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Before starting Fingolimod treatment

Gilenya (fingolimod) is contraindicated in pregnant 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 Gilenya Patient Guide Leaflet provided by your doctor.
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While you are taking Fingolimod

While on treatment women must not become pregnant.
Patients must use effective contraception while taking Gilenya.

Women must not become pregnant during treatment and for 2 months after
discontinuing treatment.

Pregnancy tests must be repeated at suitable intervals

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

If you become pregnant or if you want to become pregnant please discuss
this with your doctor because Gilenya treatment must be discontinued.



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 Gilenya to the fetus and will provide an evaluation of the
potential outcome.

An ultrasonography examination should be performed, and Gilenya treatment
will be discontinued

Your doctor will encourage you to enroll in the Gilenya Pregnancy Registry:
https://www.gilenyapregnancyregistry.com/

The purpose of this registry is to monitor the outcomes of pregnancy in women
exposed to Gilenya during pregnancy.
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2goUJgil6 olaANiwl Wb Ay After stopping Fingolimod treatment
T . . T PO Inform your doctor immediately if you believe your MS is getting worse (e.g.
a=iiul Jio) Iz ) 3a=ioll unzl uln \Gie) 1A N . . . .
J&C‘JIU%O) 3;”93'2;:5: N lej"i T li'Ijl i(l. UQJI'O V'Ul TU@QIJJL% ?‘Hﬁ.\‘\ @ weakness or visual changes) or if you notice any new symptoms after stopping
) e 10RRRE F9TIUAR 9O LSS 9 ’ treatment with Gilenya due to pregnancy.

Jeollodeelhydnildoadi v biia
. P . T D AT Effective contraception is needed for 2 months after stopping Gilenya treatment
A ihalec sle)a=igabsroldllzol |&o Swgol 1G4y because of the length of time it takes for Gilenya to leave the body.
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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

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

Saudi Food and Drug Authority National Pharmacovigilance Center
Unified Contact Center: 19999

Fax: +966112057662
Email: npc.drug@sfda.gov.sa
Or by online: https:/ade.sfda.gov.sa

GILENYA s a registered trademark of Novartis AG.

melitus e particularly
E\\(:nmmmnq oray shaut s considrs el o
mer

recommended 310 4 monihs.
] et s it vl o b alalebefore i of reament wi Gleny
shouk b dicontued i spifcant ey iy  reversie encephalopatny s iscontinue Gi
netalzua o rfunomice o ya due 1 the long Pal i of ntaz ide ilaing Uesment i Gllenya fe sl
) and aer caneo eopss nckdng mabnapt moaroma, syaous ol crcnoma, Kapos's sacoma i Mer
n nia i of malignant skin gr
a1 csesoih eneous i nature, main
ben ported ncincl s ardr e o makeing seting okt
oo, Disconinuaon ofGlnya s bo o consi 50 g
of Glenya. These o cservd wt ks :ww'mu\»u\a D i some
patients souk be mont ared o7 s and appropriat en Snouk e e s reur
plass s warranted. As it S meeEions, S o \u/ umxm ih
ook i polot OYPAG) cors houd beusod wihcuton unnrumuam admistation
nu\nwuzr,(bv s and chronic obsiruciive pumor s nfecton an
consdored i o eaimont nkaton vin wpm taking o scount vaosnaon ecommendatns.Cand
e o rpradiciv poe il Prognancy: hie o eaen, s s o
shw\dnnmmsmpmﬂ taking into account the indvidual b
po

Ces were defne olowing convention imon (21/1
1 vala, data). Very cormon (10%) nflenz, snuss, eadach -Aw\ mamw
ymphopena, leucopenia, Depression,dizziness, mgraine,isin blurred, brady

5 Uncommon (301 1o <1%) Preumena,alghant meianoma

)
ropored 5% nﬂmqw s paters and 0% of mm.mn nnn fa st palns) R
nvers Progressive mulifo

ange
L, Hs (g uding
KT Lo nhwwnﬂ uum thesix hwrnhser.wm per \niuuvlmns o
ss ol an mmm s
m.wm ivabradine or cigorin) i notrecommended. QLamm\\smquwedmrwmcumumlu‘ it
pig Gllenya riment. ¢Caution ng herapy from crugs
ooy Tats e Gy Fe o 10 2 s et Sopgos G

otaiog o

caion should be done with

‘thu\-dlé.uu,dhl‘,‘gJIS.«J‘A*\J\auAVﬁ\@ILp&)\HIMA
g sal) Al psd - A gl - (5 b i Sy

AvaIYE VA el 30

CLRTTN YIOAY e il

CATIN YTOAY LY Sl

adverse.events@novartis.com :Jsas¥!
http://report.novartis.com/ : < Y1 G sk e Sl

+ ol gdl) BRAN gl 38 sal e gall g ¢l daladl Aiggh)
19499 12 gal) JuaiV) S 5e

ATV ovATY sl
npc.drug@sfda.gov.sa !
https://ade.sfda.gov.sa/: < iy Gk oe 5l
i s s £k Liskr

St S 3855 danls 3

pate
‘,mphumn m.mmqawuam e

count niidal bl ad ik 4o
i e

macular hjaym s, Nerop ut
ro (001 to %) Eymonor
T plc

e
uppresshe therapes (nlod cortcoser .04 o Up o2 orins aer
acing imnue flectsuch s alzuma erfuramide o ol m

i by substance that infibit CYP3

sk ofGevping maciar edema A ophthani exaninton
vithin
symploms of hepal

dysfunction duri
cld. oCauon e r.qwm when <.\u1rmnq patens
ed uiess the lea

m i
A\Iumnmxmwhunrenur\mmmﬂrn , cang Glerya Ppncm:skmpﬂmwmcn

d agans xpout o suigh bt
cell h,‘mphnm'} (mycosi
iaingsting n ml
ever mcum,mmm
er v\l—m/a e ozl

espiratory disease,
mainine ot mam-w\g ,x—mn; Vaccnaion aganst APV
andardofcre,Prognaney, atation,
o

on
Ao, w\mlus‘M \qn Annnlgn zsmrm 2, W
cluding sialus

neling
e
wlv?wmm et i G
amilor diiazem)

comendad with e atenisted

) NOVARTIS



