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WEAREVS, BARSIIDMEATH=AZ 1L
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FQUEGIORAIT iz Table 1 10k Lizksh TH
Bo FTiebb, [k E LC urinary pain 0 5 §,
D% complete S (symptom OM@LF3), urination
pain KA, TRRM, BRRIGTRUNR, MURE OB
BRIERDD 5 L D% incomplete S (s LBAF) &L
2o pyuria i 10/hpf LA LY O % complete P (pyu-
ria OM® LT 5), ThEMO L D% incomplete P (p
EBET) & Ltco ¥ 7, RESCL D 10Yml Ll koo
% complete B (bacteria OB§® &3 %5), 10Yml Ko
D% incomplete B (b &B3) & Lico

THhEho A Ab¥ickh, Table 1 it s

BRADREMEY A~D RicpRNTao L

Lo

AT 120 1 (65.9%). BB 35 I (19.2%), C, B¢
22 §) (12.1%), C: W11 (0.5%), DBt 4H (2.2%)
Th ot

Bh5HE CXM 1RE 50mg (24 @y
A1 8267 AMBEE LI BHRHER UTI His
X B RBIFMEY CA=ZHOY iy, ®SIHBL
7THBHRHER T oo too $1, 7 BMBEHEY

Table 1 Classification of female patients with vesical irritating symptom

by their signs
Group | Symptom Pyuria | Bacteriuria | No. of cases (%)
A [ ® 120 (65.9)
] » ® 1
® @© b 4
® P b 0
B s ® ® 17 35 (19.2)
s » ® 2
s @© b 0
s » b 1
® ® - 15
® » - 3
C N ® B N 22 (12.1)
s » - 2
® - ® 1 }
C: . - ® N 1(0.5)
S - - 4
D s - - N } (2.2
Total 182

Pyuria=10/hpf.
Pyuria 1~9/hpf. -
 Bacteriuria210*/ml.
* Bacteriuria<10'/ml.

7@°9.0

: Urinary pain with or without other vesical irritability.
Vesical irritability without urinary pain.
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Table 2 Background analysis (152 cases)
. Group Total
em A B G [ G D | ncidence(%))
~15 0 ) ) ) [) )
16~29 a1 10 7 1 0 59 (32)
e 30~39 3 4 2 0 1 0 (22)
10~49 12 5 0 2 2 (14)
Grs) 50~59 17 1 5 0 0 B (18)
60~69 1 1 1 0 1 1 (8
70~ 6 3 2 0 0 1 (6
0~ 1 2 10 10 1 [} 63 (3)
Duration until 2~3 50 13 6 0 0 6 (38)
first medication a7 3 7 3 0 1 U (19
from first onset 8~14 4 3 0 [ 1 8 (4)
(days) 15~ 1 2 3 0 2 8 (4
Unknown 0 0 0 0 0 0
0 2 20 1 1 2 129 (1)
History 1 13 4 3 0 1 21 (12)
(times/yr.) 22 1 0 1 0 0 2 (1
Unknown | 14 1 4 0 1 30 (16)
# u 4 6 1 [) 45 (25)
Frequency of + 3 10 6 0 2 57 (31
o + 0 16 6 0 2 54 (30)
- 17 5 4 [ 0 2% (14)
Unknown 0 0 0 0 0 0
# 31 3 7 1 ) 2 ()
) + 2 8 5 0 ) B (18)
f:::.:f:::g + 3 12 5 0 3 51 (28)
- 3 7 4 0 1 0 (2)
Unknown | 10 5 1 0 0 16 (9
# 12 2 4 1 0 19 (10
! # 17 7 3 0 0 2 15)
Z‘I““::::;n + 2 12 5 0 3 a1 @)
- 3 3 4 0 1 a1 (@)
Unknown | 37 1 6 0 0 54 (30)
# 35 3 7 1 [ % (25)
Urinary pain + m 5 5 0 ) 54 (30)
+ 41 7 6 0 0 54 (30)
- 0 2 4 0 4 2 (15)
W % 0 2 0 0 2 (15)
+ 65 13 1 0 0 8 (49)
Pouria + 30 8 4 0 0 42 ()
E 0 10 2 0 0 12 (7
. 0 4 3 0 ) 7 (4
0 0 0 1 4 5 (3)
a1 6 0 0 0 a7 (26)
33 7 0 0 0 40 (22)
Bacteriuria 10° 36 15 0 0 0 51 (28)
(/m1) 10t 10 2 0 1 0 B (D
<10* 0 5 0 0 0 5 (3)
0 0 0 22 0 4 2% (14)

* 1~4/hpf, ** O/hpf.
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FCH LTI 7 BRGRETREMN & - 20
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ROFEEMEL, 0 R5WEOBKRE I Tk
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D EAMR L WRETF

SERMR A~D BRI, WRETF & LTHER, R
MEEBE IUBR, BRE HRETHRE, HREH
DHRER BIR. MBER DMK R Table 2 iz
Rlie

¥7:, Table 3-1~Table 3-5 i i2 RS & (MR
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BIs KO PER & DRIRE R E Eodre,

2) RMOMS LR

AMEEABNC Table 4 2% Lbis, 2HRBBIL
159 BTl - oo HOANBORR 153 B, WAKBRH 3
BIEHTD L2 75 AIRIINE (GNR) Sk o
B,

WAL TR BRI o 220 BB BLD
AU WHOBRRGI & {12 E. coli TI30¥E(8T. 4%)
Fididleo KT Pomirabilis 78 (4.4%) Th otz

8) HERZHR

HEDERICHT S CXM-AX %1 [ 500mg (314
20, 290 #5C X HRAMKDRLRE Lico

1) UTI RARFERM O B2 &M LHE LTS 5
BloRK

Table 5 (383% 3 B R ORABKLRTH 525, R
Lt 104 G Ti2 %% 85 B, A% 18 AT HHE
99.0% THo o

Table 6 3B 7 ERORABKHR TS 555, R
Lt 72 GI0 5 LES) 58 G, F%) 14 HAHE 100
%Th 120

THOERICKT B 3 B BHEI K 5 MEF 2R
% Table 7 i2/R Lico HMEBAZ Table 710R3 X 5

‘Table 3-1 Distribution of clinical signs before treatment in cases of Group A

Urination pain

T

Pyuria*

#
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Bacteriuria

=10°

Bacteriuria <10

i+

Pyuria®

i+

21

+| |

18

Urination pain

Bacteriuria

Urination pain |+

*

Pyuria®

1~d/hpf, — : O/hpf,
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Table 32 Distribution of clinical signs before treatment in cases of Group B

Urination pain " [ s -

Pyuria® Wl e[ Jol=[ss [+ elo]-T#l+T+Te]o] - {#[¢]+] t[0] -
o 0
) <10 1 1 1) 1
H 0 1 1
Ll
< 1 21 5 uls] |2
Bacteriuria 0 <10 z10°
Iy wla[+[eJo]=|w[+[+Te]o]-Tw]+T+[e]c]-[#]+]+[£][c]-
£ W 1 11
2
g + 1 1 21
K] + Il 3
£
s - 1 1 uls] [z
Bacteriuria 0 <10t * =10t
Urination pain | # | # [+ [ = [w [« [+ [ - [# [+ [+ -[w[«]+]-
+
+ 1 1 1
K + 1|1 1 5
5
& 1 1 1] 2] s
1] 1 2
1=l - 0/t
Table 33 Distribution of clinical signs before treatment in cases of Group Cy
Urination pain + + - -
Pyuria® e [e[o]-[w] [+ [2[o]-Te]T+T=[c]-[#]+]+ -
. o 4|2 1 1 2[00 13 1 2 1
- <10t
H 10"
& o
=10°
Bacteriuria 0 10 =10
Pyuria® W w |+ |0] - |#] ==+ T=e[-=[+[+[=[e]-
s # 42 1
&
A + 1z
g + E 1
= - 2 AE
Bacteriuria 0 <10* 210
Urination pain | # | & | + | = | # | = | + | = | # |+ | +[-[#[=]+]-
+# 1
- 4| 2] 3]2
k3 + 2| 1]
5
£ = 1 1
e 1 1 |
- [
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Table 3-4 Distribution of clinical signa before treatment in cases of Growp C

Urination pain # + + -
Pyuria*® LRI EI IR NI ED MMM CIE GRS -
K] °
HERS
g 10t 1
210°
Bacteriuria 0 <10' 10* =10°
Pyuria® #lt|+lxjo|-[#|s|+[z|o]-[w]s]+[z[a]-[a][+[+]z[0]-
1 + 1
+
i—
5 -
Bacteriuria [] <10t ot z10°
Urinationpain | # [ | + | — [ w [+ [+ [ [ w [+ ]+ - | #] =]~
+
+
k) +
5 +
=]
- 1

* ©1~4/hpf, — : 0/hpf.

Table 3-5 Distribution of clinical signs before treatment in cases of Group D

Urination pain - + + -

Pyuria® WiH |+ 2O || H[+[2O| ||+ |+ [|O|—|#|+
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* ©:1~d/hpf, — 1 0/hpf.
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Table 4 Distribution of strains isolated before CXM-AX treatment

Group . “Total organisms
Isolates Total
A W ) (Mono- +Poly-)
Mano micrabial infection
E ol 105 % 1 1% 1%
12 mivabitis 5 1 3 7
S saprophticus 3 3 3
K. pucumonie 1 1 2 2
S aurens 1 1 1
S. cohnii 1 1 1
S, epidermidis 1 1 1
Streplococeus sp. 1 1 1
E. acrogenes 1 1 1
P. cepacia 1 1 1
£ fuccalis 1
C freundii |
. 118 o) 1 153 1%
Sub total @83 | @0 | awo | @
Poly-microbial infection
E. coli+ P. mivabili 1 1
E coli+ E. fuecalis 1 1
E. coli+ C. freundii 1 1
2 1 3
Sub total (1 | (29 (19
Total 120 ® 1 15 () ¢ Incidence (%)

. Table 5 Overall clinical efficacy of CXM-AX in acute simple cystitis fitting for criteria of UTI committee
(250mgX2/day, 3days treatment)

Symptom Resolved Improved Persisted
D | U D |U D | U Hicaey on
i, - Jun = Jun = Jue ;
Pyuria Clesred | reased | changed | 97 | creased | changed | 9" | creased | ehanged
Eliminated 7 4 3 1 2 1 103 (99.0%)
Decreased
) L%
Bacteriuria (Replaced) 1 1(1.0%)
Unchanged 0
Bfficacy on pain o7 (93.3%) £ 3.8 32.9%)
on urination Case total
104
Efficacy on pyuria % (86.5%) 8 (1.1%) 6 (5.8%)
Excellent 85 (81.7%)
Overall rate
T o -
1037104 (99.0%)
[: Poor (or Failed) 101.0%)
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Table 6 Overall clinical efficacy of CXM-AX in acute simple cystitis fitting for criteria of UTI committee
(250mgx2/day, 7days treatment)

Symptom Resolved Improved Persised
Eificacy on
De | un- De- | Un- e | Un- -
Pyuria Cleared red "
¥ 44760 | creased | chanaed | 8" | croaed | changed | 5% | croned | changed | PR
Eliminated 3 61 (84.7%)
| Decreased
Bacteriuria (Replaced) 7 2 9 (12.5%)
Unchanged | 2 2(2.8%)
Eifcacy on ain 2 a0 %) . .
on urination Case total
Effcacy on pyuria 67 ( 93.1%) 3.2%) 2 (2.8%) ”
Excellent 58 (80.6%)
Overall rate
Good 14 (19.4%)
/72 (100%)
T e :
3days result in the same cases
Excellent 59 (81.9%)
Overall effectiveness rate
Good 3 (18.1%)

Poor (or Failed)

72/72 (100%)

Table 7 Bacteriological efficacy of CXM-AX in acute simple cystitis fitting
for criteria of UTI committee
(250mg %2/day, 3days treatment(104 cases))

Isolates No. of strains |  Eradicated Persisted” 5‘:::[;:3::;"
E. coli 93 (1) 92 1
P. mirabilis 3 3
S. saprophyticus 3 3
S. cohnii 1 1
S. epidermidis 1 1
Streptococcus sp. 1 1
E. faccalis 1 1 1
K. pnewmoniac 1 1
E. aerogenes 1 1
Total 105 (2)°* 104 1 1

* Regardless of bacterial count.
** Poly-microbial infection.
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i« E.coli %93 Bkl Mb %<, P mirabilis 3%, S.
saprophyticus 3 ¥k, LAF S.cohnii, S.epidermidis,
Streptococcus spp., E.faecalis, K.pneumoniae, E.,
aerogenes % 4 1 KT - 720 CXM-AX 3 B M
LW Licow Ecoli 18TH Y, Wik
99.0% THo ko

Table 8 KR L1k 512, THR8OmMMix UTI R2F
EAHAO I IR, IR DA A X ) Bt Lo
CXM-AX 7 HM#ks-th, #%) &% LA FAEPlIc2L
C7 B L, TROH MMM Lico Bl LA i
Pz 40 GITH Y, 1HNSTEREA B0 h, TEREI
2.5% THoto

i) UTI SRS D41z it tey 12O B

T EAER OB
Table 9 iz, #4 3 A HORBERT.
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Normalized 2, ABf 43.6%, BE 50.0%, C, %
55.0%, DR 100% THH, LT 41.8% Thot,
Improved |XAB¥ 56.4%, BIF 50.0%, C, % 45.0%,
Cy B 100% T, £kT52.7% LV HRRTH ot
M AbE DB EIF L L2 1005 THot,

Table 10 iz, #4:7 B B ORBLTTo T ORETIX
#5-3HA LR ATOHLER 100% THoto

¥z, normalized (IDOTIEBM L 25 I AIETH
h, WRHKL 0% TH-1: (Table 11),

BHDID, UTI RHEEM I LI HEE L
Pox DYEB DRI ATFORBLLB LT Table 12,
18 KR Lo EBADFITIZSD LLFIRN Bo Tl
< normalized IZE 6 L FAHSUAORB T Entbn
%o

e, MIBEMIZHR: Table 14, 15 IRT < T

Table 8 Evaluation of recurrence in acute uncomplicated cystitis
(Excellent cases in 7days treatment)

Symptoms of =) -
bladder iritability Miction pain (~) Miction pain (<)
. © +
Pyuria 1~4/hof > o
- 31 3 2
21 <07 /i
El 107 cells/ml
£ 10cets/m

210" cells/ml

Follow up of recurrence

IS
] o Recurrence | e
recurrence rate
£ 1 2.5%
Table 9 Clinical efficacy of CXM-AX treatment
(250 mg X 2/day, 3days treatment)
No. of Clinical efficacy
Group .
cases Normalized Improved Unchanged
A 110 (43.6%) 62 ( 56.4%)
B 34 17 ( 50.0%) 17 ( 50.0%)
[ 20 1 ( 55.0%) 9 ( 45.0%)
C: 1 1 (100.0%)
D 4 4 (100.0%)
Total 169 80 ( 47.3%) 89 ( 52.7%)
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boteo

4 EifeR

BRI BB B LAREREE Lich - 12 9 bRy
12 178 B 5 GI(2.9%) IiBd Hitzo Ehbix Table
16 IRT X S ¥y, R B THL a2 W
BRRBTH - 7co RBTRBICH LTIXMEE U L

PRI Gl TR LT B

MK B A X3 5 WA Cix Table 17 1ot &
3ic GOT, GPT Ol 1 414% 2 PUiciZob L iz, # 1o
LDH o#ifll5 1 PIicihsh B2 e LA & b #affi T
BO. AL ORIRRERN TH - 720

Table 10 Clinical efficacy of CXM-AX treatment
(250mgx2/day. 7days treatment)

No. of Clinical efficacy
Group
cases Normalized Improved Unchanged
A ) 42 ( 53.8%) 36 (46.2%)
B 15 ( 65.2%) 8 (34.8%)
[ 12 6 (50.0%) 6 (50.0%)
Cz 1 (100.0%)
D 1 1 (100.0%)
Total 115 65 ( 56.5%) 50 (43.5%)

Table 11 Evaluation of recurrence in acute uncomlicated cystitis
(Normalized cases in 7days treatment)

Symptoms of - (+)
bladder irritability Miction pain () Miction pain (+)
s [ 5
Puria - s~omot|ziom| ~ | 9 | *
£ | <10%celis/mt
T
&| 10%ens/m
=10%cells/ml
Follow up of recurrence
[ No Recurrence
Recurrence
recurrence rate
% 0 05
Table 12 Comparison of clinical evaluation by our and UTI RG's criteria
(250mgx2/day, 3days treatment)
Original
Group Normalized Improved Unchanged Total
Committee
Excellent 48 (43.6%) | 39 (35.5%) 87 (79.1%)
A 22 (20.0%) 22 (20.0%)
Poor 1(0.9%) 100.9%)
Total 48 (43.6%) | 62 (56.4%) 110
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B-lactamase i M % R 7o\ p-lactam RERZ,
cephem Ffftd: Fi% ol & LT BARA AR, cephamy-
cin RIAEFCLHD B 3 i cephem RALMDL
< A% p-lactamase I/ E A MEEXH LTV,
Lichio TZhbLOMAERIR Y 7 ARERELIZLHL
LTAMBNICH LAVCAMD LA L TR Y, BERS
BKIC LS AEh2285 %, L, ThHo ce
phem RPAFZTSTHEMATH ), HEHHECRR
P Brobic, p-lactamase iIZpMERicVEBOA B
lactam RPAEFOMR G EchTu o

CXM-AX i2@n#bic L hIEATH =27 1{LS
1T Cefuroxime & LTRME 1, HBMNERMT 5%,

Lo, B X 0 REEE 0T h ek e R RS
W<, #5&o 50% 5 Cefuroxime & LTRMEA,

Table 13 Comparison of clinical evaluation by our and UTI RG.'s criteria
(250mg X 2/day, 7days treatment)

Group Orinal | Normalized | Improved Unchanged Total
Committee.
Excellent 42 (53.8%) | 20 (25.6%) 62 (79.5%)
A Good 16 (20.5%) 16 (20.5%)
Poor
Total 42 (53.8%) | 36 (46.2%) 78
Table 14 Bacteriological efficacy of CXM-AX in acute simple cystitis
(250mg < 2/day. 3days treatment (165 cases))
Isolates No. of strains | Eradicated Persisteg® | S13S" appearing
after treatment
E.coli 128 (3" 124 4 3
P. mirabilis 61" 6
S. saprophticus 3 3
K. pricwononiac 2 2
S. aurens 1 1
S, cohnii 1 1
. epidermidis 1 1 1
Streptococcus $p. 1 1
E. faccalis 1 1 2
E. acrogencs 1 1
C. frewndii 1 1
P, cepacia 1 1
E. accium 1
147 (6)" 12 5 7

* Regardless of bacterial count.
** Poly-microbial infection.
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RMERBT &I WRLES LTSRS, X1
AR 3 TH
3% MEDOREL D, BFRRDEVS

Table 18 & CXM-AX, CDX, NFLX 0&RK#M
HTOLMEIAT 5 MICy 3 XU MICy 2 ¥ &3
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A5 B MMM S DRI & LTI &
% E.coli &3 LTix MICyw, MICy & iz NFLX i
155400, CDX kb, 1~2H2EHH, GPC izxt
LTk MICy © NFLX & RIS 7fd7R LT iso i
GNR 12x LTi2 CDX % 3L L@ 5 MR TH-

Table 15 Bacteriological efficacy of CXM-AX in acute simple cystitis
(250mgx2/day, 7days treatment(114 cases))

Isclates No. of strains | Eradicated Persisted® | Sirains” appearing
after treatment
E. coli 92(3)"" [ 7 2
P. mirabilis 5(1)°" 4 1
S, aureis 1 1
S. colmii 1 1
S. saprophyticus 1 1
E. faccalis un* 1 5
K. pucumoniac 1 1
E. acrogenes 1 1
C prewndii 1* 1
P.cepacia 1 1
S, epidermidis 1
E.fuccium 4
Enterococcus sp. 1
P, vulgaris 2
C. albicans 1
105(6)° % 9 16
* Regardless of bacterial count.
** Poly-microbial infection.
Table 16 Side effect
Case No. 1 2 3 4 5
i | | ey | oy || o
P:rrei:.f::\t 7days 7days 1day 3days 3days
Ad:‘;“"‘““ 2nd day 7th day 1st day 1st day 1st day
Severity + + + + *
RC’;‘;,'["’:\;(“ Possible Probable Definite Definite Definite
Continue Discontinue Discontinue Discontinue Discontinue
Treatment | No special Drug for gasraintestnal| No special No special No special
treatment disorders used treatment treatment treatment
Prognosis Improved Improved Unknown Unknown Unknown
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BEIRY B iz 3\ THa 8 BT RA0K 8L7%, W
R 17.8%, 7 RHBICSVTREHK 81.9%, WL
R 18.1% &, HURCHLTLIBLTHTRLAL
A CBS R M2 8 B Tas b, NGNS G- 1= THSY
R RA BRI,

* 72, TERSMOICIs LTty UTE SKRDRRIG G I 5
< 40 HERTIN PiciB Hh, TRRIL2.5% TH-
fomh, Ra OYBEMICKS U 25 WTRWRIAD
hiehoteo

HIFHOMBIRIZ 2.9% THH, WThLBERL D
THoto
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<, HBMCWRBEARICK SHRPMER L BT HE
AeRDTRDE, KIESIL ) I ABARED 65
% BE e BKBINICH L TIRE OFFRBHAKOL
TLHEMLAEThidebiew LT 5L, BRKERELT
LB WAERIC KT SRR ME T RE L ¥ T
Uho £ETRA ZWHAMERYRET ZEMCD
VT ORFICK LBM LT o oo Thebb, 4%
U1 oS 2
BLEELORN LTI 120 L ORERTIRDREYRL
TREAS JOFRBA L L BEOHRE IUBRER
B CTHREDFE LIV R TH - o
Yo XD, CXM-AX 2l nR%B LD
LH el LA TS, MERENOXTE4E

Table 17 Changes in laboratory test results

Total Deteriorated (Relation to the drug) |
Item No. of ely | Unchanged | Improved
< % ' Definite | Probable | Possible | Sub total | PP [ Defimitely | oy |
cases not not
1 1 33
RBC H (2.9%) (97.1%)
1 1 33
b H 2.0%, (97.1%;)
1 1 3
m ¥ (297) (97.1%)
1 1 8
Seg. ® 1% (88.9%)
1 1 2 a
oot » (6.1%) (93.9%)
1 1 )
CFT » (3.0%) (97.0%)
1 1 28
o ® (340 (96.6%)
1 1 25
- Pr
vProtein| 2 (3.8% (96.25)
Table 18 MICuo and MICeo values of E. coli, swam positive cocc
and other sram negative rods isolated before CXM-AX treatment
MICsy Gag/ml) MICao g/l
Tsolates
CXMAX| CDX | NFLX |CXM-AX| CDX | NFLX
ol 1.5 62 | =002 | 313 62 | 0.0
strains
Gre
. 1.56 3.13 1.56 3.13 3.13 1.56
strains
o
Other GNR | 56 | 125 0.1 1.56 0.1
strains

Inoculum size : 10°CFU/ml.
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CLINICAL EVALUATION OF CEFUROXIME AXETIL IN FEMALE
PATIENTS WITH INFLAMMATORY IRRITANT SYMPTOMS
IN LOWER URINARY TRACT (INCLUDING ACUTE SIMPLE
CYSTITIS AND URETHRAL SYNDROME) AND STUDY ON

RECURRENCE
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For clinical evaluation of cefuroxime axetil (CXM-AX), a new oral cephem antibiotic, the drug
was administered in the dose of 250 mg bid for 3~7 days to 182 female patients with inflammatory
irritant symptoms in lower urinary tract. 120 cases (65.9%) were of typical infections. with
subjective pyuria and in complying with the “UTI Criteria”. In the 104
cases out of the 120, in which clinical efficacy was assessable on the 3rd day of treatment, overall
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efficacy rate was 99.0%. In the 72 cases, in which clinical efficacy was assessable on the 7th day,
the overall efficacy rate was 100%. The recurrence of infection was examined in 40 cases, and
recurrence was noted in 1 case, the recurrence rate being 2.5%.

All cases were classified into Group A-D based on clinical symptoms and severity of findings,
and therapeutic effects of CXM-AX were evaluated in each group. In efficacy rates obtained
according to our original criteria, no significant difference was observed among the groups except
for Group D consisting of the cases only with subjective symptoms. In the 25 cases, in which
recurrence was examined according to our criteria, there was no recurrence.

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

As for abnormal laboratory findings, GOT and GPT values slightly elevated in 2 patients.




