LEQVIO® (inclisiran) Injection Certificate

The LEQVIO® (inclisiran) Injection

Certificate is meant to help your

patients plan and keep track of their
two doses a year™

Glve this to your patients when they receive their first LEQVIO dose,
then:

e Check or initial the corresponding boxes as they receive their dose
e Schedule and write down the date and time of their next appointment
e Use their routine visits as an opportunity to keep track of their LDL-C

e Remind them to bring their certificate to their next appointment
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*LEQVIO (inclisiran) 1s an injection given in-office by a health care provider with an initial dose, again
at 3 months, and then once every 6 months.

9/23 135690



Dosing Reminder Card

Lowering my
bad cholesterol (LDL-C)
and keeping it low!

My Name:

My Doctor’s Contact Information:

Name:

Address:

Phone:

Email:

Your two doses a year of LEQVIO® (inclisiran)
may integrate seamlessly into your regular
checkup routine*

*LEQVIO is an injection given in-office by a health care
provider with an initial dose, again at 3 months, and
then once every 6 months.




STAY ON TRACK WITH LEQVIO®: MY FIRST YEAR WITH LEQVIO®

WHEN DO | NEED MY NEXT DOSE?
Your first year with LEQVIO includes 3 doses: the first [ Dose 1

today, the second in 3 months, and the third 9 months ) '
from now. After this, you will receive LEQVIO every My appointment is:

6 months. Ask your doctor if you have any questions or My LDL-C:

concerns about your dosing schedule.

[0 Dose 2

o @y 0

Initial dose 3 Months 9 Months

My appointment is:

\4

My LDL-C:
After your second dose:

[0 Dose 3

If you miss your appointment to have

EVERY o
LEQVIO administered, contact your My appointment is:

6 doctor or health care provider as soon

MONTHS as you remember, so that you can My LDL-C:

arrange your next treatment.

2 doses a year
LDL-C testing is subject to HCP's decision




MY SECOND YEAR

[0 Dose 4
My appointment is:

My LDL-C:

[J Dose 5
My appointment is:

My LDL-C:

If you need to reschedule your appointment, let your
doctor know that your visit includes an injection. With

this, you make sure to keep the right dosing intervals.

MY THIRD YEAR

[0 Dose 6
My appointment is:

My LDL-C:

[0 Dose 7
My appointment is:

My LDL-C:

As always, continue on your statin therapy as
prescribed by your doctor and stay on track with your
LEQVIO® dosing schedule!




MY FOURTH YEAR

[0 Dose 8
My appointment is:

My LDL-C:

[J Dose 9
My appointment is:

My LDL-C:

Small changes in your food choices and physical
activity routine can help lower your bad cholesterol

(LDL-C) even further! Ask your doctor for more advice.

MY FIFTH YEAR

[J Dose 10
My appointment is:

My LDL-C:

[0 Dose 11
My appointment is:

My LDL-C:

Congratulations! Ask your doctor for a new LEQVIO®

passport and get your next dose in 6 months.




Before leaving your doctor's office,

make sure to schedule your next

appointment and dose of LEQVIO®!

IMPORTANT SAFETY INFORMATION

1. WHAT LEQVIO® IS AND WHAT IT IS USED FOR
What LEQVIO® is

LEQVIO contains the active substance inclisiran, which is a
cholesterol-lowering double stranded small interfering
ribonucleic acid (siRNA).

What LEQVIO is used for

LEQVIO is used to lower cholesterol in addition to a

cholesterol-lowering diet if

you are an adult with a hiigh cholesterol level in your blood

%known as ‘primary hyperlipidemia’ [including heterozygous
amilial hypercholesterolemial).

It is given in addition to other cholesterol-lowerin

medicines, for example a statin (a commonly used medicine

that treats high cholesterol).

How LEQVIO works

Inclisiran uses one of the body’s own natural processes to
lower “bad” cholesterol

(also called LDL cholesterol). It works by limiting the
production of a protein called PCSK9

9

(proprotein convertase subtilisin/kexin type 9) that can
increase “bad” cholesterol levels. By preventing its
production, LEQVIO can lower your levels of “bad”
cholesterol.

If l%Iou have any questions about how LEQVIO works or
why this medicine has been prescribed for you, ask your
doctor or healthcare provider.

2. WHAT YOU NEED TO KNOW BEFORE AND WHILE
YOU RECEIVE LEQVIO

Follow all your doctor’s instructions carefully. They may
differ from the general information contained in this
leaflet.

Do not receive LEQVIO

e If you have ever had an allergic reaction to inclisiran or
any other ingredients of this product (listed in section 6).
If you think you may be allergic, ask your doctor or
healthcare provider for advice.

Children and adolescents (below 18 years)

LEQVIO is not to be used in children and adolescents
below 18 years of age.

Older people (65 years of age or above)

You can use LEQVIO® if you are aged 65 years or over
at the same dose as for other adults.




Taking other medicines (interactions with other medicinal
products including vaccines or biologics) Tell your doctor
or healthcare provider if you are using, have recently used
or might use any other medicines, including medicines
obtained without a prescription.

Pregnancy and breast-feedin?

If you are pregnant or breast-feeding, think you may be
regnant or are planning to have a baby, ask your doctor or
ealthcare provider for advice before using this medicine.

3. HOW TO RECEIVE LEQVIO

LEQVIO is given as an injection under the skin
(subcutaneous injectiong in your abdomen. It will be given
to you by a doctor or healthcare provider.

Before starting LEQVIO you should be on a cholesterol-
lowering diet and it is likely that you will be taking a statin
(a commonly used medicine that treats high cholesterol).
You should stay on this cholesterol-lowering diet and keep
taking the statin all the time you receive LEQVIO.

How much LEQVIO to receive

The recommended dose of LEQVIO is 284 mg administered
as a single injection under the skin: initially, again at 3
months, followed by every 6 months.

If you receive more LEQVIO than you should

This medicine will be given to you by your doctor or
healthcare provider. In the highly unlikely event that you
are given too much, he or she will check you for side effects.

If you miss your dose of LEQVIO

If you miss your appointment to have LEQVIO administered,
contact your doctor or healthcare provider as soon as you
remember so that you can arrange your next treatment.

If you have any further questions on the use of this
medicine, ask your doctor or healthcare provider.

4. POSSIBLE SIDE EFFECTS
As with all medicines, patients treated with LEQVIO may
experience side effects, although not everybody gets them.

If you notice any of the following side effects or if these side
effects become severe, please tell your doctor or healthcare
provider.

Common: may affect up to 1 in every 10 Eeople
Injection site reactions, such as pain, redness or rash.

If you notice any side effects not listed in this leaflet, please inform
your doctor or health care provider.

You can report any problem or adverse events or
request additional copies of the materials through:

Patignt Safety Department Novartis Pharma AG - Saudi
Arabia -.

Toll Free Number: 8001240078

Phone: +966112658100

Fax: +966112658107

Email: adverse.events@novartis.com

Or by online: https://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
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