&= DksH

SHABEERHARAD &

e oabC HATAHEBREXRE K407 522 % 104
M K (02)8752-6100

HaEF X ¢ (02)8752-6666 H-# - 7528

& AR

E-MAIL ¢ order.cs@dksh.com

EXH EFRRAZREANKR

HXBHEPHERR 112408 A 28 8
BXFHR T EEFH 112-481 3%
B % RBRXBR S PXEBEER  WRGE - BRFTELA

5 AN AR BN MNA MR Z AR "Taxotere 20mg/ml Concentrate for
solution for infusion ("#L% 5"20 £x/EHE L x4 (EEBH T F 025289
w), AERRFR -

0o

— - & & Taxotere 20mg/ml Concentrate for solution for infusion ("% 5"20 £
H/BHE S ARRUEZBHFTE 0252893%) ) PRBHRAE RhofdiF o H 0 MY
ZREOE BT

it 3208974
1. BOLLORE LOGISTICS SINGAPORE PTE. LTD.

2.6 B ABEEMHAERNAZ LR

o MEKRAAN L2 F09 AT OMBEE - ahftRatiRA 3F520A -
kiAo o BUEE LA BISRPT 0 R R ZR 0 HAT R BFME T AN A

i

gﬁféﬁ%&%ﬁﬁﬁﬂ

r =1k

I‘IiEJ- ‘Iu-..’

5‘\ ——

-

B U
’

= U




<<HmPNIEE>>




<<¥RIHE>>
Ak 5 20 /B R IERR

20 £ %4/1 £ B 80 EX/4 ESH
Taxotere 20mg/mL C ate for Solutlon for Inf
20mg/1mL & 80mg/4mL
R § 025289 1
ARG BEFER
[ T
11 ABATRLE
HEARMEEP 4% 20 £ %2 docetaxel trihydrate «
Bl
! ] .:\' [ " ""- X :n ..
L N
CE eme "
“we q" " 7 )
1.2 A

TAXOTERE 20 mg/1 mL:# /L P4 0.5 £ 72 &K 2 84(395 & )2 ik i A ARk o
TAXOTERE 80 mg/4 mL:& ) R A & 2 EA 2 foK L EL{158 2 4)Z B8 M ABR -
Rt A

polysorbate B0

ethanol anhydrous

Citrle acid

Nitrogen

1.3 Mn
N -

14 RE5m
UL RGBS K MAM - K ERKEHER

2. AME

L%

$ doxorubicin #v cyclophosphamide #f A @A AT FH R E A HCEHBR SR ERBAILMH AR MR L - HATHRLF

HIRALRKCERBHILARA BB LERANTELCEERAEA AT XNRUHARMEH T MAAZ EREH

FHX (R 102 R RIEHH) -

- $ Doxorubicin 4 F i F £ 40 5 W 3 M A3 M SUAR BLSLAT R o 4k R8BI R 2B A -

- MR BARER BRI AN AT CLERRUZIAABA -

- $ trastuzumab 4 B+ TR N6 MM HER2 &8 £R LA AR L RICRERANBHIMBA -

- i capecitabine 1 f #> 36 % #H1t % 55 R 6,35 anthracycline &2 2 B 8o X X MBI JLAE A A o

FE <) g o B A

- $ cisplatin 4f 7 i i 40 5 RBL NG B K045 AL FF - S B A 0 EL S RT & O 3 5 @462 36 M 2% A © TAXOTERE $t carboplatin #t /8 % 5 — 4
$a2 6 R iRAE -

- WANNAMZACER LSRR BRI KA I e R o

2L ¢ ]

- $ prednisone & prednisolone # A i A 7 15 M R6 B R Z ASH AT FIBRE -

- ok LRk (ADT) 4M (R R F 6 A prednisone % prednisolone) il A #% 15 M ¥ 76 A B L 2 4045 44 4T 5 BILE -

L]

- R clsplatin & S-fluorouracil #f M i AR et B AMHA » S5 F R MR SR ZMM LW REBLBERERZHA -

EL T

- S cisplatin & S-fluorouracil #f /il 18 F1 % 55 88 85 5 40 AT M M K S0 B A 45 A B 55 8T 04 3 ) LA -

3. AkARE
31 AERE

kN E
TAXOTERE ¢ AMAINAENPIL TR ERARM Y AMAEF EREARBILERLZRBRERATHN -

UM bR A R AR AR RA A2 TR LM N HBEA - 25 H AR IRIMR - i+ #H8 docetaxel
GRS — KoL+ MK 3 X 0 5 B A dexamethasone 16 & F(fHdo— KK » B8 EH) (R 5.1 BB/ HFRK) -

4 M prednisone #, prednisolone ;5 & 4 M K4 B S Z B PEAT FIMEAB B » S5 R AT M o IR IE TAXOTERE #7 12 /|64 ~ 3 /h a5 R
1.\ 8%4%¢ - dexamethasone 8 & #,(1# 8, 5.1 B8/ X ¥R) -

F & E MM prednisone % prednisolone » 7 M K iE MR B AL AS T AT PR #h6 B AT M IR EIE TAXOTERE 37 12 /8%~ 3 )
85 & 1 /8% O MR dexamethasone 8 £, (R 51 S5/t H¥H) -

TR T G-CSF A& D F A bR FHH LR -
Docetaxel =i M — R » H-RKIEGM A 1 )5 -

L%

BT HIGI0  AAREHCERS O Mot RE - XINH T LE=0M B — % H:RMIL doxorublcin 50 £ X/ FF 2R A
cyclophosphamide 500 & %,/ # 2R 1 /)14 + 46T docetaxel 75 R/ FH AR » £ 6 MAR(TACHE) (FAMNTWEY) -

ARG R 5 0 XM AS LA - docetaxel E 456 (monotherapy) B2 kM E S 100 EH/PHF AR $— st (First-line)
2k TS 75 EH/THARMAEGH - $HA doxorubicin 50 £ /P F ARMK Gk -

$1 trastuzumab #f Bl i& A 85 > docetaxel #h R IR E 55 = W R — K HR M ¥ 5 100 £ H/F F 2 R »trastuzumab 8| B F- 86 8 — K -
BN E SRR Y8 RIAR » docetaxel &) H SRR E B 4L trastuzumab B — k& R 2 1E o 2 A RTE A trastuzumab & S M B3 R
docetaxel &A1 £ B & ¥ T 4 trastuzumab #i2 % B8 3 %) 4 M - Trastuzumab M SRS R F X - LR -

& capecitabine fif F 8% + docetaxel #) EINM &% 75 £ K/ H AR » HZiM—=R + #v capecitabine 1250 EH/FHF AR + —KR =K ' £
RE30HNST SR =M k8 — i - Capecitabine ##) ERMA @1 K - 1 R, capecitabine {5 § -

9E 1~ e W M A
kLIS A I ES 75 TR/ FH AR - Mk A cisplatin 75 X F./F- 9 2 R & # 30-60 48 + &, carboplatin R A
M @ik 6 L/ EFe) s5R 30-60 258 » H AWM KGR IEH KR ZAHA » 8L docetaxel 75 EH/FH DRE—Ripi&H -

M 7ML

A B R Z WAL 5B
ik ¥ B 75 E 3L/ F 2R o Prednisone #, prednisolone ZI5 R ORISR + BR =k - HKR S EAEL 102 R RIBHMH) -

W KA BRI
TAXOTERE &3 E AN B2 75 £ 4/ T H AR HZiMis 8 —:k + &£ 6 A+ - Prednisone % prednisolone £ B o IR & 10 & & T4 ss
"

Lt ]

Docetaxel @8 IR E B 75 EL/FH DR BZeFM 4 1085 M M cisplatin 75 ER/FHF D2RWLE LI I (BAEARE - K%
R) o cisplatin #E T E1k - M2 & F S-fluorouracil + E A MEL 750 EH/PHF DR A28 ) FRMBIES R o SR T A BE
ZME MR o Adl IR cisplatin JG R AT » SEAR A sk ok W49 384 T K 49Ky o MEFTALAL T G-CSF ik # 4 Ve i oy A IR (3%
R31AEAE) -



AN
AL G ST SRRk ok M3 ST B E MR S (A cisplatin (SR AT R R ) o Tl B F Bt G-CSF sl b A ki id e
Al o {1 TAX323 R TAX324 88 ¥ » docetaxel (&) ff# % AP S A HILLE ¥ ©

o ARG H R 5 Witie (TAX323)
ST ERSASN R K P 77 2 5 SRR ATHE MK S BB (SCCHN ) A48 T 9 A4 B AT 84 3] Wih 1L » TAXOTERE R B A 75 £ %/ F
PR BENE Y 1 MR T csplatin 75 BE/FF AR BE LN (AE-RBR) M2 F Sfluorouracll - BAM
FHETSOEFL/PHOR  AREES R - WARAHIMEGF— R S F4EFE - LEXERGRE  BARELKHREH -

o HAHERA 7] WL{LA (TAX324)
SHLERMAPH S0t (B EREIMR AN FHLERE  ERAAEBSFTHN) Miksal® (SCCHN) 245 AT e
MM AT i 3] WAE1L®  docetaxel ey iR IR T 4 75 B A/ F AR MHMEGFE S 1 o5 (A E— K28 ) ) M2 T cisplatin 100
EH/FH AR BEHNE S 30 24 E 36 - M2z H 1-4 Re4F S-fluorouracil » H A #EH 1000 EL/FH 2R - kLB
JMBAT R AT IMBRHE - LRERBRE  SABBRLHAMNNER -

Cisplatin & S-fluorouracit &y # F i % + HIERILMiHFE -

MEWE

—

of bk ik B A F A K AH 1500 cells/mm3 8§ » A 7T ;£ & docetaxel o

# AW £ docetaxel & A B @AM EZ oK P PR & IR D AE R P bk & K B 45— 2L E AR 500 cells/mm s RE &
M2 G AR ~ S B &R @58 0 docetaxel Z M E M 100 BAL/FHFAXRWHE 75 EL/FHF AR Fo/dh 75 B/ TH
ARMEECOER/TFHIR - o REAMES 60 EFL/FHAR + M LKW RN » RIB AL E A ARGHR -

LA Y W BH R ke

5 P4 F G-CSF F 384 docetaxel 4 A doxorubicin Fu cyclophosphamide(TAC) #iBh R LM LB B A - B A M D 2K T & i
Do K/ R A  docetaxel Y MM E 60 EA/FHAR(EALSL P EEFAAL AEA/ARARM) - BHE3I XK 4R
R » TAXOTERE ¢ 4 # MM 2 60 £L/FH 2R -

SMcisplatinfit A

1An¥s 3 & docetaxel 75 & ./ 2 R &4 cisplatin &, carboplatin 56 # 2 % A * BT R #2 2 f s 45 LR XS /N7 25000 cells/mm? (4
it cisplatin ;& # ) & /1 # 75000 cells/mm? (4 carboplatin 548 ) H & 4 % P & k& D » LM T Ik it &L T —:k docetaxel
GHRMEEN L 65 B/ FHDR - Cisplatin M EEE > HRLURHHE -

Scapecitabinef}f f

= capecitabine #) #{ ¥ 1§ 4% it &, capecitabine 5 ¥ -

P ERAR R IR 2 MR 3t B 454K Z T — 2k TAXOTERE/capecitabine 6 4 + MLk /A EIRATE 0-1 & » 51X 100%#) 4L ks &
) L

CEBRARRNR 2 MRt AR RN 3 RN RRAGERM I MBI EMME 0-1 & RIEME L
TAXOTERESS £ #,/FH ARELH -

MR R 0 XR AT A RE R ILER KRGS -

Trastuzumab g + 3 trastuzumab -2 0

fcisplatin & 5-fluorouracilfif A

FALT GOSF AT BEAHMBERZE TGl VR - REAFHE PHARBT - KKEuE P aaki I - 0
docetaxel ) M E Mk 75 M £ 60 LT/ F AR - HMEN B RANMME 712 & &k V5 - B docetaxel M E M 60 2 45 £ 7./
FHAR  XHRE 4 ey fo gD B docetaxel #MEMb 75 BE 60 EL/FH DR o A ALMIL &6 A AN F 8 A% T
docetaxel * PRIFH =k PGk B A E > 1,500 cells/mm? » devig M9 2K B B AL E > 100,000 cells/mm? B ik - 28k — F 45
o BAHR docetaxel 4% « (R 51 RIEEXFRE) o

A TAXOTERE {ff 7 cisplatin & S-fluorouracil (S-FU Y ifs M2 ¢ A3t W IEE 0 44 - L S tRAF U F ey i8 45 -

#1 HE
B3y B — IR 5-FU 18 20% o
B —-RHIR ¢ 218 A1 TAXOTERE #) # ¥ (¥ 18 20% -
£ 480K # — Rk IR © TAXOTERE & 5-FU &3 #{ & '& B-1% 20% -

i

PR o

Eimomi © 5-FU & B M 48 20%
CAMKSH GERAMT - AHMA 5FU-
: TAXOTERE #4 #] ¥ [#1& 20% -

CEMMAA R AP R SFU -

FAaMOUER

: TAXOTERE &) # ¥ M 5 20% -

Wit cisplatin & S5-fluorouracil & ¥ FHA » hiE LA MLz W -

AR HFIRAPMKIa o (SCCHN) Bk Me T+ Z i A HAMBRE PH ok b (LRGSO E T ELKKD  HM
Rz R P aEE Vg KER) AREZRAFERBE T T G-CF (ML H 6-15K) -

32 WmE X

L3 PoL: 35

Ll ed ]

L3 Py L8 ]
4 M4 (TAXOTERE 20 mg/1 mL & TAXOTERE 80 mg/a mL & YL¥a ¥ 49 Wik ARMIMR ) AT 8ot 2 /MRS K GRES ZEN) # R
{& docetaxel M#BEA -

TAXOTERE 20 mg/1 mL & TAXOTERE 80 mg/4 mL Z W& F ISR AL R A WA Ko AR MM R R TIR EBEAMERR TR o
H@ ) RARRER  MILEER -

FE MR ARE  AAERAT AW TR M 2 o) TAXOTERE it RS AR RN 25C X T + S rébz th BATRA -

AT E & RS L4 TAXOTERE 3% ARSER AN LA S - MR 21 S4T30 AL B & 1 SR 7 % o TAXOTERE
Wiy -

TAXOTERE i FRSER 6996 % R L SEA 250 mL 47 S% M) i &, 9 mg/mL (0.9%) 432 R U ReME R ZHIM A RBATIEH - B
SR MRS 42 03 mg/mL £ 0.74 mg/mL Z 1 -

TAXOTERE 20 mg/1 mL & TAXOTERE 80 mg/4 mL 48/ #. ¢+ A7 &4 docetaxel LK & 20 mg/mL -
AP E 2 RATEMUEA 250 & A2 0.9% FUALNE M & 5% A) B BT Z W E R K MUEIR T o
HmALE 2 M ERiH 200 £ F docetaxel * MEFABATEZREEE @ % docetaxel 2 NEA# 0.74 EX/EH -

SUE R AMILRAUF RS ARRG RS -

TAXOTERE #; 7t FE SR A2 50 W4T 6 /10 M SAMPAR L 7 XA A (8 B85 R 1 /i) » AR 25C IR TR TFH/A ©
Yo F) A A M A & 0 4% A TAXOTERE AT AR 0L B AR » A ARtn * MTUEE -
EREREGRARFHRREIEHRETRITL -

Tt
ARMATRIMERHRA 27 15 4 6-F XA RREHF X 2L TR AEERI

JIFKKREBAERE

HRETRAR N Z A IRIEA R — R4y docetaxel 100 F /T H AR 2 Rin®h 71 B EHBAT KAl M AR (ALT 4v/& AST)
¥ APz oE R RANENE L RZ 1545 3 B skt 888 (alkaline phosphatase ) b # £ ik % {i F FRZ 2.5 458 + £ docetaxel
ZRIMEA 75 EA/PHFOR (R 51 $IBLLETAR 11 R %4EE) - EHAHMEKENERH LR fo/K ALT o
AST 8 KA EH 8 E Ry 3.5 45 Bt o 8 K 7 E K EMRZ 6 M85 S04 T B IR & 2 381N @1 BLPR Ik 45 vk 2t L SRR AR 51 o
RAREIBEA AR -

4 A cisplatin & 5-fluorouracil i # § A » A8 42600 & HERR ALT Fu/ 8% AST 45 AR IE ¥ 6 E IR 1.5 18 MdR S0 AR 15 AP E (A
EMR 2545 BMaABERESEERZ A A - LHH AL KA THMERM TN mARIERRZ AL AR RAR NI
ERAR - & B %5 AL docetaxel 44 A 8 (combination use) & # ZH TR L

RAHS I TAXOTERE B i6H L BAULE 18 RUATZAAMAENSUA L2 WS AAIL o L5 &M TAXOTERE #JLA - %
A dape R~ A HIMUE - BRI (R QISR IR R I M5 A SR B ) 240 R o

AEARARYYNLER LERAZBRLRBKRAL -
60 (4 ) L& ADHA capecltabine & » X IR capecitabine e &8 $ MM £ 75% - (3% R capecitabine 5 )



4. &

$ANY docetaxel AR BEHFHABUEMHREZHA -

Docetaxel SRR PH AR ( neutrophll ) B B/IVIR 1,500 cells/mm? ZFHBA ©
Docetaxel AR N HRY, 2|3t -

REMIIAERABZAEA - (#R31 BEAARK s, WiE/FREE)
HAtRRET @A docetaxel HAIHE MMM -

5. $BAEEFR

5.1 SWLEEFR

RGRILAE - JE/h b - MIRMRRIARES - AMAAMES S DS LB REEN - BXFEAREERSS - fm .
TREME docetaxel FARAMMMEI—XiE - MM 3 X - MAMRAD dexamethasone 16 BHE(FIM—KHEX - FX 8 B3E) - LWL
WERBHRERREERE - AREEANEMOBERZE -

AISIRRBRAMATASI - M docetaxel FREAMATERT 12 /0B - 3 /N\FR 1 /MR CIRRIZ T dexamethasone 8 W5 « ( #R 3.1 A%
FAl)

Mm%

M i E MRV AE ( neutropenla ) 2BH% RAYEI(ER - BcPEaMIRMEZEREMORERMPIER 7 X - SIESS AN
ZRA - IERMTIRE WRE © FRF %R docetaxel FAMZ A PSR R 1 ESHM = MARM B - %A DA S 2 1o 3 MR B il
ZEKM 1500 cells/mm? - 7 T FHMEL docetaxel AWM - ( ¥R 3.1 BZAR)

#E docetaxel ;AMABM - 35 534 BRI i 5 IRV E (/IR 500 cells/mm? REE 7 REMUE) - @AM T—AEZAR
MEIRAEEOERNE - (#R 31 BEAR) .

32 docetaxel B#F cisplatin & 5-fluorouracil ( TCF ) SAMZAA - FLF AP G-csF - AIHIRHRMEA 2 A MR
DRER /S BRI 3R D GE 2 EE R WBRE - LU TOF SAMZ WA NS T G-csF - LUR/D S IREMBHE M ch i B I BRIRNE
( BEPAERME 2 i I RR M E - BRI DS MIRET - SE P QMR PRSI SRR ) AO/ERE - MAISIER TCF
AR MFLRBHNERN - (R 31 AZARR S AER/FRRE) -

1% docetaxel B#F doxorublcin B cyclophosphamide ( TAC ) SAMZFWA - HEFHPHIEM G-csF - RILR ARG 2
B BR 4D FE R /B0 M A e I o 0 9 SR FE 2 EE A W BRAEE - FRBG 138 F G-CSF FisR2 Tac MBARUZMILLARA - LIRS IR
AR RNREE (M ARRZ PO MR EE - RESUEPEaMRET - kP a MR RS AR
) WM - MABER TACAM - BFLRBNER - (#R 31 AZALR s RIER/FTREM®) -

o b I ]
WS PEEMRETRRA - EREGERWEHSENERR DG ERTRNMABTEREE - BREERFNS
—RMOJAEWBBIET - RARERENREBRERMEBEERFWERM (#R .1 REARE s. RIER/FTRRM) -

BUYSEN

EENRREFRARSHBRRN  AREF—RRBZRWTHEMY - BRRMOIEERE docetaxel 2B A MARE - At -
W2 8 PR IR AR I AR R S L R 2 B - SRR RN 2 ER - MR ERHAT 2L S AR ARSI AN - AR MRLEAM -
PAT - REZIBHKRN - MBEENRYMERN - 2SMRB/KN - AIXATAMFL docetaxel BYARIL @R 1hE T8
HIRE - AMMERNRAREEERHBENRMN - FABNBECAREZANKTMN - AIXWEER docetaxel 8385
paclitaxel B4 BT MBREFA - ROGENE Docetaxel BERBTM - OZRENBRBITRE ;| BRELRA - BE
Docetaxel SAMANADIEITRRBAVESH -

w

B2l 52

BEMRRBEYE (FRRMAL ) 2RI - HAKIE - REEEEE ERZRNREBR\ZME - ERKRERME (MK
HBEEEHRNRINE ) IPESMEAMzEE - (#5301 AZAR)

[ 5 57 A 38 95 52 P(severe cutaneous adverse reactlons, SCARs)SN 7535 - METEMRBY(SIS) « BUEREMFT(TEN) IR EMZ
S MME(Acute generallzed exanthematous pustulosls, AGEP) 27531 MR Docetaxel JAMAMBIHE - 75 A M8 # & A8 BREHR
R R R TR A FE AR R RO EE A - B — I B 5 AR IR U PB(SCARs) - MEEERTPEAM -

e
HAENWEEE L EARRERENKERENMETREZHEA - BNOER -

Lipu] 1S

HRE-WNE 100 B/ FALRMEARZAA - BETHMSEER (AT AST RP2—37F ) ARERELRZ 1.5
% - i H i BAB4AS ( alkaline phosphatase ) KIRIE%{H LIRZ 2.5 805 - HELREHRER ZEMEERE - HImMBHEIET
(toxlc deaths) - BIZBHHMMARBHEBME LI - APISHRAME D EAMBREME - fF - M/REME - ORXBRE
A Bt - BRAZFIHRER LIS ( LFTs ) LFHE - docetaxel ZIEHMMEA 75 M=/ FALQR - HEMBKAMAI R SMAR
AR M AT A Z 10 ( R 3.1 AEBR) -

HRANMARBTHRESE LR - B/38 ALT - AST AR ERE LAY 3.5 S - W EWEHREARERE LR 6 555 - &
o REREZ RN BRIFRRZARAAERS « RETMER docetaxel

# cisplatin B 5-fluorouracll SR M AR A - HH4R SARA D EERK ALT F0/3H AST IEMARERHE LR 1.5 S MR EHNBRER AR
IEXELER25 & - AMARERERELRZFEA - WERALGATHEERE 2R - TERIERHRZMRANEERI -
RAEXWEZEREN -

125 $7% T DN HER (8595 A\ 18 S {th 38 PTE o 4 P docetaxel SAMAYTRTR S -

HRFFMRIRIMHEAGER docetaxel AMMERETREMIM - (¥R 1.2 W) .

BIIEELE
BMEERINEER 2 2HAES docetaxel ZRM -

WA
MBRERE DR RRY ZERIFAEER - BROMR (HR31 BEAR) -

M E B

LU TAXOTERE #1F8 trastuzumab SAMMIBA - BHRIBOMBBORS - KEBEREEREH anthracycline ( doxorublcin 5
epirublein ) Z{CBAME - DMEBNBEAMSATEEZEES  REZAOAR (#R 8. WER/FTRRN) -
ERARIER TAXOTERE #F trastuzumab A - AIZEAMAD M STIEST O MINAERRS - SARUEM (S - =@ ) mg—%
{ELRINEEE A - T BRARTHROMNINGERY - HAAEMSRE trastuzumab Z {58 -

X docetaxel {#FJ doxorubicln, 5-fluorouracll B/ cyclophosphamide SAMAYR A MM E A OB L BAE OB LEMVBR(BER
IGRMR(EER 8. BIfEF/FRRM) - OMERTERBEAL -

RRY
Docetaxel Sl E fitRAZBLAMAFBA - B EI AL KK ( Cystoid macular oedema, CMO ) BIRE - BERIEBNHBAMETR

6



IBEMEENRBRE - HZEREMRWAKE (M0 ) - ML docetaxel SAMITRLAMERER -

BRI TR

B docetaxel EAWIEME _ AT HIERMNARARBERMNAE AT FRIEREMANMBERES - BT RUAMEY
fE ( E1ERM S MM S MF(acute myeloid leukemia) - BMBE B RREMRE (myelodysplastic syndrome) * JFBRZF & HER
{non-Hodgkin lymphoma)fIB #& (renal cancer) JOJREEFER S 1 docetaxel JANE M AT M - 79 A MM 55058 — IR SE 4 AR -

AR RRY
Docetaxel B75MER A REREFAMBY - AT REWEBHRER - MABMMERERBERRE(OBHELR - ER#M
fE - WAREAD) MBS - EMMABAYA Docetaxel JAMRAT - ¥R IE AR /K BRUA RS R & MEAVIARZ -

Hith
LHEE docetaxel SAMIBM A docetaxel WMEED 2 BADNIRDUGRIEN - BHEZE docetaxel AMMMA docetarel EME
FP s BAXARDSPHR -

MR EMS 3 TAXOTERE ELS% cyp3as HIFIM (e.g., ketoc le, itrac le, clarithromycin, indinavir, nefaxodone,
nelfinavir, ritonavir, saquinavir, telithromycln and voric le) (5 7. XE{EM)

AR WA THEBIE

L Liiid Bard=linEsd e

EAAREERERED Y QMM ER(EEREEME PR MIRET - ARSERATE 1 a MR IMERRS) - RME
#F G-CSF MZEMM(FER 3.1 AIZAR) -

BRERA
IR R R - 3% - MRAEESHEP O NREE - JERREEREBHRHIRIR - BFEFETRELH -

B REL
TESA R R 3B it S R 5 A7 A R I A O R IB RO SEAR -

B LAIH A BB EIFEN
TAC HAME 4 AL LAH EAMBHRBA WY EBIEERP IR RNEREGER 102 HYMREHY) -

EEA
LLAN BT - ERERTAR 60 BFALL Taxotere B capecitablne MEER DR 60 BN ALLSR - AN
3 71 4 SRR R BRI, 34 RHE N B R B L R B RS 0o S A 4 T -

%8 70 BALL_E 7% A 14 P TAXOTERE - doxorubicin & cyclophosphamide ZABE -

E—IAASIRBAYIR R P(TAX327) - HF 333 BRAIERE=E—RAY TAXOTERE SAM - HP 200 BHAMNERSIREEIA 65
B 68 BWAKR 75 B - §=IALL TAXOTERE JAM—RAVRA - HIRAIM - B - ISFRIL . ME - MERBENREE=10%
BERSNIARN 65 REMBERFRBEFNHA -

E—TARRMATAR D - 3 300 B(221 BRAR B = HAEE FRELMAT 79 B 75 A K58 HHER PRE1EA)H A 123 TAXOTERE f§t A cisplatin
R 5-fluorouracil ‘Z3A% - Bt 74 BRANERSNALAR 6552 - 4 BRANFERINAAR 75 7 - RERVEARENRERT

7

ABEEHLEFEBAER - UWTRIER ( IA%ER ) WRER>10% - BRERERSRAARN 65 RRANEHERBRER
A - BIE O DREE - ORR3 - BERMIE P A MEE - FERALHER TCFAR - MT MRSV -

E— IR MR 2 ST5UBRMAFISECh ( SUA STAMPEDE ) - M3t7 545 ZRAREE =IE—TRAY docetaxel AR - Hth 206
EFRAREBERUAR 65 8 - 48 EHMANFRERAAR 75 8 - ERBRAAR 65 RHFANBRBEBUAA - TR
FEENRERIRMI (ELMN 10%) - FRERTAR 75 REORNKRERARBRRREBOFA - FREENHERR
SR - FRGRAAR 75 REFAMRRBRERAFA - M ANBEDE - B0 - B8 - FREM - SR EWRERRN
RERRE (ZOBE 10%) - BEFRBERARZMOERMRLRGBRE  BRBREFRFANEEFAZY - B8R
RBETERRE -

[oRiil

TAXOTERE 20mg/1mL A9/ E75 50 vol %RYZAY (B8R ) - BD&Y 0.395 5% ( 0.5 MFH ) KER - S/MVEHEEA 10 BAAVEHES
4 BARNWEE -

TAXOTERE 80mg/amL #Y//MRE75 50 vol%AYZEY (7B ) - BIAY 1.58 58 ( 2 BH ) AEE - S/\VEMEERN 40 BAAIRES 17
BANWET -

HRBEBRPBENRASSE -

MEEH SN AP EWARL - TENERBREAMATRERSA S MMAEAAK S -

EREEIMOUAESTVERL MERYE -

7 50T RS = IR O) A5 W W MR 7 AR B B 5E FR BN BRA0AE D -

FROFEH PRI RREEE -

5.2 RepE A B RRAMY
£y 3]

5.3 JAFMMAE N
StEIMEEEIRIEWARAE N AN Wi SR AR BRI 3% -

FREEZBNARRERTUATVERAMKSEAMENLEN (KR 3.1 BZARE 8. RIFR/FARREM) - Al - #&
AA - AREVBIEFITIAE WM E SR EMRB AT - BRATEARPBMBERUNEBIER - MSRBATERELIRERIS -

54 B TR
[fRZ R

6. R RAE L TR

6.1 &

Docetaxel ERNEEABERHNEMIER EMIEMM (aneugenic mechanism)Fi « Docetaxel HIRH R F R AREEIRR
fasiEiE - MW RPE{EAEAREEAED - Docetaxel (EFARBRTIAERIEMIACHIEE - B - docetaxel FEIEAMREBE -

6.2 A4

e

Docetaxel MAHIEM K - REGRAMEIL Bk - WEAKY - DARRBMISDR 2 BERBYE - FIME docetarel 2R
A A AL, -

63 BARRAGIHERF®
ol 2k ks &
EIRBIR 2 Edocetaxe A RMM R F ILAME Z/V3EA - MRESHERGIRS - —BEM2 - MuZIGREEAM0 -

§



i HEdocetaxe [AMIAM R docetaxel FM#ZEV2ME A MRMARAMT ENE - Bt Edocetaxel A MM Rdocetaxel FMk
ZPBERARBRNBVABI MK  JFEKTTIEBAT - docetaxe! EANBMIEEEMIEMMW (aneugenic mechanism) FIKE
AW Ao AER BB EBED ( 2103 BARAZEZHRE ) - ALt - #Bdocetaxeli2 MEYBIE H docetaxel EMIAMK
PREEAANRBEMNERBIIEEAMATICIE AT ERENERRN -

7. REMARA

EMSSUBDEDR - (HETIEW - {RNHERER paso-3a i (BEILTELY Paso-3a ZHBIEMGIER ) 28H - M
ciclosporine, terfenadine - ketoconazole - erythromycin 8 troleandomycin - W W48 docetaxel A9ICHR - A S S LMBARNT
B ARAUEELEHREZZEER -

Docetaxel BMBEAMBEELS ( EASRBA 95% ) - BRARERNMAIERFITEIE docetaxel HARMTHERMZEER -
HEMIIMNERD  FEARSESERR 28I erythromycin - diphenhydramine +  propranolol  propafenone + phenytoin
salicylate + sulf: h le B sodium valproate i A W docetaxel HEARMILES - BRILZ5 - dexamethasone TFAR RS
¥ docetaxel IEARAIES - Digitoxin BEA RS T W2 E docetaxel ZHHE -

Docetaxel 3 F8 doxorubicin & cyclophosphamide S5 77 83 52 /48 - 58 5 B — IF MR AL BABAR docetaxel F carboplatin
ZMBELZEER - ¥ docetaxel IS - carboplatin 49858 % A4ILL carboplatin B —HEiIE A s0% -

ST ERTTIBRMAVRA - £ prednisone ZERERT - BT T docetaxel NMME) SIS - Docetaxel EHMIMB R
cYP3A4 R - T prednisone RIS M & 4%5% cypaad - iRIBM R KRB - prednisone ¥ docetaxel W H BN - E4HH
B AR ER -

1 cyp3aa TGRS - TAXOTERE YRR INTI SE MM AN - B2 TAXOTERE RYHMBE(E

BHRA MR R E R FE A cyp3aa MK F40 - ketoconazole, itraconazole, clarithromycin, indinavir, nefazodone, nelfinavir,
ritonavlr, saquinavlr, telithromycin and voriconazole ) - BIEB{IAVERFRESRIZ M ER - BIESBAYA cypans HHAIARBIEPTI4E
MBI BAVER docetaxel M ( ¥R 5.1 BiE/TEMEBIF ) - MBRAFEER ketoconazole B docetaxel AIRSHZZH (£ AT
FEBAT + ketoconazole WiE docetaxel FHIFERIER—% - EHFRERBH cyransd INA docetaxel FIETE ( H— ) (KWEE
ZH - Docetaxel OB 544 O] BE W BE(E - BI{S (A MRS -

18 7 (IR AR N BHED - docetaxel HIZA CYP3AS HIHIM ketoconazole SHIREL - WiEM docetaxel [WBiES2AREA
PZ (K32 49% -

8. MHEB/FARREM
8.1 RAEEMER/FREM
R 8.2 WARGEBEN - 8.3 SN

8.2 ELARINMRIRM

TIAESDOCETAXELAMZRIER - B THITAXOTEREAM ZRKI MG :

131283 M100M5% /S EA AR ZHE - 121 B10A75R5R/PH AR ZHE -

{3 Fldoxorubicin )P AH258% -

4061 U TAXOTERE B cisplatin 3 FH +

807 1% A8 FTAXOTERE 75 M5/ AR #Mcisplatin 75 M52/ 752 Rakcarboplatin(AUC 6355 /o5 ) «
BATAXOTERE{ FtrastuzumabA W& #9278 -

25581 TAXOTERE Bl capecitabinef} FB -

3328 7 A &8 FTAXOTEREH Flprednisoneprednisolone { I ARAAMAF R MMAER ) -

1276 B A ( TAX316 RGEICAM 980573 RIF744 B K532 B A ) K5 FTAXOTERE {3 Fdoxorubicincyclophosphamide ( =%
ARAMNTRR MmE ) -

o 3008221 FMARB= K F LM 7927 AR 8 1R KLk )R A 152 TAXOTERE f# Fcisplatin & 5-fluorouracil 2 S& %
(B EFTAMAEMANTR R MM ) -
o HE 174 B R 251 ZIRFEEBMAGTE A $E52 TAXOTERE f3# 3 cisplatin & 5-fluorouracil JAM( SETAMEMM AR K MmEit

BERRRMEUNCHRB BN ( NGl Common Toxicity Criteria ) ( 38]=G3, 3-04= G3/4, 48= G4 ) FICOSTAR/MedDRAMKI:E
RN - SHAESARTERR  JEERR(21/10) ; BR( 21/100, <1/10 ) ; 7% R( 21/1,000, <1/100 ) ; R ( 21/10,000, <1/1,000 ) ;
SEMZR (<1/10,000) ; KRA(FEHEMNRANER) - AEBEARRMBEFEREEEIL -

TAXOTEREEBAM BN RABIEARMEP A MMFEE - (ILERRUEARERENRKENEZREW ZTHRTX - B
EIE P E MIRE ME (1500 cells/mm? ) BIMEI P MR 7X) - B - BRE2 - 120 - WERE - CIRESE - B R BRES/R D - TAXOTERE
Bl E AR IR B S O AE R L L (L 3RS SR ¥ 3t R oD -

B trastuzumabfft A - BIfER ( FRESER ) = 10%E PR MNLLEERR - TAXOTEREf# FtrastuzumabfY3A MAH EETAXOTERE B BE;A M 4B
ARBLRMNRERED (40%82MN31% ) - UREHLERMOSIREIER (34%HAHM23% ) -

Hicapecitabinef Al - MM BHNTRRM ( =5% ) %47 Blanthracycline AR5 BAYTL B8 A A9 5811 5 B PR SURS 3RS 19 A Rt
( Rcapecitabineff B ) -

TAXOTERE® RAYBIMERMT

ERFGRH

BYRMEE Edocetaxe B RTEN B I WARE - AERAZSRUERTE - BERNMERRWA - #EHQHEERITR
% OR - A% WREKRRSENER - RENERD - SRR/ A ARSI ERB/AIN (#R51 WiE IS
R") -

HAERGEY
FLRREEBOERY - MIZENE (#5531 AZARES) BEIBERE) c BEEPEZERMEER - TERBR
£%  BRARNAR - SENGE - EDR@TENERERRIARS -

EAREMTEMES

BHEOUEHEERMZAE  RERSRBEEZVE - KRRENREHARE - QIERIMREZ TRHURENNT (OER
BOFRER ) - thWHREFY - WL - EHHEEER - BZEM Edocetaxel X R —BASE - WO RIBREERD -
EFEMEHREBNRRERS - BOFEGTWBaRPHaMPIE 2 HE (%131 BERREs1 BE/IEEE) -
BEERPRARKBRANZTEENER BRNREMFRIIEP IR - Mdocetaxe IR E IR AV E R 5 5 m 52 M1 AT B
IR R A KA NS FZAL B (erythema multiform) « JohnsonTEWR BY B MU RN - ERLEMAT - HEMNHERATIA
CIAEWWBIELERI(ER -

—MHRE RTINS

WERMKNRE—AEREN - SEERIE - 8% - BZRRINER - BRSNS RPARER -

MRS - SERHRMKIE - BRESY - LERESE - BKRREMNNNERABRRNR - A8 B KR Y&k SR
KRR - IATARRESMSRMEEN 3 AFNES - MEAE RERRRERZEAENMBREMN (#R 5.1 WEER
HR) -




TAXOTERE 100 M55/ 75 LR — MY 4 AR LEAY R o ROE R W8 1,000M55/FH AR - HIR T IRAEE M BRI R16.48 ( BER0-428 ) - EXAK

MedDRAR # 7 3R E 5B FRERZTRRM HEZAREE THEZTREN FaMaumy - ARG EZEEMARDHARM ( RAMBRY : 218985/ FAHAR ) BRRFETARNRYE ( RANRH
MR B M (G3/a: 5.7% ; EUEMM| K Ga WP B SR W 489.7M5 /A AR ) WIER ; AT - AHEEL - NA—SRATAMINRETALAMGEY - MRREWRemO R
ERBHYE - FETER 1.7% )  |MH (G3/4: 4.6% ) {EmEBRTIFR -
MARMBAGERYE Mo MR E (G4 | I/MRREDIE (G4 : 0.2%) AR reRE 75 M A
76.4% ) ; B[ ( G3/4:8.9% ) ; E
RS 1 o e 5 (R MedDRAR 2 BEHR FEHHRZTRRM HRZTRKEE
b3 LE L] B (G3/4: 5% ) |
SRR - ﬁgﬁg(m/,‘:s.;%) MAERAMERARE Pt B AR E( Ga:54.2% ); R G3/4 ;| BN SRIR 2 18 P {4 5 IR D E
1O F0 5808 55 8% ne 10.8% ) ; M/MRFIME ( G4 - 1.7% ) e
WAL ARSI G3:4.1% ); SBERMAN myRE (THE)
RIMEEN SRR ( G3/4 : 4% UEHTIE R ne&
KRN (BE : 0.07%) HEARRN RN (G3/4:08%) ; FHEE I ERM (G3/4: 2.5% )
A [0 BT RE R4 (gl
Wi WBERY Wil (G3/4:3.3%) ; 2]
W MELREWMRE  |SFREM (ME:27%) :ﬁf;;:/?({,:::‘) ;
RiRERY O (6G3/4:5.3%) ; i (BE :0.2%) ; ®EY (RE :0.4%) W (G3/a: 1.7%)
::\ i :z;: ::; ; :;:;:; ( ;:’.) :'0.3%) RRRE TENEY xH; SRS (ME : 0.8% )
KRS M (G3/4: 08%) ;
MEOL (G3/4:3%)
SRR T AmEE Py AP B R A MR L7
SR (63/a: 5.9%) : — R R RS SR A 53 (BB : 12.4% ) ;
TR (ME : 2.6% ) MG (RE : 0.8% )
WL E M R A Sh A R WL (R 1.4% ) BAEHT I Y L PPy ———
—RERMFEHBONAEE (REPE (B 6.5%) WERIR N
B (BE:112%) ; BLREMOMEER (RE
3 0.4% )
BIRE 63/a MPMAREEF (<5%) TAXOTERE 75 M5t/ 54 OO/ DOXORUBICIN ;
G3/4 7P AL BARINNK <4% ); MedDRAR M 2B EHHE FHHRZFRRM MEZFREM FHEZARRM
G3/a B B & W B & (asT) M M [ E¥:8 B B (G3/4:7.8% ) o
(<3%) ; 0 37 % 5 D e M SR04 McPHE MR DE (G4
G3/4 W 5 & W B Ky (ALT) I8 M 91.7% ) ; B ( G3/4:9.4% ) ;
L (<2% ) 4 B S92 0N bt 9 I B 2
T h o %E ; /MR EE (G4 : 0.8% )
ik SERMAN BHRN (63/4: 1.2% )
HEBTAXOTERE 100058/ A AR E—RMAMAIR A - BREEZIMLMAST, ALT, ARATHE 5L MR 14 0 A AR T 7+ 25 1F % {H L BRAY2.515 - RN R m&
B ERIETR - HERGRY MR AR AN 63:0.4% ) ; |EMERHBKN( GI/4:0.4% )
E8 : fes/all/MRAA RN Z B - SRR TR — —
AT F RN [F: =N ( N - )
15 TAXOTERE 100 W55/ 2 RERAMAMA S 35.3% & HIREIL AN BMY - XEIERINEE 3 [BH AW EIENN - METEER N fE- i 2
BRERY Wil (G3/4:5%) ;
BB THEMESN : Ofe% ( G3/4: 7.8% )
FRRER  A-BERAAERRERERTRDAREEN - EREBAXRENRAKEIEYR - R (G3/4: 6.2% )
Wt ( G3/4:5%)
—WREETR R EH G119 &




HRRETEMAR

%E;
EPRE (RE : 04%)

G3/a [ P BR M BY B AR N A
(<2.5%)

HREM (RRE)
NABHREHEMAY B
— M RN R E S0 AR R | 5E (RE  8.1% )
L} PR (BN 1.2% )
="
BRE G3/4 MPIMATER LA <2.5% );|G3/4 BA B & WY 15 B (AST) 14 N

(<1%) ;
G3/a A 70 & W 15 ¥ (ALT) 18 1N
(<1%)

TAXOTERE 75 855/ T/ 20/ A cispLATIN

G3/4 0% 75 & ¥ 15 g (aLT) 3 B0
(1.3%)

MedDRARKEZ HE 539 FRBRZTRRM HRZARRE ARRZARRE
R AR R (R 50 B { G3/4: 5.7%)
[0 7R 8 S e AT R B amRMDE (G (FRSRZISPHERMRED
51.5% ) ; B ( G3/4:6.9% ) ;|fE;
M/MBREME ( G4 @ 0.5% )
RBhERE AN (G3/4: 2.5%)
RHFNERRE &
B R AR FRERAHERM(63:3.7%);
BIREE RN (63/4: 2%
IMRINAE R IMERE (G3/4:0.7%) [ {-}
I & T sE R A (EMAR ( G3/4 : 0.7% )
L BB R (G3/4:9.6%) ; {20
Bt (G3/4:7.6%) ;
IR (G3/4: 6.4% )
OR2sé (G3/4:2%) ;
MR THERRY RE,;
JEPRM (BE 07%)
FIZ M ( G3/4:0.2% )
ALPIR RS RASHPARMEN (LW ( BRE : 0.5% )
—MR M BE ROE SRR | BT ( RE : 9.9% ) WP R™ ;
.| MERE (RE: 0.7%) i 41
58 (G3/4 1 1.2%)
WRE G3/4 MPENATR LFH( 2.1% ) ;(63/4 12 1 3% B £5 A (AST) it 10

(05%) ;
G3/4 [0 P A 1 B9 AN N
(0.3% )

TAXOTERE 100 M Fr £ /204 TRASTUZUMAB

MedDRAREZHRE

AR FRMRZTRRMN |

REZFREM

BRMERGRE I R IE ( 63/ : 32% )
BEIA Z I8 o IR I ( B35
R R E M 2Pt MR
) SN P AR PSRBT AE
TR R A
CTLT SR ]
WERGRN WREY ; T ; KRR ; BRI
A BN ; KIS o
TR B T ) —
T AER A HEDKIE
IR - BGRER AR ER TR ; IBHEFEAN ; BROEDS ; PRIREAM ;
Y ; TS
BN B0 ; BRI ; WERE ; OEE ; CREEG ; MIE
TR ; s
B R B T AR KM ; AIHE; B ; PR
WP R AR A R I ; MG ; DURKATN ; BMEN ; B
»
— R R B R D 1 T A 5 ; MUK ; 8% R MBS ;96
BT RO IR AR ; b ; &
B
MRS (B :07%)
RM (G3fa:1.2%)
P MEMM
ITERHERERSE

JENER ; 2N MBEAdocetaxel - HAE RN {3 Btrastuzumab B docetaxel « H IR B RINM ( LINC-CTCIRMR(Y - G3/4
AR MURE D EES B8R 22% vs. 32% )+

AMEMERNE  IRAMEBCTASRERST - EANMRNZHEEEKHHEN - BRI docetaxel 10085/ FH AR
PHAT%NRARLER DR MR E (GIAIRT6% ) - B AHerceptinRdocetaxeliIRA - R RAZIESHR
MR E/ M P i QBRI AN F S B 2 UM FERY SHAE R @R A ( 23% 4828 i doecetaxel IBEAM Z17% ) -

DMDERY

HIRAE R4 /0 K BB AYLL FYAR TAXOTERE 4 Fltrastuzumab 2 @ M 52.2% « A2 TAXOTEREEIBRIASAR AU IR0% © FATAXOTEREHF
A trastuzumab i A A8 o 75 64% (9 55 A 2Z AU & 3% 52 anthracycline A9 B B SR M + TAXOTERE B Wi A M AH Al R A s5% i 12 %2
anthracycline AYBBAM -

TAXOTERE 75855/ V75 2\ O /i CAPECITABINE .

MedDRA R 2 HE 53 FERHRZARRN HRZARKRE
LEY:S £ OOREBIRHMSR ( G3/4: <1%)
0 B S dh IR T ch i B IR JME ( G3/4 ¢ 63% ) /MR EME ( G3/4 : 3% )

i ( 63/a: 10% )
17 A1 R RA (G3/4:1%) ; Bk (G3/4: 2%)
W REPEE
LLENE- Y BRREK (GI/4: <1%) ; A ;
BRRK (G3/a: <1%) FAMR (G3/a: <1%) ;
il ]




RER

[

DR ~ e 5 A PR L

IEMESEN (G3/4: 2% )

HRER (63/4:1%) ;
BEME ( G3/4: <1% ) ; MMM ( G3/4;

AWELME (TAX316 ) BNWETME ( GEICAM 9805 ) ZR5A 88 FTAXOTERE 75 W5/ T 22 /R H¢ A DOXORUBICING
CYCLOPHOSPHAMIDELXTERNIA) 6 - BBEE

A% )
BIRERY OfE% (G3/4:18%) ; LERERAE ;
B (G3/4: 14% ) [m] 3
B (G3/a:6%) ;
W0t (G3/8:4%) ;
G (G3/4:1%) ;
B (G3/a:2%) ;
HIEFRR
BB TN FREMR (G3/4:24%) B ;
KE(G3/a:6%) ; MR (G3/a: <% ) ; {RPNG ;15
WM (G3/4:2%) ; BEHM (G3/a:1%)
NABBREHEMARE W% (G3/a:2%) ; PRk (G3/a: <1%) ;
MOERYR ( G3/4: 1% ) BW(G3/4:1%)
—RERM TR AR e (63/4:3%) ; IEEE ;
B (G3/4:1%) i3t ]
EE/EE (G3/4:5%) ;
FRMKIR (G3/4:1%)
il TREPEE ;

G3/4 MPIMAIKEH (9% )

BIRE ( G3/4: 0% )

TAXOTERE 75 M55/ e 20 R Gf /7 prednisone 3t prednisolone !

SRR - BORE R AR MRER IR 4

|t ( G3/a: 0% )

ERRRZFRER BRZARRM TRRZAREM
. BAZRER10% BAZRERRL10% FAZBERR011%
D Sfe % (Mo M (G3/4:24%) ;
e ch g 5 0 2R 20 SRR A S
(6G3/4:2.7%)
8RR RN M (G3/4:3%) ; AR
MR P IE (G3/4:52.9%) ;
/iR AME (G3/4 1 1.6% ) ;
PR T I 2 P Pt A M PR
fE ( G3/4 : AWM )
SRR MM ( G3/4:0.6%)
) |me (Gasa: 15%)
HRRRRY LRRRY (G3/4:0.7% ) ; B|RMEEGERE (63/4: 0% JBIE (G3/4:0%)
MR ERE (G3/a: - BB (G3/4: 0%)
0.1% ) P4RE (G3/4: 0% )
RE |ismizt (G3/a : <0.1%) ERA R G3/a: €0.1% ) ;
RTIBER A | OERAE (G3/4:0.2% )
M aERR ML ( G3/4 : 0.5% ) &R ( G3/4 : 0% ) MEKIE (63/4: 0% )

HWER R

Wil (G3/4:5.0%) ;
O (G3/4:6.0%) ;
Wt (G3/4:4.2%) ;
B ( G3/4 : 3.4%) ;
BB ( G3/4: 0.5% )

B ( G3/4: 0.4% )

MedDRAR MG ZBRE 53 SFEMRCTRRME BRZAREM

.34 £ B (G3/4 : 3.3%)

MR HERERE I E MR IE ( 63/4 : 32% ) ; HMI|M/MRBMIE (G3/4: 0.6% ) ; LM
(G3/4:4.9%) A ZrS it IR WA fE

RIBRERE BUTZM (G3/4:0.6%)

KHNERRE W® (G3/4:06%)

B RGRR RN R IPLETTN ( G3/4: 1.2% ) ; EEE) AR (G3/4: 0% )
EERRH (G3/4:0%)

IRER IRVES M0 ( G3/4 : 0.6% )

LINTNEERE EOLEINMEREE (G3/4:0.3% )

WO - B PR AN

M ( G3/4: 0% )
EREREE (G3/4:0.6%) ;
BEME ( G3/4 : 0% )

ERERE R (634 24%) ;
B (63/4:12%) ;
CIR23E/ME3% ( G3/4:0.9%) ;
Want (G3/a:1.2%)
HARETERRR ne; QUEMERIE (G3/4: 0.3%)
1SEPHE (FRHE)
LS 55 RS KA MR B PART (G3/a:0.3%) ;
A% ( G3/4:0.3% )
—REREREHBUNRE B (G3/a:3.9%) ;

MRBDE (BRHE : 0.6%)

B R BT AMRR 7588 (G3/4: <0.1%) ;

BLIRE (G3/4:0.6%) ;

JEPRM (G3/4: 0.4%) ;
ABRREAENRN WL ( G3/4:0.7%) ;

PR 5% ( G3/4 :0.2% )
EHAGRILERN [re1m (Gasa : mmm)
—RERNRERPONRM (RS (63/4:10.0%) ;

B (G3/4: MW ) ;

ik ( G3/4 : 0.2% )
iR AE MENM (63/4:0%) ; AE

PEE ( G3/4:0.2%)

AAER KRN

TAX3165{M 2 (A MR - HsaZHALIRRWMEEIBFR - HP10BRAEERIY - ERARMRSERRIIATE -

BDRTER

FEELAOA M L3R SRR SR AR A TIRUSRAOTR A « 2E 55T RR A N A BRI £ L IRAOSE 4R




V. /L i
157 RIEE EROBMESEY - TOAARSIEL/ RSN - BFH - FAIBAMEPUCAR ; AR RERLE S
IERET -

DHNRETH :
TETAX31658E8 - TACAMMB 26 R RA ( 3.5% ) RFACARBEF17RRA (2.3% ) BHIREM M LMKE (CHF ) - BRIEZH -
F—EARABE—IHARN AR EBIBI0R W BN LW ( CHF) - TACARMAE2BRARFACARERIER/A
FER AN TEE -

ZEGEICAM 98053188 « TACAIAAEIBR/A (0.6% ) RFACHMMEAEIBREA (0.6% ) 7TEIE R HAMA MR HIRIB M/ MEPER (CHEF ) -
EHRPERBRB(PMERIERSEA)  ARALRBMELREE (cHF) « ETACARE - B1BRATTREERELLEL
ﬁ °

SIMER TREMTS :

TETAX3165UM - 704 B TACAMMHE68T B HRA R7I6BFACAMA A AR/ AN CRAMSRBIBRTM - TRMAKATE
EERPAEHRE (MBPMERGED ) - TACARMEE29ERA (3.9% ) RFACARMAEI6RHA (2.2% ) HRTRMEK -
7EGEICAM 9805ERKE « TACAMARTEI9BIAA (9.2% ) RFACAMMEAISERA (6.7% ) IRIERARSREIBR ( PMERI0
EXSEA ) TRMRNAEE - CEREM  REASIRARMNSWEE - ETACAMEAN2BRA (7.9% ) RracANE
BHINEFA (5.8%) °

LRAKRITAN :
TaX3168A18 Z {CHAMAEIRES - F202 BRAAMPBORS - RP121RFAEERGY - ASENWRMEE -

FEGEICAM 9805588 + TACEMAAE18BAA (3.4% ) RFACAMERSERA (1.0% ) IMERAMEREBERE (PMERI
EXSEA ) HEIMRDARTEE -

—MR RN ERI T -
TAX3165TM8 2 (CRRAMAS RIS « ETACARMAAE 119 RALTITNKEE - RPF19BRARMEBE - EFACERAT23ERA
HIREMKE - AP 4 BRMARRERE -

FEGEICAM 98058188 2 (LEVA MK RIS - TACAMMES R/ AP RIBHITFHMEIRMEKIE - FACARA2 BB AP RRAL1ER
BUE IR K - 7516 SHEREKE ( PMIER0ENCER ) RMSBAR - ETACGEMER1IBRA (2.3% ) RFACGARERIE
A (0.8% ) RICBAMSREGIBRIN ( PMERIERSHEA ) RAMRDMREE -

AL B HRETRERR :

SBIB10SFIERE - ZETACLE RS - 74 BTACARAEIZRARTICBACARABTI1RRARBRIRSEA IR - H—ITACAR
HFAREIBRIRIB(HMERSE) FERBIEBILR - 744 BTACAMBE2BHA(0.3%) K736 JRFACAMBELERA(0.1%) 8 R
REMB B RRAERS -

SEIR10FIBR - EGEICAM 98058LER T - SR2BRTACAMMEFIBRA (0.2% ) RERMEAMS - MEMRABRETFACAMAE -
REMBARBELENREFRERS -

17

R BEN T
FTHRATAX16ERD - TACARMARARYBHNEEMEK (PRERTF) FEERNFTREE - KB ABHEER
ISR AR -

7E182 TAXOTERE ###F DOXORUBICIN F] CYCLOPHOSPHAMIDE RIS ARTMIERERISIM (TAX 316)

Taxotere 75mg/m’ + Doxorubicin 50mg/m’ + Cyclophespl le 500 mg/m? n=744

ARARFREH e MM RSB RIAM (%) R ZERHREEBE (%)
Pyl 687(92.3) 29(3.9)

wh 236(31.7) 29(3.9)

Pr] 202(27.2) 121(16.3)

O 11{1.5) 6(0.8)

K 119(16.0) 19(2.6)

[SE. L4 T e ] 84(11.3) 10(1.3)

TRE GEICAMIB0S AT - TaC ARMAIARNMSRZLIERY (PHER0EXEA) FEERNRRKME - X8
ARRBHEERIBMR B BARR.
3% Taxoteref$tF doxorubicin 1 cyclophosphamide FIRARMEIERNRM (GEICAMIBOS)

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

AMKERRRE ARG MEERAM(%) RSB R IRER (%)

®E 49(9.2) 3(0.6)

®h 12(2.3) 2(0.4)

g 18(3.4) 7(1.3)

HE K 5{0.9) 4{0.8)

BiKA 4{0.8) 0(0)

o L Zulided ] 10(1.9) 3(0.6) ]
EPEEMRRY HRE

RUTRBUBL - GEicam SRMOTACEE SIS FG-csFZ TEMPHEAME - SRS MIRFIME - M IR 2 Ml
HEMBEDE - RIEPE S MRE DS ENRRE RERLWIEE -

TAC MM WA - A/WIERG-CSFZ T RIRPAHEEMERS (BRIP4 B I IR BV 2 H SHIE ( GEICAM 9805 )

RIEWG-CSFZ EEMBH1EAM 1BRG-cSFZ EE R A
(AR :111A) (RAM :a21N)
AALEH (%) AL (%)

Fchit QIR TE ( S8akR ) 104 (93.7) 135 (32.1)

RS2 B o i B IR E 28(25.2) 23(8.5)

Bt A IR FRS [ REABRAR 14 (12.6) 21(5.0)

BchiE 5 MR A PRSI REAVBRIR ( $H3-04R ) 2(1.8) 501.2)
TAXOTERE 75 M55/ VA 20 ROHT cisplatin B 5-fluorouractt LUENEME :

MedDRARMEZ BB 3 B | FERBERZARRM RRZFREM
AR R M b R A S I RERG RS ;
WA (G3/4 1 11.7%)

MBERHCERE RN ( 63/4 : 20.9% ) ; MPHEAMBRMIME

( 63/4:83.2% ); I/MEAM K G3/4:8.8% );

AR SR Z P B MIRMME -
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SRAMAY

IBHSEM (G3/a:17%)

KNS ERY W& (G3/4:11.7%)
BB R GRE RS (G3/4: 8.7%) WiX ( G3/a: 23% )
RNEE SRR ( 6G3/4 1 1.3% )
IREH RS IR (G3/a: 0% )
ERBMERY W/1521R ( G3/4: 0% )
LMIHEER % BT (63/4:1.0%)
BisiEar BB (G3/4:19.7% ) 0848 (G3/4; 1.0%) ;
B (G3/4:16% ) ; BIRNAWN (G3/4:1.0%) ;
Ofe% (G3/a:23.7%) ; B/ FRER/EWAEN (GI/4: 0.7%)
Bt (G3/4:14.3%)
RBEETENRY K¥ (63/4:4.0%) B iEM ( G3/4: 0.7%)
ISR (63/4:07%) ;
RIBAE (G3/4:0%)
— R BN R S 8B G A S IEEE (G3/4:19.0% ) ;
IR (63/4:23%) ;
MERY ( BE/REESD :1%)
MERHEH GRS

EFEMRREMAG-CSF - MR MMt A MR A ME R PRI RSB R 2 REL R FR17.2%R135% - H
19.3%MIMAEFIG-CSFERE ZRNMPIAN ( SAREANNN10%) - IBRG-CSFHMMMEAMNAAD - HAMBM 2Mpitn
MRS EREP MR DSBS 2 BRI B12.1% R3.4%  KIERG-CSFERIS BIHR15.6%R12.9%( 231 B

ERR) -

TAXOTERE 75 M55/ 5 2O/ cisplatin B 5-fluorouracil 5 FETRTL0W -
o ARG WA ER ( TAX323 )

BRI ( G3/4 : 0.6% )

MedDRAR I ZBRE SR FRBRZTRREM HRIZAREM THEZARRM
BB R WH (G3/4:6.3%) ;
B o i B TRRE D B I RE RS
REERBHERE ( DIEMER BIEEM (G3/4:0.6%)
R )
MBS & A R % Pt IIRE A E ((G3/4 : |HEBEIZMEhiE A MR R
76.3% ) ; MM ( G3/4:9.2%) ;
/R D RE (6374 @ 5.2% )
RBRIFRE BN ( RERE )
RS RRAE W& (G3/4:0.6%)
[CEEN b0 TRSEE N /00 (e | iz
BiER S ERA( 6G3/4:0.6% )
IR RS R
(=183
HARKHEAY [Chak:id )
DRI AR % OISR ( 63/4 : 1.7% ) DRTE (G3/4:0.6% )
[ 8 TH A5 R At BIRmE (G3/4:0.6%)
T T ) Wb (G3/a: 0.6%) ; w5 ; BB
ORE3% (G3/4:4.0%) ; REN/BERER/EHAN
BUR (G3/4:29%) ; (G3/4:0.6% )
R0t (G3/4: 0.6%) B ;
HIERR ;

HEBRRTEMAR SH (G3/4:10.9% ) HEPER ;
1 174 H
RZBRI% (G3/4: 0.6% )

MR ESHAMAY AL (G3/a:0.6%)
—RERRREFHMMGRM (W 63/4:3.4% ); TR G3/a:

0.6%) ;

WRweE ;

K
BERE |ME L
o RSHEAMATAYS I WIE(EM ( TAX324)
MedDRA K& 2 # 5 3 FEBRZTRRMA HREZARKEM TRRERZARRM

MAZRER=10% MAZRERRL-10% RAZBERR0.1-1%
R R R H B (G3/a:3.6%) ; P8 o 44k £ T PSR 386 00 5 1 E RO IR SR
RUERTBIENR ( SEREA MRAEFEM ( G3/4 1 1.2%)
8 )
MmBRHERERE I8 o 4k 9 M BRRE D IE ( G3/4

B3.5% ) ; R ( G3/4:12.4%) ;

/MR E (G3/4: 4.0%) ;

4 B 53 7 =2 08 o i |9 I RRRE 2

E
SOAERE | BHEMN
RN WA |Ha (G3/4:12.0% )
R RGERY GRS % /008 M ( G3/a : |MEX (G3/4: 2.0% ) ; RiBIEENS

0.4%) ; ER® (G3/a:04%)

R 63/4:1.2%
BR AR A R A5 A M AR 3¢
1=£2y:3. 37134 WHRA (63/4:1.2%)
MR AR ( G3/4 : 2.0% ) o B/ B ik
[0 % 1 R R iR
RN B (G3/4:13.9% ) ; MILARR (G3/4:08%) ;

O (G3/4:207% ) ; MBI (G3/a:1.2%) ;

MR G3/4:8.4% ); BIM( 63/4 : |MINMMM ( 63/4: 0.4% )

6.8% ) ; RN/ BERER/ER

M (G3/4:120% ) ; B

(G3/4: 0.4% )
HREETaMAR 7% (G3/a:46.0%) ; MR ;

275 E B R&E
NAEEREHaNRY WM (G3/4 : 0.4% )
— MR R RS AR A M (KB G3/4:4.0% ); A G3/4:

3.6% ) ;

MRS (G3/a:1.2%) ;

7KHE ( G3/4:1.2% )
BRE A B A FRE N
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AR SR W LIRS B B oY P 1 B SRR TS A3 TAXOTERE ##Miam

A sa5s BRAESE TAXOTERE 75 5%/ 5 AR « 83— - (#/ prednisone 8¢ prednisolone K 1M¥ A2 18 M ¥
ZzBRMG% (ADT) ( BLE8 STAMPEDE ) RO -

# TAXOTERE £ ADT & predni &l prednisol ( 5i% STAMPEDE ) HFFRRF » SRAENR docetaxel 6 EAMIEIBIME
docetaxel ABAREEMEHRAZES 26IFREH - LARBHEAREME (crcae ) FRBREER -

FRPFRFIRGER TAXOTERE 75 B5E/SE 5 ARG A predni 8} prednisolone REEMREIRAME (ADT ) (1RIEHIME STAMPEDE )
S A e T O AR 1t -7 T L B /D T B6% U S B A AT T BRI PR IR R R B

TAXOTERE 75 B5%/FHAR - 83 B—R+
prednisone (8¢ prednisolone) 10 ®%/X + ADT

545 &
%

igﬁ;{ FRAGR BB 623
Vgl g
TH i B MRS E 19 12
MRS E
A 30 0
SN 2 IE P R MR M E 15 15
bk /7 ]
it 4 9 1
Vapp b2
MRA 4 1
RERERSH
LY 9 0
w5 E
RIE 24 1
L2377
BRI E 29° 2°
Lt 11 0
A 9 0
REESE
sl L) 6 0

21

TAXOTERE 75 ®5E/FH AR - 83 B—R+
prednisone (8 prednisolone) 10 ®3E/X + ADT

545 &
%

oo AR @& Ga3
DBRER
B 2 0
FRAE
R ER 16 1
(4. ] 11 0
LR 10 1
[11ik~3 3 o}
B
[ & 35 3
w33 28 0
By 27 o}
BB 24 0
HIERE 2 0
[} ] 14 0
R 10 0
[li]nd 9 1
LAEs
xR 54° 3
SR a 1
BF 8 0
MABRSE
nm 13 0
—ppmy
K 70 2
EREER 1 0
25 10 0
nm 8 1
OREHERE 8 0

BN
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TAXOTERE 75 55/ FAAR - 83 B—R+
prednisone (8¢ prednisolone) 10 %3%E/X + ADT

545 %
%

SMAsE
sty FREWE % G23
LR 17 0
REZRBEZS
fEmsE 4 0
fEmInE 4 1
{EmsE B B

 IREBELER GETUG AFUL5 ( —IRREMZRRAYSE 3 HIEAER - 84 375 SMIBHAISIIRAER AL TR @RIAHE +docetaxel HE
WERAERBEAREER - HhA 189 B AR docetaxel & ( docetaxel 75 BR/FHARE 3 WBAM—RH 9 fE#E
+ADT) )

8.3 LHARMAR

EEARER

$-[ 77 4
BAEERMBHMEARTRE - EAMATRKRNNRA S EAEERYBIERA -
AL Paclitaxel BERB T MAYFA - TEIES Docetaxel % NEFEMITHBREMARFABAREKH) -

RUERTFHEN ( O5EETINE )

Docetaxel R E A WM " RS BIEEANNMAMBER G BE - ARSHETREZABEDHERGEFETSHER
(non-Hodgkln lymphoma) #1358 M(renal cancer)) A RARE ( SIESATRA ) - EUBEREAARPTACRNA RN BAERER LD
B4 B 1% (Acute myelold leukemia) ¥ & 8 53 B R B fE #2 B¥ (myelodysplastic syndrome) I3 &5 - (% R38. RI{ER/FREMPAEH
EEME (1ax 316 ) RBHEEMB (GEICAM 9805 ) 275 AR FTAXOTERE 753/ E A AR DOXORUBICIN B
CYCLOPHOSPHAMIDEIX {E R BABNAM - )

Vg -7 Tt d
SREFSNNEHRRtmESBOEERES - MEANBRERR (oc) E¥EMMNENSHRERBEMN -

BRI
EHBRRMERRREEG - SRR -

HMTRERS
{EFldocetaxel & IR MRS MMM MK RREE - BRMARE HIREMNG R -

23

mAax:

AERRORGR(ARN/EEHMEH)RA - REFERNRMATNZAERRNRACHEN - TEREERAERARMA
ARG - WEFEM R RN RN (P - PIX - B ) BE - TEHREMBMEN  MERBAVRREER - %
BlfEFRDIMY - MEFLEEREHNE -  RARRZRASHESHHE - TREEHEEMRY  REEZTWRIREAS -
Docetaxel S F {4547 BAMAYTRA B 7 MBI AR KR ( Cystold Macular Oedema ) IR -

HEREUHRY
WERRODERYE - BABRE/RRIREES -

DI

WERRNOIEERS -

I docetaxel {3 Fl 38 M E1IE doxorublcln, S-fluorouracil & /8l cyclophosphamide 9% A & B L0 ETE AIE M WBIESARER
HMBERBIEAMWR -

L AFTIRERNE
WHRRAWIR M2 E 2B -

Ty - e Z RS
WEERMBYEFREMERE XM O MR RTEMRY) - BIREIHER 2 MMt « [RIRRE - SERHER
AMERRSERBEETEMNBBIEERAR - ARERRBRAMNFEA S LIREROBSREHS -

BMERS :
/PBREEB S (SRR A DIEAEINSE - GRIDIEASAN AN TP B MRF A 2/ BRI X EFBEBST M RBIGARFRA) - WHE
SORARDMERE SS/) WSS - BWUZFA)THRRK - HERROMEAERH -

TR :
HIEMEROARAA - REAERTFRAGERRENHARBHFRER -

V-7 224 7 L+

EF docetaxel WIF#ER TR MIELEIRMAKAMBAZ LI ( erythema multiform ) HIBER BT - FHMN
Stevens-Johnson fEfR B¥(51S) R W1t T BMTE(TEN) B R BRIZ 14 SA B 1 MMMTE(AGEP) - BifS1EH - B2/ docetaxel WSIHEMAMK
RREE 285 - Bl ZAEYESLRIERNEKIENER - BRAMBRRAESES ( BEHBKM) -

—MHERB RN

WA RS MAME MIRR ( Radiation recall ph )

B 75 2 RUAYSM 38 0 A 41 4R 0% )57 6 €41 1 5 P 2 P (ZE R [EIEB 1 87 Docetanel B - -2 ATAYSM 8 R B W 0 53 7 1l I ) (B 85K A1) -
REREIM KM R ENRYRBRIFER - WHERARKER G XE~RE -
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HBRERTH
HESHRRKA LMD - BERMEER - ASRIRK - BILAAGREM - £ mE, S ERES MR SE - B
RABBNRY  LRERNREMN - RAEMBRERE ASHT)NERE -

BREEER
B2 ERXNCRHSRES ERAEBEHEYEMN -

BAEHER:
®A{ER docetaxel BEFEMAMAITRH -

9. ¥

BOBERMNIBR MR - B docetaxel FIER - WHATHZRBM - EHBRREN  RALRARERHAOTMBL - I
BREZEEARAZEGRS - BMERFUEWMERGR - RARDERFAES 2 EEHREDE - SO - Ky 9ES
HEIRY - FRFBBBME - WIS T 6-csF - HEREAMRMEST -

10. WRAE45HE
10.1 467 #

JERSE
LR R -

102 Mz REi5H
Docetaxel & —# LA B4 #ZIRAA KM (tbulin) R4 HBEHRCNF (microtubules) 3 3p &l a1 e > ik 7 o B EE
KR K e R o Docetaxel #o 81 454 3 F & et ¥ # % M R 4% (protofilaments) ##8 -

AL oM ik sk - docetaxel AE T4 ba BB B 035 424k (microtubular network ) v gL HE 2 B A 5 5 U da B B 0 2 da B, o) RE AL 2R ¢

Docetaxel fERfShixAR T EARFINKLI & 1€ AR A MR b o B Ay b i HALAEF « )0 LA FI AR A (clonogenic) Z ¥ ¥i8 X T
AR B 7R ) A SR AT ba B2 - Docetaxel RS SR A REAL KM AG Llal P - dbob  HNME S HRMERHLLE
( multidrug resistant gene ) % &, p-# % @ ( p-glycoprotein ) it & & IR &) #0 o dm otk » A5 98, docetaxel A HpHliEt - LMk -
docetaxel 1 55 ) 0%, 00 B AT B A o A8 AR REAB A S MY AR 0 LB S M iR ) -

NIBATRL2HETH

103.1 ZEBH

4 CHO-K1 e i, 2 1 b Jo 41 R e &5, 28 9 & 38 ( chromosome aberration test )& At b X 3+ S 4L & SRR 19t % b AL A% 3 M 39 BT docetaxel
A A Wa IRt M (aneugenic mechanism) A EL6T B4 0 A « KA Ames I K CHO/HGPRT B R 55t » £ X &
FIH R R o Wkt R M docetaxel o) RIBSEH— R -

B S R E R LR RRM ¢ BT docetaxel ®1E 4t L F A £AR -

10.3.2 Bt
Docetaxel & 8 f& At K 4o -

11 Mansy ) 450

%% — 8 (phasel) BE/ARiXSa P - 419145 F docetaxel 20-115 E 3/ # 2 R 2 MAE 4 A » 1215 docetaxel 2 B ih#h /) 4 - Docetaxel #)
Rangy % d sl (the kinetic profile) B~ Atz RhH N R EAMAMEEMW » M ANS R FHZFMA (three-compartment
pharmacokinetic model) - £ o+ B fo y(KM) dneh £ BRI HHIA A 2580 36 S0 R 111 05 - WL R R E 24 0¥ B —0RKirtE
HARAR docetaxel Jaii M & (35-100 EHL/RHAR) # Rty 1R RET  ARKHFNEM (22 X) A&RH Q&N FIH KR

25

MR E RN 01 /16 (R34 RM A 61 E 120 /18%) - {648 (late phase) &0 4 B Bl 7 docetaxel & /] of fm WAL th o ik /A8 & AR -
HE34 100 E F /T ARG ERE LK - Py e HE IR B 3.7 8L (ng) /B AUCHEE# 4.6 183 « BF/EA (hug/
mL)o 48 4 Rk PR R M AR TR 2 R Z TG Y B A 20 DAL/ B AR KR 13 A - A MR R 2 05 £ R Y 50% -
Adifh 95%¢) docetaxel ¥ ME G H L4 -

% {£ = & Mg 45 AL UC-docetaxel i 47 B5 AR 1AMk - Docetaxel &) tert-butyl ester & & 2 & b cytochrome P450 HiAbL4X Mk £ 7 R Wb /&
BRAENER B AL E L 5 71 8 B AR B 09 6% K 75% o 42 48 1 BFN » RAE T ATk A AR MUE S RIE I M AT S8 B
2 80% O~ HESNERELKMHAZHEIRYEZHARIpIBEERSICHZ AR -

¥ # 577 24 F docetaxel #5% A8 {7 docetaxel B9 /1 B2 54 b TR 2 BH BN R FHERE — B AR ERIEVH
{5t - Docetaxel &) M8y 7 4 5 F & B Ae) Eds XM 5 A et - £DAMIAA (n=23) LB RS SR 4 EE T R AT
SN E 50 (4R 858 ALT » AST AW 3 ¥ EH EIRAL 1.5 4% -+ ) thi 4 o 5k 8 alkaline phosphatase A7 & ##iE ¥ LR 6) 2518) »
WOKPR R PINEIK 27% (CHER 31 MEAE) c MAE P EMRP G AL docetaxel R ERFAR - LR IRIFGHAGFT
H a

Docetaxel f#f M doxorubicin #4h:4% & & & ¥ doxorubicin Z # ¥ & doxorubicinol ( —# doxorubicin X ¥#tdy) ¢ ¥RE - 4 A
Docetaxel * doxorubicin % cyclophosphamide L #in#y H £ R £ L% -

% — MBS AR IR M 3F 14 capecitabine Fv docetaxel 48 At B dh 8 /7 # 4 45 R BA copecitabine $ docetaxel #) 8 4% # /) #( Cmax 2 AUC )
4K %% docetaxel ¥f capecitabine #48 M4 45 5-DFUR &y Minr T 94 AR -

Docetaxel f# A cisplatin & carboplatin 8% » docetaxel # ik /& gL L — 8 5 {6 M 0§48 F] - 4 Docetaxel ¥5:E 1€ 31 %) 4 F cisplatin » cisplatin
o R 5L By ) R4 AR 45 - cisplatin 48 17 ©

12 4 B # #5 A 24 docetaxel i M cisplatin S 5-fluorouracil ;&4 + K= M ih 2 Binsy 43 Ria T A -

Ht % prednisone %4 docetaxel 8 478 77 4 64 %% » #4 42 43X dexamethasone # & /4 % A7 45 ¥ #1% A & £ K & 1R prednisone #f docetaxel
Ry HBRHBE -

12. BRAR BB T H
L%

TAXOTERE ¢/ doxorubicin s cyclophosphamide @ g% %

T E R C ML I8 A(TAX316)

% o B ACPE SN ¢ B AR IR 85 BT TAXOTERE T F & 8t 5 0 £ % B A7 bk € 44 4045 ) 5L A& KPS 2 80% 1 18 £ 70 R Aty WiBY R ik o
KBS E 28R (1-3044) » 4k 1491 2 % AMU# 5 A& TAC S8 R FAC # - TAC % T doxorubicin 50 & A/ % 2 R & cyclophosphamide
500 & %,/F K NR 1 w5k - 8 F TAXOTERE 75 £ #4./F # 2 R o FAC 4% F doxorubicin 50 % #%/F % 2 R 1k » B4%F fluorouracil 500
4/ FH & R A cyclophosphamide 500 % 5./ AR » —wihfh iy b 88— S%iR4T 6 MM 42 - TAXOTERE 4 1 /s ¥iit H
KRB HemAGRONE 1 RAMHRERT o FEFMBERGF PG aKN Y& REMeE P e bR KBk
g A T T G-CSFIES B e FDIE4L 8 - TAC mMBMALT— RIS ERBEGE 5 X OMR4LT 10 R ciprofloxacin 500 &
Ao~ R2REAE A2 R o Bl R AR — YL RGBT MK R/ AR FRERIERRAGF/A  FORT
tamoxifen 20 & &, 4R 5 4 o TAC $2 P & 69%5 AR FAC $2 ¥ 3 72%H A 1R AT 5 Ao ikhe ey WA AR &) 568 F 6 + 4 S IL o Wi B)

Lk o
Pk

BT RMES 96 WA RN A AT T A 0 BT TAC SR &5 0 7575 05 R 9 Bk AR FAC @ fc -

B2 TACHRGAHA L 10 FASEFMEEREL FACERMAHALI (25 8 39%0 45%) » Hho » TAC sn & 8891 G R iR K
T 6% (p=00043) - 10 F iy M EE &R  TAC MAaMBAER FAC I (5% & 76%8 69%) » fil4v * TAC s X A ARME g 184
HMKT 7% (p=0.002) - EHAH 4 (4) ALHECERBZHEA  KREHLAEFFERERTEH AT LBMENE » TAC
GRE 4 (&) ALRCSABLE AN R A/ BRI ERS T ITRAEREALHL -

S E o kMRS R BAT TAC S1i4 R JE ) 2% 2/ B L 7 FAC 4B o

MEAES ELHRE T « 0 TAC L & M A X S HHILL G Jrde T 2

& b 1 i
N i 95% a ; 95% B
A N BN W& p Rtk EHEM p=
L2 PINACS Y]
ma 745 0.80 0.68-0.93 00043 074 0.61-0.90 0.0020
13 267 0.72 0.58-0.91 0.0047 0.62 0.46-0.82 0.0008
a+ 278 0.87 0.70-1.09 0.2290 087 0.67-1.12 0.2746
SRR 1 e foi TAC S FAC Mt B fE ST Rl R B P it M

TEAFGS LRSI L TR SHELZ R IFFA (GEICAMIBOS )
R TAMAM - MM AZ 5 F ORRUNET B F IR A SR C SN 5T LR ILE A A » TAXOTERE TT1£ &
LMy 4R WAl o TRIR IR A 1,060 £ TIEE F DI B AN © 85 A8 3 A AL AR ¢ LR S A - MM BLE TAC s (539 4 -
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%% F doxorubicin 50 ¥ %,/ # 7 R & cyclophosphamide 500 ¥ &,/FH AR » $# 165844 F TAXOTERE 75 £ L/ FF 2R ) + &,
FAC fa (521 % » %45 F doxorubicin 50 & %,/ ¥ F 2 R » & M2 F fluorouracil 500 & #,/F % 2 R & cyclophosphamide 500 % #%./F #
AR) WRIGR  TRALFHIR L KM E SRS EH HARERGIMSH A+ KA 1998 £ &) St. Gallen Mk X (MAA/>2 25 R/
Atk E M (ER) o RMMARLH (PR) ZHHA/LAKRPE/ M FBBE (F2238) BR/LFMA5S ) BT HER-
PSS A H 3 MR~k SLIEAT 6 10K A - TAXOTERE M BRMESE R S 1188 RE A% RinAl 45 3 Bef — RUBK
EHLR - AMMORETACHEE R 230 2/ MAFHIMEL T GCFZEERMHILAER - BLGCSFEERBILLERARA I
HRFIME PR OV E - FBERZ TN I R RE T aaKE Ml amETTH (A8 H#R
[FRRME) EmmmALELICPERGRE - RBAR  FHMBZ N FRIHA/ S AN FRLRIREEEMN
(ER+/PgR+) » B2 A/ A tamoxifen 20 Ef, » — R — K * MR UFMRIE 5 F - ZNHWAHAM LG R AL KA § RIXse B0 6y 1R &
F o TAC SR B FAC dR4k K MBH MEAC A6 R tL 9 2 70 B 57.3% A 51.2% ©

HMERRATHRBRBATN - EERBTWENAARARITBS F8M (FHHET77EWA ) ERBAS AR E
10 A A M ABAT (ERAEN TM) - KBHEE (OFS) B X BH2E4R  ¥M7E (0S) BREH B -

AL 77 {8 B 8RR P AL 0 AR FAC S8 ¢ TAC R4 J ko5 1K A5 7775 0 R A BRIB L R < TAC R sm e A+ Shok i L8 2 IR 40 FAC fm f%
& T 32% (LM th=0.68 * 95%{5 & [ © 0.49-0.93 » p=0.01) - £ 10 £ X S @A B Pt TACH MM B A » REA T ZRRK
FAC 42 M%7 16.5% ( AR EL=0.84 + 95%{5 M E I © 0.65-1.08 » p=0.1646 ) o & 35 % 1k M5 77 56 R M0 B 6 M3t » 124 K 4 A1 TAC 6% -

£ 77 18 A 365 P A KL 0 TAC 095 A Gh AR 755 UF R it R 0 JL B IR A EL FAC SRR T 24% ( B EE=0.76 + 95%13 A & ) © 0.46-1.26 »
p=0.29)+ K » AMZMAEEHFAFITLRAMELRL - £ 10 £ XS WA LR Tl TAC sm% At % CEM L FAC 18 T 9% (A
Rtb=0.91 + 95%15 K @ B : 0.63-1.32) - 4 8 i8S UFRIRS » TAC 42 ATE55 B 93.7%  FAC kg AFi5 £ B 91.4% o 4 10 38 M 05
R s TAC dr5 AZEi5 % 2 91.3% + FAC dRAE AR5 H 5 89% o

TAC $1 3R FAC $R. 2 JE. 6 2 36 P L SR A4 R ¢ -

SAT B TAC 4B 2 s A R E R FIRE T+ 46 5L 5 R BB KA TR AR E S s AN P 77 1 A ) Ao s 247 (3%
RT#R)

KA AT AW AT R R E (BRER i)

TAXOTERE R4 88 A
B8 F M ML B 2 BE AR TS, 0 A 326 £ ¥ alkylating & 392 % %4 anthracycline ;& & kB Z M AB 1L JL W A5 A > 3% docetaxel 2
HZiBeT 100 EX/FHARIASE -

# 4 alkylating &8 &k RLZ % A » L4 docetaxel 8 doxorubicin (=M 8 75 EH/PHFAR) bl - £XHPRFE0HE (docetaxel
f2 1548 B t& doxorublcin o 14 8 A 1p=0.38 )& % th B 1t & 05 R ( docetaxel 1 27 i Lt doxorubicin 8 23 i *p=0.54 )&y B] & + docetaxel
Z R4 R E M (52966 3796 > p=0001) M ALK AL KM (12 @1k 23 # » p=0.007) - =& (29) docetaxel % A B K& HE
iR R @A 15 % (9% ) doxorublein 5 A b S RREMFHEA Ry (2 BBtk FBRA) -

# anthracycline 56 % % B2 % A ' 5L docetaxe! #t mitomycin C # M vinblastin (68 12 EX/FHF DR > REHE=ZM6 EL/FHFLR)
AL o #5 A% docetaxel ¢h R4 R M BN H (33%tk 1296 » p<0.0001) A& fof ks M ¥ LLsF /) (19 Mk 11 8 » p=0.0004) A&
RMAEER (11@ALIMWA »p=001) °

MR b docetaxel 92t - M MBRAIRBZMEAE— (A8 HHA/FRRK) -

E-RMAN s B S TR SR ML B Z KRR T o S A ATIE AL iR anthracycline & A #10 W SLAE % A+ 85T TAXOTERE §
WG M K paclitaxel » JAtbi A A Z ER - BAMRS BRI AL 449 5 0 — @5 T TAXOTERE 100 & /%% 2 R R RGH - WiLed
Ri& 1005 %— @RI T paclitaxel 175 B/ FH AR » WEWHM A 3 1ok - SRMRERAHHZBBR—K -
ERREEMOERRLYE MM F TAXOTERE 484 paclitaxel -7 2 32% & 25% (p=0.10) - Docetaxel 02 # % M ¥ B Lo
FBley d 4l (24.6 BAatyt 156 M © p<0.01) RAFEFM S Fa e (153 Wit 12,7 8 1 p=0.03) #FLk paclitaxel H £ K -
TAXOTERE L M4 % #5 G3/4 &4k M B £ £ (55.4%) H#d paclitaxel @ (23.0%) -

TAXOTERE # 5] doxorublcin sé 4

=L 429 & B H RIS B K W AR L6 M 2R A M AT KD - AU F = ek AR AXM £ 3K4 5 31 % doxorubicin (50 £ 3%/

FH2R) #R docetaxel (75 £ A/ FH2R) (AT @) A doxorubicin (60 & L/FH 2R ) # M cyclophosphamide (600 ¥ %,/ F 7

AR) (ACm) » mEMBHZAEH 1K

o B RN (TTP) 4 AT 9 A6 AC R A * p=0.0138B 5 % M 46 BALORR) F i b fe AT S0 8 AC @15 % & 37.3 i (95%15
HER 1334-421) R 3198 (ISKIEMER) : 27.4-36.0) -

* A ME (ORR) £ AT (BB BR3b48 AC B % * p=0.009 + 4% 51 & AT 4B 59.3% (95% {5 EM:52.8-65.9) & AC f 46.5% (95% 15 #
&R]:39.8-53.2) -

LR EM Y ATRIAGARLERACEG L REE T oMy E (90% vs. 68.6%) » MR F PO akEbi
(33.3%vs. 10% ) » ¥ (8%vs.2.4%) » ALK (7.5%vs. 1.4%) » gk (8.5%vs. 2.4%) + RA&MK (2.8%vs.0%) - 48K - AC
MRERe (158%vs.8.5%) HARKMATAE KT CHEMNTLELRYE 045 BhtboRG (38%vs.2.8%) + £ CEHY
&£ (LVEF) T >20% (13.1%vs. 6.1%) » 2o E#d$ (LVEF) TM 230% (6.2%vs. 1.1%) - AR SAMR AT NE 1 5 ATARK
ACURES) R4 45 ACHBA (L AR LEBALET SHILACRAEHET) -

8 EORTC P &IRMEH - HMAMBHANLES K AN EY  MLLESRAERBREEHEERTH LRBTKE -

TAKOTERE JX trastuzumab $f A °

S+ 97 AR iR &R HER2 RS AT K # 48 @40 S 56 R o M AR 1L SLA & A » AN it 47 — 38 34 TAXOTERE f)f M trastuzumab 6 M 2 5 5 » £
VIR P MM B2 R % TAXOTERE XL W44 .0 M trastuzumab &8 & 3 186 & i 3t ¥ 60% & %5 A S W % 4& 4 i X anthracycline
HEDWNEILEEH - A amAZN RS ¥ 1848 anthracycline 9 $88h 1416856 % » TAXOTERE ff A trastuzumab #4574 Hk AKX
ko £ RIKMR P M Bk HER2 ML RN 60 £ RARM K ik & % @MRALRE (HC) = 0 8o AR LA K sa e 8 445 (FISH) UM -
RIRMR T  H 87%4 At M IHCI+ » 95% 4 IHC3+ R/ Z R FISH W AN - B RAMERNT ©

TAXOTERE 94 /8 trastuzumab'

TAXOTERE!

#x HAR=92 A KAK=94 A
KM% 61% 34%
(95%fs ME 1) (50-71) (25-45)
L L2 114 5.1
(OSHIEME ) (9.2-150) (44-62)
M B LB P s (A) 10.6 5.7
(95% 1k #i & 1) (7.6-12.9) (5.0-65)
ok it (A) 30.52 22.12
(95%1E H & Is) ) (26.8-ne) (17.6-28.9)

A R TR T
HA k%R TAC B Z AR AM Ty SHERE M
ot 539 0.68 0.49-0.93
o M5
<50 & 260 0.67 0.43-1,05
250 &, 279 0.67 0.43-1,05
S 852
<35, 22 0.31 0.11-0.89
235 K, 497 0.73 0.52-1,01
TRRELE
£33 195 0.7 0.45-11
Wit 344 0.62 0.4-0.97
.t EQN
<289 285 0,69 0.43-1.1
>2 24 254 0.68 0.45-1.04
ETES Y
ERR QR ViR T E D 64 0.79 0.24-2.6
Rom 216 0.77 0.46-1.3
$3 M 259 0.59 0.39-0.9
LIRS
LYo 285 0.64 0.40-1
L3 X3 254 0.72 047-1.12
SN Ik CTACIFACY <1 fvi TAC Gt s FAC 7 b Je b 46 4 o 7 76 05 A
452009 4 St. Gallen 4L 1R R 2 A (B AR ) IR IR OF 17 b5 T 0 M= JE 04 5 dF AR 88 W F
TAC FAC L1 TS
(TAC/FAC)
EY T} {539 A} (521 A) (95%{EHE R ) p ik
F AR 2 40 ) il M
& 18/214 26/227 0.796 (0.434-1.459) 0.4593
(8.4%) (115%)
# 48/325 69/294 0.606 (0.42-0.877 ) 0.0072
(14.8%) (23,5%)
TAC = dotetasel - doxorubicin & cyclophosphamide

FAC = 5-fluorouracll + doxorubicin & cyclophosphamide

Cl= s ER= Mt kb oat
PR= N ttnbieaa

TER/PR-FEVE X RS N Az B 3 M A MM A5 D

R bt Z A5k {H 75 M A Cox tb il B AR AL » 3b 806 M s ) 1E BRI R F

TIP=s# M SRR © “ne®fL R Sk as ot &b o M &

e EG I (RichER)
PGS E ORI b AL
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TAXOTERE f¢ capecitablne 8¢/ :

@S Pw M MBS Z R 23518 M docetaxel ® capecitabine it A 1§ A # % AT 4 anthracycline 1L %k AL .2 5 4l8g,
WA AR AE T TLA ¢ LM P 0 255 1ogs AN X k% docetaxel (75 E X/ FHF AR BB —:R) fv capecitabine (1250
EBAEIEFDR  BRAZSMLRALR - B RRE—8) - 256 s AMM Y X4 4 docetaxel B — 8% (100 EX/PHF AR &
Zif¥iE—:R)  docetaxel + capecitabine &4 ;& 4R 49 7E 75 B4 {k (p=0.0126) -+ 7575 ¥t & 442 X (docetaxel + capecitabine ) o
352 & (docetaxel L — @) o M E 3§ ARG A MM 82 I 18 R B 41.6% (docetaxel + capecitabine ) fv 29.7% (docetaxel
B~ M) i p=0.0058 - docetaxel + capecitabine 4~ {if 4 & $5 &) 55 % M ¥ B ALUE ] $2 R (p<0.0001) - 7% 55 Ml ¥4 BAL05 R o) P4 9t & 186
% (docetaxel + capecitabine) #o 128 X (docetaxel £ — ¥ &) -

EIDN T A5 1

WU R LN AT I TR MM R A

2B ZJAREIR AR P 0 UL W IR S5 M 2k AMEIR{E 0 b8 docetaxel 75 & S/ R RB A L A5R ik - 8% docetaxel 75 E L/ EH D
RAMTZAHAM 5 BIHR (12:8) BEIG B RERIFREZAA (7TA) Bk - MIFERERE - 84 docetaxel A2
W ANy — 5 R (40%) MR Itbik Ltk AT REZHmARS (16%) -

B bR T 4% docetaxel 75 E /T F A RGER Z A8 AR Y £ Sk kAR A (p<0.01) + FEBdbb A A (p<0.01) + H b Baiti Al
(p=0.06) RMKAMAE (p<0.01) -

RRKR T RAGRARE Y 6.8% - KM+ adth 261 8 -

TAXOTERE 436 X MW 1 6 MA ML REHZ HA

AH B R A 1218 AF AR TR E B MK F IV M2 IE st + KPS KR H A 70% « AR H LI GhZBA
AR 5 BLR 4 & % ¢ 85 Z i 14 TAXOTERE (T) 75 & 5./ A R¥E— 0§ 218 S Ap 48 F clsplatin {Cls) 75 & &/ H 2 R4 ¥ 30-60 &
49 0 45 = i 14 Taxotere 75 E X/ FH N RME— /8§ {+M carboplatin (AUC 6 & % /& Fteirift) » 28 30-60 48 » X Hmwill
A% 1,8,15,22 X & F vinorelbine (V)25 E X/ EHF AR » 408 6-10 54k + £ % — R TF cisplatin 100 EH/FHF AR -
SAEZ e AR G BN P e TR AR - L E W RS RSN AT A

TCis #& VCis thi TCh $¢ VCis thit
TCis VCis TCb VCis
n=408 n=404 n=406 n=404

mirisE
Adjusted Log-rank Test p=0.044 p=0.66
FERR (A} 113 10.1 9.4 9.9
95% 15 Ml K {10.1,12.4] [9.2,11.3] [8.7,10.6) (9.0,11.3]
25 fER (%) 21 14 18 14
95% {3 & K] (18, 25) {10,18) [13,22) [10,18)
o540 B ¥4 B AL 85 R & 4o e (38) 22.0 23.0 200 22,0
95% f5MEM {21,25) (21,27) {19.0,23.0) [19.0 25.0)
Adjusted Log-rank test p=0,617 p=0,235
HEASE (%) 31.6 245 239 245
95% 1EHEM [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
LY 524 8 X
LCsS p=0.064 p=0.016
EQSD p=0.016 p<0.001
Karnofsky K& /7 R HL2L 9 p=0.028 p<0.001
HESP=10% p<0,001 p<0.001
AMALS AW (LCSS) p=0.033 p=0.355

B b dh M LA Al ¢ e W © EuroQol-5D (EQSD ) MM Ak 3 0 oWt - IR Rtk A ALAL Karnofsky M AERGLS » B laldiife
EREABERRAARMAER -
Taxotere/Carboplatin f#f il Z B A& R TIERAFA LR T K VCis At AR R EULARERS S -
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W A

a bt 1.8 E2

RS b s B MK ¢ 3R 45 TAXOTERE 4 /B prednisone &, prednisolone i #7356 & £ ok o W A3 1L BY SRR A 6 2 21 B
Rtk L% 1006 & KPS260 thm AMAM A AT 7l &i64m :

-TAXOTERE75 £ 4./ F A AR + S8l R —K > 3 10 fBH4Z -

“TAXOTERE 30 £ A/ FH AR > HXE—@HL  FEALANELE > FARBLR—K KL S @RI -

-Mitoxantrone 12 £ &%,/ FH AR » HZ MR —-K « 3 10 WAL -

Z @365 1124 ik $h OF B prednisone & prednisolone 5 £ %, » B X K -

15 = i 14 docetaxel ;5 # 44 #5 A £ 1 77 5% 05 1] 9 B b 42 mitoxanrone 54 % 38 f o8 i £4 docetaxel i6 /% A7 W du &) 75 7% W) B2 mitoxantrone
SHE AL LR 3R S E ) & & - bt TAXOTERE fib ¢ $) A0 ALy % sk SR A6 4R ARIA R M A% T & ¢

1EERE TAXOTERE TAXOTERE Mitoxantrone
CEF Y XY EI AR

& AS 335 334 337
tEiEaE R gk (A) 18.9 174 165
[5% 5 # & 1 (17.0212) (15.7-19.0) (14.4-1856)
L ry 1t 0,761 0,912 =
P5% 15 4 @ 1) (0.619-0.936 ) (0.747-1.113) .
M 0.0094 0.3624
LN ;3 291 282 300
PSAV R B E (%) 25.4 479 317
0S% 15 M B 1 (39551.3) (41,9-53.9) (26.4-373)
b i&e 0.0005 <0.0001 =
N 153 154 157
AR AR (%) 346 312 217
PS%1E M & ) (27.1-42.7) (24.0-39.1) (155-289)
) {* 0.0107 0.0798 -
5 At 141 134 137
MaEAE (%) 121 8.2 6.6
[BS415 M & 1 (7.2-186) (4.2-14.2) (3.012.1)
o (a* 01112 05853 -

thtratified log rank test

*hit £ A AR (R=0.0175

*9PSA L B FIMUA —HHLE ( Prostate-Specific Antlgen )

Taxotere 4l 2 425 3 M2 M H NP D4+ RIS Taxotere HMS RANI S AFHMAHE -
S ES RS ERAYIMNE MR LLR -

b) SRR 2 AR M KA PR

B RSB 2 RS £0 B3 AR AS ML AT T B A5 AR 4% TAXOTERE i4 0 F AR R Ry R D AR C /e —TRMM A B B b~
Sm5 - FRPEL - RIS E B N/ B 3KaR (148 STAMPEDE-MRC PRO8) i 473 {E - ML A 1776 & B & AP SR EL ML) LH

@n c AREMIE +docetaxel 75 BRA/FF AR HIZBER—K A6 MM
- RDERAR R

Docetaxel # #2 ¥ A 4 X 4§ 4k 0 M prednisone # prednisolone 10 & 4k % docetaxel ff /i 1% 2 3 A BN ML MM AHA T+ Mk
61% %5 A 4445 1 AT SR o

R RAR 1k A A% R 4308 256 8 4 - docetaxel S5 A gl AR TR M A S AR B AR EBA A R 0 4% 3K o b docetaxel 4IRS IR
AT 9 @A (ML (HR) =078 95%{E &M (Cl) =0.66-0.93 » p=0,006) - fE4RA5HEHT FIARAR 45 A 9 + docetaxel ;5 it
AR R R AR B 206 A O B R AR AT 0 F gk AR R RE K A b docetaxel 6 AR 34755 WA P AL Au T 19 A (REREL(HR)

=0.76 » 95% {5 W@ I (C1) =0.62-0.92 ' p=0.005) -

TAXOTERE &% dnta M e R b R RPN T & 1§
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e e i o e Ak A ADT 236 8+ docetaxel 56 40 80 JERLAR 16 M1+ L SO B & » ADT o 1. docetaxel 368 6447 5 W1 42 St o T 13.6

4BA (ARt (HR) =0.61 ' 95%{EME R (CI) =0.47-0.80 » p=0.0003) -

LS TAXOTERE +#k & M. TALARERE TAXOTERE 368 4m4a 00 24 IR0 Bk 48 4% JE M T &

TAXOTERE DM ADT 56035 I REALIR A4 -2 NS4 71 ML 5 A M2k (MM CHAARTED-E3805)

=AY 592 1184
MMAEM P (A) 387 TAXOTERE+ADT  JLS4M ADT
A HA 77 68
s 70-NR 60-91
S it BEH oA 397 393
0.78 -
SRR R LD SRaETas (A)
95% 15 ME P (0.66-0.93) AR A 57.6 44.0
pfit 0.006 g 95% 1¥ & M 491728 34.4-49.1
A ST R A 62 4 R 6 LR 0.61
95% 15 E M 51-73 40-48 95% 15 HIE M {0.47-0.80)
£5 0 K 6 B s Al - ot 0.0003 -
95% 15 M@ Kl {0.62-0.92) E BAK EMARKE (A) 49.2 322
p-fi 0.005 - o800 8 o B L 0.60 -
R BALIEEM 95% 15 M &R {0.45-0.81)
Fiuk (A) 37 21 p-1 <0.001
95% {EME R 33-42 18-23 LYY 230
SRR el = st (4) - 116
95% 15 M E R 0.53-0.70 -
. . 95% 15 4% & 16.7-22.8 10.8-14.3
p-1i ® 0.413x10-13 -
SRR A 0 B H 0.60
o p-E 7RI B N B A 5 A BT (F Q460 F S RRE ST M RR ) MR A0S i 5 & - osx EREL -
P RBALAEMN  HMANEERRERUATES ARG - £4LR LR (AEAHHIIMB RIS (PSA ) 0.51-0.72
Y AARAE 24 WA RASE T & SORE B 4 BROL/ES » B0k AR KEARKL) © HHI (KEH) Bluk P .
<0.
HER BN | HRERAMES KB FIRART -
NR: | & ifd8 6 {0l A ok it PSA R M**— ARL (%) 127 (32.0) 77 (19.6)
p-1 ** <0.0001
€} HMREKE 2 RSN AR
12 18 A 654 PSA R **-A %L (%) 110 (22.7) 66 (16.8)
45 OB A ASHE FIMRA % A HOROR LR ik (ADT) M4 6 05 F] 5 04 1 TAXOTERE &% M R4 & £ —RRM A& - # ot 2* ol B
NHR -~ % d.uidMe (148 CHAARTED-E3805) P M 471F15 - LA 790 £ S EAM IR ERBIERE -
— ADT+docetaxel 75 EH/FH AR (ADT MesiaMeiiip - M-k L6 MEMa) BN SIS Ik Bk AL B ©

- fE@A ADT
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L 220 3 TAXOTERE+ADT  NLE4EM ADT

Tk (A) 20,2 117
95% {ZHRER] (17.2-23.6) (10.8-14.7)
$340 & &) KR b 0.61 -
95% 13 HE Rl {0.51-0.72) =
pf <0.0001 -

L§: ¥

LIRS s AP AN  SEHZ AT A B s s R BRI R R N AR A - B H KBRS R 2
5 F TAXOTERE 368 + SUIR 453 32 2 M A 9k hE < MUETHE 445 8 KPS>70 )% A 3 sl ém + — fB4& T TAXOTERE (T) (75 B/ FH 2
R ¥ —R&W) B cisplatin (C) (75 B/ BF DR - o F— KRR ) K 5-fluorouracil (F) (HXR&EF 750 £/ FFD2R %
BR5R)  H-mAlesT cisplatin (100 BL/FH 2R - B — KR ) R S-tuorouracll (F) (HR%STF 1000 EX/FFAR - &
RS K) MBI KRN TCF MA 38 CFmA 438 - 5§85/ A6 AN P TCF B 6 K (JE A 1-16) » CF
MY 4K (BB 1-12) - EAMEBEBLHRN (TTP) X RREHEIE - SR ARBLOLRMETHT 32,1% S TCF @
KA w48 o oA P46 B ALB5 P A ) (p=0.0004) - TCF jnth k#7505 R oAARM & (p=0.0201) + BAC AN ELIFIKT 22.7% -

EORA ALy iERy ¢

st (A) 33.0 19.8
95% 1A (27.3-41.2) (17.9-22.8)
SR o R et 0.61 -
95% & {0.50-0.75) -
p-ffi >* <0.0001

BB RIMALTF & ¢
TAXOTERE it N AL S AL 8ol

5 TCF 2. [

Aft=221 % Aft=224 8

A5 ) s 8 0 T o R (58) 56 3.7
(95% fEMEN) (4.86-5.91) (3.45-4.47)
N b 1473
(95% {5 M@ERY) (1.189-1.825)
Tp i 0.0004
AiiEahn bt (A) 9.2 8.6
(95% 1 MERT) (8.38-1058) (7.16-9.46)
2 F ey tbtih (%) 18.4 8.8
filMr it 1293
(95% 14 MERT) (1.041-1.606)
ol 0.0201
MRS (ATARF FUFERAR) (W) 36.7 | 25.4
Wil 0.0106
Sl aALRitMANY 166 | 259

CERGBANGRIRY FRHBERKRE
RMEERY : RTMHAMME (Fisher's Exact test)
*LHEEMESZ o .
**PSA R R FIARAE RN R C PSARK<02 BRA/EAS LA E VAR A Bk 2 kA EE -
b mReAEM Ak (SRAEHARAE R ) ®ERD AR KA 24 RBHEEMAEIH -RFA

#HeEta -

© BT PN B Rk Rk e 05 M= BRI PR B PSA BILRIRBIL (R AEke TR
A5 o ~ AR RECIST R R E (L NE » KM EIFAWLL AR BREIKRABIL) AW Uk
sAEHR -

4 TERRARBEMHR= RMMRY B R KRB (B0 FERSO T RSN - ARRK A RS
PAERE S L0 MBI WA + R IAMEIALL S B W REERIKREAL) BUFR] o
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*Linstrutifiad logrank test

UMHE o AEa% (Qol) RMERBOIPARAE K125 TCFme ARt ssg -
AR QLQ-C30 W P E UG & T 40 A8 CF S M5 A TCF R &85 Ak 8] 5% 2 s ik 2 1K 16 £ & Ak B At fe(p=0.0121) r Karnofsky
KN AL 2| AR B AL e Rl & (p=0.0088) -

o Mok RN &3 Witiok (TAX323)

PR S PP MRS R, (TAX323) F » 5 I ARBA S0 3 WAk sa el (SCCHN) 2 A#s T TAXOTERE 5] WHbib + BA1R1S
RESHRBI - £EMIIR P A 358 £ A LA FWSNRAER 77 25 800 iT Mk sape B« LR WHO E#kAE S 0 & 1 e drikhy
MyREHMEREG L & 2 — - Docetaxel M th% AMIES LR S docetaxel (T) 75 R/ FH DR Mik# T cisplatin (P) 75
R4/ FH AR M2z T Sfluorouracil (F) -8 M & 750 £/ FH AR BHMILES X - EMALL A3 BT R 344 BRH
BE2OARRBESTREHB MRS (FAeA A by RILR &Y il M225%) « fbEamed Rk - ARIMRD 4 BERYB
7 W & BB P9 o AR AR LA B AL A HEL T AE AR € IR 2 7 8 6 A MG AR TPR/RT )o 3 B8 S 0 45 AFTIR % 236 A B cisplatin
(P) 100 £ #/FH AR » @28 F Sfluorouracil (F) %8 M & 1000 £4/FHF AR AR5 R - SMAALEH 3 HlfT—R 0 %
4 WA B4 2 MARARKAED TR ORE (B Aoy RIUR T AD o 8 225%) < ILBiGHEERIK - ENMWMRED 4
WAERAEE® 7 WA B ARKALH SROHALTHTRAL T REREL 7 B HUEHR (PF/RT) - KA RE Pk
(locoregional therapy) TikM 5 $ (1.8-20Gy 0 —R—K* —#5 R+ MNE A 66-70Gy) Hwik/HmnH (— KPR KIR
W% 6 1o —ill 5 K ) &M MG R - ik BN &7 ik % ik (accelerated regimen ) & 70 Gy * & 2~ R &7k (hyperfractionated schemes )
A1 74 Gy o ALBIE A6 R« TR 6B R REM 6B AT MA VIR F 8  TPFIER I ALHRBAMBRGHE S R TH
FHREHGILE F5% » do ciprofloxacin S0 £ %, ' HEH UMM R L 10X KL FRAOFTMAIREF - AREHEBHBNIREE
% & BILZ 777505 R (progression-free survival » PFS) » TPF i& 4 SR 67 BRAYtL PF i/ s & Kk ' p=0.0042 (TPF sa M PF m ey 4% & B2
FFEWRTHAHNY 1A BARBIMA ) ML PR S I37MA - TPFiR (18.6 WA ) ey 75050 & $t (median 05) &1
MGtk PR R (145 WA ) BF » R RAMIKT 28% » p=0.0128 - UK R Fllo T & :

TAXOTERE [ 8% 500 80 00 2R B 77 255 0% B FH MM AR M Bl (SCOHN) 30N @S| B ibl sy Bk (Hi08 Ehririt)

ERR TAXOTERE+ Cist+5-FU
Cls+5-FU
AM=171 % AR=181%

2L A RN e L M) 114 83
(95% 1EMEMN) (101-14.0) (7.4-91)
BTSN T 0.70
(95% fEM@ M) (0.55-0.89)
‘pik 0.0042
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L B 18.6 145

(95% fEMB M) (15.7-24.0) (11.6-18.7)

Bt 0.72

(95% 15 HEN) (0.56-0.93 )

“*p {8 0.0128

iR At (LM AR E (%) 67.8 536

(95% 1EMEN) (60.4-74.6) (46.0-61.0)

e 0,006

UM RAMEAS (LFESS Y-S ) (%) 723 S8.6

(95% fsHM@ER) (65.1-78.8) (51.0-65.8)

b 5§ 0,006

LEEHIHMMEH LB Pl (A) AM=128 4 A¥=106 &

(95% 1EMEN) 15.7 11.7
(13.4-24,6) (10.2-17.4)

-5 0.2

(95% fSHMER) (0.52-0.99)

**p di 0.0457

BR e <1 R fesiv doceraal + cisplatin + 5-FU ik -

“Cox WA (HAMEFWMAEE TR N GEARR XA PSWHO RIFTIY)
**Logrank kM

bt 2 -4

RSN
TPF f#5 A £ 2 K4 A 2% (Global health score) & B b /is 104 B s gy PF 48 B4t (p=0.01 Aid% A #94% Rk & EORTCQLQ-C30) -

RAHEZ SN

EGK ISR T WP ARG AT R - AR EH A THAEE - EAAFLORRES - AR ELMS - X TPF
S804y F RAT O ML PF B -

WHO & #y ik 6 8 3t B b 05 53] F B TPF (R 4008 QU Ll PR GL-R o v $BL4E 06 9 JA R wy A 38 AR o B AR e & R AR iy B
RIESARE -

o AR AT 63 WAL (TAX324)

R—IAMM S P B ARG I (TAX324) & + SHFIASAEN A B 41 R AT IS K Sm Ao Al (SCCHN ) 2 45 A 86T TAXOTERE 3] Wik 1t
B IR RE R RMA o LR Y H S0L £ a5 AR A AL B AP AT I MK ba A 0 B WHO SRk B 0 & 1 46 4Hk
B 550 2 Al R e P 2 — o S PR 2 g5 AR ke S AR I L RIE IR » KOMH FUERER - XM ARLEROERAY
ABERN - BUARLMRENE IR AHF LN ENLF MRS HIFE B T (organ preservation ) B ¥ & E X 4R 4 - Docetaxel
ARG HLEE 1 RABKKILGF X% T docetaxel (T)75 B3/ FH AR Mike T cisplatin (P)100 EH/FH 2R
KiEoF R A 30 24 % 3 W M2 M F 1-4 R4 F Sfluorouracil  (F) MM ML  HaMESH 1000 EXL/FH AR - LREAH
3 MIRAT— R 0 B3 ERAT - AA BACE AR A R AL R IR R (TPF/CRT) R L84 M 6% (CRT) - HEM&HA
&3 1 X4-F cisplatin (P) 100 £ 5/ FH DR » KMKERR 2 30 5485 3 05 > M2 B 1-5 X T 5-fluorouracil (F) i€ ARk
W B A ES 1000 L/ FH DR sbBA RT3 BTk K3 ERE- R LH BILAMH 5 AL E A M3 F(PF/CRT)
R E S (CRT) -

AR ALT] SHRRHRE —RAEM G RZEWME D 3 BEFEE 8 ANHFRN (Rik— KA E 22-56 X ) kKT 7
LB ARG o MAMMIERMB - T — K carboplatin (AUC 15) + 3R 1 NGEAPRRKES R 3BT 7 AMNE - st
HAEUEE®EE (megavoltage) #WIRB RIAH + &8 —k » x5 & (fractionation) # XiiT (&8 26y HFEMM S B + H£WMH 7
W MRS 70-72Gy) - Fise £ RN R/ K SRIC ) F U T AL RAM ML RS R B IEFTEE MR ATZ - Docetaxel &M H A
WS FHRMMEAIAE K - A RI ) X B RBAEAR A M EFR] (0S) » docetaxel MYIBRKY L PF s8 & & (log-rank XM » p=0,0058 *
docetaxel & PF oy My 775655 & 2 %1 2 70.6 18 A $L 30.1 /B B ) docetaxel &5 5t P ]9 PF @ MK T 30% ( MMtk (HR)=0.70
95% {5 M@ ARG (C1) =0.54-0.90) + KB HOFE) T8t B 419 MA K EMMIEE BAEMH K EILZAEHR] » & RIRK docetaxel My
#5 B4 K BT 1 PF 414K T 29% + . docetaxel (Lt % % & SIL2Z WM P PFm $ T 22 M A (TPF % 355 W A 1 PF i 2 13.1
WA ) RRRILE 071 R AH Mt LZ & A 5 95%Z B ] & 0.56-0.90 ; log-rank XM + p=0.004 kst R Fldn T & *
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TAXOTERE Mi 4% RS 01 A A R 04T HE M AR el (SCOHN) £ MM 3| SHLBHBR (H bR f 2 abi)

TAXOTERE+Cls+5-FU Cis+5-FU
AR Ad=2558 AM=246 4
FEEWE PR (A) 70.6 30,1
(95% fEM@EN) (49.0-NA) (209-515)
i 1 070
(95% {5 MER) (0.54-0.90)
pil 0.0058
FaABLZEERN P (A) 35.5 131
(95% 1EMEM) (19.3-NA) (10,6-20.2)
FELF8 th 071
(95% 5@ ) (0.56-0.90)
el 0.004
LEeROREBRBE (RERBE+HTRAE) (%) Ll 64.2
(95% {EMEN) (65.8-772) (57.9-702)
teop @ orn
A el AL LM AN (AR ) LR
el (i MG R ) (%) 765 715
(95% {EMEM) (70.8-815) (655-77.1)
i 0,209
Rk <1 8] 5T d | + cisplatin +{) ik .

* k40 18 4 49 log-rank XM

** R log-rank AR « AR B FIALR TN
COETRE AN B SRR

NA-f& ¥

13. G RAMI
13.1 &%

BRANE

7 EBABWE ] (Type!) BAH/NME » AKE52 R EHZHBAT S LD 20mg 88K FHZHEAN ST 5 80mg » WA T
Mz k& &3t » 2 EH 1 EBIH/4 EIERMIK -

BEKA—ARER DK -

13.2 %
ESLE
fsh Ak

Hsig
BABE SRR - BAM SRS IR - do LA L RPR IR ¢ AR A AR 6 B R R R AR AR 2 -

—BEANE R

R HMERE  RAM/REERA R R LEPER o ko RIEA LBPAEM 87 3 K4 I8 77 o R B R 4R RAER ¢
—BIEARERY 44 docetaxel MEMAE 25 C AT T MR4E 6 B + WA 6 NIFN R A (A5 MITHRBREG LS 1 /1 eF) -
sEb AR INAE JEPVCRTE 6 (J 1592 R polyolefin bag) s 2 #iE e » AL R MIP L LW B £2°C 2I8C T T HR 7480 -
Docetaxel$ it it e f gk  MENMARBTEXEELR - wRALBWLAMSLERLEEE -

13.3 M

shfEZ ik ¥ WIR

HAARERTHEN25C -

WHANRE LR U@L AR -
AL R Z ARk 4R, 13.2 W -

15. R4k

ERRACAES X2 EFH
TAXOTERE & —#MITMA R ' R A A A b2 A 5% - RIPZ &Y TAXOTERE j§k M - RINEA T £ ¢

2% TAXOTERE JRSEiR 54 W5 R WS AR AR B A 0% » 8 3L R MUK Sl 2 Ak 2R ik ik - 35 TAXOTERE SR Mk » iL4 WIS R &AWL
AR NG B ALBY R SR BRIk K i -
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ORI ARG
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