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Fasenra is indicated as an add-on maintenance treatment in adult patients with severe eosinophilic asthma

inadequately controlled despite high-dose inhaled corticosteroids plus long acting B-agonists.
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1. NAME OF THE MEDICINAL PRODUCT

Fasenra 30 mg solution for injection in pre-filled pen

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
) .
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Pre-filed-pen

Each pre-filled pen contains 30 mg benralizumab* in 1 mL

*Benralizumab is a humanised monoclonal antibody produced in Chinese hamster ovary (CHO) cells by
recombinant DNA technology.

“For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution forinection G : L
Solution for injection in pre-filled pen (injection){Fasenra-Pen)

Clear to opalescent, colourless to yellow solution and may contain seme-translucent or white to off-white

particles.

6.5 Nature and contents of container

- One mL solution in a sterile, single use pre-filled pen made from type | glass with staked 29-gauge 2-inch




(12.7 mm) stainless steel needle, rigid needle shield, and Fluorotec-coated stopper in a pre-filled pen.

Pack containing 1 single-use pre-filled pen.

6.6 Special precautions for disposal and other handling

Prior to administration, warm-Fasenra-allow the pre-filled syringe or pre-filled pen to reach room

temperature 20°C to 25°C by leaving the carton out of the refrigerator atreom-temperature—This-generalty
takesfor around-30 minutes.

Visually inspect Fasenra for particulate matter and discolouration prior to administration. Fasenra is clear

to opalescent, colourless to yellow, and may contain translucent or white to off-white particles. Do not use
Fasenra if liquid is cloudy, discoloured, or if it contains large particles or foreign particulate matter.

Additional information and instructions for the preparation and administration of Fasenra using-thepre-

filed-syringe-er-pre-filled pen {Fasenra-Pen}-are given in the package leaflet and ‘Instructions for Use’.
Any unused medicinal product or waste material should be disposed of in accordance with local

requirements.
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