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ZOLSKETIL pegylated liposomal 2 mg/ml avkvé ckedaopoylo Tapacken S106mopag Tpog

£yyroon
vOpoyrlmpikn do&opovfikivny

A PaoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TIPLV UPYIGETE VU YP1CLUOTOLEITE

avToTO PAPROKO, O10TL TEPLAAPPAVEL CNRAVTIKES TAPOPOPIES YIU CUG.

- DdvrdEte avTd TO PUALO 0dNYLDY YpNoNGC. Tomg ypelaotel va to dafdcete Eava.

- Edv éyete mepartépm amopiec, pmTNOTE TOV Y1ATPO 1] TOV QOPLOKOTOLO GOG.

- H ovvtayn yU' avtd 1o @dppako yopnyndnke amokAeloTikd yio cog. Agv mpénel vo ODGETE TO
Qappako cg GAAoVG. Mmopel va Tovg TpokaAiésel PAGPN, aKOUO KOl OTOV TO GUUTTOUOTO TNG
acBéveldg Tovg gival id1o pe ta S1kd Goc.

- Edv mapatmpnoete Kamowo avemBOUnTn evEPYELD, EVILEPADGTE TOV YLOTPO 1) TOV POPLOKOTOLO
caG. Avtd 1oyvet kat Yo ke mhovi avemBOunTn evépyela Tov OV avaPEPETAL GTO TAPOHV
@OALO odNy1dY Ypriong. BAére mapdypago 4.

T epréyer To mapov eOALO 00N YIOV:

Ti eivar o ZOLSKETIL pegylated liposomal kot woa givat 1 xpron tov

T npénet va yvopilete npv ypnowonomoete to ZOLSKETIL pegylated liposomal
i va ypnoipwomomoete 1o ZOLSKETIL pegylated liposomal

[MBavég avemBOuntes evépyetleg

i va pvidooete to ZOLSKETIL pegylated liposomal

[epreydpeva TG GLOKELAGING KOl AOUTEG TAT|POPOPIES

ocogakrwhE

1. T givon To ZOLSKETIL pegylated liposomal kot owa givar i xpfion tov
To ZOLSKETIL pegylated liposomal givat évog mopdyoviog Kot v OyKov.

To ZOLSKETIL pegylated liposomal ypnoionoeitor yio ) Oepaneio tov kapkivov tov poctov 6
acleveic pe xivouvo kapdtakmv tpofinudatmv. To ZOLSKETIL pegylated liposomal emiomng
y¥pnoonoteital yio tn Oepameio Tov kapkivov g wobnkng. Xpnoiponoeital yio va avatover ta
KOPKIVIKG KOTTOPO, VO GUPPIKVOVEL TO PEYEBOG TOv OYKOoV, va EMPBpadivel TV avamTTLEN TOV GYKOL
Kot vo Topateivel TNy emiPioon cag.

To ZOLSKETIL pegylated liposomal ypnoionoteiton eniong oe cuvévacpd pe Eva GALo QapaKo,
™ Boptelopipmn, yia ) Oepaneio Tov TOAATAOD HOEAD®MOTOG (EVOG KOPKIVOL TOV QipaTog) o
acleveic mov &xovv AaPetl TovAdyiotov 1 mponyoduevn Oepaneia.

To ZOLSKETIL pegylated liposomal ypnoipomoigitor exiong yio vo, EATIOGEL TO GAPKMLLO TOV
Kaposi copumepiropfavopévov emmédmongs, Heimong, akoun Kot cuppikveong Tov Kapkivov. AAro
CUUTTOUOTO TOL GopKOpaTog Kaposi 6mwg oidnpa yopw amd tov 6yko pnopet eniong va fertimbovv
1 va e£aQavicTovy.

To ZOLSKETIL pegylated liposomal mtepiéyet éva dpactikd cuGTATIKO, TO OO0 UTOPEl va
OAANAETIOPA UE T KOTTAPO IE TETOLO TPOTIO MGTE VO GKOTMVEL EMAEKTIKA TO, KAPKIVIKE kKOTTapo. H
vopoyrmpikn do&opovPikivn oto ZOLSKETIL pegylated liposomal givon kheiopévn péca oe ToAnd
LIKpa cpoatpidte Tov ovopalovtol TEYKLAM®UEVE MTOcOUATO, To. 0Ttoio, fonfovv 61N peTapopd Tov
QOPUAKOV OO TO QL0 GTOVG KOPKIVIKOUG 1GTOVG TEPICTOTEPO, TAPE GTOV VY] PLGIOAOYIKO 16TO.

2. T npémer va yvopilete Tpwy ypnoporomoete To ZOLSKETIL pegylated liposomal
Mnyv ypneponomjoete To ZOLSKETIL pegylated liposomal

- o€ mepintwon aAiepyiog otV VOPOYAWPIKY d0E0POLPIKivI), TO PLoTIKIA 1| TN GOV, 1| OE
0mOLOMTOTE GAAO OTO TOL GLGTATIKG AVTOV TOV POPLAKOV (AVAPEPOVTAL GTNV TAPAYPAPO 6).



IIposgidomou)oelg Ko TPoPLLAEELS

AmevBuvbeite oToV Y10Tpd GaG Yo 0TO0INTOTE Ald T AKOAoVOaL:

- edv AapPavete onowadnmote Oepameia Yo kapdlokn 1 NTATIKY vOcO,

- edv &xete dSwafnrn, yati to ZOLSKETIL pegylated liposomal mepiéyet {oiyopn pe amotéiespo
fomg va amatteiton TPOGAPHOYN TG Ay@YNS Tov Aappdvete yia o dafnn,

- eav &yete oapkopo Kaposi kot oag £xet apapedel o omAnvog,

- €4V TapATNPNGETE EAKT, SLGYPOUATIOUO 1) OTOLUONTOTE SVCPOPIN GTO GTOWUN GAG,

- €dv 0 peAdS TV 06TV GOG dgV CLVOETEL APKETA KOTTOPO TOV CULOTOC,

- €04V £YETE KAPKIVO KOL O LVEALOG TOV 0GTMV GG GLUVOETEL U PVGIOAOYIKE KOTTAPO, TOV
aiparog,

- eaqv £yete eN®OLVO, KNAOWDIEG EpLOPO e€AvON A TOV dEppOTOC,

- edv €xete Soppon VYPAV 1] PAPUAK®V TOL PTOPOVV VO TPOKAAEGOVV POVGKAAES A TN
QAEPa oToVg YOP® 16TOVGE,

- edv €xete GLVOPOUO XEPLOV-TOOIDV [£pBpdTNTA, TPNELLO KO CYNUOTIGLOG PLGUAMOWOY
(oyMUOTIGHOG EVOG BUAGKOL UE VYPO OTIG EMPAVELOKEG GTIPAOES TOV OEPUATOC) OTIC TAAGLES
TOV XEPLOV KOl OTA TEAUATA TOV TOIDV].

MéBodor tpdinyng kKo Bepomeiog Tov cuVIPOLOL ¥EPS - TOdAC TEPIAAUPEVOLY:

- povAdleTe Ta xEpia 1/Kat To TOd o€ AeKAvn e KpHo vepd otav glvar dSvvatdv (m.y. otav
PAémete TnAedpaom, daPdalete 1 akovTE PAdIOPMVO),

- KPOTATE TO XEPLOL KoL TO TOS0, akAALTTTO (01 YOVTLO, KAATOEC KAT.),

- TOPOUEVETE GE OPOCEPD LEPT,

- Kavete dpooepd umdvia Katd ) didpkela {EGTOD Kapov,

- OTOQVYETE TNV EVTOVT] YOUVOGTIKN TOV UTOPEL VO, TPOKAAEGEL TPAVUATIOUO GTO TTOSNL (TT.Y.
TPOYGONV),

- aToPVYETE TNV £kBECT TOL dEPLOTOG OE TOAD (€GTO VEPO (TL.Y. VOPOUACAL, Ghovva),

- OTOPEVYETE GTEVA TOMOVTOLN 1] TOTOVTOLO LE YNAG TAKOVVIAL.

Mupdo&ivn (Brrapivn B6):

- N Prrapivn B6 dratiBeton ympic wrpikn cvvrayn,

- AdBete 50 - 150 mg v nuépa apyilovtag Le TNV EUEAVIOT) TOV TPATOV oNUeinV
epuOPOTNTOC N LVPUNKIOGTC.

Howora kon £éenpor
To ZOLSKETIL pegylated liposomal dev mpénet va ypnoytomoteitor o€ mondid Ko epnBoue, enedn
dev givarl yvooto g Oa To ennpedost antod To PAPUAKO.

Al gappaxka kar ZOLSKETIL pegylated liposomal

Evnuepdote Tov yiatpd 1| TOV QOPLOKOTOIO GOG

- €Qv Taipvete N EYETE TAPEL TPOGPATA, AAAL PAPUAKO, KOO KOL GVTA TOL OEV GOG £YOVV
xopnynOet pe cvvrayn,

- OYETIKA LE OTO1EGONTOTE GAAEC avTiKapKIVIKEG Oepameieg AapPavere 1 Exete AdPel oto
napeAdov, kabdg amatteital Wwitepn Tpocoyn e Oepameieg mov PEL®VOLY TOV apPOUd TOV
AEVK®V opos@apinyv, Kabmg oavtd HUTopel vo TPOKAAEGEL TEPUITEP® UEIMOT oTOV aplOud TmV
Aevkmv opocpatpiov. Av dev giote oiyovpol oyeTikd pe Tig Oepaneieg mov xete AaPel N Yo
TUYOV e cEIC oL glyate, cu{ntote To BEua pe Tov yloTpd cag.

Kdnon ka1 Oniaopdg
Zn™oTE TN GLUPOLAN TOL YIOTPOD 1) TOV PAPUAKOTOIOV GOG TPV TAPETE AVTO TO PAPUAKO.

Emeidn n vdpoyropikn do&opovfikivn, to dpactikd cvotatikd tov ZOLSKETIL pegylated
liposomal, pumopei va TpoKaAEsEL YEVETIKEG AVOUOAIES, EIVOL GNUAVTIKO VO EVIUEPDOETE TOV YIATPO
o0 eav vouilete 0TL elote £yKvOG,.

O1 yovaikeg TpEmEL VO moPEVYOLY VoL LEIVOUY EYKVOL KOl TPEMEL VAL YPTCLULOTOLOVV AVTIGOAA Y
evocm maipvovv ZOLSKETIL pegylated liposomal kot eviog tov oxtd unvav mov akolovBodv petd
™ dakonn ¢ Oepomeiog pe ZOLSKETIL pegylated liposomal. Ot dvtpeg mpénet va xpnoipomotodv



avTIcVAAN YT evoom maipvovy 10 ZOLSKETIL pegylated liposomal kabmdg kot 6 uiqveg HeTd v
dakomn g Oepanciog pe ZOLSKETIL pegylated liposomal, £ét61 dote 1 60VTpo@og Tovg va un
petvet £ykvog.

Enredn n vdpoyropin doopovPikivn propel va givar emPBrafnig ota Bpéen mov Bnialovv, ot
YOVOIKEG TPETEL VO SLKOTTOVY TO OnAacud wpv amod v Evapén g Beponeiog pe ZOLSKETIL
pegylated liposomal. Ot g181koi vygiog cuvioTovV OTL O1 YVvaikeg TOL PEPovV Tov 10 HIV v pn
Onralovv ta Bpéen Tovg KAT® 0md 0TOECONTOTE GLVONKEG DGTE VA amoPVYoLV petddoon Tov HIV.

Oonynon ko yepropdg pnyavnpdTov
Mnyv odnyeite 1§ ypnoponoleite epyaieio 1 pnyaviuote edv aicfdveste Kovpaon 1 vIvNAia omd ™
Oepancio pe ZOLSKETIL pegylated liposomal.

To ZOLSKETIL pegylated liposomal wepiéyet £horo 6oyLog Kon vaTplo

To ZOLSKETIL pegylated liposomal mtepiéyet élaio ooyloc. Av giote 0AAEPYIKOG GTO PLOTIKL 1) OTN
cOYLOL UMV YPTCLLOTOGETE AVTO TO PAPULOKO.

To ZOLSKETIL pegylated liposomal nepiéyetl Arydtepo amd 1 mmol vatpiov (23 mg) avd 6o,
glvar avtd mov ovopalovue «elevbepo vatpiovy.

3. Haog va ypnorporomicets To ZOLSKETIL pegylated liposomal

To ZOLSKETIL pegylated liposomal givor pio povadikr covieon. Aev mpémel va ypnoyLonoteitan
EVOALOKTIKA pe GAAES GLUVBEGELS VOPOYAWPIKNG doEopoufikivng.

IMéoo ZOLSKETIL pegylated liposomal apémer vo ypnoyromron0si

Edv Aappaverte Bepaneio yio kapkivo Tov pooto 1 kapkivo wodnkodv, 1o ZOLSKETIL pegylated
liposomal Bayopnyeital o pia d6om TV 50 mg avd TeTpay@ViKd PETPO EMPOVELNG TOV COUATOG
oag (Bdoetl Tov VYovg Kot Tov Bapovg cag). H d6on emavarapPaveton kdbe 4 efoopddeg yio 660
oo, n vocog dev e€glicoetar kal giote og BEom va aveydeite tnv aywyn.

Edv Aappaverte Oepameio yio moAlamAd poélopo Kot £xete 1o AdPet tovddyiotov 1 Tponyoduevn
Oepamneia, to ZOLSKETIL pegylated liposomal 8a yopryeiton oe pia 66om 1ov 30 mg ava
TETPOYOVIKO UETPO EMPAVELNG TOV 6MUATOC G0¢ (BATEL TOV VYovg Kot Tov Bapovg oag) mg pia
evooQAEPLa Eyyoon 1 dpag v nuépa 4 omd to oynua 3 efdoudadov Boptelopniumng opécmg uetd
v €yyvon Poptelopipmng. H d6on emavarapfaveral ¢’ 660V AVTOTOKPIVESTE IKOVOTONTUKY KOl
avéyeote 1 Oepamneia.

Edv Aappavete Ogpaneia yio capropo Kaposi, to ZOLSKETIL pegylated liposomal Oa. yopnyeitat
o€ o d6om TV 20 mg ava TETPUYOVIKO HETPO EMPAVEING TOL CAONOTOC oag (BAoel TOL VYOLS KoL
oV Bépovg cag). H d6om emavorapfdavetor kabe 2 g 3 efdopddeg yio 2 — 3 pnives Kot o1
oLVEXELD OGO CLYVA aVTO Elval amapaitnTo, Yo va dtatnpnei n Bedtioon g KatdoTacng Gog.

Iog yopnysitor to ZOLSKETIL pegylated liposomal

To ZOLSKETIL pegylated liposomal 8a cag yopnynOet amd tov yotpd cog ved popen evetdiuing
(éyyoom) ot PAEPa. AvdAoya pe T d6oM Kot TNV EVOEIEN, 0T pumopel vo dlapkécetl and 30 Aemtd
uéxpt meptocotePo amd pia dpa (m.y. 90 Aemtd).

Eav ypnowpononjoets peyoarvrepn d6on ZOLSKETIL pegylated liposomal a6 v kavovikng
Oéeio vEPd0CcOAOYIa, ETOEWVMDVEL TIC OVETIBVUNTEG EVEPYELEG OTTMG GTOUATIKA EAKT 1] LEIDOVEL TOV
aplOpd TOV AEVKOV OLOCEOIPI®VY Kol TOV alponeTaiov oto aipa. H Oepancio 0o mepriapfavet
xopNynon avtiPloTik@v, HETAYYIoT) QUOTETOAI®Y Kol ¥p1ioT TOPAyOVIMV TOV SleyElpovY TNV
TOPAYMOYT AEVKOV OLLOGPALPIMY KOl GCUUTTOHOTIKN Oy T®V GTOUATIKOV EAKDV.

Edv éxete meprocdtepeg EpOTNOELG GYETIKA LLE T YPNOT| CLTOV TOL TPOTOVTOG POTNGTE TOV YLUTPO M|
TOV QUPLLOKOTOLO GOG.



4. MBavic avemBOUNTES EVEPYELEG

Onwg 6Aa Ta pappaKa, £TCL KoL 0VTO TO PAPLOKO UTOPEl VoL TPOKAAEGEL avemMBOUNTES EVEPYELEG OV
Kot 6gv ToPoVG1alovTal 6€ OAOVE TOLG aVOPDOTOVG.

Katd ) didpkeia g £yyvong tov ZOLSKETIL pegylated liposomal, evééyetat va epoavicetodv ot

TOPOKATO AVTIOPACELC:

- cofapn aAlepykn avtidpaor mov pmopel vo teptapuPdvel TpNEO TOL TPOGAOTOL, TV
YEWDV, TOL GTOUOTOC, TNG YADCGAG 1 TOL AoV, SUGKOAID GTNV KATATOGN 1) GTNV OVATVOY),
e&avonua pe payovpa (kvidwon)

- QAEYLLOVT] KOl GTEVMGT] TOV 0EPAYDYDV GTOVE TVEVUOVEG, OV TPOKAAEL fya, cuptypod Kot
dvuokoAia oty avamvor| (doBpa)

- eEdyeig, epidopman, piyn 1 mopetog

- ndévog 1 duopopia oto Bmpaxo

- 0GQLUAYia

- VyMAN N xopmAn opTnplaki Tison

- YPNYOPOL KTOTIOL TNG KOPOLAG

- onacpol (emAnTTiKéG Kploels)

Mmropei vo, eppovicdel d1apporn Tov vYPoD TG Eveong omd TIC PAEREC GTOVE 1GTOVG KAT® omtd TO
dépua. Eav 1 evetdiaén cog toovlel 1} mova eved AauPdvete ) d6om tov ZOLSKETIL pegylated
liposomal, evnuepmote apéowg To yoTpod 6ag,.

Ba tpémet va gwomombel apécmg o yatpdg oog edv mapatnpn el omotadnmote and TG aKOA0VOES

coPapéc avemBountes EVEPYELEG:

- eppavilete moupetd, vidbeTe KOVPAGUEVOL 1] EYETE OMNLELN LOAOTIGLOV 1| cuplopparyiog (oAl
GUYVEQ)

- epuBpotTa, TPHEo, EeProvdiopa 1 evatctncia, Kupimg ota xépta 1 ota TOd (CHVOPOUO
«XEPLOV-TOS10DY). AVTEG Ol avemBOUNTES EVEPYELEG EXOVV TTapaTnpn Ol TOAD GuYVA Kot
UEPIKEC POPEC glvar coPapéc. Xe coPapés TEPIMTMOELC, AVTES Ol AVETLOVUNTEG EVEPYEIEG
UTOPEL VO ETNPEACOVY OPIGUEVEG KOO UEPIVEG OPOCTNPLOTNTES Kol UITOPEL va, dlapKEGoLY 4
efdoudoeg N TEPIGGOTEPO TPOTOV VTTOYWPNHGOLV TANPWS. O YiaTpog umopei va Beinoet va
kaBvotepnocl TNV Evapén KoM va. LEIGEL T 0001 TG emduevng Bepameiog (PA. Ztpotnyikég
Yo TNV TPOANYN KO TNV OVTIHETMOTLOT TOV GLVIPOLOD KXEPIOV-TOI0D», TAPATAV®D)

- TANYEG 6T0 0TONA, GoPapn S1appota 1| EUETOG 1 vouTia (TOAD GLYVEC)

- AOWDEELS (CVYVES), CUUTEPIAAUPOVOUEVOV TVEVUOVIK®OV AOMEEWDV (TTvevpovia) 1
AOWUBEEDV TTOL UTTOPETL VO EMNPEACOVY TNV OPOCT] GOG

- duokoAia oty avamvor| (cuyvn)

- cofapdg TOVOGg 6To GTOUAYL (GUYVT)

- cofapn advvauio (cuyvn)

- cofopn aArepyikn avTidpoor mwov pmopel vo TepAapPfivel TPREO TOL TPOGHTOL, TV
YEMDV, TOL GTOUATOG, TNG YADOGHG 1] TOL AQLLOD, SVGKOAN GTNV KATATOGT 1] GTNV OVATVOT,
gEavOnua pe payovpa (kvidmeon) (0x1 GuyVEC)

- KopOLOKT ovaKomn (1 Kapdid oTapatd vo KTUTTE), KopOloKY| OVETAPKELN, KOTA TNV 0mToia 1
KOPOLG 0V OVTAEL EMOPKT TOGOTNTA AIUATOS GTO VITOAOUTO GMLO, 1 OTTOI0 GG TPOKAAEL
SVOKOAID, 6TV OVATTVOT| Kol UTTOPEL vaL 001 YN oEL 6€ TPNEWO TV TOdIDV (O)L GUYVEC)

- OpouPog aipLOTOC TOV HETOKIVEITOL GTOVG TVEVUOVEG, TPOKAAEL TOVOG 0T0 6T 0G Kol GOg
Kévewa £xete duokoria otV avamvor| (1 cuyvn)

- npnéo, Beppotra, 1 evaicincio 6ToVg LOANKOVS 1IGTOVE TOV TOOOD GOC, OPIGUEVEG POPEG
UETOVO 0 0TO10G XEPOTEPEVEL OTAV CTEKESTE 1| TEPTMATATE (OTAVLN)

- cofapod 1 amenTko Yo T (on e&avinua pe eAvKTaveS Kot EEQPAODOIGLLO TOL dEPUATOG,
Kupioe YOP® amd TO GTOUA, TN UOTT, TO UATIO KOl TO YEVVITIKG Opyava (chvopopo Stevens-
Johnson) 1 6t0 peyoldTEPO PEPOC TOV CAONOTOG (TOEIKN EMOEPUIKN VEKPOAVOT)) (CTTdvia,)

Addrec avemOOuNTEG EVEPYELEG



Meta&d TV eyyvoemV, To TOPAKATO UToPEL Vo GLUPOVV:

oA ovyvég avemOounTeg evépyeteg (Umopei va emnpedoovy nepiocdtepa omd 1 ota 10 dropa)

peimon Tov aplBpod TOV AEVKOV AHOSPALpimV, ToL UTopel va avéNcel Tic TBavOTNTES
EUPAVIONS AOWMEEWDY. € GTAVIEC TEPITTOOELS, O YOUNAOG APIOUOG TOV AEVKDV OLLOCOUIPI®DY
pmopel va odnynoet oe cofapn Aoipwén. H avaipia (pueioon tov epubpodv apospatpioy)
pmopel va TPOKOAEGEL KOVPAOT] Kot 0 LE@UEVOS apliuds apomeTaliov 6To aipa pmopel va
avénoet Tov Kivouvo apoppayiag. AdYo Tov THavOY HETUPOADY TOV KUTTAP®V TOV GIIATOC,
O kavete TaxTikd e£eTAOELS QOTOC.

UELMUEVT OpEEN

dvokodTTO

eCavOnuata oto dépua, cupmeptlapfavouéving puBpoTnTag Tov dEPUATOS, OAAEPYLKOD
deppotikov e&avOnuartog 1 eEoykmpévov e&avinuatog 6to dépua

TPLYLOTTMOOT)

VoG, CLUTEPIAAUPOVOUEVOD TTOVOL GTOVG HUEG KOt 6TO BpaKiKo pv, oTig apOpdoels, ota
¥éplo 1 6TO TOSIL

aicOnpo vepPorkng KOVPUGNC

Yoyvég avemBiunteg evépyeres (umopel va ennpedoovv éoc kot 1 ota 10 dropor)

Aoméelg, mov TepAapfavovy coPapn Aoiumén oe OA0 T0 GOU (CTIWOLLIN), TVEVUOVIKES
AomEetg, Aotpuméelg amd Tov 10 Tov Epmnta {wotipa (€pmng), Evay TOTO PAKTNPLOKNG
rotuméne (Aoipwén omd ovpmieypo mycobacterium avium), ovpoAoipmEn, LKNTIOGIKEG
Aoméelg (ovumeptAapfoavopévng HOVIAOGTG KOl GTOMOTIKNG LOVIATXGNG), Aoiumén tov
plovtov Tpry®dv, Aoipwén 1 epediopd Tov Aapol, AoipmEn TG HOTNG, TV TaPUPPIVIDV
KOAT®V 1 TOL AOoV (KPLOAOYTLAL)

YOUNAOG 0p1OUOS EVOC TOTTOL AEVKMV OLLOCOUPIDY (OVOETEPOPILQL), LLE TUPETO

cofapn amdAelo cOUATIKOD BAPOVG Kot PUTKNAG LAlag, Un EXOPKNEC TOGOTNTO VEPOD GTO GO
(apuddtmon), Younio eninedo Kaiiov, vatpiov 1| acPectiov 610 aipa

aicOnua odyyvong, dyyoc, KatabAyn, SLGKOAIN GTOV VTTVO

BAGPN TV veEdpmV OV UITOPEl VO TPOKUAEGEL LOPUYKIOGLO, LOVOLOGHO, TTOVO 1) OTOAELL TNG
aicBnong tov TovoL, TOHVO oTa VELPL, aoLVIBGTO aicOnua oto déppa (OTWS LLPUAYKIOGUO 1)
ooV KATL Vo GEPVETOL TAVMD GTO dEPLN GOG), UE®UEVT aioBnom 1 evatstnaia, kvping oto
Oéppa

petafoin oty aichnon tng yevongs, TovokEPoAog, aicnpa vrepPoAlkng VIVNALLG LE XOUNAO
eminedo evépyelag, aicOnuo (oAng

QAEYLOVT] T®V HOTIOV (ETTEQLKITION)

YPNYOPOL KTOTTOL TNG KOPOLAG

VYNAN M YOUNAN apTNPLOKT TTiESN, EAVELS

SVuoKOAiD GTNV AVOTTVOT] OV PToPEl v TPOoKANOEl amd cOUATIKY dpacTNPOTNTA, doppayia
omd T potm, Prixos

QAEYLLOVT TNG EXEVOVGTG TOV GTOUAYOV 1] TOV 0160QAYOV, EAKN (TANYEC) 6TO GTONO, SLGTEYIO,
SVoKOAiD GTNV KATATOGT), TOVOG GTO GTOUM, ENPOCTOUIN

depuotikd TpoPAnpata, copmepAapBavopévng eoiidmaong kot Enpodepuiog, ppfpoTNTOC TOL
dépuotoc, pAvktaivoong 1 eEéhkmonc (TANyEC) oto dépua, Gayovpoc, Kniidwy
GKOVPOYPOHUOVOIEPLATOG

vrepPolikn epidpmon

poikoi oracpoi 1 Toévol

TOVOC, GLUUTEPIAAUPOVOUEVOD TTOVOL GTOVG MVEG, 6T 0GTE 1 OTN HéoT)

TOVOG KOTE TNV 0VpNoN

AAAEPYIKT OVTIOPAOT] GTNV EYYVOT] TOV QUPUAKOL, YPITMONG GLUVOPOUN, PiyT, PAEYUOVT TNG
EMEVOLONG TOV KOIAOTHTOV KoL TOV dODA®Y TOV GOUOTOC, O 1 LOTN, TO GTOUO 1 1)
Tpoyeia, aicOnua advvapiog, yevikod aicOnua adrobeciog, Tpn&ipo mTov TpokaAeiton amd
GLGGMPEVGT] VYPOL GTO GML, TPTCUEVE, YEPLO, AGTPAYUAOL ) TOOLN

ATTOAELN COUATIKOD BApovg

Otov 1o ZOLSKETIL pegylated liposomal ypnoyomoteitan Lévo tov, 0pIopEVES amd oVTES TIC
gvépyeteg eivar Ayotepo mhovo vo cuufodv kot kamoteg dev Exovv cupPel Kaborov.



Oy ovyvég avemOBounteg evépyereg (Umopel va ennpedoovv €oc kot 1 ota 100 dropa)

AOWDEELG ammd TOV 10 TOL amA0D £pmnTa (EMXeiMOg £pING N PTNG TV YEVVITIKOV 0PYAV®V),
LUKNTIGKT Aoipmén

YOUNAOG aplBpdg OA®MVY TOV TOUT®V KLTTAP®V TOL AiLATOS, AVENUEVOS aplBpog «opoTETAAIDVY
(xvtTapa wov Ponbovv oty TEN TOL AiNATOC)

OAAEPYIKT OVTIOpOOT

VYNAO eninedo KoAiov 6To aipla, YounAd ETITESO LOYVNGIOL GTO aipol

BAGPN TV vedpmv oL TPOSPArAEL TEPIGGATEPES OO [iol TEPLOYES TOV GMOUOTOC

onacpol (emAnmrikég Kpioelg), Mmobupia

dvadpeotn 1| enddvvn aichnon, Kupimg pe v aen|, aicOnpa vvniiog

Bapmm 6paocn, daxpHppola

aicOnpa ypryopov 1 akovovioTov Kapdlakol Ktomov (aichnua TaApudv), vOsos Tov
KopAOKOOLUVOG, Kapdlokn PAGEN

BAGPN 16700 (VEKP®OOT) GTO oTMUEiD YOPNYNONG TNG EVESTS, PAEYLOVI] PAERDOV TOV TPOKAAETL
rpné&po kot mdvo, aictnpa Laing 6tav onkdveste N otékeote dpbiot

dvcpopia 6to Bdpaxa

aépia, EAEYUOV 6T0 0V (OVAITION)

deppotikd mpoPAnpata 1 e&ovonparta, coumepthappavopévng eoiidwong 1 Eeprlovdicpatog
TOV O€pUATOC, OAAEPYIKO deppoTIKd eEAvONua, AKn (TANYEQ) 1| KViIdmon 6To dépa,
OTOYPOUATIGLOC TOV OEPLOTOC, LETABOAT TOV PLGIKOV YPOUATOS (XPDONG) TOV FEPUATOG,
WIKPES epLOPEC M P KNAIDEG TTOL TPOKOAODVTOL OTTO ALLOPPAYIO KATM OO TO dEPL,
TPOPAN LT OTO VOO, OKUT

LK aduvapio

ndévog 610 otnbog

epediopdg M TOVOG 6TO omMpeio yopNyNoNg g £veong

TPNEO TOL TPOSMTOL, VYNAT BepLoKpOcio GOUTOC

oOUTTOUOTO (OO PAEYLOVY], pLOPOTNTA 1) TOVOG) TTOL EMAVEUPAVILOVTAL GE £Vl LEPOG TOV
o®poTo¢ T0 07oio giye vwoPAnbdei o aktvobepaneia N eiye vrootel TolodTEPO PAAPT 0
éveon ymueobepaneiog o o eAEPa.

Yravieg avemOounteg evépyereg (umopel va emnpedoovy £o¢ kat 1 ota 1.000 dtopa)

Aolpwén mov gpeaviletar og dtopo pe e£0cOevnEVO AVOGOTOINTIKO GUGTI LA

TOPOYOYN YOUNA0D aplBod KUTTAPMOV OULOTOG GTOV HVEAD TV 0GTOV

QAEYLOVT] TOV OUEIPANOGTPOELDOVG, TOV UTOPEL VL TPOKOAESEL HETOPOAES TNG OpOONG T
TOPA®ON

U1 QLGOA0YIKOG KAPAIOKOG pLOUOG, U1 PUGIOAOYIKT] KOTOYPOPY] TNG KOPOLOKTG Aettovpyiog
ot1o HKI" (nAektpokapdioypdonua) tov propei va gupaviCeton pe opyo koapdiokd Ktomo,
TPOPAN U e TNV Kapdid oL ennpedlel Tov Kapdlokd molud kol puOud, urke xpduUe 6To
dépokat Tov PAEVVOYOVO OV TPOKOAELTAL 0O UEL®WUEVO 0ELYOVO GTO OlipLaL

S1EHPLVOT TOV ALHLOPOP®V AYYEIDV

CLGPIYKTIKO aicOnua 6ToV Adpd

epediopévn Kot Tpnopévn YAwooo, Ak (TANYEC) ota yeila

deppoTikd eEAVOM LA e PADKTALVES YEUATES LLE VYPO

Aoiumén Tov KOATTOL, EpLOPOTNTO TOL 0GYEO

TPOPANLOTO LE TNV ETEVOVOT TOV KOWAOTHTAOV KOl TOV SIDA®DY GTO GMUA, OT®G 1 LOTY, TO
otopHa N 1 TPpOoyEia

U1 QUGIOAOYIKA ATOTEAEGOTA OTIC EEETAGELC TNE NTOTIKNG AELTOVPYIOG, AVENUEVO EMITEDO
«Kpeatvivinoy 6To aipo

Mn yvootég (n cvyvotnto dev umopei va extiundei pe Baon ta dtabéoipua dedopéva)

KOPKIVOG TOL OHHLATOG TTOV VOTTOCOETAL TAYEWMS Kol TPOSPAAAEL TOL KOTTAPO, TOV OULOITOG
(o&ela poehoyevig Asvyaipia), VOGO TOL LDEAOD TOV 0GTMV OV TPOGPAALEL Ta KOTTOPA
TOV OUpOTOG (LVEAOSVOTANGTIKO GUVOPOLO), KOPKIVOG TOV GTOHOTOG 1] TOV XEAMMV

AvaQopa aveETIOOUNTOV EVEPYELDV
Edv mopotnprioete Kamoo avemBOunT evEPYEL, EVILEPDOTE TOV YITPO 1) TOV/TIV VOGOKOUO GOC.



AT 1oyveL Kot Yo kKé0e mBovr| avemBOUNTN eVEPYELX TOV BEV OVAPEPETOL GTO TTAPOV GUAAO
odnyuwvypnons. Mropeite eniong va avapépete avembBountes evépyeles amevbeioc, LEGm TOV
€0VIKOO GLGTAIATOG AVOPOPAG:

EAlrGoo

EBvikdc Opyaviopog @apudxmv

Meocoyeiov 284

GR-15562 XoAapyog, ABnva

TnA: + 30 21 32040380/337

dag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avapopds avemBOuNT®V gvepyeldv pumopeite va fondncete 61 cLALOYN TEPIGGOTEP®V
TANPOPOPLOV GYETIKE [LE TNV AGPAAELNTOV TAPOVTOG PAPUAKOV.

5. Iog va puidooete To ZOLSKETIL pegylated liposomal
To pappako avtd Tpémel vo puAGGGETAL 6 PEPT OV deV TO BAETOVV Kat dgv TO POEVOLV Ta TOdLA.

No unv p1oLoToLEiTe 0vTO TO QAPLOKO UETE TV NUEpOUNVia ANENG TOV AVOPEPETOL GTNV ETIKETO
K0l GTO KOUTI.

duvrdooetat og yoyeio (2°C - 8°C). Mnv kotoyOyeTe.

Metd v apaioon:

Xnpikn Kot puoikn otafepdtnta Katd T ypnon Exel kataderyBel yio 24 dpeg o 2°C €wg 8°C.
Ao pikpoProAoyikig andWemc, TO TPOIOV TPEMEL va ypnoonoteitat apuécmg. Edv dev
ypNooronfel apésms, ot xpovol GUANENG KATA T PO Kot 01 GUVONKEG TPV amd TN ¥pNon
amoTeLoBV evBVV TOL YPNoTN Kot dev B Tpémel va sival epLocdTEPO 0md 24 dpec 6Tovg 2°C €mg
8°C. Megpikmg YpMOILOTOINUEVE PLOAIdIO TPETEL VO, ATOpPITTOVTOL.

No un gpnoonoleite ovtd T0 PAPLOKO EAV TOPATNPNoETE OTL ToPOoLGLAel evoeilelg kabilnong M
OTMOLOONTOTE GAAT] COUATIOKT VAT).

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVONC 1| OTA OIKIOK( amoppippoto. Pothote tov
(POPLOKOTTOLO GOG Y10, TO TG VO TETAEETE TA, PAPLLOKO TTOV OEV XPNOUOTOELTE Tl AVT Tl PETPOL
Ba BonBnocovv oty Tpoctacio Tov TEPPAALOVTOG.

6. Mepreyépeva TG GVOKEVAGING KL AOWTEG TANPOPOPIES

Tvepréyer to ZOLSKETIL pegylated liposomal
- H dpaotikn ovosia givan vdpoydmpikn do&opovfikivn. Eva ml tov ZOLSKETIL pegylated
liposomal mepiéyet 2 mg vépoyAwpikng do&opovPikivng oe pio TEYKLAMUEVT] MTOCOULOKT LOPOT].

- Ta, GAA0. GVOTOTIKG EIVAL VIPOYOVMOUEVT POGPATIOVAOYOAIVT GOY1G, dhog vaTpiov Tov N-
(xapPovuro-pedoéumoivatbvrevo yAvkoin-2000)-1,2-dioteatind-sn-yAvkepo-3-
ewocpoatbavorapivr, (MPEG 2000-DSPE), yoAnotepdin, Oetikd apudvio, 10tidivn,
cakyopoln, HOMP Yo EVEGILA, GUUTVKVOUEVO VOPOYA®PLKO 0&D (Yo T pvOuion tov pH),
v3poteidio Tov vatpiov (yio T pOOion Tov pH). BAéne mapdypago 2.

ZOLSKETIL pegylated liposomal: aiidia ta omoia mapéyovv 10 ml (20 mg) / 25 ml (50 mg).

Epgavien tov ZOLSKETIL pegylated liposomal kot wepieyoneve TS 6voKevaciog

To @appaxo ovtd givar Eva dS1aeavo puOpPOYPOUO CKEVAGLO SLUCTOPAG OE SLAPAVO YVAALVO
eronido. To ZOLSKETIL pegylated liposomal diatifetat og yudAva @uoridia o€ povi cuokevacio
1 6€ ocvokeLOUGIN TOV dEKA PELOASI®Y. Mmopel va Unv KuKA0PopoHv OAEG Ol GLGKEVOGIEC.


http://www.eof.gr/

Karoyog Adcrog Kvkhoopiag
Accord Healthcare S.L.U.
World Trade Center,

Moll de Barcelona, s/n,

Edifici Est 62 planta,

Barcelona, 08039,

Tonmavia

Mopoaokevactiig

Accord Healthcare Polska Sp. z 0.0.
ul. Lutomierska 50, Pabianice, 95-200
[Tolwvia

Accord Healthcare B.V.
Winthontlaan 200, Utrecht, 3526 KV
O howvdio

To wapdv UAA0 00N YOV ypioNs avademp1)Onke Yo TeELevTAin Qopd Tov 04/2023

Agntopepeic TAnpopopieg yia 10 PAappoKo avtd givol S100£61LEG TO SIKTLOKO TOTO TOV
Evpomnaikod Opyaviouod @apudkov (EMEA) http://www.emea.europa.eu



http://emea.eu.int/

O mAnpogopiec mov axorlovBolv amevBovovtal pdvo oe ylotpoig 1 exayyeipatieg vysiog (PA.
napdypapo 3):

[Mpémet va diverar Tpoooyn| katd to yewpiopnd Tov dwdduatog ZOLSKETIL pegylated liposomal.
Amarteital n yprion yovtiov. Edv to ZOLSKETIL pegylated liposomal éA0e1 o€ enaon pe to 6€ppa
N 10 PAevvoydvo, Eemhdvete apéomg Kald pe comovvt kot vepd. To ZOLSKETIL pegylated
liposomal pémetl va ypnolLomoteitan Kot vo amoppinTeTal Le TPOTO avVTicToLyo te GAA®V
OVTIKOPKIVIKOV QOPLOKEVTIKOV TPOIOVTOV.

Koabopiocte T d6om tov ZOLSKETIL pegylated liposomal tov 0a yopnyn0ei (ne Bdon
GULVIGTAOUEVN dOGT KoL TNV EMPAVELD, COUATOG TOV 0cBevh). AdPeTe TO0 GOGTO OYKO TOV
ZOLSKETIL pegylated liposomal péca og pio amooteipopévn ovpryyo. Ipénet vo epappudleton
QVGTNPADG ACTTITN TEYVIKN, POV SEV VIAPYEL GLVINPNTIKO 1 POUKTNPLOCTATIKOC TAPAYOVTOS GTO
ZOLSKETIL pegylated liposomal. H kotdAAnAn d6on tov ZOLSKETIL pegylated liposomal npénet
va, opaimBei o€ dtdAvpa yYAvkolng 50 mg/mL (5%) ya éyyvon mpwv ™ yoprynon. I'a dooceig < 90
mg, apoidote 10 ZOLSKETIL pegylated liposomal o 250 ml kot yia 66e€1g > 90 mg, apoidoTe T0
ZOLSKETIL pegylated liposomal e 500 ml.

INo vo petwbei o kivovvog avtidpacemy amod Ty £yyvomn, 1 apyikn d6en yopnyeitol oe puOUo oyt
peyoAvtepo and 1 mg/Aento. Edv dev mapatnpnbel avtidpaon amd tnv £yxuon, ol ETOUEVES EYXVOELS
tov ZOLSKETIL pegylated liposomal propotv vo yopnynfodv péco oe pia tepiodo 60 Aemtdv.

210 TPAYPOLLE SOKIUMY TOV KOPKIVOL TOV HOGTOV, EMTPATNKE TPOTOTOINGT TNG EYYVONS YOl TOVG
acfeveic mov mapovsiocay avTdpAcelg amd TV £yxuon ¢ akoAovdwc: 5% g GLVOAIKNG 006N
gYYVOTaV 0pYa TO TPOTA 15 AemTd. AV fTa OVEKTH YOPIG AVTIOPAGELS, 0 pLOUOS EyYLONC
dumhactalotay ta emdpeva 15 Aemtd. Av ftav avekt, 1 £YXVCT OAOKANPOVOTAVY TNV EXOUEVN DPO
UE GUVOALKO ¥poOvo Eyyvong T, 90 Aemtd.

Edv o acBevnc eppavicel Tpdyto cupmtdpoTo 1 onpeio avtidpaons omd Ty £yyvon, SlaKOyTe
AUEGOG TNV £YXLOT, YOPNYEIGTE KATAAANAN TPOPLAAKTIKT 0y®Yn (AvTUGTAUIVIKO f/Kkat Bpayeiog
dudpkelag Spaomng KopTIKOSTEPOEES) Kot apyiote Eavd og Ppaddtepo puOuo.

H ypnon onotovdnmote GArov dodvtn ektdg Tov drodduatog yAvkolng 50 mg/mL (5%) ya éyyvon,
N M TAPOLVGie, OTOOVINTOTE PUKTNPLOCTOTIKOD TAPAYOVTA OTTMG 1) PeEVOVLAIKT dAKOOAN UTOpEl va,
npokoréoel kabilnon tov ZOLSKETIL pegylated liposomal.

Yvviotdron va cuvdsetan n ypappr £yyxvons tov ZOLSKETIL pegylated liposomal pe trv mAdyio
BVpa £16000vV oG TaPATAELPNG 0300 EVOOPAEPLAG Eyyong HECH TNG OTOlag yopnyeitan StdAv o
yAvkolng 50 mg/mL (5%). H £yyvon pmopei va yopnyeitan péow piag nepipepixig oAéfag. No, unv
TO YPNOOTOLEITE LE PIATPO GE GEIPA.



