CENMICIN 100/50 mg/ml

solution for injection

STATEMENT OF THE ACTIVE SUBSTANCES AND
OTHER INGREDIENTS

Each ml contains:

Active substances:

Spectinomycin (sulphate tetrahydrate) .............. 100 mg
Lincomycin (hydrochloride) .........cccccooviiiiiiiiien, 50 mg
Excipients:

Benzyl alcohol (E1510) (as preservative) ............... 9 mg

Excipients, n.q.
Clear and colourless solution

INDICATIONS
Treatment of infections caused by strains sensitive to the
association lincomycin / spectinomycin

Cattle:
Pneumonia caused by Pasteurella multocida and
Mycoplasma spp.

Pigs:
Swine dysentery caused by Brachyspira hyodysenteriae.

Enzootic  pneumonia caused by Mycoplasma
hyopneumoniae.

Sheep:

Pneumonia caused by Pasteurella multocida and
Mycoplasma spp.

Footrot caused by Dichelobacter nodosus and

Fusobacterium necrophorum.

CONTRAINDICATIONS

Do not use in animals with known hypersensitivity
to lincomycin, spectinomycin or other antibacterial
lincosamides or aminocyclitols and/or any of its
excipients. Do not use in horses, as lincomycin causes
haemorrhagic colitis and diarrhoea with very serious
results. Do not use in animals suffering from pre-existing
infections of Monilia spp.

SIDE EFFECTS

In very rare case, after intramuscular administration,
pain and local irritation may occur.

The frequency of adverse reactions is defined using the
following convention:

- very common (more than 1 in 10 animals treated
displaying adverse reactions)

- common (more than 1 but less than 10 animals in 100
animals treated)

- uncommon (more than 1 but less than 10 animals in
1,000 animals treated)

- rare (more than 1 but less than 10 animals in 10,000
animals treated)

- very rare (less than 1 animal in 10,000 animals treated,
including isolated reports).

If you notice any side effects, even those not already
listed in this package leaflet or you think that the
medicine has not worked, please inform your veterinary
surgeon.

TARGET SPECIES
Cattle, sheep and pigs.

DOSAGE FOR EACH SPECIES, ROUTES AND
METHOD OF ADMINISTRATION

Instructions for Use:

Route of Administration: Intramuscular

Cattle and pigs: 10 mg of lincomycin + 20 mg of
spectinomycin per kg bw/day (equivalent to 2 ml of
medicine/10 kg liveweight/day), for 3-5 consecutive days.
Sheep:

Footrot: 5 mg of lincomycin + 10 mg of spectinomycin per
kg/bw (equivalent to 1 ml of medicine/10 kg liveweight)
as a single dose.

Pneumonia: 10 mg of lincomycin + 20 mg of
spectinomycin per kg/bw/day (equivalent to 2 ml of
medicine/10 kg liveweight/day), for 3-5 consecutive
days.

The weight of the animals should be determined as
accurately as possible to avoid under-dosing.

ADVICE ON CORRECT ADMINISTRATION
No applicable.

WITHDRAWAL PERIOD

Meat: 21 days.

Milk: Do not administer to lactating animals producing
milk for human consumption.

SPECIAL STORAGE PRECAUTIONS

Keep out of the sight and reach of children.

Store below 25°C

Do not use this veterinary medicinal product after the
expiry date which is stated on the label or carton after
EXP.

Shelf-life after first opening the immediate packaging: 28
days at below 25°C.

SPECIAL WARNINGS

Special warnings for each target species: None.
Special precautions for use in animals:

Good clinical practice requires basing the treatment on
susceptibility tests on bacteria isolated from the sick
animals. If this is not possible, treatment should be
based on local epidemiological information (regional,
at farm level) on the sensitivity of the different strains of
bacterial species commonly involved in the infectious
process.

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

People with known hypersensitivity to any of the active
substances should avoid contact with the medication.
Do not smoke, eat or drink while handling the medication.
Wash hands after use.

Avoid contact with skin and eyes. If this occurs, wash the
affected area with plenty of water.

In the case of accidental self-injection, seek medical
advice immediately and show the doctor the information
leaflet or label.

If symptoms appear following exposure, such as a skin
rash, seek medical advice and show the doctor the
information leaflet or label. Swelling of the face, lips or
eyes, or difficulty in breathing, are more serious signs
and require immediate medical attention.

Use during pregnancy, lactation or lay:

Do not administer to pregnant or lactating females.
Interaction with other medicinal products and other
forms of interaction:

Do not administer with macrolides or aminoglycosides.
Overdose _ (symptoms, _emergency _procedures,
antidotes):

In general, on receiving three times the therapeutic
dose, the only symptom is local irritation.

SPECIAL PRECAUTIONS FOR THE DISPOSAL OF
UNUSED PRODUCT OR WATE METERIALS, IF ANY
Medicines should not be disposed of via wastewater or
household waste.

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

OTHER INFORMATION

Pharmacodynamic properties

SPECTINOMYCIN: Spectinomycin is a bacteriostatic
antibacterial; some authors include it within the group of
aminoglycosides, while others consider it independent
of this group, since it has a different chemical structure
from these, although its mechanism of action and



bacterial spectrum are quite similar. It works by inhibiting
bacterial protein synthesis by attaching itself to the 30S
subunit of the ribosome.

It disrupts the ordering of the messenger RNA and
causes an incorrect reading of the genetic code by the
transfer RNA.

LINCOMYCIN: Antibacterial from the lincosamide
group. It presents a mechanism of action and a bacterial
spectrum very similar to that of macrolides. It works by
inhibiting the synthesis of bacterial proteins by binding to
the 50S subunit of the ribosome, preventing the coupling
of transfer RNA molecules.

It is primarily bacteriostatic, but at high concentrations it
can be bactericidal.

ASSOCIATION: There is a synergistic effect in the
association of lincomycin and spectinomycin in the ratio
of 1:2, translating into greater efficacy against different
pathological processes than that which they have
separately.

Action spectrum:

The association of lincomycin and spectinomycin is active
against Gram-negative bacteria such as Pasteurella
multocida and Actinobacillus pleuropneumoniae and
Gram-positive such as Staphylococcus aureus and
B-hemolytic Streptococcus, as well as mycoplasmas
such as Mycoplasma hyopneumoniae, Mycoplasma
bovis, and Mycoplasma suis.

Pharmacokinetic particulars

SPECTINOMYCIN:

After intramuscular (IM) administration it is quickly
absorbed and reaches maximum blood concentrations
within 20 minutes, with detectable concentrations being
maintained for 12 hours.

It penetrates little into the tissues and its distribution is
fundamentally extracellular. It is excreted by glomerular
filtration and approximately 80% can be recovered
unchanged in urine during the first 24-48 hours.

LINCOMYCIN:

After IM administration it is well absorbed. It has a
plasma peak between 2-4 hours after administration, with
therapeutic concentrations persisting for approximately
6-8 hours.

It is widely distributed throughout the body, crossing
the placental barrier. The concentration they reach in
tissues is several times higher than the serum one when
crossing cell walls. It is metabolized in the liver, locating
high concentration in the bile; approximately 30% of the
dose is excreted in the urine during the first 4 hours and
about 14% with feces. It is also excreted in milk.

ASSOCIATION:

The pharmacokinetic parameters of the association
are practically unchanged, especially spectinomycin,
coinciding with those that each have separately.

INCOMPATIBILITIES:
In the absence of compatibility studies, this medicinal
product must not be mixed with other drugs.

Formats:

Box containing 1 vial of 100 ml

Box containing 1 vial of 250 ml

Box containing 1 vial of 500 ml

Box containing 10 vials of 100 ml
Box containing 10 vials of 250 ml
Box containing 12 vials of 500 ml
Not all pack sizes may be marketed.
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For Veterinary use only. To be supplied only on
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