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PARTICULARS TO APPEAR ON THE OUTER PACKAGE
(Cardboard box or label for plastic box)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Rhinovac IBR Marker live lyophilisate and solvent for suspension for injection or
nasal spray for cattle

2. STATEMENT OF ACTIVE SUBSTANCES

Each 2 ml dose contains:
Bovine herpesvirus 1, strain BIO-27 (gE negative), live, 1057- 1075 TCIDsq

3. PACKAGE SIZE

5 x 5 doses (5 x 5 doses of lyophilised vaccine and 5 x 10 ml vials of solvent)
1 x 25 doses (1 x 25 doses of lyophilised vaccine + 1 x 50 ml of solvent)

4. TARGET SPECIES

Cattle "

5. INDICATIONS

For the active immunisation of cattle to reduce the severity and duration of clinical
signs and viral excretion caused by BHV-1 (infectious bovine rhinotracheitis - IBR)
infections. [IE only]

6. ROUTES OF ADMINISTRATION

Nasal or intramuscular administration

7. WITHDRAWAL PERIODS

Withdrawal periods: Zero days.

8. EXPIRY DATE

Exp. {mm/yyyy}
Once reconstituted use within 8 hours.

9. SPECIAL STORAGE PRECAUTIONS
Store in a refrigerator.

Protect from light.
Do not freeze.

Page 1 of 9



Revised: September 2026
AN: 04468/2025 & 04469/2025

10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.

12. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”
Keep out of the sight and reach of children.

13. NAME OF THE MARKETING AUTHORISATION HOLDER

Animal Health Distributors Limited
<Logo>

14. MARKETING AUTHORISATION NUMBER
Vm 51609/4002
15. BATCH NUMBER

Lot {number}
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING
UNITS
Glass vials 3 ml, 10 ml

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Rhinovac IBR Marker live
2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES

Each 2 ml dose contains:
Bovine herpesvirus 1, strain BIO-27 (gE negative), live, 1057 - 107:°> TCIDs

3. BATCH NUMBER
Lot {number}

4. EXPIRY DATE

Exp. {mm/yyyy}
Once reconstituted use within 8 hours.

5 doses
25 doses

Logo
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING
UNITS
Solvent: 10 ml glass vial, 50 ml glass vial

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Solvent for Rhinovac IBR Marker live lyophilisate

2, QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES
Phosphate buffered saline

3. BATCH NUMBER

Lot {number}

4. EXPIRY DATE

Exp. {mm/yyyy}

10 ml
50 ml

<Logo>
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PARTICULARS TO APPEAR ON THE PACKAGE LEAFLET:

PACKAGE LEAFLET
1. Name of the veterinary medicinal product

Rhinovac IBR Marker live lyophilisate and solvent for suspension for injection or
nasal spray for cattle

2. Composition

Each 2 ml dose of reconstituted vaccine contains:
Active substances:

Bovine herpesvirus 1, strain BIO-27 (gE negative), live, 1057 — 1075 TCIDsq
*TCIDsg — medium tissue culture infectious dose (50%)

The lyophilisate has a spongy consistency, a cream to yellowish colour.
The solvent is a clear colourless solution.

3. Target species

Cattle "

4. Indications for use

For the active immunisation of cattle to reduce the severity and duration of clinical
signs and viral excretion caused by BHV-1 (infectious bovine rhinotracheitis; IBR)
infections.

Onset of immunity:

One week after nasal vaccination of calves from 2 weeks of age without maternally
derived antibodies.

Two weeks after intramuscular vaccination of calves from 3 months of age.

Duration of immunity:

Ten weeks after nasal vaccination of calves from 2 weeks of age without maternally
derived antibodies

Six months after intramuscular vaccination of calves from 3 months of age.

5. Contraindications

None.

6. Special warnings

Special warnings:

Vaccinate healthy animals only.

Maternal antibodies have been shown to have a negative impact on the efficacy of
nasal vaccination of calves from 2 weeks of age, therefore the efficacy of nasal
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vaccination has been demonstrated only in seronegative calves. The presence of
maternally derived antibodies in calves from 3 months of age do not interfere with
the response to intramuscular vaccination

Special precautions for safe use in the target species:

Following nasal vaccination, vaccinated animals may shed the vaccine strain by the
nasal route for up to 5 days. While this did not result in spread of the vaccine strain to
unvaccinated animals that were in contact with vaccinated animals, the risk of spread
cannot be fully excluded and therefore appropriate precautions should be taken to
avoid spread if considered necessary.

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

In case of accidental self-injection or accidental exposure to aerosols, seek medical
advice immediately and show the package leaflet or the label to the physician.

Pregnancy and lactation:
Can be used during pregnancy and lactation.

Fertility:
No information is available on the use of this vaccine in breeding bulls.

Interaction with other medicinal products and other forms of interaction:

No information is available on the safety and efficacy of this vaccine when used with
any other veterinary medicinal product. A decision to use this vaccine before or after
any other veterinary medicinal product therefore needs to be made on a case-by-case
basis.

Overdose:
Administration of a 10-fold overdose of the vaccine did not cause any adverse effects.

Major incompatibilities:
Do not mix with any other veterinary medicinal product except solvent supplied for use
with this veterinary medicinal product.

7. Adverse events

Cattle:
Very common Elevated temperature’
(>1 animal / 10 animals treated):
Tincrease of 0.4 °C following intramuscular administration and increase of 1.0 °C
following nasal administration which resolves within 4 days.

Reporting adverse events is important. It allows continuous safety monitoring of a
product. 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 contact, in the first
instance, your veterinarian. You can also report any adverse events to the marketing
authorisation holder using the contact details at the end of this leaflet, or via your
national reporting system at:
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Website: https://www.gov.uk/report-veterinary-medicine-problem/animal-reacts-
medicine
e-mail: adverse.events@vmd.gov.uk

8. Dosage for each species, routes and method of administration
Intramuscular or nasal use.

Dosage:

2 ml of reconstituted vaccine per animal.

Vaccination schedule:

There are two primary vaccination schedules depending on the age of the animal.

1. Calves from 2 weeks of age without maternal antibodies up to 3 months of age:
One nasal administration of one dose (2 ml) from 2 weeks of age.

Revaccination:

There is no information available on revaccination following nasal administration.
Subsequent vaccination should be by administration of the primary vaccination
schedule by the intramuscular route, taking into account that no longer than 10
weeks should elapse between nasal administration and the first intramuscular dose.

2. Cattle from 3 months of age:

One intramuscular administration of one dose (2 ml) per animal from 3 months of
age.

Revaccination:

Revaccination is always intramuscular with one dose every 6 months after
completion of the primary vaccination.

Sterile equipment free of disinfectants should be used for vaccination as
disinfectants could reduce the efficacy of vaccination.

9. Advice on correct administration

Reconstitute the vaccine immediately before use by aseptically mixing lyophilisate
with the solvent in 2 steps:

1. Inject a suitable volume of solvent on the lyophilised plug in the lyophilisate vial.
2. Shake well and extract the resuspended lyophilisate from the lyophilisate vial and
mix with the rest of the solvent in the solvent vial.

Shake well before use.
After reconstitution, the slightly opalescent liquid has a pink-and-red or yellowish
colour.

In the case of nasal administration aspirate the required volume of reconstituted
vaccine, (1 ml of the vaccine for each nostril), with a syringe needle from the vial,
then replace the needle with an applicator and administer the vaccine. The applicator
is used to apply the desired amount of the vaccine in aerosol form from the syringe
into the nostrils of a calf. The applicator used should spray the vaccine in the form of
30 pym to 100 um droplets.
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10. Withdrawal periods

Zero days.

11. Special storage precautions

Keep out of the sight and reach of children.

Store in a refrigerator (2 °C -- 8 °C).

Protect from light.

Store the reconstituted vaccine below 25 °C (for up to 8 hours).

Do not freeze.

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.

13. Classification of veterinary medicinal products

Veterinary medicinal product subject to prescription.

14. MARKETING AUTHORISATION NUMBERS AND PACK SIZES

Vm 51609/4002

Package sizes:

5 x 5 doses (5 x 5 doses of lyophilised vaccine + 5 x 10 ml solvent)

1 x 25 doses (1 x 25 doses of lyophilised vaccine + 1 x 50 ml solvent)

Applicators are distributed with the vaccine and packed separately.

Not all pack sizes may be marketed.

15. PID link (Do not print heading)

[The following statement must be included where reference to the European Union
Product Database is included on the product information. This statement is relevant

to both UK(GB) and UK(NI) products:]

Find more product information by searching for the ‘Product Information Database’
on www.gov.uk.
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16. Contact details
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Marketing authorisation holder and contact details to report suspected adverse

events:

Animal Health Distributors Limited
Tullow Industrial Estate

Bunclody Road

Tullow

Carlow

R93WOD8

Ireland

Phone number: +353 59 9151251

Manufacturer responsible for batch release:

Bioveta a.s.,

Komenského 212/12,

683 23 Ivanovice na Hané,
Czech Republic

17. Other information

POM-V
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Approved 30 September 2026

Gavin Hall



