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(%1 60 €£8 A 19 HZAH)

€Y Ny g vEROEEE I EA Ofloxacin (OFLX) D pEff AFHURRSE A T 5H%)
e, Hets IUERERFENCRET 5 BT, Amoxicillin (AMPC) %xfBIEL LT _EHH
AR A EE L,

MNERBIITEAKYE, TEMNBEL A ) VIBEBS IOV Y VIRIBE S Ui, &5
13 OFLX 1 B 600mg (3), AMPC 1 Bf 1,000mg (/r4) ThhH, EEKSDE, MHEFH
MR, Zatk, AREXBRFEL, UTom# L8,

1) EEEZDE (EREHE) : OFLXIZ 5RETIL 96 flD 5 HbEMSEE, YEXGhEUERIL,
86.5%, AMPC ¥ 53¢ 96 (| Ti3 76.0% THbH, OFLX ¥ EFNENRAEMIZH - 72 (X2 : P<
0.10), BN L, FEAKY - TEHBEL (AR 1w\ T OFLX #455F 62 flogiERix
85.5%, AMPC 5.5 62 I Tix 80.7% THEGHENCAEEZZRDbRILh o7, AV Y v
Bpgs e S0 h ) VIREEE (BEE) wHs\Ti3, OFLX {¥5P¥ 34 fIOZEERIL 88.2% TH D,
AMPC #5455 34 fITi3 67.6% ThH, OFLX #HEHIEN B EATH - 1

2) BEKDHE CNEARLHE) : OFLX £58 72 §lo 5 bEL), BhxaheichiFE 1L 83.3
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Fig.1 Chemical structure of ofloxacin
(OFLX)
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Fig.2 Scheme of administration
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Table 1 Evaluation schedule Table 2 The test items and their score
Evaluation day Day 0 Day 3 Day 7 Diagnosis Test item (Score)
Range of evaluation day | —1, 0 2,34 16,78 Body ~<37.0 (0)
Order of priority 0.-1[3241]|768 t” ’ . 37.0~<37.5 (2)
emp?{g W€ 37.5~<38.0 (4)
ELI - 3.0~ 6)
O BEEM: % 5%A, 3 B, 7 BRCBET . None (0)
BT e h, BERIO X LiconTix, Table 112 Abdominal Painful sometimes (1)
2o THRERS o pam Painful always  (2)
@ BZEHAEBLToSEL: BEEAS IO TO K None (0)
% Table 2 DX 51ITED B, Local Slight (1)
PR A BEOREREE Ik A A REEE O S A-group tenderness gli(il:em E ;_; ;
ev
DA GEE A0 24 SRMBOEGNY, LT OHEX 500 0
VBRATHE L ET B, WBC 8,000~ <10,000 (1)
® WEEE (AROZ) : #5HBBST 5 & & B 10.000~<12,000 (2)
kb, BE (4~6), FEE (7~9, F|E (10~) 12,000~ (3)
D 3EETHET %0 - (0)
® BEROE CRP +~24 ( 1 )
(AR 3 ~4+ (2)
, 5+~ 3
B538%, 7 BEOUEEY Fig.3 - T4E > 3
J,
BCHET %o Pain e A
R, TOHEEXA, BRZER Fig.4 2> . - )
TED, HH, WO 3B THET B, oo )
(B#) B-group Size 2~3cm (2)
E% 853 BROKEHE, &EHAB N2 Z3cm (3)
BRUERA L, 7 BRCBMEERVTELETHEER LD Pus No (0)
Do FerEL, TR, YIBIE FIXHHIR Lib ORA B LT (Bartholin's | ° 0
5o abscess only)
BEy: 55 3 BEOKE SRS, FMBA L AR ® MEFHIRE : KBS REMEITLEEHEL,

AL, 7 BECBMEERNTELICHEEL LI D,
B 5 3 AR BMEEROTE,N L Abhis
WAy, HBHWIRT BRCBMEERSTELITHE Lisw
%D,

i« DEEFIZ O ERABEEHEE L, TOHERTIDUT
D5 EAMTHET 5o

PabEil : AR SH TR TOREEN HE &£ b L <
X, BRI XD REMEHERLTEE OB A

Fig.3 The criteria for improvement rate in judgement

by committee

Day3or Day 7
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Fig.4 The criteria for clinical efficacy in judgement

by committee
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K EFE R EEOREE & TS LIS
P
(=]

A FEHRERCEXAEOEEATHTH L2546,
9. BRI UBE
FEGIDREFICOWTILF — = — FEIHII N ERS Y
BAME L, Bt - BIEHRTE LRV, Ex0fEMIC > &H
&, THEDOHEXTIL- 10

10. ¥ —=— FOpAH

REATH, NERESYHEL, RIS XUBEED
DOPTE, WIERE, BHRHE, MNTTEILLTOWTRE
L& i, AMELSEZREEOHE DD L1/
FREPE - HEABCOWTHE, THRYELE &
GINEEZR, 2 v br—5 1Tk h*—2— FORH
nicdhic,

11, 5 — 2 O

RITHEL 7 v T 400y 7FERZAG, B5HA
F, EBHRE, MEFERSE, FIKER - BRRREED
ShEE, BIfFR, ARt & oW THEE S TR o ik
LRI

it Fr Wicoxon DIEFZFIHE (W), X2 HE
(X® ¥ t21% Fisuer OEEERE (F) 2H, WilfE
[ER 5% LUTxERBELD L L, 10% LT RMHESDH
ELTEE T LI,

II. & 8 m &

1. KREE G oBE

AL AER DR 5 4E (1% 257 () (OFLX {5 3%
129 {7l, AMPC 58 128 (i) TH-7T, Thbd 257
Pz 2T, NERSTRVCTRITHREM L LTOMH

m Good

E—

ErET & h, 65 PIXEBEIC L ABRIKOES IO E
FAMEHIE X vBRA S hic, TOPFUER JLE 7l 43 I
(OFLX %55 21 i, AMPC % 5:8¢ 22 ), WV%iE
%) 22 ) (OFLX ¥ 5 8% 12 (jl, AMPC & &5 B¢ 10
B THoteo LIcH » TEBEHE £ A E Gk 192
fl, OFLX 5% 96 il (A%¥ 62 i, B ¥ 34 f),
AMPC 58 96 () (A% 62 f7l, B B 34 ) T»H
57, EHREHEFREAD S BT, NEASDHTELEE
CHEAE UNERSSRHE TIsh N CE § (2 139 f
THotoo FORFIZ, OFLX 5P 72 4] (AT 41
ol, B B 31 {)), AMPC £ 5%F 67 6 (AFF 35 {1,
BEf 32 i) TH-1,

BIE R OBRF X LIBREE Lichr - 72 11 fEGI%
PRER Y TNTOIE G, F7ebb OFLX 53 123
i, AMPC #5.8 123 G2\t & L Shi,

Bt EERF oL T, AT E 222 A THRE
Ehic paired MooV THisTEh, OFLX ##55T
13 116 f7l, AMPC {3 535 T2 119 Gias it & X h
7= (Table 3),

2. BRAV - BiTEDIE Z OB

RO - Bk H % Table 4 127357 BR/ME
flx, *R/ER 11 ) (OFLX $#53¥ 4 7, AMPC
BHRET 0D, BWEETEGIEY 19 0] (OFLX #2451
12 ff), AMPC £ 587 0D, X=v Y v 7 v ¥ —FE
FECIL 71 (AMPC £ 5-5 1 0D, 16 Rtz G-AE G 1 (7]
(AMPC #5381 (), EHEZLIEREE GB) 2 HT5
RECI 2 () (AMPC $25.8F 2 (7)), M—B&HCERILE S
NhrciEfl 2 () (OFLX 1% 5-8F 2 07D, EADALAENTZ
MR R E X b 72 4E (17 7 (OFLX £ 5 3 6,
AMPC #5854 ) DFf 43 GITH - 720 BAREZ,
ML ABTHEE L) » 7iEF] 10 7] (OFLX %4
TES5 (7], AMPC £ 5T 5 (), %523 AR 7
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Table 3 Number of patients evaluated

Patients evaluated on
side effects

Patients evaluated on
laboratory findings

OFLX 116 OFLX 123
AMPC 119 AMPC 123
Total 235 Total 246

Patients studied
OFLX 129
AMPC 128
Total 257
Patients excluded
N OFLX 21
AMPC 22
Total 43
Patients dropped out
5 OFLX 12
AMNMPC 10
Total 22

#l (OFLX #5386 i, AMPC 5.8 1 f), H:5 R
RAUTH-IHER 1 4] (AMPC £:55 1 §1), DHRIEE
FUEGI3 6 (OFLX #5814, AMPC #5582 ),
BEREREEYR LI FEARKD FEM 1 5 (AMPC #
SEB1H) OFf 22 ITH -1,

¥, RA—BECEHBEEINEND S B 1538
BRELIBE SRR Ulchs » IERI T3 11 GIASEIEA D fR4T
L BRI Ehic,

3. MEEFOERAEF oK

FRRB R MT RAED) 192 4] (OFLX % 5-5% 96 4,
AMPC 8558 96 ) 0£ERHEFITOWT, W5
[ D LB 2 1T 78 - Teo

Patients evaluated on clinical effectiveness
and usefulness (judged by doctors in charge)

All cases A-group B-group

OFLX 96 62 34
AMPC 96 62 34
Total 192 124 68

Patients evaluated on clinical effectiveness
(judged by committee members)

All cases A-group B-group

OFLX 72 41 31

AMPC 67 35 32

Total 139 76 63
D %E

TEPREGs OFLX #3558 34 fl, AMPC &8
35 fl, FEMBELIL OFLX #58 28 ffl, AMPC
BER 27 O, ¥oBREREKERELD 34 fiT, H
EHOEBRD HCHEZE LD LRICH » T (Table
5o

2) Fh-4HE

MEEHOBEOEY - AEOHMITIY, BEXERR
»HNeh -7 (Table 6),

3 ABE- sk, HEIEE, HBEKE - ABHE ML
%, OBERE B5RE ARPABOEE
LR, A B BEELThickwTi, ¥ERFOC
ho DB O IAEEHECEEEZIRD SN
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Table 4 Reasons for exclusion and drop-out from evaluation

Reasons OFLX AMPC
Diagnosis not included in protocol 4 7
Patients whose symptoms do not meet the diagnosis criteria 12 7
Patients to be prohibited from administration
History of penicillin allergy 0 1
. . Under 16 years old 0 1
Exclusion Patients judged by committee members as unappropriate
Severe underlying disease 0 2
Receiving the same treatment successively 2 0
Administered antibiotics just before treatment 3 1
Sub total 21 22
No consultation again 5 5
Treatment for less than 3 days 6 1
Violation of dosing 0 1
Drop-out | Concomitant medication 1 2
Patients judged by committee members as unappropriate
Menstruation during treatment 0 1
Sub total 12 10
Total 33 32
Table 5 Backuround of patients —— Characteristics of patients (1) —
Diagnosis OFLX ANMPC Statistical test
Puerperal fever 0 0
Puerperal intrauterine infection 4 11
Intrauterine Infectious abortion 1 0 N.S
infection Pyometra 1 2
Endometritis 25 22
A-group Sub total 34 15}
Salpingitis 27 25
Pyosalp.il?x 1 2 NS
Adnexitis Oophoritis 0 0
Pyoovarium 0 0
Sub total 28 27
3arthol%nftis l ‘ 5 NS
B-group | DBartholin's abscess 33 29
Sub total 34 34
Total 96 96

#r o 1o (Table 7),

1) Z5ERKTR (AT

ABOBERS XOREHB IO M2 TIc-70 A
B IDERMCBEWTRIEARS LUF E B 84T,
OFLX # 5B\ ERIA L VA B D 5 h o
(X*: P<0.10), % fhdEH >\ Lk SRR
HEZIIZD BRI 7 (Table 8),

5) RAHIR X OEART

MR B ARED] 192 GIF/NERE T W TR 2 B
HEEINICEGIX 96 JITHY, HMEY 51 0, BA

BY A5 GITH - feo BMBRONRIZ S 5 AFBIER23
Gl 77 NIEEE 22 0), MKEE6 ITH Y, Wixs
BHORKADODMCEEERZD bR -, 1,
BEERRZBVCTLUCTFhofMEofAL &bz onT
b, TORMCHEEEIRD s -1z (Table 9),
REMRENE N I WA TR 93 &, it
SHEH 31 Bk TH Y, OFLX, AMPC W 0 IEANZKF
THRZMS ML, WEREHETEEERRD Shi
M o7z (Table 10),

4. FREHTEC X HEEKDHE
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Table 6 Background of patients —— Characteristics of patients (2 ) ——
All cases A-group B-group
Strata OFLX | AMPC Statistical | OFLX | AMPC | Seatistical | OFLX | AMPC | Syatistical
96 96 | test 62 62 | test 34 34 | test
16~ <20 5 4 1 1 2
20~<30 39 35 27 30 12 5
Age 30~<40 29 33 22 23 7 10
( :1 40~<50 | 17 16 NS 6 7 NS. 11 9 NS
Y s0~<60 | 2 6 1 1 1 5
60~<70 3 3 1 0 2 3
70~ 1 0 1 0 0 0
~ <40 1 1 1 1 0 0
Body 40~ <50 31 35 24 24 7 11
weight | 50~ <60 46 37 N.S 7 21 NS 19 16 NS
(kg) | 60—~ 9 16 5 12 4 4
Unknown 9 7 5 4 3
Table 7 Background of patients Characteristics of patients (3 ) ——
All cases A group I group
Strata OFLX | AMPC | statistical | OFLX | AMPC | Statistical | OFLX | AMPC | Sgatistical
96 96 | test 62 62 | test 34 34 |test
, Out 77 76 46 46 31 30
Out/In-patient N.S. N.S. N.S.
utinpatient 19 20 16 16 3 4 '
Mild 22 27 20 22 2 5
Severity Moderate 70 67 NS 41 40 NS 29 27 N.S.
Severe 4 2 1 0 3 2
Inderlying
:]_“ erbving =\ ) 79 75 NS 49 45 s 30 30 s
ease A yes 17 21 13 17 4 4
complication
Pretreatment | No 87 82 55 49 32 33
with Yes 7 12 NS 5 11 N.S. 2 1 N.S
antibiotics Unknown 2 2 2 2 0 0
Concomitant No 90 88 59 56 31 32
N.S. N.S. N.S.
drug Yes 6 8 3 6 : 3 2
Duration of 3 4 8 3 5 1 3
administration | 4 ~ 6 5 5 N.S. 2 4 N.S. 3 1 N.S.
(days) 7 87 83 57 53 30 30
Surgical No 59 60 57 56 2 4
N.S N.S. N.S.
treatment Yes 37 36 5 6 32 30 S

1) &HEfI XUEER

SAED] 192 Gl O 2 55 0 52 8 BIERIR%h 3 & Heeead
L7z (Table 11),

LIEF A B L LTo@FT T, OFLX #3573 96 {j)
fh, FUASEE 20 i, 2EE 63 7, XUFE 8, NE
40, BL10iTHY, AMPC 55 96 i, ¥EH
gk 17 g, 2i3E 56 f, eek3E 13 i, RE7H,
BAL3UITH 1o TD S E R GEPTEHTEE) X
OFLX #y5.7f 86.5%, AMPC #57f 76.0% THh,

OFLX % 534 AMPC # 5B H LR 5 {H A 2 50%
7= (X2 : P<0.10),

ABZDOWTHB &, OFLX #5862 fiijdh, ZaK
£ 11 i, 335 42 fi, ORHETH, RE20TED
WFEHIL 85.5% THbH, APMC 58 62 fidh, =
ek 11 f, 2E 39 fl, CHETH, RE4,
Bl P TEDORERIL 80.7% Tl EHMcEEE
ERRD b RIEh o Tco FEMNEH TR SF OB
BUABEIRDORE) e, FEABREL T,
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Table 8 Background of patients (A-group) —— Initial symptoms ——
A-group Intrauterine infection Adnexitis
Symptoms OFLX | AMPC| Statistical | OFLX [AMPC| gyatistical | OFLX |AMPC | Statistical
62 62 test 34 35 test 28 27 test
~<37.0 21 24 10 11 11 13
Body 37.0—~<37.5 27 16 16 9 11 7
temperature | 37.5~<38.0 7 12 N.S. 4 10 N.S. 3 2 N.S.
Ch 38.0~ 7 T 4 3 3 4
Unknown 0 3 0 2 0 1
Lower ! - 6 6 5 6 1 0
abdominal | - 25 29 NS. 16 18 NS. 9 11 NS
pain - 31 27 13 11 18 16
- 0 0 0 0 0 0
+ 8 16 7 13 1 3
Local P <0.05(W .
: "cda + 2| 3| L 105 2") 19 | 17 NS. 13 | 17 [P<0.10(W)
ndernes 1005
enderness i 21 12 * 7 5 14 7
Unknown 1 0 1 0 0 0
L 3 2 3 2 0 0
ower
+ 27 36 18 24 9 12
i \.S. N.S. N.S.
tabd:m‘“a‘ # 31 23 NS 13 8 18 15
rness
endernes Unknown 1 1 0 1 1 0
~< 8,000 28 30 16 11 12 19
WEBC 8,000~ <10,000 16 18 8 15 8 3
(mm?) 10,000~ <12,000 8 7 N.S. 5 3 N.S. 3 4 NS.
mm
12,000 8 4 4 3 4 1
Unknown 2 3 1 3 1 0
- 23 24 12 9 11 15
+~2+ 21 21 13 15 8 6
CRP 3+~4+ 9 11 N.S. 5 7 N.S. 4 4 N.S.
5+~ 6 2 3 0 3 2
Unknown 3 4 1 4 2 0
Table 9 Background of patients —— Causative bacteria ——
All cases A-group B-group
Causative bacteria Statistical Statisti isti
OFLX | AMPC atistica OFLY | AMPC Statistical OFLX | AMPC Statistical
test test test
G +) 11 12 8 7 3 5
Mono-microbial |Gt —) 13 9 N.S. 3 3 N.S. 10 6 N.S.
infection Anaerobe 3 3 0 2 3 1
Sub total 27 24 11 12 16 12
Gl+)+Gl+) 6 5 4 5 2 0
G(+)+G(—) 7 7 6 5 1 2
G(—)+G(—) 0 2 0 1 0 1
Poly-microbial |G(+ )+ Anaerobe 2 4 N.S 1 3 N.S. 1 1 N.S
infection G(—)+ Anaerobe 2 2 2 0 0 2
Anaerobe + Anaerobe 5 2 3 1 2 1
G+ )+G(—=)+ Anaerobe 1 0 1 0 0 0
Sub total 23 22 17 15 6 7
Total 50 46 25 27 22 19

G(+) . Gram positive aerobe, G(—) . Gram negative aerobe.
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Table 10 Background of patients —— Susceptibility of causative bacteria ——
Causative | Inoculum size L MIC (pg/ml) . Statistical
. p Drug | Medication Total
bacteria (cfu/ml) <0.20/0.39]0.78|1.56 |3.13 |6.25|12.5| 25 | 50 |>100 test (W)
OFLX 14 3 5 7 8 7 2 46
OFLX N.S.
108 AMPC 20 3 3 2110 7 3 48
OFLX 8 2 113 1 5 1 1 1 14 46
AMPC ) NS
AMDPC 5 300 12 2 5 3 1 1 16 48
Aerobe
: OFLX 25 1 3 3 6 46
) OFLX AMPC 25 5 2 S 7 47 NS.
10° 6
OFLX 11 4 10 7 1 1 12 4
AMP N.S.
¢ ANDPC 7 7 8 9 1 1 14 47 S
OFLX 1 3 5 2 1 1 5 1 19
X S.
OFL AMPC 2 2 1 1 3 2 1 12 N-S
Anaerobe 108
OFLX 10 7 1 1 19
AMPC N.S.
\ AMPC | 3| 6 1 1 1] 12

OFLX #58¥ 28 flhEARE6 Fl, nFE 17 4], 0=
%ES G, AMPC #55 27 fidh, EBHE20, XK
£ 16 fl, ®X;E6GH, TEIBFTHY, OFLX #
582 AMPC 5B LELBEENE D b h i
(W : P<0.10),

BR Tk, OFLX 5% 34 fld, EHAEIG, &K
%21 fl, RRHELG, FE2H, BlLlfl, ToK
ERY 88.2% Thh, AMPC £55% 34 fih, EHK
E6 0, FE L7 6, oH;E6G, NEIC, B2
G, FoahERI 67.6% T OFLX #5BEH» AMPC
BEFCH LERAERA 2R E i (W:P<LO0.10,
X?: P<0.10),

2) EREET

FHREC I Y HEINEEER OREK R & Lt
zF L7 (Table 12),

LREGITOTHR B &, BIER, FEG CIXHEESR
M BEEEZ L RD LRI »Teh, FEFETIE OFLX
#E5FE 70 G, EHAYEE 18 0, 2FE 43 O, R,
E50), AE3G, BL1GITHD, AMPC 55 67
sk, ZEBEE 10 Fl, wEE 43 fl, CPHUE’H,
Z 40, B2l OFLX #55» AMPC # 55 X
hENBEE %R L (W: P<0.10),

AFETIE, BE FEE BEEoVThiikuTl,
TEREHERMICEREZRALR L) - T,

BRTIE, BIE, BEECKVT, BREEMCEEE
RERD bR h o fe s, REEICRS VT OFLX %57
29 Uik, EWAES O, FE 18 I, TE 20, Bkl
G, FoHERIL 89.7% THbh, AMPC #5pE 27
O, EWSES O, &E 18 fl, 2LH;ES H, TE
36, BElL1f, ZToHERIL 66.7% T, OFLX {%

SRoUERIL AMPC B LEhsEEEY R Lk
(X% : P<0.10),

3) ETREAETFH

SEFTOWT, Sk - AR, EBREE - A0HE B
LR, OHRE, MASHLBORFERS JUBREE SR
BB RTIe -~ IciER, ERES - SHERXE SV
FEF (W:P<0.10) ¥ XUR{LHERe LOES (X2: P<
0.10, W : P<0.05) 23\~ T, OFLX #58»1 AMPC
BEFLIVERLIEFATH 7 (Table 13),

Eic, A B SEMEEOR R ORI T, %
B, MZwXsER THESH THESER CRP
WBC WFhoEBRE T, HRERMCAEER
ZHSREs ot (Table 14),

1) EXREF

NNERETEVTRAEI HEE SR 96 Flizo X
REDF & beletiat Lo

BMRYTIE, A oW Thb e OFLX #58T
EWAEAD, BE6H, LkELIN, AMPC # 5
HTERRELD, BETH, LPHUELIHTHY, *
TeBEEIC DOV TAH % & OFLX 5B TEHNE2
&E 1L G, RHELG, FLE20l, AMPC B 5%
TIXEWRREI G, HE6 P, LehE20, L0
T, WThORBCR VT MR SHEICEE LI
bhighote, i, FEBHR IS 7 ABHE, 7
7 AIEMEHE, MEHE OV BB HEE RO
REYRICEEEZRDIH -7 (Table 15),

RBEBRZOWTH, BHRERY L AERR SRR OR
REBRICEEZIRD LI » 1z (Table 16),

5 NERALSHEC X BEKDE

1) 2fEfER XOEET
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Table 18 Clinical effectiveness judged by committee members classified by initial severity

. ) o No. of | Excellent | Good Effectiveness rate(%) Statistical
Severity | Medication . Poor
patients (E) (G) (E) (E+G) test
OFLX 10 8 2 0 80.0
Mi 10(W
fild AMPC 12 5 7 0 a7 |PS0100W)
OFLX 13 7 6 53.9 100
Moderate | -\ \ipc 13 7 5 1 53.9 w3 |V
. OFLX 18 1 15 2 5.6 88.9
Severe AMPC 10 3 7 30.0 100 P<0-10(W)
OFLX 41 8 29 4 19.5 90.2
Total AMPC 35 10 17 8 28.6 e T
INFERLW X BHIELT b 139 O 2 5 BERH Fig. 5 Profile of symptomatic improvement
DB BIEEH R E & R L7 (Table 17), —A-group—
LHEFITiX, OFLX # 58 72 ik, B8 K, B ] i Statistical
52 fl, %) 12 flTHYH, AMPC 67 . Symptoms |Elprsfre Improvement rate (%) test
v AN IT5Y, B 5B flsh, & — 0 10 20 30 40 50 60 70 80 90100 x*or F
# 10 f, A% 35 O, Wk 22 WTHotco TOHM g 3415 < N || ~s
R (ER+H%) & OFLX #55¥ 83.3%, AMPC # temperature 7 | 57 | 33 e || NS
L3 67.2% & OFLX $5EH AMPC 5B ICH L L;(;\'er B[54 a S| NS
abdomina S~
BFECER DR TH > To (X2: P<O0.05), pain 7|50]48 % q| Ns.
ABETI3, OFLX #5841 fich, Z@8ol, A% o0 13]32]% NN NS,
20 G, fE%h4 I, AAER 90.2%, AMPC #hpf 35  ladmes|/|W|P © || NS
Gih, E% 10 G, B 17 G, EHeHl, HHE La PP N
; tenderness | 7| 50 | 51 S P<0.05
77.1% LB SEECEEERALRE» T, EE E
3128125 o N.S.
HOEFTIETFEMNB 25 K2 B3\ T, OFLX #55¥ WBC | " ’: N \‘ =
(12612 o NS
18 flch, ZE 4, B 13 4, EHH10l, FH X - —
33226 oo T~ NS.
94.4%, AMPC {58 14 (ish, HEH30L M6,  CRP i >~
ME%h S B, BRHEK 64.3% T, BRIERITE\WT OFLX e OFLX, o--0 AMPC
BEFICERLEANED Sl (X2 P<0.10),
BT, OFLX #58 31 s, A% 23 fl, &%)
87, HzhER 74.2%, AMPC #53f 32 i, B
18 G, f%%h 14 0, FEHE 56.3% THH, FLGHHE Fig.6 Profile of symptomatic improvement
IZEEZEIRD LRI 5T, —B-group—
2) EFEEF —
. ‘o Statist
INEBSC L hEEE HEINT-ARE 76 flo, B Symptoms | % oLy v Improvement rate(%) al&lca
FERERI DEERZN B & R E L7 (Table 18), D T 10 20 30 40 50 60 70 80 90100 )/I\OLF
BfETIT OFLX 58 (W: P<O0.10), ¥ 7c@fiE Redness |- v; 30 b \\ r\\
Tix AMPC 5Bz (W:P<0.10) ThZhffihs D NS
A AT St Swelling _ 7‘9 3‘) u\\ \\
) B FEAIRSHT R L |3]333 . NS
AREOR HBIARTT B AR L, W 5RO 4R S P =3[ ~s
B35\ B BEFR 2D B & Holetiat Lz (Table 19), —Tinln s
(kiR 37.0~<37.5 B (X?:P<0.01, W:P<0.05) Size T s
X0 CRP (=) B (X*:P<0.05) 1=k\T OFLX NREEIE o N P<0.05
FYERE, E T fEE~3T.0 BE (W : P<0.10) 1035\~ C " 7 > xS
AMPC # 5BV ERDLBBTH » 1o L DMOFIIE ——OFLX, o--AMPC

HizownwTiy, MRGHEMCEEEIRD bhicns
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Table 19 Clinical effectiveness of A-group judged by committee members classified by initial symptoms
o No. of | Excellent| Gocd Effectiveness rate (%) Statistical
Symptoms Medication . P Poor -
patients (E) (G) (E) E+G) test
OFLX 5 3 2 0 60.0
~<37. P<0.10(W
37.0 AMPC 6 2 4 33.3 100 W
OFLX 23 7 16 30.4 100 P<0.01(£*(E+G))
T e s
Body S:0=<315 1 \\ipe 15 4 s 7 2.7 53.3 | P<0.05(W)
temperature OFLX 6 1 4 1 16.7 83.3
(°C) 7.5~ <238. - ' ’ N.S.
3757 <380 AMPC 9 3 5 1 33.3 88.9 S
OFLX 7 6 1 0 85.7
0~ NS,
8.0 AMPC 5 1 1 20.0 100 S
B OFLX 2 1 1 0 0.0 | g
AMPC 1 1 100 100
Lower n
abdominal - OFLX 13 2 10 1 15.4 923 |\
com AMPC 16 2 9 5 125 68 & >
pain
. OFLX % 6 18 2 23.1 2.3 | o
AP IR 7 8 3 38.9 8.3 |
- OFLX 0
AMPC 0
. OFLX 5 4 1 0 8.0 |\
Local AMPC 6 1 2 3 16.7 50.0 o
tenderness OFLX 19 3 15 1 15.8 94.7 \s
N AMPC 20 6 10 1 30.0 8.0 |
B OFLX 17 5 10 2 29.4 8.2 |
AMPC 9 3 5 1 33.3 88.9 |77
} OFLX 3 1 2 33.3 100 B
AMPC 0
‘ i OFLX 14 3 9 2 21.4 8.7 |\
Lower AMPC 19 5 9 5 2.3 737 |7
abdominal OFLX s ; 7 N 74 o3
JELY : 7 2 7.4 .
tendernes - N.S.
endemess AMPC 15 i 8 3 2%.7 0.0 |V
| OFLX 1 1 0 100
nkno N.S.
Enknown ANPC 1 1 100 100 NS
T
OFLX | 12 10 1 8.3 9.7 |
~< 800 A
BOOL e | 6 5 8.3 58.3 >
CLOGFLY | 13 3 7 1 38.5 23 ..
000~ < 10,00 - N
8.000=<10.000 4 4\ jpe 15 7 6 3 43.8 81.3
WBC OFLX 1 5 ] 12.5 7.5
) i 6 2.0 8.5
~ <12 () NS
10.000=<12.000 1 y\ipe 5 2 5 40.0 100
| OFLX 8 1 6 ] 125 875 |
00 ~ NS
12,000 ARC 2 2 0 100
I AFT Y
OFLX | 9 1 N 1.1 100
— | | 20.05( *(E+
CoAaMEC | o 2 2 5 222 g |POBEESG)
OFLX 16 5 9 2 31.3 875 | ..
+~2+ R ~ NS
AMEC 16 3 S 3 31.3 81.3
OFLX 9 2 6 1 2.2 88.9 .
. j+ ~4- N
CRP 4 AMPC 8 3 5 3.5 100 °
OFLX 6 5 1 0 83.3
. 'S
o AMIC 2 2 0 100 N
OFLX | 1 1 0 100
Unknown e | 0
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Table 20 Bacteriological effect judged by committee members
No. of Parti Elimination |Statistical
Diagnosis Medication | 0, © Eliminated ért?ally Replaced | Unchanged | Unknown lmm? fon ptatistica
patients eliminated rate(%) test
Intrauterine | OFLX 16 5 1 5 2 3 38.5 NS
infection AMPC 15 6 1 3 5 60.0 o
OFLX 3 1 1 1 50.0
A- Adnexitis N.S.
Eroup Adnexis - ampc 3 1 1 ] 50.0
OFLX 19 6 1 5 3 4 40.0
Sub total N.S.
ub tota AMPC 18 7 1 1 6 58.3
OFLX 0
Bartholinitis
arthohinitis AI\]PL 0
B-group
Bartholin's OFLX 21 16 1 1 3 88.9 NS
IN.D.
abscess AMPC 19 11 1 1 1 2 64.7
OFLX 40 22 1 6 1 7 66.7
Total N.S.
ota AMPC 37 18 2 4 5 8 62.1
1o Moty Fie, WEMTZDE, 77 ABHECHEW

) BRKER, BRREEOHER

FRIKEER, BRBREMBOREEBIEE, 7 HEOH
ERE S HE THE®RE L (Fig.5, 6), sER
3, BWERNCHA L R EEE LIERI R SES & L
THEHW L, 73, {6, WBC, CRP, k& XizoW\T
13 Table 2 o Th ThEBILL, %7, FHEBITE
WTHEGRTORT RANER I E G X VBRI Lico

ABETIX7THEONDBICXAERR, B T3, 3HE
ORI TEEENZ LR, WTFhd OFLX HERIE
hTuie (P<0.05),

6. NERLSHET X HMEENTE

1) EGIFIHHEFERIRF

INERESBEIRFRHIERBAED 139 D 5 b, LHKHE
DHETE I NIFEGI 77 BITHhH 1o OFLX £ 58 40
B, IEMAL 22 f, —EEK L6, BxRe 0, TE
40, TH7HTHY, AMPC &58 37 g, &tk
18 @, —¥H%k 2 B, TR 4 0, N5 I, "EA 8 fl
THhoteo TORMALER (&t / £EF—TH) i,
OFLX #5 Pt 66.7%, AMPC # 58 62.1% TH b,
MREHM BT ERRD S hiah -1,

Fio, ARE, BEEOWMEBH ISV TLHELFEOM
HEARRICHEEERRD I - 7o (Table 20),

2) EAEFIMEFENZE

FREBRRLDREHCHBES 192 G, REEI HEE
Thic 96 fil, 163 BizoWT, WEEREDONERV I
et Lico

BRI T, OFLX % 58 27 #heph, Mk 18 #k,
LB, TOI8EkR, THAEK 94.7%, AMPC B 58
24 tkeh, Tk 12 Bk, FEE3ER THIOER, M A X
80.0% THH, MXEHOHERT FEEIALNK

T OFLX #EBDHER 90.9%, AMPC 0l £ =R
71.4% & OFLX 5B OBARVERTH»1ch, 7
S AGHE, MEEELED VTR OV TLARER
B AEZE D bhish » 72 (Table 21),

EERERETIE, OFLX #55 58 ¥k, & 30 #,
FHe5 bk, B3 23 Bk, (HKXR 8..7%, AMPC #
54 Bkrh, 1Kk 29 Bk, FFRE4tk, W 2L Bk AR
87.9% ThHbh, WMEHEBECEEZIZDLNILI-
7= (Table 22),

tk, BHEEFICRBBEE LT, OFLX %589
fl 10 £k, AMPC #2586 §l 9 thprixbhic (Table
23),

7. BIfER P XUERKREERY

BIPERARBL LIcRED ., OFLX 53T 123 4
76 (B.7%:REELG, PERELH, EE206) T
HYH, TORE ERFIEIRICEMZ6GITH T
AMPC #58 T3, 123 {7 ) (5.7% : fE 2 {4,
FERE3 M, EE2 M) CEFAOEEN LR, TO
RS FIESRIEGNLS FITH - oo BIfFR DI
RIZBWT, HREHECEEEXAOR -1, @l
fER DML DM, OFLX 5RT3Bkis, 1§
B, EBX - £FEER, BX - BR ZREEL10, %
Z20IThHh, APMC #EFFTIITH - 1w, EL,
MBS - UM, MRS - IRR& 16, RE3FITH-
Too WTFHOERLIFSFIES D VIR THTNTHE
L7z (Table 24),

i, BRBREEORY ¥E LICIEAIL, OFLX #45
B 116 Gk 4 0] (3.4%), AMPC #4548 119 {43
0 (2.5%) ThH, MEEHORBARCHEEEIALR
e o te FOMWERIL, OFLX 5B TiX Al-P 0 |- 7
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Table 21 Bacteriological response classified by causative bacteria (1) —— Monomicrobial infection ——
No. Eradicati Statistical
Causative bacteria Medication © ‘Of Eradicated | Persisted | Unknown racication | Statistica
strains rate(%) test
. - OFLX 4 3 1
S. epidermidis AMPC 3 9 )
OFLX
,1 N
Staphylococcus AMPC ) .
OFLX 2 2
. agalacti
5. agalactiac AMPC 2 2
- Streptococcus OFLX ! !
Gram a-Streplococcus AMPC 1 1
positive OFLX
aerobe _Streptococe
r-Streptococcus AMPC ) 1
Streptococcus OFLX
prococeu AMPC 1 1
. OFLX 1 3
E. faecalis AMPC ) 9
OFLX 11 6 5 100
; N.S.
Sub total AMPC 12 6 1 5 8.7
. OFLX 9 7 2
E. col AMPC 7 4 2 1
OFLX 1 1
K. oxytoca AMPC
P ouleari OFLX 1 1
Loulgans
Gram vulgan AXV[PC
negative OFLX
aerobc esicularis -
P. vesicularis AMPC 1 1
. OFLX 2 2
H. influenzae AMPC 1 1
. OFLX 13 10 1 2 90.9
Sub total AMPC 9 5 2 2 71.4 NS.
.. OFLX
B. bivius AMPC 1 1
. OFLX 1 1
B. ureolyticus AMPC
P § OFLX 1 1
. magnus AMPC
Anaerobe OFLX ) )
GPC AMPC 1 1
OFLX
D
GPR AMPC 1 1
. OFLX 3 2 1 100
Sub total AMPC 3 1 9 100 N.S.
OFLX 27 18 1 8 94.7
NS.
Total AMPC 24 12 3 9 80.0
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Table 22-1 Bacteriological response classified by causative bacteria (2) —— Polymicrobial infection
Causative bacteria Medication NO'.Of Eradicated | Persisted | Unknown Eradl(():atlon Statistical
strains rate(%) test
S. aereus OFLX 2 ! 1
. AMPC 3 2 1
S. epidermidis gshzé é ‘11 1 3
Staphylococcus 2}\:/11‘ P\(C 3 % i
S. agalactiae gill‘:C i ] 1
S. salivalius gih:i 2 ! !
. s s OFLX 1 1
Gram S. viridans AMPC
positive
aerobe a-Streptococcus X;‘ILP‘E, i }
- Streptococcus i)\;lLI‘:EZ ; 1 }
r-Streptococcus g; [L}:é 1 1
o OFLX 8 4 2 2
E. Jaccalis AMPC 10 3 1 6
E. faecium Xih}é 3 3
OFLX 27 13 3 11 81.3 S
Sub total AMPC 25 12 1 12 92.3 NS
E col OFLX 4 1 1 2
oo AMPC 6 3 2 1
. OFLX 2 2
K. pneumoniae AMPC 1 1
K. oxytoca X;;‘;{: i i
OFLX
E. acrogenes AMPC 1 1
. OFLX
S. marcescens AMPC 1 1
P. mirabilis gihj}/ } ]1
P. vulgaris gih?(c 1 1
Gram . OFLX 1 1
negative M. morganii AMPC 5 2
aerobe - =
. OFLX 1 1
P. aeruginosa AMPC
X 1
P. fliorescens Xle P\:J 1
o OFLX
A. calcoaceticus AMPC 1 1
L i OFLX
Acinetobacter AMPC 1 1
C OFLX
F. meningosepticum AMPC 1 1
. D 1 1
H. paraphrophilus X;‘ILI:E,
- OFLX 7 1 4 87.5 ‘o
Sub total AMPC 8 3 6 72.7 NS
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Table 22-2 Bacteriological response classified by causative bacteria (2 ) - — Polymicrobial infection ——
N . . P y f - | ) radicati Statistica
Causative bacteria Medication I\u..ot Eradicated ’ Persisted | Unknown Ex 1d151t10n tatistical
strains rate’ %) test
P OFLX
B. _f)agz/xo ANPC 1 1
T OFLX
B. asaccharolyticus AMPC 1 )
. N OFLX 1 1
B. distusiins AMPC
OFLX 1 1
YN
B. ovatus AMPC
OFLX 1 1
3 reolitions
B wrcolvticus AMPC
o OFLX 2 2
P. asacchaiolyiicus AMPC 5 2
P. magnus OFLX 4 2 L 1
ANMPC 1 1
P. anacrobius OFLX 3 2 !
N AMPC
o OFLX 2 1 1
Anaerobe P. prevotii AMDC
.. . OFLX 1 1
1y s
S. intermedius AMPC 1 )
o OFLX 1 1
C. beijerincki ANMPC 1 i
OFLX 1 1
E. lcntium AMPC 1 )
. ) OFLX 1 1
E. limosin AMDC
o OFLX
FEubacterivm ANDC 1 1
P acnes OFLX 1 1
Sene AMPC 2 1 1
C OFLX
V. parvula AMPC 1 1
. ; OFLX 19 10 1 8 90.9 Lo
Sub total AMEC 12 9 3 100 NS
- OFLX 5% 30 5 23 85.7
Total AMPC 54 29 4 21 87.9 NS.
Table 23 Causative bacteria and isolated bacteria after treatment
Medication Causative bacteria Isolated bacteria after treatment

E. faecium + K. oxytoca

E. fuccalis + M. morganii + P. mirabilis
E. faecalis

OFLX E. fuecalis + K. prewmoniae + P. aeruginosa

E. fuecalis + E. coli

E. coli

P. prevotii + P. magnus
S. epidermidis

S. auveus + E. faccalis + E. fuecium + K. pneumoniae

E. coli + K. pneumoniac
Staphylococcus

E. faeccalis + A. naeslundii

S. agalactiac

V. parvula

E. faecalis + E. coli + S. agaluctiac
P. magnus

P. magnus + Peptococcus
Pseudomonas

AMPC

E. coli

S. epidermidis

S. aureus + S. cpidcrmidis + Staphylococcus
S. agalactiac

E. coli + B. fragilis

E. fuccalis + P. acnes

P. cepacia

K. pneumoniae

E. faecalis + K. pncumoniac

E. faccalis + E. coli

E. coli + S. epidermidis + E. faecalis
E. faccalis + E. coli
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Table 24 Side effects judged by committee members

Side effect
No. of Statistical
Medication ! 0, © Yes atst!
patients No test
Total Continued Discontinued
OFLX 123 116 7(5.7%) 1 6 NS
AMPC 123 116 7(5.7%) 2 5 o
OFLX AMPC
Side effect -
Mild Moderate | Severe Mild Moderate | Severe
Gastrointestinal disturbance 1
Stomach pain 1
Diarrhea and vomiting 1
Nausea 1
Nausea and malaise 1
Nausea and headache 1 1
Enlarged abdomen and sleepiness 1
Urticaria 1
Eruption 2 2 1
Total 1 4 2 2 3 2
o (0.8%) | (3.3%) | (1.67) | (1.6%1 | (2.4%) | (1.6%

Table 25 Abnormal changes in laboratory findings judged by committee members

L No. of Abnormal changes Statistical
Medication .
patients No Yes test
OFLX 116 112 4(3.4%) NS
AMPC 119 116 3(2.5%) o
OFLX AMPC
Item No. of patients No. of patients with No. of patients No. of patients with
tested abnormalities (%) tested abnormalities (%)
Al-Pase 1 77 1(1.3%)
Eosinocyte © 62 3(4.8%) 71 1 (1.4%)
GOT 1 91 1*(1.1%)
GPT 1 91 2%(2.2%)

* Including one patient with GOT and GPT elevation.

16, HFREERHEL 3 M THH, AMPC 58 Ti13 GOT
$ LU GPT 0 kR, GPT 0 L&, iFHHRHEEE 1 HIT
Hotto WTHORELBRETHY, HEKTHRER T
€ L1z (Table 25),

8. FHREHE LAIEAK

EHREC X Y HE S NTB A2 RGN T s
7t Lz (Table 26),

LfEFT, OFLX #55 96 fld, JEE iR 22
oI, WR 59 fl, ©e@E 11 §l, R#E46ThHD,
AMPC #5753 96 fish, FEH R 15 f, R 60
B, MR 14 f, il s fl, EHTRH 26 TH -
oo ZOMRE GEFCHiE +#E) 1%, OFLX #5&5
84.4%, AMPC #%58f 78.1% Thbv, WHELERELC

BEEZIDDLNID 5T,

7, AR, B H5VITEARY FEARBE
REDWTHARGHOFRECEEZITD bhieh
o‘ﬁ:o

II1. # =

FEREOHER OFLX iR A AR IE o 1f
TORPELREM I L, AFIOBEREY BT S
BRYT, AMPC »WBEL LE_EEHREC L S LE
RE v £E 53 MR OKRAMEIC X hER L,

EmABMUROEE LRGSR, BRARSRTHY,
BOHAEYBEI—BCmF~D EEB 71K Tkt
<, Lo TEMET AR ORKECL TN oK
FIOBITVHE LIVCVWD X, TOBRBICIIES AL
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Table 26 Usefulness judged by doctors in charge
M N y Usefulness o
. . . No. of IaArkedly lo.deratel) Fairly Un- Markedly (07 Statistical
Diagnosis Medication . satisfactory | satisfactory ) . ) rate(”s)
patients ) satisfactory | satisfactory |unsatisfactory test
(Ma) (Mo) (Ma)|(Ma+Mo)
Intrauterine | OFLX 34 6 25 2 1 17.7 9.2 NS
infection AMPC 35 7 25 2 1 20.0] 91.4 o
OFLX 28 6 14 21.4 71.4
: Adnexiti NS.
Acgroup| Adnexitls |\ pe oA 2 15 2 1 74| &0 |
OFLX 2 0 19.4| 8.3
Sub total 6 1 3 ! ! ~ N NS.
AMPC 62 9 40 9 3 1 14.5 79.0
5 gzrt}}’l‘)‘l‘,"‘,t‘s OFLX 34 10 2 1 3 29.4| 2.2 .
~grou; T ns ..
group Bartho AMPC 3 6 2 5 2 1 17.7] 7.5
abscess
X 2 5 2. 4
Total OFL %6 2 59 11 f 2- 9 f«i NS,
AMPC 9% 15 60 14 5 2 15.6 78.1

WEIACOIhD, ¥, RAEBERPMEORXE X HTE
THLLIRERDRAKEN D> THRETH DA, B
YUIBREMR»OHERELISE & Th, 775 2B%
W, 77 aBHE MSME EECRELTVWAZ L
&, DEREORVERL, 77 ABEE T E
faecalis, S. epidermidis, 75 AEME TIiL
E.coil, K. pneumoniae, ¥ 1o E Tk B.fragilis,
P.magnus, P.asaccharolyticus 158 Thbo

OFLX i1, “hb 77 aBE, 77 sBHE, #
SHEEIH LeD MIC 1144 3.13 pg /ml AT LR
THENERTI LD MORTWAY, ¥1, kN H
AW D\WTiE, b i 300mg BEHRE LckoFHIE
EE, I, IR A EEEKNEE L WTh
L# Spglg LMEPREL V&L, FAEDOEED MIC
% LB BIF e iR BB~ OB IT R R T LdmE
ThTwbY, —F, AMPC TiiMli5+i&iE 3.4 pg/ml
B FEBEEEIX 0.9pg/g LRESh TR, Itk
HHRABA~OBITHELC L0355 b T v b, OFLX
@ Open trial ORFE "2 E LD THRD L, FEMNBS
% 16 B, FEMREY 37 §l, <~y viRE 10 flo
BHFRIL, ThZXh 93.8%, 100%, 90.0% THhhH,
BHTRETH T, Eio, BIFADORBR 2 856
99 FITHHY, FIEE LD DIXALRT, Kt
I ENHERIN TV,

D ED &KW, ERIRNIGT OB Y .S ¥ 2 REIDE R
ABBUSRGEC/T 52B A RFE T2 2 & & L

AR D RYFE 33 5 EF OFMIE, PR, itk
ABANDOEABIT LHEEERE A TS MIC, X
U Open trial TORBPEEETHEL TIhTE
e Lin Liehih, EOFIOBE, HEBTvHME
CHHTHZ EIREE DGR D> THETH D, £

S. aureus,

TTHEN, chboaxZEEL, EFOBRMELER
BRI T 2 e AR TRID TORATHHEE
BB AR 2 5T E LT,

FNEEBIEL, AFHYVERFTH DD, MEERI A
BAAFEARY, TEMBER (AR L/HESEREE
THoH M) VRE, <) VRIRE (BB &L
o

BRI OREICHT» T, AFERRYGETHELY
BTAREOFT, AFLSHCHBRMNERINTED, #
SHEYESD T, 75 2BHE (S. awreus, S.epidermi-
dis, E.faecalis), 75 n[etE (E.coli, K. pneumoni-
ae) oY, AFURERE,» OR\VAE THBEI R AEN
REMLTRTZ LI EDEMERE E L T, Amoxicillin
(AMPC) % rHBEA L L1,

OFLX o#f5EwcBl LT, AFIOWES, hHBE
BIVBEKRABOBFA I 1 HE 600mg (53) &L
¥ic AMPC B LT, MEEBTERARERXET
CEERBRLCE A BEOR EHETHS1H 1,000mg
(74) &Lt

FIERBT R T, WREBOMELERE, 2
RHEOH—MEXEZEL, BERCERINCE L OESH
FVEME DERKABRER X BT LT, RFURRYIE D
RRYGER A RBLT A6 K fE IR, HWEHEB W THRE
L, 2MrEEE, HRHEEEXER LT, Flk, AEEE
L BHEL O TTI» 7o L LEAKEEE, 414,
FREDOHEARB RS ER L TSR THRL, &
DI L T RELDEEZ B,

AR W TRAEFI 5 S NIEGNE, 5
257 i, OFLX #5%8f 129 f5l, AMPC # 5% 128 fj
Thoto 2DIH, TREBRBKDRBITMRENE L
TEHRAINIE X 192 ) (OFLX #53 96 fi,
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AMPC 58 96 ) Th - tco BRIMEDIH 65 0l %
MoteDiE, RITBENIX 512, AFOERARHK TIX
—EHERKEAR IO TORRTH Y, T ORBEC
HBERIBYEASMEN T o\ Todd i, AREGORIRCE
WTEBZEEABREOMICRE - Icled EELD
ha,
FHREBRKRDRBITSRIES] 192 Plic> %, W5
DEFRTF & BHE Ui, ¥ 5bRERT RO AL
flks XOFEMBRLCHS T, OFLX #EFic N
X BERBABREEGIAME - T B EEHFES bt
H, WThoBERFoWTLEEREIRD»RT
TSR IE—D®EM & L7t LB T,
THREHTEC L AEEDRCOVLTL, B NREE
¢, OFLX #&5REoarERN 86.5%, AMPC 5.5
DUERN 76.0% &, OFLX #EHOUERNIEVH
F%R Lico EBICHAD L, FTEARRTIIAEGH
B EE D ORI - 1ohy, TEMBERE LD
SR VRS e S b)) VIBEBEI kT OFLX #
SROBKSHEN BN DBEECH > HUEo OFLX
BEROBRIEERDRE, AFOENIIEN &kt
HBREAMEANDORIFIABITERBLIER VX 5, &
RERHETE LB EBEERK DRI RIEC] 96 fhic
DUWTIE, TR GHEOBRS R E MR, BERE
FluFhe s THERERRD bhieh 1o,
INERLEERD BB RIEG & U TEHRA S I ES
139 {) (OFLX #¥ 58 72 (jl, AMPC {358 67 #)
oW, EREHE LRk BE RD DRI, T
7o, LFEFIT OFLX #E5EBEOHEZHEA 83.3%,
AMPC #5BEOHEBR 67.2% &, OFLX #EEED
BRHEIBECER TV, BB S L, FEME
gk T, OFLX #5 B nH%hE 94.4%, AMPC
BEBROEMR 64.3% T, OFLX 5 HOBEHELE
WEEER Lo AZHERLEAR O RHELEEC
DUVLTUE, BB L 5T, RIS THID TITR
bhtchDoThbh, SEILETHRINAIRLEWE
EZx B0, SEIOHTEHIEDFZ LM COWTIL, Fig.d
% X O Fig. 6 1R L7l ~ OFEREER 0 B )7 #E B
wingEw REhiceEZx b, Tihbb, A BHEET
3, BE5BIRT BB ORZI X AEM, FABRKET
13, BEBB3IABOBHICEWTEEE,NEDLR,
wFhd OFLX #EFCHRVHERIRINI, O
X5 REEIRER ONRFES X, ERABFBREREDSHK
ODoEERHKAREOEE/LIRRELIVE 2 L E 2
%o
bRz, KK L AMPC 0&BMHME AT BT
EHCHABABTYOORE L RMMEZRLIZL DT,

ARIOKERBPIBALXE LSRR LI D EEZ DR, K
M ERENZ L ThoTcZ EuRT L LI, KA
DERERCRTHIEREYRLILDEEZL S,

NNEREBHFDRBITRRIECID 5 b, BB HEE
IhifER (OFLX # 5% 40 i, AMPC 5% 37
G o ZEEGIPIMEEND R BE S hicy, Tht
hoath{bx, 66.7%, 62.1% THH, WEGFRREIC
BEZIDDOIIh > 1,

—%, BRAEIEEHRE EREBKD R
PR SIEGID 5 b, RAHEHIHETE Sz 96 {7, 163 £k
(OFLX #¥ 5Pt 85 £, AMPC & 5 878 #) = > ¥
BEt & hvtc, By 51 £k (OFLX # &5 3 27 £,
AMPC {3 53¢ 24 #k) 1o\ T3, OFLX #EBEDH
KRR 94.7%, AMPC HEREDHKE 80.0% THH
¥7:0B &4 K 4 112 # (OFLX #3458 58 f, AMPC
P ERE 54 £ T3, OFLX #4572 85.7%, AMPC
5P 87.9% LuThick Wb HBEHONERCE
BEIDRDONIEh T, HEERTIE, 77 2BHEIT
T OFLX 5ol ARIL, BEMEAR, RAKR
LTRIZEWTLH 90% LERTH- I BEEIRR
Dh R -T2,

Bl B © % B 213, OFLX {58 123 i 7
(5.7%), AMPC 558 123 Gih 70 (5.7%) &W#H
ERMCABEEIRD ORI 5, F1:, W EHEY
BUTESELBERIESORY, WIhOERGEE
FIEH B VIR ER T BTN THE L, BKRERE
fEDFBIR 1, OFLX ##5%F 3.4%, AMPC & &5 %
2.5% THH, VAT IF—X¥DLRA, FEEEROM
ST EAETHY, HCBEKEMBEEL DL 0xlieh
57 MR L b CREDE VIR L H I i,

FREHE I X A E AL OV TIE, LEFTO
OFLX 5B oiRE L 84.4%, AMPC 53¢ 78.1
% THh, OFLX ¥ 5ROl EE» AMPC £ 5D
Fhk bEEl> TWIHEBREIED bR -1,

DAk, FERARHIRRYE, HFCFERRY, FEM
BEE, A ) VBRIV LY vIREBEhT T
% OFLX ofzhk, KetROHERA %, AMPC Z%t
ML LTEE R X ) ket Lo, OFLX
13 AMPC Tt ~BERICERZI R ZR L, 2 2REDR
WEEWERRET D ENMR I, KA, AR
BT L, SHBRNEBE 2RI NFETELEHR TS
hEELOLRIS,

X 58
1) SATO, K.; Y.MATSUURA, M.INOUE, T.UNE,
Y. 0sADA, H.OGAWA & S. MITSUHASHI : In vi-
tro and in vivo activity of DL-8280, a new



2)

3)

£

5)

6)

CHEMOTHERAPY

JAN. 1986

oxazine derivative.  Antimicr.
Chemoth. 22 :548~553, 1982
BEIFE, fib:DL-8280 o fERIEE TN T2
in vitro FE{EA 2\ Ty Chemotherapy 32
(S-1) : 52~58, 1984

B R, f : ER ABEIRIC 30 2DL-82800
KB - BRI, Chemotherapy 32(S-1) :
934~943, 1984

B B—, b : DL-8280 o (i A5, i.Chemothe-
rapy 32(S-1) : 925~933, 1984

3R OEAE, b : EEAF ABHEUR W #5135 DL-8280
DEBER - EEKA98 4, Chemotherapy 32(S-1):
908~924, 1984

T, fib R ARHEEGC 557 5 DL-8280
DR - EE R 9# 3, Chemotherapy 32(S-1):

Agents &

7

8)

9

10)

11)

944~949, 1984

FAH A, fil : DL-8280 o E@ABHERC 31
% B B IS o Chemotherapy 32(S-1) : 900~
907, 1984

# 30 @ HAEREEFLBEARITRS,
v v HE oy a, DL-8280, 1982

MIC JIE®:STERASL - BPRBEHLERE
(MIC) BIE#KETiz >\ To Chemotherapy 22:
1126~1128, 1974

HA 5, #: Amoxicillin D EGABHERC
W B EEERIE o Chemotherapy 21 : 1752~1758,
1973

HEEOEIE OB BT 2HEH : HEED
EEc BT 5 W R, EFEMPE 13 : 826~833,
1982

P 3
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The clinical effectiveness and side effects of ofloxacin (OFLX) were compared with those of amoxi-
cillin (AMPC) by a double-blind method in the treatment of obstetrical and gynecological infections.
As the test compounds are oral antibacterial agents, the diseases covered by the study were restricted
to intrauterine infection, adnexitis, bartholinitis and Bartholin’s abscess. Drugs were administered
for 7 days at the daily dose of 200 mg t.i.d. (OFLX) and 250 mg q.i.d. (AMPC).

The following results were obtained :

1) Clinical effectiveness (judgement by the doctors in charge) : Ninety six patients in OFLX-group

and 96 patients AMPC-group were evaluated for clinical improvement. Clinical improvement rate
(markedly improved and improved) was 86.5% and 76.0% in OFLX-group and AMPC-group, respec-
tively. There was a tendency that OFLX was superior to AMPC (X?: P<0.10). As to intrauterine
infection and adnexitis (A-group disease), clinical improvement rate in 62 patients each of OFLX
and AMPC-group was 85.5% and 80.72, respectively, and there was no significant difference. How-
ever, as to bartholinitis and Bartholin’s abscess (B-group disease), there was a tendency that clinical
improvement rate of OFLX was superior to that of AMPC with improvement rate of 88.2% and
67.62%, respectively.

2) Clinical effectiveness (judgement by the committee) : Seventy two patients of OFLX-group and
67 of AMPC-group, whose symptoms met the diagnosis criteria, were evaluated for clinical effecti-
veness by the committee. The effectiveness rate (excellent and good) of OFLX and AMPC was 83.3%
and 67.22%, respectively. OFLX was superior to AMPC with a statistical significance (X2: P<0.05).
As to A and B-group disease, no statistically significant difference was observed between OFLX-group
and AMPC-group.

3) Bacteriological effect : Forty and 37 patients in each OFLX and AMPC group were evaluated
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for bacteriological effect, and no statistical difference was observed between two groups.

4) Dbacteriological response : In monomicrobial infection, eradication rates in OFLX and AMPC group
were 94.7% and 80.0%, respectively. In polymicrobial infection, they were 85.7% and 87.9% in
OFLX-group and AMPC-group, respectively, without significant difference.

5) Side effects were noted in 5.7% of 123 patients with OFLX and 5.7% of 123 patients with
AMPC, and abnormal changes in laboratory findings were noted in 3.4% in OFLX-group and 2.5%
in AMPC-group. There was no significant difference between two groups.

6) On clinical usefulness, no significant difference was observed between two groups. From these
results, it is concluded that OFLX is more effective agent than AMPC in the treatment of obstetrical
and gynecological infections.



