TM-400* gram/kg powder

OXYTETRACYCLINE DIHYDRATE 40% POWDER

FORMULA:

Each kilogram of TM-400 contains Oxytetracyline Dihydrate equivalent to the amount of 400
grams Oxytetracyline Hydrochloride, rice hulls (carrier) q.s.ad.1kg

Active Drug Ingredient: Oxytetracycline Dihydrate equivalent to Oxytetracycline Hydrochloride.

PRODUCT DESCRIPTION:

Buff Colored, free flowing powder, free from agglomerates

PHARMACODYNAMICS:

Oxytetracycline is a broad-spectrum antibiotic. Its mode of action is bacteriostatic by inhibition of
prokaryotic protein synthesis at the ribosomal level. It is active against Gram-positive and Gram-
negative aerobic and anaerobic micro-organisms, Mycoplasma spp., Chlamydia spp., Leptospira
spp. and Rickettsias. It has little activity against Salmonella spp., Escherichia coli, Enterobacter
and Klebsiella spp. and has essentially no activity against Pseudomonas spp., Proteus spp. and
yeasts. Sub-Minimum Inhibitory Concentration (MIC) effects have been identified for
tetracyclines. Inhibitions of adhesion of pathogens to host cell surfaces are known to occur at
levels of antibiotic lower than the MIC. Host cell adhesion is an essential pre-requisite for the
expression of pathogenicity for several porcine respiratory pathogens e.g. Actinobacillus
pleuropneumoniae, Bordetella brochiseptica and mycoplasmas. Selected resistance to
tetracyclines is not uncommon among bacteria and it is important that sensitivity is determined
prior to initiation of therapy. Most organisms which are resistant to one member of the tetracycline
group will have cross-resistance to other members of the group.

PHARMACOKINETICS:

Due to the amphoteric nature of Oxytetracycline, oral bioavailability is low (<10%).
Oxytetracycline has excellent distribution properties with a Volume of Distribution (Vd) exceeding
1.2 L/kg. The compound tends to concentrate in the lung, liver and kidney. Oxytetracycline
undergoes enterohepatic circulation. It does not appear to be metabolised to any significant
degree. The compound is mainly excreted as the parent molecule primarily in the urine but also in
the faeces.

ENVIRONMENTAL PROPERTIES:

The same as many therapeutic antibiotics used in animal feed, tetracycline compounds can affect
microorganisms in the environment if not properly disposed. Care should be taken to assure that
leftover feeds with TM400 and empty packages of the product are properly disposed of in
accordance with local authorities regulations.

INDICATIONS AND RECOMMENDED DOSAGES:

Chickens:

Amount: 100 -200 grams Oxytetracycline per ton of feed.

- Control of infectious synovitis caused by Mycoplasma synoviae; control of fowl cholera caused
by Pasteurella multocida susceptible to oxytetracycline. Feed continuously for 7 to 14 days.

Amount: 400 grams Oxytetracycline per ton of feed.

- For control of chronic respiratory disease (CRD) and air sac infection caused by M.
gallisepticum and Escherichia coli susceptible to oxytetracycline. Feed continuously for 7 to 14
days.

Amount: 500 grams Oxytetracycline per ton of feed.
- For reduction of mortality due to air sacculitis (air-sac infection) caused by E. coli susceptible to
oxytetracycline. Feed continuously for 5 days.

Swine:

Amount: 10 milligrams Oxytetracycline per pound of body weight.

- For treatment of bacterial enteritis caused by E. coli and Salmonella choleraesuis susceptible to
oxytetracycline and treatment of bacterial pneumonia caused by P. multocida susceptible to
oxytetracycline. Feed continuously for 7 to 14 days.



Swine (Breeding):

Amount: 10 milligrams Oxytetracycline per pound of body weight.

- For control and treatment of leptospirosis (reducing the incidence of abortion and shedding of
leptospiras) caused by Leptospira Pomona susceptible to oxytetracycline. Feed continuously for
not more than 14 days.

MODE OF ADMINISTRATION:

Route of Administration: ORAL

Mixing Directions: Determine the appropriate amount of TM-400 required from the recommended
dosage. Mix thoroughly in feed.

CONTRAINDICATIONS:

Oxytetracycline in low calcium feed (0.18 - 0.55% dietary calcium) should not be fed for more
than 5 days and should not be fed to laying hens.

WARNINGS AND PRECAUTIONS:
Special precautions for use in animals
e Long term use of this product may lead to development of bacterial resistance and is not
recommended. However, the recommended course of treatment should be completed.
e For use in dry animal feed only. Not for use in liquid feed supplements.
Special precautions to be taken by the person administering the veterinary medicinal
product to animals
e If allergic to oxytetracycline, do not handle the product.
o When incorporating into feed, care should be taken not to inhale any dust when handling
the product and skin contact should be avoided.
e |tis recommended that a face mask, be worn during the dispensing of the product.
e Hands and exposed skin should be washed thoroughly at the end of the operation.

INTERACTIONS WITH OTHER MEDICAMENTS:

Tetracyclines may be partially bound and inactivated when included in feeds with high content of
calcium salts.

STATEMENT ON USAGE DURING PREGNANCY AND LACTATION:

Do not administer to chickens producing eggs for human consumption

ADVERSE EFFECTS / UNDESIRABLE EFFECTS:

No known side effects are expected when directions are followed.

OVERDOSE AND TREATMENT:

If overdose is confirmed, feed should be removed.

WITHDRAWAL PERIOD(S):

Chickens:

24-hour withdrawal period at 500 g/ton use level.

0 (zero) days at lower use levels.

3 days before slaughter in low calcium feeds.

Swine:

0 (zero) days before slaughter at 10 milligrams per pound.

STORAGE CONDITIONS:
Stored in dry place below 30°C.

DOSAGE FORMS AND PACKAGING AVAILBLE:
Medicated powder premix
25 kg bag
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