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The Choice of the Australian Olympic Team

TGA Labelling and Packaging Review
PO Box 100

WODEN ACT 2606

Email: labellingreview@®tga.gov.au

24 August 2012

Dear Sir/Madam

Re: TGA Medicine Labelling and Packaging Review Consultation Paper

Swisse Vitamins thanks you for the opportunity to provide comment on the government’s
consultation document ‘TGA Medicine Labelling and Packaging Review’ (‘the Review”).

Swisse Vitamins is a market leading, privately owned Australian company, delivering premium
quality natural health and wellbeing products to Australians for over 50 years. Swisse Vitamins
presently markets 160 SKUs, majority of which are Listed Complementary Medicines.

First and foremost, we would like to register our disappointment with both the consultation
process and the consultation paper, particularly in relation to the lack of distinction between the
requirements for Prescription, OTC and Complementary Medicines.

Please find below a summary of the key issues. Our full response to all aspects of the Review
can be found in Appendix 1.

» Swisse Vitamins’ impression of the Review is that it is largely based on the risk profile
associated with over the counter and prescription medicines. The extra regulatory
requirements for labelling and packaging is considered out of proportion to Listed CM
products, of which the TGA has considered to be low risk based on assessment of
ingredient safety and manufacturing quality. We strongly believe that the proposed
changes will have a negative impact on consumers, retailers and complementary
medicine business, for the reasons outlined in this submission. Given the low risk and
safety profile of complementary medicines, we believe that the standardization of
ingredients on the medicine label will be impractical and unworkable for industry. The
Review should be re drafted to include a specific focus on the applicability of the
proposed changes to CMs.

* The time allowed for responding to a review of this magnitude was completely
inadequate and industry’s reasonable request for an extension was declined. There was
not enough time for Swisse Vitamins to explore a range of solutions to address the
issues identified in the Review and to test the solutions to support an evidence-based
approach to regulatory reform.

* There is very little evidence of a risk-based approach to the identification of issues and
the formulation of reforms to address those issues. A “one size fits all” approach has
been applied to the entire spectrum of medicines. Not only has there been no
differentiation drawn between non-prescription and prescription medicines, no attempt
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was made to differentiate between categories within the non-prescription medicines
spectrum, i.e. lower risk ‘listed’ medicines (e.g. sunscreens and complementary
medicines) and higher risk ‘registered’ OTC medicines.

» The regulatory approach adopted in the consultation paper demonstrated no regard for
the well-established COAG Principles of Best Practice Regulation. A range of feasible
options has not been put forward, no attempt was made to demonstrate that the
proposed changes would generate the greatest net benefit for the community and the
impact on the brands of non-prescription medicines has not been considered.

* The quality of the consultation paper is also unsatisfactory. The paper is inadequately
referenced and contains numerous internal inconsistencies and errors, which made
interpretation difficult.

* No evidence was provided that the proposed reforms would achieve the stated
objectives of the review. Under the principles of performance or outcomes-based
labelling ‘best intentions’ to construct good labels do not necessarily translate into risk
reduction. Until a label has been performance (consumer) tested there is simply no way
of knowing whether it will achieve the stated objectives.

* Swisse Vitamins would also like to highlight that the proposed changes involve both
increased font sizes and increased levels of content. The natural consequence of these
two requirements will be an increase in the physical dimensions of the product label, and
therefore packaging. Examples of the significant impact upon Swisse Vitamins labels are
provided in Appendix 2

Swisse Vitamins notes however, that we have no issue with the Review itself. Swisse Vitamins
supports appropriate options for regulatory reform to change the presentation of information
on the labels and packages of medicines that will facilitate to improve the visual presentation of
medicines and more importantly improve positive health outcomes for all Australians through
their access to and wise use of medicines.

Swisse Vitamins believes that the label is a very important source of information about
complementary medicines available to consumers. A well-designed label, one that is easy to
read, which enables consumers to readily find essential information, which is intelligible and
which translates into safe use, is critical.

Given the magnitude of this Review and its potential impact on industry, Swisse Vitamins feels it
is critical to “get it right”, i.e. to ensure that the proposed reforms will achieve the stated
objectives of the review. A robust evidence-based and cost-effective approach is therefore
essential.

All of the proposed changes will result in increased costs to both manufacturers and consumers.
The financial impact of any change needs to be thoroughly investigated prior to any
implementation.
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Swisse Vitamins thanks you again for the opportunity to make comments on this consultation
paper. We look forward to further discussions in the near future.

Regards

Rachel Di Leva
Head of Regulatory and Science
Swisse Vitamins
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APPENDIX 1

Swisse Vitamins Response to the TGA Medicine
Labelling and Packaging Review Consultation Paper

Issues with the Consultation Paper

Swisse Vitamins’ view, the principal deficiencies with the consultation paper are as follows:

Content: Inconsistencies and Errors

Swisse Vitamins is concerned that the proposed changes in the consultation paper are not
sufficiently clear because the paper itself contains the following errors and inconsistencies with
regard to the information provided:

* The consultation paper does not indicate that the labelling requirements for prescription
and non-prescription products are currently different, nor does it explain the reasons for
the different requirements.

» The consultation paper fails to clearly articulate how (or if) the proposed changes will
apply differently to Prescription medicines, OTC medicines and Complementary
medicines. This is inconsistent with the TGA’s risk-based approach.

» Section 3 includes the erroneous amalgamation of four separate issues (look-alike sound-
alike products, different strengths within a prescription medicine brand, umbrella
branding and indication specific branding) into a single topic applicable to both
prescription and non-prescription products. These four topics ought to be addressed
separately because they each represent different sets of risks and they each have
varying relevance for prescription and non-prescription products.

* Confusingly, the consultation paper introduces a new term “Look-alike medicine
branding” in place of the internationally recognised term “umbrella branding”.

* The consultation paper does not define the term “look-alike/sound-alike” which is
generally linked to confusion between prescription medicine brand names.

* The term “complementary medicines” is defined differently on pages 6 and 12 and in
any event the consultation paper does not properly indicate that complementary
medicines can be prescription or non-prescription (as well as being listed or registered).
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Swisse Vitamins also notes that the figures presented throughout the Consultation Paper
contain numerous faults, which impair the consultation process. These can be summarised as
follows:

* Material is included in the figures, which is not explained in the text. Because these
inclusions are not discussed, respondents will be unable to assess and comment on the
reasoning for their inclusion. Similarly, respondents will be unable to develop and propose
suitable alternatives. Also, we are unable to determine whether or not the apparent
changes are intentional or an oversight.

* Figures are included which do not comply with current labelling requirements. In
reviewing the label examples provided, Swisse Vitamins notes a number of examples
where the current requirements have not been complied with.

* There is a lack of internal consistency within the consultation document. In reviewing the
label examples provided, Swisse Vitamins notes a number of examples where there are
inconsistencies between the figures themselves and between the figures and the written
content of the consultation paper.

Swisse Vitamins notes that these errors make it difficult to assess the basis and/or the merits
of the proposed changes, as well as the actual scope of the consultation.

Insufficient evidence supporting problem identification and proposed solutions

Swisse Vitamins notes that no attempt was made to appropriately segregate the evidence of
risk in relation to prescription and non-prescription medicines. In relation to the TGA’s stated
“risk-based approach to regulation”, the TGA states that:

“One of the roles of the TGA is to regulate therapeutic products based on an
assessment of the evidence of the risks compared to the benefits of the therapeutic
products. The TGA does this by applying scientific and clinical expertise.”’

Despite this, the Consultation paper proposes uniform solutions across medicines categories.
We do not support such a blanket approach.

Furthermore, no evidence was provided that the proposed reforms will achieve the stated
objectives of the review. We are unaware of any evidence suggesting that the current labelling
requirements for non-prescription products are inadequate or represent a risk to consumers.

T http://www.tga.gov.au/about/tga-regulatory-framework.htm
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Response to Specific Proposals

Prominence of Active Ingredients on Medicine Labels

1.1 - The active ingredient(s) must be listed immediately below the brand name, with the first
letter of the active ingredient directly below the first letter of the brand name.

Swisse Vitamins does not support this proposal as it would be unworkable for our
complementary medicine products to include all active ingredients on the label under the brand
name. Consistent with a risk-based approach a distinction should be drawn between the
different non-prescription medicines categories. We do not support a blanket approach to be
applied to all non-prescription medicines.

The current TGO 69 requirement should be retained which state for particulars to be included
on the main label, except:

3(3) b - where there are two or more active ingredients that are vitamins or minerals or
that are required to be quantified as the equivalent fresh or dry weight or volume under
sub clauses 4(11)(b) or 4(11)(c) - it shall be sufficient compliance with this sub clause
if the names and quantities or portions of these active ingredients together with the
names and quantities of every active ingredient in the goods are included on the side
panel or side label or on a rear panel or rear label.

It seems likely that a standardised back-of-pack format for information (“Medicine Box”) will
facilitate consumer’s ability to locate and identify the active ingredient and this should be taken
into account when considering any changes to the front-of-pack.

1.2 - On the front/main panel of the label, the active ingredient must have equal prominence
with the brand name.

Swisse Vitamins does not support this proposal. We believe the current requirements outlined in
TGO 69 in regards to listing active ingredients on the main panel are sufficient in communicating
the information to consumers. We don’t see any added consumer benefit by enforcing the
above proposal for complementary medicine products, in particular with the introduction of the
Medicine Information Box or similar options to have consistent, and predictable order of
information.

Swisse Vitamins considers that because of the range and complexity of complementary
medicine ingredients, it is more useful to have the key benefit of claim prominent of the product
label so the consumer can identify if that particular product will assist them. This is especially
important considering the complementary medicines industry is in consultation with the TGA on
the appropriate evidence required to support indications for listed medicines.

Furthermore, Swisse Vitamins is also concerned about the potential detrimental impact on brand
recognition, which is a vital element in consumer product selection.
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1.2.4 - the active ingredient should begin with an uppercase letter but the remainder should be
in lower case.

Swisse Vitamins suggests that this would require consideration of the Australian Approved
Names (AAN) convention. For example, the TGA AAN is dl-alpha Tocopherol, not Dl-alpha
tocopherol.

1.3 - Where there are more than 3 active ingredients, the most abundant ingredients must
appear on the main label immediately below the brand name and the names, together with the
quantities of every active ingredient, are to be included on a side panel/label or on a rear
panel/label for the product.

Swisse Vitamins has particular concern with this recommendation. The primary ingredients
contributing to the effectiveness of many complementary medicine formulations, may not be
the most abundant ingredients by quantity. For example, selenium could be the key ingredient in
a men’s formula, while folic acid could be the key ingredient in a multivitamin for pregnant
women, and a herbal extract could be at therapeutic does without being one of the most
abundant ingredients in the formula due to its concentration ratio and input quantity.
Additionally, selenium and folic acid are included in products in microgram amounts, whilst
vitamin C is usually in milligram amounts.

As an example, please find attached in Appendix 2, a mocked up label for Swisse Vitamins
Ultivite Women’s F1 multivitamin product. You will see that although this is a multivitamin
product, the three primary ingredients by abundance are three herbal ingredients.

Swisse Vitamins believes therefore that this proposal will cause more confusion and be
misleading for consumers giving the impression that the product contains solely those active
ingredients mentioned on the front portion of the label. In addition there will be a repetition in
active ingredients on the label, when considered across the context of the product, which would
also be misleading.

Swisse Vitamins considers the complexity and diversity of complementary medicine ingredients
has not been considered and therefore, this proposal is unworkable across all therapeutic goods
and could lead to consumers being mislead about the benefits of the product.

1.4 - For products containing day and night preparations that have different formulations, the
composition of each tablet must be provided immediately below the brand name and the font
size must be less than 2mm in height on the main/font panel.

Swisse Vitamins does not support this proposal.

While Swisse Vitamins does not currently have any day and night products on the market, there
are a number of complementary medicine products that are designed to include day and night
formulations. For example, a day and night menopausal formulation can contain 10 actives in
each formula. It would be impractical to include all 20 active ingredients directly underneath the
brand name in a font size described above.

Swisse Vitamins Pty Ltd

ACN 004 926 005 36-38 Gipps Street, Collingwood, T: +61 3 9418 6767 CLED - Celebrate Life Every Day
ABN 62 004 926 005 Melbourne, VIC, Australia, 3066. www.swisse.com Swisse is a carbon balanced company



\V}‘

e

The Choice of the Australian Olympic Team

With the introduction of the Medicine Information Box or similar option, we do not see any
additional benefits to list all active ingredients on the main panel for low risk complementary
medicine products.

1.5 - The active ingredient must be included with, and of equal prominence as, the brand name
on at least 3 non-opposing faces of a carton.

Swisse Vitamins does not support the proposal that active ingredients be displayed on 3 non-
opposing panels. We believe that the Medicine Information Box or similar is sufficient in
communicating information in regards to product formulation in a direct and concise manner.
There should be sufficient space left on the main panel to highlight claims and benefits of the
product to the consumer.

The example given on Figure 3, page 17 of the Review, outlines this proposal in the context of
Registered medicines (AUST R) only. However, the options outlined under the proposed
regulatory changes are non-inclusive of complementary medicines. Not withstanding, for multi
ingredient complementary medicine products, such as herbal formulas containing over 4
ingredients, there would be limited space to list the active ingredient with and in equal
prominence to the brand name on 3 non-opposing sides of a carton.

Swisse Vitamins strongly encourages the TGA to conduct consumer use testing on sample
products covering the prescription, OTC and complementary medicine range to determine the
full impact of the proposed changes.

Look-alike and Sound-alike Medicine Brand Names and Look-alike Packaging and
Branding

While Swisse Vitamins fully endorses the objective of avoiding possible harm which may result
from confusing different medicines, we do not support the blanket and simplistic approach to
both prescription and non-prescription medicines advocated in the Review.

Prescription and non-prescription issues and proposals need to be separated. The Consultation
paper confusingly amalgamates four interrelated issues into a single topic applicable to both
prescription and non-prescription products. The four issues (look-alike sound-alike products;
different strengths within a prescription medicine brand; umbrella branding; indication specific
branding) all apply differently to prescription and non-prescription medicines.

Consistent with a risk-based approach, proposals should be reflective of the risks posed by the
different categories of products (for example, the risks of confusing two prescription products
are different to the risks posed by confusing two sunscreens or two complementary medicines).

Given the complexity of these issues (and in view of the above) Swisse Vitamins feels strongly
that this area requires more in depth exploration and consultation with all stakeholders to
generate confidence that reforms will achieve the stated objectives and not result in unintended
consequences.
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3.1 - Sponsors of new medicines would be required to submit evidence of risk assessment of
the proposed labelling and packaging. The TGA will work with industry to develop guidance for
this assessment, which may include consumer testing or risk assessment checklists similar to
those used in other countries. The TGA is investigating methods to electronically screen
proposed brand names against already existing brand names to identify potential LASA names.

Swisse Vitamins does not support the proposals outlined for LASA names, as the proposal is
overly cautious and will result in reduced speed to market and minimised product opportunities
for the complementary medicine industry. Swisse Vitamins also feels that the proposals for
regulatory change in this area be written to combat sound-alike medicines for pharmacy
medicine only.

The TGA in collaboration with consumers, industry and other stakeholders, should pursue the
development of guidelines for LASA and brand extensions (“umbrella branding”). Clear
guidelines and protocols would assist both sponsors and the TGA to objectively assess the risks
associated with product brands, names and packaging.

Furthermore, risk assessment of labelling and packaging should not be required for listed
complementary medicines, as they are considered to be low risk products. If a standard format
for a medicines information box is required, this should be more than sufficient to ensure that
consumers are well informed for self-selection. Submitting evidence of risk assessment for the
proposed labelling and packaging, will slow down the listing process for AUST L products, a
process based on the objectives of the Australian National Medicine Policy - of timely access to
medicines.

Swisse Vitamins proposes that the TGA commissions a paper on best practices for label
comprehension testing.

3.4 - Products that are listed on the ARTG cannot be marketed under the same name as a
registered medicine.

Swisse Vitamins does not support this proposal. Generally, consumers are motivated by their
individual health concerns and may be unaware of the particular product/ingredient that may be
well known for one use is also beneficial for another. Sponsors can simplify this by highlighting
the benefits as packaging through sub branding and as the claim or benefit is required to be
substantiated at the time of listing, this communication pathway should be retained.

Swisse Vitamins suggest that restricting Sponsors in the way their medicine is to be presented
by contrasting colours and designs, would not contribute to consumers or healthcare
professionals making safer decisions. Swisse Vitamins reiterate the vital importance of education
in industry, in particular consumer education on how to read medicine labels suitably. Swisse
Vitamins suggest that by placing all this information in one area of the packaging will assist
consumers when making decisions on selecting medicines, than compared to altering the colours
and designs of the packaging.

The proposed regulatory options are restrictive and imposing on industry. Especially for those
products and brands which are well known particularly for their image and product name and
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hence will be of disadvantage when a requirement such as changing colours and designs are
imposed due to information on the label being read incorrectly.

Swisse Vitamins invests heavily in creating a brand image and does not only involve the name of
the brand but also the overall presentation. Swisse Vitamins argue that altering colours and
designs of the brand name does not justify a solution in assisting consumers to make safer
decision when selecting medicines.

Standardised Information Format: The Medicine Information Box

In general Swisse Vitamins is not adverse to the standardization of information on medicine
labels, and believes that it may assist consumers make decisions about medicines.

Currently however, a medicine information box (MIB) is not mandatory for labels and packs and
it may not always be feasible depending on the size of the label and the size of a
complementary medicine product formula. The proposed mandatory information (active
ingredient, indications, warnings, allergen, contraindication, and storage) may not always fit
onto a single panel of a label or carton and still meet the minimum font size requirement.

Swisse Vitamins strongly suggests that any proposed back-of-pack format should be tested
prior to adoption. Provision should also be made for alternative formats to accommodate
different product categories or types, subject to consumer testing. The relevance/need for the
title “Medicine Information Box” should be consumer tested too, as it may not be relevant to all
product categories. Finally, cues on the front-of-pack drawing attention to the panel should be
explored and tested

4.1 - Mandatory information on labels and packaging of non-prescription medicines and
complementary medicines is presented in a standardized Medicine Information Box, based on the
US FDA Drug Facts Box ...

Swisse Vitamins has concerns with regard to the technicality of the above proposal. In regards
to allergen information, Sponsors should have the ability to include extra allergen information
(such as contains no added gluten) on a pack.

Also, the consultation paper does not go into further detail regarding the inclusion of the tablet
appearance despite that this is not currently required under TGO 69. Further clarification is
recommended regarding whether the inclusion of tablet appearance is mandatory.

4.2 - the font height for information must be no smaller than 1.5mm, with heading height at
least 2mm.

Swisse Vitamins supports the current mandatory requirements for font size of no smaller than
1.5mm in height. However, for Swisse Vitamins’ complementary medicines, the mandatory
information prescribed for the MIB cannot physically fit onto one panel of a label. Please see
examples attached in Appendix 2.
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Swisse Vitamins acknowledges that label space versus minimum print height is an issue across
the industry. However, Swisse Vitamins strongly resists the proposed regulatory option for
mandatory pack inserts. Swisse Vitamins packs majority of its products in single containers with
single labels. The mandatory requirement for pack inserts would require Swisse Vitamins to
include secondary packaging, which would significantly increase costs, and contribute to
environmental waste.

The TGA should therefore permit other label solutions (such as peel back concertina labels)
without requiring special approvals for alternative solutions.

4.3 - The Medicine Information Box must have a white background with black text. Heading
must be highlighted or bolded so they are sufficiently emphasised.

Swisse Vitamins questions whether this would be acceptable for all product labels on the
market, considering the variation in colours and styles.

4.4 - Where there is insufficient room on a single face of a package, the box may be split over
more than one face. In these instances a pack insert may also be included containing the
medicine information box as a continuous table.

Swisse Vitamins notes that the TGA could consider a prescribed sequence of how mandatory
information must appear on the label, but without necessarily, a prescribed format such as a
Box. This would provide Sponsors with flexibility to present mandatory information in a clear and
concise manner without the constraint of a MIB or pack inserts. Such an option should be
considered, as it will reduce the financial impacts related to pack inserts.

4.6 - For products containing more than three active ingredients, or products in small
containers, there may be insufficient space on the medicine container or primary packaging for a
complete Medicine Information Box. In these cases a complete MIB should be included as a pack
insert. The minimum information to be included on the label will include Directions, and Warnings
and Allergy Information.

As previously stated, Swisse Vitamins strongly resists the proposed regulatory option for
mandatory pack inserts. Swisse Vitamins packs majority of its products in single containers with
single labels. The mandatory requirement for pack inserts would require Swisse Vitamins to
include secondary packaging, which would significantly increase costs, and contribute to
environmental waste.

Furthermore, Swisse Vitamins considers that directions, warnings and allergen information to be
important but not sufficient on their own to allow consumers to make sound purchasing
decisions without access to other important information, particularly where the products are for
self selection by consumers.
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Dispensing Label Space

This item has been identified as applying to prescription medicines only. Swisse Vitamins
therefore has no comment in relation to this part of the Review.

Blister Strip Labelling

6.1 - The brand name of the medicine, the active ingredient and the amount of active
ingredient, batch number and expiry date must be repeated at least once every two units.

Swisse Vitamins rejects the proposal to include the batch and expiry data more frequently on
the blister strip than currently required. The identified risk is that blister strips stored away from
the packaging will not contain information about how to use the medicine safely. However, the
proposed repetition of the batch and expiry data will not provide this information and will
therefore have no impact on the quality use of medicine. The proposed change does nothing to
address the identified risk and therefore cannot be justified.

More frequent inclusion of the batch and expiry data on the blister strips will have far-reaching
consequences throughout the manufacturing and supply chain and will result in substantial
increases in costs.

Swisse Vitamins suggests that non-regulatory approaches to mitigate risks e.g. consumer
education on the risks of removing blisters from their packaging, be considered instead.

6.4 - Where there are more than 3 ingredients, for example multi-vitamins packaged this way, it
may be sufficient to include a single list of active ingredients printed on the foil of each blister
strip. Alternatively, the brand name, together with batch number and expiry date, should be
repeated on the foil.

Swisse Vitamins supports the inclusion of brand name, active ingredients and its quantities to be
repeated on the blister strip as many times as practical for formulas containing not more than
three active ingredients, and at least once for formulas containing more than three ingredients.
Furthermore, Swisse Vitamins recommends that batch number and expiry date should be
included once on each blister strip.

Small containers

The consultation paper appears to re-state existing requirements for non-prescription medicines
and it should be clarified how the “proposed changes” differ from the current arrangements.
Swisse Vitamins agrees with the comments about the practical considerations and challenges in
relation to small containers.

Given the practical limitations of small containers, the impact of the proposed changes in their
entirety need to be examined in detail. For example, the inclusion for the “Medicines Information
Box” headings alone will have a significant impact.
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Pack Inserts

8.1 - Advertising material will not be permitted to be included as a separate pack insert or
incorporated into an approved pack insert

It is unclear as to why this regulatory change has been proposed and how this change will
improve the safe and effective use of medicines.

Pack inserts offer sponsors of complementary medicines an opportunity to provide consumers
with suggestions for other products, which are related to the medicine that they have
purchased and may benefit from. It is acceptable to prohibit the advertisement of prescription
medicines on pack inserts because advertisements of these medicines are prohibited under the
Therapeutic Goods Advertising Code (TGAC), however such restrictions do not apply to
complementary medicines and as such this regulatory proposal should exclude complementary
medicines.

Swisse Vitamins notes that no definition for ‘advertising material’ is provided for throughout the
consultation document. It would be helpful if the definition were to be included in the document
under the glossary.

Advertisements for therapeutic goods in Australia are subject to the requirements of
the Therapeutic Goods Act 1989 (the Act) and Therapeutic Goods Regulations 1990 (the
Regulations), the Competition and Consumer Act 2010 and other relevant laws. Advertisements
for therapeutic goods directed to consumers must also comply with the Therapeutic Goods
Advertising Code (TGAC), as amended from time to time.

The purpose of these requirements is to protect public health by promoting the safe use of
therapeutic goods, ensuring that they are honestly promoted as to their benefits, uses and
effects. Through a series of co regulatory and self regulatory arrangements, advertising of
therapeutic goods is to be conducted in a manner that promotes the quality use of the product,
is socially responsible and does not mislead or deceive the consumer.

The Sponsor therefore, should have the ability to communicate how the product works (in
addition to technical jargon that are usually used in indications) via product packaging to
consumers. This is especially the case for listed complementary medicines, which are available
for self-selection by consumers.

8.2 - A pack insert must be in a form separate to the packaging; i.e. it cannot be printed on the
inside of the carton.

Swisse Vitamins supports the above proposal by definition, in that for those products that
include a pack insert, it should be in a form separate to the packaging and not printed on the
inside of the carton.
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Labels and Packaging Advisory Committee

9 - It is proposed that this expert advisory body will provide advice to the TGA on product -
specific as well as general matters relating to medicine labels and packaging.

Swisse Vitamins appreciates the value of an appropriately constituted Committee in objectively
applying clear guidelines and protocols to expedite evidence-based decision making in relation to
medicines labelling and packaging.

Swisse Vitamins therefore supports the idea of having a ‘labels and packaging advisory
committee’, so long as the details of the terms of reference for that committee are addressed
and agreed to in consultation with industry.

Swisse Vitamins Pty Ltd

ACN 004 926 005 36-38 Gipps Street, Collingwood, T: +61 3 9418 6767 CLED - Celebrate Life Every Day
ABN 62 004 926 005 Melbourne, VIC, Australia, 3066. www.swisse.com Swisse is a carbon balanced company
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Additional Comments

Transition Period

It is proposed that a three year transitional period for existing products will be permitted after
the proposal is a registered legislative instrument in mid 2013.

Swisse Vitamins highlights the extent of regulatory reform for complementary medicines and in
particular to consider aligning transition timeframes with other large reform projects such as the
coded indications project and evidence required to support listed indications. Such consideration
would allow for a more efficient transition for industry with regard to these costly and
substantial changes.

Overall Packaging Design

Overall, the packaging design proposed is likely to result in reduced competiveness in the
market place for complementary medicine products. Every product will look almost identical
except for the color and design used on the main panel with all the other information in black
and white.

The proposal could also have a significant impact on overseas customers who take common
packaging sold in Australia, resulting in trade barriers because it is usually too expensive to have
market-specific packaging for ‘less’ regulated countries and or smaller volume/value markets.

Swisse Vitamins
August 2012

Swisse Vitamins Pty Ltd

ACN 004 926 005 36-38 Gipps Street, Collingwood, T: +61 3 9418 6767 CLED - Celebrate Life Every Day
ABN 62 004 926 005 Melbourne, VIC, Australia, 3066. www.swisse.com Swisse is a carbon balanced company
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APPENDIX 2
Product Label Mock Ups
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SWISSE WOMEN'SULTIVITE -

EACH TABLET CONTAINS: Betacarotens 5 mg; Vitamin  Ginger 15 mg (Zingiber offcinale roof); Astiagalus 50 mg
03200 1U (cholecalciferol 5 meg); Vitamin € 501U (Asiragalus membranaceus roof); Gotu kola 10 mg

(d-alpha-tocopheryl acid succinate 41.33 mg); Vitamin B (Centella asatica herb); Hawihom 30mg (Crataequs
(tiamine hycrochloride 50 mg); Vitamin B2 (riboflavin 50 monogyna fruit); Chamomile 15 mg (Malricaria recutia
g): Nicofinamide 50 mg; Vitarnin BS (pantothenic acid — flower) Licorice 10 mg (Glycyrhiza glabra root & stolon);
8.7 mg from calcium pantothenate 75 mo); Vitamin 86 Bearbenry 25 mg (Arctostaphylos uva-ursileaf); Siberan

(yrdodng 41,14 g from pyridoxing hyfochloride 50 ginseng 25 mg (Eleutherococcus senticosus 100()

mg); Vitamin B12 (cyanocobalamin 50 meg); Biofin 50 EXTRACTS EQUIVALENT TO FRESH: 0ats 500 mg
meg; Folic acid 500 meg; Vitamin C (ascorbic acid 165.2 - (Avena sava herb): (Globe artichoke 50 mg (Cynara

g from calcium ascorbate dinycrate 200 mo); Choline  scolymus leaf) STANDARDISED EXTRACTS

bitatate 25 mg; nositol 25 m; Cirus biolevonoids ~ EQUIVALENT TO: Grape seed 1.0 (Vi vinifera seed
extract 40 mg; Lysine hydrochloride 50 mg; Calcium dlry); St Mary's histle 50 g (Silybum marianum fuit

4 mg (calcum cirate 200 mg); Magnesium 47.16 mg  dry); Ginkgo 5 mg (Ginkgo biloba eaf ry); Bilberry 25mg
(magnesium oxide 81.46 mg); Potassium 2 mg (Vaceinium myriilus frui fesh); Gregn tea 20 mg
(potassium sulfae 4.45 mg); ron 4.9 mg (ferrous (Camellia sinensis leaf dry); Tomato 700 mg

fumarate 16.01 mg); Chromium 6.2 meg (chromium (Lycopersicon esculentum frui resh)

picolinate 50 meg): Mangenese 1.6 Mg (Manganese  gyicsa Vitamins Pty Ltd

amino acid chelate 16 mg); Copper 58 mcg (copper 358 Gips S, Colingnood

gluconate 417 meg); lodine 50.46 meg (potassium iodide {1 a srala 3066

66 meg); Zinc 5mg (zinc amino acid chelele 25 M) FRepcaL( 1800794773

Selenium ZGQ mgg (ged\enumelh'\oqme %5 Smcg); s \SHisse.com

Co-enzyme Q10 (ubidecarenone 1 mg); Spearmint oil 1. ; i
mg; paéaya 10 m(g (Carica papaya fruit powder); Pasley Store below 30°C. Do not use if cap seal s broken.

10 mg (Petroselinum crispur herb powder); Lutein 200 Made in Australia
mog EXTRACTS EQUIVALENT TO DRY: Fennel 15mq  payen o
(Foeniculum vulgare fuit); Horsefail 30 mg (Equisetum

anvense herb); Celery 20 mg (Apium graveolens segd); se by
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artficial colours and flavours.

quality vitamins, minerals,
antioxidants and herbs to help

support women's nutritional needs

and maintain general wellbeing
This formula assists with energy
production, stamina and helps
support a healthy nervous system
The Swisse Utivite range is
based on over 25 years research.

WARNINGS: Vitamin supplements should not replace a balanced diet. Not
for the treatment of iron deficiency conditions. This product contains
selenium, which is toxic in high doses. A daily dose of 150 micrograms for
adults of selenium from dietary supplements should not be exceeded. If
symptoms persist, consult your healthcare practitioner. Do not exceed the
stated dose except on medical advice. If you have had a baby with a neural
tube defect/spina bifida, seek specific medical advice. Do not take while on
warfarin therapy without medical advice. The recommended dose of this
medicing provides small amounts of caffeine. Contains lactose. Contains
Qluten from common oats. No added egg, yeast, salt, preservatives,

DIREC_TIUNS FOR USE - ADULT DOSAGE: One tablet daily, during or
immediately after a meal, or as directed by a healthcare professional.

BENEFITS: Swisse Women's Uttivite
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APPENDIX 2 - LABEL MOCK UPS

SWISSE WOMEN'SULTIVITE - MOCKEDUP TO PROPOSEDI G/
REQUIREMENTS

ACTIVE INGREDIENTS
Each tablet contains: Betacarotene 5 mg; Vitamin D3
200U (cholecalcierol 5 meg); Viamn ESOU
gi-alﬁha—tocophery\ acid succinate 41.33 o), Vitamin
1 (thiamine hydrochloride 50 m 3 Vitamin B2
riboftavin 50 mg); Nicotinamide 50 ma; Vitamin B5
aniothenic acid 68.7 mg fiom calcium pantothenate
5 mg): Vitamin B (pyridoxing 41.14 mg flom
pyridoxine he/drochlnnde 50 mg); Vitamin B12
gc anocobalamin 50 meg); Biotin 50 mcg; Folic acid
)0 meg; Vitamin C (ascorbic acid 165.2 mg flom

25 mg; Inositol 25 mg; Citus bioflavonoids exract 40
mg; Lysing hydhochloride 50 mg; Galcium 4mg
calcium citrate 200 m%% Magnesium 47.16 mg
magnesium oxide 81.46 mg): Potassium 2 mg
potassium sulfae 4.45 mg); fon 4.9 mg (ferrous
marate 16,01 mg); Chromium 6.2 meg (chromium
picolinate 50 mcgl)]‘ Manganese 1.6 mg (manganese
amino acid chelale 16 mg); Copper 58 meg (copper
gluconate 417 meg); loding 50.46 meg (potassium
fodide 66 meg); Zinc 5mg (zinc amino acid chelate 25
ma); Selenium 26 meg selenomethioning 65 meg);
Co-enzyme Q10 (ubidecarenone 1 mg); Spearmint oi

1.5mg; Papaya 10 g (Carica papaya ful powder);

calcium ascorbate dinydrate 200 mg); Choling biartrate

graveolens seed); Ginger 15 mg (Zingiber offcindle
Tool); Aslra%a\us 50mg EAslra?alus membranaceus
oof): Gotu kola 10 mg (Centella esiatica herb);
Hawthor 30 mg (Crataequs monogyna fut),
Chamornile 15 mg (Matricaria recufta flower); Licorice
10 mE (Glycyrhiza glabra root & stolon); Bearberry 25
mg (Arctostaphylos wa-urs lea); Siberian ﬁsteng 2
m& Fleutherococcus senticosus 100f). EXTRACTS
EQUIVALENT TO FRESH: Oats 500 mg (Avena safiva
herbh (lobe artichoke 50 m (CEvnara scnéymus |eal).
STANDARDISED EXTRACTS EQUIVALENT T0:
Grape seed 1.0 (Vis vinifera seed dryJ‘ St Mary's
histle 50 m ﬁSMyhum marianum fruitcry); Ginkgo 5
m (Ginkgo biloba leaf dry): Bilberry 25 m%
(Vaccinium myrillus fuit resh); Green tea 20 mg
%CameHia sinensis leaf dry); Tomato 700 mg
Lycopersicon esculenfur fuit fresh)

Swisse Women's Utivie Formula 1 conaing 50
ﬁmm\um quality vitamins, minerals, antioiidents and
erbs fo help surport women's nuriional needs and
maintain general wellbeing. This formula assists vith
energy production, stamina and helps supporta
heally nervous system. The Swisse Ultivite renge is

Swisse

WOMEN’S ULTIVITE

VITIS VINIFERA STANDARDISED
EQUIV. SEED DRY 1g
LYCOPERSICON ESCULENTUM

WARNINGS AND ALLERGY INFORMATION

Vitamin supplements should not replace a balanced diet. Not for th treatm

o fon deficiency conditons. This product cotains selenium, which \s?oxism
in'high doses. A daily dose of 150 micrograms for aduls of selenium from
diary supplements Should not be exceeded. fsymptoms persit, consult
your healthcare practitoner. Do not exceed the stated dose except on medial
advice. Ifyou have had a baby with a neural tube defect/spina bifida, Seek
specific medical advice. Do not take while on wartarin therapy without
medicaladvice. The recommended dose ofthis medicine provides small
amounts of caffeine. Contains lactose. Contains gluten flom common oats.
No added eqq, yeast sat preservatives, aifcial colours and flavours.

DIRECTIONS

ADULT DOSAGE: One tablet daily, during or immediately
after a meal,or as directed by a healthcare professional.
STORAGENFORMATION

Do not use if cap seal is broken

Swisse Vitamins Pty Ltd
36-38 Gipps St, Co\\ingmd
VIC Australia 3066

FREECALL 1800794 773

W Sisse.com

based on over 25 years resgarch.

{200 g, ETRACTS EQUNALENTT0 DRy: | Made in Australia
Fenngl 15 mg ?Fuemculum vul%are fru’\%; Horsetal 30 | Batch No
mg (Equisetum arvense herb); Celery 20 mg (Apium Use by

STANDARDISED EQUIV.
FRESH FRUIT 700mg AVENA
SATIVA EQUIV.
FRESH HERB 200mg

MULTIVITAMIN MINERAL &
ANTIOXIDANT WITH HERBS
Clinically Tested. Based on 25+ Years Research
60 TABLETS 2 MONTH SUPPLY

A L 187110

Parsley 10 mg (Petroselinum crishum herb powder):
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BENEFITS: Swisse Uttivite -+ Energy contains premium
quality ingredients formulated to support energy production,
and to provide increased nutritional support during periods of
nenvous tension and siress.

Swisse Ultivite + Energy helps to support mental stamina,
alertness and physical performance. It contains B vitamins,
vitamin C, calcium, magnesium and zinc. B vitamin levels in
the body may be depleted by processed foods, alcohol,
sugar, caffeine and stress. B vitamins may help to convert
carbohydrates, fats and protein into energy. Swisse Uttivite +
Enerqy helps supplement nutritional gaps, provide antioxidant
support and mainiain general health and wellbeing. Swisse:
Ultivite + Energy effervescent tablets are a pleasant tasting
alterative for those who have difficulty swallowing large tablets
or capsules.

EACH TABLET CONTAINS:

VITAMIN C (ascorbic acid 200 mg) VITAMIN B1 (thiamine
25 mg from thiamine nitrate 30.85 mg), VITAMIN B2
(riboflavin 25 mg from riboflavin sodium phosphate
3418 mg), NICOTINAMIDE 70 mg, VITAMIN BS (pantothenic
acid 25 mg from calcium pantothenate 27.18 mg), VITAMIN
BB (pyridoxine 25 mg from pyridoxine hydrochloride 30.33
mg), ITAMIN B12 (cyanocobalamin 25 meg), FOLIC ACID
500 meg, BIOTIN 50 mcg, CALCIUM 97.6 mg (calcium
carbonate 244 mg), MAGNESIUM 50 mg (magnesium
carbonate — heavy 195 mg), ZINC 5 mg (zinc citrate
trihydrate 16.13 mg)

WARNINGS: Vitamin supplements should not replace a
balanced diet. If symptoms persist consult your healthcare
practitioner. The recommended daily dose of this medicine
contains 288mg of sodium. No added gluten, lactose, egg,
preservatives, artficial colours and flavours.

DIRECTION FOR USE-

ADULT DOSAGE:

1 tablet daily, dissolved with water, or s directed by your
healthcare professional.

Swisse Vitamins Pty Ltd

36-38 Gipps Street, Collingwood VIC Australia 3066
FREECALL 1800 794 773

WWW.SWisse.com

Store below 25°C ina dry place. Always replace cap
Do not use if tamper evident seal is broken.
Made in Switzerland

Refer to base of tube for Batch No. and Expiry Date.
UEUE2/12/20

PMS COLOURS USED

- PMS 1795C
P Pus s71c

PMS 1205C

PMS 109C

Bedruckbare Flache Text und / oder lllustrationen, Bilder.
Printable area

Réhrchen

Tube

text and / or illustration, picture.

Flache Roéhrchen
body of the tube

Swisse

ULTIVITE
+ENERGY

MULTIVITAMIN FOR

MENTAL & PHYSICAL

PERFORMANCE

ENERGY

PRODUCTION

Abstand links 3mm
Distance left 3mm

Orange Flavour
Based on 25+ Years Research

20 EFFERVESCENT TABLETS

AUST L 194075

Abstand rechts 1 mm

Ubergriff
Overlap

distance on the right 1Tmm

1mm
1mm

Version No 10
24/2/2012

Date last mod

Designer Alison Whitehead
<
=
(o)}
c

— <

= [}

g 3

£ =

=

z ]

=) =

T o

o £

e} o

s . £

E o E

= O 19

o )

. E 59

=9 o=

g o c I

o N 5]

SN £

£ g

o) 2

T =)
T

[0]

=4 o

8 =

3 3

> =

S [0}

(]

m

Legende
AWG AuBenwulst mit Garantieverschluss

SwW

KS

Bulge with warranty catch
Sonderwulst

Spezial bulge with warranty catch
Kindersicher

Safety device for children


dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text
SWISSE ULTIVITE ENERGY EFFERVESCENT - CURRENT LABEL

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text

dilevar
Typewritten Text


Stand Januar 2010

Schema fiir Hiilsenreinzeichnung Pattern for Tubelayout
Hiilsendimension Tubedimension

Format: 29.1 @ (90) x 143.5 Réhre: R_230 AWG

Format: 29.1 @ (90) x 143.5 Tube: R_230 AWG

SWISSE ULTIVITE ENERGYEFFERVESCENT MOCKEDUP TO PROPOSE
TGA REQUIREMENTS

PMS COLOURS USED

- PMS 1795C
P Pus s71c

PMS 1205C

PMS 109C

Abwicklung & Ueberlappu

=91.0 mm

ng ¢ Upwinding & Overlap

-
‘

Bedruckbare Abwicklung
85

Text e Printable Upwinding
mm

ACTIVE INGREDIENTS

Each capsule contains: VITAMIN C (ascorbic acid 200
mg),VITAMIN B1 (thiamine 25 mg from thiamine nitrate
30.85 mg), VITAMIN B2 (riboflavin 25 mg from riboflavin
sodium phosphate 34.18 mg), NICOTINAMIDE 70 mg,
VITAMIN BS (pantothenic acid 25 mg from calcium
pantothenate 27.18 mg), VITAMIN B (pyridoxine 25 mg
from pyridoxine hydrochloride 30.33 mg), VITAMIN B12
(cyanocobalamin 25 meg), FOLIC ACID 500 mcg, BIOTIN
50 mcg, CALCIUM 97.6 mg (calcium carbonate 244 mg),
MAGNESIUM 50 mg (magnesium carbonate — heavy 195
mg), ZINC 5 mg (zinc citrate trihydrate 16.13 mg)

USES

Swisse Ultivite + Energy contains premium quality
ingredients formulated to support energy production, and to
provide increased nutritional support during periods of
nervous tension and stress.

Swisse Ultivite + Energy helps to support mental stamina,
alertness and physical performance. It contains B vitamins,
vitamin C, calcium, magnesium and zinc. B vitamin levels in
the body may be depleted by processed foods, alcohol,
sugar, caffeine and stress. B vitamins may help to convert
carbohydrates, fats and protein into energy. Swisse Ultivite +
Energy helps supplement nutritional gaps, provide antioxidant
support and maintain general health and wellbeing.

Swisse Ultivite + Energy effervescent tablets are a pleasant
tasting alternative for those who have difficulty swallowing
large tablets or capsules.

WARNINGS AND ALLERGY INFORMATION

Vitamin supplements should not replace a balanced diet. If
symptoms persist consult your healthcare practitioner. The
recommended daily dose of this medicine contains 288mg
of sodium. No added gluten, lactose, egg, preservatives,
artificial colours and flavours.

DIRECTIONS

ADULT DOSAGE: One tablet daily, dissolved with water, or
as directed by your healthcare professional.

STORAGE INFORMATION

Store below 25°C in a dry place. Always replace cap.

Do not use if tamper evident seal is broken.

Swisse Vitamins Pty Ltd

36-38 Gipps Street, Collingwood VIC Australia 3066
FREECALL 1800 794 773

WIW.SWisse.com

Made in Switzerland

Refer to base of tube for Batch No. and Expiry Date.
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SWISSE ULTIVITE ENERGYEFFERVESCENT MOCKEDUP TO PROPOSEDIGA REQUIREMENT

Swisse

Swisse

ULTIVITE + ENERGY .«

FOLIC ACID 500 mc )
VITAMIN C (ascorbic acid 200 mg)ﬁ
oot i | 27202 CALCIUM 97.6 mz (calcan
Designer Alison Whitehead carbonate 24

¢
MULTIVITAMIN FOR MENTAL & PHYSICAL e "'
PERFORMANCE, ENERGY PRODUCTION  © © i’

Natural flavours e No aspartame e Natural colours

60 EFFERVESCENT TABLETS
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Based on 25+ Years Research I
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APPENDIX 2 - LABEL MOCK UPS

SWISSE PROFESSIONALLIVER

DETOX+ CLEANSE-

Swisse

PROFESSIONAL

ST
‘,’,'

e o

200 mL Oral Liquid

Version No 13

Date last mod 14/6/2012
Size 65x165mm
Designer Alison Whitehead

TYPE SIZES

Front claim COMPLIANT

Left body copy COMPLIANT

Right body copy | COMPLIANT

CURRENTLABEL
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APPENDIX 2 - LABEL MOCK UPS

SWISSE PROFESSIONALLIVER DETOX+ CLEANSE- MOCKEDIO PROPOSEDIGA REQUIREMENT

MEDICINES INFORMATION BOX

ACTIVE INGREDIENTS

Each 7.5 mL contains: DANDELION
ROOT (Taraxacum officinale root dry
equiv. 750 mg), BUPLEURUM
(Bupleurum falcatum root dry equiv.
937.5mg), ST. MARY’S THISTLE
(Silybum marianum seed dry equiv.
2.25g), TURMERIC (Curcuma longa
rhizome dry equiv. 375 mg), DAN
SHEN (Salvia miltiorrhiza root dry
equiv. 187.5 mg), POMEGRANATE
(Punica granatum fruit juice fresh
equiv. 3.75 g)

Swisse Professional Liver Detox +
Cleanse is a unique combination of
premium quality herbs used in
Traditional Chinese and Western
Herbal Medicine to assist liver health.
This combination of herbs may help
protect healthy liver function.

Swisse Professional Liver Detox +
Cleanse contains St. Mary’s thistle,
which has an antioxidant action and
may help protect against potential
free radical damage. The formula also
includes bupleurum and turmeric,
traditionally used for their
anti-inflammatory properties.
Dandelion is included as it may be
helpful in the management of
constipation, alongside a healthy diet
and lifestyle.

Swisse Professional Liver Detox +
Cleanse contains pleasant tasting,
antioxidant-rich pomegranate juice
concentrate.

Swisse Professional liquids involve
minimal processing and truly reflect
the chemical characteristics of the
original herb in a convenient and
pleasant tasting liquid.

Swisse

PROFESSIONAL

LIVER DETOX +CLEANSE

POMEGRANATE (Punica granatum
fruit juice fresh equiv. 3.75

g
ST. MARY'S THISTLE (Silybum

WARNINGS AND ALLERGY
INFORMATION

Contains ethanol. If symptoms
persist, consult your healthcare
practitioner. Products containing
xylitol may have a laxative effect or
cause diarrhoea. Drink plenty of
water.

No added gluten, lactose, egg, salt,
preservatives, artificial colours and
flavours. Suitable for vegans and
vegetarians.

DIRECTIONS

ADULT DOSAGE: 7.5ml diluted in
water, twice daily, with food, or as
directed by a healthcare
professional.

STORAGE INFORMATION

Store below 30°C. Avoid storage in

marianum seed dry equiv. 2.25 g) e
BUPLEURUM (Bupleurum falcatum
root dry equiv. 937.5 mg)

200 mL Oral Liquid

Version No 4 TGA mockup

Date last mod 16/8/2012

Size 95x255mm

Designer Alison Whitehead

TYPE SIZES

Front claim COMPLIANT

Left body copy | COMPLIANT

Right body copy | COMPLIANT
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APPENDIX 2 - LABEL MO
BENEFITS: Swisse Professional Yeast Care is a premium quality herbal
and nutritional formula that provides support in the maintenance of normal
intestinal Candida albicans levels, helps to restore microflora balance and
supports the integrity of the digestive lining
The therapeutic properties of this formula can be attributed to golden seal,
Pau D'arco, Oregon grape and calendula, which have traditionally been
used to support the immune system. It also contains biotin to help
supplement any loss of natural biotin production due to microflora
imbalance
The combination of herbs in Swisse Professional Yeast Care have been
used traditionally to help the body combat fungal and other microbial
infections.

Store below 30°C.

Swisse Vitamins Pty Ltd
36-38 Gipps Street, Collingwood
VIC Australia 3066

FREECALL 1800 794 773
WWW.SWiSse.com

Made in Australia

Batch No.

Use by

Swisse is a carbon balanced company. Please recycle.

EACH TABLET CONTAINS:

PAU D'ARCO

(Tabebuia avellanedae equiv. 833.32 mg stem bark inner dry)
GOLDEN SEAL

(Hydrastis canadensis equiv. 333.32 mg root dry)

OREGON GRAPE (Berberis aquifolium equiv. 600 mg root dry)
CALENDULA (Calendula officinalis equiv. 1 g flower dry)
ZINC 3.33mg (Zinc amino acid chelate 16.67 mg)

BIOTIN 33.33 mcg

WARNINGS: If symptoms persist consult your healthcare
practitioner. Vitamin
supplements should not
replace a balanced diet

No added gluten, lactose,
g, yeast, salt, preservatives,
artificial colours and flavours.
Suitable for vegetarians.
DIRECTIONS FOR USE -
ADULT DOSAGE: One tablet,
three times daily with food, or
as directed by a healthcare
professional.

30 TABLETS

Swisse

PROFESSIONAL

YEAST CARE

PAU D'ARCO, GOLDEN SEAL,
OREGON GRAPE & CALENDULA
RESTORES MICROFLORA BALANCE
IMMUNE SUPPORT

AUST L 182095 PYC10/11/30
SWISSE PROFESSIONALYEAST CARE - CURREN
LABEL
Version No 7
Date last mod 26/10/2011
Size 63x153mm
Designer BCreative Studio
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APPENDIX 2 - LABEL MOCK UPS

SWISSE PROFESSIONALYEAST CARE -

MOCKEDUP TO PROPOSEDIGA REQUIREMENT

MEDICINES INFORMATION BOX

ACTIVE INGREDIENTS

Each tablet contains: PAU D'ARCO
(Tabebuia avellanedae equiv.
833.32 mg stem bark inner dry)
GOLDEN SEAL (Hydrastis
canadensis equiv. 333.32 mg root
dry), OREGON GRAPE (Berberis
aquifolium equiv. 600 mg root dry),
CALENDULA (Calendula officinalis
equiv. 1 g flower dry), ZINC
3.33mg (Zinc amino acid chelate
16.67 mg) BIOTIN 33.33 mcg

premium quality herbal and
nutritional formula that provides
support in the maintenance of
normal intestinal Candida albicans
levels, helps to restore microflora
balance and supports the integrity
of the digestive lining.

The therapeutic properties of
this formula can be attributed to
golden seal, Pau D'arco, Oregon
grape and calendula, which have
traditionally been used to
support the immune system. It
also contains biotin to help
supplement any loss of natural
biotin production due to
microflora imbalance.

The combination of herbs in
Swisse Professional Yeast Care
have been used traditionally to
help the body combat fungal
and other microbial infections.

Swisse is a carbon balanced company. Please recycle.

equiv.833.32 mg stem bark inner dry)
OREGON GRAPE (Berberis aquifolium

Swisse

PROFESSIONAL

YEAST CARE

CALENDULA (Calendula officinalis
equiv. 1 g flower dry)
PAU D'ARCO (Tabebuia avellanedae

equiv. 600 mg root dry)

RESTORES MICROFLORA BALANCE
IMMUNE SUPPORT

30 TABLETS

AUST L 182095

WARNINGS AND
ALLERGY INFORMATION

If symptoms persist consult
your healthcare practitioner.
Vitamin supplements should not
replace a balanced diet. No
added gluten, lactose, egg,
yeast, salt, preservatives
artificial colours and flavours.
Suitable for vegetarians.

DIRECTIONS

ADULT DOSAGE: One tablet,
three times daily with food, or
as directed by a healthcare
professional

STORAGE
INFORMATION

Store below 30°C. Do not use
if cap seal is broken.

Swisse Vitamins Pty Ltd
36-38 Gipps Street, Collingwood
VIC Australia 3066

FREECALL 1800 794 773
WWW.SWiSse.com

Made in Australia
Batch No
Use by

Version No 3 TGA mockup
Date last mod 13/8/2012
Size 113x268mm

Designer

Alison Whitehead
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APPENDIX 2 - LABEL MOCK UPS

SWISSE ULTIBOOST VALCIUM + VITAMIN D - CURRENTLABEL

BENEFITS: Swisse Ultiboost Calcium -+ Vitamin D contains premium quality .
ingredients to help support healthy bones and teeth. Swisse Ultiboost Calcium + EACH TABLET CONTAINS.' .
Vitamin D contains a premium form of calcium (citrate) and natural vitamin D3 for CALCIUM 333.33 mg (Calcium citrate 1.58 )
increased calcium absorption. It aso contains Bioperine, a unique standardised VITAMIN D3 333U (Cholecalciferol 8.3 meg)
$ﬁéaﬁﬂgailzitlzf£r? ecgnsists of 206 bones that provide a framework for the body to BIOPERINE — BLACK PEFPER (Piper igrum standardised
help maintain shape, protect vital organs and provide a place for muscles and c ALCI U M + extract equiv. to fruit dry 29.75 mg, Piperine 1.67 mg)
supporting structures to attach. Bones also function as a site for mineral storage and WARNINGS: If symptoms persist consult your healthcare
blood cell formation. R
Calcium requirements increase with age, gender, post menopause, diet, pregnancy VITAM I N D professional. Vl'samg jusplemems should not replace a
and lactation. Swisse Ultiboost Calcium + Vitamin D helps to address dietary balanced diet. No added gluten, lactose, eqg, yeast,
calcium deficiency and may provide support for osteoporosis. HELPS SUPPORT salt, soy, artificial colours and flavours.
ggnasgé Vita|1s11instPtCy |Il.‘td d HEALTHY BONES & TEETH Suitable for vegetarians.

-38 Gipps Street, Collingwoo
VIC Australia 3006 CALCIUM CITRATE & VITAMIN D3  DIRECTIONS FOR USE -
\EIEVEVESV/?&; ?;231794 U SWISSE ARE PROUD SUPPORTERS OF ADULT DOSAGE:
Siore below 30°C. Two-three tablets daily, during or
P immediately after a meal, or as
Batch No. osteoporosis australia directed by a healthcare professional.
Usety 90 TABLETS

AUST L 188495

Version No 8
Date last mod 25/8/2011
Size 80x190mm

Designer Alison Whitehead
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Each tablet contains: CALCIUM
333.33 mg (Calcium citrate 1.58
g) VITAMIN D3 333IU
(Cholecalciferol 8.3 mcg)

Swisse Ultiboost Calcium +
Vitamin D contains premium
quality ingredients to help support
healthy bones and teeth. Swisse
Ultiboost Calcium + Vitamin D
contains a premium form of
calcium (citrate) and natural
vitamin D3 forincreased calcium
absorption.

EDICINES INFORMATION BOX

M
ACTIVE INGREDIENTS

muscles to attach.
USES

The human skeleton consists of
206 bones that provide a
framework for the body to help
maintain shape, protect vital
organs and provide a place for

Calcium requirements increase
with age, gender, post
menopause, diet, pregnancy
and lactation. Swisse Ultiboost
Calcium + Vitamin D helps to
address dietary calcium
deficiency, a diet deficient in
calcium may contribute to
osteoporosis in later life.

SWISSE ULTIBOOST CALCIUM + VITAMIN D -

SWISSE ARE PROUD SUPPORTERS OF

a

osteoporosis australia

CALCIUMs + VITAMIN D

CALCIUM 333.33 mg
(Calcium citrate 1.58 g)
VITAMIN D3 333IU
(Cholecalciferol 8.3 mcg)

HELPS SUPPORT HEALTHY BONES & TEETH CALCIUM CITRATE & VITAMIN D3

90 TABLETS

Version No 3 TGA mockup
Date last mod 16/8/2012
Size 85x250mm
Designer Alison Whitehead

WARNINGS AND
ALLERGY INFORMATION

[If symptoms persist consult
your healthcare professional.
Vitamin supplements should not
replace a balanced diet. No
added gluten, lactose, egg,
yeast, salt, soy, artificial colours
and flavours. Suitable for
vegetarians.

DIRECTIONS

ADULT DOSAGE: Two-three
tablets daily, during or
immediately after a meal, or
as directed by a healthcare
professional.

STORAGE
INFORMATION

Store below 30°C. Do not use
if cap seal is broken.

MOCKEDUP TO PROPOSEDIGA REQUIREMENT

Swisse Vitamins Pty Ltd
36-38 Gipps Street, Collingwood
VIC Australia 3066

FREECALL 1800 794 773
WWW.SWisse.com

Made in Australia
Batch No.
Use by
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APPENDIX 2 - LABEL MOCK UPS

SWISSE ULTIBOOST HAIR SKIN NAILS - CURRENTLABEL

|NGRED|ENTS WARNINGS: If symptoms persist consult your healthcare professional. Vitamin
supplements should not replace a balanced diet. Contains sodium benzoate. No added
PER 10mL: Sw I S S e@f gluten, lactose, egg, yeast, salt, artificial colours and flavours.
SILICA-COLLOIDAL ANHYDROUS 350 mg (silicon 164 mg) DIRECTIONS FOR USE — ADULT DOSAGE: 10 mL daily, during or immediately after a
BLOOD ORANGE EXTRACT (Citrus sinensis standardised extract equiv. to meal. Can be taken straight or diluted in water or juice.
it percap fesh 18.9 conining e sty rteient o Suporhe rfuaa f colagen and provc
VlTAMlN C (HSCOFDIC aCld 200 mg) QP HAI R S KI N NAI LS essential nutrients for healthy hair, skin and nails. This unique great tasting beauty
Store below 30°C formula contains silica and vitamin C to support the building blocks of hair, skin and nails
' . . m and maintain their health and appearance. Blood orange extract is also included for its
Shake well before use. Refrlgerate after opening. o SILICA & BLOOD ORANGE antioxidant properties. Silica is part of the mineral matrix that supports collagen structure.
. I Collagen is a major structural protein for healthy and strong connective tissue, blood
Swisse Vitamins Pty Ltd o SUPPORTS PRODUCTION vesse%s, tendons and ligaments and helps main)t/ain skin ’
36-38 Gipps Street, Collingwood o0 OF COLLAGEN imeg“ny and agoearagce. Vitamén Ct afsists tvvitth CT\‘ lafgen
VIC Australia 3066 & MAINTAINS HEALTHY production and provides antioxidants to protect cells from
potential free radical damage. The blood orange extract
FREECA!—'— 1800794773 ; HAIR SKIN & NAILS included in Swisse Ultiboost Hair Skin Nails has been
WWW.SWISSE.com J extracted from the juice and peel of three varieties of
) i Sicilian blood oranges, grown in the rich soil surrounding
Made in Australia : Blood Oran ge Flavour the Mount Etna volcano. Blood orange extract is rich in
antioxidants, which help decrease oxidative stress in those
Batch No. Based on 25+ Years Research with compromised antioxidant capacities.
Use by 500 mL Oral Liquid

AUST L 179202

Version No 12
Date last mod 22/11/2011
Size 85x228mm

Designer BCreative Studio
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APPENDIX 2 - LABEL MOCK UPS

ORMATION BOX

MEDICINES INF
ACTIVE INGREDIENTS

Each 10 mL contains:
SILICA-COLLOIDAL ANHYDROUS
350 mg (silicon 164 mg), BLOOD
ORANGE EXTRACT (Citrus sinensis
standardised extract equiv. to fruit
pericarp fresh 18 g), VITAMIN C
(ascorbic acid 200 mg)

USES

Swisse Ultiboost Hair Skin Nails
liquid is a comprehensive formula
containing premium quality
ingredients to support the production
of collagen and provide essential
nutrients for healthy hair, skin and
nails. This unique great tasting beauty
formula contains silica and vitamin C
to support the building blocks of hair,
skin and nails and maintain their
health and appearance. Blood orange
extract is also included for its
antioxidant properties. Silica is part

of the mineral matrix that supports
collagen structure.

Collagen is a major structural
protein for healthy and strong
connective tissue, blood vessels,
tendons and ligaments and helps
maintain skin integrity and
appearance. Vitamin C assists with
collagen production and provides
antioxidants to protect cells from
potential free radical damage.

The blood orange extract included
in Swisse Ultiboost Hair Skin Nails
has been extracted from the juice
and peel of three varieties of
Sicilian blood oranges, grown in
the rich soil surrounding the Mount
Etna volcano. Blood orange extract
is rich in antioxidants, which help
decrease oxidative stress in those
with compromised antioxidant
capacities.

SWISSE ULTIBOOST HAIR SKIN NAILS

MOCKEDUP TO PROPOSEDIGA REQUIREMENT

HAIR SKIN NAILS

SILICA-COLLOIDAL ANHYDROUS
350 mg (silicon 164 mg)
BLOOD ORANGE EXTRACT
(Citrus sinensis standardised extract

equiv. to fruit pericarp fresh 18 g)
VITAMIN C (ascorbic acid 200 mg)

SILICA & BLOOD ORANGE SUPPORTS PRODUCTION OF COLLAGEN & MAINTAINS HEALTHY HAIR SKIN & NAILS

500 mL Oral Liquid

AUST L 179202

WARNINGS AND
ALLERGY INFORMATION

If symptoms persist consult
your healthcare professional.
Vitamin supplements should
not replace a balanced diet.
Contains sodium benzoate. No
added gluten, lactose, egg,
yeast, salt, artificial colours and
flavours.

DIRECTIONS

ADULT DOSAGE: 10 mL daily,
during or immediately after a
meal. Can be taken straight
or diluted in water or juice.

STORAGE
INFORMATION
Store below 30°C. Shake well

before use. Refrigerate after
opening.

Swisse Vitamins Pty Ltd
36-38 Gipps Street, Collingwood
VIC Australia 3066

FREECALL 1800 794 773
WWW.SWisse.com

Made in Australia
Batch No.
Use by

Version No 3 TGA mockup
Date last mod 13/8/2012
Size 85x228mm

Designer Alison Whitehead
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APPENDIX 2 - LABEL MOCK UPS

SWISSE ULTIBOOST HIGH STRENGTHWILD FISH OIL - CURRENTLABEL

EACH CAPSULE CONTAINS: CHILD DOSAGE:

BENEFITS: Studies show that fish oils help maintain general good health and are

especially beneficial for the heart, brain, joints and eyes. FISH OIL - NATURAL 1.5.9 2-6 years: One capsule dally.
Contains: 6-12 years: One-two capsules daily.

It has been shown that omega-3 fatty acids may play an important role in helping Omega-3 marine triglycerides 450 mg as; Pierce and take oil or squeeze into juice.

maintain a healthy cardiovascular system by supporting normal circulation, blood Eicosapentaenoic acid (EPA) 270 mg Or as directed by a healthcare professional.

pressure and cholesterol in healthy individuals. Docosahexagnoic acid (DHA) 180 mg Store below 25¢C.

H I H STR E TH WARNINGS: If symptoms persist consultyour ~ Swisse Vitamins Pty Ltd
WI L D F I s H O I L healthcare practitioner. No added gluten, lactose,  36-38 Gipps Street, Collingwood

£q0, yeast, salt, preservatives, artificial colours — VIC Australia 3006

DHA is the predominant fatty acid in the central nervous system found in the
walls of brain cells and is important for the natural repair process.

Omega-3 fatty acids may be beneficial for joint health and are vital for vision. 1500 mg — 50% MORE OMEGA-3 and flavours. Mercury tested. FREECALL 1800794773

They play a structural and functional role in the retina and nerve cells of the eye. ASSISTS WITH HEART, BRAIN, DIRECTIONS FOR USE v'\:lwv(:.swls:e.c:mr

Swisse Ultiboost High Strength Wild Fish Oil contains premium quality omega-3 JOINT & EYE HEALTH ADULT DOSAGE: - ate In Alsiralia _
fatty acids, EPA and DHA and is sourced from wild fish that swim freely in the General wellbeing: Two capsules, daily with  Batch No. e

FISH OIL - NATURAL 1.5 g

ULTIBOOST

i — ‘sustai ish’. Use b s O
Pacifc Ocean —'sustainablefree ange fis s ol e A e Heart & brain ealt: oo cpsues, icecly —
Each capsule of Swisse Ultiboost High Strength Wild Fish Oil contains 50% more Baker IDI with food. R
omega-3 than a standard 1000 myg fish oil capsule. HEART & DIABETES INSTITUTE Joint health: Three capsules, twice daily with <

food. "
200 CAPSULES o

AUST L 188270

Version No 11
Date last mod 5/9/2011
Size 100x320mm

Designer Alison Whitehead
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APPENDIX 2 - LABEL MOCK UPS

SWISSE ULTIBOOST HIGH STRENGTHWILD FISH OIL - MOCKEDUP TO PROPOSEDIGA REQUIREMENT

WARNINGS AND ALLERGY INFORMATION Swisse Vitamins Pty Ltd

If symptoms persist consult your healthcare \?;IGC ?Asugtirglpiz ggggt Collingwood
practitioner. No added gluten, lactose, egg, yeast, salt, FREECALL 1800 794 773

preservatives, artificial colours and flavours. Mercury
tested.

MEDICINES INFORMATION BOX
ACTIVE INGREDIENTS DHA is the predominant fatty acid in the

Each capsule contains: FISH OIL — central nervous system found in the walls
NATURAL 1.5 g of brain cells and is important for the

natural repair process.

WWW.SWisse.com
Contains Omega-3 marine triglycerides 450

Ormega-3 fatty acids may be beneficial for | [ Made in Australia
s e e e | FMHIGH STRENGTH WILD FISH Ol L jmmm: e
Docosahexaenoic acid (DHA) 180 mg J o ADULT DOSAGE: ADULT DOSAGE: '
USES They play a structural and functional role w General wellbeing: Two capsules, daily with food. Use by
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eyes. from wild fish that swim freely in the o ASSISTS WITH HEART, BRAIN, 2-6 years: One capsule daily
It has been shown that omega-3 fatty acids ?aﬁtf'c Ocean — "sustainable free range - JOINT & EYE HEALTH 6-12 years: One-two capsules dally _;—5
may play an important role in helping IS FISH OIL — NATURAL 1.5 g Pierce and take oil or squeeze into juice. e
maintain a healthy cardiovascular system by Each capsulle Of. SW|S.33 UltlpOOSt High S SWISSE PROUDLY DONATE A PERCENTAGE Or as directed by a healthcare professional. =$
supporting normal circulation, blood Strength Wild Fish Qil contains 50% more OF PROFITS 10 SUPPORT THE RESEARCH OF —_—
pressure and cholesterol in healthy omega-3 than a standard 1000 mg fish oil B a k e r I D | STORAGE INFORMATION E'\:
individuals. capsule. HEART & DIABETES INSTITUTE Store below 30°C. Shake well before use. Refrigerate "
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