TMS ZOog/kg PremIX Tilmicosin Phosphate 20% Premix

FOR ANIMAL USE ONLY

Brand or Product Name :

TMS 200g/kg Premix

Name and Strength of Active Substance(s)

Each kg contains 200g Tilmicosin Phosphate which is equivalent to Tilmicosin 180 g.

Product Description

TMS 200 Premix is white to almost white powder.

Pharmacodynamics Properties

Tilmicosin is a semi-synthetic antibiotic of the macrolide group, and is believed to affect bacterial protein synthesis with resultant bacteriostatic action. In-vitro, tilmicosin has a
specific activity against mycoplasma of poultry, pig and cattle. In addition, it has an antibacterial spectrum that is predominantly Gram-positive, including Staphylococcus spp., and
Streptococcus spp. Tilmicosin also has activity against certain Gram-negative microorganisms such as Pasteurella, Actinobacillus spp. and Haemophilus spp.

Pharmacokinetics Properties

Absorption: When administered to pigs via the oral route at a dose of 400 ppm in the feed (equivalent to approximately 21.3 mg/kg/day), tilmicosin moves rapidly out of the serum
into areas of low pH. The highest concentration in the serum (0.23+0.08 ug/ml) was recorded on day 10 of medication, but concentrations above the limit of quantification ( 0.10
ug/ml ) were not found in 3 out of 20 animals examined. Lung concentrations increased rapidly between days 2 and 4, but no significant changes were obtained following four days
of dosing. The maximum concentration in lung tissue (2.59+1.01 ug/ml) was recorded on day 10 of medication. Distribution: Following oral administration, tilmicosin is distributed
throughout the body, but especially high levels are found in the lung and in lung tissue macrophages. It is also distributed in the liver and kidney tissues. Biotransformation: Several
metabolites are formed, the predominant one being identified as T1. However the bulk of the tilmicosin is excreted unchanged. Elimination: Following oral administration, tilmicosin is
excreted mainly via the bile into the faeces, but a small proportion is excreted via the urine.

Indication

For the prevention and treatment of swine respiratory diseases associated with Pasteurella multocide, Mycoplasma hyopneumoniae, Actinobacillus pleuropneumoniae and other
microorganisms that are sensitive to tilmicosin.

Recommended Dosage

Must be thoroughly mixed in feeds before use. Administer in the feed at 200g — 400g tilmicosin activity per tonne for a period of 15 to 21 days. This is achieved by the incorporation
of 1.11 to 2.22 kg TMS 200g/kg Premix per tonne of feed.

Contraindications

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

Special Warnings For Each Target Species

Do not allow horses and other equines access to feed containing tilmicosin. If for an individual animal, feed intake is such that the recommended dosage is not realized, medication
should be carried out by parenteral treatment.

Special Precautions For Use

Special precautions for use in animals : Cross-resistance between tilmicosin and other macrolide antibiotic has been observed. Use of the product should be based on susceptibility
testing and take into account official and local antimicrobial policies. Inappropriate use of the product may increase the prevalence of bacteria resistant to tilmicosin and may
decrease the effectiveness of treatment with tilmicosin related substances.

Special precautions for the person administering the veterinary medicinal product to animals : Accidental ingestion should be avoided by humans. The handling of the product in
case of known hypersensitivity to macrolide antibiotics must be avoided. May cause sensitisation by skin contact. May cause skin and eye irritation. Avoid direct skin contact. Wear
overalls, safety glasses and impervious gloves when mixing and handling the product. Wash affected parts if skin contact occurs. If accidental eye contact occurs, immediately rinse
thoroughly with water. In case of accidental ingestion, or if you develop symptoms following exposure such as skin rash, seek medical advice immediately and show the package
leaflet or the label to the physician. Swelling of the face, lips or eyes or difficulty with breathing are more serious symptoms and require urgent medical attention. If the operations
involve the risk of exposure to dust, wear either a disposable filter and half mask respirator conforming to European Standard EN149 or a non-disposable respirator to European
Standard EN140 fitted with a filter to EN143. This warning is particularly relevant to on-farm mixing, where the risk of exposure to dust is likely to be enhanced.

Interactions with Other Medicaments

Do not use with other macrolides or lincosamides

Statement on usage during pregnancy and lactation

Do not use in laying birds producing eggs for human consumption.

Adverse Effects / Undesirable Effects

Occasionally feed intake may decrease (including feed refusal) in animals receiving medicated feed. This effect is transient.

Overdose and Treatment

Vomiting and cardio-vascular collapse are symptoms of overdosing.

Withdrawal Period(s)

Pig: meat and offal 21 days.

Shelf-life

As packaged for sale: 36 months.

Opened bag must be used within 24 hours

Reconstituted feed is recommended to be used within 24 hours.

Allowable Maximum Residual Limit (MRL)

Milk (sheep) = 50u/kg, Muscle, fat (cattle, poultry, pig and sheep) = 100ug/kg, Kidney (cattle and sheep) = 300ug/kg, Liver (cattle and sheep) = 1000pg/kg, Liver (pig) =

1500ug/kg [Ref. REGOVP, Version 2, dated Dec 2009]

Disposal of Containers

Traces of medicated powder left in an opened bag can be diluted by pouring small amount of animal feed into the bag, mix well and use in animal treatment. Emptied bag can be
safely disposed in trash according to local government regulations.

Storage Conditions

Store airtight and below 25°C. Keep medicine out of reach of children. Jauhkan ubat daripada kanak-kanak.

Dosage Forms and packaging available

Available in 500 g and 1 kg aluminum sachet , 10 kg and 25 kg paper bag.

Name and Address of manufacturer

Life Biopharma Sdn. Bhd. (company no. 546163-D)

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