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CONTAINER LABELING

Every immediate and outer container of any immunological veterinary product shall be labelled in clearly legible indelible letters in English.

PARTICULARS TO APPEAR ON THE PRIMARY PACKAGE

1. Name of the immunological veterinary product
2. Name and quantity of active substance(s)
3. Target species
4. Indication(s)
5. Dosage and administration
6. Contraindications (see the package leaflet)
7. Content by volume or number of doses
8. Storage conditions
9. Date of manufacture, expiry, and batch number in an uncoded form
10. Name and physical address of the finished product manufacturer
11. For Veterinary Use only

For containers of less than or equal to 10 ml capacity that are marketed in an outer pack such as a carton, the outer packaging will bear all the required information while the immediate container will only contain items (1), (2), (3), (5), (7), (8), (9). Alternatively, a logo that unambiguously identifies the company or the name of the dosage form, or the route of administration can be used.

PARTICULARS TO APPEAR ON THE SECONDARY PACKAGE

1. Name of the immunological veterinary product
2. Name and quantity of active substance(s) and excipients
3. Target species
4. Indication(s)
5. Dosage and administration
6. Contraindications 
7. Warnings and precautions, “for animal treatment only” “keep out of reach of children” are Mandatory
8. Withdrawal Period (if applicable)
9. Content by volume or number of doses
10. Storage conditions
11. Date of manufacture, expiry, and batch number in an Uncoded form
12. Name and physical address of the manufacturer


SMALL PACKS CONTAINER

As a minimum, the following information is printed directly on blister or/and strip:
1. Name, strength, and pharmaceutical form of the IVP.
2. Name of the manufacturer.
3. The batch number assigned by the manufacturer.
4. The manufacturing and expiry dates.
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