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Cerdelga

(eliglustat) capsu/es
Eliglustat 84.4 mg, Hard capsules
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Cerdelga is indicated for the long-term treatment of adult patients with Gaucher disease type 1

(GD1), who are CYP2D6 poor metabolisers (PMs), intermediate metabolisers (IMs) or extensive
metabolisers (EMs).
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4.2 Posology and method of administration

Mixing the content of the capsule (eliglustat powder) into food or drinks has not been studied.

4.3 Contraindications

Cerdelga is contraindicated in patients Patients-who are CYP2D6 intermediate-metabolisers(IMs)
or extensive-metabolisers{EMs) taking a strong or moderate CYP2D6 inhibitor concomitantly
with a strong or moderate CYP3A inhibitor, and patients who are CYP2D6 peor-etabelisers
{PMs) taking a strong CYP3A inhibitor—Use-of Cerdelgaunder these-conditionsresultsin
st slesnte sl b s le s copesnin o (see section——2< 4.5).

Due-to-significantly-inereased-eliglustat plasma-coneentrations;-Cerdelga is contraindicated in
CYP2D6 extenstve-metabelisers{EMs} with severe hepatic impairment and in CYP2D6

extensive-metabolisers{EMs) with mild or moderate hepatic impairment taking a strong or
moderate CYP2D6 inhibitor (see sections 4.2 and 5.2).

4.4 Special warnings and precautions for use

Greenwork Park, Yakum, Building E, 1** floor, 6097600, Israel
Tel.: +972-9-8633081 - Fax: +972-9-8851444 - www.sanofi.co.il



sanofi

Concomitant use of eliglustat with CYP2D6 or CYP3A4 inhibitors in CYP2D6 -extensive
metabolisers{EMs) with mild hepatic impairment can result in further elevation of eliglustat
plasma concentrations, with the magnitude of the effect depending on the enzyme inhibited and
the potency of the inhibitor. In CYP2D6 extensive-metabelisers{EMs) with mild hepatic
impairment taking a weak CYP2D6 inhibitor or strong, moderate or weak CYP3A inhibitor, a
once daily dose is recommended (e.g. if a dose of 84 mg eliglustat mg-oneeis taken twice daily, it

should be eensidered-adjusted to 84 mg eliglustat once daily) (see sections 4.2 and 5.2).

4.5 Interaction with other medicinal products and other forms of interaction

C YP2D6 inhibitors

In-intermediate{in IMs) and extensive-metabolisers{EMs)=:

After repeated 84 mg twice daily doses of eliglustat in non-PMs, concomitant administration with
repeated 30 mg once daily doses of paroxetine, a strong inhibitor of CYP2D6, resulted in a 7.3-
and 8.9-fold increase in eliglustat Cpnax and AUC.12, respectively. A-deseOnce daily dosing of
eliglustat 84-mg-onee-dailyshould-be-considered for EMs and IMs is recommended when a
strong CYP2D6 inhibitor (e.g. paroxetine, fluoxetine, quinidine, bupropion) is used
concomitantly in IMs and EMs.

4.7 Effects on ability to drive and use machines

Cerdelga may affecthasno-erneghgibleinfluence-on the ability to drive and use machines_in

patients who experience dizziness after its administration.

4.8 Undesirable effects
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Summary of the safety profile

The most frequently reported adverse reaction with eliglustat Cerdelea-is dyspepsia, in
approximately 6% of the clinical trial patients.

Tabulated list of adverse reactions
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