Veterinary Package Insert
TP-FLOR 250 MG/ML SOLUTION

PRODUCT DESCRIPTION
Light yellow to yellow colour liquid, which contains
florfenicol 250mg in 1ml of solution (25% in w/v).

PHARMACODYNAMICS & PHARMACOKINETICS
Florfenicol is a broad-spectrum synthetic antibiotic
in the phenicol group that is active against most
Gram-positive and Gram-negative bacteria isolated
from domestic animals. Florfenicol acts by
inhibition of protein synthesis at the ribosomal level
and is bacteriostatic.

After administration to pigs by gavage at 15 mg/kg
under experimental conditions, absorption of
florfenicol was variable but peak serum
concentrations of approximately 5 pg/ml were
reached approximately 2 hours after dosing. The
terminal half-life was between 2 and 3 hours.

After absorption and distribution, florfenicol is
extensively metabolised by pigs and rapidly
eliminated, primarily in urine.

INDICATION
In pigs:

Treatment and prevention at the group level where
clinical signs are present of swine respiratory
disease associated with Actinobacillus
pleuropneumoniae and Pasteurella multocida
susceptible to florfenicol. The presence of the
disease should be established in the herd before
initiating preventive treatment.

RECOMMENDED DOSAGE AND ADMINISTRATION
To be administered in drinking water.

10 mg florfenicol per kg bodyweight per day in
drinking water for 5 consecutive days.

Based on the recommended dose, and the number
and weight of the animals to be treated, the exact
daily amount of the veterinary product should be
calculated according to the following formula:

X ml veterinary x Mean body = X ml

product / kg weight (kg) veterinary

b.w./day of animals product per
to be litre drinking
treated water

Mean daily water consumption (litre)
per animal

The appropriate quantity of medicated water
should be prepared based on the daily water
consumption. To ensure a correct dosage body
weight should be determined as accurately as
possible. In order to avoid under- and over-dosing,
treated animals should be divided into groups of
similar bodyweight and the dose should be
calculated for each group individually.

For Bulk Tank:

To treat pigs drinking 10% of their bodyweight, at
the dose of 10 mg/kg: add the florfenicol solution
to the drinking water in the bulk tank. Use 200ml
of the product for every 500 L of water, 400ml of
product for every 1000 L of water or use 2L of
product for every 5000 L of water and mix
thoroughly.

CONTRAINDICATIONS
Do not use in boars intended for breeding purposes.
Do not use in case of hypersensitivity to the active

substance or to the excipient.

WARNINGS & PRECAUTIONS.
Special warnings for each target species

The treated pigs should be placed under special
observation. On each of the five days of treatment,
unmedicated drinking water should not be given
until the full daily amount of medicated drinking
water has been ingested by pigs.

If there are no signs of improvement after three
days of treatment, the diagnosis should be
reviewed and, if necessary, the treatment changed.

Special precautions for use

Special precautions for use in animals

The veterinary medicinal product should be used in
conjunction with susceptibility testing.

Use of the product deviating from the instructions
given here may increase the prevalence of bacteria
resistant to the florfenicol.

Official and local antimicrobial policies should be
taken into account when the product is used.

Treatment should not exceed 5 days.

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

People with known hypersensitivity to florfenicol or
propylene glycol should avoid contact with the
veterinary medicinal product.



In case of accidental spillage onto skin rinse with
water. In case of contact with eyes, rinse
immediately with copious amounts of water.

Personal protective goggles should be worn when
handling the veterinary medicinal product.

Other precautions

In order to prevent any adverse effects on algae
and possible contamination of groundwater,
manure from treated pigs must not be spread onto
land without dilution with manure from untreated
pigs. Manure from treated pigs must be diluted
with at least 5 times the weight of manure from
untreated pigs before it can be spread onto arable
land.

INTERACTIONS WITH OTHER MEDICATIONS
Data not available.

PREGNANCY AND LACTATION

Studies in laboratory animals have not revealed
any evidence of potential embryotoxic or foetotoxic
effect of florfenicol.

The safety of the veterinary medicinal product in
sows has not been established during pregnancy
and lactation.

The use is not recommended during pregnancy and
lactation.

ADVERSE EFFECTS

A slight reduction of water consumption by the
animals, dark brown faeces and constipation may
be observed during treatment.

Commonly observed adverse effects are diarrhoea
and/or peri-anal and rectal erythema/oedema
which may affect approximately 40% of the animals.
These effects are transient. In a few of the affected
animals, prolapse of the rectum, that resolves
without treatment may be observed.

OVERDOSE & TREATMENT

In case of overdosing, a decrease in weight gain,
food and water consumption, peri-anal erythema
and oedema and modification of some
haematological and biochemical parameters
indicative of dehydration may be observed.

WITHDRAWAL PERIOD
Meat and offal: 20 days

MAXIMUM RESIDUAL LIMIT (MRL)

Maximum
Residue Limits
(MRLs) in
ng/kg

Substance Food

Florfenicol
Pig, muscle 300
Pig, skin & fat 500
Pig, liver 2000
Pig, kidney 500
STORAGE CONDITION

Store in a dry, cool place and avoid direct sunlight.
It should be store at room temperature (30°C or
below.)

SHELF LIFE
2 years.

After 1st opening, reconstitution or dilution, use
within 24 hours.

PACKING
1L
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