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Cases collected: 4,034
Cases excluded from safety evaluation
(Including cases with duplicated reasons for 958
exclusions)
Administration outside contract period
(Non adverse reaction) 20
More than number of contracts 5
Non registration 1
Violation of register 5
Duplicated cases 6
Failure in follow-up (Non adverse reaction) 928
Adverse drug reaction presence unknown 2
Administration PUFX in past
(Non adverse reaction) 1
Cases evaluated of safety: 3,076
Cases excluded from efficacy evaluation
(Including cases with duplicated reasons for 195
exclusions)
Administration outside contract period
(Adverse reaction present) 1
Administration PUFX in past
(Adverse reaction present) 1
Unassessable for clinical efficacy 91
Infectious disease unknown 1
Infectious disease plural 92
Off-label use 104
Failure in follow-up
(Adverse reaction present) 1

Cases evaluated of efficacy: 2,881

Fig. 1.
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Table 1. Background for safety Table 1. (Continued)
Item Category Cases % Ttem Category Cases %
Total cases examined 3,076 100 Maxmum daily dosage (mg) 100 8 03
Gender Male 1,356  44.1 200 169 55
Female 1720 559 300 140 46
Age <15 18 06 :gg 2’703 819
15 = to < 20 89 2.9 600 6 15
20 = to < 30 360 117 00 0 7
30 = to < 40 513 16.7 300 4 ol
40 = to < 50 339 110 900 5 0:2
22 i :Z z 2(5) ;f(g) 1:: Not described 1 00
65 < to < 70 02 85 Total dosage (mg) < 1,200 312 101
70 < to < 80 Bor oy 1300 < to = 2,800 1824 593
80 < to < 90 200 68 2,900 < to =< 5,600 755 245
90 < to < 100 3110 5700 < 184 60
100 < ’ 1 0.0 Not described 1 0.0
Age group Children ( < 15) 18 0.6 Duration of administration 1-3 190 6.2
Adults (15 < to < 65) 2,030  66.0 (days) 4-7 1,897 617
Aged (65 <) 1,028 334 814 790 257
In/Outpatients In 156 5.1 157 199 65
Out 2,878 93.6
In & Out 42 14
Infection Dermatological 284 9.2 2)  EIEHZEBLRDN
ls;“gi_calt 12461? 45; G2 4 VR T ok 4 9 51 3,076 %1 rh 3160 (1.01%) 12 35
espirator; , . - -
Urinary e age  TEORIERIATED & 4172 (Table 2) o AT ORI %
Biliary 12 04 BIF 1.01% 1%, AEEET TD 9.20% (270 #1,/2,936 #) 12
Infectious enteritis 122 4.0 H."ﬁi L —(1&75) 5770
Gynecological 21 0.7 - o . s
Off-label use 104 34 BOZLHEBEL, ROUTELBIURENEFENLERN
Plural and not described 3 ol 0.10% (3 /3,076 #), tARIEEB L 2 YN ZNETh
Severity e o as 007% (218/3076 1) OWATH 720 ks, T LRI
oderate K . . J‘_HA% - Sl 905~y
Severe s 38 MR F /0y GRPRE A 2R, SERUBEoE,
Underlying No 1702 553 KU RMRIE, B2t QT EEHORIEHIZED SN ho
disease/complications Yes 1,348 438 770
‘ . Unknown 2 08 3) HAEWICHEEGRDEN
History of disease - R G ANERRNT A BB 3,076 112 BT, RAVEICE
Unknown 141 4.6 % 5‘ ‘A;_ % %[ﬂ %?EH:ET % f: y) %‘AKE%@ & L '(
Allergy No 2,657 864 MRS, T4Eis ), [ARE - 571~§EJ, Hﬁﬂ%f_ﬂiﬁﬂj. [FEAERE |,
Yes 26 80 [ERERAE - ORED A M|, [BEFEEOAME] [7 LV
T p— T St F—EOfE] O8UHE, EHERL LT [RALH
tant B .
ereomitan e You Vs see  TRHARL TROK T HEHEE, [HGWIM ] R,
Maximum one dosage (mg) 100 305 99 (ORI DA HE] O 5 BHIZ DWW THES L7z (Table 3)
200 2718 884 b, BWERZEBUEGI O [HH5H0H , [Hedba]
o B RANCEEARILL 72 B % T ORI, %’ﬁ?’ﬁ—?g B
500 = 0 — L7z
Unknown 100 TORER, [TABE - Jbk], TEGIM L, T,
Frequencyof administration Once 20 07 [BEHEOFRE 1BV CEMEHEREHRICEEENTEZD S
per day Twice 2,904 944 2 < =
Three times 150 4.9 7z ui{z;fH]j&U\T AT
Four times 1 0.0 (D NP
Five times or more 0o - [ABE - S8k I TORIERFEBIERIE 4.76% (2 11/42 1),
Not described 0% TR B T256% (4%1/156 1), [4h %] T087% (25
(Continued)
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Table 2. Adverse drug reactions

Studies conducted  3-year investigation

Parameter before marketing after marketing Total
approval approval
No. of cases evaluable for safety 2,936 3,076 6,012
No. of cases with ADRs 270 31 301
No. of occurrences of ADRs 412 35 447
Incidence of ADRs (%) 9.20 1.01 5.01
Types of ADRs No. of occurrences (%)
Cardiac disorders 1 (0.03) 0 (0.00) 1 (0.02)
Palpitations 1 (0.03) 0 (0.00) 1 (0.02)
Ear and labyrinth disorders 2 (0.07) 0 (0.00) 2 (0.03)
Tinnitus 1 (0.03) 0 (0.00) 1 (0.02)
*Ear discomfort 1 (0.03) 0 (0.00) 1 (0.02)
Eye disorders 1 (0.03) 0 (0.00) 1 (0.02)
Ocular hyperaemia 1 (0.03) 0 (0.00) 1 (0.02)

Gastrointestinal disorders 85 (2.90) 14 (0.46) 99 (1.65)

Abdominal discomfort 2 (0.07) 0 (0.00) 2 (0.03)
Abdominal pain 5 (0.17) 0 (0.00) 5 (0.08)
Abdominal pain upper 3 (0.10) 1 (0.03) 4 (0.07)
* Cheilitis 1 (0.03) 0 (0.00) 1 (0.02)
Constipation 2 (0.07) 0 (0.00) 2 (0.03)
Diarrhoea 33 (1.12) 10 (0.33) 43 (0.72)
Dyspepsia 2 (0.07) 0 (0.00) 2 (0.03)
Nausea 14 (0.48) 3 (0.10) 17 (0.28)
*Oral discomfort 2 (0.07) 0 (0.00) 2 (0.03)
Stomach discomfort 22 (0.75) 0 (0.00) 22 (0.37)
Stomatitis 3 (0.10) 0 (0.00) 3 (0.05)
*Tongue blistering 1 (0.03) 0 (0.00) 1 (0.02)
Vomiting 10 (0.34) 0 (0.00) 10 (0.17)
Epigastric discomfort 1 (0.03) 0 (0.00) 1 (0.02)
General disorders and administration site conditions 6 (0.20) 2 (0.07) 8 (0.13)
Chest discomfort 2 (0.07) 0 (0.00) 2 (0.03)
Chest pain 2 (0.07) 0 (0.00) 2 (0.03)
Malaise 1 (0.03) 2 (0.07) 3 (0.05)
Pyrexia 2 (0.07) 0 (0.00) 2 (0.03)
Hepatobiliary disorders 0 (0.00) 1 (0.03) 1 (0.02)
Hepatic function abnormal 0 (0.00) 1 (0.03) 1 (0.02)
Investigations 148 (5.04) 2 (0.07) 150 (2.50)
Alanine aminotransferase increased 65 (2.21) 0 (0.00) 65 (1.08)
Aspartate aminotransferase increased 53 (1.81) 0 (0.00) 53 (0.88)
*Basophil count increased 1 (0.03) 0 (0.00) 1 (0.02)
Bilirubin conjugated increased 3 (0.10) 0 (0.00) 3 (0.05)
Blood bilirubin increased 2 (0.07) 0 (0.00) 2 (0.03)
Blood creatine phosphokinase increased 3 (0.10) 0 (0.00) 3 (0.05)
Blood creatinine increased 4 (0.14) 0 (0.00) 4 (0.07)
Blood lactate dehydrogenase increased 9 (0.31) 1 (0.03) 10 (0.17)
*Blood potassium decreased 2 (0.07) 0 (0.00) 2 (0.03)
*Blood potassium increased 1 (0.03) 0 (0.00) 1 (0.02)
Blood urea increased 9 (0.31) 1 (0.03) 10 (0.17)
*Coombs direct test positive 2 (0.07) 0 (0.00) 2 (0.03)
Gamma-glutamyltransferase increased 13 (0.44) 0 (0.00) 13 (0.22)
*Glucose urine present 1 (0.03) 0 (0.00) 1 (0.02)
Granulocyte count decreased 2 (0.07) 0 (0.00) 2 (0.03)
*Blood urine present 1 (0.03) 0 (0.00) 1 (0.02)
Leucine aminopeptidase increased 4 (0.14) 0 (0.00) 4 (0.07)
(Continued)
(2) 50 b, [16 P L] TIEEIE RS BUEB 257 5>

[1~3 H I CORIEH B 7.89% (15 61/190 1) 45 72
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Table 2. (Continued)

Studies conducted  3-year investigation

Parameter before marketing after marketing Total
approval approval
Investigations 148 (5.04) 2 (0.07) 150 (2.50)
*Monocyte count increased 3 (0.10) 0 (0.00) 3 (0.05)
Platelet count decreased 3 (0.10) 0 (0.00) 3 (0.05)
White blood cell count decreased 8 (0.27) 0 (0.00) 8 (0.13)
*Urinary sediment present 2 (0.07) 0 (0.00) 2 (0.03)
*Band neutrophil count increased 1 (0.03) 0 (0.00) 1 (0.02)
*Platelet count increased 2 (0.07) 0 (0.00) 2 (0.03)
Eosinophil percentage increased 31 (1.06) 0 (0.00) 31 (0.52)
*Protein urine present 1 (0.03) 0 (0.00) 1 (0.02)
*Urobilin urine present 1 (0.03) 0 (0.00) 1 (0.02)
Blood alkaline phosphatase increased 11 (0.37) 1 (0.03) 12 (0.20)
*Lymphocyte morphology abnormal 1 (0.03) 0 (0.00) 1 (0.02)
*White blood cell morphology abnormal 1 (0.03) 0 (0.00) (0.02)
Metabolism and nutrition disorders 7 (0.24) 2 (0.07) 9 (0.15)
Anorexia 4 (0.14) 0 (0.00) 4 (0.07)
Hypoglycaemia 0 (0.00) 1 (0.03) 1 (0.02)
Decreased appetite 3 (0.10) 1 (0.03) 4 (0.07)
Musculoskeletal and connective tissue disorders 5 (0.17) 1 (0.03) 6 (0.10)
*Back pain 1 (0.03) 0 (0.00) 1 (0.02)
*Muscle twitching 1 (0.03) 0 (0.00) 1 (0.02)
Muscular weakness 3 (0.10) 0 (0.00) 3 (0.05)
Myalgia 1 (0.03) 1 (0.03) 2 (0.03)
Rhabdomyolysis 1 (0.03) 0 (0.00) 1 (0.02)
Limb discomfort 1 (0.03) 0 (0.00) 1 (0.02)
Nervous system disorders 20 (0.68) 3 (0.10) 23 (0.38)
Dizziness 7 (0.24) 1 (0.03) 8 (0.13)
*Dysgeusia 0 (0.00) 1 (0.03) 1 (0.02)
Headache 12 (0.41) 0 (0.00) 12 (0.20)
*Hypoaesthesia 0 (0.00) 1 (0.03) 1 (0.02)
*Parosmia 0 (0.00) 1 (0.03) 1 (0.02)
Somnolence 1 (0.03) 0 (0.00) 1 (0.02)
Psychiatric disorders 1 (0.03) 0 (0.00) 1 (0.02)
Insomnia 1 (0.03) 0 (0.00) 1 (0.02)
Renal and urinary disorders 0 (0.00) 1 (0.03) (0.02)
*Renal impairment 0 (0.00) 1 (0.03) (0.02)
Respiratory, thoracic and mediastinal disorders 2 (0.07) 0 (0.00) 2 (0.03)
Dyspnoea 2 (0.07) 0 (0.00) 2 (0.03)
*Hypoxia 1 (0.03) 0 (0.00) 1 (0.02)
Skin and subcutaneous tissue disorders 19 (0.65) 7 (0.23) 26 (0.43)
*Cold sweat 1 (0.03) 0 (0.00) (0.02)
Eczema 1 (0.03) 1 (0.03) 2 (0.03)
Pruritus 2 (0.07) 2 (0.07) 4 (0.07)
Rash 13 (0.44) 3 (0.10) 16 (027)
Rash pruritic 1 (0.03) 0 (0.00) 1 (0.02)
*Skin exfoliation 1 (0.03) 0 (0.00) 1 (0.02)
Urticaria 1 (0.03) 1 (0.03) 2 (0.03)
Vascular disorders 1 (0.03) 0 (0.00) 1 (0.02)
Hot flush 1 (0.03) 0 (0.00) 1 (0.02)

*Unexpected from precautions described in package insert
ADRs: Adverse drug reactions
Incidence of ADRs% = No. of cases with ADRs/No. of cases evaluable for safety X 100
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Table 3. Incidence of adverse drug reactions, by patient profile

Item Category Incidence of ADRs (%) P
Total cases evaluated for safety 1.01  (31/3,076)
Gender Male L11 (15/1,356) 0.6276
Female 093  (16/1,720)
Age <15 — (0/ 18 00527
15 < to < 20 337 ( 3/ 89)
20 = to < 30 1.67 ( 6/ 360)
30 =< to < 40 156 ( 8/ 513)
40 < to < 50 147 ( 5/ 339)
50 = to < 60 — ( 0/ 459)
60 < to < 65 074 ( 2/ 270)
65 < to < 70 076 ( 2/ 262)
70 = to < 80 019 ( 1/ 525)
80 =< to < 90 144 ( 3/ 209)
90 < to < 100 323 ( 1/ 31)
100 = — (0/ 1)
Age group Children ( < 15) — (0/ 18) 0.3861
Adults (15 < to < 65)  1.18  (24/2,030)
Aged (65 <) 068 ( 7/1,028)
In/Outpatients In 256 ( 4/ 156) 0.0059°*
Out 0.87 (25/2,878)
In & Out 476  ( 2/ 42)
Severity Mild 0.72 (10/1,391) 0.3125
Moderate 128 (20/1,567)
Severe 085 ( 1/ 118)
Underlying No 0.88 (15/1,702) 0.5201
disease/complications Yes 111 (15/1,348)
Unknown 385 ( 1/ 26)
History of disease No 1.04 (23/2213) 0.6232
Yes 0.83 ( 6/ 722)
Unknown 142 ( 2/ 141)
Allergy No 098 (26/2,657) 0.3712
Yes 041 ( 1/ 246)
Unknown 231 ( 4/ 173)
Concomitant drugs No 032  ( 4/1,244) 0.0017*
Yes 147  (27/1,832)
Frequency of administration Once — (0/ 20 0.9453
per day Twice 1.00  (29/2,904)
Three times 1.33  ( 2/ 150)
Four times — (0/ 1)
Five times or more — —
Unknown — (0/ 1)
Maximum daily dosage (mg) 100 — (0/ 8) 0.9692
200 059 ( 1/ 169)
300 143 ( 2/ 140)
400 100 (27/2.703)
500 — —
600 217 (1) 46)
700 - -
800 — (0o/ 4
900 — (0/ 5
Unknown — (0/ 1)
Total dosage (mg) = 1,200 513 (16/ 312)  0.0000%
1,300 < to = 2,800 049 ( 9/1,824)
2,900 < to < 5,600 079 ( 6/ 755)
5,700 < — (0/ 184)
Unknown — (0/ 1)
Duration of administration  1-3 7.89 (15/ 190) 0.0000*
(days) 4-7 053 (10/1,897)
8-14 076 ( 6/ 790)
15— —  ( 0/ 199)
*p < 0.05

ADRs: Adverse drug reactions
Incidence of ADRs% = No. of cases with ADRs/No.

of cases evaluable for safety X 100
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Table 4. Incidence of adverse drug reactions, by concomitant drug
Concomitant drug Incidence of ADRs %
Expectorants 1.56 (10/640)
Antipyretics, analgesics and anti-inflammatory agents 2.08 (12/576)
Agents for peptic ulcer 148 ( 8/541)
Enzyme preparations 129 ( 5/388)
Antibiotic preparations acting mainly on Gram-positive and Gram-negative bacteria| 2.97 ( 9/303)
Other antiallergic agents 227 ( 6/264)
Antitussives 0.79 ( 2/254)
Antidiarrheals, intestinal regulators 242  ( 4/207)
ADRs: Adverse drug reactions
Incidence of ADRs% = No. of cases with ADRs/No. of cases evaluable for safety X 100
Table 5. Clinical efficacy, by infection type
Infection type Clinical efficacy %
Dermatological infections 93.2 ( 262/ 281)
Superficial skin infections 920 ( 46/ 50)
Deep skin infections 922 ( 118/ 128)
Chronic pyoderma 951 ( 98/ 103)
Surgical infections 984 ( 65/ 64)
Secondary infections in traumas, burns, or surgical wounds, etc. | 100 ( 57/ 57)
Perianal abscess —( 6/ 7)
Respiratory infections 94.8 (1,135 /1,197)
Pharyngitis/laryngitis 955 ( 316 / 331)
Tonsillitis 95.8 ( 184/ 192)
Acute bronchitis 97.5 ( 434/ 445)
Pneumonia 84.6 ( 110 / 130)
Secondary infections in chronic respiratory lesion 919 ( 91/ 99)
Urinary tract infections 94.3 ( 658 / 689)
Cystitis 939 ( 510 / 543 )
Pyelonephritis 9.9 ( 62/ 64)
Prostatitis(acute, chronic) 945 ( 86/ 91)
Biliary tract infections 100 ( 12/ 12)
Cholecystitis —( 77 7
Cholangitis — ( 5/ 5)
Infectious enteritis 983 ( 116/ 118)
Gynecological infections 100 ( 21/ 21)
Intrauterine infection 100 ( 18/ 18)
Uterine adnexitis — ( 3/ 3)
Otorhinolaryngological infections 95.1 ( 466 / 490 )
Otitis media 944 ( 167 / 177)
Sinusitis 955 ( 299 / 313 )
Total 94.9 (2,733 /2.881)
Clinical efficacy% = No. of cases judged as “effective” /No. of cases evaluable for clinical
efficacy X 100
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Table 6.

Clinical effcacy, by infection type-duration of administration (days)

Clinical efficacy %

Infection type

Duration of administration (days)

1-3 4=7 8—14 15— Total
Dermatological infections 75.0 ( 9/12) | 92.8(128/138) | 955 (105/110) | 95.2(20/21) | 93.2 ( 262/ 281)
Superficial skin infections 100 ( 2/ 2)| 93.1( 27/ 29) | 92.9( 13/ 14) | 80.0( 4/ 5) | 920( 46/ 50)
Deep skin infections 750 ( 3/ 4) | 90.0( 63/ 70) | 95.6( 43/ 45) |100 ( 9/ 9) | 92.2( 118/ 128)
Chronic pyoderma 66.7 ( 4/ 6) | 97.4( 38/ 39) | 96.1( 49/ 51) 100 ( 7/ 7) | 951 ( 98/ 103)
Respiratory infections 90.7 (68/75) | 94.8 (786/829) | 96.2 (253/263) | 93.3(28/30) | 94.8 (1,135/1,197)
Pharyngitis/laryngitis 91.3 (21/23) | 955 (232/243) | 96.8 ( 60/ 62) |100 ( 3/ 3) | 955( 316/ 331)
Tonsillitis 778 ( 7/ 9) | 957 (134/140) |100 ( 40/ 40) |100 ( 3/ 3) | 958 ( 184/ 192)
Acute bronchitis 100 (30/30) | 97.1 (306/315) | 98.9 ( 88/ 89) | 90.9 (10/11) | 97.5( 434/ 445)
Pneumonia 500 ( 3/ 6) | 824( 61/ 74) | 91.1( 41/ 45) | 100( 5/ 5) | 846( 110/ 130)
Secondary infections in chronic respiratory lesion 100 ( 7/ 7) | 93.0( 53/ 57) | 88.9( 24/ 27) | 875( 7/ 8) | 91.9( 91/ 99)
Urinary tract infections 100 (29/29) | 952 (359/377) | 91.4 (181/198) | 94.7 (89/94) | 94.3 ( 658/ 698)
Cystitis 100 (22/22) | 95.3(306/321) | 91.0 (142/156) | 90.9 (40/44) | 93.9( 510/ 543)
Pyelonephritis 100 ( 1/ 1) | 97.6( 40/ 41) | 94.1( 16/ 17) 100 ( 5/ 5) | 969( 62/ 64)
Prostatitis(acute, chronic) 100 ( 6/ 6) | 86.7( 13/ 15) | 92.0 ( 23/ 25) | 97.8(44/45) | 945( 86/ 91)
Otorhinolaryngological infections 95.2(20/21) | 94.4 (270/286) | 95.3 (141/148) | 100 (35/35) | 95.1 ( 466/ 490)
Otitis media 923 (12/13) | 95.1( 98/103) | 91.8 ( 45/ 49) |100 (12/12) | 944 ( 167/ 177)
Sinusitis 100 ( 8/ 8) | 940 (172/183) | 97.0 ( 96/ 99) [100 (23/23) | 955( 299/ 313)

Clinical efficacy % = No. of cases judged as “effective” /No. of cases evaluable for clinical efficacy X 100

Table 7. Clinical efficacy, by isolated strain
Isolated strain Clinical efficacy %
Staphylococcus sp. 93.5 (116/124)
Streptococcus sp. 96.3 ( 78/ 81)
Streptococcus pneumoniae 86.4 ( 19/ 22)
Enterococcus sp. 86.7 ( 26/ 30)
Peptostreptococcus sp. — ( 2/ 2
Moraxella (Branhamella) catarrhalis — ( 7/ 98
Escherichia coli 96.4 (187/194)
Salmonella sp. (excluding Salmonella typhi and Salmonella paratyphi) — (11
Citrobacter sp. 94.1 ( 16/ 17)
Klebsiella sp. 100 ( 29/ 29)
Enterobacter sp. — ( 9/ 9
Serratia sp. — ( 1/ 1
Proteus sp. 90.0 ( 9/ 10)
Haemophilus influenzae 100 ( 17/ 17)
Pseudomonas aeruginosa 86.8 ( 33/ 38)
Total 94.3 (550/583)

Clinical efficacy% = No. of cases judged as “effective” /No. of cases evaluable for clinical

efficacy X 100
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Table 8. Clinical efficacy, by patient profile
Item Category Clinicale efficacy % P
Gender Male 75.0 (1,175/1,249)  0.0939
Female 100 (1,558/1,632)
Age group Children ( < 15) 100 ( 16/ 16) 04121
Adults (15 < to < 65)  75.0 (1,792/1,884)
Aged (65 <) 75.0 ( 925/ 981)
In/Outpatients In 75.0 ( 124/ 138)  0.0051
out 75.0 (2,578/2,708)
In & Out 750 ( 31/ 35)
Severity Mild 75.0 (1,258/1,292) 0.0000 *
Moderate 75.0 (1,384/1,487)
Severe 750 ( 91/ 102)
Underlying disease/complications No 750 (1,519/1,583)  0.0023 *
Yes 75.0 (1,191/1,275)
Unknown 100 ( 23/ 23)
History of disease No 75.0 (1,972/2,059)  0.0015 *
Yes 75.0 ( 638/ 688)
Unknown 75.0 ( 123/ 134)
Allergy No 75.0 (2.363/2:485)  0.6636
Yes 75.0 ( 221/ 234)
Unknown 75.0 ( 149/ 162)
Concomitant drugs No 75.0 (1,096 /1,161)  0.3566
Yes 75.0 (1,637 /1,720)
Frequency of administration per day  Once 100 ( 19/ 19)  0.0002 *
Twice 75.0 (2,582/2,724)
Three times 75.0 ( 131/ 136)
Four times 75.0 ( 0/ 1)
Unknown 100 ( 1/ 1)
Maximum daily dosage (mg) 100 100 ( 8/ 8)  0.2929
200 0( 148/ 159)
300 750 ( 122/ 127)
400 75.0 (2,407/2,533)
500 — —
600 750 ( 39/ 44)
700 < 750( 8/ 9)
Unknown 100 ( 1/ 1)
Total dosage (mg) = 1,200 750 ( 266/ 284)  0.6192
1,300 < to = 2,800 75.0 (1,617/1,700)
2,900 < to = 5,600 75.0 ( 681/ 721 )
5,700 < 750 ( 168/ 175)
Unknown 100 ( 1/ 1)
Duration of administration (days) 1-3 750 ( 159/ 170)  0.7951
4-7 75.0 (1,600/1,769)
8- 14 75.0 ( 713/ 753)
15— 75.0 ( 181/ 189)
*p < 0.05
Clinical efficacy % = No. of cases judged as “effective” /No. of cases evaluable for clinical efficacy X
100
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Table 9. Bacteriological effects

Isolated strain Elimination %
Staphylococcus sp. (excluding MRSA) 76.5 ( 26/ 34)
S. aureus 929 ( 13/ 14)
Streptococcus sp. 774 ( 24/ 31)
S. pneumoniae 70.0 ( 7/ 10)
PRSP — ( 3/ 3
Enterococcus sp. — ( 4/ o)
Moraxella (Branhamella) catarrhalis — ( 3/ 3
Escherichia coli 75.0 ( 60/ 80)
Salmonfalla sp. ' ‘ — (1
(excluding Salmonella typhi and Salmonella paratyphi)
Citrobacter sp. — (777
Klebsiella sp. 91.7 ( 11/ 12)
Enterobacter sp. — ( 5/ 5)
Proteus sp. — ( 4/ 5)
Haemophilus influenzae — ( 2/ 3
Pseudomonas aeruginosa 76.5 ( 13/ 17)
Peptostreptococcus magnus — ( 1/ 1
Total 785 (161/205)

Elimination% = No. of elimination strains/No. of isolated strains X 100
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Postmarketing study of prulifloxacin tablets

Hitoshi Kawano, Saori Kawamata and Yoshikazu Sato

Pharmacovigilance Dept. Reliability & Quality Assurance Center, Meiji Seika Kaisha, Ltd.,

2—4-16 Kyobashi, Chuo-ku, Tokyo, Japan

Prulifloxacin(PUFX, Sword® Tablets 100), an oral quinolone antibiotic, was approved for marketing on Oc-

tober 8, 2002. In the 3 years from January 2004 to 2007, we studied practical use in compliance with new

Good Postmarketing Surveillance Practices(GPMSP).
0Of 4,034 cases collected from 539 medical institutes nationwide, we evaluated 3,076 for safety and 2,881 for

clinical efficacy, with the following results:

1) The incidence of adverse drug reactions, 1.01% (31 cases/3,076 cases), was lower than that in clinical

studies before marketing approval, 9.20% (270 cases/2,936 cases). The most frequently observed adverse
drug reaction was diarrhea, at 0.33% (10 cases/3,076 cases). No serious adverse reaction was observed.

2) Clinical efficacy in each infection was from 93.2-100%, in each disease 90% or more excluding pneumo-

nia, and results were equivalent to those in studies before marketing approval.



