FOR ANIMAL USE ONLY
TO BE PRESCRIBED BY REGISTERED VETERINARY SURGEONS ONLY

Product Name :

ENRO-VET 100mg/ml Oral Solution

Name and Strength of Active Substance(s)

Each ml contains 100mg enrofloxacin and 1%w/v benzyl alcohol as preservative.

Product Description

ENRO-VET 100mg/ml Oral Solution is a light yellowish solution.

Pharmacodynamics Properties

Enrofloxacin, a third generation fluoroquinolone, is a broad-spectrum, bactericidal antibiotic. The bactericidal effect of enrofloxacin is concentration dependent, with susceptible
bacteria cell death occurring within 20-30 minutes of exposure. Enrofloxacin has demonstrated a significant post-antibiotic effect for both Gram-negative and Gram-positive
bacteria and is active in both stationary and growth phases of bacterial replication. Mechanism of action : Enrofloxacin is believed to act by inhibiting bacterial DNA-gyrase (a
type-Il topoisomerase), thereby preventing DNA supercoiling and DNA synthesis.

Pharmacokinetics Properties

Enrofloxacin is well absorbed following oral administration. The presence of food in the stomach may delay the rate, but not the extent of absorption. Enrofloxacin is well
distributed throughout the body. Organs in which high levels can be expected are the lungs, liver, kidney, bone and lymphatic system. Enrofloxacin also distributes into
cerebrospinal fluid, the aqueous humor and the foetus in pregnant animals.

Indications

Poultry and Turkeys

For use in the treatment of diseases of the respiratory and alimentary tracts of bacterial or mycoplasmal origin (eg. pasteurellosis, mycoplasmosis, coli-bacillosis, coli-septicaemia
and salmonellosis) where clinical experience, supported where possible by sensitivity testing of the causal organism, indicates enrofloxacin as the drug of choice.
Recommended Dosage

Poultry and Turkeys:

The dose rate is 10 mg/kg bodyweight daily for 3 to 10 days.

Each ml contains 100 mg enrofloxacin.

Calculate the daily quantity (ml) of ENRO-VET 100mg/ml Oral Solution required for treatment period as follows :

Total number of birds x Average body weight in kg x 0.1 = Total volume (ml) per day

ENRO-VET 100mg/ml Oral Solution may be put directly into the header tank or introduced via a water proportioner pump.

For the treatment of salmonellosis or pasteurellosis a treatment period of 5 to 10 days must be used. For other conditions the duration of treatment may be 3 to 5 days. The
product is administered via the drinking water. Medicated water should be made up immediately prior to provision. Medication of the water supply should be continuous during
the treatment period and no other source of water should be available. The product should be given over a minimum period of 6 hours per day to allow all birds to drink.

Mode of Administration

To be administered via animal drinking water.

Contraindications

The product should not be used for prophylaxis.

Warnings and Precautions

Special precautions for use in animals :

Official and local antimicrobial policies should be taken into account when the product is used. Fluoroquinolones should be reserved for the treatment of clinical conditions which
have responded poorly, or are expected to respond poorly, to other classes of antimicrobials. Whenever possible, fluoroquinolones should only be used based on susceptibility
testing. Use of the product deviating from the instructions given in the SPC may increase the prevalence of bacteria resistant to the fluoroguinolones and may decrease the
effectiveness of treatment with other quinolones due to the potential for cross resistance

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

Wear impervious gloves when handling the product. Wash any splashes from skin or eyes immediately with water. Wash hands and exposed skin after use. Do not eat, drink or
smoke while using the product.

Interactions with Other Medicaments

Do not mixed or give together with food, supplement or medication containing cations (Fe++, Mg++, Al+++, , Zn++,Ca++) as they may bind to enrofloxacin and prevents its
absorption; separate doses of these products by at least 2 hours. Synergism can occur when aminoglycosides, cephalosporins and extended-spectrum penicillins are used with
enrofloxacin.

Statement on Usage During Pregnancy and Lactation

Pregnancy and lactation: Not applicable, the product is indicated only for use in poultry. Do not administer to layer replacement birds within 14 days of coming into lay.
Adverse Effects / Undesirable Effects

With the exception of potential cartilage abnormalities in young animals at very high doses of enrofloxacin, the adverse effect profile of these drugs appears to be minimal. Gl
distress (vomiting, loose stool, anorexia) is the most common reported adverse effect.

Overdose and Treatment

Do not exceed the recommended dose. Toxic effects are generally limited to gastrointestinal disturbances such as nausea, vomiting, and diarrhea. Treat symptomatically.
Withdrawal Period(s)

Do not administer to layer replacement birds within 14 days of coming into lay.

Chicken : Meat : 8 days ; Eggs: Contraindicated (not for use in birds producing eggs for human consumption). Turkey : Meat : 8 days.

Shelf-life

3 years from the date of production.

Maximum Residual Limit (MRL)

Muscle, liver and kidney (cattle, pig and poultry) = 30ug /kg [Ref. REGOVP, Version 2, dated Dec 2009]

Storage Conditions

Store below 25°C. Keep out of reach of children. Jauhi dari kanak-kanak. Opened bottle is to be discarded after 24 hours. Medicated water must be prepared fresh daily. Any
unused medicated water is to be discarded after 24 hours.

Disposal of Container

Traces of medicated liquid left in an opened bottle can be rinsed out with clean animal drinking water and use in animal treatment. Cleaned bottle can be safely disposed in trash
according to local government regulations.

Dosage Forms and Packaging Available

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