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What you should know about
MabThera®/Rituximab

Important safety information for »
patients receiving MabThera therapy
= This brochure contains important safety information only.

= See the MabThera package leaflet for more information on
possible side effects of MabThera
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About this brochure

The information in this brochure is for patients who are being given MabThera for
Rheumatoid Arthritis, Granulomatosis with Polyangiitis or Microscopic Polyangiitis.
Please read this brochure carefully - it is important for you to know about the benefits
and the risks of MabThera

This brochure will:

= answer questions you may have about the potential risks with MabThera -
this will help you and your doctor decide if it is the right treatment for you

= tell you about MabThera
= tell you what you need to know before having MabThera

= tell you about important side effects that you need to be aware of - this
includes a rare but serious brain infection called ‘Progressive Multifocal
Leukoencephalopathy’ or PML

= tell you what the signs of an infection and PML are
= tell you what to do if you think you are getting an infection or PML
= tell you about the Patient Alert Card.

What you should know about MabThera
About MabThera

MabThera affects your immune system, it may make you more likely to get an
infection. Some infections may be serious and require treatment.

What MabThera is used for

MabThera affects your immune system, it may make you more likely to get an
infection. Some infections may be serious and require treatment.

This brochure will:

= Severe Active Rheumatoid Arthritis (RA) - it is used when other medicines
have either stopped working, not worked well enough or have caused side
effects. You will usually also be given another medicine called methotrexate

= Granulomatosis with Polyangiitis (GPA or Wegener’s) or Microscopic
Polyangiitis (MPA) - it is used to reduce or get rid of the signs and symptoms.
You will usually also be given daily steroids.

= Specific blood cancers - information about this use is not included in this
brochure.
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About having MabThera
MabThera is given as an infusion into the vein.

Like all medicines, MabThera can cause side effects, although not everybody gets
them and most are not serious.

= If you are given MabThera in combination with other medicines, some
of the side effects you may experience may be due to the other medicines

= Some side effects may be serious and require treatment. Rarely, some side
effects may be life threatening

If any of the side effects get serious, please tell your doctor, pharmacist or nurse
immediately. Or if you have any further questions, ask your doctor, pharmacist or
nurse.

Keep a list of all of your other medicines with you. You should show them to anyone
who is giving you medical care, such as a doctor, pharmacist, nurse or dentist.

Before treatment with MabThera

Tell your doctor, pharmacist or nurse before taking MabThera if you have or have
ever had any of the following:

Infections
Tell your doctor, pharmacist or nurse before having MabThera if you:

= currently have an infection (even a mild one like a cold). Your doctor, pharmacist
or nurse may tell you to wait until the infection has gone before you are given
MabThera

= get a lot of infections or have done in the past

= have or have had a severe infection such as tuberculosis, blood poisoning
(sepsis) or any other condition that weakens your immune system

= have a condition which may make you more likely to get a serious infection
that needs treatment.
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Other conditions
Tell your doctor, pharmacist or nurse before having MabThera if you:

= have heart disease

= have breathing problems

= are pregnant, trying to become pregnant, or are breastfeeding
= have or have ever had viral hepatitis or any other liver disease

= have had any abnormal results from your blood or urine lab tests

Medicines
Tell your doctor, pharmacist or nurse before having MabThera if you:

= are taking medicines for high blood pressure

= are having or have ever had medicines that may affect your immune system -
such as medicines that suppress yourimmune system called “immunosuppressant”
or a type of cancer treatment called chemotherapy= have or have ever had viral
hepatitis or any other liver disease

= have had chemotherapy that affects your heart (cardiotoxic chemotherapy)

= are taking or have recently taken any other medicines. This includes medicines
bought from a pharmacy, supermarket or health store

Vaccinations
Tell your doctor, pharmacist or nurse before having MabThera if you:

= think you may need to have a vaccination in the near future, including any
vaccinations needed to travel to other countries

Some vaccines should not be given at the same time as MabThera or for several
months after you receive MabThera. Your doctor will check if you should have any
vaccinations before you are given MabThera.

Tell your doctor, pharmacist or nurse if any of the above applies to you. If you are not
sure, talk to your doctor, pharmacist or nurse before you are given MabThera.
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During or after treatment with MabThera

MabThera affects your immune system and may make you more likely to get an
infection. Some infections may be serious and require treatment.

Infections
Tell your doctor, pharmacist or nurse straight away if you get any of the following
possible signs of infection:

= a high temperature (fever) with or without chills
= a cough which will not go away

= weight loss

= feeling generally unwell, tired or low in energy

= burning pain when passing urine.

Tell your doctor, pharmacist or nurse straight away if you get any of the signs of
infection above.

Serious brain infection - called Progressive Multifocal
Leukoencephalopathy (PML)

Leukoencephalopathy’ or PML. This can lead to very severe disability and may be life
threatening.

PML is caused by a virus. In most healthy adults, the virus remains inactive and is
therefore harmless. It is not known why the virus is activated in some people, but it
may be linked to having a weak immune system.

Tell your doctor, pharmacist or nurse straight away if you get any of the
following signs of PML:

= confusion, memory loss or problems thinking straight

= loss of balance or a change in the way you walk or talk
= weight loss

= loss of strength or weakness on one side of the body

= blurred vision or loss of vision.

Tell your doctor, pharmacist or nurse straight away if you get any of the signs of PML
above during treatment or for up to 2 years after your last dose of MabThera.

ity Alle)l 109 gi U

crgaroll yao) (1S 16 .crgarol) db)c JiSi cllea Loyjg () cnclioll jlbl cale 15§y Iuiolo
Alle)l ulhiig oS

crgaoll

dLoinoll ergaroll Ololle (1o crl Cubpoi 1] jgall cale yoro-oll gi et aunll gi cluub Jai
Ayl

Spreulis 191, gf 20 (cnos) Bl dya £1&) -

Joduwodl Jleul -

Uig Ol -

2l yoyeii gy o jgeuivl -

) @6l crgiuo caixy gl uQil welegily plolljgeuivl -

Jol Wi dspJu jgeuiyl =
.ollci ergaoll Ulolle (10 crl) Cupjoi 1] jgall cale Wrooll gi ol el pal

101801 )3 31010J1 £l cay Jllicl caoui — £loal b Spuns cogac
(PML)

11000l £loal Ly JWich cnoowi ¢Lol ca6 6pun’ enrgac jaU JSiv I lo iy g 1500
6Ll hamo (jg5 16 113 621D d blel end] 203Gy U 1504 1ihg PML gi <caoasiljgul

gy 16 (J8)g koDl yaos crd) yugpel buini Gy lilo) wgpeoll e (10g JU e culilyg
cacliol il oy el

AUWI Ololloll o crl Cubpei 13 jgall cale yoro.oJl gi el unll gi cuub il
PML Ulolic (o

Ap Jaiiy uasil cao Jsuio gi 651Ul glasog Wil -

by G235 gf it Al Gapinll ¢a6 4 gi Ujigll §lado -
Al 30 131g Wk 416 Gexally yulunl gi 6)180)l 416 £AJ -
@GP 01285 g )G Agirg pac -

6)g.5ioJl PML Ulolle (o crll Cubioi 1l jgall cale wiooll gi cidunll gi b pai
Do oo )l depll 1oy (Wiiw T end] Jnj 610) gi alloll Uilalclalc




Patient Alert Card
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MabThera Alert Card for patients with
nononcology diseases
Why have | been given this card?
This medicine may make you more likely to get
infections. This card tells you:
= What you need to know before having MabThera
= What the signs of an infection are
= What to do if you think you might be getting an
infection.
It also includes your name and doctor’s name and
phone number on the back.

What should | do with this card?
= Keep this card with you all the
time such as in your wallet or purse.
= Show this card to any doctor, nurse or
dentist you see not just the specialist who
prescribes your MabThera.
Keep this card with you for 2 years after your last
dose of MabThera. This is because side effects can
develop several months after you have had treatment.

When should I not have MabThera?

Do not have MabThera if you have an active infection
or a serious problem with your immune system.
Tell your doctor or nurse if you are taking or have
previously taken medicines which may affect your
immune system this includes chemotherapy.

What are the signs of getting an infection?
Look out for the following possible signs of
infection:
= Fever or cough all the time
= Weight loss
What else do | need to know?
Why have | been given this card?
Rarely MabThera can cause a serious brain
infection, called “Progressive Multifocal
Leukoencephalopathy” or PML. This can be fatal.

= Signs of PML include:
- Confusion, memory loss or problems thinking
- Loss of balance or a change in the way you
walk or talk
- Decreased strength or weakness on one side
of your body

- Blurred vision or loss of vision.

If you get any of these, tell a doctor or nurse straight
away. You should also tell them about your MabThera
treatment.

Where can | get more information?
See the MabThera package leaflet for more information.
Treatment start date and contact details

Date of most recent infusion:

Date of first infusion:

Patient’s Name:

Doctor’s Name:

Doctor’s contact details:

Make sure you have a list of all your medicines when
you see a health care professional. Please talk to your
doctor or nurse if you have any questions about the
information in this card.

For Adverse Drug Reaction reporting, please
contact:

Saudi Food and Drug Authority (SFDA)

The National Pharmacovigilance and Drug Safety
Centre (NPC)

Land Line: 19999. / Fax: +96612057662.
Website: https//:ade.sfda.gov.sa

Email: npc.drug@sfda.gov.sa

Roche Products Saudia Arabia.

Mobile: +966 567844692.

Email: jeddah.drug_safety@roche.com

Local Safety Responsible: Hassan.linjawi@roche.com

© Copyright 2017
Roche Products Saudi Arabia
All reproduction and user rights for the logos, images and copy
presented in this publication are the sole property of Roche Products
Saudi Arabia, and may not be reproduced or transmitted in any form
without the express written consent of
Roche Products Saudi Arabia.
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