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          Technical Alert  

Therapeutic Goods Permissible Ingredients (26BB) Determination No.5 of 2017 

Changes to Notifications for Registered non-prescription medicines 

 

Therapeutic Goods Permissible Ingredients (26BB) Determination No.5 of 2017 

An updated version of the Therapeutic Goods (Permissible Ingredients) Determination under subsection 

26BB(1) of the Therapeutic Goods Act has now been registered on the Federal Register of Legislation 

(FRL). The updated determination was signed on 21 November 2017 and commenced on the FRL on the 

28 November 2017.  It is titled the Therapeutic Goods (Permissible Ingredients) Determination No. 5 of 

2017. This determination revokes and replaces the Therapeutic Goods (Permissible Ingredients) 

Determination No. 4 of 2017 which commenced in September 2017.  

The Determination makes a number of changes to the Previous Determination.  These include 

introducing one new active ingredient for use in listed medicines, introducing thirty new excipients, 

applying content limits to herbs containing methylsalicylates, and placing intended use restrictions for 

some sunscreen ingredients to be used only externally. The Determination removes no ingredients. 

The new Determination includes a total of 85 changes to ingredients available for use in listed medicines 

which are summarised on the TGA update page.  These include: 

• The addition of 31 new ingredients: 

- 1 active ingredient for use in listed medicines: of Streptococcus salivarius with the following 

conditions: 

- permitted for use in only oral medicines and only when the strain of Streptococcus 

salivarius is confirmed to be K12. 

- The name of strain must be declared on the label. 

- The following warning statement is required on the medicine label: 

- (CHILD 5) 'Use in children under 3 years is not recommended'. 

- 30 new excipients 

- Lactitol (sugar alcohol) 

- New flavour/fragrance 

 

  

https://www.legislation.gov.au/Details/F2017L01525
https://www.legislation.gov.au/Details/F2017L01525
https://www.tga.gov.au/updates-permissible-ingredients-determination-listed-medicines
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• Changes to 53 existing ingredient entries, including: 

- Sunscreens: 24 existing ingredients that are currently permitted as active ingredients in 

sunscreens have been updated to require warning statements when they are used in primary 

sunscreen products. Existing products will be provided with an 18 month transition period to 

comply. 

- Methyl salicylate (component): 10 existing herbal ingredients, of which methyl salicylate is a 

constituent, have been updated to ensure consistency and clarify requirements for oral use. 

 

For member’s convenience, CMA has produced a combined single volume PDF of the 6 volume 

legislative instrument, which can be downloaded here. 

 

More information about the Permissible Ingredient Determination can be found at 26BB Legislative 

Instrument: Frequently asked questions. 

 

Changes to Notifications for Registered non-prescription medicines 

The FRL was updated on 3 December 2017 to include the Therapeutic Goods Legislation Amendment 

(2017 Measures No. 2) Regulations 2017, which updates several therapeutic goods Regulations 

documents including the Therapeutic Goods Regulations 1990, the official compilation of which is due in 

several days time. 

Changes include allowing industry sponsors of medicines that are currently Registered medicines to 

make straightforward, low-risk variations to their products where product safety, quality or efficacy is 

not impacted by notification to the Secretary, rather than such changes needing to be pre-approved. 

As of this morning, the TGA has reclassified on the TGA Business Services portal more change types to be 

notifications for registered non-prescription medicines. This is occurring as part of their notifications 

process activities.  

 The TGA Business Services online application portal for Registered Complementary Medicines (RCM) as 

well as OTC medicines has been updated with the additional notification change types. Draft applications 

in the system before the update will need to be re-validated. The OTC and RCM guidance change tables 

have now also been updated. 

ENDS 

http://www.cmaustralia.org.au/resources/Documents/Technical-Alerts/2017/Combined%2026BB%20No%205%20of%202017%20-%20Permissible%20Ingredients.pdf
https://www.tga.gov.au/711253
https://www.tga.gov.au/711253
https://www.legislation.gov.au/Details/F2017L01561
https://www.tga.gov.au/proposed-new-notifications-process-registered-medicines
https://www.tga.gov.au/proposed-new-notifications-process-registered-medicines
https://www.tga.gov.au/changes-tables

