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I. IEICBEHY 5EHR

R DRE

BT ERFUVERESEL, ROAY T = ARPUEWERAITH Y . A TIX 1997 4
W EfishTng, v— = F « A—HERASHENBRERL E LT, e 7 ERF v
NEFRYESE Thmg KR OE 7 AR R X L OVHEEESE 100mg OB A L, HRARKE
0331015 5-CEAK 17 4 3 A 31 ENCES &, B R OSRBRFIE A E. IR, AW 5r[HE
FMERRBR 2 i L, 2009 4 7 HICKRA IS, AR S 7 I~ Bk LoV
HEEE Tomgl b —U | e O 7 X B % VIR SE 100mgl N —7 1 & LT, 2009 4 11 A
123858 LT,

. HEOBERFH - BHFHRHE

B PR EOHF 1%

RN B 7 ERF VOVIEBREE T mg b — U | RO 7 2 R S UV R B
100mgl F—U J1E, B 7 B_NEMO T FUKER., LoV ERER. MRS, ME, =5
I8 T(TTUNAT) B T—=V A KG#, Yty E2—g JVTVTIR/, =T R
Ny E—Jgd, ETF TR/, TuTrvRE, EAART - AN =—, TV T )@, AV
TN HE, XT MR T hay W Rg, Ny TuAT AR, TVRT TR LVRT T -
EET ZR). T REICK D, REVEREIRYE, RIETER G RYE, U 3 - U /3
%, MBYENRBUE, SME - BUG K OTFANAIE O gk, LIRS, NPT PRARES . WEEH - MEEEZ
PR RPKE PR . RAkE RS 2 2 de), APERE SR, Mgk, 1BMEMER RN ZS O Gy,
BEMEAE . B ERE R, KRR, FESEER, BER HER, SV Y UK FENERE, F
EAPEAR R, IR, R, iRk, SAER, hHEHR, BlEPEk, weEMRRk . toeE
P, BARICKT LT, W, AT 7 IS0 ERF L OVIERRIEKFIY & L C1E100mg (1)
Z1H3MAIBRHZR OB GTHZ EICLD ., AHAENRED LTS,

T ARANTAE H RGETR A O RIVE I FEBUEEE 2N A & 72 290 A 2 50 L Tuveuy,

RITER & LT, 388, ek Z . Makiskii . ALT(GPT) E5-. AST(GOT) 5. LDH k5.,
BUN L&, F#I R, B, B, IEX. CK(CPK) EAFE N #EShTWS, (VL 8.
(3) £ ORIWEM DI Z S ]

HRREWERE LT, vavs, 7FH7 40 7% —, SRS, BERERE, /Wb,
Wi v, MRS, Wi bR KRG, P B M R B 5 @l 7 JE (Toxic Epidermal
Necrolysis : TEN), Rk IEARIE ¥ (Stevens-Johnson JEMRE) . HLEAE GRS 5), E
PERGZE . AFREERMENTZ . BIENT 78, ITREREFETE . SHH., BRRUHRIRIEDN & Do D Z &M b D,
(VIl. 8. (2) ERAREIEM & WIHIER DI A 2 M)




0. AFICET HIER

1. R 5% 4

(1) #0 4
TR RE VRS T5mg [ h—1 |
T T AR R VVIERRIESE 100mg [ h—17 |

2 * 4%
CEFCAPENE PIVOXIL HYDROCHLORIDE TABLETS 75mg “TOWA”
CEFCAPENE PIVOXIL HYDROCHLORIDE TABLETS 100mg “TOWA”

(3) BFFDHE
—fA +FIE+H RS (E )+ [h—1 )
[ TEERAZRBERSOEBRFEICH T > TOWRITEL DOMAICET I EFHEIZOWVWT) (F
AR 17429 A 22 H SEAFARH 0922001 S-S <)

2. — & &
(1) #0 % (f4iE)
TR AR VRIS KT (JAN)

(2) & A @aE
Cefcapene Pivoxil Hydrochloride Hydrate(JAN)
Cefcapene(INN)

(3) RT L
cef-: 7 7 1 AR T VEEHERRPUEWE

3. BEAXRIITHER

0 0 <HC] -
NN o HCl » H:0
N s” 07 “NE:

HzN—</ | H H
o)

4. PFRRUSFE
4313 1 CasH20N508S2 + HC1 » H20
1R 622.11




. EF 4% (G &E)

2,2-Dimethylpropanoyloxymethyl(6 &,7R)-7-[(22)-2-(2-aminothiazol-4-yl) pent-2-
enoylamino]-3-carbamoyloxymethyl-8-oxo-5-thia-1-azabicyclo[4.2.0]oct-2-ene-2-
carboxylate monohydrochloride monohydrate (IUPAC)

. BR4%. A&, BE, tEES
B =Y el s RO e NS 2
%= : CFPN-PI

CASEHRES
147816-24-8(Cefcapene Pivoxil Hydrochloride Hydrate)
135889-00-8(Cefcapene)




M. ARRSTICEYT HIER

1. YELEEHLE
(1) 8 - 5K
H A A~HEE A BORERPEDO R UIIL T, DI NITHRRTBW DR H D, RITH,

()& f& ©#

oo 1g VRN OICET D IAILE W iR M
NN AFNLRNLLT IR 1mL 2L E 10mL A | #1090
AH ) =)L 1mL 2L E 10mL Al | &0 W
T % ) —1(99.5) 10mL 2Lk 30mL A | LW T RTWN
IS 100mL LA E 1000mL A5 | @&z <
VIF LT —F )L 10000mL LA | E LA ERT R0

A 1g X NNV AFIVHENVLT I RERA X 7 —#) 2mL, =% /—/1(99.5)) 10mL,
K #) 500mL IS D, MOPREE - FEE=TF /L, 7 1 a AL AZiEED TETFIZ S W,

@ ® g
MR L

) B (HRR) - BR - BER
MR L

(5) BAiEEARREEH
MR L

(6) HEFY
MR L

() DD E 4 REE
fEXrE (o) 2 +51~+54° BiAMICHE L= ® 0.1g. A% /—/L, 10mL, 100mm)




MRS OEEEMTFISE T EREN
R L

. BMES OERRERE
HE 270 BRSOV KT OfERRERIC X 5

. BMRS DEE;
HiE 27 by ERIIIVERRE KR OEEEICE A




V. ®KI|ZBHd 51EH

1. #l i
(1) FRORXA, SRR
54, Y7 R ER R VIR BE T T IR R X VIR EE
! 75mgl F—1 | 100mg/ h—17 |
FIFE D X 5| T AN aA—TF 4 TR
P HEDOMED T UVIREE D D
T4 a—TF 4 U TEE T4V a—F 4 T EE
Wl | AE
a2k [ Tw743 Tw744
* = 1R = |
1S (Tw R
() | = (10) | =
BER(mm) 7.7 8.7
2 X (mm) 3.6 3.9
‘B &E(mg) 165 220

(2) "WHIDYE

. Y 7 H R R F VOV R B Y T BRI VIR R B
75mgl h—7 | 100mgl h—7 |
ik 5 13.9kg & 15.8kg &
@) #rla—Fk

(1) FFZORKRN, SMBLE ORI D IH & 2]

(4) pH, ZBEEL, ¥E. LE. BEEOERURER pHEF

Y LR

2. HWHIOHEK
(1) BEHES (BERD) DEE

I ARVERFDILVIEEIESE Tomgl b— |
188 BR B 7 h-0 ERF VR KR T5mgUi) 2 &A%,
I HRVERFVIVIEEEESE 100mgT b —"7 )
188 BB B 7 h-80 ARSI VR KR 100mgUf) 2 &8 5.




2) & m ¥

fE A H Y N hn )
T A foEnaysFory
i A7 t ke roeitio—=
AR EEA JI A r—2 Ca
PRI AT TV Vi Mg
=7 4 U 7H EruAu—2A, A, vsud—L BLFH L
HEH = gk EE 100mg D)
Q) Z it
MM ERR L

3. BAEF. AFOSEEICHT HFE
L

4. WEOERBEHTICEITEREN
(1) hniEEER

T I ARVERFT D IVIEELIEEE Tomgl k—D |V
AUIEIEE  PTPAIE L T LI = A« RY ZF LT I x— M L- i,
ARBR SR - 40C, 75%RH. 3 =~ F(n=3)

RERTE H B 4 I 6 f& A
2 7 4 . A@:@—mj e 7
file s sk W Gk
ol AR HIFEN [EE
K53 (%) 2.1~2.7 2.1~2.5
BUFI ) — SRy Gk
(%) 79.9~88.7 79.1~83.8
(%) 98.8~101.1 94.9~96.9




t?jy\“/ ERF S ILIERLIEEE 100mgl k—7 12

N ELEE U 7=

HEIGRE  PTP A L7 LI =Y A« RYUZF L LT I 50—
aft.%ﬁ?k{t# : 40°C, 75%RH, 3 7 v k(n=3)
FRBRTE H B ARIE 6 f% A
PR oy Ziij%g?ﬁ?fi e
TR R A Gk
ol B S BN A/
K53 (%) 1.9~2.2 2.4~2.7
BRI — P A Gk
%) 82.8~87.0 78.4~84.8
JI1Hi(%) 96.9~98.9 93.3~94.8
e - N T kO,
.ﬂ%ﬁﬂﬁ# : 40°C, 75%RH, 3 7 v h(n=3)
BRI H B AR 6 % H
2 o iiiﬁégfigﬁ Az
Tl iR R Tikey A
o B S Bk I 72
53 (%) 1.9~2.2 2.2~2.6
B — ke A
Vs (%) 82.8~87.0 77.1~84.0
I (%) 96.9~98.9 92.7~93.6

AR

BTIZBWTENENSFEMEZETHD Z & NHER STz,

R L 2 PO 7= e BR (40°C . FEXHRIE75%. 618 H)DfER. B 7 R R F LA

24
FetisE75meg [ b —" ] KO 7 X0 ERF UV EmRESE100mg [ h—7 )

(2) |EAEKEIZHITAREMN
T 7 IR ER R D OVIERRIESE Thmgl b — 7 |9
. T B
e R ot
B IE (=15 . 0°C. 759 N
PELE R (40°C., 3f&H) BUC MM’RH (120 5 1x * hr)
3 H)
s\ MiE7 L M7 L RiE72 L RiE72 L
R MiE7e L M7 L M7 L M7 L
i g RREZ: L RREZ: L R L R L
A M7 L M7 L RigE72 L RigE72 L
FE) TGE) B AR SRAIME « EF) - 1 7 1 L F O M B8R BE T %2 EMERBRIEIC SV CEAH), TR 1145 8 A 20 A 21

Tkl 2 Filt L7z,

(ESCCARNI iR 2




T 7RI VIR SE 100mg! F—1T |9

i e %

=REATE H B 47 @m13%H)(%%Zme‘(moﬁk'M)
3EH)

s i) 7 L 7 L 7 L* @7 L

B 7z L g7z L M7z L M7z L

i £ 7z L g7z L M7z L Mz L

T iz L iz L MR L MR L

ko HEMNEEGEA)
1) T B ARIRBE ARG S - 8/ « 7RV O BEGIEIRAE TOLEM BRI HOWTEEH), FRk 1148 /] 20 B ITHEL
TRBR & i L7,

5. MAMEZRUVBBROREN
Y LW

6. fhFl & DEEEILMEILFHEL)
A L0

7. Bt

(1) RMERUHRERAE 59
T T RUERRIOVERRIESE T5mg [ h—T ] RO T DU ERF VVEREESE 100mg
[h—T 1 &, BESNZEHBERICENENES L TWD Z ERER STV D,

B AREEEREBIECS Vi)

AR« TR 2 K 900mL

[FlHA%L : 50rpm

HIEVE « SRAN T B T E V5

K 60 RO 5%, Eo L &3 A &7 5,




(2) EMFHRFEHER

I ARVERT Y ILIEEEIESE Tomgl k— 7D

(%3 EI T O AW FRRSEMRBRO T A R4 ) CERE 18 4F 11 H 24 H REAFRERE
1124004 )L, HA KT A NTHEWEH

<HEFEH>

= OER & pH1.2, pH4.0, pH6.8, K

[E #5 % : 50rpm. 100rpm

RERA . ETHARVERTDIIIERIERETSme b —T |

120 pH1.2. 50rpm. /XKLL

| ]
&
p —o— HEBEHA
—o— 1RHEHFH|
0 . . . . . )
0 10 20 30 40 50 60
BRI R AR (5)
B FE(5) 0 5 | 10 | 15 | 20 | 30 | 60
SHERBA| | 0 | 900 | 99.7 | 99.9 [100.4 |100.5 [100.6
Z%EfmE | 0 |26 | 19 | 18 | 20 | 18 | 18
ZHERIE] | 0 | 949 | 965 | 995 | 99.4 |100.5 [100.5
BHERE | 0 |23 |20 |17 |13 |18 | 16
120

pH6.8. 50rpm. /SKJLiE

e
#
H e
40 —O— HEREA
20 —o— IRAERFH|
0 . . ,
0 20 40 60 80 100 120
BRI AR (5)
BRA(5) 0 5 | 10 | 15 | 20 | 30 | 60 | 90 | 120
HERSIA | 0 | 335 | 522 | 648 | 726 | 795 | 858 | 87.5 | 880
BEwE | 0 | 74 |38 |32 |17 |12 |16 |23 |13
ZHERK| | 0 | 412 | 628 | 769 | 83.7 | 89.9 | 944 | 958 | 97.0
EERE | 0 | 34 | 31 | 41 |30 |25 |18 |31 |37
120 S s
pH4.0, 100rpm, 7/KJL %
100
S 80
g 60
HERRA
@ 40 —O— HERAAI
54 s X
20 —o— 1RHERF|
0 . . . . )
0 10 20 30 40 50 60

SERREREREERS ()

BFRE(5)) 0 5 10 | 15 | 20 | 30 | 60
BERIA | o |364 | 525|621 701 |79.0 | 86.9
Z%Efm= | 0 |38 |38 |21 |16 |09 |19
HTHEMF| | 0 | 430 | 61.8 | 75.1 | 833 | 922 | 989
BERFE | 0 (105 | 79 |37 |26 | 33 | 21

BHE%)

FRHE %)

Parand

AR AT T2,

WA =12

E 5 B VAT N 15>~

ZHERF ;. f2H. 75mg
120 pH4.0, 50rpm, /\FILi%k

100
80
60

—O— SERELA|

40
5 S I X
20 —o— 1REEHH|
0 . . . . )
0 10 20 30 40 50 60
BRI AR (5)
BEfE(5)) 0 5 10 | 15 | 20 | 30 | 60
BERBK| | 0 | 288 | 360 |444 | 51.9 | 650 | 80.1
Z#EfRE | 0 |68 | 47 | 33 | 30 | 42 | 26
AZHEMK | 0 | 311 | 425 [ 551 | 647 | 771 | 91.3
FH4ERE | 0 |83 |84 |82 |69 | 69 | 42
120 SISy &
7K. 50rpm. /SFJLj%

100

80

60

40 —O— HERHH|

20 —o— 1RHERF|

0 . ,
0 20 40 60 80 100 120

BRI EREERE (5)

BFRA(5) 0 5 | 10 | 15 | 20 | 30 | 60 | 90 | 120
HERIA | o |205 309 |379 441 | 528 | 680 | 77.1 | 827
BEmE | 0 |44 |36 |23 |24 |19 |19 |16 |15
ZHERK| | 0 | 226 | 367 | 465 | 543 | 64.1 | 79.9 | 87.3 | 91.6
FERE | 0 | 57 | 46 | 59 | 60 | 46 | 34 | 39 | 21
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AREREF R VRERK DO FHBEHED LR (N FILEK)

AR S IR (%)
] T~ R | FEREER | e
. I 75 94 1l HE
e | s | somos | S s ugmeage | 0200
: & | 75mg [ h—1 ]
pH1.2 15 %3 99.5 99.9 0.4 i
8.9 4y 40.0 34.4 —5.6 \
pH4.0 3]
46.7 %y 85.0 73.4 —11.6
50rpm 9.4 4y 60.0 49.8 —10.2 \
pH6.8 3]
22.1 %y 85.0 74.0 —11.0
11.7 4y 40.0 33.3 —6.7
K 1
80.7 %y 85.0 74.3 —10.7
9.5 4% 60.0 51.0 —9.0 ‘
100rpm pH4.0 1
21.9 %y 85.0 71.8 —13.2
(n=12)

| FL e

(pH1.2(50rpm))

FEAERUAIA 15 77 ANIT ) 85%LL BT 2556 - sRBRELAIIE 15 70 LANIZ ) 85% L1 EIR
Hd 5,

(pH4.0. 7/K(% 50rpm)]

REAERLAI O SR SR S BLE S A7 R (360 40) LANIC 85%LL HICEET 456 ¢ FEERLE|
PR HEEDY 40% K% OF 85% T D1 24 7 2 REAUZ BT, sRERILA D 5 PR H SR 3 E HERLE 0
R R+ 15% OFIPHIZH 5,

(pH6.8(50rpm), pH4.0 (100rpm))

FEAERIZN 15 43~30 S 85%LL IR T 23556  FRAERLER| O LR =D 60% K& Y
85% VT D 24 7 2 WEAUZ I T, FRER LA 0O SR HH SR IAE HE R O SRV HH 3R = 15% D %G
FIZH B,

FROFREI Y MBREEZNZENICHONT, HA KT A D8 OB ¥ & FL U
wWE L,

Weo T, B 7 I BRI IVIERREEE Thmg [ F— U | L AEYERLR OB HEEENEEL L T
5D L LT,
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T IHARUERT I IVIEELIESE 100mgl k—"7 19
[ 1% %6 22 38K B oD A 2 [ At
INTHEWTAH

1124004 )L F, A RF7A
<HEFEH>
= OER & pH1.2, pH4.0, pH6.8, K

BHEM®

FBHE %)

i ()

120

20

120
100
80
60
40
20

[ & #
SHERELH

: 50rpm, 100rpm

pH1.2, 50rpm. /KL%

—O— HERHH

—o— 1RHEHFH|
0 10 20 30 40 50 60

BRI R AR (5)

B FE(5) 0 5 | 10 | 15 | 20 | 30 | 60
SHERSA| | o | 311|903 |99.1 [100.3 |101.1 [101.9
ZEmE | 0 294 |68 | 16 | 1.1 | 12 | 11
ZHEHE] | 0 | 692 | 939 | 970 | 983 | 987 | 99.0
FERE | 0 |150 | 28 | 27 | 19 | 16 | 13

pH6.8. 50rpm. /SKJLi%

D BIHARVERF Y ILIEEEE S8 100mel h—"7 |

—O— FBREFHI
—o— IRAERFH|
0 20 40 60 80 100 120
BRI AR (5)

BRA(5) 0 5 | 10 | 15 | 20 | 30 | 60 | 90 | 120
HERIA | o |21.8 | 412|557 |640 737 | 824 | 856 | 877
BEwE | 0 |39 |46 | 43 |27 |21 |12 |11 |07
ZHERK| | 0 | 244 | 524 | 696 | 78.6 | 854 | 93.3 | 97.7 | 98.7
BHERE | 0 |53 |45 |33 |29 |42 |53 |54 | 47

pH4.0, 100rpm, 7SK )Lk

—O— HERAAI
—o— 1ZHERFK|

0 10 20 30 40

SERREREREERS ()

50

BFRE(5)) 0 5 10 | 15 | 20 | 30 | 60
BUERSIA | 0 |343 | 475 | 583 | 640 | 726 | 838
Z%Efm= | 0 |53 |46 | 50 | 42 | 30 | 18
HZHEMF| | 0 | 327 | 504 | 65.1 | 74.1 | 843 | 945
BERFE | 0 |75 |52 |42 |31 |20 |29

60

BHE%)

FRHE %)

HKEBROTA FFA4 ) CERL 18 4F 11 H 24 H FEAREIRE
REBRAE1T o7,

WK B =12

HROER L \FLE

ZHERF| ;- fEFl. 100mg
120 ' bH4.0, 50rpm. 78K )Lk

100
80
60 )
0 —O0— HEREA|
75 3t ) |
20 —o— 1REEHH|
0 . . . . )
0 10 20 30 40 50 60
BRI AR (5)
BEfE(5)) 0 5 10 | 15 | 20 | 30 | 60
AERRK| | 0 | 206 | 299 |37.2 | 476 | 590 | 757
Z%EfmE | 0 |32 | 19 | 21 | 51 |50 | 25
AZHERK| | 0 | 149 | 360 | 489 | 586 | 725 | 895
FERE | 0 | 19 | 38 | 41 | 48 | 51 | 27
120 S o
7K. 50rpm, /8K )Lk
100
80
60
40 —O— HERHH|
20 —o— 1RHERF|
0 . ,
0 20 40 60 80 100 120
BRI EREERE (5)
BFRA(5) 0 5 | 10 | 15 | 20 | 30 | 60 | 90 | 120
HERIA | o |143 | 245|320 373 | 455 | 61.0 | 69.7 | 75.0
BEmE | 0 |22 |20 |25 |22 |20 | 23 |22 |13
AR | 0 | 171 | 324 | 424 | 491 | 590 | 736 | 829 | 87.1
ZEMRE | 0 | 42 | 44 | 56 | 58 | 50 | 40 | 25 | 28
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AREREF R VRERK DO FHBEHED LR (N FILEK)

B SAT SEEPR H R (%)
) T~ R | FEREER | e
. nn _ i Y4t i1 I E
FE | R | TR | e e e | D3E(%)
(#EAl. 100mg)
100mgl h—7 |
pH1.2 15 53 97.0 99.1 2.1 1
11.5 457 40.0 32.2 —17.8 .
pH4.0 S 1 ~ 3]
1 85.0 71.3 138.7
50rpm DH6.8 12.2 43 60.0 47.6 —12.4 &
29.4 4y 85.0 73.2 —11.8
X 13.8 57 40.0 30.2 —9.8 i
105.2 43 85.0 72.4 —12.6
714y —
100rpm | pH4.0 /7\ 40.0 39.7 0.3 -
32.1 4 85.0 73.4 —11.6
(n=12)

| FL e

(pH1.2(50rpm))

FEAERUAIA 15 77 ANIT ) 85%LL BT 2556 - sRBRELAIIE 15 70 LANIZ ) 85% L1 EIR
Hd 5,

(pH4.0, /K% 50rpm), pH4.0(100rpm)]

TEAERLH O IR R DS BUE S U7 R (360 43) BANIZ 85% LA EIZEET BG4 « FEYERIAI D
PR DY 40% 2 OY 85% T D 24 7 2 BREAIZIW T, s RBRELA 0 478 HH 2R DM HERLA o
IR ER T 15% DA H 5,

(pH6.8(50rpm))

FEAERIZN 15 43~30 V) 85% LA LRI 2856 « AEYERIFI O PR =03 60% M Y
85% T UT D 24 7 2 WEASUZ 3T, FRERHRLA 0D SR HH SR IAE AERLAI O SR HH R = 15% D %G
FIZH B,

FROFREI Y BRI N ENICHONT, HA KT A D8 OB )& FL U
wWE L,

Wo T, BZ AU ERF IS 100meg [ F—7 ) S HEERKI O SEENELL LT
WB I LT,
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8. AYFHHERE
A L7g

9. HHIPOAMS OHEEARE
HRE T2 7~y B VfiiRiEse ) OmRtRIC XD

10. EFPDEMRS DEE;
HiE 7Ry BRI OEREECLS

11. AifE
ASDO I, &7 B2 (C17H19N506S2 : 453.49) & L COE &2 E &) T/R9,

12. BAY DAIREMED &% DKM

OH
CH;, O
O ~
(1) &7 H2 Cou N 0
XY AR o
2
S 0
H;C CH;
CHs, Og OO CHjs
0 0
2) FFr Rk H N0
N N--1 12\
N g AsT 07 ONH,
2
S 0
HsC CHs
CH; Oxy OO CH;
0 0
=
" w N 0
N N“H H S
H,N
(3) Rtk ’ {S 5 5
CH;
0
| HT—N S0
N N1 g O}\NHZ
Hﬂ;( | i H H
S

14



13.

14.

EARVNDEGRS - MESNFRCERICET S FER
M L7gW

Z 0t
M L7gW
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V. JAEICEEY 5I1EH

1. ZhEE - R

3.

<3 i 1 il >

BT IR ATEEO T RUKEE, LoV ERER, MREKE, ME, £ 2787 (70 A
7) s WFT=UA KBWH, by y—Jg JLVTITIR mrTunss—g t
SFTIE, TaTURE, EATRT c ENAH=—, TROETF TR, A TP,
RTFRNARVT hayBRAB AN TaATRAE, VAT 7B (FVART 7 - EET ZR).
TR

< S IE >

FAENER JEIGIE . VRTENE R JEIRYYE, U >N - U DRk, BYERRRE, AME - BME R Y
FITEIE O RS, LIRS, HTF)E PSS, WHEH - wEEEJe, Rk UmAkE R, Rpk)E B
A ETe), AMERER, Mgk, 1BYEFFRERRZA O PG, Bk, BhEx, JREX.,
TESER, BFER, BER, SV NY UK, TENBY, FEABRSRR, RER, ZhiE,
A iRge . A B, RER, BlEFER, dEMKR. e EME%, BER

(XhRE - RICBET HEALOEE]
WAEH - MEEEZE . RPkIe (RPEEDHZ . REERG 2 &) . SIERE R, PHE, Bl&)
RADEMTHT= > TL, HBEMEEEEROFIE) V2SR L, fIEERGOLEM %
W L7z T AAIOB G300 &l S o HaickET 5 2 L,

Her

. % -RE

W, RACITE 7 B EREVERE K I E LT 1Ia 100 mg (F3ffi) % 1 H 3[a&
BREOEET 5,

¥, L OVERIZIS U CHE BT 223, #Hat UIh R A+ & bl 2N 1 [A]
150 mg (FIffi) % 1 H 3ERHRAKET D,

(R - ARISAET 5 M LOEE] i
AFIDHINC bo1= > Tk, WO RIVEEDS <70, FHIE LORZIEATR L, HHOWH|
W LB B NROHIR OB G L EDH Z &, :

Q)

(2)

)

(4)

i PR Al A&

BRRT—2 /v r—o
A% EE R L

Bk SR IEEAER
Y ER R L

BRIOHBR
KPR L
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(5) RAMHB
D EEBILLTRERGHS
R L

2) HEER
R L

3 RLMHR
R L

0 BE - FEAHR
SR L

k=111l

(6) AL
1 EARMRE - BEEARARE HAEE) - LARGTRERER (TREERRSR)
LR L

2) EBEHELTERFEDANBRXITER L -HEBROME
Y L7

17



1.

VI. EFEE(CEII HER

REPHIEEH DILEYMRITLEYE

t 7 = ARIUVEME
2. FEIBER

(1) {ERELL - ERKF

1.

nEER

TEMERE 7 B, BEBRENTIIROWE 27, (7)) IFKEROHREMED 7T A5
B D 7T LR £ TRIKWVIE A7 "R AT 5, ()= U Ut ERE K&
K7 el Uit 7 V2 RIS L CODIE IR S 5, (7) BFEME OEAT D
B-TF 7 Z~<—FBIZRETH D, () I/ RERE TR/ R ERRE S IEE—%T 5, Y

2. 1ER%F

P 11 2 R IR L. WIS IS S RE D = X7 5 — B2 X W KR %5 CTERT D
v I AR THY, MEOMINEESKREILEST 5 Z & T, HREMTEERZRET 5, &
07 R BRE CTIEESEEN & Wbl Cn s X=2 ) U&7 A HPBP)1, 2. 3 O3 T
ICE WS BFEZ AT 50, RIBEEONT 0T 7 2 « Z0H ) A TIIREES RIS VZE R
B%3% 0 PBP3 (@ W A Bt &2 oRxd, W

(2) EMEERMTHHERAE

®)

AR L

fE FISETRST - FARRER
R L
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1.

(1

(2)

©))

VI. EMBEICET SEHE

mREDHR - BlEE

AR LN PR
R L

B e I HR iR B B 32 R ]
(3) BEIRFABR CHERS S 7z M PR EE DI A 2

EEERABR CHERE SR E

EMF IR F AR

T IHARVERFTVIVIERIESE Mg [ k—7 ] 12

T I AL ER R VIEREESE Thmeg [ F—U ) LHERERFILZ . s 24— R"—EIC LD TR
Z18E (BT h2r ERFIIUVHERE KM E LT 75mg (M) f@ERk AP+ (n=20)
IR H PR OG- LTl 7 IR UREARE L, 5 b -y EjgE T X — & (AUC,
Cmax) (22T 90% 5 HH X LI THEFHIRNT 21T - 7255 . 10g(0.80)~1og(1.25) D#LFHN T
HY . WHIOEYFRIFRISEMED MR ST,

(ng/mL)
200 - —o— R THRVERFIIVERERE
75mg [h—"71 (AL 75mg (F14H))
700 | - ERESA] (SRl 75mg (UfD)
Tl Mean+S.D., n=20
i 600 -
%E 500 |
5
72 400
~
~ 300 |
5
200 -
100
0 CJ T T T T T
0 2 4 6 8 10
BE#OBER (b
=Y OEE NS A — A
HEINT A—F BENTA—F
AUCrwo Cmax Tmax Tz
(ng*hr/mL) (ng/mL) (hr) (hr)
I HARERFI)N

W SETomg Th—"7] | 1951. 124+458. 70 | 597. 10+£179. 13 | 2. 20£1. 41| 1. 610. 30
&Hl, 7omg (J71i))

RRHERA
(8. 75mg (F71i))

2043. 78+460. 37 | 607. 06+ 142. 80 | 1. 83+0. 96 | 1. 89+0. 52

(Mean=S.D., n=20)

MAEPHEEIONC AUC, Cmax %0/55 A — 4 1%, $EBE OBIR, AR ORI - F%
DR L > THRARDWREMENR H 5,
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(4)

(5)

(6)

I HRVERFDILIEREIEGEI00ME T ~—" ] 19

T T A ERF D VHEEESE 100mg [ F— U ) LAEAERIFIA . s o A —R—EIC k) Z
NEN1LEE (B7 20 ERF VR KM & L 100mg (Fifff)) FERERRA B+ (n=
19) ICHE R B A5 L Tl 7 A~ BEZNE L, Son- B T A —4
(AUC, Cmax) (22T 90%(& XK ENAIS TRERHIENT 21T - 7255 K. 10g(0.80)~1og(1.25)
DOFHNTH Y . WH O FRIFRIEMED R Sz,

(ng/mL) .
1000 - - DT ARCERFOVEREGRE
i 100mg Th—"7) (Al 100mg (F71fi))
900 - Dooe MRS (Al 100me ()
- Mean+S.D., n=19
800 7| ||
o700
£ 6001
% 500
S 400 -
B 300
200
100
0(} T T T T
0 2 4 6 8 10
BE5EHZOKRE (hr)
EWMEgENT A — 4
HENT A—% BENT A—F
AUCuw Cmax Tmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
BT HRERF I

HEReHESE100mg [h—T7]| 2588. 84£597. 84| 777. 62+201. 54| 1. 97+0. 70 | 1. 73+0. 91
($E#. 100mg (F7i))

RIS
(A1, 100mg (F71ih))

2709. 11£588. 01| 818. 214+218. 83| 2. 13£0. 68| 1. 53£0. 28

(Mean=S.D., n=19)

ML NS AUC, Cmax S0>/$F 2 — 4 13, Sk OBIR, (RIEOTRIRIARL - R0
DOREBRGMIZ L > TR D ARENRD 5,

L
AR L
BE - HAEOHE

KPR L

BEE (KE 2 L—3 3 2) BATIC & U $I L - B R D R E D E R
LR L
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2. REERIIT A— 5
(1) B4 3%
R L

(2) BAREREEH
R L

@) SLATRAFEY T4
R L

4) HEREEH
T IARVERFDIVIERIESE Tomg [ F—71 12
Kel : 0.447+0.089hr (RN B+, EERO&EE)
T IARVERFDIVIEEIESE 100mg [ ~k—" ] 13
Kel : 0.454+0.118hr (RN B+, #EEROEE)

®) 7UTIUR
LR L

(6) PMEE
% HEE R L
(N mFEEHEEERY
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P -L A
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(2) k- BB BB
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(3) Fit~DFITHE
B -v 2
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ZEER R L
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VAR L
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2
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(4)

(5)

PR R U BB
AR L

RBI=RI5T BB (CYP450 5) D5 T8
AR L

DEBBHROERRUZOHE
AR L

RBMODEH OB TR ULE
AR L

EERBDORERN/ S A —4
AR L
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B B UAER
MR L

it
MR L

e
MR L

b3S URAR—5—IZBT 1R

B - L 2

8. BMZICLBBER
MM ER L

22



VI. & (ERLOIEF ICEAT SHEE

1. BEERREZDER
BEARRNA

N
"||*

SAREENER(RIERZED)

(£ (ROBHEICZIFBRELLZLE)]
AN D R % UIsBUE OBEEE D & 5 B

[REIZEZS ROBEHICIIBRE LGV LZRAETIN, BICHELTIHHESICITREIC
BE5T5¢E)]
Y 7 = LSRGV LIBBEUE OB FEIR D & 5 B

w
xF

ZhEE - IRICEET SEALDIE L ZDER

(3hee - ﬁ%kﬁé?éﬁmiwial
HEH - MEEEsR, ks URPEDHZE . RPkEDERG 2 5 Te) . SERE R, PEHR, BlakE
RA~DOHERNZHTZ - Ti Ffﬁé%%@Eﬁ%®$%%Jm%%%b ANEE S SEaOPAE St
HIWr L7z T $ﬁ®&5ﬂ@ﬂ&ﬂﬁéﬂéﬁéﬁ&5Té:ko

MK

"";;f"""

—+H

4. R - REICHEY AERALDIE L ZDEH

(R - ARICEEY SR LDEE]
AANOHERNC DTz - T, WEEOREHEZL <72), JAlE U TSRz R L, RROiR
W LB/ NROBIFH OB EGIZ L ED D Z &,

5 EERSARLEZNER

EERES (ROBFHICIKEEICERETSH L)

1) ~=2U L RPUEWEIK LEBUEDOBERED &H 5 B4

2)  ARAIOTWEL, SLBIRE R, B SREEOT LR —IEREZE D LT W IRE

EAETORE
3 MEOEEEODDEH [MHRENFRT 20T, REREZBOL T2 BEHEZ O
THMATLZ L]
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7. tHE{EH

(1) HRZEEEZFDER
BARRNA

2) BtREE & ZDEH
LR

8. ElER
(1) BEMERDOBME
AFN XA AR AT A O RIE S BUFEE DS R & 70 23R A 2 550 L Ty,

(2)

EXLEIER & EER

EXGEMER (REFED)

(1

(2)
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(4)

®)

(6)
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aAvD TFI453F— v avl TF 747X —NbobbI ENHHDT,
BEZ o247V, AP, DR, Wis, BZad, (BE, HiS, R, PR,
JEIK TSR D LN HE ik 52 d ik L, @YR0ELITH 2 L,

SHUBEE  AMBEESORELBEENDODNDLZ ENHLOT, EHNICHEL
179 7 EBIR 21512470 BENRD SN HEIC3EG2 ik L, @R 0LE %2179
ek,

WMEBRMBRAE. M/DREAD . FMEEM - MERERE, /s, g s S ol
L2 ENHLOT, EHMICHREEZIT O 72 EBIEEZ H0IITV, BENRD LN HAI
G AL, EYRLEEITO 2L,

BEMXER. HmMEXER - (AEERGR, itk KGR % O mE 2 1F 5 BEE R KR
NHOOLNDZENHDHDT, . HEIO FHND b SHaIITE b I 2 DIk
T 5 EWURAEEITH Z &,

EMRKRIEFEFMMAE (Toxic Epidermal Necrolysis : TEN) . FZ & %5 B AR 5F & B%
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