot xpovol GUAAENG LETAED TV XPNCEMY OTOTEAODY EVOVVT TOV ¥PNOTN KoL
Kavovikd dgv mpémet va vepPaivouv Tig 24 mdpeg og Beppoxpacia 2°C — 8°C extdg edv n
avacvotoon/apainon ELafe xdpa VIO EAEYXOUEVES Kl ETKVPOUEVES OCTTTIKEG GLUVOT|KES.

AVT0 TO POPUOKEVTIKO TPOIOV OEV TPEMEL VO, AVOUELYVVETOL UE GAAL QAP UAKEVTIKG TPOTOVTO, EKTOG
amo exeivo TOV OVOPEPOVTOL TTLO TTAV®.

Ta @uokide, tov Daptomycin/Accordpharma givou piog yprong povo. Toxdv un-ypnoipomombéy
SlAvpa To 07010 TOPAUEVEL GTO PLOAidL0 Oa Tpémel va amoppinTeTol.



