
COMPOSITION
GETZGLIM 1mg
Each tablet contains:
Active ingredient: Glimepiride ............................................................................................1.0mg
In-active ingredient: Lactose (hydrous), Sodium lauryl sulphate, Avicel PH 102, Sodium starch
glycolate, Apple green lake color.
GETZGLIM 2mg
Each tablet contains:
Active ingredient: Glimepiride ............................................................................................2.0mg
In-active ingredient: Lactose (hydrous), Sodium lauryl sulphate, Avicel PH 102, Sodium starch
glycolate, Violet lake color (2071), Brilliant blue lake color
GETZGLIM 3mg
Each tablet contains:
Active ingredient: Glimepiride ............................................................................................3.0mg
In-active ingredient: Lactose (hydrous), Sodium lauryl sulphate, Avicel PH 102, Sodium starch
glycolate, Brilliant blue lake color
GETZGLIM 4mg
Each tablet contains:
Active ingredient: Glimepiride ............................................................................................4.0mg
In-active ingredient: Lactose (hydrous), Sodium lauryl sulphate, Avicel PH 102, Sodium starch
glycolate, Pink lake color.
CLINICAL PHARMACOLOGY
Mechanism of Action
The primary mechanism of action of glimepiride appears to be dependent on stimulating the
release of insulin from functioning pancreatic beta cells.
In addition, extrapancreatic effects (e.g. reduction of basal hepatic glucose production and
increased peripheral tissue sensitivity to insulin and glucose uptake) may also play role in the
activity of glimepiride.
However, as with other sulfonylureas, the mechanism by which glimepiride lowers blood glucose
during long-term administration has not been clearly established.
Pharmacokinetics
After oral administration glimepiride is completely absorbed from the GI tract. The oral
bioavailability is approximately 100%. Peak plasma concentrations occur in 2-3 hours. More
than 99% of the drug is bound to plasma proteins. Glimepiride is completely metabolized by
oxidative biotransformation into two main metabolites, a hydroxy derivative and a carboxy
derivative.
The elimination half-life (t1/2) after multiple doses is about 5 hours. Approximately 60% of dose
is eliminated in the urine and 40% in the feces.
INDICATIONS
- GETZGLIM (Glimepiride) is indicated as an adjunct to diet and exercise to lower the blood

glucose in patients with noninsulin-dependent diabetes mellitus (type II), whose hyperglycemia
cannot be controlled by diet and exercise alone.

- GETZGLIM (Glimepiride) may be used concomitantly with metformin when diet, exercise,
and when GETZGLIM or metformin therapy alone do not result in adequate glycemic
control.

- GETZGLIM (Glimepiride) is also indicated for use in combination with insulin to lower
blood glucose in patients whose hyperglycemia cannot be controlled by diet and exercise
in conjunction with an oral hypoglycemic agent.

DOSAGE AND ADMINISTRATION
The basis for successful treatment of diabetes is a good diet, regular physical activity, as well
as routine checks of blood and urine. Tablets or insulin cannot compensate if the patient does
not keep to the recommended diet.
n Starting and maintenance dose:
- The starting dose is 1mg to 2mg of glimepiride per day and may be increased if necessary

to 4mg daily as maintenance dose. The maximum recommended dose is 8mg of glimepiride
per day.

- When control is unsatisfactory, the dosage should be increased, based on the glycemic
control, in a stepwise manner with an interval of about 1 to 2 weeks between each step, to
2, 3, or 4mg of glimepiride per day and in exceptional cases 8mg.

- Concomitant administration with glimepiride can be initiated in patients whose maximum
daily dose of metformin is not adequately controlled. While maintaining the metformin
dose, glimepiride therapy is started with a low dose, and then titrated up depending on the
desired level of metabolic control up to the maximum daily dose. The combination therapy
should be initiated under close medical supervision.

- In patients whose maximum daily dose of glimepiride is not adequately controlled, concomitant
administration with insulin can be initiated if necessary. While maintaining the glimepiride
dose, insulin is started at a low dose and titrated up depending on the desired level of
metabolic control. The combination therapy should be initiated under close medical
supervision.

- Normally, a single daily dose of glimepiride is sufficient. This dose should be taken shortly
before or during a substantial breakfast or if none is taken, shortly before or during the first
main meal. If a dose is forgotten, this should not be corrected by increasing the next dose,
in this case, skip the missed dose, go back to the regular dosage.

- If a patient has a hypoglycemic reaction on 1mg of glimepiride daily, this indicates that they
can be controlled by diet alone.

n Switch over from other oral hypoglycemic agents to GETZGLIM (Glimepiride)
- A switch over from other oral hypoglycemic agents to glimepiride can be done. For the

switch over to glimepiride, the strength and the half-life of the previous medication has to
be taken into account. In some cases, especially anti-diabetes with long half-life (e. g.
chlorpropamide), a wash out period of a few days is advisable in order to minimize the risk
of hypoglycemic reactions due to the additive effect. The recommended starting dose is 1mg
of glimepiride per day. Based on the response, the glimepiride dosage may be increased
stepwise, as indicated earlier.

n Switch over from insulin to GETZGLIM (Glimepiride)
- In exceptional cases, where type 2 diabetes patients are regulated on insulin, a changeover

to GETZGLIM (Glimepiride) may be indicated. The changeover should be undertaken under
close medical supervision.

Dosage may be adjusted according to age and symptoms.
CONTRAINDICATIONS
- Known hypersensitivity to the drug.
- Diabetic ketoacidosis, with or without coma. This condition should be treated with insulin.
- Severe impairment of liver function and dialysis patients.
- Pregnancy and lactating mothers.
ADVERSE REACTIONS
1)  Immune system disorder: Mild hypersensitivity reactions may develop into serious reactions

with dyspnea, fall in blood pressure, and sometimes shock. Sometimes, allergic vasculitis
may occur. Cross allergenicity with sulphonylureas, sulphonamides or related substances
are possible.

2 )  Blood and lymphatic system disorders: changes in haematology rarely occurred during
glimepiride treatment. Moderate to severe thrombocytopenia, leucopenia, erythrocytopenia,
granulocytopenia, agranulocytosis, haemolytic anaemia and pancytopenia may occur. These
are generally reversible upon discontinuation of medication.

3) Metabolism and nutrition disorder: Hypoglycemic reactions have been observed after
administration of glimepiride. This reaction mostly occurs immediately, may be severe and
are not always easy to correct. The occurrence of such reactions depends, as with other
hypoglycemic therapies, on individual factors such as dietary habits and the dosage.

4) Eye disorders: Transient visual disturbances may occur especially on initiation of treatment

due to changes in blood glucose levels.
5) Gastrointestinal disorders: Gastrointestinal complaints like nausea, vomiting and diarrhea,

pressure or a feeling of fullness in the stomach and abdominal pain.
6 )  Hepato-biliary disorders: Elevation of liver enzymes may occur, impairment of liver function

(e.g. cholestasis and jaundice) may develop as well as hepatitis which may progress to liver
failure.

7 )  Skin and subcutaneous tissue disorders: Itching, rash, and urticaria may occur. In very rare
cases hypersensitivity to light may occur.

Inform doctors with side effects when using medicine.
GENERAL PRECAUTIONS
- Hypoglycemia: Glimepiride must be taken shortly before or during a meal. When meals are

taken at irregular hours or skipped altogether, treatment with glimepiride may lead to
hypoglycemia. The clinical picture of a severe hypoglycemic attack may resemble that of
a stroke.   Symptoms can almost always be promptly controlled by immediate intake of
carbohydrates (sugar), artificial sweeteners have no effect. It is known from other
sulphonylureas that despite initially successful countermeasures, hypoglycemia may recur.
Severe hypoglycemia or prolonged hypoglycemia, only temporarily controlled by the usual
amounts of sugar, require immediate medical treatment and occasionally hospitalization.
Treatment with glimepiride requires regular monitoring of glucose levels in blood and urine.
In addition determination of the proportion of glycosylated haemoglobin is recommended.

- Regular hepatic and haematological monitoring (especially leucocytes and thrombocytes)
are required during treatment with glimepiride.

- In stress-situations (e.g. accidents, acute operations, infections with fever, etc.) a temporary
switch to insulin may be indicated.

- In patients with severe impairment of renal or liver function change over to insulin is
indicated.

DRUG INTERACTIONS
1)  Increase in the effect of blood glucose lowering may occur when glimepiride is concomitantly

administered with one of the following drugs: insulin and other oral anti-diabetes, ACE
inhibitors, allopurinol, anabolic steroids and male sex hormones, chloramphenicol, coumarin
anticoagulants, cyclophosphamides, trofosfamides, disopyramide, fenfluramine, fenyramidol,
fibrates, fluoxetine, MAO inhibitors, miconazol, salicylates, pamino salicylic acid,
pentoxifylline (high dose parenteral), phenylbutazone, azapropazon, oxyfenbutazone,
probenecid, quinolone antibiotics, sulphinpyrazone, tetracyclines, certain long acting
sulfonamides, tritoqualine.

2 )  Decrease in the effect of blood glucose lowering may occur when glimepiride is concomitantly
administered with one of the following drugs: estrogens and progestogens, saluretics (thiazide
diurectics), thyroid stimulating agents (glucocorticoids), phenothiazine derivatives
(chlorpromazine), adrenaline and sympathomimetics, nicotinic acid (high dosages) and
nicotinic acid derivatives, laxatives (long term use), phenytoin, diazoxide, glucagons,
barbiturates, rifampicin, and acetozolamide.

3 )  Concurrently administered glimepiride with H2 antagonists, betablockers, clonidine and
reserpine may lead to either potentiation or weakening of the blood glucose lowering effect.

4 )  When concurrently administered glimepiride with sympatholytic drugs such as betablockers,
clonidine, guanethidine and reserpine, the signs of adrenergic counterregulation to
hypoglycemia may be reduced or absent.

5 )  When being used concurrently, alcohol may potentiate or weaken the hypoglycemic action
of glimepiride.

6 )  When being used concurrently, glimepiride may either potentiate or weaken the effects of
coumarin derivatives.

USE IN PREGNANCY OR LACTATION
- GETZGLIM is contraindicated during pregnancy. The use of insulin is required under such

circumstances. Patients who consider pregnancy should inform their physician.
- As other sulphonylurea derivatives, glimepiride can pass into breast milk. GETZGLIM must

not be taken by breast-feeding women.
OVERDOSE
- After ingestion of an overdose, hypoglycemia may occur, lasting from 12 to 72 hours, and

may recur after an initial recovery. Symptoms may not be present for up to 24 hours after
ingestion. General observation in hospital is recommended. Nausea, vomiting and epigastric
pain may occur. In general, the hypoglycemia may be accompanied by neurological symptoms
like restlessness, tremor, visual disturbances, co-ordination problems, sleepiness, coma and
convulsions.

- Treatment primarily consists of preventing absorption by inducing vomiting and then drinking
water or lemonade, use activated charcoal (absorbent) and sodium-sulphate (laxative). If
large quantities have been ingested, gastric lavage is indicated, followed by activated charcoal
and sodium-sulphate. Start administration of glucose as soon as possible, if necessary, use
a bolus intravenous injection of 50ml of 50% glucose solution, followed by an infusion of
a 10% glucose solution with strict monitoring of blood glucose. Further symptomatic
treatment should be taken.

- In particular when treating hypoglycemia due to accidental intake of GETZGLIM in infants
and young children, the dose of given glucose must be carefully controlled to avoid the
possibility of producing dangerous hyperglycemia. Blood glucose should be closely monitored.

STORAGE : Store in well-closed container at temperature from 25 - 30°C, protect from sunlight,
and moisture.
EXPIRY: 36 months from the manufacturing date.
HOW SUPPLIED: 2 blisters x 10 tablets / box.
SPECIFICATION: Manufacturer.
WARNING :
- Read carefully the leaflet before use.
- For further information, please contact your doctor.
- This drug is used only by doctors’ prescription.
- Keep out of reach of children.
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