Pregnancy-Specific

Before starting Fingolimod treatment

- Fingolimod is contraindicated in preghant women and
women of child-bearing potential (including female adolescents) not using
effective contraception.

- At treatment start and then regularly, 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 treatment.

- Your doctor will inform you about the need for effective contraception
while on treatment and for 2 months after discontinuation. Talk to your
doctor about the most effective contraception options available to you.

- Please read the Fingolimod Patient Guide Leaflet provided by your doctor.

While you are taking Fingolimod
- While on treatment women must not become pregnant.
- Patients must use effective contraception while taking Fingolimod.

- Women must not become pregnant during treatment and for 2 months af-
ter discontinuing treatment.

- Pregnancy tests must be repeated at suitable intervals.

- Your doctor will provide regular counselling about Fingolimod’s serious
risks to the fetus.

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

While you are taking Fingolimod

- In the event of a pregnancy your doctor will provide counselling.

- Your doctor will give you medical advice regarding the harmful effects of
Fingolimod to the fetus and will provide an evaluation of the potential
outcome.

- An ultrasonography examination should be performed, and Fingolimod
treatment will be discontinued.

After stopping Fingolimod 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 Fingolimod
due to pregnancy.

- Effective contraception is needed for 2 months after stopping
Fingolimod treatment because of the length of time it takes for
Fingolimod to leave the body.
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Patient Reminder Card

Important information to remember about
Golifa (fingolimod) treatment

Pregnancy-Specific

For report adverse events:
Saudi Food and Drug Authority
The National Pharmacovigilance and Drug Safety Centre

SFDA call center: 19999
E-mail: npc.drug@sfda.gov.sa

Website: https://ade.sfda.gov.sa

El.l

OR

Marketing Authorization Holder:
Middle East Pharmaceutical Industries Co. Ltd.
(Avalon Pharma)

Riyadh, Kingdom of Saudi Arabia

Mobile: +966 55 222 1704

E-mail: pharmacovigilance@avalon.com.sa
Website: https://avalonpharmaceutical.com

-By reporting side effects, you will help provide more
information about the medicine’s safety

* For extra copies, please contact: pharmacovigilance@avalon.com.sa
Version Number: OT1

SFDA agreement date: 08/2024

This document is approved by the Executive Directorate of Pharmacovigilance at SFDA,
Version Number: O1
SFDA agreement date: 08/2024



(3g04)92is9) loyJga jloc Jga lopsii Lny domo wloglso

JonJU &alall dupus 3501 &§UayJl

elgald dpiiladl yalye Dl e EULU
clgallg clil doll &iumll
a1l dollullg héyil) sidagll j4 0]

19999 :aagJl (08I
npc.drug@sfda.gov.sa=@j9ﬂﬂyl gyl
https://ade.sfda.gov.sa :guigyisl¥l goll

9l

¥ Gaguil Goda o
(Loyla gLl &gl eilelinll lnsughl Gyl &4 s

@ageudl Lyl dalooll (ualyll
+966552221704 : :Jlgall

pharmacovigilance@avalon.com.sa :guig sVl syl

https://avalonpharmaceutical.com :gug)ialll £8g.0]l

Glogleoll (o Aol ju89i 518 el elild dyuilall palell ge elellyl JUa go-
.clga)l oL ddl=ioll
pharmacovigilance@avalon.com.sa :siguialll syl Gupla (e Jonlg Ul oy @udlal duils

. elgallg elasl) dolsll diymll Jud (o ayle @88lgdllg waloll 1im dsalio vig
ANTTE Ayl Joll lanll

6



