FLORFEN 20% w/v Oral Solution

Florfen 20% wiv Oral Solution appears to be a yellow color, clear solution.

Composition:
Each liter contains

Florfenicol 2009

Pharmacodynamics:
Florfenicol is a bacteriostatic antibiotic that inhibits protein synthesis by

binding to ribosomal subunits of susceptible bacteria, leading to the inhibition
of peptidyl transferase and thereby preventing the transfer of amino acids to
growing peptide chains and subsequent protein formation. The bacterial
receptor that is the site of action for florfenicol is considered to be the same
as that for chloramphenicol and thiamphenicol.

Pharmacokinetics:
After absorption and distribution, florfenicol is extensively metabolised by pigs
and rapidly eliminated, primarily in urine.

Indications:

BROILER CHICKENS: Florfen 20% w/v oral solution is indicated in broiler
chickens for the treatment and control of air sacculitis associated with E. coli
susceptible to florfenicol.

SWINE: Florfen 20% wi/v oral solution is indicated for the treatment of swine
respiratory disease associated with Actinobacillus pleuropneumoniae and
Pasteurella multocida.

Recommended Dosage:
BROILER CHICKENS: 100 ppm (100 mg/L) for 3 consecutive days in drinking

water. This dosage rate is equivalent to 35 mg/kg body weight of birds.
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.coli is diagnosed.

SWINE: 100 ppm (100 mg/L) for 5 consecutive days in drinking water. This
dosage rate is equivalent to 10 mg/kg body weight for pigs that are drinking
10% of their body weight.

ADMINISTRATION: The medicated water should be administered as the only
source of drinking water for 5 consecutive days. Medication should be initiated
promptly when swine respiratory disease is diagnosed.

Prepare fresh stock solution and medicated water daily.

BULK TANK: To produce drinking water with a final concentration of 100 ppm:
Add Florfen 20% to the drinking water in the bulk tank. Use one bottle of
Florfen 20% for every 2000 L of water.

Mode of Administration: Oral Administration.

Contraindications:

The medical contraindications have been selected on the basis of the potential
significance. This medication should not be used if there is previous allergic
or toxic reaction to florfenicol. Do not use in boars intended for breeding
purposes.

Warnings and Precautions:

WARNING: Treated animals must not be slaughtered for use in food for at
least 21 days for Swine and 5 days for Broiler Chickens after the latest
treatment with this drug. 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.

This product contains material that can be irritating to skin and eyes. Avoid
direct contact with skin, eyes and clothes. In case of accidental eye exposure,
flush with water for 15 minutes. In case of accidental skin exposure, wash with
soap and water. Remove contaminated clothing. Consult a physician if
irritation persists.

Do not use this product at any other proportioner setting. This will result in
precipitation of product. This product is not recommended for use in automatic
water proportioners if water hardness is greater than 275 ppm. Water
proportioners should be tested for accuracy before use. Do not use or store
this product in galvanized metal watering systems or containers. Do not
operate chlorinators while administering medication.

Interactions with Other Medicaments:

There is no specific drug interactions for florfenicol but the drug may behave
similarly to chloramphenicol. If so, florfenicol could antagonize the bac-tericidal
activity of the penicillins or aminoglycosides. This antagonism has not been
demonstrated in vivo, and these drug combinations have been used successfully
many times clinically. Other antibiotics that bind to the 50S ribosomal subunit of
susceptible bacteria like erythromycin, clindamycin, lincomycin, and tylosin may
potentially antagonize the activity of chloramphenicol or vice versa, but the
clinical significance of this potential interaction has not been determined.

Statement on Usage During Pregnancy and Lactation:

BROILER CHICKENS: Do not feed to birds intended for breeding purposes.
The effects of product on the reproductive function of treated chickens have not
been determined.

SWINE: Not for use in breeding swine. The effects of florfenicol on porcine
reproductive performance, pregnancy and lactation have not been assessed.

Adverse Effects / Undesirable Effects:

BROILER CHICKENS: None known.

SWINE: A slight reduction of water consumption by the animals, dark brown
faeces and constipation may be observed during treatment. Commonly
observed adverse effects are diarrhoea and/or peri-anal and rectal
erythema/oedema which may affect approximately 40% of the animals. These
effects are transient. In a few of the affected animals, prolapse of the rectum that
resolves without treatment may be observed.

Overdose and Treatment:

In swine, case of overdosing results in a decrease in weight gain, food and water
consumption, peri-anal erythema and oedema and modification of some
haematological and biochemical parameters indicative of dehydration may be
observed.

In poultry and swine, stop medication and seek for veterinarian advice if there is
sign of over dosage.

Withdrawal Period (s):
BROILER CHICKENS: 5 days
SWINE: 21 days

Storage Conditions:
Store at 30°C. Protect from heat and sunlight exposure.

Keep medicine out of reach of children (Jauhkan ubat dari kanak-kanak).

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

Shelf-life (packaged for sale): 3 years
Shelf-life (after first opening of container): 7 days.
Shelf-life (after reconstitution/dilution): 24 hours.

Packaging Available: 1 L.
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