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Table 1. Back ground of patients
Body . Abnormality
Case | Age weight Diagnosis querlymg in hepatic and Allergy Operation
no. ) diseases .
(kg) renal funcitons
1 44 60 myoma uteri hypertention none none hysterectomy
2 42 57 myoma uteri breast cancer none none hysterectomy
3 71 49 prolapsus’ uteri parkinsonism none none hysterectomy
4 42 51 myoma uteri none none none hysterectomy and BSO
5 37 55.5 | carcinoma in situ none none allergic rhinitis hysterectomy
6 45 48.5 | carcinoma in situ myoma uteri pyrines hysterectomy
arrhythmia
endometriosis
7 42 45 myoma uteri none none none hysterectomy
8 46 54.5 | carcinoma in situ gastric ulcer none none hysterectomy
9 70 56 carcinoma in situ none none photoallergy hysterectomy

BSO: bilateral salpingo-oophorectomy

Table 2. Serum and tissue concentrations of balofloxacin after a oral dose of 200 mg

Concentrations (ug/ml or g)
Case Sampling time - - - ; -
no. (h) uterine artery corpus uteri cervix uteri oviduct myoma nodule
1 13.2 0.47 0.79(1.68) 0.71(1.51) / /
2 9.0 / 0.93 0.79 / /
3 13.1 0.78 1.21(1.55) 1.35(1.73) / /
4 13.4 0.46 0.71(1.54) 0.65(1.41) / /
5 18.3 0.30 0.47(1.57) / / /
6 13.5 0.58 1.06(1.83) / / /
7 13.1 0.37 0.59(1.59) 0.55(1.49) / /
8 7.3 0.76* / / / /
8 74 0.82** / / / /
8 7.6 / / / 1.16*(1.41) /
8 7.6 / / / 1.12**(1.37) /
8 7.6 / 1.56(1.90) / / /
8 7.6 / / / / 1.44
9 13.5 0.49 / / / /
9 14.0 / / / 0.77*(1.57) /
9 14.0 / / / 0.81**(1.65) /
9 14.0 / 1.13(2.31) / / /

Numbers in parenthes demonstrate ratio to concentration in arterial serum.

*: left

* %,

right
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Fig. 1.

Serum and tissue concentrations of balofloxacin after a single oral dose of 200 mg.
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Table 3-1. Clinical results of balofloxacin treatment
Clinical findings [before/after] 0-
Case|Age|  Diagnosis Prior (mgli(’gfnes/ T Examined ;fgﬁ:fn Clnica Bf(f;.ec;‘f Side
o di cati -abd. [tender- | oppres- -
no. | (y) |(underlying disease) | medication day x days) BT |WBC|CRP|ESR ain| ness |sive pain material (before/after] effect effect effects
- 38.0 16800 [ 0.1 | 15 | + + + uterine (=)
1|18 endometritis =) 200x2x5 |—F—|—|—|— good  |unknown| (-)
36.6 {5300 [ 0.1 | 13 | - - - content (=)
R 3727500 [08 |12 | + | + + | vagna | (0
2 |28 endometritis =) 200x2x7 |—F—|—|—|— good  |unknown| (-)
/ |7600 (02| 11 | - - - smear NT
o 37.0 (8900 [0.38] 22 | + + + cervical (=)
3|37 salpingitis =) 100x2x7 |—F—|—|—|— - good  |unknown| (=)
36.6 7000 {0.25| 17 | - - - |secretion (-)
o 37.0 {4300 {0.41) 21 | + + + cervical (=)
4129 salpingitis (=) 100x2x5 | —F—|—|—|— - good  [unknown| (—)
36.6 (4200 (0.25] 6 | - - - |secretion (-)
NT: not tested
Table 3-2. Clinical results of balofloxacin treatment
Clinical findings [before/after] o
Case |Age Diagnosis Prior Doge Examined Isolatpd Clinical Bact_eno Side
no. | (y) |(underlying disease) | medication (mg x times/ SR red- ing | pain | material ofgams effect logical effects
: ying day x days) | BT |WBC | CRP |E ness swelling| pain (before/after] effect
36.8| / Il + + a-haemolytic streptococcus
5 |34 |Bartholin's abscess| (—) 10x2x7 |—F—|—|—|— —| pus poor | unknown | (—)
36.4 {14600 | 0.57 | 22 + + NT
6 |50 | Bartholin's ab 200x2x7 36.0 {10800 { 0.1 | / + + Corynebacterium sp. 1 leraticated
artholin’ - — || —| pus 0 icated | (—
olin's abscess | (—) x2x oo o1 |7 N —| P = good |eradicated| (—)
/17930104 | 6 + CNS
7 |27 |Bartholin’s abscess| (=) 100x2x7 | —b——|—|—|— —| pus good |eradicated| (—)
/17440101 | 3 - |- =)
. 36.8 | 8900 0.33 | / v |+ V‘haems‘"yt‘?dj“ef;f’c°““s
8 |61 |Bartholin's abscess| (=) |100x2x5| N _ | pus - eraermichs fair |eradicated| (—)
36.6| / Iy + |- (=)
_ Iolse0| 1| ool 5 fpidermids
9 |53 |Bartholin’s abscess | (—) [100x2x7 | I | pus - Jaecalis good |eradicated| ()
[ 15700 / | /|- N =)
10 | 42 | Bartholin’s ab R P PP il MG I M o
olin’s abscess |  (— x2x5 |—F—|—|—|— —| pus —
36.6| 4600 [0.14 | 7 PR I NT good | unknown | (=)
11 |51 | Bartholin's ab R P Y K R I M o
olin’s abscess | (— X2xT |—F—|—|—|— — _
%64[a400(0.04 |15 | - | - |- | P° NT good | unknow | ()
12 | 33 | Bartholin’s b O |100wxn | fH0) T4 ' &
artholin’ SS — x2x7 | —b— | — | — | — o 3
olin’s absce BETEE e - - pus = good | unknown | (—)

NT: not tested CNS: coagulase-negative Staphylococcus
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Table 4. Summary of clinical effects

Type of infection Diagnosis No. of cases | Excellent | Good | Fair | Poor | Unevaluable | Efficacy rate (%)
Intrauterine infection endometritis 2 1 1 11
Adnexitis salpingitis 2 2 2/2
External genital infection | Bartholin’s abscess 8 6 1 1 6/8
Total 12 9 1 1 1 9/11 (81.8)
Table 5. Bacteriological response to balofloxacin
Isolates No. of strains Eradicated Unchanged Replaced Unknown Eradication rate (%)
S. epidermidis 2 2 2/2
CNS 1 1 11
a-haemolytic streptococcus 1 1
Y-haemolytic streptococcus 1 1 11
E. faecalis 1 1 1/1
Corynebacterium sp. 1 1 11
Total 7 6 1 6/6
CNS: coagulase-negative Staphylococcus
Table 6. Laboratory findings before and after administration of balofloxacin
Case Age RBC Hb Ht WBC Platelet S-GOT S-GPT ALP BUN S-Cr
no. (\)] (x10% (g/dp (%) (/mm?) (x10% (8)) ) av (mg/dD) (mg/dl)
. 18 454* 13.3 40.4 6800 28.1 17 7 5.1** 9.0 0.89
473 13.6 42.3 5300 26.5 13 9 5.1 9.5 0.91
) 08 437 13.3 41.0 7500 / / / / / /
417 12.9 39.1 7600 27.0 / / / / /
3 37 405 13.1 38.1 8900 25.4 / / / / /
403 13.0 38.0 7000 25.3 / / / / /
. 2 381 12.1 34.2 4300 / / / / / /
391 11.9 35.2 4200 / 20 11 84 94 0.62
5 2 / / / / / / / / /
396 12.4 35.7 14600 28.7 12 7 105 10.2 0.81
6 50 425 14.4 42.2 10.8 25.1 22 17 165 12.4 0.60
424 14.5 41.6 9.1 24.1 22 17 154 9.3 0.70
. o7 461 13.5 39.9 7930 23.0 17 10 71 10.0 0.80
470 13.8 41.5 7440 27.0 27 16 68 5.0 0.70
8 61 427 13.3 39.0 8900 25.3 19 11 195 24.1 0.88
/ / / / / / / / / /
o 63 396 11.7 37.0 7500 23.0 17 17 / 24.0 1.40
356 10.7 33.0 5700 26.0 14 13 / 23.0 1.40
/ / / / / / /
10 42 / / / _—
404 12.5 36.8 4600 20.7 16 14 128 13.9 0.74
/ / / / / / / / / /
11 51 -
390 9.9 30.3 4400 26.3 15 11 137 12.7 0.81
12 3 403 13.4 36.1 12100 / 9 150 9.0 0.70
379 12.4 35.2 5700 / 12 8 127 15.0 0.80
« before treatment KA

after treatment

i
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Basic and clinical studies of balofloxacin in obstetrics
and gynecology

Yasuo Takaoka and Mutsuo Ishikawa
Department of Obstetrics and Gynecology, Asahikawa Medical College
4-5-3-11 Nishikagura, Asahikawa 078, Japan

Kouki Yamashita
Department of Obstetrics and Gynecology, National Sapporo Hospital

Tomofumi Yamazaki
Department of Obstetrics and Gynecology, Kushiro Rosai Hospital

Shigeo Shibata
Department of Obstetrics and Gynecology, Nayoro Municipal Hospital

Tensyu Hasegawa and Akiyasu Mizukami
Department of Obstetrics and Gynecology, Asahikawa Red Cross Hospital

Hisatomi Mizoguchi

Department of Obstetrics and Gynecology, Sapporo Social Insurance General Hospital

A new oral fluoroquinolone, balofloxacin (BLFX), was evaluated for its penetration to genital tissues

and its clinical effect against gynecological infections.

Approximately 1.5-fold higher concentrations of the drug were found in the genital tissues than in

uterine arterial serum 7.3~18.3 h after the oral administration of 200 mg, suggesting its good tissue

penetration.

Eleven patients with gynecological infections were treated with 200 mg or 400 mg (b.i.d.) for 5~7

days, and the overall clinical efficacy rate was 81.8%. The bacteriological effect was evaluated in 4

patients with 6 strains of isolates, and 100% eradication was achieved. No adverse reactions nor

abnormal chenges in clinical findings were recognized as a result of the treatment.



