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Taxotere 20mg/ml Concentrate for Solution for Infusion

20mg/1ml & 80mg/4ml
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1L &%
TAXOTERE (docetaxel) izt 20 £ 5. ~ 80 % 5 o

2. 2205 #
A F 2 EfA R £ 3 20 ¥ 5.2 docetaxel anhydrate
FH
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Sk
TAXOTERE 20 mg/1 ml:& -} 5gph 7 05 2 2 & ke p(395 ® 5)2 2 5F % KiB iR o
TAXOTERE 80 mg/4 ml:& -] sgph 7 2 £ 2 g -ke fR(1.58 2 50)2 i 6% ki3 R
BRA5H A 6.1 0
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TAXOTERE # doxorubicin 4= cyclophosphamide i * if % 0% £ g7k B o = R B 2 &4~ BEH it )?;p;fis A cFpE LS B B R i o

v &R EHT R D RO T SRR A S R 4 0 i B R L e FRFiofdum 4o RS R xﬁ%[&]“ 45 2

Fem2o A &S (R 5T

- TAXOTERE (docetaxel) ¢2 Doxorubicin & # if * b 3Rot 8y S A5 5 LB A G RL B Fih 2 pr o

- TAXOTERE (docetaxel) ¥ Jipi * » if % 20755 f 30aL g o 5 (£ 2 5 & 1 F7n o & pr2 3 s £

- TAXOTERE (docetaxel) # trastuzumab # #* » ¥ # 30 ng % HER2 R AR A D A B LB 8o @R AL B

- TAXOTERE ¢ capecitabine & * vy $3 1t 8 ip 5 # 45 anthracycline & »c2 ko 3895 &% @ A3 125 s £

2] e W

- TAXOTERE (docetaxel) # cisplatin @& * i % >t fp 308t & A5 (22t ] fmie W > 2 A5 A f X B F o 2 5 ¢ - TAXOTERE
& carboplatin & * 4 ¥ - Z 402 5 E R o

- TAXOTERE (docetaxel) if * *4F 3 4a2 1 B fri2 iof & peen RoL P & g5 42 25 ‘m v W o o

# 3113,?-);?

- TAXOTERE (docetaxel) £ prednisone £ prednisolone & #* if * 3t ja fi 5 /5 & s 2 &4 145 7| 'iyfug?p

H 5$}§7

- TAXOTERE (docetaxel ) £ cisplatin 2 5-fluorouracil # * if * »tat 8y 5 “:]U%;];s Ao G 8RS /f@cﬂf]l)% XA AY BREI

Biohzpt o
- TAXOTERE (docetaxel) £ cisplatin 2 5-fluorouracil & * i * > 5f 57 3%k 3012 {7 @k fm 56 o 4 i bdip fy 3 chg | g2 it o o

42 # x* £
EHRAE



TAXOTERE ehig * ek el 3 Fipfpeni n?d > 2 b TRET R FRiZ2 FRERTHF -

Py o Fo e R Y R 2 ORISR D EERS 3 o RT IR FHAR L E G @ FERIG o bldeo 2t E B docetaxel
RS B - 242 @4 3 % > & pPR* dexamethasone 16 & #(b]4r— X &% X > £ =X 8 £ i) (8 44) - #* prednisone
# prednisolone j& f % FIJ”Ijl«'/'%FE JPRE - & TS 3 Léé‘ii%?éi?lii docetaxel # 12 /] B ~3 | F¥ %2 1] pF4L 3 dexamethasone 8 ¥ s (3112
44) o FIAEP P GCSF g g4 &g d g o

Docetaxel # = i¥ 6% - = » = iﬁi%]iifﬁr? L1 P o

e

LR F o LFEEMHT RES O R  EEABESEF B E- S B :’tﬁi%];‘i doxorubicin 50 % 7./& & o
3 cyclophosphamide 500 # s./T * 2 & 1. pFis > %3 docetaxel 75 F 5 /T * 22 » X 6 BRATAC Fiz) (FELHEAE) -

F T Ia R B dnag Hp @Zﬁ; 15 % - docetaxel E = ;5% (monotherapy) pFz s2:x & E 5 100 £ 5./F = 22 5 % - &s% (First-line)
P2 R AT S 75 ® 5L/ 2 M4 G ff 0 @ % doxorubicin 50 F sL/T 2 2 R 44 G

# e
27 trastuzumab & * J5k PF > docetaxel HuE R A E L F 2B E- > F R E S 100 F L/T 3 2 ' s trastuzumab B 5 F iF B E
- o 4R A & TRk ik i R 42 docetaxel ih ji;,]ﬂ P % trastuzumab % - = @%%“a & o A i * trastuzumab shmtE |2
243 » B] docetaxel 1% {8 6 % # & ¥ 4 trastuzumab %] AR B2 R EE - Trastuzumab cHB| & & L8 L Gf A B H o

22 capecitabine & * pF > docetaxel G M E 52 75 F i /T > 2% 5 & =3 - =& > {v capecitabine 1250 F 5/ * 28 5 - X = X

B8 30 M 4p B 0 BE D s kL - i - Capecitabine e € %48 4 % 3+ 8 > £ 4L capecitabine i* ¥ -

2] smve Bk
AR BRI B2t ZFRAE LTS FR/T o > Ngigrcisplatin 75 F /T 3 2 = L% 30-60 4 48 0 24 carboplatin (k&
WART G 6 F /S es ) K 30-60 44k FHAT L F 41 Fisf A Rt 4 0 2 docetaxel 75 F L /E 3 s H - o o

w7 B,TJ)%

FFZMEE 75 % 5 /T > o8 o Prednisone & prednisolone 2 #F§r JREE > £ X - % > B 5F L(ELST)

H Bpﬁv

Docetaxel s A& 5 75 % &
&%) o 3t cisplatin éig,],;;%.ﬂ;
SEZHER- X R
B GELHENE) -

/TR ’J%is?]ﬁH%F",‘% 1 ] P& > %18 2 cisplatin 75 & 5./ = Qﬁl%is?]';i1—3 o] pE (5%2? AR MRS
t6 o 2z %3 S5-fluorouracil > & p #E 2 750 F /T3 % 50124 'J‘B??@,éﬁi?]iiS SRRV REY  Bal
f cisplatin je A 0 AR ok ok B T AF VAR F vk A o BIEIF IS G-CSF R b g 4 LA Men

TRy
Ui L_ml,ér AR O el B GE LA g vk s (b cisplatin B # S 2 RES ) o BRI TEH N G-CSF IR F 4 LR F B
g i o & TAX323 2 TAX324 35 ¢ > docetaxel 73 i *VS# XIEp

+

o Thtingw enal ok (TAX323)
G INAEE B 7 2 BINEF SR we (SCCHN) #1484 i stisf a ehsl M L » TAXOTERE suz k& & 5 75 o/
R ﬁisa]/ﬂB-‘fFé“ 1] pF > 4§ {8 %4 cisplatin 75 £ 5./ 3 22 ﬁis?lii1 DR (R - X BE) w2 3 S5-fluorouracil -

FPAELT0E /T 2 @RS T o P REE S 3L K T A BRAE S F IR R o < g e
BsR

o b in R A sl it (TAX324)
SHHEIFEING RN (Bt ﬂ«%*ﬂf . "Wiiﬁvmiﬁ}« [GURIENE = R  ya 352) ﬁé# ey (SCCHN) 25 4 #T%3 ih
Mot in R T a3 E vk o docetaxel HuE A E 2 75 F /T R %—"‘\%]J BREET PRGNS - 2 B8 518 % cisplatin
100 £ 5./ > 22 > ﬁ%liifﬁr? 5304483 3 PFF > B2 0% 1-4 2 %3 S-fluorouracil » & p #E % 1000 £ 5./T 3 2% o gLk
A2 d 3FF - KBS 3IBRAR M F o BRI p A IR RSN

Cisplatin 2 5-fluorouracil ch&| £ 34 & » G302 8 5 0 H -

HIBE:

- R

PR TRicp 300 <20 1500 cells/mm’g% » 4 7 ;1 3¢ docetaxel -

1,% ¥ & docetaxel ip 8 B4 4 B B L L 10 & T#iﬁ“ PO R ARG TR D A - B et 500 cells/mm?~ g & &
ERE2ZARF s ST A L docetaxel 2R 100 Fs /T2 75 TR /L3 % o qe/8d 75 TR/
T2 AET 60 F /TS N o dek i@ HE L 60 F fu/i”'* DR oA P E RAREY R ERE # T AELR o

Fo Ry e B4 R 2

TR A G-CSF 4 4% docetaxel # * doxorubicin - cyclophosphamide(TAC) #f B4 5 i m;rtl'%}?‘s Ao B R 2 F’ﬁ‘ LAY -

2



MRS /8 R A o docetaxel chH| B BED 60 F5L/T 2 N (GERL A4 BFA a LA 48 3 AF k) A B3 AR 4mr
#i % TAXOTERE BB T 60 A T A .

£ cisplatin & #

1A= 4o B docetaxel 75 £ /T R & osplatm carboplantin 7% 2 koo TR R AR 2w ) R Bk gL/ 3T 25000 cells/mm?
& #& cisplatin ;2% ) % -] 3% 75000 cells/mm® (& carboplantin 7o ) &% 24 “’ﬂ’ PME R R Rt AR R EEY S T -

= docetaxel ip A€ B 5 65 /T 28 o Cisplatin en#ED K > ZLZEFFH -

£ capecitabine #

= capecitabine % £ # %2 capecitabine 7 ¥ o

Ll U Fo X NMM2BmEA s T2 F T T - = TAXOTERE/capecitabine m}% X RS ISFK I EFET 0-1 % 2 100% 42 4
HELE -

P AR S AR 2 mind o &
TAXOTERE 55 ¥ 5./L % 2 & %% o

PSR ERA N A IR AsA s R # Y AEELR o

T

%‘5

A5 - MM3IBDF P AH LB NI PFE > BRI FEMED 015 REE N

Trastuzumab #| £ 7933 & » 332 trastuzumab 2 & ¥ -

£ cisplatin 2 5-fluorouracil & #

F e G-CSF ehfin™ » ivgh 2 DAEaf 2 of Y hd LR Uk RE PR e ST AR A B L R
] docetaxel er#| & fisd 75 % 1 60 % 5./% > 2 e FHLLS O AIRATARARAE ¢ fhi s 3R 0 B docetaxel oM E o 60 % 1 45
E /T o o gAY 4sc R 0 B docetaxel R s 75 D 60 E /T A% o p A AR s RN P EE
%3 docetaxel » ‘!r‘./—ﬁ, v‘ﬂ’ ¢ e g kadic P k4R T >1,500 cell/mm?» & ] 4% el B4R £ >100,000 cell/mm?® % i o Eipat
B EFY o PREY docetaxel ipf o (FER 44) o

iV TAXOTERE & # cisplatin 2 5-fluorouracil (5-FU) a2 5 4 S Higmd > ABEERT VT o JF o

Y= HERE

¥ 3% % - MRt 5-FU e £ 7% 11 20% -
% - & MR 0 2 {8 B - TAXOTERE e £ '3 = 20% -

5 45 % - =x 213 TAXOTERE 2 5-FU e & % *% ™ 20% ©
FIEE SEIE N NI TEE g

¥ 3Bl F- M| 5-FU ehm £ '8 20% -
FoX MR AN AT FushEH Y o Bk 5-FU e
% = =t 21 ¢ TAXOTERE e £ * i< 20% o

EARCNC g Fo MR AN AT FunhEH Y o Rk 5-FU
% = =t 213 1 TAXOTERE e £ * i< 20% o

B¢ ** cisplatin 2 5-fluorouracil cnB| 2 A B @ Gz ¥ S22 P H o

i & P F B ey (SCCHN) TRk s#sk ¥ o F o ¢ URATSebEeg @ v SRR Sk (24 R PFA ag @ 2o s
SRR B T S SRR 0 R E e BEETP RS G-CSF (G4 6-15 %) -

PR EHE

i‘cj-*’:‘”-’r"i:}ﬁff;i:lg‘s Agpi * B - F4 docetaxel 100 £ 5L/T = 2t 2 Ehf 4 B E AT "g,’r),% Lenz fg i g §F (ALT fo/28 AST)
PR SR LIERE Feane rFE 2 15 B % ¥ ds e i (alkaline phosphatase) F £ 3 & f & 22 25 B . # docetaxel
ZERBMELTISERL/T 3 08 (3L 4445 52) ia},?}?i Al F gL ¥ fo/& ALT fe AST i+ 30 F B F *2en 35 &
TRHRARAE L R K L 6 BFF 0 2 T R A B A D R AR RS R TR e A

& # cisplatin 2 5-fluorouracil 757 3 E’]’U% TRieimsk? 2 "f ALT fo/2¢ AST dpdic ¥ F 1 *T15 & Ak P pipe pedp i+ 0 2 %
BER25 B e gt F koo \;w;];a« PRIV EFRHELEHK ALY f?b'ﬁ#\i%%wﬁ% * ok AT B
kY AE o & ATRIR G A docetaxel & & * % (combinationuse) isf 2 A F 4R 2 ©

i*&"i TAXOTERE #* &0 1@ % 0+ 3 18 g1 ™ 2 ﬁ"[”—}‘)%f,%’ﬁ s E & rEY AFES o 23 T @ % TAXOTERE » 5 & ~
L] G e W e ~ w0 7| 'i;]’l\J%s I R (7» T INE 5 LI "%E/iﬁ‘&"“‘mﬁ"r}@) 2_APRMEIE L o

FEARBEFES TR EERALRT T EPRY
60 pe(7 )+ & A 5 * capecitabine p¥ > i 3% #- capecitabine érde 4o HE A % 2 75% o (31 capecitabine 7 & )

43 =
AR docetaxel REMB BT BB EREEZ2HE Ao



Docetaxel £ MR A MER ( neutrophil ) BB /MR 1,500 cell/mm*ZiE Ao
Docetaxel EARMANBIZ KL,

BEFGEREBZHA. (FR42K44)

HBEREZBBEAR docetaxel HfFH M3 7 B,

44 WERAEEEER

RARAERF/DMARIFER , ARMGRETSS DR LIREEEERE , BEEEAERERA. filn , REME docetaxel
SARUEMABAA R — K2 , M 3 X , T HMBA dexamethasone 16 BER (B —KXMX , FR 8 ER) , RO WMAEABFNRE
ENBERE  TREEBRENRERE. siIRENERINIGHE , BH docetaxel BIRIIEET 12 /N, 3 /MRFR 1/ KA
PR3’ F dexamethasone 8 %, (¥R 42)

ke

T B mERB A EE ( neutropenia ) REBERNEIER., WHPHAMREERENABEREPUES 7 X, BEEIZI A
MZAA , KB TEREBE. FTAES docetaxel SARMZRAERHEEBE R MIKRME ., FALBEEREH QMR E
EE KR 1500 cell/mm’ , AT BAMEL docetaxel B, (TR 4.2)

# docetaxel JAEMAE , ERERENEPEAMBBDE (MR 500 cel/mm® RiE7 XRHUL ) , BEEL T —BBZHA
B RS ERAEEWERE L. (FFR42)

S docetaxel A cisplatin & 5-fluorouracil ( TCF ) JAMZEA , B FHEBSEMN G-CSF, RIHER AERES 5 2 & B i
REDER/SBREEPEAMRBDEZLHIERE. L TCFARZFABIET G-CSF, MBS 5 R EMMEE 4 A mKR
BAE (#HESReEhEQmREOE,. BEREAFEPEOORET,. IFPEORBOFEIRNBR ) BER BAR
BZTCFAR , BTURENERN, (FR42K48).

S docetaxel BBt doxorubicin & cyclophosphamide ( TAC ) SABZEA , BB THEBHEMN G-CSF, Rl 3R LRES 5 2 1E
it B i BRI R /SRR A FE R M B AR A EE 2 L Bl e R (K. TP IR T G-CSF F#S TAC MBI BUEMILER A |, SRl
DE|EREMMEEP YR MREE (AERRZEDEROREDE,. BREFAFEPEAORET. REPEQORBLDATE
BORBR ) WM. MATEITACKHR , BTURBHEN. (FR42K48).

BRERE
BEAETHEAmMRETHRA  FEARERBEFRENERR. MEEBAETARESTRIRE  ARFERTNE
—ARTRESERRT. RARTRENREBRERRESERBENEN (FR42%48).

B E

BEBREFTARTAEBRE, AHEE - RREIXETHME. BRRETREERE docetaxel Rz B o @BRRE , Bt ,
BECBFERAARENBEZRNERRBE, BEAREABHZER  NEFRAIRNEBEZRE , FEF AR,
A, REZBBRE , nREEODERTREER , R FHERB/AIH , IXALAE L docetaxel B AR BIR b 45 Tl
ENRE, ARIRENBASHREARMEBRRE, FAESRELBREZBBRE , IFTEEMEA docetaxel, BEH
paclitaxel EXBBREEBNFBA , RARELE Docetaxel EXBBNRE , IERENBBBIERIE ; HRELRFA , BE
Docetaxel A #) RAE 1T B 28 19 B5 0.,

B2 [ &
BEEBREMT (FERRME ) R WALK , YHEKE, BERELERR LR ZBRRBERRzHE. BERERE (0I5
HPERELERRBRIRRE ) TPHRELER2BE, (FR42)

B
ERRUMIRBR, VERBARERAKERECBAREZR/A , BPAOER.



FIEFR2

ESE-BR 100 ER/PHFLARBBARZFEA , EH_EREHER (ALT, ASTHARZ-S=F ) KRERELERZ 15
f& , 3 B MEBEBATS ( alkaline phosphatase ) ARIEEEE LR 25 £ , HEEREMEEAZSRMERSE , fINET, &
WERMFBERBGEBREH D, FERROEPEROREDE, B, OPMMIRSE, OXREHSER. Bt , BHEA
ZAFShEERIRAE® (LFTs ) EFBE |, docetaxel 2 BHER % 75 B2/ FH AR , BEMNRAR N R SEA4BUEK 515 8 4 AT
ThEEZ WA (RER 42) .

ERANRARERERELR , B/SUALT, ASTEAXREEE RN 35 F, TAMERBRARERELRN 6 21, &
AHERBRCER  BRFEREZERBAERN , BEATEMER docetaxelo

Bt A cisplatin & 5-fluorouracil A% B RS , AR ER hHERR ALT /20 AST IEBURR E XM LR 1.5 £ AL EM it B BRES 15 8K
REREBELR25F, RRIEARERELRZHEA. EEFALIEUHEEDNRES K MERFSHKZERALAER
A, BETERERERE,

120 48 BT A 55 970 AP L th 3 PERE P BF Al docetaxel SRR TSR IR o

HRFMEBMSBEAMER docetaxel AREERERERESR. (HFREEY).

BIRETE
MEEBIIRTEZRAMER docetaxel 2EH,

HERR
NBERERBHEELE , AROAR (HR42).

LEEEAEM

LA TAXOTERE #fR trastuzumab BB A , SHRBOMEBHNRE , FRIREEREZ]E anthracycline ( doxorubicin
= eqirubicin ) Z{LEARRE, LREBNEETRATEZEE K BREEFTREBIE (FR48).

ERARKES TAXOTERE B trastuzumab &9 , RITEAHRAIE T O M REF M, AREM (Sl , S=HEA ) EE—
HSEOHIIEERN , ATRFARTHALCHIIERE., FHEABHESMA trastuzumab Z{HE.

BA docetaxel $fF doxorubicin, 5-fluorouracil X/ cyclophosphamide SABMHATHREF O EFTRET O EBRERHBIT)
MIEREER 4.8) , DEEEFNEREEEN.

REYE
Docetaxel REMEHBEARNFA , SEEMMEKE ( Cystoid macular oedema, CMO ) W&, R HERNHE A EE
TRENTENENRE, EPHAXTRSEKE (CMO ) , BEILE docetaxel RS BIMAE B AR,

Rty
ERBRVERESLAREEL 3EA , BXUBLARARRNBRER , BUHESLARRELAEANARR,

LT 48 WBh UL MR

HEREME S M B BRI

EFAREERMEREIORBOEREEREREAEPEAORET , ARRRAEDEAORBOERBR) , E6E
#F G-CSF AR EBREER 4.2).

EHERE

ERAERRE, &% BERPRSHEPEANREVE , TREARESRESEEHZRE , BAMANSLREAR.
L g0y #:3 ]

AR B M M R B RS A S O RSB E R

E_RRMEEMHER

B docetaxel IEASERE—FHRMBHERNIEAREROH  EE-ERMEHEENRBCHEE. S-RRME




MHERE ( 2E AN SN A MMH(acute myeloid leukemia), BB ERBAERE (myelodysplastic syndrome), JFBAHFLME
& (non-Hodgkin lymphoma) MIB# (renal cancer) ) ATBEB ARG BF docetaxel SAMEM A RWF FTABBENE _RBTH
ER,

4 U LK BREEBERA

TACARA 4 BU LHKBREEBNBANYRERIGENPS MM EEREGFR 5.0,

XEEH

3B % [ B OF | TAXOTERE S2383% CYP3A4 #D%I# (e.g., ketoconazole, itraconazole, clarithromycin, indinavir, nefaxodone,
nelfinavir, ritonavir, saquinavir, telithromycin and voriconazole) (£ R 4.5)

EFEA

REBEEPITET , FHERRAR 60 BIFALL Taxotere $fA capecitabine SAEAF I DR 60 BRAFBA LB |, SARERN
BIN4ERTEREERN, AREBRETRENEART RREBARTRHEET SR,

14 $% 70 B SA £5% A BF B TAXOTERE , doxorubicin & cyclophosphamide 2 1 BI& ¥l.

EENSIBRBOTRS , 15333 FRAEZS=E— XMW TAXOTERE 348 , K 209 EFANFHEARNEIR 65 B , 68
BWAKR 75 B 8=iB TAXOTERE SAM—RNHEA , HARM , B, EFBL , R BEREOHLER>10% , &
PERERRAR 5 RENBEEERRFBNFA. ERERKR, BN, BRR, ERKEHEBORERFAN10%, F
BERRAR 75 BB AZHERAER 65 R THHEA

E-EBBREATRD , & 300 B2 ERARBE=MEKERA 79 BRARE HRKSER)HBAESZ TAXOTERE 6tA
cisplatin X 5-fluorouracil Z3&# , HP 74 EFANFHERH KR 65 B , 4 BEWANFHERHL KR 75 8. BREBFEAR
ERERBANVLFILFBBFAER. UTRHER (FIESHR ) WREE210% , HREAFBERTARN 65 BFEAN LA
BRBRFEBNEA , OF  SE, ORYg, BREEPEANREBIE. FERAZES TCFAR , BFUARBHEA,

BER

TAXOTERE 20mg/1m| B/MEEE 50 vol %M ZE (B8 ) , BI# 0395 % (0.5 FF ) WER , SPBREER 10 EANRE
R4 BEFANEHEE,

TAXOTERE 80mg/4ml B9/ME&H 50 vol %W 2R (B ) , BN 158 3% (2 BHA ) WER , S/ RHEER 40 EANEER
17 BRANEEE.

HABEBEBEPEBNBRARE.

EERIGHEEIHARLZ , RENERRFEANFEEFRARBRABANEE,
ARBEESRTSEGEEAGERNRR,

AREESRTESRERE A RB R A MENED.

ARTREHPEGRAKELEE

45 XEER

ERNARRTETR , SATEE , HRHMARGER P450-3A RF ( Bt ALY P450-3A ZBFEMGIER ) 28W ,
ciclosporine, terfenadine , ketoconazole , erythromycin B troleandomycin , 884 docetaxel X, WA RIELE R K
BEE  ARFTRHELEREZXEEA,

Docetaxel EMPERRWEERLS (FHSRHEIB 95% ). HARIEN WA BRI docetaxel StARMERBNZEER ,
HERABRRS , EOEESRBT ZEWN erythromycin, diphenhydramine , propranolol , propafenone , phenytoin ,
salicylate , sulfamethoxazole & sodium valproate 3 F & ¥ & docetaxel REBHEMNRES. BRItz , dexamethasone R &
B % docetaxel REHEMFE S . Digitoxin BEHENES TR Z R docetaxel 2 Eik.

Docetaxel BfA doxorubicin & cyclophosphamide HEYB H B FZHE, REE—FHREBRMR docetaxel M
carboplatin ZMERXEER , EH docetaxel SFAME , carboplatin KIBEER AL carboplatin BB — Y B EH 50%.

SHEEB M FIRENBA , & prednisone FEMNERT , RMHET T docetaxel FWEYE HEBW ., Docetaxel REMREE

6



3] CYP3A4 FRAAH , T prednisone RIE A& CYP3A4, BIRWFEREUR , prednisone ¥ docetaxel B H R R |
EfHBLYERBEENER,

ER AR % E RO AR CYP3A4 MMEIM ( BI40 , ketoconazole, itraconazole, clarithromycin, indinavir, nefazodone,
nelfinavir, ritonavir, saquinavir, telithromycin and voriconazole ) , RIB {1 ERKRERI R X EN , BIEREEMMN CYP3A4 A%
FBEPITHEREEENFEE docetaxel Bl (R 448 ) . RBHEARRMEA ketoconazole & docetaxel WEW X EEH
TR |, ketoconazole BB docetaxel HFIERMBR A —¥ , ELFREAAKEH CYP3A4 KB A docetaxel WEE (H— ) K
B2, Docetaxel Wi ZHTRES R , BIEEBRFRA,

46 MBREH
BRIEREMFEA docetaxel RRBHTHRIEE . Docetaxel HEFRABREEREKEZEN , YEREABNESTED. WIE
Hib 2B Y |, docetaxel FARARBIRERERE RNEE, Eit , docetaxel FEFEARHER K.

Bt fm /@2

BB HR L Edocetaxe SARBME R FLLAREEDIEA , BHEAERAEME , — B2 , BYAEHREI AR,

AR ERIRA N B 2R, JEMRKTTSSRR |, docetaxel EFMEBSH ATV EBEHNESEED (BM53)

By , BHHEAEdocetaxe SARMBMEARERMEAR , BBEE MU TEARRNETEARETRTFNVEBER.

RN

Docetaxel MBAMNE , REERABITHHENH , MBRA. ARERSBMELHY R ZBERRMY , FTLLE docetaxel Z3A&
RARMAAPEER.

A7 HREFEAMBREI KR

S8 B IR MR B8 R D 1Y RO 16 ARAR BRI 58

ARERERNAREHFATHREVEFRARBRERAMBNED (BR 42K 48), Alt,, ERA , ZRHEMERATRE
FERERREMRNED , ERATARNIATEUNEMER , BERBATERERREME.

48 FERE

A g8 docetaxel EBZRIER , BREE T HITAXOTERESS R Z & ¥ ES .

o 13RHFRAIER/FHARZHR , 121E8RATSER/FHLRzHER,

Pt A doxorubicin BIEAB258R.

40641 LATAXOTERES&cisplatinBf A o

8074f% A48 FTAXOTERE 75 ZE3E/F AR Bt Acisplatin 75 B3R/ 52 R8icarboplatin(AUC 6253/ e ).

BATAXOTERESf Atrastuzumab’a B & #9245,

25547 BATAXOTEREE&capecitabineff o

332% %% A# FTAXOTERESt FprednisoneZprednisolone ( REEAFIEMN TR REMER ) .

1276 " A ( TAX 316 X GEICAM 98054 BIF7448 %5328 MW A ) #8 FTAXOTEREBf A doxorubicinRcyclophosphamide ( 58

FTEARHEBNTRREM#ER ) .

o H3I00FRABWARE=HHERERM79BHEARE — KRR K A BEZTAXOTERESF Acisplatin & 5-fluorouracil Z 3&
REETEAREBNT R REN&ER).,

o HF 174 BR 251 BRBE PN HE A BT TAXOTERE HfA cisplatin & 5-fluorouracil A8 REXEREMEMN TR R EN#
Rr).

EBEFRRERLANCIERHMEEE( NCI Common Toxicity Criteria ) ( 3#&=G3, 3-4#k= G3/4, 4#%= G4 ) MICOSTAR/MedDRA
WEERIR, REERESEL FERER(>1/10); BR( 21/100, <1/10 ); ¥ B( >1/1,000, <1/100 ); T B( >1/10,000, <1/1,000 );
IEHRZFER (<1/10,000) ; RAGEH B WERFERAY). KEBTFEREREFRFEEIOR,

TAXOTEREEFABRBERNBEMFARE P AMRBIE , WERATEARERMNRBESRERER ZPBATX,
B ErE i B IR A EE 21500 cell/mm3 BN HBE7X), 2 BRE O\ M\t A% BERRESEND. TAXOTERE
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Bl F 89 B B B T Rk R SR AL fth (b SR S IR W 6 FA T 38

B2 trastuzumabffA , BIFA (TSR ) = 10%E HE MR, TAXOTERES Atrastuzumabiy A BARLETAXOTEREEE A
REEBRRLENBRERER (40%HEER31% ) , ARBRLERNEMBRER (34%HER23% ) .

Hdcapecitabineftfl , BERNTRRME ( =5% ) 4 % Llanthracycline A& RN IBEB AN SR RRRBE P OEXK
R ( Rcapecitabineff & ) »

TAXOTERER R EIERAMT :

ERFHER

BRREERE Edocetaxel BRMERNE s EBRARE  HERASABEEPE. BERNERAMIL. AERIFEEN
EZ. B, §8 TREERZFRIZE., BENERD , EOBE/RZRAERRNL SRS /HAH (F#R44),

HERREE
EHABRERFAEEE , BRENR (FR42544) . BESPECRRGEER , TE/BRNEAR , BRTRIARE ,
SENRI, EHRETENEEERRNARD

EHRERTHEBER

EEUEMERREZ#HE , HERSABEEPE, EARENRRARS  aERERZ , T EHREHNTF (IER
ENFRER)  tLEHREFE. BRIWHE K KEAFTER. HPEEEdocetaxel@X &R —BARE, B RHBREER
m, HPERAHEENERRERR , ELFRUMBBCARTERARPLEZEBE (FR42844 ), BREHETFHEAR
EXNEFBERBE  ERSAMEENERIRE. SldocetaxeJARE KR MBS KR4 10 57 4 A AT BT M IR B Kokya an
S ALBE (erythema multiform), Stevens-JohnsonfEMRE R BEHREMIL, EREFERT , HeNERFLETRSERE
BRMEA.

— MR ERIEH B A R

BEBUNRE-BRERERYN  SRERIE, % IWBARNER. BRERNSRBIRER.

RARE  QEAHKEKE , MIRARH, CTRABH, BEARBEANNERIBRRAO R, AN KEEERELR
RTE, FRTRRRSSMESMERNI ATRNES, BRAFEZRLERLRREEERERNAEN (FR44).

TAXOTERE 100852/ F 5 LRE—FY :

MedDRAREZERE 78 FEERZTRRE ERAZFRRME THREZFRERME
BERER B3 (G3/4:5.7% ; DIEM |8 G4 it g MIRB A ERRN
ERF% , HERR17%)  |Bd (G3/4: 46%)
MERMEBRKES BhMdAmRBDE (G4 : |[I/DRRDIE (G4 :0.2%)
76.4% ) ; &M ( G3/4:8.9% ) ;
PERNE 3 2 P g MIRR L
=
SERRER BERE (G3/4:53%)
RANEREE K&
HNERERE FARRBRER® (G3:

41% ) ;
B EB SRS G3/4:4%
HKREEE (BKE:0.07%)

DMTHEER % DETE (G3/4:07%) -3 |
MENRERE EmE ;
=mE ;

H I




FR., MEREREERE

TP EEE (RE:2.7%)

BERERE

AERYE (G3/4:53%) ;
BB (G3/4 : 4% )

B (G3/4: 4% ) ;
UERt ( G3/4 : 3% )

Ea (BRE:02%) ;
BRE(BE:1%) ;
ERSEHm (B&RE : 03%)

REH (BRE :04%)

ERRETHERBRE FE ;
BEWRE (G3/4:59%) ;
ERFRR (RE :26%)
MAERREHEBRRE I (BRE :1.4%) P
—BUEREREHBUNRE BRBE (KE:65%) BT R R
BB (BRE:112%) ; HBOREMYBEBERS (KE
23" 0.4% )
RRE G3/4 MR LEH (<5%) ;
G3/4 M & 1 B B 5 9 b0
(<4%) ;
G3/4 % B & & B F§ (AST) ¥ tn
(<3%) ;
G3/A% R & 18 B i (ALT) ¥ fn
(<2%)
LERBERGEE -

F R : H8G3/4Mm/ MR DI 2 i,

HBRRRE -
#3 TAXOTERE 100 ER/FH L2 REFEERNFEAR 353% B HATEMHNHEEY  IEEAREIBAASARHEX.

EMRE THBRE .
FEER  A—ARAESRERRARNBNAKEOE, KRREEBREEANRAREER,

—MYERERISZH R :

BRAEARPLINREABRPHEESEIR,000ER/FH AR , HATEERBRFENRMPHAK164E (HER0-4218 ) . HXE
EFamaEY , AHRTETEERAFENRN (RMBRTY  8189ER/FHLAR ) HBRAKREFARIBYE (RUAR
R 480 7ER/PHAR ) KER ; AW, FHEEY , PE-LRAEARAPRETRHARBEE.

TAXOTERE 75%52/F 5 LRE—EY :

MedDRARBZ BB E 28 IERRZTRRIE ERZTFRRME
BREER B (G3/4:5%)
NAERKERKRE W mAREADIE (G4 : 542% ) ; WL HERRZ KPR DREBDE
(G3/4:10.8% ) ; M/MRBAE (G4 : 1.7%
RERBKRE BRRME (TRE )
RBENEERRE R&
HERERE FRABEMEHR (G3/4:08%) ; FREE SRR (G3/4:25%)
DRMERE DETE (TRE)
mEHERE {E B
BERERE A (G3/4:33%) ; =t
AERYE (G3/4:17%) ;
WERE ( G3/4 : 0.8% )
BB (G3/4:1.7%)




EMRETHEHBRE FE ; ERRR (RE:08%)
BEWRME (G3/4:08%) ;
MAERREHEBRRE 8" 1
—BHERERIHPUNRE ES (RE :124%) ;
EAFE (RE:08%)
2301
BERE G3/4 mPHRAIEEFH (<2%)

TAXOTERE 75852/ F L RO doxorubicin :

MedDRAR#MZERE 98 IEERZTRRE BERZTERRE FREEZTBRIE
BREER B3R (G3/4:78%)
I 7% % B R R % WhMEAmMREDE (G4
917% ) ; Wi ( G3/4:9.4% ) ;
HERRzEPEAMRE D
fE ; m/MREDEE (G4 : 0.8%
RERRKRE BB (G3/4:12%)
RBNEERRE R&
HRRRRE AABENERS (G : ARAEDHHERR (G3/4:
04%) ; 0.4% )
DRIhRERE DER ;
VETE (TRE)
mEERE 16 i B
ERERE B (G3/4:5%) ;
AERYE (G3/4:78%) ;
B8 (G3/4:62%)
Bt ( G3/4:5%)
=tk
ERRETHERBRE FE ;
ERFRR (RE:04%)
BEMRE (FTRE )
MAERREHEBRRE IR
—BUEREREHBUNR|ES (BRE:81%) ;
.} BEsE (RE:12%)
2301
RRE G3/4 M * I L R L A GMAEBESTEBE AST)H M
(<25%) ; (<1%) ;
G3/4 Ifn i 1 B MR BG 8 A0|G3M4AB R E BB ES(ALT) ¥ AN
(<25%) (<1%)
TAXOTERE 75 %32/ FIHLREHA cisplatin :
MedDRAR#ZERE £ & IEERZTRRME ERZ2TRRME FTHAZTBERE
BERER B3 (G3/4:57%)
mMAERHERERE WrhMAmMRBRLE (G4 : |HMZRHEHEQMRRD
515% ) ; &1 ( G3/4:6.9% ) ;|fE ;
M/ MMREADE (G4 : 0.5% )
RERRRE BT HE (G3/4:25%)
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RENBERE R&
HRRRRE ARABRMEHE (G3:
3.7%) ;
BREE S H R (G3/4:2%
DB RE DETE (G3/4:07%) DRI\
mEERE Em® (G3/4:0.7% )
ERERYE B (G3/4:96%) ; =tk
Bt ( G3/4:7.6%) ;
B8 (G3/4:64%)
OfE# (G3/4:2%) ;
ERRETHERBRE FE ;
ERH® (RE:07%) ;
BRI (G3/4:02%)
NAERREHEMRE (B (KRE:05%)
—BEREREHBPUNR | ES (KE:9.9%) ; BESBVZRE ;
e BEAE (BRE:07%) 23]
BB (G3/4:12%)
RRE G3/4 MPMAIREEF(2.1% ) ;|G3/4 B E E I B i (AST) 8 b0

G3/AB R EEBESALT)E In
(13%)

(05%) ;
G3/4 I % R % G 18 AN
(03%)

TAXOTERE 1008 5%/ FHLRGEA trastuzumab :

MedDRAZRBEZBRE 98 IEERZTRRE BERZTERRE
I 7% % B R R % mE e B AR E ( G3/4:32% ) ;
HRERR 2 P O mIREAE (EER
B IR 4 3R 4E AR B 2 I b i B M 3R
2 ) S B M ERE A A 51 R Y B
RENSERE R&
BHERE KEE
HRRRRE BERYE B WERE ; BRER
BREX WA W ; R4
LHRIERE LRIF
mERERE Bk E
R, MERGEREREE WA ; WA AN PR
TZHK ; MR
BEBERKE B BOR ; WL ; (ERk ; OFRLE ; H1L
TR BE&
ERRETHERBRE TR M 2P ERRER
MAERREHEBRRE I ; PSR OEEE; BREE; ¥
-]
— R R RS AN R ES; BBKE,; %R ;15 RRER ; EE
£ BOURTEBRENER ; Ik £
;]
EARE (BRE:07%)
B (G3/4:12%)
RRE B =N
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HERKBRHERER

FERER  MERERSEAdocetaxel , WAL RIS AtrastuzumabBdocetaxel , HinEBHE S ( UANCI-CTCREAERTAE
G3/4 WEPER MR AEE D BIR22% vs. 32% ) o

RAMESEENE, ERANBRTEKERT , BRAMRB REEFERHHELE , BHEMAdocetaxel 100EFR/FHLR ,
BHBI7%HIEA R H R i QM IREAEE (GARIRT6% ) o FRHFAHerceptinkdocetaxel A , HARER 2 E i
H MR E A5/ i A AR DSR2 MMEN R E R ERE ( 23% B Rdoecetaxe BFATZ17% ) o

DR EEREE
H AR R O TR L B TAXOTEREBE AtrastuzumabZ A 4R 52.2% , B A TAXOTEREE B34 MHE Rl 20%. MATAXOTERE
Bf B trastuzumab 38 B 4B 1 5 64% B9 7% A 2 81 8 2 Z anthracycline BB BIA# , TAXOTEREE B ARMB A R F55% TS

anthracycline i BS& M.

TAXOTERE 75 %32/ R L REGEAE capecitabine :

MedDRAR#ZERE £ & IEERZTRRME RERAZFRRME
BRERR OESZEBR (G3/4: <1%)
I R B R R H mErh it B AR AE (G3/4:63%) ; i /NMRFEADEE (G3/4:3% )

| (G3/4:10% )
RANEERER MR (G3/4:1%) ; BRAK (G3/4:2%)
BARMAE
HERERE HEBRE (G3/4:<1%) ; =E ;
BERY (G3/4: <1%) BB (G3/4: <1%) ;
b Eabedng
BREX RS N

FR. MEREEESRE

WMRIETE (G3/4:2%)

PR RS (G3/4:1%) ;
BBk (G3/4: <1%) ; FiMID ( G3/4 :

<1%)

BERERE AfEEd (G3/4:18% ) ; eI

IR (G3/4:14%) O

B (G3/4:6%) ;

NEMH (G3/4:4%) ;

ek (G3/4:1%) ;

R (G3/4:2%) ;

HILFR
EMEETHARE FREM (G3/4: 24% ) W% ;

T8 (G3/4:6%) ; KBRS (G3/4: <1%) ; ERBE ;

SRR (G3/4:2%) ; BRI (G3/4:1%)
MAERREHEBRYE I (G3/4:2%) ; PR ( G3/4: <1%) ;

BIEIRE (G3/4:1%) B/ (G3/4:1%)
— R R E RS IR R B (G3/4:3%) ; T BE ;

B#(G3/4:1%) ; b3

/RS (G3/4:5%) ;

JARKIE (G3/4:1%)
RRE EERE ;

G3/4 MAPHRAIELEFH (9% )

TAXOTERE 75 %32/ R L\ REGEA prednisonest prednisolone :

MedDRAR#ZBRE 5 &

FEFRRZTRRE

ERZTRRE
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BRERFR

B (G3/4:33%)

mAEFHEBRERE WA mERBEDIE (G3/4 : 32% ) ; Wi m/MRBDEE (G3/4:0.6% ) ; MEREH
(G3/4:49%) 5 2 W B i IR A EE

RERBKRE BB (G3/4:0.6%)

RANEERER MR (G3/4:06%)

HERERE BARBYRE® (G3/4:12%) ; JBREE SR (G3/4:0%)
TREEE (G3/4:0%)

REH WAL WM ( G3/4: 0.6% )

LHRIERE ELETEEMRE (G3/4:03%)

R, MEREEERE

T ( G3/4: 0% )
RS (G3/4:06%) ;
BB ( G3/4:0%)

ERERYE B (G3/4:24%) ;
B (G3/4:12%) ;
OfRg/WE% (G3/4:09%) ;
et ( G3/4:12%)
EMRETHEHBRE FE ; FIEMEZ (G3/4:03%)
EPRR (TRE)
MAERREHEBRRE BAENRE (G3/4:03%) ;
A% (G3/4:03%)
—BHEREREHPUNRE % (G3/4:39%) ;

EAFE (BRE:06%)

ENRBRZBE (TAX 316 ) REMBAABE ( GEICAM 9805 ) ZH A K FTAXOTERE 75 F 2/ FI5 L RHEA doxorubicin B
cyclophosphamide X fE B BB G5 - B -

MedDRAR§ > B8 45 48 IEERZTRRME ERAZFRRME FTHAZTBERE
BAZBER>10% BAZBERE1-10% BAZBRERER01-1%
BREER BH(G3/4:24%) ;
i R mARE D SR BR
(G3/4:27%)
I R B RERE R (G3/4:3%) ; WohER
MERFADIEE ( G3/4:52.9% ) ;
M/ NMRBDEE ( G3/4:1.6% ) ;
HERREREA MRS
i (G3/4 : &RH )
RERRKRE BIER HE ( G3/4 : 0.6% )
RANEERER B (G3/4:15%)
HERKRE REBRE (G3/4:07%) ; B|RBEDHEHEB( G3/4:0% YR (G3/4: 0%)
BEEHERE® (G3/4: - HIEEME (G3/4:0%)
0.1% ) TEEE ( G3/4: 0% )
RE¥ ML (G3/4: <0.1%) SRR W G3/4:<0.1% ) ;
LHRIERE DETE (G3/4:02%)
mEERE #H4T (G3/4:0.5%) Em® ( G3/4:0%) WREKE (G3/4:0%)
Bk (G3/4:0%)
FE, WEREEERE BZHK (G3/4:0%) ;
BEBERKE B (G3/4:50%) ; RS9 ( G3/4:0.4% )
AR (G3/4:6.0%) ;
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W (G3/4:42%) ;
R (G3/4:34%) ;
B (G3/4:0.5% )

ERMRETHBRE Fe® (G3/4:<01%) ;
BEWMEY (G3/4:06%) ;
FEERR® (G3/4:04%) ;

MABHREHFEOBESE B (G3/4:07%) ;
POER (G3/4:0.2%)

SRERARIAERE B8 (G3/4: |RH )

—BUERERIHPUNRE KT (G3/4:100%) ;
B8 (G3/4 : BRH ) ;
Bi%KE (G3/4:02%)

BRE WEMM(G3/4:0%) ; BE
BAE (G3/4:02%)

RERRER .
TAX 316 L BARERE , FU4RFRALBARABRGERE AP 102RAEERNE , AA8RRGERBNAE
o

BBAEmR:
ERRAEHRSBRBRNBEANBRNOREA . R MRERMEHRNFETER.

BREEHS
BRTREE LRNEBESEH , 7B ARSEHPBEBRL , BFL. A2URATETECAR ; EARHBRBERLE
HERNIET,

oy £3 7144

ETAX 316388k , TACRBIEB26BMA (3.5% ) RFACABRIB17ERA (23% ) BEHRBMMELMES (CHF) . KRtz
4 B EARERE -BRAARSBBIOCREZHEEnNE OMER (CHF) » TACAREBS2ERARFACERRIAHS
BRATERALHEES,

FEGEICAM 98052 B8 , TACABRIE B3R HEA( 0.6% )RFACABIEA3RHEA( 0.6% YEBHHEE HEA B OBER( CHF )
EHREMBREPEERIVEXSEAR) , SEFALEBMEOMER (CHF) . ETACAEHA , B18FATLRIERE D
&

R THMES

TETAX 316288 |, 744BTACKEARIBES7R R ARTIGBRFACAREHMASBRWARLEARERZLEBHIEE , KEBRERE
.

EEMRERE (MEPREELRGMEA ) , TACAREE29EREA (3.9% ) RFACARIEBAE16BAEA (2.2% ) HAESERER.

FEGEICAM 9805 , TACAERMAB49BEA (9.2% ) RFACABMBEAEISHERA (6.7% ) AMLBAREREBEBHH (PHES
10ENGEA ) REERDATE. EERYRE , RERARAERKRIBRE , ETACARETLEREA (7.9% ) RFACH
MAEB/30BMWA (58%) .

LRERHARAFRE -
TAX 3162 LA BMERE , AR22BRMARFENAR , RFIBRAEERTHE , AEEHERDBRATE.

FEGEICAM 98055288 , TACAHAABE18BRA ( 3.4% ) RFACAEMBAESERA (1.0% ) R{EEBAEEREEBHE ( PEES10
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EX5EA ) FREANATE.

—MRIEE B REHEO AR -
TAX 316 Z L EAEERE , ETACAEIEB19BRAHEARKE , EFE19B8FAKRARLE | EFACREIAE23EF
AHBREBKE K Hb4 RB/ASFRBLE,

FEGEICAM 9805 B 2 (LR ARMERE: , TACARESBER AP RAFTIRGMHURMBKIE , FACARE2EBATHAFTIR
FREBRHABKE , YERGERYE (FBERKOFEXSEA ) REBSBR. ETACERERRBBA (23% ) RFACEHRIE
FABRAA (0.8% ) RLEARERZERE (PEERI0FXSEA ) ROABWANAEE.

BMALE/ EFHERET RIERS -

RIBI0OFIBEEE , ETAGI6ERRT , 7H4BTACAREE4BRARTB6EBFACAREFIERABBRRASMA MK, B—NTACH
BAFARBREMRB(PRERSE) ERAMANK. 74BTACARBEA2EHE A (0.3%) R736BFACAERMER1EHEA0.1%)
HRABHMRFTTRERE.

RBIB10FBHE , FEGEICAM 9805888/ , 532 B TACARIEET1RRA (0.2% ) RAES A MM , MEMRHIREEFACHERRE,
EIARASDEHEEHERTFRERE,

HipiSmB N R E
TRATASI6ERF , TACERAMARAMSRERMERD (PRERSF) FERRNTERE. XBIHFREHEE
#® BB ML R AR R

E#EF Taxotere #fA doxorubicin M cyclophosphamide BB A % & 1 = FE(TAX316)

Taxotere 75mg/m?’ + Doxorubicin 50mg/m” + Cyclophosphamide 500 mg/m® n=744

ARRETRRE AR MR =8 B M (%) BFREEHIPEN(%)
RE 687(92.3) 29(3.9)

& h 236(31.7) 29(3.9)

Fi 202(27.2) 121(16.3)

WhEL ok 11(1.5) 6(0.8)

R kE 119(16.0) 19(2.6)
AABRREHERE 84(11.3) 10(1.3)

T&RE GEICAMI805 BB+ , TAC ARANARNMSFRERMERN (THERIVFEXSEA) IEFRNTREE. X
B RS B ERSNE M MUARIR.

E#EF TaxotereftH doxorubicin M cyclophosphamide HIHARFMB LN RE (GEICAMI805)

Taxotere 75mg/m?+Doxorubicin 50mg/m*+Cyclophosphamide 500 mg/m® n=532

ABRZHRTFRRE AR R SRR HEFA R (%) BFREEKPER%)
& 49(9.2) 3(0.6)

&h 12(2.3) 2(0.4)

=R 18(3.4) 7(1.3)

WS K 5(0.9) 4(0.8)

AR kE 4(0.8) 0(0)

BRARRE R 10(1.9) 3(0.6)

08 1 BB OF R

RUTRETELE , GEICAM RBWTACHERSBFG-CSFZXETPMARE SRR PHANKBOE, EERE2
R mMREADE , REFYE A mERE DS RN BRRE R RAEREE,
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TAC AR A , B/EZEZG-CSF2 EERPH A BT 5| 49 T o 4 B M 3R5E D> < 5F BAE ( GEICAM 9805 )

EBESG-CSFZEEREp M RE BEEG-CSF2EXERBHEAE
(AR 1MA) (AR : 421X)
WALB (%) WAL (%)
TR g M B IE (544 ) 104 (93.7) 135 (32.1)
P RRE B 2 1 P B IR D EE 28 (25.2) 23 (5.5)
T % B BRI D S I B R 14 (12.6) 21(5.0)
R R mERR D PRSI R (583-44% ) 2 (1.8) 5(12)
TAXOTERE 7582/ P L ROFA cisplatin® 5-fluorouracil B85 BB :
MedDRARRZ BB E S8 FEERZTRRIE BERZTERRE
BERESR WP B IR B R A R
B (G3/4:17%)
mMAERHERERE 21 (G3/4:20.9% ) ; WA LRELD
fE ( G3/4:83.2% ) ; M/MIRMAIE ( G3/4 :
88%) ;
PR 2 WM B IR A EE .
SERRER BERE (G3/4:17%)
RBNERRE W& (G3/4: 11.7%)
HERERE AABRBIEHE (G3/4:87%) ®E (G3/4:23%)
BAEEHRHE (G3/4:13%)
REH B WIMIN ( G3/4: 0% )
HEARKRRER BOS8 (G3/4:0%)
D EERE DETE (G3/4:1.0%)
BERERY BEE (G3/4:197%) ; fE8k (G3/4;10%) ;
B (G3/4:16%) ; BEREAME (G3/4:10%) ;
O (G3/4:237%) ; REH/FERER/ FWEMS (G3/4:07%)
Bt ( G3/4:14.3% )
BEMRETHERE FE, (G3/4:4.0%) BPBE (G3/4:07%)
ERR® (G3/4:07%) ;
BmA%E (G3/4:0%)
— MR EEOESP AN RE WEEE ( G3/4:19.0%) ;
BB (G3/4:23%) ;
BEAE (RE/RTED :1%)
MBERKEBEAERER

ETEBREEEMAG-CSF, ARSI 08Pt B IERE D E R T 4 B ARED P 5I RN B BERS B H17.2%K13.5%.
B193%MAAERAG-CSHERE — RN AR ( SARBMN10% ) . FEIG-CSFEMERRNBAS , HAERRB2ED
B MR ERE A MRBD ARG BNBRBERS R R121%K3.4% ,

R42),

TAXOTERE 75855/ F I L REFA cisplatin® 5-fluorouracilié BB BS54 :
o HHEARETAYS| MIE{LAR ( TAX323)

MedDRARBEZBRE 58 EERZTRRE BRZTRRIE FTERZTRRE
BREER B (G3/4:63%) ;
W o B I Bk D 51 R R B3R
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RiERENER (QEEEN

A (G3/4:0.6%)

BH)
I R B R R H R B MR A ((G3/4 : |RERE R 2 1 P i B IR A AE
76.3% ) ; Wil ( G3/4:92% ) ;
M/ MREAEE (G3/4 : 5.2% )
RERRKRE BERE (FTRE )
RANEERER MR (G3/4:06%)
HRRARRE Tk SR/ R A |EL
AABRYEHER (G3/4:
0.6% )
e TSR ;
REME 2%
HEARRERERE  Yik-1 |
LHRIERE DB EBERM ( G3/4 : 1.7% ) DETE (G3/4:06%)
mEHERE BARE® (G3/4:0.6%)
ERERYE B (G3/4:06%) ; = ;
AREg (G3/4:40%) ; REXR/FREHE/ FHRER
B (G3/4:29%) ; (G3/4:0.6%)
et ( G3/4:0.6%) S ;
HILFE ;
BEREHMm (G3/4:0.6%)
EMEETHARE T (G3/4:10.9%) RPEE ;
BRER ;
BEM#% (G3/4:06%)
MAERREHEBRRE A (G3/4:0.6%)
—BUERERESTEBMN R R (G3/4:34% ) ; &
(G3/4:06%) ;
BREE
K
BRE BN
o HEARBTANS| MIEILER ( TAX324)
MedDRARBEZERE 2 8 IERRZTRRME RERAZFRRME THRAZTRRE
BAZBREER=10% BAZBERRI-10% BAZBERR01-1%
BRERR B# (G3/4:36%) ; mE o i QM ERR A R I @R
BiEREMESR (SFEEN PERIEHARE (G3/4:12%)
BH)
I R B RERE ¥ B BRI ( G3/4 :
83.5% ) ; Wili( G3/4:12.4% ) ;
m/PRFEAEE ( G3/4: 4.0% ) ;
HERBRzEREAMNRBRD
i3
RERRKRE BB
RBNBEREE ME (G3/4:12.0%)
HRRGER Tk EE/RBAE (G3/4: MK (G3/4:20%) ; ARES

04%) ;
BB RHEE G3/4:1.2%

HIEH® (G3/4:04%)
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RE¥ R W N REME 2%
HEEARREERE BHEIE (G3/4:12%)
DB RE DETE (G3/4:2.0%) LR M
mEHERE #icme
BRERE B (G3/4:13.9%) ; LR B (G3/4:08%) ;

A% (G3/4:207%) ; BB (G3/4:12%) ;

MEot ( G3/4: 84% ) ; BR|BEEEHM ( G3/4:0.4% )

(G3/4:6.8%) ; REH/ B

Rt/ ZERE( G3/4:12.0% ) ;

fERb (G3/4:0.4%)
EMEETHEARE T (G3/4:40%) ; BERERE

k2% 3 B
MAERREHEBRRE B\ ( G3/4:0.4% )
—BMERER TS PUN R EEE ( G3/4: 40% ) ; BR

(G3/4:36%) ;

BEAE (G3/4:12%) ;

K (G3/4:12%)
BRE BEHL BN
LEHE R
BRRIE:

BERRNBBMARRERS., EAEIKENRAPESEERANBTERM.
S5 Paclitaxel EEBBRENFEA , EiES Docetaxel R EBEBSEH BB BN RFIGER KA,

RMERBMET (SEEHEFALER )
Docetaxel REAIGERF-RAHEEHEENREAREBRMAR, AREEAAF - R ELER( SEFETSHER
(non-Hodgkin lymphoma) 1 B2 (renal cancen)) BB ( B4AEERRA ), EUABBEABKTEF TACKESREBERES
£ &8 B M (Acute myeloid leukemia) ¥l & 81 8 & F B EE & J (myelodysplastic syndrome) ¥ .

MARHKEBREER -

ERRBOSRAMNASENEEREE. DEANBHERER (DIC) BRERNFERSERERBAER.

ERFHER .

BREBMKENERS  FRTEEBOE,

HERRRTR -

fEAdocetaxe BEHE ERR T REERRACFEREE.

RER :

=

p=4

EREFRSLRERREER.

SRFFEERRNWREANMER (%, B, BR)BE  TEHRERERER , MARBBRREAN. ZEERARTH
f, BESLEREREEL. BRERZRBASBESHES , TRESHARRE , REHERBBRRAS.

Docetaxel REMETEARRNFEA S EHMIRFEKE ( Cystoid Macular Oedema ) MR

ERREBEER -

BERERANREYE, BIERR/RAEIRAHESE,

DRI EEER -
ERERNOINEERE,

BA docetaxel #fF5&#€423E doxorubicin, 5-fluorouracil B/® cyclophosphamide HEA B#HBEE O ETEEST M EBEGE
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RRA)FRBIENER.

M E T RELERE -
EEFANBRmMEEREZ BE,

PR, MERRBRER
BREANSMFRESIERSE. HEMEHL( ESBRMERERRY), BHEMEMEEMH@MEL, PRER, SERHAR
AROBARZEAREATHENAGHEREN. FREIHFHRGROBAR HRT RORSRIT L BE.

BBERR .
PEREREAGARRA)SEREL  ROAGHERNEREANRED 2 PEEBRLCEBEBENRFIGRRRA). BF
ZANRSIERBETE QS PBEHE. RBREFA)MESRL. BERERNEHEERS.

FrogE% -
BIERZANFIHRG , ABEBITHEHINE R KB REARE N FERR.

EWEE THERE :

5 docetaxel BIEHFE R H B B W HEATSE M IR & & B Kk 202 FEALBE ( erythema multiform ), Stevens-Johnson EEf&
BRBMREEE. EXLEELT , HENHFRF R ETRKIBBIELRFA. Al&EEH , £ docetaxel REI BB B
WMELLZ®, Bl zAEYSEHREBKEKENER, BXAMRERARE (HERERA).,

—REBRRERZEHEBIARE -

BEZANASRAMEIEERR ( Radiation recall phenomena ) o
BEZHNABEBLBEIISFVER KRR BETFRHBAIES Docetaxel B , ZBIMI 8RB &4 5% 57 = I8) SR K
).

RAPELRERDRIVENBRYRIAR, EEZENRARFKEN RS,

RBREREF -
ERHAEMETPENER. FEMMENER , ASRBK , WHAAFLE, S0 K& mE NES MmN RE |
BEREBNRY K LAHRRBEARN.

BERERE -
BT RERBCHBERESEARSHEENEN.

49 BREE

BOSEREERAET , HR docetaxel MiBR , WRFEHHEN. EFBRELY  FASFARBERBHNREEN ,
YERZEMRAZEDRR. BYBRETRKNERNER. RURYERFIEE TEHRESHE . SHOH, KSR
BMREFEEYL. RRFTBRETE  BYDET G-CSF. RTCHEARERERT.

5 FuEpp
5.1 Fwh 4 FEi
Sl A R ok KL T

k2 L N
Docetaxel & - fa4iifig &4+ > ¢ WaEMF 4 (tubulin) R & S & =ik | § (microtubules) » I drdlfi | § cha 8> & P AR 1K
PEMLMCE M eh)k R o Docetaxel frfi | ¥ % & ¥ 2 § s i) F M R % (protofilaments) eficp o

f Al b 2% o docetaxel it * 4f e o) F BB ZEHE (microtubular network) o gt ZEHEG F S A R LR Gne B 2 St 3t T R e
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Docetaxel f#sh:dskd ¢ SF MU M S BRFE AR we L w4 5% » pEH 4k A% (conogenic) 2 4477 #F
TR R A s m e o Docetaxel At IR R PRI KPR Y inie oo gt b R REFFREEAT
(multidrug resistant gene ) @ i = p pE 35 (p-glycoprotein) i & 4 JLeINA ¥t o 754 I docetaxel & § Frdlis i o fis MR
B¢ > docetaxel H RAFehnL P E 2 A SRR T R IAFUERE R LMRERE SR E2 e E R -

A T4
Er

TAXOTERE # * doxorubicin 7= cyclophosphamide : #Mﬁ')f

B B DTRG GER A % BT TAXOTERE 7 1% 5 iy £ 2 8§ b = B4 cnit 2 KPS 280% > 18 2 70 flogps 4 chif o4
E oo R T BHcp A% (1-304+) #1491 i:;fis LrEis e 2 TAC 2% FAC % o TAC 243 doxorubicin 50 £ 5/& 3 2= 2
cyclophosphamide 500 ¥ 5./ * 2 = 1] pF{ » %4 TAXOTERE 75 ¥ 5./L % 2 & o FAC 24+ doxorubicin 50 % 5./ =% = 2 & »
£ 34 fluorouracil 500 % 3./ = = = 2 cyclophosphamide 500 & /T % 2% o = Bisfio: & 2 % - > X876 BRie-
TAXOTERE 12 1 ']‘B?f%?lii‘% FBESHp g hBERENE DX EIRELRS g fﬂ"‘iﬁf’;‘"‘%fﬁ?ﬁ P m IR g AR mv’ﬂ'
PG S TR MR ASE A 0 T T G-CSF TR ¥ Z SUNTED R E o TAC i 4 A - S BB RoR RE 5% 0 TR
#4310 = ciprofloxacin 500 £ 5. 0 - X 2 XA H i prx2 B o A 2 RS- Bl BEINRIFMALS PREFE /AT HEERR
WEBMEF e 4o 4 p %4 tamoxifen 20 Fs s piE 5 & - TAC 2P 69% + = FAC KL 2% & ik S 4t/§“5§mf}§‘
ol ST/ ik e S ¥ S SR EAL L S

HLYPREL BT RS T > EETH P AT iﬁ;‘—r TAC . E‘;\”?/ﬁiml—?/rfﬁﬁgﬂq By FAC 2 £ o
X TAC infeyp 4 0 10 & p g i 3 SRR % FAC S a4 5 1 (A 815 39%2 45%) » blde  TAC 20 1 5 ' i
%157 6% (p=00043) 10 #ehitrEF 2R TAC 4 P A E > FAC 2 (A 9 % 76%2 69%) » b4 TAC 2 7= &g
G EE LT 7% (p=0002) - FHF 4B (F) BT FEHBLH A #\ﬁu—rxr [ B A2 EW GRS Yo
FOoTACSF» 5 4B (§) M. SR A DU E /R 0 BB AITIIE R R 2R

B S o SRR A TAC il I 9 oc £ /b v B2t FAC & o

EE AR AL BFEFT 0 HTACE g 4 4 RIS AT &
A A Fune
Bl BAdE | b e p= B cnem p-
B = sl n
B 745 0.80 0.68-0.93 0.0043 0.74 0.61-0.90 0.0020
-3 467 072 0.58-01 0.0047 062 0.46-0.82 0.0008
4+ 278 087 0.70-109 0.2290 087 067-1.12 02746

Rl 1 9 TAC gk FAC .ﬁifﬁ#\’s}*:}ﬁil’#%ﬁﬁﬁﬂ WG EmTE -

7 L jhe :f_.v AT GEBTTREESJ2 TR 4 (GEICAM9Y805)

- R L 22§ ¢ BBl T o T L e ‘,lf_‘—“ AEMT FHEH T T L0 Ryt A%H]% A » TAXOTERE #
AR ER RS T 1060 LT R SR D E T B L % B R G OTORR A A TAC & (539
oA %A doxorubicin 50 £ 5./ > = & 2 cyclophosphamide 500 % s./& = = = > #4010 pFis 5 TAXOTERE 75 ® 5./ % o ' )

& FAC = (521 & “ 3 doxorubicin 50 £ su/F 3 & ® 5 L Mz B3 ﬂuorouraal 500 # 5./ = 2 = 2 cyclophosphamide 500 %
NEEEED *E)”r)% o ?*ﬁ_»‘;{’i]ﬁ—‘iylf AT REST G BRER lé;&iﬂ;—f,»‘b‘},?pyfis A kPR 19984’2?5’15t Gallen &2 (%% < | >2
ok s /g R (BR) o M X4 (PR) B ME2 /A ea /P2 SoRkF (528 3%) 2/ E8<35%) 3§
Bhinf o B EIn e L F 3L E - S Li8(7 6 B4 - TAXOTERE m%“”\éi;?]ﬂ BERE 1) E% 2w erp ZHpEAE 3oy
S ANFRAEE o pAEP e el TACE K E 230 £8P RS G-CSF 2 A BB IR - X G-CSF L & Afp 1200

R4 RIS 4 sehd e &\Pw@%7“ﬁﬁnlﬁﬁ &"”ﬂﬁnlﬁﬁ’*”t~ R
(30 48)c 25 & bBE M F iR Ph - % )g*fﬁiw v B H R 2 »‘“;i/;f’%ie»’iﬁi /R M EEREEERBILS &
(ER+/PgR+)» B EPE* tamoxifen 20 £ 5. » — X - = » o F‘*’ﬁ?{é 5 o I es bt nh Bk R S8 R E i
Alass 5 TAC f 2 FAC fedi % fif B4 f 5o s 0 cnt b & W) 5 57.3%% 512% °

FoooBARG AT E B R o L RF ST AET L B TARE S E R (Y ks 77 B ) BAR s 1T RIS
10 g om AT (AT Y ) e A 3R (DFS) £ & fondpth > FHEE (0S) 5 X &g adptk o

w77 B0 i HEP g PRt FAC = TAC 2 dhE B ffﬁﬁ;}%ﬁg;#i-éfﬁ"@ﬂ“ B g o TAC m};”imf,% Ao H r)i-‘f,%%i%;‘i)i "% i FAC e
i 32% (b v =068> 95% i #E B & 1 0.49-093 > p=0.01)° 210 &2~ 5 B 1 i g =¥ TAC 5k ke o e Ao H B Pt E 2
Bt e FAC 2% 07 16.5% (R *& 1 =0.84 > 95%% #f % & : 065-1.08 » p=0.1646) - & & JF%;}% T Hohp AR A 0 (e v ARG At
TAC ia % o

B77 BV i EY gk TAC e VR A AR RE O H 2 BRI FAC =M 24% (b kv =0.76> 95% 1% 4 & & 1 0.46-1.26 -
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P=029)cAm >/ w2 W EMEAF I A LHEFLR A 1082 5B g H2 =8 TAC Ep A e = b v FAC 40T 9% ( k.
1 =0.91> 95%fG i % B 1 0.63-132) % 8 EEHPFF B> TAC yp 4 5% 5 5 93.7%  FAC lgp 4 5@ 5 5 914% o 210 & 3£ B
PR R TAC e 4 FEF 5 913% 0 FAC KLl FEF 5 89% -

TACe & FACR 2 I w3x g b "Gy H4F 2 % o

L TAC ISR E A 0 BRL BRI FF  RA S A RBREHE L BRI B FEHD CGERY Y i TT B ) S A
(FRL74)o

TOEHALNT - AT BEB LT RE S W iR 2 (RARR AT

' aeaw REFREL BEFRF
:)ﬁ":ﬁ*‘i%i TAC&LL«'}%*& h‘ﬁ‘“*# )‘% 95%%;???@
Xn 539 0.68 0.49-0.93

X

< 50 pk 260 0.67 0.43-1.05

> 50 279 0.67 0.43-1.05

ESTN )

< 35 f 42 0.31 0.11-0.89

> 35 p 497 0.73 0.52-1.01

AR

YR 195 0.7 0.45-11

X e 344 0.62 0.4-0.97

Eﬁ:);a; %]

<2 Dk 285 0.69 0.43-11

>2 A 254 0.68 0.45-1.04

ERE R

$la(emErefoy) 64 0.79 0.24-2.6

%25 216 0.77 0.46-1.3

¥ 3% 259 0.59 0.39-0.9
285 0.64 0.40-1

B 254 0.72 0.47-1.12

Rt (TAC/FAC) <1 4 50 TAC Edp st FAC 23 & chiE A ),‘ﬁ R
& 2009 # St. Gallen * iR 2 5 4 (R Ao %FE) RAXISFLFAABFEFFZHFFR LI FH 40T
TAC FAC X ‘5 e
(TAC/FAC)

= EE (539 +) (521 %) (95% % ¥ % ) p e

R e LY T

#£ 18/214 26/227 0.796 (0.434-1.459) 0.4593
(8.4%) (1.5%)

3 48/325 69/294 0.606 (0.42-0.877) 0.0072
(14.8%) (23.5%)

TAC = docetaxel ~ doxorubicin 2 cyclophosphamide
FAC = 5-fluorouracil ~ doxorubicin 2 cyclophosphamide
Cl= B % ER= i BLH

PR= f ket

PER/PR-EA 12 i s 2 5 0 3 e & MRy % o] >5 2 A

Btz B et Cox bR MR 0 T s w T L R F] S
TAXOTERE B o2 #

B BEZER S REZREFAT 0 £ F 326 & ¥ alkylating & - ¥t anthracycline ip % 4 prz @ # 125 B 4 0 3% X docetaxel
ZAE LT 100 F /T3 2 2 i o

»+ 4% alkylating 7o % % P2 )133 4 » 12 docetaxel ¥2 doxorubicin (F = 3F B ZE 75 T 5. /F 3 28 ) bk o B85 ERF (docetaxel

2 15 1 * v+ doxorubicin 2 14 % * > p=0.38) & /,%F’-i? L enpE P (docetaxel e 27 ix v doxorub|cm w23 3: p=0.54) gk pF >

docetaxel 2 # 4 F i 5 3 4c (52/L~L 37% > p=0.001) @ ® g P-Z2 24 & & (12iF+ 23 > p=0.007) - = & (2% ) docetaxel it
FekiraA e By EH a3 15 % (9%) doxorublchﬁ AR 2 B (2 R r:"»f-»j’w:; ) o

#F anthracycline 7n i % Pr2 g5 ¢ » 12 docetaxel £ mitomycin C & * vinblastin (% 6F 12 £ 5. /%2 2¢ » 2 X =% 6 F /%> =
T) APt e /']ia * 4t docetaxel Sh# 4+ F o3 gk (33%1- 12% » p<0.0001) * 2 & 5o B4 8 i R (19 & 113 > p=0.0004)
FHERTFESF (MBE2 9 > p=001) -
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5z H sk Es%? docetaxel hE 2 > B E - iRk R RARTE - & (L 48) o

Bo R F P SR R R NE 2 W% o S8R 3L B anthracycline o hBL B U Bs 4 0 % TAXOTERE
HE Ly 2 paclitaxel » v s F 2 £ 8 o RS mip 4 & 449 Lo - it TAXOTERE 100 % 5/ 3 2 < ol Fin o gag]
APERFE 1P ¥ - BRI paclitaxel 175 F /T3 27 éi,?];‘ip?rﬁ'ﬁ S3 Mo EA AR Y LA B E- .

iR Rk L BE S BF S TAXOTERE 4p #> paclitaxel » 5 3 32%% 25% (p=0.10) - Docetaxel &2 7 i B 4 & i*
PERFend e (24.6 FAp¥30 156 3% 5 p<0.01) & 3 EEFF o =8 (153 F4p > 127 % 5 p=0.03) Frv paclitaxel = & £ -
TAXOTERE ¥ 2 ;5% 0 G3/4 & 5% 4 4 5 (55.4%) & *t paclitaxel 2 (23.0%) -

TAXOTERE & # doxorubicin ;&%

—IEILA29 LR G ERE R A B '}é«‘),%tirll% Aerig T e A s SRS = P TRk R 0 X é#;ﬁ 4 sl % doxorubicin (50 % &

/X3 o) @t docetaxel (75 F #./T =+ =2 ) (AT %) % doxorubicin (60 % #./% = = 2 ) & * cyclophosphamide (600 % 5./

T ae) (ACk) » A 2L FE 5k 1= -

* Fi)?‘aﬁa? b B R (TTP) & AT 2 B3 R AC 2& 4 > p=0.0138 - 5 ),%F?? e B ICPER P A AT 22 AC 24 w5 373 3% (95%
IR 1334-421) 2 319% (5% F/ 1 274-360) -

o Wk % (ORR) 7 AT e Bgst i AC 2% > p=0.009 & %] 5 AT 2 59.3% (95% 2 # % f¥:52.8—-65.9) 2 AC = 46.5% (95% i
W% F:398-532) -

B GESY AT BB Er F A FRACES e da0 FEF Y B L3R Ok (90% vs. 68.6%) » HEH M ¢ fhd sk o
JE (333%vs. 10%) > g% (8% vs.24%) » *Hig (75%vs. 14%) » %33& 4 (85%vs.24%) » 2 %A (28%vs.0%) - 45~
g1 ACEBE Fui (158% vs. 85%) # 2 FRATER > FREwHFALDFL 52 BB > o3 WL o®:B (38%vs. 2.8%) >
e ?_ﬁ%lﬂzi%’ (LVEF) ™" >20% (13.1% vs. 6.1%) » &< ?_ﬁ%lﬂz«‘}f (LVEF) ™ >30% (6.2%vs.11%) ° Fl& m4 (7= o ul i
TEAT gt (SHERB) 2 4 L ACHp A (14 FlRat it tkio = 5§ 4 3 LR iR DG =) o

S EORTC R £3=fh (s » #RA Hh A ch2 BRI G 0 7 2 2B R F Ao hBRE o h 8 B0 RERBORE -

TAXOTERE # trastuzumab & # :

EfE BB R A R HER2 2 L A 455 B 1 0 B LT R 4 0 AP 7 - 51 2 TAXOTERE # # trastuzumab i 2 7§ -
BHIEFAY Y o NS A fe i % TAXOTERE H 5% & & % trastuzumab m/i%—’ﬁi 186 z;#2¢ 60%&?7:)};‘3 TR 1= B
anthracycline 3 i s ps 214 B 5% o 72 ;ﬁ}fﬁ A2 A _F 8 # % 1B anthracycline s B4 1 14 858 - TAXOTERE # * trastuzumab
B $p A poce ARy Y AT HER BEF Bl R R% 22 5 AREREFZ (IHC) » “Hp A R Llmwid &
e (FISH) #ths - R3E% 7 > § 87%% £ #5 i B> IHC3+ > 95% % IHC3+ 2 /& B3 FISH B F iy o frocis & B4 & 207

TAXOTERE # * trastuzumab' TAXOTERE'

LR A Be=92 4 B A =94 1
FEF 61% 34%
(95% 4 % B ) (50-71) (25-45)
F PR =ik 1.4 5.1
(95% 7% 4 % ¥ ) (9.2-15.0) (4.4-6.2)
:):;:[P%Fs’;“‘ﬁ‘r‘,gﬂ PER Y =ik () 10.6 5.7
(95% % % ¥ ) (7.6-12.9) (5.0-6.5)
FEERY =ik (0) 30.52 22.12
(95% % % &) (26.8-ne) (17.6-28.9)

TIP=pp BB R ne'd 4 &k B8 4 AF 2%
S NG RE T XD
Y AR ik

TAXOTERE £ capecitabine & * :
o B 5o SRR S HRES = iRk R 0 2 ¥ docetaxel ¥ capecitabine # * i@ * 3k 7 anthracycline 1t & prz k2R
RS R e BE%RY 255 B A A F £ docetaxel (75 /T3 ok k&= iﬁi?]ii— = ) {v capecitabine (1250
Fr/T3 08 5L - hEELLE-FBFRL-F) 0256 o A WS N docetaxel - # 5. (100 Fa /T ok
& = itﬁis?]‘}i— =t ) > docetaxel + capecitabine & # j5 % 2 enis iE F e E (p=0.0126) » 5% ¢ =¥ E_442 = (docetaxel + capecitabine )
v 352 % (docetaxel ¥ - £ &) o FEZ L IFA TR T LW AR ééiﬂ'f s BF S 5 41.6% (docetaxel + capecitabine) v 29.7%
(docetaxel # - # %.) ; p=0.0058 - docetaxel + capecitabine & # ;5 2 B & Rk (p<0.0001) - P B e B T a2
B end = #c§_186 = (docetaxel + capecitabine) 4128 = (docetaxel ¥ - #x.) -

2] dn e R

FREMBL GG LEH P IR F

RO TRAEEKT > UE R ié»‘fﬁi:},;ﬁ A EFEE > b gk docetaxel 75 E v/ o R B hk i A ok o &% docetaxel 75 ® /T
SRAE LA PR BT (28) FFAVRERELERELH A (T8) RE - RH7E52 it - 452 docetaxel i
Rz boihe &R (40%) BEEH R R BRI 2 m L RF (16%) o

B b T s 32 docetaxel 75 F R /T 3 ok el 2 A b @ ehegk g A (p<0.01) o 2hefetib g & (p<0.01) 5 H 6 B4 55
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# (p=0.06) % *xit iz (p<0.01)
POTGERR Y o A A B S 68% 0 F B Y iniici 2611 ¢

TAXOTERE £ § 4 {0 A # ;i fp A 4 1 B35 2 s 4

¥z P TRE R 1218 EF 7 W*”‘,ﬁ%i?}?‘ 1B #p 2% % IV #p 2. 2] fm o2 ¥ g » KPS < 0 E 30 70% > A% A 8 &% fbéiéff,éfi:)ﬁa A
WA fedk L s 0 & = 0 TAXOTERE (T) 75 % /T = o & ﬁa’]'«l— | PEs 2 f8 = TS cisplatin (Cis) 75 F /T o & 2% 30-60
A4 & E A& = %k Taxotere 75 % /T 3 ok ﬁ%'}i— - pF s B carboplatink (AUC6 E 5./% Les 4s) % 30-60 445> &=
¥ A% 1,815 22 % %3 vinorelbine (V)25 F /T3 o8 » BEG-10 448> & &% - X %3 cisplatin 100 £ 5./ 3 28 o
MrzZ w2 GEF SR A E PER P e (TTP)fok B3 ~ 4 ‘)‘é;‘%‘ﬁ*l Tk P P 4o 4l

TCis & VCis +* §& TCb ¢z VCis v #2
TCis VCis TCb VCis
n=408 n=404 n=406 n=404

Adjusted Log-rank Test p=0.044 p=0.66
AR k() 1.3 10.1 9.4 9.9
95% B EE [10.1,12.4] [9.2,11.3] [8.7,10.6] [9.0, 11.3]
2 EFEF (%) 21 14 18 14
95% I ERE [16, 25] [10,18] (13,221 [10,18]
AR A E R () 22.0 23.0 20.0 22.0
95% I ER [21, 25] [21, 27] [19.0,23.0] [19.0 25.0]
Adjusted Log-rank test p=0.617 p=0.235
BE ST (%) 316 24.5 23.9 24.5
95% B EE [27.1,36.4] [20.4, 29.0] [19.8, 28.3] [20.4, 29.0]
Fisher's Exact Test p=0.029 p=0.870
EX Ry 2 2
LCSS p=0.064 p= 0.016
EQ5D p=0.016 p<0.001
Karnofsky i 4 & iwec % p=0.028 p<0.001
WEFEZ10% p<0.001 p<0.001
B A g (LCSS) p=0.033 p=0.355

L& Fprcdg Ak 4574 F e > EuroQol-5D (EQSD) 82 78 & 4 e o Wk o 2 2 Karnofsky it 4k imec 8 o =0 & oy »2dp
Gk d AL R Pk k-
Taxotere/Carboplatin # #* 2_ g »c 2 %V HF & 44 0% > ;8 VCis & # 4prt > ;72 B 7 2R Y ho

o R R R

*““{£¢ #ou 2 TR &R Y o 3= TAXOTERE # * prednisone & prednisolone * * 7 fi 5 ip B & »x chfif 5 4250 7] Uy 0% 212
2§ o2nft > &5 1006 % KPS260 s A BEfs A = T A & iy ke

-TAXOTERE75 £ 5./% % 2% » & Z 55 8% - & > £ 10 BARAR -

-TAXOTERE 30 F s./& * 2 & » & 2 3% - Il%ﬁ,?ﬁ. & fl%f)%ﬁf'ﬁé“ﬁi o BHHE- > RS BRAE-

7
P

-Mitoxantrone 12 # s./T 3 2 & > & = (¥ L% - = 10 B F A% o
= Bipf o @ * prednisone & prednlsolone 5% 3% > 3% - % o

4 = 3% 1 docetaxel joR s Ao B e PP B P . mitoxanrone iy & o & ¥ )Y docetaxel i fTH e G AR 0 &
mitoxantrone ¥ it g > 2 & 3t b anE & o vt i TAXOTERE e 2 BB e chf i G dp 4 R P 407 £ ¢

BacErl o TAXOTERE TAXOTERE Mitoxantrone
F3GRHE R E F3uRE

RS 335 334 337
FEERY g (7)) 18.9 17.4 16.5
5% 13 ¥ % ¥ (17.0-21.2) (15.7-19.0) (14.4-18.6)
Bt L 0.761 0.912 --
05% % #f % R (0.619-0.936) (0.747-1.113) --
p it 0.0094 0.3624 -
RS 291 282 300
PSA** E &5 (%) 454 479 317
05% 1% #f % R (39.5-51.3) (41.9-53.9) (26.4-37.3)
p &* 0.0005 <0.0001 -
RS 153 154 157
RoRFE RS (%) 34.6 31.2 21.7
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05% % #f % [ (27.1-42.7) (24.0-39.1) (15.5-28.9)
p E* 0.0107 0.0798 --
VRS 141 134 137
Wk s (%) 121 8.2 6.6
95% 1% if % (7.2-18.6) (4.2-14.2) (3.0-12.1)
p iE* 0.1M2 0.5853 -

tStratified log rank test
vt £ 2 P gRf £=0.0175
**PSA 1w 7| ﬂ;j‘{% - ¥R (Prostate-Specific Antigen )
Taxotere & ¥ F WA 3 L F G fdFchk 22> 2% Taxotere & ¥ G & R §3n A i 4 FRAAIE .
HERAEET A hew@FLgnirra i o

HR ¥

E?? S B AR R S m Al W%ﬁ}’ﬁvﬁsm LS UREE- SEY/ Fepl B ”ﬁl%')??" U %iﬁﬁﬁﬁ‘@i“ﬁb‘%’
&4 TAXOTERE isf » M 3=fp B % 24225 s o B33 445 £ KPS>70 m/ﬁa Ak Ad e - s TAXOTERE (T) (75 % su/<
oo s X&) EH Y cisplatin (C) (75 F 5 /T3 08 305 - X bE) 2 5f|uorouraci| (F) (#x%3750%/T3 2
RS S @%@5 X)) ¥ - ®Al%A cisplatin (100 £ 5./ > o= » 3% - 2 %) 2 S5-fluorouracil (F) (& % %5 1000 £ &./% =
SR %7%251\) c o FHFRFE RN TCR 23 3 CR2i 4iF - & *é:),%k ek Y BT TCF 25 6 (%Eﬁ]/}%?
1-16) » CFep 3 4=x (fRA1-12) - BopRee Bl (TTP) 5 2 ﬁ;'rhf'ﬂ’—u’;'.}];]’}:% HEOARBELOEGPITED 321%

T8 TCF f2iv 3 Iﬁn-}&)ﬁﬁ”&p,urhfﬂ?l;’“ B (p=0.0004) - TCF et G =AM ERE (p=00201) » ¥ 7= i %
9 22.7% o B 2CER R A AR B M hoT &
TAXOTERE 55 % ¥ Wk A 2 9%

itk TCF & CFax
L ge=221 % =224 %
o B AT PR Y (i) 5.6 37
(95% =i %) (4.86-5.91) (3.45-4.47)
B 1473
(95% = %) (1.189-1.825)
*p b 0.0004
AR gk (1) 9.2 8.6
(95% 8 % ) (8.38-10.58) (7.16-9.46)
2E i E (%) 18.4 8.8
B 1293
(95% = %) (1.041-1.606)
*p b 0.0201
Bk (R 2F B30 F ) (%) 36.7 | 25.4
- 0.016
B RApL R BT 16.6 | 259

*Unstratified logrank test

Ao i/'ér‘r‘?‘{r (QoL) @ iph g di® ik 8% ¥ - R3ni TCF iy EE R E e d o
195 QLQ-C30 hf* £ & 7 4> fpist CF Fm}l% X 5 TCF . E'rm}‘a‘; H7 5% BREREREREFEOFFRE (p=0.0121) >
Karnofsky it # jkimiE 3| p Bg & (- enpFr P 4 £ (p=0.0088) -

SFHE
o bt w éh%l‘atb"'-ﬁ' (TAX323)
WoIRREW Y R 2R ERA Y (TAX323) ¥ o S E NG ) ;}L m”?/é%v (SCCHN) 2k A %5 TAXOTERE 51 #44 i'“),é: » 1
Bl }_'l“ii')%:ﬁi" ficBE%? § 358 LA R EEEINEZRE EHEE R P WHO Ed ki 2 0841 s
PALSEW A Fed S B s mehl ¢ 2 - oDocetaxel g 4 ATH R &rvm/,% % docetaxel (T)75 *i/l SRR S cisplatin (P)
75 F 5. /T 3 v s w2 %3 S-fluorouracil (F) & p &8 750 £ i/T 3 2 v s i, ﬁﬁs‘lﬂ 5% iz B pasF 3FF-x 2 4
BRAE D A2 BREERI CVREINE ] AE R (THEEL | PE T TR REZ25%) P E AR ERE > AFEERS 4
A ARE TR Bt A I,% Bl B RTS8 ¢ B RER 7 st ALK (TPF/RT) - iﬂa@gmffs A BT R
2_isf & cisplatin (P) 100 # 5./ * == » #2 ¥4 S5-fluorouracil (F) & p &£ 1000 £ 5./T > 2% » B EES X « g BRHAS
4 3FRF-DN X ABRHAL Y A2 BRABRI CTFRERRINE ) F R (TR ) R FR —]‘,ﬁ‘w'} W B =25%) « v B sk
BRE AFRK S AFRIAQE T HOFETP o H A AR ARG B PERT g R E § BRI T Fanciraisf (PF/RT) -
A B 2 2 (locoregional therapy ) 7 # % @ sia % (18-20Gy» - % - x> - F 5% » BHE 5 66-70Gy) & 4ed /B 4 F (-
AKX B 6 )P -3 5 X)) G EAISR e L*pizm,&%lﬂ%“émf K2 (accelerated reg|men) L 70 Gy g4 F )?nz
(hyperfractionated schemes) R & 74 Gy o i* 855 B K {8 0 7 303 bdis o o &8 3005 1896 (7 "R > Bfiﬁr TPF ie i Je s 4
A X F BB ENE S X > TR IFH B fﬁ#" 4 Fiehk o &raproﬂoxacm 5005, FprRAZL > £10% > 883 His B rnr
R rREHDL RGO EIABREE 2 F /pﬂ“%F"(progressmn -free surV|vaI 'PFS)» TPF i fo o E;;J gl PRisk & £ op= 00042
(TPFlegr PR achp p @ B it 2 PR Y e w3 N4 R & 837 ) Mgy’ s 337 @ - TPF e (186 B 7 ) i
G ER Y B,k (median OS) » P &gt PR & (145 Br)EE - ”H‘J“i %7 28% > p=0.0128 o F v % E A 40T £ ¢
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TAXOTERE # % s S #8 R % B 7 2 £ 303 (7 B85 s B (SCCHN) 2 tibia i 31 Bt ook (§ oA w2 A7)

#=hEhE TAXOTERE + Cis+5-FU
Cis+5-FU
L =177 % A =181 %
mﬁ;suw GRS k() 1.4 8.3
(95% 4 %) (10.1-14.0) (7.4-9.1)
BRI EN WA 0.70
(95% 47 % ¥ ) (0.55-0.89)
*piE 0.0042
GERETY ik () 18.6 14.5
(95% =4 % ) (15.7-24.0) (1.6-18.7)
B 0.72
(95% Rif % /) (0.56-0.93)
**p B 0.0128
ARk R AF R (%) 67.8 53.6
(95% G4 %) (60.4-74.6) (46.0-61.0)
. 0.006
REREF OB GRF S (IR AR ) (%) 723 58.6
(95% 4 % &) (65.1-78.8) (51.0-65.8)
wnp i 0.006
VR A B AR hE B Y e () A =128 & A =106 %
(95% 4 % /) 15.7 1.7
(13.4-24.6) (10.2-17.4)
B v 0.72
(95% EHER) (0.52-0.99)
**p B 0.0457

B &t <1 R4 57 docetaxel + cisplatin + 5-FU ‘e di iz -

“Cox 4] (49451 & etz ~ T 2 N gk FE £ 2 PSWHO & i 73 £ )
**Logrank &2

*kk_f 5 T

P RET S
TPF e 4 >3 iE R =L (Global health score) ehE it 1535 F P &g g PF 2 5 1 (p=0.01> #13 * 0k 5 EORTC QLQ-C30) -

ek 1l F 2 ik

FEk AR B S EFEITRP SR 2 RRIRHIE O BER A ESFEOES NS 2 H G F 2 B % TPF
N AP R R PF &

WHO @k i 5 =c VI E (“ chps ¢ o TPF e WA W PRk o3 s B enB f S B34 Y B F Ry » 28 438 ohp
RIRTLy 5 F o

o SThLin g ﬁ—:alaﬁ.muﬁ (TAX324)
o S e B Z B TeR R (TAX324) ¢ # M FFFI0F b 30iE (7 BBk %k (SCCHN) 2 4 %3 TAXOTERE 31 %
e S "’I‘"’F'* A Gt hiphBE&RY § 501 LA R G EREEINL ﬂ:f"wﬁﬁl“ii’é# E’”?/é%’ P H WHO Ed i 5 024 1
is ll’“ﬁﬁ‘»’xiﬁ‘i/”\W—L BB ¢ 2 - o AR 2 g A S ttfxiﬁtri # 2 *”f NEAME Pt S N R Lk Rl s

ARPAHEFF K frrE X 2R OE - iR FEEE 2N LT A rm%é%%? (organ preservation) R« & it ;¢
3% 2 o Docetaxel B2 LA =T P IS 3 sm]ﬂ g7 NS docetaxel (T) 75 F i/T 3 &' 5 sg{s %4 cisplatin (P)
100 # 5u/T 3 2 ) ’ﬁis?J;‘iB%ﬁ? 2304485 3/ 82 20 % 1-4 < %3 S5-fluorouracil (F) ;@’-ﬁ%’“‘iﬁlﬂ » & p#&E 5 1000 ® 5L/
T o PR ARLE ZFRET - K3 BRAR AFLF B PTG op A PG RRERFHF (TPF/CRT) 2 1 F st inf
(CRT) o #pB. o e 4 % 1 x %5 csplatin (P) 100 # 5./ = 2@ > % éi?l_ﬂfff'“p 30 4% 3P M2 % 15 2 83
5-fluorouracil (F) i j‘i%"%ﬁl L& pAES 1000 F R /E3 a0 o PRI EIFERT- X L 3BRAR ARLTF By
’F’v Cgm g i PSR (PF/CRT) #25 i § %cstih s (CRT)

g A Al R g (S - BB > B2 FREAS 32428 8RN (Bil- S fehy 22-56 2 ) ¢RFY
A T it B bR N o B LR D > & X %A - = carboplatin (AUC 1.5) > 12 1 'J‘EE?%‘*'W&@?J;'L:.@% R SRS T R ARE o
MR E S E R E‘h% (megavoltage) ek Bk & » & p — == » 4~ § (fractionation) = ;%7 (Fp 2Gy» FERH 5P > =

\:nL

Bt 7 % BAEE L 70-72Gy) - B ol & R R JEFEINenE T A B stk R R {S ehix e PFRF % 72 - Docetaxel feeh
5 A ’Kg ] ¥E Fr e s % AR B oFy u:a‘F, i WG EME (OS) s docetaxel 2 Bgeant PR 2 & £ (log-rank % -
p=0.0058 > docetaxel 2% PF feenid 5 &5/ P #ics W 5 706 B * 22 301 B * ) docetaxel ez = Fpl# PF 2™ M1 30% (R *&
v (HR) =0.70 » 95% 1% #f % & (CI) =0.54-0.90) > .,miﬁf&p%ﬁ” s NI o XERFpFRIAFAEC L TERFR > BEE
4 docetaxel e B g7 = L PR 29% 0 ¥ docetaxel gmfi)ﬁ;ﬁ% Lz FEPEERY il W PR S 222 (TPF ,‘;:3-
3552 sPFaEZ 131® 2 e R 2 071772 3 53t H 2 & 5 95% G % & 5 0.56-0.90 : log-rank 3#5% > p=0.004 o  »c ¢ %
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2y + .
;_3’-51]—&\:"_‘: =~ .

TAXOTERE * * SEZE#%F & 3% 7 gk % % (SCCHN) 2 e iam s 3l Bt penfgox (Jishd 24 4)

- TAXOTERE+Cis+5-FU Cis+5-FU
X #=2552 X =246 %
WA ik () 70.6 301
(95% 4 % 7' (49.0-NA) (20.9-51.5)
B v 0.70
(95% 4 % ) (0.54-0.90)
pid 0.0058
ABRE 2 BEEEY ik (1) 355 13.1
(95% 8 % 1) (19.3-NA) (10.6-20.2)
bt 071
(95% 48 % R ) (0.56-0.90)
P E 0.004
R F B (RRFRFLNAE BEF) (%) 718 64.2
(95% 8 % 1) (65.8-77.2) (57.9-70.2)
T 0.070
REFEF OB GERF S (R2F BRI ANLF BF) (08
o /-1 B A ) (%) 76.5 71.5
(95% 8 % 1) (70.8-81.5) (65.5-77.1)
. 0.209

b ‘6 v <1 R4 5= docetaxel + cisplatin + fluorouracil ‘e i °
* R &3 ehlog-rank 3 5%

**#\:.;‘_F% Behlog-rank #5% 0 G 5 SV REFDE
AR G S P RERRF

NA-& 7L

S2FpH 4 B

¥ A% - @ (phase l) Tk ®B% Y 0 &4 %3 docetaxel 20-115 & s /T > o = 2 R A0 i docetaxel z. #$ # 4+ & o Docetaxel
E dfe 4 B 4 S E (the kinetic profile)lg 7+ * 2 FH &4 F AR B2 HE AWM > A P B LEFHI Bz 7
(three-compartment pharmacokinetic model) » # o B v y ApehEL £ 4 B E 4 445> 36 482 111 pF - (£ 4p (late phase) %>
B BI04 2t docetaxel % f g A enid A ER 0 20 100 L/ 2 HEIRRL TR 0 Tias g kR T 37
HE (Ug)/EZL S AUCAE 3 46 | P efic®E s/ (hug/ml) - 4 £ 587 i*!f_. BELETREL S GHBL THELL L 2T 2
HLpE/E a2 T3 e REMFEF 2L B LR K 50% - Az 95%:h docetaxel § & v fH &

Bz LRER A “C-docetaxel it 7 Tk 3% - Docetaxel ¢ tert- butyl ester ¥ i .54 cytochrome P450 § 1t &35 » A7 X )
§ORE K S A B SR R 6% T5% o f 48 [ FER 0§ LY SRR i RAUR B R T 2N ) e LR
&%ﬁiﬁ&%’é%—ﬁii&ﬁ%ﬁﬂﬁ%ii—kiﬂ‘ﬁrﬁﬁﬁ#%ﬁﬂﬂ% LR PR RGBS .

B 3% 577 ¢ %4 docetaxel dhups 4 e {7 docetaxel E b4 F2 it o d ot R B2 Bl b B LB e ¥ - W IR ER S LY
# iz o Docetaxel ch# 4 £ ¥ 7 ¢ Flp 4 EEL R N A ATE R e IR o (n=23) > Afen i FHIpldpT 75 EkI? R
AT A, (3 pF ALT > AST A v & Exvm f 2@ 15 & Ffﬁiﬁ']i@ifﬁﬁ% alkaline phosphatase < *+ & %31 ¥ | ' & ¢
25®) » ..mﬁ);-‘%_, Tiavs K 27% (-0 42) o d=mi @ B ,%@’m;ﬁ 4 # docetaxel m/ﬁiﬂf_, g REEMRFY VR i

Docetaxel # * doxorubicin %4 iz 3 7 § # 5 doxorubicin 2_if* 5 * doxorubicinol (- f& doxorubicin # 34 ) s ik & o #
ed

* Docetaxel > doxorubicin 2 cyclophosphamide # # 4 #: 4 4 7 ; B

% - B Tk #E% ¥ capecitabine 4o docetaxel 4p 5 en#E 6 4 £ R &% BT capecitabine ¥ docetaxel (h#E £ 4 & (Cmax
fe AUC) i3 B % > docetaxel ¥t capecitabine e4p B 34 5'-DFUR éhZ 46 4 52 5 F5F o

Docetaxel # * cisplatin & carboplatin p# > docetaxel mﬁp‘-‘!f FeH - ER@ % AR - & Docetaxel r?is.] 8 = %% cisplatine cisplatin
chiE ds 4 BB S E b5 cisplatindp e o

12 & ff‘a A 14 docetaxel # * cisplatin 22 5-fluorouracil i » T=Z EH 2 FH b4 B g P

773 prednisone # docetaxel i # 4 § g4 % 42 =12 dexamethasone i : m{%ﬁdgﬁm)ﬁs L&+ 45 3 prednisone %
docetaxel Z 6+ 4 & chf 38 o

S53fpa% 2 FTH
Docetaxel e R it & A 5w o
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. CHO-K1 fm*e 2_fir'mPe % % %4 4 ’i“'%‘ﬂ 3#5% (chromosome aberration test) %8 “h ik » 87 4 & B4 P‘ pcim e 1R % 0 9k T
docetaxel & 3 R RBM; Ad > B & Ames 3#Z% & CHO/HGPRT AFIR #4477 » £ 7 €318 2% - T2 % % & docetaxel chi#m &

Y A
EESEPFFEEKY FREL 3272 LF 50 BT docetaxel § @i d T4 KAF -

6. ALY

6.1 B& 353
polysorbate 80
ethanol anhydrous
Citric acid
Nitrogen

6.2 % 83 1

AEFAT AR ELRE > £ 66 7 ST

6.3 gL

A B3t

ir ek g T

B4t

AR ILELERRY P AR HUERS TR o bkt 2 TR ® > @ i;@gﬁe,vq.;mf&rﬁa [ S T S S

IE R - Pr iy

ﬁﬁi%%ﬁ%%ﬁsﬁ WBLBREGEF TR Aok 2 G 2R R F R RGP R kR o
- f;ii%ﬁial %5 > 73 docetaxel ﬁiﬁ/—/,z ST TP a6 T A6 PN RE (S a“éﬁ%‘;’-"iﬁﬁiiﬁﬂ o] ) o
gtk ik gk B APVCE L RORS 5 R polyolefin bag)ie 1l 2 !?is?]ﬁ RO BMNEZHEEEHE R2CHECTF kw48 BF -
Docetaxeléie?lii;‘ri LEEfRR CFFTARBTREAL RN ok F EHRPFINMBEBLREY T T o

6421 ¥R

i\%q H—/JLB.] ¥ % T ZSOC °

FHE R ¢ AR
AR EEE 63

657 X2 p %
7§ﬂ3m*—ﬁ(ﬂmm)$%+ﬁ’u$355%ﬁi¢ﬁ&&gié2%@’&3@5%ﬁi¢ﬁ$9§§38%@’§¢Uﬁ
WE2 SR cd HE > AUFF IEA/4T 23540 -

Sl S Bl RE R S A

66 FZRHZ2HE AIE N2 ALEA
TAXOTERE £ - fiinid & » 4ol H i 2§ 142 & & 0 &JL % fe @l TAXOTERE 2 iR Jis | o o 223k * £ & o

% TAXOTERE jk#zie ~ iR &
ﬁ%] VLB R AR DA HOPE O

B

n}i

IR R E‘ﬁs?lzﬂze REFERIA K PF > ez %A B 2 ke o ¥ TAXOTERE k4 Sk ~ R &g
2% 2 R kG e

PR EL WG

if’iq@?/——//? 2 ﬁhf

$¥#(MﬂNREmmyhmimeﬁ%smmMnﬂ ALK RAR) 3T et 2 B A K OB 2 B A)
¢hH ¥ docetaxel ¥ $ &

TAXOTERE 20 mg/1 ml 2 TAXOTERE 80 mg/4 ml Lﬁ L*R¥R AR T B F A4 N BAHFR BESVUE &L ]‘23‘_‘}%5& ¢

BEF o
EX TS ER A R

FipE ] ALRE G4 Q?Zi Pl A 5 AT E @ % 2 i H TAXOTERE ﬁ];‘i?’ ;‘%f’:ﬁ'}& FA25CHT 5SmSR AR -
i A TR & -t i TAXOTERE it * Jksgie R @A 1 g AR o it * 21 5L& e > RIS TR F 7 SPNAF D
TAXOTERE ﬁis.l e X v A |2 o

TAXOTERE 20 mg/1 ml 2 TAXOTERE 80 mg/4 ml % @ -] #g ¢ #+ § ¢h docetaxel k& 5 20 mg/ml -

TAXOTERE i # ikt et # R 4 i » 250 ml ¢ § 5% § 42 9 mg/ml (0.9%) % 788 B-k eigid {A LR A il i i7 i1 5t -
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b

B Z 2 R A AR~ 250 F 2 2 09%F 4B IRE 5%%”§$p§%il’§i§i;f]?i i“ﬁis?l‘iii"iﬂ °

Fof A TR 2 A B 428 200 5 docetaxel » i * s FE 2L F B 0 @A docetaxel 2k RAZE 0.74 E 5/ o

ﬁiﬁﬁﬁ&ﬁﬁuiﬁﬁuﬁ%bsﬁéo

TAXOTERE ﬁi%lii;‘,’% B pfe@ldF 6 )R %?”‘\ﬁis?li" T (F ,%ﬁis?JiiB?‘fFf T/ pF)» A 25C2 BB T 83 J,ia Ao
dole 91 ﬁ%]iiée—? » g2 TAXOTERE #v ZE 02 p B[ AR » 5 3 ik d > &= W E 3 o

ERA *BPELNBRAS R R P PRI EILZ o

#] 1 B¢ © Sanofi-Aventis Deutschland GmbH
R B : Briningstrasse 50, D-65926 Frankfurt am Main, Germany
¥ OPopaELs s

S RAFRCRILTR

Ref. CCDS v36_6 Sept 2018

28



	本藥物（TAXOTERE 20 mg/1 ml及TAXOTERE 80 mg/4 ml為單瓶裝的輸注用濃縮液）不可以和以2個小瓶分裝（濃縮物及溶劑）的其他docetaxel藥物併用。
	TAXOTERE 20 mg/1 ml及TAXOTERE 80 mg/4 ml之輸注用濃縮液在使用前不需先加入溶劑稀釋，該藥品可以直接注入輸注溶液中使用。
	每個小瓶為單次使用，應立即使用。
	若這些小瓶儲存於冷藏室，則在使用前，應先將所需使用之數量的TAXOTERE輸注用濃縮液置於25℃以下，5分鐘之後再行使用。
	病人可能需要一瓶以上的TAXOTERE輸注用濃縮液以獲得其所需劑量。應使用21號針頭，以校準注射器無菌方式取出所需的TAXOTERE輸注濃縮液劑量。
	TAXOTERE 20 mg/1 ml及TAXOTERE 80 mg/4 ml每個小瓶中所含的docetaxel濃度為20 mg/ml。
	TAXOTERE輸注用濃縮液的所需藥量必須注入250 ml含有5%葡萄糖或9 mg/ml（0.9%）生理食鹽水的輸注袋或瓶內才能進行注射。

