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DOSAGE ADPG:1

Neonate: Administer within 1 week of birth for neonates born shortly before or during the RSV season, ideally during
the birth hospitalization.

Infant, Child: Administer shortly before the RSV season begins; if not administered before start of season, may
administer at any time during the season.

Patient’s first RSV season

Preterm and term neonate; infant:
Weight less than 5 kg: 50 mg IM as a single dose
Patients who undergo cardiopulmonary bypass after dose: administer an additional
50 mg IM dose as soon as patient is stable after surgery, regardless of time elapsed

Weight 5 kg or greater: 100 mg IM as a single dose
Patients who undergo cardiopulmonary bypass after dose: administer an additional
dose as soon as patient is stable after surgery:
Less than or equal to 90 days since initial dose: 100 mg IM as a single dose
Greater than 90 days since initial dose: 50 mg IM as a single dose

Patient’'s second RSV season

Infants and children less than 24 months: 200 mg IM as a single dose. May consider 100 mg IM for child under 10 kg
Patients who undergo cardiopulmonary bypass after dose: Administer an
additional dose as soon as patient is stable after surgery:

Less than or equal to 90 days since initial dose: 200 mg IM as a single dose
Greater than 90 days since initial dose: 100 mg IM as a single dose

NOTE:

Renal Impairment: Not studied. Dosage adjustment likely not necessary.
Hepatic Impairment: Not studied. Dosage adjustment likely not necessary.
Obesity: Not studied.
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RECONSTITUTION/STABILITY ARG
Supplied as: 50 mg (0.5 mL) pre-filled syringe and 100 mg (1 mL) pre-filled syringe

Solution is clear to opalescent, colourless to yellow. Single-use (preservative free). DO NOT SHAKE.

Also contains L-arginine hydrochloride, L-histidine, L-histidine hydrochloride, polysorbate 80, sucrose and water for
injection

Storage Directions: Store in refrigerator in original carton to protect from light.

STABILITY: May be kept at room temperature for a maximum of 8 hours prior to administration.

DILUTION/ADMINISTRATION/STABILITY Ape¢
Maximum Concentration: 100 mg/mL

INTRAMUSCULAR: Administer contents of pre-filled syringe in the anterolateral aspect of the thigh; for patients
greater than or equal tol year of age, injection may also be performed in the deltoid muscle if the muscle mass is
adequate.

Two injections are required to make the total 200 mg dose; different injection sites should be used.
Do not routinely inject in the gluteal muscle because of risk of damage to the sciatic nerve.

Note: Not recommended to split a single 100 mg pre-filled syringe into two 50 mg doses or to administer two 50 mg
doses in place of a single 100 mg dose.

REQUIRED MONITORING APG
Observe for hypersensitivity reaction.

COMPATIBILITY
Not applicable

POTENTIAL HAZARDS AP.G

Hypersensitivity: anaphylaxis, hypersensitivity reactions including cyanosis, dyspnea, hypotonia and/or urticaria
DERM: skin rash
LOCAL.: injection site reaction

CAUTION:
e Use with caution in patients with a history of bleeding disorders (including thrombocytopenia); bleeding/hematoma
may occur

CONTRAINDICATIONS:
e Serious hypersensitivity (e.g. anaphylaxis) to nirsevimab or any component of the formulation

ADDITIONAL NOTES!
¢ May be administered simultaneously with routine childhood immunizations when administered at separate sites.
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