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Section 30EA(1) - The
Secretary may, in writing,
impose requirements,
relating to  therapeutic
goods, on a person if:

(@) any of the circumstances
referred to in the second
column of an item in the
following table occur in
relation to the goods; and

(b) the person is referred to
in the third column of
that item.
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Section 21.3(1) - If the

Minister believes that a

therapeutic product presents

a serious or imminent risk of

injury to health, he or she

may order a person who sells

the product to:

(a) recall the product; or

(b) send the product, or
cause it to be sent, to a
place specified in the
order

Section 21.3(3) - Subject to
subsection (5), no person

shall sell a therapeutic
product that the Minister
orders them, or another

person, to recall.
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Section 30EA(1) -

1. The goods do not
conform with a standard
applicable to the goods

2. The manufacturing
principles have not been
observed in the
manufacture of the goods

3. The goods are supplied
in  contravention  of
subsection 19B(1), (2) or
(4), 19D(1) or 42E(1) or
section 42EA

4. The goods appears to the
Secretary that:

(@) the quality, safety or
efficacy of the goods is
unacceptable; or

(b) in the case of registered
goods — the presentation
of the goods is not
acceptable; or

(c) in the case of listed
goods — the presentation
of  the goods IS
unacceptable

5. the manufacturer did not
hold a licence that was in
force

6. The registration or listing

Section 21.3(1) - A
therapeutic product presents
a serious or imminent risk of
injury to health.
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of the goods has been
suspended under this Part
7. The registration or listing
of the goods has been
cancelled under this Part
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Section 30EC - Criminal
offences for non-compliance
with requirements
(1) A person commits an
offence if:
(@) the person does an
act or omits to do an

act; and

(b) the act or omission
breaches a
requirement
imposed on the
person under

section 30EA,; and
(c) the act or omission
has resulted in, or
will result in, harm
or injury to any
person.
Penalty: Imprisonment for 5
years or 4,000
penalty units, or
both.
A jury may acquit a
person of an offence
against this
subsection and may

Note 1:

Section 31.2 — Every person

who contravenes and order

made under any of sections

21.1-21.3 is gquilty of an

offence and liable

(@ On conviction by
indictment, to a fine not
exceeding
(CAD)$5,000,000 or to
imprisonment for a term
not exceeding two years
or to both; and

(b) On summary conviction,
for a fist offence, to a
fine  not  exceeding
(CAD)$250,000 or to
imprisonment for a term
not exceeding six months
or to both and, for a
subsequent offence, to a
fine  not  exceeding
(CAD)$500,000 or to
imprisonment for a term
not exceeding 18 months
or to both.

Section 31.4 - A person who

knowingly or recklessly
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convict the person

of an offence
against
subsection (4)
instead: see
section 53A.

Note 2: For the liability of
an executive officer
of a body corporate,
see sections 54B
and 54BA.
(2) A person commits an
offence if:
(@) the person does an
act or omits to do an act;
and
(b) the act or omission
breaches a requirement
imposed on the person
under section 30EA; and
(c) the act or omission
is likely to result in harm
or injury to any person.
Penalty: 2,000 penalty units.
Note: For the liability of
an executive officer
of a body corporate,
see sections 54B
and 54BA.
(3) Subsection (2) is an

causes a serious risk of
injury to human health in
contravening another
provision of this Act or the
regulations, as it relates to a
therapeutic product, or an
order made under any of
sections 21.1 to 21.3 is guilty
of an offence and liable

(@ on conviction on
indictment, to a fine the
amount of which is at the
discretion of the court or to
imprisonment for a term not
exceeding five years or to
both; and

(b) on summary conviction,
for a first offence, to a fine
not exceeding
(CAD)$500,000 or to
imprisonment for a term not
exceeding 18 months or to
both and, for a subsequent
offence, to a fine not
exceeding (CAD)$1,000,000
or to imprisonment for a
term not exceeding two years
or to both.
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offence of strict liability.
Note: For strict liability,
see section6.l of the
Criminal Code.
(4) A person commits an
offence if:
(a) the person does an act
or omits to do an act;

and
(b) the act or omission
breaches a

requirement imposed
on the person under
section 30EA.

Penalty: Imprisonment for

12 months or 1,000
penalty units, or both.

Section 30ECA - Civil

penalty for non-compliance

with requirements

A person contravenes this

section if:

(@) the person does an act
or omits to do an act;
and

(b) the act or omission
breaches a requirement
imposed on the person
under section 30EA.

Maximum civil penalty:
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(@) for an
individual—5,000
penalty units; and

(b) for a body corporate —

50,000 penalty units.
(Vi) | BEEEH M| BHEHERGE T Section 30EA(4) - A/ Section 31.3 — Due diligence | &5 138L fit—
fo] %6 B requirement  to  recover | is a defence in a prosecution | (1) &S IEE 138K {E&ATET
o therapeutic goods under this | for an offence under this Act, SEAFHY A - AIESEHE O

section does not apply to
therapeutic goods that cannot
be recovered because they
have been administered to,
or applied in the treatment
of, a person.

other than an offence under
section 31.4.
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