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[ Survey forms collected: 32,200 |

]
Excluded from safety analysis: 2,320
y Y

[ Patients subject to safety analysis: 29,880 |

Reasons: Administration outside contract period: 6

Registered 8 days after the start of LVFX: 35
Different partients at entry: 7

Duplicated patients: 1

Patients taking LVFX 100 mg product: 16

LVFX not administered: 12

No information after LVFX administration: 2,210
Unrecorded or unclear adverse event evaluation: 33

[ Excluded from efficacy analysis: 1,080 |

[ Patients subject to efficacy evaluation: 28,800 |

Fig. 1.
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Reasons: No infections: 64

Off-label use: 141

Multiple infections: 591
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Pediatric cases: 70
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Disposition of subjects.
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Table 1. Patients profiles in safety analysis

Item No. of patients (%)
Male 12,833 (42.9%)
Gender
Female 17,047 (57.1%)
<15 2 ( 0.2%)
15=t0<65 18,898 (63.2%)
65=to<75 5,162 (17.3%)
Age 75< 5,748 (19.2%)
Mean = SD 54.5+19.9
Minimum, Median, Maximum 7,56, 109
Inpatient 1,996 ( 6.7%)
Inpatient/outpatient Outpatient 27,883 (93.3%)
Unclear/unrecorded 1 ( 0.0%)
Respiratory tract infections 13,274 (44.4%)
Urinary tract or genitals infectious disease 8,455 (28.3%)
Obstetrics and gynecology area infections 396 ( 1.3%)
Dermatological infections 1,501 ( 5.0%)
Surgery and orthopedics department area infections 729 ( 2.4%)
Types of infections Biliary tract infections 115 ( 0.4%)
Otorhinolaryngology area infections 2,454 ( 8.2%)
Ophthalmology department area infections 132 ( 0.4%)
Intestinal tract infections 1,282 ( 4.3%)
Dental and oral surgical area infections 745 ( 2.5%)
Other 797 ( 2.7%)
Mild 15,508 (51.9%)
. i i Moderate 13,390 (44.8%)
Severity of infection
Severe 939 ( 3.1%)
Unclear/unrecorded 43 ( 0.1%)
No 16,478 (55.1%)
Yes 13,402 (44.9%)
Hepatic disease 655 ( 2.2%)
Renal di 392 ( 1.3%
Underlying disease (s) ena Tsease ( %)
licati Heart disease 1,380 ( 4.6%)
complications
P Cerebrovascular disorder 1,108 ( 3.7%)
Diabetes 1,983 ( 6.6%)
Convulsive disease 124 ( 0.4%)
Others 12,459 (41.7%)
No 27,280 (91.3%)
History of allergies Yes 1,944 ( 6.5%)
Unclear/unrecorded 658 ( 2.2%)
Tablets 29,723 (99.5%)
Dose form Fine granules 155 ( 0.5%)
Unclear/unrecorded 2 (1 0.0%)
500 mg 28,724 (96.1%)
500 d 28,309 (94.7%
Daily dose(1st day of mea ) ( )
FORE 250 mg b.i.d 415 ( 1.4%)
administration)
250 mg (250 mg q.d) 1,112 ( 3.7%)
Others 4 ( 0.1%)
1-3 days 2,497 ( 8.4%)
4-7 days 20,798 (69.6%)
8-14 days 5,635 (18.9%)
No. of days of 15-29 days 839 ( 2.8%)
administration 30 days or longer 5 ( 0.3%)
Unclear/unrecorded 6 ( 0.1%)
Mean = SD 6.6 4.4
Minimum, Median, Maximum 1,5,250
‘ No 7,506 (25.1%)
Concomitant drug
Yes 22,374 (74.9%)
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Table 2. Incidence of adverse drug reactions
Studies conducted
Item Use-result survey Total
before approval

Number of patients subject to safety analysis 1,582 29,880 31,462

No. of patients with ADRs 460 482 942

No. of occurrences of ADRs 751 601 1,352

Incidence of ADRs (%) 29.08 1.61 2.99

Type of ADRs Incidence by type of ADRs (%)

Infections and infestations 1(0.06) 7(0.02) 8(0.03)
Candidiasis — 1(0.00) 1(0.00)
Oral candidiasis — 1(0.00) 1(0.00)
Pneumonia — 1 (0.00) 1 (0.00)
Superinfection — 1(0.00) 1(0.00)
Urinary tract infection 1(0.06) — 1(0.00)
Vulvovaginal candidiasis — 3(0.01) 3(0.01)

Blood and lymphatic system disorders 2(0.13) 5(0.02) 7(0.02)
Anaemia — 4(0.01) 4(0.01)
Leukopenia 2(0.13) 1(0.00) 3(0.01)

Immune system disorders — 2(0.01) 2(0.01)
Anaphylactic shock — 1(0.00) 1(0.00)
Anaphylactoid reaction — 1(0.00) 1 (0.00)

Metabolism and nutrition disorders 16 (1.01) 15 (0.05) 31(0.10)
Hyperkalaemia — 1 (0.00) 1 (0.00)
Hypoglycaemia — 1(0.00) 1(0.00)
Hypokalaemia — 1(0.00) 1(0.00)
Hyponatraemia — 2(0.01) 2(0.01)
Decreased appetite 16 (1.01) 10 (0.03) 26 (0.08)

Psychiatric disorders 44 (2.78) 17 (0.06) 61(0.19)
Agitation 1(0.06 — 1(0.00)
Dysphoria — 2(0.01) 2(0.01)
Hallucination — 2(0.01) 2(0.01)
Initial insomnia 3(0.19) 2(0.01) 5(0.02)
Insomnia 37 (2.34) 10 (0.03) 47 (0.15)
Sleep disorder — 1 (0.00) 1 (0.00)
Affect lability 1(0.06) — 1 (0.00)
Dyssomnia 2(0.13) — 2(0.01)

Nervous system disorders 92 (5.82) 50 (0.17) 142 (0.45)
Ageusia — 1(0.00) 1(0.00)
Convulsion — 2(0.01) 2(0.01)
Depressed level of consciousness — 1(0.00) 1 (0.00)
Dizziness 59 (3.73) 24 (0.08) 83 (0.26)
Dysgeusia 4(0.25) 2(0.01) 6(0.02)
Headache 23 (1.45) 9(0.03) 32(0.10)
Hypoaesthesia 4(0.25) 3(0.01) 7(0.02)
Mental impairment 3(0.19) — 3(0.01)
Nervous system disorder — 1 (0.00) 1 (0.00)
Somnolence 6(0.38) 5(0.02) 11 (0.03)
Syncope 1(0.06) 1(0.00) 2(0.01)
Tremor 3(0.19) 3(0.01) 6(0.02)
Poor quality sleep 8(0.51) — 8(0.03)

(Continued)
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Table 2. (Continued)
Studies conducted
Ttem Use-result survey Total
before approval
Type of ADRs Incidence by type of ADRs (%)

Eye disorders 3(0.19) 5(0.02) 8(0.03)
Diplopia — 1 (0.00) 1(0.00)
Dry eye 1 (0.06) — 1(0.00)
Eye swelling 1(0.06) — 1(0.00)
Eyelid oedema 1(0.06) — 1(0.00)
Ocular hyperaemia — 1(0.00) 1(0.00)
Vision blurred — 1 (0.00) 1(0.00)
Visual acuity reduced — 1(0.00) 1(0.00)
Visual impairment — 1 (0.00) 1(0.00)

Ear and labyrinth disorders 3(0.19) 1(0.00) 4(0.01)
Tinnitus 2(0.13) — 2(0.01)
Vertigo — 1(0.00) 1(0.00)
Ear discomfort 1(0.06) — 1(0.00)

Cardiac disorders 10 (0.63) 9(0.03) 19 (0.06)
Bradycardia 1(0.06) — 1 (0.00)
Palpitations 9(0.57) 9(0.03) 18 (0.06)

Vascular disorders 2(0.13) 3(0.01) 5(0.02)
Flushing — 1(0.00) 1(0.00)
Hypertension 1(0.06) 1(0.00) 2(0.01)
Hot flush 1(0.06) 1(0.00) 2(0.01)

Respiratory, thoracic and mediastinal disorders 5(0.32) 7(0.02) 12 (0.04)
Choking sensation 1(0.06) — 1(0.00)
Dry throat 4(0.25) — 4(0.01)
Dyspnoea — 3(0.01) 3(0.01)
Epistaxis — 2(0.01) 2(0.01)
Interstitial lung disease — 1(0.00) 1(0.00)
Rhinorrhoea — 1(0.00) 1(0.00)

Gastrointestinal disorders 139 (8.79) 190 (0.64) 329 (1.05)
Abdominal discomfort 20 (1.26) 24 (0.08) 44 (0.14)
Abdominal distension 12 (0.76) 3(0.01) 15 (0.05)
Abdominal pain 6(0.38) 5(0.02) 11 (0.03)
Abdominal pain lower 1(0.06) 1(0.00) 2(0.01)
Abdominal pain upper 8(0.51) 12 (0.04) 20 (0.06)
Constipation 4(0.25) 9(0.03) 13 (0.04)
Diarrhoea 22(1.39) 73(0.24) 95 (0.30)
Dry mouth 11 (0.70) — 11 (0.03)
Dyspepsia 5(0.32) 3(0.01) 8(0.03)
Eructation 2(0.13) — 2(0.01)
Frequent bowel movements 1(0.06) — 1(0.00)
Gastritis — 3(0.01) 3(0.01)
Gastrooesophageal reflux disease 3(0.19) — 3(0.01)
Gastrointestinal disorder 6(0.38) 5(0.02) 11 (0.03)
Glossitis — 1(0.00) 1(0.00)
Mouth ulceration — 1 (0.00) 1(0.00)
Nausea 55 (3.48) 51(0.17) 106 (0.34)
Stomatitis — 2(0.01) 2(0.01)
Vomiting 22 (1.39) 16 (0.05) 38(0.12)
Tongue dry 1(0.06) — 1(0.00)
Epigastric discomfort 1(0.06) 1(0.00) 2(0.01)
Hypoaesthesia oral — 1 (0.00) 1 (0.00)

Hepatobiliary disorders 16 (1.01) 22 (0.07) 38(0.12)
Hepatic function abnormal 15 (0.95) 14 (0.05) 29 (0.09)
Liver disorder 1(0.06) 8(0.03) 9(0.03)

(Continued)
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Table 2. (Continued)
Studies conducted
Item Use-result survey Total
before approval
Type of ADRs Incidence by type of ADRs (%)

Skin and subcutaneous tissue disorders 24 (1.52) 56 (0.19) 80 (0.25)
Cold sweat — 2(0.01) 2(0.01)
Drug eruption 2(0.13) 16 (0.05) 18 (0.06)
Eczema — 3(0.01) 3(0.01)
Erythema 1(0.06) 3(0.01) 4(0.01)
Hyperhidrosis 1(0.06 — 1 (0.00)
Photosensitivity reaction — 1(0.00) 1(0.00)
Pruritus 8(0.51) 4(0.01) 12 (0.04)
Rash 13 (0.82) 19 (0.06) 32(0.10)
Rash generalised 1(0.06 1(0.00) 2(0.01)
Rash pruritic — 1(0.00) 1(0.00)
Urticaria — 10 (0.03) 10 (0.03)
Pruritus generalised — 2(0.01) 2(0.01)

Musculoskeletal and connective tissue disorders 13 (0.82) 10 (0.03) 23 (0.07)
Arthralgia 3(0.19) 2(0.01) 5(0.02)
Back pain 2(0.13 1(0.00) 3(0.01)
Flank pain — 1 (0.00) 1 (0.00)
Joint swelling 1(0.06) — 1(0.00)
Muscular weakness 2(0.13) 1(0.00) 3(0.01)
Musculoskeletal pain 1(0.06 — 1 (0.00)
Myalgia — 3(0.01) 3(0.01)
Pain in extremity 4(0.25 — 4(0.01)
Tendon disorder — 1(0.00) 1 (0.00)
Tendon pain — 1 (0.00) 1 (0.00)

Renal and urinary disorders 4(0.25) 9(0.03) 13 (0.04)
Haematuria 1(0.06) — 1(0.00)
Oliguria 1(0.06) — 1(0.00)
Pollakiuria 1(0.06 2(0.01) 3(0.01)
Proteinuria — 1(0.00) 1 (0.00)
Renal disorder — 1(0.00) 1(0.00)
Urine abnormality — 1(0.00) 1(0.00)
Renal impairment 1(0.06) 4(0.01) 5(0.02)

Reproductive system and breast disorders 1(0.06) — 1(0.00)
Menstrual disorder 1(0.06) — 1(0.00)

General disorders and administration site conditions 27 (1.71) 30 (0.10) 57(0.18)
Asthenia 12 (0.76) 3(0.01) 15 (0.05)
Chest discomfort 6(0.38) — 6(0.02)
Chills 1(0.06) — 1(0.00)
Death — 1(0.00) 1(0.00)
Face oedema — 3(0.01) 3(0.01)
Fatigue 1(0.06) — 1(0.00)
Feeling abnormal 3(0.19) 5(0.02) 8(0.03)
Feeling hot 1(0.06 — 1(0.00)
Trritability — 1(0.00) 1(0.00)
Malaise 1(0.06 8(0.03) 9(0.03)
Oedema — 1(0.00) 1(0.00)
Oedema peripheral 2(0.13 3(0.01) 5(0.02)
Pyrexia — 1(0.00) 1(0.00)
Thirst 1(0.06 6(0.02) 7(0.02)
Localised oedema — 1(0.00) 1(0.00)

(Continued)
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Table 2. (Continued)
Studies conducted
Item Use-result survey Total
before approval
Type of ADRs Incidence by type of ADRs (%)

Investigations 211 (13.34) 94 (0.31) 305 (0.97)
Alanine aminotransferase increased 29 (1.83) 26 (0.09) 55(0.17)
Aspartate aminotransferase increased 22 (1.39) 26 (0.09) 48 (0.15)
Basophil count increased 1(0.06) — 1(0.00)
Blood bilirubin increased 10 (0.63) — 10 (0.03)
Blood chloride decreased — 1 (0.00) 1(0.00)
Blood creatine phosphokinase increased 4(0.25) 5(0.02) 9(0.03)
Blood creatinine increased 3(0.19) 8(0.03) 11 (0.03)
Blood glucose decreased 1 (0.06) 1 (0.00) 2(0.01)
Blood glucose increased — 1 (0.00) 1 (0.00)
Blood lactate dehydrogenase increased 26 (1.64) 6(0.02) 32(0.10)
Blood potassium increased 2(0.13) 2(0.01) 4(0.01)
Blood pressure increased — 1(0.00) 1 (0.00)
Blood urea decreased 1(0.06) — 1(0.00)
Blood urea increased 1(0.06) 3(0.01) 4(0.01)
C-reactive protein increased — 1 (0.00) 1 (0.00)
Blood uric acid increased 1 (0.06) — 1(0.00)
Eosinophil count decreased 3(0.19) — 3(0.01)
Eosinophil count increased 19 (1.20) 10 (0.03) 29 (0.09)
Gamma-glutamyltransferase abnormal 1 (0.06) — 1 (0.00)
Gamma-glutamyltransferase increased 10 (0.63) 8(0.03) 18 (0.06)
Glucose urine present 3(0.19) 1 (0.00) 4(0.01)
Hematocrit decreased 2(0.13) — 2(0.01)
Hematocrit increased 1 (0.06) — 1(0.00)
Blood urine present 3(0.19) — 3(0.01)
Hemoglobin decreased — 1 (0.00) 1(0.00)
Hemoglobin increased 1 (0.06) — 1(0.00)
Liver function test abnormal — 3(0.01) 3(0.01)
Lymphocyte count decreased 2(0.13) — 2(0.01)
Lymphocyte count increased 4(0.25) — 4(0.01)
Monocyte count increased 2(0.13) — 2(0.01)
Neutrophil count decreased 13(0.82) 1(0.00) 14 (0.04)
Platelet count decreased 18 (1.14) 3(0.01) 21 (0.07)
Red blood cell count decreased 2(0.13) — 2(0.01)
White blood cell count decreased 50 (3.16) 4(0.01) 54 (0.17)
White blood cell count increased 3(0.19) 2(0.01) 5(0.02)
Blood bilirubin decreased 1 (0.06) — 1 (0.00)
Platelet count increased 15(0.95) 2(0.01) 17 (0.05)
Basophil percentage increased 3(0.19) — 3(0.01)
Eosinophil percentage increased 3(0.19) 6(0.02) 9(0.03)
Neutrophil percentage decreased 5(0.32) — 5(0.02)
Neutrophil percentage increased 1(0.06) — 1(0.00)
Monocyte percentage increased 2(0.13) — 2(0.01)
Lymphocyte percentage decreased 1(0.06) 1 (0.00) 2(0.01)
Lymphocyte percentage increased 8(0.51) — 8(0.03)
Protein urine present 4(0.25) 1 (0.00) 5(0.02)
Blood alkaline phosphatase increased 5(0.32) 6(0.02) 11 (0.03)
Hepatic enzyme increased — 1(0.00) 1(0.00)
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Table 5. Incidence of ADRs by presence/absence of NSAIDs

. Concomitant use of .
No concomitant NSAIDs . Concomitant use of other
propionate/phenylacetate X’test
(N=21,826) NSAIDs (N = 3,950)
NSAIDs (N =4,104)
No. of patients with ADRs (%) 323 (1.48) 61 (1.49) 98 (2.48) P<0.0001
No. of patients with CNS ADRs (%) 46 (0.21) 9(0.22) 10 (0.25) P=0.8703
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Other

Body weight: 48 kg
Cecr: 30.1 mL/min
BUN: 11.2 mg/dL

Ccr: not measured

BUN: not measured

Duration

1 day

1 day

Recovery

Recovered

Recovered

Time to

convulsion

4 days

1 day

Concomitant
propionate/
phenylacetate
NSAIDs

None

Yes

Table 6. Patients who onset convulsions
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Table 7. Efficacy by type of infection and indicated diseases
Infection No. of cases Effective | Ineffective | Efficacy rate
Overall 28,800 27,658 1,142 96.0%
Respiratory tract infections 13,146 12,655 491 96.3%
Urinary tract or genitals infectious disease 8,386 8,026 360 95.7%
Obstetrics and gynecology area infections 381 366 15 96.1%
Dermatological infections 1,477 1,430 47 96.8%
Surgery and orthopedics department area infections 724 697 27 96.3%
ffypes. of Biliary tract infections 112 105 7 93.8%
infections
Otorhinolaryngology area infections 2,435 2,305 130 94.7%
Ophthalmology department area infections 130 126 4 96.9%
Intestinal tract infections 1,270 1,240 30 97.6%
Dental and oral surgical area infections 738 707 31 95.8%
Other infection 1 1 0 100.0%
Laryngopharyngitis 3,729 3,619 110 97.1%
Tonsillitis 1,745 1,697 48 97.2%
Respiratory tract .
infections Acute bronchitis 4,945 4,797 148 97.0%
Pneumonia 1,929 1,792 137 92.9%
Secondary infections of chronic respiratory diseases 798 750 48 94.0%
Cystitis 6,309 6,080 229 96.4%
Urinary tract Pyelonephritis 788 750 38 95.2%
or genitals Prostatitis 654 617 37 94.3%
infectious disease | Epididymitis 149 141 8 94.6%
Urethritis 486 438 48 90.1%
Cervicitis 154 150 4 97.4%
Obstetrics and Bartholinitis 41 38 3 92.7%
gynecology area
infections Intrauterine infection 71 70 1 98.6%
Uterine adnexitis 115 108 7 93.9%
Superficial skin infections 422 417 5 98.8%
Acne 148 141 7 95.3%
Dermatological . :
infections Deep skin infections 767 743 24 96.9%
Lymphangitis/lymphadenitis 107 96 11 89.7%
Indicated Chronic pyoderma 33 33 0 100.0%
diseases Surgery and Secondary infection in trauma, burns, operative 655 633 22 96.6%
orthopedics wound
department area Mastitis 2 2 0 100.0%
infections Perianal abscess 67 62 5 92.5%
Biliary tract Cholecystitis 50 48 2 96.0%
infections Cholangitis 62 57 5 91.9%
Otitis externa 123 119 4 96.7%
Otorhinolaryngolo- | Otitis media 482 445 37 92.3%
gy area infections Sinusitis 1,755 1,669 86 95.1%
Suppurative sialadenitis 75 72 3 96.0%
Ophthalmology Dacryocystitis 14 13 1 92.9%
department area Hordeolum 89 88 1 98.9%
infections Tarsadenitis 27 25 2 92.6%
Intestinal tract Infectious enteritis 1,269 1,239 30 97.6%
infections Paratyphoid 1 1 0 100.0%
Dental and oral Periodontitis 385 374 11 97.1%
surgical area Pericoronitis 150 137 13 91.3%
infections Gnathitis 203 196 7 96.6%
Other infection Q fever 1 1 0 100.0%
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Table 8. Efficacy and bacterial eradication by causative bacteria
Bacteria Efficacy rate Bacterial eradication rate
Overall 94.0% (3,265/3,472) 94.2% (2,794/2,965)

Gram-positive bacteria

92.8% (936/1,009)

93.6% (902/964)

Staphylococcus sp.

89.9% (401/446)

91.5% (389/425)

Streptococcus sp.

93.5% (217/232)

95.9% (208/217)

Enterococcus sp.

93.7% (148/158)

92.1% (174/189)

Streptococcus pneumoniae

98.3% (170/173)

98.5% (131/133)

Gram-negative bacteria

94.6% (2,223/2,349)

94.5% (1,793/1,898)

Acinetobacter sp.

100.0% (10/10)

100.0% (14/14)

Haemophilus influenzae

98.5% (134/136)

98.1% (106/108)

Enterobacter sp. 94.4% (34/36) 95.0% (38/40)
Campylobacter sp. 96.4% (27/28) 100.0% (16/16)
Klebsiella sp. 98.6% (143/145) 98.6% (145/147)
Salmonella sp. 91.7% (11/12) 90.9% (10/11)

Citrobacter sp.

93.5% (58/62)

94.1% (48/51)

Serratia sp.

96.2% (25/26)

92.3% (24/26)

Salmonella paratyphi

100.0% (1/1)

Proteus sp.

100.0% (60/60)

98.5% (65/66)

Providencia sp.

75.0% (3/4)

85.7% (6/7)

Moraxella (Branhamella) catarrhalis

95.5% (42/44)

97.5% (39/40)

Morganella morganii

90.9% (10/11)

91.7% (11/12)

Escherichia coli

95.4% (1,521/1,594)

95.7% (1,146/1,198)

Pseudomonas aeruginosa

85.8% (103/120)

79.6% (86/108)

Strains of respiratory tract infection origin

86.4% (38/44)

69.7% (23/33)

Strains of urinary tract infection origin

81.0% (34/42

81.8% (27/33

Others

85.7% (36/42

Neisseria gonorrhoeae

)
91.2% (31/34)
68.3% (41/60)

Anaerobic bacteria

100.0% (9/9)

100.0% (15/15

Peptostreptococcus sp.

100.0% (9/9)

)
)
71.7% (38/53)
)
)

100.0% (15/15

Atypical bacteria

92.4% (97/105)

95.5% (84/88)

Legionella sp.

100.0% (4/4)

100.0% (2/2)

Trachoma chlamydia (Chlamydia trachomatis)

(
(
(
(
(
(
(
(
(
(
(
(
(
(
100.0% (1/1)
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(

92.1% (93/101)

95.3% (82/86)

NSAIDs 2B L7-5EB2 1 B GEEE) <, fhio 14
(FH) 1L NSAIDs JPEHBITdH -7z (Table 6)

4. Hhtk

) ERRZhR

AR VERRRT R G2 B 28,800 BIrh, A %h & Al S e
Bl 27,658 BITH Y, AHRIFEIL 96.0% TH - 720

(1) JEISHEA R

EYSE I X OB DA %= % Table 7 128 ¥
F REHE I O A R FAE, PR B &SI K T 96.3%
(12,655 f51/13,146 Bll), IR - PEZREGEE T 95.7% (8,026
1/8,386 f91), el NBHEISURAIE T 96.1% (366 51,/381
B, R R EISURGE T 96.8% (1,430 11/1477 #1), 4¢
Bl - BILAHLRL IR YAE T 96.3% (697 511/724 Bi), JHiE
J&GeRE T 93.8% (105 51/112 B), I B Al IR & GE T
94.7% (2,305 1/2,435 1), WM IS AE T 96.9% (126

B1/130 1), W& BGhE T 97.6% (1,240 1/1,270 #51), Bk
Bt - TIPSR SR SHE C 95.8% (707 51/738 B) T
D, WTFNOBIYEFIBICB VT 90% UL EOFRFEE
RL7ce T2, ERNICR TS, wihd 90% LLEoH
2R LT

(2) JELRR A R

A RVERENT RS G B 28,800 B> 9 B, F5-Hi 12 #IS
AR & LTl SN7Ef o) B, B EGiE
BlOA K% Table 8 IZ/R T

77 KB PR B O R E10E 92.8% (936 $1,/1,009
B1) T, WREBNZAR)R %2 [R5 & Streptococcus pneumoniae
R B 98.3% (170 B1/173 B1),  Staphylococcus J& 89.9%
(401 $1/446 #8), Streptococcus J& 93.5% (217 #1,/232 1),
Enterococcus J& 93.7% (148 BI/158 ) THh o720 7T 4
MR I EI O A R)ZR 1L 94.6% (2,223 51/2,349 1) T
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Table 9. Occurrence of ADRs and efficacy rate by Ccr and dose

Cer No. of Incidence of ADRs
. i Dosage and administration Efficacy rate
(mL/min) patients (%) Overall CNS
2,947 . 3.02% 0.27% 94.5%
500 mg once as a consecutive dose
(99.26) (89/2,947) (8/2,947) (2,672/2,829)
s0< 22 500 mg/day on day 1, 0% 0% 100%
B (0.74) 250 mg/day from day 2 as a consecutive dose (0/22) (0/22) (22/22)
0 500 mg/day on day 1, - o -
250 mg/day from day 3 as an alternative dose
640 500 tive d 4.22% 0.47% 92.5%
mg once as a consecutive dose
(94.26) & (27/640) (3%1/640) (580/627)
20< Cer< 50 38 500 mg/day on day 1, . 7;89% 0% 86.5%
(5.60) 250 mg/day from day 2 as a consecutive dose (3%2/38) (0/38) (32/37)
1 500 mg/day on day 1, 100% 0% 100%
(0.15) 250 mg/day from day 3 as an alternative dose (1*3/1) (0/1) (1/1)
41 500 q tive d 2.44% 2.44% 91.9%
mg once a day as a consecutive dose
(54.67) & v (1%1/41) (1%4/41) (34/37)
Cer<20 6 500 mg/day on day 1, 16.67% 0% 100%
cr
(8.00) 250 mg/day from day 2 as a consecutive dose (1*5/6) (0/6) (6/6)
28 500 mg/day on day 1, 3.57% 0% 88.5%
(37.33) 250 mg/day from day 3 as an alternative dose (1*¢/28) (0/28) (23/26)

Gray areas: Dosage and administration entered in “Precautions related to dosage and administration.”

*1: Convulsion: 1 (serious), Dizziness: 1 (not serious), Headache: 1 (not serious)

*2: Renal impairment: 1 (not serious), White blood cell count decreased: 1 (not serious), Blood lactate dehydrogenase increased: 1 (not

serious), Blood potassium increased: 1 (not serious)

*3: Glucose urine present: 1 (not serious), Protein urine present: 1 (not serious)

*4: Hallucination: 1 (not serious)
*5: Renal impairment: 1 (not serious)

*6: Alanine aminotransferase increased: 1 (not serious), Aspartate aminotransferase increased: 1 (not serious)

RN AR % W5 & Haemophilus influenzae 98.5% (134
%1/136 #51), Moraxella (Branhamella) catarrhalis 95.5%
(42 191/44 B1), Escherichia coli 954% (1521 #1/1,594 1)
T&H o720 Neisseria gonorrhoeae B DA E)F 13 68.3%
(41 B1/60 $1) &k bK<, Providencia J& 75.0% (3 #1/4
Bl), Pseudomonas aeruginosa 85.8% (103 /120 #i) T
IhHEBECE, RENOARFRIZVTND 90% U LT
& > 720 Legionella G AR S 72 4 Flid VW HR)T
Hotzo B, 20114 7 HIZH#IL % B L 72 Chlamydo-
phila pneumoniae, Mycoplasma pneumoniae (33 D B D9
Bl, 2B SN, WIFRLEMNTH - 72,

2) WiHER

AN PESERT G RAEF] 28800 Bld ) B, G-H A &
N7 ERREASEIG T, ZOWEEZHE L 272 2965
WD) 5, [THE] 7203 [HEEHK] LRz SR
2794 TH Y, WIHIEIL 2% TH o7z,

KMIGH R OB % Table 818§ o 77 Lk
PER OB JE1Z 93.6% (902 #R/964 k) TH D, ZDH
BRI JEERA O W REEIL 985% (131 #/133 k) TH -
7eo 7T WEEVEW ORI KFIE 945% (1,793 /1,898
) TH Y, WHRITI H. influenzae 98.1% (106 #/108
¥R, M. (B.)catarrhalis 97.5% (39 #%/40 #&), E. coli 95.7%
(1,146 #k/1,198 #) T - 720

5. EEERERI OARIER DM - FR)E
RIEHNTRACFED [P - BT 280 Eo
RIS, BRRETRERCYT LTS -2
75 v A(LLF Cer) 23818 L7 - HREOHZZHE
WL, BEEBE (Cor) ORFEICX Y, AFHZHED L O
MEZEH T CHGSTLIVDEERESISATY 5,
Cockeroft-Gault @3\ X V) Cer 238 T & 725EH % 0 4
TR - AR 2 LoFE] idiRo ik -
M D% L AR 217 - 720

Cer Jl, Wi - ARl OREIVEHSEBIZ % Table 9 II7R
3 Cer 2% 20 mL/min LL_E 50 mL/min il OFEBFINC &
H#Z: LT T®WH5S0mg = 1M, 2H H LK 250 mg
1 HIC1ERS 5] E&8RTWDS, RASCEIHE
Wik G- S NI REF O BIVE R IL 7.89% (3 1/38
Bl) ThHotzo BIVERA 3B 41 (BFHEEERE S, FfEk
¥og A, b LR KRR, b A ) v 2880,
B 1) ICEDOOND, WTRLIEETH 72, —
75, 500 mg 1 H 1 [0 0 5- & LT ZIEBI O BIVEH %
BHIL 4.22% 27 61/640 1) TH Y, BIVEAZRBRITR
A SCE RV IR RS SNER L ) bEWETH - 712
25, RIVER 2380 S 7z 27 o 9 % 3 BN HERFR &
2 N B PRMERGREINER (B, FEitto v, B

i) BEBL, €09 HLEBIIEETH -7,
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Table 10. Incidence of ADRs by age and the presence of diabetes
Age Diabetes
<65 65—74 >175 No Yes

No. of patients 18,970 5,162 5,748 27,897 1,983
No. of patients with ADRs 269 104 109 439 43
No. of occurrences of ADRs 332 132 137 548 53
Incidence of ADRs 1.42% 2.01% 1.90% 1.57% 2.17%

Type of ADRs No. of occurrences of ADRs (%) No. of occurrences of ADRs (%)
Infections and infestations 4 (0.02%) 2 (0.04%) 1 (0.02%) 7 (0.03%) 0 (0.00%)
Blood and lymphatic system disorders 1 (0.01%) 0 (0.00%) 4 (0.07%) 5 (0.02%) 0 (0.00%)
Immune system disorders 2 (0.01%) 0 (0.00%) 0 (0.00%) 2 (0.01%) 0 (0.00%)
Metabolism and nutrition disorders 1 (0.01%) 6 (0.12%) 8 (0.14%) 10 (0.04%) 5 (0.25%)
Psychiatric disorders 10 (0.05%) 3 (0.06%) 4 (0.07%) 16 (0.06%) 1 (0.05%)
Nervous system disorders 32 (0.17%) 9 (0.17%) 9 (0.16%) 46 (0.16%) 4 (0.20%)
Eye disorders 3 (0.02%) 1 (0.02%) 1 (0.02%) 5 (0.02%) 0 (0.00%)
Ear and labyrinth disorders 1 (0.01%) 0 (0.00%) 0 (0.00%) 1 (0.00%) 0 (0.00%)
Cardiac disorders 4 (0.02%) 5 (0.10%) 0 (0.00%) 9 (0.03%) 0 (0.00%)
Vascular disorders 1 (0.01%) 2 (0.04%) 0 (0.00%) 3 (0.01%) 0 (0.00%)
Respiratory, thoracic and mediastinal disorders 6 (0.03%) 1 (0.02%) 0 (0.00%) 7 (0.03%) 0 (0.00%)
Gastrointestinal disorders 119 (0.63%) 37 (0.72%) 34 (0.59%) 177 (0.63%) 13 (0.66%)
Hepatobiliary disorders 15 (0.08%) 4 (0.08%) 3 (0.05%) 20 (0.07%) 2 (0.10%)
Skin and subcutaneous tissue disorders 34 (0.18%) 10 (0.19%) 12 (0.21%) 52 (0.19%) 4 (0.20%)
Musculoskeletal and connective tissue disorders 5 (0.03%) 2 (0.04%) 3 (0.05%) 10 (0.04%) 0 (0.00%)
Renal and urinary disorders 3 (0.02%) 2 (0.04%) 4 (0.07%) 7 (0.03%) 2 (0.10%)
General disorders and administration site conditions 16 (0.08%) 8 (0.15%) 6 (0.10%) 28 (0.10%) 2 (0.10%)
Investigations 37 (0.20%) 25 (0.48%) 32 (0.56%) 81 (0.29%) 13 (0.66%)

Cer 78 20 mL/min & OFEFNZIE, HZE LTIWH
500mg # 1H, 3 HHLK250mg % 2 HIZ 1 M5
BRI I N TV SR/ SCEICRE ViR -
LM EZ DT TR S NES ORIEH S
357% (1 61/28 %) TH Y, BIEHA1BI2M (77 =
VeTI NI UARAT =KW, TANRTGE VBT
I/ MT VAT =T —EEm, & 1) BDHH5R, »
FTHHIFEETH o720 —T, 500mg 1 H 1 M#EHHESG
EN TV IEGIORINEAFEBIEIL 244% (1 61/41 #1) T
Horeh, BIEARD SNz 1 FlTH R &% 2
SIS HRRRREIER (XR) Thoseo $72, [WH
500 mg/H, 2 HHLARE 250 mg/ H#E H¥:5-] L7-fERIT
LEIWEMA 1 (B FkReRE  FERE) Booh, FEIfE
FFEBIZIZ 1667% (1 B1/6 ) Td -7z,

Cer B - Hik - HEBOBERHE % Table 9 IZR T, &
B TREFIBNT, BMMIHFIOREN TV L&
DIEET-TH, 8% XA AEMNEIHERI LT
720

6. BT REZEITLEBIIBT 2EAEH ORE

P - R
1) EiE
I O EIVEH ORI FEBLRIL % Table 10 IR T,

AE W) o IR FE BLERAL, 65 % AR i 1.42% (269 i/
18,970 1), 65 ikt 75 A 2.01% (104 %1,/5,162 1),
75 i LI E 1.90% (109 51/5,748 1) TH 0, HEAEI D
5Nz (P=00064) LA L, SEMMTKAE Z2@0IEid
HHNT, O RIS BIfEHESBEE O FAIERR
D 5NN T,

T 72, AEWR OB B FIZ, 655K A 966% (17,581
%1/18,209 1), 65 i LA L 75 iR 95.9% (4,812 #1/5,019
B), 75 %LLE 945% (5265 /5572 1) TH Y, 44E
H#E T 95% FithDAMETH - 720

2) WERBZATHEHE

IR - SNECITEE AT AR oZEMICHE
T 5L, AR LB TH S,

HRRIZIFEEZ AT 5B T933% (585 41/627
Bl), WREZ A SHRWIER T96.1% (27,073 $1/28173

15[]) ’C&)O f:o
3) BHRELZHTLIER

HiERE - AHEICERB T AT 2EM ORI
T 5L, BB EB) THS,

AR IIERETH T AER TI15% (343 $51/375
Bl), BREEAE S RVIERT96.1% (27,315 /28,425
) THo7z
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4) LEEERAETLEE

FEREBE - APREIC R E AT HIER ORI
T AL, ABROLBY) TH5S,

AT OB E AT LR T 94.1% (1,251 51/1,330
Bl), CDEBEASRVEERT961% (26407 /27,470
Bl) Td o7z

5 BERWEEAET HEH

AIVE RS LA R - A OHE ISR 2 69 25
BT 217% (43 $1/1,983 B1), BEIRNIGZE A S 72 WVIERF] T
157% (439 51/27897 1) TdH V), AEAEIBD LNz
(P=0.0431) o BEWRIGZ A HAEHIT MMCHB L O R FER
E |, [ERRBR AR |0 BB B WA H > 72 (Ta-
ble 10), 7P, MKIHE GEHEE) 43160, MBEHERE
BB ORIEH A 2 60 248 (7 ¥ R 14, ik
7 R 1 1E) R S N72hs, WERB MR A
ERVIEFITIRILL T,

HRHIHE IR % A3 HIERIT 95.0% (1,825 $51/1,921
Bl), FEREEA SR WIS T 96.1% (25,833 51/26,879
Bl) Tdh o7z

m. £ =

LVFX 12, HATIZ 100 mg1 H 2~3 [a] % HEE fl & &
LCT19934E 12 HiZggman, WHENTE-F/ ar
FED—DTH A, HHFROM 1B X Ok i
% HIIZ500 mg 1 H 1 5 25a 2, 2009 4 4 H
WCARGR S N7z BRSO/ ETIE$TI2500mg 1 H 1
m¥G 2L LA - AR I Tw528, 4
B DO FFE R BT 5 B AN OREHE B $0s 337 #l & BR
BNTwEZLens, HRAICEITS LVFX 500 mg 1
H1F#%50%els L OO RoOERIE TR
bo L72Ao T, HRANIZBIFT L5 LVFX I
B R - AREEREDUE - SEli L, e IcR
W E T HIR I 21T, EIEMH A HEE T2 2 L
WO EERREE 2, 14ERH T 30,000 % xF 5 &
L 72 FH el A & 906 L 7o

AR TORWERZEBIRIE 1.61% (482 51/29,880 1) T
HY, KBKET TORBHBRICB T % EIEH BB
29.1% (460 $51/1,582 1) X DA > 7z FREIEHIZE
W B 2 (0.64%, 190 1,/29,880 511, ik PR AR A A B 4
(0.31%, 94 11/29,880 f51), Bz B & UK T HL A& B &
(0.19%, 56 11,/29,880 %), #ikeREEE (017%, 5061/
29,880 1) TH 1), KB F TORFIERTRRD 5 N7z
TERERE EWIZZR L, F/2, SRRSO SNFEIER
FWFhd 100mgl H 3MFG- 2.0k LRk H
E-HBRORERE LTSN TWDE 0 LT
Holze B, 1994 4:~1996 412 %M X 7z LVFX 100
mg B8 B AR A0 o B FE BB E 1.26% (203
Bi/16,117 1) Td Y, A& BT 5 EIEH T B
161% & 0 & T > 720 FIVER ORI 5 BUS B % L
% &, LVFX 100 mg B4l R A IS B 1) 2 £ wIE

A, HAEERREE 059% (95 B1/16,117 K1), KFE - B2 F
1 EaEEEE 012% (19 61/16,117 B1), AKX - RRSHFER
R 0.10% (16 #1/16,117 #1) T, ARFAEOKER & FEkD
I THo7zZ enn, 1 HxG5EZ500mgl M & LT
b, EIEHOMESCRBBENRESEDLLZ LTV
LEzbhiz,

—7, &5 EFTH1IMES00me ICHEINDL Z &I
Xy, fEkomd: - HREIZHN Cmax % 5 N2 AUC #°
AT 57280, HEARLEN 2 BIVEH T & % A i il
FRRER ORBIBED EAPEZ b5, KRHEICH
B R RSGREER (TRRREE ], TREMEE]D) o
I B % 132 0.22% (65 151/29,830 #1) ¢, LVFX 100 mg
B A FH BRSO R A RREIER (THAX - KRSl
RRbEE | [THMEE]) o%BE011% (18 #1/16,117
Bl LB ZoTnie, —F, ZOLMPTHEATN
SRIEH T 581, APHAT 29,880 Bl 2 BIIZFRD
5M7zAHS, LVFX 100 mg $550 45 A B i A8 < 16,117
B 2B TH o7 Lo, EEOFEHFEEA 500 mg
1H1BERGSTEL LI ol T/, F /00
RINT K B AR o R R EE H o 58 3L,
NSAIDs & OBFHIC L DRI b 2 & DSy IRt
THERESN, FOEHIZF /oy REOMEIZ L - T
BEOENRDH DL Z EPMESNTHDETY, ek -
JAE T, BRIZBW TS NSAIDs PEAIC & A R dikg
SFEMERBBICH 2 5B BIIN S W L RE IR Ty
A, 500mg il RERINZAHAE - AEIIBWVT
NSAIDs OBt 25 it REEH O BU 2B %2 5. 2.
LG 0% M L72o NSAIDs (& 26.9% (8,051 1,/29,880
Bl) ICHEHE N, 20) HIRMASCHEICHHER LIRS
NTW5E7 o= )VEEERR - 7a ¥4 V% NSAIDs &
OB 13.7% (4,104 51/29,880 ) TH - 720 Z D
AL, LVFX 100 mg #5145 FH SoRaH A" of 5 & kg
Tholeo 7= VEEESR - 70 ¥4 V% NSAIDs
DR FRREMVEH ORBLZHE S5 HTFTH
2, 7o ZVEEESR - T u Yt Wk NSAIDs B H 2
13 NSAIDs JEPF FHRFICHRFEIHE IR 2 5 &P
SNAHD, PRAREREER O3 BLE1E NSAIDs FEDEH
T 021% (46 $1/21,826 B1), 7 = = )VEEEESR - 70t
v % NSAIDs PRI 0.22% (9 $1/4,104 B1), Zofho
NSAIDs ff % 025% (10 $1/3950 1) THY, 7x=
VEERRR - 7 0 ¥k VSR NSAIDs Bf A #F C HoAR p g
ROBWEREHUENEL b hh ol ThHDOZ &M
5, LVFX 13500 mg1 H 1 M#FE5128WT3, NSAIDs
BEANC & 2 iR R R E I S BLO B BRI R TN S v e
ZzZ oMl —7F, SN S NEEO 26w
b 75 LoEEE T, FEEO IHNT 7 = = VEERR
Fee7at UEEANSAIDs #HEH L, EED 16
NSAIDs JEBEFHBI T o 720 MEEREHBINZ D W T, BEAERE
WINEZEDSH U, Cer %301 mL/min & BHEREAME T L
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LVFX 500 mg1 A 1 x5 0% et - Atk 631

TWzAs, 500 mg 1 H 1 m$%5-% 4 H R L Cixh 8
NTW 726050 LVFX 100 mg $212 B % F A0
Wk Bk TRHE | 2B L7 (4Bl BEE R 2O L7
fEH, NSAIDs B O A2 b S5 F, [TADPAED
ORI B A AT B8], B EL A3 585,
(5 EOEmE ] OLED2EERELOTEI o712
ML, INOERRTEZAT L EBEIE, AR -
HIIZBWTH, NSAIDs PFHOF I b 5 F, HE
5T ENEBEEEZ SN,

REVECHEZ ITTHNTE LT [#EAT LLVE—)E
DOEE] [FREGHOFE], BREAOFE] L
REAGHOFE] [HMNEREESIHOFE] THEEN
BOOSNT, AT LVEF—BOARE]TIX, EHTL
NVE—ED ) RECEIERFEBRES R, 2052 THF
0y REE] IS LT LVE—EERAT ST
RIVEHZEBLIE AT 1111 % (3 41/27 B) L HEICH C o T
o[ AR OBA B L O F 7 0 %3 2k LBoE o BE
HREOBLEE] oV [#R] OWEIZ, [0y
SPUR I LBBUEOBMAEEOH 5 B ] 120w Tk
[EH FoikEE] o [HEERS ] OBICRRSh, HEEkR
BRI N TS, [BREAFOFE]TE, BFREAH
% LEEICHARD ) HECRIEH B BIERP A RICE 25 72,
AHNIEPEMBOKFTH Y, BRENEEL AT 2 EE
TIEAEA OBV RESFHRT 2BEZNEDH 572
O, [MH EoEE] o MaESRS | OIS E Ok
BEEND 5 BEIZONWTIREATR SN TV S, Z D[ L
EEAHOFE], [HREGHOFRE] [T RES
BEA M| TRIVERIFEBIRICH EANED SN2, I
FFREFHIBD LN Lol LELEDS, Ih
SO B A AL T 2R CREIEA S ENE
Mol enh, KEHERGTIBERSLELE
Zbhb,

BRI T R, A R0 BRE LT, Bk
(Cer) OREICLVHEEREEZME, 5 HEZ DT THE
592 X9 THE - HECHEES 2680 LoEE] 135
WENTWD, O - HERoOMEE, BHEEKTR
FHIZx 9 5 LVFX 500 mg Hi. [\ % 5- ¢ D LW B B /X 5
A==, KEHERGHEOMBERREEY S I 2L —
Ya v LR E D LICHREY SN TDD, SO
HERS O L2 G 2 0ENDH Do EHEREIL T
(20=Ccr<50) 2BV THRMACFIHE VIR (W] 500
mg, FNH% 1A 250mg1 H 1 [F#%5) SN TWi2GEn
A EFH JE BL= 13 7.89% (3 41/38 %) T, 500mg1 H 1
Il H 35 ST 2 5EF O FIE RS BL3% 4.22% (27
%1/640 1) X Y Edr o 72745, 500mg 1 H 1 [Al3#E H %5 &
NTWBESIT, HRKMEW L E Z 5N b R RRE]
YERAT3 ) (R, Btk v, IR #Hobh, £
D) HLEBIIEE LM ST, £/, Cer 5720
mL/min A5 ORER] (HESED: - f& #0500 mg, <

D% 1 M 250 mg b H¥%5-) TiZ, 500 mg1 H 1 BEH %
H 2T 5B THIRMREREIER (XR) 2531
TWiz, BHEET L TWARERT, 500megl H1
[ H$ 5 S22, AERENL2EIEREEZ o
LEERFRECKHEENBDOLNTVWDL I E, —), &
B TEREIIBWT, 5EL2HE LEGHELZ DT
T, 8% ZMAIHERNEIHRINTVEI LD,
BARAEAME T LT\ Z5ERITIE, i o B A IcfEw,
A RSCRREIER S O R B 2 I 2 720, [Hk - Hi
WCBE T M EoEE o), S moME,
RHGMEED T TG TLEIIEDNETFLVWEEZON
72

ERBICELTRS E, 2K TOERNEIX60%
(27,658 #1,/28.800 #51) T&H - 72 LVFX 500 mg $ED A%
BECIE, MRS Y E PRI & W R B3 PRI O 2 FHIE 1
SOWTC, HALHETBDBOME SNz, ZOHEK
&, HARTIIIMPIR R EGSE SR 95.1% (136 f51,/143 #1),
WAIR B HE K 83.4% (131 /157 B1) T V), WETIXIFEE
Fr IEGIE T 97.3% (747 B1/768 1), WA R %535 89.0 %
(146 B1/164 1) Td - 720 AN BV 5 MR G EGE
FHIR, PRI EAYE D AR 96.3%, 95.7% TH Y, BI%E
BEROAENREFARBETH 72, T2, FEBRTHR
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Safety and efficacy of levofloxacin 500 mg once a day
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Levofloxacin(LVFX) was approved for administration at a dose of 500 mg once a day in April 2009 based
on pharmacokinetic and pharmacodynamic theory. A use-results survey on LVFX 500 mg/day was per-
formed from October 2009 to September 2010. Survey forms for 32,200 patients were collected from 4,547
medical institutions nationwide. Safety was examined in 29,880 patients and efficacy in 28,800 patients.

The incidence of adverse drug reactions(ADRs) was 1.61%. The major ADRs were gastrointestinal disor-
ders such as diarrhea and nausea at 0.64%, abnormalities in laboratory tests including increased levels of
alanine aminotransferase and aspartate aminotransferase at 0.31%, skin and subcutaneous tissue disorders
such as exanthema and drug eruption at 0.19%, and nervous system disorders such as vertigo at 0.17%. The
types and incidences of ADR were not much different from those for LVFX 100 mg 2-3 times/day.

Nonsteroidal anti-inflammatory drugs of the phenyl acetate and propionate types, which require caution
when co-administered with LVFX, were used concomitantly by 13.7% of patients but no increases in inci-
dences of central nervous system ADRs were observed.

For patients with renal dysfunction (Ccr<50 mL/min), when the dosage and administration were adjusted
as shown in the package insert, no dose-dependent central nervous system ADRs were found and the effi-
cacy was maintained at more than 85%. However, when the dosage and administration were not adjusted,
central nervous system ADRs such as convulsions were observed in patients who were taking 500 mg/day
as a consecutive dose.

The overall efficacy rate was 96.0% and by types of infections, it was 96.3% for respiratory tract infec-
tions, 95.7% for urinary tract or genital infections, 94.7% for otorhinolaryngologic infections, 96.8% for der-
matological infections, 97.6% for intestinal tract infections, 96.3% for surgical and orthopedic infections,
96.1% for obstetric and gynecological infections, 95.8% for dental and oral surgical infections, 93.8% for bili-
ary tract infections and 96.9% for ophthalmologic infections.

The above findings indicated that the safety of LVFX 500 mg/day was basically the same as 100 mg 2-3
times/day. The overall efficacy was 96.0% and efficacy in each of the different fields of infection exceeded
90%. The validity of adjustment of the dosage and administration based on renal function shown in the pack-
age insert for patients with renal dysfunction was confirmed.



