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MS is a long-term condition that affects the central nervous system (CNS),
comprised of the brain and spinal cord. In MS, inflammation destroys the
protective sheath (called myelin) around the nerves in the CNS and stops
the nerves from working properly. This is called demyelination.

Relapsing-remitting MS is characterised 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 Nerve cell

Myelin - Lymphocytes (immune
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It is not fully understood how therapy works in MS.

Olyma helps to protect against attacks on the CNS by the immune system
by reducing the ability of some white blood cells (lymphocytes) to move
freely within the body and by stopping them from reaching the brain and
spinal cord. This limits nerve damage caused by MS. Olyma also reduces
some of the immune reactions of your body.

S1P
receptors
Tcells
(lymphocytes)

Enhanced
endothelium barrier

Lymph node
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(fingolimod) should not be used in patients with specific cardiac
diseases, and is not recommended in patients who are also taking medicines
that are known to decrease heart rate.

o) must not be used in women who are pregnant and women of child-bear-
ing potential (including female adolescents) not using effective contraception.

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.

Similar precautions will be taken if their dose is increased from
0.25 mg to 0.5 mg once daily.
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All women of child-bearing potential (including female adolescents) will be
provided with a Pregnancy-Specific Patient Reminder Card.

Please read the Patient Information Leaflet thoroughly before
starting treatment with o

Please inform your doctor if you or a family member have a history of epilepsy.

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

Please tell any doctor you see that you are taking
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symptoms such as dizziness, nausea, vertigo, or palpitations or feel uncomforta-

ble after taking the first dose of Olyma, please immediately inform your doctor. Pz o5addl ol i) Olaas sl ols s Okaslly
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= A baseline electrocardiogram (ECG) to assess the action of your heart
= A blood pressure measurement lal) blas et b, cdall ladass
el ais Geld w
Pediatric patients will also be weighed and measured, and will undergo a
physical development assessment. S il O saasegen 9 ¢« JbYI (b po elid g ()9 Ll eligen
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= Your pulse and blood pressure checked every hour
- You may be monitored with a continuous ECG during this time
= An ECG at the end of 6 hours

Call your doctor in case of treatment interruption. If you have stopped Olyma 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 Olyma 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 Olyma 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.

SA-OLM-RMM-v1.0- April 2024-Patient Reminder Card-Eng
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00O - Because Olyma affects the immune system, you 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: a
headache accompanied by a stiff neck, sensitivity to light, fever,
flu-like symptoms, nausea, rash, shingles and/or confusion or
seizures

If you believe your MS is getting worse (e.g. weakness or visual changes) or
if you notice any new symptoms, talk to your doctor as soon as
possible. These may be the symptoms of a rare brain disorder
called progressive multifocal leukoencephalopathy (PML), which is
cased by an infection.

SA-OLM-RMM-v1.0- 15 Nov 2023-Patient Reminder Card-Eng

2 saxl oniid HlEc alasisin £
Ao ye AST ) 0550 Loy e Ll Slendl e 352 Laglsl Hlae o |plas 15 5asl)
s e ) Jaad A8 IS (s Lee ST bliae il (53 S 13) LS 9aally Lobio 3
@1 (3 £ lrsb gmanl g luall 1 gall e chadar Juasl czdall a3 g5
91/ 9 dubaiall baall sl zrabs ¢ OLasl ol 35 glsYl duid (o) el cs gaall dranluassd!
(8 2l ©Lgi0.0bsl o L3I

312 gl Jia( I gan 315 30 bl suaiall guasll cabatll g2 50 OF 555 S 13)]
0555 Lanyd ) 9all o oy ol Bputzr ool el (6l cdaxY 13] ol Jonadl (§ ol
sudats sdelanll & Lol Ml (o § Loddl oy 536 5 50 515e] (0
LY e i Gy )8 B (L34

rEstily

SA-OLM-RMM-v1.0- 15 April 2024-Patient Reminder Card-Ara



1920 cpdll suaiall Cliatll (i po S Aol O s Lo e £ YN 3 - Alall (a
Baler wde I Gl 3ol pell/Jakall of clas 13] 55all e cudall 3T - Ladsl 23le
Ogad (B kil Y A gre Sl 5 ol 1y of, (42339 dnad e, Jladl Jpews (e)

Bl (5 @l 35 ol L 5ue 903 Al Ol yus (21 56T Jodid U3 gl
L3 901 59 0 ao el 9l JSCad) 910 g1 (B s ae (Ba5ladl e ololad] o) Mand!

Jﬁ@b)ul@;@\&bdl‘:;mlMl@ﬂb&x&t}b}]l&-_uS.‘\é\s:J:._s
2 pamd ) ile ) o g1 301 5all [ Jadall z bz Ly 4 5u0 8508 BS dilolg
wwwgﬁé@@md&«ug&dﬁ;c)&ﬂ‘;uTY 93919 o) eadl B
JlW\w@&JOA\)AJ|/JAM|Q|MIG.>>’ b‘)ﬁﬁuu.lﬁ”&bl Mgluﬁy.\u
muﬁwlﬂwlz.llue‘dl‘gcwda)&cd&uu@nbdy‘g‘wlual.ugl.xlpﬁ
ulus.u ))MJl).J.;gchuLuaJLgl.)Luuﬂuodsl&j:db)Mb‘g_,oubcb.\aaﬂ
Llol Je wldle aia o5

SA-OLM-RMM-v1.0- 15 April 2024-Patient Reminder Card-Ara

S

t HIN a 0O

O O - Skin cancers have been reported in multiple sclerosis patients
treated with Olyma. 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.

O O - Some cases of acute liver failure requiring liver transplant and
dlinically significant liver injury have been reported. The child/adolescent in your care
will need a blood test at months 1, 3, 6, 9, and 12 during Olyma therapy and
regularly thereafter until 2 months after Olyma discontinuation. Inform their doctor
immediately if you notice the child/adolescent has yellowing of their skin or the
whites of their eyes, abnormally dark urine, pain on the right side of the stomach
area, tiredness, feeling less hungry than usual or unexplained nausea and vomiting as
these can be signs of liver injury.

000000000000000000000000000
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— Women of child-bearing potential (including female adolescents)
must have pregnancy tests repeated at suitable intervals during Olyma treatment.

You should receive regular counseling from a healthcare professional facilitated by
the Pregnancy-Specific Patient Reminder Card about the serious risks of Olyma
to the fetus.

You must use effective contraception whilst taking Olyma, and in the 2 months
after you stop taking the treatment because of Olyma serious risks to the fetus.

Immediately report to your doctor any (intended or unintended)
pregnancy during and for 2 months following discontinuation of
treatment with Olyma.
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A9 UM 45,01 (B O yansS Sb Sliede £ oy WU L duaid) Ao gl sy B a3 S L T N that is known as macular edema. Tell your doctor about any changes in your vision
S B (ye o e during and up to 2 months after stopping treatment.

oono OO0O00 -Both conditions have been reported in pediatric
patients treated with Olyma. Talk to your doctor if you are experiencing
symptoms.
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1' ’ will decide whether and how you need to be monitored after stopping Olyma.

auilaall 8pinill sle e M clx,l Slaglaoll (oo 03a) for further informations please read the PIL (patient information leaflet)



Call for Reporting: £

The treating healthcare physicians are advised to report the adverse events in b sl I & SLY) AUl G dpludl Slaal) e E3LYL Cuadleal Laall dle ) ekl moal)
accordance with the national spontaneous reporting system. Med City Pharma, i i o150 1 Ayt gina
Pharmacovigilance: sl Ll aud
Phone: 00996920003288 00997920003288 il
Mobile: 00966533314875 :
00966533314875 :J sl
Fax: 00966126358138 N f;\
Email: pharmacovigilance-KSA@Axantia.com - . LT
National Pharmacovigilance Center pharmacovigilance-KSA@axantia.com
(NPC) (SFDA): & sall Taagll ida gll S 5l

. (;\)ﬂ\} o122l dalal) 4.\,)@\) (NPC)
npc.drug@sfda.gov.sa ;s 1Y) x )
https://ade.sfda.gov.sa : s Sy & sall

call Center:19999
E-mail: npc.drug@sfda.gov.sa
Website: https://ade.sfda.gov.sa

Should you have any questions, please do not hesitate to contact us.
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