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Each capsule contains 300 mg of netupitant, and palonosetron hydrochloride
equivalent to 0.5 mg of palonosetron.
NN
Akynzeo is indicated for the prevention of acute and delayed nausea and vomiting
associated with initial and repeat courses of cancer chemotherapy, including, but not
limited to, highly emetogenic chemotherapy.
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1. NAME OF THE MEDICINAL PRODUCT

Akynzeo 300 mg/0.50 mg
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each capsule contains 300 mg of netupitant, and 0-56—mg palonosetron hydrochloride
equivalent to 0.5 mg of palonosetron.

Excipients with known effect:
Each capsule contains 7 mg of sorbitol and 20 mg of sucrose.
[t may also contain a trace of lecithin derived from soya.

For the full list of excipients, see section 6.1.

4. CLINICAL PARTICULARS
4.2 Posology and method of administration

Method of administration

For oral use.

The hard capsule should be swallowed whole and not opened as it contains 4 single
pharmaceuticalcomponents that should be administered at the same time.
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It can be taken with or without food.

4.4 Special warnings and precautions for use

Excipients

This medicinal product contains 7 mg of sorbitol in each hard capsule.

The additive effect of concomitantly administered medicinal products containing
sorbitol (or

fructose) and dietary intake of sorbitol (or fructose) should be taken into account.
The content of sorbitol in medicinal products for oral use may affect the
bioavailability of

other medicinal products for oral use administered concomitantly.

This medicinal product also contains 20 mg of sucrose in each capsule. Patients with
rare hereditary problems of fructose intolerance, glucose-galactose malabsorption or
sucrase-isomaltase insufficiency should not take this medicinal product.

This medicinal product contains less than 1 mmol sodium per (23 mg) per hard
capsule, that is to say essentially ‘sodium-free’.

It may also contain a trace of lecithin derived from soya. Therefore, patients with

known hypersensitivity to peanut or soya should be monitored closely for signs of an
allergic reaction (see section 4.8).
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