
2004/300

Medicines Amendment Regulations
2004

Pursuant to section 105 of the Medicines Act 1981, Her Excellency
the GovernorGeneral, acting on the advice of the Minister of Health
tendered after consultation with the organisations and bodies that ap
peared to the Minister to be representatives of persons likely to be
substantially affected, and by and with the advice and consent of the
Executive Council, makes the following regulations.
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Schedule 1 8
New forms 1A and 1B inserted in Schedule 2 of

principal regulations

Schedule 2 15
New form 7 added to Schedule 2 of principal

regulations

1 Title
(1) These regulations are the Medicines Amendment Regulations

2004.
(2) In these regulations, the Medicines Regulations 19841 are

called “the principal regulations”.

2 Commencement
These regulations come into force on 18 September 2004.

3 New Part 7B inserted
The principal regulations are amended by inserting, after regu
lation 44C, the following Part:

“Part7B
“Supply of restricted medicine and

pharmacyonly medicine
“44D Supply of restricted medicine and pharmacyonly

medicine
“(1) A person may, in the course of any business carried on by

that person, supply a restricted medicine or pharmacyonly
medicine if he or she—
“(a) is authorised to supply the medicine in accordance with

a standing order; and
“(b) supplies that medicine in accordance with that standing

order.
“(2) The circumstances in which a person may supply a restricted

medicine or pharmacyonly medicine under subclause (1) are
in addition to the circumstances in which a person may supply

1 SR 1984/143
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a restricted medicine or pharmacyonly medicine under sec
tion 18(1)(b) or (c) of the Medicines Act 1981.”

4 New regulations 45 and 45A substituted
The principal regulations are amended by revoking regulation
45, and substituting the following regulations:

“45 Application for licence to manufacture, hawk, sell, or
pack medicine

“(1) Every application for a licence to manufacture, hawk, sell, or
pack medicine must—
“(a) be made in form 1 of Schedule 2:
“(b) be accompanied by the appropriate fee:
“(c) specify—

“(i) the premises the applicant intends to use for the
activity to which the application relates; or

“(ii) in the case of an application for a licence to hawk
medicines, the area inwhich the applicant intends
to operate:

“(d) specify the medicines, or the descriptions or classes of
medicines, that the applicant proposes to manufacture,
hawk, sell, or pack:

“(e) specify—
“(i) the applicant’s qualifications; or
“(ii) if the applicant is a body corporate, the qualifi

cations of every person who will, if the applica
tion is successful, be a responsible person for the
purposes of the licence to which the application
relates:

“(f) in the case of an application for a licence to sell any
medicine by retail or to hawk any medicine, be accom
panied by a certificate of character that states that the
applicant—
“(i) is well known to the person giving the certificate;

and
“(ii) is of good character; and
“(iii) is considered by the person giving the certificate

to be a fit and proper person to be licensed to sell
or hawk medicine.
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“(2) A licence to undertake an activity referred to in subclause (1)
may only be granted in respect of 1 place of business.

“(3) Despite subclause (2), the licensing authority may grant a li
cence that allows for the manufacture of medicine, or a de
scription or class of medicines, at more than 1 place of busi
ness if—
“(a) the application to which the licence relates is made by

a body corporate; and
“(b) the licensing authority is satisfied that the body corpo

rate has taken steps to ensure appropriate supervision of
the manufacture of the product at each of the places of
business.

“(4) Every applicant for a licence under this regulation must pro
vide the licensing authority with the following things if re
quired by the licensing authority under section 51 of the Act:
“(a) further information:
“(b) an opportunity to inspect the applicant’s premises and

equipment.
“(5) The licensing authority may, in order to determine if a person

to whom section 51(1)(d) of the Act applies has a sufficient
knowledge of the obligations of a licensee and of the hazards
associated with the medicines to which a licence to manufac
ture, hawk, sell, or pack medicine relates, require that person
to undertake and pass any oral, written, or practical tests that
the licensing authority considers reasonably necessary in the
particular case.

“45A Application for licence to operate pharmacy
“(1) Every application for a licence to operate a pharmacy must—

“(a) be made,—
“(i) in the case of a company, in form 1A of Schedule

2; and
“(ii) in the case of a person (including a body corpo

rate that is not a company), in form 1B of Sched
ule 2; and

“(b) be accompanied by—
“(i) the fee set out in regulation 61(1)(g); and
“(ii) a completed statutory declaration (as set out in

the relevant form).
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“(2) A licence to operate a pharmacymay only be granted in respect
of 1 place of business.

“(3) Every applicant for a licence under this regulation must pro
vide the licensing authority with the following things if re
quired by the licensing authority under section 51 of the Act:
“(a) further information:
“(b) an opportunity to inspect the applicant’s premises and

equipment.
“(4) The licensing authority may, in order to determine if a person

to whom section 51(1)(d) of the Act applies has a sufficient
knowledge of the obligations of a licensee and of the hazards
associated with the medicines to which a licence to operate
a pharmacy relates, require that person to undertake and pass
any oral, written, or practical tests that the licensing authority
considers reasonably necessary in the particular case.”

5 Form and conditions of licence
Regulation 46 of the principal regulations is amended by
revoking subclause (1), and substituting the following sub
clause:

“(1) The following licences must be in the following forms:
“(a) a licence to manufacture medicines must be in form 2

of Schedule 2:
“(b) a licence to hawkmedicines must be in form 3 of Sched

ule 2:
“(c) a licence to sell medicines by wholesale must be in form

4 of Schedule 2:
“(d) a licence to sell medicines by retail must be in form 5

of Schedule 2:
“(e) a licence to pack medicines must be in form 6 of Sched

ule 2:
“(f) a licence to operate a pharmacy must be in form 7 of

Schedule 2.”

6 New regulation 48A inserted
The principal regulations are amended by inserting, after regu
lation 48, the following regulation:
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“48A Licensing authority to be advised of change in particulars
relating to operating pharmacy

“(1) A company or person who is granted a licence to operate a
pharmacy must advise the licensing authority as soon as prac
ticable of any change in the details that relate to the application
for that licence (including, without limitation, changes in the
details of any additional information required by the licensing
authority).

“(2) A company that is granted a licence to operate a pharmacy
under section 55D(2)(a) of the Act must immediately advise
the licensing authority if there is a change or are changes in
the ownership of the share capital of the company that means
that more than 50% of the share capital is no longer owned by
a pharmacist or pharmacists.

“(3) The requirement imposed by subclause (2) is in addition to the
requirement imposed by subclause (1).”

7 Surrender of licence
(1) Regulation 49 of the principal regulations is amended by

revoking subclause (1), and substituting the following sub
clauses:

“(1) Subclause (1A) applies if a licensee ceases to—
“(a) manufacture, hawk, sell, or pack any medicine; or
“(b) operate a pharmacy.

“(1A) If this subclause applies, the licensee must, within 7 days of
ceasing to undertake the activity to which the licence relates,
surrender that licence to the licensing authority.”

(2) Regulation 49(2) of the principal regulations is amended by
omitting the expression “subclause (1)”, and substituting the
expression “subclause (1A)”.

(3) Regulation 49(3) of the principal regulations is amended by
omitting the expression “subclause (1)”, and substituting the
expression “subclause (1A)”.

8 Fees
Regulation 61(1) of the principal regulations is amended by
adding the following paragraph:

“(g) licence to operate a pharmacy $950”.
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9 Schedule 2 amended
(1) Form 1 of Schedule 2 of the principal regulations is

amended—
(a) by revoking the heading, and substituting the heading

“Application for licence to manufacture, hawk, sell, or
pack medicine” ; and

(b) by inserting in Part 1, below the words “Name of appli
cant”, the words “I am a New Zealand resident Yes/No”
; and

(c) by inserting in Part 2, below the words “Name of body
corporate:”, the words “The body corporate is incorpor
ated in New Zealand Yes/No”.

(2) Form 2 of Schedule 2 of the principal regulations is
amended—
(a) by omitting the words “Further conditions imposed by

the DirectorGeneral”, and substituting the words “Fur
ther conditions imposed by the licensing authority” ;
and

(b) by omitting from the signature block the words “Dir
ectorGeneral of Health”, and substituting the words
“Licensing authority”.

(3) Forms 3 to 6 of Schedule 2 of the principal regulations are
amended—
(a) by omitting the words “Further conditions imposed by

the Medical Officer of Health”, and substituting the
words “Further conditions imposed by the licensing au
thority” ; and

(b) by omitting from the signature block the words “Med
ical Officer of Health”, and substituting the words “Li
censing authority”.

10 New forms 1A and 1B inserted in Schedule 2
Schedule 2 of the principal regulations is amended by insert
ing, after form 1, the forms set out in Schedule 1 of these regu
lations.
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11 New form 7 added to Schedule 2
Schedule 2 of the principal regulations is amended by insert
ing, after form 6, the form set out in Schedule 2 of these regu
lations.

12 Transitional provision
Nothing in these regulations requires a person who has been
issued a licence to manufacture, hawk, sell, or pack medicine
before 18 September 2004 (being the date onwhich these regu
lations come into force) to reapply for a licence to carry out
that activity before his or her existing licence expires.

Schedule 1 r 10

New forms 1A and 1B inserted in Schedule
2 of principal regulations

“Form 1A r 45A(1)(a)(i)
“Application for licence to operate pharmacy
made (by employee or agent) on behalf of

company
“
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Form 1A—continued
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Form 1A—continued
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Form 1A—continued

“Form 1B r 45A(l)(a)(ii)
“Application for licence to operate pharmacy
made by person who is individual (or employee
or agent of body corporate that is not company)”

“
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Form 1B—continued
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Form 1B—continued
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Form 1B—continued
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Schedule 2 r 11

New form 7 added to Schedule 2 of
principal regulations

“Form 7 r 46(1)(f)
“Licence to operate pharmacy”

“

Martin Bell,
Acting for Clerk of the Executive Council.

Explanatory note
This note is not part of the regulations, but is intended to indicate
their general effect.
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Explanatory note Medicines Amendment Regulations 2004 2004/300

These regulations, which come into force on 18 September 2004,
make amendments to the Medicines Regulations 1984 ( “the princi
pal regulations”). All of the amendments, except the insertion of new
Part 7B, are consequential on amendments made to the Medicines
Act 1981 by the Medicines Amendment Act 2003.
The Medicines Amendment Act 2003 (which also comes into force
on 18 September 2004) provides for a new licensing regime for op
erating pharmacies. The majority of amendments made to the prin
cipal regulations by these regulations relate to that new regime and
include—
•• an application form for a licence to operate a pharmacy (new

regulation 45A):
•• the fee for making an application for a licence to operate a

pharmacy (new regulation 61(1)(g)):
•• the form of a licence to operate a pharmacy (new form 7 added

to Schedule 2).
New regulation 45 recasts the existing regulation 45 of the principal
regulations in light of new regulation 45A, which provides specific
ally for an application for a licence to operate a pharmacy. Regulation
45 could no longer refer broadly to applications for licences under the
Medicines Act 1981, rather it must only refer to applications for li
cences to manufacture, hawk, sell, or pack medicines. Regulation
12 of these regulations clarifies that if a person holds a licence to
manufacture, hawk, sell, or pack medicine before the commence
ment of these regulations, he or she need not reapply for a licence
before that existing licence expires.
New Part 7B (inserted into the principal regulations by regulation
3), provides that a person may, in the course of business carried
on by that person, supply a restricted medicine or a pharmacyonly
medicine if he or she is authorised to supply that medicine in accord
ance with a standing order and supplies the medicine in accordance
with that standing order. New regulation 44D—
•• reflects 1 of the amendments made to the definition of standing

order in section 2(1) of Medicines Act 1981 by section 3 of the
Medicines Amendment Act (No 3) 2003. That amendment in
serted a new paragraph (c) into the definition of standing order
which enabled standing orders to be issued in relation to re
stricted medicine and pharmacyonly medicine. Previously,
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standing orders were only able to be issued in relation to pre
scription medicine; and

•• supplements (as new regulation 44D(2) provides) the circum
stances set out in section 18(1)(b) and (c) of the Medicines
Act 1981 in which a person may supply a restricted medicine
or pharmacyonly medicine; and

•• mirrors section 18(1)(a)(ii) of the Medicines Act 1981, which
provides that a prescription medicine may be supplied in ac
cordance with a standing order.

Issued under the authority of the Acts and Regulations Publication Act 1989.
Date of notification in Gazette: 9 September 2004.
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