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Fig.1 Chemical structure of ceftriaxone
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EHOGEARIEHEGTE, 2V b r—F -2
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Tl -Teo GRERBOFHEIL CTRX oty §,
aureus ATCC 6538 P ¥ka A\ oBiEMEY: CTX ¢
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mEFIES 1E1AA7A%1H2E (8- 4), 48
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1HEERIL 28 &850, ZOX 5 BEEYSEL
FoE B, BHMERBERIECHT 5 CTX o—fih
5EEMN1A 2g THHI &, Thicsn LHEERRRY
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Table 1 Patients studied

CTRX CTX x2-test
Total No. of patients 162 175
No. of patients excluded 34 33
No. of drop out patients 13 15 N.S.
Table 2 Reason for exclusion and drop out
Reason CTRX CTX x?-test
Disease out of the object 0 1 N.S.
Negative urine culture 12 6 NS
Bacteriuria less than 10* cells/ml 5 6 NS.
Exclusion
Pyuria less than 5 cells/hpf 3 3 N.S.
Infection due to fungi 14 17 N.S.
Sub total 34 33
No determination of necessary examinations 7 4 NS
Combination therapy 0 4 N.S
Drop out Error of dose and dosage 3 4 N.S.
Discontinued due to side effect 3 3 NS.
Sub total 13 15
Total 47 48 N.S.
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Table 3 Background characteristics

Characteristics CTRX CTX Statistical
test
Total 115 127
Male 86 106
J
Sex Female 29 21 NS.
20~29 2 3
30~39 5 7
40~49 4 4
Age 50~59 11 11 N.S.
60~69 32 30
70~79 47 44
80~ 14 28
~39 7 6
40~49 39 45
Body weight 50~59 53 49
60~69 12 16 NS.
(kg)
70~79 2 4
80~ 0 1
Unknown 2 6
Site of Cystitis 72 92
. e o. Pyeronephritis 38 29 N.S.
infection . . .
Prostatic bed infection 5 6
Bladder tumor 16 22
Neurogenic bladder 12 21
Underlvi Other bladder disease 7 5
disez:eymg Renal disease 18 10 N.S.
B.P.H. kY 40
Other prostatic disease 16 18
Others 12 11
1st group 19 33
Single 2nd group 13 7
Type of infection 3rd group 11 7 x2-test
infection 4th group 16 24 .
Mixed 5th group 17 28
infection 6th group 39 28
+ 13 11
Grad'e of + 27 36 NS.
pyuria +#+ 31 36
1t 44 4
Subjective - 75 85 NS.
symptoms + 40 42
Renal Normal 9 105 NS.
function Abnormal 16 22
Normal 84 79
BUN Abnormal 11 19 N.S.
Unknown 20 29
Normal 85 82
s-Cr Abnormal 9 16 N.S.
Unknown 21 29
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5. SEEORER LU MIC OfIE

BRI B S R Iz B K R AT

HEEREERER KT, HBMCRAES X0 MIC
DRER T fro tco MIC 13 B AR(LERES LB M0
LS, 108 = /ml & 10° =/ml BWEMEEFD CTRX
L CTX o MIC #JE LicH, SEOREHIZE
L LT 108 =/ml EREER O MIC %AW, 1R
Bpic p-lactamase EEAERBIC DOV THHRE Lieht, Thic
1. acidometry disk 35X O nitrocefin disk %R\,
% disk & 3 BE#EDKRIZ B-lactamase high producer,
acidometry disk 1ZiXfatE TH 5 H2 nitrocefin disk i3
BBk Dfk% p-lactamase low producer, [ disk &3}
fabE DFRiL B-lactamase non-producer & ¥ Ui,
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Table 4 Organisms isolated from urine

Isolates CTRX CTX X%-test

S. aureus 7 3

G S. epidermidis 4 12 NS.
P S. faecalis 33 38
B Other GPB 8 9
Sub total 52 62
E. coli 22 15
C. freundii 11 7
Citrobacter spp. 1 2
K. pneumoniae 8 9
K. oxytoca 1 3
E. cloacae 5 5

Enterobacter spp. 8 6 N.S.

G S. marcescens 23 20

Serratia spp. 2 8 N.S.
N P. mirabilis 5 5
R Indole(+) Proteus 11 12
P. acruginosa 26 29
Pscudomonas spp. 9 14
Actnetobacter spp. 2 4
Alcaligences spp. 3 2
Flavobactevium spp. 1 1
Other GNR 4 4
Sub total 142 146
Total 194 208
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Fig.3 Producibility of B-lactamase
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CTRX »ERANM® 108.3%, CTX A 102.0% TH 2.
D, ¥ RBERRHETERO ¥ v 7 v T CTRX A
112.2%, CTX 73 102.4% #&BLTHDH, WThi
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Fig. 4 Relation between MIC and B-lactamase production
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Joit, ZOWRE Table 112, % B L OB%om

(%)
100 -
i V.- 2%
. e
20 T
§ B F.:E:"“ ‘ U-test
= Y oy A:B N.S.
Z 50 s, 4 7 C:D N.S.
3 7" oo ot E:F NS
E ol A A:C N.S.
S | > C:E NS
Iz A:E NS.
Y B:D N.S.
; B:F N.S.
D:F N.S.
1 1 1 1 Il 1 1 ! Il L 1 1 1 1 1
3 lacta-| [ MIC of antibiotics used| 5110 210.39]0.78|1.56|3.13[6.25|12.5] 25 | 50 [100|200|400|800 | 2160 | Total
mase for MIC measurement
o 51| s 5109 114)1]2]1
High A|CTRX(e——e) [23| 2| 3|5 |5|10]4 |5 8 83
producer|pl cTX (o—0) |18 6 | 2|4 |1 |15|5|4f9 0|1 ]4(1]2]1
Low  |ClCTRX(ar=-=-a) |36 4| 4|1 ]|6]3|8]|6|11]11)8 4 6|21 -
producer|pl cTX (a---=a) [27| 8| 6|3 |2 2]|5|27[19f5]9|3[3|1]|1
- - 4 oj1]0
Non. |E|CTRX(@w—-—a)j11fo o011 f1]1]0]2]]1 0 2
producer|p| cTX (D—-—0)|11|0fo0|0o|3|[1fof1]|3]|0of1]2]1[0}0
Table 5 Overall clinical efficacies classified by the type of infection
x2-test
Overall
Treatment | No. of Wi N
Type reatmen ! 0, ° Excellent | Moderate Poor efficacy ILCOXON Excellent
group patients o test Excellent +
rate (%) Moderate
CTRX 19 2 8 9 10 (52.6)
1st N.S. N.S. NS.
StBTOUP | orx 33 1 10 22 | 11 (33.3)
CTRX 13 0 10 3 10 (76.9)
2nd grou N.S. N.S. NS
Single ErowP 1 erx 7 1 4 2 5 (71.4)
infection CTRX 11 4 5 2 9 (81.8)
3rd grou ' N.S. N.S. NS
grouP | crx 7 1 5 1 6 (85.7) S
I
CTRX 16 4 11 1 15 (93.8)
4th grou N.S. N.S. NS.
BTOUP | orx 24 7 13 4 | 20(83.3)
CTRX 17 1 8 8 9 (52.9)
5th grou N.S. N.S. NS.
Mixed ErouP | crx 28 1 7 20 8 (28.6)
infection CTRX 39
6th group | O > 13 13 13 26 (66.7) NS. NS. NS.
3 14 11 17 (60.7) —
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Table 6 Effect on pyuria classified by the type of infection
c x%-test
t t| No. . . / XON
Type Treatmen 0‘ ° Cleared | Decreased | Unchanged CL # Dec. | WiLcorox Cleared
group patients (%) test Cleared +
Decreased
) CTRX 19 3 4 12 7 (36.8) NS NS N
st grow | o1y 33 3 4 2% 7 (21.2) > > S
2nd group CTRX 13 0 3 10 3 (23.1) NS NS NS
n . . .
Single CTX 7 1 2 4 3 (42.9)
infection ard CTRX 11 5 4 2 9 (81.8) NS NS NS
ré growP oy 7 2 1 4 3 (42.9) = e >
sth CTRX 16 6 3 7 9 (56.3) NS NS NS
groUP | crx 24 8 5 1|13 (54.2) > > >
CTRX 17 2 5 10 7 (41.2)
J \f
Mixed | T EOP | cTx 28 4 3 21 7.0 | N N-S. NS.
infection 6th CTRX 39 17 7 15 24 (61.5) NS .
EOWP 1 orx 28 5 3 20 8 (28.6) =
ClL: Cleared, Dec.: Decreased.
Table 7 Effects on bacteriuria classified by the type of infection
x2-test
. El + Dec. | WiLcoxoN .
Type Treatment No' of Eliminated | Decreased | Replaced | Unchanged o €C- | WILCOXON Eliminated
group patients (%) test | Eliminated +
Decreased
CTRX 19 9 1 4 5 10 (52.6)
N.S. N.S. N.S.
Ist growp|  opy 33 10 0 6 17 |10 30.3)
CTRX 13 10 0 1 2 10 (76.9)
2nd N.S. N.S. N.S.
Single | S| cTX 7 3 1 1 2 | 4(57.1)
infection CTRX 11 8 0 2 1 8 (72.7)
N.S. N.S. N.S.
3rd growp | opy 7 5 0 1 1 | 5.9
CTRX 16 13 0 3 0 13 (81.3)
N.S. N.S. N.S.
4th group | opy 24 18 1 1 4 |19 (79.2)
CTRX 17 1 1 8 8 (47.1)
5th N.S. N.S. N.S.
Mixed oW orx 28 2 8 14 | 6(21.4)
infection CTRX 39 24 1 2 12 |25 (64.1)
6th ’ N.S. N.S. N.S.
oW | orx 28 11 6 1 10 |17 (60.7)

ElL ! Eliminated, Dec. : Decreased.

3. HRET

TS % ¥ 7= L7 CTRX HEE o 115 4,
CTX ®E5HD 127 fleon TR EOEBRFAHA L
IKR, Table 3 DX 51z UTI feBmaBREDfich L
THEENBD LR, CTX BEMCHTHE 1S L
VESRON 7 —7 1 GESEG O FES, CTRX Hic
HBRCED >t 75 — 7 VBB OH B EEER
BREGET B Linh, MREOHEICE LCREER
BRECRALET 5 L & Ui

SRR DRTF oW TR mERRICE L ED T, i

BERESAICE LTS Table 4 DX 5 icEr bl
51 ERED MIC (3, CTRX #ERALIEEIH
7= 194 #iebo 150 Bk, CTX HEEML oM S h e
208 ¥R 149 iz OWTHIE S hichs, Fig.2 X5
iz CTRX, CTX o MIC & & Bk EZRDIgh
7o B-lactamase fEHEI: CTRX #E5FEH b OB
116 #, CTX 58D b OB 101 FRiz 2OV THIE
XN f-h', B-lactamase high producer (3 CTRX #5
Ptz 42.2%, CTX #E5Bic 33.7%, B-lactamase low
producer {3 CTRX #5BIC 47.4%, CTX #5HIC
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Table 8 Clinical assessment by physicians
Efficacy Witooto X*-test
N
Type Treatment | No. of Excellent | Good Fair Poor rate Excellent
yP group patients o test | Excellent +
(%)
Good
CTRX 19 5 7 2 5 63.2 NS .
Ist group | opy 3 4 10 7 12 2.4 S NSNS,
CTRX 13 3 7 2 1 76.9 NS N
2nd group -S. S NS.
Single CTX 7 1 3 2 1 57.1
infection CTRX 11 5 4 1 1 81.8 '
Srd grouwp | opy 7 5 1 1 0 g7 | NS | NS | NS
CTRX 16 7 7 1 1 87.5 N
4th growp | opy 24 8 9 3 4 70.8 S| NS | NS
CTRX 17 4 4 4 5 47.1
5th group N.S. N.S. NS.
Mixed CTX 28 5 5 9 9 35.7
infection CTRX 39 16 14 7 2 76.9 . . NS
bth growp| oy 28 3 16 5 4 67.9 >
Table 9 Effect on subjective symptoms
Symptom Treatment NO of Resolved (%) Improved Persisted Wicoxon
group patients (Cum. %) test
Urinary frequen CTRX 36 10 (27.8) 10 (55.6) 16 NS
y frequency CTX 29 10 (34.5) 7 (58.6) 12 >
Pain on urination CTRX 19 14 (73.7) 2 (84.2) 3 NS,
on urinatio CTX 27 19 (70.4) 2 (77.8) 6 >
CTRX 8 . 5.
Other symptoms CTX 3 ? Egi 2; (1) (75.0) i NS.

55.4%, PB-lactamase non-producer (¥ CTRX #E5%#
1z 10.3%, CTX #EE1c 10.9% » b, FOHTIE
LU Z R RBD b o i (P=0.2589),

4. HEEE T 5 MIC

EHREFCBERLL, BREWNORF IV HEEI LI
402 fhep, MIC DRELMT 72 o 1 fc 299 BRimxd3 %
CTRX, CTX W#lD» MIC %it#ed 5 &, WHlo MIC
DICIILL ERZ D RIEh o T TR EBEITHE
LISBEREIBDORT, TH &b S faecalis,
P. aeruginosa X3 % ME N, MEEIC L BHE
Fﬂ%;ﬁ Lo

p-Lactamase {1 217 BRizouT JUITE E Rufe s,
high producer |} 83 ¥k (38.2%), low producer %
111 # (51.2%) <T&k b, non-producer (IfEn iz 23
¥ (10.6%) DA Thotco Thr BN 25 L,
Fig.3 @ X 51 Citrobacter, Klebsiella, Enterobacter,
Serratia 7 E 12\ ~T high producer DAREINEL,
Whd 50% DlERED T,

¥ 7o B-lactamase EEAfE L MIC & DOBiffit Figd
DX 51, P-lactamase FEAREOBEFITHHO MIC
DATRHB LIBE, WIThbAEBZIALRT, it
CTRX, CTX o MIC ¥ &%z high producer, low
producer, non-producer D THBEE R RDRh>Ro

5 [RK%HE

i) REBRHE

UTI 3ESHEAUE I - THE LR ARKSRY
HRBFRERE AN CB B e T B &, Table 50
IS WFhi ARECEEEZRRED bhi, FHEs
IOEH R EDAEDR EYR) Bl LTHARNEC
BEZIDDbhich o T,

BABRDREORE L BRIt 5255 LU
BRI BRRICOWT b, EERERECHAN
RHBANCIBE L, £ OBy Table 6 3 X% Tabk
7 R Uk, 8 6Bl 5 CTRX ORRHRIF
Bic@h, EXbraddER (BN 1Hpor
DAt Whd TR ERRD bhitho ke
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Fig.5 Bacteriological response

CTRX
cTx [

Catheter indwelt Catheter not indwelt

Isolates szra::)catzlz(%gp Fo-test Z;raj;catzz(%;o -test
S.aureus ? Ll N.S. g Z N.S.
S.epidermidis ! Ns. | 3 QI NS
S.faecalis S NS, | ¥ (ZZZZZZI N.S.
Other GPB 5 NS, | 4 [RRZZZZTZR N.S.
E.coli i Ns. | 13 Z A Ns.
Citrobacler spp. g T N.S. g N.S.
Klebsiella spp. § [z | Ns. | S ZZ N.S.
Enterobacter spp.- g @ N.S. g N.S.
Serratia spp. 195 @ N.S. %g { N.S.
P.mirabilis z NS | 3 N.S.
Indole(+) Proteus g ] N.S. 161 Z41 N.s.
P.aeruginosa 186 m N.S. %g @I N.S.
Other GNR § A | N | ) A NS

i) RREYEIHE LR E

HRIRIALE VU E O CHE LIEERE R T
SRR 2T /e, £ OB Table 8 15k LAt
#oRIcHT 5 CTRX OPBRIAEZicER, CTRX #
SRR 5 E4HRMN41.0% &, CTX HEED
10.7% RHEARBECED - L 2 Fh b mEREi
ER@ED b - oo

i) BRERCHT 558

BREERYE LRz CTRX HEBc 40 4 (63
B, CTX b 42 41 (59 #4) Tpbhi-At, &
WHOBRERCHT 2483 Table 9 D L 51, W3
hOERE LT AR ZERTD I - 1o

v) MiEERLE

HERNBHRE Fig.5 0k o, »7—7 L BEH
CHRERA L CBRIEB R T o oo E T —
TVEBRMICITIZ, CTRX #5825 HEIhie
¥k 46 Bk (75.4%) 2L, —F, CTX HLp
DOOMEShI 101 BrTix 63 #k (62.4%) BN LT
8Y, COMRERERTED e otee LNLI T —F

NEFBHIC I\ Tk, CTRX #ERETIL 133 #rh
115 Bk (86.5%) 7%k L, CTX #EFD 107 #rh
81 ¥k (75.7%) i, FECEVHEBEARTH-
o

IREYEENCABE, T T ABES, EZEE
FIOVFRIEE W THEHEBEEOHREBE LT WE
KB EHEcEY BDT, WH & 1T S faecalis, P.
aeruginosa DHRRH) MEBL~N EFECEACS
-o‘f\:o

wic MIC DRIERFT B CTRX #5F D 150
BeL CTX #ERED 149 FROMEN LRI, CTRX #
LN 82.7%, CTX LM 68.5% Tholehi, T
ha MIC LoBAfHA b A& % &, Table 10 DX 51T
CTRX #ERETIE MIC A% 100 pg/ml %#Bx % LAIE
HERNETT S HA% AL, MICZ100 xg/ml Dk
DR 46 ¥R 32 Bk (69.6%) &, MICS50 g/
ml o 104 kb 92 # (88.5%) i, AREREL it
5 TWwbo —F CTX HE5ETiX MIC A% 25 pg/ml I
kit b HENAEIMET L, MIC225 pg/ml O
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Table 11 Strains appearing after treatment

No. of strains (%)
Isolates x2-test
CTRX CTX

S. aureus 0 4 (6.3)

S. epidermidis 2 (4.4) 4 (6.3) NS
GPB S. faecalis 11 (24.4) 10 (15.6) -

Other GPB 2 (4.4) 5 (7.8

Sub total 15 (33.3) 23 (35.9)

E. coli 1 (2.2) 0

Citrobacter spp. 0 2 (3.1)

Enterobacter spp. 0 3 (4.7)

Serratia spp. 2 (4.4) 4 (6.3

P. mirabilis 2 (4.4) 1 (1.6) N.S.
GNR .

P. acruginosa 1 (2.2) 7 (10.9)

Pscudomonas spp. 8 (17.8) 6 (9.4)

Acinetobacter spp. 3 (6.7) 1 (1.6)

Other GNR 1 (2.2) 5 (7.8)

Sub total 18 (40.0) 29 (45.3)

YLO 10 (22.2) 9 (14.1)

Candia 2 (4.9 2 (3.1) N.S.

Other 1 (1.6)

Total 45 (100.0) 64 (100.0)
Patients with strains 37/115 46/127 NS
appearing after treatment (32.2) (36.2) -

DHIBEHRIIL 72 FkF 36 #k (50.0%) &, MIC=
12.5 pgiml @ 77 #keh 66 £ (85.7%) THNAZTITIE
W (P<0.01),

v) BEEHHBE

BB % BB Table 11 ;R L7-X 5, CTRX
BER T 115 Bk 37 B (32.2%) 75 45 ¥EAS,
Tt CTX #EBETIT 127 fith 46 ] (36.2%) » 5
64 BRAEEI IS, TOHBAE W B LT WER
ERRDIh oo FIHBEEOMNFICE LT A
RhcEXRDT, WEE L bIT S faecalis, 7 FogEER
Bo AEHEE EERACIOEENBEVAT—KL
Tuwiso

6. BIfEA

BIER oW TIIERS, BiESI 2 S REDTebh
72 CTRX #5580 162 f, CTX #EHD 175 Hlo
ZHNCOWTHREFTHETH - 7cht, Table 12 iRT X
5 CTRX 5O TH (4.3%) = 10 £, CTX #
EHOTH (4.0%) w1l fRDdHh, RBHAECE L
THEECEYRD A>T 2D bRENFIEZR
TiEFIE CTRX BEHT46, CTX HEBRTIFT

Boto

Théflic CTRX #5801 flic, BXEHER
BT LIIERIAER bhichs, EREX hRfEsh
RFECRIE OBMY 2 v b v — 5 — BRI LK
R, THREORM SR Y HERORFC X 5 0FL0EE
FERTH b, AR LB OTidion LHEIhk,

EEkiRZE DRz Table 13 1Rt X 5k, FHALE
BB B L Bbh i REERREML CTRX #5HK
16 §I (32 ), CTX # 5B 8fl (20 #) ZddL
febt, EOFER B L T BRI ERERRDLr
Foo FOMFUL Table 14 iR LA, FHEIK
GOT, GPT DREMNEHETHY, WihbBEIEL
TH» ko

7. BRA%

A L BIMER 75 £ R BYR L O E A LA
RO T h, UTI Bsmiee X 5 BARHET
7o topt, Table 15 D X 54z, 6B\ CTRE
BER T LTAEBRCEVFEE X bhilo F /0
BTAEZRRED LRI -
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Table 12 Side effect
I
Severity | Relation | FISHER
Date of .
Treatment | o | Age| Type of side effect ate o Treatment of to exact
group appearance probability
symptoms | the drug test
F 79 | Diarrhea 2nd day Antidiarrhoic +# Definite
Discontinued
M 62 | Nausea on i.v. infusion | Starting day | Reduction of injection + Definite
speed
F 72 | Oliguria Starting day | Discontinued H# Possible
CTRX M 87 | Chest anguish Starting day | None + Probable
(Incidence) . . .
7162, 4.3%/ | M | 70 | Gl disorder 3rd day Discontinued H+ Probable
Eruption 3rd day + Probable
M 79 | Eruption Starting day | Discontinued H Definite
Nausea Starting day H# Definite
Vomiting Starting day +# Definite
M 74 | Fever Starting day | None + Possible
F 60 | Urticaria Starting day | Discontinued H Probable NS
F 38 | Diarrhea 2nd day None + Possible
M 52 | Headache 1st day Indomethacin H Probable
Discontinued
Fever 1st day - Probable
Nausea 1st day H Probable
(.:TX F | 66 | Abdominal discomfort | 1st day + Probable
G?lc,;sding%) Nausea 1st day Discontinued H# Probable
Diarrhea 1st day + Probable
M | 52 | Redness and harshness | 3rd day None + Definite
of palms
M | 62 | Candidiasis of scrotal | 8th day Pimaricin ointment + Possible
skin
M | 80 [ Diarrhea 2nd day None + Possible
1. = = 2. BIRHBEZOWT

L SEEcxT 5 MIC wouwT

SEORRCEE LT Rebh X b HEES NCHIES 299
T BTHID MIC RHE LIcBa, T ONMmIEHEA
TTEERXRD Y, ThAEEBCHE LIEE T
ERFED LR, WM RBRLAE ST s A ONE
NEERZETH D L2 bhis, B-lactamase FEHED
WEShiz 217 #ic3sit 5 p-lactamase fEfk & MIC
LOBIRE R LI T3, CTRX, CTX o MIC
AL high producer, non-produ-
9" DR TEXRD I o oz Ehh, MR E b
(X Hlactamase 13t UCRERERITH H, BHERER
Tkﬁoa?g B-lactamase EAEFD (5 5 FEAKEIC
-ﬁmxmaﬁﬁ,ﬁﬂu&tmﬁ%ﬁﬁ%%%ﬁ@%
B THRRERTHD L\ L 5o

low producer,

SEIOKFTIX, BEOWRRETFLLTO UTI EE
REERN B E DR D M 5D b, BRI RY:
FECX T AR O3, RYAr, RRYIURE, A5
RROBHE, »7 -7 AVBBEORELECL > TR
2, T o UTI EERERIE Thbofmcy®Ts
RFE2RE LT, EDFMELEN T e ELT
ORI DOTH BV Lichi»T UTL REMFER
HEORH 13, BEEBERKHRCPETLILELLR &
DidESEIORE Tl efEE L T o tikxg), UTI
FEREN BRI 2 T8 720

FORER, WTFhOEBFRRER TL M ARERKDR
DEIFTID LRI - Tony, RAUEAESRENT KE
FRIERER O B a5 &, CTRX #5HTRE
4Bt 2RSS o 5 BT 5 XV BEECER
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Table 13 Changes in laboratory test results
Doctor’s evaluation
1 -
Treatment Tota Aggravated (Relation to drug)
Item group No. of Unchanged | |
u ; Sub | Probably | Definitel Sub nchanged | Improved
patients | o ive | Probable| Possible | oo, | ooy | BTNy Su
total not not total
CTRX 133 1 1 3 4 7 122 3
RBC
CTX 139 1 1 1 7 8 125 5
CTRX 131 1 1 3 3 6 123 1
Hb
CTX 140 1 1 1 6 7 126 6
CTRX 132 1 1 3 1 4 125 2
Ht
CTX 139 1 1 1 7 8 125 5
CTRX 130 0 1 7 8 95 27
WBC
CTX 136 0 2 2 4 108 24
CTRX 46 2 2 0 44 0
Eosino.
CTX 52 0 0 49 3
CTRX 115 0 2 2 112 1
Plat.
CTX 126 1 1 1 1 123 1
Prothrombin | CTRX 41 0 0 41 0
time CTX 41 0 1 1 40 0
CTRX 131 10 10 2 2 113 6
GOT
CTX 140 1 4 5 4 1 5 124 6
CTRX 131 1 6 2 2 116 6
GPT
CTX 138 1 4 5 3 1 4 125 4
CTRX 127 7 7 1 1 115 4
Al-P
CTX 136 1 2 3 2 2 4 125 4
CTRX 91 2 2 3
GTP 0 86
CTX 9 1 1 1 1 86 1
CTRX 126 6
BUN 0 4 4 116
CTX 133 1 1 1 1 125 6
o CTRX 125 0 3 3 115 7
Creatinine
CTX 134 0 1 1 130 3
CTRX 80 0 0 78 z
Na
CTX 95 0 2 2 93 0
X CTRX 80 0 1 3 4 76 0
CTX 95 0 1 2 3 91 1
I
CTRX 79 0 0 7 2
Cl o
CTX 93 1
Y : : 0 1 2 3 89 -
No. of patients with CTRX 16/162 (9.9) 30/162 (18.5)
aggravated laboratory
test results CTX 8/175 (4.6) 25/175 (14.3)
x2-test N.S. N.S.
I—
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Table 14 Cases with aggravation in laboratory test result
Treatment Age | Sex Items and changes of abnormal values
group
52 M GOT (19—51), GPT (14— 45)
65 | M | GOT (18— 41—30"), GPT (11—42—26”), A-P (7.4—16.3—12.5%),
Urine urobilinogen (+ — + — +*)
73| M GOT (33— 43)
83 M Eosinocyte (5— 12— 2%)
77 | M | GOT (20— 40— 49%)
82 | M GOT (39— 52)
71 | M | GPT (28— 65)
66 M Eosinocyte (4 —6)
CTRX
76 | M | RBC (462x10*— 343x10*), Hb (14.1—10.4), Ht (42.7— 31.5)
6 | M GOT (16— 42), GPT (8—46), Al-P (123 147)
57 | F | GPT (50—70—32"), Al-P (83—116—162")
73 | F | GOT (33—104—73"), GPT (31—86—66"), Al-P (13.4—15.4—>14.1"),
r-GTP (76— 85—83")
80 | M | AP (107—132)
84 F GOT (59— 67— 50V), AI-P (34.2>40.1— 33.4*), 7-GTP (55— 87— 77")
74 M GOT (37— 74—53*)
8 | M GOT (77—130—70*), GPT (34— 70—65"), Al-P (5.4—>12.1—11.1")
72 | M | RBC (136x10*—325x10‘), Hb (11.6 —10.4), Ht (33— 30.3)
39 | M GOT (15.7—35.4)
67 | F Pt (10.6—7.2—9.2%)
7 | M GOT (20—53), GPT (39—61), AI-P (229—423)
CTX 65 | M | GPT (14— 59), Al-P (247 — 285)
48 | M GOT (13—56—15"), GPT (12— 71— 22V), Al-P (5.4—12.5—7.8"),
7-GTP (17— 61—19)
62 M GOT (26— 53—19), GPT (26— 52— 33”), BUN (20.2—>24.5—17.5")
61 F GOT (28— 49— 22"), GPT (21— 35— 16")
2 : Follow up
Table 15 Usefulness
Type Treatment No. of Usefulness score WiLcoxoN
group patients | 100-81 80-61 60-41 40-21 20-0 test
CTRX 19 5 6 3 4 1
Ist growp | oy 33 5 8 9 9 2 NS
2 1 0 :
Single 2nd group g}:ix 13 f f 4 0 1 NS
infection 0 1
oo | ST R T SV
1 1 0
4th group gix ;i 13 3 4 1 2 NS
4 0 .
Mixeg | U ETOUP (c:gz(x ;; i 451 : 11 2 N-S.
infection 6th gron CTRX 39 16 13 8 2 0 .
- Pl crx 28 5 12 7 3 1
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Tuteht (P<0.05), 4 4 BEw < o 5 BRI TIA2RD
RicEiza bh, CTRX HMERBERED &1
R L, P LIBRER L, Zhicgl CTX
BEF T FABCHT AR MO S FHCNTHL
RIvEZzEhTw5 (P<0.01) fgTit CTRX #
SHOBE LA TH - 7ohs, ZOMICE 1 FCNT 3
R (P<0.05), #5Fcxd %5 (P<0.01) 2\
ThihoRBFEF T AHE L D ARICEV N
CTRX &t oTui,

SRIOKRH TIRAHEOFEEENMIIENAD LR
moteny, UTI REREN RS RCEEY JFTE
HiL, R L ) ERES AR D, 0L TULRE
HREOFRRECNT S MIC fcEX4E LD TH
59 Lizpio TSEOBED L 51w UTI SEBREBE
DHMRY b > Th, FEREL M L0 MIC 47
ZENZD LRI IE, BE, MBI R E s
LTHBELTHE LT W EBbh 5,

Lo LEBIORE#R—EHAREHANT »7 -1
BEG L EBER L OM T HET 5L, CTRX #ER
T, A7 -7 VEE LIEFHBEOICIRT B HEN SR
13, FhFR 61 #hho 75.4% & 133 #ho 86.5%
THY, #7 =T VEBEOICET D MENEREIEME
MERLTW5 (P=0.0897), ¥ 7= CTX #EFIZH L
Th, »7 =T AFEHITIE 101 KR 62.4%, I
BHITX 107 frhoo 75.7% &, RO HIT—F ALY
BT 5 MEBARSABEVER 2R LTV 5
(P=0.0535),

—7, BEEERRTLLCCTX 5Bk sr 7
— T ARBBADOEENERICE st itk b, AT
=7 AEEGID D X SE OB L, CTRX #
G061 EE B1.4%) w3 L, CTX #5458 tix 101 #
(48.0%) L, CTX EBTHER S Ko TW B (P
0.01), ZDd4EOKE T2, MEXHWDEL » 57
=7 VREEG EIEEER L, BUBRE 2T - oo

TORER, "7 T NEBFITIEEE L IS
bDOD, CTRX B EHOMENARAETEL, 10
7 =7 AIEREF T2 CTRX BEHOMENLEZNE
A= TN

MIC 2B LTk THIRICE A S ic b hdnd b
T MEFDRICR T DL S HEBENTD LR
FEEE LT, B2 5 FHEIO R HEIBIRE DMk
FRREEZ bh, ERRENCEEA D B R e He
Sha CTX X b, REEMNZI 7o b R Reh e %
##ET 5 CTRX %, BRELIVEFTH- b0 LA
bh, p-lactam FLEME TIX BEREGRRE X b, €
RIETY RISMIER Ui 52 MBI B &

T 5K, ﬁEB“’@E%E@ﬁﬁﬁzﬁﬁiﬁﬂiﬂm;gﬁ;gh
b o EBbhhs,

MIC LEFEZR & DBIRTIL, CTRX k0
%t MICZ2100 pg/ml DERD HEE 2 MICL50 4gf
ml DEROEER I Y BRIEL, ¥7: CTX fbpe
2 DX 5 TRERRRVERYE, THEDBERW 12,5 ugiml 12
HBEEL DI 2T CTRX CTIR#MEN4ARE
< 7£% MIC=100 pg/ml %EERE e 30k T 0 it
MIC<50 pg/ml % EG KW &M & # %, CTX 1
MIC225 pg/ml %FERETE, MICKI12.5 pg/ml 2
R L £ %, WHER, BRUEBOThERET5E
FIOMBEH LRI 5 &, BREFCKT s@ENL
Rix CTRX $58T 88.5%, CTX #5HT 8.7Y
EESERBD oD, TR TR T 5 Wik
CTRX #53: 69.6% &, CTX #5ED 50.0%
HAREGEREE/R L (P=0.0566), ¥ foREEOBER
CTRX #53fT 150 ¥k 104 #k (69.3%), CTX #
53T 149 ke 77 #k (51.7%) &, CTRX #5Bic
B2 REROBRENERICEHL (P<0.01), Zhbp
CTRX ®#E5EH R 5 MENARY CTX HEHOL
NCHEARERECE > BRI > TWHEEL bR
Z)O

7edks CTX DEEREBME, MO ERE 210605
MIC 12.5 pg/ml %, CTX 1g i 6 B8 0 RHA
By L, - oflickid s CTRX oRHBER
¥ 400 pg/ml THAHZ &h b, CTRX o MIC A% 400
pg/ml LUF ORROMIEN LR LS5 & 143 fh 1225
(85.3%) THY, BB\ MENERY RLTVES
&b, CTRX DEERIREM:D ER% 400 pg/ml b%
ZBT ELTE, ZOBE D BHD FER 150 §P
143 Bk (95.83%) D& DIF 5 Lt b, ¥
CTRX 1g $EHORBEEN, CTX DEKHRED
FREBIRD 12.5 pg/ml LITF &A% Dk 24 B
#BThHHrZ e, CTRX 1 H 1g 1 EfETCLES
IeENRA IR TE AR L B 5 LBbh, 4HI0A
T 2ERREYNEER S,

P E % MBME & 200 1o E O DA TR R I 24
DY, BHE R RRYE I 31 5 — R L BREORE
Wk 2 EEx bhico ¥ -HBEEOARTLERD
HohT, WEEEbIT S faecalis, 7 ¥ vEERE#ES7
LEHARE, HEi L OBEMED > ot LD
DHEIMRD 7 » & F BT HMERERMEY
BRLIBRZ A LR BHBOFTRY L E L DIl

BIfFoRBEEE 4.3% TH ., CTX BE5H0
4.0% LEX B W fehrotent, CTRX OB
31 B 1,154 ik 43 § (3.7%) kbRERF
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@ﬂﬁ’(‘b’)féo
ERREOREERFAECHE LT AHMICELR
»¥, GOT, GPT, Al-P 0o—itk, BEORWAIER
b, TeECHE L THCRHBR LB bR
# i3
AR B R TR R 3 X OB AR 2 L
Tril BELIBEERLET,
AP LR L RS
LRERKY (WRBHD : RRABH, RUEMEHE
| KEAFEFES (WRBH) : LHEH
. HuKEGARE (WRBH) : RRES
it aBeRREUREBED : &F A, BR K
. BRI ABATRE (WREBED @ HKiEi
. PEGARE (WRBH EmH &
. FREmRRRR WREBRD) ¢ EAEY, K&
BA
8. EREKE¥EYFSH WREBH : FEKK, B HF—
&THE, BXEE
9. SHEARE WRRHD : BNER, FHET
10. H&EBREEFRFER WRER) : AHEER
1. REFR+THbkE WRER CE #
12. EHMHLBRARB BRERD :H ED
18 ERFRERABRE (WRBHD @ FHES, @
wER
U RREESEHKRY (WRBH) : HWEEF, &K
73
15. FEA¥EFR (WRBH) - KEEK, WHER,
P FEL 8 )
16. HUKKBR AR (WREBR) : NEEF
7. AEBREHERFEER WREH  BHES
18. FiEMRAR WRERH) : HKRE=
19. KB KFRFER (WRBH) : EEEE BEREA
0. WEWRAR (WRBH : BL X BF F
2. KEMRAR (WREHD : BRMRK
2. REREEFH WREH) : FEB &, KARD
R &A
2. FRLR+FRBE QUREBRED : RILEXR, K E
AR B
U WRREEFR (WRBH : AHEKR, FERAX
Fg—
5. RutERR LRERD : BEFZ
% WRATFRE WREH) :EA R
7. BUKEEFES WRERD 1 KALZ, AXHE
28 BWTRAR (RS @ BHE—
2. BLR+FRE (WRERD @ Gk ¥
0. EFHIEFH (WREH : K ILKIL

1 O Ul A~ W DD

31. B RIAR (WIREERD @ REEH
32. LM TRKFE (WREBH) : HX B
33. MEMUATRRER (WREBED : #ABHSA
34, EERFEFS (WRHBH) : CFEE, REETA
35. HWEKFEFXT (WRER) : Bl—5, BHEX,
FRRE
36. AUMKEEFET (WRBH) : GHEEN, AKX &
37. EBEERKRFE (WRERD : ERE—, FEER—
38. EBERKRYE (WREH) : AIBEZ, REFEXK,
HEHEKE, BMLRK B AP
39. BEAKEERT (WRBRD : WEALE, FIRRER,
®H ® KE—F
40. =E2ERERE (WRER) : & =f6F, M %
HIER_, KEA—
41. AMBLESRRE WRBER) : BAfE, BAR
523
42. By @B bR QLREBHD @ FEE, HE—
BB
43. EEFRTFERE (WRBHD : FE I, EHER
=R
44. By BB RRER) : EEL
45. AKX KREEETWREH) | {LHEHF, HEEE
46. KEHEHFAR (WREH : 4F %
47. ERER¥FEXM (WRBH : KHFE,
—, JIExHA, JIEFt
48. BRI AR UREBRD  KHAE—
49. B FBAb (WREHD) : HERIL
X [
1D UTIH%Es (K& : KBIEK, WHER) : UTL
(RERHfE) SRS (AR, Chemotherapy 28:
321~341, 1980
2) UTI W4 (& : RKBEH) : UTI (REBRER
) FEZHF T & ¥ # B, Chemotherapy 28:
1351~1358, 1980
3) fEiBi— : Ceftriaxone, WARBEHAR, 529 E
BALEREYSHEARIRRS, FR Vv EY
v &4 (5, flif, 1982
4) BARAEEEYS: RORHHEIERE (MIC) 3
EEHHITIC O\ To Chemotherapy 29 : 76~
79, 1981
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A double blind comparison of ceftriaxone, a new parenteral cephalosporin and cefotaxime was carried
out in the treatment of complicated urinary tract infections. Patients received 1g of either ceftria-
xone or cefotaxime twice a day for 5 days by intravenous injection. 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 clinical efficacy of the treatment was
evaluated by the criteria proposed by the UTI Committee in Japan as excellent, moderate or poor
(including no response) based on the combination of changes in pyuria and bacteriuria.

Of the 242 patients admitted to the study, 115 received ceftriaxone and 127 received cefotaxime.
Since the significant difference was observed between 2 treatment groups in the distribution of type
of infection which was classified into 6 categories according to the site of infection, presence or ab-
sence of indwelling catheter and whether the infecting organism was single or multiple. Clinical
efficacies were compared in each type of infection. There were no significant differences in the clini-
ca] efficacies of the two drugs in any types of infection.

As there was a difference in the number of strains isolated from the patients with indwelling
catheter between 2 treatment groups, bacteriological response to each of the two drugs was evaluated
by differentiating the response in the patients with indwelling catheter from that in the patients
without indwelling catheter. The overall eradication rates obtained in patients without indwelling
catheters were 86.5% of 133 strains in the ceftriaxone group and 75.7% of 107 strains in the cefota-
xime group. This difference was statistically significant (P<O0. 05).

From the result that no significant difference was observed in the MIC distribution of the two
drugs for urinary isolates, a possible reason that significantly higher eradication rate was obtained
in patients without indwelling catheters in the ceftriaxone group was considered to be attributed to
the fact that ceftriaxone maintains effective urinary level for a longer period than cefotaxime.

Clinical adverse reactions were observed in 4. 3% of the patients in the ceftriaxone group and in
4.0% of the patients in the cefotaxime group. Laboratory adverse reactions were observed in 16
patients in the ceftriaxone group and in 8 patients in the cefotaxime group. There were no signifi-
cant difference between the two treatment groups regarding the incidence of clinical and laboratory
adverse reactions and ceftriaxone appeared to be as well tolerated as cefotaxime.

From the results obtained in this study, we concluded that ceftriaxone was useful in the treatment
of complicated urinary tract infections. Further clinical trials are expected to determine whether or
not once a day treatment of complicated urinary tract infections by ceftriaxone is effective.



