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INSULIPON 

 

TRADE NAME 

Insulipon 

 

INTERNATIONAL NONPROPRIETARY NAME 

Thioctic acid 

 

PARMACEUTICAL FORM 

Solution for injections 

Description: clear greenish-yellow solution. 

 

COMPOSITION 

1 bottle of the drug contains 

Active ingredient: 600 mg of thioctic acid. 

Excipients: trometamol, water for injections. 

 

АТХ CODE         A16AX01 

 

PHARMACOTHERAPEUTIC GROUP 

Other drugs used to treat gastrointestinal diseases and metabolic disturbances. Thioctic acid. 

 

PHARMACOLOGICAL PROPERTIES 

PHARMACODYNAMICS. 

Thioctic (alphalipoic) acid is vitamin-like endogenous antioxidant with coenzymic properties. 

It is formed as a result of oxidative decarboxylation of alpha-ketonic acids.  

It contributes to decrease of plasma glucose concentration and increase of liver glycogen 

concentration and decreases insulin resistance, it is involved in regulation of carbohydrate and 

lipid metabolism and stimulates cholesterol metabolism. 

Due to its antioxidant properties, thioctic acid protects cells against damage by degradation 

products, reduces formation of end products of progressive protein glycosylation in nerve cells 

in patients with diabetes mellitus, improves microcirculation and endoneural blood flow, 

increases physiological content of antioxidant, glutathione. Contributing to decrease of plasma 

glucose concentration, it affects alternative glucose metabolism in patients with diabetes 

mellitus, decreases accumulation of pathologic metabolites in form of polyols and, therefore, 

decreases edema in nervous tissue. Due to its role in lipid metabolism, thioctic acid increases 

phospholipid biosynthesis, particularly phosphoinosit, and, therefore, improves damaged 

structure of cell membranes; normalizes energy metabolism and conduction of nerve impulses. 

Thioctic acid eliminates toxic effect of alcohol metabolites (acetaldehyde, acetylformic acid), 

decreases excessive formation of oxygen free radicals, endoneural hypoxia and ischemia, 

decreasing manifestations of polyneuropathy in form of paresthesia, burning sensation, pains 

and sleep. 

Thus, thioctic acid demonstrates antioxidative, neurotrophic, and hypoglycemic effects and 

improves lipid metabolism. 

PHARMAKOKINETICS  

Maximum plasma concentration of thioctic acid is reached 30 min after intravenous injections 

and is about 20 mcg/ml, area under concentration-time curve is approximately 5 mcg∙h/ml. It 

undergoes first-pass metabolism in the liver. Metabolites are formed as a result of side chain 

oxidation and conjugation.  



Volume of distribution is approximately 450 ml/kg. Total plasma clearance is 10-15 

ml/min/kg. The drug is eliminated by kidney (80-90%) mainly as metabolites. Elimination 

half-life is approximately 25 min.  

 

THERAPEUTIC INDICATIONS 

- diabetic polyneuropathy; 

- alcoholic polyneuropathy. 

 

POSOLOGY AND ADMINISTRATION 

Insulipon shall be administered intravenously at a dose of 600 mg per day (1 bottle) for 2-4 

weeks. Oral thioctic acid shall be administered as a subsequent supporting therapy at a dose of 

300-600 mg per day. Treatment duration and necessity of retreatment shall be determined by a 

physician. 

Only 0.9% sodium chloride solution may be used as a solvent. Dilute content of 1 bottle (24 

ml) in 250 ml of 0.9% sodium chloride solution and make slow dropwise intravenous 

injections for at least 30 min. Since the active substance is photosensitive, prepare solution for 

infusion immediately before administration. Protect prepared solution from light, e.g. with 

aluminium foil. Shelf-life of the intravenous solution protected from light is 6 hours.  

Undiluted solution may be injected intravenously with injection syringe and perfusor and 

herewith injection duration shall be not less than 12 min. 

 

CONTRAINDICATIONS 

- hypersensitivity to drug components. 

 

SIDE EFFECT 

Frequency of side effects shall be determined as follows: very common (≥ 1/10), common (≥ 

1/100, < 1/10), uncommon (≥ 1/1000, <1/100), rare (≥ 1/10000, <1/1000), very rare (< 

1/10000), including single cases. 

Nervous system and special senses disorders: very rare - distortion or perversion of taste 

senses, diplopia, convulsions. 

Hemopoietic system disorders: very rare - thrombocytopathy, hemorrhagic rash (purpura), 

thrombophlebitis. 

Metabolism disorders: very rare - decrease of plasma glucose concentration (due to 

improvement of glucose uptake). Herewith, hypoglycemia with the following symptoms may 

be developed: dizziness, excessive sweating, headache, eye disorders. 

Allergic reactions: very rare - allergic reactions such as skin rash, urticaria, itchiness; single 

cases - anaphylactic shock. 

Local reactions: very rare - burning sensation at the injection site. 

Other disorders: spontaneous reversible increase of intracranial pressure (feeling of weight in 

the head) and respiratory affection may occur after fast intravenous injection. 

 

SPECIAL WARNINGS 

The drug shall not be administered intramuscularly. 

Patients administering Insulipon shall abstain from alcohol. 

Blood glucose concentration of patients with diabetes mellitus shall be continuously controlled 

especially at the early stage of therapy. Dose of insuline or oral hypoglycemic drug shall be 

decreased in some cases to avoid hypoglycemia development. 

Allergic reactions up to and including anaphylactic shock may be developed after parenteral 

drug administration and, therefore, patient shall be carefully monitored. After first signs of 

drug adverse effect are observed (e.g., itchiness, asthenia etc.) treatment shall be discontinued. 

 



 

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES 

During the treatment period patients administering the drug should drive or execute any other 

potentially dangerous activities requiring higher level of awareness and fast psychomotor 

actions with caution. 

 

PREGNANCY AND LACTATION 

Due to the absence of adequate administration experience, the drug is not recommended to be 

prescribed to patients during pregnancy or lactation period. 

Insulipon may be administered during pregnancy only if a potential benefit to the patient 

outweighs a potential risk to the foetus and under careful supervision of a physician.  

If the drug administration is necessary during lactation period, the brestfeeeding should be 

stopped. 

 

USE IN PEDIATRICS 

Insulipon is not recommended to be prescribed to children and adolescents under the age of 18 

years since effectiveness and safety of the drug are not determined. 

 

INTERACTION WITH OTHER DRUGS 

Simultaneous administration of thioctic acid and cisplatin reduces cisplatin effectiveness.  

Since thioctic acid may form chelate complexes with metals, concomitant administration of 

thioctic acid and drugs containing metals (e.g., iron, magnesium drug products, dairy products 

containing calcium) should be avoided. 

Simultaneous administration of Insulipon and insulin or oral hypoglycemic drug increases 

their effectiveness. 

Ethanol and its metabolites reduce effectiveness of thioctic acid. 

Thioctic acid infusion solution is incompatible with dextrose solution, Ringer's solution and 

solutions reacting with disulphide and SH-groups. 

 

OVERDOSE 

Symptoms: nausea, vomiting, headache. 

Treatment: symptomatic. No specific antidote is available. Haemodialysis, hemoperfusion or 

filtration procedures with forced elimination of thioctic acid are not effective. 

 

PHARMACEUTICAL FORM 

Solution for injections. 

5 x 24 ml yellow glass bottles with information leaflet in cardboard box with a cardboard 

spacer. 

 

STORAGE CONDITIONS 

Store in a protected from light place at temperature not exceeding 25°С. 

Keep out of reach of children! 

 

SHELF LIFE 

3 years after the date of manufacture.  

Do not apply after the expiry date. 

 

SALES TERM 

Sold under prescription. 

 


