TGA eBS

Public Summary

149005 Pregcel Benefishoil Omega 3 Softgel Capsule
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 10/01/2008
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of anyibatch of the hsted rﬁedlcme
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia 65 e Jis Jisted medlcme
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreement&;gglatron ¢

kept., .

The sponsor shall rétain records of the distribution of the listed medicine for a period of five years and shallfgic
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., >

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fo'i"aa
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or adminis
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor’a 12 goods becomes awar
of listed medicines must retain records of such reports for a period of not less than 18 months frol ﬁaday the Hea§§s

of the report or reports.,

oFthose reports. Sponsors

The sponsor shall not supply the listed medicine after the expiry date of the:gag

Where a listed medicine is distributed overseas as well as in Australiagp ‘}’ duct reca ,‘:a any other regm}%;ory dction taken in relation to the medicine
outside Australia which has or may have relevance to the quality, )sgg ety or»eff icacy of the‘?goods dlstan%% in Australia, must be notified to the National

Manager Therapeutic Goods Administration, immediately the actiof or mformatlon is know he sponser.,

se Ilsted%;i;gxpon only u?%%;cnon 25 of the Therapeutic Goods Act 1989, shall
cg;al use’ avan%%le at é@

m time to tlme%

e@
piof the listed medicine sh s nghf ed to the Head, Office

Officefot Product Review is notified

1. Pregcel Benefishoil Omega i« Soft

Product Type Single Medicin® % Effective date ~ 28/08/2009 9:44:39 AM

Vitamins can only be of ass ) intake is |nadequate OR Vitamin supplements should not replace a balanced diet.,
If symptoms persist consult your heg (o, words to that effect).

hi ch assnsjsm malntalmng health skin.
mal eye and brain function.
or-the normal function of the brain and nervous system.

Rich source of Omegay
Helps:t8tassist in the ﬁ-f%n ¢
Iti 5 High in DHA whieh iSfhecessaR
As sts in promoting the ‘ﬁ%é%fh of moth

Poison Schedule

1. Medicine component
Dosage Form Capstile, soft
Route of Administration Oral

Visual Identification

d-alpha-Tocopherol 33.56 mg

Fish oil - natural 500 mg
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Public Summary

140258 Swisse Teenace Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs Teenage Women's W

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Lid

Postal Address 36-38 Gipps Street, COLLINGWOOD, ViC, 3066
Australia

ARTG Start Date 8/06/2007

Product category Medicine

Status Revoked

Approval area Listed Medicines

The sponsor shall keep records relating fo this listed medicine as are necessary to: (a) Expedite recall if necessary of a
(b) ldentify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austra
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreement
kept.,

sted medicine’j
h manufacture Il be

The sponsor shali retain records of the dlstnbutlon of the listed medicine for a period of five years and sh
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., 4

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fb ¢
in relation to the inclusion of the medicine in the Register.,

the listed medicine sha ified to the Head, Office
¢ goods becomes awa those reports. Sponsors
day the He§d§%gr ice:of Product Review is notified

All reports of adverse reactions or similar experiences associated with the use or administratig
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor
of listed medicines must retain records of such reports for a period of not Iess than 18 months from
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of thes g

Where a listed medicine is distributed overseas as well as in Australia;preduct reca
outside Australia which has or may have relevance to the quality, sgfety 6rsificacy of egoods dlstnbg@g in Australia must be notified to the National
Manager Therapeutic Goods Administration, immediately the acti r mformation is knoWnst’a the sponsor.,

Colouring agents used in listed medicine for ingestion, othe ihan_ mse listedgfé“is export only und %Section 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of ‘Colourings permltted medlcme ota " available at §

http:/iwww.tga.gov.aufindustry/cm-colourings-oral-usei 1 m tlme to time

Where the medicine is a conventional release follgmd supplement prepa X,;@«L" te%v orm, of strength of 100 micrograms or more per dosage unit,
the additional conditions are as follows: Where théffaedicine contains folic aciliasafingle active ingredient, the dissolution characteristics for folic acid in
this medicine must comply with the dlss%gtion reqt lf'é ents in the United State%gharmacopoela 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains g%[«ple activeiin gredlents the disgplution"characteristics for folic acid in this medicine must comply with the
dissolution requirements in the United®S! C%Phan'na ) 1)SP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution characteristi %,,this m |c ith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product wheni stored under the'anditions in roduct label. It is the responsibility of manufacturers to develop and validate
e/determination of foli %?md that shotild“6& used in conjunction with the USP24 dissolution criteria. This condition does not

apply to chewable, efferveste o peraible table sustained release tablets.

2

AJBLﬁLung op[qn({

50k .
1. Swisse T Ultivite MultizVitamin, Mineral & Anti-Oxidant with Herbs Teenage Women's W

Product Type Effective date 28/08/2009 9:44:39 AM

e practitioner (or words to that effect).,
ce if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

(If medicine e sugar) contains [insert name of sugar] OR (If medicine contains two or more sugars) Contains sugars [or words to that effect].

Sontain:

For mineral (may state the mineral) supplementation.,

For vitamin {may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

Aids, assists or helps in the maintenance or improvement of general well-being.,

Helps maintain normal blood/blood tonic (Note: These claims are appropriate for folic acid, vitamin B12 and iron, but must not imply anaemic conditions),
Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive function.,
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Beneficiat during times of stress. [Warning S required],
May assist in maintaining peripheral circulation and promoting general health.

Provides support for memory function and stamina

Assists in enhancing mental aiertness and improving short term memory.

May assist in support of general healthy brain function

Provides support for the nervous system and is beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.
Contains antioxidants to assist in decreasing the risk of celf damage from free radicals.

Assists in maintaining healthy looking skin.
Assists in the maintenance of a health urinary system

Pack Size Poison Schedule

1. Medicine component

Dosage Form
Route of Administration Oral

Visual Identification

Arctostaphylos uva-ursi

Equivalent: Arctostaphylos uva-ursi (Dry)
Bacopa monnieri
Bifidobacterium longum
Biotin
Calcium ascorbate dihydrate
Calcium orotate
Calcium pantothenate

Tablet, film coated

TGA eBS

20 microgram
41.24 mg

70 mg

4mg

Cholecalciferol .005 mg
Choline bitartrate 120 mg
Chromium picolinate 169 microgram
Citrus bioflavonoids extract 100 mg
Copper gluconate 7.86 mg
Cyanocobalamin A 1.8 microgram
d-alpha-Tocopheryl acid.g 7.9968 mg
Dunaliella salina

Ferrous fumarate 16.01 mg

Folic acid
Ginkgo biloba

e dihydrate
Manganese amino acid chelate

Molybdenum trioxide

400 microgram
3mg
150 mg

35mg

2mg
1.13mg
70 mg
25mg

67.5 microgram

Nicotinamide 14mg
Olea eurobaea 8.33mg
Equivalent: Olea europaea (Dry) 50 mg
Passiflora incarnata 12.5mg
Equivalent: Passiflora incarnata (Dry) 50mg -

Phytomenadione
Potassium iodide

45 microgram

196 microgram

Produced at 13.03.2014 at 12:20:41 EST
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Pyridoxine hydrochloride
Riboflavine
Silica - colloidal anhydrous
Silybum marianum

Equivalent: Silybum marianum {Dry)
Thiamine hydrochloride
Vaccinium macrocarpon

Equivalent: Vaccinium macrocarpon (Fresh)
Vitex agnus-castus

Equivalent: Vitex agnus-castus (Dry)
Withania somnifera

Equivalent: Withania somnifera (Dry)
Zinc amino acid chelate

TGA eBS

10 mg

900 microgram
100 mg

8.57 mg

600 mg

900 microgram
10 mg

500 mg

5mg

50 mg

10mg
100 mg
55 mg

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or comm

iglise the mgterial without dl
ht.ht ’

S
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TGA eBS

Public Summary

. 140137 Swisse Men's Ultivite Multi-Vitamin, Minerat & Anti-Oxidant with Herbs Gluten Free G

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 6/06/2007
Product category Medicine
Status Revoked” 3
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ar
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements
kept., -

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sh
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for*
in relation to the inclusion of the medicine in the Register.,

gfified to the Head, Office
he goods becomes awal ’ﬁhose reports. Sponsors

of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsors €0
day the Head&Officei6t Product Review is notified

of listed medicines must retain records of such reports for a period of not less than 18 months fromithe.
of the report or reports., £

The sponsor shall not supply the listed medicine after the expiry date of the:gogds:,

2y, ;S"é"‘&x -
Where a listed medicine is distributed overseas as well as in Australiagﬁ"ffaduct recalligiany other reg{s,’atory n taken in relation to the medicine
outside Australia which has or may have relevance to the quality, saaféfy ‘osr%fﬁcacy of the goods distribuied in Australia, must be notified to the National

Manager Therapeutic Goods Administration, immediately the a ' or information is kno

: &5, r
The Ginkgo biloba leaf extract used in the manufacture of this medidine mus% ply with the reg ifement of Identification Test B of the monograph
Powdered Ginkgo Extract in the United States Pharmgéc_g eia 32 Nt USP3: ~NF27). This condition does not apply to powdered or
dried leaf., N

Colouring agents used in listed medicine for ingesti
be only those included in the list of 'Colourings permitted in medicines for oral‘

http:/Iwww.tga.gov.auﬁndustry/cm-colourings-oral-ﬁg% htm,as amended from timg

Vailable at
time.,

L3

the additional conditions are as follows: Whetgithe me
this medicine must comply with:the dissolution Feguirement

ement prep%on, in tablet form, of strength of 100 micrograms or more per dosage unit,

ntains folig:acid as a single active ingredient, the dissolution characteristics for folic acid in

e ited States Pharmacopoeia 24th Edition (USP24) monograph for Folic Acid

Tablets. Where the medicingse smultiple aéff;g%gngredien the dissolution characteristics for folic acid in this medicine must comply with the
dissolution requirements in the’Bpjiied=statesiRhanmagepoeia 24th Edition (USP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution charagleristicsTor s e must comply with the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when stored tifjder the condi xgsc%j_uded on the product label. It is the responsibility of manufacturers to develop and validate
the analytical methiods for the determinatipn of folic acid that should be used in conjunction with the USP24 dissolution criteria. This condition does not
apply to chewablejgffefvescent or dispersible, tablets or sustained release tablets.
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Effective date 3/03/2010 3:59:14 PM

Arewuwung o1qnd

If symptoms persist consult your healthcare practitioner (or words to that effect).,
Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Helps maintain normal blood/blood tonic (Note: These claims are appropriate for folic acid, vitamin B12 and iron, but must not imply anaemic conditions),
Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive function.,

Male support. Balances and supports normal male physiology and function.,

May assist in maintaining peripheral circulation and promoting general health.,

For mineral {may state the mineral).supplementation.,
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For vitamin (may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron

deficiency conditions).,
May assist in the management of dietary folate deficiency.,

Vitamin D helps calcium absorption (or words of like intent) and a diet deficient in calcium can lead to osteoporosis in later life,

Aids, assists or helps in the maintenance or improvement of general well-being.

Provides support for memory function and stamina

Provides support for the nervous system and ig beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.
Assists in the maintenance of a healthy urinary system

Assists in maintaining a healthy and normal immune system.

Low allergy formula

Antioxidant rich.

Pack Size Poison Schedule

1. Medicine component

Dosage Form Tablet, film ¢o

Route of Administration Oral

Visual ldentification

Armoracia rusticana

Eduivalent: Armoracia rusticana (Dry)
Bifidobacterium longum
Biotin
Calcium ascorbate dihydrate
Calcium orotate
Calcium pantothenate
Cholecalciferol
Choline bitartrate
Chromium picolinate
Citrus bioflavonoids extraﬂcf%@z,,
Copper gluconate #
Cyanocobalamin
Cynara scolymus.,

Magnesium aspartate dihydrate
Manganese amino acid chelate
Molybdenum trioxide
Nicotinamide
Passiflora incarnata

Equivalent: Passiflora incarnata (Dry)
Phytomenadione ’
Pyridoxine hydrochloride
Riboflavine
Selenomethionine

s

S
a

P

TGA eBS

U'mg
50 mg
200 microgram
170 mg

100 mg

80 mg

005 mg

20 mg

402 microgram
50 mg

28.57T mg

150 microgram
25mg

100 mg
19.9968 mg
16.01 mg

500 microgram
30 mg

15g

20 mg

100 mg

50 mg

165 microgram
55 mg

12.5 mg

50 mg

90 microgram
50 mg

30 mg

65 microgram
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Serenoarepens

Equivalent: Serenoa repens (Dry)
Silybum marianum
Equivalent: Silybum marianum (Dry)
Spearmint Oil
Tanacetum parthenjum
Equivalent: Tanacetum parthenium (Dry)
Thiamine hydrochloride
Tribulus térrestris a
Equivalent: Tribulus terrestris (Dry)
Tribulus terrestris
Equivalent: Tribulus terrestris (Dry)
Trigonella foenum-graecum
Equivalent: Trigonella foenum-graecum (Dry)
Urtica dioica
Equivalent: Urtica dioica (Dry)
Vaccinium macrocarpon
Equivalent: Vaccinium macrocarpon (Fresh)
Zinc amino acid chelate '
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TGA eBS

Public Summary

156917 Swisse Women's Ultivite Multi-vitamin Mineral & Anti-Oxidant With Herbs Formula1
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 18/11/2008
Product category Medicine
Status Revoked
Approval area Listed Medicines

kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sh I
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fof
in relation to the inclusion of the medicine in the Register.,

All reporis of adverse reactions or similar experiences associated with the use or administfatic
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor
of listed medicines must retain records of such reports for a period of not less than 18 months fr
of the report or reports.,

goods becorggs awa

r'c’*“

The sponsor shall not supply the listed medicine after the expiry date of the
ny other reg%" ory action taken in relation to the medicine

ods distribt é‘d in Australia, must be notified to the National
the SpO‘ELSpT

Where a listed medicine is distributed overseas as well as in Australla
outside Australia which has or may have relevance to the quality, safef ’tf’
Manager Therapeutic Goods Administration, immediately the acii A

;?‘%duct reca
S

The Ginkgo biloba leaf extract used in the manufacture of this m ‘com
Powdered Ginkgo Extract in the United States Pharmaggpeia 32 - Na ons ulary 2 USP32—NF27) This condltlon does not apply to powdered or
dried leaf.,

day the He: Offlcexof Product Revxew is notified

Effective date 29/06/2012

. Do not exceed th sta%é
words to that effec%ﬁ’ ;

Vitamins can of e of assistance if the dAietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

If symptoms persist consult your healthcare practitioner (or words to that effect).

Source of folic acid. Can assist in maintaining normal blood.,

Aids, assists or helps in the maintenance or improvement of general well-being.,
Helps relieve nervous tension, stress and mild anxiety. [Warning S required),
Beneficial during times of stress. [Warning S required],

For vitamin (may state the vitamin) supplementation.,

For mineral (may state the mineral) supplementation.,
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1

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions)., :

May assist in the management of dietary folate deficiency.,

Provides a daily dose of 400-500mcg of folic acid or folate. Contains folic acid which, if taken daily for one month before conception and during
pregnancy, may reduce the risk of women having a child with birth defects of the brain and/or spinal chord such as the neural tube defects known as
spina bifida and anencephaly. [Warning NEUR required.]

Swisse WOMEN?S ULTIVITE is clinically tested, with proven relief and is based on over 25 years of research. Swisse WOMEN?S ULTIVITE has been
developed to assist women in meeting their nutritional needs and help in the maintenance of general well-being. Swisse WOMEN?S ULTIVITE may
assist in the relief of pre-menstrual symptoms and improve stress adaptation. P

Relief from tiredness. i
You'll Feel Better on Swisse.

Assists with energy production and stamina.

Assists maintenance of the immune system.

Assists in reducing homocysteine levels.

For the symptomatic refief of mood swings.

Clinically proven.

Assists in supporting general brain function, enhancing mental alertness and maintaining healthy looking hair, nailszand skin.

Type Material Life Time Temperature Closure

Not recorded Not recorded Not recorded

Pack Size

NENT ONE

1.

Dosage Form
Route of Administration

Visual Identification

Apium graveolens 1mg
Arctostaphylos uva-ursi 3.12mg
! Astragalus membranaceus 2.5mg
Avena sativa 25mg
Betacarotene 2.5mg
‘Biotin 25 microgram
Calcium ascorbate dihydfa 100 mg
Calcium citrate 50 mg
Calcium pantothenate 37.5mg
Camellia sinen ’ 1.67 mg
Carica papaya 5mg
Centella asiatica 1.25mg
Crblecarsiterol .0025 mg
v 12.5 mg
25 microgram
20mg
208.5 microgram
{ ; 3.75 mg
Cyanocobalé’%?%’ 25 microgram
Cynara scolymus 6.25 mg
d-alpha-Tocopheryl acid succinate . 20.66 mg
Eleutherococcus senticosus . 1.25mg
Equisetum arvense A 3.75mg
Ferrous fumarate 7.94 mg
Foeniculum vulgare 1.7 mg
Folic acid 250 microgram
Ginkgo biloba 50 microgram
Glycyrrhiza glabra 125 mg
Page 2 of 3 Produced at 13.03.2014 at 02:10:53 EST
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Inositol 12.5mg

Lutein 100 microgram
Lycopersicon esculentum 1mg

Lysine hydrochloride . 25mg
Magnesium oxide 42.5mg
Manganese amino acid chelate 8 mg

Matricaria chamomilla . 1.88 mg
Nicotinamide 25 mg
Petroselinum crispum 5mg
Potassium iodide 32.7 microgram

Potassium sulfate 2.23mg
Pyridoxine hydrochloride 25mg
Riboflavine -
Selenomethionine
Silybum marianum
Spearmint Oil

Thiamine hydrochloride
Ubidecarenone
Vaccinium myrtillus
Vitis vinifera

Zinc amino acid chelate

Zingiber officinale

i «L,%%Jute or com‘%ggrmahse the material without obtaining prior
ov4 Iabout/web%te—copynght htm.
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Public Summary

156418 Swisse Pregnancy Ultivite Pregnancy Multi-Vitamin Mineral & Anti-Oxidant Formula

ARTG entry for Medicine Listed
Sponsor Swisse Welliness Pty Lid
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 29/10/2008
Product category Medicine
Status Revoked
Approval area Listed Medicines

kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register.,

of listed medicines must retain records of such reports for a period of not less than 18 months fro'. 1 ho,
of the report or reports., ’

ny other reg"%latory ction taken in relation to the medicine
ds dlstnb@d in Australia, must be notified to the National

Colouring agents used in listed medicine for ingestion, otherihan ection 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of ‘Colourings permitt

http://www.tga.gov.aufindustry/cm-colourings-oral-u

Ilste%é‘+export only ung
il %’aval@ble at #
m time to timez,

i /
n tab) é?gform of strength of 100 micrograms or more per dosage unit,
s"a@ngle active ingredient, the dissolution characteristics for folic acid in

; harmacopoela 24th Edition (USP24) monograph for Folic Acid

Tablets. Where the medicine contains muftlple activeliigredients, the dis§elutior"characteristics for folic acid in this medicine must comply with the
dissolution requirements in the United"States | Pharm SP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution characteristicS4g h the dissolution requirements of the relevant USP24 monograph over the
sheif life of the product when stored under the*¢ ¢ theproduct label. It is the responsibility of manufacturers to develop and validate

1. Swisse Prégn ncy UIt|V|teﬁ§ ghancy Multl-Vltamm Mineral & Anti-Oxidant Formula

Effective date 29/06/2012

Product Type

Tﬁ groduct contains seleniumiwhich is toxic in high doses. A daily dose of 150 micrograms for adults of selenium from dietary supplements should not
be exceeded.,

your healthcare practitioner (or words to that effect).,
dose except on medical advice. If you have had a baby with a neural tube defect/spina bifida, seek specific medical advice (or

words to that effect).

Source of folic acid. Can assist in maintaining normal blood. Blood tonic.,

Provides a daily dose of 400-500mcg of folic acid or folate. Contains folic acid which, if taken daily for one month before conception and during
pregnancy, may reduce the risk of women having a child with birth defects of the brain and/or spinal chord such as the neural tube defects known as
spina bifida and anencephaly. (Waming NEUR required.],

For mineral (may state the mineral) supplementation.,
For vitamin (may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,
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May assist in the management of dietary folate deficiency.,
Aids, assists or helps in the maintenance or improvement of general well-being.

Pregnancy Ultivite provides nutritional support for both mother and baby during pregnancy and breastfeeding.

Assists in the maintenance of immune system.

Clinically Tested, Proven Relief. This product contains ingredients proven in clinical trials to reduce the risk of having a child with birth defects of the brain
and/or spinal cord, whilst providing relief from tiredness, siress and supporting wellbeing. For more information on the Clinical Trials, please see our
website.

Designed to assist in meeting women's needs and maintaining general well-being to help women perform in peak condition.

You'll Feel Better on Swisse.

Provides vitamin D3 to support calcium absorption to assist with healthy development of baby's bones. 3

Provides over-all multivitamin support with 31 nutrients.

Pack Size Poison Schedule

1. Formulation 1

Dosage Form Tablet, film coated

Route of Administration Oral

Visual ldentification

Betacarotene
Biotin .
Calcium ascorbate dihydrate
Calcium citrate

Calcium pantothenate
Cholecalciferol

Choline bitartrate 100 mg

Chromic chloride 154 microgram
Citrus bioflavonoids extract 100 mg
Copper gluconate 14.29 mg
Cyanocobalamin 2.6 microgram
d-alpha-Tocopheryl acid succinate: 49.9968 mg

Folic acid 500 microgram

Iron amino acid chelate 50 mg
Magnesium aspartate diﬁ“ydraég ” 100 mg
Manganese amino acid chelate 50 mg
Matricaria chamigmilla 25mg

Molybdenum tri ; 75 microgram

Nicotinamide 18 mg

L

Phytomenadione
‘ofass'i%m iodide

60 microgram
327 microgram
20mg

1.4 mg

65 microgram

&;%arianum ' 3.57 mg

Spearrﬁlﬁt;s% 2 1mg
Thiamine hydrochloride 14 mg

Vitis vinifera 833 microgram
2Zinc amino acid chelate 100 mg

Arewruung orqng
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Public Summary

166396 Swisse Women's Ultivite Multivitamin Mineral & Antioxidant With Herbs No Iron or lodine
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, ViC, 3066
Australia
ARTG Start Date 29/10/2008
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of any
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austral of
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementsj
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shal ]
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the. medicine
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administra o]
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponso
of listed medicines must rétain records of such reports for a period of not less than 18 months from;
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the.go

sfficacy of fhesgoods dlstnbggmg in Austraha must be notified to the National
Manager Therapeutic Goods Administration, immediately the actig SH or |nformauon is know o the spopsor.,

The Ginkgo biloba leaf extract used in the manufacture of this m ! i rement of Identification Test B of the monograph
Powdered Ginkgo Extract in the United States Pharmacepela 32- (USP32 NF27). This condition does not apply to powdered or
dried leaf.,

Colouring agents used in listed medicine for mges&gn other than those lis exportfonly under section 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of 'Colourings perg itted in medicines for ora vallable at
http:/iwww.tga.gov.au/industry/cm-colouripgs-oral-i &.htm,as amended ;r)om ’nm e4o time.,

4»«
plement prepg‘gghon in tablet form, of strength of 100 micrograms or more per dosage unit,
3| ;e»contalns foliciacid as a single active ingredient, the dissolution characteristics for folic acid in
this medicine must comply with:.the dlssolunonfeqmremen'“t&sg Jpited States Pharmacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medlcme |ngred|ents‘%i €"dissolution characteristics for folic acid in this medicine must comply with the
dissolution requirements in the oela 24th Edition (USP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution cha ic
shelf life of the product when stored u erthe condl of sg g;uded on the product fabel. It is the responsibility of manufacturers to develop and validate
the analytical meth@ds for the determlnatfen of folic acid that should be used in conjunctlon with the USP24 dissolution criteria. This condition does not

Where the medicine is a conventional fe ease
the additional conditions are as follows: Whe
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Effective date 29/06/2012

Amulums o1qng

ords to that effect).,

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 (or
words to that effect).,

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 (or words to that effect).,
Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Aids, assists or helps in the maintenance or improvement of general well-being.,
Beneficial during times of stress. [Warning S required],
Source of folic acid. Can assist in maintaining normal blood. Blood tonic.,
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Liver tonic. Aids digestion.,
Helps relieve nervous tension, stress and mild anxiety. {Warning S required],
May assist in the management of dietary folate deficiency.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

For mineral {(may state the minerai) supplementation.,
Relief of pre-menstrual symptoms/syndrome. [Warning S required],

Provides a daily dose of 400-500mcg of folic acid or folate. Contains folic acid which, if taken daily for one month before conception and during
pregnancy, may reduce the risk of women having a child with birth defects of the brain and/or spinal chord such as the neural tube defects known as
spina bifida and anencephaly. [Warning NEUR required.}

Provides support for memory function and stamina

Assists in supporting healthy brain and memory function.

May assist in support of general healthy brain function

Assists in supporting a healthy cardiovascular system

Provides support for the nervous system and is beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.

‘Contains antioxidants to assist in decreasing the risk of potential cell damage from free radicals.
Assists in the maintenance of a healthy urinary tract system

Assists in maintaining a healthy and normal immune system.

Designed to be suitable for women who should avoid supplementing with additional iron or iodine.

Pack Size

1. Formulation 1

Dosage Form
Route of Administration

Visual Identification

N

Apium graveolens
Equivalent: Apium graveolens (Dry)
Arctostaphylos uva-ursi

Avena sativa S
Equivalent: Avena sativa (Frés:
Betacarotene
Biotin
Calcium ascorb

Calcium citrate

Chromium picolinate

Citrus bioflavonoids extract
Copper gluconate
Crataegus monogyna
Equivalent: Crataegus monogyna (Dry)
Cyanocobalamin

2mg
20 mg
6.25mg
25mg
S5mg
50 mg
50 mg
500 mg
5.0002 mg
50 microgram
50 mg
200 mg
75mg
3.34 mg
20 mg
Smg
2.5 mg
10mg
005 mg
25mg
50 microgram
40 mg
417 microgram
‘7.5mg
30 mg
50 microgram

Cynara scolymus 12.5 mg
Equivalent: Cynara scolymus (Fresh) 50 mg

Arewrwung orqng
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d-alpha-Tocopheryl acid succinate 37.1904 mg
Eleutherococcus senticosus 2.5mg
Equivalent: Eleutherococcus senficosus (Dry) 25 mg
Equisetum arvense ' 7.5mg
Equivalent: Equisetum arvense (Dry) 30 mg
Foeniculum vulgare ' 341 mg
Equivalent: Foeniculum vulgare (Dry) 15 mg

Folic acid 500 microgram

Ginkgo biloba 100 microgram
Equivalent: Ginkgo biloba (Dry) 5mg

Glycyrrhiza glabra 25mg
Equivalent: Glycyrrhizg glabra (Dry) 10 mg

Inositol 25mg

Lutein

Lycopersicon esculentum
Magnesium oxide
Manganese amino acid chelate
Matricaria chamomilla
Equivalent: Matricaria chamomilla (Dry)

Nicotinamide
Petroselinum crispum
Potassium sulfate
Pyridoxine hydrochloride
Riboflavine
Selenomethionine
Silybum marianum -
Spearmint Oil

" Thiamine hydrochloride
Ubidecarenone

Vaccinium myrtillus

250 microgram

Vitis vinifera 8.34 mg

Zinc amino acid chelate 25mg

Zingiber officinale r 3mg
Equivalent: Zingiber officinale (Dry) 15 mg

tv permitted to re-transmit, distribute or commerclallse the material without obtaining prior

&mununs orqng
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Public Summary

= 140131 Swisse Men's Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs No Iron lodine |

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 6/06/2007
Product category Medicine
Status - Revoked
Approval area Listed Medicines

(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia of’
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementss
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for (o]
in relation to the inclusion of the medicine in the Register., k

All reports of adverse reactions or similar experiences associated with the use or administi ef the listed medicine shalf Be, nefified to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponso ‘bfé e goods becomes awa’?e%o?those reports. Sponsors

of listed medicines must retain records of such reports for a period of not less than 18 months froi day the Hea‘%Off ceaof Product Review is notified
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of theag/\ ]

Where a listed medicine is distributed overseas as well as in Austraha%ggﬁduct recd
outside Australia whlch hasor may have relevance to the quality, §§fety o effi icacy

The Ginkgo biloba leaf extract used in the manufacture of thl medidic omply with the ree
Powdered Ginkgo Extract in the United States Pharma pela 32 - Ng 3 i USPf
dried leaf., ) - %

Colouring agents used in listed medicine for mges}%;ggn other than those list
be only those included in the list of 'Colourings petimi
hitp://www.tga.gov.au/industry/cm-colourings-oral-

on, in tablet form, of strength of 100 micrograms or more per dosage unit,
the additional conditions are as follows: Whé cid as a single active ingredient, the dissolution characteristics for folic acid in
- this medicine must comply with:the dissolutio i States Pharmacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets Where the medlcm iple active, lngredlents ihe dlssolutlon characteristics for folic acid in this medicine must comply with the
m depoela 24th Edition (USP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution charagteristic Shiedicine must comply with the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when storecf%ﬁ% ider the conarto onsiiieluded on the product label. It is the responsibility of manufacturers to develop and validate
the analytical metheds for the detemlriﬁan of folic acid that should be used in conjunction w:th the USP24 dissolution criteria. This condition does not
tablets or sustained release tablets.

&%
Where the medicine is a conventional felé fOllC acic

min, Mineral & Anti-Oxidant with Herbs No Iron lodine |

L |

Effective date 3/03/2010 3:59:14 PM

Warfarin therapy without medical advice.,

Do not take:
The recommended adult daily amount of vitamin A from all sources is 2500 U (or words to that effect).,

Contains lactose (or words ’(e that effect).,

If you are pregnant, or considering becoming pregnant, do not take vitamin A supplements without consuiting your doctor or pharmacist.,
If symptoms persist consult your healthcare practitioner (or words to that effect).,

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive function.,
Male support. Balances and supports normal male physiology and function.,
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May assist in maintaining peripheral circulation and promoting general heaith.,
For mineral (may state the mineral) supplementation.,
For vitamin (may state the vitamin) supplementation.,

TGA eBS

Prevention/treatment of vitamin [XX] and/or mineral {YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron

deficiency conditions).,
May assist in the management of dietary folate deficiency.,

Vitamin D helps calcium absorption (or words of like intent) and a diet deficient in calcium can lead to osteoporosis in later life,

Aids, assists or helps in the maintenance or improvement of general well-being.

Provides support for memory function and stamina

Assists in enhancing mental alertness and improving short term memory.

May assist in support of general healthy brain function

Assists in supporting a healthy cardiovascular system

May assist in the stimulation of flow of bile from the gall bladder.

Provides support for the nervous system and is beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.
Assists in the maintenance of a healthy urinary tract system

Assists in maintaining a healthy and normal immune system.

Designed to assist in meeting the nutritional needs of men who have ben diagnosed with iron overload (

edicine componen

Dosage Form
Route of Administration

Visual Identification
Activé Ingredients’

Bifidobacterium longum
Biotin

Calcium ascorbate dihydrate
Calcium orotate
Calcium pantothenate
Cholecalciferol
Choline bitartrate
Chromium picolinate
Citrus bioflavonoids extract

Copper glucoq\fa(%
Cyanocobalami

Lactobacillus rhamnosus
Magnesium aspartate dihydrate
Manganese amino acid chelate
Molybdenum trioxide
Nicotinamide

Phytomenadione

Pyridoxine hydrochloride
Retinyl acetate

Riboflavine

Selenomethionine

Poison Scheduls

50 microgram
50 mg

100 mg

70 mg

005 mg

30mg

402 microgram
80 mg

14.29 mg

30 microgram
25 mg

100 mg

41.328 mg

500 microgram
10 mg

500 mg

30mg

100 mg

50 mg

67.5 microgram
30mg

80 microgram
30mg

.8625 mg

30 mg

65 microgram
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Serenoa repens 10 mg
Equivalent: Serenoa repens (Dry) 100 mg
Silybum marfanum 15.71 mg

Equivalent: Silybum marianum (Dry) 1149
Spearmint Oil 2mg
Thiamine hydrochloride 30 mg
Tribulus terrestris 2mg

Equivalent: Tribulus terrestris (Dry) 100 mg
Tribulus terrestris 2mg

Equivalent: Tribulus terrestris (Dry) 100 mg
Ubidecarenone 1.0005 mg
Urtica dioica '

Equivalent: Urtica dioica (Dry)
Vaccinium macrocarpon

Equivalent: Vaccinium macrocarpon (Fresh)
Vitis vinifera

Equivalent: Vitis vinifera (Dry)

Zinc amino acid chelate

\‘/’

&
® Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute ®
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Public Summary

140134 Swisse Women's Ultivite Multi-Vitamin, Minera! & Anti-Oxidant with Herbs Glucose Balance D

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Lid

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 6/06/2007

Product category Medicine

Status Revoked

Approval area Listed Medicines

kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shallipr
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fol
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administvati
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor
of listed medicines must retain records of such reports for a period of not less than 18 months fr
of the report or reports.,

he listed medicine sha! l% eﬁ‘fed to the Head, Office
he goods becorges awar ?fhose reports. Sponsors
day the Head:Offi ce‘of Product Review is notified

The sponscr shall not supply the listed medicine after the expiry date of the got

Where a listed medicine is distributed overseas as well as in Australig; 1o rany other reg'ﬁ? atory action taken in relation to the medicine
outside Australia which has or may have relevance to the quallty, saj y G’r““iefflcacy of the goods dlstnbmed in Australia, must be noftified to the National

Colouring agents used in listed medicine for ingestion, otherth
be only those included in the list of 'Colourings permitt
hitp:/fwww.tga.gov.au/i ndustry/cm-colounngs-oral -usg;

Where the medicine is a conventional release foli
the additional conditions are as follows: Where th
this medicine must comply with the dlssolutlon req
Tablets. Where the medicine contains Ega lple actl\ﬁ"
dissolution requirements in the United® Stats es Pharmaég
Supplement The dissolution characteristicS%g forthis m

jingle actlve ingredient, the dissolution characteristics for folic ac:d in
‘armacopoeia 24th Edition (USP24) monograph for Folic Acid
redlents the dsssolutlon“’;’?:haracterlstlcs for folic aCld in this medicine must comply W|th the

ion of fol acid that s Sbe’ used in conjuncuon with the USP24 dissolution criteria. This condition does not
- sustained release tablets.
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Effective date 19/08/2009 12:02:37 PM

ount of vitamin A from all sources is 2500 1U (or words to that effect).,
rin therapy without medical advice.,

If symptoms persist consult your healthcare practitioner (or words to that effect).,
Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,
If you are pregnant, or considering becoming pregnant, do not take vitamin A supplements without consulting your doctor or pharmacist.

Aids, assists or helps in the maintenance or improvement of general well-being.,
Vitamin D helps calcium absorption (or words of like intent) and a diet deficient in calcium can lead to osteoporosis in later life,
May assist in the management of dietary folate deficiency.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,
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For vitamin (may state the vitamin) supplementation.,
For mineral (may state the mineral) supplementation.,
May assist in maintaining peripheral circulation and promoting general health.,
Liver tonic. Helps maintain healthy digestive function.,

Helps maintain healthy digestive function.

Assists in supporting a healthy cardiovascular system

May assist in the stimulation of flow of bile from the gali bladder.
Provides support for the nervous system and is beneficial during times of stress. & ) o
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.~ B
Assists in maintaining a healthy and normal immune system.

Assists in the maintenance of normal healthy blood sugar levels providing a positive effect on sugar balance.
Assists in providing management of plasma glocose levels with an overall balance effect on glucose metabolism.
Assists in the management of flutuating blood glucose levels.

Improves insulin's function

Pack Size

1. Medicine component

Dosage Form
Route of Administration

Visual Identification

Bifidobacterium longum
Biotin '

Calcium ascorbate dihydrate 200 mg
Calcium orotate 30 mg
Calcium pantothenate 55 mg
Cholecalciferol ' .005 mg
Choline bitartrate 15mg
Chromium picolinate 402 microgram
Cinnamomum cassia 6.67 mg
Equivalent: Cinnamomum cassia (Dry) 100 mg
Citrus bioflavonoids extra 20 mg
Copper gluconate 14.29 mg
Crataegus monogyna = 12.5 mg
Equivalent: Crataegus monogyna (Drjji: 50 mg

Cyanocobalamin:’

Poison Schedule

200 microgram

120 microgram
12.5 mg

50 mg

20.0064 mg
500 microgram

Arewrwung orqng

20 mg
1g
6.25mg
15 mg
Lactobacillus rhamnosus
Magnesium aspartate dihydrate 110 mg
Manganese amino acid chelate 40 mg

Molybdenum trioxide
Nicotinamide
Phytomenadione
Potassium iodide
Pyridoxine hydrochloride
Retinyl acetate

67.5 microgram
50 mg

60 microgram
52.32 microgram

30mg

.8625 mg
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Riboflavine 30 mg
Selenomethionine 65 microgram
Silybum marianum 14.29 mg
Equivalent: Silybum marianum (Dry) 1g
Spearmint Oil 2mg
Thiamine hydrochloride 55 mg '
Trigonella foenum-graecum 150 mg
Equivalent: Trigonella foenum-graecum (Dry) 18.75g
Ubidecarenone 1.0005 mg
Urtica dioica 20 mg

Equivalent: Urtica dioica (Dry)
Vaccinium macrocarpon
Equivalent: Vaccinium macrocarpon (Fresh)
Vaccinium myrtillus
Vitis vinifera
Equivalent: Vitis vinifera (Dry)
Withania somnifera
Equivalent: Withania somnifera (Dry)

Zinc amino acid chelate

100 mg
20 mg

© Commonwealth of Australia. This work is copyright.You are not permitted to re-tragsmit, distribute or ¢
written approval from the Commonwealth.Further details can be found at http:/,

,tga.gov.au/abouﬂweﬁé (e s

rialise th}%%aijerial without obtaining prior

Arewrwing o1[qngd
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Public Summary )

140133 Swisse Men's Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs Glucose Balance D
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
_ ARTG Start Date 6/06/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ag
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Aust

kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shaJ
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., £

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register., "
All reports of adverse reactions or similar experiences associated with the use or administra the listed medicine shal
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsol e goods becomes aw those reports. Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months fro day the Hea’é«aOff icezof Product Review is notified
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the-

Where a listed medicine is distributed overseas as well as in Australig g
outside Australia whlch has or may have relevance to the quallty, safg%'

Colouring agents used in listed medicine for ingestion, other 1

ese hstec%é‘rgxport only uRtieisection 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of 'Colourings permittedsdn medic .

fol use' avail Ie at &
time to time;

Where the medicine is a conventional release foli o cid supplement prepa?; fon-n of strength of 100 micrograms or more per dosage unit,

: Al tablf
the additional conditions are as follows: Where thé/medicine contains folic am%s“fas ﬁgle active ingredient, the dissolution characteristics for folic acid in

this medicine must comply with the dissolytion req ents in the United State: armacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains iple actl\/q’ﬁ;%%lgredlents the disSolutiorcharacteristics for folic acid in this medicine must comply with the
dissolution requirements in the United™ Pharmacg ela 24th Edltloﬁ BSP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution characteristics%igr.this medlc ust comg%‘ ith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when sto d under the“gpnditions i ln the*product label. Itis the responsibility of manufacturers to develop and validate
cid that shoﬁldssbé* used in conjunctlon with the USP24 dissolution criteria. This condition does not

the analytical methods for theso fion of foligs

Effective date 19/08/2009 12:05:34 PM

glggmum which is toxic in high doses. A daily dose of 150 micrograms for aduits of selenium from dietary supplements should not

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

If symptoms persist consuit your healthcare practitioner (or words to that effect).

Aids, assists or helps in the maintenance or improvement of general well-being.,
Vitamin D helps caicium absorption (or words of like intent) and a diet deficient in calcium can lead to osteoporosis in later life,
May assist in the management of dietary folate deficiency.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

For vitamin (may state the vitamin) supplementation.,
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For mineral (may state the mineral) supplementation.,
May assist in maintaining peripheral circulation and promoting general health.,
Liver tonic. Helps maintain healthy digestive function.,

Helps maintain heaithy digestive function.

Assists in supporting a healthy cardiovascular system

May assist in the stimulation of flow of bile from the gall bladder.

Provides support for the nervous system and is beneficial during times of stress.
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.
Assists in maintaining a healthy and normal immune system. v
Assists in the maintenance of normal healthy blood sugar levels providing a positive effect on sugar balance.
Assists in providing management of plasma glocose levels with an overall balance effect on glucose metabolism.
Assists in the management of flutuating blood glucose levels.

Improves insulin's function

Pack Size Poison Schedule

1.

Dosage Form Tablet, film coated

2

Route of Administration Oral

Visual Identification

Bifidobacterium longum

Biotin

200 microgram

Calcium ascorbate dihydrate - 200 mg
Calcium orotate 20 mg
Calcium pantothenate 60 mg
Cholecalciferol 005 mg
Choline bitartrate 20 mg

Chromium picolinate

Cinnamomum cassia

Equivalent: Cinnamomum cassia (D

Citrus bioflavonoids extract
Copper gluconate :
Crataegus monogyna

Magnesium aspartate dihydrate

Manganese amino acid chelate

Molybdenum trioxide
Nicotinamide
Phytomenadione
Potassium iodide

402 microgram
6.67 mg

100 mg

100 mg
21.43mg
25mg

100 mg

120 microgram
12.5mg

50 mg

24,9984 mg
500 microgram
20 mg

19

6.25 mg

20 mg

110 mg

50 mg

67.5 microgram
55 mg

70 microgram
52.32 microgram

Arewwung orqng

Pyridoxine hydrochloride 20 mg
Retinyl acetate .8625 mg
Riboflavine 35mg
Page 2 of 3 Produced at 13.03.2014 at 12:17:39 EST

This is not an ARTG Certificate document. ] ]
The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.
Visit www.tga.gov.au for contact information



Selenomethionine

TGA eBS

65 microgram

Serenoa repens 10 mg
Equivalent: Serenoa repens (Dry) 100 mg
Silybum marianum 17.14 mg

Equivalent: Silybum marianum (Dry} 129
Spearmint Oil 2mg
Thiamine hydrochloride 60 mg
Trigonella foenum-graecum 150 mg

Equivalent: Trigonella foenum-graecum (Dry) i 18.75g
Ubidecarenone 1.0005 mg
Urtica dioica 20 mg’

Equivalent: Urtica dioica (Dry) 100 mg
Vaccinium macrocarpon 20 mg

Equivalent: Vaccinium macrocarpon (Fresh)
Vaccinium myrtillus
Vitis vinifera

Equivalent: Vitis vinifera (Dry)
Zinc amino acid chelate

© Commonwealth of Australia. This work is copyright.You are not permitted {o re-transmit, distribute orgol merciafise trf‘é;mater%ithout obtaining prior”

L

Arewrwung orqng
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Public Summary

Pregcel Nausea Relief

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 5/04/2007

Product category Medicine

Status Revoked

Approval area Listed Medicines

“kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shall
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register.,

the listed medicine shal ified to the Head, Office
goods becomes awalrg “those reports. Sponsors
vday the Heé;%f»Off icesof Product Review is notified

Where a listed medicine is distributed overseas as well as in Australiagproduct recalliofzany other ref&!%tory a%gﬁktaken in relation to the medicine
outside Australia which has or may have relevance to the quality, safety oréfficacy of‘ﬁ%%oods distribijted. in Australia, must be notified to the National
Manager Therapeutic Goods Administration, immediately the acligh or information is kno' Tﬁ‘” A

All reports of adverse reactions or similar experiences associated with the use or administfati
of Product Review, Therapeutic Goods Administration, as soon as practicable after the spons
of listed medicines must retain records of such reports for a period of not less than 18 months frof
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the g §K§

Colouring agents used in listed medicine for ingestion, other' hami{fibse listed
be only those included in the list of 'Colourings permitte, fln_medlcﬁzfg for o
http://www.tga.gov.au/findustry/cm-colourings-oral-usg fgs amendeéd;; m time to timet,

Arewruung onqng[

1. Pregcel Nausea Relief

Product Type Single Mediciris pr;%%; , Effective date 28/08/2009 9:44:39 AM

Preventlon/lreatme;%f v1ta fin: ingFal [YYY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiefity conditions).% S, N

P
i‘iﬁ ists in the relief of the sf@ ms of morning sickness, nausea and vomiting during pregnancy.

Pack Size Poison Schedule

1. Medicine component

Dosage Form * Powder, cral

Route of Administration Oral
Visual Identification

Act:ve Ingred

Pyridoxine hydrochlorlde 2.27 mglg

Zingiber officinale 3.41 mg/g
Page 1 of 2 Produced at 13.03.2014 at 12:14:59 EST
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Equivalent: Zingiber officinale (Dry) 68.18 mg/g

© Commonweaith of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.awabout/website-copyright.htm.
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Public Summary

140130 Swisse Women's Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs 50+ Years F
ARTG éntry for Medicine Listed
Sponsor Swisse Wellness Pty Lid
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 6/06/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

1. Swisse Women's. Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs 50+ Years }

Product Type Single Medicine Product Effective date 28/08/2009

If symptoms persist consult your healthcare practitioner (or words to that effect)., /g\f
This product contains selenium which is toxic in high doses. A daily dose of 150 mlcrograms'fer dults of selenium from deﬁ;}@ﬂpplements should not

be exceeded., gf

Do not take while on warfarin therapy without medical advice., . B

The recommended adult daily amount of vitamin A from all sources is 2500 | o

Contains lactose (or words to that effect)., . N

(If medicine contains one sugar) contains [insert name of sugar] OR (| ”a ici tains /:E;& Y Contains sugars [or words to that effect].

2 and iron, but must not imply anaemic conditions),

Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive functhp.,‘

Vitamin D helps calcium absorption (or words of li tent) and a diet deficien ium can lead to osteoporosis in later life,

Aids, assists or helps in the malntenance%r |mprove%ent of general weibeing

May assist in maintaining peripheral cucula%:nd promoting general h:%@
For mineral (may state the mineral) supple en| atlon %

Male support. Balances and supports normal male" hysiology and function: ‘
%E

For vitamin (may state the it

Prevention/treatment of vitamin
deficiency condmons)

SIS enhancmg m tal aler mproving short term memory.

lg§2dsSistin support of* | healthyZbidin function

Assists in supportlng a hé‘gﬁy cardxovas(%fjlar system

[j%y assist in the stlmulatléﬁ&iof fiow of bile from the gall bladder.

2royides support for the nerv s system and is beneficial during times of stress.

ssist in helping the bod¥zadapt to mentally and physically draining circumstances.

S antlomdants te;assrsT in decreasmg the risk of cell damage from free radicals.

7 .of excess fluid from the body
Assists in'mi L&%nl g healthy and normal immune system.
Assists in the mainténance of health and wellbeing of women during and after menopause

Pack Size Poison Schedule

1. Medicine component

Dosage Form Tablet, film coated
Route of Administration Oral
Page 10of 3 Produced at 13.03.2014 at 12:16:30 EST
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Visual Identification
Active Ingredients - :

Bacopa monnieri
Bifidobacterium longum
Biotin
Calcium ascorbate dihydrate
Calcium orotate
Calcium pantothenate
Cholecalciferol
Chromium picolinate
Cimicifuga racemosa

Equivalent: Cimicifuga racemosa (Dry)
Citrus bioflavonoids extract
Copper gluconate
Crataegus monogyna

Equivalent: Crataegus monogyna (Dry)
Curcuma longa

Equivalent: Curcuma longa (Dry)
Cyanocobalamin
Cynara scolymus

Equivalent: Cynara scolymus {Fresh)
d-alpha-Tocopheryl acid succinate
Ferrous fumarate
Folic acid
Ginkgo biloba

Equivalent: Ginkgo biloba (Dry)
Lactobacillus acidophilus
Lactobacillus rhamnosus
Lecithin powder - soy phosphatidylserine-enrigg‘
Lutein
Magnesium aspartate dihydrate
Manganese amino acid chelate
Molybdenum trioxide
Nicotinamide
Phytomenadione
Potassium iodide

TGA eBS

2.5mg

150 microgram
200 mg

100 mg

70 mg

.005 mg

402 microgram

40 mg

1mg

100 mg

30mg

67.5 microgram
20 mg

60 microgram
196 microgram

Pyridoxine hydrochloride 30 mg
Retinyl acetate’ - .8625 mg
Riboflavine ) 30 mg
Scutellaria Iateriﬂ?eb 12.5mg
50 mg
65 microgram
20 mg
21.43mg
159
2mg
1: e 30 mg
Turnera diffusa 50 mg
Equivalent: Turnera diffusa (Dry) 500 mg
Ubidecarenone 1.9995 mg
Urtica dioica 20 mg
Equivalent: Urtica dioica (Dry) 100 mg
Vaccinium macrocarpon 16 mg
Equivalent: Vaccinium macrocarpon {Fresh) 800 mg
Vaccinium myrtillus
- Vitis vinifera 8.33mg
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Equivalent: Vitis vinifera (Dry} ) 19
Withania somnifera 50 mg

Equivalent: Withania somnifera (Dry) 500 mg
Zinc amino acid chelate 75mg

© Commonwealth of Australia. This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http://www tga.gov.au/about/website-copyright.htm.
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Public Summaryv

137243 Pregcel Benefishoil- Fish Qil from Wild Atlantic Salmon 500mg Softgel Capsule
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 5/04/2007
Product category Medicine
Status Revoked
Approval area ) Listed Medicines

The sponsor shall keep records relatmg to this listed medicine as are necessary to: (a) Expedite recall if necessary of any:
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementgitelati all be
kept., ) k

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for*
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administéati
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsol
of listed medicines must retain records of such reports for a period of not less than 18 months frol
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the:

Colouring agents used in listed medicine for ingestion, other thaf
be only those included in the list of 'Colourings permlttedylu med
hitp://iwww.tga.gov.aufindustry/cm-colourings-ora i

for Wgal u %' available at

time to tlmzé@

1. Pregcel Benefishoi

z(.mulum§ o1[qng

Product Type Single Mediciﬁégg‘:%*’duct ffective date 18/06/2008

If symptoms persist consult’ys it 3]
Vitamins can only be of assistan ] iete | iake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Rich source of Omez% fatty d¢
Helpsd@iassist in the majnten
Canzassistin maintainingia healthy h
car iovascular health,

hich assistin mamtammg health skin.
1) al eye and brain function.

ﬁ@ d also | improve the texture of blood, thereby maintaining healthy circulatory function and supporting
&

| s also high in DHA Whlé%@ necessary for the normal function of the brain and nervous system.
@ssnst in the maintenance oflj ealthy triglyceride levels and can positively influence LDL:HDL cholesterol levels.
&Sists in promoting the heal i o‘—’f'nother and baby.

Poison Schedule

Dosage Form Capsule, soft
Route of Administration Oral

Visual Identification
Astive Ingredlients

Alpha tocopherol 33.56 mg
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Fish oil - natural 500 mg

© Commonwealth of Australia. This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http//www tga.gov.au/about/website-copyright.htm.
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Public Summary

140129 Swisse Men's Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs 50+ Years F
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 6/06/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

1. Swisse Men's Ultivite Multi-Vitamin, Mineral & Anti-Oxidant with Herbs 50+ Years F

Product Type Single Medicine Product Effective date 28/08/2009

This product contains selenium which is toxic in high doses. A daily dose of 150 micrograms for adults o &
be exceeded., .

Do not take while on warfarin therapy without medical advice.,

Contains lactose (or words to that effect)., .
If you are pregnant, or considering becoming pregnant, do not take vitamin A supplements w1tho

If symptoms persist consult your healthcare practitioner {or words to that effect):&

&
iron, but must not imply anaemic conditions),

Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive function.,

lemory function and:Stamina
€] alsalertness and wﬁrovmg short term memory.
Gt

Asssts in supporting j]gealthy ok
May,a8%ist in the stimu lation ofiflo bllerf[om the gall bladder.
P%g%%?é&gﬁpport for the““’?f nfoéﬁs systen'}’% d is beneficial durlng times of stress.

A s%ésts in the mamtenance 9] ealthy urinary tract system
A% ts in the ehmmatlon of ex66ss fluid from the body

Pack Size Poison Schedule

1. Medicine component

Dosage Form Tablet, film coated

Route of Administration Oral

Visual ldentification

Page 1 of 3 Produced at 13.03.2014 at 12:15:31 EST
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Bifidobacterium longum
Biotin
Calcium ascorbate dihydrate
" Calcium orotate
Calcium pantothenate
Cholecalciferol
Chromium picofinate
Citrus bioflavonoids extract
Copper gluconate
Crataegus monogyna
Equivalent: Crataegus monogyna (Dry)
Cyanocobalamin
Cynara scolymus
Equivalent: Cynara scolymus (Fresh)
d-alpha-Tocopheryl acid succinate
Dulacia inopiflora
Equivalent: Dulacia inopiflora (Dry)
Ferrous fumarate
Folic acid
Ginkgo biloba
Equivalent: Ginkgo biloba (Dry)
Lactobacillus acidophilus
Lactobacillus rhamnosus
Lecithin powder - soy phosphatidylserine-enriched soy
Lutein
Magnesium aspartate dihydrate
Manganese amino acid chelate
Molybdenum trioxide
Nicolina'mide
Phytomenadione
Potassium iodide
Pyridoxine hydrochloride
Retinyl acetate
Riboflavine
Scutellaria lateriflora
Equivalent: Scutellaria lafer
Selenomethionine

Serenoa repeng;

Silybum marianu
Eqﬁgggent: Silybu

Siarmit oil
S

iamine hydrochloridi

bulus terrestris

Ubidecareno
Urtica dioica
Equivalent: Urtica dioica (Dry)
Vaccinium macrocarpon
Equivalent: Vaccinium macrocarpon (Fresh)
Vaccinium myrtillus
Vitis vinifera
Equivalent: Vitis viﬁifera (Dry)
Zinc amino acid chelate

TGA eBS

200 microgram
200 mg

100 mg

75 mg

.005 mg

402 microgram
20 mg

12.14 mg

30 mg

120 mg

120 microgra

1img
100 mg

40 mg

67.5 microgram
25mg

70 microgram
196 microgram °
25mg

8625 mg
35mg

12.5 mg

50 mg

65 microgram
30 mg

300 mg

24.29 mg

174

2mg

35mg

10 mg

500 mg

10 mg

500 mg

3mg

10 mg

50 mg

20 mg

1000 mg

8.33mg

19
100 mg

Arewuwing orqng
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Public Summary

137244 Pregcel Calcium Magnesium

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 5/04/2007

Product category Medicine

Status Revoked

Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of apy;baich of the listed

(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austraha ggﬁe listed medicin
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreeme i
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shal
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register., )

All reports of adverse reactions or similar experiences associated with the use or administia
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor:
of listed medicines must retain records of such reports for a period of not less than 18 months fr
of the report or reports.,

of the listed medicine shall‘g%%%?tﬁéd to the Head, Office
e goods becomes awal hose reports. Sponsors
day the HeadsOffi ce*%? Product Review is notified

The sponsor shall not supply the listed medicine after the expiry date of the:g

Where a listed medicine is distributed overseas as well as in Australig, 'p‘?bduct reca any other regn atory aétion taken in relation to the medicine
outside Australia which has or may have relevance to the quality, sa Sty or*efﬁcacy of goods distribt g in Australia, must be notified to the National

Manager Therapeutic Goods Administration, immediately the acugﬁFz or mformatlon is kno hs ) the s

m time to nn”i%«%
g & "‘

&

Product Type Single Medicinﬁ’;% ! Effective date 4/06/2008

1ent formulated to strengthen bone and tissue in growing and mature users. (or) Source of calcium. A calcium

Source of calcium. A'galcium st :
5ne.and tissue for children and older aduits.,

supplegient formulateﬁ‘""‘to strepgt

n our youth and throughout life is required to maximise bone.,

Sgiirce %”c‘élc:um Adec%i%gé:t ietary cal
Source of calcium. A diet def ctent in calcium can lead to osteoporo5|s in later life.,

Contains chelated minerals for increased bioavailability. )
Assists in replacing calcium being utilised during pregnancy in the mother

Pack Size : Poison Schedule
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Dosage Form
Route of Administration

Visual ldentification

Active Ingredients © -
Calcium orotate

Magnesium aspartate dihydrate

TGA eBS

Powder, oral

Oral

172.89 mg/g
120.89 mg/g

© Commonwealth of Australia. This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyright.htm. >
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Public Summary

TGA eBS

- 187240 Pregcel Benefishoil - Fish Oil from Wild Atlantic Salmon 1000mg Softgel Capsule

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 5/04/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of apyik
(b} Identify the manufacturer(s) of each batch of the fisted medicine. Where any part of or step in manufacture in Australia
sub-contracted to a third party who is not the sponsor copies of relevant Good Manufacturing Practice agreements
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sh:
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., E

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for

fication othe‘i’g han thbse accepted
in relation to the inclusion of the medicine in the Register., 2

All reports of adverse reactions or similar experiences associated with the use or administratic
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsorf
of listed medicines must retain records of such reports for a period of not less than 18 months fr
of the report or reports.,

1o the listed medicine sh
e goods becomes awa‘%%‘ﬁhose reports. Sponsors

The sponsor shall not supply the listed medicine after the expiry date of the df

Where a listed medicine is distributed overseas as well as in Australiz
outside Australia which has or may have relevance to the quality, saféty oFéfficacy of t
Manager Therapeutic Goods Administration, immediately the actigh or mformatlon is kn

ods distribaféd in Australia, must be notified to the National
the sponsor.,
grv

Colouring agents used in listed medicine for ingestion, other prils
be only those included in the list of 'Colourings permltted@g medicine:
http://iwww.tga.gov.aufindustry/cm-colourings-oral-usg m‘eL amende

alibe, no'nﬁed to the Head, Office

day the Head‘ﬁ@fﬁce?“ Product Review is notified

Product Type Single Medicing B Huct ’ Effective date 4/10/2007 11:00:00 PM

la?élst in maintaining health skin
benefit in rellef of the inflammation associated with both os’(eoarthntls and arthritis.

jovascular health.
in the malntenance of

1S (as&st in the méjhtenance of normal eye and brain function.
tmg th e*health of mother and baby.

Pack Size Poison Schedule

Dosage Form Capsule, soft
Route of Administration Oral

Visual Identification
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Active ingredients
Alpha tocopherol 33.56 mg
Fish oil - natural 1000 mg

© Commonwealth of Austratia. This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at hitp://www tga.gov.au/about/website-copyright.htm.
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Public Summary

140135 Swisse Teenace Ultivite Multi-Vitamin, Minergl & Anti-Oxidant with Herbs Teenage Men's M

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 6/06/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of a
(b} Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia 6
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements*

kept., .

to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fbr‘
in relation to the inclusion of the medicine in the Register., i ’

of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsoFof’the goods becomes awar! = ‘1hose reports. Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months fromitHe,day the Hef §9ff iceiof Product Review is notified
of the report or reports.,

7.33;*
Where a listed medicine is distributed overseas as well as in Austra i uct recaﬁ% ) n
outside Australia which has or may have relevance to the quahty, e
Manager Therapeutic Goods Administration, immediately the a  or lnformatlon is kno'

i‘a'

se Ilste Os export only unda ection 25 of the Therapeutic Goods Act 1989, shall

2 )r OfAl use availgble at
s amendeﬁ om time to tlm

Colouring agents used in listed medicine for ingestion, othe
be only those included in the list of '‘Colourings permitte
http://www.tga.gov.au/findustry/cm-colourings-oral-usgih

Where the medicine is a conventional release folic:acid supplement prepar’fi%gjn ta%"e"fferm of strength of 100 micrograms or more per dosage unit,
the additional conditions are as follows: Where thé%:;edlclne contains folic aci
this medicine must comply with the dissolution req irtéments in the United Stateség armacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains mﬁ tiple actlﬁ redients, the dls%glutlon “characteristics for folic acid in this medicine must comply with the
dissolution requirements in the Umted‘S Ao Pharmagobveia 24th Editioly:(l) SP24) monograph for Nutritional Supplements, as amended by its First

- Supplement. The dissolution charactenstlc% this medici :ecmust compligwith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when stgred under the® céndmons iAcluded,o ttf roduct label. It is the responsibility of manufacturers to develop and validate

atlon of fol% c|d that gﬁﬁﬁﬁi%e used in conjunction with the USP24 dissolution criteria. This condition does not
Sior sustained release tablets.

the analytical methods for thed

’ﬁ’ngle active ingredient, the dissolution characteristics for folic acid in

Effective date 28/08/2009 9:44:39 AM

Do not take while on warfa%% therapy without medical advice.,
s product contains selentiifm WhICh is toxic in high doses. A daily dose of 150 micrograms for aduits of selenium from dietary supplements should not

3 %ygzﬁr healthcare practitioner (or words to that effect).,

&

' 1 »contams or e%ugar) contains [insert name of sugar] OR (If medicine contains two or more sugars) Contains sugars [or words to that effect].,
h ef assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Helps maintain normal blood/blood tonic (Note: These claims are appropriate for folic acid, vitamin B12 and iron, but must not imply anaemic conditions),
Helps maintain healthy digestive function.,

Liver tonic. Helps maintain healthy digestive function.,

Beneficial during times of stress. [Warning S required],

May assist in maintaining peripheral circulation and promoting general health.,

For mineral (may state the minerat) supplementation.,

For vitamin (may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
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deficiency conditions).,
Aids, assists or helps in the maintenance or improvement of general weli-being.

Provides support for memory function and stamina

Assists in enhancing mental alertness and improving short term memory.

May assist in support of general healthy brain function

Provides support for the nervous system and is beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.
Assists in maintaining healthy looking skin. :

Assists in the maintenance of @ health urinary system.

Pack Size Poison Schedule

edicine component

Dosage Form Tablet, film coated

Route of Administration Oral

Visual Identification

Bacopa monnieri

Bifidobacterium longum

Biotin i

Calcium ascorbate dihydrate

Calcium orotate

Calcium pantothenate

Cholecalciferol

Choline bitartrate

Chromium picolinate

Citrus bioflavonoids extract

Copper gluconate

Cyanocobalamin

d-alpha-Tocopheryl acid succinaté

Dunaliella salina

Ferrous fumarate

Folic acid

Ginkgo biloba
Equivalent: Giﬁ;lgg I

Glycyrrhiza glab

Inositol

Nicotinamide

Olea europaea

Equivalent: Olea europaea (Dry)
Passiflora incarnata

Equivalent: Passiflora incarnata (Dry)
Phytomenadione
Potassium iodide
Pyridoxine hydrochloride
Riboflavine

TGA eBS

A5mg

.005 mg

120 mg

201 microgram
100 mg

10.72 mg

1.8 microgram
10.0032 mg

12.81 mg

400 microgram
3mg

150 mg

35mg

2mg

113 mg

50 mg

30mg

67.5 microgram
18 mg

8.33mg

50 mg

25 mg

100 mg

45 microgram
196 microgram
1mg

900 microgram
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Scutellaria lateriflora 12.5mg
Equivalent: Scutellaria lateriflora (Dry) ’ 50 mg

Silica - colloidal anhydrous 50 mg

Silybum marianum 10.71 mg
Equivalent: Silybum marianum (Dry) ) 750 mg

Thiamine hydrochloride 900 microgram

Vaccinium macrocarpon 10 mg
Equivalent: Vaccinium macrocarpon (Fresh) 500 mg

Zinc amino acid chelate i 75 mg

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the mgtéf‘? | without obtai
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.
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Public Summary

© 137097 Swisse Pregnancy Ultivite Pregnancy Multi-Vitamin Mineral & Anti-Oxidant Formula

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 3/04/2007
Product category Medicine
Status Revoked .3
Approval area Listed Medicines

(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements
kept., ;

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fol
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or adminis
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsory
of listed medicines must retain records of such reports for a period of not less than 18 months frol
of the report or reports.,

goods becomes awar of tl those reports. Sponsors
e day the Head3Offi cesof Product Review is notified

Colouring agents used in listed medicine for ingestion, other
be only those included in the list of 'Colourings permitted:
http://www.tga.gov. au/mdustry/cm-colounngs-oral—us fﬁ;’% i

Where the medicine is a conventional release fohé%amd supplement prepara Fin tab[é%/form, of strength of 100 micrograms or more per dosage unit,
the additional conditions are as follows: Where thei%\edlclne contains folic acididSiasingle active ingredient, the dissolution characteristics for folic acid in
this medicine must comply with the dissolytion reqtiitements in the United Statesg,v armacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains hple activeiiggredients, the dls%:tlon characteristics for folic acid in this medicine must comply with the

I

dissolution requirements in the United® tates Pharmaco oena 24th Editiol SP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution charactenstlc?f?é sthis medic ust complywith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when stored under thqég’;& ditions ed.on, tq,e%roduct label. It is the responsibility of manufacturers to develop and validate
the analytical methods for the*' rmination of A a@%ld mat?}{%‘i%l% used in conjunction with the USP24 dissolution criteria. This condition does not
S abl ts oy sustained release tablets.

&Jeﬁlumg o}[qnd

Vitamin Mineral & Anti-Oxidant Formula

Effective date 28/08/2009 9:44:39 AM

Do not excé it ted dose except on medical advice. If you have had a baby with a neural tube defect/spina bifida, seek specific medical advice (or

words to that effeet).

Helps maintain normal blood/blood tonic (Note: These claims are appropriate for folic acid, vitamin B12 and iron, but must not imply anaemic conditions),
Helps maintain healthy digestive function.,

Provides a daily dose of 400-500mcg of folic acid or folate. Contains folic acid which, if taken daily for one month before conception and during
pregnancy, may reduce the risk of women having a child with birth defects of the brain and/or spinal chord such as the neural tube defects known as
spina bifida and anencephaly. [Warning NEUR required.],

For mineral (may state the mineral) supplementation.,
For vitamin (may state the vitamin) supplementation.,
Prevention/treatment of vitamin [XX] and/or minerai [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
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deficiency conditions).,

TGA eBS

May assist in the management of dietary folate deficiency.,

Aids, assists or helps in the maintenance or improvement of general well-being.

Pregnancy Ultivite provides nutritionial support for both mother and baby during pregnancy and breastfeeding.

Pack Size

1. Formulation 1

Dosage Form
Route of Administration

Visual Identification

‘Active Ingredients
Bifidobacterium longum
Biotin

Calcium ascorbate dihydrate
Calcium citrate

Calcium pantothenate
Cholecalciferol

Choline bitartrate

Chromic chloride

Citrus bioflavonoids extract
Copper gluconate

Cyanocobalamin

d-alpha-Tocopheryl acid succinate

Dunalielia salina

Folic acid

Iron amino acid chelate
Lactobacillus acidophilus

Magnesium aspartate dihydrate
Manganese amino acid chelate

Matricaria recutita
Molybdenum trioxide

Poison Schedule

Tablet, film coated
Oral

microgram
. 100 mg

14.29 mg

2.6 microgram
49.9968 mg

40 mg

500 microgram
50 mg

0 mg

100 mg

50 mg

25mg

75 microgram
18 mg

60 microgram
327 microgram
20 mg

1.4 mg

65 microgram
3.57 mg

1 mg

1.4 mg

833 microgram
100 mg

Arewrwing o11qng
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Public Summary

: 136511 Swisse Ultiboost Fish Oil
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Strest, COLLINGWOOD, VIC, 3066
) Australia
ARTG Start Date 23/03/2007
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ap
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia ot
sub-contracted to a third party who is not the sponsor copies of relevant Good Manufacturing Practice agreement i
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shall
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register., i

All reports of adverse reactions or similar experiences associated with the use or administfation:ef the listed med:cme sh Q giified to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsoﬁé’? jfthose reports. Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months fr d e Officerof Product Review is notified

of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the-gi

Where a listed medicine is distributed overseas as well as in Australi (g 1l
outside Australia which has or may have relevance to the quality, saf’? orefficacy of

Manager Therapeutic Goods Administration, immediately the actiaﬁ or mformatlon is kno' sor..

Colouring agents used in listed medicine for ingestion, other ction 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of 'Colourings permitted:i

hitp:/iwww.tga.gov.au/findustry/cm-colourings-oral-u

1. Swisse Ultiboost Fish Oil

[ W

Product Type Single Medicing p’g%gt Effective date 23/06/2010 10:12:53 AM

(or words to that effect).,
ake is inadequate. OR Vitamin supplements should not replace a balanced diet.

If symptoms persist consult ot

rning S required] -

Syisse Ultiboost FISH (?% siextracted*UsIHg a low heat process, similar to the extraction process of virgin COLD-PRESSED olive oll, to decrease
Qegradahon that can occlf; unng heated extraction methods.
T assist in maintaining a healthy cardiovascular system, healthy skin and triglyceride levels.

reduce swelling associ: atad with osteoarthritis and arthritis

Pack Size Poison Schedule

ealcine componen

Dosage Form Capsule, soft

Route of Administration Oral

Visual Identification

Alpha tocopﬁerol 33.56 mg
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Fish oil - natural 1000 mg

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.
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Public Summary

. 134521 Swisse Men's Ultivite Multi-Vitamin Mineral & Anti-Oxidant With Herbs Formula 1 Dietary Supplement

ARTG entry for Medicine Listed {Export Only)
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 19/01/2007
Product category Medicine
Status Revokad . s
Approval area Export only Medicines )

sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreemen
kept., ;

to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fof )
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administra
of Product Review, Therapeutic Goods Administration, as soon as practicable after the spons:
of listed medicines must retain records of such reports for a period of not less than 18 months from#l
of the report or reports.,

of the listed medicine sha e,
o

hose reports. Sponsors
Product Review is notified

The sponsor shall not supply the listed medicine after the expiry date of thegot

Where a listed medicine is distributed overseas as well as in Australi y other reé%‘ia%t‘g‘)ry action taken in relation to the medicine
outside Australia which has or may have relevance to the quahty, sd efy%?‘g}“éfﬁcacy of tHe goods dlstrlbr.;%g in Australia, must be notified to the National
Manager Therapeutic Goods Administration, immediately the actiori or mformatlon is knoWn t e so}o&%rm

A«é""
ection 25 of the Therapeutic Goods Act 1989, shall

Colouring agents used in listed medicine for ingestion, other
be only those included-in the list of 'Colourings permltted% medicif
http://www.tga.gov.auli ndustry/cm-colounngs-oral-usg; (i'm;; 5 amen&f‘é
Where the medicine is a conventional release foli¢ ‘%5 cid supplement preparat
the additional conditions are as follows: Where thesmedicine contains folic acidiasy smgle actlve ingredient; the dissolution characteristics for folic aC|d in
this medicine must comply with the dlssolu’non reqh rements in the United States P armacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains Itlple acti B redients, the dis&

dissolution requirements in the United"S f“es Pharmacopbeia 24th Edition(
Supplement. The dissolution characteristic&fg,this meﬁﬁfi ust comp rawith the dlssolutlon requwements of the relevant USP24 monograph over the
shelf life of the product when stored under the*€gnditions ing|

% tion of f‘a%;@é:ld that

L

Effective date 31/05/2011 12:08:48 PM

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

If symptoms persist consult your healthcare practitioner (or words to that effect).,
Do not take while on warfarin therapy without medical advice.,

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 (or
words to that effect).

Designed to meet man’s nutritional needs and help in the maintenance or improvement of general well-being.,
Swisse formulae are updated regularly to remain at the forefront of medical research.
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Life Time

Not recorded

Type Material
Jar/Can Not recorded

Pack Size

Medicine Component

Dosage Form
Route of Administration

Visual Identification

Apium graveolens
Astragalus membranaceus
Avena sativa

Barosma betulina

Berberis vulgaris
Betacarotene

Biotin

Calcium ascorbate dihydrate
Calcium citrate

Calcium pantothenate
Camellia sinensis

Carica papaya

Centella asiatica
Cholecalciferol

Choline bitartrate
Chromium picolinate

Citrus bioflavonoids extract
Copper gluconate '
Crataegus monogyna
Cyanocobalamin

Cynara scolymus e
d-alpha-Tocopheryl! acid suééf‘ﬁa
Equisetum arvense A
Ferrous fumar e

Foeniculum vulg

Folic acid

Erig
heavy

cid chelate

Nicotinamide

Panax ginseng
Petroselinum crispum
Potassium iodide
Potassium sulfate
Pyridoxine hydrochloride
Riboflavine
Selenomethionine
Serenoa repens

TGA eBS

Conditions
Not recorded

Temperature Closure

Not recorded Not recorded

Poison Schedule

A,

Tablet, film coated

Oral

5.0002mg
50 micta

|

ram ;=
e

50 microgram
40 mg

200 microgram
25mg

30 microgram
12.5mg
41.3184 mg
7.5mg

9.61 mg
3.41mg

300 microgram
2mg

25mg

.2mg

2mg

50 mg

100 mg

12mg

30 mg

16.67 mg

10 mg

66 microgram
8.92 mg

30 mg

30 mg

65 microgram
20 mg
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Silybum marianum 715 microgram
Smilax officinalis 12.5 mg
Spearmint Oil 1.5mg
Thiamine hydrochloride 30mg

Turnera diffusa 24 mg
Tyrosine 1mg
Ubidecarenone 1mg
Vaccinium myrtillus 250 microgram
Vitis vinifera . 8.34mg

Zinc amino acid chelate 30 mg

Zingiber officinale 1mg

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialisé
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-cop
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Public Summary

TGA eBS

140136 Swisse Women's Ultivite Muiti-Vitamin, Mineral & Anti-Oxidant with Herbs Gluten Free G

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Lid

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 6/06/2007

Product category Medicine

Status Revoked

Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of apy,
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia of?
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementsitelation t all be
kept., 3

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine foi
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or simitar experiences associated with the use or administratic o
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor
of listed medicines must retain records of such reports for a period of not less than 18 months fron
of the report or reports.,

goods becomes awé’% Sfthose reports. Sponsors
d

The sponsor shall not supply the listed medicine after the expiry date of thes,g“%%}%

Where a listed medicine is distributed overseas as well as in Australiggproduct :%%x@%%ther reg%] afory attion taken in relation to the medicine
T

outside Australia which has or may have relevance to the quality, % fety o%ff%fficacy of ods distrib| &fgg in Australia, must be notified to the National
Manager Therapeutic Goods Administration, immediately the actih or information is knowjp tjg the spops Or.,

. o 3
The Ginkgo biloba leaf extract used in the manufacture of this meg" icine musgg?afmply with the requirement of Identification Test B of the monograph
Powdered Ginkgo Extract in the United States Pharmacopeia 32 - N alfEormtilary 27 (USP32-NF27). This condition does not apply to powdered or

dried leaf.,

Colouring agents used in listed medicine for ingesﬁén, other than those listi a%expg@gfonly under section 25 of the Therapeutic Goods Act 1989, shali
be only those included in the list of ‘Colourings petiitted in medicines for ora “ﬂaagailable at
http://www.tga.gov.auﬁndustry/cm-colourings-oral-tj‘:s”eghtm,as amended from tim -  time.,

the additional conditions are as follows: Wh%%:«jhe mediti tains foli
this medicine must comply with.the dissolution%quirement/s ted States Pharmacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicingg 310 Igele al‘é?‘.@%jngredie , issolution characteristics for folic acid in this medicine must comply with the
dissolution requirements in thel) ] e's‘”%han‘ha poeia 24th Edition (USP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution charagleristicsforih| ljgine must comply with the dissolution requirements of the relevant USP24 monograph over the
sheif life of the product when stored h%ggr the conditionsifigluded on the product label. It is the responsibility of manufacturers to develop and validate
the analytical mettf”egs for the determina@g of folic acid that should be used in conjunction with the USP24 dissolution criteria. This condition does not
apply to chewable; escent or dispersible tablets or sustained release tablets.

Where the medicine is a conventional‘gr{e ease folic acidiStpplement pre:gion, in tablet form, of strength of 100 micrograms or more per dosage unit,

: a;}he listed medicine sﬁavl?vﬁe ngﬁﬁ d to the Head, Office

cid as a single active ingredient, the dissolution characteristics for folic acid in

amin, Mineral & Anti-Oxidant with Herbs Gluten Free G

L

Effective date 3/03/2010 3:59:14 PM

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

if symptoms persist consult your healthcare practitioner (or words to that effect).

Aids, assists or helps in the maintenance or improvement of general well-being.,
Vitamin D helps calcium absorption (or words of like intent) and a diet deficient in calcium can lead to osteoporosis in later life,
May assist in the management of dietary folate deficiency.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

For vitamin (may state the vitamin) supplementation.,
For mineral (may state the mineral) supplementation.,
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May assist in maintaining peripheral circulation and promoting general health.,

Liver tonic. Helps maintain healthy digestive function.,

Helps maintain healthy digestive function.,

Helps maintain normal blood/blood tonic (Note: These claims are appropriate for folic acid, vitamin B12 and iron, but must not imply anaemic conditions)

Provides support for memory function and stamina

Provides support for the nervous system and is beneficial during times of stress.

May assist in helping the body adapt to mentally and physically draining circumstances.
Contains antioxidants to assist in decreasing the risk of cell damage from free radicals.

Assists in the maintenance of a healthy urinary system
Assists in maintaining a healthy and normal immune system.

Low allergy formula
Antioxidant rich.

Pack Size

1. Medicine component

Dosage Forim
Route of Administration

Visual Identification

Armoracia rusticana

Equivalent: Armoracia rusticana (Dry)

Bifidobacterium longum
Biotin

Calcium ascorbate dihydrate

Calcium orotate

Calcium pantéthenate
Cholecalciferol

Choline bitartrate

Chromium picolinate

Citrus bioflavonoids extract

Copper gluconate

Cyanocobalamin

Cynara scolymus .
Equivalent: Cynara scolymus (Fre

d-alpha-Toco| i

Ferrous fumaray :

Folic acid

G%%@%g%goba

quivalent: Ginkgo bilok

Molybdenum trioxide
Nicotinamide
Phytomenadione
Pyridoxine hydrochloride
Riboflavine

Selenomethionine

Poison Schedule

Tablet, film coated

Oral

&

150 microgram
170 mg

110 mg

80 mg

005 mg

10 mg

402 microgram
50 mg

21.43 mg

150 microgram
25mg

100 mg
15.0048 mg
16.01 mg

500 microgram
30 mg

15g

10 mg

110 mg

40 mg

165 microgram
50 mg

90 microgram
50 mg

25mg

65 microgram

Silica - colloidal anhydrous 20 mg
Silybum marianum 14.29 mg

Equivalent: Silybum marianum (Dry) 19
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Spearmint Oil

Tanacetum parthenium

Equivalent: Tanacetum parthenium (Dry)
Thiamine hydrochloride
Trigonella foenum-grascum

Equivalent: Trigonella foenum-graecum (Dry)

Turnera diffusa

Equivalent: Turnera diffusa (Dry)
Urtica dioica

Equivalent: Urtica dioica (Dry)
Vaccinium macrocarpon

Equivalent; Vaccinium macrocarpon (Fresh}
Withania somnifera

Equivalent: Withania somnifera (Dry)
Zinc amino acid chelate

N

N

Arewrwung orqng
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Pyblic Symmary

134520 Swisse Women's Ultivite Mulii-Vitamin Mineral & Anti-Oxidant with Herbs Formula 1 Dietary Supplement

ARTG entry for Medicine Listed (Export Only)

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia )

ARTG Start Date 19/01/2007

Product category Medicine

Status Revoked

Approval area Export only Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ap
(b) identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australi
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreemel
kept.,

The sponsor shalf retain records of the distribution of the listed medicine for a period of five years and sh
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., E

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fol
in relation to the inclusion of the medicine in the Register.,

r
All reports of adverse reactions or similar experiences associated with the use or administratic the listed medicine shall%ga ohﬁid to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor r:’the goods becomﬂgs aware o those reports. Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months frofithe, day the HeddZOffi ceifgf Product Review is notified
of the report or reports., .

be only those included in the list of CoIounngs permltte%g medlclne or
hitp:/iwww.tga.gov.au/industry/cm-colourings-oral-u ‘s amende

Where the medlcme is a conventional release foligigcid supplement prepara_ dgﬁ;tabjéf”f‘form, of strength of 100 micrograms or more per dosage unit,

Tablets. Where the medicine contains %ple achv 3] redlents the dlssmlutlon characteristics for folic acud in this medicine must comply w1th the
dissolution requirements in the United*Stateég Pharm (

Supplement. The dissolution characteristics? ethIS med
shelff life of the product when
the analytical methods for the

Pl Wlth the dissolution requirements of the relevant USP24 monograph over the
,,;gé‘efproduct label. it is the responsibility of manufacturers to develop and validate
be used in conjunctlon with the USP24 dissolution criteria. This condition does not

§§af§]ﬁgle active ingredient the dissolution characteristics for folic acid in

Effective date 31/05/2011 12:08:48 PM

[insert name of sugar] OR (If medicine contains two or more sugars) Contains sugars [or words to that effect].,

erapy without medical advice.,

Not for the

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.,

iron deficiency conditions (or words to that effect).,

Contains [insert name of ingredient] (or words to that effect).,

The recommended dose of this medicine provides small amounts of caffeine,

Contains lactose (or words to that effect).,

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Designed to meet Women's nutritional needs and help in the maintenance of general well-being.,
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Swisse formulae are updated regularly to remain at the forefront of medical research.

Type Material
Jar/Can Not recorded

Pack Size

1. Medicine Component

Dosage Form
Route of Administration

Visual Identification

Apium graveolens

Arctostaphylos uva-ursi
Astragalus membranaceus
Avena sativa

Betacarotene

Biotin

Calcium ascorbate dihydrate
Calcium citrate

Calcium pantothenate
Camellia sinensis

Carica papaya

Centella asiatica
Cholecalciferol

Choline bitartrate
Chromium picolinate

Citrus bioflavonoids extract
Copper gluconate
Crataegus monogyna
Cyanocobalamin
Cynara scolymus
d-alpha-Tocopheryl acid succ

Eleutherococcus;senticosus

Equisetum arven
Y
Ferrous fumaratet;,
Foenigulum vulgaféA 3
£

ooe o)
Eélicacid

Lysine hydr&gé“ﬁ‘
Magnesium oxide - heavy
Manganese amino acid chelate
Matricaria recutita
Nicotinamide

Petroselinum crispum
Potassium iodide

Life Time

Not recorded

Temperature
Not recorded

Poison Schedule

Tablet, film coated

Oral

Not recorded

TGA eBS

Conditions

Not recorded

5mg

50 mg
5.0002,mg

50 microgram
40 mg

417 microgram
7.5 mg

50 microgram
12.5mg

41.33 mg
2.5mg

75 mg

16.01 mg
341mg

300 microgram
100 microgram
25mg

25mg

.2mg

2mg

50 mg

81.46 mg

16 mg

3.75mg

50 mg

10 mg

66 microgram

Arewrwing o11qnd

Potassium sulfate 4.45 mg
Pyridoxine hydrochloride : 50 mg
Riboftavine 50 mg
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Selenomethionine
Silybum marianum
Spearmint Oil

Thiamine hydrochloride
Ubidecarenone
Vaccinium myrtillus
Vitis vinifera

Zinc amino acid chelate

Zingiber officinale

65 microgram
715 microgram
1.5 mg

50 mg

1mg

250 microgram
8.34mg

25mg

3 mg

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the materi
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.
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Public Summary

129846 SWISSE MEN'S ULTIVITE MULTIVITAMIN, MINERAL AND ANTI-OXIDANT FORMULA 1 WITH HERBS
(CAPSULE)
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 31/07/2006
Product category Medicine .
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ai yJBég’ of the listed m
(b) |dentify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in A@nggralla o isted medicine Is;
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreem sfu@gtlon tos nufacture shall be
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shall‘s%{{o ide the ‘fecords
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administratlo%?@@e listed medicine shall'bé notified to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor o oods become aware of those reporls Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months from t
of the report or reports., &

The sponsor shall not supply the listed medicine after the expiry date of the éoo

ct recall% ‘y other regul

) oF |nforq§mon is known ,s(the s nor,
¢

,' lis for “expor; nIy undséfr section 25 of the Therapeutic Goods Act 1989, shall
) l_use ava Ie at

Colouring agents used in listed medicine for ingestion oﬁéer than t o}
be only those mcluded in the list of ' Colounngs perm "%‘gedlcmes o]

(CAPSULE)

Product Type Single Medicine pm%@ Effective date 28/08/2009 9:44:39 AM

i

erapy:withol
Contalns actose (or wor%@teé‘ that effe

Male support. Balances and supports normal male physiology and function.,
Aids, assists or helps in the maintenance or improvement of general well-being.,
Beneficial during times of stress. [Warning S required],

Helps relieve nervous tension, stress and mild anxiety. [Warning S required],
For mineral (may state the mineral) supplementation.,

For vitamin (may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

May assist in the management of dietary folate deficiency.
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Designed to meet men's nutritional needs and general well-being. The herbal ingredients in this formulation may help men perform in peak condition and
improve stress adaptation.

TGA eBS

Poison Schedule

1. COMPONENT ONE

Dosage Form
Route of Administration

Visual Identification
‘Active Ingredients = - o

Apium graveolens

Equivalent: Apium graveolens (Dry)

Astragalus membranaceus

Equivalent: Astragalus membranaceus (Dry)

Avena sativa

Equivalent: Avena sativa (Fresh)
Barosma betulina

Equivalent: Barosma betulina {Dry)
Berberis vulgaris

Equivalent: Berberis vulgaris (Dry)
Biotin
Calcium ascorbate dihydrate
Calcium citrate
Calcium pantothenate
Camellia sinensis

Equivalent: Camellia sinensis (Dry)
Carica papaya
Centella asiatica

Equivalent: Centella asiatica (Dry)
Cholecalciferol
Choline bitartrate
Chromium picolinate
Citrus bioflavonoids extg
Copper gluconate
Crataegus mog;%g&ypi

Equivalent: Cra
Cyanocobalamin %
Cyp%g%icolymus
quivalent: Cynara s

alpha-Tocopheryl aci

=q rvense:
duisetum arvense

Edi

Equivalent: Foeniculum vulgare (Dry)

Folic acid
Ginkgo biloba

Equivalent: Ginkgo biloba (Dry)
Inositol
Lutein
Lycopersicon esculentum
Lysine hydrochloride
Magnesium oxide - heavy

Capsule, hard
Oral

50 mg

35mg

1.67 mg

10 mg

5mg

6.25 mg
25mg

.0025 mg
12.5mg

25 microgram
20 mg

100 microgram
12,5 mg

50 mg

15 microgram
6.25 mg
25mg

20.256 mg

3.75mg .

15 mg

4.8 mg

1.7 mg

7.5mg

250 microgram
1mg

50 mg

12.5 mg

100 microgram

25mg
50 mg

Page 2 of 3

Produced at 13.03.2014 at 12:09:27 EST

This is not an ARTG Certificate document.
The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.
Visit www.tga.gov.au for contact information

Arewrwung o1jqng



N J

Manganese amino acid chelate
Nicotinamide
Panax ginseng

Equivalent: Panax ginseng (Dry)
Petroselinum crispum
Potassium iodide
Potassium sulfate
Pyridoxine hydrochloride
Riboflavine
Selenomethionine
Serenoa repens

Equivalent: Serenoa repens (Dry)
Silybum marianum -
Smilax officinalis

Equivalent: Smilax officinalis (Dry})
Spearmint Oil
Thiamine hydrochloride
Turnera diffusa

Equivalent: Turnera diffusa (Dry)
Tyrosine
Ubidecarenone
Vaccinium myrtillus
Vitis vinifera
Zinc amino acid chelate
Zingiber ofﬁcinale

Equivalent: Zingiber officinale (Dry)

© Commonwealth of Australia. This work is copyright. Youﬁa”* ;

 permitte

written approval from the Commonwealth.Further detarléggan berfound at http

TGA eBS

6 mg

15 mg

8.33 mg

25 mg

5mg

33 microgram
4.46 mg

15 mg

15mg

32.5 microgram

10 mg
100 mg

Sﬁ% microgram
2.5mg

e-transmit, dlsTr

L
! bute or commercialise the material without obtaining prior
ww.tga.go a’u/aboutlwebsne-copynght htm.
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Public Summary

122501 Cerexl

ARTG entry for Medicine Listed

Sponsor Swisse Weliness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 7/10/2005

Product category Medicine

Status Revoked

Approval area ) Listed Medicines

sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreeme
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shal
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., E

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fo
in relation to the inclusion of the medicine in the Register., ,

the listed medicine shalf} &nohﬁed to the Head, Office
he goods becomes awal g%’ those reports. Sponsors
. day the Heé*ff"zOfflce 6f Product Review is notified

All reports of adverse reactions or similar experiences associated with the use or administrati
of Product Review, Therapeutic Goods Administration, as soon as practicable after the spons
of listed medicines must retain records of such reports for a period of not less than 18 months frof
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the g

Colouring agents used in listed medicine for ingestion, other
be only those |ncl uded in the list of ' Colounngs permlﬂ%gg

Where the medicine is a conventional release folxenamd supplement preparat
the additional conditions are as follows: Where the hedicine contains folic acid ihgle active ingredient, the dissolution characteristics for folic acid in
this medicine must comply with the dissolution req ments in the United States| harmacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains mil tlple actl e,; redients, the dis&olutiori“characteristics for folic acid in this medicine must comply with the
dissolution requirements in the United® St te Pharmaeg%.ela 24th Editiopi(y SP24) monograph for Nutritional Supplements, as amended by its First
Supplement. The dissolution characteristic: emh:s m m;.lst complyawith the dissolution requirements of the relevant USP24 monograph over the
itions |nél‘g‘éeduon tgg*product label. It is the responsibility of manufacturers to develop and validate

cid that shotil; *be used in conjunction with the USP24 dissolution criteria. This condition does not
'Stor sustained release tablets.

shelf life of the product when stgred under the 6o
the analytical methods for th C
apply to chewable, effervescen g

1. Cerexl

Product Type Effective date 3/04/2009 8:39:00 AM

tary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,
ur-healthcare practitioner (or words to that effect).

To help main *circulation to the peripheral areas of the body such as the legs, hands and feet.,

May assist penphera] circulation.,

Eyes formula. Support of healthy eye function.,

Aids or assists in the prevention of muscular cramps and spasms.,

Aids, assists or helps in the maintenance or improvement of general well-being.

Support of Memory and Stamina CLINICALS CEREXL by Swisse has been developed by a professor and contains scientifically validated ingredients
that help maintain memory function and stamina. CEREXL is based on the assessment of clinical studies, which showed certain ingredients in CEREXL
can improve shori-term memory and enhance mental alertness. CEREXL helps improve brain function such as learning or concentration as well as

helping relieve the symptoms of absentmindedness. Used as directed, CEREXL may deliver positive results relatively quickly.For better results: CEREXL

may be effective when used on it's own, however we recommend you use this product in conjunction with Swisse Women's or Men's Ultivite, which act
as a foundation to provide the body with the important nutrients for general wellbeing. Reduces muscular pain and leg cramps and improves blood
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circulation. Relieves symptoms of cold hands and feet.

Poison Schedule

1. Medicine Component

Dosage Form Tablet, film coated

Route of Administration Oral

Visual Identification

Active Ingredients =

Calcium ascorbate dihydrate 60mg

Citrus bioflavonoids extract 20 md %
Cyanocobalamin é&‘microgram
Folic acid

Ginkgo biloba

Equivalent: Ginkgo biloba (Dry)
Glutamine
Lecithin powder - soy phosphatidylserine-enriched soy
Levocarnitine
Magnesium aspartate dihydrate
R,S-alpha Lipoic acid
Thiamine hydrochloride
Tyrosine
Zinc amino acid chelate

sotransmit, disfiibute or commercialise the material without obtaining prior

&

tga ggyir.éu/about/website—copyright.htm.
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Public Summary

123100 H BIO-JUVEN HAIR NAILS SKIN MINERAL & HERBAL FORMULA WITH ADDED VITAMINS
ARTG entry for Medicine Listed
Sponsor ) Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 26/10/2005
Product category Medicine
Status Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of apy
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia ¢

sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements?elatlon tos
kept.,

%cme
icin ;

manufacture iall be

J

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sh:
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., &

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fd%é_
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administéati
of Product Review, Therapeutic Goods Administration, as soon as practicable after the spons:
of listed medicines must retain records of such reports for a period of not less than 18 months fron
of the report or reports.,

Sfthose reports. Sponsors
of Product Review is notified

2ot
»

Where a listed medicine is distributed overseas as well as in Australi duct rec?%s ny other reguj%;é!ry action taken in relation to the medicine

outside Australia which has or may have relevance to the quality, sajéfy‘éf%éff icacy of %ods distribilfed, in Australia, must be notified to the National
irto the spopser.,

Manager Therapeutic Goods Administration, immediately the actipn or mformatuon is kno

ction 25 of the Therapeutic Goods Act 1989, shall
;al us€’ available at &

time to tim §§

AW

1. H BIO-JUVEN HAIR NAILS SKIN MTﬁERAL & HERBAL Fw@w ﬁULA WITH ADDED VITAMINS

_‘ _ Effectlve date 28/08/2009 9:44:39 AM

HiE io-Juven contains vitamjps and minérals known to science today to assist in making hair, nails and skin look and feel better, plus herbs to help aid in
fhe maintenance of periphetalicirculation so that these nutrients can travel to their destination and fulfil the desired objectives. To PERI and healthy hair,
nd nails. k

Pack Size Poison Schedule

1. COMPONENT ONE

Dosage Form Capsule, hard

Route of Administration . Oral
Visual Identification
‘Active Ingredients.

Biotin 200 microgram
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Calcium ascorbate dihydrate 60 mg
Calcium citrate 50 mg
Calcium pantothenate 25mg
Cholecalciferol .25 microgram
Citrus bioflavonoids extract 40 mg
Cyanocobalamin 25 microgram
Cysteine hydrochloride 60 mg
Cystine 20 mg

d-alpha-Tocopheryl acid succinate 10.0032 mg

Dunaliella salina

Equisetum arvense
Equivalent: Equisetum arvense (Dry)

Ferrous fumarate

Folic acid

Ginkgo biloba

Magnesium qxide - heavy

Nicotinamide

Panicum miliaceum

Potassium iodide

Pyridoxine hydrochloride

Riboflavine

Salvia officinalis

Thiamine hydrochloride

Zinc amino acid chelate

Zingiber officinale

© Commonwealth of Australia. This work is copyright.You arg.not per:

written approval from the Commonwealth.Further detai%g’fag”.é,

=
to ‘ﬁgra% ﬁs;‘mit,

%ﬁ}ribute
www.tga.goviau/about/website~-copyright.htm.
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I?ubﬂlivc Summary

or AR 130053 SWISSE WOMEN'S ULTIVITE MULTI-VITAMIN MINERAL & ANTI-OXIDANT WITH HERBS NO IRON OR

{ODINE (TABLET)

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 4/08/2006

Product category Medicine

Status Revoked

Approval area Listed Medicines

.of the listed med

The sponsor shall keep records relating to this listed medicine as are'necessary to: (a) Expedite recall if necessary of a
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia of
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreem%r,ﬁ?

kept., e

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shzll
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

K2
The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for an
in relation to the inclusion of the medicine in the Register., 1

+

All reports of adverse reactions or similar experiences associated with the use or administration
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor o
of listed medicines must retain records of such reports for a period of not less than 18 months from t
of the report or reports., 5

be:notified to the Head, Office

S awan,' of those reports. Sponsors

: T e, 7
'prﬁhct recall 6’%1}4 other regulé%’r-hy action taken in relation to the medicine

S distrigg:;ed in Australia, must be notified to the National
e spansor., :

The sponsor shall not supply the listed medicine after the expiry date of the goo%fs

Where a listed medicine is distributed overseas as well as in Australf&;

outside Australia which has or may have relevance to the quali%g”ﬁfety or efficacy of the*gol

Manager Therapeutic Goods Administration, immediately the ggtien or inforr%agﬁon is know:
E 3 £

section 25 of the Therapeutic Goods Act 1989, shall

Colouring agents used in listed medicine for ingestion,gg;herthan fhs‘ Jisted fgr%xpo%gly ungd
be only those included in the list of 'Colourings permijtee:i ‘ edicines’ al use' availdble at
hitp://www.tga.gov.aufindustry/cm-colourings-oral-tise.htm,as amended ime to tin;%.y,_, d

] é’%{%; form, of strength of 100 micrograms or more per dosage unit,
Tedicine contains folic acid as;a'single active ingredient, the dissolution characteristics for folic acid in
nts in the Unite%»Sytateﬁ’harmacopoeia 24th Edition (USP24) monograph for Folic Acid
Tablets. Where the medicine contains™ dients, the dis: Bliition characteristics for folic acid in this medicine must comply with the

24th Editiors{USP24) monograph for Nutritional Supplements, as amended by its First

ple
dissolution requirements in the United Sta?é’%-; armacop
Supplement. The dissolution characteristics foe;i%g:edicl st.comply with the dissolution requirements of the relevant USP24 monograph over the
) i z

ler the coRgdlitions includedsonithe product label. It is the responsibility of manufacturers to develop and validate
of folicagid that should be used in conjunction with the USP24 dissolution criteria. This condition does not
Orisustained release tablets.

the analytical methods for th ok el
apply to chewable, effervescent d%('d'spe

IODINE (TABLé@

Effective date 28/08/2009 9:44:39 AM

TR

Pgdﬁ%gpe

istance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,
se except on medical advice. If you have had a baby with a neural tube defect/spina bifida, seek specific medical advice (or

Do not take while on warfarin therapy without medical advice.,

Contains lactose (or words to that effect).,

If symptoms persist consult your healthcare practitioner (or words to that effect).,

Contains [insert name of ingredient] (or words to that effect).,

Contains caffeine [state quantity per dosage unit or per ml. or per gram of product] [must be clear and legible].

Source of folic acid. Can assist in maintaining normal blood.,
Liver tonic. Aids digestion.,
Aids, assists or helps in the maintenance or improvement of general well-being.,
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Source of folic acid. Can assist in maintaining normal blood. Blood tonic.,

TGA eBS

Provides a daily dose of 400-500mcg of folic acid or folate. Contains folic acid which, if taken daily for one month before conception and during
pregnancy, may reduce the risk of women having a child with birth defects of the brain and/or spinal chord such as the neural tube defects known as
spina bifida and anencephaly. [Warming NEUR required.]

Assists with the relief of pre-menstrual symptoms/syndrome.

Poison Schedule

Pack Size

.C

Dosage Form Tablet, film coated

Route of Administration Oral

Visual Identification

Apium graveolens

Equivalent: Apium graveolens (Dry)
Arctostaphylos uva-ursi

Equivalent: Arctostaphylos uva-ursi (Dry)
Astragalus membranaceus

Equivalent: Astragalus membranaceus {Dry})
Avena sativa

Equivalent: Avena sativa (Fresh)
Biotin
Calcium ascorbate dihydrate
Calcium citrate
Calcium pantothenate
Camellia sinensis

Equivalent: Camellia sinensis (Dry)
Carica papaya
Centella asiatica

Equivalent: Centella asiatica(Dry)
Cholecalciferol
Choline bitartrate
Chromium picql{gate

i,

Citrus bioﬂavor‘rg;

Crataegus monogyt a -
Egtiivalent: Crataegu% mogi/%yna

Eleutherococeus’ stfnticosus

Equivalent: Eleutherococcus senticosus (Dry)
Equisetum arvense

Equivalent: Equisetum arvense (Dry}
Foeniculum vulgare

Equivalent: Foeniculum vulgare (Dry)
Folic acid
Ginkgo biloba

Equivalent: Ginkgo biloba (Dry)
Glycyrrhiza glabra

Designed to assist in meeting the nutritional needs of women who have been diagnosed with iron overload (hemochromatosis), or should not take lodine.

560 mg
50 microgram

50 mg

200 mg
75mg
3.34mg

20 mg

5mg

2.5mg

10 mg

005 mg
25mg

50 microgram
40 mg

417 microgram
7.5mg

30 mg

50 microgram
12.5 mg

50 mg
37.1904 mg

2.5mg

25mg

7.5 mg

30 mg

341 mg

15 mg

500 microgram
100 microgram
5mg

2.5 mg
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"TGA eBS

Equivalent: Glycyrrhiza glabra (Dry) 10mg
Inositol 25mg
Lutein ' 2mg
Lycopersicon esculentum
Magnesium oxide 88.1 mg
Manganese amino acid chelate 16 mg
Matricaria recutita 3.75mg

Equivalent: Matricaria recutita (Dry) 15 mg
Nicotinamide 50 mg
Petroselinum crispum 5mg
Potassium sulfate 4.45 mg
Pyridoxine hydrochloride 50 mg

Riboflavine 50 mg
Selenomethionine 65 migkagram
Silybum marianum : 9 mg™

Spearmint Oil
Thiamine hydrochloride
Tocopherols concentrate - mixed (low-alpha type)
Ubidecarenone
Vaccinium myrtillus
Vitis vinifera
Zinc amino acid chelate
Zingiber officinale
Equivalent: Zingiber officinale (Dry})
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Public Summary

Swisse Women's Ultivite Multi-Vitamin Mineral & Anti-oxidant Formula 1 with herbs (tablets)

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 7/10/2005

Product category Medicine

Status Revoked

Approval area Listed Medicines

g“%u be

sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufactunng Practice agreementgirelation to’sugh. manufacture
kept., y i

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sh
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for*
in relation to the inclusion of the medicine in the Register.,

5

of listed medlcmes must retain records of such reports for a period of not less than 18 months from
of the report or reports.,

>‘¢

The sponsor shall not supply the listed medicine after the expiry date of fhe:
; duct r%

Where a listed medicine is distributed overseas as well as in Australi
outside Australia which has or may have relevance to the quality, saféty fficacy of
Manager Therapeutic Goods Administration, immediately the acﬂg or information is k

Colouring agents used in listed medicine for ingestion, other tharihpse liste 4
be only those included in the list of 'Colourings permitteddn medicinesifor o se’ availgble at =
hitp://www.tga.gov.au/industry/cm-colourings-oral-ugghti ids amended

the additional conditions are as follows: Where theedicine contains folic aci
this medicine must comply with the dissolution req
Tablets. Where the medicine contains mi tlple acti
dissolution requirements in the United C%Pharmaq s
Supplement. The dissolution characteristi this medigihésmust comp ith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when stored under the*¢gnditions ?r%f%’ Fproduct label. It is the responsibility of manufacturers to develop and validate
the analytical methods for thesi Stermination of foligiacid that used in conjunction with the USP24 dissolution criteria. This condition does not
letabl%%j%fustamed release tablets.

Where the medicine is a conventional release foli}%%izid supplement prepa

apply to chewable, effervescentd

1. Swisse Wdi Vitamin Mineral & Anti-oxidant Formula 1 with herbs (tablets)

L]

Tt = 3
Product Type %Sﬁ%%{ﬁ@icige pmd% Effective date 28/08/2009 9:44:39 AM

%%Tedient] (orwords to that effect).,
‘not take while on warfan i herapy without medical advice.,
ds to?
E ntity per dosage unit or per mL or per gram of product] [must be clear and legible].,

elenium which is toxic in high doses. A daily dose of 150 micrograms for aduits of selenium from dietary supplements should not

&;%ms lactose (or wg

be exceededs; Zins
Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.,

If symptoms persist consult your healthcare practitioner (or words to that effect).

Beneficial during times of stress. [Warning S required],

For mineral (may state the mineral) supplementation.,
For vitamin (may state the vitamin) supplementation.,

Prevention/treatment of vitamin [XX] and/or mineral {YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron
deficiency conditions).,

May assist in the management of dietary folate deficiency.,
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Aids, assists or helps in the maintenance or improvement of general well-being.,

Source of folic acid. Can assist in maintaining normal blood. Blood tonic.,
Source of folic acid. Can assist in maintaining normal blood.,
Heilps relieve nervous tension, stress and mild anxiety. [Waming S required]

Designed to assist in meeting women's nutritional needs and maintaining general well-being.The herbal ingredients may help women perform in peak

condition and improve stress adaptation.
Assist in the relief of pre-menstrual symptoms/syndrome

Pack Size

1. COMPONENT ONE

Dosage Form
Route of Administration

Visual ldentification

Apium graveolens

Equivalent: Apium graveolens (Dry)
Arctostaphylos uva-ursi

Equivalent: Arctostaphylos uva-ursi (Dry)
Astragalus membranaceus

Equivalent: Astragalus membranaceus (Dry)
Avena sativa

Equivalent: Avena sativa (Fresh)
Biotin
Calcium ascorbate dihydrate
Calcium citrate
Calcium pantothenate
Camellia sinensis

Equivalent: Camellia sinensis (Dry’
Carica papaya
Centella asiatica y

Equivalent: Centella asiaﬁc
Cholecalciferol

Choline bitartrafe-
S
Chromium picolinati

Y

Citrus bioflavonoi

Dunaliella salina
Eleutherococcus senticosus
Equivalent: Eleutherococcus senticosus (Dry)
Equisetum arvense
Equivalent: Equisetum arvense (Dry)
Ferrous fumarate
Foeniculum vulgare
Equivalent: Foeniculum vulgare (Dry)
Folic acid
Ginkgo biloba

Poison Schedule

Tablet, film coated

Oral

500 mg

50 microgram
200 mg

200 mg

75 mg
3.34mg

20 mg

10 mg

2.5 mg

10 mg

.005 mg
25mg

50 microgram
40 mg

417 microgram
7.5 mg

30mg

50 microgram
12.5mg

50 mg

41.33 mg

2.5 mg

25mg

7.5 mg

30 mg

16.01 mg
3.41mg

15 mg

500 microgram

100 microgram
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Equivalent: Ginkgo biloba (Dry) 5mg
Glycyrrhiza glabra 2.5mg
Equivalent: Glycyrrhiza glabra (Dry) 10 mg
Inositol 25mg
Lutein .2mg

Lycopersicon esculentum
Lysine hydrochloride

Magnesium oxide
Manganese amino acid chelate
Matricaria recutita

Equivalent: Matricaria recutita (Dry)
Nicotinamide
Petroselinum crispum
Potassium iodide
Potassium sulfate
Pyridoxine hydrochloride
Riboflavine
Selenomethionine
Silybum marianum
Spearmint Qil
Thiamine hydrochloride

Tocopherols concentrate - mixed (low-alpha type) 466.2 mic %grgifn
Ubidecarenone
Vaccinium myrtillus
Vitis vinifera

Zinc amino acid chelate 25mg
Zingiber officinale 3mg

Equivalent: Zingiber officinale (Dry) 15 mg

» istribute or commercialise the material without obtaining prior

Page 3 of 3 Produced at 13.03.2014 at 12:05:29 EST
This is not an ARTG Certificate document.

The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.

Visit www.tga.gov.au for contact information

Arewruung orqng



TGA eBS

Public Summary‘

124329 Swisse Ultiboost Bone Dense

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3068
Australia

ARTG Start Date 19/12/2005

Product category Medicine

Status Revoked

Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ap
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austra
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementS'
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shalf
fo the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

i

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for
in relation to the inclusion of the medicine in the Register.,

&

All reports of adverse reactions or similar experiences associated with the use or admlnlstraﬁ@ngof the listed medicine sha I d to the Head, Office

of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsorj e@%@ goods becomes awaf il lhose repoﬂs Sponsors

of listed medicines must retain records of such reports for a period of not less than 18 months fronf; e,
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the: goo(g{g,%
Where a listed medicine is distributed overseas as well as in Australia i educt recﬁg fokany other reg
outside Australia which has or may have relevance to the quality, safety rwefﬁcacy of je goods distribtil
Manager Therapeutic Goods Administration, immediately the act or or |nformat|on is knowj ,g?io the spon

Colouring agents used in listed medicine for ingestion, other tha
be only those included in the list of 'Colourings permittedsin medici
hitp://iwww.tga.gov.aufindustry/cm-colourings-oral-useiht

1. Swisse Ultiboost Bone Dense %

L

Product Type Single Medicin’?%%gt Effective date 31/05/2011 12:08:48 PM

intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Vitamins can only be of assi

NSO’is bes?ﬁﬁ%ﬁt night because the mineral flux in your body that maintains bone growth is greatest during sleep.
Itg; as been shown that ta g excessiveramounts of calcium without the necessary supplementary nutrients may hinder the rate of calcium absorption.
%@sse Uitiboost Bone Dengg should be combined with weight bearing exercises, as determined by your Health Care Practitioner, to assist in increasing
bene density to minimize theTisk of osteoporosis in later life.
I% lated to strength%; and:protect bones and teeth

Type Material Life Time Temperature Closure Conditions

Jar/Can Not recorded Not recorded Not recorded Not recorded Not recorded

Pack Size Poison Schedule

1. Formulation 1

Dosage Form Tablet, film coated
Route of Administration Oral
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TGA eBS

Visual Identification

Active ihgredients'i

Calcium ascorbate dihydrate . 50 mg
Calcium carbonate . 750 mg
Cholecalciferol .012mg
Chromic chloride 51 microgram
Copper gluconate 250 microgram
Magnesium aspartate - 80 mg
Mégnesium oxide - heavy ‘ 461.95 mg
Magnesium phosphate 150 mg
Manganese amino acid chelate 25mg
Potassium aspartate 27.28 mg
Potassium iodide 66 microgram

2Zinc sulfate monchydrate

o i - e
© Commonwealth of Australia. This work is copyright.You are not permitted to re-transmit, distribute or commercia |sg%%a riéteria withﬁg&obtaiﬁ;?ng prior
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyrig ?%m .
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Public Summary

: 126720 SWISSE CHILDVITE 2
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 6/04/2006
Product category Medicine
Status Revoked ~
Approval area Listed Medicines

The sponsor shall keep records relating o this listed medicine as are necessary to: (a) Expedite recall if necessary of ap
(b} Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austrak
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements;relatlon t
kept., :,

bgich of the listed m
isted medici

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shalg ovide the records or cop!
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., 2 f‘

of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponso St
of listed medicines must retain records of such reports for a period of not less than 18 months frol )%%tﬁ
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the.go

outside Australia which has or may have relevance to the quality, safety 6Féfficacy of tF ]
Manager Therapeutic Goods Administration, immediately the actlp or information is kn the Spopser.,
Se Ilsteggferéexport only un ection 25 of the Therapeutic Goods Act 1989, shall

or ofal use’ avan;able at ¢
n%&?[g time to tlm

Where a listed medicine is distributed overseas as well as in Austr:gl}%f;ipﬁeduct recallg

Colouring agents used in listed medicine for ingestion, othertha
be only those included in the list of ‘Colourings permittedsdn medicii
hitp:/f/www.tga.gov.au/industry/cm-colourings-oral-use

1. SWISSE CHILDVITE 2

7]

Product Type Single Mediciné Prot Effective date 28/08/2009 9:44:39 AM

55
Aids, assists or hel?)”: Nl ment of general well-being.

eimaintenance or i

Fen's Multivitaming and Aﬁi%ldant Formuta with selected herbs which help to promote stamina, endurance and well-being. Childvite 2
% 5 been specially formula ed with sele¢ied herbs to assist children who are low in stamina and endurance. The vitamin, mineral and antioxidant
"

edients have been add %}o assist in the promotion of general well-being, while the herbs promote stamina and endurance levels, assisting children
n%Ehildvite 2 has been developed by the Swisse team of medical researchers in consultation with parents, to provide a
tawith natural colours and flavours, and no preservatives.

rform in peak conditiol
plg; sant tasting chewable tab'
2

Poison Schedule

1. ENT ONE
Dosage Form ’ Tablet, chewable
Route of Administration Oral

Visual Identification
Active Ingredients -

Ascorbic acid 50 mg
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Betacarotene .2mg

Biotin 30 microgram
Calcium citrate 100 mg
Calcium pantothenate 2mg
Cholecalciferol .5 microgram
Citrus bioflavonoids extract 2mg
Cyanocobalamin 3 microgram
d-alpha-Tocopheryl acid succinate 49632 mg
Dunaliella salina Py

Eleutherococcus senticosus 650 microgram

Equivalent: Eleutherococcus senticosus (Dry}
Ferrous fumarate
Folic acid
Magnesium phosphate
Manganese sulfate monohydrate
Nicotinamide
Pyridoxine hydrochloride
Riboflavine
Rosa canina

Equivalent: Rosa canina (Dry)
Thiamine nitrate
Urtica dioica

Equivalent: Urtica dioica (Dry)
Zinc sulfate monohydrate

© Commonwealth of Australia. This work is copyright.You are not;
written approval from the Commonwealth.Further details can be foun
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PublicﬂSlﬁJmmary

122923 Swisse Ultiboost Student Focus

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 19/10/2005

Product category Medicine

Status Revoked

Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austr
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreement;
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or reckiessly advertise the medicine fo
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administia ﬁ%&a the listed medicine s a,
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsogf%?
of listed medicines must retain records of such reports for a period of not less than 18 months fro
of the report or reports.,

.séj

outside Australia which has or may have relevance to the quality, sa’ ”ty GFaffi icacy of 1 oods distribttse in Australia, must be notified to the National
Manager Therapeutic Goods Administration, immediately the act|on or mformatlon is kn&%vg;fo the sp

Colouring agents used in listed medicine for |nges§t%n other than those |
be only those mcluded in the list of ' Colounngs petnijfted in medicines for oratt

L]

Effective date 31/05/2011 12:08:48 PM

Pack Size ' Poison Schedule

Dosage Form Capsule, hard
Route of Administration Oral
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Visual Identification
Active Ingredients

Avena sativa

Equivalent: Avena sativa (Fresh)
Calcium pantothenate
Calcium phosphate
Cyanocobalamin
Ginkgo biloba

Eduivalent: Ginkgo biloba (Dry)
Magnesium phosphate
Nicotinamide
Panax ginseng

Equivalent: Panax ginseng (Dry)
Potassium phosphate - dibasic
Pyridoxine hydrochloride
Riboflavine
Smilax ornata

Equivalent: Smilax ornata {Dry)
Thiamine nitrate

Zinc amino acid chelate

" TGA eBS

50 mg
500 mg
25mg
160 mg
10 microgram
5mg
250 mg
130 mg
10 mg

® Commonwealth of Australia.This work is copyright.You are not permitted to re= ns
written approval from the Commonwealth.Further details can be found at htf, /www.fgv
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Public Summary )

122392 SWISSE STUDENT HD

ARTG entry for Medicine Listed

Sponsor Swisse Wellness Pty Ltd

Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia

ARTG Start Date 4/10/2005

Product category Medicine

Status Revoked.

Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recail if necessary of a
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Austral
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreement
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shal
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fol
in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administia
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor
of listed medicines must retain records of such reports for a period of not less than 18 months fromn;
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the.doa

Where a listed medicine is distributed overseas as well as in Australi
outside Australia which has or may have relevance to the quality, s
Manager Therapeutic Goods Administration, immediately the acti

Colounng agents used in listed medicine for ingestion, other'than z%;‘
be only those included in the list of 'Colourings permittedsi medlcme
http:/iwww.tga.gov.aufindustry/cm-colourings-oral-usgihtf s amende

1. SWISSE STUDENT HD

L

Product Type Single MedicingP?&uct 4/10/2007 11:00:00 PM

;mJnera!s and herbs to help perform in peak condition. A vitamin, mineral and herbal suppiement formulated to address
jSidemanding, competitive environment. The herbs in Swisse Student HD may be of benefit in times of stress, or when
deswed A special formulation designed to help improve stress adaptation. The herbs have been especially chosen for
vrdlng relief of nervous tension, mild anxiety and stress tension.

Pack Size Poison Schedule

1. COMPONENT ONE

Dosage Form Capsule, hard
Route of Administration Oral

Visual Identification

Active Ingredients

Page 1 of 2 Produced at 13.03.2014 at 12:04:18 EST
This is not an ARTG Certificate document.

The onus is on the reader to verify the current accuracy of the information on'the document subsequent to the date shown.

Visit www.tga.gov.au for contact information

Arewuwung orqng



TGA eBS

Avena sativa 50 mg
Equivalent: Avena sativa (Fresh) 500 mg

Calcium pantothenate 25mg

Calcium phosphate 160 mg

Cyanocobalamin

10 microgram

Ginkgo biloba Smg
Equivalent: Ginkgo biloba (Dry) 250 mg
Magnesium phosphate 130 mg
. Micotinamide s 10 mg
Panax ginseng 35mg
Equivalent: Panax ginseng (Dry) 350 mg
Potassium phosphate - dibasic 65mg
Pyridoxine hydrochloride 10 mg

Riboflavine
Smilax ornata
Equivalent: Smilax ornata (Dry)
Thiamine nitrate
Zinc amino acid chelate

Arewriung orqng
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Public Summary

127001 SWISSE CHILDVITE 1
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 18/04/2006
Product category Medicine
Status Revoked

Approval area Listed Medicines

kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shal o
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fora
in relation to the inclusion of the medicine in the Register., 4

All reports of adverse reactions or similar experiences associated with the use or admlnlstr"iﬁ all Uo ed to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsoi of he goods becorges awa "those reports. Sponsors

of listed medicines must retain records of such reports for a period of not less than 18 months fromy »day the Head@%fﬂcefof Product Review is notified
of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the g

Where a listed medicine is distributed overseas as well as in Australig#] ?oduct recal I@ Eany other reg%“lhtory detion taken in relation to the medicine
outside Australia which has or may have relevance to the quallty, sal ety orefiicacy of thelgpods d|stnb"|§iﬁed in Australia, must be nofified to the National
Manager Therapeutic Goods Administration, immediately the acjle”‘g i or information is know| o‘the Sponsor.

-

Colouring agents used in listed medicine for ingestion, other than {hose hste%er«export only und [ ection 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of 'Colourings permitte medicing: $5;0|' ofal use’ avaﬂable at & &
ed]

http:/fwww.tga.gov.aufindustry/cm-colourings-oral-ug S amen %‘?n time to timas: s

1. SWISSE CHILDVITE 1

%‘E@ Effective date 28/08/2009 9:44:39 AM
;.

Product Type Single Medicir\‘"éggP%mg%qpt

Vitamins can only be of assi

with selected vitamins, minerals, antioxidants and herbs to address the nutritional needs of very active children. These
ingredi known tgfge important for well being and the herbs have been selected to promote calmness while relieving stress and nervous tension in
dvite 1 may also be used to assist the child to prepare for sleep. Childvite 1 has been developed by the Swisse team of medical

researchers i tation with parents, to provide a pleasant tasting, chewable tablet with natural colours and flavours, and no preservatives.

Pack Size Poison Schedule

1. COMPONENT ONE

Dosage Form Tablet, chewable
Route of Administration Oral
Page 1 0of 2 Produced at 13.03.2014 at 12:08:49 EST
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Visual Identification

Active Ingredients

Ascorbic acid 50 mg
Betacarotene .2mg

Biotin : 30 microgram
Calcium citrate 100 mg
Calcium pantothenate . 2mg
Cholecaiciferol G .5 microgram
éitrus bioflavonoids extract ) 2mg
Cyanocobalamin 2 microgram
d-alpha-Tocopheryl acid succinate 4.9632 mg

Dunaliella salina
Ferrous fumarate
Folic acid
Humulus lupulus

Equivalent: Humulus fupulus (Dry)
Magnesium phosphate
Manganese sulfate monohydrate
Matricaria recutita

Equivalent: Matricaria recutita (Dry)
Nicotinamide
Pyridoxine hydrochloride
Riboflavine
Thiamine nitrate
Zinc sulfate monohydrate

© Commonwealth of Australia.This work is copyright.You a
written approval from the Commonwealth.Further detajls:
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Public Summary

122610 Swisse Men's Ultivite Multi-Vitamin Mineral & Anti-oxidant Formula 1 with herbs (tablets)
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 12/10/2005
Product category Medicine
Status Revoked
Approval area Listed Medicines

(b) Identify the manufacturer(s) of each balch of the listed medicine. Where any part of or step in manufacture in Australia 6
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreementssrelation to°s(
%

to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fo| ﬁﬁzaﬁon othékthan thbse accepted

in relation to the inclusion of the medicine in the Register.,

All reports of adverse reactions or similar experiences associated with the use or administfatio 0{ the listed medicine shal ,.ndﬁ’ d to the Head, Office
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsofg| % goods becomes awar : eﬁhose reports Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months froi d *

of the report or reports.,

The sponsor shall not supply the listed medicine after the expiry date of the goed§ 5

Where a listed medicine is distributed overseas as well as in Australig; duct rec%ﬁgﬁany other reg
outside Australia which has or may have relevance to the quality, saféty orefficacy of {h“%%é;oods distri
Manager Therapeutic Goods Administration, immediately the action or information is kno o, the sp

Colouring agents used in listed medicine for ingestion, other than tose liste ;gxport only Lﬁ\ ssection 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of 'Colourings permitted:in ‘medlcmessgor fal usé’ avaifable at & gﬁ ’

http:/iwww.tga.gov.aufindustry/cm-colourings-oral-usgit as amendéd; time to times,

tab&'ﬂéffrm of strength of 100 micrograms or more per dosage unit,
Single active ingredient, the dissolution characteristics for folic acid in
armacopoeia 24th Edition (USP24) monograph for Folic Acid
gredients, the dlsgojutlon characteristics for folic acid in this medicine must comply with the

ia 24th Edm;%‘sP%) monograph for Nutritional Supplements, as amended by its First

Where the medicine is a conventional release f0|I§:l; supplement preparal

the additional conditions are as follows: Where th ihedlcme contains folic a

this medicine must comply with the dlsso[,l._ttlon reqf

Tablets. Where the medicine contains % %tlple acti
3

dissolution requirements in the United?®S! algs | Pharmacg
Supplement. The dissolution characteristic: this me: ust complygwith the dissolution requirements of the relevant USP24 monograph over the
shelf life of the product when stored under the’g %%dltlons incladad. ol ‘product label. 1t is the responsibility of manufacturers to develop and validate
the analytical methods for the: n of foh%acld that shoaldibe used in conjunction with the USP24 dissolution criteria. This condition does not
apply to chewable, effervest ble or sustained release tablets.

Effective date 28/08/2009 9:44:39 AM

If symptoms persist consult your healthcare practitioner (or words to that effect).,

Vitamins can only be of assistance if the dietary vitamin intake is inadequate. OR Vitamin supplements should not replace a balanced diet.

Aids, assists or helps in the maintenance or improvement of general well-being.,
May assist in the management of dietary folate deficiency.,

Source of folic acid. Can assist in maintaining normal blood.,

Source of folic acid. Can assist in maintaining normal blood. Blood tonic.,

Male support. Balances and supports normal male physiology and function.,
Helps relieve nervous tension, stress and mild anxiety. [Warning S required],
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Prevention/treatment of vitamin [XX] and/or mineral [YY] and/or nutritional deficiencies (This indication is not be to used for the treatment of iron

deficiency conditions).,
For vitamin (may state the vitamin) supplementation.,
For mineral (may state the mineral) supplementation.,

Beneficial during times of stress. [Warning S required]

Designed to meet men's nutritional needs and general well-being. The herbal ingredients in this formulation may help men perform in peak condition and

improve stress adaptation.

Pack Size Poison Schedule

Dosage Form Tablet, film coated

Route of Administration Oral

Visual Identification

N

Active Ingredients
Apium graveolens

Equivalent: Apium graveolens (Dry)
Astragalus membranaceus

Equivalent: Astragalus membranaceus (Dry)
Avena sativa

Equivalent: Avena sativa (Fresh)
Barosma betulina

Equivalent: Barosma betulina (Dry)
Berberis vulgaris

Equivaient: Berberis vulgaris (Dry}
Biotin
Calcium ascorbate dihydrate
Calcium citrate
Calcium pantothenate
Camellia sinensis

Equivalent: Camellia sinengi$i(Bry)
Carica papaya e
Centella asiatica

Equivalent: scolymus (Fresh)
d-alpha-Tocopheryl acid succinate
Dunaliella salina
Equisetum arvense

Equivalent: Equisetum arvense (Dry)
Ferrous fumarate
Foeniculum vulgare

Equivalent: Foeniculum vulgare (Dry)

25mg

10 mg

25mg

15 mg

50 microgram
200 mg

100 mg

70 mg
3.34mg

20 mg

10 mg

12.5 mg

50 mg

005 mg
25mg

50 microgram
40 mg

200 microgram
25mg

100 mg

30 microgram
12.5mg

50 mg

41.33 mg

7.5 mg
30 mg
9.61 mg
341 mg
15mg

Folic acid 500 microgram
Ginkgo biloba 2mg
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Equivatent: Ginkgo biloba (Dry) ) 100 mg
Inositol 25mg
Lutein .2mg

Lycopersicon esculentum
Lysine hydrochloride

Magnesium oxide - heavy
Manganese amino acid chelate
Nicotinamide
Panax ginseng

Equivalent: Panax ginseng (Dry)
Petroselinum crispum
Potassium iodide
Potassium sulfate
Pyridoxine hydrochloride
Riboflavine
Selenomethionine
Serenoa repens

Equivalent: Serenoa repens (Dry)
Silybum marianum
Smilax officinalis

Equivalent: Smilax officinalis (Dry)
Spearmint Oil
Thiamine hydrochloride
Tocopherols concentrate - mixed (low-alpha type)
Turnera diffusa

Equivalent: Turnera diffusa (Dry)
Tyrosine
Ubidecarenone
Vaccinium myrtillus

Vitis vinifera 8.34mg

Zinc amino acid chelate 30mg

Zingiber officinale 1mg
Equivalent: Zingiber officinale (Dry) s 5mg

(e not permitted to re-transmit, distribute or commercialise the material without obtaining prior
e found at http://www.tga.gov.au/about/website-copyright.htm.

e
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Public Summary

o 179232 Swisse Ultiboost Wild Fish Oil Concentrate

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 18/01/2011
Product category Medicine
Status - Revoked
Approval area Listed Medicines

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of ar
(b) Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia
sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements
kept.,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and sha]
to the Office of Complementary Medicines, Therapeutic Goods Administration, upon request., E

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine fo
in relation to the inclusion of the medicine in the Register.,

of Product Review, Therapeutic Goods Administration, as soon as practlcable after the sponsor
of listed medicines must retain records of such reports for a period of not less than 18 months from
of the report or reports.,

at ry action taken in relation to the medicine
Australia, must be notified to the National

Where a listed medicine is distributed overseas as well as in Australigg]
outside Australia whlch has or may have relevance to the quality, gfé%f““"i:

Colouring agents used in listed medicine for ingestion, other than
be only those included in the list of 'Colourings permnttedcm medicine
hitp://www.tga.gov.au/industry/cm-colourings-oral-usgihin ;a§_ amende,{

ay the Head:Qfficefof Product Rewew is notified

1. Swisse Ultiboost

L |

Product Type Single Medicin‘éA r%%t Effective date 29/06/2012

compl‘%ﬁﬁy free from
l.{ il boost Range is base

DHA is the pr nt fatty acid in the central nervous system which is found in the walls of brain cells

For those not consuming enough fatty fish in their diet.

Pack Size Poison Schedule

1. Formulation 1

Dosage Form Capsule, soft
Route of Administration Oral
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Visual ldentification
Active '!ngredi,e,nts

Concentrated Omega-3 triglycerides - fish 1.036¢g

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonweaith.Further details can be found at hitp://www.tga.gov.au/about/website-copyright.htm.
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Public Summary

. 181169 Swisse Ultiboost High Strength Wild Fish Oil

ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066

Australia
ARTG Start Date 17/03/2011
Product category Medicine
Status & Revoked
Approval area Listed Medicines

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertise the medicine for an ind
in relation to the inclusion of the medicine in the Register., )

sub-contracted to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreement;
kept.,

the goods becomes awal
of listed medicines must retain records of such reports for a period of not less than 18 months from
of the report or reports.,

those reports. Sponsors

The sponsor shall not supply the listed medicine after the expiry date of the 4

Where a listed medicine is distributed overseas as well as in Australlgég{;educt recal% ny other reg]%‘fa ory action taken in relation to the medicine
outside Australia which has or may have reIevance to the quality, ggfew Sekth icacy of tigigoods distribifed. in Australia, must be notified to the National
l&%l’

"“:

Colouring agents used in listed medicine for ingestion, other than* dse llsteﬁkkexport onlyu

be only those mcluded in the list of 'Colounngs pen'mttedan medicinesfor ofal use ava;jaaﬁgle at &
s amended:fibm time to hmv

ection 25 of the Therapeutic Goods Act 1989, shall

ay the Headggoiﬁ"ce(of Product Review is notified

L

29/06/2012

May assist in the mipa

May help increase jo ;a%tmob
tatic relief of thiritis.

Symgﬁ g@a ;c relief of osfepiq tis

ciated wnm,aﬁhrms "
W ng:S required]

ld fish from sustainable solifges,
Ulﬁ%boost Range is based on ever 25 years of research.
SWI Ultiboost ngh eng Wlld Fish Qil is free from high levels of environmental toxins found in some sources of farmed fish.

Studies 3l ow that fish of help to maintain general good health and are especially beneficial for the heart, brain, joints and eyes.

Omegad} by acids plgg«an important role in helping to maintain a healthy cardiovascular system, healthy blood pressure and support heart heaith.
Helps to re Sty ycendes in healthy people and maintain healthy cholesterol levels.

Omega-3 fatty iy provide an anti-inflammatory action and may help to reduce inflammation and joint swelling associated with arthritis.

Contains DHA, needed for the maintenance of normal function of the eye, brain and nervous system

DHA is the predominant fatty acid in the central nervous system which is found in the walls of brain cells

contains 50% more omega-3s than regular 1000mg fish oil.

Poison Schedule
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Dosage Form Capsule, soft
Route of Administration Oral

Visual Identification
‘Active Ingredients -

Fish oil - natural , 159

© Commonwealth of Australia.This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth.Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.
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Public Summary

: 181910 Swisse Professional Age Protect
ARTG entry for Medicine Listed
Sponsor Swisse Wellness Pty Ltd
Postal Address 36-38 Gipps Street, COLLINGWOOD, VIC, 3066
Australia
ARTG Start Date 6/04/2011
Product category Medicine
Status 5t Revoked
Approval area Listed Medicines

outside Australia which has or may have relevance to the quality, safety or efficacy of the goods distributed in Australia,
Manager Therapeutic Goods Administration, immediately the action or information is known to the sponsor.,

The sponsor shall not supply the listed medicine after the expiry date of the goods.,

All reports of adverse reactions or similar experiences associated with the use or administration of the liste
of Product Review, Therapeutic Goods Administration, as soon as practicable after the sponsor of the goods begomes awarérof those repofts Sponsors
of listed medicines must retain records of such reports for a period of not less than 18 months from the day the Office of Proﬁ” ct Review is notified
of the report or reports.,

The sponsor of the listed medicine must not, by any means, intentionally or recklessly advertisy ici indi a%f than those accepted
in relation to the inclusion of the medicine in the Register., ) 5 :

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and i cords or copies of the records
to the Office of Complementary Medicines, Therapeufic Goods Administration;sipon request., J

The sponsor shall keep records relating to this listed medicine as are negessary
(b) Identify the manufacturer(s) of each batch of the listed medicine. Are any pa
sub-contracted to a third party who is not the sponsor, copies of rele‘ ant“é%od Manufa

kept., k

’t%gturem Australia of the listed medicine is
ements relation to such manufacture shall be

Colouring agents used in listed medicine for ingestion, other tha ction 25 of the Therapeutic Goods Act 1989, shall
be only those included in the list of '‘Colourings permltledg;g_ medic

hitp://www.tga.gov.au/industry/cm-colourings-oral-ug ihs amenda :

e llstgggé%gxpon only un
l le at &

1. Swisse Professional Age Protect

. Effective date 29/06/2012

uality formula can
it ot _hest botanical sources
& eumis melo 1uice concentrate and a
ndardlsed extract of bluﬁ)erry to ensure potency

The jhe“ peutic properiie:
be.aftfiblited to knotwe:

/{,IBLuum§ og[qnd

Pack Size Poison Schedule

1. Formulation 1

Dosage Form Tablet, film coated

Route of Administration Oral

Visual Identification

Active Ingredients- =
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Cucumis melo 10 mg
Equivalent: Cucumis melo {Fresh) 1.75¢g
Fallopia japonica 600 mg
Equivalent: Fallopia japonica (Dry) 609
Vaccinium myrtilloides 50 mg

Equivalent: Vaccinium myrtilloides (Fresh) 1g

© Commonwealth of Australia. This work is copyright.You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
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