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ADP adenosine diphosphate TTF) v g
Al-P alkaline phosphatase TNAYKRAT 7 4 —F
ALT alanine aminotransferase TI=T I MG RT 2T —E
AST aspartate aminotransferase TANGEXUBETI ) VT AT 2T —E
AUC area under the curve i1 T
BUN blood urea nitrogen M RFEFR
CAPD Continuous ambulatory peritoneal dialysis Rt e T IE T
Cer creatinine clearance IVTF= VT TR
Cmax maximum concentration B e I R
CRP C-reactive protein CISE S 73
FDA Food and Drug Administration AL ER N
IDso 50% inhibitory dose UC-PCGDFED % 50% PH.1E X & 2 Wiy g
Ki inhibition constant PR EEKL
Km michaelis constant ST Y RER
LDso Lethal dose 50 50% Bt &
MBC Minimum bactericidal concentration oo/ N T R
MIC Minimum inhibitory concentration /NI B BE AL R EE
MSSA Methicillin-sensitive Staphylococcus aureus AF UV VEENEAT R UEKE
OAT organic anion transport protein BT =4 N TV AR—F —
PBP Penicillin binding protein R=v Y UREEER
PRSP Penicillin-resistant Streptococcus pneumoniae N=2 U AT ER
PSSP Penicillin-sensitive Streptococcus pneumoniae | =3V L RRZ M9 BRI
RMP risk management plan G U R 7 EHE
S-Cr serum creatinine Mgz v7rF=r
tin half life SR
TLC thin-layer chromatography HEra~ 777 40—
Tmax time to maximum concentration ot e . g R R R
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(PIMAEDIE EFEH O T &V 220 L, PUEEERG OB Z K Lz BT, RFIO# 52308
OB sn 2581k 53T56Z L,
(77
P Ao EE R OHEEZ B E LT, FRL 29 4E 6 A 1 BICEA @4 @ m i R e e L v
[P EE EE A OFSI & HE Y BZRHS -, ZhEZF, Rk 304E 3 A 27 HAF CEASE)
BRI « AR R ERL SRR ERAGUIAEDEO [FH EOER ] OWETIZO W ORFRH S
7o, WHEH - MEEEZE, RHESR. SMERE X, BYEGR SULEIBIER OWT N OIRE X T 2 H
T HHMAEDIKICONT, HiMAYIGEEEAO TSI X I STWEFAR RIS L5, [%hEE
EENRICEET HFE) OHEZHHR L, HEEWMETLIZ L LT,

3. AZERUAE

(1) AERUVAEDMHER
WH, 7 Y= E LT LB 100mg(J1ffi & 1 B 3 [BIRO#5T 2,
7RE. AR N OYERICIE UGl B 5,

(2) RERUVRAEDRERE - RN
(V.5 Q) RERICHRRFAER. 4)REIMFER OHZMH

4. BERUVAERICEET 53IE

1. AERUVHEZEICEET 3R

MEENT A TIE 1 B 100mg 1 [BEIEGERLEE Ly, [9.2.1, 16.6.2 BH]

(fR3h)

MEENTBFE TIX 1 B 1[E 100mg 25 CTHo R BRR P EIFF T E 2 b D,

5. ERERALIE
(1) BERT—2/1\vor—
M L



V. ARICEY SEA

(2) BRPREEIEEAER
1 ARBR & U CTHREEERL B T 30 B & %512 7 2 =L 50~200mg O Hi[E# 5588k > ). 1 [5] 100mg.
1 H3E, 3 HE oM GRERY KO [E 200mg . 1 H 3, 15 0 Og 55k 2 2 %6 L,
DEMEE TR Uiz, ZORR, BEORIWER LK OBRMRAMBRELEBN 2 bR, & THRBR~OB
ITIEATHE &Il S T, (% 1 RAFEED

EYAFI OB ENT-AEROHEIR, @, E7 Y=L E LTHA 1 E 100mg(Fii)E 1 H 3 BERAKE5S 5,
k. FEl R OYERIC U CEEEET 5,1 TH D,

(3) RERNERFER
Tie (@) 1) OREALETRAERGHER OHESM

(4) FREERYELER
1) BMHERIEAER
OEEALLITRERGHAR (REE IHEEKRASRETRR)
i) RIEME LR R

EAEMEALIEMEZE (111 B &2 56 512 7 2 =1 150mg/ H ™ K T} 300mg/ H . it FREE 750mg/ H % 7 H [
O LA N2 a2 igiRat Lz, 7eds, 7 V=102 HEMIIZEERIES L,
7 U=V EXEERIIIEERIE L Lz, ATt 7 U=/ 150mg # 91. 2% (31/34), 300mg Af
88.2% (30/34), XIHAZE 750mg #F 84.8% (28/33) T ¥ 3 FAIBEMICH B ZILRO Loz, &l
TERIZZENZI5.6% (2/36). 5.4% (2/37). 11.4% (4/35)! _uuzsbra;mz

i) fitige ¥
i 48(87 i) 2 %F 422 7 ¥ =)L 300mg/ H K& Y 600mg/ H™ % 14 BRI O#5 L, ARPE N 44
PEZ THEEMIEIC XLV BB L, ARITE 7 Y=/ 300mg/ H#E 93.8% (28/32). 600mg/H %i
78.4% (29/37)C 300mg/ H BEN A EIEIL Tz, BIERIZZENZI2.6% (1/39). 4.8% (2/42)IZ58
LORSY 4Vl

i) BRI R YE
HEHENE R BRYSIE (151 B A BR1CE 7 ¥ =/ 300mg/ H KON 600mg/H ™, %FAREE 1,500mg/H % 5
H R 085 LADME NS 22 et 2 eilsat L, 2ok, 7 V=10 2 HERIZ ESHhiEL
L., B7 V= L ERBREERIZIEEMRIEE LTz, AR ITE 7 V=L 300mg £ 78.1% (25/32).
600mg A% 80.6% (29/36). xHRIE 1,500mg £ 78.1% (25/32) TH v 3 AR A EEITED biv/e
Mol BERIZENZI41% (2/49). 3.9% (2/51), 2.0% (1/49)IT7EH BT,

H) RO KGR SRR OMIRIL, Gl 7 9202 LORA LI 100mgO0i)E | B 3 BN R 2.
ek, AR R OYERICIS U GEERIRT 2,1 Tho,



V. ARICEY SEA

QLEHR (BMHA_ETHRERER)
BAETEALIRMEZR R (300 f31)7 Aige (211 )", HEMEVEIR I REYIE (298 )Y % Skt Gei xt IREE & — B Mg

ik 2 S L 72
KGR R HAEPEIRPETR R fifi % T AMEME PR B R Y
A v7v=L i B v7v=L i B 7= Ko A
300 750 300 1,500 600 ™ 1,500
ML - HE (mg/H) (mg/H) (mg/H) (mg/H) (mg/H) (mg/H)
7~10 A HIf& H 5 14 H e 05 5H R 0 # b
Bl PR 2 5 * 117/131 105/134 70/85 67/81 78/95 87/107
(%) (89.3) (78.4) (82.4) (82.7) (82.1) (81.3)
(k] [P<0.01 : U] [N.S.] [N.S.]
GIEESOEoIE S 78/86 66/79 13/15 24/27 137/151 142/167
(%) (90.7) (83.5) (86.7) (88.9) (90.7) (85.0)
[ E] [N.S.] [N.S.] [N.S.]
Z=E 83/93 75/105 63/81 64/78 H MDA a7 EHE
(%) (89.2) (71.4) (77.8) (82.1) 77.3+27.3 73.8+30.8
(HE] [P<0.01 : U] [N.S.] [N.S.]
RIEH 9/142 4/145 5/102 3/96 7/147 6/147
(%) (6.3) (2.8) (4.9) (3.1 (4.8) 4.1
[ E] [N.S.] [N.S.] [N.S.]

* ERARZDAL © ERD - A BIERARDAHE FIGEEMALIRIER U BN TR, RICIZFRME & & &)
ok B SIORNR I - BAZARGIABEE AR REE G, ST I MBI R A
s ok ok AHME MO THEM - A REIARMERES], UL 2100, FEFICRHEEZ0L Lo A =37 Ol

i) EWN EHE RIS
—EHERIERABREEMUBER ) ISR W ORI A AMESRD b T g 9,

R4 HZNBIE B H2h=(%)
FEAENVE R S Y iE 26/29 89.7
BHE@K 17/20 85.0
{R Yt B 5 9/9 —
TRAENE 2 i G E 39/41 95.1
Jr—— io\ ;:fﬁ X Or 21/22 95.5
M, BBK. Ok D,
18/19 94.7
AR U (3R ) 25
P IPAC IR NN 153 9/9 —
TR MENR R AE (R TR, TTARSE,
. 27/34 79.4
YRR, B R IE)
&t 101/113 89.4

BIVEAIE 142 il 9 611(6.3%)11 HHIZFR® BTz, RWERHOWNIRIZE HARE 4 6], THI, #kfE, H
oK, ER. ER. 77 2R NE, EREA LBITh o T,
AH 300mg( /i) H % 7~10 HE# 5,



V. ARICEY SEA

i) EN S gGAR
CHEREERBRITR)ICEVDCARIOFAENRED LR TNDE 7,
A AN A EHH(%)
PERBRIE W% 64/72 88.9
RIVEFNE 102 B11H 5 61(4.9%)5 HIZBD bz, RIEOWNTIX, KIER26], 2. HEHAPE,

THIZ 1HITH- T,
AFAl 300mg( /14l H % 14 HR#E 5,

i) [EWN SRR
BRI R BB B W CARIOF AERRO LN TN D Y,

R4 BN BB HINH(%)
. i 2% 62/75 82.7
TR Y E
BB 16/20 80.0
i 78/95 82.1

BIVERX 147 Bl 7 51(4.8%)10 HRIZFE O ALz, BWEHOWERIZ, THI S Bl &5 2 Bl MsRA R
B, EHERER, BERA 1 BIEBEFHV)TH -T2,
AFH| 600mg () H E 5 H &S,

H) RO KGR SRR OMIRIL, Gl 7 924 L LORA LI 100mgO0i)E | B 3 BN 5T 5.
ek, K OERITIE U CHERIRT 5.1 Th 2,

2) REMHR
BB L

(5) BE - PRI
AR L

(6) BERER

1) ERARERE (—REAKBERE. BEERARERE. FABBLERAT). RERTET —FIR—X
AE. BERTREKRABRONE

OEFERARERE Y
2,448 Jitigk /5 11,352 Bl &2 UL L7z,
BRMEOHIET, [FEHUGE, dag, OuGE, A, Bk o 5 BRETITW, 868 UL EORER %
TEZ) & U CHBIEZET Uiz, ARWERIT I SRAER] 9,449 FlICI T 26 HEH B OF 21X, &
FRITRT LT 825~100% Th V| ILIERTHD & 89.8%(8,428/9,388) T o 7=, Fiz, oI
DONWT, BEEMEMEO R 250 RIEH BRI 1.12%(124/11,082) T - 7=, BIVEH OFERER T,
AST(GOT) 5 -+ ALT(GPT) 525 D fiTfi - MR RFEFE(0.51%), FHRI%EOTHLEFEE(0.39%)732% <, D
WTRB R EORE - RGN BIREIEE, AP EFORH - REBEEER ENRBD NI,



V. ARICEY SEA

ok FH L BEE (%) fi FHER R HEHE (%)

RATM: B2 & G E 187/202 (92.6) |AMERE TR 1,255/1,420  (88.4)
FEFE(W)K 126/138 (91.3) | HfiZe 305/369 (82.7)
{rYett sz 61/64 (95.3) | FEME% 1,537/1,691  (90.9)
TRAEME B2 i i — (—) |BEEBER 186/209 (89.0)
o, EOMEE, L) 227/243 (93.4) | JR1E R OB TEIRIE ) 75/75 (100)
e s Or o VANV TS 89/98 (90.8)
m%&mﬁ%@ﬁioa\ 363/404 (89.9)‘jfrglj\jﬁ“‘gé 28 ©39)

TEtRER 68/75 (90.7)
R SN RV (F/ 3 FhNE 184/207 (88.9)
g ] M RR iR ¢ 43/44 97.7)
i%’fj@g Eﬁ’@ﬁg% 489/526  (93.0) |HhE% 14120 (88.4)

RE K 411/498 (82.5)
ﬁ%;ﬁ%&@iﬁ@%@: 2151240 896) FIEY DS 226/272 (83.1)
RIS e JEL LR 163/178 91.6)
LIRS 74/76 (97.4) | d e PR % 40/43 (93.0)
TP & PR AR 66/72 91.7) |#%k 144/156 (92.3)
MHEH - MEEAZE. Rpkse 1,875/2,063  (90.9) &t 8,428/9,388  (89.8)

QFFRIEAE
i) MERZERE

BT V=NV OEKRBRFOFZ MR E LTS FRIChTe > T3 EIOMEZ LR, 1ZEALDR
FRIZB W TS DO EBIIFE O bR o7z, Spneumoniae 2B L Tik, <=V Uitk (PRSP)
DMHIMEAIZ & U . PRSP 2 33/95 Bk (34.7%) % D7 DEZMIXME T L7z, LarL, Zib o
PRSP 12X 57 ¥ =/LdD MIC D _E[RIZ 6.25ug/mL TH V| MiHAGIZERD B o7,

77 LEMEEICBWTIEL, B 7 V= VS AICIE & A EBIT R o T2y TR A2 s LT
FRITYEEAR K S 25T TEM B EHEE S D 7T A X RHRD p-lactamase & PEA L TR D, B
MANTH DI TWIRD 2 ToBEIE T LTV D & B R Bl RIT o7,

i) EIRICR I HFEE
INVEE L7z 113 Bl 95 B, i a AT s8R D 48 B ORI 21T o 72, AW OIS B E )
37.5% E@m o=, W EYIBSEZDIFE A ERERMBERICE 2O THY . MBREHIT AV
AT S -T2 ENRIR EEZ 2 BT, —, FEROHARER O X050 & [F
BRThoton, BERBMEEIT 224% E@mroT-, UL, ZHUIZIEORES giko otk
WICEERT 2D EEX BT,

i) MBEBTEFICETDHE 7Y O OARRNBRERORKRE
VI 10. (1) BHEEETRE OHZM

Q@ ER& R R ER
EHE LTV,

2) RREMHELTEEFEONRRITEE L-RAE - HBROME
M LA



V. ARICEY SEA

(1) ot
1,638 B> —fXEGARRERIC BT D EEIIR D L B ThH D, 2B, —REFRRERICBITS 1 BRS

B3 L LT 300mg(IM)(E&%5y 3)TH Y . Kk 600mg ™ (1) (E#% 5 3)Th- 7z,

HHAL HRBIRERE | A2E (%)
| RAEVERCREIYE 22/25 88.0
e )Y S 2023 | 870
frYeME S 22 —
N 2L 10 | 873
o, olEE, L9 46/52 88.5
FHEE, MR, Ox SR, LIRMETBH(E) 2 50/58 86.2
VDAY= SN IR (/3 13/14 92.9
TRPERREAE (R TR, TR, IR, B PENRESE) 91/107 85.0
IME - BME R ONFAR A SR 00 G 31/36 86.1
S BRI G E | PR 11/13 84.6
JLL P ) P 355 12/12 100
WREH - MBI 27/31 87.1
SR E%%i 65/67 97.0
AMERE XK 108/133 81.2
fiige 139/174 79.9
¢ 271/327 82.9
IR B REGIE HHRER 60/76 78.9
PRAEJE (WRER 1 PR IE 2%) 45/45 100
ANWNITS 37/40 92.5
I AR YL E TE G 69/78 88.5
FE AT R 2% 21/25 84.0
N FERIIE 18/18 100
Ll Wi iR 11/14 78.6
PAEDS 22/26 84.6
H SR YE BRREE/N 43/60 71.7
Il s eS¢ 23/33 69.7
R} 1SR fiiﬂﬁﬁ S oL
RYLE Bk 72 5] [ 2% 35/40 87.5
R 69/75 92.0
&t 1,393/1,638 85.0

W) AR OAER SN - AER A EIL, TEE, E7Y=/LE LTHRA 1 | 100mg(Hff)& 1 H 3 ERO#S595,
RF. AR K OYERICIEG U CHEEHRT 5.1 Th D,




VI. EHFEEICRII HIEE

1. EEZNICEEHSLEVRITILEDEH
Y7 = ARPUEWE
AR BEEOH HLEMOREE - REIL, BIORMNLEEZSZRTDHZ L,

2. FEE{EM
(1) 1ERSERML - YERBEF
MEOMIEESKIEECTHY . XTF K7V D BREBREE TH L= UG EBE(PBP) & @< W
OX | BN ENET S, TOEASITHEMEIZEI D 2255, PBP @ 1(1a, 1bs), 2 KON 3 ([ZHFnfE
E 10,11)0
ZOERITZAENTH Y "9 AR, Mg RS AR - & BRI ER T 0,
1) MBRARY ML EEEK) (/n vitro)'*?

FRBEEORERARY R (10° cells/mL)
e e MIC (ug/mL)
Y
. R Too—1 P E N 7y ruan | TEXRVVI L
T35 LGHE
Staphylococcus aureus 209-PJC 0.05 25 0.78 0.10
Staphylococcus aureus Smith 0.20 12.5 0.78 0.20
Staphylococcus aureus Terajima 0.20 25 6.25 0.39
Staphylococcus aureus Neumann 0.20 12.5 1.56 0.20
Staphylococcus aureus E-46 0.20 6.25 1.56 0.20
Staphylococcus aureus No.80 0.20 12.5 1.56 0.20
Staphylococcus epidermidis 1.56 >100 1.56 0.39
Streptococcus pyogenes S-23 0.012 0.10 0.10 0.012
Streptococcus pyogenes Cook 0.012 0.10 0.20 0.012
Streptococcus pyogenes C-203 =0.006 0.10 0.025 =0.006
Enterococcus faecalis 50 >100 25 0.78
Viridans group Streptococcus 50 >100 25 0.78
Streptococcus pneumoniae type [ 0.05 0.20 0.39 0.39
Streptococcus pneumoniae type Il 0.05 0.20 0.39 =0.006
Streptococcus pneumoniae typelll 0.025 0.20 0.78 0.025
Corynebacterium diphtheriae 0.20 25 0.39 0.20
Corynebacterium diphtheriae Toronto 0.012 =0.006 =0.006 =0.006
Micrococcus luteus ATCC 9341 0.025 1.56 0.025 =0.006
Bacillus subtilis ATCC 6633 0.05 0.78 0.05 0.012
Bacillus anthracis 1.56 >100 0.39 0.012
T35 LR
Neisseria gonorrhoeae =0.006 =0.006 0.10 0.10
Neisseria meningitidis =0.006 =0.006 0.20 0.05
Escherichia coli NIHJIC-2 0.39 0.39 1.56 6.25
Escherichia coli NIH 0.10 0.39 0.78 6.25
Escherichia coli K-12 0.10 0.20 0.78 3.13
Escherichia coli KC-14 0.20 0.39 0.78 6.25
Citrobacter freundii NIH 10018-68 100 50 >100 >100
Klebsiella pneumoniae NCTC 9632 0.10 0.025 0.39 50
Klebsiella pneumoniae KC-1 0.10 0.025 0.39 0.78
Klebsiella pneumoniae DT-S 0.10 0.05 0.39 0.78
Enterobacter cloacae NCTC 9394 6.25 1.56 >100 >100
Enterobacter aerogenes NCTC 10006 12.5 6.25 >100 >100
Enterobacter aerogenes 0.20 0.05 50 100
Hafniaalvei NCTC 9540 3.13 0.78 100 100
Serratia marcescens IFO 37361 3.13 0.20 >100 50
Serratia marcescens T-55 6.25 0.78 >100 25
Proteus vulgaris OX-19 0.39 =0.006 25 50
Proteus mirabilis 1287 0.10 =0.006 0.78 0.39
Proteus mirabilis 181 0.10 =0.006 1.56 1.56
Morganella morganii Kono 3.13 0.39 100 >100
Providencia rettgeri NIH 96 =0.006 =0.006 0.20 0.39
Providencia stuartii NIH 118 0.05 =0.006 6.25 100
Pseudomonas aeruginosa No.12 >100 50 >100 >100
Pseudomonas aeruginosa Nc-5 >100 100 >100 >100
Pseudomonas aeruginosa E-2 >100 100 >100 >100
Haemophilus influenzae ATCC 10211 0.20 0.012 0.78 0.20
Acinetobacter calcoaceticus Ac-54 1.56 6.25 12.5 12.5
Alcaligenes faecalis IFO 1311 1.56 3.13 0.78 6.25




VI. EDFEEICEI HIER

BREMREORERRY ML (106 cells/mL)
I MIC (pg/mL)
FRrERp €TV | w74k VA | kTrsar | TERLLUL
73 LIBEE
Peptostreptococcus anaerobius ATCC 27337 0.78 3.13 0.39 0.39
Peptostreptococcus magnus ATCC 29328 0.20 6.25 1.56 0.20
Peptostreptococcus asaccharolytieus WAL 3218 0.10 0.78 1.56 0.20
Peptostreptococcus prevotii ATCC 9321 0.05 0.78 0.39 =0.025
Streptococcus intermedius ATCC 27335 0.39 3.13 1.56 0.39
Staphylococcus saccharolyticus ATCC 13953 =0.025 3.13 0.10 =0.025
Propionibacterium acnes ATCC 11828 0.39 1.56 3.13 0.78
Bifidobacterium adolescentis ATCC 15703 0.39 6.25 3.13 0.20
Eubacterium lentum ATCC 25559 25 >200 50 3.13
Clostridium perfringens GAI 5526 0.78 6.25 1.56 0.20
Clostridiumramosum ATCC 25582 0.39 0.78 0.10 =0.025
Clostridium septicum ATCC 12464 3.13 >200 0.05 0.05
Clostridium difficile GAI 10029 6.25 25 50 25
Clostridium difficile GAI 10038 25 >200 50 0.78
T3 LIZEE
Bacteroides fragilis GAI 0558 >200 >200 >200 >200
Bacteroides fragilis GAI 5562 6.25 12.5 100 25
Bacteroides distasonis ATCC 8503 0.10 0.39 3.13 0.78
Bacteroides ovatus ATCC 8483 25 50 >200 50
Bacteroides thetaiotaomicron ATCC 29741 25 100 200 25
Bacteroides uniformis GAI 5466 1.56 3.13 6.25 3.13
Bacteroides oris ATCC 33573 0.10 0.39 0.78 0.10
Bacteroides oralis ATCC 33269 0.10 0.39 1.56 0.10
Bacteroides melaninogenicus ATCC 29147 =0.025 0.10 0.39 0.05
Bacteroides bivius ATCC 29303 0.20 1.56 1.56 0.39
Bacteroides intermedius ATCC 25611 0.05 0.20 0.20 0.10
Bacteroides ureolyticus NCTC 10941 0.20 =0.025 0.39 0.05
Fusobacterium nucleatum ATCC 25586 0.39 1.56 1.56 0.10
Fusobacterium varium ATCC 8501 1.56 3.13 50 1.56
Fusobacterium mortiferum GAI 5576 3.13 0.78 12.5 0.78
Veillonella parvula ATCC 10790 0.20 0.78 0.20 0.10
Capnocytophaga ochracea Lo-ori 0.10 0.05 1.56 0.20




VI. EMERICEY SRR

2) £IEEEERS BEFRDBEZ DM (1996 FE 45 8RR 1"
HLH 71 (MICgp)

%ﬂ% )7* I+ &7 3R TMSsA*] Y PR 10%e  Ls/ul
v

e g/ml

FET N B

e e b ATy VRt E G L]
(484

(48#%)

st ﬁi. AL >
P 50
(458)
P MANEN ; 457 Vi 455 B (PSSP
wr N ,. o
j(ﬁ%ﬁ? =005 %?74:-7(1_7‘/1\;5) .
(50) e g/ml HEHZ—1) ZH-,Z) B
(A7H#) — 7 =)
—_—— kT4 FL
*MSSA:methicillin-sensitive Staphylococcus aures —— m==== TIRFEFT A
**PSSP:penicillin-sensitive Streptococcus pneumoniae —_—— FTFS A
WD) B74% YA, BT L CEF LS EISSE e A
H2) k77 ran, €75 T 5 UEE LOVIGHEIES -—— k7rzuN
3) R/IFFEMLERE MIC) /&/FERE MBC) >0
MBC [ MIC &L, SRV EIEM 27779
- % A 4 MIC—MBC( ¢ g/mL)
’ =0.1 0.39 1.56 6.25 25 =100
7= r®
S.aureus T4 FTN 0
FDA209PIC-1| 7 v 7 1 )i A——A
TEFRYIY ¥ X—X
I ET7V=N °
£ | E-coli 74 FTAL o
NIHJ JC-2 Ty A——A
i TERVYY Y x
H 7= L]
K.pneumoniae | &7 1 %3 1 o
PCI 602 t77raN A
TEFXFTI) Y x
i P.magnus 7V L] -9
& ATCC 29328 |74 FT A4 O— 0
T | P.acnes 7= *—o
W |ATCC 11828 |71 %34 0—0




VI. EMERICEY SRR

4) ZEMmME
77y 7 u KR OT XU UIEO S RIS LRV ) AR U, AZZEMMEIEERD S,
UL, B7 77 v/t RBE s L CidimitE 2 = Lz,

B} SEIMIC( e g/ml)
ABROW =0.1 0.5 1.0 5,0 10 50 =100
T:E‘*‘f/f/]):/iﬁ'#‘:a)l T T ||||||| T T ||||||| T T |||||||
S.aureus ______£4_0f*;)___b)_ ----------------
AFV Vi

(248)

TEEY L) VT
N.gonorrhoeae (3H)

s TERVY VR
B.catarrhalis (308)

y

€77 70V
Ecoli  — -=225=- ( Zﬁk —————
(14%)

~
ige 77 2uLEE Sy
K.pneumoniae (5H) /{) /43

B e S e

7
rabili TEFY YY) Vi
P.mirabilis 5H) 4 A
; 3 L
H.influenzae 7 EF %éﬁ%)Vﬁﬁ“)J) \ A e

I 1 llIIIIII 1 llllllll 1 ll||||||
e: 7V O:kF4FTA AtkTrZuonNy XITEFYIY¥

a)=12.5pxg/mL, b)=6.25~50 ¢ g/mL, ¢)=3.13 ¢ g/mL, d)=0.78 g/mL, e)=6.25u g/mL

(2) EHEEMTLHHBRAAE
D) Ry AARE (PBP) BRI 1
#47 KU EREO PBPL, 2. 3, MiZKHKEIO PBPla, 1b, 2a ROKMH® PBPla, lbs, 2. 3 (CHAINE

RT,
3k
B PBP : 1Dso (ug/mL)
7= 7 4FT A A /=%
1 0.58 2.9 0.2
2 0.17 <0.2 125
S.aureus 209P JC-1 3 0.12 6.2 <0.2
4 28 25 >125
MIC (ug/mL) 0.2 25 0.78
la 0.09 <0.2 1.6
1bs 2.3 =0.2 7.2
2 1.6 16 27
E.coli NIHJ JC-2 3 007 02 16
4 1.1 >125 1.6
5 >125 >125 >25
6 >125 13 >25
MIC (ug/mL) 0.2 0.2 3.13

* UC-PCGDE G % 50% FHLIE &1 2 Hi i Sy i



VI. EEFEBE(CRHT HIER

2) A-lactamase IZxtd BREM (/in vitro)'" ™ #ESE|EMME Y RUZERE "
KTy AR, X2V U F—PBICH L TEETHDIN, NI T AT A TTVY R
DFEAETHETZr XL ~v—PIIREETH 5,
cKFER= Y B, BTy u AR F—RBICK LEEBAEITENS, o7 e xR

F—RBlZ@mWBIRE A R T,
« B-lactamase FHETEMEITTRL 2< . BEFEO®E 7 7L XL v 77/, BT 4 XL L% L RRRE
ThbH,
. 7y ARY F—F _R=v ) J—F¥

Ia(1) TIa(2) Ib Ic Id CXase I il v VvV Saureus
g [T V= 32 05 35 27 18 320 | <01 01 0.1 10 <01
kT4 FT A | 44 03 10 26 09 12 | <01 04 <01 01 <01
o levrran | 140 45 102 292 31 46 0.1 27 32 03 22
o[£ 7 V= 183 005 017 18 15 95 15 80 24 79 407
i |EZ74%>a | 12 003 003 74 037 110 | 250 >1000 >1000 420  >1000
o lezrrun | 168 38 25 33 61 92 | 53 >1000 >1000 >1000 54

SR AR - B 77 ARYF—Fidt 7 ru )0, R=v U F—BIET7 B U OKIEREEAE100 & L7~ B FE 5l
SEBUE © FRRZ AT L2 EIEKmfE, LM IKIE %2 R~

3) SMEEBMSE

KIGEICB T A2MESZEMEITE 7 22 X0 ERDZ OO, v 77XV, 7770k

60

4) BEfEA O

W7 FURE, WLV ERE, RIBE. IRARE IS L MIC ML EORE TREICIEMT S,

cfwul 7Y =)V (MIC:0.39 1 g/ul)

[tEFERRRIC RIZT
S. aureus 2558

(}—0

8 8
% I/4MIC -0
a*‘:“D—"D’-’_-
= > .
% 6 g\:;.\ 6
" I~. IMIC
g [ SN
B o4l aNIC //\\‘ 4
A
1 1 1 '
% 1 ’Faﬁ% 2
B R [H]

cfu/al

FE]

77270 (MIC:3.13 £ g/nl)
oyl

/-—O

=

S0 I ]




VI. EMERICEY SRR

E. coli 3147
cfu/ml. 7Y =NV (MIC:0.2 e g/nl) cfu/m. 74 F3AMIC:0.2pg/nl)
[ Sl [ £
8l — 8
-
g o-—o—T e
B 6F A, 6
\
W L \\\\
¥ 4f N 4
i o~ MIC
MIC AL
1 | 1 /
279 4 & oamsm 2
Bt B 1 B g

(3) RSB -
LR L



VI. EMENREICEAYT SRE

1. mApREOHD
(1) AREBEMGMFRE
EEAR R D MIC(He/ N PRLIE R EE) LA _E D g

(2) BRERHABRTHERINOPEE
1) HmE%ks?
TERER A 6 112 50, 100, 200mg ™ (F1ff) % ZEfERF HEEIRE 1 4 595 & 9 4 BRI R IC 2 240 0.64, 111,
1.74pug/mL O S MAE PR S S, £ OHEI T 1.6~1.8 Bl TH - 7=,

BERABFICE T 2ERRORSHOMBHRE

(pg/mL)
1=
0.5+
1
i
FP L
i
J
0.1 -
0.05 —
0.02 \ \ \ \ \ |
0 2 4 6 8 10 12 (h)
e G-t e
&EJ“% Cmax Tmax tiz AUCO-(X)
(mg) (ng/mL) (h) (h) (ng - h/mL)
50 0.64+0.20 43+0.5 1.75+0.29 3.40+1.12
100 1.11+£0.31 3.804 1.59+0.14 5.78+1.62
200 1.74+£0.40 3.7£1.0 1.78£0.22 9.23+2.59

EPFIERE, 7 B A4 — A=k, n=6, FH=SD)

E)AFIOER SN AEROHER, @, E7 Y= E LTHA 1 E 100mg(F1l) % 1 B 3 [ERDEE4 5,

k. A M OMERICE C TR EEET 2. ) TH D,




VI. E¥MENREICEEY 51EE

2) Efiks?
fERER A 6 I 1 [[] 200mg P (Jifl)E 1 H 3\ 14 HEE 15 BB 1 B0 43 [EE %GRt &G L7
& A, PIEE R & ot 5RO e U PR B A e iU v R P R B O AUC 251 ¢ - IF D
BNBEICHEEREZTA DN T, EREIEEEO kol

T R N o6

(ng/mL) (h) (h) (ng * h/mL)
PEl 5 1.360.22 3.840.4 — 4.99+0.78
8 e aoain 1.37+0.23 3.5+0.5 1.88+0.51 5.84+0.88

(EWEHE L, n=6, FH+SD.)

AR OB ESN - HEROHEIL, 8%, 27 =/1E LTHRA 1 E 100mg(Hfif)Zz 1 B 3 BEREAKET S,
B, L OYERICIE U CEENT 5. ) TH D,

3) EELEDLE
fERERL A 6 BllCt 7 =)L 1 [H] 200mg ™ (Sl Xidt 7 7 7 1 /v 1 [ 500mg( /11l & 7 0 A F— 3 —ik
TZEEREIZ BRI NG LTz,

(pg/mL)
10
i *—o 7= )L200mg
5F O—0 77 7500mg

g
4%
rh
N 1r
e i
B I
05
01F
L 1 1 1 1 1 ]
0 2 4 6 8 10 12¢h)
G-t Er
ﬁﬁﬂ Cmax Thax tiz PR RN
(ng/mL) (h) (h) (%)
7= 1.35+0.12 3.70+0.45 1.25+0.17 28.7+3.9 ©-12b)
77 s 8.50+2.69 0.86+0.24 0.42+0.08 69.0+9.8 (©-6h)

CEWPFIERIE, 7 0 A4 —/3—1k, n=6, FH+SD)

E)AFNOERB SN HELOHEIL, E%, B 7Y=L LCTRA LA 100mg(H% 1 A 3 mERO#%ET 5,
ek, R OYERICIES U CREHMET 5, ] Th D,

(3) s
AR L




VI. E¥MENREICEEY 51EE

4) BF - HRAEOZE
1) BEOFREY

TERERRA 6 BILZ 100mg(/Ifil) 2 Z2 s K VR AR IS FRIIRE L #e 5 L BRI L 7o & & | fiermn i 52 v i P B
] e OB R T A DIV R o T3 e MR AL . AUC o e VR FHRIER N BRI GHE THE
KT L. BREL TIEBRIER R T L,

(pg/mL)
2 =
O0—o0 ZE[EKRF100mg
—e & #%100mg
1F
05
il
i
i
i
& 01F
0.05
1 1 1 1 1 ]
EE 2 4 6 8 10 12(h)
$e 5% MR
ﬁ$mﬁ:DﬂWh@ﬁﬁ%LT—ﬁmdﬁﬁf—XQ%L]
IR, ALY Y2 —Z (100mL) SERE IV (150mL)
Cmax Tmax t AUC -c0 ):’ ] ’1?-
e 2 0 R
(ng/mL) (h) (h) (ug * h/mL) (0-12h, %)
22§ i(100mg) 1.25+0.33 3.5+0.5 1.44+0.12 6.16+1.65 36.7+8.6
& 1(100mg) 0.79*+0.19 43+0.5 1.48+0.12 4.04%+0.72 24.8%+4.6
(W E R, 7 v A4 —"—1k n=6, FH+SD.)
% : P<0.05

2) FRRDEE

I 7. 8 EER) OHZH

2. EMREERM/NASA—4F

(M

(2)

)

Ak
TR L

IR
LR L

HREEEH

H[E#E- : 0.396~0.440h"
S 0.391h!
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4) 2IVF7532R
B - fEEER A 6 #1112 50, 100 K2 O 200mg P (F1ff) & 7 1 A A — R —3EIC X 0 Z2fEREEE A% 1 3 5
L7zt &E, R EMFEFTCOBII T I RTENEN 8541127, 892+6.0, 935+
23.1mL/min TH -7 2,

B G R 6 112 1 [ 200mg P (A 1 B 3\ 14 HEE 15 B A 1 BEOF 43 Bl &% EkR
A#G L7z &, BGERTEHEND 6 ETOB 27 V7 7 &% 118+ 15mL/min TH -7 %,

1) AAN OGS I ER O BRI, Dl 7 2= L LORA LE00meg(O)fil)E 1A 3 Bl N8G5,
fs, AR OVEIRICIS U Ol 5.1 Th 5,

(5) HIEH
A E R L

(6) Tt
AR L

3. BRE (KEal—aY) @
(1) BT
YR L

(2) 5 A — S EHER
KPR L

4. 1RIR
WRILERAT - B
W IX 22 fEEER 6 BT 50, 100 KUY 200mg ™ (Fiffi) & HilalfE OB h Lz & &, #5524 B £ Tl
JRIPARZACADFEEBEOR 30%HE S5 2 22 nn, WINRITD AR &b 30%L0 L HEE

éhéo
IBIFEER © & FOBEHTRBATIIINERO DNRW I L b, BIEROENBIBIZ LT TZBIT LB
ZHhd Y,

) AMOKRS IV MEROARIL, TEH, €7 2=1 e LTRA 1 E 100mgi)E | A 3 EHEARST 5,
ek, K OYERICIE U CGEEHIET 5.1 Tho.

5. 4
(1) m%—HEIFIEA
LB L

(2) mE—FEAEIFIEBYE
LB L

(3) HA~0BITH
1) IO 4 B2 200mg ™ Ol HEERE OB h Lz & & 5% 6 W £ CORFLHIZITME Shs

Motz
2) I OYIER, FRER 10 B 1B 100mg (Jifi)z 1 H 3 [E 5 HEREA#EEG L2 L &, 100mg &5
#% 4B E CORILFP~OBITITRBO b, £/ 5 BAfEFEG B THLRE SN 2o,

E)ARFNOAGR I NI AEROHREIL, @E, E7Y=1E UTHA 1 E 100mg(Jifa 1 H 3 BEROEEGT5,
¥, Tl R OYERICE CCHEEET 5. TH D,



VI. E¥MENREICEEY 51EE

(4) BB~ OB
LR L

(5) ZDMDMBEH~DBITH
1) ugr—q:,\o)g 24, 25-30)
TRGEEYSEBAZ 100 3% 200mg ' ()& B SOE 1 B 3 [E, 1~7 H gL Lz L & 31 4
B 21 BBV T, BRI 0.02~0.09ug/mL B H 7z,
EHRE (ug/mL) eI/ If A
727 1% (%)

el Feh5I51k

HH B H-(n=6)
100 0.02~0.05 0.29~1.75 1.7~16.7
me /A, 2~TH

HEFEn="7) 0.02~0.09 0.84~3.39 0.9~9.5
200mg B
dii =38
RS T (0 =8) 0.02~0.06 0.18~2.15 0.9~15.6
3E/A. 1~7H
(EWER ERTER)

) AFNOARENT-MELOHEZ, TEE, 7Y=L LTHEA 1E 100mg(AffHZ 1 A 3 mEfREAO#FST5,
ek, EEER K QYRS Ui H%ﬁféj‘f%é

2) R~ DREIT
Rk HRET TR 100mg (JIf) &2 HilElfR O 5 Uiz & & 14 BiH 13 Blics VTR 5% 1.5~6 B o
JRBPERARR T 0.06~0.41pg/g M STz,

&5%; —— %E(%@Xmmm %%%%ﬁ
157 Job ik it (%)
1:R30%4y 0.41 0.57 71.7
3R 0.17 0.86 20.3
3IEFEI104 0.06 0.45 13.3
3HERT104 0.13 1.26 10.7
3IERI204) 0.30 1.02 29.4
3IEE1304 0.08 0.87 9.7
%gziA 3IER405) 0.25 0.88 27.8
3WERI454) 0.17 1.13 15.4
e 0.18 0.75 24.0
4R 0.21 1.13 18.6
AMERA25%y 0.23 1.25 18.7
SR 0.10 0.45 222
SIHER204) 0.12 0.41 293
(EW R E BIR)
3B TT STk O 2 B (B O R A 425 LT 23, Rk, ISERE O G MENR A TR L7, £HOKFT
HETDEEDLRNLONRH D)
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3) LEERMEEMRBA~DIIT
Bl E e 88 7 12 100mg(Jfil) & BEERE OG- L7z & & H& 544 2.5~5 R o FEEIRKEE 12 0.06~

0.60pg/g fa M =iz,
PG - 0 B (ng/gXidmL) LA/ o
Be'3. 7k B EBR L i (%)
205304y 0.19 0.75 255
30304y 0.39 0.54 72.1
3IREfRI3047 0.06 0.82 7.7
%g@ggf 4IRS 4y 0.32 0.82 39.0
ATE[2553 0.20 0.76 26.3
ARF[RI3557 0.55 2.11 26.1
SIREH 0.60 0.92 65.2
(EW =007 BE)

¥ BUE IR SCIROME 2 A (BB OMBRFE R A HEF LT 28, Mk, mIERE O NETHEFHE L=, BhoksT
HETHLEDRVLEDONRH D)

4) hES MR ADFET 2
tUH 48 BT 100mg(F ) A& BEEI S 1 B 3 ERESEER % - L & &, 6 B 4 fllcds TR 4% 3.5~
8 I O HF B WA HC 0.02~0.12pg/mL fRiH] Sz,

JREE (ug/mL) -
G- #5051k 514 I _— g %(M(ii/)ﬁuﬂi’
(51 eH ]
45l 0.02 0.16 [4Hsfs 12.5
100mg B 85#;;3 0.05 0.36 %4%?;% 13.9
3[El/H 353047 0.12 0.26 [3H§fH304)] 46.2
1 RIS £ 5 3WERI305) 0.03 0.07 [3RH3053] 42.9
(MR E RiE)

5) KEMB~DFHBIT Y
R &I HET TR 100mg(Fff) & BRI A& G- Uiz & & 17 Bl 12 Bl ¢, 5% 3~4 FEf
D R JE#EAR T 0.07~0.37ug/g i S iz,

&g%‘- B R TP (ng/gXidmLl) %ﬂ;‘ﬁ/m}ﬂﬁ
B I5 15 F FE AL i3 (%)*
2404 0.07 0.96 6.9
3] 0.37 0.77 48.1
3REfEI104y 0.14 0.62 22.6
3304 0.31 0.58 53.4
3304 0.32 0.44 72.7
100mg 3RER5043 0.22 0.50 44.0
Hi[ml$ G- AR 0.35 1.00 35.0
ATREfH] 0.33 0.73 452
ATREfH] 0.23 0.47 48.9
ATREfH] 0.12 0.31 38.7
AR 134y 0.16 1.01 15.4
4IRFf2045y 0.35 1.07 33.1
(RN TE R

X HUEIT ISR O B 2 (B OB R 27 LTV 223, Mifk, MERE O AT EZ I Lz, KRPoHFT
ARETDLEDRVHEONRH D)
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6) FRES R A~DIIT P
VT R Y (B 835 3 91T 200mg ™2 (oMl & BEEHR 4 5 L 7= & X | B 54% 1~3 R0 JRIE 45w h
(2 0.06~2.50ug/g it S 7=,

1

8)

9)

PR . » HEE (ug/gXiImL) SRR/ . 3
N IS
e RGBS R Ee (%)
151 0.06 - -
200mg
2 2.50 3.14 79.6
RS 3 0.50 1.07 46.7

CEWERYERE) — @ WEES

H)AFNOAGE SN HEL AR, W%, 7Y =1E LTHA L[ 100mg(hflZz 1 A 3 BREAEET 5,
2EB, Tl K OYERICE CCHEEET 5. THh D,

R ADIEIT 2%
T AT TR 100mg XiE 200mg W (OOl & BIEIRE DG L7z & &, 69 Bl 68 Bl Fs L T
%A 2~9 I MM T ~ DO BAT SR8 O BT,

(pg/mL or g)
BhE& | MR | FESIRL | FENE | FEEE | FESEE fE T i oA
(Loﬁ?lg) 0.15~1.81 | 0.15~1.88 | 0.07~0.71 | 0.12~0.60 | 0.09~0.73 | 0.14~0.94 | 0.12~0.49 | 0.09~0.69
200mg
(n—47) 0.05~2.84 | 0.03~3.15 | 0.10~1.78 | 0.09~1.11 | 0.07~2.02 | 0.08~1.31 | 0.13~0.99 | 0.08~1.13
(EW 7R ERIE)

) AFNOAGE SN HEL AR, W%, 7Y =1E LTHA L[ 100mg(HflZE 1 A 3 BREAFEET 5,
¥, Tl K OYERICIE CCHEEET 5. THhD,

RRPADBITY
fEFERR A B 7 6 HIIC 100mg( )2 B A& G Lz & &, 5% 2~8 BRI OFEE+FIZ 0.02~
0.06pg/mL FR i S 472,

wEE - »
‘ i 2 3 4 5 6 8 (I
wi gy | BOTERNH (D)
WTHE | 0005001 0024001 0045002 0.06-0.03 002002  0.02-0.01
100mg (ng/mL)
AR oA e o 3
m(i 7;"%)&? 026006 0434011 047+0.10 0.63%0.08 045+005  0.16--0.03

(EWEHE &R, n=3, F#¥£SE)

RIS ARR A~ DFIT ©
FERTNEERAE 5 (11 200mg © ()42 WIRVEE 1185 e & & DM~ DRATI 38 5 2 DR L 00 3
BlCiEmt &g, Beb-#% 4 B H 0 2 1 0.37~0.77pg/g (MR MG LL © 43.5~49.7%) 3t S 417z,

M) ARFN OGRS NI ELOCHEIL, EE, E7 Y=L LTHEA L E 100mg(HfZE 1 B 3 BFRO#E5T5,
ek, FEl R OYERICIG U CEEHERT 25,1 TH D,



VI. EYWHEICEY HIEE

10) O hADFET V2
1 PS5 O F HURE T A 12 100mg 313 200mg ™ () & HEEIRR O G- L7z & & 45l 42 flic s T
B G145 2~8 HERIC DR T ~ D BT bz,

(pg/mL or g)
&5‘% ¢ 1= ES‘E oo, AH, nm; Voo N
BEE R I Rk H A G H T AR
100mg
EAGIE =2 0.04~0.96 0.09~0.52 0.12~0.75 0.23~0.43 0.04 0.08~0.28
(n=34)
200mg
EAGIES 2= — 0.65~1.53 0.12~1.27 0.15~0.17 — 0.45
(n=8)

(EWERERE) — @ WEE T

) AROKBE NI MER O RIL, TR, £7 2=\ L LTHA LE 100mgChfiE | B 3 EHER #5553,
eds, K OMERICIE U CHEEENRT 5. ) Th 2,

(6) MIFEEMEER
73.1+£22% (BRAMIEIETE)"

6. K&
(1) ACHRRL R UM R RR
TRBIEBAL - RIG (IBPNAIE)

HEE TR
COOH COOH
HiNS S o o NJ\\/]/CH_CHQ HyNe-S 0 HOOC N)j/cH_cHJ
| i s § i
P Moy W Lty
H H
Nvon Hy

// OH
M-I

O5y—o
| Il | |
N l ﬁ—C—NH S

N
“OH
M-T

|

H,N S (0] H,;N S (0]
YO YN
N ¢—C—NHCH;CH(OH), N C—C—NHCH,CHO

Mo Non

7V

HoN S 0 H,Ne_S 0
| il N i
NJ—E—C—NHCHzCOOH NJ—E—C—NHCHZCHQOH

Non Neon
M-IV M-V

R A B+ 6 Bl 100mg(fIffi) & a5 L= & &, 5% 24 FE £ CORFBIMHEY M-I, 1V,
VAR SN0, 6 OKPEERITEGED 0.5%LLF S &Ko 72 1,



VI. E¥MENREICEEY 51EE

(2) RBHIBEI5TL58FK (CYPE) OHFE. F5F
7 v MZE 7 Y=L 10mg/kg X 100mgkg 3 HRREA&KEG L, F R rAP450 5%, 7I /Y v
Bi A FAIENE, 7=V VAKBILIEE R O kX2 LY VT ¢ U T ARIEMEZRE L2 2, Wi

%);(‘{I‘«Egﬁikttii L“Cﬁﬁfcﬁg@j muy)%hfcﬁi))/)f_o

7 v Mt 7 Y=/ 100mg/kg &% 0 EH1% 24 BERIOF I b= RU THEHISOT VT b MK ERERETE

a7 hTAT e REREE L LTHIE LD,
BT FRT UK ANT 4 TZ A FRERETOT AT v R KEEERZ LM

RN g Wit

XHREECOTENE & A E e A

IRD LN o To, IREB,
MX, RFREREE LEER L CTH RIS

L7ei-> T, B 7 V=3I RFH BN L O o 2 Ea— A ER 2 A Shhn SR S hiz,

() NEBBHROERRUZOHE
A L

4) KEYDOFEOEERVESELE, FELE

fEEERA 12 #1IC 100mg (F1f) % BRI S0 200mg ™ (F14li & 1 B 3 [ 15 HEERiRR 05 Lz & &, i
0 R M O I PUETE MR T S o722,

W) AR OAER SN AER A EIL, TEE, E7Y=0E LTHRA 1 | 100mg(Hff)& 1 H 3 ERO#E595,
TeB. R K OYERL fbfﬁﬂ%ﬁ?éﬁ‘?%éo

1. HE
HER AR AL B AR ER
L LTBELIVIE SN D,

fEEHERR A 6 151112 50, 100 K TF 200mg ™ (1l & 27 v A A — R—{EIC &

BEE T2 24 44.3£31.0, 81.5555.5 TN 132+55ug/ml Tdh-7- 2,

(zeg/mL)
500

100

50

10

RN

0.5

i 11—

P R

] e—e 50mg
A— 100mg
7] m—a 200mg

4 20

YH10

0.1

5 5t
(A2 B n=6, P35S D))

< g
0~2 2~4 4~6 6~8 8~1010~12 12~24 0~24(h)

(%)

100

190

180

170

160

150

140

130

D ZERERFE AR ARG L- & &, 24
R CORFHEMRIZZNFN 33.3283%., 30.88.2%. 25.9+110.2% T,

R PR IR 5% 4~6

HEEEX

W) AFN OB SN AELOCRAER, B, 7= E LTHA 1 E 100mg(Af % 1 B 3 BEREO&RET 5, &
B, Fl L OGER fbf@ﬂﬁﬁ#éﬁ"@%éo



VI. E¥MENREICEEY 51EE

Bt R E
fEEER A 3 B 100mg (Jiff) & HilERE OG- L7 & & 0~24 BEfE2HEIED 82.9%74% 6 Kifl £ TITHE
shi-®,

8. FSIUVARAR—E—ICEHY SHFER
7 Y =/LiX, organic anion transporter (OAT) 3 DILE TH 5 9,

9. BRFICKDIBEE

(1) BEREEAT
CAPD Jiif THE& (BUN34-90mg/dL, S-Cr2.3-17mg/dL)4 512 CAPD fitif T 2 B RTIZ 100mg (F11f) 2 i [A]R%
O b Lz & &, #5% 23-25 Bl CENTIR A~ 1.45-5.23mg 4T L7217,

(2) mi&EH
61%"™ (10. (2) MABHTEE] OHESMH)

10. HENERZHT HESE
(1) BHEEETRSE
OB REREE B (Cer12~51mL/min) 6 12 100mg( /i) 2 ZEMEIRFIC HRIRE DB H- Lz & & BEEEE(Cer)D
RIS ML P B DT S D IER . AUC O EF-2RZBD bz ¥,

(ug/mL) Cer (mL/min)
50 ©—0 Group I (n=3)=100 (MR A)
I 44— Group I (n=1)51-70
=—a Group 1 (n=3)31-50
o—=e Group IV (n=2)=30
i 10k
® o5k
th [
i -
JBE
01fF \o
005 |
2 4 6 8 12 o)
1% 5-1& IR
Ei Cer 'WIJ Jﬂlﬂﬁ EP/)%E (ug/mL) ti2 AUCo-o
(mL/min) | % 2 4 6 8 12 241 (b |(ng - WmL)
1 =100 3 10.49%0.08 [ 0.47£0.08 | 0.24%0.09 | 0.09£0.04 — — 1.66+0.26 | 2.760.68
i 51-70 1 1.49 1.25 1.12 0.64 0.20 — 2.41 10.74
I 31-50 3 10.49+0.25[{0.73£0.31|0.65+0.25|0.55+0.23|0.26+0.14 — 2.92+0.53 | 7.48+3.44
1\ =30 2 10.360.23{0.97£0.35|1.55%0.11 1.59 0.73+£0.09 1 0.100.04 | 4.06 =0.55 |16.94+0.94

CEMP#E IR, FHESE) — @ JEEs

Q¥ = E

RN 3 Bl OV RERR S FR A 6 BllC 100mg (/M) Z HilEIRR D4 5 L7 & & | BN Tl 0~24 K
2B D 82.9% 13 6 I F TICHEM S 7=, BHEEEREE ] TIX Cer51~70mL/min T 57.7%., 31~
50mL/min T 53.2%. =30mL/min T 42.9% & Ccr DAL T IZHEWHEIOZBIENZERD HiT- 9,



VI. EYWHEICEY HIEE

(2) mBRBHEE

M EHTHEE 6 B 100mg(Jifli) 2 A% I BRI N3G Uiz & & i AT oo W 2 -0 | 2 B Rl A
DOFI 11 FEZII L=, A CAFEIZ 100mg(F11f) 2 B ICHEERE D5 L, (23 KkE
WE L 0 4 FERDENT 2 51T L7z & &, BT O EEIEENT H 0 1/6 (ZHME L, BT X DhrER

BEPREIE L

1X61%TH-o7= 9,
(peg/mL)
107
i AT
g

1fit

e

r.|1

-]

3

—o— JEEHTH
-0~ EHTH
0.01 T T T 1
0 12 24 36 48(h)
5% REH
SHI[ == Cmax Tmax t12 AUCO-oo %f%—?‘
I E S
A (ng/mL) (h) (h) (ug * h/mL) (%)
FEBHTH 2.36+0.53 9.00+2.45 16.95+1.20 69.05+14.84 -
N H 2.03£0.54 — 2.76+1.01% 30.18+12.03 61+6
TE)FHT D38




VI. E¥MENREICEEY 51EE

(3) EE
i R (72~83 1%)S5 BIlZ 100 3i% 200mg ™ (Fifif) & ZE R HEIRE O 4 - L7z & & e e R s &
Y AUC (3R AT 7 L T 25 LR T LTV DA, D/ RT A —2 TIFIZFREETH D . kS
LD IRNBREDEH 2 BALITRRD 2o 72 2,

/mL
(#gz_([)n_) o—o0 % A 200mg(n=4)
o —-@ HiE 200mg(n=2)
O—-0 & 100mg (n=3)
1.0
05}
it |
4
th
=3 B
i:3
01 N h\ \\\
N
I %
0.05 |- iy
[ o
0-03 1 1 1 L 1 L L 1 1
01 2 3 4 6 8 10 12(h)
P51 IFe
&EJ“% CCT Cmax Tmax tin AUCO-oo
x4 i .
(mg) " (mL/min) | (ug/mL) (h) (h) (ng + W/mL)
kA 200 48.3+10.9 — 1.51+0.04 3.5+0.6 1.76 £0.17 8.660.32
- 100 77.0+t5.6 922+37 0.85+0.06 3.0£0.0 1.76 £0.21 4234+0.37
i 200 74.5+3.5 98.9+0.7 1.15£0.04 3.5+0.7 1.90+0.01 6.60+0.29
(EWEiE Rk, F49+S.D)

&)ﬁ%”@%g@éﬂf:ﬁﬁ¥£&0ﬁﬁili\ (]\Eﬁ\ ‘E7°)31D& Lfﬁk}\ 1 IE] 100mg(jﬂﬂfﬁ)é) 1H3 @ﬁD&ETéO
fes. R ONEIRICIS U T 5. Th b,

11. Z0fth

U ER R L



. ¥£tt (EALDEESF) ICEISHEHEE

1.

BENE L TOBEE
RESH TR

ERARLEETDER
2 ER(ROBEICIFES LGNNI L)
AFN DB U BUE DBEERE O & % 4 [9.1.1 &2
(FER)
B-7 7 Z LRGUEME —ROEEFHTH Y, KHOMDCE DT a3 v 7 OPAERED & 2 B ITARHKI D
BhHSnlGa, va v 7 EOREEREWEN 2384 2 WREMED M,

HMERTHRICEET HEE L TDOER
(V. 2. EXIEHRICEET HIEE) 22HIL52 L,

AZERUVAEICEEY 5TE L TOER
V. 4 RERVHEICEHEYT IR 22RTL52 L,

BEELEXRMNIE L TDER
8 EELEAANIEE
8.1 AANDFHEHICHT= > TE, MHEEOBIELL IO, FAlE U TR L2 MR L, R OIRE
B R NRO IR O G L 5 T L,
8.2 2 avinbHobNABENARLLDT, okl a2iTo 2 b, [11.1.1 B]]
8.3 YLIMERMD . MEEERIERAE, I/, WIMEE MRS Sbhd Z ERH 50T, EHNICHRE
EATO 70 EBIEE 01247 2 &, [11.1.4 2]
8.4 AMEEELSDHEERBEEND LN ENHDHDT, THIRNIHRELIT O R EBIEE2 T4
21715 2 &, [11.1.7 2]
8.5 BIEMTREDEELRITR, F LV AST, ALT, Al-P O EHEA L) ITHRefRE . SN H Hbh

HZLERHDHDOT, EHENHELZITO R FBRAE 512475 2 &, [11.1.8 2]

(i)

8.1 AHEEMEERYIE & 2hRE - 2R & T DA MW E A — R OEEFHETH 5,
MR RGEICIERA A2 ER T 2561203, EXFEZREL, ZORZHFEICL VIIEAZ RN L,
BRENRIC L, Behhik, Bk, MIEAOEEEZRET DL ENFAITSH S, LonLians,
FEBEOIR OB N T, AMEE CIX, BEREOFRE, B2MEOMRLIRNIILEF O 5 % B
BLRTHE RS20 N LI LIEH Y . BRHBEEOEWE 2 EMYYEORERE & HE L, 17E
ZBAtA (empiric therapy) L7R2 AU LN T ERE, ZOHAITIE, BIR L HIEAI 2B L
e 5320 Tid/e <, 1) EEZERBROMERICEKSE PIHEAOEFEEZEET D, 2) BRLE
PR OGN A 72 REFFREE C©, FE, AiMmEkE, CRP HOHBIC IV HEL, OXENF LT
WILIZTRIR 2 ke, QUENE LN TV RTIIEEREOHEE, &2 WIXFRE &M, BE O
HE. HAIOMHE - fEHTEFICOE /R ZITV, RO, ZRAZRETL2LERDH D, £
7o HAIOHR LR EATRO%EE Lo TIRET DI E N RND LS TH D,

8.2 p-7 7 X LRFUEME - MROEEFHTHY . FIRMOIEFNCL D a3 v 7 7 & OBBUERN ZHeH
HEINTBY, AANCBOTHIRBUEIRORBBUCHEET Z2LERH 5,
TF 74 7% —va vyl EIILD LT HMBUEIRZ ST 5 FIEIXBED & Z AL S
TELT, KLEERZLIIMBZICLD2 T TH S, ok, WBUERSHI LIZGA X, &5
ik L, MBS URHEREEZIT O Z &,




VI. Rt (ERALOZES) (CBYSHI1EE

6. RENEREHTHIBEHICHTHIRE
(1) &fHE - BIEEZFDNHLHEE

()

(4)

()

9.1 AHHE - IREEFOHHEE

9.1.1 27z LRXER=ZDY D REYEICH LABEDBREREOHHEE (L. AFIx
LBBEDBREENDHZEBEHICIERE LA L)
[2. ]

9.1.2 RAXIEHEKR. RBICKEIXWME. P, ERPZEOT7LUILX—EREFEI LOTIVEAEZE
B9 58EF

9.1.3 BROEMDARLGEEXIIFRORBENDESE. 2HRENENES
BIEEZTS4To 2, EXI UV KRZIERDZHEDONAZ END S,

(fiw)

9.1.1. 9.1.2 BT 7 X ARPEME MROREEFHTHY . &7 = ARFUEWEIC X 5IBHUEDIHEL
BN 7 2 ARIN=V Y VT LAX—OBREROH 5 BETHWETHRENH Y
Vav I/ EORERBEREELLIBENNSH D, FANUTZOFIEICIHKAT LIL X —[E,
TULX—RERENDHHEE T, TNOLOERREZFHRVEEIC m~ﬁ7&&Aﬂ b
DMBIEROFBEBEENE N LD, TUAX—E, T ULAX—FROH 5 BFICITEEIC
BhHFRETH D,

9.1.3 HiEME —OTEEFHTHY . FUAEMEOHRGIZIVIBNMEENLZBHLE X I K DA
DIAFESIND 2D, AR E S I K OEBRAARRAREE CIIHimeEmR 72 & oFEENnE T
»HD,

2. %Bﬁio)ﬁéﬁ%
BIEEFEOREIS L TREEZEEL, REORMEZH T THEMATLZ &, MPRENRHT
%

(ﬁqﬁﬁ)
BHREREEDOA LN D BE TIX FEOREIZE U TR E AR IER U, ERRENRR
Fﬁﬁ%‘:ﬁuﬁ‘é &73)%@:@ &’H—‘T’\?Effﬁ)éo

FrigeEfEE R E
REESH TR

HIEREE BT HE
RESH TR

33T

9.5 1Ti%
PRI SUTIEIR L TV D ATEENE D & 5 ki id, 16 EOFIRIENalREZ BRI &l S h 556

oGS L,

(6) #=FLim

(1

REESH TR

9.7 /J\L%%

INRFE LG L LTo A O et 48R & U 72 BRIRARBR 1T 320 L TuhZeuy,




. Z£t FERLEDZESE) ICEHY5IER
(8) EHnE
9.8 SENE
WOBRIZERE L, HETOICREBBICEET AR EBEOREZBE LN S, HREICKRET S
N
AEPHEREME T LTV D Z &N L, BIERNTE LTV,
cEHXIVKRZICEDHMERRH oD End D,
1. HE{EH
(1) HHREZE=REZFNDER
BRE STV
(2) BtREFE L ZFDER
10.2 BHAEE (BHAICEET S L)
K 4 S BEARAEIR - $5 1B 1R KR - falRIE 1
R AANOWILZEHK 10 7D 1 ETHETZO | BERNICBWTEHRAA U EITEA

T, PERITET D 2 ERZEE LY, b E | CRINEINRWEERE R T 5,
BIOEHT25810E, ABIOEK 5% 3 8
UL LR Z S TR G35,
INT77 IV rHh YDA IN77 U g AOERBPEREND | BNEEICLZEX I K OFEE
BENADR DD, 72720, AFNTEAT 2IEH | 2MHIT25Z L1 5.
E S AN

il e Al AANDOWIL LT L, DERNBE S Dk | HFAT
(TAI=TLXEF~T 2 | ZOD DD T, KOG 2 KLk
YU LER) Rz & TREGT 5%,

(FEai)

SR

A& OPFIIC L 0 AFIOWILME T2 Z L ITE3ERICLVERSNA TS Y, F-b FToOR
B C . 84 & ORIFEIRAIIZ L 0 AF OV 10 53D 1 TR FT 5 Z & AFIOE S 3 WEfH
BATERAN 2B G- L E81iE, RIFERARFICEE R TRILOIK TR 75% F TRIK T2 2 &G S
Tb\%) 50)o

DQIWLIT7I)VRh) DL

7 ARPUEME TE X Iy K RZIZEXAHIEM A H Hhohd ZERnmbinnTng, —Jh, Ui
T VAR X I K ISR L CHUREER 2R TIRAICTH Y . OFH LG, PrtEEM 23 58
nNo>BZENLRH D,

FIEEF (FILE Z D LRI TRV ILES)

HMETTREEERR IS 7 ¥ =)L 300mg & filEEHI(Maalox TC) 30mL(KER{L 7 /L 2 =7 A 120mg/mL, /K&
b~ 27 %7 A 60mg/mL) & ZRIFFIZROKEG L& &, &7 V= /LOWIAK 40%380 Uiz & OHss
N5 oY,

E) A OTAANOAGR SN MER O RIZ, TEF, B7 =1 & UTHA 1 [ 100mg(/ffi)z 1 A 3 [Al#
AR5 5, 2, Sk OEERICE CTHERT 2.1 TH D,




VI. Rt (ERALOZES) (CBYSHI1EE

8.

ElIfEMA

ROBWERDRH LMD ZLNRHLHOT, BELTHIATV, RENBO SN HE I3RS LIRS
72 EYIRILE AT ) T &,

(1) EXGEIER & AHFER

(2)

1.1 EXLEER

1M1.1.1 23v9 (0.1%A)
AP, ANEER, WS, ZE, BEE. 5N, BITEXRS b Ga ik 2RIk L, @
Ul il 21T Z L, [8.2 &R]

1M1.1.2 7+ 74 7F%>— (0.1%AK)
TFT7 4 7% — (MERREE, 2L, MEFRE, FREE) DHobNb I ERb 5D,
11.1.3 REREE (BHE R
W MER S AE R fRIE  (Toxic Epidermal Necrolysis : TEN) . Bz R IEARAE/FE (Stevens-Johnson
JEWERE) (4% 0.1%AK0M) RNHLbdZ N5 0 T, RBE, BEFE. BEIR. KERBEO
BE - K, B2 DOBRRIL « BV  EIRENRO DN AT G E IR L, @A 0E A 1T
L,

11.1.4 MiREE BHEAR)
DL BRI MERERT BROE  (RIIERR « REE, WHSAYJR . BRUM. MBEUEAE) . /RS (WIHTE
oo sk, 8BRS | Wil tER M (WIHER - BB, ~E 7 r Uk, AIERSE) (%
0.1%AM) NHLOLNDZ ENDHDH, [8.3 ]

11.1.5 KBa# (0.1%Aif)
BIEMERIGR SO MAEZ L) BELRKBRAS SN Z ENH D, B, HEEO RIS S
NESGATITEBICRG 2RI L, EYRLELZITHY Z &,

11.1.6 &M%, PIEGEEEE (% 0.1%A7H)
FEEN Uk, PR IREE O X ORRERE. AFERERME AR A 1F O MBS, PIE EMEREENH DD
NHZENRHDHOT, ZOLIRIERDS Lz HGEIidH G2 HIE L, BIBEE R LVE A
DOEEEDHEU) LB EZITO Z &,

11.1.7 BEZF (0.1%A)
AMBEESOEELRBTEENLLDONDL Z LNH D, (84 5]

11.1.8 BUERTX. FFHEERES. &EE (55 0.1%ATH)
BIERF RS DO EERITAR., Z LV AST. ALT. Al-P O FRZ20F 9 ATRERERE . HENH b
LZE0NHD, [8.5FH]

ZDDEIER
11.2 ZQDEIEA
0.1~5% AT 0.1% A3 B A
B E | BB BB, T O, BN BIE | FIEE
1 W | AFRREREE % W7 BRI D
X ik BUN k5
oAb & | TR IEN. HE AR L, R, e, BER
N
B R RE N2 U UHNE, BEE
| NS EX I UK RZER (K7 m
Rz IE e e MmaE, H i mE
) v¥ Iy B BERZER
(FR, ORE, BERRIE,
MRR IR L)
F O OFE, TEE, Ho R LU

FEBUHIE L, KGR & T ORISR S O AR AR R ISV T D,




VI. Rt (ERALOZES) (CBYSHI1EE

HBREEREREER VERREERE—&

IR TKARIE i FH R A 7

C R S § 264 2,435 2,654
oA E Bl K 2,633 11,082 13,715
Bl E O 3 BLE B & 230 124 354
BlO/E O % B 321 188 509
BIE M FEBIER R (%) 8.74 1.12 2.58

BITEM & DR FEBIFE(%) RIVEM % DR FEBEE(%)

BE - EEMBBREREE(18(0.68) [13(0.12) |31(0.23) AST(GOT) |- 5 54(2.05) | 35(0.32) | 89(0.65)
JLBHE 2 F 0 1(0.01) | 1(0.01) ALT(GPT) - 5- 77(2.92) | 49(0.44) 126(0.92)
bz 0 1(0.01) | 1(0.01) v UL A5 2(0.08) | 1(0.01) | 3(0.02)
E R 2(0.08) | 1(0.01) | 3(0.02) || *Tub U )=~ BE| 0 1(0.01) | 1(0.01)
Z 9 FE(K) 2(0.08) | 0 2(0.01) | | *y-GTP L5 4(0.15) | 1(0.01) | 5(0.04)
2 13(0.49) | 6(0.05) | 19(0.14) | |ttt - FEREE 14(0.53) |11(0.10) [25(0.18)
I [ 5 0 1(0.01) | 1(0.01) Al-P 5. 12(0.46) | 11(0.10) | 23(0.17)
I 1(0.04) | 1(0.01) | 2(0.01) | | *LDH |- 5- 1(0.04) | 0 1(0.01)
22 0 2(0.02) | 2(0.01) || *pRAEmME 1(0.04) | 0 1(0.01)

iR - RIEHBEREE  |2(0.08) [1(0.01) |3(0.02) FRMEKIES 3(0.11) {2(0.02) |5(0.04)
ENer-10=3) 2(0.08) | 1(0.01) | 3(0.02) || *HRMmERIEAD 3(0.11) | 2(0.02) | 5(0.04)

FEEE 1(0.04) |0 1(0.01) *aw b7 Uy MEEA | 3(0.11) | 2(0.02) | 5(0.04)
*IRR 1(0.04) | 0 10.01) | | *~EZ BB 3(0.11) | 2(0.02) | 5(0.04)

HILEREE 67(2.54) [43(0.39) [110(0.80)| | MEk - MAREE 44(1.67) [3(0.03) [47(0.34)
M 53 5(0.19) | 3(0.03) | 8(0.06) IR ER k) 1(0.04) | 0 1(0.01)
L 0 3(0.03) | 3(0.02) T FR RS 2 (JiE) 40(1.52) | 1(0.01) | 41(0.30)
& 5 0 1(0.01) | 1(0.01) A i ER D () 3(0.11) | 2(0.02) | 5(0.04)
Mg - 1(0.04) | 1(0.01) | 2(0.01) || *VU o EkiE% 1(0.04) | 0 1(0.01)
O 0 1(0.01) | 1(0.01) | |fo/IMR - HiEEMEE  |1(0.04) |0 1(0.01)
T 30(1.14) | 23(0.21) | 53(0.39) | | *7'm b  EUMRER| 1(0.04) | 0 1(0.01)
s 10(0.38) | 3(0.03) | 13(0.09) | |:hFREER[EE 9(0.34) [6(0.05) |15(0.11)
A% 5(0.19) | 2(0.02) | 7(0.05) || *MiEs VT F=vEFH | 1(0.04) | 0 1(0.01)
ERY 0 2(0.08) | 2(0.02) | 4(0.03) || *IREE A 2(0.08) | 0 2(0.01)
Jig=otF 1(0.04) | 0 1(0.01) | | *JRILIAEFGE 3(0.11) | 0 3(0.02)
FRRARR 3(0.11) | 1(0.01) | 4(0.03) || *FRF#E 0 1(0.01) | 1(0.01)
209 5(0.19) | 5(0.05) | 10(0.07) | | *RHWBCHSN 0 1(0.01) | 1(0.01)
RN 11(0.42) | 4(0.04) | 15(0.11) BUN I 5. 4(0.15) | 4(0.04) | 8(0.06)
TIEEE 100.04) | 1(0.01) | 2(0.01) | |—fEHIEBEE 4(0.15) {3(0.03) |7(0.05)
(& 2(0.08) | 0 2(0.01) GiE S 0 1(0.01) | 1(0.01)
LRI 10.04) | 2(0.02) | 3(0.02) BH I 0 1(0.01) | 1(0.01)
A 2% 0 1(0.01) | 1(0.01) Rl e sk 2(0.08) | 0 2(0.01)
ZEafE 1(0.04) | 0 1(0.01) 5H H % 2(0.08) | 0 2(0.01)

FHiE - BEREE 90(3.42) |56(0.51) [146(1.06)| | ZF&#h 1(0.04) | 0 1(0.01)
*LAP |- 5. 1(0.04) | 0 1(0.01) | | *£HERUK) 1(0.04) | 1(0.01) | 2(0.01)
JHRERE R 0 3(0.03) | 3(0.02) | |EInHEIEET 0 1(0.01) |1(0.01)
i 0 1(0.01) | 1(0.01) B 2 0 1(0.01) | 1(0.01)

* A LEOEENS THISNARWE O



VI. Rt (ERALOZES) (CBYSHI1EE

9. BERBERRICREFTZE

12. BRRRBRERZRICRIZTEE

121 AT —FRIGHERS X2 T 4 7 bk, 7 =—V o ZildKIC X 2 R ClIthihtt 2 24
BZENBHAOTHEETHZ L,

12.2 B — A ARBRGHEEZ 2T ERHLOTHERTDHZ L,

10.

11.

12

BERE
BEINTHZRWN

BRALOEE

14 FRLEDIE

14.1 EFIRFEEDTE
PTP WD IEANL PTP > — b OHD L CRAT A L 5 EST 52 &, PTP v — hOFEMKIZ K
V. OSSR ERR A~ A L, FIIZEALZ2 B 2 U CHERRIR K% 0 B2 A DHE %2 PR3+
LT ERDD,

(fiF70)
H SRS 240 5L 8 4F 3 H 27 HANH KLUV 304 5 (R 8 4F 4 A 18 HA) TPTP REAX R IZOWT
WZHEWVERE LT,

ZOMmDIEE

(1) ERERERICEDIER

(2)

15. ZDHDEE

15.1 BREREERAICE D <15
15.1.1 By vr | RIBRER 2 EGREME S E OPHHIC LY, ERREHEZETLHZENH D,
15.1.2 RAREMELET L2 ENDH D,

JEERERERBRICE D < 1HIR
BE STV



X. FEEGEREAERICRAY HIEH
1. EEHE
(1) EhFEEHR
VI, ENEBICEATHIER) 0HESR
(2) REMZEIEAR
~UA, Tv b, FAEY N UFF X3 A XK MIRIEARZ AV TR R, MR - fEER
SRR, BHEARERR - EEMRCR, THILER R, WURER - ARERRR. MR, T OMIZKIETEEL in vivo 3t
BRIZHFRIRIN 2 5-C 1,000mg/kg %, in vitro BRI 1.0 X102 g/mL s A& E L CRET L7z,
In vivo i RBR CTlX, HEEA X OUEM:23 320mg/kg LA EC, F 7oA X OAARNLZE 5 B B iEE) 0 TriE,
7 v NOEH WO TLHER YT v FOJRE, R Na™, KT PS03 em & TR b iz,
In vitro ERTIX, E/VE v FORHLE O RN RS A ET, £728/0E Y ORI RE H O
&, & Mi/MRO ADP KT collagen #FEEEE O NHIAY 1.0 X107 g/mL LA ETHRD bz,
TR, WA X OAMRNLZERG A BhEBNC KT LT, + RS- 1,000mg/kg T 5 BB Z IR X o
71»: 52)O
(3) ZDHhDEFIBKER
MR L
2. SHHER
(1) BEES5EHERER
H@EE5EM (LDsfiE) ¥ (mg/kg)
By fd % s KT fERERN FHARPY
e >5,600 >5,600 >5,600 >2,000
<7 A
It >5,600 >5,600 >5,600™" >2,000
- . e >5,600 >5,600 >5,600 >2,000
77k i3 >5,600 >5,600 >5,600 >2,000
i3
4 X it >1,000
* 1/5f3E 1
(2) REESEHRER
7 v h RO X2 100, 320, 1,000mg/kg % 13 #EZNENRE 0L L- & X 1,000mg/kg HHEETT »
ME A MEREL DR E DN, A X TIEABEEEE ORI L O AU EE S IRERD 358D H 743, 320mg/kg
T OBGEETIIEY R G LD b s BEFTRITRD b otz
DM, T hTTITHE, BB S, A X CIIIRM R ONREE 7 £, PUAEWE RS T IRICBIR S
LR T Y, (e . 7 v b RO X3k 320mg/ke)
Z v M2 100, 320 T8 1,000mg/kg %, F£72A XIT1% 200, 400 K O 800mg/kg % 26 MR A% G- Lz &
. 7 v h® 1,000mg/kg BEHREZ I THIERRIC X 2B MEBE ORI & ISPl ) B EEK OYRE H O
Mg, AIMERE OB 23, A XD 800mg/kg % 5-#E CHHFEENIEH EOHMNRO b, Eofth, #f
BT L I T v B RO UTHUAEWE T RICBERIN D BILNRBD b ™,
(BERBE © T v b 320mg/kg. 1 X 400mg/kg)
(3) EfHEEHER ®
I 2 - 18 IR 28 B BR . WL O RS AIG Z2 F O - Y A R B AR . v~ 7 2 & O T/ MR BR
BIEEHITIRD LN T,
4) NARMEFER
BRI L



X. JERRARERICEI S H1RE

()

(6)

(N
1

2)

ETERAE SR

Z v b OIEYRRT R CUERIE . B IR OSBRI 100~1,000mgke % . ﬂF%&U%L% “““ 32~
320mg/kg WNZ 7 FOIRITOZEREIIC 1~10mg/kg &/ O#% 5 L CTEMICKIETHELZ MR L
LA Ty FORETEHEMIERGREICIKWT, BRHE 6mg/kg/El Zx LT 100mg/kg LA EOEH&ET
ﬁﬁ%i@ﬁﬁ##%ﬂtﬂ FAEROME, BE. AEESICREITED ONT, B0 %m
RE~ DB EITRD DL o7 %9,

RFRIIE RS
KPR L

Z DD ENE

RS

WX, EAEY b, vUAEAWTRFLEERKBR, 77 0 7% —E1ME, 1IgE HiREAITRED D
T, AFNOGREEMHITTNE D EEZ BT, 2. RANTFERHURME 2 R -9, iz?77’L/ﬂev/L/\
77y u kOt Ty aF sl OREFERNRREEITRD o T,

Exsa.|_¢L 55)

7T 100~1,000mg/kg Z HEFEOEG L, B0 Z G LR, B X 5 BT LIER

LA T,

7/bumm~%m@@%$mﬁwbﬂmﬂkmﬁbfz PR T B G- L7203 12 L 5 B AT A
RO T, FIRANC L DBFREELHESED 2 Lo T,



X. EEpIEIEICRHY H5IEH

1. RHEHES
f Fl T AT S0ME, BTV AT R 100mg
GRS (B — BRSO GZICLVERT S L)
GRS E
Y LW

2. H3hHAR
2 4

3. BEKETORE
I PRAF

4. BB EDFEE
BRE STV

5. BERITER
BEAMERLTA R 2L
<TFholLBY : HY

6. Fl—ER5 - ExhEE
[Fl—msr3E - & 7 kD NEH 10%
Rl % E:.kB7y7ul, BRIV AT oXxET L, E70F% A7 XTI, BT 4 F T4,
7T T AERFTIIL

1. EESEAEEAR
1991 4F 10 A 4 H(EMWNBIZ)

8. WERFZRIFEABRUREES, EMELENRBEFEAB. RFEFMAKFEAR

e 44 FLEARTEAGRTEH B HKRE FEAMFEENGRAE A A fRFEBRLATEH B

7Y ATl 50mg 20300AMZ00748 1991412 4 10 H
: 1991 4210 H 4 H 1991 4 11 H 29 B | (REIRFE AR Ak
' 7 7L 100mg 20300AMZ00749 20194F4 A 1 )

9. PERENITZNREM,. RERUVAERZEEENEOFEAARUVZTORNE
19934E3 H 3 H : AR, seEPHg, Sk ORhE - 2 FB N,
200541 H 12 H : 2004 4= 9 A 30 HOHFHFBRICALE T, 196 - 2% So—HEHE, ((10. BE
ERR. BIMERBREARFEABRUVZOAR] OHESM)



X. BEMFERICEHYSER

10. BEERR. BMERARFEABRUVEZOARE

11.

12.

HEAERAFREHH 199943 A3 H

A« EIREL, EREISEONE, AR OV eME OSB3 2 1S 14 5555 2 T 3 50K
HBHEE)A DO NAETONTIUTHEZY LRV,

FREAE R AFREH B £ 200449 H 30 A

N - [5hHE - 205 2 b5 2 Lic kb, EEME, EFREHREONE., AR VLM OMERSE
BT DIEESE 14 555 2 THEE 3 S URKRBIER FH) A DONETOWNTIUCHEY LW 2 L3k
BENTT=O, [ZhE - D) OHEE TROE BV EE LT,

[EZhAE - Zh5 )

T RUKEE, VoV EER, MRKE, XA ML hay B RE, FaF=nRr T A,

ME, 772 nAF - B2 T7—=V A K, ZV7Yx2I|/, 70T vx IR SueT
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