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) s el i (o ) il i€ 13) g jma ) Ui e e gl B ) 1k pia This guide is designed to offer important information that you
13 D Gl o (2gadgaid) L aladiuly need to know if you or a person in your care are starting

L. i e e treatment with Gilenya. Please speak to your doctor if you have
13 (A Bl Slaslad 5] dalle 5 A i 5] il s any further questions about your treatment or the information in

this guide.
Tan Rage Claslan geb ol qas 30 im0 3 ol aen 3 A Gl (f ) Please note: The language throughout this guide directly addresses the
) o patient. However, it is very important information for any parent or
Al Gy o 38l e 5l ikl Ao ) pita ) pll 1 caregiver of a child or adolescent prescribed with Gilenya.
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asiall caliall ba What is multiple sclerosis?
I o5 Sl gl Jeall B g el Ak Aa nid ) + Multiple sclerosis (MS) is a long-term condition that
S5l dnlls £ledl e o) Sy N . affects the central nervous system (CNS), which is
erve cel H H
o) sl I ebidl gl palgs cosnidl e s pe 3 o STy made up of the brain and spinal cord.
dee G 138 5 5 3l el leall 8 Cliac) Jon( ol + In MS, the immune system attacks the protective
Aspmat)parcbacll sheath (called myelin) around the nerves in the
LN 5 5 i (k) by SN o) ) Ll oy CNS. This stops the nerves from working properly.
CAY G e e gl e ) GRSy (65K ) leadl dala . \ + Relapsing-remitting MS (RMS) is characterized by
DS i i 8 S il s s N ] ik L o \ O repeated attacks (relapses) that reflect inflammation
7 Myelin O within the CNS. Symptoms vary from patient to patient.
- immune celfs + Symptoms of a relapse may disappear completely
(Lymphocytes) when the relapse is over, but some problems may

Fogiad (el 192 remain.
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f(Asad i) Ll 5193 Jue Al L How does Gilenya (Fingolimod) work?
8 el (5ad i) Ui o Jolill ) (fpddll LOA)) delid) OGN s 1P Gileya  81F  Efenced ondothelum « Immune cells (lymphocytes) that interact with
G 5 oS5l il 3l ) Jpadl (g g Lo il il 8 e st : o Gilenya become trapped in the lymph nodes,

which stops them from reaching the brain and
spinal cord, preventing them causing inflammation.

« This limits the nerve damage caused by MS.

« Gilenya also reduces some of the immune reactions
of your body.

) G ot o e (ymahocyes
P [SRIEACENEN
2l el ia g e pall) el G e Sy Va5 o
Al Al 30 s S (2 pud o) i B

Blood stream p Blood stream
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Jranliudl) o gag cilabial) Precautions and Contraindications
T b A 2 Please note:

» Please read the Patient Information Leaflet thoroughly before starting
treatment with Gilenya.

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

Please tell any doctor you see that you are taking Gilenya.

(2ol Ui pakidy 3 oy S8y g  lahad 255605 g o

la 3 5l (2500 s L sty 22lall ol S 5o g a5 ol ol 5 0
Jaall

(2salsnid) L 0 e 5 bl 3 2 .
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Jranliudl) o gag cilabial) Precautions and Contraindications

g g il (i pal jic Cardiac diseases and medication:
A Al (o o i 1Y e oLl o »  Inform your doctor if you have underlying cardiac conditions.

ol a6 L g e QS Y ke ] + Inform your doctor if you are taking medicines that are known to
T ) Y decrease heart rate.

Opportunistic infections risk:

»  Your doctor will monitor blood lymphocyte counts prior to start treatment
with Gilenya.

sl i g @ Liver function:
A S e e o 1l gl + Inform your doctor if you have liver problems.

o ) g gl e
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Jlariaal] i gag cllaliaN) Precautions and Contraindications
Sgas liaY) aud e (algled Q) e IV adl (e il e paile gl il 0 €5 Seizures is mentioned in the SmPC under undesirable effect section and not
o e poal) Al B 8Ly pm gt LY A" peall i e ) dl 2 sl 3 S5 5 i) under precautions and contraindications one. In the Saudi Label the following
SGrseal) a Ladla po A5 Ay pull Sl il (3 pal i) Ll Jlie pladl statement is mentioned on Seizure: "Cases of seizures, including status
epilepticus, have been reported with the use of Gilenya in clinical studies and in
e Dl Sy s g ) D e g gada ) gl M Y the post-marketing setting.
Sl gy deliall dafal 25algnid pailad (J 1k gl Lo dls jo (B 3sad iy 2 all o gyl calsdl o)) Human papilloma virus (HPV) infection, including papilloma, dysplasia, warts
e pull pand o) s o' paill i dlel jo e 2 gad saiss el e B () el p gl g am kil and HPV-related cancer, has been reported under treatment with fingolimod in
e 1 pulaal 185 (Ll pand ol i Ly 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, is recommended as per standard of care.
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Jranliudl) o gag cilabial) Precautions and Contradictions

- Jaall Pregnancy:
«  Gilenya must not be used in women who are pregnant or women of

Al Jilas s a2y Vg AadY) e a0 Jl sl clasl u) Ll Joliie cay o
Gy ottty Yy ool gt S S gl el (sl i S 8 o child-bearing potential who are not using effective contraception.

Jaall aid
Lo () ) SR ik il o i o) o 55 0 e 1Y e « If you are a woman of childbearing potential, you should be informed by
) ) FRTRAIEA your doctor about the serious risks to the fetus caused by Gilenya.
Jaally Lalid) Ay ) 58 Ay olide ) o f ool ey 58 ded edady) o 5050 C€TY o + Ifyou are a woman of child-bearing potential, you or your caregiver will

be provided with a Pregnancy-Specific Patient Reminder Card.
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g e el pliag i
(25a 52i8) Lidha gl Olad) 6 el 8 Before starting Gilenya treatm
aadl) cldae Screenings

» Before taking the first dose, you will have:
- Abaseline electrocardiogram (ECG) to assess the action of your heart
ol - Ablood pressure measurement
GRS B Al e (2 gad said) il il of oS Y st e 08 ol Gl ) ) e — - Liverfunction tests will be taken prior to treatment initiation as Gilenya can
A0 il cause abnormal results in liver function tests
- Blood lymphocyte counts will be performed prior to start treatment with Gilenya
» Your doctor may arrange an eye assessment before starting Gilenya as

b W ki J g1 e ol A3 g3
Bia U8 — Ll e gl ) (I Ay S s —

(25es ) Ll sl 30 ey 8 ) 5 il LD sl ) e —

PRTPURPS: [} X JRUPUALE PR CPU-J PR\ Y AP PRCE) Nt PN RS P - R £ I well as a follow-up eye assessment 3-4 months after starting treatment.
, o » For women of child-baring potential, a pregnancy test must be carried out
0 ey U8 Apdud) i) cpe clds Gon g Janl) JLER) )l o ) e 38 bl dudly o and negative results verified by your doctor before starting treatment.
fladl cliny (Dbiely AaY) jlad &8l 48] B o lall ey U8 sl (8 ppoal clmgni o) 2yl B » Your doctor will arrange magnetic resonance imaging (MRI) scans before
o5l awie Jaiiusd) you start treatment and during treatment to monitor the risk of progressive

multifocal leukoencephalopathy (PML).
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50 d(asadsnid) Lida (4 Taking Gilenya for the first time
scilebu T baal &8 4 Gy AT pse gl Bl iy Jina sy Slow heart rate or irregular heartbeat: 6-hour monitoring:
] i L ) h
33 sl gl Aal pll 8 ol sk o b o : « At the beginning of treatment, Gilenya causes * Your doctor will _a§k you to stay at
i I el oy S el o Jona slla (3 20l Ay v (ad i) L oty the heart rate to slow down. This may cause the surgery or clinic for six or more
el dad K Jaa o Gugan bl S ) Gy dizziness or lower your blood pressure. hours after taking the first dose so
B Al g Aula g JA & il 1) sl e eluds é;\ Y ol T (alissl Immediately inform your doctor if you experience that appropriate measures can be
uak (s m ; :m by g }f s :\;}}nﬂd:,. ‘ua\)::i ol on any symptoms such as dizziness, nausea, taken if side effects occur. In some
SR REAET g s B Ui R AT R vertigo, or palpitations, or if you feel circumstances, an overnight stay
N PESRTRT e B SRS ) uncomfortable after taking your first dose of may be required.
el % b A jal BN (2mlsaid) ik 0 500 e 2 Gilenya.
) [ . During the 6-hour monitoring
delu Sl bty ] and 0 * Your pulse and blood pressure
Ay o€ L o bl ja i checked every hour
byl 3 DA alud) - You_may be monitor_ed wi_th )
L e il e continuous ECG during this time
slgfilamy - wﬂx&. Ll * An ECG at the end of 6 hours
A
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While taking Gilenya

Treatment Interruption:
Call your doctor in case of treatment interruption:

« If you have stopped Gilenya for 1 day or more during the first 2 weeks of treatment, or for more than 7
days during weeks 3 and 4 of treatment, or if you have stopped Gilenya for more than 2 weeks after you
have been on treatment for at least 1 month, the initial effect on your heart rate may occur again. When
you restart your Gilenya therapy, your doctor may decide to monitor you with heart rate and blood
pressure measurements every hour, to run ECGs, and if needed, to monitor you overnight.

Visual symptoms:

« Gilenya may cause swelling at the back of the eye, a condition that is known as macular edema. Tell your
doctor if you experience any changes in your vision during and up to 2 months after stopping treatment.

« Your doctor may arrange an eye assessment before starting Gilenya and as required during treatment. A
follow-up eye assessment may be done 3-4 months after starting treatment.
Depression is a common undesirable effect of Gilenya
Anxiety is mentioned in the Saudi Label for pediatric patients; however, the pediatric dose is not registered in
Saudi
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While taking Gilenya

Infections:

Patient / Parent and Caregiver Guide

Because Gilenya affects the immune system, people taking Gilenya are more likely to
get infections. If you think you have any of the following, during and up to 2 months after
stopping treatment, call your doctor straight away:
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a headache accompanied by a stiff neck
sensitivity to light

fever

flu-like symptoms

nausea

rash

shingles and/or confusion or seizures (fits) (possible
symptoms of meningitis and/or encephalitis).
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While taking Gilenya

Worsening of MS symptoms:

Inform your doctor straight away if you believe your MS is getting worse or if you notice
any new symptoms, for example:

« changes in mood or behaviour « confusion,
* new or worsening weakness on one * memory lapses,
side of the body, « speech and communication difficulties.

« changes in vision,

These may be the symptoms of progressive multifocal leukoencephalopathy (PML) or of an
inflammatory reaction (known as immune reconstitution inflammatory syndrome or IRIS)
that can occur in patients with PML as Gilenya is removed from their body after they stop taking
it. Your doctor will arrange MRI scans during treatment to monitor the risk of PML.

Speak with your partner or caregivers and inform them about your treatment. Symptoms might
arise that you might not become aware of by yourself.
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Skin cancer:

Skin cancers have been reported in multiple sclerosis patients treated with Gilenya. 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 of skin tissue (e.g. unusual moles) with a change in color, shape or size
over time.

Liver function:

Some cases of acute liver failure requiring liver transplant and clinically significant liver injury
have been reported. After starting Gilenya, you will need a blood test at months 1, 3, 6, 9, and
12, and regularly thereafter while on treatment until 2 months after Gilenya discontinuation.
Inform your doctor if you notice:

« yellowing of your skin or the whites of your eyes, « tiredness,
« abnormally dark urine, « feeling less hungry than usual,
« pain on the right side of the stomach area, « unexplained nausea and vomiting.

These can be signs of liver injury.
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daall (dgad sad) a9 o2 While taking Gilenya
Jalgall g g caall el Alad s g Gtk Vg Jal g Oy 0 s (1 placil (g0 i) L ol p36 iy
el Pregnancy:

« Gilenyamust not be used in women who could become pregnant and are not
using effective contraception, or who are pregnant.
« Women of childbearing potential must:
— have pregnancy tests repeated at suitable intervals during
Gilenya treatment,
— receive regular counseling from a healthcare professional

O FY PR G S U P S

(ssabonid) i ol o3 o ke S8 o o) U S —
Jeall sl 5 88y eline Bl e ) o) e i 5 5 B —

(o 3 Al i = L : )
. "*#(J"Jw) uh;q.m o w‘_"’l.’ku dn facilitated by the Pregnancy-Specific Patient Reminder Card
g B3t Dy (25ad i) sk L5 ol ol 0 A oy i about the serious risks of Gilenya to the fetus,
el e (25edsoi) L‘”l“‘“““”“‘j' Lol Jfiad “"-‘“‘-‘C’l"‘" — use effective contraception whilst taking Gilenya, and in the 2
o gl sy el 3y Ol ol 8 (g gt 2geai) Jn gl il b e SU - months after you stop taking the treatment because of the
(25ad ) Lidin Slsicds 300 serious risks to the fetus caused by Gilenya,

— immediately report to your doctor any (intended or unintended)
pregnancy during treatment and for 2 months following
discontinuation of treatment with Gilenya.
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Jll) o ) Pediatric patients
Lo o daayl Liad Jaly) ) e (el Py clblgial JS ok ‘;, Lo :::ZZZ?tiT,(:,t-e: All adult precautions and contraindications apply also for pediatric patients.
i clles Screenings
‘ 3 3 . ) . B ¢ For pediatric patients, in addition to the screenings listed on page 8 their doctor will also
b U L a8 dagydl) (A A sl el ) R (JABY el ) Ay assess:
ol dsall - s - pdidls - — Height and weight — Puberty status — Vaccination status

el % Baal 481 ) @ 6-hour monitoring
10 ol pale v Yo G e pall ) A Lave (@Blaa Ui ) el T aad 4 0 ol ol Ll ‘J‘t\” L{:J"‘“_A ‘:i‘ : « For pediatric patients, 6-hour monitoring (or similar precautions) will also be taken when
LeaspBaalss e

the dose is increased from 0.25 mg to 0.5 mg once daily.

el s gl g ey
a3 (301 Al pall [l IS 13 (2 s snd) Ui sl 3l gnaad QLYY oyl 5 G5 YT 0 S 0 g3V
A o sl (o 48 ¢l el (e lay e

Depression and anxiety during treatment:

« Both depression and anxiety have been reported in pediatric patients treated with
Gilenya. If the child/adolescent in your care is experiencing symptoms, talk to their doctor.
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Further information and questions

« For more information about MS and Gilenya, please see

» Please read the package insert for more detailed information about the
appropriate use of Gilenya.

« Please speak to your doctor if you have any questions about the
information in this guide.
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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
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Or by online: https://report.novartis.com/
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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