
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Santel 5%, 10%

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

1 ml contains:                                                                        

Active substance: 

Closantel………………………..…..………...50 mg, 100 mg
Excipients:…………………..………..……….…….q.s..1 ml
3.
PHARMACEUTICAL FORM


Solution for injection.


Clear yellow solution.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Cattle, sheep, goats.

4.2
Indications for use, specifying the target species
Treatment and prevention of several infections caused by parasites sensitive for closantel like Fasciola hepatica, Fasciola gigantica, Haemonchus concortus, Haemonchus placei, Bunostomum phlebotomum, Oesophagostomum radiatum and, Hypoderma bovis, Chabertia ovis, Oestrus ovis, etc., in cattle, sheep and goats. 

4.3
Contraindications
Do not use in animals with individual hypersensitivity to drug and in sick and weak animals.
4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
As with parenteral administration of any substance, basic antiseptic rules should be observed.

The injection site must be thoroughly cleaned and disinfected in order to reduce the risk of infection with anaerobic bacteria.

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

Do not smoke, eat or drink while handling the product.  
Avoid direct contact of the product with the skin.  In case of spillage onto the skin rinse immediately with clean water.  
Wash hands after use.  
Take care to avoid self-injection.  Inadvertent self-injection may result in local irritation and/or pain at the injection site. 
In case of accidental self-injection, seek medical advice immediately and show the package leaflet to the physician.
4.6 Adverse reactions (frequency and seriousness) 
In case of individual hypersensitivity to closantel at the site of injection transient irritation may occur, which disappeare in 2-3 days.
4.7 
Use during pregnancy, lactation or lay
Do not use in pregnant (at first third of pregnancy and in less than 2 weeks proir to delivery) and lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with other antiparasitic drugs.
4.9
Amounts to be administered and administration route

Santel is administered once, warmed up to 37 °C, to cattle by intramuscular of subcutaneous route, to sheep and goat by subcutaneous route, at following dosage:
	Animal species
	Parasite 
	Dose 

	
	
	By active substance (mg/kg)
	Santel (ml/10 kg bw)

	
	
	
	5%
	10%

	Cattle
	Bunostomum sp.
	2.5-5.0
	0.5-1.0
	0.5-0.5

	
	Fasciola gigantica
	2.5
	0.5
	0.25

	
	Fasciola hepatica
	2.5-5.0
	0.5-1.0
	0.25-0.5

	
	Haemonchus placei and Haemonchus contortus
	2.5
	0.5
	0.25

	
	Oesophagostomum radiatum
	2.5-5.0
	0.5-1.0
	0.25-0.5

	
	Hypoderma bovis
	5.0
	1.0
	0.5

	Sheep and goat
	Chabertia ovis
	5.0-10.0
	1.0-2.0
	0.5-1.0

	
	Fasciola gigantica
	5.0-10.0
	1.0-2.0
	0.5-1.0

	
	Fasciola hepatica
	5.0-10.0
	1.0-2.0
	0.5-1.0

	
	Oesophagostomum radiatum
	5.0
	1.0
	0.5

	
	Haemonchus placei and Haemonchus contortus
	2.5-5.0
	0.5-1.0
	0.25-0.5

	
	Oestrus ovis
	5.0
	1.0
	0.5



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

At overdose in an animal may be observed tremors, salivation, increased frequency of defecation and urination, ataxia.
4.11 
Withdrawal periods



Meat and offal: 28 days
5. PHARMACOLOGICAL PROPERTIES
Closantel
Pharmacotherapeutic group: Anthelmintics, phenol derivatives, including salicylanilides ATCvet Code: QP52AG09
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.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

In the absence of compatibility studies this veterinary medicinal product must not be mixed with other veterinary medicinal products
6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 3 years. 

Shelf life after first opening the immediate packaging: 28 days.
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

50 ml, 100 ml vials of glass type I or type II, 500 ml glass or plastic bottles, closed with a rubber stopper with an aluminium cap.


Package sizes:


Box, containing 6 vials of 50 ml,


Box, containing 6 vials of 100 ml,

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.
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