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B AL R M1 Table 218 L72AY, #HEH
BEELTIE1H300mg(53) @ HbE L, 2%
752% F HHOT W, T-REHXREARKII2A, BE
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ENIHBEICOWTIE, BAMERERYAE L ) S
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01025 0TI, BB EE K66, B
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Table 1. No. of patients studied

No. of patients evaluated

Diagnosis Total -
doctor committee

Total 539 517 276

elonephritis 6 6 3

Uncomplicated Led — P

cystitis 97 96 58

Complicated UTI 186 176 128

Gonococcal urethritis 42 40 28

. chlamydial 65 64 59

Non-gonococcal urethritis -

non-chlamydial 49 47 -

Urethritis 3 0 -

Prostatitis 56 54 -

Epididymitis 35 34 -

Table 2. Daily dose and treatment duration
. Treatment duration (days) No. of patients
Daily dose ’
<3 4~5 6~17 8~ 14 215 (percent of total)

100mg x 1 1 0 0 0 0 1(02)
100mg x 2 16 17 9 28 7 77 (14.9)
100mg x 3 67 131 57 120 14 389 (75.2)
150mg x 2 0 0 0 1 0 1(0.2)
200mg x 2 10 5 3 10 0 28 ( 5.4)
200mg x 3 1 7 2 7 0 17 ( 3.3)
changed 0 0 0 3 1 4 ( 0.8)
No. of patients 95 160 71 169 22 517 (100
(percent of total) (18.4) (30.9) (13.7) (32.7) 4.3) (100)
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1HHZEEIZ100mg~600mgTdH - 7245, 1H
300mg (53 3)BEFHRE DS, &hN814% % 5D,
DWW T1 H200mg(532) X ERHM13.7% TH o720 %
T BEHMEIE2~128 (F¥418)TH o725 3
BEBIDT051(68.6%) L b %<, DWTTHMRE
BiH14861(13.7% ) Th - 720
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I2E%h, 1H600mg(33)HEDIFITIXEITH 572,

B PERERE K 5881IC B 1) B UTIEERNSHE L #EIZ X %
HI%E (X Table 415K L7225, W b AR L OB
Thh, ERERIIAS% TH o7z, HEFEL DG
13 Table 51278 L7245, 1H200mg(52)XEHTH,
EREDIB LN,

HAMEE R R L B 4 81 ) 5 B FR%D
HRikTable 61278 L7272, HERNICTHES /1287,
67HRIZ3H B DIEHIC L ) &BRIEK Lz ZD67THH

MICH I E SN 7= Bk 13648k D - 7245, WFhb3.13
pg/mPATFTHY, E5120.054g/mlLTF O¥ALE
DI5% % HDHTV,

BEFHBME 2616515361(4.9% ) 05 3BT DH S
N7-hs, FDOMNERILStaphylococcus epidermidis H1HE,
HRE2H%TH o7

4. BREYERBEEGYE

BT PR B P AE 1 L TR 186 ISR EAFTh
7205, 09 H176HIC BV TIHYERIC & 2 EEES
ROHENTETH 572,
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B1(375%)TH D, Ewhid215K~885% (FI1Y67.45%)
TdH o775 60 LEDERNEENTEA% Z HD
Wiz,

1B HEEX200mg~600mgTdHh o 7275, 1H
300mg (53 3) ¥ EBIA1326(75.0%) |/ HEL, 2
WT1H200mg(52) 3B H72951(16.5% ) Tdh - 72
T BREHMIZ2~20H (F5.6H)TH 74, 50
BB AT14080(79. 5% ) L & D%, DWW TT7HM
BEFH2161(11.9%)ThH - 770

Fa R F 1L E 279861 (55.7%), H R H 448
(25.0%), R RAHMH1461(8.0%), EHH 206
(11.4%)THH, HHFIL80.7%Th -7z,

UTIE XML IC L b, 5H BB ICEKRDE

Table 3. MIC of levofloxacin and ofloxacin against clinical isolates before treatment in uncomplicated and

complicated UTI
- MIC (ug/ml)
Diagnosis  Organisms No.‘ of Drug He
strains range MICso  MICo  geometric mean mode
GPB? 11  levofloxacin 0.2~3.13 0.78 3.13 0.78 0.39
ofloxacin 0.39~ 6.25 1.56 6.25 1.66 0.78
Uncomplicated GNBY 53 levofloxacin  <0.05~0.39 <0.05 =0.05 0.06 =0.05
UTI ofloxacin <0.05~0.78 0.1 0.2 0.1 0.1
sub-total 64 levofloxacin  £0.05~3.13  =0.05 0.39 0.09 <0.05
ofloxacin £0.05~6.25 0.1 0.78 0.17 0.1
GPB? 51 levofloxacin 0.2~2100 1.56 25 2.26 1.56
ofloxacin 0.2~ 2100 3.13 50 4.45 3.13
Complicated GNBY 98 levofloxacin  =0.05~2100 0.1 25 0.24  <0.05
UTI ofloxacin £0.05~2100 0.2 25 0.43 0.1
sub-total 149 levofloxacin  <0.05~2100 0.39 25 0.51 <0.05
ofloxacin <0.05~2100 0.78 50 0.97 0.1
Total 213  levofloxacin  <0.05~2100 0.1 12.5 0.31 <0.05
° ofloxacin £0.05~2100 0.2 25 0.56 0.1

3 GPB : Gram-positive bacteria
® GNB : Gram- negative bacteria
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DY ENFTRETH - 72128F1cB1F 5, UTHEERKREE
BABSBERYEIETable 7TIR L2 HIZ, &L
LCixE#7661(59.4%), A%h3461(26.6%), HEH
1861(14.1% )T, HiFII859% TH o1z T/
BOREHNICE, 18, ES5HOYT—TVEEH
BT ABREIED, DI SRR RPEKRTH
of:o

REFEL DEE % A D & Table 8D & 9 12400mg
(532)$x % H) £ 600mg (5 3) X BB IZFEBI B AL 2
LORBIIEHETH DA, 200mg(52) Ik FEH &
300mg(533) X EHI DB TIE, 300megiXEHIZH 1)
LADENETEVDLDOD, KELETE 27
LH»L, #7—TVEBD11HIH106] T TH'300mg
RERICETIN, 200mgixERICIIFIOFTATY
ZWI EDD, HF—FVIEEBEMICOVWTHEL
ThbE, HRHRIT200mg I TIX1761482.4%
ERDbLRVA, 300mgik I TI29361$192.5% &

nh, FOEIZ101% LKL,

M %R 13 Table 9IC/R L& )12, &KL L
Tix1608kH1448k(90.0% ) A K Lz 77 LEatE
BE 7T LABRMHOHERICIENTBDOON D o7
25, BWHICR723E, Pseudomonas aeruginosa D iH
LRI 15HD66.7% &, MEHEIZL O5ND LETE
RTholz, IHEERLOBFETIX, 1H200mgk
HH D184k TI1283.3%, 1H300mgixEHID1308%T
1392.3% &, 300mgEFICBVWTETE L7 &
DBET S LEHEE ST LEHEOHKER,
300mgiX B TIZZFNFNI2.7%, 92.1% LEXED
Zeh oA, 200mgtkEHITIX66.7%, 91.7%L, 7
5 LARGHEOBEEEIE TED - 72

MIC & MU #8958 & DB4RIETable 101Z/R L7245,
MICA$12.54g/mILL F D1308k Ti3127#(97.7%) T
AHELTWAEDIIH L, MICA25pg/mEA EIZR 5
L19BkH8HR(42.1%) LATHEET, ZOMICHEEE

Table 4. Overall clinical efficacy in acute uncomplicated cystitis (By the criteria of the UTI Committee)

Symptom Resolved Improved Persisted Effect on
Pyuria cleared |decreased [unchanged| cleared | decreased |unchanged| cleared |decreased |unchanged bacteriuria
eliminated 49 5 2 56 (96.6%)
Bacte- " decreased
riuria | (replaced) 2 2(34%)
unchanged 0(0 %)
Eflfect on pain on 56 (96.6%) 2 (3.4%) 0 (0%) patient
micturition total
Effect on pyuria 53 (91.4%) 5 (8.6%) 0 (0%) 58
[C—] Excellent 49 (84.5%)
|_—__| Moderate 9 overall efficacy rate
[:] Poor(includ- 0 3858 (100%)
ing failure)
Table 5. Overall clinical efficacy in acute uncomplicated cystitis related to the
daily dose (By the criteria of the UTI Committee)
Overall clinical efficacy
Daily dose Efficacy rate (%)
excellent moderate poor
100mg x 1 0 1 0 1/1
100mg x 2 8 0 0 8/8
100mg x 3 39 8 0 47/47 (100)
200mg x 2 2 0 0 22
Total 49 9 0 58/58 (100)
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Table 6. Bacteriological response in acute uncomplicated UTI (By the criteria of the UTI Committee)

Acute uncomplicated UTI Total
Isolate — dicati %
pyelonephritis cystitis (eradication rate, %)

S. aureus 2/2 2/2
S. epidermidis 2/2 2/2
S. saprophyticus 4/4 4/4
GeB® | & cohnii 1/1 111
S. xylosus 1711 171
S. agalactiae 171 171
E. faecalis 1/1 171

sub-total 111 11/11 (100) 12/12 (100)

E. coli 22 47/47 (100) 49/49 (100)
P. mirabilis 3/3 3/3
b Salmonella sp. 1/1 1/1
GNB” | ¢ freundii 11 11
P. acidovorans 171 171

sub-total 3/3 52/52 (100) 55/55 (100)

Total 4/4 63/63 (100) 67/67 (100)

No. of strains eradicated/no. of strains isolated
3 GPB : Gram-positive bacteria
® GNB : Gram-negative bacteria

Table 7. Overall clinical efficacy in complicated UTI related to the type of infection

(By the criteria of the UTI Committee)

Gr No. of (percent) Exce- | Moder- Poor Overall
oup patients \ of total llent ate efficacy rate
group 1 (indwelling catheter) 5 ( 3.9%) 1 1 3
) | group 2 (post-prostatectomy) 5 ( 3.9%) 4 1
?:;’e';’i’:;“°b‘al group 3 (upper UTI) 14 (10.9%) 2 3 78.6%
group 4 (lower UTI) 78 (60.9%) 57 17 4 94.9%
sub-total 102 (79.7%) 67 24 11 89.2%
group 5 (indwelling catheter) 6 ( 4.7%) 1 2 3
Polymicrobial - -
infection group 6 (no indwelling cathter) 20 (15.6%) 8 4 80.0%
sub-total 26 (20.3%) 9 10 7 73.1%
Total 128 (100%) 76 34 18 85.9%
Table 8. Overall clinical efficacy in complicated UTI related to the daily dose
(By the criteria of the UTI Committee)
) Overall clinical efficacy Total
Daily dose excellent moderate poor (efficacy rate, %)
100mg x 2 13 1 3 14/17 (82.4)
100mg x 3 61 30 12 91/103 (88.4)
100mg x 2 2 0 1 2/3
200mg x 3 0 3 2 3/5
Total 76 34 18 110/128 (85.9)
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R 572 (p<0.01),

% MM dTable 110 X 512, 1285141961
(14.8% ) H 5 23% AR L zhy, HBEBEEOAR
TIR7 5 AU HREIEERDNE5.2% % HD, LI
Staphylococcus simulansHS8¥k(34.8%) LB b EH o 726
IS DFRBEHBBME P, MICHHRIE S h/-#ki218
P o 72755, 18¥kH164k(88.9%) % TH%12.54¢/ml
LETHY, F7-S. simulans D8RITERRAT12.51g/

mlL EOMICEIR L 72,

5. WEMERER

WE R E R L Tid4280I2HE»ITh -5,
D) LA BWTIHLEMIC & 5 BEREOH
ENTEETDH 572,

IHRHA0BIETRTEBTH Y, FHiZ17%~60
E(FEH315%)TH Y, 208K~ 40K DEFIHE
HDI0% % HDOT WV,

1H#E&Z13200mg~400mg Td - 727%, 300mg
(53) % FEBIA30B1(75.0%) L D B h o120 T128%

Table 9. Bacteriological response in complicated UTI related to the daily dose
(By the criteria of the UTI Committee)

Daily dose Total
Isolate 100 (eradication rate,%)
mg X 2 100mg x 3 200mg x 2 | 200mg x 3

S. aureus 4/5 171 172 6/8
S. epidermidis 0/1 5/6 2/2 79
S. simulans 2/2 2/2
Staphylococcus sp. 1/1 171 2/2
S. agalactiae 3/3 3/3
GPBY S. sanguis 1/1 1/1

E. faecalis 3/4 12/12 (100) 11 16/17 (94.1)
E. faecium 171 8/8 9/9
E. avium 1/1 171
E. durans 0/1 0/1
Corynebacterium sp. /1 171

sub-total 4/6 38/41 (92.7) 171 5/6 48/54 (88.9)

E. coli 5/5 36/37 (97.3) 41/42 (97.6)
C. freundii 3/3 11 0/1 4/5
C. diversus 171 1/1

K. pneumoniae 4/4 6/6 10/10 (100)
K. oxytoca 6/6 6/6
E. cloacae 0/1 3/3 0/1 3/5
E. aerogenes 171 1711
S. marcescens 4/4 11 5/5
GNBY| P. mirabilis 1/1 3/3 4/4
P. vulgaris 3/3 3/3
P. rettgeri 2/3 2/3

P. aeruginosa 9/14 (64.3) 1/1 10/15 (66.7)
P. fluorescens 1/1 171
P. stutzeri 171 171
X. maltophilia 22 22
Alcaligenes sp. 171 1/1
other GNB 171 1/1

sub-total 11/12 (91.7) | 82/89 (92.1) 2/3 12 96/106 (90.6)

Total 15/18 (83.3) |120/130(92.3) 3/4 6/8 144/160 (90.0)

No. of strains eradicated/no. of strains isolated
3 GPB : Gram-positive bacteria
® GNB : Gram-negative bacteria
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I3 ~17H (F395.8H)TH - 7205, IHMHEE
BIAEDE L, &BhN55.0% % EH TV,

PR s R 13 EAT186 (45.0%), HEhAT226)
(55.0%)TdH b, BBV TE LOBKREL
Bohl,

UTIZERSFM A #1258 5 T, 3H B ORIESICER
BHEAHE XN EBNIL 248 - 72 A%, Table 120
LI EREHULOBHETH Y, FWHFEIL458%T
Holzo FI-IRIRANITKIE & N/zNeisseria gomorrhoeae

2, SHEOJZEICL VI NTHELL, B, 7H
BRI CUTIERZDSFMG 2 81 & ) BRARZI R AT &
NABliZ TR EDTH 572,

6. FEMEMERER

JEMBE MR E R LT 11480 d T b h iz
2, D) H111FII BV CHYSEMIC & 5 BR R
DHENEETH 72,
ZFOWNRIXZ 7 IV THRELEI64H, F2 T3
TTHREEN4TBITH Y, HBHTH71. £

Table 10. Relation between MIC and bacteriological response in complicated UTI
(By the criteria of the UTI Committee)

ol MIC (ug/ml) Not Total
solate <009 0.1] 02 [039[0.78] 1.56]3.13[6.25[12.5] 25 | 50 [2100|done|(eradication rate, %)
S. aureus 11 22 | 11 11 11 02 6/8
S. epidermidis v u)ungn | |on 01| 1N 719
S. simulans 22 22
Staphylococcus sp. 22 212
S. agalactiae 2/2 11 33
GPBY S. sanguif 11 171
E. faecalis 22 | 4/4 | 910 11 16/17 (94.1)
E. faecium n |y 11 9/9
E. avium 1/1 1711
E. durans 0/1 01
Corynebacterium sp. 11 11
sub-total 551 33| 9/9 [16/17) 3/3 | 3/3 | 212 | 4/6 0/3 | 33 48/54 (88.9)
E. coli 34341 33 | 11 0/1 KIK) 41/42 (97.6)
C. freundii 22 | 11 11 011 4/5
C. diversus 11 111
K. pneumoniae mlur g 10/10  (100)
K. oxytoca /1] 4/4 111 6/6
E. cloacae 22 (11 01 01 3/5
E. aerogenes 11 11
S. marcescens 171 11 i in 5/5
GNBY| P. mirabilis 22 (212 4/4
P. vulgaris 212 111 33
P. rettgeri 111 11| 01 23
P. aeruginosa 3312222 0211|1213 1015 (66.7)
P. fluorescens 11 111
P. stutzeri 11 11
X. maltophilia 1| n 22
Alcaligenes sp. " 171
other GNB n 11
sub-total 43/43(18/18| 8/8 | 3/3 | 6/7 | 3/3 |33 |12 (11 | 1/5] 22| 1/3 |68 96/106 (90.6)
Total 43/43|18/18(13/13] 6/6 |15/16(19/20| 6/6 | 4/5 | 3/3 | 5/11| 212 | 1/6 | 9/11| 144/160 (90.0)

No. of strains eradicated/no. of strains isolated
3 GPB : Gram-positive bacteria
 GNB : Gram-negative bacteria
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317~ 65 (FH33.7%) TH - 724, 208 ~40
BROERNLEDE6.5% % HHOTWz,

1H#HERIE200mg~ 300mgTdH - 7245, 300mg
(433) 3B HO0H (81.1%) L KT & EOTHY,
B h D21615200mg (5 2) X EHI T -7z, F7HKE
R 134~22H (F3H13.88) Th - 7275, 14 HEHRE
BIAT86HI(77.5%) L b H 72,

FEREIR I, 79 IV THRERD64BITIZER
A4561(70.3%), AHEH1661(25.0%), RRHEMHI
B(4.7%) THBEIZI53% TH o710 —H, ¥7 7

Table 11. Strains appearing after treatment in
complicated UTI (By the criteria of
the UTI Committee)

No. of strains

Isolate (percent of total,%)
S. aureus 1 4.3)
S. epidermidis 3(13.0)
S. haemolyticus 1 4.3)
S. simulans 8(34.8)
E. faecalis 1 4.3)
E. faecium 1 4.3)
Sub-total 15 (65.2)
M. morganii 1 4.3)
P. aeruginosa 1 4.3)
P. cepacia 1 4.3)
Sub-total 3(13.0)
Fungus 5(21.7)
Total 23 (100)
Patient with strains 19/128 (14.8)

appearing after treatment (%)

IVTHRELRDATH TIIERDH245(51.1%), &
MHS1061(21.3% ), LRLHEHTHI(14.9%), EHHAH
6%1(12.8% ) CHMEIZ723%THYH, BHRIZZ T
IVTHRERIBOTEEILE? - 72(p<0.01),

753V THREERICB W TUTIEER G #IC X
LHENTETDH - 2EFIIXSBIH D, D) H32
BICI37 B R EERIC, $/2276Tid 14 B ERERIC
BRHES b, FOBRRRE, 70 ERES
TIENH27HI(84.4% ), BHihAsH(15.6%)THY,
¥ 7-14 H BB TI3EH272161(77.8%), HHI6H
(222%) &, WTRIFEHULOBEETH D,
Chlamydia trachomatis b EFNIBWVWTHE L, Ly
L, F—EFICBVWT7THE L 14HBD2EIID: -
TERDEOHEIITONI25FIIOVWTA B L,
Table 13D &£ 91278 B OB HEDT6.0% Th B DI
#L, 14HETIZ100% &, 14BBOEHENEFE
128 < (p<0.05), T-EHFEL7HEHD44.0% I3
L14HHTi380.0% &, R W14 EDIIIVEE
W& D 5 72(p<0.05),

7. BIMBRK

BB 2t LT3 s6 Bl EM TNz, T
DS HLEYBERIC & 5 BREOH EHLFT b FER]
13548 TH 5720 FORRIZBHERILRKAT16H],
BRI IREAI8BITH Y, FEMkid28~80K(TFY
51.98) Tdh - 72775, 408K ~60EADER L EHD
70.4% % HHTWZ,

1 B2 13200mg~600mgTd - 72 4%, 300mg
(5 3)BEBA TR D E £ 59.3% %5, D\ T400mg
(532) B EBIN222% TH o720 T 1HEHBIIT~
28H(FE1248)Tho 7225, SHRIRATIZ7H
RIS AS, T @RI T 14 HERER D
Bb% L, FNFN500%, 70.0%% HHTW,

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

WBC in smear or VB1
Cleared Unchanged Effect on N. gonorrhoeae
N. gonorrhoeae
Eliminated | 11 | 13 24 (100%)
Unchanged 0 0 0 ( 0%)
Effect on 11 13 patient total
WBC (45.8%) (54.2%) 24
Excellent 11 (45.8%)
overall efficacy rate
[: Moderate 13 24/24 (100%)
| I Poor (including failure) 0
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SYERT VR T 7 B AR IC9B, 14 H R E
BICTHI, F BRI MRS TIET B RIIREE 12550,
14 H B EZRICIFINZFRENRZHENTOIL
A, FOBM I Table 14IR L L 912, AMEirg
RTIX100%, BHAVZIRRTIXT37%DEHNERTH
D, TR, HEHEEBRDE L OBGRIZHET
3% b o7z,

UTIEERDFAM 2L 3 (A W ERIR S R K E AT RETH »
TAEBNIE, SRR A T, 1664, BBIEDZIC
THIVBRICIER S 5V I3 ESE % 3880 % b o 7 5E B 36,
FERTOmLL 4B, KIB37CHRMLIB, HEK10°T/ml
KBl O 1081 % B 6B TH o 72, BMFITZIRE
Tid, 38%l%h, REICEBERTAET HERE, B
MEkEL10 3 /hpt K55, W10/ mikiGofm,
7 LI O A AR & N7 EFI TR 102 /ml
K116, 14BBRICHEBREIER SN h o 7441,
BREHBARLIBIOE336 % K (5B TH - 720 UTI
NG ZEHE L2 HE VK E AT RE T B - 72551 D B EHE

B4 Table 151378 L7z, BMRIVIREICBWCIZHIE
1T 3R E TR TH - 72285, BRI %
IZBWTiE, BErbasl, BRL1BITH 7,

8. AEH btk

R EARRIIH L TR3sfIickENfTbh, 0
9 B 3ABNT BV THYERMIZ & 5 BERHEOHED
fTbhiz,

ZOWNRIT D EREE LR kH728061, 1BMAFE LK
RIVCBITH Y, EMIZ20~695% (F1938.75%)Th -
7295, 206%At~ 40 DIEBI A LR DT35% % i
Tz, HEMMIZ6~27H (FH12.30)Th - 7275,
14 B BRERIAT1961(55.9% ) L BEEE HHO Tz,
1% 213200mg~400mgTdH - 7245, 300mg (5
IREBIN64.7% % D, HLED o7

BRIRRhF 1 Table 1617R L2 & 912, SMHHE LK
KD28BI TIXERH176I(60.7%), K% A8 5l
(286%), ®LAHMHIHN(10.7%) THMEI1289.3%
ThHol:h, HEFELEOBEBZEEADLE, 1H200mg

Table 13. Overall clinical efficacy in non-gonococcal chlamydial urethritis related to the daily dose
and the day of evaluation (By the criteria of the UTI Committee)

Day of Overall clinical efficacy o
Daily dose . Efficacy rate (%) Statistical test®
evaluation excellent moderate  poor
100mg x 2 1471 (3) g (3) gg s :IE:P<0.01
:| E+M:NS
7 11 8 3 19/22 (86.4)
100mg >3y 17 5 0 20 10 NSNS
Total 7 11 8 6 19/25 (76.0) E:P<0.05
14 20 5 0 25/25 (100) E+M:P<0.05

342 : chi-square test, E : excellent vs. moderate + poor
E +M : excellent + moderate vs. poor, NS : not significant

Table 14. Clinical efficacy in prostatitis related to the day of evaluation (By doctors in charge)

Diagnoss Day of No. of Clinical efficacy Efficacy rate
evaluation  patients  excellent  good fair poor (%)
7 9 3 6 0 0 9/9
Acute. 14 7 4 3 0 0 'l
prostatitis
sub-total 16 7 9 0 0 16/16 (100)
, 7 5 1 4 0 0 5/5
Chronic 14 33 5 18 3 7 23/33 (69.7)
prostatitis
sub-total 38 6 2 3 7 28/38 (73.7)
7 14 4 10 0 0 14/14 (100)
Total
14 40 9 21 3 7 30/40 (75.0)
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(5 2)XEFDAENEIZ106H70.0% THHDITAFL,
1H300mg(43) 8 & U1 H400mg(4552)xFED 1841 T
12100% &, 1H300mglh bt %##%3E L -BOAEN
BV ER L7z (p<0.1), 2B MEE Ekk D6
BInS b, FRELEFLIFIEES, FosHFIELA
300mg (433) TH % 44 6 (80.0%), Hxh A1 Hi
(200%)TH Y, HHEII8II%TH -7,

ANB L UENBELEKELHDOE34BICOW
T, HEHMEBRDRLOBREADLE, ZOHR)
23 AR LN DB TIZ66.7%, 10HE L ED256]
TI396.0% & 720, 10H ML EHEHOFRENE
EIE D - 72(p<0.05),

P EMEET, Rod 5102/ mil EOME 2
ENERNE, FRENAMRE LAREIS, BHEE

Table 15. Clinical summary of prostatitis

Treatment Pain of WBC* Bacteria* Overall
Case| Age|... . L. -
no. | (yn) Diagnosis|  dose | duration | Fever*|micturi| 5 lepst| va ) count | MIC | clinical
(mgx/day)| (days) tion* |VBI"| VB2 |EPS 3 Species (fml) |(ug/m1) | efficacy
A. calcoaceticus 0.1
| + | E. coli 10° | £0.05
1153 AP’ | 100x3 7 S. epidermidis 039 | excellent
- - - - 0
# | # |+ | = ++ | P alcaligenes 10° | <0.05
2130 AP [ 200x2 1 excellent
+ + # | — | # | E coli 10
316l AP 100 x 3 14 excellent
- == -]-1- - 0
+ | + K. pneumoniae 10'
4055 AP |200x3 9 good
- - + + - 0
NTTRR TS + E. coli 10°
5149 AP |200x3 14 good
- - + +Ht - 0
+ + H E. coli 10°
649| AP |100x3 | 14 good
- - - + - 0
- - ++ | + | E coli 10° | <0.05
7041] CP' | 100x3 | 28 —— 2 good
- +H | — | S. epidermidis 10 0.2
+ Wl s S. haemolyticus 10° 0.2
8 | 54 CP 100 X 3 14 = | E. faecalis 0.78 | good
- - - + | = | E lentum 100 | 125
- + + | E coli 100 | £0.05
9138 | CP 100 x 2 14 excellent
- - — | S. epidermidis 10° 6.25
E li 1.56
N A R I B ];Zizclzclrszae 1001 553
10 | 64 CP 100 x 3 14 good
S. haemolyticus 10° 3.13
N e T T P putida 02
. E. lentum ; 0.2
- - - + | - 10°
I[s2| CP |200x2 | 14 P granulosum 0.39 | excellent
- - - + | — | Corynebacterium 10 0.78

"VB: : voided bladder 1, ?EPS : expressed prostatic secretion, ” AP : acute prostatitis, *CP : chronic prostatitis

* Before treatment / after treatment
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B ERRIBITH o7z, BUBELERIBINS I,
Escherichia coli 2%k, S. epidermidis 1RRDSHRH S L7z
B, BEHBECThOBRKLHEE L, BHEE AR
162> & iXStaphylococcus haemolyticus B & U°E. coli HHE
HaN7-2s, HERRPOHERENKRERTDHY,
ZDOHEKIAHTH 5 72,

—7%, SRR LARSH L ) BERARIC. tracho-

matisHHRI S N722S, BBERTHETHEL:,

9. HIKIF DERER %) F

YRR & ) BRI REASE SN5178 O H
EROKIRI OMRIE, SEHI3736), MAHI 1445 T
5720 MIKIHTORET BB Table 17I2R L2 & 5 1
ARHEL68% Th o7z —F, EHTOHEMHERIZ
866%Thh, FEIZLAEIRDON LT,

Table 16. Clinical efficacy in epididymitis related to the daily dose (By doctors in charge)

i Clinical efficac
Diagnosis Daily - Y Efficacy rate Statistical test®
dose excellent  good fair poor (%)
100mg x 2 4 3 3 7/10 (70.0) 2. p<ol
Acute 100mg x 3 12 5 17/17 (100) ]] X E<D
epididymitis | 200mg x 2 1 1/1
sub-total 17 8 3 25/28 (89.3)
. 100mg x 3 4 1 4/5
Ct;romg ) changed 1 171
epididymitis
sub-total 1 4 1 5/6
Total 18 12 3 1 30/34 (88.2)

¥ %2 : chi-square test

Table 17. Clinical efficacy related to the daily dose in patients administered granule (By doctors in charge)

i . Daily dose
Diagnosis Total
100mg x 1 100mg x2 100mgx3 150mgx2 200mg x2 200mg x 3 changed
evstitis 11 n 24124 22 111 35135
A ! (100 (100)
Uncomplicated
pyelonephritis i i
. 14/22 23129 111 112 22 41/56
I
Complicated UT! 63.6) (193) (73.2)
Gonococcal urethritis 20 :;‘(/):) ‘; 4/ %:)(/;)(;
i 17119 17119
Non-gonococcal urethritis 895) (89.5)
acute 33 6/6 99
Prostatitis
chronic 22 0/1 23
Epididymitis o o/l
Total 23/32 84/92 11 718 6/7 3/3 125/144
(71.9) (91.3) (100) (86.8)

No. of patients assessed excellent and good/no. of patients assessed (Efficacy rate, %)
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10. &&h

B - M mEI/ER 12 Table 18D X 512, HRETTHET
572530615 1561(2.8% ) iIC18MED SN2, Z
D) BLEBOM T THHLRREETH 572, 20
BEGIFIRE, 440 EE, sHIEETHY,
15BIF6BIC BN TIRELHIE SNz, 2B, SEHIK
EFNCB T HBIERRIEEIL3836IH2.3%, Mk
EHTIX147BIHR4.1% Th > 72,

PR RO R B I332261+18%61(5.6% )1226
3R S NTzh%, FDOPE I Table 190 & 9 IZfFHAE

BREFUGERLE L, DVWTHHAREN 114,
BRERES I THoTo LL, Tho0E{bid
WIENLBEOEHTH), TR~ B rE) Tk
—BUDEHTH 72, &b, HKRFEGIBITLKR
HEREERERII77HFH(104%) &, SERIXER
BT 5245610 1081(4.1% )1 SREBEICE D -
72(p<0.05),

11. HR%

EHRE DA B % Table 20128 L7225, & HM60
D Eo% AF BRI GE, HEMRER, &

Table 18. Clinical adverse reactions

Drug form Sex D Tyoe of reaction Severity Day of Relation to Administration
5 Age(yr) 0sage ype of reaction appearance the drug  of levofloxacin
female 100mgx3 stomach discomfort H# 0 probable withdrawn
22 ( 2days)
female 100mgx3 oral dryness + 1 possible continued
43 ( 3days)
male 100mgx3 stomach feeling heavy + 1 possible continued
61 ('Sdays)
male 100mgx3 diarrhea + 1 possible continued
59 ( Sdays)
Tablet male  100mgx3 stomach heaviness +# 1 possible continued
45 (13days)
male  100mgx3 heartburn + 11 possible continued
52 (14days)
male 100mgx3 insomnia +# 9 probable withdrawn
57 (11days)
male  100mg x3  stomach discomfort + 10 probable continued
49 (14days)
male  100mg x3  wooziness +# 9 probable withdrawn
69 (10days)  anorexia +# 9 probable
female 100mgx3 loss of taste +H 0 definite withdrawn
64 (2days)  feeling irritated in the mouth + 0 definite
male 100mgx3 eruption + 2 probable continued
59 ( 2days)
female 100mgx3 diarrhea +H 3 probable withdrawn
67 ( 3days)
Granule . .
male  100mgx3  stomach discomfort + 1 probable continued
64 ('Sdays)
male  100mgx3 headache + 3 definite continued
27 (7days)  insomnia + 3 definite
male  200mg x3  erythema of face and upper-back H 7 probable withdrawn
55 ( 9days)

Incidence in tablet : 9/383 (2.3%), granule : 6/147 (4.1%), total : 15/530 (2.8%)
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Table 19. Laboratory adverse reactions

Sex Items and changes of .
Drug form Age(yr) Dosage abnormal values Relation to the drug
male 200mg x 3 S-GPT (24 — 49) possible
51 ( 5days)
female 100mg x 3 PLT (24.8 = 11.1 — 27.9) possible
74 ( Sdays)
female 200mg x 3 eosino. 3 —>7—-1) possible
78 ( Sdays)
male 100mg x 3 BUN (18.8 — 32.9) possible
59 ( 5days)
female 100mg x 3 baso. (0— 2) possible
Tablet 45 ( 5days) eosino. (3 — 7) possible
S-GOT (41 — 52) possible
S-GPT (28 — 45) possible
male 100mg x 3 eosino. (1.0 — 6.0) possible
50 (14days)
male 100mg x 3 S-GOT (24 — 69 —24) possible
38 (15days) S-GPT (40 — 92 — 40) possible
male 100mg x 3 T-Bil (0.9 — 1.8) possible
50 (14days)
male 100mg x 3 S-GPT (27 — 46) possible
52 (14days)
male 100mg X 3 S-GOT (23 — 39) possible
22 (10days) S-GPT (34 — 62) possible
female 100mg x 3 Y¥-GTP (22— 54 — 38) possible
59 ( 4days)
female 100mg x 3 T-Bil (1.3 = 1.7) possible
66 ( 7days)
female 100mg x 3 WBC (6100 — 3700) possible
51 ( 6days)
female 100mg x 3 eosino. (0.3 — 4.6) possible
75 ( 5days)
Granule male 100mg x 3 eosino. (2.6 — 6.7) possible
69 ( 5days)
male 100mg x 3 eosino. (2.0 — 8.5) possible
71 ( 5days) mono. (4.6 - 12.9) possible
male 100mg x 3 eosino. (4.7 — 8.0) possible
63 ( 5days)
male 200mg x 3 S-GOT (23 —» 38) possible
55 ( 9days) S-GPT (33 — 104) possible
Al-P (211 — 316) possible

Incidence in tablet : 10/245 (4.1%), granule : 8/77 (10.4%), total : 18/322 (5.6%)



PREG - PE2FERYESE/ Levofloxacin

VOL.40 s-3

263

MR BR %, BEEARICBLWTIZVWTNRE90%LL
LEEETHY, TLEERELTOEHERL876%L
BERTH -7,

m % =

1. RH5SEERE IS AMICIZDOWT

AEIDOBRRBEICE L, HEMORP2SSHES
7-HIBE 2138k 12X ALVFX &£ OFLXOMICAHSHIE S h
2h5, RO OSBRI T AMAOMICE LLET 5
&, FTHMMIR B RYE A S O MR 64k I L
T, 77 2EMREILE, 77 ABMES3HROWY
izt LT HLVFXDMICIE, OFLXDOMIC & b 131F1
EENTV, 7277 ABMEICHT AMICIE,
Al d 7T ABHEITTAMICK ) 3~4EREEN
TWw/z,

—F R R BRI & 0 S S N7z 1498kICHS L
ThH, 77 LEHRES1IE, 77 ABEHEISKDO WS
NIZx L THOLVFXOMIC R IE h 1EBENRTE Y,
75 0BME E T T LRERICHT HMICO g
T, BBICHEHFE D 75 ABRMEICH$ 5MICH3
~4ERBEEN TV,

INHEDT ENL, OFLXDIEHAAKTH ALVFX
DR L, HAMES & OB R B gE O F R
123 L CHOFLXD#2fETaH 1), WHE OKNEEEHS
ELOTHULTEY, RebJEE L EM LTV
CEEEERT AL, REBYYEICHTHLVFXDOFE
HIZOFLXDF-BTHHTHAHZ LN HEE NI,

2. BBERBFEIZONT

AEOME T, WIRSFFEBO SR - Mg
FHES3IFNUC DV THREATbI, ZD ) H517HIC

BOTHLERAIC & 2 BRAMROHENTT DI,
ZTOEMFIIEAETII86.7% L EbDTH L, R

WIBMRTZIRR T $73.7%, & EVEMMEE R,

MEMIRE R, SURIIRETIZI00% DEREIE
b7z TN EGERITIES) & MKIREBNIC T THS
E, SERIIXEBID3I73HITII86.6%, MKIIFIEH D
144B)TIZ86 8% DAEMETH ), MEMICELES
E{J\&)&f}‘oto

—7, BMMEREA HAMERS, SHEMRE
FRYE, WMEMRER, EE Yy 53 U7 HRER
IZDWTHE, UTIEREFMAEIC L 2 HE S HDET
To72h, ZOHEMFIILEKE LTIZ27561493.5%
Thh, BHMRBEEIET5.9% Th - 7L, 1
DEBTIITRTI00%DEHERTH 720

T 7 SE R B D 1996 T1293.9%, MRIIEES D
76BITIZ0.1%DEMETH Y, RiTYHEHICE
ERDL T2,

INHDZT ENGLVEXIE, WRBFEHEE D& ER
B - VESRRYAE IS L CIRIE AR R ERTH D, %
7oBER| L HBRL & ORIIZIE, ARMEICE L TEIRZ VD

DEER LN, EHICHBIOKRFIZBIT B HERD,

51761 468%51(90.5%) % Tiz1H300mgll FTH -
722 E%EETLHLE, LVFXIZOFLXDXETH45%
BRHELRTOINDEEZON, ZDOZ LIEMICHIE
BTz & 512, BHEHEIIN 2 EHOHRBE A
OFLXD#2f5TH ), —HMmAIIHEHNERENE T X
DOTHEULTWLI LMD EEZ LN
DEKEBBICESZLED LY, TOWE, UTI
FREHH LRI X AHEMITONIEBICOVWTI,

Table 20. Clinical value assessed by doctors in charge

: : No. of Clinical value Mean Clinical
Diagnosis . value
patients 10080 79~60 59~40 39~20 19~0 8.D.(260.0,%)

Uncomplicated cystitis 96 83 8 4 1 0 90.8+14.0 94.8
pyelonephritis 6 6 0 0 0 0 95.8¢ 7.3 100

Complicated UTI 176 122 20 14 11 9 80.0+25.7 80.7
Gonococcal urethrits 40 21 19 0 0 0 84.3+12.3 100

Non-gonococcal urethritis 111 84 13 8 3 3 83.0+19.8 87.4
.. acute 16 14 2 0 0 0 91.1+ 8.7 100

Prostatitis*

chronic 38 22 7 2 6 1 72.9+25.7 76.3

Epididymitis 34 24 8 1 1 0 83.9+16.6 94.1

Total 517 376 71 29 22 13 83.2+21.2 87.6

* Clinical values were counted on the last day of treatment

o
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UTIEER MR L D HIE LR POICEET
AT LTIV,

T T HMMIREEGYED ) b BB RICOWT
12, 58BIEBICEMU LEDBERDENBON, T/
MEHEEEDLI00%TH o728, TOREXOFLXE
8T 5 &, OFLXBIRERIZIT b iz —fkFER R ERY
T3, BAMERERE 42466 %h20961(79.1%), B
#50%1(18.9% ), HH161(0.4%) TH#HHEIL99.6%,
MBI EFIZ2728kP978% LB SN THE Y, 40
OFFIINEERELEZ LN, BVAMEIH
fFahs,

BESICH L TIE, 200mg(52)TdEBlEH» G
LNTWAEZ ENDL, 1H200mgTHGEEZOLND
A, TRUTOHREETL TS THLHLEDIE, FY
FEBIB A 2 W - D BRETIZ 2\,

BMMEEEACIOVWTY, ERILEVERVL
EFNCAEU EOBRSEI O, FREROS
BELTNTHELTWAIEDRD, AFOBVER
U SN L, EHEEERILTLOBEETIIZY
A, BZ51H300mg(53)@EL L Bbhs,

O EITHEMMIRBRYE T, 12880 FF I
85.9% Th -7:%%, TORBKIEIATObNI-_EER
HEHERIZ BT HLVFXD300mg (453 ) 3213551
F837%DAEMRLELDTAPLTEBY, T/HZD
DA B EETH 5 OFLXD600mg (45 3) B IZ BT
512601794 % DEMELRE T 3 E R L
Bl A& TH - 720

COE, N T—TVEBEFIIBTAHEMER
11619455% &, H7—7 VIEREEFILL7EIZBIT
LHE%FESIT%IZ HNFEITE L (p<0.01), AR
FIThLAROE L BEBIE, I HTF—TVIEDL
BIEGITH D EEZ LNz, —ERRE RSB TIZ,
HTF—TFUHBRE SR TWRITE, F5%1280.0%

B, TRIEAROHBE AR AT S AR
o757 LARHEE TIRILRATWALDEEZS
n7zz.

BEBIZOVWTHD E, 200mg(52)EN17HT
HHEIL824%, 300mg (5 3) X ED 1034 Tid
88.3% &, 300meiXEFIZBVTHPIREIETFE <,
Froh T = TFVERBEMIIOVWTOARLET S L,
ENENE2.4%, 925% L BHWMEDEIZE SN -
720 BTN BRRHERFRBODEETY, ¥
FHEFZHMIE L-BROFREIZ200mg(532) % EN39
BIT83.7%, 300mg(53)IxFEN3IIFIT6.5% & it
D 300mg#XEHIC B DABRIETEL, Thon
B b hbeTER S L, BHMREBBEEICHT 2

LVFXDOFEF 1%, 300mg(53)M@HBLEZ Hh
72

S RO THONHMEENEFE S, MEHEE
1290.0% £ & <, T OB IEHETRDOFLX & O B
R THEO N HIEHERESTSBITEMLTSEY,
F 7-OFLX#ZEH TH O N7-84.8% DHIEH LT L [F
& HLHVIRFNULOBETH 572,

COWE, 7T LEHRE L BEROEKRIITEN
BOLNILEh 57205, 200mgfkEFTIET 5 L2BEHE
DHEEINTRIIA L, 7T LEHRETIZ66.7% &%
T, 77 2EHREICHTHENT T AEHE
T HHEN LY ETFFHE VI FHOHENO L
TOREA, BROICITEKAERERICBVLW TR
nidbnLtEZLNI,

WEEBEICHEELAL L, HEEDIC% XM TH
- 72 W & 13 Staphylococcus aureus, S. epidermidis, En-
terococcus durans, Enterobacter cloacae, Providencia
retigeri, P.aeruginosaD6WHETH - 7>, MIC L MEH
KR L OBETIX, MICA25ug/mIBL EIZ7% 5 & HIH
HERPAEIET LS, 40 O8HEM R BRI G AE
b O BERE TMICASHE & 721498k, MICAT25
pg/ml EDOBIZIOK(128% )ROSR THY, =
D19RD ) LI b % Hh o 72 DILP. aeruginosa D5HE,
DUWTS. aureus D38k, S. epidermidis & P. rettgeri 2%k
HETHY, ThODEETIIMICA25ug/ml% 48 2
DREDSH AT, MEHEAROMBEEL W ETE R
SlbDEEZ LN,

REFHBHE RO ERIZ1961(14.8%) &,

FNBE R o7:2%, BBEBEEONRTIE, 77
LEHHA65.2% L, 7T LARBRMEDI3.0%FKEL
LB S T/ BN ThH -7 LT T 2N
e 77 ABEEEIC T HEB OHE N OAHE %
LizizobEzoh, BE, RERICHIEL, MICH
e S N7 T AEHE 5P 148k $ TIIMICAT12.5
pg/mlh ETH Y, FICHBEE DD 5 7S, simu-
lans D 8KK, S. epidermidis D3RI VTN B 12.5ug/ml
UETHo72,

HEMRERTIE, 75 25B0HD0KERM &
HE SNz66l, SHBHEIfTThbh e h - 7604
Br1260 % B < 28B0IZ DWW T UTIERh ML #E 12 fE W
HEMTbhz2s, 28B1&BICA U EDOBEER S
DR SN, N. gonorrhoeae 33Tk L7z, S HUTHK
BT 2 KHDOHE S ATE H & Tl  MICq0td Une
et al.*, Fujimoto et al.” & % 120.025ug/mlITdh » 7= &
WL, WEICH L THOFLXDM2E DR iEN %
AT EPL LK) ZTIFL I,
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WA IR 8 21233 AR 13 300me(533) 25HE i
BeZEz OB, 200mg(52)THHHLEbRS,
REHMEISABTHa EBbILb A, C. trachomatis
L DREBELHITIZ, 10~14BEIRLETHA I,

COE)IAFNEHRARRER IS L THEVER
HEIRT A, AFAR= ) F— BEAKE (PPNG)
123 LCTH, non-PPNGIZxHS % & RIBRICTEV LR TG
HERTIE, ILKBEDRAEEEBIL, #E
HIRERDER & 7 HC. trachomatisiZx LT HHETE
HERTIERE2 DL, KREMRERIITT 2 AH]
DERMIIELDOTEW LRSI NS,

MBS 7 IV THRERSIBNIH L TH100%
DEEIE SN, HERIOHE S N72C. trachomatis
X9 XTHE LA, ZHIIC. trachomatisiZxH§ 5 A
K OPLESI2%, minocyclinell 34556 b DD, OFLX X
DEEVIVZ L b S BROEREEZ ONE ), KE
®13300mg(533) v IR L E 2 5525, 200mg
(2)TH o dbaNE v, HEHRICOVWTII,
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A multi-center clinical study on the efficacy and safety of levefloxacin (LVFX, DR-3355), the
levo-isomer of ofloxacin, was carried out in the treatment of genitourinary tract infections.

Patients received 100 to 600 mg of oral LVFX for 3 to 14 days. The most common dose regimen was
100 mg t.id.

Clinical efficacy, assessed by the doctors in charge, was obtained in 86.8% of 517 patients with
genitourinary tract infections.

The overall clinical efficacy and the bacteriological eradication, evaluated by the criteria of the
Japanese UTI Committee for 276 evaluable patients, were 100% (61/61) and 100% (67/67) for
uncomplicated UTI, 85.9% (110/128) and 90% (144/160) for complicated UTI, 100% (28/28) and
100% (28/28) for gonococcal urethritis, 100% (59/59) and 100% (59/59) for nongonococcal chlamy-
dial urethritis.

Clinical and laboratory adverse reactions were experienced in 3.0% and 5.6% of the patients,
respectively. Most of these reactions, however, were mild and transient.

We concluded that LVFX was well tolerated and effective in the treatment of genitourinary tract
infections at half the usual dose of ofloxacin.



