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tmdroy (MLX) O 1 1L 158 4 900 X 54k sptt Rt & -t + 5 R F £ K

S ATR B AT B T,
* {87

“HERT YD N

FM (PPA) Lot@BRY 1T TROKR

1. RN QEME MLX 87§, PPA 88| Th 1o MLX & PPA THIMIRD ML) 2
89.79, 83.0%, JFWAND T4 1k 91.3%, 97.7%, IBILD TiEH{L] 1% 82.8%, 89.8% T»

- o

O A ks tzk o B, MLX L PPA o B4 8itEh X h 80. 5%, 77.3% ~»hH, K
WAL TREE L 96.6% T rmn e ot

o0 KMISFIOAY i 35T r, MLX 36 X UF PPA ofi§)ciddd 264 Bk 212 95.8% XU
9210 T D, Ete v T ARRLIE L ERER96.1% 13 L1095 2% TH 1, BHOMKED

P S TEAN A F SRS LIP IR /S LESD A8

3. BIFE/Bir MLX 4= 4 ) Quilo& 3 6, pLoink 140, PPA w2 16 (2, »p2A) HERL
e FRLIETH D, WIPEMC A T A L E Ligh otze R B &2 MLX 7 4.0%,
PPA T 1.0% THh -1t WM (i ®ERRDONIEA -7

4 BEREBCOLTIRIEN - Tl 0% & L, JEiiiex 100% & LTHRELHA,
T 85.0%, PPA T 84.2% &ich, WMBRICHE

MLX

Marldbhigh ot

PlEDgERH 5 MLX 1.5g/Bix Bk MMEBM /212 LT PPA 0.75g/H L[ ¥OBE R %
TL, REWBSIOREAELZERETHS - EARRZH, 362 MLX 1.5¢/80 4 s BES

(375 mgx4) (3, 3N (500mgx3) IZHNEYREYETFTXB &KL,

CETER2ZEMNHBA LI,

Miloxacin (LA F MLX :#53) 2 ERILFITE MR
EREMEM) CHAMRTOF LV-ARNE A T H
h, Fig 1 WRIMBYET 50 AR/ 7 2&HEE S
IVU—@Fo 75 sBEECHCHREIYRTC L2 ab
RTED, BECHEARZ 5 22 RTRAFTH
TEMNEBEIR TV AT, KA ORBERIECHT
BEM S X UVRLERE 24 MAKRCEREFLHEE
AEBBEACTHEVCTHELSFMI KD, 6T, ToHkft
e RREL LAZEERRRIC X O RF O RBERIE
T 2EYE, RS IVAFRAEARF S A T W
B8 AFOEBES LUEIFARBERERLTCT
ERERE LT 14 floRtEMiEBRo BEc MLX
1.5g/8, #4,1E375mg 325 LkEZ B, 26
2y (UTI EYFEMERICL D) OER LY B, 122
Fleis T HMENSEIERIRD b hich o,

Btz tXbv4E, BPREBERTAREATH3
X3 FE (LAF PPA LBE3) 1 B#5&0.75g & xt
RBEEL L TaEMMEBK LT 5 MLX 1 5 R

Fig.1 Chemical structure of miloxacin

IOCH3
o] N
<
(0) COOH
(o]

BlIfFARBAR AW

1.5g, 49MBEEi~2s B A, KLU I FHAR
¥Y_EERECIDHERT LY,
. R & 5 %

1. x &

PRFIS5E8 A X DEE 10 B ¥ T BPAEEENMH
BRERRWREH & LU EOMAREL REHONRES
D5 YL, avtHMEREKL -28 X h, UTI X5
g 2R T

1) Wt 16~70 ERBOXYE

2) £ RHEERELTHREXETIHO

3D B R:BEEWNRER=10=2/hpf

4 H O EENEEHR21002/ml

5) & iE B :RIEX HOEEH 2 BHLIAD LD
DEGERHTEEYRBL L, R LTRREYT
ZREXYHBRBEI VERA L,

1) (ERE L UgHFORA

2) EH7va¥—, Bic PPA 5IUF0OMOF/
Y v RERACREDOH D BE

3) ERLBRIVFEEOLHLEE

4) AFFEBEFOKET MLX ¥ 7213 PPA oW
rhER I IER

ks, RRCETD, BECRROABYHHAL B
ZORMEBELXBBZ EXFEAME L,

2. EHBIUHEEHE

MLX 125 mg g3 X Of PPA 250 mg §&&, $DHD
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Table 1 Dosage schedule

hefore
sleepmg

° .

MLX group o { J [ I ) [ I )
® 0 0 ». (o] ® O

PPA group O O O O O 0 O O
o e o e o e O 0

ce0e®

ABLEBRNTEL 77 e e FEA L, Tablel ;ziL
tRERr o — i, BRES IUBEMO1A
4L Lico PPADEER L LTIz PPADflFI L
DHEAROBIK' '3 LU PPA Ok - RIS S
188 750 mg D 353 MBEHRA L1,

BEMENZ3 AME L, ARPABFIZEZEOREIZ X
WRBEER U BBEERE, MOoER AL
Wikt l, RURBTHEALLBAIIENS BEL
BIVCEEMMEY r —AH — FiZZE#/ L7

AARICERA L PPA XU ZD 75w+ KA
BEB L VREEIAILORXFEFAL, RBRICEYD,
AV PR —-F - X->TEREREN T bh, TORR
DAL TRIES R - FH R AV 1o E 12, EIfFT
bR A L b RIFBCHiE L7-3 ALz 3 L TARBRO
M A BRB S L U HBRR L LY BB AL ER
FHE GRHETHED) KB TRV, HBCEKL
TWAZ LW DR Lo

3 avipr—5—

VbR -F -, BAEREED 77 XD LD
BTN, BHORMEALTT, BHFROBRELH
HEIUHHBDO 7 — 2 DTN, HiHLBO AT
EDREFIzY oY

4 EFOEHT

RAEMAMEBFC X D EERC2 Y be— 5 —
BEMT, 6EMY 1ML LRI MLX 3 EMH &
PPA 3 QIS THR S R foo EIFG bR Rz v
MR- —HRIEAIIEE LY B RRICEBL, &
BRES T4 6 EMPOESOEVIECHE L
o

5 ®ZAER

BRER R, HRAE, BRE, RREKSIVRE

: MLX tablet

: MLX placebo tablet
: PPA tablet

: PPA placebo tablet

MBS X B DGR & 1 R Tt 24 RERILIPIC T 72
o 12o BEREERIZOVTIE, FOEROBEIZL » T,
)« fesH>THV, (W) - ISRy, (4) @ BIE,
(=)7L, DA4BEETHE LI, BRIZ D\ T,
100 fESEIC THMBRKXMNEL, TOBEH X LR L
oo BWHONEILF2DHERNERERESL LYY
AL (b SR HRAV B X TR,
BEORES LU MIC JISE IR P AFIMRBHFEE
TR LT TIE o1 7o, MLX 3 XU PPA =k}
5 MIC U L B R(LEFREFERE A 0T L 51219,

6. EIfFM

BEALEFERCOWTRHERICHED LT, L
DOfEAXMZ L, BAMICESZ LI, R O B B2,
D) : FRloZ S 2k, (W) BRI T NEBRTT
e, ERosrERitee, (+) ERICHT I NBER T
teh¥, BEOLS XML (=) L, O4EETH
SE LT, BIERRBEGICOVWTIE, BEREFAYL S
X, TEAHETZOHRDOEBEYBELI,

BEIRBR I, TEAKEFEENECmEsE (RBC,
Hb. WBO), mE4{b sfHytk#E (GOT, GPT, Al-P,
BUN, s-Cr) ic 2\ TER L, HERTEOREICE
TREMBI ZAORIBEL, TEHRETLTOROEBY
B LERTHS L E LIS

7. BSh BRERE

ROBECH LT HET, B EIBREESE L
TERDROHEXT ehTRFRRGhCET ML 3
i Lo

1) MEEER IVBERGCER LICGER

2) HIEBAARO RPAERA 10 =2/ml KigD IS

3) FIEDKRED, FrECRICTbhTVit\WE
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4 KRED b EEE e - 1l

5) EIEMA® e B EAIE S h IR

6) i&xFC Key code %Rt L7cfEH

7 DL gs b ERbhBEFSNMER
FEB

8) ofl, RHRVIEHLABE% & il i Bl

8. MRUEEAL

TER MO, 5D LR (iR, SR
# ok FEMIY R, MM, Moh ALY 4o, Key
code PAEHNNC LIt~ N W& (1 1 L, T4 - BRVH,
BRI YL, RPN 2 s XU UTIT SERDIRMML 44 (3

2 ) XS HREERITIE 120

9. BALYE
MUREN-ME L KDE, BRI - BREOHELTK
5k ELIRBAEAZOWTOBREKDRUTEY RDYE
WA~ X DiTle Tt T b UTI RGFMEHELR
G218 - v, MRIERIZ TR Rz
WT, M BE, AZ HRXET) O3BRMICHE
L, RFcsT 240, E%{L, %% TZ HEY
wt) DIEMRICHEL, MEIFCHT 5 BRI EE
1, WP, WX, 1F ONE 5T 04 BRCHE
L7, E3TUTZHk~ % Table2 D¥EEMH T

Table 2 Criteria for evaluation of overall clinical efficacy
in simple urinary tract infection

Pain on urination Resolved Improved Persisted
-1
: De- Un- )e- Un- . De- Un-
Pyuria Cleared creased | changed Cleared creased | changed Cleared creased | changed
: Z
Eliminated 7

__

-

.
_

1~
Bacteriuria %ec;g:;s:g) 7// ~ /

Unchanged %/

S

\

l: Excellent ////4 Moderate

D |

Poor (or Failed)

Table 3 Number of subjects to analysis

Number of cases

efficacy

Evaluation of

J MLX 87 14

Evaluated Excluded
PPA 88 14

Total 175 28

Total number Number of cases
of cases — : ! Evaluated Excluded
MLX 101 -valuation of | ! ypy 99 2
PPA 10 side effects PPA 100 2
Total 203 Total 199 3

Number of cases

patient

Background of

Evaluated Excluded
— MLX 90 11
PPA 90 12

Total 180 23




VOL. 30 NO. 4

CHEMOTHERAPY

379

Table 4 Reason for exclusion and drop-out

MLX PPA Total
Negative urine culture or bacteriuria less than 8a) 94 17
10* cells,/ml.
over ages (70 yr.) 30 (1) 3 6 (1)
No visit 3 (1) 2 (2 5 (3)
Total 14 (2) 14 (2) 28 (4)

a) : Included 1 case of over ages (70 yr.)
b) : Included 1 case of no visit

() : Cases obtained no information of side effect

Table 5 Distribution of severity of initial symptoms

Symptoms or findings Severity MLX PPA Total Statistical test
-+ 32 29 61
Pain on urination ++ 39 39 73 N.S.
+ 19 22 41
-+ 13 41 84
Pyuria ++ 36 43 79 N.S.
+ 11 6 17
++ 23 22 45
++ 32 31 63
Pollakiuria + 28 26 56 N.S.
- 5 5 10
Unknown 2 1 6
+++ 0 1] 0
++ 0 2 2
Residual urine .
feeling + 2 3 5 N.S.
— 1 0 1
Unknown 37 85 172
i+ 2 1 3
-+ 5 3 13
Bacteria in sediment + 29 30 BE N.S
— 9 3 17
Unknown 45 43 83
B 0 1 1
++ 1 2 6
+ 17 19 36
i tei N.S.
Urinary protein " 1 19 23 h
- 46 38 34
Unknown 9 11 20
+ 0 0 0
Glucosuria — 71 71 142 N.S.
Unknown 19 19 38
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REERRDR AL ER, B, EAHO IFEHETHIE Lk Lz, WRHEIOBHITROWEIERTEY Lico AT

(Table 2), & LT, Masy-Wuairzey O U E (Zy), X~ 7FE
10. FREHE Xo», Frsuer OEEHEMERDL (P) X 1w, BE
FelRER B L OB RAEERCE%), A4, ©°fF KU 5 % & Lico

%, WA 4 BB CERR R HE L, ¥ RIfEico I &% B K #

VT, 6. OBEBIEVHE L, &b, BRKHR Y5 U7-E A0 MLX 101 3 £ 0° PPA 102 4

LEIERABIE LIS 2T, #EMCHT5HFRMEY, DEFF203FITHD, D5 BIRBYIEMHER LA fEf

JEFICRNEL 0%, FEFCiHEL 1005 L3457 F= 7 Fux MLX 87 fi], PPA 88 D {53t 175, w&tkD

A= BIZEEER LTS ST B L7 EHIE0E MLX 99 4, PPA 100 o4
11 7 — 2 DREFTTTIE 3199 6, ¥ 1 BH R OMITTEA LIoEGEU IR

RERTH, £HZORBRSNELEOLE2 v L34 90 B, Ait 180 BITH -7z (Table 3), WEEDER
v —35 -2k b Key code 3Binh, MLX Ffk X o8 3 L OBEGEGID PIER 1 Table 4127~ Lz, #5810
PPA Bz/ CHABEHEBIC O VL TER TS L & JRMTEEAS 10* = /ml R TH - 7BRIMEGIL 17 B,

Table 6 Age distribution

16—19 20—29 30—39 40—49 50—59 60—69 Total Statistical test
MLX 3 11 33 11 19 13 90 NS
PPA 3 19 31 10 12 15 90 -

All patients were female.

Table 7 Organisms isolated from patients before treatment

e oy Statistical
Organisms MLX PPA Total analysis
Single infection 82 86 168
N.S.
Mixed infection 8 4 12
E. coli 63 70 133 N.S.
K. pnecumoniac 3 6 9 N.S.
v Enterobacter sp. 2 0 2 N.S.
£ % J P. mirabilis 2 2 4 N.S.
§ | Pseudomonas sp. 3 1 4 N.S.
= Total 73 79 152 NS.
‘tg)f' S. aurcus 4 3 7 N.S.
v @) S. epidermidss 4 4 8 N.S.
S S. faccalis 1 0 1 NS.
Total 9 7 16 N.S.
E. coli+ P. murabilis 0 1 N.S.
g E. coli+ K. puewmoniac 4 1 5 N.S.
S C. freundii+ E. cloacac 0 1 1 N.S.
1
k= S. epidermidis (S
- + Pseudomonas sp. 3 1 ¢ NS
(9] . g
% E. coli+ P. maltophilia .
S +P. fluorescens 1 0 1 NS.
Total 8 4 12 N.S.
Total 90 90 180 —
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SEREDS T0 DL TN LdEBIE 6 BITH D, At 23
BIABRIMER & LCTEETROMIT X O R dhiic %
Fo, REEETBE LS5 HIO 5 b3 FlE, FEmbiBc X
DERIFLIC6 B0 5 B 1B CREEE3) D&t 4 BlikEl
TERIZ LT DOER L 1B HAieh » 1eD TR LM DR
FHCIZERA Lisds o foo TE - TRRIMEB 23 6 & BLiEE
5 Gl 28 FUIIEMEEMOMNT X D B\ 7o BR
Sb - BEE RO FRFRCOWT, WHMTEEZILE
oYY AW/ R

1. BEER
BEROPFRRE, BIR, BUR Rl KRMEHE O R
FE, &N, REcoLTis Table 5I1C/R L7k 1S
PERIOR DRSS T, ERERS M D W T,
Table 6 =% L7- X 512 MLX 1250 &, PPA 12 20 f{
DBRENE > IVEBEIRA DR 510 ZDMHO
EHHIZOWTLEI X ARbRIehoT,

PYEFTO RAME & Ui Table TicRk¥ & 5 1c BAhEL

Y168 Ul (93.3%) R 7 sk& vk #2 B A 152 41 (90.5
%) # ¥, EHICETDWN 13361 (87.5%) s E.coli
THhotoe =D Klebsiella pneumoniae, Staphyloco-
ccus epidermidis, Staphylococcus aureus O|FTHE
WEhioss, HEEECR ORISR D ILED
e - 7o

MIC ftid 4y #i% Table 8 1= 7 L 720 MLX 12%f L
108 $2FTlL 80% LA LAY 8.18 ug/ml LI Fo MIC
fliZmR L, 10 BfETIEE B 1 MRS 2 LA D 80
%L LD 1.56 pg/ml LIFD MIC %R LI, —
77, PPA st L 80% LI bk EZWEHT5 MIC
iy, 10° BT 12.5 ug/ml, 108 24E Tl 6. 25 ug/
ml T#HhH, MLX izt~ MIC filik 2 BEfE K & 5 »
720 108 $2fEC MIC {2t 0. 39 ug/ml LI F ok MLX
T 185 £k 80 & (43.2%) A bhi-Dick L, PPA T
Al AbRT, 108 ##E T EMic MLX 12185 ¥k
129 £k (69.7%) TPPA 2 0kTH o700 BLED XS

Table 8 Distribution of MIC of organisms isolated before treatment

Inoculum MIC MLX group PPA group
teells/ml) (ug/ml) Susceptibility Susceptibility Susceptibility Susceptibility
to MLX (A) to PPA (B) to MLX (C) to PPA (D)
<02 1 0 2 0
0.39 40 0 37 0
0.78 19 0 2% 3
156 12 42 9 36
3.13 4 21 4 23
" 6.25 5 ; ) ;
12,5 1 4 4 7
25 5 8 4 3
50 7 2 2 2
100 0 6 1 4
>100 0 4 0 5
Total 94 94 91 91
<02 14 0 11
0.39 47 0 57
0.78 13 13 6 21
156 3 51 6 40
3.13 2 8 0 14
" 6.25 9 ) 5 )
125 4 5 4 4
25 7 5 5 1
50 2 2 0 1
100 0 8 0 7
>100 0 0 0 1
Total 94 94 91 91
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Table 9 Overall clinical efficacy of MLX in acute simple cystitis
Symptom Resolved Improved Persisted -
5 5 5 5 - }gfﬁcacy on
. e- n- e- n- De- n- acteriuria
Pyuria Cleared creased | changed Cleared creased | changed Cleared creased | changed
o Eliminated 70 4 2 1 1 78 (89.7%)
E
‘& | Decreased .
3 | Repaced) 1 1 1 2 5 (5.7%)
8
Unchanged 2 2 4 (4.6%)
Efficacy on
pain on 82 (94.3%) 2 (23%) 3 (34%)
urination Case total
] 87
Efficacy on 72 (82.8%) 8 (9.2%) 7 (8.0%)

pyuria

| i| Excellent

70 (80.5%9)

Moderate

14 (16.170)

:j Poor (or Failed)

3 (3.4%)

Overall effectiveness rate

84/87 (96.6%)

Table 10 Overall clinical efficacy of PPA in acute simple cystitis

Symptom Resolved Improved Persisted { Efficacy
. De- Un- De- Un- De- In- pon
Pyuria Cleared creased | changed Cleared creased | changed Cleared creased | changed bacteriuria
« | Eliminated 68 2 2 1 73 (33.0%
5
"5 | Decreased /
L | Replaced) | B 1 9 (10.2%)
5]
m
Unchanged 3 2 1 6 ( 6.8%)
Efficacy on )
pain on 86 (97.7%) 1(1.1%) 1(1.1%)
urination Case total
] 88
Dficacy on 79 (39.8%) 1(45%) 5 (5.7%)
| Excellent 68 (77.3%
Overall effectiveness rate
Moderate 17 (19.3%) 85/88 (96.6%)
I:] Poor (or Failed) 3(34%)
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£ MLX » PPA I2HE, #4 D OMLKiRA R
bhicth, MLX, PPA 580 MLX % XU PPA 1o
#+5 MIC HOSHITIVTIHRARD Sh/oh

heR O]

2. BHRHE

EHMITHRES 175 B (MLX 87§, PPA 88 fil)
govT UTI REFIEHEN (2O X DI e fT
hoto EDORR, Table9 & Table 10 iz iLiztis
p MLX Ci232h 70 81 (80.5%), W% 14 (4 (16.1%),
230 (3.4%) THYH, EHEKIX 80.5%. # it
96.6% THoto —F, PPA Tt %268 B (77.3%),

fi%h 17 B (19.8%), 236 (3. 4%) THH, EA)
HUE TT.3%, HADMIL 96.8% T - oo iR ILEET
25 (IR TIZLELNKTHD, BRKRCH T i
MLX 2Rk s LAeat, Wl C i@ mebhi
ho it

AR CEMIND 122\ Tt MLX & PPA T4~ [

%) 94.3%, 97.7%, THEtR] 2.8%, 1.1%, T4%)
3.1%, 1.1% THH, i MM {im s bhich

-1
IRIRi=>\Tixt MLX & PPA T#~ [E#¥1L] 82.8
%, 89.8%, %] 9.2%, 4.5%, 1 %]18.0%, 5.7

Table 11 Clinical cfficacy
Efficacy MLX PPA Statistical test
) Resolved 82 (94.3) 86 (97.7)
Pain on I ed 2(23 1 .
urination mprov (23) (11) NS
Persisted 3 (34 1 (11
Cleared 72 (x2.8) 9 (98 -
Pyuria Decreased 8 (9.2 4 (15) NS
Unchanged 7 ( 8.0) 5 (5.7)
Eliminated 78 (89.7) 73 (83.0)
Bacteriuria Decreased ®? 5(5.7) 9 (10.2) N.S.
Unchanged 1(46) 6 ( 6.8)
Overall Excellent 70 (80.5) 68 (77.3)
clinical Moderate 14 (16.1) 17 (19.3) N.S.
efficacy Poor 3(3.49) 3(3.49)
a):Included replacement

Table 12 Bacteriological response
—Included mixed infection—
Responsl,)erug MLX PPA Statistical
. Organisms Eradicated Persisted Eradicated Persisted analysis
E. coli 64 (97.0%) 2 66 (94.3%) 4 N.S.
K. pneumoniae 6 0 7 0 N.S.
» P. mirabilis 2 0 3 0 N.S.
Z E. cloacae 2 0 1 0 N.S.
© Pseudomonas sp. 6 1 2 0 N.S.
C. freundii 0 0 1 0 —
GNR total 80 (96.4%) 3 80 (95.2%) 4 N.S.
S. aureus 5 0 3 1 N.S.
8 S. epidermidis 5 1 2 2 N.S.
(Y] S. faecalis 1 0 0 0 —
GPC total 11 (91.7%) 1 5 (62.5%) 3 N.S.
Total strains 91 (95.8%) 4 85 (92.4%) 7 N.S.
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T o Table 13 Bacteriological response
—Single infection—
Dl‘ll){ M I.X PPA Slatistical
Response = - :
Organisms L Eradicated Persisted Eradicated Persisted analysis
T ke 60 (96.80,) 2 64 (94.1%) 4 NS.
K. pncumoniae 3 0 6 0 N.S.
[ . mibabilis 2 ] 2 0 NS.
5 E. clocar 2 0 0 0 -
Iscidononas sp. 1 1 1 0 NS.
GNR total 68 (95.8")) 3 73 (94.8%) 4 NS.
:\'. anrcns 4 0 2 1 N.S.
%) S. epidermidis 3 1 2 2 N.S.
e S faccalis 1 0 0 0 -
GPC total 8 (88.9Y 1 4 (57.1%) 3 N.S.
Total 76 (95.0%) 4 77 (91.7%) 7 N.S.
Table 14 Isolated organisms after the treatment
MLX PPA
Causative strain Replaced strain Causative strain Replaced strain
S. aureus (E) S. epidermidis E. coli (E) P. aeruginosa
E. coli (E) S. epidermidis E. coli (E) . . e
: P. mirabilis (E) S. epidermidis
E. coli (E) S. epidermidis
- — K. pneumoniae (E) S. epidermidis
S. epidermidis (E) S. wwrcus .
- - E. coli (E) P. aeruginosa
S. aureus (E) S. epidermidis
E. coli (E) ' S. epidermidis
(E) : Eradicated, (P): Persisted E. coli (E) 1‘ S, epidermidis
S. «pidermudis (E) K. pneumoniae
. E. coli
E. coli (P) S. marcescens
P. maltophilia
E. coli (E) P. aeruginosa
Table 15 Isolated organisms after the treatment
Drug l .. .
Organisms MLX i PPA Statistical analysis
S. aureus 1 0 N.S.
2 S. epidermidis 4 4 NS.
&)
GPC total 5 4 N.S.
K. pneumoniae 0 1 N.S.
o Pseudomonas sp. 0 4 N.S.
% S. marcescens 0 1 N.S.
GNR total 0 6 P<0.05
Total 5 10 N.S.
No. of cases isolated organisms after
the treatment 5 9 N.S.
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%THY, MHICAEEREIADRIEN 5715

F 7o, MR R T2 MLX & PPA T# 4 [faikqkl
89.7%, 83.0%, ML) (H 2 fR&&L) 5.7%, 10.2
%, T 4.6%, 6.8% L\ dHiRicin-1ans, o
HEREE BEXIBDLIE» 7 (Table 1D,
RSB DA R D Bk S fo i A Table 12 12/R L
120 RAHBHBEFAIRR T E.coli T UDETD
75 AIEMARTEH O %ER 1L < MLX Tix 83 Firh 80 £k
(96.49%), PPA Tix 84 #krp 80k (95.2%) »HAKL,

¥7- 75 ABMEREICOWT L, MLX (k12 fkeb 11 8
(91.7%), PPA (2 8k 5k (62.5%) i £ L7
fR L E 4k cir MLX (2 95 fkFP 91 #k (95.8%), PPA
1292 B 85k (92.4%) MK Lice ¥ 7o, BRI
DTG THE Uik R4 Table 13 (278 Lichs,
FhoBE b HHOHARTIEEEIED bhind
’)fco

3 5% B2 Table 14 35 X O Table 151278 L7,
MLX T3 77 2BUEHRES R R ERCHE L,

Table 16 Overall clinical efficacy classified by the causative organisms

—Single infection—

. Overall clinical , Statistical
Organisms efficacy MLX PPA analysis
Excellent 53 (85.5%) 55 (80.9%)
E. coli Good 8 (12.9%) 12 (17.6%) N.S.
Poor 1 (1.6%) 1(15%)
Excellent 3 (100%) 5 (83.3%)
K. pneumoniae Good 0o — 1 (16.7%) N.S.
Poor 0 — 0 —
Excellent 2 (100%) 1 (50.0%)
P. wmirabilis Good 0 — 1 (50.0%) N.S.
v Poor 0 — 0 —
Z.
O Excellent 2 (1009%) 0o —
E. cloacac Good 0 — 0 — N.S.
Poor 0 — 0 —
Excellent 1 (50.09%) 1 (100%)
Pseudomonas sp. Good 1 (50.0%) 0 — N.S.
Poor 0 — 0 —
Excellent 61 (85.9%) 62 (80.5%)
GNR Total Good 9 (12.79%) 14 (18.2%) N.S.
Poor 1 ( 1.4%) 1(13%
Excellent 0 — 2 (66.7%)
S. aurews Good 2 (50.0%) 0 — N.S.
Poor 2 (50.0%) 1 (33.3%)
Excellent 1 (25.09) 1 (25.0%)
S. epidermidis Good 3 (75.09%) 2 (50.0%) N.S.
8 Poor 0 — 1 (25.0%)
O Excellent 1 (100%) 0 —
S. faecalis Good 0 — 0 — N.S.
Poor 0 — 0 —
Excellent 2 (22.2%) 3 (42.9%)
GPC Total Good 5 (55.6%) 2 (28.6%) N.S.
Poor 2 (22.2%) 2 (28.6%)
Excellent 63 (78.8%) 65 (77.4%)
Total strains Good 14 (17.5%) 16 (19.0%) N.S.
Poor 3 (38%) 3 (36%)
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Table 17 MIC and overall clinical efficacy of MLX and PPA
\\ Drug o _‘JYI_I_‘_\ - - ﬁm’_A«___ Sta}ist'ical
Inoculum MIC MIC _ anaysis
Ino \\ (uggy 1) |4 + | ) ++ + x*and U test
10 cells ml = 1.06 Ho 9 1 2£6.25 03 2 0 N.S.
colinm 2313 9 5 2 125 13 4 3 N.S.
o edliom] 156 | 59 9 1 | =625 | 58 140 NS.
cotinm ~3.13 6 5 2 125 J $ 2 3 NSS.
1 .E\;ullcnl. I Good, = @ Poor

Table 18 Clinical efficacy judged by doctor

¢ BTy Statistical
MLX Pra analysis
Excellent | 63 (72.495) | 62 (70.5"
Goud 17 (19.5%) | 20 (22.7%) NS
Fair 5 4 .
Poor 2 2
Total 87 <8

Staphylococcus epidermidis 4 tk, Staphylococcus
aureus 1 ¥k TH D, 77 2BHEREIIHEBR LI, -7
—%, PPA T3 77 2 BB 4 k& 77 1A 1R TR
6EEAHE L, BIH T Staphylococcus epidermidis
Ak, #HETIL Klebsiella pneumoniae 1¥k, Pseu-
domonas aeruginosa 4 ¥k, Serratia marcescens 1
BTh-reht, TED 77 L BHEREHREREOMIC
3, BEZIBRDORAEA-TH, 77 ABEBETI

PPA [z {i#ic 2 { HHBLLTS

¥ o, MHSEIZ 333 5 H &2 MLX T 98.6%,
PPA T 98.7%, ¥ % %X MLX T 85.9%, PPAT
80.5% Th -t iiE&LiLiBd bRk » 2 (Table
16)

B ERSMEEO MLX 3 X 0" PPA (2s435 MIC &
LHERE R Y i f5R% Table 17 ;7R L1z. MLX ©
R L BIRZE L oB# Y 1.56 ug/ml TEY)Y,
# 7- PPA |1 6.25 ug/ml TR ) b &Kz LR,
1083100 10° ik T, BMEORZH -BEKDE
CHEERIEDLR LT

FREC L BEKRERS L UORERRLESECLLE
R HEDRERY Table 18 i 78 3, MLX & PPA
CERILE 4 63 Bl (72.4%), 62 B (70.5%), HHit
%% 17 Bl (19.5%), 20 # (22.7%) &z hEHRX
%% 91.9%, 93.2% &citotoht, AEBIIEEZRE
DRI -1,

3. EIfFA

Table 19 Side effects

No. of cases No. of cases with side effects
Drugs whithout Total
side effects -+ ++ + Total
MLX 95 (96")) 0 0 14 (4%) 1 (49%) 99
PPA 99 (99%) 0 0 1 (1%) 1 (1%) 100
Total 194 0 0 5 5 199

+++ : Discontinued due to side effect

++ : Treatment for side effect was necessary, but continued
+: Treatment for side effect was not necessary, and continued

heaviness of head (3rd. day)

heaviness of head and weakness (3rd. day)
heaviness of head (2nd. day)

nausea and vomiting (Ist. day)

MLX group 5-5:
15-5:
27-5 .
30-1:

PPA group 25-2:rash and itching (2nd. day)
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Table 20-1 Laboratory findings (MLX)
RBC (x10%) Hb Ht WBC
Case No. | ,
Before After Before After Before | After Before ] After
1-2 434 442 14.1 14.2 43.0 43.4 5400 5200
1—4 446 435 13.8 13.6 43.5 43.0 8500 8100
16—3 430 427 13.4 12.8 41.0 40.0 7500 7000
16—4 395 401 12.3 12.4 31.0 32.0 8100 7000
16—5 448 449 14.4 14.8 41.0 43.0 4600 4700
17—1 392 396 11.8 11.9 38.0 39.0 6300 6700
173 384 395 11.0 11.2 38.0 35.0 8000 7800
17—5 385 378 11.0 10.9 37.0 39.0 8300 7800
18—1 378 416 114 11.5 31.0 34.0 5600 4900
18—2 433 430 12.6 119 37.0 39.0 4300 5200
18—6 443 440 13.2 13.1 40.0 4.0 5800 5700
24—5 410 412 12.3 12.4 41.0 40.0 6400 6800
24—6 397 392 11.5 11.4 39.0 39.0 6300 6400
o 413.5 415.7 12.5 12,5 38.5 293 | 67154 6407.7
Mean#S.E. . i | R
+7.6 +6.3 =0.3 +0.3 +1.1 =09 1 =396.0 +323.1
l S-GOT ] S-GPT Al-P i BUN S-creatinine
Case No. | :
Before After Before | After Before After ’l Before After | Before After
1—2 30 27 21 20 40 42 11.0 11.9 0.7 0.7
1—4 14 16 7 9 45 39 13.0 13.0 1.0 1.0
16—3 26 25 12 15 4.6 3.9 10.4 12.6 0.84 0.74
16—4 29 28 18 18 5.7 5.4 12.3 13.1 1.15 1.09
16—5 26 30 17 10 6.2 6.0 13.0 16.2 1.05 1.01
17—1 28 27 19 19 13.0 17.0 0.92 0.93
17—3 29 27 13 13 13.2 142 0 08 0.92
17—5 28 26 15 14 19.3 20.1 1.08 1.09
18—1 34 37 14 13 i 4.9 17.5 16.8 1.02 0.77
18—2 15 20 7 9 4.3 5.2 16.5 17.1 0.84 0.8
18—6 31 28 14 15 15.8 17.0 0.9 0.92
24—5 22 24 16 17 18.0 16.0 0.96 0.90
24—6 27 25 18 14 18.0 19.0 0.98 0.96
26.1 26.2 14.7 14.3 15.5 15.6 0.94 0.91
Mean+SE.
+1.6 +14 +1.2 +1.0 +0.9 =07 +0.03 +0.03
5 R B U @7 AT, MLX Tk 4 61, Nigh -1,

PPA Tix1fliz&bh, £ © Ml % Table 19277 L
725 MLX TIRBEOIHERA 3 FlizA bz, &8l
JRICR T2 MEHIAETH D 2D ¥ ¥ IS Bt L1,
FoPEE L A S - Erk R AR o L PLIBRE S AR
BT R R Lcb D TH Y, BIFYET L L 0TI
oo ta, —J5, PPA TIXRIED & 12, 7Ll
L7z 10DATH -7z, BIF HHEBIF L MLX T 4.0
%. PPA T 1.0% Th- =D BERHHICEEERIRD S

FHBHIAHTS XL O RE#TRICERRBR A 2 i Ui
P MLX C13 4, PPA TiZ 1261 TH » 720 FEHE
WA D EEM L Table 20-1, 21278 L7caY, SHlhiciem
TH5EEbRA ERDLNILI -1,

4. HHAM%E

MRRZD I L BIMEA AR L, EHRE I X 2 A )MHE
%, FEFCANE 0%, FEWITHEE 1004 &35 7
r Z Ay =N BT e o kiR % Table 21 125K L7z,

SEELAE
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Table 20-2 Laboratory findings (PPA)
RBC (<10%) Hb Ht WBC
Case No. - t T
Before After Before After Before After Before i After
1—1 431 425 13.8 13.5 42.0 11.7 7100 ! 7200
1-3 429 420 134 134 11.7 411 | 6700 . 6600
16-1 115 103 11.3 11.4 39.0 100 6300 T
16—2 405 400 11.8 11.6 31.0 30.0 i 6700 ! G40
16—6 397 105 11.0 10.9 10.0 39.0 ROOD 630
17—-2 422 420 12.3 12.6 39.0 379 R400) 8040
17—4 398 399 12.0 124 36.0 380 7360 7400
17—6 403 403 4.1 13.9 10.2 39.8 6240 HE90
183 469 ! 156 15.1 14.8 42.0 410 5500 ! 6001
18—4 431 ' 135 13.2 13.3 40.0 41.0 TH0 7200
18—5 404 405 11.9 11.8 32.0 31.0 6900 i 6400
24—14 330 384 11.8 12.0 38.0 39.0 6800 } 6700
. 415.8 412.9 12.6 12.6 381 38.3 7000.0 6766.7
Mean = 5.E. 466 +3.6 F04 403 411 11 22326 | =179
S-GOT S-GPT Al-P « BUN \ Lreatmmﬁ
Case No.
Before After Before After Before After Before After Before After
1—-1 17 17 19 20 15 45 3.0 12.0 1.0 1.0
1-3 16 15 17 11 35 88 13.0 12.0 1.0 1.1
16—1 27 29 14 3 4.5 5.2 19.1 18.2 0.9 1.02
16—2 32 30 15 14 5.9 5.4 16.3 17.0 1.01 0.94
16--6 29 27 13 14 3.9 4.1 11.2 10.9 0.9 (.71
17-2 36 33 13 16 23.0 15.3 0.99 0.94
17—4 24 29 JE! 15 174 17.3 0.97 0.96
17— 6 21 23 18 17 13.6 16.0 0.8 0.9
18—3 20 23 11 10 10.1 12.1 0.63 0.7
18--4 27 26 13 15 4.7 3.8 18.2 19.0 (.94 0.98
18—5 19 21 14 15 5.9 54 19.8 17.2 1.20 1.01
24—4 29 25 16 17 14.5 16.0 0.87 0.90
24.8 248 15.2 14.8 15.8 15.3 0.93 0.93
Mean+SE. » +0.03
+1.8 +1.5 +0.7 +=0.8 +1.2 40.8 +0.04 -

Table 21 Evaluation of usefulness

judged by doctor

FHfE: MLX T 85.0% T®H b, —F, PPA T2
84. 2/9 ;,O’)'/;bﬁ -ﬁﬁFﬁﬁVﬁ ._7_—.—_ \bb %jltﬁl‘?*of;o
1. % =

MLX (3 F L LT 75 aBlECiE I L, — i

DBAME A LTIRAFRO NA 2 PA L 0 HiE 178
<Y, E.coli Ie X323 P8 I, Pseudo-
monas aeruginosa = HLIENERTEINDE K I
HHITH 2o %1, MHECE LT NA®PA L2 Lic

MLX .PPA
87 Number of cases 88
84.95 Means 84.20
20.64 S.D. 19.25

2.21 SE. 2.05
T-test . N.S.

SWEWI KR RD, ARIMERESIC L - THLE
23 BRI PRI HLETEE &2 R TS I B O i
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BRI h D C ENRMBR TV B, SDX 5 7 TR
3, 77 AIAMEREY BN & 32 Uik MATYE BN
Kien LTRIFRBRAMEIH D, I okt PA
YRR L UTAKD Stk B B 08 v T 2R )
B OAEFHDR, BEAS XUHENN Sz Tl
ERETHERNL, 77 AR RE > Tiz MLX
BPAD23FT7ebb 1L0g/HN3III KT PA
1.5g/B L ABOEIKGRAY RL, Cipthbizinye
BT ENERIRY, LML, £EOMRBIC BT
MLX 1.5g, 34 R& 5 (0.5gx 30D MCMANIR
BRIz PA CHNERICEI » e FlliL, PPA &ox}
BEH L LT MLX 0 L MM BERL 8.~ )+ 5 kY
B Rt XU Y STRE R X 0 Jb iz b
L, MLX 1.5g/8® 4 53R GE 375 mgx 4 [1])
EfFRRERORNELAME L1,

BEI IR MLX 101 4, PPA 102 fiTHh h,
ERAFITIVT MLX Bz 50 ff, PPA Bfi 20 fAns
Eho e EEENRL, TOMOFERE T 2L MBI
RhixRdbhish -, UTI FEEIEM 0 2 dt . ol
B, SbEEMEBRES T L 70 RN TIRERH R
DLTERERITID LR o L hERBIZHL
THHMBIc s LixEL OV, BEEE LTL
ABLY E.coli KBn % b BMmEY fl b 79.2%
Thotlo 71275 AARBENERE L t-TLHH
WRPHUT 90.5% R4, ThoOE IAER LR
ELIMORBR 0L 3 IFRI LETS » o

BEpcRE S h-BAED MLX 1 XU PPA (oxt
15 MIC D44 Tiz MLX i PPA & hi3i¥ 2 3l
E\ MIC xR L. MLX @ in vitro TOHE
NOREEIIT—FK L1,

UTI E3FMHE 2 & (F2 ) — X2 EAHBEKD
RTIEMLX 5 X 0f PPA THBHRI 96.6% &< —
KLTsh, ¥ - E% KTz MLX 5 80.5%, PPA
NT71.3% L bBFEEMLX XEBRETH--DEEE
RAD ORI 512, BERER X CRERH K LICES
D5 LHERMSRY S LS RERZR LIERMD MLX T
REETHLDIZR L, PPA X8 FIALRI,

BAhc£ERD, RPMELI B S LB A
bhifEFIE MLX © 58 (5.7%), PPA T 94 (10.2
%) Thh, 2ANELRTH -1,

R, BRF XORPABEOHBIC OV TXFBR
REZR LRI 512, BD &k h MLX i PPA X
YEVHAENYET AL bbb, FERTELSSR
bhithrotez &1k, SEOHREEIETiE PPA i
MLX &) Repghit @A St -7 L E 2 TV 5B,

KM OV AEMEIER L BRREECOVWT

WU o 1100 10 a0 AP0 -Ce MEX Gzl chd 3 ),
Lo Bgnk 1 D4 B (1.0%), PPA Bit 1% 35 - dw)
2L M (1 0%) At hy, WP R L iEE b
TH - foo MLX ORMICINRE AR M 1 rcghi Yt &
ILNCMEX L O0g/I, a0 Gl 5.37%) il
PN LSg/I, 3k eitra (RIlE 1.2%) &
TR 5o o B, MLN ¢t L.5og/Fl% 4
PG & X O IR vk 1.0/ 1 7]
FEUNY ER MM B 2 LAV L L

EIN . SR HRESIRA AP & 31| Hell 1 LR - WA P T [
il e Xl B huleh» 1o,

EHGS LB DL TR (24T MLX 1t 91. 9%,
PPA (103,227 L /s DRGTEURB UL L 0 b PB4 T
B rzhh WRETENR K, E TR I oo
TLIYAMNIETH » 1,

Lhbihixtedétsh, MLX 01 158 1.5g % 44
REG-FD &L oY Tiz PPA 0.75g/11 £ ] "%
THbh, BIFARIVETIEIDMILGIEL O LMz |
L, PA D 15g/MLPPADO0.75g/1 Liix[[@
BORI w& kL1,

X ik

1) =i £, fb. AB-206 @ in vitro, in vivo Hi
B {EM, Chemotherapy 26 (S-1) : 1~6, 1978

2) ABBEXNT, fih: AB-206 o MEFAIFEM, & <
= in vitro, in vivo =T B 7 5 AAKEE -
T 5 HEF A 2\ T, Chemotherapy 26 (S-
1) 1 7~17, 1978

3) /MEHSD, b BAEEKMEALCoRE LA EM
BEizx3+ 5 AB-206 DHE iz o\ T, Chemo-
therapy 26 (S-4) : 18~26, 1978

4) BEHFRE, fih: FARILFESR & 7 AB-206 =
T 5 M FM Jf {fic, Chemotherapy 26 (S-4) :
27~40, 1978

5) RIESE, f: LFEREROKEE BT rHR
BREHT (8) MRIRE = %+ 5 AB-206 0% R,
Chemotherapy 26 (S-4) : 41~47, 1978

6) FRERHE, fb: FLFERER AB-206 o # fr
o Chemotherapy 26 (S-4) : 48~59, 1978

7) AHEK, fii: B 24 BAXKLCEREFSFRK
LS THFE v #2094« AB-2061, (L1,
1977

8) K#&ilz, fil : [UEMMMEBM AT &+ 5 AB-
206 ¢ Ampicillin 0 “EEREERER, BA K
WIRBEEE, 41 : 431~444, 1979

9) KHFH, f: [UBHMEBHMR I 5+ 5 AB-
206 ¢ Nalidixic acid » —EER®IC X B EEKE
BIA O LK, 8B RUWRER, 41 445~456
1979

10) Kk, fh: —EEFHREC X 5 Miloxacin &
Nalidixic acid DM@t 8 44 RERRE =
LHEPES L VRS # O K 3o Chemotherapy
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27 : 222~237, 1979 5 HREEKMRK, Jap. J. Antibiotics 29 ; 167~
11) BHEEK, b Ay r ) & & L 1 177, 1976
AB-206 oK M—_R ML~ X 2 Piromi- 14) MERH -, fi: A MMEMK RS T 5 Pipe-
dic acid L oMM —, 75 B A ZRM, 41: midic acid(PPA) o R—_RERLEKK~,
201~221, 1979 AR AR 38 :112~134, 1976
12) UTIpFdeé (UMK IERK) « UTI 36580 0 filf 5 1 15) Dolcol® #ftx M (KH RXKERE))
(IR, 1978 16) BHRLEMEYE: B/ BWHLRE (MIC) N
13) 7isiBEk, fb:TMIFKRIL X 5 Pipemidic acid 521k, WA, Chemotherapy 29 : 76~79, 1981

& Piromidic acid o gL F 8 iR B & YefE v sop 3

COMPARATIVE STUDIES OF THE EFFICACY, SAFETY AND
USEFULNESS OF MILOXACIN AND PIPEMIDIC ACID ON
ACUTE SIMPLE CYSTITIS BY DOUBLE-BLIND METHOD
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The efficacy, safety and usefulness on miloxacin(MLX) on acute stmple cystitis were compared
with those of pipemidic acid(PPA) by double-blind method. MLX was administered in a daily dose
of 1.5g, devided 4 equal 375 mg (8 tablets of 125 mg tablet), and PPA was 0.75g (tid) for 3 consecu-
tive days. The results were as follows :

1) The number of the cases which the efficacy was analysed, were 87 in MLX group and 88 in
PPA group. The rates of elimination on bacterturta were 89.7% in MLX group and 83.0% in PPA
group. The rates of resolutton on micturition pain were 94.3% and 97.7% and the rates of clearance
on pyuria were 82.8% and 89.8% in MLX and PPA group respectively. Therefore, as a conclusion of
overall clinical efficacy, the rates of marked effectiveness of MLX and PPA were 80.5% and 77.3%
respectively, and the rate of effectiveness was 96.6% in both group. There was no significant dif-
ference between above results.

2) The rates of eradication of the causative organisms were 95.8% in MLX group and 92.4% in
PPA group against all strains isolated, and 96.4% in MLX group and 85.2% in PPA group against
gram-negative rods. There was no significant difference in these results.

3) Side effects in MLX administered, were observed in 4 cases ; 3 cases of heaviness of head and
one case of nausea and vomiting. That in PPA group was observed in one case ; rash and itching. All
of these side effects were transient and not serious. None of the treatment in these cases was needed.
There was no significant difference between the frequency of side effects in MLX(4.0%) and in PPA
(1.0%).

4) The usefulness in each case of acute simple cystitis administered these agents were judged by
the attending doctors. There was no significant difference between the usefulness of MLX (85.0%)
and that of PPA(84.2%).

As shown in this double-blind trial, MLX in a daily dose of 1.5g(qid) was confirmed to be same
degree of clinical efficacy, safety and usefulness as those of PPA.



