20224E11AELET (55 1R

RMEEA
VISEY FORRAT 7 — MKHEF]

BRI SR
BAHAR ¢ 3.54F

AIIIF nyeis0
A33IF »7)100
Starasid®Capsules 50100

BISE, A7
) R R ONS I L ) T 5k

BAEERRDEES
874224
71 7 IV50 717100
HERES 20400AMZ01120 20400AMZ01121
ARTRAMA 19924121

EME

. B2 (ROBHEICFEBELEVCE)
2.1 ARFNA L EEZBBUEDOBEARED H 5 EH

3. fERY - MK
3.1 #8rY
W5E % 285y FHTEN50 | A% 5L R 7100
17 7 ¥ SE|1hTRf Yy 5E
ERR VA URAT T — MK AT RAT 7 — MK
A 51 .5mg (KW AW 103mg (KM
& L T50mg) & L T100mg)
vroxy okl Fadsy ot
Vo — A, D-vwr={va—RA., EEF Y
[NEPIZN U%ﬁfi%gthu TN A, ATTY) VT
5 Ay ATT) VB T\ TATT A
(?ﬁle]%U ETAV N
(B 7 VARLE) (51 72 VAAE)
S NVEEEF N 7T ) I VEREES )
A, Ra3E, HFhls | A, RadE, Hols

3.2 REIOMIK

o 28T FATENE0[RAY T FHTEIL100
I I & R & 7 217 72 VAT INEW
- 3 ORCRORE
NK
R (| (I
35 H T 25N 7Tkl
B 0.241g 0.331g
Al — F NK7025 NK7021

4. BHREX G RIR
OBASMIEY /)\EEMR GEAOFIEEZFEED TR EL
BDIEBICIFZDELEZETT D)
OB BEEFRIEREF (Myelodysplastic Syndrome)

6. HIENUHE

CRARMEIEY ) VR IR
YTy FrRAT7— bE LT, 1H100~300mg% 2~
STAREGAE G- Ly 2~3AMKREST L5, Iz Kd,
B, TGEIIEA, EREICLDEEMET 5, AF O
FHE AR E Ly THI=3EN25 ) TR 4,

(ERERERE (Myelodysplastic Syndrome))
YESVY Y AU RAT7— e LT, 1HI00~200mg% 2~
STAREGREI G- L, 2~3AMAKREST L, Iz Kd,
B, THEIIEAE, ERFICL D EEMET 5, AF O
ORIz aERE L, 1TH1~3EN25 0 TR %,

8. EELERNER

8.1 AL Z DB IE K O R AR D B 7> © 2~ 33l i i
HIZGAZ X D RRPFEHEND 2 L b, WREAFE L
E DTS HACFIREDHR R & 7 2 BB IARH OF 5138
TEBRE AR BEMICHERT 5 2 £ [16.1.1, 17.1.1
Z ]

8.2 ARANZ X A FREHIHIZ A HIER O JEBLIIEEIZ+
SEBETALIE, [9.1.1, 11.1.1 2]
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8.3 ARHIDOFEG I X 0 FEHBIZ X 2 BRI IR
OWEIRZ L2 L5 L0T, LMOFEEDOWHER, ik
A, WARIEROBZE Y 5179 2L, [9.1.1, 11.1.1 &
Hi ]

8.4 HHMHSEOEELZRERIERILZENHLDT, H
M ERR ML (Mpieds. Frishemts. Bikiemts) %
TFr% e, BEOREZ THICBRTLZ L, /2, #iH
PEMMICH725 EEWER L 5 b, BIEMEICHER
TLIEDNHHLDT, HKHIFEEIZITH)> &, [9.1.1,
11.1.1 1]

8.5 BUED I UIME IS 5EET 52 &, [9.1.2 2]

9. BEDERZHIT DFEICHT IR
1 BIHE - BIERESFOHDEE
A0 BEEIH DD HEE
BRI ZEES 52 LD b, [8.2-8.4. 11.1.1 ]
2 BRRYEZEGHULCVLDERE
i
]

o ©o

H

9.1

HREEIEIC L Y, RYUEERME XL 2 L0 B S, [8.5 &
HE

9.1.3 EYBEYEDEIEFEDH DEE

9.3 FHaEfEEERE
BRSNS T LT 20T, BEHAELHHbN S
ZEND D,

9.4 &IEgEZE I 5E
T RE R E R O B I G T 2L H 24120,
BRICH 5B EETHT L,

9.5 1117
IR TR L T AT R0 & 2 iz, &5 Law
ZENET LV, BIWER (7 b, v E) CEGEN
DG SN TV 5D,

9.6 BILF
BILGWZ LT L, BiER (5 ) THILT
NOBITDRED 5L TV 5D,

9.7 IR
RUEMHITHGT 2L EBIE Y oI T, BEICKRS
THI L, NRER WG E LA e &R e
L 7B ERBR X I L TV e,

9.8 SinE
HEICEEL CREBEORELEBE L 220 EEICRS T 5
ol ARHNL, FE&LTHETRH ESNLA, S Tl
FFHERESE O AR REAME T L T b 2 &A%\,

10. HHEEA
10.2 HAER (HAICEFRTDIL)

R % B RAEIR - $5 87 Wiy - falEEF
PUENEELEA) HRIENHEISE ORIE R 20| & b 12 a R
WY ENDDb, FEHHAEHET %,

BEEATH e iE o
REZBIELADPE, W
B A0 EHEIERT
bk,




11. BIfEA

WROBWER A S L HONDL T DD LT, BFEE 51T
VL BEDED NGRS AR IE T B 2 L) 2
WiEZAT) S ko

11.1 EXFEER

11.1.1 SEEIH HEEA)

PUMERIR A, L, /MG A B IERR A B ER R A
ENRHLDONDLT DD, [8.2-8.4, 9.1.1 ]
11.1.2 FABEMAR CHEEA)

FERA, EUE, RO INEE, BOETXARECE . RIS A
MMM R H 5N 2 ENHLOT, gL 51247
W REPEO LN I3RS ek L, BIEEE K
VE ZHOFGT B R LER AT ko
11.2 ZOfthDEIERA

10%LL | 1~109% i %A | SHEAH
2 7115 oo I O I 0 7 72 I O 111 A== R G £
HAbE | BRI
(35.0%)
AST b5, ALT y -GTP
&, LDHE bH
JiF M H. AI-P LA,
wryLve sk
b is
W BUE &%
] E
bR, BUN
WAPR A rH, 7L 7
F= A
ZOM | FEE, B | g & T

14. BRLOIER

14.1 BRI TEDFR
PTPEAZEDHFIZPTPY — 2B ) L TIRAHT 2 &9
8T, PTPY— bORRIRIZE D, WA
R A~FIA L, B3Il e B 2 LTt RS0 R E
HEPHER T A2 VD D,

15. ZDMDFER

15.2 FEBRAREERICE D < 1EHR

15.2.1 Ml % - R RATIE, 22RERFERTIIE
PETd o 7295, HEEFEY MY 2 SER A J V72 Gufn ik B st e
T A% 7z /MG RER T, Rem kB Ak A
TAHIEPHRESN TS,

16. EYEpHEE

16.1 MHEE

16.1.1 RiE#%5
BEVENE S B 3% IZ1H 1IAI100mg % 5 H HLEF R L% 5 L 72
5 > I v O T AR B W ara-Cilt FE O Cmax 30 [\ & U5 H $¢
BT, £ 41.2ng/mL. 2.3ng/mLTH» Y., 5SHHDOHE
AR L7z RANZ @RS T 5 &, ara-COIMAE AR
FIF—EIHERT 200 LHEE S Y, [8.1 2]

\OOrng/lE]X 5l(n:31)

l l

__1000 . ' ' ‘ '
: ara-U
T SRR B
g 1o P
w K R
a 10 T NSRRI v \
w | *f\o .................
=] ‘ | | | |

0.1 0 24 a8 72 9% 120 144

&5 %R (hr)
16.5 HEMH

HEEE S B 1544121 H 1E1100~900mg™ % 5 H [ 3 fi 5 1

WL & RPICIERZIREHE S v, ST

Y Dara-CH#HGED0.5% T, EERPAHDE LT

ara-UDSi K T23 . 2% HEi 2 7z,

) AHOKESNIH R KHEIZ300mg (B, 5=
AR, R L D EERNT S) THD,
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17. ERPRRUAE

17.1 BHERUREMICEEY 255

17.1.1 BN O 1BERR B
T Mg IE B & PR 12, AHILH 100mg~300mg % 258 [
VIR HRECHE G L 2B oSS X O et 5H il L 72
AR Y oM IR S S3BIIC B 1 B = E I CR26I
PRI#T20.8% (11/53%1) T -7z, WP EMHRIZ, A
PEB B (AML) T13.0% (3/23%1). B8R uE
it (MDS) 5 AMLIZEEAT L 729E61T29.4% (5/1741) .
Pk B I o SRR LIERI T22.2% (2/961) . KT
PEEIATT25% (1/461) THh - 720
MDSHEE® 456012 B 1T 2 EAFZEIZCR26HI. GR6%I. PR5HI
T28.9% (13/4561) T - 7. HBFITEHZIE, RAEB in
TT34.8% (8/23%1). RAEBT22.2% (4/18%1). CMMoL
T25% (1/48B1) Td -7z,
BIE F AT R 511636012 BT 2 F 2 BIfEH X, ERAIE
35.0% (57/163%1) . H.Ls - WEH19.0% (31/16361)., 45tk
BK17.8% (29/163) THh o720 F 7% FRRMAE R E X
ALT E#HS.7% (14/161%1). AST EHS.0% (13/162f1) .
LDH.EF6.3% (10/16061) TH - 722, [8.1 2]
W) AFNOKFE SN2 1HHEIZI00mg~200mg (B, &%

a3, mREIC XY EEHNMT5) Th b,

18. EMEIE

18.1 1EF#=
AK#HNE, ara-COT T KT v 7 TH Y, AN TIHHEAHY O
ara-CICREF S 71k, ESMIEAN Tara-CTP & 22 1) |
DNAKEY A5 —FRHEST S LI2L ) HEEEH2RTY

18.2 MilEB{ER
AN, BOFST, LI2I0HIRE Lo L 35 K~
AMEIG AR 2 R T ZORRIIHG AT Y 2 — )|
AT T KT 57,
F72. YU APSSSHIIKTT KU TXA >, ¥y /<A
LA MNYATUC, VATTF NI Y ) AF v
& D25 [FREBE F CREE R AR 2 R L 725,

19. BWRSICET HIE(EEMFR
—HRGRE T VYT AT RAT 7 — MKEI
(Cytarabine Ocfosfate Hydrate)

1b2£4% © 4-amino-1- f -D-arabinofuranosyl-2(1H)-
pyrimidinone 5'-(sodium octadecyl phosphate)
monohydrate
533 - CorHaoNsNaOsP - H.0
G fi 1 615.67
LR
NH,
N7 I
(0]
I O’l\ N
CH; (CH,),; CH,OPOCH, - H,0
NaO Y
H HO
H H
HO H

T Ry y5Ey F2ERAT77— FKAIIL. BBOKE
S OLEAESE O K TH b0 KXLIE A Y 7 —IZ
BIFRTL, ¥ 7 — b (95) ICHEITFIC L, ¥

IFNVI—FVIZIEIEE A EBEIT 2V,

22. @&
(RS RATEILL0)
400 7V [104 7k (PTP) x4]
(RHZ S RATEIL100Y
40% 7))V [104 7+t (PTP)

23. EE @k

1) R ERE 2 58 & AbasRE 1990 5 17 @ 2213-2219

2) B 2137 i 2L 1990 5 17 © 2387-2395

3) Higashigawa M. et al. : Med. Oncol.&Tumor
Pharmacother. 1990 : 7 : 223-226

4) IARAMET A ¢ 9 &AL 1990 5 17 ¢ 1437-1445

5) IARAMET A ¢ o & Ab9E:1990 5 17 ¢ 1351-1356
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24, XHERSERERUEWEDESE
HA LSS EE R Y 5 —
T100-0005 AR TRHAXILOHNT H1#F1S
TEL.0120-505-282

26. RERTHFEES
26.1 SUEARFEIT

$$ BRI S

REBTFTRARAORN=ZTEIETS
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