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=a—% /0 REOGRIEA NM441 O REBRIYE T 58 A% OV THRKRPRE £17-
oo BPEEFMBEBER 2 B, BHEMRMBIE 8 F6 & UBEHE EAK 1 Bl LARI 2S5 L, Atk
HEMMEBEBER T i3 UTI R AE I L 2 -ET 28I b [E%] ThHY, HEMRBBLE T [F
21 68, R 26ITH-7:, HE LKL 1B [BR) cHEIN, £, MEESRE, &
MEBERE S Tld Escherichia coli (2 ¥k), Enterococcus faecalis (1 #8) 133 R THEL, BEHMREELE
Tl& Staphylococcus aureus (1%k), Staphylococcus epidermidis(2#k), E. coli (2 #%), Enterobacter
aevogenes ( 1¥%), E. faecalis(1#k), Serratia marcescens(1#E)H, S. aureus 1#kD HEE: L 121 H
I NTHEHELR, &8, AFRECL2EEROFRRIIZD shzdr -1z,
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NM441 i3 BARFEMRASHPRARA TER S T
FLW/ ORIy JREORACY NV A LRV BRERK
HERTH 2, BELORHELT, ¥/ VREKD
I 2%, SEV4ERBEL TSI L THEN
2ED, X5IEEREANMIM D 7HOERT VR
CAFVITFYVIAXFVENEETHIEWCED
RINEERD TV 5,

RN 5 LABME, 77 ABMEE N LIBLVITE
A7 MVEBL, BCRBE, Totos 7 LABHE
WXL THOWHIEER % b 2%,

B2 IRBBYIE I T 2 AF OERMN, BeMB £
UCERAM T 2 BET 21T 72,

TRk 5 1B & ¥R S & 8 A RHERKENER
Bri Rkl 2 22 L RBBEESID S b, AEOR
s ILERAEZNRE LTz, RERONFUIAEHEMYE
BBt 2 B, RAEVEIRBRRLE 8 B, MR BRI
BITH > 72, FERITS5E D 58I DA T, HAlT BN
6%, WESZTH-oT, BEHEE, BHEEMMEREK
KL Tid 1E100mg, 1H2ME, 3 HEKES LT,
BN PR RYEIC N L T3 1| 200mg, 1 H2[E, 5

~7HE®E Lz, 8B ELEERCHLTIE1E
200mg, 1 H 3@, 7 HEES L7z, & BEKRNRHE I
UTI E5hFPMERE (F 3R > TITo 7Y%
ArEatBED s 2 Hlicxd L, 1E 100mg, 1 H 2 [E,
3HMERS I X D, UTI B3l #E s L UEHREHE
WX BBAEERME L b2 [E¥] Th-o7z (Table 1),
M ERIZNR I DWW TIE, Escherichia coli 2 ¥k, Entero-
coccus faecalis 1 BRDE 3 BRIz T X THE L 12,
MR RRE 8 Blizxt L, 1\ 200mg, 1 H 2 [H,
5~7HE®SC LY, FHREHETE [F2] 66,
[R2E%] 14, [Esh] 1#lThh, UTI EZFHME
#\C L BBERERSIETIZ [ZER] 661, [ER] 26T
b1z (Table 2), HEBEREFFIZIX, group 2D 141
WX TS THY, group 4 D TEITIEER] 6 6, [
%) 1HITH-7: (Table 3), HIERIINT 2RI,
(eteft) o3 6 fl, ERAR] 14, [F%] 18T, BR
T ahERE TEE] 76, [FE] 1fITH -7,
MEERENER I DWW T, Staphylococcus aureus 1Bk,
Staphylococcus epidermidis 2 #%, E. coli 2k, Entero-
bacter aervogenes 1%k, E. faecalis 1%k, Serratia marces-

Table 1. Clinical summary of simple UTI cases treated with NM441
Treatment Bacteriuria* Evaluation** .
Case Age | Sex | Diagnosis : Symptoms* | Pyuria*® Side
no. | € & g(;sd(;y) route d:lg:)t]ls(;n species count MIC UTI Dr effects
" " E. coli =0.025
1 |71|F AUC 0.1x2 | po. 3 E. faecalis | >10° 1.56 |excellent | excellent| —
- B - 0
+ H E. coli >10° | =0.025
2 | 75| F AUC 0.1x2 | p.o. 3 0 excellent | excellent| —

* before treatment

after treatment Dr: doctor's evaluation

**UTI: criteria proposed by the Japanese UTI Committee

AUC : acute uncomplicated cystitis
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cens 1 BRDE 8 #kh, S aureus 1 KD BES L T2 » F72, NM44l ogs5xnz 1187, H- &
T RTHEEL, K72 BWEAREBERREEDORELEIRD Shikhr o,
AUBELEL IFCHL, 1E200mg, 18 3MH, UEDREL Y, BRIRIBFTHELLIIRE
7THERG LY BfIREROHEESL L UHENED 5 HOEIZBOWTOMELRVEEZ OGNS I L6, FKH|
NIREEKRIRIE [HR)] Tho7: (Table 4), BIRBERPIEC LERLERITHL LEZ SN,

Table 2. Clinical summary of complicated UTI cases treated with NM441

. . H 1in* E H -8
Case| Age Diagnosis Catheter| UTI Treatment o Bacteriuria valuation Side
no. | Sex |Underlying condition| (Route) |group (ggc;fjeay) route dl(xg::’lsn Y species count | MIC UTI Dr effects
81 CCC + E. faecalis >105 | 3.13
1 —_— — G-4| 0.2X2 | p.o. 7 _— — | excellent | excellent —
F | neurogenic bladder - — 0
70 CCC + S. epidermidis| >10°
2 —_— — G-4| 0.2%X2 | p.o. 7 excellent | excellent| —
M | neurogenic bladder - — 0
76 CCC + E. coli >10% | =0.025
3 e —— - G-4 | 0.2x2 | p.o. 7 _— excellent | excellent —
F | neurogenic bladder - — 0
4 69 PPI G2 | 0.2x2 . # S. aureus >10% | >100 fai
_— - - . .0. oor air —
M BPH post op. P - S. aureus >10° | >100 P
5 77 —C(:_(_:-___ e | 0.2x2 ; + |S. epidermidis| >10° 1 '
M BPH . p.o. — — 0 excellent | excellent —
6 65 CcCcC G4 | 0.2x2 . H# E. aerogenes | >10° 25
_— — - . .0. oor oor -
M | neurogenic bladder P H K. ozaenae | >10° P P
79 CCC H E. coli >10% |=0.025
7 —_— - G-4| 0.2X2 | p.o. 5 — excellent | excellent | —
F | neurogenic bladder - — 0
55 CCC + S. marcescens | >10°
8 _— - G-4| 0.2X2 | p.o. 7 _— — | excellent | excellent | —
M | neurogenic bladder - — 0
CCC: chronic complicated cystitis * before treatment **UTI: criteria proposed by the Japanese UTI Committee
PPI: post-prostatectomy infection after treatment Dr : doctor’s evaluation

BPH : benign prostatic hypertrophy

Table 3. Overall clinical efficacy of NM441 classified by the type of infection

Group pl;lgér(:tfs Excellent |Moderate| Poor 2}::2}11
group 1 (indwelling catheter)
) ) group 2 (post-prostatectomy) 1 1 0/1
?I/llzer;(t)irg:lcroblal group 3 (upper UTI)
group 4 (lower UTI) 7 6 1 6/7
sub-total 8 6 2 6/8
group 5 (indwelling catheter)
il::;?;;(i;;robial group 6 (no indwelling catheter)
sub-total
Total 8 6 2 6/8
Table 4. Clinical summary of epididymitis case treated with NM441
Case | Age Treatment Symptoms* . Bacteriuria®* ' Side
no. |Sex| dose [, e duration pain |redness tender- swelling indu- | per Pyuria® species | count | MIC Evaluation | offects
(g X /day) (days) ness ration
1 58 0.2x3 | po. 7 _t— + H + H 37.4 N.D. N.D. . good _
M - - + - + 36.5 N.D. -
* before treatment N.D.: Not done

after treatment
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Clinical studies of NM441 in urinary tract infection

Koji Muranaka and Kenichiro Okada
Department of Urology, Fukui Medical School
23-3 Shimoaizuki, Matsuoka-cho, Yoshida-gun, Fukui 910-11, Japan

We evaluated the clinical efficacy and safety of NM441, a new quinolon derivative, in patients with
urinary tract infections (UTI).

Two patients with acute uncomplicated cystitis (AUC), 8 patients with complicated UTI and one patient
with acute epididymitis were treated with NM441. According to the criteria proposed by the Japanese UTI
Committee, the overall clinical efficacy was 2/2 in AUC, 6/8 in complicated UTI and 1/1 in acute
epididymitis. All 2 strains of Escherichia coli and 1 strain of Enterococcus faecalis were eradicated in AUC.
Although 1 strain of Staphylococcus aureus persisted, all other bacteria (2 strains of Staphylococcus
epidermidis, 2 strains E. coli, 1 strain of Enterobacter aerogenes, 1 strain of E. faecalis and 1 strain of
Serratia marcescens) were eradicated in complicated UTI. There were no significant clinical and labora-
tory adverse reaction.

We conclude that NM441 is an effective and safe agent for UTIL.



