CenFlor 12 Oral Solution

FOR ANIMAL USE ONLY

Brand or Product Name :

CenFlor 12 Oral Solution.

Name and Strength of Active Substance(s)

Each ml contains 120 mg florfenicol and 10 mg benzyl alcohol (as preservative).

Product Description

CenFlor 12 Oral Solution is a light yellowish liquid.

Pharmacodynamics/

Florfenicol is a synthetic broad spectrum antibiotic active against many gram-negative and gram-positive bacteria isolated from domestic animals.

It acts by inhibiting bacterial protein synthesis.

Pharmacokinetics

After the first oral gavage administration of florfenicol of 42mg/kg bw/day for 3 days to broiler chicken, the highest concentration of florfenicol in serum was measured after 30
minutes then declined to reach 810 pg/ml, 8 hours later. Florfenicol could not be detected in the serum , 60 hours after the last administration. During a continuous treatment of
broiler chicken with florfenicol in drinking water at a daily dose of 26mg/kg bw for 18 hours for 3 days, the estimated mean serum concentration of florfenicol was 711pg/ml. No
florfenicol was detected in the serum, 72 hours after the terminal dose. After repeated oral administration of *C-florefnicol, given twice daily 12 hours apart at 20mg/kg bw/dose
for three days, 93.7% and 98.2% of total radioactivity administered were excreted within 1 day and 7 days after the last dose. In excreta, at 7 days, the parent compound
represented the major fraction of the radioactivity (42%), florfenicol amine (25%), florfenicol oxamic acid (5%) and florfenicol alcohol (10%) and the remaining part of radioactivity
being represented by a small percentage of three unknown compounds. No monochloroflorfenicol was detected in excreta. In a radiometric study, chicken received C-florefnicol
by oral gavage twice daily 12 hour apart at 20 mg/kg bw/dose for three days (i.e. 40 mg/kg bw/day for three days). Twenty-four hour after the end of oral administration, the levels
of radioactivity in edible tissues were 146 pg equivalents floefenicollkg in muscle, 475pg/kg in skin+ fat, 11148 pg/kg in liver and 3125 ug/kg in kidney. Then declined to reach
approximately 50 pg/kg in muscle and in skin + fat 5 days after the end of treatment, whereas in liver and kidney significant amounts of residues were still found : 2403 and 844pg
equivalents florfenicollkg respectively. Florfenicol amine was the major metabolite measured in edible tissues of chicken, florfenicol, the only microbiologically active compounds,
being only detected in skin +fat in low concentrations (4%) and in kidney (1%). In a non-radiometric study, broiler chickens received florfenicol according to the recommended
regimen via drinking water at concentrations equivalent to 17 to 30 mg/kg bw/day for 3 days. At 0.5 days after the end of the treatment the concentrations of florfenicol amine
were lower than the limit of quantification for muscle (less than 50 pg/kg) and for skin + fat (less than 109 pg/kg) whereas in:liver and kidney, significant amounts of florfenicol-
amine were measured 2862 and 1161ug/kg respectively. Florfenicol amine concentrations declined to reach 2038 and 679 ug/kg in liver and kidney, 1 day after the end of the
treatment and to 1215 and 484 pg/kg in liver and kidney, 3 days after the end of the treatment. Seven days after the end of the treatment, the concentrations of florfenicol amine
were below the limit of quantification for liver (less than 461 pg/kg) and could be still measured in kidney (136 pg/kg).

Indication

Broiler Chicken : For the treatment and control of air sacculitis associated with E. coli susceptible to florfenicol.

Dosage

1 bottle (1L) in 1200L water or 100ppm for 3 consecutive days in drinking water. This dosage rate is equivalent to 35mg Florfenicol/kg body weight of birds

Solutions with concentrations comprised between 1.2 g and 12 g of florfenicol per litre precipitate.

If proportioner is used, the proportioner should be tested for accuracy before use.

Administration

The medicated water should be administered as the only source of drinking water for 3 consecutive days. Medication should be initiated promptly when disease attributed to E.
coliis diagnosed. Prepare fresh stock solution and medicated water daily.

Note : If a positive clinical response is not noted within 48 hours of initiation of treatment, the diagnosis should be réevaluated.

Contraindications

The use of this drug is contraindicated in animals with a history of an allergic reaction to florfenicol.

Do not feed to birds intended for breeding purposes.

Warnings and Precautions

The medicated water should be administered as the only source of drinking water for 3 consecutive days.

Inappropriate use of the veterinary medicinal product may increase the prevalence of bacteria resistant to florfenicol.

To limit the development of antimicrobial resistance, the choice of this drug as the most appropriate treatment should be confirmed by clinical experience supported where
possible by pathogen culture and drug susceptibility testing.

Not for human use- Keep out of reach of children.

Avoid direct contact with skin, eyes and clothes.

In case of accidental skin exposure, wash with soap and water.

Remove contaminated clothing.

Consult a physician if irritation persists.

Interactions with Other Medicaments

There is inadequate data on adverse drug interactions produced by florfenicol. In some species, including the horse, florfenicol may be anticipated to inhibit hepatic microsomal
enzymes and therefore like chloramphenicol to interact adversely with drugs metabolized in the liver, but details are lacking.

Statement on usage during pregnancy and lactation

Studies in laboratory animals have not revealed any evidence of potential embryotoxic or foetotoxic effect of florfenicol.

The use is not recommended during pregnancy and lactation.

Adverse Effects

None known.

Overdose and Treatment

None known.

Withdrawal Period(s)

Broiler chicken: 5 days

Shelf-life

2 years from date of manufactured.

Opened bottle and unused medicated water to be discarded after 24 hours.

Maximum Residual Limit (MRL)

Chicken : Muscle = 100 ug/kg, Skin +fat = 200 ug/kg, Liver = 2500 ug/kg, Kidney = 750 ug/kg [ Ref. EMEA/MRL/822/02-FINAL, January 2002]

Storage Conditions

Store in a dry place below 25°C. Keep away from children. Jauhi ubat dari kanak-kanak.

Dosage Forms and packaging available

Available in 1 litre per bottle, pack in 12 bottles or 20 bottles per carton.

Name and Address of manufacturer

Life Biopharma Sdn. Bhd. (546163-D)

No. 250-251, Jalan Industri Galla 13, Kawasan Perindustrian Galla, 70200 Seremban, Negeri Sembilan, Malaysia.
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