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14.1.1 KA DHHICH 7 > TE, RAEEHRZ T2 2 &,

14.1.2 B OHBI H 72> TE, 2V 77 F > 70mgl AKIEH
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R 2= MO ZHIERRIEREF 2 — 7 K2 HT L, 202 %
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K 65925 2 &, 772 L, SO RENE 25 T HEEEIR,
FEHEIREIF BRSO C b 23541, Z 05 DAEINE OIE
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16.1 IMAFEE
JHF I B O FEIIR NI S ) 79 F » 8 20mg/mL (i K% 5
Wk 6mL) 2 1S iF 2 s L L & g h 3 ) 759 v ik a4
BRI, 1A H R G8 (1561) 13 18~37 H 12 6.3~22ng/mLo . 2[a] H £
5.8 (1141) 132 7~34 H 12 8.9~54ng/mLD Cmax 2 3E L 7284, FE2 51
L, #512~15H%%, %56~87% 1%, 510~14 iz, #
NZNCmaxD 47.3 £12.5% (1361, T3 fH £ FEHER ) | 31.0 =6.4% (8
). 17.1+3.7% (561) S & =V, [9.45H]

16.3 %
JHF A e B B 2 G DIF BRI S V) 7 5 F > B 20mg/mL 7% 21[1]
(1138 #% 55 60mgD | fthod 14113 200mg) £ 5- L 7= & &, [Tz
277 F HRIAE DN R TR S 4, FEIESESAL & D b I
M3k D ERETH > 7,

g | BBEER | 2EERGg | L | BOSERIE g/ ssue)
] P , VR
(LT, 2151H) H% SN | JEIREE
60mg E
1 (40mg, 20mg) 34 H 250,000 29,000
vl 62,000 22,000
2 200mg 172H AR
(100mg, 100mg) Akk2 [ 260,000 67,000
16.4 X3

b b AS T . PR o B T 2 g R S ) 75 5 v ik
SIRE DR AME (54ng/mL) D 145 DEFTE L LB W TH, 2 77
F VIR Z CYPIA4THEIC 2 % JUE & Tedp o 72 (dn vitro) ,
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17.1 EWERUOELMEICET 25K

17.1.1 ER#HEASE I EEER
JEUIBRAR, #EEET 8 7 — VAR AR, B~ A4 7 1 2 — 77l
PR E T 2 A P BERIEE DI & 72 © 72 O ETTEE Sy HH (Stage) A3 T
MM g g 2 /R I2, 2V 77 F v EEIK 20me/mL (kR
G 6mL) 2 FFEIARM (%5 U, 1R H £ 542508 (£ 10 H) ol
ZWHIZ B O TRIEROE DA+ Th ol IR L ER»H 28561
. TR H £ 5% AR D 12BN O TE % 20 a5 (2
Hig5) 23t b,
T B IE H T 2 I R 1 B 4 B E L HEDTE V (BEAE &)
100% Y 13 EIEHE/INF 100%) DE A 1E, 26.5% (22/8341)) TH > 722, 7
B, 3V 77 F VBEBROEGIRIIBRES LTk,
I P FE BUBE EE 12, 100.0% (83/8351) Td - 72, FEBAHEEDS60%LL 1
DEIEE. F2496.4% (8041) . CRPHI N 92.8% (T7H1) . AW BR v 4y
HHNN84.3% (704]) . B-N7 & F )LD )L a4 I =4 —LH180.7%
(6741) . ASTHEM61.4% (5141) TH > 72,
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t M F#ERRHepG2, Li-7 R TY7 v b IFERAHI09A 5 L <. ik
FEINEIEF 2R L 723D,
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7 v MFIICBEAE L 72 7 v P IFERAHI09A K O e b FRERL-7 (0
L C BRI AN 502 X D AT RRAA 7 PO (R A 2 7R L 729 9
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— &I 0 2 7T F v KA (Miriplatin Hydrate)

b4 (SP-4-2)-[ (1R,2R)-Cyclohexane-1,2-diamine-N,N']bis
(tetradecanoato-O) platinum monohydrate

3%+ CaaHegN204Pt + H20

oy i 782.01

PR E~EEEOR IR TH 2, K LA LB . 28 /) —
NV (99.5) IV IZ Wy

{bopiig X

22. I

70mg[1/34 7]

23. EEXM

DR . 2V 79 F > Ol BB 1 2 B8 (2009
10 H 16 H 4, CTD2.7.6.2)
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