AM-COCC 300 MG/G WATER SOLUBLE POWDER

COMPOSITION:

Contains per g

Amprolium Hydrochloride.............coooiiiiiiii 300 mg
Equivalent to Amprolium...........coooiii 265 mg
DESCRIPTION

Almost white to light yellowish white free flowing powder; odourless; tasteless.

PHARMACODYNAMICS:

Amprolium is an analog of thiamine, and is a quaternary compound. Amprolium is the only
anticoccidial agent that can be used in laying birds and cattle for both the prevention and
treatment of outbreaks.

It is effective against the first generation of trophozoites and schizonts. Amprolium is rarely
used alone, because E. maxima, E. mivati, and other species are resistant to it; combination
with antifolate drugs increases the efficacy of amprolium against these organisms in
chickens.

Amprolium prevents coccidia from utilizing thiamine by blocking thiamine receptors.

PHARMACOKINECTICS:
Amprolium is poorly absorbed after oral administration. No preslaughter withdrawal period is
necessary.

INDICATION:
Treatment of coccidiosis in growing chickens and laying hens

TARGET SPECIES: Growing chickens, Laying hens
DOSAGE: Oral Administration

For Growing Chickens:

Administer at the 0.012 percent level in drinking water (0.45 g of product in 1 L of drinking
water) as soon as coccidiosis is diagnosed and continue for from 3 to 5 days {in severe
outbreaks, give amprolium at the 0.024 percent level (0.9 g of product in 1 L of drinking
water)}. Continue with 0.006 percent amprolium-medicated water (0.225 g of product in 1 L
of drinking water) for an additional 1 to 2 weeks.

No other source of drinking water should be available to the birds during this time. As sole
source of amprolium. Make drinking water fresh daily. Stock solutions for proportioners may
be stored in a clean, closed, labeled container for up to 3 days.

For Laying Hens:

Administer at the 0.012 percent level in drinking water (0.45 g of product in 1 L of drinking
water) as soon as coccidiosis is diagnosed and continue for from 3 to 5 days {in severe
outbreaks, give amprolium at the 0.024 percent level (0.9 g of product in 1 L of drinking
water)}. Continue with 0.006 percent amprolium-medicated water (0.225 g of product in 1 L
of drinking water) for an additional 1 to 2 weeks.

No other source of drinking water should be available to the birds during this time. As sole
source of amprolium. Make drinking water fresh daily. Stock solutions for proportioners may
be stored in a clean, closed, labeled container for up to 3 days.



CONTRAINDICATIONS/SAFETY DATA:
Do not use in cases of hypersensitivity to the active substance or to the excipient.

WARNING AND PRECAUTION:

As with any antiparasiticide, frequent and repeated use of an antiprotozoal agent of the same
class can lead to resistance development.

In case of detection of lack of efficacy during treatment, communicate it to competent national
authorities.

i) Special precautions for use in animals:

The product is not intended for a preventive use.

This product should be reserved in case of coccidiosis outbreaks due to non-availability of
vaccine, in case of lack of efficacy of

vaccine and in vaccinated flocks if a severe coccidial challenge is diagnosed before immunity
has fully developed.

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

This product is acidic and may cause irritation to, or corrosion of, the skin, eyes, throat and
airways.

Avoid all physical contact with the product, including any vapours.

Do not eat, drink or smoke whilst handling this product.

Wear impervious gloves and protective glasses when handling the product.

The selected protective gloves should satisfy the specifications of EU Directive 89/686/EEC
and the standard EN 374 derived from it.

In the case of contact with skin or eyes, wash the affected area with clean running water
immediately and remove any contaminated clothes. If irritation persists, seek medical advice
and show the label to the physician.

In case of accidental ingestion, rinse the mouth with fresh water, seek medical advice
immediately and show the label to the physician.

Those with known hypersensitivity to amprolium should avoid contact with the product.
Wash hands and exposed skin after use.

iif) Other precautions
Amprolium is classified as a very persistent substance in soil.

INTERACTIONS WITH OTHER MEDICATIONS

Amprolium is an anticoccidial belonging to thiamin analogs family. Therefore, the efficacy of
amprolium may be reduced during a simultaneous administration of products containing
vitamin B-complex.

PREGNANCY AND LACTATION

Studies in laboratory animals have not produced any evidence of teratogenic effects. The
safety of amprolium has not been established in laying birds. Use only according to the
benefit/risk assessment by the responsible veterinarian.

SIDE EFFECTS:
None known



SYMPTOMS AND TREATMENT OF OVERDOSE
A prolonged use at high doses can produce thiamine deficiency. This deficiency can
be compensated by a thiamine intake.

WITHDRAWAL PERIOD:
Growing chickens, Laying hens
Meat & eggs: 0 days

STORAGE

Store in a cool and dry place
Do not store above 30°C
Store in an airtight container

For Veterinary Use Only
Keep out of the reach of children
Jauhi daripada kanak-kanak

PROPOSED SHELF LIFE:

2 years as packaged for sale

After first opening of the immediate packaging: 24 hours
After dilution or reconstitution according to direction: 24 hours

PACK SIZE AVAILABLE:
4009 per sachet and further packed 30 sachets in one carton

Manufactured by:

Hangzhou An-I-Mate Animal Pharmaceutical Co. Ltd
No. 2 Fengdu Road,

Fengdu Industrial Garden,

Pingyao, Yuhang, Hangzhou,

China

Marketing Authorization Holder:

Ritma Prestasi Sdn Bhd

No. 43, Jalan Meranti Jaya 11, Taman Perindustrian Meranti Jaya,
47120 Puchong, Selangor,

Malaysia.
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