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Fig.1 Chemical structure of cefmenoxime (CMX)
and cefotiam (CTM)
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Fig.2 Plasma levels of CMX in beagle dog after
intravenous administration
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Fig.3 Plasma levels and urinary excretion of CMX in 3 healthy male adults after intravenous drip
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INFREROBHRCHEYNEL, EEORES LV
MIC DRE I MERYEERWREMNERET B L

e » 1o MIC 1% HA{LF RIS EE & (B -
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JC 2 #:3s X Ut Staphylococcus aureus 209P #) ik
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SETHIE Lo

6. Btds X OBTERE

B s BEYBIRTHE, RO L5 IEEXRA
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Table 1 Trial schedule
Day Pre- Day of treatment Post - Follow up
Item treatment 0 1 2 3 4 treatment |observation
Highest body temperature O O @] @] O O O
WBC O O
Urinalysis | Bacterial count O le)
Protein O @) e}
RBC, WB%OP_IIP.
Platelet
Laboratory . ’
. GPT, Al-P
findings Creatinine © © o
Side effects O O O O @] @) ) 'e)
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Table 2 Grade of pyuria
WBC occupy more than half the high power field +H+
WBC occupy less than half the high power field T+
and 30 cells or more per high power field
WBC are 10~29 per high power field +
WBC are 5~ 9 per high power field +
WBC are 0~ 4 per high power field -
Table 3 Criteria for pyuria
After -
- ++ =
Before 2 ~ 4 /hpf 0~ 1 /hpf
+HH+ Unchanged Unchanged Decreased Decreased Cleared Cleared
++ Unchanged Unchanged Unchanged Decreased Cleared Cleared
+ Unchanged Unchanged Unchanged Unchanged Cleared Cleared
* Unchanged Unchanged Unchanged Unchanged Unchanged Cleared
Table 4 Criteria bacteriuria Table 5 Overall clinical efficacy
Replaced organism ‘ Pyuria
by cross B ~ Cleared Decreased Unchanged
N : ¢
infection | 5 — <103 cells/ml | 210° cells/ml acteriuria
Infecting Eliminated Excellent Good Good
organism
Decreased Good Good Good
1] Eliminated Replaced
<10° cells/ml Decreased - Replaced Good Good Poor
=10° cells/ml Unchanged Uuchanged Unchanged Poor Poor Poor

BRIzOWTIEFDOREY Table 2D X 512 5 Pz
SERBIN T 5 L D% Table 3 DEEER > TEE
b, 3E, TEDOIBEEICHE LI, F-M&E R,
Table 4 DFEEFE Bk, B, BERXR TED4
BRCHET S 2 L L, BARLANHRER CH
E LT RAERZRILIBRS X OHEROHEBIZL &
3%, Table 5 DEMERCHE - TES), KL, £LHD 3B
P HE Lo

MEFHIZH RO ELREREO L D THBEREKR T
EEHEKRELRFROVTRMCHEL, chid i
BHEEARY RO, FLBEBHERE EXRROWT

LA Lo RBCHT5%) R1i3, UTI ERHaEfists
TIEMEMERIFERE LTE VBT stk -
TW3A, REFBROHEBIZOWTHLRETEZ L
72D T Table 6 |2 /R T I REVEEYE, E, TED
3 B HIE L,

2) FHRECIZHEBEHRLERLHE

FRESEHOYEE T X h B, B P
%, ELHD 4 B EEIRRHER TR > 10 THIE
ERR ER BRIV TEENZ & ic Fig 4 R’k
CEREORAMGCNTHHSEY = — 7 L, E¥C
WREEAEL LEhh b OREE (mm) % FIE L1,
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Table 6 Criteria for highest body temperature

\er T
<37 37°C

Beforay 38C 239C

i
377 Normalized | Unchanged

Unchanged | Unchanged

38 1 Normalized | Decreased | Unchanged | Unchanged

239C  Normalized | Decreased | Decreased | Unchanged

Fig.4 Drug usefulness
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e ERALV, BEOEEKBIFANE LTHEAS xR
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1. RAEHOEEARER

EREFTEIC = v b e — T —HEEA I Loy
vk, RREBBINCAERO¥E Y, &RYIX=
vre—F—2MREE LS X, ARKTERCLThER
BRI M M B R L TRAID S ERRA
Frebtz, FOFERL Table 70 X 5\ IFh bRk
CEETHLDTH 1

2. BREHEGIE

EH RS LR AR 241 ST, CMX #1206,
CTM B 121 fiTh»7o =D 5 bLRRHIEFEES
IO BRHIERET & bic 211 4] (CMX 3107 41,
CTM 104 41) <, ElfF FREHERIL 240 f (CMX
211941, CTM B 121D Thoto £ D AR,
Table 8, 9 IWRTER D Thoto HRPHR, F K
¥ I OEWERHIED S Lic CMX B0 1 fli, fibod
FAR LRI TE D, BEARLTR LIGEATSH
i) ‘/':.o

3. EFIOFER IUHBMOSHEKE ‘

wERETE LTHE, Fin, 2H5, KERERHGI(UT]
WML X B), RELSOGHHE Fif, FE
w5 -5, AFEATOLERSE AR BSHG

Table 7 Results of contents of test drugs

CMX CTM

content/vial content/vial

(%) (%)

Bef 1.019¢g 1.050 g

elore (101.9%) (105.0%)
0.968 g 0.978 ¢

After (96.87) (97.8%)

BOBRE IOBREHEICOVTRE Lice TDOERIX
Table 10 1273 X 5 w24 LSHITEERFR W ¥
RLFEDIRIed oo TeRBMAD 5 HATLAR MRS
FEAENTOVTik CMX BENEE (P<0.05) & CTM
HIDELBOLAH, BHREEECEL CTM HrR
Flicis s RFEZEL DRI -1
EFRRETOMRECOWTHES, KE K MICo
DA TEEC OV THER L 7o (Table 11), DR
ThIHEAFCIEHECIH LTV,
4. BHEHE
REEESE, BROY TR, MERCHTHH
B, MEFHOR RBCNTIPHE ERERLLR
BEOR, THRECI>FABHEDHEIRD EEHT
H%o
1) REERZE
CMX FETIXER 24 B, HZ) 496, EHUHTH
R CE+ER) 68.2%, Fio CTM FETILEZR 16
Bl, B 28 B, EZH 60 Bl TH KK 42.3% THDH,
CMX #VEE R E VWA R %R Lk (P<0.001)
(Table 12),
2) BReATHRHE
CMX B TWIERIL 35 B, 3E 26 fl, RNE 6 HT
HER (EFHL+%E) 57.0%, 7 CTM HTCIILEHR
t24%l, HEI18H, AL 624 Tk HEFK40.4% Th
b, CMX BOHERVERCEMEL SR L (P<0.05)
(Table 13),
3) MEFRCHTIHE
CMX BTixfatbib 63 61, WA 4 4, Bz 164,
A 24 PITHER (B +HA) 1262.6% THH,
70 CTM BETIXBAMAL 29 6, WA 3 B, B 34 41,
K 8P THEK30.8% THbH, CMX H1XEECH
fEx R L (P<0.001), 7RI CMX B 14.9
% (16/107), CTM B¥ 32.6% (34/104) TH Y, €TM
HrBVWERZRELZR L (Table 14),
4 MEFBHR e
EERDBEEC OV TEHE I BHZ S %o &R
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Table 8 Patient studied
CMX CTM Statistical
test
Total No. of cases 120 121
No. of cases excluded 12 15
No. of dropout cases 1 2 x2=0.705N.S.
--------------------------------------------------------------------------------------- (df=2)
No. of cases evaluated
for efficacy and 107 104
usefulness
No. of cases excluded 1 0
for side effects
No. of cases evaluated
for side effects
(1) Symptoms 119 121
(2) Laboratory test 115 115
Table 9 No. of cases of exclusions or drop outs
Reason Clinical response | Drug usecfulness Side cffect
CMX CTM CMX CTM CMX CTM
No underlying disease 1 0 1 0 0 0
No underlying disease
and bacteriuria less 1 0 1 0 0 0
than 10' cells/ml
Prostatitis 0 1 0 1 0 0
Pyuria less than 5 cells/hpf 2 1 2 1 0 0
Exclusi Bacteriuria less than
refusion 10" cells/ml 6 1 6 1 0 0
Organisms were unknown 0 2 0 2 0 0
Concomitant use of other
antibiotics 1 0 1 0 0 0
Concomitant use of other . .
antibiotics and 1% 0 17 0 1° 0
short period of medication
Total - 12 15 12 15 1 0
Discontinued due to
side effects 1 1 1 1 0 0
Drop outs Organisms were unknown
at post evaluation 0 1 0 1 0 0
Total 1 2 1 2 0 0

% This case was also excluded for side effects.
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Table 10 Background characteristics

Characteristics CMX CTM Total

Sex Male 88 79 167

Female 19 25 44

~59 30 21 51

Age (years) ::z :;3 g: 2:

~89 7 13 20

Pyelonephritis 28 31 59

Diagnosis* (P <0.05) Cystitis 52 61 113
Infection due to post prostatectomy 27 12 39

1st group (Indwelling catheter) 40 43 83

Single 2nd group (Post prostatectomy) 19 8 27

Group of disease infection 3rd group (Upper UTI) 5 5 10
4th group (Lower UTI) 16 14 30

Mixed 5th group (Indwelling catheter) 13 17 30

infect on 6th group (No indwelling catheter) 14 17 31

B. P.H. 16 18 34

Post operation of B.P.H. 28 15 43

Change of urinary tract 4 8 12

Underlying disease of Tumor of urinary tract 24 32 56
urinary tract Post operation of tumor of urinary tract 5 1 6
Calculus 11 7 18

Other single underlying disease 9 10 19

Mixed underlying disease 10 13 23

Complication Effect on clinical response T gé ;2 12(1)
Operation before treatment + z: 2: l;g
Indwelling catheter i :; ;; lgl§
Chemotherapy before - 48 41 89
treatment + 59 63 122

. . - 105 100 205
Concomitant drug Effect on clinical response 7 2 i 3
+++ (more than half field) 45 36 81

Pyuria ++  (30cells/hpf~half field) 38 44 82

+  (10~29cells/hpf) 23 20 43

+ (5~ 9cells/hpf) 1 4 5

10* cells/ml 7 9 16

o 105 cells/ml 34 30 64

Bacteriuria 10° cells/ml 24 29 53
=107 cells/ml 42 36 78

No fever 75 71 146

) 37C 13 13 26
Highest body temperature 38C 14 12 %
39C 5 8 13

Gram (+) 2 5 7

E. coli 8 7 15

Citrobacter 5 3 8

Klebsiella 13 8 21

. Single Enterobacter 8 6 14

Isolated organisms infection Serratia 19 20 39
P. mirabilis 1 2 3

Indole(+) proteus 5 7 12

Pseudomonas 16 10 2

others 3 2 5

Mixed infection 27 34 61
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Table 11 Comparison of MIC value between CMX and CTM groups
Inoculum size 108 106
Drug of MIC tested CMX CTM CMX CTM
Drug group CMX |CTM |[CMX |CTM |[CMX |[CTM |[CMX |CTM
Not done 7 7 7 7 7 7 7 7
0.05 2 0 0 0 2 1 0 0
0.1 2 3 1 1 10 12 2 2
0.2 5 5 1 1 6 9 10 6
0.39 3 2 2 1 7 8 3 4
0.78 5 2 5 2 7 2 3 3
1.56 6 2 1 1 7 4 3 3
3.12 2 3 2 2 6 8 4 0
6.25 2 4 7 4 4 4 0 2
12.5 9 3 0 1 8 12 1 0
25 7 7 3 0 15 16 2 1
50 13 9 2 6 14 10 5 4
100 12 17 0 0 11 7 1 6
200 10 13 3 1 3 2 3 5
400 17 15 4 4 0 1 1 1
>400 5 12 69 73 0 62 60
T T [ ] [ ]
Z~=1.871 Z~=1.078 Z~=—0.601 Z0=0.316
Statistical (N.S.) (N.S.) (N.S.) (N.S.)
results | ] |
Zo=7.475( P <0.001) Z=7.168(P <0.001)

Table 12 Overall clinical Fefﬁcacy

Drug | No. of case| Excellent Moderate Poor
. 24 49
CMX 107
0 22.4% 68.2% 3
16 28
CTM| 1u4 15.4% | 42.3% 60
Zo=3.377(P<0.001)
Ex. x*=1.276(N.S.)
Ex.+Mod. x 2=13.310(P<0.001)
Table 13 Efficacy on pyuria
Drug | No. of case| Cleared Decreased | Unchanged
cMX | 107 % % 4
32.7% 57.0%
24 18
62
CTM 104 23.1% 40.4%

Zo = 2.289(P<0.05)
ClL x2=1.975(N.S.)

Cl.+Dec. x?=5.187(P <0.05)

(%) Table 12
10 —m r—
80
Poor ,
60
40
Moderate
20
Excellent
CMX CTM
(%) Table 13
100[» ’__ —
80
Unchanged
60 |-
40
% Decreased
20
Cleared

CMX CTM
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Table 14 Efficacy on bacteriuria
Table 14
(%)
100~
Drug ochoa;se Eliminated Decreased Replaced Unchanged
63 4 16
MX | 107
c 58.9% 62.6% 77.6% #
29 3 34
CTM| 104 27.9% 30.8% 63.6% g

Zo=4.100( P <0.001)
2=19.361( P <0.001)

ElL

El + Dec.

x2=20.219( P <0.001)

El.+Dec.+Rep. x2= 4.402(P <0.05)

Table 15 Bacteriological response

Unchanged

Replaced

Decreased

Eliminated

. No. of Eradicated . No. of strains appeared
Organism Drug strains (%) Persisted after treatment
CMX 5 3 (60%) 2 2
Gram (+)
CTM 8 7 (88) 1 1
CMX 16 15 (94) 1 1
E. coli™
CTM 18 11 (61) 7 1
CMX 8 7 (88) 1 0
Citrobacter
CTM 10 10(100) 0 3
CMX 18 18(100) 0 0
Klebsiclla B
CTM 13 12 (92) 1 0
CMX 11 9 (02) 2 0
Enterobacter
CTM 14 11 (79) 3 4
CMX 4 4(100) 0 0
P. mirabilis
CTM 7 7(100) 0 2
CMX 11 11(1007 0 2
Indole( + ) Proteus
CTM 18 16 (89) 2 3
CMX 29 23 (9 - 6 5
Serratia”
CTM 32 16 (50) 16 17
CMX 31 14 (45) 17 11
Pseudomonas
CTM 22 8 (36) 14 20
CMX 4 3 (75) 1 '
Other GNB ( !
CTM 3 3(100) 0 2
R CMX 132 104 (79)
Subtotal (GNB) = 28 2
CTM 137 94 (69) 43 52
CMX 0 0
Y.L.O. T 10 -
CTM 0 0 4
CMX 137 107
Total T8). ... 30 32
CTM 145 101 (70) 44 57
AP<0.1, *P<0.05
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Ex.+Good x%=8.029(P <0.05)
Fig.5 Clinical usefulness by urologist

100 o
801
S
o CTM
s 601
g
L3 - ———
S
@
(=%
o 40 -//
2
: /
3
g
O 20
0 1 I " 1 1 1 1 1
0 41 82
Sufficiently Common (+) Useless
satisfactory Satisfactory  Unsatisfactory (—)
(#) (+) (%)

% #E L7c (Table 15),
75 NBRMEE (Staphylococcus, Streptococcus) T
(% CTM BOH 2R RE AR LR LI E O£
TiXieh» 7o
—%, 77 saEERE T, Serratia T CMX B
(79%) M CTM # (50%) X hBRERLBVEHEAX%
RL (P<0.05), ¥7- E.coli TH CMX B (94%) »*
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(o Table 16
Table 16 Efficacy on the highest body temperature (pyelonephritis) l‘()‘()’”
Unchanged
Drug No. Normalized Decreased Unchanged 80 /ZZ: Decreased
of case
60 |-
16 1
MX 9
¢ ! 84.2% 89.5% 2
40F Normalized
17 3
CTM 23 73.9% 87.0% 3 20
Zo=0.724(N.S.) ok 3
Nor. x%=0.186(N.S.) CMX CTM
Nor.+Dec. x2=0.052(N.S.) : ’
Table 17 Clinical assessment by urologist (25) Table 17
100 ( —
Drug No. Excellent Good Fair Poor 80F Poor
of case
33 41 13 60 Fair
CMX 1 107 | 598% | e9.2% | e1.3% | 2
“or Good
. 20 31 18 00
CTMI 1041 195, | 49.0% | e6.3% | 2ol
Zo=2.976(P <0.01) Excellent
Ex. x=3.188( P<0.1) 0

CMX CTM

CTM B (61%) L v AR E A% /R L7 (P<0.1),
Klebsiella, Enterobacter, indole (+) Proteus,
Pseudomonas B\ TIL CMX O R 5 <,
Citrobacter TIIIZ CTM BEEDHHRLRE Dy » 7ohiy
ThIBEDETIIeh 1o P mirvabilis TIXHEK]
PFLLI100% DEHBRRETH 7o 77 LEMHEHESSE
ELTHDMAKIZCMX B 78.8%, CTM #f 68.6%
< CMX BEAER DA (P<0.1) %R L1 HHEES
B LTARIEEDOEMBEARTH CMX B 78.1% (107
/137), CTM %69.7% (101/145) & CMX FOF»E
Mol EBEIRD LRI -7,
BESHBEERL CMX Tl 32 4THD, Eic
3 DY Pseudomonas 11k (34.4%), Y. L. O. 10 £k
(31.3%), WBMET 65.6% Z G5, —F, CTM #
TILS7#TH D, 5H Pseudomonas 20k (35.1%),
Serratia 17 ¥k (29.8%), WM E i T 64.9% THo1c

Table 18 Overall impression score (0~82) on
clinical usefulness by urologist

Mean value . Statistical
Drug (s.D.) Median value results
CMX 26.6(19.2) 23 t=3.518
|
CTM 36.4(21.3) 39 (P <0.001)
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Fig.6 Comparison of profile

CMX, ------ CTM
No. of Overall clinical | Efficacy on pyuria Efficacy on
cases efficacy bacteriuria
Efficacy (%) Efficacy (%) Efficacy (%)
CMX|CTM| 20 40 60 80 20 40 60 80 20 40 60 80
1 st group .

g Indwelling catheter 40| 43 0\\ °~\ '\

S [ 2 nd group N
g E Postprostatectomy 19| 8 b\h\\
2 3 rd group N
s é& Upper U T I 515 /(>
Sl & [ 4th grou /

% Lower TI 16 | 14 //‘y
5 = | 5 th group g

EE Indwelling catheter 13117 ?1 ‘?‘ '<\

© '

Z & 16 th group 3

=.Z |No indwelling catheter| 14117 < e }3"
Trpe of Single infection 80| 70 /Q .
1 I l/ 4
infection Mixed infection 27 | 34 d o . .

_ None 54 | 44 by p+ P "
Indwelling L , ] /
catheter | pone 53|60 || of R AR

Cystitis 52 | 61 o A oe [ p+
’ /
Diagnosis | Pyelonephritis 28 | 31 t‘“ Q 9’ &1 3\’ e
Infection due to l . { / \
prostatectomy 27| 12 o P b A
2(5~9 cells/hpf) 1| 4| B o 3
‘NNZEE T /|
+110~29 cells hpf 23| 20 o r / %o :
Pyuria ; ! .'
++(30 cells-half field) | 38 | 44 ¢ 4 jA 4 ¢
+++(more than half field'| 45 | 36 <} . < o p+s
10* cells/ml 71 9 o o
% : 1N
105 cells/ml 34| 30 ) } .
Bacteriuria i / /
10° cells/ml 24| 29 o A fo >. ° .
' H ’1
107 cells/mi~ | 42[36| |6 . $| dla s S
CTM effective
Organisms organisms 1| 47 | 46 //0 P e ’ / -
CTM not effective / /
organisms 2 60 | 58 ST & 4| 4 m

# 1 Staphylococcus, Streptococcus, E.coli,
Klebsicllu, P.mirabilis, Indole(-H Proteus
Enterobacter, Citrobacter

2 S faccalis, Hafnia, Serratia, Pseudomonas,
Grucose nonfermented GNB

Statistical analysis : y?test
AP<0.1, « P<0.05
*+P <0.01,++«+ P <0.001
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Table 19 Drug usefulness (%) Table 19
. - . Useles
No. Suf‘_flcxently Satis- Common Unsatxvs- Useless S
Drug satisfactory factory factory
of case 0 ~15mm 16~ 30mm | 31~45mm | 46 ~60mm | 61 - 82mm Unsatisfactory
1y 38 29 19 20
CMX | 107 35.5% 62.6% | 80.3% | 99.1% 1 Common
CTM| 104 # 16 % 4 1 Satisfastory

23.17, 38.5% 64.57, 86.97
‘ Sufficiently
satisfactory

Zo=3.309(P <0.001)
0~15 x*= 3.355(P<0.1) 0
0~30 x?=11.364(P <0.001)

CMX CTM

Table 20 Incidence of side effect

No. of side effect Relation to the drug
: D Severity of
Type of side effect rue symptoms Total® Defi- | Proba-| Possi-| Proba-| Definite-
ota nite ble ble |bly not|ly not
++ -+ +
CMX 1 1 (0.8%) 1
Eruption
CTM 1 1 (0.8%) 1
Malaise CTM| 1 1 (0.8%) 1
Ache of Urethral tract CTM]| 1 1 (0.8%) 1
Total No. of Total No. of | CMX 1 1 1 0
otal No. of cases .
evaluated side effect CTM 3 3 3 0
CMX 119 CTMI21 | o) No. of | CMX 1 (0.8%)%* 1 (0.8%)%% 0
cases cases with -
side effect CTM 1 (0.8%) 1 (0.8%)%* 0
No. of cases with side effects Total No. of cases with side effects
P X100, 3% X 100
Total No. of cases Total No. of cases evaluated
+++  Discontinued due to side effect.
++ [ Treatment for side effect was necessary, but continued.
+  Treatment for side effect was not necessary, and continued.
Drug | Age | Sex | Disease | Complication| Concomitant drug Symptom and clinical course

Eruption (moderate)

CMX | 74 M | Cystitis a - Discontinuation of administration

| Eruption, Feeling of physical disorder, Ache of
CTM| 76 | M | Cystitis - - urethral tract(moderate), Discontinuation of
administration

(Table 15), 6) THREIC X BEBERYEOHE
5) RBKTHHR CMX #eTHE%h 33 4, A% 41 Fl, LXHR) 13 f,
BEBSDEMNY IR E L, RNER (FHb+aL %) 20 G THSER GER+HRD) 69.2% THH, Tl
%) (3 CMX #13 89.5%, CTM #H1 87.0% TH b, CTM BETIXERD 20 i, A% 31 6, LXH% 18 fi,

TAHREDHRTH - 7= (Table 16), % 35 BITHIHE 49.0% THH, CMX E1AEECH



JULY 1982

CHEMOTHERAPY

738

[vitasoy

Geve ur oRuea [ewaou ayy £q podpn(l

Sem Aulpuly [PWIOUQE JO [CWION

% ()

8 8 WLD nsat
31893 h.—e«m,—oam—
pajeJtotajap
6 6 XNWD Yim sased jo oy
(L'12)01 | (878L)9¢ 9 W10 o
. QE._: E E.:?.L
(z'81)¢ (5°6L)SE (€2 1 (€2) 1 ' XD
(8°1) ¢ (£°16)801 | (6°0) T (6°0) 1 I N.LD
auturjesds)
(8°2) ¢ (2°16)S01 801 XD
(2°'8) 6 (2°88)L6 (9°¢) ¥ (L'2) € (670) 1 011 NLD
. . NNg
(s°9) 9 (L26)20T | (8°1) T (6'0) 1 (6°0) T oIl XD
(9°%) § (¥°¥6)201 (6°0) 1 (6°0) I 801 N.LD
RERY
(6°1) 2 (z'96)10T | (0°1) T (01 1 (0°1) 1T (0D 1 501 XD
(9°%) 9 (¥°¥6)201 (¥'9) S (60) T (s'¢) v eIl NLD
LdD-s
(6°0) I (9°¢6)€0T | (6°0) T (670) T (%) § 9°¢) ¢ (6°0) I 114 NIWND ‘
(1°2) 8 (8°58)L6 (L2 ¢ (L°2) ¢ (v'9) S (60) 1 (s'¢) v 38 LD
L09-s
(9°¢) ¥ (2°88)L6 (6°0) T (670) 1 (¢72) 8 (s°9) 9 (670) 1 (6°0) T 011 XND
(v'e) € (¥°56)€8 (rn 1 (rn t L8 LD
1811 ]
(€°2) 2 (9°96)¥8 (rn 1 (rrn t 18 XD
(0°02)€2 | (¥°LL)68 (L1 e (6'0) 1 (6°0) 1 (6°0) I (670) 1 It WNLD
29M
(6°12)52 | (¥°GL)98 (9°2) ¢ (9°2) € 281 XWD
(ont (1°L6)I0T | (6°'1) 2 0'r) 1 o1 1 P01 WNLD |
1
(0°66)20T | (0°1) I (6'0) T £01 XWD
(s°¢) v (8°%6)601 | (L°1) 2 (6°0) 1 (60) T STl WLOD T
(I°66)¥IT | (6°0) T (60) 1T SII XWD
(9°2) ¢ (L°S6)0TT | (L'1) 2 (6°0) T (6°0) 1 Sl NLD .
Jdd
(9°2) ¢ (S°96)II1 | (6°0) T (6°0) 1 SIt XD
jou jou
[ei0iqng [2103qng | d[qisso ] | 2[qrqod] g covts I¢
paroaduj padueyoun) Aatugeq A1qeq01g 77.J __.:u.:_fm Anuagg way|

(8nap oy3 03 uoljeR[dY]) PAIEIOLIINI(]

S3|NSaa 1S3} Luojedoqe| ut saduey) 7 O4rlL



CHEMOTHERAPY

VOL. 30 NO. 7 739
Table 22 Abnormal laboratory findings
. . Concomitant Abnormal laboratory
Drug Age Sex Disease Complication drug findings
70 M Infection after _ _ Elevation of GOT (53—184u)
post prostatectomy Elevation of GPT (72—131u)
Elevation of GOT (29—59u)
M iti - -
8 Pyelonephritis Elevation of GPT (26—90u)
Elevation of GOT (28—50u)
58 M Cystitis - - Elevation of GPT (16—58u)
Elevation of Al-P(7.4—17.1u)
73 M Cystitis - - ‘ Elevation of GOT (28—44u)
CMX
Elevation of GOT (23—36u)
) iti - -
5 | Cystitis Elevation of GPT (23—48u)
72 M Cystitis — - Elevaticn of GOT (41—52u)
76 M Cystitis Hypothyroidism - Elevation of GOT 34—46u)
65 M Cystitis - - Elevation of GPT (60—95u)
o Elevation of GOT (40—45u)
€8 M Pyelonephritis - N Elevation of Bilirubin
(0.6—1.3mg 'dl)
65 N Infection after _ _ Elevation of GOT (23—44u)
: post prostatectomy Elevation of GPT (50—76u)
Elevation of GOT (29—52u)
A \ : . _ _
B I | Pyelonephritis Elevation of GPT ' 49—98u)
Secondary
s t 4 1
78 A\ Cystitis It;:mdb:fcigit::cn;la - De’creas’e o‘f pl::telgt "
e (9.4-10'—5.171
CTM 77 M Pyelonephritis - - Elevation of Al-P6.8—15.1u)
Elevation of GOT 33—350u)
_ N e _ .
& Cystitis Henvan Elevation of GPT (24—43u)
Adona Elevation of GOT (37—51u)
A\ . . _ A )
64 I | Pyelonephritis Transamin S | Elevation of GPT (36— 48u)
65 M Pyelonephritis _ _ Ele\é’lt_i:m /(/);f‘eosinocyte
5 M Infection after post _ _ Elevation of GOT (19—4%u)
‘ prostatectomy Elevation of GPT (30—45u)
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WERBER R Lz (P<0.01) (Table 17),

7 EREIC X AHEBREHE

FREIZ LD EAKDOES (Fig 4 0 MFEEER ] 2
HOREHE mm) O RRESR% Fig. 5 1R L1, FFRD
FHyfECcit CMX BT 26.6 (SD19.2), CTM BT 36.4
(SD 21.3), shffEcik CMX BT 23, CTM T 39
Tk b CMX ENEFICEVAE ALY R L (P<0.001)
(Table 18), HFIICEDFHE T (0~15mm), (16~30
mm), (31~45mm), (46~60mm), (61~82mm) i
Kb, FhERFERORERD MFEF 2l (),
MR (), TEFET (P, Al (1), MFEE
] (=) REHMTAHELTARBE, [FECHE] B
IO TR DEFMDRIL CMX ¥ 62.6%, CTM
38.5% Thbh CMX HrEECEEX R L P<
0.001) (Table 19),

5. BRI

BN REREREC LT, TR LTOERTH
RGBS CEEYRIET EEL bR ICD, FBRE
& b ¥d AT ELRRFIC OV BRI & 1778 -
o

Thbb, KEREN BEHT-TAOFE BRI
Whe, W4, BR, LB oW TThThER%E
AL, BEERSE BRCHTIHRES LUCHERC
WTHMEAIEEE LTHEY B L, ¥ CMXIX
CTM kb 75 alateBEc LTHEA N2 P pdh
K LTWB T, HEEEY CTM o #ICEER (Gram
(+), E.coli, Klebsiella,
Citrobacter) &, FHUJOEMEE L THTIIE 7 ##
WL 70 FOEET Fig 6 1R T X 5 Hilihic
DI DWTEBENBEDONICDIXTROBETHD, W
Fhi CMX Bn, CTM BXH@muRER LI,

1 HRAEBRKDE

CMX BEEBRENOE 18, 5563 (P<O.5
P <0.01) REIUHED ¥l - BARKY: (P<0.05), # 7 —
FLRE - IFEEBEEN (P<0.05), BUTADEEMYS, F
T4, B ATERYE (P<0.1, P<0.1, P<O0.05),
IBRO#H (P<0.05), HIERD 108, 107 cells/ml (P<
0.1, P<0.01), CTM #ICEABDO A, Thllit (P<
0.01, P<0.05) T CTM BEX W HEICEVADRL TR
L7

2) WRCAT RS

CMX B, ZBAERNOL 15 (P<0.001),
g (P<0.05), »7 — 7/ FEESH (P<0.01), B
Brse (P<0.05), ROH (P<0.1), #lE R 10,
107 cells/ml (P<0.05, P<0.1), CTM IS 2
(P<0.1) T, CTM B X W BAHZEVADRER L1,

Proteus, Enterobacter,

3) fERCxT AR

CMX BEsmfmmERIos 1#, 5 65 (P<0.0,
P<0.001), ¥ ) ﬁﬁ@i% (P<O. 01, P<0.001), »
5 — 7 BE L EGEER (P<O0.0D, BEME WEE
% LRSS RS R EE (P <0.05, P<0.01, P<O0.1),
BR D +, 4, # (P<0.05 P<0.05 P<0.01), g
BR D105, 108, 107 cells/ml (P<0.05, P<0.05, P<
0.01), CTM FIEEEn %, Thllst (P<0.001, P<
0.01) TCTM B} h ABEVARRETR LI,

6. EIfFf% XVBEKRREBOED

SIfEEE CMX BTk 119 FiF 161 (0.8%) ok
Db bhic, AEFULHEEDRENEHTHR LLL
» CMX AT 5 %S LK ShBEN LR -1
G TH B, —H, CTM BT 121 FIF 14 (0.8%)
CORBREDRE, £HBMER LUORERSEDLL
Foto bt EM RIEX R T W B (Table 20), WWIhoOf
B b %, BB BEx  $ A TRIfFRER
EE% LT

EHI B G RTH OBERRAEEO LBV TiX, Table
21, 22 T—4EL TR Lo D3 bEAOEEL TR
CEieh ot ERE CMX B9 fl, CTM B84ITH-
oo PERIZ CMX BTi% GOT,GPT ® k&, Al-P Ok
R, cyACVEDERARETHY, —F, CTM Ht
IFERERNS 16, M/MEREA 1 GO CMX B LR

U< GOT,GPT,Al-PD LR TH » 1o

WEROEM L, RERTHTROHICERECHEL

To—BEDOEBTH - 7
1. # %

ESA L7 = 2 RPEFTH S CMX OEMEERBE
PIEC AT B MR R E R HER TS B TER
Bz L5 CTM L O HBRB Y778 - 12

WBEFTHD CTM 2oL TiE, Wby E—HR
DEHAx7 = sR/WMAEFTHS CEZ ik, 774
EHEEEANOHEN S BE U EBThD Z &, i
Enterobacter, indole (+) Proteus i
LA R bapERZhics L EORKEE LD,
FHoMRO €7 = aRFAERTHEZ ENA B A TH
b, ELLOWERKZ T CEZ #xB3KL+5 CTMD
—EERHIRB R T - R, 1SRN RS
fEicxt U CEZ DY B TRZLU oML RT &b
LAERICH LERAELH D LA HE LT, —F, &
BAZEHITH D CMX i3 CTM 12X 7 5 AR IREAD
HENHE 5B, 7 Serratia iz ¥ THOHR
BARZ PADIEAZRY, Wb BHISRO 7 =
LFRPERNCETHLDEINRT VS, Lt Tl
BIHENE R YRR 35 CMX D ¥a %) 5t % Heise il

Citrobacter,
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Fig.7 Comparison overall clinical efficacy

Drug No. of Efficacy rate (%)
cases 20 40 60 80
1 L 1 ! ! I 1 1 1
Ist group CMX | 40 o/. *
Indwelling CTM| 43|29 Q‘
catheter CEZ 22
2 nd group CMX| 19 O/°
K CTM| 8|12 =0 A
_E Post prostatectomy |CEZ 17
M )
= | 3 rdgrouwp CMX| 5 O/
) CTM| 516 O\‘
Upper U T 1 CEZ
2 4 th grup CMX| 16 .B
g CTM| 14 6 ‘//9 “““““
< Lower U TI CEZ 9
g 5 th group CMX| 13
s E Indwelling CTM|17| 7
£ catheter CEZ 8
'§ 6 th group CMX| 14 O/ * x
= No indwelling CTM| 17| 16 ==
catheter CEZ 15
CMX|107 /‘ % % ok
Total CTM|104 | 86 /
CEZ 80
Single CMX ?0 O_/—-. )
infection CTM| 70 (_53 /O
Type of CEZ 57
infection . *
Mixed CMX] 27 Q{///.
infection CTM | 34 | 28 /O
CEZ 23
CNX | 54 &/////4*
None CTM{ 44150 k/;
Indwelling CEZ 50
catheter oMy | 53 *
Done CTM| 60 | 36
CEZ 30

Statistical analysis : #test
AP<0.1, + P<0.05,++P<0.01,**=P <0.001

CMX (2g/day) :CTM (2 g/day) =@:0O
CEZ (4g/day) =C: a

CTM (2 g/day)

THRHIYBRELLFEAIRTVLLE—HERD L7 =
LARHAEFERBTH LA I B Liehh, TTLE
REIDVERDZENHERINTWS CTM LHET5
EDRBEHBLEELOND, RERBILLOREHEHEDLD
BT H B 2D X ICEEEDOH AR TR e BT IR
WEEETERHE LA 8L, BFEOHAH X
DX LB CER BRI WEKRE CERICE RS
HRINBEOIEFOFHIBDTRKE

FRBOXRNZ L5 > cBEOTRAFORE T, B

MRS RERERA CMX BCERICERBD LRI
(Table 10), M4 L BEHBITICE O THTXTO
Bk T CMX BEANCTM BX W IR EL, Fi,
CTM BDRILIRATHRRRLIE T T 5RO BB
DFELVFHENBL LTV DOT (Fig.6), =D
RHXEEHROMBEL LTS 5 L THICHEE TX&
BEREIE X BRI » 1o TDMOFHERET TIHHEER
HEICEITIR D XD BRI - oo
SEIDORBIFBIE CTM 05, H5EHEZLL
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EEIITAHET, CMX 8L CTM B ENBELEY
BRAMEZR LT,

CMX BOBRIERRRBD 1EADOHRTHH, FHK
BROLDTIXA, ¥ BRREEOLEEHE LTRE
EDGOT L&, GPT +&, Al-P LB R IVUEILE
VED LR 9 FIED SR LT BER TR
EEBEEAECER LT\ 7o ZEEOECE\ TR
ERBFLLITABELEX OIS,
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DOUBLE BLIND TEST RESULTS OF CEFMENOXIME (SCE-1365)
AND CEFOTIAM IN THE TREATMENT OF CHRONIC
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In order to objectively evaluate the usefulness of cefmenoxime (CMX, SCE-1365) in the treatment
of chronic complicated urinary tract infection, a group comparison test of CMX and cefotiam (CTM)
was made, using the double blind method, and the following results were obtained:

1) In the judgements of overall clinical efficacy and usefulness for all the cases, the CMX group
was significantly superior to the CTM group (P<0.001). The improvement rate for pyuria and the
improvement rate for bacteriuria of the CMX group were significantly higher than those of the CTM
group (P<0.05, P<0.001).

2) The results of stratified analyses showed that the CMX group was superior to the CTM group
in most of the strata. Especially, in the overall clinical efficacy, pyuria improvement rate and bac-
teriuria improvement rate for the single-infection and indwelling-catheter group (the first group),
the CMX group was significantly superior to the CTM group (P<0.05, P<0.001 and P<0.01 respec-
tively).

Further, in the overall clinical efficacy and bacteriuria improvement rate for the mixed-infection
and noindwelling-catheter group (the sixth group), the CMX group was significantly superior to the
CTM group (P<0.01 and P<0.001 respectively).

From the examination of these results and of the results of a comparison test of CTM and CEZ
conducted by the authors for reference, CMX was considered to be a preparation which shows better
clinical efficacy against obstinate diseases than the existing cefem antibiotic preparations.

3) In the examination of bacteriological effects, the CMX group significantly showed a higher
eradication rate of Serratia than the CTM group (P<0.05). In addition, the CMX group showed a
tendency to excel the CTM group in eradication of E. coli and gram-negative bacteria as a whole
(P<0.1).

4) Side effects were observed in one case (0.8%) among 119 cases of the CMX group, and in one
case (0.8%) among 121 cases of the CTM group. Abnormal laboratory findings were observed in 9 cases
among the CMX group, and in 8 cases among the CTM group. There were no serious cases, and all
cases cured or returned to normal values after the termination of administration.

As shown sbove, cefmenoxime, in comparison with cefotiam, was effective even to Serratia infec-
tions which had been considered clinically obstinate. Cefmenoxime was judged to be an extremely
useful antibiotic preparation against chronic complicated urinary tract infections.





