
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Spelinc-44

International non-proprietary name: spectinomycin, lincomycin
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 g contains:                                                                        

Active substance: 

Spectinomycin hydrochloride…………....……….…….22 mg
Lincomycin hydrochloride............................................22 mg
Excipients: 
Lactose………..…………………………….………..….q.s..1 g
3.
PHARMACEUTICAL FORM


Oral powder.


White to light yellow powder.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Poultry, pigs.

4.2
Indications for use, specifying the target species
Treatment and prevention of colibacteriosis, salmonellosis and dysentery in pigs.
Treatment and prevention of colibacteriosis, salmonellosis and mycoplasmosis in chicks.

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

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Official, national and regional antimicrobial policies should be taken into account when the product is used. Use of the product should be based on susceptibility testing of the bacteria isolated from the animal. If this is not possible, therapy should be based on local (regional, farm level) epidemiological information about susceptibility of the target bacteria. 

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

Avoid inhaling dust and contact with skin. Avoid skin contact with the powder or solution. Wash hands and exposed skin after work.
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
Do not use in pregnant and lactating sows and egg-laying hens.

4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with bactericidal antibiotics, indirect anticoagulants, barbiturates, muscle relaxants.

4.9
Amounts to be administered and administration route

Spelinc-44 is administered by oral route:

Pigs: at a dose 1 kg per 1 ton of feed for 7-10 days. In severe cases, dosage can be doubled to 2 kg per 1 ton of feed for 7 days.

Chicks: at a dose 1 kg per 1 ton of feed or 400 g per 100L of water for 3-7 days.


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

None
4.11 
Withdrawal periods



Meat and offal: pigs - 3 days, poultry – 2 days
5. PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: Antibacterials for systemic use; Lincomycin, combinations 

ATCvet Code: QJ01FF52
5.1
Pharmacodynamic properties

The product contains both lincomycin and spectinomycin. Lincomycin is a lincosamide antibiotic with activity against a wide range of organisms including mycoplasma. It is well absorbed via the oral route and is significantly metabolised. Spectinomycin is an aminocyclitol antibiotic and is also active against mycoplasma as well as some Gram-negative organisms including E.coli (involved in chronic respiratory disease (CRD) in poultry). It is not well absorbed from oral administration but well controlled clinical studies have proven the positive contribution of spectinomycin in the treatment of poultry CRD. Lincomycin and spectinomycin have been shown to be synergistic in vitro against anaerobes implicated in the pathogenesis of swine dysentery.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities
Do not use simultaneously with bactericidal antibiotics, indirect anticoagulants, barbiturates, muscle relaxants.

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 0°C to 25°C. 
6.5
Nature and composition of immediate packaging


1 kg, 5 kg, 10 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.
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