
PATIENT INFORMATION LEAFLET 
 
INSULIPON 
 
TRADE NAME 
Insulipon 
 
INTERNATIONAL NONPROPRIETARY NAME 
Thioctic acid 
 
PHARMACEUTICAL FORM  
Film coated tablets. 
Description: oblong, biconvex, yellow-green coloured film coated tablets. 
 
COMPOSITION 
Film coated tablet contains 
Active substance: thioctic acid 300 mg or 600 mg. 
Excipients: lactose monohydrate, silica colloidal anhydrous, simethicone, croscarmellose 
sodium, microcrystalline cellulose, hypromellose, magnesium stearate. 
Film coating: Opadry® 200 Optimized Performance Coating 200F210038 green (polyvinyl 
alcohol, talc, titanium dioxide, macrogol, methacrylic acid copolymer, quinoline yellow 
aluminum lake, indigo carmine aluminum lake, sodium bicarbonate). 
 
АТС CODE               A16AX01 
 
PHARMACOTHERAPEUTIC GROUP  
Other alimentary tract and metabolism products. Thioctic acid. 
 
PHARMACOLOGICAL PROPERTIES  
PHARMACODYNAMICS  
Thioctic (alpha-lipoic acid) acid is a vitamin-like endogenous antioxidant with coenzyme 
properties. It is formed in the body through the oxidative decarboxylation of alpha-keto acids.  
It contributes to the reducing the concentration of glucose in the plasma and an increase in 
glycogen concentration in the liver, it also reduces the insulin resistance, participates in 
regulating carbohydrate and lipid metabolism and stimulates cholesterol metabolism. 
Due to its antioxidant properties, thioctic acid protects cells against the damage of their 
decomposition products, reduces the formation of the end products of the advanced protein 
glycosylation in the nerve cells in diabetes mellitus, improves the microcirculation and 
endoneural blood flow, and increases the physiological content of the antioxidant glutathione. 
Contributing to reduce the concentration of glucose in blood plasma it affects the alternative 
glucose metabolism in diabetes mellitus, reduces the accumulation of abnormal metabolites in 
the form of polyols, and thus, reduces the swelling of the nervous tissue. Owing to the 
participation in lipid metabolism, thioctic acid increases the biosynthesis of phospholipids, 
particularly phosphoinoisite, thereby improving the damaged structure of the cell membranes; it 
normalizes the energy metabolism and conduction of nerve impulses. 
Thioctic acid eliminates the toxic effects of alcohol metabolites (acetaldehyde, pyruvic acid), 
reduces the excessive formation of molecules of free oxygen radicals, and reduces endoneural 
hypoxia and ischemia, weakening the manifestations of polyneuropathy in the form of 
paresthesia, burning sensation, pain and numbness in the extremities. 
Thus, thioctic acid has antioxidant, neurotrophic, hypoglycemic effect, improving lipid 
metabolism. 
 

http://compendium.com.ua/atc/A16#A16A_X01


PHARMACOKINETICS 
After oral administration it is rapidly and completely absorbed from the gastrointestinal tract 
(GIT). Simultaneous food intake may reduce the absorption of the drug. The maximum plasma 
concentration (Cmax) after the administration of 1 tablet of Insulipon is 4 μg/ml; time to reach the 
maximum concentration is 25-30 minutes. It has a first-pass metabolism in the liver. The relative 
bioavailability of Insulipon is more than 60%. The elimination half-life (Т1/2) is 25 minutes. The 
main metabolic ways are oxidation and conjugation. Thioctic acid and its metabolites are 
excreted into urine (80-90%). 
 
THERAPEUTIC INDICATIONS  
- diabetic polyneuropathy; 
- alcoholic polyneuropathy. 
 
DOSAGE AND ADMINISTRATION 
Tablets should be taken on an empty stomach, not chewing, washing down with small amounts 
of liquid. The administration of the medicine during a meal can reduce the absorption of α-lipoic 
acid, therefore it is recommended to take the entire daily dose 30 minutes before breakfast. 
Adults are prescribed 600 mg of α-lipoic acid 1 time a day. The duration of the treatment is 
determined by the physician individually. 
 
CONTRAINDICATIONS 
Hypersensitivity to thioctic acid or other ingredients. 
 
ADVERSE EFFECTS 
Used below parameters of adverse effects frequency are defined as follows: common (≥ 1/100 to 
< 1/10); very rare (< 1/10000), including isolated cases. 
GIT disorders: common - nausea; in rare cases - gastrointestinal disorders, including vomiting, 
abdominal pain and gastrointestinal pain, diarrhea. 
Allergic reactions: in rare cases - allergic reactions, including skin rash, hives (urticaria), itching 
and eczema.  
Central nervous system disorders: common - dizziness; very rare - taste change or disturbance.  
Metabolic disorders: in rare cases - decrease in blood glucose level. There are reports of 
complaints that indicate hypoglycemic states, particularly, dizziness, sweating, headache and 
blurred vision due to the improved glucose utilization. 
 
SPECIAL INDICATIONS 
Alcohol consumption can reduce the effectiveness of the drug. Therefore it is recommended to 
abstain from alcohol during treatment with the drug. For the patients with diabetes mellitus, 
especially at the beginning of the treatment, it is necessary to monitor the blood glucose; 
hypoglycemia is possible due to the improved glucose utilization. A short-term increase in 
sensitivity accompanied by paresthesia with the feeling of "pins and needles" is possible due to 
the regenerative processes during the treatment polyneuropathy. After administration of 
Insulipon it is possible an unusual smell of urine. 
 
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES  
During the treatment it is necessary to exercise caution (due to the possibility of such side effects 
as dizziness and blurred vision) when driving and performing other potentially hazardous 
activities that require heightened attention and speed of psychomotor reactions. 
 
ADMINISTRATION DURING PREGNANCY AND LACTATION  
The administration of thioctic acid during pregnancy is not recommended due to lack of relevant 
clinical data. 



There are no data on the penetration of thioctic acid in breast milk, therefore to administer it 
during lactation is not recommended. 
 
PEDIATRIC USE 
Since there are no data on the safety and efficacy of administration of thioctic acid in children, 
the drug is not recommended to prescribe for patients of this age group. 
 
DRUG INTERACTIONS 
Thioctic acid reacts with the metal ion complexes (e.g., cisplatin), and therefore the effectiveness 
of cisplatin decreases while simultaneous administration with the drug. 
Thioctic acid is chelating agent against metals, therefore it cannot be administered together with 
compounds of metals (preparations of iron, magnesium, and with dairy products because they 
contain calcium). If the daily dose used for 30 minutes before breakfast, the preparations 
containing magnesium or iron, must be used in the afternoon or evening. 
While administration of Insulipon in diabetic patients it is possible an increasing the 
hypoglycemic action of insulin and oral antidiabetic agents, therefore especially at the initial 
stage of the treatment, it is recommended careful monitoring of blood glucose levels. To avoid 
the symptoms of hypoglycemia in some cases it may be needed to decrease the dose of insulin or 
oral antidiabetic agents. 
Regular consumption of alcohol is an important risk factor for the development and progression 
of clinical neuropathy and may adversely affect the process of the treatment with Insulipon. 
Therefore, patients with diabetic polyneuropathy are usually recommended as far as possible to 
refrain from alcohol consumption. Restriction of alcohol consumption also refers to breaks 
between treatments. 
 
OVERDOSAGE 
Symptoms: in case of reception of thioctic acid in a dose of 10 g to 40 g, especially in 
combination with alcohol, there are serious signs of intoxication such as generalized seizures; the 
expressed disturbances of acid-alkaline balance, leading to lactic acidosis; hypoglycemic coma; 
severe blood-clotting disorders, sometimes resulting in fatal issue. 
Treatment: in case of suspected drug intoxication it is necessary an immediate hospitalization 
with carrying out general therapeutic measures for detoxification (artificial vomiting, gastric 
lavage, activated charcoal, etc.) and symptomatic therapy. 
 
PACKAGE 
Film coated tablets. 
10 tablets in a blister. 
3, 6 or 10 blisters together with a leaflet in a carton box. 
 
STORAGE CONDITIONS 
Store at temperature not exceeding 25°C. 
Keep out of reach of children! 
 
SHELF LIFE 
3 years from the date of manufacture. 
Do not apply after the shelf-life expiration. 
 
SALES TERMS 
Sold under prescription. 
 
MANUFACTURER 
The holder of trade mark and Marketing Authorization is 



“INSUPHAR LABORATORIES İLAÇLARI LİMİTED ŞİRKETİ”, TURKEY. 
Manufactured by 
“World Medicine İlaç San. ve Tic. А.Ş.”, Turkey 
(Bağcılar İlçesi, Güneşli, Evren Mahallesi, Cami Yolu Cad. No: 50 K. 1B Zemin 4-5-6, 
İstanbul). 
 
 


