Active substance

Colistine sulphate

Pharmaceutical form: oral solution for drinking water

Packaging: 1! bottle

Target species: calves, swine, broilers, laying hens, turkeys, rabbits.
Indication: infections caused by germs sensitive to colistine sulphate, in particulars
bacteria enteritis sustained by Gram-negative: E.Coli, Klebsiella spp., Pseudomonas
spp., Salmonella spp., Shigella spp.

Contra-indication: do not use in case of known resistance to polymyxines, do not
administer to animals with accertained hypersensitive to colistine or to one of the
excipeints.

Adverse Reaction: in rare cases, oral administration, with long and/or excessive
doses, may cause gastrointestinal disease (vomit, nausea, diahrrea). If heavy adverse
reactions happen or other reaction not mentioned in this label, please inform the
veterinary.

Special warning for each target species: the assumption of medicated water by
animals could be alterated due to the disease. For subjects which present a reduces
water assumption do the treatment by parental way using correct injectable product
upon veterinary suggestion.

Special precaution in use

Special precausiton for use in animal: due to possible variation during time and
sensitive geography of the microbial target species to colistine we suggest to do the
bacteriological exam and sensitivity test.

Choose antibiotics with action spectra reduced against the one of colistine when
antiobiogram confirm the possible efficancy of the treatment. Not correct use of the
product may increase the prevalence of germs resistant to colistine and reduce the
efficancy of treatment with other antibiotics of the polimixine group caused by
possible cross resistance. Do not leave medicated water available to other animals.
The use of the veterinary medicine (colistine) in broiler has to be conform to
CE1177/2006 regulation of the commission and to national law.

Special precaution to be adopted by the person who administer the product to
animals. Adopting the usual proceeding for preparation and administration of
product particular precaution for operator aren’t necessary, however it’s better avoid
inhalation and direct contact; we suggest use protective gloves for handling product;
do not eat, drink and smoke during handling; wash hands after use. In case of
contamination well wash with water and soap. If irritation persists apply to the doctor.
The persons with well known sensitivity to colistine has to avoid contacts with the
veterinary drug.

Use during pregnancy, lactation and ovodeposition: particular dangerous effects
are not mentioned for this target specie. In any case product has to be administered
only in case of effective needs and under veterinary control.

Composition per 1lit:

120.00 g

Batch No.: SEE ON THE CAP Mfg date: SEE ON THE CAP

Exp. date: SEE ON THE CAP

Interaction with other veterinary medicines and other

interaction form: present cross resistance with Polimixine B.

Overdosage (symtom emergency actions, antidotes) if necessary

No toxic effects are known by overdosage related to the use of product.

Do not increase suggested dosages.

Incompatibility. In absence of compatibility studies this medicine has not to be

mixed with other veterinary medicines.

Dose and administration, treatment time.

The medicinal product must be administered diluted in drinking water, for 3-15 days

as per veterinary prescription, at daily dose 5-6mg colistine sulphate/kg l.w.

(41.67 ml- 50ml of product/ 1000kg b. wt./3-15 days).

The correspondant concentration of drinking water has to be recalculated in function

of the real animal weight and effective water consumption. Do not over authorised

dose in mg of active principle/kg |.w. In order to avoid under dosage the body weight

has to be determinate in the most accurately way.

The consumption of medicated water depends from clinical animal conditions.

In order to obtain a correct dosage, concentration of antimicrobial has to be

recalculated conformity. Do not mix with solid feed. For a correct administration

remove liquid feed residue and administer the medicated one with “colistine sulphate

12% liquid” in the above mentioned quantity. At the end of therapy give again the

feed not medicated in order to grand a correct dose administered.

Medicated water consumption depend from clinical conditions of animals.

Use machine for dosage correctly calibrated.

Withdrawal time: Meat and offals:

Rabbits 5 days

Swine 7 days

Calves 7 days

Broilers 1 days

Turkeys 1 days

Laying hens: eggs: 5 days

STORAGE: store at temperature not exceeding 25°C and after opening used for 30

days at the same temperature and after dilution used for 24 hours.

Special precautions for the disposal of unused products or waste materials

The unused product or waste from those medicated products must be delivered to

the usual collection points for expired or unused medicines in conformity to

disposition given by local law.

Keep away from children reach.

FOR VETERINARY USE ONLY

Net weight 1L
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