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4) RANL, FEFERIE O ERAEMLIREE B Z G L L —HEREERERICBW\WT, -7 ¥ ~—
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LLToEEzEE (i) TRT,
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1) EHIRAFRER
2 UBE 375mg D 3 vy b EIREYE (PTP/ 7V 4% CTEIRIZ 39 » ARIFE L=, s,
ERFE . BREEME. i, SO NTNICBWTH BN TH 72, 2B, 70 I AR PTP
WEETOFREOENEET 30 HEORFRER CIIMEL, S-EE, R, M, S&03 )T
DI H THIENTH 7=,
2) iR
O KT DL TENE
40°C12 % A K& 50°C12 B ORI THMEL, B OVHAEEREIIBIE N Ch o 72, Jifiidd
TR T L, 40°C12 % H TEH 97. 2%, 50°C12 #H[E T 96. 5% D ik 7 £ %~ Liz,
OWFE Iz R 2 e
ZF Y UBE 3Tmg D 3 1y b A HIRELEE (PTP, 7L 2 48) T 40°CT5%RH 12 6 % HARLFE L7275,
S, AR R ORI AN Th o 72, Fo, DIOER T HIFE A EALNTHHEAT
BT,
@K T DR TENE
AENDIN KT D RZEMNEH DT, TAIRERE PTP @lORE TRk L7, EANEOL
(1000 /L 7 2) 126 % A SUTES B 4 BB L7208, W baME, ST, AR
i R OISR Th - 72,

(2) MERRRE COLEM

2 UBE 375mg & PTP KL VED L, 5 S REMRICTHE LD CGEEUMKRAY) & 20 fE4
CHEAT T A FE L T TAF v 7 X vy v T TERLEZLO (FT7AWAY) &, SRGEETIC
14 HRERGFLEABREIT 72, WTNOWERETYH, AMBLUZEIZA LN -T2, HAKRFET
X, WTFNORFESRMATHLEREORM, #HEOIK T, FBEIHOK TR LT, T AMEEFET
b, FIREODOT NN, BAENMODLTNRETRA LN, EAMRT & X TRE DY
MNTHoTe, TNHOZ EnD, PIPEEELVEY HL72%RIIT 7 ARICRGET 22 EREE LN E
EZ BT,
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HEAJHRBE T D F 3 L BE 375mg DL EM:

Ak BRI R 25°C. 75%RH =R
TEHE B by 7H 14 H 7H 14 H
S (%) 4.4 6.7 7.3 6.7 7.1
sy AREEME (43) 5 5 4 5 4
i (kg) =20 [=20, =20, =20 |15.0,15.8,15.5 |=20, =20, 19.1 [16.4, 15.7, 15. 1
EEETE (%) | 100 97.5 95.0 97.7 98. 6
S (%) 4.4 4.7 4.9 4.7 4.9
T A | RENE () 5 5 5 5 5
| (kg) =20 |=20, =20, =20 |19.7,19.6,19.7 |=20, =20, =20 [=20, =20, =20
EEETE (%) | 100 98.3 98.8 100. 0 98. 0
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o8 L DRAZA (MEEFHEL)
SRR L

- tankic
30 3% 80% T I H

w5 - AL

(1) FENDELGRES - QK. SNESFRCERSE - AR(CHT HFER
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1. MEEXIIHE
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XEE. 7OT79RX - SSEYR, 41 VITILIVYHE
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RUEMRERLE, BREMREREE. J/NE - ) U/NE%, BERERE. RE - BEX. B
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DY) &R SN DS ARG T 2 8,

< i >

FEIBRA B B & 7 2 EYSEXTR OB LIC B~ 2 ARG HE (R 28 422 H 9 B, [EFEMICEE L 725
JERYIE R BRI 5) (2 &0 SRE ST AImE (AVR) %5&7 7 v a 77 > (2016-2020) (1
HEox, FUMAEMEOBEEMHoHEZ B E Lz THMEDEEEEROFS 85—y Y N84
FEVA G A RERR K D Pk 29 - 6 A 1 HICAR Sz, £/-, SRt 12 A 5 BIZ THifK
AW RO TS &8 T BAE I NEOHERIBEICET 2NENBINES N2 LD,
A EORESGETICE T R4 EIK - AIGHA R ERZ SRR E@mAR T S i, Zhz
ZAF, MR EICESE FUMAYEOBE EM AN SN D X5 EEMET 5720, [EEX TR
BE 2R L LTRELL,

V. BB B EA 11



3. HERUVAE
(1) RERUVAE DR

6. AERUVAE
ANE I vl LT, @R 18 375mg (Jifl) & 1 B 2~3[EE N5+ 5%,
¥, AR, JERIC X v EEHET D,

(2) RERUAEORERME - R
AR L

4, FAZERUVAEICEET HIE
BRE STV

5. ERPRRLAE

ATE T B 3K R O E - WIS EEICET AL D TH Y . R 16 FEEOHIEKIFEE
s B2 E 2 726 D TIEARW,

(1) BERT—2/1\yr—
Y L

(2) ERPRZFEHER
L ERR L

(3) BERGERAR
MR L

(4) BEERUER
1) ASEREERER
LR L

2) ReMHBR
L7

(5) B&E - RERIHR
Y LR

V. BB B EA 12



(6) AEENER
1) FABERE (—REAKERE. SEERARERE. FABBLERD). HERFTRT -2~
—RRE. HERFTRERABROANE
M LR

2) RRBEHELTEBPENHBER TR L 1-RE - HBROME
A LR

() Zoih
—REEARFBR T, RO Tz 2, 187 BIFAZILLE 1, 746 B, HZh=HR 79. 8% & BN T-FGK
ENRENT,

T, EBEMCEERER Y | arREERkR Y | MERERRYYE V| B R ISEYYE P | (LR
R E 2 O (2% 5 BRR FLEGRBR OfE . AFIOAFMENZD T\ 5,
ERFERIIKTT 2ABNOEEIRIZKRDO LB ThoTe,

- A, E RS
RAEVEILIEIER B (B2, B0 L) 284/339 83. 8%
Mg YE™  (BAGESR. Mg/ L) 536/682 78.6%
PREGIBYSES  (BEB k. Bk, Wz L) 994/1230 80. 8%
FEIG NRHEYYE (B N e &) 62/64 96. 9%
IRBHEGYE (RFERR ) 45/56 80. 4%
HEREE™  (1BIER HR 7R L) 130/226 57.5%

T R e & e

HEH A7 R

—AXER AR CHIEE PRI 3 T L7z 1, 872 BROTE L =1% 83.3% (1, 559/1, 872 k) Th o7,
F7-. EHOEFEKZMEARIE LI- 866 k7 v 2 U UMPE* X 260 kT, D 9 HAKNC XL HEHEE
ST 64.6% (168/260 £R) ThH 7=,

—F. B-F 7 ~—EBREEERIIHT DEERFTILT5.3% (247/328 (k) Th o7z,

RMHERE T BV v OMICZ25 pg/ml (T EV Y T 4 A7 &M~ HITHEY) L Lz, 72720, v
TNECPEIZOWTIEIMIC=3. 13 g/mL & L7,

V. BB B EA 13



JRRER] « B-T 7 2 ~—BEARNMEEHRE (1)

LSS B-T 7 & ~—PREEAREIEREL
e b /St High Low (—)
# it Y%*j;i/ ;fﬁ)** 0t [T mevion| kb SRR
(HEFE%) (HRE%)
SR |#® B 7 K U B B 165 130/165 (78.8) | 93| 64/ 84 (76.2) 7/ 9 (77.8)
UER | # FE 7 K v BER B| 152| 133/152 (87.5) | 97| 45/ 53 (84.9) | 37/ 44 (84.1)
HIE |z o 7 F » sk @& 3] 3/ 3 @100)| 0
7 ft. B8 v >~ & Bk 21 21/ 21 (100 )| 3 3/ 3 (100)
Tl oo [ xbvzvavnxrnis97=| 5| 4/ 5 ®0.0)| 3 2/ 3 (66.7)
% vE | 15 B 93| 87/ 93 (93.5)| 43| 1/ 1 (100) | 39/ 42 (92.9)
R | i % B 27 27/ 27 (100 )| 8 8/ 8 (100 )
O fov o BBk 52| 44/ 52 (84.6) | 31 1/ 1 (100) | 24/ 30 (80.0)
T oMo 7T AT 31| 29/ 31 (93.5)| 14 2/ 2 (100) 12/ 12 (100 )
N it 549| 478/549 (87.1) | 292| 113/141 (80.1) | 132/151 (87.4)
W i) 386| 364/386 (94.3) | 193| 22/ 28 (78.6) | 155/165 (93.9)
K f5 B | 377| 332/377 (88.1)| 179| 51/ 63 (81.0) | 106/116 (91.4)
¥ b wm Ny Z — J& | 11| 11/ 11 (100)| 8 5/ 5 (100 ) 3/ 3 (100 )
oo € x 7 J@| 1| 1/ 1 (100) 0
A e B 61| 38/ 61 (62.3)| 32| 19/ 28 (67.9) 4/ 4 (100 )
7 TI)E | 2oy 75 | 21| 15/ 21 (71.4) 7 3/ 5 (60.0) o/ 2 ( 0)
Z ’;’%‘ = v F ou Ny Z — J&| 41| 29/ 41 (70.7)| 19 7/ 12 (58.3) 6/ 7 (85.7)
% o5 | & 46| 20/ 46 (43.5) | 34| 11/ 31 (35.5) 2/ 3 (66.7)
Hipgl 7B |20t 5 F7 41 4/ 4 (100 ) 1 1/ 1 (100)
TuF A - INHY Al 18| 15/ 18 (83.3) | 12 3/ 4 (75.0) 7/ 8 (87.5)
Fns | FuTUAIFEYR| 37| 33/ 37 (89.2) | 18 1/ 1 (100) | 15/ 17 (88.2)
U AE | T A 'AT A 11 9/ 11 (81.8) 7 2/ 3 (66.7) 3/ 4 (75.0)
TaT A Ly 8 2 1/ 2 (50.0) 1 o/ 1 (0)
oo AR L] 3 3/ 3 (100 ) 1 1/ 1 (100 )

XENTRT « ENH=A

V. IGHRICEET 5 A
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JRRER] « B-F 7 & ~—BREARNMEFHIZE (2)

EYES S B~ 7 & ~—XREAREIEMEL
e N e High Low (—)
o At {Eﬁ*j;i/gfﬂ@ At | SRR B | YOS oA
SEESSD) (HEER)
oo | i 82| 22/ 82 (26.8)| 50 5/ 8 7/ 42 (16.7)
REF | Va—REFR -~V T4 VT | 3 2/ 3 1 1/ 1
AB |\ zofy = — FEF 2| 21| 10/ 21 4r.e)| 7 1/ 3 2/ 4
V7 7 K Nz 7 Uy A2 2/ 2 0
Z A4 v 7 = v ¥ 115 96/ 115 (83.5) | 19 4/ 5 11/ 14 (78.6)
‘%/\"?4"/7/1/1‘/47“‘ 6 5/ 6 2 /1 1/ 1
W7 v ox kN zox — J&| 19| 19/ 19 (100) | 10 3/ 3 7/ 7
TIAHYVFRA T2 —1 R 7 T 6 5/ 5 1/ 1
z oMo 7T s E % 19 16/ 19 (84.2) 8 1/ 1 5/ 1
/N 2t 1293 | 1054/1293 (81.5) | 615  145/208 (69.7) | 337/407 (82.8)
~ 7 b3y B R g1 9/ 11 (8L.8)| 3 3/ 3
TSA|NT ANV T hay A 7 6/ 7 5 5/ 5
B | 7 2 2 U 2w AR 1 /1 1 /1
ii% T DM T NGHERKIER | 4 4/ 4 (100) 1 1/ 1
_ NITOaALTATZVY A 3 3/ 3 0
@@7y/<7-7ﬂuvzwa 1 1/ 1 0
ZOM T T NEMERRRIERE | 3 3/ 3 2 2/ 2
71N &t 30| 27/ 30 (90.0)| 12 0 12/ 12 (100)
= #t 1872 | 1559/1872 (83.3) | 919| 258/349 (73.9) | 481/570 (84.4)

ARIENZ ™ Rl | 3AGR I O SE « IS AEICBE T 2D TH Y |
T2 b DTIEZR, HUEAFERGIC &S EISE « BISEET T

R 16 AR OB A P RTARR R 2 I 2

e

3R] DHEEZRT L L&,

V. IGHRICEET 5 A
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VI. EhFEEICEHJ SHIEA

1. ZEZHICEEHSLEYMXITILEYME
N=v ) RBUENE
B-F 7 &< —ERLEH
v 77 u AR CRGUVEYE
HE  BEO S LA ORREXITHRFIL, BOETIRL LT 5L

2. EBEER

(1) YERERLL - ERRE
ﬁﬁfﬂﬂ 8) ~10)
1) ANZ IV ATT7 RUKEE., LoV ERER. IBERE. MRERE 72 &0 7T LGPERE 7> HIRE
KEE., 70T TRA«IFEUR, ATV FEHRED S T AR E CIEWHIE A7 k
NWERL, BEIERT S (in vitrodlBR)

Of/NEEMLEIE MIC) &R/ MEFEE MBC) & R Y
WET FUERE, KIBE, MREH, 707 72X IJ VR 707X TLVHY A A7
NTZ W, N7 TaAT A7 7T ZOEER K REBRRSBERE W TALZ I o MIC
& MBC % 10°cells/ml OFEFEE & CIRIAETHIABIEIC XV JE LIZfER, A2 I U o MBC
IZMIC &R H D WT 2 ERETHY . 7o B U SRR R O PEE RO T ISR LT
HAAEITHER LT,

MIC & MBC o Bisi

SBTPC ABPC

il MIC MBC MIC MBC
S. aureus 209-P 0.10 0. 20 0.05 0. 20
S. aureus 314 0. 39 0. 39 0. 20 0. 39
S. aureus 312 12.5 25 >200 >200
E. coli NIH] JC-2 1. 56 1. 56 0.78 0.78
E. coli 273 6. 25 12.5 >200 >200
K. pneumoniae 11D 979 25 25 50 50
P mirabilis 1287 1. 56 1. 56 0.78 0.78
P.vulgaris 1AM 1203 1. 56 3.13 50 >200
H influenzae 191 0.78 0.78 0. 39 0. 39
H influenzae 210 6. 25 6. 25 >200 >200
B. fragilis 84 6. 25 6. 25 >200 >200
PR & 10°cells/mL (ug/mL)

SBTPC : A/vZ I U ABPC: 7o VU >

VI SEBIEELC T A y



QBRI X DRt

T VAt Povulgaris 109 1T DAL I v TEV Y v AT B AORH

VB Z R RIS AR 2 E L TR L7,

WERERIZT ET ) & 200 g/mL IRILTH . BEIE RIS LI=DH T, YT 2 B
RO DA TG U723, ALK I U U ORNA LN 2 KT, FIFEO MIC JEEE 25 1 g/mL. 100

wg/mL CREEMICIER LT,

P.vulgaris 109 (2535 A2 I 2 U URREEH

SBTPC' 2% . ') )

ABPC 7t Jn

MIC : >800

SBT' 71252 9 2.y

(ug/al)

[FIREDFEER N S, aureus S-18. S. aureus 31. E. coli 33. E. coli 2. K. pneumoniae 129, K. pneumoniae

0 1 2 4
MR MR (R

4

200, P vulgaris GN76. B. fragilis GAI-5000 [ZB W T HEE S 8 9 1012

VI. S3EEz B+ 51EH
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2) TV VEMEEIZL E X VMMEEICLIRWPIE NI EZRE L. R 77 A REFT 5 KIGHES
TORT IR TN ADANVE I VY ALK DIBREE L ZBETHET BT Y o MIC i
ETIEHALNRNWAT 20T T A MERCIEEN ANZ I Y O MICEETHEFICALNLD ©

(in vitro?RER) .

BRYERRIC T D BUE

e MIC (ug/mL)
fil
SBTPC ABPC SBT

Staphylococcus aureus ATCC25923 0. 10 =0.05 50
Smith 0. 39 0. 20 200
Newmann 0. 20 0. 20 100
Y 209-P =0.05 =0.05 100
7 | Staphylococcus epidermidis ATCC12228 1. 56 1. 56 100
|§§7 Streptococcus pyogenes Cook =0.05 =0.05 50
1 S8 =0.05 =0.05 50
T3 <0. 05 <0. 05 25
Streptococcus pneumoniae typell =0.05 =0.05 25
typelll 0. 10 =0.05 50
typelV 0.10 =0.05 50

Neisseria gonorrhoeae 11D839 0. 10 =0.05 0. 39
Escherichia coli ATCC25922 6. 25 6. 25 25
NIHJ JC-2 1. 56 1. 56 25
Klebsiella pneumoniae 11D979 12.5 25 25
Citrobacter freundii NIH17 3.13 3.13 25
Enterobacter aerogenes ATCC13048 25 100 50
Enterobacter cloacae ATCC13047 200 800 100
Serratia marcescens No. 10 12.5 800 100
Y Proteus mirabilis 1287 0.10 0.20 100
7 | Proteus vulgaris 1AM1203 6. 25 25 50
é Morganella morganii Kono 12.5 50 200
‘lﬁk Salmonella typhi 0901 =0.05 =0.05 25
Tanaka 0.20 0.20 50
Shigella flexneri 2a 0. 39 0.39 25

2b 0. 20 0. 20 12.5

Shigella sonnei EW33 1.56 0.78 25
Hafnia alvei NIH64 6. 25 6. 25 50
Haemophilus influenzae ATCC9327 0. 20 0. 20 200
ATCC9334 0. 39 0. 39 100
Pseudomonas aeruginosa ATCC27853 400 >800 >800

Acinetobacter calcoaceticus No. 1 0.39 3.13 0. 20

) . e

P Bacteroides fragilis No.4 1.56 100 50

Wi R 10%ells/mL
SBTPC : A/Z I3 U ABPC: 7o B U SBT : AT & A

VI SEBIEELC T A s



3) B-F U Z~—VHEAEEZEDEBEICEDBRABPIIK LT, AART ZLDB-F 7 F~v—F
FLEMERIZE D 7o) v OAKRNTORE,E S ED TAROHE N RBEEE DT, AL
Z I TET ) BB H X0 SRR RN H TV D (v R) 99

TEHBET

RN THBEL 7= AN AN Z N B-F 7 Z~<w—FDTc, M, MERVHEZRLS . TafOVAZR
FEICAR AN ARTE AL T 25, o T, ANF IV Y U TIEB-TF 7 4~—BILLDETEV Y D
TAKGHREDLE 4L, 7o BT ) VARKRDIEL , BMOBIEAORREESRD Y,

(2) EMEZENTHHEBRBIE
Tk -0 8w —FBHERNANNY X L BT AT NEE SR TALE TH DTV B
I, AR TIET VB e RN T ZNET ) B-F 7 v —EEAZEF L LTH MRS
KL THEARRT B COROTE NEAREL, 7 FUKER - Vo VEKBERR ED 7 T LG
MOME « KIB#E, 70772« IR, AU TN PR ED T T LEVEE £ TIEWHIE A
R "NV EET D,

(3) {EMREBM - HERER
B L

VI SEBIEELC T A o



1.

VII. E¥MBREICEY 55E

i iR E DS

(1) BRLAEMGMApPRE

%
VoA

YL, ERE DI I Be D,

(2) ERERFER CHERSN-MFRE

1)

Tl 5 RN 22 REIRE D If P R S HERS & (RN EhRE 1Y
BOBGHECLIRIN SN, BEOTAT T —VIZL VKRGS T ey U v (ABPC) &
AT Z I (SBT) L1272 0 EREI@m WM PR EE 2~ 3, /AN 10 FHZAH] 375mg (JiAih)
1 H 2\ 15 HFERRR O£ E Uiz & & 1 [EIHBEGRIZET 5 ABPC, SBT O i HiR B OHER 1%
KDEBY Thotz, £7-. 16 HENZ O W IRIFFEEED M EE OHER N S, SRR 5
FAWAY ALY et

[A/% 22 (SBTPC) 375mg, ABPC 500mg 4% 1 [ O&E : 7 0 A4 —/R—k]

{ig/ub) |

—=®— ABPC
%SBTP(‘ 375mg fa=10.
6 1 -~~~ SBT

-~~~ ABPC500mg'n=6 |

1 2 3 ' 5 6 7 8 r5RN)
5

(ug/mL)

0 15 53 30 5y 1 R§FH] 2 R[] 4 R[] 6 fFfH] 8 IRE[H]

ABPC| ND {0.97%0.22|4.90%0.49|5.27%£0.50(2.64=£0.37]0.40%0.05|0.11%0.01{0. 03%0. 01

SBTPC

SBT ND ]0.83=%0.2

3.23%0.40|3.48%0.30(1.52£0.19]0.43%£0. 05|0. 13%0. 02{0. 03%0. 01

—_

ABPC

ND ]0.18%0.09|0.60%0.17|1.45%0. 18|1.88%0.27|0.89=£0.27(0.28%0.090. 12%0. 07

ND : Not detectable (fHH1)

Kel Ka Tis (auc) Tinax Coax vd
(hr'") (hr'") (hr) (p g-hr/mL) (hr) (1 g/mL) (L)
0.797 3. 308 0. 888 12. 43 0.70 5.91 24.44
SBTPC ABPC 0. 042 +0.521 +0. 040 +0.97 +0. 08 +0.44 +2.53
(n=10) 0. 689 3. 208 1. 026 8.42 0.75 3. 86 27.92
SBT +0.031 +0.576 +0. 047 +0.71 +0. 08 +0.29 +3.24
ABPC 0. 538 0.748 1. 376 7.65 1.67 1.985 136. 82
(n=6) ABPC +0. 055 +0.093 +0.175 +1.27 +0.21 +0.218 +11.55

(ZZ2AME XV One Compartment Open Model : Symplex y%7% FAWTHH)

VII. FEEhielcBJ 5 H 20




2) BEH RN ZERTR X BRI QR GRE O M PR EHER (5 f1IFY)) L ARNEIRE

1ISBTPC 750mg © 7 v 2+ —/v—i$)

Lug/nl)
10
A
q.l
]<
-3 N
e |8
': *——e ABPC%heps
: ®*----- ® ABPCR %
! O————0 SBTZIE%
4 O---~0 SBT fris
0.1 tn=5
05 1 2 A 6 8
%5 i% By R (R
(ug/mL)
15 4y 30 4y 1 R 2 W 4 WERE 6 IERE 8 IR
72 HE R 1.7 8.1 8.9 6.9 2.8 0.9 0.12
ABPC
Bk 0.8 7.4 9.2 8.8 3.9 0.9 0.42
ZEHE R 1.3 8.4 8.2 5.7 0.7 0.2 0.03
SBT
Bk 0.2 6.7 7.4 7.0 0.6 0.2 0.01
Kel Ka Tiys AUC T Coas vd
(hr™) (hr™) (hr) (u g+hr/mL) (hr) (u g/mL) (L)
72 RS 0. 60 1. 20 1. 15 28.55 1. 15 8.59 25. 67
ABPC
1% 0. 60 0.84 1. 15 35.51 1. 40 9.21 20. 58
72 I 0.84 1.25 0.82 21.18 0.97 7.91 24. 61
SBT
A% 0.74 0.96 0.94 22.17 1.18 6.83 26. 93

(ZEHE X Y One Compartment Open Model : Symplex {EZ FHWTEH)
TUEY Y AN Z AL S IMTRE - R iR NS (AUC) 1t LARB O NKE
<, BEFICIDZEEBITIRO NN T,

VII. FEEhielcBJ 5 H 21



(3) P
TR L

4) BZE - fRAEOZE
VI-1. (2) BRARRABR THERR S N7oiPiRiE 2) | M

2. RYMEERI/NT A—4
MVI-1. (2) BRARERER CHERB S oz 1)) 21

(1) 8477535
AR L

(2) BALREES
LR L

(3) HKEE T
R L

4 2U75 2R
R L

(5) HmBEEY
ek NS ME. 375mg 1 BB #2558 (10 #)
TS Yy 24.44%2 531, AN H A 27.92+3. 241, (EHME HEVERE)

6) Zft
LR L

3. B&H (REaL—>3av) @

(1) #BHT 753k
AR L

(2) NS A2 EBHER
U ERR L

VIL. SeBitEls B B IEA -



4 u&”l 16)
MERR L
<BE>T v MIBTFBT—X
T v MZBIT D ER T+ 461006 OWIN A BA4F T, 2285, B TOWIN S HT 2580 biizds,
BT WRIRE N0 ol
B, MHPTET BV 0 AT ZAPKREIIL, AVZ IV TR LR 0T,

5 %

(1) ik—RiAPIEBIYE
AR L

(2) mi%—RaREREME @M

<&HE>

< PUWRETOEEM 3 B U BE 1 88 (375mg) &5 L7-BROF AR O M AR EIL 1 FillC 3 KE#ZIC
AN BN 0.06p g/mL DR S8, o 2 BIIRERRU T CTholz, 7o e U 0L 3
Bl HBPERALLTF CThH -T2 17,
RBFEROBMAZT, 7o =AY B L5 S iEE 37 B LL EoidiR 5 #1] (4%
EIA) Zxf L, R, JRIE oM, R OMEBERRICES T 27 v ) U RRANART X AOPRE %
mIEHK 7 o~ 87T 7 4 —EERAWCCTHE Lz, 7o EV U U ROALARY Z AL, RHRD MLk
M CRISEDOREZ R LTz, 7o BV U RRRANVANT Z NZNENORHMRO MR M), JFHEr
M (C), ROMEAMRE (P) BEZNE LRI, REOLBY THo712 W,

M (ug/mL) C (ug/mL) P (ug/mL) C/M Lt P/M kb
TV v 6. 20 6. 02 2. 40 1.0 0.4
AN H I 7.25 9. 68 3.75 1.3 0.5

VIL. RW#hieicBE+ 5HA

23




(3) EA~DFITHET
PES 5 BN ) 3 U BE 375mg AR OG- U2 BREO R BATIZ. 3~4 EHRRIC T B U 0. 04 1w g/mL
~0.08ug/mL, AT X0 1ug/mL THolz,

- s fREEZ R (hr)
1 2 3 4 5 6
ABPC ND ND 0. 08 0. 08 0. 08 0. 04
! SBT ND ND 0.10 0.10 0.10 0.10
ABPC ND ND 0. 08 0. 08 0. 08 0.04
2 SBT ND ND 0.10 0.10 0.10 0.10
ABPC ND ND ND 0. 08 0. 08 ND
’ SBT ND ND ND 0.10 0.10 ND
ABPC ND ND ND 0.04 0. 04 ND
1 SBT ND ND ND 0.10 0.10 ND
ABPC ND ND 0. 04 0. 08 0.04 0. 04
° SBT ND ND ND 0.10 0.10 0.10
S ABPC ND ND 0.04 0.072 0. 064 0.024
SBT ND ND 0. 04 0.10 0.10 0. 06
ND : not detectable (MaHFRFALLT) (ug/mL)

(4) BE~OBL
R L

VII. FEEhielcB4 5 H 24



(5) ZDhDMBRADBITHE

FRNBE A E G LT ORRRT, KRS, mIEEEEN, O HRPGHERN, VMRS ~D 7
) VRORAANY B AOBATERAFCH Y | E7WERR, I IS BT HTng 72,

1) MR e g 19

4 B DB MERGEFEYE A (2 T 3 U BE T50mg % ZEJEIE e OV F2 1245 2 BIRR D BE - L 7o f SR, WRR
HOREOE—271X7 B2 U 0.13~0.52 u g/mg (F#) 0.287 pg/mL) . A/N/NT Z 10.2~1.3
pg/mL (F#0.575 ug/mL) Tholz, FemiflHFIREICK T 2 RmgEPIREDOLRITT v
VT 2.2~4. 2%, ANANT ZLTI.8~17.3%Th-o1z,

46 ¥, B 65kg (750mg. BHEKEE)

1B MR %
(ug/ml)
0.41
x X ABPC
®———@ SBT
5 0.34
%
WP
;§ 0.24
.14 \ x
ty \
I/
/7 N
A T - v L Y
0 1 2 4 6 B LAY
ARPC <0.04 <0.04 0.13 0.12 0.12 0.09
SBT <0.2 <0.2 <9.2 <0.2 <0.2 <0.2

77 . BYE 40kg (750mg. ZEREREEE 5

MBS SR
(ug/nl)
1.4
&———@ SBT

1.0
5
1R

P 0.8
% 3
£

0.6+

ool N,

t, DA
X
0 1 2 3 4 5 6 BEHY
ABPC <0.04 <0.04 <0.04 0.37 0.52 0.41 0.10
SBT <0.2 <0.2 <0.2 1.3 0.7 6.6 <0.2

1) AAIOEBENT-AELOHET, TRAAZI2 U LT, @EmA 1A 37ng (i) 2 1 B 2~3 AR
HEET 5, k. Fip, ERICZVEEEET S, | Thb,
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2) JE- i 2

WIETF 2—7 R —UhafTBRE 3 HIC T3 88 750mg &2 Z8ERF ISR &5 L, 9B 2 61T
TrET Y 500mg RO E L7 a AF— N—ETHER LT, 2 F Y UEERGROT T Y U
R DS L R 5. 3 ng/mg L B — 7 fEZ/R L, 7 > B U 2 500mg & G-RF D) 3. 2 u g/mL
DK 1.6 [5TH o7z, ANANT H AOMPIEET 1 BRFEE 1.5 u g/mL, 2 FEEMHE 1.6 4 g/mL THhH -
776

REY 7 e ) SRR T S Y U B B T — 7 6.6 u g/l ~T7. 9u g/nL IZH D, T E Y
VR BIED 2. 5~3 [EDE RIS R LTm, AT X AORREHFHE— 7L 1.2 u g/mL~2. 8 i g/mL

ThoTz,
SBTPC750mg, ABPC500mg #% 5. 1 7 v A4 — R—k
9% Hh 0% it
.= Bt & Lk
ABPC 8 e—o > —e O0—0O
sprpc | ABFC sgrpc ) ABPC
| SBT s»—a »—o - |SBT w—e o—a
T-Bil 0.9mg dL ~ T.Bil 0.7mg dl
ABPC *--8 o--0 . ABPC - o--0
(ug/nl) GOT 70mU ml (ug/al) GOT 134mU/ml
9- GPT 126mU ml| GPT  164mU mi
~ Alp  150mU mL Alp  HimU:mbL
8 7.9 BUN  1limg dl r _ BUN  12mg/dlL

185 140500 T RT %5 RESM (B M

3) 12 MR P e g 2
O &Mk RS 7 ) 2 88 750mg 3 5-B5 0 O HFAGERNIEE L, 723U > 0. 24ug/s
~0.60pug/g. AT HZL0.40ug/g~0.96ug/g THoT,

25 R HEAR AR P i

IREfH FRPENIRE (1 g/g)

iE 513 75 PER - (%7) ABPC SBT
1 58 17 60 0.43 0.52

2 LS 26 60 0. 24 0. 70

3 5 31 60 0. 36 0. 50

4 7S 18 60 0.38 0. 50

5 58 56 60 0. 60 0.96

6 LS 16 (80) 0.33 0. 40

7 B 34 (100) 0.27 0. 60

1) RRNOARIN-HEROCHEIX., TRALVZ I 008 LT, @ERKRALE 375mg (Jiffi) 2 1 B 2~3 [[]§E
#5425, ok, i, EIRICK Y EEERT %, | THD,
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4) OO, EENEE
AR 5 AT T B CORRD 5 BEPNREE 22 LM% BRE COANKPIERE 2 SR ERBEICE
DK PR & RIRERENIREE 2 FE Rl THRE Tt i””%ﬂ%&lﬂw&%r“ WIITERDOEBY w;

D[,
H H JEFE | &5 & 59 T
. (Fe 5% 90~230 43) ABPC : 0.01~0.59 u g/g.
H o 5 kE o 4 1125
! ? MR E e SBT : 0.3~0.4 4 /s
Al W o B 4 750mg |ABPC, SBT & % 6 B[ % TIZ 2~5pu g/mL DR
. (&5 75~200 43) ABPC .1.94*v4.45ltg/mL\
EoE 2 1125
Bk ow R R e SBT : 1. 04~2. 7 1 g/mL
. (e 5% 75~225 4%) ABPC : 0.05~1.32 u g/g.
W OBE R 3 1125
N R E e SBT : 0.4~4.3 11 g/
($ 5-4% 1 WEfE 10 43 ~5 FRERE 20 47)
o PE M A M R N R E 10 750mg ABPC : fiz/ 1. 20 1 g/ g
SBT : & 1.3 ug/e

<7;§%>17)

Z v MZANVE I > b IOVERIEKTIY) 100mg/kg Zf% O He 5 U 7= RED I FR & OVideds « #EARPN IR EE
ERIR LT, TUoEV Y U RRANNT B2 NTHEOITIF E A L Olgs - ffkIc oA L, #54 0.5
B O B — 7 BRI 7 e ) o CHFg. Bk, Mg, A7 2 ATk, g, 10IE ONEIC &R
L, & bIChilElk O &, RIS BB E WSR2 o8 L7223, B~ O 5AR 13D TR <, i
Wy ooy ARE RNl LT,

DItk IR ORI DAL Tl « FERPNIREE  [RIER 72 BE 2R L, 24 BRI IIT T X T OlRss -
FHFR CRRIRFLL T CTh o7z,

E) AFNOARENTZRELROCHRIZ, TALZ I Y2 LT, @A 1A 375mg (Jiffi) 2 1 H 2~3 [Al#k
D&%#éoﬁk\E%\rﬁ_iwﬁE%ﬁféoJT%éo
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ANH I N VBRI KRN 100mg/kg 1 [BIE G4 D Z » MEMSA (n=4 OF-H)
B (pg/g X% ug/mL)

BOAl | M % 0.5 1 2 4 6 24 (HeRE)
Jibd 0.19+0.00 0.13£0.00 0.16=0.10 ND ND ND
O M 1.08%+0.08 1.05+0.10 0.62+0.08 0.17+0.00 0.05+0.00 ND
Jiti B 5.83+2.72 2.23+0.16 0.63%0.06 0.2840.00 0.07+0.00 ND
BF B 71.3+£8.69 53.8+3.89 15.8+1.11 3.53+0.16 0.37+0.12 ND
B il 32.0%5.63  19.94+4.06 2.56+0.70 0.50+0.08 0.10%0.00 ND
B 1.30+£0.24 0.85+0.13 0.35+0.06 0.1940.06 0.03+0.00 ND
ABPC 5 PJ 0.55+0.06 0.75+0.10 0.54+0.13 0.18+0.08 ND ND
& A 1.00£0.08 1.13+0.12 0.54%0.10 0.36%0.21 0.01=0.00 ND
WEFE  1.25+0.27  1.08+0.10 0.43%+0.06 0.28+0.10 0.09+0.08 ND
flg g 0.70+0.17 0.85+0.17 0.28%0.00 0.07%+0.00 0.05+0.06 ND
iR 3.10 0. 40 0.44 0.16 ND ND
K B 0.34+0.10 0.40£0.00 0.21£0.00 0.07=0.00 ND ND
fZ & 1.58+0.27 2.90%£0.49 0.73%0.06 0.33%+0.00 0.09+0.06 ND
fi. & 6.50+0.65 5.93+£0.66 2.03+0.14 0.50%0.13 0.11+0.06 ND
Jix4 0.14+0.00 0.08%0.00 0.01=0.00 ND ND ND
O Mg 2.44%0.18  1.63+0.19 0.35+0.00 0.04+0.00 ND ND
fiti B 4.79£1.18 2.94%0.33 0.66%0.06 0.080.00 ND ND
JF B 18.9%4.05 11.5+0.59 2.50%0.25 0.31+0.12 0.10%+0.06 ND
Bl 47.5+6.24  30.2+5.37  4.56+1.17  0.35%+0.00 ND ND
B 2.41£0.25  1.49%0.10 0.5940.12 0.10=%0. 00 ND ND
SBT 5 KW 1.1970.10 0.89+0.03 0.37+0.08 ND ND ND
E Jf  2.04+0.27 1.19£0.08 0.57+0.14 0.14+0.08 ND ND
MERE  3.68+0.31 1.78%0.15 0.43%+0.10 0.29+0.14 ND ND
fg i 1.43+0.17  0.94+0.13 0.40%0.08 0.17+0.06 ND ND
iR 2.52 1. 30 0.39 0. 10 ND ND
K5 B 0.68%£0.12 0.56%0.06 0.30%0.00 0.15%0.00 ND ND
2 &  4.54+0.47 3.58+0.28 0.8740.12 0.18+0.06 ND ND
f. 7% 8.62+1.09 5.78+0.30 0.93+0.10 0.2240.04 0.08+0.03 ND

ND : Not detectable (FHiH1)
Assay method : Bioassay (ABPC. SBT), GC—MS (SBT)

(6) MFFEAKER Y
ERMyEIZANLZ I Y UERMUTCRKRODEZEAKERIIT BT T v 25.6%, A/L/NT XA
20.2% TH VY, ZNZENHME OCEFE T TOEAMERLEIZEAELDLL R 272,  GEOBAMESR
%)
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6. K

(1) feBER R U2 B
LR L

(2) RBIEA5I 5EHR CPF) OHFE, FHFE5X
YRR L

() NEBBHROERRVZOHE
AR L

4) REMOFHEOEERVEMSL., FELEY
2 U T50mg BEGH DOREFR A DIRFREIL, 7o BT U R ORANNRY ZBREE L ET,
bPENCT e ) VEEOT ) R a B R ONT Y T VTR, AL B L
BRI D AN R Z W_X= T L UARRERD B, WG -7 7 ¥ AEBROBGHA CTHIETEM %
RPN,

) AFNOEBENT-REROCHEIZ, TZALZI Y& LT, @A 1 375mg (Jiffi) 2 1 H 2~3 [Alf
#5425, ok, Fil, EIRICK YV EERERT %, | THD,

<;/§%4>16)

T v FUFA XNZANVE I T > b IIOVEREEK T 28 0 85 L, % 5% 0~6 B DR KT 0~24
RO HONT TLC-NSA A A — R T T 4 —%fToln & TANL F A — 7T A RITEAANAY
AZNET o) CHEDOIIEM 2RO, FOMOMRFH N AL Z 22 b yVlRE KRR
MAREACARDLIEIEFRD Sz o7z,
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7. HEtt
(1) HEHERHL ©
RS VEBIIARZEAVIRD £ £ 2 D5 M 24 BRI R PIcHtt S v, Bh ~0PRtII V& Th - 77,

(2) etz
R Pt 1
a8 7 10 BN AHK] 375mg (FffF) 1 B 2 [8] 156 HEEGHE G L= & =, 1 [\ &G5O R
fR S X ABPC, SBT & 1T 0~2 B[ 2355 C. ABPC 1, 163 1 g/mL. SBT 661 1 g/mL Z7~ L. 8 B %
TOMYEMZR T ABPC 68.9%. SBT 60.1% CdH -7z, £7=. 8 HH. 15 HH THIFIFFE CAELS D

iz,
—9 ABPC 1
. , SBTPC375mg n=10:
1163 Q-0 SBT !
1000 4 H—a ABPC  500mg -n=10 "%
' {1 sBTPC 100
ABPCHifh
800 < L 80
~ 68.9 =
7 661 i
B ABPCH| L L e B
2" e [ ed| T
-4 Bl
= %
4004 409 40
200 \ 201 20
1 / %
ANV,
AN \\
2o S ]
2 4 6 8 (eRRN)
125 g s
3K # 0~2 [HERH 2~4 IR 4~6 HERY 6~8 MFfH
PR 4 og/mL 1,162.5 206. 9 35.7 10. 2
ABPC -
SBTPC REPEE (%) 52.7 65.9 68.3 68.9
SBT PRI 1 g/mL 661. 4 124.3 23.4 8.0
REPEER (%) 44. 8 57.0 59. 4 60. 1
PRHIRE 1 g/mL 409. 3 579. 6 206. 8 37.5
ABPC -
SEPEE (%) 6.5 16. 4 19. 3 20. 1

(3) HEifEE

AR L

VIL. RP#hieicBE+ 5HA

30




<;/§%4>16)

F v FXUTIA XA NHZ 220 > by VBRI KO 50mg/kg R E- L, IR « FEHPEIRZHE L1,
Ty FTT B TR~ 18. 5%, FH~5. 3%k S, MPEHRIIN 24% THo7-, X, A
IR B WL, RS 31.8%., HEH A~ 22, 8% HEE S AVRBEIRITK) 55% CThHh -T2, 4 XOEAELIF

FEREEOFERTH - T-,

. HEHEER (%) 0~96 KFRY
ENLY) fi;i;%j? ABPC SBT

- 7 % it 7 % 2
7> b SBTPC 18.5 5.3 23.8 31.8 22.8 54. 6
(n=5) 50mg/kg
S X SBTPC

14.5 3.6 18. 1 37.0 20. 2 57.2

(n=5) 50mg/kg

8. kS URK—5—IZET HIEH
AR L

0. BATEIC& BIREE
LB L

10 REDEREATHEE
R RE bR R
SRR IR B R (S AH T50mg (F)fil) % HA[EFE 5 L 72F> SBT & ABPC O Ift i 2 =8 (T,,.) 1B
REIR N OREEEIZIHI L TRITR Lo & D ISIEBIEA A b ivTz, EHEREIR T 28 RIZ 452883 SBT, ABPC &

HIZFEERTH T2,
= (0 * 1)
Cer (mL/min) Ty, (hr) Y J?qul?f?%ﬁ ;/2
80—144 1.3/0.9 66/55
25—69 2.6/2.3 40/30
6—12 8.5/8.1 25/19
<5 3.3/2.4 %2 FeARat

£ 1 : ABPC/SBT
T 2 0 i

ek, MBI OBEIZBWTIL, ABPC, SBT |2 B E M A A9 5 DT, (KN TOZERITD 7
<, FFICBREBEOER IV WEEZEZLND (B%5),

) AFNOEBENZER AL, (RLZ I U & LT, @A 1E 375mg (Jiff) % 1 H 2~3 [Ef%
AFE5T5%, B, Filn, ERICEVETHEETS, | THD,

1. Z ot
DR L
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VITI. 2t (FEALDOIESF) ICEI HEHE

1. EHERNAE L ZTOER
HREESH TV

2. EFEARLZTDER

2. ER (ROBFICEHEBEELEWVWI L)
2.1 ARIORGITR LIsBUE DBEAEE D & % BH
2.2 (BYMERIEDRE [Ty COREICI W REREHEICRE LI L O®RED D 5, ]

3. MEEXIHRICEEY HFE L EDER
[V-2. eI RICEREST DR 22T 52 &,

4. RERUVA=ZICEEYT HFELZNDER
HEESH TV

5. EELGERMIE L ZDER

8. EELERMIE

8.1 ARANDFEMZHT=» Tk, MMEFEOREEEZEI T2, B-T 7 ¥ ~—BEARE, »OT v
B UMERE 2 MR L. IR OIRE LM E R R/ NROMIB ORI E EH b I b,

8.2 vavinbobbnbdBFENLHLOT, oz aito 2L, [11.1.1 8]

8.3 St E, WEMBREOEERBEENDLLDOND ZENH DD T, EHIHEZT
IREBERETSIATI 2L, BENREMICOE2HEAICIE., EPMICHREEZITY 2 EnEE
Lvy, [11.1.3 B8]]

8.4 MERERIERAE, VMR, /MO EOEERMEEEND LD ENHLOT, &
PN EZIT O R EBEZ 0T 2 &, BEREHICOI 258121, EHMICHRES
1752 EREFE LV, [11. 1.4 BR]

8.5 FHfEREE ., WMENHLDONDLZ ENH DD T, EMNHREZIT O R EBEE2 51217
&, BEPEMICOE25EICIE, EMIMICRELZITY ZENEE LV, [11. 1.6 ]
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6. BENEREHIHBEICEHT IR

M

SHE - BERZFOHLEE

9. RENEREHIHBEHICEHT IR
9.1 GHHE - BIEEZFDOH L EE
9.1.1 RV URIAYEIH LEBEDBRERDH HEE (=2 L. KHIx LABAEDEE
FEOHDHEBBICEIRELGNI L)

B LR Gan L Sh oG8 2RE . &5 L,
9.1.2 7 1 LRMAMEICH LABEDREEDH S EE
9.1.3 AAXIIHEH. RBICKREXME. P, ERBEOT LILF—RIGEZEI LPTVVKE
ZRILHBE
9.1.4 BOEMOARLGEERIIEROREDEE. 2HNEBOEBENESE

BEET0ITITH) 28, B IV KRZIEICKIDHMERDEH HoND 2 LBd D,

BHREEESE

9.2 BEREEERE

921 GENEHEREENHDBE

Mg S ER T DT, Kh5 & - BERRBICERET 52 L, [16.6.1 2]

)

4)

(%)

FreEfEE B E
BEEN TV

HEREERY HF
RIE STV

YR85

9.5 $E4@

Ade SOTHEAR LW D ATREME D & 5 o IciX, 168 OB MR ERMEE EE 5 &b
BRI ORBEETHZ L, T8 U U ORE (3,000mg/kg/ H) $5TT v MTEFIEESH
EEINTWD, 7o) U RORANANT B NIBRE 2 @ET 52 LN s STV D,

(6)

RELIE

9.6 =L
165 EOARNER ORALREOARIEEZZIE L, RILOMKGOUIH L2 a5 2 &, fEFLF
~BATT A ERPEINTNS DB

N

INR

9.7 IMNRZ
IR AR E R K O A R & b4 & U= R R BRI 30 L TV 7Ze Ly,

VIIL. Z2att (EH EoEE%) (Bl 5HEA 33




(8) &tnE

9.8 BHE

HZk,

ROFUTEE L, HETICREGEHBICHET 20 EREOREZBILE L2 SEREICKRET

9.8. 1 —fAICAEBMEENMET LTV Z ENRLENERNREEL LTV,
9.8.2 B IVKRZICEDHMBM N D HOND ZENDH D,

1. HHEERA

(1) HREELZDER

REIH TV

(2) fFRZFELZEDER

10.2 HtAERE (BRICEET S &)

RilaF

BRERER - HEAE

HWr - ElRRF

Tarsy ) —n

T EORICEY 5
12 OFRBLNEEINT 5 & OREN
%629)0

BEFF AR E DN BRI DI IZE N T 1
U ) =7 ey LT
W2 67 BlDABERE D 95 B 22. 4%
OO, Ty BRG] O
1,257 BT 7. 5% RO bz, £/
TryeEvYrEHLZEWT R
J—)VIRFEE 283 il 5 b 2. 1% M
EANETIZ 2R Lz & 9 3SR
b5,

LA

AN U N D EREE < EE[E
(B 2 A R & HE R
HDEBFNNH D,

Pl AR & =) oI/ MREE
AENHIE T X0 AR INEY I H e
TR XD AREME N B D,

8 BT 3K

Trev YOOI XDk
RN R G LT & DRED D
60

AFNENG P B 8 & 2810 S % AT
PERH Y . FIZ X0 R OREEEORS
JFPEER I L 5 IR A+ 2 &5
ZHITND,

NN

NR=v VU EOHFRICEY A B
FLESF—hDZ VT T AN
BT DBENND 5,

AR L — ~ORME 5 W0
FEIA BN DOHEDBEIEL, A
bbb FY— L OBmIENHERT D A
REMEDR® %,

VAT S SN

PFHIC X0 . KAl M RE
S IR R OIER: AHA
OFE-SFEMI A7 O EHOEBZ
nNrRH 5,

T a SR RO R 53 W 7R
(Z &0 ARFN O YA EIES 5 BT
N5,
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8. Bl{EA

1. e
WOBIER 25 BN D = L 13 5D, BEE /T, BESRD HRIHAC IS
kS A7 EEE e E A T Y 2 L 2080

(1) EXGEIER & AHER

1.1 EXLEER
11.1.1 239y (0.01%"). 7+ 74 5F>— (BHEARH)

(8.2 & ]
11.1.2 hEMREIEFERAAGE (Toxic Epidermal Necrolysis: TEN) . R [E$EIEARE1EEE (Stevens-—
Johnson fEI&E¥) . REARMERPURBAE. FRERERX (Wb HER)
11.1.3 2HEREE. MEEERX (W IhoHEEAT)

SUEEREE, MEEBEREOHEERBEENO DL Z LR35, [8.3 5]
11.1. 4 MREET (FEEARH)

SERERIERAE . AIMAMER L, /MR SO EERMEEEND Sbbhd Z &b 5,

(8.4 2]
11.1.5 HimtEXREEL (0.04% ™), BIEMEKER GEERH)

HMAE B2 | B RIGREO MEZ ) BEERKBRR S Db Z ERHH DT, 8.
THIR S DO HAIITE DI 2RI L, EERAEEITY Z L,
11.1.6 FFREEEREE. BE (Wb HERH)

(8.5 &[]
T BEA & AR Z B o T BT

VIIL. Z2att (EH EoEE%) (Bl 5HEA a5



(2) ZDthoEI1EH

1.2 ZDHDEIEA

1%L | 0. 1~1%Aifi @ 0. 1% © BHEEARE
W FBUIE B2 HRZ, £ O | ZIALEE, MAETR
., BZJE R
iiR7:3 IR ERHE % BERLERED . s | & i
BRI . A L ER T
D IR ER D
Sl AST. ALT. Al-P @
5
Hiba T - HRAE HLD - MEM, BE | BARR. ER | REE. HIER
AP, H o I B, f=<eir
Ji
[ N2
HRAX f OEWN AR
Z DAt FEL R, B | B I UK RZAE
%, fER /NI =a0 N =%
B ME,  H i e
F4%) . B4 I B
X ZHER OGF
&K, ONEK, B
AR, MRRRE)
WER R, 57

a @ BEA &KL 2 A DR TR B E
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SEBEFRARERAER VERRREERE -8

BHIE I K OV ER T 6 4R (1986. 9. 25~1992. 9. 24) DOFHEIZIB T, 11, 416 it 546 5] (4. 78%) |

BITER UK AR O RE 5B 6, 209 LEWEM & LTI 406 1 (3.56%) | FRAMRA R

e LTIX 160 ] (1.40%) Tdh o7, BIEFH O TR b OIL TR, R & O LEEE (2.95%) |

B EORE - RIEMEAREE (0.45%) M OERRRAEM R OF /2 b ok, 60T EF, GPT E5F-
72 E O - IEREE (0.64%) ThoTo,
FILVE F o> AR 1 38 BRI
FEWR il F AR DA D B Gt
B KR E TORE (1986 429 A 25 H
S ~1992 4£9 H 24 H)
AR e e 327 630
ELEERR IR 3, 005 8,411
B F S8 BUE 51155 332 214
FIE RS B 454 261
BIVE R BUE F 3 11.05% 2. 54%
BIIVE R Ok BIVER OR B (%)
FRg - K& FEBUE IR 20 (0.67) 31 (0.37)
R Ak b3 18 (0.60) 12 (0.14)
BEH DIIR - B 1 (0.01)
SHVERE 1 (0.01)
215 6 (0.07)
E 3737 1 (0.03) 1 (0.01)
BT 1 (0.03) 1 (0.01)
o () 7 (0.08)
RLFI£F3T D Dy 1 (0.01)
T2 S 2 (0.02)
liR 2 (0.02)
A - RAHH FEBUE IR 7 (0.23) 6 (0.07)
PR R R SHJR 2 (0.07) 3 (0.04)
SHE (JE%) 2 (0.07) 1 (0.01)
WEW (i) 1 (0.03) 1 (0.01)
SHoE (&) 1 (0.01)
LU (J%) 1 (0.03)
[ 1 (0.03)
H AR HEBUERIEL 2 (0.02)
FbEE FEIR 1 (0.01)
EXZE VN 1 (0.01)
T - HEBUERI L 1 (0.03) 1 (0.01)
Al R g 1 (0.03) 1 (0.01)
Z D DOKE HEBUE B 1 (0.03)
PR E URNIES 1 (0.03)
F e HEBUE B 1 (0.03) 1 (0.01)
IR 1 (0.03) 1 (0.01)
L HEBUE B 185 (6.16) 152 (1.81)
T 111 (3.69) 115 (1.37)
KA 34 (1.13) 12 (0.14)
H - B 31 (1.03) 11 (0.13)
A (L) 8 (0.27) 11 (0.13)
e - 4 (0.13) 1 (0.01)
B - JEEAS PRI 7 (0.23) 8 (0.10)
HE (5 1 (0.03)
BRI 6 (0.20) 1 (0.01)
H k= 2 (0.02)
ik 3 (0.10) 1 (0.01)
i 3 (0.04)
BRI EHE N 1 (0.03)
(EE 1 (0.03)

VIII. 42t ((FH LoEEY%) 83 55




FEIR il FH AR DA D B G
. R E CTORE (1986 4£9 A 25 H
SES ~1992 429 24 H)
TH L& R AT 1 (0.03)
Mg <ot F 1 (0.03) 1 (0.01)
R 1 (0.03)
G 1 (0.03)
N 2 (0.02)
JiPhek - REAE FEUE B 59 (1.96) 14 (0.17)
s iy GOT [ 5H- 38 (1.26) 11 (0.13)
iy GPT [ 5H- 39 (1.30) 13 (0.15)
y -GTP L5 5 (0.17)
EHEEECULEE R 2 (0.07)
fIEEE U LBl L5 2 (0.07)
MU IILEAME LR 3 (0.10)
R - B FEBUEFIER 19 (0.63) 3 (0.04)
=== Al-P 5 15 (0.50) 3 (0.04)
LDH k5 5 (0.17) 3 (0.04)
mgh ) vsER 1 (0.03)
O - MAEREE [ BBUEFIEK 1 (0.03) 1 (0.01)
(—H) DA SN 1 (0.03) 1 (0.01)
7 I BR P FEBUEBIER 3 (0.10)
PRI BRI 2 (0.07)
DS /=0 S 2 3 (0. 10)
~< F7 Uy MERD 2 (0.07)
HImER - @A | BBUEFIE 46 (1.53) 5 (0.06)
HbEE H Bk (i) 5 (0.17) 2 (0.02)
HifEkEZ (F) 4 (0.13) 1 (0.01)
IHERERIE % (E) 29 (0.97)
IR REEREE 2 (JiE) 4 (0.13)
- oR BRI 6 (0.20)
PRAS: /5% 3 (0.10)
VU Z (E) 2 (0.07)
HEREE 2 (iF) 7 (0.23) 1 (0.01)
PERIERIEA GiE) 1 (0.01)
/g - B | SREERIEL 6 (0.20) 3 (0.04)
VadiilE /A GiE) 4 (0.13) 3 (0.04)
/RN GiE) 1 (0.03)
7 hay R R 3 (0.10)
iRy 1 (0.03)
APTT 2 (0.07)
WRaR RS | FEBUESIEK 17 (0.57) 3 (0.04)
BUN |5 11 (0.37)
mfr7vrF=r L5 3 (0.10)
EHR 2 (0.07) 2 (0.02)
FRAE 1 (0.03)
PR IFE 1 (0.03) 1 (0.01)
SR &I 1 (0.03) 1 (0.01)
— R R B | FEBUEFIEL 4 (0.13) 4 (0.05)
2R (F) 1 (0.03)
FEEN 1 (0.03)
CRP BatE 3 (0.10)
PR IH IS 2 (0.02)
TR 2 (0.02)
By REE | FEBUERIE 2 (0.02)
Kadlh o A 0E 1 (0.01)
ety o A %E 1 (0.01)

VIII. 42t ((FH LoEEY%) 83 55
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OEMKE, GOE. EEERUVFHOAESEESFOEERRIEEE
1 H 520 RIVEH R BRI
x5 | Bf&5E| =375mg <750mg <1125mg | =1500mg | =2250mg | >2250mg &3
FHASIE 5% 11 563 7, 580 168 89 0 8,411
Bl 28 BUAE (1 5k 2 21 181 6 4 0 214
BIVE RS B 2 25 222 7 5 0 261
B VE FH R BUEFIE 18.18% 3.73% 2.39% 3.57% 4,49% 0 2. 54%
BIVEH o fiE BIEH OXBHE (%)
Fe g - F2JE | FEHUE BB 1 (0.18) | 28 (0.37) 2 (2.25) 31 (0.37)
YRR E |35 10 (0.13) 2 (2.25) 12 (0.14)
BH ORI - FB 1 (0.01) 1 (0.01)
EE IS 1 (0.18) 1 (0.01)
a3 6 (0.08) 6 (0.07)
=B 1 (0.01) 1 (0.01)
HLBF 1 (0.01) 1 (0.01)
5 () 7 (0.09) 7 (0.08)
ALF9 T D DD 1 (0.01) 1 (0.01)
P2 2 (0.03) 2 (0.02)
% 2 (0.03) 2 (0.02)
A - R [ EBUE BB 1 (0.18) 5 (0.07) 6 (0.07)
R RS |9 1 (0.18) 2 (0.03) 3 (0.04)
SHE (%) 1 (0.01) 1 (0.01)
BEWV () 1 (0.01) 1 (0.01)
560 () 1 (0.01) 1 (0.01)
ARt | EBUERIE 2 (0.03) 2 (0.02)
FbEE IR 1 (0.01) 1 (0.01)
A HR 1 (0.01) 1 (0.01)
WA - FEBULE Bk 1 (0.01) 1 (0.01)
AEEREE | HE 1 (0.01) 1 (0.01)
FmlEE [ REUEREK 1 (0.18) 1 (0.01)
RA 1 (0.18) 1 (0.01)
WHLEREE REUESIEK 1 (9.09) |16 (2.84) {130 (1.72) | 4 (2.38) | 1 (1.12) 152 (1.81)
T (2.31) 197 (1.28) |4 (2.38) | 1 (1.12) 115 (1.37)
E¢ld 2 (0.36) | 10 (0.13) 12 (0.14)
H - I8 1 (9.09) | 2 (0.36) 8 (0.11) 11 (0.13)
g (L) 11 (0. 15) 11 (0.13)
M - 1 (0.01) 1 (0.01)
H o IEERAR P 1 (0.18) 7 (0.09) 8 (0.10)
BRI IR 1 (0.18) 1 (0.01)
H Ik 2 (0.03) 2 (0.02)
[k 1 (0.01) 1 (0.01)
T i, 3 (0.04) 3 (0.04)
fg<o1F 1 (0.01) 1 (0.01)
A% 2 (0.03) 2 (0.02)
Sl - ABAE | FEBIAE B 1 (0.18) | 12 (0.16) | 1 (0.60) 14 (0.17)
HbEE Mg GOT 5 1 (0.18) 9 (0.12) [ 1 (0.60) 11 (0.13)
Mjf GPT 5 1 (0.18) | 11 (0.15) | 1 (0.60) 13 (0.15)
Rt - 8 RBUESIEKL 2 (0.03) 1 (1.12) 3 (0.04)
[FEREss Al-P L5 2 (0.03) 1 (1.12) 3 (0.04)
LDH |-5&- 2 (0.03) 1 (1.12) 3 (0.04)
L+ IR | S BURE (5115 1 (9.09) 1 (0.01)
(—%) P SN 1 (9.09) 1 (0.01)
HmEK - {8 BULE Bl 5L 1 (0.18) 4 (0. 05) 5 (0.06)
FbEE H ek OF) 1 (0.18) 2 (0.03) 2 (0.02)
HIEREE % () 1 (0.01) 1 (0.01)
HERIHZ (iE) 1 (0.01)
FERIER GGE) 1 (0.01) 1 (0.01)
/IR - HA I | 28 BUE 5115k 3 (0.04) 3 (0.04)
BRIMFEE (/R OE) 3 (0.04) 3 (0.04)
WRZRF% [ ZEBUERIEK 3 (0.04) 3 (0.04)
e EAR 2 (0.03) 2 (0.02)
SR 1 (0.01) 1 (0.01)
JR &b 1 (0.01) 1 (0.01)
—er ey | REUEREK 4 (0. 05) 4 (0.04)
e Paateaii 2 (0.03) 2 (0.02)
TR 2 (0.03) 2 (0.02)
P | RBUERIE 1 (0.01) | 1 (0.60) 2 (0.02)
e I E 1 (0.60) 1 (0.01)
e h v HE 1 (0.01) 1 (0.01)
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BIVER B B BRI
i e 51 1H ~4 H ~7H ~14 H 15 HEL E ENEE
FRAIE BBk 8, 401 8,391 7,465 3, 389 887 10
Bl 2 BUE 1 5k 12 138 25 21 8 10
BIE 7B 15 157 30 33 15 11
BV ZE HUE i 2 0.14% 1.64% 0.33% 0.62% 0.91% 100. 0%
BIVE o BIEH OFBEE (%)
FeRg - Rzl [ 3EBUERIER (0.02) | 19 (0.23) 4 (0.05) 5 (0.15) 1 (0.11)
fTIBEREDE |55 1 (0.01) 8 (0.10) 3 (0.09)
BE DI - FB 1 (0.01)
2 HMEIRB 1 (0.01)
R 3 (0.04) 2 (0.03) 1 (0.03)
E AR 1 (0.01)
HLBE 1 (0.01)
Z 55 () 5 (0.06) 1 (0.01) 1 (0.03)
WL FEA; 3T D 731 T 1 (0.01)
g2 1 (0.01) 1 (0.03)
iR 1 (0.01) 1 (0.11)
A - REH | S BUERIER 2 (0.02) 4 (0. 05)
MR REE (IR 2 (0.02) 1 (0.01)
FHE (%) 1 (0.01)
HFEV () 1 (0.01)
SboE (&) 1 (0.01)
HAMRR [ RBUEFIEK 1 (0.01) 1 (0.01)
2= TR 1 (0.01)
BHIEIR 1 (0.01)
WEAE - AiiE |RBUEBIEL 1 (0.01) 1 (0.01)
ik Hig 1 (0.01) 1 (0.01)
ErkEE | EBUERIE 1 (0.01)
IR 1 (0.01)
WLEREE [FEBUERIE 7 (0.08) [ 109 (1.30) | 17 (0.23) 7 (0.21) 2 (0.23) |10 (100.0)
T 3 (0.04) | 85 (1.02) | 13 (0.17) 7 (0.21) 2 (0.23) | 5 (50.00)
R 9 (0.11) 2 (0.03) 1 (10.00)
H - 5 1 (0.01) 7 (0. 08) 1 (0.03) 2 (20.00)
MR CHLLLY) 3 (0.04) 4 (0.05) 1 (0.01) 2 (0. 06) 1 (10.00)
Ao 1 (0.01)
H o JEERA P 1 (0.01) 5 (0. 06) 1 (0.01) 1 (10.00)
BRI 1 (0.01)
H hE 2 (0.02)
I {5 1 (0.01)
. 1 (0.01) 1 (0.01) 1 (0.03)
g1 F 1 (10.00)
H N2 2 (0.02)
JPe - HEE | BUERIER 2 (0.02) 2 (0.03) 6 (0.18) 4 (0. 45)
RlEE 3% GOT |5 1 (0.01) 2 (0.03) 4 (0.12) 4 (0. 45)
Mm% GPT 5 2 (0.02) 1 (0.01) 6 (0.18) 4 (0.45)
R - e | BBUEFIE 1 (0.01) 1 (0.03) 1 (0.11)
(== Al-P F5 1 (0.01) 1 (0.03) 1 (0.11)
LDH |5 1 (0.01) 1 (0.03) 1 (0.11)
oL = 1078 P 55 | S B 1 5k 1 (0.01)
(—#) DDA SN 1 (0.01)
H I EK - KN | 8 BLAE B 5k 1 (0.01) 1 (0.01) 1 (0.03) 2 (0.23)
PAEs H kD (F) 2 (0.23)
HifnEkEEZ  (F)
BERHE L (GE) 1 (0.01) 1 (0.03)
HERIERIA OiE) 1 (0.01)
T/ INBR - HE i, | 38 BUE 15 1 (0.01) 2 (0.06)
i i I/ Rs> GiE) 1 (0.01) 2 (0.06)
WAPR AR FEBUE IR 2 (0.02) 1 (0.01)
= EA=TS 2 (0.02)
JRILHE 1 (0.01)
SR & 1 (0.01)
—Ri el FEBUERIEL 1 (0.01) 2 (0.02) 1 (0.01)
PRsE P A AR 1 (0.01) 1 (0.01)
TR AR 1 (0.01) 1 (0.01)
PR FEBUE B 1 (0.01) 1 (0.03)
= Vel o ¥ X hE 1 (0.03)
e oD A E 1 (0.01)
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IX. JEERPREAERICBY H1EE

1. SRR
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AR L

(3) E DD ZEEEHER
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(1) BEEEESEHRER
Ak
LD;, : mg/kg
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4 X >1000 >1000 — — — —
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(2) REHEEGEMHAER

d Pk

Z v MTANLE I o NI VEREEKRFI 1 B 1A 1, 000mg/kg, 300mg/kg, 100mg/kg, 30mg/kg % i
% 30 HIFRR 05 L7-, 1,000mg/keg BEMECHSE 10 H BE X W BEOKEMHINA SN, ALH
VU R IOV KRN B G C IR EE 7R R S A D 7= A8 FEHE R, JRATA., g - BRR L
SLHOFT R IREE & ORI =T R 0o 72,

ANHE I v N UOVERIE KT GRECE RO R, BREEOHEMNNHEIZS U TR bivk,
Flo, AN I IOV KR 1, 000mg/ kg & G-HE CH L QWL EEDMENTHD Uiz, wWE
FHA AT LTI 1, 000mg/kg BEMERE % OY 300mg/kg BEMED DEf) TR/ INEEH [~ J8 12 5k oD JIF Al
(2 PAS YetaBBtE/INE DOILAE D RRD HITZ, ZOBRIE LI2BETITHEA Lz, MW olisss.
FHRR IS SR 5B L 72 R I35 O DR o 7o, I KRR BB I AT CRFIREE & Rl 220
I HIIR Do 72 300mg/kg/ H & HIp S b,

Z v MEA 1 » H kiR

5‘5
A BEE ek 100mg/kg 300mg/kg 1, 000mg kg
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BEtt (KB, KL EE)

F oy MIALZ IV v NIOVBEKFIY) 1 B 1[E 1, 000mg/kg, 300mg/kg, 100mg/kg, 30mg/kg % 6
% A R O %5 L 7=, 1, 000mg/kg. 300mg/kg ¥ THEG-H R o | BEPT IR M VA B DB FE 4N 338
D OIS, FEHERUE, JRETA, MEFRIET R, BRAREERIRT 72 SNt BREE & OISR 21T
HONIeholz, ZAVE I VBRI G CIXE RO R, EBEEONNE G &
IR CCRO LI, FFAOLEEOBREIL T2 1, 000mg/kg, 300mg/kg #ETHRD Hiv7-, B
kR PT HL Tl 1, 000mg/ kg #EMEME 300mg/ kg FELE D FFHIFLE (2 PAS YL a5/ N D TEAE 3 A BT,
B, ZNHOEMITWT N HIKRER 3 v H 2 RIZEHZIIREO DLRn o1z,

B KBRS B XA FRAR AT O FRIE & Z2 DR b iL7e - 72 100mg/kg/ H £B 2 B b,

Z v MEA 6 p H kiR

- R 30mg/kg 100mg/kg 300mg/ kg
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