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PHARMA

Patient Alert Card
Macimit (Macitentan Tablets 10mg)

Carry this card with you at all time
This document is approved by The Executive Directorate of Pharmacovigilance, at SFDA.

Show this card to your physician, pharmacist, dentist and any other healthcare professionals involved in your medical care.

INFORMATION FOR PATIENTS

Take Macimit regularly as instructed by your treating physician.if you miss a dose, take it as soon as you remember and
continue to follow your dosing schedule.

®  Pregnancy / Teratogenicity: You should have a pregnancy test before initiation of the Macimit dose and every month during
treatment even if you think that you are not pregnant.

®  Ifitis possible, you could become pregnant, use a reliable form of birth control (contraception) while you are taking Macimit.
Contact your doctor to determine the type that is right for you.

® [tisimportant to contact your prescribing doctor immediately if you become pregnant or experience any side effects

during treatment with Macimit.

If you are already pregnant you should not take Macimit drug. Macimit may harm unborn babies.

Pregnancy to be avoided soon after stopping the treatment with Macitentan.

Pregnancy can also lead to severe deterioration in pulmonary arterial hypertension symptoms.

Blood tests for Anaemia : Your doctor will take blood test before you start treatment and during treatment with Macimit to
find if you have anaemia (a reduced number of red blood cells)
O Signs that you have Anaemia may include:
O Dizziness, Fatigue/malaise/weakness,
O  Fastheartrate, palpitations
O  Pallor.
® Hepatotoxicity: liver function test : Your doctor will take Liver Fucntion Test before you start treatment and during treatment with
Macimit to see whether your liver is working properly.
®  Signs that your liver may not be working properly include:
O Feelingsick (nausea),
O Vomiting,
O Fever,
O Paininyour stomach (abdomen),
O Yellowing of your skin or the whites of your eyes (jaundice),
O  Dark-coloured urine,
O ltching of your skin,
O Unusual tiredness or exhaustion (lethargy or fatigue),
O Flu-like syndrome (joint and muscle pain with fever)
® If you have kidney problems, talk to your doctor before using macitentan may lead to more reduction of blood pressure and a
decrease in haemoglobin in patients with kidney problems.

“The information provided on this material is for general informational and educational purposes only, and is not meant to be a
substitution for the advice provided by your doctor or other qualified healthcare professional”
INFORMATION FOR HEALTHCARE PROFESSIONALS

®  Macitentan isan endothelin receptor antagonist used in the long-term treatment of PAH (pulmonary arterial hypertension)

acting bywidening the pulmonary arteries, making it easier for the heart to pump blood through them.

° The recommended dose is 10 mg once daily.

To Report Side Effects:
Saudi Food and Drug Authority (SFDA) Pharmacovigilance Department (PPI)
SFDA call centre: 19999
E-mail: npc.drug@sfda.gov.sa
Website: http://ade.sfda.gov.sa/ Mobile: +966 5803038

E-mail: Abdulrahman@pharma.com.sa
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Please complete this section or ask your doctor to do it

Patient Name: Patient Birth Date:

Indication: Dose:__

Prescribing Doctor’s Name:

Prescribing Doctor’s telephone:

Patient Alert Card
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