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B R B BYE (IS 3 B pazufloxacin O RMRE M

nmiE g0 omEx B TR OARY R M-
A#H Bz - AX BB -kl ER DI WY
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" RIBKEEERRBLHE

(PRT412A 11 B84 - PR8E 1A 11 HRA)

PRVERBEBRIE T 2B ¥/ 0 Y REOH KK pazufloxacin (PZFX) NEXARENMHT
5 HMT, ofloxacin (OFLX) £ ML LAMMURMRMELE L. HRELIRX, »7—FrHR
FEBE L URLRERBEIE 2 RS, REBICERKBEATI2URERBESET, PZFXiX 1 B 300
mg 5 3 (PZFX-300 #) 3 X ¥ 600 mg 5 3 (PZFX-600 #), OFLXIx 1 H 600 mg 7 3 (OFLX ¥)
T 7 HRARSRS L, UTI ERFEEE (B3 CMUETHRALET 7

1) ®BES5EMMK 108 M (PZFX-300 B 36 #1, PZFX-600 ¥ 39 fl, OFLX # 33 #1) h, REKLHR
O 3§l | B PZFX-300 # 31 #, PZFX-600 ¥ 28 #1, OFLX # 26 Hiat 85 ATH oo

2) RAEKHRIZ, PZFX-300 ¥ 84 % (26/31 #4), PZFX-600 # 89 % (25/28 #1), OFLX ¥ 77
% (20126 1) DEHETH -7,

3) MWEMEHRIX, PZFX-300 ¥ 87 % (41/47 %), PZFX-600 # 90 % (35/39 %), OFLX ¥ 82
% (32/39 ) DHEETH -7

4) HERAORBEIZ, PZFX-300 # 6 % (2/36 #1), PZFX-600 #TixZD oI+ (0/39 M),
OFLX B 6 % (233 M) T, ERIZBFESHIEF-RRTRIITSTHELAE. BEREHERTEDIZ,
PZFX-300 # 3 & U* PZFX-600 B Tiz@BH Hh¥ (0/36 MB X U* 037 ), OFLX BT 3 % (1/32 M)
B o, MELRLEIX, PZFX-300 # 97 % (35/36 1), PZFX-600 % 100 % (37/37 #1),
OFLX # 97 % (31/32#1) Th -7,

5) HEYMEHEICXHHMHEIL, PZFX-300 ¥ 87 % (27/31 ), PZFX-600 & 81 % (21/26 ),
OFLX % 89 % (24/27 1) TH o7z

BEXbY, PZFX-300 # & PZFX-600 HOMKLER, MEENHRELIURSND> S, HEERE
REBE IS T 2 AR OEMARNEIZ 1 H 300~600mg 5+ 3 L # 1% bhie,

Key words: PZFX, OFLX, quinolone, dose-finding study, complicated urinary tract infection, pazu-
floxacin, ofloxacin

Pazufloxacin (PZFX) REILETE/RRXH L KRR ELMCHEL, 5B 2 RMITCOEYRIRERS
#HIFV+FECHARRIAEFREF  u s REBOHEXT 400 ug/ml E K<, 24 B TCORBPEREIIH 85 %K
b5 (Fig. 1). RYRONTVWE, —%, 300mg, 1 H 3 E, 7 HRAK

ZHiz75 ABUEREBIURBEZ LY 7 ABEEICH
LT, LEEZHEARY PV EBRCREDERT. 7,
BHWIC BT 5 REBIARO—BEBEHORIFICBWT, &
BRERICHT 5L, ATl FEHRER DA
BOERIREALIFLFIRRZSNTVWSY, PZFXD
BRI AR T, BFEO=—2—F/ arEIHL TR
1T BEFC, Z2HBiBF 200 mg HEIRS RO B MF P REIIH
3ugml L&, mMAERMIEH 2.3 BRLEL, LPro

Fig. 1. Structure of pazufloxacin.

HEETRE RN 3-1-1
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BT, RC/BRTIMERRZD LN TVRW, PZFX
DRI S T HBEMIE, & LT 1H 100 mg 3 & ¥ 200
mg O 1 H 3 @SN 2E8h, WRERBRRIED UTI %
BFMENR (UTI EH)» Ik 2RI 89 %
(3135 M) L BUFZERMT, BRI 137 Fhl LB ER
A3M (2%) DAT, EMZERIZED SR THRW,
SE, PR RIE MR & 0 R AH O T MR
SENT, HH%, REBBIUH AL BN,
ofloxacin (OFLX) % #M¥& L, £ 1 A 600 mg %
¢ LT, PZFX ® 300 mg /H#%%5 & 600 mg /A5 TOR
MEBRRREEBLADT, CORMEMET D,

2B, XFRIFR2E10A 1BV MITSh: [EX
ROBRABROELMICMT 2 E8 | £ MFLTERL,

L E®R F &

1. NREBBIURESRSE

XRiE, 1992 4F 10 B~1993 £ 2 HOMICHE K%,
RILKZEB S UAMKEE Zh 5 OMMERBE (Table 1)
DRRBEBONKEZBLARBICEREKEREAE TS
PEERBEREESRE T, ALRFEBRRELR S
F—FNVHEEBOEMT, UTI R L 2-BE£HE,
Thbd,

® JKAlE LT 20 &L E 80 REWDB L

@ FABREHEEROMRAS5 2/ hpf LE

@ RABEHLEHORPAEEEA 10 CFU/m] Mk
EWRETHEAL L. A22L, ROVWTRANCHYT
LBHINRIOBRIL 72

O BHEREECTEROMNICX 2HMBTIIREIM
FEhZVWEE

@ RABREBSWICMORBAEEZSICX ) ERI K
HELo2H28E

@ EMLEREBRICIZAKEEZAL, KREOD
R EHHRE L B E

@® WEDOL, F, WREREDNDLBE

® RMMMAEA F TIC PZFX ¥ 71k OFLX A5
ship#

® F/uVREMICIIENCAEREZRTL
VNE—DBEDNH D BE

@ TADA, DE2VIERERB L LORELA
THEE

® EM BRALPBIVERLTVWAITEEDOH S
eE

@ ®ofl, BRELEMIASEY AN LLBE
2. ABEBIUVERSR

BREE LT 18P PZFX 100 mg 28HT2H
B74NVAT—F 4 Y7 (PZFX &, lot. VE110F,
BIMEZ T ERA XM NE), PZFX f L i35 L3
AR 7 5L KE (lot. VFO03P, HMLZLEARSL
HMNE), BIUNEEL LT 1 &4$12 OFLX 100 mg
PEAETAABTIANLI—F 4 ¥ 78R (OFLX £,
V¥ F® lot. EP 999, H—MNEAXXMHET) %
FREL

*R¥EL LT OFLX 28 L=, ONBEHR
BRE (BEWE, BYEE) CHEXKZEh T
52t, OHEERBEIEOHBEL LTHYNRS
JUPRZHICODVTRVEEIBONATVWEZE, @
Sa—%/u EDLE»TR, {L¥EEE, HEHB
UCHANBEA PZFX IZEBLTWA I L Th S,
PZFX o5&, MRS IHARICBVTHE
HRBEEEAEICHLTELLT 1 H 300 mg £72i
600 mg x5 &h, UTI XRICL2HDENENE

Table 1. Departments of urology and doctors taking part in the study

Institution

Doctors

Kobe University, School of Medicine
Akasi Municipal Hospital

Hyogo Prefectural Awaji Hospital
Hyogo Prefectural Amagasaki Hospital
Kobe National Hospital

Kobe Ekisaikai Hospital

Mitsubishi Kobe Hospital

Medical School, Okayama University
Tottori City Hospital

Kasaoka City Hospital

Onomichi City Hospital

Kagawa Prefectural Central Hospital
Sekizenkai Jyuzen General Hospital
Kyushu Rosai Hospital

Kyushu Kosei Nenkin Hospital
Sanshinkai Hara Hospital

National Fukuoka Central Hospital
Miyazaki Prefectural Miyazaki Hospital
Kitakyushu City Wakamatsu Hospital

Sadao Kamidono, Soichi Arakawa, Shigenori Miyazaki
Satoshi Ohbe, Masuo Yamashita

Shojin Ka

Gaku Hamami, Nobutoshi Oka

Keiichi Umezu, Hiroshi Maeda

Masayuki Sugimoto

Masayuki Kuwayama

Hiroyuki Ohmori, Hiromi Kumon, Tadasu Takenaka
Shunji Hayata

Mikio Kishi

Akihiro Mizuno

Toshihiko Asahi, Daisuke Yamada

Ryoji Nasu

Kenji Itoh

Tetsuo Omoto, Tatsuo Nagafuji

Akito Yamaguchi, Yasuhiro Yamasita

Ichikiro Morita, Shin-ichi Kaji

Masaru Minoda, Osamu Mochida

Takuya Amano, Motonobu Nakamura
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91 % (21/28 Al), 80 % (8/10 Hl) & REFL2EMT
HolkZl, T, RWHEAIZ 187 fith, BED HHE
BEOHRER 3 1 (RAXE 2 %) FBDHLILEDA
THHI L5, 1H300mgs 3¢ 1H600mg#48
D2 ARERE LA, 238, OFLX b5 ki MM
REBEEICHNTINHROLRTHS 1 H 600 mg
d3&L7’

PZFX 300 mg 5% (PZFX-300 %) iz 1 Hk: L
TPIFX OERET7ILHREE 1| RiMARELDLD
%, PZFX 600 mg $5% (PZFX-600 #) X PZFX ®
%% 2 ®%, OFLX 600 mg 5% (OFLX #) i
OFIX & 22 Eh¥h 14akL, B - B - 403\
R%184LLT3AEICL, #0 7 HS%® 1 ERS
ELTAMERFRBONAMICND THRH LA (Fig.
2)o %235, PZFX-300 ¥ X PZFX-600 ¥ MRk M
BBLMPRREE LA,

avhbu—9—it, 6 EASE 1 ML LTEMBIC
PZFX-300 %, PZFX-600 ¥ XU OFLX BO&R*

FMEZBE)ICARELRELHNFIRIC—ROM
BFEfHL, St LAF—a-F2RBRTHMARS
TEN RELTERELZBREL, FRBOF—F D
FERZRIEL,

Ay bPO—-5—BRNRFTBORREDLI L EESICHK
o 7=MiZDOWT, PZFX DEXRE 75 L RROBRIA
REOBBLEXRMLAR (MR- Bl - SHEAR) O
Eiiz, B=FZABRBRMNOEXN KEENELHE (&
B kT BB

Evening

® O

Morning Noon

®O OO

PZFX-300*

PZFX-600**

rx @ O O @ ® @

@ : pazufloxacin (PZFX) 100 mg tablet
O : PZFX placebo tablet
@ : ofloxacin (OFLX) 100 mg tablet

* A daily dose of PZFX 300 mg administration group
** A daily dose of PZFX 600 mg administration group
***A daily dose of OFLX 600 mg administration group

PZFX: pazufloxacin, OFLX: ofloxacin
Fig. 2. Dosage design and administration schedule.

8. ¥EHE

BRMEIMA L LTREDNADARRBRLIRRD 2
B, BE>HIREXR1E 1T 28 27 AWK
CTROREL, 8 BERMEADLHHORMIIRILE
L7t KA LTHROEDDORN2ARIZET, &
DHEMELHMBLEHHTHICLERLE. 28, R
REOBYWMEICKWEBLIZTLELAONIMNRE
RAENEHN, FLREN, MMRNN, FIRN, KM,
y-2u7y) YHH, CSF Mz LoMAIRMELT
B3, FA74VUREDHAIRFAT 1Y) Y RPR
KELRSEZTMENDIOTHERLTRETSS
Ll 28, RREORSIIXESRMEONELR
EZORRMERNEZFONECERI LT RN
M, EMZHAMAER  MEKNREAREORIACH
RiER - RAIROUBIBOLATWR YOAHTR
SOMBIERT AT EALEANShRIE, &S
EpELTH IV L E LAY, EORICIIFHEOM
® FEZOUCICRELEETHIELL,

4. WE - BMBHEBBIUN®

BEER  REFROBRIX, KHNELTHRSMAHE
BIURSRTH 24 BEMLALKC, UTI ERiCHRRLT
fToo

MEZMEIX, BEMANBIURSATRD 24
RUUACRRL, SESBRICBVT dip-slide i
(DY AN E®, E—{tEXGHARXM) 12X ) 24K
MERLCHMNEREHE, LI CHPMANRERR
THHIBMAREZEFRBREWEEICBNT, BANE,
HOTW - B L U HER{LEMEFRRMMEY 2RV
PZFX ¢ OFLX ® MIC (10* CFU/ml) OME%1T-
oo B, BRIRAIE LTHEERBRTOMLZRA
L7z
BERREIESBBENBIUHEERTRIC, B,
FEiRee, HlE, RORELERL, BEEROEX
BRI RYBERL .

5. BERYWR, REBRLZLCCHBEROAE

1) HYERAE

(OM ;3% 3
HYRBONEERICR > THREER, RRE -
FRZEDUBEELHBRBLLT, BERDHRL [EMH],
(%], TRCHR], T%%] © 4 BT i (AR
BE) (CHE L=

@ BMEREE
MAREEICBIZ2ABLRABOHNI [HAEKC
SHZHMBREMICHTZRIMEH, BEREEREONE
A | 2BECL T4, BEERISRE LR
ETORELX [BE], [HSEl (RE] 0 3 BEBICZ
L. BEAREERKED T - R3HEMEERE ARE
EOERKRIE, UTI ERITRBMLT [HHSH Bk
by, 27WEHY ], [RERD22H LAk,
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RRZVS L] BLU TBEEL] @ 5 BRICHE
L, [HoCMEbD ), T80MEDD | 8L W
RPNV LHRLEBEE, BRNAKD
el

BEREE S, BEMMEZEL TRRE: HRRE
Y LHELABHMEER (RER) B UBRREMN
REEBOURBE D LIC, [RLTHD), [12IZRLT
Ha], [RCHBEXHD], HMEIHL] 0 4 B
ok THERR] EHRELA,

® HEH#

MR RELUBMBEREEL b L ICHAEEHEL,
EBIC THERICRE] A% THBICTR] REL
70100 mm D7+ A r—VERAWCHARERR
L7

2) ZTH&AE

FRAIIC, VMBRREEMN (WX MRiEe—), M
HPEPHRHE ERXE AKLEH), 2V bo-5—
(BRKE /MNIB) BXUMEAE RIIA— W
IhKE AXHE, AMNKE BEAERIIZENE
BECBVT, 2EAOREROERATLHAL,
BEEREMBORKH, REI LI ThARERA, B
EOEBHRBRRALH R EICLELREDRERKEH
LYABDAELREMNORELXRETHELEDIC,
UTI B¥ICEBRLTREBERBREHE L T,
BEH, BAREBEREEY, RERSELITHA
BICOVWTHEROERBRABTZHL LIS ZDOR YA ZRE
BL2o PREEMOIUERIZ KRR DM AT R
BT 2HA FI4 V20T IcBLT, [FA#
¥, Thik], TR&], AEER], [AELRHEF] I
XaL7.

B, ARROFMIZHEHIWEEZEICLTITo 72

6. RBRBIUT—5 DM

¥—a—-FoRRIZEkELL, NERATHRELE
FORBAICONTEDOR YK ZEHBMORBRNR K
ZHERFL, CRICRBOZWVWILEAHEZLTLEN
PEES, avbo—5—2F—a—-F2HRBL,
F— s —ORFREa PO —5—DBOH LIZEIL
Ib¥ TEBRAEHOMTBYZTINIT o720 BFIZEL
LT/ 892 )y 272 8L, FHERr—NV7%
S USIo M DI LIS LT Wilcoxon @ 2 BEARE (U
BE), 7#E y2 BE, Fisher DEHERFIHHEELY
ROV, REDEBAKEZBEERTIIAM 15 %,
BR3P Xl 5 % & L7

LB, ARROBIIARRIAROENEEZRL
T PZFX O 2 BELBZTY, HRELOLRIIZE
L7

IIL & B & R

1. EELKABR

SERBORE, FRERICH LT PZFX-300 B#O%K

#ix 101.4 %, PZFX-600 R O%HiE 99.2 %, OFLX
#13101.8 % T, WTFhLRREVICEALTHR 12
ERORBIEICRATIEMTH o T/, 3HOR
HBLUMIARD PZFX OEEL 75 € KROMIT
BB E N,

2. MITEH

RRE RS Sh-LEFAKIT 108 AT PZFX-300
# 36 #l, PZFX-600 # 39 #l, OFLX # 33 fiTH -
PSS

BEERZY RIS D O 1 MMEH 20 B, BIEAICEA
ik (RERTR) Bl 2 B, RSEHROMERERELR
RTHL2RLERRHA 1 AloRt 23 AEBRVT,
PZFX-300 # 31 #i, PZFX-600 # 28 #1, OFLX ¥
26 It 85 MEFMAIMRE Lo FABRRADLENTTH
S LN EMIBRENORERTHBEME
12 10* CFU/ml kiR O MBARHITH -7 (Table 2)o
BER R SEALFEIRE L, BEAREEREE
B X USRS IZ PZFX-300 # 36 1, PZFX-600
B 37 41, OFLX # 32 #Iat 105 A% MR E L7
A i PZFX-300 # 31 M1, PZFX-600 % 26 #1,
OFLX # 27 Hidt 84 P& SFEx R & L7z
HEMFMICE VT PZFX-600 HICHBE T 3
BARRDIERNE H 5 72D T PZFX-600 B DfiE FEAH
Bhehotc (p=0.089), £DMMDFEICH VT PZFX
D2HOBBEBIIABEZRB/YIBOONE I o7
(Fig. 3),

3. NREFOFRETF

BERZ) RAFMARD 85 FIZBVWT, BEFROVT
hOEFICH PZFX @ 2 BEOAMICABR LB X2
Hohigh o7 (Table3d), T/, RBREZERORS
SMEH X, PZFX-300 B4 6 47 ¥, PZFX-600 2 5
39 #%, OFLX ## 5 39 ¥t 125 kAo MS h,
PZFX O 2 BOWBEICAH R LRI IBDONLEH o
7 (Table 4)o Ch LD MED S B, PZFX &
OFLX @ MIC 'l & h7-##k B PZFX-300 # D
41 B (o 2B 24 B, Y9 L2BHE 17 &),
PZFX-600 #» 37 % (Fh¥h 16 &%, 21 #),
OFLX #® 39 # (£h¥h 15 #, 24 &%) & 117 %

Table 2. Reasons for exclusion from efficacy

Reason ZFX-300 |PZFX-600| OFLX
Ineligibility | Disease with acute prostatitis 1
Pyuria less than 5 cells/hpf 1
Bacteriuria negative 2 6 3
Bacteriuria less than 10* CFU/ml 1 4
Infection due to fungi 2
Drop-out |Discontinuation due to side effect 2
Violation | No urine examination after treatment 1
Total 5 11 7

PZFX: pazufloxacin, OFLX: ofloxacin
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No. of patients No. of patients
evaluated excluded
PZFX-300 81 PZFX-300 6
PZFX-600 28 PZFX-600 11
— Efficacy OFLX 28 [Tttt OFLX 7
Total 85 Total 23
Statistical test | x*=1.513
(PZFX 800 vs 600) |df=1
(X" test) p=0.219
PZFX-300 36
Tota:ino:f PZFX-600 39
_ batlemts Side effects — OFLX 33
PZFX-300 36 Total 108 PZFX-300 36
PZFX-600 39 Overall safety | pZFX-600 37
OFLX 33 Safety OPLX 32
PZFX-300 36 m
Total 108 PZFX-600 a7
OFLX 32
Laboratory __|
tost Total 108
Statistical test
(PZFX 300 vs 600) |p=0.494
(Fisher’s E.T.)
PZFX-300 31 .
PZFX-600 26 1 “test: chi-square test
OFLX 27 Fisher's E. T. : Fisher's exact test
PZFX: pazufloxacin
L Usefulness —{ Total 84 OFLX: ofloxacin
Statistical test | x*=2.888
(PZFX 300 vs 600) |df=1
(x? test) p=0.089

Fig. 3. Specifications of patients studied.

Tholo HERMOEHKRICNT 5 PZFX B XU OFLX @
REZUIMis 6, PZFX-300 B L PZFX-600 BHOEMH
RN ELEATH - (Table 5). 7=, 2H#K
117 #ICx$ % PZFX @ MICs 121.56 ug/ml B & U
MICw i3 25 ug/ml G, OFLX ® MICs (20.78 ug/ml
B X U MICw i% 50 £ g/ml Téh -7 (Table 6),

4. BERZE

1) RAEBERZE

BAKKRSE X, PZFX-300 H Tk 31 #ih¥E%) 16
W, H%h) 105, B 5 ATEDLAEREEDEAR
%84 % (26/31 #1), PZFX-600 # Tix 28 HlHhE%)
14 B, A% 11 81, %) 3 ITHLE 89 % (25/28
#1), OFLX M Tix 26 $IH¥E%) 14 81, £%h 6 41, &
% 6 BITHEED 77 % (20126 #1) Tho7o PZFX
D2BMICEREZIZDON D 572 (Table 7).

2) BRICHTHEE

BRICHTHEHFE, EBELLEAEFELZEDE®E
&A% PZFX-300 ¥ 84 % (26/31 #1), PZFX-600 & 82
% (23/28 #1), OFLX % 88 % (23/26 #]) T, PZFX
O2BMIHREIZDONLEh o7 (Table 7)o

3) MERICHTHRR

MERICHTAHREZ, (BHEIALLED) £
PZFX-300 B 77 % (24/31 #), PZFX-600 & 78 %

(22/28 $1), OFLX ® 65 % (17/26 ) T, PZFX O
QHMICHBZRBOONLH, 57 (Table 7)o

4) HEBEIRSEKLR

UTI #RBEFORSERYH R, B3 ¥ (HBRR
DEBRBEBERE) CTREJLEELEDLET
PZFX-300 # 1/1 ¥4, PZFX-600 &% 22 %, OFLX &
3B3HAT, H4H (HMREOTHRREREE) CT2E
12/15 B4 (H%h%¥ 80 %), 16/17 ¥ (94 %), Y12 H
(715 %) T, %68 MUEBREOLF—FVEGE
fEF) Ti3E 13/15 1 (87 %), 719 M, 8/11 A (73
%) Tholzeo WFhOKBBIZE VTS PZFX O 2
HHICHEZIBOONLH 57 (Table 8),

5) KEJRAKKLE

KEBEOREBRZRIZ, WENRIWLATIEIEY
LE % E&b¥T PZFX-300 B 2/2M1, PZFX-600 &
2/3%, OFLX % 5/5 ¥, BMPEER£I13% 24/29
(A%* 83 %), 23/25 B (92 %), 15/21 ¥ (71 %)
Thole WTFHOKBIZBWTYH PZFX @ 2 B
AREIZBDONL D 57 (Table 9).

6) MEFHEHE

BERORPIMEICHT 2L, 751288
W Tid PZFX-300 & 83 % (24/29 #), PZFX-600 %
83 % (15/18 #), OFLX ¥ 73 % (1V15 %) T, 7
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Table 8. Background characteristics of the patients evaluated for efficacy
Statistical test
Characteristics PZFX-300 PZFX-600 OFLX (PZFX 300 vs 600)
(y* test or Fis)
Sex Male 14 16 18 x°=0.148, df=1
Female 17 13 10 p=0.701
20~29 2
30~39
Age 40~49 2 11=1.470
(yrs) 50~69 6 3 1 df=4
60~69 11 9 p=0.832
70~179 12 12 14
Mean+SD 643125 66.3+2.0 68.412.1
. . Pyelonephritis 2 38 6 .
Diagnosis Cystitis 29 25 21 Fie : p=0.661
Group 3 1 2 3 x*=0.821
Type of infection Group 4 15 17 12 df=2
Group 6 15 9 11 p=0.663
Renal function Normal 28 27 23 i
before treatment Abnormal 3 1 3 Fis : p=0.614
Chemotherapy just + 1 .
before treatment - 27 27 26 Ris : p=0.356
Symptom + 18 16 15 ;:10‘037
- 13 12 11
p=0.848
+ (5~9) 1 e
Grade of pyuria + (10~29) 6 8 17=0.048
(cells/hpf) + (30~99) 8 6 6 dr=3
+# (100<) 17 17 12 p=0.997
104 3 3
10° 3 y'=1257
Grade of bacteriuria 10° 4 4 df=4
(CFU/ml) 107 19 18 16 p=0.869
10* 1 1

Fis: Fisher’s exact test
PZFX: pazufloxacin, OFLX: ofloxacin

5 ABRYEE Tk PZFX-300 # 94 % (17/18), PZFX-600
# 95 % (20/21 #%), OFLX # 88 % (21/24 ¥) T,
2 Wb TIix PZFX-300 # 87 % (4147 %), PZFX-
600 ¥ 90 % (35/39 #k), OFLX ¥ 82 % (32/39 #)
Tholo WTFHIZBWTH PZFX @ 2 HHICARE
BREDONEP o7z, —F, FhLI-HIZ PZFX-300
B TlX Staphylococcus epidermidis 4 ¥, Entercoccus
faecalis 1 #k & Pseudomonas aeruginosa 1 KDEt 6
¥, PZFX-600 2 Tl Staphylococcus aureus 1 ¥, S.
epidermidis 1 #, Gram-positive rod 1 #, Serratia
marcescens 1 BEDEF 4 ¥k, OFLX #Tid S. aureus 1
%, S. epidermidis 1%, E. faecalis 2 ¥, P. aerug-
inosa 2 ¥, Pseudomonas alcaligenes 1 BRD&F 7 KT
b -7 (Table 10).

R ME IR 2 MIC L RIEFENHZR (HEE)
LOBENS, 80 %LU EOHEKEERY MIC i,
PZFX-300 # T 1.56 ug/ml LL'F, PZFX-600 BT
6.25 ug/ml BT, OFLX ®Ti 125 ug/ml U TFTHo

2o 72, EWRL/-E D MIC & PZFX-300 B Tid
3.13 ug/ml 2 #, 6.25ug/ml 3 #, 100 ug/ml 1 ¥k,
PZFX-600 # Tit 12.5, 50, 100 ug/ml Th&h 1 ¥,
OFLX #Tix 50 ug/ml 3 #, 100 ug/ml 2 #, 100
ug/ml Pl L 2 Bk TdH o7 (Table 11),

7) BEHHUBAE

HEBIZRPISH7-ICHRA L -ME X, PZFX-300
B 31445 51 (MBEE 16 %) 2 7 B, PZFX-600
B 28 pidh 4 B (14 %) = 4 ¥, OFLX # 26 #i+ 4
Bl (15 %) (= 4 %T, PZFX ® 2 BOHBABEICHE
ZRBOLhEh o7z, HEABOWNRIE, 77 A6EHE
BD S. epidermidis, E. faecalis, Enterococcus fae-
cium LBRTHY, 77 LBHARVThOFICHH
B L&A o7 (Table 12),

8) HUERHEICL HERKRZIR

HYEEHNEC L 2HEZFIZ, PZFX-300 & 84 %
(26/31 $1), PZFX-600 & 86 % (24/28 #1), OFLX &
81 % (21/26 #1) #/”RL, PZFX O 2 HEICHEZEZ
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Table 4. Organisma isolated from urine befor treatment
Statistical test
Isolates PZFX-800|PZFX-600| OFLX | (PZFX 300 vs 600)
(x*test)
S. aureus 3 8 8
8. epidemidis 7 [} 3
CNS 1 1
S. agalactiae 2 2 2 x *=0.583
GPC a -Streptococcus 2 df=7
E. faecalis 13 6 7 p=0.999
E. faecium 1
GPR 1
Sub total 29 18 15
E. coli 10 13 8
C. freundii 1
C. diversus 2
K. pneumoniae 2 1
K. oxytoca 1
E. cloacae 1 2
E. aerogenes 1 1
S. ma’?:cacena 2 3 3 x'=0.008
GNR —8
P. mirabilis 1
P. vulgaris 1 p=1.000
P. stuartii 1
P. aeruginosa 1 5
P. acidovorans 1
P. alcaligenes 1
A. calcoaceticus 1
Sub total 18 21 24
Total 47 39 39 —_
CNS: coagulase-negative staphylococci, GPC: Gram-positive cocci, GNR: Gram-negative
rod, GPR: Gram-positive rod
PZFX: pazufloxacin, OFLX: ofloxacin
Table 5. Sensitivity distribution of clinical isolates
Treatment MIC (yg/ml)  10°CFU/ml Statistical test
MICs of (PZFX 300 vs 600)
group =0.025 |0.05(0.1 0.2 |0.39(0.78(1.56 3.13]6.25 12.5| 25 | 50 | 100 {100< | Total (U test)
PZFX-300 11 1 1 1 11 71 6 1 1 1 41
Pazufloxacin PZFX-600 9 2 2 4 2 5 3 3 4 1 1 1 37 T=022
OFLX 13 1 3 3 1 4 4 1 1 5 1 2|39 p=0819
PZFX-300 6 4 3 1 2|10 3 3 4 2 3 41
Ofloxacin PZFX-600 1 6| 3| 1| 4] 7] & 1 3| 5 1[e7| To60
OFLX 1 9| 3| 1| 2| 6| 4| 1| 2| 1 5| 2] z2|se| P58
U test: Wilcoxon 2 sample test
PZFX: pazufloxacin, OFLX: ofloxacin
Table 6. MICs of pazufloxacin and ofloxacin for clinical isolates
( u g/ml, 10:CFU/ml)
Isolates No. _Of Drug Range MICe MICw Statistical test
strains (U test)
GPC 55 PZFX 0.2~>100 3.13 50 T=0.662
OFLX 0.2~>100 1.56 50 p=0.508
GNR 62 PZFX =0.025~>100 =0.025 6.25 T=3.555
OFLX =0.025~>100 0.1 25 p=0.000
Total 17 PZFX =0.025~>100 1.66 25 T=1.506
OFLX £0.025~>100 0.78 50 p=0.132
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Table 7. Overall clinical efficacy classified by pyuria and bacteriuria
Pyuria Effect on
Bacteriuria Treatment Cleared Decreased Unchanged bacteriuria (%)
group
PZFX-300 16 6 1 23 (75)
Eliminated PZFX-600 14 8 2 22 (78)
OFLX 14 2 1 17 (65)
PZFX-300 1 1 (3)
Decreased PZFX-600
OFLX
PZFX-300 2 2 (8)
Replaced PZFX-600 1 2 3 (11)
OFLX 1 2 3 (12)
PZFX-300 1 4 5 (18)
Unchanged PZFX-600 3 3 (11)
OFLX 2 2 2 8 (23)
PZFX-300 20 (65) 8 (19) 6 (18) Total 31
Effect on pyuria (%)| PZFX-600 15 (63) 8 (29) 5 (18) 28
OFLX 17 (65) 6 (23) 3 (12) 26
@ PZFX-300 16 (52) Item Statistical test
Excellent PZFX-600 14 (50) (PZFX 300 va 600) (U test)
OFLX 14 (54) Overall efficacy rate* (%)
] FZFX-300 10 (32) PZFX-300 : 26/31 (84)
Moderate PZFX-600 11 (39) PZFX-600 : 25/28 (89) 7=0.084,p=0.833
OFLX 6 (23) OFLX  :20/26 (77)
] PZFX-300 5 (10) Effect on pyuria T=0.725, p=0.468
Poor PZFX-600 3 (v Effect on bacteriuria T=0.408, p=0.683
OFLX 6 (23)
*No. of (Excellent + Moderate)/No. of patients evaluated
PZFX . pazufloxacin, OFLX : ofloxacin
Table 8. Overall clinical efficacy classified by type of infection
Type of infection Treatment Clinical efficacy Overall ei:ﬁcacy (Psztmt(l)ocai:e:(:o)
group Excellent | Moderate Poor rate (%) (U test)
PZFX-300 1 1
Group 3 (Upper UTI) | PZFX-600 2 212
OFLX 2 1 3/3
Monomicrobial PZFX-300 4 3 12/15 (80) T=0573
. . Group 4 (Lower UTI) | PZFX-600 10 6 1 16/17 (94)
infection p=0.566
OFLX 6 3 3 9/12 (75)
PZFX-300 8 5 3 13/16 (81) T=0478
Sub total PZFX-600 10 8 1 18/19 (95)
OFLX 8 4 3 12/15 (80) p=0633
Polymicrobial Group 6 PZFX-300 8 5 2 13/15 (87) T'=0.490
. . . . PZFX-600 4 3 2 7/9
infection (No indwelling catheter) OFLX 6 2 3 11 (73) p=0.625

PZFX: pazufloxacin, OFLX: ofloxacin

B ohkh o7 (Table 13).

5. ®’2%

RBELOHREBHRD ) LHUESh-BEHAORS
%3, PZFX-300 & 6 % (2/36 #), PZFX-600 #T
BZEHoh$ (0/39 M), OFLX # 6 % (233 #l) T
»oto BWERDERIZ, PZFX-300 B0 2 AUIEHED
boh (BE) BIULHERR (BHE) 0 14,

HSAE (BE) © 1 T, OFLX #0 2 AlidEA
(BE) 18, BXUMTHEE (%K) 1#T,
PZFX-300 H# O BB LROEALUN I 5 2L
2o ThonfERIZ, P23 HEE5HRT 1~4 HHIC
3% L7z (Table 14).

ABRELOREMAD ) LHE SN - BRBREMR
wE®IZ, PZFX-300 BB X U PZFX-600 BTz



166 BELEMELLIBIE MAR. 19986
Table 8. Overall clinical efficacy classified by diagnosis
group patients Excellent | Moderate Poor rate (%) (U test)
N PZFX-300 2 1 1 2/2 10968
Pyelonephritis PZFX-600 3 2 1 2/8
OFLX 5 3 g 85 p=0.338
N PZFX-300 29 15 9 5 24/29 (83) T=0.551
Cystitia PZFX-600 25 14 ] 2 23/26 (92) p=0.582
OFLX 21 11 4 ] 15/21 (71)
PZFX: pazufloxacin, OFLX: ofloxacin
Table 10. Bacteriological respone
PZFX-300 PZFX-600 OFLX Statistical test
Isolates No. of |Eradicated . No. of |Eradicated , No. of | Eradicated . (PZFX 300 vs 600)
strains (%) Persisted strains (%) Persisted strains (%) Persisted (Fisher'sE. T.)
S. aureus 3 3 3 2 1 3 2 1
S. epidermidis 7 3 4 6 4 1 3 2 1
CNS 1 1 1 1
S. agalactiae 2 2 2 2 2 2
GPC | a -Streptococcus 2 2
E. faecalis 13 | 12 (92) 1 6 6 7 5 2
E. faecium 1 1
GPR 1 1
Sub total 29 | 24 (83) 5 18 | 15 (83) 3 15 | 11 (73) 4 p=1.000
E. coli 10 | 10 13 | 13 (100) 8 8
C. freundii 1 1
C. diversus 2
K. pneumoniae 2 2 1 1
K. oxytoca 1 1
E. cloacae 1 1 2 2
E. aerogenes 1 1 1 1
S. marcescens 2 2 3 2 1 3 8
GNR | P. mirabilis 1 1
P. vulgaris 1 1
P. stuartii 1 1
P. aeruginosa 1 1 5 3 2
P. acidovorans 1 1
P. alcaligenes 1 1
A. calcoacelicus 1 1
Sub total 18 [ 17 (94) 1 21 [ 20 (95) 1 24 | 21 (88) 3 p=1.000
Total 47 | 41 (87) 6 39 [ 35 (90) 39 | 32 (82) 7 p=0.751

PZFX: pazufloxacin, OFLX: ofloxacin

sh¥ (0/36 B3 X 1¥0/37 #1), OFLX ¥ Tid 32 I
BEORMEYR, T/ HBIUATII Y Y
FMEXBRAL 16 (REX 3 %) HEDOLN
(Table 15) .

HYEMARERZ S FCEEREERELHOH
BELLIZHEL-BREREER, RE2THHLIZZ
RETH D% 4bET PZFX-300 # 97 % (35/36 1),
PZFX-600 & 100 % (37/37 #1), OFLX ¥ 97 %
(31/32 #1) DRLETH-72, PZFX O 2 BMICHEK
Zi3FED LN h o7 (Table 16)o

6. HA%
HYUEMAEHRS R Z2EEBHELT 100 mm O

TFaZRAr—VICTHRL-ARAER, FHAT
PZFX-300 # 82 mm, PZFX-600 ® 80 mm, OFLX
B 80mm T, HAK 60 mm U EERLAHHEIRE
87 % (27/31 #1), 81% (21/26 #1), 89 % (24/27 H)
T, PZFX @ 2 BBECAHBZRZDohdho
(Table 17),
I ®

BED= 21— /)0 R OBRIDETLL, Hll
ERMHEL, HEARZ FVbEREHh, fiobiE%
A EREMBEERILVI L2 O ERFERORYED
BRICBEASIHh, ARBEORGERREICHERS
NEBEVMETEL, —F, BfEAELTH/uY
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Table 11-1. Relation between MICs and bacteriological response
Isolates Treatment MIC (ygml)  10° CFU/ml Not | Total®
group 50.025/0.06 [ 0.1 | 0.2 [0.39)0.78 [ 1.56 |8.13 (6.25 |12.56 | 25 | 50 | 100 (>100| done (%)
PZFX-300 1 11| 11 3/3
S. aureus PZFX-600 1”1 V1 0/1 2/3
OFLX 11 vi|on 2/3
PZFX-300 11 0/2 | /3 V1 37
S. epidermidis | PZFX-600 11 2/2 | 0/1 | V1 4/5
OFLX 11 171 0/1 2/3
PZFX-300 11 V1
CNS PZFX-600 1 V1
OFLX
PZFX-300 2/2 2/2
. S. agalactice | PZFX-600 2/2 2/2
§ OFLX 2/2 22
5 PZFX-300 2/2 2/2
‘8 | a-Streptococcus| PZFX-600
ua‘ OFLX
s PZFX-300 M| V4 0/1 V1 12/13 (92)
6 E. faecalis PZFX-600 5/6 | 1/1 6/6
OFLX V1| 373 /3 577
PZFX-300 V1 V1
E. faecium PZFX-600
OFLX
PZFX-300
GPR PZFX-600 0/1 0/1
OFLX
PZFX-300 Vi 9/9 | 46 | 24 | V1| 111 0/1 5/5 24/29 (83)
Sub total PZFX-600 2/2 55| 33| 22| 12| V1| 01 172 15/18 (83)
OFLX 22 | 3/3 | 3/3 Vi 24| 01| 01 11/15 (73)
PZFX-300 8/8 11 11 10/10 (100)
E. coli PZFX-600 88 | 1/1 | 2/2 | 2/2 13/13 (100)
OFLX mM | 8/8
PZFX-300 171 | 121 2/2
K. pneumoniae | PZFX-600 1/1 11
OFLX
PZFX-300
K. oxytoca PZFX-600
OFLX 1/1 11
PZFX-300
C. freundii PZFX-600
OFLX 1/1 1/1
g PZFX-300
o| C.diversus PZFX-600
& OFLX mn| %2
% PZFX-300 V1 1”1
s E. cloacae PZFX-600 11 ”n 2/2
& OFLX
PZFX-300
E. aerogenes PZFX-600 | 1/1 1
OFLX 1/1 V1
PZFX-300 2/2 2/2
S. marcescens | PZFX-600 V1 0/1 2/3
OFLX V1 | 22 3/3
PZFX-300
P. mirabilis PZFX-600
OFLX 1/1 11
PZFX-300 1/1 V1
P.vulgaris | PZFX-600
OFLX

*No. of strains eradicated/No. of strains isolated
PZFX: pazufloxacin. OFLX: ofloxarin
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Table 11-3. Relation between MICs and bacteriological response

Treatment MIC (ug/ml) 10* CFU/ml Not Total®
laalates group |s0.026/0.05| 0.1 | 0.2 |0.80 |0.78 | 1.56 | 8,18 | 6.25 | 12.6 | 26 | 80 [ 100 >100| done (%)
PZFX-300 1 vl
P. stuartii PZFX-600
OFLX
PZFX-300 0/1 o1
P. aeruginosa | PZFX-600
-E OFLX 22| 11 o1 o1 a5
£ PZFX-300
§ P. acidovorans | PZFX-600 V1 vi
! OFLX e
g PZFX-300
P. alcaligenes | PZFX-800
OFLX o1 ol
PZFX-300
A. calcoaceticug PZFX-600
OFLX 1 v
PZFX-300 | 1V/11| 111 22| 11| 12 1 17/18 (94)
Sub total PZFX-600 | 9/9 22 | 2/2 | 44 V1| 22 w1 20/21 (95)
OFLX 1 99 | 33| 11 83| 11| V1| 22 o1 | O/1 | O1 21/24 (88)
Total PZFX-300 |1111] 111 V1|1 1111 5/7 [ 86 | 11 | 11 o1 6/6 4147 (87)
Lo PZFX-600 | 9/9 22 | 2/2 | 44 | 22 5/6 | 3/3 |33 |34 | V1|01 01 2 35/39 (80)
(eradication rate, %) | ey x v (o |as | |22 |e6|ws |11 |22 |1 25 | o2 | o2 32/39 (82)

*No. of strains eradicated/No. of strains isolated
PZFX: pazufloxacin, OFLX: ofloxacin

Table 12. Organisms appearing after treatment

Statistical test
Isolates PZFX-300 | PZFX-600 OFLX (PZFX 300 vs 600)
(Fisher’'s E. T.)
S. epidermidis 1 3 2
E. ali 3
gpe | E- faccalis
E. faecium 1
Sub total 5 3 2
Yeast 2 1 2
Total 7 4
Incidence* (%) 5/31 (16) | 4/28 (14) | 4/26 (15) p=1.000

*No. of ptients in whom strains appeared/No. of patient evaluated
PZFX: pazufloxacin, OFLX: ofloxacin

Table 13. Clinical efficacy judged by doctors in charge

Statistical test
t No. of .
Treatmen : °u Excellent |  Good Fair Poor Em“:‘;:)m‘ (PZFX 300 vs 600)
"'0U] atien!
group P (U test)
PZFX-300 31 16 10 3 2 26/31 (84)
T=0.075
PZFX-600 28 15 9 24/28 (86) -0
OFLX 26 15 6 3 2 21/26 (81) p=0.540

*No. of (Excellent+Good) /No. of patients evaluated
PZFX: pazufloxacin, OFLX: ofloxacin

RCHRRMZPEARBER (DI, 065068,

B ORGCIVBEFO=2—F ) 0y EiITERTHESD

FBOEMIAR, BR, HH8)° 8LUERABENHRE KCHRVOIPREIBOALHBELHICETL, RIS
EhTs), ChHORERADPLRCERORENY RVUBETHREShS, 34, HWERTIBABT

BEhTwa,
SEER SN PZFX ik, BMOHBEERZAEL,

BB, »OoFRT O FEREAEREAFICEY
B THERFREAIPERCH I LIRREATY
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3,

FE, BEERBBIE SN RIC PZFX 0T AR
ERBTIHNT, BRANBCHREANZ AR
BEBL T2 OFLX % &% LT, #MLLERBR
R L2 B5MMIZ PZFX 2RO CHREE L
HRICLTVWBI L LY, F—#EY%EHORSIT
7 HERES2RELE, TOKR, NBLULER KB L
BVIERID L BMEER LB Cicd 7 H M4 5. H%
MYUTHDLEZ LN,

REBKRRIE, PZFX-300 BT 84 % (26/31 #l),
PZFX-600 #T 89 % (25/28 #1), OFLX BT 77 %

Table 14. Side effects

Statistical test
Symptom  |PZFX-300 [PZFX-600| OFLX | (PZFX 800 vs 600)

(Fisher's E. T.)

Lisp 1°

General malaise 1°

Stomach discomfort 1

Nausea 1

Both legs pain 1

Incidence** (%)| 2/36 (6) (/39 (0) | 2/33 (6) p=0.227

+The same patient .
**No. of patients with side effects/No. of patients evaluated
PZFX: pazufloxacin, OFLX: ofloxacin

Table 15. Laboratory adverse reactions

Abnormal findings | PZFX-300 PZFX-600 OFLX
RBC } 1¢
Hb! 1
Ht! 1*
Incidence** (%) 0736 (0) 0/37 (0) /32 (3)

+The same patient
**Patients with abnormal values/No. of patients evaluated
PZFX: pazufloxacin, OFLX: ofloxacin

(20/26 #1) DHHEERLI,

SEIC, HEOCRERRELEERAZIZFMTD
% temafloxacin NDHBRARIZBWT OFLX DHYE%:
78.1 %L M L2, CORRIERROKRL 22
R¥ETH b, XRMRORBIZIZIZTRY %R
THDLBbhi, ¥/, PIFX O—REKRRTNE
B DORMEAD L, UTI £ X 20 RBR
PHEISK T2 HE3%EIE 1 H 300 mg H5MT 83 %
(85/103 #1), 1H 600 mg {EHT 79 % (83/105
)Y &, AYEICHREERIBD ShiEvIEXRER
DRMEIBIZEPLTWASEDIS S, XRRORH
RIZIZRYLZEMEER DN,

MEFERRR (HEE) 12 PZFX-300 #T 87 %
(41/47 ¥), PZFX-600 B#T90% (35/39 #%) L 2 B
MICHRZRIBDONL D o720, MIC LikEDOR
$hREADE PZFX-300 H Tl 80 %LU LOWNLEL R
¥ MIC i 1.56 ug/ml LFicxL, PZFX-600 B Tit
6.256 ug/ml LT &, AREFENBDO LN,

HYERHEIC L 5 BEKREF 12 PZFX-300 ¥ T 84 %
(26/31 #1), PZFX-600 BT 86 % (24/28 #1), OFLX
BT 81 % (21/26 #l) DAEXEEZRL, FAKXARED
RRLIIZFABOKRTH -7,

—%, BIfEHIX PZFX-300 #i2 6 % (2/36 1) BB
L7:%%, PZFX-600 HiZizZod ohidr -7 (0/39 #),
I, BRREMOREE X, PZFX-300 BBL U
PZFX-600 #CixBd oz o7,

ZBEHPLETIE PZFX @ 2 BHEIOKIRITIcOoWT
DALBLA, BEDD 3 BRILELIT-72¢ 3
HHICAERZRZD O Lo,

DEXY, 27T VHEBONRBEOHEER
BRAYE IS T 2 A0 f Rz 1 B 300 mg 4 3 T+
FiCwEEIBLELZON, LA LARSE, siam

Table 16. Overall safety by doctors in charge

Treatment No. of Nearly | Slight probl Problem with | Safety rater | o sucal test
. 0l wil .
| iy | | N | | i | s
e saie!
group patien sate Wl 8. y Yy (U tes'.)
, 35/36 (97
PZFX-300 36 34 1 (97) 142
PZFX-600 37 37 37/37 (100) —0.154
OFLX 32 29 2 3132 (97) p=5
*No. of (Safe+Nearly safe) /No. of patients evaluated
PZFX: pazufloxacin, OFLX: ofloxacin
Table 17. Usefulness as evaluated by doctors in charge
Scale (mm) 260 Statistical test
Treatment No of =°" T | (PZFX 300 vs 600)
group patients 100~80 | 79~60 | 59~40 | 39~20 | 19~0 |Meantsp| (%) (U test)
PZFX-300 31 21 2 82.41+20.9 | 27/31 (87) T=0.107
PZFX-600 26 18 3 2 79.9+27.7 | 21/26 (81) B 0915
OFLX 27 17 1 2 79.6+25.9 | 24/27 (89) p==

PZFX: pazufloxacin, OFLX: ofloxacin
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WRIBRIES L U 7 — 7 VEROBEOWRILRE

BRGEOBAIL, Wy MIC £RTWRE THELEE e T 1oor
L H 600 mg 53 ORSRTL VMARMERRING () i fxwRARNANNAG KBS 20 9, 7
habolEEENA, ChHEDOTLENLERDEN R4%E3H 40 : EERROHMMWITICNT S

FREIX 1 H 300~600mg 4+ 3 L FER LI 4824 7207,
% . 6) BREM: TENBR~OL®. ¥/ 0 % (LE
1) MBI, AKRE: W 42 B HERLPRELIRE, fg;nﬂ“v 336~343,947 - #4 1Y 2, AKX,
WES YRV L, T-3761, 1BH, 1994 .
2) UTI B (R¥ XREK): UTI XppHmas 7 MSR—, 4 AMERBBRECHT S tema-
(% 3 15). Chemotherapy 34: 408~441, 1986 floxacin & ofloxacin ® - KWMEEC & 5 LBKK,
8) BAMEEMELS: RIRWELRE (MIC) MR Chemotherapy 41 (8-5): 563~608, 1983

BXATIZ2WWTo Chemotherapy 29: 76~179, 1981
A dose-finding study of pazufloxacin in complicated urinary tract infections

Joichi Kumazawa®, Tetsuro Matsumoto?, Sadao Kamidono®, Soichi Arakawa®, Hiroyuki
Ohmori®, Hiromi Kumon?, Ariaki Nagayama*
and Nobuya Ogawa®

vDepartment of Urology, Faculty of Medicine, Kyushu University 3-1-1 Maidashi, Higashi-ku,
Fukuoka 812, Japan

%Department of Urology, School of Medicine, Kobe University

»Department of Urology, Medical School, Okayama University

YDepartment of Microbiology, School of Medicine, Fukuoka University

®Department of Pharmacology, School of Medicine, Ehime University

A dose-finding study on pazufloxacin (PZFX), a new quinolone antibacterial agent, was conduct-
ed to determine the optimal dose of PZFX using ofloxacin (OFLX) as the active control for treat-
ment of complicated urinary tract infections without indwelling catheters and a history of prosta-
tectomy. PZFX was orally administered at doses of 100 mg t. i. d. (PZFX-300 group) and 200
mg t. i. d. (PZFX-600 group) for 7 days, while OFLX was given at a dose of 200 mg t. i. d.
(OFLX group). The clinical efficacy of the drug was evaluated according to the criteria proposed
by the Japanese UTI Committee.

1) Of a total number of 108 patients (36 in the PZFX-300 group, 39 in the PZFX-600 group
and 33 in the OFLX group), 85 patients (31, 28 and 26 in the PZFX-300,PZFX-600 and OFLX
groups, respectively) were evaluated for clinical efficacy.

2) The overall clinical efficacy rates were 84% (26/31), 89% (25/28) and 77% (20/26)
in the PZFX-300, PZFX-600 and OFLX groups, respectively.

3) Bacteriological elimination rates of isolated bacteria were 87% (41/47), 90% (35/39) and 82%
(32/39) in the PZFX-300, PZFX-600 and OFLX groups, respectively.

4) Adverse drug reactions were found in 2 cases (6%) out of 36 cases in the PZFX-300 group
and in 2 cases (6%) out of 33 cases in the OFLX group, and there were no adverse reactions in
the PZFX-600 group. Abnormal laboratory changes were found in 1 case (3%) of 32 cases in the
OFLX group. However none of the adverse reactions were serious.

5) The rates of usefulness as determined by the presiding doctors, were 87% (27/31), 81%
(21/26) and 89% (24/27) in the PZFX-300, PZFX-600 and OFLX groups, respectively. There was
no significant difference in the overall clinical efficacy, bacteriological response and safety between
PZFX-300 and PZFX-600 groups. From the above results, our conclusion is that the range of
optimal daily dose of PZFX in the treatment of complicated urinary tract infections is 300~600
mg/day (3 divided doses).

4) HELCEMEFAMEHAAREBREERAR: AWK



