TYLOSURE 500MG/G GRANULES

Description and Composition
TYLOSURE 500MG/G GRANULES are buff yellow water-soluble granules. Each kg contains 500g of
Tylosin (as tartrate) as its active ingredient.

Pharmacodynamics

Tylosin is a macrolide antibiotic produced by a strain of Streptomyces fradiae. Its antimicrobial effect
consists of inhibiting the protein synthesis of sensitive microorganisms. The antimicrobial spectrum of
tylosin includes Gram-positive bacteria and some Gram-negative bacteria, such as Mycoplasma spp.

Pharmacokinetics

Absorption: The peak plasma concentration of tylosin is reached after 1 to 3 hours after oral
administration. There is only a small amount or no trace of tylosin in the blood 24 hours after oral
administration.

Distribution: In pigs, tylosin was detected in all tissues 30 minutes to 2 hours after oral administration, with
the exception of the brain and spinal cord. Tissue concentrations in the tissues were found to be
significantly higher than plasma levels.
Biotransformation and excretion: The majority of the drug has been shown to be excreted in faeces and
consists of tylosin (factor A), relomycin (factor D) and dihydrodesmycosine.

Indication
Calves: For the treatment and metaphylaxis of pneumonia due to Mycoplasma spp.

Pigs: For the treatment and metaphylaxis of enzootic pneumonia due to Mycoplasma hyopneumoniae
and Mycoplasma hyorhinis; and porcine intestinal adenomatosis (PIA or lleitis), associated with Lawsonia
intracellularis.

Turkeys: For the treatment and metaphylaxis of infectious sinusitis due to Mycoplasma gallisepticum.

Chickens: For the treatment and metaphylaxis of chronic respiratory diseases due to Mycoplasma
gallisepticum and Mycoplasma synoviae; and necrotic enteritis due to Clostridium perfringens.

The presence of the disease must be established on the farm before using the product.

Recommended Dose
Use in drinking water/milk.

Calves:
Pneumonia: 2g to 4g product per 100kg body weight (i.e. a daily dose of 20mg to 40mg Tylosin per kg
body weight) 2 times daily for 7 to 14 days.

Pigs:
Enzootic pneumonia: 4g product per 100kg body weight (i.e. a daily dose of 20mg Tylosin per kg body
weight) for 10 days.

PIA or lleitis: 1g to 2g product per 100kg body weight (i.e. a daily dose of 5mg to 10 mg Tylosin per kg
body weight) for 7 days.

Chickens:
Chronic respiratory diseases: 15g to 20g product per 100kg body weight (i.e. a daily dose of 75mg to
100mg Tylosin per body weight) for 3 to 5 days.

Necrotic enteritis: 4g product per 100kg body weight (i.e. a daily dose of 20mg Tylosin per kg body
weight) for 3 days.



Turkeys:
To ensure appropriate dosage, body weight should be determined as accurately as possible, to avoid
underdosing.

When preparing the water or milk containing the medicine, the weight of the animals to be treated and
their current daily consumption of water and milk should be taken into account. Consumption may vary
depending on different factors, such as age, clinical condition, breed and breeding system of the animals.

Based on the recommended dose and the number and weight of animals to be treated, the exact daily
concentration of the veterinary medicinal product should be calculated according to the following formula:

....mg of product per kg of x average body weight (kg) = ... mg of product per liter of water/milk
body weight per day of animals to be treated
average water/milk consumption per animal (L)

The maximum solubility is 1 kg of veterinary medicinal product per 10 liters of water.

Access to the water supply system should be facilitated for animals to be treated, to ensure adequate
water consumption. No other source of water should be made available to the animals during the
treatment period.

If no clear response to treatment is observed within 3 days, the diagnosis should be revised and, if
necessary, the treatment will be modified accordingly. After the end of the treatment period, the water
supply system should be cleaned properly to avoid consumption of the active substance in subtherapeutic
guantities, which could promote the development of resistance to the drug.

Route of Administration
For oral administration via drinking water or milk.

Contraindication

Do not use in animals with known hypersensitivity to tylosin or any other macrolide.
Do not use in animals with liver problems.

Do not use in horses.

Warning and Precautions

Special warnings for each target species

Severely affected animals with impaired food intake and water consumption should be treated
parenterally.

Do not use in case of known resistance to tylosin or cross-resistance to other macrolides (MLS
resistance).

Special precautions for use

Special precautions for use in animals:

Due to the variable (geographic/temporal) nature of the sensitivity of bacteria to tylosin, bacteriological
sampling and sensitivity testing are recommended.

Inappropriate use of the veterinary medicinal product may increase the prevalence of bacteria resistant to
tylosin and may thereby decrease the effectiveness of treatment with other macrolides due to the
potential for cross-resistance.

Official and local policies regarding the use of antibiotics should be considered when using this veterinary
medicinal product.

Do not leave or dispose of water containing tylosin tartrate where untreated animals or other wildlife can
access it.

Special precautions to be taken by the person administering the veterinary medicinal product to animals:
Tylosin may cause irritation.




Macrolides, such as tylosin, can also cause hypersensitivity reactions (allergy), following their injection,
inhalation, ingestion or when they come into contact with the skin or eyes. Hypersensitivity to tylosin may
lead to cross-reactions with other macrolides and vice versa. Allergic reactions to these substances can
sometimes be serious; this is why any direct contact with the product should be avoided.

To avoid any exposure to the product during preparation of the medication, it is recommended to wear
personal protective equipment consisting of a gown, safety glasses, impervious gloves and to wear either
a disposable respiratory half-mask, or a non-disposable respiratory mask, equipped with a filter.

Wash hands after use.

In case of accidental contact with skin, wash the affected area thoroughly with soap and water.

In case of accidental contact with eyes, rinse thoroughly with clean running water.

Do not handle the veterinary medicinal product in case of known hypersensitivity to tylosin or other
macrolides.

If you develop symptoms following exposure to the product (e.g. skin rashes), seek medical advice
immediately and show the doctor this warning. Swelling of the face, lips and eyes, as well as difficulty
breathing, are more serious symptoms that will require emergency medical attention.

Interaction with Other Medicaments

Has an antagonistic effect with lincosamides.

Do not use in animals vaccinated with tylosin-sensitive vaccines, on the day of vaccination or during the
week preceding vaccination.

Pregnancy and Lactation

Laboratory studies in mice and rats have not revealed any teratogenic, foetotoxic or maternotoxic
effects. No studies have been performed on the target species. The use should only be made after
evaluation of the benefit / risk ratio by the responsible veterinarian.

Side Effects
In pigs, adverse effects have been observed: diarrhea, pruritus, erythema of the skin, swollen vulva,
rectal edema and prolapse. These reversible signs appeared 48 to 72 hours after the start of treatment.

Symptoms and Treatment of Overdose

No evidence of tylosin toxicity was observed in rats at doses up to 1000 mg/kg administered orally.
No evidence of tylosin toxicity was found in chickens, turkeys, swine or calves when up to three times the
recommended dose was administered orally.

Storage Condition
Store below 30°C.

Shelf life
3 years.
To be used within 24 hours after dilution.

Withdrawal Periods
Meat and offal:
Calves: 12 days.
Pigs: 1 day

Turkeys: 2 days
Chickens: 1 day
Eggs: Zero days

Packing
100g, 2009, 5009, 1kg
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