FLUNIFLOR INJECTION

Description and Composition 

FLUNIFLOR is a light yellow to yellow clear broad spectrum antibiotic injectable solution. Each liter contains 300 g of Florfenicol, 16.5g Flunixin (as meglumine), 250 g N-MethylPpyrollidone, 150g Propylene Glycol and q.s. with Polyethylene Glycol 400 as its excipients.
Pharmacodynamics 

Florfenicol is a synthetic broad spectrum antibiotic effective against most Gram-positive and Gramnegative bacteria isolated from domestic animals. Florfenicol acts by inhibiting bacterial protein synthesis at the ribosomal level and is bacteriostatic. Laboratory tests have shown that florfenicol is active against the most commonly isolated bacterial pathogens involved in bovine respiratory disease

which include Mannheimia haemolytica, Pasteurella multocida and Histophilus somni.

Florfenicol is considered to be a bacteriostatic agent, but in vitro studies of florfenicol demonstrate bactericidal activity against Mannheimia haemolytica, Pasteurella multocida and Histophilus somni. 

Flunixin meglumine is a non-steroidal anti-inflammatory drug with analgesic and antipyretic activity. Flunixin meglumine acts as a reversible non-selective inhibitor of cyclo-oxygenase (both COX 1 and COX 2 forms), an important enzyme in the arachidonic acid cascade pathway which is responsible for converting arachidonic acid to cyclic endoperoxides. Consequently, synthesis of eicosanoids,

important mediators of the inflammatory process involved in central pyresis, pain perception and tissue inflammation, is inhibited. Through its effects on the arachidonic acid cascade, flunixin also inhibits the production of thromboxane, a potent platelet pro-aggregator and vasoconstrictor which is released during blood clotting. Flunixin exerts its antipyretic effect by inhibiting prostaglandin E2 synthesis in the hypothalamus. Although flunixin has no direct effect on endotoxins after they have been produced, it reduces prostaglandin production and hence reduces the many effects of the prostaglandin cascade. Prostaglandins are part of the complex processes involved in the development of endotoxic shock.
Pharmacokinetics 

The administration of the product by the subcutaneous route at the recommended dosage of 40 mg/kg florfenicol maintained efficacious plasma levels in cattle (i.e. above the MIC90 of the least sensitive respiratory pathogen, Mannheimia haemolytica) for longer than 39 hours. Maximum plasma concentration (Cmax) of approximately 4.3μg/ml occurred approximately 5.5 hours (Tmax) after dosing.

After administration of the product by the subcutaneous route at the recommended dosage of 2.2 mg/kg flunixin peak plasma concentrations of 2.9 μg/ml were achieved after 1.3 hours. The volume of distribution was approximately 2 litres per kg. The binding of florfenicol on proteins is approximately 20% and for flunixin > 99%. The degree of elimination of florfenicol residues in urine is approximately 68% and in faeces approximately 8%. The degree of elimination of flunixin residues in urine is approximately 34% and for faeces approximately 57%.
Indication 

Treatment of bovine respiratory disease complex (BRD) associated with Mannheimia haemolytica, Pasteurella

multocida and Histophilus somni and BRD associated pyrexia.
Recommended Dose 

A single subcutaneous injection of 2ml/15kg bodyweight, providing 40mg/kg florfenicol and 2.2 mg/kg flunixin. The injection should only be given in the neck.

The dose volume given at any one injection site should not exceed 10ml. To ensure correct dosage and avoid underdosing, bodyweight should be determined as accurately as possible.

Route of Administration

Via intramuscular injection into the neck muscle.
Contraindication 

· Do not administer to animals less than 6 weeks of age.

· Do not use in adult bulls intended for breeding purposes.

· Do not use in animals suffering from hepatic and renal diseases.

· Do not use if there is a risk of gastrointestinal bleeding or in cases where there is evidence of altered hemostasis.

Warning and Precautions 

For animal treatment only.

Keep out of the reach of children.

Interaction with Other Medicinal Product

Concurrent use of other active substancesthat have a high degree of protein binding may compete with flunixin for binding and thuslead to toxic effects. Pre-treatment with other anti-inflammatory substances may result in additional orincreased adverse effects

and accordingly a treatment-free period with such drugsshould be observed for at least 24 hours before the commencement oftreatment. The treatment-free period, however,should take into account the pharmacokinetic properties ofthe products used

previously. The product must not be administered in conjunction with other NSAIDs or glucocorticosteroids. Gastrointestinal tract

ulceration may be exacerbated by corticosteroidsin animals given NSAIDs.
Pregnancy and Lactation 
None known
Side Effects 
Subcutaneous administration of the product may result in injection site swellings that become palpable 2-3 days after injection. The duration of the injection site swellings ranged from 15-36 days post-injection. Grossly, this is associated with minimal to mild irritation of the subcutis. Extension into the underlying muscle was noted in only a few instances. By 56 days post-dosing, no grosslesions were observed that would require any trim-out at slaughter.
Symptoms and Treatment of Overdose 

Overdose studies in the target species for 3 times the duration of treatment showed decreased food consumption

in the groups given 3 and 5 times the recommended dose. Decreased body weights were observed in the 5 times

overdose group (secondary to decreased food consumption). Decreased water consumption was observed in the

5 times overdose group. Tissue irritation increases with injection volume.
Storage Condition 

Store below 30ºC 

Shelf life 

2 years. Following withdrawal of the first dose, use the product within 24 hours. Any unused material should be discarded.
Withdrawal Period 

Treated cattle must not be slaughtered for use in food for at least 60 days after the latest treatment with this

drug. Not for use in lactating and dry dairy cows. Do not use in calves to be processed for veal as a withdrawal

period has not been established in pre-ruminating calves.
Packing

100ml vial
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