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EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations revoke and remake with amendments the Veterinary Medicines Regulations 2007.

Principal changes to the 2007 Regulations

The new Regulations introduce a fee for the registration of veterinary premises for the supply of
veterinary medicinal products.
They provide comprehensive rights of appeal to an appointed person when applications for the
authorisation or approval of manufacture or retail premises are refused.
They introduce new controls on the collection and supply of equine stem cells.
They introduce compulsory variations by the Secretary of State for manufacturers and wholesale
dealers.
They allow suitably qualified persons to supply veterinary medicines to retail customers from
pharmacies or registered veterinary premises without dual registration.
They introduce record-keeping requirements in relation to adverse reactions to products marketed
under the small animals exemption scheme.
They update fees.
They have been changed so that the drafting is now gender-neutral.
They make an amendment to the Medicines Act 1971 arising from veterinary medicinal products no
longer being licensed under the Medicines Act 1968.

The Regulations

The Regulations make provision for the authorisation, manufacture, classification, distribution and
administration of veterinary medicinal products.
They implement Directive 2001/82/EC.
They enforce Regulations (EC) No. 178/2002, No. 1831/2003, No. 882/2004 No. 183/2005, in so
far as they apply to veterinary medicinal products used in feedingstuffs, and to some specified feed
additives used in feedingstuffs.
They implement Council Directive 90/167 so far it is not superseded by Regulation (EC)
No. 183/2005.
They provide that a veterinary medicinal product must have a marketing authorisation granted by the
Secretary of State before being placed on the market, and make provision for the grant of a marketing
authorisation (regulation 4 and Schedule 1).
They specify that a veterinary medicinal product must be manufactured by a person holding a
manufacturing authorisation, and make provision for granting an authorisation (regulation 5 and
Schedule 2).
They regulate supply and possession of veterinary medicinal products, and introduce new
classifications of those products (regulation 7 and Schedule 3).
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They provide that a veterinary medicinal product may only be administered as specified in its
marketing authorisation or, in the case of administration by a veterinary surgeon, administration
under the rules of the “cascade” (regulation 8 and Schedule 4).
They control bringing a veterinary medicinal product into the United Kingdom (regulation 9) and
advertising (regulation 10 to 12).
They control wholesale dealing (regulation 13 and Schedule 3).
They control medicated feedingstuffs and feedingstuffs containing additives specified in the
Regulations (regulation 14 and Schedule 5).
They provide for exemptions (regulation 15 and Schedule 6).
They provide for fees (regulation 16 and Schedule 7).
They require records to be kept (regulations 17 to 24).
They create offences of importation, possession and supply of unauthorised veterinary medicinal
products (regulations 25 to 27).
They make provision for the existence of the Veterinary Products Committee (regulation 28). They
make provision for an appeals procedure in the case of a refusal, etc., of a marketing authorisation
(regulation 29).
They create administrative arrangements for the enforcement of the Regulations (regulations 32 to
41).
Under regulation 43 breach of the Regulations is an offence punishable—

(a) on summary conviction, to a fine not exceeding the statutory maximum or to imprisonment
for a term not exceeding three months or both, or

(b) on conviction on indictment, to a fine or to imprisonment for a term not exceeding two
years or both.

A full impact assessment has been prepared and placed in the libraries of both Houses of
Parliament. It is available, together with a transposition note and a table showing fee changes, on
www.vmd.gov.uk at “Publications, Veterinary Medicines Regulations and Guidance”.
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