Irish Medicines Board

IRISH MEDICINES BOARD ACT 1995

EUROPEAN COMMUNITIES (ANIMAL REMEDIES) (No. 2) REGULATIONS 2007

(S.1. No. 786 of 2007)

VPA: 10019/104/001
Case No: 7005418

The Irish Medicines Board in exercise of the powers conferred on it by Animal Remedies (No. 2) Regulations (S.I. No. 786 of 2007) hereby
grants to:

Pfizer Healthcarelreland
Trading as Pfizer Animal Health, Ringaskiddy, Co. Cork, Ireland

an authorisation, subject to the provisions of the said Regulations and the general conditions of the attached authorisation, in respect of the
Veterinary Medicinal Product:

PregSure BVD Emulsion for Injection

The particulars of which are set out in Part 1 and Part 2 of the said Schedule. The authorisation is also subject to any special conditions as may
be specified in the said Schedule.

The authorisation, unless previously revoked, shall continue in force from 13/11/2009.

Signed on behalf of the Irish Medicines Board

A person authorised in that behalf by the said Board.

(NOTE: From this date of effect, this authorisation replaces any previous authorisation in respect of this product which is now null and void.)
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Part ||

Summary of Product Characteristics

1NAME OF THE VETERINARY MEDICINAL PRODUCT

PregSure BV D Emulsion for injection

2QUALITATIVE AND QUANTITATIVE COMPOSITION

Onedose (2 ml) contains:

Active substance:

inactivated Bovine Viral Diarrhoea (BVD) type 1 virus, cytopathogenic strain 5960; to induce a geometric mean seroneutralizing
titrein guinea pigs of at least 5.6 log,

Adjuvant:

Procision-A™ : 0.164 ml/dose of vaccine
Composition of Procision-A™ (per ml)

Quil A 3.05mg

Cholesterol 3.05mg

Amphigen Base (liquid paraffin+soya lecithin) 0.076 ml

Drakeol 5 (liquid paraffin) 0.228 ml

Excipients:

Thiomersal 0.18 mg

For afull list of excipients, see section 6.1

3PHARMACEUTICAL FORM

Emulsion for injection
Off-white, trand ucent oil-in-water emulsion, with an oily phase which is easily dispersed.

4 CLINICAL PARTICULARS

4.1 Target Species

Cattle at breeding age (cows and heifers)
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4.2 Indicationsfor use, specifying the target species

For active immunisation of female cattle to prevent BVDV type 1 transplacental infection and the birth of BVDV type 1
persistently infected calves. Laboratory scale investigations demonstrate that vaccination can reduce fertility losses due to BVDV
type 1 infection in the early stage of gestation. Clinical efficacy has not been demonstrated to type 2 BVDV strains.

Onset of immunity:

- completion of primary course of vaccination at least 14 days prior to breeding or insemination affords protection during
the period of risk of transplacental infection

- completion of primary course of vaccination at least 23 days prior to breeding or insemination affords protection to
fertility losses

Duration of immunity: 12 months

4.3 Contraindications

Do not vaccinate unhealthy animals

4.4 Special warningsfor each target species
None

4.5 Special precautionsfor use

Special precautionsfor usein animals
None.

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

Totheuser: This product contains mineral oil. Accidental injection/self injection may result in severe pain and
swelling, particularly if injected into ajoint or finger, and in rare cases could result in the loss of the affected finger if
prompt medical attention is not given.

If you are accidentally injected with this product, seek prompt medica advice even if only avery small amount is
injected and take the package leaflet with you. If pain persists for more than 12 hours after medical examination, seek
medical advice again.

Tothe physician: This product contains minera oil. Even if small amounts have been injected, accidental injection
with this product can cause intense swellings, which may, for example, result in ischaemic necrosis and even the loss of
adigit. Expert, PROMPT, surgical attention is required and may necessitate early incision and irrigation of the injected
area, especially where there isinvolvement of finger pulp or tendon.
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4.6 Adver sereactions (frequency and seriousness)

Administration of the vaccine may be followed by a mild, transient pyrexia lasting for a maximum of 4 days and which is not
associated with any clinical illness.

The majority of animals will show detectable swellings to a maximum of 20 cm diameter which may be warm, firm and sensitive
to palpation. These usually resolve within 14 days exceptionally 20 days. In repeated dosing studies when an additional third dose
was given shortly after the recommended 2 doses primary vaccination course, increased magnitude injection site reactions were
seen, particularly in pregnant animals. As part of the immune reaction following vaccination, inflammatory cell infiltration and/or
fibrosis may occur in the dermal tissue at the injection site lasting for at |east 14 days.

As with any other vaccines, an anaphylactic reaction may occur. In case of anaphylactic reaction adequate symptomatic treatment
should be administered.

4.7 Use during pregnancy, lactation or lay

Administration of this vaccine to lactating animals and at any stage of pregnancy is safe. Transient reductionsin milk
yield may occur immediately after vaccination. The use of this vaccine during pregnancy has not shown any other
effects than those already mentioned in section 4.6.

4.8 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
decided on acase by case basis.

4.9 Amountsto be administered and administration route

Shake well before use and aseptically administer 2 ml subcutaneously.

Vaccination programme

Primary immunisation

Two 2 ml doses should be administered subcutaneously three weeks apart. To provide foetal protection from the first
day of conception the vaccination regime should be completed at |east 14 days before breeding or insemination.

Revaccination

A single booster injection 12 months after the primary vaccination course has been shown to stimulate an immune
response similar to that of the primary immunisation.

4.10 Overdose (symptoms, emer gency procedur es, antidotes), if necessary

No effects other than those already mentioned in section 4.6 have been observed after the administration of a double
dose of vaccine.

4.11 Withdrawal Period(s)

Zero days
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5PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

To stimulate active immunity against Bovine Viral Diarrhoeavirus (BVDV) type 1 in cows and heifers.
ATC-Vet Code: QI02AA01L.

The vaccine has a broad cross-neutralising ability against various current European strains of BVDV type 1 as measured by virus
neutralisation in vitro. Cross neutralisation at a lower level is also demonstrated to BVDV type 2 strains.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Thiomersal

6.2 Incompatibilities

Do not mix with any other veterinary medicinal product.
6.3 Shelf-life

Shelf life of the veterinary medicinal product as packaged for sale: 3 years
Shelf life after first opening the immediate packaging: 10 hours

6.4 Special precautionsfor storage
Store between +2°C to +8°C. Do not freeze. A dlight black deposit may appear during storage.

6.5 Nature and composition of immediate packaging

Type | glass vials containing 5 or 25 doses of liquid component, respectively 10 or 50 ml.
Packaging intended for sale are box of 1 vial of 5 doses and box of 1 via of 25 doses.
Not all pack sizes may be marketed.

6.6 Special precautionsfor the disposal of unused veterinary medicinal productsor waste materials

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

7TMARKETING AUTHORISATION HOLDER

Pfizer Hedthcare Ireland,

Ringaskiddy,

Co. Cork,

Ireland

8 MARKETING AUTHORISATION NUMBER(S)

VPA 10019/104/001

9DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

13th November 2009
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10 DATE OF REVISION OF THE TEXT
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