FDA Adverse Event Reporting System (AERS) Freedom of Information (FOI) Report:

Date:  05/26/05
ISR (Individual Safety Report) Number:  4675210-9
Report Type:  Expedited (15-Day)

Company Report #:  TCI2005A02202
Age:   55 YR

Gender:  Female

Outcome:  Hospitalization
Preferred Term:  Asthenia, Cerebrosclerosis, Cerebrovascular Disorder, Dysarthria, Haemoconcentration, Hypoaesthesia, Sensory Disturbance, Transient Ischaemic Attack
Report Source:  Health Professional
Product:  Leuplin For Injection Kit 1.88 (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA CHEMICAL INDUST
Product:  Diovan (Valsartan), Longes (Lisinopril), Renivace (Enalapril Maleate), Norvasc (Amlodipine Besilate), Caltan (Precipitated Calcium Carbonate), Loratadine
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  1.88 MG (1.88 MG, 1 IN 28 D)
Duration of Primary Suspect:  1 MON
