Abenzole 11.25 % w/v Oral Suspension
Abenzole appears to be a liquid in the form of a suspension with physical
appearance as an almost white or white to pale green liquid. It is packed in a plastic

screw necked bottle with aluminium foil and is kept in cardboard box.

Composition;

Each mL contains

Abendazole 112.50 mg
To add preservatives

Pharmacodynamics:

A broad spectrum multi-purpose anthelmintic for the control of mature and developing
immature forms of gastrointestinal roundworms, lungworms, tapeworms and adult
liver fluke in cattle and sheep. The product is also ovicidal against fluke and
roundworm eggs. Albendazole belongs to the benzimidazole class of anthelmintics.
Benzimidazoles bind to nematode tubulin, a protein necessary for the formation and
viability of microtubules. This occurs primarily in absorptive intestinal cells resulting in
the absence of microtubules in the intestinal cells of the nematode, with the result
that these cells cannot absorb nutrients, thus causing a consequent reduction in
glycogen and effective starvation of the parasites. Structural differences have been
shown to exist between tubulin from mammalian and helminth sources, resulting in
the preferential toxicity of albendazole to the helminth and not to the host.
Benzimidazoles have also been shown to inhibit the fumarate reductase system of

helminths and impair energy production.

Pharmacokinetics:
None stated.

Indications:

«Cattle - For removal and control of the following internal parasites of cattle: adult
liver flukes (Fasciola hepatica), heads and segments of tapeworms (Moniezia
benedeni, M. expansa); adult and 4th stage larvae of stomach worms (brown
stomach worms including 4th stage inhibited larvae (Ostertagia ostertagi), barberpole
worm (Haemonchus contortus, H. placei), small stomach worm (Trichostrongylus
axei)); adult and 4th stage larvae of intestinal worms (thread-necked intestinal worm
(Nematodirus spathiger, N. helvetianus), small intestinal worm (Cooperia punctata
and C. oncophora)); adult stages of intestinal worms (hookworm (Bunostomum
phlebotomum) bankrupt worm (Trichostrongylus colubriformis), nodular worm
(Oesophagostomum radiatum)); adult and 4th stage larvae of lungworms
(Dictyocaulus viviparus).

*Sheep - For removal and control of the following internal parasites of sheep: Adult
liver flukes (Fasciola hepatica, Fascioloides magna); heads and segments of
common tapeworms (Moniezia expansa) and fringed tapeworm (Thysanosoma
actinoides); adult and fourth stage larvae of stomach worms (brown stomach worm
(Ostertagia circumcincta and Marshallagia marshalli), barberpole worm
(Haemonchus contortus), small stomach worm (Trichostrongylus axei)); adult and
fourth stage larvae of intestinal worms (thread-necked intestinal worm (Nematodirus
spathiger and N. filicollis), Cooper's worm (Cooperia oncophora), bankrupt worm
(Trichostrongylus colubriformis), nodular worm (Oesophagostomum columbianum),
and large-mouth bowel worm (Chabertia ovina)); adult and larval stages of
lungworms (Dictyocaulus filaria).

*Goats (non-lactating) - For the treatment of adult liver flukes (Fasciola hepatica) in

nonlactating goats.

Directions for Use:

«Cattle and goat: 4 ml/45kg body weight. Administer as a single oral dose using
dosing gun or dosing syringe.

*Sheep: 3 ml/45kg body weight. Administer as a single oral dose using dosing gun or

dosing syringe.

Contraindication:

Do not use in animals with known hypersensitivity to the active ingredient.

Warming and Precautions:
Cattle suffering from severe lung damage due to heavy lungworm infestation
may continue to cough for some weeks after treatment. Care should be taken to
avoid the following practices because they increase the risk of development of
resistance and could ultimately result in ineffective therapy:
® Too frequent and repeated use of anthelmintics from the same
class, over an extended period of time.
. Underdosing, which may be due to underestimation of
bodyweight, misadministration of the product, or lack of calibration of
the dosing device (if any).
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.
Resistance to benzimidazoles (which includes albendazole) has been reported
in Teladorsagia, Haemonchus, Cooperia and Trichostrongylus species in small
ruminants in a number of countries including the EU. Resistance to albendazole
has been reported in Cooperia and Teladorsagia species in cattle in developed
countries such as New Zealand. Therefore the use of this product should be
based on local (regional, farm) epidemiological information about susceptibility of
nematodes and recommendations on how to limit further selection for resistance

to anthelmintics.

Interactions with Other Medicaments:
None to be known of.

Statement on Usage During Pregnancy and Lactation:

« Cattle - Do not use in female dairy cattle of breeding age: Do not administer to
female cattle during first 45 days of pregnancy or for 45 days after removal of
bulls.

*Sheep - Do not administer to ewes during first 30 days of pregnancy or for 30
days after removal of rams. It can be safely used during lactation.

*Goats- Do not administer to does during first 30 days of pregnancy or for 30

days after removal of bucks. Do not use in lactating does.

Adverse Effects / Undersirable Effects:
None to be known of.

Overdose and Treatment:

Benzimidazoles have a wide margin of safety.

Withdrawal Period (s):

«Cattle: Treated animals must not be slaughtered for use in food for at least 27
days after the latest treatment with this drug. Because a withdrawal time for milk
has not been established, do not use in female dairy cattle of breeding age.
*Sheep: Do not slaughter within 7 days of last treatment. Do not use in sheep
producing milk for human consumption.

*Goats: Do not slaughter within 7 days of last treatment. Do not use in goats

producing milk for human consumption.

Storage Condition:

Store below 30°C. Protect from heat and sunlight exposure.

Keep medicine out of reach of children (Jauhkan ubat dari kanak-kanak).

Any unused veterinary medicinal product or waste materials derived from such
veterinary medicinal products should be disposed of in accordance with local

requirements.



Mode of Administration:

Oral suspension

Shelf life packaged for sale: 3 years

Shelf-life after opening: 29 days
Packaging Available: 30 mL, 1L

Date of revision: 30-12-2013

Name and Address of Manufacturer:
NAM PHARM SDN. BHD.

5, Lebuh Perusahaan Klebang 11,
Taman Perindustrian Antarabangsa IGB,

31200 Chemor, Perak, Malaysia.
Tel: +605-2931838, 1839 Fax: +605-2931833



