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WTFRICBOW TR EE CICHEL 22D h o7z,

P EDBSAED 5 GPFXIE, BMMIRBEERAYEDEBIIBV T E RSBV EIZE VWS,
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n, REE - MERERIYE ST 2 HEMEIMRET S oA,
>0 LA0KEER THRET & N 72 4245 DERFEBLK % 481 -
BT LD T, TORBERET %,

I. NRELUVBNEE

LIERBE - MR YIE424601C, GPFX 1H50mg~
600mg%Z Al LT3~ 14HMHZXEL, BRYE, £&
#B L UEREERE L7

g L7ERIZ19904E8 A A 5 19924E7 B DI,
LEAEROXFF KR E XL L, FRFOEMKIC
YU+ LFHABEETV, BRENORENE LN
16U EDIREE - MBFBRBEESITH 5,

BRPREDR I, IR TRICARBIIEM 2 BthER
EIR - FTROMEBE D LI, HUEMISENFROH BT
TIER], TH#H], [RRHER], TEWIDIER T
HEREIOVWTIAPICHETAZ L L L, HLEMIC
LBHENTETH o ER 2 ADEOF Mt & T5
bE L7, HYEMICK A2HE LTS, BN
%, BHMRERYYE, HEMRER, FKE - 273
VT HRER CUTEES B EE Y OB ICERT SE
BITIX, UTIERSEMEREIC X 2HBRDRDOHED HD
HTfro77,

2B, KEORHIZY 7 ARBEET IIEREICLD,
¥ 72 Chlamydia trachomatisiZIDEIAZ 5 I P T7HEFE 2
7IIVTHFALEICEVITo

REMIZOWTIE, FEEERIZIBLEMIC X 1) FEAEE
ROHEFITONTRTOEFZFMEIRLTHL
tL, I7-BERREBEOREICIOWVWTIE, BREHEOE
Hzmbd, RERBRMSAUASL X UHRERTHIE
PRICEERREDER S W73 X TOER % Flixd s &
THILE LTz, BEERE - IIBRREEREIRD

LIIHAITIE, UTIHRRAEMS LRI, FH L 0K
REMES BB Y ], [EFWFEDHY ], [REHS
b Lhzwn], MEERVS L], [BFHEZLIDEK
BCHIEL, S0 bIMRHLIHS L2z ELEZE
YER & 5 WV IZERRRE MR EDES & L7,

AR, HYEMC L) BRZR &L REMDHEH
fTon/ER % 8EMxrR L L, [FHICHE], [HME]
[Ebbebnx v, [l [FEH IR0
WCHIET A L& LA, BWER 2 lRREERYE
EORBESE, HERHSROHEIITOR TR LD
M RICMA AL E LT,

B, FERLHTEELTWEESO—EIE, SR
SV BMESNLRXHDEFILEE LTV,

I. B |

1. WREHEFIES X UHRER, HEHH

BEIIT bz 424B| D% BRIAER & 5HMxT S FI%k
Z Table 11278 L7z, $HMERMIC & 5 HEEOFMHE AT
BN FEBIZ394BITH o 7258, ZDHFITBMAT194
B1(49.2%), MEA200651(50.8%), E#iZ18~87% (F
¥56.27%) ThH ., 60RMAIHZDELL, DVTT70EA,
50ADIETH o 72,

RER, REFELHELMIXTable 21377R L7245,
300mg 1A 1EHEFIHHE DL, DV T100mg 1H1
E#%3HF), 200mg 1 B 1E#HEFEHF], 150mg 1B 2EHEE
BIDIETH o720 £z, 1EHREEL L TiZ300mgh K
bELLED454% % 5%, DV T200mgH26.9%,
100mg#21.1% T H, 1BHERBUIIEII ZEDE L
70.6%, DWT2[EA27.9%, 3EAL0%THh o7z, &%
EHETIILEn89.1% E TH7THLURATH o 72,

2. BLEHMEIR R SE

B PR IR E (S a0 L TR 1 14BIC3RE AT D,
Z D) H108FIZ D\ TH LERM I & 5 BXMEDOFMA

Table 1. Number of patients studied

No. of patients evaluated by

Diagnosis Total doctor committee

. pyelonephritis 2 2 —
Uncomplicated eystitis 1D 106 =3
Complicated UTI 243 221 174
Gonococcal urethritis 26 26 20
Non-gonococcal chlamydial 9 9 6
urethritis non-chlamydial 13 13 —
Prostatitis acute ° 2
chronic 11 9 —

Epididymitis 2 —
Total 424 394 255
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fibhizs, ZONFRISHAMKEE TR 2020, Bk
MHEAL106BITH Y, TNTRHEFTH - 72, FEWGIE
18~79/% (*F3946.85%) T, 20AH» 70T T, F
RIGEFEITHA LTz,

1B%&HEEII50mg~300mgTdh - 7%, 100mg 1A 1
EHRIEFDV AR D66.7% % DO TR G L L, HIWMIX
1~14HMH (E¥4.30) ThH - 7255, 3HLLAN620% T
mDE <, 963% F THTHUNDHKIETH > 72,

HYEMIZ X D ¥E SN 7R BRIFRKERD#1d Table 3
WRLA2E)I, BMMEBEEYNRO26 TEIERMEIIRE
Do, BMMEREDAD 1066 TIZ95.3% DAHEMET
Hol,

UTISRhEE MM C X 0, 3AM OIS ICHKI R
DYIELTEETH o 7 MMM RS3FNI T T 5 EE
ERR%HE % Table 4127k L7275, ZExA%3761(69.8%),
ExhAS1661(30.2%) TEXEHI % b7 HRE (L
TAHRE)Z100% TH Y, 50mg 1A 1EHRFEDIFTD

EFEH LRI E LN,

BRI 26 12 B B AR R X Table 51275 L
Ted D, S N8 HES6KRA, Staphylococcus au-
reus (MIC 0.024 ug/ ml) & Escherichia coli (MIC 0.012.g/
ml) D& 1K % B 548k (96.4%) D%k L7z, % B,
MICAHSISE & 725 LERIZZBRA%0.2g/mILL T T 5 72,

3. MIMEVER B S E

TR 1 R R B 2 L T 24380 12 B AT bR,
ZDH H221B DV T BRI & 2 F RO i
ﬁbﬂf:o

CD221B DRI BHEAT13061] (58.8%), THEA91
Bl (41.2%) TH Y, FEWIT19~87% (F1Y65.2) Th
2 7:h%, 60N EDEFIATE.1% % HDH Tz,

1 B4 % &IZ100mg~600mgTdh - 7275, 300mg 1H
1[E % 3EF) AT786) (35.3%) THDH %, DV T150mg 1
H2[EA%64%1 (29.0%), 200mg 1 H 1[E %4641 (20.8%)
ThHotz, HEMMBIZ1I~21H (FEH5.98) Tho7-45,

Table 2. Daily dose and treatment duration

(Daﬂy dose Treatment duration (days) Total (%)
mg x times) 1~3 4~5 6~7 8~21
50 50x1 13 1 1 15 ( 3.8)
100 50 x 2 1 1 1 3(0.8
100x 1 47 11 21 1 80 (20.3)
50x3 1 1(0.3)
150
150 x 1 2 1 3(0.8
200 100 x 2 5 19 4 6 34 (8.6
200x1 5 34 25 8 72 (18.3)
100 x 3 1 1(0.3)
300 150 % 2 27 35 9 71 (18.0)
300x1 3 50 39 15 107 (27.2)
400 400 x 1 1 1(0.3)
450 150 x 3 1 1(0.3)
200x 3 1 1(0.3)
600
300x2 2 2 (0.5
Changed 2 2 (0.5
s 193 &76) G20) 109) 394 (100
Table 3. Clinical efficacy in uncomplicated UTI (by doctors in charge)
Diagnosis No. of Clinical efficacy Efficacy rate*
patients excellent good fair poor (%)
Pyelonephritis 2 1 0/2
Cystitis 106 69 32 4 1 101/106 (95.3)
Total 108 69 32 2 101/108 (93.5)

*:excellent + good/total



VOL. 43 S-1

FRE® - M7 3fE/grepafloxacin

413

4~5 AR IEFIHT12861 (57.9%) L /D E L, D\ T6
~THMENT6H1(34.4%) TH Y, £HENDI46% E THT
AUHOBEIETH o 72,

BRI & 2R BHUERRR)R 1 Table 61/R L7z &
i1, EHRIEHEBTLETRND426]T33.3%, BWik
BB A D 17851 T64.0%, BUILERAMTH IR HEE D 16113
EHTHY, BHERBBRIESGL L TIE2216%
579% ThH o720

5~7HMOHERIC, UTIRZFFMiEHEIC X 2 BRRD)
BOHEHNTEETH o 72174F112 BT 5 K BRRBEERR
ABRIETable TIZR L2 X 910, ke LTikE
;7161 (40.8%), Ax3361(19.0%), EX705 (40.2%)
T, AHRII598% ThH o7z, FI-RBREEAICIL,
EIRBLUEHON T —TVEBES L, H2HOH
VIR RIES S BT B ERAMEE IS { LKA o 72,

BEHEL OBFRIITable 8D X 512, 1AFERLE
DROMICHBELZBRIEIBDOON Lo 7228, 1HER

(19.5%) 7 & 39BRATRD b7z h, HEAREONRT
379 AEEENEEDNE9.0% % 58, S epidermidis,
E. faecaliss EHSHIREIE L RO LN,

4. WREMERE 2

BEAFT DN 2665 25 TRYEMIC & 5 HZED
i AT b iz, FINBHEFNTSH ), Fiid22~
62 (E1936.35%) Th o 7248, 20/ A ~ 40 DIEH]
H388.5% & KRy 5TV 7,

1 H#HERIZ200mg~400mgTdH » 727%, 200mg 1 H
1 E$EFEBIA1145], 300mg 1 B 1EHEFIAL4BITH Y,
R IEAMIZ2~ 14 A M (F396.38) TH o745 7H
RRIEFIATLOBI L D EH o7,

HUEMICL VHE SN BRI R IE, FEx145)
(53.8%), H%NH8%I(30.8%) CHZNHIL84.6% THhH >

Table 5. Bacteriological response in uncomplicated UTI

EAALHAICIE, 1H2EREL Y IEEEFCBIT 2 Isolaste  [No. of strains E”?,',ﬁ;‘ted Persisted
AHEPETRD 70 S. aureus 2 1 1
M ZERZ R E Table IR L2 & IS, 77 L% CNS 1 1 0
- GPB| S. epidermidis 3 3 0
# 67k 59&(74.6%), 77 AR 1538k H 1074k Staphylococcus sp. 1 1 0
(69.9%) HSHE L, & L Tid220%k+ 1578k, 71.4% Subtotal 7 6 1
DHERETH o7z, BEFNIIHKIZGE, E coiDiHRE 45 »
792.6% L B b E A o 7=h%, Staphylococcus epidermidis, E. coli 46 97.8) 1
Enterococcus faecalisTII W NDT70%ETH Y, /- K. pneumoniae 1 1 0
. . o e GNB| C. freundii 1 1 0
Pseudomonas aeruginosa®DiHKFEIZ41.4% ThH o7z, E. aerogenes 1 1 0
MIC & M E FB9%) 3R & DRI4RIE Table 10127R L 7225, Subtoal o 48 !
MIC#%0.39g/m1 BLF D 1034k T 13 94#k (91.3%) ¥ T#S ubto (98.0)
HELTWBDIZx L, MICAH0.78ug/mlh LIZ7% 5 & 54
Total 56 (96.4) 2
58P 194k (32.8%) HEE L 72DAHTH Y, TOREIC 5 - i
= . : gram-positive bacteria
AREDRD 5N (p<0.01)0 . GNB: gram-negative bacteria
REZEBME X Table 110 X 512, 174515 3451 CNS: coagulase-negative staphylococci
Table 4. Overall clinical efficacy in uncomplicated cystitis (by the criteria of the UTI Committee)
Symptoms Resolved Improved Persisted Effect on
Pyuria cleared | decreased |unchanged | cleared | decreased | unchanged | cleared | decreased |unchanged bacteriuria
eliminated|[ 37 5 1 1 1 45 (84.9%)
. . |decreased
Bacteriuria (replaced) 5 3 8 (15.1%)
unchanged 0 (0.0%)
Effect on pain
on micturition 51 (96.2%) 1(1.9%) 1 .9%) patient total
Effect on pyuria 42 (79.2%) 10 (18.9%) 1 (1.9%) 53
C Excellent 37 (69.8%) "
overall efficacy
[ ] Moderate 16 (30.2%) 53/53 (100%)
| ] Poor (including failure) 0 ( 0.0%)
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720, BRI BRI R 0 2215) T1386.4%, C. trachoma-
tisk DIRERYH| 45 TIE3BIAH UL TH o 72,0

UTISER)EHfli 2 1 FE vy, 3H B OERRZIR A E &
72156 @ 3 8 1% Table 122" L 7225, HREILC
trachomatisfE 4 D 3B T2 £BIER, FEHED 126 Tid
91.7%TH by, ke LTIZ933%Th-o72, 4B, 7
HEICHELSTEETH 721181 Tl290.9% DEIHET
HoTz,

5. FEMKEEI4EIRE 2%

BT b 2226 26 THMIEMICL 2 58%0
FMiAT bz dt, FOMERIZS T IV THAM, 3
79 IV TEMNIIFTH o7z HHNTBEEH 216, &
HAUBITH Y, FEWIZ22~71i% (F1H38.5%) Tho7-
S, 20~ 40 DIEFIA86.4% &L KEF% 5T
[AVASS

1 A% ¥R 1Z100mg~300mgTdH > 7zA%, 200mg 18

Table 6. Clinical efficacy in complicated UTI (by the doctors in charge)

Diagnosis NQ- of Clinical efﬁcacg./ Efficacy rate™
patients excellent good fair poor (o)
Pyelonephritis 42 10 4 8 20 14/42 (33.3)
Cystitis 178 75 39 20 44 114/178 (64.0)
Post-prostatectomy infection 1 1 0/1
Total 221 85 43 28 65 128/221 (57.9)

*: excellent + good/total

Table 7. Overall clinical efficacy in complicated UTI classified by the type of infection
(by the criteria of the UTI Committee)

Group (IIL (;‘.cgrﬁtngfgtt:l) Excellent Moderate Poor efﬁ(g:garlixte
group 1 (indwelling catheter) 5 (2.9%) 5 0%
_ . group 2 (post-prostatectomy) 7 (4.0%) 28.6%
Monomicrobizl | roup 3 (upper UTD 22 (12.6%) 10 10 54.6%
group 4 (lower UTI) 99 (56.9%) 49 25 25 74.8%
subtotal 133 (76.4%) 59 29 45 66.2%
group 5 (indwelling catheter) 7 (4.0%) 1 6 14.3%
P°i‘3]’f’2i‘g;’r‘l’ial group 6 (no indwelling catheter) 34 (19.5%) 12 19 4.1%
subtotal 41 (23.6%) 12 25 39.0%
Total 174 (100%) 71 33 70 59.8%
Table 8. Overall clinical efficacy in complicated UTI classified by daily dose
(by the criteria of the UTI Committee)
(ggﬂz t(iix(r)lz:) No. of patients Excellent + Moderate (%)
100x1 6 5
00x2 15 CEN
...... 2.00 % 4026(650)
150 x 2 50 27 5400
...... 300><16035(583)
150 x 3 1 1
3002 2 2
Total 174 104 (59.8)
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| E4% S (1151) & 300mg 1 B 1 EHIKEY (961) ASKERS
pEDTV, HEMMIL7~16H (F3H105H) Tho
1A, 226102080 F TH14B LIHORETH - 72,

HYEMICE D HE SN BRRHFIE, 27539 7H
DB TIXERN6H, HXI2H), ER 1B THR)EIL88.9%,
77 3IVTHDLIIBTIZERB, HXH36I, EX)15)
T, A5XIZ923% TH o7,

73 IVT7HRERICBVWTTAMOKZIERKIS, UTI
EREEM L 2 o THIEMT DN ERIZ6HITH B
3, ZDORIZTable 13D X 9 (ZEX3BI, HX)3H T,

LB BWTHER LD S5 N, C trachomatisid
TARTHE Lz, 2B, 148 MOKIEHRICUTIFER) i
EH\ o THEMTONAEFIZIFIDOATH o1
A, ZOEFITIZERI B LN,

6. BIMIRAE - MM AR

BIZIRA &R BE B R R X196 I EAMfIThR, T
D) bBURLIRED6H], BMERTILIRK DB, K
EERO26)IC DV THEYSEMIC & 5B MO FFEATT
bz,

1 B#%3E|I13200mg~300mg, #%FIAMIL5~14H M

Table 9. Bacteriological response in complicated UTI

Isolate

No. of strains

Eradicated (%) Persisted

S. aureus

CNS

S. epidermidis

S. haemolyticus

S. saprophyticus
Staphylococcus spp.
S. agalactiae

GPB | «-Streptococcus
B-Streptococcus

D group Streptococcus
E. faecalis

E. faecium
Enterococcus spp.
Micrococcus sp.
other GPB

—

N
HEANWHMEMHWWNDWAND®D

2
10 (71.4)

18 (78.3)

b b et 00 b GO O DO O
COWHUIOOOOOOO P OB

Subtotal

[=2]
3

50 (74.6) 1

EN ]

E. coli

K. pneumoniae

K. oxytoca

Kiebsiella spp.

P. mirabilis

P. vulgaris

M. morganii

P. rettgeri

Providencia sp.

S. marcescens

Serratia spp.

P. aeruginosa 2
P. cepacia

GNB Pseudomonas sp.

X. maltophilia

F. odoratum

Flavobacterium sp.

A. calcoaceticus

C. freundii

C. diversus

Citrobacter sp.

E. aerogenes

E. cloacae

E. sakazakii

Enterobacter sp.

other GNR

NF-GNR

=¥

e ke e e L R N X S N

50 (92.6)
9 (81.8)

12 (41.4)

HHORNHONMFHUIOHOFHMHEHNOUIHFONFUINDW
=
OO OWOHMHN\NNOHOFHOONNNOHFOFHFON ™

Subtotal 153

107 (69.9)

>
(=2

Total 220

157 (71.4)

[=2]
w

GNR: gram-negative rod NF-GNR: glucose non-fermenting gram-negative rod
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(F3910.6H) Td o 7225, BMF T A D6HIR5H F
TAST B MR, BMRTLIRADOIBIRSHI F THL4H M
BETH 72,

HBERAIC & ) HIE SN ERRAEIE, ARz 2
DEBITIZEZIA2H], HxhAt4p), BIERTLIR%& DB
TIIERAILBI, FRA6HI, 2 RFRIA1H], Ww)AT1H,
MR EERRDO2BITIITROERNTH Y, BIZIREE
HHEARRE Db 1 78 0OEL)HKIZ88.2% Tdh o7,

%8B, UTIHEZ)FEMENEIC & D 7H MHREBICHEH
THET & o 72 BWRILRE D261 TIx, E%H14, %
BWALBITH o 72,

7. e

BTN /242489, MBHELEREL 2h o7
o EOHETIBHATE Do 72108 % B 41450 % %2
EW ORI R E L7zAf, T0%) H1841(4.3%) 12204
DREIWERPTRO b7z, BIVERBBES O—% % Table

Table 10. Relation between MIC and bacteriological response in complicated UTI

MIC (ug/m)  10°CFU/ml Not Total
Isolate (eradication
<0.006] 0.012 [ 0.024 [ 0.05 [ 0.10 [ 0.20 [ 0.39 | 0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 | 50 | 100 | >100 | done rate*, %)
S. aureus 01|01 2/4 216
CNS 1 1n 212
S. epidermidis 12 |22 111 (11|01 01|11 011 4/4 10/14 (71.4)
S. haemolytics 33 33
S. saprophyticus 11 1 22
Staphylococcus spp. n mn mn 33
S. agalactiae n n 1 33
GPB | a-Streptococcus 1n 111
B-Streptococcus 171 171
D group Streptococcus 1n 1n
E. faecalis 44 | 718 | 414 | 01 | 111 01 ] 01 2/3 18/23 (78.3)
E. faectum 0n 11 12
Enterococcus spp. 011 13 1/4
Micrococcus sp. n 11
other GPB 1 1n
Subtotal 12 |44 |22 [ TIT |79 | 414 |02 22|11 |1/4]1/5 20/25 |  50/67 (74.6)
E. coli 8/8 |11/11|16/16 | 4/4 | 6/7 | 2/2 | 1/1 | 0N 0/1 213 50/54 (92.6)
K. pmeumoniae V1 {1 | 1n [ 1233 01 2/2 9/11 (81.8)
K. oxytoca 11 |11 1 33
Klebsiella spp. 01 |11 171 23
P. mirabilis 7|1 1n 213 5/6
P. vulganis n 1n
M. morganis 1711 01 213
P. rettgenri 0/1 01
Providencia sp. 1 n
S. marcescens 17|11 U101 |o1 212 57
Serratta spp. 0/1 01 012
P. aeruginosa 33 {11 | 2/3 12101 (01|01 1/4 |03[03] 12 35 12/29 (41.4)
GNB P. cepacia 111 171
Pseudomonas sp. 11 n
X. maltophilia 01 01
F. odoratum i n
Flavobacterium sp. 0/1 011
A. calcoaceticus 1 11 313 5/5
C. freundii 071 | 0/1 01 01|11 011 01 | 01 118
C. diversus 171 11 0/1 213
Citrobacter sp. 0/1 01
E. aerogenes 1 n
E. cloacae 011 2/4 2/5
E. sakazakis 1 n
Enterobacter sp. 0/1 01
other GNR n n
NF-GNR 1 1n
Subtotal 9/9 [14/14 | 18/19 | 8/10|10/12| 8/8 | 6/7 | 4/8 | 2/3 | 1/3 | /3 | 0/4 | 1/5 |1/6 | 0/4 | 1/4 |24/34 | 107/153 (69.9)
Total 9/9 |14/14 | 19/21 (12/14|12/14|15/1513/16 | 8/12 | 2/5 | 3/5 | 1/4 | 1/8 | 2/10 [ 1/6 | 0/4 | 1/4 |44/59 | 157220
(100) | (90.5) |(85.7)((85.7)](100) |(81.3){(66.7) (20.0) (7146)| (1.4

*: No. of strains eradicated /no. of strains isolated
GNR: gram-negative rod

NF-GNR: glucose non-fermenting gram-negative rod
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R LA, TER, BEARE L & OHLEtRREEH
%<, WICEEE, BRERLOBOLNL,

186H 1260 £ TAH1 H300me# HITH H, /210
BBV THRENRIE SN, BIERORREIZ145]
FEE 4APIMFEETH Y, EEOEFITLIEL R
Y (R WA

BRBREEORELE, HEMIBUN, HEKRT
%3 LIS ERRREATER S 172806 9% (3.2%)
CUBERD b, EDOAE % Table 1512/ L7225,
MmN VAT IFT—EHEO LRI THRDOE 2o
7o LL, SNODEBIVTHIBEOEHTH Y,
F-ERTEEZ D OTIE, WIFNL —BHOERTH -
pAS

8. HHR%

A e REM VTR OFfixt % & % o 7239441
i ERROFES A, S BN SN BIEEDH B
WIEIBERREEREFRIE L 2402 Nz 7239861 % &
AR E L7z,

EEEOA B % Table 16(Z7R L7225, [FEEICHE]
LR % HbE AR EMMEREN K, KBS X
UIEMBEHRE LR ETIEE D o 7275, MR B G
ETIF59.2% L&, & TII724% TH o7,

m % =

AEO—fREERRERTIX, FFEIREE - MHRGIE424
Bliz oW TRE DTN, DS 53945128\ THEY
EMIC & 2 EBRIEOHENTONIZH, 2L LTD
AWRIZT26% ThHholz TNEEBIICAIHE,
SR B BERE & T95.3%, HKEMRERT84.6%,
FHEMIRERTI09% & BRIFRHES B ONIA, B
MM IR B CIIAZIEA57.9% &, RN Bk

?Li&ﬁ‘o f:.o
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Table 11. Strains appearing after treatment

in complicated UTI

Isolate

No. of strains
(%)

S. aureus

S. simulans
CNS

S. epidermidis
A. viridans
a-Streptococcus
E. faecalis

E. faecium
other GPC
other GPR

GPB

Subtotal

23 (59.0)

S. marcescens

P. aeruginosa

P. cepacia

P. fluorescens

P. putida
Pseudomonas sp.
X. maltophilia
Flavobacterium sp.
A. calcoaceticus
C. freundii

GNB

DO = bt b e e b = QO QO = NN OT- =AW= W

Subtotal

14 (35.9)

Candida spp.

2(6.1)

Total

39 (100)

Patients with strains appearing

34/174 (19.5)

after treatment (%)

CNS: coagulase-negative staphylococci
GPC: gram-positive cocci
GPR: gram-positive rod

Table 12. Overall clinical efficacy in gonococcal urethritis on the 3rd day (by the criteria of the UTI Committee)

WBC in smear
Effect on
N. gonorvhosae or VB, Cleared Unchanged N. gonorrhoeae
Eliminated [ 3 11 14 (93.3%)
Unchanged 1 1 (6.7%)
Effect on WBC 3 (20.0%) 12 (80.0%) patietllg total
[C———— ] Excellent 3 (20.0%)
overall efficacy rate
| Moderate 1 14/15 (93.3%)
] Poor (including failure) 1
. No. of percent Overall
C. trachomatis patients ( of total ) Excellent Moderate Poor efficacy rate
Positive 3 (33%) 100%
Negative 12 (67%) 1 91.7%
Total 15 (100%) 11 1 93.3%
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Table 13. Overall clinical efficacy in chlamydial urethritis (by the criteria of the UTI Committee)
WBC in smear Effect on
or VB Cleared Unchanged .
C. trachomatis l C. trachomatis
Eliminated | 3 | 3 6 (100%)
Unchanged ( %)
Effect on WBC 3 (50.0%) 3 (50.0%) patiert total
[ Excellent 3 (50.0%) Al effic
overall efficacy rate
[ Moderate 3 6/6 (100%)
Poor (including failure)
Table 14. Adverse clinical reactions

Patient Sex . Severity Day of Relation to  Administration .
no. Age (yr) Dosage Type of reaction of reaction appearance the drug of grepafloxacin Incidence (%)
1 mae 3%’ e 1 light-headed feeling + 2 probable  continued
male 300 mgx1 sleepiness .
2 52 5 days) headache -+ 2 probable continued
3 n;_)azle 3(2,(7) g;% SX) 1 headache + 5 probable withdrawn
4 fer;lsal € 1(2? g;% :) 1 light-headed feeling H 1 definite withdrawn
5 fersnlal € 5(% r(r;agy:)l eruption + 2 probable withdrawn
6 fomae 3((’3 e 1 eruption # 3 definite  withdrawn
7 fer;Zale 2(()? gg} :) 1 nausea + 1 probable withdrawn
8 rr;asle 15(),(7) g;%, :) 2 nausea + 7 possible continued
male 300 mgx1 . . .
9 49 5 days) anorexia + 2 possible continued 18/414
@.3
10 fer,;lgl ¢ I?g gg :)2 stomach discomfort + 2 possible continued
female 300 mgx1 upper abdominal .
11 83 3 days) discomfort + 3 probable withdrawn
female 150 mgx1 upper abdominal .
12 66 (7 days) discomfort + 4 probable continued
13 felznéﬂe 1(()3 g;%:) 1 ggi%er abdominal + 1 possible withdrawn
female 150 mgx2 oral cavity .
14 50 6 days) discomfort + 1 probable continued
male 300 mgx1 roughness in the lip . .
15 40 @ days) facial dryness + 4 possible continued
16 fe?gle 2‘22 g;%, :) 1 facial edema + 5 possible  withdrawn
female 300 mgx1 discomfort of left . .
17 60  days) side of body + 5 possible withdrawn
18 [r;afe 3%2 g;g:) 1 general discomfort -+ 1 probable withdrawn
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(LVFX) & OFLX O It i 3 B®” T (& LVFX %% 83.7%,
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Table 15. Adverse laboratory reactions

Sex

Items and changes in

Incidence

Patient no. Age (y7) Dosage abnormal values Relation to the drug )
1 male 1?2 e 2 WBC (5800-»3800—4200) possible
2 rréa;e 2(()5(’) g;%:) 1 Eosinophil (6—14—1) probable
3 female 3?3 e 1 Eosinophil (3.8-10.4) definite
Neutrophil (51—67)
4 m7a7le 1(51(‘)1 rgag :)2 Lymphocyte (44—28) possible
y S-GOT (14—28)
9/280
5 ";‘e 2(01?1 ’gagy’;)l S-GOT (27-46) possible 3.2)
6 male 2‘2‘7) e 1 S-GPT (21-40) possible
female 200 mg x 1 S-GOT (33—51) .
7 70 5 days) S-GPT (34-51) possible
male 100 mgx 2 S-GOT (24—35—26) .
8 59 (7 days) S-GPT (26—38—30) possible
female 100 mgx 1 S-GOT (23—45—23)
9 30 3 days) S-GPT (37-79-29) probable
Table 16. Clinical value assessed by doctors in charge
Diasnosi No. of Clinical value Clinical
1agnosis patients VS S I U VU value®
U cated pyelonephritis 2 1 0/2
NC
OMPICAIes  — ystitis 108 61 38 5 4 99/108 (91.7)
Complicated UTI 223 79 53 26 53 12 132/223 (59.2)
Gonococcal
retieits 26 3 20 2 1 23/26 (88.5)
Non- gon()coccal Chlamydlal 9 3 5 1 8/9
urethritis non-chlamydial 13 4 7 1 1 11/13 (84.6)
. acute 3 6/6
Prostatitis -
chronic 7 1 1 719
Epididymitis 2 2/2
Total 398 153 135 34 62 14 288/398 (72.4)

VS: very satisfactory ~ S: satisfactory  I: intermediate
VU: very unsatisfactory

*: very satisfactory + satisfactory/total

U: unsatisfactory



420 B A& AL 2 8 0L % & Mk JULY 1995

SO &) WM IR BRI (3T 5 B AF DR RAME % 3
7o 2, MIC L MBZEHBIR L DMK TR LN ARSI S NGRS L UBEUEM % LTI

MIC D break-pointA0.39ug/ml &V & 2 A 12H Y, & RL, RELZHFELZELET,
D7 OFRKE 72 EER Tk & # 2 5N HMIC20.78ug/
mIDBRAT161RkHE8HE (36.0%) EE L holelcb b EZ
bhb,

BMMRBBRREL IR L Lo —F /0 V3
D HB R Y12 BT 5 MIC Dbreak-pointiX, TFLXT
6.25ug/ml, NFLX T 3.13ug/ml, FLRX T 25ug/ml,
OFLXT12.5ug/ml, SPFXT3.13ug/ml, ENXT12.5ug/
ml, LVFXT6.25pg/mi& MESINTEY, FH|Dbreak-
point 0.39ug/mliE, ZhH5DVFR LD HENH DT
Hol,

PR B BESAE | 33 4F A MICD break-point % #Mfil 3 5 K+
ELTIERFBESEELEZ LN, FE, RO
BT 7% R TIEMIC Dbreak-pointid & £, RAEFEHOE
WK Tldbreak-pointiZ &V &6, FAIZBITA
break-pointASE D o 7B, AH| DR FHEMAE N C
ENRERERDbNS,

D& IRPHEEOE VAL, SREBRGE DGR
DOETRAFTIZH A4, K, BEHEEESEIHKE
L7BIC b EANBIRED LSV 2w LML TH
D, BE, FHEFEHREREESIRELLBEICY,
I R, IRV e & ORE I FEREUCE
BizZEHHNE, MPEFOEMIIFRD N TV RN,
L7zhSo TEMERERE AR 2 HET LB, 4
CHRER, REMBR YA TAILERRL, 02
LIEAFI OOV EDE V) TENTEL,

REMICE L Tid, SHOMETTIZE - ERMEITER

124145051851 (4.3%) ICFED b /=A%, HILSERESE
BHRLTHY, WINOBEES - IPEETERDER
B1BIbRD SN oz, EEEFRECICIBITSE]
Ve ZEEIZ1363FIF426) (3.1%) LHESINTHEY
AEDOBAEITINEL D ETFEEETH o 72H, SEOR
=+ Ci31H300mglh EOZHEFDSHEHEED TE P -
LN EFOREREBEDLNS,
C BERBREEORELENL 2806196 (3.2%) IZFRD L
h, THIZEEEEEED1363%5H656](4.8%) L &
FRETH o770 T FDHAEIIGOT, GPTORED
EEAEETHY), B2 —F /0 ETH
SNBERELERDEIEI D07,

INSOFED S, GPFXIZREE - MESEEED ) b
MR RBRGEDRBEICE L AR EV LIRS
Z s, BAMEBERR, MBS L OCEREERERD
BEICIIERLRERTHL LB LN,

FLIRERL K REE  WIRERF
HRGE, WESAR
FRERFEEE  WRAR
REEEE, BE i KE B
WREEREM K BRI
WHE i, NI, RS
A B R TN 2
]l 2 — B
WHRREEER WK
i E
R R WRER
[
Wil KFEFE Rk
REHE, HPTE
THEMRARE  WREEF
YESIER, HBFIE, mE 2
BHEMKE WREF
AR PN 8, WAL
R IRERERFEEL WK
AaNES
MR EESHE WRaSEF
REFEELF, BHEFKR
mEMbE WK
=RBE
I B RFERFEAR  WARAF
BEEA, ILBHE—E, KHEEAL,
EHZES, AR B, BF %
FHRIEGA, FEERA, T 12
CATIC S - IN
IR HRMAE WK
FikIE—, LIHEH
EMEMKE WK
sARfIEE, LHEAA, KHERE
AR WK
FeIEl—, RILHT, WTEFH
("Bl EEETKRERE WREH)
("B BAEWLTRME WREH)
BT % Smbe  WREER
JE R e
(B RERTREAHERERRRR
WP R WhREFR
R RE



VOL. 43 S-1

FREE + M B3 MEHE/ grepafloxacin 421

MILKFEFR  WRFF
e B, EIEE, & %
AT, RS, NEFEE,
RXHE
BETLHRMAE WREH
KE &
ST Rk
RO
EFTHRRE
FrILZ&5A
+&RAa Rk
MERRK
JIGFEERF K
L AfERl
LB RFEFE
BEFHR—E
ERRFEFR
L RiRE
BRARTFRRE  WRaSEF
mix o
HHIERKE
HNIER
BRI P RERE  WREER
it ACAE
AHRFEFER WK
AN a1
A& Kinbe
EEE
ELBIRT BT
WAZEH,
AT
=H &
ABRKEZEZFE
HHEE
KEHET AR WREFH
H R, KBHF]
BERBAFEFER WK

WoRR 27 R

R At

WARR 23Rt

WAPR 837

WoRR 23

WAPR 2%

WAPR 23

WhR 837
AR 2%
RENEZ
PR 2

R AR

WAKE, Kk, BZEE—,

THE—, dbigE

RUKBRIE WREEH

JNRAL, AR

SHERREIRIE  WRAH

1)

2)

3)

4)

5)

6)

8)

10)

NB &, troH—

X 13
Imada T, Miyazaki S, Nishida M, Yamaguchi K
and Goto S: In vitro and n vivo antibacterial acti-
vities of a new quinolone, OPC-17116. Antimic-
rob Agents Chemother 36: 573~579, 1992
Uematsu T, Nagashima S, Takiguchi Y and
Nakashima M: OPC-17116, a new quinolone:
Phase I study. 31st ICAAC, abstract no. 1481,
Chicago, October, 1991
RBIERK (UTIRFFE S AFK): UTIS R A2 i
(#3#R) . Chemotherapy 34: 408 ~441, 1986
KRIBIEFK (UTIBFZES  A3R): UTIEZ) a7 2
(% 3 hR) i& #o Chemotherapy 39: 894 ~ 925,
1991
WHEZEE, fh(30MiEkE & UBEMER) : MR
B B B E 12 xF 9 A T-3262 (tosufloxacin tosilate)
& norfloxacin® L& EF, Chemotherapy 37: 646
~669, 1989
HEE, fb(22Miks & UBERER)  HESR
B B BLfE |2 %F 5 fleroxacin & ofloxacin @ H. 8 #&
Zt, Chemotherapy38(S-2): 571~590, 1990
THEEE, b (18MiRk B & ORI EMiRR) : BEHEMR
B BB 5E |2 3% § 5 sparfloxacin & enoxacin @ H 8
#5t. Chemotherapy 39(S-4): 571~588, 1991
MHFEE, (19 B & UBERRR) : SR
B B YL i |2 X9 5 levofloxacin & ofloxacin @ H. 8
#afo Chemotherapy40(S-3): 230~248, 1992
WHEE, FEREA, WWHMF—, WEAEL,
BHFE—ES, FE I EREEERZICBT
% grepafloxacin D&M EIRE ICBE ¥ A #Et. Bt
£5543(S-1): 190~193, 1995
Tk B CHEY VK Y Y A, Grepafloxacin
(OPC-17116) IV. ERER 4. BIfEA. %410 H &1L
FHREFRTARITRS (&) #F, 1993



: JULY 1995

&

A

422 H A At % B &% & M8

Studies on the clinical value of grepafloxacin in the treatment of
genitourinary tract infections
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A multi-center clinical study on the efficacy and safety of grepafloxacin (GPFX) was carried out in the
treatment of genitourinary tract infections.

Patients received 50 mg to 600 mg of oral GPFX for 3 to 14 days. The most common dose regimen was
300 mg once daily.

Clinical efficacy, assessed by the attending doctors, was obtained in 72.6% of 394 patients with
genitourinary tract infections.

The overall clinical efficacy rate and the rate of bacteriological eradication, evaluated by the criteria of
the Japanese UTI Committee for 255 evaluable patients, were 100% (53/53) and 96.4% (54/56) for
uncomplicated cystitis, 59.8% (104/174) and 71.4% (157/220) for complicated urinary tract infection,
90.0% (18/20) and 90.0% (18/20) for gonococcal urethritis and 100% (6/6) and 100% (6/6) for
nongonococcal chlamydial urethritis.

Adverse clinical and laboratory reactions were experienced in 4.3% (18/414) and 3.2% (9/280) of
the patients, respectively. Most of these reactions, however, were slight or moderate in degree and similar
in kind to those seen in the other fluoloquinolones.

We concluded that GPFX, although not so effective for complicated urinary tract infection, is useful in
the treatment of uncomplicated cystitis, gonococcal urethritis and nongonococcal chlamydial urethritis.



