For veterinary use only

Colmyc-E Inj 10%

Injectable solution

Composition
Enrofloxacin ..
Excipient to ...

Pharmacodynamic properties .
Enrofloxacin is bactericidal in action
with activity against a wide range of
Gram positive and Gram negative
bacteria and mycoplasmas. The
mechanism of action of the quinolones
is unique among_antimicrobials - the
act primarily to inhibit bacterial DN
gyrase, an_enzyme responsible for
controlling the supercoiling of bacterial
DNA during replication. "Resealing of
the double stranded helix is inhibited
resulting in irreversible degradation of
the chromosomal DNA. he
fluoroquinolones also possess activity
against bacteria in the stationar Iphase
by an alteration of the permeability of
the”outer membrane phospholipid cell
wall.

Molecular resistance to fluoroquinolones
has been observed to arise from two
principal sources, (i) alteration to DNA
g?/rase_ or topoisomerase IV and (ii)
alterations in drug perme@bllltP/ of the
bacterial cell. Both mechanisms lead to a
reduced susceptibilitY of the bacteria to
fluoroquinolones. Clinical resistance is
dependent on several mutations
accumulating in a step-wise manner.

Pharmacokinetic properties
The pharmacokinetics of enrofloxacin
are such that oral and parenteral
administration leads to similar serum
levels. Enrofloxacin possesses a high
distribution volume. Tissue levels 2-3
higher than that found in the serum,
have been demonstrated in laboratory
animals and tar?et species. Organs in
which high levels can be expected are
the lungs, liver, kidney, skin, bone and
Iglmphatic system.  Enrofloxacin also
istributes into the cerebrospinal fluid,
the aqueous humour and the foetus in
pregnant animals.
After an intravenous dose of 5 mg
enrofloxacin per kg body weight (bw) to
lactating dairy cattle, the total systemic
exposure over the dosing interval of 24
h was at 7.1 mg*h/L. In cattle serum,
afgroxmately 30% of .drug exposure
(2.31 mg*h/L) consisted of ciprofloxacin;
the active metabolite of enrofloxacin.

. 10 g.
.100 ?nl.

The drug was well distributed into the
body compartments (Venro = 1.5 L/kg,
Vcipro = 8.51 L/kg). Total body clearance
was 0.71 L/h/kg.

In milk, most of drug activity consisted of
ciprofloxacin. Overall drug concentrations
peaked at 4.1 mg/kg two hours after
treatment. Overall drug exposure over
24 h was 22.1 mg*h/L. The actives were
eliminated from milk with a mean
exposure half-life of 2.8 h.

Environmental properties
Not applicable.

Indications

Cattle

Diseases of the respiratory and
alimentary tract ~of bacterial or
mycoplasmal origin (eig. pasteurellosis,
mycoplasmosis, coIi-gaciIIosis, coli-
septicaemia and salmonellosis) and
secondary bacterial infections
subsequent to viral infections (e.g. viral
pneumonia) where clinical experience,
supported where possible by sensitivity
testin? of the causal organism, indicates
enroffoxacin as the drug of choice.
Treatment of local signs (inflammation,
milk quality and yield) associated with
peracute/acute mastitis in lactating dairy
cattle caused by E. coli, where herd
history and previous sensitivity testini
indicate enrofloxacin as the “drug| o
choice.

Pigs

Diseases of the respiratory < and
alimentary tract of bacterial or
mycoplasmal origin (e.g. pasteurellosis,
mycoplasmosis, ~ coli-bacillosis, .. coli-
septicaemia and salmonellosis) and
multifactorial diseases such as atrophic
rhinitis and enzootic pneumonia where
clinical “experience, supported {where
possible by sensitivity’ testing of the
causal organism, indicates enrofloxacin
as the drug of choice.

Target species
Cattle and pigs.

Recommended dosage

To ensure correct dosage, body weight
should. _be determined as accurately as
possible to avoid underdosing.

Y/ s.p. veterinaria, s.a.

Cattle:

For respiratory and alimentary infections
in cattle and secondary bacterial
infections: administer by subcutaneous
injection.

e 25 m enrofloxacin  per kg
_bc_)dyyveigh'?) daily b)é subcutaneous
injection for 3 days (2.5 ml per 100 k
bodyweight). This rate may be double
to5 mg/lfjg bodyweight (5 ml Fer 100 kg)
for 5 days for “salmonellosis and
complicated respiratory disease.

Not more than 10 ml should be
administered at any one subcutaneous
injection site.

For E. coli mastitis: administer by slow
intravenous injection.

5.0 ml per 100 kg bodyweight (5 mg
enrofloxacin per kg bodyweight) daily
for 2 days.

Pigs:

For respiratory and alimentary infections
in pigs and_ secondary” bacterial
infections: administer by intramuscular
injection.

2.5 mg enrofloxacin per kg bodyweight)
daily by intramuscular injection for 3
days (2.5 ml per 100 kg bodyweight).
This rate mag be doubled to’5 mg/kg
bodyweight (5 ml per 100 kg) for 5 days
for ~ salmonellosis and ‘complicated
respiratory disease.

Not more than 2.5 ml should be
administered at any one intramuscular
injection site in store pigs or 5 ml at any
one intramuscular injection site in sows.
Route of administration

Subcutaneous or intravenous route.

Contraindications

- Do not administer in animals showing
renal or hepatic insufficiencies, or in
those sensitive to quinolones.

-Do not administer in newborn
animals.

Side effects (frequency and severity)

- Rarely, alterations™ of the central
nervous system may occur, as well as
haematological "and  enzymatic
disorders (transaminases).

- Articular lesions.

Special cautions for its use
Do not administer more than 10 ml. at
the same site of injection.

v Manufactured by:

S.p. veterinaria, s.a.
Ctra. Reus-Vinyols, km 4.1 43330 RIUDOMS (Spain)

Tel. +34 977 850 170* » Fax +34 977 850 405 » P.0.Box 60

Registration Holder:

LABORATORIOS REVEEX ASIA Sdn Bhd
Lot3&5, Jalan Pjs 11/8

Bandar Sunway 46150 Petaling Jaya

Selangor Darul Ehsan — MALAYSIA

Phone: 60 3 563 33 493 - Fax: 60 3 563 23 410

Use during pregnancy and lactation
No contraindications were reported
during these periods.

Interactions o

- Antagonistic effects when administered
with “chloramphenicol, macrolides or
tetracyclines can appear.

-Do not administer with nonsteroidal
antiinflammatories.

Incompatibilities
Not reported.

Sympthoms and treatment of overdosage
In case of overdosage, gastrointestinal
and central nervous system disorders can
appear. Discontinue the administration
and carry outa symptomatic treatment.

Interactions with other medicinal products
- Antagonic effects in the administration
of chloramphenicol, marcolides or
tetracycline can appear.

- Do not administer with nonesteroidal
antiinflammatories.

Withdrawal period
Cattle: Subcutaneous Use.
Meat and offal: 10 days.
Milk: 84 hours (7 milkings).
Cattle: Intravenous Use.
Meat and offal: 4 days.
Milk: 72 hours (6 milkings).
Pigs: Intramuscular Use.
eat and offal: 10 days.

Date of revision of package insert
23rd February 2010.

Proposed shelf life (as package for sale)
3 years.

Proposed shelf life (after first opening
of the container)
28 days.

Proposed shelf life (after dilution)

Not applicable.

Storage conditions

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

Presentations

100 ml. container.

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

Country Registration Nr.:

Keep out of the reach and sight of
children

Controlled Medicine

Jauhi Ubat Dari Kanak - kanak

Distributed by:
F.E VENTURE Sdn BHd

Lot 3&5, Jalan Pjs 11/8

Bandar Sunway 46150 Petaling Jaya
Selangor Darul Ehsan — MALAYSIA
Phone: 60 3 563 33 493

Fax: 60 3 563 23 410
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