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Table 1. Criteria for clinical efficacy

A . Intrauterine infection Adnexitis

Cthers . Cervicitis

1. Temperature

<37.0C (0)
370C~<375T (2)
37.5CT~<38.0C {4)
38.0C= (6)

2. Counts of WBC(/mm®")

< 8,000 (0)

8,000~ <'10,000 (1)
10,000 ~ < 12,000 (2)
12,000= (3)

3. Lower abdominal pain

— (o)
Sometimes {
Usually (

4. Stress pain on internal examination

- (0)
Mild (1)
Moderate (2)
Severe (3)
5. CRP

- {0)

+~2+4 (0
3+ -4+ (2)
5+~ (3)

Group B Externalia infection
1, Ache

- (0)
+ (1)

2. Size

<lcm
1~ <2cm
2~ <3cm
3cm=

o
D e I

0
1
2
3

3. Abscess (Bartholin's abscess)

— (0)
+ (1)

H%k L2 HEB,

mR) S 14 0% RSHRTE) LEBEMEDYS TR

L TW 2 AER,

L, HALM L LIS ERTEREREDL

DEEHET S,

(2) HEFHHRE

MW FRRh L, [REM]), [—&iHk), [EER,
(AE] DABEREDL I U [HWEfR] THEL .

(3) HHN%

EERE RS L CEIER - BRERRAEMET £ REANHR

1. Ginal erosin and rubor

- ()
+ 1)

2. Volume of cervicalis secretion
- (o)

Small (1)
Middle (2)
Large (3)

3. Character of cervicalis secretion
Plasmic (1)
Pustular (2)

4. Subzonal sense

- (0)
+ (1)

Others . Mastitis
(Abscess of mammary gland)

1. Temperature
<37.07C
37.0C~<375T
37.5C~<380TC
38.0TC=

2. Ache
- (Q)
+ (1)

3. Size

(
<dcm (
4~ <7ecm (
7ems (
4. Abscess

- (0)
+ (1)

L, B THEH] [FHL [RFH], TFHRTZV]
D 4RSS L UCHEAETHE L,

I, B |
1. fEAEhEE
FE % 100mg, 150mg H 5\ 3 200mg 5% 0K

Wi, TEBMRME & CEEAESERERE (TENE,
FEER - BE, FERE, T=EHE, MR HES)
BHIE L. HREZo7201%, 100mg x5 TH1H),
150mg #5045 B L V200mg %50 296 T, WwiFiF
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Table 2-1. Criteria for clinical improvement:. Intrauterine infection and adnexitis
3 days or 7 days after administration
(at completion of administration)
Total point 10~ 7~9 4~6 1~3 0

10~ 2 |
Start day of 7—9
administration

4~6 7

. Excellent ﬂ]]]]]]]]]]]]:m]]]: Improvement% ﬂi Fair‘ : Poor

Table 2-2.

Criteria for clinical effect: Intrauterine infection and adnexitis

Degree of improvement

7 days after administration
(at completion of administration)

Excellent

Improvement

Fair Poor

iREANEABEEBESEEEEE
|||||||||||||||||

Excellent

3 days after Improvement

administration Fair

poor_[[[IIIII]

MRS, 5 1BER37T 006 605225 Th - 72,

F0iER % Table 3, Fig. 1IIRT, FEkRkILE 5
BRI AR L2 DWW TIE, 1ZIF—3 L 72, &HkO RS
HRENIEE (ug/g) &, TEMNEE442, TEHE4.29,
FE LS - S 3.44, TEEEE2.95, IRHE4.60, PP
3.85 THh o7, FKMBOMIEIIZTFHAREO0.77~
2.83, FEHE1.00~2.20, TEHR- HE1.00~2.64,
FEIEER0.85~2.02, JIH0.69~3.07 B L VPIE 0.69~
2.56 T o720 2BERILETIX 1405 TOINHED 1 k%
&, TXRTCOMBTIERELY LRl -7,

2. R AER

1) JEBIOMNR

HIEBI 121610 9 B, BRYMERI 27 61, BLiEEG] 14 51
%0 80 B & FRIR D BT % & L7- (Table 4), ¥
7=, BRAMER, BEIEBIOMNER % Table 5128 L72, BR
PR F AT xE SAEB 80 I D B, T E NS 36 1,
FEWER R 13, SRR 136), FESiE K
D126, FLBREN6BITH o7, T, BIRMAMES
WZOWTOHTRIRIZ 7260, BIER ORI 118 1]
Thotz, TI-ARUMITHREMNLS2HITH 72,

2) JEBIOFEH

FEBID 5% Table 612737, AL, 16~657%
T, 9 H20~39MDIEGILFKI TEZ HH Tz, HIE
SEAT68B, 18MEATION, 1BMOBEMELS2HITH

. Excellent [m]]]]]]]]]]]]]]]]: Good ‘:]I Poor

Too EIEFEIIEHIEDS 326, hEHEAS 8B TH 7. &
7z, 513 200mg/HO 9 5 100mg X 2/H 2822 i,
200mg X 1/H2 1B Cat 23 672 - 720 [lAkiZ 150mg X
1/H#3%1, 150mg X 2/HA354 61T, 150mg X 2/H
R TEITH > 720 G HEE3 A5 14 HTT7H Kb
278, 7THRMA48H, 14 HEAHHIT, 7HEIT
DFGDHI5 %% L7z,

3)  BRIRADR

(1) #E BB RERIR %) 5

Fita TR 0 SR AT 2oF RAER] 80 BI D BsIR #h A,  FH%h 9 1 -
30696 - ERh2BITH Y, FOERN - LA
WEI297.5% (78/80%) TH - 7zo ARED [ E] NG
FED A FE1297.2% (35/36%1), ik ha g 25Ti1392.3%
(12/13061) THo7z, F72, BEOIERREYS L O
B, ALV FILD 100 % AfiRhE (2T
13/13%1, 12/12%1, 6/6%)) TH -7 (Table 7).

75 3V TIREYIEDORIE A A Table 812/ L72, %
St IZDNA probe i£12 &Y Chlamydia trachomatis 7*
Bt &, of L LoREIT 7 4 v — iR A S i S
MIHEFNZ 1260C, AIEGID i R Th - 720 BIE
7112 3\ T Chlamvdia trachomatis DWRAGEO HAL, 72
R ED SN h o7z,

(2) 1 HA% 5 w5l A < A

1 H¥% G- R sh 4 % Table 91278 L 72, 100mg X 2
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Table 3. Tissue levels of gatifloxacin after single oral administration

Casel| Dose Saﬁﬁl{ing | | | Concentration (pzg/mL or g) and Ratio (tissue'/ serum)
No. | (mg) (min) Tslgglptllilg ;;L? t;t:;glrnye endometrium| myometrium | cervix uteri v;?gil;lt;?is ovary oviduct
1 100 mg] 231 0.53 - 1.16(2.19) | 0.96(1.81) 0.9 (1.70)| 0.75(1.42) - -
2 205 1.31 - 3.30(2.52) | 2.69(2.05) | 2.81(2.15)| 2.65(2.02)| 2.90(2.21) -
3 220 0.24(370) | — 2.63 2.21 2.19 1.73 0.95 0.93
150 mg
4 238 1.37 - 3.08(2.25) | 2.25(1.64) | 2.52(1.84)| 2.17(1.58) - -
5 240 0.91 - 2.05(2.25) | 1.53(1.68) | 1.67(1.84)| 1.29(1.42)| 1.95(2.14)| 1.40(1.54)
6 97 0.13( 99 | 0.14 0.10(0.77) | 0.13(1.00) | 0.13(1.00)| 0.11(0.85)| 0.13(1.00)| 0.09 (0.69)
7 113 2.57 2.91 4.10(1.60) | 3.79(1.47) | 2.60(1.01)| 2.43(0.95) - 3.85(1.50)
3 125 0.90(135) | 1.13 2.07(2.30) | 1.83(2.03) | 1.83(2.03)| 1.49(1.66)| 1.94 (2.16)| 2.30(2.56)
T 126 2.50 2.55 4.34(1.74) | 4.29(1.72) 3.44(1.38)| 2.81(1.12) - -
T 140 2.52 2.76 3.31(1.31) | 3.29(1.31) | 3.36(1.33)] 2.95(1.17)| 1.75(0.69)| 2.65(1.05)
T 144 1.54(149) | 148 | 3.29(2.14) | 2.22(1.44) | 1.93(1.25)| 1.77(1.15)| 1.83(1.19)| 2.28(1.48)
12 155 1.62 1.37 | 3.11(1.92) | 2.92(1.80) | 1.88(1.16)| 2.41(1.49) - 2.79(1.72)
13 175 1.56 143 | 4.42(2.83) | 2.75(1.76) | 2.47(1.58)| 2.03(1.30)| 1.96(1.26)| 2.41(1.54)
IT 180 1.76 (182) | 1.74 3.52(2.00) 2.58(1.47) 2.35(1.34)| 2.02(1.15)| 2.44(1.39)| 2.57(1.46)
15 185 1.3 (186) | 1.42 3.65(2.81) | 2.72(2.09) | 3.43(2.64)| 2.02(1.55)| 2.71(2.08)| 2.35(1.81)
16 188 1.43(178) | 1.61 3.96(2.77) | 2.92(2.04) | 2.94(2.06)| 1.75(1.22)| 2.41(1.69)| 1.89(1.32)
T 190 0.99(195) | 0.98 1.77(1.79) | 1.36(1.37) | 1.23(1.24)| 1.06(1.07)| 1.27(1.28)| 1.06 (1.07)
18 194 1.61(192) | 1.51 2.78(1.73) | 2.48(1.54) | 1.94(1.20)| 2.34(1.45)| 3.22(2.00)| 2.06 (1.28)
19 201 1.58 (200) | 1.52 2.47(1.56) | 2.24(1.42) | 2.35(1.49)| 1.74(1.10)| 2.21(1.40)| 2.61(1.65)
20* 200 mg| 210 - 1.54 3.09 2.49 2.16 2.29 3.00 2.17
21 229 1.57(231) | 1.61 2.84(1.81) | 2.52(1.61) | 2.34(1.49)| 2.26(1.44)| 3.64(2.32)| 2.51(1.60)
22 231 1.45 1.59 | 2.85(1.97) | 2.51(1.73) | 1.83(1.26)| 1.99(1.37)| 3.11(2.14)| 2.59(1.79)
23 240 1.29(242) | 1.31 3.05(2.36) | 2.22(1.72) | 1.84(1.43)| 1.81(1.40)| 2.70(2.09)| 2.46(1.91)
7 242 1.78 1.83 | 3.27(1.84) | 3.82(2.15) | 2.99(1.68)| 2.91(1.63) - -
25 247 0.73 0.73 1.43(1.96) | 1.24(1.70) | 1.00(1.37)| 0.85(1.16) - 1.17(1.60)
26 252 1.29 1.31 2.96(2.29) | 2.20(1.71) | 2.15(1.67)| 1.65(1.28)| 2.29(1.78)| 2.31(1.79)
27 260 1.22 1.33 | 2.16(1.77) | 2.18(1.79) | 1.66(1.36)| 1.79(1.47) - -
28 268 1.30(267) | 1.26 2.86(2.20) | 2.26(1.74) | 1.70(1.31)| 1.64 (1.26)| 2.30(1.77)| 2.22(1.71)
29 230 1.08(282) | 1.12 2.77(2.56) | 2.14(1.98) | 1.63(1.51)| 1.67(1.55)| 2.64(2.44)| 2.08(1.93)
30 285 1.08 1.10 1.82(1.69) | 2.38(2.20) | 1.67(1.55)| 1.69(1.56)| 3.32(3.07)| 1.87(1.73)
T 286 1.50 (287) | 1.51 - 2.34(1.56) | 2.05(1.37)| 2.16(1.44)| 4.60(3.07)| 2.86(1.91)
32 374 1.62(370) | 1.52 2.68(1.65) | 3.12(1.93) | 2.25(1.39)| 1.91(1.18)| 2.04(1.26)| 2.38(1.47)
33 382 0.99 0.93 1.74(1.76) | 1.61(1.63) | 1.30(1.31)| 1.36(1.37)| 2.18(2.20)| 1.59(1.61)
T 382 1.21 1.23 | 2.32(1.92) | 2.06(1.70) | 1.38(1.14)| 1.52(1.26)| 2.15(1.78)| 2.30(1.90)

* . cubital vein is not tested.
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Fig. 1-1. Cubital vein
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Fig. 1-2. Uterine arterial serum
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Fig. 1-3. Endometrium
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Fig. 1-4. Myometrium
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Fig. 1-5. Cervix Uteri
(ng/g)
5 —
4 -
3 r A A
o]
* 4 s Ao A
2 R bAs A A
A A A O AAA a2k
A
o) A
1 4 O A 0100 mg n=1
O 150 mg n=4
4 200 mg n=29
0 I 1 1 1 J
0 3 4 5 6 7

Sampling time (h)

Fig. 1-6. Portio vaginalis
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Table 4. Patients structure
No. of patients enrolled Exclusion 27 No. of patients evaluated
121 Dropped out 14 for egf(f)lcacy

Intrauterine 36
Adnexitis 13
Externalia 13
Cervicitis 12
Mastitis 6

No. of patients evaluated
for clinical adverse reaction

No. of patients evaluated
for abnormal laboratory findings
72

No. of patients eéfgluated for utility

Table b, Reasons for exclusion from evaluation

Adverse Laboratory

Reason Clinical efficacy reaction findings Utility
Excluded
Chlamydia negative at start of administration 7 6
Unclear signs and symptoms of infections 6 6
Disease not included in protocol 5 5
Complication 4 4
Severe infection 1 1
Received the preceding quinolone-chemotherapy 2 2
Double administration 1 1 1 1
Administered pregnant woman 1 1
Dropped out
Viclation of concomitant drug 3 2
Violation of concomitant treatment 1 1
No further visit to hospital 2 2 2 2
No follow-up of chlamydia 3 3
Suspected re-infection of chlamydia 1 1
Violation of dosage rules 1 1
Observation not made on day specified in protocol 3 3
Unsatisfactory lahoratory tests 46
Total 41 3 44 39
Table 6. Background of patients
Ir}g&fggi{le Adnexitis I*:iﬁgg?ﬁjlli]a Cervicitis | Mastitis Total
-19 2 1 1 4
20-29 18 7 3 10 3 41
Age 30-39 8 2 1 1 3 15
(yr) 40-49 6 3 5 14
50-59 3 3
60-69 2 1 3
35 12 11 4 6 68
Tyoe of | onc 1 1 8 10
disease other 2 2
- mild 12 4 5 9 32
Severity moderate 24 9 8 3 4 48
150 mg 3 3
] 200 mg 9 1 5 5 3 23
Daily dose [(100mg X 2) (9) (1) (4} (5} (3) (22)
(200 mg %X 1) (1} (D
300 mg 27 12 5 7 3 54
N
Duration of 9
administration g % 2 1 1 ?
days)
7 22 6 8 11 1 48
14 3 1 1 5
Total 36 13 13 12 6 80
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Table 7. Clinical efficacy classified by diagnosis
. No. of Efficacy Efficacy rate
Disease .
patients | axcellent good paor (%)
Intrauterine
Group A infection 36 3 32 1 97.2
Adnexitis 13 1 11 1 92.3
Externalia
Group B infection 13 1 12 100
Cervicitis 12 4 100
Others —
Mastitis 6
Total 80 9 69 2 97.5
Efficacy rate (%) (excellent+good) /No. of patients
Table 8. Clinical efficacy in Chlamydial cervicitis
. No. of Efficacy Efficacy
. ) R
Disease patients| excellont p— oor rate(%) ECUITENCE
Cervicitis 12 4 8 100 0
Efficacy rate (%): (excellent+good) /No. of patients
Table 9. Clinical efficacy classified daily dose
Daily dose (mg X times)
Disease 150 mg 200 mg 300 mg
150 mg X 1 100 mg X 2 200mg X 1 150 mg X 2
Intrauterine
Group A infection 9/9 26/27 (96.3)
Adnexitis 0/1 12/12 (100}
Externalia
Group B fection 3/3 4/4 1/1 5/5
Cervicitis 5/5 777
Others —
Mastitis 3/3 3/3
Total 3/3 21/22 (95.5) | 1/1 53/54 (98.1)

S

|#%5 T O HFL95.
#5TIEL/ 18,

Efficacy rate (%)

5% (21/2261),

200mg x 118

150mg X 1 [ 4% 45 TiL3/3#l,

150mg X 2 B4 5-Ti298.1% (53/54 %]} TH=72,

4)
(1)

HE F R
77 e AU R R R

#

AES GG R R A FAE L B OIS EARE R 26

i, BREERET 206

(2 HHEAS 1547,

JHHELL EATS

(excellent+good) / No. of patients

#) OEH46BITH - 7o £OFEEREANBANE L Table

101ZR L 7zo BARMmRSET,

77 LR, 77 ARG

W, WA 7 AEER, BRI 7 ABMRE HER
FI12100% TH o 7zo F-EBERL L FHHEITZ 100 %

’C‘% - f:o
(2)

7Bl BUMI B 2 M R

SEERMEFMOER AL Table 1112R L7, #MBEF
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Table 10. Clinical efficacy by isolated bacteria
. No. of Efficacy Efficacy
Isolated bacteria B
patient | eycellent | good poor | Tate (%)
Gram- positive
CNS 3 1 2
S, aureus 2 2
S. agalactiae 1 1
S. preumoniae 1 1
Corynebacterium sp., 1 1
subtotal 8 1 7
Gram- negative
Actinobacillus sp. 1 1
g C. freundii 1 1
kS E. coli 6 6
Z K. pneumoniae 1 1
B P. imirabillis 1 1
= | subtotal 10 1 9 100
(=]
S | Anaerobic Gram- positive
g Mobiluncus sp. 2 2
2 P. magnus 1 1
§ P. prevorii 1 1
subtotal 4 4
Anazerobic Gram-negative
B. vulgatus 1 1
Capnocytophaga sp. 1 1
P. bivia 1 1
P. melaninogenicu 1 1
subtotal 4 4
Total 26 2 24 100
g o | Two kinds of bacteria 15 4 11 100
£.°
L5} +=
'E 2| More than three kinds of bacteria 5 5
=]
£ subtotal 20 4 16 100
Total 46 6 40 100

Efficacy rate (%) {excellent+good) /No. of patients

BB ENTRETH - 7D, BEMERET256), #
BWmREc200 CHEENISH, SEHELLENSH) o
Fr45 5 Th o 7o, BMERETORMRIE, 774K
HEETT/THl, 77 ABERE (10710461 T100 %,
RS 7 ABTRT3/48, BRMES 7 ABRMETL/4
BITH o7, WHIBREEETIE, BEL23#H, BN
180, A% 1FTRECHEIZ06.0% (24/25F)) THho
7o F7o, REEREETIE, 2HERRTOBRMELE
£73.3% (11/15%1), 3HWHEL L TOEBREERETIE
5/5BITH o7, BEEEESETE, BEIL 166,
— iR 4 B TRERMEERILR0.0% (16/207)) TH o7,
i, EEoEM{bEE, 88.9% (40/45F) TH-7-,
(3) EERBITERE
BERAEFEF BV THEHEHNE LA T4 0T
TERIE LR S Table 1212 L7, ITRMEY 5 LBHE
OWEEEIF95.2% (20/218), %0 LaoBoEED
%o 72 Coagulase-negative-staphylococci (CNS),

Enterococcus faecalis \Z o2V T Wi d £¥ANEEL L7
(FNZFNS/5%, 4/4%). Streptococcus agalactiae |20
W I #HA R L 72 (5/68) . FRMEY 7 AR T
OFHEFEIL5.2% (20/21%) THY, HTHEE D
Kiebsiella preumoniae 12 L Tit
100 %DHEEETH -7 (FRFILLL/ILEE 4748,

B 7 ABHREIZ86.4% (19/22%k), BRENEY
7 LRETER 100 % (10/10#) DHEHEETH -7, &fF
TOHEEEIL03.2% (69/748%) Tho7z,

(4) BEER 78tk MIC e

FRRE R BB BV TR SR MIC 2 HlE
LT#H-E#HIITT 5 MIC # TFLX, CPFX, OFLX #
xHEEE L LBE L7z, #5813 Table 1313 L 72,

R AR UK TR AN & U THEAS L, CNS,
S. agalactie 50 77 LEHEH I LT,
HEATFLX &L FSL EOMIC, 2R L7z, £/, E coli,
K. pneumoniae 550> 75 LBEVEEE,  Mobiluncus sp. %1 L

- 7= Escherichia coli,

E. faecalis,
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Table 11. Bacteriological response classified by case
) No. of Bacteriological response Eradication
Isolated bacteria -
patient | eradicated | partially replaced | unchanged | Tate (%)
Gram- positive
CNS 3 3
S. aureus 2 2
S. agalactiae 1 1
S. prewmoniae 1 1
subtotal 7 7
Gram-negative
Actinobacillus sp. 1 1
o C. freundii 1 1
= E. coli 6 5 1
£ K. prewmoniae 1 1
= P. mirabillis 1 1
= subtotal 10 9 1 100
B
= | Anaerobic Gram- positive
g Mobiluncus sp. 2 1 1
2 P. magnus 1 1
= P. prevotii 1 1
=
subtotal 4 3 1
Anaerobic Gram- negative
B. vulgatus 1 1
Capnocvtophaga sp. 1 1
P. bivia 1 1
P. melaninogenica 1 1
subtotal 4 4
Total 25 23 1 1 96.0
3 < | Two kinds of bacteria 15 11 4 73.3
o=
éé More than three kinds of bacteria 5 5
a1
£ subtotal 20 16 4 80.0
Total 45 39 4 1 1 88.9
Eradication rate (%) : (eradicated+replaced) /No. of patients
L ARERMRICE LT b TFLX & 13 ZE% 0 MIC., 2t m % =

HERIN,

5) welk

(1 &EA

BIfEHOREREIZL.7% CHI/1186) IIEHLZ,
FREPEEOELCPERL 21 L, BEOEERSL L
UEdEERAER LA 2HATH - I bEER
RIFER Tl % ¢, BREDIEZRERLH,IZHE L (Table
14).

(2) ERRREMERHE

BRARRAMERE L, RGRE OREFEHES LT
Bl RE Lz, 4 ROKRE TIHERREBRE I
ROLMRRPo T,

6) HHM

EEHHHAME Table 15 R L7, FHEBITR
EF82HIH [ THE] #76, [HHL 2716, [%
LHEH] HLE, TARRTE] 25360T, [EHTHA
ETHRA] 2 - AMEIZ95.1% (78/8281) TH-7z,

R 74 ux 0y REHEEGFLX O R AR ER
FEGLAE (T B ERERIOE A MEAT AT, BHEA
MEABBITERORY % O CIZRRNRH 2 £E kRS
L UMEO TR OR 16 iRk O LFEMEL L TERL 7

HHABHIBITHEORE BV T, Bt 55
e ofBishz@y, BHaAmRNBT R
Ehi, SHBORREEZNRE (1g/2) 13, TENE
442, TEBRB4.29, FEHH - WE3.44, TEES
2.95, WHEE4.60, BIE3.85 TH-o/y TG M
B TENB0.77~2.83, FEHRB1.00~2.20, F
EHL - WH 1.00~2.64, F=kEE0.85~2.02, IE
0.69~3.0745 L UPIE 0.69~2.56 Td - 722, WMIAERI2
REHLECTIINED 1AL E, $TXToMETMm
EREEE LN 3R HBABITER L,

TFLX 23V Tid 150mg D EENEL%S Tk 5-7% 1 B
B8 ~9WR 34T, FEAEN<0.10~0.83 ng/g,
TEHBT<0.10~0.78 ug/g, FHT<0.10~0.58
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Table 12.

Bacteriological response by isolated bacteria

No. of

Isolated bacteria patients

Bacteriological response

eradicated | persisted

Eradication
rate (%}

Gram- positive
CNS

E. faecalis

S. aureus

S. agalactiae

S. bovis

S. pneumoniae
Streptococcus Sp.

== = O Wk O

— = = O N

B
—

subtotal

20 1

95.2

Gram- negative
Actinobacillus sp.
C. freundii
E. coli
Gardnerella sp.
K. pneumoniae
P. aeruginosa
P. cepacia
P. mirabillis

—
[l - S S Sy

100

(3N}
[

subtotal

95.2

Anaerobic Gram- positive
A. meyeri
C. perfringens
Gemella morbillorum
Mobiluncus sp.
P acnes
P. anaerobius
P. magnus
P. prevotii
P. tetradius
Peptostreptococcus Sp.
S. intermedius
Other GP anaerobes

—

R [\CY \CYSUY ], WU Ny Sy

o

subtotal

OB B = = B = O

—

86.4

Anaerobic Gram- negative
B. fragilis
B. thetaiotaomicron
B. vulgatus
Capnocytophaga sp.
P. bivia
P. melaninogenica
P. oralis
Prevotella sp.
Anaerobic GNR

— b DD e

et st b [ND B e

—
[=]

subtotal

—
=

100

-
N

Total

o
]
)]

93.2

ug/e, TERET0.10~0.73 ug/g L OMENHB"
4B GFLX ? 150mg 3% 5- Tl 3% 5-1%BR M A% 3 BriE 25 57 ~
4 FER CTHEEIZ2.05~3.30 pg/g, 1.53~2.69 ug/g,
1.67~2.81 ug/g, 1.29~2,65 pg/g &L TGFLX 4%
BWEITERLTWA,

ERREI R LM L2806+, EBROG, HE)69HI,
BH2HT, FOEHEIIINE%THo/ | BREGE
SRR R TILEFI D %4 - 72 100mg X 2[a] & 150mg X
2/ & $95.5%, 98.1%&BmVEEFRBELELNI,

FEANCREREAIEE L/ 46 ERT, 5 bHEMERYE
266, WEERED 204 L MEHEREEIZL L T2

BLOBBBEBRES;SVONEL> 2, E72,

WS 7 LA,

EHEIL
REPEE, WM T LBRME, B

BEOEM I H -7, i, REBROAL LT HO

AT b R P Y,
RYHBEELL ",
HHHIOMEI VT AS L,

i A B BRED RN %

AT 7 ARGTEE 21

B, RS LREMR 28, BENT T ABNE 22
P, BERMES7 ARMEE 10O T4 KIS L T,

93.2 % DIHKRFTH o7, £72,

gthT
SRR R 5T

EENhAMICE®&5E, GFLX IZFHEE & B L CNS,
E. faecalis ®1Z L0 LT3 75 ABIEE» 5 E.coli,
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Table 13-1. Sensitivity of clinical isolate to gatifloxacin and reference agents
Gatifloxacin Tosufloxacin
Isolated bacteria NO.' Of‘
patients [ MIC range MIC,, MIC range MIC.
Gram- positive bacteria
5 =0.025~0.10 0.10 =0.025~0.05 0.05
E. fuecalis 4 =0.025~-1.56 1.56 =0.025~0.78 0.78
S. aureus 2 0.10 0.10 =0.025~0.05 0.05
S. ugalactiae 6 0.39~1.56 1.56 0.20~3.13 3.13
S. bovis 1 0.39 0.39 0.39 0.39
Streptocaceus sp. 1 1.56 1.56 6.25 6.25
Corvrebacterium $p. 1 6.25 6.25 12.5 12.5
Gram-negative bacteria
C. freundii 1 0.39 0.39 0.20 0.20
E. coli 7 =0.025~0.39 0.39 =0.025~0.20 0.20
K. pnewmeniae 3 0.05~0.10 0.10 =0.025~0.05 0.05
P. aeruginosu 1 0.10 0.10 0.10 0.10
P. cepacia 1 0.78 0.78 0.39 0.39
Anaerobic Gram- positive bacteria :
A. nieveri 1 0.20 0.20 1.56 1.56
C. perfringens 1 0.39 0.39 0.39 0.39
Gemella morbitiorum 1 0.20 0.20 0.78 0.78
Mobiluncus sp. 4 0.10~0.39 0.39 (0.10~1.56 1.56
P. acnes 1 0.20 0.20 0.20 0.20
P. anaerobius 4 0.10~6.25 6.25 0.10~>25 >25
P. magnus 1 0.78 0.78 25 25
P, prevotii 1 0.20 0.20 0.39 0.39
P. tetradius 1 0.39 0.39 0.39 0.39
Peplostreplococeus sp. 1 0.10 0.10 0.20 0.20
S. intermedius 2 0.39 0.39 0.39 0.39
Other GP anaerobes 2 3.13~6.25 6.25 25~2>25 >25
Anaerobic Gram-negative bacteria
B. fragilis 1 0.05 0.05 0.20 0.20
Cupnocytophaga sp. 1 =0.025 =0.025 0.20 0.20
P. melaninogenica 1 0.39 0.39 1.56 1.66
Anaerobic GNR 1 =0.025 =(.025 1.56 1.56
MIC: (pug/mL ; 10° CFU/ mL)
K.pneumonice 50 7 5 LFEMERE B X UF Mobiluncus sp. 50 EREBTHRERNLHIZBWT [ TCHEH] 77

BEAME G SRERENE LTHEREORSVCREEIISLT,

Bl 7 7 AOMICE LA, 2OZEhbiRGIED S,

MIC ZH78— L 9 5 RIF L HERT» o 6 Eo #ER2ER
sﬂiﬁ*%ﬁh‘hﬂ LEIHND,

o, 27 IVTHAHERRIBOTRI00%NE
MEGF LN, BEAETIT AR TORRLE
LA AL A7, 2 OEUE Chlamydia trachomatis |2
HLTHMIC.H=0.06~0.25 ng/mL & LE N
HHLHNTVDLILE PHLEFTHATVWES,

FEPII2nTE, EHERIE L1826 (IR 1.7%)
T, WEEOELCHRBMLIPE, BEOHEERS L
CERELRPEH L 20THo /o, 4, RET
B Somib&eiR, MGRomIRG, fERO 7L
O /0> FPiEErS RIZRESATVWSE8EHT

Hb, T, BREELERML-T2HIIEV THIKEE
HEEEESHIRDON G o7, 48, E5IIBHEE

RTWLPEILR LD,
HAl7,

PRI BB e E 2

Fl, [HR]ATIH, [RREFH] 216, [AHTRV]
3BT, [WOTEHEA] & [HH] #&be/-FRER
95.1% (78/82%1) TH -7,

DEORESAROMICEET2 L, RBILHRL A
RE MV EROHBEEEE & O ICRATFEBRTEY T
L, 2o icZe izl 2v2 &hh, ERARE
Wos 73072 80EEEEE I L TCRVWERNE
AU TI2EHTHL LEbNT,
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Table 13-2. Sensitivity of clinical isolate to gatifloxacin and reference agents
) No. of Ciprofloxacin Ofloxacin
Isolated bacteria N -
patients | MIC range MIC., MIC range MIC.
Gram- positive bacteria
5 =0.025~0.20 0.20 =0.025~0.39 0.39
E. faecalis 4 =<0.025~1.56 1.56 0.05~3.13 3.13
S. aureus 2 0.20 0.20 0.20 0.20
S. agalactiae 6 0.78~12.5 12.5 1.56 ~12.5 12.5
S. bovis 1 1.56 1.56 3.13 3.13
Streptococcus Sp. 1 6.25 6.25 12.5 12.5
Corynebacterium sp. 1 25 25 50 50)
Gram-negative bacteria
C. freundii 1 0.10 0.10 0.78 0.78
E. coli 7 =0.025~0.78 0.78 0.05~1.56 1.56
K. pneumoniae 3 0.05~0.2 0.20 0.05~0.20 0.20
P. aeruginosa 1 0.78 0.78 0.10 0.10
P. cepacia 1 0.39 0.39 1.56 1.56
Anaerobic Gram- positive bacteria
A. meyeri 1 1.56 1.56 0.78 0.78
C. perfringens 1 0.39 0.39 0.78 0.78
Gemella morbillorum 1 0.78 0.78 1.56 1.56
Mobiluncus sp. 4 0.39~3.13 3.13 0.39~1.56 1.56
P. acnes 1 0.39 0.39 0.39 0.39
P. anaerobius 4 0.39~100 100 0.78~100 100
P. magnus 1 25 25 25 25
P. prevotii 1 1.56 1.56 3.13 3.13
P. tetradius 1 0.78 0.78 1.56 1.56
Peptostreptococcus sp. 1 0.39 0.39 1.56 1.56
S. intermedius 2 1.56 1.56 1.56~3.13 3.13
Other GP anaerobes 2 125~>100  >100 12.5~ 100 100
Anaerobic Gram-negative bacteria
B. fragilis 1 3.13 3.13 0.78 0.78
Capnocytophaga sp. 1 0.20 0.20 0.20 0.20
P. melaninogenica 1 50 50 6.25 6.25
Anaerobic GNR 1 0.39 0.39 0.78 0.78
MIC: (ng/mL : 10"CFU/mL)
Table 14. Clinical adverse reaction
Sex . Relation to Day of . | Administration Day of
Age (y) Symptoms Severity the drug appearance Daily dose of the drug | disappearance Treatment
female | Heaviness in the head mild possibly related 2 5| suspended 3 )
22 Systemic fatigue mild | possibly related | 2 | 1PVMEX2) Gispended 3 none
ferznéale Nausea moderate | possibly related 2 150 mg X 2| suspended 2 none
Table 15. Clinical usefulness classified by diagnosis
Usefulness
Diagnosis No. of - Usefulness
g patients | markedly useful slightly useless rate (%)
useful o useful >t
Intrauterine .
Group A infection 37 2 33 1 1 94.6
Adnexitis 13 12 1 92.3
Externalia )
Group B infection 13 1 12 100
Cervicitis 13 4 1 92.3
Others —
Mastitis 6
Total 82 7 71 1 3 95.1

Useful rate (%): (markedly useful+useful) /No. of patients
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Basic and Clinical Studies on Gatifloxacin in Obstetrics and Gynecology
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We performed a cliniclal study on gatifloxacin, a new oral fluoroquinolone antimicrobial agent,
to evaluate its clinical efficacy, safety and utility in obstetrical and gynecological infections.
In addition to clinical utility, its penetration into genital tissues was also examined.

1. Examination of tissue penetration .

After oral administration of 100, 150, avnd 200 mg of gatifloxacin, the concentration was determined
The
These results suggest good

in serum and endometrium, myometrium, cervix uteri, portio vaginalis, ovary, and oviduct.
ratio of serum concentrations were 0.69~3.07 times in each tissue.
tissue penetration with gatifloxacin.

2. Examination of clinical effect, bacteriological effect, and safety :

Gatifloxacin at 100, 150, and 200 mg was administered to 121 patients with intrauterine infection,
adnexitis, externalia infection, cervicitis, and mastitis, in once or twice a day doses.

(1)
and 41 were excluded. The clinical effect of intrauterine infection, adnexitis, externalia infection,
cervicitis, and mastitis was 97.2% (35/36), 92.3% (12/13), 100% (13/13), 100% (12/12), 6/6,
respectively. Total clinical effects were 97.5%.

(2)
eradication rate was 88.9%, and the eradication rate against 74 isolated strains was 93.2 %.

(3)
heaviness in the head/systemic fatigue in 1 case. Laboratory findings were noted in cases evaluated.

(4) Utility:

Clinical effect: Of 121 cases treated with gatifloxacin, 80 qualified for efficacy evaluation

Bacteriological effect: The bacteriological effects were evaluated in 45 cases. The overall
Safety: Adverse reactions were observed in 2 cases, which were nausea in 1 case and
useful,

Utility was evaluated in 82 cases as follows: markedly useful, 7 cases;
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71 cases; slightly useful, 1 case; and useless, 3 cases. The utility rate was 95.1 %.
The results of this study indicate that gatifloxacin is clinically useful against obstetric and
gynecological infections such as intrauterine infection, adnexitis, externalia infection, cervicitis

and mastitis.



