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¥/ v v REBPIEHR THS lomefloxacin (NY-198) D #EM: R B RRYUAE 12 N3 2 B4,
Retts LOFBE 2 EFBACEET 5 BA T, norfloxacin (NFLX) #nRIE L LCHERE
X b HERE Lico

#E5HE L LT NY-198 (318 200mg # 1 H 3[Ei 600mg, NFLX (% 1[6 200mg %1
B4 [t 800mg % 5 AMENHE L, UTL EHaFEEEE (683D 10kt » TER &M Lico

1 BBREES 812 flodb, B, BE & B\c 249 4] (NY-198 ¥ 122 £, NFLX 3¥
127 ) oW THEMEOFE 1T\, KeMOFFMI 305 4 (NY-198 # 152 ], NFLX %f
153 ) oW TiTie -t ik, AEEOETERFONFICEERR D IIDbhich -1,

2. PMRESHEC X ARAERZ R, NY-198 BECE%h 36 I, HZh 46 I, BHRHR 67.2%,
NFLX B CE%) 47 §l, K% 28 §, B%E 59.1% TH b, MEMCEREIRD bhich 57,

3. BRTXT 58RI, NY-198 B 52,.5%, NFLX B 57.5% OHERTH Y, WEMCEE
ERNFEDLhIeh -1,
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4. MIESRO%bFE NY-198 B¢ 80.6%, NFLX J¢ 73.5% OWMARTHH, WEEC HE
ZRBDLREN ST, 75 ABEECORN&RIL NY-198 B 91,5%, NFLX B 75.3% T
BbH, NY-198 BOFHARIcH BEMNERELR L (p<0.01),

5. EHREHT X BEHP L, NY-198 Tt C% %) 36 I, A2 44 7, B4 & 65.6%,
NFLX B¥cHEZ) 48 6, A% 25 B, ALK ST.5% &, NERAKHE Li2E ARE O RKTH

b, MHECEEZIRDONENn T, ¥, BELEOHEBIZI VT,

Teh ot

MBI EZRBDHh

6. EIfefix, NY-198 BT 152 @ 74 (4.6%) iz, NFLX £ T 153 fidh 4 (2.6%)
2, ERMRRAEMORMI: NY-198 BT 118 gk 9 f (7.6%) iz, NFLX T 127 fih 3
(2.4%) w@Bd LI, Eh b ORTUAECTHRMICHERE LD Shich -t
LlEopftic X b, NY-198 i #4ftth: RESMME 1= ¥ LT 1 B 600mg (4 3) #45 © NFLX
800mg (43 4) BELAMOWHMELRL, REMDIZ b, BALOEV-EFATHHLE

zbhitc,

Key words : #24: JRES R 25E, Lomefloxacin (NY-198), “EEHRLERE, Norfloxacin

Lomefloxacin (NY-198) i3 JtpE IRtk &4 C F48
CEREREOREEACTH 5, Fig 1 RT3
BROZEL, ¥/ rvarEvByEREERLELT]
fric ethyl &, 6Lk X U8 7 w REF LTI T
fziz 3-methylpiperazinyl #% £+ 5,

FHIHEHEE LS 75 ABHE, BEECRLT
FEELTEAR, P L LBRVCHEEEERL, *0E
RRBENT, Bx0XKARERCR LT EHE
HeFETho FBOBRNARITFC, FEohriemds
CHEERHNBITL, Lhd ROCHBECKES I %
BleoEEHME D L\ 5 ML HETBY,

NY-198 oXRMic isiF 5 HB 3 X 0 ERERIR
BUX, 5 35 [ BRIEMESLLBEOHERY v U
AEBVWTHRESh, URBH*SUAHERRLEC
TORERUELREBI A T35,

4mE, #Haix NY-198 o RERLEC /3
FEE, Tk S FREYZENC FET 5 B
T, norfloxacin (NFLX) ##RBIE L Li—EEREE
AR T oD TCEORBE R RET 5,

I. & 8 ¥ =%
RBERTHB5 NFLX o7k, 1) EEER
LFHEEH NY-198 LEELILCV B2 &, 2) BE R
BEBRECHRCIEER SN, ToBE%M, Lok
MTHFHEIHEL LT BE &, 3) WEEELFoE
EREVEIGEL LTERRIRA W52 LR LD, RE
HELTHEDTHD LEL 1o, HBRERBRIERE L
HE L LicARBRICHF 5 NFLX DR LB EADAE
AT, 20, T TN Shic HBRER CER I T
W5 1H 800mg (434) #EXBR LI, ¥7, NY-
198 D BEREI O W T HHEMRBRRIE L & 35

open trial TORERBEY /2o ICHRELEAB O
261 H 600mg (433) HVEHBRLEEZ bhis,

1 NekIUELELE

NELIBEM 62 F£2 AL RESHE TDT 4 A
1z, Table 1 IZ/R L7 72 BROWRBH*¥Z2ZL, F
B EBEREYE T 5 HEERRRIEEE T, UTI
RAPHmELE (3D TfEV, KROEERGLE:
Tﬁw & Lf\'.o

(1) %@ -tE:16 mLLE, M3RET

(2) BR:#&58REKE=5 =/hpf

(3) B : BEMAEK=10* =/ml

(4) ABE -4k : ABZ SREEIbiLy,

1L, UToEEOWFhI e T 5 EMIBRS
FTBHZLELL,

D EERRHET, O 3HBECRHERDE

TEHLVWEAE
2) FFBEEHOKBEC, NY-198 =7::3 NFLX
NEREINCES
0

F COOH

N N - HCI
HN F ész

CHs

(£)-1-ethyl-6, 8-difluoro-1, 4-dihydro-7-(3-methyl
-1-piperazinyl)-4-oxo-3—-quinolinecarboxylic acid hy-
drochloride
Fig.1. Chemical
(NY-198)

structure of lomefloxacin
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Table 1-1. Institutes and doctors engaged in the study

Institute

Doctor

Department of Urology, Sapporo Medical College

Department of Urology, Otaru Hokusei Hospital

Department of Urology, Akita University School of Medicine
Department of Urology, Senboku General Hospital

Department of Urology, Akita City General Hospital

Department of Urology, Hiraga General Hospital

Department of Urology, School of Medicine, Tohoku University
Department of Urology, Mizusawa Citizen Hospital

Department of Urology, Okachi Central Hospital

Department of Urology, Tohoku Kosai Hospital

Department of Urology, Faculty of Medicine, University of Tokyo
Department of Urology, Mitsui Memorial Hospital

Department of Urology, Musashino Red Cross Hospital
Department of Urology, Tokyo Metropolitan Toshima Hospital
Department of Urology, Saitama Central Social Health Insurance Hospital
Department of Urology, Doai Memorial Hospital

Department of Urology, The Jikei University School of Medicine
Department of Urology, Tokyo Kyosai Hospital

Department of Urology, School of Medicine, Tokai University
Department of Urology, Tokai University Tokyo Hospital
Department of Urology, Tokai University Ohiso Hospital
Department of Urology, School of Medicine, Fujita-Gakuen University
Department of Urology, Hiratsuka Municipal Hospital

Department of Urology, Anjo Kosei Hospital

Department of Urology, School of Medicine, Kanazawa University

Department of Urology, Fukui Medical School

Department of Urology, Gifu University School of Medicine
Department of Urology, Gifu Municipal Hospital

Department of Urology, Gifu Prefectural Gero-Onsen Hospital
Department of Urology, Kyoto Second Red Cross Hospital
Department of Urology, Osaka Rosai Hospital

Department of Urology, Kobe University School of Medicine
Department of Urology, Hyogo Prefectural Kakogawa Hospital
Department of Urology, Nishiwaki City Hospital

Department of Urology, Hyogo Prefectural Amagasaki Hospital
Department of Urology, Kobe National Hospital

Department of Urology, Okayama University Medical School

Department of Urology, Okayama Municipal Hospital
Department of Urology, Okayama Red Cross Hospital
Department of Urology, Tsuyama Central Hospital
Department of Urology, Tamano City Hospital

Yosmakt Kumamoro and Takaoki Hirost
Masao Kapono

Seict Tsucnipa and Tapastt NIsHIMOTO
SHINICHT [CHIKAWA

SHUNEL SASAKI

Hitosi TAkADA

Sencii Orikasa and Senji Hosiit '
Ryuictiro Konpa

Isho NumATA

Korcnr KANBE

Tapao Nujiva, Yosio Aso and Hiroichr KisHr !

Yos NISHIMURA

Hiroshr Nito

MicHio AsaNo

YAsuNort Isiit

Tsuyosit KAWAMURA

ToyoHEl MAaciupa

Isao Saito

Masaakt Onkostr and NoBuo KAwAMURA
Kazuo MATSUSIITA

KEisur OKADA

Yorio NAIDE

KEizo Suzuki

HiroTo WAsHIDA

Haruo Hisazumi

Yukimicir Kawapa, Yasuo Suimvizu and
Yusuke Kamivoro

Yukimicit Kawapa and Yosunuto Ban
Tatsuo Dot

YosHIKAZU HASEGAWA

Taro Furusawa

S1uTARO MIZUTANI

Sapao Kamipono and Soichi ARAKAWA
Hipeo OsHIMA

NoBuo KATAOKA

Koy Hikosaka

Jon Isnicami

Hiroyukl Onwori, Hiromt Kuyon and
Yosuitsucy Nasu

Karsuichr NANBA

Atsustt Konpo and KatsuyosHt Konpo
TERUAKI AKAEDA

YasuniRo KATAYAMA
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Table 1-2. Institutes and doctors engaged in the study

Institute

Doctor

Department of Urology, Onomichi City Hospital

Department of Urology, Kasaoka City Hospital

Department of Urology, Okayama Saiseikai Hospital

Department of Urology, Okayama Central Ilospital

Department of Urology, Kagawa Prefectural Central Iospital

Department of Urology, Kochi Prefectural Central 1lospital

Department of Urology, Kawasaki Medical University
Department of Urology, Kawasaki Hospital, Kawasaki Medical School Moroyosit TAKADA
Department of Urology, School of Medicine, Hiroshima University Hikomt Ninra and Tsucuru Usut

Department of Urology, Koseiren Onomichi General Hospital

- Department of Urology, Fukuyama National Hospital
Department of Urology, School of Medicine, Tokushima University Kazuo KUROKAWA

Department of Urology, Takamatsu Red Cross Hospital

Fujimura Urological Clinic

Department of Urology, Kochi Medical School

Department of Urology, Faculty of Medicine, Kyushu University

Department of Urology, Sanshinkai Hara Hospital

Department of Urology, Kyushu Koseinenkin Hospital

Department of Urology, Shin-Nittetsu Yahata Hospital

Department of Urology, Kyushu Rosai Hospital

Department of Urology, Kitakyushu City Wakamatsu Hospital

Department of Urology, Kitakyushu City Kokura Hospital

Department of Urology, National Beppu Hospital

Department of Urology, School of Medicine, Kurume University

NosuyUkl AKAZAWA

Hirosit Taxamoro and KAazutovo Mivata
Tsuyosii SHIRAGA

Tersuzo KANESHIGE

Tosiko AsaHt

NorimasA ke

Ilirovostt TANAKA and Masamichi AMANO

Mirsuo Kovama
SaTorRU MATSUKI

Axio IMAGAWA
Nosuo Fujisura
Yukitosti Fujita
Joicim Kumazawa and Nosuo OGATA
SANSHIN HArA
Tetsuo OMoTO
Hroyukt NAGAYOSHI
Kexgt Ito

Takuya AMANO
SapamMu ANDO
Anciiro Iwakawa

Kosaku ETo

Department of Urology, Kurume Daiichi Hospital of Social Health Insurance SHoco UEepa

‘Division of Urology, Department of Surgery, Saga Medical School

Nakao Clinic
Nanri Urological Clinic

Mikuriya Clinic

ZENJIRO Masaki, SEncii NAKAMUTA and
Yasuo UEHARA

Tomoxazu Nakao

KazusHIGE NANRt

Masao MIKURIYA

Department of Urology, Faculty of Medicine, Kagoshima University YosuitapA Ot and Tosumiro Goto

Division of Urology, Miyakonojo National Hospital

AKINORI HANAFUSA

Isolation and determination of bacteria in urine, determination of MICs against isolates :
Department of Bacteriology, Okayama University Medical School, Yasuniro Kanemasa and Yosuikazu Hiral

Controller : Department of Pharmacology, School of Medicine, Hamamatsu University, MrTsuvosil NAKASHIMA
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Morning Afternoon Evening Night

NY-198 group @@ @@ @@ @@
00|00 |00 |00
NFLX group @@ @@ @@ O@
20 |20 |00 |00

@ =NY-198 (100 mg capsule) O =NY-198 placebo

©) =NFLX (100 mg tablet) =NFLX placebo

Fig. 2. Administration drugs
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5. MEEHB IVHE

FRIREEIR DBIZR s L O IRBA L UTI et L
i Lo
HEFIRED > b, RPEERIERRCHSVTE
BRFE T X dip-slide 2 (Y YV 24 1) X HAIE
Lic, %, SHEORE, MIC JIEXEILAYELSE
MHEFEHECTTIR > 1 n¥, MIC ORIFRAEK
LEREFLEIEEICHE, BRI 10° cells/m] %
e,

6. FEIRZDFFIE

(1) NERLHE

UTI EHECHEHL LT, key code BIEBMIZIBIR 3s X 1°
HE RIS T 28R b TR AR E X HE L,

Table 2. Patients studied

Patients NY-198 NFLX Statistical test
Total no. of cases 156 156
No. of cases excluded 26 25 .
x5=1.453 (df=2)
No. of drop-out cases 8 4
. Po=0.484 NS
No. of cases evaluated for efficacy 122 127
No. of cases evaluated for side-effects 152 153
No. of cases evaluated for laboratory findings 118 127

df : Degree of freedom
NS : Not significant
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Table 3. Reasons for exclusion and drop-out

Reason NY-198 NFLX Total
Quinolone allergy 1 1 2
Effect of chemotherapy just belore treatment 2 2
Violation of urine sampling 3
Pyuria less than 5 cells/hpf 2
Bacteriuria negative 10 9 19
Bacteriuria less than 10' cells/ml 3 4 7
Exclusion Infection due to fungi 4 5 9
Bacteriuria negative--effect of chemotherapy just hefore treatment 1 1 2
Quinolone allergy-+pyuria negative 1 1
Quinolone allergy +infection due to fungi 1 1
Pyuria less than 5 cells/hpf +bacteriuria less than 10* cells/ml 1 1
Others 1 1 2
Total 26 25 51
Administration of insufficient doses 2 2
Violation of examination day 2 2
Drop-out No visit after initial consultation 2 1 3
Discontinuation due to side-effects 4 1 5
Total 8 4 12
100~

80

601

40+

Cumulative percent (%)

C Z,=—0.274, p.=0.784 NS
D Z,=-0.318, p.=0.751 NS
+C:B+D Z.= 0.193, p.=0.847 NS
1 | 1 1 L 1 | 1 ! J

Administered

dng Substrate|0.025/0.05| 0.1 | 0.2 [0.39(0.78{1.563.13|6.25{12.5| 25 | 50 | 100 |>100|Total

NY-198) 1 0 9 | 27 6 |15 |12 {32 |23 11|13 9 9| 13 | 180
(A) 1 0.6] 06| 5.6/20.6/23.9/32.2]38.9]56.7|69.4|75.6/82.8|87.8/92.8/100.0

NFLX | 1 9|25 6 7112 |18 120 | 17 [ 12 | 12 | 12 9120 | 180
(B) 0.6] 5.6|19.4/22.8)26.7(33.3[43.3|54.4]63.9(70.6|77.2|83.9/88.9(100.0
NY-198) 0 0] 10 | 22 7116 8 | 26 | 28 6 5| 12 7117 | 164
(C) 0.0/ 0.0] 6.1]19.5/23.8]33.5(38.4[54.3|71.3]75.0|78.0|85.4|89.6|100.0

NFLX| 1|11 | 17 8 3115110 24|19 7 6 | 11 | 10 | 22 | 164
(D) 0.6] 7.3]17.7]22.6)24.4|33.5[39.6(54.3|65.9(70.1{73.8(80.5|86.6(100.0

NY-198

NFLX

Fig.3. MIC distribution of isolates before treatment (Inoculum size :
108 cells/ml)
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Table 4-1. Background characteristics

Characteristics NY-198 NFLX Total Statistical test
Male 91 94 ‘185
Sex Female 31 33 64 Po=1.000 NS
16~19 0 1 1
20~29 1 2 3
30~39 3 2 5
) 40~49 6 7 13 Zy=-0.070
Age (yrs 50~59 21 8 29 o= 0.944 NS
60~69 22 39 61
70~79 43 43 86
80~ 26 25 51
~39 4 2 6
40~49 26 31 57
50~59 H 27 61
Zo=-—0.055
Body weight (kg) 60~69 12 24 36 D“_ 0,956 NS
70~79 0 1 1 ° ‘
80~ 3 0 3
unknown 43 42 85
inpatient 50 55 105 _
Status outpatient 72 72 144 Po= 0.797 NS
. cystitis 102 108 210
. — 0.962 NS
Diagnosis pyelonephritis 20 19 39 Po= 0.862 NS
renal stone 5 6 11
upper urinary tract disease 18 11 29
benign prostatic hyperplasia 38 41 79
Underlying disease neurogenic bladder 33 RE! 67 xi= 4.025 (df=7)
ving urethral stricture 2 4 6 Po= 0.777 NS
bladder cancer 11 10 21
prostatic cancer 9 15 24
lower urinary tract disease 6 6 12
. + 16 26 42 e
Indwelling catheter _ 106 101 207 Po= 0.131 NS
+ 44 56 100
licati — . J
Complication _ 78 7n 149 Do 0.244 NS
+ 1 3 4
Allergy anamnesis — 121 123 244 Po= 0.622 NS
unknown 0 1 1
. + 20 22 42
Ch
emotherapy before - 102 104 206 Po= 0.867 NS
treatment
unknown 0 1 1
+ 18 20 38
C i = 0.862
oncomitant drug _ 104 107 211 Po 0.862 NS
G-1 4 10 14
G-2 7 8 15
G-3 8 11 19 x3= 5.377 (df=5)
UTI
group G-4 51 53 104 Po= 0.372 NS
G-5 12 16 28
G-6 40 29 69
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Table 4-2. Background characteristics

Characteristics NY-198 NFLX Total Statistical test
monomicrobial infection 70 82 152
T . . po= 0.298 NS
ype of infection polymicrobial infection 52 45 97 o
G (+) 19 34 53
G (+)+G (+) 8 5 13 )
xi= 5.281 (df=4)
Type of organism G (+)+G (=) 29 28 57 p:: 0.260
G (=) 51 48 99 ’
G (=)4+G (=) 15 12 27
+ (5~9 cells/hpf) 11 8 19
Pyuri + (10~29 cclls/hpf) 27 28 55 Zo= 0.090
yuria + 31 a1 72 o= 0.928 NS
# 53 50) 103 o
104 17 21 38
5
Bacteriuria 10 18 % 43 Z¢= 0.540
(cells/ml) 1o¢ 42 34 7 Py= 0.589 NS
107 44 44 88 ¢ R
108 1 3 4

ik, PRESIMERERE (KFLZ) BIVEHE
—, BKRX, RIgl— AXHBE, BEEHEOKZER
Lave -7 -k IUHEFENRHEE (RBFL) T
BREh, RBKTH, key code BAHANICLEMDOR
ERYHER Lico £0%, BRE LURERORIRESR
FRAIDER b red&ATis\, B, BREAOBR 21Tk -
1o

(2) EBEHE

FRERBKRERS SOREFNRLEEC, %, &
%, SRXFR), EHO 4 BETCHERSDRELHE L,
7. BIfeH

Bt Es XL OBEES % ST T X T OB ATEEE IS
WT, BMERREEROFEES XUERREBOLET
EOWTHRE Lic, BIfFA 2 -RBRREEORELE
HRDHLNIFEIL, TOFEBEYTEELE BT
L L LR L oBIEM I oT UTI ¥eic st - TH
E Ll

8. HRAKOHE
BREOHEIEREL BN & LM S8 H
WL, —mE [EECE), e TFEEeRE &
L 100mm D7 Fr Ay —A D Bl LBz
/) Bl%f LT T -1

9. BA@F LUF— & DN

RBRRTR, SHEZORBREMEOHFEDOD LIcLE
AORERTCRARLHER L, NERLTOEADORD
By, MEESHERERCREOL\Z EARER IR
#, 2vbtr—5—12X D key code 2BHH Ihic,
BT — 2 DHE IS U T WILCOXON JER7FT

BRE (Zo), x* BE (XD, EERERFTEEZAV,
() AIBEHAELT T, Ik, BEDREKERH
fi] 0.05 & L7z,
II. &8 8 &K %

1. &ER IUHA¥HNRAR

SERBHE I3, NY-198 % 7% L1¢ NFLX
HEDCHEBERVDOEENEGEINTEY, AEHD
77 AR ERLETHEEYENRESE IR Ty
CENHER IR, T, ThEhOSFEMNARLH
BZHEE LT,

2. BREHESIH

BHEEGESNL 312 T, % ORFUE NY-198 T
156 @i, NFLX BC 156 | T# - 7= (Table 2), =D
5 LAERMESFEX R EIE, Table 3 R8st - Bi%o
63 FxEx< 249 ] (NY-198 #F 122 #, NFLX #
127 3D, REMRHMEN ST, BMENEIFERELT
¥/ e vREROT7 vAF-BE46, EJ:%B?—?I;{B&*
Be Lichs» 1o 3 BIat 7 BI%BR< 305 £ (NY-198 B
152 @), NFLX 2 153 fl), ER&EE LTl
245 ] (NY-198 B 118 f, NFLX B 127 #) »:3¥f
TEETH 1o BRAKICOWTIE, BHEFEREAD
FHREHEY FIRTHZ L L L, 249 4 (NY-198 #
122§, NFLX ¥ 127 ) »5HEFEETH - 1

3. ERBEF

AEFERRADO FREFLLT, # F# &
B OABE - Sk, REMELWIE, RBEEREKE 27
TLABED BE AUHED BE TuriA¥-HKEOF
&, FTHRERNERORE StREOEE, UTIRERR
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Table 5. Ovganisms isolated from urine before treatment

Organism NY-198 | NIFLX Total Statistical test
S. aureus 4 5 9
S. epidermidis 6 8 14
E. faccalis 38 39 77
G (+) | CNS 11 15 26
other enterococci 9 7 16
other GPC 3 6
Sub-total 71 77 148
E..COII. 29 23 52 xa=6.772 (df=14)
Citrobacter sp. 5 1 6 Py=0.943 NS
Klebsiella sp. 10 10 20
Enterobacter sp. 12 8 20
Serratia sp. 11 10 21
G (=) Proleus sp. 6 5 11
P. aeruginosa 18 23 41
NF-GNR 26 23 49
other GNR 3 5 8
Sub-total 120 108 228
Total 191 185 376
GPC . gram-positive cocci
NF-GNR : glucose nonfermentative Gram-negative rods
GNR . Gram-negative rods
CNS : coagulase (—) staphylococcus
Table 6. Overall clinical efficacy evaluated by the committee
o Pyuria Efficacy in
Bacteriuria Cleared Decreased Unchanged .
Drug bacteriuria
Elimi d NY-198 36 11 25 72 (59.0%)
iminate NFLX 47 9 9 65 (51.2%)
D q NY-198 1 0 1 2 (1.6%)
ecrease NFLX 3 1 1 5 (3.9%)
R q NY-198 7 1 9 17 (13.9%)
eplace NFLX 3 2 13 18 (14.2%)
d NY-198 5 3 23 31 (25.4%)
Unchange NFLX 5 3 31 39 (30.7%)
Effi R X NY-198 | 49 (40.2% 15 (12.3%) | 58 (47.5%) | 122
lcacy m pyunia NFLX | 58 (45.7%) | 15 (11.8%) | 54 (42.5%) | 127

NY-198 | 36 (29.5%)

[E Excellent NFLX | 47 (37.0%)
Y-198 | 46 (37.77

NFLX | 28 (22.0%)

Poor (including NY-198 | 40 (32.8%)
failure) | NFLX | 52 (40.9%)

overall efficacy rate
NY-198 82/122 (67.2%)
NFLX  75/127 (59.1%)

statistical test

Zy=-0.103
Po=0.918 NS
E

Po=0.228 NS
E+M
Po=0.192 NS

E . excellent vs. moderate +poor
E+M ! excellent + moderate vs. poor
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Table 7. Overall clinical efficacy classified by the type of infection
No. of patient Overall
Group Drug 0. of patients Excellent | Moderate Poor efficacy Statistical test
(percent of total) rate
1 ) Zo=-2.327
. Groux? 1 NY-198 (3.3%) 0 2 2 50.0% Po= 0.020 %
(indwelling 10
0 0,
catheter) | NFLX (7.9%) 0 0 10 % E+M Po= 0.066
7 Zo=—0.127
- 2 71.4%
(PGx;oup 2 NY-198 (5.7%) 0 5 % Po= 0.399 NS
OS!
o 8 o E Po= 0.467 NS
% prostatectomy) | NFLX (6.3%) 2 2 4 50.07% E+M po= 0.608 NS
8 :
k] 8 Zo= 0.527
£ X 4 2 75.0% :

F| crows |V (662) 2 ° Po= 0.598 NS
S | (upper UTI) 11 . E Po= 0.633 NS
2 72.8%

2 NELX | (8.79%) > ’ i > | E+Mpo= 1.00 NS

(=]
§ 51 Zo= 0.989
- 8 13 74.5%
= Growp 4 | NYIB (482 20 1 7 Po= 0.322 NS
(lower UTI) , 53 o E Po= 0.244 NS
NFLX (41.7% 27 14 12 77.3% E+M Po= 0.820 NS
70 ) Zo= 0.188
btotal NY-198 (57.4%) 22 29 19 72.9% Po= 0.851 NS
82 E Po= 0.239 NS
NFLX 29 .6%
(64.6%) i 19 64-6% | £.npo= 0.208 NS
12 Ze= 0.209
G - 7%
A roul? 5 NY-198 (9.8%) 0 2 10 16.7% Po= 0.831 NS
(indwelling 16 E po= 1.000 NS
g thet NFLX 1 .8% o
% catheter) (12.6%) 2 13 18.8% E+M Po= 1.000 NS
L9
‘E 40 Zoz 0.006
& NY-198 -57
% | Group6 (32.8% 1 1 u 72:5% Po= 0.995 NS
3 | (uncatheterized) 29 E Po= 0.623 NS
o \ 0 .
3} NFLX 12 .52
2 (22.8%) § 10 65-5% | E4M po= 0.601 NS
>
° 52 Zy=-0.606
~ NY-198 4 .62
(42.6%) ! 17 2| 59-6% Po= 0.5 NS
sub-total 45 E Po= 1.000 NS
NFLX 1 .92 o
(35.4%) 3 9 z 48.9% E+M po= 0.313 NS
122 Zo=-0.103
NY-198 36 4 .22
Total (1009) 6 0| 671.2% Po= 0.918 NS
127 E Po= 0.228 NS
NFLX 9,
(1100 %) 47 3 52 59.1% E+M po= 0.192 NS
* . significance level is p=0.05
E . excellent vs. moderate+ poor

E+M : excellent+moderate vs. poor

B, OB - BARY, BAEE BROBE LEK:
LOREERMDBECOWTRA L, ¥0EE, h
LOEREFOSMCOWTHEHBEHCEE LR D IXED
bRl -7z (Table 4),

4.

BRI B

NY-198 BETix 122 % 191 #k, NFLX B T3

127 Ginst 185 BrpipEEShic, Th¥EERICRS
L, Table 5 WRT X7 5 ABHEIT NY-198 7
71 # (37%), NFLX B 77 # (42%), 75 »[HH
1z NY-198 ¥ 120 # (63%), NFLX & 108 # (58
%) Thy, BEHNOHEEE ¥ a» CHERNCEER
ROIXEDLIIEh ol MBELBIZ 7 T ABHETE
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Table 8. Overall clinical efficacy classified by the type of organisms

No. of Overall
Type of organism Drug ati'ents Excellent | Moderate Poor efficacy Statistical test
P rate
Zo=—1.165
- ) K
o) NY-198 19 6 11 2 89.5% Po= 0.244 NS
= —
S 0 E Po= 1.000 NS
Z NFLX 34 11 10 13 61.8% E+M Do= 0.055 NS
g
= Zy=-—0.080
—~ - 0,
T S(5)5004) NY-198 8 3 4 1 87.5% Po= 0.937 NS
o E Po= 1.000 NS
0,
;E NFLX > z 2 1 800% | E+M po= 1.00 NS
3 Zo=-—1.211
5 ot NY-198 27 9 15 3 88.9% Po= 0.226 NS
sub-tota
E Po= 1.000 NS
, 0,
NFLX 39 13 12 14 64.1% E+M Po= 0.043 %
Zy= 1.007
- (274
) NY-198 51 16 18 17 66.7% Po= 0.314 NS
- _
8 ., | E Po= 0.104 NS
3 NFLX 48 23 9 16 66.7% E+M Po= 1.000 NS
g
R Zop=-—0.241
— _ o
0 C(or4G() NY-198 15 4 4 7 53.3% Po= 0.809 NS
O E Po= 1.000 NS
0,
}cé; NFLX 12 4 1 7 41.7% E+M Po= 0.704 NS
@ Zo= 0.823
@ NY-198 66 20 22 24 63.6% ° ?
© sub-total Po= 0.4l NS
E Po= 0.100 NS
70,
NFLX 60 27 10 23 61.7% E+M Po= 0.855 NS
Zy=-—0.433
Cases with NY-198 29 7 9 13 55.1% p[): 0.665 NS
G(+)+G(-) E b= 1000 NS
. . 0 0= .
infection NFLX 28 7 6 15 46.4% E+M DPo= 0.600 NS
* : significance level is p=0.05
E . excellent vs. moderate-+poor

E+M : excellent+moderate vs. poor

Enterococcus faecalis, 7 7 »FetE® CiL Escherichia
coli, Pseudomonas aeruginosa DL} EESRE D =D - 1o

MIC DBIEHfTishh 7Bkt NY-198 # T 191 #
th 180 #k (94%), NFLX T 185 fkdr 164 # (89
%) THH, ThboEkicxT5mIER D MIC (18
B& 108 cells/ml) 4 #i% Fig.3 iR Uiz, NY-198 B¢
POOEEI N Bk X 3 5 NY-198 © MIC 4
(A) & NFLX Fnb HEEShic Bikicx+5 NY-
198 © MIC 445 (C), # L0t NY-198 s by X
hicEkkict+5 NFLX o MIC 44 (B) & NFLX
Bh oo hi Btk 5% NFLX © MIC 471
(D) &% Hiehat Lic, MERB,LABES hic NY-
198 © MIC 4y (A) & (C) D% LV NFLX o

MIC 43#i (B) & (D) DRI TLLIRARELRDOR
feh ot ink, EHIBEOHREHOZEICOWTHHRE
Li-2%, NY-198 o MIC 44 (A+C) & NFLX o
MIC 4#1 (B+D) ORICEBEZEIZED bhish -1,

5 FRIRZHEHIE

(1) PMERSHE

NEESTHAIhI: NY-198 # 122 fjj, NFLX &
127 Blic it BEERAE % Table 6 127k Lic, AR
R TIL, NY-198 B T4 36 f1 (29.5%), HZH 46
Bl (37.7%), NFLX F¥TEX) 47 §i (37.0%), &%
28 ] (22.0%) Thb, ARHR GEH+HEHOEE)
i3, NY-198 B 67.2%, NFLX £ 59.1% <Th b, &
HECEREEIRD b h - T
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Table 9. Efficacy in pyuria clagsified by the type of infection
. Cl + s
Group Drug No, of Cleared | Decreased | Unchanged cared ) Statistical test
patients Decreased rate
Z¢= 0.356
~ 0%
o NY-198 4 0 1 3 25.0% Po= 0.722 NS
Cl Po= 1.000 NS
” 0,
NFLX 10 2 1 7 30.0% Cl+De Po= 1.000 NS
Zy= 1.117
- 14.32
oz NY-198 7 0 1 6 4.3% Do= 0.264 NS
g 52 Cl Po= 0.467 NS
§ NFLX 8 2 ! 5 31.5% Cl+De Po= 0.569 NS
‘g Zy=—0.357
il NY-198 8 4 2 2 75.0% e
g o3 0% Po= 0.721 NS
o Cl Po= 1.000 NS
g NFLX 11 5 2 4 .62
g 63.6% Cl+De Po= 1.000 NS
(=]
=1
3 Zo= 1.106
NY-198 51 26 6 19 62.7%
= s v Po= 0.269 NS
, Cl Po= 0.430 NS
NFLX 53 32 .67
7 u 7367 Cl+De Po= 0.293 NS
NY-198 70 30 10 30 57.1% L= 0.891
sub-total Po= 0.373 NS
Cl Po= 0.417 NS
NFLX 82 41 11 30 .49,
63.4% Cl+De po= 0.506 NS
Ze= 0.061
NY-198 12 1 2 9 25.02
G-5 0% Po= 0.951 NS
1 Po= 1.000 NS
g NFLX 16 2 2 12 25.09 ¢ 0
.% % Cl+De Po= 1.000 NS
1
E Zo= 0.544
= NY-198 40 18 3 19 52.52
.g G-6 % Po= 0.587 NS
o Cl Po= 0.631 NS
5 NFLX 29 15 2 12 58.62
E % CI+DE Po= 0.634 NS
>
& NY-198 52 19 5 28 46.2% Zo= 0.085
sub-total Po= 0.932 NS
NFLX 45 17 4 2 46.7% Cl Po= 1.000 NS
Cl+De Po= 1.000 NS
NY-198 | 122 49 15 58 52.5% Zy= 0.883
Total Po= 0.377 NS
1 Po= 0.442 NS
NFLX 127 58 15 54 57.59 ¢ ¢
7.5% Cl+De Pg= 0.447 NS
Cl : cleared vs. decreased+unchanged

Cl+De : cleared+decreased vs. unchanged

UTI ZEFRBRR OB Table 7 1R Lic, B
BRYFISHETOELRIL, NY-198 B 72.9% (51/
70), NFLX #2%64.6% (53/82) Thh, MEMICAEE
ERFEDLREM o, L L, E1BOIT—FLH>
B COBERRIE, NY-198 B 50.0% (2/4), NFLX
B 0% (0/10) THH, WEECEEENBDLRL
(p<0.05), BEHEREEPITO HRHRIT NY-198 FH
50.6% (31/52), NFLX Fnt 48.9% (22/45) TH Y,

HHEMCEEZRED bhidh » T,

RAENRBE LicRE % Table 8 R LI, 77
ABMER X 5 BRERRACOEDRIL, NY-198 &
M 89.5% (17/19), NFLX Bt 61.8% (21/34) TH
b, 77 LBUERLOEKEREN LD/ 726
MRS TD NY-198 FoHE%RK 88.9% 13 NFLX
BOEHR 64.1% CHLTEERES RETHo1
(<0.05), 7ris, RYEAL (BWARD, FNGHEAEH
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Table 10. Efficacy in bacteriuria classified by type of infection

Group Drug pI::i'e:tfs Eliminated | Decreased | Replaced | Unchanged gt::]::::;m Statistical test
] ] Zo=—2.638
oS 5 O O I N A Il P~
NFLX 10 0 0 3 7 0 % | El+De p2= 0:066 NS
] ] Zo=—0.529
3 1000 R O I N A I PR 4
.g NFLX 8 4 0 2 2 50.0% | EliDe po= 0.608 NS
]
& = 05
5 = .
3 NFLX | 11 8 0 2 L | 7% | Bibe po= 1.00 NS
[=}
& L, el o) e 1 6 | 1 | es.7% b= 02 NS
NFLX | 53 34 2 7 10 67.9% g e ﬁ;’: iggg E
NY-198 | 70 15 2 8 15 | 67.1% ﬁZZ'Si’?i NS
subrtota NFLX 82 46 2 14 20 58.5% | O Po= 0.324 NS
El+De Po= 0.315 NS
] f Zo= 0.218
s NY-198 | 12 2 0 2 8 16.7% i EZ: fﬁﬁg gg
g NFLX 16 3 0 3 10 18:8% | LiiDe o= 1.000 NS
£ - , Zy=—0.656
7_-23 o NY-198 40 25 0 7 8 62.5% i} ﬁj: 8222 Sg
g NFLX 29 16 3 1 9 65.5% El+De Po= 1.000 NS
= Zo=—1.020
S e NY-198 | 52 27 0 9 16 51.9% b= 0.308 NS
NFLX 45 19 3 4 19 48.9% ELDe izz g:;};g 1:12
- i Zy=—1.168
. NY-198 | 122 72 2 17 31 60.7% . EZ: gggg ﬁi
NFLX | 127 65 5 18 39 55:1% | EliDe po= 0.441 NS
* . significace level is p=0.05
El . eliminated vs. decreased-+replaced+unchanged

El+De : eliminated+decreased vs. replaced+unchanged

DHE, »7F—FABBOFE, AHECHE HBE5H
BROBE IO RRTFICES L THEHFEOEL
REHERE Lich, TR AERcEEZRRD S
Nieh otz

BRxt325 %813, NY-198 2 ¢ IEE 49 4
(40.2%), w3 15 4] (12.3%), A% 58 f (47.5
%), NFLX BTE®{t 58 ] (45.7%), %h#E 15 fl

(11.8%), 7% 54 f (42.5%) TH b, HHHECEE
ZRF@EDONIieh » 7 (Table 9), iz, FEEFERI
O UCREEREAFICHE LRk T, mE
W EEBEZIFED R o1,

FHEE IR 35 BR % Rk R Lic (Tables
10, 11), NY-198 B Cixfattit 72 £ (59.0%), #H4
200 (1.6%), B R 17§l (13.9%), FZE 31 fi



350 CHEMOTHERAPY

MAR. 1989

Table 11. Efficacy in bacteriuria classified by type of organism

oz‘éj)nem:;fs Drug ]:3'6_:; Eliminated | Decreased | Replaced | Unchanged giznr:::::tate Statistical test
Zy=—2.
i;f NFLX | 34 16 1 8 o 50-0% | Er+De p§= 0.046
g
; G(:) NY-198 | 8 7 0 0 1 87.5% Z::—gng NS
2 G(+) | NFLX 5 3 1 0 1 80.0% g-i-De g:: (1)33 22
§ NY-198 | 27 22 0 3 2 81.5% gz:_ﬁigozz *
B [V [ 19 2 8 0| 53.8% ELDG&Z oo .
o NY-198 | 51 30 2 5 14 62.7% i::; 3212 NS
g NFLX | 48 30 1 6 | 66% | pp bm 1000 NS
&
? c(+—) NY-198 | 15 6 0 3 6 40.0% g;: (1):300 NS
g G(-) | NFLX | 12 5 0 2 N N BTN A posa
"
(5% sub-total A ” ¥ 2 ’ 2 57.6% IZ’Z: gﬁ NS
NFLX | 60 35 1 8 16 60.0% g +De ﬁ‘; g;ﬁ; I;g
Cases of | NY-198| 29 14 0 6 9 48.3% Zo=—0.889
G(+)+G(—) o xS
infection | NFLX | 28 1 2 2 13 46.4% g De ‘;:; 2:;38 ﬁg
* . significance level p=0.05
El . eliminated vs. decreased+replaced+unchanged

El+De : eliminated+decreased vs. replaced+unchanged

(25.4%), NFLX BCixpatit 65 4 (51.2%), B4
560 (38.9%), Bz 18 f (14.2%), % 39 f
30.7%) ThH, MHMICHEEZEIREDbRichH T,
UTI KEREFFHTLE IO 7 —F L-EBEHIT,

NY-198 BAgtE(b 2 61 (50.0%), B2 4 (50.0
%), NFLX BERERNR3IG (30.0%), %74
(70.09) Thv, FHE EEENTHLRL (p<
0.01) 23, ZDfiOEEMFERD T, WEEICELR
dbhighotc (Table 10), 75 ABHELE 75 A&
PERICER L TR Lo Ty, Table 11 ol »
7 A IGHBERREGITO BRI 55 PHREIL NY-198
HRBEERENRTRY, MEREMERL NY-198 3
A% 81.5% (22/27), NFLX B2\ 48.7% (19/39) Tk -
Too 78R, EOMOERAETFINICHE: LIk T

REFRICELED bhieh -1,

ME % E % Table 12 1=, MIC & 0% Te-
ble 13 /R Lic, £460EMALER L NY-198 521 80.6
% (154/191), NFLX FEat 73.5% (136/185) THV,
FHEICEBZIRDbhigh T, 2D b7 546
HESE T, NY-198 225 91.5% (65/71), NFLX #
23 75.3% (58/77) THb, WEMEEEIBDHLL
7o (p<0.01), 735 sBEELKOENERE, NY-
198 BEAL T4.29% (89/120), NFLX Ffns 72.2% (78
108) TH b, MHFEIZEITED SRich - T, BEGIK
BET5 &, E faecalis = NY-198 B 7 89.5% (34
38), NFLX Bf2169.2% (27/39) T b, MERIEE
EZNRFEH BRI (0<0.05) 2%, fHoOFBEIC R\ TILE
BRI D bhieh - T,
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Table 12. Bacteriological response

Isolate Drug g:axgi Eradicated Persisted Sta tliiilcal
S, awrens NY-198 4 4 (100.0%) 0 -
’ NFLX 5 5 (100.0%) 0
S. epidermidis IL‘;LI;’(S g (j Elgg 2;; g Po=0.209 NS
E. faccalis IL\;—E?(B gg ; E 69 ;”/ 1; Pp=0.047 *
e[ [mEl 3 [Eml 1 e
other enterococci I;I\I\;E;g 2 2 Elg?f;):; g Po=0.175 NS
oo |Sm e | mel | -
er [ 3 B s
s | m [mEml e s
Citrobacter sp. I\II\I\;I};S ? 2 Eloggz/éi fl) Po=0.167 NS
k.| NCB[ s Cmon |1
Enterobacter sp. 1;?;;3(8 1: 2 E 32:;2; ; Po=1.000 NS
6 Serratia sp. I\II\IYF_I})B(S 1(1) Z E 2;32; i Py=0.361 NS
T
e[| 2 izl 8 [aemm
won || 3 (2] 1 e
oo || 3 [rmeml o | -
e | B[R] 3 s
[ m mem

% ! regardless of bacterial count
*  significance level p=0.05

MIC rEEMERBIL T, MEFLb LB X <A 1

BIL, 2Bk THIBEOENEERIL, NY-198 BTk BEHHEEEIL NY-198 BT 36 #, NFLX BT
MIC & 6.25pg/ml LIFOB#T 93.6% (117/125), 37 HEH ORI, HEO HENEHETIZ LY
MIC f{f 12.5 pg/ml LA EC 52.7% (29/55), NFLX 2 e, FOHBHAECS W TLHRMCEERLR IR
TEhth 90.7% (98/108), 42.9% (24/56) Th - L7 (Table 14),
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Table 14. Strains appearing after treatment
No. of strains®
Isolate
NY-198 NFLX
S. aureus 2
CNS 1
S. epidermidis 2 3
S. simulans 1
S. cohnii 1
S. haemolylicus 5
G (+) S. hominis 2
Staphylococcus sp. 1
S. sanguis
S. lactis 1
Group B streptococci 1
E. faecalis 2 1
C. freundit
S. marcescens 2
S. liquefaciens 3
P. vulgaris 1
M. morganii 2
P. vettgeri 1
P. aeruginosa 3
P. putida 1
P. stutzeri 2
P. mendocina 1
X. maltophilia 1
G (=) P. vesicularis 1
P. diminuta 1
F. meningosepticum 1
F. indologenes 3
F. odoratum 1
Moraxella sp. 1
A. calcoaceticus 1
A. faecalis 2
A. denitrificans 2
F-GNR 1
NF-GNR 1
Fungi 4 5
* : Regardless of bacterial count
Isolate NY-198 NFLX Total Statistical test
G (+) 13 16 29 . 5 (df=2)
G (-) 19 16 35 X0=0.665 (df=2
Fungi 4 5 9 Po=0.717 NS
Total 36 37 73
(2)  THREHE ‘ %, AW 1T Bl (18.4%), % 37 61 (221%)
FHREHER Table 15 R LicishThHY, NY-  Thh, BEECHEERIED Dhigh-7,
198 B THE%p 36 1 (29.5%), AR 44 # (36.1%), (6. EIfEHA
LRERH B 10.7%), #Euh 29 6 (23.8%), 305 flicoW THRET S hicht, EERREIER 0%

NFLX B T2 %) 48 ¢ (37.8%), A% 25 4 (19.7 BN NY-198 BT 152 fish 7§ (4.6%), NFLX &
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Table 15. Clinical efficacy evaluated by doctors

No. of . Txcel -
Drug 0, ° Excellent | Moderate Fair Poor Excellent “Statistical test
patients moderate rate
NY-198 122 36 44 13 29 65.6% Zo=—0.028
Po= 0.978 NS
NFLX 127 48 25 17 37 57.5% E Po= 0.182 NS
E+M DPo= 0.196 NS
E : excellent vs. moderate + fair +poor
E+M : excellent+moderate vs. fair+poor
Table 16. Side-effects
D Age Symptom Severity® Date of | Relation to Administrati Ratio of Statistical
e (yrs) ymp y onset the drug ministration appearance test
50 eruption 1 4 possible continued
76 rash + 3 probable discontinued
49 diarrhoea Ht 3 probable discontinued
Ny-108 |80 | diamhoea | R Lo definite | discontinued | 7/152
headache (4.6%)
60 . . H# 2 definite discontinued
abdominal pain
L8 fpawsea L2 L] possible | discontinued Pe=0.378 NS
70 nausea + 1 possible continued
70 thirst + 2 possible continued
probable
loose stool 4/153
NFLX .
™ pruritus ani + 1 possible (2.6%)
hach .
65 stomachache 1 3 probable discontinued
nausea

* 4 : discontinued due to side effect
+ : treatment for side effect necessary, and continued

+ ! treatment for side effect not necessary, and continued

T 153 flh 46l (2.6%) THH, ThbOREBREER
AHECAEZIZRD bhigh - 1,

BEIfER OPERIL Table 16 RT3 &% TH B, NY-
198 BT 7 Blsh 4 6, NFLX BT 4 Fl9 3 BIA MILERE
RTHhh, BEPREFIL NY-198 #C5 4 (GERE - s
LG, FH26), BL1H, ¥2146), NFLX #T2
Bl (55, B - ESEL 1H) c@Hbhiss, wih
bREERIBIERS WEE FITE LR Lico D 4 Flikys
Thb G £ TR I ES TRER THRERMHEEL L
b
BERBEERE T Table 17 1R Lo & 512 NY-198
BT 118 fih 9l (7.6%), NFLX EEC 127 Bl 3 fl
(2.4%) wBRH bRl ZhbOXRBFECHERET
BREERXRD LRI -1
ek, ¥/ v vREHCHTHETVvAF-BEEOER

TREMBRIN Lis- e 4 BIF 207 v A ¥ —fER (B
B, £2% 16D »RHLhis,

7. HR#E

FRIRAIR L B2 2R ARl L TEBREHE L

BB Y Fig.4 iRLich, TEECESE
BED LR, -1,
III. # %=

HE, AREAIOMRBIEIE LW O2RHD, K
WHEARZ PV ERWHENRYE TS WHhO A F
v Vv REBRRERIS RO BTIESEAILIC ES
oo NY-198 i3 NFLX, ofloxacin (OFLX), enoxacin
(ENX), ciprofloxacin (CPFX) Zik\\ TR I
¥/ v vREBRERT 77 sBEEORELT S
LABEHER JOBMEHEECES 2 CRRARRE AN
P LEWHEEEYE T 5, ElRHoROKEED
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Table 17. Abnormal Jahoratory findings
D Age ltem Relation to Ratio of Statistical
rug (yrs) ¢ the drug appearance test
76 Eosino 1 probable
87 Eosino? * Neutrol possible
62 GOT1 possible
57 GOT + GPT - Al-P - »-GTP 1 possible
""""""""""""""""""""""""""""""""""""" 9/118
NY-198 | SR | AT ] probable | (7.692)
73 BUN1? possible
........................................................................ Po=0.076 NS
70 BUNt possible
44 BUN - Cr.1 possible
83 BUN-Cr.1 possible
60 WBC| possible
NFLX | 8 | GOT-GPT-ALP-LDHT | p ossible | /1T
........................................................... possPe . (aw)
62 K1 - urinary Casts possible

_100-

N

Z sof

o

8 60F

4]

£ ;

O ——NY-198

2 ) 22 NFLX

3 2 Z,=0.0546

po=0.9565 NS

0 1 | 1 ! 1 | 1 L I |
100 80 60 40 20
Very Very

satisfactory Scale(mm) unsatisfactory
Fig. 4. Clinical value evaluated by doctors

B LES TRIFT, MPRED peak (X 100 mg 5
B 1.2 pg/ml, 200 mg #5545 1.9 pg/ml L BEKHFH T
HYH, mMFERPL6~8KHEL, hiE TOARNE
FOF TR FROTH 5, FEABOBTHL BIF
T, RFIILF 80% »% 48 BRHILIARE GO
Hrttxh 5. LA EOHEEEC GRERBH L T5 &,
AR RBEBPIECHR LTEWERAEV S, HE
open trial DEERBMELBRTXEBBE TH » 1M,
4@, NY-198 DHEHEM REREEIECR T 5 EIRNE
AR EBNC FMET5 BT, NFLX %xB¥Es L
TZEEREIR L % HERARY 778 » o WNRER
NY-198 L L#H* /7 » vREBRAEAOF T, £k
NICEHIC LD NFLX @Y THH EELBIR LT,
BHRTHE AR L, HENO S TIIERBRE T
HHLDOD, EHABEOE TIXrich BitoTWALEE
% %o BEATOD cross-over iz X %5 NY-198 % X 0%
NFLX DEABREORKEY X 5 &, 200mg s

Licko t# C, BEMFEE (1h) 1L NY-198
1.84 ug/ml, NFLX % 0.97 pg/ml, ty/, B X NY-198
2% 8.32h, NFLX #32.94h, 8h #omb@EIX NY-
198 A% 0.60 pg/ml, NFLX #% 0.23 pg/ml, % 7 BHF
kR (0~12h) i3 NY-198 »% 53.4%, NFLX
30.8% LHEINTVWB, Lichi-» THAID HEEKC
DULTUL, ThThOBRKRMEHNBEE ™ ki) 285
MERBEHIET ST 5 EFHER, Tribdb NY-198
(%1 H 600mg (43), NFLX (311 H 800mg (44)
THHEHTBAI L E LI

ek, MEOCREERRFOS Ml b IHENTE
Bo MIC A2 THE Licht, mEECEE LR
HRZBHOoNT, REFERECEM KT 5 LEABRET
fewWBich o btEZ R 5B,

1) HEH

SEORFKEL, SEEINICRFAED > H, MIC
»HIE LB 344 ¥k (NY-198 # 180 Bk, NFLX B
164 #) x5 NY-198 % X108 NFLX o MICs,
(EEEE 10°CFU/ml) 3 & 4 2 3.13pg/ml Th»
foo ThEi 77 aABMEE 77 2BHECHTTREL
THTh, BWEADO MICs, i\ Fhdb 3.13 pg/ml &
2 AULETH 1o FAkic, MEHF»LHBEINL
BEikicxtT 5 NY-198 © MIC 44 (A+C) & NFLX
D MIC 434 (B+D) Oflic d HEZIZD bhich»
1o

fBxDEED MIC &0 \WThb &, S epidermidis
CFNTIL NY-198 25C 6 #ech&kat 1. 56 pg/ml LT
1z, NFLX B-C7 #5848 1.56 pg/mli LUF, 2#5°
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50 pg/ml LA BT LT, A calcoaceticus 1235\
i3, NY-198 BT 6 BReP2kat 3.13 pg/ml LITZ
HAi L Twicad, NFLX BTk 8,18 pg/ml LIF 70
LTk 8 Bk 1 BRI E 3, 3 BkAY 6.25 pg/ml,
4BRH 25 pg/ml LA ERHF LT, E faecalis, E.
coli, S.marcescens, P.aeruginosa Tyt MIC 4
FLEALETH D, MOBEHRCIS T MBI R
Bl ZRAbRILh - 7,

2) ERRBHR

BEBRBDRTOWTAS &, UTL i X 575K
. NY-198 BEpt 67.2%, NFLX At 59.1% THo
fro ZORBET TIRFT I hic NY-198 o open tri-
al TORBY 71.2%, HARLERRYTO1H 600mg
(5 3) BEDHRK 67.3% LITIFRABKROKB TH » oo
MM RREREYNR L LT bhicHiz/ = v R
A RHER OBGE O KB Tk, NFLX2Y ofFhR
1 TL1Y%, 67.6%, OFLX® % 80.9%, ENX!© %
80.6%, CPFX¥ i 73.5~79.4% Tho1zo L EDK
EXSEORB LK TAE LRERRFOMELE R
I AT LS BE TV, NFLX OFHRIEED
B2 Xy, ORERTH-TEEL D, 2O &
1%, 1984 ELREHF / v v RIOEEKROBICHIT S (£
BEDSERL LI, TOMHEERDY LTFOHELT
ETVWAZ LN EELTWEhD LB, X6
& NFLX & 8 7cfEROFF /7 = v REBAEHI O M
BHABRICET 5 ABESID 5 B 5 El4&4» NFLX? ©
it 31.3% (40/128), OFLX® i1 30.4% (35/115),
ENX© -G 23.3% (30/129), CPFX® <Tit 20.7%
(29/140) L\ Fhb 20~30% THo7-Dizxt L, &M@
OB TIL NY-198 B2t 41.0% (50/122), NFLX &
#343.3% (55/127) &, WEEL HICABEHF D 55 5%l
BORhB - EAFBLTWBLDEEL LRI, ik
B, SEOBEXAL - SRINCBH LT Lics =
A, BEOETILI A, NY-198 BT ABIER D
HREA 56.0% (28/50), HFAEHIH 75.0% (54/72),
NFLX B CTRRABEGI 47.3% (26/55), ARG
68.1% (49/72) Th b, WE & b, ABREGIICH~S
REFICORBRNY 20% &Ehs 1o

=7, UTI EERBRIICHRE LB s T,
BIRons -7 LEBHT NY-198 BrAZSCEL
Tuwie (p<0.05) AMLOBETEEEZERL D Shich
2o ¥, /7 ABMERLESTORYRLECRN
e, NY-198 #ps 88.9%, NFLX Pt 64.1% T
HY, NY-198 HOHNEBRCEN T 75 ABH:
ERAGIOERE LT, BEHOMEO MG MIC
Dk ED THBMCHERLR ) ZRBDbhier ot d

DD, E faecalis 1t b0 7 I A CRT HHE
e NY-198 fMaifichTis b, = O
HORR DD 7 5 o BB BN ) 3 B R R R 2 [T
MERibDEEL Hh,

77 ABPEE T B M RIS O T, LI
1% SrREX Nite S epidermidis, E.faecalis 0%
HRH: NY-198 BT 100%, 89.5%, NFLX BT 62.5
%, 69.2% ThhH, /7 ABHEEED EHYLRIL
NY-198 T 91.5%, NFLX BT 75.3% Th- 1o
75 BB T 5 MIC LE% & oBYhizoWT
B L, BHLRIE NY-198 BTt MIC i 25 ug/ml
LT OBtk T 96.7% (58/60), MIC fifi 50 ug/ml A LD
Bk T 55.6% (5/9), NFLX BTt MIC ff 6.25 pg/
ml T OB T 91.7% (44/48), MIC f& 12.5 pg/ml
LA EDBRET 40.0% (8/20) TH - 1o MIEFBMIIS
F% MIC BEogfmcERnZbhitwo L Xbh, o
BHARIAER OGADBOECER TS LD LEDL
hice

=7, 77 AT R T SRR CoWT
X, 77 ARMEELSKOENEARIL NY-198 BT 74.2
%, NFLX BT 72.2% L& #ENLHRT, MIC &
BHEARL O BERICEVTH MBI Z MR bRl -
Too 7ok, HBRIE L X W o E coli, S. marces-
cens, P.aeruginosa OHEFLRIL, NY-198 Bt 82.8
%, 87.5%, 38.9%, NFLX Bnt 87.0%, 55.6%,
47.8% TH 1o S. marcescens \Zxt3 % NY-198 D
BHAE 87.5% (7/8) WFHEITiES % & Bihicdl,
P. aeruginosa OBEPARIFEL LIZ LREVERET
Holeo TOMAEDL T, P.aeruginosa it %5
* /7 r v REFORZT ML 1984 FLIE, ZFHICET
LTkh, SEDOHBBETH 5,

3) BIfeA

B hEAEIEA: NY-198 BT 152 b7 6] (4.6
%), NFLX BT 153 fifh 4 6] (2.6%) b bhi:
2y, BEILL ORI, Wb BRSSP ks
IR, FERAHE Lico FH & RRHD BHTH S
ENX 37 =v77 = v EDfAIRR VT, ESHEE
Lick WO BEYRBD, Fixr/ v v REFILFERAT =
1 FESEBEAF L ORI X 2 EEBFRORMEN., |
Frr-—X7,78h T3, 2T, SEIOKRE TIZ
72V 772 vHEFUEAT R A VEEREAE & OB
FAHEBEULH, NY-198 O 1flicHrz v vkl o
BFAE, NFLX BHEO LIS v & v v 83 L0 BEEMAR
bhi, LL, ZO2FITKEIL &L Vo EM
EMEIFRLEDbhish o1, i, NY-198 04 E
TEfE S hic open trial TOREKRMRHAY IZEWTY,
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JEAT = A VHEBUNIESH & DDA 48 Flick b
Todt, WS & 7 B RITEFILTRD b huigh o 7o

¥, FIREERCT AR L, 4EOBMH T
NY-198 BECHM 16 (0.7%) i@ bt T
Bt

735, NFLX 2o Tdh K TORIEM D BB
BEds TOMEDIL, RO LIZIFRBRTH - 1B3,

BEBEMEE {52 B 1 NY-198 7% 118 sk 9l (7.6
%), NFLX Bt 127 frh 34 (2.4%) B dHht
2, LR LIRESCED T, WM AEERED bR
Tehsotoo ¥, THIEHI DR AMR LA SH 0 FEBISUE,
PRV PEF DR & 1ZIERE TH - 1o

M EDRB X b, NY-198 (1814t R BB HIE T L
T1H 600mg (% 3) 4T NFLX 800mg (4r4) #
S LABOEDEERTRL, BeMIBEC b, A
HOBVWEHTHS EELLRT,

3 ik

1) #35 BEFERE¥ESMES, HE Vv HOU
4 (3), NY-198, R&fi, 1987

2) SFERER, fib (7 MR XU BEAMERR) - BiMK
RMBMEE 12 %3 % norfloxacin (AM-715) &
pipemidic acid D —EEF®RE I X 3 LEHKH,
Chemotherapy 30 : 1182~1211, 1982

3) ReEE—, fh (18 Migkds X UBEEMERR) @ MK
Rt 3 5 ciprofloxacin (BAYo 9867)
& norfloxacin o Wi, 78 B AW REEH 49:
1619~1653, 1987

4 HWAEBK, fi (10 M) : NY-198 o W REEHH
Bz 51 B EPEAT - EIEAIK S, Chemotherapy

5)

6)

7

8)

9

10)

11)
12)

13)

149

36(S-2) : 974~998, 1988

nei@g—, 1 (22 MERL) : BMEVE RBRIGIMIE i 5t
4% NY-198 o ARLBEBR, 76 HEBREH
50 : 2173~2190, 1988

UTI W4 (It KBEHK : UTI (RE &
Yefif) RHALM % # (% 342 Chemotherapy
34 : 409~441, 1986

BALSERESS BN RHMEERE (MIC) g
TG ET w2\ T, Chemotherapy 29 : 76~
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T 8, fh (5™ WREBHERCKG 3
NY-198 0 @i 35 X IEKAIBEo Chemothe-
rapy 36(S-2) : 954~973, 1988

BO¥—, i (4RSI REBR @ HKE
R YEE = 53 » DL-8280 o K %) & {f,
pipemidic acid & ® —THERLEKEB, LRE
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SFBE K, fib (MR 3 XU BAMER : HKE
R AE w9+ 5 AT-2266 & pipemidic acid
o —HERE T & 5 L#&MRE, Chemotherapy
32 :894~918, 1984

Ry X = LR E, ERBELKXLH
WEFE®R KN o FEET £72F #x
@b, NIENRF: 7048 %/ 6 Y REER
wxt T AMHEE OB, BRIEFEE 62 641~
651, 1988

MWEBK, i REBEREOFROEELILER
EF OBEMEIC OV T, T EREREHR 50 557
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BEEEYR =/ 42 v 7277270
HEERC X pRBRE, ERLEIEAEHR No.
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A COMPARATIVE STUDY ON LOMEFLOXACIN (NY-198)
AND NORFLOXACIN IN THE TREATMENT OF
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To evaluate objectively the efficacy, safety and usefulness of lomefloxacin (NY-198), a new synthe-
tic quinolone antimicrobial agent, in the treatment of complicated urinary tract infections (UTI),
we performed a comparative double-blind trial using norfloxacin (NFLX) as the control drug. Patients
were orally administered 600 mg/day of NY-198 (t.i.d.) or 800 mg/day of NFLX (q.i.d.) for five days.
The clinical eficacy was evaluated based on the criteria proposed by the Japanese UTI Committee and
the following results were obtained.

1. A total of 312 patients (NY-198: 156, NFLX : 156) were treated, among whom clinical efficacy
was evaluated in 249 patients (NY-198 : 122, NFLX : 127) ; 63 cases were excluded or dropped out. There
was no statistically significant difference in the background charactaristics between the two groups.

2. In the NY-198 group, clinical efficacy assessed by the attending committee was excellent in 36
and moderate in 46 cases, and the efficacy rate (excellent plus good) was 67.2%. In the NFLX group,
it was excellent in 47 and moderate in 28 cases and the efficacy rate was 59.1%. There was no signi-
ficant difference between the two groups.

3. Pyuria was cleared or improved in 52.5% of the patients treated with NY-198 and in 57.5% of
the patients with NFLX, with no significant difference between the two groups. As for bacteriological
response, the overall eradication rate was 80.6% in the NY-198 group and 73.5% in the NFLX
group. For Gram-positive bacteria, the eradication rate was 91.5% in the NY-198 group and 75.3%
in the NFLX group, showing a significantly higher rate in the NY-198 group (p<0.01).

4. Clinical efficacy evaluated by doctors was excellent in 36 and moderate in 44 cases, and the
efficacy rate was 65.62% in the NT-198 group. In the NFLX group it was excellent in 48 cases, moderate
in 25 cases and the efficacy rate was 57.5%. These results were quite similar to those of the commit-
tee, and there was no significant difference between the two groups. In the usefulness evaluated by
doctors, again no significant difference was observed between the two groups.

5. Side-effects were observed in 7 cases (4.6%) out of 152 in the NY-198 group and 4 cases (2.6%)
out of 153 in the NFLX group. Abnormal laboratory findings were noted in 9 cases (7.6%) out of
118 in the NY-198 group and 3 cases (2.4%) out of 127 in the NFLX group. There were no signi-
ficant differences between the two groups.

From these results, we considered that the therapeutic effect of 600 mg/day of NY-198 (t.i.d.) was
the same or greater than that of 800 mg/day of NFLX (q.i.d.) in the treatment of complicated UTIL



