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Table 1-6 Clinical summary of uncomplicated UTI patients treated with CXM-AX (at the tenth day)

-
T3 !
L]

. B
:= a 3
.2 ©
)

3
g 5
£ 3
2
o
&
=
EE mg rﬂg
Q| A |V
.m
ke
3
‘=
3
Q
]
] .

g |% | §

S S| 8

& g | R

N ]

K
5 I
>
&
.
g
]
a + |
E\
»
&
=]
L =
- A o
g
E —
I >
3] (] N
o
& 83 X
X (=)
Qm e
E
R
g 9]
& =]
8 <
a
™
Q
3 =
5.)9 =
=
2 s o)
S Z @

** UTI : Criteria by the UTI committee
Dr

_Before treatment
After treatment

A.U.C. : Acute uncomplicated cystitis
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Chinical summary of complicated UTI patients treated with CXM AX (UTI drop out)

Table 1 14
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e, MIREDO MR L BB I BIENS P EEE T
T, WIRREHEENI TR LB ERBIE L LT
HrskitE e Se, FRalige, RIAZARZE, BISAKILETH
5o T h b ORHEEDE L E.coli, K. pneumoniae
&5 LaVEE, S. aureus, S.epidermidis T & D
75 LPBHEE e HUNT N. gonorrhoeae TahH 5128, -
lactam FRPUEHITHC MO TE, BIfFMY GHK
ZEomb ZEETALE0o FAKE G0 L Bbh
Bo BCAHIOHE A7 b 3Ei Lic & 92 p-lac-
tamase |Z%E TH B 12>, E.coli, K. pneumoniae 0 5
HLOMEKRD+7 » v AEY SERE Citrobacter, Pro-
LIEN* B L, i N.gonorr-
hoeae \Zxt LTHEK DA Cephem ZRHUAEHL D
MUCHHEERLZRTE bR TR Y, A1 T
TR FIDIERENIBRT YD %%Wt@ﬁbﬂ%ﬁiiﬂi%éhéo

Sl oat T, Stk C s TIRERE
HIETIL 96% DFEHETH-1ch, UTI #IJAET'(I 100
% DENIBETH 1o COER 20 EHERLERE
2L, ERDEENB O Nch »Tctced, UTLHE T
HrhE S htcrs, EHREHETLRAR LHE S hicie
BTH 1o MEFICK T 5B EEHAL 74%, BER
T BAERITEFL 9%, ERCHT HREILHK 94
% THYH, BIFEETSH > 1o G5 HE OB F % A
&, BRBIVERCHTAZRE3IAHES, 5B
BTIE#HS B L140 87% & 927 TEXAD
feus, 6, 7 BB TRRE, ERCHTIHRILH
Fh 100% L5HHEETTOMPEL VBRI T H -
too MERCHTA2HL 3R 67%, 4, SHE 77
%, 6, THH 86% SR LIAVARIIRE
L, StEEHERROBERIKIER L5 o
7 BlEiEE Y E LWL o LHEREh D, HL, C
otitzA—EGTOL O TR, AL B
%’10)?@&"{4‘?33"“6& LR EG TOBRFNLLETHA

5o HIEHFH I\ T S epidermidis 2 ¥k, E.coli
1 BEA TSR Lichs, S.epidermidis DFF#E L1z MIC
(2 100 pg'ml Ll kT 5 D, E.coli T134 o MIC (23.13
pg/ml TEH - tons, BHEBRHITSH -1

MR RS TR GSE I DL T IR B 419 TH- 1
25, 1, 2BWBIUS, 6Fnafo 417 hdTs
D, ZHhBLEREOSGHERITIADFIL 64% <
5550 Cefaclor Dt (82%) L, 54 2 Mt
TH o1y, PIREE LTRRFARBEEbN D, #
BEOHGEDS b6 FTIXHME 20% TH-1h,
1, 2, SHTRTORDFZ0L TH-1Te ThEH
BEOEGEOSERO Y AR TH LK
#£ 3 (E. faecalis, S.marcescens, P.acruginosa) o

teus, Enterobacter =
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Table 2 Clinical efficacy of CXM-AX
Doctor’s evaluation
. No. of . Effi /
Diagnosis . Excellent Good Fair Poor feacy
patients rate (%)
AUC. 46 30 14 2 96
C.CC. 35 5 13 5 12 51
C.C.P. 9 1 4 1 3 56
Prostatitis 13 4 4 4 1 62
Epididymitis 9 3 4 1 1 78
Gonococcal urethritis 1 1 100
Non-gonococcal urethritis 1 1 0
Total 114 44 39 13 18 73
Table 3 Daily dose of CXM-AX
Doctor's evaluation
. . Daily dose
Diagnosis
250 mg X 2 times | 250 mg < 3 times | 500 mg X 3 times
AUC. 33/35 ( 94) 11/11 (100)
CCC. 0/1 ( 0) 13/24 ( 54) 5/10 (50)
CCP. 3/5 (60) 2/4 (50)
Prostatitis 6/7 ( 86) 2/6 (33)
Epididymitis 3/4 (75) 4/5 (80)
Gonococcal urethritis 1/1 (100)
Non-gonococcal urethritis 0/1 ( 0)
Total 34/37 ( 92) 36/52 ( 69) 13 25 (52)
Excellent + Good/Total (Efficacy rate %)
Table 4 Overall clinical efficacy of CXM-AX in acute uncomplicated cystitis
Symptom Resolved Improved Persisted
| 0 G Efficacy on
De- Un- De- Un- e- n- -
- 1 d Cl d bacteriuria
Pyuria Cleared creased | changed Cleare creased | changed eare creased | changed
Eliminated 1 26 (74 %)
Bacteriuria Decreased‘ 4 2 6 (177)
(Replaced)
Unchanged 3 309%)
Efficacy i o
lca_cy (_m pain 33 (94%) 2 (6%) 0(0%)
on urination Case total
) 35
Efficacy on pyuria 32 (91%) 2 (69%) 1(3%)
@l Excellent 25 (711%)
Overall effectiveness rate
D Moderate 10
35/35 (100 %)
Poor (or Failed) 0
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Table 5 Bacteriological response to CXM-AX in acute uncomplicated cystitis

Isolates No. of strains | Eradicated (%) Persisted *

S. aureus 3 (100 %)
S. epidermidis 4 2 (50%) 2
S. saprophyticus 1 1 (100 %)
Streptococcus group B 1 1 (100 %)
Corynebacterium 1 1 (100 %)
GPC 1 ( 0%) 1
E. coli 25 24 (96 %) 1
K. pneumoniae 1 (100 %
P. mirabilis 1 1 (100 %)
E. cloacae 1 1 (100 %)

Total 39 35 (190%) 4

* Persisted : Regardless of bacterial count

Table 6 Strains” appearing after CXM-AX treatment
in acute uncomplicated cystitis

Isolates No. of strains (%)

S. aureus 1( 5%)
S. epidermidis 3(16%
E. faccalis 8 (42%
Streptococcus 1( 5%
Corynebacterium 1( 5%)
Lactobacillus 1( 5%)
E. coli 1( 5%)
P. vulgaris 1( 5%)
E. cloacae 1( 5%)
Yeast 1( 5%)

Total 19 (100 %)

* Regardless of bacterial count
GO AHEGIL 48% T, KFTMW TH B KT IHME (S.
epidermidis, E.coli, K.pneumoniae) o> 2EE1T
8% THoteo MITHEEDE 3, 4FFOHELED
#W“ﬁBﬁ@&W 3R D MG ThFh 18
%, 64% TH D, TASIEZV: 3 MMl L RT3 WG
@ﬂ%#%%%I%h%hSW”SW/T%otOT&
b, HHEEOECEETILIEETHEE DRI S RN
@, FOMPRARTH Y, Lich -7, FANLEZ
MHEL D IND EFME D3, 4B LTHRYG X
hHEEOFREVRRIEEh LD EEL bR B,
RILIRZ8 2B LTS @ o gt T2/ %R 62% T
DL 20 TIRCTRLENT, B0 LD TILE

WE 5% THotoo BHGEFOEREL1E 250mg
L 1[E 500mg & TEThZh 86%, 33% LENH -1,
Z 7%z EPS thoo WBC »11[E 250 mg 5 B0Bs
LU ETH B oL, 10 500mg H5H T
10/hpf UTFDY Dh KEBHT, HDOLDOALHLxk
{, THEROBEIZOWTLIETIIHUE, BET
EHAFRETH D, HMEDRENRL > TV HIHLE
2 BN B 1BMERTILIRS TIXIRMRESSE L1287 D,
7 E e 2R B oo R E A THED T, f,%z{kmmgéw

B E R TV AR TH DM, T OB CHEEE
DL R B2ITITV, RIS T 5 A 0Tl 2 1T

I RLEND B,

A B LTI BHER 8% L RIEFAAHHTS
b, P.aeruginosa H\iyBEX Ntc 2 BT FERD HES
BonloFER SRS,

KD D LR D 1 PIEEHTH - 105 FKHE
D1 GLImBTH >, WA X BRETE Chlamydia
trachomatis DAY HERIERIT > T 525, KREDER
BT E AT R TE TR ST, HERTELL
2%, BEICH LTI AR S #% Minocycline &5 L,
ot 8-z, Chlamydia trachomatis 2 X 5 RB%
THo T EHER LT Do

BIfEFT BEME, BETREL, FBEE 1AL BT
P25, LWTFRLBMTH D, MRS FTEETH > 1

Lt Rk CXM-AX % LR
KRIORDE, RelrHRsh, BRREMATHLLE
2 bRl

X ik
1) & 33 A1 B A{L¥REFLTAALMES, e
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Table 7 Overall clinical efficacy of CXM-AX in complicated UTI
Pyuria ‘ Efficacy
Cleared Decreased Unchanged | fcacy on
- | bacteriuria
Bacteriuria i
Eliminated 6 4 14 (38%)
Decreased 1 1(3%)
Replaced 4 4 (11%)
Unchanged 1 4 13 18 (49 %)
. . “ase total
Efficacy on pyuria 5 (14%) 10 (27 %) 2597 L“‘;_O a
1
Excellent 4 (11%) !
; Overall effectiveness rate
I:] Moderate 11 (30 %)
15/37 (41 %)
Poor (or Failed) 22 (59 %)
Table 8 Overall clinical efficacy of CXM-AX classified by type of infection
No. of Overall
. of ¢
Group ) 0. of cases Excellent Moderate Poor effectiveness
(Percent of total)
rate
1st group (Catheter indwelt) 2( 5%) 2 0%
2nd group (Post prostatectomy) 4(11%) 4 0%
Siale (7 (Upper UTD) 8 (22%) 4 4 50%
infection r¢ group " Upper i = i
4th group (Lower UTI) 14 (138%) 4 6 4 1%
Sub total 28 (76° 4 10 14 50 %
5th group (Catheter indwelt) 4 (11%) 4 0%
Mixed 6th N 5 ( 9 1 4 20%
infection th group (No catheter indwelt) 5(14%) %
Sub total 9(24%) 1 8 1%
Total 37 (100 %) 4 11 22 41%
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Table 9 Bacteriological response to CXM-AX in complicated UTI

Isolates No. of strains | Eradicated ( %) Persisted”

S. epidermidis 3 3 (100 %)
E. faccalis 6 4 (67 %) 2
Streptococcus 1 1 (100 %)
Corynebacterinm 1 1 (100 %)
GPC 1 ( 0%) 1
E. coli 9 7 (78%) 2
K. preumoitiae 5 4 ( 80%) 1
K. oxytoca 2 1 (150%) 1
M. morganii 1 1 (100 %)
P. vulgaris 2 1 (50 %) 1
E. acrogenes 1 ( 0%) 1
C. freundii 1 1 (100 %)
S. marcescens 2 1 (50%) 1
P. acruginosa 8 1 (113%) 7
P. cepacia 2 ( 0%) 2
X. maltophilia 1 ( 0%) 1
Alcaligenes 1 ( 0%) 1

Total 47 26 ( 55%) 21

* Persisted : Regardless of bacterial count

Table 10 Relationship between MIC and bacteriological response to CXM-AX treatment in complicated UTI

MIC (#g/ml) Inoculum size 10°bacteria/ml N
Isolates - ® o Total(%)
<0.10] 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 | done

S. epidermidis 1/1 2/2 13/3(100)
E. faecalis 2/2 1 2/4 |4/6(67)
Streptococcus 1/1 {1/1(100)
Corynebacterium 1/1 | 1/1(100)
GPC 0/1 {0/1( 0
E. coli 1/1 4/512/3 7/9(78)
K. pnewmoniae 1/1 1 1/1 2/3 {4/5(80)
K. oxytoca 0/1 ] 1/1 [1/2(50
M. morganii 1/1 1/1(100)
P. vulgaris 1/1 | 0/1 |1/2(50)
E. aerogenes 0/1(0/1( 0
C. freundii 1/1 [1/1(100)
S. marcescens 0/1 | 1/1 [1/2(50)
P. aeruginosa 0/3 | 1/5 |1/8(13)
P. cepacia 0/2 [0/2( 0)
X. maltophilia 0/1 (0/1( 03
Alcaligenes 0/1 (0/1C 0)

Total(%) / / /| 1/1|1/1|5/6|2/3|1/1 | / / / | 4/9 | 12/26 26'/47

ey a oo | s | cen oo | ¢ )¢ [ )| (s (e8| 59

No. of strains eradicated / No. of strains isolated
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Table 12 Changes in laboratory test results

ttem Total No. Deteriorated Relation to the drug)

of cases | Definite | Probable | Possible | Total
RBC 48 (100 %) 0(0%)
Hb 48 (100 %) 0(0%)
Ht 48 (100 %) 0(0%)
WBC 48 (100 %) 1 1(2.1%)
Plate 48 1100 %) 0(0%)
S-GOT |48 (100 %) 0(0%)
S-GPT |48 (100 %) 1 1(2.1%)
Al-Pase | 48 (100 %) 0(0%)
BUN 48 (100 %) 1 1(2.1%)
S-Cr. |48 (100%) 0 (0%)

No. of cases with deteriorated laboratory test results 3

Isolates No. of strains (%)
S awrcus 1( 6%)
S. epidermidis 1 ( 6%)
E. faecals 2 (12%)
E. faccium 1( 6%)
Klebsiclla 1( 6%)
E. acrogenes 1( 6%)
S. marcescens 1( 6%)
Serratia 1( 6%)
P. aeruginosa 2(12%)
X. maltophilia 2 (12%)
Pseudomonas 1( 6%)
Achromobacter 1( 6%)
NF-GNB 1( 6%)
C. albicans 1('6%)

Total 17 (100 %)

* Regardless of bacterial count
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CLINICAL STUDIES ON CEFUROXIME AXETIL (CXM-AX)
IN UROLOGICAL FIELD
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Cefuroxime axetil (CXM-AX) were administrated orally to 122 cases with genitourinary tract
infections at a dosage of 250 mg or 500mg twice or three times a day for 2 to 41 days.

1) In 46 cases with acute uncomplicated cystitis, the efficacy rates were 96% by doctor’s evalua-
tion and 100% by the criteria of UTI comittee. Bacteriologically, 35 out of 39 strains (90%) were
eradicated and 19 strains appeared after the treatment.

2) In 44 cases with chronic complicated urinary tract infections, the efficacy rate was 52% by doctor’s
evaluation and 41% by the criteria of UTI comittee. Bacteriologically, 26 (55%) out of 47 strains
were eradicated and 17 strains appeared after the treatment.

3) In 13 cases with prostatitis (2 acute cases and 11 chronic cases), the efficacy rate was 62%.

4) 1In 9 cases with acute or subacute epididymitis, the efficacy rate was 78%.

5) In 2 cases with acute urethritis, one gonococcal case was excellent and one non-gonococcal case
was poor.

6) Side effects were observed in 3 cases and each case showed a mild symptom (soft stool, gastric
discomfort or eruption). Abnormal laboratory findings were obseved in 3 cases, showing a transient
elevation of GPT or BUN and a mild leukopenia.




