1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Bimastat Oral Suspension for Calves

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substances:
Sulfadiazine
Neomycin (as neomycin sulphate)

Excipients:

150.0 mg/ml
25.0 mg/ml

Quialitative composition of excipients and
other constituents

Quantitative composition if that information
is essential for proper administration of the
veterinary medicinal product

Methyl parahydroxybenzoate 2.0 mg/ml
Propyl parahydroxybenzoate 0.2 mg/ml
Carmoisine E122 0.05 mg/ml

Citric Acid anhydrous Light Kaolin

Sodium Citrate

Xanthan Gum

Povidone 90

Propylene Glycol

Polysorbate 20

Simethicone emulsion

Purified Water

Pale pink viscous suspension.

3. CLINICAL INFORMATION

3.1 Target species

Pre-ruminant calves.

3.2 Indications for use for each target species

For the treatment of diarrhoea in pre-ruminant calves associated with infections caused by organisms
known to be, or suspected of being, susceptible to the combination of sulfadiazine and neomycin.

3.3 Contraindications

Do not use in cases of hypersensitivity to the active substances or to any of the excipients.

Do not exceed the recommended dosage or the period of treatment.

Do not use local anaesthetics of the procaine group during treatment as they are antagonistic to the
sulphonamide component. Do not use in calves with functional rumens.

Do not use in lactating cows.

Do not use in foals and horses.

3.4 Special warnings

Concurrent intravenous fluid therapy should be considered in dehydrated calves. Parenteral antibiotic
treatment should be considered if a clinical response is not seen after 48 hours treatment.

3.5 Special precautions for use



Special precautions for safe use in the target species:

Use of the veterinary medicinal product should be based on susceptibility testing of the bacteria
isolated from the animal. If this is not possible, therapy should be based on local (regional, farm level)
epidemiological information about susceptibility of the target bacteria.

Special precautions to be taken by the person administering the veterinary medicinal product to
animals:
Avoid contact with skin. Wash hands after use.

Special precautions for the protection of the environment:
Not applicable.

3.6  Adverse events

Pre-ruminant calves:

Undetermined frequency (cannot be | Superinfection!
estimated from the available data)

Chronic usage of oral neomycin may result in bacterial or fungal superinfections.

Reporting adverse events is important. It allows continuous safety monitoring of a veterinary
medicinal product. Reports should be sent, preferably via a veterinarian, to either the marketing
authorisation holder or its local representative or the national competent authority via the national
reporting system. See the package leaflet for respective contact details.

3.7 Use during pregnancy, lactation or lay

Lactation:
This veterinary medicinal product is intended for use in calves only. Do not use in lactating cows.

3.8 Interaction with other medicinal products and other forms of interaction

There is interaction and antagonism between sulphonamides and the Vitamin B Complex. Do not use
local anaesthetics of the procaine group during treatment, as they are antagonistic to the sulphonamide
component.

3.9 Administration routes and dosage

Oral use.

Administration is by oral drench. Shake well before use.

The recommended dose is:

4 ml per 10 kg bodyweight twice daily. This equates to 60 mg/kg Sulphadiazine, 10 mg/kg Neomycin
and 42 mg/kg Kaolin twice daily.

The maximum period of treatment is 5 days.

To ensure a correct dosage, bodyweight should be determined as accurately as possible.

3.10 Symptoms of overdose (and where applicable, emergency procedures and antidotes)

Good tolerance has been confirmed in calves at x3 and x5 the recommended dose rate.

3.11 Special restrictions for use and special conditions for use, including restrictions on the use
of antimicrobial and antiparasitic veterinary medicinal products in order to limit the risk

of development of resistance

Not applicable.



3.12 Withdrawal periods

Meat and offal: 28 days.

Not authorised for use in animals producing milk for human consumption.
4. PHARMACOLOGICAL INFORMATION

4.1 ATCuvet code : QJ0OLRA02

4.2  Pharmacodynamics

Sulphadiazine is a broad spectrum antimicrobial agent. It acts by interfering with the biosynthesis of
folic acid in bacterial cells, competitively preventing para-aminobenzoic acid (PABA) from
incorporation into the folic acid molecule.

Neomycin is the isomeric mixture of Neomycin B and C. It has a rapid dose related bactericidal action
on susceptible microorganisms. The antibacterial action is directed primarily against aerobic gram
negative bacteria.

4.3  Pharmacokinetics

Sulphadiazine is rapidly absorbed from the gastrointestinal tract and widely distributed to all tissues
and body fluids. The sulphonamides are eliminated by a combination of renal excretion and
biotransformation.

Neomycin is poorly absorbed from the gastrointestinal tract, has a short life and is nearly all excreted
unchanged in the faeces.

Kaolin is a standard long established adsorbent in human and veterinary medicine.

5. PHARMACEUTICAL PARTICULARS

5.1 Major incompatibilities

None known.

5.2 Shelf life

Shelf life of the veterinary medicinal product as packaged for sale: 18 months.
5.3  Special precautions for storage

Do not store above 25 °C.

5.4  Nature and composition of immediate packaging

250 ml, 400 ml and 1 litre white high density polyethylene bottles, sealed with a tamper-evident cap
containing a pink oral suspension.

A 50 ml dosing syringe is supplied with the 250 ml presentation only.

Not all pack sizes may be marketed.

5.5 Special precautions for the disposal of unused veterinary medicinal products or waste
materials derived from the use of such products



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 national collection systems
applicable to the veterinary medicinal product concerned.

6. NAME OF THE MARKETING AUTHORISATION HOLDER

Bimeda Animal Health Limited

7. MARKETING AUTHORISATION NUMBER(S)

VPA22033/001/001

8. DATE OF FIRST AUTHORISATION
01/10/1988

9. DATE OF THE LAST REVISION OF THE SUMMARY OF THE PRODUCT
CHARACTERISTICS

23/07/2025

10. CLASSIFICATION OF VETERINARY MEDICINAL PRODUCTS
Veterinary medicinal product subject to prescription.

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



https://medicines.health.europa.eu/veterinary

