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R RB TR ST W5, [1662 ]

9.4 4JEREEH T 5%
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In vitroiBRIZB W T, AFNZEWCHEELET M7 a—
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WY R E AT L,

11.1 EXLEER

11.1.1 FRAEMREE (46.7%) . 13 < BMERE 2% HEA)
B RAERD D & b 22 A e WA
RELEEG oML EET 52 L, [74. 7.5,
81 ]

MA2hEURKREIEBMEIEE (Toxic Epidermal
Necrolysis : TEN) GHEEAH) . &SRR (R 5F
(Stevens-JohnsonfE{&EE) GHIEARN]) . SRHE
(14%)

[8.1 &)

MA3 TS 7H =7 (0.6%). BEEEHREKEE
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[8.1 &)

11.1.4 Bl GE{EE M., [EHM. B, OEREH
m. SHm, MEHEM, migE. EEHm) (7.5%)
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11.1.5 BIEERT & CHEARW) . FFHRERES - #IE (0.8%).
AL BEARH) . KPR (A H)
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[8.2 &)
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RHCIZEBHRHEIN TS,
11111 SHIEBEZEFL (BEAH) . HIEEEBE (0.3%)
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B (1.8%) . M/ IMREA (21%). B (34%)
EYE, BMENSEORBUCHET L2 &, [74,
75. 85 K]
11.1.14 BE% (0.3%)
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14. BRAEOEE

141 ERIZTEDEE
PTPEEDHEANIPTPY — F 20O L CIRH S
X588 T AL, PTPY— FOMMIZE Y, W
WELAERATEER AR A L, BIiZi3gflE s L
TR RSO EE L GIHEZ PR T L LD 5,

15. ZOMDEE

15.2 FEERAREBRICE D < 15#R
PGB G- 3V ARk O i BERLER 2R T 7 v P R
A 2B TR EVE L ORs 3 AR OB - A
Fy 7y BV THAROHLLEZE, FI 0O
HAEARD H5NTE Y ERERRE K U= Rk I R
Z BT T REARR ST B,

16. EYENRE

16.1 AR

16.1.1 BERE
F AN IR B 66112 A #400me 2 HiRE % 5 L 72 B8
DR, P 58I [ 82 12 I 7 L4 Hh i 1 (Cmax)
1.21mg/TITE L 7zo THI BRI (t12) X255 TH D |
T R R e IS (AUC) 13354mg + /LT - 7219,

ng/L
100.000
n=6, BT MRS, FoBEoR
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Y1000
7
7
Z o100
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K 0010
0.001 0 2‘4 4‘8 7‘2 !;6 150 l~‘44
B Wt
PrE AUC | Cmax | tmax* tiz CL/f
I g /L) | (mg/L) | (h) (h) | (L/h)
400m 354 1.21 8 255 11.3
&1 (3500 | (357) |[3~241| (147) | (350)

n=6, HEAIF-I A G A B fi 252)
o Ll (4P ]
tmax © d i MUAE R ELERR CL/A: &8 27 )77 ¥ X

16.1.2 REHRS
H AN B B 6B AR A 400me % 1 H 210 5 458 5- L 72
B B 5-BHIR10 H RICIZ e HARBIE L 72, EHIREIC
B MR REHER I EHTH ) . — EOBRIE 2 M
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=
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16.2.1 BEOHE
TR A 15H1C, mlRI £ ($9900~1000kcal, Wil ik
50~60%) FEE %, I (F700kcal, BRI R:30%)
JEIUE 1 B OV 22 IR (S AR A1 400mg 2 MRS 1P 5 L 7235
G PIRITESICHRE LZBOAUCIE, 22 iR L
14%3¥Im L. SN EHICHEE L 72 B IE29% K T L7219
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16.3 9%
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G () ¥ ¥ IEON-BRALE) O @5 IREIZ BT 5 AUCIE
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R ANABIC [MC] Y 5 7 = = 7 100mg % I C Ll
P 5 LA, #5140 0 TR #Edic77%., R
19% 23 ML & A EF96% 23R X 7z, Fbic i RE bk
ELT50.7%A% A NVEVEEIRE LT19.1%5 kM S iz,
RHICIEY 97 2 =707 V7 v v BIEHERDI148%. 1)
VVRON-BALKD 7V 7 a v EBRFEERD2.7%HEE S h
72D AMEAT—% )0
166 HENE=RZH I 28E
16.6.1 BigEEERE
OB E(Z L7 F=v 2 Y7 9 ¥ Z(Cer)50~
80mL/min). H 4 EE O EFAERERE E (Cer30~<50mL/min)
JOr, R OEBEAER % (Cer<30mL/min) % 43 5 #Ek
FIT. AA400mg & BEITH - Lz 6r. BB IS X
HAROBEDHEANDBEIA SN R d o 21 (SHEA

F—%)o
B, BENZZTTOLIHEEICBTAIRHEIToTY
& ‘/\O

16.6.2 FFgeE=E RS

HA N R B F BT, B 5 R % (Child-
Pugh2rFiA) B3 66 & O 4 B o IF B 6k 2 55 (Child-
Pugh%-¥iB) B H 6B AFKI400meg % 1 H 20k 1855 L 72
e, AHOAUCIK, ZhEh, 3347mg - h/LKE
2945mg - h/LTdH 0. MEERERE O 2w EEMEH & 1
L., ENEN9I%MN20%HA L7219,

B, HEOFFEGERE (Child-Pugh%HC) ME TOM
FHiZfFo T, [931 2]

16.7 EWHEE(ER
16.71 TN 7 7Y >

AANZCYP2COZ Kifli7T~8 u MTRHE L 72532 (i vitroik
), CYP2CODRETH B I N7 7 1) ¥ % KA400mgl
H 210128 H 8] S5 $% G- A2 PRS- L 72 & & . PT-INR®
WRELRIZ, 77X HEZBZLLDTIE LD o717
FHEANT—%), [10.2 BH]

1672 759771

ARA O i AR By RIS 2 TR BR 0 % 5 & B3 %
720, BEBRANCT I V<A ¥ v GROA - FRNETRE
56) %5 H M BRI S UCH 3 2 SEIR S 72
B, ARG LE 25, AHOAUCHS4%IKD
L7299 HEANF—%), [102 BR]

75 VF<4 Y Y UNOBEWE E OMEEIZOWT
EHE LT,
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AHANZCYPIA4K OUGTIANC X D A S 5 A%, e
WAL6BIZ, & b aF V' —v (400mg) Z 1 H 17 H 5
PeE Iz, ARAISOmg % WNFE LIRS L 2B O AUCICE
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TRE L7252 (i vitroidlf) . ThFho7a—7YE
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5 — ) % AR#]1400mgl H 210128 H [ B A% 5- W 2B L
ThH. SNSEYORBRIZEILIZED SN o 7222
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(RIACIRETRE R 3 ExS1E D B R RE)

17.1.1 B I MR
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Vys A vy —ugF ) ROEMNOGEREDOD HY)
A O Y B 2 & LT, FER,
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[51. 7.1 =]
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EHBEGICEDEEILIA V(4 vy —Tzuva. 4
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Bl EE E NS L LT, 77 R |, EEAML.
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TEED20061 (52.1%) « 7T & REED 19451 (50.4%) 234 )
A7 BEBETHY ., MMEPHFE) X BETHo72. HR)
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72. OSIZDWT, A NV b (BEL) BAT22012 C H [l ffbT



AT o 72k, Y Log-rankBiE D pfii%0.015TH Y |
R EIERT DA K HE L L CRE S N720.000512 13 E 5 74
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17.1.3 B4 55 M HEEER
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