Acesin 62.5% w/w Water Soluble Powder

Acesin 62.5% wiw Water Soluble Powder appears to be an almost white color powder.

Composition:
Each g contains:
Tylvalosin (as tylvalosin tartrate) 625 mg

Pharmacodynamics:

Tylvalosin is a macrolide antibiotic. Macrolides are metabolites or derivatives of

metabolites of soil organisms obtained by fermentation. They interfere with protein

synthesis by reversibly binding to the 50S ribosome subunit. They are generally

considered bacteriostatic.

Tylvalosin has activity against pathogenic organisms isolated from a range of animal

species-mainly  Gram-positive organisms and mycoplasma (e.g. Mycoplasma

gallisepticum) but also some Gram-negative organisms, including Lawsonia intracellularis

and Ornithobacterium rhinotracheale.

Bacteria can develop resistance to antimicrobial substances. There are multiple
mechanisms responsible for resistance development to macrolide compounds.

Cross-resistance within the macrolide group of antibiotics cannot be excluded.

Pharmacokinetics:

Tylvalosin tartrate is rapidly absorbed after oral administration of the veterinary medicinal
product. Tylvalosin is widely distributed in tissues with the highest concentrations found in
the respiratory tissues, bile, intestinal mucosa, spleen, kidney and liver. Tylvalosin has
been shown to concentrate in phagocytic cells and gut epithelial cells. The major
metabolite of tylvalosin is 3-acetyltylosin (3-AT), which is also microbiologically active.

Indications:

Pigs:

Treatment and metaphylaxis of porcine proliferative enteropathy (ileitis) caused by
Lawsonia intracellularis.

The presence of the disease in the herd should be established before metaphylaxis.
Chickens

Treatment and metaphylaxis of respiratory infections caused by Mycoplasma
gallisepticum in chickens. The presence of the disease in the flock should be established
before metaphylactic treatment. As an aid in reducing the development of clinical signs
and mortality from respiratory disease in flocks, where infection in ovum with Mycoplasma
gallisepticum is likely because the disease is known to exist in the parent generation. The
strategy should include efforts to eliminate the infection from the parent generation.
Turkeys

Treatment of respiratory disease associated with tylvalosin sensitive strains of
Ornithobacterium rhinotracheale in turkeys.

Recommended Dosage:

Pigs

The dose is 5 mg tylvalosin per kg bodyweight per day (equivalent to 8mg/kg of product)
in drinking water for 5 consecutive days.

Chickens

For treatment of respiratory disease associated with Mycoplasma gallisepticum:

The dose is 25 mg tylvalosin per kg bodyweight (equivalent to 40mg/kg of product) per
day in drinking water for 3 consecutive days.

When used as an aid in reducing the development of clinical signs and mortality (where
infection in ovum with Mycoplasma gallisepticum is likely):

The dose is 25 mg tylvalosin per kg bodyweight (equivalent to 40mg/kg of product) per
day in drinking water for 3 consecutive days at 1 day old. This is followed by a second
treatment with 25 mg tylvalosin per kg bodyweight per day in drinking water for 3
consecutive days at the period of risk, i.e. at times of management stress such as
administration of vaccines (typically when birds are 2-3 weeks old).

Turkeys

The dose is 25 mg tylvalosin per kg bodyweight (equivalent to 40mg/kg of product) per
day in drinking water for 5 consecutive days.

Mode of Administration: Oral administration.
Contraindication: None.

Warning and Precautions:

Special warnings for each target species

Pigs: In severely diseased pigs, if water intake is reduced, pigs should be treated with a
suitable injectable veterinary medicinal product.

Chicken & Turkeys: None.

Special precautions for use

Special precautions for use in animals

Good management and hygiene practices should be followed to reduce the risk of re-
infection. It is sound clinical practice to base treatment on susceptibility testing of the
bacteria isolated from the animal. If this is not possible, therapy should be based on local
(regional, farm level) epidemiological information about susceptibility of target bacteria. Use
of the veterinary medicinal product deviating from the instructions in the product insert may
increase the risk of development and selection of resistant bacteria and decrease the
effectiveness of treatment with other macrolides due to the potential for cross-resistance.

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

Tylvalosin has been shown to cause hypersensitivity (allergic) reactions in laboratory
animals; therefore, people with known hypersensitivity to tylvalosin should avoid contact
with this product. When mixing the veterinary medicinal product and handling the medicated
water, direct contact, with eyes, skin and mucous membranes should be avoided. Personal
protective equipment consisting of impervious gloves and mask should be worn when
mixing the product. Wash contaminated skin. In case of accidental ingestion, seek medical
advice immediately and show the package insert or the label to the physician.

Interactions with Other Medicaments: None known.

Statement on Usage During Pregnancy and Lactation:

Pig: The safety of the veterinary medicinal product has not been established during
pregnancy and lactation in pigs. Use only in accordance with benefit-risk assessment by
the responsible veterinarian. Laboratory studies in animals have not produced any evidence
of a teratogenic effect. Maternal toxicity in rodents has been observed at doses of 400 mg
tylvalosin per kg bodyweight and above. In mice, a slight reduction in the foetal bodyweight
was seen at doses causing maternal toxicity.

Chicken & Turkeys: The safety of the veterinary medicinal product has not been
established during lay.

Adverse Effects / Undesirable Effects: None known.

Overdose and Treatment:

No signs of intolerance have been observed in pigs at up to 100 mg tylvalosin per kg
bodyweight per day for 5 days.

No signs of intolerance have been observed in poultry species at up to 150 mg tylvalosin
per kg bodyweight per day for 5 days.

Withdrawal Period (s):

Pigs:

Meat and offal: 1 day

Chickens & Turkeys:

Meat and offal: 2 days.

Not authorized for use in birds producing eggs for human consumption.
Chickens: do not use within 14 days of onset of lay.

Turkeys: do not use within 21 days of the onset of lay.

Storage Condition:

Store below 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 as packaged for sale: 2 years

Shelf-life after first opening: 7 days

Shelf-life after reconstitution: 24 hours

Packaging Available: 100g & 400g.
Date of revision: 27-06-2018
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