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Nucala Powder for solution for injection
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Nucala is indicated for:

Severe Asthma

as an add-on treatment for severe refractory eosinophilic asthma in adult patients
Eosinophilic Granulomatosis with Polyangiitis:

for the treatment of adult patients with eosinophilic granulomatosis with polyangiitis (EGPA).

: X9IY [I7V2 D'XAN D'9'W0A IWY) DUNIAN DIDTY
4.2 Posology and method of administration

Eosinophilic Granulomatosis with Polyangiitis

The recommended dosage of Nucala is 300 mg administered once every 4 weeks by SG-subcutaneous
injection as 3 separate 100-mg injections into the upper arm, thigh, or abdomen. [see Special precautions for
disposal and other handling (6.6)]. Administer itisrecemmended-thatthe-individual 100-mg injections be

administered-at least 5 cm (approximately 2 inches) apart if-mere-than-1injection-is-administered-at the-same
Shes

Nucala is for subcutaneous injection only and should be administered by a healthcare professional. It may be
injected into the upper arm, thigh, or abdomen.

The powder should be reconstituted prior to administration and the reconstituted solution should be used
immediately. For instructions on the reconstitution of the medicinal product before administration, see section
6.6.

Each vial of mepolizumab should be used for a single patient, and any remainder of the vial should be
discarded.

4.4 Special warnings and precautions for use

Hypersensitivity and administration-related reactions

Acute and delayed systemic reactions, including hypersensitivity reactions (e.g. anaphylaxis, urticaria,
angioedema, rash, bronchospasm, hypotension), have occurred following administration of
Nuealamepolizumab. These reactions generally occur within hours of administration, but in some instances
have a delayed onset (i.e., typically within several days). These reactions may occur for the first time after a
long duration of treatment (see section 4.8)._In the event of a hypersensitivity reaction, appropriate treatment
as clinically indicated should be initiated.
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