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19 Fhr & ( zF = & ) 3 %_Therapeutic Goods (Permissible Ingredients) Determination (No. 4)
2025, 3 December 2025, https://www.legislation.gov.au/F2025L.01486/asmade/text

20 % K * & (LFiE BJE ) # % Therapeutic Goods (Permissible Indications) Determination (No. 1)
2025, 02 April 2025, https://www .legislation.gov.au/F2025L.00450/asmade/text

2L 2w 4h 5' YoM AP B2 F oL ¥ £ 4 Listed Medicines Evidence
Guidelines - How to Demonstrate the Efficacy of Listed Medicines is Acceptable , Version 4.0 June
2022 https://www.tga.gov.au/sites/default/files/evidence-guidelines.pdf
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» AUSTRALIAN COMPLEMENTARY MEDICINE

It

* e FRHF & (Complementary Medicines) ¥ 384
iR et F o # 5 (Complementary Medicines ) i & ¥4 & »
T TR E A R ORE G2 WH R F R RS S 2
S E R RED G P AES AL AR Y i B S A2
FRLAOWHFREF S Lo REZ - FI T P20 F IS
?‘ﬁﬁ~ﬁi%\ﬁ%%ﬁ$¢ﬂo
5 dci e %5 B & L7 2 5 (Listed Medicines ) » J > 8 M
%5 B * 5% e 7oL B (Australian Register of Therapeutic Goods ARTG )

g

FEAF AT EARTGHBE >V &t 48 -
1% ((%5 F * 5% i) (Therapeutic Goods Regulations 1990 ) %
@)%9’ﬁ¥§%%%$iié£%§iﬂé—ﬁﬁ%ﬁrﬁi
i % 4 | (designated active ingredients ) = g & &0 T F S A
P E PR @R g o o) Tip = &4 | (designated active

ingredients ) - fﬁﬁ#ﬁ ((%5«‘},%’* =% ) %+ 4 14 (Schedule 14) 28¢ 7|42

PR A A AR RSN ey A R AT AT LA 3o
R L EE Py

Designated active ingredients

Item | Ingredient or kind of ingredient = o

1 an amino acid Lo i

2 charcoal * R

3 a choline salt 5 dk

4 an essential oil A

27 et %Q F % 5. Complementary medicines, https://www.tga.gov.au/products/medicines/non-

prescription-medicines/complementary-medicines
3 L‘g'Pf g * &% &) Therapeutic Goods Regulations 1990, Schedule 14 : Designated active ingredients.

P.308, 1 January 2025
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> - 2 o
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29 7 i b %k F o e %é Ty B &g B E i Overview of the regulation of listed

medlcmes and registered complementary medicines, Table 1: Types of complementary medicines P.8-
9, Version 1.1, July 2021
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3§ v & 5 = & 4% Streamlining proprietary ingredient categories, 20 July 2021,

https://www.tga.gov.au/how-we-regulate/ingredients-and-scheduling-medicines-and-
chemicals/ingredients-therapeutic-goods/ingredient-basics/proprietary-ingredient-formulations-and-
how-they-are-used/streamlining-proprietary-ingredient-categories

32 #7% 4 & & ¥ 4 Notification of a new proprietary ingredient, 26 March 2025,
https://www.tga.gov.au/resources/resource/forms/notification-new-proprietary-ingredient

B9 fEF P &R & f Understanding quality requirements for listed medicines, 1 May 2020.
https://www.tga.gov.au/resources/guidance/understanding-quality-requirements-listed-medicines

3 P et % TS ERF TR~ POBE T 233 2 Assessing suppliers and material used

in listed and complementary medicines, 2 October 2024.
https://www.tga.gov.au/resources/guidance/assessing-suppliers-and-material-used-listed-and-

complementary-medicines
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1.1, July 2021
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B AT F Y 3 ik F, Understanding the application requirements for a new

substance in listed medicines, Table 1: Timeframes for the evaluation of a substance for use in listed
medicines, 23 October 2024, https://www.tga.gov.au/resources/guidance/understanding-application-
requirements-new-substance-listed-medicines

4 Mandatory requirements for an effective application to vary the Permissible Ingredients
Determination, P.7-8,Version 1.0, February 2023, https://www.tga.gov.au/sites/default/files/2023-
01/mandatory-requirements-for-an-application-to-vary-the-permissible-ingredients-determination.pdf
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50 Using the Comparable Overseas Bodies process for registered complementary medicines, assessed
listed medicines and substances in listed medicines, 4 November 2024,
https://www.tga.gov.au/resources/guidance/using-comparable-overseas-bodies-process-registered-
complementary-medicines-assessed-listed-medicines-and-substances-listed-medicines

5! Comparable Overseas Bodies (COBs), https://www.tga.gov.au/how-we-regulate/supply-therapeutic-
good/supply-non-prescription-medicine/non-prescription-medicine-requirements-and-
standards/comparable-overseas-bodies-cobs
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52 International agreements and arrangements for GMP clearance, 12 December 2023,
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medicine/good-manufacturing-
practice-gmp/international-agreements-and-arrangements-gmp-clearance

33 Australian manufacturing licences and overseas GMP certification , Version 2.2, December 2021,
https://www.tga.gov.au/sites/default/files/australian-manufacturing-licences-and-overseas-gmp-
certification.pdf

% Understanding good manufacturing practice (GMP) compliance signals, 15 October 2024,
https://www.tga.gov.au/resources/guidance/understanding-good-manufacturing-practice-gmp-
compliance-signals

55 How to obtain GMP clearance through inspection reliance, , Version 18.6, May 2025,
https://www.tga.gov.au/products/medicines/manufacturing/manufacture-medicine /good-
manufacturing-practice-gmp/overseas-manufacturers/how-obtain-gmp-clearance-through-
inspection-reliance
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38 Summary of Fees and Charges to Applications Submitted to the TGA, 13 May 2025,
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6 Fees and charges: summary > Table 10: Annual charge for assessed listed medicines, P.15, Version

1.0, July 2025, https://www.tga.gov.au/products/regulations-all-products/fees-and-payments/summary-
fees-and-charges/summary-fees-and-charges-applications-submitted-tga
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62 Fees and charges: summary,Table14- Table17, P.17-19, Version 1.0, July 2025,
https://www.tga.gov.au/how-we-regulate/fees-and-payments/summary-fees-and-charges/summary-
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%4 Fees and charges: summary » Table 26-29, P.26-29, Version 1.0, July 2025,
https://www.tga.gov.au/sites/default/files/2025-06/fees-charges-summary-1-july-2025.pdf
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