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BRL25000 (Clavulanic acid-Amoxicillin)
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B-lactamase inhibitor C% % Clavulanic Acid & Amoxicillin £ ® 1:2 RS TH5 BRL
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1fl3s TUBHEMEBTRET R 20 TH 5, ERHEBIT
17~75 BT, HANXBEH 6B, Ltk 32 K THbB,
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B, 3§ 3EDHFEERTI, D 18 filik, TXT
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mg e 3EY L Lico ¥7o, 1@MHMMIRERE 14
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B EHARNY, SHEMMERBRPETIZI~I4ATH
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Table 1-3 Clinical summary of simple UTI cases treated with BRL 25000

0 3EBERTFe-tc 1 Hik 14 BT 7,

(3) ZBHE

UTI R23I%M B2/ < #8 CTHRHBLA
v, R TERERHB LTI~ T

. II. ® m

(1) SbEdptk R BRI

2 b R R 28 23 B & BMEREW L1 IO 24
BOEEKR % Table LicRLI, 205 LEHBER
%100 L 5 MOMR » 10 f8/hpf Kl D 1 FixBy
Fo G MM BIRE S 22 BUAY, UTI RHAPH LRI & &
L7

Table 2 X DR ABKDR LR LIzo HIRMICHT
LR, Mk 19 6l (86%), BH3M (14%) <,
BRI LCIRIEMIL 17 8 (77%), %56 (23%)
THotoo ¥i:, MEFRIZEE 100%) BELE AT,
HERsE, R, WSRO 3IHBYMME LIEAERY
B3, 2% 15 61 (68%), HBTH (32%) T, H%
Rix 100% TH -1

BRL25000 &t EMitEBERMEL 1 & 3 5 ME¥0%Y
BAus L, E.coli 20 £, K. pneumoniae 34, P.
mirabilis 1#, P.aeruginosa 1#¥kis XU¥ S.epider-
midis 3¥RDEE 28 B D 5D MEE (K. pneumo-
niae 2k, P.mirabilis 1, P.aeruginosa 1%K%
T 0* S.epidermidis 11X \Thi E.coli LREL
THRIEIRTVA) &, T XT (100%) HE* & i
(Table 3), = DT, AMPC &t © E.coli 8,
K.pneumoniae 1, P.aeruginosa 1#k, XU S
epidermidis 1k (10° cells/ml Ef8Fy, AMPC Z3}3
% MIC i3 50 ug/ml TH-7) © 5 b E.coli 4#
GEBI 1, 7. 8, 19), S. epidermidis 18 (FEFI2) »
B-lactamase Btk & ¥|E Sz (Table 1), 5K HBE
Bl LTix, E.cloacae 1# 3s X1 P.maltophilia 1
BENLbhich, WIFh i 100 cells/ml KFTHo1
(Table 3),

¥ -, Carfecillin 2 ERITH - 7- S. epidermidis &
B-lactamase ELD E.coli = X % aHFEE X (No
24) TRLTLEHTH T

(2) 18t:BIRME IR B RRIE

1B BTV PR R RRINEE 14 B © R —% % Table 4
2, WEEEKZSE%Y Table 5 TR LA,

BRoT2HEE, FEHLT7H (50%), HELH
(29%), AE3H (21%) T, WERTITEHEL 10 f
(M%), BY 16 (7%), FELH (%) 3 X0EX
K28 (14%) ThHotoo BR, AERLEEL LK
SERGEE, 366 (43%), B%S5 Fl (36%), &
3/ (21%) THbh, BHRIX79% TH-1-(Table

Remarks
CFPC

{poor)

Side effect

Dr
Excel.
Moder
Moder.
Moder

Evaluation

UTI
Excel
Moder.
Moder

NE

BRL
3.13
2
0

MIC** or Disc
0.1

AMPC
3.13
> 800

Count
10°
-
=
=

Bacteriuria®
* % Inoculum size : 10° cells/ml, * * * B-lactamase-producing strain

Pyuria *
Species
+ E. coli
E. coll
epidermidis
+ —
+H+ S. epidermidis
+
E.coli***
+ S . epidermidis
+
Before treatment
After treatment

S.

.

Duration |Symptoms
+
"
"
;
*

(days)
3
3
3
3

Treatment

Dose

(mg X /day)
375%3
375%3
375%3
375%3

Diagnosis
S.C
S.C.
S.C
S.P

Sex

A.S.P. ! Acute simple pyelonephritis

A

A

A

A
A.S.C.: Acute simple cystitis
NEV : Not evaluated

Case | Age
No.
21
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Table 2 Overall clinical efficacy of BRL25000 in acute simple cystitis
Symptom Resolved Improved Persisted
Efficacy on
Pyuria Cleared De- Uncha- Cleared De- Uncha- Cleared De- Uncha- | bacteriuria
creased| nged creased| nged creased| nged
Eliminated | [ 15 || 4 2 1 22 (100%)
_— Decreased
Bcatriuria (Replaced)
Unchanged
Efficacy on pain urination 19 (86%) 3 (142,) 0 Case total
22
Efficacy on pyuria 17 (77%) 5 (23%) 0
@ Excellent 15 (68%)
(274
:] Moderate 7 (32%) Overall effectiveness rate
22/22 (100%)
Z Poor(or Failed) 0

Table 3 Bacteriological response to BRL25000 in acute simple cystitis

Isolates No. ,Of Eradicated(%) | Persisted Strains® appearing
strains after treatment

E. coli 20 20 (100)

K. pneumoniae 3 3 (100)

P. mirabilis 1 1 (100)

E. cloacae 1

P. aeruginosa 1 1 (100)

P. maltophilia 1

S. epidermidis 3 3 (100) —

* regardless of bacterial count

5)o

UTI B#3EER%E (Table 6) 45 &, HMRRE
fliz 11 Bie, FORFIT G-1, G-2, G-3 AFhFh
1603, G-4 3 8FTH-to = 1 b EHTHHE
%, 11 flhELh 6 B, B4 BT, BHRIZINY TH

el ‘f:o

—7, BEEERYIER Tix G-6 DIEGISAH 36 L
BRI S ik 2 At BN 1 6 (33%) DX

T, FYHRNEBH L5 ThHoto

wic, MEFHMBRCOWTLD L, BETTH BRI

188k T, £ DWERIL E.coli 11 #, K. pneumoniae 2 %,
S.epidermidis 2 Bk X O P. mirabilis, P.vulgaris,
A. anitratum PERENR 1T OTH 1o E.colill
BReR 3RRMEERE LAY, BB D OBR IX T R Tk r Lt
(Table 7), AMPC itk L ¥l X iz E.coli 3% K.
pneumoniae 2 ¥k 3 XU P vulgaris, A.anitratum,
S.epidermidis DExhZh 1¥d, E.coli 1#k¥K\-
TFXTHE LA (Table 5) BEHHMBAE L LTz,
P. aeruginosa ' 1 %k BEShic (Table 7),
(3) ElfEA
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LB GHEG 38 Bt T, TTHB7CIR b B REHIRILEIT
ERERMEEM D BB 5 RN R 1T - 120

HREWRIERL LTEAROREC 2L DEEL LR
L0 3MT, 26 (GE6l 1,2) e WAL, 1
Bl (FEB 87) wTFHIL D Shtc, VW Fhoiiild i
Gk $s o L, —@HTEHR LI,

¥, BEMEomny, IF - WlEREY 11 flco
WTRI LA, TXTRMYEHeH - 7= (Table 8),

III. = »”

0 B-lactam PLAKIIC KT 5% TR T 5 Hko—>
I & LT, %, B-lactamase inhibitor A A X BV 5
L Hicig~7:Y, BRL 25000 %, f-lactamase inhibitor
TH% CVA L AMPC 0 1: 20 6KARAHITHD
2, CVA H B-lactamase i X 5 AMPC oAk 1t
ZB < bwwkhy, AMPC Mt Tt LCEDERD
T HEAOYRAEILLEbE, HEARZF524% K.
pneumoniae, P.vulgaris, B. fragiris 12 ¥ Tk X4
feE b aiY,

46, REBHE 38 flic BRL25000 % 1 H 375~
1,125mg * 2 ~3 @FOHFE L1,

UTI ZERHIPMMEREC X B HEDOKR 12, SPEd#hiE
BEREZ 22 Blicxt L T E% 15 B, FH7HATESR
100% %8, %7 B-lactamase g4 D E.coli »ipiL
LASHBRRD 1A ER®R LI,

B MM R RRYVE 14 Bliest LTI, Z%h6 B,
25 Ol ERh 3BT, ARRIXTIY ThHoto, BiEH
HMERBRBPIEIC T 5 R E LT3, EBEBDOLE
HBEANSELETh3b0D, WRE LTIRIERCE
NILDTH T EHD IPITDONTHRD &, FER 27
REHMC) v AHELXHREL, EOi»OmMRENEE
HrEZLTwS b0 THD, EF 32 D 41 HOE
HREROLREEREYE L, EERBYEIBED
HERPIETH D, EfER 37 12 BRBHOBEMSIEG
Thotco WTHLRIEL LT DB LV O
DY THY, EROCFERERCH L T—ACKIEY R
SRERNEN D THoteo ThEDREXERT S L,
BRL25000 (X1t BHEM IR RERIE w LT h o
BEIAFETED LV ->THBE Tidicvy, ¥4, =D
et AMPC it S HE S R e AN TR BE I Rt
A, E.coli 1¥R%BRETNTHK LI, AMPC M4
Zxt LT CVA 73 AMPC LHRICIEA LR L=
X: rOtho

BIfERE LTIZ, 38 B i BEARE 2 61, FH#i1
Bl @B, BEERFIETHE Licl, —BlrREL
Lico BEBRBREMBEOKENL 11 FlICD\\TiFre » 7025,
BEEXRDILD T,

Remarks
rvec
Poor)

Side
effect
Diarrheal

r
.| Maoder,
Excel.
Poor
.| Moder.

TI
Moder,
Excel.
Poor
Moder

MIC** or Disc

AMPC | BRL
)

) |

(
(

-
(=1

Bacteriuria®
Count
10'
<10°
1
0
10°
10
<10°

Species
E. coli
E. coli

A.anitratum
P. rulgaris
preumon rac

<. colt

P.acruginosa

E.coli
K.
B

|
-+
ek
H+

5-10/F

Duration |Symptoms| Pyuria

(days)
7
1
7
6

Treatment

Dose
* % % S-lactamase-producing strain

375%3
187.5%3
375X3
375X3

BTOUP | (e /day)
-6
G—4

Table 4-2 Clinical summary of complicated UTI cases treated with BRL 25000
G—-2
G—1

Catheter| UT I
: 10°cells/ml,

(route)
+
(Urethra

prostatic
* % Inoculum size

C.
Neurogenic bladder

post-reaction

TUR-P
C
P.
C

Diagnosis
enic bladder

Underlying condition
g C >
Enterovesical fistula

Lt-renal stone
of rectal cancer

Infection of the
Neuro

bed

Sex
75
M
75
M
62
F
52
M

% Before treatment,
After treatment

Case| Age
No.
35
36
37
38
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Table 5 Overall clinical efficacy of BRL25000 in complicated UTI
o Pyuria Efficacy on
Bacteriuria 4 Cleared Decreased Unchanged bacteriuria
Eliminated s ] 3 1 10 (71%)
Decreased 1 1 (7%)
Replaced 1 1 (7%)
Unchanged 1 1 2 (14%)
P Case total
Efficacy on pyuria 7 (507,) 4(29%) 3(217,) 14
[:] Excellent 6 (43%)
o Overall effectiveness rate
:: Moderate 5 (36%) 11/14 (78.6%)
r::l Poor (or Failed) 3(21%)
Table 6 Overall clinical efficacy of BRL25000 classified by the type of infection
Overall
Group No. of cases | Excellent Moderate Poor effectiveness
rate (%)
1st group (Catheter indwelt) 1 1 100
2nd group (Post prostatectomy) 1 1 100
Single 3rd group (Upper UTI) 1 1 100
infection
4th group (Lower UTI) 8 4 3 1 88
Sub total 11 6 4 1 91
S5th group (Catheter indwelt)
Mixed‘ 6th group (No catheter indwelt) 3 1 2 33
infection
Sub total 3 1 2 33
Total 14 6 5 3 79

Table 7 Bacteriological response to BRL25000 in complicated UTI

Isolates No. .Of Eradicated(%) | Persisted® Strains® appearing
strains after treatment

E. coli 11 8 (73 3

K. pneumoniae 2 2 (100)

P. mirabilis 1 1 (100)

P. vulgaris 1 1 (100)

P. aeruginosa 1

A. anitratum 1 1 (100)

S. epidermidis ‘ 2 2 (100)

* Regardless of bacterial count
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CLINICAL STUDIES ON BRL25000 (CLAVULANIC
ACID-AMOXICILLIN) IN THE UROLOGICAL FIELD
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A new antibiotic BRL25000, comprising amoxicillin and clavulanic acid (8-lactamase inhibitor),
was administered to 38 patients with urinary tract infection and the following results were obtained.

Clinical efficacy rate was 100% in acute simple urinary tract infections and 79% in chronic compli-
cated urinary tract infections.

BRL25000 showed potent bacteriological response against amoxicillin-resistant organisms.

As for side effects, gastro-intestinal tract disturbances were observed in three patients, but they
disappeared without discontinuance of administration. As to laboratory findings of the 11 cases
investigated, no abnormal values were found.



