-
Cylabel P

1000 mg/g powder for oral solution
for pigs and turkeys

Composition Available on prescription only!
1 g powder contains: MA-No: 402424.00.00
Active substances: Sodium salicylate 1000 mg

Excipients: None. @
White or almost white flakes.

Target species
Pig, turkey.

Indicatons for use

- Pig:
For amelioration of respiration and reduction of coughing in infections of the respiratory
tract, in combination with a concurrent antibiotic therapy.

- Turkey:
Symptomatic treatment of inflammatory respiratory diseases, optionally in combination
with appropriate anti-infective therapy.

Contraindications

Do not use in

- severe liver and kidney malfunction.

- gastrointestinal ulcers and chronic gastrointestinal diseases.

- a damaged haematopoeitic system, coagulopathy or haemorrhagic diathesis.
- piglets less than 4 weeks.

- known hypersensitivity to the active ingredient.

Special warnings

Special warnings:

The solution concentration to be administered must be adjusted daily to the current
drinking water consumption of the animals to be treated.

Special precautions for safe use in the target species:

Diseased animals may show a change of drinking water or feed intake. In case of changed
water consumption, adapt the concentration of the veterinary medicinal product to the
conditions to ensure the necessary dose.

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

Irritation of the skin, the eyes or the respiratory tract may occur. Avoid skin and eye
contact or inhalation.

When applying the product, the user should wear protective equipment consisting of
protective goggles, gloves and mask.

After each use wash your hands.
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In case of accidental dermal exposure wash skin immediately with water. In case of
accidental eye exposure rinse the eyes with plenty of water for 15 minutes. If irritation
continues, seek medical advice.

People with known hypersensitivity to sodium salicylate or related drugs (for example,
acetylsalicylic acid) should avoid contact with the product.

If after contact rash occur, seek medical advice and to refer the leaflet. Swelling of the
face, lips or eyes or difficulty in breathing are more serious symptoms that require urgent
medical attention.

Do not smoke, eat or drink during handling.

Pregnancy and lactation:
Use only according to the benefit/risk assessment by the responsible veterinarian.

Laying hens:
The use of the veterinary medicinal product during the laying period is not recommended,

as laboratory studies in rats have shown teratogenic and foetotoxic effects.

Interaction with other medicinal products and other interactions:

When used in combination with other non-steroidal anti-inflammatory drugs or
glucocorticoids, pigs may be at risk of developing gastrointestinal ulcers.

Concomitant administration of potentially nephrotoxic medicinal products (e.g., amino-
glycosides) should be avoided. Salicylic acid is highly bound to plasma proteins and
therefore competes with a variety of substances (e.g., sulfonamides, Ketroprofen) for
plasma protein binding sites.

Overdose:

Pigs tolerate doses up to the 5-fold of the recommended dose without clinical symptoms.
In turkeys, the administration of 4-fold the recommended dose resulted in an increase of
water consumption and diarrhea in single cases.

Major incompatibilities:

In the absence of compatibility studies, this veterinary medicinal product must not be
mixed with other veterinary medicinal products.

It is therefore strongly recommended to make the concomitant antiinfective treatment
with the feed.

Adverse events
Pig, turkey:

Undetermined frequency Gastro-intestinal irritation !
(cannot be estimated based on Teary (black) faeces *
available data): increased water consumption 2

! Particularly in animals with pre-existing gastrointestinal disease. As a result of loss of
blood loss in the gastrointestinal tract.
2 in turkeys.

Dosage for each animal species, routes and method of administration
For oral administration with the drinking water.

- Pig:
35 mg sodium salicylate per kg of body weight per day in the drinking water for 5 days.
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The following formula can be used to calculate the concentration of Cylabel P in the
drinking water:

35 mg Cylabel P/ X
kg body weight/day
Mean daily water consumption (1) per animal " litre of drinking water

mean body weight (kg) of
animals to be treated ... mg Cylabel P per

- Turkey:

100 mg sodium salicylate per kg of body weight per day in the drinking water for 3 days.
The following formula can be used to calculate the concentration of Cylabel P in the
drinking water:

100 mg Cylabel P/ mean body weight (kg) of
kg body weight/day y  animals to be treated ... mg Cylabel P per
Mean daily water consumption (1) per animal ~litre of drinking water

Maximum solubility of sodium salicylate in water is approximately 600 g/litre.

The veterinary medicinal product must be added to the drinking water under careful
stirring until complete dissolution of the powder.

The use of suitably calibrated weighing equipment for the administration of the calculated
amount of sodium salicylate is recommended.

Advise on correct administration
See section ,,Dosage for each species, routes and method of administration®

Withdrawal periods
Meat and offal Pig: 0 days
Turkey: 2 days
Not for use in birds producing or intended to produce eggs for human consumption.

Special storage precautions

Keep out of the sight and reach of children.

This veterinary medicinal product does not require any special storage conditions.

Keep the bag closed to protect the contents from moisture.

Do not use this veterinary medicinal product after the expiry date which is stated on the
label <after Exp>.

Shelf-life after first opening the immediate packaging: 3 months

Shelf-life after reconstitution in drinking water according to directions: 24 hours

Special precautions for disposal

Unused veterinary medicinal products should preferably be disposed of at hazardous waste
collection centres. If disposed of together with household waste, it must be ensured that
this waste cannot be misused. Veterinary medicinal products must not be disposed of with
waste water or via the sewage system. These measures serve to protect the environment.
Ask your veterinary surgeon or pharmacist how to dispose of medicines that are no longer
needed.
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Classification of veterinary medicinal products
Veterinary medicinal product subject to prescription.

Marketing authorisation numbers and pack sizes

Fold-up carton with inner layer (paper/PE/Alu/PE) containing 1 kg
Kard-o-seal-bag (PE/paper/PE/Alu/PE) containing 5 kg

Not all pack sizes may be marketed.

Date on which the package leaflet was last revised
01/2025

Detailed information on this veterinary medicinal product is available in the Union Product
Database (https://medicines.health.europa.eu/veterinary).
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