Veterinary Package Insert
TP-FLUMIX 200 MG/ML SOLUTION

PRODUCT DESCRIPTION
Light yellow to yellow colour liquid, which contains
flumequine 200mg in 1ml of solution.

PHARMACODYNAMICS & PHARMACOKINETICS
Flumequine is an antibacterial agent with
bactericidal activity, belonging to the group of
fluoroquinolones. It acts on the DNA, causing a
blockade of the replication by inhibition of the A
subunit of the DNA-gyrase enzyme of the bacterium,
an enzyme involved in the formation of the DNA
helix.

After oral administration, 10% of the dose is
absorbed, reaching its maximum plasma
concentration at 2 hours. It is well distributed in all
tissues. The binding to plasma proteins is 74.5%.
In blood is unchanged flumequine and its
hydroxylated metabolite, which has less activity. In
urine, 40-60% of the absorbed dose is excreted in
the form of an unchanged drug, and the rest in the
form of an inactive glucuroconjugate metabolite. A
small portion is excreted in stool.

INDICATION

Poultry (broilers): Treatment of infections caused
by bacteria sensitive to flumequine, such as
Pasteurella multocida and E. coli.

Bovine (pre-ruminant calves): Treatment of
infections caused by bacteria sensitive to
flumequine, such as Pasteurella multocida, E. coli
and Salmonella spp.

TARGET SPECIES
Poultry (broilers) and bovine (pre-ruminant calves).

RECOMMENDED DOSAGE AND ADMINISTRATION
Administration in drinking water.

Dosage for poultry (broilers): 18 mg flumequine /
kg p.v./day for 5 days (equivalent to 0.09 ml of
medicine / kg p.v./day) to add to the drinking water
according to the consumption thereof.

Dosage for bovine (pre-ruminants calves): the total
duration of the treatment is 5 days starting with a
first dose of 12 mg of flumequine / kg p.v.,
(equivalent to 0.06 ml of medicine / kg p.v.) said
dose is to be added to the drinking water according
to the consumption thereof.

The first dose must be followed by 9
administrations of 6 mg of flumequine / kg pv / 12

hours (equivalent to 0.03 ml of medicine / kg pv /
12 hours) these doses are to be added to the
drinking water according to the consumption of the
same.

For poultry (broilers) and for bovine (pre-ruminants
calves), the amount of medicine to be added to
water (ml of medicine / liter of drinking water), can
be calculated with the following formula:

ml of medication /
liter of drinking water =

dose of active substance (mg/kg p.v./ day) x
average weight of animals

mg of active substance in ml of medicine (mg/ml) x
average water consumption (liter/day)

CONTRAINDICATIONS
Do not use in animals with renal or hepatic
insufficiency.

WARNINGS & PRECAUTIONS.
i.) Special warnings for each target species

It is not allowed to be used in laying eggs which are
for human consumption.

ii.) Special precautions for use

This medicine does not contain any antimicrobial
preservative.

Acute cases and seriously ill animals with a
reduction in water intake should be treated
parenterally.

iii.) Special precautions for use in animals

Administer in the drinking water, ensuring a
homogeneous mixture.

Do not expose treated animals to the sun, due to
the risk of photosensitization.

When using this product should take into account
the official recommendations on the use of
antimicrobials.

The use of fluoroquinolones should be reserved for
the treatment of those clinical cases that have
responded poorly, or are expected to respond
poorly, to other classes of antimicrobials.

The use of the product under conditions other than
those recommended in the Technical Data Sheet
may increase the prevalence of bacteria resistant
to fluoroquinolones and decrease the effectiveness
of treatment with other quinolones due to cross-
resistance.



Avoid co-administration with foods containing
divalent and trivalent cations or leave the product
in metal containers.

iv.) Specific precautions to be taken by the person
administering the veterinary medicinal product
to animals

People with known hypersensitivity to
fluoroquinolones should not manipulate the
product.

During the preparation of medicated water, wash
any splashes in eyes and skin with water. Wash
hands after use.

Do not eat, drink or smoke while handling the
medication.

INTERACTIONS WITH OTHER MEDICATIONS

Do not associate with trimethoprim, theophylline.
The active substance interacts with divalent and
trivalent cations.

PREGNANCY AND LACTATION
No contraindication has been described during
these periods.

ADVERSE EFFECTS
On very rare occasions it can occur:

- Digestive disorders such as vomiting and
diarrhea.

- Nervous disorders such as hyperexcitability of
the animal.

- Phenomena of photosensitivity and cutaneous
manifestations of allergic type.

- In case of prolonged use, alteration of joint

development in young animals.

OVERDOSE & TREATMENT

In case of overdose may appear digestive or
nervous alterations, which remit when stopping the
medication.

WITHDRAWAL PERIOD
Meat: Broilers: 2 days.

Calves (pre-ruminants): 6 days.

MAXIMUM RESIDUAL LIMIT (MRL)

Substance / Drug Maximum
Definition of Food Residue Limits
residues in (MRLs) pg/kg
which MRL was set .
Muscle, fat 50
Flumequine Liver 100
Kidney 300

STORAGE CONDITION
Store below 30 °C. Protect from direct sunlight.

SHELF LIFE
3years.

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

PACKING
1L
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