@vAiro oonYLOV piong: IIinpoopics Yo Tov a.60gvi)
Docetaxel Accord 20 mg/1 ml Avkvo didivpa yio Tapaokevl] StoeAdpaTog TPOS £y von
Docetaxel Accord 80 mg/4 ml Tokvé didivpa Yo TapackeLY] SLEAVRATOS TPOGS £yYvoN
Docetaxel Accord 160 mg/8 ml ukvo dtaivpa yio TapaoKeLT] SLHADRETOS TPOS £YYVOT

docetaxel

Awfdote TPOGEKTIKA OAGKANPO TO PVLAO 001 YOV AP GG TPOTOV OPYICETE VA YPNCLLOTOLELTE

oVTO TO QAPNAKO, OLOTL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC.

- DordEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to dofdacete Eavda.

- Edv &yete mepaitépm amopiec, pmTNOTE TOV Y1ATPO, TOV POPLOKOTOLO TOL VOGOKOLEIOL 1) TOV

VOGOKOLO GOLC.

- Edv mapotnphoete Kamolo avemBOunTn evEPYELX, EVILEPMDGTE TOV YIATPO, TOV POPLUOKOTOLO
TOV VOGOKOUEIOV 1] TOV VOGOKOUO GaG. AVTO 10y0et Kot Yo kKB mhovi avemBountn evépyeia
OV OEV OVAPEPETOL GTO TTAPOV POALO 0ONyLdV Yprong. BAEne mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:
T eivar to Docetaxel Accord kot oo givan 1 xp1ion Tov
T apénet vo yvopilete mpotod ypnoipomomoete to Docetaxel Accord
o va ypnoonomoete to Docetaxel Accord
[MBavég avemBOunteg evépyeteg
IMog va puidesste o Docetaxel Accord
[epreydpevo e cuokeLOCIOG KOl AOUTEG TANPOPOPIES

Uk wd P

1. T givon To Docetaxel Accord kot wova givan 1 p1jon Tov

To dvopa avtod Tov popudkov givar Docetaxel Accord. H kowvoypnot ovopacio tov givon docetaxel.
H docetaxel givor pio ovsio wov topdystol amod Tig PEAOVES TV EAATOV.
H docetaxel aviikel 6TV opddo TOV GVIIKAPKIVIKOV QOPUAK®OV ToL ovoudlovtol Ta&oglon.

O y10Tpdg oag cuvtayoypagnoe o Docetaxel Accord ya ) Oepaneio Tov kapkivov Tov HaGTOV,
GUYKEKPIUEVEC LOPPEG TOV KAPKIVOL TOV TTVEDLOVA (LN LUKPOKVTTAPIKO KOPKIVO TOL TVEDHOVE), TOV
KOPKIVOL TOV TPOGTATY, TOL KOPKIVOL TOL GTOUAYOL 1} TOL KOPKIVOL KEQUANG Kot TPOYAOV:

- T ) Ogpomeio Tov TpoywPNUEVOL KapKivov Tov pactol, ) docetaxel umopei va yopnynoei ite
uévn 1 o€ cvvdvacuo pe doxorubicin 1 trastuzumab 1 capecitabine.

- ['a ™ Bepoameio TOL TPOYWOL KOPKIVOL TOL UAGTOV UE 1 YOPIC TPOSPOAT TOV AEUPAdEVDV, 1
docetaxel pmopei va yopnynei o€ cuvdvoouod pe doxorubicin kot KOKAOP®GOOUIS.

- T ) Bgpomeia Tov Kapkivov Tov Tveduova, 1 docetaxel umopei va yopnynei eite udvn M oe
cuvovaoud ue cisplatin.,

- T ) Bgpameia Tov Kapkivov Tov Tpootdtn, n docetaxel yopnysiton 6 GuvdLOGUO pe TPEdVILOVN 1
pedVILoAOVT).

- T ™ Bgpomeion TOL PETAGTATIKOD KapKivoy TOV oTopdyov, N docetaxel yopnysital 6 cuvdvacuUO peE
cisplatin kot 5-fluorouracil.

- T ) Bgpameia Tov Kapkivov Ke@oAng kot tpayniov, n docetaxel yopnyeitar oe cuvdvooUd pe
cisplatin a1 5-fluorouracil.

2. Tvpénel va yvopilete Tpv vo ypnoiponouioste 10 Docetaxel Accord

Agv wpémer va cog yopnysitan To Docetaxel Accord

e &dv glote alAepyikogoe mepintmon ailepyiog (€xete viepevarstnoiog) ot docetaxel 1 oe
omotodfmote GALo cvotatikd tov Docetaxel Accord (avagépovtatl otny mapdypago 6).

e &lv 0 aplBpudc TV AEVKOV LOGOAlpimY Gag etvat ToAD YoUnAdC.
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e  &hv €xete pio coPapn aobéveln Tov HTOTOC.
Ipocidomomoeis ko TpoPLAGEELS

IMpwv and kabe aywyn pe Docetaxel Accord mpémet va KAveTe apotoloyIkeG eEETAGELS, Y10, VOl
Swmotwbel av £xete emapkn apld AEVKOV OLOGOOPIMY KOl IKOVOTOMTIKT NIATIKY AgLTovpyia,
®ote va givar duvarth n yoprynon tov Docetaxel Accord. Xe mepintmon dtatapoydv TV AeVKOV
aLOcEUIPi®VY, UTopel va 6og Tapovotactel oyeTI{OUEVOS TVUPETOC 1 AOUDEELS.

Evnuepoote 1o yuotpd oG, T0 popUakoTold TOL VOGOKOLEIOL 1) TOV VOGOKOHO aUECHG GV EXETE
KOWAlakO movo 1 evocOnoia, dibppota, apoppayio Tov ophod, aipa oto KOTPAva 1 TLPETO. AvTd TOL
CUUTTOUOTO PUTOPEL Vo, gival Ta Tp®OTO oNEin pog cofapnc YOoTPEVTEPIKNG TOEIKOTNTAGC, 1) oTtoio Oa
umopovoe va amoPei porpaia. O yratpdg cog Oa Tpémel va Ta aviiueTonicst dueso. Evnuepmote tov
YWTPO GOG, TOV PAPLAKOTOL) TOV VOGOKOUEIOV 1) TOV VOGOKONO GOG 4V £xeTe TPOPANLOTA LE TV
opuon coc. Xe mepintmon TpoPfAnudtov 6pacrg, eWtkotepa Baunr 6paot, Bo Tpémel auécmg va
€€ETAOTOVVY T LLATLOL KOL T) OPOGT] GOG.

Evnuepaote to yrotpd, 10 popuakorold Tov VOGOKOUEIOL 1) TO VOCOKOHO GOG 6V £XETE ELPAVIGEL
aAAEPYIKT avTiOpaoT G Tponyovuevn Bepameia e TOKAITOEEAT.

Evnuepdote to yrotpd, 10 popUoKoTOld TOV VOGOKOLEIOV 1) TO VOGOKOUO GOG AV £XETE KapPILaKA
TPOPANOTAL.

Edv avoamruyBodv o&éa 1 emdevodpeva TpofAqpata eni Tov Tveudvev oag (TupeTos, TaOTVOLd 1
PMxoc), mopokareicOes va evnuepdoete OUESMG TO Y1OTPO 1) TO POPUOKOTOLO TOV VOGOKOUEIOL 1) TOV
voGoKOpo 6ag. O Y1aTpdc oG UITopel Vo GTAUATHOEL OUécmg T Bepameia.

®a cag {nOel va AaPete TPONYOLHEVOS POPLOKEVTIKY] OY®YT) OATOTEAOVUEVT OO KATO10
KOPTIKOGTEPOELDEG, YOPNYOVUEVO amTd TO 0TOWA, OmC givar 1 de&apebalovn, pia nuépa mpv amd ™
xoprynon tov Docetaxel Accord kot va cuveyicete T Ayn Tov yio pia 1) 600 NUEPEG LETE OO AVTR Y,
pe okond va ehayiotonotnfovv opiopéveg avemBOUNTEG EVEPYELES, Ol OTOIEC UTOPEL VAL ELPOVICTODY
uetd v £yyxvon tov Docetaxel Accord, aitepo aAAEPYIKES AVTIOPAGELS KOl KOTOKPATNGT VYPOV

[rpr&o ota yépta, yaumee, Toda 1 avénom Papovc].

Koatd m dudpketa g Oepaneiog pmopel va oag d00ovv dAha @dapuoka yio va dtatnpndel o apBpog
TOV KLTTAPWV TOV 0ipLaTOg GO,

YoBapd depuatuca TpoPAnpata Omwe To cuvopopo Stevens-Johnson (SJS), To&wm Emdeppux
Nekporvon (TEN), O&eia ['evikevpévn EEovOnuatik ®Avktaivoorn (AGEP) éxovv avagepOei pe
Docetaxel Accord:
—  Ta ovuntopata SIS/ITEN evééyetar va nepilapPpdvovy pOVcKALEG, OTOAETION 1) oLpLopparyiol
6€ OTOLOONTOTE HEPOG TOL SEPUATOC G0 (CVUTEPTAAUPAVOUEV®VY TOV XEIMADV, TOV LATIDV,
TOV GTOUOTOC, TNG UWOTNG, TOV YEVVITIKAOV 0PYAVOV, TOV XEPLOV 1 TOV TOOIOV) e N ¥OPig
eEavOnpa. Mmopeite emiong va EYETE TAVTOYPOVA GUUTTOUATA TOV LOLALOVV UE YPImT), OTT®G
TopeTo, piyn N Luikov TOVOLG.
—  To ovuntdpato AGEP propei va meprhappdvouv Eva epuBpd, poAdmTod YEVIKELUEVO
eEavOnua pe eEoyKdUaTo KAT® 0md TO S10YKOUEVO dEppa (CLUTEPIAAUPOVOUEVOV TV
TTUYADV TOL JEPUATOG, TOV KOPUOV KOl TOV AVE GKPOV) Kol PUGOAISES TOV GUVOSIELOVTAL ATTO
TVPETO.
Edv gppavioete coPfapéc depratikéc avtidpdoelc 1| Kamola amd Tig Topundve avTidpascElLs,
EMKOIWVMOVNOTE AUECHG LLE TOV YIOTPO 1) TOV ETAYYEAUATIO VYELOG GOG.

Evnuepmote 10 Y1atpd, T0 QOPHOKOTOIO TOL VOGOKOUEIOL 1] TO VOGOKOWO GOG EAV EYXETE VEQPIKA
npoPAnuata | vynAd enineda ovpKod 0&E0g 610 aipa cag Tpv and v Evapén Tov Docetaxel
Accord.



To Docetaxel Accord mepiéyet owvonvevpa. ZolnTnote e 1o YTpd cog £4v voeipete amd sEdpTnon
a0 TO OVOTVELLATMON, EMANYiN 1| NTOTIKY aveTapkeld. AvatpéEte emiong mopakdt®, oTnv
napdypapo «To Docetaxel Accord mepiéyet 0bavorn (ovomvevpa)y.

Al @appoxa kot Docetaxel Accord

Iopokareiche va evuepOOETE TOV Y10TPO GOG N TOV PAPUAKOTOLO TOV VOGOKOUEIOV EAV TOIPVETE 1
€xete TPOGPATO TAPEL AALD PAPLLOKA, AKOLO KOl ALTA TOV OgV oag Eyovv xopnynbel pe cuvtayn.
Avto opeiletar oto 611 To Docetaxel Accord 1} to GAAO @apaKO UTOPEL VoL NV SPAGOLY OTI®G
avopEVETOL Kol gival o Thavo Vo, TapoVGIACETE KATOoL aveTIBOUNTY EVEPYELQ.

H moc6tT0 TOL 01VOTTVEDLOTOC GE QVTO TO POPLOKEVTIKO TPOIOV Pmopel va ennpedoet T dpdon
ALV QapuAK®V.

Kinon, Onkaopidg kar yovipotnra

Zntote TN GLUPOVAT TOV YLOTPOD GOG TPOTOL TAPETE OTOLOONTOTE PAPLLAKO.
To Docetaxel Accord AEN mpémet vo xopnyeiton oty TepinT®on mov £ioTte £yKVOog £KTOG GV
ovotn el cae®g and 1o YIoTpo GO,

Agv mpémel v peivete £yKvog kaTd T dldpKeLo TG Oepameiog e aVTO TO PAPIOKO KoL TPETEL VO,
YPTCULOTOLEITE [io, AmOTEAEGUOTIKY LEBOSO aVTIGLAANYTG KATA T ddpKeLo TG Oepameiog, yioTin
docetaxel propei va givar emPrapng ya o Euppvo. Edv dwumiotdoete 0Tt Katd T didpketo g
Oepamneiog giote £yKLOG TPEMEL VO EVIUEPDGETE QUECHOC TO YIATPO GOGC.

Aev mpénel va Onhalete katd ™ dudpkelo tng Opameiog pe docetaxel.

e Gvopeg mov hauPavovy docetaxel cuotivetal vo uny amokToovy mondi Katd T S1apKeLo Kot yio, 6
ufveg peta ) Oepameio kot vo GUUPOVAEVTOVY GYETIKA UE TN SLOTPTON OTEPUATOC TPV TN Bepomeia,
ywti ) docetaxel pmopet va ennpedoet v ovopiky YoVIOTHTOL.

Odnfynon ko (ELPLOROS PNYOVIRLATOV

H mocdtnta Tov 0tvomvebLatog o€ aTO TO POPAKELTIKO TPOTOV LITOPEL va, ETNPEAGEL TNV KOVOTNTA
oag va odnyeite N va yepileote unyovinuoT.

Mmnopei va Topatnpioete avemiBOUNTEG EVEPYELES CLTOV TOV PAPUAKOL TOV UTOPEL VO, EXNPEAGOVY
NV IKavOTTa c0¢ Vo, 0dnyeite, va ypnoyLonoteite epyoleia N va yepileote unyavéc (BA. mapdypo@o
4 TIBavég avembounteg evépyeteg). Edv cupufel avto, unv odnyeite | ypnoiponoteite gpyoieio M
pnyovinpato tptv GULNTNCETE UE TO YOTPO GG, TO VOOTAEVTN 1) TOV POPLOKOTOLO TOV VOGOKOUEIOV
GG,

To Docetaxel Accord mepiéyer obavéin (owvomvevpa)

To Docetaxel Accord 20 mg/1 ml mepiéyer

50% «.6. cuBavorn avodpn (owdmvevpa), dnAadn Emg kat 395 mg a1Bavoing dvudpng ava eraAidlo, to
omoio toodvvaypei pe 10 ml umdpag 1 4 ml kpaciov .

To Docetaxel Accord 80 mg/4 ml wepiéyet

50% x.0. oBavoAn avudpn (owvdmvevpua), onAadn £wg kot 1,58 g atBavoing dvudpng ava elaiidio, to
omoio 1oodvvaypet pe 40 ml prdpag ) 16 ml kpaciov .

To Docetaxel Accord 160 mg/8 ml wepiéyet

50% x.0. oBavoAn avudpn (owvdmvevpua), onAadn £mg kot 3,16 g aBavoing dvudpng ava elaiidio, To
omoio toodvvaypet pe 79 ml pndpag 1 32 ml kpaciov .

BlaPepo yia ekeiva taL ATOLO TOV TAGKOLY OO AAKOOAIGLLO.

IIpémnetr vo Aappdvetor vwoyn o ykveg 11 INAalovoeg yovaikeg, Toudid Kot opades vYnAoL Kivovvov
omwg etvan o1 acBeveic e nratikn voco 1 emtinyio.



H mocdtto otvomvedotog 6 ovTo TO PAPLOKO LITOPEL Vo, EYEL EMOPACELS GTO KEVIPIKO VEVPIKO
cuoTNUA (TO TUMLO TOL VELPIKOD GLUGTHOTOG TOL TEPIAALPAVEL TOV EYKEPAAO Kol TOV VOTLOLO
HVELD).

3. Iog va ypnewporomeete To Docetaxel Accord

To Docetaxel Accord 8a cag xopnynbet amd évav emayyelpatio TOv TOPEN TNG VYEIOVOUIKNAG
nepiBaiyme.

ZovieTopevn 66on

H 8601 pubuiletor aviroya pe T0 cOPOTIKO BAPog GOc Kot TN YEVIKN Gag kKatdotaot). O yaTpog 6og
0o VTOAOYIGEL TV EMPAVELN TOV COUATOG GOG G TETPAyYOVIKE péTpa (m?) kat 0o kabopicet T d6om
OV TIPEMEL VoL AAPETE.

0066g kK TpdTOG YOPMNYNONS

To Docetaxel Accord Ba cag xopnynbet pe éyyvon oe pia amd 11 EAEREG oag (evdoeAéPia yprion). H
£yyvon Ba dwopréoel Tepimov pio mpa ko Oa Tpayuatomombei 6To vocokoeio.

Zoyvotnra xopiiynong
Yuvnbog pmopeite vo Aaupavete o edpuaxo kdbe 3 efdopadec.

O y10tpdg oG pmopel va oALGEEL T SO0 KoL T GLYVOTNTA YOPNYNONG LE PAOT TIG AUATOAOYIKEG
€EETAOELC, TN YEVIKT GOG KOTAGTAOT KOl THV avtamokpion cog oto Docetaxel Accord. Idwiitepa,
EVNUEPMOOTE TO YOTPO OOG GE TEPITTMOT S1APPOLAS, TANYDV GTO GTOUA, oicOnue apmdiog 1
HLOVIAGHOTOG, TUPETOV Kot SeIETE OO TO ATOTEAEGLLATO TOV OUOTOAOYIKMV EEETAGEDY GOG GTOV
yYwTpd coc. AvTtéc ol mAnpogopiec Bo fondncovy Tov Y1aTpd Gag Vo amopacicet EGv ypetdleTot
peimon g 66ong. Edv éyete omoladnmote GAAN epOTON GYETIK LE TN XPTOT) CVLTOV TOV PUPUAKOV
POTNAOTE TO YUTPO GOG 1] TO POPLOKOTOLO TOV VOGOKOUEIOL.

4. IIBavéc avemOOpnTES EVEPYELEG

Onwg dha Ta eApUOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovctdalovtal 6€ OAOLG TOVG AvOPMOTOLG.

O yiatpog oag Ba tic culnmoet pali cog Kot Bo cag e€nynoet Toug Thavovg KIvOHVoug Kot To OPEAT
¢ Oepameiog oag.

O1 o ovyvd avaeepdpeveg avemBounteg avtidpdoeig tng docetaxel povo eivor: peiowon tov apiBpod
TOV pLOPOV N AEVKDOV UOocPALPi®V, dA®TEKIN, VouTi, EUETOC, TANYEC 6TO GTOMO, O18pPOLo KOt
KOT®OT).

H cofapdtnta tov avembountov evepyeumy e docetaxel pmopei va avénbei 6tav n docetaxel
YOPMYELTAL GE GLUVOVAGUO LE GAALOVE YNUELODEPOTEVTIKOVG TOPAYOVTES.

Kotd ™ dudprela g £yyvong 6To Vocokoeio umopei va eupovicfoiv ol Topakdtom arllepyikég
avTIdpacels (LTOPEL Vo TOPOLCLAGTOVY 68 TEPLEGOTEPOLE 0o 1 6Tovg 10 avBpdrovc):

£EayM, OEPUATIKEC OVTIOPAGELS, KVNGLOG

o@i&o 6To 6TEPVO, BVOTVOLN

TopeTdS 1 piyn

TOVOG GTNV TANTN

YOUNAY Tieom

[Teprocotepo cofapég avtidpaoelg Thavov vo cupBouv.
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Edv elyate aAlepykny avtidpoaon otnv TaKAMToEEAN, EVOEXETAL ETIONG VO ELPAVICETE AAAEPYIKN
avtidpaon ot doceTaEEAN, 1| onoia pmopel va etvan Baphtepng popeng.

To vocokopelokd Tpocomikd Bo Tapakoiovdel Ty mopeia oag KaTd T dtdpkelo TG Oepaneiog.
Evnuepaote toug apéomg potig asbovieite kamota and avTég TIG avTIdpAcELC.

Meto&0 tov eyyboewv docetaxel pmopei va cupBoidv ta akdlovba kot 1 cuyvotTTa PITopet va
SLQEPEL AVAAOYO, LLE TOLG GUVOVOCLOVG TOV PAPUAK®OV TOL YOPTYOLVTAL:

IMoAv ovyvig (Lmopel vo TapovolaeTody 68 TEPIGEOTEPOLS ard 1 otovg 10 avBpdmovg):

AodEELS, eAdTT@oN TOL apBpol TV epuBpdv (avalpia) 1 TV AEVKOV opLos@alpiev (Tov
glvarl onUavTIKA otV eE0VOETEPMOT] TOV AOIUMEEDMV) KOL TOV OLUOTETAAIDV

TVPETOG: €AV TOPOVGLAGTEL TVPETOG, EVIUEPDGTE TO YIUTPO GOG OUECMG

OAAEPYIKES OVTIOPAGELS OGS TEPTYPAPOVTOL TOPUTAVED

ammAieln 6peéng (avopeéio)

abmvia

aicOnpa opmdiog  podoluopa  TOVo 6TIS apBpOCELS 1| GTOVG HVES

TOVOKEPUAOC

aAdayn g aicbnong g yevong

QAEYLLOVT] TOV HOTIOV 1] S0KPVPPOL.

TPNEWO TOV TPOKOAELTOL OO EAATTMUOTIKY AEUPIKT] TOPOYETEVOT)

dvomvola

abENOT PIVIKOV EKKPIGEDY, PAEYLOVH TOV PAPVYYO KoL TNG WOTNG, Pxag

apoppayio amd tn poT

TANYEG GTO GTOUA

GTOUAYIKEG OLTUPUYES, CUUTEPIAAUPOVOUEVTIS VOVTIOG, EUETOL Kot S1APPOLAS, SVGKOIAOTN T
7TOVOC GTNV KOl

dvomeyia

ATTOAELD TPLYDV: OTIC TEPIGGOTEPES TEPITTMOGELG 1] PLCLOAOYIKT AVATTVEN TG TPLYOPVTOG
EMOVEPYETOL. XE OPICUEVES TEPIMTAOCELS £xEL TapaTnENOel oV andAga TPy ®V (LN YVOOTN
oLYVOTNTA)

epLOpOTNTO Kot TPNELLO TOV TAAAUDY TOV EPLDV GUG 1] TOV TEAUATOV TOV TOODV GOG, TOV
umopel va TpokoAEGEL TO EEPAOVIIGLA TOV dEPUATOS Gag (avTd umopei emiong va cuuPel ota
YEPLO, GTO TPOGMTO 1] GTO GMLLAL)

aAAOYT OTO YPDU0 TOV VUYLOV GOG, TO 0010 LETH pmopel vor amokoAAn0ohv

aicOnpo KOéTwong Kot TOVOL 6TOVG HOEG, TOVOC GTNV TAGTN 1 6TO 0GTA

aAAoyn M OmovGio EUUNVOV POONC

TpNEo ota ¥EPLa., YOUTES, TOJLO.

KOT®MO™ 1 GLUTTONATA TTOL HOLALOVV e TNG YPImaNg

avénomn M andieio Bapovg

AOlH®EN TOV AVATEPOV AVATVEVCTIKOD CLGTHHOTOC.

Yoyvég (umopel va mapovstactody e cuyvotnta pEypt 1 otovg 10 avBpdmovc):

KOVTLVTIOGT) TOL GTOUATOG

aQLOATOON

Cakn

dlaTapayn TG 0KONG

peimon g wieong tov aipatog, appuduio 1 Toyvkapdio

KOPOLOKT] OVETAPKELD

olsouyiTidn

Enpootopia

dvoKkoAio | TOVOG GTNV KATATOOT)

aoppayio

avénon Tov NraTIKOV evOOU®V (ETOUEVEOS OTOLTOVVTOL TAKTIKOT AUOTOAOYLKOL EAEYYOL)
AVENCELS TOV EMTEI®V GOUKYAPOL GTO aipa (SN

HEI®OT TOL KaAIoV, TOV 0GPeaTion 1)/K0l TOL POCPOPOV GTO AL CGUGC.
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Oy ovyvég (umopet vo Topovslacstobv pe suyvotnta péxpt 1 otovg 100 avBpdmovg):

Mmobvopia

o1 Béom €veong, depproTikég avTidpacels, PAePitida (eAefikn eAeypovn) 1 Tpné&uo.

Bpoupor aipatog

uropel va gppoaviotel o&eia poglofractikn Aevyaipio Kot PueAodVGTAAGTIKO GUVIPOUO (TOTOL
Kapkivov Tov aipatog) og acbeveic mov Aappdvovy Bepancia pe docetaxel pali pe oplopéveg
GAAec avTikapkivikég Oepomeies.

Yrawieg (umopel va mapovolastoly pe cuyvotnto péypt 1 atovg 1.000 avOpdmovg):

(QAEYLLOVY] TOV TOLXE0G EVTEPOV, AETTOV EVTEPOV, OV Umopel va amoPel popaia (cuyvotnta pn
YVOGTY), SIGTPNON TOL EVIEPOV

Toyvotnto pn yveotés (dev umopolv va ektiunovv e Baon ta dabéciua dedopéva):

dugpeon mvevpovomdbela (GAEYLOVI TOV TVELUOV®V TOV TPOKAAEL Bryo Kot SLGKOALD TNV
avamvon. PAeypovi TV TveELUOVOVY Umopel emiong va avartuyBel 0tav 1 aywyn pe docetaxel
yopnyetton poli pe axtvoBepomeion).

mvevpovia (Aoipmén Tov Tveuudvov)

TVELUOVIKT] tvedon (OVAOTOINGT KOl TAYLVGT] TV TVEVUOVOV LE TOXOTVOLOL)

Bapm 6paon Ady® SOYK®OGNS TOL AUEPANGTPOELO0VS EVTOG TOV LATIOV (KVGTEOELDES OIOMNLLA TG
oypds KkNAidag)

Leimon Tov voTpiov 1/t Horyvnoiov 610 aipa oog (dlotapoyég TG 160pPoTios TV
NAEKTPOAVTDV).

KOWALoKT appuluic 1§ KotAokn Toyvkapdio (EKONADVETUL O AKOVOVIGTOS KA/ YPYOPOg
Kapdlokdc TaApds, Evrovn dvonvola, LaAn koM AuroBupic).Mepikd amd autd To GUUTTO AT
umopei va givar coPfopd. Av coufel avto, TPETEL Vo EVIUEPDCETE OUECMG TO YIUTPO GOG.
avtidpdoelc ot Béom Eveong o€ onpeio TPoNyoOUEVNS OVTIOPAOTG.

pun-Hodgkin Aéppopa (kapkivog mov TpocBaidel To avoGomomTIKO GUGTILA) Kol GAAOL KapKivol
umopei va Tapovolactovy oe acbeveic mov Aapupdvovy Oepamneio pe docetaxel pall pe opiopéveg
dAAec avTikapkivikég Bepameies.

>ovopopo Stevens-Johnson (SJS) ko 1 To&wn Emideppuixn Nexpoivon (TEN) (pAdkrotveg,
ATOAETION 1] OLLOPPOYiO. GE OTOLOONTOTE UEPOG TOL SEPUOTOC GG (CVUTEPIAAUPAVOUEVOV TOV
YEMDV, T®V 0QOUAUDY, TOL GTOUATOG, TNG MOTNG, TOV YEVVITIKOV 0PYOVOV, TOV YEPLDV 1| TV
TodHV) pe M xwpig e&avOnuo. Mropel va £xeTe TOVTOYPOVO CUUTTMOUOTO TOPOUOLO LE T YPITN,
OT®G TVPETO, piyn 1 TOVO GTOVGS LVG.)

O&eia I'evikevpévn EEavOnpotikr) @rvktaivoon (AGEP) (epvfpo, pordwTo yevikevpévo
eEavOnua pe eE0yKOUATO KAT® 0o TO S10YKOUEVO OEPUA (CUUTEPIAUUPOVOUEVOV TMV TTVYOV TOV
OEPLOITOC, TOL KOPLOD KOL TOV AV® GKP®V) KOl PLGGOAOES TOV GVVOIEVOVTAL AT TVPETO.)

To cVvdpopo Aeng 6yKov ival o Gofopr| KATAoTAoN TOL ATOKUADTTETOL A0 LETOPOAEC OTIG
APLOTOAOYIKEG EEETAGEIC OTMG AVENUEVO EIMESO OVPIKOV 0EEOC, KAAMOV, POGPOPO KOl LELWHUEVO
eMinedo acPeoTioN Kol KATAANYEL GE CUUTTOUOTA OTIMG EMANTTIKEG KPIGELS, VEQPIKT OVETAPKELX,
(petpévn mocdTTa 0VPMV 1 VIEPYPMOT] TOV 0VP®V) KOl Sl Tapoyn Tov Kopdiakov puOuov. Edv
oupPel aVTO, TPETEL VO EVIUEPMGETE AUECHS TO YIATPO CUG.

Mvuocitida (pAeyuovi Tov podv - avénon g Bepuokpaciag, epubpdtnta, kot oidnua - Tov
TPOKaAE PUiKd TOVO Kol advuvapia).

Ava@opd avemBuunTOV EVEPYELOV

Edv mapatnpnoete kdmola avemBOun T evEpyeLo, EVIUEPADGTE TOV YLOTPO, 1 TOV POPUOKOTOLd TOV
VOGOKOWEIOV 1] TOV/TNV VOGOKOUO 6ac. AvTtd 1oyDeL Kal yio ka0 mhoavn avemBountn evépyeio, mov dev
AVOQEPETAL GTO TTAPOV VA0 0dNYIDY ¥prionG. Mmopeite emiong vo avapépete avemBounteg
gvépyeteg amevbeiog, pEcm Tov €Bvikoy GLGTHUATOG :

EAlLada

EBvikdc Opyaviopog Gapudkwmv

Meocoyeimv 284



GR-15562 XoAapyog, ABfva
TnA: + 30 21 32040380/337
®a&: + 30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avagopds avemBHunT®V gvepyeldv pumopeite vo fondnocete 61 GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPLAKOV.

5. Mo va puidosoere To Docetaxel Accord
To @dppaxo ovtd Tpémel va pUAGCCETAL GE PLEPT TOL OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Noa pn xpnoiponoteite avtd 10 GAPUOKO UETE TNV Nuepounvio ANENG Tov avapépetal 610 eEMTEPIKO
KOVTL Kot TNV €TIKETA TOL PLoldiov petd tn AHEH. H nuepounvia Aéng etvon n tedevtaio nuépa
TOV PUNVOL TTOV AVOPEPETOL EKEL.

Mn gpuAddoocete og Beppokpacio peyardtepn tov 25°C.
DuAdooete 6NV APYIKN] CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

XpNGIUOTOGTE TO PLUAIDI0 APECHE ETA TO GvOlYIa Tov. Edv dev ypnoiporombel apéomg, o xpovog
Kol 01 GLVONKES S1OTHPNONG TOV VTS YPToT TPOTOVTOG Elvar evBHVN Tov YpOTY.

A6 LKpoPloAoyikn Gmoyn 1 opoimoT TPETEL VO YIVETOL G EAEYYOUEVES KOl AOTTTTEG GUVOTKEC.

XPNGLOTOMGTE TO PAPLOKO AUEGMG PETE TV TPOGH KT TOV 6TO GAKO £yyvons. Edav dev
ypnopomodel apuécms, 0 ¥pOVOG Kot 0L GUVONKEC S1THPTGNG TOL VIO YPTGT) TPOTOVTOG Eivan 0HHVN Tov
YPNOTN KoL VIO PLGIOAOYIKEG GLUVOTKEG OV TPémeL va yivel vrépPoon Tmv 6 mpav og Beppokpacio
pkpoTepn twv 25°C, eplapfavopévne g piog dpag mov dtapkel 1) Eyyvo.

H gpuown kot ynuikn otabepdmra Katd, T ¥pnomn ToL SIEADUATOG EYYLONE OTAV aVTO £XEL
TPOETOUACTEL COLP®VA LE TIG 00NYieg Exel KaTade Tel o€ adiovg ywpig PVC yia didotnua péypt 48
wpeg 6tav purdacocetar o€ Bepuokpacio petacy 2°C ko 8°C.

[Mopackevdote 10 dtGAvpa £yYXVONG COUPOVA LE TIG GLOTAGELS. To ddhvpa £yyvong dev TPEMEL VoL
TOPOUUEVEL GTO GET £YYVOTG Yia TePlocdTeEPES 0md 6 dpeg og Beppokpacia 25 °C.

To dilvpa Eyyvong docetaxel givor viepkopeouévo, EmOUEVOC UIoPEL Vo kKpLOTOAL®OEL pE TO
TEPOC U TOV YPOVoL. Edv eppavietoy kpdotoliot, To dtdAvua dgv Tpémel TAEOV Vo, ypnoiomotn el
Kol TPETEL VO, amoppLpOet.

Mnv metdte edppoka 6to vepd g anoyétevons. Potote tov gapprakomold 6og yio 10 Tis va
TETAEETE TA PAPLLOKE TTOV OEV YPNOLOTOLEiTE T AvTa T uéTpa Bo fondncovy 6Ty TpocTacia TOL
nepPaAarovrog.

6. Iepreropevo TG GVGKEVAGINS KOl AOUTEG TANPOPOPIES

T wgpréyer To Docetaxel Accord
- H dpaotikn oveia givar docetaxel. Kabe ml moxvod Stoddpotog yio mapackent| SloAdIoTog Tpog
&yyvon mepiéyel 20 mg docetaxel.
‘Eva @laridro 1 ml wokvod dwodvpartog nepiéyet 20 mg docetaxel.
‘Eva groidio 4 ml mokvod dtohduatog mepiéyet 80 mg docetaxel.
"Eva. grodidio 8 ml mokvod dtodvuatog mepiéyet 160 mg docetaxel.
- Ta dAla cvotatikd givor moAvcopPiko 80, aBavorn avodpn (BA mapdypapo 2) Kot Gvodpo KITpKo
0&v.


http://www.eof.gr/

Epg@avien tov Docetaxel Accord kan epleydpuevo TS 6VGKELUGIOG

To Docetaxel Accord mokvo dtéAvpa yio TapacKeLn SIAVUOTOG TPOG £yYLoT Eival £vo SLoYE
AVOIKTO KITPIVO MG KOPEKITPIVO SIGAVLLOL.

To Docetaxel Accord 20 mg/1 ml dwatiBetar o€ £va dravyég, YudAvo eaAidlo Tav 5 ml pe Topo axd
kaovtoovk fluorotec plus, oppdyion amd aAoLUIVIO KOl TOPTOKOAL OTOGTOUEVO TAOLLO.

To Docetaxel Accord 80 mg/4 ml dwatifeton o€ Eva dlowyég, Yvdivo eraAido tmv 5 ml pe ndpo and
kaovtoovk fluorotec plus, cepdyion omd alovpivio Kot KOKKIVO OTOGTMUEVO TMLL.

To Docetaxel Accord 160 mg/8 ml watiBeton o€ €va dawyég, yudivo erodidlo tov 10 ml pe Todpa
and kaovtoovk fluorotec plus, cepdyion omd cAOVHIVIO Kot KOKKIVO OTOGTIOUEVO TOUAL.

MéyeBoc cuokevaociog:

Kabe kovti mepiéyet éva erodidio tov 1 ml pe mokvo Sidivpua.
Kabe kouti mepiéyet éva euoridio tov 4 ml pe Tokvo didAvua.
Ka6e kouti mepiéyet éva eroridio twv 8 ml pe mokvd ddivpa.

Karoyog aocrog kokrhopopiog kot Tapaywyodg
Kéroyog docrog kuokrogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ioravia

Hoapaywyoc

Accord Healthcare Polska Sp.z 0.0.,

ul. Lutomierska 50,95-200 Pabianice, IToAwvia

To mapdv pOAro 0dNYLAV yp1ons avadeopOnkeylo TelevTaia @opa otig 03/2023
Addeg TNYEG TANPOPOPLAOV

Agntopepn TANPOPOPLOKA GTOLYXEID Y10 TO TPOIOV ALTO Elvarn S10BEGILA GTOV SIKTLAKO TOTO TOV
Evponaikod Opyovicpod @apudakov: hitp://www.ema.europa.eu.



O mAnpogopiec mov axorlovBoldv amevBvvovtal LOVO CE ETAYYEALATIEC TOV TOUEN TNG VYELOVOLIKNG
mepiBaiymnc:

OAHTI'OX MPOETOIMAZXIAX I'lA XPHXH ME TO DOCETAXEL ACCORD IYKNO
ATAAYMA I'TA TAPAXKEYH AIAAYMATOX ITPOX EI'XYXH

Eivou onuovtixo vo droffdoete 01.0 10 mEPLEYOUEVO QVTHS THG 0ONYIOGS, TPLV OTTO THY TPOETOLUATLA TOD
Docetaxel Accord didlopo pyvong.

2VOTAGELC Y10 ACQOAN] YEIPIOUO:

H docetaxel givot évag avTiveomAAGUATIKOG TOPAYOVTOG KO, OTMC cLpPaivel Kot pe GALEG SuvnTikd
to&kég evidoels, Ba mpémet va dlvetal TPOcoyn KOTA TO YEPIGUO KOL TV TPOETOLOGIO TOV
SLAVUATOV TNG. ZUVIGTATOL 1 ¥PNOT YOVTIOV.

Y mepintwon mov to Tukvo dtdAvpo 1 To dtdivpa £yyvong Docetaxel Accord £pBovv oe emaen e T0
dépua, mAOVETE AUECMG KOl EMUEANDG LLE GOTOVVL KOl VEPO TNV TEPLOYN. L€ TEPIMTM®ON TTOL £pBEL o
EMOEN UE TOVG PAEVVOYOVOLC, TAVOEITE OUECHOC KOt ETUEADG e vEPO.

[Ipoctowacia yio tnv evOoQAEPLL yoprynon:

Lpoetoiuaocio tov S10ADUOTOC Eyyvans

MHN ypnopomoteite GAha @appoka g docetaxel tov anotedobvon omd 2 eraAidio (Tokvo dtdivpa
Kot draAde) pe avtod to eapuako (Docetaxel Accord 20 mg/l ml mokvd dtdAvua yio TopacKeEL
SLADUATOG TTPOG £YYVOT), TO 0Toio TEPLEXEL LOVO 1 QLokidio).

MHN ypnowpomoteite dAlo eappoko tng docetaxel mov amotelodvtot omd 2 @laridio (Tokvo dtdAvpa Kot
A0 Tng) pe awto to papuaxo (Docetaxel Accord 80 mg/4 ml mokvo dtdAvpa Yo TopacKELT) S1HADUOTOG
TPOG £YYVOTN, TO 0010 TTEPLEXEL LOVO 1 PLoAidLo).

MHN ypnowonoteite dAla edppoxe tg docetaxel mov amotedodvrot 0md 2 groridia (Tukvd Stalvpa Kot
A0 Tg) pe awto to eapuaxko (Docetaxel Accord 160 mg/8 ml wukvo didAvpo yio TopacKeLT] S1oADUOTOG
TPOG £YYV0T, TO 0Toi0 TTEPLEXEL LOVO 1 PLOAidL0).

To Docetaxel Accord mokvo drdivpa yio Tapackevt] Stodvpartog wpog yyvon AEN yperaletan

TTPONYOVLEVT] OPOimGT) PE SLOADTN KoL givar £TOLHO Y0 TPOGONKY 6T0 drdivpa £yyvonc.

. Kd&0e @raAidro givar yio pio ypMon Kot TpEmeL VoL YPTCLULOTOIEITAL AUESHOE LETH TO AVOLYLLA.
Edv dev ypnoponombei apéowc, o ypdvog Kot ot cuvinkeg dtatrpnong tov vd ypron
poidvTog gival evfhvn Tov yprotn. Mmopel va ypeldlovtal meprocdTepa and Eva LoAidio
TOV TUKVOD SHADLOTOC Y10 TOPUCKELT SIOAVUATOC TPOG EYYVOT TPOKEIUEVOL VO, ANPOel 1
amartodpevn doon ya tov acbeviy. o mapddetypa, pio 66om tov 140 mg docetaxel 6o
amartovoe 7 Ml Tokvol dodvpatog docetaxel yio v Tapackevn Tov SHAVUOTOG.

. A@a1péoTe [l AONTTTO TPOTO TNV OTOLTOVIEVT] TOGHTNTO TOV TUKVOD SLOAVOTOS V1oL
TOPUCKELT] StoAvpaTOg £yyvong e tn Pondeta pog aduovounuévng coplyyog e
TPOCAPUOGUEVT Lo Beddva 21G.

Y10 guaAidro Tov Docetaxel Accord n svykévrpwon g docetaxel givon 20 mg/mi.

. 21 cvvEyeln eVESTE PECH piag Eveong (epanal) og £va GAKO £YYLONG TEPLEKTIKOTNTAG
250 ml mov mepiéyet gite 5% ddivpa yAvkoing eite 9 mg/ml (0,9%) evéciuo didAvua yio
£yyoon yAwprovyov vatpiov. Edv amorteitoanr d0om peyardtepn and 190 mg docetaxel,
YPTOULOTOOTE VO LECO EYYVOTG LEYOADTEPOV GYKOL TPOKEUEVOL 1) GUYKEVIPWOOT] TNG
docetaxel vo, unv vrepPei ta 0,74 mg/ml.

. Avapi&re pe 1o ¥€pt 10 TEPIEXOEVO TOL GAKOV £YYLONG EQUPUOLOVTOC TEPLGTPOPUKES
KIVIGELC.
. Ao LiKpoloAoyikn| Aoy 1 apoimoT TPETEL VO, YIVETUL O EAEYYOUEVEC KOl OTTTTEG

GUVONKEG KOl TO PAPUOKEVTIKO TPOTOV TPEMEL va. yproytoroindet apéomg. Edv dev



ypnooromdel apésme, o ypdvog Kol o1 GuVONKES PUAAENG KATA TN (PO omoTeAovY €vOHVN
TOVL YPNOTI.
Metd v mpocBnkn 610 6ako £yYLonG COUPMVA LE TIG 00MYIES, TO d1AALUA £YYVLONG TNG
docetaxel eivar oTabepd Yo 6 dpeg dtav puAdcoetal o€ Beppoxpacio pucpdtepn tov 25°C.
Oa mpénel va ypnoiponoteital eviog 6 mpdv (cvumeptiapfovouévng e piog dpag yopnynon
g eVOOOAEPLOG EYYLONC).
Emumiéov, N guoikn kot ynpiky otadepoTnTo Katd TN (pNoTn Tov SeADHTOS £yXuong 0T
avTd €YEL TPOETOLUAOTEL GUUPOVA [ TIG 0dNYies €xel Katadeytel oe chkovg ympic PVC yu
Suotnua puéxpt 48 dpeg 0tay puAdcocetal og Beppokpacio petagd 2 ko 8°C.
To dudAvpa £yyvong docetaxel eivon vigpropeoévo, emopévmg unopei vo KpuoToAl®OEel pe to
TEPOUC U TOV ¥PpOVoL. Edv epeaviotody kpOGTAAAOL TO S1GALU OV TPETEL TAEOV VAL
ypnoomroinfet Kot Tpémel va amopplebet.

. Onwg ovpPaiverl pe OAQ Ta GAPLLOKH TTOV XOPNYOVVTOL TAPEVTEPIKMS, TO SLAAVLLA £YXLONG
TPEMEL VO, EAEYYETAL OTTTIKA TPV alTd TN (PN oM, VA dtolvpata wov Egovv kKablnoet Bo mpémet
Vo amoppinTOVTOL.

Arndppuym:

O\ To VAKG 1OV YPTGLLOTOIOVVTOL Y10 TV 0pai®GCT) KOl TN XOP1YNOT TPEREL VA, OTOPPITTOVTUL
GUUPMOVO, LLE TIG TPOTVTEG dadKaGieg. Mnv Tetdte pAppaka 6To vePO TG amoyétevons. Potote tov
(OPLOKOTOLO GOG YOl TO MG VO TETAEETE TOL PAPLAKO TTOL gV YpnoIponoleite o Avtd ta pétpa Oo
BonBnocovv oty Tpoctacia Tov TEPIPAAAOVTOC.
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