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Introducing I-SECURE
Your Doctor intends to prescribe Revlimid® for you.

Revlimid® (the trade name for lenalidomide) is a structural analogue to Thalidomide.
Thalidomide is a known teratogen that causes severe life-threatening human birth
defects. If Revlimid is taken during pregnancy it may cause birth defects or death to
anunborn baby.

To avoid fetal exposure, Revlimid® is available only under a special distribution
program called i-SECURE.

The i-SECURE program is designed to ensure that Revlimid® therapy is always
prescribed and taken in the recommended way.

Key features of the program:

*  Onlyphysicians registered with i-SECURE can prescribe Revlimid®

*  Only pharmacists/pharmacies registered with i-SECURE can dispense
Revlimid®

*  Only patients who have been formally enrolled in the i-SECURE program
can receive Revlimid®

To enroll, patients must sign a “Revlimid® Treatment Initiation Form” and agree to
fully comply with all requirements of the i-SECURE program.

IMPORTANT TO REMEMBER:

Revlimid® may cause birth defects or death to unborn babies.
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Special I-SECURE Requirements for Females who are Able to
Become Pregnant

Include:
o Femalesyoungerthan 50 years
0 Females that are not naturally postmenopausal for at least two years
o Femalesthathave nothadahysterectomy

Important: do NOTbecome pregnant:

During the four weeks before starting Revlimid® treatment

While taking Revlimid®

During any interruption in Revlimid® treatment

During the four-week period following the conclusion of your Revlimid®
treatment

Before starting treatment:

1. You must sign a “Revlimid® Treatment Initiation Form”, agreeing not to
become pregnant while taking Revlimid® and following all requirements
withini-SECURE

2. You must use two reliable methods of birth control (contraception) at the
same time 4 weeks before starting Revlimid® treatment. Refer below
for examples of suitable methods of contraception:

o Highly effective methods
- Intra Uterine Device (IUD)

- Hormonal (hormonalimplants, levonorgestrel-releasing intrauter-
ine system (IUS), medroxyprogesterone acetate depotinjections,
ovulation inhibitory progesterone-only pills e.g. desogestrel)

- Tuballigation
- Partner’s vasectomy

/ /
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o Effective methods

- Malecondom
- Diaphragm
- Cervical cap

Contraceptive methods must include: At least 1 highly effective method AND 1 additional
effective barrier method used at the same time.

3. Youmust have a medically supervised pregnancy test done during your
consultation with the doctor, when Revlimid®is prescribed, orinthe 3
days priortothe visittothe doctoronce you had been using effective
contraception for at least 4 weeks. The test should ensure that you are
not pregnant when you start treatment with Revlimid®

4. You must agree to not breastfeed or donate blood

5. You must agree to never share your Revlimid® capsules

6. You must agree to return unused Revlimid® capsules to your pharmacist

During treatment and dose interruptions:

1. Youmustcontinue touse two reliable methods of birth control (contra-
ception) at the same time during treatment and during any interruption
in Revlimid® treatment

2. Youmust also undergo regular medically supervised pregnancy tests
every four weeks during treatment

3. Youmust not breastfeed or donate blood

4. Never share your Revlimid® capsules

Note: If you miss a period, experience any abnormality in menstrual bleeding,
become pregnant or have sexual intercourse without using an effective means of
birth control (contraception):

»  Stop Revlimid® immediately
*  Tellyourdoctor
* Haveapregnancy test
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For four weeks after treatment:

1. You must continue to use two reliable methods of birth control (contra-
ception) at the same time

2. Youmust not breastfeed or donate blood

3. Never share your Revlimid® capsules

4. Return unused Revlimid® capsules to your pharmacist

5. You must undergo a medically supervised pregnancy test 4 weeks after
discontinuation of Revlimid® therapy

Note: If you miss a period, experience any abnormality in menstrual bleeding,
become pregnant or have sexual intercourse without using an effective means of

birth control (contraception):

* Tellyourdoctor
* Haveapregnancy test

i-SECURE Requirements for Females who are NOT Able to Become
Pregnant

Include:

Femaleswho do notmeetthe below definition of Female
NOT of childbearing potential should be classified as
Females of childbearing potential (FCBP).

0o Females=50yearsoldandnaturallyamenorrheicfor=2years

* Amenorrhea following cancer therapy does not rule out
childbearing potential

0 Females that have premature ovarian failure confirmed by a
gynecologist

o Females with bilateral salpingo-oophorectomy or hysterectomy
0 Females with XY genotype, Turner's syndrome or uterine agenesis

/ /
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Before starting treatment:

1. You must sign a “Revlimid® Treatment Initiation Form”, indicating that
you are not pregnantand do nothave the ability to have children and
will follow all requirements withini-SECURE

2. You must agree to not donate blood

3. Youmust agree to never share your Revlimid® capsules

4. You must agree to return unused Revlimid® capsules to your pharmacist

During treatmentand during dose interruptions:

1. Youmust not donate blood
2. Nevershare your Revlimid® capsules

For four weeks after treatment:

1. Youmust not donate blood
2. Return unused Revlimid® capsules to your pharmacist

I-SECURE Requirements for Male Patients
Before starting treatment:

1. Revlimid® is present in semen. You must sign a “Revlimid® Treatment
Initiation Form”, agreeing to use acondom EVERY TIME you have sexual
intercourse with a woman who either is or can become pregnant (even
if you have had a successful vasectomy) and will follow all requirements
withini-SECURE including the following:

0 Youmustagree to not donate blood, sperm or semen
o Youmustagree to never share your Revlimid® capsules

0 You mustagree to return unused Revlimid® capsules to your
pharmacist
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During treatmentand during dose interruptions:

1 Youmust use acondom EVERY TIME you have sexual intercourse with
awomanwhoeitherisorcanbecome pregnant(evenifyouhave had
asuccessfulvasectomy)

2. You must tell your doctor if you have sexual intercourse with a woman
withoutusing acondom, orifyouthink foranyreasonthatyour part-
ner may be pregnant

3. You must not donate blood, sperm or semen

4. Never share your Revlimid® capsules

For four weeks after treatment:

1. Youmustcontinue to use acondom EVERY TIME you have sexual
intercourse with a woman who either is or can become pregnant (even
if you have had a successful vasectomy)

2. You must tell your doctor if you have sexual intercourse with a woman
withoutusing acondom, orifyouthink forany reasonthatyour
partner may be pregnant

. You must not donate blood, sperm or semen

. Never share your Revlimid® capsules

. Return unused Revlimid® capsules to your pharmacist

o bhw

Special Warnings and Precautions

Low white blood cells (neutropenia) and low platelets (thrombocytopenia).

Revlimid® causes low white blood cells and low platelets in most patients. You
may need a blood transfusion or certain medicines if your blood counts drop too
low. If you are being treated for del 5q myelodysplastic syndromes (MDS) your
blood counts should be checked weekly during the first8 weeks oftreatmentwith
Revlimid®, and at least monthly thereafter. If you are being treated for multiple
myeloma, your blood counts should be checked every 2 weeks for the first 12
weeks and then at least monthly thereafter.
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A higher chance for blood clots in your veins and lungs.

Callyourhealthcare providerorgetmedical helprightawayifyougetany of
these signs or symptoms:

a. shortness of breath

b.chestpain

c.armorleg swelling

Possible side effects of Revlimid®

Revlimid® may cause serious side effects.

Serious skin reactions. Serious skin reactions can happen with Revlimid® and
may cause death. Call your healthcare provider right away if you have any skin
reaction while taking Revlimid®.

Tumor lysis syndrome. Metabolic complications that can occur during treatment of
cancer and sometimes even without treatment. These complications are caused
by the breakdown products of dying cancer cells and may include the follow-

ing: changes to blood chemistry, high potassium, phosphorus, uric acid, and low
calcium consequently leading to changes in kidney function, heart beat, seizures,
and sometimes death.

Common side effects of Revlimid® are:
diarrhea
itching
rash
tiredness

These are not all the possible side effects of Revlimid®. Tell your healthcare
provideraboutany side effectthatbothersyouorthatdoesnotgoaway
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Howshould you take Revlimid®?

TakeRevlimid®exactly as prescribed andfollow allthe instructions ofthei-
SECURE program.

Swallow Revlimid®capsules whole with water once aday. Do notbreak, chew, or
open your capsules

Do not open the Revlimid®capsules or handle them any more than needed. If you
touchabroken Revlimid®capsule orthe medicineinthe capsule, washthe area of
your body with soap and water

Ifyoumissadose of Revlimid®andithas beenlessthan 12 hours since your
regulartime, takeitas soon asyouremember.Ifithas been morethan 12 hours,
justskip yourmissed dose. Do nottake 2 doses atthe sametime

Ifyou take too much Revlimid®oroverdose, call your healthcare provider or poi-
son control centerright away

WanttoKnowMore?

*  Formore information about Revlimid®and/or the i-SECURE program:
o Speakwithyourdoctor

0 Call Salehiya at: Ph. Mohammed Wagas -
Pharmacovigilance Representative -
Salehiya Trading Establishment - E-Mail :
m.wagas@salehiya.com - PO Box 991, Riyadh
11421- - Kingdom of Saudi Arabia -
Tel #+966 1 1464 6955 Ext 362
Fax #+966 1 1463 4362 - Mobile #+966 591211197

RMP-REV-PBe-KSA-V.2.1-DEC15



A

oaa yall s i-SECURE

{Lenalidomide) Revlimid®

i~SECURE ,geSciss 1
Revlimid® (Lenalidomide)




A

oA S i-SECURE

{Lenalidomide) Revlimid®

ligasdl
H Jed) e wlpsladl glail) i-SECURE wlillasa
1 Jad) e wlysladf e gbaild i-SECURE wlilbhio
v 165l ysinyald i—=SECURE wlillaza
A alisnwl alblasly o it
q Revlimid® gilet dlasod duild) ¥
). Revlimid® ish of e auS

) Sesloglell o sl e Jouadl B oty




j .

/ ~
ool Loss i-SECURE

{Lenalidomide) Revlimid®

{i-SECURE * 9 Ssw 51" e

Revlimid® e oy ui Slenln $9
boga il Lo S u.mm (“saga It T )Lonslf @ ui¥T) Revlimid®
Bt 23gS bals dZals Lgc wiw Thalidomide slogauttits Thalidomide

i of ASALs Ggae U0 adgy ad Jadl 55b JMs & Revlimid® Jolis JL> a6
o3 nug

0ols 25583 galip amis Tadis yhgs0 ReVIMId® dasild puidl jay s salasd
S gl e

ool JS S alglisg Revlimid® camg glosnt @aas ‘)9S sl” malip

-

AT sl ¥ gLyl lisolso
Revlimid® cong ‘q.g.l G dass e S 6! by b ool sLb¥ o
G Jadd 9 S o1 gabiy B oglossdl Al /Al alidaoall o
Reviimid® ., cg1/Lg]
Revlimid® Jgbs <gt 6"" S 6’ by ‘,9 Lu-d-w) SYY SV { UV {

ddaawlgs g3les B0l bylaial” guds oyl e galisdl 1is B Jussail]
S9eSs l” galips bagydsd JolS JS Gy JLizo¥l Lo daslglls “Reviimid®

S AT

ot 5ot Blig ¥l of drals UGaue ReVIMIA® i o




j .

/ ~
ool Loss i-SECURE

{Lenalidomide) Revlimid®

LRI e il yaladf lawaild “)9uSin 517 ol y Jog pb
et 0

) Sf)mo.owmiiggagl_\.\do
J8¥1 e grale 830 Soads S S puldl pow any pa Ly @ glons o
>l Jhniiwl dllael peinse of sl o

gLob s X :4-3.3-0 abkh>Mao
Revlimid® sy Jod do)¥1 gl 35 6o
Revlimid® Jobis S b o
Revlimid® z3Le & gllaail 6! s pe
Revlimid® dlaswigs z3lell oo slgi¥l any dnyXI &._.mel S be

el el Jud
e dasdlglls “Revimid® ddasulgs rilelly ,0ldl 8yloinwl” Sle zoborll clilc o
C_AL.,_. sUof B dungall A8LS bng il gLl Revlimid® Jalis aie Jadf 5.1La.n
&t w_.jg_.g otilig i cdgll b plasiind clile LaS o0 S sl
FIEONINER| Revlimid® dta gy Z3lelL, ol Jub &u'—wl 4.7.9’ 8l cllsg  Jod
:dbgdgo Ja> gia Jilawg e
ddleall ddle Jodi gia Jilaug o
(IUD) oyl oLl -
Jlcslygigaslll 53l GLIag o sl Sisargl g)l) aliargdl -
ug,t.\.u}g).v G uLu_w’ ug,u_m_vngﬁ d—mSg)A.-.l 4.'_)_74.4 U'D (IUS)
(s gt e Al dlatie
wgdlall olgid bay, -
clpdadl aie Sl 8lib glad -

A5 al Jodl gie Jilavy o




j .

/ ~
ool Loss i-SECURE

{Lenalidomide) Revlimid®

SrSAN Blall -
e
> Gicglhhe -

Losie ool By Lbiianl e ko Bl o ol jLas¥ ol clile o
Lo il a)L’_) Jd Lo a3 ‘aL.Xi S A o U Revlimid® caiungs
ASg.n U‘ ——d JﬁX' u'L° &uh.u, AJ_DX AJL'J J.a.v- &\.A dJ.u.ug u-«.aA_s._u.u.n
Revlimid® diawigy Ziedl el Losie Jobs pii el bl pasall
ol g5all of delundl pae Lo dabdlgll clile o
o> ga 100 Revlimid® wig> S, Lie pae Lo dadlgll clile o

Armall ) dassizwll pe Reviimid® wgus salef Lo dablglf clole o

wale,df delblaog pAledl JIs 2
Jodl il iidgigo piiliwg auds oyl b plasiawl Byl et clle )
-Revlimid® dsetola s aicy Filedl JMs
b doy IS b Gl e Aol fodf LY goundf clile T
Dl s
L gyl of delunydl pae clule ¥
u.vﬁi &0 ‘:.vi ReV"mid‘bgg.p as,liiie paL £

Jl_s‘_,egl Giglall py B ol sl 6‘)'—;9' 9| A5 ygls Byga «_ug.a_oJLsue A Mo
[alles J.q_v- &..4 AJ.Q.\:S 'ai.a_’._ua.ﬂ 0992 (=R A.H.u.‘_'” M)LL" 9‘ J.q_'“

s94dl e Revlimid® alayf sy o

Jodl )LasX egundf iy o

et aey gobal deyf 5t
ot @il pibgigo riliag i el b plasil B olreiw¥l clile
ol grall of delan Jf pae clile o




j .

/ ~
ool Loss i-SECURE

{Lenalidomide) Revlimid®

o> g 15 Revlimid® Lug> dS)Lbva pre ooy o

ghamall JIf dossudl e Revlimid® cig> aalef oy

el e ey gl £ ol Gl w3 Jodf LasX gendf clile o
Revlimid® ata iy,

J> ‘_,9 9’ Siabll XN «_J).h_\a' s5’ Sl 9' 4.'_).6;» 8,93 gl Jls ‘_,9 als Mo
Al s J.4_> &io dlisg Ph_»_._ml 093 00 dcwidd u)l_v_ll 9‘ J.q_'”

SLEYS Ao Ol paladl e planil] g Sns 17 ol Jogs
et 0

JSi A5 gl 890l gie cule ey 39-6 Lag u-«_m.q_ll o= P slauidl e
;15'9 oole 831 u_i.\...b
J.a;Li&mMXOLbﬁ;\AJ'M;Mﬁ' u.o.b." &Lh_a_p’ °
u;ha;hhhhbucéjgai)immmuul_uu;igﬂl ;hu.Jl .
oLl
‘q})." 29->9 Pla.i.'ﬂg s95 AayMiag XY g...ge i & slawidl e

b ol S8
5L go “Revlimid®alaslgs z3ells 8 il )lasasl” Lo gudadl clile )
dangy a1l A8LS Togydiall gLl laning LEXT Lo 8)sL6 siy J_Ql_» JPSIE

Pl gl pae e dadlall clile . TS sl alip o]
o> go 1T Revlimid® is)Liue pae Lo dadlgll clide ¥
Samall I dossadl ye Revlimid® g salef e dadlgll clile .§




j .

/ ~
ool Loss i-SECURE

{Lenalidomide) Revlimid®

wole,df debhldag CXLL" Js 2

T A RE R &:.'L_wi &..Ls)i sl
‘,J.A_.!_\A_" u";‘ Aoasiaalf s Revlimid® g B.YLF.! o T

Jlor € jguSmns 517 ol Jog i

gdlelly sadl o
Bylatwl” Lo gudgall clile . soill Jilall b 3¢ Revlimid® of b3 ol clidle o
JS 555 g plasid e daidlelly “Reviimid® adaswlgs z3lelly &yl
i of GEog) LLAXT L Le 8yslE of Jol> blyof go dusnid) A8Me @05 Bya
6’ C—QL')-' Jag,t.u &L\.J «J.\.ch (Aa}b u_uU alis &b& d.uJ.q.iJ Ceeaa s a8
NG ‘_,e L: u|5«)9..5.._m
goilf Jilalt of podls g5l pae e dadlgll
u—',)—"’ &o |.\.n' ReV||m|d®u9.._> as)liue pac u.Lc ddaélgll e
amall I dossawdl e Reviimid® wigus salef Lo dadlgdl o

wole, 4 deblaog pilell J)s b
8308 of Jol- 80 g diasir dBMe daldf aie §,S5 lg plasuinl clile )
(wbgfl’bu&hémmua&ﬂuag)u&x‘#
plasil 993 0 Bl 0l 2o dssix de dald] Jb> b Lol @3] clyle
Mok 5955 28 LSy o LS o ¥ u—h-'J'-nﬁs‘«s.»S-*a's
ol JSludl of paIl €500 pae el e ¥
s ae 150 Revlimid® cgus dS)Lie pat iy £




Vo~

oadl i S I-SECURE

{Lenalidomide) Revlimid®

ol ey polanl dayl 33l

8yoL3 gl Joalo- 810l g disais d8Me dalB) aic 5,3 Glg plasiwl elide )
lassls ) nu&hjmmuwsﬂgﬂg}uu-mgh

alg FIMI ,_,g.tg.onb..ul ‘l_.ast....a.m.:- diMe JIJ-JM F_Jl.bl e F
’ Mals 5955 a8 LS of L,tsu....usx an.-JL:-,_,ogl._;,S:

59‘-‘-” Sl gF padls &,i....” pac clle X

o>l g I3, Revlimid® wgw> 45,Liue piL

Fassadl JI dassaandl i REVIMIO® Gyus dile) dlule .0

E\.él.ij.’i..w‘ QLbLQ.:Jg Q'ﬁ.&.“&

Dol pilinall sac yalasuly (¥aell gadi) sl padl LIS sac polisl

C.vl.a_\a." EEWS uO L\aLaa..Jg ;L\A.u." P.\." Lﬂb- ERWS uO |_\a|.aa..'| Revlimid® CN.Q [EPYTY)

oaasdl 13 4.;9:2' oy Jolis 9‘ el Jas Sl CL‘$ aad u_ua).U o st dygond
(MDS) 5921 pswiall JLs- aojdie o grlless cuiS 13 Sl Lslasal e padl Ja.i.o
Revlimid® o z3all o LJo¥1 duileil) goluw) S |...=9.._w| pall Lass )% o

el ool o glless wuiS 1) Lo b S 850 alif paill $r% 0l ey LIS aeig
AJJJ B A7) u.,gX'J-u.c d.uL.." u.'l_wXI J)Lv- u-t.cg.._wl JS P.AJJ |_\4_>£ 6)—$‘ U‘ u.».d paesll

g JS o,.oAJJ'MI&}JM

o Vg Bayg¥l B patf wollald (nreil bygda s Bol;
of wlodedl o by i 13) g dudadl Baclunll cllay pods ol of el Juads of can
AL o lgn

,.u.a.\.-J“,ed.-_m J
Glasd! 9' &l AJluepjg.» C




A

oAl S i-SECURE

{Lenalidomide) Revlimid®

Revlimid® gilet dlosodl dusld) LX)
Bpdas dols BT Revlimid® o z)edl wasy o8

Revlimid® o g3ledl dovuis dydas duals J2d agay dand of oS¢ bpdas dunls J26 395,
BLagdl J] 5355 adg

leguns Bis s b dyals Jod 83 ol el cias 15] )il Sle clonday Juals of casd

) ) Revlimid® g3Ls!

Bty ooyl yore g3ke elisl @il of g il dpsa ¥l slicliall pedf Sl dojdlio
by dnll dillo el LM abiySo el com aliclnlf oda gy .2ike g9 Joad
ks Lo Jraiss

Jiea gty «clyygull passg sodswgdlly pyrsslignll Lo las,) padl lasS b ol
239 g Bigamg ol ey S iy b s ) ML 535 e pgran LI
b paey S Blagdl Ll by

;o Revlimid © £3et delil dosld ,6¥
Jlgaw¥l
asdfe

PNEIFFIN/D
h\.ﬂ.’i—" °

T $ e s s of s RevIimid® g3led dlassf dpsld! X1 ms cos oiag
boll 2o Jois ¥ of laejs dusils




A
oaall s S i-SECURE

Revlimid

$Revlimid® isb o s aus
gobim ciloslss FHEY &5 ol g ) iy LoS LSl Revlimid® sl o o
¥ .pgudl b Baslg B sLUf o wgS 2o dlelS Revlimid® ual)ji £ oy ISECURE
Lg.a..:.a_'" 9l Lgsans 9| uab.@Xi,uaS.o

0 FgmuSa L, 6 el 1508 o331 u.oﬂS| LgSwé 9| Revlimid® ual)ji s ¥
Dslsaly lgadl el Ll Loy B dalaill sl alsls f sloadl cod of Revlimid®
‘QJA.H.U A.cg.U u.Lc A.QLm a,u.\.c u.ul o= J.M).o ug RevI|m|d® Y 4.::):. u.ng.ﬂ |.1| ;Lllg
12,535 UL Lgglis _L.ls_ol..
cuboll b icy> 330 ¥ druil) depdi jolonid Aol bpdic i3 o ST Fo 28 LS 3] Gl
S of Elawday y9all Lo Juash aio 3.5y deys ol REVIIMI® o uiSI cisd 5] . anuds
PS—“—‘-‘-‘-" dublro

fologlell yo aupll déye0 p oty Jo
iSECURE zealiym 9/ Revlimid®Jt Jo> wloglell o su3l

Lol 2o Sad -

Call Salehiya at: Ph. Mohammed Wagqas- Salehiya Trading Establishment -
E-Mail :m.wagas@salehiya.com - Tel #+966 1 1464 6955 Ext 362

(NPC) dfgtf dodMuslly Ladyall ibagdl 58,10 Jouasl
+966-11-205-7662 : uSlalf -
+966-11-2038222 : Il @30l Le 3,10 Juos!
2317-2356-2353-2354-2334-2340 L,
8002490000 : il <8, -
npc.drug@sfda.gov.sa : ,igiS¥l auydf -
www.sfda.gov.sa/npc : ;g is¥l gdsdl -

n
|}
i}
o
T

o
>
<<
%
X

©
o
3
=>
o1}
b
a
=
x




