Gilenya® (fingolimod):
Pregnancy-Specific Patient
Reminder Card

(25asaid) PLiba
Jaally daldll day jal) uSs 48Uy

(50l 5258) Bl 1 93l Jaally Lualid) day yal) s ABay Gilenya® (fingolimod) Pregnancy-Specific Patient Reminder Card

This document is approved by The Executive -
Directorate of Pharmacovigilance, at SFDA

GILENYA® (fingolimod) SFDA approved RMP
Educational Materials V 20.2 May 2025

o sl Jaall ) 5 a1 8 e salall el e 468 sall s
2 gl A el ASLaall 8 61 5ll 5 61320 Aalall Tl

GILENYA® (fingolimod) SFDA approved
RMP Educational Materials V 20.2 May 2025



alall ol (pa hagll

Vs casad i o) 99 agd Ciua§ Gl ia jall uaiade Ailail o2
Gl mileas e sl eel ally A8 sl iy yall e shea 350 G
(g all ey 0 il Gl sall il slaa 8580 86 ) (a5 Aaa sadll
Sl aall U (e oo pall saill e Ulal 3 said sanisd aladiad 5

A yadl

) NOVARTIS | Reimagining Medicine

GILENYA® (fingolimod) SFDA approved RMP Educational Materials V 20.2 May 2025

Objective of this material

This card is for patients who have already been
prescribed Fingolimod and it does not replace
the Patient Information Leaflet (PIL) that comes
with your medication, or advice from your
doctor or nurse. Always read the PIL before
starting your treatment and use Fingolimod
exactly as your doctor or nurse has described.
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Contraindication

IF USED DURING PREGNANCY, GILENYA
CAN HARM YOUR UNBORN BABY.

Gilenya (fingolimod) must not be used in
pregnant women and women of
child-bearing potential not using effective
contraception.

It is important that you use effective
contraception while taking GILENYA and for 2
months after you stop taking it to avoid
becoming pregnant. Your doctor will provide
counselling regarding effective contraception.
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At the start of your treatment and then regularly during treatment, your doctor will inform you about the
teratogenic risk and required actions to minimize this risk.

A pregnancy test must be conducted and the negative result verified by a doctor before starting
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While you are taking Gilenya

Women must not become pregnant during Gilenya treatment and for 2 months after discontinuing
treatment.

Your doctor will provide counselling regularly regarding the risks of Gilenya harming an unborn baby if
you become pregnant and required actions to minimize the risk.

Pregnancy tests must be repeated at suitable intervals.

Women must use effective contraception while taking Gilenya and for 2 months after discontinuing
treatment.

If you become pregnant or if you want to become pregnant, please discuss this with your doctor
because Fingolimod treatment must be discontinued

Inform your doctor immediately if you think you are pregnant. Your doctor will provide counselling in
the event of pregnancy and an evaluation of the potential outcome of any pregnancy.
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While you are taking Gilenya

MRI findings may be apparent before clinical signs or symptoms. During routine MRI (in accordance
with national and local recommendations), physicians should pay attention to PML suggestive lesions.
MRI may be considered as part of increased vigilance in patients considered at increased risk of PML.
Cases of asymptomatic PML based on MRI findings and positive JCV DNA in the cerebrospinal fluid
have been reported in patients treated with fingolimod. If PML is suspected, MRI should be performed
immediately for diagnostic purposes and treatment with fingolimod should be suspended until PML has
been excluded.
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After stopping Gilenya treatment

Inform your doctor immediately if you believe your MS is getting worse (e.g. weakness or visual
changes) or if you notice any new symptoms after stopping treatment with Gilenya due to pregnancy.

Effective contraception is needed for 2 months after stopping Gilenya treatment because of the length
of time it takes for Gilenya to leave the body.




Further information and questions

For more information about MS and Gilenya, please see.
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@ Please read the package leaflet for more detailed about the appropriate use of Gilenya.
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If you have any questions about the information in this guide, please contact your doctor.
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You can report any problem or adverse events or
request additional copies of the materials through:
Patient Safety Department Novartis Pharma AG —
Saudi Arabia -.

Toll Free Number: 8001240078

Phone: +966112658100

Fax: +966112658107

Email: adverse.events@novartis.com

Or by online: https://report.novartis.com/
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Saudi Food and Drug Authority National
Pharmacovigilance Center

Unified Contact Center: 19999

Email: npc.drug@sfda.gov.sa

Or by online: https://ade.sfda.gov.sa
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