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RIBRAZAE (Z B (T B sitafloxacin DB MR VL LMD
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Vg SRR AR
) G SRS R R
D SRR T — 4 T A

(201249 A 14 H 32 1Y)

—a—F /0y RROPEM T D % sitafloxacin (STFX, 'L — 2 ¥ v ¥8E
50mg - AR 10%) 132008 41 HICBUEARGE KGR &2 HUS L, 2008412 H A 5 2010 4F
11 H & TO2ERICHAIRBHE 2 L 72, 7D 5 BIRIRIEGYE (BbEss, Bay
2%, RS 128U STEX 23l X 7z LASIEM 2 W RIZ LT, KElOAMMEKRT
RAEVEIZDWNTHHIL 72,

AEN#H1291.4% (1,235/1,35161) T D, FEGURE R T i3 BRI DL 2% T 95.9%
(466/48613l) , BIMEVEIFEINE S T 87.2% (511/58615!) B R % C96.1% (49/51
i), HEHENEE B 4T 93.5% (145/155), %T87.7% (64/73%1) TdH - 7=,
it,t?;Aﬁﬁi%ﬁwW,@®$/U/ﬁﬁ%%ﬁﬁﬁﬂﬂb,%h%h
86.0% (49/5715), 77.4% (48/62%l) DARNEERL 7=,

BEVHRF1390.5% (545/6024%) TH 0, HHEHDWEIHI1Z Escherichia coli T 92.7%
(294/317#k), Enterococcus faecalis T 86.0% (43/50%k), Pseudomonas aeruginosa T
66.7% (16/24%%), Klebsiella pneumoniae T 95.2% (20/21#%), Chlamydia trachomatis
T88.9% (8/9%k) Td -7z,

BIERRBEIE2.71% (37/1,36561) TH v, FaBWERIE FH (0.88%, 12f),
HFRRERE T (0.51%, 7Hl) Td -7z, BEEARWERIZ 16 (FFHEERE) Zobh,
KAk mfE L7z,

DIE, IREGEYUIEIZ R 2 STEX DA RIFEIX91.4% T, & ARIEBMEA - 7= 185
PEREMERICH LT 872% & /R L, RAEMIZE KT AMEAIZAD bWz, fli
HEETICHEWTEHHATOEOCHIEETCH S LB L 5hiz,

Sitafloxacin (STFX) 135 — A S TAl  Flo BRIk O REYYIE £ BIAE & L KRR SR, [H
laAh7z=a—F /0 RPEHET, 20084-1H HFeALL /L -2y NPOBEMATRIES K
IOER RS, RES, IEARL B&EFRL, R DS 72, STEXRIFRME, BEXED 2 5 ABTER KO
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7T LEEVER A S IR IC & T RSBAOPUE
AN PAEALYY F oy R[PUEHEO R
ECTHEDNAY ¥ A L—A KV FEA I X T —
YIVOMIRER 5 Lo 2 R 2,

ARANZDOTUR, [EHEOFLEIRTe% O K
VRRBR D F2hiE D FHEIZBE 2 B ] CPRR 16412
H20H JEAIBERE1715) 126, 2008 4
12 A2 52010411 H & TO 2 - [ WEmkdy & O
JR 8 555 0D R UE O W FOIE 4 o 524l FH R A %
FhiL, 3,558 BIDORERIAER X7z, 7 DOFERE,
BIVE B3 4.44%, TARWERNZ FH (1.65%)
FeORFHSRERE T (1.17%) CRAMITAZ AN
DT, BIEYYEISHNT 5 HRIFEIZ90% L T
» 0TI B T B HEAMA R XY,

VAR, RISEEREIZ B, F 7 1 ViitE
Escherichia coli X 5 & F¢ B AL LR Wp-7 2 4
~v—+ (Extended-Spectrum Beta-Lactamase: ESBL)
PEAE G A R L 25 & i1 B Y S I & B
STFX 3% / & VIt E. coliloxt U T & 5 ik
HERLPO | F728970% B ARZERD £ IR
ISP X % 7200 1) TR ERIESIE DA 22 iR
LB eNFELLNTWS, SMl,
HAD D B, IREEEGEIZHEH & 7z 1,452 61 %
MRIZUT, IREBEGUED KRR (P, Bk
Bk, IKE%R) 120 B STEX DA R O %4
PEIZOWTHRE L 7=,

1. ERAZEA

L —2 Ky b®gES0mg (1§ H I STFX #
50mgEHTAIANLT—T 4 VIEE), L —
Ay b ORI 10% (1 g STFX % 100mg &
T53—7 4 VIR,

2. AEMNR
2008412 A 1 H A 52010411 H 30 H 1232 i

U 72 STFX i B A i A 12 CHE R & 72 3,558 13
DB, RIBEYYE (B, BBz, RER)
I U TARBID RS X7z 1,452 0 % ek 5 &
L7,

3. BRAE

rhe B g RIS CTHESE L 72,

ALY RATE, AAPG-RG, Pe5-RGH
&0 TTHUNIZB S4Bt v 4 —IZFAX
THIEELT

4. HEEAB

AAEHE I, EEER (M, P, AR - St
KXy, R, HTPEH (EYEH), RYYED
HAERE, HEEEEE - AOFE, 7L L %), 3
AP GARIE (RAIO 1 HE G-, 1 HE5 05, #%
GHAM, AAEEGaIOPIESE, OFHEAE), MK
FHIRRA, BRIRMAE, BRRRDR, AEHER L L,

5. FEGIE Y R

JEME S B OV da B 2 O (LRI, #EEME)
(3 [PREEPE AR RS GURE 12 B 3 5 RRIRAABR 0D 72 8
DHAF T4 V—F1H—]"2 2 MEL, 8
HEVEPR B REGURE 1L, PRI B % KIF 3 IR
2T SN, RISEGYEDES], BiR, ELF
IZBY 59 2 LSRR OB PR =0 Sz 41 IR 8 7
E) EATARERROCBER & U7z,

6. STEi+E1E

1) Az

BRR R RAE, AAFE G-k - 3% T IR O IR IE
W, RAERRE» SHYLEMOFWIZXD, [H
], THeh] RO [HIEAREE] CHEL 72, A%
i3 [E#h) . R+ %) X100 (%)] L LT
B U 72,

PRIV R, FH Y R AT 23 i[RI ER] & e U 7= 1 &
U2, KFFEG IR - & T RO IEIKE ON R %
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[H, THEEWA), kil KO [HIEARRE] T
FIE U7z WIHRIE [QER+HHEEIIR) Gk
HHEE S H1EE) X100 (%)] & LTRML 7=,
BHEVEIEINE 25 DREMG & [ IR #6 1E o RS e (2 BY
T AMIKRBEED -0 DH A FI4 v—F1
Jii—] "2 DEFIZRE, [OIRIC B % KIE§ It
RS AT 2R, [@RBEYSEDFES], B
R, EBHEFICEG$ 5 FHEEE (BRP R sz
HRREZR L) AT 20EH], KU [@5MEH ]
D3R B URERR LR L, &k, O~
@0 > BEEIZHYT 2RI, O>@>@0HE

Fig. 1.

Survey forms collected:
1452 patients

JEMERT THYFH L 72,

2) Al

KA GRIRBIL 28 EArE L < Ay
FHHEREREL, Z05 bAHAEORREKRES
ETEEVWHEREZREHE Uz, BRI
[ (IR FEBURE B (2 4 R e 50 151 450
X100 (%)] &L CHRM Lz, BIEROEGHNIIE
[TCH [FIBEE SEFHEEHE H AR (MedDRA/J: Medical
Dictionary for Regulatory Activities/J) | (Ver. 14.0)
W=,

Distribution of the patients in the study.

Excluded from safety evaluation:
87 patients

Included in safety evaluation:
1365 patients

Discontinued visit after the start of treatment

Unknown as to adverse events

Reasons :
Registered 8 days after the start of STFX 1 patient
STFX not administered 1 patient

84 patients
1 patient

Excluded from efficacy evaluation:
14 patients

Reasons :

Child

Included in efficacy evaluation:
1351 patients

Unable to judge clinical efficacy

Having history of allergy to quinolones

12 patients
1 patient
1 patient



Dec. 2012

6

65

THE JAPANESE JOURNAL OF ANTIBIOTICS

368 (14)

09 18 T8 9 (€9) ¢I QS 6 QL t 8¢ 19 08 Ly [ SATVSN 10410
Lo ol [V (€0 1 00 0 07 1 Lo 8 Lo + 80 +t anejaoe[Auayd jo SAIVSN
[N T8 9 (€9) €I (S22 @1 9 [ [ (€0 11 dreuordoad jo sIVSN
(09S)  9sL (szh) 1g (9€9) 1€l (+'89) 901 0°6v) <t (#'$S) 65 (TeL) gty (Tse) 1L1 JU2SAI]
O'¥h) <68 (¢'LS) T (r'9¢) <L (91€) _6F 0'18) 9T (97h) 8Lt (8,0 €91 (®19) ¢<i¢ uasqy BNJp JUBNWOSUO)
T6°0L'1 9€°0'8"1 SP0LT r0LE 71°08°C 6°0L°T 6°0L°T ST09°¢ WNWIXEU UBIPOUI “WNWIULA
6PFLL §'SFE6 £67¢g 6'S79'8 9TFS'L 8PFS'L 6$7S'8 STFE9 ds F uBp
1o 1 00 0 00 0 00 0 00 0 (10 1 00 0 @0 1 PAISIUN/UMOUU()
9°L) €0l Len ol (€L sI (Le) slI 00 0 (€L) 8L Q11 69 1) 6 193U0] 10 SABp G|
(6'06) 8It (8€r) € (6'LE) 8L (sge) cs 018 9T (L'80)  80¢ (9€9) L6l 870 111 s&ep t1-8
(LyS)  6EL (I'1y) o€ 0°08) €01 (€279 18 (I'ep) e (S'9¢) 909 (0'6t)  L8T (9¢9) 6l€ sAep /-t
(L9) 06 D1 (6%) 01 () L (69) ¢ (F'L) 6L (9¢)  €¢ (S6) 9 SAep ¢- pouad Suiso(]
0L <6 ©96) L [ [ 07 1 (L) 6L (T8 8r (¥'9) 1€ PrqsuQQ|
o) ¢ Iy € 00 0 00 0 00 0 00 0 00 0 00 0 ‘p'b w1
o) ¢ 00 0 00 0 00 0 00 0 (€0 ¢ (€0 ¢ @To) 1 REEELTN
0'16)  6TCl (€98) €9 (TT6) 061 0'16) 1¥1 (1'96)  6F (0'16)  9L6 (9°68) TS (8'26) 1St pIrq 3wi)g (udunean jo Kep 1s1yy)
[CHVIT 000 (re) L 6¢) 9 07 1 €Dyl (6D 11 (90) € 'p'bBwigg urexoyzens jo a3esop Ajre|
(G [CIV 61 + [ 00 0 [ IET 07 [GRIE] umouyury
(€9 1 (SO e L Te ¢ 6¢) T (re) €€ (67 LI (€9 91 asa1]
(€16)  pLTI (Te6) 89 (L'+6) <61 (TH6)  9pl (1'96) 6t (€46) 1101 (1°66) LSS (r'€6) St JuasqQy AB1[[e Jo K101SIH
(1I°$S)  ¥hL (1'0¢)  ct 0°0S) €01 (r'LS) 68 L0yl (LLs) 619 (678) 98t (r'L) €€l S1YI0
o) ¢ D 1 00 0 00 0 00 o0 F0) + (€0 ¢ F0) T (Asdoyida *3°0) uoisinauo)
S 19 Lo ¢ e L 6 9 0D 1 [ (c9) 8¢ (60 1l AOPIOSIp JB[NOSBAOIQAI))
69) €6 c9) ¢ (] 1D 81 00 0 99 1L aeD 1L 00 0 SII[[oW $AOGRI(]
(SO Lo ¢ 61) 01 @T9) 8 6¢) ¢ (8¢ 9 oL 17 (€y) 1T ASBISIP MBS
T8 111 Lo ¢ Sy 1L Srh) 69 6¢) T (SO 09 s¢ 90 ¢ 9SBASIP [BUNY
(17 6t 00 0 (S (O 07 1 T ¥t [Cr Y ©1D 6 aseasip onedop
079  8¢8 (Tve) st (8L 081 (s'98) el #1991 (819 €99 (T88) LIS (0°08)  9rl Judsalq uonesrduwod
(0°8¢) €IS (8°69) 8t (TLD) 9 (ceD 1t (9'89) ¢¢ (T86) 60t Q1D 69 (0'0L) _0¥€ uasqy /oseasip Bulkjopup)
[C [ (€9) 11 (€9 ol 07 1 60 ol [ 90) ¢ 219A3
(rov) s (I'1y) o€ (86S) ¢Sl (#'LS) 68 019 9 (0°L8)  L6€ (STh)  6hT (S08)  8¥1 AIRIPON
(1'8S)  ¢8L (84S op (8'8) 08 (1'9¢) _ 9¢ (I'Ly)  #T (079 €99 (€99) 0€g (6'89)  ¢e¢ PIIA uond3Jul Jo AILIdAdG
(1°06)  LITI (€L6) 1L (6'89) Tl (S'99) €01 (S90) 6¢ (L'€6)  $001 (I'16)  ¥€S (L'96) 0Lt sjuanedinQ
(6'6) _ ¥€l (L7 T ('1e) 9 (c€e) c¢ (€0 Tl (€9) 89 (6'8) c¢ (€¢) 91 syuonedug snjels uonezi[eldsor]
001 °0°69 81 L8°0°6€ 61 001°0°T9 61 001079 61 L8°0°0S “IT 86°0'1L 81 86 0'7L 81 L6°0°€9 61 WNWIXEU “UBIPOUI “WNWIULA
6°L1F6°€9 SOTFS'SH 891FL6S 0°1F9°79 0°61F6°0S 1°L150°99 8TIFCIL £6179°65 s ¥ UB
OvE) Lot QLD €1 10 (TS0 o€ ®6) ¢ (T8) 0l (0'8%) 18T (S'97)  6tl =¢L
v0)  0g€ 89 ¢ Q10 S (TeD) 9¢ ©LD 6 (1'90) 08¢ T0g) LL1 @10 €01 SL>01=69
(0°1) 56 (€°6L) S¢S (89S) LIT (9715) 08 (cTL)  Lg (9°6€) T8¢ (8'17) 8Tl (€79)  ¥st $9> (s10ak) 23y
(S°LS) LLL D 1 FvS)  Tll r'68) 19 (0001 1€ 619 $99 (t'06)  8LI (0°001) 98t d[eUd |
(STh)  #LS (9°86) TL (9°6h) 16 (9°09) 16 00 0 (1'8€) 80t (9'69) 80t 00 0 SN Jopuan
1S€1 €L 90T oSl 1< TLO01 93¢ 93% uonen[eAd Kded1Jd 01192qns sase)
(%) Sased Jo "ON (9) sased JO "ON| (%) Sased Jo "ON (9) sased JO "ON| (%) Sase0 JO "ON (9) sased JO "ON| (%) sase0 JO "ON (9) sased Jo "ON|
€10} pajesrjduwos pajedrjdwosun ©10) pajedrjdwod pajesrjdwosun K103012) woy|
2101 SILIYIIN snydouopaAd SINSAD
.moEmﬁono@ sjuaned 1 QIqel



Dec. 2012

THE JAPANESE JOURNAL OF ANTIBIOTICS

65—6 369 (15)

II. #ER

1. FEBIHERR

STFX fiff FH ol i A CULEE & 723,558 Bl D 5
b, WRESEGUE (BEEd, BHRE %, IRER) (12
KAIDPEE X NT=DIF 1,45200T, BIERFHINZ A
% LR a R 1,341 61 (92.4%), WFL: 62
(4.3%), ZhlIst 4961 (3.4%) Th -7z, %
DB, KA MG H LD R LD 87
{5l % B 72 1,365 M3l % 22 4V ST A 6 SORE 5] & L
7zo BAVERHIIXSSIERIOD > 5, EERDR &
RNEEF 73R CHORER (N, F 7 v v R
PRI U ROE O REAEIE D & 2356l 12d 725
14151 % B 72 1,351 {5l 2 A P Al oo SOREfi & L
7z (Fig. 1)«

2. BELE

A P R R SRE 5 1,351 1 O A T R &
Table 1 1278,

1) BEEBE%

B3 R TR TH O, BHEMEE69.6% »
BUTH -7z FHFEEEHMMED 59.6£19.3 5
(CF¥£SD) 1IZH L, #HMMETIET1.2+:12.8& s
F10mmE <, 65U ol o B4 AT
T47.7%, BEHEMETTI82% Th -7z, AFEEHD
AL, HOMMET3.3%, B T8.9% Th -7z,
FEREERE - AOPE 29 2IEH O BIA RN T
30.0%, fEMEVET88.2% Tdh - 72, AR5 RIX 1
M 50mg 1 H 2 [\ % 5. 23 A, WML &5
90%, 1[01100mg 1 H 2 [l % 5-13 Hi M T 6.4%,
BHEYE T 8.2% Td - 7zo AHIFEG-HI I B Adi
D6.3+25H (F¥I£SD) IZxt L, #MEETIES.S
+59HER2HE” 572,

2) BEER

PESNCBE U i3tk & IR T, BRI
TARTNE, B 60.6% D5 ETH - 7=, F

PIAE-fRE HAME T 50.9519.05 (CE¥ESD), 8
HPET62.6£15.0iTH D, 65KLL LD ElH D
F A T B T 27.5%, BMEYET484% TH >
7zo ABEHEZOBNIGIE, BN T23.5%, BN
T33.5% Th D, WEMERIZHARGED? 572, FEREE
B BOHEE AT 2RER O HIA X, HAMT
31.4%, #MEMETS86.5% TH D, FHIHEMMTY
PR AT BIEGIOEIAEH 44.5% L Eh 572, K
AP 53 118 50mg 1 H 2 8] 8 52 §gdi M ©
96.1%, tHHMEMET91.0%, 1H1100mg 1 H 2 [M#E5-
FHAAE T 2.0%, HHNMETS52% Th -7z, KAl
Pe5 AR RO 7.542.6 H (F¥+£SD) (<Xt
L, #MMETIZ8.6E59HENIHEN S,
3) RER

PEAE 98.6% B AMET, P Hnid 45.5+20.5
i CE¥J£SD) Tdh - 7z AFGRIZ 11 50mg
1 H 20085 -%86.3%, 1[01100mg 1 H 2 [A]£% 5.3
9.6% T b, FH%GHEIZ93+58H (FH+
SD) T» -7z,

3. B
1) ERER%HE
(1) FEYUIE Z & DRERSH

A PEREMI N R 13510112 5 3 2 A E I
91.4% (1,235/1,35115]) T -7z (Table2)., &
FER DAL, HATEREDES T 95.9% (466/486
), WMV 2 T 87.2% (511/586f5l), Ml
HiE%7T96.1% A9/514l), #HMME RE LT
93.5% (145/155f), IKIE %K T87.7% (64/73 )
Tdh-7,

(2) BEEREEAR R
OBt 2%

HE I3 R T LMED 7= D BHEE L 3\ THER
DHEMEAEBRFLEZEZ A, BMTR63%
(352/408 ), %&PET89.3% (159/178%1) TH 1,
KEEZZRDENKL, 57 (Table2), F-HhHl
BRI, WA CIE 65 A, 65U ET75 %
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A, 75RLA EOBEEEE 6 95% L ETH -
7z — 07, WHEMETIX 65 AN T 90.6% (116/128
i), 65 Ll 175 i AW T 84.7% (150/177131),
75 Ll ET87.2% (245/281f) T >7= (Table
2), FEEEE - BOHEE AT DIERNC B 2 6%
3, HMPETIZ97.3% (142/146 1), HHENMET
1386.3% (446/517%) Td - 7=,

@ L

L 2% & Rk IS MM I s W TRl O Rh#E %
BEI L7225, BHT94.7% (89/941), i
TI91.8% (56/61f5l) THb, KEXAZEIRDLI
57> 72 (Table 2), Ml A% & HfiME T
65 1% A i T 94.6% (35/37%), 65i% Ll Tk
100.0% (14/14%1) Tdh -7z, HHMETIZ65 A
It T 93.8% (75/80f5l), 65 LA 1755 & i T
97.2% (35/36f4l), 75i&LL | C89.7% (35/39 )
Th o7z, FHEEE - AOHEEH T SIERNIC I
ZAMHIE, WM TI93.8% (15/1641), #ME
PEC13293.3% (125/134H) TH 7=,

@R %

AEEnI A R, 65 AN T 85.5% (47/55H),
651 L b 75 AT 100.0% (5/561), 75 L
T923% (12/13fl) Td >7- (Table2), JEhENME
B BOHEE AT DRGNS 51 5 HR1#EIE96.0%
(2425H1) Th 7=,

(3) BIGHRIIIR SE M B3 % BRIR AR

AR N R 1,351 610 5 5, RiEHE PR S
BN 3 U CARF 2 P 5 & = RE Bl 143 fil
(10.6%) THD, ZOI BARADANE Shz0
1383.2% (119/143%) T -7 (Table2)., F7%&
REFRPIFE SR ONGRIEF /v v R3Ee2 il K U
7 x ARHESTHITH D, FhEFh oI
UAFHNT 77.4% (48/62H1) I 1 86.0% (49/57f4)
DHENREERL 72,

2) HEFHIHR
(1) D5 A5
ANERHI N 12T, FIKE & L CAKIOD

TG AR &, W OWER % HI5E T & 72602
FROBHRE 34 % Table 312789 PRI EGYE 421k
TATRKE D431, Escherichia coli (E. coli) 73
52.7% % Y8, Enterococcus [&%312.0%, Staphylococcus
B2 11.3%, Streptococcus @73 7.5%, Klebsiellalg
7235.0%, Pseudomonas aeruginosa (P. aeruginosa)
H4.0%Th -7z,

JEYYERNZ A S &, HAMPERE S T E. coli D
Hi® 2 EIE2370.5% &<, MR s EERIZ
10% KW T d - 7243, BHEVEIEINESE TR E. colild
35.6% T, Enterococcus & %3 17.2%, Staphylococcus
J& 5 14.6%, Streptococcus J& 53 11.3% T b - 72,
BhE RN TY, HMMEELE % TIE coli
1$83.3% & K & 5©, BMIER RS £ TIRE.
colil3:45.0% T, Enterococcus J& % U Staphylococcus
J#1313.3%, P aeruginosald 11.7% & Z LI >
T/, JRE LRI D 52.9% ' Chlamydia
trachomatis (C. trachomatis) T& -7z,

(2) AME=ER R

R 2R AL PR B IS SURE 421K T 90.5%  (545/602
¥k) Td - 7= (Table 4) ., W DIHIFHRILE. coli
T92.7% (294/317#k), Enterococcus faecalis (E.

faecalis) T 86.0% (43/50 #%), P aeruginosa T
66.7% (16/24 #k),
pneumoniae) T952% (20/21%¥k), C. trachomatis
T88.9% (B9F) ThH -7

JERIURE A O R TE 3, BRI IDE 2% 96.3%
(258/268#k), HHHEVEIEINESE 85.4% (204/239#%),
AR diT % 94.4% (17/18%K), HMEVETS da'Ef
%£83.3% (50/60#%), JRiEH94.1% (16/17#) T
H o7,

JBEE 2, BRERICB TS EAFRRETH 5 E.
coli DI JFHAL, WA M 2% 96.3% (182/189
BR), BHEVEIREINESS 85.9% (73/854k), HAMEMERS
B 593.3% (14/151), #5 4E M & o 'E 7% 88.9%
(2427#%) TH -7,

PMEVEREIE S DIER 2 [ OIRIRICEE 2 KT

Klebsiella pneumoniae (K.
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FRERG A AT RG], [QREEIEDFET],
Wi, BAUESE IR 5§ 5 SRR OREPR S = sy
PIHDRRE 7 & O GVEIEERE) A3 2R,
KO [@UHERERI] O3B L, STFX ORI
SR AR LE 25, 2EMETIZO83.1%
(148/178 #8), @ 92.9% (26/28 ¥k), @ 90.9%
(30/33 #k), E. coli Tl @®81.3% (52/644k), @
100.0% (13/13#), 3100.0% (8/8%k) Td v,
Wh e [ORFICHEL TSR E L2 AT
ZIER] ] DR REIMEA > 72 (Table 5) .

PR3E 26 D FEIR K TH 5 C. trachomatis DI
Je#13.88.9% (8/9kk) Tdb -7z Neisseria gonorrhoeae
(& STFX OIS HEFE Tld s\ 2 & HIZIZR L T
WV, MBI 76k kL Th -7~
(Table 4) .

4. B2

B A VR R SRE 1,365 Filrh, BRI 37 {51
(B9t 12 5 h, RIMEMAFREBHEIZ2.71% T
& - 7= (Table 6) . T 7 BIfE & TH (12 %4,
0.88%) M UITHERER T (TAREMATE T 240,
76, 0.51%) Tdh -7z,

HELRERZ LH (TR 2o bh
720 AIEGNIIREERED 2H T 5 19RO XNT, #
MVMEREREMRL 2720, K&l (1H50mg
1 H2m#5), RERSOOPEEEA (v 5 Y
HyLF ) ROREGERAl (YruT7 2+ o)
MU LA HAD THRES T, BS54 HE
IZEGBRREOAMEREFRA KRB L, FHHO
R CHFFSRE T 23580 6 72728, AFI K OF
SO & il U 7z, IFHERE R IXAAIF G-rp
1E9 HERIZRIfE L 72,

I A T RE R E R EH 6 llc D Tid, A&
AP 5-5% 1292 L 72 TR e A TR 500 &
NERIT, BT REOWME XA 572,
RHEIAH] (2 0Ok AE R L) 25 161db % 28,
RO O SHNZEIE & 72138 TH - 7=,

THI2B10D 5 5 2 FITIRIE T D > 7z, 125134
TIFEE T, REHBAHD 1% 7= 11 Flo
5 5 82 STEX ¥ 5-Fa3 Hik & TIZHBIL T
Wiz, RIREARIE (Z0BOKBEE L) 2 16ldH
30, TS O 1 HHIEEEF 2238k Tdh -
770

sk, F/0rRPEEEOHEANLRIENE LT
KI5 T 2508, BERUTIRFRE, BT, QT 4L
EHORWEINLRD 6 ik h -7z,

&G O e R BRI, BRI 2 ©
1.64% (8/4893l), #IMEMEIEMES T2.70% (16/593
Bil), HAPEE RE S TT.69% (4/52151), e
B K T3.85% (6/156 ), JRE % T 4.00%
B/75%) TH -7z,

Al Al O BIAE T B, 65 K K i 2.49%
(14/562 1), 651 LA k75 i A i 3.00% (10/333
Bil), 75 E2.77% (13/470%1) TH D, #K4-
BT & ALY b h - 72 (Table 7).,
BIEFI ORI A TS, Sl e TR 2 fai
3R 5 NL D57z,

F 72, KA H G250 RIE R BRI,
50mg 1 H2[E#%5-72.90% (36/1,241 %), 100mg
1 H21#%5T1.04% (1/96%) TH D, H5ED
BN CRIERRBEREL 5 Z &3 hh -7,
Bk, OO - HEO 286 TIEFEIER-IE
P b NI o7,
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2ug/mL) 1£20004F-0 91.9% & H#g LT 2010 4F-12
1£70.7% % TIK T L, MICy, & 0.5ug/mL % 5 16
pg/mL iz R L Tnw3 4713 STEX i+ /7 a v
PEE. colil=xt LT & WPl AR L 220, %
7289 70% B ARZALKRD F FRIPICHR S h S /-
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Table 7. Incidence of ADRs by age.
Age
<65 65= to <75 75= total
No. of cases subject to safety evaluation 562 333 470 1365
No. of cases with ADRs 14 10 13 37
No. of ADRs 14 10 15 39
Incidence of ADRs (%) " 2.49 3.00 2.77 2.71
System Organ Class and Preferred Term No. and incidence of ADRs (%)
Infections and infestations 0 (0.00) 0 (0.00) 1 (0.21) 1 (0.07)
Eye disorders 1 (0.18) 0 (0.00) 0 (0.00) 1 (0.07)
Gastrointestinal disorders 9 (1.60) 5 (1.50) 5 (1.06) 19 (1.39)
Diarrhoea 4 (0.71) 3 (0.90) 5 (1.06) 12 (0.88)
Others 5 (0.89) 2 (0.60) 0 (0.00) 7 (0.51)
Hepatobiliary disorders 0 (0.00) 0 (0.00) 1 (0.21) 1 (0.07)
Skin and subcutaneous tissue disorders 0 (0.00) 1 (0.30) 1 (0.21) 2 (0.15)
Renal and urinary disorders 2 (0.36) 0 (0.00) 2 (0.43) 4 (0.29)
General disorders and administration site conditions 1 (0.18) 1 (0.30) 1 (0.21) 3 (0.22)
Investigations 1 (0.18) 3 (0.90) 3 (0.64) 7 (0.51)
Alanine aminotransferase increased 0 (0.00) 1 (0.30) 1 (0.21) 2 (0.15)
Aspartate aminotransferase increased 0 (0.00) 1 (0.30) 1 (0.21) 2 (0.15)
Blood lactate dehydrogenase increased 1 (0.18) 0 (0.00) 0 (0.00) 1 (0.07)
Gamma-glutamyltransferase increased 0 (0.00) 0 (0.00) 1 (0.21) 1 (0.07)
Monocyte count increased 0 (0.00) 1 (0.30) 0 (0.00) 1 (0.07)
Hepatic enzyme increased 0 (0.00) 0 (0.00) 1 (0.21) 1 (0.07)

* Incidence of ADRs (%) = No. of cases with ADRs / No. of cases subject to safety evaluation x100
** System Organ Class and Preferred Term: MedDRA/J ver.14.0
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Efficacy and safety of sitafloxacin in patients with
urinary tract infections
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Sitafloxacin (STFX, Gracevit® 50mg, fine granules 10%), a new quinolone antibacterial
agent, was approved in January 2008, and the use-results survey was carried out over the 2 years
between December 2008 and November 2010. We studied the efficacy and safety of STFX in
1,452 patients with urinary tract infections (cystitis, pyelonephritis, urethritis) .

The total efficacy rate for urinary tract infections was 91.4% (1,235/1,351 patients).
Efficacy rates, classified by the type of infection, were: uncomplicated cystitis 95.9% (466/486
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patients) , complicated cystitis 87.2% (511/586 patients), uncomplicated pyelonephritis 96.1%
(49/51 patients), complicated pyelonephritis 93.5% (145/155 patients), and urethritis 87.7%
(64/73 patients) . Efficacy rates were 86.0% (49/57 patients) for non-responders to cephems and
77.4% (48/62 patients) for non-responders to quinolones.

The eradication rate of indicated strains was 90.5% (545/602 strains) . The eradication rates
of major causative bacteria were; Escherichia coli 92.7% (294/317 isolates), Enterococcus
faecalis 86.0% (43/50 isolates), Pseudomonas aeruginosa 66.7% (16/24 isolates), Klebsiella
pneumoniae 95.2% (20/21 isolates) , and Chlamydia trachomatis 88.9% (8/9 isolates) .

The incidence of adverse drug reactions (ADRs) was 2.71% (37/1,365 cases) . Major ADRs
were diarrhoea (0.88%, 12 cases) and hepatic function disorders (0.51%, 7 cases). A serious
ADR (hepatic function abnormality) was observed in 1 case, and the hepatic function in this
patient returned to normal after treatment with STFX was discontinued.

In conclusion, these results suggest that STFX is a useful antibacterial agent with an efficacy
rate of 91.4% against urinary tract infections, with a minimum efficacy rate of 87.2% (against
complicated cystitis) , and has no serious problems in its safety profile.
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