Veterinary Package Insert

Product Name:

Yen-AnTil 20% W/W Powder

Product Description:
White and odourless powder.

Target Species:
Swine, Others: Pigs

Pharmacodynamics:

Tilmicosin is a semi-synthetic antibiotic of the macrolide
group, and is believed to affect protein synthesis. It has
bacteriostatic action but at high concentrations it may be
bactericidal. This antibacterial activity is predominantly
against Gram-positive microorganism with activity against
certain gram-negative ones and Mycoplasma of a bovine,
porcine, ovine and avian origin. In particular its activity has
been demonstrated against the following micro-organism:
Pigs: Mycoplasma hyopneumoniae, Pasteurella multocida,
Actinobacillus pleuropneumoniae.

Scientific evidence suggests that macrolides act
synergistically with the host immune system. Macrolides
appear to enhance phagocyte killing of bacteria. Tilmicosin
has been shown to inhibit in vitro the replication of the
Porcine Reproductive and Respiratory Syndrome virus in
alveolar macrophages in a dose dependent fashion.

Cross resistance between tilmicosin and other macrolides
and lincomycin has been observed.

Pharmacokinetics:

Pigs:

Absorption: When administered to pigs via the oral route at
a dose of 400 mg tilmicosin/kg feed (equivalent to
approximately 21.3 mg tilmicosin/kg bodyweight/day),
tilmicosin moves rapidly out of the serum into areas of low
pH. The highest concentration in the serum was recorded
on day 10 of medication, but concentrations above the limit
of quantification 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 was recorded on day 10 of medication.

When administered at a dose of 200 mg tilmicosin/kg feed
(equivalent to approximately 11.0 mg/kg/day), plasma
concentrations above the limit of quantification were found
in 3 out of 20 animals examined. Quantifiable levels of
tilmicosin were found in lung tissue with the maximum
concentration being recorded on day 10 of medication.
Distribution:  Following oral administration, tilmicosin is
distributed throughout the body with especially high levels
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 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.

Indications:

For the control of pneumonia in swine, caused by
Actinobacillus pleuropneumoniae, Mycoplasma
hyopeumoniae, Pasteurella multocida and other
organisms sensitive to tilmicosin.

Recommended Dosage:
Mixing Directions:
Yen-AnTil 20% W/W Powder must be thoroughly mixed in
feed before use.
Thorougly mix Yen-AnTil 20% W/W Powder into ratio as
directed.
To ensure adequate mixing, it is recommended that a pre-
blend of Yen-AnTil 20% W/W Powder be made before
incorporation into the total amount of complete feed.
A dose rate of 8 to 24mg Tilmicosin / kg bodyweight / day
is to be provided.
Dose Rate Table

Tilmicosin Concentration in

Kg of Yen-AnTil 20%

Complete Feed (ppm) W/W Powder per
1000kg of Complete
Feed

200 1.113kg

400 2.226kg

Feeding Directions:

Feed continuously as the sole ration for a 14 day period,
beginning approximately seven (7) days before an
anticipated disease outbreak. |If clinical signs of
pneumonia have already been observed, clinically ill pigs
may receive supplementary treatment by injection of an
approved antibiotics.



Mode of Administration:
Oral

Environmental Properties:

Sludge from waste treatment ponds must be disposed of in
approved landfills for contaminated wastes. This product
may accumulate in soils. DO NOT spread effluent containing
Tilmicosin on the same pastures or croplands in successive
years. DO NOT allow wastes from pigs treated with
Tilmicosin to enter waterways. These wastes contain
Tilmicosin which is highly toxic to algae.

Contraindications:

This product should not be used in any feed (supplement,
concentrate or complete) containing bentonite, as bentonite
in feeds may affect the efficacy of Tilmicosin.

Avoid allowing horses or other equines access to feeds
containing Tilmicosin.

Warning and Precautions:

Precautions: The safety of Tilmicosin in boards intended for
breeding purposes has not been established.

Safety Directions: Will irritate the eyes and skin. Repeated
exposure may cause allergic disorders. Avoid contact with
skin and eyes. Do not inhale dust. When mixing wear elbow-
length PVC gloves and goggles and if dust is present half
face respirator with dust cartridge or canister. If product in
eyes, wash it out immediately with water. After use and
before eating, drinking or smoking, wash hands, arm and
face thoroughly with soap and water. After each day’s use,
wash gloves, goggles, respirator, and if rubber wash with
detergent and warm water, and contaminated clothing.

Interactions with Other Medicaments
None known

Pregnancy and Lactation:
The safety of tilmicosin has not been established in boars
used for breeding purposes.

Adverse Effects:
In very rare cases, feed intake may decrease (including
feed refusal) in animals receiving medicated feed. This
effect is transient.

Symptoms and Treatment of Overdose:

No symptoms of overdose have been seen in pigs fed a
ration containing levels of tilmicosin up to 80 mg/kg
bodyweight (equivalent to 2000 ppm in the feed or ten
times the recommended dose) for 15 days.

Withdrawal Period:

REMOVE ALL MEDICATED FEED 14 days before
slaughter for human consumption.

Any variation to the registered dose, frequency, duration,
route, disease or target species may result in the need to
extend the registered withholding period.

Packaging:
Packed in 100gm aluminium foil, 1kg aluminium foil or 25kg
HDPE plastic bag

Storage Condition:
Store below 30°C in dry place, protected from light.

Shelf Life

Two years from date of manufacturing

To be used within 24 hours after first opening of container.
To be used within 24 hours after dilution.

Product Registration Holder:
YENHER AGRO-PRODUCTS SDN.BHD
(Company No.: 222455-P)

1628, Jalan IKS Simpang Ampat 1, Taman IKS
Simpang Ampat, 14100 Simpang Ampat, Seberang
Perai Selatan, Pulau Pinang, Malaysia.

Manufactured by:
DEXCHEM INDUSTRIES SDN. BHD.
(Company No.: 555717-U)
No. 6 & 8, Jalan Industri Cherok To’kun2, Taman
Industri Cherok To’kun,14000 Bukit Mertajam, Pulau
Pinang, Malaysia.
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