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INSTRUCTION
for medical use of medicinal product
ANTRAL®
Composition:
Active substance: 1 tablet contains Antral® 100 mg (0.1 g) or 200 mg (0.2 g) on dry matter basis;
Excipients: magnesium carbonate heavy, potato starch, crospovidone, microcrystalline cellulose, povidone, polysorbate, anhydrous colloidal silicon dioxide, calcium stearate, Opadry II 85 G18490 white, Opadry II 85 G25557 red. 
Pharmaceutical form 
Film-coated tablets.
Basic physical and chemical properties: Dark red, round, biconvex, film-coated tablets.
Pharmacotherapeutic group
Liver therapy. ATC Code А05В А.
Pharmacological properties
Pharmacodynamics
Antral® is a hepatoprotector. It is effective in the treatment of acute and chronic hepatitis of various nature and hepatic cirrhosis. It reduces asthenovegetative disorders, improves appetite and sleep, reduces dyspepsia. Treatment course improves the content of bilirubin, blood γ-globulins and cholesterol, prothrombin index, transaminase activity (ALAT and ACAT) and alkaline phosphatase. Antral® is characterized by prolonged anti-inflammatory and analgesic actions. According to the preclinical data, Antral® reduces the effects of hepatotoxins, activates reparative processes in hepatocytes and improves the structural and functional liver parameters in acute, subacute and chronic hepatic impairment by various xenobiotics and their combinations. The drug inhibits the processes of lipid peroxidation in the blood and tissues, supports the activity of antioxidant systems, and provides the liver structure and hepatocyte membrane stabilization. Antral® is a relatively safe pharmacological agent, and it does not impair organ and system functions. It has no cumulative properties and immunotoxic, locally irritating, allergenic, ulcerogenic, embryotoxic, teratogenic effects.
Pharmacokinetics 

The maximum drug accumulation in the blood is observed after 3-4 hours, the half-life period is 4-5 hours. The drug excretes in urine and faeces. 
Clinical particulars
Indications 
Antral® is indicated for adults and children for the treatment of: acute and chronic hepatitis of various nature (viral, alcoholic, drug-induced, toxic); fatty liver and hepatic cirrhosis; inflammatory diseases of the gallbladder, spleen, pancreas; postcholecystectomy syndrome (after gallbladder removal). For the prevention of hepatic diseases caused by the negative effects of toxins of different aetiology: alimentary toxins, medicinal products, chemotherapy, radiation therapy.
Contraindications 
Hypersensitivity to any drug components. 

Impaired excretory function of the kidneys. 

Interactions with other medicinal products and other forms of interaction 

Antral® is compatible with antibacterial, detoxifying, choleretic, vitamin products and thus can be included in treatment complexes. If used concomitantly in patients with hepatic cirrhosis, Antral® does not affect the activity of steroid and cytotoxic drugs; dose reduction (up to 50-70%) of the previously administered dose of steroids without further decrease in the treatment effectiveness is acceptable. 

Special warnings and precautions for use 

It is recommended to use Antral® 20-30 minutes after meals with sufficient amount of water or milk.
Use during pregnancy and lactation 
There is a limited experience of drug administration in pregnancy and lactation. The product shall not be used during pregnancy and lactation. 

Effects on ability to drive and use machines 
There is no data of the effect on ability to drive and use machines, but dizziness should be considered.
Posology and method of administration 
Antral® is used orally 3 times daily after meals. 

· adults and children (10 years of age and over) - 200 mg as a single dose; in hepatic cirrhosis: in the first week of treatment - 400 mg as a single dose, then within 2-3 weeks - 200 mg as a single dose; 
· children 4-10 years (incl. in hepatic cirrhosis) – 100 mg as a single dose.
The period of treatment depends on the nature and severity of the disease. The average treatment course is 3-4 weeks. The treatment course shall be repeated after 3-4 weeks. 

Paediatric population 
The product is not used in children under 4 years old.
Overdose 
Overdose may potentiate undesirable effects.
In case of accidental overdose gastric lavage and (if necessary) symptomatic treatment shall be advised.
Undesirable effects 

In general the drug is well tolerated by patients. In single cases, when Antral® is used, weakness, dizziness, dyspepsia, nausea, abdominal pain, and diarrhoea occur after the drug is withdrawn. 

Allergic reactions including skin rash, urticaria, angioedema, flush and pruritus.
Shelf-life
3 years. 

Do not use after expiry date stated on the carton.
Storage
Store in the original package below 25 °C. 

Keep out of reach of children.
Nature and contents of container 
10 tablets in a blister 3 blisters per carton.
Prescription status
Over-the-counter product.
Manufacturer
JSC Farmak. 
Location 
74, Frunze str., Kyiv, Ukraine, 04080
Date of the last revision
14.07.2017.
