338/P1/GBO/1 PACKAGE LEAFLET

COFFEINUM BIOVETA 125 mg/ml
injection solution

1. NAME AND ADDRESS

OF THE MARKETING AUTHORISATION
HOLDER AND OF THE
MANUFACTURING AUTHORISATION
HOLDER RESPONSIBLE FOR BATCH
RELEASE, IF DIFFERENT

Marketing authorisation holder

and manufacturer:

BIOVETA, a.s.,

Komenského 212,

683 23 lvanovice na Hané,

Czech republic

2. NAME OF THE VETERINARY
MEDICINAL PRODUCT

COFFEINUM BIOVETA 125 mg/ml
injection solution

Caffeine

3. STATEMENT OF ACTIVE

AND OTHER SUBSTANCES

1 ml contains

Active substance:

Caffeine 125 mg
Excipients:
Sodium benzoate 125 mg

Clear, colourless or yellowish injection
solution.

4. INDICATION(S)

Acute general physical weakness,
collapse or shock as a sign of sedation

or paralysis of the central nervous system
(after exhausting exertion, poisoning or
severe diseases), surgical coma, heart
insufficiency (mainly bradycardic type) and
other cases of injury or fatigue, depressive
conditions, to shorten waking up after
general anaesthesia.

5. CONTRAINDICATIONS
Hypertension, ischemic heart disease,
hyperthyroidism, severe hepatic
dysfunction.

6. ADVERSE REACTIONS

Insomnia, restlessness and excitement only
in higher doses.

7. TARGET SPECIES
Horses, cattle, pigs, sheep, goats, dogs
and cats.

8. DOSAGE FOR EACH SPECIES,
ROUTE(S) AND METHOD

OF ADMINISTRATION
Subcutaneous, intramuscular

or intravenous administration
Horse:
10-20mls.c.,im.,5-10mli.v;
Cattle:

20-40mls.c.,im, 10-20 mli.v;
Pig, sheep goat:
2-8mls.c.,im.,1-4mliv;
Dog:

0.5-2mls.c.,i.m., 0,25 -1 mli.wv.
Cat:

0.5mls.c.,iim., 0.25 ml. i.v.

The same doses as administered
subcutanously or doses one-half higher
may be administered orally.

The effect appears 15 to 30 minutes after
s.c. or i.m. administration and lasts up
to several hours.

9. ADVICE ON CORRECT
ADMINISTRATION

10. WITHDRAWAL PERIOD
Horses, cattle: meat: 1 day

Pigs, sheep, goats: meat:
Without withdrawal periods.

Milk: Without withdrawal periods.

11. SPECIAL STORAGE PRECAUTIONS
Keep out of the reach of children.

Do not store above 25 °C.

Protect from light.

Do not freeze.

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

Shelf life after first opening the container:
28 days.

12. SPECIAL WARNINGS

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

Avoid accidental self-injection.

In case of accidental self-injection,

seek medical advice immediately and

show the package leaflet or the label

to the general practitioner.

After manipulating the product, wash your
hands with water and soap.

In case of contact with the skin or eyes,
wash the exposed area with plenty of water.
Incompatibilities

No compatibility studies are available,

and so this veterinary medicinal product
must not be mixed with any other veterinary
medicinal products.

13. SPECIAL PRECAUTIONS

FOR THE DISPOSAL OF UNUSED
PRODUCT OR WASTE MATERIALS,

IF ANY

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

14. DATE ON WHICH THE PACKAGE
LEAFLET WAS LAST APPROVED
August 2013

15. OTHER INFORMATION
Interactions:

Caffeine potentiates analgesic

(pain reducing) effect of analgesics

— antipyretics (medication against fever).
Use during pregnancy, lactation or lay:
During pregnancy, the elimination half-life
is ca. double. Owing to the low caffeine
content the risk for young animals

is negligible, bringing about no more
than a disturbed sleeping regime.
Overdose:

Higher doses may lead to restlessness,
excitation, trembling, tachycardia and
arrhythmia.

For animal treatment only.

To be supplied only on veterinary
prescription.

Packaging:

glass vial of 50 ml with a rubber stopper.
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