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3) HEEAIRIFTIE, 6315-S H{EHITEWVWT Y5 LBMHEDHARIZ LMOX #58ctb L
THEIKES, PTHE. faecalis DEMERENBN TV, 75 LEREBCIIEXABMCEE
ZR@EHoniinr-t,

4) MIC L HEF#HHR T3, 6316-SHEESHTII 12.5ug/mIUTOLDIZ, 152K E, 2
THEBEEKLIHN, AL EICE B ERLICHERIZEL KD MIC EBHARIZLCHEBLTW .

5 BIfERORBRSEE X 6315-SH&582.4% (4/1674), LMOX 58 0.6% (1 /16941

T BRREEEEORBFEERENTAI5Y (5714160, 6.8% (10/ 147H) THH, VT
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6315—S (Flomoxef : FMOX) i i B % 8 ZBF 72 7
TR, R Y—=—vrasnrcfFlLVWEHAA+4 €
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hEHLTWa, &I, Cephalosporinase %o —#f

2B%x, BEALEDED B -lactamase ICEXHDTEE
T, BNREHEILRE (MIC) THWRENETRT. &
B D R iR i O£ M 50~60 5T, Rebici5%k
4 BERLINIC K 2EEft S h, 12 BFRILIA I 80~90
YhHEttaha RO TWAS Y,
FENCOVWTIR, TTIATHHEO—BRERABRYTI
bh, B, TLUSERINTED, ZORETIE,
EMM R RECH LT, 1H0.5g, 1 H2EEE
T108 #4141 59.3%, 1@ 1g, 18 2EHEST 144 #ith
56. 3% DEHMEETRLTVSEY,
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Fig.1 Chemical structure of 6315-S & LMOX
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1. HBRMH L UHE

RRYIMIZ 1984 E 1L ALV 1985 EFE4HETTH-
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ET, 16U LoBL, &EHORPAME S @/hpf
BEB L CRPMEERI0E/ ml LD b &L, KA
ELTABREELE L, Uk, KOFEHOWFhMCHK
U HEFIIFEAE LTRELBIBILE L,

1) £72L%FHEBR=V Y VERREMEBICT UL
¥-BEBEEET 2D, bLUARRIIEHIORAR
IGRBRTHBMEEL L -2 bOD.

2) BN - BREMELET L0, 5XU70
teA PR EDFREIOHFAALELT S HO.

3) EWFT I ETHOERES - AHELZEL, R
BROFETE I ROYHIEN RS b,

4) EBRRMISETORE R DER, Pseudomonas &
DRHBENIHD,

5) AXBRNLSBATIC 6315—S % 7z1d LMOX 28 %
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8) LtEMME L UHEALPDMA.
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REEE LI IR, B Lo 4EWDE 148
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S ESTELLE LT
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AP &I BREEICS > 12,

ER OBk, 32 bo—F5 —HEER L EEAIC
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FICERABRETERL 120
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B1E1 A7 AEEEAER 250 ml ICERL, ¥60
SENITEERETAIEEL, | H2ERKS B
#E L1,

e, EBLIER REAERROLBR, FK-FR
DHELS L CEEREICEMT 5 - & AR 3ERM 5 K8
Lain &, EEoUictdikdacéel
foo &1, BRYDECEHER ICHBERITITLELZON
SERDOHABLCMBIIBS B EE LI

4. BEEEHIUHER
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Table 1 Institutes and doctors attended to the study

[nstitute Dupar binent Doctor

Sapporo Medical College Urology | SATORU OKAYAMA, MABATUMI MIYAKE, YOSHIAKL KuMAMOTO

Sakata City Ioapital Urology | AKIRA NiBIIIO

Tohokn Universily School of Mcdicine Urology | SENJ1 lloattr, SErtcit OnIKA8A

Hlachinohe Municipal Iloapital Urology | 1KUO MARNAMA, YABUYOSBUT BUZUKI

Tuhoku Kosai Hoapital Urology | 18A0 NUMATA, Yasuo Fukusui

Okachi Central Hospital Urology | Siizuicni Kageyama

Mizusawn Municipal loapital Urology | Hinoo 18ILIKAWA

Kesennuma General Hoapital Urology | TAIrRIKU TaAR)

Furukawn Cily Ilospital Urology | KE141 SUGAWARA

Sendni Social Insurance [lospital Urology | YuTAKA CitibA, MABAKAZU KaTO

Tohokn Rosai Iloapital Urotogy | TETSUTARO OnNuMa, Nopumiciil NAKAND

Yomagata Prefecturnl Central Iloapital Urology | 1liroak) Kato

Iwaki Municipal General Llospital Urology | Mutsuo TAKEUCH]

Fukushima Ronsai Hospital Urology | Ryuicui Quisa

Shirnkawa Koeci Generul Hospital Urology | MoTOMASA AmAl

Oyama Municipal Ilospital Urology | Kazuya llAnapa

Faculty of Medicine, llniveresity of Tokyo Urology | TakasHI ToMINAGA, Hiro1cu] K18u1, TADAO NILIIMA

Tokyo Mctropolitan Aoyama Hoapital Urology | JunJ1 YUGE

Tokyo Kyonsi Hospital Urology | 18A0 SAITO

The Jikci University School of Medicine Urology | Syoicitt ONODERA, H1RoKAZU GoTo, Hinosni KivorTa
ToYONE1 MACHIDA

Tokni University School of Medicine Urology | Ker'sii1 OKADA, NAOAKI 1KEDA, NoBUO KAWAMU RA

Masaak: Onkosil
Fujita Gakuen liniversity, School of Medicine Urology | TapDASIHI OGAWA, YORIO NA1DE

Hiratsukn Municipal Ilospital Urology { Hrpeki Tamal, Keizo Suzuki

Gifu University, School of Medicine Urology | MANABU KURIYAMA, YOSHINIITO BAN, TBUNEO NISHIURA
Takayama Red Cross Hospital Urology | Yosuinorr Fuiimoto

Fukui Medical School Urology | Yusuke KANIMOTO, YUKIMICH] KAwADA

Kobe University School of Medicine Urology | Gagn KAwABATA, AKIRA Fuars, Sapao KaMipono, Jod1 IsnigaMi
Miki Municipal Hoapital Urology | Ke11cnr Umgzu

Hara Genitourinary Hoapital Urology | TAKENIRO IzZUMI, SHINII HARA

Kobe Nutioual Hoapital Urology | SoicHt ARAKAWA

Okayama Universily, School of Medicine Urology | AkIH1RO MizZuNo, HiroM! KuMoN, IlIROYUKl OnMoRI
Kawasaki Medical School Urology | HiDEo UEDA, MASAMICHI AMANO, HIROYOSHI TANAKA
Kawnaaki Hoapital of Kawssaki Medical School | Urology | MOTOYO8HI TAKADA

Okayama Red Cross Hospilal Urology | Arsusil Konpo, Katsuvosui Konpo

Kasaoka Municipal Hospital Urology | HiTosi TARAMOTO

Teuyama Centrol Hospital Urology | TERUAKI ARAEDA

Kobe Weet Municipal Hoapital Urology | HiDEO KAMATA

Okayama Municipal Hospital UIrology | KaTsuICHI NANBA

Hiroshima Universily, School of Medicine Urology | Toru Sumii, HirosH1 NARANO, IIROMI NiillRA
Matsuyama Red Cross Hospital Urology | TSUNEQO SiIIRAISNI

Kagawa Medical College Urology | 1840 KoBAYASIIL, MABAO TAKENAKA

Tokushima University, School of Medicine Urology | KENzO Uema, MoTOAKI Obacill, Kazuo KuRoRAWA
Takamatsu Red Crose Jlospilal Urology | AK10 1MAGAWA

Faculty of Medicine. Kyushu University Urology | TETSURO MATSUMOTO, MABARI MINODA. Jorcin KuMAzawa
National Fukuoka Central Hoapital Urology | Kazuninro YosuiMINE, Ic1KIRO MORITA, K0ZO BiRATA
Sanshinkai Hara Hospilsl Urology | YASUNITO FuJi8awA, UAJIME NARASU, SANSHIN HARA
Kyunshyu Kosei Neukin Iloapital Urology | TETSUO YA8UMASU, TETSUO OMOTO

Kitakyushu City Kokura Hospil.al Urology | SADAMU ANDO

Kitakyushu Cily Wakamatsn Hospital Urology | TARUYA AMANO

Shinnitictsu Yahnta Hospital Urology | LIARUKA TTiraNO, ITinoYURT NAGAYOBHI

Saiseikni Yshata llospital Urology | Suinicu! SAto

Kyushu Rosai Hospital Urology | KENJ1 ITO

Hiroshimn Red Cross Hoapilal Urology | Nonrivosur Mivazakl, Hinosni HiraTA

Miyazaki Prefectural Hospital Urology [ Hinosit Yamasnita, Kuntnfro MINODA

Faculty of Medicine. Fukuoka University Urology [ Kazunino Osiiima, KIMITAKA SAKAMOTO

Saga Medical School Urology | SE1rciii NAKAMUTA, ATsUSHI lgUCHL, ZENJIRO MASAK!
Miyazaki Medical College Urology | YuRIO O8ADA, NOBUYUK! [8111ZAWA

Kurume University, School of Medicine Urology | Snooo Uepa, Kosaku Eto

Fukuoka Saiseikni Ilospital Urology | AKirA FUKUYAMA

Kurume National loapifal Urology | TsuTomu ORABE

Kurume First Hospital Uralogy | TAKURO YAMASILITA

Ohmuta City Hospital Urology | Yoicul MaTsupa

Facully of Medicine, Kagoshima lUniversity Urology | MoTosHI KAWAHARA, TOSHININO GOTO, TAKASHI KAWABATA
i YositiTapa Ol
Saga Prefectural Hospilal Urology | TcuIRO YANASE, SHINICHI NAGATA
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Fig.2 Analog scale for estimation of usefulness of the drug
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Table 2 Contents of test drugs

6315-S LMOX
Before 99.8 % 99.1%
After 99.3 % 99.5 %

T, BH®ICHWVWTDipslidets (N7 F w7 : o4
JFME) CTHEKARMEL BFHOBES LU
MIC DRIE S EBEMAKEMEMERE (EF : Kk
ERAEIR) T—IEL TIT » 1

o, —BRERRESRERSET (2BLA) AT
%2 BUAMICITIEV, BfEHOME, FEMENEDNH
B’ HEBHICIT - 1,

5. BERMHBESLUCFERMHE

1) RASHE

HRHEREESETRORRAICIOMKRL, HBAT
%, Key code BfAIC2EMDOHABRLZHZL, UTI
ENFFMERESE 2 b L OCRIHBICHER L TR AR
R, RRIHTIHR, HERICHT E2HRO¥EET
Iiots

HEHERBESA v/3—  feBH— (RARAREE).
hERIF (a2 bo—F—), KIUEHE (MEEHRE
&), ®INEl— AXHBE, $H% # DEHE—
KH#FR, RAEH

2) FiEEHE

BthHERB L UORFROBEBEELEELL, 5HE
(FBBRBEERTE)ICEBEOHMICKDIEY), H
1, TP0E%), &) O4BREZ/G TREE) &
B LTce E7c, BREARTHRICERYRELBEREE
mMLT EFOoFHMEAFML, Analog scale(Fig.
2) EHE L,

6. MM REIORET

KB T%, Key code DEIFHENCE~ DEFDOHMME
B&LURRME, ThEhDOEGZIOWT, oy bo—-F—

(Average of 3vials )

EENIHRHERBLSTHRL., MIFIRAERE LT,
UToRBI&LT 3 b0RBAL-IBREL LT,
1) HRBEOZRHICEMT I LD
2) BifeR, ERARELEOREATRREDEL- LD
3) HKREROLEEAHENRECELIERLIZbD
4) HHESIOREICEL(BRLL LD
5) F— I DRBHELV LD
8) ZDMHREUEEALTRA -HELRELLLLOD
7. Key code DiA¥
AR Tk HIRASBMEZAOUEGVDLE, BRHA -

BRELS EDEMOBIR VS L UEKRMHR, SIfEM, K

REMBELEDHEILDVWTRRBRDB W EEEELL

%, Key code ZBa#t L7,

8. MiTAH&E
BITIREIC DWW Tt Key code BAHATICT Y bo—

F—A2EHLHEEEATHRL. REZIT—IOR

BICEIL, xRE BEEERHE, Wilcoxon DR

NFfIREELHV, BEKEIERS N E L

0. % & R

1. RIEFEHONBERE

Iy bo—-F—ickh, KRMLANICEEAICHES
NEBEAL AL TAPDOERIE L g (HEICXHLT,
Zh¥h 6315—599.8%, LMOX 99. 1% TH 0, R
HKTHOERII 6315—S99. 3%, LMOX 99.5% Tl
FlE bBEICEKT 5D TH -7 (Table 2)o

2. RIMEMK

EREHEES SN RERKIZ 330 FIT, 6316-SK
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Table 3 Number of cases studied

6815-S LMOX Statistical test
Total No of cases 170 169 -
No of cases excluded 86 32 NS
Na of cases dropt out 9 2 x2=15.072
W of f‘l:)':'s ecsli:ivca&llunetfet?icacy 125 185 p=0.079
Na ofSicdaese:ffe:cn:t;nted for 167 169 -

Table 4 Reasons for exclusion

Reason 6315—S LMOX
Bacteriuria less than 104 cfu/ml 15 14
Infection with fungi 6 8
Diseases out of object 6 4
Pyuria less than 5 cells/hpf 2 2
Bacteriuria 'and pyuria negative 1 1
Yiolation of examination procedure
Administered to the same patient 2 0

Total 36 32

5%170 4, LMOX 58 169 TH -0 CDI B AN bD2HTH- 1o

BN B L OBE DIEM A 6316—S 58 45 ), LMOX
BE5R U FOH TOMTH D, RHEECTELEH
6315-S #: 5.8 125 #), LMOX £ 52 135 flo it 260
ATH-7o THOOBRA - REFAORHCOVT, B
¥HBMIcEEERED ONL M- 1, e, BERY
ETHEEE #]12 6315—S 58 167 f, LMOX £ 58
160 #I3t 336 #l T - 7 (Table 3), HERREMICK
RILEE BREMBIBLUARTROZEAEN 2B
RICREBENER S h7: 6315—S 58 141 #, LMOX
BEB UTHENRE LTRET LT

RAER OB % Table 4 iR LA, Eicik5Hi
DEMARPEERUEFTH -7,

¥, BAEMOEBE Table 5icRL 1

BEBOFENRL OBRA LAEANRIASHD, £0
BhATARTORE 1§l & B—ERIC 2 ERESL

3. ¥RRA¥F

MR A RIS H VT 63158 i3 Pseudomonas
RicH L THEBHRBFETERLVWAY, Toba—
t Pseudomonas BOBRM S W EFICZHRE LR
B EE Lo L LEEHMS, ARRICIE 60 EM X
b Pseudomonas BAisyMEsh, Lhd, 6315-S £
58 37 ¢, LMOX # 58 23 #1 & 5 ®ic 6315-S &
582 { A% LI (Table 6 ),

L##H¢-> T, Pseudomonas B% AL 2ER TOMRI
BAEYEEX 5N, Pseudomonas R O EEE ik
AR - 6315—-S &% 58% 88 4, LMOX 5.8 112
FlicoWwT, BB L UCERAELZLERTT ST
ek, C: ARRTR#EHE L, Xanthomonas
maltophilia 2 ¥k (6315-S 58 1 %, LMOX 5
B 1 #k) % Pseudomonas Bic&» THRH L7,)
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Table 5 Reasons for dropout

Reason 6315—-S LMOX
Violation of dosing method 1 1
Discontinuation due to side effect 2 0
Discontinuation due to other reason 2 1
Concomitant chemotherapy 2 0
Pyuria was unknown at post evaluation 1 0
No examination at post evaluation | 0

Total 9 2

Table 6 Background characteristics

Characteristics 6315—S LMOX Statistical test
Total 125 135 -
Pseudomonas 8pp. 37 23

Isolates p=0.019*
Other organism 88 112

CNSDEFOHBIOVWTII S GELRL, ER,
RGERGL, ERESE, BARER, H5-TILEROH
BEOAHMICEHERABRBIcERZIBOOALE,- L
(Table 7 ),

F1:, HRMABAOSRBONHIC LHERPME
BEREHOoN/EI -7 (Table 8),

H51Ti2 6315-S 5B IcLENE {, LMOX #&5
BiBUERSI M LI, £/, KESMIZ 6315-8
B5EHC 3~39 kg B LU 40~49 kg DLLEHIAEOE
VLRSS, 50~59 kg & T 60~69 kg D H.EHAE
DEVENLMOX S5 HOFICBL A/ LTV #
ZLERIIMELTED, 6315-SHEHICKHENSL
FHLAELGRBOURNBEVENBL AHLALCE
KORBMLTWAEEL DN, E1, ERIBRI ORI
ik, # BEICOVWTLEOEYREILKL TS
5L, BHT65.8%, KM TBLONTHD, MECHE
2R oIS -7 (Table 9 ),

F/, KBETIROkg LITT46.7%, 40~40keg T
78.3%, 50~59kg T66.2%, 60kg LI ETT5.9%DFH
HRERLEDS, WFhLBEZIBDONLEM -

(Table 10),

T, BLABEBIUENOSOREERAZR LD
VAT 4 v 7EARDHTOHOENSOFRLEFSRAD S
i -7/ (Table1l),

PtoXx3ic, 6315-S 58+ LMOX #£58ich
WTHEESITCSRBEOSHICERARORZD oK
B, REBEREDOEROMBITLE L PTVERKED
¥, "7 -7 VEAROERK EXREOAHEEICER
DRBHOINT, BELEOLLUTORFETEILYST,
+REORALER Shi,

RICHMBEICHT 2 MIC i>VWTRE LA,
6315-S #5# & LMOX £5%8icki1 5% 6315-S D
MIC 5% (A : B) XU LMOX © MIC o2 #
(C:D)kehFThEEERILL, FHORZERE
DRBHBShIEM- 1,

B, ERBEEOTIbALEFICO>WTO MIC
DT, 6315-S {5#icHiT 5 6315-S @ MIC(A)
& LMOX #5#icH1) 5 LMOX @ MIC (D) % 1&g
T 5¢&, 6315-S o AMNEEIC MIC B/hdhsic
(Fig. 3), Thiz MIC 4t 100~200 z g/ml DHHT
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Table 7 Background characteristics

— excluded Pseudomonas cases —

Characteristics 6315—S| LMOX |Statistical test
Male 62 96
Sex p=0.014*
Female 26 16
16~19 0 1
20~29 3 3
30~39 4 2
NS
40~49 6 6
Age Z=0.200
50~59 10 18
p=0.841
60~69 20 27
70~79 32 41
80~92 13 14
34~39 9 6
40~ 49 25 21
Body weight 50~59 29 45 =-2.000*
(kg) 60~69 19 31 p =0.045
70~77 3 5
Unknown 3 4
Complicated
: : ppyelonephril:is 24 30 NS
Diagnosis Complica ted
"egs‘mlg 64 82 p=1.000
Urinary obstruction 6 9 NS
Underlying Calculus or tumor 41 50 x2=2.131
condition Benign prostatic 29 36 df=3
hyper trophy
Others 19 17 p =0.546
Group | 17 25
Group 2 12 10
Group 3 12 14
Type of infection P NS
Group 4 15 26 x2=2684
Group 5 15 20 df=5
Group 6 17 17 p=0.749
Indwelt 32 45 NS
Chatheter
Not indwelt 56 67 p=0.661
Monpn}icrobial 56 75 NS
: infection
Infection Polymicrobial 32 37 p =0.655
infection ’
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Table 8 Organisms isolated from urine
— excluded Pseudomonas cases —

Organism 6315—S| LMOX (Statistical test
Staphylococeus spp. 16 17
GPC Streptococcus spp- 3 3
E. faecalis 24 37
E. coli 32 27
Citrobacter spp. 6 7
Klebsiella spp. 5 13 NS
Enterobacter spp. 7 8 x2=8595
GNR
Serratia spp. 21 19 df=10
Proteus spp. 3 7 p=0571
Acinetobacter spp- 5 9
Other GNR 4 9
Total 126 156 -
Table 9 Relation between sex and overall clinical efficacy
— excluded Pseudomonas cases —
Sex Excellent | Moderate Poor Total E:&zlézr::" Statistical test
Distribution
Male 36 68 54 158 658% NS: Z=1.823
p=0.068
Excel. +Mod.
Female 13 21 8 42 81.0% NS: p=0.063

Table 10 Relation between body weight and overall clinical efficacy

— excluded Pseudomonas cases —

Body weight | Excellent | Moderate Poor Total E_:;’f:;?:_:te Statistical test
kg P
~ 39 2 5 8 15 467% 3;’"‘"“““
1 =6.062
40 ~ 49 13 23 10 46 783% af=3
p =0.109
Excel. +Mod.
50 ~ 59 17 32 25 74 66.2% NS
X2 =6.879
f =
Total 49 87 57 193 705% —

( excluding 7 cases whose body weights were not measured)
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Table 11 Result of logistic regression analysis

. regression standard normal significance
variable . .
coefficients errors deviates probability
Sex 0288 0.188 1.510 0.181
Bw* —0.834 0.189 —1.763 0,078
SexX BW(linar) 0.100 0.096 1.0838 0.299
SexX BW(quadratic) -00717 0.169 —0455 0.650
SexX BW(cubic) —0.047 0.059 —-0.785 0.4382

* Body Weight

Fig.3 Sensitivity distribution of isolates

]
100
Statisticul tust

801

Cumulative percentage of isolates

204 ‘/A
| & /

A:B NS £3-0.744, p=0.457
C:iD NS £=-1084, p=0.279
AiD o £-=-2059, p=0.040
AtH:CHD NS 2 -1.476, p-0.140

e
/—ﬁiij/
— s

ZoQila
— A ;—4&’

Autibiolics used for Drug

MIC (ug/al, inoculum size:10%cells/ml)

Total

MIC messurement sdministered 0.025 005 0.1 02 089 078 156 813 625 126 25 50 100 200 >200
6815-S(@—@:A) 0 10 18 7 1 8 2 L} 4 8 5 18 22 8 K 106
6815-8
LMOX (A --A: D) 2 117 9 8 5 1 5 2 9 8 ] 17 28 5 18 127
6816-5(0---0:C) 0 8 11 12 [} 1 4 5 4 9 7 11 (] 4 22 105
LMOX
LMOX(a—a:m 3 4 13 12 3 4 2 4 7 3 11 8 9 ] 40 127

6316—S iz, 200k g/ml Ll LD &S T LMOX i £
RENXDXTWML, 75 LBEE, % Enterococcus
Jaecalis 1313 2 RKBFORBEHNERBR LI bDEE
ishit,

4. BERYHE

EVFEEHAEHE LI 200 4 (6315-S 58 88
fl, LMOX #58 112 §)) K2WTRABERYE. B
Ricxtd 208, HERICHT 3R L CHEFNY
RIOWTEALYEETH > 10

1) REEKRMFE

6315-S 5B TIIEY 237, B 3T H, | 28

FITHYR68.2%TH 0, LMOX 58 T3 EY 26
B, BHo2H, UMM THEYREL6KTHY, M
EHBRIcBWTHEEZRID SN - (Table
12)o

RICERBRERRICARIN LR, BUBEREERIC
BiFAEWEIL 6315-S 5§ 73.2%, LMOX &5
BNT.3%THh, MERBMICERZIZHONT,
B (WT—TFLVHAEER), F28 FIIRAER
BAE), EIY (FOMD LMRIEMEE) B LUE4
B (20t THEBERE) OWTFHI VT HHE
FIBRcHEZRBD ONE M-t WEBEIREENIC
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Table 12 Overall clinical efficacy

— oxcludad Pseudomonns cance

T ]
- ——— Tyuris Cloarod Decrossecd Unchenged fficacy on
Pacteriurin Drug bacteriunria
6816-8S 28 8 19 560 (668%)
Eliminated —  fF-=-~-=~+ e e (e e g B Il g S e e
LMOX 26 16 26 66 (5890%)
6816-8 0 0 1 1 ( 1L11%)
Decreasod = k- e — m m e b s e s e e - - B I I I Il e I I
LMOX 1 1 2 4 ( 26%)
68156-8 4 6 16 24 (2718%)
Replaced = |- = == =f c 0 oo mmmme s e v m - s e s e ek s s m s s e s s - - - - - - - -
LMOX ] 2 10 18 (161%)
6816-8 2 1 10 18 (148%)
Unchanged =~ - — = == 2 - - - - e I e B
LMOX 4 8 117 24 (214%)
6816-5 29 (838.0%) 14 (169%) 46 (511%) LX
Efficacy on pynria |- - - - == = =~ == = = = == — cp = - s - - - - mfp - - -— - -~ 4----- Cnae
LMOX 87 (88.0%) 21 (188%) 64 (482%) 112 total
8816-5 28 (26.1%)
Excelilent | = | --—- - ==- -4 Oversll effectivencss rate Statistical test
LMOX 26 (282%)
6816-S 87 (420%) 6816-S:
Modcrate ’, ——————————
LMOX 62 (46.4%) 6088 (68.2%) N.S
6816-5 L 28 (31.8%) LMOX : p=0878
Poer | = F-==-==---4
LMOX 84 (304%) 78/112(69.6%)

BULTH, 6315-SHESBOFEHEIZ 59.4%, LMOX
BRI 1% THD, AEAMBMOEHRBICEERL
BREHONS, ES5H (MHERLE 77— T ILHARE
P, FEoB (HYEERS, HT7—TLEARER) &
LICHEAHMICERZEZZH SN, > (Table
13)o

HF—TFNER - FHEICHF TRAERY R HE
REFLTHBE, H7F—TLVEBESTIL 6315-S %
E#0EWRIL65.6% T, LMOX 58412 55.6% TH
b, MEXBEICEERZREDORS, £k, H7F—F
LHEFEBHATDH 6315-S HEBOEHE L 69.6%,
LMOX #5813 79. 1% TH v, EEFBMIcHEEEI
BHohtisn-7 (Table13),

DHERFTLTHB L, 75 LBYEICHT2HE
Ei3 6315—S $r 54765, 1%, LMOX #5813 54.4
%, 73 LREREICHLTIRENENGS.0%,72.7T% T
0, WFhHERFBMICERZIZD SN, 1:
(Table 14),

SVWT, BUUHCEVRELKLTAS L, BT
13 6315-S #5841 62 PITHYE 64.5%, LMOX #
E#306 4, 66.7% T, HMEXABMEEZIENS
Nt £, THETH, 6316-S B 5B 26 H1,

76.9%, LMOX #5823 16 f1, 87.5% CH b, MmN
BMIcHEEZRBH onlih o7 (Table15),

2) AR AUE

MERICNT 2R, 6315-SEEHTIIEHL
50 ), ®D 1A, BERR 24 M, RE 13HAT, BHt
ERDOEADESZL51H (58. 0%) TH -1 (Table
16),

LMOX 58 TiiiatE( 66 84, &) 4 H, ERNKR
1861, RE 24 B TRRHE(L & DA T 70 F(62.5%)
ThHh, AEFBMIERZRIDOIL,I -, KE
RERICATD, BINLE 6 BICHEAHRMONH
KENS SNIH, HERICHTAHRICE, WTho
B bmEABRICHERZ2EEY S EA T,

AMECH B LTS LBRHEREICH L TIREERRM
KEERZRZED SN, - b, Staphylococcus BD
fatt(t.+ BDRI3 6315—S $r58% 75. 0%, LMOX &5
B47.1%ThHh, 6315-SHE5HOHH LMOX &5#
KHRLTHEE&CT SRR TH > 1, &2, 774
BHEEICOWTH 6315-S 5RO HNFERICT N
1@ CdH -7 (TablelT),

3) BRI 208

BRICHTEHRIOVWTHBE, 6315-SEEHT
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Table 14 Overall clinical efficacy classified by clinical isolates
— oxcluded Psondomonss cuses —
" 2 Statisticsl test
N ol 2 > Excellent
lolute Drug slrning Excellent | Modarate Poor 4 Moderate|Distribution| Excellent Excellont
o EModerste
. 8815-S 16 5 7 4 750% |NS NS [
Staphylococeus spp. LMOX 17 3 7 7 588 % ﬁ;".l' 118 p=0.488 P=0.465
Streptococcs s 6816-5 3 0 8 0 o [W_ RE] LE]
L Ui . =
ep P Mox 8 1 2 0 100% | p=0817 | P=1000 | p=1L000
£ fascalis 6816-5| 24 5 8 11 542 % WS;_-O LE N§
»Jasealt LMOX| 87 4 14 19 186% | 5=o%ElY| v=0.208 | v=0795
- 6816-5| 48 10 18 16 66.1% |NS N3 NS
Subtotul 1=-1.818 =0.296 =0
LMOX 57 8 28 28 544% | p=o.189 | P=0 p=0.310
E coli 6816-S| 82 11 18 8 906 % wsz=o 168 N3 Ng
s oot LMOX 27 12 18 2 926% | p-0.448 | ¥=0.598 | p=1000
) 6816-S 6 0 2 4 888 % |NS N5
Citrobacter spp- LMOX 7 1 4 2 11a% | 25185 | p=1000 | p=028s
Klebsicll 6815-5| 3 2 1 2 60.0 % NSZ_O 167 N3 L
sosselta spp. LMOX 13 5 4 4 692% | p=0875 | »=1000 | p=1000
Enterobacter 6816-5 7 1 2 4 TECE L A NS NS
nterobacter spp. LMOX 8 0 5 P 625 % 0;0:698 p=0.467 p=0.619
Serrati 6816-S| 21 8 6 12 429 % PTSZ_”“ NS NS
erratia spp. LMOX 19 4 10 5 781 % p=0.087 p=0.689 p=0062
R 6315-S| 3 0 1 2 333 % m;:l 220 NS NS
roteus spp- 1LMOX 7 2 3 2 714% | p=oz2g | P=1000 | p=0500
Acinetobact 6815-§ 5 0 8 2 soo% N N5
cinetobacter spp. LMOX 9 0 3 6 83.3 % p=0.§52 p=1000 p=0.580
Other GNIL 6815-5 a 2 1 1 T LB L NS
ther G LMOX 9 1 5 8 667% | p~0.apg | P=0.208 | p=1.000.
Subtotal 6315-5 83 19 84 30 sasg [N NS NS
ublots LMOX 99 25 47 27 7127% | p=o.298 | P=0732 | p=0205
Table 15 Overall clinical efficacy classified by sex
— excluded Pgendomonns cascs —
Overall Statistical test
Sex Drug Excellent Moderate loor Total efl’ec‘t‘ltv:nenl Diatribution] Excellent Hx:'il‘::.::‘-:-
6315-8 16 24 22 62 64.5% NS NS NS
Male PEoOIR8l_0se1| p-o.864
LMOX 20 44 82 96 66.7% p= 0.854
6315-5 7 13 6 26 769% NS NS NS ‘
Femnle 7=0933 p=0.510 p=0.688
LMOX 6 ] 2 16 81.5% p=10.351

BIEFE(L 206, K& 144], RESHT, ERLLK
E%A8bH 5L 434 (48.9%), LMOX #5# TRIE
BL3TH, W21 F, RESMHT ERLLHEE
Ehd5 L 584 (51.8%) THbh, MRKABHICHRK
ZRBYHoNT, /o, KREREHIL LSRRI
ATH, BEABMCHEEZEZD 5hah -7 (Table
18, 19)
4) HEFEHHR

EREIOR X b O ME I >V TEBICEFIRS®
DHIE¥INREL B E, 77 LIBHELETIE6315-5
BESBICBWT 43 8kt 37 ¥ (86.0%) &k LA,
LMOX #: 58 T3 57 #keh 34 # (59.6%) OHKICH
0, 6315-S HEBOANMEENHRICEVTHER
I < TWi: (Table 20) . /ERic A % &, Staphy-
lococcus /&, Streptococcus J& Ti3 6315-S 1 5H T
VR b 1005 DEHKRRTH - fobt, LMOX #E5H#
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Table 17 Effect on bacteriuria classified by clinical isolates

— excluded Pseudomonas cases —

Btatistical test

laolute Drug .?:..';.ru Fliminated| Decroased | Repiscod | Unchanged f;}’“:“;u; Distrution| Phiminato | PA7m00
Staphylacaccns npy. s:h;g;s :: '; ; : ; :::z; Zn Mgﬁl .pno,ou N.‘:=o.|6'r
Strepeococcus app. mg; : : : g : ::: : N%: 0 N5= 1.000 N§= 1.000
1 VO N N P e e

Subtotal 6::‘;;(8] ;: :: : : 2: ::7: %:52"28‘ Ns=0.069 N:-0.224

- ] N8 N

TR e I I I e Y T
Citrobacter spp. s:};g;s : f z : : ::?: NZ;&::: N 0602 [N =05s2
i e v B B BT R
Enterobacter app. 6:};;;(5 : : g z : ;:::: N%;z;-’,ﬂ N:-O.GIO N.§=o.eu
S v I O I I R I T e
Proteus spp- Glillg;s : l g : ? ::;T: N%;&%t N|§=1.0(m N.s,=l.ooo
Acinetobacter wpp. thllz;s : : g f ; ;:::: %:;1&;7 Nf,:o.sso Nﬁ=o.5ao
Other GNIt sf;‘g;s ; z (: ; ; ‘:’::’: N%:-ooéz&a 1000 |Np= 1000

s (561 s [ 60 |2 | T8 | ie | eses| iggus [Bmeses|Reeins

TlrRENEN 82.4%, 100 DEHERTH 70 E
facalis T3, 6315-S 58T 24 #keh 18 #k (75.0%)
D%, LMOX 58 Ti3 37T Bkh 17T ¥k (45.9%) @
ks, 6315-SEEBNFEICTINTVA,

75 LEHELE T, 6315-S 583 83 bkt 72
Bk (86.7%) ik, LMOX 2$i2 99 ¥k 91 #k (91.9
%) DIEKLT, MEABFMICEERZZIEHONT, #Hid
BITHEERBICHEEZRZH SN L, 1,

XA SATOIMESE T 6315-S 58T 86.5
%, LMOX x5BT 80. IXDEHERLL D, HEH
BRCERZIZHONEN ST,

5) R/NREMEIERE (MIC) & HEHAE

MIC L HEH AR OEAFZRESERICOVTRFLT
ABE, 6316-S#HEEHTIE MIC #412.5ug/ml LT
DEkIZ MIC 4%0. 78 u g/ml %R L 7= Serratia & D—
BRERWVT 100% DKk %A1z, LMOX 58 T3,
MIC A% 1.56 ug/ml AT OEBT 100% DilLEA R
Ltzo —4, MIC 23100 5 X T 200 £ g/m]l DE#RTIZ
6316-S &5 BT, ThEN T7.3%, 62.5% DEH%
THo7h, LMOX 5812, wWihd 100% D
HERTH -7 MICH>200ug/ml D bDid 6315—
SEEBHTTH, LMOX 58 C40kA NN, B

HEBIZENENST. 1Y, 52.5% Td -7 (Table2l),

6) BE5%HBE

KA FSROHERBEICHOWTAHASBE 6315-S 5
T IHREAL, 75 LBHE T E. faecalis 11 #
(28.2%) MAéoh, 75 LERHE Cd Pseudomonas
aeruginosa 11 % (28.2%) &L U %D Pseudomonas
RStk (12.8%) NEL LD TH -7 LMOX 5%
T 0KERL, 75 LBHEIL Staphylococcus
epidermidis 3 ¥k (10.0%), E. faecalis 12 # (40.0
%) T, AbET0%%4%H, 775 LEHETI] Flavo-
bacterium B 4 ¥ (13.3%) MRE T P. aeruginosa {3

1 ¥ (3.3%) T& >/ (Table22),

5. ElfeM

B ORIITRA, BiE L AhEFODTRER
DRFANOMETH - bD LR, 6315-S H5# 167
#, LMOX #58 169 flic>WCRBIfERORNET
72 -7z (Table 23),

6315-S EMTIX 4 A (2.4%) IKEIEANBH S
Nt D5 2HIEMORE TRABMEKRNEDN,
#EhIEINIPITH B.4th 2 B3, FHEKRE THT,
W SRR B ESRT R HBRELEPNcERNBEL
7oo LMOX 58T 16 (0.6%) icHORE &
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Table 19 Effect on pyuria classified by clinical isolates

— excluded Pseudomonss cases -—

Btatistical test
N of " Cleared
Isolate Drug strains Cleared |Decreusedfinchanged +Decroased|Distribution| Cleared |Fleared
- +Decreased
8815-S 16 5 0 11 818 % NS
Staphyl . =1,
taphylococcus app LMOX 17 6 ‘ 7 58.8% =(l)£¢’j p=1000 p=0.166
8816-5 3 0 0 3 0 % |V NS NS
Strept . =1.
reptococcus app LMOX 8 ) ) . 66.7% N{Z"l,? ;? p=1.000 | p=0.400
, 6816-S| 124 7 5 12 50.0% NS NS
E. ! = 1.
Jaecalis LMOX - . ) 24 85.1% T:O‘ég,‘}s p=06563 | p=0294
8816-5 43 12 5 26 89.6% NS N5
Subtotal . -
rhtote LMoOX 57 16 10 32 48.9% z:g,i}g p=1.000 | p=0688
£ oot 6816-5 82 18 7 12 s26% [N _ s N0 N5
LMOX 27 14 8 5 81.6% {0:195 p=0440 p=0152
Citrob ) 6815-8! 8 0 0 ) 0 % N§ NS
itrobacter spp. LMOX 7 2 1 4 42.9% Z:(l)z;f p=0462 p=0.192
_ 6816-5 5 3 0 2 60.0% N§ Ns
Klebsiclla spp. LMOX - p i 6 53.8% 2:6,23 : 8 p=1.000 P=1.000
6315-5 7 1 1 5 28.6% |N° NS NS
Enterobacter spp. LMOX 8 0 2 6 25.0% N§Z;6 'nlé g 9 p=0467 pP=1000
Serratia s 8815°5 21 4 4 13 1% N i [ s
re- LMOX| 19 8 4 7 63.2% W!=0:087 p=0.170 | p=0205
P 6815-8 3 0 0 3 0 % _ NS NS
rotens spp. LMOX 7 3 . : 57.1% Ng__-(l’?fg p=0475 p=0200
) 6815-S 5 1 1 3 40.0% NS NS
Acinctobacter spp. Z= 0670 = -
LMOX 9 1 1 7 22.2% | p=0.503 N;—I-OW N;—0~580
6316-S| 4 3 1 0 100% |°*,_
Other GNI LMOX s 2 2 5 444% __gzw:(;.(l)'ggs p=0217 ) p=0105
Subtotal 68155 83 26 14 44 0% (N e [ w
LMOX| 99 36 20 43 56.6% | p=gz25 | P=0432 | p=0234

FERNBONIDATH 120 LHLEMNRS, HEEKE
BMOBEARBERICIFEZIBDSNED -1,

6. EXRREERTIIRIITES

FEEIESRIROEBERREMOEH AR L, EHEL,
SEEE~NDEEHHZVIIREOEEOMADH ST
LDIIHOWVT, REMBERAE EEFRS L OMEMSE,
FHENSREICHFBLAZERZSABMICRLE
(Table 24),

VWHENROREFRE IV T HAEABMICREZEHH
REEICHEEZIRZY o1,

RIEEABRAETH L, 6315-SH{EBHTIE5M (3.5
%) ICRELEHNL LN LMOX &5 T3 104 (6.8
%) IKEBEHFA SN, REFBMOHEEEIC
HFEEREHONEM -7 (Table 25),

ik, BEETIMNETSL, BESMERIBLIUT &
RHEEARTH®IBLULThTERRENEEIN. b
DREFUPT, ZOH>LREEBMNASAAL DI
6315-S & 58, LMOX ##58zhZh2fld>T
& - 1: (Table 26),

7. THREHEICLIIERYR I UERMY

BRI AEHHOHFELNC, FBE (BYE)
L&A MBOHE TCOEKRYROHUE biTabht,

6315-Sfr5HTII 88 AIhEM 3L H (35.2%). &
224 4 (27.3%) THEH®E62.5%, LMOX 58T
(3112 Gk ¥E2h 43 5 (38.4%) B2 404 (35.7%) T
BRI THD, GRABEICHFEZIZHOA
78/~ 72 (Table 27),

o, FRENEYHLLLEAZHEL T, Analog
scale LICEEM L - EREDOHIES 10 BEICHT TR
FLAD BEHBEICEERZIZDonGh-1L
(Table 28),

8. Pseudomonas BSYMEH 5 K ULREFH TOR
BEXRYHH

BE®HRICEWVWT, Pseudmonas BORMI I
fEM T 6315-S HEMICERICESAFMLALY,
Pseudomonas BOBRHBE a7 bDEBRWVWTRIALL
$ERE B, Pseudomonas BORIB I NIER
BIUOZThENMALLERNTOERYRELMFET %0
6315-S £ 5.8 T3 37 #lic Pseudomonas B K
ah, TOREERDROFEYHRIZ.4%THY,
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Table 20 Bacteriological response

— excluded Pseudomonas cases —

No.

of

Statistical

Isolate Drug . Eradicated Persisted
strains test
6815-S 16 16 (100 %) 0
- Staphylococcus spp. NS p=10.227
¢ LMOX 17 14 ( 824%) 8
(-]
o 6815-S 8 8 (100 %) 0
® Streptococcus spp. NS p=1.000
2 LMOX 8 8 (100 %) 0
= 6815-5 24 18 ( 750%) 6
4 E. faecalis X p=0085
g LMOX 87 17 ( 459%) 20
- 6815-S 43 87 ( 860%) 6
© Subtotal * p=0.004
LMOX 57 84 ( 59.6%) 23
6315-S 32 82 (100 %) 0
E. coli NS p=1.000
LMOX 27 27 (100 %) 0
6315-S 6 6 (100 %) 0
Citrobacter spp. NS p=1.000
LMOX 7 7 (100 %) 0
6315-S 5 5 (100 %) 0
Klebsiella spp. NS p=1.000
LMOX 18 18 (100 % 0
6315-S5 7 5 ( 714%) 2
Enterobacter spp- NS p=10.569
LMOX 8 7 ( 875%) 1
-1
° 6315-S 21 14 ( 667%) 7
o Serratia spp. NS p=10.786
> LMOX 19 14 ( 737%) 5
Eo 6315-S 3 3 (100 %) 0
o Proteus spp- NS p=1.000
= LMOX 7 7 (100 %) 0
E
: 6315-S 5 4 ( 800%) 1
o] Acinetobacter spp- NS p=1.000
LMOX 9 8 ( 889%) 1
6315-S 4 3 ( 750%) 1
Other GNR NS p=1.000
LMOX 9 8 ( 889%) 1
6315-S 83 72 ( 86.71%) 11
Subtotal NS p=10.332
LMOX 99 91 ( 919%) 8
6315-8 126 109 ( 86.5%) 17
Total NS p=10.202
LMOX 156 125 ( 801%) 31
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Table 22 Strains appearing after treatment

— excluded Pseudomonas cases —

Drug §815-5 LMOX
Isolate
S. epidermidis 0 3 ( 10,0%)
E. faecalis 11 ( 28.2%) 12 ( 40.0%)
C. freundii 1 ( 2.6%) 0
E. cloacae 2 ( 61%) 0
S. marcescens- 0 2 ( 6.7%)
P. aeruginosa 11 ( 28.2%) 1 ( 33%)
Pseudomonas spp- 5 ( 12.8%) 0
Flavobacterium spp. 2 ( 51%) 4 ( 1383%)
A. calcoaceticus 2 ( 51%) 1 ( 33%)
Candida, YLO 5 ( 12.8%) 7T ( 23.3%)
Total 39 (100 %) 30 (100 %)
Table 23 Side effects
Sidec effect
Dru Incider Statistical
Drug Age:Sex T Appenrcd Disappenred mlrrlnginistrn tion o?c;[:)‘ecnernnce "t:‘:l.“cn
ype date dnte
39.F Hendache dull 3rd day 5 th day continued
6315 65. M Wheals, Redness 2nd day 3rd day discontinucd 2.4 % NS
—S
T71.F Eruptionn Nnusea I st day 2nd day discontinued (4/167) p=10.213
83. M Diarrhea 4 th day 12 th day continued
LMOX 66 . F ?;‘If;::::g( arms ) 20d day 6 Lh day continued ( lo/.IGGQ%)
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Table 25 Cases with deterioration in laboratory test results

Drug Age.Sex ltoms and change of abnormal values Incidenco Statisticnl Lost
56- M |[RBRC (338 -284%101) Hbh (13.8 ~11.3m /m ) 1 (88.2 --31.9%)
57- M Eo (6 +-11%)
6315-8S | 74-M GOT(62 -97) GPT(88 —108) 5/141
73- M GOT(10 --41) GPT(6 « 41) 3.5%)
25- M GPT(2! - 61)
- T NS
88 M |PLT(19.4 16X 10%) PT'(14.6—22.1nec.) APTT(N. I —64.9 noe.)|
3. F WBC (4700 —2700)
18.M | Bo (1= 6%) v = 0280
82. M Lo (7T -27%)
LMOX 82. M Eo (8-18%) 107147
81. M GOT(45—75) GPT(35 —64) (6.8%)
63.M | GOT(20~65) GPT(15—~64)
79.M GOT(22 -30) GPT(19-85)
76. M GOT(34 —44)
56. M GPT( 6 —51)

N.D. : Not done

Table 26 Abnormal changes in laboratory findings in 44 cases excluded
for safety evaluation according to violation of examination procedure

Items and change of values Examination day
Drug [Age-Sex
item before — after — follow |before after follow
Eo 1 — 6
68 F | GOT 20 — 45 -4 6
6315—S
GPT 13 — 52
GOT 37 — 62
76 - M
GPT 18 — 39 -4 5
61 - M | GPT 34 — 86 — 16 -3 5 27
. GOT 41 - 69 — 82
LMOX
59 -+ F | GPT 38 — 38 — 52 -26 5 12
ALP 111 — 142 — 141

LMOX # 58 ciz 23 flicRiiah, 52 2% 0FHE
Th ot (Table 29), & 5i, Pseudomonas BD 5}
MINn-EREZEDH2ERTIE 6315-S FE5HIZ 1
BLATHYWE57.6%, LMOX #5832 135 ITHY
$66.7%THD, VTN LERAHMHEZIEDS
htitv- - (Table 30)o

; m % i
FLOAFY LT T LRREME TH 5 6316-S 12

LMOX X h#% ¥ & h, Pseudomonas BUAD Y 5 L
BEEIH LTI LMOX LEIZSOHEHERERANR
Jb5L%EBL, LHhbLWbhbwaEIHRETILLR
HEMHOBEAEINTWE S LABBEICKLTD
BWVHENE2ETAILE/FHELTYWS, KH OB
MEERESRABE M T 25U, K2 LU0ERE
2EHNICHZTSHNT, LMOX £20{B¥EL LT
—EEREICLD, HBRBRETLS 1,

MK E L Tid 6315-S icfL¥ st & Ui b
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Table 27 Overall clinical efficacy judged by doctors
— excluded Pseudomonas cases —
Excellent Statistical test
D ] Uent|Mod t Fai P Total
rug xcelen oderate alr oor ota +M0d0fﬂle Dilh‘“!lll‘on Excel.lent ]Zx,:::ll:’n:‘.
68156 -S 81 24 14 19 88 6 2.56% [N§ N§ N§
2=1.498
p=0.661 p=0.091
LMOX 48 40 19 10 112 74.1% p=0.186
Table 28 Usefulness score judged by doctors
— excluded Pseudomonss cases —
Very Markedly
unsatinfactory " satisfactory A
Statisticsl
Drug Totsl
0 10 20 80 40 50 60 70 80 20 test
l 1§ ! l l l l 1§ l l
9 19 29 39 49 59 69 79 89 | 100
8 5 4 5 6 3 2 12 11 32 NS
6816-S 88
(9.1) {(1458) [(198) |¢(250) [(818) [(852) |(876) |(51.1) [(636) {(1000) Z2=-0.980
p=0.327
1 2 4 4 6 9 9 14 28 40
LMOX 112
(09) | (27) [(68) | (98) [(162) [(282) [(81.3) |(488) [(64.3) [(1000)
Table 29 Overall clinical efficacy in cases with Pseudomonas spp.
Overall Statistical test
D Excelient | Moderat P Total ffecti
rug xcelien odgeratLe oor oln e Et.ltveoneﬂl Dillribution Exccllent Elﬁzﬂ:t:t«:—
6315-S 3 9 25 37 324% NS NS NS
Z=1.267
=1.000 =0.177
LMOX 1 11 11 23 52.2% p=0205| ° P
Table 30 Overall clinical efficacy in all cases
including with and without Pseudomonas spp.
Overall Statistical test
D Excellent | Moderat p To tal ffecti 3
rug xcellen oderale oor ota e et:‘ltveenelu Distribution| Excellent I}xﬁ:l;:::"-:
6315-S 26 46 538 125 57.6% NS NS NS
Z2=1.007
=0. =0.159
LMOX 27 63 45 135 667% p=o0a14| P-O879 p
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BHiEC, TTICAYHY, REMICHVTEVHELR
ohTVSE LMOX A\ bR MEELRELLY Y,

LMOX 1377 LIRtEE D T b Pseudomonas i
HEMBROREAEE LTV A S LAHS N TV AR,
6315-S {3 Pseudomonas Ricx L TRIMETHEC &
N HEENERBARIOBEOMNCEhTWS, L
N-T, Foba—k, FRBOMEATIC Pseudomonas
BoRHShEFICREELBITELELTVA
M, EMEII3 Pseudomonas R i3 6315-S 58T 37
#l, LMOX 58T 23MBAL., L2b 6315-S #%
SBRICHERICBLAHELT VA, #2T, AHETI,
XK &5 MEHIIC Pseudomonas MDY & /- EH)
BEME. EHEOHENSLTROTEIR L, K
L. BRI iCiz Pseudomonas MO DIRER b
EHTRI LI,

BAERBEMOBERROAK/ICEVT, BLVEE
KENS oA, Fi, BREMA, ERKSE, UTI
RERBK. BRROBE HMELSLICRIEEZIEY
ohiim-t, , EEICOWTIX, 6315-S Bicicik
NELRHL, £, FEOHBEHBVENBLHHL
TWo IORHERTNICRFIE T, LEOFHREH
BIUGETHR LD, HHBL0EERTOEDR
KEEZERZVoNT, £/, HEBFEBLIUENSD
REGRAERLI-0 VR T ¢ v 7ERMITHEDR
KHEEZEZDohiih -t UELD, ORI
ek CHBICETOHERE b bOR, MBI U
FRAMORFICIEL2AZALBVHDEEL SNT, E
B HACHRABMOEYRELERF L, BE
EZREHoNEI -7,

EESHEBIC L2 RAEERYROFHEIX 6315-S
#5868.2%, LMOX 58 69.6% TH 0, WmHEAIR
BIEEZRZDoNEh 1, 1, KEREHP
AT—TVEABOFEIC L ABHIRETICE VT bR
BRicEEZRZHONT, BRRICHTEHPRICHOL
THHEEZRZHOoONE M1, LML, HERICK
TAWR T, Staphylococcus DML + B/DR
it 6315—S #5813 75. 1% T, LMOX 58D 47.0
KB L THEZABD O, SHHEFNHRT
B, 75 LBHEDOHAEIL 6315-S #5854 86.7%,
LMOX 585 91. 9% L BEEAED M 12, 75
LRBMEE T3 6315-S 58T 86.0%, LMOX &5 #
T50.6% & HEIC 6316-S HERMNT ATV A, &
fo, F— 7R &M fohi, Pseudomonas B3t L

T 6315-S e 53¢ 43. 2%, LMOX 53 82.8% &
6315-SHESMIABICEVHRTH ~ 12, LIEDZ &
i3 6315-S 3 Pseudomonas MUAND 7 5 LI L
LU 5 LAMEICRVAEAERT 5 L\ ) RE 0K
WEBRSBDODLAEREEL SN, 3510, RS
B> MIC t MBAREATAHS L, 6315-S HE5RT
1 BOPIAERNT, MICH 12.5ug/mlLUTFTD b
DFTXTHEMRL, ALK BLBRAICHIEESR
MNETL, MICRES* LS RBTBERTHD, &K
DD 1 DL EL SNT,
FREMEOEYRIL 6315-S #5862, 5%, LMOX
REE M 1Y TERABMCEEZIBLSNT, &
AHHECBVWTOHEABMICEEZRIZHONNL
Mhotoe

Z2MICHL TR, EfERBLUBRRREBEEOR
BRICIHEHMIcEREZREHoh?, BEALVLD
EEZONBH, 6316-S HFEBHIHEWVT 2 PUCREMH
Ao, #hbahticl e otint 7 2 LEFEY
Bl EHTULF-MNTEINENT, S%kID
RCHT2EEFEVRILET I LN EEL oM,
Pk, LMOX LD _EERIUBERROBEEREH
ICHTd 5 &, 6315-S (I MMMRESEAEE I3 LT
Pseudomonas B%* B\ T, LMOX &E#, 9.
e BIUFRAEO TSN ERTHELEELON
7o

X Ly

1) 6315-SHELDicHE (F2M), 1984

2) UTIHAS (R%F: KRIERK, FEHEXR) : UTI
(PR 8RR AL fE ) 3E%h 37 il B %, Chemotherapy 28 :
321~341, 1980

3) UTIHRS (K% : KEIERK) : UTI (RigmRg
fF) RSB R, Chemotherapy 28 : 1351
~1358, 1980

4) SEEFE—, fh (45 BN IRIERR
fEIC*E 5 6059—-S DEMZER, Chemotherapy
28 (S—T) : 850~857, 1980

5) kK BA fh (16 HRBLIZOMERER) !
Oxacephem it 6059—S D #5 HE  FR B L 4
fEIC X3 A BE AR 3 4f — Sulbenicillin 2 x4 B i H
Witk 8K & (Well controlled study)-—.
Chemotherapy 29 : 533~566, 1981
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6315-S (FLOMOXEF) IN COMPLICATED URINARY
TRACT INFECTIONS : A DOUBLE-BLIND
CONTROLLED STUDY USING LMOX
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Department of Pharmacology, Hamamatsu Medical College

To determine the efficacy, safety and usefulness of 6315—-S (flomoxef), a double—blind con-
trolled study was performed on patients with complicated urinary tract infections, with
latamoxef (LMOX) as the control drug. The following results were obtained.

1) In overall clinical efficacy and usefulness, no significant differences were observed be--
tween 6315—S and LMOX.

2) There were also no significant differences in stratified analyses of type of infection, ca-
theterization and efficacy against pyuria. However, against bacteriuria, a higher elimination
rate for Staphylococci was obtained in the 6315—S group.

3) Bacteriologically, the eradication rate of Gram-positive cocci, especially E. faecalis, was
significantly higher in the 6315—S than in the LMOX group ; but eradication of Gram-
negative bacilli was not significantly different.

4) In the 6315—S group, almost all isolates with an MIC of less than 12.5ug/ml were
eradicated, and there was good correlation between clinical efficacy and MIC’s.

5) There were no significant differences between the drug groups in incidence of side ef-
fects and abnormal changes in laboratory findings. Nor were any side effects or abnormal
laboratory findings serious.

From these results, we conclude that 6315—S is as effective against various Gram-—positive
and—negative bacteria, with the exception of Pseudomonas spp., and as useful in the treat-
ment of complicated urinary tract infections as LMOX.



