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FLLBRIhEROA 7 7 m AM Y v RILAEH cefadroxil (CDX) MM IR BRIEC K
THERMN, Rt XUNEEYERACIME TS foic, L-cephalexin #fr (LIF, L-CEX)
¥ % REKE LT, well control iz X Dﬂs&&h‘ L7o CDX i21H 1.5g(£#3), LCEX 218
2g (42) &L, 5EMEARKLE, RN 237 BT, BRI - BEKER - CDX KR
99 4, L-CEX #3391 flic o\ CRESR 2L MM L, BIfEMICo\VTit CDX KB 1 A<
236 GO\ THRIN Lo UTI RAFPEEM (M 2 1R) 1= X R ARKDHR: CDX BERTEY
24 Bl, HH22 51, ERS3ATHYRK 46.5%, a-CEX HRHTHBH22 M, HHI19H, %% 50
ATHEYHE45.1% ThHH, MRMCHEREDOEIEDbhlch -7, HUMAAMIEALE LTik CDX
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Fig.1 Chemical structure of Cefadroxil
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Table 1 Collaborated urological clinics
Department of Urology, School of Medicine, Kanazawa University
Department of Urology, Toyama Prefectural Central Hospital
Department of Urology, Toyama Red Cross Hospital

Department of Urology, Toyama Municipal Hospital

Hasegawa Clinic

Department of Urology, Tonami Welfare Hospital
Department of Urology, Koseiren Takaoka General Hospital
Department of Urology, Takaoka Municipal Hospital
Department of Urology, Ishikawa Prefectural Central Hospital
Department of Urology, Ishikawa Central Hospital
Department of Urology, Komatsu Municipal Hospital
Department of Urology, Fukui Red Cross Hospital
Department of Urology, Fukui Prefectural Hospital
Department of Urology, Fujita Hospital
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Fig.2 Criteria for evaluation of efficacy on pyuria
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Table 2 Quantity test

Pre-study assa Post-stud
Drug 1979 November f'979 December le%(;’ p:isls &
CcDX 525 mg/cap. 535 mg/cap. 529 mg/cap.
L-CEX 521 mg/g 530 mg/g 527 mg/g

Table 3 Patients studied

Patients CDX L-CEX Statistical analysis
Total No. of cases 120 117

No. of cases excluded 18 23

No. of drop out cases 3 3 NS.

B g s e 5 o

No. of cases evaluated 119 117 NS.

Table 4. Reasons for exclusion and drop out

1 Exclusion
Reasons CDX L-CEX ‘
Bacteriuria less than 10* cells/ml 13 13
-Pyuria less than 5 cells/HPF -0- . 2
Missing data of bacteriuria 2 2
Unsuitable cases (Candida) 2 2
Not conforming to Protocol:
Same patients treated twice 1 2
Treated with Keflin prior to this study 0 1
Discontinued due to renal failure , 0 1
2. Drop out
Reasons CDX L-CEX
Discontinued due to uneffectiveness 1 2
Discontinued due to side effect 1 0
Patient not returned to hospital 1 0
. Transferred to another hospital 0 1
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Table 5 Backgroud characteristics
Characteristics CDX L-CEX Statistical analysis
Male 76 71
Sex Female 23 20 NS.
30-39 1 1
6 § ~
Age 60-69 23 29 NS.
70-79 43 41
80- 17 7
-39 3 5
2| %
Body weight (kg) 3039 = g NS.
70- 4 3
Unknown 32 37
Hospitalized 48 42
Status Out-l;))atients 51 49 NS.
Kidney 13 7
Site of infection Bladder 64 61 NS.
Prostatic bed 22 23
lPJrinary obstruction gg g}
Underlying disease cglséumosg?tte:;;)::y 22 22 NS.
Others 6 1
1st group 10 7
2nd group 18 14
Type of infection E{g grrg::g 38 3(2) N.S.
5th group 7 9
6th group 26 29
Indwelt 17 16
Catheter Not indwelt 82 75 NS.
+++ 33 26
Grade of pyuria I+ gg g,} NS.
+ 7 7
220’ 41 33
- Count of bacteriuria ig, %g %g NS.-
10¢ 13 13

Fig.5 Distribution of sensitivity (10%cells/ml)
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Table 6 Organisms isolated from urine

) Isolates CDX L-CEX Statistical analysis
E. coli 26 21
- - Klebsiella spp. 14 17
s Indole(+) Proteus 17 15
g - Indole(—) Proteus 1 3
° Pseudomonas spp. 13 8
- " Serratia spp. 21 23
& Enterobacter spp. 3 3 NS.
¢ Citrobacter spp. , 2 3
E Acinetobacter spp. 2 8
I Other GNR 5 3
Sub-total 104 104
- S. epidermidis 10 7
.g S. aureus 3 3
§§ S. Jaecalis 25 23
g Other GPC 1 6 N.S.
53 GPR 1 0
L. -1 Sub-total 40 39
Total 144 143

Fig.6 Distribution of sensitivity (10° cells/ml)
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WREFLLT, &, 44, #E AB-/R0§),  Proteus 17 #ix YO $ <, —J7 L-CEX #ix Ser
RYBr, X@pE, UTISBMMERT, »7—7 A ratia spp. 23 ¥k, Escherichia coli 21 #, Kiebsiella
EROER, BROBE, ReABNC SWTHRHEL PP 17 KL O SH - s, M EEOXER

k¥, WIhi BREMIC RO BHbhkhot  BHLIEN
(Table 5),- ChOHMERD 5 b MIC ARESh Bk, CDX

Q) BERMFhHME D 144 #h 132 #, L-CEX o 143 #keh 123
BEMORpH R Y ¥ L55 & Table 6 DL T, FRMO MIC HERCHROZIRD LIS >
T, CDX B¢ 99 4.5 144 #, L-CEX 2 Ol fint> oo HMEE 10° 3 XT* 10°cells/ml iisiF 5 MIC ix
13 B2 iz, BETICAS & CDX Bt Esche-  Fig.5, 6 o k39T CDX o CDX F¢& L-CEX ®D
nickia coli 26 ¥, Servatia spp. 21 #, indole (+) B, CEX @ CDX F: L-CEX HoMTEhEho



432 CHEMOTHERAPY APR. 1981
Table 7 Reason for discontinuation (Cases adopted by committee members)
All cases Bacterial pneumonia |Mycoplasmal pneumonia, PAP| Chronic RTI
CPZ | CEZ CPZ CEZ CpPZ CEZ CPZ | CEZ
Effect was insufficient 7 13 3 3 0 2 4 8
Cured 23 8 10 1 3 1 10 6
Adverse reaction 6 3 2 1 1 1 3 1
appeared
No evidense of
pulmonary infection 1 0 1 0
was found
. 2.
Statistical test Cx;Zt;Sg;:Z C?’Zt;s(tl;:z N.S. N.S.
Table 8 Overall clinical efficacy
i Efficacy on
Bacteriuria Pyuria Drug Cleared Decreased Unchanged bacteri:’x'm
< . CDX 6 8 38 (38.4
Eliminated L-CEX 5 6 33(36.3%)
: CDX 2 1 1 4( 4.0%)
Decreased L-CEX 1 0 2 3( 33%)
CDX 3 1 8 12(12.1%)
Replaced LCEX 3 2 7 12 (132%)
CDX 6 5 34 45 (45.59%)
Unchanged L-CEX 8 5 30 43(473%)
Efficacy CDX (35.4%) 13 (13.1%) 51 (51.5%) 99
on pyuria L-CEX 34 (37 49%) 12 (12.1%) 45 (49.5%) 91
Overall Statistical
||7 " CDX 24 (24.2%) effectiveness .
Excellont L-CEX 22 (24.2%) rate analysis
L J CDX 22 (22.2%) CDX 46/99
Moderate L-CEX 19 (20.99%) (46.5%)
N.S.
| | | .cox 53 (53.5%) CEX 41/91
Poor L-CEX 50 (54.9%) (45.1%)

MIC A ERDEIIBD bhishotc, i LHkk
Izo\T CDX © MIC & CEX @ MIC o T o
BRCEREOEZRBOHLRIEMh 2T,

3) HEIHEER

BEERCHT 5 HIERRY Table 7 itR L M5
HOERY 1 2THE LTWicEASUE, CDX BT 43
Bl (43.4%), L-CEX BT 36 f] (39.6%) Abhie
2, AR EROZIIEDbhith o,

PE, Bl ThoRERECIHRRCER
DERBHLIT, MRHOEDE, REMFIVER

HIc B35 RN RIETH B LI S his

4. EXEETHR

1) RAEKSR

RAMKAYRIX Table 8 KRLILB YT CDXF
TIXER 24 B (24.2%), A% 22 41 (22.2%), #H
53 § (53.3%) T, E#l Bk AburFHRE
46.5% TH 1o —F, L-CEX BCiz 3 24
(24.2%), %% 19 #1 (20.9%), &% 50 #1 (54.9%)
CHBEIL 45.1% LD, EHE; mxewﬁ#
M EROZIBBH L7,
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Table 9 Overall clinical efficacy classified by type of infection
No. of cases » Overall L
Group Drug | (9¢" of total) | Excellent | Moderate | Poor ::ft:ctiveness fﬁ:ﬁ"ysti'fal
1st CDX. | 10( 10.1%) 1 1 ‘
grow | LCEX | 109739 0 1 6 | B NS.
2nd CDX | 18( 18.2%) 1 5
gow | LCEX | 14( 15458 2 3 N B3 NS.
Single 3rd CDX 8( 81%) 4 0
infection | group | L-CEX z§ 22%) 1 1 0 1332832 NS.
4th CDX 30 ( 30.39) 14 8 8
group | L-CEX 30{ 33.0%) 11 10 9 %I% N.S.
Sub CDX 66 ( 66.79% 20 14 -32 .
total | LCEX 535 53.2%} 14 15 24 é‘}%’é NS.
5th CDX 7( 7.1%) 1 0 6 .
group | L-CEX | 9( 9.9%) 1 0 8 3% NS.
Mixed 6 th CDX 26 ( 26.3%) 3 8 15 .
infection | group | L-CEX | 29( 31.9%) 7 4 18 $o% NS.
Sub CDX 33( 33.3%) 4 8 21 .4
total | L-CEX | 38( 418%) 8 ‘ % | e NS.
CDX | 99(100.0%) 24 22 53 4.
Total LCEX | 91(1000%) | 22 19 50 83% NS.
Table 10 Influence of indwelling catheter on overall clinical efficacy
No. of Efficacy Statistical
Catheter Drug ca:eso Excellent Good Poor rate (%) analysis
; CDX 17 2 1 14 17.6 .
: . CDX 82 22 21 39 52.4
Not indwelling | | Cpy | 75 21 18 36 52.0 NS.
th¥ UTI BERBEIICRY LK% Table 9 richia coli, Klebsiella spp., indole (—) Proteus,

KRLI B1~6FOVFhicks\WTLARMICERE
DEXBEHHRY, ¥ =YK IORABREIOKRET

CARMICARDEZIITED bl o7

BR»7-7rOHKIICRHTELE, HT—-T1
READ K2 CDX B 17.6%, L-CEX & 12.5%,
¥ h 7 -7 L@ i 61 C 12 CDX B 52.4%, L-
CEX B¢ 52.0% LWBMICHRDEIED bhich -

7z (Table 10),

AENEROBRENHYE LB A BRAILBT, B
BRIV IO\ TR A BER A R R LAk
¥ Table 11 /R LIS, WFhOBEICOWT b HR
MICHRD 2B & hiets oty Efe CDX B LT
CEX Bk & LHBMA R A L\ BiMR b 2, Esche-

Staphylococcus spp., Streptococcus spp. Tt EMNHMEX
hic EFCOWTO BN TIX, CDX Fix % 18 4l

(43.9%), B% 12 4 (29.3%), #&%h 11 4 (26.8

%), %1 L-CEX FixEZ 13 5 (39.4%),
B (39.4%), &% 7 41 (21.2%) LWF L b HBERL
BRI BOIICH, ARMCEREOEZRBED bR,

270

2) BReNTIHE

% 13

BRiz w54 8% Table 12 LR LAEEHT,
CDX B TIXIEH{L 35 f (35.4%), k& 1341 (13.1
%), 7% 51 41 (51.5%) T, EELLHBHLEGDEL
iR 48.5%, L-CEX B TIZIEHTt 34 Bl (37.4%),
g 12 4] (13.2%), 7K 45 fl (49.5%) THEXR
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Table 11  Overall clinical efficacy by organism (single infection)

Organism Drug g‘&gf Excellent | Good | Poor Fg&c(a Ent:?;,g:al
E. col % | K 5ol 6| 8| HEES| ws T
Kibsiela spp. || 1CO%, 10 2 s 13 %8 'NS.
Indole(+)Proeus | DR H 0 Yl oi ] Y N&.

g [mcoeopoms | DK | A I O R I I 1 NS.

3]

‘3 Peudomonas sop. | 1 00 ; 0 : 1 RE ¥ NS.

Plmm | @K 8 | 8 | o 8] UR(%]

g Serratia spp. L(-:(IJ)I%(X i (1) 8 (l) (I)H ?og; NS.
Enterobacter spp. L(-:(I,‘)I%{X % (1) 8 (1) (I)H ?08; NS.
Citrobacter spp. L(-:([J)EXX (1) é 8 (1) _0“_5 9
other GNR | (DX | % 5 8| B | WBeR| s o

|s e | B | : Tl 0] b | NS

§ S. aureus LCBX 1 0 Yl 0| wiam

gl | @ 7| 1 [ 1] 1] (B8] ™

8

g other GPC | Pk : 1 0| 0| i

S lowtoa | B | B Pl os | 1| BREY| ms
Total LCRx % a 5 | 5 %; 4 gi:% NS.

Table 12 Evaluation of efficacy on pyuria
Drug Cleared (%) | Decreased (%) | Unchanged (%) Total Statistical analysis
Dx 35 (35149?8 1 5%13 (13.1%) 51 615%) %
- NS.
L-CEX # (37'4%:6 (50.5%1)2 2% 45 (49.5%) 91
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Table 13  Efficacy on pyuria classified by type of infection
cow | Dros | f G357 | et | bt v et [ st
soow| Cex | T | 1 | o | 6 | B | s
mwn] G | WERD | 3 | 1| % | B% | ws
oo [wwwon] B | N B0 1| L | 1| &% | s
weoo| | WBBOT W[ 7 |8 | mm | ws
swoa | (BN | EBE | F | 2 | & | g® | ws
smoow| (8% | § % | 3| 0 | 1| £3% NS
Wacnon | Szow| OB | SR | 8 | 8 | B | £3% NS,
swwal | O | ase | 3 | 5 | % | B NS,
Total B | s | N | B | & | £ NS,
Table 14 Influence of indwelling catheter on efficacy on pyuria
Catheter Drug ‘1:1;;;{ Cleared | Decreased | Unchanged Sl:ggfset (%) grt;t{;;:: al
ndwelling | oy | 32 3 ; 13 ha NS.
vonoig| RS | B | £ | B | % | # | s

50.5% tich, ABRCHEDOZZBHOhich o1,

thi UTI KEREBHFIC 83 L-RM % Table
BRRLE WIhoRicis\WwTh, -4 BE%
0 MieovTL AR HEO 212 Bdbhich -
1

QRr7-FroREINRNTEE, 7T E
REAOHF K2 CDX B 35.3%, L-CEX ¥ 18.8%
& CDX Bpilte - 7o2%, HED Ziz BoHbhich -
To ¥ F—FAEREATLHRECEEOEIT
Bbbhitd o7z (Table 14),

RICHBRRB: iz O\ T ORRICX T 5%
RYRN LR % Table 15 iR LA, Wwiho
WOV BRI RO ZIE D bhiLd o,

3 BBRRcHT R

BRI RT3 282 Table 16 KR L&D T,

CDX % Cix Mbtib 38 By (38.4%), WP 46l (4.0
%), BER 124 (12.1%), FE 45 § (45.5%)
T, BELEMPEYEHERPR 42.4%, L-CEX B
Tizpattqt 33 41 (36.3%), B4 381 (3.3%), BWER
12 4 (13.2%) CTHWAPE39.6% Lich, AHMCHE
DERBDLIILh 2T,

ch% UTI S£BmEREIIIC K3 Lic R#% Table
17 TR Lo WPhoRics\WTh, il BAR
BOFZoWTH WEMICEED £ B oh ho
o

FEHTF-TAORENRETEE, »7-F1H
BESD Wiz CDX B 17.6%, L-CEX ¥ 6.3%
T, WFRLEVWRPRTH - LA AEHICAERO£IX
b bhieh -7 (Table 18),

KiC B RGP IO\ TEER O MERICH T %
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Table 15 Efficacy on pyuria by organism (single infection)
. No. of Cleared + suﬁ‘ﬁcll
Organism Drug | oo Cleared | Decreased | Unchanged De%e‘?led analysis
. CDX 17 12 2 3 824
E. Coll L'CEX 16 8 3 5 68.8 N'S'
. CDX 10 5 1 4 60
Klebsiella Spp. L-CEX 5 1 2 2 60 NS.
Indole (+) CDX 6 0 0 6 0 N
Proteus L-CEX 5 2 0 3 40 S.
« | Indole(-) CDX 1 0 0 1 0 NS
S | Proteus L-CEX 1 1 0 0 100 -
(3]
:—‘3; Pseudomonas spp. L(-:(]:)I?Z(X g i (2, :1; g NS.
>
5 , CDX 10 2 1 7 30
g | Serratia sep. LCEX | 11 1 2 8 213 NS.
£ CDX 1 1 0 0 100
g Enterobacter spp. || | Cpx 1 0 0 1 0 NS.
. CDX 1 1 0 0 100
Citrobacter spp. L-CEX % 0 0 1 0 NS.
CDX 1 0 0 1 -
Other GNR L-CEX 0 0 0 0 0
CDX 53 22 6 25 528
Sub-total LCEX | & 14 7 21 50 NS.
L CDX 6 3 1 2 66.7
3 S. epidermidis LCEX 2 1 0 1 50 NS.
5 CDX 0 0 0 0 =
g S. aureus LCEX 1 0 0 1 0
L0
) . CDX 7 2 1 4 429
£ | S Jascalis LCEX 7 5 0 2 714 NS.
[72]
& CDX 0 0 0 0 —
[}
St
<) CDX 13 5 2 6 53.8
Sub-total LCEX 11 7 0 4 63.6 N.S.
CDX 66 27 8 31 53.0
Total LCEX | 53 21 7 25 528 NS.
- t M
Table 16 Evaluation of efficacy on bacteriuria
Drug Eliminated Decreased Replaced Unchanged Total Statistic,éf i
(%) %) %) (%) ota analysis
CDX 38 (38.4%) 10.0%) 12 (12.1%) 45(455 99 |
42 (42.4%) ) “55%) s
NS.
LCEX 33(36.3%) 3(3.3%) 12(1325%
. 13.2%) 43(473 91
36 (39.6%) .3%)
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Table 17  Efficacy on bacteriuria classified by type of infection |
coow | Drua {1y f it D | st [ g B+ St
e oo | (R | 90009 |5 0 2 : N | Ns.
wd pow| (Cox | Hlisen | 3 23 3 2% | Ns.
Sode | w wow| (i | 3 B | 1 1 ; | oo | NS
wgon| (T [N Hom | B ! 3 : a5 | Ns.
sl | (T |8l Shsa | 3 3 3 2 2% | Ns.
sth grow | | ax “ 3538 1 ; g H }ﬁ'% NS.
Mt [one B (B | 5 [ 3 | 3 | W | M| s
swou | (B (RP | 4 [ 8 [ U] B ] Bg |~
| B[R] B 4B | 8] 88| xs
Table 18 Influence of indwelling catheter on efficécy on bacteriuria
Catheter | Drug | NO Of | Eliminated | Decreased |Replaced |Unchanged| Biminater |  Statistical
s | B | 5| 1] 8 3B W | we
Dowelling | 1OBX | 72 » 3 10 % 17 NS.
MRY B LB % Table 19 o3 Lichi, Wiho DEIBPDOLIILD 1

AR SWTL AR EROZIED bhich » 1

9 MEEODHE

R0 RboMERONERYEEEICET LI
R#% Table 20 & R L1z, 2Fkic DV TARDE,
CDX $Ti3 144 #echilse 90 £k (62.5%), ikt 54 Bk
(37.5%), L-CEX ®Tix 143 #ehilisk 87 # (60.8
%), Bt 56 ¥ (39.2%) TH b, MHMCHEEDEIL
Bbbhiztot, chi 75 ARHEER X UBEET
RENLES, withd AR 80 ZeBHoh
oty XBi WMk &, Escherichia col,
Streptococcus feacalis 75 &1z CDX P¢D, ¥ 7= Klebsi-
ella spp., indole (+) Proteus iz &1z L-CEX BDE%
ROe L0 - hett, MOEEY b AD TARMCEE

BEEHBEE & LT, CDX ¥ T Pseudomonas
spp. 10 #k, Serratia spp. 54, indole (+) Proteus
7c '3t 33 ¥, a-CEX $ETCii Pseudomonas spp. 19
¥, Serratia spp. 61k, indole (+) Proteus 47 &
3t 48 BABE® B, L-CEX BETHVEALAL
hich, FRMCEEOER BHLAhhoT (Table
21),

R AEED MIC Li§%REDBIFRY Table 22-1,
22-2 L—JE L TR LIS, mEe b MIC 51>100 pg/
ml il s & MEARHIET THEANED b,

5) HfiEERCHTIHR

TR g RER T 5L ¥ LD & Table
23 DL Y THBo ERICE Y HPO HBIZADND
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Table 19 Efficacy on bacteriuria by organism (single infection)

Organism Drug yag'egf Eliminated | Decreased | Replaced (Unchanged ,nwww+ msmmt‘“l
. CDX | 17 12 0 2 3 70.6
E. col LCEX| 16 8 2 3 3 625 NS.
. CDX | 10 5 1 3 1 30
Kiebsiella spp. || DX, | 1 > 1 2 0 30 N3
Indole (+) CDX | 6 0 0 0 6 0 NS
Protexs LCEX| 5 0 0 1 ‘ 0 .
. | Indole(-) CDX | 1 0 0 1 0 0 NS
g Proteus LCEX| 1 0 o |1 0 0 :
CDX 6 1 1 ) ‘ 333
‘g Preudomonas spp.|| | TEx | 2 1 0 0 1 50 NS.
: . CDX | 10 0 0 0 10 0
5‘ Sermtiaspp. ||} CEX| 11 1 0 0 10 91 NS.
CDX | 1 1 0 0 0 100
g Enterobacter spp. | [ Cax | 1 0 0 0 1 0 NS,
] CDX | 1 1 0 0 0. 100
Gitrobacter spp. | 1 CEX | 1 0 0 0 145 0 NS.
CDX | 1 0 0 1 0 0
Other GNR LCEX| 0 0 0 0 0 -
CDX | 54 20 U
Sub-total LCEX| 42 12 2 7 20 37 NS.
.. [ CDX | 6 5 0 1 0 833
CDX | o 0 0 0 0 —
3 S. aureus LCEX| 1 1 0 0 0 100
- . CDX 7 5 0 1 1 714
:§ S. foecalis LCEX| 7 6 0 0 1 85.7 NS.
. CDX | o 0 0 0 0 —
g |Other GRC 11 CEX| 1 1 0 0 0 100 ;
Bt
(£}
CDX 13 10 0 2 1 76.9
Sub-total LCEX| 11 10 0 0 1 909 NS.
CDX | 66 30 2 9 2 455
Total LCEX| 53 22 3 7 2 415 NS.
0D, \WFhd HGHEI EEDO ZixED6hich - 6. BR
72 CDX ¥ 119 #1, L-CEX ¥ 117 iz >\ CRIfERD
5. BYERIX5HBEMHRKHE BNLToT, ELMAERE, CDX RO 1HAKAL

' “ﬁgﬁmx B EEMRYER ML Table 24 R L1 i TibbRENRE 2 B Hc il YCEROBL
ExH T, CDX HTixEH 22 #) (22.2%), %20 AR U= REY 3H B bk L, SuE#3HE
Bl (20.2%), ©LHEH U4 H (141%), 8 B A ORRFHFCIIBELC R, BYRZZALHELTE
(43.4%) T, EHLAY X EHRIAYRIZ42.4% T 53, ¥+ BUN, mif7 v 7%= v Egi L%
Hoto —H, L-CEX BTiES 16 61 17.6%), A  #MELRL, TOMORKKERK b REBEDON
%h 23 By (25.3%), ®°EHY 14 fl (15.4%), & T TEVy £ D 7o A & OBEIREH LY
38 Bl (41.8%) THE 42.9% Lith, ER/XK, A  LMELTL3 (Table 25),

REDEHERBMCAERDOZIBD bR o1, BRI B R &R Lz, A & oRMiEHNC
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Fig.7-1 Laboratory findings before and after treatment
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Fig.7-2 Laboratory findings before and after treatment
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Fig.7-3 Laboratory findings before and after treatment
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PbOYRRTHL Table 26 D23 h LB, CDX R34, 74%) 7+ A7 7 4 —¥LR3H, BUN k
BCR7M1c GOT LR 3#, GPT LR AH NIV B 2#F XOKRORRD, HEREMPE 1 #0154
BUN LR, mi7v7s=v LR, AOKRY, B  c@BHbhis, HEHORRARCIAROZIEDL
BXEMM, 7Ah Y7 427 55— ERE GO  hith ok, Fig 7-1~3 RBEMHKc WELIThhi
W #,L-CEX ®Ciz 10 il GOT LR 54, GPT £ 2EAOBKBEERMLR Lo
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Table 20 Bacteriological response
cDX L- CEX St
‘ tistical
Isolated - - i
o8 No. of E“?;'g)'ted Persisted o ot Ex u(igxg;lted Persisted | 2talysis
E. coli 26 | 22( 84.6%) 4 21 | 15( 71.4%) NS.
Klebsiella spp. 14 | 11( 78.6%) 3 17 |.16( 94.1%) 1 NS,

'E Indole (+) n7r | e(3s3%) U 15 | 6(400%) 9 NS.

3 gngc;::s(—) 1 1(100 %) 0 3 3(100 %) NS.

2 | Peudomonas spp.| 13 | 2(1549%)| 11 8 | acamsm| s NS.

§ | Serratia spp. 21 3(143%) 18 23 | 2(87%) 21 NS.

2 | Enterobacter spp. 3 3(100 %) 0 3 1( 33.0%) 2 NS.

E | Citrobacter spp. 2 1( 50.0%) 1 3 0( 0 %) 3 NS.

G | Acinetobacter spp. 2 0( 0 %) 2 8 | 6(75.0%) 2 NS.
Other. GNR 5 4( 80.0%) 1 3 2( 66.7%) 1 NS.
Sub-total 104 | 53( 51.0%) 51 <. 104 | 54( 51.9%) 50 NS.

| S. epidermidis 10 9( 90.0%) 1 7 | 5(71.4%) 2 NS.
gig S. aureus 3 3(100 %) 0 3 3(100 %) 0 NS.

S 8|S faecalis 25 | 23(92.0%) 2 23 {19( 82.6%) 4 NS.

& | Other GPC 1 | 1000 %) 0 6 | 6(100 %) 0 NS.

£ |GPR 1 1(100 %) 0 0 0 0

S | Subtotal 40 | 37(925%) 3 39 | 33( 84.6%) 6 NS.

Total 144 | 90( 62.5%) 54 143 | 87( 60.8%) 56 NS.
Table 21  Strains appearing after treatment 7. HAK }

BURCI>EOME LKL EXEBLTHESL

Organiem coX LCEX A F#Eiz Table 27 iR LI-L % 0T, CDX R0t

! No. of No. of
stra‘zns"(%) sua?ns?%) EHTHAEDD 21 /1 (2L.2%), FAEDHY 5 A
- (25.3%), EBHEbArxlov 12M12.1%), FRT
e | ] G 3% G, meTa o <
: - - .5
Pseudomonas spp. 10( 30.3%)]| 19 ( 39.6%) EBHTHERED D) EERRED VEADR-FRE :5
Servatia spp. 5( 152%)| 6( 125%) %, LCEX BTt B»THAED Y15 A (16.5%),
Enterobacter spp. 1 30%)| 3( 63%) HAKEDY 2861 (30.8%), EbHLbuaky 1A
Citrobacter spp. 1( 3.0%)| 1( 2.1%) (12.1%), RE&TH5 24 41 (26.4%), FHETH B
Acinetobacter spp. 2( 61%)| 2( 4.2%) fl (14.3%) THAX 47.3% Lir), ARHCHED
Other GNR 2( 6.1%)| 3( 6.3%) Db Hhicd o,
S. epidermidis 2( 42%) * w
g'f”“""s 10 30%6) 1C 21%) SEbhbhL, FLLARSALEIAE7 772
treptococcus sp. 1( 3.0%) AV vREAEHR CDX 0&E, Kot IUHRLY
Other GPC 1( 3.0%)| 2( 4.2%)

. ERC TS BEY T, SN RBRRREY HRE
Candida, T. glabrata, 3( 91%)| 2( 429 _
Tricosporon 20 (4.2%) B, ¥7: LCEX %% @¥H & LT, wel-control i

Total 33(100 9%)|48(100 %) X b HEBRE L, AR, QE#JB‘JEHJ#BWMD
BAITEES L BE TR\, —EERECIST
Appeared | 28 32 *
N.C(;‘Sgsf Ng;t)ear n 59 well control & H\ 720 %ﬁﬂiiﬁ%@ﬁ%ﬁﬁiﬂﬁ
appeared BOBVES MOERATE LLL, ERRBRTRO

§



441

CHEMOTHERAPY

VoL 20"NO. 4

. (%619) | (6s8) | (%29 | 69 | (%09 | (%1 | (%0on | (%) | G6oon) | %0 | (%oom) (%L9) X991
eviiig | ozizi | samz | ziig | it 2is | vt | etior | sk /0 T (1 —
— (%¢£9) (%£8) (%02) | (%09) | (%.8) (9688) (%82) | (%001) | (%6001) (96001) (96001) | (95001) . X
wiles | zijot | sl | sie | szioz | siz | Zzhz | 9le €lg T 1 1
uy-
X301
- r Xao I 44D
9/9 iy e X301
| . " Xao U
szist | vl 68 8/g T 1 ol X371 :
cige g ur | st | i 2z , Xao wmwfs
clg iz p iy
3 i i 41 “Xao Suanw s
LIS iz n T 0 o X301 o
oi/6 o i .| i n 1 i i 1 “Xao Spruiopds 5
iz /0 1 i : X371 | . -
sv | 1n | 1w 0 | : 1 X 1 N9 2240
8/9 Sly o s 1 A i X301 ]
zio 1/0 1o ! ! X | dds uopogojoussy
) £lo 1 ‘ ; _ X301 . ;
it ah A n xa o dds 42120904110
£/ 1 zl0 : | xaT dds ‘o
sl iiz 0 X - dds sopmqasimg
£2/2 10 | zk : | xa1 }
e | it | oz d 0. | Txao dds byuug
8ic 8/g - g ] xam ] :
€l (443 1lo ) Xao o lnnm .asa.zé..,...ﬁﬂ
cig 1 774 . : n . X3 . s
1 i : : . Xao — (-)3opu]
s1/9 (1014 44 ) . _ X1 . suaoug
umn 1o | oii9 . : . o xao | . (+)ajopu]
et | 2l | e - to | x| e | sis i H { 1 x@oa | ]
nm . vie | 88 2l il o N | R . wdds oyrsgyy
1zist | gle I e glg 9lg elg 1/0 v . A1 -
w2z | ¢z in i 1 gig | nfor | ele 1. ' o ) X | g
i woprN| oo1< | oot 05 z szt | sz9 | ere | o5t | so | es0 | ozo [ oros:| . 3
ol — - preye— - . - — P - U:._ﬂ .. . . ... wsluedin
v JW [s{[a0 401:9z5 umnoouy - S )
PIIE(OS] RS JO “ON [POIEDIPES SUENS jO ON

#suodsas [e2iB0j0LIATEq PUE DN UMIMISY VONEPY  1-2Z JQEL




g
o1 provey :
m, e | mm .matm.. Mm., M .w_, 1 .Mm&c stw .masgv Mm.m“ ..wm ﬁ oL
< wine |zt | skt | 2r | alet o | S| BR |9 i 1t 1k X@
m | Xl ¥ao
£ 12 ;
i | 1 | x 249 3900
akt | sh | ous W th x3axr1 p—
=13 tK Ak B i Xas noo'S
K R T X391
ik | n 21 swano 5
LK R n i 0 1 X371 .
otls i th i n '3 i mn i Xao sypruiapsds S
R 1 n mn X321 ;
W <h ih ) i i mn X 8ND D
< (13 sh 1] 1) n X301
o (1) (1] Xa s gy
. th th X3r1 .
I H i Xao 4ds 4m90d10
| o
e i zlo X321 dds 43
m H 3 ' i Xao dds aapoqasave
ak h | zk X301 }
_...m_ 13 i | ®k Xao dds oyneszs
sk 8l X301
o sik ak th Xao dds souomopnasd
tk £k Xar1 snajoiy
i th Xao (=) 3iopu]
<1 eIl T X391 swajaig
inp il 9 /9 Xad (+)atopu]
ubt | ke i 1l iy cls 2l h Xar1 \
Y €z oly v i Xao dds oo
wkt | tk h i biv viz glg Ve X301
%z | i ih 0 yiot | 9l e Xao o q
suop 0N | 001< | oot 05 @ gzt | szo | ere | o1 | 8o | eeo | ozo | oros
oL Buq wsuesin
(1 /) SN

442

W /S22 401 : 3ZIS Wnmou]
POIE[0St SUIRXS JO “ON [pREdPEsd SUIens jo ON

asuodsas [earB0[0LaIoRq pu DI UIIMISG UORERY  2-22 IEL



CHEMOTHERAPY

NOL-'IU NO. 4 443
Table 23  Effect on subjective symptoms
Symptoms Drug Resolved Persisted Total Statistical analysis
10 .
Fever . NS.
5
chx (172%) o 2
Frequency T N.S.
13
Pain on DX (72.2%) 5 18
urination 9 NS.
. L-CEX ( 56.3%) 7 16
2
Sense of CDX (100 %) 0 2
residual urine
L-CEX 0 0 0
Lower abdominal 1
discomfort, CDX 2 3
Lower abdominal (133.3%)
pain, N.S.
Lumbar pain, 1
Urinary L-CEX (100 %) 0 1
incontinence
Table 24 Clinical evaluation by attending physicians
Drué Excellent Good Fair Poor Total Statistical analysis
22 20 14 43 .
Cpx (22.2%) (20.2%) (14.1%) (43.4%) 99 NS
. 16 23 14 38 -
L-CEX (17.6%) (25.3%) (15.4%) (41.8%) 91
_.~Table 25 Side effect
Side effect . .
Drug Sex Age e Administration g:;g;rgfhcé‘ -
B Type Appeared date | Disappeared date )
ox | F | o | Suspected d 3rd d the giaretion - |- (03%)
60 - - -2nd rd day | - the discretion-~~-{- .896)——
: . egx:a ne cay oo :y of the patient R
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Table 26 Cases with deterioration in laboratory test result
Ratio of Statistical
Drug Age | Sex Items and changes of abnormal values Cause appearance | analysis
RBC(429—374), Hb(13.0—~11.4), Ht(40.5—35.5),
2-4| 76 | M | WBC(7400~10100) Unknown
28-4| 83 M | GOT(23—48), GPT(9—39) Unknown
35-3| 60 | M | GOT(35-+58), GPT(30~67) Unknown | 7119
CDX 143-4| 65 | M Alp(11.0~13.4) Unknown |  (5.9%)
59-1| 67 | M GPT(16-37) | Dng
7n-2| 77 | M , BUN(25.5-+29.6),8-Cr(1.5-1.8) | Drug
72-1| 57 M | GOT(17-46), GPT(18—80) Drug NS
13-3| 70 | M | GOT(17—164), GPT(8—49), Al-p(6.2-+26.0) | Drug -
26-4| 75 M | GOT(41—-78), GPT(22—42) Drug
27-1| 80 | M BUN(15.9—27.2) Unknown
27-3 | 67 F BUN(17.7—24.7) Unknown
Legx |35°1| 68 | M | GOT(34—67), GPT(12—56) Unknown |  10/117
35-4| 32 M RBC(432—273), Hb(11.3—6.9)| Unknown (8.5%)
43-3| 65 M Al-p(10.3—14.0) Unknown
66-2 | 72 M | GOT(36—42) Unknown
75-3| 66 F GOT(31—44) Unknown
78-3| 71 M Al-p(13.9—14.6) Unknown
Table 27 Classification of utility of drug
High Moderate Un- Unsatis- iti
Drug utility utility determined |  factory Useless | Total Sat:;iﬁ
21 25 12 26 15
CD
X (21.2%) (25.3%) (12.1%) (26.3%) (15.2%) 9 NS
L.CE 15 28 11 24 13 -
CEX | (165%) (30.8%) (12.1%) (26.4%) (14.3%) a
‘Table 28 Relation of overall clinical efficacy between
evaluation according to _the criteria of UTI
committee in Japan and physicians' evaluation
UTI Dr. . Excellent Moderate Fair Poor Total
Excellent 32 13 Soarif 1 0 46
Moderate . 24 9 2 a
Poor 0 6 18 79 .| 13
Total .38 T 28 Bl | 90
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Mﬂﬂt&!shrlﬁlaimlﬁmﬁ 57 LA
BRYAFEEM LR, v

$REMIZ, CEX 2. CDX uh#uﬂise:vbtlz
Sy P FALEDTHEMLT ST &, ¥ CDX ot .
HREERMS R L\ > HBE XM LT, CEX O
geMMTH5 L-CEX ¥BR LI, CDX ¥ XUF L-
CEX o1 B#H¥EK, RERLA 122\ T AR RMERY
RN hRES O mNPRE, RPBRES XUR+
#nlo A& CDX o2mMiHo R, 3o L-
CEX OMREMAXRC BREh T2 1 BEERER L
¥$#E LT, CDX 1.5g (43), L-CEX 2g (% 2)
&Lk,

BRERRERED BITEN 36 LV KRR HE
i, BEBRENERYPOLCABIRTVS UTI ¥
AR CGF2B0Y KMUTT, FHENML
AERERE-T5 AME L, ChiEYEKIR X 5 B
PREICHARHNEO ML, ThEhicouwTHEHE
0], 218§ R

RIERMIT 237 T, CDX 3 XU L-CEX #ify ¥k X
hSEMIR R Eh 120 Sl XU 117 A TH 7o B
B BEATLEOWN 20% THH, BEKYRHETE
EARRBE L 90 ALl EEin ot Ioks, B~ BiE
BHOA¥ER, BENORIHABMERFRTH 1 WE
DEERBILOVWTORN T, AR EEDERTE
boht, AR KT 2 BKRHE, HYKIC X 5B
HR, K2l FRAEHTEREDRRDLBIITEN T
BThs LI,

UTI ERFFMMERE (B 2H0° K-> THELIRE
ERGRvHHETHB L, CDX B 46.5%, L-CEX

B4.1% ThHY, BENSORMTH 10 CDX HO |

AR, HBEBHSRBICKEBEBLE TS HAHKLR
BRYFET H 5 = &, Pseudomanas spp., Serratia
wp. I XOREMNESHY H Uiy ElIC X 5 RY
ALV BATWBZ Lo ELD &, FlTE IR
twi ks, L LARENEOFO LD, BRHA~D
ERVBIOhIEALD L b EXHRBH, K
RERATHE 1S LS B » 7 — 74 FEAH 17.2
% B5RIVROBAERLMD 33.1% SFhTH
b, CDX ORBRBMitsFURBIFTHSlolcbEL
bhid, RABKYDRYHET SHBLLBRE X
UﬂiRLﬁ?‘bﬂyﬁmbo&ﬁ?t. 0ioi‘ﬁ%0mﬁ
Thot,

BYRK X 2 BB RH RO “Th, fﬁ#l‘ﬂr
HROBRED LT, HIEASORMTH -0 ¥
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The clinical efficacy and safety of cefadroxil and L-cephalexin prolonged action granules were
evaluated in patients with complicated urinary tract infections under a well-controlled clinical trial.

The dose for cefadroxil was 500 mg administered orally 3 times a day for 5 days while the dose for
L-cephalexin was 1000 mg administered orally twice a day for 5 days.

A total of 237 patients were treated. Clinical efficacy was examined with 99 patients receiving
cefadroxil and 91 patients receiving L-cephalexin from whom the withdrawals and dropouts had been
removed. Adverse reactions were investigated with 236 patients from whom 1 patient receiving cefa-
droxil had been removed.

Based on the criteria set by the UTI committee in Japan, the efficacy of cefadroxil was assessed
excellent in 24 cases, moderate in 22 cases and poor in 53 cases resulting in an effectiveness rate
of 46.5%, while that of L-cephalexin was assessed excellent in 22 cases, moderate in 19 cases and
poor in 50 cases resulting in an effectiveness rate of 45.1%. No statistically significant difference was
found between the 2 drugs.

Adverse reactions were reported in 1 patient receiving cefadroxil; abnormal velues for clinical
laboratory tests in 7 patients receiving cefadroxil and in 10 patients receiving L-cephalexin demon-
strating no statistically significant difference between the 2 drugs.

Utility judgment by attending physicians indicated 46.5J% utility value for cefadroxil and 47.3%
for L-cephalexin, once again exhibiting no statistically significant difference between the 2 drugs.

The results therefore indicate that cefadroxil is an effecttive, safe and highly useful drug in the
treatment of complicated urinary tract infections.



