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Figoya (fingolimod)

Patient / Parent and Caregiver Guide

Important things to know about Figoya (fingolimod) treatment.
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This guide provides important information you need to
know if you or someone under your care is starting
Figoya (fingolimod). Please talk to your doctor if you
have any questions about fingolimod or the
information in this guide.

Please note: The language throughout this guide
directly addresses the patient. However, it is very
important information for any parent or caregiver of a
child or adolescent prescribed with fingolimod.
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What is multiple sclerosis?

« Multiple sclerosis (MS) is a long-term condition that
affects the central nervous system (CNS), which is
made up of the brain and spinal cord.

e In MS, the immune system attacks the protective
sheath (called myelin) around the nerves in the CNS.
This stops the nerves from working properly.

« Relapsing-remitting MS (RMS) is characterized by
repeated attacks (relapses) that reflect inflammation
within the CNS. Symptoms vary from patient to
patient.

« Symptoms of a relapse may disappear completely
when the relapse is over, but some problems may
remain.
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How does Figoya (Fingolimod) work? €(3904l92i10) Lgara Jo=i cars

« Immune cells (lymphocytes) that interact with >goulgaiya LG_IJ_ILL_I ol (@iglaadll L all) dycliall LAl
fingolimod become trapped in the lymph nodes, |l Jouagll (o lgeios loo sdiglaaylll sa2ll (fa palai
which stops them from reaching the brain and spinal gl Gigan cadgrg gl Juallg gloall
cord, preventing them causing inflammation.
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« This limits the nerve damage caused by MS. Saeiall lbaill

« Fingolimod also reduces some of the immune 8 ducliall Sl pas Go oguggud Jfﬁ

reactions of your body
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Precautions and Contraindications

Please note:

« Please read the Patient Information Leaflet thoroughly
before starting treatment with fingolimod.

« Contact your doctor immediately if you experience
any adverse reactions during treatment with
fingolimod or in case of pregnancy.

* Please tell any doctor you see that you are taking
fingolimod.
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Precautions and Contraindications

Cardiac diseases and medication:

« Inform your doctor if you have underlying cardiac
conditions.

- Inform your doctor if you are taking medicines that are
known to decrease heart rate.

Opportunistic infections risk:

« Your doctor will monitor blood lymphocyte counts
prior to start treatment with fingolimod.

Liver function:

« Inform your doctor if you have liver problems.
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Precautions and Contraindications

Seizures are mentioned in the Patient Information Leaflet
under undesirable effect section and not under
precautions and contraindications.

« Human papilloma virus (HPV) infection, including
papilloma, dysplasia, warts and HPV-related cancer,
has been reported under treatment with fingolimod in
the post-marketing setting. Due to the
immunosuppressive properties of fingolimod,
vaccination against HPV should be considered prior to
treatment initiation with fingolimod taking into
account vaccination recommendations.

- Cancer screening, including Pap test for early detection
of cervical cancer, is recommended according to the
standard of care.
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Precautions and Contraindications Jlo2iudll gilgog Jilhliadl

« Fingolimod must not be used in women who are e alpslall gl Jolgall cluill sgorlgaiva Jolif oxc cuny
pregnant or women of childbearing potential who are Jeall gial dllea Jibug Hosaiwg U il calaidll
not using effective contraception.
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o If you are a woman of childbearing potential, your Osiall sgadgaipa lguuy (il dopwall hlaall
doctor should inform you about the serious risks to
the fetus caused by fingolimod.
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Before starting treatment with Figoya (Fingolimod)

Before taking the first dose:
o Baseline electrocardiogram (ECG) to assess heart
function.
o Blood pressure measurement.
o Liver function tests, as fingolimod can cause
abnormal results.
o Blood lymphocyte counts.

« Your doctor may arrange an eye assessment before
starting and a follow-up 4-3 months after starting
treatment.

« For women of childbearing potential: pregnancy test
with negative result confirmed before starting
treatment.

« Magnetic resonance imaging (MRI ) scans before and
during treatment to monitor risk of progressive
multifocal leukoencephalopathy (PML).
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Taking Figoya (Fingolimod ) for the first time

Slow heart rate or irregular heartbeat:

- At the beginning of treatment, Fingolimod causes
the heart rate to slow down. This may cause dizziness
or lower your blood pressure. Immediately inform
your doctor if you experience any symptoms such as
dizziness, nausea, vertigo, or palpitations, or if you
feel uncomfortable after taking your first dose of
Fingolimod.

6-hour monitoring:

« Your doctor will ask you to stay at the surgery or clinic
for six or more hours after taking the first dose so that
appropriate measures can be taken if side effects
occur. In some circumstances, an overnight stay may
be required.

During the 6-hour monitoring

« Your pulse and blood pressure checked every hour.

« Continuous ECG monitoring may be used, with a final
ECG at the end of 6.
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While taking Figoya (Fingolimod)

Skin Cancer:

Skin cancers have been reported in multiple sclerosis
patients treated with Fingolimod. Inform your doctor
immediately if you notice any skin nodules (e.g. shiny,
pearly nodules), patches, or open sores that do not heal
within weeks. Symptoms of skin cancer may include
abnormal growth or changes in skin tissue (e.g. unusual
moles) with changes in color, shape, or size over time.

Liver Function:
Some cases of acute liver failure requiring liver
transplantation and clinically significant liver injury
have been reported. After starting Fingolimod, you will
need blood tests at months 1 ,3 ,6 ,9, and 12, and
reqgularly thereafter during treatment until 2 months
after discontinuation. Inform your doctor if you notice:

- Yellowing of your skin or the whites of your eyes

- Abnormally dark urine

- Pain on the right side of the stomach area

- Tiredness

- Feeling less hungry than usual

- Unexplained nausea and vomiting

These can be signs of liver injury.

This document has been reviewed and approved by
The Saudi Food and Drug Authority (SFDA)

Date: 01.2026, Version 1.0

(>904lgaira) Lgaa Jolii <lial

2adall GUs s

sagiall baill guape o 2l Gl par Sl e gl o
Lgl Jhaal 13 ljga el (Q_J_Il Sgordgaira o lgalge (il
ql 28 ol (d_szo_IJ_ll digloll Gilsaell Jio) dunda Culagac
Laliel Jouit a4 éu_ll_u.ll Jia edili i dagiao Jlhai
d_Lo)_s_b_llcu_uJ_dLﬂ_ouU_m_l glu'lﬂ_l_LbJ_Lclg..Q_l Al GUa
el ol Jsuidl ol gl U pi go (6slizall pe Giloliull
Judoll jopoy

:audll caillag

dclyj culhi gl shll sl Juie Salla pasy oe iyl o
Jolii o el szy 58 s aibbal cllssg

g | J.G.JJ.I.IJ'U‘LQ(O_) Jbagaa el (dl aliaiw >goulgaina
—adgill aey Gupgidn guag adlell clidl olAiil od . 1Tg 99 1g
‘s loo LT cdaaal 13 |J9@megJ4| elgadl (e

Ol Galy ol sdall jlpaual e

b pe i o3l Jou e

ohdl dahio Go Geadl cuilall na ell

Slayl -

slizell dijlao diguudl dls

JHo pe e nd gl olide
Al a diba] e dlodle o3 (g4 a6




While taking Figoya (Fingolimod)

Pregnancy:

Fingolimod must not be used in women who could
become pregnant and are not using effective
contraception, or in women who are already
pregnant

Women of childbearing potential must:

- Have pregnancy tests repeated at suitable intervals
during Fingolimod treatment.

- Receive regular counseling from a healthcare
professional, facilitated by the Pregnancy-Specific
Patient Reminder Card, about the serious risks of
Fingolimod to the fetus.

- Use effective contraception while taking Fingolimod
and for 2 months after stopping treatment, due to
the serious fetal risks associated with Fingolimod.

- Immediately report to their doctor any (intended or
unintended) pregnancy during treatment and for 2
months following discontinuation of Fingolimod.
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Pediatric Patients

Important note: All precautions and contraindications
that apply to adults also apply to pediatric patients. In
addition, the following applies:

Screenings:

For pediatric patients, in addition to the standard

screenings, the doctor will also assess:
- Height and weight
« Puberty status
« Vaccination status

6-hour Monitoring:

- 6-hour monitoring (or similar precautions) will also be
required when the dose is increased from 0.25 mg to
0.5 mg once daily.

Depression and Anxiety During Treatment:

- Both depression and anxiety have been reported in
pediatric patients treated with Fingolimod.

- If the child or adolescent in your care is experiencing
symptoms, talk to their doctor.

This document has been reviewed and approved by
The Saudi Food and Drug Authority (SFDA)

Date: 01.2026, Version 1.0

Jah il Juaell

Jlesiwdl gilgog Glbbiadl gron Gihii tdego dhaile
lo ] daladl Jlg_bﬂluua).oJlkﬂ_Lcha_llu_Lssz_lLl cuala_ll
:uvaaall Gldoce

Sbagaall (] dslaly Jablll quasell Gl dpuill
(O_I._I.D_LIL.Q_Ilu_LLLb_”(O ad 1w . lailw 65933l
vjollo Johll -
golull als -
oazhill dls -
:alebun 1 63.0d dudlypoll
lbbial 3l gl) calebu 1 6xal didlyo clp] Lol piiw
63alg 60 @alo 0 ] glo ., To o depall 65l 2ic (dlilao
ooy
:adlell clifl Glallg iliisll
ouall Jlabdll Guagell sl @lallg Gl e galidl o -
: .dgoudgaia (o|_u_1_u_|l_| lgalgc
sl oo iley cligley cai il galyall of Jahll o I3] -
ah g0 Saill iy, LAyl




Further Questions and Information dliudllg Gilogleoll (o sajoll

+ For more information about MS and Figoya asioll ibaill Gas (e dilogleall (o ajo (e cilhall
(Fingolimod), please refer to the: ‘ude coafdl Jap ((bgarlgaia) ligarag

- Please read the package leaflet for more detailed (ilogles (e Jouanll ddalsll éguell épuid 6clya (s

information about the appropriate use of Figoya. clgall apuall plxaiwill Joa dhnao
- Please speak to your doctor if you have any questions  ilogleall Joa dliwl (s sl Cuil8 15] b go Casai s
about the information in this guide. Jusdl Taa na 63)lgll
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Reporting Adverse Events or Requests for soluinll of dawilall jGIN e g1l
Information

You can report any side effects, complaints, or i b ol .sqlihn ol dwila (Alycl dl o< gl cliday

adverse events, or request additional copies of the :Ja (o deaddsill slgall oo drabal
educational materials, through: dupell dlloodl - dilgall dlcluall sjlldl givao @l
Alrazi Pharmaceutical Industries Factory Co. - " drsgauull
Saudi Arabia

Pharmacovigilance Department: H(dagsdll do i) dlgall asill ound

- Telephone: +966 13 8281919
- Mobile: +966 55 483 3113
- Fax: +966 13 8281313

+966 13 8281919 :ailgll -
+966 554833113 :Jlgall«
+966 13 8281313 :ullall «

« Email: PV@alrazi-pharma.com Figub PV@alrazi-pharma.com :uigyisl il sypll
- Or via the website: (ugpdlill gagall e gl

https://www.alrazi-pharma.com/pharmacovigilance/ https://www.alrazi-pharma.com/pharmacovigilance/
Saudi Food and Drug Authority (SFDA) (SFDA) clgallg cliell dolell digll
National Pharmacovigilance Center (NPC): ‘ulgall hayill il j$pall

- Unified Contact Center: 19999
« Email: npc.drug@sfda.gov.sa
« Or online at: https://ade.sfda.gov.sa

19999 :xagell Jlaidl j$po «
npc.drug@sfda.gov.sa : uigpddul supdl
https://ade.sfda.gov.sa : ugiél Ul gégall jic gl «
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