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RO LN, FOIENE, WE LT X TOEBIZEHIZLITR O bR oz,
TN R
REBRLE (EY) THEHEMIC X ke LR TiX, 6 8 H B O MR FRIKI 98% L 1E L A
EBAM IR . ZOMORIEE B IR LITERD b do T,
pH 2k~ 5 22 e
TV Ry ERF UL pH2~3 ARE TR b @R EEE R

1

0_

_1_

log k

_2_

_3_

-4 T T T T T T T

1 3 5 7 9
p H

CDTR-PI M Rt EE & pH DB R



3. B S DOHEZEHARE. T=;
eRRRBRTE
ARt7Y hLy ERFIULOFMERRRICELS Y
(1) B-T 7 # ABROFIEICHE S BEAS
(2) BFHERE—T I v DIFEICHES L BARIS
(3) SR\ TR B E v
(4) BRERIG AT S VRIETE

TEmlk
HREtEZ7Y MLy ERIFVILOEEEICELD?
w7 o< w757 4 —



V. RAICEII HEE

1. HiR

(1) F#z DX Al
7ML EARFIVEE 100mg [0K) : $EF (74 v bha—T 4 T EE)
7MLy EARFINERMRL 10% T0K] kA

(2) BAN DS ER KR UK
7Y MLy EARFIEE 100mg 0K
. iSIA
iyiA —
Al & % it G
T4 bha—T 4 T8 A Q i
B (mm) JZX (mm) B (ng)
8.1 4.5 197.0
7Ly EARF LN HRRL 10% [0K)
AL VA Ay AN B AN e RS HE
Q) #FAa—F
I, AL v bW
#*® 52
7Ry EARFIIVEE 100mg 0K 0K 1 OK1 —
4) EF D

MV. 9. IWHiME ) DIESM

(5) T DAt
L

2. B OB

M EMFS GEHERS) OEERUVHME
7Ly EARXIILEE 100mg 0K

Ahpksy (1 gEH) I

traAn—A, bt RefFrraibila—R @O TIIVT 7
AREZ7Y by ERXFUA—T T AR AR—RF RN DA D= b/,
100mg (J14ifh) ATT VB~ TR A BIbF Y, w7 a—1 400, A
NFoaRa g, Zofl RSy




Nl N P b N S AN )

FIHMRL 10% TOK |

Aoy (g 1)

IRANA

100mg  (/74t)

HREtZ7Y L v t*%y”:ym@%y

tmAu—RA, bR ok ilo—2x Z7aAhLR
n—AxF hU oA BERAWE, TASNT—AH -T2 T T
AT MU DA, HEHE, FOM 1A

TR, TEXANV L TIET A, Su LY a—)L
=y, = FAR=) v

A

Q) BREFDORE
L

(3 8
LG L

NMTBRRDERREY

A% L

paKii

v ‘:) }\ L (C19H18N60583 1 506. 58)

EAY DAIEETED B 5 Y

ELToRzZER (i) TR,

BAT DAEMOH 2B MEIFRO LB Th D,
IO LY ERFUILDEIRYMDEE

s = 1 & =
COOCH20COC(CH3)3
g M
HzNY 0=C M XY"'X
P1 1\; || - CONEL- | cHs
L H H S
SOCH3 \=y
P2 (= B
COOCH2OCOC(CH3)3
H2N. S_\
P3 \l/ ¢-CONH- 1:1\
\OCHa \=y
COOCHzOCOC(CH3)3
_\
H2N A ZN
P4 \l/i \
G-CONH--
\OCH3
COOCH20COC(CH3)3
H2N S_\ NN
P5 \r G-CONH- m
Hsco”N \—x
COOCH20COC(CH3)3
H30>NCH= \I/S: N
P6 G-CONH:-
\OCHs \=n




6. HFDEEFRHETICEITOIREN
7MLy ERFIVEE 100mg [0K]
e T HE T 25°C/60%RH T 42 5 H [} O 40°C/75%RH T 6 8 H BIRLE L 7= fs 5. WP oflE
HHICHREARZEFIROONT, HKOFHNTH 7=, ZNHDZ &6, AKFID 3 FELED

HEMDHER I N,
BRREEBTIZBITARTEH
R BRAT ST RETE | BRI frE
BRI rom /ano PTP 1%&/ 7 -
St 25°C/60%RH AR 36 » H Eieia L
M oe j7sopmi | PTD Q2T 1o | PO PSS OMINARS SR, Wi
i el DR Y2 v OREEH b ERE OHPAN TH > 7=,
PTP @Ht/? ﬁﬁﬁ@(ﬁﬁﬁﬁi?}m&) 6h\2 %H @ﬁfﬁ%}ti 92. 6%‘(‘3})/)7"10
60°C S g | 201 | VIR 1L 12% b | SR TR B 7. 71 %M, VL
VSR SEIE 4. 0% LTz,
o Il DK Z 7228 i3 7e < | B R EIE 1. 91% 8N L7z
40C ERbiE SAR R 2 oMoE ISR BB R T
. THROWHKANGED HAL, 3 8 H DFATERIT 89. 0% Th o7,
a jg; 40°C/80%RH | PTP Al 3% A MR K ORI T NZE N 3. 10% K TN 11, 06%
Be HEIN U720 TRHIERIT 4. 9% 800 L, AR 2. 6kef 0 L 72,
i | g ﬁfﬂﬁgﬁﬁﬁfﬁaﬁw i, 1 fii ] DFEAFHIL 96. 4% TH o7,
| o 0 HE PR R K OSBRIV E R EITZNEI 4.69% KN 3.30%
# B0°C/80%RH | - #RdiE LR | Ui, W 11, 7% L. B 5. Okaf b L
5 72o 1 {8 H CHMBIZELSRD bz,
’ ﬁﬁgﬁﬁﬁ%w%ga%ﬂ@@ﬁ%@%ﬁ%f@oto
o 0 W PR R K OSBRIV E R EITZNZEI 3.99% KN 3. 43%
25°C/To%R | BREE | S ATy TR 3. Okef BD L7, 2 0 CAOMBLAEATRY &
iz,
10001x 1200 THE O AR 541 1200 FEH ORI 98. 5% T -
S | GRIREE 120 HREE e Too WS E L OEBMEREITENEI 0.55% KT
7 lx-hr) TR 2. 17%Hhn L, BEEEL 3. 4kef I8 L7z,

AUBRIEE LR 2 iERRRER (REEOO, AR A~ kL)

4. R AR

5. HiWHE

3. 7t (HPLCYE)

6. VRHPE  7OREREE (RrESRBR O )
FHRAARBR, IERER : SLot (MEIK, #esBialBR, IARHMEEn=1, Jiffi, SRR & OB E 14n=3)
TIEEERER © 1ot (MR, TeaBekBR. MR OBEEEIE n=1, Jffh, SC0EE M OB E 1T n=3)

TRy BRI LN AR 10% 0K

(1) REOIEERE (KU =F LR b,

AFIDOKRY =F L R bk
MZoUWT, 25°C/60%RH T 42 & A & U8 40°C/T5%RH T 6 & A BIRAE L7/ H. W hofllE
HEIZOWTH REREBIED bNT, HEOFHNTH 7o, ZhbnZ ehn, KFlo 3

"/, Ll
ZHe
PIAVARN

0/ TV AR/ RRFE) TOREM:
0.5¢ 0} 0. 3g 4yED T /L A Y fdk

JREA 3 1w

FEP EOREMERHER SN, (2011 4F 5 H —H#Z8 F KRR
o hLYy ERFIUIIVNEEME 10% 0K OREAREBETOREN
R/ RS PRI RE BRI e
RYZF LR L
RARITIR 0.3 ¢ 44360 4) /7 /b < 43/ f6E BEA | EfL
25°C/60%RH -
0.5 g4 (60 7)) /7 v 2 48/ MR
R ZF LR ML
JIEF R ‘/ e e
. 0.3 g 53 (60 1) /7 /b X 4%/ 6 f&i 1 Zfeie L
40°C/75%RH N
0.5 g 43 (60 8) /7 v 48/ M40

RERIEH 1Rk (R, IR,
3. i (HPLC ¥&) 4.

BE b JERBRWE 6. Ak

2, BB (RELIEDO, A AT A2 hV)
(3Lot, 4 n=3)

,10,




(2) HEEETORENE
25°C/80%RH XN T 4 FHAMRGFE LI E 2 A, SMLOZITRD B> 723, FIEERE D
BN, OB NSRS Siiz, £72. 30°C/80%RH X T T4 @AMELIZEZA 2 @AM
EDNTRERENIAE L, R EOHEM, Sl oM FED ST,

NBBVETHDREM

RBRSA: I EIHE H A=V %)L 1 %A 215 A 3 & A 4 & A
AVl
Pk fg%gé Bl | BeRL | Benl | Bkl
82050/CR/H Jifli eI EY%) 103. 1 101.2 99. 4 96. 8 95.3
’ FAFE (%) 100.0 98.2 96. 4 93.9 92.4
W E (%) 1.23 3.81 4. 42 4.79 5.18
. /LAY AT b) b) b)
PR T Eieia L | Bkl LY | ki LY | Bk L
83000/CR/H il CatForiE%) @ 103.1 99.3 94. 0 94.0 90. 0
’ TRIEE (%) 100. 0 96. 3 91.2 91. 2 87. 3
W (%) 1.23 4.10 4. 42 5. 24 5.78
a) HPLCVE (—AARAFFICIRHAT 2D TARSHIEEZER L) b)) ERGHRR
SEVEREDSET IV ) HERET 4 VA (1Lot. n=3 DO-HJME)

(3) RY==F LR FLVTORENE (BRH)
25°C/80%RH BT T 1 A MMRIE LI & ZAANBOZITIRD LR - 720, W E O
. JHl O FED BT,

RYUIFLURBFILTOREMSE (25°C/80%RH)

HIEEH A = v )L 1 M 2 3 [ 3 3 15 A
, AR N
PR p— e L X (AP X (AP Bl L
Fifli Gt R &%) 101.8 95.9 94. 2 92. 8 91.5
BAFZR (%) 100.0 94. 2 92.5 91.2 89.9
R (%) 1.23 4. 30 4,95 5. 56 5.70
a) HPLC £ (1Lot. n=3 OI¥fH)

(4) FioxtT2L2EE Yy —Vv/ VT T vT)

D Yy — VLI IAERT, BEORBERTLIZD, YT T7 v 7 (Rl =1F 07
SV TEWE LT REE TG YEIT T 10001x ZHMRE 23 120 7 1x-hr 12705 F CTHRE L7
& 2 AR E O NN O OWHE AT HAL7223,60 7 1x-hr £ TIHEBHEOFHANTH - 72,

2) 0.3 g/rtlihZz HEENELT T 20001x ZFMRE &M 120 7 Ix-hr 2785 FTHRE LI EZ A, K&
7R BB A RO THMEOFHAANTH -7,

KISHT 2REN

. 15 J7 30 75 60 J5 120 77
Ps Nillreancs == %
PRtr ot HERH A= 1x-hr Ix+hr 1x+hr 1x-hr
Ptk VT v U | Bzl | il | Zere U
S @ik | - - =
VA it Gt R E%) @ 101.8 97.6 96.5 94.8 88. 2
(10001x « 25°C) BAE (%) 100. 0 95.9 94.8 93.1 86. 6
W (%) 1.23 1.43 2.14 2.48 2. 60
AVl
PEgk ;@%ﬁ sl | sl | el | seaL
JAN ] ™
(200'030?7'12‘512) Il Gt R &%) 103. 1 100. 5 102. 6 100. 8 98. 7
‘-
BAFZR (%) 100. 0 97.5 99.5 97.8 95. 7
g E (%) 1.23 1.33 1.65 2.01 2.59
a)HPLC ¥E (—@e R % FRRHIIRA T 2 O TR HIE % it L72) (1Lot. n=3 OL¥IfH)

,11,



7. REERVBERRORENM
AR L

8. fhFl & NEEXRIL (MEILFHEIE)
(XL 2. 2 DMOBEEREL €72 b Ly ERF L NEARMK 10% T0K) BLAZELREE 2
e

9. BN
7Ry EARFIVEE 100mg [0K) (X, AARMFHERLERIZEDLNZETZY MLy ER
XU NABEDEHHRICEES L TWAZ ERHRINTVWAS P,

REHE . AARERS  EHRERE (N RuE)
R

FREBRWE - IWRHEREREE 1k (pH1. 2) | 900mL
[EHR%L - 4y 50 [al#R

A HBLEE © 20 0T OFEHERIX 85% L ETH D,

20 iy OBWHE (%)

D Y .,
> b Rl o ME SEBITG
1 100. 6 96. 6 98. 6

100. 4 96. 6 98. 6
3 101.0 96. 4 98.7

% JEEFS 2 v b, n=6 THERE L7,

7Y Ly ERFIIWNERAE 10% 0K X, BAEFFERLERICTOONZET7Y ML

v ERF VIV OB ICEAS LTV D Z ERHERSNTNDS 9,

ABRTTIE  BAERRTT  IHEERE (N Fuik)

BRI AT

PRI - IR 1k (pH1.2) . 900mL
[F#RZK : /54y 50 [Fl#x
A 15 D OTEHZIT 80% L ETH S,

. - 15 AROWEIE (%) .
N1 B/ IMH EHET
1 104 98 102
103 101 102
3 103 97 101

X MIEEFS T v b, n=6 THEM LT,
10. Bz -8

(M EBLVLEGRSR - AF. SNENFRGRS - SRICHT 5 1FH
L

2)a%E
7Y MLy ERFIIVEE 100mg (0K
PTP @2 (Rl A) 100 2 (10 82X 10), 500 &£ (10 &E X 50)

7Ly EARF LN HRRL 10% [0K)
A hov (FEEFIA) * 100g
el (HplgesIN) 0.3g X240 A (335841X80). 0.5gX 1204 (3 A X 40)
X o BT FE AR % [,
[XIIL 2. & OfOBFHE R DOIESH

,12,



11.

12.

Q) FlrEE
L

4 BHROME
7Y Ly ERFIOVEE 100mg [0K)
PTPY—h :ARY 7oLy, TAI=T A
tr—:RJFLr, TALI=TA
N R:R) ey

7Y Ry ERFRILNEMEL 10% 0K
AMV AREL:RVZF L
R A A N B = 3 gl P
NyFr Rz F L
N Ry FLy, RYZFLUFLTIHXL— |
Fo—:ARJxzFLy, TAI=UL
AN NN R = il P

Agirt TSNS EME

BA=ROANA

Z Dt

Y7V MLy ERIIA/NEAME 10% [0K]) X, AT FEKRTH S,

&
&

<HE>
7Y Ry EARFRIWNEHRRL 10% [0K) &JREE, B Kk O8E 5 IED R U Ch 5 ek
A AT 7 R MS /N FHERL 10% ORMAMIE. LLTFTO@Y Th-oiz,

7Y Ry ERFIIVEF (HBRD) ORI D

/N OBRIE XX SEE ORI TER . (LLF, ffid) . ROVWSE X IIEEOSEPHER (LT, B
%), SRR (LIT., Bl&alEk) 2xigs L-ENEIAEREER (V.5 (4) 1) A2iMEmaE
B OEZMR) I2BWT, E7 Y FLy ERFIIVEIF Wk ORMAEZFMLZEZ A, BR
R (IFEFICBRABRLT VO RO TERARLT VI OEIR) 13X 93.0% (107 4/115 44) ThoT-, X
ST, 3 AT ML ORI LI U TIRVME & 72 0 . BIRAIEIE85. 1% (40 4/474) Th -
77

R TR /N R R b B SRR BRI D e AL E | (S HE L T,

NRBEICESITHRAN

BRI S ﬁkii‘;b\ ATV 505 || By | R (jé) 5?%/5?*“‘
ESXIN 46 (40.0) | 61 (53.0) | 5 (4.3) 2 (1.7) 0 (0) 1 (0.9 115 93.0
3 A 20 (42.6) | 20 (42.6) | 5 (10.6) 2 (4.3) 0 (0) 0 (0) 47 85. 1
3 E~6 AR | 20 (43.5) | 25 (54.3) 0 (0) 0 (0) 0 (0) 1 (2.2 46 97.8
6wl b 6 (27.3) |16 (72.7) 0 (0) 0 (0) 0 (0) 0 (0) 22 100. 0
(A# (%) )

GIRAER (%) = GERICERARLT WV + 8RBT /

,13,
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V. REICEYT HIEH

1. PEEXITHE

7Y hLr ERFIILEE 100mg (0K

GEIGEE)

I RLUICREDT FORER. LUYEKER. MREKEA. T35 (F52n\AF) -
HES5—YR, KIBE. >rANIEA—FE. VLIPISE. TUTANIEI—R. €5F7
B. 7RATORE. ELARS - ELAZ—, TRAETUITR. AV I7ILIUYHE, RT b+
AbLTravhRBE. N9 TOATRE. FLERTSRE. 77 FHE

GRS IE

RUEMREREE., FEMRBRBEIE. JNE - ) U/ER, BHERE. /M - MERY
FMEIFEOREE, FARK. IIMEFERE. "HEE - MkEEx. Rk (RUEEEX. RU%EEHE
BEZEL). AMREXXR. ML, MRS, EETRFRED ZRZE, BEtk. BRERX.
EFER. BEERXR. /NL MY URX, FEARE, FTEMESRKX. RERE. RERX. ZHE.
BEIRARZ . PE K. RISEX. mEAMKKR. BERAEL, AR

7Y Ly EARFILNERME 10% [0K]

INR

GEIGHEE)

IO RLUICRED T FOBKER. LUYEKER. MXERE. E5913 (F530n\AF) -
HhES—UR, KIBE. PrANIE—F, VLIVISE. TUTFANIE—R. ©5F7
B. 7OTORE. ELARS - ELAH=Z—, TRARETVIT7R. A VLI UYE, BER
B, RTrR LT ravhRB. N TOATRE. FLRTIRE. 7UFA

(B RE )

RUEMRERRE., BESEREREIE. U/RE - ) o ek, BHERE. M8 - BMERY
FMEIZEO - REE, IIMEAFEES. HE - BEX, Rk (RREEX. REEABEREZS
). AHKREX L. ML, MRS, BHEFERFBBEEORZELE. Bk, BREX., hEX.
Bl mAMRR. L. BB, EAX

BA (BETEHZCKLYFEROERLVEHLZES)

GEREE)

I RLUICRHEDT FOKRERE. LUYHKER. MREKEA. E57€7 (FF301n\AF) -
HhES5—UR, KEBEE. b9 48—R. VLIVISRE. ToTANI 23—, ©5F7
B. 7RATORE. ELARS - ELAZ—, TRAETUVITR. AV I7ILIUYHE, RT b+
AT ravhRB. N TFO4TRE., FLRTFSE. 77 RHE

(B R E )

RUEMREREE., FEMREBERE. J/NE - ) oNEix, BHERE. /M8 - MERY
FHBIFEOZREEE, FLRE. IIMAEARERES. HEE - HEEEX. Rk (RKEBEX. RKER
BEEZET). AHKEXR. Mk, MES. BUHTFRI[REDO ZRERE, B, BE2EX.
fRER, EEX. /NILMY VIRK, FERRE., FEMESRX. RERE. RERX. ZHE.
BRIRARZ . PE K. RIREX. wEAMKL. HERAEL, AR

2. PREXIIHRICEHET HEE

5. %08k - IRICEET HEE

(WREE - REE R . Wik (RHAER. RARRSEZET). SHKEX X, HEX. BIRER)
UMAEMEE EEMOF5 &) Y 2R L, PUEERG OLEIEL HFT L7z BT, AFlo#R S
NG LB SN D EAICERETH L,

,14,



3. RERUHAE

() EZERUVEHEDOMREER

7Y Ly EARFILEE 100mg 0K
WEL RAICIZE 7Y Ry EARFILE LT E 100mg (i) 2 1 H 3 [EIEFZICRAOFKRE
T 5,
728 AR L OYEIRIZ G UGl B3~ 5 28, BE U3 BAR 145 & b 55413, 1 [8] 200mg
(i) %1 H 3RO 5,

7Ly EARIFIINRBMR 10% [0K)
INR
(%, HEX. BI&EX0DI5E)
wE, DRI Ly BEARFILELTLE 3mg (i) /ke 2 1 H 3 [ERZBICROEK
545,
B, MBS T T 1R 6mg OOfl) /kg £ TEEGTX B0, ATOERHAED 1[5 200mg (F)
i) 1 B 3E (1 B 600mg (i) ZHEx72WnWZ T3,

(ERBLUSNDEEDIFE)
W, NEIZIEE 7 Ly EARFILE LT E 3mg (i) /kg 2 1 H 3 EIEBICRAOE
545,

7eB. A R OVERITIES U Tl BT 228, A TO ERHAZED 1 [[] 200mg (i) 1 H 3 [H
(1 H 600mg (Jffi)) ZHBz2nwZ Lt itt3,

RA BETEHZCKYFHOERIRELBS)

WHEL. ORACITEZ Y Ly EARFILE LT ILE 100mg () &1 H 3 EAEZICRAORS
T 5,

RE ., AEED R OMERRIZ G U Cl E T 5 28, BIE IR EAR 14 & b 55413, 1 7] 200mg

(i) %1 3 3EBRICRARET 5,

2 RERUVRAEDRERRE - RIL

4. RERUVAEICEEYT HIE

BESHTVAN
5. FEERREE

WEBRET—2 /8Ny 45—
BARSANA

(2) B PR EIBHER

<kET7U MLy ERFIVEEA (BE) OAGRRFRBRGE S >

1) B[ Gk
7Y Ef%yw%ﬂ%mwfﬁ%mAl&%(%ﬁ%ﬁS%)%ﬂ%m\mmzw\
300mg (J7fi) HL[ET e 52 AT ARK D22 2k %Eﬁ:owf&ﬁbtk’ézmmummﬁﬁﬁ
BRI RB O THRER% 1 B 15 \ct 0 1 BIEREE OFEIR N A HALTZ A, 45 S LANIZIE Lto
ZOMITIZ AR, BRI, BRARRAE TAANC El#ét%z%héﬂ%l IEEI
O BN T,
(JE) AFIOEKBENTWAHEROCARER HEFE., BAZEE7Y by ERF L E LTLEI100mg

(i) Z1A3EERICEAKST D, 2k, Filink ERIZIS CCEEIET 525, BREXTE)
R+ LB 55613, 1H200mg (ffi) 21 H3ERRICRAKST D, | THD,

,15,



2) EHe G aER Y
7V Ry ERFIOVREIE O CTREER b 4 & x4, 18] 200mg (J4f) . 1 B 3[E]8 H
M DKER G 2T OAREI DR M, BRMEICOWTKRE LI-E 2 A, BMEAER., PFFRARE.
B AR CAARNCKINT 5 & & 2 DD B ITEMIRD benoTz,

Q) AERIGIERHER
<ETZ7TVRLY ERFIOVEA] (BE) OAGRERRERE R >
OEMRE LRIk 5 A ERRER O

HAY AF O RE Z R T 2 B E 2RI 5

RERT YA | ZhaaxIkEl, AR, HEEAER

1@ HERE ROV D T,
Il DR S0 SLARATT K 52451 100 31
(CDTR-PI 300mg #¥ 36 fil, CDTR-PI 600mg #£ 35 5], CETM-PI &f 29 #4i])
BIVE R ARAT R 52451 109 B
P (CDTR-PI 300mg &F 39 %, CDTR-PI 600mg & 37 i, CFTM-PI #f 33 f31])
HEFE 72 42 HEFR AT et 52451 109 f31)
(CDTR-PI 300mg #¥ 39 #il, CDTR-PI 600mg #£ 37 5], CETM-PI #f 33 f4i])
B FERET R G245 100 B
(CDTR-PI 300mg #¥ 36 fil, CDTR-PI 600mg #£ 35 5], CETM-PI &f 29 #4i])

1) 16 FLAET0FLT
FAAANENE | 2)  ERYEIR O PR A BE Ao\ L ASSE D R
3)  APBE - Ak L OMERNERT b 2o T,

1) EERGYER & CROANC X DB TR0 £ B L BN AER]
2)  EEETITETHEOEMSRE. AOHELZA L, BEAIO AN, LEMEOHEN

K] 35 720 451)
3)  ARBUHAIE G BT DOBEBIFRIEIC X VIR E L oo b DIEM E - I3 R
BH o3 51]
B A L 4)  AKHBROXISR & DY v Y — RiZxt LT CDTR-PI & 7213 CFTM-PI 234 5- SN T
i VN IE B

5)  Pseudomonas aeruginosa INDNEERE T D Z & D3 B 272 EH

6) BTz ARELIFIAN=VY CRAMEICHT ST VL —BEEREE AT D IER
7 EERNT - BHGEEELH T 2 ES

8) Ilhm., RILPE IOUEIR L TV 5 ATREMED & 2 FEH]

9)  FOMALE N R Y & B T IER

AHBRIEAIB L Ol B GREITITRO3IFEE LT,
A FE:CDTR-PI 1 H 300mg (%y 3) #% 5-#f
BRIk B#£:CDTR-PI 1 H 600mg (4 3) #&E-7¢
CHE:CFIM-PI 1 H 600mg (%y 3) ¥ 5-#f
1E1a, 1H3ME, § 8- %Ok s Lz, R5UEIER] 14 B RS,

L. BEPEOFEA

D) EERIFE<ZBRHE - EIREHE >
FERh), TERY). TR0/, THERh) o 4 BEER L O DHIEARRE] CHIE

2) MEFRNE < ZESHE>
(W2, MR F T EaER) . TR, TRZE] @4 BB L O DEEARRE] T
HIE

2. ZEMEOFEMN

1) EERARBBRRE<ZERHE>

2) WEFEZ2 4 < ZBRSHIE >
Medr), TREMICORMED Y |, TE2MICREH Y ), TRETIERV] O 4 Bk
BILO DHEARRE] CTHE

3. FHMEOFHE < ZESHE - FIREHE >
M aEMI, THEHI, RHEHI, TEHEZRL] o 4BREB IO NEHERIE T
HIE

F2RRHmE

BMETXT—FORE, HEIZ U T, Kruskal&Wallis’ test, x*-test & DV L Fisher

BETITE | o e 2 v o, AR T 5% 2 L,

,16,



L. A2hEOREMm

1) ERIRZR

ORI <ZBSHE - FiREHE>
ZBEIC X HEEFEZNFEIL, CDTR-PI 300mg B Ti 91. 7% (33/36) . CDTR-PI 600mg BT
1% 88.6% (31/35) . CFTM-PI B TiX 82. 8% (24/29) DEZRTH > 72,
THREIC LD IEREZEIL, CDTR-PI 300mg £ Ti% 94. 4% (34/36) . CDTR-PI 600mg #if T
1% 80. 0% (28/35) . CFTM-PI B TiX 82. 8% (24/29) DHEERTH -7,

QRRYLIE FE B BIEE PR 2D SR < T B2 HlE >
SERI DA D=1 CDTR-PI 300mg #¥ 85. 7% (18/21) . CDTR-PI 600mg #£ 82. 4% (14/17) .
CFTM-PI #f 76.9% (10/13) Th o7z, F£7=. FHIEFITIX, CDTR-PI 300mg # 100%
(15/15), CDTR-PI 600mg #¥ 94. 4% (17/18) . CFTM-PI #% 87.5% (14/16) Td - 7=,

QERERIERNR < ZBSHE >
EREDHEE S 47z 52 B OV TERER ORIRNREZMmFT LIz & 2 A, CDTR-PI
300mg #£ 90. 9% (20/22) . CDTR-PI 600mg #¥ 88. 2% (15/17) . CFTM-PI #f 92. 3% (12/13)
DENRCTH -T2,

2) MEFRIIR <ZBSHIE>
R E DT SNz 52 BlZRIT DHAEREZRFT L& Z A, CDTR-PI 300mg AT
80. 0% (16/20) . CDTR-PI 600mg BT 87.5% (14/16) . CETM-PI BET 92.3% (12/13) @

R HHETH T,

2. ZEMEOFEMN

1) BIEHRBBRF<ZESHE>
CDTR-PI 300mg #¥ 2. 6% (1/39) . CDTR-PI 600mg #£ 0. 0% (0/37) .CFTM-PI &£ 0. 0% (0/33)
WZEIER A ZRD B A7, CDTR-PI 300mg B TR & -EITER ITES K O FE R T
HY., FOREITIWTNOHREETH ST,

2) WHEZRE T ESHE
2413 CDTR-P1300mg #f . CDTR-PI 600mg #f K UF CFTM-P1 #f TZALE AL, L0 31/39,
27/37.27/33 22 MEIT0CRE H V) 73 7/39.10/37.6/33 T - 7, F 7~ . CDTR-P1300mg
BBV TZETITRWVN 1/39 B 6T,

3. AHMOFM<ZBRSHE - EIREHE>
ZEBIZ XV HE S MAMIZ, CDTR-PI 300mg #ETI% 88.9% (32/36) . CDTR-PI
600mg £ Tl 88. 6% (31/35) . CFTM-PI # Tl 82. 8% (24/29) DF AL TH - 7=,
FIREIC XV HESNI-A ML, CDTR-PI 300mg #ETix 91. 7% (33/36) . CDTR-PI
600mg £ Tl 80. 0% (28/35) . CFTM-PI # Tl 82. 8% (24/29) DF ALK TH - 7=,

PLEDORGAED S . 1B MRS I % LT CDTR-PT 1%, 1 [8] 100mg 1 A 3 [\l 5 T4y 70
HENELND L EZ T,

() AFOERBINTWDAELROHEIT HEF. fACZE7Y ey BRSO L LT 100mg (Fffi) % 1
A 3 EE®RICRNKRET S, ek, Fl&OERIOS U CEEMET 228, TIEXIIRA+0 L Bbh o856
%, 1[E200mg () % 1 A 3EEBRICEARET D, THD,
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QW HENE PR B R YLE 125t 5 CDTR-PT O ok F Ecp stk 1)

HH) HIHMEVE PR IR BRYUIE L k9~ 5 ARA OB K H & & 4 5
REBRT A v | Sk, AR, R
UTT SEShaTAMEETE (B8 3 W) (CHLE T 2 BMEME IR IS RYYIE © 1 7 — 7 L 3R B B 5]
NIRRT RE B 137 51
(CDTR-PI 300mg #f 48 {5, CDTR-PI 600mg Ff 47 5. CFTM-PI i 42 f4i])
AR PERRATRE B 203 1
FoE (CDTR-PI 300mg % 66 f§il, CDTR-PI 600mg Ff 68 f5il. CFTM-PI ¥ 69 f4i)
HBEHE 22 42 FEE FRATE B 4K 203 451
(CDTR-PI 300mg % 66 f§il, CDTR-PI 600mg #f 68 f5l. CFTM-PI ¥ 69 f4i)
B F PR % G215 137 451
(CDTR-PI 300mg 7 48 {5, CDTR-PI 600mg 7 47 {5, CFTM-PI F¥ 42 f31))
1) 16 F LUk« HERIIRRY
TN | 2) BEHRIMRIR 5 = /hpf Bl E
3) F5RIR P AIES 10'CFU/mL DLk
1) FIERBYYE R & TR OANZ L 2 1R CId R+ 7o iE 5]
2) EEEITEITHEOEBERE - SO0HEEZ A L, RBEA OGN, REMEOHIENK
72 E ]
3) PBREEANBE 5N OPTEAIEIEIZ L VIERNSGE LoodH HER, iR
DIEHI
A AL 4) AFRBRE AN AFIE 7213 CFIM-PI 235 & T 7= fEH
5) EARED Pseudomonas aeruginosa F1-13EHZE, AF|, CFIM-PI izt TH D Z &
DN & M IRIE R
6) BTz ARFELIFAN=VY VRIAEWEICKT BT LIV X BRI A T B IE
7) EERI - BHREREE G T 2 IE
8) fEhw, FEILH R X OMEIRE LT\ 5 ATREMED & B SEH)
9) ZTOMEIBENARBOXMNGE & U THREY LB EH
[HeBR3E]
1 $EH1Z CDTR-PT 100mg (Jifli) % &4 3 2 BEA
[ L]
Ay 1 2912 CFTM-PT 100mg (JJMll) Z&H 3 58/
ARITE | s
CDTR-PT #% 5-#£1X 1 A 300mg 4y 372 5 CNC 1 A 600mg 4y 3 0 2 B E L, WEAEZ
e 52 & & Uiz, £72, CFIM-PT BH5RIZZOEBHETH S 1 H 300mg 57 3 & W
b lE Lz, BEMRIIAREREE S S ARERRZERE L L,
1. BZREOFAR
<ZEBHE>
UTT SR IEAE (5 3 hi) AV VEIE LT,
1) AR ZR
g5 . TAE# . T o 3 BeRsTHIE LTz,
2) BRIRIZxIS 5205
ME#E ) . T . [RZ) O3B THE LT,
3) MIEEIRICxT 5 2h R
Matefb) . M) o TEZR) L TRZE) o4 B THIE LTz,
4) HREEFEIZhR
BHRIDBEEOMEEL (15t £7213 TER) oW iE Lz,
5) 55 HBLE
I 31 B BHG%HTIORE SN IR G % EEE L,
< FEIREHE >
BRIER, RATROMEESEZIFEL U, BRDEE 1% . TH% . [RF) .
[Esh) o 4 Bepls, F7213 TR SHE LT,
2. REMEOTM
<FEREYE >
WG ZaE 2 724 | NRERE) . ZeMchEdY ) . [ZEeTHE RN ©
4 BERECHIE LTz,
3. A RMEOFE
< EVREHE >
Al TIEFICH 2] | ARl TIERICNm) R AR L7 100mm O7 v 7 R r—/u
kic T/) HlZZ#H L CHRAEEHE L,
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REIXT— 2 OME. REIZE U Kruskal&Wallis © HRRE., A 2 BRELSZH V., %

RN 5 1 BEREMOY BN FB L OO S ST L=, 2B, WBE DA B AKYE T Wi
5% % FLHE L LTz,
1. BRIMEOFAMR
<ZBESHE>
1) HREERZHE
AR 2 31 CDTR-PT 300mg #E T4 19 451 %0 17 4], 2h 12 Bl CHEHEIL 75. 0%
(36/48) . CDTR-PI 600mg FfCHE%h 22 i, A%h 14 B, M5h 11 BITHZIZHEIL 76.6%
(36/47) . CFTM-PI #ETE%h 15 i, A%h 12 B, M%h 15 I THZh=IL 64. 3% (27/42)
Tholz,
PR RERERI D CDTR-PT 300mg £, CDTR-PI 600mg . CFTM-PI #EZ L ZHDOAZNRIZ,
B 0 FEPRISSE (55 3 BE) T 4/8. 6/8. 1/3, HIMURYLD TEBIR BIR YLsE
(B 4FF) T85.3% (29/34) | 77.8% (28/36) . 64.5% (20/31) . BEEEYD H
T—T VIERFEER (56 R T2/4, 2/3, 6/T TH -1z,
2) BBIRIZx3 2205
ERALAEGI¥IE. CDTR-PI 300mg #ET 58.3% (28/48) . CDTR-PI 600mg #ET 48.9%
(23/47) . CFIM-PI BT 52.4% (22/42) Th 7=,
3) MIBEEIRICxHd 2 2hR
farE IERIEIL,. CDTR-PT 300mg #£ T 54.2% (26/48) . CDTR-PI 600mg £ T 70.2%
(33/47) . CFIM-PI B£ T 47.6% (20/42) Th 7=,
4) BRI E
CDTR-PI 300mg #f. CDTR-PI 600mg #£. CFIM-PI FEZILEAL DA HER OWKEIT 71. 2%
(37/52) | 82.0% (41/50) | 75.5% (37/49) TH 7=, 77 LGTERE OWRIRIT 4/7,
6/8. 53.3% (8/15) . 7' T LEMERE OTEREIT 73.3% (33/45) | 83.3% (35/42) .
85.3% (29/34) TH -7,
5) 544 LA
it o B E1% HELHE O D L= fEMIE. CDTR-PI 300mg #£ T 27. 1% (13/48) . CDTR-PI 600mg

BET17.0% (8/47) . CFIM-PI HET 28.6% (12/42) Th 7=,

<FEREHE>
H2N=R1% CDTR-PI 300mg FE T 85. 4% (41/48) . CDTR-PI 600mg #£C 76.6% (36/47) .
CFTM-PI BEC 73.8% (31/42) Th 7=,

2. LA

<FIREHE >
FIVEM O FEEZR1E  CDTR-PI 300mg #£ T 6. 1% (4/66) . CDTR-PI 600mg #£ T 1. 5% (1/68) .
CETM-PI BET 1. 4% (1/69) Th o7, BIVEHDHNZEIT CDTR-PI 300mg BETH E U - ¥
B Bobich, EIEEYE BE9) . D FE WV, CDTR-PI 600mg #EC FHIZ 161 (1.5%) |
CFTM-PI FE TR « £H BRI - KON E W 1] (1.4%) 233 Sz, Eiko
FREEIX CFIM-PI BE CRRO b= 2 BRI EZRE VTR LBRETHY . £z, £2TO
JEFNZ DWW TR OVE R & gl LT,
WG %42 1%, CDTR-PI 300mg % T 83. 3% (55/66) .CDTR-PI 600mg T 91. 2% (62/68) |
CETM-PI #£ T 88.4% (61/69) DEERTH 7=,

3. B AT

<FEREYE >
RS RB L O et e Bz L, ERENHE L-A MM, CDTR-PI 300mg #C
79.2219. Omm, CDTR-PI 600mg #£C 73. 5228 Omm, CFIM-PI #£C 71.1+30. 3mn Th -
72

LLEDRGED B | BHEVEIR BOEOUE IS & L CAANZ, 18] 100mg (i) . 1 A 3 [EHRET
RDBHIFTED LB AL,
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(4) 1REL AR ER

1) BRI ER
<tE7TV LY ERIFIRA BF) OEGREFRERREE >
@ HEEMEGZ 2% 5 CDTR-PT & CRTM-PI 0> 3% b ik B 12

H AHNDOMETER K9 2 B E - ZarER X OE AEZ2 BBNICGHE Y 5
BT A v | ZMERIEE. AR, CE MR, R
HE B PE I 2%
Hikt R 20 AT Sk G248 127 451 (CDTR-PI #¥ 69 5], CFTM-PI #¥ 58 4i])
Pop- BIVE FH AT St 82151 173 5] (CDTR-PI B¥ 88 f5il, CETM-PI #¥ 85 f4)
WG 22 42 FE AT 6 82481 173 51 (CDTR-PT ## 88 f3i], CFTM-PI #% 85 f31)
H FAMERRAT %5215 131 5] (CDTR-PT B 70 {5, CETM-PI F¥ 61 )
R H%t%i@ﬂ%ﬂjl FEEL, .CRP I%E\ Efﬁlﬂ‘zi%%\ s X MR RS IC X0 . BB Tige s
TFETDHEEZLNDIERIT 16 Ll Lo BE
1) EERYYE ECROANC L 2B CEA T L EZ BNDIEN
2)  EEFIITEITHE-OEMERE, SOHEEZA L. BBEROFIE, BEMEOHE
23 IR e 72 5]
3)  RBRIRAIF SR O PUEAIRE IS X 0 IR LE Lood BIEHE 21T E R
B > JiE 15
=p 4 RN ) — NIZx% - z - 3
e B L 4) ?f;f;ﬁi;ﬁ%t@é@%zt Y — Rz LC CDTR-PT & 72 1% CFTM-PI 3% 5- S T
5)  Pseudomonas aeruginosa DSERRE T 5D Z & DS 7R JER]
6) BTz ARIELEFR=VY CRFIEWE KT BT VAKX —BEEREEH T AR
7 EERM - BHEREREE 2 AT D AER]
8)  tEE, FEE B L OUEIE L TV B AREMED B B EH
9) T OMIBYENREY &R T AER]
A 1 A# 5 Fi% CDTR-PI #£1% 300mg, CFTM-PI ##i% 600mg & L, 1B 14, 1 A 3[E, 5 -
o B ARBROREG L, B5URIEEA 14 HEER &5,
1. A0
1) ERRZR<ZESHE - BIREHE >
[E%h) . THEZ. TOo0m%). TR o 4 Bl LU DEERRE] THIE
2) HMIEFHR<ZESHE >
NEZ) . TR E 7T moER) . TR TRZE) O 4 B LU0 DEEAREE] T
HE
2. MO
1) FIfEARRESE<EZBSHE>
2) MR < FBSHE>
M2 4] -
BIVEASCHAR R AE OB A & 8 5 LR EF]
7 A H Mz 2PEIOCMEH Y | )
- BIVEF O BB R R O BL AR D= nd, BB IEE| o % 5/kfe 1% nTHE
THY, R RHERE L SE L Uieho T2 ER]
M2 M ED D |
BIVEA O HBSCEE AR M OB D, RBREH OB Gk TEETH
ST, IMEFEEZVE LT 257 CEHRARMICHEES Y & F 2 5D ER
(2T
BIEA O HB PR REM OB b, RBREAOBRS 2k L7z, *
I TIE T R_RE THo7- L& 2 b D EE
D 4 EBMERDY DHEARRR] THE
3. BRMEOFHE < ZESHIE - FIREHE >
O THEHI. TAHI, TOFEH) TEREZR L] ©4BfB IO NHETRRE]
THE
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B KT, BRI, M RIS, BRRAER - TR, ERIRM A E O UGEE . RIEH.
B A R, AR Sz o, m3EAIM O a2 (1) mXn SEIERO 2 HE
(x*-test) . (2)Fisher O E#EWEREH1E (Fisher—test) . (3)Mann-Whitney @ U K&
(U-test) Z W TSI LT-, BHEE =KFOMENI21% x>~test, Fisher—test, U-test @

AT 51k WA E 0. BRI, eath. AR K X P RISV TiL U-test, F
oo BRhER, HWAER, KeR, AR, X BlERIEnEN TER+ARh . skt
W) 22 (b THAAE M B EdEE IOV TE L Fisher-test
WCCTHREZEITo T2, Fo, BWEH. ERRMRAER T OF I Fisher-test # W e, 1
KBTI 5% & LT,
1. A2hEOREM
1) ERIR 2h 5
OHMRIR<ZESHE - FIREHE >
ZEAIZ X DWEEZFIL. CDTR-PI BETIE 89.9% (62/69) . CFIM-PI BETIX 87.7%
(60/58) DHNZEThH -7z,
FIREC X DERRS R1X. CDTR-PI B TiX 85.5% (59/69) . CETM-PI BETIiX 87.9%
(61/58) DHNZLEThH -7z,
QREYE BEIEERIEBRAR R < ZBESHIE >
WRSAEWI DA %N =1 CDTR-PI # 95. 8% (46/48) . CFTM-PI #£ 89. 5% (34/38) Tdh o7,
7=, EJSERITIL, CDTR-PI & 76. 2% (16/21), CFIM-PI #f 84.2% (16/19) TH > 7=,
O RE MR R <FTBEHE>
LR DIMEE S 4L7z 43 BT O TR B OBIRNREMmFT LIz & 2 A, CDTR-PI
BE 88.9% (24/27) . CETM-PI %£ 93.8% (15/16) DANEKTH - 7=,
e 2) M PRI R <ZBESHIE >

FETHI<ZR1% CDTR-PI £ CTlX 92. 3% (24/26) . CFTM-PI #£CiE 81. 3% (13/16) Tdh > 7=,
2. ZEVEOFHM
D) BIEAREBLR <Z B 2HIE >
CDTR-PT #£ 9. 1% (8/88) . CFTM-PT B 7. 1% (6/85) \ZEIVEH 3Z8 0 vz, BHWEH DN
AU, CDTR-PI BETIL TFHI 3 i, BBER OGRS 2 fl, THI+EHARE 1 TH D,
Z DOFLEVTRSE 2 ], T 6 5T o 7=, CFIM-PT BETIZAARIR KL O T HIA 2 5,
IE5 1 BITHY . TOREITERE 2 4], FEEAFITHoT,
2) WG 22 2 < EE ST >
22422213 CDTR-PI £ T 69. 3% (61/88) . CFTM-PI #£ Tl 69. 4% (59/85) Tdr - 7=,
3. AAMEOFMOI<ZASNME - BIREHE >
ZEEIC IV HIESNIZA AL, CDTR-PI BETIE 82.9% (58/70) . CFTM-PI BETIX
81. 7% (49/60) DH R TH > 7=,
FIBEIC X 0 HE S - F R, CDTR-PI BTl 80.0% (56/70) . CFTM-PI B TIiZ
85. 0% (51/60) DH AR TH 7=,
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@ BMSIERCYE IZ k95 CDTR-PT & CFTM-PT 0> 3K7%h ik Bi »

H Y

AF OB ECERGYE (X3 2 At - et L O M2 FBRICEHE 3 %

BT A

S, WAk, BB, AR

PSES

OFE AR R & RO B IERE X, R SHRIRIER L O Ofh D18 MR 25
PRH & D Tk Y,

68 DR 2 AT ef 52451 163 141 (CDTR-PI #¥ 85 {5, CFTM-PI ¥ 78 f4i])

EIWE AT % 4245] 192 5] (CDTR-PI #£ 97 5, CFTM-PI ¥ 95 f4i])

MG 22 42 P fRAT e 82481 192 151 (CDTR-PT #£ 97 f4i, CFTM-PT #% 95 f31)

5 MR AT k42451 166 151 (CDTR-PI Bf 86 15, CFTMPI Ff 80 f4il)

TR

JRYEE OWE I, FEEL CRP BEPE, BIMEREEZ . B0Ek X BT I X 0 . B O ISR R
PRFET D EEZXLND VDY B EMERIERYYE T 16 i Lo BE

BrohALYE

D EERGYER ETROANZ X AIRE TR0 & 2 D IEH

2)  HEEFITEITHEOEBEE - AOHEESR L, RS OB, REMEOHEN
K] 324 720 925 131

3)  AREBREEFN B AT OBUEAERIEIC L 0 IERNUGE L oo b D AER F T2 ITRRE A
B D SE ]

4)  REBROMBR L 72 B v — Rzt LCCDTR-PT £ 721X CFIM-PI A3 G- & T
VN E

5)  Pseudomonas aeruginosa INECREE CTd D Z & 3B B 72 5ER

6) BTz LARFELITAN=V CRTAEMEICKHT D7 LA BT A AT D IEG]

) EERN - BHREEE LA T D IEG

8)  Ilhw., RHP I L OMLER L TV 2 FTREM: D & B FE S

9)  ZFOMPEYENREY L BD AR

BRI 15

1 H¥ 5813 CDTR-PI #. CETM-PI #£ & $12600mg & L, 1[H 14, 1 H 3[A, & & -
Y EHREOEE L, #5HIMITEA 14 A HEA &5,

TR A

1. A0
) ERDIRE<EZEZHE - FIREHE>
FERh) . TER. oo sh), TR o4 Bt LU RHEREE] THIE
2) MIEFHR<ZESHE>
WHZ) . TR E 7Tkl TR, TRZE) O 4 BRER IO DEEAREE] T
| E
2. ZAEMEOFM
1) BEARBRE <FESHE >
2) WEFEZR A< TBMIE >
[24] :
BIEACERARREMOELA 2 & b DI VER]
[ZEPEICOCMEDH Y |
BIVE O HELRPHE R R E O BALDNGTRD BTN, BREEA O F Skt IZ AT RE T H
D, FERZeRHERIE DB L Lo Te b D
[ZEMICEH Y |
BIVEFH o HEBLSOWG AR M AT O AL 2838 60 & 1, sRBREA OB G-AkGE I I HETH - 7=
. IEREEMNE LT AR EHEERMICEESH D EE2 N5 B0
(22 TIERN
BIVEF o HELCER R A O EAL V3RO S, BRER ORG24 d I L=, £7-103
FIEFRETHSEEEZLNDHD
D 4 BPER Y DEEARGE) CTHE
3. AHMOFM<ZEBRSHE - EIREHIE >
(b THEMI, TEHI. TRoEHI. THERMR L] ©4BBEB IO DHIERRE)
THIE

fbT 7 1%

KRN T, BRZE, MR, RN - FTR., BRREEOSEE, RITEM.
FRAMRAEEE ., AR EICoW T, WEREOLKE (DnXn FED & HE
(x*-test) . (2)Fisher O E#EWeREH1E (Fisher—test) . (3)Mann-Whitney @ U K&
(U-test) Z AWTHET LTz, BEEEIRFOMNTIZIX X>~test, Fisher—test, U-test ®
W ETIRBE, RS, et AL OV TIE U-test, £72, AR B
HRRHR, e AHARITELEN EED+AR . NEHRERR), 28] B T
b THERAER] IOV THEH L, Fisher—test ICTREEIT-7, £/=. BIER.
KRR B DA ML Fisher—test Z AV o, AEAMEIIEM 5% & Lz, 7ok, &
NI m Y 24 C8a12id. £ONFIDL CCRAFREZ N2 That a1 72,
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1. A2hHEOREM

1) ERIRZh R

OHEFRIR<ZERHE « BIREHE >
ZESIT X AERZ B, CDTR-PI BETIE 85.9% (73/85) . CFIM-PI BETIX 85.9%
(67/78) DHEFETHoT=, WRINZHD L, Lo L LIEFEDL - T BERE X
KIZBT DAL CDTR-PI #¥ 83. 0% (44/53) . CFTM-PI #F 88. 7% (47/53) . IR\\T%
Mo T BB PRI IC I 1T DA 2h=IE, £ 24 90. 0% (18/20) | 78.6% (11/14) TH
>77,
THREIC XL DEBEZRIL, CDTR-PI #ETIE 79.8% (67/85), CFTM-PI BE Tl 88.5%
(69/78) DHEZNHE T -7,

QRYLIE FE B BIRR IR 2D < T B 2 E >
RSEBI DA N IL CDTR-PI Bf 77. 5% (31/40) . CETM-PI &£ 86. 2% (25/29) T -7, F
7=, WESERTIL, CDTR-PI &£ 93. 3% (42/45) . CFTM-PI B 85. 7% (42/49) Tdh - 7=,

QKRB AERRR < ZESHE >
ERE D E Sz 78 B DWW TERFRIEKR IR ZHRE L7z & 2 A, CDTR-PT #f
40 B OAFZNZR1T 80. 0% (32/40) . CFTM-PI £E 81. 6% (31/38) DHEINRTH - 7=,

2) ME PR <ZESHE >
B TH 258 1% CDTR-PI #F Tl 84. 2% (32/38) . CFTM-PI #£TIL 77. 8% (28/36) TH o7z,

2. ZEVEOFMN

D BEWERRHE<ZESHE >
CDTR-PI #£ 9. 3% (9/97) . CFTM-PI B 6. 3% (6/95) ICRIEH DR biviz, RIEHDON
L. CDTR-PI BETIL T 3 . 3895 - e, FEL. R, BIHRPRE, e, (ER
E1BITHY ., TOREITERE 3§, FEE 6 flTho7-, CFIM-PI B TILIEE 2 41,
NEA « MR, HEAPUR, TR, IBRE 1BICTHY . ZORREE TR 3 f], a3
BTHoT=,

2) WG 22 2 < Z B 2fE >
243203 CDTR-PI BTl 80. 4% (78/97) . CFIM-PI #£ Tl 83. 2% (79/95) Th - 7=,

3. AAMEOIMI<ZAESNE - BIREHE >
EESIZ XV HESNI-A ML, CDTR-PI BTl 80.2% (69/86) . CFIM-PI #E Tl
82.5% (66/80) DH R TH -7,
FREIC LV HE SN A ML, CDIR-PI #TIE 76.5% (65/85) . CFIM-PI #ETiZ
87.3% (69/79) DH R TH -7,
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@ EHMENE R BRIEIZ )T A CDTR-PT & CFTM-PI @ — & f& bhieakig 1

H i1 FEHEME IR B Y IS X9~ B ARKIOF NI, ekl L O A& F8ICEHE§ 2
RERT YA | ZhEERIEE, AR, B e iR
UTT SERHFTAMELHE (58 3 1) ICHUE T 2 MM IR IR YLIE C 1 7 — 7 VIR B E B
B ZNPERRATREBI%E 199 4]« (CDTR-PI #£ 98 5], CFTM-PI &% 101 f51)
Pop- R MEFRATEBIS 270 1] : (CDTR-PI B¥ 136 i, CFTM-PI #¥ 134 1))
WERE 22 42 FEFRAT et 52145 268 5] :  (CDTR-PI % 136 ], CFTM-PI ## 132 f3i)
A I PEARAT %1 525 202 441] © (CDTR-PI #F 98 5], CFTM-PI #¥ 104 {51)
1) 16 FLLE - PERIARTH
FRMAANE | 2) FHRIRIR 5 = /hpf ULk
3) #LG-RIR P ME S 10°CFU/mL UL E
1) BEERYYE & TROANC X 2188 IR T4 22 Ef)
2) EENT - BT 2 AT DIER
3) HEEFITEITEORBRA - AOHEZ A L, REBER oG, Rt EN
IR 38 7 97 151
4) RERIEF G AT OPTEARIEIC L 0 IER - FTRAS%FEL>ob HEG, 7213
K S FRAE AR BE D JiE 151
h 5) AFBREBTICAA E 713 CFTM-PT 2858 5 & T\ N =S 4l
6) KBNS Pseudomonas aeruginosa £ 1-13XEFH T 5 IEH]
7) BT 2 ARFLIFR=0 ) CRPIAEWEICKT AT LV BRI AT T B AR
8) fta, RILFR L OMEIRE L T 5 ATREME D B 2 EH
9) REREAN OB FHEICHBEEZ D LEZLNDHAEEMH LTV D AEH
10) ZOMEBRENARBR O G & U TAREY & 5B - fEf]
[ B3]
1 #2912 CDTR-PT 100mg (JifM) % &4 3 2 GEAl
[ %FHRZK]
HERTIE 1 #2912 CFTM-PT 100mg (J)fM) % &3 2 G4l
[ 5 051k]
CDTR-PI, CFTM-PI & %1{Z 1[0 100mg (Jiffi) % 1 H 3 EEREZICHE Uiz, &5HIFIX
UTT Bl Lo 6 H & L7z,
1. AR
<ZESHE>
UTI SEZhFEAMAEAE (5 3 hR) IRV VHIE LT,
1) BAEERHI
E%h) o TEZh . TESh) o 3 B CHIE Lz,
2) EPRICxHT B 2h R
ME#E ] .« 8E . TRZ) O3 BERETHE L,
3) T RIS 5 %0 B
Mty MEd) o TERRY . TR o4 BRECHIE Lz,
4) HMEFRIER
BERIEEOMELY [1Ee) 7213 K] OWFRICHE Lz,
o 5) #ht4HEBLE
FA R H P EBH IR S - IR 5% R & L=,
< EIREHE >
HRER, RATROWEESLZEEL L, BEDREZ (20 . /%) . [R0F
ghy o TEESh) o 4 Bk, E7203 TRBH) LHEELE,
2. AEMOFHE
< EJREHIE >
WS 24 T4 | NRFRER) | Zecl@EsHY ) | R TiEkn)
D 4 BePECHIE LT,
3. AHMEOFHE
< EIREHE >
s TIETFICHR) o AuEls TIRRICANM) &R L7z 100mm O 7 Fva 7 A r—)u |k
W2 T/) E&Rd L CHMMERHE LT,
S 1 BEXT—XZORE, HEIEC, T4 2 FBHRED DT Wilcoxon DONENFIREE A
W, A EKHETEM 5% & LT,
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1. A0

<ZB&HE>

1) HREEEZR
B EEIRZh B3 CDTR-PI 300mg BETIEL) 46 4. A%h 31 i, L) 21 #l THRIRIE
78.6% (77/98) . CFIM-PI B CTHE%h 42 i, A% 32 5], 2 27 B CTH =1L 73. 3%
(74/101) Tho7=,
PREBJRRERER D CDTR-PI, CFTM-PI MifEZENEN DA ZNHRIL, BMELL D ERIR #E K
YuiE (55 3 ) T80.0% (12/15) B LN T7/8, BIMUEY:D TERRIBIRYIE (55 4 #)
T80.0% (56/70) BLVT73.7% (59/80) . BT —T NVIEBBOEKEEY: (56
) T66.7% (8/12) BLTr60.0% (6/10) Th -7,

2) BRIRIZKIS 2305
ERALEGIEIE, CDTR-PI BET 58.2% (57/98) . CFIM-PI BET 55.4% (56/101) T
HoT,

3) FHEEPRIZXT T D 2hR
Fa AL SERI %%, CDTR-PI BT 69.4% (68/98) . CFTM-PI BT 60.4% (61/101) T
HoT,

4) FREEFHIRIR
V<5 1% CDTR-PI BEC 85. 7% (96/112) | CFTM-PI #£T 80.2% (89/111) Th o7,

5) FH#%MBLE
¥ 51 ML DR BT IER)IE . CDTR-PI £ T 23. 5% (23/98) .CFTM-PI £ T 28. 7%
(29/101) TH -7z,

< EHJREHIE >
H%h#\% CDTR-PI BET 78.6% (77/98) . CFIM-PI BET 76.2% (77/101) Th o7z,

2. MM

< EIREHE >
EIVEA O EIZ 1% CDTR-PI BT 2.9% (4/136) . CFIM-PI B T5.2% (7/134) ThH
ST,
BWEAONEIX, CDTR-PIEETIX FHI 261 (1.5%) . MEWA. #EEL 161 (0.7%) .
CETM-PT B G35 ml 2 B (1.5%) . EREER - Rk, wE, D - 28
R - FE R, BES 16 (0.7%) Tholz, EROFREITRE RV L F%E
BT, BHFAEDORRETH o 72 1 Bl ZBRE 2 TOMEF TIERDOHEKRE MR LT,
WHEZ 1%, CDTR-PI £ T 94. 1% (128/136) . CFIM-PI BET 92.4% (122/132)
DEEFRTH T,

3. A HMEOFAH

< FEIREHIE >
AR IO LR EE L, BZIRENHE LA AL, CDTR-PI # T
77.0+24. 9mm, CFIM-PI #£ T 74.6+28. 3mmn T > 7.
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@ AL LR

YEEIZxtd 5 CDTR-PT & CCL & o — T & fa bl atba 1»

ELD)

AFHN O BFEREIRIC I DA V2 F BRI Rl 5

RERT YA v

S klm], AR, O B

PSES

RAEMEALIRMER R G 1 ~VIE) 05 6, fFHlioxg & L CHEMYE THHLL T D
WERBEEZX SR E LT,
IR RS, EEE.
EIVEE MEBLR (Memmikde) | FIa, RAEMEY %% 8 &
B ERRAT R B B1%k 145 B (CDTR-PT #% 73 i, CCL #% 72 )
2 MERRATRE BI$R 150 B (CDTR-PT #% 77 1, CCL # 73 f)
HBEHE 22 42 FEARAT 3 BB 4% 150 {51 (CDTR-PI #¥ 77 f5il, CCL % 73 1)
A FAPEfRAT R 5%k 147 B (CDTR-PT #% 75 i, CCL #% 72 )

LA ANANE

16 2L LT MERIER LOABE, SROBIER DA o7z,

ProbALTE

1) BEERYE & TROANC X 21 CTIEA+5 22 fE R

2) EREFITETHEOREEE - SOHEEZ A L, REBIEROFME, BEEOHED
] 3 7 92 151)

3) ARBRBHANRE, T CITREBIR PR OREH]

4) RBRHEAH B LN OPUEAIBRIE S L W IERNSE L >od DER. £ IERER
B o S 5]

5) AFRERBIAARTIC CDTR-PT F 7213, CCL NG STV SER]

6) EAREMN AT U ViSRG T RO ERE MRSA) , 7 N U BEIERRRE 7 7 A2 [ (G)
NFGNR], ELE% CDTR-PI, CCL HIZWHETH D 2 & 23 B 27 RYE T, SBRERAI oD
BhELASEAFE L AS T2V OE

7) MOBIER OO & B & B IER

8) BV = ARFELIIAA=TY VRIUAEWEIIXHT DT LK BT E AT 2 IEH

9) HELN - BWHREREE 24T DER

10) b, BRELT I L OMEIR LTV B TREMED & 5 S

11) ZOfth, EIRENS AR & B iR

BRIk

[#53E]

1 HEFFIZ CDTR-PI 100mg (M) % &4 9 2 EEAl

[*FAEEE]

1 $EFRIT CCL 250mg (J1ff) Z&A T 25 7 /LS|

[#5-071]

CDTR-PI #£C CDTR-PI 1 H 600mg (&, B, #®4>3) . CCLEETCCL 1 H 750mg (B,
B, AD4y3) L, TNENERICKRE L, REPEIT 7T AREBREE LT,

A E (IR

1. AWML
< FREHE >
RS
(250 . TEZ . 0B %) . TS o ABCHELE,
R E
Mol . PELCUEE] o Tdas) o Toeds) o TR . BBk @ 6 BT
E LT,
<ZBSHIE>
NP
W2k o T—HEde) o TR o TRZ) . TR @5 BETHIE Lz,
2. HEMEOFHE
< EIREHE >
MR eEs T2e) . NRELE) . ZethcliEdH o) . ReTiERn] o 4 B
THIE LT,
3. A O
< EREMHE >
oD TEM . AR . IR0E%) . FEREEEDRZ) | TFE L2
D 5 BECHIE LTz,

fiR AT 7 18

AT T — & OPEE . REEICIE UT Wilcoxon2 FEAME (Mam—Whitney U RiE) . 45E
# X*ME. Fisher OEBMEREE H V., BEOHEE O A E L BresowDay € % VT
L7,
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L. A2hEOREMm

< FEIREHE >

PP
P2 R BERI G PR 20 5 ik, 45 111 CDTR-PI ¥ 95. 7% (44/46) | CCL & 91. 5% (43/47) .
S IVEEIT CDTR-PI B 100. 0% (27/27) . CCL ¥ 88.0% (22/25) Toh o7-, BHEMIT
I% CDTR-PI BEASE LN 97.3% (71/73) . CCL #EAS 90.3% (65/72) Toh 7=,
5 A% O ERE L. CDTR-PI £ 92.4% (61/66) . CCL #f 84.8% (56/66) Dk
RKThHoT,

<ZESHE>

I 2
V23213 CDTR-PI £ 90. 0% (36/40) . CCL#£91.2% (31/34) Th -1,

2. LEMEOFM

< EJREHE >
BIVEF OB I1X CDTR-PT B 5-HET 11. 7% (9/77) | CFIM-PI & 58T 2. 7% (2/77)
Tholz, FIERADONEILCDIR-PI B H5-FETHE 2 5] (2.6%) . Bobi, BEb
AR - BRMEE, WRA - HRE, BRI, BN, R, AR 16 (1.3%)
CFTM-PI #% 5-FECTTHI, O@MBRE 16 (1.4%) &Sz,
BERGZ2 48 1%, CDTR-PI #% 87.0% (67/77) . CCL #% 93.2% (68/73) DLEETH
ST,

3. A RAYEORHM

< EREHE >
5 %1% CDTR-PI #£ 90. 7% (68/75) . CCL £ 88.9% (64/72) Toh 7=,
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<ETV LY EARFIOVEG (HKD) O AGRIFRRBR R >

[ PN 5 T AR R 7
A1 AR O @A BRI X A/NEOMEEMZ, SR ERB LORESRIEERICKTT 5
BHohik, 2Pk, AR X Ot
BTV A | —RERRER
OIS K D EHEE SIS, AV B UL AN SR s & S R
(A% 6 1 AL L 16 R, (REIE Tkg UL 1 33kg BLF)
poE B PERRAT R 5251 106 B
2 PERRAT R 8201 115 B
JIR R AR cF G451 115 45
fitide
/N R BRI SR IG AR BRI T 01T BB HE | 19 2 BE (CHUE TP AE L 2 s h
FRIEDS L, UToO~@% T Xz dT_aE L L,
OFEEN, k72 & OMERFRIBYE & L CTOERIED 5D
OMER X B SUIIE CT BEEIZ X W iR OFTRARD BN D
\ \ @A IMERELAS 10, 000/ u L LA X% CRP 238 2mg/dL LA _EDEMERIEFT RAERD Hivd
FAR A ANENE bR g
UNBAPERBERBIRA A T4 2 2009 4R 17 I SO TREERE KOS R
FOEEEZHEL, PEEMU EOBIRE L,
S S S e S
MaME SR IERBIR AT A KT A > 2010 4R 10 ICHSWCTERAIER B L O IERT 7
FOEEERHEL, PEEU EOBRE L,
) EEFEITETHEORLBERE - SOMEZH T 5 e CERRIHNICHE X 72 VER]
FERERANEYE | 2)  TANALRE ORI B A2 AT 5 IES]
3)  ERMIN=F L RZIEZRAT DHIEH
SR CDTR-PI & L C 1 [a] 6mg/kg (5.0mg/kg LA L 7.0mg/kg Aili) %, 1 A 3 [AIAHRE NS,
i BESWIRIE, 7 HRESUTRE~ 8 AR,
(1) ERRZNE
OB G TR (FIER) @ TR, TER). [o0m2h). T2 B0 PHIE AR
THIE
QIRRCEERE : Z G TR (PIRRD) 12 [358h). TER), To0F%) SHES N,
F D% B PUHER D D I A I SO AR REN LN &
FIWr S N7 EBRE ISV T, TR . AT B X0 DEEARHE)
o THIE
ERFHIRE | o) e
MRatEfb) . [fEfe) BL O DHIERRE] THIE
(3) RIERZHL=RSE
(4) HEPyEhhE
(5) ARAME
TIERICERARRT N, TERARRT N, T 9 | TERAICL W, TRV B
FOTRB) CHE
Btk
(1) BER 2 I
OB G T (P IERE) OERRZE
Pe G TR (R ORFRZIRIT. MBEPERZ TIE 100% (14/14), Bk HER T
89.9% (71/79), AVEEF|EFES TIX92.3% (12/13) OARRTH -7,
QIR E RF O B PR 20 R
TRRH ER O AT E M2 TIE 100% (12/12) | Ak B2 Tl 85. 5% (65/76) .
DMERFRERTIXT5.0% (9/12) OBEMETH -1z,
GRS (2) A - S
PeGrhikmg (kR OBETEIERIT 88. 5% (46/52) TH - 7=,
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ZEN

(3) B AFE B

31.3% (36/115) ICRIWERRRD bz, Eboix, THI28 6] (24.3%) TH-o7=(F
D, FRIBELEDRIWERREHERIL, 3 mAm T 36.2% (17/47), 3 LA LT 16.2% (11/68)
ThHoT,

F 7o, ARG 115 B0 5 B 87 filickC, B5BMGAT, BE5K TH (P ikk)
L ONERCHEREO MiEP AN =F IREZBE Uiz, MiEHiEsEs v =5V RET RS
FETHRIZIZ 11,7024, 34 pmol /L EAKT L7228, JERCHIE R 13 4% 5-BRAART & [FIRRE O

fEICEE Lz (% 2),

(TVIL 6. LR FEARRER ] DEBM),
®1 BtWEERICETIIAEERKRVEIER

HEREG4 HEFRS (N=115) BIVEA (N=115)
B e /s e FEEGBRE S | FREL | RO S | R
AERIRIT S Gemp) | dm | oemE) | e
F LUnksmEE | B 1 ( 0.9%) 1 - -
AR pE AN 1 ( 0.9%) 1 - -
IR 15 (13.0%) | 15 | 14 (12.2%) | 14
JeRAE 9 ( 7.8%) 9 7 ( 6.1%) 7
o IKERAE 7 ( 6.1%) 7 7 ( 6.1%) 7
& 1 ( 0.9%) 1 1 ( 0.9%) 1
5K 1 ( 0.9%) 1 1 ( 0.9%) 1
M B 3 ( 2.6%) 3 1 ( 0.9%) 1
—% - EHEER X
O TR | REL 2 ( 1.7%) 2 1 ( 0.9%) 1
fie
SRS ER 1 ( 0.9%) 1 - -
RE IR 2 ( 1.7%) 2 - -
ELCES 6 ( 5.2%) 6 - -
o A7z |1 (0.9%) 1 - -
B RPEREIE | 1 ( 0.9%) | 1 . .
ELREA 5 ( 4.3%) 5 - -
A E K 1 ( 0.9%) 1 - -
HETFBE 1 ( 0.9%) 1 - -
LIEBIERS 4 ( 3.5%) 4 - -
U=REEe =g N
s T e 1 Co9%) | 1 . :
i IS 3 ( 2.6%) 3 1 ( 0.9%) 1
MG g, EREs O | K 1 ( 0.9%) 1 - -
kR £ I 1 ( 0.9%) 1 - -
L5IEDRAE 1 ( 0.9%) 1 - -
BRI RS 2% 1 ( 0.9%) 1 1 ( 0.9%) 1
Bl ORER 1 ( 0.9%) 1 - -
R O :&Eﬁiﬁé 1 ( 0.92@) 1 - -
e T A TS 1 ( 0.9%) 1 - -
HLBE 1 ( 0.9%) 1 - -
55 3 ( 2.6%) 3 2 ( 1.7%) 2
E RS 1 ( 0.9%) 1 1 ( 0.9%) 1
B (%) = REEBRER) / (RETRIREHEL) < 100 - B2 L

RIFERIHEE - MedDRA/J ver. 14. 0 (FEAEE T TFHNCRL Y 3 2 HEITMIIKEE, JeR(E,

ARARAEIZ X 7y L TERRT)

®2 MBEPERAN-TFVRE (umol/L)

et 52 87 fi)) £ 5 bR kAT BEGHTIRE (FIRRY) TaREHIERE
Mean=S. D. 35. 69%38. 60 11.70%4. 34 31.57=+8.56
Range 13.70-54. 50 3.90-26. 10 13.20-52. 50
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<BESTEALRAL ERAXFUALDEKRBR T, UTOBERRH 5,

Tebipenem pivoxil UKD/ NEZAMEF ERIZHT D cefditoren pivoxil mHEXRRT 4 A1k
T H SRR (IR

HEFEN S BIED/NEF HER 2354 & L, TBPM-PI @ 1 [H] 4 mg (Jiffi) /kg, 1 A 2 El#EE-&, 2
A7 7 MMS /NEAHMIRL 10% (CDTR-PI) @@ H&E (1 [\ 6mg (Ji1l) /kg). 1 H 3[EEEO _HE
FATERT L s 2 2206 L. TBPM-PI @ CDTR-PI /& &I xt4 2 IEL M EE S -,

HERIE D & BAE O/ N BRI 5 A 20315, TBPM-PT #5823 98. 2%1Z%f L C CDTR-PT & A
BRGHET 92.6%, ME TR (REEOERSE) X, TBPM-PI # 58 100%\Zxf L CDTR-PI
B ERERT98.5% Th - 7-,

H e R I B9 2 BIVE R B 1T, TBPM-PT % 5-£A% 15. 3%, CDTR-PI i F 4% 5-EA% 13. 9%
Thotz, Tlo, FHRBEDORWERAREEFIZZNZI 9. 9% K TN10.9% T, FHBHEORIERIX
W B EETIE AR FHEHIR T S UI B G%& THRECMICEE Lz,

2) REMEHER
LR L

(5) B - HHEBIHER
AR L

(6) SBEIEA
1) FARERE (—RERARERE. FEERARERE. FRARELERE). BERTET
—AR—XFE. HERFTRERABROAR
DAALT 7 FMS $£100mg (AA 72 MEE 100 (HEEHF) ) 1T D RERE (&T)
FHAHAR : 1994 42 6 H ~1997 4£ 5
X1 RKIE AL T 7 REEL00 (IHEEAD & OAEMFHIREENHER I N TN D,

@AAT 7 b MS/NERHRL 10% (AA 727 R/NEHABRL 100 (IHABREEPS) KOAA T 7 b/ FFERL
I GERIA) ) O FRGERE (& T)
FHAHAR : 1994 4 6 A ~1997 45 H  (JEkD)
1998 4E 7 H ~1999 4£ 7 J  (IHHHRL)
2 AKFNE AL T 7 BRI (IBHDKIAD) R ONHHRIA & A A 7 27 b/ kA R & o4k
YRR SR STV B

@7V Ly ERFIIOVEAI (kD) o/NTEMERERBF IO DR ARERE (&T) 02
AFNE, 2006 4E 3 oz ES N UNERAMPFHEEZBRIA R4 2 2006 iR 2 (LA
T. A RTZA4) ) IZBWT, BEEO—2L LTHREILTWS, 22C, A K
RBOBN | 74 R EHROERERE FIZBT D ARFNOREMEROEIEICET 2 BTN H % &
FEL. Eﬁ%%%«@m&h%%%&#a:t%&%kLf\mﬁ%ﬁ¢ﬂ%$% Zxf
32 e A 2 FEh LT,

AT g g 5

S A ZEEIES] - 2, 144

ROV | e sl ot o) - 2, 006

15 B 0 /N e g% iR

FLEOSSE S [ 38 D REIRTE S O FHE L OFRER O EfE O FEHE (GPSP) IZBIT 284 (CFRK 16 4F
12 H 20 BIEASBESH 171 &) [CHELCTEm LTz,

A B 2006 4F- 7 A ~2008 4F- 6 A
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;"\u %

Eree=uus

L EMERRATSRTIER] 2, 006 1D 5 HEIVEM X 36 5 38 1EICFRD S, BIVEHFEIUERI=R
12 1.79% CTH Y R K O EERBIERITRD LR -z, EARBIVERIL TR 26 1 (%
B 1.30%) T, ®EWEA® 2/3 L L& DT\,

HA RTA 2 THIHEEO MR GRZIXE 7 ¢ X AR RA, i LR B A 2 0 2 5
TR I TV DS, ARRE CHIBFIOEAFNIL 42. 9% TH 0 . 7R SEFNXIMREFLEE
EHAL, RN TEY ¢ XABBFICTH -7, ek, BEFIEENTE ) kv 4]
DOIFN TFRIOFBRN @D > T208, Ziud, BHERT I THZEZ LT WEAEIC
T OEBRIBAST SNDr— AN N LHEREN S,

APHE TITEEZ THITERD 5T, RAOLZEMERHR TE b0 EE LN,
AH % X0 ZEIHEAT 572010, 0 mEROEHAEEZ ST 2RISR 5% 0MHb
FHERICEETAZERET LW EEZ BN,

BERRTRRR

AR R R 304

FRADE Bk 2, 006

BIVEA S ORBUEFIE. 45K 36, 38

BIVE A DR BUERFI=E (%) 1.79

BV A5 O FlifE * FEHUEGIEL, FHEE (%)

Bl 30 141 (1. 50)
2] 2 1 (0. 10)
T 26 1 (1. 30)
A 3 (0. 15)
EkAiEgr o] 11 (0. 05)

JEYIE B & OB A BUE 1 {51 (0. 05)
Aleh v o HhE 11 (0. 05)

FRGF KOV Tk b 5 fl] (0. 25)
s 1 (0. 05)
FI 34 (0.15)
E® 14 (0. 05)

* o BUWEASOREIX, [1CH ERSEIRAHFEE HAGEM (MedDRA/J) J
versionll. 1 ®EFERIKI/IEE (SOC) RUKARE (PT) % AW THEG

THRIZEHRIKR

s B R éﬁﬁﬁ E'H’Eﬂ%f;’féfﬁ EIH’EH?%E%% BITEFZEL | X *HE
%k iE % (AR JiE 2R (%) p fii
a 7 2,006 26 26 1. 30
5 1, 068 13 13 1.22
PR T 938 13 13 139 | P70-7389
0 7% 207 8 8 3.86
1 5% 417 6 6 1.44
2 % 302 4 4 1.32
Fls |3 293 2 2 0. 68 p=0. 0171
4 7% 294 4 4 1.36
5 7% 223 2 2 0. 90
6~14 % 270 0 0 —
< 9mg/kg 300 2 2 0. 67
9=, 1, 261 13 13 1.03
T L ; ;12 img/kg p=0. 0699
Bh& < 18mg/ke 333 9 9 2.70
18mg/kg =< 104 2 2 1.92
~H 8 0 0 0. 00
PR | & 1,145 9 9 0.79
e E e 861 17 17 o7 | P70-0198
% BIWEHFRBUE G TS RIER R B E COMIM CTHER

,31,




@7 Ly ERIXUAMEA] HED) O A BRI

EEHEREE (& 2 /N T e - MBS . Rk

RICKT 2 RE M AR (1 T) >

A BEIRIMAEESHEREE (Streptococcus Pyogenes : LT . TRIEH) JERYYWE DOIRPREK L LT
i, N=U U CRPERO 10 HREBG ARSI TWD P, RYE A A
DL B, NEERLE UCEEREBMEORENIML TN 5D, ("*@I”Uf"rf

VU= FERLAMRERIEBE RPN EH T2 Z LB, WU i@ R 51 0E L ?Sz}/b

PR B H) TEY, A=V YV ROM, 7 2RZREELHNOND L5 TETWS, %
T, BT = ARPIEED 1 D Th 5 AKOREERYE 5T A EAEE FICBIT 5
LM OFIPECOWCIREIE M A S L, ERBEGRE ~E ERER et 2729
VR P R R A 2 S L 7,
s 7= HigiA S
R EIER] : 790
RCIE= A MEREAT S GE] - 718 ]
RN R GUE] : 734 f
15 FEATE OV B IZ K A WHEE - MREAZ, mbks B
S SES MR ORGEIRFE% O L OREBRO FEhE D FEHE (GPSP) 2B+ 24841 (AL 16 4F
12 7 20 BIEASBAESH 171 5) (¥ CHEm LT,
FHA I 2007 4 3 A ~2008 4£ 7 A
i
B RNPERRIT SEGEF 718 FIC T HEBR T L oL IL, WHEE - MEEEL 98.5%
(457/464) . JRHEZE 98.4% (250/254) TH o7,
H % =
. U el A hEx
B4 SEFI% g e (%)
WHEE - MEEE ¢ 464 457 7 98.5
Rk 254 250 4 98.4
kil 718 707 11 98.5
XA (%) =HWFEFHEK 100
BEREKREE
. . S fifi L B s
YR ERA TR 5 JEBIEK T R (%)
A A 120 117 3 97.5
WHEH - MeEEZE | BaEZETF v b 85 7 8 90.6
it 205 194 11 94. 6
A FHMRE 70 68 2 97.1
s L LTS W > b 49 42 7 85.7
3 119 110 9 92. 4
& it 324 304 20 93.8

DB SARRRA T BT v b T LHEShzb oz ThRE)
&L, Eio, MEFRIMRA R CTREZEY v Ol &2 FE L W sEE
. MEFERREOR R Z R L,

K21 BREER (%) =BREJEBIEX 100

etk
LRMEMATREGIEG] T34 B0 5 6 BIVERNZ 11 61 11 FRICERD B, BIVEFIJEEUAEf =
1£1.50% (11/734) TohH o7z, ﬁ%iﬁm' TERR A EERITRBD b o7z,

ﬁ%ﬁmﬁmT\U?v%ﬂﬁ%ﬁLtﬁ%%ﬁ@%ﬁ%ﬁbfn&wﬁ\%@%@%
B U~ F R SDOE DIERIT AR o7, — T, B ERGE O AR BRI 4 0 %

JEIZ DWW T, AABEGK TR m@ﬁ%i%ﬁ@@%%bt(mwwoﬁﬁﬁfﬁé
23 () LLbEE 2o REMOESIImoOWmE 0 LRBETH Y, m@m&u%%
AeHic (£) DLEOEEIT1.0% (6/629) THoiz, WEEBIEBLR (Lo VERE
YL RER IR 2% - FETESE, Kﬂ&@l%%%i m)&ﬁiéhtrm#1W%ot
M, REMA () ThoIZERIERIZEEO b TE 53, 2 W% OBLERRC
WL LB S e,
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BIERARBRKR
ATt R 147
FRATIE Bl 734
BIVERSE ORBUEGIER. 3K 11, 11
BIVEH S ORBUERIZE (%) 1. 50
BV 45 oD Tl R FEHUEGIE, 1K FHE (%)
B 3 (0. 41)
T 3 (0. 41)
B R AR A 3 i (0. 41)
* PR A I BE 1% (0. 14)
JREH 14 (0.14)
SRR B Bk 1 (0. 14)
BB L OUREEEE 4 51 (0. 54)
*fL PR 3 (0. 41)
HAR 1 (0.14)
FRGF KOV Rk b 1 451 (0. 14)
B 11 (0. 14)
X BWEAS ORI, [1CH [EPREIKHFESE H AFERR (MedDRA/J) ] version 11.1
DOIFERIRIFE (S0C) ROFEAFE (PT) ZHWTHERH
ko WRAPSCESE L AR (2009 4R 1 AHFERR) @ MEA EOEE] Mo TllTEan
RIlVE

2) RRAFHELTERFENOARXIEER LI-HAE - ABROME
A L

(N Z 0t
7YV MLy EARF VA (8E)
DEIPN AT (IRSEA)
[E1149 00 [ AR M & Mte—IREERARIR ., BRARR S 17 1, 965 BIOBEEIT, Ko &5
Tl T,

(1)

(2)

(3)

(4)
(5)
(6)
(7)
(8)
(9)

B R FHE IR R iE

RAEMERZ B RGE (RGeS, BER) . IRIEMEERYYE (o, ¥oE, L9,
PHeg, BB LBV (B &, Ox 99H). U N - UL oREigk (Voo (8D
K). EMENEEE (2 TG, TR, YRR, BMIRAE) (26T 5 A %hRIL 85. 1%
(217/255) ToH -7z,

AR E IR Y E

FLIRZE . NLFYJE B . AME & OVFRTAISE O Z RIS 5T A H45R1% 78. 9% (105/133)
ThH-oT,

IR 2R i

MHEE - MegEZc (MEMEEAZS (WRAMEARED) ) . APERE XK. Wk (RPKEFRZ%, Rk BHRE
ZETe) . MBIEMERERA O T REYE (BMERE IR, KRB SIERIE (EYeRs) | 18 4
PREBOD “WRIEYR) . Mige, MLARE XT3 2 A 2h%1% 83. 5% (467/559) Th -7z,

R YRS

BB, BEIERICKRT D HEIRIT 77.9% (304/390) Th o7z,

JHSE S E

NRZER . MRERICHT HHENFEIL85. 7% (30/35) Th-olz,

PE Ty N RE I i

FEAMRIR, TENEYG, SV B URRICRT DA 20T 92. 9% (143/154) ThH o7z,
H SRR geE

HER, BISPERICRT 28251 72.3% (141/195) TH-o7T-,

R AU R Y i

FRINE, IR, FEEL, BHRIRRICHT D2 HRIL89. 7% (78/87) Th 7=,

R - O ESVR R R E

B JE AR LA PR, BARICRTT A AL 85. 4% (134/157) Th o7,
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LRV SAER] 2, 301 BIH 91 f] (3.95%) ICRIWERNE®E S, Z2OERb O, TH, &
i, MR, B AT OEILEIER 87 14 (3.78%) KROUFIBEDT LV X—JEdk 11 14 (0. 48%)
Thotz, £7-. BEEREMEOLEENL 6.80% (119/1,749) ([ZH BN, TDOERLOIE, LDH k
H.5.45% (3/55). ALT 5 4.21% (69/1,638), AST FJ-3.11% (51/1,641) %50 ATHERE SR .
IFREEREEZ 1.77% (25/1, 412) 50 MikG R Th - 1,

K1 ARHNE AL T 7 FEE100 (HEEAD) OEMFRIFRFEED R STV D,

TV Ly BRI OVEE Rk
OEWNEEERER  (FERIA D7)

NEHIERYYERE 2R L LEBRERRBR TOABRIRO LB THh-o72 ¥,

(1) FERERHEIR Y E
FAEVER B RRYIE  (BYLPEIEINS ) . VEAEME R JEIRYSE (el (LB (BF) 4).
Vg s VU Rgik (Vo (8D %), BYEREE (B IEE) x5 68205 1%
93.1% (54/58) T&IH -7,

(2) AMEIEIERR YL E
HT P9 JE PR S ) 2 A 2h=1% 100% (1/1) Th o7z,

(3) IR R F i
WHEE - MEgEJ (WEMEEEZE (DAMERRNE) ) . AR E Kk, Rtkk (RPKERZ. RbkE P
WA ETe) . MRICKT 2/ 2h21T 97.9% (277/283) Th o7z,

(4) TR EYSE
BERBR, BERRICHT DAL 94.6% (35/37) Thoiz,

(5) JEATEL
PEALEN T 2 A 203R1T 100% (36/36) T o7,

(6) HHK
B HZIZST H5A%5RIT 100% (11/11) Thoiz,

(1) H SR e gyiE
HESR, RISPERIZHT 2820515 100% (18/18) Th o1z,

L ARVEFEM R SAER] 456 B 19 B (4. 17%) ICERWERDHE S, ZORRIL, HbaER (F

D) 1T (3.73%) OT LLX—fiElk (8B, FARE 1) 248 (0.44%) Thotz, Fiz,

ERRRRAEDOZE BN 3. 60% (10/278) (2D LAV, TOEREDIL, MFEEERIZ 1.97% (5/254)

S MG RS ALT E5-0.90% (2/222). AST F5-0.45% (1/222) ZEDONFHSRERE Th - 77,

M2 ARH L AL T 7 MANRHEL (IHARIAD) K OV & A 4 7 27 b/ NE Bk (BRI & s
MRS HER STV B,

QEWNIERFER  (IHARIA ORhEEBINAGREE)
R - DA EIURGYE (B JE R ER) NRBFEE RS L LEEBRARBR CoOa I
98.4% (62/63) THh-o7=°",
g BIER] 72 FlF . BIVERISORERTE 1 1 (1.4%) Db Sz, Fo, BARRAMEO R
RAFRREREHE 2 6. 9% (4/58) 3FR® b7z,
X2 ARHFNE A AT 7 AR HARL (IBRRIAD K ONBRPRIA] & A A 7 27 b/ LA BRI & o4
MIFSEENHER I TN D,
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OENEARRER (i - HE AL E AR

Wiige. HER,

BRC DA R K ORI OB P RITRD LBV Thole ™,

&1 BRRME

BISVE MR IR 2% & Ui |l 6mg (M) /kg 1 B 3 AT X 5 Bkt

B/ A 5w s (o
i 6 1 A (%)
Jiti & 14/14 100
PHR 71/79 89.9
Bl B 12/13 92.3
=2 HMEFEMHR
. (E3 ' eSS
e /s ®)
Rlige Bk @ 10/12 83.3
PSSP
(==Y G MIC: =<0.06ug/mL) ¥ 6/6 100
PISP
(=Y G MIC:0.12~1pg/mL) ¥ 2/4
PRSP
(R=2U>G MIC: =2ug/mL) ¥ 2/2 o
AN YHE 28/32 87.5
TV REME MIC: =1 ug/ml) 12/12 100
7 e U CHRSEYE (MIC @ 2 4 g/mL) 2/3 —
TUEL Y UE MIC : =4 p g/mL) 14/17 82.4
ETIRT (TTUNAT) s hHT— R 4/4
BB L o EREA 4/4

a) v 7 a4 FHHERAERE (/I VU A<,y  MICZ1ue/ml) 12 K% 5T

b) EO~=

UV OHYE (CLST ¥E)

L AMERHAT RSB 115 Bl 36 B (31.3%) ICRENWEMZB® bivie, Eeboid, T - #i{E 28 i
(24.3%) ThoTo, £z, BRRAIEO R AT L, Mz Ik Uiz 2R 5451 113 $ilh
741 (6.2%) RO bz, ERBOIE, M/IMEIEINETH -7,
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VI.

A

EEZPICEAESH SILEMRITILEYE
7775 EARFIIL (CFIM-PI)., 7 4% A (CFIX), BZARKRFT LA TaXkbFIL
(CPDX-PR), 7 HX> E7HRFI /L (CFPN-PI)., 7=, (CFDN) %

EHEEICEI HIEE

R BEDH DG ORIEE « IREIL, KHORMNIELZEZRT 5 &,

EEEA

(1) YERERLL - 1ERAREF

BT R Ly EARF VT, W R IR A
7V b L OERBEFITMEREEO AR ETH L, SEMEO =Y VUEEEEA (PBP)
~OBFERE < . BREICERS 2 21,

(2) EFZEAT 1+ 5 HERAAE
OB FIEREE KT P AT hL
N7 N = &

REREN T 7 L5

I PLUDHBRERNREN FRHEE) ©?

(Inoculum size : 10% CFU/mL)

WETTETO R LU ERY HEERT,

s PRI LIBIAWBIE AXY hvaEH L, Fio, 77
LAGEO 7 RUBKE R, Vo ERER. MREKE, 77 2REORBE., €7 2787 (77204
) e NME TR JVLTVZTE, TaTURE, ATV T EROERMEE O R R
N hay B RE T XEH NI TaAT AR/, 7 VAT T REICH L CHERWILE 2R Lz,
Flo, B-T I X~—VIHEAT U ViEA 7 U E (BLNAR) (2% L CHIRWELE /)
2R L 9,

OB OH MIC (ng/mL)
S. aureus 209-P 0. 39
7 S. epidermidis ATCC 13228 0.10
v S. pyogenes ATCC 10389 =0.006
N S. pneumoniae typell 0.012
] S. pneumoniae typelll 0.012
¥ | £ faecalis 64* 100
M Iuteus ATCC 9341°%* =0.006
B subtilis ATCC 6633* 0.20
E. coli NIHJ JC-2 0.20
S. typhi S60* 0.20
Vi C. freundii 2 0.20
_ K. pneumoniae 1FO 3512 0.05
7 K oxytoca 1 0. 05
A S. marcescens 1FO 12648 0. 20
P. vulgaris 1FO 3851 0. 025
B2 | 2 mirabilis 1287 =0. 006
s P. Iinconstans 1F0 12930 0. 025
. P. rettgeri I1FO 13501 =0.006
M. morganii I1FO 3848 =0. 006
V. cholerae 569B* =0.006
P. aeruginosa I1F0 3445* 50
3 A
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I PLUOHRENAES RKERE) ¥

(Inoculum size : 10° CFU/mL)

A OB H MIC (u g/mL)
P. asaccharolyticus GM 1003 0.78
Vi P. asaccharolyticus TMS 83 0.10
C. botulinum type A* 0.39
7 C. botulinum type B* 0.78
A | G botulinum type C* 0. 025
C. botulinum type D* 0. 20
2 C. botulinum type E* 0. 025
Mg | G botulinum type F* 0. 20
e C. difficile TMS 29* 12.5
C. sporogenes THS 118* 0.025
C. tetani TMS 89* 0. 39
B fragilis GM 7004 50
» B fragilis TMS 26 0.78
B vulgatus ATCC 29327 0. 39
7 | B wvulgatus T™™MS 129 0. 39
N B distasonis TMS 58 0.78
" B distasonis TMS 128 0.78
B "B thetaiotaomicron WAL 3304 0.78
Pt | B thetaiotaomicron TMS 126 0.78
. | £ nuclealum TMS 110 =0.006
F. varium GAT 5566 100
V. parvula GAT 5602* 0.012
sk 3 Ji A4 B R
Q& FEEGIR BRI 33 2 51 /)
BRR D BERTFHRDEFIRZ MM
(Inoculum size : 105 CFU/mL)
I R MICrange (pg/mL) MICso MICso
S. aureus (MSSA) 23 0.39 ~ 1. 56 0.78 0.78
S. epidermidis 25 0.10 ~ 200 0.78 12.5
S. pyogenes 24 | <0.006 ~ 6. 25 0.013 0.013
S. pneumoniae 94 =0.006 ~ 0.78 0.013 0. 025
B. catarrhalis 111 0.013 ~ 0.78 0. 20 0.39
E coli 23 0.20 ~ 0. 39 0. 39 0. 39
K. pneumoniae 32 0.20 ~ 3.13 0. 39 0. 39
E. cloacae 31 0.39 ~ >200 1. 56 100
C. freundii 34 0.39 ~ >200 1. 56 100
S. marcescens 48 0.39 ~ 200 1. 56 50
P. mirabilis 24 0.10 ~ 0. 39 0. 20 0. 20
P. vulgaris 24 0.05 ~ >200 0. 20 6. 25
M. morganii 24 0.10 ~ 100 0. 20 0.78
P. rettgeri 25 0.05 ~ >200 0. 20 0.78
H influenzae 117 =0.006 ~ 0.20 0.013 0. 025
B. pertussis 19 0.10 ~ 1.56 0. 20 0. 39
B fragilis 47 0.78 ~ 50 1. 56 1. 56

(E7 Y P Ly ERF L LH O GIEKR T — 4 )

(1) ARIOEKR STV D ZIRE IR R <@ > 1T (V. L3RIz omEs

N0
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INROBIE TP EREDMS, K OPEEIIEIEDO P H L, BImPERZEE Lz 11E 6ng (/)
i) /kg 1 B 3 BN & 2 ENBIHHRER "2\ TRl S RIRE GEEREREET) 235
BREGUEFRI T D2 TRIOR Le, (HE - HE—2KRFT—4)

BEREECHT 2EEHEZED MC OEE. MChHRUMCy, ”

; " 1C e/ IME IC fe KA 1G5 1C
i W M( u Zi/nJIL{)L ) (uj rjf)ﬂ_ (:\fg/ mOL) (;i/[g/ r:OL)
CDTR 15 =0.06 1 0.5 1
TBPM 15 =0.06 =0.06 =0.06 =0.06
PCG 15 =0.06 2 0.5 2
S. pneumoniae AMPC 15 =0. 06 2 0. 25 1
CFDN 15 0. 25 8 1 8
CFPN 15 =0.06 1 0.5 1
CAM 15 2 >64 >64 >64
CDTR 42 =0.06 0.5 0.12 0.5
TBPM 42 =0.06 2 0.5 2
AMPC 42 0. 25 >64 4 16
. influenzae | ABPC 42 0.12 >128 4 8
CFDN 42 0.12 16 4 16
CFPN 42 =0.06 8 1 4
CAM 42 2 16 8 16

CDTR, TBPM, AMPC KON CAM O3EHIFAHRS : 64~0.06 1 g/mL (2 [FAHRSN 11 BEp)
EFT 4 FHIDS OFERFHRY 0 128~0. 06 1 g/ml (2 fEFAHRYN 12 BefE)

@7 L uid, RBENCTEFEMEOELET S B-F 7 X~—BIZXHLTLET, B-TI7 ¥~
—BREARKRICHT L CHIRWPIE D &R Lz &)

@EBRAVERIE 6 D Ia R
BT7V MLy ERFIUE, AT FUKE, MRERE, KGE., BREE, 707 v 2 )8%
2 &2~ 7 RFEBRIVEIYEIC T LT, BRmRRE R L, £, B-T 7 ¥~ —BREAKK
Qeoxt 3 2R IR S, HEEFSE S L ITEh T 0,

(3) #E FAFEIBHRT - F5RRER
LR L
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VI

EMBIREICRE T HIEE

I R E D H#ER

(WamEAEM M FIRE

ERE, BERIZX YRS,

Q)RR TR IN-MPRE
(AT, 87V b Lo oREINMRE TR LE)
<7V Ly ERFIIVRAFOKRBIEET —Z >

7Y Ly BRI IVEHF (IHEEFI)

1) fERER AT IV 5 BRI B 5-4% o I 1 i B
fEFERAICE 7Y F Ly BRI VVELEIZ 1A 100mg, 200mg & FHFHREHEREROKS LT
Ba. B 7V LU OMIETFIRE - EYENE ST A—XX, LTO LB THYH, HEKRTFEZR

L7,
54
A 100mg
i 4. ®  200mg
e (n=5. FHELSD.)
i 3
EE';[ a4
BE
(ug/mL) 2
14
D T T T T T ;l T T
o 1 2 3 4 5 6 T 8
K B (hr)
BEBRANZETA I Lo OMBREE
BERANDEYHEE/NT A —4
wE5&E (ng) T,.x (hr) Crox (e g/mL) T, (hr) AUCy—eo (g * hr/mL)
100 1.4 1. 66 0. 80 3. 67
200 2.0 3. 44 1. 06 10. 02

2) WERER AT 51T B AR 54 D i R
RS I 7Y R Ly ERF VLRE A &% 1 E 200mg T 1 H 3[E 8 0L Lz
LEDOETY ML OMEPRERERIT, 1 HENLH 8 HE CIRERBKICHEE L TRy, 3K
B EEBOBIIERD b g ol £ 7YV b Ly ERF LUIRERSE L THRIICE

Bid7e <, EREEb v LHEE Sz,

( TVIL 7. gt ) DTSR

(B E, n=5, FHH)

REBSLE-EEDE IO RLUDEDFENS A —4

EEE A IR Cuax (e g/mL) Toos (h1) Ty (hr) AUCo~oo (p g * hr/mL)
1EA GE1R) 3.63+0. 45 2.407+0. 55 1.01=0.20 10.05+1. 34
10EE GF40) 2.85=+0. 43 2.20+0. 84 0.77%+0.02 8.19+1.45
225H (B8 A) 2.847+0.51 2.20+0. 84 0.97+0. 25 8.06+1. 40

a) 1[8 200 mg % 8. 14, 20 B> 1 A 3 [EIEHITKR OIS

,397

XK1 ARFEAAT 7 FEE100 (HEERD) & OAEMFIREMEDHER I TS,

(n=5, FEHIfEES.D.)



v 7Y Ry BRIV (kL)

/NEBEZ R B AR G % O Mg h R (EERIA) 0

FERE D IE R 72/ NBFTIZ 1 [A] 3mg/kg, 6mg/kg # TN ENRBHEEREAZLLE LIZGA, 7V b
Lo OMIEPRE - SEMERE T A—21E, LTDEEY THY, HEKFEER LI,

3 e 3mg kg(n=19)
o bmg kg in=18)
CEEEXs.D.)
T RKRW
i
qr T
i
BE 1!-
(ugmL) T
0 2 4 G &

B |4 (hr)
BHEOEELWNREEEDOEI Y FLOOMBERRE

ERMEE DIEEA/NEREQEZYFEE/NS A —4

G5 Cpax (1 g/mlL) T,, (hr) AUCo—oo (u g * hr/mL)
® : 3mg/kg (n=19) 1.45 2.925 7.16
O : 6mg/kg (n=18) 2.85 1.68 11.90
CE£E)

X2 AR AT 7 MANRRRL (IBHERIAD K ONBHPRIA & A A1 727 b/ FIFERIA (FERLA) & DEMT:
HIFEEDSHERE S LT D,

<EBTZVRLY ERFIARE KD ORE-HE A RERAGRET — & >

NN EANBSIVRAE 2750}

EANFEIHARBRICIHB VT, MRt 72 b L REDORIE (LC-MS/MS 15™) MK ONRESE A S B e AR AT
ZFEhE Lz (75 4 77 W) . 1 ERGEOEIE 6. 09mg/ke, #iPH I 5. 45~6. 96mg/kg T > 7=,
INHoiiEFRE T Y R L UREEZHWTRD SN RHENERYEINE Y T A — 2% RIGE
EHL ka=0. 586hr ™, R.NTDEEH 7 U 7 A CL/F =0.577L/hr/kg, BT D434 A48 V/F=1. 11L/kg.
FHEMBRENRT A — X OEKBEBTIZENEN, o ka)=1.45% ., o (CL/F)=39.37%. o
(V/F)=87.41%. {EIANZEEIL 0=0.001 ug/mL TH-7=7,

*Liquid chromatography-mass spectrometry/ Mass spec—trometry

(3) L
LR L

4 EBE - ftREDEE

1) BEOFRE (IHEEFP) S0
[l — R S B T B %., 7Y Py BRI IEK 200mg O E LT, BFED
BRI L D2HELRBF L, METE 7Y Lo ORE L, Z2EREREICHXTREBRE DTN
B L AUC [T A% G- CTITZEERF D 1.3 5L faote, F72, BHBEE T T N TERIET HHH
RO BILTZD, Ty DEALITRRD R0 T,
Fm, BV Ly BRI IUARFEERS 24 BRI E To® T Y b Lo O BEER PR IT,
ZeERR TR G ED 18.3%., BH%IEET21.6% & BHBEGOFNEEEZ R LT,

K1 ARFE AAT 7 NEE100 (HEEHRD) & OAEMFRIREEDHERINLTND,
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2.

49 T o : ZEfENF
o B #
m L] (%54 : 200mg, n =21, FHE+S.D.)
A
th
R 2
E
(ug/mL) , |
0-& T T T ?
0 2 4 6 8

B (hr)

IO kLY ERFVILOBRRICEITIEEDEE
BEDOEZEARIZBIT2E IS FLUDEYEFEZI/INS A —4

AL Coox (g/mL) | Ty (hr) Tije (hr) AUCp~e (p g« hr/mL)
Z2 g 2.44+0.71 1.38+0.50 1.07+0. 24 6.60+2.01%
' #* 2.83+0.90 | 1.88+0.61 1. 00+0. 28 8.33+2.58

a) p<0.05 (paired t—test) (58 : 200mg, n=21, FEHJE+S.D.)

2) filEeA O (IHEEHI™)
7V LY EARFE VRGN L HIIRAI L OFFRIC KD RIROIKT, T u Ry R EOff
ANZ K0 IRFPEEEME N T2 Z & BB TN D %,

K1 ARFIEAAT 7 NEE100 (HEEHRD) & OAEMFRIREEDHER I TN D,
EUEERM/NT A —4

OF Liv-p
A L

(2) TR AR £ 7E #1
R AR 76 LIC&%, E7Y MLy ERFIIVEIF (IHESM) % 200mg HEERR O %5 L7-
& X OWINGHEEE FEH ka 1%, 0.818+0. 280hr ' Tl 7= 19,
/N BAECHERIAI % 3mg/keg ATk HEIRE O & H5-1% O FH MR RE 0% HVWCTHEE L7 ka (E,
0.490hr ' T -7,

Kl AKFNEAALT 7 MEE100 (IHEEAD) & OAEMFANRFENHIR S TV D,

) HEKIREEH
EFR A 76 HICB%E 7Y MLy ERF VA (IHEEA) % 200mg H[ERE O EE LTz &
E DOV IHEEE TEE kel 1%, 0.79240. 249hr ' ThH o729,
/NR O B \CHERIA] 3mg/kg A ABICHEIRR OGS Lz & & O Y 2 HWTHEH Lz kel 1
0.308hr ' Th-o7=, (VI 1. (2) DN ; 2. 26hr ZHWTEH L)

Kl AKFNEAALT 7 bEE100 (IHEEAD & OEMFHRFEENHER STV D,
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HHyYVTFTSoR®
AT 76 4IC&%, E7Y Py ERFIVEIF (IHEEHM) % 200mg HEERE O %5 L7
LEDRMNTOEE 7 VT T A CLtot/F 1, 25.03+3.80L/hr/man Tdh -7z, (F; WILR, AUC ;
8.16+1.38 1 g * hr/mL)
/N BT HURIA 3mg/kg A BZICHERE OG- Lo & 2D CLtot/F 1% 0. 419L/hr/kg Toh o 7=,
(F ; WUYER, AUC ; 7.16 u g * hr/mL)

X1 ARFE AL T 27 FEE100 (IHEEH) & OAEMFEMRIEMERHER I TN D

(5) \ﬁ@ﬁ\- %= 46)
AT 76 4IC&%, E7Y Py ERFIIVEF (IHEEHM) % 200mg HEERE O %5 L7
L XD RNTOSHFAE VA/F 1% 30.0+9. 11L/man TdH -7, (F ; WILR)
INROBIE I, FERIA] 3mg/kg ERZICHBIRAOKSG Lz & Vd/F 1% 1.36L/kg TH-oTz,
(Wz(w&mw®m%mw1%ﬁbt)

AR E AALT 7 FEE 100 (HEER)) & OEMFRIRFEMENHER S TVD

(6) DAt
TR L

BER REaL—23Y) i

(1) B4R A5k
MR L

(2135 *— 5 EHER
LR L

IRz 4R

RO ENTEZ7Y MLy ERF VT, BEBEOT AT 7 —BIZ X VIR RE =T, e

FILENEE TV R LU LTRIREN S,

A —HERE R IS ZEERE T A%, 1181200 mg (IHEEA]) ZHEREO#E L2GA. EER LD A%

HoJn, MUIBHTH-7 %19,

<HBE>

ORAAT_RATZEYVT 4 (FTA, Ty b, AX)
7ML ERRUAEROEBEG LI EOEYTFRIRAEEZ, 7 MLy ERFULOR
A L7 ML UEREIRNE G LT L S omfERE7 2 ML REO AUC HIC LV BEt Lz,
EFHIRIERIT, ~ U A T55.6%, 7> FT20.2%, £ XT9.5%Th-ol,

I rLY ERFUILOEYEHFIRE

@b#@%ﬁ %5‘ &5‘ Cmax Tmax TI/Z AUCONO@ é‘i#@?ﬁ@*”ﬁﬁ%&
(e 558) Sl g | (ug/ml) | (hr) (hr) [Cug * hr/mL) (%)
<A CDTR—PI | p.o. 9.78 0.50 2.40 40. 2 55. 6
(10 mg/kg) CDTR i.v. — — 1. 19 72.3 ’
7 v b CDTR—PI | p.o. 7.55 0.44 1. 34 19.8 20. 9
(20 mg/kg) CDTR i.v. — — 0.98 97.8 ’
A4 X CDTR—PI | p.o. 2. 34 1. 06 0.76 4.63 9.5
(20 mg/kg) CDTR i.v. — — 0. 38 48.9 ’

a) CDTR-PI Z#& A5 L7=& Z D CDIR & L TOAEWFEH TR
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QOWIERAL (> k)
Sy NOWMEEDOEIMN—TNIZE 7Y Ly ERIFIAE g5 L, miFtor 7Y v
CORBEZNEL, 2D AC 2R L CRIEN 2 LT, T 7Y by BRI EITN
s b TR S vz,

RUNER L DFREHE R
BT AUCo~s (ug * hr/mL )?
H 4,96 + 3.99
+ 560 27.88 *+ 9.64
7z W 11.21 + 6.12
B 5.31 = 2.41

a) CDTR-PI % 5 mg//L— 7" CHE#%, Mm¥EH CDTR B X v HEH

ORI (F > ) =

WIR AN DWW THRET A7, EZ7V Ly BRI IVAET Y O 1%/ MNEFREY 32— MOT
MUL7= BZY Ly ERFIIVTESHITIIKSREN, IRIEEEMICE 7Y LUK L
oo 2B, 7y MZEZV RV Y ERFUAEROERS L2GE T, PRI O ER MkiZ X
TRy ERFIIVIRBE ISR,

INLDRERNS, Ty FTIXEZY Ry BRI IIVITRIGERRIZ W TR E R THlonI
MASREN., Mo ATV E2ZF -7 hL v & LTRNICBITT % L HEE Sz,

100
%
7 15
b4
X ® : CDTR-PIFEfER
1% 507 m : CDTRAEfRER
4
o4
E 95
(%)
o0 10 20 30

B M (min)

IV LY ERFUNICHTESY MBREDR— FDOEE (37°C)

il
(1) M7 — BRSPS BB 1%
LG L

(2) % — R AEEAFT @B
BRI L
<BE> (T bh) P
et 7V bbby EARFUVALEZMEIRISBALOER IS HAD T v M 20mg/kg FE A5 L, 4
A — NSO F T AR LT, F-. -k T7 VL ERIIALEEE 18 HEDOT v R
IZ 20mg/kg #X I #5- LC, AR, fidids L OFERR D T REIR E OWERS 2 it LT, 24— N7 UF
77 AT, BFCIEBEEEITIZEA ERD LT, MTIRETH, BiFd72 0 ORI S
BDO0.01% LU FThHotz, ZNHDZ D, BIE~OBITHHIZEW EHE ST,

@) Fit~DFITHE
M FUIBN 2 i T3 A2 BFIcE 7O h Ly BRI R (IREEA) % 200mg &5 L
e MEFROE 7Y N U OREIL & 5% 2 FFE T 1. 356~5. 24 u g/ml. D@ EZ R LoD,
O TV P VB, BE£ 1L 2, 4 HOV6 FEOFR AT, 3 BloWTI G 25 IR A
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(0.01pg/mL) AT THH-7=,
X1 ARFNE AL T 7 FEE100 (IHEEH]) & OAEMFEMRIEMERHER I TN D,

() BB~ OBATHE
LR L

(5) Z DDA~ DIBITIE
1) WEIRHRE (IHEEA*) 5
BEKGEEYMED 2 fllcE 7Y h Ly ERF IOV [E] 100mgl H 3 [E], Afigk 1 AEFNC 1 [
200mgl H 3 [MIFR OG- L, MR IREZNIE LT,
& M SRS E 91 D i WS R EE 1L, 13T 0. 08w g/mL T o 7228, 1 il TIIMHHRARLLT
(<0.025u g/mL) TdH o7z, Mg DIERFI D eV H IR IET 0. 35 u g/ml 278 L7z,
WEIR AT R & MG P IRE N D D & B IR ERRYHER] T 7. 4%, [iRIER] T 15. 4% CTH - 72,
Z DOWEIRFRATRIZEGFED B-T 7 X 2H L IFEFRETH -T2,
K1 ARFE AAT 7 NEEL100 (HEEH]) & OEMFHIREERFHER I TS,

2) MR R OVRSEMGRRETT (IHEEH*)
R %)
WIS RE A RF 3FIlcE 7Y P Ly BRI DU 100mg XiT 200mg 2% O # 5 L, g e
FE R OVRE PR E 2 E Lz, 100mg 2 %5 L7-EM o MmEhEE T 2 %, v — 27
1.64pg/mL 2Rk U, IR FRATIX 1~2 B CIIBEE eI H - 7243, 4 B TlE 4. 52 u g/mL &
EHITHIN LT, 200mg A 865 L7- 2 SEFITIE, 1 SERNTMAE A A 2 Brffl oo v — 7 T b 4
710.19ug/mL THY, HHFRBITIZ 2 I THRE IS, 4FMTIX0. 10peg/ml THo72, b
5 1REFIO MAEFEEE T e — 7 fE28 2 W, 1. 71 p g/mL. REHTRRBATIE 2 RefElDa & 4 BRI AT
TAM L, 4FFEMEIZ 10.0u g/mL Tdh o7,

NEEE AR K OV SRR °
JEER N 21T 9 PEOBET @ #)) IS8T 7Y FLy ERF VA 200mg A HERR
A& 5% ORFERRH X ONHSEBNIRE X, ThFh 12.2ue/nl, 4.4ug/g (3~4.5 FEfElT4)
ThH-o7T,

RET R OVIH SERE A o 2
REAE B (3 ) D IEZEERG N 2~3 BRI E 7 MLy BRI UK 200mg % 225 IR £
X BZICNIR ST, HEEHERNEE IR E 0.72u g/g. MHFEAR PR XK 95. 4 4 g/mL
ThoT,

K1 ARFIE AAT 7 NEE100 (HEEHRD) & OAEMFRIREEDHER I TN D,

3) H AR EIRHAR AT (IHEEA)
SRR - kA 27
Bl SPERBEICHT 287 Py BRI VOV 100mg HRE 5% O FREREE (3 1) |
E ARG (3 ) ~DOBITIEEIL. TN Fh 0.04~0. 16 1 g/g. 0.11~0.24ug/g ThH -7,
F 7Rk & IR TR U 72 I e L D THD & K xS T43% & 66% T > 77,

RETERER « Rk 5
FREGEEFREENCET 287 MLy BRI I VEE 200mg HEHE O 5 1 ~4 T
REAIARERE (6 1) . REE (4 B) ~OBITIL, BIERMELL TO L O &R &, AR
BUWT0.16~0.48 1 g/g. RHEIZBUWTIL0.16~0.68 ug/g Th-o7=,

-SRI - Bk Y
HEPERFIRBREF ST 287 Ly ERF VA 200mg BLERE O 5- 1. S~4 BRI T
O _LFEREEE (9 61)) . OFERE (14 F) ~OBITIL, EAZEI0.11~0.48ug/g, 0.08~0.281g/g
ThH-o7,

X1 ARKFNE AT 7 NBE 100 (IREEH]) & OEMTFRIRSEENSHER I TN D,
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4) Petk Al (REEFI*)
169 BlOPH T EBFE 2RI, BE7 Y by EARF LA 200mg IRA S, R
BANZHTE U7- iR 28 U, & OIREZJE L7-fER M AZZIZ R 5508 72%75 0. 20 1 g/mL
UEDRETH ST,
M1 AFNE AT 7 FEEL100 (IHEEAD & DAY FRIRSENHE STV D,

5) FZf&AT (IREEH) ©
F S I GE C RN 2 51T L7285 5 B, A, BE7 Y b Ly BRI I OVHEA] 200mgl [HIRE D
5 LT, 120 %ISR RO L7 /b5, BIENIREE X 0. 10~0. 36 u g/g T, MIFHIREC
*9 5 RENIRE O (REBAITHE) 138 0.12 Tho7z,
K1 ARFE AAT 7 MEE100 (HEEHD) & OEMFHIREERFHER I TN D,

6) AREMEIEAREETT (IREEAI)
g B LA ©V
THRIEOBFE 5 HIZ, BEZ Y FLy ERFIIVEA 200mgl Bl OH G- LT, BHHEE~O%
1TRH LTz, 5 ld 3 6 2 B 0. 24~0.40 1 g/g DBATIEEN RO S, £7-. Wik
NI O MG & O, 8.1~29.6% Th - 7=,

K R i 6

10 BlO ANEFHEAIC, E7 Y by BRIV 200mg Z1ffRTF 105G L, BAKFT OB
ITaMET LTz, 10 il 8 Bl FEAKHIREITHERALLT Th o7y, #1452 K] 45 5% D 1 4
TO0.11ug/mL, &5 4 B[] 45 55 D 1 B TIE 0. 29 1 g/mL DBATRD bz, FB/K/IMIEEE
1% 0.26, 0.36 Toh o7,

K1 KK L AL T 7 MEL00 (IHEEHD) & OEMERRFEEPHEE S L TN D,

7) FEEE - FEREAREIT (IREER)
T EERN AT T AERET (184 IcE7Y hLy BRI IAEKIE 200mg OG-
A, 3G 4.5 BRI ORI W T+ ESEEH T 0. 19 g/, FEEH T 0.19ug/g T
HoT,

K1 ARFIE AAT 7 NEE100 (HEEHRD) & OAEMFRIREEDHER I TS,

8) FLERHLSRANAT (IHEEAI*) 2
HBAEE (9B OB 2~3 KERTRTICE 7V F Ly ERF LK) 200mg 4 2205 % &
I BBICROES L, ABNBEIZOWTHRE Lz, 2 flITMmHRFALL T Ch o723, il 7 4
TIX0.04~0.72ug/g THoT,

K1 ARFIE AAT 7 NEE100 (HEEHRD) & OAEMFRIREEDHERINLTND,

<BE> (Tv b, AX) B

et 7Y by ERFUALEZT v MIROEE LT & & ORI, I8 K OSRE T o i fei
WL R AR b E <, ROWTE, FRHCofM L, TOMOIRERIC B IA< oA Lz, BRgiE,
BEEE OIKTIZE - T, 1ZE A EOlFas L OHERR D S E-e/ Izl LT,

-t 7 TV MLy ERFUALETy MIRBRARGELTER L2 4 — T U477 ATl &
G5 1 RGBT, WfiZe EI2@m W BEEER R O Hiv, #&5-1% 24 KR TIE RO B #E
MK L, #5%% 120 BEE TIIHGEE X 2 < RO 52 ho Tz,

T, BET7V MLy ERFUAEA XICROEKLG L & X OEIER, gL O o+ ~7 2 b
VUREZAE LTBR T, I RbEREELR L, RWTHSE, B, mEDIETH -7,

# o AFRIOEFE SN TWDREESUIZR, FEROHER TV, LR UIBR) V.3 HEROHE] OH

ZH,
(6) MIRELMHFEE

FRAMEWIEIC I VAIE Lz FIVEEA & OEERIT 25 u g/l OIRET 91.5% TH-7- (in

vitro) °Y,
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5t

(1) (R BRI R UM SR ER 9 28, 49, 65, 60)

7V MLy ERFIME, BINFICRE ST, BLEEEEZET 527 b N Vg
2725, EXNU UL, Iv=FaaEsd, RPicesaf v iv=F o8 LTHRE NS,
TV UT, FEAEREAEZIT A L, EE LTR, KOMETFICHE N5,
<7;§Ad%4>67>

TRy ERFIAET Y MIRAOBES L EOERMAERREIL, LTFO L) ICHE S
N, Oogsisnr-zt7orry ERFILT, BELORININABICZ AT S —PIC L
OB ATLINTETZ R ERDVENICBITL, BRNTIEEAERBZZITHZ 7L,
JE B ONR ~HEE S 5,

7Ry EARFULO—IIL, BENTEBEWED P3 KP4 L), ZREN, BTV
Ly ERFIIVERBRICHT AT VST PT LOVNPS &g TERMNICIRE RN HBITT D,
F7o. M EN ot 7Y Ly EARFIILL, ECBENTIAKSEENTEZY ML
Ve D THUIBERRD ST ST, BBENT BT 7 X LBRDBEE LI O Mo
L7 D, Moy D—EIIRGE 2> BRI S AV TIRICHERM S 702 28, RKEIEWIN S v I SIS Pt S 4
Do

TRy EPRFVLOZATAESDOERFIIE, BT Ry BRI IILNIEE D
BRI ESNABIZENY VIR RV AT AT E RELTRINEND, Fo, WMINLENARhoT-
7Y MLy ERFUADBIBENTIKRRESNIZBEICAETC D ENY VBBE ORIV AT VT |
RHEIGEN DRI S, BN UBIFHAEE E 2o TRICRICHIEES ., SV AT LT B Rid,
B 2 21T CTEIT €0, & L TRRICHEIN S LD,

B i i
CDTR-PI > ODTR-PI| —& CDTR  ——»= CDTR
l:; N
Ry R — PNWAUVRY - = AU
+ e (G2
;jt;t F-—»(m;um»;: B — 5 2
CO2 CO2
P8 ——» P3 —» p7 P7 —
P4 —— 1 P4 —» P8 —m P8~
. COTR  psy
P7 -
] \
Mcto
-
L
L
—
M
Mon - :Mou—r> *
CDTR
I ® /8 VB
Y y
# Mou % CO2

IV LY ERFULEROKRELEZEZTDS Y FTORBHRE
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e

=P 50

COOCH20COC(CH3)3
H2N\|/ Oy N | A
I
P3 - | C-CONH-- __/CHs
L H H S

SNOCHs3 \=n

COOCH20COC(CH3)3
S
o S N \_\\N
HaN. N
P4 T]
N C-CONH-- CH3
1 5 As

N.
~OCH3

COOH
HZN\l/ O, N’ | A
|
P7 N | C-CONH-- |__/CHs
X H H S

NOCH3 \=n

COOH
S
A\
H2N o M XY X \ N
P8 ]
1|/ |C—CONH--m
¥ H H S

“OCH3

HzN\r

I

N l ﬁ— CONHCH2CH20H
N

NOCH3

H2N\|/
|
Mero N l ﬁ—CONHCHzCHO

N\OCHa
(BN )

(CHs) 5CCOOH
QRH#IE5T LEHE CYPE) OHFE. F5F

TR L

Q) NEBBHROERRUZOHE
AR L

) KEMOEEDERERVEMEL, FELEE®

PT OHFIENTE 7V b Lo K0 2~5 FRETH L, PS OFE X, 7V L2 LR 1 ERRE
5573)0 7":0 ifi\ MOH&U MCH[)@ MIC !j:/ﬂf\.vc@v@ 100,u g/mL uJ:VC“\ ﬁﬁ&i%ﬂy) %ﬂfcﬁﬁ)O f:o
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7 :/ ~ UV&U;E%#%E@EK%&%W*Rﬁ (Inoculum size : 10® CFU/mL)

- s MIC (ug/mL)
R E CDTR P7 P8

S. aureus 209P JC-1 0.78 12.5 1.56
S. epidermidis ATCC 14990 0. 39 3.13 0.78
E. faecalis W-73%* 50 >100 100
B subtilis ATCC 6633* 0.39 6. 25 0. 39
E. coli NIHJ JC-2 0.39 12.5 0.78
E. coli W3630/RGN823 0.39 6.25 0.78
K. pneumoniae GNG69 0.39 6. 25 0.78
S. typhimurium LT-2* 0. 39 6. 25 0.78
P. mirabilis GN310 0.20 3.13 0.39
P. vulgaris GN76 0. 20 6. 25 0. 20
M. morganii 1510 12.5 >100 3.13
P. rettgeri GN624 3.13 25 0.78
E. cloacae G-0008 1. 56 25 1. 56
S. marcescens No. 1 1. 56 25 1. 56
P. aeruginosa GN10362* 50 >100 >100
* JH PG A B R

BEtt

HEEAL © R & OEH

PR

AT, E7Y b Lo oREIRMMRE TR L)

<t7Y LYy ERFINVEFOAREFGT—H >

D) @RS DR PR (IBsEH*) @
R AICE 7Y Ry EARF I UEEI 100 3 200mg 2 % HEEIER S L-EA0RT o+ 7
VL UOREREIL. WTHOBS LRER 2~ BB TE LN, H5% 4R ETOR T Y
L OBERPYEERIT, 100mg 5 TETZ7O LY BRI IILOEREREED 19.9%. 200mg
5 T19.6% Th o7
Fo, BERABFIZEZ Y MLy ERF VA 1R 200mg, 1 H 3818 HMKEHRE L
x0TV ML rORBERGEICHT D RBERPYEEET, BEEEMG 2 H O BRGEDOR
20%FiE DITITE—E OHAE THERS LERIMEIIZRD biveno7-,  (TVIL 1. (2) FEPRRBR THER X
Nz iReE ] OEBR)
400 - 25 400+ 25
E 300 2 % Elf 300} '203’%
iy 15 E = 15 g
g 2004 [, EF E 2004 o EF
(ug/mL) A (ug/mL) 7
1 | $ 100 $
5 (%) -5 (%)
0 .|_|.'_'.'_' IIIII ——r—t0 0 ..|_|.|_|.'T'..-... 0
0 246 8 12 24 02 4 6 8 12 24
B f (hr) B [ (hr)
100mg AR 5 200mg AR5
T IY L UDRADHE R
O: RebigE O RBERPHEME (n=5, FE=LS.D.)
2) /NEBFICET DIRFHEIE (R 5

mw®@%fﬁﬁuﬁﬂﬁBM&gXi&m&g%ﬁ% IRROEEL Ligh, 5% 8 i E T
7Y LD RERPYEERIL, 3ng/kg THREED 19.4%. 6mg/kg T 17.1% Th -7,
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B P (3mg/kg) @ : HEE=E(3 mg/ke )
O:#EE(6mg/kg) O : HEHtE=E (6 mg/ke )
(n=16X1%17, EHEES.D.)

200- -30
=

25
150- i
E L0 R
= 100- 45¢
B ﬁ
(ug/mL) F10 it
o0 & &
E] > (%)

0-® — 0

0 ? 4 6 8

B [ (hr)

TITD ML UDRANDHEM

XK1 ARFEAAT 7 REE100 (HEER) & OAEMFIREMERHER I TS,
X2 ARAFNE A AT 7 SRR (BARRIAD R ONHHBRIAI & A A 7 7 b/ R BERIAD & 04 FEIE

EEVENFER STV D,
8. FZUVARKR—A2—IZEET H1EH
BOLEER L
9. BHEFIZLBABRER
BOUEE L

10. BEDE=EZEITHEE
(LLF, BE7 Y LU ORI AMBRE CR L)
<ETZI MUY ERFINVHFIOKGREET — 4 >
1) BHEREREE BE BT 2 MG HIEE (IHEEH) @
BRERREE BT KON TEIMEARE (WTHRHERAN) (7Y Ly BERF L] 200mg
FRGHREROKRS LEZHA, B 7Y P LU OmiEHRE  SYEME T A —X X, U TFTOLE
DTHY WTNOEE S EMECTHER L BHEREDREE ORLEITIG Uz Ty DEIENTED BT,
ik;ﬁ¢%%%@%%%@%%@%§ﬁk%<&émohfﬁ$l“%ﬁwgﬁﬁ%@%hto
J

ﬁ ® i FE
"1' l.l‘r i . 'III¢E
! % . oy e
ifiL i AR K
i O EHEE
i 3+
ikt
1
{pg/mL)
14
el
0 T T * T T .
1] 4 a 12 16 20 24

Hi [ (hr)
BMREEEEEREICBITAE I FLUDMBERREE
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EREEESREDOEYFENTA—4
BESAE (Cer (mL/min) )| BIE | Ty (hr) | Che (mg/mL) | Ty (hr) |AUCyeo (m g+ hr/mL)

e (51~70) 3 2 2.32 1.13 10. 2
AT (30~50) 4 4 2.17 2.06 16.4
= (<30) 2 8 3.70 5. 68 53.5
BT EREH 1 6 4, 60 5.37 50. 2
X FHFHNTH (#% 5% : 200mg)

K1 KFNE AL T 7 MEE100 (HEEAD & OAEYFRZEENHER I N TN D,

2) EXpEREREEBE I AHE (HEEHIF)
BB EBRE R A TBITEAREIC,. 7 Ly EARF LK 200mg 2B % IR OB
L2207 Y ML roRPHEIERIT, BEEOEEDRENRKRE S RDHITHONTIE T L,
HEME D BIEDSTR D & 17,

N:®E e : g
O : e w o PhksE

N}

100 -+

754

R
th

=
=
(ug/mL) 25 1R

50

0 4 8 12 24
B [ (hr)

BAEEEEREICBTA2E I FLUDORADHEH
X1 AKFNE AL T 27 FEEL100 (IHEEHD) & OAEMFRIREMERHER STV,

1. Z0ftk

BN AR
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I. T2 (ERLDIESF) CHAYSHIEH

ERNBELEZTDER
E STV

2. ERRBLEZNER

2R (ROBEICEEELLGEWNI L)
AFN DRI U BOE OB O & 2 B4

. I

s

3. MAERITHHRICEET S FE £ TDEMH
(V. 2 BRE A BT 5 EE ) BT 5 L,

4. RERUVAEICEAEYT SR ETDER

BRE STV

5. EELGERMIEE L ZDER

8. EELEAKRNEE

8.1 RENDFEMICH > Tk, MHEEOFBBRELF 7=, FAIE U TESZMEEZ#ER L, HEHRO
159 EE 2 B NROMIB O Gz Ed b b,

8.2 vav/EREITEBENLRHLOT, oz aitro 2 &, [11.1.1 ]

8.3 ITHEREMEEN D LN D Z ENHHDO T, EHMICHMELITY 2 &, [11.1.5 3]

8.4 ZAMBREZEODEERBEENLOLLONOZLENHLOT, EMMICHRELZITY 2 L,
[11.1.6 ]

8.5 MEWERIERAE, WM MEBMMNH SbndZ ENHDHOT, EMMICHmELITY> 2L, [11.1.75
AR

8.6 HEMMNEWERE TIX, BRMAEMME (AST, ALT k&H| MFEERIESYE) ORIENE <
IRBDMENHALND -0, EMMICREZITY R EERTDHIZ L, [11.2 &)

6. BRENDERZHI HPBEHICHT HIE

(D EHE - BIEEEDOHDEE

9.1 BHHE - BEREDOHLEE

9.1.1 E7z LRRER=ZD) D REYEI LABIEDBERDHSEE (2L, KA
* LBBECBREERDOHLSEEICEES LGNNI L)

9.1.2 KAXIEHEH. RBICREXME. P, ERTEFEOT7LUILF—ERETEI LOTVEE
*ETHEE

9.1.3 BROERMOARLGEERIIEROXRENDESE., 25KENVENEE
BISRE2 5147528, EXIVKRZIERPNO LD Z E0R3H 5,

(fi#30)

AKEFNIAAT 7 MR OA—Y TA AR =R v 7 THDHIO, fEIUIIAA T 7 MK %

SE|\EHE LT,

9.1.3 B4 IV K XRZIERIL, STAVWEORMIKREGICLY | BNMEEIC L D85 I OEGN
HWEEOITHEDRBTLHEEZOLNTEY, EIROTOREERAROESE, Aid, =
FHLTWAIEERETREIDRLT ), EX IV KRSIERE LTE, K7 e o v e riiiE, i
MAE M 72 ERFHHILD,
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(2) EkpelEERE

9.2 BHReEEESE
9.2.1 sENBRERENHLSEE
BEMREZ & THERT 2 2 &, MPTRENFHET 2, [16.6.1 ]

(fiF7)

BENIAAT 7 NUFNDOA—V FTA X R =23V v 7 ThHDHI2D, RHIEAAT 7 MK OFEHEH A

BEICTH LT,

9.2. 1 BHEREDIL T L= (BRI Cer<30ml/ 2y DEE & 5 WII A LBITEABE) TiE. /B AL
B L Cy SR ASOHEIOEIEZ L YN ER U, My 1~2.5 512, F72. AUC 13
5~10 I BRI Z iR bnTingd, (IVIL 10. S EDOE RE2AFT HHBE ] OHESM)

(3) FF#REfEE R HE
BRE STV

Q) EEREE R T 5F
BIE STV

(5) 147

7V MLy BRI ULVEE 100mg [0K)

9.5 114w

BRI SR U TV D ATREME D & 2 PRI, 16 oA IS ERME 2 Elal 2 &l S D
BRIZOBFETHZ by TIREMICER X NVEEZHET 2ADE 2B S idig s, *
OHARICBW TR L =F VIIED RN RE SN TN D,

7Y Ly BRI ILNE AR 10% 0K
9.5 1%

It SOTIENR LTV D ATREME D & D I IX, 1AW LA ait 2 ka5 &l < b
BAICOLEZEETHZ L, HIRGEMICERI VLV EZ AT AR E 2 RE SN ERE ., £
OHARIZBW TR V=T VIIEDRBENHE ST D, [11.1.8 2]

(fign)

AKENIAAT 7 NUARIOA—Y TA AR =R v 7 ThHDHI-O, fRIIAA T 7 NKIOFL# %
BEIZREHE LT,

IRBIIICHO AR VN EHE T 20AEWE 2 B G Szt & . 2oHAERIZS W TED
NE=F UMIEDORBNHE SN2 LICXY, BV MLy BRI IOVIBIORA CEITER
iz, (BAEZEEERENRZ R EBAICE-S, 2012444 A)

(6) = ELIF
BIE STV

(DR
TT7O Ry ERFIILEE 100mg TOK]

9.7 INRZ

9.7.1 NEEZWG & LA R OVR 2R & U7 BB 50 E L TV 7wy,

9.7.2 WI=F  OETICHEETHZ &, MFEILV=F PR TFTIHERERBRETHDZ &
DVEIA L7235 A 3G Lz &, /R (BRICHSIE) 2BV TERF ULV EEF T HH4E
W UNEHARAED) o512k, KD v=F M MEICE I RIERH Sbhd Z ERNd 5,
[15.1 ZH&]
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(fiFa)

AKENIAAT 7 MR OA—Y TA AR =R v 7 THDHIO, fEHITIAA T 7 NKIOFEH %

BE |G LT,

9.7.2 TMEINV=F U MIEICFE D BRI (oW Tk, IR (1~6 %) ICBWTAAIZ G R F
VIEERTLHAEWE ONEHEAD) RS U7ERIC, EERBRARIERZ MO ®ENH
ST EMDIERMEN TN (20060 4 12 A, MEHA EOEE) &G, 20L& X OEFICIX
A CTEMHE LMERTZ T TR BEO R F ULV EE T 25/EWE AT 0 B2 0 b #%
B L., #RMICEN®RG Lo E b EEN TV &0 D, ERFUVLEEZATLIH4AWE
UV BEZ 2N oRE925 2 LIZx L THIEBEME N ThOI T, FLIRCHE I GRS KL=
F U MIEICPE S RIS ] OGN D=2 s, R EOEE] OWETHRRBRH Y, ERF
VIV E AT D PUEWE L OB R ORREEmM TN (B4 EE ER AR 2 e KR E
WANCFES S ET, 20124E4 ) ™™,

PR CiE D L =F MR T3 2 e KRB R TH 5 2 &0V H L7256 OB ML 2 Bk
T 57-0#H L TVWD,

7Ry ERF LN AMR 10% 0K

9.7 INRZ

9. 7.1 ARMAMRENL, HAERE MG L LIz AER VLR RIE & U7 BRB BRI L T
AN

9.7.2 3 &AM T 1[0 6mg (J1ff) /kg # 1 H 3[EIFRG- LA, FH - SIEORBEE N EH OO
T, ZHH ORISR BT HAITITERITIE U CRHERIES O 2 E 2175 2 &, Jifi
K, MHE, BlIBEEROBE R L L- 1 [E 6mg (i) /kg 1 B 3 [N K 2 EKRRBRICI T
2 T - WAEORIEAIEBLRIT 3 AR T 36.2% (17 41/47 #1]) . 3 LA LT 16.2% (11 f41/68
) Tohoi,

9.7.3 WIN=F DETICHEERTHZ L, MFEILV=F L BMETFTDHERMERBRETHDZ &
PV LG8 I3 &G Lienz &, NE (FRICHSIR) T8V TERX L EEZ 6T 554
WEOEGIZLY | RV =F U MIEICHE D IRIAER S Hbid 2 End 5, [11. 1.8 BH]

(fi#50)

AENIAA T 7 VRBNDOA—V FTA X R =23V v 7 THDHID, RHIIAAT 7 K| OFLHEZ

SZE |\ LT,

9.7.2 B 7Y b v ERFIMFIOENE IR 2123\ T, 3 #EARM T TRl - B0 5
HEENEVVEAEARD 5N TV D,

9.7.3 87V by ERIFUVARAOIRMCGEDOSKRT (FAEFEE EIEE NP2 KRR S
FNZHES<, 201244 A)
VI 8. (1) BHEKRZENWEM &FIHIEL) (i) =

8) mn&

9.8 EEE

WROFICEBE LT, HGMRELETF T2 LCERETLZ L, @inE & TN DOEATIE
BIERNCEN A DI To s, —RICAEBERE MK T LTV D 2 ER%U,

- ARFNTBHEREIS N EBE CTHRINCEENRD LI TN O T, M ERENE < HEE T 2 rTREMEN
H5, [16.6.1 ]

CFHIETC, B I VK RZICK AR D Hhid EORENRH D,

MEEA

M GrRZESEZFDER
BEEN TV
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Q) BrtRER EZFDER
RESH TV

2l{EH

11. 34¥e B
WOBMWERRH LoD Z ENHDHDOT, BEE+HIITITV., BRENRBD ONHEICIIRS
kT 57 PO R ALE AT O 2 &,

() EXGEER & DHEIER
7Ry EARFIILEE 100mg 0K

1.1 EXAEIER
M1 23wy, 7H743F— (WTHRHHEERH)

AP, MNFRER, WIS, e, BE, BB, BITEORE/RD bk, #£5%
kL, U EETTO Z &, [8.2 5]
1.1.2 BEMHRKBEASFONEEZFES EELGKEX BHEAH)

M9, BERIO THINH b -HEIZiE, EbICEGE2HIEL, EUIRLEEZTY Z &,
11.1.3 hEMKREIEFEBMAEA (Toxic Epidermal Necrolysis : TEN) . FZ 5 #4 IE AR 4iF 1% B#

(Stevens—Johnson fE&EE) . ZRATEE (W34 B AH)
11.1.4 B2, PIEEEE (W LHEERR)

FEEN Nk, PROR IR, MOE X ORGSR R AFRREREE S5 A 1E O MVEIMEM 25, PIE JEMERESE N H 5
ONDEZERHDHDOT, BIEE DTV, ZOXIRIERNRS b -HE12ik., &E54%2H
LU, B REARNVE RO GO R EZITH) Z &,
11.1.5 FFHREREE  (BHE )

I, AST, ALT, Al-P OF LW ERZEAZ S TR ERH bbb Z LB 5, [8.3 B ]
11.1.6 AEHBEEEOEELTEE (HHERH)

[8.4 &M
11.1.7 |EBRIBRAE, JRMMERM (O340 HEERA)
[8.5 &MR]

7Y Ry EARF LN AR 10% 0K

1.1 EX%EEIER

(@)
N1 23wy, 7H743F%F— (WTHRHHEERH)

AP, ANEFK, WG, [ZaE, 5, FN, BITE0EEIROoNHEIIE, 5%
ik U, B 7e & a217 9 2 &, [8.2 B
11.1.2 BEEXKGXAZFONEEFFESEELREBLX BHERH)

fE9 . BEEO RN S Dbz %La I, BEHICEGE2RIEL, MR 0EEITH 2 L,
11.1.3 hEMREIZETRFAEAE (Toxic Epidermal Necrolysis : TEN) . K [ %5 15 BR fF 15 B¥

(Stevens-Johnson fE{&EF) . LMHIBE (W9 70 b HEAH)
11.1.4 EMM2%. PIEEMEE (WL HEER)

FEEN Nk, PRI RS, MO X SRR SRR AFERERIE S A 0k O VMG A . PIE JEMEE SN H O
ONDZERNHDHDOT, BIEE DTV, ZOXIRIERNRS b -HE12ik, &E54%2H
L., BIEREARLVE AORGEDREYRLELEITI Z L,
11.1.5 FFHEREREE (BEAH)

BOE, AST, ALT, Al-P OF L\ EREAEMES FREEERNH DN DL Z b 5, [8.3 ]
11.1.6 AHBETENEELEEET (HERH)

(8.4 &H]
11.1.7 |EBRIERAE. AOMEMm (W37 8RB
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(8.5 /]

NR
M.1.8 EHIL=FUMEICHESEmMEE GEEARH)

AF B G ERFUVEEZATLIHADE (E 7Y Ly ERFUIL, E7H ERF
VIR, 7T T A BRI UL, TERRA EARIFUL) oFhlcky, BN
U Ut (BRI VIR ERT DHAEWEONRHY) OMNRE - P S gD L =F K TR
WESHTWD @0 N BICHASIR) IS L TERF UV EEZAT LW E 2% 5 LIZE
Bl IR N =F  MEIZEE S IRIER H Do D Z ENH DO T, K BEikfEEZE O
FER SR NG AT G Ak L, @U@ E17o 2 &, [9.5, 9.7.3 5]

(fiAE3L)

BKFNFIAAT 7 VAN DOA—Y TA AR =R ) v 7 THDHD, fEFUIAA T 7 MK D7 %

ZEICHHE LT,

11.1.8 &ALV =F IMEICFE D ARIEE ] (2o W T, SR 0~6 %) ICBWTARIZ G B R+
DNVEERTL54EME ONEREA) RIS UIERIC, EEREHRIER A5 MEN H
ST LM BIEEMEN TN (2005412 A, MEH EOEE) %G, Z0 & XDEFNZIX
HA CRIIES LIIEFS T TR BEO RV EEZAT HHEMBE 2T 0 R 2 RN b
L, fRMICESRE LR ERLEENTWEZ EnD, BRI VILVEEZET I HENE
UV R 2R OEET 2 2 LTk L THIERME N Tz, FLIROEIER 5 MR v =
FUMIEICE S Kb ORERH -T2 EnD, HEA EOEE) OWETHRRARH D, EARF
VA BT D PUEWE 4 OB R ORREE M T O (RS #E ERA LR 2 X R
WENCHS < BLET, 20124F4 A) ™,

e ClyE I Vv =F MR T T 2B RMERBEE TH 2 2 L2V L7256 o st 2 Bk
WZT 570 HEH LTV 5,

) FnoEIER
7MLy EARFIIVEE 100mg 0K

11.2 Z0tEIER

FHFE \SHE 0. 1~5% A1 0. 1% A B RH
\Q\Z) ::LEE ‘7//\\ ,(\ J_\H \\‘ 17 > \O/\‘lr . PN
R FE% %;EF RLBE, 5, | U o EERR. BRI
i PERIER D . A BRER| if/ N D
i3 )
%
. gﬁ;MT\APP®i: St
s BUIN B&H-. AR |71 7F=rF
B ek =

=2
T, R, MRS, (MRS, EL,

Htss R, R
AT H % B BE

X K RESIEWR (K7m be v
BX I VRS v UE, HfESE) . B2 I B

BERZIEIR (BR, ANZR, B
R, PR 5E)

Z DA JHJR, OFE W HE, LU, Mg bV =F AKTF
1) [8.6 /]
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7Ry BRI IR AR 10% 0K

11.2 20t EIER

FHER \BHE 0. 1~5% ¥ 0. 1% A3 A58 S A B
N 5 RIS . RLBE, RIE. |V o EERE, BAETR
WS BEOE 8
o — T
Wl i%'iiTl; ALT, Al-P ® E FHH,
. BIN E&. AR (P27 7F=rF
=
/LB T, R, MRS, (E SRR R, EEL
Hks= WA, MW |
HAE PN D HE
v I UK REER (KT haoE
o \ VIgE, HiffEm%E), B X I B R
B I RZIE KEGER (B2, NN%. RERIE.
PR A5
Z D SRR, OFEW ZE, LU

%) [8.6 ]
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@ I 51 PR R B S O PR MR B —
E7VRLY ERF AR (HEEA)

[ &EMERRESERIEL
[ 1 RIfERZEESUE

¥ AKFE AL T2 MEE100 (IHEEH)

FHAE BBk 2,909
RIVE A 55 O F BURE 13K 307
mIVE % DR B 439
AV 2% O R BUE G 10.55%
BIIVEF % OFEEA EIVERZEORBUER (HH5) 2 (%)
FE - BE B AR 12 (0. 41)
EBIAED 0 (0.00)
HTBE 1 (0.03)
HEWRIBERELBE 0 (0.00)
ZERZ 1 (0.03)
Z o8 UE) 1 (0.03)
B2 D FEIE 1 (0.03)
% 9 FERk 1 (0.03)
F5 8 (0.28)
R - RAERCRIEE 2 (0.07)
% 1 (0.03)
I 1 (0.03)
BEWN 1 (0.03)
B F UL 0 (0.00)
FE bR 1 (0.03)
AR (GiE) 1 (0.03)
HbE RS 108 (3.71)
T 7 A O N 1 (0.03)
A 14 (0.48)
L 1 (0.03)
Mg i 3 (0.10)
T 49 (1.68)
IKERE 1 (0.03)
[UCES 18 (0.62)
mIRES 0 (0.00)
mRz) 1 (0.03)
B A 1 (0.03)
H 4 7 AU 3 (0.10)
Mg=o1F 0 (0.00)
BRI 1 (0.03)
i3k 3 (0.10)
H R 12 (0.41)
B 6 (0.21)
g 1 (0.03)
DEER (LR OFERR) 1 (0.03)
G 2 (0.07)
NNt 2 (0.07)
PEEEEEM 1 (0.03)
(H ] KGRI Y2 O i )

L OEYFFEFEENHEE STV D,

,57,




B7Y Ly ERF VR (RS

RIlVE A & o fE EIVER % OFEIER (50 = (%)
i - B SRR 113 (3.88)
Sl 2 0 (0.00)
RGeS 0 (0.00)
GOT |5 73 (2.51)
GPT |5 91 (3.13)
YA Y AEEH 5 (0.17)
BHEETIUALEY v A 1 (0.03)
LAP E5- 2 (0.07)
y —GTP k5 9 (0.31)
A - REEE 22 (0.76)
Al-P 5 9 (0.31)
LpH k5 3 (0.10)
CPK |5- 4 (0.14)
MmiygH Y v k5 6 (0.21)
SRBE RS 1 (0.03)
IR I BR R 5 (0.17)
BT — D ARERE 2 (0.07)
Hb /> 2 (0.07)
AR BRI 3 (0.10)
~< ~7 U > MERD 1 (0.03)
B ER - N REE 58 (1.99)
IFEERE 2% (F) 47 (1.62)
Bk % (i) 3 (0.10)
F sk GiE) 7 (0.24)
U L REREAD 1 (0.03)
MR - o i . e 25 4 (0.14)
/W% (F) 1 (0.03)
/s> () 2 (0.07)
AR N =R e 1 1 (0.03)
WiIR 2R R PR 17 (0.58)
7 vrysF=> k& 3 (0.10)
JRE B BE 5 (0.17)
REH 2 (0.07)
BRI 0 (0.00)
BUN k5 10 (0.34)
— R H EE 7 (0.24)
BH [ 0 (0.00)
SHA 1 (0.03)
SHE () 1 (0.03)
S AN TR 1 (0.03)
FEEL 3 (0.10)
NSRS 1 (0.03)
(H ] KGRI Y2 O i )
[ EIEAREBUESIEK
L1 siemsesips

¥l AKHFNE AL T2 MEE100 (IHEEH)

L OEYSFFEFEENEE STV D,
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7Ry ERF LR

(IHHIRLA)

CRERIA - [HABRIA 55

FHATIE Bl 5% 456
BIE F 45 0D % BURE 15K 29
BIVEFH 45 D 38 B3 29
RIVE A 55 00 F BURE 51 58 6. 36%
RIlE A 4 o BIlVE S 0 R BUER] (50 £ (%)
FE - BE R AR E 1 (0.22)
HIRE 0 (0.00)
T 1 (0.22)
THLE 17 (3.73)
T 7 A O NR 0 (0.00)
- 5= 0 (0.00)
AR 0 (0.00)
T 17 (3.73)
IKERAE 0 (0.00)
R 0 (0.00)
g% 0 (0.00)
A2 0 (0.00)
LR B 0 (0.00)
BRI 0 (0.00)
=R 0 (0.00)
i 0 (0.00)
EE] 0 (0.00)
i - B SR RESE 3 (0.66)
iR TEEE 0 (0.00)
JFkEE 0 (0.00)
GOT | 55- 1 (0.22)
GPT E5- 2 (0.44)
KA - REEE 1 (0.22)
AP F5 1 (0.22)
M4 (OEsh) BEE 1 (0.22)
FEIR 1 (0.22)
R I B R 2 0 (0.00)
A 1fn 0 (0.00)
M ER - AN RREE 5 (1.10)
IFEERYE S (F) 5 (1.10)
M/ - o i i B 1 (0.22)
/8% (F) 1 (0.22)
— R R E 0 (0.00)
AR i e 0 (0.00)
(BEIAFREZ D FE 5)
C g 5 B gk
L1 mifEmss 5%

K2 o AHNE AL T 7 bANRERL (IHHRRLAD K ONEMRIAI & A A 7 27~/ N EERLAI (RERLAD & o8~

HIFEEHERE S LTV D,
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9. MEBREHRICREFTHE

12 BRERREHRICRIETHE

121 7 A7 —TRUEEBR KT 4 7 MR, 7= — ) 2 7 RSIT & B RBERE T A ES 2
THZERBDHOTHEET DL,

12.2 87 — A ARBUEE 25 2 ERB DO TEET D 2 L,

10. B=k5
BEEN TV
<Z§%>73)

HEER (27 = ARPUAEWE)
Bl WErk, BREEE. BEEE. RE
T RS UCREN, BEYE. AMERMEZ . KRR - R A 2E D BUE N A2 BAER & 95 mEE 2 A
PERGREZELT D,
YERIERIBD . AFERERIE S PRIMAMER
LIIRANY 773 %
JiFREZE (5yE. AST « ALT « A1-P ® &)
W5, EIREB, RFLEBE, P
AR, BT, AR, MEL, av 2 TFHF7 40 7F% v —Tavs
FaiE | BT, JRANEEEIE
Yk
NIRRT 7 = 2 8FN T, BRI & 0 ZeERE VWO T, M) CTREICIRA LRLISMNC
L. FRLOD 2), 3) DAETIV,
1) Bk (REWIIRA L. 2 olRA#% 1 LN Z 51317 9)
2) WAEH  IEPER (40~60g — 7K 200mL)
3) T Al Wi~ 3w (30g — Jk200mL) F-iE, v =awe—A® (187K 200ml)
4) W K ([HFR#EAl, X IV BRE, EX IV KEEZMZD) ]
5) XHERIE
OfBIEMERNGS R a~<A 2 1[0 500mg, 1 H 4~6 [BINARE 7~10 HEfkGET 22, 2
ke =4>—)L1[B]500mg, 1 H 3~4 [BINiREZ 7T~10 HE#kRET 5,
Ot DT B NRAE, 7= /) NV EX—NVERERREGT 5,
Ovayy-- RS 4R, AR T Y U, AT A NAlREE2HRET D,
6) EIEOYA - BEERF  MEENT (HD) %175,

11. BRLEDEE
7Y MLy ERFUVEE 100mg 0K

14. BRLEDEE
141 EFIRFEHOEFE

PTP GLEEDIEANI PTP > — b2 L HD L TIRAHT2 L 98552 &, PTP > — FORAERIC &
0. BEWELAENEIEREAEIA L, FICIZELE B 2 U CHERIRZ SO BE 2 A 0HE %2 OF %
TAHEZEND A,

P

7Ry BRI IR AR 10% 0K

14 BRAEDIE
141 EHZFROITE
Sy e BGRNIR A AET CTERRAE L. IRAIRRICBRE 2 K 5 femd7% 2 &,
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12. ZOOFE

(M EERERIZED C1EHR

7Y Ly ERFIILEE 100mg [0K)
15.1 EREREAICE D < 1F#HR

AR EZEHDERF VAT ETAHAEDE (E7 Ly ERIFIAL, BT ERF
IVEERREKRTIY)., 7T T L EARFUIL, TESRNRL ERFIIL) OEEICLD, B
UUfg (ERFIUNVEEFTL204EWEORBM) DR - BEHCES IE IV =F KT R
WEINTWS, [9.7.2 28]

(FRFL)

VI 6. (7) /NRZE) (fEER) &R
TV MLy EARFILNEAAE 10% 0K
RESH TV

(2) JEBGEREABRIZE D < 1B
RESH TV
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SEERIRERERICRE 9 HIEH

FIEHB

(1) ZFExhZFE B ER
[VI. SN DA | OESR

(2) R EEHAER
(LLF, 7Y Ly ERFIAOFEERITMBE TR LE)

R (BLEY b, A X, Ty b, UYX in vitro) ™

TV Ly EARFVAKRREOIEERED O 7Y b Lo O—REEHEERICOWT, RAad 5

W F BN ERBRTIIE IO R Ly ERFUILE, IR H D WO RERE NI R ER

RETEHEZY MLy E&EAx TR LT,

- BAMRRR R OV SR LT, miRE (3X10*~107g/mL) O& 7Y hL T, ELEY bD
R KB RT 5B ER R O S S 0 2 L B 7 U CIHEIS kT 2 #E9RER 235860 &
nic,

« BRIR - JEERESRICH LTI, BTV F L u A A XITHARNE S LI235A12, 250mg/kg CHEE O Ifi
JEAR T, 500mg/kg THREEE O NS bz, £7-. BEMBIEREK - oM AERATIX, &
7Y kL& 10mg/ke/ 5y TERIRNFREEEAN L7258 T 2 Fv 2 U A2 X D D35 e A o 7
2R |\ L7z,

LSRR RICKH LTI, E7 Y Ry EARF UL 600mg/kg D+ —F5BANEETT v h O HEES
WEBREEIZIEI Lz, 72, E7V FLy ERIIALET Y NMOROBE L7854, T5me/ke
DL ETIRERIR P EMRE O 3580 bz,

MRS LTI 7 2 b L OERE (107%g/nl) Tv 4 X O MEEHERF A LR LZA3, i
R RCZ OO R R I EITFRD b o7z,

INHORBRTRD L —BEIEBEERICIE, FEETROONIZ LD L FHIR R D b DX o T,

(3) T DIOFITRB
LR L
AR

() BEEk5EEHER
HEFGHEERR (v A, Ty b, A X)
IO LY ERFIUILD LDy

[iL7k ~ A Z vk AT v b ~ X
5 A fin 5 T 3 Hifm 10~11 % A fh
B 518 J ? J ? d 2 J s
& 0 # 5| >5100 >5100 >5100 >5100 >5000 >5000 >2000 >2000
K T #& 5 |>5000 >5000 >5000 >5000
i e N £ 5| =5000 %5000 >2000 >2000
<5000 <5000

(mg/kg)
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(2) RIEZGHMHRER

KERGFEERR (vTA, Ty bk, AX) &

1) 7w BT 125, 250, 500, 1000mg/kg/ H % 28 HH, 31, 63, 125, 250, 500mg/kg/ H % 6 f& 7 [#.
WP LRA#KS EEIZE 7Y MLy ERFIILLELT) Lz, ERFAE LT, BN
ME#EOELIZ L D IR L B L5 §EIEH . GOT KON GPT F 0B EH.. —iltkofR
RN IR IMEREL DI K OV B EOHMERGRD DLz, 7238, RFiE OIRER « Mk ORI 52
WiIBlE sz oz, BRERIT, Wb 250mg/kg & HEE STz,

2) A4 X (E—2ZJLK) (2125, 250, 500, 1000mg/kg/H % 28 HE, 125, 250, 500, 1000mg/kg/ H
Z6 @AM, Wb ®EE 5B 7Ly ERFIALLELT) L, ERFTAE
LTlE, Ba L AT a—Lo#i, GOT KLUGPT &0 L& FF R OB EEOHIN, D5 THTHI
FEIZAE AR 338 BT, MRS, FhEi, 250mg/kg, 125mg/kg & HEE iz,

(3) EEEMERR
LR L

(4) DA RS ER
TR L

) £IEHREEMHAER

AR AR (Z v b, THE) B0

7w M 125, 250, 500, 1000mg/kg/ H Z IEHRAT K& OMEARFIHNGE N A28 B T RAEIZ . 90, 250,
750mg/kg/ B & JEEM R ORILEIC, £/, vHXIC 2, 4, 7.5, 15, 30mg/kg/ H & M{FanBE K
HMlcrhFngofks BEETE 7Y Ly ERFIALLLT) L, ZORE. 7y FTlIR
BEN) O AFERSRE~ DR BT A DN o T, JRFISHR LTk, IR E A <o 500mg/keg/ B
DL B G RECILRHEB AL OB A D=3, [EFEMEITRS b, HAEFORE, TEEDY
ATEMSRE~ DB IERD bR Tz, TH X TIX 7. 5mg/ke/ B LA EF 53¢ THREE DI OAAF
FEFEE DD I BT P, BEFIEITGRD B Lo iz,

(6) A RIS 55
LR L

(N 2D 4FFEM
PURME (v T A, ELEY K) W
AR OENLEY hEHAODTRHNLEME. 7V Ly ERFVILVIELT Y bADT VP
R N BB LT FRAE CHRIBIFEMEDNTRD NN, = T A~DT ¥ 23 MERIIC L 2 EEN
BAETIXEFEMEARD 5T, BTy N R~ T A~DOBERFEGRE THHRAOBRETIILE D
W RMEITRR D SR o T2, TEMERIETH 58 7 2 b Lo O MR OERURMETIE S A
RO B0 T,
— 7 R E ORZEMEICONWTIE, B 7T 7 AR 7 4+ # X2 AL OMICTHWRZTURMEN R D
bz, £, B R D7 — A A VER X0 7,
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EEMEEICEI HIER

X 53

L7V Ry ERR L 100mg TOK) e T
7Y Ly ERF LR RIAKL 10% [0K) CIVZE (i S
) R -EMSEOLLTEICEIVERT L2 L

By 7Y FLy ERFUL o g

AR

BRI - 3 4

BERE TR
Bk IR

Rk EDFE
7Ly BRI IILEE 100mg 0K

20. L EDEE
TovI en —al BRI IT, WK ERES TRIFT D 2 &,

7Ry BRI IR AR 10% 0K

20. kL EDEE
BHE D=8, A bV ARIANTHRA G LT HERT D2 &, A MVARE Z 50 LG i
REBETTRIFT D &

BEMTEM

BEMERLTA K L

<FvYvoLEy :FHY

ZF O BEFE T EM - [XIL 2. Z Ofth o B EE R DES R

F—R% - R
Bl —RE3E « A A7 27 b MS*BE 100mg, A A 7 7 b MS*/NE MK 10%
R % .7 4% A (CFIX) . E7T T A5 EARFI L (CFIM-PI) . 7 Y=/ (CFDN) .

Piraxy

IR RXT LA FrFkEFIL (CPDX-PR) . 72 EARFT /L (CFPN-PI) %

EESEEFAH
19944 41 H (AA)

RERFTABFABRVEARES. EMEENBEAH. lRTcHKFAR

Wk 7e4 BUEIRTEARRAEH IR FAMAAENRAEA B | IRGEBRARAEA B

IR 5E4 ™
7Y RLUERF I 2017THE2 A 15 H | 22900AMX00440000 | 2017 4E6 A 16 H 201747 A6 H
&E 100mg [0K)

HRIEA LB

§ . 202346 H 29
7V MLV ERFY 6 A .

> ek 2 = 30500AMX00134000 2023412 A 8 H
JUEE 100mg (0K (REHTHIAG

1) PO EEANR - 202443 H 31 A (SF15 4 12 A 19 AfEA 5 SRS 333 &)
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10.

11.

12.

13.

544 REREAGRAEH H HKRE S HAMFEYEIEHAFH B AR 7eBRAGEEH H
IHRR7E4
TR UERFTIIL|] 201TH S8 H 16 H 22900AMX00652000 201846 H 15 H 201846 H 15 H
/N FRIRE 10% TOK
RFC4 A
7Y FrLYy EARFY i?ii:%ias%iz H 30500AMX00135000 20234412 H 8 H
JL/N R 10%  TOK ) HPT PR

) R EIR - 2024 4£3 A 31 H (BF15 4 12 A 19 BRI BAE S RE

333 %)

MEEX (THEREN. AERVAELEEENEOFABRVENDAR

L

BEARE. BHMREAREABRUZONE

L

BETHM

L

REHEHIRICEE T 515%#
AR, BT 2 HIRILED bR T A,

ZEa—FK
- JEA B SEMmALYE | EAlEEKL = — F - o L& R
Wiy WP B o — s (V] 22— ) HOT (94D 7% | o o5 ) o
B R FE4
7 R ERFUIL 6132015F1088 6132015F1088 125594201 622559401
$E 100mg 0K}
7Ly EARFIUIL
§¢100mg [OKJ 6132015F1100 6132015F1100 125594201 622559402
JEA i SR AEE | RS = — N L& B

oz d

HOT (9 #1) &5

/NI FHIRE 10% TOK]

I EES 2 — R (Y] z2—R) SAF A — R
IRik7E4
I RLUERFUIL 6132015C1111 6132015C1111 126443201 622644301
/N HARRE 10% TOK]
7V MLy ERFIL
SN REYS 6132015C1138 6132015C1138 126443201 622644302

14. RIgIGfT LDEE

7Y Ry ERFIIVEE 100mg [0K) RO 7 Y by ERF LN FMRL 10% [0K) 135
HEREELTHY . DTSRRI L ORFEEREMITEZ Y LRV,
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XI.

1.

3k

51 AR

1)
2)

3)
4)
5)

6)

7)

8)

9)

10)
11)
12)
13)
14)
15)
16)

17)

18)
19)
20)

21)
22)

23)

24)
25)

26)
27)
28)
29)
30)
31)
32)
33)
34)
35)
36)

The use of stems in the selection of International Nonproprietary Names (INN) for
pharmaceutical substances 2018 (World Health Organization)

-\ F B AR FH<https://www. mhlw. go. jp/stf/seisakunitsuite/bunya/0000066530. html>
(2023/12/4 77 & A)

7Y Ry ERFIOVEE 100mg [0K) OZEMEICET &R (NEERD  [D000759]

7V MLy EARF VN 10% [0K) OREMICET 2R GEvEED  [D000757]
BTV LY EARFILEE 100mg T0K) OFEMME (HAFER T EHRE) (BT 288 ((EN
&£ [D000064]

7Y Ry ERFIVNERMEL 10% (0K OEmE (AARERFEHRER) (BT 28k
(F:PNEER)  [D000756]

WNBEITIED « AALFRIEE MRS, 2012 560 (4) : 478491

JELAE 55 88 e i R RS B R A AR - U E s B ] O TR &

S5 B> : Chemotherapy. 1992 ; 40 (S-2) : 105-119

L8 ZW1E 7> : Chemotherapy. 1992 ; 40 (S-2) : 459-478

i<

@)l Al—1EA> : Chemotherapy. 1992 ; 40 (S-2) : 543-558
S 22413 7)> ¢ Chemotherapy. 1992 ; 40 (12) : 1472-1498
L8 ZZW 1T : Chemotherapy. 1992 ; 40 (12) : 1499-1528
sl Bl—1E2 v HARUWREFE. 1992 5 54 (8) : 1418-1434

=M YKEBIEA> : Chemotherapy. 1993 ;41 (1) : 57-77

INVARER SRRGIE IR A R T A MERER S « /NEMEREESEZ BT A K74 > 2011, #
Fodem, HR, 2011

AAERY S, BANEE SER, BARR SRRV GYENE S - /NE R B RZHE T
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