

Triclazole
Oral Drench Suspension
For Veterinary use only 


Composition:
Each 100 ml Contains:
Triclabendazole	10 g

Properties
Pharmacotherapeutic group: Anthelmintics.
Triclabendazole differs from other benzimidazoles in that is a narrow spectrum anthelmintic. The drug accumulates significantly in both immature and adult stages of Fasciola hepatica and stimulates the major routes of the parasite`s energy generating system. As demonstrated by glucose derived acetate and propionate formation. However, under these conditions the parasite`s motility decreased, indicating that the drug is not associated with inhibition of the energy generating pathways. Triclabendazole inhibits colchicine binding to microtubular proteins suggesting interference of the drug with microtubular structure and function. The drug strongly inhibits the release of proteolytic enzymes in immature and adult Parasites, a process dependent on microtubular functions.
The precise molecular mode of action of this faciolicidal drug remains to be elucidated. 50-75 % of the orally administered dose of triclabendazole is absorbed from the gastrointestinal tract. Very rapidly, absorbed triclabendazole is almost completely oxidized to its sulfoxide and sulfone.
In cattle, triclabendazole sulfoxide reaches peak concentrations approximately 27 hours after administration of the product and the sulfone reaches peak concentrations 64 to 72 hours after administration.
In sheep, triclabendazole sulfoxide reaches peak concentrations approximately 20 hours after administration of the product and the sulfone reaches peak concentrations 30 to 32 hours after administration.
Both metabolites bind strongly to plasma proteins, particularly albumin.
Metabolites are excreted via the bile mainly as conjugates. More than 90% - 95% of the total dose of triclabendazole is excreted in the feces. About 2% in the urine and less than 1% in the milk. The eliminations is virtually complete by 10 days after administration.

Indications:
For the treatment of adult, immature and early immature stages of liver fluke (Fasciola hepatica) susceptible to triclabendazole.

Target species: Cattle & sheep

Dose and administration:
For Whole product:
Cattle: 6 ml per 50 kg bodyweight.
Sheep: 1 ml per 10 kg bodyweight.

Triclazole is given as an oral drench and is suitable for most types of automatic drenching guns. For single orl administration only using properly calibrated dosing equipment. The product is suitable for most types of automatic drenching guns. Shake the container before use.
Use unaltered from original container.
Clean drenching equipment before and after use.
to ensure administration of a correct dose, bodyweight should be determined as accurately as possible; accuracy of the dosing device should be checked.













If animals are to be treated collectively rather than individually, they should be grouped according to their bodyweight and dosed accordingly, in order to avoid under – or overdosing.
The timing for re-treatment should be based on epidemiological risk patterns and should be customized for each individual farm.
To avoid the potential for the accumulation of resides following repeat administration of the product; animals should not be treated with a frequency of less than 10 weeks.

Overdose:
A single oral dose of 150-200 mg triclabendazole /Kg of live bodyweight may lead to side effects such as unsteady gait, dullness and reduced appetite, These side effects are slight and last 1 to 5 days. An antidote is not known.

Contraindications:
Do not use in animals known to be hypersensitive to the substance.

Warnings & precautions:
Special warnings for each target species 
· Care should be taken to avoid the following practices because they increase the risk of development of resistance and could ultimately result in ineffective therapy: - Too frequent and repeated use of anthelmintics from the same class, over an extended period of time. - Underdosing, which may be due to underestimation of body weight, misadministration of the product, or lack of calibration of the dosing device.
· Suspected clinical cases of resistance to anthelmintics should be further investigated using appropriate tests (e.g. Faecal Egg Count Reduction Test). Where the results of the test(s) strongly suggest resistance to a particular anthelmintic, an anthelmintic belonging to another pharmacological class and having a different mode of action should be used. 
· Resistance to triclabendazolehas been reported in Fasciola hepatica in cattle and sheep.Therefore, the use of this product should be based on local (regional, farm) epidemiological information about susceptibility of the Fasciola hepatica and recommendations on how to limit further selection for resistance to anthelmintics.
Special precautions for use in animals 
· Care should be taken when dosing animals to avoid causing injury to the mouth and pharynx.
Special precautions to be taken by the person administering the veterinary medicineal product to animals
· When using, do not eat, drink or smoke. 
· Wash splashes from eyes and skin immediately. 
· Take off immediately any contaminated clothing. 
· Wash hands and exposed skin before meals and after use. 
Other precautions 
· The use of this product may have harmful effects on fish and aquatic invertebrates. 
· Cattle must not have any access to the surface water such as streams, ponds or ditches within 7 days after treatment. 
· When spreading manure from treated animals on arable lands, a safety distance of 10m to adjacent surface waters must be kept.

Interaction with other medicinal products and other forms of interactions: None known. 


Side effects
Occasionally inflammation of the unpigmented skin, including the udder and the teats may occur after treatment in cattle exposed to intense sunshine.
Use during pregnancy, lactation or lay: 
The product is safe for use during pregnancy and lactation. However, the product is not permitted for use during lactation in animals producing milk for human consumption.

Withdrawal time: 
Cattle and sheep (meat and offal): 56 days.
Cattle and sheep (milk): not permitted for use in animals producing milk for human consumption, including pregnant animals intended to produce milk for human consumption.

Storage: 
Store at temperature not exceeding 30⸰C, away from direct sunlight.
Do not freeze

Package: 
Opaque polypropylene (BP) bottle with tamper-proof PP screw cap of 100,500,800 ml, 1,2 or 5 liters
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