Azaformin®

Oral Anti hyperglycemic

Composition:

- Each film coated tablet of Azaformin® 850 contains:

Metformin hydrochloride USP 850 mg.

- Each film coated tablet of Azaformin® 500 contains:

Metformin hydrochloride USP 500 mg.

Pharmacotherapeutic group:

Metformin is an oral antidiabetic medicine belongs to group of Biguanide.
Indications:

- Azaformin® is used in:

-Treatment of type 2 diabetes with an adequate diet and exercises.

- Reduction of diabetic complications in type 2 diabetic adult patients use
Azaformin® as first line therapy.

- Adjunction therapy with oral anti diabetic agents or with insulin in adult
patients.

- Adjunction therapy with insulin in children from 10 years or adolescents.
-Unlicensed indication: management of polycystic ovary syndrome,

helps to normalise menstrual cycle ,weight reduction and may improve
hirsutism.

Dosage and administration:

- The dose should be adjusted to patient according to result of blood glucose
measurement.

- Azaformin® should be swallowed whole with liquid during or at the end
of the meal .

-In adults the recommended daily dose is 500 mg or 850 mg 2-3 times daily
either alone or with insulin.

- Children and adolescent: recommended daily dose is one tablet 500 mg
or 850 mg either alone or with insulin.

- Maximum dose is 2g/day taken as 2 or 3 divided doses.

- In polycystic ovary syndrome, initially 500 mg with breakfast for one week,
then 500 mg with breakfast and evening meal for one week then 1,5-1,7 g
daily in 2-3 divided doses.

Contraindications:

- Hypersensitivity to Metformin.

- Diabetic ketoacidosis or diabetic pre coma.

- Renal insufficiency or renal dysfunctions.

- Acute or chronic diseases which cause tissue hypoxia (as cardiac or
respiratory failure, recent myocardial infarction, or shocks).

- Hepatic insufficiency and alcoholism.

- Azaformin® is not recommended in acute conditions which alter
renal functions (as dehydration, severe infections, or shock).

Side Effects:

- The most common side effects include: nausea, vomiting, diarrhea,
abdominal pain and loss of appetite.

- Rarely: decrease in vitamin B12 absorption, lactic acidosis, urticaria and
purities have been reported.

Precautions:

Azaformin® should be used with caution:

- In Lactic acidosis condition (as abdominal pain, muscle cramps,

fatigue and difficulty in breathing).

- In Patients with impaired hepatic or renal functions.

- If patient is scheduled to undergo X-ray examination involve use of
iodinated contrasted media.

- If patient is going to undergo major surgery (suspend metformin in

the morning of surgery and restart when renal funtion return to normal ).

- Other important precautions: patients should avoid consumption alcohol, if
patient receiving any infections illness medications).

Overdosage:

- Overdose of Azaformin® may lead to lactic acidosis which is medical
emergency required treatment in the hospital.

- If toxic amount of Azaformin® is ingested, haemodialysis should be
considered.

Drug interactions:

- Concomitant administration of Azaformin®and Glucocorticoid

(which increase hyperglycemic activity) so, more frequent blood glucose
monitoring may be required.

- Diuretics (especially loop diuretics) increase risk of lactic acidosis.

- Alcohol and alcohol containing products increase risk of lactic acidosis.

- Some drugs: Anti hypertensive of ACEI, NSAID, B, agonist may interact
with Azaformin®.

Pregnancy and Lactation:

- Owing possibility of congenital abnormality and pre initial mortality,
Azaformin® should not be used in pregnant or planning to be pregnant
women.

- Azaformin® passed into breast milk, breast-feeding is not recommended
during metformin treatment.

- In pregnant women Azaformin® is replaced by insulin.

Driving and using machines:

Metformin monotherapy does not cause hypoglycemia and therefore has no
effect on the ability to drive or to use machines. However, patients should
be alerted to the risk of hypoglycemia when metformin is used in
combination with other antidiabetic agents.

This medicine contains Lactose:

Azaformin® contains lactose which may be unsuitable for patients with

lactose intolerance, galactosemia, or glucosemia, or glucose or galactose
malabsorption.

Properties:

- Metformin acts by reducing hepatic glucose production, increasing insulin
sensitivity to muscle and delay intestinal absorption to glucose.

- Metformin does not stimulate insulin secretion, therefore does not produce
hypoglycemic effect.

- Bioavailability of Metformin 500 mg or 850 mg is approximately

50 - 60 % in healthy subjects.

- Metformin is bound to plasma protein in small amounts and excreted
mainly in urine.

List of Excipients:

Lactose, dibasic calcium phosphate dehydrate, crosscarmellose sodium,
povidone, magnesium stearate.

Incompatibilities:

Un Known.

Shelf life:

24 months.

Special precaution for storage:

-Keep out of the reach and sight of children.

-Do not use Metformin hydrochloride tablet after the expiry date which is
stated on the container.

-They should be stored in a cool, dry place, not exceed 30°C.

- Keep in original container.

Nature and contents of container:

Box of 5 Blisters.

Each Blister contains 10 tablets.

Special precaution for 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.

Marketing Authorization holder and manufacturer:

Azal Pharma

Tele: (+249) 185322770

Fax : (+249) 155118855

E-mail: azal@azalpharma.com

Website: www.azalpharma.com

To report any Side effect
National Medicines and Poisons Board (NMPB)
Fax(+249)183522263
E-mail:inf@nmpb.gov.sd - Website:www.nmpb.gov.sd

THIS IS AMEDICAMENT

- Medicament is a product which affects your health,

and its consumption contrary to instructions is
dangerous for you.

- Follow strictly the doctor’s prescription, the method of
use and the instructions of pharmacist who sold the
medicament.

- The doctor and the pharmacist are experts in medicine,
its benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without
consultation your doctor.

- Keep medicament out of reach of children.

Produced By:

A Azal Pharma
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