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Eo=a.—%/ v v ciprofloxacin (CPFX) D ARHE:BRMIECK T2 B2, RetR X
UHAR Y EBNICIME T2 BT, cefroxadine (CXD) *xfB¥EL LTLE 32 HilRic bV
ZFORNBMOFAFRIC X 5 EEREKABR LM L,

NPEBXTFERRY, FEMARSL, L) viE% - 8F L L, CPFX 1 [5200mg ¥ 7=
12 CXD1 [B 500mg %1 H3EBAKMBEIEL, HEAKZ7BMZERE L

By Lo\ 253 B (CPFX B 124 #), CXD ¥ 129 #) T, 5 LHEREMITHELIL 209
(CPFX T 104 §l, CXD Bf 105 @), WLMEMITH S 252 § (CPFX ¥ 124 4|, CXD &
128 §), BRREMEBREMRITA RO 249 £l (CPFX B 121 |, CXD 128 f), Hx XU'HA
MRS AT 210 f (CPFX B 105 ), CXD ¥ 105 ) THH, LITORMEBEI,

1) BERSE (BELHT) : £HTORLRE, CPFX B 79.8% (83/104 ), CXD ¥ 75.2
9% (79/105 f)) THH, BMEMCEFEZILOIhEN T, FHRBIIOWTARS L, FERRY,
ALY VL - BECRARMCEREERRD bRtk o e, FEMREL IC B W T CPFX
BH B h 5 EEY T Lic (Wincoxon JEZFIMGE : p<0.1),

2) MEFHHE (FRLHE) : MEFHHELHE LG 118 fiToEHEAER, CPFX ¥
80.3% (49/61 #)), CXD % 80.7% (46/57 f) TH b, FBEICHEREZIZRD LRI >7,

3) BAEKYE (FALHTE) : £flToAERIL, CPFX ¥ 79.8% (83/104 #), CXD %
75.2% (79/105 ) THbH, MEECHEEZZZED L) -1, FRECOPWTAD E, FEA
R CoOAELE L CPFX B 85.4% (35/41 41), CXD ¥ 89.1% (41/46 f), I bV ViR -
BEg iz, CPFX B 70.0% (21/30 ), CXD ¥ 68.8% (22/32 fi) THbH, WMEHKHEEZE
BEbLhichote L LFERBEA TOELEIE CPFX B 81.8% (27/33 #), CXD %
59.3% (16/27 #) Tk bH, CPFX EIAEECHEA T\ I= (WILCOXON JEMFIRTE : p<0.05),

) EEDE (EBREHT) : £ACogER:, CPFX B 83.5% (92/104 ), CXD £83.8
9% (88/105 @) TH Y, WMRMCAEERRD LA, T, KEFITL, FEARBRCHVT
FEA L 2R AEKDEOHTREE LA CPFX ErAR @i T\ 7o (WILCOXON JEfFIK
E p<0.05),

5) 224 : BIfef, CPFX B 124 fish2 il (1.6%), CXD ¥ 128 fif 24l (1.6%) <,
BEFRAERED R B3, CPFX ¥ 121 fid 36 (2.5%), CXD % 128 fid 36 (2.3%) i
Zbh, WFhoORBEECKVTHARMCAERZIRAD ORI 1%

6) At : 2fco MERUE] oBf%, CPFX B 88.6% (93/105 f), CXD ¥ 83.8%
(88/105 §l) THH, REMCEEZRIBHLhiEh-T, KEFITE, FENRBERKC S VT
CPFX BrBh 5MEA %R L (WILCOXON JEAIFIRIE : p<0.1)o

U EORS L, CPFX RERAMEBRIETHDFENREY FEMNREL ~rP) ViR
% - BB L, BREOEVEFTHD LK L1
Key words : Ciprofloxacin, R ARHEMESEE, ~EHRILE AR, Cefroxadine, =2 —%/ 7 ¥
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Fig.1. Chemical structure of ciprofloxacin

Ciprofloxacin® (CPFX) i, BEF A4 v « 4 =¥t
THRINALFLVWEOASRAEAI T 5, KHIXLE
mElE, */e0 vREDO6HIIC7 » X, 7fLic pipera-
zynil #&%, ¥ #2147z cyclopropyl X% WL T,
VWh®b=a—->/evic&RT2 (Fig 1),
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BENCHEEOFMAKH TH 5 norfloxacin (NFLX),
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FRRYERT O L TREZECEAROTEYE
NHBL, TOREEBLIZ L ELI,
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RREA LTIl HRERILUTDO LR ) TH %,
#% %A : CPFX 1 [6 200mg 1 H 3 [65} 600 mg
*FR¥EH : CXD 1 @ 500mg (Hffi) 1 B 3EE
1, 500 mg
#HHREAZIL CPFX 200mg %2 F T 5&4%, 4R
ZE# & LTk CXD250mg (Hifi) ¥ &FTHH»TLr
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BT 5B ERITEEL 7 7+ A vE L AHE double-
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CPFX group
After breakfast L After lunch After supper
o ( ([
[ ] CPFX 200 mg tablet
(> CXD placebo
CXD group
After breakfast| After lunch After supper
@] O @)
O  CPFX placebo
‘ CXD 250 mg capsule
Fig.2. Administration schedule
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EMMEOERSLEBL, Ae0ERICOFREYR
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feds, EOADFHFICOWTIIEEERE Lbic, K
B, BAELLVCHERERSRIIEYIMEL, £0
BEYRETHC LE LT,

(2) ¥Hexkm

LFoXmic X b BER, BRDR, MAHEEOHRS
BICERR 2R & AR EAHR LSRR LEAEK
R EHE LI,

© BRI
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Table 1. Check items and their score

Group Check items

Level Score

body temperature (°C)

~36.9
37.0~37.4
37.5~37.9
38.0~

low abdominal pain

none
painful sometimes
painful always

local tenderness

none
slight

medium
severe

WBC (/mm?3)

< 8,000
= 8,000
=10,000
212,000

CRP

+~2+
3+~4+
5+~

pain

no
yes

B size (cm)

<1
=1
=2
23

pus (Bartholin's abscess only)

no
yes

= OoO|lW N MHO|IHO|IWNFHO|IWNMMSMO[IWNHOINKFKO|IO»NO
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Day 3 or i 7

Total score 10 T 10 13 0
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Day 0 7y
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Murkedhy mmproved mproved
D Shghtly improved D Not improved
Fig.3. Criteria for improvement rate
Dayv 7
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rate improved improved improved
—
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improved
Improved
Day 3 - ]
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Not
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Dﬁxcellent Good ! Jl'nnr
Fig. 4. Criteria for clinical efficacy
Bacteriological Partially
efficacy | .. eradicated, . . i
— ° | Eradicated | or clearly Replaced | Unchanged| Undecided
Chinical decreased
efficacy

in_number

Excellent

Good

Poor

D Excellent

Fig. 5.
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Table 2. Causes for exclusion and drop-out

Treatment group | Statistical
Cause .
CPFX | CXD analysis
Exclusion Diseases not included in protocol 3 4
Unclear infections 12 11
No visit after initial consultation 1 N.S.
Drop-out Clinical course unclear 2 8
P Administration of insufficient doses 2
Discontinued administration due to side effect 1
Total 20 24 N.S.

Total cases included

Fig. 6.

2% W 5BMG 3 BB IC T A E S, BEBM
Bich~x2 SUEHEL, 7HBERCEMEERITLC
WhLich D, 1oL, 2, P 3sHR LD D
XEHET S,

Flow chart of analysis

CPFX group 124
CXD group 129
Total 253
No. of cases No. of No. of cases
excluded from O.I ode;:afses excluded from
evaluation of excuce rom evaluation of utility
|| clinical efficacy evaluation of safety ||
CPFX group 20 CXD CPFX group 19
CXD group 24 —T'—@u CXD group 24
Total 44 ota 1 Total 43
No. of cases No. of cases No. of cases No. of cases
evaluated for evaluated for side evaluated for evaluated for
clinical efficacy effects abnormal laboratory utility
findings
CPFX group 124 CPFX 121
CPFX group group CPFX group n
A group 74 CXD group 128 CXD group 128 A group (]
B group 30 Bgroup 30
Total 104 Total 105
CXD group CXD group
A group 73 A group 73
B group 32 B group 32
Total 105 Total 105

B 5B 3 BRIk 2108 AN, BEHH
A~ S EEL, 7 HRCEMEERNTET

HERLICD D,

%) 5B 3 BRI HREROHEN L AD
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Table 3. Background of patients —classification of diseases—

Total Treatment group o
Group Diseases no. of Statl;sn?al
patients CPFX CXD analysis
endometritis 66 30 36
pyometra 2 1 1 NS
intrau.terine infectious abortion 1 1 -
infection puerperal intrauterine infection 18 9 9
sub-total 87 41 46
salpingitis 42 22 20
A salpingitis
oophoritis 13 8 5
- NS.
adnexitis adnexitis 3 2
pyosalpinx 1
pyoovarium 1 1
sub-total 60 33 27
Group A sub-total 147 74 73 NS.
bartholinitis
B Bartholin's abscess 62 30 32 N.S.
Total 209 104 105

higvd, HBLIRT BRI TR TOBMEER EE

L\ D,

® WEFWHE

REEZHR, REMRREXBHERL, BH4DERC
DERKEEYHEEL, TOHEKRIKLY, LUTO5XKS1
HTE Lico

Bt FEE TR TOBLEAINESE b LA
oL ) REERDTEDSE A,

—TWHEE AL LEEOEY « BEFICEHED
EXAEIOBEIN, BERBCFO—MOBEEDZMNNYLE
LISBE, B LLEEORIRALRISBE,
B 5B EfoBAE HA L, Thllst
DEENSEIhISEE,

TE: #&58%b HENO BRENTXTHFRLICS

Ao

HBARE : BRABOHRLTHATH B8,

® HREBRKDE

BRZE S I OCHEENDEYDS & i Fig.5 wirnd
AR > THRABKRBRLHIE L

8 =2virimr—5-—

2vbe—5—13, BEAFEFTEEZEENIG
M L, HEKLEFDT 5 €+ EDBMBITELDORE
& EHOEELEE VT, F—a—-FORBLHES

IUBEERD T — 2 OFEH, HTLEBOLNFHORIE
s -1

9. F—za-— VD=

RBRTHEELTHSWT, ERIR-FHEROLR
BEYEZL, B - BREAORELLVCHROER
SHEXTIL 100 T, FRREBMBEROREE
DOHFEDL LICEBELORES LVHEABICOVTH
ExfTlev, TOTERXBIEK, EAXEEL =2Vt
P—S—MNEF—a— F¥HTE LT,

10. ¥ — 2 DR

BT, v 35 2 b Yy 7FEYRAY, ¥RETF
BRZE, MEFEARE BRER - BEREEEOHNE
B, &e, FEMALS OV THERAREORE LT
Tgoto

#ritF ki WILCOXON DJERIFIEE (W), x2 BE
(x® F 1o FISHER OBEFERERZE (F) AV, FF
KESFRBERE 5% &L, F10% RxERZES D
ELTEBEITH L,

II. & % & &

1. fEFDOERK

FRBOMBEESNT 253 4] (CPFX B 124 4,
CXD % 129 ) Tholco FELTEVTHNTNER &
LToOFE LR LIcKER, BRI 30 #) (CPFX
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Table 4. Background of patients — classification of characteristics —
Total Total Group A G'roup B
Characteristics no. of isti tistical tisti
: CPFX | cxD Statlsn?al cpFx | cxp Sta 1stlc'a cpFx| cxp Sta lsu(‘:al
patients analysis analysis analysis
mild 54 29 25 21 21 8 4
Severity moderate 78 33 45 N.S. 15 20 N.S. 18 25 N.S.
severe 77 42 35 38 32 4 3
16~19 7 4 3 4 1 2
20~29 80 40 40 35 30 5 10
30~39 61 28 33 18 25 10 8 .
Age (yr.) 40~49 2 21 a1 N.S. 12 % N.S. 0 7 N.S.
50~59 14 8 6 3 2 5 4
60~ 5 3 2 2 1 1 1
hospitalized 42 25 19 23 15 2 4
Status outpatient | 164 | 79 | s | NS | s | s | NS | 28| 28| NS
Underlying | g 187 92 95 64 67 28 28
di & S, S, S.
cz)s:i)sliecation yes 22 12 10 NS 10 6 NS 2 4 Rl
Pretreatment | no 181 89 92 60 61 29 31
-with yes 25 14 11 N.S. 13 11 N.S. 1 NS.
antibiotics unknown 3 1 2 1 1 1
‘Concomitant | no 201 | 100 | 101 . 71| n 2 | 3 )
drug yes 8 4 4 NS. 3 2 NS. 1 2 NS.
buration of 3 18 8 10 8 10 - '
weatment | 476 4 2 2| Ns. 2 1 | Ns. , 1 NS.
7 187 94 93 64 62 30 31
Surgical or | o 153 76 77 71 71 5 6
thy .S. .S. NS.
treatment | ves 56 28| 28| NS 3 2 NS 25 | 2

15 @, CXD B 15 ), Bi%fI 14 ) (CPFX B¥5
#l, CXD B9fl) TH-1zo Table 2 TRT X5 1CH
51 30 BIORRIINRAKET 6 (CPFX B34,
CXD B 406D, RPFERTERE 23 ) (CPFX ¥ 12
fl, CXD 8 11 i) ThbH, ARURIVCHFRAEORE
Wixt& X DRI Lico 7eds, BEG 14 BIOARIE,
ZLERREE T 14 (CXD #), FARESRFKES 10 )
(CPFX ®2¢l, CXD B8f), MERKETRRE26
(CPFX B, BIfefwic X B3+ 1 61 (CPFX 8) T
BH, BHERS IUCEREOEIXNEHOBRATEZ L
& Liens, BIfERC X 2RRIEF LD 1 GilikTg Atk DT
MBI EDBZ L L L, Fic, FBLUKRE Lich -
7o 1 IR L OBITN R, 6 LRI Lic, fods, BB
fEE LTTAMARETS 10 (CPFX B) i3, £A%
THRFHDO S 2 HBAIE L

Lichio T, BRMEMITRESMAL 209 f) (CPFX 2%
104 I, CXD 2f 105 f), REMMITRZREUL 252 §)
(CPFX ¥ 124 @i, CXD % 128 fl), HAMMITNR
#3210 ] (CPFX 2 105 {5, CXD £ 105 #) T
ote Ko¥, BRBREERBICOVTUL, ReEWmT

£ 252 P, ERRSAKCREIERIhI: 249
i (CPFX % 121 5, CXD % 128 1) %5 & Lic
(Fig. 6),

2. NREFAOWRRF OB

BT &5 209 4 (CPFX 2 104 @, CXD
105 B 0 RBEZRTFICoWT, MEFREEOLE
Bt i -7

D K &

ABD 5 HLbTFEARRYUL CPFX # 41 4), CXD #
46 ¢, FEMBEsx CPFX % 33 i, CXD & 27
Gl, BEED- LY viRss - B T2 CPFX B 30 4,
CXD # 32 fITHbh, WAHMTLTONMCHERERR
Dbl -t (Table 3),

2) EiEE (FAS)

EEED S/ 2055k ABRS IV BROWV
Thick\w Th, AHECEEZI L L highsTt
(Table 4),

3) Ehb, ABT - Sbk, EBKE - 40HE, EILF

R, GHRZE, B5A SHRHE JUEOfD
nE
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Table 5. Background of patients (group A)
—classification of initial symptoms and laboratory findings—

. Total Total Intrauterine infection Adnexitis
Initial symptoms no. of — — —
and laboratory findings t: | cPFX| cxD Statlstlc.al CPFX| CXD Statxstlc.al CPFX| cxD Statlstu:.al
patients analysis analysis analysis
~36.9 36 21 15 9 5 12 10
dey rature 37.0~37.4 50 21 29 NS 11 20 NS 10 9 NS
(‘fg‘)"e 37.5~31.9 2 | 15| 17 > 9 | 1 > 6| 6 >
38.0~ 29 18 11 13 9 5 2
Lower none 2 2 2
abdominal | painful sometimes 51 21 30 N.S. 12 21 N.S. 9 9 N.S.
pain painful always 94 52 42 28 24 24 18
Lower none 10 3 7 1 5 2 2
N . W:p<0.05 W:p<0.05
abdominal | mild (M) 76 34 42 F 1p<0.05 25 31 Fip<0.1 9 11 N.S.
tenderness | sovere () 61 | 38 | 23 | (M+S) | 16 | 9o | (M+s) | 22 | 14
none 1 1 1
Local slight 9 4 5 3 2 1 3
tenderness | medium 94 50 44 NS. 33 32 N.S. 17 12 NS.
severe 43 20 23 6 11 14 12
< 8,000 40 19 21 8 11 11 10
WBC = 8,000 53 27 26 17 17 10 9
.S. .S. N.S.
(/mm?) 210,000 33 19 14 NS 12 11 NS 7 3 S
212,000 21 10 11 5 6 5 5
- 39 17 22 6 8 11 14
+~2+ 60 32 28 23 23 9 5
CRP 34 ~a+ 34 20 14 N.S. 1 10 N.S. 9 4 N.S.
5+~ 14 6 8 2 4 4 4
Table 6. Background of patients —type of infection—
Total Group A Group B
C tive-bacteri treatment . treatment L treatment o
ausative- bacteria group statistical group statistical group statistical
analysis analysis analysis
CPFX | CXD CPFX | CXD CPFX | CXD
G(+) 27 22 20 12 7 10
Monomicrobial | G(—) 13 15 N.S. 7 8 N.S. 6 7 NS.
infection anaerobe 15 21 10 13 5 8
sub-total 55 58 36 34 18 25
G(+)+G(-) 1 1
G(+ ) +anaerobe 3 1 2 1 1
Polymicrobial | G(—)+G(=) 1 NS. 1 NS. N.S.
infection G(—)+anaerobe 5 7 2 5 3 2
anaerobe+anaerobe 1 1
sub-total 10 9 6 5 4 4
Unknown 39 38 31 35 8 3

G(+) : aerobic Gram-positive cocci, G(—) : aerobic Gram-negative rods
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Table 7. Distribution of causative bacteria
. . Treatment group Statistical
Causative bacteria s
CPFX CXD analysis
S. aureus 11 9
CNS* 9 3
S. pyogenes 1
S. agalactiae 5 7
S. aquimfs 1 NSS.
G(+) S. sanguis 1 1
S. constellatus 2 1
S. anginosus 1
Streptococcus sp. 1
E. faecalis 1
Aerobe sub-total 30 24
E. coli 14 17
C. diversus 1
K. pneumoniae 4 5
E. cloacae 1 NS.
G(=) S. marcescens 1
P. mirabilis 1
H. influenzae 1 1
A. calcoaceticus 1
sub-total 21 26
S. intermedius 3 6
S. morbillorum 2
P. asaccharolyticus 4 3
P. micros 1
P. magnus 3 2
P. anaerobius 5 1
P. tetradius 1
P. indolf'cus 1 NS.
Anaerobe C. perfringens 1
E. lentum 3 3
B. fragilis 3 4
B. thetaiotaomicron 3 1
B. distasonis 1
B. intermedius 1
B. capillosus 2
E. corrodens 1
sub-total 25 30
Total 76 80

G(+) : Gram-positive cocci,
CNS* : coagulase-negative staphylococci

20HH5NEABRERS IUOBEOWTHIZEWTY, &
NODOEB OAMIAHBICEEEIZD bRih -
#- (Table 4),

1) HE5HRETR (AR

ABDOBERS JUREHRB T OWTEN 21T - T
B b OEBBE LT, EREAETAES LU
DEEDHVIEFID LD HEIEN, ABLAKIUTE

G(—) : Gram-negative rods

MREH Bl 3\~ T CPFX B &h -1 (p<0.05), —
B, FEMESRSAFATRARMCEERZIED bR,
st EleFofodkE, THEHISE M2k 5ER
BBk, CRP oW Th, ARLHIHHVIEFER
Bk JOFEMNBEAOVThick WA ERECHE
BEIZED LRI~ T (Table 5),

5) RRYIPRE, EXAER IUEARZE
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Table 8. Clinical efficacy judged by committee —classification of diseases —
Clinical efficacy i
Group Disease Treatment :;Ot:lf ot " Ef::;:cy Statistical
T . excellent | gool ;
group patients|  (E) (G) poor (%) analysis
- CPFX 30 14 12 4 86.7
endometritis CXD 36 20 12 4 88.9 N.S.
CPFX 1 1 0
pyometra CXD 1 1 100 N.S.
intrauterine infectious abortion CPFX 1 1 100 _
infection CXD
puerperal intrauterine | CPFX 9 2 6 1 88.9 NS
infection CXD 9 1 7 1 88.9 ~
CPFX 41 17 18 6 85.4
‘ sub-total cxp | 4 | 2 | 2 5 | 8.1 NS.
salpingitis CPFX 22 7 12 3 86.4 | W:p<0.1
A pingt CXD 20 4 8 8 60.0 | F :p<0.1 (E+G)
salpingitis CPFX 8 6 2 75.0 NS
oophoritis CXD 5 4 1 80.0 -
.. CPFX 2 1 1 50.0
adnexitis CXD 1 1 0 N.S.
adnexitis
o CPFX B
pyosalpinx CXD 1 1 0
arium CPFX 1 1 100 _
pyoovari CXD
b-total CPFX 33 7 20 6 81.8 | W:p<0.1
subto CXD 27 4 12 1 59.3 | F 1p<0.1 (E+G)
CPFX 74 24 38 12 83.8
Group A sub-total CXD 73 25 32 16 78.1 N.S.
B bartholinitis CPFX 30 2 19 9 70.0 NS
Bartholin’s abscess CXD 32 3 19 10 68.8 -
CPFX 104 26 57 21 79.8
Total cxp | 105 28 51 2% 75.2 NS.

ALV TRERAEYHETE LBEM 132 §iT,
D5 LEME R % M2 113 ¢ (CPFX B 55 fl,
CXD # 58 f), HZBERALHANL 19 £ (CPFX ¥ 10
fl, CXD B 9fl) Thotoo BEHECOTL £
FHHVIEABERS JUBHEOLTRICE T MHEHEIC
AEZAZH LAY, FEBERPCOVLTH, €D
BAabeD LA YL TAER TEEZIRDLA
Jehr» 1z (Table 6),

EREVHTE L1871 132 §) X hFE~ 156 #k (CPFX
P76 ¥, CXD ¥ 80 ) 2 EEShic, TDARIL,
Y5 AR 54 # (CPFX B 30 #, CXD ¥ 24
¥), 75 AatE 47 # (CPFX £ 21 £, CXD ¥
2 ¥%), WS 55 #% (CPFX ¥ 25 #, CXD #

30 BE) LENEN# 0% OHBERTH -1, 0 Th
BREECOHBINEET, 77 BEETE, S -
reus 20 Bk, coagulase-negative staphylococci (CNS)
12 Bk, S.agalactiae 12 ¥, 7 5 n[AEE TiL, E.coli
31 ¥k, K.pneumoniae 9 ¥k, HKHEETIL, S.inter-
medius 9 £k, Peptostreptococcus spp.21 ¥k, B.fragilis
7 ¥, E.lentum 6 Bk CTh o120 2hHLDBREEOLHIC
WM TEEERXZAD b RIgd -1 (Table 7),

Zht 156 pkede 146 £k (CPFX £ 72 #k, CXD &
74 #) T CPFX % XU CXD o MIC »HIEZh,
Z» MIC 543 Fig. 7 iR & 3 h ABEMICEER T
Lo loF (RIS NS o

7s%s, CPFX o MIC X CPFX # &8 T 0.0125~
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100~
é‘}
g
c
(9]
2
o S0
k|
3
g —
© -1
—a il
D=0
“"1 Ll 1 .l
Dru Treatment [ Total [<0.0I50.025 0.1 Statistical
g - . . -
group strams | 0.0125 0.0 analysis
gy CPFX(1.[ 72 3 8 6 3
CPFX cXpn)| 7 2893 NSS.
; CPEFX (1) 72
CXD &xpw)| 71 NS

Fig. 7. Sensitivity distribution of causative bacteria (total strains)

Table 9. Clinical efficacy judged by committee —classification of initial severity—

Treatment Total Clinical efficacy Efficacy Statistical
Disease Severity no. of rate nalysi
group patients | excellent |  good poor (%) analysis
) CPFX 11 5 6 45.5
mild CXD 1 6 5 54.5 NS.
o CPFX 6 4 2 100
Intrauterine infection | moderate CXD 1 7 4 100 N.S.
CPFX 2 13 1 100
Severe CXD 24 14 10 100 N.S.
, CPFX 10 6 4 60.0 ]
mild CXD 10 3 7 30.0 NS.
. CPFX 9 2 5 2 77.8
Adnexitis moderate CXD 9 1 5 3 66.7 N.S.
CPFX 14 5 9 100
Severe CXD 8 3 4 1 87.5 NS.
) CPFX 8 5 3 62.5
mild CXD 4 3 1 75.0 N.S.
Bartholinitis, derate | CPFX 18 2 13 3 83.3 NS
Bartholin's abscess oderate | cxp 25 3 15 7 72.0 >
CPFX 4 1 3 25.0
Severe CXD 3 1 2 33.3 NS.
CPFX 29 16 13 55.2
i S.
mild CXD 25 12 13 48.0 N
CPFX 33 8 20 5 84.8
NS.
Total moderate | ~xp) 45 1 24 10 77.8
CPFX 42 18 21 3 92.9
S.
Severe CXD 35 17 15 3 91.4 N
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Table ;0. Bacteriological response —classification of diseases—
Bacteriological response
. Treatment Total partially Eradicated Statistical
Group Diseases group no. of ) eradicated ) rate Iysi
patients eradicated or replaced | unchanged | undecided (%) analysis
decreased
.. | CPFX 30 19 3 8 86.4
endometritis S.
"1 cxp 3 15 5 16 0 | NS
ometra CPFX 1 1
4 CXD 1 1 0
intrauterine | infectious CPFX 1 1 0 _
infection abortion CXD
puerperal CPFX 9 2 2 1 4 40.0
intrauterine N.S.
infection CXD 9 3 1 5 75.0
CPFX 41 21 1 2 4 13 75.0
b-total . - S.
subttotal | cxp 46 18 7 21 20| NS
salpingitis CPFX 22 9 1 12 90.0 NS.
1ngl e
ping CXD 20 3 1 16 75.0
A
salpingitis CPFX 8 1 7 100 _
oophoritis CXD 5 1 4 100
CPFX 2 1 1 0
iti N.S.
adnexitis | yp 1 1 100
adnexitis
i | CPFX _
pyosalp CXD 1 1
.| cPFx 1 1 _
pyoovarium | ..
b-total CPFX 33 10 1 1 21 83.3 NS
subrtotal | cxp 27 5 1 21 83.3 =
G A sub-total CPFX 74 31 1 3 5 34 77.5 NS
roup A subtota CXD 73 23 1 7 42 74.2 =
.| bartholinitis CPFX 30 18 1 1 1 9 85.7
B N.S.
Bartholin’s abscess CXD 32 23 3 6 88.5
1 CPFX 104 49 4 6 43 80.3 NS
Tota cxXp | 105 46 1 7 3 48 80.7 >

6.25 yg/ml, CXD Ff T 100 pg/ml Ll k D 1 bk % ¥
0;0125~12. 5 pg/ml 4 FiL, D MICe fHIZVTHh
b 1.56 pg/ml & CXD @ MIC,, ff 12.5 pg/ml Tt
LIBFRERIFTH -1

3. ZASHE

FRLHB R X 2R E, HMEFHDHRL LURE
BRZR o\ CHBE CHERHN 21T/t - 10

D BRHE

209 G4 BICit, CPFX B 104 fIsh¥E%h 26 6, B%
57 6, 4m%h 21 @), CXD ¥ 105 fIhELh 28 #1, &

% 51 B, &%) 26 Gl TH-T, FTOERHHRL, CPFX
B 79.8%, CXD B 75.2% THh, MBI EEZ
Zdbhich -t

ABTi2, CPFX B 74 flthZ % 24 i, A% 38
B, %% 12 HITHEIXK 83.8%, CXD B 73 FlhER
25 I, B% 32 O, &% 16 GICEYEKT8.1% T, @
BRI ARERED ORI oo FERBIOWTAS
L, FEARSR T CPFX B 41 GIFE% 17 §l, B%
18 B, #&%h6 GITHRK 85.4%, CXD % 46 - fIhxE
% 21 4, A% 20 G, WH5HTHYR 89.1% TH
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Table 11-1. Bacterlological efficacy —monomicrobial infection—
Bacteriological efficacy
. . Treatment Total partially Eradicated Statistical
Causative bacteria no. of eradicated rate i
group patients | eradicated or replaced | unchanged | undecided | (o) analysis
decreased
CPFX 11 6 1 1 2 1 60.0
S. aureus cXD 0 7 2 7.8 NS.
) CPFX | 7 6 1 | 100
CNS CXD 3 2 1 66.7 NS,
S pyogenes CPFX _
" PYo8! CXD 1 1 100
. CPFX 5 3 1 1 60.0
S. agalactiae CXD 7 6 1 85.7 NS.
G(+)
. CPFX 1 1 100
. sanguis CXD 1 1 100 NS.
CPFX 2 2 100
S. constellatus CXD 1 1 100 NS.
S. anginosus CPFX 1 1 100 _
- ane CXD
CPFX 27 19 1 2 3 2 76.0
-total " N. o
sub-tota CXD 22 18 4 s | NS
3 CPFX 9 6 2 1 75.0
© E. coli . . . S.
g o CXD 9 4 1 ¢ | wo| ¥
CPFX 1 1 100
C. di -
wersus CXD
CPFX 1 1 100
K. i NS.
prewmoniae | ¥ 2 1 1 0
CPFX
.l —_
E. cloacae CXD 1 1 100
CPFX
G(—=) | S. marcescens CXD 1 1 100
CPFX . 1 1 100
\ mivabili _
P. mirabilis CXD
CPFX 1 1 100
H. 1 N.S.
influenzae CXD 1 1 100
CPFX
A. cal i -
caicoacencus CXD 1 1 100
CPFX 13 10 2 1 83.3
total NS.
subr-tota CXD 15 8 1 2 4 72.7

G(+) : Gram-positive cocci,
CNS* : coagulase-negative staphylococci

G(—) : Gram-negative rods
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Table 11-2. Bacteriological efficacy — monomicrobial infection—
Bacteriological efficacy
Total - Eradicated
Treat partially radical .
Causative bacteria reatment no. of eradicated rate Statistical
group : eradicated | " " | replaced | unch i analysis
patients eplaced | unchanged | undecided (%)
or
decreased
CPFX
S. intermedius 2 1 1 100 NS.
CXD 6 4 2 100
S. morbillorum CEFX -
CXD 2 1 1 100
. CPFX 3 3 100
P. asaccharolyticus
o CXD 2 1 1 s0.0 | NS
. CPFX
P. micros -
CXD 1 1 0
CPFX 1 1 100
P. magn .
“© CXD 1 1 100 NS
. CPFX 4 3 1 75.0
P. anaerobius -
CXD 1 1
P. tetradius CPEX 11 1 100 -
CXD
g P. indolicus CPFX
. —
g CXD 1 1 0
<
CPFX
C. 7 —
perfringens CXD 1 1 100
CPFX 3 2 1 66.7
E. lentum CXD 2 2 100 N.S.
CPFX 1 1 100
B. 11 —_
fragilis CXD
B int di CPFX _
. inlermeaius CXD 1 1 100
B ” CPFX _
- capiliosus CXD 2 2 100
E d CPFX _
. corrodens CXD 1 1 100
CPFX 15 12 1 1 1 85.7
_ N.S.
sub-total CXD 21 14 3 4 82.4
CPFX 55 41 2 2 4 80.4
N.S.
Total CXD 58 40 1 7 2 8 80.0

G(+) : Gram-positive cocci,
CNS* : coagulase-negative staphylococci

G(—) : Gram-negative rods
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Table 12. Bacteriological efficacy — polymicrobial infection—
Bacteriological efficacy
o , . Treatment Total partially Eradicated Statigtical
Causative bacteria ou no. of . eradicated . rate analyds
group patients eradicated or replaced | unchanged | undecided (%) yi
decreased
CPFX
.G(+)+G(—) XD 1 1 0
- CPFX 3 3 100
Q( +)+anaerobe CXD 1 1 100 NS.
CPFX 1 1 100
G(-)+G(-) CXD
CPFX 5 3 2 60.0
G(—)+anaerobe CXD 7 5 2 100 NS.
) CPFX 1 1 100
Anaerobe +anaerobe CXD
CPFX 10 8 2 80.0
Total CXD 9 6 1 2 w7 | NS

G(+) : aerobic Gram-positive cocci,

G(—) : aerobic Gram-negative rods

Table 13. Isolated bacteria before and after treatment in replaced cases

Treatment Isolated bacteria Isolated bacteria
group before treatment after treatment
S. aureus B. intermedius
S. agalactiae E. lentum
CPFX
E. coli+ B. fragilis E. aerogenes
E. coli+ B. thetaiotaomicron S. milleri 11
S. aureus E. coli
S. aureus E. coli
CNS* K. pneumoniae
CXD S. agalactiae E. aerogenes
P. asaccharolyticus CNS*
P. micros S. aureus
P. indolicus E. cloacae.

CNS"* : coagulase-negative staphylococci

9, ARMCEEZIZD LRI -1, FEMRER
Ti% CPFX B 33 fIREH 76, A% 20 6, H&6
G CHEZHEK 81.8%, —75, CXD BHTik 27 BlhER) 4

B, B% 12 6, &% 11 fIT, BHEK59.3% TH
b, CPFX #»@h s A% Rl (p<0.1, Table
8o

BEED- ALY vEEZ% - B3, CPFX 2 30 gl

Z%2p, A% 19 6, &HoHl, CXD 7 32 fiFE
236, BHZ 19 6, &% 10 fiThH-ot FHEL
CPFX 7 70.0%, CXD B 68.8% Th b, GEHLE
BEEZIZDLRIL b - fo (Table 8), IHEWTHD
FEER ST MERC FEEL TZbbhlkh 1
(Table 9),

2) HEFHHR
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Table 14-1. Bacteriological response — causative bacteria—
Total Bacteriological response . -
Causative bacteria Treatment no. of Ellmmaﬁed Statlstn?al
group strains | eliminated | persisted | unknown |ate (%) analysis
CPFX 11 7 3 1 70.0
S.
aureus CXD 9 9 100 N.S.
CPFX 9 8 1 100
CNS*
CXD 3 3 100 NS.
CPFX
S. pyogenes CXD ! ) 10 -
. CPFX 5 4 1 80.0
S. agalactia
agatachae CXD 7 7 100 NS.
S. equinus CPFX _
64 CXD 1 1 100
. CPFX 1 1 100
+
GU+) | S sanguis CXD 1 1 100 NS.
CPFX 2 2 100
S. tellatus
cons CXD 1 1 100 NS.
S ampinosss CPFX 1 1 100 _
- aner CXD
CPFX
Streptococcus sp. CXD 1 1 0 -
5 CPFX 1 1 100
'g E. faecalis CXD
.
v
< CPFX 30 24 4 2 85.7
sub-total CXD 24 23 1 9.8 N-S.
. CPFX 14 11 2 1 84.6
E. coli CXD 17 9 2 6 81.8 NS.
. CPFX 1 1 100
C. diversus CXD
. CPFX 4 4 100
K. pnewumoniae CXD 5 2 2 1 50.0 NS.
CPFX
E. cloacae CXD 1 1 100
CPFX
G(=) | S. marcescens CXD 1 1 100
. CPFX 1 1 100 _
P. mirabilis CXD
. CPFX 1 1 100
H. influenzae CXD 1 1 100 N.S.
A. cal » CPFX B
. caicoaceticus CXD 1 1 100
CPFX 21 18 2 1 90.0
sub-total CXD 2 15 4 7 78.9 NS.
G(+) : Gram-positive cocci,  G(—) : Gram-negative rods

CNS* : coagulase-negative staphylococci
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Table 14-2. Bacteriological response — causative bacteria—

. . Treatment| °%°! Bacteriological response | pliinated| Statistical
Causative bacteria no. of te (%) lvsi
group strains | eliminated | persisted | unknown |T3t¢ (/07| analysis
. . CPFX 3 2 1 100
S. intermedius CXD 6 4 2 100 N.S.
. CPFX
S. morbillorum CXD 2 1 1 100
. CPFX 4 4 100
P. asaccharolyticus CXD 3 3 100 NS.
P. mi CPFX _
- micros CXD 1 1 100
CPFX 3 3 100
P. magnus CXD 2 2 100 NS.
P robius CPFX 5 4 1 80.0 _
. anaerobi CXD 1 1
. CPFX 1 1 100
P. tetradius CXD
s CPFX
P indolicus CXD 1 1 100
. CPFX
Anaerobe C. perfringens CXD 1 1 100
CPFX 3 2 1 66.7
E. lentum CXD 3 3 100 NS.
e CPFX 3 3 100
B. fragilis CXD 4 2 2 100 NS.
. . CPFX 3 3 100
B. thetaiotaomicron CXD 1 1 100 NS.
. . CPFX
B. distasonis CXD 1 1 100
. . CPFX
B. intermedius CXD 1 1 100
. CPFX
B. capillosus CXD 2 2 100
CPFX
E. corrodens CXD 1 1 100
CPFX 25 22 2 1 91.7
sub-total CXD 30 2% 6 100 NS.
CPFX 76 64 8 4 88.9
.S.
Total CXD 80 62 5 13 s | N

G(+) : Gram-positive cocci, G(—) : Gram-negative rods
CNS* : coagulase-negative staphylococci

HMEFSR Y HIF LB 118 flicowT kst %K 80.3%, CXD ¥ 57 fiTiti%k 46 4, —MHXK
Ltc, CPFX B 61 il Ciii%k 49 6, —&%kb L< b LSRALALEEORY 1 6, BXRR76l, TE3
LN REEORD 2 6], B4, TE6FITH BITHAR 80.7% THhH, BHEHCEEZRIZEDLN
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Table 15. Overall clinical efficacy — classification of diseases—
Total Overall clinical efficacy
R Treatment Efficacy Statistical
Group Diseases group no. of | excellent| good rate analysis
patients | (E) (G) Poor | (%) y
. CPFX 30 10 16 4 86.7
endometritis .S,
& CXD 36 12 20 4 88.9 NS
CPFX 1 1 0
pyometra CXD 1 1 100 N.S.
intrauterine | , . R CPFX 1 1 100
infection infectious abortion CXD -
puerperal intrauterine | CPFX 9 8 1 88.9 NS
infection CXD 9 8 1 88.9 -
CPFX 41 10 25 6 85.4
sub-total CXD 6 | 12 29 5 | 89.1 NS.
salpingitis CPFX 22 4 15 3 86.4 | W:p<0.05
A pingt CXD 20 1 11 8 60.0 | F:p<0.1(E+G)
salpingitis CPFX 8 6 2 75.0 NS
oophoritis CXD 5 4 1 80.0 -
e CPFX 2 1 1 50.0
adnexitis CXD 1 1 0 N.S.
adnexitis
ssalpinx CPFX _
pyosalpt CXD 1 1 0
vovarium CPFX 1 1 100 _
pyoovart CXD
b-total CPFX 33 23 6 81.8 [ W:p<0.05
subto CXD 27 1 15 11 59.3 | F :p<0.1(E+G)
CPFX 74 14 48 12 83.8
Group A sub-total CXD 7 13 " 16 8.1 N.S.
B bartholinitis CPFX 30 1 20 9 70.0 NS
Bartholin's abscess CXD 32 3 19 10 68.8 -
CPFX 104 15 68 21 79.8
Total CXD | 105 16 63 2% 75.2 N.S.
/38 HEEERLHE X 11 #) (CPFX # 4 ), CXD

EEFIOEMAEIL, FEARYET CPFX #75.0%
(21/28 @), CXD % 72.0% (18/25 ), TEMEE
#T CPFX P 83.3% (10/12 i), CXD B 83.3%
/6 Bl), <Aty s - BET CPFX B 85.7%
(18/21 @), CXD Ef 88.5% (23/26 @A) &, WTho
ERIEES VT L HEEIIFD bhich -7 (Table 10),

EBREFCHEFODE ¥ LR Lic, BHARR
Mg ¢ CPFX B 80.4% (41/51 f)), CXD
T 80.0% (40/50 B) THH, HWHERRHT,
CPFX ¥ 80.0% (8/10 fI), CXD # 85.7% (6/7
W &, wIFhd R EAEEXRDbhich -1
(Tables 11, 12),

B76) o THENEROSHEDOHBE % Table 13
1Tk Lo

FRBRABEOBEREICOVTL, CPFX BT 88.9%
(64/72 #k), CXD BT 92.5% (62/67 #) DLRT
HbH, GHEMCEEZIEDbhich » 1t (Table 14),

3) #HABKBHE

209 fI4&fTit, CPFX B 104 fishZ%h 15 4, A
% 68 B, #&zh 21 PITHZHE 79.8%, CXD ¥ 105
pishE%h 16 6, H%h 63 B, &% 26 HI THZHK 75.2
% ThHh, HHECEEZIZD b hicr -1
(Table 15),

© FEICEEKRZE
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Table 16. Overall clinical efficacy —classification of .initial severity—
. . Treatment | Total no. Overall clinical efficacy Efficacy | Statistical
- Diseases Severity . o ,
group | of patients | excellent good poor rate (%) | analysis :
. CPFX 11 5 6 45.5 .
mild CXD 1 6 5 54.5 NS.
Intrauterine CPFX 6 2 100
infection moderate | yxp 1 4 7 100 NS.
evere CPFX 24 8 16 100 NS
seve CXD 2 8 16 100 >
. CPFX 10 6 4 60.0
mild CXD 10 3 7 30.0 NS.
- CPFX 9 1 6 2 77.8
Adnexitis moderate CXD 9 1 5 3 6.7 NS.
CPFX 14 3 11 100 i
severe CXD 8 7 1 87.5 w .’p<0.1
. CPFX 8 5 3 62.5
mild CXD 4 3 1 75.0 NS.
Bartholinitis
. CPFX 18 1 14 3 83.3
Bartholin's moderate CXD 95 15 7 72.0 NS.
abscess
ver CPFX 4 1 3 25.0 NS
severe CXD 3 1 2 33.3 >
. CPFX 29 16 13 55.2
mild CXD 25 12 13 48.0 NS.
CPFX 33 4 24 5 84.8
Total moderate CXD 45 8 o 10 77.8 N.S.
severe CPFX 42 11 28 3 92.9 NS
CXD 35 8 24 3 91.4 -
ABTIX, CPFX B T4 I E % 14 fl, R 48 CXD ¥ 32 fIFE%3F, % 19 f, &% 10 HiT

O, &%) 12 I CHZHE 83.8%, CXD B 73 flhER)
13 4, H%h 44 0l, &%) 16 HITEHK 78.1% TH
h, AHECEEEIRDbhih -1, EEBITOL
THBE, FERRLTIE CPFX B 41 4% 10
B, A% 25 G, EXH6 FITHRHRK 85.4%, CXD B
46 Gl E%h 12 B, HZH 29 B, EBHSHTEHEYR
89.1%7 THb, MEMICEREIR Db o7, L
L, FEMAESRS% X CPFX £ 33 fidh2s) 4 4,
B2 23 0l, #EX6HTHD, HEHRK 81.8%, CXD &
27 Gl EZLGI, B% 15 4, &% 11 HITHEHXK
59.3% T#H»YH, CPFX EM¥EFEE R T\ 1o (p<
0.05), FTEMBRLEXEOICAIIT S L&tol T0%
EEB R DT OB RIZE T, CPFX ££86.4% (19/
22 §), CXD % 60.0% (12/20 ) OHFFHREZRL
CPFX ENAEEENR TV = (p<0.05, Table 15),
BED ALY ViESS - [BETI1L, CPFX £ 30 ffjeh
E101, B% 20 4, EBHoFITHE K 70.0%,

EXRK 68.8% THH, HEMCEREIEDLRIL,
-1z (Table 15),

® BEEEJKABKHE

£ iy, BiEF T CPFX B 55.2% (16/29 #),
CXD B 48.0% (12/25 f), & % i fic CPFX ¥
84.8% (28/33 #)), CXD ¥ 77.8% (35/45 #l), EIiE
T CPFX B 92.9% (39/42 fi), CXD ¢ 91.4%
(32/35 B) O EHETHh\Tho EFEECKENTH
ARMCEEZIRAD ko, L L, FEAR
BROB|EFICET 5H%ER L CPFX F 100% (14/14
%), CXD % 87.5% (7/8 fi) & CPFX E»r:@h s
%R Lz (p<0.1, Table 16),

@ BLFAMRETTRAKLARKSDE (AT

BERMBA 0GR, THEM ESH»LOER W2
X AERM, AMmEK CRP kX bhBIMTETE-
1o TOREE, {h{R 37.5~37.9°C 0 P, THBED
(MEwits] O F % X CAMmMEY 12,000 L EOKT
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Table 17. Overall clinical efficacy (group A) —classification of initial symptoms and laboratory findings—
Initial symptoms and Treatment ;Ot:lf Overall clinical efficacy Efficacy Statistical
indi . excellent ood rate .
laboratory findings group patients (E) 3( &) poor (%) analysis
CPFX 20 10 10 50.0
~36.9 '
CXD 16 7 9 43.8 NS.
CPFX 21 4 15 2 90.5
37.0~37.4 .
Body CXD 29 8 15 6 79.3 NS.
temperature CPFX "
(c) 37.5~37.9 7 8 100 :
CXD 17 3 13 1 94.1 W:p<0.1
_ CPFX 18 3 15 100
38.0 CXD 1 2 9 100 NS.
CPFX 2 2 100
none CXD -
Lower
. painful CPFX 21 1 12 8 61.9
::;i:‘“‘““l sometimes | CXD 30 2 21 7 76.7 NS.
painful CPFX 51 13 34 4 92.2 .
always CXD 43 1 23 9 9.1 | Fp<0l (E+G)
CPFX 4 2 2 50.0
none CXD 6 1 3 2 66.7 NS.
Lower
. . CPFX 33 5 22 6 81.8
abdominal | - mild CXD 43 6 27 10 76.7 NS.
tenderness
severe CPFX 37 9 24 4 89.2 NS
CXD 24 6 14 4 83.3 -
one CPFX 1 1 100 _
CXD
. CPFX 4 3 1 75.0
Local slight CXD 5 2 3 40.0 NS.
tenderness , CPFX 48 11 30 7 85.4
medium CXD 46 7 31 8 82.6 NS.
CPFX 21 3 14 4 81.0 NS
severe CXD 2 6 11 5 77.3 -
CPFX 20 1 1 8 60.0
< 8,000 CXD 20 1 10 9 55.0 NS.
CPFX 24 6 15 3 87.5
WEC = 8,000 CXD 2 9 16 4 8.2 NS.
(/mm®) CPFX 20 5 14 1 95.0
Z10,000 CXD 13 3 9 1 92.3 NS-
CPFX 10 2 8 100 .
212,000 CXD 11 9 2 s1.s | W:p<01
B CPFX 18 1 12 5 72.2 NS
CXD 21 1 10 10 52.4 -
CPFX 31 10 16 5 83.9
=2+ 1 cxp 2 7 17 5 82.8 NS.
CRe CPFX 19° 3 14 2 89.5
- : NS.
3+~4+ | xp 15 5 9 1 93.3
CPFX 6 6 100
- NS.
S+ CXD 8 8 100
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Table 18-1. Overali clinical efficacy —monomicrobial infection—
Overall clinical efficacy Effi
. ) Treatment Total icacy Statistical
Causative bacteria group no: of excellent good vor r:te analysis
patients (E) (G) P (%) -
CPFX 11 1 7 3 72.7
5. aureus CXD 9 1 7 1 88.9 NS.
CPFX 7 4 3 100
CNs* NS.
‘ CXD 3 1 1 1 66.7 §
- s' CPFX
e n —
vogene CXD 1 1 100
. CPFX 5 1 2 2 60.0
; 4 S.
S. agalactiae CXD 7 1 6 100 N.S
G(+)
CPFX 1 1 100
S. 2 S.
sangus CXD 1 1 100 NS
PFX
S. constellatus ¢ 2 2 100 NS.
CXD 1 1 100
S anei CPFX 1 1 100
. a tnos -
ngInosus CXD .
CPFX 27 15 5 81.5
b-total NS.
subtota CXD 22 16 2 9.9
2 CPFX 9 1 5 3 66.7 -
2 E. coli ' NS.
> o CXD 9 1 5 3 66.7
) CPFX 1 1 100
C. diversus CXD
CPFX 1 1 100
K. i NS.
preumoniae CXD 2 1 1 50.0
CPFX
E. cl _
cloacae CXD 1 1 100
CPFX
G(-) marcescens CXD 1 1 100
. CPFX 1 1 100
P. mirabilis CXD
CPFX 1 1 100
Hi NS.
influenzae CXD 1 1 100
CPFX
A. calcoacetic _
caicoaceticus CXD 1 1 100
CPFX 13 2 '8 3 76.9
b-total NS.
subto CXD 15 3 8 4 73.3

G(+) : Gram-positive cocci,
CNS* : coagulase-negative staphylococci

G(—) : Gram-negative rods




VOL. 36 NO. 11 CPFX D ARHBURR R 53 5 Lo #IR 845
Table 18-2. Overall clinical efficacy — monomicrobial infection—
Overall clinical efficac; ;
. . Treatment Total 4 Efficacy Statistical
Causative bacteria no. of 1 rate
group : excellent good analysis
patients (E) (G) poor (%)
S. intermedius CPFX 2 2 100 N.S
CXD 4 2 66.7 -
S. morbillornum CPFX —
CXD 2 1 1 100
. CPFX 3 3 100
P. asaccharolyticus
Y CXD 2 1 1 50.0 NS.
. CPFX
P. micros -
CXD 1 1 100
CPFX 1 1 100
P. us
magn CXD 1 1 00 .| N
PF)
P. anaerobius CPFX 4 2 2 100 N.S.
CXD 1 100
P. tetradius CPFX ! ! 100 -
CXD
PFX
Anaerobe P. indolicus ¢ -
CXD 1 1 100
CPFX
C. 1 _
perfringens CXD 1 1 100
E. lentum CPFX 3 1 100 NS.
CXD 2 100
CPFX 1 1 100
B. il -
Jragilis CXD
) , CPFX
B. intermedius CXD 1 1 100
B canil CPFX _
- capiiiosus CXD 2 1 1 50.0
E a CPFX _
. corrodens CXD 1 1 0
b-total CPFX 15 4 11 100 F:p<0.1
sub-tota CXD 21 5 11 5 6.2 | (E+G)
CPFX 55 13 34 8 85.5
NS.
Total CXD 58 12 35 11 81.3
G(+) : Gram-positive cocci, G(—) : Gram-negative rods

CNS* : coagulase-negative staphylococci

CPFX BHnBh A %R Licdt (p<0.1), LoD
HEeswTiz, BHECEEZIR DI, o1

(Table 17),
® BREFLABRIKZDR

BRHRYBAEINC X 5 &, 75 AEHEESRLE]
it CPFX ¥ 81.5% (22/27 #), CXD ¥ 90.9%
(20/22 B, 75 ~FEtEERE & 3 fl Tk CPFX #
76.9% (10/13 @), CXD £ 73.3% (11/15 () L[
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Table 19. Overall clinical efficacy —polymicrobial infection—
Overall clinical efficacy L
. . Treatment | Total no. Efficacy rate Statistical
Causative bacteria . excellent .
group | of patients (E) good poor (%) analysis
CPFX
G(+)+6G(=) CXD 1 1 0
CPFX 3 2 1 100
+)+ana S.
G(+)+anaerobe CXD 1 1 100 NS
CPFX 1 1 100
G(—)+G(=) CXD
CPFX 5 4 1 80.0 .
G(—)+anaerobe XD 7 . 57.1 F:p<0.1 (E)
CPFX 1 1 0
Anaerobe +anaerobe CXD -
CPFX 10 2 2 80.0
Total CXD 9 4 1 4 55.6 NS.

G(+) : aerobic Gram-positive cocci, G(—) : aerobic Gram-negative rods

FThHoTc, BIMERBRYEG T2 CPFX ¥ 100%
(15/15 @), CXD ¥ 76.2% (16/21 @) TH b,

CPFX BHr#Eh B %R Lic (p<0.1, Table 18),

HEERLGz s\ T CPFX B 80.0% (8/10 4,

CXD ¥ 55.6% (5/9 #I) & CPFX WA E\V-HL
RamLich, ARECAEZIEDbhR» T, &
LIBAT AL, 77 LBHELMAMBEOELEHE
1w\~ C CPFX B 80.0% (4/5 #l), CXD B 57.1%
/78D LEHRTCRAHMICELRD I3, E
HETiE CXD HrBIBEA LR L (Table 19),

4. ERE X HERHRHE

209 g4 fiCit, CPFX B 104 {-hZe3aE 13
HE 79 G, POHEF L0 G, FAELIF, BEIFATSH
b, CXD B 105 fhEBHHEF 19 Fl, KFE 69 6, ©
RHESH, TE8H, BlIATH-T, HERL
CPFX P 88.5%, CXD B 83.8% Th b, WEMcH
EBEXEIFTD L Nigh -7 (Table 20),

ERRABEREZ, FEARRE T CPFX ¥ 95.1%
(39/41 fi), CXD % 100% (46/46 f) Th b FHER]
CHEZIZDbhir -, TEfBSES% TX CPFX
P¥ 87.9% (29/33 @), CXD ¥ 63.0% (17/27 f]) T
»h, CPFX HiHE I Bhi- ®ERYTE L (p<
0.05), LIFEMBBLELBATH L, IERCE
T CPFX # 90.9% (20/22 f), CXD # 60.0%
(12/20 ) oFELYTL, CPFX BENEEENRT
Wi (p<0.05), ~S b Y vEEA - IBE Tl CPFX B
80.0% (24/30 f]), CXD 2t 78.1% (25/32 ) TH
b, ABMCHEEZRTEDbNH 7z (Table 20),

¥ 7o, EEEFIHERY, BIEHT CPFX 5 86.2%
(25/29 ), CXD B 76.0% (19/25 #}), $FEEMT
CPFX o 84.8% (28/33 ), CXD ¥ 80.0% (36/45
), EfEFIT CPFX ¥ 92.9% (39/42 #1), CXD %
94.3% (33/35 BI) THhH, WThoEEEICKTH
ARMHCEEEIZDLhich T, L2 L, FEAR
20 BIEFIC 3 \» T, CPFX B 90.0% (9/10),
CXD %f 40.0% (4/10 #)) oFHERHRL, CPFX ¥
NEECEN TV (p<0.05), —F, FERNRLOE
fEMlics\T, CPFX ¥ 81.8% (9/11 #), CXD ¥
100% (11/11 ) OHFET, CXD Hr@h SHAEY
7~ L7 (p<0.1, Table 21),

5. BERERS XUEREEBEOWERE

BRERS XUBKREMACK 5B 3 A, 7HE
DEE AR CHERN L, #5EHKREK
N1 ERELL b L ER A ES & L THRERYET
Lt ek, ARTILKE, AMmH¥RE, CRP, BRTI
K& X2 & Table 1 TEW-EREIEHL L, &5
BIORT RAEE IR IEBNIRENT X D RS LT

ABETO THSEHD 3 HE O HFRix, CPFX FT
89.0% (65/73 ), CXD Bf 76.4% (55/72 #)) T»
b, CPFX H2Eh AMEE %R LI (p<0.1), £0ft
DEE CRANLCEEZERZDOhh -1, Ik,

7 BEORERCA L TRV ThOEE T W THHERH
MicHEZ2IRSbhich -1 (Fig.8),

BETIZ, BEEDP3A# otE xRk, CPFX ¥
46.7% (14/30 ), CXD % 21.9% (7/32 @) TH
b, CPFX A Eh BEMA%R Lic (0<0.1), Z£Oft
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Table 20. Clinical efficacy judged by doctor in charge—classification of diseases—
Total Clinical efficacy
ota improved .
. Treatment
Group Diseases no. of x.mrkedly improved | fairly rate Statutxt':ll
group tients | improved . unchanged | aggravated analysis
patients improved (%)
(M) (1
.. | CPFX 30 3 2 100
dometrit
endometritis XD % 5 3 100 N.S.
CPFX 1 0
pyometra XD ) ) 10 NS.
Intrauterine| infectious CPFX 1 1 100
infection | abortion CXD
puerperal
intrauterine CPFX S § ! 8.9 NS.
infection | CXD 9 1 8 100
CPFX 41 4 3 2 95.1
-total S.
sbrtotal | oy % 7 » 100 NS
o CPFX 2 2 18 1 9.9 .

R salpingitis XD 2 ' 3 ' ' 60.0 F:p<0.05(M+I)
salpingitis CPFX 8 4 4 100 NS
oophoritis CXD 5 2 3 100 -

e CPFX 2 1 1 50.0
adnexitis CXD 1 1 0 NS.
Adnexitis
osalpinx CPEX -
PYOSIPIX | cxp 1 1 0
oovarium | CPFX 1 1 0 _
py CXD
CPFX 3 6 23 3 1 87.9
- . p<0. +
sub-total XD 27 6 1 6 ' 63.0 F :p<0.05(M+I)
CPFX 74 10 58 5 1 91.9
Group A sub-total CXD n 3 5 6 ' %.3 NS.
B bartholinitis CPFX 30 3 21 5 1 80.0 NS
Bartholin’s abscess CXD 32 6 19 2 4 1 78.1 e
CPFX 104 13 il 10 1 1 88.5
S.
Total CXD 105 19 69 8 8 1 8.8 N

OHE CTRARMCERZXEDbhich o1, ks,
THEOHERBE L TRV ThoFEECE W THHEE
MrEBEERRE»bhich »7c (Fig. 9,

6. EIfFEs IUEBKREMBRYE

BEIfeFi3, CPFX B 124 fih 2 6 (1.6%), CXD B
128 fjh 2 Bl (1.6%) & bh, £DOHBERIIIFHRER
CHEEZRZD LRI -1, BIfFBDARRIL, CPFX
BTirEf 26T toBREREEL1M, BEELIHT
Bb, hEED 1 FlicstTULREH PRI hi, CXD
ROREERHIRSEOORELDO LM, THO 1M
ThHh, WThIBREREETDH b REI I hi
(Tables 22, 23),

BRMAMRE OREIL, CPFX BTt 121 fih3

il (2.5%), CXD B Tix 128 fjsh 34 (2.3%) TH
b, FORBARCIEAEHC EEZXIADbIAN-
foo FDOWRIL, CPFX BTt GOT-GPT 0 LR+
MERF OB, FERROMINE XV GPT 0 LR K 1 4
THotoo CXD BETiE GOT-GPT-y-GTP o L&,
LDH © LR XV GPT-y-GTP 0 LBOK1HTH
-~ 7z (Tables 24, 25),

7. IBRERXAZERAYHTE

HREBIASD 210 flicowT WMo LEikst
fTloto 2FITH R CPFX 105 fidk
B me 15 6, #ME 78 #l, &bbidbuxinyr 9
B, FH3AT, FEECHBRCHEY i EARL
88.6% TH-1o CXD BETIX 105 FIFIER iR 15
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Table 21. Clinical efficacy judged by doctor in charge —initial severity—
Totl Clinical efficacy , t'
men ..
; .. | Treatment ota markedly improve Statistical
Diseases | Severity no. of improved fairly rate ,
group : improved , unchanged | aggravated P) analysis
patients improved (%)
(M) (1
CPFX ) 9 2 81.8 o
. W:p<0.
mild CXD 11 1 10 100 p<o.l
Intrauterine CPFX 6 1 5 100
infection | ™| cxp 1 3 8 100 NS.
CPFX % 3 21 100
severe CXD % 3 2 100 NS.
mild CPFX 10 9 1 90.0 W:p<0.05
CXD 10 4 3 3 40.0 F:p<0.1(M+1)
- CPFX 9 1 5 2 66.7
Adnexitis moderate CXD 9 9 ‘ 3 6.7 NS.
CPFX 14 5 9 100
severe 1 cx 8 4 3 1 8.5 NS.
. CPFX 8 7 1 87.5
mild CXD 4 1 3 100 NS.
- Bartholinitis,
sy CPFX 18 3 13 2 88.9
Bartholin's | moderate CXD % ‘ 15 9 3 7.0 NS.
. abscess
CPFX 4 1 2 1 2.0
severe | cxp 3 1 1 1 6.7 NS.
. CPFX 29 25 4 86.2
mild CXD % 2 17 3 3 7.0 NS.
CPFX K¥] 5 23 4 84.8
Total moderate CXD 5 9 7 5 3 8.0 NS.
CPFX 42 8 3l 2 1 9.9 '
severe 1 cxp % 8 % 2 %3 NS.
Improvement rate (%) Statistical
It g °X -
em  [Day|CRFXICXDY 10 20 30 40 50 60 70 80 90 1loo analysis
Body 3| 57157 N\ NS.
temperature 7 571 55 \b\ NS,
Lower 3173|172 F { p<0.1
abdominal & < \b
pain 71371 ~vo NS.
Lower 3172 66 N.S.
abdominal & .‘~\‘l
tenderness 7172]|66 S~ < N.S.
Local 3| 70] 66 3\ NS.
tenderness 7171 1 es \)0 NS
3 | 52|47 B N.S.
WBC Py
7 |48 | 43 ‘0 NS.
3151149 NS.
CRP \\.
7 50 | 44 ‘\o NS.
o—eo CPFX, 0--0CXD
Fig.8. Improvement of symptoms and laboratory findings (group A)
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Symptom | Day/|CPFX|CXD Improvement rate (%) Stalistignl
0 10 20 30 40 50 60 70 80 90 100 analysis
313031
Redness Sae \‘\‘. N.S.
7130(31 o N.S.
3130 32 H .
Swelling Oen \\. Fip<ol
9 Sesao
7 (30|32 -0 N.S.
Pain 3 [30]3 onn .\ N.S.
713032 ‘~~~° N.S.
3 13|32
Size o | NS.
7 | 303 \o‘ NS.
312731
Pus o\'\\ NS,
A EAEN "\),O NS.
o—e CPFX, 0--0CXD
Fig. 9. Improvement of symptoms (group B)
Table 22. Incidence of side effects
T Total no. of No. of patients with side effects st
reatment . i Statistical
patients .
group evaluated total continued discontinued analysis
CPFX 124 2 1 1
(1.6%)
” N.S.
CXD 128 2
(1.6%)
Table 23. Patients with side effects
Treatment Age Treatment | Concomitant Side effect Date of Administration Relation to
group (days) drug (severity) onset the drug
27 2 none stomachache (moderate) 2 discontinued definite
CPFX
27 7 none stomachache (mild) 2 continued possible
nausea (mild) 4 continued probable
39 7 none . . .
CXD rash with itching (mild) continued probable
73 7 none diarrhea (mild) 3 continued possible

B, WE 73 B, FbbEbuxizy 10 fl, Ri7 B
THARIL 83.8% THholo BRM OV TLHEMH
REEEZZD bhich -7 (Table 26),
RFEBCOWT A B &, FEARARRTIL CPFX #
97.6% (40/41 @), CXD B 97.8% (45/46 ) DE
BETHh, ARECERZERED RN -1, FE
B2 % ciz CPFX 2 88.2% (30/34 #), CXD #
66.7% (18/27 §I) T b, CPFX BA:@h B EA %R

Lz (0<0.1), EHRFEABBRLBITHL, 5
B o\ CHARL CPFX B 91.3% (21/23 fi),
CXD B 65.0% (13/20 ) & CPFX E»i@h HHHmM
R LI (p<0.1) A4+ Y VR - BETOFEXK
¥, CPFX B 76.7% (23/30 f), CXD # 78.1%
(25/32 ) THH, MHMCAEZIZDbhigh ot
(Table 26),
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Table 24. Incidence of abnormal laboratory findings
Treatment |  Total no. of Abnormal laboratory findings |  Statistical
group patients evaluated no yes analysis
CPFX 121 118 2 g%)
N.S.
CXD 128 125 (2.3%)
Table 25. Abnormal laboratory findings —classification of items—
CPFX CXD
Item - - Statistical
No. of patients No. of No. of patients No. of analysis
tested abnormalities tested abnormalities
GOT 1 %8 I 101 r NS
(1.0%) (1.0%) -
GPT1 % z ) 2 NS
(2.0%) (2.0%) -
zh.:
-GTP S.
Y ) 64 0 58 (3.4%) N.S.
1
LDH 1 74 0 75 (1.3%) N.S.
ll
WBC 121 N.S.
' (0.8%) 128 0 S
. . 1

Eosinophils 1 85 (1.29%) 98 0 N.S.

Each alphabetical reference mark indicates one case having duplicated changes

II1. * %

€Y FryarF vy BROEOARNER OBMABTILE
Luwwdboap b, 1980 fELIE norfloxacin (NFLX)1®),
enoxacin (ENX)!, ofloxacin (OFLX)!% /¢ L D\ W
Bhza—F/ v Uuhka LR, TRIABEEXBOT
W5, HE¥D nalidixic acid (NA),
(PPA) 1z X DAL E.coli, Klebsiella spp. 11 &—3f
D77 AEEECH LTORAEAR? + 5 42RbN
Twtee —h, = a—%7 v ik H.influenzae, P.
aeruginosa, Serratia spp. Tl D7 5 AEHEDOIRI
5%, S.aureus, Streptococcus spp. 1 ED 75 LB
B LThRIFLAENERET S, I61—F0=
a—F/r VL EKEECS HENEY R TLIO5-
B, FHENEALELLENLL> TS, &
LIERBRELHESh, 4K, BH~0OBTHED RIF
Thh, TOBRERGEPECHBERPEDLLOT,
FER SR RCHME, BREEMELIBMES B 7 &2 b FIGEEA R K
TR T BB,

Ciprofloxacin (CPFX)V 378 FA > « XM =3t T
BERXNIcF/ » v EBOD 1ALIC cyclopropyl £%H 3
Bza—F/vvThh, ERABFERRPMECOTER

pipemidic acid

KRBT »H D S aureus, Streptococcus spp., E.cols,
Klebsiella spp., Peptostreptococcus spp. 1z LV ichi
BhaeR#ETH2Y, Lad, NFLX, ENX, OFLX Kk
HART CPFX LA FDEMEIZH LT2~4 80
THENXRTY, FHlx e bR ofE LICBAOR
RTHEBHRFTH Y, FARG®RE IR TE—271C
FL, Cmax % 200mg #BEEET 1.2 4g/ml THHY,
EEBAOBTHIIRFTHY, 200mg BETFEN
B, SR, SpEREOUHBERAKSBOLEBRACERR
1.26~1.80 pg/g L MPRE L RASL EORENEDH L
haZ EBBEIR TV,

FHOKBE S X UEEREAHRKIC R 5 RETESILE
32 EIAFLEFEFLTALA T ML S (1984 F 12
B, M) oFEL v EC v atkWTREZA, O
PR ERELBRBESIh T3, *OhTERAM
HERYE 53 flicE L LT 1 AR5 E 600mg CER
2h, BHX 90.6% & & h ERGELBLATY
Bo FRBEBROWTATY, FEARRT 9%4.1%
16/17 f), FEMBSHLT 9.7% Q1/12 §), ~»
by VERIRE T 88.9% (8/9 ) LEVERERRL,
W BRTRERSN BHhTW5BYY, FHOK
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SO WTIE, — BB AR T 2,575 flico L rT Rt

P ENRTEY, BIfERORBRREI 0% T, ToEl

5L OHLBERTH D, EBLLDIALIATY &
BN IRATHEC LHARDLA TV B,

Ll ED KRN, BRI S, SER A ZERAR
PSS REREIC T 5 CPFX AR, KLMibUir
HRMXEBNCIET 2 BN THEREKR KR 21T
ey o

BB, EMARHEBRIED S LROFICL S
BRAED LB R 5 TENRYE, TEARBEL (A
B) BXUS by YIRS - R (BRE) & L7

SRKICER 7 = 2F|THAD cefroxadine (CXD)
BBTE LoDk, 2 ABRATER I B Rbf 0 XA TEMA
BERRPEOHILEETH L Db, CXD »FE
PSR, FEMFRSB%, vt ) VIREOBEYIE L
TeBRLE LUHER TH D, BEZRICE THENA
HEhTkh, TORMHE, KOs MIZL T
B ENECLABEANLTH D,

CPFX 05 EOREB LT, AEROTERLL
B THD S aureus, S.epidermidis, E.coli, Klebsiella
spp., P. mirabilis, P.aeruginosa 1c Lo+ % MICq
fEiA: 0.05~0.78 ug/ml TH5H & & &, F1FKH 200
mg B[R 5RO HERER P R E O REE 1.26~
1.80pg/g ThHBHZ &, Tl—BRERARICETES
WRITREERYGENLEBLI, LrLRLEOETHR
Boi\1 B 5E 600mg (443) ERELIC, —7F
CXD 2T, AFERBRECHTHERZHARD S
LREBHARETHS 1,500mg (433) &L,

ARBICE VT RBREFNEE ST EGIL 253 f)
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LOEMIFRALOFMAEECIZEE ATV 1edi]
BiXis L EHE Lic, TofWThoOEBEREWTHH

HMCEERZIBS AT, MEANIHREFALER

e L1871, ‘
BERHRIToTL, FASHE CORYHEL CPFX
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LREARET B, coC i, FFOBEhIHENL
ELRRFEBEBNOBTHEYRBLICRERTHS
EEX O, FEMXBCEREEYETHZ EXTFRTS
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We eompared the clinical efficacy, safety and utility of ciprofloxacin (CPFX) in the treatment of
patients with obstetrical and gynecological infections with those of cefroxadine (CXD in a double-
blind study. As both drugs are oral antimicrobials, the target diseases were intra-uterine infection,
adnexitis, bartholinitis and Bartholin’s abscess. Patients were given either 200 mg of CPFX or 500 mg
of CXD three times a day for 7 days. A total 253 patients were entered into this study and 209
patients were evaluated for efficacy by the committee. The following results were obtained.

1. The clinical efficacy rate on the basis of committee judgement was 79.8% (83/104) in the
CPFX group and 75.2% (79/104) in the CXD group. The difference between the groups was not
significant. In adnexitis there was a tendency to better results with the CPFX group than the CXD
group (p<0.10).

2. The bacteriological eradication rate was 80.3% (49/61) in the CPFX group and 80.7% (46/57) in
the CXD group. This difference was not significant.

3. Overall clinical efficacy was assessed by the committee on the basis of clinical efficacy and
bacteriological response. The overall clinical efficacy rate was 79.8% (83/104) in the CPFX group and
75.2% (79/105) in the CXD group. Again, this difference was not significant. Classified by
diagnosis, the rate in adnexitis was 81.8% (27/33) in the CPFX group and 59.3% (16/27) in the CXD
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group. This difference was significant (p<0.05). In intra-uterine infection, the rate was 85.4%
(385/41) in the CPFX group and 89.1% (41/46) in the CXD group, and in bartholinitis and Bartholin’s
abscess it was 70.0% (21/80) in the CPFX group and 68.8% (22/82) in the CXD group. These
differences were not significant.

4. The clinical improvement rates according to the doctors in charge were high in both the CPFX
group 88.5% (92/104) and the CXD group 83.8% (88/105).

5. Adverse reactions were observed in 2 out of 124 patients (1.6%) given CPFX and in 2 out of
128 patients (1.6%) given CXD. Abnormal changes in laboratory findings were noted in 3 patients
(2.5%) on CPFX and in 3 patients (2.3%) on CXD. However no serious adverse reactions or
abnormal changes in laboratory findings were observed.

6. The utility rates according to the doctors in charge were satisfactory in both the CPFX group
88.6% (93/105) and the CXD group 83.8% (88/105). There was no significant difference between the
groups. In adnexitis, there was a tendency to better results in the CPFX group than the CXD group
(p<0.10).

From these results, we conclude that CPFX is useful in the treatment of patients with obstetrical
and gynecological infections.



