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

Date:  09/21/06
ISR (Individual Safety Report) Number:  5113842-4
Report Type:  Expedited (15-Day)

Company Report #:  TCI2006A03161
Age:   50 YR

Gender:  Female

Outcome:  Hospitalization – Initial or Prolonged  

Preferred Term:  Abdominal Pain Lower, Blood Fibrinogen Decreased, Disseminated Intravascular Coagulation, Fibrin D Dimer Increased, Fibrin Degradation, Products Increased, Haeorrhage, Platelet Count Decreased, Uterine Cyst
Report Source:  Health Professional
Product:  Leuplin For Injection Kit 1.88 (Leuprolide Acetate Injection)
Role:  Primary Suspect

Manufacturer:  TAKEDA PHARMACEUTICALS
Product:  Duoluton (Eugynon /00022702), 9 DAY, ORAL
Role:  Secondary Suspect
Product:  Ferrum (Ferrous Fumarate)
Role:  Concomitant
Route of Primary Suspect:  SUBCUTANEOUS
Dose of Primary Suspect:  1.88 MG (1.88 MG, 1 IN 28 D)
