632 CHEMOTHERAPY NOV. 1986

TFarBidmtht s n Cefuroxime axetil
(CXM-AX) pX# - ERIKRE

FHER—-RAWH-BIL B
FEZR-BH K BEERLT
HLREBRF W R BHERE
(EAE : RRAB I KED)

AMMBEEE = FIEX - FEHRT
1B AR+ F B Wb IR B8 Bt

EAB—- HEREZ BREEXK
B )11 37 el BR 28

mEE®E- T E B
FALWE =1 2B

L& @i
EMREFRARBUREH

B M 1E [
£ AR YD B i R 28t

KEHBE - E &
T 3715 7 Be U PR 25 B

hRE R
LREB AR FBRENFERE
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Fig.1 Chemical structure of CXM-AX
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1. FEREIUHR

1 EBsBs EHD

YHBC BV TRBREREL Lo BRF LTV E
coli (50 #k), K. pneumoniae (39 k), P.mirabilis (50
), Indole &t Proteus spp. (50 ¥k), Enterobacter
spp. (44 #), Citrobacter spp. (31 ¥k), S.marcescens
(50 ), P.aeruginosa (50 #), E. faecalis (50 ),
S. epidermidis (50 k&) o\~ T, CXM, CCL, ABPC,
NFLX, CMZ, LMOX nit 6 X kT s/ ¥ B
IEEEE (LT MIC) % MIC2000 + A7 Az X b 10°
CFU/ml @& TRIE L1,

2. BERHBE
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TIARER K WIR B R, BBt R 35
WINTILRBEIA R 288, BALR= B &mibE, &0VKREF
OERBTW R 2%E, BWHIBERWIREE, AMEEE
FRWRBE, FWEAEIVRBLWIR ISR, I EHRE
RPN RIEBE Ut RIEVE T SR RISUER ~H 7
% 182 G, UTI Bl Ed bh TV 5 &4
Eiltod I F AR E AT B4 120 BlR RS & Lo

&5 CXM-AX 1 A& 500 mg (2 5HR) %
SEE1H 207 BMEE L, 2RHTER UTI R
BRI HEMIFMERE FE=HOY iy, 53 8A
ETHBRBHBHERTo10 1, 7 AR GHERD
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BIFABI LT, CXM-AX O ERTHIZBILE
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1. ERRAIRES
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(1) E.coli (50 #) (Fig.2)

CXM w3 % MIC fEiX 48k (8 %) »30.78 pug/ml
T THH, 1.56 pug/ml L iz 46 £k (92%) »of L,
13¥ CCL L REDERR Lic, ABPC (o LTk 47
Bk (94%) »11.56 pg/ml LI /A L, 100 pg/ml L)k
D MIC %R THEH 19 Bk (88%) Thot, T LM
OX 1/ LTixekk 0.78 pg/ml LTz, NFLX Tz 1
B (2%) %BR\TED Ok 0.39 pg/ml LT/ 1
L, BIFARRIMAR LI, CMZ ixf L Tix, 1.56 pg/
ml R L9k (18%) # B\ T 41 # (82%) »
0.78 pg/ml LITF /i Lico

(2) K. pneumoniae (39 £k) (Fig.3)

CXM wxt LT 8 ¥k (20.5%) #50.78 pg/ml LIFiT
i L K. pneumoniae %, CCL L RBEDORKIZM #/R
L#zo ABPC 1% LTi% 38 #k (97.4%) 55 1.56 pg/ml
P EwomAL, 12 # (30.7%) 75 200 pg/ml Ll Bz /71
L7

LMOX, NFLX ix LTI BIFeRZMELXRL, %
%14k (2.6%), 2%k (5.1%) #hr< &tk»: 0.78 pg/ml
UTFwHA Lico CMZ i LTiX 0.78 pg/ml % &' — 7
L LT 0.05~6.25 pg/ml (25 Lz

(3) P.mirabilis (50 #k) (Fig.4)

CXM 1o/ LTid 0.39 pg/ml iz — 7 & 4 b, 43 &
(86%) 7 0.78 pg/ml LA @/ #i Lz, CCL 12k L Tik
0.78 ug/ml iz’ — 7 &4 %, 0.78 ug/ml LIFAs 40
(80%) TH 1o ABPC izxf LTi%, 33 tk (66%) »3
1. 56 pg/ml LA Ewo /i L, 100 pg/ml L B2 7 £k (14%
AoAE Lo, 72 NFLX, LMOX izxf LTi%, NFLX
D 3.13pg/ml AR LA3¥E (6 %) %< £k & b
0.39 pg/ml LITFwwnfil, BIFRERIHELR LI,

(4) Indole Ptk Proteus spp. (50 #k) (Fig.5)

CXM iz LTIk 68k (12%) #50.39 pg/ml AT 2y
15 L7oAs 100 pg/ml LA 32 £k (64%) 3975 Lo
CCL izxf LTk 49 #k (98%) 7> 1.56 pg/ml Ll Eizhy
#i L, 100 gg/ml Ll 43 &k (86%) /i Lizs AB
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Fig.2 Antibacterial activity of CXM and other antimicrobial agents
E. coli (50 strains)
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Fig. 3 Antibacterial activity of CXM and other antimicrobial agents
K. pneumoniae (39strains)
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Fig. 4 Antibacterial activity of CXM and other antimicrobial agents
P. mirabilis (50 strains)
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Fig.5 Antibacterial activity of CXM and other antimicrobial agents
Indol(+) Proteus. (50 strains)

100
90
. 80
SERL
¢ 60
= 50
g 40
3 30
20
10
—~ == =] 1 1 L L [ I I | L
(}2;51)550950.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 200 400 800 800<
cXM |1 1 1 1 2 3 2 4 311 8 3 9 1
ccL 1 11 31 10 4 11 12 6
ABPC 1 2 2 9 10 9 10 7
CMZ 3 7 13 9 12 1 2 1 11
LMOX 4 16 14 12 1 2 1
NFLX|[3 3 4 1 3 1 1 1 2
——CXM
o—oCCL
e----e ABPC
o----0CMZ
S 100[ ——LMOX
< 9% a—-—NFLX
=
£ go- MIC-. MICs
< 10r =
e\ ! |
s S0F ) —
° ok \ MIC range
=R R 10°CFU ml by MIC 2000
Ep TR TN
:‘: 10_ ’ ‘K/ \\
[ -——t -

A

= B e e, (A |
0.0250.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 200 400 800 800<

MIC(ug/ml)

——
CXM e
ccL  —
ABPC +—3
CcMZ —
LMOX —
NFLX
—— — ]




638 CHEMOTHERAPY NOV
Fig.6 Antibacterial activity of CXM and other antimicrobial agents
Enterobacter spp. (44 strains)
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Fig.7 Antibacterial activity of CXM and other antimicrobial agents
Citrobacter spp. (31 strains)
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Fig. 8 Antibacterial activity of CXM and other antimicrobial agents
S. marcescens (50 strains)
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Fig.9 Antibacterial activity of CXM and other antimicrobial agents
P.aeruginosa (50 strains)
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Fig. 10 Antibacterial activity of CXM and other antimicrobial agents
E. faecalis (50 strains)
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Fig. 11 Antibacterial activity of CXM and other antimicrobial agents
S. epidermidis (50 strains)
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PC (255712 0.20 wg/ml (2 18R (2 %) v HiT 50
ZoTfi 2T <T 3.13 pg/ml LJ ETH b, 100 pg/ml L) E
(45 Bk (90%) AimpAilice CMZ iz LTk 1.56
pg/ml 2@ — 7 %4 %, 0.78 pg/ml LJTFIiZ 10 #k (20%)
AL,

LMOX 125 L T2 0. 10 gg/ml iz — 7 %4 b, 38
(6 %) ®EB\TT~T, 0.78 pg/ml LI FTHH, NFL
X zxp LT 1056 pg/ml L ko> MIC HIR3Fk 5 Bk
(10%) THh»t.

(5) Enterobacter spp. (44 ¥k) (Fig.6)

NFLX oxt LTS BIFeREEHamRL 33 & (75
%) #40.78 pg/ml LUFIZ/ A7 Lico LMOX (2% LT
12 £§ (27.3%) 7% 0.78 pg/ml LIz Lz, CXM
IR L TIE 3Bk (6.8%) #10.39 pg/mliz/pAi L, 41 £k
(93.2%) % 3.13 pg/ml LI ETHH, 100 pg/ml L) ki
27 ¥k (61.4%) » 44 Lz, CCL, ABPC, CMZ izxf
LTk 100 pg/ml L k434 ~ 37 5 (84.1%), 36 ¥k
(81.89%), 35 ¥k (79.5%) TH-10

Table 1-1 Background analysis
[tem No. of cases %
16~29 41 31.2
30~39 33 | 275
Ag
xe 40~49 12 | 100
(yra -
50~59 17 14.2
60~65 17 14.2
0~1 42 35.0
~ 0 7
Duration untill 3 5 41T
first medication 4~ 7 23 19.2
from first onset 8§ ~14 4 3.3
(days) _
15~ 1 0.8
Unknown 0
0 92 86.8
History 1 13 i 12.3
(times/yr.) 9= 1 0.9
Unknown 14
H# 34 28.3
+ 39 32.5
I-r‘cqueln'c_\' of - 0 5.0
micturition
- 17 14.2
Unknown 0

CHEMOTHERAPY
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(6) Citrobacter spp. (31 £) (Fig.7)

NFLX iz x U T b BiF/ e EEME RL, 21
(67.7%) 7% 0.39 pg/ml LITFi2 L, LMOX 4 [mg
TefFI %% Lz, CXM, CCL, ABPC, CMZ 2L ¢
WURERERE V%R R L, 0.20 pg/ml A6 800 pg/
ml DL Bz Lic,

(7) S.marcescens (50 k) (Fig.8)

CXM, CCL, ABPC, CMZ 1=%f LTI23 LA K2
iR b ek » 7oy, LMOX Tk 58 (10%), N
FLX TI% 13 £k (26%) »% 0.78 ug/ml UTFeafmL
7o

(8) P.aeruginosa (50 £) (Fig.9)

NFLX ([ZOXEZFWHRL, 35 £k (75%) # 6.25

Table 1-2 Background analysis
Item No. of cases %
H# 31 28.2
20 18.2
Sensation of
. . 31 28.2
residual urine
- 23 25.5
Unknown 10
H# 12 14.5
+ 17 20.5
Discomfort "
. + 21 25.3
on urination
- 33 39.7
Unknown 37
# 35 29.2
H+ 44 36.7
Urinary pain
+ 41 34.1
- 0 0
H# 25 20.8
+ 65 54.2
+ 30 25.0
Pyuria
+ 0 0
O | o 0
TS 0 0
107 41 34.2
5 -
Bacteriuria 10 33 a5
(/ml) 10° 36 30.0
10* 10 8.3
' 1~4/hpf " 0/hpt
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ug/ml LAFi2 575 LAt CXM, CCL, ABPC, CMZ ;=

BERZHIAC, LMOX o L Tik 6tk (12%) 28
6.25 pg/ml YT LICORTH » 72,

(9) E.faecalis (50 £) (Fig.10)

ABPC o3t LT 1.56 pg/ml iz & — 7 2 4, % 0. 78~

200 pg/ml =, NFLX {2k} LTix 3.13 pg/ml iz & — »
3B 1.56~12.5 pg/ml (237 Lichs, oEic
'Zq‘ TIEWAAZR L, CXM 2#t LTI 58k (10%)

L 1.56 pg/ml iz, 10 £k (20%) % 3.13~12.5 ug/ml
iz, 35 ¥k (7025) A 25 pg/ml L i/ Lic, CCL,
CMZ, LMOX i LTit, LMOX o1 Epx\ T4
7 12.5pg/ml PR L, iz CMZ, LMOX z 4t
LT EA EDEEA 200 ug/ml LhEiz /5 7

(10) S.epidermidis (50 t%) (Fig.11)

CXM izxf LTIk 0.20 pg/ml o€ — 2 % 4 %, 29
(58%) 72 0.78 pg/ml LI FTHbH, o MIC /i
NFLX L[k B xR L, B R e BZ ks 8
bhto, CCL iz%f LTk 11 kR (22%) »: 0.78 pg/ml
UTFweH i, ABPC oy LTIk 19 £k (38%) »v 0.78
pg/ml ATz 548 L foo CMZ, LMOX 3% « 3.13
K — 7 &b oMEL ﬁzTL
0.78 pg/ml LATFi34& ~« 10 £k (20%), 3%k (6%

pg/ml, 12,5 pg/ml |
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DRt E L L2 120 GRS & Table
1 o FHAIIL 16 #o D 65 B E TT, 20 i
5 30 ’rtc:t — 7 HiRDI, RIENSFHE TOMBIL
1 BLAPY 42§ (85%), 2~ 3 H O fAs 50 5 (41.7
%) LRIEN D 3 ALIADIER: 76.7% &4
DTzo BFE 1 FRIDOBEM IS DAL 0 @D L Dps 92
(86.8%) TH-toy PEIRAMIHAL 35 (] (29.2%), ++
P44 ) (36.7%), +141 (] (34.1%) THo12, 4
TR HAY 39 U (32.5%) L %h oo, BIPRNIT— 728
G (25.5%) T#H -1z, BRI HL 25 (7] (20.8%), 4
25 65 {7 (54.2%), +73 30 (] (25%) TH 720 MliH
[Ri3 10"CFU/ml 7% 41 7] (34.2%), 10°CFU/ml »: 33
ol (27. 10° CFU/ml #1 36 {7] (30%), 10* CFU/ml
5210 (7] (8.3%) TH-te,

Dl EDREGZ 3% CXM-AX %1 H 500 mg (4
20, 200 B X At AR R R R L,

Table2 I3 AE DR GEIDRTH B2, Bt
LA te 104 GITE % 85 (7, H4h 18 (I THH4199.0
% THotes

Table 3 12#¥3E 7 B DL &
LAtz 72 Gl D 5 % % 59 (7,
1002 TH -1,

0/)

J'.
73

BIKHRTH S tiat
iz 13 fIThHBR

> ChBIEF D3 BHRHE W 5T 5 %’{H%%"—W“bﬁi %
2. BRKHIRE Tabled 1Z/R L7z, 7 BETEIL Table [WiR3 X 512 E.
Table 2 Overall clinical efficacy of CXM-AX in acute simple cystitis fitting for criteria of UTI committee
250 mg < 2 /day, 3days treatment
Symptom Resolved Improved Persisted
Efficacy on
De- Un- De- Un- De- Un- -
Pyuri Cleared Cleared Cleared bacteriuria
yana eare creased | changed eare creased | changed eare creased | changed
Eliminated 7 4 3 1 2 1 103(99.0 %)
Bacteriuria pecreased 1 10 1.0%)
(Replaced)
Unchanged 0! %)
Efficacy on pai ‘o Q0 (
©¥ on pain 97 (93.3%) 1(3.8%) 3(2.9
on urination Case total
. 104
Efficacy on pyuria 90 (86.5%) 8 (7.7 6 (5.82)
D Excellent 85 (81.773)
Overall effectiveness rate
:| Good 17.3 7%
103 104 (99.0 72
Poor (or Failed) 1(1.0%)
| S ——




Table 3 Overall clinical efficacy of CXM-AX in acute simple cystitis fitting for criteria of UTI committee
250 mg X 2 /day, 7 days treatment
Symptom Resolved Improved Persisted
Efficacy on
De- Un- De- Un- De- Un-
Pyuri Cleared Cleared Cleared bacteriuri
yuna eare creased | changed are creased | changed care creased | changed e
Eliminated 58 3 61 (84.7%)
Decreased
Bacteriuri 7 2 o
acteriuria Replaced 7 9 (12.5%)
Unchanged 2 2(28%)
Efficacy on pai ,
cacy on pam 720100 %) 00 %) 00 %
on urination I Case total
72
Efficacy on pyuria 67 ( 93.1%) 3.4.2%) 2 (2.8%)
‘ ‘| Excellent 58 (20.670)
e
_ - Overall effectiveness rate
Good 14 (19.4%)
72/72 (160 %)
Poor (or Failed) 0 ( %)
3 days result in the same cases
Excellent 59 (81.9%)
Overall effectiveness rate
Good 13 (18.1%)
72/72 (100 %)
Poor (or Failed) 0 ( %)

Table 4 Bacteriological efficacy of CXM-AX in acute simple cystitis
fitting for criteria of UTI committee 250 mg X 2 /day,
3 days treatment (104 cases)

Strains "
Isolates No. of strains Eradicated Persisted * appearing after
treatment
E. coli 93(1)"" 92 1
P nurabilis 3 3
S. saprophyticus 3 3
S. cohnii 1 1
Sepidermidis 1 1
Streptococcs sp. 1 1
F. faccalis 101" 1 1
K. pneumoniae 1 1
F. acrogencs ] 1
Total 10502 104 1 1

* Regardless of bacterial count

** Poly-microbial infection
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Table 5 Evaluation of recurrence in acute simple cystitis
excellent cases in 7 days treatment

Symptoms of (-) (+)
bladder irritability ’ Miction pain (—) Miction pain (+)
et - ~ it
Pyuria - © o - © = |+~ - | O = |~

1~4 HPF | 5~9 HPF | 210 HPF

a |

<10’ cells/ml

10°cells/ml

Dacteriuri

FW cells/ml

Follow up of recurrence

No Recurrence
Recurrence
recurrence rate
38 1 2.67%
Table 6 Side effect
Case No { 1 2 3 4 5
i . L . Headache
Symptom | Dizziness Gastric discomfort Eruption ‘whole body ) Diarrhea
Nausea
Period of
7 days 7 days 1 day 3 days 3 days
treatment
Appearance day 2nd day 7th day 1st day 1st day 1st day
|
Severity + + -~ + I +
|
Relation to
. . Possible Probable Definite Definite Definite
CXM-AX ;
Discontinue . . ) . ) .
Continue . Discontinue Discontinue Discontinue
Treatment R Drug for gastrointestinal . . . . .
No special treatment . . No special treztment No special treatment No special treatment
disorders used
Prognosis Improved Improved Improved Improved Unknown
coli 9 93 kR LI L4 <, P.mirabilis 31tk S.sapro- - 1o
bhyticus 38k, LLF S.cohnii, S.epidermidis, Strepto- 3. &lfEH

coccus spp., E.faecalis, K. pneumoniae, E.aerogenes
HZATBETH 5120 CXM-AX 3 ARHEHIZ X D ELFE
FeLii Ecoli 1#TH b, EHERIZ9.0% TH
> 12,

Table 5 12/ Lcfn< HHoBmanE UTL SRR
IR, MR OB X )RR L, CXM-A
X 7B S6, 25 e T L fEMiconT7 A
HEL, BROBE#GE L, et LM 39
Itay, 1fcER ED>5h, BRRL2.6% TH

BB P2 B UKL Lieh o 70 9 BB ER <
173 R 5 ] (2.9%) ildpbhiz, TH 6 Table6
RT LT, BEARE, B2, BN, xR,
THRITH-T0 BEAREH LTI EEXFEAL, T
FIOREGNL, FOBER LIt b BB TH B A8,
L EAREPR SR TER LTV 2,

FRERBEMEIST APBE T Table7 TR+ X5
iz GOT, GPT o@EER 20RO bRI, F7-
LDH 0Ot 1 el bh o ELET L Y BT
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Table 7 Changes in laboratory test results

Total Deteriorated (Relation to the drug)
Item | No. of ) Probably | Definitely Unchanged | Improved
Definite Probable Possible | Sub total Sub total
cases not not

. 1 33

RBC 34 i (29 (97.1%)
| | | 1 3

Hb 34 (2.9%) (97.1%)

i

g . 1 3

Ht 34 (29°) (97.1%)
) 1 8

Seg. 9 ! (11.1%) (88.9%)
N z 3l

GOT 3 1 1 6.1%) ' (93.9%)
| 32

GPT 3 1 (3.0%) (97.0%)
1 28

LDH 29 1 (3.470) (96.6 %)
1 25

t-Protein | 26 1 (3.8%) (96.2%)

Table 8 MIC;, and MICq, values of E. coli, gram
positive cocci and other gram negative
rods isolated before CXM-AX treatment

MICsy g ml) MICsy (ug/'ml
Isolates
CXM 1 CDX | NFLX | CXM | CDX | NFLX
E. coli 1.56 I 6.25 | 0.02| 3.13 6.25 | 0.05
GPC 156 | 313 1.36) 313 | 3.13] 1.9
T
Other GNR | 1.56 [ 12.5 0.1 1.56 | 12.5 0.1

Inoculum size : 10”cfu/ml

HY, FALOHAFRIBFENTH > 72
I11. # =

REGAE T 3T 2L FR A & LT Penicillin s X O°
Cephem % S-lactam FZPUEHIS Brercds, BKE T
GRERERT WS, HizESAlIckT 5 Cephem &
AR VLD HFE 3RO BELS & LT W
Bo DR THEAFLEREL, WMHEBECKNTINE,E
FHEAINTHB,

B-lactam RPUEANC %35 EEMEEFIE, *h
#HNKD 3 %5 p-lactamase BN ELET D L1z
Lo - T, B-lactamase FEABHIC & A R YE
DAF L LTE, B-lactamase 12X h I hicy §-
lactam ZH AR DOBIF & p-lactamase * AT 2 HH
ZHRTHI itk Y, BERD B-lactam REFLEHIOH

HARHER I L) TR RENR T D, f-lac
tamase IZfE X is\ f-lactam FRITA4HL, Cephem
FUER 2O E LTBIRASEXR, Cephamycin ik
B\ od % 4 3R Cephem RIFUEHD £ & »5 3-
lactamase TR I Nt HEER B LT D, fnT
CHhODHAERNL Y 7 AEMEEYII LD & LTEER
Bix LEVWCHEN A LTs ), BERBERCEL
FRZh>25H%, Lo L, Zhbd Cephem RITER
BTRTEHFFTH Y, HEFERRELS DD,
B-lactamase IR Mg\ E AR B-lactam RIEF
DEIFE L Toh T e,

CXM-AX BZEHSIcL Y BERTH=ATA{LS
T Cefuroxime & LTHRIRZh, HEHLRET S

Lid, 2R L b A% S 0H»mp e RPRED
B, HERD 50% » Cefuroxime & LTHIIZH,
R Ehso L BlEix@Eh LTHtIh 5%, £72
B SR OBAMERCHT 5 EFOYEIBHTS
5%, lEogky, BIfFAd sy,

HENCOW TR, HERFEOBEKS Mk OREICS
T, CXM 1 E.coli, K.pneumoniae L TitCC
L L E%EOREMRTH, P.omirabilis wi\Tid C
MZ X9 4B-T3 b, S epidermidis i3\ Tt NF
LX L3R DOMVREM LR LIS

Table 8 ;= CXM, CDX, NFLX o&EKARF TP
SEEETRT B MICs, 35 X UF MICe ¥ LB, #
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catEMEERAOEXE L LTREr¥hD D E
coli 1wxf LTIk MICso, MICq, & 33z NFLX 121245
yon, CDX Xbh, 1~28zLHY, GPCiext LT
11 MICs; T NFLX rR&/AftianR LTt b G
NR z@ LTk CDX # 3 F 2L LEAHER TH -7

g AtREHc VT 3 BEIE T EHE 8177,
W% 17.3%, 7BHECSVCTREYR 81.9%, HH
% 18.1% &, EHECKVTL3RETATRZEALY
A UBERSE1LESh Ty, PEREMME S Ty
HHENBOIT, BIEAOHIIRIZ 2.9% THH, W
THABRERL LD TH > 10

UEo®E X b, CXM-AX BBEMKADRKEE 5
IHyREEIH LTESTH D, BRBE»LATLS
T TOWEFMELLTLE 500mg &\ 5 i THL,
PORIERS VI Betnd b, BRI T Chic
HEBBE LTS,
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H

5)

6)

pra ik
th)l|&£— : Cefuroxime. Jpn. J. Antibiotics 35:
283~295, 1982
5 33 MAXRLCFEREELELFAALLTRE, FE
v AR AT (SN407), 1985
KEIERK, fb:UTI EozEmEsE (535,
Chemotherapy 34 : 408~441, 1986
AAfbinss i ZEHALEE (MIC) §
FEFHHEIIC 2T, Chemotherapy 29: 79~
119, 1981
WILLIAMS, P. E. O. & S. M. HARDING : The ab-
solute bioavailability of oral cefuroxime axe-
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ing and after food. J. Antimicrobial Chemo-
ther. 13:191~196, 1984
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FUNDAMENTAL AND CLINICAL STUDIES ON CXM-AX
IN FFMALE ACUTE SIMPLE CYSTITIS

Seticu1r Sarto, Yosuiaki Kumamoro, Satoru Okavama, Takaokr Hirose,
SuicerU Sakal and Noriko NisHIjiMA
Department of Urology, Sapporo Medical College
(Director : YOSHIAKI KUMAMOTO)

Axio Honma, Masarumi Mivake and Tosuiyukl DaTe
Department of Urology, Japan Red Cross Asahikawa Hospital

SuinicHi Mivamoto, Takaniro Tamiva and Kenr Takatsuka

Department of Urology, Sunagawa Municipal Hospital

Suujt Kato and Hitosur Tanpa

Department of Urology, Higashi Sapporo Sanjukai Hospital

Cuosno EnaTsu

Department of Urology, Tomakomai Oji General Hospital

MasaTtaka Fujita
Department of Urology, Hakodate Goryokaku Hospital

Katsuyukr Mitose and Axkira Nisuio
Department of Urology, Sakata Municipal Hospital

Kenr Ocuma

Department of Microbiology, Sapporo Medical College

The fundamental and clinical studies were performed on Cefuroxime axetil (CXM-AX), a new oral
cephem antibiotic.

MICs of CXM, CCL, ABPC, NFLX, CMZ and LMOX were determined, using MIC 2000 system,
for clinical isolates, i.e. 31—50 strains each of E.coli, K. pneumoniae, P.mirabilis, Indole(+) Proteus
spp., Enterobacter spp., Citorobacter spp., S. marcescens, P.aeruginosa, E. faecalis and S.epidermidis.
The antibacterial activities of CXM were comparable to those of CCL against E.coli and K. pneumo-
niae, and higher than that of CMZ against P.mirabilis. The ranges of MIC distribution of CXM for
Indol(+) Proteus, Enterobacter, Citrobacter and E. faecalis were wide. Although S.marcescens and
P.aeruginosa were resistant to CXM, S. epidermidis showed high susceptibility which was comparable
to that of NFLX.

In the clinical study, CXM-AX was administered in the dose of 250 mg b.i.d for 3—7 days to 182
female patients with acute simple cystitis including the urethral syndrome. 120 cases (65.9%) were
of typical infections, with subjective symptoms, pyuria and bacteriuria in accordance with the “UTI
Criteria”. 1In the 104 cases out of the 120, in which clinical efficacy was assessable on the 3rd day of
dosing, overall efficacy rate was 99.0%. In the 72 cases, in which clinical efficacy was assessable on
the 7 th day, the overall efficacy rate was 100%.

The recurrence of infection was examined in 39 cases, and recurrence was noted in 1 case, the
recurrence rate being 2.6%.

Subjective adverse events were observed in 5 cases (2.9%), i. e. dizziness, gastric discomfort, eruption,
headache, nausea and diarrhea. They were improved during observation of the clinical course or after
discontinuance of administration.

As for abnormal laboratory findings, slight elevation of GOT and GPT values were noted in 2
patients.



