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Patient Information Leaflet (PIL)
Vilda Tablets
(Vildagliptin)

Read all of this leaflet carefully before you start taking this medicine. The dispensing of
this medicine requires a doctor's prescription

- Keep this leaflet. You may need to read it again

- If you have any further questions, ask your doctor or pharmacist

- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even
if their symptoms are the same as yours

- 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.

In this leaflet:

What Vilda is and what it is used for

What you need to know before you take Vilda
How to take Vilda

Possible side effects

How to store Vilda

Contents of the pack and other further information.

ok wdpE

1. What Vilda is and what it is used for
Vilda is an oral antidiabetic agent of the Dipeptidyl peptidase 4 (DPP-4) enzyme inhibitors group

Vilda is intended as a supplement to diet and exercise in patients with uncontrolled type 2
diabetes taken either alone or in combination with certain other anti-diabetes medicines, in the
following cases:

¢ As an adjunct therapy

¢ As an addition to a medicine containing metformin or sulfonylurea

e As a third addition for patients taking a combination of metformin and a sulfonylurea

¢ As an addition to a medicine containing a thiazolidinedione

¢ As an addition for patients being treated with insulin, with or without metformin.

2. Before you take Vilda

Do not take Vilda:

o If you have known hypersensitivity to Vildagliptin or any of the other ingredients of this
medicine

o If you are pregnant or breastfeeding

o If you have previously taken Vilda but had to stop taking it because of liver disease.

Take special care with Vilda. Tell your doctor or pharmacists before you take Vilda:
e If you have type 1 diabetes (i.e. your body does not produce insulin) or if you have a
condition called diabetic ketoacidosis
e If you are taking an anti-diabetic medicine known as a sulphonylurea (your doctor may
want to reduce your dose of the sulphonylurea when you take it together with Vilda in
order to avoid low blood glucose [hypoglycaemia])
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e If you have moderate or severe kidney disease (you will need to take a lower dose of
Vilda)

e If you are undergoing dialysis

e If you have liver disease

e If you suffer from heart failure

e |If you have or have had a disease of the pancreas

e |If you have muscle pain

Diabetic skin lesions are a common complication of diabetes. You are advised to follow the
recommendations for skin and foot care that you are given by your doctor or nurse. You are also
advised to pay particular attention to new onset of blisters or ulcers while taking Vilda .Should
these occur, you should promptly consult your doctor.

Taking other medicines, herbal or dietary supplements:

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine inform your physician in order to prevent hazards or lack of efficacy resulting
from drug interactions including medicines obtained without a prescription. This is especially
important for the following drugs: Thiazides or other diuretics, corticosteroids, thyroid
medicines, certain medicines affecting the nervous system.

Pregnancy and breast-feeding:
e If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before taking this medicine

e You should not use Vilda during pregnancy. It is not known if Vilda passes into breast milk.
You should not use Vilda if you are breast-feeding or plan to breast-feed.

Children & adolescents:
The use of Vilda in children and adolescents up to 18 years of age is not recommended.

Driving and using machines:
If you feel dizzy while taking Vilda, do not drive or use machines.

Important information about some of the ingredients of Vilda that may have undesirable

effects on some patients:

Vilda contains:

e Lactose anhydrous: If you have been told by your doctor that you have intolerance to some
sugars, contact your doctor before taking this medicinal product

e Sodium: This medicine contains less than Immol sodium per tablet, and is therefore
considered to be 'sodium free'.

Diagnostic tests:

You will undergo a liver function test before treatment with Vilda. During the first year of
treatment, you will undergo a liver function test every 3 months, and periodically thereafter. This
is to allow for the earliest detection as possible of signs of increased liver enzymes.

3. How to take Vilda
Always take Vilda exactly as your doctor has told you. You should check with your doctor or
pharmacist if you are not sure.




s Al el WL A5 Issue date: 28/4/2022

=J- Vilda Tablets Leaflet ~[20¢-No.: PAW-25-7679-0

Beit Jala Ph tical Co.
Beit Jala e—lPalaeLs?ine au:\rr:—-a‘izl} ifc\:—a?é-—a(—? Art Work Page 3 Of 10

Dosage and instructions for proper use:

e The dose is according to the physician’s instructions

¢ Depending on your response o the treatment, the doctor may increase or lower the dosage of
the medicine

¢ The usual dose of Vilda is generally either 50 or 100 mg per day:

— If you are taking Vilda alone, the usual dosage is 50 mg per day, taken as one dose in the
morning, or 100 mg per day, taken as 50 mg dose in the morning and 50 mg in the
evening

— If you are taking Vilda in combination with another medicine containing a sulfonylurea,
the usual dosage is 50 mg per day, taken as one dose in the morning

— If you are taking Vilda in combination with another medicine containing metformin or
glitazone, in combination with metformin and a sulfonylurea, or with insulin
(with/without metformin), the usual dosage is 100 mg per day, taken as a 50 mg dose in
the morning and 50 mg in the evening

¢ Do not exceed the recommended dosage

e Swallow the tablets whole with a glass of water.Do not chew

e Vilda can be taken with or without food

o If your doctor told you to take this medicine once a day- take it in the morning

e Take Vilda every day for as long as your doctor tells you. You may have to take this treatment
over a long period of time

¢ Your doctor will regularly monitor your condition to check that the treatment is having the
desired effect.

If you take more Vilda than you should:
If you took an overdose, or if a child has accidentally swallowed the medicine, refer immediately
to a doctor or to a hospital emergency room, and bring the package of the medicine with you.

If you forget to take Vilda:

If you forget to take a dose of this medicine, take it as soon as you remember. Then take your
next dose at the usual time. If it is almost time for your next dose, skip the dose you missed. Do
not take a double dose to make up for a forgotten tablet.

If you stop taking Vilda:
Do not stop taking Vilda unless your doctor tells you to. If you have questions about how long to
take this medicine, talk to your doctor.

If you have any further questions on the use of this product, ask your doctor or
pharmacist.

4. Possible side effects
Like all medicines, Vilda can cause side effects, although not everybody gets them

¢ Stop the treatment with the medicine and refer immediately to the physician if you have

one or more of the following effects:

Rare:

- Angioedema: Symptoms include swollen face, tongue or throat, difficulties in swallowing,
difficulties in breathing, sudden onset of rash or hives
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- Liver disease (hepatitis):Symptoms include yellowing of the skin and eyes, nausea, loss of
appetite , dark urine,symptoms indicative of liver diseases (Jaundice)

Frequency not known:
Inflammation of the pancreas (pancreatitis): Symptoms include severe and persistent pain in the
abdominal area, which might radiate to your back, as well as nausea and vomiting

e Contact your doctor immediately if you experience:

Muscle pain, muscle sensitivity or muscle weakness. This because in rare cases, muscle
problems may be serious, including muscle breakdown (rhabdomyolysis),which may lead to
kidney damage and then death. This risk of muscle breakdown (rhabdomyolysis) may be higher
in elderly patients (65 years of age and above), female patients, patients with kidney function
problems, patients with thyroid problems and patients taking higher doses of Vilda

e Other side effects:

- Some patients have had the following side effects while taking Vilda and metformin:
Common: Trembling, headache, dizziness, nausea, low blood glucose level
Uncommon: Tiredness

- Some patients have had the following side effects while taking Vilda and a sulphonylurea:
Common: Trembling, headache, dizziness, weakness, low blood glucose level
Uncommon: Constipation
Very rare: Sore throat, runny nose

- Some patients have had the following side effects while taking Vilda and a glitazone:
Common: Weight increase, swollen hands, ankle or feet (oedema)
Uncommon: Headache, weakness, low blood glucose level

- Some patients have had the following side effects while taking Vilda alone:
Common: Dizziness
Uncommon: Headache, constipation, swollen hands, ankle or feet (oedema), joint pain, low
blood glucose level
Very rare: Sore throat, runny nose, fever

- Some patients have had the following side effects while taking Vilda, metformin and a
sulphonylurea:
Common: Dizziness, tremor, weakness, low blood glucose level, excessive sweating

- Some patients have had the following side effects while taking Vilda and insulin (with or
without metformin):
Common: Headache, chills, nausea, low blood glucose level, heartburn
Uncommon: Diarrhoea, flatulence

Reporting of side effects
o 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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¢ To report any side effect(s) to ministry of health directly fill the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar and to the marketing
authorization holder website:http://www.beitjalapharma.com/index.php/en-gb/reports/.

5. How to store Vilda

e Keep out of the reach and sight of children

e Store this medicine in its original package at temperature below 30 °C, away from moisture

¢ Do not use Vilda after the expiry date which is stated on the carton. The expiry date refers to
the last day of that month

e 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.

6. Contents of the pack & other further information
What Vilda contains:
Each tablet contain 50 mg Vildagliptin

What Vilda looks like and contents of the pack:
Vilda tablets are a white to off-white round biconvex tablets. It is available in a box of 28
tablets.

Marketing Authorisation Holder

Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Manufacturing company

B

Eeit Jala Pharmaceutical Co.
81, Al-Madaress Str.
P.O.Box 58
Beit Jala —Palestine
http://www.beitjalapharma.com

This leaflet was last revised in May 2022, version number 1401410-0.
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