WESTERN 5003
AUSTRALIAN
GOVERNMENT

AN jazette

e — ISSN 1448-949X PRINT POST APPROVED PP665002/00041

PERTH, FRIDAY, 1 OCTOBER 2010 No. 185 SPECIAL

PUBLISHED BY AUTHORITY JOHN A. STRIJK, GOVERNMENT PRINTER AT 3.45 PM
© STATE OF WESTERN AUSTRALIA

PHARMACY ACT 2010

PHARMACY REGULATIONS 2010






1 October 2010 GOVERNMENT GAZETTE, WA 5095

Western Australia

Phar macy Regulations 2010

CONTENTS

Part 1 — Preliminary

1. Citation

2. Commencement

3. Pharmacy business (s. 3(1))
Part 2 — Registration of pharmacies

and certificates of registration

4. Application for registration of premisesas a
pharmacy (s. 42)

5. Duration of registration of premises as a pharmacy
(s. 45)

6. Renewal of registration

7. Replacement of certificate of registration of
premises as a pharmacy
Part 3— Theregister

8. Register: additional information to be recorded
(s. 49(2)(d))

9. Change to information recorded in the register

10. Fee to obtaining a certified copy of theregister or a
particular entry in the register (s. 50(4))
Part 4 — Pharmacies

11. Terms used

12. Tobacco products not to be sold or supplied at
pharmacies

13. Minimum standards of fitness for the competent

and safe practice of pharmacy — Schedule 1



5096

GOVERNMENT GAZETTE, WA 1 October 2010

Pharmacy Regulations 2010

Contents

14.
15.

16.

17.

18.

~No o, wWwN R

Significant alteration to a pharmacy

Pharmacy to be well lit, air conditioned and kept
clean and in good repair

Record keeping

Part 5— Other matters

Person ceasing to be a close family member of a
pharmacist (s. 58(4)(a))
Fee to obtain copy of minutes of Board (s. 33(4))

Schedule 1 — Minimum standar ds of
fitness for the competent and
safe practice of pharmacy

Premises generally

Premises, fixtures and fittings to be clean etc.
Equipment on premises

Accessto reference documents

Records

Dispensary

Areafor private consultation

Schedule 2 — Fees



1 October 2010 GOVERNMENT GAZETTE, WA 5097

Pharmacy Act 2010

Pharmacy Regulations 2010

Made by the Lieutenant-Governor and deputy of the Governor in
Executive Council.

Part 1 — Preliminary

1. Citation
These regulations are the Pharmacy Regulations 2010.

2. Commencement

These regulations come into operation as follows —

(@ regulations 1 and 2 — on the day on which these
regulations are published in the Gazette;

(b) therest of the regulations — on the day on which the
Pharmacy Act 2010 section 3 comes into operation.

3. Phar macy business (s. 3(1))

For the purposes of paragraph (d) of the definition of pharmacy
businessin section 3(1) of the Act, the following types of
permit or licence under the Poisons Act 1964 are prescribed —

(@ apermit referred to in the Poisons Regulations 1965
regulations 10, 10AA and 10A;

(b) alicencereferred to in the Poisons Regulations 1965
regulation 7.
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r.4

Part 2 — Registration of pharmacies and certificates
of registration

4, Application for registration of premises asa pharmacy
(s. 42)

An application for the registration of premises as a pharmacy
must be accompanied by the following —

(@ plans, and specifications, of the premises that are
sufficiently detailed to show that the premises meet the
requirements for the minimum standards of fitness for
the competent and safe practice of pharmacy prescribed
under regulation 13;

(b) unlessthe premises comprise the whole of a building,
plans of the building where the premises are situated that
show the location of the premises within the building;

(c) therelevant application fee specified in Schedule 2;

(d) thefollowing information in respect of each person who
owns, or hold a proprietary interest in, the pharmacy
businessthat is, or isto be, carried on at the premises —

(i) thenature of the interest held by the person;
(i)  the name and address of the person;
(iii) atelephone number and email address for the
person;

(e) thefollowinginformation in respect of the premises, or
the pharmacy businessthat is, or isto be, carried on at
the premises —

(i) acopy of any bill of sale over any fittings or
equipment in the premises, or to be used in the
premises, or for the purposes of the pharmacy
business,

(i) acopy of any sale agreement for the premises or
the pharmacy business,
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Registration of pharmacies and certificates of registration Part 2
r.5
(ili) acopy of any partnership agreement for the
pharmacy business;
(iv) acopy of any lease for the premises,
(v) acopy of any agreement under which any person

D

)

(vi)

(vii)

(viii)

(ix)

(x)

has, or will have, a proprietary interest in the
pharmacy business;

acopy of any agreement between persons who
hold a proprietary interest in the pharmacy
business, that makes provision for any rights the
persons possess by virtue of having the
proprietary interests;

acopy of any agreement for the provision of
management services to the pharmacy business
or to any pharmacist controlled company that
holds a proprietary interest in the pharmacy
business;

acopy of any agreement (except a contract of
employment) between any person and any entity
in respect of the provision of accounting,
information technology, human resources or
other support services to the pharmacy business;

if apharmacist controlled company is acting as a
trustee (whether of afixed trust, unit trust,
discretionary trust or other kind of trust), a copy
of therelevant trust deed (if any exists);

acopy of any security interest in respect of the
pharmacy business.

Duration of registration of premises asa pharmacy (s. 45)

Registration of premises as a pharmacy has effect for a period
beginning from the day on which the premises are registered as
apharmacy and ending on the 30 June next following that day.

Registration that is renewed has effect for a period of 12 months
from the expiration of the previous registration.
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6. Renewal of registration
An application for the renewal of the registration of premises as
a pharmacy must be —
(@ madein the approved manner and form; and
(b) accompanied by the relevant application fee specified in
Schedule 2.
7. Replacement of certificate of registration of premisesasa

phar macy

If the Board is satisfied that a certificate of registration has been
lost or destroyed it may issue a replacement certificate on
payment of the relevant fee specified in Schedule 2.
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10.

D

2)

Part 3— Theregister

Register: additional information to berecorded (s. 49(2)(d))

For the purposes of section 49(2)(d) of the Act, the following
information is prescribed as information to be included in the
register in respect of aregistered pharmacy —
(@ thename and business address of each person who
owns, or holds a proprietary interest in, the pharmacy
business carried on at the premises;

(b) the nature of the interest held by each person referred to
in paragraph (a);

(c) the name and business address of the pharmacist who
has overall responsibility for the pharmacy business
carried on at the pharmacy under section 56 or 58(2) of
the Act.

Changeto information recorded in theregister

If thereis any change to the information recorded in the register
in respect of a pharmacy, the person in whose name the
pharmacy is registered under section 39 of the Act must, within
14 days of the change, give notice of the change in writing to
the Board.

Penalty: afine of $500.

A person giving notice to the Board of a change to the
information recorded in the register in respect of a pharmacy is
to pay to the Board the relevant fee specified in Schedule 2.

Feeto obtaining a certified copy of theregister or a
particular entry in theregister (s. 50(4))

The fee payable to obtain a certified copy of the register or a
particular entry in the register is the relevant fee specified in
Schedule 2.
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Pharmacies

11.

12.

13.

(1)

(2)

Part 4 — Phar macies

Termsused

In this Part —

pharmacy registered under the old Act means premises taken,
under section 83 of the Act, to be registered as a pharmacy
under Part 4 Division 1 of the Act;

pharmacist with overall responsibility, in relation to a
pharmacy, means the pharmacist who has overall responsibility
for the pharmacy business carried on at the pharmacy under
section 56 or 58(2) of the Act;

prescription means an authority to supply a medicine or poison
in accordance with the Poisons Act 1964;

significant alteration is an alteration to the pharmacy that
affects the construction, structure, layout or floor area of the
pharmacy;

tobacco product has the meaning given in the Tobacco Products
Control Act 2006 Glossary.

Tobacco products not to be sold or supplied at pharmacies

A person must not sell or supply atobacco product at a
registered pharmacy.

Penalty: afine of $5 000.

Minimum standar ds of fitnessfor the competent and safe
practice of pharmacy — Schedule 1

The requirements listed in Schedule 1 are prescribed as the
minimum standards of fitness for the competent and safe
practice of pharmacy for the purposes of the Act.

If, immediately before the day on which the Pharmacy Act 2010
section 3 came into operation, a pharmacy registered under the
old Act was not in compliance with the requirement for the
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r. 14

14.

D

)

3

(4)

()

minimum standard of fitness for the competent and safe practice
of pharmacy set out in Schedule 1 —

(@ item6(1); or
(b) item?7,

then that requirement appliesin respect of such a pharmacy only
after significant alterations to that pharmacy are next compl eted.

Significant alteration to a pharmacy

The pharmacist with overall responsibility for a pharmacy must
not cause or permit any significant ateration to be made to the
pharmacy without the prior written approval of the Board.

Penalty: afine of $1 000.

The pharmacist with overall responsibility for a pharmacy must
make application to the Board for approval to make significant
aterations to that pharmacy at least 2 months before the
commencement of the alterations.

Penalty: afine of $ 500.

An application under subregulation (2) must be accompanied
by —
(@ al relevant plans and specifications relating to the
proposed significant alterations; and

(b) therelevant application fee specified in Schedule 2.

The Board may, by notice in writing given to an applicant,
request that the applicant provide to the Board such further
information as the Board reasonably requires to decide the
application.

The Board must not withhold approval under this regulation
unlessit is satisfied that if the alterations were carried out in
accordance with the plans and specifications given to the Board
the pharmacy would cease to meet the requirements for the
minimum standards of fitness for the competent and safe
practice of pharmacy prescribed under regulation 13.
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15. Pharmacy to bewell lit, air conditioned and kept clean and
in good repair
The pharmacist with overall responsibility for a pharmacy isto
ensure that —
(@ thepharmacy iswell lit, adequately ventilated and is air
conditioned; and
(b) the pharmacy and all fixtures and fittings in the
pharmacy are maintained in a safe, clean and hygienic
condition and in good repair.
Penalty: afine of $1 000.
16. Recor d keeping
(1) The pharmacist with overall responsibility for a pharmacy isto
ensure that arecord is made of all prescriptions dispensed at, or
from, the pharmacy.
Penalty: afine of $1 000.
(2) The pharmacist with overall responsibility for a pharmacy isto
ensure that a record made under this regulation —
(@ iskept at the pharmacy in a safe and secure location and
dealt with in a confidential manner; and
(b) isretained at the pharmacy for 24 months after the
prescription is dispensed.
Penalty: afine of $1 000.
(3) Thisregulationisin addition to and not in derogation of any

other law relating to the duty of a person to make and keep
records.
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17.

18.

Part 5— Other matters

Per son ceasing to be a close family member of a phar macist
(s. 58(4)(2))

For the purposes of section 58(4)(a) of the Act, a proprietary
interest that is an interest in a partnership or a pharmacist
controlled company held by a person who has ceased to be a
close family member of a pharmacist due to death, divorce or
separation isto be dealt with as follows —

(8 the person who holds the proprietary interest is to divest
himself or herself of the interest before the end of the
period approved by the Board under section 58(4)(b);

(b) if the person has ceased to be a close family member of
the pharmacist due to divorce or separation, then the
interest is to be redeemed by the company or
partnership, in accordance, where relevant, with any
provisions of the constitution of the company or rules of
the partnership.

Feeto obtain copy of minutes of Board (s. 33(4))

The fee payable to obtain a copy of any minutes of the Board
available for ingpection under section 33(3) of the Act isthe
relevant fee specified in Schedule 2.
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cl.1

Schedule 1 — Minimum standar ds of fitnessfor the
competent and safe practice of pharmacy

[r. 13]

1 Premises generally

The premisesareto —

(@ haveat least one door alowing direct access to members of
the public from a street or thoroughfare; and

(b) have no direct access to any adjoining premises.

2. Premises, fixtures and fittingsto be clean etc.

(1) Thepremisesand all fixtures and fittings at the premisesareto bein a
safe, clean and hygienic condition and in good repair.

(2) Thepremises areto have such devices and systems provided and
maintained in good working order as is necessary to ensure that the
premises are reasonably secure against burglary, robbery, theft and
unexplained loss.

3. Equipment on premises
The premises are to be equipped with the equipment referred to in the
Table.
Table
Item Equipment Number required
1 Bar code scanner one at each
dispensing station
2. Beakers: one of each
100 ml
250 ml
3. Appropriate heating device (e.g. gas, one
microwave or electric hotplate)
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Pharmacy Regulations 2010

practice of pharmacy

Schedule 1

cl.3

Dispensing Beam type to weighto 50 g

Counter Beam typeto weigh to 1 kg
with metric weights 5 mgm to 500 gm
inclusive

OR

Electronic balance to weigh to at least
200 gm, with areadability of not less
than 0.01 gm and standard deviation
<+0.01gm

Item Equipment Number required
4, Funnel (glass or plastic) one
5. Measures graduated (dispensing glass): | one of each
10 ml
25 ml
50 mi
100 ml
250 ml
6. Mortars and Pestles: one of each
Glass 75 mm
Ceramic
7. Refrigerator one
8. Scales one set of each
Either:
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cl.4
Item Equipment Number required
9. Slabs-ointment:
250 mm x 250 mm (minimum size) one
10. Spatulas: at least 2 different
Stainless Steel sizes
11. Stirring Rods:
Glass one
4. Accessto reference documents
The premises are to have a copy of, or immediate electronic access to,
the latest editions, and all published amendments or supplements to
those editions, of each of the following documents —
(@ theAustralian Medicines Handbook (a so known as AMH);
(b) the Australian Pharmaceutical Formulary and Handbook;
(¢) theMIMSannua or eMIMS or AusDI;
(d) the Therapeutic Guidelines (complete series);
(e) thePharmacy Act 2010 and the Pharmacy Regulations 2010;
(f) the Poisons Act 1964 and the Poisons Regulations 1965.
5. Records
The premises are to have a safe and secure location for the keeping of
records made under regulation 16.
6. Dispensary

(1) Thepremisesareto have an areafor the dispensing of medicines or
drugs that has a minimum floor area of 10 square metres (the
dispensary).

(2) Thedispensary isto have asuitable sink that has hot and cold running
water connected.
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practice of pharmacy

cl.7

7. Areafor private consultation

The premises are to have an areain which a consultation conducted
by a pharmacist is not reasonably likely to be overheard by a person
not a party to the consultation.
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Schedule 2 — Fees

Provison Subject matter Fee

Application fees

r.4 Grant of registration of

premises as a pharmacy $800
r.6 Renewal of registration of

premises as a pharmacy $600

r.14 Significant alteration to a

pharmacy $450
Other fees
r.7 Replacement of certificate
of registration $30
r.9 Change to information
recorded in the register $30

r.10 Certified copy of the
register or a particular
entry in the register $30

r.18 Copy of minutes of the
Board $30

By Command of the Lieutenant-Governor and deputy of the Governor,

PETER CONRAN, Clerk of the Executive Council.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 841.890]
>> setpagedevice


