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Overview
• Common General Licence Application Pitfalls
• Variation Applications – Variation Application Type
• Licence Contact Details
• Domestic GMP Certificate Request Form Update
• Questions

GMP Licence Applications – Common Pitfalls



General Licence Application Pitfalls
• Incorrect application types being submitted.

• Delays in paying application fees.

• Mandatory evidence not being provided with the application.

• Questions from application assessors not being answered.
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Variation Application – Type
• Addition or removal of manufacturing site: This variation type should be 

used when adding or removing a secondary manufacturing site to/from your 
GMP licence. The use of this variation type will incur an application fee.
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Variation Application – Type
• Variation of manufacturing site authorisation: This variation type should be 

used when adding or removing manufacturing authorisations and/or conditions 
to/from your GMP licence. The use of this variation type will incur an application 
fee.
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Variation Application – Type
• Other: This variation type should only be used for administrative changes 

to your GMP licence. (e.g. licence nominee changes, manufacturer name 
change or administrative address change). There is no application fee 
associated with the use of this variation type.
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Licence Contact Details
• The contact details for a licence can only be updated to a person who is 

currently nominated as an organisational contact within the TGA’s client 
database.

• The TBS account administrator for your company can create or update 
organisation contacts, however this organisation contact must have the 
system role of ‘Submitter’ to be nominated as the licence contact.

• Once an organisational contact has been created within TBS portal, send an 
email to the Licensing and Compliance Strategy Section at 
GMP@health.gov.au to request the licence contact for your site to be 
updated.
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Domestic GMP Certificate Requests
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Current Form



Domestic GMP Certificate Requests
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Updated Form
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Questions?
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Contact Us
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• Email: GMP@health.gov.au
• Phone: 1800 020 653

• Useful Online Resources:

• Domestic and Overseas Application Step-by-Step Guidance:
• https://www.tga.gov.au/publication/australian-manufacturing-licences-and-overseas-gmp-certification

• Domestic Variation Application Step-by-Step Guidance:
• https://www.tga.gov.au/requesting-variations-your-manufacturing-licence

• TBS Administrator Questions and Answers – Updating and Creating Organisational Contacts:
• https://www.tga.gov.au/tga-business-services-questions-and-answers-administrators

• Domestic GMP Certificate Requests:
• https://www.tga.gov.au/form/request-certificates-or-notarised-copies-tga-licences-and-certificates
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