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Each film coated tablet of Otezla 10 mg contains: 10 mg Apremilast
Each film coated tablet of Otezla 20 mg contains: 20 mg Apremilast
Each film coated tablet of Otezla 30 mg contains: 30 mg Apremilast
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Otezla is indicated:

- For treatment of adult patients with active psoriatic arthritis.

- For patients with moderate to severe plague psoriasis who are candidates for
phototherapy or systemic therapy.

- Otezla is indicated for the treatment of adult patients with oral ulcers associated with
Behcet's disease.

.NINNN DI'NY 0'9011 D'I'Y |I7V2 .A7NNN D'HNND DUR'WA D'IXA 1T AYTINA 901
.NXIN 1j72 [NI0N 10INY LOFL ,'NNN 172 [AION OINNY VOV

'N9INY7 1'7Ya D' 'va DITYN

4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Otezla is indicated:
- —For treatment of adult patients with active psoriatic arthritis (PsA).

- For adult patients with moderate to severe plaque psoriasis who are candidates for phototherapy or

systemic therapy (PSOR).
- For the treatment of adult patients with oral ulcers associated with Behcet’s disease (BD).

4.4 Special warnings and precautions for use

Lactose content
Patients with rare hereditary problems of galactose intolerance, total lactase deficiency or glucose-galactose
malabsorption should not take this medicinal product.

4.8 Undesirable effects

The most commonly reported adverse drug reactions in the Phase 11 clinical study in BD included diarrhoea (41.3%),
nausea (19.2%), headache (14.4%), upper respiratory tract infection (11.5%), upper abdominal pain (8.7%), vomiting
(8.7%) and back pain (7.7%). The gastrointestinal adverse reactions generally occurred within the first 2 weeks of
treatment and usually resolved within 4 weeks. Overall, most adverse reactions were considered to be mild or
moderate in severity. The-everall incidence of serious adverse reactions was low and did not indicate any specific
system organ involvement. The following adverse drug reactions leading to discontinuation during the first 12 weeks
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of treatment in the Phase 111 study in BD occurred in one patient each: nausea and vomiting (1%), headache (1%), and
upper abdominal pain (1%).
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