% % 20254E 12 H ET (5B3hR) BAEEER M EES
* 2024F6 HUGRT (452850 MEMEEHR 87424

Bk o SRR NI B X EIVESTR

AR JUDYUBFPI s 30mg/5mL k]
JUIVBXPID :100mg/16.7mLINK]

Paclitaxel Injection 30mg/5mL+100mg/16.7mLNK}

30mg/5mL 100mg/16.7mL
L BRI EERES | 21800AMZ10212 | 21800AMZ10213
) FE-EMSEOMFEI L VAT AL & BR5ERata 200647 H
. . 4 (A 50mL % A= B8 AR LIS 5% 7 N i
:Yi%wAaﬁAmﬁﬁém RARICHAHBTE BE o 2L )
BRI 5T, #FACEAOAI 9 ATH - B E S cxi |88 (AR SAImL & AMARILE S T
EFDS & T, AEEDEY EHE S N BEFICOVTO
REWT B &, £/, ABEBIAICKLIS. BEXIZZEOD 4. HREXIIZHR
RIECEMMEROEREE +OHBEL. AEE2ETHOE OBp &L
54528, OF/ I\ R RafiiE
1.2 XFOBEEMEEEL - EE 2 5h 36 (B O3FLE
. BEm) $3VEEEOBRBRSICERLEEEZRS OB
NAREHHFBHSNATVS, SENFEOEELEE OF ==
APEIBC LN HBNDT, EEICEKEE (MERE. OBRX S ERELEH T 2HANE
AP, BHEERES) 217548, BEOREET OBRXIEREBZH T S REHE
PBETBI L., AHICLIERELBRERORE S OmEmRE
BIEd B0, AHBREFICLHTHBEEFTI &, OETRIIBROTEHE
[7.1.1, 7.1.2 BRI £/, §TREEERLABEICHL OB g aMORMRES (FBRER. EES. MRS
THREHIPHEE S TVBNDT. BEOREEICHHE &%)
BEL. EERGBUERIPRBEL 5813, FXFHDOEREEE 6. AERVEHS
BICHIEL, BYSLEEITO Lo oh, BRTBHE I/ NIRRT B ONT B R0 1% A 3% HEAT S 2.
KPR EFICIE. AR ZERSELEVN E, HIEI T ABEXIEBEEHHT S,
PREIEI I A BRI NVERT T F 0 L O CEx T
2. BE (ROBECEBELENIE) %o
2.1 EELEHIR OS2 BE [E BRI EREET© BRI A U E A T S,
B . RUEA N, BELT AR S B ] P EER ML O ITH I 5 12 13 b o BUEMEIEE A & BRH T
2.2 BAIER OB LTV 3B [EFEINIC LY, BlEs A REREAT %o )
WE XG4 2 BENAD 5, ] PIE A IRBIEAE & A 3 2 BHSEHE . 8 LA R R 2 5
2.3 AALIEEY AFLIFL v L L EHE (F1212 A FiEfi. MERIEIE B 3 E S 2,
S u AR VRS o LBREOBAERED S 2 AT AEFROTESEIEICIZ AT I F EOHTD X
5 (I OHEMESH & BT F % T 5,
2.4 AR SIEIEE LT B TR D & 5 10PE[9.5 BI]
2.5 ROEAEHEGHOBE  VANT 4 T4, VT F3 AR B B ) s XL LT 1A LE
F. 7O A LN D YR [10.1 2] 210mg/m? (REKIEFR) % 3 WM CTRuEHEL, 27 L
b 3EEIAIET 2, CNE 17—k LT, B5EHD KT,
3. AR - MR B @lw., MAIZIE 7)) F e LT, 1H1M
3.1 #5 100mg/m? (REMFE) % 1 BERAF C Aot L, 8 1
. B F L VE YD % 6EERE L A kb 2 MRS 2, ShE 12—
e 30mg/5mL [NK 100mg/16.7mL [NKJ LT BHEHRDES,
. 154 7 )L CH# liE., WAIZIE N7y F L& LT, 1HILM
i p—y 167mL 80mg/m? (KR % 1 BRI 2 C AdiiE L, 8 1 A9
T — 5% 3EEHET B, ShAE 1L —E LT, 558D ET,
FARS | 797 RN Smg | 57 )7 XD 100mg Dk @A, BAIIEAZ ) Z R L E LT, 101
RIAF AT VoL | RUAT T L oes 185mg/m? (R % 24 B2V CIIBIFE L 7% <
VAl WK = B 10m e y— ;%BE@W%TéO:ﬂ%17~wttf\&5%ﬁnﬂ
ks ) — v ik B . WA 2 ¥ %2t LT, 1H1HE
3.2 SHIDOHRK 80mg/m? (RFEFR) % 1 BERIA G Coamie L. 1 e
i, T ) 8 X VE IS7 ) F XL IVTE G 3R L e &b 2BEMKRET S, Thie 17—
’ 30mg/5mL [NK]J 100mg/16.7mL [NK LT, R T,
IE2IN A e~ F 0 8 B O R T O Y Flw, WAIES7)sFE e LT, 1H1MH
pH 30~70 (10v/ V%K) 175mg/m? (fFKIIRE) % 3 W) CriiE L, 2R e

b 3HEMAET L, e 17— VELT, G2 LT,



8. EELREANER

8.1 BRMIHEOEERFEHANES 5 2 L2 5 0T HHENIZ
FRRtgs (M. IFEREmE. BHERES) 217o %
ELBEOWREE TSRS L2, 0. FRASENMIC
D725 EEIWEHDR & 5 b BIEMICHR T A2 EhH 5
DT, HHIFEEIZFT ) 2 & BB, HIMEKRD P BRETH -
THEFWHLRIFHIREA % 5B 2 EH 2RO TWAE I Enb,
MERAEOBIZIE, AIMERG B OWEZ EfT 52 & T
KEN O 512 & 72 - Tl G-CSF 455 0 @6 2 s 2B L T
DEETH L,

8.2 MELBHMILAEI 52 EHdH LD T, BEE 451247
W S el OER (PR IR, . AR, SEAR. IR,
AL, M RIE, JETEE) 25 5 b HaI1cid, mH 2k
il U B B R AT 2 o AFIRG-BIAATE 1 EERNZE
EZNA 7V A > (ME, IR o€=%") > 7xf19) %
&L BEOREE T3 BisT 52 L,

8.3 {RILFE. FINE., WIREDR 52 L0 5 DT, KH#HKS-
BiGH 1 BEINESREIRNC N A & VA A > (IE. IRINER) o=

B L, BEOIREICL ) EEWHET 2,

7. RERUVHEICEET 338

7.1 REHEGC X 2 EERBBUERO R A Bk % 720 K5
OIS E 17 2 &

7110 ABROF

KRENREGH 12~14 Wi m M OV 6~7 FEfRG 0 2 [\, b L < 1
KA 30 AT TG AR T T4 L9012, 1T XH
AU VEEIATIVE M) AEFHE(T X A s vk
LT 20mg) % #RMTES. ARFIFE54 30 7700 £ Tlofel- %
MTTHEIC. V72 RT3 UGS (V7 b R
73 UHEFRE L LT 50mg) xRS REHEGR 30 4T
FTIHGERTTLLH12, 9=F Y VIERREESHE (5=
FVrELTH0mg) FEFH 7 7E€FYy (77T TV
& LT 20mg) *EMRNIES-§52 &,

7.1.2 B, Cik DERVE

(1) AFIFE5H 30 T E TG 2R T35 K912, 7FH 2

) VBT ATV MY AEGFE (XA L L
T8mg) RUT=F YV VMR (5=FY 2 LT
50mg) XIZFEFH 77 EFY Y (77EF T E LT 20me)
EEIRINBS. Y7 v BT 3 UHiEERE (P72 e KT
I VIR S LT 50mg) ARG LIk,

(2) 7FH ALV ISR 8mg & L. KRIAIFEG-F F Tl2
EBIEIR D FEF DT S L7 o 72354 AL ERIR EAF ICRTE O
VIBEEIROSG AL, 2 BH 0% X 0 R (dmg) 1ZHHE
LG LTh Lve DBEORGHEIZBLTHRBEOSE. =
FTORM Img F TR LIS LT L,

7.2 KR OHEZH Tz - TE, HEFEBICTRICEE L, LB

IS AR, R AERmT 5 2 & 7o, B RN RE E s

FEH L7258 R B o3 G- & i o e o B2 25

W, HE LTSGR EET b,

CAE
HIER K O FPER O ZE B 150 B L3510 O BRI A C
H IMEREE S 4,000/mm3 i AL P ER-EAS 2,000/mm? il
ThiuX, FHEENEET L F Tk ZIERT LI L,
Pe55 . FIMEREAT 1,000/mm3 Kl & 72 - 72854 1212k [E
O GEEHET LI L,

-B ik
Ko —VERRET L (R —vzEdEt) ., #5E oK
B AF T I Bk $A% 3,000/mm3 A il X 13 U b R %A
1,500/mm?3 Al T AU B B RED A 5 F TiEik G %
T2 2L, A—27 = VINTORFIDOFGZH 7> Tk,
2551 o B R AR A © 1 MEREAT 2,000/ mm3 A A3 irEk
A% 1,000/mm3 Kl THIUD, BEIEREN HET 5 £ T
PG 2T 2 2 Lo $e55. FHMEREAT 1,000/mm3 i
Lo A IITRBlORGEZMET S L,

(W %)
ERESVIREN I B ERESR Y
BENCEPEC 210mg/m?
Ak 1 EQIKEK‘{F'J:&E 180mg/m?
2 B 150mg/m?
3 B iR 135mg/m?
BEICE VSN 100mg/m?
B 1 BBk 80mg/m?
2 BB iR 60mg/m?

7.3 AT HFEOFEENRICN LT F ke M3 254613,

BEH S BB OPEMEELHNZ 2 W T EP ORI O A K5
A VHERSEZIITHI L,

ZN) TR R EBEOREL TICBIRT A L, HE
LRIMIEERED D S b A2, Y 2 WLE 21T, F
DBROAER PGB LTI CEOE=5 ) ¥ 7%
o7&, BEORELX THIIBIRT L L,

8.4 PHHIE K O Wi AT IR 2 5 0T, g 2 00147

WUERDYD S b N A B A G- 0 @ ) 2 AL E % 4T
9T ko JERIE RIS, BGMGR 2. SHRICA b,
720 Bilor— (1~37—)VH) k)BT 2@E012H 5
DT, THEETHI L,

8.5 AN EHIEITEZ 20T, BiFEZ 0TV IERD S 5

O ELES 0§ 5 EH % 00 AT SR B 555
DOBY L EZITH T & FAUT IS, F5-FRHEY 6~10
HlZhSbi, F72. 17—V H OB S WEITIC S
LT, THEETLI L,

8.6 RIHEMENSHEISRZ 20T, BlHL 712479 2

Eo JERIT—MIC, HGBIEEA 3~5 HiRIZH b b, 7z,
FER DRI 72 5 & FEBUREED S < 2 A MEINIZH 5 DT,
BHHEEIAT) 2 Lo

8.7 HH A IR oG- T Y EWE- A S 5 b b

CENHHLDOT, HHEOEZICTHIEETAI L,

8.8 KRANIMAKT Y /) — V2 EHT S0 HiRETHT IND

V7 e NI UREREREE T VI - VOMEERIZL S
FRAR AR OB R O BB DS B O T AR B G- 14 D B
ZORBEBLEL, TV VEORBREDLNLEAIZIE,
H B @ iR ) B O BRIEICER S v X ) E
BEYAHZ b,

8.9 BHEAHRME. fmle. MAEAME. F=%E (D). JiE (C

). EMIaES . B (B ) SRR Y AR, B
FSCHR ([ LD LZNEO @ W ARAKRRRE - B FEMG &5k
BHHFENOLEIR D G EH ] V05%) 28G5 2 &,

A0 JEERBSEGEREDS D 5 b b 2 DD L DT, MG TEMR

B OB R 2 1T ) 2 &V EFH OB T o0 I Blg S
Z):ko

. BENEEEETAEREICET AR
1 AHHE - IEEZEDH 28
A1 BEMFIOH B 8E

FHIHR TS €2 BENMDDH 5,

A2 ZIva—-SEREBRE

KHN %54 BGEIIZMZIC L Y@ e ) 2l 5 2
Lo BANIBHNE LTHBAKLY ) —VEEET LD TV
— VOPHEAERNDOHENTRL H SN BENDH 5,

9.1.3 EEMMR X IIHIRHEED » 5 BE

JEREHESEDLBEND D D,



9.2 BRREEERE
EFRRAEDIKT L T A O T RS H 5 b s B
5o
9.3 FFikeEeEEERE
HHERRSEPRT LT 20T EEAPMH bbb B2
Nre s
9.4 £JEREEHT HE
9.4.1 JHIRS B REMED & 5 T AFIH G- RO G-#T
fe— IS B 2 2§ 5 L) ST 52 L. [9.5 &
sy
9.4.2 /3= b = DRI HTTREVED & B FIEICIE ARAF T
B OG- T te— B WM L) 2 Mt 2§75 X H 88T 5 2
&o MHFLEEEMNIE 2 v 7o R R B RS ER L O~ 7 A Bl
HiE e M7 ERICB W T, BEFEIHE SN TS,
9.4.3 /N R UM RSB BE 2 i O BN AT D LD D B Yy
i, MRS T 2R T 52 Lo
9.5 Wiz
T IR L TV 2 TREMED & 2 I 1345 L awnwZ &
BWEE (5 b v E) ICBWTRGIEEN. IE - B
UAE s T\ b, [2.4, 9.4.1 2]
9.6 &ilw
BIAL W EPEE Lo 8% (7 v 1) Tiith~o

A%

FRIRIEIR - $51E 5

B - bl T

PSS A

B BP0 2 O RIE
RS S BTN
b b PFHREEIT
I Bz, BEOIR
BB L5, W
w95 AT G-
EERYHZ L,

B HIHISEO TS
N2EMERAERL
T,

VATTF

KA ATTF
DRI L72BA .
HFDNERF TG L7
it &0 F B s
HMET52BZNHdH
%o PEHBEEZATH
LA AFE A
75 F T ORI S
Té:&@

KA ATTF
DB L725A .
N7 FEILVD Y
V7T ARKTF L.
N7 ) F RV D Il
RS LA S,

VATTF

A Ao ek [ )% B R
TAEBINDD B
PERRREZAT ) B
1213, BEOREL @
BLENHEET 5
7 A3 5 1 W % S
4252k,

RG] N
ENDBEMEHE LT
EHL TV,

BATPHE SN T 2,

9.7 MNEHE

NBER MR E L2 ERRABRIIIER L TV 2w,

9.8 EHE

FEIE OV B G- MR = L N R (fiieds, i

PRAEIAE . B AR RER A

) EITH R ELTHEET A L, —f&

VAT RE DM LT B 2 &% Bl sEdd 5 b

J@j‘lf\o

10. HEER
10.1 FREZ (A

LW &)

HH 2%

WRRAEIR - F 55 i

Wiy - fafii T

VANVT AT A ()
VA<D
YTFIF (T IV
1 F)
VAT AR A
I EmTah Ny
>)

TOU 3 — VRS (BT
WAL, MERET.
Ly HIR. O F v, I
WL PRI, R 45)
ERITBEINED
%O

KRNELy ) — V%
HEHELTWA D,

10.2 REE (A

(SEETBHL)

FH 2% BRAEEIR - iESEE | W - falRiE T

TR ) 1 8~ > T S AR A BT LRI Td B 2%
O LS EC, E BEk (vv X)) T
15 7 BB 9 UL Il G AR 0 12 & 2 W A IR
RAFEBLL 72 & O 2N FR0 5 h
HHRED L. FIT H|Twa,
BEIzid, BEONE
WZTER L A RNl
ERSEHSMBLL 22
N -k S04
ORI ) 2 1 5
2R L SR Y) 2 ALiE
T 2 &,

TR AR A HREIH S 2 R R | R S o PR S

5L HDT, i
M3 2561013 BE
DIRFEZBE L 2
5 AH 2 BT D A
AT HE G- e % It R
THI L,

NLEMEHRIEE &
BWLTWwWh,

INIE VA VR SRS )

22

KE%Z FEFv ey
YOWNIEG L
EL B ONER TG L
A L B R
MRS H BN
5o PEHEEEAT
DA, AR & R
FUNEY VDB
w53 HI L,

AHEZ FFVILE Y
YOG L
AH.FFVLES VD
7T T ANKT
L. F¥virEes o
MR LR 5,

INIE SRV VR GRS )
/35

LAY 5 B
ZND D Do PFER
BT Ypaisid, B

NE-HEM O A 12 &
D, F¥FVILEey v K
tzof#mTH S

HOREXBEL 2| FX Ly ) —
PSR B0 | O I P E A AT
B HEELEY 5|5,
ek,

vy IvA, BRGSO BEIVE | O O3 # 25 P450-

7 =V R BUE T F
(33— )5,
<~z ug 4 KR¥E
¥l () 2aa~A4 3
EON

Z7uA FRAENVE
VHEI(mFZ VT A b
T T — V)|
Jerpvbyvri
VAV AVNE SE VAN N
V7ayh— (=7 =z
TE ),

M/ZA= V.S I N
X IVIERRE, ¥ =
>R AR, X 5
ST A, TxFEF
ULINNTFZT MU
[ ewiEY)]

MRS B B
b b PFHRAEEIT
I Az, BEOIR
BB L5, W
w95 AT G-
EIERTHZ &,

CYP2C8, CYP3A4 %
ERHEL, 282 & &
LV ORI E S
VASNPA /A I Ao ) 7))
MR T 5,




HHN FRRIEIR - 5B | W - ERET

N-AF)VF b T —
VFFAF VLA
T 5t 7 bRk
g
A VA PN
BRI, 27 + T
MRy VNN )
TRGTYF Y
A kTI)TA
RN ILY/N
7 A= F
MDA, TFEF
t7F R YT L
ArOa=Fy— )

KHAFZZy ) — V%
GEHELTWD 20,

TV a2 — )V (BET
WAL, B, HEIR. £
. BES) 2RI T
BENDDH D,

1. BMER
WOFWEHD S bbb Z EDHBHDT, HERT5IIT,

FLH RO SN A G & RS 2 7 ) e i &

192 &,

1.1 EXAEEA

1M1 >avy 0.2%. 7+7147%2— (0.3%)
WP PR B, M. AL . AR, DR, EIAL. IMAETRIE. ST
SEDREDFHD b NI B3I G % kL By 2 ALE 2 4T
HT E,

11.1.2 BB ZE OB HEINE
HInERiEA (61.4%) . GfFhEkisid (55.5%). &l [~NE7 1
YA (30.7%). ~N< k2 Uy MERD (5.0%). ARimER
WA (11.2%) %=1, MvIVGEA (11.7%)  FLinEkig 4053
LbNbIeNHb, £/, BHITIOFRIC LY . BIE
URBERES: (2.3%) . FAGERG: (4.8%). HriifiE (0.9%) .
WEE (1.0%). Mgk (1.1%) %] ofEsHmE S hTnb,
JEGeE, MR O S B UE I E HEET A b AL
Tl HIMERK O Eam A O RARME £ oMK (el &
FNENHKGBMER 11 His, 13 HE2I2H 5 b, RIEMEIEH
H7 5 [k, ke 127 Hi (hdafil) CTRIEL 72, F
72y BEETIE, HILER K ORI O BRARAE £ Coil (fh
Jefl) L& b ICHEGHAE 22 HRICh 5 b, RIRHERHEA
A5 FIMER. FPEkIZEn -2 14 O (Foefl) 13 AR (e
Jufl) TREIEL 7z

11.1.3 RIEHREE. KE
L O EE 0 R MR (43.8%) . R (0.1%). A FRJE
(0.1%F) « NEpm HEARH) Bdobnd 2 Ldd b,

11.1.4 BEEMRE (0.5%). FEEE (HEA)

FEE LMk, D PR OIS X AR A SRR H e
A3 G % b U BB R B R OV E R OG- E oY) 7
WiEZ1TH Z L,

11.1.5 SHFREBAEREE (0. 19%:A40)

S HEFT S B IR R ARERSRAE . FIHIVE O F AR R
EDEE X MBS RO SN S 2k L,
Y ME1T9) 2 &,

11.1.6 OBHBEE (0.1%Ki) . > >MEOFRE (0.1%AKi0)
DIEEEE (HEAH), BER (0.1%). mEtssiRx
(0.4%) . BzEeh (0.19%A0) . BhAKEE (0. 19%A)

11.1.7 %8 (0.2%). BB (0.5%)

11.1.8 HILERESE CHEARH) . HEEFF (0.1%Ai) . Hik
& (0.1%K5) . HLEES (0.1%)

11.1.9 EERBR
PRI g (0.19%A0) . it RIG% BEEERIA) . kil
YERIGS GHEARI) S0 5 bNb T ENHILDOT, #LwWw
B - THRIEEDSH S b NG A 3PS A ik L ) 2 i
2ITH T ko

11.1.10 [FEFRE. BERE
ERE (1.6%). BERE (0.1%) (EHRAIR, Bl - I
ML LR, B8, IR & 2 IS IE AR K O A

NN

WS i

s A
(il =T

) R REEEA L ACBITT A LD S

DT, BEMZE, BEREDTS 5 b 2a i3S 2 ik

febs

L. W&

TR 5 D SE B 73 L iE %

4= x =

152

ko

11.1.11 FHSEEREE (4.0%). BE (0.1%%m)
11.1.12 % (0. 19%F)
MFE7 I T — B I8 250 5 a8 121335 % d ik

5 EEY) R LE %

4= x -

752

tO

11.1.13 2HBEE (0.2%)
BUN, M7 V7 F =, ZLT7F =y - 2075 v A%
VZEE SRR B NG ARG 7 kT B 7 L) Ze AL
1T 2 &,

*k11.1.14 hEMREIBILBAEAE (Toxic Epidermal Necrolysis :
TEN) (HEEAH). KRIEHIRIRAE(REE (Stevens-Johnson fiE
&3 (HEAW). ST FEAH)

11.1.15 BEMMENZEERSE (DIC) (0.1%)
M/, s FDP M, M%7 1« 771 /7 Vs e o Mk
TV DR O NG A3 5% ik L ) 2 MLE & 47

)L,

11.1.16 FEBAIRERE (HEAY])
BH DO b NI A 3 G- 2 bk L B E (AR
B, RIRBRMAETSHRAI S O G. BE) 2179 L & bI2,
FERDEES 5 £ TREOREL T0ICBIHT 2 2 Lo

11.1.17 BERE (MR AEREERRZST) HEAD)

BATHED 550 & | s

S MU, EILE., RERRREE

ENRRO O NIGEIIE G 2k L, B2 REZAT) 2

&O
*11.2 ZOHBOEHER
Of ~ O,
2091 M)ﬁgﬁw S | AR
BT %95 S
(I E REENR . B
M. &0k 0]
U . i
. LB
R e LR
B 0B Al
B 0
. LAk
Pl
Tl - L TR PO U B, BE| ot de . R
(35.1%) |45, UM% | R . %, Bk, B
) S LA | B A
B K
Wik Wi TR
= k.
EHEE | [
Bk, B5.
B A
AST L &H .|y e~
\ AP 5 | F5
R LDH Lk & .
ALT k&
ERERE. | LT F =
BUN L5 |v L8 &
R R
R B, IR, B
Rt R
O B
W%

— 4 —



20%L) 1

5%~20%
A

5% A i

BRFZA

]

b £
(45.3%)

T L B
- NIND) 5
T OREE
BE 9%, 3k
LA BerE R
B, RKEZF
BEL Bz E
e MZE

BEAR 795 1E
B 95 BB IE
ZAL, HiE
TER g =)
TYhN=T
A FRIE
(3

R UIELER

LE WV, AN
. A%, 9
OFF . EHR
[N N
B RS
P R
JEE) IR e
SE . BRI
T Bk

/N

S
&

R
i
s

i

_2{ w
= N 2
a2

b=
e
/ C] ﬂhﬁ
X o B B 5

i
b

UNERE NS
RSN V)
E NI S S
LRI
Hg . M
NS
I HE A 9
MG i
%K. TRE
LR I
I, SERE

[N
FENE

GRS

ERUAE

KBRS
BEN MR
B BE AR

L EIER

I E. B
B

(BTN SN
4 7))L
¥ R 5
it IE P E
. S,
PREBIN, 7
Hig A

B HT W
(32.3%) . #i
A T
(28.8%)

SHET B

AT

Z DAty

FEBL

NRCL

Moga . I,
BB
AN
TIWVT IV
WA B
. ZET. 12
WL g A
I, A
B EH
e IR | A I
VNN

A AE

D G Ehiky s L

T 2) JEBUHIEIE. IRNE. RN, fLE. B
PRRE B 2o 5 & U7z IEIN AR TOAR USSR O DRSLE  FLI L 2

XG & U725 TR B 1 A G AR AR 3 O 2 i B B PR At
BRofE R ED SR L 72,

14, BRLOIEE

14.1 EFIFAHNFOEE

14.1.1 RHNL 5% 7 F 7 FEEFHE & 04 AT % B < o3
HEAZRIFEL N &,

14.1.2 RENIHEM A AT 5720, IR IZTEE2 5N
LI ENET L, FFICHEESHE LG SILELII SR
DOFAKTE LTI T Z &0

14.1.3 FREEE IS, EHHSHIBA SN TN BT ) T — Al kD
NEWEEL D Z LD D Do MEBITEEH IR EDH 7 v
PHBCTHERT 2 Z Lo REWDFRD S NE IR L 7%
Wz &,

14.2 EFIRSEFOEE

14.2.1 BRIRPIF S-S L, S8 MM S & FEGHERAL
RS - AR 9 2 LB A O T, FEAIMEYHN L
WEI IS A 2 b F 7 DRNCFEBS % 583 L 7210840
B & NZ R B AR AR & TG L7236 DAl O FEFHB AL
FRGEBERET L E Vo2, WhWwd [Recall HE | 25580 5

N7 L OWENH 5,
14.2.2 AFNE, @R, TE 27208218575 2
Lo

14.2.3 AHIF G, A KO F 3Tl 500mL @ 5% 7 K 7 fi#iE
SR A AR IR AT Ly 3 BRI A C AT A =
Lo BiE. CHERUE ETIZ 250mL O 5% 7 F 7 #EEHE 3L
AR IR L, LR 2 Tl A 2 & D
T 12 B 2 [N CRIE R 0535 2 Lo RAIK
g oda% 250mL O 5% 7 F 7 BRSO d A4 P AR
BRI, 12 BRI A CHidEiET 5o Sk 1S E LT, 2
Al LTS3 %,

14.2.4 RHOFEFRIL. BEFRBICH 2720871) ¥ 321
M & UCHIH S Bl Rtk 5 O T, RFIE G B2,
0.23270 YU TFDAYTIT T ANV —FHWIA T4
ITANVY—EBLTHRGTLI L,

14.2.5 [T At v NETERAO GRS 2552, W
#] & L C DEHP [(di- (2-ethylhexyl) phthalate : 7 # VR -
Q-2 F AT IN)) ZERLTCWLLOOFH % EITL S
s,

14.2.6 B R 72 A L CARA G T 525613, Fa—7
W2 258 (EFED/NE 27 14 V& —) HSAA T N7 di
v N EFET AL F SR Y TOWIREIIC X ATT T 3
N7 ) F X NORERDA B G E S Ry T OISR
5T ENDHDHDOT, A AAE Nl Y MZER
LanwZ k.

14.2.7 RENTIEAKMEFFHE CTH 0 . T AR S - g8z sk

RS AMET L. 1O & SHEB A 2 &1~ UN & <
B 720 W v b d A WIIERE AR v TR AW AEEIZLT
DRIV EET LI L,
CHRETHANTHG T 28E6 Wity MIERERTn A
TG EEZRET S & I A G EDE T
LDT, HHAEEINSETCTHRET H2FOREPULETH S,
TR R 7R O A AT R E RN S TRk
ET LHEOMENPLIETH L,

15. ZOMOEE

15.1 ERERfEAICE D 155

15.1.1 FA GRS B VT, EE 2 BV EN R ok E o
ST, KSR 25 KRR 0 3 AR LL 1 o JE ) T i
0.27% (561/1,862 B1) T -72H% 3EM XY o 7256
TIX 1.41% (12 %51/852 Bl) Td -7z,

15.1.2 HOghsi: (2 BRI L 72 RES 007 00 B2 i 52 % F6 30 L 72 1%
HEDD 5 EEARFN E LG L7286 R R B8 2w



FHIET L LV, wWhWwb [Radiation recall BLR | H372
DN OHEND S,

15.1.3 25K & oo R B 95 1) o i g s ik 2 R L 72 B
T, SMEHIRE. SHEIERERERE (MDS) 254 L7z D
WEDD Do

16. ZE4ENEE
16.1 MeEE
16.1.1 BEEZE

BRI R 1282 ) 7 F B )L 105~270me/m? % 3 B
HI 70T CAEEE L7z & & o IMAEhiERE L 2 ik 2R
L EdiE 9.9~16. 0 BRI CTd - 720 AUC U Crax 13
IRAF W 70 B IME T % R L 72 b BRI IR AR L
AUC KO Cax 13 G- O8I LB 3 5 DL L o B e m %
RL72Y,

(JB) RHOAR SN A FEOHREIL 210mg/m?2 TH 5,
16.1.2 REHE

B B 12827 1) & F B )L 80~120mg/m? % 1 B 22 1F ¢
BUEEE L2 X i 8.5~11.6 Bl TH - 72 AUC
Tt U Conax VA BARAFDY R BEINE 2 7R L 72 MU BRI IR
AR L AUC IO Cax (382 52 O8I JLBI5 5 DL Lo
BMEm 2R L7z, 72, 6 AT BT HBRIT AR L.
EWBIRE I ZZALII A SN Do 729,

(7E) ARH o B #EoAIE, FLHEIC 100mg/m? OFRETH 5.

MAEFEREE /X5 A — & (100mg/m? % 50 P15 1H)

Cmax AUC ti2 CLT Vss
1HE# 5.9 8.1 8.5 211.5 50.0
HEF ug/mL  |pg - h/mL mL/min/m? | L/m?
68 H 5.9 8.5 12.0 208.1 71.0
i ug/mL  |pg - h/mL h mL/min/m? | L/m?
(n=6)
16.3 41

S v M ZUC BEEAR % B BT L 72 1 O HLEE N T R 1 11
B, PR AR A B S IRRR - AR ISRAT L. HRIC,
FPO. AL, Mok, B0, WEOMR. B, M. R CE A
RL720 kB MIEZHWT in vitro TEAGERZME L2
KL 0.1~10uM DHEFEHIP T 84.2~88.8% Td - 7210~ 11,
16.4 38

b MIBITSERBWIE Y I 86 oKL KU 37
= ZVEEOKRILE T, S DHHIC X P450-CYP2CS,
CYP3MM D5 THAAMEEG L TWwE I EBMsTw
612%14)O
16.5 HEtt
BAEEMESGEE 287 ) ¥ ¥ 2 )L 105~270mg/m? % 3 K
W20 TR L7z & & ORB LR R PR 1 3 5%
75 B £ T T 15% KT o 728,

(F) AR OEFE SNz A EOMEIL 210mg/m? TH 5,

17. ERERRIR
17.1 B3R UORLMHICEE T 2 38R
17.1.1 EREEFRHER
(1) A
HARENIZBIT 87 1) & F 1)L B 3 B S A 3
V2 & %88 TARRER L. IR 66 B, FE/ i s 122
B, FLIEEE 65 B, BaEEE 108 B, T-E 4 23 flE R &
L CHEMS NIz BEFIIR 3 2 Z28R1E, INHE 26.6%
(17/64) . FE/NH0 B Bl 98 35.0% (42/120) . L% 33.9%
(21/62) . B#E 23.4% (25/107). &R 30.4% (7/23) T
o 7-16)~20) .
F 7o, BRI BT 5 ME MM 0 FEHEIL, 1.6% (6
B1/373 B) TdH - 7220,
(2) B

X7 ) E X )V UL IR ST ERE O B RIS X % 5B TTAHEUER
13, FIEERF 69 Bl 2 o & L CHEM SN AR SR
BIZRS§ BZEahE1E, FLIE 44.9% (31/69) THh o770

Z A VEEFRT 5 181 B (RFEIL O [3h8E - A0 (2R3 2 [E
HKERD 112 61 % &) 12817 5 BEMN 0 FHEIL, 2.2%
(4 B1/181 Bl) T 7220,
17.1.2 BHEEREER

WM BT B 87 ) & X 1)U Hopl 3 e fAEEHE O 3 B R
¥4 (& 175mg/m? X3 135mg/m2i) 12 & 5 45 I AHEER
1. PRSI R 195 B, FLIEEE 471 Bl AR E L TEBS L
720 SIEBNIRTT A Z2505IE. INHE 14.9% (29/195). FLiE
24 6% (116/471) Tdh o722 2,

1) AHOEKBEEIN AFEOHREZ 210mg/m2 TH 5o

18. ZExhEkig
18.1 {EARF

WUNSBEHES R MET 2 2 10X ) NS oE L BRI
WAL &F I L RAOMAEZ BES 5 2 22 X ) Mg
x B L CHUESE S % 5 5.

F72. 37 ) F X VLR EEMINE (HeLa Mifg) %MW
Pt AOBRERMRE L2 E 2 A, BEMIZ G2 + M MO
HINE Gl B O ASFE S AL, SEHITRIN 18 KUY 27 HERH
BIZIXIFE A COMMBIA G2 + MBITH Y 4 ko gmtk%
RL72e ZORRELD X2 ) 5 X2 VITHIEEZ G2 + M
WTr7ay 7 $5EEZ5NLHB),
18.2 HmiEZE1ERA

~ v AR Y N UREUE (A2780). FR/NHIALATHE (LX-1.
12987, H2981). Ly (MCF-7. MX-1). ®H# (MKN-1.
MKN-45, MKN-74, St-4). FEHHE (EC-1-JCK) 1 L.
JEBBARRD R B ISR HFEIIHI AR AR ST b,
in vitro DREET, Y A7 FF >~ (CDDP) Bk b IS
FAEMINE KFL & 2@ CDDP M PE#% KFrb (26 L RE5 5
FIZDEATFED H T 52978,

19. BRI SICET 2R

— WM& FR - 2827 ) & F v (Paclitaxel)

54 0 (=) - (1S2S3R4S5R7S8S10R13S) ~4,10-Diaceto
xy-2-benzoyloxy-5,20-epoxy-1,7-dihydroxy-9-oxot
ax-11-en-13-yl (2R3S) —3-benzoylamino-2-hydrox
y-3-phenylpropionate

753 CarHs1NO14

5= 853.91

b

P R X7y FEVEHBE~-BMEALCORETH S,
NN-UAFNVTEFTIFIZETRTL, 7=
FUN, AF =V AETF 7 —)b (95) IZRRRET
RF L, KIZIFEAERHEIT RV,

20. RV EDERE
20.1 WERBRONA TVEFHICANTRET S &0

22, A%
(N7 1) 2% +ILiE 30mg/5mL [NK])

5mL (3271 % %+) 30mg &F) [1/54 7)V]
(N7 1 Z%+ILE 100mg/16.7mL [NK])

16.7mL (7$27 1) % ¥+t 100mg &F) [1 /54 7 )V

23. FEXB
1) BB LEOVEMEOE AR GRIE - @IS/ GRS A M
FENOFE MR D EIEE X7 ) F X )v (TEHSEHVE)

_6_



2)
3)
4)

5)

6)

21)
22)

23)
24)
25)
26)
27)
28)

29)
30)
31)
32)
33)
34)

35)

24.
H

?

R _E O WEED R\ R AKGESE - IO PR SRR A M
FANORGU IR LSS - 32 ) ¥ X )v (FEE)
R E OV ED R\ R AKGEIE - IO P EERRT SRR A
ANORGEU AR L HEE - 37 ) 7 X (MERIE)
R E OV ED R\ R AKGESE - WO EERRT SRR A
ANDFEAMEI R WEE /87 ) ¥ 2 Rv (TEE
i _EOWEED R\ R AKGESE - ISP ERT SRR A
FANDORGEG AR L HEE 37 ) 7 X v (GIEIEDHE
1 B¥5-o - o)

R _E O WED R\ R AKGEIE - IO PR SRR A M
FANDORGEG AR IS - 37 ) ¥ X v (FBEEILHE
HHEO IR ESS)

R _EOWEED R\ R AKGEIE - IO EERRT SRR A
FANDORGEL AR L HEE - 37 ) ¥ v (BEICHT
%3l 1 350 e - F=Em)
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