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SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Flubenmix 5%, 50 mg/g Premix for Medicated Feeding Stuff

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each gram contains:

Active substance:

Flubendazole .........ccccccooviiiiiiiiiiiiiie, 50 mg

For the full list of excipients, see section 6.1

3. PHARMACEUTICAL FOR

Premix for medicated feeding stuff.
White to off-white granulated powder.
4, CLINICAL PARTICULARS

41 Target species

Pigs, chickens, turkeys, geese, partridges and pheasants.

4.2 Indications for use, specifying the target species

Pigs: treatment of pig helminthiasis caused by:
Ascaris suum

Hyostrongylus rubidus

Oesophagostomum dentatum

Trichuris suis

Strongyloides ransomi

Metastrongylus apri

Chicken, turkey, goose partridge, pheasant: treatment of helminthiasis
caused by:

Capillaria obsignata

Ascaridia galli

Syngamus trachea

Heterakis gallinarum
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Trichostrongylus tenuis

Amidostomum anseris

The presence of the disease in the group/flock must be established before the

product is used.

The product is for the treatment of adult stages of the helminth species.

4.3 Contraindications

Do not use in cases of hypersensitivity to the active substance or to any of the

excipients.

4.4 Special warnings for each target species

Strategies that should be avoided because they might lead to an increased risk

of development of resistance to anthelmintic drugs include:

- Too frequent and repeated use of anthelmintics from the same class over
an extended period of time

- Underdosing

Suspected clinical cases of resistance to anthelmintics should be further
investigated using appropriate tests (e.g. Faecal Egg Count Reduction Test).
Where the results of the test(s) strongly suggest resistance to a particular
anthelmintic, an anthelmintic belonging to another pharmacological class and

having a different mode of action should be used.

Selection of resistant genes leading to the development of resistance can

ultimately result in ineffective anthelmintic therapy.

4.5 Special precautions for use

Special precautions for use in animals

Not applicable.
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Special precautions to be taken by the person administering the veterinary

medicinal product to animals

Contact with this product may cause skin sensitisation and/or skin and eye
irritation. People with known hypersensitivity (allergy) to flubendazole should

avoid contact with the veterinary medicinal product.

When handling or mixing, care should be taken to avoid direct contact with the
skin and eyes and the inhalation of any dust. Protective clothing, including
overalls, impervious gloves, safety glasses and a face-mask should be worn. It
is recommended to use either a disposable half-mask respirator conforming to
European Standard EN 149 or a non-disposable respirator to European
Standard EN 140 with a filter to EN 143.

Do not smoke, eat or drink while handling the product.
Wash your hands after using the product or handling the medicated feed.
In case of skin and/or eye contact, immediately rinse with plenty of water.

If symptoms appear after exposure, such as a skin rash, consult a physician
and take the package leaflet or label with you. Inflammation of the face, lips and
eyes or respiratory distress are more serious signs that require urgent medical

attention.

4.6 Adverse reactions (frequency and seriousness)

None described.

4.7 Use during pregnancy, lactation or lay

The safety of the veterinary medicinal product has not been established during

pregnancy, lactation and lay.

Use according to the benefit/risk assessment of the responsible veterinarian.

4.8 Interaction with other medicinal products and other forms of

interaction

None known.
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4.9 Amounts to be administered and administration route

Administration in feed:
Pigs:

Breeding pigs: 30 ppm flubendazole (equivalent to 600 g premix/tonne feed), for
7 - 10 days. This corresponds to 0.37 mg flubendazole/kg bw/day (for a
standard food consumption of 2.5 kg/day in a 200 kg sow).

Piglets and weaner pigs: 30 ppm flubendazole (equivalent to 600 g
premix/tonne feed), for 5 days for the treatment of ascariasis and for 10 days for
the treatment of Trichuris spp. infestations. This corresponds to 1,2 mg
flubendazole/kg bw/day (for a standard food consumption of 0.5 kg/day in a

12,5 kg piglet and 1,0 kg in 25 kg weaner pig).

Fattening pigs: 30 ppm flubendazole (equivalent to 600 g premix/tonne feed),
for 5 days for the treatment of ascariasis and for 10 days for the treatment of
Trichuris spp. infestations. This corresponds to 1,2 mg flubendazole/kg bw/day

(for a standard food consumption of 2.0 kg/day in a 50 kg fattening pig).

Chickens: 30 ppm flubendazole (equivalent to 600 g premix/tonne feed), for 7
days. This corresponds to 4,0 mg flubendazole/kg bw/day (for a standard food
consumption of 0.02 kg/day in a 0.15 kg chicken) and corresponds to 1,9 mg
flubendazole/kg bw/day (for a standard food consumption of 0.2 kg/day in a 3.2
kg chicken or 0.115 kg/day in a 1.8 kg chicken).

Turkeys: 20 ppm flubendazole (equivalent to 400 g premix/tonne feed), for 7

days.

This corresponds to 0,56 mg flubendazole/kg bw/day (for a standard food
consumption of 0.63 kg/day in a 22.5 kg turkey) and corresponds to 2,35 mg
flubendazole/kg bw/day (for a standard food consumption of 0.045 kg/day in a
0.38 kg turkey).

Geese: 30 ppm flubendazole (equivalent to 600 g premix/tonne feed), for 7
days. This corresponds to 2,0 mg flubendazole/kg bw/day (for a standard food

consumption of 0.55 kg/day in a 8 kg goose).
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Pheasants: 60 ppm flubendazole (equivalent to 1200 g premix/tonne feed), for
7 days. This corresponds to 2,7 mg flubendazole/kg bw/day (for a standard food
consumption of 0.045 kg/day in a 1 kg pheasant).

Partridges: 60 ppm flubendazole (equivalent to 1200 g premix/tonne feed), for
7 days.

This corresponds to 3,0 mg flubendazole/kg bw/day (for a standard food

consumption of 0.025 kg/day in a 0,5 kg pheasant).

Pre-dilution to incorporate in the feed in the proportion not less than 5 kg / tonne
(i.e. 0.5% m/m).

To ensure the administration of the correct dose, body weight should be

determined as accurately as possible.

If animals are to be treated collectively rather than individually, they should be
grouped according to their bodyweight and dosed accordingly in order to avoid

under- or overdosing.

4.10 Overdose (symptoms, emergency procedures, antidotes), if

necessary

Overdose of ten times the therapeutic dose is unlikely to cause adverse
reaction. At higher doses, gastrointestinal disorders may occur, which disappear

as soon as treatment is interrupted.

4.11 Withdrawal period(s)

Meat and offal:

Pigs: 3 days

Chickens: 5 days

Turkeys, geese, pheasants and partridges: 7 days

Chicken eggs: 0 days

Not for use in other poultry laying eggs for human consumption.
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5. PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: Anthelmintic. Benzimidazoles and related
substances.
ATCvet code: QP52AC12.

5.1 Pharmacodynamic properties

Flubendazole is a synthetic anthelmintic belonging to the benzimidazole
carbamates which acts by inhibiting the microtubular assembly in absorptive cells

of nematodes.

Flubendazole acts by binding to tubulin, the dimeric subunit protein of the
microtubules. It inhibits microtubular assembly in absorptive cells: i.e. of intestinal
cells of nematodes. This is shown by disappearance of cytoplasmic microtubules,
accumulation of secretory granules in the cytoplasm due to a block in their
transport, leading to an impaired coating of the cellular membrane and a
decreased digestion and absorption of nutrients. Irreversible lytic degeneration of
the cell, due to the accumulation of secretory substances (hydrolytic and

proteolytic enzymes), results in the death of the parasite.

These changes are relatively fast and are primarily seen in those organelles
directly involved in the secretory and absorptive functions of the cells. In contrast

the changes are not seen in host cells.

5.2 Pharmacokinetic particulars

When administered orally, flubendazole is practically not absorbed in the
gastrointestinal tract (95% of the dose is detected in the intestines 2 hours after
administration) and is excreted mainly in the faeces in unaltered form. The
absorbed fraction is rapidly metabolised. The elimination half-life of the

unaltered product is 6 hours.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Calcium carbonate
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Soya-bean oil, refined

Silica, Hydrophobic colloidal

6.2 Major incompatibilities

In the absence of compatibility studies, this veterinary medicinal product must

not be mixed with other veterinary medicinal products.

6.3  Shelf life

Shelf life of the veterinary medicinal product as packaged for sale: 3 years.
Shelf life after opening the immediate packaging: use immediately.

Shelf life after incorporation into meal or pelleted feed: 3 months.

6.4 Special precautions for storage

This veterinary medicinal product does not require any special storage

conditions.

6.5 Nature and composition of immediate packaging
Multi-layer paper bag with inner bag of low-density polyethylene.
Format:

Bag of 25 kg

6.6 Special precautions for the disposal of unused veterinary medicinal

product or waste materials derived from the use of such products
Any unused veterinary medicinal product or waste materials derived from such

veterinary medicinal product should be disposed of in accordance with local

requirements.
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7. MARKETING AUTHORISATION HOLDER
Kernfarm B.V.

De Corridor 14d

3621 ZB Breukelen

The Netherlands

8. MARKETING AUTHORISATION NUMBER(S)

Vm 43877/4013

9. DATE OF FIRST AUTHORISATION

23 January 2020

10. DATE OF REVISION OF THE TEXT

December 2020

PROHIBITION OF SALE, SUPPLY AND/OR USE

Consideration should be given to official guidance on the incorporation of

medicated premixes in final feeds.

Approved 23 December 2020

MU
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