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COMPOSITION

Tylosin base ........ccccvvvrnnae
Benzyl alcohol .
Diluentt0 ..o

PRODUCT DESCRIPTION
Yellowish liquid solution.

PHARMACODYNAMIC PROPERTIES
Tylosin is a mixture of macrolide
antibiotics produced by the growth of
certain strains of Streptomyces  fradiae.
It consists basically of tylosin A, which
must not be lower than 80%, but tylosins
B (desmycosin), C (macrocin) and D
(relomycin) may also be present. These 4
factors represent at least 95% of the real
content. Chemically it is characterized by
a lactone ring. At usual doses it exerts a
bacteriostatic effect, but at ﬂﬁ
concentrations it may be béctérieidal
Tylosin penetrates thedb@cteria by passiVe
diffusion and bloeKs the bactérial=protein
synthesis by binding to 50s = ribosomal
subunit.

Tylosin ig effective against:

- Mycaplasma spp.

- Spifochaetes.

- Chlamydias spp.

- Gram (+) germs: Staphylococcus.
Streptococcus. Erysipella. Corynebacterium.
Clostridium spp.

- Gram (-) germs: Fusobacterium.
Pasteurella spp. Bordetella.

The resistant micro-organisms may
present cross-resistance with other
macrolides such as erythromycin,
lincomycin, spiramycin and
spectinomycin.

PHARMACOKINETIC PROPERTIES
When administered parenterally, Tylosin
reaches maximum blood concentrations
within 1<2 hours. Tylosin combines with
bovine plasma proteins at 40%. Plasma
levels are lower than those in the tissues.
Itis metabolized in the liver and excreted
unchanged in the urine and bile.

ENVIRONMENTAL PROPERTIES
Not applicable.
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INJECTABLE SOLUTION
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SPECIES FOR WHICH INTENDED AND
INDICATIONS

Cattle: Treatment of bovine respiratory
complex (shipping fever, pneumonia)
usually associated with Pasteurella
multocida  and  Arcanobacterium
pyogenes; foot  rot  (necrotic
pododermatitis) and calf diphteria caused
by Fusobacterium necrophorum and
metritis caused by Arcanobacterium
pyogenes.

Pigs: Treatment of swine arthritis caused
by Mycoplasma hyosynoviae; swine
erysipelas caused by Erysipelothrix
rhusiopathiae; swine dysentery
associated with Treponema
hyodysenteriae  when followed by
appropriate medication in the drinking

infections

tracheobronchitis,

Staphylococci  spe
Streptococci species
multocida.
Cats: Treatment of up
infections when caused by
species and hemolytic
species and for feline pneu
caused by tylosin susceptible o

TARGET SPECIES 4
(Cattle, pigs, dogs and cats. *

ADMINISTRATION AND DOS@G& 7
Cattle: 18 mg/kg bw a day, Guivalent to
0.9 ml of product/10 kg bw ayday, up to
5 consecutive days.
Swine: 9 mg/kg bw twice
equivalent to 0.45 ml of produc
bw twice a day, up to 3 gonsecuti .
Dogs and Cats: 6 - 10 mg/kg bw,
equivalent to 0.03 to 0.05 ml of
product/kg bw, at 12 to 24 hours interval.
A orée ml fine dosage syringe should be
used.

ROUTE OF ADMINISTRATION
Intramuscular injection.

CONTRAINDICATIONS

It should not be given to chickens or turkeys.
Do not administer to horses or other
equines in which injection of tylosin may
be fatal.

WARNING AND PRECAUTIONS
SPECIAL CAUTIONS AND WARNINGS
FOR ITS USE

Cattle: When administered more than 10
ml, distribute the dose in different sites of
injection.

Pigs: When administered more than 5
ml, distribute the dose in different sites of
injection.

Cats and Dogs: For repeated use, change
injections site. Irritation and pain at injection
site may be observed occasionally.
Special cautions for people administering
or handling the product: Use under
veterinarian recommendation.

SPECIAL CAUTIONS FOR PEOPLE
ADMINISTERING OR HANDLING THE
PRODUCT

Not required.

Use under veterinarian recommendation.

INTERACTIONS WITH OTHER
MEDICINAL PRODUCTS
None observed.

INCOMPATIBILITIES
Do not administer along with bactericide
antibiotics.

USE DURING PREGNANCY AND
LACTATION

Do not use in lactating dairy cattle. Do not
use in female dairy cattle 20 months of
age or older, including dry dairy cows. Use
in these cattle may cause drug residues in
milk and/or in calves born to these cows.

SIDE EFFECTS (FREQUENCY AND
SEVERITY)

In very rare cases the following have been

observed;

- Swellmg/mflammanon at the site of
injection,

- Vulvular swelling in cattle,

- Oedema of the rectal mucosa, partial
anal protrusion (‘rosebudding’), erythema
and pruritus in pigs.

Manufactured by:

v\/s.p.® velerinaria, s.a.

Ctra. Reus-Vinyols, km. 4.1 » 43330 RIUDOMS (Tarragona) -Spain-
Tel. +34 977 850 170"  Fax +34 977 850 405 * P.0.Box, 60

SYMPTOMS AND TREATMENT OF
OVERDOSAGE

Discontinue medication and seek for
veterinarian advice if there is sign of
overdose.

WITHDRAWAL PERIOD
Pigs: Meat: 14 days.
Cattle: Meat: 21 days.

PROPOSED SHELF LIFE (AS PACKAGE
FOR SALE)
3 years.

PROPOSED SHELF LIFE (AFTER FIRST
OPENING OF THE CONTAINER)
28 days.

PRESENTATIONS
100 ml and 250 ml

DATE OF REVISION OF PACKAGE INSERT
8th July 2014

Store in a cool, dry place
(recommended below 25° C),
protected from intensive light.

Use under veterinarian
recommendation

keep medicine out of reach of children
Jauhkan ubat dari jangkauan kanak-
kanak

Any unused veterinary medicinal
product waste materials derived from
such veterinary medicinal products
should bedisposed of in accordance
with local requeriments.
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