
INSUTON 

 

TRADE NAME 

Insuton 

 

INTERNATIONAL NONPROPRIETARY NAME 

Gliclazide 

 

CHEMICAL NAME  

N-[[(hexahydrocyclopenta[c]pyrrol-2(1H)-yl)amino]carbonyl]-4-methylphenylsulfonamide 

 

DOSAGE FORM 

Modified release tablets. 

Description:  

Insuton 30 mg: white colored oval biconvex tablets. 

Insuton 60 mg: white colored, oval, both sides scored, biconvex tablets. 

 

COMPOSITION 

A modified release tablet contains 

Active ingredient: gliclazide 30 mg or 60 mg.. 

Excipients: microcrystalline cellulose, silica colloidal anhydrous, hypromellose, magnesium 

stearate. 

 

ATC CODE      

A10B B09 

 

PHARMACOTHERAPEUTIC GROUP 

Sulfonamides, urea derivatives. 

 

PHARMACOLOGICAL PROPERTIES 

PHARMACODYNAMICS 

Insuton is a second-generation oral sulfonylurea hypoglycemic agent that stimulates insulin 

secretion by pancreas, lowers blood glucose levels, enhances glucose-specific insulin secretory 

action and increases insulin sensitivity in peripheral tissues. In long-term administration, 

Insuton doesn’t cause habituation, increased postprandial insulin levels and C-peptide 

secretion persist. Insuton shortens the interval from food intake till insulin secretion, restores 

the early peak of insulin secretion in response to glucose (unlike other sulfonylureas that act 

mostly at the second stage of secretion), enhances the second stage of insulin secretion and 

reduces a peak of postprandial hyperglycemia. 

Insuton increases insulin sensitivity in peripheral tissues, stimulating glycogen synthetase 

activity in muscles, and reduces formation of glucose in liver, normalizing fasting glucose 

levels. 

In addition to the effect on carbohydrate metabolism, gliclazide improves microcirculation - 

reduces a risk of microvascular thrombosis by influencing the mechanisms that may be 

involved in development of complications in diabetes mellitus such as partial inhibition of 

platelet aggregation and adhesion, lowering of platelet activating factor concentration (beta-

thromboglobulin, thromboxane B2) as well as restoration of vascular endothelium fibrinolytic 

activity and increase in tissue plasminogen activator activity. 

Gliclazide has the following antioxidant properties: it lowers lipid peroxide levels in plasma 

and increases erythrocyte superoxide dismutase activity. 



Daily intake of a single dose of Insuton provides for efficient therapeutic gliclazide plasma 

concentration within twenty-four hours due to a prolonged release dosage form. 

PHARMACOKINETICS 

When taken per os, gliclazide is absorbed completely from the gastrointestinal tract. Food 

intake has no effect on absorption. Concentration of the drug substance in plasma gradually 

increases, reaches its maximum and a steady-state level 6-12 hours after administration of the 

medication.  

Individual variability is relatively low. The relationship between a dose taken and medication 

plasma concentration represents a linear time dependance. 

Plasma protein binding is approximately 95%. 

Insuton is metabolized in the liver and excreted mainly by kidneys. Excretion of Insuton by 

kidneys is mainly in the form of metabolites, less than 1% of the medication is excreted in the 

unchanged form. 

Active metabolites are not found in plasma. The half-life period amounts to approximately 16 

hours (from 12 to 20 hours).  

No clinically significant changes of pharmacokinetic parameters have been observed in elderly 

patients. 

 

THERAPEUTIC INDICATIONS 

- type 2 diabetes mellitus combined with a dietary therapy in case of diet and physical exercise 

insufficient effectiveness. 

 

DOSAGE AND ADMINISTRATION  

Use the medication only in adults!  

Take Insuton by mouth, once daily with breakfast.  

The initial dose for previously untreated patients is 30 mg (including patients over the age of 

65). Thereafter the dose is selected individually until the desired therapeutic effect is achieved. 

Select the dose with regard to the blood glucose level, observed after initiation of treatment. 

Each subsequent change of the dose is allowed only after at least a two-week period.  

A daily dose of the medication may vary from 30 to 90-120 mg, and it should not exceed 120 

mg. 

Insuton may be used as an alternative to gliclazide tablets with normal release. If one or more 

doses of the medication are missed, do not take a higher dose next time (on the next day).  

If Insuton tablets is used to replace another hypoglycemic medication, no transition period is 

required. It’s required to take at first a daily dose of another medication in full and start taking 

Insuton only on the next day. 

If a patient has been treated with sulfonylurea medications with a longer half-life, a careful 

monitoring is needed (glucose blood level control) within 1-2 weeks to prevent hypoglycemia 

as a consequence of a residual effect of the previous therapy.  

Insuton tablets may be taken with biguanides, alpha-glucosidase inhibitors or insulin. 

Insuton is prescribed to the patients with mild and moderate renal insufficiency at the same 

doses as to the patients with normal kidney function. Insuton tablets is contraindicated in 

severe renal insufficiency.  

Patients with a risk for hypoglycemia  

A minimum dose of Insuton is recommended for patients with a risk for hypoglycemia 

(malnutrition or unbalanced nutrition; severe or poorly compensated endocrine disorders – 

pituitary and adrenal insufficiency, hypothyroidism; withdrawal from a long-term and/or high 

dose glucocorticosteroid (GCS) therapy; severe cardiovascular diseases (severe ischemic heart 

disease, severe carotid artery atherosclerosis, widespread atherosclerosis)). 

 

CONTRAINDICATIONS 



- hypersensitivity to gliclazide or to any of the medication excipients, other sulfonylureas, 

sulfanilamides;  

- type 1 diabetes mellitus;  

- diabetic ketoacidosis, diabetic precoma, diabetic coma;  

- severe renal and/or hepatic insufficiency;  

- pregnancy and lactation period;  

- age under 18 years;  

- treatment with miconazole;  

- congenital lactose intolerance, lactose deficiency or glucose-galactose malabsorption.  

Concurrent use of Insuton with phenylbutazone or danazol is not recommended.  

Insuton is to be taken with caution by the elderly, in irregular nutrition and/or unbalanced 

nutrition, severe cardiovascular diseases (including ischemic heart diseases, atherosclerosis), 

hypothyroidism, adrenal or pituitary insufficiency, hypopituitarism, renal and/or hepatic 

insufficiency, a long-term glucocorticosteroid (GCS) therapy, abuse of alcohol, glucose-6-

phosphate dehydrogenase deficiency. 

 

SIDE EFFECTS 

Hypoglycemia (in noncompliance to the dosage regimen and inadequate diet): headache, 

increased fatigability, hunger, hyperhidrosis, acute asthenia, palpitations, arrythmia, increased 

arterial pressure, drowsiness, insomnolence, agitation, aggression, anxiety, irritability, impaired 

attention concentration, inability to concentrate and slow reaction, depression, impairment of 

vision, aphasia, tremor, paresis, sensory disorders, dizziness, feeling of helplessness, loss of 

self-control, delirium, cramps, shallow breathing, brachycardia, loss of consciousness, coma. 

Digestive system: nausea, vomiting, diarrhea, abdominal pain, constipation (intensity of such 

symptoms decreases when taken with food); rarely - compromised liver function (hepatitis, 

cholestatic jaundice – medication withdrawal is required, increased hepatic transaminase and 

alkaline phosphatase activity).  

Hemopoietic system: suppression of bone marrow hematopoiesis (anemia, thrombocytopenia, 

leukopenia, granulocytopenia).  

Allergic reactions: skin itching, urticaria, skin rash, including maculopapular and bullous skin 

rash, erythema.  

Others: impairment of vision.  

General sulfonylurea-specific side effects: erythropenia, agranulocytosis, hemolytic anemia, 

pancytopenia, allergic vasculitis; life-threatening hepatic insufficiency. 

 

SPECIAL INDICATIONS 

Insuton should be used for treatment only in combination with a diet, low in calories and 

carbohydrates. Blood glucose and glycosylated hemoglobin levels as well as urine glucose 

levels are to be measured at regular intervals during the treatment with Insuton tablets.  

Insuton may be prescribed only to the patients that have a regular food intake, mandatorily 

including breakfast and providing for sufficient intake of carbohydrates. When presciping 

Insuton, it is recommended to take into consideration that an intake of sulfonylureas may 

result in a hypoglycemia and sometimes in a long-lasting severe hypoglycemia, requiring 

hospitalization and glucose administration for some days. Hypoglycemia is more likely to 

occur with a diet, low in calories, following prolonged or strenuous exercises, alcohol intake or 

if a combination of hypoglycemic agents is used. Careful selection and adjustment of the doses 

used as well as provision of full information to the patient about the treatement proposed are 

necessary to exclude a risk for hypoglycemia.  

The dose of Insuton tablets should be adjusted in overexertion of physical capability and 

emotional overload, and in case of a change in the nutrition regimen.  



Especially sensitive to hypoglycemic agents are the elderly; patients who have unbalanced 

nutrition and are in a general debilitated state of health; patients with pituitary-adrenal 

insufficiency. Beta-adrenergic blocking agents, clonidine, reserpine, guanethidine may mask 

clinical implications of hypoglycemia.  

Patients should be warned that intake of ethanol, non-steroid anti-inflammatory drugs 

(NSAIDs) and fasting may increase the risk for hypoglycemia.  

Ethanol (alcohol) intake may also lead to a disulfiram like syndrome (abdominal pain, nausea, 

vomiting, headache).  

Large-scale surgeries and injuries, extensive burns, contagious diseases, accompanied by a 

febrile syndrome may require for a withdrawal of oral hypoglycemic agents and insulin therapy 
prescription.  

A secondary drug resistance may develop (it must be distinguished from primary drug 

resistance when a medication does not have an expected clinical effect already at the first 

prescription). 

If treated with Insuton tablets, the patient should abstain from intake of alcohol and ethanol 

containing medications and food products.  

 

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES 

It is recommended to exercise caution during the treatment period when driving vehicles and 

performing other potentially dangerous activities, requiring high attention concentration and 

quick psychomotor reactions. 

 

USE DURING PREGNANCY AND LACTATION 

Gliclazide use during pregnancy is not reported.  

Data on other sulfonylurea use during pregnancy are limited. Teratogenic effects of gliclazide 

have not been identified during the studies in laboratory animals. An optimum control of 

diabetes mellitus (an appropriate therapy) is needed to reduce a risk of congenital 

malformations. Oral hypoglycemic agents should not be used during pregnancy. Insulin is the 

drug of choice for treatment of diabetes mellitus during pregnancy. It is recommended that oral 

hypoglycemic agents are changed to insulin before a pregnancy is attempted, or as soon as 

pregnancy is discovered.  

With regard to absence of data on gliclazide excretion in breast milk and a risk for neonatal 

hypoglycemia, breast-feeding is contraindicated during treatment with the medication. 

 

CHILDREN 

The medication is contraindicated for children under 18 years old. 

 

DRUG INTERACTION 

Gliclazide potentiates the action of anticoagulants (warfarin), and an anticoagulant dose 

adjustment may be required.  

Miconazole (systemic administration and when used as a gel on the oral mucosa) increases a 

hypoglycemic action of the medication (hypoglycemia may develop, leading to a coma).  

Phenylbutazone (systemic administration) enhances a hypoglycemic effect of the medication 

(displaces it from protein binding sites and/or slows down excretion from the body); blood 

glucose control and gliclazide dose adjustment are required both during treatment with 

phenylbutazone and after its withdrawal. 

Ethanol and ethanol containing medications aggravate hypoglycemia, inhibiting compensatory 

reactions, and may lead to a hypoglycemic coma.  

A hypoglycemic effect and a risk of hypoglycemia increase when Insuton is used concurrently 

with other hypoglycemic medications (insulin, acarbose, biguanides), beta-adrenergic blocking 

agents, fluconazole, angiotensin-converting enzyme inhibitors (captopril, enalapril), histamine 



H2 receptor blockers (cimetidine), inhibitors of monoamine oxidase, sulfanilamides and non-

steroid anti-inflammatory drugs (NSAIDs).  

Danazol has a diabetogenic effect. Blood glucose control and gliclazide dose adjustment are 

required both during treatment with danazol and after its withdrawal. High doses of 

chlorpromazine (more than 100 mg/day) increase blood glucose levels, lowering insulin 

secretion. Blood glucose control and gliclazide dose adjustment are required both during 

treatment with chlorpromazine and after its withdrawal. 

GCSs (systemic and intra-articular administration, topical and rectal application) increase 

blood glucose levels and may lead to a ketoacidosis (reduced carbohydrate tolerance). Blood 

glucose control and gliclazide dose adjustment are required both during treatment with GCSs 

and after its withdrawal.  

Ritodrine, salbutamol, terbutaline (intravenous administration) increase blood glucose levels. 

Blood glucose control and a transfer to insulin therapy (if needed) are recommended. 

 

OVERDOSE 

Symptoms: hypoglycemia, impairment of consciousness, hypoglycemic coma.  

Treatment: sugar is to be taken orally if the patient is conscious.  

Severe hypoglycemic states may be observed, accompanied by coma, cramps or other 

neurological disorders. Such symptoms require for an emergency medical assistance and an 

immediate hospitalization.  

If a hypoglycemic coma is suspected or diagnosed, the patient should be given a rapid 

intravenous injection of 40% dextrose (glucose) solution (50 ml). This should be followed by a 

drop intravenous infusion of 5% dextrose (glucose) solution that will maintain the blood 

glucose at the level required. 

After consciousness recovery, the patient should be provided with food, rich in easily digested 

carbohydrates (to prevent a recurrence of hypoglycemia). Thereafter, blood glucose levels and 

the patient should be closely monitored for a minimum of 48 hours; at the end of the 

aforementioned interval, an attending physician makes a decision on a further monitoring with 

due account for the patient's state.  

Dialysis is inefficient due to a marked gliclazide plasma protein binding. 

 

PACKAGING  

Insuton 30 mg or 60 mg. 

Modified release tablets. 

15 tablets in a blister. 

2 or 4 blisters in a carton box with a package leaflet enclosed.  

 

STORAGE CONDITIONS 

Store at temperature not exceeding 25°С.  

Keep out of reach of children! 

 

SHELF LIFE 

3 years from the date of manufacture. 

Do not apply after the expiry date. 

 

SALES TERMS 

Sold under prescription. 

 


