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Gl ne AW =By L R AN SR ON (o e S Y el = R al P o

AHEBRE* - BERX - REBE - HIRHFZ
£ BREMREREWRER
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)R EEBEEMER B REE R
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B w7 5 ERBr W R 225
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RRAHAKAFEES SRR R
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RBRFEZI USRI R
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N7 3z )18 R Be i AR 22 3t
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PR RRRWIREH
MEERA-LHAN-ELFE
BRARBEERTREEREWREH
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AEBREMREREAR

NEER - BEH AL - WEERE - FEEEX - AL EH
EHEBE—FTFREWRER
X & B —-h B B K
HERBRBFURE LR 225t
LZH K-mEk R-&HARIET
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8 LUK B 2 B WA PR 2Rt
B s F %X B E ¥
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(FB#1 55 £1 A 8 HEAD)

%7 Cephalosporin #] Cefuroxime %, f-lactamase i3 % REMIC & » T E. coli, Klebsiella 7z
&' @ Cephalosporin figtE#k=> Proteus, Enterobacter, Citrobacter " hIMENREFTHZ b, R
BRPE T 0T ChcBRBENFIh D, bhbhil, RERPECH T 5 XFOEFR
M, BEMRIVOERMLKEETSEM T, Cefazolin 23¥BIEE LT bW, HHEX_EEKRE
WX o THEKRE Lico

RRIEFNL, SHEREMERERATER 15 FUELORBREREIES L L, mHE S 1E 750 mg (7
i), 1H3[E, 5AREBEFER L. REEABIIEET 227 I Th -7, D> bERLHET
1% 160 fll, EHREFIE TIE 166 B HREIEFEETH - o0

HHIEAFROBEERBFIRIEAS T, BEKHEE, Cefuroxime 2EBLYE (Cefuroxme
79% Cefazolin 61%) 7t b EKEHE (Cefuroxime 75%, Cefazolin 58%) L b ABLEVE
ZhRA IR LT,

CHEEZEERCIVBATS L, BRLAOLVURTREHE & b EMMN R RYE, BEE,
Cefazolin FEFIEE I L 00 MIC 200 pg/ml Ll EDMERYHIT, Cefuroxime BEHAHEICENIEE
RBFETR Ui B CBRREBREEORRERC OV TIAMMCAEDE IR LD
nigh iz, ¥ic, FREHERC X BERMEDS Cefuroxime BETEL-EAETR L1,

Ll EDR A B, Cefuroxime 1%, RERIFECH LTHBLERTHS LRI NI

I. & L & BRETEWTY FMEhich, bhbhid, XFORKE
Cefuroxime (LUF, CXM L#) WERZ/ 7 7 vin  BEECKHTEENE, ZelsIoERkras BN
BAR L7 # L\ Cephalosporin #| (AT, CEPs :BE) T, xff@%E# & LT Cefazolin (I'F, CEZ LB%) %/
Th %o WV, ZTEEREC X - THERF L,
A#ix B-lactamase CHKETH b, kD CEPs 0 Fig.1 Chemical structure of CXM
HE Pz T E. coli, Klebsiella 7z ¥ o CEPs fittk

S
# < Indole(4) Proteus, Fnterobacter, Citrobacter L (ﬁ—CONH
N CH2-0—CO- NH:

HRECHHENRETHZ EAUEBE IR TWBI™, G
KA, FERIOCHEFERCI Y BECLPRENS \O\ o ]

bh, I TRBIEhD LR, BHEEO X EBLN CHs CO0™Na

LeHRER AT IL WOtz b CICHR A

FHOBHE L Bettiz, 26 MERLEREES L X &
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HELBR 53 £ 8 A HIEFN 54 F£1 F ¥ THR
SIMERRICABE Lic 15 FLLED Sk BApEBERE 2 LA
AORBBYSE L Lo Fl L, ROBHECKYTHE
BlEx BIEFNC Ligh - oo

(1) CEPS i+ a7vA¥—kIV0XDBEERE
Y¥ETHED

(2) CXM % 7=k CEZ 0 ARIGHEEDES

(3) BEBREXL, CXM »5\ux CEZ »33 Tk
FERINIER

(4) BERES X YT TREROKEERACH S
B, EBRTHDES

(5) HEBE¥ L Pseudomonas O Bk X CREERK
P E LR L HEE S W B EES

(6) EERHS IOBEEYETHIEM

(7) tERE L ORI P OER

2. BREEHA

FEREHNIOXDBEY TH b,

(1) CXM:1 i 7ah CXM 750mg (Hff) &
()

(2) CEZ:1 .4 7nth CEZ 750mg (Hiffi) &F

TEF L S EATBHOUEE = -1V 7 4V A THE
Lic 4 7 ieEAL, SMEEDBAETEES Ui

¥t BRBOBEOBITEELHERT S 100, B
BlEE LTY VRV AE75EY F 1V YA TS (20
mA)FE75EvE LT 5mg &4, BIREMEEK
REHBE) BEHA LT, 7tds, AERCOWTHLN
U, BRELELTY YRRV A7 vF b Y 7 AES
BrRVIBE L ESHAREKEAVCCHEOBROE
&M, bioequivalency 7c b EMEBHABRTYER L,
TERA & L BRRECREDED I\ T L RFER LT

BEAL L LERAS 18 470 (5EA+FHAS
AATN) HAFKCHD, BKEL, REER1EASC
YRR 18 7 v IR LI,

3 avim—5—

Figkyr MBUHERLOOCHPAE BERET
#We=2vire-5—%FRRL, BEFOSHFEDIEHE
i b AR EOBAITREE, EEALIMG, M0
ROBE LB S JUHEED 7 — 2 —OAEM, it
WBEDNFtIs EDRIEREE Lo

4. Rk - FER X OEERIR

WEFELYL 1@ 11471 750mg (Hif) %V v
VR75 v+t ) v ABHK 20mlcBEL, 1H3
B @, B R, 3~50mhFTHEFR LI, ki
L, B#5MRIEIEEE BEROMIL6 ~ 8K, ®E
BIDOR Tk 8~12 BERI & Lico

ERMRL s AR E L, EAPEPCERSHEE L

BE, 72 BREUEERSTAEDSE, BIfFRAD fob#kbE
HERAATRARISGEAIREFFERYPIETI L & Ll
fetil, FIEBITH, FIERACHEORERTV
20, FRIEDEBRE JUFTRL EXBARCERTNE
ZEE Lt

5. BLRAEFL LOAE

R EREAFL, MoERl, HAH, FIRALE
BR%E, BfERcEELRIZTLEEL LI D ERILE
HAlhkwosELi,

¥, EBEEBCHTIHRERIFERLED Y, &
ALEBACRZ0ERA, RE - AR LTHEERC
BETHLE LT

FERMM R L ORIRERTC SR ERBA, i SWIR
BRHOMBIIRANSEETHZ L E L,

6. BERIVOKREHEE

REEE, RRE, —RERREERAREI SR THR
24 BRI E X F OB HIRER L

BRER (2, AR, HERME KRR THEHHE
B E) RERBREL, B wTix, EREHE
f, BREZRIZELT. ki, BRERCOWUL, %
DIERDOBEIC X »C, D THE] (1D, (ALK
Bl D, MBE] (+),Te L) (=) D 4BHEs 31,
ROME%MBRECOVWTL, FHEBROHCE LR
REDRE L EMHZ TTIR > 15

ERED CXM % L0 CEZ izxt3 % MIC i3 &E:%
HoE%A HI BREMCBHE L, AN ShicEkeo
WTEHBEERMERAEREDFEREC—HEANEL
720 ¥ 7= B-lactamase % EE i NOVICK o Micro-
jodometric assay® iC# U TfT78» 7

7. HRHEFRE

WEBMGEROF»H THOER (K 5h A
o, HIlFE—, SHAREZ, KELZ, ALK, £ HERS)
*5Ew, Key code BIHATCERSH—HEELIFRL,
BivE, Bt EERSR, MEFMDROHEZTL >0
8. Btk XOBERE

D ¥ DHFCHYTHENL, BRI E XBLEES &
LCEESREOHER T ebTEEREF M %
& & LT,

(1) RBEHECEHLIRVED

(2) #EioRPHERKA 104ml KD EF]

(3) FIEDKREIET I higd - IR

(4) HEER HEFMFER SN - I EES

(5) #0f, NERLHTEY L DD ISR

9. ZER&HE

1D BRHE

Bohldavie—5—L-THE FRESLS
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IUEREHEC SV TOERTS 2T D EbhHAE
R LD5%, B BMEOHER T ) L BRE
Ble oW TOBRKSRAEL > OHEEEEC L VT
bl f:o

(1) HMMERBRBYED EHEE, UTI EZRF
i 2R L hiTl-to bbb, BRD
BEIZ D\WWTiL, Table 1 i@ 7T X 512 5 BfEw 28
L, %0 %Ex Table 2 0 ##ic L 2 »TEEL

Table 1 Grade of pyuria

White blood cell counts grade

Occupies more than 1/2 area of field +++
30 cells/hpf or more and less than 1/2 area of field :—H-
10—29 cells/hpf L+
5— 9 cells/hpf *
0— 4 cells/hpf -

Cleared, @z Decreased, "% Unchanged o 3 By
WCHIE Lo MIBERCRT 22ROV Tix, Table 3
Dz} LD & b Eliminated, 4> Suppressed,
Bt Replaced, RZ Unchanged O 4 BFEiCHE L
Too Tok, BAREHIC BT 5MERD BHEHE I,
BERIT L VT -1 Fio, BRDEBIRBRES X0
BERYEELLT, ZO#EBICH & 5\\T Table4 0
gz LA, ZEZD Excellent, F%b Good, #%) Poor
D 3 ERPEITHIE Lico

(2) B#iERBEIIECOWVWTUE, EELITEWT
fERL L 7= Table 5 D¥|FEEIEIC LichisT, LOEKSY
BERHE LI, Thbb, BEFRTIES BR 4
HRY, BHBEMNETIBIRE BR SMERYVIEEL
LT, Z0O#EB»LERDELHE L

7k, RROCCHERCH T 53R e,
BB OB R RRED T hiz ¥ U, BEREexT5
#F, UTI ZERPfiE#E (E 280 kb Table 6

Table 2 Criteria for evaluation of efficacy in pyuria

At the time
of judgement
+++ ++

Before treatment

10—29/hpf
(+) (£) (=)

2— 4/hpf 0— 1/hpf

5— 9/hpf

e+

. |

10—29/hpf(+) Unchanged

5— 9/hpf(+£)

Decreased

Cleared

1

Table 3 Criteria for evaluation of

Table 4 Criteria for evaluation of
overall clinical efficacy

efficacy in bacteriuria Pyuria
- Cleared . Decreased | Unchanged
Colonized org. Bacteriuria
- 0 <10* cells/ml | 210° cells/ml
Causative org. Eliminated Excellent
0 Eliminated Suppressed
- Replaced ESEE—— Good
<10° cells/ml Suppressed Replaced
=10° cells/ml Unchanged Unchanged Poor

Table 5 Criteria for evaluation of overall clinical efficacy in simple urinary tract infection

Fever or
Buming on
urination

Resolved

Diminished Unchanged

Pyuria Cleared

Decreased |Unchanged| Cleared ‘Decreased ’Unchanged Cleared

Decreased |Unchanged

Eliminated | Excellent

Suppressed
Good

Replaced

Bacteriuria

Unchanged

Poor
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Table 6 Criteria for evaluation of efficacy
in fever or burning on urination

At the time of judgement
. | |+ -
Before treatment
+++ Diminished
++
Resolved
+ Unchanged

O ¥EREET LA, (B Resolved, %3 Dimi-
nished, "% Unchanged o 3 BYREICHIE Ltso

2) MEFNBHR

UTI SE3haRITARE (5 2 B0 i X D BRI Ro bh
FAEEEDME <O\ T{E % Fradicated, 7ZEft Persis-
ted @ 2 BEPEICHIE LTco ¥, BEBEEH, BXA
2oV THBE Lico

10. EE?“‘E#U%

Kﬂfﬁﬁk‘l()‘ﬁﬁﬁﬁ.’k?ﬂ?k%ﬁ) Excellent, &
%) Good, J@%ﬂﬁ&‘]ﬁ Fair, #&%) Poor 0 4 By TEEIR%
BHER TR, i, BFRCOVLTE, ZOXEO
HE% check L, ZOREK LD,

- EIfEA7e L

+ BETHCABT A BHERL, REEHEBTRE

Table 7 Assay results of CXM and CEZ sample
CXM CEZ

Assay result 787.5 mg(potency)

(105 %)

795 mg(potency)

(potency/vial) (106 %)

Ior, BRORELBERAYHELCET, £2EFC
HIT>FRAUEEREDSD Useful, 2B BHE DS D
Slightly Useful, %7 L Useless © 3 BB $IE L
o

1. Key code DBif ks XL OF — 2 —Df@TH ik

EELT L 2B TOBE L b BRI R O HE
%, ZRL2OR%E (HHES, HAED) IbL2L0
biizavitr—5—X-T Key code #E\ 1o,

7 — % — DfEHTE, MANN-WHITNEY O URE (Zo),
- (X%, FISHER OEEERERME (P) X v
> 70

BARKEXLY £5% &L, 10% 3 @D D & Liz,

III. =

1. BHEHNOEERER

EHEIHFTEC 2 v b e — 5 — 2MEEACHE Ly
VY7o ¥, APREREIC, EXL AR
#HIELT CXM kXU CEZ 0 &SEBRBRY Tl oT0 #

: BCABEBEE Ligh 7, EAFIE LS OfFFRE Table7 D&k b, WFhoRALHKCA
) ! Lo
#: EAFEL, MBS LHEE L 2. HEHES
D 4 BFETHE Lico FEHNFRAINCEML Fig.2 T 7T & 0 85
Fig.2 No. of cases subject to analysis
No. of cases  CXM 76
No. of cases CXM 80 ‘evaluated CEZ 84
evaluated CEZ 8 by committee Total 160
by doctors ——
in charge Total 166 L No. of cases CXM 4
Evaluation T unevaluated 'I(':EZI g
on efficacy No. of cases by committee lota
excluded 1(;0}%5 63
CXM 0
No. of cases BZ
CXM 113 dropped out  Total |
Total No. CEZ 114| | Evaluation
of cases Total 227 on usefulness No. of cases %XM 80
evaluated Total 166
L_ Evaluation No. of cases CXM 113
on side effect evaluated CEZ 114
; Total 227
CXM 0
ma B
Total 0
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Table 8 Reasons for exclusion or drop-out

Table 9 Background characteristics (1)

No. of cases
R easons
CXM|CEZ |Total
1. No bacteria or less than
10 cells/ml bacteria in 12 11 | 23
urine before treatment
2. No bacteriological
examination in urine 1 1 2
before treatment
3. Infections with pseudomonas
.5 or yeast like organism 13 10 23
_g before treatment
Q
& | 4 Diseases other than UTI 3 1 4
Administration of CXM or
CEZ immediately before 4 1 5
treatment
6. Severe renal disturbance
- 0 1 1
before treatment
7. Operation during treatment 0 2 2
§ No bacteriological examination
& | examination at the end 0 1 1
QS of treatment
Total 33 28 61

227 BiTHbh, CXM {ERFE (LIT CXM BFEER) (X
113 ¢, CEZ {#FRE: (LAT CEZ BEXB8) % 114 BITH
-7

ZRBDERID 5 bEREDORKE L OB A
¥ERESIE CXM ¥ 80 f, CEZ % 86 @, #:
166 BITH v, BIFABRHEGAIZUL 227 # (CXM FF
113 £, CEZ # 114%)) Th»7o

Fio, BRFEFHES 166 FEGID 5 H 6 Fl (CXM F
44, CEZ #20) X ZRALHERERAT Hoto %
7=, BSb, BETEGIEL 6L BITH Y, FOEHL Table 8
CRTERD, 48 BIERTIO MEREZRCLI VA
BYEBDONIEFTH D, B’HDEFDKETS b5
BEBCABRLILERATH » 1o

3. EFOERETF

WMEREREAD BREFX LB Lo & Tich
b, TREEIOHEMS Table 9, 10 iR L7,

HRITE, BT CEZ B, LTk CXM BnAE
L, EAMTIAEBEMCEREOE LA LDDRR
M otie

HBEITRFEL D 40~60kg KELSHML, BEDOEIX
ZEBLRISH - o

BREHER O RYIFALR, HET, BEEEIFR X ORRE
BERIERE T, CXM B EMIEL b BERB K
»3,  CEZ BEASMESE s HUNT BEMERD S EED 5 D
Mbhih, BEEJN TCIEEMCEREDEZEIALDD

No of cases | Statistical
Characteristics
CXM| CEZ | analysis
- 2 1
+ 6 2
Pyuria + 18 | 29 N.S.
++ 28 | 29
+++ 25 | 25
No fever 40 | 37
37C 13 | 29 |=239C:
Fever
38C 14 | 14 {P<0.05(x%)
=39C 12 4
—(x) | 22| 22|
Urinary 4 21 31
N.S.
frequency ++ 1 2
+++ 3 0
EESEAED
Burning on + 10 | 18 (=4
urination ++ 12 | 12 |P<0.05(%?)
+++ 0 5
- 40 | 34
Sensation of + 12 | 26 +:
residual urine ++ 9 5 [P<0.05(2?
+++ 1 1
—(%) 1 1
Suprapubic pain/ + 1 5
P<0.10(Zo)
Low back pain ++ 13 9
+++ 4 1

Righotce Fic UTI BRI ¥ UIRABRA
TiX, 482 CEZ HTHELHTHEAIALR,

EBRBRDOREOBRN CRRBHMCEREDEZRIHRED
bhieh o 1oy, KEBDEGULFA 1D EREEYE
L, BEA, BRES, fiZRIBXx &A% 8L - il
KETH -1

BERMOSEERE L, BMRPTIE E. coli HEHFEMIT
%<, D\ Serratia, Klebsiella DJETH - tohs, P.
mirabilis 3 CXM BBV THERBREN T, 1,
B O RPMEL, RROBE L& ORI FEREA
THEEDEXREDIEh ot LA L, RETIX 39T
L EDERIT, R TIa— (2% &) OEHT CXM
HORERCEL, THHE (BR CcbHLUEOEAT
CXM BB MEAYT Lico —F, BRER+DOEMAN
CEZ BIARRHEL LT V1,
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Table 10 Background characteristics (2)
No. of cases Statistical
Characteristics CXM CEZ .
(80) (87) analysis
52
Sex Pomale 28 o P<0.05 (x7)
—19 yrs. 0 1
20—29 5 2
30—39 7 8
40—49 7 9
Age 50—59 13 11 NS.
60—69 26 17
70—79 18 30
80—89 4 9
30—39 kg 4 7
40—49 25 24
Body weight gg:gg :1% ?g NS.
70—79 3 6
80—100 1 0
Pyelonephritis 41 32 e L
Site of infection Cystitis 34 50 g}fz)ori%pl('l;l zt)ls :
Infection due to post prostatectomy 5 5 '
. Acute 28 19 2
State of illness Chronic 52 68 P<0.10 (x?)
Mild 10 17
Severity Moderate 65 65 N.S.
Severe 5 5
. Ist group 20 17
Comnlicated Single 2nd group 2 3
omplicate infection 3rd group 22 15 4th Group :
Group of diseases UTI 4th_group 13 25 )
Mixed 5th group 9 10 P<0.10 (2%
infection 6th group 2 10
Simple UTI 12 7
None 12 7
Stone Renal 10 7
Others 2 7
Underlying diseases
Tumor I(S)l;dder g g N.S.
of urinary tract Some ers
BPH 20 22
Other single underlying disease 18 16
Mixed underlying disease 8 12
. - 55 55
Operation before treatment + 25 32 N.S.
. . - 41 38
Urinary flow disturbance + 39 49 N.S.
. - 51 60
Indwelling catheter + 29 o7 N.S.
Chemotherapy before treatment N 62 60 N.S
+ 18 27 "
. - 79 &4
Concomitant drug + 1 3 N.S.
GPC 6 7
E. coli 32 32
Klebsiella 5 9 L.
Isolated organisms L. mirabilis 8 0 Fr. miratili
Serratia 10 7 P<0.01 (1)
Enterobacter 1 6
Other GNB 6 6
Mixed infection 12 20
10* 7 12
. 10° 32 36
Bacteriuria 10° 19 12 N.S.
107 22 27
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Fig.3 Susceptibility of clinical isolates from urine
before treatment (1) CEZ applicable strains

(79 strains)

10%cells/ml

%  10%cells/ml o

—
o
(=3

L

&

£3

S8 — susceptibility
. 5250 to CXM 50
L 8g ---- susceptibility

27 to CEZ !

S"; 1.566.25 25 100>200 1.566.25 25 100>200

MIC (ug/ml) MIC (ug/ml)

Fig. 4 Susceptibility of clinical isolates from urine
before treatment (2) CEZ inapplicable strains

(26 strains)

% 10%cells/ml %

to

cumulative percentage
of strain inhibited
ot
(=]
N
(=]
|
(=}
=3
o

T7566.25 25 100 >200

MIC (ng/ml) MIC (ug/ml)

4. BENSBEORIMRBSV(C B-lactamase F
HESTH

BHRE G0 BRI HEE D 5 b, E.coli 52 £, %
DOfOEE 53 Bkt 105 £kieowT, CXM IO
CEZD MIC % #lIE LiciE Rt Fig.3 K X040 Lk D
T» b, CEZ #ILEME (GPC, E.coli, Klebsiella, P.
mirabilis D& 79 k) Ti% 108 72 H VN 108 cells/ml #2
fEw 5 T CEZ T LC, ¥*7, CEZ JR@GH®E
(Serratia, Enterobacter, Indole (+) Proteusic & 26
B Tk 10° cells/ml £ T CXM i) L TRREZM DR

Cumulative percentage of strain

1.566.25 25 100>200

Fig.5 pP-lactamase activity of clinical isolates
from urine before treatment

CEZ inapplicable

CEZ applicable
strains (26 strains)

strains (75 strains)

100%| - 100%

/ Zo=5.13
/ P<0.001
! 50%

1
]
1
]
]
]
i
]
’ [
]
[
i
[}
]
]
]
]
'
)
;

502
V4

’I
¢ Zo=5.13

1
1
II
!} — substrate as CXM
I}
/ P<0.001

~-- substrate as CEZ |

< I L ]

<0.10.1-1>1-10 >10

1 1
<0.10.1-1 >1-10 >10
(uM/mg protein/hr)

(1M/mg protein/hr)

WHEBAERRS LT S,
¥7:, E.coli 51 #, FOfhnEEE 50 #kost 101 #
1o\ T B-lactamase FEMEH RIEL CXM 7¢ b Uk
CEZ DKBR% B Lico #EFIX Fig.5 DL & DT,
CEZ it b0 FEHEIGEE L & CXM DKBEROE
CHEBENEERICE D 51
MIC & p-lactamase jEM: & OB IZOWTE, -
lactamase &M% FIE LB7: 101 FRic o\ TG L
W8 Table 11 wRT& kb CXM, CEZ & it
MIC D&\ FRic f-lactamase {FHEAF 2 o 1cpd, EO
BELKERIE CXM X b CEZ wxf LEMETH 10
& iz MIC A% 200 pg/ml Ll LD EEMMERET, £D
EElx HELE L oBa, KEEEED 0.1 pM/mg pro-
tein/hr. KD%Y LB+ 5 &, 108cell/ml T MIC %
Bl 578 a1x, CXM T 25 kkep 12 £k (48%), CEZ T
32 gkh 28k (6%), % 7c 10°cells/ml T MIC #Jll -7
BA1E, CXM T 16 #eh 7% (44%), CEZ T 26

Table 11 Relationship between MIC and B-lactamase activity
of clinical isolates from urine before treatment

CXM CEZ
MIC No. of | Blactamase activity (zM/mg protein/hr) No. of | p-lactamase activity (zM/mg protein/hr)

(ug/ml) | cases <0.1 0.1-10 >10 cases <0.1 0.1-10 >10
E =12.5 21 21 1} 0 37 31 5 1
;; 25—200 55 46 9 0 32 10 22 0
S | >200 25 12 12 1 32 2 12 18
E =12.5 68 59 9 0 60 38 21 1
f:) 25—200 17 13 3 1 15 3 10 2
S | >200 16 7 9 0 26 2 8 16
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2% (8%) THH, CXM IHEE TH » Th KR 5.
E< GHTE %E CXM 0 p-lactamase HEHitE) 237K S
hEERTH ol E, — AR TABERLE VL
o (10 pM/mg protein/hr. Ll E) 3% CXM Tix 10°
cells/m! E@RED MIC TRT, 25 fheh 1 #k (4%) i
¥, #t CEZ R LTHBRAIBTH » 70

D

HRAE

ERIRZIR

Table 12 Overall clinical efficacy in all cases

BElR%hER, MEFRCH TR, AEXNHR, REK
CRTARE, ERISEE L ETOWTHRE Lo

Fepkah I BT AR Table 12~22 1Z/R L7,
BRI OWTORERZE L, Table 12 D&k DT,

Judgement by committee Judgement by doctors in charge
Drug | No. of Statistical | No. of . Statistical
cases Excellent | Good | Poor analysis cases Excellent | Good | Fair | Poor analysis
17 43 26 34
cXM | 76 16 80 9 | 1 Fsho
60 (79%) P<0.05 60 (75%)
19 32 (23 P) 17 33
CEz | & 33 86 12 | 2 PR
51 (61%) 50 (58%) ’
Table 13 Overall clinical efficacy classified by type of infection
Type ‘ Judgement by committee Judgement by doctors in charge
of Drug . .
infection (I:\]:s'egf Excellent |Good |Poor ggzﬁistilgal g‘)skgf Excellent |Good |Poor |Fair g;e;tf;;lgal
16 38 25 27
CXM 65 11 68 7 9
Single 54 (83%) P<0.05 52 (76%) P<0.05
infection 6 |z (2% P) 14 29 (Zo, 2*(Ex))
CEZ 65 22 66 7 16
43 (66%) 43 (65%)
1 5 K
CXM 11 - 5 12 " 2 2
Mixed 6 (55%) NS 8 (67%) NS
infection 3 5 ~ 3 4 e
CEZ 19 11 20 5 8
8 (42%) 7 (35%)

Ex : Excellent

Table 14 Overall clinical efficacy classified by type of infection

Type Judgement by committee Judgement by doctors in charge
of Drug . .. ] ..
infection g)s'e(;f Excellent |Good {Poor g;iﬁl;gscal (I:\;os'egf Excellent |Good |Fair |Poor g;g%,sstilscal
16 38 & 25 27 . 9
CXM . 65 11
Sinle 54 (83%) P<0.05 52 (76%) P<0.05
infection R E: (2%P) T (Zo 2%(Ex))
.CEZ. | A5 22 66 7 16 :
43 (66%) 43 (65%)
1 5 1 7
CXM 11 " 5 12 %) 2 2
Mixed 6 (55%) N 8 (67% NS
infection 3 5 - 3 4 o
CEZ 19 11 20 5 8
8 (42%) 7 (35%)

Ex : Excellent
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Table 15 Overall clinical efficacy classified by group of disease

Judgement by committee Judgement by doctors in charge
Group of disease Drug ) st . sops
yaos'e‘;f Excellent | Good | Poor g;zt{;stilgal (I:‘Iaos.egf Excellent | Good | Fair | Poor g;itlls&t_lgal
CXM 2 u 3 20 3 i 3 5
19
1st group 16 (84%) 12 (60%)
Indwelling ) ‘ 7 NS. 2 ‘ 7 NS.
catheter CEZ 16 7 16 2 5
9 (56%) 9 (56%)
CXM 2 0 I ! 1 2 ! ] 0 0 1
2nd group 1 (50%) NS 1 (50%) NS
POSt 0 ‘ 0 . 0 ‘ 0 D
g prostatectomy CEZ 3 3 3 0 3
- 0 (0%) 0 (0%)
(5]
£ N 8 |10
K] CXM| 21 4 22 4 0
& | 3rd group 17 (81%) 18 (82%)
7 N.S. NS.
Upper UTI 6 | 5 7 | 4
CEZ 15 4 15 3 1
= 11 (73%) 11 (73%)
= 5 | 6 6 | s
3 CXM| 13 2 13 0| 2
E 4th group 11 (85%) NS 11 (85%) P<0.05
E‘ Lower UTI 5 12 - 2 ' 15 (Z,,P(Ex))
3 CEZ 25 8 25 2 6
© 17 (68%) 17 (68%)
CXM 8 0 | ! 4 9 ! ’ > 1 2
5th group 4 (50%) NS 6 (67%) P<0.10
£ |Indwelling e
% catheter CEZ 9 0 1 2 7 10 0 ’ 2 3 5 (ZoP)
-.E 2 (22%) 2 (20%)
2 1 1 0 2
x cxMm| 2 —I 0 2 W 0ol o
S | 6th group 2 (100%) 2 (100%)
No indwelling 3 3 NS. 3 W 9 NS.
catheter CEZ| 10 4 10 2| 3
6 (60%) 5 (50%)
12 | 3 v |3
CXM| 65 14 |P<0.01(x%) 68 8 10
51 (78%) 50 (74%) P<0.05
Subtotal P<0.05(P)
16 | 2 E (Zo,2%P)
CEZ 78 33 [P<0.10(Zo)| 79 12 23
45 (58%) 4 (56%)
5 | 4 7 3
CXM| 11 2 12 1 1
) 9 (82%) 10 (83%)
Simple UTI N.S. NS.
3 | 3 3 | 3
CEZ 6 0 7 0 1
6 (100%) 6 (86%)

Ex : Excellent
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Table 16 Influence of indwelling catheter on overall clinical efficacy
Indwelling Judgement by committee Judgement by doctors in charge
Drug j . e
catheter cN:s'egf Excellent {Good |Poor ggaatf;s;al ch;)éegf Excellent |Good |Fair |Poor ggaétl;s;lgal
15 25 22 20 '
CXM 49 - 9 51 - - 5 4
40 (82%) 42 (82%) P<0.05
No - N.S. —
17 | 2 (Zo, %?)
CEZ 59 - 19 60 7| 14
40 (68%) 39 (65/ )
R | 1
CXM 27 7 P<0.05 29 4 7
20 (74%) (x2) 18 (62%)
Yes - i = N.S.
I P<0.10 2 | 9
CEZ 25 1 14 (Zo) 26 - 51 10
11 (44%) 11 (42%)
Table 17 Overall clinical efficacy classified by site of infection
Site of Judgement by committee Judgement by doctors in charge
Drug . .
infection (I:\;os.egf Excellent |Good |Poor grtlzii;sstilgal ‘I:\gjs'e‘;f Excellent |Good | Fair | Poor ggaatllsggal
9 21 16 17
CXM| 38 8 41 6 2
. 30 (79%) 33 (80%)
Pyelonephritis N.S. N.S.
9 12 11
CEZ 30 9 31 5 4
21 (70%) 22 (711%)
8 9
CXM| 33 5 P<0.05 34 3 6
o 28 (85%) (P) 25 (74%)
Cystitis N.S.
10 P<0.10 6
CEZ| 49 20 (Z,) 50 6 | 16
29 (59%) 28 (56%)
0 2 1 1
Infection CXM 5 3 5 0 3
2 (40%) 2 (40%)
due to - N.S. - N.S.
o |1 0 0
post prostatectomy | CEZ 5 == = 4 5 1 4
1 (20%) 0 (0%)
Table 18 Overall clinical efficacy classified by state of illness
S.Late- o f ' 5 __ judgement by commlttee Judgement by doctors in charge
rug .
illness i\{;)éegf Excellent Good Poor S;;gf;ls‘fgl clios'egf Excellent |Good | Fair | Poor asnt:fyl;ts‘cal
9 12 o 14 10 5 )
CXM 26 5 : — -
21 (81%) 24 (86%)
Acute —_— N.S. N.S.
9 8 I 6 5 19 8 ! 1 3
CEZ 19 = 19 == — 1
Qi 14 (740/) 15 (79/)
~ T l 31 ) - 12
CXM 50 — 11 P<0.05 52 - 7 9 P<0.05
c 39 (78/) (2% 36 (69%) Zo
hroni RS === —
o K3 n| @ | e ME n|a| PG
CEZ 65 = & =
37 (57/ ° 35 (52%)
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Table 19 Overall clinical effiéacy classified by severity
Judgement by committee Judgement by doctors in charge
Severity Drug copr .
z\;os'gg Excellent |Good | Poor g;ztll;stjl;él i?s'egf Excellent |Good | Fair | Poor ggztl;sg;al'
1 6 5 3
CXM 9 2 10 2 0
7 (78%) » 8 (80%)
Mild N.S. NS.
6 4 7 |4
CEZ 17 7 17 2 4
10 (59%) 11 (65%)
5 |3 Y RE:
CXM | 62 12 65 6 11 P<0.05
i 50 (81%) P<0.10 48 (74%) (Zo, 2*(Ex))
Moderate .
BE 3|2 (22 10 29 P<0.10
CEZ 62 21 i 64 9 16 (P)
, 41 (66%) 39 (61%)
1 2 1 3
CXM 5 2 5 1 0 P<0.01
3 (60%) P<0.10 4 (80%) (Z,)
Severe
o | o (Zo) 0 0 P<0.05
CEZ 5 5 5 1| 4 (P)
0 (0%) 0 (0%)
x : Excellent

EELHETOEYRIE, CXM BT 79%, CEZ T
61% Thbh, CXM HTHECEIIHEHRELTR LIS
¥, THREHETCOREHEL CXM B 75%, CEZ #
58% THH, ERLYE LA CXM B TERCE
hicB R LB,

OB HICY T THRE LTH S L Table 13 ©
Ly, BTCIEALHE FHREHEL S CXM
BOAEECEVADRER LY, TFTREHELD
MRMCEREOERXRDIh » 1,

By, BARRFOEEKRHE T Table 14 DL kb,
FESHETE, BEBREAOFRHE L CXM HT 83
%, CEZ #T66% & CXM BEick VW THBECERTH
b, BERLEATE BERO FEOEN Zbhith -
Too Efo, EBREHE T BMRLEF O CXM iz s\
THBEREDEIED > 1

TRRERE SRR TR D Ba L% Table 156 &k,
FRLSYE TIL SR EPED FHEMN CXM B

T 78%, CEZ#£58% Th b, CXM HE Rk TEFEIC -

BUWEBR N LOR, ThiE 1~ 6HDRERT
B LB ac i MR RO £ Abhich -
<o .

Fio, EREFIE TN REERIIEL 5 U HE 4
BOBFHRN CXM HTHECEERTH 1%

—7, B REREREAEDCHEKRIRIL, TRALHE,
FHAE L S THMICEEDOEY X Lbih -1,

# 7 -7 N BEOHEIBERSGL Table' 16 © &3
D, ERLHETIELAT -7 L BERT, TREHUET

IHF—FALIEFEGT CXM BENFECEV HPXR
?7?'\‘ Lf:o

R BEER 2D Bz Table 17 otk b, EBLY
FE T BRI T 5 AR CXM B T 85%,
CEZ B£Ti3 59% Tk, CXM BTHEIE HHR
Mx bhiodt, EHREHE CRARMCEEOEIRL
DI -1, '

REGT b bEAWE, @EEC 5 mEloERHR
% Table 18 DLk h, ZRLHTE, FHREHELLIE
I \WT CXM HEXFRCER T,

HEEDIFEKLE L Table 19 0tk bh T, TASY
ETIE PEE L EES T CXM HoBFHER: BVEA
AL, EREHT CIRSE BEMLE b CXM
BN BEBEYRN R >

HRERIEERR S R12 Table 20 D L ¥ b, REGFTOR
@iz CEZ EE RO B EEL CXM B 63
%, CEZ B 32% T» b, CXM ENAECE FHXR
%L, CEZ JE@ICHET X % BdRgp o CXM HIE
BEL S VREAREAO X CIREMCEEDEY
P Y R .

FER#EO MIC LEERZHEORIGIL Table 21 D&k
b, 10° 7z 504 108 cells/ml #2/8 & 4 200 pg/ml Lk
DEEDRLHT CXM BOBEHENEECED > o

BROBEFZHETIE Table 22 Dk kb, BROE
A EHOBIT CXM BDERICHRR B - 1o
- 2) ﬂ%ﬁmﬂ?bﬁix#vm'ﬁmﬁﬁ

EEMERICR T 52 R Table 23 D ks, B
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Table 20 Overall clinical efficacy classified by isolated organisms

Isolated organism Drug No. of cases Excellent Good Poor |Statistical analysis
CEZ applicable organism CcXM 48 13 30 5
- Staphylococcus 43 (90%)
- Streptococcus N.S.
g | -E coli Klebsiella ez o 5 | 2 3
-.g - P. mirabilis 37 (79%)
'5 CEZ inapplicable organism . 3 l 8
) - Serratia CXM 17 — 6
i/E) . Enterobacter 11 (634) P<0.10
- Indole (+) profeus 1 ‘ 5 (Z.P)
- Citrobacter CEZ 18 12 ’
- Other GNB 6 (33%)
o | o
CXM 1 1
CEZ 0 (0%)
applicable organisms only 1 ‘ 3 N.S.
CEZ 6 2
4 (67%)
£ 1 | 4
B CXM 8 3
8 CEZ 5 (63%)
RS applicable & inapplicable p l > N.S.
- :
g organisms CEZ 9 5
s 4 (44%)
o | 1
CXM 2 1
CEZ 1 (50%)
. . . N.S.
inapplicable organisms only 0 , 0
CEZ 4 4
0 (0%)
B | %
CXM 49 6
. ; 43 (88%)
CEZ applicable organisms N.S.
6 |
CEZ 53 12
= (77%)
& s | 1
CXM 27 10
CEZ inapplicabl . 17 (63%) P<0.05
inapplicable organisms ™
I (Zo,2%P)
CEZ 31 21
10 (32%)

(Judgement by committee)

* Including mixed infection with CEZ applicable and inapplicable organisms.

BRSBTS\ THREF Lichd, E.coli LNIEREN D
fehsot 77 ABHERELES T CXM #i2 62 6l
o 47 g (76%) HiERMEAL SO R &R Lo, CEZ
BD 61% it~ CXM BOBEBRML+RAO R EWE
AERLEY, Bx0BEETREEHCEREDEY L
Dichots

CEZ #It - JEBICHME, RPMEL, MIC, p-lac
tamase EH#, » T —T A D FELSOTRBROBET]
DRI %35 2E% Fig.6 i© ¥ &7, CEZ @
& - EEEEENRE T, 2EAR XCREREFD

CEZ JE@icEfET CXM HoRBHARS RS
oo REBMERAIMBERCH TSR T 107/ml Ll
LoEFAO BRI\ T CXM BN EBBRICEZ
- T\

MIC BB RN THEE L, #EEE 10° cells/ml
@ 200 pg/ml DL D BT X 5 BREEFCRWT CXM
BOERMEARNT <Ch, CEZ B0 197 il T 71
Y LEBCERT Hote T, 108cells/ml D
200 pg/ml Ll EOEIC X 5 RYUES ClXEEMELRIIT
BHEDEZIL) - 1oh, BRI+ BA R TR CXM #
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Table 21 Overall clinical efficacy in single infection classified by degree of MICs
Inoculum 108 cells/ml Inoculum 10° cells/ml
MIC(sg/ml) | Drug | Nq of Statistical | No. of Statistical
cases Excellent | Good | Poor analysis cases Excellent | Good | Poor analysis
0 1
CXM 0 1 0
1 (100%) )
0.4—0.8 > ’ o N.S.
CEZ 0 2 0
2 (100%)
3 | 4
CXM 0 8 1
7 (88%)
1.56—3.13 N.S.
T D
CEZ 8 1 28 4
7 (88%) 24 (77%)
1 | 7 R
CXM 9 1 24 2
8 (89%) 22 (92%)
6.25—12.5 N.S. N.S.
s | 8 1 | 1
CEZ 15 3 2 0
12 (80%) 2 (100%)
R 2 ’ 4
CXM 17 2 7 1
15 (88%) 6 (86%)
25—50 N.S. N.S.
2 | 9 1 | 4
CEZ 12 1 8 3
11 (92%) 5 (63%)
4 ] 7 0 Q 1
CXM 11 0 1 0
11 (100%) 1 (100%)
100—200 N.S. N.S.
3 1 2 | o
CEZ 6 2 3 1
4 (67%) 2 (67%)
CXM 11 ! ' ! 3 7 ! \ : 2
200 8 (73%) P<0.05 5 (71%) P<0.05
2 2 (Zo,P) 1 \ 2 (Zo,P)
CEZ 18 14 16 13
4 (22%) 3 (19%)

T11 fldh 741 (64%),CEZ F< 18 G 4 i (22%)
THH CXM BERBBLE X 5T\

BRI D f-lactamase FEMFIBIEMILERIL, <
0.1, 0.1~1, >1 xM/mg protein/hr. D\ T DEM %
ATHEORPEMCI T, AHECEROEYR L
BDieh > 1o

WTF—-FLEBO BECL D MERCHT2HE
3, AT -FAIEBELATIE, BHREARCIEREOE
XA DRI - ek, EEH L+ ER T CXM BT
51 Blsk 41§ (80%), CEZ BT 60 sk 37 f] (62%)
LCXM BNEBCER TH T # T —TAVEBHT
3, FEEBOC AN THEERED - 7023, i
KEEDER L LD 2T,

BROBES — (0~4/hpf), = (5~9/hpf), + (10~

(Judgement by committee)

29/hpf) B EOH, KR LT, KFETOHBRELER
YRETSH L, fI3BETHEFRICAREOEIALEDD
nieh o tehy, HTIEEEEAER? CXM F 28 fid
20 @] (71%), CEZ #t 29 @ik 13 @] (45%) £CXM
BTRECEVCERELELRL, #Tik CXM # 25
Bk 12 ) (48%), CEZ B 25 fik 10 §i (40%) T
CXM B CHEMRIE W EEZSR L

B b O BAREA CTRE Il TNTico
W, MRIEAROBEHEARILERET T 5 & Table24 ©
L % b T, Gram positive cocci (Staphylococcus, Strepto-
coccus, other), Gram negative bacilli (E.coli, Kle-
bsiella, P.mirabilis, Serratia, Enterobacter, Indole(+)
Proteus, Citrobacter, others) DEHETE & I MEHEIWCH
BOZEILLRICH -
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Table 22 Overall clinical efficacy classified by grade of pyuria

Judgement by committee ;
Grade of pyuria Dru - t
P ¢ No. of cases Excellent Good , Poor , Statisti¢al analysis
0 4
CXM 6 2
+ 4 (67%)
NS.
( 5— 9 cells/hpf) 1| 1
CEZ 2 0
2 (100%)
3 |
CXM 18 3
+ 15 (83%)
N.S.
(10—29 cells/hpf) 9 | 1
CEZ 28 7
21 (75%)
n | 10
CXM 27 6 P<0.05
21 (78%) (Z,)
++
s | n P<0.10
CEZ 29 13 (P)
16 (55%)
3 | w
CXM 25 5 P<0.05
20 (80%) (P)
+++
4| 8 P<0.10
CEZ 25 13 (Zo)
12 (48%)

Table 23 Efficacy on bacteriuria in single infection by classified isolated organisms

Isolated organism Drug |No. of cases |Eliminated | Suppressed | Replaced |Unchanged | Statistical analysis
CXM 6 4 0 0 2

GPC NS.
CEZ 7 4 1 2 0
CXM 32 24(75%) | 5(16%) 1 2

E. coli N.S.
CEZ 32 | 2372%) | 1(3%) 4 4
CXM 5 4 0 0 1

Klcbsiella N.S.
CEZ 9 6 1 1 1
CXM 8 4 0 3 1

P. mirabilis
CEZ 0
CXM 10 4 0 1 5

Serratia N.S.
CEZ 6 1 0 1 4
CXM 1 0 1 0 0

Enterobacter NS.
CEZ 6 2 0 1 3
CXM 3 2 0 1 0

Indole (+) Proteus N.S.
CEZ 3 1 0 1 1
CXM 3 3 0 0 0

Citrobacter and other GNB N.S.
CEZ 3 1 0 2 0
CXM 62 41(66%) 6(10%) 6 9

GNB Subtotal FZS?}.EI-ES))
CEZ 59 34(58%) 2( 3%) 10 13
CXM 68 45(66%) 6( 9%) 6 11

Total N.S.

CEZ 66 38(58%) 3( 4%) 12 13

E + S: Eliminated + Suppressed
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Table 24 Bacteriological response

Organis-m- Drug No. of cases Eradicated | Persisted Statistical analysis -
— oL 5 -
Staphylococcus T
CEZ 7 | 6 (86%) 1
o , cXM | 7 6 (86%) 1 :
£ Sty. faecalis N.S.
&} CEZ ) 15 11 (73%) 4
CXM ) 3 2 (67%) 1
Other GPC NS.
CEZ 3 3 (100%) 0
CXM 35 27 (77%) 8
E. coli N.S.
CEZ 38 30 (79%) 8 -
CXM 8 6 (75%) 2
Klebsiella N.S.
CEZ 9 7 (78%) | 2
CXM 10 9 (90%) 1
P. mirabilis : N.S.
CEZ 3 2 (67%) ‘ 1
@ ) CXM 10 5 (50%) | 5
Z Serratia N.S.
O] CEZ 11 2 (18%) 9
CXM 5 2 (40%) 3
Enterobacter - N.S.
CEZ | 9 4 (4%) 5
CXM | 8 8 (100%) 0
Indole (+) Proteus N.S.
CEZ 11 8 (73%) 3
CXM 8 7 (88%) 1
Other GNB N.S.
CEZ 11 9 (82%) 2
CXM 94 72 (77%) 22
Total N.S.
CEZ 117 82 (70%) 35

Table 25 Organism appearing after treatment

Organism No. of strain
CXM CEZ
S. epidermidis 3 2
g Str. faecalis 3 0
Other GPC 1 1
E. coli 0 2
'\ Klebsiclla 1 2
P. mirabilis 0 2
M Serratia 3 4
‘Z-’ Enterobacter 1 3
Indole (+) Proteus 1 2
Pscudomonas 6 13
Other GNB 0 3
Yeast like organism 5 2
Total 24 36
Statistical analysis 81131(1:3 gzg é?g;:;

CXM, CEZ WP C{EAKEIRL R LAEIITE
7310 fl, HBEHMN 15 FITH - 7Dy, ThOEFAOKS
HEEERESL L Table 25 D L3 hH T HH, CXM FHTIX
GPC o E,NEWEA%ZRL, CEZ 3T GNB D
BERNEZCERTH -1 ek, ZRED MIC (2
BIGE LB 24 #k (Pseudomonas 12 ¥k, %= O fli D
GNB9 #:, GPC 3#) » 5%, GPC (CEZ ¥ 108,
108 cells/m] $£4@ & 4, 25 pg/ml), Str.faecalis (CXM ¥
108 : >200 pg/ml, 10°:12.5 pg/ml) 7z &N Klebsie-
lla (CXM E 108 : >200 pgg/ml, 108 : 50 pg/ml) D4 1
Brkuore EETLThE 108 Ao b TN 108 cells/ml
B L4 200 pg/ml PLEZIR L7

3) Rk 5%5%

IR ERENOBRICR T 5 %R 1% Table 26 D &k D
T, (%) OEGICR TR MERICEED EhHD
7, CXM B3 6 il 6 fIA"ZE, CEZ i 2 i 2 fliE
HILTHote Tho, BT — T A BEOHE X 2HRE
Ti%, Table27 @ &b, FEOFEI)HbLOLTTEF
I THEDETZ DRI T
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Table 26 Effect on pyuria (1) Influence of grade of pyuria

Grade of pyuria Drug No. of cases Cleared Decreased | Unchanged Statistical analysis
0 0
CXM 6 6 P<0.01
( 5= 9 cells/hpf) 2 0 P<0.05
CEZ 2 ] 0 (P)
2 (100%)
7 0
CXM 18 l 11
+ 7 (39%)
N.S.
(10—29 cells/hpf) 0 | 0
CEZ 29 19
10 (34%)
n | 7
CXM 28 10
18 (64%)
++ N.S.
7| 7
CEZ 29 15
14 (48%)
s | 5
CXM 25 6
19 (76%)
+++ N.S.
7 8
CEZ 25 10
15 (60%)
CEE:
CXM 77 33
4 (57%)
Total N.S.
% | 1
CEZ 85 44
41 (48%)
Table 27 Effect on pyuria (2) Influence of indwelling catheter
Indwelling catheter Drug No. of cases Cleared Decreased Unchanged Statistical analysis
18 12
CXM 50 20
30 (60%)
No NS.
0 |
CEZ 60 28
32 (53%)
D
CXM 27 13
14 (52%)
Yes , NS.
3
CEZ 25 16
9 (36%)

4 ERFINEE
ERFIHEEITAFASHE RS LOBEKTRO 2
RTHE Licay, Fig.7 0 &k T, Féh HRITED
CHRHEDOEBEDENL, HRE CTREENHDES
BT CXM BB ERTHCEROHZFELR L
Fro, BRRIBE +DEFw s\ T CEZ B
CXM Bt~ 3 BRI, ¥ cBENHOEMIZI T
CXM %4 CEZ BT~ ER TR ED R A% &
Edt,

¥7:, THESHE (B CEREY 2 LICEMN,

CXM, CEZ B & LEFMNDITdie+, H, # 0%
grade TOME|D[FERD LEHREFNIEREE TH » 7028,
GO HRE TR CXM BV RER TR ERAHE
R RTEA R ED BRI,

4. Bl £ A

BIfE R EEESIL Table 28 D L3 b, CXM E 113
7, CEZ B 114 @), 5 227 BITH - 7ohs, CXM BD 1
Bl (0.88%) WHRLHRELE AR LD, ¥, BEKR
EERFE UL Table 20 DL b, CXM B¢ 7 4l, CEZ
HToflichidbhico BMIKREREB ORI
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Fig.7 Efficacy on subjective symptoms

Judgement At 3days after treatment At the end of treatment
Disappearance 7, %
Symptoms rate 0 20 40 60 80 100 0 20 40 60 80 100
37
38
Fever (C)
39
Total
+
Urinary t+
frequency + 4+
Total
+
Burning on ++
urination 44
Total
+
Sensation of ++
residual urine 44+
Total
+
Suprapubic pain ++
/Low back pain Tt
Total 1%

o—————o CXM

x----Y-x CEZ

Table 28 Side effect

Drug | No.of Side effect Statistical
cases Absent | Present analysis
CXM | 13 | 112 [1(0.88%)
NS.
CEz | 14 | 14

* Kind of side effect in one case was urticate eruption.

Table 30 D L %&b T, MEKREATIE, CXM FTHM
BEo#neG X OB e b O IFERERE S O RERTRA
2.0 e b0 1.4% ., CEZ B TixfRmEk, ~€ /' »
EVE, ~< 7Yy MERDCRIVMEEORY, &F
BRES R IOEE 7 — 2 ARBE L2 1.0~4.3%

A P<0.10
= P<0.05

Number of cases

ca LB b, WEhOREFRLAMENCEED
EyrLdbhish ot

B - BfeikdE TI1 S-GOT, S-GPT, AL-P, BUN
DLEREL SV RBEETOAREHEE (1.0~2.0%) 2k
Lo bhih, WERCEABEOEIREDLRRD -
oo

5 & A K

FHREHER X AREREHIAAMEL Table 31 &%
D, BEEG, SHHERBEIER DT 4FRCE\WT
CXM BoOFRAMAEVEED S 2hibh, i, 2®
R 455 LBEMCE T CXM BEXERCER
HWhHb LHEI i
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Table 29 Abnormal laboratory findings

No. of cases with

Abnormal findings abnormal findings

) CXM CEZ
RBC |, Ht ! 0 1
RBC |,Hb |, Ht |,BUN 1} 0 1
WBC 1 1 0
WBC | 1 0
Eosinophilia 1 3
Platelet | . 0 1
Direct Coombs’ test positive 0 1
GOT 1,GPT 1 1 1
GOT t,AL-P 1 0 1
GPT ? 1 0
BUN 1 T 0
Casts in urine 1 0
Total 7 9
1 : Elevation ! : Decrease

Iv. # =

77 AR ECH LTREFRIENEZE TS CXM
1175 ABREEEYEERRE L35 RERLEETIIR
FRBERDEIPEI NS, Z0Z &nb, FFDRE
REPE w3 B E ik, KetE s L OF AL, XBEA
2 CEZ # 2 bO—EHBEREC X VERF 2Tk

B SN ER O BESALT KM DB EH % & BERE
RKThHY, ThEh 13 flinb0 84 L iFHET
BHotco hr CXM kAW CEZ OB THEZT 5
L, CXM BTIXBEB LD, CEZ B#TIXBMANE\E
%R Lichs, Al nwFlcd 32 4T X h, Hist E,
LCRIET I D D LFEL RIS -1

Fio, BHEXRTEMAD CEZ HTEHEMTH -
7255, CXM BT 52 fliz o\ THE I hic,

¥k, ThoOBEEERERMLT, CXM #HTiL,
F#h 39C M A RITEGL OO THENE (B 6l
2%\ F A% R L, CEZ BT FTEEAI UL
REFG TH ABOEANLS AR TH v, BEREAR+
P ExRTEARL, BEEA+E2RTEANERISE M,
ot FOM, CXM BETH T bV P. mirabilis #
HOID BB E D - 0

F7, CXM BiexF»n CEZ e BFrERER %S
, COBERVEDROBEECHEYEXIHBENIC
DNTHERINZ THREA, TFTREHETEDRE
BEOEIL L, EAROSE BFTOEYRITE T
CXM BNV EN -1

L L, CXM 3 X0 CEZ D ZERZERIZOWT
BRI B EHREHE LTHB L, CXM BTk
B 84%, &F 70% THYH, CEZ FTILHF61%,
ZF 59% THH, WThOHTLELROFYRCE
BEOZEITAZ LRI 1

#oT, MBI HHMOBREEL, £FOEHR
CEEYE L T WEWSIRERTH -1

BapR R CIBERICI\WT, CXM BAEZREY
RMEL, & CHIRRYE, SRR RRGIE, B
$£, CEZ JEMIGEIS X 08 MIC 200 pg/ml LI o R
Bl LT VT, ARRIFECEVERENZLOA,
AFOBFEEDER I

A% & CEZ & o Cross over i L 5 RN - et o i
By, A#IE CEZ wwh MeEEE L © REET
5% LoD, REREITIISASETHDZEhb
CEZ lt~EECE CXM OFZHE, F0BEWi
BAXZ b7 20:6E 2, TG IRDZ LD THo T,

BE, HMERBRYE, BHEEREWHY 5 EEA
TR LTAFOBEHRNERCE D » o2 &L, FFIO
BEENLDOEWEARZ b5 2R LCBUEE L
THRRHBIRTH 50

¥ 7, MIC 200 pg/ml L EDEE L0 CEZ Je@LE
RYFIZR LT CXM MEBRADRNE,I» LEE
¥, B-lactamase ITxTBHREM EFRM S b LI
BDOARZ F JLADRIREIBIDEEL OIS,

BRI oW, MKRE TILARLER, ~E/rE
VER IV~ 2 Yy ZEORD, BMREE, FB
RS, BE#E7 - s R RABRBEAS 1~43% CHEA
L7y, ZhLEfERANREER, FEHmEREsisti
CEZ FRBITH » 1o —7, FF - Bttt 2WHO
Bz o\ Tk, S-GOT, S-GPT, AL-P, BUN ot
5L RBAREOMB &% 1~2% ORTHRLIIH,
AR EEDER R LD LRE) o ThbDOBHE
%, 1B 750mg, 1H 3@, 5 BREIOFERTIREALD
EIFROHBRMERTHD T EHR LT Do .

Lo L, BRERLEERYEE L EhEHEC X
AR, CXM B THARSEWEARZR Lo

LAEDRgED S, ARILREERECH LTI, CEZ
CEDELLESREFRITHD LERIN S,

V. #& B

R R FE % 5t 8z Cefuroxime (CXM) & Cefazo-
lin (CEZ) DEERZIE, MER > OCIBRCH T 55
B, WEFHPE ERIKEE BFERRLCCHER
MR TEEREC Y > THBERE LicL 25, UTOL
VRIS - kg Y

1) BERDEIBEAC \T CXM BINEERLH
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_Table 30 Laboratory findings _ - )
N AbnomaIﬁAbnronpal .| No. of abnormal 77?_ o
~TLaboratory f)ﬁxg No. of | 1| -Abnormal Ib . Normal cases due tobd]rug . Statistical
test cases |- . | Improved - . or questionable | analysis
- Normal Norrmal or Unchanged Worsened | Abnormal relation to drug (%) | ’
S ICXMT102TTT 76T [ 0 X e (R A | R
RBC ) | ] f NS.
CEZ | 103 [T 71 4 23 1 1 2 (1.9
- lexmrior |9 2 o0 0 [ o 0
Hb o , ) NS
CEZ | 103 [ 77 1 21 1 0 1 1.0
- fexMy 101 | 84 2 15 0 0 S0 -
Ht z | . NS
[CEZ | 103 | 77 2 22 1 1 2 (L9 |
c cxM| 1027 65 7 26| 6 2 3 2 (2.0
WBC | | o | N.S.
(CEZ | 103 [ 6 17 | 14 2 2 0 A
T UICXM| 70| 66 ‘ 1 2 0 1 1 (L4 ;
Eosino N.S.
CEZ | 70| 66 | I 0 0 3 3 (13
- CXM, 8| 8 | 1 0 0 0 0
Platelet [ N.S.
CEZ | 81| 78 0o 2 0 1 1 (L2
' Direct CXM| 34| 33 | 1 0 0 0 0 P<0.10
Cooms'test |\ cpz | 57 | 32 o | 1 0 1 1 (27 | (2
oxv| e8| o9 | 4| 1 1 1 (Lo |
GOT . ‘ | NS
CEZ| 98! 85 3 7 0 3 2 (2.0
- CXM| 98| 89 3 1 0o | 2 2 (2.0
GPT ‘ 1 NS.
CEZ| 98 9 PO 3 0 1 1 (1.0 |
cXM| 93| 80 5 | 8 0 0 0 1
AL-P \ ‘ | NS.
CEZ| 9| 79 2 13 1 0 1 (L1) }
CXM| 95| 8 4 5 0 0 0 |
Creatinine : | NS.
CEz | 101 | 91 | 3 6 1 0 0 ;
oxM| 98| 77 |11 9 0 1 1 (L0) ‘
BUN \ | NS
CEZ | 101 | 78 8 13 1 1 1 (L0) |
|
Casts CXM| 80| 76 | 1 2 0 1 1 (1.3)
in urine 1 NS.
CEZ| 91| 90 | 1 0 0 0 0

BEIEL, CORBMEFLEERC I VB LIRERT
i3, BEMMIRMRLE, B, CEZ JREIEHE B &
OMIC 200 pg/ml Ll EMAEEREGES]7: & T CXM FAs
FRECEVCESERLY R LIS,

2) MWERFRexT 58RI, CEZ JEMEiGE, RPME
#% 107 cells/m1 LA | ¢ & 0%z MIC 200 pg/mlsk £ o FEf
LT CXM BNEEIC SR He by Bl %
e, A% HE ERR) Bk CXM T Gram
positive cocci ® BN B A %, CEZ BT X
Gram negative bacilli DHHEBLFRIES -7

3 BRI BRSO UK JITEE X TR
TREAEFEDERRDI) -1

4) B CXM BT HREHIESY LHICiED
Lk Thh, BKRBREMRTY L, RBC, Hb WX
o Hto@d, FEEEk#E%, GOT XV GPT OLER
I EMRB BRI, WEE (CXM R 74, CEZ 59
B) CHEBEDEIADRIED 5T

5) AN, BIEMCK T CXM BT HERMU
FOEMIETICE D -

LA DR 5, Cefuroxime (3IREREFIEITH LT
FRLERTH LRI his

X i
1) O'CALLAGHAN,C. H.; R.B.SYKES, D. M. RYAN,
R.D. FOORD & P. W. MUGGLETON : Cefuroxime,
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Table 31 Evaluation of usefulness

Group of disease Drug | No. of cases Useful Slightly useful Useless | Statistical analysis
1st group CXM 20 12 (60%) 3 (15%) 5
Indwelling N.S.
catheter CEZ 16 9 (56%) 2 (13%) 5
= 2nd group CXM | 2 1 (50%) 0 1
2 | Post N.S.
5 prostatectemy | CEZ 3 0 0 3
k=t | 0 0
_ 2 | 3rd grou CXM 22 16 (73%) 5 (23%) 1 NS,
g £ | Uper UTE | cpz 15 11 (73%) 3 (20%) 1
E ith group CXM 13 | 11 (85%) 0 2 P<0.10
g Lower UTL "z 25 16 (64%) 3 (12%) 6 (P)
& & | 5thgroup CXM 9 4 (44%) 3 (33%) 2|
© kot Indwelling NS.
(- catheter CEZ 10 2 (20%) 3 (30%) 5
g | 6thgroup CXM | 2 2 (100%) | 0 0
1 No indwelling NS.
| 2 | catheter CEZ 10 4 (40%) 3 (30%) 3
| CXM 68 46. (68%) 11 (162%) n
| Subtotal ; - F;%:lg,)
CEZ | 79 42 (53%) 14 (18%) 23 0 &t
CXM 12 9 (75%) 2 (17%) 1
Simple UTI 1 N.S.
CEZ 7 6 (86%) | 0 1
CXM 80 55 (69%) 13 (16%) 12 P<0.10 (Z,, x*(U))
Total T
CEZ | 86 48 (56%) 14 (16%) 24 P<0.05 (x%(U+SU))
(U) : Useful
(SU) : Slightly useful
a new cephalosporin antibiotic. J. Antibiotics 6) FOORD, R.D.: Cefuroxime : Human pharmaco-
29 : 29~37, 1976 kinetics. Antimicr. Agents & Chemoth. 9:
2) O’CALLAGHAN, C.H.; R.B.SYKES, A.GRIF- 741~747, 1976
FITHS & J. E. THORNTON : Cefuroxime, a new 7) NORRBY, R.; R.D. FOORD & P. HEDLUND:
cephalosporin antibiotic : Activity in vitro. Clinical and pharmacokinetic studies on cefu-
Antimicr. Agents & Chemoth. 9 :511~519, roxime. J. Antimicr. Chemoth. 3 :355~362,
1976 1977
3) EYKYN,S.; C. JENKINS, A. KING & I. PHILLIPS: 8) willE—, ABEBESTF, FiE B, =SAXH 4
Antibacterial activity of cefuroxime, a new Higs, bll—&K WEFE &), dXxE# 8
cephalosporin antibiotic, compared with that 26 [ B RLEBEEFELBE (R, 1978) HE
cephaloridine, cephalothin and cefamandole. v v # v v 43 Cefuroxime, Chemotherapy 26
Antimicr. Agents & Chemoth. 9 : 690~695, : 909~917, 1978
1976 9) NOVICK, R.P.: Micro-iodometric assay for
4) RICHMOND, M. H. & S. WOTTON : Comparative penicillinase. Biochem. J. 83 : 236~240, 1962
study of seven cephalosporins : Susceptibility 10) UTI F%4 (ftk KEIER) : UTI &) FEME
to B-lactamases and ability to penetrate the #t (52 jR), 1978
surface layers of Escherichia coli. Antimicr. 11) AR, SAHX, FOTH, FHEKX, KR
Agents & Chemoth. 10 :219~222, 1976 %, EFELE, HK B, Eogfge o Cefuro
5) JONES, R.N.; P.C.FucHs, T.L. GAVAN,E. H. xime BT A5 E@N - S K F%, Chemo-
GERLACII, A.L.BARRY & C. THORNSBERRY : therapy 27 (S-6) : 450~461, 1979
Cefuroxime, a new parenteral cephalosporin: 12) &+ 8L, fib (9 M) : By RIBEE D {LF R E

Collaborative in vitro susceptibility compari-
son with cephalothin against 5,887 clinical
terial isolates. Antimicr. Agents & Chemoth.
bacterial 12 : 47~50, 1977

(NV)—4Fic Cefuroxime o fBiHHE, IBEMEMA
I L DERIRRI RIS\ T, Chemotherapy
27 (S-6) : 496~516, 1979
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Cefuroxime is a new cephalosporin antibiotic with increased stability to B-lactamse. This stability
has the effect of widening the antibacterial spectrum of the compounds so that Cefuroxime is active
also against cephalosporin resistant strains such as E.coli and Klebsiella, Proteus, Enterobacter and
Citrobacter. This characteristic of Cefuroxime is expected to be useful for the treatment of urinary
tract infections. '

In order to study the efficacy, safety and usefulness of Cefuroxime for the treatment of urinary
tract infections, a comparative study was carried out by the double blind method, using Cefazolin as
the control drug. ’

The subjects of this study were in-patients with urinary tract infections excluding those with acute
simple-cystitis, aged 15 years or older. Both antibiotics were given in doses of 750 mg i.v. three
times daily for five consecutive days.

Of 227 cases recruited in this trial, 160 were judged as appropriate for the assessment of the clinical
efficacy by the Committee members, and 166, by doctors in charge.

The background factors of the patients in the Cefuroxime treated group and Cefazolin treated group
were almost the same.

The overall clinical efficacy of Cefuroxime in all patients was significantly superior to that of Cefa-
zolin in both the judgements by the Committee members (Cefuroxime : 79%, Cefazolin : 61%) and by
doctors in charge (Cefuroxime : 75%, Cefazolin : 58%).

Especially, Cefuroxime was significantly superior to Cefazolin for the treatment of patients with
complicated infections, chronic infections and infections of organisms inapplicable to Cefazolin and
those showing not less than 200 #g/ml in minimum inhibitory concentration of each antibiotic treated.

Side effects and changes in laboratory values attributable to medication were noted in 8 of 113 in
Cefuroxime treated group and in 9 of 114 Cefazolin treated group.

Cefuroxime showed a tendency to be superior to Cefazolin in its usefulness in the judgement by
doctors in charge.

From the above results, it has been confirmed that Cefuroxime is a useful antibiotic for the treat-
ment of urinary tract infecticns.



