
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Floricol

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

1 ml contains:                                                                        

Active substance: 

Florfenicol……………………………….100 mg
Excipients: 

Polyvinylpyrrolidone
Polyethylene glycol-300………….. ….q.s..1 ml
3.
PHARMACEUTICAL FORM


Oral solution.


Clear, colourless or light yellow solution.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Pigs and Poultry.

4.2
Indications for use, specifying the target species
Treatment and prevention of colibacteriosis, salmonellosis, pasteurellosis, staphylococcosis and other bacterial diseases, caused by florfenicol-sensitive microorganisms, in poultry;

Treatment and prevention of atrophic rhinitis, pleuropneumonia and secondary infections in pigs.
4.3
Contraindications
Do not use in animals with severe hematopoiesis, liver and kidney failure.
Do not use in animals with individual hypersensitivity to drug.

Do not use in poultry producing eggs for human consumption.
Do not use in adult boars intended for breeding purposes.

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Use of the product should be based on susceptibility testing of the bacteria isolated from the animal. Use of the product deviating from the instructions given in the SPC may increase the prevalence of bacteria resistant to the florfenicol.
Special precautions to be taken by the person administering the veterinary medicinal product to animals

Care should be taken when handling the product to skin contact.

Women of child-bearing age and pregnant women and people with known hypersensitivity should avoid contact with this product.

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

In case of accidental ingestion seek medical advice and show the label to the physician.
Do not eat, drink or smoke while handling the product.
4.6
Adverse reactions (frequency and seriousness) 

In rare cases after administration of Floricol in pigs may occur local allergic reactions manifested in redness and swelling of the perianal region, softening of faeces, which are transient, do not affect the physiological state and do not require the use of antihistamin drugs.
4.7 
Use during pregnancy, lactation or lay
Do not use in pregnant and lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

Do not administer together with other antibiotics, indirect anticoagulants, barbiturates, muscle relaxants.

4.9
Amounts to be administered and administration route

To poultry Floricol administered with drinking water for 3-5 days at a dose 20 mg of florfenicol/kg bw, which corresponds to:
Chickens under 4 weeks of age: 100 ml/100 L of water;
Checkens over 4 weeks of age: 200 ml/100 L of water.
To pigs Floricol administered with drinking water for 7 days at daily dose 5 mg of florfenicol/1 kg bw (e.g. 5 ml/100 kg bw).

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

None
4.11 
Withdrawal periods



Meat and offal:



6 days
5. PHARMACOLOGICAL PROPERTIES
Florfenicol

Pharmacotherapeutic group: Antibacterials for systemic use, Amphenicols
ATCvet code: QJ01BA90
5.1
Pharmacodynamic properties

Florfenicol is a synthetic broad-spectrum antibiotic effective against most Gram positive and Gram negative bacteria isolated from domestic animals.

Florfenicol acts by inhibiting bacteria proteins synthesis at the ribosomal level, thus is bacteriostatic. However, in vitro tests have shown that florfenicol has a bactericidal activity against the most commonly isolated bacterial pathogens involved in respiratory diseases.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

None known.

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

6.4
Special precautions for storage

Store in closed commercial packaging, away from direct sunlight, food and feed at 0°C to 25°C. 
6.5
Nature and composition of immediate packaging

10 ml, 100 ml and 250 ml vials of dark glass type I or type II, closed with a rubber stopper with an aluminium cap.

500 ml and 1000 ml glass or plastic bottles.
5000 ml plastic cans.


Package sizes:


Box, containing 10 vials of 10 ml.

Box, containing 6 vials of 100 ml,


Box, containing 6 vials of 250 ml.

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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