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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taxespira 20 mg/1 ml tokvo S1dAvUO. VIO TOPACKELT JOADUOTOS TTPOG EYYLOT
Taxespira 80 mg/4 ml tokvo S1dALUO VIO TOUPACKELT OIUADLOTOG TPOG EYYLOT
Taxespira 120 mg/6 ml Tokvd dtdAlvpa Yo TapacKELT] SIHAVUATOG TPOG £YXLOM
Taxespira 140 mg/7 ml Tokvd dtdAlvpa Yo TapacKeLT] SIHAVUATOG TPOG £YXLOM
Taxespira 160 mg/8 ml Tokvd dtdAvpa Yo TOPUCKELT] SIHADUATOS TPOG £YXLOM

2. HNOIOTIKH KAI IOXOTIKH XYNOEXH

Ka6e ml mokvov dohdpartog mtepiéyet 20 mg docetaxel (wg TpiEvudpo Grag). |

N
&%
20mg/ 1 ml N
"Eva oAido 1 ml mokvod dtoedvpatog mepiéyet 20 mg docetaxel. Oq’

80mg/ 4 ml N
"Eva oAido 4 ml mokvod dtodvpatog mepiéyxet 80 mg docetaxel L

120mg/6 ml O
‘Eva. @aAidto 6 ml mokvod dwoivuatog mepiéyet 120 mg docetaxel.

140mg/7 ml O
"Eva. 1oAidto 7 ml mokvod dtodlvpatog meptéyet 140 mg docetax%Q\

Q

160mg/8 ml O
"Eva. loAidto 8 ml mokvod dtodlvpatog mepiéyet 160 mg taxel.

&

P
20mg/1 ml S
m m (\
Kabe proridio tov 1 ml wokvon SLGXbua%Qytsptéxa 0,5 ml édvvdpng aBavoing (395 mg).

"Exdoyo ue yvootn dpdon

>
80mg/4 ml L
Kabe proridio twv 4 ml wokvon 66(1% patog mepi€yet 2 ml avodpng obavorng (1580 mg).

<Q
120mg/6 ml ,
Kabe prarido tov 6 ml é@vof) drodvpatog meptéyet 3 ml avodpng aboavorng (2370 mg).

140mg/7 ml ‘ '<\Q
Ka0e praridwo 2@9 ml tokvod dtoAvpatog mepéyet 3,5 ml avodpnc abovorng (2765 mg).

160mg/8 ml
Kabe ¢ 10 TV 8 ml Tukvoy daAdpatog TepiEyel 4 ml dvvdpng abavoing (3160 mg).

MoV mpn Kotdhoyo tov ekddymv, BA. mapdypopo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
[Tokvo didAvpa Yio TopackeLT SIOADIOTOS TPOG EYYLON.

To mokvé dtdAlvpa eivar Eva avoIKTO KITPVo £0G KAPEKITPIVO SLGAVUAL.



4. KAINIKEYX TAHPO®OPIEX
4.1 OgpamevTiKég EVOEIEELS

Kopxivog tov pacton

To Taxespira 6€ cuvdvacpo pe doxorubicin kot KUKAOQ®GEAUION EVOEIKVLTAL Y10, TNV EXUKOVPIKN
Oepaneio aclevov pe:

. eyxepioo kot OeTikovg AePPadEVEG KOpKivo TOV LOGTOV

. EYXEPICILO KO OPVNTIKOVG AEUPAOEVESG KOPKIVO TOV LOGTOV.

INa aoBeveig pe eyyelpiouo Kot opvnTiKoDe AEUQOSEVES KOPKIVO TOV HOGTOD, 1| GUUTANPOUATIKT
Oepaneio Oo Tpémer va mepropiletar og acheveic mov glvan katdAiniot va Aapovv ynueobepameio ¢
GOLPMOVO, LLE TO, OLEBVAOC EPOIOUEVE KPLTAPLA YO TV TPOTOYEVN Depomeia TOV TPOILOV K(lpKiV& v
uactov (PA. Tapdypago 5.1).

OCU

To Taxespira o€ cuvdvacpo pe doxorubicin gvdeikvotor yio T Oeponeio acOevov pe 10 (O
TPOYWPNUEVO | LETAGTATIKO KOPKIVOLE TOV LLOGTOV Ol OTTOIEG OV £xovv AdPet npom(@) [Léveg
ynueobepaneio yio cvt T vOGO. '<\
<

. ’ ’ ’ , ! . A
To Taxespira wg povoBepaneio gvdeikvuton yio ) Oeponeio achevov e ron@g TPOYMPTLEVO 1
UETOOTOTIKO KOPKIVOUO TOV HooToD PETd tnv amotvyia ynueodeponsioc,H mponyoduevn
ynueobepaneio Bo mpénet va mepthapPdverl avBpakvkiivi 1 aAkLMOTIKY Tapdyova.

1,

To Taxespira € cuvdLAGUO L€ trastuzumab evdeikvutat yia T 0 elo ao0evav e HETOOTATIKO
KOPKIVO TOL HAGTOD TMV 0ToiV 01 GYKOL LITEPEKPPALOVV TO Kot ot onoieg dev elyav AaPet

TPOTYOLUEVMG YN HE0BEpATEiD VIO LETAGTATIKY VOGO. A

To Taxespira € GuVOLAGUO (L€ capecitabine gvoel r&??/ux T Oepaneio 0oBevaV pE TOTIKOC
TPOYWPNUEVO 1| LETAGTATIKO KAPKIVOLLO TOV uaorgésrd TNV OTOTLYI0 KUTTOPOTOEIKNG
ynueobepomeioc. H mponyovuevn Oepameio Oa @Bnm va copmeplerdufove pio avOpoakvkAivn.

Mn KpoKvTToptKo Kapkivog ToV TVELUOYEL
To Taxespira gvdeikvotal yio Gspanéé%csﬁsvdov LLE TOTKADG TPOYMPNUEVO 1| LETOGTATIKO LN
UIKPOKVTTOPIKO KOPKIVO TOV TVED pgﬁ}, UETE TNV omoTLY 0 TPOT YOO UEVNG YN ueloDepamneiag.

To Taxespira € GUVILAGUO u&@?platin gvoeikvotar yo tn Oepameio acOevdv Le Un XEPovPYN o0,
TOTIKAOG TPOXMPNUEVO 1) LETROTOTIKO UN| HUKPOKVTTAPIKO KopKivo Tov mvedpova, oe acbeveig ot omoiot
dev &yovv AaPet nponymt"s@mg mueobepameio yio ovTr TN vOGO.

Koapxkivog tov npom&n
To Taxespira ca\ct&&)acué ue Tpedviovn N TpedviLoAovn evoeikvutar yio T Oepameio acbevav pe
opuovoéwro;éu TOCTOTIKO KOPKIVO TOV TpooTdTn.

ABSVOng'we)ua otoubyov

To T, §)ira o€ ouvovaouo e cisplatin kot S-fluorouracil gvdeixkvotal yio ™ Oeponeio acBevav pe
HEfRGTOTICG 08EVOKAPKIVOLLO GTOEYOV, CUUTEPIAAUBOVOLEVOD TOV OBEVOKAPKIVALOTOG TNG
YOGTPOOICOPAYIKNG CLUUPOANG, 01 0700l deV €YoV AdPEL Tponyovuévmg ynuelodepameia yio
LETOOTATIKY VOGO.

Kopkivog ke@oing kot tpoynAov
To Taxespira € cuvdvacuo e cisplatin kot S-fluorouracil evdgikvotor yio T Oepomeio elGoywyng TV
ac0eVAV LLE TOTIKE TPOYWPNUEVO TAUKMOES KAPKIVOLN KEPAANG KL TPAYNAOL.

4.2  Aocoloyio Kol TpOTOS YOPYNONS

H ypnon g docetaxel Bo mpénet vo mepropiletal o€ HovAdeg EWOIKEVUEVES GTN YOPNYNON
KLTTOPOTOEIKN G YN uetoBepameiog Kot Oo Tpémet va yoprnyeitor udvo vd v enifieyn otpod
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e€edkevévou oTn ¥PNoT AVTIKOPKIVIKNG ynpeobepaneiog (PA. mapdypoeo 6.6).

Aocoloyia

€ KapKivo TOV HOGTOD, GE [UT] LIKPOKVTTAPIKO KAPKIVO TOV TVEDILOVE, GE KOPKIVO TOV GTOWEYOV Kol GE
KOPKIVO KEQOANG Kol TPOYNAOV UITOPEL VOl YpNCIHOTOMOEL 1] TPOKOTAPKTIKY POPHOKEVTIKN AY®OYT], 1
omoio GuvieTaTal GTNV 0Td TOL GTOUNTOG XOPNYNOT| KOPTIKOGTEPOEWOMV, Ontw¢ 16 mg de&auebalovng
nuepnoing (r.y. 8 mg 600 popég v Nuépa) Yo 3 nuépeg, apyilovtag 1 nuépa Tptv amod TN yopnynon
g docetaxel, ektog edv avTo avtevosikvutan (BAéne mapdypapo 4.4).

Y& KapKivo ToV TPOGTATH, OOV YiveTal Guvovaouévn ypnon mpedviLovne N TpedviloAdvng, To
TPOKATOPKTIKO POPHOKEVTIKO Y10l TOL cuviotdral eival 8 mg de&apefalovng and Tov 616 uar0<‘%l2

wpeg, 3 opec kot 1 mpa mpv amd v Eyyvon docetaxel (BAéne mapdypogo 4.4). 04‘\
N
Ipoinmtikd pmopet va ypnoiponomei G-CSF npoxeipévou va petpactel o kivouvog alua@(k'oymﬁg
To&KdTNTOG. ) OA
&
H docetaxel yopnysitoan wg £yyvon 1 dpag kébe 3 efoopddes. LQ
&

Kopxivog tov poorod N

21N GLUTANPOUOTIKY Oepameia eyyelpiciov Kot OETIKOV 1 0pyNTIK®V A ééévcov KoPKivov Tov
1O06TOD 1) GUVIGTAEVN docoloyia docetaxel ivar 75 mg/m” xopnyoOuE Opa. LETE Ao TN XOPNYNoN
50 mg/m” doxorubicin kat 500 mg/m* kvkhopmcpapuidng kide 3 efdafadec Y10 6 KOKAOLG (S0c0AOYKS
oynua TAC) (PA. eniong «Tpomomoinon g 600mGg Kot ™ 81dp6@ ™G y®YNo»).

IMo ™ Bepomeio aoOevdV e TOTIKAOG TPOY®PNUEVO 1| LETOL KO KapKivo TOV LAGTOV 1] GUVIGTOEVT
doon docetaxel yopnyovuevn og povobepameio eivar 10 /m”*. Qg Oepameio TPOT™G Ypoppic N
docetaxel yopnyeitot oe 56om 75 mg/m” og cvv&uac%.é‘lpa doxorubicin (50 mg/m?).

N\

e cuvovaoud e trastuzumab 1 GUVIGTOUEVT E@\% docetaxel givar 100 mg/m® kGOe tpeig ePdopadec,
ue v trastuzumab yopnyoduevn oo ua?}uxi@g. TNV TAOTIKT ueAéTn, 1 apytkn Eyyvon docetaxel
Gpyioe TV emdpevN NUéEpa and v TpmTNJPon trastuzumab. Ot endueveg dooerg docetaxel
yopnyHonKov apécms PHETA amd TNV o%& pwon g £yyvong trastuzumab, gpdcov 1 Tponyndeica
d6on trastuzumab eiye yivel kald aveke. [o ™ 860m Kkat ) yopriynon g trastuzumab, BAéne TV
TEPIANYN TOV YOPOKTNPIOTIKOV ggtpoiévrog TOL OVALPEPETAL OTNV trastuzumab.

O
Xe cuvdvacuo e capecitabine, 1 cvvictopevn doon docetaxel etvar 75 mg/m’ kGOe Tpeig ePdopadec,
ouvdvaldpevn pe 1.250 men’ capecitabine 500 popéc nuepnoing (Léca og 30 Aemtd petd omd éva

yeoua) yuo 2 8[360“&% ioAovBovpevn amod pia fdoudda dokonng. [a tov vroroyioud g 660mg
capecitabine cOLEEVY LLE TNV ETPAVELN COUATOS PAETE TNV TEPIANYT TOV YOPAKTNPIOTIKAOV TOV
TPOIOVTOG OV 2\ €pETOL GTNV capecitabine.

M pixpordstopiKoS KopKIivoS T0D TVEDUOVO:

X100G veig mov dev elyav AaPetl Tponyovuévag ynuetodepameio TPOKEWEVOD VO, AVTILETOTIGTOVV
r ’ /. ,. I3 , ’ 2

o IKPOKLTTAPIKO KOPKIVO TOV TVEDLLOVE, TO GUVIGTMUEVO dOGOAOYIKO oynua efvar 75 mg/m

ddcetaxel axorovBovpevo amd 75 mg/m® cisplatin yio 30-60 Aemté. T'on T Oepomsion peté amd amotoyio
TPONYOOHEVIC YNHE0DEpameiog mov Paciletal o€ mhotiva, 1) GLVIGTOUEVY ddoN givar 75 mg/m* w¢
povoBepameio.

Kopxivoc tov mpootdtn
H cuviotdpevn 86on sivon 75 mg/m? docetaxel. 5 mg mpedviovng 1 TpedviLoAdvng xopnyovvTot amd
TOV OTOHOTOG, 2 POPES NUEPNOLmG, cvvex®S (BAETe Tapdypapo 5.1).

AdevokopKivauo. oToldyov
H cvviotdpevn d6on docetaxel ivon 75 mg/m? og éyyvon 1 dpag, mov akolovbeitar amd cisplatin 75
mg/m’ og éyyvon 1 0g 3 opdVv (Kat o dV0 TV TPOTN NEépa), Tov akokovBovvtar omd S-fluorouracil
750 mg/m’ nuepnoing Tov YopnyotvIal mg 24mpn GUVEXHG YXVOT Y10. 5 NUEPES, EEKIVOVTAG OTtd TO
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TéAOG NG éyyvong cisplatin. H aywyn emavaiapfaverar ke 3 gfdopddec. Ot acbeveic Oo mpémet va
AQUPBAVOVY TPOKOTOPKTIKY AY®YT| HE AVTIEUETIKA KO KATAAANAN EVOOAT®GT Y10, TN XopNynon cisplatin.
Ipoinmtikd pmopet vo ypnotponombei G-CSF mpokeiuévon vo HeTploctel 0 Kivouvog aploToAOYIKNG
to&dmrag (BA. exiong Tpomomoinon ¢ SO0 KATA T SEPKELD TG OYWOYNG).

Kopkivog kepaliic kot tpoyniov

Ot acBeveic Oo Tpémet vo AapPAvouY TPOKATUPKTIKT Oy®YN LE OAVTIEUETIKE Kol KATAAANAN EVLOATMOON
(mpv amd ™ yopnynon cisplatin ko petd omd avt). [IpoAnmtikd pmopel vo ypnoponombei G-CSF
TPOKEUEVOL VO, LETPLIOTEL 0 Kivouvog aupatoroyikng to&ikotntoc. Olot ot acbeveic mov eivat 6T
okéhoc ¢ docetaxel kot otig dvo peréteg, TAX 323 kot TAX 324, Ehafov TpoANTTiKd avTiBloTikd.

*  Ewoayoyn ynueobepaneiog akorovbovuevn amd aktivobepameio (TAX 323) !
INo ™ Bepomeio 160 Y®YNG TOL AVEYYEIPNTOL TOTIKA TPOYDPTLEVOD TAUKDOOLS KOPKIVAOLL
Ke@aMic kot tpayitov (SCCHN), 1 suvictdpevn d6on g docetaxel eivat 75 mg/m’ mc‘(é?xucn
Sapketag 1 dpag axorovBodpevn and cisplatin 75 mg/m? evroc 1 dpag, katd tyv 1n r&pa,
akorovBovpevn amd 5-fluorouracil g pio suveync £yyvon 750 mg/m’ v NUEPO YIETTEVTE NUEPES.
Av10 T0 oY yopnyeitar kaOe 3 efSopddeg yia 4 khkhovg Bepamneiog. 'Ensm')gw% ™
ynueodepaneio, ol acOeveic Bo mpémetl va Aapfdavouvv axtivobepamneia. &

*  Ewoayoyn ynueodepaneiog akoiovbovuevn amod ynuelooktivodepameio @X 324)
Io ) Oepomeia lcoy®yng achevaV e TOTIKE TPOoY®PNUEVO (TPaKTIKE ovey eipNTOo, YOUNANG
mhavoTTag loom HEGH EYYEIPNONG KOl GTOXEVGT] SLOTPNGNE TOL GPTEVOL) TAUKMOEC KAPKIVmLLQ
KkepaAng kot tpayniov (SCCHN), n cuvictdpevn 60om g dg)@ga'xel givar 75 mg/m” og
evooPAEPLa £yyvon duapkelag 1 dpag katd v 1n nuépa, ok 0ovpevn amd cisplatin 100 mg/m?
yopnyovuevn pe yyvon diapkelag 30 Aentdv £0¢ 3 mpeg,@rorovboduevn and S-fluorouracil g
ouvveyhg éyyvon 1.000 mg/m’ nuepnoing amd v 11 é@amv 4n nuépo. Avtd To oYL YopYEiToL
Ké0e 3 efoopadeg yio 3 khkiovg Oepaneiog. Metd o ynueobepaneia, o1 acOeveic Oa mpémetl va
Aappdvouy ynuetoaxtivobepameia.

O
Zyetikd, pe Tic pulpicelg g d6oME TG cisplatir@t g S-fluorouracil, PAéne TV avticTtoryn mepiinym
TOV YOPOKTNPICTIKAOV TOL TPOTOVTOGC. Q

Tpomomoinon tne 660N KoTd TN Stdeso@nc oY®YNS

&

Tevikd (@)

H docetaxel npémel va Xopnysit@%mv 0 apPYIKOG aplUOS TV ovdeTEPOPILmY gival > 1.500
KOTTOpO/mm’. A

N\
Xe aoBeveic o1 omoieg Ko@ T Oepaneia pe docetaxel mTapovoiacay ite eUmTOPETN OVOETEPOTEVIQL,
aplOpd ovdeTEPOPIA 500 koTTopa/mm’ Yo TEPIocdTEPO amd pia efdoudda, site Papiéc

aBpoloTIKEG OEp &@KSQ avtdpdoeic 1 fapld Tepipepikn| vevpordOeia n 66om g docetaxel Oa mpénet
va petdveton ordT00 mg/m’ og 75 mg/m’ fi/kar amd 75 o€ 60 mg/m’. Eqv o aobeviig cuveyilet va
TOPOVGIALELAIE OVTISPAGELS OVTES KaTd Th xopriynon 60 mg/m* 1 Oepomeio Oa mpémet vor SrokdTTETAL.

N

2ourinpwliotiky Ospomsio Kopxkivov 100 HaoToD

To E&Busvo xopnynong tpwtoyevois tpoeviatng e G-CSF Oa npénet va e&etdleton otig aobeveig
TovAapfdvouy copuminpopatikn Oeponeio pe docetaxel, doxorubicin kot kKukAopwopapion (TAC) y
KapKivo Tov paotov. ZTig acbevelg o omoieg mapovctdovy eumbpetn ovdeteponevia 1/t
0vdeTEPOTEVIKT AOTHOEN Bat mpémet va pewwBei 1 doom docetaxel mov Aapdvovy ota 60 mg/m’ oe
OAoVG TOVG eMdUEVOLG KUKAOVG (PA. Tapaypdpovg 4.4 kot 4.8).

P ale azcsGsvsig mov mopovctdletarl oTopatitidn 3ov 1| 4ov Pabpov tpémel va peidveral n d6on oto 60
mg/m’.

2 ovvovaouo ue cisplatin

Te aoBeveig otoug omoiovg apyikd 1 éon frav 75 mg/m” docetaxel oe cuvdvaoud e cisplatin kot TV

0TolMV 01 KOTOTEPES TYLES TOV AUOTETUA®Y KATE TOV TPoMYoOUEVO KOKAO TG Bepameiag ivar <

25.000 kbTrapa/mm’ 1 6 aobEVEI TOV TAPOVGLALOVY EUTVPET OVLIETEPOTEViD 1] GE 0IGDEVEIS e

Bapid, un oatoroykn toEucotnta, n d6on ¢ docetaxel otovg emdpEVOLS KOKAOVG TPEMEL VOl petmBet
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og 65 mg/m’. Lyetucd e TV Tpomomoinen g doomg ¢ cisplatin, avatpééte oV avticToym
TEPIANYT TOV YOPAKTNPIOTIKOV TOV TPOIOVTOG.

2e ovvovaouo ue capecitabine

. I"oa 11g Tpomonomoelg g d6oMGS, PAETE TNV TEPIANYT TOV YAPUKTPICTIKOV TOL TPOIOVIOS TOV
avaQEPETOL oTNV capecitabine.
. INo acBeveic o1 omoiot avanTOGGOLY TV TPOTY ERPAVIOT) TOEIKOTN TG BadLov 2 1 onola empuéver

Katd Ty endpevn aywyn pe docetaxel/capecitabine, n aywyn npénel va kabvoteproet LEXpL M
to&dtra vo peimbet o fabuov 0-1 ko va cvveyiotet pe yopnynon tov 100% g apykng
doong.

. INo aoBeveig o1 omoiotl avarthosovv T devTEPN EPPAVIoN ToEKOTNTOG Pabod 2 1 Ty TpdTN
eupavion to&kotntag fadov 3, omoladNTOTE YPOVIKT TEPI0DO KATA TN S1APKELD TOV '
BepamevTikon kVKAOL, 1 Oepaneio Tpénel va kabvoTtepr ol PEPL 1 TOEIKOTNTO VO mtoxco&' 1
og Padpov 0-1, kot petd Ha mpénet va emavoAnedei 1 Oepomeia pe 55 mg/m’ doceta&\

. IMoa kaOe emaxdrovdn eupdvion to&kdmrag N yio kébe to&ikdmra Pabduov 4, n docNe
docetaxel 0o Tpémet vo draxomel. O
@
IMoa 11g Tpomonomoelg g 060N TG trastuzumab, BAEne TV TepiAnym TV xapam;@\?mm’ov TOV
TPOTOVTOG OV OVOPEPETAL GTNV trastuzumab. 403
2 ovvovaouo ue cisplatin xou S-fluorouracil <

Ed&v mapovc1ootel 16160010 EUTVPETNC OVOETEPOTEVING, naparswuév%ﬁﬁésrsponsviug il
0VOeTEPOTEVIKNG Aoipméng aveEaptnta amod ) ypnon G-CSF, n door(tng docetaxel Oa wpémet va,
ghattodei amd 75 mg/m” oe 60 mg/m”. EGv mapovoiactody 8naﬁé’a EMEICO010L EMMAEYUEVIC
ovdetepomeviag 1 060 g docetaxel Oo mpémet va pelmbei armd g/m’ og 45 mg/m’. e mepintmon
Opopporeviag otadiov 4 n d6on docetaxel Oo Tpémet vo ska&gi omd 75 og 60 mg/m’. Aev 0o mpémet
va emovayopnyobviat o acbeveig emakoiovdot koxkhot decetaxel péypic 6Tov T OVIETEPOPILDL
emavéldouy o€ enimedo > 1.500 kbTTapa/mm’ Kot Ta o etdMo emavéLBovv oto eminedo TV >
100,000 xotrapa/mm’. H Ogpomeio mpémet va Swuco@ €av owtég o1 To&koTnTEG EPpEVOLVY (PBA.

Tapdypogo 4.4). . ‘Oc‘-’
<&
ZUVICTOUEVEG DOGOAOYIKEG rpononou']GSLQQj&\ro&lKérmsg o€ aoBeveig vd aymyn pe docetaxel og
cuvdvaoud pe cisplatin kou S-fluorouradid(5-FU):

Q

ToéikétnTa \O Tpomomoinon 8661

Adppota fodpod 3 de)toﬁ%\:cé&o: peiwon d6ong 5-FU katd 20%.
AehEEPO £MEIGO010: GTN GLVEXELD pelmon g d0ong Tng docetaxel
@0 20%.
ﬁpd)to enelo6010: peimon do6ong docetaxel kot 5-FU katd 20%.
(O |Aghtepo ene1c6d10: Soxonn aywync.

>topatitido/f & [Ipdto enelcod10: peiwon 66ong S-FU kotd 20%.
voyoviuﬁa@uof) 3 |Agbtepo emelcdolo: drakonn povo g 5-FU, oe 6Aovg toug

& EmToKOAOLOOVG KOKAOVG.
(\.QQ Tpito eneic6d10: peimon tng d6org tng docetaxel katd 20%.

2@&1&1&&/&8\/- [Mpdto emelc6d10: drakonr povo e 5-FU, oe 6Aovg Toug

voyovitido Badpov 4  [emokdAovO0VG KOKAOLC.
Agbtepo emeloddio: peimon g doong g docetaxel koatd 20%.

Awdppora Babpov 4 &

IMoa 11g mpocappoyéc g 066n¢ ot cisplatin kot otnv S-fluorouracil, PA. Tnv avtictoyn tepiAnyn TV
YOPUKTNPLOTIKAOV TOV TPOIOVTOC.

Y1ic mhotikég peréteg SCCHN g acbeveig, ot omoiotl epeaviloay emmAeyuévn ovdetepomevia
(cvumepAaPOVOUEVOV TOPATETAUEVIC OVOETEPOTEVING, EUTVPETNG OVOETEPOTTEVIG 1 AOTUWENS),
vpye ocvotaon Yo T xpron G-CSF yia v mapoyn Tpo@uAakTikig kdAvyng (T.y. nuépa 6-15) ot
OAoVG TOVG emakOAOVOOVE KHKAOVC.



Ewwéc katnyopieg tAnbvoudv

Aobeveic ue nrotikn ALY

Me Béon pappakokvntikd dedopéva yio ) docetaxel g povobepameion 100 mg/m’, o aobeveic pe
avénon t6c0 otig TG TV Tpavoapvacomv (ALT kavn AST) 1,5 eopég peyaldtepeg and Ta avaTEPQ
ovotoroyika eninedo (ULN) 660 kot 6TI¢ TIHES TNG OAKUATKN G ¢OSOATAONS 2,5 POpEC LEYOADTEPEC OO
0 VOTEPT PUGLOAOYIKG EMimed, 1| TPOTEWOLEVY docooyia g docetaxel eivon 75 mg/m”® (PAéne
Tapaypdeovg 4.4 kot 5.2). Ze acbeveig pe Tipég yorepudpivng oto mAdopo > ULN ko tipég ALT ko
AST 3,5 popéc peyaddtepeg amd To AVATEPO PVCIOAOYIKA EMITESN KO TYUEG TNG OAKAATKNG
POGPATAOTG 6 POPEG UEYOAVTEPEG GO TA. OVATEPA PLGIOAOYIKA ETTimedn, deV UmOpPEL Vo yivel 01')01(101]
v peimon g 60cemg Kot 1) docetaxel dev Tpémetl va yopnyeitat, EKTOG GV Elval ATOAVTOG
EVOEIKVVOLEVO. 04‘\

e ovvdvaopo e cisplatin kou S-fluorouracil yio ) Oepaneio acbevav e adevokapKivopa c@;ﬁlaxou n
mAoTikr KAMvikn pedétn anéxieloe aobeveic pe ALT wovn AST > 1,5 x ULN oe GDVSD 0 [e
oAkaAkn eoceatdon > 2,5 x ULN, kot yolepvBpivn > 1 x ULN. INa awtodg toug o &vslg, dev pmopet
va ovotn el peimon g 0omg kou Sev Oa mpémet va xpnowomomdei n docetaxel exddE edv evdeikvotat
avoTNP®S. Agv LILAPYOLV GTotEl Yol 0cOEVELS [le NTATIKY dSVGAELTOLPYiaL 1)7:0 @}nyn ne docetaxel og
oLVOLOCUO OTIG AAAEG eVOEiels. q}

Houdiazpikoc tAinBovouog zofu
H acpdiela ko 1 omoteleopatikotnta tov Taxespira 6To pwocpapp&wé KOPKIvVOUO 68 Toudid nAKiog
amd 1 unvoc £oc kKAt TV 18 eTdv dev £l akOUN TEKUN plmGSiOQ

Agv vmépyet oxetikn xpnon tov Taxespira otov TEOU.&OL‘Ele%Q&eUGHO v v €vOEiEn Tov Kapkivov
TOVL LOOTOV, TOV U1 LKPOKLTTOUPIKOD KOPKIVOL TOV TTVE 0L, TOL KOPKIVOL TOL TPOCTATT), TOL
YOOTPIKOV KOPKIVALATOG KoL TOV KOPKIVOL KEQOUANG bh'rpaxnkou, eEapovEVOL TOV AYdTEPO
SL0(POPOTOINEVOD PVOPOPVYYLKOD Kapmvcbuaroq(u ov II won 1.

Hlkiouévor (\0
Me Béon pia QopUOKOKIVNTIKY 0VOAVGT 0P TPOYLOTOTOWONKE, SEV TPOKVITEL 1) AVAYKT) ELOIKAOV
001 YL®V Y10, TN XPNOT| GE NAIKI® uévov%\

d0oon|g tng capecitabine oto 75%)(PAEmE TNV TEPIANYT TOV YOPAKTNPIOTIKOV TOV TPOIOVTOG TOL
avVaQEPETOL GTNV capecitabing).
0‘\

Katd tov cuvdvooud pe capecita?[ig, o¢e aobevelg 60 TV KAl AVO, GUVIGTATOL UEIOT TNG APYIKNG

Tpdmog )(ODTWTIGT]C
Mo odnylec cxsn &mv TPOETOLLOGIO KO YOPTYNOT| TOV PUPUAKEVTIKOV TPOIOVTOG, PA. TOPAyPOPO

6.6.
\
0’\

4.3 AV&@%&@&Q

Yng@%csenma oTN OPAGTIKY VG 1} G€ KATO10 and Ta £KS0Y0 TOL AVUPEPOVTL TNV TAPAYPOPO

6.8

AocBeveic pe apyikd apdpd ovdetepopirov < 1.500 kottopa/mm’.

Acbeveic ue coPapn nrotikn averdapkela (PAEne mapoaypaeovg 4.2 kot 4.4).

Emiong 1oydouvv ot avtevdei&elg tov GAA®V QUPUOKEVTIKOV TPOIOVI®Y, OTAV oTH cLVIVALoVTaL UE
docetaxel.

4.4 E10wkéc mpoE1doTo|oELg Kol TPOPUAGEELS KOTA T Yprion

€ KOPKIVo TOL HOGTOD KO GE [T MKPOKLTTOPIKO KAUPKIVO TOL TVEDLOVA 1] TPOKOATOPKTIKY

(QOPUOKEVTIKN Qy®YN 1| OTOl0L GUVIGTATOL GTNV OO TOL GTOUATOG XOPYNOT KOPTIKOGTEPOEWMV, OTWS
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16 mg dexamethasone nuepnoing (dnA. 8 mg BID), ywo 3 nuépeg apyilovrag 1 nuépa mpv amd
yopnynon ¢ docetaxel, eKTOC av aVTO OVTEVIEIKVLTAL, SVVOTOL VO TEPLOPIGEL TIV KATAKPATI G VYPDV
Kot Tn coPopdmra avThg, Kabmg emiong Kat T GoPapdTNTa TOV AVTIOPACE®DY VITEPEVUIGONGlC. X€
KOPKIVO TOL TPOGTATN 1 TPOKOTOPKTIKY QAPUOKELTIKN aymyn givar 8 mg de€apuebaldvng amod tov
oTOUATOG, 12 Mpeg, 3 dpec kat 1 dpa mpv arnd v Eyyvon docetaxel (BAéne mapdypapo 4.2).

Awatoloyio
H ovdetepomevia etvar n o cuyvn avemBountn evépyeta g docetaxel. O aplBpoc TV 0VIETEPOPIA®V

TEPTEL OTIC KATAOTEPES TWES (Vadip) KoTd LEGOV Opo TNV ERdoun NUEP LETA TN XOPTYNOT TNG
docetaxel, 6pwc avTO TO d1doTnua puropel va etvat LukpdTEPO 68 000EVEIS 0TOVG 0OioVG £XEL TPOM YN OEl
EVTOTIKY OepamenTikn aymyn. e 6Aovg Tovg acbeveig mov Aappdvouv docetaxel mpémet va deEdyetan
oLYVA TANPNG alpatoroyikog Eeyyoc. H docetaxel Ba mpémel va emavayoprnysitar otovg acbeveig atav
0 0pBLOG TV OVIETEPOPILMY ETOVELDEL € éval eminedo > 1.500/mm’ (BAéne mapdypago 4.2). O\\\

N

Ye mepintoon cofophg ovdetepomeviag (< 500 ovdetepdpiha/mm’ yio enté M nsptccérsps@iiépsg)
Kotd v nopeia piag Oepaneiog pe docetaxel, cuviotdron peioon g 3060A0ying Y10 TQUSENOUEVOLG
KUK ovg Bepameiog 1 1 ypNON KATAAANANG CUUTTOUATIKAG AYOYNG YL TNV avuusr(in‘ﬁ@q g (PAéme
Tapdypoo 4.2). 2\

&

Ze aoBeveic vid ayoyn pe docetaxel oe cuvdvaoud pe cisplatin ko 5-fluorougacil (TCF), epnvpetn
OVOETEPOTEVIO, KOl OVOETEPOTEVIKT] AOTUMEN TOPOVLGLAGTNKE GE YOUNAO Q@? T0G00TH OtV o1 acbeveic
Adppavay Tpoinmrikd G-CSF. AcbBeveic vd aywyn pue TCF Oa mpéne @ aUPAvVoOLY TPOANTTIKG,
G-CSF mpokelptévon va LETPLOoTEL 0 KIVOUVOC EMTAEYLEVIG OVOET oG (epumbpetn ovdetepomevia,
TOPUTETOUEVT] OVOETEPOTEVIN 1) OVOETEPOTTEVIKT AOTU®EN). AGG.CCSQQ mov AapPavovy TCF Oa mpémer va
mapoakolovdovvtal oteva (BA. Tapaypdpovg 4.2 kot 4.8). O&

e aobeveic vo aymyn ue docetaxel € GuVILAGUO e @ubicin kot kukAoewoeouion (TAC),
EUTVPETT) OVOETEPOTEVIN 1)/KOL OVIETEPOTEVIKT AOiLL TOPOVGIACTNKAV G YUUNAOTEPA TOGOCTA
otav ot acbeveic AduPovay TpmToyEV) TPOEVHA it G-CSF. To EVOEYOUEVO YOPNYNOTG TPOTOYEVODC
npoOAaéng pe G-CSF Oa mpémet va eEetaleton ©F acOeveic mov Aappavovy copminpopatikr Oepomsio
e TAC Y10 TOV KopKivo Tov pooToD TPOKEYEYOD VoL LETPLACTEL 0 KivEuVog ETmAEYéEVG
ovdetepomeviag (eumdpeTn ouSsrsponswi(@\kaparswuévn oVdeTEPOTEVID. 1] OVOETEPOTEVIKT AoTmEN).
Aocbeveig mov Aappdavouv TAC Ba ng&@t va Tapakoiovfodvtor otevd (BA. mapaypdpovg 4.2 kot 4.8).
O

Tactpeviepikéc avidpaoels

<O
ZUVIGTATOL TPOGOYN O ad@%sig Ue ovdeTePOTEVia, 1010iTEPA GE KIVOVLVO EUPAVIONC YOOCTPEVTEPIKDV
EMTAOK®V. AV KoL 1| TASOYNGI0 TOV TEPITTOCEMY EUPOVIcONKE KOTA TN SIUPKELN TOL TPDTOV 1 TOL
devTEPOV KUKAOL 989@@@ UE oYNUa TOV TEPIEXEL d0GETAEEAN, 1 EviepokoAiTIdON Ba pTopohoe va
avartuyOel ava %@t oTiyun kot O propovoe va odnynoet o 0avoTo 101 amd TV TPOTN NUEPO TOV
TapoLo1ioTNKENOL acbeveic Oa mpémel va Tapakolovbodvtal GTEVA Y10 TPOUYES EKONADGEIC GOPOPNC
yampgws%@q to&dmrag (BA. Topdypago 4.2, 4.4 Ayuatoroyio kot 4.8).

&

AvTISpdeEic VepevaisOnciog

0O @gvsig 0o Tpémel va TapakoiovBodvtatl 6TEVE Yo TNV TOOVOTNTA ELPAVIONS OVTIOPACEDY
Ulgsvmcenoiag WUTEPMG KATA TN SLAPKELN TNG TPAOTNG Kot TG de0TEPNC £YYVONG. AVTIOPACELG
vrepevarcOnoiog propet va mapoatnpnovv péoa og Alya Aemtd amd v Evapén g YOpyNong e
dooetaléln, ovvenmg Oa mpénet va eival Saféoyo To amapaitnTo LEGA Y10 TV OVTLETMION
VIOTAGNC Kot PPOYYOCTUGUOV. TNV TEPIATMON ELPAVIONS avTIOPAcE®DY VITEpevatctnciog, To fmia
CUUTTOUOTO, OTOG EEAYN 1) EVIOTIGUEVEG OEPUATIKES OVTIOPACELS, OEV AMALTOVV SLUKOTN TNG
Oepaneioc. Qo1600, coPapic avidpdoelc OT®MS coPapn VITOTUGT, fPOYXOCTAGIOG | YEVIKEVUEVO
e€avOno/epuin O, amoITovY GUEST] SIOKOTN TNE XOPNYNONG TNG O0GETOEEATKOL KOTAAANAN
Oepamevtikn ovieT®nion. Acbeveic mov Exovv mapovoidcel cofapés avtdpacelg vaepevalctnciog
dev Oa mpénet vo, vToPAnBovV Eava oe aywyn e doceTa&éAn. Acbeveig ol omoiot Exovv eppavicet
TPOTYOLUEVAG OvTiOpaoT vepevacnciog oty makAttalédn umopel va dlaTpéyovv Kivouvo
avamtuéng avtidpaonc vepevacnciog otn 006ETOEEAT, CUUTEPIAAUPAVOUEVIC TG AVTIOPOOTG
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vrepevatctnciog Papvtepng popenc. Avtoi ol acBeveic o mpémel va mapakorovbodvtal 6TEVE KOTA
v évapén g Bepomeiog pe dooetaérn.

Agppoatikéc avtidpdoeig

Mopatnpndnke eviomiopévo depuatikod ephlonua TOV AKPOV (TOAAUES TOV YEPIDOV KL TEALOTO TOV
Too1OV) UE oidnua akoAovdovpevo omd amorémion. Avoaeépinkay coPapd cVUTTOUATO, OTTMG
eEavOnpata axolovBobpeva and AmToAETION, TA OTTOi0 0ONYNOAV O TPOSMOPIVI 1| LOVIUT SLOKOTY| TNG
aywoyng pe docetaxel (BAéne mapdypago 4.2).

Koatakpdnon vypov
Acbeveig pe cofapn KoTakpATNon VYPOV OTMG LIECWKOTIKT CLAAOYN (TAgLPITIKO e&idpmua 1
Sudpopa), Tepikapdiakr cuAroyn (e€idpmpa 1 duidpopa) Kot aokitn Oa Tpénel va Tapakolovbovvral

OTEVA. \04‘\
N

Awtapay£ TOV AVATVEVGTIKOD o)
Zovdpopo ofeiag avomvevotikng Suoyépetag, diipecn mvevpovio/tvevpovitido, didpes )
TVELUOVOTAOELD, TVEVLOVIKY] VMO KOl 0VOTVEVGTIKT OVETAPKELL £XOVV owa(pspﬁaix\&v Lmopet va
oyetiCovton pe Bavatneopo ékPacm. [epiotatikd Tvevpovitidoag and axtivofoiia éQovv avapepbel o
acBeveic mov Aapfavovy tavtdypova aktivodepameio. ) AS

AN

Edv avartoyBovv véa 1 emdetvbodv Ta TVELHOVIKA CUUTTMUOTA, O aoPeveic Oa Tpémel va
TAPUKOAOVOOVVTAL GTEVE, VO SIEPELVMVTAL AUEGH KO VO, owrmsrmni@oml katdAAnia. H diaxonn tng
aywyng pe docetaxel cuotTveTan puéypt va eivart Stabéoun n Sldwm%' YKOPT] (P10 VTOGTPIKTIK®OV
pétpmv ppovtidag pmopei va fondnocet ot fertioon g KOL‘E(SLG‘E(Q ¢. To 6@ehog NG eEmAVAAYNG TNG
Oepaneiog pe docetaxel Oa wpémel va e€etdleTon TPOGEKTIKA. &O

AocBeveic e nmatikn duciettovpyia “s}
Ye ao0eveic mov Tovg &xovv yopnynei 100 mg/m* do dtaxel ¢ povobepameio Kot £X0VV TULEG
tpovoapvac®v (ALT kavn AST) 1,5 @opég pey PEC OO TO, AVMTEPO, PLGLOAOYIK( ETITEDD KO
TAVTOYPOVAOG ELPAVIOVV TYEG AAKOAKNG GOOPHTAOTS 2,5 POPES LEYOADTEPES Ol TO AVAOTEPT
ovoloroyika enineda (ULN), vapyet U\an()(sgog Kivduvog eppdviong coPapdv avemfountov
gvepyelmv ommg Odvatol Loywm to&ikdtnt VUTEPIAAUPUVOUEVIG CTYOILUING KO YOO TPEVTEPIKNG
apoppayiog mov pmopei va eivon BavaTRPOpa, epmdpeTNg 0LdETEPOTEVIaAG, AobEewv, Opopfonevio,
otopatitidag kot eEacévionc. Zuvafg, 1 Tpotewvopevn docoloyia tng docetaxel oe acleveic pe
vynAég Tég otic e€etdoelc mov deElyovtat yia tov EAeyyo g nrotikng Asttovpyioag (LFTs) givar 75
mg/m’” Kat avTég ot eEETAGELS {\ s) mpémel va, dte&ayovtar oty apyn g Oepomeiog Kot Tpv TV
évapén kdbe kdxlov (Bkénstapdypacpo 4.2).

AN
e aoBeveic pe vynié ?Lég yorepvOpivne oto mAdopa ko Tuég ALT ko AST 3,5 gopéc
UEYOADTEPEC anfgg MOTEPA PLGIOAOYIKE ETITES KOl Ol OTTOI0L TAVTOYPOVAOS EUPAVILOVV TIHEG

OAKOAIKNG OO onG 6 POPEC PEYOADTEPES O TO AVATEPU PUCIOAOYIKA EMITES, OEV UTOPEL VO
yivel 606TOG yio ueimon g 66cemg ko 1 docetaxel dev Oa mpémet va, yopnyeital, KTOg edv givat
UTOAVT® TKVOOUEVO.

PN cb@&cu{) ue cisplatin ko 5-fluorouracil yio tn Ogpomeio 0oOevdY e AOEVOKAPKIVOLO GTOUMYOV, 1|
m@mcﬁ KAvikn perétn anéxkhetoe aobeveig pe ALT kaun AST > 1,5 x ULN o€ cuvdvacuo pe
oAkaAikn pooeatdon > 2,5 x ULN, kot yolepvOpivn > 1 x ULN. I'a avtodg toug acbeveig, dev pumopet
va cvotn el peimwon tng 600G kot dev Ba Tpémet va ypnoionon el To docetaxel extog edv evdeicvotan
avoeTnP®c. Agv vtapyovv drabéciua dedopéva yio aobeveig pe nrotikr PAGPN Tov ElaPav Oepameia
docetaxel oe cuvdLAoUO OTIG AALEG eVOEIEELS.

AcbBeveic Le veppikn ducAettovpyia
Agv vtapyovv drabéciua dedopéva Yo aobeveig e cofapn datapayr TG VEEPIKNG AELTOVPYiaG oL
é\oPav Bepaneio docetaxel.

Nevpikod cvotnua
H avantoén cofapng mepipepikng vevpotoSikotntag anattel peimon g d6ong (PAére mapdypao 4.2).
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Kapdroto&ikdm o

Koapdioxn averdpreia £yl mapatnpndei oe acbeveig mov Aapfdavovv docetaxel oe cuvovacuod e
trastuzumab, 151aitepa petd amd ynueobepaneio pe avOpaxvichivn (doxorubicin 1 epirubicin). Avth
umopel va givar pétpila £mg coPapn Kot Exel oxetiotel pe Odvato (PBA. mapdypago 4.8).

Orav o1 acOeveic sivat vmoyneiot yio. Ogpaneia e docetaxel o cuvdvaoud e trastuzumab o Tpénetl va
vroPdAilovtal o€ apykn a&loldynon g kapdwdc. H kapdiakr Asttovpyio Oa wpémel va
mapoakolovdeitan Tepattép® Katd TN diapkela g Oepameiog (w.y. Kabe Tpelg UNVEG), TPOKEWEVOL VO,
BonOBnoet oty avayvopion Tev acevodv Tov avarTHecovy Kapdlokn dvchertovpyia. o mepiocoTepeg
AemTopépeleg, avaTpEETE OTNY TEPIANYT TOV YUPOKTIPIOTIKOV TOL TPOIOVTOG TOL OVAPEPETOL GTNV
trastuzumab. 9

"Exet avagepbei kothokm appubuio, courepriappovopuévng kotllaxng tayvkopdiog (eviote \0
Bavatneopog) oe acbeveic mov Erafav doceTaléin og cuvdvacuo pe GAla oyfipata Tov &
nepthappavouv doEopovfikivn, S-pBoproovpakiin Ko/ KukAopm®oeauion (BA. napdwpséo 4.8).
ZUVIGTATOL 1] KOPOLOAOYIKT EKTIUNGOT KATA TNV Evapén TS oy@yns. <\\‘\‘u

\Y

OpBolukég datapayég O
Kvoteogdég oidnpa g wypds kniidag (Cystoid macular oedema, CMO) €y Qéva(papesi o€ aobevelg
mov AapBavovy docetaxel. Acbeveig pe ennpeacuévn opacn o npénet vo uroPAnbovy oe dueon kot
AN PN 09pBuAporoyikn eE€tao. X epinTtmon mov dwyvwotei CMO, 1{@‘%)71’1 ue docetaxel Oo Tpémet
va dwokomel Ko va Eekiviogl | KatdAAnAn Bepomeio (BA. napdypasp&@).

N\

AMAEC TPOEIOOTOU)OELS OQ
[pénel va AapPavovtol uETpa avTicOAANYNC KOTO TN 81dp1<81®‘%g Oepamneiog 1060 0md TOVg Avdpeg OG0
Kol o7td TIG YOVOIKEG KO Y10 TOVG AVOPEG TOLAAYIGTOV Y106 WINVES LETA TN dtakomn e Oepameiog (PA.
Tapaypapo 4.6). NA

©

H tavtoypovn ypnon docetaxel pe 1oyvpoig avpe@%’)»sig tov CYP3A4 (n.y., ketokovaloAn,
rtpaxovaloAn, kKhapOpopvkivn, wovapipn, v &Co&évn, vehowvafipn, prtovapipn, cakovivapipn,
teABpopvkivn, kKot Bopucovaloin) Ba npén\e)t amopevyetal (BA. mopdypapo 4.5).

‘\O

O
Emnpoobeteg mpopuAdels og npoq\fn\ypﬁcn 0€ GUUTANPOUOTIKY Bepaneio KapKivoy ToV PHOGTOY

O
Eminenieyuévn ovdetepornevia '\O
Xe aoBeveig ol onole mop ‘éldgouv EMMETAEYLLEVT] OVLOETEPOTEVID, (TAPATETAUEVT) OVOETEPOTEVIQ,
EUTHPETN OVOETEPOTEV] olpuwén) Oa mpénetl va AneOei vdyn 1 yprion G-CSF kot 1 peimon g
doong (PA. Tapaypa@d4.2).
0

L aawevrepméc«z#zépdaslc
SOUTTOUOTHLOTOC TPMILO KOIMOKO GAYOC Kot gvotcOncia, Tupetdc, diappola e 1| opic
OUSS’CS&&@ o uwopel va etval Tpdueg ekdNAMGEIS GoPupNc TOEIKOTNTAS OO TO YUSTPEVIEPIKO Kol

TPEMEWK EKTYLMDVTOL KO VO OVTILETOTIOVTOL AUETO.

2oupopntiky kapdoioxn overopkela (2KA)

Ot aoBevelg mpémel va mapaKoAovdovuVTal Y10 GUUTTMUOTO CLUPOPTTIKNG KAPIIOKNG OVETAPKELNS KOTA
T Sudpietla tng Oepameiog Kabmg Kot KoTd TNV TEPiodo mapakorovdnonc. Xe acheveic mov
avtyetoniCovro pe to oxynuo TAC yuo kopkivo Tov pootod pe Betikong Aeppadéves, o kivouvog ZKA
€xet deryBel 0TL etvar VYNAOTEPOG KATA TN SLAPKELN TOV TPMTOL £TOVG UETA TNV aywyn (PA.
Tapoypaeovg 4.8 kat 5.1).

Agvyouuio
Xe aoBeveic mov AapPdvovv docetaxel, doxorubicin kot kukhopwoeapidn (TAC), o kivévvog
EUPAVIONG OYIUNG LVEAOSVOTAAGTOG 1) LLEAOYEVODG AELYOUING OTTOLTEL QUOTOAOYIKT) TTOPOKOAOVON o).
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Aobeveic ue Asupadévec 4+

Enedn 1o 6¢pglog mov mapatnpnnke o aobeveig pe 4+ Aep@odEVES OV NTOV GTOUTIGTIKG GTLOVTIKO
oV eAedBepn vooou emPicnon (DFS) kot otn cvvoiky enifimon (OS), n Oetikn oyéon
opélovc/kvdvvou 1o, to TAC oe acBeveic e Aeppadévec 4+ dev katadeiydnke TANPOG TNV TEAKN
avdivon (BA. Tapdypago 5.1).

Hhlrxiouévo, atoua
Yrdpyovv nepropiopéva dabéoipa ototyeio avapopika pe tn xprion g docetaxel oe cuvovacouo e
doxorubicin kot kukAOP@oEAidN oe acbeveic nAkiag peyodvtepng tov 70 eTmv.

e uo, LEAET Yo KapKivo Tov Tpootdtn, omd Toug 333 acbeveic otovg omoiovg yopnyeito docetaxel
Kké0e 3 gfdopddec, o1 209 acbeveic rav nhikiag 65 eT@V N Ko peyolvtepot kot ot 68 acbeveis Aoy,
nAiag peyolutepnc tov 75 etmv. Xtovg acbeveic 6tovg onoiovg yopnyeito n docetaxel kdbe 3 O
gfdouddec, N enintoon aAloiwong TV vuyudv Tov oyetiletol pe ) Oepaneio eppaviotnke 6€ 1Y606TO
> 10% tov acbevdv Tov NTav NAKIag 65 £TMOV 1| KOl LEYOAVTEPOL EVAVTL TOV VEOTEPOV OC v. H
EMIMT®ON TVPETOV, dAPpoLoG, avope&iog Kot TEPLPEPTKOV OONUOATOG TOV GYETILETAL e epameio
gupaviotnke og 10600to > 10% TV 060evdv Tov NTaV NAKiag 75 TdV 1 Kol uayal,@ia 01 £VOvTL
gKelvaV TOL NTOV NAKIOC WIKPOTEPTG TV 65 ETDV.

Meta&d tov 300 (221 acBeveig amod ) perén edaong I kot 79 acbeveig an(}b&} peAétn eaong 1)
acBevav vid aymyn pe docetaxel oe cuvdvacpo pe cisplatin ko S-fluoroudacil otn pelé yia tov
KapKivo Tov oToudyoL, 74 Tay 65 TV N pueyaivtepot kot 4 acbevel 75 etddyv N peyarvtepor. H
eMnTOON TV 60PaAPOV OVEMOOUNTOV EVEPYELDY NTAV HEYOADTEPT) govs nAkiopévovug acbeveig oe
oLYKPLON UE TOVG veoTepove. H entintwon tov mopakdto averBogynioy evepyeidv (0Aot ot Babduotl):
AMBapyoc, oTouatitidn, oVdETEPOTEVIKN AoinmEn TapovcidotRKe’ce mTocoatd > 10%, vynidtepa o
aoBeveig nhkiag 65 eTdv 1 HEYAADTEPOLG GE GUYKPLOT LE €povg aobevels.

Hlopévor aoBeveic vid aymyn pe TCF 6o mpémel va Jﬁxowoﬁth oTEVA.

0{-

"Exdoyo ‘Oc‘-}
20mg/ 1 ml: S

AVTO TO QUPUOKEVTIKO TPOTOV TTEPLEYEL 50?@%). a1favoin dvudpn (owvomvevpa), dnAaadn £oc kot 395
mg a1favorn avodpn avd eroiidio Tov 6\91 Av10 givar iloodvvapo pe 10 ml umopog 1 4 ml kpaoiov.

80mg/ 4 ml: O
AT TO POPUAKEVTIKO TPOIOV, @%éxa 50% x.6. 018avodn dvoudpn (owvomvevua), Snaadn g Kot 1580
mg aBavorn avudpn avd praAidio Tov 4 ml. Avto givar 1woddvapo pe 40 ml urvpag M 17 ml kpaciov.

AN
120mg/ 6 ml: QO
AvT0 T0 QOpPUHOKEY t'lg‘ poiov mepiéyetl 50% Kk.6. aBovorn dvudpn (owomvevpa), dSnAadn £wg kon 2370
mg olBavOoAn d}{x\;@én ava eloAidlo Tov 6 ml. Avtd givatl 16odvvapo pe 60 ml urdpoc M 25 ml kpaciov.

PHOKEVTIKO TPOioV eptéyel 50% k.0. abBavorn avodpn (otvomvevpa), dniadn g Kot 2765
OAN dvudpm ovd elaAidto tov 7 ml. Avtd eivar 1odvvapo pe 70 ml pndpag 1 29 ml kpaciov.

160mg/ 8 ml:
AvT0 T0 POPHOKELTIKO TPOTOV mepiéyel 50% k.0. aBavoln avudpn (owvomvevpa), Sniadn £og ko 3160
mg ofavoAn avodpn ava eloiidlo Tov 8 ml. Avto gival icodvvapo pe 80 ml urvpoc ) 33 ml kpaciov.

Blofepod yia exeiva ta dToua wov mdoyovy omd aAKooAIoUO.

[pémer va AapPavetor vidyn ce eykbovg kot OnAdlovoeg yovaikeg, Toidid Kot opddeg VYNAoD
Kvduvou 0mwmg givat ot acOeveig pe nratiky voco 1 emAnyia.

O mpénet vo, Aapfavovtal Vo TBOVEG ETOPACELS GTO KEVTIPIKO VELPIKO GUGTNUA.
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4.5 Aliemopacers pe Grho QUPRIKEVTIKA TPOIOVTO KOL AALES pOPPES aAANAemidopaong

H mocotto otvomvebuotog o ovtd TO0 QOPUOKEVTIKO TPoidv Umopel va emnpedost T dpdon GAL®V
QOPUOKEVTIK®Y TPOIOVIWV.

In vitro peléteg &yovv dei&et 6T1 0 petafolopodg tng docetaxel umopel va tpomomondet amd tnv
TAVTOYPOVT] YOPTYNOT OLGIMY Ol OTOIEG EMAYOVV, avacTéEALoLY 1 puetafoAilovral (Kot eTouévmg pumopel
VO TPOKOAEGOVV OVTOYMVIOTIKT AVAGTOAN TOL EVEDIOV) amtd To Kutdypmuo P450-3A onmg
ciclosporine, ketoconazole kot erythromycin. Katd cuvéneio, npémnet vo 6ideton 1d10itepn Tpocoyr| KoTd
N ovyyopnynon g docetaxel pe ta mpoavapepOEVTO PUPLOKEVTIKA TPOTOVTA, SLOTL VTTAPYEL
TOAVOTNTO GNUAVTIKNG QAANAETIOpOIOTG.

2V nepintwomn cuvovacuov te avacstoreic tov CYP3A4, n euedvion averBountov avuSpdc;&&\? 70
v docetaxel pmopet va avénbei, g amotéleoua tov pelwuévov petaforiopod. Eav n tavt
yxpNoM evog 1oyvpov avactoréa tov CYP3A4 (m.y., keTokovaloAn, 1tpakovaloAn, Kkaptﬂp(@%‘kwn,
wowaBipn, vepalodovn, verpwvaPipn, prrovafipn, caxovivafipr, telBpopvkivn, kot peg&ova@ln)
dev umopel va amopevyel, amatteitan 6TeEVN KAVIKN TopokolovOnon Kot pio npocap*{oim ™mg
Socoloyiog g docetaxel pmopei va ivar katdAANAN Kot T S1GpKewa TS Oepameils e Evay 163VPo
avaotoréa Tov CYP3A4 (BA. mapdypopo 4.4). e pio QapUOKOKIVITIKT LEAET @ 7 acBeveic, M
ovyyopnynon docetaxel pe tov 1oyvpd CYP3 A4 avactoréa KSTOKOVOLCOM 0 %Sl o€ [0 OTUOVTIKY
ueimon oy kabapon docetaxel katd 49%. ZO‘U

H oappaxoxvntikn g docetaxel og mapovacio tpedvilovng us?»sr‘r'@-m o€ 000EVEIG [IE LETAOTATIKO

kapkivo Tov Tpootdrn. H docetaxel petaforileton amd to CYP3 ® 1 TpedviLovn gival yvmotd OTL
emdyet o CYP3A4. Aev mapatnprinke otatiotikmg on uowrm& Opacn g mpedvilovne om
eoppoaxokvntikn tng docetaxel. \\

{.

H docetaxel cuvdéetal 1oyxvp®G e TIC TPMTEIVES TOV ﬂu'rcu(xrog (> 95%). Av ko n mBavdmra in vivo
aAinAemiopaong g docetaxel pe TawtoypovEmS Gugeébnyoi)usva QOPUOKEVTIKG TPOTOVTA OEV EYEL
depegvvnBei emionpa, in vitro pehétec oAANAETIORAGNC TG docetaxel e Topdyovteg Tov GLuVOEOVTOL
oyvpd e TIc TpwTEivee, dmwg erythromycingadiphenhydramine, propranolol, propafenone, phenytoin,
salicylate, sulfamethoxazole kot sodium valproate, dev ennpéacoy v TPOTEIVIKN cVVOEST TNG
docetaxel. Emmpocfétmc, | dexamethaspne Sev emnpéace v mpotsivikh ouvdeon g docetaxel. H
docetaxel dev emnpéace Ty TPOTEVIKR GOVESN TG dtytro&ivig.

Ol QopUAKOKIVI TIKEG TNG doce{@ol ¢ doxorubicin Kot TG KUKAOPWGOAUIONG deV EXNpedTTNKOY OO
T1 GLYYOPNYNOT| TOVG. ngtquusvu OESOUEVE, OO W10, U] EAEYYOUEVT] LEAETT VITOOEIKVDOLV ULdL
aAnAemiopacn petaly ocetaxel kot g carboplatin. Katd tov cuvovacud pe docetaxel,
KaBapon g carbop}gg@ Tav kotd 50% mepimov VYNAGTEPT GLYKPIVOLEVT LE TIS TYLES TTOV ElYOV
avagepel Kotd Tl’w obepameia pe carboplatin.

J\_
4.6 F0v1uo®ta, KONoN Ko yohovyia

04:-

Asv g(ovv mAnpoopieg amd ™ xpnon g docetaxel og €ykveg yuvaikes. Xe apovpaiovg Kot
KodwEAMO eavnke 6L 1 docetaxel sivar euBpLoTO&IKT Kat PELOVEL T YOVILOTITO GTOVS APOVPAIOC.
Onwg kot GAAe KOTTOPOTOEIKA EOPUOKEVTIKG TPoTovTa £To1 Ko 1) docetaxel pmopei vo, mpokaAéoet
PAdBec oto EuPpuo otav yopnynbei oe eykdovg. Katd cvvénela, n docetaxel dgv mpémet vo yopnyeitat
oTNV TEPLOd0 TNG EYKLHOCVHVIG EKTOC AV EVOEIKVUTAL GUPOG.

O1 yuvaikeg Tov Bpickovtar o€ nAkio tekvomoinong kat Aapupdvovy docetaxel mpémel va amo@evyovy
va petvouv £yKueg Kal vo e100To100V YKaip®S TOV 1TPd TOVG GE TEPITTMON TOL OV TO GLUPEL.

OnAacpog
H docetaxel eivou pio Aimd@IAn ovoia oAAG dgv eival YVOOTO KATO TOGO AMEKKPIVETOL GTO UNTPLIKO

Yaho. Zovendc, AOYw TG mOavOTNTUG ELGAVIOTG AVETIHOUNT®V EVEPYELDY GTO VEOYVO, 0 ONAacHog
TpEmEL va, dlakomel katd T d1dpKelo TG aymyng ue docetaxel.
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AVTIGOAANYM O€ AVOPES KO YUVOIKEG
[Ipémer va ypnoonoteitor pio amoteleopatikny LEH0S0G AVTIGOAANYNG KOTA TN SIGPKELDL TNG
Oepameiag.

Tovyotnto
e un khvikég peréteg, n docetaxel mopovstdlel Yovoto&kdTnTa Kot UTopel va, ETNPEAGEL TIV OVOPIKN

yovipotnra (BA. mapdypago 5.3). Emouévac, oe avdpeg mov Aapfdvovv docetaxel cuotivetal va pnv
OTOKTHOOVY Todi KOTA T dtdpKela Kot yio 6 pveg petd m Oepameio Kot va cupBovAenTodv oYeTIKd pe
T Sthpnon omépuartog mpwy T Oepameia.

4.7 EmdpAacelg 6Ty IKAvVOTINTA 001Y101G KOl (EIPIGHOV P avi|RdTmv

Agv mporypotonoOnKoy HEAETEG GYETIKG LE TIG EMOPACELS GTNV IKAVOTITO 03N YNONG KO YEY 01)
unxovnuatov. H toodtnta Tov 0tvomvedroTog 6 auTd TO GOPUOKEVTIKO TPOIOV KOt O ava@ﬁ{i unTES
EVEPYELEG TOV PUPUAKOV UTOPEL VaL ETNPEACOVY TV IKOVOTNTA 08TYNONG 1 XEPIOHOD ppyavadv (PAéme
Tapaypaeovg 4.4 kot 4.8). Emopévag ot acbeveic Oo mpémel vo mpogidomolovvTal yi mBavn
EMMTMOOT TNG TOGOTNTOG TOV GAKOOA Kot TIG AVETOOUNTES EVEPYELES AVTOV TOV (pammucob
TPOIOVTOG GTNV KOVOTNTO 031 YNONG 1] EWPICUOD HNYOVIULAT®V, Kot Vol Muﬁow oLUPOVAEC DOTE VO

UMV 001 Y00V Kot va. v XepilovTot unyovinioTe Eav ELPaVIcouV VTS TIG q@s 100N TEG EVEPYELEG
Katd T ddpkel TG Bepameiog. zO‘uA

4.8 AvemOvpunTteg evépyereg 0(4

Hepilnyn 1oV Tpoeil acedielag yio OAeG TIC evOEiEels &OQ
Ot avemBounteg avtdpdoelg mov Bewpndnkav o1t etvat mﬁc@n duvatd vo GLVOEOVTAL [UE T YOPTYNON
¢ docetaxel cuAAEYONKaY OTTo:
e 1.312 kou 121 acBeveig mov Erafoav 100 mg/néﬁm 75 mg/m’ docetaxel og povodepomeia,
avtictolyo.
* 258 acbeveic mov éloPav docetaxel oe oé@uacsuo ue doxorubicin.
* 406 acBeveic mov £rhafav docetaxel cLevvovacuo pe cisplatin.
92 aoBeveic avtipetonictnkoy pe docetaxel oe cuvovooud e TV trastuzumab.
* 255 acbeveic mov EhaPav doce @ o€ Guvovooud Le capecitabine.
* 332 acbeveic mov éhaPav doeltaxel oe cuvdvaoud pe Tpedvilovn 1 TpedviLolovn
(mapovsidlovrat ot KMVl GNHoVTIKEG ovemBounTeg evépyeteg mov oxetilovtot pe v aywyn).
* 1276 acBeveig (744 «otid32 amd v TAX 316 ko tqv GEICAM 9805 avtictoya) mov Elafov
docetaxel oe cuVOLEGHO e doxorubicin kot KUKAOQ®GEAUION (TOPOVSIALOVTOL 01 KAVIKA
ONUOVTIKEC OVE nteg evépyeleg mov oyetiCoviot e TNV aywyn).
* 300 ac@svmg.@ devokapkivoua otopudyov (221 acbeveig and ™ perétn edong I ko 79
acBeveig ™ perétn edong II) wov AdpPavay docetaxel e cuvovacud e cisplatin kot

5- fg@d (eppaviotray KAMvikd onuavtikéc oyetilopeveg e ) Oepameio avemdounteg
<)

evép
o 1 a1 251 acBeveig pe kKapkivo kepaing Kot Tpayniov vwod aywyn pe docetaxel o cuVOVAGHO
cisplatin ko 5-fluorouracil (wapovctdlovTol oL KAVIKMG SNUAVTIKEG AVETIOOUNTEG EVEPYELEG
0'7rov oyetiCovion pe TV aywyn).
Q

AvTég o1 avTidpdoelg meprypapovot epapuolovrag to Kprripa ZvviBovg Touotntog Tov National
Institute of Canada (NCI) (BaOudg 3 = G3, fabuog 3-4 = G3/4, fabuog 4 = G4), v oporoyia
COSTART xo1r MedDRA. Ot ovyvotnreg opifovtar oc: modd cuyvég (> 1/10), ovyvég (= 1/100 éwg <
1/10), oyt ovyvég (> 1/1.000 émg < 1/100), omdvies (= 1/10.000 £mg < 1/1.000), ToAd omdvies (<
1/10.000), un yvootég (dev pumopovv va ektiunBovv pe Baon to dtabécipa dedopéva).

Evto¢ kd0e katnyopiog cuyvotnTog ELPAvIoNC, ol avembiunteg evépyeteg Tapatifevral katd eOivovca
oelpd coPapoTnToC.

O1 1o ovyva avagepopeveg avemiBountec avtdpdoelg g docetaxel povo givar: ovdeteponevia [n

13



omoio NTav avtioTpentn Ko pun abpototikn. O pé€cog ypdvog yio TNV TTMGCT TNV EAAYIGTN TN fTay 7
NUéPEC Kar 1 péon ddpketo TS soPapnc ovdetepomeviag (< 500 ovdetepdpia/mm’) frav 7 Nuépes.],
avapio, aAorekio, vavtia, ELeTog, otopatitida, didppota kal Eacfévnon. H cofapdmta tov
avemBountov evepyeidv ¢ docetaxel umopei va avénbei 6tav 1 docetaxel yopnyeital o cuvovAGUO
pe dAhovg ynuelofepamevTiicoV TapPAYOVTES.

I"a 1o cuvdvacud pe v trastuzumab wapovcidlovrol ot avemilBounteg evépyeteg (6Aol ot Pabuot) mov
avapépinkav o€ m1060oto > 10%. Iapatnpnnke avénuévo Tocootd coPapmv avembountwy
evepyemv (40% évavtt 31%) ko avemBounteg evépyeteg Pabuov 4 (34% évavtt 23%) 610 oKELOG TOL
GLVOLOCUOY (g TNV trastuzumab cuykpvouevo pe v docetaxel wg povobepomeio.

I"a 1o ocvuvdvacuod pe capecitabine, TOPOLSIALOVTOL OL GLYVOTEPESG AVETBVUNTESG EVEPYELEG TOV ¢

oyetiovton pe v aywyn (= 5%) kot avaeépdnkav oe pio perét edaong I oe acOeveic pe Kap6
LOoTOV GTIC 0Toieg glye amotuyel | Oepameia pe avOpakvkAivn (PAére Ty mepiinym tov

YOPOUKTNPLOTIKMY TOV TPOTOVTOG TOV OVOQEPETAL GTNV capecitabine). o)
OA
r 4 r 4 r 1
Ot mapakdTo avemBounTes evépyeles Tapatnpovvtat cuyva e docetaxel: 3
Alotapoy£c TOV AVOGOTOUTIKOD GUGTIUOTOS @

AvTI0pacelg vepevalcinciog £xovy YEVIKA ELPAVICTEL Alyo AETTA HETA TNV é\ﬁpéﬂ ™G €yYVoNG g
docetaxel evid cuvnBmg NTov Nrieg émg pétpieg. Ta cuyvotepa ovagepfiysly coumtdpoto sivol £Eaym,
eEavinua pe N yopic kvnopd, ceifipo oto otfog, ocpuodyia, Sﬁcmo@\éf(at opetog N piyn. Ot
cOPupPEC AVTIOPACELS YOPUKTNPIGTIKAY OO VTOTAUCT] KA/ Bpoqu%&cuo N YEVIKEVUEVO
eEavOnuo/epuinua (PAére mapdypogo 4.4). OQ\

, o S
Awrtapay£c TV VELPIKOD GUGTIUOTOS }O
H epgdvion cofapnc mepipepikng veupoto&ikdTnTag om(\xs{m erdtToon g 66omg (PA. Tapaypapovg
4.2 xo14.4). Hra £oc pétpia vevpooroOntikd on ug'a‘h'ol) yopoaktnpilovral omd Tapaictneio,
dvoarstnoia 1 dAhyog copmeptlapfavoprévov alcHRMBToc Kavoov. NELPOKIVITIKA (POIVOLEVO, TTOV
yopaktnpilovral kuping omd advvopia. o

Awtapay£c ToL EPUATOG KO TOV VOSGOPON 15TOV

AVAGTPEYIIES SEPUATIKES OVTIOPACEIS REPATNPNONKAY KOl YOPAKTNPIGTIKOV YEVIKA (OC NEG N
HETPLEG. AVTISPAGELC XOPAKTNPLOUENES amd eEGVONO GTO 0Oi0 GUUTEPIAOPEVOVTOL EVIOTIGHEVA.
eEavOnpota Kupimg ota TOdL KAOTO! xépua (ovumeptiapfavopevon Gofapod GUVIPOLOL GTa XEPLOL
Kol ota TOO), OTMG EMIoNG K;{()sroug Bpayloveg, To TPOGHOTO 1| TO BDOPAKO KO CLYVE GLVOOEVOVTOL
and kvnopd. Ievikd to eEqvlnata epeaviCovron eviog pag efdopadas and v £yyvon docetaxel.
Aryotepo GuyvVa avopépntdy coPopd copmTdOuRAT, OTOS EE0VOAIATA 0KOLOVOOVIEVO OO
QTOAETLON, T OTTO10 Mg 0dNYNoOV GE TPOCWPIVI 1| LOVIUT dlakonr Tng aymyng pe docetaxel
(BAéme mapaypdopong 4.2 kai 4.4). XoPapég dratapayéc oto voylo mov yopoktnpilovtat amd vadypoon 1
VIEPYPWON K(XK &uévsg (QOPEC OO AAYOC Kol OVUYOALGT).

Tevicég Sy oayéc K01 KOTOGTAGELS TNG 000V Y0P yNong

Ot avty €1G NG B€omg Eyyvonc NTav yevikd Nieg Kol GVUTEPLELOPOAY VITEPYPOOT|, PAEYLOVT],
apvﬂegnw N ENpotnta Tov dépuatog, PAePitida N e€ayyeimon ko pAefikn eEoidnon.

"Ef&l avapepBel KoTakpdTon vypdv cuUTEPAAUBOVOLEVOY GUUPAUATOV OTMS TEPLPEPIKO OidN 0L Kart
AyOTEPO CLYVA VITECOKOTIKT GLAAOYT, TEPIKOPILOKT GLAAOYT, ooKitng Kot avénon Papove. To
TEPLPEPIKO 0idMuo cuvNOmg apyilel amd To KaT® drkpa kot uropei va yevikevOet pali pe avénon Papouvg
3 xilov N Topandve. H Katakpdtnon vypdv givol afpolotikiy 66OV apopd Tr cuyvOTNTo Kot TN
cofapotnta (BAéne mapdypago 4.4).

14



Kotdloyoc oe popon mivako TV ovemfountov ovidpioemy 6ToV KapKivoy ToV LoGTOD Y10 TO

Taxespira 100 mg/m* @wc povobepomeio

mvevpoviog, Bovatneopeg
oto 1,7% tov

Kotnyopieg opyovikaov [[ToAd cvyvég 2oyvéc avem@opunteg Oy ovyvég
CUOTNULATOV KUTA avemlounteg UVTIOPACELS avem@ounrteg
MedDRA UVTIOPAGELS avTIOpacELS
AoudEELS Kot Aowudéeg (G3/4: 5,7%, |Aoiuwén oyetilduevn e
TOPOCITOCELS cuoumeptiopupavouévne  |G4 ovdeteponevio (G3/4:

g onyopiog ko g |4,6%)

AL0Tapoy£C TOL VELPIKOV
GUGTNLOTOG

[eprpeptkn arcOnTiKn
vevportadeia (G3: 4,1%),
[leprpepikn Kivniky
vevpomdeia (G3/4: 4‘@:
Avcyevoia (coBapn:Cy

)

MEPIMTMOCEWDV) ‘ @
AloTopayE Tov Ovdeteponevia (G4: Opoppomevia \O V
OLLLLOTTOM TIKOV KoL Tov  (76,4%), (G4: 0,2%) O(U
Aeppucol cvotrotog  |Avaupia (G3/4: 8,9%), QN

Eumopetn ‘cuo

ovdeTEPOTTEVIDL ,(\\\
AloTopayEc Tov Y repevaioOnoia (G3/4: @
0lVOGOTOLNTIKOV 5,3%) Q\A
GUGTNLOTOG 3\

Ay
Awotapoyéc Tov Avope&ia (’,U
UETAPOAMGLOD KOl TG ‘\0'
Bpéyng QOQ
ot

s

Avdppora (G3/4: 4%),
Navtia (G3/4: 4%),
Epetog (G3/4: 3%)

0,2%), Kotlaxo aiyoc
(cofapo: 1%),
Alpoppayio

YOG TPEVIEPIKOD COANVA
(coPapn: 0,3%)

0,07%) RS

Kopdrakég drotapoyég . O\) AppuOuia (G3/4: 0,7%) |[Kapdiokn avemdpkeio
P
r 14 \
AYYELOKEG OLOTOPOLYES (o) V6o,
00 /4
«§ Ynéptaon,

o\ Awoppayio
Atatapayec Tov é;kf)cmvowt (coPopn:2,7%)
OLVOTTVELGTLKOV ’%Q
GLGTNLOTOG, TOV Beypiika
Kol ToV pecob 00
AroTopay€c t@g >topartitido (G3/4: , . [Owopayitida (coPapn:
VOOTPEY ol 5,3%), Avckoiiotnto (coPopn: 0,4%)

AL0TOPOYEG TOV SEPIOTOC
K0l TOV VTOJOPIOV 1GTOV

Alomekio, AepUaTIKES
avtidpdoetg (G3/4:
5,9%), AwTapayés Tov
ovOywv (coPapés: 2,6%)
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Katnyopies opyovikav [Ilord cuyvég Yoyvég avemBounteg Oy ovyvég

CUOTNULATOV KUTA avemlounteg UVTIOPACELS avem@ounrteg
MedDRA UVTIOPAGELS avTIOpacELS
AtoTapoyéc Tov Movuodyia (coPapn: 1,4%)[ApBpadyia

LVOGKEAETIKOD

GUOTNLOTOG KOl TOV
GLVOETIKOD 16TOD

levikég Sratapoayég Kot AvTI0pacelg g 6éomng
Kataotdoelg tng odov  [Katakpatnon vypav Eyyvongs, Owpakikd
Xopfiynong (coPapty: 6,5%), GLyoc mov Sev oyetileton
E&ac0évnon (coPapn:  |ue v kopdid (cofapod: D
11,2%), Adyoc 0,4%) 0~\~
e .\
TopaxAvikég eEetdoelg G3/4 AvEnon g (o)

nolepuBpivng aipatog (< }
5%), G3/4 AvEnon g \\c"’
OAKOAIKN G POOPATACNG \'<\
aipatog (< 4%), G3/4 [ \O
AbEnon te AST (< 3%3.)
G3/4 Abénom g <

2%)
O

Ieprypoen emieyuévov avert@dunTov avidpioE®Y GTOV KOLD@Q‘ Tov paotoL v to Taxespira 100
mg/m’ oc povobepamneio. o

A1070p0YES TOD QIUOTIOITIKOD KO TOD AEUPIKOD avo'm'y%b
ETAVIEG: AHOPPAYIKH ETEIGOSI0, CUVOEOUEVA LLE Baf@g 3/4 OpopPomevia.
Aratopoyéc Tov vevpirkod ovoTHUaTOS N
Agdopéva avaotpeypdmrag givor dtabéoipo yyto 35,3% tov acbevdv mov avéntuEov
vevpoToEoTnTa LETA TN XOpNYNoT LovoDg {ag docetaxel 100 mg/m’. Avtd To. TEPIGTATIG,
aVaOTPAPTKAY AVTOUATOC EVTOG 3 unvq')\b

O
A1ozapoyés Tov dEPUATOS KOl TOV D P10V 1GTOD
IToAV oravieg: Mia mepintmon gAwmekiog 1 omoio dev NTav avaosTpEWiun 6to TEA0G TG peAétng. To
73% TV depUATIKDV OVTIOPAGEDVY NTAV OVACTPEYIUES Lo, o€ 21 nuépec.
Tevirés drotopoyés Ko k@}ao—rdagzg THG 000D YOPNYNoNS
H péon afpototicn S¢an émg ) Stakomn g Hepaneiog fitav mave ard 1.000 mg/m? kot o pécog xpdvog
£00G TNV OVAGTPOPITYTNG Katakpdtnong vypav fitav 16,4 efdouddes (ebpog 0 £mg 42 efdopadec). H
évapén HETPLOGIHT coPapng KaTakpatnons vypav Kabvotepel og acbeveic mov vrofAndnkav o
TPOKATAPKTER ayoyn (uéon adpototiky Soon: 818,9 mg/m?) oe chykpion e 0ohevelg oL dev
UnOBMOfG&V og TpoKaTaAPKTIKN ayoyn (uéon adpototikn doon: 489,7 mg/m?). Evtovtolg, &yt
ovopE o€ Uepkong aobeveic katd TN S1GPKELD TOV TPOTOV KOKA®V TG Bepaneiog.

KQ&XOVOC GE€ LOPOTN TIVOKO TV OVETLOD UNTOV OVTIOPACEMY OTO LU WKPOKVTTOPIKO KOPKIVO TOV
nvebuova yio to Taxespira 75 mg/m’ oc povodepamsio

Katnyopies opyavikaov oAb ovyvéig avemBOunTEg Yoyvég avemBOunTEg
ocvoTNHATOV Kotd MedDRA OVTIOPAGELS OVTIOPAGELS

AOUDEELG KO TOPUCITOCELS Aowuadéerg (G3/4: 5%)
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Katnyopies opyavikov
ovoTNHATOV Kotd MedDRA

oAb ovyvég avemBOunTES
aVTIOPAGELS

Yoyvég avemBOunTEg
OVTIOPAGELS

AloTapoy£C TOV OULOTOMTIKOV KO
TOV AEUPIKOY GLOTILLATOG

Ovdeteponevia (G4: 54,2%),
Avoupio (G3/4: 10,8%),
OpoupPonevia (G4: 1,7%)

Epmopetn ovdetepomevia

Alotapoy€G TOV 0VOGOTOUTIKOV
GUGTNLOTOG

Y epevaicOnoio (6y coPapn)

AtoTapayég Tov petafoitopot katAvopeéia
e Opéymg
Alotapoy£C TOV VELPIKOV [eprpepikn arcOnTikn [eprpepikn KivnTiky vevpomgdeia

GLGTHLOTOG vevpomdBeia (G3/4: 0,8%) (G3/4: 2,5%) O\\\
Kapdiaxég dratapoyég AppoBpia (01 GOBOLp@‘U
-\
Ayyelokég olatapoyég Ymotaon Q"
Vv
Awotapayég Tov yaotpeviepukod  [Navtia (G3/4: 3,3%), Ztopatitida AUGKOIMérqﬁ
(G3/4: 1,7%), Epetoc (G3/4: ‘ Ao

0,8%), Avdppora (G3/4: 1,7%)

Al0TopoyEG TOL SEPLOTOG KOl TOV
VTOSOPLOV 16TOD

Alomekio, AepUoTiKég
avTidpdoeig (G3/4: 0,8%)

S

axsg TOV OVOYOV
apég: 0,8%)

AL0TOPOYEG TOL LVOCKEALETIKOD
GLGTILOTOG KOl TOV GUVOETIKOV
16TOV

R
o&O
Ny

MuvoAyia

levikég Sratapoayég Kot
KATOOTAGELG TG 000V YOpNYNoNg

E&acBévnon (coPa D12,4%),
Koatakpdtnon D@V (coPoapn:

0,8%), AMO@

Q

[Mopaxivikég eEetdoelg

N
S

G3/4 AbEnom g xorepvBpivng
aipatog (< 2%)

A
R

Kotdhoyoc og Hop@f mivake Towdvemiuntov aviidpdsemy 6Tov Kapkivov Tov nactod yio, to

Taxespira 75 mg/m’ 6& Guvd

0 ue doxorubicin

)

EXO)

Katnyopies opyavika 010 ouyvég Yoyvég avemBounteg Oy ovyvég
CUGTILATOV Kaw avemOounTeg aVTIOPAGELS ovem@ounTeg
MedDRA Ne) avTidpaocseig avTIdpaoelg
AoudEeLg Ko 6\\ Aoipwén (G3/4: 7,8%)
napacmwc {3
Awn@feg TOV Ovdeteponevia (G4:
oyfloromtikon kot tov  (91,7%),Avoupio (G3/4:
Aeppucol cvotnotog  (9,4%), Epmopet

0VOETEPOTEVIO,

OpouPorevia (G4: 0,8%)
AloTopayEc Tov Y nepevatctnoia (G3/4:
0VOCOTONTIKOV 1,2%)
GUGTNLOTOG
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Katnyopies opyovikav [Ilord cuyvég Yoyvég avemBounteg Oy ovyvég
CUOTNULATOV KUTA avemlounteg UVTIOPACELS avem@ounteg
MedDRA UVTIOPAGELS avTIOpacELS
Atotapoyéc Tov Avope&ia
UETAPOAGUOD KoL TG
Bpéyng
Arotapayég Tov vevpiko [[lepipepikn aoOntikr]  [Ilepipepikn kivnTikn
GLOTNLOTOG vevponddeia (G3: 0,4%) (vevpondbeo (G3/4:
0,4%)
Kopdiakég dtotapoayéc Kapdioxn avendpkela, 9
Appobuia (o)t cofapn) O\\‘
\
AyyeloKEG OLaTaPOYES Ymotaon Ocv
\
Atatapayec Tov Noavrtia (G3/4: 5%), “uo\‘
YOG TPEVTEPIKOD >topartitido (G3/4: <\\\
7,8%), &
Atdppoto (G3/4: 6,2%), QN
Epetog (G3/4: 5%), Aq‘
AvcrotMoTnToL zocu
AtoTopayég Tov déppoToc|Admmekia, ‘\Q.k”
K0l TOV VTOJOPLOL 16TV |AATAPOYEG TV OVOYWOV OQ
(coPapég: 0,4%), Q
AEPLOTIKEG OVTIOPACELG {}O
(Ot coPapéc) O
AL0TOPOLYEC TOL P oyl
LIVOGKELETIKOD o)
GUOTNLOTOG KOl TOV (\G
GUVOETIKOD 16TOV N
O
evikég dratapayég Kot E£ac0sv eﬁs()csoﬁapﬁ: AvTI0pacelg TG 0éomng
KOTOOTAGELS TNG 000V 8,1%) 6190(“)&“]01] Eyyvong
xopfynong vyp@$(coBapn: 1,2%),
oc
N
Tapoxdivicés eGetigsfs) G3/4 Avénon e G3/4 Avénon g AST
J:_O xoAepvOpivng aipotog  |(< 1%),
0«\ (<2,5%), G3/4 Abénon g ALT
{3, G3/4 AvEnom g (< 1%)
Q) AAKOAKTG POOPATACNG
o G'QQ aipartog (< 2,5%)

Al

Kotdloyoc g popon mivoko Teov overtduUNToV ovIdpicE®Y GTO UN WKPOKVLTTOPIKO KOPKIVO TOV

nveduova yio to Taxespira 75 mg/m’ og cuvdvacud ue cisplatin

Kotnyopieg opyoavikaov [[1oAd cvyvég Yoyvég avemBounteg [0 ovyvéc
CUOTNULATOV KOTA avemlounteg UVTIOPACELS avemlounteg
MedDRA UVTIOPAGELS avTIOpacELS
AoludEELS KOt Aoipnwén (G3/4: 5,7%)

MOPOGITOCELS
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vevpomdBeia (G3/4: 2%)

! \0(’,

Koatnyopieg opyovikav [IIord cuyvég Toyvég avemBopunteg (O ovyvég
CUOTNULATOV KUTA avemlounteg aVTIOPAGELS avemlounteg
MedDRA UVTIOPAGELS avTIOpacELS
AloTopayEc Tov Ovdeteponevia (G4: Eumopetn
orpLomomTikov kot tov  [51,5%), ovdeteponevial
Aepokod cvotnuatog  |Avaipio (G3/4: 6,9%),
Opouporevia (G4: 0,5%)
AloTopayEc Tov Y nepevaiotnoia (G3/4:
0VOGOTTONTIKOD 2,5%)
GUGTNLOTOG
O
Atatapoyéc Tov AvopeCia cv\v
UETAPOAGUOD KoL TG QO
Opéymg O
,<\\\
S\
AlatopoyEg Tov veuptkoD [[Tepupepikn ocOnTikn '\40
GLGTHLOTOG vevpomaBeia (G3: 3,7%), o
~
IIeprpepicn KivnTiky zocu

KATOOTAGELS TNG 000V
xopnynong

9,9%), Katakpdtnon
vypav (cofapn: 0,7%),
[Mopetodc (G3/4: 1,2%)

Eyyvong, Alyog

Koapdiakég drotapoyég AppuOpuio é@%: 0,7%) [Kopdtokn avemndpkelo
O
)
N
+
&
AyYELOKEG OLOTOPAYEG 60(0 notoon (G3/4: 0,7%)
A
N
!\O
«O
AloTopayEc Tov Noavtio (@’)74: 9,6%), |Avokodmta
YOG TPEVTEPIKOD Eperpeg(G3/4: 7,6%),
Aldppora (G3/4: 6,4%),
“KRopatinda (G3/4: 2%)
OC
Awtapayég Tov déppiortoc/Alonekia,
KOl TOV DnOESéthQ&rof) Atotapoyéc Tov oviymv
\5« (coPapéc: 0,7%),
{3’ AEPLOTIKEG AVTIOPAGELG
O (G3/4: 0,2%)
Awtepeyéc Tov MuaAyia (cofapn: 0,5%)
UUBOOKEALETIKOD
GUOTNLOTOG KOl TOV
GLVOETIKOD 16TOD
Tevikég dwatapaysc kot [E€acOévnon (cofapn:  |Avidpdoeig g Béong
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Katnyopies opyovikav [Ilord cuyvég Toyvég avemBopunteg (O ovyvég
CUOTNULATOV KUTA avemlounteg aVTIOPAGELS avemlounteg
MedDRA UVTIOPAGELS avTIOpacELS
IMopaxivikég eEetdoelg G3/4 AvEnon g G3/4 AvEnon g AST
orepvOpivng aipatog  (0,5%),
(2,1%), G3/4 AvEnom g
G3/4 AvEnon g ALT  [0AKGAKNG 9OGOATAONG
(1 394) OL{},LOL‘COQ (0,3%)

Kotdloyog og Lopon mivoko TV ovemifountmy oviidpaosmy oToV KapKivoy ToV LoGTOD Y10 TO

Taxespira 100 mg/m” o€ cuvdvac

wd ue trastuzumab

Kotnyopieg opyoavikav IIoA0 ovyvég avemBOunTeg 2oyvég avembounteg 9
ocvoTnUATOV Kot MedDRA UVTIOPAGELS UVTIOPAGELS A\\‘\
Atotapoyéc ’leU Otll,L’OTEOlT]’ElKOf) KOO Seteponevia (G3/4: 32%), CU\V
TOV AEULQLKOV GUGTANATOG Eumopetn ovdetepomevia AO
(ovumepiopPdveron 1 “uo
ovdeTEPOTEVIiD, TTOV OYeTilETON UE <\\\
TOV TUPETO Kot T XPNon N
avTIBLOTIK®V) 1 OVOETEPOTTEVIKT ‘\AO'
onyoio Ac‘-’
&
Atotapoyéc Tov petofoiopon or/Avopegio (,,V
g Opéyng oF
YPoylatpikég dtatapoyég Avmvia (@)

ALoTapoy£C TOL VELPIKOV

IMopaicOncio, Kepota

N

GLGTNHULOTOC Avcyevoio, YroucOneid
OeOaApIKES SLoTapayES AaxpOppota ow&k@.\‘ﬁ,
Eminepukitidou-o
Kapdiaég droTapoyég (o Kopdiokn averapieio
D
Ayyeloég o1otapayég Agu(p‘ogﬁm

P\

Alotapoy€G TOV AVOTVELGTIKOD
GLOTILOTOC,TOV BdpaKa Kot TOV
LEGOOMPAKIOL <Q
N

)

E \'&?;n, Ddapuyyoropoyyuod
4Xyog, Prvopapuyyitida,
Avonvowa, Briyag, Pwvoppoia

Atatopayéc Tov yacrpsv@koﬁ

&K
O

Navtia, Awdppora, Epetoc,
AvcoiAotta, XTopatitido,
Avomeyia, Kotuoakd dhyog

. N
AL0TOPOLYES TOVNIEPHOATOG KO TOV
LTOdOPLOL IET6V

Alonekio, EpoOnua, EEavOnua,
Alotapoyéc v oviymv

Awtwpu.%} TOV LVOCKEAETIKOV
@@r G KOl TOV GLVOETIKOV,

GLOTY
o

MuaAyia, ApBpadyio, Akyog ota
akpa, OoTikog TOVog, Ocpuaiyia

levikég Sratapoyég Kot
KATOOTACELG TG 000V YOpNyNoNg

E&acBévnon, Tleprpepikod oidnua,
[Tupetdg, Konwon, Oreypovn
BArevvoydvov, Alyog, NOGOG
opotdlovoa pe ypinr, Owpakikod
dlyog, Piyn

ANBopyog

IMopaxivikég e€etdoelg

AvENON copaTikoy Bapouvg

TIeprypaen emdeyuévav ovemfuuntov avIdpace®my 6ToV KapKivov Tov nootov yio to Taxespira 100

mg/m’ g cuvdvacud ue trastuzumab
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Koapooxés drotapayéc

SOUTTOHOTIKN KAPOLOKT| avemdpkelo avaeépinke oto 2,2% tov acbevav mov élafav docetaxel pali
pe trastuzumab cuykpvopevn pe 0% tov acbevdv otovg oroiovg yopnyndnke docetaxel mg
povoBepameio. Xto okélog tng docetaxel pali pe trastuzumab 1060616 64% Elafav TPONYOLUEVOG
avBpaxvkrivn og copuminpopatikn Beponeio o cvykpion pe tocootd 55% oto okélog tng docetaxel,

¢ povobepameio.

A10T0p0yES TOV AUOTOINTIKOD KOl

TOV AEUPIKOD TVOTHUOATOS

IToAv ovyvéc: H to&ikdtnta Tov aipatog tav avénuévn otig acbeveig mov Elafav trastuzumab kot
docetaxel cuykpivopevn pe v docetaxel wc povobepameio (32% ovdeteponevio Pabuod 3/4 Evavtt
22%, epapuolovrag ta kpitipto. NCI-CTC). Avtd eivor mhovo va amoTtelel VITOTIUNoM TS KOTAGTAGNG
epdoov 1 docetaxel povn g oe d6on 100 mg/m’ eivat yvwotd 6L 0dnyel 68 0VIETEPOTEVID GTO 970 0
TV acbevav, 76% Baduod 4, pe Bdon Tig xaunAotepec auatoroyikés eEetdoeic. H csvxvomr
EUTVPETNG OVOETEPOTEVING/OVOETEPOTEVIKNG onyaipiag emiong avénbnke oe acbeveig mov sk
Herceptin pali pe docetaxel (23% évavtt 17% tov acBevav mov élafov docetaxel mg uovo@; ameia).

Katdloyog oe LI.OD(DT] TIVOKO TOV aVETIOUNTOV 0VTIOPAGEDY GTOV KOPKIVOL TOV u(’:@&ﬂ) Y TO

Taxespira 75 mg/m> 6& GLVSLOGUG

O ue capecitabine

\Y
X&)
Katnyopies opyavikov oAb ovyvéig avemBOunTEg Z\)xvég@smﬁf)umsg
ocvoTNHaTOV Kotd MedDRA OVTIOPAGELS ovTpdoelg
AOOEELS KL TOPAGITAOCELG \fvriacn Tov otopotog (G3/4:
)

Alotapoy€G TOV OULOTOMTIKOV KO
TOV AEUPIKOY GLOTHLLOTOG

Ovdeteponevia (G3/4: 63%), OQ
Avopia (G3/4: 10%) O

Opouporevio (G3/4: 3%)

AloTopoyég ToL PETAPOAGHOD Kot

Avopeio (G3/4: 1%), h@éﬁ’usvn

Apuodtwoon (G3/4: 2%)

e Opéyng 0pedn

AloTopayEc TOL VELPLKOD Avcyevoia (G3/4:6.m ,

GLOTNLOTOG [HopatcOnoia @3}4: <1%) ZaAn, Kepararyia (G3/4: < 1%),
[ [eprpepikn vevporadeio

OeOaAUIKES dLoTapayEC A(prl')pp\gl&\avén uévn

AwoTapayég Tov avamvevotikod (Do \okapnyymé &hyog Avonvola (G3/4: 1%),

GLOTNLOTOG, TOL Bdpoaka Kot Tov |(GB/4: 2%) Bryxoc (G3/4: < 1%),

uecobmpdxiov \> Enictaén (G3/4: <1%)

Alatapay£c Tov yacrpsvrgptg’&
X \O

o
&
N\
o’\

>ropartitida (G3/4: 18%),
Awdppora (G3/4: 14%),
Navtia (G3/4: 6%),

Epetog (G3/4: 4%)),
Avcrotmotta (G3/4: 1%),
Kotako dAiyog (G3/4: 2%),
Avoneyia

ALYyoc Gve KOTMOKNG Y®dPa,
=npoctopio

AtoTopa
Uno8

0V JEPUOTOG KO TOL

T
§ 16TOV

2Ovopopo xeplov-todiov (G3/4:
24%),

Alomekio (G3/4: 6%), Awtopoyég
v ovoyov (G3/4: 2%)

Aeppotitioa,
EpvOnpoatmdeg eEdvinpua
(G3/4: < 1%),
AVGYPOUATIGLOC OV OV,
Ovoyoivon (G3/4: 1%)

AlTOPOYEG TOL  HVOCKEAETIKOV,
GLUOTNOTOG KOl TOL GULVOETIKOV,

MuoAyia (G3/4: 2%), ApBpaiyia
(G3/4: 1%)

10TOV

Alyog ota bxpa (G3/4: < 1%),
Oceuaryia (G3/4: 1%)
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Katnyopies opyavikaov
ocvoTNUATOV Kot MedDRA

oAb ovyvéig avemBOunTeg
UVTIOPAGELS

Yoyvég avemBOunTEg
UVTIOPAGELS

evikég dratapayég Kot
KOTOOTACELS TNG 000V YOPNYNoNS

E&acOévnon (G3/4: 3%), [Tupetodg
(G3/4: 1%), Konmon/advvapio
(G3/4: 5%), ITeprpepikod oidnua
(G3/4: 1%)

AfBapyog, Akyog

IMopaxivikég eEetdoelg

Melopévo copatikd Bapoc, G3/4
AvENON ™G YoAepLOPIVIG aipLoTog

(9%)

Katdloyog ce LlOD(DT'I VoK TOV OVETIHOUNTOV OVTIOPAGE®Y GTOV KOPKIVO TOV TPOGTHTN Y10, TO ‘0

Taxespira 75 mg/m’ o6& cuvdvacud ue prednisone 1 prednisolone

\0‘\*

Katnyopies opyavikav
ocVoTNRATOV Kotd MedDRA

[MoAb ovyvéig avemOvpnTES
OVTIOPAGELS

Xuyvég avemBopn
OVTIOPACELS

T&go

‘—

AOIUDEELC KOL TOPAUCITOCELS

Aoipmwén (G3/4: 3,3%)

<\\\

AL0TOPOYES TOV OLLOTOTIKOD KO

TOV AEUPUKOD GLGTILOTOC

Ovdetepomnevia (G3/4: 32%),
Avoupio (G3/4: 4,9%)

@pouﬁo«:&h (G3/4: 0,6%),
Eum)Rscm ovdeTEPOTEViNL

Alotapoy£C TOV AVOGOTOUTIKOV
GLGTNLOTOG

YgéQ?bchncna (G3/4: 0,6%)

Atoopayéc Tov PeETafoMG oD Kot
g Opéyng

Avope&ia (G3/4: 0,6%)

\ﬂ
Jox

7

Alotapoy£c Tov VELPLIKOV

[epupepixn arcOnTiKn

X
AN

[epupepixn KvNTIKN vevpomddeio

GLGTILLOTOG vevpordbeia (G3/4: 1, (G3/4: 0%)
Avoyesvoia (G3/4: 0
O@Bahpkég drotapoyés QO Aokpoppota, avéEnuévn (G3/4:
o) 0,6%)
Kapduakeég Statapoyes (\U Meimon tng Aettovpyiog g
N 0PLeTEPNG KOWATOG TNG KOPOLAGg
S (G3/4: 0,3%)

Alotapoy£c TOV AVATVELGTIKOD
CLGTNLLATOC, TOV HDPaK KoL TOV

é\l

Eniotatn (G3/4: 0%),
Avonvola (G3/4: 0,6%),

uecofwpdxion &O> Bryog (G3/4: 0%)
Atatapoyéc Tov yacrpsvrgpt@u
b\ Nowtio (G3/4: 2,4%),
<\Q Awdppota (G3/4: 1,2%),
(o) >topatitido/Papuyyitida (G3/4:
,\5{- 0,9%), Epetoc (G3/4: 1,2%)

ArotapoyEs rq}bé}ép LOTOG KOl TOV
VTOJOP10 00
fa)

AAlomekia, AloTopoyég Tmv
ovOyVv (0)1 coPapéc)

ATTOQPOAOMTIKO EAVONpLQ
(G3/4: 0,3%)

A € TOL HVOCKEAETIKOV
AUOTOG KOl TOV GUVOETLKOD

1oTOV

ApBpadyia (G3/4: 0,3%),
Muaiyia (G3/4: 0,3%)

["evikég Sratapayés Kot
KOTOGTAOELS TG 000V YOPNYNOoNG

Konwon (G3/4: 3,9%),
Kotakpdnon vypov (coPapn:
0,6%)
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Kotdloyog og popon mivoko tomv overtfuuntomv avtdpacewmy oty entkovpikn Oepanreio ne Taxespira

2 y .« . . ’ v ,
75 mg/m” o€ ovvévaoud ue doxorubicin ki cyclophosphamide o€ aceveic e KapKivo ToV LaoToD Kot

Oetuconc Aeppadévec (TAX 316) 11 apvntikove Aepueadévec (GEICAM 9805) - cuykevipmTiKd,

dedopéva.
Kotnyopieg opyoavikaov [[ToAd cvyvég 2oyvéc avem@opunteg Oy ovyvég
CUOTNULATOV KOTA avemlounteg UVTIOPACELS avem@ounrteg
MedDRA aVTIOPAGELS ovTiopdoelg
AoudEELS Kot Aoipuwén (G3/4: 2,4%),
TOPOCITOCELS Ovdetepomevikn Aoipnmén )
(G3/4: 2,6%) AL
AloTopayEc Tov Avopio (G3/4: 3%), CU\V
apomomntikoy Kot tov  [Ovdetepomevia (G3/4: )
Leppucov cvotnuatos  [59,2%), , OA
®popfonevia (G3/4: \\c"
1,6%), \<\
Eumopen '\40'
ovdeteponevia (G3/4: Acb\
NA) znfu
AtoTopayEc Tov Ynspsnato@ncta(o
0VOGOTTOTIKOD (G3/4: 0,6%) ' \
GUGTNLOTOG 0O
AtoTapoyéc Tov Avope&ia (G3/4: 1,5%) Ou
UETAPOAMGUOD KOl TG {}
Bpéyng 49
Atotopoyég Tov vevpikov [Aveyevoia (G3/4: 0 6%)q‘g€pl(P8leﬁ KIVNTIKN Zvyronn (G3/4: 0%)

N

D)Lefitda (G3/4: 0%)

GLGTHLOTOG [Meprpepikny oacOnTig 8 vevpomdOeta (G3/4: 0%) [Nevpoto&ikotnta
vevpomadeia (G3/4 (G3/4: 0%),
<0,1%) 0 YrvnAia (G3/4: 0%)
‘\O
4(\0
OeOaApIKES dLoTapayES Emn?,(ps&lﬁa (G3/4: AvEnuévn dakpdppoto
<0 19@ (G3/4: <0,1%)
- A
Koapdiokég dratapays C\ Appubuio (G3/4: 0,2%)
Ayyelonég 5wwpqcxé€\‘ Egayeig (G3/4:0,5%)  [Yrotaon (G3/4: 0%)
@)

Agppoionpa (G3/4: 0%)

r \v
Alawpaxagg(klu
avanvswifkoi)

GDGT&@ 0c, Tov Hdpaka

Kof20V pHecoBmpdKkiov

Bnyxag (G3/4: 0%)

Atotapoyéc Tov
[YO.GTPEVTEPIKOD

Noavtio (G3/4: 5,0%),
>topartitido (G3/4:
6,0%),

Epetog (G3/4: 4,2%),
Adppora (G3/4: 3,4%),
Avcrotnotrta (G3/4:
0,5%)

Kot\oko aAyoc (G3/4:
0,4%)

AL0TOpOYEG TOL OEPLOTOC

Alonekia ( eppévovoa
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Katnyopies opyovikav [Ilord cuyvég Yoyvég avemBounteg Oy ovyvég
CUOTNULATOV KUTA avemlounteg UVTIOPACELS avem@ounrteg
MedDRA UVTIOPACELS avTIdpacels
KOt TOL VTOdOPLOV 16TV (<3%),
AtoTopoyn Tov dEPHATOG
(G3/4: 0,6%), Awatapayég
v ovoyov (G3/4: 0,4%)
AlatapoyEc Tov Mvuodyia (G3/4: 0,7%),
LVOGKEAETIKOD ApBparyia (G3/4: 0,2%) )
GUOTNLOTOG KOl TOV 0‘\*
GLVOETIKOD 1GTOY A
AloTopayEc Tov Apnvoppota (G3/4: NA) o
OVOTOPOLY YKoV . 0A
GUGTNLOTOG KO TOV \\c"
LO.GTOU ‘\'<\
[evikéc dwatapayés ko [EEacOévnon (G3/4: &40"
KoTaoTdoelg g 0600 [10,0%), <4
XopNynong [Mupegia (G3/4: NA), 10‘04
[eprpepiko oidnua A
(G3/4: 0,2%) O
[oporxhivicég eE€Tdoelg AvENON gmeﬁ{m{)
Bapovg 6&(4: 0%)
Msim@*cmumucoﬁ
Bé@bg (G3/4: 0,2%)
QO

&

Meptypagn entheypévoy avem@duntov avidpdoEmy oty enkovpky| Oepomeia pe Taxespira 75 mg/m’
o€ cuvdvaopd pe doxorubicin kot cyclophasphamide oe acbeveic pe Kopkivo Tov HaoTO Kot BETUCOVC
Aepopadéveg (TAX 316) 1 opvnTikong Kg\a'o\&ﬁévsc (GEICAM 9805)
Aratopayéc tov vevpikod Jvam',uaw@é
> uerétn TAX316, mepipepucipaicintikn vevpordadeia eppavictnie katd tnv mepiodo Oepameiog kot
TapEUEIVE GTNV TTEPiodo mapakeXovdnong oe 84 aceveic (11,3%) oto okéhog TAC ko og 15 aofeveig
(2%) oto oxéhog FAC. Zt@ AOC TNG TEPLOO0V TapoKoAOLONGNC (S1dpeon TEPI0dOg TopaKoAOVONGNG
8 €TOV) N TEPLPEPIKN TIKN vevporadeia moapoatnpndnie 61t cuveyilotav oe 10 acBeveic (1,3%)
010 okérog TAC K(i»@aéegcesvaig (0,3%) oto oxéhog FAC. Xt perétn GEICAM 9805, n meprpepikn
oo TIK” vsvpo@ata 7oV gpeaviotnke Katd tnv mepiodo Bepanciog Tapéueve oty TePiodo
napoakorovOnansoe 10 acbeveig (1,9%) oto okéhog TAC ko og 4 acbeveig (0,8%) oto okéhoc FAC.
210 TéAOG 1?%16800 mapakolovOnong (didpeon mepiodog maparkorovdnong 10 eTdv kot 5 unvav) 1
TeppepudpacOnTIKy vevporabeia mapotnprdnke 6tL cvveyLotav oe 3 acbeveig (0,6%) oto OKEAOG
TAC g € 1 aoBevn (0,2%) oto okérog FAC.

O

Koapooxés drotapayéc

> peiétn TAX316, 26 acbeveic (3,5%) oto okéhog TAC ko 17 acBeveic (2,3%) oto oxéhog FAC
EUPAVICAY GLUEOPTTIKN Kapdtakn averndpketa. OAeg ektdg amd po acbevi oe Kabe okELOG
dwyvoomkav pe LKA og tepiocodtepo and 30 nuépeg and v mepiodo g aymyns. Avo acbeveic oto
okéhoc TAC kot 4 aoBeveig oto okéhog FAC amefiooay Adym KapdaKng oveETIPKELOGS.

¥t perétn GEICAM 9805, 3 aoBeveig (0,6%) oto oxéhog TAC ko 3 acBeveig (0,6%) oto okéhog FAC
AvETTLENY GUULPOPTTIKT] KOPIIOKT AVETAPKELD KOTA TNV TEP10d0 TapaKoAovONoNG. XT0 TEAOG TNG
TEPLOO0L TapaKoAoLONONG (Tpaypatiky didpecn mepiodog mapakorovnong 10 etdv Kot S5 unvav),
kapio aoBevig oto okéhog TAC dev eiye XKA kar 1 acOevic oto okélog TAC anefince Adym
droTatikng pookapdtonddetog kol 1 TKA mapatnpnOnke o6t cuveylldtav o 1 acbevn (0,2%) oto
okéhog FAC.
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A10Tapoyés T00 OEPUATOS Kal TOD DTOIOPLOD 1GTOD

> perétn TAX316 ahomekio Tov enEUeve 6TN O1APKELN TNE TEPLOSOV TAPAKOAOVONONG LETA TO TEAOC
g ynueobepaneiog mapotpndnke og 687 amd tovg 744 acbeveig (92,3%) oe TAC kot o€ 645 amod
Tovg 736 acBeveic (87,6%) og FAC.

210 TEAOG TG TEPLOSOV TOPaKOAOVONONG (TparyUaTiKn ddpeon Tepiodog Tapakoiovdnong 8 eTdv) n
alorexio Topatnpnonke 6t cuveyldtav o 29 acbeveic TAC (3,9%) kau 16 acBeveic FAC (2,2%).

2 peiétn GEICAM 9805 n ahorekio mTov gpeoviotnke Katd v nepiodo Oepameiog Kot TapEpeLve
oTNV TEPiI0J0 TapakoAovOnoNg Tapatnpennke 6Tl cuveylotav o 49 acbeveic (9,2%) oto okélog TAC
ka1 o€ 35 acbeveig (6,7%) oto okéhoc FAC. H adwmnekia mov oyetildTav e TO QAPUAKO TNG MEAETNG
Eexivnoe N emdevodnke Kotd T ddpkeln TG TePLOSov Tapakorlovinong oe 42 acbeveic (7,9%) %0
okéhoc TAC kot og 30 acOeveic (5,8%) oto okérlog FAC. 1o téhog ¢ Tep1ddov mapakorond

(d1dipeon mepiodog mapokorovOnong 10 etdv Kot 5 unvav) N cAonekio Tapatnpnnke 6TL GV otav
o€ 3 aobeveig (0,6%) oto oxéhog TAC kar o 1 acBevn (0,2%) oo oxéhog FAC. o)

Q
Aratopoyéc o0 avaropaywyiKod coOTHUATOS KO TOV UOOTOD ‘(uo
2 peiétn TAX316 aunvoppola Tov eueavictnke Kotd v tepiodo Oepameiog Ka@xpéusws otV

nepiodo mapakolovdnong petd to téhog tng ynuetobepaneiog avapépbnke og 2 @né 744 acbBeveic oto
okéhoc TAC (27,2%) xar o€ 125 amod 736 acOeveic oto oxérog FAC (17,0%};} 0 T€MOG TG mEPLOG0V
mapoakorlovOnong (didpeon mepiodog mapakorovdnong 8 etdv) N aunvoppaio TopatnpnonKe ot
ocuveylotav o 121 acbeveic and 744 acbeveig oto okéhog TAC (1 6,3"/&08 86 acBeveic oto oKélOg
FAC (11,7%). .
> pekét GEICAM 9805 1 apnvoppoto mov peavicTnke Kotd, nepiodo Bepameiag Ko mopiueve
otV mepiodo mapakorovdnong kot mapatnprOnke 6TL cuveyiately oe 18 acbeveig (3,4%) oto okélog
TAC kot og 5 acBeveig (1,0%) oto okéhog FAC. 210 téA0 TEPLOOOL TaPaKoAOVLON NG (dtdpeon
nepiodog mapakorovOnong 10 etdv kot S unvav) n aunvdppoto topatnpndnke 6t cuveylotav o 7
aocBeveic (1,3%) oto okélog TAC kot og 4 acbeveig 8, %) 610 okélog FAC.

N\

Tevikég o10topoyéc Kol KaTooTaoeLS THS 0000 YORKINoNG

> perétn TAX316, 1o meppepikd oionua Ty EUPavioTnKe KOTO TNV TEPiI0d0 Oepameiog Kot
nopépeve oty mePiodo mapaxoroVOnongeTd o TéAog TG ynueobepaneiog mapatnpnOnke oe 119
and 744 acBeveic oto okéhog TAC (16 ka1 o€ 23 and 736 acbeveig oto okéhog FAC (3,1%). Xto
TEAOG TG TTEPLOSOV napamkob@ncg\npaypmmﬁ dtapeon mepiodog mopakorovdnong 8 etv), T0
TEPLPEPIKO 010N cuvE ILOTOV % acBeveic oto okélog TAC kot og 4 acBeveig oto okéhog FAC

(0,5%). O
> perétm TAX316 Xsp(p‘oi&ﬁ\l,ta 7OV gUEOVIoTNKE KT TV TEpiodo Depomeiog Kot TapEUEVE TNV
Tepiodo mapooAoVONeNEMETA To TELOC TG YMustobepameiag avapépdnke o 11 and 744 acOsveic 6to

okéhoc TAC (1,5%) € 1 amd 736 acbeveig oto oxéhog FAC (0,1%). Zto téhog TG TEPLOd0V
mapaKorovOnong YHOTIKY O1qpeoT mepiodog mapakolovOnong 8 eTdv) To Aeppoidnua
napotnpninke dasvveylotay o€ 6 acbeveic oto okélog TAC (0,8%) kot o€ 1 acbevn oto oxélog FAC

0,1%).

TolpdKorovONoNC (TparypaTikh Sidpeon Tepiodoc mapakolovdnong 8 etdv) N e£acdévion
mapotnpinke 0tL cuveylotay o 29 acbeveig oto okéhoc TAC (3,9%) ko og 16 acbeveic oto oKkéAOg
FAC (2,2%).

> perétn GEICAM 9805 mepipepikd oionpa mov peavictnke katd v mepiodo Oepaneiog mapéusive
oV mepiodo mapakorovOnomng ot 4 acbeveic (0,8%) oto okérog TAC kan og 2 acbeveig (0,4%) oto
okéhoc FAC. Xto téh0g NG meptodov mapakolovdnong (didpeon tepiodog tapakorovdnong 10 etov
Kot 5 unvav), kapio acBevig (0%) oto okéhog TAC dev giye meprpepikd oidnpa Kot Tapatnpndnke ot
ocvveylotav oe 1 acbevn (0,2%) oto okéhog FAC. To Aeugoionua mov upaviotnke Kotd v tepiodo
Oepaneiag mapépeve otny mepiodo mapakorovdnong oe 5 acbeveic (0,9%) oto okéhog TAC ko og 2
aocBeveic (0,4%) oto okérhog FAC. 1o 1€h0g Tne meptddov mapakorlovnong, To Aeppoidonuo
mapatnpionke 6TL cuveylotav og 4 acbeveig (0,8%) oto okéhog TAC kot o 1 acbevn (0,2%) ot0
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okéhog FAC.

H e€acbévion mov eppaviotnke kotd TV mepiodo Oepaneiog Kot TapEpeve otny mePiodo
mapakorlovOnong mapatnpnOnke 6t cvvexlotav o€ 12 acbeveig (2,3%) oto okéhoc TAC kot o€ 4
aoBeveig (0,8%) oto okérhog FAC. 1o 1€h0g TG meptodov mapakorlovinong, n eacbévion
mapotnpnonke 6tTL cuveylotay oe 2 acbeveig (0,4%) oto okéhog TAC kot o€ 2 acbeveig (0,4%) oto
okéhog FAC.

Oéeio Aevyoupio/Moelodvorlaotikd advopouo
Metd and 10 ypovia mapoakorovOnone ot perétn TAX316, ofeio Aevyaipio avaeépbnke og 3 and Tig
744 acbeveig (0,4%) oe TAC kot og 1 amd 11¢ 736 acbeveic (0,1%) oe FAC. Mia ac0gvig 610 6KEAOG
TAC (0,1%) ko 1 aoBevrg oto okéhog FAC (0,1%) anefiwcav Aoym AML kotd ) didpkela TG 9
7eP1Od0L TapakorovOnong (didpeon mepiodog mapakorovOnong 8 etdv). MvelodveTAaoTiKO ~1\;~
ovvopopo avapépbnke oe 2 amd tig 744 acbeveic oe TAC (0,3%) ko og 1 amd T1g 736 acegvsiétsg AC
(0,1%).

OA
Metd and nepiodo mapakorovdnong 10 etdv g nerétng GEICAM 9805, o&eia ksuas@_lw
nopovatdotnke o 1 amd Tig 532 (0,2%) acbeveic 610 okédog TAC. Aev avopépnKiw nepiotatikd oe
aoBeveic oto okélog FAC. Agv dayvootnke kopio acOevng pe uvskoéucnkao&@ oULVOPOLO G Koo
amo TIc opadec Oepameiog. 4}

S
Emimlokég tne ovdeteporeviog ZO
O mivokog mov divetal o KAT® KatadelkvieL OTL 1] EXITTOOT TNG Ql&g‘mPOTCS\/iGQ Babuod 4, g
EUTVPETNG OVOETEPOTEVING KOl TN OVOETEPOTEVIKNG AOTU®ENC ﬁr@ glouévn og aobeveig mov
Adupavav tpmtoyevn Tpoeoraln pe G-CSF apob katéotn vrgypentikn oto okéhog TAC - perét
GEICAM. \\O
A

Ovdeteponevikéc emmlokéc o€ acheveic tov AaufovavTAC pe N ywpic Tp®wToyEVH TPOELAAEN LE
G-CSF (GEICAM 9805) zocu\

Xopig np((\(}f(svf] apo@Orain pg Me npotoyevi) Tpo@LAALY pe

Q> G-CSF G-CSF

<\O\ (n=111) (n=421)
o) n (%) n (%)

Ovdeteponevia (Babuov 4) A 104 (93,7) 135 (32,1)
Eumdpetn ovdetepomevia A'\V 28 (25,2) 23 (5.,5)
Ovdetepomevikn AoipmEn O 14 (12,6) 21 (5,0)
OvdeTepomeViKn Xoipa@? 2(1,8) 5(1,2)

(BaBuov 3-4) O
N
0’\

Kawkovo&yg LLOPOT TivaKo TV avermfountov ovtidpioe®Vv 6T0 0dEVOKAPKIivVaLLo oTtoudyov Yo To
Taxes@ 5 mg/m’ o6& cuvdvacud ue cisplatin ko 5-fluorouracil

KON
Kfﬁ‘qyopiag 0PYOAVIKQOV oAb ovyvéig avemBOunTES Yoyvég avemBOunTEg
oVoTNRATOV Kotd MedDRA aVTIOPAGELS aVTIOPAGELS
AOUDEELS KO TOPACITOCELS Ovdetepomevikn Aoipnmén,

Aoluwén (G3/4: 11,7%)

AtoTopayéc Tov apomomtikoy koyAvapia (G3/4: 20,9%),

TOV AEUPIKOD GLOTILUTOC Ovdeteponevia (G3/4: 83,2%),
OpouPorevia (G3/4: 8,8%),
Eumopetn ovdetepomevia
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Katnyopies opyavikov
oVoTNRATOV Kotd MedDRA

oAb ovyvéig avemBOunTES
aVTIOPAGELS

Yoyvég avemBOunTEg
aVTIOPAGELS

ALoTtapoy£G TOV 0VOGOTOUTIKOV
GUOTNLOTOG

Yrepevoionoio (G3/4: 1,7%)

AloTopoayEc ToL LETAPOAGLOD Kot
™G Opéymg

Avope&ia (G3/4: 11,7%)

Alotapoy£C ToV VELPIKOV
GUGTNLOTOG

[eprpepikn arcOnTikn
vevpomdBeia (G3/4: 8,7%)

Zadn (G3/4: 2,3%), [eprpepucn
Kwvntikn vevporddeio (G3/4:
1,3%)

OeOaApIKES dLoTapayES

AN
AokpOppota, avéEnuévn (G%M‘E()%)
AN

Atatapoyé Tov OTOC KoL TOL
Aafopiviov

Exntoon g akovot
o&btnrag (G3/4: 0%)

23,7%), Epetoc (G3/4: 14,3%)

9
A

Koapdakéc dtotapoyég AppoOuio (G3%;&XO%)
L
AloTapayEg TOL YOoTpeVTEPKoD  |Awdppota (G3/4: 19,7%), Navtio AUGKOLMé@w (G3/4: 1,0%),
(G3/4: 16%), Xropotitda (G3/4: | acrpi\v@pmé aAyog (G3/4:

1,0%),
O'g‘ékpayinéa/ dvoepayio/odvvo-
poryia (G3/4: 0,7%)

AL0TopayEC TOV SEPLOTOC KOl TOV
VTOSOPLOL 16TOD

Alonekio (G3/4: 4,0%) &O‘

O
}
&S
&
2

E&avOnuo kvnoumdeg (G3/4:
0,7%),

Awtopayéc Tov ovoyov (G3/4:
0,7%),

Aeppotikn anoiémion (G3/4: 0%)

evikég dratapayég Kot
KATOOTAGELG TG 000V YOPNYNoNg

ANBapyoc G374 19,0%),
TTvpetdg /4: 2,3%),
Kaw@xmcn VYPOV
(caelpn/ameinTikn yuo T (on:
¢

N
n\

«V

Ieprypoon) emideyuévav ‘CL\@THGDMTIT(DV OVTIOPAGEDY 6TO 0OEVOKAPKIVOLO oToudyov Yo to Taxespira

75 mg/m’ 6& GLVdLAG

¢ cisplatin ko 5-fluorouracil

D
Aratopoyéc tov a@gnommcozﬁ KO TOD AEUPIKOD GOOTHUOTOS

Eumdpem ov
acBevav o
POV,
Aoip

pomevia Kot ovdeTepomevikn Aoipumén Tapovoidotnke o€ 17,2% kot 13,5% tov
Toyo, aveEdpmra and ) ypnon G-CSF. To G-CSF ypnowonomdnke yio dgvtepoyev
19,3% tov acbevav (10,7% tov kOkiov). Eurdpetn ovdeteponevio Kol OVOETEPOTEVIKN
apovotdotnke o€ 12,1% ko 3,4% tov acbevav avtictorya 6tav ot acbeveic Elafav

npdAnmTicd G-CSF, og 15,6% xat 12,9% tov acbevdv xopig tpoinmtikny xprion G-CSF (BA.

Topaypaeo 4.2).

Kozdloyoc g popon mivoko Teov overtdOUNToV ovIdpisE®Y GTOV KOPKIVO KEQUANC KoL TPAYHAOL

vi0. to Taxespira 75 mg/m’ og cuvdvacud ue cisplatin ko 5-fluorouracil

* Ewcaywyn ynueobepomeiog akolovboduevn ond axtivobepancio (TAX 323)
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Katnyopies opyovikav [Ilord cuyvég Yoyvég avemOOunTeg Oy ovyvéc
CUOTNULATOV KUTA avemlounteg aVTIOPAGELS avemlounteg
MedDRA UVTIOPAGELS avTIdpaces
AoludEELS KOt Aoipuwén (G3/4: 6,3%),
TOPOCITOCELS OvdeTePOTEVIKN
Aoipmén
INeomhdopato Kolonon, Koapxwvikd diyog (G3/4:
Koo On xon pn 0,6%)
Kkaboplopéva
(mepriapufavovtan
KOGTELS KOl TOADTOOEC)
Aratapoy£c Tov Ovdeteponevia (G 3/4:  [Epmopet O
opomomTikod Kot tov  [76,3%), ovdeteponevial \0\\“
hepecov cvotiuatog  [Avorpia (G 3/4: 9,2%), OCU
OpouPonevia (G 3/4: Q
5,2%) O
Atotapoyéc Tov YrepevaicOnoia (oyt ,<\\\v
0LVOGOTOTIKOV cofopn) S
GLGTHLOTOG R
Awotapoyéc Tov Avope&ia (G3/4: 0,6%) A‘U‘
UETAPOAMGLOD KOl TG IOCU
Opéymg A
Atatapoyéc Tov vevpikod [Aveysvsio/Tlapoouia, — [ZGAN é\\)
GUGTNLOTOG [eprpepikn arcOnTikn ®‘O
vevpomdBeia (G 3/4: (@)
0,6%) &
Opbapuxes drtapoyés A‘O@[’ Hévn dakpovppotia,
,~Qﬂn8(pm<in§a
Alotapoyéc Tov wTdg Ko O Exntwon g akovoTikng

tov Aafupivlov

o0 Tag

Kapdiakég dwotapayts N K [oyoio Tov pvokapdiov Appobpia (G3/4:
O (G3/4: 1,7%) 0.6%)
Ayyeloég o1otapayég O'QV Drefrcn dwrapayn (G3/4:
S 0.6%)
AloTopayEc Tov N(w@‘ZG 3/4:0,6%), |AvokolMoTnTa,
YOG TPEVTEPIKOD JZzopoartitda (G 3/4: Ocoayitida / dvoeayio /
~40%), odvvooayio (G 3/4: 0,6%),
,<\Q Avdppora (G 3/4: 2,9%), [Kothaxod dhyog, Avoreyia,
@) Epetog (G 3/4: 0,6%)  |Awpwoppayio yooTpevTEPIKOD
& soMva (G 3/4: 0,6%)
Arataporyec @Q‘Sépuatog Alonekio (G 3/4: 10,9%)Kvnoundeg eEavonua,
K0l TOV U \%6ptou 16700 =npodeppia, Amorémion (G
Q 3/4: 0,6%)
e
A[h’r‘(xp(xxég T0V MuaoAyia (G 3/4: 0,6%)
LVOGKEAETIKOD

GUOTNLOTOG KOl TOV
GLVOETIKOD 16TOD

evikég dlatapayég Kot
KOTOOTAGELS TNG 000V
xopnynong

AnBapyog,

[Mupe&ia (G 3/4: 0,6%),
Koartaxpdnon vypov,
Oidnua

IMopaxivikég eEetdoelg

AvENON copaTikoy Bapouvg
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* Ewoaywyn ynuetobepansciog akorovBovuevn and ynuetoaktivobeponeio (TAX 324)

Katnyopieg oA ovyvég Yoyvég avemBopnteg | Oy ovyvég
0PYOAVIKQOV ovem@ounTeg OVTIOPACELS avemOopunTeg
OVGTNHATOV KOTd UVTIOPAGELS avtopdoeig
MedDRA
Aodéeig kat Aotpwdn (G3/4: 3,6%) | Ovdetepomeviky
TOPOCITOCES Aoiuwén
NeomAdopota Kopxvikd dAayoc
Koo 0n, KokonOn Kot (G3/4: 1,2%)
un kabopiopéva !
(mepriapuPavovtan O‘\\é
KUGTELS Kol TOADTOJEC) e N
AwTopayéc Tov Ovdetepomevia (G3/4: o~
olpomomTikoy kot tov | 83,5%), . ()A
Aeppucod cvotuotog | Avopio (G3/4: 12,4%), \\c"

®pouPomevia (G3/4: \'<\

4,0%), IS

Eumdpem >

0VJETEPOTEVIQL z“uA
AwTapoyic Tov (’,U YnepevaucOncio
OVOGOTOLNTIKOV ‘\0'
GLGTNLOTOG OQ
Awotapoyéc Tov Avopeia (G3/4: O&
UETAPOAGUOD KoL TG 12,0%) {}
Bpéymg 4‘9
AwTopayéc Tov Aucyauma/l'[apocuw @s’x?m (G3/4: 2,0%),
VEVPIKOV GLOTNHOTOG (G3/4: 0,4%), M [Teprpepikn| kivnTikn

[Teprpepikn mcs@n K@' vevponabeia (G3/4:

vevpomddeio (G%ﬁl&\ 0,4%)

1,2%) O

O
O

O@Oaipkég o°
dwTapoyég Q« AvEnuévn dakpoppoto. | Emumepukitida

Xe)
AwTapayés Tov otdg SE'KR‘COJGT] mg
KoL TOV XaBUpweou (\Q OKOVOTIKNG 0&VTNTOG

J‘_ (G3/4: 1,2%)
,\\
[oyaupio Tov
Kap&a@‘bwwpaxsg AppoOuia (G3/4: 2,0%) | pokapdiov
DAefixn dwatapoyn

A\&@Qgg doTapoygs

Awtapoyéc tov
YOOTPEVTEPIKOD

Noavtia (G3/4: 13,9%),
Yropartitida (G3/4:
20,7%),

‘Euetog (G3/4: 8,4%),

Ocoayitida, /
dvopayia / odvvopayia
(G3/4: 12,0%),
Avokotmomra (G3/4:
0,4%)

Adppora (G3/4: 6,8%),

Avorneyia (G3/4:
0,8%), l'uotpevtepkd
dAyog (G3/4: 1,2%),
Awoppoyio Tov
YOGTPEVTEPIKOD
ocolvo (G3/4: 0,4%)
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Katnyopieg oA ovyvég Yuyvég avemBopnteg | Oy ovyvég
OPYOUVIKAOV avem@ounreg OVTIOPAGELS avemlounTteg
CLOTNUATOV KUTA UVTIOPACELS avTidpacels
MedDRA
AwTopayéc Tov Alomekia (G3/4: Enpodeppio,
S£PLOITOC KOl TOV 4,0%), Amolémion
VTOSOPLOV 16TOD Kvnouwmdeg eEavonua
Awotapoyéc Tov Mvuairyia (G3/4: 0,4%)
LVOGKEAETIKOD
GUGTHLOTOC KOl TOV N\)
GUVOETIKOD 16TOV O
Tevicée dwatapayés ko | AnBapyog (G3/4: ‘u\
KataoTdoelg T 0dov | 4,0%), AO
yoprynone [Mupetio (G3/4: 3,6%), “uo

Koaztakpdmmon vypodv '<\\\

(G3/4: 1,2%), N\

Oidnue (G3/4: 1,2%) &
HGPQKMWK'@Q Meimwon copatikon A("\AI')&T’]GT] COUATIKOD
g€etdoelg Bépovc zocu Bépovc

G
N

Eumeipia petd v kukiopopio OQ

NeomAdouato kalondn, koxonln ko un kabopiouéva (neplio@%svovml KDOTEIS KOl TOADTOOES)

"Exovv avaeepbei mepiotatikd oeiog Luehoyevong Aevya,
oyxetiloueva pe docetaxel Otav ypnoOTOIELTAL GE GV,
TOPAYOVTES KOV aktivobepameia.

O

A10T0POYES TOD QIUOTIOMTIKOD KOL TOD AEUPLKQD

P

OTHUOTOS

C Kol LUEAOSVOTANGTIKOD GLUVOPOLLOV
oud pe AAAOVG ¥nuel0fepaTELTIKODC

AvapEpniav KOTOGTOAN TOL HLEAOD TV Qv KaOdS Kot GAAEG APOTOALOYIKEG aVETIOOUNTES
avtdpdoeic. ‘Exet avapepbel didyvt 8\@'

TOAVOPYOVIKT AVETAPKELQ.

A1070p0)ES TOD AVOTOTOTIKOD),

S

THUOTOS

3 vewaxn mén (DIC), cuyvd oe cuvdvacouod e onyorio 1

"Exovv avaeepbei opropéva g’bwwru«i AVOQPLAOKTIKNG KoTomAn&lag, Leptkég @opég avatnedpa.

"Exovv avaeephei avtidp

01 omoiot elyov gpeavi

4@

vepevatstneiog (cuyvotnto un Yvootn) 1e T 006eToEEAN o€ acbevelg

POTYOLUEV®G OVTIOPAcELS VTEpevaLcONGilog 6TV TakATagEAN

D
AroTapoyég Tov veBPIKoD GOOTHUATOS

4

Kotd ™ xop%ﬁbn docetaxel ondvia £govv TapatnpnOel TEPIMTOCELG CTACUDV 1) TAPOSIKNG OTDOAELNG

g oLVVELd

Qop uouc&w@t 00 TPOidVTOG.

. Oravtidpdoelg avtég epeoviovtor LePIKES POPES KATA T O1ApKELN TNG EYYVONG TOV

O@mmfg oLoTopoyég

[ToAv ondvia &xovv avapepOel TEPTTOGEIS TAPOSIKMY SroTtapay®dV TG Opaons (AAUYELS, OKOTM) 0L
0moleg KATH KOVOVO ELQPAVIGTIKOY KOTO TNV £YYV0T TOV POPUAKEVTIKOD TPOIOVTOG KOl G€ GUVOLUCUO
HE avTOPAoELS VTTEPELAGONGIOG. AVTEC NTAV AVOCTPEWIIES PETA TN OLOKOTH TNG EYYVONG. IOV
€xovv avapepOel TEPTTOGELS SakpOPPOLOG LE 1] XWPIG EMTEPLKITION KAODS Kol TEPITTAOCELG
amoOQPAENC TOV BaKPVTKOD TOPOL £XOVTAG MG ETAKOAOVOO TNV EUEAVICT) VITEPPOAKOY SaKPV®V.
[MeprTmoelc KuoTE0EIB0VE 01ONUATOG TNG WYPAC kNAidag (CMO) €xovv avapepbei oe acbeveig mov

Aqppavay docetaxel.

Awozapoyés o0 106 Kot Tov Aafopiviov
Zravia £govv avapepbel TEPIMTMOGELG OTOTOEIKOTNTAC, EKTTMONG TNG AKOVGTIKNG 0&VTNTAG KOUT

OTMOAELD OKOTG.




Koapooxés drotapayéc

"Exovv avaeephel omdvieg TEPITTOCELS ELEPAYLLOTOS TOV HVOKAPSIOv.

"Exet avapepbei kothokn appubpio, coumeptiapfavopévng KotAokng Tayvkapdiog (GuyvotnTa un
yvoot), eviote Bavatneopog, o€ acbeveic Tov Elafav docetalédn oe GuVOLOCUO e AAAC GYAUOTO
mov mepthapfdvouv do&opovPikiv, S-eBoploovpakiin Kovn KOKAOQG®GOAUIOT.

Ayyerarég orotopoyés
Eravia, xovv avapepOel pAefikd OpopposuPorikd enelcodia.

A0TOPOYES TOD AVOTTVEDTTIKOD GVOTHIATOS, TOV Bwpaka kol Tov uecobwpdxiov

O&H GVUVOPOUO AVATVEVGTIKNG OVGYEPELNG KOl TEPUTTMGELC OLOUEGOV TVEVUOVIOC/TVEVUOVITIONG,
SLOUEGOL TVELUOVOTIAOELNG, TVELUOVIKNG TVOOTG KOl AVOTVEVGTIKNG OVETAPKELNG LEPIKES POPES
Bavatneopec £xovv avapepbel oraving. Zmdvia £xovv avapepbel TEPITTOCELG TVELHOVITIONG an&\?
aktwvoPoiia o€ acbeveic mov AauPavoy Tovtdypovae aktivobepomeio. A\

O‘u
A1070p0YES TOV YATTPEVTEPIKOD N\
"Exovv avaeephel omaviec TEPITTOOELS EVIEPOKOMTIONG, CLUTEPIAAUPOVOUEVIG TNG &9180@,
LOYAUUIKNG KOMTISOG Kot OVIETEPOTEVIKNG EVIEPOKOAITIdAG, HE mBavH BavatnedpoLkBaon (cuyvétnTo,
Hn yvoott). O

R

Znavio £x0vv avagepOel TEPLGTATIKE APLIATOONG MG GLVETELN YOGTPEVIEAIKOV cLUPAUATOV,
GUUTEPTAAUPOVOUEVNG TG EVIEPOKOAITIONG KOl TNG O1ATPTNONG TOL YO TEPIKOY COAVO.

D)

Srdvia avoaeipOnKay TEPIMTMOCELG EIAEOD KOl EVIEPIKNG ané@pa{,@
O

Q

A10Tapoyés T00 NTOTOS KOl TV YOAPOPDV O
[ToAv omdvia Exovv avagepbel TepITTO®GEIC NTOTITIONG, @@ég QopEC BovatnEopec KaTapyic o€
acBeveic pe Tpoimapyovceg dratapoyts ToL NLOTOG. =

A10Tapoyés T00 FEPUATOS Kl TOV DTOIOPIOD 10TQ >

[ToAv omdvia £xovv avapepbei pe docetaxel TOGELG OEPUATIKOD EPVOVLLOTOIOVE AVKOL Kot
OLoUAOMO0VG EEaVOTLOTOG GG TOAVHORWO epHBN L0, cUVOpopo Stevens-Johnson, To&ikr| emdepikn
VEKPOAVGN. L€ KATOIEG TEPUTTMCELG M@a &xovv cupuPdrdet GALOL TOPAAANAOL TAPAYOVTES OTNV
avanTLdn aWTAOV TV Pavopivev. MétnBolis opotdlovoes pe okAnpddeppa, Tov omoimv cuvidog
TPOTYOLVTAVY TO TTEPIPEPIKO Aepupoidnua Exovv avapepei ue v docetaxel. Eyovv avapepOel
TEPUTTAGELS LOVIUNG (kanaldz AVOTNTO PN YVOOTN).

Aratopoyés twv veppav ’s‘@fwv 0VPOPOPOV 0OV

Neppn duoiettovpyi 1 VEQPIKT QVETAPKELX £xovv avapepBel. Ze mepinov 20% avtdv TV
TEPIMTMOCEWDY OEV un@a\/ TOPAYOVTEG KIVOVUVOL Y10, 0EEL VEPPIKT OVETAPKELD OTMG GLYXOPTYNON
veppotolikmv Ep\\ KEVTIKOV TPOIOVIMV KOl YUCTPEVTIEPIKMY OL0TAPAYDV.

Tevixég 510((3601}(& KOl KOTOOTOGELS THS 000D YOPHYNoNS

Eavio. 9oV avapepel pavoueva amd avouvNGTIKN oKTVOoAld.

‘Eyer pnOel avapuvnotikn avtidpacn ot BEon veong oe onueio Tponyovuevng e€ayyeimwong
(s@ﬁp(ﬁwwn OEPHOTIKNG OVTIOPOOTG OTO ONUELD HOG TPOTYOLUEVTG eEayYEi®ONG LETE TN YOPTYNoN
dooetaledng og dapopetikn B€om) (cvyvdtTnTa PN YvooTn).

H kataxpdtnon vypdv dev cuvodentnke and 0&Ea TEPLGTATIKA OALYOLPIAG 1] VTOTOOTG. APLOATHOOT)
K0l TVELHOVIKO 010Mal otavio, avapEpinioay.

Awozapoyés tov uetofforiouod kor e Opéwnc

"Exovv avaeepbel mepintdoelg nAekTpoAvTIKGV dtoTopaymv. Exovv avagepbei mepurtoelc
VIOVOTPLOLiOG, TTOL oyeTilovTol Kupimg pe apuddtwmon, £ueto Kot Tvevpovia. ‘Exovv mapotnpnei
VTOKOALOLUER, VTOpAYVNGLic Kol VtacBeotiotiio, cVVHOOE G€ GUVIVAGUO LLE YOOTPEVTEPIKES
droTapayEc Kot 1itepa Le 61appota.

Avoopd THavorloyouUEVeV AVETIBOUNTWOV EVEPYEIDY
H avagopd mBovoroyobuevov avemBOUNT®V EVEPYEL®V HETA A0 T YOPNYNOoN (oG KuKAoPopiog
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TOV QUPUOKELTIKOD TPOIOVTOG elvan onpavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
0PEALOVC-KIVOVVOL TOV PUPUOKEVTIKOV TPOTOVTOG. ZNTeital amd Tovg ETayYEALOTIEG TOL TOUEN TG
VYELOVOUKNG TEPTOAAYNC VO OVOQPEPOVY OTTOIECINTOTE TOOVOLOYOVUEVEG OVETIOOUNTEG EVEPYELEG
UEG® TOV €0VIKOD GUOTNUATOS AVOPOPAS TOV avaypapetal 6To Iapdptnuo V.

4.9 Ymnepoocoroyia

Yrnp&av KAmoleg avapopEc vePdOcoA0YinG. AEV VIAPYEL YVOGTO OVTIOOTO Yo TN ANYT VIEPPOAKNG
doon|g docetaxel. Xe mepintmon vrepdocoroyiog, o acBevg Oa mpénel va vooniedeTal og £101K1 povAada
KGT® amwd 6TEVH TOPAKOAOVONON TOV (OTIKOV AEITOVPYLDV. L€ TEPIMTMGEIC VITEPOOGOLOYING, UTOPEL VO
aVOIEVETOL ETTiTOOT TOV avemBOUNTOV gvepyel®dv. Ot KOPIEG AVAUEVOUEVESG ETTAOKEC VTTEPOOCOAOYING
GULVICTAVTOL GE KOTOGTOAN TOV HUEAOD T®V 0GTAOV, TEPLPEPTKN VEVPOTOEIKOTNTA Kot fAevvoyoviTida. Ot
acBeveic Oa mpémer vo Aappdvovy Bepomevtikwg G-CSF 1o cuvtopdtepo duvatd agov yivel owr@ n
VIEPOOGOLOYIO. AAA KATAAANAO LTOGTNPIKTIKA UéETpo O Tpémet vo Aaufavovtal, OTmg amaltettol.

5. DAPMAKOAOI'TIKEX IAIOTHTEX \\(u
51 @appokodvvapikés 1010TNTEG ‘ 405
AN

DoppokobepamenTiky KaTNyopio: OVIIVEOTAOCUATIKOL TOPAYOVTES, w&d}zg&, Kwdkog ATC:
LO1CDO02
o

Mnyovicudg dpdong »
H docetaxel eivor avtiveomlaouatikdg Tapdyovtag mov dpa n@@mvwg ™ ovvaBpoton g
TOVUTOVAIVIG G€ GTAOEPOVG LLIKPOSOAVIGKOVE Kat AVACTEAAEL TV 0mOSOUNGT TOVG, TPOKUADVTOG
ONUAVTIKN EAdTTOON TNE EAeV0EPNC TOVUImOVAIVIC. H ch ¢ docetaxel 6TOVG LKPOCOANVIGKOVG
dev petafdiret Tov apliud TOV TPOTOVLOTIOV. S

N\

"Eyet deryOel in vitro 6tim docetaxel 6tappnyv1')s§® UIKPOGOANVOPLOKO HIKTVO TV KLTTAP®VY TO 0010
glva amopaitnTo Yo (OTIKEG PITOTIKEG Kot 6@ ONG PAOTG KVTTAPIKES AEITOVPYIES.

Dappoxodvvotkés EmMOPAUCELS ‘\O

H docetaxel £dei&e in vitro mrrapmﬁ&mﬁ dpaon o6& KLTTOPIKEG GEIPEC TPOEPYOUEVES GO SLAPOPOLS
OYKOLG TOVTIK®V 1 avBpadTOUL, K$& EMIONG KOl G€ TPOSPATOS AQUpeDEVTEG avOPDTIVOLS OYKOVG OF
Klwvoyeveic dokipaociec. H d&@ axel emTuyydvel VYNAEC EVOOKVTTAPIKEG CLUYKEVIPMOEIS UE LOKPO
xpOvo mapapovic oto KuTtapo. Emmpoctétmg, n docetaxel Ppébnie 611 eivar dpactikn o pepike,
MG OyL 68 OAEC TIC KUTREIPIKEC GEIPEC, Ol omoisg yapaktnpilovral amd avénuévn £Kepacn e p-
YAVKOTP®TEIVNG EAEY Q VNG OO TO YOVidlo Tov gVBVVETAL Yo TNV OVATTLEN TOAAATANG OVTIGTOONG
og Qapuaxo (mu féug resistance). In vivo, m dpdon tg docetaxel eivar aveaptntn oamnd 10
OepamenTikd oY Kl £xEL EVPV PAGLO OVTIVEOTAUCUOATIKNG OPAOTG GE TPOYWOPNUEVO LLOGYEVLLOTO
oYK@V novrmq}é’n avOpoOTOV.

Khvmﬁﬁnskgcummémw KOl AGQAAELD

AR
@lvog 0V UAOTOV

Taxespira oe ovvovaouo ue doxorubicin koi KOKAOQoQoion: couminpwuetiky Oepomreio

AocBeveic pe eyyelpioo kot Betikovg Aeppadéves kapkivo tov pactov (TAX 316)

Ta 6edouévo amod [0 TOAVKEVTIPIKT, AVOLKTY], TUXUIOTOINUEV LEAETT VTooTNPilovy TN ¥PNoN TS
docetaxel w¢ copmAnpopotikn Oepaneio aclevov pe eyyepioylo Kot BeTkoNg AePPASEVEG KOPKIVO TOV
paotov kot KPS > 80%, nlikioag 18-70 etwv. Metd ) otpopatonoinon Pdoet Tov aplfpov tov Oetikdv
Aeppadévov (1-3, 4+), 1491 aobeveic Toyatomodnkay va AdPovy ite 75 mg/m* docetaxel pio dpa
LETA amd T Yopriynon 50 mg/m® doxorubicin kon 500 mg/m’* kvkhopwopapidne (okéiog TAC) 1y 50
mg/m’ doxorubicin axoAovbovpevo amd 500 mg/m? fluorouracil kat 500 mg/m* KUKAOPOGPOIITG
(oxéhog FAC). Kot ta dvo oynuata yopnynOnkav epdmaé kabe 3 efdopddes yio 6 kdkAovg. H docetaxel
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yopnynonke e Eyyoon, dibpkelog piog dpag, EVM OAL To AAAL POPUAKEVTIKH TPOTOVTA, XOpNYHONnKoV
evooprefimg wg doom epodov katd v 1n nuépa. To G-CSF yopnyndnke wg devtepedovoa mpdinym
o€ acbevelg oV TaPOVGINGOY ETITETAEYUEVT] OVLOETEPOTTEVID (EUTVPETT OVOETEPOTEVID., TAPUTETAUET
ovdetepomevio 1 Aoiuwén). Ot acbeveic mov Ntov oto okéhog TAC Elafav avTiBloTiKy TPOPLANKTIKY
Oepaneia pe ciprofloxacin 500 mg, awd TOL GTOUATOG, V0 POPEC NUEPNGimg Yo 10 nuépec, apyilovrog
amd Vv 51 nuépa Tov Kabe KokAov 1 avtiotoryo avtiProtiko. Kot ota 600 okéAn, petd and tov
teAevToio KOKAo ynuelobepameiog, ol acheveic mov giyav Oetikobg VTOdoYEIC 0O1GTPOYOV®Y /Ko
wpoyeotepovng Elafav 20 mg tapo&ipévng nuepncing yuo S ypovia. H copninpopatikn Oepaneio
aKTIVOPOALOG TEPTYPAPTKE COUPOVO LE TIG EMIKOPES KATEVOVVTPLEG 0OTYIES TOV CUUUETEYOVTIDV
WpLUATOV Kot EQaprocTnKe o€ 69% Tmv acbevav mov Ehafav TAC kot og 72% 1oV acbevav Tov
éaPav FAC.
[paypatomomOnikoy dV0 eVOIAUESES OVOAVGELS Kot [, TEAKN avaAvot). H Tpdtrn evotdpeon avaiugon
oYEOIAOTNKE 3 XPOVIA UETE, TV NUEPOUNVID KOTA TNV OTTOin E1YE YIVEL 1] GTPOTOALOYNGT T®V uw%\\
acBevav otn puerém. H deutepn evdidueon avdivon Eywve apdtov giyav kataypoapei cuvoAlkad00
oupupdavta DFS, ta omoia 0dnyncav og didpeso ypovo tapakorovdnong 55 unvav. H rskm&d?mcn
€ywve O6tav 0leg o acbeveic Eptacav Ty emiokeymn mapokoiovOnons tov 10 etov (extdgedv glyov
Kdmolo copupdv DFS 1 mponyovpévmg fitav addvatn n mapakorovdnet tovg). H erendepn vocov
emPioon (DFS) frav 10 kpto TEAKO oMUE0 amoTeEAeopaTikdTTag Kot 1 Suvorlki4mpinon (OS) fitav
70 JEVTEPEVOV TEMKO OTUEID AMOTELEGLATIKOTITOC. ‘ AS

AN

Aovbnon 96 unvov.
oG TAC o€ obvykpion pe 10
oBeveig mov éhafov to TAC

Mo ek avaALGT TPAYLOTOTOMONKE e Lt TPOYUATIKY SIAUEST IOl
AmodeiyOnke onpoavtikd peyodotepn, ekevbepn vooov, emiPinwon oto ¢
okéhoc FAC. H ovyvotnta vrotponmdv ota 10 xpovia peiodnke o
évavti ekeivov mov Ehafav 1o FAC (39% évavtt 45%, avtiotor TOl AOALTY HEIOT) TOV KIVOUVOL
o€ m060ot0 6% (p = 0,0043). Eniong n cvuvolikn emPioon ot xPOVIO avENOTKE ONUAVTIKA LE TO
TAC og ovykpion pe 10 FAC (76% évovtt 69%, avtiot 0Q9|r01 amoAvTn peimon Tov Kivdhvov
Bavdatov og m0cooto 7% (p = 0,002). Eme1dn| to 6@ero éﬁ mapatnpnonke oe acbeveig ue 4+
AELOUSEVEG OEV NTOV GTOTIGTIKA OT|LLOVTIKO GTN ot OS, 1 Betikn avoroyio o@EAoVG/KvOHVOL
v 10 TAC o€ acbeveic ue 4+ Aeppadéveg dgv K%zq%gxemcs TANP®G GTNV TEAKN avaALGT).

SUVOAIKA, TO ATOTEAEGLLOTA TNG LEAETNC 88t)&&1)v OeTikn avaroyia opérovg Kivovvov yia to TAC
ovykprtikd pe to FAC. O
O\

AvorvOnkav ot vrorinbvouoi Tov evav Tov avtiuetoniocdnkav pe 10 TAC cdupovo pe Tovg
TPoOTTIKG Kafoplopévoug Kl’)pt%t@ TPOYVOOTIKOVS TOPEYOVTES:

A
. ‘(\4 EmpBioon eAc00gpn vocov LUVOAIKN emifimon
YmorinOvopog AmBuég | Avadroyio| 95% CI p= [|Avaroyio | 95% CI p=
acOevav Oevav| Kivovvov KLVOUVOU*
) *

AprOpég 98‘!71](%
kap(paﬁsvmv
Evvo?mca sk- 745 0,80 0,68-0,93| 0,0043 0,74 0,61-0,90| 0,0020

QG 467 0,72 0,58-0,91| 0,0047 0,62 0,46-0,82| 0,0008
4+ AQ 278 0,87 0,70-1,09] 0,2290 0,87 0,67-1,12] 0,2746

*avROYio KvdHvou pikpdtepn omd 1 vmwodeticviet 61t To TAC cvvdéetarn pe peyaldtepn emiPioon,
erevbepn vOGOL Kot cuvolikn emiBiowon évavtt tov FAC

AoBeveic pe eyyeploilo Kol apvnTikoS AEUQAdEVES KOPKIVO TOL LAoTOD OV £ivol KOTAAANAOL VO,

AdBovv ynueobeparneioc (GEICAM 9805)

Ta 6edopéva amd Hio TOAVKEVIPIKT CVOIKTH TUYOOTOMUEVT] HEAETN LToaTpilovV TN (PO TOV
Taxespira yio, T cOUTANPOUOTIKY Oepameio acOevav e eyyelpico Kot opynTIKODC AEUQUIEVES
KOPKivo TOV HoeTod oL givar KatdAAniot va Aapovy ynuetobeparneio. 1060 acbeveic Tuyatomombnkay
Y10, v AGBovv eite 75 mg/m” Taxespira yopnyoOpeva 1 dpa petd omd 50 mg/m* doxorubicin kat 500
mg/m’ kukhopmopapuidng (539 acheveic oto okéhog TAC) site 50 mg/m’ doxorubicin axolovBodueva
amd 500 mg/m” fluorouracil kot 500 mg/m* kvkhopmoeapidng (521 acdeveig oto okéhoc FAC), g
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oLUTANPOUATIKN Bepameio TOV 0oOEVAOV e EYYEIPICILO KOl OPVNTIKOVG AEUPAOEVESG KOPKIVO TOV
LOGTOD OV SATPEYOLY LYNAO KivOUVO LTOTPOTNG GVUP®VO. pe To Kprtipla St. Gallen tov 1998
(néyebog dykov >2 exatootd 1/kar ER kot PR apynricd 1/kat vynAd 1otoloyikd/mopnviko faduo
kaxonfetog (Pabpod 2 £wg 3) /kar nhikia <35 €1@V). ALPOTEPO TO GYAILOATA YOPTYOOVTOV pict popa
Kké0e 3 gfdopadec yo 6 kdxhovg. To Taxespira yopnyeito g Eyyvon ddpkelag piog dpag, EVM OAL T
VIOAOITA POPUOKEVTIKE TPOTOVTO yopryouvtay evdopieBing kKatd tnv nuépa 1 kabe 3 efdouddec. H
npmtoyevig TpoeOAaLN pe G-CSF xotéot vroypemtikh) 610 okélog TAC petd v toyatoroinon 230
acBevav. H enintoon ovdetepomeviag fabpot 4, eumbpetng oVdETEPOTEVING KOl OVOETEPOTEVIKNG
Aotpwéne Nrov petmpévn o acbeveic mov ElaPav tpmtoyevi Tpoeovialn pe G-CSF (BA. mapdypagpo
4.8). Xe aupotepa Ta. OKEAT, LETE TOV TEAELTAIO KVUKAO TG ¥Muetobepamneiag, ol acOeveig pe ER+ 1/kan
PgR+ oykovg AMapupavay 20 mg tapo&ipévng pio eopa v NUEPA Yo E®G KoL 5 £T1). ZUUTANP®LOTIKY
axtvoBepaneio yopnynonke cOPUPOVO PE TIG KATELOVVINPLEG 0ONYIES TOV CLUUETEXOVI®V WOPLUATOY
Kot epapuootke o€ 57,3% 1ov acbevav tov Ehapav TAC kot og 51,2% tov acBevadv mov éka%s\g
FAC. N

O‘u
Mia apyikn avaivon kot pio emtkoporompévn avdivon deénydnoav. H apyn avédivam ywve otav
oMot o1 aieBeveig eiyav mepiodo mapakolovONoNg peyolvtepn TV 5 €TV (Stdpeon 5 0g
mapoakorovOnong 77 unvov). H emcoiporompévn avaivon dievepyndnke 6tav 6Aei ol acbeveig
£QTaoay TNV eniokeyn mapokolovnong tev 10 etdv (didpeon mtepiodog mapo: @b@ncsng 10 etddv Ko
5 unvav) (extoc av eiyav kamoto supPdv DES 1 mponyovpévac ftay adOvoay N mapakorovdno
tovg). H letBepn vooov emifioon (DFS) ftav 1o k0p1o 1eAko oNUEi0 AEFOTEAEOUATIKOTITOS KOl 1)
ouvolikn emPioon (OS) Rrov To devutepehov TEAIKO onpeio anors)»sc&@gﬁémwg.

21 o1dpeon mepiodo Tapakorovdnong twv 77 unvov Tapatnpnd Gcn LOVTIKG peyoluTepn ehenbepn
vocov emiPimon yia to okéhog TAC og oUYKplon e TO OKEAO . Ov acBeveic mov Adupavav
Bepansio pe TAC eiyav psimon katd 32% Tov KivdHvov vEQEPOTIC GE GVHYKPLON e EKEIVOVE TOV
Aappavay Oepomeia pe FAC (avaioyia kivdovov = 0,68, 25% CI (0,49-0,93), p = 0,01). Ztn didpeon
nepiodo mapakorovinong Tev 10 eTdv kat 5 pvev, Qrksdeveic mov Adupavay depaneio pe TAC eiyav
peimon kotd 16,5% tov Ktvddvov voTponng o m}loé’wn pe eketvoug mov Adppavav Bepameio pe FAC
(avaroyia kvdvovov = 0,84, 95% CI (0,65-1,08}§? ,1646). Ta dedopéva, and v emPioon erebbepn
VOGOV OV TV GTOTIOTIKMG G LOVTIKG, 000»(7(:\ koAovBovcay vo cuvdiovtar pe BeTikn Taom TPog
opelog tov TAC. ‘ O\)

N\
21 oidpeon mepiodo napamkob@no@otmv 77 unvav N cuvolikn emiBioon (OS) ftav eniong
peyorvtepn oto okéhog TAC pe T 19 acBeveic mov Adpupavav Bepaneio pe TAC va gpeavifovv peimon
Katd 24% tov Kvdvvov Bavato)Ge cOyKplon pe to okédog FAC (avaioyio kvdvvov = 0,76, 95% CI
(0,46-1,26, p = 0,29). Qo1daw, N Kotavopr| g OS dev rav onuovticd StopopeTiky LeTadd Tov 2
opadmv. Xt d1dpeon ns@@o mapoakorovOnone tov 10 et@v kot 5 unvov, ot acbeveic mov Adufovay
Oepaneio pe TAC ey \Q tmon katd 9% tov Kivdhvov BavaTov g GOYKPLoT LE EKEIVOLS TOL AdpPavay
Oepaneio ue FAC \'%»oyi(x Kwovvov = 0,91, 95% CI (0,63-1,32)). To mocootoé emiPiovong nrav 93,7%
010 okélog TA 191,4% o710 oxéhog FAC, oto ypovikd onpueio tov 8 etdv mopakoiovdnong, Kot
91,3% o10 GCU' ¢ TAC kot 89% oto okéhog FAC, 10 ypovikd onpeio tov 10 etov napakorlobnonge.

H Gam@amym 0péLovg Kivdvvov mopapével apetdfintn yio to TAC og ouykpion ue to FAC.
Ava av VTocLvora acBevev ov AdpPovay Oepaneia pe TAC cOpQ@Va Ll TOVG TPOOTTIKA
KolBdpiopEvong HEilOVEC TPOYVMOTIKOVG TOPAYOVTEG GTNV APYIKH aviAvon (611 didpeon mepiodo
nmapoakorovOnone tov 77 unvav) (PA. Tivoka TopaKiTm):

Avoivogic Yroouvolwv - MeAétn Zvuninpopatiknie Osponciog o AcOeveic ue Kapkivo tov Maotod
kot Apvnrikove Aepeadévee (Avéivon ITpdOsonc-npoc-Oepameio)

Elg00epn Nocov EmBioon
Yoovvoro a.60Evav ApOpoc 060evdv otny [Avaroyia Kivdvvov™ 95% CI
opaoa TAC
Xvvoro 539 0,68 0,49-0,93
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Ele00gpn Nocov EmBimon

Ytoovvoro a.60Evav ApOpoc 060evdv otny [Avoroyia Kivovvov™ 95% CI

opdoa TAC
Hiwioxn katnyopia 1
<50 gtV 260 0,67 0,43-1,05
>50 gtV 279 0,67 0,43-1,05
Hiwuoxi katnyopia 2
<35 g1@dv 42 0,31 0,11-0,89
>35 gtV 497 0,73 0,52-1,01
Kotdotaon oppovik®v
V000 E®V
ApvnTicn 195 0,7 0,45-1,1 O
@stuci) 344 0,62 0.4-0,97 %
Méye0og 6ykov ‘u\v
<2 cm 285 0,69 0,431,1
>2 cm 254 0,68 | 045-1,04
ToToroyukog Puduog \'\‘u"
Bafuog 1 (mepthapfavet pn
aEloloynoipo Padud) 64 0,79 o 0,24-2.6
Badpoc 2 216 0,77 q§ 0,46-1,3
Bobuog 3 259 0,59 .\ 0,39-0,9
Kotdotaon ‘O(U
EPPNVOTOVONG S
TIpoeppunvonavcloK 285 @ 4 0,40-1
METEUUNVOTOVGIOKT 254 ~09,72 0,47-1,12
* Avadoyia kvdovov (TAC/FAC) pukpdtepn omd 1 Dno?}sm\@én 10 TAC oyetileton pe peyalvrepn
elebbepn vooou emiPioon og obykpion pe 1o FAC. {}

AlepguvNTIKEG OVOADOELS VTTOOUAS®V Y10, TV sksf)espr@cov emPioon yo acbeveic mov TANPoLV Ta
Kpurpla ynueobepaneiog St. Gallen Tov 2009 - (n@cuég ITT) mpaypotomomOniay Kot

Topovctdlovtol To KATo: ) ZOCU
(&)
QK\ Avaroyio Kivovvov
TAO FAC (TAC/FAC)
Yroopdosg (@9) (n=521) (95% CI) TN T0V p
O (p-value)
Ikavomoinon GyeTIKNG ) O\)
EvOEIENC Y10l M ueto@spang‘iq‘i N
o N 18/214 26227\ 796 (0,434 -1,459) | 0,4593
S, (8,4%) (11,5%)
Nou O 48/325 69/294 |0 606 (0,42-0,877) |  0,0072
(14,8%) (23,5%)

AN\
TAC = docetaxel, doxorubicin ka1 KukAoQOGEAIoN
FAC = 5- ouracil, doxorubicin kol KUKAOPOGPAION
Cl= 61&% pa gumotoovuvng, ER = vrmodoyéag ototpoydvav
PR = 0YE0G TPOYEGTEPOVTG
¢ E@%(—apvntu«')g N Babuov 3 1 uéyebog dykov >5 cm

H avaioyio Ktvdhvov vTOAOYIGTNKE LE TN (PTOT) TOV VTOSEIYHATOG AVOAOYIKGOV KIVOOHVmV Tov CoX e
v opdda Oepaneiog mg Topdyova.

Taxespira wg povobepaneio

AVO ToyooTOINUEVES GUYKPITIKEC LeAéTeg pdong 11, ot omoiec mepiehduPavay cbvoro 326 acbevav e
UETAOTATIKO KOPKIVO TOV LLOGTOD GTIG OTOIEG iy amotvyel Oepameia e aAKVAM®TIKODE TaPAyoVTeS Ny
392 acbevdv pe PETAOTOTIKO KOPKIVO TOV LOGTOV GTIG OTOIES Elxe amoTuyEl Bepaneio e
avBpakvkdiiveg, Tpaypotoromdnkay e yopnynon g docetaxel otn cuvieT®pEV d0GOAOYIN KOt TO
oxfue 100 mg/m” kée 3 efdopddeg.
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2116 0o0eveig oTig omoieg glye amoTuyel 1) Oepameio e aAkLALOTIKOVS TapdyovTeg, 1 docetaxel
ouykpibnke pe ™ doxorubicin (75 mg/m’ ke 3 efSopadeS). Xwpic va emnpedost To GLVOIKS XPOVo
emPioong (15 unveg yia t docetaxel Evavtt 14 unvav yia t doxorubicin, p = 0,38) 1 10 ypovo uéypt
Vv TP0060 ¢ vOcoL (27 gfdouadec yia tn docetaxel Evavtt 23 efdouddwv yia tn doxorubicin, p =
0,54), n docetaxel avénoe 10 TocooTd avrandkpiong (52% Evavtt 37%, p = 0,01) kot eELdTToE TO
xpovo avtamokpiong (12 efdopdadec Evavt 23 efdopddwv, p = 0,007). Tpeig acBeveic (2%) mov
ghapPoavav docetaxel diékoyav ) Oepameio Ady® Katakpatnong vypmv, eved 15 acbeveic (9%) mov
ehapPoavav doxorubicin diékoyav ) Bepameio AGY® KapIOKNG TOEIKOTNTOG (TPELG TEPUTTMGELS
LOpaiog GUUPOPNTIKNG KOPOLUKTG OVETAPKELNG).

>11c aoBeveic oTig omoieg elye amotuyetl Oepameia pe avOpakvkiiveg, n docetaxel cuykpifnke Evavtt Tov
ouvdvoopod mitomycin C kot vinblastine (12 mg/m’ ka0 6 epSopddec kot 6 mg/m” kGbe 3 eBSopAdES).
H docetaxel abénoe 10 Toc0o16 avtandkpiong (33% évavtt 12%, p < 0,0001), mapéteve 1o ¥pov ﬂgpl
Vv TP060060 ¢ vocou (19 gfdopadec Evavtt 11 efdopddmv p = 0,0004) Ko TapéTeve T GLV 7@1’]
emPioon (11 pAveg évavtt 9 unvav, p =0,01).

Q
Kozd m didpkela tmv 600 avtdv peretov eaong 11, 1o mpoeil aceaieiog tng doce ‘ieQﬁwv o€
GLUPOViA [E TO TPOPIL aoPoAEing TOL TapatnpNONKe Katd T1g pedétec paong 11 {% Tapypoeo 4.8).
o

Mia avotKTY), TOAKEVTPIKT, TUYOOTOUEVT] KAMVIKT HLeAETN edong I11 818vsé’ﬁ6m<8 Y10, VO GUYKPIVEL
™ povoBepomeio pe docetaxel kot paclitaxel otn Ogpameio Tov TPOYOPMUEMOL KOPKIVOL TOV LOGTOD GE
acBeveic tv onoimv 1 Tponyovuevn Beponeia eixe cvumeptddfet avo KAtvn. 'Eva chvoio 449
acBevdv Toyatomomdnke dote va AapPavet eite povobepomeio pe axel, 100 mg/m’ £&yyvon oe 1
®pa, ite paclitaxel, 175 mg/m* éyyvon oe 3 dpec. Kat ot §Ho (xb ¢ yopnynhonkav ke 3 efdopnddec.

Xwpic vo ennpeaotel 10 TPOTEVOV TEMKO onpeio a&loAdy , GLYOMKO TO0G00TO amdkpiong (32%
évavtt 25%, p = 0,10), n docetaxel mapéteve 10 UEGO YPOVE-EEEMENC TG VOGOUL (24,6 gfdopddeg Evovl
15,6 efdouddwv, p < 0,01) kot tn péon emiPioon (1563.‘lpmvsg évavtt 12,7 umvav, p = 0,03).

N\
[Mopatnpndnkoy teplocoTEPES OVETIBVUNTES €V, c‘é’tag Babuov 3 £wc 4 pe ™ povobepameio, pe
docetaxel (55,4%) ce cOykpilon pe 10 paclita& 23,0%).

Taxespira oe avvovoouo ue doxorubici ‘\O
TpaypoatomomOnke pio ueydAn Toyadmompuévn perém edong 111, n omoia mepteldpfove 429 acOeveic
L€ LETOOTOTIKT VOGO TTOV gV si)(SIXQdBa TpoNyoLUEVMG Bepameia Kot otV omoia yoprynonke
doxorubicin (50 mg/m?) ce 01)&@(10;&') pe docetaxel (75 mg/m®) (oxéhoc AT) évavtt doxorubicin (60
mg/m’) oe cuvdvaouod pe cyélophosphamide (600 mg/m?) (okéhoc AC). Ko ta §Ho docoroyucd
oYUt YopNyHonKav r& uépa 1, kéOe 3 gfoopadec.
o To ypovikd 5%3111 pa £o¢ v Tpoodo g vosov (TTP) rav onuavtikd peyoldtepo 6to
OKENOG Q&vown Tov avtictoyov oto okérog AC, p = 0,0138. H dudpeon tyun tov TTP Atov
37,3 a@oud&sg (95% CI: 33,4 — 42,1) oto okérog AT a1 31,9 efdopddeg (95% CI: 27,4 —
36 t0 okéhog AC.
. @cmvokucé 1060070 ovTomdkpiong (ORR) Ntav onuavtikd vymiotepo oto okérog AT évovtt
Qc v avtiotolyov 610 okélog AC, p = 0,009. To ORR frav 59,3% (95% CI: 52,8 - 65,9) oto0
Q okéhoc AT évavtt 46,5% (95% CI: 39,8 - 53,2) oto okéhog AC.

2 pekét awtr, 0to okéAog AT Tapovoidotnike VYNAOTEPT SLYVOTITA EUEAVIOTS Popildg
ovdetepomeviag (90% évavtt 68,6%), epmdpetng ovdeteponeviag (33,3% évavtt 10%), Loipwéng (8%
évavtt 2,4%), duapporag (7,5% Evavtt 1,4%), advvapiog (8,5% évavtt 2,4%) kot dAyougs (2,8% évavtt
0%) o€ oyéom pe to okéAog AC. Amd v GAAN Thevpd, 6to okélog AC onpetmbnke vynAdTepn
ouyvoTNTA EPPdviong Papric avarpiog (15,8% évavt 8,5%) oe oyéon e to okéhog AT, kot emumAéov,
VYNAOTEPT SLYVOTNTA EREAVIOTG Papldg Kopdlakng TOEIKOTNTOG: GULLPOPTTIKT KOPILUKT) OVETAPKELL
(3,8% évavtt 2,8%), amdivtn peiwon tov kKAdopatog eEdbnong g aprotepng kokiog (LVEF) > 20%
(13,1% évoavtt 6,1%), andAvt peimon tov Khdouatog eEndnong g apiotepng kokiag (LVEF) >30%
(6,2% ¢évavtt 1,1%). To&koi Bdvator onueimdnioy og 1 acBevn oto okérhog AT (Adyw cupeopnTIKng
KapOLOKNG avemapkelag) kal o€ 4 acbeveic 6to okélog AC (1 Adym onzmtikov shock kot 3 Loyw
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GULLPOPTTIKNG KAPILOKNG OVETAPKELG).
H mootta {ong, 60mmg a&oloyndnke pe to epotnpatordyio EORTC ftav cuykpiotun kot 6tabepn
Katd T O1apKeLn TNG BEpomeiog Kot TS GUVEYELNG TNG TOPAKOAOVON OGS KOl 6T, 000 GKEAT.

Taxespira oe avvovaouo ue trastuzumab

H docetaxel oe cuvovacud pe v trastuzumab peketOnke yuo ) Oepaneio acbevav pe HETOTTATIKO
KaPKivo TOL HaGToV, TV 0moimVv ot dykot vrepekppdlovv To HER2 kot ot omoieg mponyovuévag dev
glyav AaPet ynuetoBepaneia yio petactatiky voco. Tvyatomomdnikoay 186 acbeveic va Adfouvv
docetaxel (100 mg/m?) pali pe trastuzumab 1 yopic ovti. TIponyovpévog 60% tov achevav Elopav
cLUTANPOUATIKA ¥nuetobeparneio facilopevn oty avOpakvkiivn. O cuvdvacpog docetaxel pe
trastuzumab 1tov anoteAecoTIKOG o€ acbeveic ol omoieg gite eiyov AdPel TponyovUEVMG
cuumAnpouatikd avlpakvkiiveg eite oy H xopla pébodog dokipaciog Tov ypnoiponoonKe yo v
npocdoptotel 1 Oetikdt o HER2 6g avtriv v mdotikn peAétn ntav 1 avocoictoynueio (IHC)~Mia
petovotnto, tov acfevav a&lohoynonke, epapudlovrag t ebopilovca vPprdoroinon in-situ ( ). Ze
vty ™ perétn, 87% tov acbevav giyav voco 3+ katd IHC kot 95% tov acbevadv mov sicifbav sixav

voco 3+ katd IHC 1/xan FISH Bgtikd. Ztov axodrovbo mivaxa avagépovtot nspt?»nmuc

UTOTEAECUOTO, G TTPOG TV OTOTEAEGUOTIKOTI T (3
(\\\
Hopdapetpog Docetaxel pali pe trastuzumab' 6Docetaxel
n=92 q\ n=94
[TocooTd avTamoKpiong 61% C,_,A 34%
(95% CI) (50-71) [©) (25-45)
Méom SuapKeLn AVTOTOKPIoNG \"
(wivec) 11.4 oQ 5.1
(95% CI) (9,2-15,0) A& (4,4-6,2)
Mécog TTP (unvec) 10,6 {} 5,7
(95% CI) (7, 6 12 9)) (5,0-6,5)
Méon emiBioon (unveg) 22,1°
(95% CI) (%‘éne) (17,6-28.9)

TTP = Xpovoc £oc TV eEEMEN TNG VOGO, “ne’” LTADEIKVVEL OTL SV TV SuVaTO Vo VTOAOYIOTEL | SeV EyEL

aKoun emrevyDel.

"TIMpng avéven (pdbeon yio espanata)‘
*Ynohoyiobeico péon emPioon

0(\

<\O

Taxespira oe avvOovOOUO UE cap@babme

Yroyeio amd Uio TOAVKEVTPIKH), TUYALOTOMUEVT, EAEYYOUEVT] KMVIKT peAétn edong ITT vrootnpilovv
N xpnon ¢ docetaxel ge@PVOILOGUO e capecitabine, yio tn Ogpaneio ac0evav pe TomIKd
TPOYWPNUEVO N LETUG 0 KOPKIVO LOGTOD KOTOTLY OOTUYI0G KUTTOPOTOEIKNG ynHetobepaneiog, 1
omoia cthsptkauﬁov(s 10 ovOpakvkAiv. X7 avtn tn pedétn, 255 acbeveig tuyoromombnkay oe aymyn
ue docetaxel (75 m” pe evoopAéPia £yyvon didpretag 1 dpag kade 3 efdonddec) kot capecitabine
(1250 mg/m’ B0 popég Nuepnoing yio 2 efdopddes akorovbodpevn and 1 efdopdda drakomng). 256
ao0eveic TuxgdmomONKay og povodepaneio pe docetaxel (100 mg/m’ pe ev8o@AEPLOL Eyyuon dapKeLag
1 dpag efdouddeg). H emPinon vrepeiye oto okéhoc cuvdvacuod docetaxel + capecitabine (p =
0 012 %ﬁl duapeon Ty g entPimong Ntav 442 nuépeg (docetaxel + capecitabine) évavti 352 nuepmv
(w pomata pe docetaxel). H cuvolikd mopotnpovpevn avtamdKplon 6T0 GOVOAO TOL
Toydlomomuévov TAnbucpov (a&loldynon epevvntn), ntav 41,6% (docetaxel + capecitabine) vavtt
29,7% (novobepomeio docetaxel): p = 0,0058. O ypdvog uéypt v e€EMEN T VOGOL VIEPETYE GTO
okéhog cuvdvaopov docetaxel + capecitabine (p < 0,0001). H didpeon Ty tov xpovov péypt mv
e&EMEn g vooov Ntav 186 nuépeg (docetaxel + capecitabine) évavtt 128 nuepmv (povobepoameia pe
docetaxel).

Mn 1ikpoKrvTTOPIKOC KOPKIVOC TOV TVEDUOVA.

Aobeveic mov Eyovv Adfer mponyoduevy ynueiobspameio e 1 ywpic axtivolepameio.
e pio pedé eaong 1, og acBeveig mov elyav AaPet mponyoduevn Bepamneia, o ypdvog puéypt v
7TP00060 ¢ vocou (12,3 efdouddeg Evavtt 7 efGoudomv) Kot 1 OAKN emPimon NTOV OTUAVTIKG
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nopatetopév yia ) docetaxel ota 75 mg/m’ og ovykpion pe v Kodbtepn Yrootpucticry Ayoyh
(Best Supportive Care, BSC). Eniong to mocoot6 emifiowong otov 1-xpdvo ftav onpavtikd
mapoteTapévo yia tn docetaxel (40%) évavtt tng BSC (16%).

"Eywve pikpotepn ypnon omoedav avoiyntikav (p < 0,01), un omoeddv avaiyntikov (p < 0,01),
GALOV QAPUOKEVLTIKMV TPOTOVTOV Y10l TNV AVIIUETOTIOT TOV CUUTTOUAT®V TG vocov (p = 0,06) kot
axtvobepomeiog (p < 0,01) oTovg acheveig mov EhaPav Bepameio pe docetaxel 75 mg/m” oe chykpion
pe avtovg ¢ BSC.

21ou¢ a&loloynolovs acbeveic To GUVOAKO TOGOGTO avTOTOKPIoNG NTAV 6,8% Kot 1) S1dEST) SLAPKELL
avtomokpiong nrav 26,1 efoopddec.

Taxespira o ovVOVAGUO UE OKEVAOUATA TAATIVOG 08 AOOEVEIS TOD OEV YOV AGSEL TPONYOVUEVWIS
xnuetobeparneio 9
e wo, pedét eaong 11, 1.218 acOeveic pe pun xepovpyRoiuo, un LIKPOKLTTOPIKO KAPKIvo TO 4‘\
nvevpova otadiov 1B 1 IV, pe KPS 70% 1 peyodvtepo Kot ot onoiot dev giyav AaPet mporny (0
ynuetofepameio yio auTh T VOG0, TuxatomodnKkay site oe 75 mg/m’ docetaxel (T) wg éy)o@gr'l wpag,
Gpeco axohovBodpevn and 75 mg/m’ cisplatin (Cis) yo 30-60 Aentd k6Oe 3 epdonadec (RCis), 75
mg/m” docetaxel o¢ éyyvon 1 dpag oe cuvdvacud e carboplatin (Cb) (AUC 6 mg/ ‘ﬁ;mn) v 30-60
Lemtd kGOe 3 efdopddec site e 25 mg/m’ vinorelbine (V) xopnyolpevn yia 6-10 Aerde kotd v 1n, 81,
15m, 221 nuépa axorovBodpevn omd 100 mg/m’ cisplatin katd v 1n nuépor sn&@iauﬁavéusvwv K60e
4 gfoopadec kokiawv (VCis). 4}

3
2tov akdrovbo Tivaka angwkovifovtal Ta oTotyEia emPimong, o 81(&“80‘@(‘@6\/0(; v Ty €&EMEN ™G
VOGOV KO TO, TOGOGTA AVTUTOKPIONG Y10 TA dVO GKEAN TNG ugkémg\o,

R
TCis VCis d)
n =408 n :‘4\@ YrotioTiky eneéepyacio
>uvoAtkn emPicoon \S{"
(ITpwtevov KataAnKTiKo onueio): 0*'
Avgpeon emPioon (uivec) 113 AN Avoloyia kivdvvou: 1,122
301 101 97,2% CI: 0,937, 1,342]*
<&
Movoetng emPioon (%) 48N Awpopd otnv ayoyn: 5,4%
O° 41 [95% CI: -1,1, 12,0]
Aetig emPioon (%) O\ 1 Awgpopd otnv aymyn: 6,2%
O 14 [95% CI: 0,2, 12,3]
Aldpecog ypovog yia Tnv e&EMEn T@gu
VOGoL (eBSopadeq): ,\O 22,0 23,0 Avolroyia kivovvov: 1,032
. [95% CI: 0,876, 1,216]
O 31,6 245 Awpopd ot ayoyn: 7,1%
>uvoAikd 1060010 avigmdrpiong (%): [95% CI: 0,7, 13,5]
=

*: Ol Tpég éxom(&oopecoesi ®G TPOG TIG TOALUTAEG GUYKPIOELS KOl MG TTPOG TOVG TAPEYOVTEG
SloTpOpdT % (otddo g acbévelag kot meproyn mov yivetot 1 Oepaneia) facel TOV TOGOGTOD TOL
mnBvopoplalv acbevmv to omoio pmopel va aloroynet.

Ta 6 1@%8{)0\/’[(} KOTOANKTIKG onueia tepteddpfovay petafoin tov dryove, cuvoitkn Babuoioyio
n@%wg Long pe Paon to EuroQoL-5D, KAipoaka Zvprtopdtov tov Kapkivov tov [Tvedpova kot
petaforég g Katdotaong wavotnrag kotd Karnofsky. Ta amoteléopata autdv Tmv SguTEpELOVIDV
KOTOANKTIKOV GNUEIDV NTOV VITOGTNPIKTIKA TOV OVTIGTOL®MV TOV TPOTEVOVIOV KATUANKTIKOV
onueiov.

H amoteleouatikomta to0 cuvdvacuov docetaxel/carboplatin dev undpece va amoderydel iIcodvvaun
OAAG 00TE KO KOTOTEPT CUYKPIVOLEVT LE VTN TOL GLVOLOCUOV BEpPATEINS CVOPOPAC
vinorelbine/cisplatin.

Kopxivog tov mpoordry
H aocpddeia kon | amoterecpaticotnta g docetaxel oe cuvdvaoud pe mpedvilovn 1 TpedviLolovn o€
ao0eveic L OPLLOVOAVTOYO LETACTOTIKO KOPKIVO TOV TPOSTATH 0EI0A0YHONKAY GE [ TUYOLOTOUEVT,
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mohvkevtpikn perét edong I Xvvolkd tuyaromomOnxav 1006 acheveic pe KPS > 60 otig

aKolovbec opddes aywyng:

. Docetaxel 75 mg/m’ k60e 3 efdopadec yia 10 kdKAovg.
. Docetaxel 30 mg/m’ yopnyoOpevo efdopadiaing Tic Tpdteg 5 efdopddeg oe éva Koo 6

efdopddmv yia 5 KOKAOLG.
. MrtoEavtpovn 12 mg/m* kébe 3 eBdopddeg yior 10 kbrhovg.
Ko ta tpio 6060A0Y1IKA oot xopnyndOnkav oe cuvdvacpod pe S mg tpedvilovng 1 tpedvilorovng, 2

POPEG MUEPNTIWS, CLVEXDC.

Ot acBeveic oTovg omoiovg yopnyeito 1 docetaxel kabe 3 eBOOUASES TOPOVGIOGAY CNUAVTIKA,
UEYOADTEPT GLUVOAIKT EMPIOT GE GVYKPIOT LE EKEIVOLG GTOVG 0moiovg yopnynOnke wroéovipoévn. H

avénon tng emPioong mov eavnie oto gfdopadiaio okérog g docetaxel dev MTav GTATICTIKAOG
ONUOVTIKT CUYKPIVOUEVT LE TO GKEAOG EAEYYOV TNG UITo&avTpovng. XTov akdiovbo Tivaka
TOPUTIOEVTOL TEPIANTITIKA TO KOTAANKTIKG GTUELN OTOTELECUATIKOTNTOG TOV GKEADV TG doc

£VOVTL TOL OKEAOVG EAEYYOV:

S
e
S

Q
e\
Katohnktico onueio Docetaxel kabe 3 Docetaxel ké0e Maito& \6\/11 KG0g 3
efdoudoeg efdoudoa X OUAdEC
ApOuodg acOevav 335 334 , 40'\ 337
, , : 18,9 17,4 < 16,5
Algueon emPioon (uveg) ’ ’ Ry )
95% CI (17-21,2) (15,7-19,0) zcsru (14,4-18,6)
AvaAioyia Kvddvov 0,761 0,912 (’, -
95% CI (0,619-0,936) (0,747-1,113 & --
Twip ' * 0,0094 0,36240) --
Ap1Oudc acOeviv 291 286\51 300
[10G06TO aVTOMOKPIoNG Ay
PSA** (%) 45,4 9 31,7
95% CI (39,5-51,3) 0&1’1,9—53,9) (26,4-37,3)
Ty p* 0,0005 L ¢ <0,0001 --
Ap1Ouodc acbevav 153 (\‘(}U 154 157
[10G06TO avTOmTOKPIoNG
dyouc (%) 34,6 ‘\0\5 31,2 21,7
95% CI (27,1 4%7) (24-39,1) (15,5-28,9)
Ty p* 0,0107 0,0798 --
Ap10poc 060eviv '\00141 134 137
[loc0610 avtomdkpiong |, .\
oyov (%) 10 12,1 8,2 6,6
95% CI <\Q (7,2-18,6) (4,2-14,2) (3-12,1)
Twn p* 0 0,1112 0,5853 --

tAokipacio crpu{ﬂ%ﬁonoincng log rank

*Ovoog Yo o
** PSA: B30

n

otk onpoviwotnta = 0,0175
ovTLyOGVOo TOL TPOGTATN

A 0V TOoV YeYOVOTOg 0TL 1) docetaxel yopnyovuevn kdbe efdopdada epnedvice eEAAPP®G KOADTEPO
L aopdielag évavtt tng docetaxel yopnyovpevng kébe 3 efoopddeg, eivar mBavo cuykekpipuévol

aocBeveic vo umopel va wpeinbovv amd ™ yoprynon g docetaxel kdbe gfoopdda.

Agv mapatnpnnioy otatioTikég S1apopég HETAED TV opddmv Bepameiog mg TPog T GUVOAMKN

oot to Long.

AdevokopKivauo. oTolcyov

Mia TOAVKEVTPIKT], OVOIKTT], TUXOOTOINUEVT) LEAETT, OlevepynONKe Yia TV a&0AGYNON TNG ACPAAELNG
ka1 omotehecpatikdTrag g docetaxel yio ) Ogpaneio acOevaVy e HETAGTATIKO AOEVOKOPKIVOLLOL
OTOGY OV, CLUTEPIAALLBOVOLEVOL TOV OOEVOKOPKIVDUOTOS TNG YOGTPOOIGOPAYIKNG GUUPOANS, Ot

omoiot dev giyav Aafel Tponyovpévmg ynueobepaneia yio peTocToTiKn vOco. Eva ochvoro 445 acBevmv
e KPS > 70 vié ayoyn eite pe docetaxel (T) (75 mg/m* mv 1n nuépa) oe cuvdvacud pe cisplatin (C)
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(75 mg/m” v 1n nuépa) kar 5-fluorouracil (F) (750 mg/m* nuepnoing yia 5 nuépec) 1 cisplatin (100
mg/m’ v 1n nuépa) kon 5-fluorouracil (1000 mg/m* nuepnoiog yia 5 nuépec). H didpketa tov
Oepamevtikon khkAov ftav 3 gfoopadeg yio to TCF okéhog ko 4 efdopddes yuo to CF oxéhog. O pécog
apOpdc TV KOKA®VY oV Yopnyovvtat avd acdevi ftav 6 (ue éva gvpog and 1-16) yio to TCF oxéhog
oLYKPVOLEVO e TO 4 (pe evpog amd 1-12) yia 1o CF okéhoc. O ypodvog yio v e£€MEN g vooov (Time
to progression (TTP)) tav To mpotevov teAkd onueio a&lordynong. H peimon tov kivdvvou eEEMEng
nrav 32,1% kot cuvdedtav pe Eva onuavtika peyovtepo TTP (p = 0,0004) tpoc 6pelog Tov 6KELOVE
TCF. H ovvoAw emiPimon oy emxiong onpoviikd peyoardtepn (p = 0,0201) yio to okérog TCF pe
kivouvo peimong g Ovnootntog 22,7%. Ta coumepacpaTo Yo TNV OTOTELECUATIKOTNTA
cuvoyilovtol 6ToV TaPOKAT® TIvVoKaL:

Amnotedeopatikotnto e docetaxel otn Oepancio achevav pe adevokapKivopa oToudyov ‘

D
Telko onueio TCF CF \0\\\
n=221 n=224 &Y
Méoog TTP (uvec) 5,6 3,7 ‘ OA
(95% CI) (4,86-5,91) (3,45-4,47) \\Cu
AvaAoyia Kivdovov 1,473 '<\
(95% CI) (1,189-1.825) &
Mécog ypdvoc emPimong (Uveg) 9,2 8 Q‘?
(95% C1) (8,38-10,58) | (7,16046)
Extiumon 2 etov (%) 18,4 “(S.CS’ZS
Avodoyio Kivobvou 1,296Q\
(95% CI) (1,0%&,606)
*Twn p 06,0201
>UVoAKOC puOuog amokpiong (CR+PR) (%) 36,@‘- 254
Ty p ,V\O 0,0106
EEEMEN TG VOOV G KOADTEPT GUVOMKAE, &7 16,7 25,9
amokpion (%)

*Aokipacio otpopotonoinong log-rank )
N
H avéivon tov vroopddwnv 6mmg aué?opiormcow pe Baom v nAikia, To YEVOG Kot T QLAY NTav pe
GUVETELN TTPOG OPELOG TOV (SKS’XO% CF o¢ o0ykpion pe to okéhog CF.
O
Mio evnpepopévn aviivo; 'hﬁ(ocmg 7oV dlevepynOnke pe péco ypdvo Tapakorlovnong Tovg
41.6 pnveg dev £deiEe SOV pio 6TATIGTIKG GNUAVTIKY d10popd, av Kot Tavto Tpog deerog tov TCF
30GOAOYIKOO GYNLOT 1 £0e1&g 011 10 6¢perog tov TCF évavtt tov CF mapatnpndnke exdbapa oto
duotnuo 87:00»‘[‘[9885 peta&o 18 xat 30 unvav.
A

H ocvvolum n@r\nw ConMg Kot To 0TOTEAEG LT KAVIKOD 0QEAOVG £0€1E0V e cLVETELN PEATIOT TPOG

(p&)0,0088) o cVyKpion pe Tovg aodeveic Vo aywym pe CF.

Kopkivog kepaliic kot tpoyniov

o Eiocayoyn ynuewobepaneiog axorovBodpevn amd axtivobeponeio (TAX 323)
H aoopddeia kon 1 amoterecpaticotnta g docetaxel otn Beponeio siooywyng aclevav e TAakdOEG
Kkapkivoua keeaing kot tpayniov (SCCHN) a&loloynnke o pia edaong I, moAvkevpikn, ovOIKTNG
ayyng Toyatootnuévn puerét (TAX323). Ze avtn ) puekét, 358 acleveic pe aveyyeipnto tomikd
npoywpnuévo SCCHN kot katdotoaon amddoong katd WHO 01 1, tuyaiomomOnkav og éva amd to 600
oKkéA ¢ Bepameiag. Ot acbeveic Tov ftav oto okérog g docetaxel ELaPav 75 mg/m® docetaxel (T),
axohovbovpevn amd cisplatin (P) 75 mg/m* axorovOovpevn and 5-fluorouracil (F) 750 mg/m* v
nuépa g pia cuveyn Eyyvon vy S nuépes. To oynua avtd yopnyeito kébe 3 efoopndadeg yia 4 KdKAOLG
Oepamneiog o€ mEPINTM®ON TOPATHPNOTNG TOLAGYIGTOV HOG ELACCOVOG AVTUTOKPIoNG (>25% peiwon Tov
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dodtdotatov peyédovg Tov dykov) petd and 2 koxlovg Bepaneiog. Katd tnv ohokAnpmon g
ynueobepaneiog, pe Eva eEldyioto pecodidotnua 4 efdopddwmy Kot éva LEYIoTo LesodidoTnua 7
gfdoudomv, o1 acbeveic Tmv omoiwv 1 vooog dev eppdvice eEEMEN Ehapav aktivobepameia (RT)
GOUPMOVO, LLE TIC KaTeLBVVTNPLEC 001 YieC TOV vocokopeiov Yo 7 efdouddeg (TPF/RT). Ot acOeveic mov
ATov 670 GKEAOG TG VIO GhYKPLoT ovaiag, Ehafav cisplatin (P) 100 mg/m? akolovBovpevn amd
5-fluorouracil (F) 1.000 mg/m” tnv nuépa y1a 5 nuépes. AvTd T0 oyfpo yopnyeito kdbe Tpeic epdopadeg
v 4 kOKAovg Oepameiog 6€ TEPIMTM®ON TOPATHPNOTNG TOVANYICTOV LG ELACCOVOG AVTOTOKPLoNG (>
25% peiwon tov d16d1doTatov peyéBoug Tov 0YKov) £netta omd 2 kKokAovg Bepancioc. Katd tnv
oloxkAnpwon g ynueobepaneiog, pe Eva eAdyioto pecodidotnua 4 efSopuddmv Kot Eva PéyloTto
uecodidotnua 7 efoopadmv, ol acbeveic Tav omoimv 1 vOG0og dev eupavice eEEMEN Elafav
axtwvobepaneia (RT) coppava pe Tig katevbouvimpieg 0dnyieg Tov vocokoueiov yia 7 BSouddeg
(PF/RT). Tomkoneploykn| Oepaneia pe axtivoforio petadidotay gite pe Eva cuuPotikd decua (1,
Gy - 2,0 Gy ana& nuepnoing, 5 nuépeg tnv efdoudda yio pio cuvolkn ddon 66 ¢wg 70 Gy), it
EMLTAYVVOUEVO/ VTTEPKANGUATOTOINUEVE oynuaTo akTvobepameiog (01 nuepncimg, Le &v TO
pecodidotnua 6 opmv, S nuépeg v gfdopndada). [a ta enttayvvopeva GyRUaTA VINPYE GL)Q%.GT] v
pio cuvolikn d6om 70 Gy Kot yio To VIEPKAAGLATOTOUUEVO GYHOTO Yol piot GDVOMKT] n 74 Gy. H
YEIPOVPYIKT EKTONN EMTPETOTAV EMELTA OO T YMUEW0OEPATELQL, KaL TPV 1) HeTh TV ol avodeparneio. Ot
aobevei oto okéhog TPF éhafav avtirotikh mpopuroktikh Oepameia pe ciprofloxacin 500 mg omd Tov
oTOUATOG O1G Npepnoimg Yo 10 nuépeg, Eexvavtag katd TNV nuépa S kdbe kb , ] T0 160dVVaLO
ow100. To KOPLO TEAKO oTeio aEloAdyNoNg AVTIC TG HEAETNG, 1| EAe0DEPT EEEMENC TNC VOGOV
emPioon (PFS), nrav onuavtikd peyaddtepn oto okélog TPF oe oOykpiondie To okérog PF, p =0,0042
(drdpeon PFS: 11,4 pnveg évavtt 8,3 unvav, avtictoya) pe Evav GDvoﬁB dbpeco ypovo
nopoakoAovOnong 33,7 unvav. H didpeon cuvorkn emPimon nravy, C OMUOVTIKG LEYOAVTEPT) VTTEP
tov okéhovg TPF ce ovykpion pe 1o okéhog PF (Siaueon OS: 18,6Mnveg évavtt 14,5 unvav,
avtiotoya) pe pio petmon katd 28% tov kivovvov Bvnoodtaae, p = 0,0128. H aroteiecpatikotnta
TOPOVGIALETOL OTOV TO KAT® TIVOKOL. A

A

Anoteheouotikémnro te docetaxel ot Ogpansio. sicoimyic Tov acdeviav e aveyysipnto Tomcd,
npoyopnuévo SCCHN (Avéivon Hpéﬂacnc—Hpocq@bansia)

)

yaNs

Telké onpeio (\V Docetaxel + Cis + Cis + 5-FU
M) 5-FU
R n=177 n=181
Atdpeon erevBepn e€EMENC TG véc@@clﬁimcn 11,4 8,3
(HMveg) N
(95% CI) <O (10,1-14,0) (7,4-9,1)
[Ipocopupoouévn avakoywd%&uvov 0,70
(95% CI) o (0,55-0,89)
*Tuyn p &K 0.0042
Aldpeon emPioc Jﬂ_@ﬂ\/g@) 18,6 14,5
(95% CI) Q (15,7-24,0) (11,6-18,7)
Avoroyia VOU 0,72
(95% CI)C) (0,56-0,93)
**Tlpg& 0,0128
spn GUVOAIKT OVTOTOKPION GTN
m uatoﬁspansm (%) 67,8 53,6
(95% CI) (60,4-74,6) (46,0-61,0)
T p 0,006
KoAvtepn cuvolikn avtomdkpion otn Oepamneio 723 58,6
™G HEAETNG
[xnueoBepomeio +/-axtivobepaneio] (%)
(95% CI) (65,1-78.8) (51,0-65.8)
#RFT I p 0,006
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Telké onpeio Docetaxel + Cis + Cis + 5-FU
5-FU

n=177 n =181
Aldpeon S1GpKELD AVTATOKPIONG OTN n=128 n=106
Pepaneio + axtivobepaneio (UMveg) 15,7 11,7
(95% CI) (13,4-24,6) (10,2-17,4)
Avoroyio Kivohvou 0,72
(95% CI) (0,52-0,99)
**Tn p 0,0457

Mia avoloyia kivdbvou pkpotepn tov 1 evvoei 1o cvvdvaopo docetaxel + cisplatin + 5-FU
*Movtého Cox (Tpocappoyn yio tpotoradn eotia 0yKov, kKhvikd otddia T kot N kot uotkn N\)
katdotacn ovpeonva e tov IL.0O.Y.) 0\\‘
**Aokipacio log-rank @
*** Aokpooio Chi-square 40
O
THapauetpor morotnrag {wng CU
O1 aoBeveic mov avtpetoniomkav pe TPF eppdvicav onpavtikd pikpdtepn emt %cm 0TI GLUVOAIKN
BaBporoyia vyelag oe GVYKpLoN Le eketvovs Tov avtipeTmmictnkay pe PF (p N 501, pe ypnon mg
iipaxag EORTC QLQ-C30).
zO‘u
Hopauetpor kKAvikod opélovg
H xAipoxo kotdotacng amodoong, Yo TIG VTOKAUOKES KEPAANG K&@%&)@]XOU (PSS-HN) mov
oXeSLACTIKOVY Y10 VO LETPCOVY TN SUVOTOTNTO KATAVON GG TOVAMYOV, TV KOVOTNTO TOL a.c0gvoig va
TPMEL 6€ SNUOGLO YDPO KOl TV KAVOVIKOTNTA TNG 61arp0(pﬁg0@~vooi)0£ onuavtikd o okérog TPF cg
ovykplon pe to PF. O
)

O duapecog ypdvog Emg v TpdTn emdeivaon g Kegootaons anddoong katd WHO Ntav onpaviucd
ueyorvtepog oto okéhog TPF e chykpion pe mzé“}kog PF. H BaBuporoyio tng évraong Tov dAyoug
BerTidONKe katd T Sidpketa e Oepameiog kaCHTIC 500 opddes, vIodNAdVovTag emapkn dtoyeipion
TOV GAYOLG,.

N
o Eicayoyn ynuewobepaneiog o @00901') pevn amod ynueoaxtivobepaneio (TAX 324)
H aopdleio kot 1) amoTeAecLOTIKG ¢ docetaxel otn Oepamneia sloaymyng acbevdv pe Tomikd

TPOYWPNUEVO TAAKMOES KAPKLV) Kkepaing kot tpayniov (SCCHN) a&ohoynonke o pia
TOYOLOTOMNUEVT], TOAVKEVIPIKH AVOIKTHG ay®yNg, edong IIT uedétn (TAX324). Ze avti ™ peiétn, 501
acBevelg pe Tomkd TpoywpeN \hsvo SCCHN «at kartdotaon arndédoong katd WHO 01 1,
TuyoomomOnKay ce £v 0 ta 5o okéAN g Bepamneiog. Tov TANBVGUO TG peAéTng anorakoi)csow
acBeveig pe npamm(&syxs{pmn voco, acBeveic pe pkpn mbavotta ioong pEcm eyyeipnong Kot
acBeveic TOL oTOYEVAY GE SoThpnon TOL opydvov. H ekTipmon g omoTeleopATIKOTITAC KoL TS
acpalrerag anguBovotay novo ota tedkd onueio empPimong evd n emtvyio TpocTaciog ToV opyowou
dev elye av g1 emionpa. Ot aoOeveic mov ftav oto okéhog tg docetaxel Ehapav 75 mg/m” docetaxel
(T) ue své%ﬁs[}ux gyyvon v 1n nuépa axorovBovpevn amd cisplatin (P) 100 mg/m?, yopnyoduevn pe
gvooké&fia Eyyvon dudpketag 30 Aemtdv Eog 3 dpeg, akorovBovuevn amd cuveyn evoopAEPia £yyvom
1 /m*muépa 5-fluorouracil (F) amd v 1n éwg v 4n nuépa. Ta oyfipota exavaloppivoviay

3 gfdouddeg yia 3 kKOKAovg Bepameiag. OLot o1 acBeveic TV omoimv 1 vOoog dev eppdvioe eEEMEN
EaPav ynueoaktvodepaneio (CRT) cdppova pe to tpmtokoiro (TPF/CRT). Ot acbeveig mov ftav
670 GKELOC TG VIO GVYKpLon ovsiag, Ehafav cisplatin (P) 100 mg/m” yopnyoduevn pe ev8opALPLol
€yyvon oudpkelag 30 Aentdv £wg 3 dpec katd v 1n nuépa, akolovBovpevn and cuveyn evooPAEPila
éyyvon 1000 mg/m*mpépa 5-fluorouracil (F) amd v 11 o v 51 nuépo. Ta oyfipoto
gmovorapPavovray ke 3 gfdopadec yio 3 kokAovg Oepameiog. Olot o1 acbeveig TV omoimy 1 vOGOG
dev gpopavice e£EMEN EhaPav CRT coppwva pe 1o mpotokorro (PF/CRT).

Ot acBeveic Tov avikoy Kot oto 600 okéAn g Bepameiog enpokerto va Adfovv CRT yia 7 efdopddeg
akolovBovpevn and elcaymyn ynueodepaneiog pe éva eddyioto pecodidotnpa 3 fdopddmv kat oyt
apyotepo amd 8 efoopdadeg petd and v Evapén tov tedgvutaiov KuKAoL (221 - 56m nuépa Tov
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teAevTaiov KOKAOL). Katd tn dudprela tng aktivobepameiog yoprnyeito carboplatin (AUC 1,5)
efoopadtaio pe evooPAEPLa Eyyvom didprelag piog mpog Yo 7 060¢€1g T0 péyioto. H axtivofoiia
UETAO100TAY [E EEOTMGLO TTOAD VYNANG Tdong, epapurolovtog epdmas nuepnole kKhacuatoroinon (2
Gy v nuépa, 5 nuépeg v gfdopada yio 7 efdopddec, cuvorikng doong 70-72 Gy). H eméuPacn oty
apykn B€om g vOGoL I/Kat TOL TPAYNAOL UTOpPOVGE Vo, ANEOEl LITOYT OTOLONTOTE GTIYLUY| PETH OO
v odoxkAnpwon g CRT. Olot o1 acBeveic tng neléng mov avikay oto okélog g docetaxel Edafav
TPOINTTIKA avTiPloTikd. To kbplo TeElKd onpeio amoTEAECUATIKOTNTOG QVTNG TNG LEAETNC, | GUVOAKN
emPioon (OS) Nrov onuavtikd poxpotepo (doxpacio log-rank, p = 0,0058) cuykpivovtag 1o oo pe
v docetaxel é&vavtt tov PF (uéom OS: 70,6 évavti 30,1 pufveg, avtiotoya), pe pio peioon katd 30%
TOV Kvduvov Bvynootntog oe ovykpion e to PF (avaroyia kvdvvov (HR) = 0,70, 95% dotua
gumotoovvng (CI) = 0,54-0,90) pue cvvolikd duapeco ypovo mopakorovdnong 41,9 unqveg. To
devtepevov telko onueio, PFS, £6e1ée o peiwon katd 29% tov kivdbvou g eEEMENG 1 Tov Bavatov
ka1 Bertioon 22 unvav ot dwapueon PFES (35,5 univeg yio to oynua TPF kot 13,1 v to PF). Al'):g@av
EMIGNC OTUTIGTIKA OTUOVTIKO [ avaroyia kvdvuvov 0,71, 95% CI 056,-0,90, dokipacio log-rank; p =
0,004. Xtov akdrovbo Tivaka ToepovctdlovTol To ATOTEAEGHOTO MG TPOG TNV ATOTEAECLATIROTNTO.

Amnoteleopatikotnto e docetaxel otn Ogpaneio s16ay@YNC TOV acOEVOV 1e Tomm&.zfo%)ycopn uévo
SCCHN (Avaivon I1pdOsonc-Ilpoc-Ocpomeio)

O

Telkoé onpeio Docetaxel + Cis + (2:1}\}0- 5-FU

5-FU L Q)

n=255 O n=246

Atdpeon ocvvolikn emPioon (Uveg) 70,6 Q\” 30,1
(95% CI) (49, O-NAQ (20,9-51,5)
Avodoyio kKivdovov: o& 0,70
(95% CI) {} (0,54-0,90)
*Twn p @) 0,0058
Atdpeon erevBepn e€EMENC g vooov enifimon \0'
(unveg) ‘Oq’ 35,5 13,1
(95% CI) (\0’ (19,3-NA) (10,6-20,2)
Avoroyio Kivouvou: N 0,71
(95% CI) 6\0 (0,56-0,90)
#* Ty p S 0,004
KoAdtepn cuvolikn OWTOUIOKplGT{\;b)R + PR) ot
ynueobepaneio (%) ,\O 71,8 64,2
(95% CI) A (65,8-77,2) (57,9-70,2)
TR p 0,070
KoaAvtepn cuvolikn @nmcpwn (CR +PR)
ot Oepomeio ™G [ynueobepaneio +/-
OLKTWOGSpOLTESL {é@ 76,5 71,5
(95% CI) ‘u (70,8-81,5) (65,5-77,1)
TR p\{_ 0,209

*M coprocuévn sokuacio log-rank

**Mn tpocappocuévn dokipocio log-rank, yopic Tpocoproyn yio TOAAUTAEG CLYKPIGELS
*** Aoxpaoio Chi-square, ywpig Tpocap Loy Yo, TOALOTAES GUYKPIoELS

NA: Aev gpappoletar

Mégﬁ?@’yw Kvovvou puikpotepn tov 1 gvvoel o suvovaoud docetaxel + cisplatin + fluorouracil

Hodratpikdg minboucuog

O Evponaikoc Opyaviopog Gapudrkmv €xel dOCEL amaAloyn ond TNV VTOYPEMST VIOPOANG TV
OTOTEAECUATOV TOV HEAET®V [E TO Taxespira o€ OAEG TIG LIOKATYOPIES TOV TALSIALTPLKOV TANOLGHLOD
Y10, TOV KOPKIVO TOV LOGTOD, TOV U IKPOKLTTOPIKO KapKivo TOV TVEDLOVA, TOV KOPKIVO TOL TPOGTATN,
TO YOOTPIKO KOPKIVOUO KoL TOV KOPKIVO KEPAANG Kot TpayNAov, EEQPOVUEVOL TOL AYOTEPO
SLPOPOTONUEVOL PLVOPaPLYYIKOL Kopkivapatog tomov 11 kat I (BA. Ttapdypapo 4.2 yio mAnpopopieg
OYETIKA UE TNV TOUSLUTPIKT Yp1ioN).
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52 ®@oppokokiviTikES 1010TNTES

Amoppoonon

H oappaxoxvntikn g docetaxel £xel pedetn0el oe evitikeg kapkvomadeig petd amd yoprynon 20--
115 mg/m’ katd ™) didpketa peetdv eaone I. Ta pappakokivnticd yapaktptotucd e docetaxel
glvar avegaptnto g 600MG Kot akoA0VHOVV £Vl TPLOTOUEPIGHOTIKO POPUOKOKIVIITIKO LOVTEAO E
xpdvoue NuImNG Yo TIc eAcELS a, B kat y, 4 min, 36 min ko 11,1 h, avtictoiywg. H Bpadeia tedevtaio
@aomn opeiketTat, ev PéPEL, 6 OYETIKAOG Ppadeia ekpon g docetaxel amd To mePpepkd SOUEPIOLAL.

Kotavoun

Meté amd 0 yopiynon d6ong 100 mg/m* pe &yyvon piag Gpag 1 HEST) GLYKEVIP®OT GTO TAGGHA Eivat
3,7 pg/ml ko n avtictoyyn Ty AUC 4,6 h.ug/ml. Ot péoeg TpéG yio T GuVOAIKT KABpoM Kot ToV:
dyKO KaTavopnc ot otadepomompévn edon (steady state) firav 21 1/h/m* kar 113 1, owncsroix;aﬁ\g
UETAPOAN TNG CLVOAIKNG KAOaPGNG, TTOL 0PEIAETAL GE 1010GVYKPAGTIOKODS TAPAYOVTES, TOV oV
50%. H docetaxel cuvdéetan pe TIg TPOTEIVEG TOV TAAGHOTOG OE TOGOGTO PEYOADTEPO OO gﬁ)

AmnoBoin “uo
Mo pehétn pe *C-docetaxel d1e&fydn ot tpeig kapkvomadeic. H docetaxel OLTCO},L(F@YVGT]KS, o€ eNTA

NUEPEG, TOGO LLE TO 0VPA OGO KO LLE TO KOTPAVA, LEG® 0EEWDMTIKOV usraBokt@ NG OUAOG TOL
TPIToTayolC PovTVAESTEPT 6TO KUTOYpoa P450. H anékkpion omd o 00paat To kémpavo fitav
nepimov 6% kat 75% g yopnynOeicag padievépyslag aviiotoiyme. ZyeddvB0% g padievépyelag mov

OVOKTATOL OTO KOTPOVO, OTEKKPIVETOL KOTA T1 O1PKELD TOL TPDTOVL 4 L LE TN HOPON VOGS KOPLOV
KOl TPLOV SEVTEPEVOVTOV OVEVEPYDV HETAROMTAOV KOOADG Kol 68 TOAMMMKPES TOGOTNTES AUETAPANTOL
QOPUOKEVTIKOD TTPOTOVTOC. OQ\

Ewwcot mAinBuopoi \\O

Hlixia kor pdlo +

Mia @appokoKivnTiky avaivorn tAnbucuoy 818%}9? ue t docetaxel o 577 acbBeveig. Ot
QOPUOKOKIVITIKES TAUPAUETPOL TTOV VITOAOYIOT ue Paon to poviéro minciolayv TOAD eKeiveg TOL
vroAOYioTNKAV a0 TIG HEAETEG TNG Paong L. é@xppmcomvmmﬁ ¢ docetaxel dev emnpedoTnKe Ao
TNV NAKia 1 To @OAO TOL acBeVOVG.

>
Hrartikn dvoiertovpyio Q
e évav pkpo apiud acevov ( =Q3) Ta 5£30UEVA TOV KAVIKOV £EETACEMV VTOINAMVOLY Hin Lo
nratikn dvcAertovpyia (TILES @ , AST 1,5 popég > amd T0 avdTEPO PUGIOAOYIKA ETIMEDD OE
oLVOVOGHO e TIHES AAKOAKYG POCPUTACNS 2,5 QOPEG > b TOL AVMTEPL PLGLOAOYIKA entineda). H
oA Kabapomn NTov K(X’!é%co 0po 27% yopmiotepn (PA. Tapdypopo 4.2).

Kozoxpatnon vypa '<\
H xdBopon g taxel dev petafarretal o€ aobeveic pe pikpn N LETPLO KOTOKPATNON VYPDV KoL OEV
VIAPYOVV 882’@1 Eva, yio acBeveic pe coPapr| KatakpdTnon vypav.

&
ZDVBU%@}\m Oepomeio

D@)%bicin

Orav ypnoiponoteital oe cuvdvacud, n docetaxel dev ennpedlel v kabapon g doxorubicin kot ta.
enineda g doxorubicinol (puetafoiitng e doxorubicin) oto TAdoUa. O QUPULOKOKIVITIKES TNG
docetaxel, Tng doxorubicin Kot TG KUKAOPOGEAUIONG dev ennpedlovtal and TN cLYYOoPNYNOT TOVG.

Capecitabine

Melémn @dong I pe avtikeipevo v a&loldynon g enidpaong Tng capecitabine 6T GopUAKOKIVITIKN
g docetaxel ko avtioTpoea, dev £de1&e Kapia enidpaom tng capecitabine 6T POPUAKOKIVIITIKY TG
docetaxel (Cpax kot AUC) ko kopio enidpaon g docetaxel ot @opUokoKvTIKT VOGS omd TOVG
uetaforitec mov oyetilovtan pe v capecitabine, Tov S-DFUR.
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Cisplatin

H xd0apon tng docetaxel katd ) Bepamneio cuvdvacpob pe cisplatin Tav Tapdpoln e QVTH TOV
mapotnpnnke pe povobepameio. To poappakokvntikd TpoPiA g cisplatin Tov yopnynHonke apéowc
uetd v €yyvon docetaxel gival mopopo1o e ekeivo mov TapatnpOnKe ue cisplatin wg povobepameio.

Cisplatin ko1 5-fluorouracil
H yopnynon cvvévacuod docetaxel, cisplatin kot S-fluorouracil ce 12 acOeveic pe copmayeic 6ykovg
dev glye emidpaom otV POPUAKOKIVITIKY] TOV KAOE PapUAKELTIKOD TPOidVTOG EEYMPIOTA.

Prednisone ka1 dexamethasone
H enidpaon g npedvildvne o popuroakokivntikn e docetaxel peietnOnke oe 42 acbeveic 6ToVg
omoiovg YopnynOnke pe TV TPOTLMN TPOKATAPKTIKN POPUAKEVTIKTY oywyn de&opefalovng. 9

\0‘\*

Prednisone
Agv mapatnpnnke enidpocn tng Tpedvifovng ot PapuakokviTikY Tng docetaxel. OCU
Q
5.3 IIpoxiivikd dgdopéva Yo TNV aoQAAiEL0 <\\‘\‘uo
H xapkivoydvog dpdomn g docetaxel dev €xet peretnOel. QS
A

"Eyet dery0el 6t1 M docetaxel mpokaiel petaAra&elg oty in vitro 60Ktu(%\111<pompnvu<obv Ko
YPOUOCOUKDV avopadv o kottapo CHO-K1 kot oty in vivo pik PNVIKY SOKILOGio 6TO L.
Evtotrotg, dev mpokdiece petadrdcelg ot dokipacio Ames 1 61 uacioc CHO/HGPRT
yovidtoknc petdiraéne. Ta amotedéopatao avtd eivor copPatd uo@ POPUOKOAOYIKT dpdion TG

docetaxel.
X
AvemOOUNTEG EVEPYELEG GO TOVG OPYELS TTOV TOPATIPN Vv 6€ HEAETEC TOEIKOTNTOG GE TPOKTIKA

amodeikvoouy 0Tt 1 docetaxel pmopei vo, AayeL TV &&pmﬁ yovipudra.

P

6. OAPMAKEYTIKEX HAHPO(I)OP@?\Q

' O0
6.1 Koataroyog exdéymv O\
[ToAvcopPikd 80 00
ABavoin (vodpn) ,\O
Kutpucd 00 povotidpucd |, -\
&>

6.2 Acanarémg&Q

D
Av1d 10 (pocppm\skgucé TPOTOV OEV TPEMEL VO, AVOUELYVIETAL [UE GAAD QUPUOKEVTIKA TPOTOVTOL EKTOC
QVTAOV TOL a&@épovwl o1tV mopdypapo 6.6.

=
6.3 Kewo {ong
Ao

Q@%lo OV dgV £YEL AVOLYTEL
24 pnveg

Metd and to dvorypo tov eraMdiov

Kabe proridio Tpoopiletar yia pio xpnomn Kol TPETEL VA, YPTCILOTOLEITAL OUESHOG UETE TO AVOLYUd, TOV.
Edv dev ypnopomombei apéomc, o ¥povog Kot 0t GLVONKES S10THPTONE TOV VIO ¥PNON TPOIOVTOC Elvan
gvbovn tov ypno.

Metd amd v TpocBiKn 6To 6AKo £yyuong
Ao LiKpoProroyikn| amoyn 1 avacHoToo/apainoT TPETEL VO, YIVETOL 6 EAEYYOUEVES KO AOT|TTTEG
GULVONKEG KO TO PAPUAKEVTIKO TPOTOV TTPEMEL va. ypnoyomon el apéows. Edv dev ypnopomomOei
apécms, 0 YPOVOC Kot 01 GVVONKEG PVAAENG KOTA TN XPNOT 0ToTEAOVY €VOVVY TOV YPHOT.
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Metd v Tpocsbnkr oto odico £yyvuomng COUPOVA LE TIG 0dNYieg, To dddvpa Eyyvong s docetaxel givan
otabepd yia 6 dpeg 6tav puAdcoeTal e Beppokpacio pikpdtepn tv 25°C. Oa Tpénel va,
YPNOLOTOLEITAL EVTOG 6 ®POV (cVUTEPIAAUPBAVOUEVTC TNG UiOG DPOC YOPTYNON TNG EVOOPAEPLOC
gyxoong).

Emumléov, n uotkn Kot ynpiky otafepodtnTo Kot T (pNom Tov SADHTOC £yxvong oTav autd ExEl
TPOETOHOGTEL e eVESIHO dtdhvpa yhoprovyov vatpiov 9 mg/ml (0,9%) 1 5% didAvpa yAvkolng o
odkovg yopic PVC 1 pe 5% dddopa yAokolng oe yodiives Olaieg £xel KaTadeyTel Y10 SIAoTNU LEXPL
48 mpeg 0tav puidooetal o Oepuokpacio petacy 2 kot 8°C kot puéypt 6 dPeg OTAV PLAAGGETOL KATM
oamd toug 25°C.

To d1dAvpa £yyvong docetaxel eivor viepKopeGEVO, ETOUEVOC UTOPETL VO KPLOTUAA®OEL pE TO n}éﬁé&xa
oV ¥pdvov. Edv epgaviotodv kphoTaidot, To S1dAvUe OV TPETEL TAEOV VA YpNoiuomomOei lgu pEmet
va amopplebet.

A

6.4 Iowitepeg TPoPLAGEELS KOTE TNV VAAEN TOV TPOIGVTOS <\\‘\cuo

Mn puAdooete og Beppokpacio peyardtepn twov 25°C. ‘ AS
DuAdocete 6NV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG, ACU

IMa 115 cvvBnKeg SratipPnoNg TOV S1ALOEVTOC POPLOKEVTLKOD npo‘iévrf@qﬁkéns Tapdypoeo 6.3.
/- s , N
6.5 ®@von KoL GLGTUTIKA TOV TEPLEKTN OQ

Awoyég yodiwvo (tomov 1) gradidto pe eELaoTiKd Topo omo%@)poﬁouwho KoL GOPAYIGLO AAOVULVIOV
LLE OTOCTOUEVO TAOLLO. @

20mg/1 ml mepiéyovv 1 ml mukvol okevdopatoc, 9}0

80mg/4 ml wepiéyovy 4 ml TLKVOL GKeudcu(QQ?

N
120mg/6 ml nepréyovv 6 ml wokvoL 0K8@Guat0g

140mg/7 ml wepiéyovv 7 ml nvwslgmsndcmatog
O

160mg/8 ml mepiéxovv 8 mlukvod ckevdGHLOTOG
0‘\

Méyeboc cuokevaoioy Q

Kda0e kovti nspts%_@) £va LoAidio.

Mmopei va u%%docpopovv OAEG Ol GUOKELOGIEG.
0{-
6.6 oakiirspsg TPOPVAAEES aTOPPIYNG Kot GALOG YEIPLOROS
To@ axespira eivat avTIVEOTAAGLOTIKOG TapayovTag Kot, Omm¢ cupPaivet kot pe dAreg SuvnTikd To&ikég

EVOOELS, Ba Tpémel va diveTal TPocoyN| KATA T Yp1oN Kot TNV TPOETOUAGIN TOV SIHAVUATOV
Taxespira. ZovioTtaToL 1) Yp1ON YOVTIDV.

X mepintwon mov To Toukvo ddivpa 1} To ddAvpa Eyyvong Taxespira EpBovv o emapn pe To dEpua,

TAVVETE OUECMG KO EMUEANDG LLE GOTOVVL KOl VEPO TNV TEPLOYN. LE MEPIMTMOT TOL TO TVKVO SLAALLL
Taxespira £pbet og emapn pe Tovg PAevvoydvoug TAvbeite auécmg Kol EXUEADS UE VEPO.
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IIpoctowacio yio tnv evOoQAEPLL Yoprynon

Lpostoiuacio tov S10ADUATOC EYyvaNS

MHN ypnowponoreite GAla QUPREKEVTIKG TPOiovTO. TG docetaxel wov amoterovvtan oo 2
PLoAidwx (TVKVO d1aAvpa Kol S1aA0TNG) HE aVTo T0 PUPROKEVTIKO TTpoidv (Taxespira 20 mg/1 ml
TTUKVO OLIAVO Y10 TAPAGKELY] SLOADRATOG TTPOG £YY VO], TO 0010 TEPLEYEL PéVo 1 Prariono).

MHN ypnowyponoleite Gilo QUPUIKEVTIKA TPOidvTa TG docetaxel mov amwoTehoOvTal amo 2
PLoAidwn (TVKVO d1aAvpa Kol S1aA0TNG) HE avTo T0 PUPROKEVTIKO TTpoidv (Taxespira 80 mg/4 ml
TTUKVO S1GAV A Y10 TOAPAOKELY] OLHADRATOS TTPOS £YY VG, TO 000 TEPLEYEL povo 1 @rariono).

MHN ypnoyonoleite GAlo QapuaKeEVTIKA TPoidvTa TG docetaxel mov amotehovvTal a6 2
QLA (TVKVO OLGAVIO, KO OLEAVTNG) HE VTO TO QUpRoKELTIKO Tpoidy (Taxespira 120 l;lé@nl
TTUKVO d1dAVpa Y10 TOPOOKELY] SLOADHATOS TTPOS £YY VG, TO 000 TEPLEYEL povo 1 (plukiﬁé :
MHN ypnowyponoleite Gilo QUPUIKEVTIKA TPOidvTa TG docetaxel mov amwoTehoVvTar-umo 2
QLA (TVKVO OLEAVIO, KOL OLIAVTIG) HE OVTO TO QUPUOKEVTIKO Tpoidy (Taxe fra 140 mg/7 ml
TUKVO OLIAVO Y10 TOPAGKELY] SLAADIATOS TTPOG £YYVGT), TO OTTOL0 TTEPIEYEL uéx(‘l PLaAiono).

MHN ypnowponoieite GAAa QopPaKeLTIKG TpoiovTa TG docetaxel wov oz %slm’wrm amo 2
QLAid1o (TUKVO dLdAvpo Kan S1oA0TIG) pe 0To TO PapPpRoKeLTIKG TPoidy (Taxespira 160 mg/8 ml
TUKVO OLIAVO. Y10 TAPAGKELY] HLAADRATOS TTPOG £YYVGT), TO OTTOL0 n% £xel povo 1 grariono).

XS
To Taxespira Tokvo o1GAVNO. Y10 TOPAGKELT] O10ADNOTOS TTPodEyvon AEN yperaleTor
PO YOVEVT] OPAi®MGT PE SLHAVTY) KO Eivar £TOLHO Y1 TP K1] 670 otdAvpa £yyvong.

Kabe proiidio sival yio pio ypriion Kot Tpémet vo, xpnoUOTOLEITOL AUECWOC.

Edv 1o, gaAidio. gAGocovTal 6e Yuyelo, aQROTE TOV,ORELTOVLEVO aptBUd KOLTIHV TOL TVKVOD
Sdwdvpatog Taxespira yio TopacKeLT SIHADLOTO ¢ €yyvon og Beppokpacio pkpdtepn Tov 25°C
Yo 5 Aemtd Py omd T xpno. éo

Mmnopet va. ypelalovtol TepiocdTEPQ UTO é@%ah&a TOV TLKVOD dlaAvpoTog Taxespira yio
TOPOCKELT SLOAVIATOC TTPOG £YYVOT TPQREIEVOL VoL ANeOEL 1) amoitovpevn 366m Yio Tov acOevi.
Aogapéote pe donmro TpoOmo TNV omoz@ovugvn TOGOTNTO TOL TLKVOL dtohdpatog Taxespira yia
TOPOUCKELT SIOAVIOTOG TPOG éyxg@ua N (pNon Hog PabUovounrévng cupLYyas Le TPOGOPLOCUEN
po Berdva 21G. ,\O

R
270 grariowe Tov Taxespira 20 mg/1 ml, 80 mg/4 ml ko 120 mg/6 ml, 140 mg/7 ml kor 160 mg/8
ml 1 ovykévipoon TnSOdocetaxel givor 20 mg/ml.

O amattobuevo @gog TOV TLUKVOD dtaAvpotoc Taxespira Y10, TaPUoKELT] SLOADUATOG TPOC £YYVOM
npEnel va evistet péow plog éveong (epdmral) oe £va olko N oe pia PLaAn éyyvong neptektikotntog 250
ml mov me 1 ette 5% ddAvpa yAokolng eite 9 mg/ml (0,9%) evéoyio SidAvpa YA®PLOVYOL VATPiOv.

Edv g@%siwt doon peyarvtepn and 190 mg docetaxel, ypnoonomote £va Héco £yyvong
nefdliTepov 6yKoL TpoKetEvoy 1 cuykévipmon g docetaxel va pnv veppPei to 0,74 mg/ml.

Avapire pe 10 ¥€pt 1o TEPIEXOEVO TOV GAKOV 1| TNG PLAANG EYYLONS EQPUPUOLOVTUG TEPIGTPOPIKES
KLV GELC.

To dtdAvpa 6To 6diKo £yXVomng TPEMEL VOl YPTCLUOTOLEITOL EVTOC 6 wpdV 6€ Oeppokpacio pkpdTepT TOV
25°C, meprhopfoavoprévng Tng Lo mpag Tov dtapkel  £yyvor otov achevn.

Onwg cvuPaivel pe OAQ To PAPLOKO, TTOV XOPTYOUVTOL TAPEVTEPIKMG, TO docetaxel diddivua yio Eyyvon

TPETEL VO, EAEYYETOL OTTTIKG TPV atd TN (PN oM, EVA dtolvpata wov Exovv kabilnoel Oa mpémet va
omoppintovral.
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Kabe aypnoyomointo appokeutikd mpoidv 1 VTOAEUUA TPETEL VO, ATOPPITTETOL GOUPOVE, LE TIG KOTA
TOMOVG 10YVOVGEG OYETIKEG SIUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Hospira UK Limited

Horizon,

Honey Lane,

Hurley,

Maidenhead,

SL6 6RJ, 9
Hvopévo Bacilelo o~\\

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX OQ

6
EU/1/15/1017/001 Q
EU/1/15/1017/002 &
EU/1/15/1017/003 BN
EU/1/15/1017/004 A\
EU/1/15/1017/005 ov

S
9. HMEPOMHNIA IPQTHE ETKPIZHE / ANANEQ@Q% THE AAEIAZ
O
O
N
A
&

AN
10. HMEPOMHNIA ANAGEQPHXHX T: quIMENOY

28 Avyovotov 2015

Agntopepn) TANPOPOPLOKE GTOLKER Y10 TOJPPOV QPAPUUKEVTIKO TPOiOV eivar dtabécipa 6Tov
r e o 7 1 /. Ie
dwrvaxo tomo tov Evpomaicod Opyovigpov @apudxov: http://www.ema.europa.eu.
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&
A. TIAPATQIOI YHEY®YNOI I'lA THN @OAEEMEYEH
TON MAPTIAQN {_
O

B. OPOI'H IIEPIOPIXMOI ZXE‘g&} ME TH AIAGEXH KAI TH
XPHXH
AN

I'. AAAOI OPOI KAI AHA@?IZEIZ THX AAEIAX KYKAO®QOPIAX

A. OPOI'H HEPIOPIXﬁ\OI YXETIKA ME THN AX®AAH KAI
AHOTEAE):MAT@{ XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX A«

AQO\O

,\\
&
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A. IMAPATQI'OI YIIEYOYNOI I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovopo kot d1evfuven Tov TapaywyoL oL ival LITELOHVVOC Y10 TV ATOIEGUEVLGT TOV TOPTIOMV
Hospira UK Limited

Horizon,

Honey Lane,

Hurley,

Maidenhead,

SL6 6RJ,

Hvopévo BaciAelo

Hospira Enterprises B.V. 9
Randstad 22-11 0\\‘
NL-1316 BN Almere N
OMavdia OCU

OA
270 £vTT0 OAAO 0OMYLDV Y¥PNONG TOVL PUPHUKEVTIKOD TPOIOVTOC TPETEL VOl owowpd@%m TO OVOLLOL KOl
1 81E00VVET TOV TAPAYWYOD TOL EivaL LTEVOVVOG Yia TV ATOSEGLEVOT TG OYETIKATAPTISAC.

&
o
B. ‘OPOI'H ITEPIOPIEMOI XXETIKA ME TH AIAGEXH KZS{J"H XPHXH

DopUaKEVTIKO TPOTOV Y10 TO OTOT0 AMALTEITOL TEPLOPIGLEVT Larpugféwwyﬁ (BA. Hopaptnpa I:
[TepiAnym v Xopoaktnpiotik®v tov [1poidvtog, mapdypoaeog 4.OQ\

X

I. AAAOI OPOI KAI ATTAITHZEIX THX AAI@@ KYKAO®OPIAX

A

* Ex0Béog1g meprodikng mapakorlovtnong g accp%%sgg

O1 oot oELS Y10 TNV VTOPOATN TV SKeéGS(D(sQ?plOSlKT']Q TOPUKOAOVONGNC TG OCQALELNG Y10 TO EV
AOY® QapUOKELTIKO TPOiOV opilovTal GTOVKXATAAOYO LE TI NUEPOUNViEG avapopdg s Evoong
(xotdrhoyog EURD) mov mapatifeton c‘@@tapdvpa(po 7, Tov apbpov 107y, g odnyiog 2001/83/EK kot
otV Kabe emakdiovdn emtkarpomol OTMG ONLOCIEVETAL TNV EVPAOTAIKT SIKTVOKT TOAT Y10 TO

QapLOKOL.
O
PR
A. OPOI 'H IIEPIO OI XXETIKA ME 'I:HN AX®AAH KAI ATIOTEAEXEMATIKH
XPHXH TO¥<\ MAKEYTIKOY ITPOIONTOZX
. Yyédo 'L\\xb,?giptcmg Kwdvvov (ZAK)

QopLLOL aypvmIVNoNg OTTMG Topovctalovial 6To cuuemvndév LAK mov mapovoidletal oty evotnTa
1.8.26@; Aderog Kukhopopiog kot omolesdnmote emakorovdeg eykekpiuéves avadewmpnoelg tov ZAK.
"EXentconpomomuévo TAK Oa mpémet va katotedei:

. Metd and aitmpa tov Evponaikod Opyovicpod Goapudkov,

o OnoTedNTOTE TPOTOMOLEITAL TO GVGTNUO, oY EIPIONE KIvOHVOU, EIOIKE MG ATOTELEGLO ANYNG
VE®V TANPOPOPLDV TTOV UTOPOVY VO EMLPEPOVY GNUAVTIKN OAAXYT GTN OYEom
0PEALOVC-KIVODVOD 1 WG OMOTEAEG O, TG EMITELENC EVOC GNUAVTIKOD OPOCT|LLOV
(pappoKoETOypOTVION N EAAYLGTOTOINGT) KIVOVVOU).

0O Kdroxoi{&&wg Kvrhopopiag Ba dteEaydyet Tig amoitodpeveg SpacTnplOTNTES Kol TAPEUPACELS
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Eotepké kovti

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Taxespira 20 mg/1 ml Tokvo S1dAvpa Yo TOPAGKELT SLOADIATOG TPOG EYYLOT
Docetaxel

O
| 2. LYNOEZH XE APAXTIKH(EX) OYXIA(EY) N
O‘U
Q
9
<\\\

[3.  KATAAOI'OEX EKAOXQN & |
>

Kdabe 1 ml rokvov doddparog mepiéyel 20 mg docetaxel (mg TpiEvudpo GAAG).

"Exdoya: molvcopPikd 80, cBavorn avodpn (deite 1o pUALO 0dNy1dV %@U’J&pwcétapsg TANPOQOPIEC),
KITpiko 0&L Lovobdpiko.

o

N\

o\

| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENO
)
Ay
[Tokvo d1dAvpe Yio TOPAGKELT SIHADLOTOC TTPOG éyxvc@{—

1 prodido ‘Oq}o

Q
| 5. TPOIIOX KAI OAOX(0OI) XOPHTHZHE
\\I

S
IMa evdopAéPra yprion. o

N
"Etoo va mpootebei oto Stdk&ﬁ}x &yyvong.

Awpdote 10 pUALO 08@9 YPNONG TPV amod T YPNoN.
Q

1

4 0
6. EIAIK.Q&TPOEIAOHOIHEH XYMOONA ME THN OIIOIA TO ®PAPMAKEYTIKO

HPOION IIPRIIEI NA ®YAAEIETAI XE OEZH THN OIIOIA AEN BAEIIOYN KAI AEN
MPOXEIIZOYN TA MAIAIA

&

Nf&@%ﬁccmm o€ Béon Vv onoia dev PAEmOLY Kot dev TpoceYyilovy Ta TOdIA.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOINOIHEH(EIZ), EAN EINAI AIAPAITHTH(EY) |
Kvttapoto&ikd
| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DuAdoceTe GTNV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG,

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN YIIOAEIMMATON
NHOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ddrolidio piag xpnong \\;9
O
[11. ONOMA KAI AIEYOYNXH KATOXOY THEX AAEIAY KYKAO®OPIAEY  O7
N
: . ‘CUO

Hospira UK Limited AR

Hurley, \'<\

SL6 6RJ, O

Hvopévo Baciielo AC(}

zO‘u
rd

[12. APIOMOZX(OI) AAEIAY KYKAO®OPIAZ >

EU/1/15/1017/001 20 mg/1 ml ¢iaAido x 1 praridio O&O

)
AN
[13. APIOMOZ HAPTIAAZ AL
q-’\v
MMoptida 'S.O
AN
[} (\0
| 14. TENIKH KATATAZEH I'lA,TH AIAGEZH
O’\
,-\0
| 15. OAHTIIEX XPHEXHE\~
o
AN
AO
| 16. MAHPO®OPIEE TE BRAILLE
%O
H amokoync@q va unv mepinedel | ypaoen Braille sival amodekti
(}4‘3]

17. o@éNAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
QKQAIKAZ (2D)

A163106T0TOC YPOUUU®TOC KddKaS (2D) Tov pépel Tov TEPIANEHEVTO LOVASTKO OVOYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Eotepké kovti

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Taxespira 80 mg/4 ml Tokvo S1dAvpa Yo TOPASKELT SOADIOTOG TPOG EYYLOT
Docetaxel

O
| 2. YLYNOEZH XE APAXTIKH(EX) OYXIA(EX) ‘U\O ]
Kdabe 1 ml rokvoo doddparog mepiéyel 20 mg docetaxel (mg TpEvudpo GAAG). AO
¥
Q
| 3. KATAAOI'OX EKAOXQN 0\ |

S
"Exdoya: molvcopPikd 80, cBavorn davodpn (deite 1o pUALO 0dNyidV ytq:ﬁ»:pwcorapsg TANPOQOPIEC),
KITpiko 0&L Lovobdpiko.

‘ (4
O
| 4. ®APMAKOTEXNIKH MOP®H KAI HEPIEXOQQENO

[Tokvo d1dAvUe Yio TOPAGKELT SIHADLOTOC TTPOG éyxvcrb‘js‘

, &
1 @loAidio ‘ ‘OC‘}
C\
| 5. TPOIOX KAI OAOX(0I) XO],’,m“HZHZ
O\
IMa evoopAéPra yprion. '<\

"Etoo va mpoctebei oto 81(30\@ &yyoonge.

Awpdote 10 pUALO 0811«6& YPNONG TPV Ao T YPNoN.

SO
EIAIK OEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

IIPOIO I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITIOYN KAI AEN
IIPOZE OYN TA ITATAIA

Naé(@ccsrou o€ Béon Vv onoia dev PAEmOLY Kot dev TpoceYyilovy Ta TOdIA.

(7. AAAH(EX) EIAIKH(EX) IPOEIAOINOIHEH(EIZ), EAN EINAI AIAPAITHTH(EY) |
Kvttapoto&ikd
| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DuAdocete 6NV APYIKT] CLOKEVAGIN Y10, VO TPOGTATEDETUL OO TO MG,

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPI¥YH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTON ‘H TQN YIIOAEIMMATOQN
IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ddrolidio piag xpnong
<&
11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX c N7 |
OV
Hospira UK Limited . OA
Hurley, '<\\\CU

SL6 6RJ, N
Hvopévo BaoiAeio . 40'
<

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX , O

EU/1/15/1017/002 80 mg/4 ml @1oAid1o x 1 graAidlo OQ

[ 13.  APIOMOZX MMAPTIAAZ N
A
. O
IMoprido zocu
o
RN
| 14. TENIKH KATATAZH I'A THEAIAGEZH |
O\
S
[15. OAHTIEX XPHIHE O |
«U
8
| 16.  TIAHPO®OPHEYE TE BRAILLE |
,{\K
H ottioddynon \@9& unv meptineei n ypaoen Braille ivar amodekrr).
&

\LSJQ

17. NAAIKOZ ANATNQPIZTIKOX KQAIKOX — AISAIALTATOX TPAMMQTOX
AROAIKAY (2D)
\"Jl

Q

A163106T0TOG YPOUU®TOS KOdKAS (2D) Tov pEépeL ToV TEPIANPOEVTO LOVAITKO 0VOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Eotepké kovti

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Taxespira 120 mg/6 ml Tokvd dtdAvpa Y10, TaPACKELT] SIOADUATOG TPOG £YXLOM
Docetaxel

[2. LYNOEZH XE APAXTIKH(EX) OYZIA(EY) e N |

Kabe 1 ml rokvoo dadduatog mepiéyel 20 mg docetaxel (oG Tplévudpo GAAG). ‘CUOA
<\\\
| 3. KATAAOTOX EKAOXOQN ‘\\0‘ |

5
"Exdoya: molvcopPikd 80, cBavorn davodpn (deite 1o puALO 0dNyidV %@@\Epwcompsg TANPOQOPIEC),
KITpiko 0&L Lovobdpiko. O
O

&

| 4. ®APMAKOTEXNIKH MOP®H KAI NEPIEXOMENO
\ ¥4
&
ITokvo didAvpa Yio TOPAGKELT SIHADLOTOC TTPOG éyxvc@
&
1 proridro zoct.}

RN
5. TPOIOZ KAI OAOX(OI) XOPHTHZHZ
O\

IMa evdopAéPra yprion. O'<\
"Etouo va mpootebei oto 614, &6&1 £yyvong.

Awpdaote T0 pOALO 08@ xpNomng Tptv and T ypnon.

‘

POION IIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IIPOZE OYN TA ITATAIA

6. EIAI POEIAOHOIHEH XYM®ONA ME THN OIIOIA TO ®PAPMAKEYTIKO

N@a%iccsrm o€ Béon Vv onoia dev PAEmOLY Kot dev TpoceYyilovy Ta TOdLA.

7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ), EAN EINAI ATAPAITHTH(EY) |
Kvttapoto&ikd
| 8. HMEPOMHNIA AHEHX

AH

[1]

H
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| 9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DuAdoceTe GTNV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG,

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATON
NHOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ddrolidio piag xpnong \\;9
O
| 11. ONOMA KAT AIEYGYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX | [}
N
. .. ‘cuo
Hospira UK Limited AR
Hurley, \'<\
SL6 6RJ, O
Hvopévo Baciieo A‘t.}
zO‘u
rd
[12. APIOMOZX(OI) AAEIAY KYKAO®OPIAZ >
EU/1/15/1017/003 120 mg/6 ml graAidio x 1 ¢iaAiolo O&O
)
AN
[13. APIOMOZ HAPTIAAZ AL
q-’\v
Moptida 60
AN
' (\0
| 14. TENIKH KATATAZEH I'lA,TH AIAGEZH
O’\
A
| 15. OAHTIIEX XPHEXHE\~
o
AN
O
| 16. MAHPO®OPIEE TE BRAILLE
O
, \} , o .
H amokoyncr@q\x va unv mepinedel | ypaoen Braille ivan amodekt).
0{&

17. GQP(’)NAAIKOZ ANATNQPIEZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
QKQAIKAZ (2D)

A160106T0T0C YPOUUU®TOC KOdKAS (2D) Tov épet Tov TEPIANPOEVTO LOVASTKO OVOYVOPLGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Emtepikd kovti

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Taxespira 140 mg/7 ml Tokvd dtdAvpa Y10, TaPACKELT] SIOADUATOG TPOG £YXLOM
Docetaxel

1

| 2. LYNGEXIH LE APAXTIKH(EX) OYZIA(EL) P
O \)
N\
Kabe 1 ml rokvov daddpotog mepiéyel 20 mg docetaxel (og Tplévudpo GAag). OCU
Q
&
| 3. KATAAOI'OX EKAOXQN L |

>
"Exdoya: moAvcopPikd 80, aBavorn avudpn (dgite 10 @OALO 00N YIOV Y10, TT '}%cérgpsg TANPOPOPIES),

KITpIKo 0&L Hovoddpiko. zO‘uA
o
| 4. ®APMAKOTEXNIKH MOP®H KAI MNEPIEXOMENO
U Al
[Tokvo d1dAvpe Yio TOPACKELT OADUOTOS TTPOG EYYLOT {}O
)
1 @loAido 0'{.
%
5. TPOIIOE KAI OAOX(Ol) XOPHFHYHY
' O0
I evdoeAEPia ypnom. '<\O\
"Etoo va mpootebei oto 61dhv u%s%(ucng.
O
AwPacte 10 PUALO oSnytp’o&)gpﬁcng TPV Ao TN YPNON.
(‘)\
&R

6. EIAIKH BPOEIAOIIOIHZH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO

IMPOION HPEQ*;E NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITIOYN KAI AEN

MMPOXEIT N TA ITAIAIA

%‘U
Na ev é@rcgrm o€ Béon Vv onoia dev PAEmOLY Kot dev TpoceYYilovy Ta TOdId.
O
Q

| 7. AAAH(EYX) EIAIKH(EX) IPOEIAOIIOIHEZH(EIY), EAN EINAI ATIAPAITHTH(EY) |

Kvutrapoto&ikod
| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DuAdocete 6NV APYIKT] CLOKEVAGIN Y10, VO TPOGTATEDETUL OO TO MG,

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTON ‘H TQN YIIOAEIMMATOQN
IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ddrolidio piag xpnong
<&
11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX c N7 |
OV
Hospira UK Limited . OA
Hurley, '<\\\CU

SL6 6RJ, N
Hvopévo BaoiAeio . 40'
<

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX , O

EU/1/15/1017/004 140 mg/7 ml groridro x 1 graiidio OQ

[ 13.  APIOMOZX MMAPTIAAZ N
A
. O
IMoprido zocu
o
RN
| 14. TENIKH KATATAZH I'A THEAIAGEZH |
O\
S
[15. OAHTIEX XPHIHE O |
«U
8
| 16.  TIAHPO®OPHEYE TE BRAILLE |
,{\K
H ottioddynon \@9& unv meptineei n ypaoen Braille ivar amodekrr).
&

\LSJQ

17. NAAIKOZ ANATNQPIZTIKOX KQAIKOX — AISAIALTATOX TPAMMQTOX
AROAIKAY (2D)
\"Jl

Q

A163106T0TOG YPOUU®TOS KOdKAS (2D) Tov pEépeL ToV TEPIANPOEVTO LOVAITKO 0VOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Emtepikd kovti

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taxespira 160 mg/8 ml Tukvd StV Y10, TOPUCKELT] SIOADUATOG TPOG £YXLOM
Docetaxel

[ 2. YYNGEZXIH XE APAXTIKH(EX) OYXIA(EY) N
S
Kabe 1 ml rukvoo daddpatog mepiéyel 20 mg docetaxel (og Tpévudpo GAag). CU\O
o}
A
| 3. KATAAOI'OX EKAOXQN N |
Q\
"Exdoya: molvcopPikd 80, aBavorn avodpn (dgite 1o pOALO 0dNYIOV Yia nsgt&@z‘rgpsg TANPOPOPIES),
KITpIKo 0&L Hovoddpiko. O
<
[ 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQ@,"
Q\
[Tokvo S1dAvpa Yo TopacKeELT] SIHADIOTOC TPOG EYYVON O&O
}
1 proridro \S{_
o{—
PN
| 5. TPOIIOX KAI OAOX(OI) XOPHIHEHY
LN
IMo evoopAéPla yprom. . 00
N\
"Etouo va mpootebdei oo didhvpa %@cmg.
O
AwPacte 10 PUALO oSm(td)\Kp\@ng TPV Ao TN YPNON.
O

6.  EIAIKH [IPQEIAONIOIHEZH LYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

IMPOION HPEH@ A ®DYAAXYIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN

MPOZEITIZOYN TA MAIAIA

0‘
Na (pvld@brou o€ B¢on v onola dev PAETOLY Kot dev TpoceYYiLovv Ta TOdLdL.
X

7. AAAH(EX) EIAIKH(EX) IPOEIAOIIOIHZH(EIX), EAN EINAI ADAPAITHTH(EY) |

Kvtrapoto&ikod
| 8. HMEPOMHNIA AHEHZ

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DuAdocete 6NV APYIKT] CLOKEVAGIN Y10, VO TPOGTATEDETUL OO TO MG,

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPI¥YH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTON ‘H TQN YIIOAEIMMATOQN
IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ddrolidio piag xpnong
<&
11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX c N7 |
OV
Hospira UK Limited . OA
Hurley, '<\\\CU

SL6 6RJ, N
Hvopévo BaoiAeio . 40'
<

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX , O

EU/1/15/1017/005 160 mg/8 ml groridro x 1 ¢raiidio OQ

[ 13.  APIOMOZX MMAPTIAAZ N
A
. O
IMoprido zocu
o
RN
| 14. TENIKH KATATAZH I'A THEAIAGEZH |
O\
S
[15. OAHTIEX XPHIHE O |
«U
8
| 16.  TIAHPO®OPHEYE TE BRAILLE |
,{\K
H atrtioAdynon y&@u unv mepiinedei n ypaoen Braille ivar amodekt.
&

\LSJQ

17. NAAIKOZ ANATNQPIZTIKOX KQAIKOX — AISAIALTATOX TPAMMQTOX
AROAIKAY (2D)
\"Jl

Q

A163106T0TOG YPOUU®TOS KOdKAS (2D) Tov pEépeL ToV TEPIANPOEVTO LOVAITKO 0VOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHE

Taxespira 20 mg/1 ml Tovo SidAvpa yio TapackeLn) SI0ADUATOG TTPOG £YXLON

Docetaxel

v )
&%

A

| 2. TPOIIOX XOPHIHIHE 9)

) O“\
\©

A
| 3. HMEPOMHNIA AHEHE D

AH

[1]

H <
<\

| 4. APIOMOZX [TAPTIAAZ O~

Moptida

| 5. INEPIEXOMENO KATA BAPOX, KAT[@fI(O 'H KATA MONAAA

20 mg/1 ml (¢

(20 mg/ml) ‘\0\5

6.  AAAAXTOIXEIA A~
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EAAXIXTEX ENAEIZEIX TIOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHE

Taxespira 80 mg/4 ml Tokvo S1dAvpa Yo TOPAGKELT SOADIATOG TPOG EYYLOT

Docetaxel

v )
&%

A

| 2. TPOIIOX XOPHIHIHE 9)

) O“\
\©

A
| 3. HMEPOMHNIA AHEHE D

AH

[1]

H <
<\

| 4. APIOMOZX [TAPTIAAZ O~

Moptida

| 5. INEPIEXOMENO KATA BAPOX, KAT[@fI(O 'H KATA MONAAA

80 mg/4 ml (3

(20 mg/ml) ‘\00

6.  AAAAXTOIXEIA A~
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHXHE

Taxespira 120 mg/6 ml Tokvd dtdAvpa Y10, TOPACKELT] SIOADUATOG TPOG £YXLOM

Docetaxel

v )
&%

A

| 2. TPOIIOX XOPHIHIHE 9)

) O“\
\©

A
| 3. HMEPOMHNIA AHEHE D

AH

[1]

H <
<\

| 4. APIOMOZX [TAPTIAAZ O~

Moptida

| 5. INEPIEXOMENO KATA BAPOX, KAT[@fKO "H KATA MONAAA

120 mg/6 ml (¢

(20 mg/ml) ‘\00

6.  AAAAXTOIXEIA A~
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHE

Taxespira 140 mg/7 ml Tokvd dtdAvpa Y10, TaPacKELT] SIOADUATOG TPOG £YXLOM

Docetaxel

v )
&%

A

| 2. TPOIIOX XOPHIHIHE 9)

) O“\
\©

A
| 3. HMEPOMHNIA AHEHE D

AH

[1]

H <
<\

| 4. APIOMOZX [TAPTIAAZ O~

Moptida

| 5. INEPIEXOMENO KATA BAPOX, KAT[@fI(O 'H KATA MONAAA

140 mg/7 ml (¢

(20 mg/ml) ‘\0\5

6.  AAAAXTOIXEIA A~
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHE

Taxespira 160 mg/8 ml Tokvd dtdAvpa Y10, TaPAcKELT] SIOADUATOG TPOG £YXLOM

Docetaxel

v )
&%

A

| 2. TPOIIOX XOPHIHIHE 9)

) O“\
\©

A
| 3. HMEPOMHNIA AHEHE D

AH

[1]

H <
<\

| 4. APIOMOZX [TAPTIAAZ O~

Moptida

| 5. INEPIEXOMENO KATA BAPOX, KAT[@fI(O 'H KATA MONAAA

160 mg/8 ml (¢

(20 mg/ml) ‘\0\5

6.  AAAAXTOIXEIA A~
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D10 oonyIOV ypions: [IAnpogopicg yio Tov aceviy

Taxespira 20 mg/1 ml Tokv6 SLdAvpna Y10 TOPAGKELT] OLOADNATOS TPOG £YYVGT)
Taxespira 80 mg/4 ml Tokvo SvdAvpna Y10 TOPAGKELT OLOADNATOS TPOG £YYVGT)
Taxespira 120 mg/6 ml avkvo d1aAvpa Yo TAPAGKELT] SLOAVLATOG TTPOS £YY VO
Taxespira 140 mg/7 ml Tokvé d1GAvpa Yo TOPACKEDT SLHADNATOS TPOS £y
Taxespira 160 mg/8 ml Tukvé dtdAvpa Yo TOPAGKELT] OL0AVNATOG TPOS £y VoM

docetaxel

AP AOTE TPOGEKTIKG OLOKANPO TO QPVALO 0ONYLOV YPN OIS TPOTOV UPYICETE VO, YPNGLUOTTOLEITE
avTo TO PAPROKO O10TL TEPLAAUPAVEL CNRAVTIKESG TANPOPOPIES YO CUG.

)
. DdordEre 0vTd TO PUALO 0INYIDY YpNonG. Towg ypelootel va to draPdacete Eavd. 4‘9
. Edv éxete mepattépo amopieg, pOTNOTE TO YLOTPO 1| TO PAPHOKOTOLO TOV VOGOKOUEIOL 1] t@
VOGOKOUO GOG. o)
. Edv mapatnpnoete Kamowo avemBountn evEpyeid EVILEPMGTE TO YIOTPO 1 TO ) KOO0 TOL

VOGOKOUEIOV 1} TOV VOGOKOUO 6ag. Avtd 1oyvet kat yio kKabe mhavn avsm@t')p@m EVEPYELN TTOV
OgV aVOQEPETAL GTO TOPOV PUALO 0dNYIOV Xpnoms. BAéme mapdypapo 4.

&
T epLéyeL 1o Tapdv @OAAO 00N YLOV: O

<

1.  Tuelvon to Taxespira kot o givo 1 ¢pron Tov

2. Timpémer va yvopilete Tpotov YPNGUYLOTOIGETE TO Taxespil;aoco
3.  Tlog va ypnoyomotioete to Taxespira Q\

4.  IhBavég avemBOuNTEG EVEPYELEG &O

5. Twogva purdcocetol to Taxespira S

6.

[epreydpevo g GVoKELOGING KoL AOITES n?mpoq)c\)gé;

, : , 6N
1. T eivon o Taxespira kon mowa givor n yé@m TOV

To 6vopa avtod Tov pappdrov etvar Taxespira. H kowvoypnot ovoposio tov eivar docetaxel. H

r It r 7 I J4 e I4 / Ie
docetaxel eivar pio ovcio Tov TapdyeT 0 Tig Peldveg Tov eEddtmv. H docetaxel avikel otnv opdda
TOV AVTIKOPKIVIKOV QOPHAKOV nouoeéoud@vrou Ta&0E1n.

O yatpdg Gog cvvaoypd(png@\o) Taxespira yio ) Ogpaneio Tov KAPKIVOL TOL LOGTOV, GUYKEKPIUEVES
HOPGEG TOL KaPKivOL TOV TVELHOVa (U] LKPOKVTTAPIKO KOPKIVO TOV TveLovVa), TOL KapKivov Tov
TPOGTATY, TOV KAPKIVOL TEY GTOUAYOV 1 TOV KoPKIVOL KEQOAG Kat TpayiAov:

o T Bepomeio r%‘{@ 0Y®PMUEVOL KapKivov Tov pootob, To Taxespira pmopel va yoprynbeti eite
udvo 1 o€ GuvdvLa e doxorubicin 7 trastuzumab 1 capecitabine.

o T Ospansgg, 0L TPOYOV KOPKIVOL TOV UAGTOD WE 1) Y®PIC TPOSPOAT TV AeUPadEveV, TO
Taxespira pmepgt va xopnyn0el oe cuvdévacud pe doxorubicin Kot KUKAOPOOPOLLIOT.

« T melo TOL KapKivov Tov Tvevpova, to Taxespira prnopet va yopnynOel eite udvo 1 oe
oLVOLOL ue cisplatin.

« T Bepamneio Tov Kapkivov Tov TpooTdtn, To Taxespira yopnyeitol 6€ GLVILAGUO [E TPEGVILOVN
n @igwﬁok()vn.

o T Oepameio TOV PHETAGTATIKOD KAPKIVOL TOL GTOUG)O0V, TO Taxespira yopnyeitol oe GuVOLUCUO
ue cisplatin kot 5-fluorouracil.

o T'o  Bepaneio Tov Kapkivov Ke@aAng kot Tpayniov, to Taxespira yopnyeitol 6€ GUVOLAGUO [E
cisplatin xou 5-fluorouracil.

2. Tvapémer va yvopilete Tpiv va ypnoiporou]cete To Taxespira
Agv Tpémer vo, oag yopnyeital To Taxespira

. eav glote allepykog (vrepevaicnoia) otn docetaxel 1§ o omo106MTOTE GALO GLGTATIKO TOV
69



Taxespira (ava@épovtal oty Tapdypoeo 6).
. €4v 0 aplBpog TV AEVKAOV ALOcEUIPI®Y GOG Elval TOAD YOUNAOC.
. eav &yete pia coPapn acbévelo Tov HIOTOC.

Ipocdomou]oeis Kot TPOPUVAGEELS

IIpwv and kaOe aywyn pe Taxespira TpEmeL Vo KAVETE AUOTOAOYIKEG EEETAGELS, Y10 va. StomioT®bel av
€xete emopKn aplud AEVK®OV GHOGPAPIOY KOl IKOVOTOIMTIKT NTATIKY AgLTovpyic, MOTE va givot
dvvartn N yopnynon tov Taxespira. e TepinT®GCT SATAPOUYDY TOV AEVKDV OUOGPUIPIMY, LTOPEL Vo
G0G TOPOVCLUOTEL OYETILOUEVOC TLUPETOC T} AOUMEELC.

Evnuepaoote 10 y10tpd 60G, TO GAPLOKOTOLO TOV VOGOKOUEIOV 1] TOV VOGOKOUO APESHG AV EYETE )
Kook ovo N evatcdnoia, didppota, aoppayio Tov ophov, aipe oTo KOTPAVAL 1) TOPETO. AVE]
CUUTTOUOTO PTOPEL Va, €ival Ta TPMOTO oNUEin pog cofapnc YOSTPEVIEPIKNG TOEIKOTNTAG, 1 er‘owt Oa
puropovoe va aroPei popaia. O yrarpdg cog Oo Tpémel va T AvTIHETOTICEL dpecal.
1

Evnuepmote Tov yiatpd 60c, TOV QapUOKOTOLd TOV VOGOKOUEIOL 1) TOV VOGOKOUO G gV Exete
TPOPANLLATO LLE TIV OPOCT] GOC. 1€ TEPIMTMON TPOPANUATOV OPOCTG, EWOKOTEPA Q M 6pacn, Oa
TPETEL APECOS VO EEETAGTOVY TO LATLOL KOIL T) OPOCT GOGC. .

9}
Evnuepaote 10V y10Tpd GOG, TOV QUPLAKOTOLO TOV VOGOKOUEIOL 1) TOV Qgélc(’)uo cog ehv Eyete
KapdLOKE TPOPANLATAL. %)
Evnuepmote tov yiatpd 60c, TOV QOPUOKOTOLd TOV VOGOKOUEIOD 11@571/0001«')“0 cog edv éyete
eUPavicel aAAEPYIKN avTidopaoTn og Tponyovuevn Bepaneia pe ng@naié?m.

Edv avamtuyfovv o&éa 1 emdevodueva TpofAnuota emi qucvsu povev cag (Tupetds, Taydmvola M
PMyoc), mopokareiches va evnuepdoETE AUECHOE TO YI0T '*Tto QOPLOKOTOLO TOV VOGOKOUEIOV 1) TOV
voookoOpo cag. O yatpdg oag Umopel va oTapoTnoeL gicmg T Bepaneio.

®a cog {ntoel va LaPete Tponyovuévag eop VTIKT 0Y@YT OTOTEAOVUEVT OO KATO10
KOPTIKOGTEPOEWDES, XOPTYOVHEVO O TO OTOKE, ONKG eivon 1) deSapedalovn, pia nuépa mpwv amd
yopnynon tov Taxespira Kot va ooveyioe AyM tov Yo pia 1) 300 NUEPES PETA OO VTNV, [LE OKOTO
va eAay1oTomomovy oplouéveg owsme@s TEG EVEPYELES, O1 OTOTEG UTOPEL VO ELPOVIGTOVV LETH TNV
£yyvon tov Taxespira, Wiaitepa oA KEG AVTIOPAGELS KO KOTAKPATNGN VYP®V [TpRéipo ota xépia,
yaumeg, méd 1 avénon deovg(])o

0
*

Kotd ™ ddpketo tng nguggﬁag umopel vo cog d00ovv aAda edapuakoa yio vo dtatnpndel o apOudc tov
KUTTAP®V TOL OipOTOC 0@
To Taxespira nspt'@m owonvevpa. ZulNTNoTE UE TO YIUTPO GOC EGV VITOQEPETE Amd €EAPTNON AmTd TA,
owomveLLATOIRETANYia § NroTeh avendpketa. AvotpéEte emiong mapakdtm, oty mapdypapo «To
Taxespira nqﬁté €L aBavoAT (OvOTTVELLLAL)Y.

s

Aldo S@uka ko Taxespira
O

H@ma%sics@e VoL EVILEPDGETE TO YLUTPO GOG N TO PAPHOKOTOLO TOL VOGOKOLEIOL GV TTalipveTe 1 ExeTE
TaPEL TPOGPOTA GANN PAPLLOKE, OKOUO KL VT TOV dEV GO¢ £XouV yopnynoel pe cuvtoyr. Avtd
opeiietal oto O0tL To Taxespira 1 T0 GALO PApUaKo pmopel vo Uy SpAcovy OTmG avaUEVETOL Kot Elval
7o mhavo va TAPOVGIACETE KATOL0 OVETBOUNTY EVEPYELQL.

H moc6tt0 0tvomtveblotog o€ 0Td TO QUPLOKEVTIKO TPOIOV UITOPEl va emnpedost T dpdon GALmV
QOPULAKOV.

Kinon, 0nloopdg kot yovipotnro
ZntoTe TN GLUPOVAT TOV YLOTPOD GOG TPOTOL TAPETE OTOLOONTOTE PAPLLOKO.

To Taxespira AEN mpénet va yoprnyeitol otnV mepinTmon Tov €ioTe £YKV0G €KTOG €AV LGN el COPDS
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ond 10 Y1Tpod GG,

Agv mpénel vo, pueivete £yKvog KaTd T dldpketo TG Oepaneiog e aTd TO PAPUOKO KoL TPETEL VAL,
YPNOLOTOLEITE Wio, ATOTEAEGLOTIKT HEB0OO AVTIGVAANYNG KO TN dtdpkela TG Oepameiag, yati To
Taxespira pmopet va givor emiPAapég yia 1o Euppvo. Eqv domiotdoete 0TL Katd Tn S1dpKeLd TG
Oepaneiog elote £YKLOG TPEMEL VOL EVIUEPDGETE AUECHS TO YIUTPO GO,

Agv mpénet vo Onhalete Kotd T didpkela g Bepaneiog pe Taxespira.

e avdpeg mov AapuPavovy Taxespira GLUGTVETOL VO LNV ATOKTNGOVV Todi KOTd TN S1dpKELN Kot Y1, 6
univec petd ) Bepameia kol vo GUUPOVAELTOVY GYETIKA UE TN S10TPTON OTEPUATOC TPV TN Oepaneia,

ywti 1 docetaxel umopel va exnpedosl TNV AVOPIKT YOVILOTNTO. 9
$v
N

o}
H mocdtto owvonvedlotog 6 outd TO PUPUOKEVTIKO TPOIOV UTOPEL VAL EXNPEACEL TNV IKSVOTNTE GOG
va odnyeite M va xepileote unyoviuato. Mropel va Tapatnpnoete avemtdounteg S\A%WGLSQ ovTov TOL
(OPLAKOV TTOV UTOPEL VO, EXNPEAGOVY TNV IKOVOTNTA GO VoL 0ONYEITE, VoL Xpnmuom@s Te gpyaAEia 1 va
yewpileote unyoavég (BA. mapdypaeo 4 IIibavég avemBounteg evépyeieg). Edv c§@i atd, punv odnyeite
N XPNOUOTOLEITE EPYOAEi 1) UnyavLLOTa TPV GLINTACETE UE TO YITPO cag(;’ VOGNAELTH 1} TOV

Oonynon ko EPLopds pnyavnpdTmy

QOPLOKOTOLO TOV VOGOKOUEIOL GOC. zO‘uA
To Taxespira wepiéyel a@avoin (owvémvevpa) ‘\0(4
20mg/ 1 ml OQ

AT T0 PUPROKEVTIKO TTPOTIdV TEPLEYeL S0% K.0. abBavorgd %pn (owomvevpa), dSnAadn Emg kot 395
mg afavorn avodpn avd elaAidto Tov 1 ml, o omoio giv 0o0vvauo pe 10 ml prdpag i 4 ml kpooiov.

A
80mg/ 4 ml: \0'
AVTO TO QOPLOKEVTIKO TPoioV TeptEyel 50% K.¢ ‘@c‘éowékn avudpn (owvomvevpa), SNAadn £mg kot 1580
mg o1Bavorn avodpn ava eloiidio Tov 4 ml,,@;tgnoio etvar 1oodvvapo pe 40 ml prdpag ) 17 ml
KPOG10V. N
&

120mg/ 6 ml:
AVTO TO POPUOKEVTIKO TTPOIOV nss,gst 50% x.06. aBavorn dvudpn (owvomvevpa), dSniadn £wg kot 2370
mg afavorn avodpn ava (pw@@o v 6 ml, 1o onoio gival wwodvvapo pe 60 ml uropog M 25 ml
KPOG10v. o\

.\O
140mg/ 7 m: X
AVTO TO QOPLOKEY t@ TPolov mepiéyel 50% «.0. abavorn avudpn (owvomvevua), dnAadn Emg kot 2765
mg oBavOoAn éw{één ava eloAidto Tov 7 ml, to omoio eivar 1lwodbvapo pe 70 ml prdpag 1 29 ml
KPOG10V. N\

@
&
60me/.85hl

1 :
Am(tﬁ %;apuaKsmuc() poiov mepiéyetl 50% «k.6. aBovorn dvudpn (owomvevpa), dNiadn £mg kot 3160
mEAOavOAn avodpn avé eroAidio Twv 8 ml, to omoio givat 16odHvapo pe 80 ml prvpac 1y 33 ml
KPOG10v.

H mocdtto owvorvedlotog o€ autd TO QUPUOKEVTIKO TPOIOV UTOPEL VAL £YEL EMTTMGELS GTO KEVIPIKO
VEVPIKO cOGTNHO (TO HEPOG TOVL VEVPIKOD GUGTNUATOG TTOV TEPIAAUPAVEL TOV EYKEPAAO KOl TO VOTLOLO
LHVELD).

BloPepod yia exeiva ta dtopa mov mdoyovy ond aAkooAiouo.

[Ipéner vo Aaufavetal voyn o TepinTtmon oL giote £ykvog 1 Inialovoa yuvaika, omd Todd Kot
0pLAdEC VYNAOD KIvEdLVOL OTImG gival ol acBeveic pe nratikn voco N emnyia.
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3. o va gpnoyponomjcere To Taxespira

To Taxespira 0a cag yopnynOei amd Evav emayyeluatioo TOV TOUED TNG VYEIOVOUIKNG TTEPIOaAYTC.
YoviOng 660

H 660m Ba e&aptnBet avaroya e To copatikod Bépog cog Kol T YEVIKN 60¢ KoTdoTaot. O yatpds oag

e r , ’ r r 2 7 )
Ba vToAoyicEL TNV EMPAVELD TOV COUATOG GO GE TETPAYMVIKG HUETPa (M) kot Oa kabopicel T doOom
OV TIPEMEL VO AAPETE.

000¢ kKo TPOTOG YOPNYNONG

W
To Taxespira 0o cag yopnynOei pe Eyyvon oe pio and T1c PAERES cag (evooeAéPia ypnomn). H %Z'Xgm 6o

dwpkéael mepimov pio opa kat Oa Tpoypatomombei 6To vocokopeio. o)
Q
, , O
ToyvétnTa yopiynong <\\\‘u
YuvnBwg pmopeite va AopPavete to pappako kdbe 3 efdopdadec. AS
O

O y1atpog oag pumopel vor aALGEeL T 600T Kal Tr GLYVOTNTO YOPNYNONG 4.oM TIG UOTOAOYUKEG
e€etdoelg, Tn YEVIKY GOG KOTAGTOOT KOl TV 0VTOTOKPIOT GG GTO Taxe‘@ a. [dwaitepa, evnuepmaorte 0
YTpd 60G o€ TEPITTMOT S1épPOLOG, TANYDOV GTO GTONA, aicOnua ¢ {0g N LOLOLAGUATOG, TVPETOV
Kot 6giETE TOV/TNG TO ATOTEAEGLOTO TV OUATOAOYIKGOV EEETACE 0G. AvTéc o1 TAnpoeopiec Oa Tov

BonBncovv va aropacicst eav yperdleTon peimon g 660G, €XETE OMOLOONTOTE GAAN EPMTNON
GYETIKE LE TN (PTIOTN OLTOV TOV PAPLAKOV PMTHOTE TO ytar@ag N TO PUPUAKOTOLO TOV VOGOKOUEIOV.
)
A
4. MBavéc avemBOuNTEG EVEPYELES q}o'

D)
Onwg 6lo tar eappoka, £ToL Kol ovTd TO AP ]&8 UTOPEL VO TPOKAAEGEL OVETIOVUNTEG EVEPYELEC ALV KL
dev mapovctalovial o€ OAOVS TOVG avep(bé@)g.
1,

N\
O yuwtpdg oag Oa tic cvinnoet poli dﬁsgo ka1 o oag Enynoet Toug ThavoUg KIvohVOLg Kot To, OPEAT] TG
Oepaneiog cog. 00
O

O1 710 GLUYVE ovapEPOUEVE \},mel’);mrsg avtdpdoelc tov Taxespira povo ivat: peiowon tov aptBuon
TV £pLOPOV | AeVKOV gteceapiny, alomekio (ATOGAE TPLY®Y), VOVTio, EUETOS, TANYEC GTO GTOLO,
dudppota Ko K(')TC(OG%Q

H cofapotmta T@%ﬂ/sm%mrmv gvepyelmv tov Taxespira pmopel vo avéndel 6tav to Taxespira
yopnyeitoi Gqué%véﬁuacué pe AAAOVG YN HEIODEPATELTUCOVE TAPAYOVTEG.

=
Koatd r@pmw NG €YYLONC GTO VOGOKOUEID pmopel vor eppavicfovy o1 TapaKAT® GAAEPYIKES
OVTL 1¢ (umopel va emnpedoovy meptocotepa and 1 ota 10 dropa):

« Q7 EEaym, deppatikég avTdpAcELS, KVGHOC

. o@i&o 610 oTéPVO, dSvoTVOLN
. TOPETOG 1 plym
. TOVOG GTNV TAATN

. YOUNAN TTieon

[Teprocotepo coPapég avtidpaocelg Thavov va cupfovv.

Edv giyate aliepykn avtidpaon oty mokAITaEEAT, EVOEXETAL ETIONG VO EUQUVICETE OAAEPYIKY
avtidpaon ot docetalédn, n omoia pmopet va, gival fopvdtepnc LOpeNC.

To vocokopelakd Tpocomikd Oa Tapakorovdel Ty mopeia oag Katd T didpkela TG Oepaneiog.
Evnuepaote toug apéomg poig arcbavisite kKamolo amd ovtég TIC avTOpacelC.
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Meta&d Tov eyydoemv Taxespira pmopei va cupfodv ta akoAovha Kot 1] GuYVOTITO WITOPEL VoL SOPEPEL
avaAoYo LE TOVG GLVIVAGHOVS TOV PAPUAKMY TOV XOPNYOOVTAL:

oAb cvyvéc (Lmopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa):

AODEELG, ELATTOOT TOL aplBLov TV EpuBpdV (avarpio) 1 TOV AEVKOV apoc@atpimv (Tov givat
ONUOAVTIKG 6TV €E0VOETEPMOT TOV AOUDOEEMV) KOl T®V UUOTETAAIDV (TOV Elval GNUAVTIKA Yo
v &N Tov aipaTog)

TUPETOC: EQV TAPOVCLACTEL TVPETOC, EVIILEPMGTE TO Y1OTPO GO OUECHS

OAAEPYIKEG AVTIOPAGELG OTMC TEPTYPAPOVTOL TOPATAVD

anmAieln 6peéng (avopeia)

abdmvia

aicOnpa opmdiog 1 poddlooua, N)
TOVO OTIC 0pOPDOCELS 1) GTOVG LG \0\\\
TOVOKEPOUAOG OCU
oAdayn g aicOnong g yevong Q
(QAEYLOVI] TOV LOTIOV 1 d0KPOPPOL ‘cuo

TPNEWO TOV TPOKUAEITAL OTO EAATTOUATIKT AEUPIKN TAPOYETELGT ,<\\\
dvomvola O
aHENOT PVIKDV EKKPIGEDV, PAEYUOVT] TOL QAPVYYO KoL TNG UOTNG, Bﬁx}}ﬁt\
opoppayic amd tn pot CUA

TANYEG GTO oTONO ZO

OTOUOYIKES OLUTAPOYESG CLUTEPIAAUPAVOUEVTG TNG VAVTIOG, t(@\(axétov Ko g O1dppotag,
dvokotdTnTo OQ\

TOVOG 6TV KOG, o&
dvomeyia AN
OTOAELN TPLYADV: OTIC TEPIOCOTEPES TEPUTTMCELG s%cnokoyucﬁ avamTuén TG TPLYOPVTG

EMOVEPYETAL. XE OPIOUEVEC TTEPIMTTAOOELS EXEL TEPATN pnOel povyun omdAglo poAl®v (cuxvoTnTo
i YVooTH). <

£pLOPOTNTA KoL TPHEO TMV TOAAUGY TOY YEPLOV GOC 1| TOV TEAIATOV TOV TOSIDV GO, TOV
Umopel va TPOKUAECEL TO ég(pkoﬁ&c&(ﬁﬂov dépatoc oog (owtd pmopet emiong va cvpPet ota
XEPLL, GTO TPOCHOTO 1| GTO COU), (O

OALOYT] OTO YPOUO TOV VUYIDOV,FAS, TO OTOl0 LETA UTOPEL VO ATOKOAAN 000UV

aicOnpa kénwong Kot ToVovu@rovg pug, Tdvog 6TV TAATN 1| GTO, 06TA

oAdayn 1 amovcio eppnved-poong

mpn&o ota yépa, y(mn c, TOOWL

KOT®GT 1| GLUTTOL oV potalovv e TG Ypinang

avEnomn M amoA, apovc.

Yoyvég (umopet @anpsaconv ¢wc 1 ota 10 droua):

KOVTWVI{HST TOL 6TOUOTOG (GPDES)
aPLIBTWON

oéawpaxﬁ ™G axorig

peimon g mieong Tov aipatog, appubuio 1 Toyvkapdio

KopOLOKN avETApKELDL

0160(aY{TION (PAEYUOVT TOL OLGOPAYOV)

Enpootopia

duoKoAia 1 TOVOG GTIV KATATOOT)

opopparyio

avEnon Tov NraTKOV evOOI®V (ETOUEVOS OTOLTOVVTOL TAKTIKOT AUOTOAOYIKOL EAEYYOL).

'Oy ovyvég (umopet va ennpedoovy €og 1 ota 100 dtopa):

MmoBupio
070 onueio Eveong, dePUATIKEG avTIOPACELS, PAEPRiTION (AN Aeyuovn) 1 TpN&Lpo.
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. Opoppor aipatoc.

Yrawieg (umopel va mapovclactoly pe cuyvotnto uéxpt 1 atoug 1.000 avbpdmovg):
. QAEYLLOVT] TOV TOLXEOG EVTEPOV, AETTTOD EVTIEPOV, OV UTOPEl va amoPel potpaio (cuyvotnTa un
YV®GTH), SIUTPNON TOL EVIEPOV

ToyvotnTo p1) Yveotis (dev umopolv va ektiunovv pe Baon to dabécio dedopéva):

. dtdpeon vevpovorddela (pAeypovn T@V TVELUOV®Y TOV TPOKAAEL Pryol Kot SLGKOAIN TNV
avamvor]. ®Aeyuovi Tov Tvevpudvev propet eniong va avortoydei 6tav n aymyn pe docetaxel
yopnyettar poli pe axtvobepomeio).

. mvevpovio (Aoipumén Tov Ivevudvmv)

. TVELUOVIKT tveon (0vAomoinon Kot TEYLVoT T®V TVELUOVOV LE TOYOTVOLOL) N\)

. Ooum 6pact MY SIOYK®GNE TOL AUPIPANGTPOEIO0VE EVTOS TOV HATION (KVGTEOEIOEC Ol %I\h
™G OYPAS KNAIOOG)

. peimon Tov vatpiov, kaAiov, poyvnoiov Koaun acfectiov 6To aipa Gog (81awpaxsit&

100ppomiag '
TOV NAEKTPOAVTAOV). AN

. KolMoK™ appuduio 1 KotAokn Toyvkapdio (EKONAMVETOL ¢ OKOVOVIGTO 5}] YPNYOPOG
Kapdlokdc TaAude, Evrovn dvomvola, {aAn ko Mmobuuia). Mepikd a@gﬁrd TO GUUTTMUOTO,

pmopet va gtvar cofapd. Av copfel avtd, TpENEL v EVILEPDOETE a@ G TO YlTPO GOC.
. avtidpacels otn 0o Eveong o onpeio mpornyodevng avtidpa

Ava@opd avemBuunTOV EVEPYELOV ‘\0'(4

Edv mopotnpfioete Kamolo avemBOunTn evEpyeLd, EVIULEPDOTE ’&Yla’[pé, N TOV POPUAKOTOL0 TOV
VOGOKOUEIOV 1) TOV VOGOKOUO G0G. ALTO 1oYDEL Kot Yo Kabe V| OVETIOOUN T eVEPYELD TOV OEV
aVOPEPETOL GTO TAPOV GUAAO 00N YDV YPNOTG. Mnopsirg@{tmg VO OVOPEPETE OVETIOVUNTEG EVEPYELES

Hopaptnua V. Méoo g avapopds ovemBountov evepyeidv uropeite va fondnocete ot cuAioyn
TEPLOCOTEPOV TANPOPOPLOV GYETIKG. [LE TNV ac(pdks\@.rou TOPOVTOG PAPLLAKOV.
zofu
(3
5. o va puiacoete To Taxespira 0(\
O

To @appakxo avtd Tpémel va (pukacc%@ o€ HépM mov dev o PAETOLY Kot dev TO POGVOVY T AL

Noa pn xpnoyomoteite ovtd T0 pouco HETA TNV NUEPOUTVIC AENG TTOV AVOPEPETAL GTO EEDTEPIKO
KoLT{ KoL 6TV £TucéTol TV PaRIdiov petd Ty AHEH. H npepopmvio AiENG eivan 1 tehevtaia nuépo

TOVL UIVO TTOV ava(pspsw,r\@at

Mn gpuAdcoete o€ 68@8@&&& ueyolvtepn tov 25°C.
dvrdcoete csrsﬂ(\apxmn GLOKEVOGIO Y10l VOL TPOGTUTEVETAL OO TO POG.

Xpno N0TE TO PLoAld10 apéomg petd to dvotypd tov. Edv dev ypnotporombel apéome, o xpdvoc
Kot 0 OnKeg datipnong Tov VL ¥P1|oN TPOTOVTOG fvar EvBVLVN TOL YXP|OTN.

Ano HKPOPLOAOYIKT oy 1) avacHOTACT)/apaimon TPETEL VAL YIVETOL G EAEYYXOUEVES KOL AUGTITEG
oLVOTKEG.

XpNoonoote OUESMG TO PAPUAKO HETA TNV TPocHfkn Tov 6To 6hKo &yyvonc. Edv dev
ypMNooronfel apécms, 0 xpOVOS Kot 01 GUVONKEG d1TPNONG TOL VIO YPN oM TPOIOVTOG Elvat evBvuvn
TOV YPNOTI Kol VIO PLCIOAOYIKEG GLUVONKEG Oev TTpEmeL val Yivel vtépPoaom TV 6 wpdv o Beprokpacio
pikpotepn tv 25°C, mepriiapfovopuévng e piog dpag mwov dlapKel 1 £yyvo.

H puowm kot ynukn otabepdtnto KoTd T Xp1oT ToV SIHADHOTOG £YYUoNg OTAV ALTO EXEL
TPOETOLOOTEL COUQMVA UE TIG 00NYieg Exel KaTade Tel o€ odiovg ywpic PVC yia didotua puéypt 48
mpeg 0tav puAdooetal o Oepuokpoacio peta&y 2 kot 8°C.
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To didAvpa £yyvong docetaxel givor vepkopecévo, enopévag umopel va KpuoTaAlmbel e To Tépacua
oV ¥pdvov. Edv epeaviotodv kpOoTaddot, To S1dAvUe OV TPETEL TAEOV VO, xpnotpomomOel kot tpémet
va amopplebet.

Mnv metdite eappaKa 6to vepd g amoyxétevons. Potmorte tov gappakomold 6og yio 1o Tig vo,
TETAEETE TA PAPLLOKO TTOV OEV YPNOLoToLEite . Avtd Ta uétpa Bo fondncovy 6Ty Tpoctacio Tov
nep1PaAiiovrog.

6. Iepreyopevo TG GVOKEVAGINS KUl AOUTES TANPOPOPIES
. : O
T wepréyer To Taxespira ~\~
O

- H dpaotikn ovoia eivar n docetaxel (wg tprEvudpo drag). Kabe ml nepiéyet 20 mg do@qrﬁxel (g
TPEVLOPO GAOG). O

N
20mg/ 1 ml LQ
"Eva @oAido tov 1 ml mokvov dtoddpartog tepiéyel 20 mg docetaxel. AS

S
80mg/ 4 ml CUA
"Eva 1oAido tov 4 ml Tokvoy dtoddpotog mepiéyel 80 mg docetaxel. ‘O

120mg/6 ml ‘ q(o
"Eva, @aAido tov 6 ml Tukvod dtadduatog mepiéyel 120 mg docet@e .

140mg/7 ml &
"Eva graAido tov 7 ml wokvod doddpotog mepiéyel 140 rrﬁ cetaxel.
N

160mg/8 ml {—
"Eva aAido tov 8 ml wukvod dtoAdpoTog nspté%%\g’o mg docetaxel.

- Ta dAho cvetatikd givol TolvcopPikd 8({\(1%(1\/67»11 avvdpn (PAEme mapdypago 2) Kot KITptkd o&D
LovoidpKo. N
‘\O

Ep@avien tov Taxespira ko nsp%&us\ro T1|G GUOKEVUGIUG

To Taxespira Tokvo StdAvpO YETOPUTKELT] SIHAVUATOG TPOG £YYXVoT €ival £va avolKT KITPvo £m¢
Kogekitpvo dtdAvpa mov dogidetor o yvdivo eroAidio.

\
Ta grokidia wov nsp}%@,@v 20mg/ 1 ml, 80mg/ 4 ml kot 120mg/ 6 ml, 140 mg/7 ml kot 160 mg/8 ml
glvar dobéoua 0860 KEVAGIEC TTOV TEPIEYOVV £V, LLOVO QLOALD10.

NS

N
Agv KUK)»O(p%gg%v OLEG Ol CLOKEVACIES.

=
Kd‘roy@gﬁawg Kukho@opiog kot Iapaymyog

H@?a UK Limited
Horizon,

Honey Lane,
Hurley,
Maidenhead,

SL6 6RIJ,

Hvopévo Baciielo

INa omoladnmote TANPOPOPIO. GYETIKA UE TO TOPOV PUPLOKEVTIKO TPOidV, TapoKaAeichs va
amevBuvheite 6TOV TOTTIKO AVTITPOGMTTO TOV KATOYOL TNG ASEWNG KUKAOPOPING:
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BE /LU
Pfizer SA/NV
Tél/Tel: 4322 554 62 11

BG/EL/MT /RO /UK
Hospira UK Limited
Tel: + 44 (0) 1628 515500

CZ
Pfizer, spol. s r.0.
Tel: +420-283-004-111

DK
Pfizer ApS
TIf: +454420 11 00

DE
Pfizer Pharma PFE GmbH
Tel: + 49 (0)800 8535555

EE

Pfizer Luxembourg SARL Eesti filiaal

Tel: +372 666 7500

ES
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

FR
Pfizer PFE France
Tél: + 33 (0)1 58 07 34 40

HR
Pfizer Croatia d.o.o.

Tel: +385 1 3908 777 ,\O
)
.\O

QO

1E ‘ é

Hospira Ireland %@S Limited

Tel: 1800 63 (toll free)

+44 (0) 13 16161

QG

1Is A0

Ic@%rma hf.

Simi: +354 540 8000

IT

Pfizer Italia Srl

Tel: +39 06 33 18 21

CY
Pharmaceutical Trading Co Ltd
TnA: 24656165

LV

Pfizer Luxembourg SARL filiale Latvija

Tel.: + 371 670 35 775

LT

Pfizer Luxembourg SARL filialas Lietuvoje

Tel. +370 52 51 4000

HU
Pfizer Kft.
Tel: +36 1488 37 00

NL
Pfizer bv
Tel: +31 (0)10 406 43 01

@
NO a(\\\

Pfizer AS QS
TIf: +47 67 52 61 00 C‘U\

N\
AT v

D)

OA

Pfizer Corporati‘%@mstria Ges.m.b.H.

Tel: +43 (0)1 Os@ 15-0

PL O&
Pﬁzi@ka Sp. z 0.0.
Tel:448 22 335 61 00
AN

‘ T

Laboratorios Pfizer, Lda.
Tel: +351 21423 5500

SI
Pfizer Luxembourg SARL

O‘u

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

SK

&

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500

FI
Pfizer PFE Finland Oy
Puh/Tel: +358 (0)9 430 040

SE

Pfizer AB
Tel: +46 (0)8 550 520 00
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To mapév @vALo 00N YLOV Yp1joNS avadepOnke Yo TelevTaio popa otig: {MM/EEEE}

Aentopepeic TANPOPOpPieC Y10, TO TOPOHV POPLOKEVTIKO TPOIOV gival SOEGILES GTOV BIKTVOKO TOTO TOL
Evponaikod Opyavicpod ®appdkev http://www.ema.europa.eu

A1 T0 PUALO 0N YLDV Ypriong eivar Sabéaipo og OAes Tig YAmooeg g EE / EOX otov diktvakd tomo
tov Evpaomnaikov Opyoviopod Oapudkov

Ot TAnpoopieg mov axorovBoly amevbivovtal Lovo e emayyeAuatieg vyeiag:
OAHT'OX IMPOETOIMAZXIAY I'TA XPHXH ME TO TAXESPIRA ITYKNO ATIAAYMAT, Y
IMAPAXKEYH AIAAYMATOZX ITPOX EI'XYXH N

Eivau onuovuo vo diafaoete 610 0 TePIexOuEVo avTig TS 00NYIOS, TPLY OO TNV TPOETPIRAGIA TOV
Taxespira didloua yyvong. <\\\

2VUOTACELS Y10 ACQOAT] YEIPLOUO: @

r r J4 r J4 r ) 7 r
H docetaxel eivot évag avTiveomAaoHOTIKOS TOPAYOVTS KOL, OTTMG cuuBawstuﬁl ue dAheg dSuvnTiKa
t01KéG evioelg, Oo mpémel va SIvETOL TPOGOYN KOTH TO XEIPIGUO KOl TNV @sromaciu TOV OIOAVUATOV

mG. ZVVIGTATOL 1] YPTOT YOVTUDV.
%

Y& TepInTOoT OV TO TLUKVO SLIAVUA 1) TO SLAAVUA £YYVONC Taxes@‘l’a épBovv o€ emapn| Le To dépa,
TAOVETE OUECMG KO ETUEADG LE GOTOVVL KO VEPO TNV nsptox& € mepintwon mov £pbel og emopn e
ToVg PAEVVOYOVOLC, TALOEITE APECMG KOl ETUEADG LIE vspi:\\o

[poctoacio yio v evooeA£Pia yoprynon: ‘g)

CU\G

Lpostoiacio tov S10ADUATOC EYyvaNS y

MHN ypnowyonoreite Gilo (p(lpu(lKSDTlK(iQ!{)O'i()Vﬂl ¢ docetaxel Tov amoterovvTon oo 2
PLoAiown (TVKVO draAvpa Kot Smh'mgbs avT6 To appokevTiKd wpoiov (Taxespira 20 mg/1 ml

TUKVO S1AVA Y10 TAPAGKELT SLAAORBITOS TPOG £YYV6T), TO 0T0i0 TEPIEXEL povo 1 Qraiidio).

MHN ypnowyonoreite dila go Q(SDTIK(i npoidvra g docetaxel Tov amoteroOvTOoN OTO 2
QLAiIdL0 (TUKVO SLdAvpo Koy BYoADTNG) pE avTd To PuppakevTIKO tpoiov (Taxespira 80mg/4 ml
TUKVO dwdivpa Yo napqc(l)cam] OLHAVLATOS TTPOS £YY VG, TO 0TT0i0 TEPLEYEL pPovo 1 @rariono).

\\
MHN ypnowyponoteit 9)»(1 POPLOKEVTIKA TPoidvTa TG docetaxel Tov amoTelovvTon améd 2
QLo (TVKve o 1o KO O10AVTNG) PE aVTo TO PUPUROKEVTIKO TPoiov (Taxespira 120 mg/6 ml
TTUKVO Std}mpq\ {&1 TOPOOKELY] OLHAVRATOS TPOS EYYVGT, TO 0TT0i0 TEPLEYEL povo 1 erariono).

MHN yp sﬁ.‘ﬂonowirs ailo pappokevTIKa TPoidvta TG docetaxel mov amwotehovvTol amo 2
(et VKVO d1aAvpa Ko o1eAvTng) ne avté To QopprokevTiko tpoidv (Taxespira 140 mg/7 ml
mm@@w)mpa Y0 TOPUOKELY] OLOADLATOS TTPOGS £YY VG, TO 000 TEPLEYEL Povo 1 @rariono).

MHN ypnowponoreite GAla QUPREKEVTIKG TPoiovTO. T1)G docetaxel wov amoterovvtan oo 2
QLA (TVKVO OLGAVIE KO OLEADTNG) IE VTO TO QUPRoKELTIKO Tpoidy (Taxespira 160 mg/8 ml
TTUKVO OLIAVNE Y10 TAPAGKELY] SLAADROTOS TTPOG £YYVOT), TO 0010 TTEPIEXEL PL6VO 1 Praiidno).

To Taxespira Tokvo ovdAvpna Y10 TO.PUAGCKELT OLHADNATOS TPog £yyvon AEN ypevaleta

TPONYOVIEVT] OPAi®MGT PE SLHAVTY KO Eivar £Topo Yo TPosOKn 6To drdivpa Eyyvone.

. Kabe prokidio givor yio pio gprion Kot TpETEL VoL YPNGILOTOLEITOL AUECHS LETA TO Gvotypa. Eav
dev ypnoiponombei apéomc, o ¥pOvog Kot 0t GLVONKES S10THPN oG TOV LG YPNOT TPOTOVTOG
glvat evBovn tov ypnotn. Mropet va yperdlovtar tepiocdTEpa 0md Vo PLOAISLN TOL TUKVOD
Sdodvpatog Taxespira yio TOPAGKELT SIHADLATOC TPOG EYYVON TPOKELUEVOL Vo, ANeOel 1
amoartovpevn 06om vy tov acbevn. Mo mapddetypa, pio d6on tov 140 mg docetaxel Oa
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arartovce 7 ml wokvo daAvpatog Taxespira 20 mg/1 ml yio v Topackevn) Tov S10AHDHOTOG.

. A@a1péoTe [lE AONTTTO TPOTO TNV OTOLTOVIEVT] TTOGOHTNTA TOV TUKVOD SHADHOTOS Y10 TAPOCTKELT
ddvpartog Eyyvong ue tn Pondeto pog faduovounuévng chplyyos e TPOGUPUOGUEVT Ll
Belova 21G.

Y10, @roriorwe Tov Taxespira 20 mg/1 ml, 80 mg/4 ml kot 120 mg/6 ml, 140 mg/7 ml kor 160 mg/8
ml n

ovykévrpoon g docetaxel givor 20 mg/ml.

. Noa evécete v amaitovpevn doon (oe mg) péow piag Eveong (epanal) og £va GAKO Eyyuong

xopic PVC neprextcottag 250 ml wov mepiéyet gite 5% didAivpa yAvkoing eite 9 mg/ml (0,9%)
dtdAvpa yo £yyvon YAwplovyov vatpiov 1 pe 5% ddAvpa yAokoling oe yodiivn lain . Edv
amorteiton d6om peyaivtepn amd 190 mg docetaxel, ypnoylomotiote Eva pHéco Eyyvong 9
UEYOADTEPOL OYKOV TPOKEWEVOD 1 cuYKéEVTPp®on ¢ docetaxel vo unv vaepPei ta 0,74 1.

. Avopi&te pe T0 XEpL TO TEPLEYOUEVO TOV GAKOL 1] TNG PLIANG £yyvong epapuolovtag ‘u\
TEPLOTPOPIKES KIVIGELG.

. Ao wikpofroroyikn| amoyn 1 avacHoToo)/apainoT TPEREL Va, YIVETOL 8 s?usyxé@gg Kot
donmteg cuVONKEG Kot TO AL Eyyvong TPETEL va yp1olLorotn el apécmgEdy dev
ypMnoporon el apécms, 0 xpOVOS Kat 01 cuVONKeS EOAOENG KOTA TN xpr']cn{ 0TeAOVV gvhovn
TOV YPNOTN. W
Metd v mpoctnkr 610 0dKo £yYVONG COUPOVA LE TIC 0O1YiEC, TO Sﬁuua £yxoong g
docetaxel eivar 6Tabepd yio 6 dpeg 6TAV GLAAGGETOL GE BEPLOK pikpotepn twv 25°C. Oa
TPEMEL VO YPNCLLOTOLEITAL EVTOG 6 ®PDOV (cvunsptkau[?)owouév& ¢ Hog dpag Yopnynom e
evBoPAEBLG Eyyvomg). ‘\G
Emumiéov, 1 guokn| kot ynpikn otafepodtnTo KoTd TN xpf@@tov LAV OTOG £Y(VOTG OTAY 0VTO
£YEL TPOETOLUACTEL GOUPOVO [E TIG 0dNYieg £xel kKatadaiytel o€ cakovg ympic PVC 1 puikec yia
Slonuo, ueEyptL 48 dpeg OTOV PUAGCGETAL GE Gsppi_ cio peta&oy 2 kot 8°C kot puéypt 6 dpeg
otav puAdocetal og Beppokpacio 25°C.

To dudivpa €yyvong docetaxel givor vepiop VO, ETOUEVOG UTopel va kKpuoToAAmOEl e TO
népacpa Tov ypdvov. Edv eppavietody Kpol'r@mMm, 70 duddlvpa dev Tpémel TALOV va
xpnoworombei ko TpEmeL va amoppipbity

. Onwc ocvpPaiver pe Oha ta Qappoka TEOYOPNYOUVTOL TOPEVTEPIKDC, TO SWALLLO £YYVONG TPETEL

vo ' O
EAEYYETOL OTTTIKG TPV GO TN x%g\, eV OlaAd ot TOL £xouv kabiinoel o mpénel va,
onoppintovral. o)
O

Andppwyn: '\O

Oha ToL VAIKE TOL YPNOYLOABIOVVTAL Y10 TNV APAIDGT KOL TN YOPHYNOT TPETEL VO 0moppinTovTo

GULPMOVO, LE TIG TPOTVTECPIOOIKATIEG. MMV TETATE PAPLAKO GTO VEPO TNG OMOYETEVLONC. AVTA T LETPAL

0o BonBncovv oty T TaGio TOL TEPIPAAAOVTOC,.
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