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STATUTORY INSTRUMENTS

2012 No. 1916

The Human Medicines Regulations 2012

PART 10
Exceptions to requirement for marketing authorisation etc

Offences

Penalties and supplementary provision about offences

176.—(1)  A person guilty of an offence under regulation 175 is liable—
(a) on summary conviction to a fine not exceeding the statutory maximum; or
(b) on conviction on indictment, to a fine, to imprisonment for a term not exceeding two years

or to both.
(2)  It is a defence for a person charged with an offence under regulation 175(1) to prove that

the person took all reasonable precautions and exercised all due diligence to avoid commission of
that offence.

(3)  Where evidence is adduced that is sufficient to raise an issue with respect to the defence in
paragraph (2), the court or jury must presume that the defence is satisfied unless the prosecution
proves beyond reasonable doubt that it is not.
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