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2.4 IR XATIEIR L CW B algEtk o & 2 &tk [9.5 Z7]

25 ROFEHEHGHDEEZ . DN T4 T L, T F
2R, TRV U [10.1 BIR]

3. 4 - fHIR
3.1
Wi 4 RSy R
. 1N 7))V (5mL) H
ponsE VTV e Y 4mg
Lk | Omb) BUAFESTFL LT
30mg NP AV e Nl 2.5mL
S0mg | wek 187 ) — )1 S
. 1N 7))V (16.7mL) H
AT A TASREGNE SRS 13.4mg
Eézfrﬁlj]gii N B E L 7]?'}%‘4:‘/19'—1//1:873;;1{%
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*2025%F 12 HEkET  (BE3hR0) BAE#EmA I EES
B & mREAE T e g 51 87424
HARM : 35 AVDEE SRS o

E= NP T
° N N e
INT VU XTI 30me NP
(<] oS PN
INDU XL IViEst% 100mg TNP)
Paclitaxel Injection
30mg 100mg
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) EEEMEOUSFZEICXOFHTZ & B 5% Bd 1A 201346 A 201346 A
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11 AHE B ALERRL, BRI ARETE Wos | pH | MR | mae s
BEMMERICHV T, PALLREAC TS LM - & - -
BERBOEMNDS & T, AAEHNEY EHM S N B g%%ﬁgw}%fg
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12 AFOBEMEEE L - £ E 2 5h BECH (B 3.0~ 5.0 BB~ | mrprihanond T
M. BN %5\ EEEOBRRGICEEL L E (10v/v% | EBHI DR -
Z25NBRCHFRHON TV S, BROHZENE m@@>wﬁ@mﬁfg%9ﬁg%§%§§
EREERNEC 52 £ B 50T, BEICERRE N e P
(MAHRE. FRERE. BRERES) 2756 L. e h - &l
BEOREZ MBS L., ARICLDERL 100mg NP g3%§ﬁ3§h§?%
BEERORKREBILT 570, ARESEICBTE e S
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WEL. RN FRILELT, 1HILE
210mg/m® (AEWEHE) % 3 BERIN T TRMEREL.,
P &b 3AEMKET S, cnE17—ILELT.
BEZEDIERT,

BE, RAICENNZUSYFEIELT 1HLE
100mg/m* (KL HEFE) 2 1 BFRIN T CTamEEL.
W 1A% 5% 6 EM R L, e < &6 2 ARIKET 5,
INE17=ILELT, HEZBVIRT,

BHE. RACENNZUSZFE2ILELT, 1H1E
80mg/m* (FEWERE) 2 1 BFRIM T CTalEsiE L.
W1 e E 3 EER TS, a1 7—ILEL T,
BEZHEDIERT,

BE, RACENNZ )Y FEIELT, 1HILME
135mg/m® (AR L) 2 24 BRIV TRdisE L.
P &b 3AEMKET S, cnE17—ILELT.
B2 0ERT,

BE, RAENZUSFE)ELT, 1HILME
80mg/m* (FEHFE) 2 1 B THMHEL.
W 1A G2 3 EERE L, AD7e < &b 2ERAET 5,
InE17—ILELT, H5EEZBVIRT,
BERIZ. BEOREBICLDETHET 5,
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AN

7. 8% - AEICEET 3=

74 AFHRGIC L 2 EERBBUEROBRZ LT 5720,
AFR SR LT RHEREZTS &

711 A%

AHFNE G55 12 ~ 14 FERIAGT R O 6 ~ 7 KRGO 2 @,

L <IEAFHEERK 30 DRiE TIck 52K TI5&91T, 1

FIFFHAYY ) DBTATIVF N D AEFE (5F

ALY ELT20mg) ZEIRNE G, AFIHE 55 30 2

METIHEEGEZKTTELIIC. P72 RTI UK

e (P72 RTI VMRS LT 50mg) 2R #5,

AFEZE5HK 30 DRIETICHREGEZKTTSLDI, 9=F

DUMBEIESE (S =ZF Y2 & LT 50mg) XIS

TyEFIL (TyEFVIELT 20mg) EEIRNES

T,

712BiE. CiE DEKUEE

(1) BEIEE5K30DMETICRGE2/KTTSLDIC, T
FHALYY U VBT ATV MU D LAERKR (5F
HAZ > ELT8mg) KT ZF 2 U IHBIETE K
(F=ZF2>ELT50mg) XREHH7 7y EF >
(77 EFP L ELT20mg) ZHIRNEZES. 7>
RS MRS (7o B RTI VHEBIEEL
T 50mg) ZREO#FLLGTDHT L,

(2) TFHALY Y FOEE SR 8mg & L. KEHEGR
TITBBEUEIR DFEBD A5 s o T8 A 3R L
HICHEO R WBBIEROBEIE. 2 HEOBSE5 LD
PR (dmg) WWHELEZRSLTHEWn, 05
IZBNWTHEBKEOES, FETORMK Img £ THEL
BELTHIWN,

7.2 KHOEEITHZ> T, BE5EFICTTZICEEL, &

TS UK, B 2EMT D&, £z, EEDRMMH

REPEENFB L 2581203, RIElO#% 58 % & HaiH O

BOHRZIHED, BRLTRSTZLILEE2EET S,

<Ak

FIMER G QSR ERDZEFNC 08 E L. RS OEKRBR

7T H M EREAY 4,000/mm® ARG 37 ERERAY 2,000/mm’

K THNL, BBEENHET 2 X T3R5 2L

5T &, FE5%. AMEREDY 1,000/mm® Ki &7z 7285

BICEREOREREWET DI &

- B %

&7 —IVERBRT 2 (WEZ—IIVEED). #E5aOH

PRARE T A IMEREAY 3,000/mm® A5 V34T FREREAY 1,500/

mm’ K THIUE, BBEAENEE T 5 £ TIIR G &4t

MTsr s, H—T—IVNTOAFIDEGIZH=> TIE.

5.8 O R AR T A M ERER AN 2,000/mm® A S
BRECAY 1,000/mm® R TH L, BHEAENRET S X
TG E2EN TS 2 &, &5%, Ak 1,000/mm’
KL EHAITIREORGRBEHET S 2 &,

(D H%)
#5751k TR B K52
BN ES o8 210mg/m’
; 1 Be R 180mg/m’
Atk — 5
2 BebE = 150mg/m
3 B 135mg/m”
BHCES o8 s 100mg/m’
B % 1 Be R 80mg/m”
2 BB 60mg/m”
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8.1 HHIIHEOEEREWERNE S ZENHZDT, B
ENCEERME (M. FFHREmE. BHERES) 2
FolE, BEOREZ NIRRT L, T2, #iH
INERHMICHZ2 ERIERNRLS & 5hi. BIEMEICHEE
THIENHDHOT, HEFEEIITS L&, &b, AM
BRI D OSBRI T db o T HFH AT BRI 2 R B9 2 5EF
ZROTND I ENS, MEHREDERIZIZ, A IMmERS
DHEZERT D &, £ FRIOHS5ITH--> T
G-CSF "Dy /2 flIcB L THEET 5 Z &,

8.2 HIEMBBS SN I D Z ENHBDT, BREHHIT
T, IS RBOE IR (PR R o . (i BENR. 4RI,
WRL, SR, BIT%) NbsbnHaIcid, mEbic
BhHEZRIEL, BWYSNEZTY &, REKSBBE 1
FRERIBERNC N Z VYo > (f)E. IR\ o'=%Y
DU ERFSRE, BEOREEZTSICERT S &,
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Wi ZfT0, ZDBOARF G L Tk s X
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AR 6~ 10 HRRICH SN, £z, 1 7 —I)VHDOFRIEE
ENEWEAICH DD T, +oEETH I L.

8.6 R ENEHEITK Z 5D T, BRE2 I
Z & ERITRIC, HEBIAEK 3 ~ 5 HRICH 5Hi.
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THIENHZHD | SNSEIMERER
T, PHHT 285G | NEEL TV,
1213, BEDIRE
ZEIRLANS,
N[ Rab s A RS YiN
X3 % - e b % 4iE
ET52L,
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11. BlIfEA

KROEWERN S 5oND T ENHZDT, BHEE+9ITIT
W, BENRD SN EEICERSE2PIET 5 EEY AR
WiEZETD T &,
1.1 EXBEMER
1111 23y 02%). 7F7147F%F>— (0.3%)

WO RS, Moy, (RImE. SR, ARIR. WAL, S .
FAEORENRD NG EII3FEGE2HRIEL., @k
WEEITS T &,

11.1.2 GINERR A& OB FEIH

HImERIE D (61.4%) . GFHERED (55.5%). &Il [NEY
Ov A (30.7%). AN ~Z7 Uy MERD (5.0%). 7F
MERPEEAD (11.2%) 2], Mf/MREA (11.7%) . Pl ek
EMHOSONDEIEND D, F=, BHAGHIOFRICX D,
JRGYIE [PRIEIRRIE (2.3%) . L&GE G (4.8%)  BUMAE (0.9%)
IR (1.0%). W%k (1.1%) 2%] OfFRENmREINT
W5, EPYE, HIMEAOFRE I EIC+SEET S S
& ATETIE Bk K O A ER D O KAl = T o H1#
(FPufl) 1ZENTNIEHAE 11 B, 13 A%RICh 5D
L ERARMEFE B A S HifnER, iF R ER & B2 7 AR (P gefE)
TEE Lz, £z, BIETIE. AIMmER L O ek A O 5
Al E TR (hoefl) & HICHR5RE 22 A
H5biN. REMEFERANS AMmMER. FhEkIZZNTN 14
AR (PoufE), 13 B (Poufl) CHEEL 7=,

11.1.3 REHEEE. FE
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11.1.4 BEMRR (05%). FIRMHEE (BERERIH)
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ECRENRD SN EIE3 kSRR IET B EE)
Wi zl1o> T &,

*11.1.14 hEMRFIEFFAELE (Toxic Epidermal Necrolysis :
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14. BREDEE

141 EHAMEBEOTE

14.1.1 BFNT 5% 7 R BHESHE M O B 2 B < tho
AN TREL RN &,

14.1.2 AFNIHIRBEEZET 2720, FHEKICIITFRES
ATHZENEE LW, HEICHEENNELZEEE. E
BIZEBOFHKTESEWIRT I &,

14.1.3 SRR, EHICEAIN TS U a— i
KXOREMELEC D END D, HERIERPITREY
WEWNHBTHERT 5 &, REYNRED 5 NZHE1R
FRLENWT &,

14.2 EFHIRESEBEOEE

14.21 BIRNIZRGICER L. BEEANAmMEMCmNS &, 5
BRALICHESE - B AR I T I ENH DD T, WIRA MEI
RN WE D ITHRET 22 &, £/, DENCFKEZ 5
BU 72 SHBAL &3 e 2 A I AR A &2 % 5 L 7= 856
DRI OERIBAICFEKIEZEBRET D E0Wo72, Wb b
[Recall Hi% | MRBO SN EDHRENDH S,

14.2.2 AL, MRICIEFI%, TELRETESCHICERET
5T &,

14.2.3 KFIF 51, A 3ETIE 500mL @ 5% 7 R o7 B 5k
VT AR U, 3 BRI CElEET 2 2 &,
B ik, CiE&OVE ETIE 250mL @ 5% 7 R o7 BT 54k X
IZAEMAERICEM L, 1 REN T CTEBiHET 5 2 &,
D AT 12 KD 2 M3 CGRE R R 5 T35 2 &,
AHIFE G5B OFEZ 250mL D 5% 7 R B HIR X 3E
HAEERICIEM L, 12 BN CEBSET S, 2z
m5rE LT, 2 EER L TRET 5,

14.2.4 AFOFRIIL. HEEEFIREICH H0D/87 U & F
TV DER E LTS 2 aTREME N D 2 DT, AFKIIE5HE
1213, 022 37OV RDAT T2 T 40 )V —ZERANniz
A>T NV —%RBLTEREGTSE &,

14.2.5 sty NETARF OB NS S 58512,
¥ & U C DEHP (di- (2-ethylhexyl) phthalate : 7 % )l
By - Q-ZFNIAFII] 25AHLTNEHODOMH
e i R R

14.2.6 WA > T2 MA L TAK 25T 25513, Fa—
TRICAEM (fRO/NSET VY —) DA TN
ity FEMEHT D E, TIUTR > T OWHEATREIC X
ONTHT B/87 ) & F)VOfEENSEMEEE S R
ST DEILEMNEZ DI ENH DD T, AN HEAAEN
Wty M LanZ &,

14.2.7 RAFNIIEAMREFHE TH V. R THR S N7- 3k
WBERAEENMEFL., 1HEORE SINERREKZ ST
NINS L 2B, ity hdH D WIEEERR S T E RN
LHEIILUFORICHOEET S &,

- HRETARTEREG T 585G, WiRtzy MIERINT
WO TR EEZRET DL, BREICHEARE G
METFT 20T, WEEHMSETHRET DE0OFEN
WETH D,

- W REIETRHE R > TR WA B AR, REEENSE
TRETILHORENLETH D,

15. ZDMDEE

15.1 BEERfEAICE D 155k

15.1.1 f FH AR I BN Ty 5B 7 P M s 28 25 oD i
EOFBERIL, KREM D RZEHZED 3 HEHLL EORERT
13027% (561/1,86241) TdH-oN, 3HEMIDENS
JIERI T 1.41% (12 41 /852 ) Td -7z,



15.1.2 BORHRREEE I BEE U 7= BRSO e g B 2 J8 8 L
TZBHED 5 5 BEITAR &G Licha. FEALICFEED
FREREEEFETDHENS2, WHIPS [Radiation recall
BB DNED SN EOREND S,

15.1.3 A H & il D HiE M e 95 500 IR L 2 OFH U 72 8
FHT, BEAIMRE. BHERERE @R (MDS) MFE4AEL
7= EDREND S,

16. EWENRE
16.1 MARE
16.1.1 BE%S
EREEMEEEBRHIC/N 7 U & F 1)) 105 ~ 270mg/m’ % 3
RN C A EE L 72 & E ol R IR 1S 2 Mk O
FZERU. FWHIT99 ~ 160 FFHTH o7z, AUC KTV
Cox I BRI/ INER 2 7R U e, P g IR
TEZR L. AUC O Cpp (3G R DI 2L E
oM ERLZ Y,
(13 AHIOERINIZ AEOMAEIZ 210mg/m’ TH 5.
16.1.2 R1EH#RS
BB EE /N7 )& F1)b 80 ~ 120mg/m’ % 1 K[ V)
THMEE Lz & &, EREENIE 85 ~ 116 R TH o /=,
AUC KON C,p VA BAR T I 7 B MG ] 2R U 72 I HR )
REIZIEREMEZ R L. AUC U C,, 13 S22 O
#lT B EonERZRLZ. £, 6 EHESICIBN
THERIIR L, EyHRBICEIZA s Nah>7= Y 0,
(7)) ARFND B iEO&RIL. FLHEIC 100mg/m’ OHETH 5.

MIEFEE/NT A—% (100mg/m’ #% 5RO )

C.. | AuC te CLT Vs
gg}ﬁi sougmL| B1U87 | gsn | 2L 5o 0p
%%E% 5.9/g/mL 8'}]5/’;%' 12.0h Zgi‘nlfn“qz” 71.0L/m?

(n=6)
16.3 9%

F v MIT MC KERR A 2 BRI ERE U 72 5% O HLRR PN U RE SR B2
13, Bd. AR R 2 R < Sl - RLRR N T T L
Reiz, BFBE. (RS, Mafg. BNe. MERRER. BREhE. M. B8
g Caizmnrl 7z, %5 120 HERBICBWTH R TI
FE P SR E O RE M S Nz, b MIEZE AW T in
vitro CEAMEBRZHE LR, 05~ 10.04M OEE
HiPH T 84.2 ~ 88.8% Tdh -7z 0 1Y,

16.4 R385
i (v b)) BWTAZ YUY FEIIEEE L THET
S NEA R APt X Nz, & M2BT S EREDIEY
FH B 6 M OKEEL KO3 AL T = ZIVEED KEE{LAK T,
Z S OAHNITIE P450-CYP2C8. CYP3A4 %5 43 T Fli N
BELTWSZENMENTNG 219,

16.5 Hittt
HHEEMEEREIC/SZ U Y F 1)L 105 ~ 270mg/m’ % 3
BRI C A s U7z & & ORZBIUE D R k13,
Pr54% 75 W ETTHRESRD 15% R Tho72 Y,

(1) AFOERRENZ AEOHRIT 210mg/m” TH 5,

17. BRPRRRIE

171 EHRORLMICET 255

17.1.1 ENEERZER

(1) A

HARERICHBT 2827 U & Ft)VER 3 R i
D AFEITE B8 AR, IR 66 i, IE/I
HORGATEE RS 122 B, LI AR 65 i, B R HRSE 108 .
FERRE 23 2w R & L CEMS N, @I
T EHRIL, IIEIE 26.6% (17/64). FE /1N Hll fiea Fifi

I 35.0% (42/120). FLIE 33.9% (21/62). T #% 23.4%
(25/107). FERKE 30.4% (7/23) TH-o7= 2,
Fo. BRRBRICB T 2B MR OFIEIL, 1.6%
(6 %1 /373 ) TH-7=,
(2) Bi%
N7V & F )V B B SR O BIEIC K D58
TAHGER I, FIBERF O ZRHREL THEES N
720 BRMEFRRENC T B RRRIT, IS 44.9%
(31/69) TH-7=,
M5 181 ] GRFBIL D TRhEE - R 1T
T DR D 112 fla5E) [2HBTDREEMAED
FEHRIT, 2.2% 4 61/181 ) THoiz,
17.1.2 9 ER R BR
WM BT 287 1) & F )V B 3 RER S ERE O 3 AR
W5 (TR 175mg/m® Xid 135mg/m*™) 12 & %% I
Bl OB 195 B, FLREERE 471 Bl E L THE
TS N7z BIEFNT 9 2 BN HIL, IIENE 14.9% (29/195)
FLHE 24.6% (116/471) ThHho7= 29,
) AFNOERI N AEOMEDT 210mg/m* TH 5,

18. ZexhkIE

18.1 "ER#F
WNEEABESZIEET S Z LK DNEDREL - B
FIERZERIEHR I U, #HitfROREZEET S EICkD
M 22 BRE U CHUEEE 2 R 5,
T2 X7 U TRV EEMIE (HeLa #1i2) 2
WTHREEKROEIEZRF Lz EZ A, REFIZ G2 + M i
HE & Gl R DR NFRD 5. SEFERN 18 K&
Q27T FRIICITIF EAE DN G2 + MBITH D, 4
EROPREIR LTz, ZOFERLD, XV U FFEINIZ
MiERZ G2 + MiiTT Oy rdsEELz5NEY P,

18.2 HiEZE1ER
< AN BN e NIREE (A2780). JE/NHINEMERE (LX-
1. L2987, H2981). #J& (MCF-7. MX-1). & (MKN-1,
MKN-45. MKN-74, St-4). FEAK¥E (EC-1-JCK) Ikt L.
N5 B AN SR & D W IEE I IR 51T\ 5,
in vitro DRBR T, A7 S5F > (CDDP) &2t hUNE
JE AN KF1 & % @ CDDP iM% ¥k KFrb 125 U, JiE 5
BRI RN D 5N TN DS 2 %,

19. BRI ICE Y 2E{EZRIFNR

—fi4 XU & F)L (Paclitaxel)

k24 @ (1S,2S,3R,45,5R,75,85,10R,13S) -4,10-Diacetoxy-
2-benzoyloxy-5,20-epoxy-1,7-dihydroxy-9-oxotax-
11-en-13-yl(2R,3S) -3-benzoylamino-2-hydroxy-3-
phenylpropionate
CyH5NO,,
853.91

2 s W
nTE:
S

%R ABE~HEEBOM K TH 5,
ALY = INIZRREITRT <, KITIFEAUER
SRARN

20. RV EDER
201 WERHEBONA TN EZHICANTRET S &,



22. ‘A
U7 ) 2XEIViEEHE 30mg [NPI)
5mL X 1 N1 7 )b
(N7 ) 2% EIViESHE 100mg [NP])
16.7mL X 1 N1 7l

23. EEH

1)

2)

3)

4)

5)

6)

7

8)
9)
10)
11)
12)
13)

14)

15)
16)
17)
18)
19)
20)

21)

22)
23)

24)

B DATENE D & WA KGR -
HHENDZ AR MESE
SHIERE)  (1.20220191)
EE E DTN DS NWARKGRE -
HHFENDZ LI R MEE
ERE) (120220192)
OB O R W RRRE - IS R
INATHEENOR LI R WMEE N7 U Y+ (L
BAAE) (1.20220193)
LR EROPA R HOFARY T E T IS I e
NATHENOE IR I WEE XNV VY FRIL (1
ESEE)  (1.20220194)
B OO R W ARKDIE - WIS/ ERA S
INHIHFENOEMS IR MEZ X7 U & F)L O
BIREOM 1[5 O % - HEoEN) (120220195)
- EAOPA DT =ARY S2 8 ST W) - e /N
AHENOZYMEICRIMET : X7V FFI (F
FOOIEEATE O SRS (L20220196)

PRI DA B D m W R RS - RS SRR A
INATHEENORE LI R LI REZ: N7 U F)L (B
FEIZ RS %50 1 [ 5D i - FAEEN) (L20220197)
T.Tamura,et al. : Jpn J Cancer Res. 1995 ; 86 (12) : 1203-
1209 (1.20220198)
1 AR (& Y — JWTESHE : 2007 4 12 A 12 H&GR.
FEMEE) (120230574)

P 257G fib . LA S ERPR . 1994 ; 28 (3) : 695-705
(L20220199)

e i BEEE S ERPR . 1994 5 28 (3) 1 707-718
(L.20220200)

A.Rahman,et al. : Cancer Res. 1994 ; 54 (21) : 5543-
5546 (1.20220201)

D.S.Sonnichsen,et al.: ] Pharmacol Exp Ther. 1995;275(2) :
566-575 (1.20220202)

SIS 27 28
IAVAEE S P |

WIS ERE R N
NOUEFFIL (B

HEFHERBROME S, EREV R (77 7+
OB ERE A - 2010 4E 7 A 23 H&FR. CTD2.6.4.9)
(L20230575)

95— B fil 98 S bE L L 1996 5 23 (3) 1 317-
325 (L20220203)

R EAT M HT IR S EEAR . 1997 5 46 (5) : 487-497
(L20220204)

1.Sekine,et al. : Clin Cancer Res. 1996 ; 2 (6) : 941-945
(L20220205)

g BB M 3 SRR . 1997 ; 46 (5) : 476-486
(1.20220206)

PRl B DR BR R AR IC BT 2 &R (¥ F Y — )bk
2001 4 5 A 31 HA&AR., #EMRES) (L20230576)

E N5 D ARRRE (¥ FY —)biE 1 2005 45
H 31 HA&GR., FEMEE) (L20230577)

IR A NME R O 2 EICB T 2 BkiE (¥ +
Y — )VIESHIE 2007 4E 12 A 12 HA&GR. HERES)
(1.20230574)

E.A.Eisenhauer,et al. : J Clin Oncol. 1994 ; 12 (12) :
2654-2666 (1.20220239)

J.M.Nabholtz,et al. : J Clin Oncol. 1996 ; 14 (6) : 1858-
1867 (L20220240)

P.B.Schiff, et al. : Biochemistry. 1981 ; 20 (11) : 3247-
3252 (L20220207)

25)

26)

27)
28)

29)

30)

31)

32)

33)

34)

L.Wilson,et al. : Biochemistry. 1985 ; 24 (19) : 5254-
5262 (L20220208)

N.Kumar : ] Biol Chem. 1981 ; 256 (20) : 10435-10441
(L20220209)

J.Parness,et al.: ] Cell Biol. 1981;91:479-487 (L20220210)
P.B.Schiff, et al. : Proc Natl Acad Sci USA. 1980;77 (3) :
1561-1565 (1.20220211)

W.C.Rose : Anticancer Drugs. 1992 ; 3 (4) :311-321
(L20220212)
T.Yamori,et al. : Jpn J Cancer Res. 1997 ; 88 : 1205-1210

(L20220213)

T.Kubota,et al. : J Surg Oncol. 1997 ; 64 (2) 1 115-121
(L20220214)

HIE Bt . QARRERERE R .
739 (L20220215)

& B At PE b N RL IR #1994 5 69 (2) : 234
(L20220216)
HEEERICET2ER (¥FY —)LiE 2001 4E5 A
31 HRR., |aEMES) (L20230576)

1995 ; 30 (5) : 730-

35) in vivo HIEER (& —)LI% £ 2005 425 A 31 H

KR, FwEWMATE) (L20230577)

24, XBFEKRERVEVEDESE
—T7 okt EEMERE
T 566-8510 ABF T HLELHTHT 3 % 26 =
TEL 0120-226-898
FAX 050-3535-8939
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