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« La comp i6n de los

do final dependi
que el diseio contenga algtin color Pantone, rogamos los confirme con una carta de Pantone fisica.

« ES COMPETENCIA DEL CLIENTE QUE LA INFORMACION IMPRESA CUMPLA CON LAS RESPECTIVAS NORMAS DE LEGISLACION VIGENTE.

y caracteristicas del diserio es responsabilidad del cliente. Una vez dada su conformidad, si hubiese algtin
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error, éste quedard reflejado en el producto final, y GAMA, S.L. estard exento de responsabilidad.
« The colours of this sketch may vary from the final result depending on the printer or monitor where they are displayed. If the design contains any Pantone

colours, please confirm them with a physical Pantone chart.

« [TIS THE CLIENT'S RESPONSIBILITY TO ENSURE THAT THE PRINTED INFORMATION COMPLIES WITH THE RESPECTIVE STANDARDS OF CURRENT LEGISLATION.
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PACKAGE LEAFLET

1. Name of the veterinary medicinal product
EXABIOPEN 200 mg/ml + 250 mg/ml suspension
for injection for bovine, ovine and porcine

2. Composition

Each ml contains:

Active substances:

Benzylpenicillin procaine monohydrate 200mg

Dihydrostreptomycin 250 mg
(equivalent to 342.7 mg/ml of dihydrostreptomycin
sulfate)

Excipients:

Sodium formaldehyde sulfoxylate ........... 3.70 mg

Homogeneous white suspension that is easily
homogenized by stirring

3. Target species

Bovine, ovine and porcine.

4. Indications for use

Treatment of acute infections caused by
microorganisms susceptible to the combination of
benzylpenicillin procaine and
dihydrostreptomycin.

5. Contraindications

Do not use in cases of hypersensitivity to
penicillins, cephalosporins, aminoglycosides,
procaine hydrochloride, para-aminobenzoic acid
(PABA), or any of the excipients. Do not use in
cases of infections caused by beta-lactamase-
producing pathogens. Do not use in animals with
renal insufficiency, liver disease, heart disease, or
cochleovestibular lesions. Do not use in animals
under 30 days of age. Do not use in rabbits,
guinea pigs, or hamsters. Do not administer
subcutaneously, intravenously, or near a major
nerve.

6. Special warnings

Special precautions for safe use in the target
species:

Maintain aseptic conditions during administration
of the preparation, disinfecting the injection site
with alcohol beforehand. Administer with caution
in animals with a history of allergies. Monitor renal
function during treatment, especially in young
animals. This combination of antibiotics should
only be used when the diagnosis indicates the
need for simultaneous use of each of the active
ingredients. Use of the veterinary medicinal
product should be based on the identification
and susceptibility testing of bacteria isolated from
diseased animals. If this is not possible, treatment
should be based on epidemiological information
at the farm or local/regional level. When using this
medicinal product, official (national or regional)
recommendations on the use of antimicrobials
should be taken into account. Use of the
medicinal product under conditions other than
those recommended in the summary of product
characteristics may increase the prevalence of
benzylpenicillin-resistant bacteria and decrease
the effectiveness of treatment with other
penicillins and cephalosporins as a result of the
development of cross-resistance.

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

Penicillins and cephalosporins can cause
hypersensitivity (allergy) following injection,
inhalation, ingestion, or skin contact.
Hypersensitivity to penicillins can cause cross-
reactions with cephalosporins and vice versa.
Allergic reactions to these substances can
occasionally be severe. Do not handle this
veterinary medicinal product if you are allergic

to dihydrostreptomycin, penicillins, and/or
cephalosporins, or to any of the excipients.
Handle the veterinary medicinal product carefully
to avoid accidental self-injection and contact
with the skin or eyes. Wear personal protective
equipment, including gloves, when handling the
veterinary medicinal product. Wash your hands
after using the veterinary medicinal product.

In case of accidental skin or eye exposure, rinse
immediately with plenty of water. In case of
accidental self-injection, or if symptoms such as
a skin rash appear after exposure, seek medical
advice immediately and show the package leaflet
or label to the physician. Swelling of the face, lips,
or eyes, or difficulty breathing, are more serious
signs that require urgent medical attention.
Pregnancy:

Do not administer to pregnant females, for
existing risk of foetal cochleovestibular toxicity.
Interaction with other medicinal products and
other forms of interaction:

Do not administer simultaneously with:
Bacteriostatic antibiotics and other
aminoglycosides, due to its antagonism.
Pentobarbital and inhalant aenesthetics, for
existing risks of vascular depression.

Muscular relaxants, for risk of neuromuscular
blockade. Diuretics, for risk of increasing the
ototoxicity. Others: Heparin, calcium gluconate,
riboflavin, triamcinolone, indomethacin,
phenylbutazone, salicylates and weak acids.
Overdose

Curariform toxicity by accidental intoxication:
the symptoms are anxiety, breathing difficulty,
loss of awareness and sometimes death for
respiratory failure and vasomotor depression.

In these cases, the administration of the
medicine will be suppressed and maintained
artificial respiration will be applied, as well

as antihistamines and calcium salts by slow
intravenous administration (1.V.)
Nephrotoxicity: usually albuminuria, cilindruria,
enzymuria and anuria are observed.

Special restrictions for use and special conditions
for use:

Administration under the control or supervision of
a veterinarian.

Major incompatibilities:

In the absence of compatibility studies, this
veterinary medicinal product should not be mixed
with other veterinary medicinal products.

7. Adverse events

Bovine and ovine

Very rare (<1 animal / 10000 animals treated
including isolated reports):

Allergic or anaphylactic-type reaction:
Hypersalivation, fever, vomiting, dyspnea,
incoordination, tremors, skin reactions
(angioedema and urticaria) ' Nephropathy,
Hearing impairment, Excitation 2, Behavioral
disorder 2, Neuromuscular disorder, Locomotor
disorders 3, Vascular disorder ® Injection site
reaction *

In hypersensitive animals. In severe cases,
treatment should be discontinued and emergency
treatment administered (epinephrine and/or
corticosteroids). > Mild. % Inadvertent intravenous
administration. Not serious. * Mild and transient.
Porcine

Rare (1 to 10 animals / 10 000 animals treated):
Vomit !

Very rare(<1 animal / 10000 animals treated
including isolated reports):

Allergic or anaphylactic-type reaction:
Hypersalivation, fever, vomiting, dyspnoea,
incoordination, tremors, skin reactions
(angioedema and urticaria)?, Nephropathy,
Hearing impairment, Excitement®, Behavioural
disorder®, Neuromuscular disorder, Locomotor
disorders?, Vascular disorder?, Injection site
reaction®, Fever "¢, Incoordination’, Tremors',
Apathy’.

™ In piglets and fattening pigs under stress.

2 In hypersensitive animals. In severe cases,
treatment should be discontinued and emergency
treatment (epinephrine and/or corticosteroids)
administered. * Mild. * Inadvertent intravenous
administration. Not serious. > Mild and transient.
6 Transient.

If one of the side effects worsens, or if the animal
has a side effect not mentioned in the leaflet,
consult your veterinarian.

Side effects can be reported to the Ministry of
Health by clicking on the link “Reporting Side
Effects of Drug Treatment” on the homepage of
the Ministry of Health website (www.health.gov.
il), which redirects to an online form for reporting
side effects, or by clicking on the link:
https://sideeffects.health.gov.il/

8. Dosage for each species, routes and
method of administration

Intramuscular administration. Shake well

before use. Cattle, sheep, and swine: 8 mg/

kg of procaine benzylpenicillin and 10 mg/kg of
dihydrostreptomycin per day (equivalent to 0.4
ml of the veterinary medicinal product per 10 kg
of body weight) for 3 consecutive days. Standard
aseptic precautions should be observed when
administering the veterinary medicinal product.
The maximum volume to be administered per
injection site is 20 ml in cattle and 3 ml in swine
and sheep. If larger volumes are required, they
should be divided among several injection sites.
The weight of the animals should be determined
as accurately as possible to ensure correct
dosing.

9. Advice on correct administration

Shake well before use. Normal aseptic
precautions should be taken when administering
the veterinary medicinal product.

10. Withdrawal periods

Bovine: Meat: 26 days. Milk: 5 days (120 hours).
Ovine: Meat: 64 days. Milk: 4.5 days (108 hours).
Porcine: Meat: 37 days.

11. Special storage precautions

Keep out of the sight and reach of children.
Store below 25°C. Keep the vial in the outer
packaging to protect from light. Do not use this
veterinary medicinal product after the expiry date
which is stated on the label after Exp. The expiry
date refers to the last day of that month. Shelf
life after first opening the immediate packaging:
28 days

12. Special precautions for disposal
Medicines should not be disposed of via
wastewater or household waste. Use take-

back schemes for the disposal of any unused
veterinary medicinal product or waste materials
derived thereof in accordance with local
requirements and with any applicable national
collection systems. These measures should help
to protect the environment. Ask your veterinary
surgeon or pharmacist how to dispose of
medicines no longer required.
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13. Classification of veterinary medicinal
products

Veterinary medicinal product subject to
prescription.

14. Marketing authorisation numbers and pack
sizes

590 ESP

Formats:

Box with 1 vial of 50 ml

Box with 1 vial of 100 ml

Box with 1 vial of 250 ml

Not all pack sizes may be marketed.

15. Date on which the package leaflet was last
revised

06/2025

Detailed information on this veterinary medicinal
product is available in the Union Product
Database (https://medicines.health.europa.eu/
veterinary).

16. Contact details

Manufacturer:

Laboratorios Syva S.A.

Avenida del Parroco Pablo Diez, 49-57

San Andrés del Rabanedo

24010 LEON

SPAIN

Importer:

MPVET Ltd., 3 HaKatif St., Emek Hefer
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