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Daonil® Tablets 5mg

Glibenclamide

Read all of this leaflet carefully before you start taking this medicine.
- Keep this leaflet. You may need to read it again.
-If you have any questions or are unsure of anything, ask your doctor or
pharmacist for more information.
-This medicine has been prescribed for you only and you should not
pass it on to others. It may harm them, even if their signs of illness are
the same as yours.
- If any of the side effects become serious, or if you notice any side
effects not listed in this leaflet, tell your doctor or pharmacist.
In this leaflet:
1. What Daonil 5 mg tablets are and what they are used for
2. What you need to know before you take Daonil 5 mg tablets
3. How to take Daonil 5 mg tablets
4. Possible side effects
5. How to store Daonil 5 mg tablets
6. Further information
1. What Daonil 5 mg tablets are and what they are used for
Daonil is an oral antidiabetic that belongs to a group of medicines
known as sulfonylureas
(medicines that decrease blood sugar i.e. glycemia).
Daonil is used to treat non-insulin dependent diabetes (also called type
2 diabetes) when diet alone has not been enough to control your blood
sugar.
2. What you need to know before you take Daonil 5 mg tablets
If your doctor has told you that you are intolerant to certain sugars,
contact him/her before taking this medicine.
Do not take Daonil in the following situations:
- if you are allergic to the active substance (glibenclamide) or to any of
the other ingredients of Daonil. The list of ingredients can be found in
Section 6.
- if you are allergic to medicines in the same group as Daonil or related
substances
(sulfonylureas or sulfonamides).
- if you have diabetes requiring treatment with insulin.
- if you have complications from diabetes such as ketoacidosis or
consciousness disorders (precoma).
- if you have a severe liver or kidney disease.
- if you are receiving treatment with miconazole (see section
"Taking/using other medicines).
- if you have a hereditary blood disease called porphyria.
- if you are breast-feeding.
Unless your doctor instructs otherwise, you must not take Daonil with
phenylbutazone or danazol (see section "Taking/using other medicines).
If you are unsure of anything, it is essential that you ask your doctor or
pharmacist for advice.
Take special care with Daonil 5 mg tablets:
Before you take Daonil, tell your doctor if you (or a member of your
family) have G6PD (or glucose-6-phosphate dehydrogenase) deficiency
(a hereditary disease affecting red blood cells) since taking Daonil may
cause hemolysis (destruction of red blood cells).
Hypoglycemia (abnormal decrease in blood sugar levels):
The various signs of hypoglycemia include headache, intense hunger,
nausea, shaking, sweating, paleness, tiredness, drowsiness, feeling of
faintness, dizziness, vision and speech disturbances, behavior disorders
(aggressiveness, depression and confusion), sleep disorders, decreased
concentration, impaired alertness and reactions, heart disorders.
During your treatment, you may have episodes of hypoglycemia. If this
occurs, you may need to go to hospital to bring your blood sugar levels
back to normal. After an episode of hypoglycemia, your doctor will
monitor you carefully for at least 24 hours.
Your doctor will explain to you and your family how to avoid
hypoglycemia, how to recognize the first symptoms and how to treat
them. The doctor will also describe to you the circumstances in which
you might become resistant to this treatment. Other medicines may
then be prescribed as replacement treatment.
You should take the following information into account in order to avoid
episodes of hypoglycemia:
- it is important to take meals regularly, including breakfast, because of
the increased risk of hypoglycemia if you forget a meal, if you do not eat
enough, or if your diet is not rich enough in carbohydrates.
- age, kidney or liver failure and some adrenal or pituitary gland
disorders can promote hypoglycemia.
- hypoglycemia is more likely if your diet is too strict or unbalanced,
after prolonged or intense exercise, if you drink alcohol or if you also
take other blood sugar-lowering medicines (see “Taking/using other
medicines”).
Blood sugar imbalance:
- Your doctor may stop this treatment and prescribe insulin:
• if you need to have surgery,
• if you have had trauma,
• if you have fever or an infection.
- Your doctor may also change this treatment if your blood sugar levels
are not satisfactorily controlled.
Laboratory tests:
Your blood and urine sugar levels must be checked regularly.
Taking/using other medicines
Tell your doctor or pharmacist if you are taking or have recently taken
any other medicines, including medicines obtained without a
prescription.
You must tell your doctor in particular if you are taking any of the
following medicines:
- medicines that may increase hypoglycemia:
• miconazole, ﬂuconazole,
• phenylbutazone,
• beta-blockers (except esmolol), converting enzyme inhibitors,
• clarithromycin, erythromycin,
• medicines that contain alcohol.
- medicines that may cause hyperglycemia (abnormal increase in blood
sugar levels) due to reduced efficacy of Daonil:
• danazol,
• chlorpromazine,
• glucocorticoids (except hydrocortisone),
• salbutamol, terbutaline,
• ritodrine
- Other possible interactions:
• bosentan: risk of increase in certain liver enzymes,
• somatostatin analogues: risk of hyerglycemia or hypoglycemia.
• colesevelam: Daonil must be taken at least 4 hours before
colesevelam.
Food and drink
An antabuse effect (feeling hot, redness, vomiting, accelerated heart
beat) may occur if you consume alcohol.
Pregnancy
If you are pregnant, your diabetes must be treated with insulin.
If you discover that you are pregnant while you are taking Daonil, your
treatment must be stopped. Consult your doctor as soon as possible,
and he or she will adjust your treatment.
Ask your doctor or pharmacist for advice before taking any medicine.
Breast-feeding
You must not take Daonil during the entire breast-feeding period. Ask
your doctor or pharmacist for advice before taking any medicine.
Driving and using machines
Episodes of hypoglycemia are possible during your treatment. The
symptoms of hypoglycemia and its effects on alertness can make it
dangerous to drive or use a machine.
Important information about some of the ingredients of Daonil
This medicine contains a type of sugar (lactose) that is broken down into
galactose and glucose. You should not use this medicine if you have
galactose intolerance, Lapp lactase deficiency or glucose/galactose

malabsorption syndrome (rare hereditary diseases).
3. HOW TO TAKE DAONIL 5 mg tablets
Dosage and method of administration
Always take the dose prescribed by your doctor. If you are unsure of
anything, ask your doctor or pharmacist.
The usual dosage is ½ to 3 tablets daily.
The tablets are scored, i.e. if necessary, you can split them into 2 equal
parts. Swallow the tablets with about half a glass of water right before a
meal (oral use).
If you take more Daonil 5 mg tablets than you should:
Contact your doctor or the emergency services immediately.
If you experience signs of hypoglycemia such as weakness, sweating,
hunger pangs, trembling, drowsiness, dizziness, headache or visual
disorders, eat or drink something sweet.
If you forget to take Daonil 5 mg tablets:
Take one tablet at the next meal. Do not take a double dose.
4. POSSIBLE SIDE EFFECTS
Like all medicines, Daonil 5 mg tablets may have side effects, although
not everybody gets them.
The following side effects may occur:
- hypoglycemia, which can be severe (see "Take special care with Daonil
5 mg scored tablets" and "If you take more Daonil 5 mg tablets than you
should").
- temporary vision disorders such as blurred vision.
- skin reactions: hives, itching, rash with spots or patches, exaggerated
skin reaction after exposure to the sun or UV rays.
- allergic reactions that can be serious: bronchospasm (difficulty
breathing), drop in blood pressure or even a sudden feeling of sickness
with a significant drop in blood pressure (shock).
- nausea, diarrhea, stomach discomfort.
- liver damage: increase in liver enzymes, jaundice, hepatitis that could
progress to serious liver impairment that could be life-threatening.
- liver or skin symptoms if you have a hereditary disease called
porphyria.
- abnormal laboratory values from a blood test:
• increase in the number of certain white blood cells (eosinophils),
decrease in the number of other white blood cells (leukopenia and
more rarely, agranulocytosis), decrease in the number of platelets
(thrombocytopenia) that can result in red spots on the skin (purpura),
decrease in the number of red blood cells (hemolytic anemia).
• decrease in the number of all blood cells (pancytopenia), decrease in
the production of blood cells (bone marrow aplasia),
• decreased levels of sodium in the blood,
• increased levels of urea and creatinine in the blood.
- antabuse effect (feeling hot, redness, vomiting, acceleration of heart
rate on drinking alcohol).
- exceptionally, inflammation of the small blood vessels (allergic
vasculitis) that could be life-threatening.
5. HOW TO STORE DAONIL 5 mg scored tablets
Do not use Daonil 5 mg tablets after the expiry date indicated on the
box.
Store at a temperature not exceeding 25°C.
6. FURTHER INFORMATION
What Daonil 5 mg tablets contain
The active substance is:
Glibenclamide 5 mg
The other ingredients are:
Lactose monohydrate, maize starch, pregelatinized maize starch, talc
powder , aerosil 200, magnesium stearate.
Contents of the pack
Carton box containing 2 or 3 (AL/PVC) blisters covered with PVDC, each
of 10 tablets and an inner leaflet.
Keep all medicines out of reach of children
Produced by Sanofi Egypt under license of sanofi – aventis GmbH
/Austria one of sanofi aventis / France affiliates
This insert was last approved in July 2015
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