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7 (32200 B1) 9 B, IR - MEEEAGE (s, BEREE, A, KR LR, RER) O
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(6,080/6,309 f5), BB 4AT 95.2% (750/788 Bl), Wi MRAEAHT 94.3% (617/654 Bl), HEEE FARSK DT 94.6 %
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1,148 #k),

Enterococcus faecalis %% 89.6% (95/106 #£),
dia trachomatis ¥ 92.0% (46/50 #k) TH o7z, F 7z,

Klebsiella pneumoniae 7% 100% (71/71 #), Chlamy-
A (HLAEE, W) BIOREIERE, HhE

PRERIEAEDS 97.1% (1,154/1,188 #k), BIHEVEIR BIEAYED® 89.7% (461/514 #%) TdHh - 7o
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- PR RAYE AR T 1.56% (132/8455 #1) TdH 1, BASEHNIZ
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TEED TV, BRSO
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Levofloxacin (LVFX) 1%, pharmacokinetics-pharmaco-
dynamics (PK-PD) BFHIC20 &, ML - HEORE L2YT
b, 200944 HIZLVFX OFHE - H= L LT500mg 1
H 1 M#EO&5-2KE- S iz,

LVFX 3R - HEamikduirE & U OBt s, BERB L, wiz
Prae, KEH LARE, IREBEOSEBICEHILEZ AL TWEY, K
#1500 mg 1 H 1 185 0 R THE S ik
&, BEE, BEE RO 2EBETH Y, HRANIBI 2 HEHE
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2009 4E 10 A ~2010 4F 9 A 12 %E i L 72 LVFX 500 mg
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Survey forms collected: 9,049 |

Patients subject to safety analysis: 8,455 |

Excluded from safety analysis: 594

Reasons: Registered 8 days after the start of LVFX: 14
Different patients at entry: 3
Patients administered LVFX 100 mg product: 6
LVFX not administered: 2
No information after LVFX administration: 561

Unrecorded or unclear adverse event evaluation: 8

Patients subject to efficacy evaluation: 8,386
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Table 1. Patient demographics

Item Cystitis Pyelonephritis ~ Prostatitis Epididymitis Urethritis Overall
Gender Male 825 (13.0%) 233 (29.1%) 660 (100.0%) 152 (100.0%) 466 (94.9%) 2336 (27.6%)
Female 5526 (87.0%) 568 (709%) 0 ( 00%) 0 ( 00%) 25 (51%) 6,119 (72.4%)
Age <15 7 ( 0.1%) 0 ( 0.0%) 1 ( 02%) 0 ( 0.0%) 0 ( 0.0%) 8 ( 0.1%)
15=t0<65 3,040 (47.9%) 428 (534%) 356 ( 539%) 88 ( 57.9%) 428 (87.2%) 4,340 (51.3%)
65=t0<75 1,394 (21.9%) 142 (17.7%) 175 ( 265%) 37 ( 24.3%) 28 ( 57%) 1,776 (21.0%)
75=< 1910 (30.19%) 231 (28.8%) 128 ( 194%) 27 ( 17.8%) 35 ( 7.1%) 2,331 (27.6%)

Mean £+ SD 61.4%=19.0 60.5 %= 20.5 59.4%+16.8 54.6=19.9 414%=17.0 59.9+19.5

Minimum, Median, Maximum 13, 66, 109 15, 63, 100 14, 63,91 15, 60, 87 16,37,90 13,63, 109
Body weight <40kg 118 (1.9%) 34 (42%) 0 ( 00%) 0 ( 0.0%) 5 (1.0%) 157 ( 1.9%)
40-49 kg 643 (10.1%) 103 (129%) 13 ( 20%) 2 ( 1.3%) 5 (1.0%) 766 ( 9.1%)
50-59 kg 795 (125%) 96 (12.0%) 52 ( 79%) 10 ( 66%) 19 ( 39%) 972 (11.5%)
6069 kg 383 ( 60%) 64 (80%) 86 (13.0%) 21 ( 13.8%) 45 ( 92%) 599 ( 7.1%)
70-79kg 110 ( 179%) 28 (35%) 40 ( 61%) 8 ( 53%) 28 (57%) 214 ( 2.5%)
80kg= 37 (06%) 12 (15%) 18 ( 27%) 4 ( 26%) 10 ( 20%) 81 ( 1.0%)
Unclear / unrecorded 4265 (67.2%) 464 (57.9%) 451 ( 68.3%) 107 ( 704%) 379 (77.2%) 5666 (67.0%)

Mean = SD 53.6 +10.3 54.1+12.8 65.0+10.9 66.4+14.8 652+11.8 552*11.5

Minimum, Median, Maximum 26,52,117 25,52,115 40, 65, 120 46, 65, 130 37,65,112 25,54, 130
Inpatient/ Inpatient 338 (1 53%) 157 (19.6%) 59 ( 89%) 14 ( 9.2%) 15 ( 3.1%) 583 ( 6.9%)
outpatient Outpatient 6,013 (94.7%) 644 (80.4%) 601 ( 91.1%) 138 ( 90.8%) 476 (96.9%) 7,872 (93.1%)
Unclear / unrecorded 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Severity of infec- Mild 4,244 (66.8%) 265 (33.1%) 327 ( 49.5%) 69 ( 454%) 289 (58.9%) 5,194 (61.4%)
tion Moderate 2,023 (31.9%) 485 (60.5%) 302 ( 45.8%) 80 ( 52.6%) 186 (37.9%) 3,076 (36.4%)
Severe 82 (13%) 51 (64%) 28 ( 42%) 3 ( 20%) 16 (3.3%) 180 ( 2.1%)
Unclear/unrecorded 2 ( 0.0%) 0 ( 0.0%) 3 ( 0.5%) 0 ( 0.0%) 0 ( 0.0%) 5 (0.1%)
Underlying No 3,382 (53.3%) 356 (44.4%) 344 ( 52.1%) 93 ( 61.2%) 417 (84.9%) 4,592 (54.3%)
disease (s) Yes 2,969 (46.7%) 445 (55.6%) 316 ( 47.9%) 59 ( 38.8%) 74 (15.1%) 3,863 (45.7%)
complications Hepatic disease 130 ( 2.0%) 18 ( 2.2%) 8 ( 1.2%) 1 ( 0.7%) 4 (0.8%) 161 ( 1.9%)
Renal disease 103 ( 16%) 79 (99%) 11 ( 17%) 0 ( 0.0%) 3 (06%) 196 ( 2.3%)
Heart disease 322 (51%) 62 (77%) 26 ( 39%) 2 ( 1.3%) 6 (12%) 418 ( 4.9%)
Cerebrovascular disorder 292 ((4.6%) 75 (94%) 17 ( 2.6%) ( 5.3%) 12 ( 24%) 404 ( 4.8%)
Diabetes 498 (7.8%) 71 (89%) 43 ( 65%) 15 ( 99%) 16 ( 33%) 643 ( 7.6%)
Convulsive disease 31 (05%) 10 ( 1.2%) 0 ( 0.0%) 0 ( 0.0%) 1 ( 0.2%) 42 ( 0.5%)
Others 2,701 (42.5%) 365 (45.6%) 299 (45.3%) 53 ( 34.9%) 62 (12.6%) 3,480 (41.2%)
History of aller- No 5993 (94.4%) 751 (93.8%) 631 ( 95.6%) 147 ( 96.7%) 457 (93.1%) 7.979 (94.4%)
gies Yes 217 ( 34%) 33 (41%) 18 ( 2.7%) ( 2.0%) 9 ( 1.8%) 280 ( 3.3%)
Unclear / unrecorded 141 ( 22%) 17 (21%) 11 ( 1.7%) 2 ( 1.3%) 25 (51%) 196 ( 2.3%)
No. of days of 1-3days 596 ( 94%) 46 (57%) 32 ( 48%) 2 ( 13%) 26 (53%) 702 ( 83%)
administration ~ 4-7 days 4606 (72.5%) 492 (614%) 238 ( 36.1%) 49 ( 32.2%) 258 (52.5%) 5643 (66.7%)
8-14 days 997 (15.7%) 233 (29.1%) 245 ( 37.1%) 62 ( 40.8%) 170 (34.6%) 1,707 (20.2%)
15-29 days 136 ( 21%) 27 (34%) 124 ( 188%) 35 ( 23.0%) 36 ( 7.3%) 358 ( 4.2%)
30 days or longer 13 ( 0.2%) 2 (02%) 20 ( 3.0%) 4 ( 2.6%) 1 ( 0.2%) 40 ( 0.5%)
Unclear / unrecorded 3 ( 0.0%) 1 ( 0.1%) 1 ( 02%) 0 ( 0.0%) 0 ( 0.0%) 5 (0.1%)

Mean = SD 6.2%+45 74%3.6 11.0£7.8 11.7+75 8.1%+42 69+5.1

Minimum, Median, Maximum 1, 5,250 1,7,40 1, 8,88 2,10, 50 1,7,35 1,6,250
Daily dose 500 mg 5957 (93.8%) 741 (92.5%) 625 ( 94.7%) 149 ( 98.0%) 481 (98.0%) 7,953 (94.1%)
(Ist day of ad- 500 mgq.d 5883 (92.6%) 718 (89.6%) 613 ( 92.9%) 146 ( 96.1%) 479 (97.6%) 7.839 (92.7%)
ministration) 250 mg b.i.d 74 (12%) 23 (29%) 12 ( 18%) 3 ( 2.0%) 2 (04%) 114 ( 1.3%)
250 mg (250 mg q.d) 379 (60%) 58 (72%) 34 ( 52%) 3 ( 2.0%) 9 (1.8%) 483 ( 5.7%)
Others 15 (02%) 2 (02% 1 ( 02%) 0 ( 0.0%) 1 (02%) 19 ( 0.2%)
Concomitant  No 3,062 (48.2%) 220 (27.5%) 231 ( 350%) 65 ( 42.8%) 369 (752%) 3.947 (46.7%)
drug Yes 3,289 (51.8%) 581 (72.5%) 429 ( 65.0%) 87 ( 57.2%) 122 (24.8%) 4,508 (53.3%)
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Table 2. Clinical efficacy by type of diseases
Diseases No. of cases Effective Ineffective Efficacy rate (95%CI)
Cystitis 6,309 6,080 229 96.4% (95.9%~96.8%)
Uncomplicated 4,642 4,511 131 97.2% (96.7%—97.6%)
Complicated 1,623 1,529 94 94.2% (93.0%-95.3%)
Unclear 44 40 4 90.9% (78.3%—97.5%)
Pyelonephritis 788 750 38 95.2% (93.4%—96.6%)
Uncomplicated 462 445 17 96.3% (94.2%—97.8%)
Complicated 325 304 21 93.5% (90.3%-96.0%)
Unclear 1 1 0 100.0% (2.5%—100.0%)
Prostatitis 654 617 37 94.3% (92.3%—96.0%)
Epididymitis 149 141 8 94.6% (89.7%~97.7%)
Urethritis 486 438 48 90.1% (87.1%-92.6%)
Overall 8,386 8,026 360 95.7% (95.3%-96.1%)
Table 3. Clinical efficacy by gender
Male Female
Diseases
No. of cases Effective Ineffective Efficacy rate No. of cases Effective Ineffective Efficacy rate
Cystitis* 818 767 51 93.8% 5,447 5,273 174 96.8%
Uncomplicated 0 - - — 4,642 4,511 131 97.2%
Complicated 818 767 51 93.8% 805 762 43 94.7%
Pyelonephritis* 227 211 16 93.0% 560 538 22 96.1%
Uncomplicated 0 — — — 462 445 17 96.3%
Complicated 227 211 16 93.0% 98 93 5 94.9%
Prostatitis 654 617 37 94.3% 0 — — -
Epididymitis 149 141 8 94.6% 0 — — -
Urethritis 461 413 48 89.6% 25 25 0 100.0%
Overall 2,309 2,149 160 93.1% 6,032 5,836 196 96.7%

*Cases which diseases type is unclear are excluded

Mol LT, Z DM EGE TlX 42.1%~52.0%
FhHOTWz, ABRE - ZRBITIE, Aﬁk’(“ﬂ»%%ﬁ%l%
THHLOIZH L, BEBRTIE 804% & Mo EYLiEC
NABEDOE GBI Ao 720 FBERE - é.\ﬁw“%ﬁ
LTV BERMIEARTIZAT7% TH Y, JREBERTEDOE
GH3151% L&D 7205, F OO EYE T 38.8% ~
55.6% % /R L C\Wizo KF D 1 H¥% 5= 134K T 500 mg
1 H1F$%553927% T, #5-W# 7 HLANDS 75.0%,
14 HLANAS952% TdH - 720

3. AR
1) FRRDAR

AR VESENT 0 G E B 8,386 D 9 B, A %N & FHAli X h
7HEBIE 8026 BITH Y, HEIFIL 95.7% (8,026/8386
Bl) THolzo BYFEN OB RHTIL, B A 964%
(6,080/6,309 ), BB 5T 95.2% (750/788 1), i L
BRIEHY94.3% (617/654 B), AEHE LARIEAT94.6% (141/

149 #), FRi#E 445 90.1% (438/486 B1) T -7z (Table
2)o
BEbEge, TEEE I OMA (HALE, BOHEYE) % TIRES

‘Ték%ﬁ BT 2 R ARE D 720 DT A F T4
— 5 L — 120 THBT 5 &, ARhERIG A

T e 25 T 97.2%  (4,511/4,642 1), 4 28 14 Wb e %5 <
94.2% (1,529/1,623 B), 2k B fli 1k B o 45 T 96.3%
(445/462 1), HIMEVEEEEST 935% (304/325 fl) T

B o 720 [ IREEVE SR EASE 2 B 2 BRI SABRIENE O 7200 D

A FTA —8 1 R—1 TIEmE (A, B o
KRR & BT 2720, B O FEIIED

HRhH % ME L Table 3 12K L7z k%, BB &L D
BT EBPEHENE DI LT, KM ToHM
PEOBIAIZEEE 2%, B e I 20% Th o 720 Hikk
PEBEIE S DA R IVET 93.8% (767/818 #1), &MET
94.7% (762/805 ), HHEMBFRE ROARFITBMET
93.0% (211/227 1), %&MET 94.9% (93/98 Bil) T - 725
—J, ZHEOZVERMERE S, SRR RO
HIRIBOBD 972% (4511/4,642 61), 96.3% (445/
462 1) TdH o720

T 72, R OGRIFIL, 65 AN T 96.1% (4,144/

4,311 #1), 655%~74 1% T 96.0% (1,692/1,763 Bil), 75 ik
PET947% (2190/231281) Tholzo F72, BIYE

ANCRTYH, RE D 65 A DR DA A89.1%
(377/423 ) Td - 72PAMHE, T hOEREIZB W T
b 90% TR HAREZIRLZ (Tabled)o
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Table 4. Clinical efficacy by age

Diseases Age No. of cases Effective Ineffective Efficacy rate
Cystitis <65 3,025 2,940 85 97.2%
65=to<75 1,386 1,334 52 96.2%
75= 1,898 1,806 92 95.2%
Pyelonephritis <65 422 411 11 97.4%
65=to<75 139 129 10 92.8%
75= 227 210 17 92.5%
Prostatitis <65 355 335 20 94.4%
65=to<75 174 166 8 95.4%
75= 125 116 9 92.8%
Epididymitis <65 86 81 5 94.2%
65=to<75 36 35 1 97.2%
75= 27 25 2 92.6%
Urethritis <65 423 377 46 89.1%
65=to<75 28 28 0 100.0%
75= 35 33 2 94.3%
Overall <65 4,311 4,144 167 96.1%
65=to<75 1,763 1,692 71 96.0%
75= 2,312 2,190 122 94.7%

2) ISR 055 BESHEE & R A R R

(1) F&EGE R DReaT

AR VEIEHT T G EB 8386 B 9 B, HG-ENIH
N7 ERREASEIG T, oW KE%2H%E L 272 2,001
RO 5 BERREE & iH 2R3 % Table 5 12" 3o KK D%
BEBHEE L, PRIE LS D EGIE T, E. coli D15 5 EH &
b <, BEEL T 63.3% (973/1,637 #k), BB %
T 60.8% (107/176 #k), Wi M9 TId 37.8% (48/127
), AEH ARSI TIE 375% (9/24 #k) ThH o720 —77,
WRIESETIX, Chlamydia trachomatis A% 32.8% (45/137 ¥k)
Eied i <, W\ T Neisseria gonorrhoeae A% 29.2% (40/
137 #) T, E.coli i¥80% (11/137#k) TdHh -7z

W REIT 2R T 94.2% (1,884/2,001 #%), 7T A Btk
HiiE 925% (421/455 #k), 77 ABEVERII 94.7% (1.417/
1,496 k), FEERIN TdH % C. trachomatis 1E 92.0% (46/50
B Tholzo WHEROFMENLS L7 7 AR
9 Staphylococcus J&H* 90.1% (137/152 #k), Streptococ-
cus J& 73959% (117/122 %K), Enterococcus J& #%92.1%
(164/178 ¥k) T, — 5. 7 7 L BEER T, E. coli %5 95.7%
(1,099/1,148 #k), Kiebsiella J&#% 98.0% (100/102 #&), Pro-
teus J&23100% (61/61 k), N. gonorrhoeae 7% 65.1% (28/
431%) THo7,

(2) BEbEs, BEERICB HmA (AL, B
W DG

EMEgE, B SISOV TR AL (AT, HEAEME)
(2R 72N O 2 BESHE & RITH k3R % Table 6 127”9
R OB EE L, BRI IR B (BEbtse, B
B 9%) TIE, E.coli DEIEHT718% (853/1,188 k) & &
bOTEro 72, BHEEIRERIEGSE (B, B
4%) TUX, E.coli DEIEH432% (222/514 %) TH D,
Z D% Enterococcus faecalis 3 & U Staphylococcus J& 73

9.3% (48/514 #k), Streptococcus J& 75 84% (43/514 #k),
Klebsiella J& 75 80% (41/514 k) TH o720

WH RS, 2 HAMER % T 97.3% (1,052/1,081
BR), Sk HAVE R R R T 95.3% (102/107 ¥k), HBiMEE
RS T 90.3% (402/445 #k), HEHEVEE BB KT 855%
(59/69 k) Th o720 F72, EXREKE TDH % E. coli
WZOWTHIERLY B2 &, AV PRI % T 96.9%
(752/776 #%), Atk BMVEE EEF KT 96.1% (74/77 #%),
BEHEVEREIE 2T 91.7% (176/192 #%), BHEPERF LT 2T
86.7% (26/30 ¥k) TH 1, EWHORYLE L AL,
HEVE C L HAEPE L IE R R AT 10% R - 72,

JEMEZs, BRI O W T LVFX @ MIC 25HI5E S
72HW#» 95 %, CLSI(Clinical and Laboratory Standards
Institute) " O 7L A4 2 K4 ¥ Mht-> T, SIMIC=2 ug/
mL), I (MIC=4ug/mL), R (MIC=8 ug/mL) |25
W HETd - 72 E. coli D4 BEREE & W L3 % Table 7 12
RY o MIC=2 ug/mL (S) O EEMHEE X, Sk HAVEIR
FeBgWE (B e, B2 0 905% (105/116 #) 12
st L, MM IR M e (B 2%, B %) Tid 81.0%
(34/42 ¥k) & BHEME IR B IR YSIE C 10% FEEEAKA > 72,0 &
7z, MIC JIOHHEEZFIZ MIC=2 ug/mL (S) T 99.3%
(138/139#k) L &b TEH > 724, MIC=4 ug/mL
(I) TiX 66.7% (6/9 ¥k), MIC=8 ug/mL (R) Tix 70.0%
(7/10 #k) LT L7z,

3) RGP SRR B3 B BRI AR

AR RT 0 G E ) 8,386 510> 5 B, Hil VAL N e M
FBNTHR L CARA D 5- & - E R 321 61 (3.8%) T,
ZDH) BEARADOEHIRI RIS AR L S N7z 90.0%
(289/321 ##1) T -7z (Table8). FZHiAMIIHIEIX
7z aR¥E, F/ U RETHY, INLEROER
Blzat LT, AROERIZBDB D 882% (149/169
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Table 7. Distribution and bacterial eradication of E.coli by MIC of LVFX
Uncomplicated urinary tract infection Complicated urinary tract infection Overall
MIC of LVFX | No.of | Distribution | Eradication No.of | Distribution | Eradication | No.of | Distribution Eradication
strains rate (%) rate (%) strains rate (%) rate (%) strains rate (%) rate (%)
<2 ug/mL 105 90.5 100 (105/105) 34 $1.0 97.1 (33/34) 139 88.0 99.3 (138/139)

4 pg/mL 3 26 100 (3/3) 6 14.3 50.0 (3/6) 9 5.7 66.7 (6/9)

=8 ug/mL 8 6.9 75 (6/8) 2 48 50.0 (1/2) 10 6.3 70.0 (7/10)

Table 8. Clinical efficacy by antimicrobials in advance

Antimicrobials Cystitis Pyelonephritis Prostatitis Epididymitis Urethritis Overall

Mono-antimicrobials 88.4% (167/189) 96.2% (51/53)

97.0% (32/33)

85.7% (6/7) 84.2% (16/19) 90.4% (272/301)

Quinolones 93.3% (42/45) 100.0% (5/5) 90.9% (10/11)  100.0% (1/1)  100.0% (2/2) 93.8% (60/64)
Cephems 84.3% (97/115) 96.8% (30/31)  100.0% (16/16)  100.0% (3/3) 75.0% (3/4) 88.2% (149/169)
Penicillins 100.0% (8/8) 100.0% (3/3) — (0/0) — (0/0)  100.0% (1/1) 100.0% (12/12)
Macrolides 100.0% (6/6) 100.0% (7/7) 100.0% (2/2) — (0/0) 75.0% (6/8) 91.3% (21/23)
Others 93.3% (14/15) 85.7% (6/7) 100.0% (4/4) 66.7% (2/3)  100.0% (4/4) 90.9% (30/33)
Multi-antimicrobials ~ 77.8% (7/9) 100.0% (5/5) 66.7% (2/3) 100.0% (1/1)  100.0% (2/2) 85.0% (17/20)
Overall 87.9% (174/198)  96.6% (56/58) 94.4% (34/36) 87.5% (7/8) 85.7% (18/21) 90.0% (289/321)

B1), 93.8% (60/64 B1) T o720 F72, BERSERIZRT
b, BIBEBEEBEEDE W LT, A oOFRRIZ
85.7%~96.6% %7~ L7z

4. 7%

LA R S E ) 8,455 vk, RIMERIIE 132 1 (165
) iciEd s, BITEHZBIEIE 1.56% (132/8455 ) T
»o7z(Table9)o EZRAEHIETH, BELHFO[EEE
E] 261 H (072%) &b, FEIEO T, HIR
SO [HREEE ] AT19 6] (022%), 7 ARG F VBT
J b S5 A725—¥ (AST) ¥mbBrors=r -7
I/ bS5 A725—F (ALT) o> THEBRA R
B AS17H (020%) THH, ¥/ 0 RIEOHEKLE
TER L LTHIS N T2 0HR0REE, RO RfE,
B, QT HERIFFED SN ah o7z,

JEGLE B O BllVE I S BLER LB K 25 © 1.56%  (99/6,351
Bl), EEET275% (22/801 41), HiHEZET 091%
(6/660 ), F5¥ A% T066% (1/15261), REHRT
0.81% (4/491 BI) TH o720 F72, BIYEN OFEIEHSE
BRIz L5 &, THORBIENELE % T 100% (8/
801 ) & MIEHAE T OFBLZE (0~0.16%) [ H~<_ED >
7275, FOMOBEWERIZ O W TR 2 EImiZilo s h
Lol

FELEIEMIE, 7H749F v —vavy 7y, K
WFEED 36 (3Hk) Thotze THIATFI—Ta v
7 OIEBNZ, 21 RO LYECHAERE - ABHER R L, B
BEgeizat LCAH (500 mg/H) ##5 LM HIZT F
T4 ITF Y= ay sHREBIL, MHICEEL, 8
DREBNZ, 85 DBV CHALIE I ZE, BEbeRE, A
o, FRAVE, HEEERE - APREICRM O S, FERME,
WM AELEZAHLTBY, BERZICH L TR
500mg 1 H 1 HPS S, 4 HHIZEREBLL Y

HIZEBE Lo REFIZZLTF=V - 2T 5 VA
(Cer) #$301 mL/min & BREAEAMET LTz, 2B,
AT O A N REUES (NSAIDs) 3 S Tnwi
Mo lzo FFEEDRERNIL, 45 OB CHBERER - &0F
ERAHTH Y, BRERIH L TAAZ 500mg1 H 1
F# S-S, 5 HEOBFERECTHES (AST -
ALT - y-Z V¥ IV 52725 —% (y-GPT) O+
) BROONTz, BB, B5RMIBH %S CICRITER
BH KA, AST : 45—67 (IU/L), ALT : 39
—117 (IU/L), y-GPT : 194—448 (IU/L) TH o720 F
72, HEERZOBREIRIZZD Sy, ik~ AkE
o2l OEIFIIARHTH - 72,
nm. = =

LVFX 500 mg1 H 1 B 5 o HEBICBIT S
Bk, ZaetEmEdsZ e 2 HE LT 2009 4 10
H~2010 4F 9 B30 L 7= H BGEHI A (32,200 )70
I, R - VEEREAUE (BEE S, BEE LS, BB,
FEH I ARgE, JRIBIS) DIERFIAS 9,049 FIER I N/ L
5, TN SBYYEICH TS LVFX 500 mg 1 H 1 R
HoHME, ZaetE i Lz,

ARNEE, REE - PSR IEAYE 2T 95.7% (8,026/8,386
B), REYER T 225 96.4% (6,080/6,309 1), B
HEHNT95.2% (750/788 Bll), Wi ARIEAT94.3% (617/
654 B1), FEH EIRSAT94.6% (141/149 BI), JRIEJeHht
90.1% (438/486 ) TH o720 T/, KA TIZ, WHEL
X5 (Hpttk, #EME) Z2AHE & LTniewngs, TR
BB AR BT A R BE R D /2o DA KT 4
Y 1IR— IS T, Bk, BERERORA (H
ROPE, BIMEYE) 2O L7-E 2 A, ARERGANEEMYE
15 e 95 97.2% (4,511/4,642 f5), 21 B fofi 4 B B 4%
96.3% (445/462 B1) 12 *xF L T, 4k 1k i bk % 94.2%
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(1,529/1,623 B1), BUHENET % 9€ 93.5% (304/325 1) T
o7z REIORFIBE 21X, BHMEIREERIIE (B
%, BERER) 2HRE LD, KRETDH IS EY
FELZXT LT 90% ZilE 2 2 AR Z/RL, TiEIZB T
LARKNOEMEDTER I NIz T2, BB TR L
TR WEPEHEATERE S - BB %%, aiazhde, Kk
ARG, RERISH LTS, 90% LLEOBFEMEE R L7,
—75, 1994 4£~1996 4E 1250 L 72 LVFX 100 mg #4714
PR A D PRI - PESRIESE OB R 3T, 2T
96.5% (4,572/4,738 #1), 5k 5% 96.6% (3,424/3,545 1),
R 95 94.9% (338/356 1), iM% 94.9% (334/352
B), HH AR 97.4% (74/76 B1), IRIES 984% (307/
32BN TH Y, REEUIMNL, RRAEOAREE L IZIZN
BeCTHh o 7278, REBLREIAHEDHNRIEK» o720 C
NWIRERD TR FEHEE DO —>TH % N. gonorrhoeae D
LVFX 2% § 2 &2 (MICy) %%, LVFX 100 mg 5
A5 R I AR & S L 72 1994 4E~1996 4E @ 0.25 ug/
mL"IZHAR, S moFEHEHIH (2009 45, 2010 4:) T
16 ug/mLY LML LTV A Z EAFHEEZ SR, K
AT H N. gonorrhoeae BEHBI O WIH AT 67.5% (27/
40 ¥R) &ML O A e~ > 720 — 7, L4 LVFX
2659 5 E. coli DML T STV 523, E. coli H*
TR W & % 2B %, B LEROARRITLVFX
100 mg S AMEHKFHEFEORME ML TH Y, E coli
DHHERES 90% P EZ/R L Twiz, 2hid 1 g5
23500 mg 2R X N/2Z &£ T, Cmax, AUCHSER L,
NS DBEIIE T B HRE, WIHKROM T A0
LMo T2WERENEZ b5,

FEHPUR BRI U TARA DG S NAER A
321 Bl N7z HAIK G THATH o 7R ONR
ZRAHE, &7 ZRHEN169 61 (526%) Eikd %<,
KT F 7 1 2 R3EH 64 B (199%) Tholzo H
REE, HIRRDURE SR B4R LT 90.0% (289/
321 81), &7 = 2RFEMABIH LT 882% (149/169
Bl), foF o s REERBIHK LT 9I38% (60/64
Bil) &, MFIEERBIR L TR R AR T & 45 %
TdH o 7288, BIRHEEIEDF /) 10 ¥ RETHR DA,
FREDORIE OF G LA OB HEEICR S
REEEZ 5o

AR TIE, ARV 6 B B 8,386 617> 5 2,001
B EZHOFHNE AR S =720, TR O 5 BESE
WZOWTHE L7z BEER & BFRERTIE, E coli B3
60% % %, W\ T E. faecalis H3%) 5%, Klebsiella pneu-
moniae H3K) 4% T Y, BER EHELE R TRIIEREO
TR & MBI R TH o 720 ATV KT, E. coli
M 378% &b E Ao 72A, Enterococcus J&H 16.5%,
Staphylococcus J& & Streptococcus I&A¥ 12.6%, 11.8% & 7
T BB PETR O S BESHEE D AR A, & < B
L7z KM LARIIEE S Nz Wk 24 Bk & A %

2o 72H3, E. coli % 375%, C. trachomatis %% 125% T&H -
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Table 9. Incidence of adverse drug reactions

Item Cystitis Pyelonephritis Prostatitis  Epididymitis Urethritis Overall

Number of patients subject to safety analysis 6,351 801 660 152 491 8,455

No. of patients with ADRs 99 22 6 1 4 132

No. of occurrences of ADRs 129 24 7 1 4 165

Incidence of ADRs (%) 1.56% 2.75% 0.91% 0.66% 0.81% 1.56%

Type of ADRs Incidence by type of ADRs (%)

Infections and infestations 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Superinfection 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Vulvovaginal candidiasis 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Immune system disorders 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Anaphylactic shock 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Metabolism and nutrition disorders 4 (0.06%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 5 (0.06%)
Hyperkalaemia 0 (0.00%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Decreased appetite 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 4 (0.05%)

Psychiatric disorders 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Insomnia 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)

Nervous system disorders 17 (0.27%) 1 (0.12%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 19 (0.22%)
Ageusia 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Convulsion 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Dizziness 10 (0.16%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 10 (0.12%)
Dysgeusia 0 (0.00%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Headache 1 (0.02%) 0 (0.00%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Hypoaesthesia 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Somnolence 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 4 (0.05%)
Tremor 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Ear and labyrinth disorders 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Vertigo 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Cardiac disorders 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(020%) 5 (0.06%)
Palpitations 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.20%) 5 (0.06%)

Vascular disorders 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Flushing 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Hot flush 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Gastrointestinal disorders 45 (0.71%) 12 (1.50%) 3 (0.45%) 0 (0.00%) 1 (0.20%) 61 (0.72%)
Abdominal discomfort 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(020%) 5 (0.06%)
Abdominal distension 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Abdominal pain 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Abdominal pain upper 5 (0.08%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 5 (0.06%)
Constipation 5 (0.08%) 0 (0.00%) 3 (0.45%) 0 (0.00%) 0 (0.00%) 8 (0.09%)
Diarrhoea 10 (0.16%) 8 (1.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 18 (0.21%)
Dyspepsia 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Gastrointestinal disorder 3 (0.05%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 3 (0.04%)
Glossitis 1 (0.029%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Nausea 16 (0.25%) 3 (0.37%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 19 (0.22%)
Vomiting 4 (0.06%) 2 (0.25%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 6 (0.07%)

Hepatobiliary disorders 0 (0.00%) 2 (0.25%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 3 (0.04%)
Hepatic function abnormal 0 (0.00%) 1 (0.12%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Liver disorder 0 (0.00%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Skin and subcutaneous tissue disorders 11 (0.17%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.20%) 12 (0.14%)
Drug eruption 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 4 (0.05%)
Eczema 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Erythema 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Photosensitivity reaction 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Pruritus 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Rash 3 (0.05%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 3 (0.04%)
Urticaria 1 (0.029%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(0209%) 2 (0.02%)

Musculoskeletal and connective tissue disorders 0 (0.00%) 0 (0.00%) 2 (0.30%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Back pain 0 (0.00%) 0 (0.00%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Myalgia 0 (0.00%) 0 (0.00%) 1 (0.15%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

Renal and urinary disorders 1 (0.02%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Proteinuria 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Urine abnormality 0 (0.00%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)

(Continued)
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Table 9. (Continued)
Type of ADRs Incidence by type of ADRs (%)

General disorders and administration site 13 (0.20%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.20%) 14 (0.17%)

conditions
Asthenia 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Face oedema 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Feeling abnormal 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.20%) 3 (0.04%)
Malaise 6 (0.09%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 6 (0.07%)
Thirst 4 (0.06%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 4 (0.05%)

Investigations 11 (0.17%) 5 (0.62%) 0 (0.00%) 1 (0.66%) 0 (0.00%) 17 ( 0.2%)
Alanine aminotransferase increased 4 (0.06%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 5 (0.06%)
Aspartate aminotransferase increased 4 (0.06%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 5 (0.06%)
Blood creatinine increased 1 (0.02%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Blood glucose decreased 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.66%) 0 (0.00%) 1 (0.01%)
Blood lactate dehydrogenase increased 1 (0.02%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Gamma-glutamyltransferase abnormal 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Glucose urine present 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
Liver function test abnormal 2 (0.03%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Platelet count decreased 0 (0.00%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
White blood cell count decreased 1 (0.02%) 1 (0.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 2 (0.02%)
Protein urine present 1 (0.02%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (0.01%)
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Efficacy and safety of levofloxacin 500 mg once a day
in patients with urogenital infection
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Fumiaki Kobayashi”, Naoki Yamanouchi”, Tomoo Shiozawa’ and Yukihiro Okutani’

U Post Marketing Studies Management Department, Daiichi Sankyo Company, Limited, 3-5—1 Nihonbashi Honcho,
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A use-result survey of the oral administration of levofloxacin (LVFX) 500 mg once-daily was conducted be-
tween October 2009 and September 2010 on 32,200 patients. Among these patients, we studied the efficacy
and safety of LVFX in 9,049 patients with urinary tract and sexually transmitted infections (cystitis,
pyelonephritis, prostatitis, epididymitis and urethritis).

The efficacy rate in total urinary tract and sexually transmitted infections was 95.7% (8,026/8,386 pa-
tients). The efficacy rates by the type of infection were: cystitis, 96.4% (6,080/6,309 patients); pyelonephritis,
95.2% (750/788 patients); prostatitis, 94.3% (617/654 patients); epididymitis, 94.6% (141,149 patients); and
urethritis, 90.1% (438/486 patients).

The bacterial eradication rate was 94.2% (1,884,/2,001 isolates). The eradication rates of major bacteria by
pathogen type were; Escherichia coli 95.7% (1,099/1,148 isolates), Enterococcus faecalis 89.6% (95/106 isolates),
Klebsiella pneumoniae 100 % (71/71 isolates), and Chlamydia trachomatis 92.0% (46/50 isolates).

The overall incidence of side effects was 1.56% with a range of 0.66—-2.75% dependent on the type of infec-
tion. Major side effects were gastrointestinal disorders including nausea and vomiting (61 patients, 0.72%),
neurological disorders including dizziness and somnolence (19 patients, 0.22%) and abnormal laboratory val-
ues such as increased AST or ALT (17 patients, 0.20%).

In conclusion, it was confirmed that the oral administration of levofloxacin 500 mg once-daily was highly
useful for urinary tract and sexually transmitted infections due to demonstrably excellent therapeutic ef-
fects on both types of infections and lack of safety profile issues.
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