@DvAro ooNYLOV ypions: IIinpoopics Yo Tov a.60gvi)
Docetaxel Accord 20 mg/1 ml Tokvé S1dAvpa Yo TOPACKELY] SLEADRATOS TTPOS £YYVON
Docetaxel Accord 80 mg/4 ml Tokvé S1drlvpa Yo TapackeLY] SLOADRATOS TPOS £YYvoN

Docetaxel Accord 160 mg/8 ml Tokvé diGhopa Yo TEPAGKELT SLEAVRATOS TPOGS £YyvoN

docetaxel

Awpdote TPooekTIKG 0AGKANPO TO PVAAO 0ONYIAV YPT|ONG TPV UPYICETE VA YPNOCLUOTOLEITE OVTO

TO PAPROKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUGS.

- Doragte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv &yete mepartépom amopiec, poTNoTE TOV Y1OTPO, TOV PAPUAKOTOLO TOL VOGOKOUEIOL 1] TOV

VOGOKOLO GOLC.

- Edv mapotnpfoete KOmolo, avemBountn evépyela, EVIUEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO
TOV VOGOKOUEIOV 1] TOV VOGOKOUO GaG. AVTO 1oy0et Kot Yo kKB mhovi avemBOuntn evépyeia
OV OEV OVAPEPETOL GTO TTAPOV PUAAO 001 y1dV ¥prong. BAéne mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon o Docetaxel Accord kot oo givan 1) xprom tov

T mpénet va yvopilete mpv ypnopomomoete to Docetaxel Accord
[ag va ypnoomomoete to Docetaxel Accord

[MBavég avemBounteg evépyeteg

[a¢ va puidaooete t0 Docetaxel Accord

[epreydpeva g cvokevaciog Kot AOTEC TANPoPopieg

AN S

1. Tu givan To Docetaxel Accord ko oo givar i yprion Tov

To 6vopa avtod Tov Pappdakov eivar Docetaxel Accord. H xowdypnot ovopacio tov givar docetaxel.
H docetaxel givor pio ovsio wov mopdystol amod Tig PEAOVES TV EAATOV.
H docetaxel aviikel 6TV opddo TOV GVIIKOPKIVIKOV QOPLAK®OV 100 ovoudlovtol Ta&oeldn.

O ywpds oag suvtayoypdenoe to Docetaxel Accord ya tn Ogpomeia Tov Kopkivov Tov pocToD,
GUYKEKPIUEVES LOPPEG TOV KAPKIVOL TOV TTVEDLOVA (LN LUKPOKVTTAPIKO KOPKIVO TOL TVEDHOVE), TOV
KOPKIVOL TOV TPOGTATN, TOL KOPKIVOL TOL GTOUAYOL 1) TOV KOPKIVOU KEPOUANG Kot TPAYAOL:

- T ) Bgpameio Tov TpoywpMUEVOL KapKivov Tov pootol, 1 docetaxel pmopet va yopnynOel gite
uévn 1 o€ cvvdvacuod pe doxorubicin 1 trastuzumab 1 capecitabine.

- Tt Bgpameio TOL TPDYLOL KAPKIVOL TOL HOGTOV UE 1| XOPIC TPOGBOAN TV AEUPUdEVOV, |
docetaxel pmopei va yopnynOei oe cuvdvacpod pe doxorubicin kot KUKAOPOGOALION.

- Tt Bgpameia Tov Kapkivov Tov Tveduova, | docetaxel umopei va yopnynOei eite povn M oe
cuvovaoud ue cisplatin.,

- T tn Bgpameio Tov Kapkivov Tov Tpootdn, 1 docetaxel yopnysitoan oe cuvOLACUO pE TPEdVILOVN 1)
pedvILoAovT.

- Tt Bgpameia Tov peTooTOTIKOD KOPKivOy TOV GTOUdAYOV, 1 docetaxel yopnysitan o€ GuVILOGUO UE
cisplatin xou 5-fluorouracil.

- Tt Bgpameio Tov Kapkivov KePaAng kot Tpayniov,  docetaxel yopnyeitor e GuvdvaoUO LE
cisplatin ko 5-fluorouracil.

2. Tvpémer va yvopilete mpv (pnoponomoeete 1o Docetaxel Accord

Agv mpémer vo, oag yopnyeitan To Docetaxel Accord

e &dv glote ahAepyiKoOcoe mepinTwon arlepyiog (€xete viepevanctnaiog) otn docetaxel N o
omo1odNToTE AAAO cvotatikd Tov Docetaxel Accord (avagépovior oty mapdypapo 6).

e &lv 0 aplBpudc TV AEVKOV aLoGQaAlpimy Gag etvat ToAD YoUnAdC.

1



e &hv €xete pio coPapn aobéveln Tov HTOTOC.
Ipocidomomoeis ko TPoPLAGEELS

[pwv and kabe aymyn pe Docetaxel Accord Tpémel vo KAVETE APOTOAOYIKEG EEETAGELS, Y10 VAL
Swmotwbel av £xete emapkn apld AEVKOV OLOGPOPIOY KOl IKOVOTOMTIKY NIATIKY AgLTovpyia,
wote va givorl duvat 1 yoprynon tov Docetaxel Accord. Ze mepintwon datapoydv TmV AEVKOV
aLOcEUIPi®V, Uropel va 6og Tapovotactel oyeTI{OUEVOC TVUPETOC 1 AOUDEELS.

Evnuepoote 1o yuotpd cog, To GopUaKoTold TOL VOGOKOLEIOL 1) TOV VOGOKOHO aUECHG GV EXETE
KOWAlokO mOvo 1 evacOnoia, dibppota, aoppayio Tov ophov, aipa ota KOTPAvVA 1] TVPETO. AvTd TO
CUUTTOUOTO PUTOPEL VO, gival Ta TpMOTO oNEin (g cofapnc YOoTPEVTEPIKNG TOEIKOTNTAC, ) OTtoio Oa
umopovoe va amoPei porpaia. O yratpdg cog Oa Tpémel va Ta aviiueTonicst dueso. Evnuepmote tov
YWTPO GOG, TOV PAPLAKOTOLO TOV VOGOKOUEIOV 1) TOV VOGOKOHO GOG €4V £xeTe TPOPALOTA LE TV
o0puon coc. Xe mepinTtmon TpoPfAnudTov 6pacrg, sWitkdtepa Baunrn opact, Oa Tpémel apéownc 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 Depameia e TOKAITOEEAT.

Evnuepdote to yrotpd, 10 popUaKOTOld TOV VOGOKOLEIOV 1] TO VOGOKOUO GOG AV £XETE KOPILOKA
TPOPAOTAL.

Edv avamtuyBobv o&éa 1 emdevodpeva tpofAqpata el T@v Tveudvev oag (TupeTos, TaOTVOLL 1
PMxoc), mopokaieicOes va evnuepdoeTe GUESMG TO Y1OTPO 1) TO POPUOKOTOLO TOV VOGOKOUEIOV 1) TOV
voGoKOpo 6ag. O Y1aTpdc oG UITopEl Vo GTAUATHOEL OUEcmg T Bepameia.

®a cag {nOel va AaPete TPONYOLHEVOS POPLOKEVTIKY] OY®YT) OTOTEAOVUEVT] OO KATO10
KOPTIKOGTEPOELDEG, YOPNYOVUEVO amd TO GTOWA, OmC givar 1 de€apebalovn, pia nuépa mpv amd ™
yopnynon tov Docetaxel Accord kot va cuveyicete tn Ayn Tov i pio 1] S00 NUEPES LETA OO QVTN YV,
pe okond va ehaylotonotn oy opiopéveg avemBOUNTEG EVEPYELES, O OTOIEC UTOPEL VAL ELPOVICTODY
uetd tnv €yyvomn tov Docetaxel Accord, 1daitepa aALEPYIKES AVTIOPAGELS KOL KOTOKPAUTN O VYPDV

[rpn&uo ota yépa, yaumee, Toda 1 avénomn Papovc].

Koatd ™ dudpreta g Oepaneiog pmopel va oag d00ovv dAha @dapuoka yia va dtatnpndel o apBpog
TOV KLTTAPWV TOV 0ipLaTOg GO,

YoBapd depuatuca TpoPAnpata Omwe To cuvdopopo Stevens-Johnson (SJS), To&wm Emdeppuxn
Nekporvon (TEN), O&eia [N'evikevpévn EEavOnuatiki @Avktaivoon (AGEP) éxovv avagepOel pe
Docetaxel Accord:
—  To ovpntdpata SJIS/TEN gvdéyeton va TepthapBavouy @OVcKAAES, ATOAETION 1| cupLopparyio
G€ OTOLOONTOTE UEPOG TOV SEPUATOS GO (GUUTEPIAAUPBAVOUEV®Y TOV XEIMDV, TOV LOTIOV,
TOV GTOUOTOC, TNG UWOTNG, TOV YEVVITIKAV 0PYAVOV, TOV XEPLOV 1 TOV TOOOV) e N YOPig
eEavOnua. Mmopeite emiong vo EYETE TAVTOYPOVA GUUTTOUATO, TTOV LOLALOVV UE YPImT, OTTMG
TpeTO, piyn N Luikov TOVOLG.
—  Ta ovuntdpato AGEP propei va mepthappdvouvv Eva gpuipd, @oAdmTo YEVIKEVUEVO
eEavOnua pe eEoyKdpaTo KAT® 0md T0 S10YKOUEVO dEppa (CLUTEPIAAUPOVOUEVOV TV
TTUYADV TOL JEPUATOG, TOV KOPUOV KOl TOV AV® GKPOV) Kol PUGOAISES TOV GLVOSELOVTAL UTTO
TVPETO.
Edv gppoavioete coPfapéc depuatikéc avtidpdoelc | KAmolo omd TIG TapOTAve ovTOPAcELS,
EMKOIWVMOVNOTE AUECHG LLE TOV YIOTPO 1) TOV ETAYYEAUATIO VYELOG GOG.

Evnuepmote 10 Y1atpd, TO0 QOPHOKOTOIO TOL VOGOKOUEIOL 1] TO VOGOKOWO GOG EAV EYXETE VEQPIKA
TpofAnpata | VYNAA emineda ovpKoL 0£E0G 6T0 aipa cog Tpwv amd v Evapén tov Docetaxel
Accord.



To Docetaxel Accord mepiéyetl owvomvevpa. Zo{NTOTE UE TO YIATPO GOG ECV VITOQEPETE amd eEGpTNON
OO TO OVOTVELLATMON, EMANYiC 1| NTOTIKY aveTApkeLd. AvatpéEte emiong mopakdt®, oTnv
mapdypoeo «To Docetaxel Accord mepiéyet obavorn (owvomvevpa)».

Alro @appoxa ko Docetaxel Accord

Iopokareiche va evnuepdoete TOV Y1Tpd GOG 1] TOV POPLOKOTOLO TOV VOCOKOUEIOD £V TOIPVETE 1)
€xete TPOGPATO TAPEL AALO PAPLLOKA, AKOUA Kot aVT TOV OgVv oag Eyovv yopnynbel e cuvtayn.
Av106 opeiletan oto 6T T0 Docetaxel Accord 1) To GAA0 Qappako pmopel va unv opacovy Ommg
avopEVETOL Kol givat o Thavo Vo, TepoVGIACETE KATOL aveTIBOUNTY EVEPYELQ.

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

Kinon, 0nkaopiog kar yovipotnra

ZNtoTE T GLUPOVAT TOV YLOTPOV GOG TPV TAPETE OTOLOONTOTE PAPLLAKO.
To Docetaxel Accord AEN mpémet va yopnyeital 6Ty TepinTmon mov gioTte £YKLOG EKTOG EQV
ovotn el cae®g amd 10 YIoTpo GO,

Agv mpénel va peivete £ykvog katd T dldpkela g Oepomeiog Kot yio 2 UAVeES LETE TO TEAOC TNG
Oepamneiog pe avtod to papuakxo. [Ipénet va ypnoiponoteite pio amoteAeGHOTIKN LEBOSO AVTIGUAANYNG
Katd ™ ddpKetn TG Bepamneiog Kot yo 2 pfveg Petd to TéAoG TG Bepameiag, yioti ) docetaxel pmopel
va givar emPraprg yio To EuPpuo. Edv damietdoete 6TL kKoTd T didpkeia e Oepaneiog iote ykvog
TPEMEL VO EVILEPMDCETE AUECMG TO Y1ATPO GOC.

Agv mpémel va Onralete Katd ) dudpkela g Oepaneiog pe docetaxel.

O1 avdpec mov Aappdvovv docetaxel dev Tpémel vo amokTIGOVY Todi Kot TPETEL VO YPNCUYLOTOOVV it
amotelecpatikn pEBodo avTicOAANYNG Katd T didpkela tng Oepameiog Kot yio 4 punveg petd to TEA0g
g Oepameiog pe avtd T0 PappaKo. vvietdral vo {NTeovy GUUPOVAT GYETIKG LE T JLTHPNON
onépuartog mpwv tn Oepaneia, yiori 1 docetaxel pmopel va emnpedost TV avopIKT YOVILOTNTO.

Oonynon ko yEPGROS PNYavVNRATOV

H mocdtto 100 01vomveLLATOG GE OVTO TO QAPUAKEVLTIKO TPOTOV Uropel va eTnNpedceL TNV KavoTTd
oog va, odnyeite N va yepileote unyovnuoTa.

Mmopei va mapoatnpnoete avemlOUNTEC EVEPYEIEG ALTOV TOV PAPUAKOV TOV UTOPEL VO, EXTNPEAGOVY
NV IKavoTNTa GoG vo odnyeite, va ypnolonoteite epyaleia N va yepileote unyoveég (PA. mapdypoapo
4 TIBavég avembounteg evépyeteg). Edv cupfel avto, unv odnyeite 1| ypnoiponoleite gpyoieio M
UNYXOVAILOTO TPV GLCNTHGETE E TO Y1UTPO GOC, TO VOOTAELTI 1] TOV PUPLOKOTOLd TOV VOGOKOUEIOV
GOC.

To Docetaxel Accord mepiéyer a@avorn (owvémveopa)



To Docetaxel Accord 20 mg/1 ml wepiéygt

50% x.0. BavoAn avudpn (owvdmvevpa), dniadn £mg kot 395 mg aBavoing dvudpng avd eloridio, to
omoio 1oodvvaypei pe 10 ml pwdpag 1 4 ml kpacio? .

To Docetaxel Accord 80 mg/4 ml wepiéyet

50% K.0. BavoAn avudpn (owvdmvevpa), onAadn £mg kat 1,58 g arbavoing dvudpng avd elaiidio, to
omoio oodvvaypet pe 40 ml prdpag 1y 16 ml kpaciov .

To Docetaxel Accord 160 mg/8 ml mepiéyet

50% K.0. BavoAn avudpn (owvdmvevpa), oniadn £mg kat 3,16 g arbavoing dvudpng avd elaiidio, to
omoio toodvvaypet pe 79 ml prdpag 1 32 ml kpactov .

BloPepod yia exeiva ta dtopa wov taoyovy and oAKOOAGUO.

[pénet vo Aapfavetal vToyn o€ Eykveg 1 OnAdlovoeg yovaikeg, Toidtd Kot OpAdEg LYNAOD KvoHVOo
omwg etvan o1 acBeveic pe nratikn voco 1 eminyia.

H moc6tt0 0tvomtvebatog o€ autd T0 APLOKO UTOPEL Vo EXEL EMOPACEIC GTO KEVIPIKO VELPIKO
oVt (TO TUMLO TOL VELPIKOD GLUGTHOTOS TOL TEPIAALPAVEL TOV EYKEPAAO Kol TOV VOTLOL0
HVELD).

3. Hog va ypnoyponomoesere 10 Docetaxel Accord

To Docetaxel Accord Oa cog yopnynOei amod Evav emayyelpotio TOL TOUEN TNG VYELOVOUIKNC
nepiBaiyme.

2UVIGTOUEVY d661M

H 8601 pubuileton avdroya pe to copotikd Bapog cag Kot T YeViky cag katdotaot). O yotpog oog
0o vroloyicel TV emEEvEIR TOL COUATIG GOG GE TETPOYWVIKA péTpo. (m?) kat Oo kabopicet T S6on
OV TIPEMEL VO AAPETE.

0066g kK TpdTOG YOPNYNONS

To Docetaxel Accord Ba cog yopnynet pe €yyvon oe pio amd T pAEREG cag (evoopréPia yprion). H
€yyvon Ba dupréoel Tepimov pia mpa kot Oa Tpaypatorombei 610 vocokopeio.

Zoyvotnra xopiiynong
Yuvnbog pumopeite vo Aaupavete o edpuaxo kdbe 3 efdopnadec.

O ywrpdc oag pnopei va aArdEet tn d0om Kot T cuvOTNTA YOPNYNONG LE PACT| TIS OLLLOTOAOYIKES
g€etdoelc, T YEVIKT GOC KATAGTACT Kot TV avTomdkplon cog 6to Docetaxel Accord. Idwaitepa,
EVIUEPMOTE TO YTPO COG GE TEPITTMOT SLAPPOLAS, TANYDV G6TO GTOUA, oicOnua apmdiog M
HOVIAGHATOG, TUPETOV Kot SeIETE OAO TO AMOTELEGUOTA TOV OLUOTOLOYIKMOV EEETAGEDV GOG OTOV
YwTpd 6oc. AvTtég o1 mAnpoeopies Ba Pondncovy tov yaTpd cag va anopacicet edv ypelaleton
ueimon g 66onG. Eav éyete omoladnmote AN epOTON GYETIKG LE TN XPTOT) CVTOV TOV PUPLAKO
POTAOTE TO YUTPO GOG 1] TO POPLOKOTOLO TOV VOGOKOEIOL.

4. IIOavég avemBOUNTES EVEPYELES

Onwg dha Ta eappoka, £TGL KoL aVTO TO PAPUOKO LTOPEL VO TPOKAAEGEL aveTIOOUNTEC EVEPYELEC, OV
Kot OgV TOPOLGLALoVTaL G€ OAOVE TOVG avOpmITOC.

O y1atpdg oag Ba Tic cul{nmoet poli cog Kot Ba cag eEnynoet Tovg Thavovg Kivohvoug Kot To OPEAT
¢ Bepamneioc cog.



O1 o ovyvd avaeepoueves avemBounteg ovtdpdaoelg g docetaxel udvo givai: peiowon tov aptBuov
TV gpLOPOV 1 AeVKOV cpoceapinv, aAorekio, vavtio, ELETOG, TANYEG 0TO oTOMO, O1dppota Kol
KOT®OT).

H cofoapdmta tmv avemBiuntov evepyeudv g docetaxel pmopel va avénbet 6tav 1 docetaxel
yopnyeitar o€ cLVOVAGHO e GALOVS YN LULELODEPATEVTIKOVG TOPAYOVTES.

Koazd m dubpreta g £yyvong oto vocokopeio propel va epeovicBolv ot tapakdtod aAlepyikcég
avtdpdoels (umopel va Tapovclactovy 6g Teplocdtepovs and 1 otovg 10 avBpdmovg):

£Eaym, OEpUATIKES OVTIOPACELS, KNGOS

oi&o oto 6TéEPVO, HVoTVOLL

TOPETOG M piyN

TOVOS GTNV TAAT

YOUNAN Tieon

[eprocoTEpo GoPapéc avTdpdoelg mhavov vo cupBouy.

Edv giyate aliepyikn avtidpacn oty mokAMTaEEAT, EVOEYETOL ETIONG VO ELPAVIGETE OALEPYIKN

avtidpaon ot doceTaEEAN, 1| onoio pmopel va etvar Baphtepng Lopeng.

To vocokopelokd Tpocomikd Oa Topakorovdel Ty mopeio cag KaTd T didpkelo TG Oepaneiog.
Evnuepoote toug apéomg potig aabovieite kamota and avTtég TIG avTIdpAcELC.

Metaéd tov eyydoewv docetaxel umopel va copfovv ta akdrovba kot 1 cLvOTNTO UITOPEL VA
SLQEPEL AVAAOYQ, LLE TOLS GLVOVOCUOVG TOV PAPUAK®OV TOL YOPTYOLVTAL:

oAb ovyvég (Lmopel va TOPOVGLAGTOVV GE TEPIGGOTEPOVS amd 1 oTovg 10 avBpadmovg):
o Aoméetg, eAdtTmon Tov aptBpod Tov puBpdv (avaipio) 1 TOV AEVKOV aHocealpioV (Tov
glvarl oNUAVTIKA otV eE0VOETEPMOT] TOV AOIUMEEDMV) KOL TOV OUOTETAAIDV

o TLPETOG: EQV TOPOVCLAGTEL TVPETOG, EVIUEPDGTE TO YIUTPO GOG OUECMG

. OAAEPYIKEG OVTIOPAGELG OIS TEPTYPAPOVTOL TOPOUTAVD

o anmAieln 6peéng (avopeéio)

. abdmvia

o aicOnpa opwdiog  poddlaopa N TOVO 6TIg apBpPOCELS 1] GTOVG HDEG

o TOVOKEPUAOG

o aAdayn g aicbnong g yevong

o QAEYLLOVT] TOV LOTIOV 1 S0KPOLPPOLA,

o TPNEWO TOV TPOKOAAELTOL OO EAATTMOUATIKY AEUPIKT] TOPOYETEVOT

o dvomvola

. abENCT PIVIK®V EKKPIGEDY, PAEYLOVT TOV GAPVYYQ KoL TNG HOTNG, Prxag

. aoppayio amd tn pot

o TANYEG GTO GTOUA,

o OTOMAYIKEG SATUPUYES, CUUTEPIAAUPOVOUEVTIC VOVTIOG, EUETOL Kot S1APPOLC, SVGKOIAOTN T

. TOVOG GTNV KOWALAL

o dvomeyia

. ATOAELD TPLYADV: OTIC TEPICCOTEPES MEPUTTAGELS 1] PLCLOAOYIKT AVATTLEN TNG TPLYOPLTNG
EMOVEPYETOL. X€ OPICUEVEG TEPITTAOCELS EXEL TapoTnENOel poVIUN ardAelo TP OV (LN YVOOTH
oLYVOTNTA)

o gpLOpOTNTA Ko TPNELO TOV TAAAUDY TOV YEPLDV GO 1] TOV TEAUATOV TOV TOJDV GOG, TOV
umopel va TPoKOAEGEL TO EEPAOVIIGLO TOV dEPUATOC Gag (avTd umopei eniong va copuPel ota
YEPLO, GTO TPOGMIO 1] GTO GMLLAL)

. aALOYT OTO YPDUC TOV VUYLOV GOG, TO 0010 LETH pmopel Vo amokoAAn0ohv

. aicOnpa KéTmoNg Kol TOVOL 6TOVG HOEG, TOVOC GTNV TAGTN 1] 6T0 0GTA

. aAAayn 1 amovcio eUURvoLv pvong

. TPNEWO oTa YEPLO, YAUTES, TOOLH,

. KOT®GT | COUTTAOUOTO TOV LO1AOVV UE TNG YPImING

. avénon N anoAgln fapovg

. AolH®EN TOV AVATEPOV AVATVEVCTIKOD CLGTHUOTOC.



Yoyvég (Lmopel va mapovctactolv e cuyvotnta uéypt 1 atovg 10 avBpdmovg):
KOVTIVTI0GT] TOL GTOUOTOG

aQLOATMOON

Cakn

dTapayn TG 0Kong

peimon g mieong tov aipatog, appuduio 1 Toyvkapdio

KOPOLOKN OVETAPKELOL

olcopayiTidn

Enpootopia

dvokolio 1| TGVOG TNV KATATOOT)

apopporyio

avENomn Tov NrATIKOV evOOIOV (ETOUEVOS OTALTOVVTOL TAKTIKOT Ao ToAoYLKOL EAEYYOL)
AVENCELS TOV EMTEd®V GOUKYAPOL 6TO aipa (dapnng)

Leimon Tov KaAiov, Tov acPeatiov 1/t ToL POCEOPOL GTO QIO GOS.

'Oy ooy vég (Umopel vo Topovctloetody pe cuyvotnta uéxpt 1 otovg 100 avpdmovg):

o AmofBupia

o ot 0éom éveong, SepLOTIKEG aVTIOPAGELS, PAEPiTION (PAEPIKN PAeYOV) 1 TPNEUO.

o Opoupor aipartog

o umopei va upoaviotel o&eio poeloPraotikn Aevyotpio Kot PueAodVGTANGTIKO GUVOPONO (TOTOL

Kapkivov Tov aipatog) oe acbeveic mov Aapupdvovv Bepaneia pe docetaxel pali pe opropéveg
GAdec avTikapkivikég Oepomeieg.

YXréwieg (umopel va mapovoiactoy pe cuyvotnta péxpt 1 otovg 1.000 avBpdmovg):
. QAEYLLOVT] TOV TTAXEOG EVTEPOD, AETTOV EVTEPOV, OV UTOPEL va amoPel potpaio (cuyvotnTa pn
YVOOTH), SIATPNON TOL EVIEPOV

Yoyvotnta pn yveotég (dev uropodv va ektiundovv pe Paon ta dabéoyo dedopéval):

o dugpeon mvevpovomdfela (PAeyHOVI TV TVELUOVOV TOL TPOKOAEL frixa kol SuGKOALN oTNV
avamvon. PAeyHovn TV TVELUOVOV UopEl emiong va avartuyBel 0tav 1 aywyn pe docetaxel
yopnyeitar poli pe axtvobepameion).

o qvevpovio (Aoluwén Tev TVELUOVOV)

® TTVELUOVIKT] v@on (OLAOTOINGT Kal TAYVVOT) TOV TVELLOVAOV HE TOYDTVOLXL)

e  OQoum 6paoct AdY® SLOYK®GNC TOL AUPPANGTPOEIB0VE EVTOS TOV UATION (KVGTEOELOEC OTONIA TG
@xPAg KNAidag)

e ueimon tov vatpiov /Kot poyvnoiov oto aipo oog (Sotapoyég TG 160pPoTios TV
NAEKTPOAVTDV).

e KolAMok™ appuOpia 1 Kook TayLKaPdio (EKONADVETAL MG aKAVOVIGTOS KOUT YPTYOPOS
KOPAOKOG TAAUOC, Evtovn dvomvoia, CaAn KoM Aumobupin). Mepikd amd ovTd To GUUTTO T,
umopei va glvar coPapd. Av cuufel avto, TPETEL v EVIIUEPDOETE AUESMG TO YLOTPO GOG.

o avtdpdoelc ot 0éom éveonc o onueio TpoNyodUEVNC OVTIOPAUOTG.

e un-Hodgkin Aépempo (kapkivog Tov TpocBAaiiel T0 0vOGOTOMTIKO GUGTNIO) Kol GALOL KapKivol
umopei va mapovoiactovv og acbeveic mov Aappdvovv Bepamneio pe docetaxel pali pe opiouéveg
GAdec avTikapkivikég Oepomeiec.

o Xvvdpouo Stevens-Johnson (SJS) ko n To&wkr Emdeppukn Nekpoivon (TEN) (Avkraive,
ATOAETION 1] OLLOPPOYiC GE OTOLOONTTOTE UEPOG TOL SEPUOTOC GG (CVUTEPIAAUPAVOUEVOV TOV
YEMDV, T®V 0QOUAU®Y, TOL GTOUATOG, TNG LOTNG, TOV YEVVITIKOV 0pYAV®OV, TOV YEPIDV 1 TOV
Too1OV) UE M xopig e&avOnua. Mmopel va £xeTe TOVTOYPOVI CUUTTMLOTO TOPOLOLN LE TN YPITN,
OTMC TLPETO, PiyN 1 TOVO GTOVG HVG.)

o OC&cia ['evikevpévn EEavOnpatikr OAvktaivoon (AGEP) (epvbpd, polMdwTtd yevikevuévo
eEavOnua pe eE0yKOUATO KAT® 0o TO S10YKMUEVO OEPUA (CLUTEPIAAUPOVOUEVOV TMV TTVYOV TOV
OEPLATOC, TOV KOPHOV KOl TOV AV® AKPMOV) KOl PUOGOAMOES TOL GLVOSEHOVTUL OO TLPETO.)



e To cOvdpopo Avong 6YKoL eivar pio GoPap1| KATAGTAGT TOL OTOKUADTTETOL A0 LETOPOAES OTIG
aPLaToAOYIKES e€eTdoElS OTMG avENUEVO eimedo ovptkov 0EEOC, KMoV, POGEOPOL Kol LELWUEVO
eninedo acPeoTiov Kot KATAANYEL GE CUUTTOUATA OTMG EMANTTIKEG KPIGELS, VEQPIKT OVETAPKELL
(Helpévn ToGHTNTO 0VPMV 1 VIEPYPMOT] TOV OVP®V) KOl SLTapoyn Tov Kopdiakov puduov. Edv
oupPel aVTO, TPETEL VO EVIUEPMDGETE APECHS TO YIUTPO COG.

o Mvooitida (pAeypovi TV ooV - avénon g Beppokpaciag, epudpdtnta Kat oidnpua - IOV
TPOKaAel Puikd Tdvo Kol advvapia).

Ava@opd avemOOunTOVv gvepyel®OV

Edv mapotnpricete Kamowa avemBOUnTn eVEPYELL, EVILEPDOTE TOV Y1ATPO, 1] TOV QOPLOKOTOLO TOV
VOGOKOWEIOV 1] TOV/TNV VOGOKOUO 60G. AVTd 10YDeL Kal Yo KaOe mhovn avemBOuntn evépyelo, oV dev
AVOPEPETAL GTO TTOPOV PVALO 0ONYIDV ¥prionG. Mmopeite emiong vo avapépeTe avemBounteg
gvépyeleg amgvbeiog, pécm

EBvikdc Opyaviopuog Gapudkmv

Meocoyeiov 284, GR-15562 Xolapyds, Abnva
TnA: + 30 21 32040337

Iototomog: http://www.eof.gr ,

http://www Kkitrinikarta.gr

Mécm g avapopdg avembountov evepyelmv propeite vo, fondncete ot cuALOYH TEPIGTOTEPOY
TANPOPOPLDY GYETIKA LLE TV AGPAAELY, TOV TOPOVIOC POPLAKOV.

5. Ilog va puraccete To Docetaxel Accord
To @appoko ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLILAL.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETA TNV Nuepounvio ANENG oL avapépetat 6To eEMTEPIKO
KOVTL Kot 6TV €TIKETA TOL PLoAdiov petd tn AHEH. H nuepounvia Aéng etvar n tedevtaio nuépa
TOL UIVOL, TTOL OVOPEPETOL EKEL.

Mn pvlacoete o€ Oeppokpacio peyorvtepn tomv 25°C.
DuAdooeTe GTNV APYIKN] CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

Xpno1ponomote To P10 ApECmS LETA TO Gvolypd Tov. Edv dev ypnoiponombel apéoms, o xpovog
Kol 01 GLVONKES S1OTHPNONG TOV VTS XPT O™ TPOTOVTOG Elvar evBHVN Tov YpOoTI.

Ao LiKpoPloroyikn Aoy 1 opoimon TPETEL VO, YIVETaL 6 ELEYYOUEVES Kol AOTTTTEG GUVONKEC,

XPNGILOTOGTE TO PAPOIKO OUECMG META TNV TPocOkn Tov 6To GdKo &yyvonc. Edv dev
ypnopomodel apuécms, 0 ¥pOVOG Kot 01 GUVONKEC d1THPTGNG TOV VIO YPTGT) TPOIOVTOG Eivan VOV Tov
YPNOTN KoL VIO PUGIOAOYIKEG GLVOTKEG OgV TIPEMEL VL Yivel vtépPoon Tmv 6 ®pav og Beppokpacio
kpdtepn twv 25°C, meplapfavopévng tng piog mpag mov Stapkel n £yyoon).

H puowm ko ynukn otabepdtnto Katd T Xp1or Tov SIoADHOTOG £YYUomng OTaV auTd EXEL
TPOETOUNCTEL COLE®VA LE TIG 00NYieg Exel KaTadEY(TEL 08 Gdiovg ywpig PVC yia ddotnua péypt 48
wpec 0tV euAdccetal oe Beppokpacio petaty 2°C kat 8°C.

IMopackevdote To dStddlvua £yyvong cOUE®VA LE TIG CLGTAGELS. To dtdAvpa Eyyvong dev TPEMEL VA
TOPOUUEVEL GTO GET £YYVOTG Y1 TEPIGGATEPEC 0d 6 dpeG oe Oeppokpacia 25 °C.

To dudivpa €yyvong docetaxel givar vepkopeoéVo, ETOUEVOG UTOPEL Vo KPUGTOAA®OEL e TO
TEPAG L TOV YPpOVoV. Edv eppaviotodv kpdoTaAilot, To d1dAvpa dev Tpémel mAEOV va ypnoomon el
Kol TPEMEL VA, amopplpOet.


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

Mnv metdte eapuaKoa 6to vepd TG amoyEtevons. PoTote Tov gapprakomold 6og yio 10 Thg Vo
TETAEETE TA PAPLLOKA TTOV OEV YpnoyLomoteite ma. Avtd ta pétpa Ba fondncovv 6ty Tpoctacia Tov
nepPaAriovrog.

6. Iepreydpeva g cvokevaciag Kol Aoutég TANpopopieg

T nepréyer to Docetaxel Accord
- H dpaotikn| ovcia eivor docetaxel. KaBe ml mukvod Stoddpatog yio Tapackent] S1ahOIATOS TPOg
&yyvon epiéyel 20 mg docetaxel.
‘Eva grodidio 1 ml mokvod dwohdpatog mepiéyet 20 mg docetaxel.
"Eva grakidio 4 ml mokvod dwoddpatog mepiéyet 80 mg docetaxel.
‘Eva grodidio 8 ml mokvod dtodvpartog mepiéyet 160 mg docetaxel.
- Ta dAo cvotatikd eivor ToAvcopPikd 80, atbavorn avodpn (BA Tapdypaeo 2) katl Gvodpo KITPKO
0&p.

Epeavien tov Docetaxel Accord ko TepleyOPEVO TS GLOKELAGLAG

To Docetaxel Accord mokvo S1dhvpa yio TopacKeELT] SLHADUATOG TPOG £YXLOT gival Eva dlavyEg
OVOIKTO KITPIVO MG KAPEKITPIVO StdAvpa.

To Docetaxel Accord 20 mg/1 ml dwotiBetan o€ £va d100YEG, YOAAVO QoA Tov 5 ml pe TOpo omd
KkaovtoovK fluorotec plus, cepdyion amd GAOVUIVIO Kol TOPTOKOAL ATTOCTIMUEVO TAOUCL.

To Docetaxel Accord 80 mg/4 ml dwotiBeton oe £va d10vYEG, YudAvo erodidto Twv 5 ml pe Topa and
KkaovtoovK fluorotec plus, cepdyion amd GAOVUIVIO Kol KOKKIVO OTOGTOUEVO TMLLO.

To Docetaxel Accord 160 mg/8 ml diatifetor og Eva dtowyEg, YodAvo elaiidio Tov 10 ml pe topa
a6 kaovtooVK fluorotec plus, cppdyion and olovpivio Kot KOKKIVO OTOGTAOUEVO TMLLA.

Méyeboc cvuokevaciog:

Kabe kovti mepiéyet éva erodidio tov 1 ml pe mokvo didivpa.
KdaBe xovti mepiéyet éva graridto tov 4 ml pe mokvo didivpa.
KdaBe xovti mepiéyet éva oraridto tov 8 ml pe mokvo didivpua.

Kéroyog ddc10g kvkrho@opiag Kol TAPUCKEVAGTNG
Karoyog docrog kokrhopopiog

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,

Edifici Est 6° planta,

08039 Barcelona,

[omavia

IopoaockevoTiig
Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, I[ToAmvio

Accord Healthcare single member S.A.
64th Km National Road Athens, Lamia, Schimatari, 32009, EALGoo

I"a omoladfmote TANPOPOPIo. GYETIKA LE TO TOPOV QUPUOKEVTIKO TPOIOV, TUPUKOAEIGTE VO
amevBouvleite otov TomKO avTITpdcwTo Tov Katoyov g Adsiog Kukhopopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/UK(NI)/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL
Win Medica Pharmaceutical S.A.



Tel: +30 210 7488 821
To wapdv ULA0 00N YOV yp1ions avadempOnkeya Tehevtaia opa otig 02/2025.
AlLrec N YEG TANPOGOPLAY

Agntopepn TANPOPOPLOKE GTOLXEID Y1 TO TTPOIOV 0LTO Elvar S10BECIUA GTOV SIKTLOKO TOTO TOV
Evponaikod Opyavicpod @appdkmv: http://www.ema.europa.eu.



O mAnpogopiec mov axorlovBoldv amevBvvovtal LOVO GE ETAYYEALATIEC TOV TOUEN TNG VYEIOVOLUKNG
mepiBaiymc:

OAHI'OX ITPOETOIMAXIAX I'IA XPHXH ME TO DOCETAXEL ACCORD ITYKNO
ATAAYMA I'TA TAPAXKEYH ATAAYMATOZX ITPOX ETXYXH

Eivou onuovtixo vo droffdoete 01.0 10 mEPLEYOUEVO QVTHS THS 0ONYIOG, TPLV OTTO THY TPOETOLUATLA TOD
Docetaxel Accord diadvua €yyvorng.

2VOTACELC Y10 CQOAT] YEIPIOUO:

H docetaxel eivat évag avTiveoTAUGLOTIKOG TOPAYOVTAG KO, OTMG CUUPAIvEL Kot pe GAAES SuvnTIKA
to&kég evidoels, Ba mpémet va divetal TPOGOYN KATA TO YEPIGHO KOL THV TPOETOLOCIH TOV
SLAVUATOV TNE. ZVVIGTATOL 1] ¥PNOT YOVTIOV.

Xe mepintwon mov To kv didivpa 1} To didivpa £yyvons Docetaxel Accord épBovv oe emapn pe 10
dépua, TAOVETE AUECMG KOl EMUEANDS LLE GOTOVVL KOl VEPO TNV TEPLOYN. L€ MEPINTOST TTOL £PBHEL o
EMOEN Ue TOVG PAeVVOYOVOLC, TALDEITE APECHE KAl ETUEADG IE VEPOD.

[Ipoctowacia yio tnv evOOQAEPLL yoprynon:

Lpoetoiuacio tov d1aAdu0TOC EYYvONS

MHN ypnotonoteite dAla edppoxo e docetaxel mov amotedodvton omd 2 eroAidia (Tokvo didAvpa
Kol 01oAbTE) e awtod To eappoko (Docetaxel Accord 20 mg/1 ml mokvo Sidhvua Yo TOPACKEVT
SLADUATOG TTPOG £YYVOT, TO 0Toio TEPLEXEL LOVO 1 QLokidio).

MHN ypnowonoteite dAha eappoka ¢ docetaxel mov amotelovvtol amd 2 Plaiidia (TuKkvo SLEAVLO Kot
StoA0TNg) pe avtd to pappako (Docetaxel Accord 80 mg/4 ml moicvo S1dAvpa Yo TopacKeELT SIADLOTOC
TPOG £YYVOT, TO 0010 TTEPLEXEL LOVO 1 PLOAidL0).

MHN ypnowponoteite dAha eappoka g docetaxel mov amotelovvton amd 2 praiidio (Tuvo StdAvpa Kot
S0 TNGg) pe avtd to eappako (Docetaxel Accord 160 mg/8 ml mukvd didAvpa yio TopacKeLT) SIOAVLOTOG
TPOG £yYVoT, TO 0010 TTEPLEXEL LOVO 1 PLoAidL0).

To Docetaxel Accord Tokvé didivpa Yo Tapaokevy] Storldpatog mpog £yyvon AEN yperdletan

TPONYOVLEVT] OPOimOo pe SLOADTN KoL givar £TOLHO Yo TPOGON K 670 drdivpa Eyyvong.

. KdaBe @rarido givar yio pio xprion Kot TpETEL VO, YPTCILOTOLEITAL OUESMOG UETA TO GVOLYLLO.
Edv dev ypnopomombei apéowc, o ypdvog Kot o1 cuvOnkeg dlatipnong Tov vd YpNon
poidvtog gival evfhvn Tov yprotn. Mmopel va ypeldlovtal meprocdTePa amd Eva LoAidio
TOV TUKVOD SHADLOTOC Y10 TOPUCKELT SIOAVUATOC TPOG EYYVOT TPOKEIUEVOL VO, ANPOEl 1
amartovpevn 06om yia Tov acBevi. I'a mapddetypa, pio d6on tov 140 mg docetaxel Oa
amartovcse 7 ml mokvol dreAdpatog docetaxel yio tnv TopacKELT] TOL SEAVUATOC.

. A@a1péoTte e AoNTTTO TPOTO TNV OTOLTOVUEVT] TOGOTNTO TOL TUKVOU SLOADUOTOS Y10l
TOPUCKELT] StoAvpaTog £yyvong e tn fondeia pog fabuovounuévng copyyog e
TPOocapUoGEVN o Berova 21G.

210 grohioto Tov Docetaxel Accord n cvykévrpmon g docetaxel givar 20 mg/ml.

. 211 cvvEyeln eVESTE PHECH piag Eveong (epanal) og £va GAKO £YYLONG TEPLEKTIKOTNTAG
250 ml mov mepiéyel gite 5% Sdhvua yAvko{ng gite 9 mg/ml (0,9%) evéoipo dtdAvpa yio
£€yyvon yAwprovyov vatpiov. Edv anotteiton d6om peyoardtepn and 190 mg docetaxel,
YPTOULOTOOTE £VO. LECO EYYVOTG LEYAADTEPOV GYKOL TPOKEUEVOL 1) GUYKEVIPWOOT] TNG
docetaxel vo unv vrepPei ta 0,74 mg/ml.

. Avapi&re pe 1o ¥€pt 10 TEPIEXOEVO TOV GAKOV £YYVONG EQUPUOLOVTOC TEPLGTPOPUKES
KLV GELC.
. Ao LiKpoloAoyikr| Aoy 1 apoimoT) TPETEL VO, YIVETUL O EAEYYOUEVEC KOl OT)TTTEG

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

10



ypnooromOel apésme, o ¥pdvog Kot ot GUVONKES PUAAENG KATA TN (PO omoTeAovY evOHVN
TOVL YPNOTI.
Metd v mpocBnkn 610 6ako £yYLong COUPMVA LE TIG 00NYIES, TO d1AALUA £YYLONG TNG
docetaxel eivar oT00gpd Y10 6 Dpeg dtav puAdcoetal o€ Beppokpacio pkpdtepn Tv 25°C.
Oa mpénel va ypnoponoteital eviog 6 mpdv (cvumeptiapfovouévng e piog dpag yopnynon
g eVOOOAEPLAG EYYLONC).
Emumiéov, N uoikn kot ynpikn otadepoTnTo KoTd TN (pNon Tov SeADITOS £yXuong 0Ty
avTd €YEL TPOETOLUAOTEL GUUPOVA [ TIG 0dNYies €xel Kataderytel oe chkovg ympic PVC yu
Suotnua puéxpt 48 dpeg 0tay puAdocetal og Beppokpacio petagd 2 kot 8°C.
To duhvpa €yyvong docetaxel eivon vepKopesUEVO, ETOUEVOC UTOPEL VO KPUOTOAA®OEL e TO
TEPUC U TOV ¥pOVoL. EGv eppaviotodv KpOGTUAAOL, TO S1GALUE OV TPETEL TAEOV VO
ypnoomronfet Kot Tpémel va amopplebet.

. Onwg ovpPaiverl pe OAL Ta GAPLLOKE TTOV XOPNYOVVTOL TAPEVTEPIKMS, TO SLAAVLLA £YXLONG
TPEMEL VO, EAEYYETAL OTTTIKA TPV alTd TN (PN oM, VA dtodvpata wov Egovv kKablnoet Bo mpémet
Vo amoppinTOvIOL.

Andppuym:

'O\ To VAKG 1OV YPTGLLOTOIOVVTOL Y10 TV 0pai®GcT) KoL TN YOP1YNOT TPETEL VA, OTOPPITTOVTIUL
GUUPMOVO, [LE TIG TPOTVTEG dadtKacieg. Mnv Tetdte pAappaka 6To vePO g amoyétevons. Potote tov
(OPUOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLAKO TTOL JEV YPNOGLUOTOLEiTE T AvTtd o pétpa Oa
BonBncovv oty Tpoctacia Tov TEPIPAAAOVTOC.

1"



