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Overview !
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New TGA Info Structure !
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… navigates to…
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Sunscreen or Not ?

SciPharm Pty Ltd

AS/NZS 2604 Decision Flow
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AS/NZS 2604 Classification sets Regulation !

Primary or Secondary Sunscreen ?

PrimarySecondary

SciPharm Pty Ltd
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Secondary Sunscreens
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Secondary Sunscreens

Still requires SPF and Broad Spectrum test and compliance
Labelling requirements of AS/NZS 2604 still apply
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Moisturisers

SciPharm Pty Ltd

Products at the Margins
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Colour Cosmetics - Tinted Sunscreen
Products at the Margins

SciPharm Pty Ltd

AUSTL 468607
Cancelled 7/25
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Stick Form

SciPharm Pty Ltd

Products at the Margins
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AS/NZS 2604 Classification sets Regulation !

Appropriate AS/NZS 2604 Requirements

SciPharm Pty Ltd

Broad Spectrum Claim

AS/NZS Category DescriptionLabel SPF 
ClaimTested SPF Secondary SunscreenPrimary

Sunscreen
Colour or LipSkin Care

Not AllowedNot AllowedNot AllowedNot Allowed1 to 3

OptionalCompulsoryCompulsoryLow Protection4,6,8,104 to 14

OptionalCompulsoryCompulsory
Medium or Moderate 
Protection15,20,2515 to 29

CompulsoryCompulsoryCompulsoryHigh Protection30,40,5030 to 59

CompulsoryCompulsoryCompulsoryVery High Protection50 plus60 or higher
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AS/NZS 2604 Classification sets Regulation !

Water Resistance only for  
Primary Sunscreens

SciPharm Pty Ltd

Allowable MaximumSPF Range

No claimAt least 4 but less than 8

40 minAt least 8 but less than 15

2 hAt least 15 but less than 30

4 hAt least 30 or above
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… back to the URTS!

SciPharm Pty Ltd
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5 URTS Parts to Regulation
Pharmaceutical  Grade GMP

AS/NZS 2604 Compliance
AUST L Listing 
Therapeutic Advertising Code
Poison Regulations ?

SciPharm Pty Ltd
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Parts to Regulation
Pharmaceutical Grade GMP

Was separate GMP Code - now PIC/s PE009-13 - since 2018

Interprets PIC/S clauses as appropriate

1.
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AS/NZS Compliance

SciPharm Pty Ltd

5 Parts to Regulation

2.
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Parts to Regulation

AS/NZS 2604:2021(2)2.

+ + + =

AS/NZS 2604 Pre-dates TGA
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AS/NZS Compliance

SciPharm Pty Ltd

5 Parts to Regulation

2.
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Approved Actives
Approved Excipients
Stat Dec and on line
Test Lab Exclusions

AUST L

SciPharm Pty Ltd

3.
Parts to Regulation
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Reliance on Test Lab

SciPharm Pty Ltd

3.
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Therapeutic  Advertising Code

SciPharm Pty Ltd

Parts to Regulation

Must be labelled and advertised in a clear, truthful, and accurate way.

Product name, Australian Register ofTherapeutic Goods (ARTG) number, ingredients, directions for use, warnings, SPF, level of

Advertising must not make false or misleading claims. 
The Sponsor responsible for ensuring allcommunications comply with Australian laws.

4.
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Approved UV Actives = 28

SciPharm Pty Ltd

Parts to Regulation

5.
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SciPharm Pty Ltd

Review of Sunscreen ACTIVES

AUGUST 2024 : Australian Sunscreen Exposure Model Consultation 

ACMS/ACCS Joint meeting

Advisory Committee on Medicines Scheduling
Advisory Committee on Chemicals Scheduling

SEPT 2025:

TGA

Outcome?
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Summary of TGA Publications

SciPharm Pty Ltd

August 2025 to March 2026



26

TGA Recalls 2025-6

SciPharm Pty Ltd

19 Reliance on SPF results from a questionable lab

7 Emulsion Instability : Separation of Zinc Oxide 

20+ ? Separate and Distinct Goods
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TGA Hot Issues

For 2026: TGA also flagging…
Extensive Review of the entire category

Next discussion ComTech 12th May 2026 

Review announcement VERY IMMINENT
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Complex and Fraught 
with Challenges!

johnstaton@scipharm.com.au

Add about recalls

SciPharm Pty Ltd


