
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Closalben 10, 20

International non-proprietary name: closantel, albendazole
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 g contains:                                                                        

Active substance: 

Closantel …………………....……….…….50 or 100 mg
Albendazole ……………………………….50 or 100 mg

Excipients: 
Ceolite ....…………………………….………..….q.s..1 g
3.
PHARMACEUTICAL FORM


Oral powder.


Light gray to brown powder.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Cattle, sheep, goats, deers.

4.2
Indications for use, specifying the target species
Treatment of fasciolosis, dicroceliasis, monieziasis, dictyocaulosis, ostertagiosis, haemonchosis, trichocephaliasis, cooperiosis, esophagostomiasis, edemagenosis.

Treatment of hypodermatosis in cattle and oestrosis and psoroptic scab in sheeps.

4.3
Contraindications
Do not use in animals with individual hypersensitivity to drug.

Do not use in lactating animals, producing milk for human consumption.

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Intensive use or mis-use of anthelmintics can give rise to resistance

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

Direct contact with the skin should be kept to a minimum. Wear suitable protective clothing including impermeable rubber gloves. Wash hands after use.
4.6 Adverse reactions (frequency and seriousness) 
In case of individual hypersensitivity and allergic reaction use of the drug is stopped and antihistamines are prescribed.
4.7 
Use during pregnancy, lactation or lay
Drug is allowed to use in pregnant females. Do not use in lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with other organophosphorus antihelmintics.

4.9
Amounts to be administered and administration route

Treatment helminthosis and gadfly invasions Closalben - 20 is administered at a dose of 40 mg/kg of animal body weight; Closalben - 10 – at a dose of 80 mg/kg of animal body weight once individually or by group method with feed or in form of aqueous suspension from bottle.

For treatment of scab in sheeps the drug is administered twice with a 7-day interval. For prevention the drug is administered once at the following dosage: Closalben – 20 – 100 mg/kg of animal body weight, Closalben - 10 – 200 mg/kg of body weight.

Dehelmintisation should be conducted twice a year: two weeks before pasturage and prior to stabling.

Animal treatment for hypodermatosis, edemagenosis and oestrosis should be conducted after gadfly emergence is completed.

Sheep scab should be treated in line with the indications at any time of the year.


4.10
Overdose (symptoms, emergency procedures, antidotes), if necessary

None
4.11 
Withdrawal periods



Meat and offal: 20 days
5. PHARMACOLOGICAL PROPERTIES
Closantel

Pharmacotherapeutic group: Anthelmintics, phenol derivatives, including salicylanilides ATCvet Code: QP52AG09
Albendazole
Pharmacotherapeutic group: Anthelmintics; Benzimadazoles and related substances; Albendazole. ATCvet code: QP52AC11
5.1
Pharmacodynamic properties

Closantel is a synthetic antiparasitic agent with high efficacy against liver fluke, haematophagous nematodes and larval stages of some arthropods. Closantel is an uncoupler of mitochondrial oxidative phosphorylation resulting in inhibition of ATP synthesis. This induces a marked change in the energy metabolism and finally leads to death of the parasite.

Albendazole exhibits larvicidal, ovicidal and vermicidal activity, and is thought to act via inhibition of tubulin polymerization. This causes a cascade of metabolic disruption, including energy depletion, which immobilizes and then kills the susceptible helminth.

6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

Do Do not use simultaneously with other organophosphorus antihelmintics. 
6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 2 years. 

6.4
Special precautions for storage

Store in closed commercial packaging, away from direct sunlight, food and feed at 5°C to 25°C. 
6.5
Nature and composition of immediate packaging


500 g, 1 kg, 5 kg, 10 kg, 20 kg, 25 kg bags.
Not all pack sizes may be marketed.

6.6
Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal product should be disposed of in accordance with local requirements.
PAGE  
Page 2 of 3

