Consumer Medication Information Leaflet (RIMUP)

INTASZORYL-1,2,3&4

(Glimepiride Tablets 1 mg, 2 mg, 3 mg & 4 mg)

What is in this leaflet

1. What Intaszoryl Tablet is

used for

How Intaszoryl works

Before you use Intaszoryl

How to take Intaszoryl

While you are using

Intaszoryl

Side effects

7. Storage and disposal of
Intaszoryl

8. Product description

9. Manufacturer and product
registration holder

10. Date of revision

agrwn

@

What Intaszoryl Tablets is
used for

Intaszoryl tablets are used for the
treatment of non —insulin
dependent (type Il) diabetes,
where blood sugar levels cannot
be controlled adequately by diet,
physical exercise and weight
reduction alone.

Intaszoryl may also be used in
combination with an oral
antidiabetic containing
metformin or with insulin.

How Intaszoryl works

Intaszoryl  stimulates  your
pancreas to make more insulin
which helps to control blood
sugar levels.

Before you use Intaszoryl

-When you must not take it

e You are allergic to
Glimepiride or any of the
other ingredients of
Intaszoryl tablets.

e If you have insulin
dependent (type 1) diabetes

e Ifyouhave been in a diabetic
coma

o If you have ketoacidosis

e If you have severe liver or
kidney problems

e If you are pregnant or breast
feeding

-Before you start to take it

Check with your doctor or
pharmacist before taking your
medicine if:

e You are recovering from an
injury, operation, infections
with fever, or from other
forms of stress, inform your
doctor as temporary change
of treatment may be
necessary.

e You have severe liver or
kidney disorder.

-Taking other medicines

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

Taking Intaszoryl with food

and drink:

e Alcohol intake may increase
and decrease the blood sugar
lowering action of Intaszoryl
is an unpredictable way.

Pregnancy and breast-feeding:

e Intaszoryl are not
recommended during
pregnancy and  breast-
feeding.

How to take Intaszoryl

-How much to use it

The usual initial dose is 1 mg
Intaszoryl  once  daily. If
necessary, the daily dose can be
increased. Any increase should
be based on regular blood sugar

monitoring and should be
gradual.

Children and adolescents
(below 18 years)

Intaszoryl is not to be used in
children or adolescents.

Older people (age 65 years and
over)

No dosage adjustment is
necessary for elderly patients.

-When to use it

Always take Intaszoryl exactly as
your doctor has told you.

Taking Intaszoryl at the same
time each day will help you
remember when to take your
tablet.

-How long to use it

Continue  taking  Intaszoryl
tablets every day for as long as
your doctor tells you.

-If you forget to take it

Take the missed dose as soon as
you remember. Skip the missed
dose if it is almost time for your
next scheduled dose. Do not take
extra medicine to make up the
missed dose.

-If you take too much (Overdose)

Contact your doctor immediately
or go the Emergency Department
of your nearest hospital, if you
think you or anyone else may
have taken too much of this
medicine. Do this even if there
are no signs of discomfort or
poisoning. You may need urgent
medical attention.
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While you are using Intaszoryl

-Things you must do

You should not take this
medicine while you are pregnant.
Follow your doctor's instructions
carefully.

If you do not follow your doctor's
instructions, your treatment may
not help or you may have
unwanted side effects.

The level of sugar in your blood
or urine should be checked
regularly. Your doctor may also
take blood tests to monitor your
blood cell levels and liver
function.

-Things you must not do

Do not use Intaszoryl to treat any
other complaints unless your
doctor says you can.

Do not give this medicine to
anyone else, even if their
symptoms seem to be similar to
yours.

-Things to be careful of

Your ability to concentrate or
react may be impaired of your
blood sugar is lowered or raised
or if you develop visual problems
as a result of such conditions.

Bear in mind that you could

endanger yourself or others.

Please ask your doctor whether

you can drive a car if you:

o Have frequent episodes of
hypoglycaemia

o Have fewer or no warning
signals of hypoglycaemia

Side effects

Like all medicines, Intaszoryl
tablets can cause side effects,

although not everybody gets
them.

Common side effects:

¢ Allergic reactions (including
Inflammation of blood vessels,
often with skin rash) which
may develop into serious
reactions with difficulty in
breathing, fall in blood
pressure  and  sometimes
progressing to shock.

o Abnormal liver function

including yellowing of the skin
and eyes (jaundice), problems
with the bile flow cholestasis),
inflammation of the liver
(hepatitis) or liver failure.

o Allergy (hypersensitivity)
of the skin such as itching,
rash, hives and increased
sensitivity to sun. Some mild
allergic reactions may develop
into serious reactions.

e Severe hypoglycaemia
including loss of
consciousness, seizures or
coma.

Rare side effects

e Lower blood sugar than
normal (hypoglycaemia)
o Decrease in the number of
blood cells:
Blood platelets (which
increases risk of bleeding or
bruising)
White blood cells (which
makes infections more likely)
Red blood cells (which can
make the skin pale and cause
weakness or breathlessness)
These problems generally get
better after you stop taking
Intaszoryl.

Very rare side effects

o Allergic reactions (including

inflammation  of  blood
vessels, often with skin rash)
which  may develop into
serious reactions with
difficulty in breathing, fall in
blood pressure and sometimes
progressing to shock. If you
experience any of these
symptoms, tell your doctor
immediately.

e Abnormal liver function
including yellowing of the skin
and eyes (jaundice),
impairment of the bile flow
(cholestasis), inflammation of
the liver (hepatitis) or liver
failure.

¢ Feeling or being sick, diarrhea,
feeling full or bloated, and
abdominal pain.

e Decrease in the amount of
sodium level in your blood
(shown by blood tests)

Other side effects include:

o Allergy (hypersensitivity) of
the skin may occur such as
itching, rash, hives and
increased sensitivity to sun.
Some mild allergic reactions
may develop into serious
reactions with swallowing or
breathing problems, swelling
of your lips, throat or tongue,
tell your doctor immediately.

e Allergic  reactions  with
sulfonylureas, sulfonamides,
or related drugs may occur

e Problems with your sight may
occur when beginning
treatment with Intaszoryl. This
is due to changes in blood
sugar levels and should soon
improve

e Increased liver enzymes

If any of the side effects gets
serious, or if you notice any
side effects not listed in this
leaflet, please tell your doctor
or pharmacist.
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You may report any side effects
or adverse drug reactions directly
to the National Centre for
Adverse Drug Reaction
Monitoring by visiting the
website npra.gov.my
[Consumers —Reporting Side
Effects to Medicines (ConSERF)
or Vaccines (AEFI)]

Storage and disposal of
Intaszoryl

-Storage
Store below 30°C

Keep this medication in the
container it came in, tightly
closed, and out of reach of
children. Store it away from
excess heat and moisture.

-Disposal

Medicines should not be
disposed of via wastewater or
household waste. Ask your
pharmacist how to dispose of
medicines no longer required.
These measures will help to
protect the environment.

Product description

-What it looks like

Oval shaped, uncoated tablets
with score line on one side and
plain on other side of tablet.
Intaszoryl are packed in
PVC/PVDC Alu —Blisters of 10
tablets. Each Carton contains 3
such blister. (3x10)

-Ingredients
-Active Ingredient:

Glimepiride

-Inactive Ingredient:
Lactose Monohydrate
Sodium Starch Glycolate
Povidone (K-30)

Purified Water
Sodium Starch Glycolate
Magnesium Stearate

Coloring agent

For 1 mg: Iron Oxide red

For 2 mg: Iron Oxide yellow and
Lake of Indigo carmine

For 3 mg: Iron Oxide Yellow
For 4 mg: Lake of Indigo
carmine

-MAL Numbers
Intaszoryl-1mg tablets
MAL10063005AZ
Intaszoryl -2mg tablets
MAL10063006AZ
Intaszoryl — 3mg tablets
MAL10063007AZ
Intaszoryl-4mg tablets
MAL10063008AZ

Manufacturer

INTAS PHARM LTD.

PLOT NO. 457/458, VILLAGE
MATODA TALIKA: SANAND
382210, INDIA

Product Registration Holder
Jetpharma Sdn Bhd

No 13 Jalan Rajawali 2,
Bandar Puchong Jaya,

47100 Puchong,

Selangor, Malaysia.

Date of revision
05/11/2024

Serial Number
NPRA(R2/1)220316/851




