Package Leaflet: Information for the User
Insulin glargine + lixisenatide 100 units/mL + 33 mcg/mL solution for injection in prefilled pen

What is in this leaflet?

1. What Insulin glargine + lixisenatide is and what it is used for

2. What you need to know before you take Insulin glargine + lixisenatide
3. How to take Insulin glargine + lixisenatide

4. Possible side effects

5. How to store Insulin glargine + lixisenatide

1. What Insulin glargine + lixisenatide is and what it is used for

Insulin glargine + lixisenatide is used to improve blood sugar levels in adult patients with type 2 diabetes
mellitus.

It contains two active substances that help your body control your blood sugar:

¢ insulin glargine — a long-acting basal insulin which lowers your blood sugar levels.
¢ lixisenatide —a ‘GLP-1 analogue’ that helps your body make more insulin during meals and
lowers the amount of sugar made by your body.

Insulin glargine + lixisenatide is used with oral medicines for diabetes (such as metformin, pioglitazone
and sulfonylurea medicines). It is prescribed when these medicines (used alone or with GLP-1 treatment
or with basal insulin) are not enough to control your blood sugar levels.

General information

What is Diabetes Mellitus?

Diabetes Mellitus is a disease where your body does not produce enough insulin to control the level of
your blood sugar.

What is hyperglycemia?
Hyperglycemia is the increase of blood sugar level above its normal range.
What is hypoglycemia?

Hypoglycemia is the fall of blood sugar level from its normal range.



2. What you need to know before you take Insulin glargine + lixisenatide

Do not use Insulin glargine + lixisenatide

if you are allergic to insulin glargine or lixisenatide or any of the other ingredients of this
medicine

Warnings and precautions

Talk to your doctor, before using Insulin glargine + lixisenatide.

If you are also taking a sulfonylurea (such as glimepiride or glibenclamide), your doctor may tell
you to lower your sulfonylurea dose depending on your blood sugar levels.

Do not use Insulin glargine + lixisenatide if you have type 1 diabetes mellitus or if you have
‘ketoacidosis’ (a condition with a build-up of acid in the blood).

The use of Insulin glargine + lixisenatide is not recommended in patients with inflammatory
bowel disease or delayed gastric emptying (diabetic gastroparesis).

Be especially aware of the following when using Insulin glargine + lixisenatide:

low blood sugar (hypoglycemia) — if your blood sugar is low

high blood sugar (hyperglycemia) — if your blood sugar is high

Ensuring you use the right medicine — Always check the pen label before each injection to avoid
accidentally confusing Insulin glargine + lixisenatide with other products.

Tell your doctor if you:

have eye problems. Fast improvements in blood sugar control may make diabetic eye problems
get worse for a short time. The long-term improvements in blood sugar control may ease the
eye problems.

have or have had a thyroid disease.

you have a severe stomach ache which does not go away, tell your doctor — this could be a sign
of inflamed pancreas (acute pancreatitis).

have dehydration (loss of fluids from the body) can happen if you are feeling or being sick
(nausea or vomiting) or have diarrhea — it is important to drink plenty of fluids to stop
dehydration.

Do not give this medicine to children or adolescents. There is no experience with Insulin glargine +
lixisenatide in children and adolescents under 18 years old.



Other medicines and Insulin glargine + lixisenatide

Please tell your doctor, if you are taking, have recently taken or might take any other medicines,
including medicines obtained without a prescription. Especially if you take:

the contraceptive pill,

steroids,

thyroid hormone replacement therapy,

oral hypoglycemics,

acetyl salicylic acid,

sulpha antibiotics,

octreotide,

“beta2 stimulants” (for example ritodrine, salbutamol or terbutaline),

beta-blockers, or

some antidepressants (monoamine oxidase inhibitors or selective serotonin reuptake
inhibitors),

danazol,

some angiotensin converting enzyme (ACE) inhibitors (for example captopril, enalapril), and
angiotensin Il receptor blockers.

Pregnancy and breastfeeding

Do not use Insulin glargine + lixisenatide if you are pregnant or plan to become pregnant. Tell your
doctor if you are pregnant, think you might be pregnant or are planning to have a baby. It is not known if
Insulin glargine + lixisenatide affects the baby. Do not use Insulin glargine + lixisenatide if you are breast-
feeding. It is not known if Insulin glargine + lixisenatide passes into breast milk.

3. How to take Insulin glargine + lixisenatide

Always use this medicine exactly as your doctor has told you. Your doctor will tell you:
¢ how much Insulin glargine + lixisenatide you will need each day

¢ when to check your blood sugar level

* how to adjust the dose.

Your dose of Insulin glargine + lixisenatide is administered as ‘dose steps’. The dose counter on
the pen shows the number of dose steps.



¢ Use Insulin glargine + lixisenatide once each day, preferably at the same time every day.

Choose a time of the day that works best for you.

e If it is not possible to use Insulin glargine + lixisenatide at the same time every day, it can be

used at a different time of the day. Make sure to have a minimum of 8 hours between the

doses.

¢ You do not have to use Insulin glargine + lixisenatide with a meal.

¢ Always follow your doctor’s advice for dose and dose adjustment.

¢ If you want to change your usual diet, check with your doctor, pharmacist or nurse first as a
change in diet may alter your need for Insulin glargine + lixisenatide.

¢ Insulin glargine + lixisenatide is given as an injection under the skin (subcutaneously). Do not

inject it into a vein or muscle.

¢ The best places to inject are the front of your thighs, upper arms or the front of your waist

(abdomen).

¢ Change the place within the area where you inject each day to reduce the risk of developing

lumps and skin pitting.

¢ Always use a new needle for each injection. Re-use of needles may increase the risk of blocked

needles leading to inaccurate dosing. Dispose of the needle safely after each use.

¢ Do not use a syringe to remove the solution from the pen to avoid dosing errors and potential

overdose.

<5

4. Possible side effects of Insulin glargine + lixisenatide

i

Insulin glargine + lixisenatide can cause serious side effects. These side effects happen only to a small
number of people and include:

Low blood sugar

Serious allergic reaction

local reactions spread to other parts of your body

you suddenly feel unwell with sweating

you have difficulty breathing

you get a fast heartbeat or feel dizzy.

Lower appetite, feeling or being sick (nausea or vomiting), diarrhea, constipation, indigestion
(dyspepsia), inflamed lining of the stomach (gastritis), stomach ache, heartburn or bloating —
these usually go away after a few days or weeks.

Injection site reactions. The signs may include bruising, bleeding, pain, redness, hives, swelling
or itching — these usually go away after a few days. See your doctor if they do not disappear
after a few weeks. Stop using Insulin glargine + lixisenatide and see a doctor straight away if
they become serious.

Increase of pancreatic enzymes, such as lipase and amylase



5. How to store Insulin glargine + lixisenatide

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the pen label and carton after
‘EXP’. The expiry date refers to the last day of that month.

Before opening: Store in a refrigerator (2°C to 8°C). Keep away from the freezing element. Do
not freeze.

During use: Do not freeze. You can carry Insulin glargine + lixisenatide with you and keep it at
room temperature (no more than 30°C) or in a refrigerator (2°C to 8°C) for up to 21 days. The
product should be thrown away 21 days after first opening.

Always keep the cap on the pre-filled pen when you are not using it in order to protect it from
light.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how
to throw away medicines you no longer use. These measures will help protect the environment.

Contact with Saudi Food Drugs Authority

Call Center 19999
Phone 0118806000-0112038222
Free Phone 8002490000

Email: webmaster@sfda.gov.sa
Postal address

Saudi Food & Drugs Authority
(3292) North Road — Al Nafal
Unit (1)

Riyadh 13312 — 6288

Saudi Arabia
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