
NEW ZEALAND DATA SHEET 

1 PRODUCT NAME 

RiaSTAP® 1 g, powder and diluent for solution for injection 

2 QUALITATIVE AND QUANTITATIVE COMPOSITION 

RiaSTAP® is a sterile freeze-dried fibrinogen (coagulation factor I) concentrate derived from human 

plasma. 

RiaSTAP® is presented as one vial of powder for injection containing 1 g of human fibrinogen and 

one vial of diluent containing 50 mL of Water for Injections (WFI). The reconstituted solution 

contains approximately 20 mg/mL of human fibrinogen. 

Excipient with known effect: 

Sodium up to 164 mg (7.1 mmol) per vial. 

For a full list of excipients, see section 6.1. 

3 PHARMACEUTICAL FORM 

Powder and diluent for solution for injection 

Powder: white 

Diluent (WFI): clear, colourless. 

4 CLINICAL PARTICULARS 

4.1 Therapeutic indications 

Treatment of acute bleeding episodes in patients with congenital fibrinogen deficiency, including 

afibrinogenaemia and hypofibrinogenaemia. 

4.2 Dose and method of administration 

Treatment should be initiated under the supervision of a physician experienced in the treatment of 

coagulation disorders. 

Dose 

The dosage and duration of the substitution therapy depend on the severity of the disorder, location 

and extent of bleeding and the patient's clinical condition. 

The (functional) fibrinogen level should be determined in order to calculate individual dosage and the 

amount and frequency of administration should be determined on an individual patient basis by 

regular measurement of plasma fibrinogen level and continuous monitoring of the clinical condition 

of the patient and other replacement therapies used. 
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