
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Sulteprim oral solution

International non-proprietary name: sulfadimezine, trimethoprim
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:                                                                        

Active substance: 

Sulfadimezine……………………………….200 mg
Trimethoprim……………….……………….40 mg
Excipients: 

Soluphor

N-methyl-2-pyrrolidone
Sodium hydroxide
Benzyl alcohol

Sodium thiosulfate

Sodium edetate
Purified water……………………………………..q.s. to 1 mL
3.
PHARMACEUTICAL FORM


Oral solution.


Clear light yellow to yellowish-brown solution.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Calves, goats, lambs, pigs and poultry.

4.2
Indications for use, specifying the target species
Treatment and prevention of colibacteriosis, salmonellosis, pasteurellosis, bronchopneumonia, abscesses, bacterial polyartritis in calves, goats and lambs;

Treatment and prevention of colibacteriosis, atrophic rhinitis, salmonellosis, pasteurellosis, actinobacillus bronchopneumonia in pigs;

Treatment and prevention of colibacteriosis, salmonellosis, pasteurellosis, staphylococcosis and coccidiosis in poultry.

4.3
Contraindications
Do not use in animals with severe liver and kidney failure.
Do not use in animals with individual hypersensitivity to drug.

Do not use in adult ruminants and poultry producing eggs for human consumption.
4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Use of the product should be based on susceptibility testing of the bacteria isolated from the animal.
Special precautions to be taken by the person administering the veterinary medicinal product to animals

Care should be taken when handling the product to skin contact.

Women of child-bearing age and pregnant women and people with known hypersensitivity should avoid contact with this product.

Accidental spillage on the skin should be washed off immediately with soap and water. 

In case of accidental ingestion seek medical advice and show the label to the physician.
Do not eat, drink or smoke while handling the product.
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
Safety of the veterinary medicinal product has not been established during pregnancy, lactation or lay.

4.8
Interactions with other medicinal products and other forms of interaction

Do not administer together with other para-aminobenzoic acid, procaine and other local anesthetics, B-vitamins (nicotinamide, folic acid, choline).

4.9
Amounts to be administered and administration route

	Animal species, duration of treatment
	Drug dose

	
	1-2 mL of the drug per 16 kg bw, that corresponds to:

	Calves, lambs, goats. With drinking water or milk replacer for 5 days.
	500-1000 mL of the drug per 1000 L of water

	Pigs. With drinking water for 3-5 days.
	500-1000 mL of the drug per 1000 L of water

	Chickens until the age of 4 weeks, in case of bacterial diseases. With drinking water for 3-5 days. 
	100-500 mL of the drug per 1000 L of water

	Poultry above the age of 4 weeks, in case of bacterial diseases. With drinking water for 3-5 days
	500-1000 mL of the drug per 1000 L of water


In case of coccidiosis in poultry: with drinking water at a dose of 2 L of the drug per 1000 L of water for 3-5 days.
If necessary, for calves, lambs, goats a daily drug dose can be divided into two equal portions and administered in two steps with an interval of 12 hours.
The drug solution shall be prepared daily. During the treatment animals shall receive only water with the drug. The drug can be administered by pulse dosing method at a daily dose for 4-6 hours. 

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

None
4.11 
Withdrawal periods



Meat and offal:



Pigs, calves, goats, lambs: 8 days


Poultry: 5 days

5. PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: combinations of sulfonilamides and trimethoprim
ATCvet code: J01EE01
5.1
Pharmacodynamic properties

In vitro trimethoprim is generally bacteriostatic and has a broad spectrum of activity against both gram-positive and gram-negative bacteria. A synergistic and bactericidal effect occurs when trimethoprim is combined with sulfadimezine, because they inhibit sequential steps in the synthesis of tetrahydrofolic acid, an essential metabolic cofactor in bacterial synthesis of purine and, subsequently, DNA.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities
Do not administer together with other para-aminobenzoic acid, procaine and other local anesthetics, B-vitamins (nicotinamide, folic acid, choline).

6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 2 year. 

After first opening: 28 days.

6.4
Special precautions for storage

Store in closed commercial packaging, away from direct sunlight, food and feed at 5°C to 30°C. 
6.5
Nature and composition of immediate packaging

20 ml, 50 ml, 100 ml, 200 ml and 250 ml vials of dark glass type I or type II, closed with a rubber stopper with an aluminium cap.

500 ml and 1000 ml glass or plastic bottles.
5000 ml plastic cans.


Package sizes:


Box, containing 6 vials of 100 ml,


Box, containing 6 vials of 200 ml


Box, containing 6 vials of 250 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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