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PACKAGE LEAFLET

COLIVET SF 500, 500,000 IU/ml, Injectable solution

NAME OF THE VETERINARY MEDICINAL PRODUCT

COLIVET SF 500, 500,000 IU/ml, injectable solution

Colistin sulphate

STATEMENT OF THE ACTIVE SUBSTANCE(S) AND OTHER INGREDIENT(S)
Per ml:

Active substance: Colistin sulphate equivalent to 500,000 IU.

Excipients: - Mannitol - Sodium Chloride - Methyl p-Hydroxybenzoate 2.0 mg - Propyl p-hydroxybenzoate 0.2 mg -
Propylene Glycol - Purified water for injections

INDICATION(S)

Treatment of systemic infections caused by strains sensitive to colistin, especially Escherichia coli and Salmonella as
long as effective concentrations are obtained in the infectious site.

CONTRA INDICATIONS

Do not use in case of hypersensitivity to the active substance or to any of the excipients.
Do not use in animals with severe renal failure accompanied by anuria or oliguria.
ADVERSE REACTIONS

Rare cases of nephrological and neurological accidents have been reported. As colistin is nephrotoxic, associated
disorders may occur in animals with renal failure.

Other incidents (local irritation or digestive symptoms) are never of a serious nature and are reported very rarely.
In case of allergy to the treatment, it must be stopped and a symptomatic treatment (oxygen, epinephrine, anti-
histaminic) must be initiated. Allergic reactions are reported very rarely.

The frequency of adverse reactions is defined using the following convention:

- very common (more than 1 in 10 animals treated displaying adverse reaction(s))

- common (more than 1 but less than 10 animals in 100 animals treated)

- uncommon (more than 1 but less than 10 animals in 1,000 animals treated)

- rare (more than 1 but less than 10 animals in 10,000 animals treated)

- very rare (less than 1 animal in 10,000 animals treated, including isolated reports)

If you notice any serious effects or other effects not mentioned in this insert, please inform your veterinarian. Side
effects can be reported to the Ministry of Health by clicking on the link “Reporting Side Effects and Drug-related
Adverse Events” on the homepage of the Ministry of Health website (www.health.gov.il), which redirects to an online
form for reporting side effects, or by clicking on the link:

https://sideeffects.health.gov.il/

TARGET SPECIES

Pigs.

DOSAGE FOR EACH SPECIES, ROUTE(S) AND METHOD OF ADMINISTRATION
Intramuscular injection.

Pigs: 50,000 IU of colistin sulphate per Kg BW every 24 hours, meaning 1 ml per 10 Kg BW every 24 hours, during 3
days. The treatment must not exceed 5 days.

To ensure correct dosage, body weight should be determined as accurately as possible to avoid underdosing.
ADVICE ON CORRECT ADMINISTRATION

Use of the veterinary drug other than as directed in the package insert may increase the prevalence of colistin-resistant
bacteria and decrease the efficacy of treatment with other polymyxins, due to the potential risk of cross-resistance.

WITHDRAWAL PERIOD(S)

Pigs: meat and offal: 21 days.

SPECIAL STORAGE PRECAUTIONS

Keep out of the sight and reach of children

Protect from light

Do not use this veterinary medicinal product after the expiry date which is stated on the bottle after EXP.
The expiry date refers to the last day of that month.

Shelf life after first opening the container: 14 days, protect from light, after the date of the first opening.
SPECIAL WARNING(S)

Special precautions for use in animals:

Cross-resistance has been demonstrated between colistin and various polymyxins.

Careful consideration should be given to the use of the product when susceptibility testing has shown resistance to
other polymyxins, as its efficacy may be reduced.

Use of the product should be based on identification and susceptibility testing of the target pathogen(s). If this is not
possible, treatment should be based on epidemiological information and knowledge of the susceptibility of the target
pathogen(s) at farm or local/regional level.

The use of the product should be in accordance with official, national and regional antimicrobial policies.

An antibiotic with a lower risk of selection for antimicrobial resistance (lower AMEG category) should be used for first-
line treatment when the susceptibility test suggests the likely effectiveness of this approach.

Special precautions to be taken by the person administering the veterinary medicinal product to animals:
All necessary precautions must be taken to avoid self-injection.

In case of accidental self-injection, seek medical advice immediately and show the package leaflet or the label to the
physician

The active substance, colistin sulphate, is persistent in soil.

Pregnancy:

Studies in laboratory animals during parenteral administration have shown fetotoxic effects of colistin. The safety of the
drug has not been evaluated in the target species during pregnancy.

The use of the drug will depend on the veterinarian's assessment of the benefit/risk ratio.

Interaction with other medicinal products and other forms of interaction:

The activity of colistin is decreased in the presence of calcium ions. The veterinary drug should not be mixed with
solutions containing calcium ions.

Overdose (symptoms, emergency procedures, antidotes):
In case of overdose, polymyxins cause neuromuscular blockade, which is not reversible by neostigmine or calcium.

Incompatibilities:
In the absence of compatibility studies, this veterinary drug should not be mixed with other veterinary drugs.

SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCT OR WASTE MATERIALS, IF ANY

Ask your veterinary surgeon or pharmacist how to dispose of medicines no longer required. These measures should
help to protect the environment.

DATE ON WHICH THE PACKAGE LEAFLET WAS LAST APPROVED
September 2022
Available on prescription only

Pack sizes: bottles of 100ml

Manufacturer:

PRODIVET Pharmaceuticals sa/nv
Hagbenden 39c

B-4731 EYNATTEN

For any information about this veterinary medicinal product, please contact the Importer:
M.P.VET Ltd., 20 HaMagshimim St., Kiryat Matalon, Petah Tikva.

Must not be administered to cows



