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FERZERTICH T B sitafloxacin DEEHE RV FINEDO1EES

PAAELZ D - AR D - IEAE Y - ST D - SAEREED -
RERMETD - ESHE T - ORFRIRDY - T2 - il 5D -
L Z NS - $ARIEE > - $REE RS D - (LS
D3 — = RS AT AL AT
288 — = N R R A VR AT
VIR AH T -5 A T X

(2011 4E 8 A 8 H&2AY)

L

Za—F /v Y RBOHFEIETH 5 sitafloxacin (STFX, 'L — 2y M §E50mg -
MIKE 10%) 13, 2008 4F- 1 HICBLERFe /KGR 2 HUS L, 20084 12 HA 5 20104 11 H &
TO2F N FHRGEFAA 2 F2hE U 72, 22E 287 OERIEMER 2 & 3,558 il i A 25 4 N4
U, RAVERHEE GOER 3,331 6, A xhkataixt §oERl 3,225 BillZ DWW TRET L 72,

BRI R BIE T 4.44% (148451/3,33165) TH O, EABIMEMIETH (ERFEEE) 55
B, FFRgReRas: 301 C, REFIZZNTN1.65%, 1.17% CTh > 7z, HEELFIEMIZS
Bl (71F) B oh, ZONTE, B, FEREEE, Amkiokd, 2, K
WHiE, Bige, HERENE 1 Th -7z,

ARhFIT, BIKRT92.9% (2,997#5i1/3,22561) , WFWkdy, PRI E OREGERE R - A %
& 91.4%~97.8% %/ L7z, 7z, WILEFIC BT ML 91.5% (808 /883 #k)
T, 77 LBTER 92.3% (3108336 8%) , 275 LFaMEHE 90.7% (458 ¥k/505 #k) | (R
SER 100.0% (28 #/28 #k) , FEERIE 85.7% (128/14%k) TH - 7=,

DIE, {520 T CHE L 22 AT I 0 T STEX X R AEIC A X 285 2380 3
BIREYHE I T 2 AT 0% L LA /R L2 06, ARGHEHE TS 5 2 & iR
N7z,

Sitafloxacin (STFX) (&, #H— A TRl OREGYE 2 8I0%E & L T 2008 - 1 H 12 #dE ke

Blaxnz=a—F /0y RMEETH S, STFX
BRI R &2 &0 T 7 7 LBE, 77 o8
PEF 2 6 IEE RIS & TRSMEIAWTTR 2 X2 b
ADE D F ) uy RIFEOENERTH 5
DNAV v 4 L =28 XV KA VU AT —XOliff
I L TGO = 2 —F 7 o v [PUEHKIC AN
MO FEER #6352, AFNL, MG, R
¥ W ARE, HEEL, R - CURESVRNO K AR

KRG L, HEADME U TRFDIFELE S
J 7=,

HEHSRE TS50 2 AFID LM 3 K OHRIE
RS 5 720, [IRIES O RGO 3 A M
URRBRO N D FHEIZBE 3 2 A ] (PR 16412
H20H I @EHE 1715) 1266wy, 2008
12 HA 6 20104 11 H o 2 4:/12 3,000 451l % H
& U 7= f F B A & FEhE L 7. RS A TR 5
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hr-kid & P AR T 5 2 &k, KK E s
FHOHEE AN D 7= 1M TEE LS 2, HEA
HESIZ LB AFKT A L& LTz,

I. FAEHE

1. {HEAZA

U =2y b 8E50mg (18EH 12 STFX %
S0mgEHTAHT A NLT—T 4 VIEE)

L =2y MK 10% (1gHic STFX #
100mg &H$ % 32—7 4 v 7 Hithi)

2. AEXR

KA Sz @FefddRr e L, —&,
AR E LB, BOBLERELENT
L7,

3. AEFHE

LB ST S TR L 72,

AR AT BRAIE, AT G-, $5-Fkn
HZz & TTHUNIZERE 28t v 4 -1
FAX$5Z&&L7,

4. AEPES LURAETFEESE

AN 2008 - 12 H 1 H2 5 2010411 A
30HE ToO2FME L, & TEiEFIEuE 3,000
fil& L7z,

5. AEHE

AAEH R, BEEE B, Fl, AR -
NRDOX Sy, i, FIHBH (RYUER), B3
REQEERE, R - A0ME, MR, 71
F -, HEOEESE), EHEGIRI KAl
| B 5-5, | BfGm%, %50, A5
ATOFRSE, DFFHSEAIS) , MEERRA, ERR
MeAr, ERRRIR, BFHER L L,

6. FHEIEE

1) B2tk

AFPEGBRISHBIL 2R HiFE L g
AHERR L L, TS bARFE ORRBRAE S
ETERWRERZREIEHE LU, BlfEHEREER
&, (EIE R EBUEGIBO) /(2 A VERTAMl XS 529 15l
B x100(%) & LRI L7z, BIfEHOEGHZIE
[ ICH [EIFE & 2 FHER 5 H AR (MedDRA/J: Medical
Dictionary for Regulatory Activities/J)| (Ver.14.0)
Wz,

2) Bk

BRI RIE, ARAHE G-k - & T RO ERIRIE
W, MAERRE > 5SROk, [H
A TR B O [HEAsel CHELE, A
EE, CARDREGIED) / (AR MERTA e GORERGIAL) X
100 (%) & LTHEM L 7=,
WOWERIE, AHE 5B i (< FH 24 2 A 235 [
W EHEE U2 B A x50, AFIR Sk - # TR
DIRKEOWEA k] THEEWER] ({6 &
KO THIEARRE] CHE L7z, WA EIL,
P+ HEEW ) /(R + HEE W + fEfi) X
100 (%) & LCHEH L 72,

3) MEHERGE

HHRETOH 7T — Z L ICRHERRBIE A 5L
WUz, 773 —BOREIIE > B & o,
AR 5% & L7z, &d, BREDERIZ,
(AW - RECiRk) o730 — 3z, A%
WEREYURERC, EARRISEICHERE 2 L IEG L
7z,

II. &R

1. FEBIERK
A [E 287 gk OB 222 ik, B 65 fii i)
DEFEWER 5 3,558 O FEZAINE X /-,
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Fig. 1. JEGIFEK
A LR IE 5]
3558 14
PR R SR ERIME 1]
227 131
A o A G-BAAAS B LAREIZ Bk 3
AHFHE 3
AR 5-B4s B LA OBk 7 L 217 4
HEERTH 4
EVEFEA R SE B
3331 5
B Zh MR o S R AME B
106 131
PRE - FERYYE 14 )
T S AR YLE 17
A RYYE 27 151
e R 2 B 203 ) TE R RE 33 fi
X v 2 RPUHE EIC 3 LIBBUE OBEFEREH 0 12 )
1P 1 1
/NR 2
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3225 4
Z ATl x5 O NR % Fig. 112RF, 3,558%1D 5 2. BEE=

5, AHIEEG-BRE H DA O FEkRE 2 Lo 227 {4l VRPN R SORER 3,331 Bl DB E T 5
7= 3,331 il & A SRER & L= 1T, EHERE59.6TH D

RAVERHINS RAEF D 5 5, BRI 2 HE AR

% Table

s X 5y
TOHAIL 65, E 75 AR AH 22.8% (759

fe, W LHDOEEZIZH -2 ERMED 1065128 Hl), 75l LEA325.8% (859%1) THhHh 72, A
< 3,225 15l & A b ATl SUERT & U 7=, Bt - SRBITIZABEEE D 11.8% (394%1) &%

NTW 7z, BEYUIEREIR A TiE, IR REYYIE 2
41.0% (1,365%) &3 £ <, N TIEI i
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Table 1. B&Eia

H H SEBIEC (%)
PRI 5 1676 (50.3%)
# 1655 (49.7%)
8 15RE A 2 (0.1%)
157% DL _E657% A 1711 (51.4%)
657% LA 755 A 759  (22.8%)
75m Ll b 859 (25.8%)

St + SD 59.6 +18.9

FoME, FRE, ROKME 13, 64, 100
ABE - S1 3k ABE 394 (11.8%)
sk 2937 (88.2%)
JERYYIE TR e RS 1283  (38.5%)
PR Y 1365  (41.0%)
fie B} RE I R 46 (1.4%)
B 8 R R Y E 275 (8.3%)
AR O SR SRR E 304 (9.1%)
Zof ' 58 (1.7%)
JEYYIE O BEIE FE HE 1794 (53.9%)
RS E 1413 (42.4%)
HIE 122 (3.7%)
B - KRk 2 (0.1%)
KA - B0HE [ L 1404  (42.1%)
HY 1924 (57.8%)
iR 88 (2.6%)
R 129 (3.9%)
LR 213 (6.4%)
VR 217 (6.5%)
Jid . P 121 (3.6%)
T A A DR 14 (0.4%)
Z DA, 1763 (52.9%)
R - RELER 3 (0.1%)
7 L L X —fE oL 3055 (91.7%)
HY 209  (6.3%)
FEH 100 (3.0%)
Z 115 (3.5%)
R 67 (2.0%)
IR &E& 50mg q.d. 37 (1.1%)
(554 R) 50mg b.i.d. 2951  (88.6%)
50mg t.i.d. 10 (0.3%)
100mg q.d. 14 (0.4%)
100mg b.i.d. 319 (9.6%)
A= Ry 1-3H0 198 (5.9%)
4-7H 1831  (55.0%)
8-14H 1048  (31.5%)
158 LIk 253 (7.6%)
R - RELHR 1 (0.0%)

¥4+ SD 8.1+6.6
/Ml RO, RoRME 1,7, 155

B 3R 2L 912 (27.4%)
HY 2419  (72.6%)

T: 2O ZIE FRREGLE  EISIMEIE , 8O RIED & Ehd,
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GURE 2 38.5% (1,283 %) % & Tunzz, HHER
B AOFEE A 20ERNZ 57.8% (1,92441) <
b, TOEENRIZNITEE2.6% (88fl), FIE
#3.9% (12961) , OFEE6.4% (213%1) , BEIR
5 6.5% (2171) , Wi 4% B 5 3.6% (121 4) ,
TADPAEDRE04% (145]) TH -7,
AFlO1 HESRIE, 11150mg 1 H 2 [l§%5-7
88.6% (2,951f1) %5, 1[M100mg 1 H 2 [m]#%
5139.6% (3196) TH -7z, F¥&%G5 HEE
8.1x6.6 H (V¥ £SD) Th 7=,

3. R&M

1) BMERRERKR

A VERA R FOAER 3,331 5, RIEF I 148
B (1921F) 1Z5R% 547z (Table 2), RIEHFEH
13 4.44% (148%1/3,331%1) <, FExEMEMIE
T (kA &) A11.65% (55061) , IFFERER
= OIFRRERAEERTEED) 2 1.17% (39fl)
Thotz, /0y RPIFEOEKLENEHE U
THIS T B8 SEHGBBOE , RERCT g
hE, HEZE, QTHERFORIERIZED Shkr -
77,

EEARWERESH (7#) Bvoh, ZON
AUXHE I, TR R CImERERD,
%, IRIMBERE, Mids, HEEEG ([hhidk, HERK
e | W E-REFIT RIS K B IfigegE ] &R
) A& 14 TH - 7= (Table 3).

2) EMERRBICHEE522ER
RBIEFHRBICHE A5 2 2 B2 Mt § 5 72
B, [ ] [ [ RESSERESR ] [ B -
AOHEOEE] [7 LIV X —EofAHE | [AH 1 H
fehm ] [DFHSEORM] [AAE SRR 2 L
TFZUINTIVA] OKH T —HNCEIE
FHFBURDL A MGt U 7o, [ R pEk | [ JehE
P ADFER I (BEIRWADFA ) | [OFFSE
DEM] IZHWTHEZENHD 517z (Table 4),

Z O5Ell 2 LU ISR,

(1) EGURERHIR

& G AEUIR 1 0D Bl 1 F 6 BLAR L % Table 512
AT, BIMEHIRBIEIL, PRI A EYYIE T 6.08%
(78151/1,283f51l) , BRIAL - ke R EIK B GYiE T
5.59% (17f5l/3045) ZRL, PREQEEGWE2.71%
(375/1,365f3l) , fiit ARHEIREGHE 4.35% (2 f5l/
461) , B EFIEIREGYE 4.36% (12 141/27551)
IZHRE D 5 7o PR ER REAYRE C IR BRI A 52
WORBENE L, BRI RHER & GYE T
1 IR RO R - 72,

Q) BEHRBEADE

B PR s A A0 51 0 B FH 8 BUIR L — %6 % Table 5
IR, BMERIRBIHRE, BRI 4 9 2IERI T
7.37% (1641217 %1) , Wb & H & 8O ERIT
4.24% (132613,11161) Th - 7=, WERWHEH
§ BREGICRBIE D G - 7= BE SRR A
T, 205 HIMBEEHEDRIER & Uit 7
B BRSNS 1 58 & =2y, Z Ofinhd it
Tholze ZOMOMPEBEDORIERHE LT, &
s, IRIAEA & 1 P2 S za8, Wi e bl
PRI % & 25 VIERFITRBLL TuvZz,

(3) DFF%E

1) FH 4 J 1 oD Bl F 8 BUIR L % Table 5121
¥ BIfFFRBIRE, GFH%ED DIERFIT5.17%
(125%1/2,419 %) , f FH3E 2 UIERI T 2.52% (23
B/912651) Th -7z, HiHFED D TRIEIE
2o = RIE SRR AR T, NRE LT
X, 7=V 73 bF VAT 2T — RN
201F, TANGX VBT I/ IV AT T7—X
BMP15SEE 2 o7z, ThE2HFOWTh,
ZRBLL 72 22600 1151%, DS pisedi e L
T S hi,
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Table 2. RIFERJEEIRIL
PREZ ok FH ekt CGRIRZ fekt FH B
DB IEER DB B FiikeN
22 ERHI R SUEFI B 1071 3331 BRI O fiR BIVE IR BLE (%)
RV ZE 3L 5 359 148 e REEE - 6 (0.18%) |
B SENE S 520 192 R RE S - 3 (0. 09%)
BITER 3 B () 33. 52 4.44 I L - R B S Y]
Bl OFfE SRR - 2 (0. 06%)
4 (0.37%) | 3 (0.09%) &’Ek;o&’ﬂﬂr&ﬁéé 16 (1.49%) | 13 (0. 39%)

ERYE S K O AR UE

AR R

AR L UHLEREE
2R 5 FESE

— ik BHFEE L KO GO ORE

{%F e HEBALALEE

R PESENR

el

R g R L ORI &

H ke

—
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Table 3. HEZLRIEHORERF—E
|
B4 i o | B s ot | 00 | ek Z0f
A i3 = A e RIS o
o
24
j'?)% 50mg b.i.d. Cer®?: 66.2 ml/min
B 5 H 1 P l,kg L L L 4H B [BUN®: 19 mg/dL
%HL& HH NSAID (v%)7° n7:/Na) 8
Cer™9: 16.1 ml/min
BUN ”: 32.8 mg/dL
T . AST 9 18 — 384 TU/L
. 7935 S0meg b.i.d. ALT 9: 9 — 308 [U/L
JEne y el JRIEHS A JRIEFEA 4H[# [E118 o
38.0ke WA ALP ;281 — 4125 IU/L
BRE% o
YyGTP 9: 59 — 935 [U/L
LDH 9: 178 — 357 IU/L
AH I L 0 [
i% S g | SOmEbid WBC¥: 3100 — 900/ 1 L
SRS oL o s L 7L “%#§%£# 6H M B |Cer, BUNE b oRHIE
[ HH FUEAl (V770 %) GEH
i% 50mg b.i.d. HLCr: : 0.72 mg/dL
S5 Kﬁﬂ 2L AL 2L 19 F & R |BUN®: 8 mg/dL
£ A M DBEEESE /5 ) A=Ay
&R A
- %1’?T¢L%§Eﬂfﬁ
(B il 3 A 50mg q.d. mg [Cor™: 11.5 ml/min
Wik 08 | B A1 RAE R el % |BUN®: 83.1 mg/dL
EER | 354 kg i TR EEIE | A TA -2 f—=—ff A e H o
= % SMES NP H I LRIR M 9: 102 — 9mg/dL
JEBEMETANA
WA 2

—=

A¥u. RIERREBRE oS BEERT,

TitiZe . ARG 1, TR RIC R DM R 27T,
e 55-wirfiE

BIfEFHZBLA Off

JVTF=r 70T TR (Cer)
T Rl — Rl 2R,

I%Cockeroft-Gault D= k. 0 HH

&ea e i

3) THI, FraeEEORTERR

APETRO 5N ELBUERITH 2 T (1K
) LATHERERT S (IFPRERM AR R &)
DFBURDILE LL IR,

(1) FHIOFBLRM

LA VERHA R SER 3,331 Bilep, TR (R A
) 135501 (1.65%) (2B Bz, T,
DOWIRIE THI 4151, BAE 146G TH D, THELRE
BB b -7z, T (KEET) OB
R % Table 6 (2R3, AAIFEG-BAa H I 741,

BH (1H%) c16flcary, HE5MB3IHEGE
O BRARFIRIZ84.3% Th - 7=, IEItZ 45

R, 1252 5Bk 6 B 312 R ETZ O R0
BRI TH - 722, RO O S0BIZThe

M{E & 7213 LCTHD, 2D 55 72.0% (36
Bil) 2 TFHIFEBLA S 7 HLIPIZ R - 8 LT
776

F72, [HEOME] 25 [ [ FHRiLL$
W THREL R0 DX MO FHiF B
[ | T1.27% (25%1/1,974%1) , [FHIL R
Wl T6.45% (4fl/e2fl) , [EMLRF W] T
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Table 4. FEKBIEIEFHFE BRI
BEAMm {5115 RIERA PiE

PRI 5 1676 78 (4.65%) | P=0.5523
LS 1655 70 (4.23%)

- fhin 657 AT 1713 70 (4.09%) | P=0.3339
657% LA 75 RE A 759 41  (5.40%)
75 Lh kB 859 37 (4.31%)

JECYLIE REIE IR 2R 1283 78 (6.08%) | P=0.0021
PR i 1365 37 (2.71%)
i N R R 46 2 (4.35%)
H SRR YR 275 12 (4.36%)
Pl - O PESMRL R R R 304 17 (5.59%)
D 58 2 (3.45%)

FERERIE - A OHE el 1404 50 (3.56%) | P=0.0342
HY 1924 98  (5.09%)
B - RECEL 3 0 (0.00%)

P 2L 3240 142 (4.38%) | P=0.2741
HY 88 6 (6.82%)

BRE 2L 3199 140 (4.38%) | P=0.3242
HY 129 8 (6.20%)

DR R 2L 3115 138 (4.43%) | P=0.8561
HY 213 10 (4.69%)

BRI 2L 3111 132 (4.24%) | P=0.0306
HY 217 16 (7.37%)

b4 i 7 i L 3207 144 (4.49%) | P=0.5350
HY 121 4 (3.31%)

T AN AEDRERE 2L 3314 146 (4.41%) | P=0.0735
HY 14 2 (14.29%)

7 LV —fE 2L 3055 134 (4.39%) | P=0.5517
HY 209 11 (5.26%)
B - AFLE 67 3 (4.48%)

AFKI B h5& 50mg q.d. 37 2 (5.41%) | P=0.8350
50mg b.i.d. 2951 130 (4.41%)
50mg t.i.d. 10 0 (0.00%)
100mg q.d. 14 0 (0.00%)
100mg b.i.d. 319 16 (5.02%)

fF FH3E 2L 912 23 (2.52%) | P=0.0010
HY 2419 125 (5.17%)

At 5B bR O <10mL/min 4 0 (0.00%) | P=0.1823
WiF=y 75087 =10~<30mL/min 34 5 (14.71%)
=30~<50mL/min 146 7 (4.79%)
= 50mL/min 698 44 (6.30%)
B - RECE 2449 92 (3.76%)

T Cockeroft-GaultFt & AU IV E H L=,
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1.83% (561273%1) THH, HE, FHRILRT
WAIZBWT, MHORBHEENE D 572,

(2) JITHRERR IR O FEBURML

22 A VR AT G GO 3,331 5l vh , AR e R
(PR R A R & ) 133961 (1.17%) 12388
bh, TDIBIFINEETH 72, EED 14
13 79 D EiiE T, Cer#®16.1 mL/min & E%RE
PMETF LT /228, 1150mg 1 H 211434 H e
BhEh v, &k, ARFES IR X0 HE
LT, JEEE AR E 38 fih 7 7 = -
TIVNTIVRAT 2T —XERIT AT E VB
TIJ)EIVRAT 27— EHRKAPEGHT THE
% TIZ 100 TU/L % #8388 U 7= 5EflE 2 o2 i 51
8WITH - 727, 200IU/L %88 2 725EHL 5 5 -
7z FEHEBHITIZO TS AT R BLO RS
37K, RAIREG %I F N U - IR A
AR 6Nz, $IHE 112 R 2 2 L
TOBEWZOARE, 262858 15 H% KU 22 H
B2 ARRIE T Z DOROEREAM, ZOftho 254
I F 723 L Tz,

4) FERTOA FHERREEHRABORLM

7 = ZILREEER R - 7 u B kSR NSAIDs i,
F o RPUEEE OHFIC K D REEA I $Z
ERMEEINTWAZ LS, [ EoiE]
OHEAEAEFOBEIC [HFHAER] Ll hTn
5, 22T, 7 x=BEERR - Tu st VR
NSAIDs ff FHIRED AR FN D% 4 % Mgt L 7z,

NSAIDs O fff 1= 1% 25.8% (861%) T, Z®
5B 7 x ZILEERSR - 7 0 B VSR NSAIDs D
DFF#I312.6% (42161) Th 7=,

NSAIDs fifFi A S5 O EllE F F8 BLIRYL % Table 7
12T, BIERFEEEIL, NSAIDs JEHFHEIT
4.05% (10015/2,470f1) , 7 = = LlffESR - 7'
Y v 2% NSAIDs fif I 6.18% (26 f3il/421
i) , % O fthod NSAIDs fif Ff51 T 5.00% (22 1f/

4401) THO, 3HT T —HTEHEIIZED LR
B o7z,

7o, ARREREIER (iR s KUK
wipEE) OFBIFIL, NSAIDs JEGFFRIT0.12%
(3f51/2,470 1) , % D o> NSAIDs fif F 5l T
0.68% (3f5l/4405) THV , 7 = = ILiERER -
70 ¥ vk NSAIDs ff -l Ti2ilo 65 h i
Motz, Kk, KEOENERHIZNSAIDs ff A
b b TR ENE -7,

5) A EERERTHIBRELCETSFHOR
2

Rl afiRe A4 28HL LT, @ld, X

BATHI, HRESOH, OREADHIICHT S

REIOREMEZDNT, IS,

(1) End

At 91 O RIE R BRI, 65 % A 4.09%
(70511/1,713 51) , 65 LA E 75 WA 5.40% (41
/759 %1) , 75 L1 4.31% (37H51/859 ) T
D, BEZZAD NG, 572 (P=0.3339), %
7=, BAEERRE CRMEH ORHIZ K X A2 135880 5
N7 Hh 5 7= (Table 8).

Q) HEEEHT 285

IR AE AT BIERNL 88 HITH b, 6Bl EIfE
H 28D 6 N7z (BIEHRBEBHE6.82%) . —H,
P95 8 & A & 2 VIR O Bl B4R 13 4.38%
(14241/3,240%51) Thdb, #7TY) —BIZHEE
3R 5N b 5 72 (P=0.2741),

I A BIERI TRBLED &2 - 728
3, ERRMRAEMEEE 3B @ 77=v - 73
I VAT 2T =¥, TANTIR VBT 3
/b TF V2T 27— RN, M FURBOK KRR
B, AFRRERBOMM, & 11F) Tdh o7 (Table
8). A H 3 REFITEE LRIEMIZRAD 5
N7,
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Table 9. F&RZHH

AN ) By | ARhE

EEXIN 3225 2997 228 92.9%
- S SRR YL 1255 1171 84 93.3%
WHEH - MEEAAR 152 146 6 96.1%

VLTS 118 116 2 98.3%

BMERE S R 218 209 9 95.9%

Jifi ¢ 537 490 47 91.2%

18P R e S 25 0D — R G 230 210 20 91.3%

PRI REYE 1351 1235 116 91.4%
eI 1072 977 95 91.1%

Bl 486 466 20 95.9%

MM 586 511 75 87.2%

B ERBR 206 194 12 94.2%

FA 51 49 2 96.1%

HEHENE 155 145 10 93.5%

PRIEZ 73 64 9 87.7%

i NEH IR GYE | FESER 46 45 1 97.8%
H S0 S BRI E 272 256 16 94.1%
hH % 95 88 7 92.6%

fak 31 29 2 93.5%
=2k 6 6 0 100.0%

18t 0D M 58 53 5 91.4%

FIENEDN 177 168 9 94.9%

ak 90 86 4 95.6%

& 18 14 4 77.8%

18 0D M 69 68 1 98.6%

Al - A AR EUR GYE 301 290 11 96.3%
ol JE ARk 2% 70 68 2 97.1%
o 728 /) [FF 2% 72 72 0 100.0%

AR 159 150 9 94.3%
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Q) BHREEHT EH

BB A AT AIERNL 12901 TH b, 8HlZHEI
fER 23388 57z (RIFFFREBLE 6.20%) . — 17,
B E AR S 5 ORERIO BIE BT 438%
(14051/3,199 %) TH Y, »7 TV —MITHEE
EFED 5 e b 5 72 (P=0.3242),

TG & AT BIEGITRBIED 55 > 72 R/iIfEH

REPRE, & 1fF), ERIRMAEMEEIH 4t 7
S=v-73IJ)LFVAT T —XHN, 7 AN
SEVEET I NI VAT 27— YR, iy
VT%:VWW R B, &11F) Tho7-
(Table 8). BAAY AAERIT, EEARIER
@1%(%%&%%1#) 2% 5372 (Table 3),

Tl L OIREREEE 200 (21F @ EEIR, T
Table 10. FHAHE
bR il EREESES

2R 91.5% ( 808 / 883 )
AN T 92.3% ( 310 / 336)
Staphylococcus J& 91.2% ( 104 / 114)
Streptococcus J& 94.4% ( 102 / 108 )
Streptococcus pneumoniae 100.0% ( 39 / 39 )
Enterococcus J& 86.7% ( 65 / 75)

7T LR 90.7% ( 458 / 505)
Moraxella (Branhamella) catarrhalis 100.0% ( 14 / 14 )
Escherichia coli 92.8% (295 / 318)
Citrobacter J& 87.5% ( 14 / 16 )
Klebsiella J& 89.7% ( 35 / 39 )
Enterobacter J& 100.0% ( 10 / 10 )
Serratia J& 1000% ( 6 / 6 )
Proteus J& 100.0% ( 9 / 9 )
Morganella morganii 1000% ( 1 / 1)
Haemophilus influenzae 100.0% ( 40 / 40 )
Pseudomonas aeruginosa 654% ( 34 / 52 )

(i P e S A TR 100.0% ( 28 / 28 )
Peptostreptococcus J& 100.0% ( 10 / 10 )
Prevotella J& 100.0% ( 13 / 13 )
Porphyromonas J& 1000% ( 1 / 1 )
Fusobacterium J& 100.0% ( 4 / 4 )
FEETE 85.7% ( 12 / 14 )
Chlamydia trachomatis 833% ( 10 / 12 )
Chlamydia pneumoniae 1000% ( 2 / 2 )
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@) VEREAETHEE
DR EE T AREANZ 2135 TH D, 10H1IZE]
TER 2D 6z (BERRBI®E4.69%), —F,

DR E A & 2RI O BIE R BRI 4.43%
(138%il/3,115%1) THhb, #7573V —ITAHREE
R s b 5 72 (P=0.8561),

DR E AT B RERICRELHED E 5 - 72 /IfEH
3, ERRBRAEMRE 4G (6 77=v - 73
J NIV AT 2T M3, T AT X VI
TI NIV AT 7 —¥RM2 1, k7L
VARAT 7 2 —¥BM1F) THO, FrodRE
fEIAE1 3788 & e > 5 72 (Table 8), DIEHE AT
BIEBITEMEN 1R &z hy, AFIEGT
BB L7z, &7z, WEREEHT HRERIT, HE
amufﬁﬂ%xm G ARIBERE , fitids, R«

. B 1) ISR 547z (Table 3),
4. B3
1) ERER%IR
A PEEEA 5 3,225 B2 & B A Rh#E L

92.9% (2,99711/3,2255l) Td - 7= (Table 9), %
FEYUEREIR A O AR, WP SR ESYIE T 93.3%

(1,171 511/1,255 ) , PRI &SET 91.4% (1,235
B/1,351 1) , dat AFHEIK RS GYRE T 97.8% (45 141/
46 f5il) , H ERHEIESSE 94.1% (256 5i/272 %)
PRARE - I SR E I SYE T 96.3% (290 151/301
) Tdh o7, PERMOENZRIT, MRS
87.2% (51115l/586 %) , IKIE D 87.7% (641/73
Bil) , MR RSk 77.8% (14%1/18%1) T, %
NN OBEIZT TG 0% L ETH - 7=,

2) HEFIZIR

AR R IZ 50T, FIEE & U TARAID
IS HRE 2B X AL, RO R % FlE T % 72 883
MRIZH5 1) 2 BT R #13 91.5% (808 #K/883 #k) T
& > 7= (Table 10), F5ME F 7= 13@ MG XD
7T LBGYER OWRF1392.3% (3104k/336#F) |
W C< 277 AR OWEREIZ0.7% (458
BRI5058R) Td O, i B S R O 2 3K 1
100.0% (28 #k/28 #k) , FE5E R DI K 3 1%
85.7% (12Kk/14%k) Td - 7=, HFER O HEIR
I, Streptococcus pneumoniae 100.0% (39 K&/
39%K) , Haemophilus influenzae 100.0% (40 #/40
), Moraxella (Branhamella) catarrhalis 100.0%

Table 11. AVAREPUREMRNHZ X9 5 R
Bil% R | AR
NGRS ANEE- S 3mf]] 513 459 54 (89.5%)
B 469 417 52 (88.9%)
E WA= SN E S 3] 130 112 18 (86.2%)
7 = ARG EE G 175 155 20 (88.6%)
~ 2717 A RRIUEFEEL) G 111 105 6 (94.6%)
NR=2 U R FE L) ] 13 13 0 (100.0%)
Z OB HE 2N 5] 39 32 7 (82.1%)
25 UL E0FF 44 42 2 (95.5%)
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(14¥k/14%%) |, Escherichia coli 92.8% (295%/ 3 H#HETIZHRHEL kY, HiZ, HuE, TFHiL

318%k) TdH - 7=,

3) AAEEEMDOIICHT 2R

ANVERHI R 512 35T, RTARE T S A 1]
WZARFI B X 7201351361 (15.9%) TH D,
ZD S BRFNOERNRPANTH > 7=D1F
89.5% (459 fl/513f5) Td -7z (Table 11). Hi¥A
FEPT SRS 33 2 ARIO AR 4 S 2
LiZAhBE, ¥/ uyRPEHE86.2% (112H4l/
13045) , &7 = & RPUIEHE 88.6% (155H1/175
), ~r a7 4 FRUEEE94.6% (105f%1/111
Bi), N=2 ) v RPEIE 100.0% (13 41/13 i)
Th-o7z,

1. &%

IR E TS S h B LMl K UHER
PEICBEL T, i, ADFE, DFF3ES—ED%
TR CHEfE SN BRI LS8 DTH D, 14
e LTRREX 8D k%, —J5, dilisk
IZBWTE, s, TFRE, BRGEREEFRES
Dkk% BT 5K % & DEEITHAINEH S 5
7% EFHFERE T2k A O L2 R K UHE
BPEO M AN L, PN EREBRE IS it g
2283, HIEFEHOBA»POERTHD, &
M, EEEFEBE D1 ) % 15T, 2008412 H» 5
2010 4F- 11 HO 24z, 3,0005% HfEE L7z ff
FHRGHEA A A FEhE L 72, 2 OFER, RIEFHRBIER
13 4.44% (148%1/3,331 %) <, FEAEMEMIZ,
TR (EREEE &) 550, AFRERERETE (AFHRER
HEREEZE) 9B TRIELIIZNEN1.65%,
1.17% Td b, FBLU 72 B O IT KGR £
TOBRBEFMTH - 7=,

TN, AANDBEPER 6 U RO PR %
ALTWE70, IHNMEEICHEE L 2 RBT
3LEZ6N%, MHIOK80% 4 STFX £ 5-Filhh

FTVAILBNT, M (KEZ &) OFRBIR
NE RO b NIz, MHRIAFRBL 725560 HEE
PRI TIFEE T, ROHBIEE % 58X T & 7250/
OEIHEMITE & 7213 TH > 72, —J7, ITHEGE
frids (IFASREM AR &) OFRIMEHIZ 394
IZRB LN, ZOIHIHINEEL S h, KIE
fliE 10150 mg 1 H 2 [0l 234 H R Tf5 X hTn
727, BIERREBLH 1213 Cer 3 16.1 mL/min & &
BREDIK T 2380 CTH D, KAIZKET 2%, 14
HIRGIXREGEFITH -2 EFELEN 5, ki,
AFEFNIAAIPIEICE DB L T3, JEEEL
IR e b S RO FE 38 I D Tid, AR 5-#%
1292 U 7= IR ERR A CHLR B AR & L7 e
T, 792V T3/ NI VAT T—¥E T
T2AINTXFUVIRT I ) N TV AT 2T —¥RAKA
P57 7 H#: £ TIZ 100 TU/L % #2358 U 7= 5E R
FhEhs5Hl, 8HITH - 7=A, 200IU/L %A
TERNT A <, FBEMETREORE T 51>
7o R, 2BNEFBL1S HE KU 22 HE% 12K
{8 TZ DOH%OERAHTH - 7208, Tl
SERC X 72 25BlORE, I & 22k L C
Wis, IFEEREREEIC O W, [ EoEE]
O [EARERMER] OBET [ITHRERESE (AST
(GOT) k5, ALT (GPT) L5%) b o6bhb
ZENHBZDT, BEETHICITV, BEIED
SNTGAITIEHG Ak L, W) A 0E %175
] EEBMEAIN TS, 5l HEN
WEEEL S,
FouryRPEHKE, 7o LEERR - oy
* VSR NSAIDs EfFH$ 2 2 & T, dhilXppftR
1251 5 GABA , ZBERANDOKEAIHE A S h
AR I T EAREINTDE, TOKES
FERIZF 2 v v RPIESEOREIC X D D%
2 I BIREEROME R 5, KA levo-
floxacin (LVFX) & [AlBkIZ, NSAIDs 12 & % FEfEss
FAERANSNZ LAl Eh b2, Ak
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IZBWT, 7= L lERSR -
NSAIDs 23 if & 7z 421 i1 o et SR Eil 1
B 5, F72, NSAIDs A2 2 b
5EREORENERIZRD Sk h 572, fE->TC,
AFl & NSAIDs % ffFH L C & spiiX et REIE - O
FBI R SN B I RN e B R 5N D,
DEVEGIB TORBGHERTH 2720, 5l&fiE
HRARELE I ENT,

70, RFERZEBUC BT 5 K+ & Biat L 724
R, TEGYEES ] [FERRADEOA ] [HF
DHEE | THEENRD bz, [EGYERR |

&, PRIRERREGYE , DR - CIPESVRHE & GYE

Uﬁm%ﬁ% Eh o 7z, PPN EEGYE Tld
KR BETTI=Y - TI /I IVRA T2
7-£%W(2%%,BW6MWD,7ZA7$
VT I NIV A7 2T —¥H (1.65%, 9l
/547 11) DFILENEH 5 72, DaxBoeck 5 i,
v A4 a7 T X RiEE TS (b5 2 &
NHY, ¥4 377 Z7MigD36% 5 K OMizEk
gD 10% 7=y - 73/ 5V AT x
T —XEAMMT 5 EWMELTWEY, £/,
Inks 61, BiigoEELETS=V - T3I /T
VA7 xT— YO RIS H B L LT
B0W, WIRERYEIC W T I =Y - T 3
FIVRAT 2T —YMEMN, TANTEVERT I
N VAT 2T =YD E» - 2B E LR
P T B B i AT BER B P L o
UM A Sz, DR - DIESRIAE s R
JETIE, FHRIORBIA3.62% (1111/30441) &
Motz h, ThH %@m&@ﬁiaweh&
motz, [HERP] ICBEL T, BERwE RT3
FEFICILR 7 F o BRI 1 1, BEIRWN % A & 0
KEFI TR, (RIRE 2 1 R 6 hi=h, £
NLIPMC R 58 6 h s i 5 7=, [
3] IS LCid, HFHEO & 35ERITT 7 =
VeT3IJNIVRAT T XN, T AT E
VBT I NI VAT 27— EMIALS L ED S

T vt ViEhk

N, 2o (Bil22651) EARFILIAOFER &
LD ESEZbhb & dh/, DE&
D, MREHENT b TGYERR ][RR S O A Of
[DFFSE | THREEMBD IR, ZThbDl
st 2 EERIEF O R BB 59 2 il REE & 5
AbN, STEXDORWEHREO Y 2 7 EHK LT 5
I3RS G572,

Rl s i a2 a3 55EH & LT,
il 7 & N BIEEA D & U TP E 88, &
PR 1291, OB 213 FIE STz, Sl
DORMERRBIAIL, 65l L 75 AW T 5.40%
(4161/759%1) , 75 LL ET4.31% (37#51/859
i) TH v, FEE L R UAEEIRD O
Bhotz, T2, SFEEATHHNC I 2RI
Bl#IL, MF%E6.82% (6fil/88HKl) , k&
6.20% (8%il/129%1) , L% E 4.69% (10f5/213
Bl ThHh, ThEThOIEAPHH & BB
R ENIE 5T,

AHRIPEICBE L TiE, 2RO ERHEIX92.9%
(2,997 51/3,225f5) T, FEYUREFEIRAI OGN B
2T90% L ETh -7z, ZIUIBHRIBERIGOA R
#93.4% (859151/92005) LIEFEETH D, Hillk
BIZB W T EARBNOAED MR T E 72 FIHA
IR TI.5% (808 Hk/883Fk) TH D, FFI
IS 5 T RYE D T B K# T & % S. pneumoniae,
H. influenzae, M. catarrhalis DI IT T E
100.0% TH > 7z, 7z, EH, ¥/ 0V RPHE
I U T L 2385 S T B E. coli DIk
13 92.8% ThH 72, 2007 1292k X h 7= 2= [EH
BEDRZESY — XA 5 29 12850, E. colilZ
x$4 % STFX OHIRE X 91.8%, o+ /v v
SIEAITd 5 LVFX, ciprofloxacin (CPFX), tosu-
floxacin (TFLX) DHLHHEMEIX V&4 74% T
HoZehs, KGEPFEREEEZ 5h 3K
PRIBGYED RN T STEX XA TH % &
FAoNTz, Fiz, fmPEERSER ISR 2%
13100.0% TH O, HEE - CUEE SRR G

i 1,618
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e TR, MRS AR IR & 22 2R TO
HHVEATRIE Sz,

KB IZHNT, F 70y R4 &)
B3t UCAANE 89.5% (459 %5il/513 f5l) DA%
LERNL, BYHTH->72#HANF / 0V R, &
Tz bR, vruI4 PR, X=v ) VRBTh
DA S HRIHIL85% LI E &, sl
2 ARANDOFESHER SNz, F /0y R¥E
Al ERIE O S -7 2 8 L RIUHHER
vou 74 FRAEEE XM MEERET, &
72, STFXIZ S. pneumoniae 75 & CNZ E. coli Ak
DDNAY v AV —ZABLO KA I AT —ED
WA 7 & NCARAIRERICKT L, fthoF /o v
FEEH (LVFX, CPFX5E) & iR U TR
WA T Z & SR, KEIOFH 5 RHK
MNERRIISR SN2 DL E 2 72,

DIE, AFHETSTFX IFLAEMEITK & [N
FRBDSNT, R, R, AR, HEFR
PRAE - SRR 25 FE IR O JEGE 126 L 90% DA
FOFEHEIRENZ NS, HHAFEETICE
WCHHAHGPEIETH 5 Z L MRS iz,

HE

STFX i G W a2l , BEx
T = 8k TR 22 & & U2 IR L
WL, &7z, AEH ORI K OGSO R
CEVWTTHRER D £ L 2B ERER R
REGEHIERL JEakih  BIRICTE#NZ LT,

Xk

1) Saro, K.; K. HosHiNo, M. TANAaKA, et al.:
Antimicrobial activity of DU-6859, a new
potent fluoroquinolone, against clinical iso-
lates. Antimicrob. Agents Chemother. 36:
1491~1498, 1992

2) fhHAG T, BIRE—, BIEd T, fh
Sitafloxacin Ol I “# A RFA . H AL 2725 1k
FEHERE56(S-1): 1~17, 2008

3)

4)

5)

6)

7)

8)

9)

10)

11)

12)

13)

ST FiEFE 2 oy RPIEIRY 4 70 %
Y2V OIEHARRE L BRIRAIR . B AR
FMERE 133: 43~51, 2009

&=, K =, BART, fth: 2002
A A2 [E] 52 K a2 © oy it & 7= B IR O BiE R
11,475 kDS FEPIR S 3§ 2 &S M — X
4 7 v Z, Jpn. J. Antibiotics 58: 17~44,
2005

=, K% 5, AR, fi2: 2004
AT AE 77 Ka%k 2 6 Sl & 7= BRI 7 R
18,639 Bk D KFEPTIAH X § 2 W& M — X
4 7 » X, Jpn. J. Antibiotics 59: 428~451,
2006

W=, k¥ =, BHRA, fth: 2007
A AT T2 HEE% A 5 oy Bk & A2 BRIR 7 BERR
12,919 BRD S FEHURHEIZ A § 2 2P — X
4 7 ¥ A, Jpn. J. Antibiotics 62: 346~370,
2009

R+, Mg F BT, fll: 2009
AR 77 BERR 12 %49 % Sitafloxacin O P G
. Jpn. J. Antibiotics 63: 411~430, 2010
WRFIERS © =2 —F /7 a vEEIE2 T A F
RURIEEOGHIZ & 2 Fnha, BFET6:
2265~2271, 1994

P ah s a v SR PUISESE O Y H.
fERINC & 2 R R BB (2 B9 5 iF7e—3E4
FHAER 2 5 A IPUIRESED 73 FH & WS 1
FH B —. Jpn. J. Antibiotics 53: 249~252,
2000

Y Fa, JIRFEL D JEZ T a4 FYERSE
Hp b Bi=F /0 v RIEL O HAEH—
Gatifloxacin & norfloxacin O HikRG—, H
KA AL 2 RS 50: 460~463, 2002
Hori, S.; J. Kizu & M. Kawamura: Effects
of anti-inflammatory drugs on convulsant
activity of quinolones: a comparative study
of drug interaction between quinolones
and anti-inflammatory drugs. J. Infect.
Chemother. 9: 314~320, 2003

Hori, S.: Convulsant activity of sitafloxacin
and its interactions with anti-inflammatory
drugs in mice. J. Infect. Chemother. 15:
266~268, 2009

DaxBoEck, F.; R. GATTRINGER, S. MUSTAFA, et
al.: Elevated serum alanine aminotransferase
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(ALT) levels in patients with serologically 14) Jmks, M. FE. & C. A. KeLLy: The pattern and

verified Mycoplasma pneumoniae pneumo- significance of abnormal liver function tests
nia. Clin. Microbiol. Infect. 11: 507~510, in community-acquired pneumonia. Eur. J.
2005 Intern. Med. 15: 436~440, 2004

Study on the safety and efficacy of sitafloxacin
—Results of the use-results survey—

Takuyuki Matsumoto", KazuHIRO UCHINOD, Hirok1 YamaGucHr”,
SaNAE YosHa ), Mecumr TakanasHr, Hiroko Kopama®,
Satoko Hamaima?, Rie YoNeEmocH!?, Sachiko Funta?, Arsushi Takita®,
Naok1 YamanoucHr”, TabamicHr Suzuki®, Tomoo SHiozawa
and FuMiE YamaGuchr"

D Post Marketing Studies Management Department Daiichi Sankyo Co., Ltd.
% Pharmacovigilance Department Daiichi Sankyo Co., Ltd.
% Clinical Data and Biostatistics Department Daiichi Sankyo Co., Ltd.

Sitafloxacin (STFX, Gracevit® 50 mg, fine granules 10%), a new quinolone antibacterial agent,
was approved in January 2008, and the use-results survey was performed for 2 years from Decem-
ber 2008 to November 2010. In total, 3558 case cards were collected from 287 medical institutions
and 3331 cases were subjected to a safety evaluation and 3225 were subjected to an efficacy evalua-
tion.

Incidence of adverse drug reactions (ADRs) was 4.44% (148/3331 cases). Major ADRs were
diarrhea (55 cases) and hepatic function disorders (39 cases), and the incidences were 1.65% and
1.17%, respectively.

Serious ADRs were observed in 5 cases (7 episodes); gastrointestinal haemorrhage, hepatic
function abnormal, white blood cell count decreased, drug eruption, hypoglycemia, pneumonia, and
superinfection in one case each.

Efficacy rate was 92.9% (2997/3225 patients) in total with a range of 91.4 to 97.8% by type of
infection such as respiratory tract and urinary tract. Eradication rate of indicated strains was 91.5%
(808/883 strains) including Gram-positive bacteria at 92.3% (310/336 strains), Gram-negative
bacteria at 90.7% (458/505 strains), anaerobes at 100.0% (28/28 strains) and atypical bacteria at
85.7% (12/14 strains).

In conclusion, this use-results survey confirmed that STFX is a useful antibacterial agent with
no serious problems in its safety profile and efficacy rates of over 90% against all infections.
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