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FLSBRShAED €7 - a4 T-2588 0, HMMEREEIECHT 2 H B2 ZH < S
THEMT, cefadroxil #%4BE Li-—EERHIB AT s 1o

T-2588 1 1[E 100 mg, cefadroxil (1@ 250mg #\vFhd 1 H3ME, 5 BEix7 HE&ED
&5 Licth, UTI SRPMMEECHE » TR R A HE Lichd, AROBRRTICIZELTED
-')'/':o

RAFRRIL T-2588 #ERED 153 fidh 63.4%, cefadroxil FERED 140 fi T 59.3% T
BY, MEMcEYZDT, ¥ UT] ZEFBRECBILE LIBACL, WIhoRBRC
BOTHELTDD I o feo MEMARL T-2588 55T 215 #keh 76.7%, cefadroxil #5Bf
T 201 ke 75.6% LEAabdTch - tons, WEEE iz Pseudomonas aeruginosa O %X 12{E
RThotoo BERHBEE LTIz, T-2588 {EHCHIT 3 75 ARMEAEHE O HBUREED -
hrelS

BfFARAR S 4GZD bhics, TORBEECHE LTEXRDT, ERREORKE
REBE S ER T Ieh o fes L, T-2588 (3 cefadroxil & FIREIC B4 7 7 L £ bR
Ro FEDLEIEMA & ¥ R L CHREHEMSEAHE LA B OWTh, ARHEIC £k bhish
271

ChOmEN e, T-2588 01 H 300mg #4513, cefadroxil ® 1 H 750 mg #5 & R,
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P. aeruginosa IS DMIBEC X 5 EHERBERIIEDOBFCE L TER LB I his,

T-2588 WEULETEGAMEMTHEIRALFL
W= AFAHOEO X7 = 2KT, WNIRBEEHSRIT
Th, BEEDO=AT5—¥ XY MKkamzh, T-
2525 Lito THIEN®HET 5, *OBER X Figl
WiRL7ent, T-2525 B¢k 0o RN+ 7 =28 & B it
b, 4 v ¥—n1iB Proteus, Citrobacter, Enteroba-
cter, Serratia s ¥ bMHETER 2R T A EHE S
B0,

T-2588 12 & LCRFHftIh, 8BMH ¥ T
30% 7% T-2525 L LCTREH#HIh 52,

Thboz & mnb T-2588 i3, BHHHEREELEE
HLTXTORHEIR LI h, ZE open trial kit
2emEFRE TS, UTI RBFMESE O £HCEK
U 7o M PR B R IE 382 Bl ch, B L BHE b1
BRI 66.5% EBEIhTWV2BY,

%o T T-2588 o ##M REELSE © ¥ 5 HRAK
¥ RPN FEMT % BT, cefadroxil (CDX) % %R
ELEZEHEREC I AHEBRAY T - o0

I. HR&ELVRFFE

1 HNEEEFIVBEELE

RERCEBRRE 2B T 2 0 R M R 2 s R B
&L, UTI ELRFMELES 1, 5 =2/hpl Ll EDIE
RE 104 =/ml Y EDHERYET 5 16 I O
THHZ L BELMEE L, ZhHD EMIILE 52

Fig.1 Chemical structure of T-2588 and T-2525
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_1]\|1/ l %-CONH-L‘\S N=-cH,
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(M. W. =503.6)
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BRDOWREFZ, BBF 60 F£1AnbR%E6 %o
BleZ2 LEERATH 5o

2. BERZEA

BRETFEAI L LC1Sedic T-2588 % 100 mg 4443
GeAl%, E o MBEA L LT1 0 7 e iz CDX 3
250mg EHFTHHTEwr (FYRbA. <A Y-z
’EO Ao, MEEHE LT CDX AN B
1%, T-2588 LRAAMORER L7 = AFOhT, CDXp
B BEBERX BREAOBRCAVLH, Lhbrox
% & REMTHT HFHALS—~E LTV B ket 5,

FAAZSMED 2L BB ic®, ThEhOEH L
Hi& { [Fl—7g placebo (L, T-2588 %5 np
i T-2588 D%EF L CDX # 710 placebo 3,
CDX #5358 iz CDX DEEE T-2588 &0
placebo 2 EI N D X 5 IBAEbE B Litky,
G EA OB L TR Lico SH158E 7 740
177wk 1@EL, 3 A% 1HALL, BEATH
DERER LB O 24 A% 1EML & LT145K
I, FHIZ L LT IT-CDX] EFR L, —EES v
Lico FEFIDEIfFFz=v b v —5— (AHEER) ik
EBICIT 7V, BN EES\ T AP B BRI
Lichs, RABERIRAPEAR T T 5 cavie
— - DEECRE L, Fh, =v—Uovv—%-
b r =5 RGeS, BRI cEEvE
RINIBNZLL fehs - oo

EAOSRABRIERLH T, 2 br—5-4k
YRR L7 3EHI4 5 B EicoC, Bemkhkal
PRI LR TR 218, BIEMALEFEHRE (T A
HEFHE) HKIE LTT - oo % 7o placebo 2L
THEREFDOHEIL O\ TOREDREBRIZH LTz,

SRR © FHHE 1k, T-2588 iz 0\ T it, Bacillus
subtilis ATCC 6633 ik i\ I FEREIC LY, 1
CDX o Tz, HiE—R%R®E 0 EFRE [+
7 7 FRF Y] OAFHRBEHE - 7o

3. #BEHE

T-2588 13 1[81 1%, CDX (x1[@E1 5 7 erd, vF
M 1H3E, BRBICEE L, LisisT1ERS
#it T-2588 A1 300mg, CDX (% 750 mg &gk, &
DX B EBRRE LBl B RBRIES
X35 CDX OBmE#HER»1H 750mg THAHZ L
%7 T-2588 {20\~ Ti2, open trial ics\ T HEER
BEREPIE I LT 1 B 300mg HEMARLEL, 20
BERCST 2ESESARRE IR TS L, DX D
B 58 LB LA, RepBhiiRiz CDX 15547
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o, #EHECDX X hdig DERTVE Z & b, Table 3 Background characteristics
YET X foZ bic iz k
CDX LW ABTIHRS }:%f_ bh izl %, Ttem Category T8 | X | 2w
KEHEPMCOWTIL, T8k HEMRBEREC o
o ale 8
SLTIR5 BRI ETEo TUTer, SEIREDF TS D, Sex ret o e Y
6L LTAREBEN T L e D0, TOEEDK — p .
B, 7 BEEEOFBNEM > 12 En b, 5 BEIIL 20-39 .
THOWThAIZHERESZ & & L Age 40~49 10 6
4. EFRBDREOHE distribution 28~sz a % NS.
ERHRONER UTI BHFFHLE ., LA o o
KA, WEFNSRRE LD W Tiikot, T 0% 80~ 2l 2
& BELKEGER LIEALERBRAE L, 28T Group 1 7 5
iﬁ h &%g hfﬁﬁ") b, mﬁoﬁﬁﬁ(lﬁﬁ%@ﬁﬁﬂﬁ Type of Single Group 2 4 5 :
khhith- EAL ERBE E L, WTIhLERSE infection infection Group 3 16 11 NS.
DHERfT btV L& L (UTI Group 4 7 75
Thoolst, % B IOCBEERGEOHE L HE grouping) Mixed Group5 14 9 NS
fis (EEH), = = =7 —, MEFHREY infection Growpb | 57 | 3 | ©
% (LH—B) BSXUOkAMIEE D 5> b D64 (BE Grade of £(5~9) 8 7
L # % BEWT B B EESL 8 % pyur s e R
N o sBRHUEEALI 5\ T HRHIT 25 (cells/hpf) | s | s
Non 84 66
Table 1 Patients studied f-Lactamase | Low 77 64 NS
T-2588 | CDX | x’-test producibility ;flgtht o z; ‘2‘;
Ot teste
No. of patients 193 193 B
Duration of |5days 73 71
No. of patients excluded 27 43 treatment 7 days 80 69 NS.
No. of drop out patients 13 10 NS With 68 6
. 1
No. of patients evaluated Symptoms Without 5 NS.
for clinical efficacy 153 140 e il n
Out patient 114 105
No. of patients evaluated S I ! DE-Z e >
for side effect 192 188 NS. tatus n patient 36 32 NS.
Unknown 3 3
Table 2 Reasons for exclusion and drop out
Reason T-2588 CDX x*-test
Disease out of the object 1 2
Pyuria less than 5 cells/hpf 2 4
Negative urine culture 12 16 NS
Exclusion | Bacteriuria less than 10" cells/ml 8 14 -
Infection due to fungi 4 5
Others 0 2
Sub total 27 43
Discontinued due to side effect 2 0
b Insufficient examination 9 7 NS.
TP OUt | vislation of protocol 2 3
Sub total 13 10
Total 40 53
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4 UTI EHFMEE X BHE L2, BRE
M 2 OB THE LR ROV THRE L
Fept, T OBETEY, BR OR% EHH0 4B
CHETAHZ EE LTS

5 SEEORER XU MIC ORIE

R OB T dip slide ¥ (¥ ) » 4 MER)
X DAL, ZEHTR\T 24 BRBEERCERO
HERTIL, HEBZL DL EOH RIKERFESF
T BESHEERBRCEM L, EEORE MICO
HFE, WLV p-lactamase EARORF®1Tie->70

MIC 13 B A& bRk F & @RS iy, T-2525 &
CDX o MIC ®IE L7, * f B-lactamase fFHEIL,
acidometry 3 X% nitrocefin disk #HVWTHEL, @
disk &3 iM% RT#% B-lactamase high produ-

cer, nitrocefin disk |I[EME TH % »' acidometry diskiz

13fatE OfA B-lactamase low producer, f disk Ed
RatE D#E% B-lactamase non-producer k¥ Lk,

6. ElffFBo®E

EIfEA oW TiaBRA, BiESI 2 S0 BHm L~
TOEFOWT, BMEMEIER CBERREE RS
THE LR L, BMENEIERE : LrBERRER
DEALHTD bR IFETIL, BEEH & OBER Yy
Fia MRy, UTI Ml LR, O R
Hbl b BRLL] CED 5 BRETHE L,

7. BRECHE

Ea LBIfEREEBELT, 1 QB hEEYE,
EEI OB AR ZHE Lico BRYE O HE T, —#c
MIERiE) fime MTFEEAM] LRLERI L
cm D7 Fw SAr =V OB B HYO 5%
HEEAVI,

8 B #

Table 4 Organisms isolated from urine

T-2588 CDX x’-test

Organisms No. of strains (%) | No. of strains (%)

S. aureus 9( 4.2) 2 ( 1.0)

S. epidermidis 7 ( 3.3) 6 ( 3.0)

Staphylococcus sp. 14 ( 6.5) 5( 2.5)
GPC | E faecalis 27 ( 12.6) 30 ( 14.9)

Streptococcus SP- 3( 1.4) 2 ( 1. 0)

Other GPC 1( 0.5) 5( 2.5)

Sub total 61 ( 28.4) 0 ( 24.9)

E. coli 51 ( 23.7) 4 ( 21.9)

Citrobacter sp. 6 ( 2.8) 9 ( 4.5)

K. pnewmoniae 13 ( 6.0) 13 ( 6.5)

Klebsiella sp. 5( 2.3) 5( 2.5)

Enterobacter sp. 10 ( 4.7) 9 ( 4.5)

Hafnia sp. 1( 0.5 5( 2.5)
GNR Se')'r({tlkz sp 11 ( 5.1) 16 ( 8.5) NS.

P. mirabilis 7 ( 3.3) 8 ( 4.0)

P. vulgaris 2( 0.9 1( 0.5)

M. morganii 3( 1.4) 1( 0.5)

P. acruginosa 20 ( 9.3) 15 ( 7.5)

Pseudomonas sp. 8 ( 3.7) 6 ( 3.0)

X. maltophilia 3( 1.4) 1( 0.5)

Acinetobacter sp. 4( 1.9) 6 ( 3.0)

Alcaligenes sp. 3( 1.4) 4 ( 2.0)

Flavobacterium sp. 3( 1.4) 4 ( 2.0)

Achromobacter sp. 0 1( 0.5)

Other NF-GNR 3( 1.4) 3( 1.5)

Other GNR 1( 0.5) 0

Sub total 154 ( 71.6) 151 ( 75.1)

Total 215 (100) 201 (100)
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ERRAPER TR — 27— FRER L, ERFH
DERRT - Itk BHRABRERLSRE VBB X
DL OHERTREL, ETEERBRE &L L
FEolrovwTiy, UTI BBFHEERE R % - CTHRIRZHE
@¥Hﬁ%’ﬁ foo 1o

OB AEREBMEDORB IR L X
RALEET HEBMELZVOB L, avie-—
s—pF—F— 7T ARV,

9. HEEtREENT

HRBOBKOEMTIZa Yy b r—F5 =2 EERHE-T
firotdt, BATIX, v AT ALYy 7E I E D W
T, Yates OEEXAVIC X2 BRELE, Fisuer OEHE
BRAEE, Mann-Wartney O URER IR E XAV,
L0%A, EREGEAUEKRELZEA L, ERXR 5%L
THEEKE & Licr, RRPIZERE 5% HUT
(PL0.05) DFH L +Hl, fERE 1% HUT (P
0.01) OBERIZ=+HTRL, AEZ DO BRI
BAwix N.S. kR LT

II. & *®

1 HHEEfOSE
EERREIBRIART LR T D 2 @iz 7e b b h o
AlOSERBBL, T-2588 (1 2BAMAATAL 109.0%, &
TH#A 107.1%, CDX (3BAfARIA 101.7%, KT
100.1% Th b, WH & LHEED 90~120% DHEANIC
by, EECEETHLOTH -1,

¥ 7, placebo i3, HHE L EERZLCSA LT
RN Z ENFER I T,

2. BEHEGIK

FERFCBE L TREIBLh, BRHOHEMTFiebh
7<EEGi3, Tablel DX 5128 hT 386 fld - 7248, &
D5 BERID 70 Fids L OFEE D 23 BB T-25884
58D 153 f, CDX #EH D 140 fliz oW T HERTF
DERE, BRPHER IOEREOHE N Tiebhi,
ExSt3s X OB OB L Table 2 12k Lic23, 461
& LTI REFMORPMELAS 10* =/ml Kb 738
HEDOLONRSEL, EFRBI%S & LTRREORE
I DRE DT ishieds o 1 EEFAZh - oo

Fig. 2 Sensitivity distribution of isolates (108 cells/ml)

100
F

50
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(A+C) @ (B+D)

1 1 L 1 L L 1

o N S (ng/ml)
Treatment |MIC MIC (eg/ml
group. of Lo 0.5 [ 0.1 [0.2 [0.39]0.78]1.56]3.13[6.23]12.5] 25 | 50 [100] 200 [>200] rotat
e 511036 22]8 7 [10] 86 [10]z20]0
5 ) (2.6)](7.8)|%6.6)| 300|122 |45 31| 5.9 | 505 | 35.7 599 83062 [ [,
T-2588 (A 3 : 0] 19
5% 1 5 |44 [3L |7 [17 [16 | 10 |57
I 05 26| 5280443 47,9 3681651 {7081 )
ol Tl 2110030 29010 2 [ 8 [ 4 [8 [8 4 ]9]23(2
DX e |06 (1T (76150 |49 |ur.n | e | 335 558 | €05 |50 674 206000 -,
18 T |1 |6 |46zt ][5 [15[14]12]51
i 06 12 | 57 3000]93.6)]146.5)] 552|630 (70.3)] (100)
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Table 5 Comparison of MIC of T-2525 and CDX related to the S-lactamase producibility
T-2525 CDX
High Low Non Total High Low Non Total
(73) (141) (150) (364) (73) (141) (150) (364)
Range 0.1~>200 {0.05~>200 | <0.05~>200| <0.05~>200| 0.78~>200 | 3.13~>200 | 0.78~>200 0.78~>200
MIC, 12.5 0.39 25 3.13 200 50 50 50
MIC;, 100 25 200 100 >200 >200 100 200
Geometric mean MIC 8.5 2.8 10.2 5.9 61.6 50.2 32.7 43.8
Mode >200 0.2 >200 0.2 >200 >200 6.25 >200
() : No. of strains
3. HEET Fig.3 p-Lactamase producibility
B &R L, BEDROHEI fTisbhi: T-
2588 H LB D 153 fl, CDX HEHD 140 flicols z-“;‘f;’"s . jlg lz;
.epdernmudis
T, AMOWRET LI LERSE—ELT Table3 oo " =0
TR LIS, WEFhoBEBE LT, MERcEEE E. faccalis —J(®)
BdOIm o toe 73 T BRI T-2588 f 58 Other GPC —
i= 80 4 (52.3%), CDX #5231z 69 f (49.3%) » i}”’ [tf"al - ﬁlg sg;
L. colt
. WRELLICS BREISEOIL 7 BRBEALER e o 055
5&’65 2> 7o K. pncunoniac ()
S0t 5 ARIEE & 7 BEBREMNDFhFhico Z(""’Sf‘;”” SP. [ = 7IE lg;
_ "n/vg‘o hacter sp. 1
WTh, T-2588 #3E5REL CDX BEROWRAFLR 0 —
CHREIZOWTHRE LS, R AEEZERED bl Serratia sp. =T ( 2)
Do too P.mirabilis N W ](13)
JRREA iz Table 4 1R Lizn', MEHHICZIZES EWW““ &, S \§¥2
. . . - . N -morgani
LY, WEE L Lz Escherichia coli Mg %<, tus P.acruginosa R = .
C Enterococcus faecalis, Pseudomonas aeruginosa O Pseudomonas sp. [ N (1)

IBTH -t ZhbORERAEIZNT A D MIC (1,
T-2588 #5887 & 4y M X h 7o 215 #rh o 192 &
(89.3%), CDX #ERH LAMES Rt 201 #rehod 172
BR(85.6%) IO WTHIE I izt Fig.2 0 X 51z T-
2525 o MIC %45 (A:C), CDX o MIC 447 (B :
D) ouwFhImBEMicEYEDh T Ll T-
2525 o MIC & CDX o MIC & # Mg U - 88z
(%, T-2588 $x5% (A:B), CDX #5% (C:D) o
WTFRIZEWTE T-2525 © MIC AvEEICER T
oo E7o5 BRI & 7 HRIBIEGADOFh Fhizou
T WERAREHCRT 3RERESH, MIC 4%k
LB, WTFhbHEEZIZED b -1,

ChPhe L 8B, EREBOME MRE0HE,
BBER ST OVCTHLREE L, WFh L HRRicE

ROT, ThOLOHERL G, MELZENELERT
HY, WEHOBEKREEDLEIIATAE & HI0 S hte,

4. SHEECxT 5 MIC

FEHRLEFBARL, REMORFL v HBExh,
MIC DFIEH TN i-HIEE 364 Buoxfd 2 T-2525

X.mallophilia
Acinetobacler sp.

Alcaligenes sp.

Flavobacterium sp.

Achromobacter sp.

Other NF-GNR X (6)
Other GNR [ e
Sub total N I )
Total N (%4
0 20 40 60 80 100%

H.P. ! High producer, L.P.: Low producer.
N.P. . Non-producer, ( ) ¢ No. of strains tested

& CDX o MIC # M3 % &, Table5 nkiir T
2525 o MIC 13, £4k& LT CDX ozh X hHEE
hTxbh (P<O.01), FD3E i3 3ERETH o

Thw B-lactamase FEEARE L DRI THS &, high
producer izt LTi3FH 2.9 4, low producer XL
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Table 6 Overall clinical efficacy classified by type of infection
¢ infect Treatment No. of Excellent Mod Ov'era]l
Type of infection group patients cellen oderate Poor effectiveness U-test
rate (%)
1st group T-2588 7 0 2 5 2/7 (28.6) N
(Catheter indwelt) CDX 6 2 1 3 3/6 (50.0) S
2nd group T-2588 4 1 0 3 1/4 (25.0) NS
(Post prostatectomy) CDX 5 0 1 4 1/5 (20.0) -
Single | 3rd group T-2588 16 3 10 3 13/16 (81.3) NS
infection | (Upper UTD) CDX 11 6 2 3 8/11 (72.7) -
4th group T-2588 75 39 19 17 58/75 (77.3) NS
(Lower UTI) CDX 75 40 14 21 54/75 (72.0) -
T-2588 102 43 31 28 74/102(72.5)
NS
Stb total DX o 4 18 i 66/97 (68.0) s
5th group T-2583 14 0 1 13 1/14 (7.1) NS
(Catheter indwelt) CDX 9 1 0 8 1/9 (11.1) -
Mixed |6th group T-2588 37 8 14 15 22/37 (59.5) NS
infection | (Catheter not indwelt) | CDX kIt 9 7 18 16/34 (47.1) -
Sub total T-2588 51 8 15 28 23/51 (45.1) NS
ub tota CDX 4 10 7 % 17/43 (39.5) >
Total T-2588 153 51 4(_5 ?Ei 9A’,/103F§3,4? NS,
CDX 140 58 25 57 83/140059.3)
Table 7 Relation between effect on pyuria and bacteriuria
. . | Treatment Pyuria Effect on
Bacteriuria ..
group Cleared Decreased Unchanged | bacteriuria
Eliminated | T2 | 51 9 17 77(50.3 %)
CDX 58 5 10 73(52.1%)
Decreased T-2588 3 0 4( 2.6 %)
CDX 1 2 0 3(2.1%)
Replaced | 172988 | 12 4 16 32(20.9 %)
CDX 6 1 19 26(18.6 %)
Unchanged T-2588 7 6 27 40(26.1 %)
ne CDX 8 4 2% 38(27.1%)
Effect on T-2588 73(47.7 %) 12(12.4 %) 61(39.9 %) 153(Patient)
pyuria CDX 73(52.1 %) 12( 8.6 %) 55(39.3%) | 140\ total
Excellent T-2588 51(33.3 %) U-test
) CDX 58(41.4 %) | Effect on pyuria N.S.
Moderate T-2538 46 Effect on bacteriuria N.S.
CDX 25
T-2588 56
Poor N
CDX 57
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Ti13F¥ 4.2 #&, non-producer TR LTS 1.7
wFhi T-2525 @ MIC R TV —7, B-
lactamase high producer, low producer, non-produ-
cer DEFNERICT B T-2525 © MIC BHET S
&, low producer X35 MIC NELENTED,
high producer Zx{3 % MIC X b3Fig 1.6 4, non-
producer i35 MIC X h¥#H 1.9 KD o T B,
high producer & non-producer X3 5 MIC iz
LA L ERTD I - T A CDX o MIC  HE
3% L, non-producer 335 MIC NELEN, KW
¢ low producer, high producer DIETH - 1o, =%
it iz EEBARERRD LR TVt

Ric 7 5 ABEERE (GPC) & 7 7 ~atERE (GNR)
L CmEBE O MIC vt s L, 3 GPC b
LTz T-2525 o4, 0.2~ >200 pg/ml DOFEEICH T
L Y—7i% >200pg/ml T % A%, MICs (3 200
pg/ml, MICq X >200 pg/ml, geometric mean MICix
69.5 pg/ml TH B, —H, CDX © MIC 1% 0.78~>
200 pg/ml OFECH T L, € — 7% 50 pg/ml BB H
RTE DY, MICs i 50 pg/ml, MICq (3 100 pg/ml,
geometric mean MIC 1% 39.9 pg/ml &, GPC 2R LT

#,

11 CDX o MIC A@Eh T 543, MIC 25 ygjml ¥
CTOREHE TIL WARRERCATERLTEY,
25 pg/ml LA ECHEFI O MIC S DENERI T T\
%o

GNR izt L Tk T-2525 DOFA, <0.05~>200
pg/ml OFFEEH D, 0.2 pg/ml & >200 pg/ml iz ¢~
2w BT H DN FRR L, MICs 1% 0.39 pg/mi,
MIC,, i% 25 pg/ml, geometric mean MIC i3 3.0 g
ml TH 5B, chiexfL GNR 3% CDX o MIC
13, 1.56~>200 pg/ml OEIFIH Y, 6.25pg/ml k>
200 pg/ml € — 7 %HT B IO RR L, MICy,
i 25 pg/ml, MICq X >200 pg/ml Th Y, geometric
mean MIC 1% 45.0 gg/ml &, GNR &3 LTk T-
2525 ML ICERTE D, TOEITFEE 39 ETH
- To

BifE L B-lactamase EEAERE & o BAtk ik Fig.3 ki
L#=#25, GPC T 80 ke high producer 6
(7.5%), low producer »% 28k (2.5%) & pacta
mase producer DEEILIEA - fehl, GNR 0 284 T
i1 high producer 7% 67 #k (23.6%), low producer n
139 # (48.9%) Lx0FEIEL, REEERE2ML

Table 8 Clinical assessment by doctors

Treatment | No. of Clinical assessment Effectiveness Ustest
group patients |  Excellent Good Fair Poor rate (%)
92/153
T-2588 153 51 41 18 43 /
(60.1)
0 N.S.
83/14
CDX 140 51 32 18 39 (59.3)
Table 9 Effect on subjective symptoms
Treatment No. of
Symptoms . Resolved | Improved | Unchanged U-test
group patients
5 1
T-2588 6
(83.3) (16.7)
Fever N.S.
7 1
CDX 8
(87.5) (12.5)
T-2588 52 26 9 17
Urinary (50.0) (17.3) (32.7) NS
frequency ~
cDX 51 23 4 24
(45.1) (7.8) (47.1)
_ T-2588 29 2 3 S
Discomfort (72.4) (10.3) (17.2)
on urination 23 1 5 NS.
CDX 29
(79.3) (3.4) (17.2)

(%)
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LTt 364 Bk high producer 2% 73 # (20.1%), (33.3%). H%h 46 4l (30.1%), E#h LB A SR 1e
low producer %% 141 ¥k (38.7%) THH, non-pro- BHE (LT, HLHE) 63.4% TH v, CDX LERD
ducer 1 150 ¥k (41.2%) THhotco THEEENITL 140 BITi33E%h 58 4 (41.4%), K%y 25 B1(17.9%),
#4812z, Citrobacter %2 Serratia W3\~ T B-lacta- HREK 59.3% &, MRRICEERDDIH 700

mase EABEOEE I TN - T, UTI BRRERGICHE Ligacd, WIhomR
5 BRBR FCH T ERRZ B U Ol BR 213380 S h s
i) BEBRSR S
UTL SRFHEEREC I > THE LR AR BRI, RABERDEHEOREL LEBRcHT 258 &,

Table6 DX 5ic T-2588 BGHD 153 QI EH 51l MERICHT HHE & OBIFIS Table7 (R Li-pt, B

Table 10 Bacteriological response

T-2588 CDX )
Organism No. of No. of 2 FISHER'S
.| Eradicated (%) | Persisted "~ | Eradicated (%) | Persisted test
strains strains
S. aureus 9 8 ( 88.9) 1 2 2 (100) N.S.
S. epidermidis 7 4 (57.1) 3 6 5 ( 83.3) 1 N.S.
Staphylococcus sp. 14 13 ( 92.9) 1 5 4 ( 80.0) 1 N.S.
E. faecalis 27 18 ( 66.7) 9 30 24 ( 80.0) 6 N.S.
Streptococcus Sp. 3 2 (66.7) 1 2 1 ( 50.0) 1 N.S.
Other GPC 1 1 (100) 5 4 ( 80.0) 1 N.S.
Sub total 61 46 ( 75.4) 15 50 40 ( 80.0) 10 N.S.
E. coli 51 48 ( 94.1) 3 44 38 (1 86.4) 6 N.S.
Citrobacter sp. 6 4 (66.7) 2 9 7 (77.8) 2 N.S.
K. pneumoniae 13 13 (100) 13 13 (100) N.S.
Klebsiella sp. 5 4 ( 80.0) 1 5 5 (100) N.S.
Enterobacter sp. 10 6 ( 60.0) 4 9 8 ( 88.9) 1 N.S.
Hafnia sp. 1 1 (100) 5 1 ( 20.0) 4 N.S.
Serratia sp. 11 9 ( 81.8) 2 16 11 ( 68.8) 5 N.S.
P. mirabilis 7 7 (100) 8 8 (100) N.S.
P. vulgaris 2 2 (100) 1 0( 0 1 N.S.
M. morganii 3 2 (66.7) 1 1 1 (100) N.S.
P. aeruginosa 20 ( 20.0) 16 15 1( 6.7) 14 NS.
Pseudomonas sp. 8 (75.0) 2 6 4 (66.7) 2 N.S.
X. maltophilia 3 2 (66.7) 1 1 1 (100) N.S.
Acinetobacter sp. 4 3(75.0) 1 6 4 ( 66.7) 2 N.S.
Alcaligenes sp. 3 1 ( 33.3) 2 4 2 ( 50.0) 2 N.S.
Flavobacterium sp. 3 3 (100) 4 4 (100) NS.
Achromobacter sp. 0 1 1 (100)
Other NF-GNR 3 3 (100) 3 3 (100) NS.
Other GNR 1 1 (100) 0
Sub total 154 119 ( 77.3) 35 151 112 ( 74.2) 39 N.S.
Total 215 165 ( 76.7) 50 201 152 ( 75.6) 49 N.S.
Table 11 Bacteriological response related to the 3-lactamase producibility
Treatment A-Lactamase producibility —test
group High Low Non
T-2588 28/31 (90.3) 54/77 (70.1) 67/84 (79.8) N.S.
CDX 33/42 (78.6) 47/64 (73.4) 52/66 (78.8) N.S.
x’-test N.S. N.S. N.S.




SEPT. 1986

CHEMOTHERAPY

918

9I/11 (749 /L 2/2 1/1 Xdao as
M D
11/6 €/1 2/2 2/2 1/t 1/1 /1 /1 8852-1L s
S/1 ¥/0 1 Xad s oufopy
/1 /1 885¢-1L
6/8 €/¢ 1/0 (744 /1 748 /1 Xao s sopoq0iauy
01/9 /1 ¢/1 /1 1/1 €/1 /1 8852-1L
/s /1 v/v Xas s ooISqay
S/v 1/0 €/€ 71 885C-1
€1/¢€1 /1 |74 /1 €/¢ L/L Xdad avownaud 3
e1/€L e/e |92 /1 e/e e/ S/S 8852-L
6/L 9/§ 2/1 Xao “ds 42j00qo4j1)
9/v 1/1 2/1 885¢-1
vv/8¢ 1264 /1 /0 748 6/6 82/v2 /1 Xas -
16/8% /1 /1 b/b 11/01 L3/S¢ 9/9 [74¢ 885¢-L .
0S/0% | 02/¥1 1744 1/0 8/S /1t /1 1244 /1 Xdo
/ / / / / / / / 2101 Qo
19/9% | 11/L L1/11 21/6 €/¢ e/t 2/1 v/g e/e €/ €/¢ 2/ 885¢-1L
S/v v/€ /1 Xao
E— 049 Y0
/1 1/1 885¢-L
F ot Xas “ds $11200004da4iS
€/2 /¢ 8852-1L
0€/¥2 8/S €/¢ Ly 01/01 74 /1 Xad
sivaovf g
L2/81 ¥/e 6/S eL/6 74 1/0 8862-L
S/v /1 1/1 1/0 /1 /1 Xao )
[— “ds snao20iydos
pI/eL S/v 74! /1 /e /1 ¢/'e 74¢ /1 8862-L
9/8 S/v /1 Xddn
7 Ssipupdo g
Ly 2/0 1/1 7 e/1 94t 885C-1L
2/2 ¢/ Xdad
— SHIAND S
6/8 /1 £/2 1/t /1 /1 /1 /1 88G2-L
auop dnoi3d
[ejoL 002< 002 001 0S S¢ gl S¢'9 ere 91 8.0 6€°0 0 o S0 | S0°0> swstuesiQ
10N jusuear]

(P9Ie[OS! SUIRXIS JO "ON/PIIBdIPEId SUIBI)S JO "ON))

9suodsal [ed130]01I3)0Rq puR DI UdaMIaq uonedy 1-z[ 9qeL



VOL. 34 NO. 9

919

CHEMOTHERAPY

10Z/2ST | 62/02 | 1S/62 | 21/8 ¥1/8 ST/St S/v 12/0¢ | 9v/0b 9/9 1/1 1 Xajn -~
G12/991 | €2/9T | T1p/€C | 0¢/E€T | 01/8 9/¥ 8/ 01/8 L/S /€ 9/9 8/8 281 | 9ete | 01/6 c’g 885C-1
18T/21T | 6/9 Lv/Sc | T1/8 9/¢ /¥ S/ 12/0Z | Sk/6€ 2/ /1 Xajn (210} ng
¥SI/611 | 21/6 ve/el 8/y L/S v/e 9/% 9/8 §/e €/ 99 22/81 | 9¢¥€ | 016 S/S 8852-1L
; Xdd
- : AND BYO
Uyt | /1 8892-1
/¢ /1 /e Xan
ANO-AN 1430
€/¢ /1 /1 /1 8852-L
/1 /1 Xao
ds \E@SNQED\:\QT«
885¢-L
Ad V1 1 o XD “ds wnua)ovqoan]).y
£/¢€ /1 /1 8862-1L
\ /
v/2 /1 1/0 1/0 U1 X “ds sauaSiDIpy
e/l 1/t 2/0 8852-L
/! / /| /
9/v 1/0 2/ 1 1/0 /1 Xao R—
¥/€ /1 €/ 8862-L
/1 /1 Xao
] / oyrydopou X
€/2 /1 /1 8862-L
9/¥ v/e /1 1/0 Xao s :
8/9 Ut | 2z ve | Ut 8862-1 c
(19 G B V4 eI/t /0 1/0 Xdd
DSOUITNAID ‘]
0z/¥y | 1/0 e/ ¥/0 ¢/1 8852-L
/1 U1 Xan
_ nuvSiom "W
A 74¢ 1 /0 8852-1
1/0 1/0 Xad
o suvsina ' J
ree |1t 1 8862-1L
©8/8 | /T %4 1 /1 /v Xao
—] Siquirie
L/L /1 2/t v/v 8862-1
210 auop . . . . . . . . . . dnoi3 "
'L 1N 002< 002 001 0S 14 S'cl SZ'9 €re 98°1T 8L°0 6€°0 0 10 S0°0 ; S0°0> Jusurgeal], swstue31o

(P33e[oS! Surens Jo "ON/P3jedlpeld sulel)s Jo ‘ON)

Isuodsax ~NU~W°—.°«.~WHUNH~ v:& OME CQQEUB F—O:N.—NNm NINﬁ U-A.—mpM‘



CHEMOTHERAPY SEPT. 1986

920
Table 13 Strains appearing after treatment
No. of strains 2
Isolated organisms 2 -test
T-2588 CDX
S. aureus 5 1
S. epidermidis 2 2
Staphylococcus Sp. 2 4
GPC | E. faecalis 25 6 N.S.
Streptococcus sp. 2
Other GPC 1
Sub total 37 13
E. coli 2
Citrobacter sp. 1 2
K. pneumoniae 2
Klebsiella sp. 2
Enterobacter sp. 5 6
Hafnia sp. 1 1
Serratia sp. 6 9 .
P. mirabilis 1
P. vulgaris 2
Other Indole (+) Proteus 1
GNR | pr morganii 4 NS.
P. aeruginosa 9 5
Pseudomonas sp. 4 7
X. maltophilia 3 1
Acinetobacter sp. 2 4
Alcaligenes sp. 2 1
Flavobacterium sp. 1 1
Achromobacter sp. 1
Other NF-GNR 2 2
Sub total 36 54
YLO, Candida 7 1 N.S.
Total 80 68
Patients with strains 56/153 46/140 NS
appearing after treatment (36.6 %) (32.9%) e
Table 14 Side effect
Treatment i i i '
Sex | Age Effect Date of Administration Severity of | Relation to | Incidence | Fisher
group appearance symptoms | the drug (%) test
M 82 | Stomatitis 5th day Continued + Probable
M 85 Epigastyic pain Start?ng day | Discontinued + Probable
12588 Anorexia Starting day + 4/192
F | 66 |Loose stools 4th day Continued + Possible (2.1%)
Heartburn 4th day +
M | 71 |Rash 2nd day Discontinued + Definite NS
Stomach . "
F 58 discomfort 3rd day Continued + Possible
~o | Stomach
cox | F | 72 |Spmach 4th day | Continued + Probable | 4/188
(2.1%)
M | 74 | Heartburn 2nd day Continued + Possible
M | 76 | Diarrhoea 4th day Continued + Possible
I
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R SERDROVTHIE LT MERIICEYR
Dieh» o

feds, 5 HEBREG L 7 HREIREADERZhicow
<HROEDRHET S L, 5 BEREDSHE, £0F
i T-2588 R EBED 73 b 56.2%, CDX #53
n 71 M 52.1% ThH, Fic7 BEBREF T, T-
2588 5Bt D 80 Bk 70.0%, CDX # 5B ® 69 i
66.7% ThbH, WThIEHEICEZRD > 1,

i) VapHE MR HIE LIHERZIR

BEEMEH HE O EE THE L BERYR b,
Table8 0 X 51 MBI EY DD THLHRIX T-2588
BERT 60.1%, CDX 58T 59.3% Th v, UTI
EHVMEREC X D HE LK EERSETH - 1o

i) ERERCT R

ERIER & 8 L o fE 6113 T-2588 #5.8f 1z 68 ffl
(44.4%), CDX #5881z 68 Il (48.6%) B - 1=pb, &
hEDERD 5 b, RBBRAE QBRI - B, 5
R, HRBARRECAT BZEIL Tabled DX 51T, W
FThOERTH LT HMBERICELXRD I - T,

iv) HEER%D R

HE¥E%D R Table 10 0 X 5 i, T-2588 5B
LB 215 #keh 165 #k (76.7%), CDX 55t
DHOAMEI his 201 #keb 152 # (75.6%) 25441,
MEHEARICE L AR EZRD iah -

Zh¥ GPC & GNR e/l THRE LIBaicd, W
ThORRRE LT MBI ELRDT, 1o B
BRECHARYHE L BA L 23R 5T, Wit
LI P.aeruginosa DIEERIMELE TH—FK LT
1

RiT f-lactamase EAED BERIC MEEOMEN %L
REUBEL7oA3, Tablell 0 X 5 cuFhiErvBED I
ot Tic MIC L MBESMZIE & OBIfRE, Table

12 DX 5w T-2588 #E5RECI13, T-2525 o MIC
12.5 pg/ml LUF D 107 #5061 89.7% Ly 2,
25 pg/ml U EDOKRTIE 62.4% WETFT L, colicES
ENRD BRI (P<0.01), —F CDX #HERTIL,
CDX o MIC #% 50 pg/ml LITFD 95 ko 5 & = 12
91.6% L&\, MIC A% 100 pg/ml [ ko> 77 Tt
58.4%7 LIETL, RIRHYZIOMIZAZTENZDLNT
w3 (P<0.01),

R, MEFNEEY 5 BREBES & 7 BRBEC
ST THRERAR SRR CHE LI5S, 5 BRIBENC
T BAENE SR T-2588 580 107 £h73.8%,
CDX #BE5RED 9B frep 72.4% LER BT, 47
BE#REFI T, T-2588 #5350 108 £k 79.6%,
CDX #%5BD 103 fkth 78.6% LEX R BTl

v) B5BIEBIMAE

BEHHBME Y RO iEMIL, Table13 D X 5 1@
T-2588 5 FETI1L 56 ] (36.6%), CDX #ERTIT
46 fl (32.9%) Th b, TOHEEE L THERCEY
BDdIsh o T,

BHEREBME L LTS hckkiz, T-2588 #45
Bz 80 #k, CDX #EREC 68 b - 7oh, FOHRT
1t T-2588 #HE5REIZIT 5 GPC DEEH CDX 57
IV EBIZEL, e GNR ORI T-2588 # 5B
BOWTHREL, EHEOHE X T-2588 #5851
BUTEAWEAZR LICAEEE TR » T T,
T-2588 #EEICI\TIx, GPC 0T E. faecalis D4R
ErECaArEETH oo

6. BIfEH

BEMEIEB BRI B % SDBHRTEELTNT
DIEPICOWTHRETBZ L & Lo TORERE WI2H
DARESRBE Uik o e e D BB TE e o fc 4 Bl &, BE—
BEw 2@OBEITebhi 2 flxE<, T-2588 #

Table 16 Cases with aggravation in laboratory test

Treatment
Age | Sex Item and changes of abnormal values
group
74 | F | GOT(42—63), GPT(39—65)
Toosss | 82| M GOT(24—343-53"), GPT(9—263—57"), Al-P(9.1-11.2—10.8")
77 M Eosinophilia(2.8—7.0 %
71 | M | GOT(8—105), GPT(58—101)
29 | M | GPT(132-207—66")
73 | M | GOT(39—52—-36"), GPT(40—60—41")
DX 51 | F | GPT(14—32)
67 | M | GOT(32—45), GPT(22—48)
56 | M | GOT(49—68), GPT(38—51), Al-P(14.3-16.6)
58 | M | GOT(19—41-18"), GPT(29—41—35")

¥ Follow up.
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BB 192§, CDX #5800 188 flicow TR HE
’CdJé el 'I"Co

B REIE L Table14 © X 51, T-2588 H5FHIC
40 (2.1%), 6 #&, CDX EBc 46 (2.1%), 44
I bhied, FORBHECE L CABMCELRD
7o tro BIEAOMIR T, T-2588 HEFHCREH
1S LRI D 9 HikT R THEEROEIE
FCThotoo ¥ 7o T-2588 HERED 4 fldh, OEHE L
BHRREXE - Lc16lE, BREERDICIAKENT
BHOBEMNFIEIRT B, IR X D ERTER
PITHEB LTV B,

EH & OBIE A BN R IRIRESE © 2% %, Table
15 D X 51z T-2588 #5881 4 i 8, CDX 5T
601 11 D bRt FREREEOREMERIA
BB CEARD Ieh o o, EREMBREF OEX
{13 Table 16 1=i& L7=#%, T-2588 5D 1 fICEE
DFBERIES LR IS, fikd~<T GOT, GPT,
Al-P DRETH D, WThLBEEN>—EREOELR
Bhotoo

7. BR%

e L EIER e SR IR L THRBEBYUESHE LcE
Iz, Fig.4 © X 5 lEHIcx LCRAZ DM 5
2 bh, ThEEETRT L, FHfE T-2588 #55F
T 65.9+32.5, CDX #58T67.2+£33.6 TH 1o

1. # =

1. RESEEE 3T 5 MIC

SEOKRF THEEI W RPHIEOEE L LTI, E
coli 7 22.8% LE&xH 4L, Thic Klebsiella, Proteus
mirabilis, E.faecalis %4 % &, T DKL 48.8% &
7 b, SSREEGIIC 31 B MV RBR R GUE O R RE 5 7R
R Y~ KE, Citrobacter, Enterobacter, Ser-
ratia, P.aeruginosa & BEMN 23.1% Th -
foz &3, ABREAL LI MBI EEFN T HEY
Rt Ltcb D EBbhb,

Fig. 4 Usefulness

100
)
<
§
g
(=}
o 50F
2
=
£
3 Group | Mean®SD | t-test
T-2588 | 65.9+32.5
NS
CDX | 67.2£33.6
ol— 1 ) L 1
Score
100 (79 |s9_ |39 |19_ ]
Treatment ~80 60 40 20 0 Total| Ut
group
T-2588 72 28 | 10 26 17 1 153
~—0 (47.1){(18.3)} (6.5) | (17.0){ (11.1) NS
CDX 73 18 | 11 18 20 | 140 -
O0—0 (52.1){(12.9)] (7.9) | (12.9){ (14.3)
()%

ChBEOEREED 5B, MIC ORIE I 364 i
T e@A o MIC #HhET 5L, 2L LTR T
2525 0 MIC ' CDX Dxh X h BEEBEITHY, £
DEIIFY 2.9 HThHo ke, GPC gLty
CDX oF»EERTE D, e GNR LTk, T
2525 o MIC A CDX X b5 3.9 FhBh Tl
ZhBbD GNR % E.coli-Klebsiella ¥, Citrobacter-
Enterobacter-Serratia %, Proteus-Morganella #, P.
aeruginosa ¥ X OKEFEFREE 7 7 ~I&MEEH (NF-GNR)
BEOSBKRI LT, BT 5REHFO MIC 24K
Ui Table 17 ¥ L THhichd, T-2525 OHE
F14%. E. coli-Kiebsiella % X 08 Proteus-Morganella
LTI CDX Xhxbrmhcthrod &k
Citrobacter-Enterobacter-Serratia BECH LTH AN
b5 AMEk Uiz &, P.aeruginosa wi3®ikh &4

Table 17 Comparison of MIC of T-2525 and CDX for gram-negative rods

Citrobacter-
- 7 - " ; NF-GNR
E. coli-Klebsiella Enterobacter-Servatia Proteus- Morganella P. aeruginosa
I
T-2525 | CDX T-2525 | CDX T-2525 CDX T-2525 | CDX T-2525 —C’I_)_X'_
Range 0.05~200 | 3.13~>200 | <0.05~>200| 6.25~>200 | 0.05~0.39 | 12.5~>200 | 12.5~>200 | 100~>20 | 0.1~>20 1.56~>%
MICs, 0.2 6.25 25 >200 25 >200 >200 25 200
MIC,, 0.39 12.5 200 >200 0.2 |>200 >200 >200 100 |>20
Geometric 109.7
mean MIC 0.39 9.4 13.2 171.9 57.9 >200 >200 31.0
Mode 0.2 6.25 |>200 >200 >200 >200 >200 >200 >200
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<# b, NF-GNR Bicxf LTix CDX X hizfh T
24 DORBEN BB L S BHIh L 5,

p-Lactamase ELEED EE X high producer, low
producer Ah® T, 2FED 58.8% TH - 1A%, FERH
DR L e A EHEIRBERERIED b O BERIC ST B8
ELLT, SL—BRKCBELEL R, 05
o, WREAREH & U BEERBEEEETH,
60% #% B-lactamase EEABERIC X ZREHBITH 5= &i»
b, B RBRYIE OREER & LTk B-lactamase
CREREFTH BT EXERDBERHETH B LBbR
%%, B-lactamase EAEFE L MIC L DOBR TR LA X
51z, T-2525 3 B-lactamase EEAE BT LT b a8\ 4
BA%RRL, ¥/ B-lactamase EAHE L B FAIZHE &
OBBRTRL = X 5 i, T-2588 (% B-lactamase high
producer X LT% 90.3% WO BVBRERYRL
TwahZ &b by, f-lactamase BEAEBEIC X % REREY:
EXEMLTW28E BRAREFITHOALEE L bR
Z)O

2. BRHRZOWT

SEORF THEONIKBAHLIRIR, T-2588 HE5H
T 63.4%, CDX #5837 59.3% LMBRIcEATD
T, BRAELTRWThIEBR R TH - oo &1
& T-2588 DHEEAN1H 300mg LB THo72 &
¥ExBE TORBIFLBMRTEBLOTH Y, =
it T-2588 DE\E R LR L Bbh 5,

UTI RERREBHECHE LIsBad, W ThoRie
B wTHHAOERDICE LTERRDIeh o 7o,
AR T —F VEBBIERN THHE 1 BELE S B,
BIVERETH T —TARBEB LTVt Bbh 5
SREATAHENMEL, Thi LT, 7 -5 15
BoREN W EBbh 5838, H48 Hericy
TAHRIRFTHY, Zho 3BT 2EHRIL
T-2588 H5-3ETI3 128 ek 72.7%, CDX 5B TIL
120 itk 65.0% L Fhb@hot, CABDC &b
b, BREITHAWANL Lbich T — 7 LIEBEE
PERDBENR LT ENETH D EEL bR,

SEOBRH CIXRELIM LS B 137 B & Lo,
SBEIRES, 7 HRIBEAOVFHICH VT, FH
DR LTHERRRD Shich -t Lo LA—
FHREHAT 5 ARBIEL 7 BRIREOHE & HEE
ThE, T-2588 EpORHRILS Bt 56.2%, 7 B
7 70.0% T ORcAREN B » & h (P<O.00),
TR CDX HER OB KL 5 B 52.1%, 7HH
%J%Téb,%mbcmﬁaﬁﬁﬁﬁﬂb&h(P<
Q%xwfh%7aﬁﬁﬁoﬁﬁﬁﬁuévﬁﬁ$a
%oTuBo TOME, T-2588 HEBETIX5 BRI

EOIRABIERA 37.5% &, 7 H B %015 0 ABRAE
B 11.5% X v EEic£< (P<0.01), ¥+ CDX 5
HTOABEG DL % 2145 HRIHER < 38.6%
LTHBBREAD 7.5% ch~EEC S\ & & (P<
0.01), ZOABHEGIC L5558 1, 2, #5HOEE
A% T-2588 #y&pECik 27.8% &, HREFNZRT 2
13.2% X v@EWEARRL (P<0.1), ¥ CDX 5
T2 281% &, AREAD 10.5% ch~ETICHE
W (P<0.05) & EMEREHRTH D, Byt
ZARIRVWC EBFER TRV LB 5,
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A double-blind comparison of T-2588, a new oral cephem antibiotic, and cefadroxil was carried out
in the treatment of complicated urinary tract infections. Patients were randomly assigned to receive
either 300 mg of T-2588 or 750 mg of cefadroxil a day in 3 divided doses for 5 or 7 days by oral
administration.

All patients were shown to have pyuria of at least 5 WBCs per high power field, bacteriuria of at
least 10* bacteria per ml of urine and identifiable underlying urinary tract disease. The overall clini-
cal efficacy of the treatment was evaluated by the criteria proposed by the UTI Committee in Japan
as excellent, moderate or poor based on the combination of changes in pyuria and bacteriuria.

Of the 293 patients evaluated for the clinical efficacy, 153 patients received T-2588 and 140 received
cefadroxil. No significant difference in background characteristics was observed between the two
treatment groups. Excellent and moderate responses were obtained in 63.4% of the patients receiving
T-2588 and in 59.3% of the patients receiving cefadroxil. This difference was not statistically signi-
ficant. When the clinical efficacies were compared between the two treatment groups in each types
of infection which were classified into 6 categories, no significant difference was observed in any of 6
types of infection.

The overall bacteriological eradication rates obtained were 76. 7% of 215 strains in the T-2588 group
and 75.6% of 201 strains in the cefadroxil group. This difference also was not significant. Eradica-
tion rates achieved for P.aeruginosa were low in both groups. Gram-negative bacilli appeared less
frequently after treatment in the T-2588 group than in the cefadroxil group.

Clinical adverse reactions were observed in 4 patients in both groups respectively. Drug related
laboratory adverse reactions were observed in 4 patients in the T-2588 group and in 6 patients in the
cefadroxil group. There was no significant defference between the two treatment groups regarding
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the incidence of clinical and laboratory adverse reactions and T-2588 appeared to be as well tolerated
as cefadroxil. Usefulness of the drug evaluated by the attending physicians based on the clinical
efficacy and safety showed no significant difference between the two treatment groups.

From the results obtained in this study, we concluded that 300 mg a day of T-2588 was as useful as
750 mg a day of cefadroxil in the treatment of complicated urinary tract infections, except for those

due to P.aeruginosa.



