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Notification to carry out steps in the
manufacture of therapeutic vaping goods

About this form

You must submit this notification to the TGA to qualify as a transitional manufacturer under regulation 97 of
the Therapeutic Goods Regulations 1990 and be exempt, between 1 January 2024 and 1 December 2024,
from the requirement to hold a manufacturing licence under Part 3-3 of the Therapeutic Goods Act 1989 in
relation to the manufacture of therapeutic vaping goods.

You may only submit this notification if, as at 2 May 2023, you were carrying out a step in the manufacture of
non-therapeutic vaping goods that is equivalent to the step of manufacture that you intend to undertake in
relation to therapeutic vaping goods.

Once complete, send this notification form to gmp@health.gov.au

If the information in the form is incomplete or does not satisfy the legal requirements for an effective
notification, you may not qualify for the exemption.

A list of transitional vaping manufacturers of therapeutic vaping goods who have notified the TGA under
regulation 97 of the Therapeutic Goods Regulations 1990 will be published on the TGA website.

What you’ll need to complete this form

e Manufacturer information

e Information about the vaping goods that you previously manufactured, and the therapeutic vaping
goods intended to be manufactured such as the following:
(a) atherapeutic vaping substance;
(b) a therapeutic vaping substance accessory;
(c) atherapeutic vaping kit

e Details about the step/s of manufacture that you propose to carry out in relation to particular kinds of
therapeutic vaping goods from 1 January 2024, and the equivalent step of manufacture of other
vaping goods that were the same kind of goods as the therapeutic vaping goods as at 2 May 2023.

Legislation

The notification is made under regulation 97 of Division 23 of Part 9 of the Therapeutic Goods Regulations
1990.

Section 1: Manufacturer details
Manufacturer name:

ABN/ACN:

Post: PO Box 100, Woden ACT 2606 ABN: 40 939 406 804
Phone: 1800 020 653 Fax: 02 6203 1605, Email: info@tga.gov.au https://www.tga.gov.au

Reference/Publication #
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Manufacturer name:
TGA client ID (if any):
Contact person name:
Contact person position:
Contact person email:

Contact person telephone:

Section 2: Therapeutic vaping good proposed to be

manufactured

Select the kind of therapeutic vaping good this notification is for:

D therapeutic vaping substance
D therapeutic vaping substance accessory

D therapeutic vaping kit

Section 3: Manufacturing site details

Please provide your details and the proposed site of manufacture.

Additional tables can be copied and inserted below if more manufacturing sites are used.

Manufacturing site name:

ABN/ACN:

TGA Site ID (if any):

Contact person name:

Contact person email
address and telephone:

Main manufacturing site
address (street number,
street, suburb, state,
postcode):

Steps in the manufacture
at the main
manufacturing site:

Secondary manufacturing
site address (street
number, street, suburb,
state, postcode):
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Steps in the manufacture
at the secondary site:

Section 4: Manufacture of non-therapeutic vaping
goods as at 2 May 2023

Additional tables can be copied and inserted below if more manufacturing sites are used.

Details of non-therapeutic
vaping goods:

Manufacturing site address
(street number, street,
suburb, state, postcode):

Step(s) in the manufacture
carried out as at 2 May
2023

Section 5: Manufacture of therapeutic vaping goods to
be carried out from 1 January 2024

Additional tables can be copied and inserted below if more manufacturing sites are used.

Details of therapeutic
vaping goods:

Manufacturing site address
(street number, street,
suburb, state, postcode):

Step(s) in the manufacture
to be carried out from 1
January 2024:

Examples of a manufacturing step are the following:

(a) manufacture of the dosage form (i.e. manufacture of a therapeutic vaping substance or therapeutic
vaping substance accessory)

(b) manufacture of the finished product (i.e. manufacture of a therapeutic vaping substance, a
therapeutic vaping substance accessory, or a therapeutic vaping kit)

(c) packaging and labelling of a therapeutic vaping good

(d) storage

Section 6: Declaration

Section 6.1: Privacy information

General privacy information is available on the TGA website.

The TGA is collecting personal information in this form in order to contact the manufacturer to discuss the
notification where necessary.
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Section 6.2: Declaration
[] 1 declare that the information provided in this form, is, to the best of my knowledge, current and correct.

L1 certify that the statements made in this notification are supported by information and evidence which
will be provided to the TGA upon request.

Important Note

Providing information that is false or misleading to a Commonwealth entity or in
connection with a Commonwealth law is a serious offence subject to criminal
penalties under section 137.1 of the Commonwealth Criminal Code.

Name

Signature Date

Send this completed notification form to gmp@health.gov.au
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