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Fig. 1. Chemical structure of BMY-28100.
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B TBMY-28100 D /NEF IR E (MIC)  #lE L BiIZHEL, 77 BRRS L7-fEGITi, BF:3: £33
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IRFI624FE 6 A 2511 A T TIIALREER KWK 238, 1) E. coli(50¥)(Fig. 2)
W AR, B NCE TR SRR 5 BMY-28100 DMICHE 12 1.56 xg/mliZ ¥ — 7 £ B 1+,
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2) K. pneumoniae(50%k)(Fig. 3)
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Fig. 2. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime (CXM),
ampicillin (ABPC) against Escherichia coli (50 strains) (by MIC-2000 system) (105 CFU/ml).
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3) P. mirabilis(50%)(Fig. 4)

BMY-28100 DMICTE120.78 pug/mliZ ¥ — 7 238 72,
MICsof120.78 z.g/ml, MICsofii131.56 .g/mI TCFIX & [d]
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L7

4) indole( + )Proteus spp.(50%k)(Fig. 5)
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5L, 12.5ug/mINT OBIZ128(24% ) Td - 72,
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Fig. 3. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM)*, cefaclor (CCL), cefuroxime
(CXM), ampicillin (ABPC) against Klebsiella prneumoniae (50 strains, *39 strains) (by MIC-2000 system) (105 CFU/ml).
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11) E. faecium(45%)(Fig. 12)
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Fig. 4. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime (CXM),

ampicillin (ABPC) against Proteus mirabilis (50 strains) (by MIC-2000 system) (105> CFU/ml).
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Fig. 5. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime (CXM),
ampicillin (ABPC) against indole (+) Profeus (50 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 6. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM)*, cefaclor (CCL), cefuroxime

(CXM), ampicillin (ABPC) against Enterobacter (50 strains, *44 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 7. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime (CXM),

ampicillin (ABPC) against Serratia marcescens (50 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 8. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime (CXM),
ampicillin (ABPC) against Pseudomonas aeruginosa (50 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 9. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefaclor (CCL), cefuroxime (CXM), ampicillin (ABPC)
against Staphylococcus aureus (50 strains) (by MIC-2000 system) (10° CFU/ml).
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Fig. 10.  Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime
(CXM), ampicillin (ABPC) against Staphylococcus epidermidis (50 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 11. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefteram (CFTM), cefaclor (CCL), cefuroxime
(CXM), ampicillin (ABPC) against Enterococcus faecalis (50 strains) (by MIC-2000 system) (105 CFU/ml).
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Fig. 12. Antimicrobial activity of BMY-28100, cefixime (CFIX), cefaclor (CCL), cefuroxime (CXM), ampicillin
(ABPC) against Enterococcus faecium (45 strains) (by MIC-2000 system) (105 CFU/ml).
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Table 1-1. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
* before ** 3 days’ treatment
3 days’ treatment 7 days’ treatment
7 days’ treatment
14 days’ treatment
Age Treatment Bacteriuria* Evaluation**
Case (y) | Diagnosis dose duration| Symptoms* | Pyuria* Side-
101 Sex (mg xday) | | (days) species  |count| MIC | UTI | Dr leffects
+ +++ S. saprophyticus | 10° | 0.2
excellent |excellent
| “F3 acute cystitis | 500 mgx 1| po. | 7 - - - - _
_ _ _ excellent |excellent
+ + E coli 107 | 3.13
excellent [excellent
2 2F7 acute cystitis { 500 mgx 1| po. 7 _ _. _ — -
- ~ _ — excellent [excellent
+ + E. coli 107 | 0.78
excellent |excellent
3 3F4 acute cystitis | 500 mgx 1 | p.o. 7 _ - — — —
_ _ _ _ excellent |excellent
+ + E. coli 10° | 3.13
excellent |excellent
4 ZFS acute cystitis [ 500 mgx 1 | p.o. 7 _ _ _ — -
— — — — excellent [excellent
+ + E. coli 10° | 1.56
excellent [excellent
5 2[.? acute cystitis [ 500 mgx 1 | p.o. 7 - _ — _ -
— — — — excellent [excellent
++ + E coli 107 | 1.56
excellent |excellent
6 (;? acute cystitis | 500 mg x 1 | p.o. 7 _ _ _ _ -
_ — — — excellent [excellent
++ + E. coli 107 | 1.56
6 excellent | good
7 F7 acute cystitis 500 mgx 1 | p.o. 7 - - _ — -
- - _ _ excellent | good
+ + E. coli 10° | 1.56
% excellent |excellent
8 F |acute cystitis 500 mg x 1 | po. 7 - - _ — -
_ _ _ _ excellent |excellent

UTI : criteria proposed by the Japanese UTI Committee  Dr. : Doctor's evaluation
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Table 1-2. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
* before ** 3 days’ treatment
3 days’ treatment 7 days’ treatment
7 days’ treatment
14 days’ treatment
Case Age Treatment Bacteriuria* Evaluation**
o, (y) | Diagnosis dose e duration| Symptoms* | Pyuria* ] MIC Side-
Sex (mg x /day) (days) species count UTI Dr. effects
e + E. coli 107 | 1.56
68 good good
9 F acute cystitis | 500 mgx 1 | p.o. 7 M _ _ -
_ _ — _ excellent | good
+ ++ E. coli 105 | 1.56
" good good
10 F acute cystitis | 500 mgx 1 | p.o. 7 * _ _ _ -
+ - — —
good good
++ + E. coli 105 | 1.56
) GPC e good fair
11 F6 acute cystitis | 500 mgx 1 | po. 7 _ * a
_ N _ _
good fair
+ - E. coli 10* | 1.56
~ - - good [excellent
12 2; acute cystitis | 500 mgx 1| po. 7 _ _ E coli 10° | 156 -
— — — - _ excellent |excellent
- - E. coli <10*| 1.56
+ + E. coli 107 | 1.56 i
good fair
13 25 acute cystitis | 500 mgx 1 | p.o. 3 _ M _ _ -
+ ++ S. saprophyticus | 10° | 0.2
Lo 0 excellent | good
14 ZFZ acute cystitis | 500 mgx1 | po. | 4 - < -
+ + S. saprophyticus | 10° | 0.39
100 good |excellent i
. - - C 1] 10° |>
15 ?;:2 acute cystitis | 500 mgx 1 | p.o. 7 freundit arrhea
+ +H E. coli 10° | 3.13
excellent | good
16 ?;:i acute cystitis [ 500 mgx 1| po. 7 - - — _ : -
- - E. coli 10° | 3.13
good good

GPC : Gram-positive cocci
YLO : yeast-like organism

UTI : criteria proposed by the Japanese UTI Committee
Dr. : Doctor’s evaluation
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Table 1-3. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
* before ** 3 days’ treatment
3 days’ treatment 7 days’ treatment
7 days’ treatment
14 days’ treatment
Age Treatment Bacteriuria* Evaluation**
Case (y) | Diagnosis dose duration| SYmptoms* | Pyuria* Side-
n0- | Goy (mg x /day) route (days) species count| MIC | UTI Dr.  |effects
+ ++ E. coli 107 | 1.56
excellent |excellent
17 3F7 acute cystitis | 250 mgx 2 | p.o. 7 _ - — _ _
_ — excellent |excellent
H + E. coli 10° | 3.13
excellent |excellent
18 2; acute cystitis [ 250 mgx 2 | p.o. 7 _ _ _ _ -
_ _ — excellent |excellent
+ + E. coli 107 | 3.13
excellent lexcellent
19 IPS‘) acute cystitis [ 250 mgx 2 | p.o. 7 _ — _ _ —
~ _ _ _ excellent |excellent
H ++ E. coli 107 | 3.13
excellent |excellent
20 5}:9 acute cystitis | 250 mg x 2 | p.o. 7 _ _ — _ -
+ + E. coli 10°
excellent |excellent
21 51;1 acute cystitis [ 250 mgx 2 | p.o. 3 - - _ _ -
H H E. coli 107 | 3.13
good good
69 . - + — —
22 F acute cystitis | 250 mgx 2 | p.o. 7 -
_ _ — — excellent |excellent
+ + E. coli 107 | 6.25
good |excellent
50 .. - + - —
23 F acute cystitis | 250 mgx 2 | p.o. 6 -
_ _ — — excellent |excellent

UTI : criteria proposed by the Japanese UTI Committee

Dr. : Doctor’s evaluation
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Table 1-4. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
* before ** 3 days’ treatment
3 days’ treatment 7 days’ treatment
7 days’ treatment
14 days’ treatment
c Age Treatment Bacteriuria* Evaluation**
ase| . . .
(y) | Diagnosis dose duration| Symptoms® | Pyuria* _ Side-
LN (mg x day) route (days) species count| MIC | UTI Dr. effects
+ + E. coli 107 | 1.56
0or
72 . + * S. marcescens | 10° | >400 P
24 F acute cystitis | 500 mgx 1 | p.o. 7 —
—_ i i —_
good
! i — — I
excellent
70 - - - — -
25 F acute cystitis | 500 mgx 1 | po. 7 -
- - E. faecalis 10* | 12,5
good
_ ’ — _ llent
excellen
55 " - - M. morganii 10° |>400
26 F acute cystitis | 500 mgx 1| p.o. 7 -
_ — — — excellent
++ H S. epidermidis | 10° | 1.56 lent
excellen
27 7; acute cystitis | 500 mgx 1 | p.o. 7 _ ~ — _ -
_ _ _ _ excellent
+ ++ E. coli 10° | 1.56 lent
excellen
91 " + - - — _
28 F acute cystitis [ 500 mgx 1 | po. 7
_ _ _ — excellent
+ + E. coli 107 | 3.13 et
excellen
29 [ acute cystitis | 500 mgx1 | po. 7 - — _ _ -
F - - E. cloacae 10° |>400 o
- g0
- + E. coli 10% | 3.13
- + E. coli 10° | 1.56 et
excel
48 . - - - - _
30 F acute cystitis | 500 mgx 1| p.o. 7
++ +H E. coli 10° | 1.56 o cellent
40 " - - - - —
31 F acute cystitis | 500 mgx 1 | p.o. 7
- _ _ _ excellent

UTI : criteria proposed by the Japanese UTI Committee

Dr.:

Doctor’s evaluation
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Table 1-5. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
* before ** 3 days’ treatment
3 days’ treatment 7 days’ treatment
7 days’ treatment
14 days’ treatment
Age Treatment Bacteriuria* Evaluation**
Case (y)| Diagnosis dose duration| Symptoms* | Pyuria* Side-
N0 | gex (mg x /day) route (days) species count| MIC | UTI Dr.  l|effects
- + — —
E. coli 10° | 3.13 goud
32 ? acute cystitis | 500 mgx 1| p.o. 4 - - o i —
+ + - -
good
33 41;1 acute cystitis | 500 mg x 1 | p.o. 7 _ — _ _ -
+ + - -
fair
34 5[‘,3 acute cystitis | 500 mgx 1 | p.o. 7 _ _ _ — -
+ - _ —
fair
+ + - -
fair
35 3}?2 acute cystitis [ 500 mg x 1 | p.o. 7 _ ~ — — —
- - K. pneumoniae | 10° | 1.56 .
fair
+ + E. coli 10° | 1.56
excellent
36 3F1 acute cystitis | 500 mgx 1| po. | 7 - - — _ -
_ ~ _ _ excellent
+ + E. coli 10* | 1.56
excellent
37 6;2 acute cystitis | 500 mgx 1| p.o. 7 _ - _ _ -
- _ _ _ excellent
- ++ S. saprophyticus | 106 | 0.39
excellent
38 3Fl acute cystitis [ 500 mg x 1| p.o. 7 - - _ _ -
_ _ — _ excellent
- ++ K. pneumoniae | 107
68 good
39 F acute cystitis [ 500 mgx 1| p.o. 7 _ _ _ — -
_ good

UTI : criteria proposed by the Japanese UTI Committee

Dr. : Doctor’s evaluation
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DB OE S B L UCEY T LV E - DS o&lifER
MIEFIA W EDS, PRV EERASR TV,
VEIE, 77 ARMRICHT 2R 2E L ik s h,
p-lactamase L E % T AT VRIOCFTMD & 9 %25 3
it & XX B #E O Hcephem RIUA R ABAE S L 72,
BMY-28100i3 5t H Dt 7 7 0 2K » FHED 3T
oRZVIER LD, I ZATFLROKRO M cephem R I
HRITHY, B0 L) 2nbwaEIMAKEOR
cephem#l & 1) & 7 7 LIRPEE 1T BHLE S 12 % 2059
WHDD, S. aureusHD 7 T LEEMHE I T AILE N
134 3 A FE Dcephem RIUAR L Wi <, F/IRPHE
WENHOLEVIRFREGT S,

B ARAT O SR B 5 ARV A T AT OGS
YaE, VI EURATIE, S. awreuslZiF$ 5 MICsofE

130.78 g/ mI T4 ARG L 7o MIER L DSV E N %%
LTHBH, S. epidermidisiZ DT HABPCL Wiz 24
5HDNDCCL, CFIX, CFTM&L ) bV IEN¥E LT
W7o A, E. faecalis, E. faecium{Itt L Cidfbo 7
LERROKERBRIZIZEAEMBEN YT LD ot 7
5 LBEEH T3, E. coli, P. mirabilis, K. preumoniae
{24+ L TIECFIX, CFTM& D455 b DDCCLE 13IFE%
DOMEN*AFT 555, indolefsthProteus spp., Enterobac-
ter spp., S. marcescens, P. aeruginosa |3t 3 %MICeofi
13>100,g/mITIIEAEHBENEH LD o1, fEs
T, BMY-281003S. aureus, S. epidermidis, E. coli,
P. mirabilis, K. pneumoniaell & 5 FREELSEIZHT 2
EHEDRVPFEIND,
BMY-28100DERIRIBRET TI3, & Bk B dithERt
#4362 L 1 E500mg 1 B 1E&KS 2 10E
250mg 1 B 2M$%5 L, ZOMREHAN, ZOKE,
WTFROFGHEIIBWTHREADEILI00%T, +4

Table 1-6. Clinical summary of acute uncomplicated cystitis treated with BMY-28100

* before ** 3 days’ treatment

3 days’ treatment 7 days’ treatment
7 days’ treatment

14 days’ treatment

C Age Treatment Bacteriuria* Evaluation**
ase . . R . .
o, | Diagnosis dose | e duration Symptoms*  Pyuria species count| MIC | UTI Dr. e
Sex (mg x /day) (days) P - leffects
- + E. coli 10° | 3.13 .
air
- - " coli 1313
40 6: acute cystitis | 500 mgx 1| po. 7 E. coli 03 -
- - E. coli 10 | 3.13 .
fair
- + E. coli 10* | 1.56 i
goo!
- - E. coli 10% | 1.56
41 Ai? acute cystitis | 500 mgx 1 | po. 7 cot -
- - E. coli 10° | 1.56 ’
goo!
- + E. coli 107 | 1.56
- + E. coli 105 | 1.56
excellent
42 5F4 acute cystitis | 250 mgx2 | po. | 3 _ _ _ _ -
- + E. coli 107 | 3.13
excellent
43 2F2 acute cystitis {250 mgx 2 | p.o. 7 _ _ _ _ -
_ _ _ _ excellent

UTI : criteria proposed by the Japanese UTI Committee

Dr. : Doctor’s evaluation
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Table 2. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis

(500 mg x 1/day, 3 days’ treatment)

16/16 (100%)

Symptom Resolved Improved Persisted )
Effect on
. un- un- un- bacteriuria
Pyuria cleared [decreased changed cleared idecreased changed cleared |decreased changed
eliminated 10 2 1 1 14 (88%)
. decreased
Bacteriuria (replaced) 2 2 (12%)
unchanged
Effect on pain on
micturition 14 (88%) 1(6%) 1 (6%) patient total
Effect on pyuria 14 (88%) 2 (12%) 16
@ Excellent 10 (63%)
E Good 6 (37%) overall efficacy rate

D Poor

Table 3. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis
(250 mg x 2/day, 3 days’ treatment)

Symptom Resolved Improved Persisted
Effect on
. un- un- un- bacteriuria
Pyuria cleared |decreased changed cleared decreased changed cleared decreased changed
eliminated 5 1 1 7 (100%)
Bacteriuria decreased
(replaced)
unchanged
Effect on pain on
micturition 7 (100%) patient total
Effect on pyuria 5 (72%) 1 (14%) 1 (14%) 7
@ Excellent 5 (72%)
D Good 2 (28%) overall efficacy rate

D Poor

717 (100%)
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Table 4. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis
(500 mg x 1/day, 7 days’ treatment)

Symptom Resolved Improved Persisted
Effect on
Pyuria e cr:ejaes-ed ‘h;l;;edcleared crs:s-ed [h::éedcleared cr::s.ed ch:rrlléed bacteriuria
eliminated | 10 1 1 12 (92%)
Bacteriuria decreased
(replaced)
unchanged| 1 1 (8%)
rElfifceti[ri(zinorﬁ) i en 12 (32%) 1(8%) patient
total
Effect on pyuria 12 (92%) 1 &%) . days 3 result in same cases
@ Excellent 10 (77%) excellent [10/16 (63%),
E‘ Good 3(23%) Ove;a;sl/llgﬁ(ilcgggzo)rate good | 616 (371616 (100%)
D Poor poor

Table 5. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis
(250 mg x 2/day, 7 days’ treatment)

Symptom Resolved Improved Persisted
Effect on
. de- | un- de- | un- de- | un- |bacteriuria
Pyunia cleared creased Changeddeamj creased changeddeare‘j creasedchanged
eliminated || 5 5 (100%)
.. | decreased
Bacteriuria
(replaced)
unchanged
Effect on pain on 5 (100%) patient
micturition
total
. 5
Effect on pyuria 5 (100%) days 3 result in same cases
@ Excellent 5 (100%) excellent | 5/7 (72%)
overall efficacy rate
d 217 (28%) | 7/7 (100%)
Good 5/5 (100%) g0 (@8%
1~ -1 1
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Table 6. Bacteriological response to BMY-28100 in acute uncomplicated cystitis

(3 days’ treatment)

Strains™ appearing

Isolate No. of strains Eradicated (%) Persisted™
after treatment
E. coli 20 19 (95%) 1
S. saprophyticus 3 3 (100%)
GPC 1
C. freundii 1
Total 23 22 (95.7%) 1 2
* regardless of bacterial count
GPC : Gram-positive cocci
Table 7. Relation between MIC and bacteriological response to BMY-28100 treatment
MIC (ug/ml) inoculum size 106 cells/ml
Isolate Total
<0.39] 0.78 | 156 | 3.13 | 6.25 | 125 25 50 100 | >100
E. coli /1 (1011 | 7/7 171 19/20
S. saprophyticus 3/3 3/3
Total 3/3 11 10/11 717 /1 22/23
0 (100%) | (100%) {(90.9%) | (100%) | (100%) (95.7%)

No. of strains eradicated/no. of strains isolated

Table 8. Evaluation of recurrence in acute uncomplicated cystitis
(cases with excellent efficacy after 7 days’ treatment with BMY-28100)

Symptoms of

(=)

(+)

bladder irritability pain on micturition (—) pain on micturition (+)
€] |+~
3 _ p— + ~ — -~
Pyuria 1~ 4/hpfl5 ~ 9/hpf| > 10/hpf | o SO
- 7
<10 cells/ml 1
R
3
3 10° cells/ml
5]
o]
10 cells/ml
210° cells/ml
No recurrence 8
Reserved assessment 0
Recurrence 0
Recurrence rate 0%
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Table 9. Laboratory findings before and after administration of BMY-28100

RBC Hb Ht WBC Plts. GOT GPT BUN | Creatinine

Case | x 104mm?)|  (g/dl) (%) (mm® |(x 10%mm?)| (IUN) aun (mg/d) | (mg/dl)
no.

B|A|B|A|B|A|B|A|B|A|B|A|B|A|B|A]|B]a

1 | 443 | 444 |13.7|135|41.8 | 41.4 [7400(3400|14.4 [149| 15 | 16 | 13 | 18 | 13 | 9 | 06 | 06

427 | 416 | 13.4 | 13.1 | 40.8 | 40.0 | 7400 {6000|19.0 [20.3 | 11 | 12 | 10 9 | 1315 ]07]07
391 | 415 | 12.6 | 13.8 | 38.2 | 40.1 | 8400|5000 20.2 226 [ 15 | 12 | 13 9|14 | 18 | 0809
446 | 444 | 12.7 | 12.4 | 38.2 | 38.3 | 74006300 26.5|33.0| 15 | 13 5 6 | 17 [ 13 10908
450 | 423 | 12.6 | 12.3 | 38.7 | 38.0 [6300{4200|27.6 [31.1| 16 | 17 | 10 9|10 810707
431 | 14.1 | 14.5 | 44.0 | 43.9 /7900 (5000|139 |14.0| 57 | 58 | 36 | 41 | 11 | 18 | 1.0 | 13
459 | 455 | 13.8 {14.3 | 42.8 | 42.6 |3800{4400|17.5(172| 16 | 14 | 14 | 13 | 10 | 11 | 09 | 09
387 {395 119|122 |36.2 | 36.6 |7300|4400)19.3|225| 12 | 14 8 9110 | 12 | 0.8 |08
474 | 457 | 13.9{13.3 | 42.2 | 39.9 (8800|4600 158 {16.0 | 11 | 13 8 8 (16 [ 12 | 08|08

O R[N || W
=
w
ot

10 | 443 | 444 | 14.5|14.5|43.8 | 43.1 {9500(5300|17.3[18.0| 20 | 19 | 17 | 18 | 12 | 15 | 0.8 | 0.8
11 | 417 | 409 | 13.4 | 13.3|40.0 | 39.3 |6300|5800({21.6 {257 | 12 | 16 | 10 | 15 [ 12 | 14 | 0.8 | 0.7
12 | 425 | 426 | 12.8 | 12.9|38.4 | 38.6 |6000(4300|18.718.0| 16 | 18 | 11 | 13 | 10 | 12 | 0.8 | 1.0

13 | 431 | 424 | 14.2 {13.9140.8 | 40.0 |7800(6300|21.8|22.1| 20 | 29 | 21 | 38 | 12 | 11 | 0.8 | 0.7
B : before A : after

RIEFEDEPE SN, T, BEBNII8BIE DL h o 28100 L EHOFEVEA ELEZOND,

72, BREFHELHETELLDOTH -7, BERRL X [

L TIEE. coli, S. saprophyticus® 8L, 95.7% & @&\ 1) 370 H A LEFEFRER, FEV KUY

HEEEZRLZ, 2THhSDOBMY-2810012x3 5 MICHE L, BMY-28100, &, 1989

13476.25,g/mATFTHH, 1 H500mgD#%5 T+ 2) KBIFFK, o UTIZE %% ffi 26 5 (5 3 hR)o

FEEDEIHROND EEZ LN, Chemotherapy 34 : 408~441, 1986
BMY-2810004% 512 & 5 £ £ 2 b h b B EREIE 3) BALFE#SEFS | RARHEMRIEREMICH

Mit, BEOTHIF1BIZEDONILOD, b5 %H EFEFHRTEIZDW T, Chemotherapy 29 : 79~

A ER I HBITHR L, T, BRIKKREBED 119, 1981

BRELBI1IFALEZDOON LD 722 & H HBMY-
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BASIC AND CLINICAL STUDIES ON BMY-28100 IN FEMALE ACUTE
UNCOMPLICATED CYSTITIS

Tsucio Umenara, Takaoki Hirose, Yosuiaki Kumamoto and Noriko Nishuima
Department of Urology (Director : Prof. Y. Kumamoro ), Sapporo Medical College,
291 Nishi 16, Minami 1 jo, Chuo-ku, Sapporo 060, Japan

Hirosit MakuTa

Department of Urology, Muroran Municipal Hospital

Crosno EnaTsu

Department of Urology, Tomakomai Oji General Hospital

Naoto Mikuma

Department of Urology, Kuchan Kosei Hospital

Takun Tsunekawa

Department of Urology, Japan Red Cross Kushiro Hospital

Masanaru Aokl
Department of Urology, Japan Red Cross Kitami Hospital

We performed basic and clinical studies on BMY-28100, a new oral cephem antibiotic.

1. Antibiotic activity : The in vitro activity of BMY-28100 was measured against Gram-positive and -negative bacteria
isolated from urinary tract infections. BMY-28100 had good antibacterial activity against Staphylococcus aureus, Staphylococ-
cus epidermidis, Escherichia coli, Klebsiella pneumoniae and Proteus mirabilis and MICso values were 0.78, 1.56, 1.56, 0.78 and
0.78 ug/ml, respectively.

BMY-28100 had not such good antibacterial activity against indole-positive Proteus spp. and Enterobacter spp., and no
antibacterial activity against Enterococcus faecalis, Enterococcus faecium, Pseudomonas aeruginosa and Serratia marcescens.

2. Clinical efficacy : We compared the clinical efficacy of two different doses of BMY-28100 at 500mg once daily (group
I ) and 250mg twice daily (group [| ) in acute uncomplicated cystitis. The 23 cases were comprised urinary infections, with
pain on micturition, pyuria and bacteriuria, and met the criteria of the Japanese UTI Committee.

The overall clinical efficacy rate was 100% in both groups on the third day (16/16 in group [ and 7/7 in group [| ) and
100% on the seventh day also.

Eight cases were examined for recurrence of infection, but none was found.

3. Side-effects : An adverse reaction was observed in only one case of mild diarrhea, and there were no abnormal clinical

laboratory data.



