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Summary of PSUR for <Drug name>
(Period covered:._ )

Tablel Summary by number of cases

Reportsincluded

Number Of Cases

Taiwan Other countries

Serious

Non Serious

Total (Serious+ Non Serious Cases)

Tablell Tabulation of all Adverse Drug Reactions by SOC in Taiwan (Period covered:_ )

MedDRA System Organ Class

Serious Case

Non Serious Cases

Total

Cumulative Total

Blood and lymphatic system disorders

Cardiac disorders

Ear and labyrinth disorders

Eye disorders

Gastrointestinal disorders

General disorders and administration site conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural complications

Investigations

Metabolism and nutrition disorders

Musculoskeletal and connective tissue disorders

Neoplasms benign, malignant and unspecified

(including cysts and polyps)

Nervous system disorders

Pregnancy, puerperium and perinatal conditions

Psychiatric disorders

Renal and urinary disorders

Reproductive system and breast disorderss

Respiratory, thoracic and mediastinal disorders

Skin and subcutaneous tissue disorders

Vascular disorders

Total

Cumulative Total




Tablelll Tabulation of all Adverse Drug Reactions by SOC in Others Countries (Period

covered._ )

MedDRA System Organ Class

Serious Case

Non Serious Cases

Total

Cumulative Total

Blood and lymphatic system disorders

Cardiac disorders

Ear and labyrinth disorders

Eye disorders

Gastrointestinal disorders

General disorders and administration site conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural complications

Investigations

Metabolism and nutrition disorders

Musculoskeletal and connective tissue disorders

Neoplasms benign, malignant and unspecified

(including cysts and polyps)

Nervous system disorders

Pregnancy, puerperium and perinatal conditions

Psychiatric disorders

Renal and urinary disorders

Reproductive system and breast disorderss

Respiratory, thoracic and mediastinal disorders

Skin and subcutaneous tissue disorders

Vascular disorders

Total

Cumulative Total




