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HaE—
HEREERRE ¥~ & — 5

Vi CHES, N ERZER

BO= 2 —F 7 0 vR&PiHE#llevofloxacin (LVFX, DR-3355) O pE fig NFHE U SLAE (2 X
LAWY, et L OHFRAN Y £E6 1R ORI X WiRE L7,

MREBIIFENEL, FEMBRE, VM) VIRE - BE TESEEAB LR
KE L, FHIZ1AEER L LT, LVFX 200mg(4+2)~300mg(433)7 H M Hiik 5 %

Al L, UTOR#ZR,.

1) BEGIEFNZ2908ITHY, NERRIZLY, AWML L SRERIR, Bk

At - BLEBI3BIZ R <, 197HITH 572,

2) ERRADA D ER, AMEEDELAMFIINERZHESR L FICEBERERIS

93.4%(184/197)TdH » 72,

3) MEFMER ADAERRICE HMEFRRRAEESII1166ITH Y, ZORBMEL

#1388.8%(103/116)TdH - 7=,

4) Zeath  EERIR278BI 6B (2.2% ) IR b, T, BRKRREMRE LS
24561 361(1.2% ) IBD B N2205, WTROEKROEE, —8iTHh -7,

5) HRM O THERAE, AR1456), LHRSH, AHTEZV6HITH Y,
DTHB AR &b ARZEIZ93.0%(186/200)THh o720

DEOBHE LY, LVFXIZERAREISEREED ) b, THENESE, FEftEdRg, N
V) B - BE FESE S, UMK LT, BREICEREOSWERTHL L

Zz bhiz,

Key words : Levofloxacin, LVFX, DR-3355,

Levofloxacin (LVFX, DR-3355) %, 19864 &5 — !
HHEAAHTHESNIZHLVE ) FUhvR o BR
AHEMHEHTH 5, KK 5+ 3K TDH 5 ofloxacin
(OFLX)D—H OXZFREAFELKRTH D, HWAUHE
Gl AEWE, 7T ABEMEICH L CILEE 2
BWMAXRZ b7 L5241, TOHBEMNEIIHE L TOFLX
D2AETH Y, OFLXDEHAKLEEZ LN TN DY,

AANTOFLX & Bid CHEDARANEELRL, &b
CRO%RS ST A E, ERICRINES h, M H
MM LA Linp R4~ 6RHTREL, &
L4488 TG B D85 ~92% S RZE LA L L
TIRHFICHE S N B2,

PEIR ARSI O EYSE D S M S A HMRIZ 7 5 4
R, 79 ARMERE D O BEAME $ CHERICRS
A%, LVFXiZ 2 &S OB A LIRE VI AR 7 b
SLEHELTEY, OFLXASTH, I, IELREL
BB RIF BT 2 RTIIL LY, KHNIZD

WTh INHMBANRIFRBITE R Z LA S,

PEIR ARHEBRAE I L CHATH 5 2 &S
n,
KREOBERIMRETIC DV T, BRI MM R s Bk e
EVB & OB T SO REE I T A RIS 1B
BRI RBIEM SN, LVFX 300mg(453)120OFLX

Za—F/0r, Em ARESERLYE
600mg(433) L FMBEOFNMERL, K&tz Ld
BRTWEZ EDHERIN TS,

4], FEMNEYE, TEMAESRE, NV M) VR
% I, TESER, UMEATHSE L RERR
HERr EE6IMGRDOERFREL LTEBLANDTE
DT HRET 5o

I. ¥ B 5 &

ARER L, SEI1SEHM LR O FICZORJIHEME,
FE1HERIC BV TERITCHESA 26 FH2E10A £ T
ORNCER S N7z,

1. WRERL S IS RAES

X R TE AR ERR S, T R,
EYHIE, THEMRE, TENERLZY), FERFE
BRINE R, JREREIRIE, S0 g%, PNEEINBERREE
), NV UBRS - BE, TESEER(Z7IDT
Y, KEM) TUTOZKEELHZTOOB LU
BREDBE R RIEG & LT

ABE T ENERY - FEMESE

BEAOMZH HVIIEIMOMEIZ L DERDITD,
MBI & ) FEERERD D\ 158 23 4 3R B
SR EAL, RIR3TCLULE, »AVIZAMEK
¥8000/mm*LL b, & BV IZCRP(+ )L EDIES,

BEE D NV M VIR - R
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B, IR, P AT HER. 2V b)) U BRE
WD W TR ASRER L% A REH1,

B, FEEERICOVWTRTFEEE LY 753
7 L HESRIE SN ER 2 x5 & LTz,

$72, TRl NS T 2EMEH S0 UL, S
NyHrZEE L7,

1) 168k DIER)

2) BAEEYE CROFNIC X HIHHETIEHEIHY

FCTE L WEES]
3) EELKBRE - AHEYAL, ABREMO
A, Ze et oK E AT 72 REB)
4) RAERBGANICROMBERI G S, BRI
SERATYE L DD H B IEH
5 ¥/ urvRMBERIICTLAX-OBENDH S
FEBI
6) EEDL, FdHWVIZBREERE DB B IE
7) IR, HRLCWAWREOH AL LV
FEIIOYCIN

8) Fofth, EIREAABY & HIWT L 7-IES

2. REREAB L ORGHE

1) R ER#EHF . LVFX 100mg $E (1 §E #F LVFX
100mg* &H T 5)

2) bR REdER L LC1E15£(100mg), 1H?2
~3[(200~300mg/ H ) # BHIIEOHKS T 5, ER
X BEHEB L CELELZ R, 1HE600mg
(93)% EBRE L7z,

3) G CEHIE LT H SRS & A

EELAMERPSEH L HaRkS 2RIy s2 &7
TEBLbDE LI, 7, BRODZFNL LOKS
DAL EREHIHIN LI2%E, &5\ IERDUE
HH SN TRERER FEA &R L, MANCEET S
WETYH, KE3AMIIRGTAZ L E LTS

B, Ihok5 ek d 54 %G IR
EOMEZITY, hIEHEAB LA ERICEA
L, ZORETOMPHELZTI L E L,

3. BERZERA

hoBEH, PUEWE, X704 FAl, HEERA
% CRERER OFIRICH S 2B R 5 2 AERI OB
AR L, 22720, GBI R B FHAET-
1A, FOBAT TORRIIOVWTOHEYIT-
- EC, PR, BSHM L CEREARICREAT
LI kELT,

4. BRIEROBIE L L ORAIHA

1) BERAERDOBIEE
BEHARTREOEBY &L, EHlE LCHEHRE
THIEETHH, L EbEGH, HK53HEDS

JUTH#E(HHVIIEGPIER) ISR TRET S
L L7z, BTEDBIZEBAWRE R EIIERHE /2
EEAICERT 5,

[ARE]

i EHME

TR - AL, REARD, BIORD

BB, SOFR - 2L, §5v,

W & 5T EREERD 5V I3 EEIBALER O
A L, B, PEE, R

[BRE]

iR - FEiE

M 2L, &b

B 2L, b

KES DL, 2emkKil, 2~3cmAi, 3emdl b
OV by VIRBREOR) (L, HY
BIERICoW I, 20fEIR, BE, %3, %,
WU, RERZEF & ONEEMEL LIZOWTHRERRY
FHICKETL, RSk T AL E LT,

2) HAAIEAE

FIfER, CRP, IiL(1EEMEME)ICDOWTIE, &5H
MaHT, RS ME3HE, THRICLTHET A L E
L7

RIMMERER, MmBFEE, ~~< b2 Y v ME, HILEKS
&, M/, S-GOT, S-GPT, Al-P, y-GTP, ¥
YVY (¥, #), BUN, S-2L7F=r, RE
M, REEZEICOWTIE, H5HATE L OIRG#T
BRICOTRERR D BIET AT & & L7,

5. MR FEMNRE

BRI OYEERT, HE5RICTEARY, SESWY,
eyt 72 & OFBIZIE U 72 B 2 M R AR & M
LIZTIRIL, RRL iz sr v 8-5-" (2
VoA NT T A)NE AL, PRIl HEERRRE
vy eI EE L, BBV THFAMER, B
MRS, FES L UCRBERIINT HMICEY H
RACF S S /N BRI B (MIC) il AR e i
B L RS MR R /NS E IR REE (MIC) il %
EOIREWERIICHIE L7,

72, BRFICBWTHIHERR ) MBS, [
E, BB rE/RTLII L L L

6. HE

1) FHREICEBHE
FHREIMEOHEICL Y, B HEFOEER %
HIE, PHE, BEOIEKT, $/, BEKORLE
W, B, LRAER, EWMOIERE L UOHERRET
HE L7z BWERICOWTIE, ZOEMERE, 58k
DWEB L OER EORERBRIZOVWTHE Lz, &
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HICHRMERERIR L BIER B L UBRRMEHEE
ZEYWERLT, BOTHEH, FH, #HH, 8
THROVWOLERB L CHEARRETHE L7,

2) NEREERIZEAHE

FHEL VREShAERE R, MEREX(F
B UEAKEH, REEHEG, BEAZ, HOE-—-)ics
WTHEEBI DR ENTHE S, BRIRZIE T ER, F3,
BHDOIEREIC, MEFIRR LB, B - —8
HE, I, ARRO4EEB L OHERETHE L
72o b, MBEFNREHEICEL, DT OEANICH)
DERREARE Sh, MEFNHEIHE S, H
L, FEHNBEETIIFEAR, FEMEHLTIIRYE
BB LUY 77 AEER L ) BB S -/ %k
RELT DD, EBEBFENBREICRY, EEHHViL
HESWYrORBIN-HMELREE L T 5,
Lactobacillus, Bacillus, Enterococcus3 X U°Bifidobacter-
umFRREE L LS, ¥7 7 ABERW®, BK,
BHEFERRM & 1) AR & N7z Enterococcus faecalis®F i3S
REET D, 7NV MY VIRRE TS RICRT AN
KL, BRARIAROEGE IR LLHES 5,

I. &% B B &

1. W RAER ORBET

RN AT RIEBI DPIER % Table 11Z7R T, ARRERDKE
BGRERIZ290BITH 5720 T 529061120V T,

MEERIZBWTHEITAREI L L TOBEEHIHRE S,

93BUHERR B RHIE & 0 B S hize £ OWNERIZER
HHEBI68BI, BLEBI25BITH 5720 L7chi o TIE
KRB R ERIEGIZL97HITH - 726

AR ERR A R EER 197601 B R R R EA
WHRBID S LEWER ORI % B 72451 L BEERAME
REEE Z RO 1B OFSIES % 0 2 7220260 A3
WHRE SN,

BIVER IR LR EBE L e 20 o 72 124E B % B <
%O $XTOMERI278BID BN R L Shiz,

R MEEFELEIE, BSH®RICERREIER
SN D 5 725580 % B\ 72 245 B AT R & Sz,

2. B4 - BiEBI & 2 0B H

KE G H OB - BEEE % Table 212K ¥, K
SEBIE, MRNBEEIG, BHIRERKCLIE, RER
FER I 5 RMRER E THRER RS Sz fEF 26,
16i% Kbk SAEGIL G, EELEBERELE T HER
1B DFH68BITH - 720 BEHIEGIL, WBHELIRE K
BeLzedr o 721260, SERERKER LB, EiE
EREERZD R M EARBEAEBI 3B DEF256ITH - 726

3. MREFDOERRT Ot

FRRZh RN RIEB 197HI D ZEZRF IO\ T
&t L7-(Table 3),

FEHII205% MK A938.6% * o, KEIZ50~60kgk
HA550.8% x w7, 1AKS5®IX80.2% DIEHIT
300mg(533)#%5-TH Y, F/-%5HHI71.6%DHE
BITTHRMIRE TH 572,

4. FREHEIC X BEBEKRSR

INEB RBERZFEHERAER O FEEEIC L DR
R DOBAE % Table 41278 L7, ER), AHEEHLY
AMEI393.4%(184/197)Thh, ThEEET
IZAhBE, FENEE95.1%(58/61), FEMERE

Table 1. Number of patients evaluated

No. of patients evaluated on

Total m.lmber of Excluded and drop- Clinical offi
patients out from evaluation tmical etficacy
290 93 197
Side effects
278

Abnormal changes in
laboratory findings
245

Utility
202
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85.4%(35/41), /NI b Y V% - E#598.0% (49/  (11/12), 600mg : 85.7%(6/7)Tdh -7,
50), FE %% £.93.5%(29/31), FLIE%K92.9%(13/ 5. MEBESHEIC L AERRENR
14)THh o720 1) HBRIEERZhSR
F7:, 1HERGENOAH#ZHIE200mg : 98.0%(19/ INEBEICE BHENT N 197F O BRI ERIR
20), 300mg : 93.7% (148/158), 400mg : 91.7%  #hE % &L 7-(Table 5),

Table 2. Reason for exclusion and drop-out from evaluation

Reasons No. of patients
disease not included in protocol 3
symptoms not satisfy the diagnosis criteria 61
. administered antibiotics just before treatment 2
Exclusion
under 16 years old 1
severe underlying disease 1
sub-total 68
no consultation again 12
concomitant medication 10
Drop-out .. . . .
clinical efficacy judged by doctors in charge was unevaluable 3
sub-total 25
Total 93
Table 3. Background of patients
Intrauterine Bartholinitis . y Total
Item infection ., Cervicitis Mastitis
. Bartholin’s abscess (%)
Adnexitis
16 ~19 9 2 3 1 15( 7.6)
20 ~ 29 42 8 19 7 76 (38.6)
Age 30~ 39 36 13 7 6 62 (31.5)
(yr) 40 ~ 49 12 5 1 28 (14.2)
50 ~ 59 1 9 10( 5.1)
60 ~ 69 1 3 1 5(2.5)
70 ~ 1 1(0.5)
~ <40 1 1 2( 1.0)
40 ~ <50 31 14 9 2 56 (28.4)
Body 50 ~ <60 48 23 20 9 100 (50.8)
weight 60 ~ <70 10 3 2 15( 7.6)
(kg) 70 ~ 3 1 1 5(2.5)
Unknown 10 9 19 ( 9.6)
200 mg 8 10 1 1 20 (10.2)
Daily 300 mg 88 35 25 10 158 (80.2)
dose 400 mg 4 3 5 12( 6.1)
600 mg 2 2 3 7( 3.6)
Durationof 3~ 6 10 8 7 25 (12.7)
administration 7 80 37 18 6 141 (71.6)
(days) 8~ 14 11 5 13 1 30(15.2)
15 ~ 1 1(0.5)
Total 102 50 31 14 197 (100)
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Table 4. Clinical efficacy judged by doctors in charge
Diagnosis Excellent| Good Fair Poor Total Efficacy rate* (%)
Intrauterine infection 4 4 100
Puerperal intrauterine infection 2 6 8 100
Infectious abortion 1 1 100
Pyometra 1 1 0
Endometritis 10 35 2 47 95.7
Sub-total 12 46 2 1 61 95.1
Adnexitis 3 11 1 2 17 82.4
Salpingitis 3 17 1 21 95.2
Oophoritis 1 1 0
Tubo-ovarian abscess 1 1 2 50.0
Sub-total 7 28 3 3 41 854
Bartholinitis 1 2 3 100
Bartholin’s abscess 10 36 1 47 97.9
Sub-total 11 38 1 50 98.0
Cervicitis 4 25 2 31 93.5
Mastitis 8 1 14 92.9
Total 39 145 6 7 197 93.4

*Efficacy rate: excellent + good / total

Table 5. Clinical efficacy judged by committee

Diagnosis Excellent| Good Poor Total Efficacy rate* (%)
Intrauterine infection 4 4 100
Puerperal intrauterine infection 8 8 100
Infectious abortion 1 1 100
Pyometra 1 1 0
Endometritis 2 43 2 47 95.7

Sub-total 2 56 3 61 95.1
Adnexitis 15 2 17 88.2
Salpingitis 1 18 2 21 90.5
Oophoritis 1 1 100
Tubo-ovarian abscess 1 1 2 50.0
Sub-total 1 35 5 41 87.8
Bartholinitis 3 3 100
Bartholin’s abscess 46 1 47 97.9
Sub-total 49 1 50 98.0
Cervicitis 28 3 31 90.3
Mastitis 5 8 1 14 92.9
Total 8 176 13 197 93.4

*Efficacy rate: excellent + good / total
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SEREBITIE, 1976, ExhsHl, Hxh1766l,
136, F5h%93.4%(184/197)TH - 720

BEBRIER R L, FaREkgeTide1fd, #ih2
B, #xh56Bl, MAN3IHI, HNFEI5.1%(58/61)THh
D, TEMNBIRETIXAIBIF, FH161, HEh356,
HERNS5B, HNH87.8%(36/41)Tdh»720 /NI H Y
B - BRESTTIE, 508U, A7ah4a9Bl, RN, A
#%98.0% (49/50)TdH - 720 [EHF R TIE31H]
i, AEh28hl, EERHIGI, AR)F90.3%(28/31)THh
5720 LA T 14080, FR5HI, HEH8HI, Mihl
B, FHxh#92.9%(13/14)Tdh 572,

2)  1H¥ES-RBIEKRR

1H¥5-%200mg, 300mg, 400mg & F600mgiZ
BUFAAHMEBIEIZNZN950%(19/20), 93.7%
(148/158), 91.7%(11/12)B L 1°85.7%(6/7) T
0, BH5EEEHBDFOMICHBEIIZED SN h o7
(Table 6),

6. INEASHEIC L BHE SRR F

1) HHEBIHEFE R

IFEEITL HHEFIRH % Table 713K L 72,
AT SAEBI 19761 D 5 LR KEMRIFIZ116651H 1),
NS REFNC BT A MRS RRh A3 BEPEL 10361, K
A —EEELBI, A4, R8BI
88.8%(103/116)Tdh -7,

AT, TERRREICBVLTI276%, B
L1861y, WL - —Ehid1Ipl, AE1B, w76 T
HY, BEHLERIZ66.7%(18/27)Th -1 THEITE
WRAIZTBVTIIOBIH, BEMEILsHl, W16l cREM

{b31388.9% (8/9)Tdh o720 7SIV MY k4 - Beds
IZBWTIZ4169, 2firiit L Tsh, Bt
#13100% (41/41) Th » 720 THEEERTIE31HIH,
b8, TNE3BITH Y, BatE(b#13290.3%(28/
31)TH 7. F72, RETIESH BN L
THH, BHEERIZ100%(8/8)Th 72,

2) EREDIEERLE

2 TR 5 BRI K SR DB % Table 81278 L7z,

HMHEAIC B 57T AT RIEREICOWTHD
L, Staphylococcus aureus, Staphylococcus haemolyticus,
coagulase-negative staphylococci (CNS), Streptococcus
agalactiae 7z L ST DR KA DHE SN, ZOHE
1394.3%(33/35)Ch o 70 —F, 75 LEMERIRY
IZ 2w T & b &, Escherichia coli, Klebsiella
pneumoniae, Neisseria gonorrhoeae 7z & STEHH D K H
WHEESN, ZOHEMFEIL6.6%(28/29)Th o172,
T 7, BREAMEREGEICDOWT R D & Peptostreptococcus
anaerobius, Streptococcus constellatus, Peptostreptococcus
asaccharolyticus % EIFEFDRRKE XD EES N, Z0
FRNFIZ100%(16/16)TH - 72,

—%, BBREERICBDH%FIE100%(16/16)
Tho1,

3) EAEIMEFENRE

HE~1 350k DFE S D 25 & Table 9IT/R L 72,
26T O E 2 WH OB KFIES. aurens 100% (10/
10), CNS 100%(9/9), S. haemolyticus 87.5% (7/8),
E. coli 100%(17/17), N. gonorrhoeae 83.3% (5/6),
K. pneumoniae 100% (5/5), P.anaerobius 100%(4/4),

Table 6. Clinical efficacy judged by committee classified by daily dose

Efficacy rate * (%)

Diagnosis daily dose Total

200mg | 300mg | 400mg | 600 mg
Intrauterine infection 2/2 54/57 1/1 1/1 58/61
(100) 94.7) (100) (100) (95.1)
Adnexitis 6/6 27/31 3/3 0/1 36/41
(100) (87.1) (100) (0.0) (87.8)
Bartholinitis and 10/10 34/35 3/3 2/2 49/50
Bartholin’s abscess (100) 97.1) (100) (100) (98.0)
Cervicitis 1/1 23/25 4/5 28/31
(100) (92.0) (80.0) (90.3)
Mastitis 0/1 10/10 3/3 13/14
(0.0) (100) (100) (92.9)

Total 19/20 148/158 11/12 6/7 184/197

(95.0) 93.7) 91.7) (85.7) (93.4)

* Efficacy rate : excellent + good / total
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P. asaccharolyticus 100% (4/4),
92.9%(26/28) % L TH 72,

F72, TN MEO S HMICHIE % £/ L1g, 2
DHOBEE % HE LIE8THROLVFXIZX 5 MIC
(10°CFU/ml) D %345 % Table 104278 L 72,

% B, 1FH L 7z Streptococcus morbillorum B X U°S.
haemolyticus DMIC 12 Z N ZF N 0.78 g/ ml B X F1.56
1g/mlTdh -7,

7. EBIEHB X UBRREHERE

BIER DS LR, 2786F6fITH D,
B{HEIL22% TH - 720 BIERADIERDOAFUTIE SR 115“
R4 - DREPRZERER L], FE160, SRR, @A
Bl, OA&RIE, FHEKIFTH > 72(Table 11),

Chlamydia trachomatis

LA»L, ThooRIfERICREEZLDOIEROLNT,

WEROFER O 3R D D VI G5 T R R 22
Mkl &8, ThoglfEBOREDOLNIz66ID1
#5813 8B OB A SN 216125200mg, oD
56112300mg T - 72,
BRBRAEO B L % 2 LERIE, 2456143
BITHYH, BIHRIZI2%TH o7, TORFIE, A
MERE A 1B, BB L CHIROBS 14, S-
GPT L5 161TH - 72 (Table 12), %HB, ZTh 536

D1IAHRG BRI PERDB L CHEKBZORD 571
BlIAs200mg, D26125300mgTH - 72,

8. FWHEHEIZ L BHAMN

FWHEICE D HIE SN AR % Table 131377 L7z,

SHREBITIE, 202604, WO THH416], 145
B, RRLAHH, HRTHRVEH, HEARE2HTH
n, AHZEIF93.0%(186/200)TdH 72,

I # =

P A B DY RILVEX O R i N B} 58 38 g (2t
oA, ZatBl ARt ERET AR T
MR B % A E 18R B L OV F OB Sk,
a6 1Mtk DL MBFFEIC & 0 FhE L 72,

FEIR ARHEIS O RALSE > S i S A M 1, T4

RAEOMES, ERIMHEG, 7T AGNE, 77 AR
PER 2 S HSUE E CTEHMEBID MBS N, Zhod
MIHRAE LTSI EMMEINTWE Y JrEi

Eomwifie LTid, 77 ahMHRE L’CliE.
faecalis, CNS, S.aureuss &, 77 LEMHRH & LTIt
E. coli, K. pnewmoniae, Haemophilus influenzae 72 &,

F 70, BEAMEE & L TldPeptostreptococcus magnus, P.
asaccharolyticus, P. anaerobius7s & 755 %, AERIZ
BWTIiE, HMUEG1076)(7 7 AR 35H, 77

Table 7. Bacteriological efficacy judged by committee

. . . Partially Unevalu- Eradication
Diagnosis Eradicated eradicated Unchanged | Replaced able Total rate*(%)
Intrauterine infection 2 2 4 2/2 (100)
Puerperal intrauterine 1 1 6 8 1/2 (50.0)

infection
Infectious abortion 1 1 1/1 (100)
Pyometra 1 1
Endometritis 14 7 25 47 14/22  (63.6)
Sub-total 18 1 7 34 61 18/27  (66.7)
Adnexitis 4 1 12 17 4/5 (80.0)
Salpingitis 4 17 21 4/4 (100)
Oophoritis 1 1
Tubo-ovarian abscess 2 2
Sub-total 8 1 32 41 8/9 (88.9)
Bartholinitis 3 3 3/3 (100)
Bartholin’s abscess 38 47 38/38 (100)
Sub-total 41 50 41/41 (100)
Cervicitis 28 3 31 28/31  (90.3)
Mastitis 8 6 14 8/8 (100)
Total 103 1 4 8 81 197 103/116 (88.8)

* Eradication rate: eradicated / total -unevaluable
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Table 8. Clinical efficacy judged by committee classified by causative bacteria
Efficacy rate* (%)
Causative bacteria intrauteri banhognilis
intrautenne adnexitis and cervicitis mastitis total
infection bartholin’s
abscess
Gram positive aerobe
S. aureus 1/1 2/2 5/5 1/1 9/9
S. epidermidis 1/1 1/1
S. haemolyticus 0/1 1/1 2/2 3/3 6/7
CNS 5/5 0/1 1/1 1/1 7/8
S. pneumoniae 1/1 1/1
S. agalactiae 3/3 4/4 777
a-Streptococcus 1/1 1/1
E. faecalis 1/1 1/1
11/12 4/5 13/13 5/5 33/35
sub-total ©91.7) (80.0) (100) (100) (94.3)
5 Gram negative aerobe
= E. coli 3/3 /1 10/10 14/14
§ K. pneumoniae 2/2 2/2 4/4
£ K. oxytoca 1/1 1/1
= H. influenzae 1/1 2/2 3/3
‘3 N. gonorrhoeae 1/1 2/3 3/4
[ K. kingae /1 1/1
2 C. hominis 1/1 1/1
g X. maltophilia 1/1 1/1
=
e 6/6 3/3 17/17 2/3 28/29
= sub-total (100) (100) (100) (66.7) (96.6)
anaerobe
S. saccharolyticus 1/1 1/1
S. constellatus 1/1 1/1 2/2
P. anaerobius 4/4 1/1 5/5
P. asaccharolyticus 1/1 1/1 2/2
P. prevotii 1/1 1/1 2/2
Peptostreptococcus sp. 1/1 1/1
E. lentum 1/1 1/1
P. granulosum 1/1 1/1
E. corrodens 1/1 1/1
8/8 1/1 6/6 1/1 16/16
sub-total (100) (100) (100) (100) (100)
. . 0/1 24/26 24/27
C. trachomatis 0.0) 92.3) (88.9)
g GPC + GPC 1/1 1/1 1/1 3/3
S GPC + GNR 1/1 2/2 3/3
2 GNR + Anaerobe 2/2 1/1 3/3
k= Anaerobe + Anaerobe 22 3/3 5/5
= C. trachomatis + 2/2 2/2
) N. gonorrhoeae
< GPC + GPC + GNR 1/1 1/1
:Ej GNR + GNR + Anaerobe 1/1 1/1
3 wub.total 7 717 22 22 18/18
A (100) (100) (100) (100) (100)
Total 32/33 8/10 43/43 28/31 8/8 119/125
(97.0) (80.0) (100) (90.3) (100) (95.2)

* Efficacy rate : excellent + good / total
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Table 9. Bacteriological response classified by causative bacteria

Eradication rate* (%)
bartholinitis
Causative bacteria intrauterine . and S L
infection adnexitis bartholin’s cervicitis mastitis total
abscess
Gram positive aerobe
S. aureus 2/2 6/6 2/2 10/10
S. epidermidis 2/2 2/2
S. haemolyticus 1/2 1/1 2/2 3/3 7/8
CNS 4/4 1/1 1/1 3/3 9/9
S. pneumoniae 1/1 1/1
S. agalactiae 2/2 4/4 6/6
S. pyogenes 1/1 1/1
S. milleri 1/1 1/1
S. cremoris 1/1 1/1
a-Streptococcus 1/1 1/1
E. faecalis 1/1 1/1 2/2
10/11 5/5 17/17 9/9 41/42
Sub-total (90.9) (100) (100) (100) (97.6)
Gram negative aerobe
E. coli 6/6 1/1 10/10 17/17
K. pneumoniae 3/3 2/2 5/5
K. oxytoca 1/1 1/1
H. influenzae 1/1 2/2 3/3
N. gonorrhoeae 1/1 4/5 5/6
C. freundii 1/1 1/1
A. calcoaceticus 1/1 1/1 2/2
K. kingae 1/1 1/1
C. hominis 1/1 1/1
X. maltophilia 1/1 1/1
10/10 3/3 19/19 4/5 1/1 37/38
Sub-total (100) (100) (100) (80.0) (100) 97.4)
Anaerobe
S. saccharolyticus 1/1 1/1
S. constellatus 1/1 1/1 2/2
S. intermedius 1/1 1/1
S. morbillorum 0/1 0/1
P. anaerobius 3/3 1/1 4/4
P. asaccharolyticus 2/2 1/1 1/1 4/4
P. prevotii 1/1 1/1 2/2
P. magnus 1/1 1/1 2/2
P.micros 1/1 1/1
Peptostreptococcus sp. 1/1 1/1
E. lentum 1/1 1/1
P. acnes 1/1 1/1
P. granulosum 1/1 1/1
B. fragilis /1 1/1
B. thetaiotamicron 1/1 1/1
B. distasonis 1/1 1/1
B. intermedius 1/1 1/1
E. corrodens 1/1 1/1
12/13 1/1 12/12 1/1 26/27
Subsiotal (92.3) (100) (100) (100) (96.3)
. . 26/28 26/28
C. trachomatis (92.9) (92.9)
Total 32/34 9/9 48/48 30/33 11/11 130/135
(94.1) (100) (100) (90.9) (100) (96.3)

* Eradication rate : eradicated / total - unknown



PEIF NFHEGLSE 12 %) A Levofloxacin D B s BR

VOL.40 S-3

321

LR 2060, BEAME 166, 2937276 D
EPREEG D 18615880 57z LVFXIZOFLX D —
HOXFERMK K TH Y, 77 2BHHE, 7T LB
TR, BRMEITL, BLAVIEARY b7 4%

LTHEY, ZORKEIEMEIZHE L COFLXD2f5TH ),
OFLXDEMARKEZEZ N TWBY, 72, KAL
B TR ORMNBYRE % 7% 3 OFLX 0 3 iy A Fl sk
BAE 0T A BN OBEIC L 5 &, OFLXidk
b TS &AL R TR 2, BRSO TH
BENTWDLIENFHRINTVDLY, ThHbnZ e &
D ARFNZDWTH I NS MBEAND BRI 2 ERBAITH D
e sh, EEAREBEEEICY LTEHTHS 2
LIS, ED LS e Ens, 40, KAlO
BEIR ANFHESUSE (S T A AR, etk 5 TN
HHABIZOWTHRETAZ L E LT,

M EHEBUL, REDPEOEATH A Z L h bk
GETRE L TE NS, FaEftEHE, ~Svhbyr
BRos - BRiE, TEEERBLIUIREL L

AR OG- I AR KER I b EM S - B RE
REEOBE YLD, THEHRLEZS5N51H300mg
(3 EEREBEE L, $7-, AROLEEEBHEL
1H600mg(43) ¥ THEHEE L7,

ARERIZ BV TLVFXA R 5- S - FEF £ 29061 T
HY, Z0HBAFEREIIBO TR E Rt
G U TIRASNIER 19761 TH - 720 5B
A - BEEERIZBITH Y, £RD32%ThH -
o ZOBRY - BEOHHOFTRLEN -71-DIXH
Wi HEESERI T 0, YL - BEESIF O EDL L

2D (616]), DWW TR (1261), HFHEEK
(1081), *FRANHEEGH) EFEV 72, 40, Bhrki
EE LTHA L6180, TPy, =48
B|RIZBWTEREIINZIC L DIERSIC X b e
LZW LA, AMmERES8000/mmiLl k& 5\ iZCRP

Table 11. Side effects judged by committee

No. of patients with side effects 6
No. of patients evaluated 278
Incidence of side effects (%) 2.2
nausea 1
nausea and feeling of 1
mouth dry
Symptoms dull headache
drug eruption

progenitalis itching
angulus o’ris rhagades

Table 12. Abnormal changes in laboratory findings
judged by committee

No. of patients with abnormalities 3
No. of patients evaluated 245
Incidence of abnormalities (%) 1.2
leukopenia 1
Item eosinophilia and monocytosis 1
elevation of S-GPT 1

Table 10. MIC of levofloxacin and bacteriological response

Innoculum size: 106 CFU/ml

. . Bacteriological MIC (ug/ml)
Diagnosis response Total
£0.05 0.1 0.2 0.39 0.78 1.56 3.13 625 125 25 50 100s
Intrauterine eradicated 6 3 2 1 4 6 2 24
infection persisted [
Adnexitis erad.lcated | 3 1 1 6
persisted
Bartholinitisand | eradicated | 16 9 4 7 5 2 1 44
Bartholin’s abscess | persisted
.. eradicated 2 7 1 1 11
Mastitis .
persisted
eradicated | 23 5 21 6 12 12 4 1 1 85
Total .
persisted 1 1 2

"'S. morbillorum, * S. haemolyticus
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Table 13. Utility judged by doctors in charge

. . Markedly Slightly Unevalu- Utility
Diagnosis useful Useful useful Useless able Total rate*(%)
Intrauterine infection 4 4 4/4 (100)
Puerperal intrauterine 2 7 9 9/9 (100)
infection
Infectious abortion 1 1 1/1 ( 100)
Pyometra 1 1 2 172 (50.0)
Endometritis 10 36 2 48 46/48 (95.8)
Sub-total 13 48 2 1 64 61/64 (95.3)
Adnexitis 4 10 2 2 18 14/18 (77.8)
Salpingitis 2 18 1 21 20/21 (95.2)
Oophoritis 1 1 0/1 ( 0.0)
Tubo-ovarian abscess 1 1 2 172 (50.0)
Sub-total 7 28 4 3 42 35/42 (83.3)
Bartholinitis 1 2 3 3/3 (100)
Bartholin’s abscess 11 34 1 2 48 45/46 (97.8)
Sub-total 12 36 1 2 51 48/49 (98.0)
Cervicitis 5 24 2 31 29/31 (93.5)
Mastitis 4 9 1 14 13/14 (92.9)
Total 41 145 8 6 2 202 186/200(93.0)

* Utility rate : markedly useful + useful / total - unevaluable
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We performed a clinical study on levofloxacin (LVFX, DR-3355) a new antimicrobial agent, to
evaluate its clinical efficacy, side effects and utility in obstetrical and gynecological infections.

The diseases covered by the study were restricted to intrauterine infection, adnexitis, bartholinitis
and Bartholin’s abscess, and mastitis.

Mainly, LVFX was administered to 290 patients for 7 days in a daily dose of 200 mg~ 300 mg (100
mg b.id. or t.id.).

The following results were obtained:

1) Clinical efficacy: 197 patients were evaluated for the clinical efficacy. The efficacy rate (excellent
and good) was 93.4% in the judgments by both the doctors in charge and the committee.

2) Bacteriological effect: 116 patients were evaluated for the bacteriological effect. The eradication
rate was 88.8% in the judgment by the committee.

3) Side effects were noted in 2.2% of 278 patients, and abnormal changes in laboratory findings
were recorded in 1.2% of 245 patients treated with LVFX.

4) Utility: The utility rate was 93.0% in the judgment by the doctors in charge.

Based on these findings, it is surmised that LVFX is a useful drug for the treatment of obstetrical and
gynecological infections.



