
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Solamox

International non-proprietary name: amoxicillin
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 g contains:                                                                        

Active substance: 

Amoxicillin trihydrate …………………....……….…….700 mg
Excipients: 
Sodium carbonate
Aminoacetic acid
Trilon B………..…………………………….………..….q.s..1 g
3.
PHARMACEUTICAL FORM


Water-soluble oral powder.


White water-soluble powder.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Poultry, pigs, calves.

4.2
Indications for use, specifying the target species
Treatment and prevention of respiratory and gastrointestinal infections, caused by amoxicillin-sensitive microorganisms, in calves, pigs and poultry.
4.3
Contraindications
Do not use in animals with individual hypersensitivity to drug.

Do not use in adult ruminants.

Do not use in layers, producing eggs for human consumption.

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Official, national and regional antimicrobial policies should be taken into account when the product is used. Use of the product should be based on susceptibility testing of the bacteria isolated from the animal. If this is not possible, therapy should be based on local (regional, farm level) epidemiological information about susceptibility of the target bacteria. Use of the product deviating from the instructions given in the SPC may increase the prevalence of bacteria resistant to the amoxicillin and may decrease the effectiveness of the treatment. 

Special precautions to be taken by the person administering the veterinary medicinal product to animals

Penicillins may cause hypersensitivity (allergy) following injection, inhalation, ingestion or skin contact. Hypersensitivity to penicillins may cause cross reactions to cephalosporins and vice versa. Allergic reactions to these substances may occasionally be serious. People with known hypersensitivity to beta-lactam antibiotics should avoid handling the product. Handle this product with great care to avoid exposure, taking all recommended precautions. Wear gloves and either a disposable half mask respirator conforming to European Standard EN149 or a non-disposable respirator conforming to European Standard EN140 with a filter to EN 143 when mixing and handling the product. Wash hands after use. In case of contact with eyes or skin, wash immediately with water. If you develop symptoms following exposure, such as a skin rash, you should seek medical advice and show the doctor this warning. Swelling of the face, lips or eyes or difficulty with breathing are more serious symptoms and require urgent medical attention.
4.6 Adverse reactions (frequency and seriousness) 
In case of individual hypersensitivity and allergic reaction use of the drug is stopped and antihistamines are prescribed.
4.7 
Use during pregnancy, lactation or lay
In pregnant females product should be used only according to the benefit/risk assessment by the responsible veterinarian. Do not use in lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with bacteriostatic antibiotics (tetracyclines, macrolides).

4.9
Amounts to be administered and administration route

Solamox is administered with drinking water or mixed with feed twice a day for 5 days as follows:
Pigs: 150-300 mg of Solamox/10 kg bw/day, e.g. 10-20 mg of amoxicillin/kg bw/day;

Poultry: 20 mg of Solamox/kg bw/day, e.g. 14 mg of amoxicillin/kg/bw;

Calves: individually, with water, milk or milk replacer at a dose 150 mg of Solamox/kg bw/day, e.g. 10 mg of amoxicillin/kg bw/day. 

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

None
4.11 
Withdrawal periods



Meat and offal: 15 days
5. PHARMACOLOGICAL PROPERTIES
Amoxicillin

Pharmacotherapeutic group: Beta-lactam antibacterials, Penicillins 

ATCvet-code: QJ01CA04
5.1
Pharmacodynamic properties

Amoxicillin, is a broad-spectrum penicillin with bactericidal action against many Gram-positive and Gram negative bacteria. It owes its activity to the inhibition of the development of the peptidoglycan network structure in the bacterial cell wall. Amoxicillin is acid resistant, but is not resistant to the action of beta-lactamases.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

Do not use simultaneously with bacteriostatic antibiotics (tetracyclines, macrolides). 
6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 3 years. 

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


500 g, 1000 g and 5000 g bags.
Not all pack sizes may be marketed.

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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