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HEAH66Z A L7 7 v NOAEGFBBREZIERET 5047252 b MEEZEKU-1 08
S BT 52,

@ PEHZhE

VETENEYA I AT UC, TAFa T T IIv ANVAT NS KR, XU vE
UMEERE, RV ET UEEE E AR, A R ML XY— T B U RATF R,
BT I AF UM, V7 akR A7 7 I R & AP R A R 37202 W~
A h~A v C, ZNAry T EO3FIHAMECY 29 R OE Y Ve R, AL
K7 RNT U KT & O3FIPFDPC? 20 [ IARFGN R AR T (L1210~ 7 A H i), 7
HITENIRX VIV E S UHBE T2 Z 22k, 7 v MEREEEBC-5012%F LT
PSS 32 Hsi 4227, #ifb b NEEAIIE 2 O 2EBR T, VAT T T v EHEDRED
HHZLHLEDOLNTNDY,

(3) ERARIREFMAE - FbE
MR L
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VI. EYENREICEE T 418 H
1. MPREDHR

(1)

(2)

(3)

(4)

AR LA PR
B L

ERPRIBR CHER SN ERE

<BE>SWHNOT—H

O HIEIFFIR S
SH-2 4 7 B D67~3000mg/m>™ 2 i B I HRIFFAIRNES L 7= 354, o2 Z e s
BEIX MM EZ R L, F—M10~204r, 5 M2~3RERI O =R CIHR L7

) ARFN OG- 1B &135.9~200mg/m> TH 5,
@ Frfoe sl W RN S

AT 20mg/m?/ A A FEERE P A2 14 B RS R IR RS L 7256 oo i
TR EHER 22 R 9730,

l

107

=
10°® . L : L . L :
0 2 4 6 8 10 12 14(A)
R
MU ER e L

A% - HAKORE
LR L

2. EYMEERNSA -4

(1)

(2)

(3)

(4)

(5)

R A%
-3 N—RAU NEFNMICE O EZENRTA—2EEH LT,

MR U5 EE 7 4K
BN

SHEERETES Y
AH) 100mg/m? % B [REARN & 5 L7255+ 0.24~0.39min’!

JYTFTSUR3
AH) 100mg/m? % B [REIRN & G- L7255 6.29L/min

NIMARTE
AH) 100mg/m? % B [REARN & 5 L7255 16.23~28.77L
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(6) it
REERR L

3. BEE GREal—t3y) i
(1) A
WA TPRR L

(2) 185 A~ EHER
BB L

4. YR
<BE>
JERENTEARF S 2 T B3R ETH Y . BRI S OWIRIT 02% TH D (7HF) 32,

5. 5
(1) Ini%&—RXEAFS @@
Wit E R T ERHERINTVWS,

(2) mik—iEEEREMEBM
MER e L

(3) Fit~OBTHE
ek L

(4) BEBADBTHE
V5T AT I — PR % HoRe X BB L. PR 0% OB PIEE AR L, %
OHRHNE 2 B T D,

(5) ZDtDMERADBITHE

(B>
Z v MZEFIRNFEG- L2 EZBRTiE, 13 & A ETXTOMBRICA L, FRICBIRIC SR E oA
9% 33,

(6) MFE[FFEAR
AH) 100mg/m? % B [RIEIRNE G- L7255 : 13.3%

6. fXH#

(1) RBERELRE U BIRRER 29 Y
RN G L7356, Ara-ClZ BRI CAra-CTP & 72V | DNAGRBREIER 273, £72. 90%
PLE2SHFRg, ik 48 TR S v, Uracil arabinoside (Ara-U) (2725,

(2) REBIEHET HEER (CYPHF) DHRFHE. FEX
VFVUCTTIFT—R, TAFRVUF VXTI

(3) DEBBHREOEREUZOHE
BB L

14



(4) REWOFEHEOEERVEMSL., FHELLE
Ara-CTP IZIEMEILH A 23, Ara-U IZIEMEIE 720,

7.

10.

11.

BEt
Cytidine deaminase {2 £ ¥ Ara-U [ZRE S 4L, £ ORERS DY 24 R LA IR R PR < 5,
<BE>SWIOT—H
UE T EORFEEEE (%)
B 24 IR A AE IR HR P 2
2 5k e Get FIEEE D PRI (%))
(mg/m?) P
e Ara-C Ara-U
Fr RPN T 47~3000 ® 8 78.0 7.1 70.9
Frfoe mim s RN TS | 100~400 ™ 4 83.8 7.8 76.0

) AFIOARE T 1 [EHET 5.9~200mg/m? THh 5,

bS5 U RKR—2—IZE8T B 1EHR
LR L

. BREFICKDBREE

REER e L

BEOERERT 2EE
B L

ZDih
BARSAYA

15




VIL.

. BERABRETDOER
H

et ERLOEEF) Y HIER

z25

AHFIE, REFITTHARIETEIERBERICEWNT, DNALEEEICTHS LS - BREHED
EEDH E T, AFOBRENBEY) EHIHENLSERICOVTOARETH L, T, KAl
& HBERMIBICEILSL, BEEXIZOREKICAIMRVEREZTSICHAL, BEZHETH

—_

. BERRBETDERH
2EE (ROFBHFIZITHE LGN L)
ARFNZ KT 2 EHE W BUE OBHERE D & 5 B3

b5 EMIKT S &,

- DREXRIIHRICEET TR £ DER

BREIN TR

. RERUAEICEEY 5B £ T NEH

V. 4. HEAOCHEICEET SR OHZZRT L2 L,

. BEGEFNIE L ZDER

SEEREARNIEE

8.1 B REMSREMHI SO BELREWERANE Z 52 Z L NH 50T, MENCEERE (Likkd., AT
PERE - BHRREMAES) 27O Y, BEOWREBEZ+2ICBIET 22 8, £, EHRES
Michi=2 EEWERANRLS & Hbil, BEMICHBE T2 2R3 H DT, BEITEEICT
92 &, [9.1.1, 11.1.1 BR]

8.2 JEYLIE - M AE ) OFBLSUIEEIC R TH 2 L, [9.1.2 58]

8.3 AANZFFA 72BIWEM & UCTHREER, BEERS M STV 5, IRIERITFERRZ ., IR, &,
MRAGR. FEMEFEM, ABYEESE N RET 5, 2D OIERITRIBEE R LTV SIRANC LY 7
B R MRk 32 = LN TE 5, RFIERITIUBRGZRZ, 3R, fE (LIZULIEEE O
HEAED) HEPRBT D, 20 DIERITAIBRERVECFIC L VRS2 Z LN TE 5,
[11.1.7 &)

6. WENEREATLBBICHT IR
(1) BHE - BEEFOHLEE

9.1 GHHE - BEEZDHLEE
9.1.1 BREREEIIRID HSHEE

BHERSREIH A BT BENA D D, [8.1, 11.1.1 /]
912 RBREEZEHLTLIESE

RS REIHENC L0 BRI AEES LI BEINAH D, [82 5]

(2) BHEREEESE

9.2 BEHREEERE
BITEARBIH DN LIBENDEH D,
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(3)

(4)

(5)

(6)

(7)

(8)

APt REIEE B E

93 FFtRElEE R E
BITEAZ B H oD LIBENDEH D,

EEREERY oF

94 KJEREE BT HE

9.4.1 {EURATREZR LT ) LTl AR G- o e O H-#& T 7 — E I X i ) 708 i 217 5 &
IIEESTHZ &, [9.5 5]

9.4.2 /3— hF—EIRT D FTREVED B D BTG L Tld, AFIR G R OG- T 1% —E W]
MIXEE) 2R 21T 2 KO8T 52 &, [15.2 5]

9.4.3 /N R OVESEATRE 72 ARl D B\ B 5T D BN H DAL, RIS T DB E &
[ R R

bt

9.5 TR
TR SOTIRE L CW B RIREMED & B &MEIZII R G L W2 E N E L, TN Z5E D
JEFRRE N H Y Fo, BWEE (v U X T v b)) THRGEIERAZHRESN TS, [9.4.1
ZHE |

=2

9.6 IXELIF
BH LW EREE LW, ABINFHIHTBATT DA REMENH 0 . LRI 2 L TR
K2R L7-%54. JWRICEERBERNEE T IBZENND S, [15.2 &R

INR

9.7 /hR
BIVEF ORBUIRHICIEET 5 Z &, SEENILFERIEOSEA . (RHARE, #raA R I
W peR) 12k 2 AR RRER 1 X520 L TRy,

=&

9.8 EmENE
MEXRORGFREICEET 2R ERFEORREBIE LN bEEICRET D Z L, —KIC
AEBEEMET LTS Z ENE,

7. HEEHR
(1) GtRZZEZDER
BRE ST R
(2) BtAZFE L ZDER
102 FRERE (BFRISSEFE TS &)
A4 BRIRTENR - HEIE 1A BEFF - fERRIR T
fll D FTAEIZA 1% RE B0 ) 55 O FIE FH 23 B8 | B BERS BRI S5 O FEN - AHEAE
T R WD ENHHOT, SERHFEHICE S,
EZITOBAITITBRE DR
BB LN, WETHRE
HEIITH Z &,
fitl A OF F 5 BIERHOIEICFLHEH L= b DL
INAuy T v ST, BRIRE . BB H B i
~A{ kv C BIEWRHD,
B RE ARV
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TN bV

B BEHERE HN I o BIE H 23 #E 5
THZENRHDLOT, BEDIR
RREBERLRNDS, BET A7
CHEEICEET L,

B ROEEREIHI OFRIN - AFAEH
2L %,

TNy b OFHRE S

T by O E DK

5 EOEDRD D, TIZX 5,
TINHETE B B RE I 25 o BIVE H 23 HElin vivo 7R M QNin vitro 7RBR 1
M HBENND D, BWT, V& 7 OiEMENH
W) & % Ara-CTP Ol i PN 2 i
O EAPED I TWD,
8. ®I{EA
1.8/

ROBWERAN S OND Z LD DT, BlEZE T7IATV. BREDRD DTG EITITR
Gk 3% 72 CEY R AEZ(T O 2 L,

(1) EXZEMER & B

1.1 EXAEMEA
11.1.1 BREREREHNS 124 5 IiRMES

P ERRAD BEEE AR . HifERED (12.9%) . Mg (4.0%) . & (1.8%) . #8751
B (BHEEARE) . EARFERRIR O R (HEARY) EXbobhb 2 Endb 5, [8.1,
9.1.1 Zh]
1123 3vy (BEERH)

WEIR S, 4B AL, METRIE, SRRSO T T 7 0 X% — %D 2L nNh D, RN
D ONTHETEGEZHRIE L, MEOHER, RO EE, Kl O RO U] 70 AL E
119 Z &,
MAIHEERES (BHEELRH)

W& g, i, RO PEIB RS DO ML EREEN S bbbz L OWMENH 5,
1114 2EFREEAEEEE. MEMME (WOT I LEEARR)
1115 2HDER, DO SETE (Wb HERE)
11.1.6 FRHZERES (FHEAH)

ME (FVERGEZ S de) . BREL, RO /MM, EikkES (EMEKEET) Ho s
RAEENHDOND Z EDRH D,
117 PASEEIRRE (B ARH)

UHETEVIERREE UCHREN, AR, B, & SICBRIRBMEEE. . R K OV
BENH LD Z ENB D, T OIEGERELIE A 5-% 6~12 FEH CTRIAT 5, B,
ZD XD IRIERDRH SO GAIIIRIBRE R VE RO, WY LEEITH 2
L. [83 ]
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(2) ZDthoEIER

1) Bl GE ]

11.2 ZDHOEIER
10~20% AT 5~10%ATi5 5%Ai 8 FEASEA
- FI5 BiE GiE).
HITERLBE
Mg B MR, BBR(ETE - TR 0N
IR
FE AR ARRE R SR, 5AW
iR AR
B gk R RE R
WAIR %5 fEE I N ANBIE DA
PR, BEIRIE. BEREZR.
I PR 2 O 5 B i bR
Z DA FEEN FERRE . Atk
ErRE
1) SB35 H RGE R A 2 S T,
(& =AY
T B BIEIVE R R BAE R K OV AR R A o — T
O  AIdE. BREICHT A8 « BRI
. R mammsc T 3
PO
FRAE B KL 161 3,531 3,692
HIRA A : 197644 H30H £ T

RIVEHI SR O FEEE

BITE S BUERIE. (HH0+R (%)

5]

AGRRFE T TR R A
FRATE 51 2 30 168 198

mi&%

HA .+ H A ) 3 (10.00) — 3 (1.52)

E=tii} — 2 (1.20) 2 (1.01)

SRk % — 4 (2.38) 4 (2.02)
HIEEBRR

AL - R 9 (30.00)

T 5 (16.67) 24 (14.29) 38 (19.19)

BRAR — 7 (4.17) 7 (3.54)

&9 - T — 1 (0.60) 1 (0.51)

JIEE A 3 (10.00) — 3 (1.52)

EEE/S — 1 (0.60) 1 (0.51)

<o — 1 (0.60) 1 (0.51)

;ETE;EQ%%M@@ — 2 (1.20) 2 (1.01)
REX

VR I 0 BIERSERBUESE () F (%) 2

LS ENS

kR A
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s 1 (3.33) | 1 .(0.60) | 2 (on
ZDith
e (7% 2 (6.67) — 2 (1.01)
SHY - BHER 1 (3.33) — 1 (0.51)
FEEN - FEZE 1 (3.33) 1 (0.60) 2 (1.01)
PRIER — 1 (0.60) 1 (0.51)
JiE4 A 2 (6.67) — 2 (1.01)
2) fOHUEEA] & OO HEH]
— sy —
aiepsoms IR 0 i
AR AT E 15 131 3,363 3,494
miK%
HA i+ H g ) 18 (13.74) 71 (2.11) 89 (2.55)
- 1. — 3 (0.09) 3 (0.09)
T — 14 (0.42) 14 (0.40)
21 — 61 (1.81) 61 (1.75)
(S — 12 (0.36) 12 (0.34)
M 1 BRI — 472 (14.04) 472 (13.51)
iR — 146 (4.34) 146 (4.18)
AR I — 8 (0.24) 8 (0.23)
AR [ i iE — 10 (0.30) 10 (0.29)
 DOAGEAR ] — 43 (1.28) 43 (1.23)
JHIEEE R
HE N . EA
H“DE: b ?2 Eigif; 597 (17.75) 639 (18.29)
AN — 33 (0.98) 33 (0.94)
BAAR 8 (6.11) 544 (16.18) 552 (15.80)
RN — 1 (0.03) 1 (0.03)
JYE S A 1 (0.76) 4 (0.12) 5 (0.14)
537 — 3 (0.09) 3 (0.09)
W - T 4 (3.05) 210 (6.24) 214 (6.12)
(A — 1 (0.03) 1 (0.03)
Z DA GER Y] — 42 (1.25) 42 (1.20)
AEER
PRI — 1 (0.03) 1 (0.03)
I 1 (0.76) 6 (0.18) 7 (0.20)
BEILE — 16 (0.48) 16 (0.46)
e — 33 (0.98) 33 (0.94)
FIE — 3 (0.09) 3 (0.09)
 DOAGEAR ] — 11 (0.33) 11 (0.31)
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i i
FFF Bk
JF R R — 76 (2.26) 76 (2.18)
125%{;1\% t - 7 (0.21) 7 (0.20)
;ﬁiiznx77a~tl5 - 13 (0.39) 13 (0.37)
B ik
RPRBEIR T — 9 (0.27) 9 (0.26)
Z Dt
s R 3 (2.29) 175 (5.20) 178 (5.09)
SHYm - AT 4 (3.05) 5 (0.15) 9 (0.26)
% — 2 (0.06) 2 (0.06)
L DU — 5 (0.15) 5 (0.14)
3] — 2 (0.06) 2 (0.06)
TN 6 (4.58) 74 (2.20) 80 (2.29)
PR— % U ERE — 2 (0.06) 2 (0.06)
AT v A RPERERI — 3 (0.09) 3 (0.09)
EHEPS — 5 (0.15) 5 (0.14)
JZSERL] — 1 (0.03) 1 (0.03)
HH f P e 26 — 1 (0.03) 1 (0.03)
JEA AR, Al 7 (5.34) 10 (0.30) 17 (0.49)
@ BEMEREEE )9 2 BERENTE A
" e T A 2
GLRERI IR 574 684 1,258
HIREG L  BEEK TR
H B 5 ]
— SRR RN -
AR A IE B 162 179 341
SHILBRES
GV — 1 (0.56) 1 (0.29)
K - XEEE
ALP |5 — 1 (0.56) 1 (0.29)
Bk - MAREST
SRk 5 (3.09) 1 (0.56) 6 (1.76)
WIRFRRES
5 e ATOIE R 5 (3.09) 1 (0.56) 6 (1.76)

THRTR IR © AR TR

* o FEBNC ISV TR TR 2 B[R —RIERI 23388 L72Ep] (1 61) z&de,
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2000 4 1 H 1 H~2013 4E 12 A 31 BIZERE L-ENTIREZSMER  (EIEH B 3 HE & O
FRERA) 1BV CREENE 5 S N- v X T B N HERIE L S -EWER — & % DL FICRT,
MR LIS #RICBT 2EITER—% (2000451 A 1 H~2013 412 H 31 H)

=54 (MedDRA ver.16.1)
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H54 (MedDRA ver.16.1)
SOC K O'PT

i)
i

i

R

a
—+

R IR AR S

i

i &

ik L~V DR

TN

MRS S

b

SR BRR

SEVEpna

B=GAIEFS

Fhik

FREE

PRI E

IR

IR = AN

SR 2 PRI A e

ALPERR VI E B R

RIEE

7

IDEIEE

AENR

TRAR

DA

MR R MERE S UHEIRIES

SR P B I A

SUE SR

—_ = N = = = R = =R == (N === N =W = = | = = [ = [ N | =

B lE

OH}

(9]
~
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10.

11.

=544 (MedDRA ver.16.1)

SOCE UPT HE FEHEFE B g
KEH LUK THEBES 1 10 0 11
it EAE 0 6 0 6
W95 1 4 0 5
BHLUREES 4 0 0 4
E=gastiiin 1 0 0 1
PR A 1 0 0 1
BB AR 1 0 0 1
5 ot o 1 0 0 1
— -2 BEESLUVE S OKE 4 16 0 20
ek 2 6 0 8
FEEN 2 10 0 12
ERERIRE 28 38 0 66
TIT=VT ) N TUART =T — BN 2 11 0 13
77— 0 1 0 1
TARGRAET R ) 8T AT = F—BHIN 2 9 0 11
M= v AT 1 —/Ed 0 1 0 1
i H LR R A SR T 58 1 1 0 0 1
A kU 27U 'Y RN 0 1 0 1
C-I IS ME R B N 7 11 0 18
I B BRSO N 0 1 0 1
y-INE IV KT AT = T — BN 1 0 0 1
NET 1 e ED 1 0 0 1
I BRSO 2 0 0 2
i IR SSR> 4 0 0 4
IR E R 0 2 0 2
1 if BR A s 8 0 0 8
A7 NA Y RAT 7 X —EHEN 0 1 0 1

. RRBRERRICRETHE

REIN TV

BERE
BE STV

BRLOEE

14 BREDIE
141 EFRARBFOTE

AR TR E 2 AT 570, REHCIIFREEMNT 2 2 ENEE L, BUEICHEED S

BHLIEGEIE, BEHIZZEOIKTESEWIRT Z &,

142 BT - BARKRSHOEE
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1421 RAIOFZ T « AN 5%, MBI E L2 KT 0N H DO T, Tt Z &

BET228, ok, AR, DR, miE. EREICBWTCIRFICEETLZ &,
< RO DWW T, FRREITENL (FRICBEEARRE, ROt B iRssE) Zlk) ClEE
WEETHZ Ll
CHEVIR LERT HEICIE, A RN R 5 2 &, Zeds, FUA - NRIZR W TIRE A
L72WZ EREE LV,
FESEHRIARE, R AR A 720 | MIROWE 7o 551, BEHICsahE, a2 % T
HEHRT5Z L,

14.3 BEEBEPUEABEDEE

1431 A7 —7 WV THITER L, BN ZZEZT5 2 8,

1432 EAVEA DB AT T X 7 B & LT 200~400mg %, 7=, fhOPUEEH] & OFFHEAD
5513 100~300mg % 10~40mL A4 B AR TS AR K C 5~20mg/mL (272 5 X
FRETHI L,

1433 Z DWRZEFIRLD B T —7 )V X O ERENICIEA L, 1~2 FFPERZFRE I L &,

12. ZDHMmOEE

(1)

(2)

BE R A ICE D < ¥R

151 BRERERIZE D < 15
AF| & OFUESEA 2 OF L7Z 812, BE., RS o — ot v g 3 56 42 L7
EDOHREND D,

FEERPREABRICE D { 1FHR

15.2 JEFGREREER I E D < 1%k
Yu S5 R D BIWr 28 0 81 5 D Y AR FLE J ONT o B HE 0D 5528 B oD FEME T B R A3 iR
ENTND 3037 F= MR A2 AW ERERERRRICE T, ZRFEMERRE S
TW3, [9.4.2, 9.6 =]
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X. JEEGPRERERICBA9 HIER

1.

REGHER

(1) EMFEEAER
[VI. SEIEHICBAT HHE | OESMH

(2) REMREHR
g P oI /2 ) 38) 39

U A XOBEMNEARE, KANC X5 LB 2 MR R R S e o T,

(3)

Z Dt D FEEFHER

REE R L

2. sHRER

(1) BEERESEMEHER

LDso (mg/kg)

g‘;"x o Y
o BRI paen | ommen | o m F | & n

3 > 7,000 > 10,000 > 10,000 3,250
<7 A

Q > 7,000 > 10,000 > 10,000 3,150
B X 3 > 5,000 > 6,000 > 6,000 > 5,000
7

Q > 5,000 > 6,000 > 6,000 > 5,000

(2) REERS5EHHR

(3)

(4)

(5)

O SRR
7w MZ22, 66, 200K UR600mg/kg Z 4 [FEAE AR (B2 XL 0 JEIREN) &5 L 72 plidE <
X, AEGAEECHMERE, MIREEORD . BIROZERES BS54, 600mg/kgf 5-1E TR
g, /B i, ~~ F 7 Uy MEDOED A, F 72200 U'600mg/kgf H-HE CEHE
EMEEDIK T EE S T,

@ 8RR
7w MZ8, 40K% V200mg/kgz 26 FERN (B2 & 0 JEFEN) 5 L 7ol T, A& 5
BECHImERE, MIREEORD . BIROZEES R DAL, 200mg/kghe 5HE T/ Mk, s
B, A~ 72Uy MEDOED B, £72. 40 U200mg/kg#e 51 CHRIMERE OB, B HE1E M
BROK FAEE I,

BEinEEHER
RHE R L

A ARIEFER
BREERRL

ATEFEEFMHER

IR~ U A R OEEIR T » h ORFIRN DR G X 0 IRBSE, IRIBRNIEE ORIE, O
J&, BEROEERIMOMEI N R Otz 2 < 0 AN ~OH G2 &0 8 A R O/ NEE TR
MBS NI, Elo, HAERS U ZA~OREIZ LV /AMEOTRAILE Sz @,
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X. EEMNEIEICET HIEH

1.

MRH X5
A

ARG BTy B

. A

BRI : 34

. BERIRETOITE

R

. RO EDEE

BRIE I TR

. BERITEM

BAMEELTA R A/Y
<FvoLEYy AV

- RIS
¥ et A RN E400mg,
) A

lg (HACHTE)

7

— 5
&
2

ﬁﬂ# El\ u\

I]HJ

. EFfEEEFAR

1969410410 CKE)

DRI, LT ER G (EE - ERE QLT

CEVEEMTLZ L)

. BERFTAREFABRUVARES. FMALWNSEEABD. REHAKREAR
F YA F{E 20mg
. IR 7B KRR — SERAMG R HEN HR 52 BR 1A
e £ A B ARES ‘£ A B ‘£ A B
[HER5E4
sugq pp | O7T1VF3IA2H (46AM)406 197149 A 1 A 197144 1 10 H
W54 28 T
oA RyE | 200642 A 3 H | 21800AMX10195000 2006 46 4 9 H —
20mg
F A NE 40mg
_ BUIE FE KGR - SERAMG R HEN HR 52 BR 1A
e EHA A EHA EHA
[HHR5E44
XA R 197143 H 2 H (46AM)406 197149 A 1 H 1971 % 11 H 10 A
R4 28 T
ot R | 2006452 A 3 A | 21800AMX 10196000 2006 4F- 6 7 9 A —
40mg
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%Yo Rk 60mg

. RE IR T KGR S FEAMh FE B W 7E B 46
il A A R A A A A
IR iR 7E4
XA R 197143 A 2 H (46AM)406 197149 A 1 H 1971411 A 10 A
W 7e40 28 5
o Ry | 200642 H 3 H 21800AMX10197000 2006 -6 A 9 H —
60mg
F %4 R 100mg
. RE MR T KGR e FEAMh HE B W7 B 4
I EA R R EA R EA R
IRk 5E4
X R 198547 H29 H (46AM)406 1987410 H 1 H 1987 %10 H 27 H
W 7e40 28 5
Xo¥ o Ry | 2006422 H 3 H 21800AMX10198000 2006 -6 A 9 H —
100mg
¥ =¥ A FiE 200mg
. RLE MR T KGR e FEAMG FE B W 7E B 46
I EA R Rk EA R EA R
IR 5E4
X R 198547 H29 H (46AM)406 1987410 H 1 H 1987410 H 27 H
W e 28 3
oA RE | 2006822 H 3 H 21800AMX10199000 200646 H 9 H —
200mg

. EEXIIHREMN., BZERVHEZEENEOEABRUVZTORE
@O T%hee - 2h&E) RO THE - A&l oBm (197344H2418)

e - R

Wikas (B, Ho odm, MHERE, PR, R, &E. EES) . ME, s, &
PhgHE (e, MRS &, R UthobtEgH -7rvdnvovn, w1 h~A v
VC, v/ uaBRATZ I R, JuE~vA T A TARNTT U< AR RLFHY—F
>, BT URF BT TAFUE) LRI OHEICRD,

ik &

(1) W ARA S
THALERE . s, FL. oMEMEdRi S I oPEREAl -7 vAn v I oL, <A b~
TUC, VI uRAT 7 I RAKIW, JaESTA LA TARTTFY <A RLFY
—h> B VRFUE) LT L L&, vF T B L LTEREE0.2~0.8mg/ke
Z VAN~ 2B CRIIRNEE 5352y, XLV v v a v N CTRIRNEES 95,

(2) JRPTENIRN ST
JRFTEIIRNIEA DAL, % 7 B2 & LR H0.2~0.4mg/kg % il O FLIEEA] (5-7 1
drvIv, v h~A T C, VY7 uiRAT7 7 I KK, o7 RAF BT
TAF ) EOFH L TERRIEAR 7Tl 5,

[ZhhE « 23 RO THIE - &) o (198442H15H)

Zhie - ZhH

B I AE I

Mk - H&

e | BB BENTEA 21T O 81, V¥ T B & L TGlmH200~400mga . F7=, o
PUEEA] (v A h~A 0 CH%) EOFH L, BMENEAZIT OHEGIL, V278 & LGl
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H100~300mg % 10~40mL O B HT R LS FAZRRE KRS L CLH 1R X iE2~ 3R]

BEPNIZIEAT D,

B CETEPT

[ZhEE « Zh &) KUY THE - AE] o# M (2014543H24H)
a0 HIBRE T

R £

RLACHE i AT

e - R
LAaMAME GRAMmpE, Mg sErE E s o
2k bl &2 Ete),

2.8 ke (B, PO, P, s . i
. P, etitEsem (e %, 272
LfhoFifEEs (Zrdaw oo, <A b
~ A UC, YT uRAT 7 I RATIY, A
FhLEY—h, B U RAFREE. ©
VT T AT R L ORI A5 AR
Do

b

[;[3
Kl

[N

SheE - IR

LAaMER M GREMmRE, 12 e i o
AR LA S Te),

2. e (oo e
., Em—aaess) | M. s, %«
PEMERRE (7 s
OPUEEA] B=7 AT, A b~
A C, I aRAT 7 I KK, &L=

AR RLF

P—h=>= BT VAT BT TRAFV

%) LOFHT 25 EICR D,

Tz L > A > 2 L]~
T L XTN T

3. I IDERESS 3. B MRS
Ri% - AE & - HE

12ME A s
Big (ZEHERL)

2 M kg, Wi, FLE. oMEMERS RS

(D FFIRNTES
W basdE ., e, L. ot asm s c o
PUESAl (DA n oI v h~A ¥
VC, v/ aRAT 7 I KK, AL
XH— k. B U RF RS &R
THEEX VHFTE L LTEEE02~
0.8mg/kg % 1A B 1 ~2[a] s THAR % 5
THM, XT3 ay b TEIRNE S
Do

(2)/mPTENIR N
JRFTEARNIEA DG &L, v #T7E8r &L
TiHE 1 H0.2~0.4mg/kg & fh OHUEEA] (7
nFug iy w4 kA C, 71
RATZ 7 2 KA, ©r 7 U AF R
B, €77 AT CaEE) &P L TR
GEAR L FTHRET D,

3. RS

Big (EHERL)

s, JERIC LV S EHERT 5,

ORI 2 A OMAE, OFHEZFIZER O}

Wric X5,

12 E s
Hg (ZZHE72L)

298 bEEE, Bk, A, MEMERSE s

(D FRIRNTES
THbas ., MieE, L. orErEasm s o
PUEEAl =7 A v T, <A <A
TUC, VI uaRAT 7 I RAKFIY), 2=
«7,{:\‘,\‘5\ 7\1}\—7":?”\ )(]\]\1/3?
P—h= B 7V RFUE) AT DL L
XX, VYHATEELTCEELRO2~
0.8mg/kg % 11 12 1~ 2[a] s CHEIRIN £ 5-
THM, IV v gy FTEHIRNE 59
5o

Q)RPTENIR N
JRAFTENRNIEADIGEIX, v Z T ek L
T 1 H0.2~0.4mg/kg & i OHUEEA] (5=
% =Ry A B V= G N A SNV /4
ORATZ 7 I NAKFI, 7V AF B
VT IAFUE) LU L CRREAR
TTHRET D,

3 E e

Hg (EHAeL)
Ffin, JERIC K0 BRI 5,
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@ THiE - BE) o (20144127 18H)

Bl bR

WH . RATIZT X T LTI A 25~40mg % 1 B 1~2 [BIBEENICE G325, /NI

BETL5EI2E, TRLz2 B2 4Fm - (KEHEIOSC ThEREZRHFT S,

B, P 2O HUERA & O OHRREIC

FYEGHRITEEER TS 2 &, BERICHERE

FTRZBDD5E1E, IEFET 2 £ TRE 2T 5 2 &,

1 7% 2 7% 3m b

15~20mg 20~30mg 25~40mg

FElln, AEIRIC K0 B EHHERT S,

BT 2 HAOMAEDE, PPHESFIZEMOFRIC X D,

THER OHE] oiBm (2020458 A 21 H)
VAN 330

B, A2 T E LT FOHES 10~14 B FXITHIRNE 545,

1 [ 10~20mg % 1 H 2 [A]

< 1A 20mg/m?> % 1 B 1A
©® THEROHE] OZFF Q02343 A1 H)
B HIBREERT

RLACHE i 2

FLARC R AT

6. HiERUVHAE
<REamm>

Hhg (EHE72L)
GHAbEREE. . FlE. T HREE
(1) FRARPEST

B (EHE7RL)

(2) BFTEIARAEST
RFTEIRNIEADS A 1X, &2 T b L
TH#HE 1 H 0.2~0.4mg/kg % fth DO HTAEL A
(Zrtuawsi, v Z7uarA 7y IR
KF, B2 U AF UhgE, ©o7 7
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L., BEENEAZIT O GAIE, ¥ T8 &
L Ci@% 100~300mg % 10~40mL DEFEA
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10.

11.

12.

13.

14.

BEERR. BIIMER A AREABRUZOAE
HHEEmEAFREH B  19914£12H 12H
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XI. &Z&H

1.

FENETORTIRR (2022 F 12 AFR)

=4 KIE
Ry Pfizer
W 7E 4 BT E S H]-20mg/mL

ANRE < IR | & T B U ERFANT. B OVINEBMEIE U 2 [ 5 A O S AR AR TEIC
BT, tOBAGEOFESGEA & OO FTHWOND, £z, BEY o EH
M55 =@ B B A 9 O BRI~ D T & 3% &b%ﬂfwé vEIEY
DBEEN G- IX RN B M5 O PRI R ORRICHW BN D,

JAUE - JHE | AR U o/ EE s o BARE AFRIEIC B CL oBTIESEH & OF L35
/&7t/ﬁﬁ£ﬁﬁww&§®  FH#132100mg/m?/day (1~7H M) X128
il Z & 12100mg/m?/day (1~7HH) Ths, SUWEFEY > \WEH MK TOBLEDHE
B RIIARMN CEEZBEZ T RETH D,

BEIR B MR s 1T A BEER& S

U H T EESANIENE BRIk U CERREFE Y 72 D 5~75mg/m? D H & THE
ENEEG STV D, BGHEEIZIHIERR4E Z L ICIR2 ESETH D,
RbLEHASND A AEIIMEERSEFIC25E T4 HI LT 30mgm? 2%
H L, 0%, BINEEE21T 5, @, &5 A7 Y o — /TR RRIEIR & A
7, BRI QNS RARR I 2 BOSHEIZ LD ET D,

AR D NEEXIFTE, HIELOCHEFLTOLEY THY | SMETOAGIRIL L 1FRL D,

ANEER TR

ORMtRME (FEME. BUEFHRIERMBEDSMELLHZET),

OHitsiE (BiE. BE. e, GHES). e, FE. aitsE (FEES F. -
ELittDmESH (LA 0o5 2L, 74 342000 KRR T 7 2 RKAY.
AR l/:\—"‘j' k. E DOVAFY )u.ﬁg . I:>757<?> )u.ﬁgiﬁ%) tﬁ?ﬁﬁ'éi%ﬁ
IR %

OBERtIES

6.FERUVRAE
(AMEamm)
(1) BEfBA
%@Bmﬁmﬁﬁﬁﬂmm\v&?ﬁykbfﬁﬁlamﬁawamg@\ﬁAu&«
lﬁ%kg%%W%MML®5%7F?ﬁﬁ%é%iiﬁﬁﬁﬁu? & LT, R CTREIRM
BHT 20, T 20mL D 20%7 R UHER S 2 WITAEBSERICIES LT, Vrvay
N CEIRNEE G4 5, @ 2~3 BEEGERE 21T,
(2) #¥EFEE
BN ONIZIGAE, MEFPREE LCEGEAEZ 1B 1 FZOEEH T, HANES
#5#\%5wi££%$_%wﬁmm&ﬁﬁéo
Q) YAZEVLERE
WBHE, RACIZZ T e LTUTOMEZE 10~14 B K F3UTEIRN&E 5795,
« 1[F 10~20mg Z 1 H 2 [H]
« 1 [ 20mg/m?> & 1 A 1 [H]
4) VB8 SEVIZEERE
L OFUENEESA & PPN T, @, JRAKROVNRIZIZ, ¥ %Jv & LTI1H
100~200mg/m* % 5~7 H M A CHIRNE 53 5,
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(5) BEEEMNLZFEE

WHE. RATIZTZ T L LTI A 25~40mg % 1 BIZ 1~2 [EIBEENICE ST 5,
NRICEET 256121, Tla 2B - FEREIDS U TR EZME T 5,
2. PR 2 thoPiiEEA K NEEORBIC LV B GHBITEEIEE TS 2 &, K
IZEREFTRZRO D551, EFT 2 ETREZT 52 &,

1 7% 2 7% 3 kbl b
15~20mg | 20~30mg | 25~40mg
fli, FERIC KLV EEIET 5,

R 2 EAOMEE, OFHEFZEMOHRTIC L D,

CHILZRE. M. FLE. THUFRES)

(1) #ARMEST

S, RE. FUE. MRS ICtoPiERER (Frdu T, <A <A
U C, VAR AT I KK, AN RLd—F BT RTFUREBES) &
T2 L &IE, &2 T8 & LTHEE 1A 02~0.8mgkg Z 1 T 1~2 BRI T
RN ET 50y, UTU vy a y FTEAIRNEEGS 5,

(2) BFTEIARMEST

JRFTENIRNIEA DAL, & 7B & LCER 1 H 02~0.4mg/kg ZthOHUIEEHA (7
Aa I, I aRAT7 7 I KK, B U RAFURBE, BT T AF
WRlEIESE) & OFH L CREEAR 7 TR 5T 5,

AR, ERIC L0 B E T S,

OFHT 2 A OMAE, FHEFIZERMOHEICL 5,

(EEBLIES)

R C BB N TE AN BT D 5813, ¥ 7 B & LTl 200~400mg %, F7=,
i OFEIZH & OFH UL BEREPNIEAZAT 5 5 &1d, ¥ 7 B & L TE% 100~300mg %
10~40mL OB SUTER AR KIZIEA LT H 1 BIXI30E 2~3 BRI E
AT 5,
i, RIS L0 EEEET D,
JEH T 2 A OMEE, IFHEBEZEMOHBIZ L D,

2. BB T HEBRIEFR
(1) EmICEAT 5B5MEH (FDA, #—X 3 U7 5%)

FDA:
Use in Pregnancy

Cytarabine Injection can cause fetal harm when administered to a pregnant woman. Cytarabine
causes abnormal cerebellar development in the neonatal hamster and is teratogenic to the rat
fetus. There are no adequate and well-controlled studies in pregnant women. Women of
childbearing potential should be advised to avoid becoming pregnant.

A review of the literature has shown 32 reported cases where cytarabine injection was
given during pregnancy, either alone or in combination with other cytotoxic agents:

Eighteen normal infants were delivered. Four of these had first trimester exposure. Five infants
were premature or of low birth weight. Twelve of the 18 normal infants were followed up at ages
ranging from six weeks to seven years, and showed no abnormalities. One apparently normal
infant died at 90 days of gastroenteritis.

Two cases of congenital abnormalities have been reported, one with upper and lower distal limb
defects, and the other with extremity and ear deformities. Both of these cases had first trimester
exposure.
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There were seven infants with various problems in the neonatal period, including pancytopenia,
transient depression of WBC, hematocrit or platelets; electrolyte abnormalities; transient
eosinophilia; and one case of increased IgM levels and hyperpyrexia possibly due to sepsis. Six
of the seven infants were also premature. The child with pancytopenia died at 21 days of sepsis.
Therapeutic abortions were done in five cases. Four fetuses were grossly normal, but one had an
enlarged spleen and another showed Trisomy C chromosome abnormality in the chorionic tissue.

Because of the potential for abnormalities with cytotoxic therapy, particularly during the first
trimester, a patient who is or who may become pregnant while on cytarabine should be apprised
of the potential risk to the fetus and the advisability of pregnancy continuation. There is a
definite, but considerably reduced risk if therapy is initiated during the second or third trimester.
Although normal infants have been delivered to patients treated in all three trimesters of
pregnancy, follow-up of such infants would be advisable.

Nursing mothers

It is not known whether this drug is excreted in human milk. Because many drugs are excreted in
human milk and because of the potential for serious adverse reactions in nursing infants from
cytarabine, a decision should be made whether to discontinue nursing or to discontinue the drug,
taking into account the importance of the drug to the mother.

A —A N7 U7 D5%H (An Australian categorisation of

. ) D (2022411H)
risk of drug use in pregnancy)

BE SO

Z—A K7 U7 ®5% (An Australian categorisation of risk of drug use in pregnancy)

D : Drugs which have caused, are suspected to have caused or may be expected to cause, an increased
incidence of human fetal malformations or irreversible damage. These drugs may also have
adverse pharmacological effects. Accompanying texts should be consulted for further details.

AHENCB T D EOFE 194 AFHEZ AT 51, [9.5 i), 9.6 #3747 OHEOFLHEILLL

TOEEBYTHY, KFDA, A—ANTUTHMEEITRLRD,

94 4ANEREE R T 5 E

9.4.1 IR ATRE 72 2o MEIT X LTI, ARFIER G- L O 544 T 1% — EMIRNI3E U 2 et 217 9 &
HigETH L, [9.5 5]

942 NN— M F—HIET B ATREME D & D BTk U Tk, AFIR G- 5 R O 54 T 1% — &
T 22kt 21T 9 KO FRET 52 &, [152 2]

9.4.3 /NEK OVAFE AT RE/F R O BE IR 5T D LER H HLA121E, Rk 2 28425
BTbZ &,

9.5 1T1%
TR AR L C WA AEEMED 3 2 e MEICII xR G- LW Z E 0N E L, (AN E25 D
JEGIHREN DV 2, BWER (U A, T v b THEGBIERAIHRESNL TS, [9.4.1
Z ]

9.6 RFLim
ALV EREE LV, AFIDHITTBATT 2 iettnd 0 . JLRBHIT 2 LTA
AlEER L7256, WRICEEZRENENZER T 2820035, [152 5]
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(2) MNRZFICEHY HECE

H i RLAN A
AEDIFALE | Pediatric Use See : INDICATIONS AND USAGE
(20224F121) INDICATIONS AND USAGE
Cytarabine Injection in combination with other approved anti-cancer drugs is
indicated for remission induction in acute non-lymphocytic leukemia of adults and
pediatric patients. It has also been found useful in the treatment of acute
lymphocytic leukemia and the blast phase of chronic myelocytic leukemia.
Intrathecal administration of Cytarabine Injection (preservative free preparations
only) is indicated in the prophylaxis and treatment of meningeal leukemia.
SO SPC Posology and method of administration
(202244 13) Paediatric population: Children appear to tolerate higher doses than adults and,
where dose ranges are quoted, the children should receive the higher dose and the
adults the lower.
Special warnings and precautions for use
The safety of this drug for use in infants is not established.

AN T 20 EOEE 19.7/NE%] OHEOTHIFUTO LB Th Y . KEOHMCEK
OEEDSPC L 38272 2,

9.7 MR

BITE ORHITRHITIEE T 5 2 &, BiEMEERIEDE . IRHAERER, #rAaRSUIsR
(1 meARA) 1SR4 % BRRAUBRIT ZE M L Tu/euy,
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