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AUSTRALIA

REPLIRBS TO QUESTIONNAIRE ON

IMPORT LICENSING PROCEDURES

The following notification for 1986/87 on import licensing
nrocedures 1s submitted by Australia in response to the
questionnaire annexed to L/5640. It comprises three sectlons
with the relevant Information on:

T, Customs (Import Licensing) Regulatlong covering

incustrial producets (pages 3-7 )j and

2. Customs (Prohibited Imports) Regulations - Regulation 5
and accompanying Fourth Schedule to the Regulations,
covering narcotic drugs and certain psychotrople
substances (pages 8-15 ).

3. Customs (Frohibited Imports) Regulations - Regulations

54 to SH and accompanying Elghth Schedule to the
Regulaticns cocvering therapeutic substances and goods

Thne present droument replaces the data previously made avallable
te ccontracting partiesg in document L/5640/add. 13/Rev 1.
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1. CUSTOMS (IMPORT LICENSING) REGULATIONS COVERING TNDUSTRIAL
PRODUCTS '

Outline of System and Purpose of Controls

1. The Customs (Import Licensing) Regulations provide that the
importation of all goods into Australia is prohibited unless:

- the goods are exempted from the application of the
Kegulations, or

- a licence ls lssued under the Regulatlions.

In practice all goods other than a limited range of secondhand,
used or disposals machinery, equipment and certain types of fourw
wheel drive vehicles (see Answer 2) are exempted {rom the
Regulations.

The Minisgter for Industry, Technology and Commerce 1s &eépbnsible
for the administration of the Regulations. Certain powers can be

and have been delegated under the Regulations including the power
to 1lssue licences. ’

Coverage of Controls

2. A brief description of gocds covered by lmport licensing 1s
set out Iin the tabtle below:

Used, sececndhand or disposals earthmoving or excavating
vehicles, machinery or equipment (eg rock bugglies, dumpers,
dump trucks, graders, draglines, mechanical shovels, loaders,
ditechers, excavators, scrapers, bulldozers) and parts
thereof;

. Used, secondhand or disposals tractors (not being
agricultural tractors), rcad rollers and parts thereof;

Ferfatn naed, senondhand or dlispesals material handling
equipment (eg cranes, forklift trucks) and parts thereof; and
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Used, secondhand or disposals four wheel-drive vehicles
incorporating an independent chassis, having a gross vehlcele
welght of less than 10,16 tonnes, excluding public service
type passenger vehicles.

These import licensing controls on the specified second hand
goods are under reference to the Industries Asgsistance
Commission. The IAC is due to report by mid 1988 and has
been asked to review

- their compatibllity with the Government's general
industry objectives

A\

- whether they should be maintained and if so in what form

- the likely impact of their removal on the
competitiveness of Australian Industry.

Import licensing controls are global,

The import licensing regulations only apply to the secondhand
goods referred to in answer 2 above as other measures were
censidered to be ineffective in protecting local industry due
te the low prices at which large quantities of sececndhand
equipment zre available overseas.

-

mport licensing is a statutory requirement under the Customs
(Import Licensing) Regulations

- Decision to apply licensing is at Ministerizl level but

generally follows Government decision on particular
products,

- The contrcls may be avolished without legislative

approval but would only be so abolished by Government
declsion.
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Procedures

5.(a) The usual procedures for advising of a change in asglstance
arrangements, including the imposition of licensing,
involves a Ministerial press statement, and where
appropriate a Notlce publisied in a Government Gazette
available to the publiec. A detalled explanation of
administrative details is tnhen published in an
Australian Customs Notice (ACN).

The only goods currently subject to Australia's import licensing
arrangements are certaln used, secondhand or disposals machinery
equipment and certaln types of four-wheel drive vehicles. There
{s no limit to the quantity that can be lmported and issue of
licence 1s based on whether goods serving similar functions are
produced or are capable of being produced in Australia In the
normal course of business (See Answer 7)

€(r) - 6(k) not applicable,

7. Import licensing is not subject to guantitative limits or
limitations as to the country of crigin.

(a) An appllcation for a licence may be made before the
poods are ordered, however, licences must be i1ssued
before the goods are imported,

{p) A licence can be issued immecdiately on request provided
the application meets the established criteria,

(c) There are no limitations as te the period of the year
when zapplicaticns for licences will be accepted and/or
importation may be made, However, licences are
generally valid for 12 months from the date of issue.

(d) Issue of licences is made by the Australien Customs
Service.



L/5640/Add. 13/Rev.2
Page 6

8. Applications for licences are only refused on grounds of
faillure to meet specified ceriterla.

- Applicants are advised of reasons for refusal of the
granting of a licence.

. 1

A number of avenues are avallable for applicants to appeal
against a decision to refuse the issue of a licence. Internal
reviews may be held by the Australian Customs Service or
alternatively, some issues may be brought before the
Administrative Appeals Tribunal or the Federal Court under the
Administrative Decisions (Judicial Review) Act.

Eligibility of Importers to Apply for Licence

a, - There is no restriction on who may apply for a licence.
- No'registration fee 18 payable.
- Names, addresses and entitlements of ilmporters are
published six monthly in a Government Gazette which is

avallatle to the publie,

Documentational and Other Requirements for Applications for

~icences
10, Application forms are not required for issue of a licence.
ppiicacions should be Iin writing and provide the
following details:
, name and address of applicant;
. intended port of importation;

tarilf item;

. quantity and full description of goods including origin;
and
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(e value

#

Customs Value of the goods for duty) where

N

requirea.
11. To enable clearance of the goods a Customs Entry (Goods

Declaration), invoices and the licence are required to be

~

produced.
12. There i3 no licensing fee or administrative charge payable,
13, Not appllicable.

Cenditicng of Licensing

14, The period of validlty of a licence is generally twelve
Tmernthe, but may be extended by a request in writing.

0. Ne peraliles apply where underuse of licences occurs,

16, Individual licences are not transferable but licence
entitlement may be transferred,

-
-2
.
O
ct

ner than as specified above, no other econditlions &pply to
the Zssue of an import lieence.

tner Procecedural Reqguirements

¢, Cccus subject to impert licensing are not subject to any
cifferent or separate :reatment in relzatlor to the prevision
elign exchange.
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5. CUSTOMS (PROBIBITED IMPORTS) REGULATIONS - REGULATION 5 AND
ACCOMPANYING FOURTH SCHEDULE TO THE REGULATIONS, COVERING
NARCOTIC DRUGS AND CERTAIN PSYCHOTROPIC SUBSTANCES.

Outline of System

- Import licensing ls used to contral the importation of
narcotlics and certain psychotropic substances into
Australia. The system 1s a two-tiered structure Iin
which an importer must first be licensed and then an
import permit must be obtained for every importation of
the controlled drugs,

- In special cilrcumstances, an importer may be licensed
for a single impbrtation if certaln conditions are
satlsflied, This enables a unilversity or other
institution to import drugs for a speclfled purpose,
although they do not normally hold an Iimport licernce.

Irn such cases an lmport perwmit is 1ssued and endorsed to
constitute a licence for that consignment.

ese contrels ensure that Iimportatiom is restricted to

tities necezcsary to meet medlcal and sclentifie
quirements and that Austrslia's international
o}

crligatlicns anc domestic regulations are observed,

g svaten covers all narcotic drugs and
in pevcheotropic substances. These are listed in
t crhecule of the Custems (Prohibited Imports)
9

tlens, It includes 2ll c¢f the drugs reguired to

S61, and the Convention on Psychotropic
Substarnces, 197%., In addition, a number cf other drugs
not covered by the Conventions are similarly controlled
in Australia.

1
A cocpv of this document is avallable fer consultation in the
GATT Secretariat (Centre William Rappard, Office No. 3063).
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3. - The system applies to imports of controlled drugs from
all countries. VNarcoties are imported only from
countries which are Parties to the Single Convention on
Narcotic Drugs, 1961.

4, - The use of Iimport licences and permits enables the
Government to restrict and monitor the quantities of the
czontrollied drugs imported. By monitoring imports, the
origin, quality, guantity and end-use of drugs can be
checked., Restricting imports ta the level required for
legltimate medical and scientlific use is one means of
protecting the public health and welfare of the
sopulation from over-supply, diversion and abuse of
controlled drugs. The system is based on the
reguirements of the international treaties,

The Customs Acet 1601: The Customs (Prohibited Imports)
Hegulations,

{n

ing of importers-ils a statutory requirement under
ve regulations,
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quetes for narcotics are nobt published.

ar licensed importers are invited %Yo nominate
equirements. The gqueota allocated L8 based

the quantitieg imported by each holder c¢f a guota in

previous yeart and the expected medical demand.

Importers are advised of the quectas allocated to them.

A new licensed importer may be granted a quota if 1t is

appropriate o the existing circumstances, Details of
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quotas are not made available to exporting countrles.
Estimates of narcotic consumpbion and stocks are
forwarded to the International Narcotlces Control Board
(INCB) Similar estimates are forwarded for all drugs
listed in Sehedule 2, Convention on Psyehotrople
Substances., Estimates from all Parties to the
international conventions are published in United
Nations documents,

Quotas are determined annually, Quantjities 1mported are
reviewed with every application for an impert permit,
Additional quotas may be issued if the quota holder can
demonstrate that the original quota Iis insufficient,

Inport permits are only issued to licensed ilmporters.
To be a domestic producer is not a regquirement for a
licence, If an import permit 18 not used within the
specified time, it lapses. Unused allocations are not
added to quotas for succeeding periods., The names of
licensed importers would be disclosed on regquest, but
quota zllocaticng being Iinfermation of a commercial or
confidential nature would not.

In urgent situatlicns an lmpeort permit can bYe issued
W .28 can also constitute a licence in
25 - see questlon i aktove,)

o
3
cr
e
[p]
3
2]
[¥N
cr
(2]
v
°3
[1:]

e
Applications for impert licencen and imp
e e

received., An Impert permit

&4

ustally issued within five te ten davs.,

—~
“
b
3
(¥
3
3
O
b
ct
—
[y
0

ence 1s granted, the dete cf opening of
t import permit issued under that licence could



(g)

L/5640/Add. 13/Rev. 2
Page 11

(1) When an appllcation for an import permit involves
the importation of a new drug or new formulation
etc, approval must first be obtained from the
Australian Drug Evaluation Committee, The
applicant must apply initially to the Drug
Evaluation Branch of .the Australian Department cf
Community Services and lealth and have the
product approved for distribution in Australla.

—~
[ 2
[N
~

Ali applications for import licences and import
permits {or controlled drugs or substances which
have, or are exempt frowm the need for, general
marketing approval, are forwarded to the Drug
Lepencdence Branch, Australian Department of
Community Services and Healtn.
(i33) CTertein categorles of contrciled drugs or
ubstznces may be subject te additional control
eg. Quarantine, Australlan Radiation
Laberatories, Therapeutic Goods Act etc,
-ntending lmperters of goeods Llhel Lo ve
e L e

LG request

Line s oare Legsued on o the basils of normal trade
requirements.  Applicantg are approved if they meet
cpecifiled conaltions ingluding previcus hiastory in the
markKen, oocourit crevisicons, reccerd keeping, State
apprivas, eELC.  Impeort permits are issued te licensed
importers as recgulred, within gqucta limits, based on
medglcal and scientific neecds, Quctas for narcectics and
certain poycheotroplc substances are set within national
estimates zubmitted to the INCB., The syatem 1z flexible
enough to allow part of individual quetas Lo be

transferred from one licengee to another and for new
licence helders Lo enter the market.
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Narcotics covered by an import permit must also be
covered by an export permit issued by the approprliate
authority in the exporting country. It is a provision
of the Single Convention on Narcotic Drugs, 1961, that
an export permit iz only issued after an import permit
is issued. In addition, export permits are also
required from exporting countries for drugs covered by
the Convention on Psychotroplec Substances and certain
ot her specified drugs. (These are listed in the Fourth
Schecdule of the Customs (Prechibited Imports)
Regulatlionz.

Hev arplicabtle

Yes: oo, guantities are imported for the purposes of
cwpoert and where such guantitles exceed the domestic

reguirements.,

¢ 18 no specified time for an importer to
ply for a licence in advance of an importation,
but an lmport bermit would nct be lssued unless

& rorver is licensed. Similarly, there lg no
specifled time for a llcensed Lmporter to apply
nermit In advance ¢f an

importation, tul & censignment cannct be imported

NS gy e 4 e
- Ve
a N d - - - L
- A lilcence could he issued immediztelv, btut thils
< - » : -
would not bhe the usual practice, An lupere
~ermit can he issued immediately tc 2 licensed
inporter on regucsti.,
M
- NSO
- Yes roth impert licences and impert permlits are
1 ’ [od o LI} " ” [ b
lssued by the Secretary, Australlan Department of



) Iy ~ ey
LoTamnnea

1./5640/Add. 13/Rev. 2
Page '3

issved subject to certain
10 below, Prior to being
licence applicants must demonstrate that
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conditions see question

a

tagued with

e
\.(

s

they can nply with ese conditions. Reasons f{or

refusal would be given to an applicant., Applicants may

appeal against a refusal to issue a licence or against a

Lo oreveoke a Import permits for

dectiation

narccotloy

r~

there 18 insufficient quota

Dalance, s are inadequate or if any of

1 e not satisfied.

the regui: Import
may be refused if the

or if

permits for other controlled drugsg

4
RN

1

portatl : to normal

any

requirements,
ol ©h

bl [ Fall] -
tions are not isfled,

ol

D
[
I}
<.

-

-~

i

decision not

(s

\3

£ e
AR

-~ am e

S

-
N,

[

9]
[ |
[

-

(IR

A - - S~ PP i d o
icence must be made fnowWrits

ng to

Lty Services and Heall

~ 2
LwommunG

required.

|5

An appl

-1 -
alid mugs



L/5640/Add.13/Rev.2

Page 14

]
O
)

[N

t

“

Name of importer; address for consignment;
number and slze of packs; name, pharmaceutical
form and strength of drug; name (INN if any);
controlled drug content (grams); name of
exporter; address of exporter,

The import permit 1s the requlred documert and in some
instances the ccaplementary overseasgs export permit,

There 18 no charge for a licence or a permit,
Not applicable for a licence,
Not required for a permit.

ona of llcensing

1,

15.

t

ermit., However, if
jo )

Import licences are valid for a finite period usually
years,

permits are usually valid fer six months, but the
S

period can bYe varied to sult particular circumstances.

There 18 no penalty for non-use of a Jlicence or
a

licence 1ls nct operated on for &

period cof apprcximately three vears the licence may be
revo¥ed.
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Other procedural reguirements

18 .

19.

- No.
- Goods subject to import licensing are not subject to any
different or separate treastment in relation to the

provision of forelgn exchange.

CUSTOMS (PROHIBITED IMPORTS) REGULATIONS - REGULATIONS 54 T0O

SH AND ACCOMPANYING EIGHTH SCHEDULE TO THE REGULATIONS,

COVERING THERAPEUTIC SUBSTANCES AND GOODS.

OQutline of Systen

1 .

The control of the importatlion of therapeutiec substances into
Australia 18 exercised through:

(1) the lssue of a 2 year licence which enables the licencee
te Ilmport specified non-blological therapeutic
subgtances without further reference to the Depariment
of Communivty Services and Health. Where a therapeutic
substance has become a designated therapeutic substance
by virtue cf the fact that it has elther not been
imported previously, or it was nct imported curing the
previcus 2 year llcence period, then the importer must
give 28 davs written nobtice of intenticn %o import such
& gubstance L0 the Australian Department of Community

Services and Healtih.

(212 the issue of permits which may be valid for up Lo two
r one specified consignment
3 g a issued in respeet c©f all therapeutic
substances which are of a biological crigin.

A8 a general rule licences are issued Yo these importers
which import a wide range cf therapeutic substances while
permits are issued to the smaller commercial importer, and
Tor all substances of blolocgical origin.



L/5640/Add. 13/Rev.?2
Page 16

Purposes and Coverapge of the Licensing

2. The licensing system c¢overs therapeutlie substances whiech are
defined as substances, including a mixture or compound of
substances, that has a therapeutie¢ use and includes a
surgical ligature, suture or dressing, but does not include a
vacecine prepared from microscople organisms from the body of
a person or animal for use In the treatment of that person or
animal only.

3. The system applies to the importation of therapeutic
substances from all countries,

4, The use of import licences and permits ensures that those
therapeutic substances being imborted are of an acceptable
standard in regard to quality and are safe and efficacious
for the purpose for which they are to be used,

5. The Customs (Prohibited Imports) Repulations made under the
Customs Act.

- The issue of licenses and permits ig a statutory
requirement under the above Regulations,

- All therapeutic substances as defined in the regulations
are subject to ilmport control.

- The system cannot be abolished without legislative
approval.

Procedures

6. Nct applicable.

7. (a) Where a substance is a designated therapeutic substance
(see 1) then 28 days notice of Iintention to import must
be given,
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In certalin clrecumstances permlission can be gilven for the
importation of therapeutle substances which have
inadvertently arrived at a port of entry.

(b) It is not usual to issue a licence immediately.
However, permits can be Jlssued immedlatelyv.

(e) No.

(d) Yes, licences and permits are ilssued by the Secretary,
Department of Community Services and Health.

8., In circumstances where permission to import a therapeutic
" substance has been refused, or where an application for a
- llcence has been refused or where such a licence has been
revoked the reasons for the refusal or revocatlon are
notifled to the importer in writing.

An importer has the right of appeal to the Minister for
Community Services and Health within three monthg from the

time of the initlal denislon for refusal or revocation.

Eligibilitv of Importers to Apply for Licence

9. (a) Not applicabdle.

(b) VYes, provided they are domiciled in Austrslisa,

3

Documentaticnal and Other Fequirements for Arplication cf Licence

10. An application to imnort a therapeutic substance should be
made in writing. There 18 no particular application form,
Depending upon the nature and propcsad irndicatlior of the
therapeutic substance, information In acnordance with the
NDFU Guidelines, which are readily avallable from the
Australian Department of Community Services and Health, may
be required. In all instances the name and address of the
importer and exporter must be glven in additlon to full
detalls concerning the therapeutlic subsgtances to be ilmported.
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11.

12.

13.

In the case of the importatlion of raw materials for use in
manufacture of therapeutic substances, certiflcates of
analysis may be required to show compliance with offielal
standards or approved specificatlions.

.

4 livence or an import permit,

~There is no charge.

No.

Conditions or Licensing

14,

15.

1€.

17.

A licence and some permits are valld for a finlte period of
two years. The validity of the licence or permits may be
extended on the bagis of an application from the importer,
No.

No.

The Secretary may impose such conditions as are considered

necessary regarding the custody, use, disposal or
distribution of therapeutic substances Iimported into
Australia.

Other Procedural Reguirements

18.

19,

No.

Goods subject to import licensing are not subject to any
different or separate treatment in relation to the provision
of forelgn exchange.



