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1. EBERYRET (Table 1)

BLFX 200mg#Z 4% 5 L7 7B O E# 1241 ~ 495 (F
¥ 44.9%%), AEI343~58kg(*F3Y 52.7kg) TH Y. *
REHZS T EERE S E TORMIZIFEM 155 ~4
529 TH - 72,
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2. BRIRAYRRET (Table 2~5)

EFARIEE 246012, BLFX%2#5 L1, FOBRED
EHG, KE, WMo, 28HE, K5FE K58, BFRRT

Table 1. Serum and tissue concentrations of balofloxacin after a single oral administration of 200 mg
Case | Age “?e(;(glﬁt Time atrine | verinheral ] e (#g/fnl " . cervix ortio
no. | (yr (kg) (h: min) artery P v?ein oviduct | ovary | endometrium | myometrium uteri vgginalis
1 46 57 1:15 0.21 0.19 0.24 0.33 0.30 0.26 0.22 0.22
2 49 48 1:58 0.03 0.03 — — 0.04 0.04 0.03 0.03
3 43 49 2:00 0.26 0.18 — — 0.51 0.57 0.46 0.38
4 41 43 2:17 1.50 1.27 5.34 3.23 4.97 4.96 3.47 3.00
5 48 57 2:46 0.99 0.97 0.83 — 2.00 1.57 1.17 1.15
6 42 58 3:20 1.05 — 1.59 2.74 1.67 1.70 1.27 1.15
7 45 57 4:52 0.87 0.77 — — 1.29 1.49 1.12 0.93
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Table 2-1. Clinical effect of balofloxacin treatment (Group-A)
Disgnos Administration Clinical response (before/after) Bacteri —
Case | Age | BW 1agnosis Causati Clinical | 221" | side | .
nz:)s'e (5)8 (kg) (underlying disease o:;::is: mg x times | total | body | WRC | CRP ab?(:vn?i; 4l o effeacy logical | e+ |laboratory |Utty
or complications) xdays |(mg)|temp. |(/mm®) | (mg/d)) piin tenderness effect finding
endometrs negative 37.1 | 3500 | 2.11 2 2
1|33 55 (‘cht’.“l"ete ! 2"0;2 2800 — i good |uwknown | — | — | good
aalo. 1opti, | negative x 35.9 | 3700 0.17 0 0
salpingitis
S. pmewmoniae 376 (10200373 | 1 1
2 |70 | 57 |pyometra ! 100x2 1400 good leradicated| — | — | good
negative x7 3.4 | 2500028 | 0 0
negative 3721|5600 | 0.05 | 1 2
3|19 | 41 |salpingitis ! 2002 o0 fir |uwknown | — | — | fir
negative x7 370 | 5900|005 | 1 1
negative 3.3 11600 | 2.81 | 2 2
4 |31 |55 |salpingitis ! 2052 lagoo good |unknown | — | — | good
negative x 36.5 | 6600 | 0.15 0 0
S. epidermidis 36.8 17800 | 0.055 | 2 3
5 |25 |41 |salpingitis i 200;2 2800 good |eradicated| — — | good
negative x 36.6 | 6000 | 0.19 0 0
ial adnexitis |- 1achomatis 38.0 | 9600 | 4.66 | 2 2
6 |19 | s |chamydaldnexits) = O losno good |eradicated| — | — | good
(pyosalpinx) negative x 34 [ 7900170 [ 2 2
negative 36.8 | 7400 | 7.285 | 2 2
7 |29 | 46 |adnexitis i 100;2 1400 good | unknown | — - good
negative x 36.4 | 4300 | 0.236 0 0
Table 2-2. Clinical effect of balofloxacin treatment (Group-B)
Case | Age | BW Causative Administration Surgical Clinicalresponse (b/2) Clinical Bacterio- Side Aboormal
g) & Diagnosis . mg x times | total | ¢ tgl ] . 5 logical f laboratory |  Utility
no. | (y) | (kg organism <days | (mg) eatment | pain | size | pus | efficacy effect | © ects finding
. B. fraglis | 100x2 1|10
8 | 45 | 43 |Bartholin's abscess } <5 1000 | puncture good |eradicated | — - good
negative 0 0 0
negative 1 1 0
9 | 40 | 53 |Bartholin’s abscess | 202;2 2800 puncture good | unknown [ — - good
negative 0 0 0
Prevotella sp. 1 3 1
10 | 29 | 48 |Bartholin’s abscess ! 102;2 1400 | puncture good  [eradicated | — - good
negative 0 1 0
negative 1 3 1
11 | 43 | 54 (Bartholin's abscess ! 102)7(2 1400 | puncture good unknown | — - good
negative 0 0 0
H. influenzae 1 3 1
12 | 34 | 48 |Bartholin's abscess | 102;2 1400 | puncture good |eradicated | — — good
negative 0 0 0
CNS
B. capillosus 1 9 1
13 | 58 | 47 |vulvar abscess | 102;3 2101 - unevaluable | replaced | — — | unevaluable
CNS 0 1 0
E. faecalis
prophylactic negative NT | NT | NT
14 | 41 [60.5] postoperative ! 202;2 2800 drainage unevaluable | unknown | — - unevaluable
administration not tested NT [ NT | NT

CNS: coagulase-negative Staph};lococcus

NT: not tested
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Table 2-3. Clinical effect of balofloxacin treatment (Group-C)
Administration Clinical response (before/after) Bacteri Jr—
. . . tero- . NOI:

Case | Age | BW Diagnosi Causative ) .| volume of | quality of | feeling of | Clinical ack Side "

lagnosis . logical laboratory | Utilit

no. [ |k g organism mgxxdglrr;es Egg :;g;‘eos'; cervical | cervical | vaginal | efficacy :f%:act effects aﬁndingry ’

¥ discharge |discharge | discharge

C. trachomatis 1002 0 9 1 1

15 | 19 | 45 | cervicitis 1 <7 1400 good |eradicated | — - good
negative 0 0 0
C. trachomatss 100x2 0 9 1 1

16 | 26 | 47 | cervicitis ! <7 1400 good |eradicated | — - good
negative 0 0 1 0
C. trachomatis 100x2 0 ) 1 1

17 | 43 | 58 | cervicitis ! X7 1400 good |eradicated | — - good
negative 0 0 1 0
C. trachomatis 0 2 1 1

18 | 32 | 56 | cervicitis ! 102’7(2 1400 good |eradicated | — - good
negative 0 1 1 0
C. trachomatis 100x2 0 9 1 1

19 | 17 | 45 | cervicitis | <7 1400 good |eradicated | — - good
negative 0 1 1 0
C. trachomatis 0 2 1 1

20 | 36 | 45 | cervicitis ! 102;2 1400 good |eradicated | — — good
negative 0 0 0
C. trachomatss 100 x2 1 9 1 1

21 | 24 | 40 | cervicitis i X7 1400 good |eradicated | — - good
negative 1 0 0
C. trachomatis 1002 2 1

22 | 21 | 53 | cervicitis i <7 1400 good |eradicated | — - good
negative 1 0

B |28 |49 | i o ok 10x2 0] | 2 : " | poor |mctanged| — | — | poor
CIVEOPENONILS) | ¢ trachomatis 0 0 1 0

% |25 |45 ‘(:;’eriCiﬁs onits) ¢ tm{w s 200215600 0 z ! ' G |wchanged| — | — |
CWEOPENLONUS) | ¢ trachomatis 0 1 1 0

R, BRIRRIE, MEFRNRE,

B RS % Table 21278 L7,
%B, BATRESIL, EBILS, 148HRNEED

T-OBRIERI & 2 o 72728, Er22B0& o7z,

FRAT AT B 2261 DAERN 17~ 70/% (F3931.35%), KE
1340~58kg (F1949.2kg) TH - 720

%513, BLFX®D1[E100mg#& 51561, 200mg#k
S5761T, £F1820%5TH ), K5EMII5~14H
(EH728) ThH -7 T/, Hk5E1X1000~
5600mg (FF391954mg) T o 72,
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1Bl - ®NIFITH o7z Thbb, FEXHOB, HZH19
Bl, B2, EIIFTHY, EHELEHEED
- EREIL86.4% (19/22) TH o7z,

BIfEA, BRIRIRE(ERF,

ERBEEERIE L, Staphylococcus epidermidis® 115
AR, Streptococcus pneumoniae D 1 B H %), Haemophilus
influenzae® 1B RN, Bacteroides fragilis®D 1BIH %), Pre-
votella sp. D 1BIK %), Chlamydia trachomatis 115 A
OBl - RRAXNLE - EAL1FI, BRAFARHEOFGTE
5Bl - RRBENIBITH o7z, Thbb, HiHERIZ
86.4%(19/22) T » 7,

RRBEOHEED OMET L CHEFODR L, FRNE
TIE S. epidermidis, S. pneumoniae, H. influenzae?® % L%
NI1RRE %, BESKIEE TIEB. fragilis, Prevotella sp. D%
NENIKRIER, F72C trachomatis 11BEFH 98k, A~
TR TH o720 AE2KRIE, WITN D C trachomatisT
o725, MDC trachomatis Pk (81.8%) Xl L, K
NTHol.Thbb, ERDEEELEIIT5% (14/16)
THh-o72,

ZEMEORFTIE, BMEMBIER, BERBREHERS
i, EFIlRROLNT, BE&THh-72,
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Table 3. Summary of clinical effects

Diagnosi No. of Clinical efficacy Effective
lagnosis -

cases | excellent | good | fair | poor | rate (%)
Endometritis 1 1 11
Pyometra 1 1 mn
Salpingitis 3 2 1 213
Adnexitis 1 1 11
Chlamydial adnexitis 1 1 11
Bartholin’s abscess 5 5 5/5
Cervicitis 10 8 |1 1 8/10

Total 22 0 19 | 2 1 [19/22 (86.4)

Table 4. Clinical effect of balofloxacin classified
by causative organisms

Organisms No. of | Clinical effect | pefactive rate
cases |good | fair | poor (%)
S. epidermidis 1 1 11
S. pneumoniae 1 1 1/1
H. influenzae 1 1 1/1
B. fragilis 1 1 11
Prevotella sp. 1 1 1/1
C. trachomatis 11 9 1 1 9/11
Unknown 6 5 1 5/6

Total 22 19 2 1 | 19/22 (86.4)

Table 5. Bacteriological response to balofloxacin treatment

Organisms No. of Bacteriological effect | gradication

& strains|eradicated |unchanged| rate (%)

S. epidermidis 1 1 1/1

S. pneumoniae 1 1 1/1

H. influenzae 1 1 1/1

B. fragilis 1 1 11

Prevotella sp. 1 1 11

C. trachomatis 11 9 9/11
Total 16 14 14/16 (87.5)
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RPRBEHG, ERMLLIBITHY, HEHZEIL864%
(19/22) £ %2 5 72,
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BLEXDBUX - HEiZBAL T, &L DEERAE
FaEMdR L LABRKS1IHEABOBRE TIZ, BLFX
200mg B A O GZROKBIMPiREIL, THEIET2.2
+0.15pug/ml, SAERET1.720.07ug/ml T 5 &L L
TWwb, KA DOKAMEIL, FEENIRMEFEEIZ0.03~
1.50ug/mlETH Y, F3H0.70ug/ml &L T RMBETH -
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FLEILThHoOEEZLNSE, L2L, FEBR

MEFREICTT 5 EBPIRELII126%~211%
&%), BLFXBITPVFEICRFTHo 72, @FEOMH
WAL ~22ua/ml T B 2 LA SEET B L,
AR ITI32.1~4.6pg/gBITLTWVB I LR, —f
D EIH NFH RIS R GE DR KT O MICE K & ¢ +
E->THY, BRBIRIVHFTE S,

—75, BLFXDEZNE T ORI, EVEROKESR
BIZEMTHAHZ LIZMRA, ChlamydiaX® Mycoplasma’y
EDREMEME LIH T L EHRESN TV B,
Nagayama et al.” D E TIX, RS S N72C tracho
matisOBLFX(Z3F 3 A MICoold, 0.1254g/mIEETH 3
EHRELTEBY, BWHSIEIZ D75 ER AR EBURL
JEY DEHEEL LT, BLFXiZKWIZHFsha Lz a
THb,

ERE, A OBIETIE, C trachomatisBEGDF 5 &S
%, FEMBHR BREREXIINL 116494
(81.8%) IZHUE DM LA HEE L, ERSBL 2 I %HE
L7z & DD REST NFHRIBURGSE 123t LT H3hR 23
0, 2ET86.4% (19/22) DEZIEIL, BIFLZHETH
272,
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Balofloxacin in obstetrics and gynecology

Nobuyoshi Takasugi, Hiroshi Tamura, Osamu Takeda, Yuuko Sakaguchi,
Hiroshi Suehiro and Hiroshi Katoh
Department of Obstetrics and Gynecology, School of Medicine, Yamaguchi University
1144 Kogushi, Ube City 755, Japan

Takehisa [toh, Osamu Hirakawa and Akio Narimatsu
Department of Obstetrics and Gynecology, Tokuyama Central Hospital

Hitoshi Morioka

Department of Obstetrics and Gynecology, Saiseikai Shimonoseki General Hospital

We performed basic and clinical studies on balofloxacin (BLFX), a new fluoroquinolone, in the
obstetric and gynecological fields, and obtained the following results.

1) The maximum level of BLFX in the uterine arterial serum, 1.50 xg/ml, was obtained at 2 hours 17
minutes after oral administration of 200 mg of BLFX. The tissue transfer of BLFX in genital organs was
126~211% of that in the uterine artery.

2) In our clinical study, BLFX was administered to 22 patients with gynecological infection. The
clinical responses were good in 19 cases, fair in 2 cases and poor in 1 case, showing a total efficacy rate of
86.4%. No critical side effects were observed in any cases.

These results indicated that BLFX was a promising aid in obstetric and gynecological infections,
including chlamydial infections.



