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CONTAINER LABELLING

Primary packaging and where applicable secondary packaging label
Every immediate and outer container of any medicinal product shall be labelled in clearly legible indelible letters in English, French or Kinyarwanda.

The immediate and where available the outer container packaging label shall include at least the following:

(a) The name of the Veterinary Pharmaceutical Product.
(b) Method of administration.
(c) A list of active substance(s) (using INNs if applicable) showing the amount of each present in a dosage unit, and a statement of the net contents of the container, e.g. number of dosage units, weight or volume.
(d) Indication(s) and recommended dosage per target species where practicable.
(e) The batch number assigned by the manufacturer.
(f) The manufacturing and expiry dates.
(g) Storage conditions.
(h) Handling precautions that may be necessary.
(i) Directions for use and any warnings or precautions that may be necessary.
(j) For Animal use only.
(k) Withdrawal period.
(l) The name and address of the manufacturer.
(m) The name and address of the company or person responsible for placing the product on the market if different from the manufacturer.
(n) Rwanda FDA registration number (to be included after approval).
(o) Distribution category.
For containers of less than or equal to 10 ml capacity that are marketed in an outer pack such as a carton, and the outer pack bears all the required information, the immediate container need only contain items (a), (b), (c), (e), (f), (g), (i), (j) and (k) — or a logo that unambiguously identifies the company and the name of the dosage form or the route of administration.
Blisters and strips

Blisters and strips should include, as a minimum, the following information printed direct on blister or/and strip:
(a) Name, strength and pharmaceutical form of the Veterinary Pharmaceutical Product.
(b) Name of the manufacturer.
(c) The batch number assigned by the manufacturer.
(d) The manufacturing and expiry dates.
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