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About the Therapeutic Goods Administration (TGA)
The TGA is a division of the Australian Government Department of Health and Ageing, and is responsible for regulating medicines and medical devices.
TGA administers the Therapeutic Goods Act 1989 (the Act), applying a risk management approach designed to ensure therapeutic goods supplied in Australia meet acceptable standards of quality, safety and efficacy (performance), when necessary.
The work of the TGA is based on applying scientific and clinical expertise to decision-making, to ensure that the benefits to consumers outweigh any risks associated with the use of medicines and medical devices.
The TGA relies on the public, healthcare professionals and industry to report problems with medicines or medical devices. TGA investigates reports received by it to determine any necessary regulatory action.
To report a problem with a medicine or medical device, please see the information on the TGA website.
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Appendix 22: Colourings permitted in medicines for oral use
[bookmark: _Ref75052335]Colouring agents which may be used in orally administered medicines, without the requirement for sponsors to submit an application for evaluation by the Therapeutic Goods Administration (TGA), are listed on the TGA website[footnoteRef:1]. [1:  http://www.tga.gov.au/meds/colourings.pdf ] 

Sponsors wishing to use new colours (that is, colours not included in the above list) in orally administered prescription medicines must lodge an application for evaluation by the Drug Safety and Evaluation Branch (DSEB). The requirements for this type of applications are detailed on the TGA website1.
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Confidentiality
All submissions received will be placed on the TGA’s Internet site, unless marked confidential. Any confidential material contained within your submission should be provided under a separate cover and clearly marked “IN CONFIDENCE”. Reasons for a claim to confidentiality must be included in the space provided on the TGA submission coversheet.

For submission made by individuals, all personal details, other than your name, will be removed from your submission before it is published on the TGA’s Internet site.

In addition, a list of parties making submissions will be published. If you do not wish to be identified with your submission you must specifically request this in the space provided ib the submission coversheet.
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