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DRI KR ERFEMWIRERL, DR P RRBTL R,
BAATHIL T RRBCIR AR, %I Y R b BURBEILREH
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BEHEOEPRE 21TV, BEEIZ1E 100 $7:13 200mg & L, 1H2EABEOKSEE2FEAL L,
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D35 b, KBERICHEDRENERS NIEM ENRIC, KER]1~6BEICHRUERT> %,

5~ 7 HREEHD > b UTI EHRC AR I BIOREERZIRIE [FE%] 76, [BR] 24T,
281 [8%] UETH >, MEEHZIRIE 15 Bk 14 BRSHE L, BHEEARIX 93.3%ThHol,

14 HEREH 7 HE, 14 HE & b2 UTI E¥ 24 L 7- TS TEETH - 72 17 BIDR SRR
X, 7THE, 4BEEbI276.5% (13H/178) Thot. MBERHE BEWHKAE) X 7HE, 4UH
B&biz84.0% (21 BR/25 ) OHERTH o7z, BEROBWHEFIX 7HE 41.2% (7H/1780), 14
HE 35.3% (661/178)) TH-7z,

KREROBRRETIZ IEFAENRICERL, KE1~2:BB1X8HF 16, hFE3I~6:B8I354
2 FlcBERERD

BlERIZ 18 (2.5%) OARBED SN T ThHol, BERREEORELE KSR () -
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NM441 3 AAFEGERSHTEREN, RS L UBEE
EHXSH CEABRSA: 7Sy 7HORO =2 —
F/urvETHD, FHONEBEEERETH S NM3M i3
TLBHEB L U7 7 ABRMEC UBLWHEARY bV
AL, BEKRDBEROBBEE X L Tid ciprofloxacin
% tosufloxacin £ AEOEN-FHEHEE L TWL3EY,

t MBI BEAOMPFFHRIHEFHTH Y, R
IXHERY 55 48 BEEICHI 0% 3 e X B, s, 12 BERE
BORPEE X 100mg, 200mg BER S TEhZhi13,
21ug/ml TH o122,

BERABFENRE ULERERS [HEERICBVT, £
DRERES X L HEREREDS>NT, RELLHERRC S
WTHEVLELEVER IR TS,

SEIE 2 1k, NM441 OFMBEREBRIRE T 55 A%
PEEOBRSAM (5~7HME) LREKS (4 BM) s
WIS L, FFDOEBRSEEMICOWTEREML DT
WET D,

I. BRESVICHE

MERIE, 1992 4E5 A5 & 1993 4E 8 B ¥ CoHMcH
FRZERZEHH BRI R ERD: & i TR k22
Utk 7 —7 VIEEB OB RBBSLERE 06T
Hb. B, RBRDEM 7> TiE, GCP 5 18 FiZE
DONIERE BB CHABHEAL, BHEEC I 2ER
BIINDORIEE B, MNREF 405105 b 145
HREDE & 12 B, EEMBEEEL 206) L TkEHE
1E 100 %7212 200mg, 1 H 2 BA%EOKELL, &
EfMER LTS5 £/ 7 A & L (Table
1), B D 26 B (BAEBERE % 24 B, BHAEMERBR
260) L CidAA % 1 E 100 %7243 200mg, 1H2
HAe#EOHRS L L, 4AMERRSEFEMLLE
(Table 2),

BRSNS 3 FHEHES & O UTI L FHHEE
(%5 3 IR, DUT UTT &%) (¥ U T o 72, Bic 14 BE
BEFIZ BT UTI R Uy 254 7H

* T 650 M AT S X HHHT 7-5-1
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Hr 14HEH, FHREC L 2HELRESE U HERT-
1 S S WREKTRO 14 BEICHER N T 251808
ettt &¥E S RESTRE L H 2 S W ER D 5
b, KERICATEDRELEM S LER 2RIz, K
#1~ 6 BB OBEFEHERT-> e, BRHTIIMER
10° CFU/ml K D& %[5 ], 10° CFU/ml A E D%
ex (BRI L, [BE] LHESNEFIZOWLTIE
BEHOME L A—EEE R LI25E 2 (ER]), Fr
REBC X AREE [BRE] LT,

REMIZOVWTIE, BMENEIERZ S CCBERRE
BERELBHOERCL Y, BRFEREZESHE MEE
& BIBBIESIC BT 3 EWER, BRREEEE OHE

HHE |9 IREVLFRME L 72,
II. # g

1. 5~ 7 HE#&S TOBRKEAH

TR RYE 14 Bt U CTAFI R S LTz FF
18 100mg ® 1 H 2 [ 5 BS54 4, 6 BREKRSH
14, 7 B85 34, %015 200mg O 1 H 2[4 5
Hig5H 561, 7 HE&SS16ITH > 72,
FWHEHETIE (%) 68, [Bxh) 66, [P0F
) 14, [Es] 1BITchoT,

UTI &£# o #HL L 72ERNIZ 9 BT, REEBKRRIRIX
rZzh) 761, (B 26T, 26 (B3] LLETHh-
jz (Table 3)., MIEFHZIRIL, BREFSHERE 155KD S

Table 1. Background characteristics of the patients treated with Table 2. Background characteristics of the patients treated with
NM441 (5~7-days treatment) NM441 (14-days treatment)
Characteristics NO.' of Characteristics No.’ of
patients patients
Sex Male 6 S Male 14
Female 8 ex Female 12
~39 1 ~39 1
40~49 40~49
50~59 3 50~59 4
Age(yr) 60~60 Agelyr) 60~69 9
70~79 6 70~79 12
80~ 80~
Diagnosis Chronic complicated pyelonephritis 2 Diagnosis Chronic complicated pyelonephritis 2
& Chronic complicated cystitis 12 g Chronic complicated cystitis 24
Neurogenic bladder 6 Neurogenic bladder 15
Benign prostatic hyperplasia 3 . Benign prostatic hyperplasia 3
. Underlying
Underlying Renal stone 1 disease Renal stone 1
disease Urethral stone 1 Prostatic cancer 1
Urethral stenosis 1 Multiple underlying disease 6
Multiple underlying disease 2 G-4* 10
G-4* 3 UTI group G-6** 8
UTI group G-6** 6 Excluded 8
Excluded 5 T 1002 11
t t
Treatment | 100x2 8 (%t gy | 200%2 14
(mg X times/day) | 2002 6 g Y"1 Other 1

*: lower UTI (monomicrobial infection)
**: no catheter indwelt (polymicrobial infection)

* . lower UTI (monomicrobial infection)
**: no catheter indwelt (polymicrobial infection)

Table 3. Overall clinical efficacy of NM441 in complicated UTI (5~7-days treatment)
Pyuria
Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria
Eliminated r 7 J 7
Decreased 1 1
Replaced 1 1
Unchanged
Effect on pyuria 8 1 9

7
:

I Poor I 0

Overall efficacy rate*
9/9

* Excellent+ Moderate
Total
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Table 4. Bacteriological response to NM441 in complicated UTI (5~7-days treatment)
No. of Eradicated N
Isolates strains %) Persisted
Staphylococcus epidermidis 2 2
Gram~  [cNg 3 2 1
positive -
bacteria Enterococcus faecalis 4 4
Enterococcus avium 1 1
Subtotal 10 9 1
Gram- Escherichia coli 3 3
negative | Klebsiella pneumoniae 1 1
bacteria | poydomonas aeruginosa 1 1
Subtotal 5 5
CNS: coagulase negative Staphylococcus * regardless of bacterial count
Table 5. Relation between MIC and bacteriological response to NM441 treatment in complicated UTI (5~7-days treatment)
MIC (gg/ml) 10 CFU/ml
Isolates Total
<0.025{ 0.05|0.10{0.200.39(0.78|1.56 |3.13|6.25|12.5| 25 50 { 100
Staphylococcus epidermidis 1/1 1/1 2/2
Gram-positive { CNS 1/1 1/1 0/1 2/3
bacteria Enterococcus faecalis 2/2 | 1/1 | 11 4/4
Enterococcus avium 1/1 1/1
Subtotal 2/2 3/3 | /1| 1/1] 2/2 0/1 9/10
) Escherichia coli 2/2 1/1 3/3
Gram-'negatxve Klebsiella pneumoniae 1/1 1/1
bacteria
Pseudomonas aeruginosa 1/1 1/1
Subtotal 3/3 1/1 ] 1/1 5/5
Total 3/3 2/2 {11 | 1/1 | 3/3 | 1/1 | 1/1 ] 2/2 0/1 14/15
CNS: coagulase negative Staphylococcus No. of strains eradicated/No. of strains isolated
L 4 BEBHEEL, BIEEFEITI3.3% ThHo- (Table Table 6. Organism* appearing after NM441 treatment in

4), 75 ABME TIX, Staphylococcus epidermidis 2
¥k, Enterococcus faccalis 4 £, Enterococcus avium 1
BRiZ T RTHEEL L7228, coagulase negative Staphylococ-
cus (CNS) 3D > b 1 k0SS LTz 77 LARHMET
& Pseudomonas aeruginosa 1 ¥k% & 5Bk T X CTHH
RKUJz, HEEREZIR LB/IRBHILEE MIC) 0
BifR% A3 L, HEL o7z CNS @ MIC X 50ug/ml
ThHotz (Table 5), BEBHBABFIZ 1HlcBWT
CNS, Corynebacterium sp. B8& 1 kT OFEd S hi:
(Table 6),

2. 14 HE#& 5 T ORKRE

R REEREIE 26 BT U THA R & E Lz A
1E100mg 1 H 2B 14 HE#E S 1141, 1 1200
mgo1H2E14 BRSNS URTHD, B 1
1[E200mg ® 1 H2[E7 BE#%S D%, 1E 100mg ®
1H2E 7 HEOREEEINIERATH -T2,

1) A%t

HYHEORERTRHITOh - EBEHETE [
%15, &%) 781, [PER] 26, (#3146,

complicated UTI (5~7-days treatment)

No. of strains
1
1

Isolates

Coagulase negative Staphylococcus

Corynebacterium sp.

Total 2
No. of patients in whom
strains appeared 1/9

Total no. of patients

* regardless of bacterial count

[HETEE] 1 BT, BRI 88.0% (22 /25 B1) TH -
Too BB, [HETEEID 1PIREERRETHS LMY
B LUIERTH - 72,

UTI S0 BB L 72 BER R R E S TTRE T B o T fE
Bhx, 7THETI8H, X514 HEICBWT S
HEETH > B 17 BITh -7z, kB, 7 HECHHE
TR THoLEFDS 5 14k, 14 HERREET 14
HEDORHERIEMTE Lo o1,

UTI £ & 2 88K R1, 7 BE T [#3)
10 8, T45%h] 4 B, T4&%h) 4 BT, BRI 77.8% (Table
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7), WABEBWTIZ[ER] 96, B 46, 4

% 4BIT, BRET6.5%TH->7: (Table 8),

THEHOERER S UTI ¥ L 2K BHKEENICA 2

r, B48£90.0% (9BI/106)), 6 E62.5% (561/

8%) T (Table 9), 14 HETIEFE 48 90.0% (9Hl/

1061), % 6 B 57.1% (4 B/ 7BI) TH -7z (Table 10),

Table 7. Overall clinical efficacy at day 7 (14-days treatment)
Pyuria
o Cleared Decreased Unchanged | Effect on bacteriuria
Bacteriuria
Eliminated 10 | 1 11 (61.1%)
Decreased
Replaced 3 1 4 (22.2%)
Unchanged 1 2 3 (16.7%)
: o o o Patient total
Effect on pyuria 13 (72.2%) 2 (11.1%) 3 (16.7%) 18
IZ' Excellent 10 (55.6%)
Overall efficacy rate
Moderate 4 (22.2%)
':' ? 14/18 (77.8%)
: Poor 4 (22.2%)
Table 8. Overall clinical efficacy at day 14 (14-days treatment)
Pyuria
o Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria
Eliminated 9 | 9 (52.9%)
Decreased 1 1 (5.9%)
Replaced 2 1 1 4 (23.5%)
Unchanged 2 1 3 (17.7%)
Effect on pyuria 14 (82.4%) 2 (11.8%) 1 (5.9%) Fatient total
Izl Excellent 9 (52.9%)
Overall efficacy rate
Moderat 4 (23.5%)
|:| oderate ° 13/17 (76.5%)
I: Poor 4 (23.5%)

Table 9. Overall clinical efficacy at day 7 classified by type of infection (14-days treatment)
UTI No. of patients Overall clinical efficacy Efficacy rate
group (%) Excellent Moderate Poor (%)

G-4* 10 (55.6) 8 1 1 9/10 (90.0)
G-6** 8 (44.4) 2 3 3 5/8

Total 18 10 4 4 14/18 (77.8)

*: lower UTI (monomicrobial infection)
**: no catheter indwelt (polymicrobial infection)

Table 10. Overall clinical efficacy at day 14 classified by type of infection (14-days treatment)
UTI No. of patients Overall clinical efficacy Efficacy rate
group (%) Excellent Moderate Poor (%)
G-4* 10 (58.8) 7 2 1 9/10 (90.0)
G-6** 7 (41.2) 2 2 3 4/7
Total 17 9 4 4 13/17 (76.5)

*: lower UTI (monomicrobial infection)
**: no catheter indwelt (polymicrobial infection)
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2) MEFHHE, BE5HRHEHE

7 B HOMEERIRIRIZ 27 BRep 23 BRSEA L, Kk
Rix85.2%THorz (Table 11), /5 ABHE TR
80.0% (8#R/10%K), 7o LABHETIX 88.2% (15 8/
17 k) DEAEK T, EHE X CNS, E. faecalis, P. aeru-
ginosa, Pseudomonas putida B& 1 BT DD 4T
Hol, BEBRETRBIZLET 18 HF 741 (38.9%),
10 Bk % 5B 7z (Table 12), BEEFINERIZ S. epidermidis
3k, CNS 3R ETHoNze 2D Db MIC DRIES
iz 9 Bk 5 Bk MIC 25ug/ml A ECH - 7z,

14 H B QST A0%E T1d 25 Bk 21 bt L, 1
REIZ84.0%T, THERKHREFTOET 2D
(Table 13), 77 LABHERETIX 88.9% (8 ¥/ 9 #), ~
7 LABHETIE 81.3% (13 8Kk/16 BR) DEkRT, 75
ABBECOMARDETHED 5hiz, BEBLHE
2T 17 Bt 6 41 (35.3%), SHETDT: (Table
14), BHERINTIL S. epidermidis 2 ¥k £T, THEL
FROEEHS <, 2055 MIC DEES L 7
5 #kit MIC 25ug/ml Bl £ CAFIT MR & % 2 51,

Table 11. Bacteriological response at day 7 (14-days treatment) Table 12. Organism* appearing after treatment at day 7
- (14-days treatment
Isolates No. of | Eradicated Persisted* ’ )
strains (%) Isolates No. of strains (%)
Gram-positive bacteria Gram-positive bacteria
Staphylococcus epidermidis 1 1 Staphylococcus epidermidis 3 (30.0)
CNS 2 1 1 CNS 3 (30.0)
Streptococcus agalactiae 2 2 Subtotal 6 (60.0)
Enterococcus faecalis 5 4 1 - -
Gram-negative bacteria
Subtotal 10 8(80.0) 2 Stenotrophomonas maltophilia 1 (10.0)
Gram-negative bacteria Flayobacterium sp. 1 (10.0)
Escherichia coli 8 8 GNF-GNR 1 (10.0)
Enterobacter cloacae 1 1 Subtotal 3 (30.0)
Morganella morganii 1 1 -
Pseudomonas aeruginosa 2 1 1 Candida sp. 1 (10.0)
Pseudomonas putida 1 1 Total 10 (100)
Stenotrophomonas maltophilia 1 1 No. of patients in whom
Alcaligenes xylosoxidans 1 1 strains appeared/ 7/18 (38.9)
GNF-GNR 2 2 Total no. of patients
Subtotal 17 15(88.2) 2 CNS: coagulase negative Staphylococcus
Total 27 23(85.2) 4 GNF-GNR : glucose non-fermenting gram-negative rods

CNS: coagulase negative Staphylococcus
GNF-GNR : glucose non-fermenting gram-negative rods
* regardless of bacterial count

* regardless of bacterial count

Table 13. Bacteriological response at day 14 (14-days treatment) Table 14. Organism* appearing after treatment at day 14
- t)
Isolates No.of | Eradicated Persisted* (idays treatment)
strains (%) Isolates No. of strains
Gram-positive bacteria Gram-positive bacteria
Staphylococcus epidermidis 1 1 Staphylococcus aureus 1
CNS 2 2 Staphylococcus epidermidis 2
Streptococcus agalactiae 2 2 CNS 1
Enterococcus faecalis 4 3 1 a-Streptococcus sp. 1
Subtotal 9 8 1 Subtotal 5
Gram-negative bacteria Gram-negative bacteria
Escherichia coli 8 8 Pseudomonas putida 1
Enterobacter cloacae 1 1 Stenotrophomonas maltophilia 1
Pseudomonas aeruginosa 2 1 1 Subtotal 2
Pseudomonas putida 1 1 - -
Stenotrophomonas maltophilia 1 1 Candida albicans !
Alcaligenes xylosoxidans 1 1 Total 8
GNF-GNR 2 2 No. of patients in whom
Subtotal 16 13(81.3) 3 strains appeared/ 6/17 (35.3)
Total 25 21(84.0) 4 Total no. of patients

CNS: coagulase negative Staphylococcus
GNF-GNR : glucose non-fermenting gram-negative rods
* regardless of bacterial count

CNS: coagulase negative Staphylococcus
* regardless of bacterial count
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3) THE¥HZEL 14 BE¥HZEOHE

THEE 4 HEE b2 UTI ¥ 0¥ U CHETgET
HolERRF LTHITH o7, MEBKRE % LB T 5
r, THBCH~N 14 BEHRD LR L IEFIE%]
o [E%] Lol 16, HcBELI-DE (%)
o [BR] ko7 16T, THHK X &HE
XN ABIOFMIZ 14 HECBWTHEDL ST, B
R 76.5% (13 B1/17 B) L&tz h -7z (Table
15), BREXTAMETIZ7THEC [TE] LHESN
rofly, T%E] LHESN 1HO3F 14 HE
wIEEL, BLUEMZ 1FDAT, DOEFELEK
1270.6% (12 BU/17 Bl) 25 82.4% (14 BI/17 ) ~&
WEMEE 2D T2 (Table 16), MBER X T 28R TI1X
U HEERRERDIEF 1 Bld - 1720, XL
%1 58.8% (10 /17 Bl) 55 52.9% (9 BI/17H) ~

LET L7228, WG 1 FIsEmL 7z (Table 17),

WEErSEORE T, THEH, HHEE b 84.0%
(21 BE/25 k) Dk EKTH 7z (Table 18), 7HHIZ
BELZICLL»DS T, MBBCHELIEKRE
CNS 1#%7T, 70 7 HB® MIC i3 50ug/ml TH -7z,
—%, THEWHEE L DD 14 HEICHESB S AZE
& Alcaligenes xylosoxidans 1 kDA TH o1z, &5
HIHEEIZ7HETT7HI(41.2%), 14 HE T 6 #1(35.3%)
IR stz (Table 19),

4) BEORE

14 B OB SR TEICHERICN T 28080 [RaH
bl LHIZEE NI 9ERID > B, FIEDKRENEMS 1
ToREF (K31~ 2:BEIZ 8%, 3~6BEIZSH) %
NRICEROEESHEL (Fig. 1), #OFBR, KE
1~ 238B8:z 16 (Escherichia coli), 3~6BBEIZ1H

Table 15. Relationship between clinical efficacy at day 7 and that at day 14
(14-days treatment)
at day 7 ini
at day 14 y .Overall clinical
Excellent Moderate Poor efficacy at day 14 (%)
Excellent 8 9 (52.9)
Moderate 1 4 (23.5)
Poor 4 4 (23.5)
Overall clinical
efficacy at day 7 9 (52.9) 4 (23.5) 4 (23.5) 17
(%)

C—3: Improved, [__]: Agreed, [___]: Aggravated

Table 16. Relationship between effect on pyuria at day 7 and that at day 14
(14-days treatment)
at day 7 Effect on pyuria
at day 14 o
Cleared Decreased Unchanged at day 14 (%)
Cleared 11 2 14 (82.4)
Decreased 1 2 (11.8)
Unchanged 1 1 (5.9
Effect on pyuria
12 (70.6) 2 (11.8) 3 (17.6) 17
at day 7 (%)

C=1: Improved, [): Agreed, DI Aggravated

Table 17. Relationship between effect on bacteriuria at day 7 and that at day 14
(14-days treatment)
at day 7 Effect on bacteriuria
at day 14 o
Eliminated | Decreased Replaced | Unchanged at day 14 (%)
Eliminated 9 9 (52.9)
Decreased 1 1(5.9
Replaced 1 3 4 (23.5)
Unchanged 3 3 (17.6)
Effect on bacteriuria
. 4 (23.5) 3 (17.6 17
at day 7 (%) 10 (58.8) ) 7

—3: Improved, [__]: Agreed, [__]: Aggravated
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Table 18. Bacteriological response at day 7 and day 14
No.of |Eradicated Persisted
Isolates Treatment . o
strains (%) total* | unchanged | decreased
Staphyl dermidis | —2 T 1 !
prylococcus eprdermidis Day 14 1
coagulase negative Day 7 ) 1 1 1
Gram-positive | Staphylococcus Day 14 2
bacteria Day 7 2
Strept lactic 2
reptococcus agalactiae Day 14 2
Day 7 3 1 1
Enterococcus faecalis 4
Day 14 3 1 1
Day 7 7 2 2
Subtotal 9
Day 14 8 1 1
Day 7 8
Escherichia coli 8
Day 14 8
Day 7 1
Enterobacter cloacae 1
Day 14 1
Day 7 1 1 1
Pseudomonas aeruginosa 2
Day 14 1 1 1
- i D 7 1 1
Gram-negative | p . tomonas putida ad 1
bacteria Day 14 1 1
Day 7 1
s:z 4, ’l JS 14, :, s, 1
Day 14 1
Alcaliy losoxid. Day 7 1 !
caligenes xylosoxida
& i " Day 14 1 1
Day 7 2
GNF-GNR 2
Day 14 2
Day 7 14(87.5) 2 2
Subtotal 16
Day 14 13(81.3) 3 2 1
D 7 21(84.0 4 4
Total ay 25 ¢ )
Day 14 21(84.0) 4 3 1
GNF-GNR : glucose non-fermenting gram-negative rods * regardless of bacterial count
Table 19. Organism* appearing after treatment at day 7 and day 14
No. of strains (%) (S epidermidis) BT [FHR] 2RD 7'-1.0 ¥/, K
Isolates day 7 day 14 E3I~6EHBIC 18 BREFMSBEZE. coli) TE. fae-
Gram-positive bacteria calis X % [FRGge] 07z (Table 20),
Staphylococcus aureus 1 3. i’-%ﬁ
Staphylococcus epidermidis 3 (30.0) 2 _ o . -
coagulase negative Staphylococcus 3 (30.0) 1 Ef@ﬁﬂ@ﬂﬂﬂffﬂ 1, £40 Bt 14 (2. 5%) I DHRE
a-Streptococcus sp. 1 B &Nz, AEFIL 1E 100mg BE5HT, 5% 1HE
Subtotal 6 (60.0) 5 FOVBOOAROHBRERD S, 5 AHOMERS
Gram-negative bacteria AR CRSHT DBE ML LI,
Pseudomonas putida 1 . )
Stenotrophomonas maltophilia 1 (10.0) 1 BRIRREERELH IR EH - (B) - é'i‘ﬁﬁk’lﬁﬁ’?
Flavobacterium sp. 1(10.0 EMLEL 7 HIBL T 1HLED Shikd ol
GNF-GNR 1 (10.0) m. % =
Subtotal 3 (30.0) 2 . '__ N ) .
— NM441 iz 7o RSy 7BOEO=a—F /0 VR
Candida albicans 1 ] _
Candida sp. 1 (10.0) T, ZOHNEEEFETH S NM394 3&5ES 7 LBE
Total 10 ( 100) 8 B, /7 BuEIcy UBEWHEA~<Z MvREL,
No. of patients in whom F tggélr_ttgaﬁ@ﬁ%ﬁ) 6&#@&[]; a—F/0u “/ﬁ
strains appeared/ 7/17 (41.2) | 6/17 (35.3) . N
Total no. of patients LEARTH i‘%@ﬁ‘ﬂ%ﬁ“ vz b

GNF-GNR : glucose non-fermenting gram-negative rods
* regardless of bacterial count

ST, MR T 2 M Lk OfH
ZoVTi, ZOBEERIES THBH—EDORE
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evaluable

Total no. of patients*

at day 14

9

I

[

1~2 weeks
after treatment

No. of patients
evaluated

8

r—__L—_j

No. of patients
excluded

1

F__—L_—j

3~6 weeks No. of patients No. of patients No. of patients No. of patients
after treatment evaluated excluded evaluated excluded
5 0 0
* Effect on bacteriuria : eliminated
Fig.1. No. of the patients submitted to recurrence after treatment
Table 20. No. of the patients evaluated of recurrence
Evaluation of recurrence
. No. of
Evaluation day . recurrence
patients | cure
relapse re-infection
1~2 weeks 8 7 1
after treatment (Escherichia coli)
3~6 weeks 5 3 1 1
after treatment (Staphylococcus epidermidis) | (Enterococcus faecalis)
Did7ews, BHEEENE LES, 2B8MEBEOHKEK o, MIEFHNHRCBLTH 7THEHE 14 HEDHEAE

HRHICEDVHEESRS SN 558D 5, DB
T—TNVRETEEROES CIIMBELEREERL
Th, "M A7 4 NVADEFEEC LV REHBREIES
hY, BRREBLTAV Y FOABBLEKELED
Wz 3, #FZCTSEIEKLIE, BT —TFTNVEZEOEMM
PREGREGAE 230t L CAHK 1 [8] 100 % 7213 200mg % 1 H

26, 5~7HRERET A2 LICLVENETET 2 &
&bz, 14 HEORBERSHIC BT 2FAME R & ik
RBEOHEEIZODWLTRET L.

AH5~7 HREH 561 UTI 2210 EHL L TR
EBENTAERNZ 9 BIT, [E%) 76, [B%]) 26T,
20 (B3] UEThH -7, MEEHZETIRESHTS
BEE 15 kb 14 #RoSIHAR L, BIHARIZ 93.3% L& <,
CNS @ 1 # (MIC : 50ug/ml) 5SS L Iz DATH > 12,

—7%, WHMORBERSSTONIERD S H 7 H
H, MHBE b1z UT] EHICHERL 2R ARSI R
DR TH > DX 17 6T, B¥Xi3 7 HE, 14 HE
Eb76.5% T, ZHED 52.9% LR THoT0 2D
L7THBW %] L HE XN 4 FIOFFHEI 14 HEI
BWlbEbosnihot, 7THE, 14 HEDBERICNT
PHRELE TS L, THEHIC [FE] LHEENTS
Bl 2 BISSTERAL L, EEHELEIL 70.6% 0> 82.4%~ &
HEBA SNz, MERICNT 2R TR, WHBEOHE
B & WAL 1 G5 >8nL, TZEFI%E 36
EFERL, MHEBREC > THLRIRIEFE L5

BEIUTHh-Z &Y, REOHMBER T 25081
THETZZ b —KELTWREEZOND,
UED#ERD»S, KEID LS KHWTIEEEE2ET 5
BH % HIEE O HEBEREWER 2R CRES T 2881
&, 5~ 7 HEOBRE T—ICDBERSIESBON S T &,
ZOREHMTESTH > ERNIZ 14 HERSE L TH
PROVPRSBO SNV EH S, BEHEREOZ YN
BnwebvbEzond, Lrl, BRE2EEOHEELIE
Z5%%6, 14 HEORSIZ LY H2BEORE L HEFT
&, AL > TiX 14 AEBREORESEE L E B
WZ %, TS IEEE & BRKEDOEHTH 3 fleroxacin
(FLRX) D47 —7 VIR E G R RGAE 60 512
9514 HERSO%EREREL, THBECH~14H
BICRRREIFIE LR T 5 (EEE  55%— 72%) 3,
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Clinical studies of NM441 in complicated urinary tract infections

—On the utility and recurrence after 14-days treatment—

Shigenori Miyazaki?, Soichi Arakawa®, Sadao Kamidono", Nobuo Kataoka?
Masuo Yamashita®, Satoshi Ohbe®, Masashi Takeda* and Minoru Hazama*
YDepartment of Urology, Kobe University School of Medicine
7-5-1 Kusunoki-cho, Chuo-ku, Kobe 650, Japan
“Nishiwaki Municipal Hospital
% Akashi Municipal Hospital
“Yodogawa Christian Hospital

NM441, a new quinolone derivative, was given to 40 patients with non-catheterized complicated urinary
tract infections (UTI) to evaluate clinical efficacy and safety. To 14 patients NM441, at the daily dose of
200 or 400mg, was administered for 5~7 days, and to 26 patients for 14 days. According to the criteria
proposed by the Japanese UTI committee, clinical efficacy was evaluated at 5~7 days on 9 patients, and
at day 7 and day 14 on 17 patients. After 14-days treatment the rate of recurrence was assessed by
bacterial counts in urine.

The results were as follows.

1) Overall clinical efficacy rate on 5~7-days treatment group was 100% (9/9). Bacteriologically, 14 of
15 strains(93.3%) were eradicated.

2) Overall clinical efficacy rates on 14-days treatment group were 76.5% (13/17) at day 7 and day 14.
Bacteriologically, 21 of 25 strains (84.0%) were eradicated at day 7 and day 14. Final efficacy rates and
eradication rates were the same as at day 7 and as at day 14.

3) Eight patients were assessable for recurrence of infections at 1~2 weeks after treatment, relapse
was observed on 1 patient. Five patients were assessable for recurrence of infections at 3~6 weeks after
treatment, re-infection and relapse was each observed in 1 patient.

4) Side effect was noted in 1 patient with angular stomatitis, but the symptom was mild and transient.
No abnormal laboratory findings were observed.



