MAYZENT (siponimod):
Information for female
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This educational material is essential to ensure the safe use of the product and
appropriate management of the important risks.
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This document is approved by The Executive Directorate of Pharmacovigilance, at SFDA

U) N OVA RT I S Mayzent (siponimod) SFDA approved RMP Educational Materials V 7.2 Nov 2025

Aageul dpy=ll A4 looll ()0 <lgallg claell dolell ditall (.0 HIlgl AG LI QL0 61Vl b o 63lodl 0aa ule A4 olgoli Lo

Mayzent (siponimod) SFDA approved RMP Educational Materials V/ 7.2 Nov 2025 U) NOVARTIS



Contents Cbginoll
Before starting MAYZENT 3 P CLJj.,J,LoJlS")S_!(?HSLH ::JJd.LO
While you are taking MAYZENT 4 i N Caijilo e eligl
After stopping MAYZENT 6 ) Chlo s elsliole] Az

7 Adupilall JUUI (e LI

Reporting of Adverse Events

2 d N OVA RT I S Mayzent (siponimod) SFDA approved RMP Educational Materials V 7.2 Nov 2025 Mayzent (siponimod) SFDA approved RMP Educational Materials V 7.2 Nov 2025 d N OVA RT I S 2



3

Before starting MAYZENT Cuijplo Jlsy @Ml eay Jud

MAYZENT should not be used in pregnant women or in women Uayad LI of Jolgall Wiapwl) cuijilo Jléc ladiwl pac wing
of childbearing potential not using effective contraception. Joadl &iod UL Jlwg Uroaing M (oo Joall le 8)a8ll
Before starting treatment, a pregnancy test must be conducted
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in women of childbearing potential, and a negative result verified
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by a doctor. It must be repeated at suitable intervals. Auwlio Wlyio ule
Talk with your doctor about reliable methods of birth control that clle LAl Asgigoll Joall &lo Jilwg ungnay el &o (ans
you should use during treatment and for at least 10 days after you Jo=) Ml Elold)] a=) JbUI Gle Ul I 630J9 @Ml Ul Laolaaiwl
stop siponimod treatment. .2Q.0Lig LI

Please read the MAYZENT information leaflet included in the package a1l Al 63g900) Ciijlo Jl8c Wloglso 6 11l Gelid o
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While you are taking MAYZENT

While on MAYZENT ]yo_u must not become pregnant.You must use
effective methods of birth control during treatment and for at least
10 days after you stop treatment.

If F/ou plan to become pregnant, or ifdyou become %reﬁnant, please
talk with your doctor as you will need to stop MAYZENT treatment.
Your doctor will %rovide counselling about the potential risks to the
foetus that MAYZENT can cause, and discuss the possible return of
disease activity upon stopping MAYZENT treatment.

Tell your doctor immediately if you become pregnant or you think
Kou are pregnant while taking MAYZENT because treatment will

ave to be stopped. Your doctor will discuss the possible return of
disease activity with you.

You will also be provided with follow-up medical examinations (e.g.
ultrasonography examination).
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While you are taking MAYZENT Cuijilo Jléc ElgUT clidi
Should a pregnancy occur during treatment with MAYZENT, dapb &Ml ol eliuin S\ L s Ko Jlo= el Uil Jon tan 13
please report it to your doctor or to Novartis Phone: ol +ANI MO Al ;o U JLaivl @y pa (e uwijlogi
+966 11 265 8100 Fax: +966 11 265 8107 adverse.events@novartis.com «JioJVl ol +aNIMOAIN ;uuALall
Email: adverse.events@novartis.com or visiting the website: https://psi.novartis.com/ : xigriayl &6q.0l G Uue of

https://p- si.novartis.com/
Novartis has put in place a Pregnancy outcomes Intensive

Monitoring (PRIM) program to collect information about Eol (PRIM) ol Q5L Ain 0 Auslro doliy uwijlogi Al i g
pregnancy in patients exposed to MAYZENT immediately 16 Wijilo Jos) (uaj=i dlll Wl ol po Jonl Jgo Wloglzo
before or during pregnancy and infant outcomes 12 months 83Vl (o [Laub I 2y EAPUAS IR0l dliillg aslifl ol blio Joall

post delivery
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After stopping MAYZENT

Effective methods of birth control should be used for at least 10 days
after you stop MAYZENT treatment.

Should a pregnancy occur within 10 days following discontinuation of
treatment please report it to your doctor or to Novartis Phone:
+966 11 265 8100 Fax: +966 11 265 8107 Email: adverse.events@novar-
tis.com or visiting the website; https://psi.novartis.com/

= Novartis has put in place a Pregnancy outcomes Intensive
Monitoring (PRIM) program to collect information about pregnancy in
patients exposed to MAYZENT immediately before or during
pregnancy and infant outcomes 12months post-delivery.

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 MAYZENT.
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You can report any problem or adverse events or request additional copies of the materials
through:

Patient Safety D ) is P AG - Saudi Arabia -

Toll Free Number: 8001240078

Phone: +966112658100

Fax: +966112658107

Email: adverse.events@novartis.com

Or by online: https://report.novartis.com/

Unified Contact Center: 19939
Email: npc.drug@sfda.gov.sa
Or by online: https://ade.sfda.gov.sa
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