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400mg 1H 3l &%) 8&1) s

BT (LD EH0) (IR % : o

— 5 —



16.1.3 BOKRE L DL

Pt B N BB T (20~ 22)%) 6 44 % 3 R A #) 200mg % 90
SEMEEICI Y, YT aFY Y EE200me K U°300mg
(100mgHe2se F 7213388 2RI 5L Y. 7 a Xt —
N—FICENRZFRHMPEL Lze ARHI200mg 7 3% i
T O ML R BE 13 3% 5-# T IR 12 200mg i T8 S5-I & D
1.5fHWwWE — 274 (Cmax) #/~ L. ZOHIT LB E
RPET L. BORG R L HBEOHEEBTHI L.
T 72, 200mg ML EHERF O AUCH- X, OGO
1.2 Cdh o720 BB, 200mg i FHER O Mk %
300mgHE 1% 5.0 & g Lz & &, Cmaxid1.24%.
AUCIZ0.9f5CTH o720 Y TuT7BFY T VORKRORS
BEDNAL FTRASEYTF (1%, 82.5%THh o720,

ug/mL
25
s ) 0 300mgiE[ 14 5-
/1 A 200mgHEI %5
P ® 200mg R (9043°)
H P + RS (611)
i
B
0.5
L _— H»,, ? ((
0 0 2 4 6 8 10 12 ’ 18 24 hr
g1

OG- L2 24, BIRREBAC T IS v il vl B2
D LS R O B OPR I RIS QKT 250 5
NTVBYFEAT—%), [7.1. 7.2, 9.2.15H]

7V7F=r7 | Cmax AUC | AUCe2C | tue CLtot CLr
V75 vA | (mg/L)|(mghr/L)|(mghr/L)| (hr) |(L/hr/kg)|(L/hr/kg)
PhR-5E| 0B | 1ne | sHE | 1BE | 10E | 10H
0 CC;;;]:); .| 380 | 102 | 325 | 459 | 045 | 0234
MMMl ey | a9 | a8 | ae) | @0 | a2
(10f%1)
ﬁf%ﬁfjﬁwa 459 | 154 | 504 | 523 | 033 | 0138
MESNI-C 1 (2000 | (22)° | (220 | (32) | (19)° | (80)
(114)
40301%;%???; 535 | 215 | 483 | 572 | 023 | 0087
m(gnéu)““ 28)° | (26) | (20" | 13| (20)> | (47)®
S )4
mo;gciz_uif?ﬁ*a 428 | 301 | 663 | 833 | 013 | 0018
fm‘u;‘ (21)b | (28)° | (29 | 30)* | (26)® | (86)"

RT3 (R % %)

a : H{Z mL/min/1.73m?

b : p<0.05(vs. Ccr>90* group)

¢ : AUCo--, ssx #5- W%/ H

Cer: ZL7F=v 2075 v AUAMMNREEZ LY F= v 2

V75 ARBRICE B)

CLr: &2 V75 VA

Q) M EN 22T T L EEEREBRETZ NS L L
Ty ARAM400mMg#E 7 T A F — 8 =28 0, MBLEAT

v [ oo [ ot [ [t 0, rhmomibsmmemyn =
300mg 171 | 098] 058 | 340 731 ¥ (1%?&1)}, TeBR DI R ST A — 5 a;tujw LB V)“’C
SO | $017 | 2016 | =014 | £022] | %050 Boo 37 A =5 GIFMHTRZERO ST
200mg 141 0.98 0.61 3.49 542 MEENMICE VR ENTTaT7aFH T ViZl10%FE
IS | £009 | 013 ] =010 | x024| +0.21 FEEEZONLZDHNEAT—5), [7.1.7.2. 9.2.151]
2()()ing 206 150 024 289! 306 6.60 &5 | Cmax | AUCo2 AUC’ AUCuom | tiz | Vss CLtot CLr | CLd
ﬁ(zf)z?.;f 2007 | 2000 | 2005 | £017| =13 | =027 ﬁ;&g (mg/L) |(mg*hr/L) | (mghr/L) | (kg*he/L)| (hr) | (L) |(L/hr)|(L/hr) | (L/hr)
i 701 394 447 884 | 1251292 8;95 010 | 1.18
N - % (44) (41) (56) (50) | (68) | (22) | (56) | (169) | (85)
#) BOF O A& EIE. 1F100~200mg% 1 H2~3Hl, T

SRS L CiX11400mg % 1 H 218l

16.3 2%
R R RBAT I RIFTH 0 | B, A e,
JEKNDRATFAHED S 71210,
F 720 SHECCHIRIRE. IR, k2 Ak (. JPBE,
P, TED. BISEEREIR. RTSLRR T R & R R
FHLRZFRUE., BERCZOBMR. Bk, ZH.
MR IDGRA AR R Bk C I v 5 E & [l A BE o> A OV LA
BENBDLNTWVBEY,

16.4 X35
B B N L2 1 300mg 2 1R [ S i e U223 &, o
BORACEm E LTI F L 4k (M1). N-BRRRH4
R(M2). FF VM3 O3MIKIER TS, M
WEHEE S 5 RO 2 RE BRI T 2 ERIEEhE
Nn1.8%. 4.8%. 7.3%&Kkdo 77,

16.5 HEttt
AANFTEE LTEBA»SHE S b, EERAICLH
300mg % 1R BHE L 23, BG-BICHT 535
#2405 1 £ T oRPPENE SR REILE - 58.1%. RHW
MI:1.0%. M2:2.6%. M3:4.6%Tdh V. KLk
LREMHbET66.3%TH B, [7.1. 9.8.28]K]

16.6 HENEREH T 2HE

16.6.1 Bi#gEERE

MZLV7F=v 2975 v Al (Cer) 1T & 0 BRETRIES
B (Cer>90) (10%1) . BEREREEH (61=Ccr=90) (1161).
AR H (31 =<Ccr=60) (11%1) kO~ HJEREH
(Cer=30) (10%1) D4RV F. 11M1400mg (3 JiE i
W2 L Ci3300mg) % 8~ 128 [ & & IS AHK 2 P #E

B | 571 346 384 765 | 114 {1604 | 104 | 011 | 244

2 M| (45) | (45) (55) (45) | (62) | (27) | (55) | (158) | (37)

] i

RT3 (R E%) . 75

CLd (dialysate clearance) : MEENICL B 27V T 5V R

AUChom : RE 4720 0P 55 (mg/kg) THIHEIL L 7zAUC

16.6.2 /MR
NRBHEXRE U FHEREYEHRET O R, I
TR MM N R B (R E30kg, 2 LT F=v 2
7 7 ¥ A2100mL/minZ #5E) I2BF527 )7 7 ¥ AR
O i B O FHE R4l i3 2 M2 10.60L/h/kg L OF
2.16L/kgTH V. REHE - HEZHS L-BEo3RkY
BREIZ, MEBRBFERABELTHLIRETI RNV
LoffEg S h® MHEATF—%),

16.6.3 ElpE
T (70~765%) \Z1M1200mgl H 1] 11 B A5 3% & (1
B1). 1M300mgl H 2] 10 [ i §ei: (4pl)) L723A
TR & IEiR L CAUCOHEN. CLtot DK FA3328 &
. E2Cmax®OHIN, VssOIE T ARBE S 721219,
[7.1. 9.8.2&]

PrE Wi | trza |t12f | Cmax | Ve | Vss | CLtot | AUCrw

(&%) | (hr) | (hr) | (ug/mL)| (L) | (@) | (L/hr) | (ugrhr/mL)
200mg

1RER | 71 (027 | 26 | 351 |249| 690 | 288 6.95

JARIL]

— 6 —



o | F# | tiza [t2f | Cmax | Ve | Vss | CLtot | AUCre
vy

(%) | (hr) | (hr) | (ug/mD) | (L) | (L) | (L/hr) | (ugrhr/mL)

70 |011| 27 | 353 |248]| 972 | 298 10.08

300mg |7y To30| 35 | 571 |243] 776 | 226 | 1329
1IRER

i 751071 36 | 313 |735|1088 | 244 1231

76 1047 | 35| 516 |366| 754 | 195 15.37

17. ERERERAR

171 FRMERURESMICEEY 2558
P T 2 R RB I E AL L b ERS L TViwn,

17.1.1 ERIEEHRILEEAER. EN—igERPRHER (R A)
1[E1200mg1 B2[E 4 2 WM E3E. R U1E300mg1 H2E 3%
SeFOERKRHER FrAEEHHE (B3Rt 7 LR B
VAR R L) FshBI™)

ARhE

/3102 DIz [@d [Zolo]

FBIEB | B | SER o

WUMLAE 6/8

i 0/1 3/3 34 | (750)
';% g - B R OT 9/10 8/8 31/33 48/51
e | iAo kg | (90.0) (1000 | (939) | (941)
%h | Wi 100/120 |109/130
f"% /5 >/ (833) | (838)
B | R, g 11/12 | 14/18
5 3/4 02 1 17 | (778
= | B g 6/8 13/17 | 21/27
z o) | Y| wes) | @78
e 22/28 18/20 158/186 |198/234

(786) (90.0) (849) | (846)

@ : 3t 7 = 2 RS PR F R

(OB DA WG P T

¥ RIABES AR O K ¢ AARE S B3 BT E T3 I
tT7 2 ARDBHVIEANVNRFE LRI LR H A3 H B 2L
E3E SRS REEME SRR 2IER

B RLOBIBE X B ARH AR FITE3 MR L 7 = A
SR B R A MR T78.6% (22/28%1) . A VISR R
2SR IESHHBURE AR5 T90.0% (18/20%81) TH - 720
LR NARRTIET P B E T1368.8% (11/1641)
W ER R E Tl392.3% (12/1361) . KW <ix (4/561). 7
V7Y I/ TIE57.1%4/78). = 5uny ¥y —|/T
1387.5% (7/8%1) | HkIETH T1380.8% (21/26%1) Td - 720
M PR 45 2 W S ARFIE 300med B Wik & L
Tk 7% VY 2KMWIN2g, ZhZh1H2Mb ke
AT T ILERERBRIC BT B AR, AHI85.7%(78/91
Bl) . xFHRSE84.0% (63/7581) TH V. HRAIEIZBIT S
Rl GEH) SMEES Wiz —J5, RIB 220D 3 A
HE T & 7HER TORIHRIITAAT8.9% (30/38%51)
xR 2E100% (28/28B1) & RHDAFITH - Tz,
WS A2 &, Bl SR HA T IR Ge B < A H] O T 2
HA358.3% (7/1261) & xFHE2E100% (8/8%1) (2 ik L T
flizR L7219,
HIED 5 WV IdHRTEESSE (R R SR OV EER)
BF &S E L TAH200mgl H2~30 X 12300mgl H2
Io] 5535 T U 72 A 101 48 T AR ZRERAC 38V 2 00 T R I i
it IBH T OARNEIL40.6% (13/3261) & AKA» 7219,
17.1.2 EREE MHEZER (RA)
1[B1400mg1 B2[E & % (M (3 3[E13% 5 BF D Ea bR e ER
TIE AT O PR A TRISE AT S 1 Rl P 9 L
V1R PR AR A O T IRIE G D A B & i BT ARH]
400mgl H2[ & % & 318l SR EHE % 17 o 22 BRI
B 2 WK 2 W (R4 5-%5~10H B) o B i
RTOHRBR(HBE] TH o - HBHOHE) 1370.0%

(1472081) Td - 720 MW MR EIVH E T & 7HEFI T
DGR W DB 31354 .5% (6/1181) T - 7219,
BIEH (R mAMO R LB 2 &) 1238FH 174
(44.7%) 138 S, ELRIEHIZALT 15 AST E5-
WFRSRE L. IFMBERINZ . M 48, IRGTERARLIE ) O
BHERRLKISTH Y. FhEh2sl(5.3%) B Sbhiz,
17.1.3 B —EEHRIEEHER (IR)
T PR B RE R S B B e o /N E (1~17%) %
Mg L U7 A2 b = B AT B B BRI B v
T AWECHE I GREHE T%5~9H B) OERRZ R iR
WIS TH - 2R FOEAIE. Y Terad
B2 95.7%(202/21181) . xF HEIE#192.6% (214/231
) TH . FHEZE[95%EBXM] . 3[-1.3. 7.3]%
T WIS 5 IEHM GEFE~ — ¥ v 1 12%) 2SHGE
SN BHEHEROWEHREIY Turadyd v
86% (178/206%1) . %FHEH#-1% (181/224%1) Td - 722,
BIVE 33580536 38 S, E 2RIV T #1342
(3.9%) a9 (2.7%) « AR RTH(2.1%) FTH - 720
17.1.4 B —EEHRIEEHER (INE)
FENVERRAEE O MR A B o /N E G~17%) 25
& L7 AR b — B B AT B M BRI B Vv T,
BHERTREOBRAMEINLE] TH - 2 HBEEOH
i3, YTa 7 aFH Y rH100%A1/4160) . KR
*2100% (43/43%1) TH Y. HERTROIHE(FEVI)
DR—=ZAF A4 VP LOEAFIZ. ¥ Tusadyi v
12.3%. *XHE3E16.4%TH - 722,
BIFAZH T B R ARBUI ENAL L ERS L Tuivy,
BIVEH X678 40801232 S, T 2 /I 3B gk
BAERE 111 (16.4%) « S EAERHL0M: (14.9%) . 7
BHERAL B 101 (14.9%) « 389574 (10.4%) . Bk 2271
(10.4%) . BsipEE50: (7.5%) . WEH50:(7.5%) . B
A (6.0%)  IFEEERISINAEALE (6.0%) FTH - 720

1) WA DO RR A

%1 : 75TV TVALEETAFTLANLII MY ANTY
L ANT7APFHS— NV EDPHL I AV

¥2: PTG Y VERTIIIVLEDHHAL YA Y

18. FERhEIF

18.1 1EF#F
MEDODNAY ¥ 4 L —AIH/EH L. DNASK % %S
b0 PUREHEIRNN CTHRIERA»RDONL, &b
FEHEHILRE SR RERE LI -3L. MEON
Bmam 720 ¢ AR SR 3 %2,

18.2 ME{ERA

18.2.1 75 AR RO 7 T A BRI LIEWHiH A
RZMVERL, 7F7REE. BEREE, IR,
KGw. 2V7y9RB, zrv7unzy—Rg. #E
Wy V¥R IREICH U CTENLYETER (n vitro) %
AT BB, TNUKEE. BEREE. RBE., =~
F Ny ¥ —J& (Enterobacter cloacae) B O%kIRHIZ B
W TR AR GBI I R TR M oK T 1 2532
ShTw 2)22)727)o

18.2.2 IR HERRIXT 3 2 PLRITERIZ 7 7 A BBtk IC B
W TMIC50%%0.39~3.13ug/mL. 7 F ABEHERICBWT
IEMICs0A5=0.025~1.56ug/mL T 5220,

18.2.3 #f 7 FoHRE. KIBW. NERE. SERo<
7 A4 B ERGHIE B TOVAIZHEIR N R ORI G- L 72 3B
T, WTFhORKIZBWTH EIRNIES DR R
FREOBS X YN, EDsofl1d#1/14~1/6f5TH 5%,

18.2.4 MEMET A X VI HRIE W HF M 2 R AR ST S /2%
D BT B FAE PRI B RABE & iz FRH
IZR9 Z2MICIZ0.08ug/mLTH o 720 W ABERE 2415 [H]



% & 0 AH 230 H BREIIB G- LRk, JEiaHeaE (1041
HOBISE T - W ABRFER3~8HLIN) L BB L, &A%
HREOPIPIBIELT - B5R THR6H H) THERETH
DT AR B 7=,

19. B ICEY 2 EEIAER

—igR&Fs - 7 a7 ax¥ ¥~ (Ciprofloxacin)
B&% : CPFX

1tZ%4 : 1-Cyclopropyl-6-fluoro-4-oxo-7-(piperazin-1-
y1)-1,4-dihydroquinoline-3-carboxylic acid

SFI - CirHisFN303

SF= :331.34

MR - ARG AG~REA ORISR EOREKTH 5,
AREARIE TS 2 = (99.5) 11T L A LHET v,
AREET V= 7 RIICHET %,
ARFIEBIZ X o> TIRAICHAERH VD,

EZBER :

HO Y

I

(o]
B #9270°C (50 #)

20. BV EDEE
20.1 BOMEZRFT B0, V7 by 7O
B X CREL RNV &,

20.2 SHEOWINC R ORI AR b B BE1. MR
AL DN T LW RN H LD T, HHLZNWI &,
20.3 HEIOZ =V LT 5B 7 4 VAR —iZANh T

LLEIXIIMHLAN &,
20.4 AAMERX VLY L 72203, B4 HOEZ B TRAFT
5Z¢,

22, A%

(7Ox % >iE200mg)
100mL[Y 7 b2y 77148 % 10]

(& 7’O% 4> 3400mg)
200mL[V 7 k2% v 7148 x 10]

23. FEXWK
1) Cockcroft DW, et al.: Nephron. 1976; 16: 31-41
2) FEPVERL BT R B R S B A o /N R
BB 5 ZHE B (SHELN) (20154E9 24 H K
. CTD2.7.6.22)
3) RIS N FLmE L ERR. 1986; 20: 8903-8913

4)Roberge R], et al.: Ann Emerg Med. 2000; 36:

160-163
5) HIEIEA: 99 . 1995; 15: 337-338
6) Tk Rl SEBE & ERR. 1997; 31: 2433-2466
7) WMLl JREE L R, 1997; 31: 2701-2725

)tk N Rl R A BT B e EhE (FHE 300K O
400mg) (20154E9 H 24 H A& F8. CTD2.7.6.1)

0) +EPE L fEHERR A BT B S EhRE (HHELA 200 K OF
400mg) (20154E9 H 24 H A& 8. CTD2.7.6.2)

10) #E PV RE: il 98 3B PE IR IR 2 O IR &G H A
NEBFITBT 2 S HREOIEEWRRE (201549 H24H
A, CTD2.7.6.28)

11) 27k 3 ARt 58 & R . 1997; 31: 2503-2512

12) PRl Hb#Eaxsk. 1997; 45: 923-935

13) /MRAT il BAbHEsxEE. 1997; 45: 846-871

14) MR BAb#EsxEE. 1997; 45: 936-950

15)Bergan T: Diag Microbiol Infect Dis. 1990; 13:
103-114

16)Shah A, et al.: J Antimicrob Chemother. 1996;
38: 103-116

17) AR MABENT BB 2 W EhE (FHEN)

18) #EN LRl NRBF BT 5 ERE (SHEAN)

19) Al HAb#EsxEE. 1997; 45: 901-922

20) #E R SRR BMEE O /NEBFEIC BT 5 EEHR
AR (PHEIN) (201549 H 24 H K2, CTD2.7.6.24)

21) I FEft: Chemotherapy. 1985; 33(S-7): 1-17

22) (PG R 7 v v R PuriAlCiprofloxaciniZ B9 %in
vitrohii )]

23)*ENERE Fr¥ 2 v v REBBLRF Ciprofloxacin® i
BRAENPLR )

24) 4R CiprofloxaciniZ B3 2 Hll B &2 1Y 574

25)Saito A, et al.: J Antimicrob Chemother. 1986;
18: 251-260

26) INE =4 Jpn J Antibiotics. 2008; 61: 241-268

27) Takesue Y, et al.: J Infect Chemother. 2012; 18:
816-826

28) T TP akEf: Chemotherapy. 1996; 42: 140-145

29)Friedlander AM, et al.: J Inf Dis. 1993; 167:
1239-1243

24. XEREERKERUVBEWEDESL
SCHREE R 56
WA T VEGHKEH - AFA AN, VT A=V ay
T530-0001 KB i AL X A = T H47%F 95
NA TVEFEHEERO B WG bEE
EH50120-106-398

26. BERTFRESF

26.1 BHEARSETT
ARIESIE 371 /S g
KRB AL g =T H 43975



