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PATIENT ALERT CARD

Information for the patient

Please carry this card with you at all times and show it to any
healthcare professional in order to inform them about your current
treatment with CERDELGA

CERDELGA interacts with some medications and products and

therefore,

7 Do not start any new prescription medication, over-the-counter
medication, and herbal products without telling your doctor or
pharmacist

7 Do not consume grapefruit products Sa nOfl

Information for healthcare professionals

CERDELGA is indicated for the long-term treatment of adult
patients with Gaucher disease type 1 who are CYP2Dé poor
metabolisers (PMs), intermediate metabolisers (IMs) or extensive
metabolisers (EMs).

For additional information, please refer to the Summary of Product
Characteristics

Extensive Metaboliser (EM) or Intermediate Metaboliser (IM)

patients:

7 CERDELGA must not be used in combination with a strong
or moderate CYP2D6 inhibitor concomitantly with a strong or
moderate CYP3A inhibitor

7 CERDELGA must not be used in EM patients
e with severe hepatic impairment e with mild or moderate hepatic
impairment being treated with a strong or moderate CYP2Dé
inhibitor medications

7 CERDELGA is not recommended to be used
o in EM patients with moderate hepatic impairment e in IM
patients with any degree of hepatic impairment

7 CERDELGA is not recommended to be used in combination with
a strong CYP3A inducer

7 CERDELGA should be used with caution in combination with:

o a moderate CYP2D6 inhibitor e a strong or moderate CYP3A
inhibitor e a P-gp or a CYP2D6 substrate (lower doses of such
drugs may be required)

7 CERDELGA is not recommended in EM or IM patients with end
stage renal disease or in IM patients with mild, moderate or
severe renal impairment

" CERDELGA dose should be reduced to 84 mg ONCE a day:

e in EM or IM patients concomitantly treated with a strong
CYP2D6 inhibitor ¢ in EM patients with mild hepatic impairment
treated with a weak CYP2D6 inhibitor or any CYP3A inhibitor

Poor Metaboliser (PM) patients:

7 CERDELGA must not be used in combination with a strong
CYP3A inhibitor

7 CERDELGA is not recommended to be used in PM patients with
any degree of hepatic impairment

7 CERDELGA is not recommended to be used in combination with:
e a strong CYP3A inducer e a moderate CYP3A inhibitor

7 CERDELGA is not recommended in PM patients with end stage
renal disease or in PM patients with mild, moderate or severe
renal impairment

7 CERDELGA should be used with caution in combination with:

o a weak CYP3A inhibitor e a P-gp or a CYP2D6 substrate (lower
doses of such drugs may be required)

Adverse events reporting

Adverse events can be reported to the Ministry of Health by using

the following link: https://sideeffects.health.gov.il

In addition, it is possible to report directly to Sanofi: 09-8633700

The format and content of this Patient card was checked and

approved by the Ministry of Health in February 2022
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