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For Animal Use Only

TYLO-100

Water Soluble Powder

CONTENT: Each sachet (120 g) contains,
Tylosin (@Startrate)..........coceevvviieniieie e, 1009

PRODUCT DESCRIPTION: A light yellow powder.

PHARMACODYNAMICS:

Tylosin is amacrolide antibiotic produced by a strain of Sreptomyces fradiae. It
exertsits antimicrobid effect by inhibiting protein synthesis of susceptible micro-
organisms. The tylosin spectrum of activity includes Gram-positive bacteria
including Clostridium perfringens and some Gram-negative strains such as
Pasteurella and Mycoplasma spp. at concentrations of 16pg/ml or less.

PHARMACOKINETICS:

Absorption: Tylosin reaches maximal blood levels between 1 and 3 hours after an orad
dose. Minimal or no blood levels remain 24 hours after an oral dose.

Distribution: After oral doses were given to pigs, tylosin was found in all tissues, between
30 minutes and two hours after administration, except for the brain and spinal cord.
Biotransformation and Elimination: It has been shown that most of the materia whichis
excreted isto be found in the faeces and consists of tylosin (factor A), relomycin (factor
D) and dihydrodesmycosin.

INDICATION:

Caves

- Treatment and prevention of pneumonia caused by Mycoplasma spp when the disease
has been established in the herd.

Pigs

- Treatment and prevention of enzootic pneumonia caused by Mycoplasma
hyopneumoniae and Mycoplasma hyor hinis when the disease has been established in
the herd.

Chickens

- Treatment and prevention of chronic respiratory diseases (CRD) caused by
Mycoplasma gallisepticum and Mycoplasma synoviae when the disease has been
established in the flock.

- Treatment and prevention of necrotic enteritis caused by Clostridium perfringens
when the disease has been established in the flock.

Turkeys

- Treatment and prevention of infectious sinusitis caused by Mycoplasma
gallisepticum. When the disease has been established in the flock.



DOSAGE & ADMINISTRATION:
Oral administration through the drinking water.
In calves the product can also be administered through milk or milk replacer.

1 gram of the veterinary medicinal product corresponds to 0.833 gram of tylosin. The
dosages are as follows:

Calves:

10— 20 mg tylosin per kg BW (corresponding to 12 — 24 mg of the veterinary medicinal
product per kg BW), twice daily (corresponding to adaily dose of 20 — 40 mg tylosin per
kg BW), for 7 - 14 days.

Turkeys:
75— 100 mg tylosin per kg BW per day (corresponding to 90 — 120 mg of the veterinary

medicinal product per kg BW) for 3 -5 days.

Chickens:

For the treatment of chronic respiratory disease:

75— 100 mg tylosin per kg BW per day (corresponding to 90 - 120 mg of the veterinary
medicinal product per kg BW) for 3 —5 days.

For the treatment of necrotic enteritis:
20 mg tylosin per kg BW per day (corresponding to 24 mg of the veterinary medicinal
product) for 3 days.

Pigs:

For the treatment of enzootic pneumonia:

20 mg tylosin per kg BW per day (corresponding to 24 mg of the veterinary medicinal
product per kg BW) for 10 days.

For the preparation of the medicated water/milk/milk-replacer the body weight of the
animals to be treated and their actual daily water/milk/milk-replacer consumption should
be taken into due account. Consumption may vary depending on factors like age, state of
health, breed, husbandry system. To provide the required amount of active substance in
mg per litre drinking water/milk/milk-replacer the following calculation should be made:

...... mg tylosin per Average bodyweight (kg)
kg bodyweight per day x oftheanimastobetreated = .....mgtylosin/
Average amount of drinking water or milk / animal (1) | of drinking water

Sufficient access to the system of water supply should be available for the animalsto be
treated to ensure adequate water consumption. No other source of drinking water should
be available during the medication period.

Should there be no clear response to treatment within 3 days the treatment approach
should be reconsidered. After the end of the medication period the water supply system
should be cleaned appropriately to avoid intake of sub-therapeutic amounts of the active
substance which might support development of resistance.



Medicated water, milk or milk replacer should be replaced every 24 hours.

CONTRAINDICATIONS:
Do not leave or dispose of water containing tylosin tartrate where it may be accessible to
either animals not under treatment or to wildlife.

WARNINGS/ PRECAUTIONS:
Avoid direct contact with skin or conjunctivae.

DRUGSINTERACTIONS: None known.

PREGNANCY AND LACTATION:
No adverse effects to tylosin have been seen in fertility, multi-generation or teratology
studies.

ADVERSE EFFECTS:
If suspected adverse reactions occur, treatment should be discontinued and to inform
veterinarian/local authority.

OVERDOSE AND TREATMENT:
Stop medication and to seek for veterinarian advice if thereis sign of over dosage.

STORAGE CONDITIONS: Store below 30°C.

WITHDRAWAL PERIOD(S):
Calves (meat and offal): 12 days
Pigs (meat and offal): 1 day
Turkeys (meat and offal): 2 days
Turkey (eggs): Zero days
Chickens (meat and offal): 1 day
Chicken (eggs): Zero days

DOSAGE FORMS AND PACKAGING AVAILABLE: 120gm water soluble powder
packed into aluminium sachet.

DATE OF REVISION OF PACKAGE INSERT: 08 December 2014.

Manufactured by:

PAHANG PHARMACY SDN. BHD. (10826-K)
LOT 5979, JALAN TERATAI,

5% MILE OFF JALAN MERU, 41050 KLANG,
SELANGOR D.E., MALAYSIA.



