
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Ferraxx-forte

International non-proprietary name: gleptoferron, α-tocopherol acetate, niacin, folic acid, cyanocobalamin
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml cotains:

Active substance: 

Iron(III)-Ions….. 20 mg as Gleptoferron 53,3 mg
α-tocopherol acetate……………………….10 mg
Niacin………………………………………20 mg
Folic acid………………………………….…5 mg
Cyanocobalamin…………………………...0.1 mg
Excipients:
Macrogol

Benzyl alcohol

Water for injection……………….…..up to 1 ml
3.
PHARMACEUTICAL FORM


Solution for injection.


Dark-brown viscous solution with specific odour.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Calves, lambs, goats, piglets, foals, fur-bearing animals, dogs
4.2
Indications for use, specifying the target species
Treatment and prevention of iron deficiency anemia in calves, lambs, goats, piglets, foals, fur-bearing animals and dogs
4.3
Contraindications
Do not use in animals with individual hypersensitivity to drug.

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
As with parenteral administration of any substance, basic antiseptic rules should be observed.

The injection site must be thoroughly cleaned and disinfected in order to reduce the risk of infection with anaerobic bacteria.

Do not administer by intravenous route.
Special precautions to be taken by the person administering the veterinary medicinal product to animals

Care should be taken when handling the product to avoid self-injection or skin contact.

Women of child-bearing age, asthmatics and people with bronchial or other respiratory problems, should avoid contact with, or wear disposable plastic gloves when administering the product.

Accidental spillage on the skin should be washed off immediately with soap and water. 

In case of accidental self injection seek medical advice and show the label to the physician.
Should shortness of breath result from accidental inhalation or injection, seek urgent medical advice and show the doctor this warning.

Do no eat, drink or smoke while handling the product.

4.6
Adverse reactions (frequency and seriousness) 

In rare cases after administration of Ferraxx-forte solution for injection in susceptible animals allergic reactions may occur.
4.7 
Use during pregnancy, lactation or lay
No contraindications for use in pregnant and lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

No interactions with other drugs have been found.

4.9
Amounts to be administered and administration route

Piglets: once, at 3-4 day of life, by deep intramuscular route in neck or upper thigh area at a dose of 0.75-1.0 ml per animal. 

Calves and foals: once, at first days of life, by intramuscular route in thigh area at a dose of 2.0-4.0 ml per animal. 

Lambs and goats: once, at first days of life, by intramuscular route in thigh area at a dose of 1.5-2.5 ml per animal. 

Female minks: during feeding of pups at spring, subcutaneously or intramuscularly at a dose of 0.15 ml per animal. 

Mink pups: 6-12 weeks of life, subcutaneously or intramuscularly at a dose of 0.1 ml per animal. 

Puppies: at 2 first weeks of life, by intramuscular route in thigh area at a dose of 0.5-1.0 ml per animal.

4.10
Overdose (symptoms, emergency procedures, antidotes), if necessary

None
4.11 
Withdrawal periods



None
5. PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: Iron trivalent, parenteral preparations, gleptoferron ATCvet Code: QB03AC91
Pharmacotherapeutic group: Vitamins, tonic product, metabolic stimulator. 
ATCvet code: QA13A
5.1
Pharmacodynamic properties
Iron is an essential micronutrient. It takes a major role in the oxygen transport of haemoglobin and myoglobin, as well as it has a key role in enzymes, such as cytochromes, catalases, and peroxidases.
Tocopherol acetate (vitamin E) is an active antioxidant that inhibits lipid peroxidation, increasing in many diseases, prevents damage to cell structures by free radicals. He participates in the processes of tissue respiration, and heme biosynthesis of proteins, fat and carbohydrate metabolism, cell proliferation, and other metabolic processes.

Folic acid (vitamin B9) in the body is restored to tetrahydrofolic acid, that  is a coenzyme involved in various metabolic processes. Necessary for normal maturation megaloblasts and formation of normoblasts. Stimulates erythropoiesis, involved in the synthesis of amino acids (including methionine, serine), nucleic acids, purine and pyrimidine, metabolism of choline.

Cyanocobalamin (Vitamin B12 is) is necessary for normal hematopoiesis (promotes the maturation of red blood cells). It is involved in transmethylation processes, hydrogen transfer, the formation of methionine, nucleic acids, choline, creatine. It contributes to the accumulation in erythrocytes of compounds containing sulfhydryl groups. It has a beneficial effect on the function of the liver and nervous system. Activates blood clotting, in high doses causes an increase in the activity of thromboplastin and prothrombin.

6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

None known.

This veterinary medicinal product must not be mixed with other veterinary medicinal products in one syringe. 

6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 2 year. 

Shelf life after first opening the immediate packaging: 28 days.
6.4
Special precautions for storage

Store in closed commercial packaging, away from direct sunlight, food and feed at 5°C to 25°C. 
6.5
Nature and composition of immediate packaging

10 ml, 50 ml, 100 ml, 500 ml vials of dark glass type I or type II or plastic, closed with a rubber stopper with an aluminium cap.


Package sizes:


Box, containing 10 vials of 10 ml.

Box, containing 6 vials of 50 ml,


Box, containing 6 vials of 100 ml,


Individual package of 500 ml
6.6
Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal product should be disposed of in accordance with local requirements.
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