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About this Guide

This Guide, the Mofecon (mycophenolate mofetil) Guide for Patients, tells you
about the risks of Mofecon for the unborn baby, and the ways to reduce

these risks. If you are a girl or woman who can get pregnant, or a sexually active
man, your doctor will talk with you about the risks of Mofecon for the

unborn baby. Your doctor will talk about birth control and pregnancy planning,
and will answer any questions you may have on this subject.

This Guide will help you to remember the information you have discussed with
your doctor and you should keep it so that you can refer to it again.

In addition to reading this guide, it is also important that you read the package
leaflet supplied with the medicine for full information on Mofecon
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What are the risks?

If a pregnant woman is exposed to Mofecon, either by taking it herself

or through unprotected sex with a man taking this medicine, it could harm
the developing baby as Mofecon increases the risk of miscarriage and

birth defects. The exact reason this happens is not clear but the risk is greater
in patients taking Mofecon than in transplant patients taking other
immunosuppressants, and much greater than the risk in the general
population.

Studies have shown that around half (45 to 49%) of all pregnancies in women
taking Mofecon end in miscarriage, compared with 12 to 33% in solid

organ transplant patients treated with other immunosuppressants.

Around a quarter (23 to 27%) of babies born to mothers taking Mofecon
during pregnancy are born with birth defects, compared with 4 to 5%

in transplant patients treated with other immunosuppressants, and approxi-
mately 2 % in the overall population.




The birth defects that can occur include:

o Abnormalities of the ear, eye and face.

¢ Congenital heart diseases.

¢ Abnormalities of the fingers, and esophagus (part of the digestive tract
connecting the mouth with the stomach).

* Congenital disorders of the nervous system such as spina bifida have also
been observed.

Mofecon must therefore not be used in women who
are pregnant, and in those who might become pregnant and don't
use highly effective contraceptive methods.

Please talk to your doctor for more advice and information.
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Who is at risk?

The following patients need to be particularly aware of the risks of Mofecon
for the unborn baby:

¢ Pregnant patients.
¢ Female patients of childbearing potential (this means any patient who could

become pregnant and includes girls who have entered puberty and all women who
have a uterus and have not passed through the menopause).

¢ Female partners of sexually active men, including men who have had a vasectomy.

Before starting or continuing treatment with Mofecon your
doctor will talk to you about the increased risks of miscarriage and
birth defects that can occur and how to avoid them.

This will help you understand the risks to the baby.
Your doctor will also answer any questions you might have.

How to avoid the risks

To make the advice in this Guide easier to follow, specific information for
women and men is presented separately.

If you are unsure about any of the information in this Guide, please talk to your doctor.




Specific important information for women

As Mofecon increases the risks of miscarriage and birth defects you must:
« Be sure you are not pregnant before starting Mofecon treatment.
e Use effective contraception during, and for 6 weeks after stopping, Mofecon treament.
« Talk to your doctor immediately if you think you could be pregnant.
« Tell your doctor if you plan to become pregnant.

All women capable of becoming pregnant will need to have two pregnancy tests to be sure
they are not pregnant before starting treatment. Your doctor will explain the type and timing
of the pregnancy tests that need to be conducted before and during treatment with
Mofecon. He will advise you to undergo two blood or urine pregnancy tests; the second

test should be performed 8 — 10 days after the first one and immediately before starting
therapy with Mofecon. Your doctor might suggest repeating these tests at certain times

(e.g. if there has been a gap in the use of effective contraception).

Your doctor will discuss with you the results of all pregnancy tests.
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To be sure you do not become pregnant during treatment you will need to use effective
contraception while you are taking Mofecon and for 6 weeks after taking the last dose.

Two reliable forms of contraception should be used at the same time, unless abstinence is the
chosen method of contraception. Your doctor will talk to you about different contraceptive
methods and help you decide what is most suitable for you.

If you think you might be pregnant when you are taking Mofecon, or within 6 weeks
after stopping treatment with Mofecon, please talk to your doctor immediately. It is very
important that you do NOT stop taking Mofecon without speaking to a doctor. If you are
a transplant patient, your transplant may be rejected if you stop taking Mofecon.

Your doctor will help you determine if you are pregnant, and will advise you what to do.




Specific important information for men

Mofecon increases the risks of miscarriage and birth defects. Semen contains

Mofecon, therefore as a precaution, your partner must not become pregnant while you

are being treated with Mofecon. In order to avoid Mofecon being passed from

a man to a women during sex, all sexually active men (even those who have had a vasectomy)
must use condoms during treatment and for at least 90 days after the last dose of

Mofecon. Also, female partners of male patients treated with Mofecon should

use highly effective contraception during treatment and for a total of 90 days after the last
dose of Mofecon.

Tell your doctor if you intend to father a child.

If you think your partner might have become pregnant when you have been taking
Mofecon, or within 90 days after you have stopped taking Mofecon, please

talk to your doctor immediately. It is very important that you do NOT stop taking
Mofecon without speaking to a doctor. If you are a transplant patient, your transplant
may be rejected if you stop taking Mofecon.

Your doctor will help you determine if your partneris pregnant,

and will advise you both what to do
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Important information for all patients

This medicine has been prescribed for you only. Do not give it to other people.
It may harm them, even if their symptoms are the same as yours.
Return any unused medicine to your pharmacist at the end of treatment.

You must not donate blood during treatment with Mofecon and for
6 weeks after stopping treatment.

In case of urgent questions concerning the pregnancy risks of Mofecon,
please contact your doctor:




Key points to remember

* Mofecon causes birth defects and miscarriage.
e If you are a woman who could become pregnant, you must provide two
negative pregnancy tests before starting treatment.
¢ Men and women must follow the contraceptive advice given to them by their doctor.
¢ If you do not fully understand the information you have been given, please ask
your doctor to explain it again before you take Mofecon.
« Do NOT stop taking Mofecon without talking to your doctor.

* This medicine is just for you do not give it to other people because it may be
harmful to them.

there is a need to report any suspected adverse reactions to the

S Foodand Drug Athorty Local Sty Responsible/Enmaeyat Pharmaceutial Inddustry
National Pharmacovigilance and Drug Safety Center (NPC) Riyadh 11361, SudairCityfor Industry & Bussiness

Email: npe drugasfda gov.sa Mobile: 1996500323000

MRlgge Numoer 1993 Email: - a.beshbeshy@enmaeyat.com.sa
Fax: +966 11 2057662

Website: https://ade.sfda.gov.sa/

Mofecon

‘mycophenolate mofetil



O ENMAEYAT




O ENMAEYAT




W S35 canny Ay Jaldd

2okl el 8 il Jas (5 LA Jiniii e of amg Slala ot (Y Ala a5l ) i€ () o
ekl U8 (e agd dadial) Jasl) e mibiai gLl elasill 5 Ja )l e cany o

A ey o o el (e ) s edalS I3 el e | il e sladl) e g ol o o
e Y Easill (g 005K ge 31 e CBHY o

G agd s o S Y AT (ads Y adaad ¥ el Gavadia ¢ sall 138

oalea ¥ Lal L oS0 oy o

05850 3315 o U Taaae

Al Giant 8 Ayl (2101 (sby bl Juaiy) LSle / e

50 il A i aian / el Ll gal) Aadladl g S8 () giona
JueeY g detiall pandiae  1ITTY Gal )l
FE A S UPT RS A A RRTIT

a.beshbeshy@enmaeyat.com.sa -:s_5SIY) 2l

19 all g ol 2all dalad) Aigd)

) g adlaad) g AN i ) 36 pal)
npe.drug@sfda.gov.sa -:¢s A8y 3 )
144414 A;J.dl\,é)ll

FRVERU N SRR CRST)
http://ade.sfda.gov.sa -:ss Sy a8 sall

Mofecon

mycophenolate mofeti



WA S canny Apaai ) Jalds

OS5 ad o) =in oY) agd G O Sy AT (et Y A i Y i Ll s aada )0l 1an
Lo S 1 Gl ABlLae agle 5 jaLl (al e V)

M e} vie Adaal) ) 4eaiiod ol g3l o il s3lely o8

A e Bl vy anlad T UA T () 5S8 5e ) 2 g Vel il L adlly g Ll 58 Y

€S gy Ailaiall Jaall y i Jga il jladind f Al i asagaic
Sk ae dual all (o )




Ja ol Badaa dald claglaa

C_.Mi\.zQigﬁwu,ojsgﬁwxpM\d#@‘m\uyn,@@y\ﬁm&w@yu}

Cpbadil) Jla ) s (e angy danan A8 4—413! Ll atia &! JA.)MC)-“‘O)S#}‘ JJ)—M.—\—\.MJA.\ Y
Ve s bl agaiilis 38 JOLA Ll gl ) ganiiy of ((ombal) 58 adad Aland | sraad (ol il of in) Lo
OSse gede n 3l ey

O ¢ 058 5 Aol g3 Ol ()58l ) g 551 ae Aasen 483y -l M Sl e a4 LS
OsShse Gade a AT Al s lag 30 a2 Olall 558 J) sl Aladl) Jeal) gie il (ediiion

Ul el 0 (558 i€ () anda jad
.\.\AL.A_,.\':\ d)x.;_,\‘u;&ﬁy@\ycud_\sh;\_u\)_A\AC..A.\A.\U\U.SA.\J.AAJ‘)LJ\LJM.\:\ \_\\ .

sl e el ) Gaaatl oa i e (5S4 50 33T (e a8 )
s ) sl s 0 5S 50 380 e B Y G Tas pgal) (e
058 se 23] (e il 1M g ) i) gy O (S ¢ slmel g 55 e S () o

Aled Ciny La Jga geaail) ell adi g Shala ellia g 5 il 13) elise uay élula o g

Mofecon

mycophenola



0558 30 4 (a8 A gl 8 ANl Jan) o Jlanind ) (it el oL (el pre laal
2330 e (a8 gl e a1 any

ALal A ae (e Y] 5 13) W) et gl 8 5 el Sl e s (e (€S Jlawad cong
. Aaraall

Al o)l e dline Ll Aitidall sl gie Qs Jsn clil) Caanilly clisha o gians

34l e G a1 e i i 38l G0 B 8 Sala S5 o oS L e 1Y
Jost s Y oanil a0 550

il ) Enil 53 e 05850 230 e LB Y Of Tax pgall e

058 s 23T e i 6 13) ) i)l of (K cslims i g ) A e S o




eladl) Jaf 3adaa dald cila glaa

bl g 1Al o pall 5 GaleaY) Hhalie e 20 058 5e O Ly

058 50 a1 el ) U8 Jas 2 5a 5 p3e (e S

(OsShse Jal e i sl amy gl ) ODA  eol Allad Jaa il 5 pladin

el iy il i€ ) T 8 e ) ot

A (pplaladd i€ ) s g 8l
sl Jd Jal s e (gl e 2 SHI Qe (5 i) o) pa) () dalsa (raanl @ 3all bl S 2lind
Aol gy 2 dadl L g Jo Ll Y oaling ) Joaad) ol jlsis) cilB gl 5 o) 5l 2 iy elypha o gty 23l
OS5 5
AV ¢ A ey LAY (6 of g e sl sl aall e Jes o Jialy oLl Lol claialy o i
(058 g Aol 59 7 Slally e ad) 35 sl s J5Y) LAY pLal) o
i) (e s, dlia OIS o) Slie) Aipma Bl 8l LWl eda Syl el e ¢ 55 of (0 Sa
(AL Jaal) il 5a plasily

Mofecon |

mycophenolate mofeti




A e 0 5Ssa halia e pald JS8 s 1558 O (el 6 58 e oy
el oyl o
sl gl e Uy Sala st (o Sy Ay o A0 iy 13) LU 0 el m ) ALY o
(ALY G st al s aa ) Sy (5l Ll DS 5 & S G sl
(8 e il 3L adad dleny | a8 (pdl) Jla 5 agad Las g 55l an dasas A83le (pay 3511 ISY) o

CalgaY) -hlia 335 g b dll) Giaaii ¢3S g g Al I e i sl

Las @i o jhldal) agd B lld dlae L g Lgaiad 4088 g Gaaal o) (Say 0 48R Gigenll g

Al sl o e I 61 Ao Al o g

¢ Jalial) cuiad ¢ (Say S

Aladie Leai g Jla Ml 5 eluill il slea aan a3 (el Al 138 e Gl mibiaill £Lg) Jaad
Aada ) Gaaal) a9 SN 138 B A glaa A (el ISl Tasia o5 a1




it o (e (Al ABIAT) gl (1
Al ) (02 8 e o
‘(BJ:ASLJ ‘,ASI Ly ‘;&’a@\ Oleall (e &) cgﬂ\} s@hay\ ‘5 Gla gl e
(g;)iﬂ\A_,.aa_“é\iﬁu\)aﬁ}ﬁjud\wls‘fmd\JLP.‘\‘;A:\:&BQUJL.A\&}A;.L;}\LAS .

o g sy o 0 (501 Ll g Joal gl elasil) U8 (e (0 558 5 Jlanind pe g il
Alladll Jaa e By Jlanid e

Ljﬁ\dh}hﬂ\j@w\uﬁadw%}:c}!&ﬂ\@ﬁ

Mofecon

‘mycophenolate mofeti



¢kl AL

ol e il Juaiy) e ol dle IS 4 05 DA e o) g ¢ () 9S8 g0 Joala) 81yl uia e 13
Csally palea¥l hd (e (955 50 2y s Jl s (33 O Sy colsall s J5lih (M 53 ae
2l

O35k Gl elaae VI g 55 (i ya sttt (S L ala Laal g L1 a6l 5 (a5l ol
Al e lia ciladia o s) gty oAl 5l 45 jlie ST ()5S0 (S 9a

Omelan (gl (0 5Sa8 s0 o5l 30 W1 Jal gl el (o (78 A £0) Cial g Al all &y gl
o Al deliall il (5 AT A sl 5l sl g 5 (m se e (AT (YY) e A lie calea Yl
e A e dila b g e 1l s Jraad) oL () 558 g0 55 el | a5 o) i I (e (ZYY () YY)

Al Al e 7Y (Mg 5 s a0 Apelia cilagie a5 el (3l W1 am el e (70 ) £)




Jlall 1aa Jga
) bl Gl il o(Ji se ol 5 Sla) () 5S08 se JlaninsY Al Y (mada el dds ddall s 0
bl o3 (e JIE G (S A Jilaa gl Ain) e (508 50 Jlantinal gn (3818
il o i dasen A8le 3Lk 5 Ta i SLA S G T Mala et o S0 81 ) Sl L8 S )
A e S8 5e shlae Jsa dl) Guaaily
& a5l 138 Jgn gl 5 o (S Al 4l e cumans 5 cJandl ool 5 50Y 1l Sl e e liasps
s A iy o elle Coagg dlla e Tl Lt t8liey o e slaall 5S35 e Jal 12 dae b
Aadall b il 158 of Lal aguall (e ol 138 361 58 1) ALYl 5aY) zlia) LalSal & g )l (e (S
L0 5S sa o Aalaiall il slaal) JalS e J gaall o) 5al) o 438 all

Mofecon |

mycophenolate mofeti






Mofecon
mycophenolate mofetil

@ENMAEYAT





