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[E& - BRRER)
A2 SR B R fE |2 X B gatifloxacin & levofloxacin DB

R S BAY A B K RACY e EAY-W EE
KE B0 ONFFH—O KW A ARk ST WE DE
B EEY - WEM T TR OHRY - WE BV KE LY R
Bl Y WE RS B RE AV KA SR IR TR
iﬁﬂ ;BEH):) . F‘PE %& 18d , km ﬁ__.l\?)d)
Vi B kSRR REHEHE, RERKFLRBHERE,
TRRARES BNRBHERE, TR K LR REHFHE,
VRECARELRER, CREAEELHORBHLSE, PR RARLREH.
VRAEN A RBRENE, TRE RN KR LR FHE,
OIEHEMNKFURBHENE, VT KPESBLREHFHE,
WK RE B REHERE, W ERKERF LR GHPHE,
WEMERKEDRBHERE, VAMKPEERLRERTFHE,
95 R B KR R B BHEE, I K IR 2 B R S O R,
wRMEH AP RBENE, VRRERKFEREEIHE

DLERRIEREM, Y/NEE, MEFREtEYE, Yoy to—F—
(PR 1143 A 23 HEM - PRI1E4A5BXE)

8- F¥ % /)0 RHHKE gatifloxacin (GFLX) O#MMERBEBRIEISH T 5 A, REBRBLY
A H¥ % BB SHEiT % BT levofloxacin (LVFX) % X HFEH & LAE—EEREBARYERKL .
HRIIRBICEREB L AT A HENRBBRET, BELHIAT—TVHERD 20 &L E, EH) 80
EA#T, 52/hpf L EDKR & 10)CFU/mL UL EOME R % A S 5 fEH & L7 GFLX2200mg % 1
H2H, LVFXi2100mg#% 1 H3E, 7 HMEO%S5 L%k, UTIEYFMEEE (B3 CHEVEK
EEZHEL, UTORELE

1. BE5Ef 248 Fl0 S b AR OFMEN REHIX, GFLX B 974, LVFX 3 98 4T, MEMOE
FIOSBRFIEEELAD Lo T, BREERLDEICBT 2 H3*IE GFLX ¥ 93.8%, LVFX # 86.7%
CHBEZXROT, cht UTIRBRBETL ICEB L HEIch, AEERZZO LD o, REBKEY
BIZoWT A=10% & L7:A%HOKRETIE, GFLX i LVFX & ORISR S hizo

9. MIEZWHEICHTHENEEI GFLX B 93.2% (148 ¥k 138 K il %), LVFX 8 91.2% (147
Berh 134 BRIl L) CHBEZR2 O hb ol HESRMBNAE I GFLX#8H (82%) »H 8#, LVFX
B 1460 (14.3%) 55 16 AR SN, HWBEE BARHOARCOVTHEMCHERELZDL
Motz

3. I/ GFLX B 123 Bl 0 9 B (7.3%), LVFX B 123 B 9 81 (1.3%) IcBd 6, F1:
BRRAME® X GFLX B0 54% (111 #% 6 ) , LVFX 8D 3.6% (110 #id 4 #) 1220 L h b,
WFEN D REICHELEL B0 LD o7 BEABIVERREBEFCEEZLOR Lo, BER
LEIIBTBITIIREU EDORLE X GFLX B 93.0%, LVFX 8 94.7% CHEEZ2BOhh o7

4. EEBEYEMIHEL-EHEICBVT, EHRAIT7IXGFLX B T83.7, LVFXBTT776 T,
MEMICEEEZRD Mo

PLEDORES S, GFLX ®200mg 1 B 2 EI# %X, MM REBBRIEDE#ICH T LVFX © 100 mg
1B 3EHFEFELBERDRECRAERISRIESN, LVFX ERKICERTHLLEZ ORI,

Key words: gatifloxacin, AM-1155, levofloxacin, #H#EMREEEE, —EERILEAR
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Gatifloxacin (GFLX, AM-1155) |25k 3Mth Sehf o
HTHRENAL8-AME X )0/ RHIEE (Fig.1) T,
BEN=2—%) 0/ REEE L FRICIELHE AN
yIVERL, 7FORME, MRRE, BREZLDOYT L
BYW, 77 LBMEE, RANN, 253IV7PRBLIUA
a7 XRISHTIHRENIIEREAS L LEN, Wi
HRBBIEORENE LTRSS MENE ¥ 5 ABMER
BErO7 7 0RUEBEICOE - THVHEESEALTY
27, KA TIY, GFLX REOHKE THL NI, 2o
BITELICRIRE N, mAERM 7~8 BRI T, #EME 72
BEETICR5RO80% ML EAKRELAD T R Hit
*haY I, GFIXRF/u BMoScA M+ %%
RALZZDORCHTIREMN®L, =2—-F /0 RHA
HECHEE 2o TV RBREIMWERICBVWTHD LN
Tnizwn,

GFLX i3, BHRE, —BRBRBRE L U'H T HERRR
EBWTR2EOETHICHBE 22 53BHLNT, £1
H—EERR SR IC B\ TIREEMBBE (20 2 ARt AR &
NaLEBIREBOETH BN LI LAHEE SN,
CHISBIERVWTH DA ARBZERAR Tiz, HENRE
RRAEICH LT 1H 200mg, 1 H 2EDOHEETRERNICHK
RTE2AMM LR EETH S LRSI,

2 T45MH, GFLX OMBMEREBBEE 2% %:
EZHNIZFME3 % B # T levofloxacin (LVFX) % i B ¥EH
ELAZEERIKBRAREIT) L L L, 28, RERIE
ERRCBII2ERBEEFRAROAZEBILLLIC, [E
EROBRABOERICM T 2%H#] (GCP) * BFLTE
) B (A

I. MRELVAE

1. NREBBIUBESRN

GFILX DHBE AR P ADT T LBEREN OGS T A
BURREICBIRBEVWLDOTHALZ AL, REFEIS
Bih 28 RBEREEICH LTL ) BVA R
MR carLEL, RBIIERBKBELATHHMERE
BESEZ M REBL L7

BEEMIZUTI ERHFMEE B3RV, &
EA/IC 5 3/hpf L EDOBRIR & 10°CFU/mL L E DM E
REAETSH20%UE, RREIBOEKRBTHT — 7 VH#

HN/\‘ OCH, %
)\/N N
H,C

a I

F COOH

. 1—;—H20

0

(+)-1-cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-(3-methyl-1-
piperazinyl)-4-oxo-3-quinolinecarboxylic acid sesquihydrate

Fig. 1. Chemical structure of gatifloxacin.

HMOESIL L, HNBLUAR - ARk bENC
el B, SRNERAT—FVHHVIZHCDER
WATHIE A 7 —F VIEERER L LTSI & EL
o T2L, ROBEINRIOVENTHZEELT
OMEFHHRBEEN S (DREELEL) OBE, @
BENORERICE ) KEIMHE S/ BE, OEMNQ
AMMPA) FT=2—% /0% EXE (GFLX, LVFX
EEL) MMESA TV AT, QERLEREE, &
PHEX A L, HREFORDOFMHEELEE, Ol
DHEEBRERELELTHEE, OREL2L, W,
BREREOHZBE, OTALALLOERELRD
BHE, FARCNGOBRENHLEE, ®F /0 Rk
PEEIIHL, TLVF—H50IIERLBIEROBRE
DHHRBE, O, FRLTVWA2TEECHLIBEES
ZRIRIPORE, OFOM, HBRBYUERMITEY L
YL 2B

2. BH¥H

BREEHE LT 18EPICGFLX £XW & LT 100 mg
YEET LA (BEARNEARXSHIEM) %, TR
EHLLT1&RFICLVFX 100 mg ¥ SH T 580K (5
— IR SR FH 2, HEEH & LTLVFX
*BAZHERBIZ, LVFX A GFLX L ARHKDOEHTH
D, MEHNBIVUHEABRBEBEHENL TSI L
¢, LVFX D RRHEDEHR D % A THRHAR O BYAE IS
L TIHAEN T3 ofloxacin (OFLX) D X% R#
®THY, REEIIEICHT 5 A% E OFLX & [F%
TREMIIVEN TR ERESATVEOZ 25
THbo
TEFINBVR 2 B0, ThEROER ENB L
BT LE 7T EZHEL, GFIX 21X T 5%
I21x GFLX » £ % (Lot No. S480310) & LVFX® 7
5+ & (Lot No. S2098-PRG) #f, %72 LVFX ## ¥
T HHEICIILVFX O£ %X (Lot No. S2105-PRG) &
GFLX 7 5 ¥ F (Lot No. S470300) »#Hx ¥ Xh 5
EHHABDLELY I VY I—HIZX Y (Fig.2),
“EEREL LTORMEEZHEEL
ZELL1BEORASMTISIET, 18503 ET LR
5THEY, E—Fy—NICR 18T L CIRARY (8
B#%l [B&E®]) [FR#%] )2 KR L, 1H3ET
B4, 21 8% 1EFAS L LTIELDAHICND, EH
F5 (MES) LLbICEHI4 L LT [AM-DBT (U)J
BFRRLIA, HONBIZEFITEE L. EROHD
HFix 4 ERS %2 18 E L, S8EIC GFLX B L LVFX
BEARBICRA LI Cay bu—F5— (hBXEF, K&
H—) PEEBICITV. HEILAZ, Z0F—2— FiIRKR
HEHBRTECa Y bu—5 —2HEMRE L 72
EHOERABREECRERRIL, EFOE YTk
I ha—F—2EEAICHB LSRRI OWT, B
ERAREERERE (FF: KHEFHIR) ([CHBRMAK
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After breakfast After lunch After dinner
Gatifloxacin group [ N W= o000 00
Levofloxacin group oon oon oon

@ satifloxacin 100mg
O gatifloxacin placebo

B levofioxacin 100mg
O levofloxacin placebo

Fig. 2. Administration schedule.

HBLURTHRICEKBEL T, ET0MEELHETS
ckelih

3. #5RBIUERSHE
MEFIZERK1IHE, THMREFLIZLEL
Poo 7oL, BEMMEBICHRBRDOMANTE2ZVEE
CH1H3EFEETHILLEL, ENHAIIRRMR,
FE%, REAIOHEEEL Lz, LdoT, 1HESR
'3 GFLX 8 T 400 mg, LVFX 3 T 300 mg & 7z % 2,
CHDXH)BERETZELLBRREZ, GFLXICMLT
BHBREABRDOE R, BHEREBRRECHTI2HY
HEREBOBAN S GFLX D5 & 12 1 H 400 mg
MHEYLLHWENIZZ LY, LVFX IZoWT I BERR
BRI IC K T A5 RE LT300mg Afbo & b —4%
WThor Lizk s,
BREFOBZERMPIZ, MOREXE, BWRKRTF
o4 F¥, X704 FEHBEEREE, y-rury >
BA, G-CSFRADGMERIEL, HABKAL LK
BREFOEZDFME-HBEBLIZTLELON XN,
ANVYID - ITRYTN - TANIZI L EETHE
BHl, &H, 7471 YHA, ERABERBROTE
HoshrEHOHERTEILE L,
EBREROHERICH 2> T, MNTOEROMEAIZR
FEZOECRICITY, F—M- - F0EF X 1EMHO
HRHEL, oEICRERLEZWIEE LT

KDL BREVRE L HEII1L, BHREBLERD
AW CTHREZFELTURZRYAEORELERL,
ik DR, BHRZEFGEICERTAZEELE @D
FERHDBALL, BBIRESTEY LWL 7-HE, QK
BLREH, BRREBRELHIHEL-EE, 08
PHEDOHE I - IBRENRE FROBKEEL) L
ke, QREASMOZEERXLELT 258, ©@D~0
DA OBE THRBRER B S OMFARTEICE - 7238
&, OHEBRABHRIC, NREBBLBEDBINLR|C
BRLTWAZEMHBALLSEES, QREZICIIAED
WENZ SNIHE, @FDOMERIELEMOYMI- L
DHRIENLEL ShiHa,

4. RPSEEBEORE L MIC OfllE

R DM E & dip-slide & (7 ) 2V + E™EA) 12
£, BRRICBCT24BMEESCERENE, ¥

T 75 5 (S KRR A 45 K A TR R 12 %
ftL, MMOEEE MIC DMEICH L7 MIC DME
(2 HARILEME: L 2 MBE 12 L /oAt TV, GFLX
L LVFXDOMIC % i & L 7o 2 8, Staphylococcus
aureus BB & 7= & 212, methicillin ® MIC $
dbETHlRTArLEL,

5. BRERZIROAE

BENBICRRE, RERXETV, UTIRDNES
I Lo TRAMKDR, MEENHRLEEARE
L7se $7:, TEMREBOREEICBVTHICHE
L-BMLr i EBHBEELTALE L. Th6D
HBEZITIRE, HONLOEOLBELFIRRLL
EFC, RELBY IRENITONRLEI /&N, FE
DERICATENRENITON Lo 2 ERA L LIZRAT
ATkl

CHHDARRZEEMAORY KV DORE, 1 -REEH
R L7-EMICHBT 5 UTI ERFMEERIC X 5K
HROHEIX, 2 bu—F—DUBRDLE, ER
RIEEM (THEH), MELMORIEYLYE ELRKL
BIUKRAHAREOR I LBIINA~9EHNER (KM
FE, B OFd, NFFE—, R I, K BA B
#* B, NEFER, BEEH, NIRTE) »6%25 E
BBV THRBHICITo 7 '

T UTI EZFMERICE 2T L 350, BEgE
LEMAERKEER, BRB L UHBEROEBE S EIT,
ENEROHNM CEEDRE (&%), TH%], [#PFH
), (&% ©4BRE, /-2 HEAE] LHEL
7

6. RKetEORH

H - teENBEREOREIZ, BRDROHESD SR
SNTHEFI R D, 1ETHREL»OMEERDOE %
DREIE S NIFER % SHER R L Lze TABRREMC
BLIZTREEE, HENE G HURA) ICERKRRENE
BIhdyRToEMENRELTRFTAIEEL
pA
BIEHORES X UBRREMICE X I2THEOHE
FHARCEREES (RIS 2 EBREFICEIT SR
1ER, BBRREMREOHEERE | IR L TiTo 2
BIVER £ 2 IR R A E O BALAED b - A1,
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UTI 3 MEROR M ICHT 2 EHKIC L7225 T
BRELEMPAERER EOMFRE THOMICKED
nl, [B3REDY ], REHZ0H L], MK
ZueblLw], THREL] osBERICHET2oL L
Lo %8, [HLLIREDY], [S5WEDY ],
(MEHENS LA ] LHEENLEFNLBEER
BEMEIBRAREMRERBENETALEL
pA

H - HEMBRERS L UBREKRREMICB L I2TES
BRLT, BRIEBYEMIEBREFNOBIELRLSESY [R
2TH5], [IFIRERLSTH2], [LLMENH 2],
[HEXHEH] O 4B, T2 MWEAER] LHEL
7=2%, FOFENRIGEERONMENRESNDS b,
KREVFTEORMICERB S, Lorbm, s,
ERBEENENIIODVWTIHBULORENER SN
RERETHIEE L, XL, BHERARBEMNT /-
RERREERERBEN I T X THFEESRICMZ 5 S
L7,

7. HHBEOHE

BRHFE RS LZRRL T, HBRIEYEMAERE
FloAREZHE L /25, A HEOF MmN REHIZ, UTI
ERFMEREIC L ZEMERBROHELTTRT, »OBE
REEOFMUARE Lo IERLTHILE LT 72772
L, BWER - I3BRREMEREAGRD b - fEFIX,
BEHROAEIITOR TV &b HREHEDFMb
HREFICMZ B L E L
FREOHZEI AR [FEEICHE], AWiC [F#
BICAR] LRLA-EE100mm D7 Fa s Ayr—iv
LtoBYENBICHEDT A2 EEHAVT, ARk
100, A% 0. LTHABDRaTE L,

8. B &
ERERPMR TH I XTOTr—2Ah— FZEIL,
ERFHEEZ L LT, MNERERICBVTAELEN
DBRHBLURESBRGDEDHELTTo72e ThHDR
NHRVICH T HEBRBYEMD TH%21B7- LT, HEA
BOXA Y N—BIUERFRENLERVDb E, TV
-9 —F*—a—-FERAHFLL,

9. BN AE
RBEOBHOMBITIZZ Y b u—5—DiEEDD &,
BHRNERDAT - 7225, BEICET— 7 DHEIBLT
Wilcoxon D MEMZFIRE, x?#R%E, Fisher D EEHEX
R EEHY, ARKERAMS% L L. 28,
FRETFICOVWTIRARKESL 156% L L1z, REBWK
BRIZOVTIE [BRABROMETEITICHTHTA VT
1 7] 2R, A=10% X ) ASHORIELZITH
L7,

Im #

1. StRAEFOHEEH
WEFOSRAROBK I, RFAEIIH L TGFLX

1% 100.6%, LVFX3100.1% T, WIFh b ZHIIAHK
TAH5H0THY), SROIFHIHERFICHR LBD 2
CENHMBEENT, T ABBLUYRVIIBNT
GFLX et M7 5t Kfg, BLULVFX#LRA 77 %
RERIRPTELNWT L, SHIIRRAEFOQEKICD
WTHERERIIRNTRTH S Z VBRI,

2. MMEFIXK

BB SNEMIZ1994 £ 10 B2 5 1995 4 A D
Mic, 2E47 D{FAFR/REZBLL-BET, TR
HOERBH- ) FZRROEMN, ABERZLII2VWTHS
REBAERITV, HHEEICI2RREMOREE B

BEIATONIAEF I 2B T 248 BITH o 7295, B
MNAEBIAC 35 B, BEERIA18FIHY, Thbd 2L
GFLX # ) 97 #l, LVFX B 98 #1 % A 20t o #F 4l x+
RIEF & L7z (Tablel)o BB EEIX21.4% TH -
A

BAB L UREDER % Table 2 IZ/R L7225, B D
HHL L TIXE K 10'CFU/mL kik ¥ 72 12 ¥ O R
BEETOHERHUME, KENEBHE L TIXHZERZD
RREBOTNE - REERICL2BERIENE Do
A

H-tENBERZ, OBRUBRRRELZ o722
Bl % B2 { GFLX #? 123 #i, LVFX B » 123 #1 % 3F1fi
HRIEFE Lz T2, BERBREMBICE LIZTHEERI,
BRREA I EAMBIIT DN o -, BREHA3
HUETIhZES 2 L2768 %# B { GFLX# » 111
#l, LVFX #® 110 flic oW THRE L7,

BEZLE X, BEHLBRREMBICBLIZTEED
B EDICRAL 2o/ 221 B, BRIRREMEICE
JIZTHEBORE» RN SN P BERANED b/
TPl MA7:GFLX #7115, LVFX ¥ D 1134 %
AP SAEB & L7z

FHMEICOVWTIE, AL BERSEORFTIE D
ICRBE L7189 B0, AU S IR S N-Ht
BIfEHV RO 6N 125 L ERREMBRELH I TD
Lz 2 B1% A7z GFLX 3 101 #1, LVFX B 102
Bl % Sl FAEF & L7

Table 1. Patients studied

Treatment group

No. of patients evaluated for Ytest
gatifloxacin levofloxacin

Clinical efficacy 97 98 P=0.877
Overall safety rating 115 113 P=0.641
Clinical adverse reactions 123 123 P=1.000
Laboratory adverse reations 111 110 P=0.838
Clinical value 101 102 P=0.869
Total no. of patients 124 124
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Table 2. Reasons for exclusion and dropping out
Treatment group
Reason gatifloxacin levofloxacin
bacteriuria less than 10* CFU/mL 10 12
pyuria less than 5 WBCs/hpf 1 1
detection of fungi in urine before treatment 38 4
Exclusion patient with ileal conduit 1
medication with quinolones within 1 week before treatment 2
case history of allergy to quinolones 1
sub-total 17 18
discontinuance due to clinical adverse reactions 3 1
J short duration of medication 1 1
Drop-out delayed urine examination after treatment 4 3
prohibited co-medication 1 2
no further visits to the hospital 1 1
sub-~total 10 8
Total 27 28
3. FRRET 5. ERERHR
BFEOFENRE L7 GFLX 8#0 97 #l, LVFX # 1) REEERHE

DBFICOPVWTEHOFRAFLEBL - ®E
Table3 (/R L7z RABEBICHT Z2EFRICBNT
GFLX BOHEBAER BB IR > T 72 (FEKH 15
%) %%, Cochran—Armitage PHEBIRTEIC & D BHIZIE
LTREBRDROEDENER L2V E, BXU
Breslow-Day REIC & D B ¥, ¥#l, RABELHRIC
MYy 2REERALZVC L EHEEL, RPEBORD
REBRDEOUBICKEES AL VWEHN LY, 2D
OFEBICELTE, WTFhOAEMICEAERLZ22D
dolz

R SEEMEICBIL TS, Table4 ISRLAZE S
BHEICEEEZZRDT, MB LD Escherichia coli b
2 ¢ 1% < (GFLX ¥ 22%, LVFX & 23%), X\>C En-
terococcus faecalis %> 7> (GFLX # 20%, LVFX
B 18%) 0 R FREME IS 5 %H D MIC ix, Table
52" L7 & 92 GFLX @ MIC (A:B), LVFX ® MIC
(CD) DVFHhICHLTHAHMICHEEZLE DL »
27

ChonZ ed s, MEIZIZASLRATHY,
HEEoXBITFICTREE LGN,

4. RPMEICHNT 5 MIC

EHBEEGHICBRLL, BREMNORTILCSBSH,
MIC Bl s 7o AEHE (GPB) 1837#, /5
LBEMEHE (GNR) 152 (RO A5 289 #2335 GFLX
& LVFX ® MIC # Table6 2R L 720 GPBIZX L T
GFLXOMICH1EBEELVFX & h Eh T2,
GNR I L CTIXFE%TdhH o 7=,

UTI ¥R F X ICHE-> THEL-REBEKDRL
Table 7 {2/~ L 72c GFLX 8 97 ATI3 %) 57 M (58.8
%), AR 34H (35.1%), ERLE/EBSDRIED
% (UTFT. AYX) 1293.8%, LVFX BN ISHATIIE
%635 (64.3%), H %22 (22.4%), H % *¥86.7
%ThhH, AHETGFLX BN T71% B lHERLL
MAMBEMICHEEZLBOLh o7, T, REABEKYHR
BT 5 A=10% & L7-FISEDOREICBWT, PHER
5% LT T, HRHEDOED 9% FHEX Mt 0.2%~14.0
%THH, GFLXDLVFX ICH T 2 RISH®HIRESI
720

ATF—TFVHERDEMENRE L) UTTRR
FEHOE 2,34 BIUHOBILIIRABEDHR
EHEBLBE, S2BICBVWTIEANGFLXED
ATHETE Ao, BIH, BA4FBLIUHEE
BBV TRWThLADEICHEELZZO P01
T, BERAREEEMNERREOBALHBLTS, #
BEBRETH L5 6 HOARETIZ GFLX ¥A11.8%
LB T2, MBEMICERZEL2DLho7,

REBRIDFHEDREL L-BRRIE L MERYHER
L DRIt % Table 8 ISR L 7%, BROEKILERTR
PReg %% 1x GFLX ¥ T 62.9%, LVFX ® T 65.3%, M
HROBEBRH LTI GFLX 8 T 88.7%, LVFX® T
84.7% THY, WFRICHMLTHLAHMIcHFEEZEZ
Do,

2) BREYEMANE L BRI R

GBI L G ¥ I THIE L 7= R R T3, Table
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Table 3.  Patient background charncteristics
Characteristics :
male
Sex famale
20-29
30-39
40- 19
Age (y) 50-59
60-69
70-79
80-
in
In ‘out patient out
in=out
Diagnosis pyelone.p}.mlls
cystitis
icrobial ( —
of infection fnonopucro ia group 2 (post-prostatectomy)
(U! 'TI grouping) infection group 3 (upper UTI)
group 4 (lower UTI)
polymicrobial group 6 (no indwelling catheter)
infection
*+ (5~9 WBCs/hpf)
+ ~
Grade of pyuria M (10~29 WBCs/hpf)
s
10‘CFU/mL
10°CFU/mL
¢ -
Grade of bacteriuria 10°CFU/mL
10'CFU/mL
urolithiasis
neurogenic bladder
. . benign prostatic hypertrophy
Underlying disease
tumor or cancer
urethral stricture
others
+
Symptom
+
Urinary frequency +
L
+
Pain on micturition +#
L
Feeling of micturition M
urgency t
1t

Lower abdominal pain

%+

Gatifloxacin

67
40

[

—_—

26
40
12

79
16

21
76

14
36

45

20
31
43

14
12
16
55

667

Levofloxacin

67
31

xtent

P=0.163

P=0.960

P=0.565

P=0.761

P=0.237

P=0.690

P=0.119

P=0.650

P=0.216

P=0.778

P=0.829

P=0.756

P=0.494
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Table 4. Organisms isolated before treatment
Gatifloxacin Levofloxacin
Isolate no. of strains no. of strains Fisher's exact test
(%) (%)
S.aureus 4 2.7 6 (4.1)
S.epidermidis 11 (7.4) 9 (6.1)
Staphylococcus spp. 12 8.1) 9 6.1
GPB* Streptococcus spp. 7 4.7 8 (5.4) P=0.945
E.faecalis 30 (20.3) 26 (17.7)
Enterococcus spp. 3 (2.0 5 3.4)
others 8 (4.1) 6 4.1
sub-total 73 (49.3) 69 (46.9) "
E.coli 33 (22.3) 34 (23.1)
Citrobacter spp. 4 2.7 4 2.7
Klebsiella spp. 9 (6.1) 8 4.1)
Enterobacter spp. 6 (4.1) 8 (5.4) P=0.942 | P=0.727
GNE" S . marcescens 1 0.7 3 (2.0)
P.aeruginosa 6 (4.1) 7 (4.8)
others 16 (10.8) 16 (10.9)
sub—total 75 (50.7) 78 (53.1) —
Total 148 (100 ) 147 (100 )

“GPB: Gram—positive bacteria
YGNR: Gram-negative rods

Table 5. Sensitivity distribution of clinical isolates
MICs of Treatment MIC (ug/mL) (Inoculum size: 10°CFU/mL) | Cumulative| Not
8 O
BTOUP 10,0125 0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 Total X'test done
gatifloxacin| - 13 26 11 17 22 19 3 5 14 3 7 2 2 2 146 2
(A) (8.9) (26.7) (34.2) (45.9) (61.0) (74.0) (76.0) (79. 5) (89.0) (91. 1) (95.9) (97. 3) (98.6) (100)
Gatifloxacin P=0.792
levofloxacin| 2 16 21 15 17 14 22 8 5 5 5 7 2 2 2 143 4
(B) (1.4) (12.6) (27.3) (37.8) (49.7) (59.4) (74.8) (80. 4) (83.9) (87.4) (90.9) (95. 8) (97. 2) (98.6) (100)
gatifloxacin| - 13 27 10 7 11 17 20 8 6 6 11 5 3 2 146 2
© (8.9) (27.4) (34.2) (39.0) (46.6) (58.2) (71.9) (77.4) (81.5) (85.6) (93. 2) (96.6) (98.6) (100)
Levofloxacin P=0.719
levofloxacin| - 11 24 19 9 9 15 20 8 4 4 6 8 - 6 143 4
(D) (7.7) (24.5) (37.8) (44.1) (50. 3) (60. 8) (74. 8) (80. 4) (83. 2) (86.0) (90.2) (95.8) (100)

(%) . Cumulative percent

QIZRL7ZLI)ICGFLX B DA% IL 93.8%, LVFX
BOEXWFEIL86.7% CHHMICEEEZADT, BR

HYEMOHE L - ARFI: UTI % HERKICL Y

HEL-HELRAKTH - 0

3) ERICHTIHE

BRERAER % B L - fEBIIX GFLX B2 56 #1 (57.7%) ,
LVFX #1265 #1 (66.3%) 2% Hh7: (Table3) #F,
o DIEFIDE 4 DFERICH T 2HEE, REHEED
HroBUR, HERME, REYER, THEIBMIIOWT
Ba L 7-Bi# % Table 10 27k L 7=,

WTFNDFERISHT AR RO MBEMICAEEZEO L

WAt #80% UL EDERTERDKEAA LN,

4) MEENBHR

BRRZI RO RE L TRALEADRY, S5 E
SN2 295 BRICKH T A M A% 2 % Table 11 (IR L
720 GFLX B 6 M S 7= 148 #kh 138 #:(93.2%),
LVFX %5 6 78 S 7z 147 #kb 134 % (91.2%) #
HELAD, BHAERCH L THRMIcEEZE2ZDE
Moz Thik GPB & GNR AT TR LA
b, WTFhOAHMICHEEELZ 2D 2h o722, GPB
Tid GFLX DiH%kEH4.6% K<, GNR Tix LVFX®
HEEAN0.3% Bh oz A—RFRGRANTHELY
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Table 6.  MICs of gatifloxacin and levofloxacin for clinical isolates
. No. of Geometric
Organism strains Drug Range MICw MICi moan MIC Mode
gatifloxacin 0.025-100 .78 . E .
GPB® 187 0 12.5 0.84 0.78
levofloxacin 0.05->100 1.66 26 2.06 1.56
gatifloxacin =0.0126->100 0.10 . .
GNR” 162 26 0.24 0.05
levofloxacin 0.025->100 0.10 26 0.24 0.05
gatifloxacin 50.0125->100 0.39 12.5 0.4 . 05
Total 289 8 00
levofloxacin 0.025->100 0.78 26 0.68 0.05
*GPB: Gram—positive bacteria
YGNR: Gram-negative rods
Table 7. Overall clinical efficacy of treatment related to the type of infection
Treatment No. of isti
Group n (_’ ° Excellent  Moderate Poor Efficacy  Statistical
group patients rate (%) test
group 2 gatifloxacin 2 2 _
(post prostatectomy) levofloxacin
gatifloxacin 14 7 7 100 Wilcoxon
group 3 (50.0) (50.0) P=0.875
UTD
(upper levofloxacin 14 8 5 1 92.9 Fisher
(57.1) (35.7) (7.1 P=1.000
Monomicrobial gatifloxacin 36 24 8 4 88.9 Wilcoxon
infection group 4 (66.7) (22.2) (11.1) P=0.809
(lower UTI) . :
levofloxacin 47 33 8 6 87.2 Fisher
(70.2) (17.0) (12.8) P=1.000
gatifloxacin 52 31 17 4 92.3 Wilcoxon
subtotal (59.6) (32.7) (7.7 P=0.558
levofloxacin 61 41 13 7 88.5 Fisher
(67.2) (21.3) (11.5) P=0.543
gatifloxacin 45 26 17 2 95.6 Wilcoxon
Polymicrobial group 6 (57.8) (37.8) 4.9 P=0.770
infection  (no indwelling catheter)  Jeyofioxacin 37 22 9 6 83.8 Fisher
(59.5) (24.3) (16.2) P=0.132
gatifloxacin 97 57 34 6 93.8 Wilcoxon
(58.8) (35.1) (6.2) P=0.753
Total
levofloxacin 98 63 22 13 86.7 Fisher
(64.3) (22.4) (18.3) P=0.146
Test of clinical equivalence (A =10%) P=0.000
Efficacy rate difference (GFLX-LVFX) 7.1%

BAICHE, GFLX B Tit GPB OiHX¥ A GNR DiH%
¥%52% L5745, LVFXB Ti3 GPB &£ GNR D
HERIZZZRA%E TH otz BRI LOBEHEERE
REL-BEICH, FEEARETE THo oV THhD
FEOBHERICH L COMBEMICARZLED LD o
=A%, mBEE HIiC Pseudomonas aeruginosa DIHER
PHEEOZN L D EVERICH - .
EOMAEICHTAHMIC LHEENHRLEOBEE
Table 12 IZ/R L 7= GFLX B Tix MIC 12.5ug/mL Ll
FTO 133/ T2 130 % (97.7%) HHERL TV HDIC

90% confidence interval 0.2%~14.0%

L, MIC 25 ug/mL B\ EIC%2 5 & 13 Bk 6 Bk (46.2
%) RNHERLAEDWKIEE), COMICAEEZ (Fisher
DEEEFREEE, p=0.000001) 5BDH LNz, —H,
LVFX 3 TiZ MIC 125 ug/mL LA Ei2 7% % L Wik
KA TTHHEA%ZRL, MIC 6.25 ug/mL AT 119
B 117 # (98.3%) SHEL TWBDIIx LT, MIC
12.5 ug/mL Bl £ @ 24 B T3 13 % (54.2%) »HKL
ZICBEY, oMk AEE (p=0.0001) H2
Lo X>¥ (WA
5) HEKHIMEA
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Table 8. Relation between effects on pyuria and bacteriuria
Pyuria
Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria treatment group
Fliminated gatifloxacin 57 13 16 86(88.7)
tmina levofloxacin 63 10 10 83(84.7)
D d gatifloxacin 1 1 3(3.1)
ecrease levofloxacin 0 0 1(1.0)
gatifloxacin 1 1 0 2(2.1)
Replaced levofloxacin 0 1 2 3(3.1)
gatifloxacin 2 1 3 6(8.2)
Unchanged levofloxacin 0 1 11(11.2)
patient total
Effect on pyuria gatifloxacin 61(62.9) 16(16.5) 20(20.86) 97
levofloxacin 64(66.3) 11(11.2) 23(23.8) 98
@ gatifloxacin 57(58.8)
test
Excellent levofloxacin 63(64.3) effect on X
[ ] gatifloxacin 34(35.1) , gatifioxacin  61/97(62.9) _
Moderate levofloxacin 22(22.4) pyunia levofloxacin  64/98(65.3) L 072
] gatifloxacin 6(6.2) . gatifloxacin  86/97(88.7) _
Poor levofloxacin 13(13.3) bacteriuria levofloxacin 83/98(84.7) P=0.415
(%)
Table9. Clinical efficacy assessed by the physician in charge
Treat: . isti
eatment Nc') of Excellent Good Fair Poor Efficacy rate Statistical
group patients (%) test
. . 60 31 4 2 Wilcoxon
Gatifl 97
alfoxacin (61.9) (32.0) (4.1 @1 9.8 P=0.880
. 65 20 2 11 x'test
Levofloxaci; 98
acm (66.3) (20.4) (2.0) 112 86.7 P=0.096
Table 10. Effect on symptoms
Treatment No. of Resolved Improved Wilcoxon
Symptom
group patients (%) (%) Unchanged rank-sum test
Urinary frequency gatifloxacin 33 17(51.5) 9(27.3) 7 P=0.995
levofloxacin 40 21(52.5) 10(25.0) 9
Pain on micturition gatifloxacin 33 28(84.8) 4(12.1) 1 P=0.097
levofloxacin 32 31(96.9) 1(3.1) 0
Feeling of micturition gatifloxacin 29 24(82.8) 4(13.8) 1 P=0.861
urgency levofloxacin 35 29(82.9) 1( 2.9) 5
Lower abdominal pain gatifloxacin 11 11(100) 0 0 P=0.363
levofloxacin 11 10(90.9) 0 1
EHBGRTRORPFICHACHEL -5, MBEh o7z,
Table13IC/R L7722 & 9 ICGFLX B T2 97 % 84 6. T
(8.2%) 7 » 8%, LVFX# T 29861 % 14 %] (14.3 1) EIfER

%) 6 16 KA RES h7-2%, IREBRHBME %320
TEEBIDOHE L L °GPB, GNR, yeast ® 3 BN E
HRCOVWTHEMICERZ 2D e d o/, HBEFEE
OABICELTIITAEL D yeast XFEDE L, DT
LVFX #DRIZ A L7z Staphylococcus  haemolyticus

H - thEMBIER 2, Table14 ® X 5 IC GFLX ¥ T
212361 R 9B (7.3%) 12124, LVFX & T 13128
Bl 9Bl (71.3%) 11 fEZD o5, BAEROR
FHECH L CHBMICARER DLl o7

B OMRIZ, GFIX BT TH, ARAREHELY
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Table 11.  Bacteriological response to the treatment
Gatifloxacin Levofloxacin
Isolate no. of eradicated . no. of eradicated Fisher's
strains %) persisted” atraing %) persisted”’ exact test
S.aureus 4 4 0 6 4 2 P=0.4867
S . epidermidis 11 11(100) 0 9 7 2 P=0.189
Staphylococcus spp. 12 12(100) 0 9 9 0 -
GPB”  Streptococcus spp. 7 7 0 8 8 0
E . faecalis 30 29(96.7) 1 26 25(96.2) 1 P=1.000
Enterococcus spp. 3 1 2 6 4 1 P=0.464
others 6 6 0 6 6 0 -
sub-total 73 70(95.9) 3 69 63(91.3) 6 P=0.316
E .coli 33 32(97.0) 1 34 34(100) 0 P=0.493
Citrobacter spp. 4 4 0 4 4 0 -
Klebsiella spp. 9 9 0 6 6 0 -
GNR’  Enterobacter spp. 6 5 1 8 6 2 P=1.000
S . marcescens 1 0 1 3 2 1 P=1.000
P .aeruginosa 6 4 2 7 4 3 P=1.000
others 16 14(87.5) 2 16 15(93.8) 1 P=1.000
sub-total 75 68(90.7) 7 78 71(91.0) 7 P=1.000
Total 148 138(93.2) 10 147 134(91.2) 13 P=0.524
“regardless of bacterial count

“GPB: Gram-positive bacteria
?GNR: Gram-negative rods

HILRFIER (58 EHEM L &R ERER 3H)
BREALTEORERBEHLVIIHEETHY,
LVFX BT HHILEfER 3 H) & PHEMERENR 3
Bl) BIBEAYTENRERBECH 7o WTHOLE
KOBEFICHERT2A, BEFIEFIEZAEIZLNHE
&L7z

2) BRREMERFE

¥H L oEAESEDN - ERREBORE L, Table
150 IZGFLX BTz 1115566 (5.4%) 1210
f, LVFXBCi3110614 46 (3.6%) IZTHEDDL
N7z, ZORBFEICHL CHABMICAEELZEDR
otz
BRRRAMRE OEBMEIX Table 16 IZ/R L7245, W
ThLEELZZETIZ % {, GFLX# T3 10 P2 S-
GOT k&, S-GPT %, y-GTP LAOH#EEREE
oL miELY v ABTF 144460, —4 LVFX
BTIR74PI2S-GOT L&, S-GPT b #, y-GTP
LR, Al-Pase I %, LDH LR OFF#REEREHED 6
EM/MREE 1 AR BTz,

3) BERLE

B thERBIER L EBEREECRIZTHELHRL
BERLSEIX Table 17 D & ) ICTHBHMICEEELFE

B3, 12I2RLL 0K 2F T GFLX B T 93.0%,
LVFX #T 94.7% Th o 12

7. HRA%

BB R LR 2 HE L CHRIBYRMAIHE L 7=
ERH#% Table 18 IZ/R L7z HAMRA 27 OFEHES
XU REIZ GFLX 3 T83.7 L 91, LVFX ¥ T 1776
£925ThH, T R237 60 LEDKHEIZGFLX
B T89.1%, LVFX B T81.4% Th otz WTFHIZH
LTOMBHICEEEZLRD RN o7,

Im. # =

HEEOHBEEORABICBV T2 —F/ 0V RiAE
EOESEMNEELL, FOVL DR T TICERICMHER
N, EREBOBRIEERICESAVORTRVIIFS
LTwa, L2L, Th6BEN=2—F/ 0V RNHE
KIIBW T AREREE - tEEL oL Lm, I
GPB I A MBI - 7 ¥ ARFEEICHSTHR
BV E CORBEEEOE THREZETAHALEIN
Twb,

F/)Uu ROSHMIZA M+ EE AT S GFLX 3,
GPB I3 AHMEIMHMEIN T2 —F /) 0 VRl
BED LA THRIE L SN 3 sparfloxacin & [ &%
BMWHE D 2RI, GPBIZBWT, ciprofloxacin %
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Table 13. Strains”appearing after treatment
Ieolate ) - . ofsrains Fisher's exact test
gatifloxacin levofloxacin
S.aureus 1 1
S.epidermidis 1 1
S. haemolyticus 4
GPBY  S.simulans 1
E.faecalis 1 3
E. faecium 1
sub-total 4 10
P.aeruginosa 1
GNR®  Rahnella aquatilis 1 P=1.000
sub-total 1 1
Yeast 3 5
Total 8 16
No. of patients in whom strains appeared 8/97 14/98
/total no. of patients (%) (8.2) (14.3) P=0.258
*regardless of bacterial count
YGPB: Gram-positive bacteria
*GNR:Gram-negative rods
Table 14. Clinical adverse reactions
e ) 5 Tweotrntion U emning. T e reaction st 09 V1
78 M nausea, vomiting 2 withdrawn antiemetic 7 moderate probable
anorexia 3 withdrawn fluid therapy 8 moderate probable
72 M diarrhea 2 continued none 12 slight  possible
82 F anorexia 2 withdrawn none 3 moderate probable
78 F dizziness 1 withdrawn none 2 moderate probable
Gatifloxacin headache 1 withdrawn none 2 moderate probable 9(,/,1:?
72 F upper abdominal discomfort 0 withdrawn none 3 moderate possible
74 M diarrhea 3 withdrawn none 4 slight  possible
68 M dull headache 1 withdrawn none 6 moderate probable
52 M headache 1 withdrawn none 2 moderate probable
74 F thirst 2 continued none 7 slight  possible
P=1.000
53 F twilight state 1 continued none 7 slight  possible
44 F dermatitis, eczematoid 1 continued none 2 slight  possible
pruritus, cutaneous 1 continued none 7 slight  possible
79 M headache 2 continued none 8 slight probable
wooziness 2 continued none 8 slight probable
Levofloxacin 64 M night sweat 0 continued none 1 slight  possible 9(;135
57 F sleepiness (1] withdrawn none 0 slight  possible
27 F stomatitis 2 continued none 9 slight  possible
56 F epigastric discomfort 5 withdrawn none 6 slight  possible
68 M nausea 1 continued none 3 slight  possible
76 F lower abdominal discomfort 2 withdrawn none 2 slight  possible

*Day after administration (Day 0 is the starting date)
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Table 15. Changes in laboratory test results

Tostment Total no. of Aggravated (relation to the drug) —_—
eatmen ) tely
Item patients def b-total likel ub-total
nite robable ssible sul unlikely L
group evaluated © P po not
gatifloxacin 11
RBC levofloxacin 110
Hb gatifloxacin 111
levofloxacin 110
Ht gatifloxacin 111
levofloxacin 110
WBC gatifloxacin 111 1 3
levofloxacin 110 1 1 2
Neutrophil gatifloxacin 71 1 1 2
utroP 1 ) evofloxacin 68 1 1
Eosinophil gatifloxacin 71 1 1
O8NP | Jevofloxacin 68
. gatifloxacin 71
Basophil levofloxacin 68 1 1
gatifloxacin 71 1 1
Lymphocy levofloxacin 68 1 1
M gatifloxacin ¥ 1 1
on levofloxacin 68 1 1 2
gatifloxacin 111 2 2
Platelets levofloxacin 109 1 1
. gatifloxacin 13
Reticulocy levofloxacin 14
gatifloxacin 111 2 1 3 1 1
levofloxacin 110 2 2
gatifloxacin 111 ] 1 1
PT
S-G levofloxacin 110 1 1
gatifloxacin 108
Al-Pase levofloxacin 107 1 1
gatifloxacin 109 1 1
LDH levofloxacin 110 1 1 1 1
gatifloxacin 94 1 1
TP
+G levofloxacin 99 1 1 1 1
e v gatifloxacin 105
T-bilirubin levofloxacin 105
. gatifloxacin 73
D-bili
bilirubin levofloxacin 71 1 1
gatifloxacin 34
LAP
levofloxacin 30
BUN gahﬂoxacfn 111
levofloxacin 110 1 1
eatinine gatlﬂoxacfn 111
levofloxacin 110 1 1
gatifloxacin 110 1 1
Na .
levofloxacin 109 1 1
gatifloxacin 110 1 1 1 1
K .
levofloxacin 109
cl gatifloxacin 110
levofloxacin 109 1 1
Glucose gatlﬂoxacTn 24
levofloxacin 18
U—Protein gatlﬂoxam.n 106
levofloxacin 105 1 1
U-Sugar gatlﬂoxacfn 106 1 2
levofloxacin 105 2 3
No. of patients with aggravated gatifloxacin 6/111(5.4%)
laboratory test results (%) levofloxacin 4/110(3.6%)
Fisher’s exact test P=0.748
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Table 16. Laboratory adverse reactions

Treatment group Age(y) Sex Items and changes of abnormal values Rt:lt:f::::t? Incidence(%) Fesher’s exact test
65 M  S-GPT(387-63) possible
7 M S-GOT(21-47-+83—17°) probable
S-GPT(11-53—+89—27°) probable
80 M  S5-GOT(22—+92—55*) probable
S-GPT(20—197—147°) robable
Gatifloxacin P 6/111
8 M  S-GOT(32-51) possible (6.4)
y-GTP(33—69) possible
63 F  S-GPT(16—65—23*) possible
K(8.8-2.8—8.6") possible
66 M  S-GPT(36—87—85°) probable
P=0.748
66 M platelets (298,000—496,000) possible
46 F  S-GPT(11—32) possible
Al-Pase (258—+432) possible
. . 4/110
Levofloxacin y-GTP(9—37) possible (3.6)
68 M  S-GOT(31—49) probable
66 M  S-GOT(19—+37—21") probable
LDH (306—+998—261") probable
*follow—up results
Table 17. Overall safety rating
Treatment . Safety slightly Safety rate .
. test
group No. of patients Safe Almost safe doubtful Not safe %) Statistical tes
100 7 5 3 Wilcoxon
. . 93.0
Gatifloxacin 115 (87.0) 6.1) 4.3) (2.6) P=0.684
100 7 6 x'test
i 0 94.7
Levofloxacin 113 (88.5) 6.2) (5.3) P=0.605
Safety rate (%) : (Safe + Almost safe) /No. of patients x 100
Table 18. Clinical value
Treatment Total no. Clinical value score
en .
of 100~80 79~60 59~40 39~20 19~0 Statistical test
group . +SD Medi 260(%
patients (%) (%) %) (B (%) M edian )
73 17 7 3 1 90/101 Wilcoxon P=0.214
i i 83.7£19.5 91 .
Gatifloxacin 101 (72.3 (16.8) (6.9  (3.00 (1.0 * (89.1)  Mean:
T-test P=0.088
Score=60
68 15 4 6 9 83/102 %test P=0.120
i 77.6£30.0  92.5 X’tes .
Levofloxacin 102 ©6.7 (14.7 3.9 (5.9 (8.8 * (81.4)

PRRD=2—F /)0 ZHEENE 1ENBEE%Y  topoisomeraseV 2 bHEL, TOHEFHRII=2—F
topoisomeraseN & L TV 5 & L B4 Y, GFLXid /O RHEEOL»TRBHBIIHMESN, %/ 0V
DNA gyrase 2% 1 EHBERL LTWAH I LAYIHL, HRICH L COARUI TR EN TS, I -8Y
RAAN=XAZBT2RBCOHARICRY)DOOH S, BV TAFEREZO LMY, HIHERARICE
GFLX iIDNA gyrasefH £ L 212 A LR E T THABBEIE RO STV, 4% TIZGFLX
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OWRBER SR 551 B BRI A T, et B LU
R LA BT 2 TR T 1A AR i s & OF
M REBRE T T &2 She O & ), GFLX
L BR B R SRR O RS O AN T L S E AUy
SNZOT, Sl BUHEVE IR BRI SR 4 84U GFLX
® 1 AR 400 mg (53 2) & LVFX @ 1 [1I}it 300 mg
(% 3) O EITHRILBRERE KL 7.

1. NgEHAIIOVT

AR OBKRS T, A7 —F LR & (UTHA
BERBHOS 1,50 LR, RSB A A
+ 5 BN R IR S D H T —F VIR S (UTI
EERBRENN2.3.4.6M) ZXRELL, AT =T
VR RIS BUMEM R BRI S 1, DR BN T %
M LEVWBETHLE SN, v =a—F /0
FIBEOLBRBIC BT H 7T — 7 V- HIA 10 1
VL CEM S N2 RBROBKR RIZOVTADE, AT
—FLNFERBLETOHRENT0~87% THDHDIIx
LTHT—F VEBBRETIE 23~5T% LBV, A
F—FVEBOIINT L2BRRBEIE LHFHIELT
12, MEROBEBEEILERIEC ™, BEREIF
Zr, BROEERNRE LR EMNBEITSNLTY
Do SDENIHT— T IVEHEIINE ) BHMEREERIYE
% H 7 — 7 VIR B BN R B RAE & RARICHLY R
CERAELL B, SO TIHREEL N T
—FVEEBRECRELERLZ. 2B, AT —TN
BEOICOVWTIIICABEE/BT AL & L7

2. REPEMFIINT S MICIZDWT
SEORFICEE L TIHREMORS L O 58S M
289 #k 122\ T GFLX & LVFX ® MIC A5l & S i 72
A, CHhODOSBRICHTAMAOMIC # BT 5
&, GNRIZx L TIXW A O MIC IZFE % TdH o 7255,
GPB I2#f L T2 GFLX D MIC AALVFX D #h & 9 1
EREEEhTB), REBEEEHIZIOWVWTL GFLX®
GPB I $ A MEA NSRBI Twb L EZ bR
pAS

3. BRZFIZONWT

SEORFTHONI-REEREIL, GFLXBT
93.8%, LVFX B T86.7% D A % T, GFLX » 7.1
Yo o7ht, MBEMICEEZZROLD o7, WHRE
AL LTHWLVFX DB RBEREETH B

OCT_.J1999

B AR 350 F D WK %) B 1S 136 B0 83.7% & @
SNTVLH, CORBRTIIHAT—TF VML L3
RIZOODTEHEY, SHERVTHEERBLTALL
123 Bl 107 BIAER = (1R THAI R4 87.0% ~ 12 1y,
ey LVFX BT o) Mis S & il % T, % ik -
L Y N

OB OWT A=107 £ L7 MSEORE %
VL 2k S A, GFLX ¢ LVFX (24§ 2 i) 4% A
il Sz,

UTI 5 IIHERE S LR TEIR I Y 2 e L 725 1;
ik, 3N, MAMBIUBEMOVTHRIZBENT
LB Gk B3, F B RS L B
PO TOMBEMIZ AT ELTEDeh 1.

I 2 Wiz LT, GNROI{%& 41X GFLX 8+
LVFX M%) % T -, 7: A% GPB Dl % # 1% GFLX ¥
95.9%, LVFX I 91.3% & Bt 4i G v Bk
LODHTD | TIXGFLX M A%4.6% LAl>7:s Zh
12, = X2 -7:mi#lo) GPB, GNR 2T AH5E N
AR MICBIN AR B, FTREIIHTS
MIC L MM R E DMK TIZ, LVFX B TIIED
0L Bk MIC 125 ug/mL VL B2 % 5 - il
PRMPHEIZIETF L, MICA 125 ug/mL UL EERT
BIZEERR PRl AL &V ) B 6, ERRAILE
HELEZON0 —/i. GFLX 8 T3 MIC %* 25 ug/
mLU EIZA2 L BiHARENHEIZETL. MICAH25
ug/mL UL 2 T RIZER 2 MERE Z2 607
Thbt, LVFXOMBE#M 7L -7 K{ ¥ FIIMIC
6.25 ug/mL T& ., GFLX ®F iz MIC 12.5ug/mL
ThorrEz26N5%,

HERMBIME L LD ERORES L U HBEEOR
RiZOVWTRIHBMI - AEEL 2D LN o7, LVFXE
NODOHEERMUBMAE (veast ¥ <) O MIC VT
b 125ug/mLUNLETH D, #izd L7z LVFX DK
B 7 Wt 12 MIC 125 ug/mL UL EOKTH S L v
YEZE—-HLTWw, —#. GFLX DB & I3EKRE
LD IEE I 25 ug/mL L I & E 2 bh, GFLX#
DFEHHBME DO MIC 12 S. aureus ? 3.13 ug/mL
D1IBHEBRVTHBO4kizVFh b 25ug/mLUET
Hotzo

B, EBRIBYEMOHE L BEKRD R (BHHE) L,

Table 19. Intent-to-treat analysis of clinical efficacy assessed by the physician in charge
Treatment No. of Effica
. cy e
group patients Excellent Good Fair Poor Unevaluable rate (%) Statistical test

Gatifloxacin 124 0 35 4 8 12 84.7 Wilcoxon

(56.5) (28.2) (3.2) (2.4) (9.7) : P=0.396
Levofloxacin 124 67 25 3 15 14 74.2 Xtest

(54.0) (20.2) (2.4) (12.1) (11.3) ) P=0.041

Efficacy rate (%) : (Excellent + Good) /No. of patients ~ 100
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GFLX # 93.8%, LVFX # 86.7% T UTI ¥ % ¥ {fi &
BICEVHELABELFAMTH o7 £248EFD
BB AR <2\ T intent to treat #HT L T b [E M)
THho7 (Table 19),
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MN—FF 4 ¥4 varo—RELT, BROWEET
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To objectively evaluate the clinical value of gatifloxacin (GFLX) , a new 8-methoxyquinolone derivative,
in the treatment of complicated urinary tract infections, we performed a prospective randomized double—
blind comparative study using levofloxacin (LVFX) as a control drug. Only patients without indwelling
catheters, who had at least 5 WBCs/hpf pyuria, at least 10‘CFU/mL bacteriuria, and an identifiable
underlying urinary tract disease were admitted to the study. Patients were randomly assigned to receive
either 200 mg of GFLX b.i.d. or 100 mg of LVFX t.i.d. for 7 days. The criteria of the Japanese UTI
Committee were used to evaluate clinical efficacy in a total of 248 patients: 97 patients in the GFLX group
and 98 patients in the LVFX group. There were no significant differences in the background characteristics
of the patients in these two groups. Excellent and moderate responses were obtained in 93.8% of the 97
patients who received GFLX and in 86.7% of the 98 patients who received LVFX. This difference was not
statistically significant, and the clinical equivalence of GFLX to LVFX was verified (as A=10%) . The overall
bacteriological eradication rate was 93.2% of 148 strains in the GFLX group and 91.2% of 147 strains in
the LVFX group, with no significant difference. The number of strains appearing after treatment was 8 (in
8 patients, 8.2%) in the GFLX group and 16 (in 14 patients, 14.3%) in the LVFX group, with no significant
difference. The incidence of clinical adverse reactions was 7.3% for both of GFLX and LVFX, and the
incidence of laboratory adverse reactions was 5.4% for GFLX and 3.6% for LVFX, the differences not being
statistically significant. None of the adverse reaction findings were serious. Nor were there any significant
differences between the two groups in overall safety rating or clinical value. Based on the results of this
study, we conclude that GFLX (200 mg b.i.d.) is as useful as LVFX (100 mg t.i.d.) for the treatment of
complicated urinary tract infections.



