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Levofloxacin (LVFX) ® 2 7 I U 7T EEE K KO T ENERGUIRT % G304
BLUOREM AR L7z, LVEXOMY - FRIZ 118 500mg 1 H 1187 HERRO#RYS- &

L7,

77 IV THFESEE RIS DREHER (P58 T 14~21 HER) OAEYIFIIR)
RiZo4.4% (17/18) TH D, WEERIHRIL100% (16/16) Th 7z, FENEGTIE, %
HA& TR OEFIRZNARIE 94.7% (18/19) , T 7 HIh R 68.8% (11/16) TH -7z,
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7 F RSS2 N Z 2 BN R L 2 DISME T XTI HIOADRETH > 72, BEHO

IR,

WINEEED 2 VEHFETH - 72,
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ENEGOEFIZA AR Th 5 2 L MR S hiz,
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MEIAWHIE 2 X7 b T L5 CICBENZ2HE D
EREMEN S, AT 1H 100mg 1 H 2~3 [
(FIE USRI RA 53 & b h 728541213 1131 200
mg, | 03[0l CROTHE) % BERW - s
U C 1993 R B /KGR &, A FHIEIE&GYIE D
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PR & DU HED A3 Y) 25 f FH 2038 25 R 5 A 2
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TEHEREEL LUCTFENREEE SR L
L7z,

77 IV THTEEEROBRILEG, O
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Table 1. Observation items, categories and scores (Intrauterine infection).

Observation item Category Score
<37.0 0
=37.0- <375 2
Body temperature (°C)
=37.5- <38.0 4
=38.0 6
- 0
Lower abdominal pain mild !
moderate 2
intensive 3
- 0
Uterine corpus tenderness mild !
moderate 2
intensive 3
<8000 0
=8000 - <10000 1
WBC (/mm”)
=10000 - <12000 2
=12000 3
=03 0
>03-=4.0 1
CRP (mg/dL)
>4.0-=12.0 2
>12.0 3

Table 2. Clinical efficacy parameters (Intrauterine infection).

After dose
10~ | 7~9 | 4~6 | 2~3 | 0~1

10~
o effective
a
s
e | 7~9
& ineffective
3

3~6

IRADAR, 3544 TR RAED AR T LUK # TIEOMAED AR, G R ORRR AR
ARE LTz, FENBEICOWTE, FEGHE & JOMEMZERMRE Lo SUEM=ZR R
H % 558 TRFORIRADR , BIXEHIEH 2 5%5  SHliBIEL9 2 [HKR] BIEoEIE, ERRR
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SRHIGIBAS 55 [A%] BlBOEIAETERR  h, BEROREMIIET LT - 2255 5 EHD

U, T i s SOl 95% (SRR 2 SR & U, AEFRIFEBIER L RHEFEBLIER O ki

FL 7=, Al Fs & UMl 95% (5 HAIX A 2 St U 72,
LAV X B AR N R S 1 N3 5 &

Table 3. Patient profiles.

Item Cervicitis Iqtrau@rme Total
infection
No. of subjects 19 20 39
Age (yr) mean = SD 26.8+5.2 30.6 £6.8 28.8+6.3
Body weight (kg) mean + SD 54.46+7.16 54.72 £ 11.16 54.59 +£9.31
. No 12 11 23

Complications

Yes 7 9 16
Antimicrobials in advance No 19 19 38

es - 1 1

Concomitant drug No 16 14 30

Yes 3 6 9

No 19 20 39

Combination treatment
Yes - - -

Table 4. Distribution of causative organisms (Intrauterine infection).

Causative organism No. of strains

Gram-positive bacteria 23
CNS*
S. aureus
S. epidermidis
S. agalactiae
o -hemolytic Streptococcus
v -hemolytic Streptococcus
E. faecalis
E. avium
Corynebacterium spp.

Gram-negative bacteria
E. coli
H. influenzae

Anaerobic bacteria
Prevotella spp.

— WA, DWW, —, WL~ W»

Prevotella bivia
Total
*: coagulase negative Staphylococcus

(98]
o
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2. ER

2.1 BEBR

RV RERIL, Bk hz4560 5
HIRBRSEN B G- S e o 72 16, BEkz kb
Wi ol 1HlERS 4365 (77 IV T7HrE%
BB 2201, FENEGERE 2114, LU TRE)
Th-o7=,

AR R LR 3961 (1961, 201) T
b0, BEEMRIIRER» S 46 36H1, 141)
AL 720 BROMEHOWERE, 27 IV THET
TS I T C. trachomatis AR O 241, GkER
LG 2% 6 HMIAGO 16, FENERGEE
TR G- 28 6 HE RO 161 T db - 7z,
i, 77 IV 7T ESEE % TN. gonorrhoeae
PR SN EE T a7,

22 BEES
BT R S 4 M D #7152 % Table 31276
L7z, &7z, FENEGLESE OREMAEDM DGR

% Table 41Z/R L7z, TENERETIX, 200175
R BRI E e, FaN
negative Staphylococcus (CNS) , Staphylococcus
epidermidis 73 % S¥k & % <, Prevotella spp.»* 4
.,
terium spp. W 3MTH - 72,

R coagulase

KT Streptococcus agalactiae, Corynebac-

2.3 FxpEEFEE (Table 5-1, 5-2)

231 75 IV THTEEE R

FEEHE H T & 2 G RO B %h
X 94.4% (17/18) TdH - 7=, WWEHIER O
IREHFRIE 100% (16/16) Td D, FH5FETIKD
WEEPI AR 3D R & IR R R 2 2 68.4%
(13/19), 100% (17/17) TdH -7z,

2.3.2 TEPRG

FEEHEE H T & 5 #8548 TR OERR D 13
94.7% (18/19) Tdh 7z, 54 THREOMAMY:
R RIZ 68.8% (11/16) TH b, WHIEFIERED
Wl DR SR & B s A R 88.9% (16/18)
52.9% (9/17) TH o7z, HEGHETHIZK T S

Table 6. Bacteriological response by MIC (evaluation at end of treatment) (Intrauterine infection).

LVFXMIC  (ug/mL)
Isolates <0.06 0.12 025 0.5 1 2 4 8 16 32 64 Total

Gram-positive bacteria

CNS* 2/3 1/1 1/1 4/5

S. aureus 1/1 1/1

S. epidermidis 1/1 33  1/1 5/5

S. agalactiae 1/1 0/1 12

o -hemolytic Streptococcus 2/2 2/2

y -hemolytic Streptococcus /1 11 2/2

E. faecalis 1/1 1/1

E. avium 1/1 1/1

Corynebacterium spp. 01 11 12
Gram-negative bacteria

E. coli 1/1 1/1

H. influenzae 1/1 1/1
Anaerobic bacteria

Prevotella spp. 12 12

Prevotella bivia

1/1 1/1

*: coagulase negative Staphylococcus
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J5E AT 8 2 ) 0> MIIC 303 2K 35 % Table 6 1271 L
7o JRIHBUEY 26 BRIZHKH § 5 LVFX O MIC
13 =0.06~32 ug/mL 250 U7z, ¥E54% TIRRCAE
it U 72 BRIK A & MIC 13, CNS & & U Coryne-
bacterium sp.%* 0.12 ug/mL, Prevotella sp.%’ 1.0
ug/mL, S. agalactiae %* 32 ug/mL D %5 1 ¥RA G 4
MTh o7z, &7z, BGHETRISHZICHBIL -
JR K AEY & MIC 1, Escherichia coli % 8.0 ug/
mL, Corynebacterium sp.¥ K U Prevotella sp.
2>128 ug/mL DK 1 HRAEE 3R TH - 72,

2.4 RO
HERZZA3H P IIHICRE L, FEHEIZ

25.6% Ch o7, FERMNTIE, 77 IV T7HTH
KA 513 22.7% (5/22) , T NIEGE 28.6%
(6/21) THho7z, WEBLUEELAFEHRIT
RoNkhr o7z, iBEEORE R IFIZER > 7255
FRIIGRE XCRGUEERE1HITH > 7=,
Mo RSP 5. hA 2 HENC B L, S HICER
B G- A b U, FBl6 H HICUESER 512
FOME L7, 2GRS LR -G H (2
HBLL, S HHEISRERROS 2 hik L, 7B 19
HEICQEZBEEEFICHE L2, 20554
BUERE %, GREREE & OKIRBAtR A TR S D |
g SNz, FERO %% % Table 712/ L
7zo BMER OB #1$20.9% (9/43) THYH, 7

Table 7. Adverse drug reactions.

Intrauterine

Diagnosis Cervicitis infection Total
No. of subjects 22 21 43
Patients with adverse drug reaction (%) 3 (13.6) 6 (28.6) 9 (20.9)
95% Confidence interval (0.0,28.0) (9.2,47.9) (8.8,33.1)

System Organ Class ¥
Preferred Term ®

Subjects (%)

Subjects (%)  Subjects (%)

Infections and infestations
Vulvovaginal candidiasis

Nervous system disorders
Somnolence

Gastrointestinal disorders
Diarrhea

Skin and subcutaneous tissue disorders
Rash generalised

Investigations
Aspartate aminotransferase increased

Alanine aminotransferase increased
Blood bilirubin increased

Eosinophil count increased
Gamma-glutamyltransferase increase

Glucose urine present

0

—_ = O O O O

(0.0) 1 (4.8) 1 (2.3)
(4.5) 0 (0.0) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(0.0) 1 (4.8) 1 (2.3)
(4.5) 1 (4.8) 2 (4.7)
(4.5) 1 (4.8) 2 (4.7)

a) MedDRA/J version 13.1
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FIVTHTEEES]IE13.6% (3/22), T2 FI4 220080 kW, 79IV 7M1=
J&F1328.6% (6/21) ThH -7z, BTROBEHRLE LR h, T35,

3. BEE

LVEX 1[500mg 1 H 1502 5 39 7
TESE RS KO TENRRSTT 268301k &
UM akal Lz, FESEERTIE, F/av
SPURSES U THE DI LA A TS Z &
2o, XNRFEERE Y T IV T T ESE RIIRE
L7z, C. trachomatis DRZZIIMBRIEIRLETH 5
SDA %l 7z, SDAEIZIX, PHSHIY L BiEET
TEY 0O DNA K41l & Bt 2 [AF IS BB T 5 2
EMTED7-D7EYL) 20 e THkE L, En
J&JE & RE RS T C. trachomatis 5 Z &3
TELHEDMRN S D, —T5, FIEHIEETIZ
W ETERDO XA TEY, BAYHGEIRATFT S
AR T2 Z & d 5720, BHETIRTIE
FEEE B Z L Db B, PURSRERARETM 7 4
74V (F)O B\, FHEIBA TR
BrfsSR &2 W2 3A1201%, aREARD 5473
BB ZICFIMM 2T S T ARSI T 5,
LVFX 7 H¥ 512 & % C. trachomatis D 1K
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Clinical study of levofloxacin 500 mg qd in the treatment of
cervicitis with Chlamydia trachomatis and intrauterine infections

HirosHIGE MikaMO and YUKA YAMAGISHI

Department of Infection Control and Prevention,
Aichi Medical University Graduate School of Medicine
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Ko Izumi
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Samir HosHmNa
Hoshina Clinic

KEN NAKABE
Nakabe Ladies Clinic

MicHiHISA FUITWARA
Department of Gynecology, Kawasaki Hospital, Kawasaki Medical School
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Ando Yukiko Ladies Clinic

Motoko KURASHIMA
Sato Ladies Clinic

CHisato KINOSHITA
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The clinical efficacy and safety of levofloxacin (LVFX) 500 mg qd were evaluated in female
patients with cervicitis with Chlamydia trachomatis and intrauterine infections. LVFX was adminis-
tered orally at 500 mg qd for 7 days.

Bacteriological efficacy was 94.4% (17/18) and clinical efficacy was 100% (16/16) at 14 to 21
days after the end of treatment in cervicitis. On the other hand, bacteriological efficacy and clinical
efficacy at the end of treatment in intrauterine infections were 68.8% (11/16) and 94.7% (18/19),
respectively. For safety, adverse drug reactions occurred in 9 of 43 patients (20.9%), i.e., increased
7-GTP in 2 patients, glucose urine present in 2, and each of all other adverse reactions occurred
in 1. All adverse drug reactions observed were either mild or moderate.

Results suggested that LVFX 500 mg qd was effective and safe in the treatment of cervicitis
with Chlamydia trachomatis and intrauterine infections.
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