B. PACKAGE INSERT



PACKAGE INSERT

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Incurin 1 mg tablets

2. STATEMENT OF ACTIVE SUBSTANCE(S)

Estriol, 1 mg per tablet

3. NAME AND ADDRESS OF THE MARKETING AUTHORIZATION HOLDER AND OF
THE MANUFACTURING AUTHORIZATION HOLDER RESPONSIBLE FOR BATCH
RELEASE, IF DIFFERENT

Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

4. TARGET SPECIES

Dogs (bitches)

5.  INDICATION(S)

The treatment of hormone-dependent urinary incontinence due to sphincter mechanism incompetence
in ovariohysterectomised bitches.

6. DOSAGE FOR EACH SPECIES

A relationship between final effective dose and body weight has not been established and therefore the
dose has to be determined for each dog on an individual basis.

The following dosing schedule is advised: start treatment with 1 tablet (1 mg estriol) every day. If
treatment is successful, lower the dose to half a tablet a day. If initial treatment is not successful, increase
the dose to 2 tablets a day to be given in one dose. Some dogs do not need daily treatment; treatment every
other day may be tried, once the effective daily dose has been established.

The minimum dose given should not be less than 0.5 mg per dog per day. Ensure the dose used to achieve
the therapeutic effect is as low as possible. Do not use more than 2 tablets per dog per day. If no response
to treatment is obtained the diagnosis should be reconsidered in order to investigate other causes for the
incontinence such as neurological disorders, bladder neoplasia, etc.

Animals should be re-examined every 6 months during treatment.
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7. METHOD AND ROUTE(S) OF ADMINISTRATION

Incurin is intended for oral administration, once daily or every other day.

8. ADVICE ON CORRECT ADMINISTRATION

Not applicable.

9. CONTRA-INDICATIONS

Do not use in intact bitches, as the efficacy has only been established in ovariohysterectomised
bitches.

Animals showing a polyuria-polydipsia syndrome should not be treated with Incurin.

10. UNDESIRABLE EFFECTS

Oestrogenic effects such as swollen vulva, swollen mammary glands and/or attractiveness to males and
vomiting have been observed at the highest recommended dose of 2 mg per dog. The incidence is about 5 -
9 %. These effects are reversible after lowering the dose.

In rare cases vaginal bleeding occurred.

11. WITHDRAWAL PERIOD

Not applicable

12.  SPECIAL STORAGE CONDITIONS, IF ANY

Do not store above 30 °C

13. SPECIAL WARNING(S), IF NECESSARY

High doses of oestrogen may have a tumour-promoting effect in target organs with oestrogen receptors
(mammary gland).

14. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED VETERINARY
MEDICINAL PRODUCT OR WASTE MATERIALS DERIVED FROM SUCH
MEDICINAL PRODUCTS, IF APPROPRIATE

Any unused product or waste materials should be disposed of in accordance with local requirements.

15. DATE ON WHICH THE PACKAGE INSERT WAS LAST REVISED
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16. OTHER INFORMATION

Estriol is a short-acting natural oestrogen. After oral administration of multiple doses no accumulation
occurs. In the target animal safety study and the clinical trials, including long-term treatment, no signs of
bone marrow suppression were observed. This is probably due to the short-acting oestrogenic character of
estriol.

For any information about this veterinary product, please contact the local representative of the Marketing
Authorisation Holder.
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Belgié/Belgique/Belgien
Intervet Belgi€ N.V.

Ragheno Park, Dellingstraat 32/1
B-2800 MECHELEN

Tél/Tel: + 015-436728

Danmark

INTERVET DANMARK AS
Literbuen 9

DK-2740 SKOVLUNDE
TIf: + 044-532055

Deutschland

INTERVET DEUTSCHLAND GmbH
Feldstrasse 1a

D-85716 UNTERSCHLEISSHEIM
Tel: + 089-310060

EA\LGoa

IvtepPér EAdag AE
Homappnyomovrov 3
GR-152 32 XoaAdvopt, ABqva
TnA: + 01-6890411

Espafa

LABORATORIOS INTERVET S.A.
Poligono El Montalvo

Apartado 3006

E-SALAMANCA 37080

Tel: +923-190345

France

INTERVET S.A.

Rue Olivier de Serres

Angers Technopole

BP 17144

F-49071 BEAUCOUZE CEDEX
Tél: +02-41-228383

Ireland

INTERVET IRELAND Ltd.
Cookstown

Tallaght

IRL-DUBLIN 24

Tel: + 01-4511544

Italia

INTERVET ITALIA S.r.l.
Via Brembo 27

1-201391 MILANO

Tel: + 02-5697141
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Luxembourg/Luxemburg
Intervet Belgi€ N.V.

Ragheno Park, Dellingstraat 32/1
B-2800 MECHELEN

Tél/Tel: + +32 15-436728

Nederland

MYCOFARM NEDERLAND B.V.
Ambachtstraat 4

3732 CN DE BILT

Tel: + 030 —22 12 800

Osterreich
INTERVET GesmbH
Siemensstrasse 105
A-1210 WIEN

Tel: + 01-2568787400

Portugal

INTERVET PORTUGAL SAUDE ANIMAL,
Lt".

Estrada Nacional 249, Km 14,2

P-2725-397 MEM MARTINS CODEX
Tel: +21-9228300

Suomi/Finland
INTERVET OY
Tuupakantie 4
FIN-01740 VANTAA
Puh/TIn: + 09-276 41 80

Sverige

Intervet AB

Box 47604

S-11794 STOCKHOLM
Tln: + 08-7757650

United Kingdom

INTERVET UK Ltd.

Walton Manor, Walton

UK-MILTON KEYNES, BUCKS MK7 7AJ
Tel: + 01908-665050



