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SUMMARY OF PRODUCT CHARACTERISTICS

1. Name of the immunological veterinary product
State the name under which the product will be marketed.

2. Qualitative and quantitative composition
Provide the qualitative and quantitative composition per unit dosage form in terms of the immunogenic substance(s) and excipients in a format as indicated below:
Each dose of (product name) contains:
· Active substance(s):
· Adjuvant(s) (if any):
· Excipient(s):

3. Immunological dosage form
State clearly the immunological dosage form of the product. Any descriptive terms to indicate the exact type of dosage form should also be included. The visual and physical characteristics of the product also should be stated.

4. Clinical particulars
4.1. Target species
State target species, including any sub-category where appropriate.

4.2. Indications for use
Provide information on indications of the product in the target species, state whether for active or passive immunity. Give information on the onset and duration of immunity. See also CMPV “Position Paper on Indications and Specific Claims for Immunological Veterinary Products” ref.: CVMP/IWP/042/97- Rev.1, 2003, and SPC Guideline.

4.3. Contraindications
State the contraindications for this immunological veterinary product e.g. not for use in pregnant animals, very young and old animals.

4.4. Special warnings
State any specific warnings associated with this product.

4.5. Special precautions for use
State precautions to be taken by the person administering the immunological veterinary product (if any). State the precautions that should be taken for use in animals.

4.6. Adverse effects following immunization (frequency and seriousness. 

State the side effects and adverse reactions of the product. Within each frequency grouping, undesirable effects should be presented in order of decreasing seriousness.

4.7. Use during pregnancy, lactation or lay

Provide information on the use of the product in pregnant, lactating animals or laying birds and the reasons for any relevant recommendation. Information about the use of the product during pregnancy or lactation may have been provided in the sections dealing with contra-indications or special precautions for use. In such cases, a cross-reference to the relevant section will be sufficient. Information on the reasons for the relevant recommendation should be given. In the absence of data, the use of this vaccine is not recommended.

4.8. Interaction with pharmaceutical or other immunological and other forms of interaction

State briefly the interactions of the product with other types of medicinal products, or state whether compatible with other immunological products likely to be used at the same time.

4.9. Amount to be administered and administration route

State the dose, dosage schedule and route of administration. A distinction should be made between the primary vaccination course and any booster doses.

4.10. Overdose (symptoms, emergency procedures, if necessary)

Describe symptoms observed at higher dose levels. Give the recommended management and emergency procedures.

4.11. Withdrawal period

State the withdrawal periods (if applicable)

5. Immunological properties

State the immunological properties of the product e.g. to induce active immunity, or to provide passive immunity.

6. Immunological veterinary product particulars

6.1. Incompatibilities
Provide information on incompatibilities of the product with medicinal and other immunological products.

6.2. Shelf life
· Shelf life (in months) of the immunological veterinary product.
· State the immunological veterinary product shelf life after reconstitution (where applicable).
· For multi-dose packages state the in use shelf life after first opening (where applicable).


6.3. Special precautions for storage
State the recommended storage conditions (e.g. temperature, light) as established by stability studies. The storage temperature must be stated in figures.

6.4. Nature and composition of packaging
State briefly the type(s) of packing and pack size(s) being applied for registration. The pack sizes declared here should correspond with the samples submitted.

6.5. Special precautions for the disposal of unused products or waste

State Material derived from the use of such products. Provide practical instructions for the safe disposal of the medicinal product and waste materials derived from the used/unused vaccines (if applicable).

7. Marketing Authorization holder/License holder

State the name and physical address of the registrant including telephone, fax number, and e-mail. In addition, provide the name and physical address of the manufacturer including telephone, fax number, and e-mail if different from the Marketing Authorization Holder.

8. Date of revision of the text
To be stated at the time of approval of changes to the SmPC.
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