Abbreviated Prescribing Information:

Composition: AFSTYLA 250, 500, 1000, 2000, 3000 IU powder and solvent for solution for injection. Therapeutic indications: AFSTYLA is indicated in treatment and prophylaxis of bleeding in patients with
haemophilia A (congenital factor VIl deficiency). AFSTYLA can be used for all age groups. Posology: On demand treatment: The calculation of the required dose of factor VIIl is based on the empirical finding that 1
International Unit (IU) factor VIl per kg body weight raises the plasma factor VIl activity by 2 1U/dl. The required dose is determined using the following formula: Dose (IU) = body weight (kg) x Desired factor VIII rise
(IU/dL or % of normal) x 0.5 (IU/kg per 1U/dL).; Prophylaxis (Adult and adolescent of 12 years of age and above): The recommended starting regimen is 20 to 50 IU/kg of AFSTYLA administered 2 to 3 times weekly.;
Prophylaxis (Paediatric, 0 to <12 years of age): The recommended starting regimen is 30 to 50 IU per kg of AFSTYLA administered 2 to 3 times weekly. Method of administration: Intravenous use. The reconstituted
preparation should be injected slowly at a rate comfortable for the patient at a maximum injection rate of 10 ml/min. Contraindications: AFSTYLA is contraindicated in patients who have had hypersensitivity to the
active substance or to any of the excipients or with a known allergic reaction to hamster proteins. Warnings and precautions for use: Allergic type hypersensitivity reactions are possible with AFSTYLA. For patients
with previous hypersensitivity reactions appropriate pre-medication may be considered.; The formation of neutralizing antibodies (inhibitors) to factor Vil is a known complication in the management of individuals with
haemophilia A. In general, all patients treated with coagulation factor VIl products should be carefully monitored for the development of inhibitors by appropriate clinical observations and laboratory tests.; If the
one-stage clotting assay is used, multiply the result by a conversion factor of 2 to determine the patient’s factor VIl activity level.; In patients with existing cardiovascular risk factors, substitution therapy with factor
VIII may increase the cardiovascular risk.; If a central venous access device (CVAD) is required, risk of CVAD-related complications including local infections, bacteremia and catheter site thrombosis should be
considered.; This medicine contains up to 7 mg (0.3 mmol) sodium per ml after reconstitution. To be taken into consideration by patients on a controlled sodium diet.; The listed warnings and precautions apply both
to adults and children. pregnancy and lactation: Animal reproduction studies have not been conducted with AFSTYLA. Based on the rare occurrence of haemophilia A in women, experience regarding the use of factor
VIl during pregnancy and breast-feeding is not available. Therefore, factor VIl should be used during pregnancy and lactation only if clearly indicated. Undesirable effects: Hypersensitivity or allergic reactions (which
may include angioedema, burning and stinging at the injection site, chills, flushing, generalized urticaria, headache, hives, hypotension, lethargy, nausea, restlessness, tachycardia, tightness of the chest, tingling,
vomiting, wheezing) have been observed rarely with the use of factor VIl products and may in some cases progress to severe anaphylaxis (including shock). Development of neutralizing antibodies (inhibitors) may occur
in patients with haemophilia A treated with factor VIIl, including with AFSTYLA. If such inhibitors occur, the condition may manifest itself as an insufficient clinical response. In such cases, it is recommended that a
specialised haemophilia centre be contacted. Precautions for storage: Store in a refrigerator (2 °C to 8 °C). Do not freeze. Keep vials in the outer carton in order to protect from light. AFSTYLA may be stored at room
temperature, not to exceed 25°C, for a single period of up to 3 months, within the expiration date printed on the carton and vial labels. Once the product has been taken out of the refrigerator, the product must not be
returned to the refrigerator. Please record the beginning of storage at room temperature on the product carton.

Please refer to the full prescribing information in package insert before use.
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