@viro ooy ypiong: IIAnpoeopics yra 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 OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

70 QappoKxo, HOTL TEPLAUPPEVEL CNUAVTIKEG TAPOPOPIES VI COG.

- DuraEre avtd To EUALO 0dN YDV Yprione. Towg ypelaotel va 1o dafdoete Eava.

- Edv éxete mepartépw amopieg, p@TNoTE TO Y10TPO N TO VOGOKOLO GOG.

- H ocvvtayn yU avtd 10 approKo xopnynnke amokAEIoTIKA Yio 60G. Agv TPETEL VO ODGETE TO
0apuoxo og GArove. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0Eveldg Toug givar 1010 pe ta S1Kd Gog,.

- Edv mapotnproete KOmoo avemBOunTn eVEPYELX, EVILEPMDGTE TO YIATPO 1] TO VOGOKOUO GOG.
Av10 1oyt Kot Yo kéBe mbavn avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPOV GUALO
odnywdv ypnons. Biéne mapdypapo 4.

T Tepréyer 1o Tapév Ao 00N YIOV:

T etvon To Daptomycin/Accordpharma kot o givoit 1y xprion Tov

T mpénet va yvopilete mpv oag yopnynOei to Daptomycin/Accordpharma
g yopmyeitar to Daptomycin/Accordpharma

[MBovég avemBOunteg evépyeteg

Idg va puidooete To Daptomycin/Accordpharma

[epreydpevo g cuokevaciog kot Aouég TANPoPopies

ALY

1. T givan To Daptomycin/Accordpharma ko oo givan 1 (prion Tov

H dpactikn ovcia 6o Daptomycin/Accordpharma kovig ylo evEGLUO SIOAV I/ SLaAv U TPOG Eyyvom
glvar m damtopvkivn. H domropvkivy eivorl avtifaktnplokd 1o 0moio Wwopel vo GTOpaTHGEL TNV
avénon opopévov Baktnpdiov. To Daptomycin/Accordpharma ypnoiponoteitan o€ eVAKeS Kol o€
o1 kot £enPovug (Mkiag amd 1 €mg 17 TdV) Y10 TNV OVIILETOTIOT AOIUMEE®V dEPHOTOG KL 10TMV
KGT® 0o 10 OEppa. XPNOUOTOLEITOL ETIONG Y10 TNV AVTIUETOTICT AOUDEEDY GTO aiipa OTOV
ovoyetilovtar pe Aoipmén oto dépua.

To Daptomycin/Accordpharma ypnoionoleitol ETiong 6€ EVIAMKEG Y10 TNV AVTIUETOTION AOUDEEDV
GTOVG 1GTOVG TTOL PPIicKOVTOL GTO EGMTEPIKO TNG KOPOLAS (GUUTEPIMAUPAVOUEVOVY TOV KOPIIUKDV
BaABidwv) ot omoieg mpokalovvtal and Evav Tomo Paktnpiov mov ovopdletan Staphylococcus aureus.
XPNCILOTOIELTOL ETIONE YO TNV AVTIUETOTIOT AOIUOEED®V GTO QL0 TOL TPOKOAOVVTAL 0TO TOV 1010
TOmo Paxmpiov 6tov cvoyetileton pe Aoiuwén otnv Kapdid.

Avdloya pe To €100g NG AolmENG N T@V AOUMEEWDV TTOV £YETE, O YIOTPOG GOG UTOPEL EMIONG VO dDGEL
ouVTAYT Kot Yo GAAa avTifaktnplakd eved maipvete Oepamneio pe Daptomycin/Accordpharma.

2. Tvpémer va yvopilete Tpv oog yopnyn0sei o Daptomycin/Accordpharma

Agv nipémer vo, oag yopnyeitan Daptomycin/Accordpharma

e mepintwon aliepyiag otn damTopvKivn 1 610 VEPOEELSI0 TOV VaTPiov 1| GE 0TO10ONTTOTE A0 TO,
GLOTATIKA 0LTOD TOV POPLAKOL (avaPEPOVTL GTNV TOPAYPOPO 6).

Edv kdt 1€1010 10Y0€1 Y10 €5, EVIUEPDGTE TOV YLATPO GAG 1) TOV VOGOKONO 6ag. Edv motevete 0TL
umopel va lote ahAepyikog, GLUPBOVAEVTEITE TOV Y1OTPO GAG 1] TOV VOGOKOUO GOG.

IIposgidomou|oelg kKon TPoPLAGEELS
AmevBuveite oTov Y10Tpd N TOV VOGOKOWO Gag TPy 6og yopnyndei o Daptomycin/Accordpharma.
- Av €yete 1 eiyote oto MAPEAOOV omotadnmotTe vePpikd TpofAnuata. O yiatpdc cog pmopel va



ypelnotel va oAAGEel T 06on Tov Daptomycin/Accordpharma (BA. Tapdypago 3 avtod Tov
@OALOV).

- [eprotaciokd, acbeveic mov Aappdvovv Daptomycin/Accordpharma gvégyopévac va
avamToEOVY HUTKN evaistnoio 1 TOvo 1 poikn advvapio (BA. Tapdypaeo 4 avtod ToL POAAOL
00N YLDV Y10 TEPLGGOTEPEG AT POPOpiES). Av cupPet avtd, evnuepdote 10 YoTpod cog. O
yYwTpog cag Ba mpémel va dievbetnoel avaivon ailaTog Kot va 6og GOUPOVAEYEL av TPETEL VOl
ovveyioete 1§ Oyt va AapPdavete to Daptomycin/Accordpharma. ['evikd¢ To copRTOHOTOL
VIOYWPOVV EVTIOG LEPIKMV NUEPDV OO T OLOKOTT TG XOPTYNONG TOL
Daptomycin/Accordpharma.

- Edv éyete exdnAimoel moté coPapod depuatikd e&avOnua 1 Eeprovdiopa Tov dEpUATOC,
QAOKTOVEG 17/K0L GTOHOTIKG £AKT 1 coPapd vePPikd TPoPAALOTO LETE T A YT SATTOULKIVIG.

- Av glote moAd vépPapog. Eivar duvatod ta enimeda tov Daptomycin/Accordpharma oto aipo va
glval VYNAGTEPO OO AVTA TOL GNUELDVOVTOL O TPOCHOTO LEGOL PAPOVE Kot UTopEl va
YPEGTEL TPOGEKTIKN TOPOKOAOVONCT| GOG OE TEPIMTTOOT TOPEVEPYELDV.

Edv xdmoto amd autd 1oy0et Y10 €506, EVIUEPDGTE TOV YLOTPO 1] TOV VOOTAEVTH GOG TPV TAPETE TO

Daptomycin/Accordpharma.

Evnuepaote apéoms Tov Y1aTpo 1] TOV VOO LEVTH 60G £GV TOPOVGLACETE KATOL0 06 TO

TOPUKATO CUPUTTONATO:

- YoPapéc, ofeleg aliepyiéc avtidpdoelc £xovv mapatnpnbei oe acbeveic mov AdpPavay
Oepameio pe oYedOV OAOVE TOVG AVTIPOKTNPIOKODS TAPAYOVTES, CUUTEPIAAUPAVOUEVOL TOL
Daptomycin/Accordpharma. Zto copntodpato propet va mepthapaveTor cuptypoc, SuGKOATL
KaTd TNV avorvon, TPNREWO 6TO TPOGMTTO Kol 6To Ao, e€avinua kot kvidmon 1 TupeTos.

- "Exovv avapepBel coPapég depraticég S1oTapayEC e T XPNOT| OATTOUVKIVIG. TO GUUTTMLOTO TOV

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

- veog@oviLOLEVOS TVPETAG 1) EMOEIVMOGT] TVPETOV,

- KOKKIVEG, EMAPUEVEC T} TANPOUEVES LLE VYPO OEPUATIKEG KNAIOEG IOV UmopEl va EEKIVIIGOVY
amod TIC LOoYGAES oG N TIC TEPLOYEC TOV Bdpaxa 1 TG POVP®VIKAG ¥DPOg GO Kol UTopEl
va eEamimBovv og pio peyaldTEPN TEPLOYN TOV COUATOS GOG,

- @AOKTOVEG /KOl EAKT) GTO GTOUA 1 OTO, YEVVITIKG OpYOVE GOG.

- "Eyetl avapepbei éva cofapd veepiko tpdPfAnua pe ) ypnon dortopvkivie. Ta copmtdpota
uropel va teptlapfavouvy Tupeto kot eEavOnua.

- Toyov acvvificto aicOnua TOUAAUATOG 1) LOVSIAGHLO GTO XEPLOL 1] TOL TTOLM, ATMAELN aicOnong
N dvckoria oty kivnon. Edv couPei avtd, evnuepdote tov yorpd cog o omoiog Ouo amopaciost
edv mpémel va cuveyioete T Oepamneia.

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

- Epgdvion 1 emdeivaoon mopetov, fya | SuoKoAa Katd Ty avamvor. Avtd propei va ivat
onueia pog omaviag aAld GoPapng TVELHOVIKNG SLUTOPUYNS TOL OVOUALETOL NOGIVOPIATKNY
avevpovia. O yotpdg cog Oo e€eTdoEL TNV KATAGTOOT TOV TVELUOVOV Gag Kot Oa amopacicet
€av Ba ocvveyioete | oy v aywyn ue Daptomycin/Accordpharma.

To Daptomycin/Accordpharma pmopei va ennpedoet T1g epyactnplakés eEETAGEL TOL LETPOLV TN
TNKTIKOTNTO TOL 0ipatdg coc. Ta amoteléopato Wropel vo vTodetkviouy YOUNAT TNKTIKOTNTO EVO
OTNV TPOYUOTIKOTNTO VO UNV VITdpyEL TETO TPOPANpa. I'” avtdv To Ady0 €lvar GNUOVTIKO Vo £XEL LT
oy o Ylotpog oag 0Tt AapPdvere Daptomycin/Accordpharma. ITapaxaieicOe va evnuepdvete 1o
ywTpd cog Ot eiote og Oegpancio pe Daptomycin/Accordpharma.

O y10tpdg oag B TpaypoTomolel eEETAGEIS AiLATOG Yo TV TOPAKOAOVON G TNG VYEING TOV HVDOV GOG
1660 TPV opyicete ) Oepameia pe Daptomycin/Accordpharma 660 kot GuyVA KoTd 1 SLapKELd
OVTNC.

Hoowd xon £pnpor

To Daptomycin/Accordpharma dev mpémel va. yopnyeital 6€ modid NAKIoG KATM TOV EVOG £TOVG
KaBDG o€ VTN TNV NMKLOKT] OUAd0 EVOEYOUEVMG VA ELPAVICTOVY GOPaPEC AvETIOOUNTES EVEPYELEC
omwg mapatnpnnke oe peréteg pe {ma.



Xp1on 6€ NAMKIOPEVOVS
210 dropa nAkiog ave Tov 65 et@v propet va yopnyndei n 1dta 560 OTMG GTOLS VITOAOUTOVS
EVIAIKEC, VIO TNV TPOUTTOOEST OTL 01 VEPPOTL TOLG AELTOVPYOVY KOAJ.

Alro pappoxa ko Daptomycin/Accordpharma

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

A0 PApULOKAL.

Elvar dwaitepa onpovtikd va avagéperte ta €ENG:

- Ddappoka Tov ovopdaloviol otatives | GUTPATES (Yo peimon Tng xoANoTepivig) 1
KuKAooTopivn (£va. QAPUAKELTIKO TPOTOV TOV YPTGILOTOLEITAL KATE T1) LETAUOGYEVCN Y1d VO
amoPeLYOEL 1 ATOPPIYT] TOV OPYAVOL 1] Y10 AAAEG KOTOGTAGELS, TT.). PEVUATOEDN apBpitida 1
atomiky| deppatitida). Eivar duvatd o kivduvog Tapevepyeidv mov exnpealovy Toug pug va etvor
LEYOADTEPOG OTAV TAIPVETE OTOLAONTOTE OO QLT T PAPLLOKE. (Kot OPIGHEVA AAAO TTOV
UTopovV Vo EXNPEGGOVV TOVG HVG) KOTA TN dbpkela TG Bepaneiog pe
Daptomycin/Accordpharma. O yiotpdg Goc UTOpEl VoL 0TOQUGIGEL VoL U1 GO YOPTYNOEL
Daptomycin/Accordpharma 1| vo GTOUOTAGEL TO GAALO PAPLOKO Y10 KPS YPOVIKO SLAGTNLLO.

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

- Ao 10V 6TOHATOG AVTITINKTIKA (.Y, Papeapivn), Ta omoia etvat GOPUAKEVTIKA TPOTOVTO TOV
amoTpémovy T dnovpyia Opdupwv cto aipo. Mropei va kataotel avoykaio vo eEAEYYEL O
YTpOG GOG TOV YpOvo TENG TOL ailaTOg GOC.

Kinon kot Onhaopog

To Daptomycin/Accordpharma dev divetan cuviBwg o éykvec yovaikec. Edv elote £ykvog 1 Onralerte,
vopilete 6T pmopel va elcBe &ykvog 1 oxedidlete va anoktioete mandi, {nrnote ) cupPovAin Tov
YLTPOD 1] TOL POPUOKOTOLOD GOC TPV Gag XopNYNOel avTd TO PAPLOKO.

Mn Onialete av Aappdvete Daptomycin/Accordpharma, yloti mbavo va mepdoet 6To unTpikd Yoo
KoL VoL ENPedoet To Ppépoc.

Odnfynon ko LELPLOROS PNYOVIRLATOV
Agv &youv avopepbel emdpdoelg Tov Daptomycin/Accordpharma oty tkavotnTa 0dqynong 1 tov

YEWPIOUO PNV UAT®V.

To Daptomycin/Accordpharma nwegpiéyer varpro
Av106 10 Pappako TEPLEYEL Arydtepo amd 1 mmol vatpiov (23 mg) avd eroidio, niadny oVCLUGTIKA
glvan «eAevBepo vatpiovy.

3. Ilog yopnyeitar To Daptomycin/Accordpharma
To Daptomycin/Accordpharma cuviifwg Oa cag yopnynOei amod yiotpd 1| vosokouo.

Evijlkeg (nhikiog 18 eT@v kot avem)

H d60m e€aptdtor amd to Pépog cag kat To €i00g TG Aoipnwéng yio Tnv omoia Aopfdvetot ) Ogpaneia.
H ocvvnbiopuévn 660m yio eviidikeg eivon 4 mg yio kéOe yloypoupo (kg) copotikod fapovg pio popd
v NUEPa Yo depUOTIKEG AomEElC 1 6 mg yia kKabe kg couatikod Bapovg pia opd v nuépa. yio
Aotlpwén oty kopdid 1 Aoipmén Tov aipatog mov cuoyetileton pe deppatikn Aoipmén N Aoipwén ot
Kapdid. Xe eviiikeg aoBeveic, n 66om avtn yopnyeitol anevdeing oty KuKAo@opic Tov aipotog (Léca
o€ PAEP), glte g Eyyvon duapkelag mepimov 30 Aewtmv gite mg Eveon ddpkelag mepimov 2 Aewtdv. H
010 060M cvvicTatal o€ acbevelg Avm TV 65 etV VIO TNV TPOVTOOEST OTL O1 VEPPOT TOVG
AEITOVPYOVV KOAQ.

Av dev €xete koA veppkn Asttovpyia, pmopei va AaPete to Daptomycin/Accordpharma Atydtepo
oLYVA, Y. Ao PEPQ TOPd LEPA. AV KAVETE aoKABOpOT KOl EAV 1) ETOUEVT SOCT GOG
Daptomycin/Accordpharma wpénel va yopnyn0ei tnv nuépa g apokdBapong, cuvnbwg Ba cag
yopnynBei Daptomycin/Accordpharma petd tnv apoxdBapon.



Howowd xan épnpor (1 £émg 17 eT@@v)

H 8601 yo modid ko épnpoug (1 émg 17 etov) Ba e&aptndel and v niikia Tov acbevovg Kot Tov
TO1o TG Aoip®éNng Yo Tov omoio Aapfdavovy Bepameio. H d6om avth yopnyeiton amevbeiog otn pon
Tov aipoTog (og pio eAEPa), og Eyyvor dudpkelag mepinov 30-60 Aentdv.

Mo cepd Oepamentikng aymyng cuvimg dtopkel 1 Emg 2 efdopdadeg yio Tic SEPUOTIKEG AOUMEELC.
TMo AowdéEeig Tov aipatog 1} TG Kapdidg Kot dEpaTog o yaTpdc cog Ba amopacicet mola Ba lvar m
duapkela g OepamevTIKiG GG Oy®YNG.

Agmtopepeic 001 yieg Y10, TNV YPNON KL TOV XEPIGUO divovTal 6T TEAOG TOV GOAAOV OONYIDV.

Edv éxete meptocoTEpES EPOTNOELS GYETIKA LLE TN YPT|OT] AVTOV TOL POPLUEKOV, POTNOTE TOV YLOTPO 1)
TOV QOPLLOKOTOLO 1| TOV VOGOKOLO GOLC.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETOOUNTES EVEPYELEG, OV
Kol 6gv Tapovctalovtal 6€ OAOLG TOVG AvOPMITOVC.

Ot 1o coPapég avembBOUNTEG EVEPYEIEG TTEPLYPAPOVTOL TTIO KATWM:

YoPapéc avemBopnTes evépyeieg pe pun YvooTi) coyxvétyta (1 cvyvotnrta dev pmopei va extiundet
pe Pdon ta drebéoipa dedopévar)

e 0pIoPEVES TEPIMTAOCELS KOTA TN dtbpkela TS yopnynong tov Daptomycin/Accordpharma éyet
avaeepbel avtidopaon vrepevarsOnciog (coPapn ariepykn avtidpacn copTEPIAAUPOVOUEVIG TNG
ava@LAaSiog Kot Tov oyyeloodnuatog). Avti n cofapn aArepyikn avtidpacr ypnlel GUeESNS LITPIKNG
opovtidag. Evnuepmote apéomg tov yrotpd 1 TV VOGOKOUO GOC EAV EUPOVICETE KATOL0 amd TO.
TOPOKATO COUTTOLOTO:

- I16vo 1 oei&ipo oto bopoaka,

- E&avOnua i kvidwon,

- Ipn&yo yopw omd tov Aao,

- Tay0 M adVvvapo ToAuo,

- Zuprypo,

- [vpeto,

- Piyn 1 tpépovio,

- E&ayerc,

- 74,

- AuoBupia,

- MetaAlkn yeoon).

Evnuepaote apéomc 1o yotpo cog v mapatnpioete aveénynto poikd novo, evaichncio 1| advvapio.
Ta poika tpofinuato pmopel va eivor coPapd, Tepthopufavouévne Kot g Woikng Avomng
(popoopvdivon), Tov UTopPEl va £X0VV MG ATOTEAEG L0 VEQPPIKT] PAGPN.

Aleg coPapéc avemBOunTeg evépyeleg Tov £xovv avapepbei pe ™ ypnon g damtopvkivig eivat:
Mo omdvia aAAd SuvnTiKd cofapn TVELHOVIKT JLULTOPOYT TOV OVOUALETOL NOGIVOPIAIKT TVEVUOVIDL,
Kuplog petd and mepiocotepec amod 2 fdouddsg Oepamneiog. To countd®pOTO UTOPED VO
cupmePAapPavouy ducKoAia KaTd TNV AvVoTVoT, EUEAavion 1 emdeivoon Pya, 1 ELEavion 1
emdeivoon TupeToo.

- XoPapég depuatikéc dwutapayéc. Ta copuntdpata prnopei vo meptiappavouv:

- VEoeUPAVILOIEVOC TUPETOG N EMIOEIVOGT TVPETOD,

- KOKKIVEG, DTEPVYMOUEVEG 1) YEUATES ILE VYPO OEPUOTIKEC KNALOEG TTOVL Uopel va
Eektvioouy amd TIG LOGYGAEG Gag N TIG TEPLOYES TOL BdpaKa 1 TNG POLPOVIKNG YDPOG
co¢ Kal propet vo eEamimBodv o€ Lia LeyoldTepT TEPLOYN TOL COUATOC GOC,

- QAOKTOVEG 1/KOL EAKT) GTO GTOUA 1] OTO YEVVITIKG OpYOvE GOg.



- "Eva coPBapd veppikd mpdpinua. Ta countdpata pmopei va teptioppdvouy mopetd kot
eEavonpua.

Edv mapovcidcete ovtd T0 GOUATOUOTO, EVIUEPDOTE TO YIATPO 1 TO VOGIAELTIKO TPOCHOTIKO AUECOG.

O y10tpoc oag B TpaypaTomooel Tpocbeteg eEETAGEIC Y10 VO KAVEL [l S1AYVOOT).

O1 10 GLYVEG avapePOLEVES OVETIBOUNTES EVEPYELES TEPTYPAPOVTAL TTLO KATM:

Yoyvég avemBOunTeg evépyeres (Umopei va ennpedoovy péypt kat 1 otovg 10 acBeveic)

- MuknTockég AOLMEELS OTMG KOVTIVTIOGT,

- Ovporoipmén,

- Mewwpévog apBpdc epvBpoxvttdpwv (avorpio),

- Z&An, qyyos, SuoKoAia oTOV VTTVO,

- IMovoképaiog,

- [Mvpetodg, advvapia (acbévela),

- Yy 1 xopmM aptnprokn wigon,

- AvcrooTnTa, Kothoakd GAyog,

- Aldppota, Taon yio peTd (vavtia) N epetdc,

- Metewpiopog,

- Kot\okd oidnua 1 ddtaon,

- Agppoticd eEavOnpa n kvnopdc,

- [T6voc, payovpa 1 epuBpdTa 610 onueio g Eyyvong,

- [16voc ota ¥épra kot ta THoLa,

- ATmoteAEGLOTA EPYACTNPLOK®DVY EEETAGEMV TTOV OEiyvouY LYNAOTEPO EMITESD NIATIKOV eVIOU®V
N ewceokivaong g kpeativig (CPK).

Aleg avemBOUNTEG EVEPYEIEG TOL UTTOPEL VAL TAPOVGIAGTOVV UETA TN Bepaneia e
Daptomycin/Accordpharma meptypd@ovtot To Kato:

'Oy ovyvég avemOBounteg evépyeteg (Umopet va ennpedcovy uéypt kot 1 otovg 100 acbeveic)

- AwTopayég Tov aipatog (.. ENUEVOG ApBOg TMV IKPOV COUOTIO®MY TOV ailaTog Tov gival
YVOOTE MG UOTETAMO, TTOL UTOPEl va avénoet Ty téon yio &N Tov aipatog, 1 vynAoTepa
enineda OpIoUEVOVY EIOMV AEVKOKVTTAPMOV),

- Mewwopévn 6peén,

- AloOnpo toumpuatog 1 poddloopa ota xépto 1 To TS, SaTAPOyES THG YEVOTS,

- Tpéuovio,

- Alharyég otov Kapdtako pubuo, eEdyels,

- Avomeyia, pheypovi TG YA®GGG,

- E&avOnpa pe kvnopod oto 6épua,

- Mvikdg mOVoc, Kpauma 1 advvapio, GAEYHOVH TV LGV (LLocitida), TOVog oTig apfpdaoelg,

- Neppkd Tpofinuaro,

- dleypovn ko epefiopdc TOV 1IGTOV TOL KOATOV,

- Ievikevuévoc mdvog 1 advvopia, kénwon (kovpaot),

- ATOTEAEGLOTA ALULOTOAOYIK®Y EEETAGEMV OV Oeiyvouy avénpéva eTinedo Gokyapov aipaToc,
KpeaTvivg opov, puoceaipivng 1 yoroktikng debopoyovaong (LDH), mapatetapévog xpovog
TENG TOV QUPOITOC 1) SLOTAPAYES TNG 1GOPPOTING AAATWV,

- Oayovpa oto pdTia.

Yravieg avemBounteg evépyereg (Umopel va emmpedoovy péypt kot 1 otovg 1.000 acbeveic)
- Kutpiviopo tov 0épuatog Kol TV HaTidV,
- MMopatetapévog xpovog Tpodpoufivng.

Mn yvooti] soxvotyta (1 cuyvota dgv pumopel va ektiundei pe Paon to dwabéoio dedopéva)
Ko)itwa oyetilopevn pe aviifoaktnplorkd, cuuneptAapifovoprévng g WevdopeuPpavadovs KoMTIOoGg
(cofapn 1 enipovn diappoia Tov TEPIEXEL alipta Kaun PAEvva, mov oyeTi{eTon e KotloKo dAyog
TVPETH), EDKOAO LOADTICUO, OLUOPPAYIES TMV OVA®V 1| PLVOPPAYIES.



Avapopd avemOOunTmv evepyetdv

Edv mapotnpricete Kamowo avemBOUNTn eVEPYELL, EVILEPDGTE TOV YIATPO, TOV PAPLOKOTOLO 1] TOV/TNV
VOGOKOWO G0G. AVTO 1GYvEL Kot Yio kKEOe mhavi| avemBountrn evEPYELD TOV OEV AVOPEPETOL GTO TUPOV
@OALO 0OMyudV Yprione. Mmopeite eniong va avaeépete avemBounteg evépyeleg anevbeing, HEc® TMOV:

EAlrGoo

EBvikdc Opyaviopog @apudxmv

Meooyeiov 284

GR-15562 Xolapyog, Adnva

TnA: +30 21 32040337

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

Méow g avagopds avemBOunToV gvepyeldv pumopeite va fondncete 61 cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV AGPAAELY, TOV TOPOVIOC POPLAKOV.

S. I[l®g va puraccete To Daptomycin/Accordpharma

- To @apuako 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol dgv TO POAvVOLY Ta
TodLd.

- Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG IOV avapEPETAL GTO KOVTL
Kot v emonuavon petd  AHEH/EXP. H nuepounvia Anéng ivar 1 tehevtaio nuépa Tov
VO, TTOL OVOQEPETOL EKEL.

- dvidooete og yoyeio (2°C — 8°C).

6. Iepreydpevo TG GVOKEVAGLOS KOl AOUTEG TANPOPOPIES

T ngpréyer to Daptomycin/Accordpharma

- H dpactikn ovcia eivar n damtopvkiv. Eva @laiidio kovemg mepiéyel 350 mg 1 500 mg
domtopvKivng.

- To dAho cvotatikod gival To VOPo&eidio Tov vatpiov (Yo pHOon Tov pH).

Epeavien tov Daptomycin/Accordpharma kot TepleyOpeEvo TS 6VGKELAGIOG

To Daptomycin/Accordpharma k6vig yio evEGULO S1AAVLA/IIGAVIO TTPOG £YYLOT TOPEYETOL O CTEPEOD
VAKO 1| KOVIG a0l KITPIVOL TTPOG OVOIKTO KAPE YPMUATOC GE YUOAVO Qlaridto. [Iptv amod
YOPNYNOT| TOV, OVOAUELYVOETOL IUE SIAAVILOL Y10 TO GYNIOATIGIO VYPOL.

To Daptomycin/Accordpharma diatifeton oe cuokevacieg tov 1 proldiov 1) TV 5 eraldioy.
Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIES.

Karoyog Adsrag Kvkhoopiag ko Iapaywyédg

Karoyog Adsrog Kvkhogopiog

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

lomavia

Hopayoyog


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

LABORATORI FUNDACIO DAU
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040 Iomavio

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park

Paola, MdAita

Accord Healthcare Polska Sp.z.o.0.
Ul. Lutomierska 50,
95-200, Pabianice,

TToAwvia

Accord Healthcare Single Member S.A.
64th Km National Road Athens, Lamia, Schimatari, 32009, EAAdda.

INo omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
angvBouvbeite otov TomKd avTmpdcwno Tov Katodyov g Adsiog Kukhogopiog:

EALGSO

Win Medica A.E.

Aynotldov 6-8

15123, Mapovot, EALGSa
TnA: +30 210 74 88 821
Email: info@winmedica.gr

AvT6 T0 QUPPRAKEVTIKO TTPOIOV Exel eykprBsei ota Kpdtn Méin tov EOX pe Tig akdiovOeg

ovopooisg:
Xopa Emvon0¢ica ovopacia
, Daptomycin Accordpharma 350 mg/500 mg pulver zur Herstellung einer Injektions-
Avotpia . R
/Infusionslésung
Aovia Daptomycin Accordpharma
DVAVSio Daptomycin Accordpharma 350 mg/500 mg injektio-/infuusiokuiva-aine liuosta
varten
OMovdio | Daptomycine Accordpharma 500 mg poeder voor oplossing voor injectie/infusie
Noppnyia | Daptomycin Accordpharma
Youndia Daptomycin Accordpharma
, Daptomycin Accordpharma 350 mg/500 mg Powder for solution for
Iphavdia | . .0 7. .
injection/infusion
Toeywn .
Anokporio Daptomycin Accordpharma
Kpootioo | Daptomicin Accordpharma 500 mg prasak za otopinu za injekciju/infuziju
[ToAwvia | Daptomycin Accordpharma
ShoPevia De'liptioml'cn.l Acco.rdp}.larma 350 mg/500 mg prasek za raztopino za
injiciranje/infundiranje
, Daptomycin/Accordpharma 350 mg k6vig yia evéoipo Stdhvpa/dtdlvpa Tpog Eyyvon
EXLGda - , . . . .
Daptomycin/Accordpharma 500 mg kovic yia véciuo SidAvpe/dtddlvpa Tpog Eyyvon
IToptoyolio | Daptomicina Accordpharma

To mapév ¢vAro 00OV YpfioNs avadempiOnke Yo TeELEVTAIR POopa oTig 02/2026
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O Tinpo@opicc mov akoAovOoVV amevOOvovTaL povo o€ erayyeipatieg vyeiog:

Inuoavtco: Tapakaid dwfdacte v epiinyn tov Xapaxtmpiotikdv tov [Ipoidvioc mptv amod
GUVTOYOYPAPNOT).

Odnyliec ypNong Kot YEPLGLOD

Yvokevaocia 350 mg:

2T00¢ EVAAIKECG, 1) SamTopLKIvY pmopel va yopnynoel evooeAéfia wg o Eyyoon yia 30 Aentd 1 o¢ P
éveon yia 2 Aemtd. Ze avtifeon pe Toug evilikeg, 1 damtopvkivn og Bo Tpémet va yopnyeitol ¢ pio
éveon yia 2 Aemtd 6Tovg Taudtatpikovg acbeveic. Ot moudiatpikol acheveig niciog 7 €wg 17 etdv Ba
wpéneL va, AapBdvouy T damtopvkivn @g £yyvon yia 30 Aemtd. Ltovg moidtaTpikovs aebeveig nAtkiog
KaTo TV 7 TV o1 omoiot Aapufdvouy pia doorn 9-12 mg/kg, ) damtopvkivn Bo Tpémet va yopnyeitot
og mepiodo 60 Aemtddv. H mpoetolpacio tov Staddpatog yia £yyvon anottel £va emmAEov 6TAd10
Stdlvong Onmg TEPLYPAPETOL IO KAT®.

Daptomycin/Accordpharma mwov yopnysitor ®g evoo@réPra £yyvon ddpkerag 30 1) 60 AertdOv

Yvuykévipoon 50 mg/ml Daptomycin/Accordpharma yio £yyvor TpokOTTEL KATOTLY avOcVGTAGTS TOV
Avogrionompévov poiovtog pe 7 ml gvésipov Stodvpatog yAmprovyov vatpiov 9 mg/ml (0,9%).

To Avogihomompuévo tpoidv ypetdletar mepinov 20 Aemtd yio va. Stadvbeil. To mTANpog avacvoTadéy
Poiov Ba etvar drowyég Kot PIopel va vIapyovy LePIKEG PIKPEG PLUGOALDES 1} aPpOG YOP® amd Ta
TOLYMOUOTA TOL PLOASioL.

I vo mpoetopdoete Daptomycin/Accordpharma yia evdopAéfia £yyvon, Tapakoieicde va
aKOAOVONGETE TIG O KAT® 0dNYies:

B0 mpénel vo, ePapUocTovy PEB0SOL aoTyiog KAt TV ovachGTAGT 1 0PaimGT TOL AVOPIAOTOUEVOD
Daptomycin/Accordpharma.

Tio Avocboraon:

1. B0 mpénet vo, apalpedel TO AmTOGTMOUEVO KAAVUUO, 0O TOAVTPOTVLAEVIO Y10l VO, ATOKOALPOOVY
TO, KEVTPIKE TUANHLATO TOV TOLOTOG Ot0 KOAOLTCOVK. LKOVTIGTE TO TAV® PEPOC TOV TOUATOS OTd
KOOVTGOUK [E £VOL LOVTNAGKL LLE OVOTTVELULA 1) KATTO10 GALO aVTIONTTIKO SLAVUO KoL
TEPIUEVETE VO, 6TEYVDGEL. MeTd 10 kabdpiopa, unv ayyifete To TOUA 0md KAOVTGOVK 1| U1V TO
apnoete vo, EpOeL 6 EmaPN e KATOW AAAN empaveln. Avoacvpate 7 ml evEGILOV SLOAVUATOG
yAoprovyov vatpiov 9 mg/ml (0,9%) péoa og pia chpryya ypnoponoidvag o oteipa Belovn
petapopdg 1 omoia £xel dSrapetpo 21 gauge 1 pKpOTEPT, 1| L0 GLGKELT YWPIG PEAdVN, KoL PETA
gYX00TE apyd S1UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOVK HECH GTO QLOAISI0
KatevfvvovTag TNV axpn TG PeAGVNG TPOG TO Toiy®UA TOV PLoAdiov.

2. [Teprotpéyete amard 10 PLOAISI0 £T01 MOTE VO SIUGPAACTEL | TANPNG VYPAVGT TOL TPOTOVTOC
K0l GT1 CLUVEYELD aPNoTE TO Yo 10 Aemtd.
3. Téhog, Oa Tpémel va TePIoTPEYETE/GTPLPOYVPIcETE UTUAL TO LOALSL0 Yo LEPIKA AETTE, OGO

YPEWOTEL, LEYPL VO TPOKVYEL £Val O100YEG avaoLOTAOEY dtdAvpa. AToevyeTe TNV éviovn
avakivinen Tov Laidiov yuo va un onovpyndet appdc 6to Tpoiov.

4, Ipwv and ™ ypnon Oa wpénel va, eEréyEete 10 avacvoTaféy SIAAVO TPOCEKTIKG, Y10, VAL
BeParmBeite 611 TO TPOIOV E)EL Yivel Sdhvpa Kol Yo va TO EEETAGETE OMTIKA Y10l TVYOV TAPOLGIL
copotdiov. To ypoua tov avacvotadéviav dtaivpdtov tov Daptomycin/Accordpharma
Kopaivetot amd amado Kitpvo £m¢ avoryTod Kops.

5. 21 ovvéyetn To ovacvoTabéy dtdlvpa Ba Tpémet va apaiwbel pe yYAwplovyo vatpro 9 mg/ml
(0,9%) (ocvvnOng oykog 50 ml).

T v apaioon:

1. Apapéote opya To avoovotadév diaivua (50 mg damtopvkivng/ml) amd to laiidlo
YPTOCULOTOIDOVTOG [0 VEX OTEIPA BELOVT HETOPOPAC 1| omoia £xEl d1dpeTpo 21 gauge 1)
UIKPOTEPT] AVTIOTPEPOVTAG TO PLAAISI0 aprvovTag £TGL TO dtdAvpa va d1oyeTevbel mpog To



OO, XPNOLUOTOLDOVTOS Lo GVPLYYa, EICAYETE TN PEAOVN LEGO GTO OVTEGTPALUEVO QLOAIDLO.
Kpatdvtag to praiidio avieotpappévo, Torodetnote v akpn g PeAdvng eViEADS GTOV
TLOpPEVA TOL SHADOTOC PEGO 6TO PLOAido KabmG avachpete To dtdAvpa otn cvpryya. [lpwv va
apaipéoete TN PeAdvn amd o PLoAid10, TEGTE TO EUPOA0 PEXPL TO TOW® UEPOG TOV GCOANVO. TNG
oVPLYYaS €161 MOTE VoL apatpedel TO AmOITOVIEVO SIIAVUA OTTO TO AVIEGTPOULEVO GLUAISLO.

2. ExdudEre Tov 0épa, Tig LeYIAES PUOAAIOES, KOl OTOLOONTOTE EMITAEOV SLIAV LA £TGL DGTE VA
TETVYETE TNV AMOLTOVUEVT] dOOT).

3. Metaeépete Tnv amottodpevn avacvotabeioa 66om oe 50 ml yAwprovyov vatpiov 9 mg/ml
(0,9%).

4, To avacvoTapévo Kot apatopévo dtdivpa Bo tpémet petd va yopnynbei pe £yyvon evoopréPia

v tepiodo 30 7 60 Aemtmv.

To Daptomycin/Accordpharma dev givatl pUOIK®OG 1 YNUIKDOG GLUPATO pe SIADUATA TEPIEXOVTA
yAvkoln. Ta axdrlovba Exovv kataderybei wg cupPatd dtav Tpoctifevial o ST £YYVOTG TOL
nepiéyovv Daptomycin/Accordpharma: altpeovapn, ke@taldiun, KeQTpla&dvr, YEVIOUIKIVN,
oAovKovaloan, Aefopro&acivn, viomauivn, nmapivn kot Adokaivn.

O ovvdvacuévog xpovog EOANENS (AVOCLGTAUEVOD SOADIOTOS G PLOAIS10 KOt apOi®pEVOL
StAvpatog og odio £yxvong) otoug 25° dev Ba mpénet va vepPaiver Tig 12 dpec (24 dpeg av
(QUVAACOETAL GE YVYELD).

H o1afepdmra Tov apotmpévon StaADIOTOG EVTOS TV olKmv £yyvong Kabopileton otig 12 dpeg
o10vg 25°C 1 24 mpeg av puAdcceTal o cuvOnKkeg yoyeiov otovg 2°C — 8°C.

Daptomycin/Accordpharma mwov yopnyeitar v popei) 2-Aent@v £vooPAEPLag Eveong (evijikeg
ao0gveig povo)

Agv mpénel va ypnoiponoleital Domp Yo TV avacvotaoct tov Daptomycin/Accordpharma yio,
evoopAEPLa éveon). To Daptomycin/Accordpharma mpénet LOVo va, avacHGTATOL LE YAWDPLODYO VATPLO
9 mg/ml (0,9%).

Evéowo Daptomycin/Accordpharma cuykévtpmong 50 mg/ml onpuovpyegitor pe v avacHoTact Tov
Avoprionompévov poiovtog pe 7 ml gvésiov Stodvpatog yAmprovyov vatpiov 9 mg/ml (0,9%).

To Avogihomomuévo poidv ypetdletal mepinov 20 Aemtd yio va, Stadvbei. To mTANpwg avacvoTadéy
7TPo1ov Oa etvar dtowy£g Kot UITOpEl v VITAPYOLY UEPIKEG UIKPEG PLGOAISEC T} APPOG YOP® ATTd TO.
TOLYMOUOTO TOL PLOAdioL.

I'a va mpoetopdoete Daptomycin/Accordpharma yio evdoA£Pia Eveon, mapakaieiches va

aKOAOVONGETE TIG O KAT® 0dNYies:

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

Daptomycin/Accordpharma.

1. ®a mpénet vo aparpedel TO ATOGTOUEVO KAAVUUO 0O TOAVTPOTVLAEVIO Y10l VO ATOKOALPHOVY
TO, KEVTPIKE TUAHATO TOV TOLOTOG Ot0 KOAOVLTCOVK. LKOVTIGTE TO TAV® UEPOC TOV TOUATOS OTd
KOOVTOGOVK UE VO, LOVINAGKL [LE OVOTTVELLE, 1] KATTO10 GALO OVTIGNTTIKO StGAL L0 KO
TEPUEVETE VA 0TEYVOGEL. MEeTA T0 kaBdpiopa, unv ayyi&ete To TOUA oand KOOVTGOVK 1 U1V TO
agnoete vo, Epel o€ EmaPn e KATOW AAAN emipdvela. Avoacvpate 7 ml evEGILOV SOAVUOTOC
yAoprovyov vatpiov 9 mg/ml (0,9%) uéco ce pia GOPLyYa XPTCILOTOLOVTOS o oTeipa fEAOVN
petapopdg 1 omoia £xel dSapetpo 21 gauge 1 KPOTEPT, 1| L0 GLGKELT YWOPIG PEAdVN, KoL PHETA
€yx0oTe apyd S10UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOVK HECH GTO PLOAISI0
KatevBouvovtag Ty akpn ™G PEAOVNG TPOG TO TOY®O, TOV QLOALdioL.

2. [Teprotpéyete amard 10 PLOAISI0 £T01 MOTE VO SIUGPAACTEL | TANPNG VYPAVGT TOL TPOTOVTOC
K0l 0T GUVEXELD 0PNOTE TO Yo, 10 AemTd.
3. Téhog, Oa Tpémel va TePIoTPEYETE/GTPLPOYVPICETE ATUAL TO QLOALO0 Yo LEPIKA AETTA, OGO

YPEWOTEL, LEYPL VA TPOKVLYEL £VOL SLOVYEC OVOGVGTOOEY StdAvpa. ATo@OyeTte TV £viovn
avakivnon Tov eloAdiov yuo va pn dnpovpyndet appdc 6To TPoidv.
4. Ipwv and ™ ypnon Ba wpénel va eEléyEete 10 avacvoTaBEV SLAAV A TPOCEKTIKE Y10, VOl



BePorwbeite 611 TO MPOIOV EYEL YivEL SLAAVLA KO Y10 VAL TO EEETAGETE OMTIKA Y10, TUYOV
nmapovsio copatdiov. To ypodpe tov avacvotadévieov dtuivpdtov Tov
Daptomycin/Accordpharma kvpaivetot omd amadd KiTtpivo £mG avoryTo KaeE.

5. Apapéote apyd 10 avoovotadév diaivpa (50 mg damtopvkivng/ml) amd to laiidio
YPNOCLOTOIDVTOG Hio oTElPA PEAOVT LETOPOPAS 1| omoia €xel O1dpeTpo 21 gauge 1 pikpoTep.
6. Avtiotpéyete To ELOAD10 aPVOVTag £TG61 TO AV va 510)eTEVOEL TPOS TO TN

XpNOILOTOIDVTOG [0l VED GUPLYYO, EIGAYETE TN PEAOVI LEGOH GTO OVIEGTPAUUEVO PLOAIDIO.
Kpatdvtag to praiidio avieotpappévo, Tomobetnote v akpn g PeAdvng eVvieAds 6ToV
moBpéva Tov dteAdpatog péca 6To Praridio kabmg avacvpete o dtdAvpa otn cvpryya. [pwv va
apaipéoete TN PeAdvn amd o PLoAid10, TEGTE TO EUPOAO 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 yio v evooAréfia Eveon.

8. Exbid&te Tov 0épa, TIg LEYUAES PUCAAIDES, Kl OTOLOONTTOTE EMTALOV JIAAVUA £TCL DOTE VAL
TETVYETE TNV AMOLTOVUEVT] dOOT).

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

H ymukn kot uotkn otabepdtra Katd T S1GpKELD YPpoNS 6TO AvAGVGTUOEY 1AV EVTOC TOV
QloAdiov &yet amodeybel yio 12 dpeg otovg 25°C kot puéypt 48 mdpeg av puidooetal o€ yoyeio (2°C —
8°C).

Ouwg, amd pikpoProroykng dmoyng to Tpoidv B mpénet va ypnoonomel apécme. Av dev
ypnoonon el apéoms, ot xpovol PUANENG LETAED TV XPNCEMV OTOTEAOVV EVBVVT] TOL YPNOTN Kot
Kavovikd dgv mpémet va vepPaivovy Tig 24 mpeg og Beppokpacia 2°C — 8°C extdg dv n
avacvotoaon/apainon ELape ydpa VO EAEYXOUEVES KOl ETKVPOUEVE AOTTTTEG GUVONKEG.

AVT0 TO POPUOKEVTIKO TPOIOV EV TPEMEL VO AVOUELYVOETOL LE AAAN PAPUAKEVTIKH TPOTOVTO EKTOG
amd eKEIVO TOV OVOLPEPOVTOL TTIO TTAV®.

Ta @roAidw tov Daptomycin/Accordpharma givan piog xpriong uévo. Toyov pun-ypnotponombév
StdAvpa To omoio TapapEVEL 6TO PLaAidlo Oa Tpémel va amoppinTeTal.



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

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

Odnyiec ypNomnc Kot YEPIGLLOV

Yvokevaocia 500 mg:

2T0VG EVAAIKEC, damtopukivn pmopel va xopnynei evéopAiépia g pia £yyvon yuo 30 Aemtd | og pio
éveon yia 2 Aemtd. Ze avtifeon pe Toug eviiAikeg, 1 damtopvkivn og Ba Tpémet va xopnyeitol o¢ pio
éveon yia 2 Aemtd oTovg Taudlatpikovg acbeveic. Ot moudiatpikol acbeveig nhikiog 7 €wg 17 etdv Ba
pEmEL va, AapBAvouy T damTopvkivn @g £yyvon yio 30 Aemtd. Ltovg ToidtaTpikovs acbeveig nAtkiog
Kéto TV 7 etV ot omoiot Aapfdvovy pia door 9-12mg/kg, n damtopvkivn Ba Tpémel va yoprysitan
og mepiodo 60 Aemtddv. H mpoetoypacio tov Staddpatog yia £yyvon anottel £va emmAEov 6TAd10
dtaAvong OTm¢ TEPLYPAPETUL O KAT®.

Daptomycin/Accordpharma mov yopnyeitar 0g evoo@réfra £yyvon owdpkerag 30 1 60 Aentdv

Yuykévipoon 50 mg/ml Daptomycin/Accordpharma yio £yyvom TPOKVTTEL KATOTLY AVOGVGTAGTC TOV
Avoglomoinpévoy mpoiovtog pe 10 ml evésipov dtodvpatog yAoprovyov vatpiov 9 mg/ml (0,9%).

To Avogthomompuévo poidv ypetdletar mepinov 20 Aentd yio va Stadvbei. To mANpwg avacvotadéy
TPOo1oV Ba etvar dtowy£g Kot UITOPEl VoL DITAPYOVY UEPIKEG UIKPEG PLUGOAIDES T} APPOG YOP® ATTd TOL
TOLYMOUOTA TOL PLOASioL.

I vo mpoetopdoete Daptomycin/Accordpharma yia evdopAéPia yyvon, Tapakaieice vo
aKOAOVONGETE TIG 10 KAT® 0dNYies:

Oa tpémet va epopprosTtovV LEBodOoL aonyiog Katd TV avachoTacn 1 opoinsT] ToL AVOPIAOTOMLEVOL
Daptomycin/Accordpharma.

To v avoocdoraon:

1. B0 mpénet vo, apalpebel TO ATOGTMOUEVO KAAVUUO, 0O TOAVTPOTLAEVIO Y10l VO, ATOKOALPOOVY
TO, KEVTPIKE TUANHLATO TOV TOLOTOG Ot0 KOAOLTCOVK. LKOVTIGTE TO TAV® PEPOC TOV TOUATOS OTd
KOOVTGOVK [E £VOL LOVTNAGKL LLE OVOTTVELULA 1) KATTO10 GALO OVTIONTITIKO OLAAV AL Kot
TEPIUEVETE VO 6TEYVDGEL. MeTd 10 kabdpiopa, unv ayyifete To TOUA 0md KAOVTGOVK 1| NV TO
apnoete vo, Epel o€ emaPn P KAmola GAAN empdvela. AvacOpate 10 ml evéoipov dtoddpuatog
yAoprovyov vatpiov 9 mg/ml (0.9%) péoa oe pia GUPLYYQ XPNCILOTOIDOVTOGS Lo oTElpa PEAOVN
petapopdg 1 omoia £xel dSrapetpo 21 gauge 1 pKpOTEPT, 1| L0 GLGKELT YWPIG PEAdVN, KoL PETA
£yx00TE apyd S1UEGOV TOV KEVIPOL TOV TAOUATOS OO KAOVTGOVK HECH GTO QLOAISI0
Katevfvvovtag TNV akpn TG PeAdvng TPOg TO ToiY®L TOV PLOALdioL.

2. [Teprotpéyete amard 10 PLOAISI0 £T01 MOTE VO SIUGPAACTEL | TANPNG VYPAVGT TOL TPOTOVTOC
K0l GT1 CLUVEYELD aPNoTE TO Yo 10 Aemtd.
3. Téhog, Oa Tpémel va TePIoTPEYETE/GTPLPOYVPIcETE UTUAL TO LOALSL0 Yo LEPIKA AETTE, OGO

YPEWOTEL, LEYPL VO TPOKVYEL £Val O100YEG avaoLOTAOEY dtddlvpa. AToevyete TNV éviovn
avakivinen Tov laidiov yio 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 E)EL Yivel Sdhvpa Kol Yo va TO EEETAGETE OMTIKA Y10l TVYOV TAPOLGIL
copotdiov. To ypoua tov avacvotadéviav dtaivpdtov tov Daptomycin/Accordpharma
Kopaivetot amd amado Kitpvo £m¢ avolyTod Kaps.

5. 21 ovvéyetn To ovacvoTaféy dtdlopa Ba Tpémetl va apaiwbel pe yYAoplovyo vétpio 9 mg/ml
(0,9%) (ocvvnOng oykog 50 ml).

Lo v apaicwon:
1. Apapéote apyd 10 avoacvotafév dtdivpa (50 mg damtopvkivng/ml) amd to laiidio
YPNOLOTOIMVTAG Lo Ve oTelpa Beldvn petapopdg ) omoia £xet didpetpo 21 gauge 1



UIKPOTEPT] AVTIOTPEPOVTAG TO PLAAISI0 aprvovTag £TG1 TO ddAV L Vo d1oyeTELOE TPOG TO
TOUO. XPNGIULOTOIDOVTOG o VPLyyo, EIGAYETE TN PEAOVN LECH GTO OVIEGTPAUUEVO PLOALS1O.
Kpatdvtag to lohidio aviestpappévo, Tomodetnote Ty akpn g PEAOVNG EVIEADG GTOV
ToOpEVA TOL SHADUOTOC PEGH 6TO PLOAido KaBmG avachpete To dtdAvpa otn cvpryya. [pwv va
apalpéoete T PeAdvn amd to PLoAidlo, méote To EUPoro pEXPL TO Tow LEPOG TOV GOANVA TNG
oVPLYYaS €161 MOTE VoL apatpedel TO AmOITOVIEVO SIIAVUA OO TO AVIEGTPOLLEVO (LOALS10.

2. Exdid&te Tov 0épa, TIg LEYUAES PUCAAIDES, KAl OTOL0ONTTOTE EMTALOV dIAAVLA £TCL DOTE VAL
TETVYETE TNV AMALTOVUEVT] dOOT).

3. Metaeépete Tnv amottodpevn avacvotabeioa 66om oe 50 ml yAwprovyov vatpiov 9 mg/ml
(0,9%).

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

v tepiodo 30 1) 60 Aemwtdv.

To Daptomycin/Accordpharma dev givatl pUOIK®OG 1 YNUIKDOG LUPATO e SIADUATA TEPIEXOVTA
YAvkoln. Ta akdrlovBa Exovv kataderyBel g cupPatd dtav TpootiBeviol og dStodvpata £yYLGNG TOL
nepiéyovv Daptomycin/Accordpharma: altpeovapn, ketaldiun, KeQTpla&dvr, YEVIOUIKIvN,
@AovkovaloAn, Aefopro&acivn, vtomauivn, nmapivn kot Adokaivn.

O ovvdvacuévog xpovog EOANENS (AVOCLGTAUEVOD SHADOTOS GE PLOAIS10 KOt apOit®pEVOL
dAvpatog o€ odio £yyvong) otovg 25°C dev o mpénet va vrepPaivel Tig 12 dpeg (24 dpeg av
(QUVAACOETAL GE YVYELD).

H otafgpotnta 100 apat@pévon S1oAdIaTog evtog Tov cakmv yyvong kabopiletatl otig 12 dpeg
o61ovg 25°C 1 24 mpeg av puAdcceTal o cuvOnKkeg yoyeiov otovg 2°C — 8°C.

Daptomycin/Accordpharma mwov yopnyeitar v popei) 2-Aent@v £vooPAEPLag Eveong (evijikeg
ac0eveic povo)

Agv mpénel va ypnoiponoleital DOmp yio TNV avacvetacT tov Daptomycin/Accordpharma yio,
evoopAéPra éveon. To Daptomycin/Accordpharma mpémet povo va avachotatat Pe YADPLOHYO VATPLO
9 mg/ml (0,9%).

Evéowo Daptomycin/Accordpharma cuykévrpmong 50 mg/ml onpuovpyegitor pe v avocHoTact Tov
Avogilomoinpévon mpoiovtog pe 10 ml evésipov dtodvpatog yAoptovyov vatpiov 9 mg/ml (0,9%).

To Avogilomomuévo tpoidv ypetdletal mepinov 20 Aemtd yio va, Stadvbeil. To mTANpwg avacvoTadéy
Poiov Ba etvar drowyé€g Kot UITopel va VIAPYOVY LEPIKEG PIKPEG PLGOAIDES T} aPPOG YOP® amd TaL
TOLYMOUOTO TOL PLOAdioL.

I vo mpoetopdoste Daptomycin/Accordpharma yio evéo@AEPia £veon, mapoakaieicOs va

aKOAOVONGETE TIG O KAT® 0dNYies:

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

Daptomycin/Accordpharma.

1. ®a mpénet vo aparpedel TO ATOGTOUEVO KAAVULO 0O TOAVTPOTVLAEVIO Y10l VO ATOKOALPHOVY
TO, KEVIPIKE TUNLOTO TOV TOUOTOG At0 KOOVTCOVK. LKOVTIOTE TO TAV® UEPOG TOV TMOUATOS OTd
KOOVTOOVK UE VO, LOVTNAGKL [LE OVOTTVELLE, 1] KATTO10 GAAO aVTIONTTIKG StOAvO Kot
TEPIUEVETE VO, 6TEYVDGEL. MeTd 10 kabdpiopa, unv ayyifete To TOUA amd KAOVTGOVK 1 LNV TO
apnoete vo pBetl o€ eman e KAmoln GAAN emedvela. Avacvpate 10 ml evéoipov dtoddpatog
yAoprovyov vatpiov 9 mg/ml (0,9%) uéco ce pia cOPLYYa XPTCILOTOIOVTOS o oTeipa fEAovN
uetapopdg n omoia £yel dSiauetpo 21 gauge 1 WKPOTEPN, N} U0 GLGKELT YWPIC PEAdVN, KoL HETA
€yx0oTe apyd S10UECOV TOV KEVIPOL TOV TAOUATOG OO KAOVTGOVK HECH GTO QLOAISI0
Kkatevfvvovtag TNV akpn TG PeAdvng TPog To Toiywe Tov ELoAdiov.

2. [Teprotpéyete omard 10 PLOAISI0 £TC1 DGTE VO SIUGPAAITTEL | TANPNC VYPAVGT TOL TPOTOVTOC
K0l 0T GUVEXELD 0PNOTE TO Yo, 10 AemTd.
3. Téhog, Ba Tpémel va TePIoTPEYETE/GTPLPOYVPICETE ATAAL TO PLOAIOI0 Yo PEPIKA AETTA, OGO

YPEWOTEL, LEYPL VA TPOKVLYEL £VOL SLOVYEC OVOGVGTOOEY StdAvpa. AToeOyeTe TNV £viovn
avakivnon tov erAdiov yia va pn dnpovpyndel appdc 6to mpoidv.



4, IIpwv amd tn gpnom Ba mpémetl va eAéyEeTe TO AvacLOTABEY SIIAV LA TPOGEKTIKG Y10 VO
BePoarmBeite 6T TO TPOTOV £xEL Yivel dSidhvpa Kol Yo va TO EEETAGETE ONTIKA Y1 TVYOV TAPOLGI
copotdiov. To ypoua tov avacvotadiviav dtaivpdtoy tov Daptomycin/Accordpharma
Kopoivetotl amd omahd Kitpvo £mg avolyTtd KapE.

5. Aparpéote apyd 10 avacvotafév didivpa (50 mg dantopvkivng/ml) amd to raiidio
YPNOLOTOIDVTOG (o oteipa feAOvT petapopds 1 ontola £xel ddpetpo 21 gauge 1| pikpoTepn.
6. AvTIoTpEYETE TO PLOALSI0 APVOVTOG £TGL TO SIEALLLO VO S10XETEVOEL TPOC TO T

XpNoHonotdvag o véa cOptyya, ElAayeTe T PEAOVI LEGO GTO AVIEGTPALUEVO PLOAISLO.
Kpatdvtag to praiidio avieotpappévo, Torodetnote v akpn g PeAdvng eVIEADS GTOV
TuOpEVA TOL SHADUOTOC PEGH 6TO PLOAido KabmG avachpete To dtdAvpa otn cvpryya. [pv va
apaipéoete TN PeAdvn amd To PLoAid10, TEGTE TO EUPOAO PEXPL TO TOW® UEPOG TOV GOANVO. TNG
oVPLYYaS €161 MOTE Vo aparpedel OAo To dStAvpa 0o TO AVIEGTPUUUEVO PLOAIdLO.

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

8. Exdin&te Tov 0épa, TIg LEYUAES PUCAAIDES, KAl OTOL0ONTTOTE EMTALOV dIAAVUA £TCL DOTE VAL
TETVYETE TNV AMALTOVUEVT] dOOT).

9. 21 ovvéyetn To avaovotadév dilvpa Ba tpémel va xopnynOel pe evooeAiéPia Eveon apyd yia
2 \emtd.

H ynpu ko puoikn otabepdtnta Katd T SdpKeLo XP1oNG GTO OvVAGLGTAOEY dtdAvpa EVTOG TOV
QloAdiov &yetl amoderybel o 12 dpeg otovg 25°C kot puéypt 48 mdpeg av puidooetal o€ yoyeio (2°C —
8°C).

Ouwg, amd pikpoProroyikng dmoyng to Tpoidv Ba mpénet va ypnoonomel apéome. Av dev
yxpNoomon el auésms, ot xpovol QOUAAENG LETOED TOV XPNCEDV OTOTEAODY EVOVVT TOV PN OTH Kol
Kavovikd dgv mpémet va vepPaivouy Tig 24 mpeg og Beppokpacia 2°C — 8°C extdg edv n
avacvotoon/apainon ELafe xdpa VIO EAEYXOUEVES Kl ETKVPOUEVES ACT|TTIKEG GLUVOTKES.

AVT0 TO POPUAKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVOETAL UE AAAL, PUPUAKEVTIKE, TTPOTOVTO EKTOG
oo exeivo TOV OVOPEPOVTOL TTLO TTAV®.

Ta @laAido tov Daptomycin/Accordpharma givan piog xpnong uévo. Tuyov un-ypnoipuonombéy
StdAvpa To 07010 TOPAUEVEL 6TO PLOAidLo Oa Tpémel va amoppinTeTal.



