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MEDICINES AMENDMENT REGULATION @
)

These reguiations are made under se}cfé \ nd 105\@%b edicines Act 1981 ("the
Act") and amend the Medicines Regt §1984 (% é\ﬁ‘p?r ipal regulations”).

Several of the regu!ai:ons@ i@;ta’cutorﬁi@ %ssxtes to have been met.
Section 62(1 /%QCCG alto %pr t@ aking of regulations to regulate the insertion
d €

in medical ments ﬁn\ tion or warnings concerning any unwanied,
inci § é\o ntoward ef s ofie cts of medicines and statements of the precautions

t\q; \ﬁwedlcme
)rh)n 62( Q\E requires that regulations may only be made under section

% e ommendation of the Minister after consuitation with such orgamsatlons or

ies as the Minister considers likely to be substannally affected by the regulations
); and

o if the regula’nons are designed to achieve a fair and balanced indication of the
potential effects of the medicine {s 62(2)(b)); and

« if the reguiations do not require the disclosure of information that may reasonably be
regarded as confidential, or thal cannot reasonably be expected 1o be in the
possession of the person on whose behalf the advertisement is published or the
inclusion of which in the advertisement is otherwise impractical (s 62(2)(c)).

| have carried out the consultation required. | am also satisfied that the regulations, as
amended, achieve a fair and balanced indication of the potential effects of the relevant
medicines and do not require the disclosure of information that is prohibited.

Section 81(c} of the Act requires that, before advising you to make any regulations
under that regulation, | consult with such organisations or bodies as appear to me to be
representative of persons likely to be substantially affected by the regulations. | have
carried out such consultation.
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Section 105 of the Act requires that, before advising you to make any regulations under
that regulation, | consult with such organisations or bodies as appear to me to be
representative of persons likely to be substantially affected by the regulations. | have
carried out such consultation.

The requirements have therefore been met.

Yours sincerely
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MEDICINES {(STANDING ORDER) AM

These regulations are made u er 05 Q th cm s Act 1981 (“the Act”)
and amend the Medicines Order u@s 002 (“the principal
regulations”).

The reguiah bn Se requir sf counter-signing of standing orders issued
under the pr Ian

Your Excellency @

ec qu:r hat, before advising you to make any regulations under
G n [ Uﬁuch organisations or bodies as appear to me to be

re esentat v s ns likely to be substantially affecied by the regulations. | have

came nsultation.

&?%&mem has therefore been met.

Yours sincerely |
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