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Cases collected 4,622

Cases excluded from safety analysis 877

Reason for exclusiond may be duplicated10)

3,745
2,350
1,395

Cases subject to safety analysis
Adult
Pediatric

Had used the drug before 7
Never made a visit after prescription 866
Did not use the drug 7
Cases excluded from efficacy analysis 619

Reason for exclusiond may be duplicated10)

Did not comply with the dosage regimen 200
Had disease other than indications 250
“Unable to evaluate” efficacy 153
Did not meet criteria for evaluationNo®! 182

3,126
2,029
1,097

Cases subject to efficacy analysis
Adult
Pediatric

Fig. 1.
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Note 1

Cases evaluated based on information from
sources other than physician’s examination.

Cases evaluated based on information obtained
after evaluation period.

Cases analyzed
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Table 1.0 Patient profiles in safety analysis
Background factor Category Number 0 %0 Background factor Category Number 0 %0
of cases of cases
Age segment Premature babies 0J0.00 | Infectious Pediatric Laryngopharyngitis la- 2140 5.700
Newborns 00.00 | disease ryngopharynx abscess[]
00O 28 days old0 Acute bronchitis 6600 17.60
Infants(] 28 days O to 3050 8.10 TonsillitisO peritonsilli- 1210 3.20
0 24 months[] tis, peritonsillar
Preschool ~ children(] 24 6780 18.10 abscesstl
months O to O 6 yearsO Pneumonia 2180 5.80
School children and 41200 11.00 Otitis medialJ including 1010 2.70
adolescents$] 6 years 0 to mastoiditis and
0O 16 yearsO petrositis[]
Adult[] 16 years O to 179100 47.801 Infections other than 810 2.20
0 65 yearsO ’ ’ indications
elderly0 65 years 0 0 5590 14.90 Adult guurunclel ) 2;(1) g ggg
runculosis .
Agel yearl] 01 980 2.60 Carbuncle 2801 0.700
10 toOd 4 5410 14.40 Erysipelas 900 0.20
40to0 7 4580 12.20 Cellulitis 930 2,50
70 tol 10 18401 4.90 Lymphangitis 390 1.00
100 toO 13 730 1.90 0 lymphadenitis[]
130 toO 16 410 1.10 Whitlow 330 0.90
160 to O 20 5801 1.50 Suppurative paronychia 770 2.10
200 to O 30 4060 10.800 LaryngopharyngitisU] la- 2640 7.00
: ryngopharynx abscess[]
300 tol) 40 4360 11.60 Acute bronchitis 4980 13.30
400 to O 50 3010 8.00 Tonsillitis[] peritonsilli- 1590 4.20
500 to O 60 38401 10.30 tll? Pen'iuonslllar
abscess
600 to 0 70 3850 10.30 Chronic bronchitis 330 0.90
700 toO 80 2960 7.90 Bronchiectasis[] associ- 1400 0.40
800 toO 90 730 1.90 ated with infection[]
900 to 0 100 1100.30 Infection secondary to 440 1.20
’ chronic respiratory dis-
Mean + standard 32+ 259 eases
deviation Pneumonia 1290 3.40
Minimum to maximum 00 98 Pulmonary suppuration 100.00
Median 30 Sinusitis 1240 3.30
9360 51 Periodontitis 2330 6.20
Gender Male 1,360 61.701 Pericoronitis 1090 2.900
Female 1,8090 43.30 Jaw inflammation 430 1.10
Body weight[] kg 250 toO 10 1340 3.60 ¥nf(?0ti(?ns other than 1690 4.500
100 toO 20 8320 22.20 indications
200 to O 30 2830 7.600 | Severity of infection  Mild 1,6970 45.30
300 to O 40 1050 2.80 Moderate 1,9230 51.30
400 to 0 50 3150 8.40 Severe 9801 2.60)
500 to O 60 4780 12.80 Unknown 2700.70
60 0 to I 70 3750 10.00 Dosage Pediatric Tablets 720 1.90
700 to O 80 1930520 | form Fine granules 1,1900 31.80
800 to O 90 530 1.400 Capsules 1330 3.60
900 to 0 100 1200 0.30 Adult Tablets 2,3460 62.600
1000 20 0.10 Fine granules 100.00
Unknown 9630 25.70 Capsules 20010
Tablets [1 capsules 10 0.00
Mean £ standard 39+ 229 -
deviation Duration of drug 1 660 1.80
Minimum to maximum 50 120.0 exposurel] days] 2 650 1.70
Median 49 3 3,6910 95.90
- - - 4 or longer 230 0.60
xgg;cal service seg- Outpz'ment 3,6650 95.20 Complication None 2,1290 56.800
Inpatient 18001 4.80 Yes 1,6160 43.20
Type of Pediatric ~ Respiratory tract 1,2130 32.40 | Hepatic dysfunction ~ None 3,0040 80.20
infection Otitis mediall including 1010 2.70 Yes 1240 3.30
mastoi~d.itis and Unknown 6170 16.50
petrositis[] Renal impairment None 3,0730 82.10
Others 810 2.20 Yes 330 0.90
Adult Dermatological 5300 14.20 Unknown 6390 17.10
Respiratory tract 1,14200 30.50) | Concomitant drugl s None 6860 18.30
Sinusitis 1240 3.30 Yes 3,0590 81.700
Dental/oral 3850 10.30 | Nondrug therapy None 3,4020 90.80
Others 1690 4.50 Yes 3430 9.20




Table 2.

Incidence of adverse drug reactions

Upon approval Postmarketing study Total
Number of institutions 241 278 499
Number of patients 2,805 3,745 6,550
Number of patients with adverse drug reactions 368 90 458
Number of adverse drug reactions occurred 495 114 609
Incidence of adverse drug reactions[] %[ 13.12 2.40 6.99
Number and incidence of adverse drug reaction by typed % Number and incidence of adverse drug reaction by type %0
Adverse drug reaction aII)JI?rc())I\lz al Postrstz;r(li?ting Total Adverse drug reaction a[[)g)r%I\lfal Postlstirg;ting Total
Infections and infestations 300.110 — 30 0.050 | Hepatobiliary disorders — 30 0.080 30 0.050
Vaginitis 300.110 — 30 0.050 Hepatic function abnormal — 30 0.080 30 0.050
Blood and lymphatic system disorders 100 0.040 — 10 0.0200 | Skin and subcutaneous tissue disorders 2401 0.860 8010.210 320 0.490
Reticulocytosis 10 0.040 — 10 0.020 Pruritus 40 0.140 — 40 0.060
Metabolism and nutrition disorders 10 0.040 10 0.030 200.030| Dermatitis atopic 100.040 - 100.020
Appetite decreased — 10 0.030 10 0.020 Eczema 200.070 _ 200.030)
Anorexia 10 0.040 _ 10 0.020 Generalized erythema — 10 0.030 10 0.020
Rash 120 0.430 400.110 160 0.240
Psychiatric disorders 10 0.040 — 10 0.020 Drug eruption - 900 0.050 901 0.030
Insomnia 10 0.040 — 100020} Urticaria 50 0.180 10 0.030 60 0.090
Nervous system disorders 70 0.250 24 0.050 90 0.1400 | pysculoskeletal and connective tissue disorders 10 0.040 — 10 0.020
Hypoesthesia - 100030 100020 pysculoskeletal stiffness 100.040 — 100.020
Somnolence 300.110 — 30 0.050 3 3
Dizziness postural 10 0.0400 . 10 0.0200 Renal and urinary disorders — 10 0.030 10 0.020
Headache 100040 100030  200,030|  Pollakiuria - 100.030 100.020
Dizziness 20 0.070 — 20 0.030 | Reproductive system and breast disorders 20 0.070 — 20 0.030
Vascular disorders — 10 0.030 100.020| Genital pruritus female 100.040 — 100.020
Pallor o 100.030 100.020 Vaginal erythema 10 0.040 — 10 0.020
Respiratory, thoracic, and mediastinal disorders 10 0.040 200 0.050] 300,050 General disorders and administration site conditions 1000 0.360 30 0.080 130 0.200
Pharynx discomfort — 100.030 100.020| Feeling abnormal 300.110 - 3000.050
Cough 10 0.040 . 10 0.020 Chest pain — 10 0.030 10 0.020
Dyspnea 10 0.040 o 10 0.020 Fatigue 10 0.040 10 0.030 200 0.030
Asthma . 10 0.030 100.020 Thirst 10 0.040 10 0.030 20 0.030
Fever 400.140 — 40 0.060
Gastrointestinal disorders 1340 4.780 630 1.680 1970 3.010 Peripheral edema 10 0.040 o 10 0.020
iﬁﬁifnal feces 191)5 g:gig 65_0'165 2?5 g:ggg Investigations 21407.630 1300350 2270 3470
Gastritis _ 100.030 10 0.020 Aspartate aminotransferase increased 400 1.430 70 0.190 470 0.720
Stomach discomfort 60 0.2107 201 0.050] 80 0.120 Alanine aminotransferase increased 620 2.210 110 0.290 730 1.110
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Lower abdominal pain 300.110 10 0.030 40 0.060 Prothrombin time shortened 10 0.040 — 10 0.020
Diarrhea 7600 2.710 3000 0.8000 1060 1.6200 Leucine aminopeptidase increased 10 0.040 — 10 0.020
Chapped lips 10 0.040 — 10 0.020 Beta-N-acetyl-D-glucosaminidase increased 10 0.040 — 10 0.020
Stomatitis 10 0.040 — 10 0.020 Gamma-glutamyltransferase increased 110 0.390 20 0.050 130 0.200
Black hairy tongue 10 0.040 — 10 0.020 Platelet count decreased 10 0.040 — 10 0.020
Parotid gland enlargement — 10 0.030 10 0.020 Platelet count increased 50 0.180 — 50 0.080
Dyspepsia 10 0.040 — 10 0.020 Blood alkaline phosphatase increased 130 0.460 10 0.030 140 0.210
Upper abdominal pain 801 0.290 20 0.050 100 0.150 Blood potassium decreased 10 0.040 — 10 0.020
Stools watery 10 0.040 — 10 0.020 Blood potassium increased 10 0.040 — 10 0.020
Glossitis — 100.030 10 0.020 Blood bilirubin increased 60 0.210 — 60 0.090
Coated tongue 10 0.040 — 10 0.020 Blood lactate dehydrogenase increased 80 0.290 — 80 0.120
Enterocolitis — 10 0.030 10 0.020 Blood urea increased 40 0.140 — 40 0.060
Bowel sounds abnormal 10 0.040 — 10 0.020 Basophil count increased 300.110 — 30 0.050
Loose stools 1400 0.5000 40 0.110 1807 0.270 Eosinophil count increased 750 2.670 — 750 1.150
Abdominal pain 1000 0.3600 40 0.110 1400 0.210 Red blood cells urine positive 10 0.040 — 10 0.020
Abdominal discomfort 10 0.040 — 10 0.020 Protein urine present 20 0.070 — 20 0.030
Abdominal distension 60 0.210 100.030 700.110 White blood cell count decreased 450 1.600 10 0.030 460 0.700
Constipation 2000.070 — 20 0.030 White blood cell count increased — 200 0.050 20 0.030
Vomiting 70 0.250 150 0.400 2201 0.340 Granulocyte count decreased 20 0.070 — 20 0.030
Data compiled using PT, MedDRA/J 7.1.
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Table 3. Two cases with serious adverse drug reactions

Severe adverse drug reaction

Aspartate aminotransferase increased
Alanine aminotransferase increased

Gamma-glutamyltransferase increased

Vomiting

Gender/Age

Male/1 year

Female/1 year

Disease

Pneumonia

Otitis media (including mastoiditis and petrositis)

Medical history/Complications

=

— / Upper respiratory infection

Dosage

10.0 mg/kg x 1 time x 1 day

10.0 mg/kg x 1 time x 3 days

Severe adverse drug reaction of outcome

Disappeared/recovered

Alleviated

Data compiled using PT, MedDRA/J 7.1.
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Table 4. Incidence of adverse drug reaction by patient profile
Background factor Incidence of Test results Background factor Incidence of Test results
ADRO %0 ADRO %O
All patients 2.400 90/3,7450 Type Acute 1.9200 38/1,98000 p O 0.424 NS'©
Age Under 16 years 2,870 40/1,3950 p 0 0.007 0010 Acute exacerbation _ 2.570] 9/3500]
segment  16-65 years 2.620 47/1,7910 p O 0.009 2020 Unknown 3.040 43/1,4150
65 years or over 0.540 3/55900 Severity Mild 1.770 30/1,6970 p O 0.076 NS'©
Age O 10 2.970 38/1,2810 p O 0.120 NS!O Moderate 2.910 56/1,9230
Oyeard 100 toO 20 2.3304/1720  p O 0.003 020 Severe 2.040 2/980
200 to0 30  3.690 15/40600 Unknown 7.410 2/270
300 toO 40 2.750 12/43600 Dosage form  Tablets 2.070 50/2,4180 p O 0.346 NS!”
400 to O 50 1.990 6/3010 Fine granules 3.020 36/1,1910
50 0 to O 60 1.820 7/3840 Capsules 2.960 4/1350
600 toO 70 1.820 7/3850 Tablets 0 capsules 0.000 0/10
700 toD 80 0.000 072960 Medical None 2,320 77/3,3230 p O 0.335 NS'U
800 tod 90 1.370 1/730 hystory Yes 3.0801 18/422001
900 toD 100 0.000 071100 Complications None 2.630 56/2,1290 p O 0.298 NS'©
Gender  Male 2.010 39/1,9360 p O 0.108 NS Yes 2.100 34/1,6160
Female 2.8201 51/1,80900 Hepatic None 2.500 75/3,0040 p O 0.231 NSI©
Body 010 3.7305/1340  p O 0.834 NS | dysfunction Yes 0.810 1/1240
weight 100 to0 20  2.88024/8320 p O 0.031 720
Okl 9000030 283082830 Unknown 2270 /61T
: 10
300 to 40 2.8601 3/10500 Es;‘;%mem g;):e (2)‘3‘(1)5 (7);1;3,3735 p 0 0.367NS
400 toO 50  2.860 9/3150 :
500 toD 60 2.090 10/4780) Unknown 2.500 16/6390
600 tod 70 1.600 6/3750 Concomitant ~ None 1.3109/6860  p O 0.039 "1
700 to0 80  1.5508/1930 drug Yes 2.650 81/3,0590
800 tod 90  0.000 0/530 Gastric antacid ~ 12.500 4/320
900 tod 100  0.000 0/120 Warfarin 0.000 0/90
100 O 0.000 0/20 Cyclosporin 0.000 0/30
Unknown 2.280 22/9630 Cisapride 0.0000 01100
oo st Theophylline 1.970 9/4560
. (L eduare es o _ Triazolam 0.000 0/1200
} Cochra.n—?rumltage trend test; NS, no significant difference Carbamazepine 0.000] 0/407
p 0 0.05 5" pl 0.01 Phenytoin 0.000 0/40
Digoxin 0.000 0/90
Nondrug None 2.440 83/3,4020 p O 0.646 NS!”
therapy Yes 2.040 7/3430
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Table 5. Results of logistic regression analysis[] incidence of adverse drug reactions[]
No. of No. of
Background factor ati'ents patients Odds ratiold 95% CIO Test results
p with ADRs
Age[ pediatric/adult/elderly ] Pediatric 1,395 400 2.87%0 1.000 . . .
Adult O 2,350 5000 2.13%0  0.697 [000.403 - 12040 p0O 0.1955 NS
Concomitant use of CNS drugs None 2,661 540 2.03%0  1.000 . . .
Yes 1,084 36003.32%0  1.507 00952 - 23870 p0O 0.0804 NS
Concomitant use of respiratory drugs None 1,805 340 1.88%] 1.000 . . .
Yes 1,940 5600 2.89%0 1.191 00.723 - 19620 p 0O 0.4930 NS
Concomitant use of gastrointestinal drugs None 3,110 590 1.90%0 1.000 . . .
Yes 635 3104.88%0 2420 01505 - 3.8910 p O 0.0003°00
Concomitant use of other metabolic drugs None 3,211 700 2.18%0  1.000 . . .
Yes 534 200 3.75%0 1495 00.890 - 25100 p0O 0.1285 NS
Concomitant use of antiallergics None 2,783 600 2.16%0 1.000 . . .
Yes 962 300 3.12%0  1.213 00.713 - 2.065600 p0O 0.4755 NS
Concomitant use of antibiotics None 3,310 710 2.15%0 1.000 . . .
Yes 435 190437%0 1696 00934 - 27290 p0O 0.0875 NS
NS, no significant difference; “®” p 0 0.001; °° p 0 0.01;” p O 0.05
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Table 6. Incidence of adverse drug reactions by gastrointestinal drug

Gastrointestinal drug

None Yes
Number of patients 3,110 635
Number of patients with adverse drug reactions 59 31
Number of adverse drug reactions occurred 80 34
Incidence of adverse drug reactionsO %0 1.90 4.88

Adverse drug reaction

Number and incidence of adverse

drug reaction according to its typel] %0

Metabolism and nutrition disorders 10 0.030 —
Appetite decreased 10 0.030 —
Nervous system disorders 20 0.060 —
Hypoesthesia 10 0.030 —
Headache 10 0.030 —
Vascular disorders 10 0.030 —
Pallor 10 0.030 —
Respiratory, thoracic, and mediastinal disorders 10 0.030 10 0.160
Pharynx discomfort — 10 0.160
Asthma 100.030 —
Gastrointestinal disorders 430 1.380 200 3.150
Nausea 40 0.130 20 0.310
Gastritis — 100.160
Stomach discomfort 10 0.030 10 0.160
Lower abdominal pain 10 0.030 —
Diarrhea 160 0.510 140 2.200
Parotid gland enlargement 10 0.030 —
Upper abdominal pain 10 0.030 10 0.160
Glossitis — 10 0.160
Enterocolitis — 10 0.160
Loose stools 400.130 —
Abdominal pain 30 0.100 10 0.160
Abdominal distension 10 0.030 —
Vomiting 150 0.480 —
Hepatobiliary disorders — 30 0.470
Hepatic function abnormal — 30 0.470
Skin and subcutaneous tissue disorders 400.130 40 0.630
Generalized erythema 10 0.030 —
Rash 10 0.030 300470
Drug eruption 10 0.030 10 0.160
Urticaria 10 0.030 —
Renal and urinary disorders 10 0.030 —
Pollakiuria 10 0.030 —
General disorders and administration site conditions 30 0.100 —
Chest pain 10 0.030 —
Fatigue 10 0.030 —
Thirst 10 0.030 —
Investigation 90 0.290 40 0.630
Aspartate aminotransferase increased 70 0.230 —
Alanine aminotransferase increased 90 0.290 20 0.310
Gamma-glutamyltransferase increased 20 0.060 —
Blood alkaline phosphatase increased 10 0.030 —
White blood cell count decreased 10 0.030 —
White blood cell count increased — 20 0.310

Data compiled using PT, MedDRA/J 7.1.
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Table 7. Incidence of adverse drug reactions in patients using gastrointestinal drugs concomitantly
N Age ) ) ADR occurred after
0. g years] Adverse drug reactions Severity | Treatment Outcome L(ljs::g gastrointestinal
gs concomitantly
1 0 Diarrhea Slight Yes Disappeared/recovered
2 0 Diarrhea Slight Yes Alleviated
3 0 Diarrhea Slight Yes Disappeared/recovered Yes
4 1 Diarrhea Slight Yes Disappeared/recovered
5 2 Diarrhea Slight None Disappeared/recovered Yes
6 3 White blood cell count increased Moderate None Disappeared/recovered Yes
7 3 Diarrhea Slight Yes Alleviated
8 4 White blood cell count increased Slight None Disappeared/recovered Yes
9 6 Diarrhea Slight Yes Disappeared/recovered
10 6 Diarrhea Slight Yes Disappeared/recovered
Alanine aminotransferase increased Slight None Disappeared/recovered Yes
H 8 Diarrhea Slight Yes Disappeared/recovered
12 10 Diarrhea Slight Yes Disappeared/recovered
13 18 Rash Slight Yes Unknown Yes
14 21 Stomach discomfort Slight None Disappeared/recovered Yes
15 23 Diarrhea Slight None Disappeared/recovered Yes
16 24 Diarrhea Slight None Disappeared/recovered Yes
17 28 Abdominal pain Slight Yes Unchanged
Diarrhea Slight Yes Unchanged
18 28 Alanine aminotransferase increased Slight None Unknown Yes
19 30 Upper abdominal pain Slight Yes Disappeared/recovered Yes
20 31 Gastritis Slight Yes Alleviated
21 31 Rash Moderate Yes Disappeared/recovered Yes
Diarrhea Slight Yes Disappeared/recovered Yes
2 % Nausea Slight Yes Disappeared/recovered Yes
23 33 Nausea Slight Yes Disappeared/recovered Yes
24 39 Rash Slight None Disappeared/recovered Yes
25 39 Enterocolitis Slight Yes Disappeared/recovered Yes
26 42 Hepatic function abnormal Slight Yes Disappeared/recovered Yes
27 46 Hepatic function abnormal Moderate Yes Disappeared/recovered Yes
28 64 Pharynx discomfort Slight None Disappeared/recovered Yes
29 64 Hepatic function abnormal Slight None Disappeared/recovered Yes
30 68 Drug eruption Slight Yes Disappeared/recovered Yes
31 81 Glossitis Slight None Disappeared/recovered Yes

Data compiled using PT, MedDRA/J 7.1.
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Table 8. Incidence of adverse drug reactions by pediatrics0 O 2 years /2 years [0 O
0 2 years 2 years [
Number of patients 305 1,090
Number of patients with adverse drug reactions 12 28
Number of adverse drug reactions occurred 14 34
Incidence of adverse drug reactions %0 3.93 2.57
Adverse drug reaction Number and incidence of adverse
8 drug reaction by typel %0
Vascular disorders 10 0.330 —
Pallor 10 0.330 —
Respiratory, thoracic and mediastinal disorders — 10 0.090
Asthma — 10 0.090
Gastrointestinal disorders 100 3.280 220 2.020
Diarrhea 50 1.640 1000 0.920
Parotid gland enlargement — 10 0.090
Loose stools — 10 0.090
Abdominal pain — 30 0.280
Vomiting 50 1.640 90 0.830
Skin and subcutaneous tissue disorders — 10 0.090
Rash — 10 0.090
Investigation 10 0.330 60 0.550
Aspartate aminotransferase increased 10 0.330 20 0.180
Alanine aminotransferase increased 10 0.330 40 0.370
Gamma-glutamyltransferase increased 10 0.330 —
White blood cell count increased — 20 0.180
Data compiled using PT, MedDRA/J 7.1.
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Table 9. Efficacy in patients by infection
Classification of indication Indication Efficacy %0
Adult Dermatological infection Furuncle 82.600 176 / 2130
Furunculosis 84.60 22 / 2600
Carbuncle 77.8021 /270
Erysipelas 100.00 9 /90
Cellulitis 79.50 70 / 880
LymphangitisU] lymphadenitis[] 63.200 24 / 380
Whitlow 90.90 30 /330
Suppurative paronychia 86.800 66 / 7601
Subtotal 82.00 418 / 5100
Respiratory tract infection Laryngopharyngitis[J laryngopharynx abscess[] 82.10 197/ 2400
Acute bronchitis 82.00 377 / 4600
Tonsillitis[J peritonsillitis, peritonsillar abscess[] 88.10 119/ 1350
Chronic bronchitis 61.30 19 /310
Bronchiectasis[] associated with infections[] 85.70 12/ 140
Infection secondary to chronic respiratory diseases 73.20 30/ 410
Pneumonia 83.10 103 / 1240
Pulmonary suppuration 100.00 1/ 10
Subtotal 82.000 858 / 1,04601
Sinusitis 80.00 92 / 1150
Dental/oral infection Periodontitis 87.90 189 / 2150
Pericoronitis 89.20 91 / 1020
Jaw inflammation 97.60 40 / 410
Subtotal 89.401 320 / 35801
Total 83.20 1,688 / 2,0290
Pediatric  Respiratory tract infection Laryngopharyngitis[] laryngopharynx abscess[] 84.90 141 / 1660

Acute bronchitis

77.700 426 / 5480

Tonsillitis[ peritonsillitis, peritonsillar abscess[]

86.10 87 /1010

Pneumonia

83.20 159 / 1910

Pulmonary suppuration

— 0o/00

Subtotal

80.800 813 / 1,0060

Otitis mediad including mastoiditis and petrositis(]

69.20 63 /910

Total

79.90 876 / 1,0970
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of two dosages of azithromycin for three days versus

Drug use investigation of azithromycin

Tomoya Umezaki, Toshiro Otake, Teruyuki Hamada, Junko Nakamura,
Keiko Minamiyama and Kyoko Imamura

Medical Affairs, Pfizer Inc., 3-22-7 Yoyogi, Shibuya-ku, Tokyo, Japan

We conducted a drug use investigation of azithromycin -Zithromac® Tablets 250 mg, Zithromac® Fine Gran-
ules for Pediatric Use, and Zithromac® Capsules for Pediatric Use 100 mg- for 3 years from 2000. We collected
reports on 4,622 cases from 278 medical institutions nationwide and evaluated safety and efficacy of azithromy-
cin in 3,745 cases subject to safety analysis and 3,126 cases subject to efficacy analysis.

The incidence of adverse reactions was 2.400 [J 90/3,7450 Major adverse reactions included 30 cases of diar-
rhea, 15 of vomiting, 11 of increased alanine aminotransferasél ALT[ 7 of increased aspartate aminotransferase

0 ASTO and 6 of nausea.

Efficacy by to indication was 82.000 418,/510for adult dermatological infection, 82.000 858/1,046for adult
respiratory tract infection, 80.00 O 92/1150 for adult sinusitis, 89.40 0 320,/3580 for adult dental/oral infection,
80.80J 00 813,/1,00600 for pediatric respiratory tract infection, and 69.20 0 63/910 for pediatric otitis media.

Compliance by dosage form -patients who took the drug following the instruction provided- was 97.50

0 2,312/2,3720 for tablets, 93.50 0 1,128/1,20601 for fine granules, and 97.10 0 133/1370 for capsules.

Results were favorable for safety, efficacy, and compliance.



