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Introduction

The TGA Business services (TBS) portal provides an electronic facility for the listing and
registration of medicines on the Australian Register of Therapeutic Goods (ARTG). There are two
pathways for listing a medicine in the ARTG:

* AUST L listed medicines are listed in the ARTG after self-certification by sponsors that all
legislative requirements are met;

* AUST L(A) assessed listed medicines are listed in the ARTG after self-certification of quality
and safety of the product and pre-market assessment for efficacy evidence to support the
product indications.

The Act allows for cancellation of a product from the ARTG if a sponsor’s certification is
incorrect.

Sponsors should have an understanding of the regulation of listed medicines in Australia and
their legal obligations. For more information, refer to:

* Australian Regulatory Guidelines for Listed Medicines and Registered Complementary
Medicines

¢ Permitted ingredients for listed medicines guidance

¢ Permitted indications for listed medicines guidance

¢ Assessed listed medicines evidence guidelines

Accessing the TGA Business Services (TBS)

To apply for a TGA client ID and access to the TBS portal, please see TGA Business Services:
getting started with the TGA. Information regarding the various ‘roles’ within TBS can be found
at TGA Business Services - how to use the site under Roles: what each user can do.

The TBS portal can be accessed through your web browser using either - Internet Explorer,
Google, Chrome, Firefox or Safari.

How to login

Once you have received your login details, log on to the TBS portal. You will be prompted to
enter your login details on the right hand side of the screen.

' Awsiraliss {avernmen)

#= Deparimest of Henlll
Mgt Uspinds S Bttt masiss

Note: User name and password are case sensitive.
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Once logged in, you will see a personalised work page or ‘dashboard’. What you can see and do
on the dashboard will depend on your user role (access level).

E-f Apphicabon: = $ Financals E Drocuments = i Your TGA =

g Welcome Jane Smith

What would you like to do today?

TGAT busiress accoun! for application processing {&11R5)

ABM: 00000000000
AN 0000000

A O i vt O
e sut o

At the top of the dashboard the main menus: Application, Documents and Your TGA are
displayed. If you also have financial access, the Financials menu will be displayed.

From this screen you can:

* Access the ‘My work’ menu to work on drafts or view submissions;
*  Access the ‘$ My finances’ to view invoices;

* Access the ‘News Panel’ to view the latest TGA news;

* Access the ‘Work on drafts’ and ‘View submissions’ to view all draft and submitted
applications;

* View the ‘Applications menu’ - the drop down will display all application types available;

* View the ‘Documents menu’ - the drop down will display manufacturers, Consumer
Medicine information and Product information;

*  Access the ‘View my organisation’ to edit user details;

* View the ‘Your TGA menu’ - the drop down will display your current ARTG entries and
other useful information.

Creating new listed and assessed listed
application

New applications

1. Select the application type from the drop down under the ‘Applications menu’.
2. Under Listed medicine subheading the following options are displayed:
— General listed - containing a single listed medicine made under section 26A of the Act;

— Assessed listed - contains a single listed medicine made under section 26AB of the Act
following assessment of efficacy;
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— General Composite pack - allows for two or more medicine formulations to be
included, forming a pack which is listed under section 26A of the Act;

— Assessed composite pack - allows for two or more medicine formulations to be
included, forming a pack which is listed under section 26AB of the Act following
assessment of efficacy;

— Medicine kit - enables two or more existing registered or listed medicines and an
exempt good, to be grouped and sold together in a purpose built pack;

— Change Multiple Current Listings - allows for limited changes to be made to
multiple general listed medicines.

Select the appropriate application type from the list. The information required for each
application type will vary slightly.

[# a pphcalions - Diacuments = ‘ Yo TGA =

Annual Charge Exemption  Biclogicals Listed Medicine Chinical Trials

Manage My enines Bioaogical Appiicaton al Noadcation

Export Ondy Medicine Sutimrssn Si60
S 2 - Export Only Manufaciurers

Lesting Laninca

Medical Device
Deeric e OFT 3 A St

Class fIAAIMD Y

Hon-Prescription

Medicines nee
bon-Prescnphon Medicing bda Product (CLF)
Mo Phiscriotion Comoogibe Pharmaceubcal Produc]

Pack (CRP
wge Mullple ARTG Exampt Product (CEP)
Sutimission

Expoat Liney

& Applcahon Regulatory Actions

ARTG entry Cancelation

Draft applications

Previously completed draft applications which have not been submitted can be accessed by
selecting ‘Work on drafts’ from the My Work menu.

The Drafts window will open displaying a list of current draft applications. All types of listed
medicines applications will be displayed in this window. Click on the draft application you wish
to continue editing.

To access other functions such as ‘copy’, ‘delete’ or ‘print preview’, select the arrow to the left of
the application.

Date W Identiter Chent Heterence INtOrmatien

i 20190620 [(M-2013GL-D03ER1  MNene James Vesme . Jame's Nurtonss
e | L2013-GL-00325-1  Mene Coid & Flu Remedy  Jama's Nutrtonais
=

NOTE: Draft applications are automatically deleted from the system if they
have not been updated in the last twelve months. Once deleted, records are not
retrievable.

Navigating through an application
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Once a new application type or draft has been selected, the application will open.

The Banner at the top of the application will display what type of application is being worked on.
Types of listed medicine applications are:

* General Listed application;

* Assessed Listed application;

* General Composite Pack Application;
* Assessed Composite Pack Application;
* Medicine Kit Listing Application;

* Change Multiple Listings Application.

Each of the different applications will displayed fields that are appropriate for that application
type.

faplcation  Help

e Ll a1l Safaie

Simlum: Pan Applicatian ld

pneral Listin lication
9 AP S|

Agplicant Nanee

Spomscr Name;

Sponece Biling Address:

Bpomnor Reguioiory
Carrespondance Address;

i this Application in response 1o a Yau ® Ha
BecBom 207 T i enner (o SLST L e arp Fesnoewang i
Thim & poicabaon is ta: 5 Create & new ARTG entry ') Change & carrent ARTG soiry
AUSTL Search
Subminsion Cost 000
| Meoat> ol Save <3 B ciose

Menu

There are two buttons above the Banner:

* Application: allows you to ‘save’ or ‘close’ an application. It also allows for validation once all
necessary information has been entered;

* Help: provides definitions and information regarding each step of the application process.
The top right hand side in the Banner displays:
» Status: displays the current status of the application;

* Application ID: the unique application identification number for the application being
displayed;

* Client Reference: name that can be entered by the application in order to identify the current
application.

Tabs

There are a number of tabs below the Banner:
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Application | Registration | Manufacturers Products || Other Regulatory Requirements | Changes Made

* Application: This tab contains general information relating to the application, including:
applicant contact details and application type.

* Registration: This tab contains relating to general product information such as: product
name, product code, and export names Manufacturers: This tab contains manufacturer
details and nominated manufacturing steps.

*  Products: This tab contains specific information relating to the product including: route of
administration, dosage form, container specifications, ingredients, indications and warnings.
[t also includes subsection 26B(1) Notification (not required for assessed listed
applications).

* Supporting Information: This tab is only displayed when the application type is an assessed
listed medicine application type or a 9D(1) Variation to a general listed medicine. Supporting
information can be uploaded here and in some cases is mandatory.

*  Other Regulatory Requirements: This tab displays regulatory information after validation.

* Changes made: This tab appears after validation when the application is to change an
existing ARTG entry. All changes that are made to the application will be displayed on this
tab and should be reviewed before submitting.

Required fields

A red asterisk next to a field indicates that it is mandatory.

A grey asterisk indicates a conditional mandatory field (the field must be completed if certain
conditions are met).

" Aliays Reguved © Requued uide cartant Sondiions

Route of Administration: " Add Remove

Dﬂ!l.gﬂ‘ Form:
Container Type:

Container Volume:
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Application tab

Field Description

Applicant name

Displays your client name based on the log on ID used to access
the TBS portal.

Sponsor name

This will be pre-populated unless you are an agent, then you
can select the sponsor from the drop down list.

Sponsor Billing address

Select the preferred billing address for this product.

Sponsor Regulatory
Correspondence Address

Select the sponsor address from the drop down list.

Who to contact for further
information

(Only appears if this application is for an
assessed listed medicine or a 9D(1)
variation to a general listed medicine)

Select the contact person from the drop down list. For agents,
an additional radio button selection will be displayed. Select
either the application or sponsor radio button and use the drop
down list to select who TGA should contact in regard to this
application.

Is this application in response
to a Section 30

Select ‘Yes' if this application is being submitted as a response
to a Section 30 request.

Enter the AUST L or AUST L(A)being responded to.

This application is to:

Create a new ARTG entry or
Change a current ARTG entry

Nominate whether this application is to change an existing
ARTG listing or to create a new ARTG listing.

Note: the default is ‘Create a new ARTG entry’.

For further information, refer to Varying or changing an
existing product.

AUST L or AUST L(A)

Enter an AUST L or AUST L(A) for this application.

If ‘Create a new listing’ is selected, this will create a copy of the
existing medicine and will be listed with a new ARTG number.

Description of changes

(Only appears if this application is for an
assessed listed medicine or a 9D(1)
variation to a general listed medicine)

Enter the details of the changes.

Note: this should match the changes that are made to the
details included on the Registration, Manufacturers and
Products tab.

For further information, refer to Varying or changing an
existing product.

The following have the
potential to impact efficacy,
Are there any changes to
these aspects?

(Only appears if this application is to
change an existing assessed listed
product)

Select ‘Yes’ if the changes made will impact on the efficacy of
the product.

Select ‘No’ if the changes made will not impact on the efficacy of
the product.

For further information, refer to Varying or changing an
existing product.

Listed medicines application and submission user guide
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Field Description

Are you submitting: From the drop down arrow, select either:

(Only appears if this application is to Efficacy data
change an existing assessed listed . i . .
Justification for not providing efficacy data
product)

No data/justification as the change does not have the potential

to impact efficacy

For further information, refer to Varying or changing an
existing product

Is this a correction of an error | Select ‘Yes’ if the variation to the product is due to incomplete
under section 9D(1) of the or incorrect information at the time of listing.

i ?
Therapeutic Goods Act 1989 If you select ‘Yes’, you will be required to complete the

(Only appears if this application is to ‘Supporting information’ tab.

h isti duct ,
change an existing product) Note that you cannot submit other product changes (that are

not product corrections) as part of the same application. You
will need to wait until after the first application is finalised
prior to preparing a second application.

Select ‘No’ if the variation to the product is not due to
incomplete or incorrect information.

For further information, refer to Varying or changing an
existing product.

Do you need to provide an Select ‘Yes' if you need to supply an updated label.

)
updated label? Select ‘No’ if you do not need to supply an updated label.

(Only appears if this application is to

For further information, refer to Varying or changing an

change an existing assessed listed L
existing product.

product)

Submission cost Displays the submission cost when the draft application has
been validated.

Application Type For general listed and general composite pack - the application

type will be displayed when the draft application has been
validated e.g. New, Grouping, Variation or ARTG correction.

For assessed listed and assessed composite pack - you will
need to select the application type from the drop down menu.

Payment exemption number Enter a payment exemption number, if applicable, to notify TGA
that payment is not required.
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Registration tab

Field Description

Product name Enter the name of the product. This is the final product name
that will be used if the product is listed on the ARTG.

Product code Select the product code from the drop down list.

For further information, see Preparing to make an application.

Export names Select the ‘Add’ button to add export names.

To remove export names, select the box beside the name you
wish to remove and the ‘Remove’ button.

Multiple export names can be added to a product.
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Manufacturers tab
Adding a manufacturer

1. Select the ‘Add’ button to open the ‘Manufacturer Details’ form:

- Manufacturer Details

Manufacturer: 2 Australian Overseas

Context: @ MName ) Manufacturer ID Licence ID

Enter part/all of 8 manufacturer’s name or id, then click Search

&) Search || |4 Close

2. Select the location of the manufacturer; either ‘Australian’ or ‘Overseas’.
3. Select either ‘Name’, ‘Manufacturer ID’ or ‘Licence ID’ for the search criteria.

4. Enter all, or part of the information and select the ‘Search’ button.

NOTE: If not enough information is entered, an error message stating ‘Too
many entries found. Please refine your search’ will appear.

5. Select the required ‘Manufacturer name’ from the drop down list.
6. Select the ‘Manufacturer location’ from the drop down list.

7. Select the steps performed by the manufacturer and ‘Save’ to return to the manufacturing

tab.

NOTE: The following five manufacturing steps are compulsory:
* Manufacture of dosage form
* Packaging and labelling
* Release for supply
* Testing: chemical and physical testing
* Testing: microbial testing
Each step can be undertaken by more than one manufacturer.
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Products tab

Field Description

Route of administration Select the ‘Add’ button to enter the route of administration.
Multiple routes of administration can be entered.

Dosage Form Select the dosage form from the drop down list.
Container type Only required when the formulation contains ingredients
. which have been restricted to a ‘container type’, ‘closure’ or
Container volume e
size limit’.

Container closure . . .
Information can be entered into the correct field or selected

Container condition from a drop down list.

Maximum single dose Only required when restrictions apply. Enter the formulation’s

Maximum daily dose recommended maximum single or daily dose.

Minimum weight of divided Only required when using a divided dosage form e.g. tablet
dosage form and the formulation contains restricted ingredients.
Ingredients

1. Select the ‘Add’ button to open the ‘Ingredient details’ form:

Ingradient Details

Search Formulation Type: " @ pctive Excipient

Search Ingredient Role:  * @ Standard O Homoeopathic © Proprietary Ingredisnt
Search By: 2 Hame [ Proprietary Ingredient by ID

Ingredient Hame: Search

Ed close

2. Select the ingredient type, ingredient role, and enter the ingredient name.
Proprietarylngredients can be searched using their ID number.

3. Enter all, or part of the ingredient name and select the ‘Search’ button.

Ingredient Details

Ingredient Name: *  Ascorbic acid
Formulation Type: Active
Ingredient Role: Standard
Ingredient Type: AAN

Ingredient Quantity:

Equivalent: | Add || Remove |

|@Help | | Save | | Save & Close | EJ Close
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4. The ingredient will be populated or you can select from the drop down list.

5. Enter the ingredient quantity and units from the drop down list.

6. Save and Close.

NOTE: Proprietary ingredients

Formulation details of ‘Proprietary Ingredients’ are published on the
‘ARTG public summary’. Active and Excipients are listed separately but in
alphabetical order. and Active with quantities and equivalents..

‘Active Proprietary Ingredients’ require ingredient quantities to be entered.
Some excipient ‘Proprietary Ingredients’ such as flavours, fragrances and
printing inks also require quantities to be entered, as the following limits apply
to the final formulation:

* Flavour - 5%
* Fragrance - 1%
* Printing Ink - 0.1%

The following options are available in the ingredient details form. Note that only those fields
applicable to the particular ingredient will be displayed.

Field Description

Ingredient name Select the ingredient from the drop down list.

Formulation type These fields are automatically populated based on the
ingredients selected.

Ingredient role
Ingredient type

Proprietary ingredient ID

Ingredient quantity Ingredient quantities are required for all active ingredients.

Excipient ingredient quantities are currently not required unless
they are AHNs or have restrictions.

Enter the ingredient quantity and select the appropriate unit.

Equivalent There are two instances where equivalents are used:

Equivalent dry or fresh herbal material where the ingredient is a
herbal preparation such as an extract, decoction or tincture.

Mandatory components which are required to be declared in the
application.
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Field

Homoeopathic ingredients

Ingredient name

Description

Select the ingredient from the drop down list.

Potency

Enter the potency of a homoeopathic ingredient.

Label name & potency

Enter the label name and potency values of a homoeopathic
ingredient.

Diluent

Select the ‘Add’ button to add a diluent to the ingredient. Select
appropriate diluents from the drop down list and enter the
percentage. Multiple diluents can be added.

Select the ‘Diluents are not present in the final product’ box if
applicable.

Reference

Select the homoeopathic reference from the drop down list.

Essence ingredients

Concentration of mother
substance

Applicable when the ingredient role is ‘Essence’. Enter the
quantity and select the unit from the drop down list.

Manufacturer method

Applicable when the ingredient role is ‘Essence’. Select the
manufacturing methods from the drop down list.

Ingredients of human or animal origin

Ingredient of human or
animal origin

Applicable to AAN or ABN ingredients.

A preclearance certificate issued by the TGA’s Scientific
Evaluation Branch may be required.

Animal origin

Select the country or countries of origin for the ingredient from
the drop down list.

Animal type

Select the animal the ingredient is derived from the drop down
list.

Animal part

Select the part of the animal from which the ingredient is derived
from the drop down list.

Listed medicines application and submission user guide
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Field

Description

Australian Herbal Name (AHN) ingredients only

Plant part

Select the plant part from the drop down list.

Plant preparation

Select the plant preparation from the drop down list. Changing
plant preparation may cause values in other fields to be
automatically updated.

Equivalent preparation

Select the appropriate equivalent preparation from the radio
buttons if required.

Equivalent quantity

Enter the amount of equivalent preparation to be used in the
ingredient. Select the unit from the drop down list.

Final preparation ratio

Enter the final preparation ratio. The ratio will reverse
depending on the preparation type selected.

New ratio

Applicable when the ingredient ratio requires updating. Enter
the new ratio value then select the ‘Update’ button to the right of
the ratio field.

Preparation steps

Select the ‘Add’ button to add a preparation to the ingredient.
Multiple preparation steps can be added.

Plant preparation: Select the plant preparation from the drop
down list. This will automatically default to the plant preparation
value previously selected on the parent ingredient page.

Preparation ratio: Enter the ratio values if different to the
original ratio entered on the parent ingredient.

Plant preparation step: This is automatically generated by the
system.

Solvents: Select the ‘Add’ button to add a solvent. Multiple
solvents can be added. Select appropriate solvents from the drop
down list and enter the percentage.

The total percentage must equal 100%. Select the ‘Remainder
water’ box if applicable.

Remaining restricted solvent

Required if solvents are restricted. The solvent to be added must
be the same as those used in preparation steps previously
completed.

Select the ‘Add’ button to add a ‘Remaining restricted solvent’ to
the ingredient. Multiple solvents can be added.

Residue Quantity: The upper limit (maximum amount) of solvent
allowed in the specifications for the ingredient.

Carrier A carrier is an excipient ingredient which may be included in an
herbal ingredient. Select the ‘Add’ button to add a carrier to the
ingredient. Multiple carriers can be added.
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Indications

When creating a new general listing or composite pack you must select your indications from
the list of ‘permitted indications’ which is contained in the Therapeutic Goods (Permissible
Indications) Determination. For more information, please see the Permitted indications in listed
medicine guidance.

When creating a new assessed listed or assessed composite pack it is compulsory to enter a
specific indication. Specific indications are intermediate level indications that exceed the
permitted indications list but are not high level indications. Indications contained in the list of
permitted indications can be entered but are not mandatory. For more information, please see
the Assessed listed medicines evidence guidelines.

When creating a medicine kit listing, specific indications are compulsory. Permitted indications
cannot be entered.

As a sponsor of a listed medicine, it is your responsibility to ensure that your
product meets all the requirements for listing, including (but not limited to)
holding evidence for all indications for your medicine. Similarly, you must hold
evidence for all advertising claims you make, including the permitted
indications for your advertised medicine.

Adding a permitted indication

For more information on Permitted Indications, please see the Permitted indications in listed
medicines guidance.

1. Select the ‘Add’ button.

Permitted Indications: * Add || Remave

Indication Requirements

2. Select the ‘Evidence type’ you hold to support your indications using the radio buttons. The
results returned will be different depending on which evidence type you select.

a. For ‘Scientific evidence’ select the ‘Scientific’ radio button and click ‘Search’.

| Permitted Indications

Evidence type: * @ scientific O Traditional
Permitted indication: s |

| Time of use:
Population:

@ Help || [ Save || (o Save & Close ||F Close

When ‘Scientific evidence’ is selected, only indications which can supported by ‘Scientific’
and ‘Scientific and Traditional’ evidence will be returned in your search.

b. For ‘Traditional evidence’ select the ‘Traditional’ radio button. A ‘Context qualifier’
box will appear.
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1 Permitted Indications

Evidence type: * O scientific
Context qualifier: *

| Permitted indication: = | Search
Time of use:
Population:

@ Help || o] Save || (o] Save & Close || [ Close

You need to enter a ‘Context qualifier’ that specifies the traditional paradigm for the indication.
Click the drop down arrow on the right hand side and make a selection from the drop down list
and ‘Save’.

The search results are dependent on your ‘Context Qualifier’ selection:

* For all traditional indication contexts qualifier, no indications which must be supported by
‘Scientific’ evidence will be displayed.

» Ifyou select the Ayurvedic medicine Context qualifier, only indications which can be
supported by ‘Ayurvedic’, ‘Traditional’ or ‘Scientific and Traditional’ evidence will be
returned.

» Ifyou select the Traditional Chinese medicine Context qualifier, only indications which can
be supported by ‘Traditional Chinese Medicine’, ‘Traditional’ and ‘Scientific or
Traditional’ evidence will be returned.

Selecting the Traditional Chinese medicine Context Qualifier will also allow
you to add a TCM Pattern qualifier. This is explained at Step 7.

* For all other traditional Context Qualifiers, only indications which can be supported by
‘Traditional’ or ‘Scientific and Traditional’ evidence will be returned.

3. Select the ‘Search’ button and you will be taken to a new screen to search for permitted
indications.

Permitted Indications
Show only "parent indications’ that refer to a disease or condition [

Search: Keyword or Phrase Health Search

(@ Help | | 5 OK

Note the permitted indications search field includes an option to ‘Show only
‘parent indications’ that refer to a disease or condition’. This is for use when you
want to link symptom indications to a disease/condition. Refer to How to link
indications.

You can search for Permitted indications by:

* Keyword or phrase, e.g. ‘energy’;
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Body part/system, e.g. ‘heart’;
Code, e.g.'CVHEHE-G-MS'.

Select a Search category, enter your search criteria in the second box and select ‘Search’.

4,

Select the drop down arrow beside the ‘Permitted Indication’ box to display the permitted
indications that meet your search criteria. Choose a Permitted indication from the drop

down menu and ‘Select’.

Permitted Indications
Show only 'parent indications' that refer to a disease or condition [_]
Search:

Keyword or Phrase energy

BDEMRE-G-EF — Helps enhancel/promote body energy resewes|

Search

® Select

@ Help | | & OK

The permitted indication and relevant requirements will be displayed below the search bar.
The system will take a moment to search for any applicable indication requirements. During

this time the following screen will appear.

“ Processing Selection
Please wait...
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If the indication has Requirements, an acknowledgement will also appear.

Search:

Indication:

Requirement{s):

Permitted Indications

Search

Helps enhance/promote body energy reserves

Procuct presentation must not imply or refer to imply chronic fatigue
sy ndrome

Acknowledgment:

By chcking on the 'O button you acknowiedge that you have read
and you are aware of the requirements redating to the use of the
selected indications in listed medicines

&l Help | | oM OK

To add the indication, select ‘OK’ and you will be taken back to the previous screen.

Note: that by selecting OK, you are acknowledging that you have read and are
aware of the requirements relating to the use of the selected indications.

6. You can choose to add optional qualifiers from drop down lists to align with the evidence
you hold. The three optional qualifiers are described in the table below. Note that the
optional qualifiers can be selected before or after the indication has been chosen.

Optional qualifiers Description

TCM pattern This will only be available for selection if a Traditional Chinese
medicine Context qualifier was selected.

Time of use Indicates the time of therapeutic benefit for the medicine, e.g.
‘after exercise’.

Population Specifies the target population for the medicine, e.g. ‘in healthy
individuals’.

Permitted Indications

Evidence type:

Context qualifier:
Permitted indication:

TCM pattern:
Time of use:

Fopulation:

" () scientific @ Traditional

*  Traditionally used in Chinese medicine to

" Dispellexpellextinguish/disperse/clear Wind Heat
infof extermally contracted YWind-Heat pattern
at night

in adults

© Help || 4 Save || i Save & Close ||[3 Close

When you have selected your optional qualifiers from the drop down lists, select ‘Save & Close’.
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Linking permitted indications

You have the option to link certain indications to specify the symptoms of a condition/disease, to
align with the evidence you hold.

Parent indications (that can have other indications linked to them) are usually those that include
the term ‘symptoms of . The indication code of a parent indication ends in -PR’. When you select
a parent indication, you will be given the option to link symptom indications to it. If an indication
is selected that does not have a code that ends with ‘PR’ there is not an option to link it to
another indication.

Note that parent indications and symptom indications can be included in your
ARTG entry as standalone or as linked indications.

1. Follow steps 1 to 2 under How to add a permitted indication. At Step 3 your search can be
filtered to show only those indications that can be used as parent indications. Select the box
next to the words ‘Show only ‘parent indications’ that refer to a disease or condition”:

Permitted Indications

Show only "parent indications’ that refer to a disease or r.bndiTi

Search: Searnch

) Help | | @ OK

2. Enter your search criteria and ‘Search’.

Only indications with the letters ‘PR’ at the end of the code appear in the list.

| Permitted Indications
Show only 'parent indications’ that refer to a disease or condition
Search:  Keyword or Phrase indigestion Search

‘Select |
[ GIINDC-G-PR — Decreaselreducelrelieve symbtoms of i'nd'igest-ionf-:':i;;spepslia " |
GIINNWV-G-PR. — Decrease/freduce/relieve symptoms of nervous indigestion i Help | | &% OK i

3.  When a parent indication is selected, a message will appear under the indication advising
that if you can link a symptom indication.

Fem il §mje, mimay

R
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To search for an indication to link to the parent indication, select a ‘Search category’, enter the
search criteria and ‘Search’. After selecting an indication from the drop down list, click ‘Select’.

Permitted Indications
Search:  Keyword of Phrase abdominal
| Sedect
GIINABB-G-OR ~ Detreasefreduce/relieve abdominal bloating/distention -
GINABE-G-RO — Helps reduce occumence of abdomnal bioating 1
GIHNABC-G-DR —~ Decrease/freduce/rebeve abdominal cramping 20 by aearching for
GINABFU-G-DR — Decrease/reduceelieve aboominal feelng of fullness
GINABG-G-DR - Decrease/reduce/relieve abdominal griping pain wealhc are
GINABPA-G-DR — Decreasereducereheve abdominal pain'discomfon
GINABS-G-DR - Decrease/reduce/relieve abdominal spasm i
GINABSP-G-RO - Helps reduce occurrence of abdominal spasm
BOWEAB-S-AA, - Aids/assists abdominal fal loss & read
BOWEAB-S-MS — Maintain/support abdominal fat loss fthe

& Hep | oK |

Note that the list of indications will not include any that have a code ending in
‘PR’ because a parent indication cannot be linked to another parent indication.

4. The linked indication will appear beneath the parent indication. If a linked indication has a
requirement that is different to the requirements already listed for the other indications
chosen, itis included in the ‘Requirement(s)’ section. If a requirement is the same as one
already listed, it will not be repeated in the list.

Permitted Indications
Search: | Search

Select

Indication: Decreasaireduceireliove symploms of indigestion/dyspepsia

You have seiecied & Farent mavcalion, I yod wish o ink symptom indicabons o it you c&n do 50 Dy searchung for
the indication and chcing “Sefed

Linked Indications:

e T—— [[] Decreasereducefrelieve abdominal bloating/distention
Requirement{s): Label stalement: If symploms persisl, seek the advice of a healthcare
professional
Product presentation must not imply or refer 1o gastio cesophageal
refiux disease (GORD)
Acknowladgment: By clicking on the "OK bution you acknowledge hat you have read

and you are asarg of the requiremeants relating to the use of the
selected indications in listed medicines

@ Heip || OK
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5. You can repeat the above steps to continue selecting indications to link to the parent
indication until the list is completed.

Permitted Indicabions
Sanrch: Search

Indication: Deciemamedu el sanploms of indgesion'dyspepsia
oo firee sevecled d Marend mdcation 1T you waa B Gk gengian Aadcetiond o i oo can Go 80 By seanchmg for
i iCadon And SECKIngG 'Baed
Linked Indicatians:
AR NEEANAT [ Decraseneduceeieve atdomina iealingdestention
[ Do reasasreduesarelieve abaominal cramging

[ Decreasevemueareheve aboominal pam/assomiond

Requirement|s): Lateat statemeant |f symploms persist. seak (he atvice of A healtheare
prafessianal

Product presentalion must not imply of neter 1o gastro cesophageal
L bt (G0N,

Acknowledgmenn Bry clicking on the ‘0K bulton you acknoatedoe thal you have e

and you and wane of the requsments feiating 10 the e of Ihe
SEEChed N ations in f5hed medicings

& belp | | R oK

6. Toremove alinked indication from the list, select the check box beside the indication and
‘Remove’. Any unique requirements for that indication will disappear from the
‘Requirement(s)’ list.

Permitied Indicatons

Seanch: Saarch
Salect

Indication: DI A RO TABVE SyTEALMS. of Magesan dspepsia

Yo AEVE SEECTET & Famnel Mocainn F you et Ao Enk Ryeioem IMICEions i § o0 can ot 30 Oy searnng v
T padicabod aned ciciang Seecr

"E\BS&!'E'DLIIE'TE‘I!‘H‘:' ahoorrinal Dioating ostenson

Deciepseredudereieve aboommal Crampng
| Decreasareducamsieve aboomanl paindiscorriorn

Reguiromant(s]: Labed statement If symploma persist, sock the Bdvice of a healthcare
pectessional
FrOOUET PREANEINON MLrs! ROt BMEdy OF IBIE7 10 gAsin oetnphageal
el destase (GORD)

Acknowledgment: By chicking on fhe 'O bution you acknowksoge Mat you have read
AN 0L AR are of The IsdpEremenis reiaing in e Use of The
Setey o] inchl ations & iled medcires,

& Heb | @ OK

Select ‘OK’ to finish and you will return to the previous window.

7. The parent indication is displayed in the window. You may choose to add optional
indication qualifiers to your parent indication.

Perrmilted indications
Evidence type: * Scientidic
Permitted mafication: Eox
Decreaseeduceiheleve symploms of idigestion'dyspepsia
Time of use; afler eatling
Fopalation: i aduilts
|{ies Help! || i Save || (o Save & Close
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Note that the same qualifiers apply to the complete set of indications (i.e. the
parent and linked indications).

8. Select ‘Save & Close’ to finalise the selection.

The set of indications selected are displayed in the application form. The parent indication will
appear with any qualifiers selected in Step 8. The linked indications are slightly indented.

Add | Remove |

Permitted Indication

[ Decreasefreducelrelieve symptoms of indigestion/dyspepsia after eating in adults
[0 Linked indication - Decreasefreduce/relieve abdominal bloating/distention

(] Linked indication - Decrease/reduce/relieve abdominal cramping

[0  Linked indication - Decrease/reduce/relieve abdominal pain/discomfort

Removing a permitted indication
One or more linked indications can be removed from the application by checking the box next to

them and selecting ‘Remove’.

Note: if you remove a parent indication that has indications linked to it, the
complete set is removed.

Permilted Indicaticn

Decreasefreducefrelieve sympioms of ind geston'dyspepsia after eating in adufts

Linked indi ation - Decreasemeducerelieve abdominal bioating/distention

!‘ Linked indication - Decrease/reduceirelieve abdominal pain‘discomfon

Editing a permitted indication
If you wish to edit a set of indications including adding more linked indications, click on the

parent indication.

Permitted Indication
[ ifecreaseireduceireieve symptoms of indigestion/dyspepsia after eating in adulis:

[  Linked indication - Decrease/reduce/relieve abdominal bloating/distention

[  Linked indication - Decrease/reduce/relieve abdominal pain/discomfort
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You can change the qualifiers for the set in this window or you can select ‘Edit’ to link more
indications to the parent indication.

Permitted Indications
Evidence nype:
Permined indication:

Time of use:

Popilation:

* Scientific

&

Decreasaeducaireieve symploms of indigestionidyspepsia
afer eating

In adulls

§d Help || o Save | o Save & Closa

Linked indications have the same qualifiers as the parent indication. If you select a linked
indication the same window opens as for the parent indication, but the ability to edit the

qualifiers is disabled.

Permitted Indications

Evidence type:
Permitted indication:

Time of use:

Population:

* Scientific
* Decreasefreduce/relieve abdominal bloating/distention

|3 Close

Using permitted indications multiple times

An indication can be used multiple times in an application:

* Aparentindication can be added to the application as a stand-alone indication, i.e. without
linking other indications to it.

* Anindication that cannot be used as a parent indication could be linked to multiple parent

indications and/or used as

a stand-alone indication.

Permitted Indication

U] Decrease/reduce/relieve symptoms of indigestion/dyspepsia after eating in adults

O  Linked indication - Decrease/reduce/relieve abdominal bloating/distention

[ Linked indication - Decrease/reduce/relieve abdominal pain/discomfort

[ Decreasefreduce/relieve abdominal bloating/distention

U] Decrease/reducelrelieve symptoms of indigestion/dyspepsia at nighttime in elderly individuals

] Linked indication - Decrease/reducelrelieve excess intestinal gas

Adding a Specific Indication (assessed listed medicines only)

1.

2.

Select the ‘Add’ button.

Specific Indications: : | Add || Remave |

Enter the specific indication and Save.

Multiple specific indications can be added by selecting the ‘Add’ button.
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Warnings
Note: All requirements (including required label and warning statements) for
permitted indications will be pre-populated. Sponsors are required to
acknowledge these requirements before being able to validate.

To add a Warning:

1. Select the ‘Add’ button to open the form.

2. Typein key words for the warning and ‘Search’ or the ‘Enter’.

Wamings

Search For: Search

j Type the warning code , a word, or a phrase which appears in the
warning.

@ Help | [ Save || [ Save & Close | [ Close

3. Select the required warnings and press the ‘Save and close’ button.

NOTE: To add multiple warnings, select ‘Save’ and keep the warning box open,
allowing the selected warning to be added and a new warning search to be
conducted.

Subsection 26B(1) Notification (general listed medicines only)

Applications for general listings must be accompanied by a notice, that a certificate under
section 26B(1) is not required to the effect that the applicant is not marketing (does not propose
to market) the therapeutic goods, in a manner that would infringe a valid claim of a patent in
relation to the goods. For more information, see Australia-United States Free Trade Agreement.

Subsection 28B(1) Notification is mandatory for general listed and general
composite pack applications and must be completed before an application
can be validated and submitted.

This notification will not appear for an assessed listed or assessed composite
pack application. You must complete a separate form about the certificate or
a notice that a certificate under section 26B(1) is not required form and
submit with your supporting information.

To add a Subsection 26B(1) Notification:
1. Select the ‘Add’ button
Answer the questions by selecting either ‘Yes’ or ‘No’ radio buttons for the following questions:

* Areyourequired to submit evidence or information to establish the safety or efficacy of this
listing application?

Usually, the answer to this question is ‘No’.

* For the purpose of subsection 26B(1) you are notifying the Secretary that a certificate under
subsection 26B(1) is not required for this application.

Usually, the answer to this question is ‘Yes’.

2. Select the ‘Save and Close’ button.
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Supporting information tab
This tab will only be displayed for:

» assessed listed medicine and assessed composite pack applications

* 9D(1) variation requests for a general listed medicine and general composite pack
applications.

Supporting data can be attached to the application or sent separately.

1. Select the Supporting information tab:

Therapeutic Goods Administration | eBusiness Services

Assessed Listed Application

Application | Registration | Manufacturers Products Supporting Information | Other Regulatory Requirements

2. Select how the supporting data will be provided:
a. Send separately

i.  Selectthe ‘To be sent separately’ radio button.

Supporting data will be provided as a single zipped file and is: O Attached To be sent separately

b. Attach to application
i.  Select the ‘Attached’ radio button

Soppodng Aals will ba o reded ot @ single [ppsd e aad i 1w b [Ty e —
add

AfwrhraniHame Danirmant Decrapben Cremed By (1]

o) ERITH OGS B Die

ii. Select the ‘Add’ button

iii. The Attachment Details window opens:

Anachmieot Detmly

DancTipson:

Sappariag I— .
[ —— Browas...

b veip ol Seve &0 ] Ot

iv. Enter a description.
v. Select the ‘Browse’ to search for the file.
vi. Selectthe ‘Save & close’ button.

The documentation will appear in the Supporting information window.

Note: Supporting documentation is mandatory for L(A)1, L(A)2, L(A)3,
L(A)C1, L(A)C2 and general listed 9D (1) variation requests.

Only a single zipped file can be uploaded.

Removing an attachment
1. Select the box on the left hand side of the documentation.

2. Select the ‘Remove’ button.
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Other regulatory requirements tab

This window contains other general information and regulatory requirements applicable to the
application. Information will be displayed after successful validation.

This tab contains important regulatory requirements that must be
considered prior to submission.

Changes made tab

This window will display information relating to the changes that you have made in this
application following validation of a change application.

You should review this tab prior to submitting to ensure that all intended changes have been
made and are correct.

Example of changes made tab

Application | Registration | Manufacturers | Products | Other Regulatory Requirements | Changes Made

Changes Made
Component - Formulation 1 : Route of Administration: Topical has been added.
Component - Formulation 1 - Component: Pyridoxine has been added for the Excipient Ingredient: Pyridoxine hydrochloride

Permitted Indications: Maintain/support energy levels has been added.

Varying or changing an existing product

All changes can be made to your product through the TBS Portal. Multiple changes can be made
to the same product within a single application, unless it is a 9D(1) variation request.

For general listed medicines, changes made to an existing entry may result in a number of
validation outcomes

These types of changes are:

* ARTG Correction

* Variation

e Grouping

* New (with a new AUST L number).

For assessed listed medicines, the application type is determined by the user by selecting the
application type from a drop-down menu.

For further information on product changes, please consult the Changing a listed or assessed
listed medicine: application levels and change tables

Once you have logged in, select the relevant application type, for example ‘General Listing’ from
the drop down menu within ‘Applications’.

Changes can be made to all application types.
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[ Apphcatons »

Adverse Event Reponing
Medicins Adversa Event
Medical Device Indident
Reporting

Medicine Shortages
MNaotification

Submizsion

Non-Prescription
Medicines
NOnN-ETESCriphon Medine

MNon-Prescrphon Compasss

$ Financals

annual Charge Exempticn
Manageé my entnas

Export Only Medicine

Expuont Cenecates
LEEtabie Product (CLP)

Fhammaceutical Pig

o
E Documenls =

‘ Your TGA =

Biologicals

Hachogec al Application
Submission
ManuTaciurers
Certification Ap |
Clearance Applicatic
Declaration

EEnce ARPICaton

Prescription Medicine
DesgnationiDelermination
Desgnaticnesemination

Listed Medicine
Genaral Listed
As5e5500 Lisked
General Composite Pack

Subsiance Evaiuation
Medicina K

Change Mumipie Curment
Listings

binddication and Cualifier
applcalion

e Fack

Clinbzal Trials

Chinical Trial Notficatian
SUDMEsssin

Medical Devics

Cvic 0TS Application
Class NAIMD Variaton
Ciass 1-3 In-house VD

Taciurer Evidénce

(Y ASSessmeant

s CPRY Label Information
Change Mulliple ARTS Exemgt Product (CEP) Py iS5Son .‘.j.:mmﬁ.:ﬂn
Enlrig Submission Singhe Medicine Application e Regulatory Actions
Substance Evaluation Export Qindy Composie Patk Apphcation ARTG entry Cancellation
Submissian Salely for Expon \aniation

Certificaes

WL Qi Fage Subemission

Application information

On the ‘Application’ tab select ‘Change a Current ARTG entry’ radio button and enter the
AUST L or AUST L(A) number and ‘Search’. This will populate your application with product
details from the AUST L or AUST L(A) you have entered. A number of other fields will appear
under this relating to the change application

For assessed listed medicine and assessed composite pack applications, this includes:
* Description of changes
* The following have the potential to impact efficacy. Are there any changes to these aspects?

— Aspects include: indications, marketing claims, directions for use, maximum daily dose
or maximum single dose*, route of administration, quality or concentration of
excipient ingredient or any other ingredient details* (but not different ingredient,
quantity or concentration)

*  Are you submitting:

— Efficacy data, a justification for not providing efficacy data or no data/justification as the
change does not have the potential to impact efficacy.

* Isthis a correction of an error under section 9D(1) of the Therapeutic Goods Act 1989 (the
Act)?

* Do you need to provide an updated label?
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Therapeutic Goods Administration | eBusiness Services Status: Draf Applicat

Assessed Listed Application T Ty _

Application | Registration | Manufacturers | Products Supporting Information | Other Regulatory Requirements

Hisapphcainaisie: Create a new ARTG entry '® Change a current ARTG entry

AUST L(A): | Search

Description of changes: "

The following have the *
potential to impact

efficacy. Are there any
changes to these

Yes No
The following have the potential to impact efifcacy. Are there any changes to these aspecis?

= Indications

aspects? - Marketing claims
= Directions for use
= Maximum daily dose or maximum single dose*
= Route of administration
- Quality or concentration of excipent ingredient
« Ingredient details* (but not different ingredient, quantity or concentration)
*Refer to the Change Table as some changes fo these aspects cannot be made fo an existing
medicine and MUST be a new ARTG enfry.
Are you submitting: "
Is this a correction ef an  *
error under section 9D(1) Yes No
of the Therapeutic
Goods Act 19897
Do you need to provide % Yes No

an updated label?

For general listed medicine and general composite pack application this includes:
* Isthis a correction of an error under section 9D(1) of the Therapeutic Goods Act 19897

— Ifyou answer ‘yes’ to this question, you will be required to provide a ‘Description of
changes’ and a ‘Contact person’ if we need further information.
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Therapeutic Goods Administration | eBus

General Listing Application

Application | Registration | Manufacturers Products Other Regulatory Requirements
* Always Reguired * Required under certain conditions
Applicant Name: =
Billing Address: -
Regulatory Correspondence *
Address:
Is this Application in response to a O Yes ® No
Section 3072 Ifit is, enter the AUST L you are responding to:
This application is to: O Create a new ARTGentry ® Change a current ARTG entry
AUSTL: Search
Is this a correction of an error * OYes ® No
under section 9D(1) of the
Therapeutic Goods Act 19897
Submission Cost: $0.00
Paym ent Exem ption Num ber:

Making changes

The application will be populated with the information on the Registration, Manufacturers and
Product tabs from details in the ARTG. You will need to update this information where relevant
to reflect the intended ARTG entry.

Once the necessary changes have been made, select the ‘Validate’ button.

This will compare the information in the entire application against the previous entry and the
system rules that reflects regulatory requirements. For example, requirements relating to the
use of an ingredient such as a concentration limit. This may result in validation errors which
need to be addressed prior to submitting the application.

Changing a manufacturer

Remove a manufacturer:

1. On the Manufacturers tab, select the box on the left hand side of the manufacturer name you
intend to remove.

2. Select the ‘Remove’ button.

Add a manufacturer:

* Follow the steps outlined above under Navigating through an application - Manufacturers
tab.
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Change the steps of an existing manufacturer:
1. Onthe Manufacturers tab, select the name of the manufacturer you intend to change.
2. The Manufacturers Details box will open.

3. Select or unselect the steps you wish to add or remove.

Application | Registration | Manufacturers | Products | Other Regulatory Requirements | Changes Made

* Always Required * Required under certain condifions

Manufacturers: - | Add ” REToie J
IVanufacturer Manufacturing Steps Location
TGA Manufacturer Manufacture of dosage form

Testing chemical and physical
Testing microbial

Packaging and labelling
Release for supply

Manufacturer Details

Name:

Manufacturer Site:

Steps performed by this ’ Manufacture of dosage form
manufacturer:
Packaging and labelling
Release for supply
Secondary packaging
Testing chemical and physical
Testing: microbial testing

‘ @ Help H d Save ‘ .E New Search H B Close
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Actioning a returned application

Submitted applications may be returned to the applicant if there is incorrect or missing information,
in certain circumstances.

Application types which can be returned are:
e 9D(1) variation applications for both listed and assessed listed

e Assessed listed applications

When an application is returned to the applicant, the TGA will email to the applications contact
officer to advise of the reason(s) the application has been returned.

The returned application will appear in the TBS portal in your ‘Drafts’ section and will be highlighted
in red.

Viewing 32 of 51 entries: Page 1 of 2 (in 1994 ms)

Approval Area: | Listed Medicines V|
Sponsor: |A\| Sponsors V|
Filter on: | Identifier V| for || | m
Date = Identifier Client Information Sponsor
= Reference
=] %21-04- LM-2021-CP-00147-1  Returned by TGA: Application title

You can make the required changes, validate and submit your application.

Note: There is no fee for resubmitting a returned application. If when
validating a returned application, the system states there is a fee to be
paid, please contact Complementary Medicines, before submitting the
application.

Note: A returned application cannot be copied or deleted.
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Medicine kit applications

A medical kit is made up of individual components that are already listed, registered or excluded
from the requirements to be in the ARTG. They are defined in the legislation under section 7B of
the Act.

Completing a new medicine kit application

1. From the TBS portal, select ‘Create applications and submissions’, ‘Listed medicines’,
‘Medicine Kit’.
2. Complete details in the ‘Application tab’, ‘Registration tab’ and ‘Manufacturers tab’.

a. The ‘Product code’ will be populated with ‘Drug Kits’.

Products tab

There are three types of medicines that can be added to a medicine kit:

* Exempt goods which are excluded from the requirements to be in the ARTG;
* Listed medicines -general listing and /or assessed listings;

* Registered medicines.

[xempd ! Listed | Registered
Hedicine;

hdd ¥ | Remave
Add Listed | Regislered Hedicing

Exempt Nediang

ndications: A3c || Remave
Warmings: a3c || Remove
Subsection 258(1) Nctificaton * [iad

Add a listed, assessed listed or registered medicine
1. Select the ‘Add’ button for the ‘Exempt/Listed /Registered medicine’field.
2. Adrop down list will appear. Select ‘Add Listed/Registered medicine’.

3. The Medicine Details window will open. Enter the AUST R, AUST L(A) or AUST L number
and ‘Search’.

"

Medicine Details

Medicine AUST R, AUST L{A} or
AUST L:

* Search

@ Help | k4 Close
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To add an exempt medicine (such as a bandage)

1. Select the ‘Add’ button for the ‘Exempt/Listed/Registered medicine’ field.
2. Adrop down list will appear. Select ‘Exempt Medicine’.

3. The Medicine Exempt Details window will appear.

Medicine Exempt Details x |

Exempt Medicing:

&2 Help || i Save | i Save & Close || E4 Close :

4. Enter the name of the exempt medicine and ‘Enter’ or ‘Save and Close’ to return to the
application.

To add multiple exempt medicines, you may select ‘Save’ and keep the
medicine Exempt Details window open, allowing you to enter additional
exempt medicines.

Composite pack

A ‘Composite pack application’ is used for medicines that are to be sold together in one package,
where the medicines are either combined before use or administered in a particular sequence,
for a single treatment or course of treatment. They are defined in the legislation under section
7B of the Act. ‘General Composite pack’ and ‘Assessed Composite Pack’ applications differ from
‘General listed’ and ‘Assessed Listed’ applications, only in that they require the addition of
multiple formulations in the same application. To complete a ‘General Composite Pack’ and
‘Assessed Composite Pack’ application:

1. From the TBS portal, select ‘Create applications and submissions’, ‘Listed medicines’,
‘General Composite Pack’ or ‘Assessed Composite Pack’.

2. Complete the ‘Application’, ‘Registration’ and ‘Manufacturers’ tabs as explained

previously.

3. For Assessed Composite Pack you will need to also complete the ‘Supporting Information’
tab.

Products tab

This tab will allow you to add multiple formulations which will make up a composite pack. A
minimum of two formulations are required. This section can be completed as previously
described. The only difference is in the ‘Component name’, which will be the name used to
distinguish each portion of the composite pack.
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Change multiple current listings application

The ‘Change multiple listings’ application allows for the same change to be made across a
number of currently listed medicines in very limited circumstances. The information
required under each tab varies from a‘General listing’ application.

This option is not available to assessed listed ARTG entries.

Application tab

The application tab in the ‘Change multiple listings’ application requires a ‘Change multi
listing name’ to be included.

Registration tab

To make a change to several ARTG listings, enter the AUST L numbers of the products to be
changed:

List of Medicines to be Changed

Medicine AUST L: " | Add || Remave
To add an AUST L:
1. Select ‘Add’, to open the search function.
Medicine AUST L 2|
Medicine AUST L: . Search |
Application Status; Draft ‘
@ Help [ Ed Close |

2. Enter the AUST L number and select ‘Search’.
3. Confirm that the details of the AUST L are correct and ‘Save.’

Manufacturers tab
The following changes can be made:
* Common manufacturing steps.

— Based on information generated from the selected AUST Ls, common manufacturing
steps will be displayed and can be changed.

* New manufacturers can also be added by selecting the ‘Add’ button in the New
Manufacturers field:

10 rereps Canernn

Change Mumple Listings Application

Corrron Wanra g et
e L o Pagiig ng ind Whatieg fo Harks Caen Misdsciueg LIS o0 Aderad s Senue £
Teazng merrabial far Herhs Cars Wanfacmiring Lid ac 10 bemess dmsus BR B
Tontinng thasianl asal phribcal ot sl Cary Mamalucierivg Lisl ar B4 beisrrsia o
Huteana for noppy for rarnal Care Manefactanng Lid a8 804 Afempra foerun BESSE
MR AT T o ik T8 107 AT Care MM L o M AT AT

e bmar acnurd E

[————r——— B || Teemrre
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Products tab

Common word/s (e.g. trade name) in a product name can be updated in a multiple change
application. However only in specific situations:

* A word/s can only be replaced by another word/s but it cannot be replaced with ‘blank’

* A word/s can only be replaced if it is common among all products entered in the application

Therapeific Goods Adminisiration | eBusiness Servicas

Change Multiple Listings Application

Application | Registration = Manufacturers Products Crther Regulatory Requirements
* Alwsys Required * Required under cariain conditions
Product Mame Text Replacement
Replace:

With:

Subsection 26B(1) Notification: Add
Electronizally nofify the Secrefary that the cerification requirements of Subsection 268 (1) do not apply o sn appiication.
An example for name change

1. Under the ‘Registration’ tab, add multiple products with a common word/s

Application | Registration | Manufacturers Products Other Regulatory Requirements

Note: Reqistration for the purposes of this form refers to 'listing’ @ medicing on the Australian Register of Therapeutic Goods.

* Always Required ™ Reguired under certain condifions

List of Medicines to be Changed

Medicine AUST L: Remove

AUSTL Product Mame Status
[l 279256 Trademark PROPOLIS 1000  Draft
[l 272855 Trademark ST JOHNS WORT Draft

2. Under the ‘Products’ tab make the required changes noting that you cannot replace a word
with ‘blank’

Application | Registration | Manufacturers | Products | Other Regulatery Requirements

* Abways Required * Required under certain conditions

Product Mame Text Replacement

Replace: Trademark
With: Brand Name
Subsection 26B(1) Notification: Remove
Declaration
For the purpose of subsection 26B(1) you are nofifying the Secretary that a certificate under subsection 26B(1) is not reguired for this application

3. Complete the 26B(1) notification, validate and submit

Note: When submitting a multiple change application, the applicable fee will
be applied to each product in the application. For example if there are three
products and the product names are being updated, you will receive a
grouping fee for each product.
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Validating an application

Once an application has been completed, it must be validated prior to submission.

To validate an application

Select the ‘Validate’ button which appears in the lower right hand corner of the application.

During validation, the application and all related sub-documents are checked against the listed
medicine business rules. If issues are found, validation results will be displayed on the right
hand side of the screen in the validation messages window.

Double-click on the validation message to open the section of the form the validation message

relates to and make the required corrections.

Cithad Rispulatony Reuarsesspnln

e e < Validabe 5 Ponl Preview |3 Clese

Vakdabon Reped af 14-Jun-2013 55 PU

Wabdaton Mossages
Diousle-cick 0 2 vakdalon message s pmo o he
Pt of Wi apORCHBOR TR Addda india

o inBCadong D S 30080 Yow mest have o
Ha3 Ol BN

Thig applcaton equnsl § omplited Sotgacon
288 (1] Noateatan

Each Formulabon S hive af Mk one acive
Ingredeend (Formutalion: Formataion 1

T Seplecalion requirs Tia llowing Mandfacienng
Siep(s]lo be declaned Paccaging and labeling

Relaase for sepply, Teshng chsmcal and '
Tabng sicroninl, Wb of S50u5

Admirniraiien | eBuskhen Sersioen

isting Application

Applicabion  Regisation = Manufaciursrs Products

Information Messages
Hertal Care Manufacuring Lid - MI-2013-L1-00138-1 - has condiions -nang

<Predous |

SRS Passed Validstion

Application Id:

Clhent Reference:

LA 300008511

Other Regulatory Requitéments

Proceaaio Submission

i Save ) Validze

| Print Preview  |0J Close
L
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Once all validation messages have been corrected, select the ‘Validate’ button. If no issues arise,
a successful ‘Application Validation’ message will be displayed:

Application Validation
This application successfully passed validation. Mo problems were detected.
Please review the additional information shown under the "Other Regulatory Requirements’ section.

Application Type: Mew (A new ALST L will be generated)
Submission Cost: $320.00

After reviewing the "Other Regulatory Requirements’ please press "Proceed to Submission’ to submit
the application or press "Save’to retain as a draft application.

This message includes the ‘Application type’ and ‘Submission cost’. Select the ‘OK’ button to
review the ‘Other Regulatory Requirements’. Once reviewed, select the ‘Proceed to
Submission’ button. If you do not wish to submit the application select ‘Save’ and the
application will remain in the ‘drafts’ window of the TBS portal.

Note: If the application validates in an unexpected manner, please contact
Complementary Medicines, and do not submit the application. Carefully review
all information within the application, including pop-up boxes, prior to
proceeding.

Applications are NOT submitted automatically after successful validation.
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Submission

Pressing the ‘Proceed to submission’ button after validation, will take you to the submissions
window:

| Aophcatcn ey Jarres_57438
-

Ty e
Make Listed Medicine

T

Submission

Suhentunion

Applaant BEURG AdDress:
Sponeor Name Fiter

Eliginle Applicatione

Edcise

Eligible applications must have successfully passed validation in order to appear in this window.
All application types are displayed including their product name, application ID, date/time of
validation, application type and associated fee.

Submissions can also be made from the TBS portal under ‘Listed medicines, Create
applications and submissions, Submissions’.

Submitting your application

1. Select the checkbox next to the application you wish to submit. The
‘Certification/Declaration’ will open:

Coticmandie: stan

& Ftaitead B StAREer D oot Mo Fut tehd et Aden Eubie ln Blim Balratite o Bt Stiednd iosheamont, (i e Disaiitr et B £3450 Be Sedarier
-]
it e Birsr
it gt 10 LEENBLLLTIN
o Rae:

tpomory bawrany Rere
Ay warpiss

i B Bt Bl B Pt seoraw B SRR 0 AT B S
Yotw ok il g = Ak T T Rt Sdisan whal S04 ACECOANRE BA
PO o f iy TR AN B osias
it o w B R £ i 1 B dunbls 1 Aucsiab e COLLIGIN Fiwehan 083 pix sl dn s e
T e “repulatices” s COLURR 4 o7 GOLLSVI § padaw e Tk Tharapeat Gaade Repuisbors T, 1 swangsg o Bk 1o
Pty oHR FaniEr S o il
COLImM | LU 2

iy o e e ok ZRE1HE] of 8 A Bie In scardeon siF wacor 23 Taan] e &d

BRI ETSTEIARE T MSORCTIGN I BCOPNS By M

4 Mgt e ared et b aiidldn QOO T i CerySig 1o st i joge (Boe SUE o

2. Read the Certification/Declaration. Select either the ‘Agree’ or ‘Disagree’ button.

Note: by clicking on ‘Agree’, you declare that the information given in the
application is correct.

The Certification/Declaration will be different for assessed listed and general
listed medicine applications.
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3.  Once you have agreed, the selected application will be highlighted. Repeat steps 1 and 2 to
add subsequent applications to your submission. All selected applications will be submitted

in a single submission.

Note: Only one application for assessed listed, assessed composite pack and
9D(1) variation for a general listed medicine can be submitted at a time.

4. Each of the applications selected for submission will display ‘Yes’ in the submit column

under ‘Eligible applications’:

TG P G 2 Preschs | Marne Sutwnd Ak ko el
Copy of Jarme's Wamm C ez LR 20] 3G -DOHE1 -1
Jamie's Vitsmin C Ve L8200 BB L0551 -1
Jamee's vitaemn C L2 3 GL 8501

5. Select the ‘Submit’ button in the bottom right hand corner. Successful submission will take

the submitter to the ‘Notification page’.

Apphcataon

Therapeutic Goods Adminksiration | eBUsiness Senices

Notification

Select the Print invoice option to obtain a copy of the invoice

James Blundell your submessson, LM-2013-00062-1, has been successiully submated to the TGA

Jarmie_57438

[

) Print Imvoice E Close

6. Select the ‘Print invoice’ button in the bottom right hand corner to print an invoice for this

submission:
2
5 J\l_mn!.hnl th_\_(__r_l_lmnl 3
- *  Department of Health
Therapentic Coods Adminitration
ABN: 40 939 406 804
Tax Invoice
Jamie's Nutrtionals Tax Invoice ONLO90S9
34 Cranberry Street Date of Issue 09072013
SYDNEY NSW. 2000 Invoice Tota 680,00
Client ID  Endquiries Phone Fan Contact Emal Address
57438 TGA Accounts Recervable (02) 62328228 (0262328222 accountsreci@iga gov.au
Identifier Description Unit Price GST Total
LM-2013-GL-00429-1 New (A new AUST Lwil  $680.00 $0.00 $680.00
be generded)
LM-2013-GL-00429-1 New (A new AUSTLwill  $.00 $0.00 $00
be generated)
LM-2013-GL-00429-1 New (A new AUSTLwil  $.00 $0.00 $.00
be generated)
s::;;mn Skt 30w axempt rom 0 5T undar Divison §1 of A New Tax Sysem (Goods & Senices Tm)Aa | Subtotal $630.00
! GS8T $0.00
Total $680.00

7. The invoice can also be accessed from TBS portal, in the ‘$My Finances’ window:

View all invoices & Work on drafts 5]

View submissions &
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Accessing help

Help is available from within the TBS portal and can be accessed by clicking the ‘Help’ link in the
top left corner on each page of the application. This will open help in a new window.

Email

For listed medicine applications and submission enquiries, please email
complementary.medicines@health.gov.au with as much information as possible, such as the
application ID and screenshots of any validation messages.

For questions about TBS related issues and access you can contact the TBS helpdesk on
ebs@health.gov.au.

Phone
You can phone Complementary medicines on 1800 020 653 or 02 6289 4627.
You can phone the TBS helpdesk on 1800 010 624.
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Preparing to make an application

Useful information for preparing your application can be found in the TBS portal under ‘Public
TGA information’. These include:

* Code Tables
* Ingredients
* Ingredients - Proprietary

¢ Indications for Listed Medicines

Code tables

The code tables provide terminology for use in product applications. Data in certain drop-down
lists in a listed medicine application is populated from Code Tables. Sponsors can view this
information prior to creating an application by selecting the ‘Code Tables’ in the TBS navigation
panel.

Ording Invoice Paymant
Code Tables
e Animal Crigin Ariimal Parts List Animal Preparaticn
Pty vord Mobfool x annex Houtes Apgroval Areas ATC Nordic Codes
Bio Descripiors Closure Code Container Cade
g ..
i Country Codes Davice Category Tarms Davice Class
ot
WL
Cosape Form Group cosage Forms Inactive standard incicathons
teip
Traiting
P Ingradiant Categery Ingredient Purpose Manufacturing Stepe
Eack to Husiness Fortal
Manufacturing Steps Group Motified Body Plant Parl

Codes Tables that are most useful for preparing a listed medicine application are:
* Product Code

* Dosage Form Group

* Dosage Forms

* Manufacturing Steps

* Manufacturing Steps Group

Note: The Code Tables display information for all type of applications e.g.
Listed medicines, Non-Prescription Medicines and Prescription Medicines.
Therefore some of the information found in the Code Tables is not applicable
to a Listed Medicine application.
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Product code

Select the product code that best describes the type of product being submitted from the drop
down list. Product codes that can be used in a listed medicine application are:

Type

Other Products

Description

The most commonly used product code
which is subject to all the standard
requirements under section 26A and
26AB of the Act.

There are no specific exemptions. Used
to list products that only contain
standard active ingredients, standard
excipients and proprietary ingredients.

Requirements

Must not contain
homoeopathic ingredients.

Sunscreens Only

Must only contain active
ingredients which are
specifically permitted for use
in sunscreen preparations.

Must comply with the
sunscreen standard

Homoeopathic
Products Only

There are no specific exemptions.

Used to list products that only contain
homoeopathic ingredients.

Must not contain standard
active ingredients.

Homoeopathic /
Other Combination
Products

There are no specific exemptions.

Used to list products that contain both
homoeopathic and standard active
ingredients.

Permitted to contain both
homoeopathic and standard
active ingredients.

Medicated Soap - Bar

As per Item 16 of Schedule 7 of the
Regulations, medicated soaps other
than liquid medicated soaps

Exempt from the operation of
Part 3 3 of the Act unless
supplied as pharmaceutical
benefits

Homoeopathic ingredients are
not permitted

Medicated Space
Spray

As per Item 16 of Schedule 7 of the
Regulations, medicated space sprays
where the medication consists only of
volatile oils and their constituents

Exempt from the operation of
Part 3-3 of the Act unless
supplied as pharmaceutical
benefits

Only permitted for use when
dosage form is ‘Nasal Drops -
Solution’ and route of
administration is ‘nasal’

Homoeopathic ingredients are
not permitted
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Type Description Requirements
Medicated Throat As per Item 15 of Schedule 7 of the Exempt from the operation of
Lozenge Regulations, medicated throat lozenges, | Part 3-3 of the Act unless
where the medication consists only of | supplied as pharmaceutical
volatile oils and their constituents benefits
either %1101’1(.2 orin combination with Only permitted for use when
ascorbic acid or its salts d ‘ )
osage form ‘lozenge’ and
route of administration
‘buccal, oral, or sublingual’
Homoeopathic ingredients are
not permitted
Uncompounded BP When used as a standard active Cannot be combined with
Substances ingredient, can only be supplied as an other ingredients and must
uncompounded medicine substance comply with a monograph of
packed for retail sale, and must comply | the British Pharmacopoeia
with an uncompounded substance that does not related to a
monograph of the British compounded substance.
Pharmacopoeia as in force or existing
from time to time.
Manufacturers

Listed medicines must be manufactured in accordance with Good Manufacturing Practice (GMP)
(unless they are exempt from manufacturing requirements).

You must ensure that your manufacturer has a licence or clearance for the steps of manufacture
required for your type of medicine and dosage form.

Manufacturing steps

There are six manufacturing steps that can be undertaken for a listed medicine application. Five
of these steps are mandatory. Each step can be undertaken by more than one manufacturer but
all five steps must be covered by a manufacturer.

Manufacturing step Mandatory

Manufacture of dosage form Yes
Packaging and labelling Yes
Release for supply Yes
Secondary packaging No
Testing chemical and physical Yes
Testing microbial Yes
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The system will not validate and consequently not allow the medicine to be listed if the
manufacturer does not hold a valid licence/certificate with the exact manufacturing step match,
unless they have been licenced for a manufacturing step group which contains the specific step.

Further information about what is covered by a particular manufacturing step group or dosage
form group can be found in the relevant TBS Code Table.

The following product codes are exempt from including manufacturers in the entry on the
Register under Schedule 7 of the Therapeutic Goods Regulations 1990:

* Medicated space spray;
* Medicated throat lozenge;

* Medicated soap bar.

Manufacturer’s licence or clearance — Product details

The product details of the manufacturer’s licence/clearance will designate the dosage form,
product category and manufacturing step.

For listed medicines and assessed listed medicines:

* The product category can be either Registered Therapeutic Good or Listed Therapeutic
Good;

* The manufacturing step must be one of the six described in the above manufacturing step
table or be a manufacturing step group that includes one of the six described steps.

For example, the ‘Finished Product Manufacturer’ group includes the following individual
manufacturing steps: ‘Release for supply’, ‘Secondary packaging’, ‘Manufacturer of dosage
form’, ‘Testing chemical and physical’, “Testing microbial’ and ‘Packaging and labelling’;

* The Dosage Form must be one of the Dosage forms described in the below Dosage forms
table or it can be a dosage form group which includes the dosage form that you intend to use
in your listed medicine application.

Dosage forms

The dosage form is the pharmaceutical form in which a product is presented for therapeutic
administration, e.g. tablet or cream. Select the dosage form that best suits the application being
submitted from the drop down list.

In an application for a GMP licence or GMP clearance, single or group items can be selected. For
example, the single dosage form ‘Liquids’ or the group dosage form ‘Liquids Group’.

Dosage forms that can be used in a listed medicine application are:

Short description Long description

Application Aliquid or semi-liquid preparation containing one or more active
ingredients intended for application to the skin.

Bar, soap A solid preparation derived from the action of a solution of alkali on
fats or oils of animal or vegetable origin and containing one or more
active ingredients in bar form.
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Short description Long description

Block

A solid (food) substance usually chocolate, serving as a vehicle for
one or more active ingredients.

Capsule, enteric

A capsule prepared in such a manner that the shell, or the pelletised
contents, resists the action of the gastric fluid but is attacked by the
intestinal fluid to release the contents.

Capsule, hard

A capsule with a hard shell consisting of two prefabricated
cylindrical sections one of which fits over the other. The active
ingredients are usually in solid form.

Capsule, modified
release

A capsule in which the rate or place of release of the active
ingredients in the gastrointestinal tract has been modified.

Capsule soft enteric

A capsule, the contents of which are liquid or semi-liquid. The shells
are usually thicker than those of hard capsules and consist of a
single part with an enteric coating.

Capsule, soft

A capsule, the contents of which are liquid or semi-liquid. The shells
are usually thicker than those of hard capsules and consist of a
single part.

Cream

A homogeneous, viscous or semi-solid preparation, usually an
emulsion, consisting of a solution or dispersion of one or more
active ingredients in low proportions in a suitable base.

Collodion

Aliquid preparation usually containing pyroxylin and one or more
active substances in a mixture of volatile solvents, usually ether and
ethanol, intended for application to the skin. When allowed to dry, a
flexible film is formed at the site of application.

Ear Drops,
emulsion

A dispersion of an oily liquid in an aqueous liquid either of which
may contain dissolved solids, in which the aqueous liquid forms the
continuous phase. Solids may be suspended in the emulsion.

Ear Drops, powder
for

One or more active ingredients in a dry form to be reconstituted for
use as ear drops

Ear Drops, solution

A liquid preparation composed of or containing one or more active
ingredients dissolved in a suitable vehicle.

Ear Drops, Aliquid preparation containing one or more active ingredients

suspension dispersed as solid particles throughout a liquid phase. In addition it
may contain other active ingredients which are dissolved.

Enema Aliquid preparation composed of, or containing, one or more active

ingredients for rectal administration.
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Short description Long description

Essential Oil Essential oil

Gel A semi-solid preparation usually consisting of a solution or
dispersion in a suitable base, prepared with the aid of a suitable
gelling agent.

Granules, Granules which evolve carbon dioxide when added to water. They

effervescent are intended to be dissolved or dispersed in water before
administration.

Granules, enteric- Granules which resist the action of gastric fluid but are attacked by

coated intestinal fluid to release the active ingredients.

Granules, modified | Granules in which the rate or place of release of active ingredients in
release the gastrointestinal tract has been modified.

Granules A preparation of one or more active ingredients usually in the form
of irregular particles 2Zmm to 4mm in diameter. Some granules are
intended to be dissolved or dispersed in water before issuing or
before taking; others are chewed or placed on the tongue and
swallowed with a draught of water.

Gum, chewing A preparation containing one or more active ingredients in a gum
base, to be chewed and subsequently discarded.

Herb, dried Dried plant or parts of plants including mixtures of such, used for
the extemporaneous preparation of infusions, decoctions or similar
preparations for therapeutic use by oral administration.

Inhalation, A preparation composed of, or containing, active ingredient(s)
conventional which when vaporised or dispersed in a suitable manner (eg. hand
actuated pump, nebuliser etc.) is intended to release the
constituents for inhalation.

Inhalation, powder | A powder preparation composed of, or containing, active ingredients
for which when dispersed in a suitable manner is intended to be self-
administered by inhalation via the nasal or the oral route for local or
systemic effect. It is usually inhaled in controlled amounts.

Inhalation, A metered dose preparation usually consisting of a solution,
pressurised suspension or emulsion of one or more active ingredients held
under pressure with a suitable propellant or a suitable mixture of
propellants. They are intended to be inhaled in controlled amounts
and are delivered by the actuation of an appropriate metering valve.
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Short description Long description

Inhalation A preparation composed of, or containing, active ingredients which,
when vaporised or dispersed in a suitable manner, is intended to be
administered into the lungs or into the nasal, paranasal or ethmoid
sinuses via the nasal or oral respiratory route. Inhalations may be
intended for local or systemic effect.

Insufflation A powder containing one or more active ingredients usually diluted
with a suitable inert powder. It is intended for introduction into the
ear, nose, throat, body cavities or wounds.

Liquid, Aliquid (or oily) preparation composed of, or containing one or

multipurpose more active ingredients intended for multipurpose use, e.g. aroma
therapy oils can be used for inhalation, topically or orally.

Liquids liquids

Liniment Aliquid or semi-liquid preparation composed of or containing one
or more active ingredients intended to be applied to the unbroken
skin with friction.

Lotion A liquid or semi-liquid preparation composed of or containing one
or more active ingredients usually intended to be applied to the
unbroken skin without friction.

Lozenge Lozenge: a hard, solid, single-dose preparation intended to dissolve
or disintegrate slowly in the mouth when sucked. They contain one
or more active substances usually in a flavoured base containing
sweeteners.

Mouthwash An aqueous solution of one or more active ingredients intended,
usually after dilution with warm water, for use in contact with the
mucous membranes of the oral cavity, including gargling.

Nasal Drops, A dispersion of an oily liquid in an aqueous liquid either of which

emulsion may contain dissolved solids, in which the aqueous liquid forms the
continuous phase. Solids may be suspended in the emulsion.

Nasal Drops, One or more active ingredients in a dry form to be reconstituted for

powder for use as nasal drops

Nasal Drops, A liquid preparation composed of or containing one or more active

solution ingredients dissolved in a suitable vehicle.

Nasal Drops, Aliquid preparation containing one or more active ingredients

suspension dispersed as solid particles throughout a liquid phase. In addition it

may contain other active ingredients which are dissolved.
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Short description Long description

Ointment A semi-solid preparation intended for topical use, usually consisting
of a solution or dispersion of one or more active ingredients in low
proportions in a suitable base, usually non-aqueous.

Oral Liquid, One or more active ingredients in a dry form to be reconstituted for

powder for use as an oral liquid.

Oral Liquid, Aliquid preparation composed of or containing one or more active

solution ingredients dissolved in a suitable vehicle.

Oral Liquid, Aliquid preparation containing one or more active ingredients

suspension dispersed as solid particles throughout a liquid phase. In addition it
may contain other active ingredients which are dissolved.

Oral Liquid A preparation usually consisting of a solution, a suspension or an

emulsion of one or more active ingredients in a suitable vehicle.
They are intended to be swallowed either undiluted or after dilution.

Paint, concentrated

A liquid which must be diluted with another liquid in order to
prepare a paint.

Paint, powder for

One or more active ingredients in a dry form to be reconstituted for
use as a paint.

Paint

A liquid preparation containing one or more active ingredients for
application to broken skin or mucous surfaces.

Paste

A semi-solid preparation for external application usually containing
a high proportion of finely powdered active ingredients mixed with
soft or liquid paraffin or with a non-greasy base made with glycerol,
mucilage or soap.

Pastille

Pastille: a soft, flexible, solid, single-dose preparation intended to
dissolve slowly in the mouth when sucked. It contains one or more
active substances in a flavoured base containing natural or synthetic
polymers or gums and sweeteners.

Patch, dermal

A system containing active ingredients which is affixed to the skin
and is intended to produce a local effect by diffusion of the active
ingredients to the skin.

Pessary,
compressed

A solid preparation, generally similar to an uncoated tablet, but
intended for vaginal administration. Also known as vaginal tablet.

Pessary, modified
release

A pessary in which the rate of release of active ingredients in the
vagina has been modified.
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Short description Long description

Pessary, moulded A solid preparation, prepared by allowing a liquefied mass to cool in
a mould of suitable size and shape. It contains one or more active
ingredients and is intended for vaginal administration.

Pessary, shell A solid preparation, similar to a soft capsule, but intended for
vaginal administration. Also known as vaginal capsule.

Pessary A solid preparation containing one or more active ingredients
intended for vaginal administration.

Pill A spherical or ovoid solid preparation containing a unit dose of one
or more active ingredients for oral administration.

Powder, dusting A finely divided powder composed of or containing one or more
active ingredients intended for application to the skin, mucous
membranes or wounds.

Powder, oral A finely divided powder composed of, or containing one or more
active ingredients for oral or nasogastric administration, generally
with water. The dose is obtained either by measuring a volume of
the powder or from an individual container e.g. sachet, paper tube
or vial.

Powder A mixture of solid, finely divided substances containing one or more
active ingredients intended for internal or external use.

Slice A thin piece cut from a larger portion of bulk raw material, usually of
herbal or biological origin.

Solution, powder One or more active ingredients in a dry form to be reconstituted in a
for suitable liquid for use as a solution.
Solution Aliquid preparation composed of, or containing, one or more active

substances dissolved in a suitable vehicle.

Spray, nasal Spray, nasal

Spray, pressurised | Aliquid preparation usually consisting of a solution, suspension or
emulsion containing one or more active ingredients held under
pressure with a suitable propellant or a suitable mixture of
propellants. They are intended for local application and are
delivered by the actuation of an appropriate valve.

Spray, solution Aliquid preparation for application after dispersion with a suitable
device other than aerosol.
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Spray, suspension

Aliquid preparation containing one or more active ingredients
dispersed as solid particles throughout a liquid phase. In addition it
may contain other active ingredients which are dissolved.

Spray A liquid preparation for application after dispersion with a spraying
device.

Stick, lip A solid preparation containing one or more active ingredients in
stick form for application to the lips.

Stick A solid preparation containing one or more active ingredients in
stick form.

Suppository, A solid preparation generally similar to an uncoated tablet, but

compressed intended for rectal administration.

Suppository, A solid preparation, prepared by allowing a liquefied mass to cool in

moulded a mould of suitable size and shape. It contains one or more active

ingredients and is intended for rectal administration, usually as a
single dose.

Suppository, shell

A solid preparation, similar to a soft capsule, but intended for rectal
administration, also known as a rectal capsule.

Suppository A solid preparation containing one or more active ingredients
intended for rectal administration, usually as a single dose.

Suspension, A finely divided powder composed of, or containing, one or more

powder for active ingredients to be reconstituted in a suitable liquid for use as a
suspension.

Suspension Aliquid preparation composed of, or containing one or more active

substances suspended in a suitable vehicle. It may also contain
dissolved active substances.

Tablet, chewable

A tablet with a palatable formulation designed to be chewed rather
than swallowed whole.

Tablet, dispersible

A tablet which rapidly produces a uniform dispersion in water and is
intended to be dispersed prior to administration.

Tablet, effervescent

A tablet generally containing acid substances and carbonates or
bicarbonates which react rapidly in the presence of water to release
carbon dioxide. It is intended to be dissolved or dispersed in water
before administration.
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Tablet, enteric A tablet covered with one or more layers of coatings intended to
coated resist the gastric fluid but permit disintegration in the intestinal
fluid.

Tablet, film coated | A tablet surrounded by a thin layer of various substances usually
polymeric in nature.

Tablet, gelatin A tablet surrounded by a layer of gelatin with or without other

coated substances.

Tablet, modified A coated or uncoated tablet in which the rate or place of release of

release the active ingredients in the gastrointestinal tract has been
modified.

Tablet, multilayer A compressed tablet comprising two or more layers of different
composition. The layers may be concentric (compressed coated) or

parallel.
Tablet, orally A tablet that is intended to disintegrate rapidly on contact with siliva
disintegrating in the mouth. Tablet, orally disintegration approved as a new dosage

form in AAN 00S 20/2002 meeting - 18 July 2002.

Tablet, soluble An uncoated tablet that is intended to be dissolved in water prior to
administration. The solution produced may be slightly opalescent
due to excipients used in the manufacture of the tablet.

Tablet, sugar A tablet surrounded by a layer of sugar with or without other
coated substances.
Tablet, uncoated A compressed solid preparation containing a unit dose of one or

more active ingredients for oral administration. The tablet is not
coated and not multilayer.

Ingredients of animal origin

All therapeutic goods containing products of animal origin must comply with the Ph. Eur general
monograph 1483: Products with risk of transmitting agents of animal spongiform
encephalopathies. The assessment for animal derived material must be against the principle and
requirements detailed in the Ph. Eur monograph, and can be conducted:

*  Forlow risk materials, by self-assessment; and

* For all other materials, by TGA evaluation.

Additional information can be found Transmissible Spongiform Encephalopathies (TSE): TGA
approach to minimising the risk of exposure.

You may need a pre-clearance prior to starting your application.
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9D(1) Variations

Subsection 9D(1) of the Act provides for variations to be made to an entry on a set of limited and
prescribed circumstances. These circumstances include where information included in the
register is incomplete or incorrect as a result of a mistake at the time of listing.

Before you apply, you should review the Changing a listed or assessed listed medicine:
application levels and change tables to identify the relevant change type. If the change type is a
‘variation’ or ‘correction’ for a general listed medicine, you should consider submitting the
change as a standard variation application (rather than a 9D(1) Variation) as this will be
approved automatically by the system and the feewill be equal to or less than the fee for a
9D(1) Variation.

Where a listing has been incomplete or incorrect at time of listing, you can apply online through
the TBS portal for a 9D(1) variation. Please ensure that all 9D(1) changes are made to your
product within this application via the portal.

As part of this application, you will need to provide the following information:

* A copy of the original signed and dated product specifications showing the formulation of
the medicine at the time of listing

» Evidence of how the mistake happened
* Advice of whether the product has already been manufactured and sold in Australia.

Once payment has been received, a delegate will review the changes made in the application, the
description of changes and the supporting documentation. If your application is approved these
changes will be written to the register.

Please note that your application will be assessed to ensure that your changes will not
compromise the safety, quality or efficacy of your product. The delegate will also need to be
satisfied that the changes do not mean that the good is separate and distinct to the manufactured
medicine (as per subsection 16(1A) of the Act).

What if  have other changes to make?

The delegate will only consider changes that meet the definition of subsection
9D(1) of the Act in this application. If you have other changes to make, please
submit them separately either:

* Dbefore creating the draft application for the 9D(1) Variation; or

» after the decision has been finalised for the 9D(1) Variation and has
written to the ARTG entry.

Please note: if a second draft variation application is created before the first
application has written to the ARTG entry, the second application will
overwrite changes in the first application.
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Trouble shooting in the TBS portal

The online listed medicine application and TBS portal successfully processes a large number of
applications each year; however, occasionally there are system errors that may occur from time

to time.

If an application is not behaving in a manner you expect (for example, a variation application
generates a new AUST L), please DO NOT submit the application. Instead, use this trouble

shooting guide below to investigate the issues.

If you are unable to rectify the issue, contact Complementary.medicines@health.gov.au. In your

correspondence please include the following:

* application ID (located in the top right corner of your application)

* screen shot of the validation messages

* details of the change(s) required.

Common IT issues

Issue Suggestion

When validating, there is an instant validation
error.

Stop the validation process and re-validate.

The system is responding slowly or a jumbled
screen has appeared.

Clear the cache in the web browser.

Internet Explorer: Press CTRL-SHIFT and click
on the refresh button in the address bar at the
same time.

Firefox: Press Shift and click on the refresh
button in the address bar at the same time.

Your application fails validation.

Read Validation error message carefully and
correct the application as per instructions in
the Validation message.

Double click on the validation error to be
directed to the field that is affected.

You may need to check the requirements if the
error is unexpected, for example the
Permissible Ingredients Determination.

The following system error message appears -
“www.ebs.tga.gov.au says: An error occurred
while updating some of the page...”

Try re-validating the application until the
message disappears. If not contact the TGA via
the above email.

When validating an application the following
error message appears stating ‘Warning X’
required, even though it has been added to the
application.

Delete ‘Warning X, save and validate the
application. Re-add ‘Warning X’, save and
validate the application.
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Issue Suggestion

You receive an automated email with a new
AUST L or AUST L(A) but if this number does
not appear on the Register.

Wait 24-48 hours for new AUST L or AUST
L(A) number to appear on the Register. After
this time, contact

Complementary.medicines@health.gov.au.

The validation message appears -
Manufacturer is not valid for dosage form.

The product dosage form must be an exact
match with the Manufacturer’s licence or
clearance or be covered by a dosage form

group.
For example, tablet film-coated is covered by

the dosage form group Solid Unit Dosage
Forms - Tablets.

For additional information refer to TBS Code
Tables or contact
Complementary.medicines@health.gov.au.

Your variation application generated a new
AUST L or AUST L(A) number.

In the Application tab check that the radio
button ‘Change a current ARTG Entry’ been
selected & the AUST L or AUST L(A) number
entered. Select the ‘Search’ button to pre-
populate the application.

If you have not changed anything it will
automatically validate as a ‘New’ application.

Check the Guidance on product changes to
ensure the changes you have made do not
warrant a ‘New’ AUST L or AUST L(A).

If you make two or more Grouping type
changes in the one application it is likely that a
‘New’ AUST L or AUST L(A) will be generated.

For additional information refer to Guidance
on Product Changes.

Your application has validated successfully but
when you click on ‘Proceed to Submission’ -
the ‘eligible application’ field is blank.

Ensure that the correct billing address and
sponsor name has been selected.

Your application does not appear in the
submission window.

After proceeding to Submission, if a window
does not appear advising you of the cost and
type of application, your application has not
been submitted correctly. You should attempt
to re-submit.

Your draft application has disappeared from
the system.

Unedited draft application will remain in the
system for 365 days. The system will
automatically delete it after this time.

To prevent this, open the draft and select save.

Listed medicines application and submission user guide
V5.1 July 2021

Page 57 of 59



mailto:Complementary.medicines@health.gov.au
https://www.ebs.tga.gov.au/
https://www.ebs.tga.gov.au/
mailto:Complementary.medicines@health.gov.au
https://www.tga.gov.au/publication/guidance-product-changes-elf3
https://www.tga.gov.au/publication/guidance-product-changes-elf3

Therapeutic Goods Administration

Version history

Version Description of change Author Effective date
V1.0 Original publication TGA August 2013
V2.0 Updated publication Complementary and OTC | March 2018

Medicines Branch

V3.0 Updated to include guidance on | Complementary and OTC | June 2018
linking permitted indications Medicines Branch

V4.0 Major rewrite and included Complementary and OTC | March 2019
assessed listed applications Medicines Branch

V5.0 Updated to remove all reference | Complementary and OTC | July 2019
to code stock applications Medicines Branch

V5.1 Update to add ‘Actioning a Complementary and OTC | July 2021
returned application’, Medicines Branch

redefining how ingredients are
displayed on documents, and
removed references to specific
and standard indications
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