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Agricultural and veterinary use | APVMA (Australian Pesticides and Veterinary Medicines Authority)
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% What is an industrial chemical?

https://www.industrialchemicals.gov.au/chemical-information/what—industrial—chemical
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- m o wE 2] 99 s el GeRe uAAY SAsY Hee Fe

A& (skin whitening products)< & A& (therapeutic good)oll &35tH, TGAOA A

AAshE sholEmF=(EF D)ol drd AlF



= 5 fheratEE s
EF £5M FoIAE G

goods) o2 {FAEHI Q. 12 ZFL]A A (Primary sunscreens)”t 2L olo]w, TGA]
A A
- O 22 9o &b ALAAEA e AR 7)50] Qe AlES TFolA
= 9]z A& (Therapeutic Goods)o 2 EE2E|7] wjBo] 35 AA G551 Ho
ARTG(Australian Register of Therapeutic Goods)?ll 5&3lloF &
O F5 750l ATH] AF(A2F 2] A2dA]) @ SPEF 4 o9 e AAd AlE
@ FH 7150l AA™HLE ofYA|9HQat Ak dabdAl) SPE 155 Z3fsh= AlE

el dzrd A 28 A 718 2

8 AR

2 EA H 55 ol Qs v

12} ZFQ) A AA| T EXo] UVEHEE H3JsH7] fls AFgok= A&, SPF7F
4 olAfel AlEow olg A& (Therapeutic Goods)Z E&
7] w2 TGAoA AT

(Primary sunscreens)

AT A AL %

M Zgdd o]e]e] FH RS
22} 2o A2 A (Secondary S Fest = A & AE(Therapeutic Goods)
sunscreens) 3] 2 E757] "ol TGAA A%
TGAQ] HAE Hh= A= - o]t A E2] 2= SPF/} 15 Hrt 2 AQ]AATA RS

© USR] 22F ALl dAEA(R, TGA A o Alehe
22 Ao} dArd Al (Secondary | 8P (Cosmetics) 02 BF5] AICIS] HAE A ]

sunscreens) =°f| TGAS= =35}t
AICIS?F ACCSe] HFAIE vF | - o]t 3PE 959 AX-sYL AICIS| o) A =],
L og= AE tA 9 SFE =2l BAV|ES SFAALH Y

5(ACCS)9] FAIZ We




<& Australian Government
ST TGAHYZHEH) T et A
o TGA 7Y
- TGA= 2YE A ZRZIE2EM 2F0M AFBE= oA4F0 Ot HAE HMESHH 9
AZF0| =F FH0| HASX|E BISIL DL EHESHE dgg AL AS
- BFE pYUTOIEE 9|2%FE2 ARTG(Australian Register of Therapeutic Goods : &F 9|&
HE s5)0 s5%/0{of &
« ARTGE '®X| Ci2[Ql(Sponsor)E &siAMEH 41 & SF0| ks, "HX| CH2(Ql'0|Et
SO HFSHE MO AR B2 3AF HOICZE SF LHOAN THHOZ AYS e
THONEH e JSUYUME ST HX|O2(Q2 MEALL] MEAEZ Sl TGAO
M 275t A7 HE, S0l et #4548 B4, =8 &7 52 2/FE 7t
o ZHO|X| : www.tga.gov.au
o &H #H
- Therapeutic Goods Act 1989 o|ZX|E(1989),
- Therapeutic Goods Regulations 1990 "C|Z2X|E17(1990),
- Therapeutic Goods(Medical Devices) Regulations 2002 9|2 X|Z(2|Z7|7])17+8(2002),
X AR ZF OJUES|IINE (2016 12€, APEC THR|IESHME)
O AICIS(Z5F 4Tl shotE2d AdAR) 27
- AICK(EF U%E SHEE ARARE SPET MRS Edslel 4UE st B
A AXE HFASHL A
- AMYE sfetEdolst 3, E9tAaE, HA, HRIE, &4, HE, vy 2 B2 oE
Aol ALSEE FUIT st 2AL Wt

3% What is an industrial chemical?

https://www.industrialchemicals.gov.au/chemical—information/what—industrial-chemical
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% Cosmetics
https://www.tga.gov.au/cosmetics
- AICISAE ABe] 4R FAekT QAL got, AsT & Yk BE A D oA

& 24 & =

- EEO] Al 55 7] (Poisons Standard)ell == o] &

- Poisons Standard®] AA| HAL ‘oJokx wl =mo]l {2 3] 7]|F(the Standard for the
Uniform Scheduling of Medicines and Poisons)’ 22 FSUSMP; 2t1l S04 B27]% &

% The Poisons Standard (the SUSMP)

Z]

https://www.tga.gov.au/publication/poisons—standard—susmp

Poisons Standard July 2020
https://www.legislation.gov.au/Details/F2020L00899/Download

Explanatory statement

https://www.legislation.gov.au/Details/F2020L.00899/Explanatory%20Statement/ Text
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% Is my product a cosmetic?

https://www.industrialchemicals.gov.au/cosmetics—and—soap/my—product—cosmetic
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Question 1
For our definition of a cosmetic, it's important where the product will be used.

Will your product be used on any of the following?
® skin

hair

nails

teeth

inside of the mouth

@ Yes

No




Question 2

For our definition of a cosmetic, it's important what the product does to the human body.

Does your product do any of the following?

protect the body

alter the body’s odours

perfume the body

change the body's appearance (e.g. colouring, tinting or bleaching)
cleanse the body

maintain the body in good condition (e.g. moisturising, exfoliating or drying)
@ Ves

No

Question 3

For our definition of a cosmetic, it's important why people use your product.

Do you intend for your product to be used for any of the following reasons?

preventing, curing or alleviating a disease, ailment, defect or injury

influencing, inhibiting or modifying the way the body works for any reason (e.g.
regenerate skin to delay ageing, reduce melanin production to whiten skin or boost
metabolism to burn fat)

Yes

® No
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Question 4
For our definition of a cosmetic, it's important if any of your product's ingredients are on
the Poisons Standard.

Are any of your product's ingredients on the Poisons Standard?

Yes, I'm using them for a therapeutic reason

@ Yes I'musing them for a non-therapeutic reason
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3% Industrial Chemicals Act 2019
https://www.legislation.gov.au/Details/C2019A00012
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(@) a substance or preparation intended for | (a) CtE22 ZE&St0, QX2 <o HH2
placement in contact with any external et 22 E= A
part of the human body, including: () & dat ag|ln
(i) the mucous membranes of the oral (i) X[O};
cavity; and orgfet 22 H=Z
(ii) the teeth; (i) MM HME HE, E=
with a view to: (iv) 2|2 "3} E=
(iii) altering the odours of the body; or v) M3, E=
(iv) changing its appearance; or (vi) B2 JEHE ®Xl; E=
(v) cleansing it; or (vii) &2 20StAHLE £
(vi) maintaining it in good condition; or (vii) E=; E=
(vii) perfuming it; or (b) 2 o 582 s 780 M=& =H
(viii) protecting it; or = A, 2Lt ChE2 ZeohX| S
(b) a substance or preparation prescribed by | (c) 2|2 HME © 19890 o|Ojst= 92 X
the rules for the purposes of this £ =
paragraph; but does not include: d) & &9 XS i AN F-E =
(c) a therapeutic good within the meaning A EEs A
of the Therapeutic Goods Act 1989; or X A EES dE20IL FEeAss Y
(d) a substance or preparation prescribed by 2 e 22Y = UAS
the rules for the purposes of this
paragraph.
X Note: An ingredient or component of a
cosmetic could be an industrial
chemical.
O 22| <A
- off dAl= ZZHQ A=, FFf it siM sPFFEeR #ER7F ¢F He A2 ofd

nail biting

Face and nail
Nail polish and varnish

Nail care products including nail hardeners and products to deter

Make up (mascara, eyeshadow, primer, bronzer etc)

Tinted bases and foundation (liquids, pastes, powders) without SPF

_’I’I_



sunscreen
Make up removers
Lipstick and lip balms without SPF sunscreen

Face masks and scrubs

Hair care and
hairdressing

products

Hair tints, hair dyes and bleaches

Products for waving, straightening, and fixing hair

Hair setting products (e.g. gels, sprays, lotions)

Shampoo and hair cleansing products including lotions and
powders

Hair conditioner (e.g. lotions, creams, oils)

Hairdressing products (e.g. lotions, lacquers, brilliantines)

Oral and dental

Products for care of the teeth and mouth:
« Toothpaste and gel.
» Some dental bleaches/whiteners.

X Read the Australian Dental Industry Association advice on teeth

whitening product regulation.

hyg iene https://www.adia.org.au/for-dental-professionals/teeth-whitening/whitening-product
» Denture cleansers and adhesives.
X Desensitising toothpastes/gels are NOT cosmetics. These are
therapeutics and regulated by the Therapeutic Goods
Administration.
Perfumes and colognes
Eau de toilette
Perfumes

Eau de colognes
Eau de parfum

Personal hygiene

Feminine hygiene products — intimate cleaners, deodorants, wash,
powder, moisturise and gels. We do not regulate pads, tampons
and panty liners as these are articles.

Deodorants

Cleansers such as soap (e.g. toilet, deodorant, astringent, skin
washes)

Shaving products (e.g. creams, foams, lotions)

Bath and shower preparations (e.g. salts, foams, oils, gels, etc.)
Depilatories

After-bath powders

Hygienic powders

_12_
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o Skin moisturisers without SPF sunscreen such as creams, lotions,

gels, foams

Sunbathing products without SPF sunscreen or with SPF

sunscreen<4

. Emollients eg creams, emulsions, lotions, gels and oils for the skin

Skin care
(hands, face, feet, etc)

* Products for tanning without sun (without SPF sunscreen)

« Some skin-whitening products (without SPF sunscreen)

 Anti-wrinkle products (without SPF sunscreen)

 Anti-ageing products (without SPF sunscreen)

% Examples of cosmetics

https://www.industrialchemicals.gov.au/cosmetics—and—soap/cosmetics—and—therapeutics
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O TGAS HAIE ¥+ AE
- Wo|AaFetol ] A|EFo|H, SPFY 158 ZWsh= F¢
- 31571 g Al (insect repellent) & F-H3F BE 2L HAAAA(SPE 4 ©]4)
- Schedule 5 ¥ E4AES &85t A=
@ AICISY] HAE W= AE  thFEES] 22 ALAxI A (Secondary sunscreens) A&
(&, TGA #AE ¥+= Zﬂ%% Al 2)
- HolAFEtolA, o] B HAH AEES AA™HY Jee EIstHetk SPF 15
o]sto]™H S} E‘(COSH’ICUCS).Q_ = AICISO] HAIE WA =W TGAfN= F3
- ol2et SPFE =] Azl AICISO odf HAEM, AF o 2 2};‘} ﬂ'”ﬂ
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o ] AlEolH, SPE7} 4 o]l Z$(products intended for application to the lips
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with sunscreen if the SPF is 4 or higher)
mtgro]dols  SPF7E 4 o]4d<Ql

foundations with sunscreen if the SPF is 4 or higher)

o Ho|AFzgto]H AZIA0] AH|ZEo|uw] SPF7} 15 o]dkel Z¥(moisturising skin care

products with sunscreen if the SPF is 15 or less)

7d9-(tinted bases

and

o HEl AZIAlo] AEo|, SPEZ} 404 15 AfolQl ZH-$-(sunbathing skin care

% About sunscreen regulation

https://www.tga.gov.au/about—sunscreen—regulation

products with an SPF between 4 and 15)

Sunscreen Products: AS/NZS2604:2012 Standard

Sunscreen Type

Tested SPF

Labelled SPF

Category
Description

Pack es

Broad

Spectrum

Therapeutic or
Cosmetic

Primary

4-14

4,6,8, 10

Low

All Sizes

Mandatory

Therapeutic

Primary

15-29

15, 20, 25

Moderate

All Sizes

Mandatory

Therapeutic

Primary

30-59

30, 40, 50

High

All Sizes

Mandatory

Therapeutic

Primary

60 or higher

50+

Very High

All Sizes

Mandatory

Therapeutic

Secondary Skincare

4-14

4,.6,8,10

Low

>300mL

Mandatory

Therapeutic

Seconda

ry Skincare

4-14

4, 6, 8,

10

Low

<300mL

Mandatory

Cosmetic

Secondary Skincare

15

19

Moderate

>300mL

Mandatory

Therapeutic

Seco

nda

ry Skincare

19

Moderate

<300mL

Mandatory

Cosmetic

Secondary Skincare

>15-29

20, 25

Moderate

All Sizes

Mandatory

Therapeutic

Secondary Skincare

30-59

30, 40,

High

All Sizes

Mandatory

Therapeutic

60 or higher

30+

Very High

All Sizes

Mandatory

Therapeutic

Sect

Secondary Skincare

dary Makeu

1, 6,8, 1C

LOW

All Sizes

Secondary Makeup/

3-14
15-29

15, 20, 25

All Sizes

Cosmetic

Secondary Makeup/I

1p

AN.5C
30-59

30, 40, 50

All Sizes

lary Makeup/Lip

504+

Very High

11 Sizes
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% Register your business and renew your registration

https://www.industrialchemicals.gov.au/business/register—your—business—and —renew—your—registration
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% Register your business

https://www.industrialchemicals.gov.au/business/register—your—business—and—renew—your—registration

% How to register?
https://www.industrialchemicals.gov.au/business/register—your—business—and—renew—your-registration/how-register
-y e E ofn shjo] shdehs ASell MAUA 522 ¢ Bast 98
O oA AF 3FF Al (re—selling cosmetics)Sh= 785
@ TFNA 4t FE daE =8 T+ 4= 9 (mixing or blending)
Cspst 20 Bg 9 Axol g ARAEe o 93 ax

% Blending or manufacturing chemicals

https://www.industrialchemicals.gov.au/business/getting—started—registration—importing—and—manufacturi

ng/difference—between—blending—and—manufacturing—chemicals

® PES 494 BHoR WS W A

O] AICISO] H|ZYUA SE351= Aat
~ 9 ZF7} ohd) B|Ate] AL AICISO] H|ZUA 529 3tad, ARBNo| Qlojof &t

qroF oo fAE-FE (distributor) & ©]-8F A-foll= AAPE AICISO] 558 T8
7F &

»

o BlAF STl MEME F S7I200 MBoHOF & =F SAUFA FAASION 7202 FEH
£ U1 57| YME L 23 9Xt2|2| Australian company number(ACN)7t ZHE|H <

HE2 ASICH =7 SES SlioF &

o 2=}7|Y SE2 oF™H 9Xt2|2| Australian Registered Body Number(ARBN)7} 2 0{ & . CHZOf
SF NEZ(ATO)2Z2 GST(Goods and Service Tax)2 SE2 1 7| YN SEHSO

Australian Business Number(ABN)S % S3}0{0of &

X AR

http://www.exportcenter.go.kr/supporter/support_info/found_austrailia.jsp
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% AICIS Business Services =121

hetps://adfs.tgp govauw/adfs/ls/ Mtrealhttps 7Rad2f i osiness.industrialcherricals govauZ2f &= WeFed OwinStateZ3dEWHKOX25vaB2Ak ZYMluye B Miv-Se
Up/BIWkp U BDRCASERTBUL . CrrriNIAAOH ARSwARdgoZVhpytSRIXX QK06 IQVHFR A, OO hDIC K- D6 iplgma=wsigninLO

- AICIS ZolA HZU~ 55 JRAS AstE, SEMII HFolsn, 52 YA B

w27 . BEYL 55 AR ol (GddAt H/EE AR AdE eheed

a7 555 1A

- 5% @/ vl 89 3197449

% Registration and renewals for the 2020-21 registration year
https://www.industrialchemicals.gov.au/news—and—notices/registration—and-renewals—2020-21-registration—year

X Fees and Chages

https://www.industrialchemicals.gov.au/fees

(Registration)

Value of industrial chemicals Fee (AUD) GST Charge (AUD) Total (AUD)
introduced in the previous financial does not GST does not GST does not
year apply apply apply

Level 1 - 50 to $49,999 $72 nil $72
Level 2 - $50,000 to $74,999 $72 $75 $147
Level 3 - §75,000 to $99,999 §72 $100 $172
Level 4 - $100,000 to $249,999 $72 $250 $322
Level 5 - $250,000 to $499,999 $72 $500 $572
Level 6 - $500,000 to $2,999,999 $72 $3,000 $3,072
Level 7 - $3,000,000 to $4,999,999 £72 $5,000 $5,072

Level 8 - £€5,000,000 or more §72 $40,000 $40,072

_16_



Fee type

{Inventory)

Apply for an early listing of an industrial chemical on the Inventory

Apply to vary a term of an Inventory listing when an assessment

certificate is in force

Apply to vary a term of an Inventory listing

Fee (AUD) GST does not
apply

$1,499

$1,499

Fee type

{Assessment certificate)

Apply for an assessment certificate - health and environment focus

Apply for an assessment certificate - health focus

Apply for an assessment certificate - environment focus

Apply for an assessment certificate - very low to low risk

Apply for an assessment certificate - comparable hazard assessment

Apply for an assessment certificate (consolidated application) - additional

chemical that has the same end use as the first chemical and meets the

similarity criteria

Apply to vary a term of an assessment certificate

_’|7_

Fee (AUD) GST does
not apply

$34,967
$23,643
$23,643
$7,599

$17,545

$5,385



Apply for a commercial evaluation authorisation $6,280

Apply to vary a term of a commercial evaluation authorisation $2,819

Fee type Fee (AUD) GST does not apply

{Confidential business information)

Fee type

Apply to protect the chemical name as confidential business information

Apply to protect the end use as confidential business information

Apply for continued protection of confidential business information

Apply to protect information (other than the proper name or end use) as
confidential business information

_’|8_

Fee (AUD) GST does
not apply

$1,807
$554
$4,587

$1,063
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% ofetE4 QIMIER : Search the industrial chemicals inventory

https://www.industrialchemicals.eov.au/search—inventory

SMIEZ o olu] ©2 sPgE Aol S5Hl A=

{Inventory of Industrial Chemicals : A& HM 3}H)

Home Search the industrial chemicals inventory

Search the industrial chemicals inventory

he Australian Inventory of Industrial Chemicals (Inventory) is a database of more than 40,000
hemicals available for industrial use in Australia by industrial chemical importers and
nanufacturers. Each record displays the name of a chemical and may also include the
hemical's CAS number, molecular formula and regulatory obligations associated with the
importation or manufacture of that chemical in Australia. You can search the Inventory by CAS
umber or a key word search.

Search by CAS number Search by keywords

Enter CAS numbers Q

Search with CAS numbers only. For multiple CAS number search, use comma () to separate CAS numbers. Example: 999-97-3, 4399-55-7

- 3" Fl, AF A 2 Axet THAst] AICISollA e ZtoldAgs ¢jojr i, 518t
dlo]EHlo] A8l Inventoryoll Al T3 AFd= &RIst7] {18 A& AZE sfEofof 9
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Your
obligations

under
AICIS

4. Apply to us to
assess your
introductions (if needed)

&
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Australian Government

“ Department of Health
National Industrial Chemicals
Naotification and Assessment Scheme

Introduction categories

If your chemical introduction is not listed on the Inventory

L T T e T e L e T T e T TR TR LT

sanaig,,
e e,
o ey,

JERTTTTT.
s o,
oy
&
o
o
e,
o,
’,
o
o, o
e nnaanntt®
ansies,
e s
2ol 4,
T
! .,
e,
",
RLLTTL

e,
o,
Ternpanannt®

a,
e,
e,
"

o s,
, o =
arsgaiaet™ “'.,.'".n“""‘ s g™

o
",

L o
o, o'
Tornsanant™

Listed Exempted Reported Assessed Commercial
e ) , _ ) Evaluation
» The chemical isonthe = It's a very low-risk « It's a low-risk « It's a medium- to T
Inventory introduction introduction high-risk introduction Authorisation
« Can be introduced if it's = Submit a once-off » Submit a once-off = Apply for an assessment « Determine the chemical's
within the terms of the declaration after you report before you « Assessment certificate commercial potential
Inventory listing introduce introduce needed before you « Apply for an authorisation
« Keep records + Keep records - Keep records introduce « Commercial Evaluation
+ Keep records Authorisation needed
before you introduce
* Keep records

s, o
i

information
requirements

Tell us about your
introduction via our
online form

¢
s

g
S

Obligations |
The chemical is \‘\ : " Conditions of Ifyounnht:dud.mnu
listed but there are ™, ! introduction or use ; doesnotmeetthe :
obligations attached If a chemical has a : oo, apply
i i ' condition of introduction £ ey o s
£ of the Inventory
or use, it will be ; listing :
described in the
Inventory listing

Search

Check if the
chemical is on
our Inventory

Defined scope of  : « Ifyour introduction circumstance is
? outside the parameters, you must
assessment 1 categorise your chemical
o This describes the : introduction. Depending on the
parameters of any ~ : outcome, you may need to apply to

No 0b|lgﬁtl0l’l5 ¢ previous assessment , va|fry the tems ﬁfﬂietlrwentmy Iisﬁﬂg
The chemical is listed with no obligations. You can introduce it. i of the chemical ;ﬁzﬂ:;f;:;e:mh,ac ;:;.';:: 5

Make sure you reqister w'r.th us, keep records about the . ! contact us far information
chemical and submit an annual declaration E
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- SFoA SPFEelA HiekE A FHoAAY MigTETE AoiA Qe sfekEEe] diet AR
E ZotH M =25 7|&(Poisons Standard)' oA Sl S}SHEA ™ (chemical name) 2
AMe] B o]
% Banned or restricted chemicals

https://www.industrialchemicals.gov.au/chemical-information/banned—or—restricted—chemicals

- ‘E=Z& 7]=(Poisons Standard)-2 '1989¢ °]= A=W (Therapeutic Goods Act 1989)'¢]]
o|Ast] A=A eH, BAHor 1d 2~32d MAHLD &
% The Poisons Standard (the SUSMP)

https://www.tga.gov.au/publication/poisons—standard—susmp

Xt

<>

“E3 & 7|=(Poisons Standard)” 0|A2] AAHE

Uniform Scheduling of Medicines and Poisons

FE= g

o 27 & (Schedule)? &

- Orgf EF9 FH2 =582 0|8 7I=do Chsh sYst A 227t Hast AHEEN
=222 1E3te O US. FRMo2s REUES ERE X3HE OF1 US

- 2AHEH(Scheduling)2 ZF0AM 2AE X Z(medicines and poisons)O| CHEO|AH XS &=
HHES MOlSts =7t 27 Al2HY

-o%E Y 52 3T Ed A o Eo Hast o%E E= =29 71840 ot M &
N +=&of mat AHFE0| 2FE

- 2AHER 53F 7|E(The Poisons Standard)d| AHA|Z/H SUSMP(the Standard for the

co%E W E==2 #E #A27|T)En

Not currently in use

Schedule 1 oy
Cli))

Pharmacy Medicine
CERIEE)

Schedule 2 N o ol o * C
otHet M-S 2I8 ofAtSl =0Q10] ER3tH A=0Mel Fg E&
o= 0[] H20ME AMAS 7HTY AEOl S + A= =Z
Pharmacist Only Medicine
(SHA 20| E)

Schedule 3 o s
HE27t2 0 EHO| A= ERSHA|T HYH Qo] GMZEEH
UstoR HBYS + U= B
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Prescription Only Medicine OR Prescription Animal Remedy
choqule 4 | (YT F lotE EE NuHO| Bad sEX=0h

FONLE SEXI0l WANZ SIS E A7t HYBHo ALZ, BBt

HOZ HALZRE MUHO| 7o) SIYe 2

Caution

(F27t 2%t A)

Schedule 5 O il A O ° L -

Qe LoH L7t m 2k Mo HE Znet AMKIAITL
SUlElE MM EHo2 1 HEUt AUEE 23

Poison

(==2)

Schedule 6 FoldE 2o7|= S YEof 27t UM 2HE HAO| 2%
daLt o XAIE FEots ERel ZEO 28, O =t
ddE= =2
Dangerous Poison
g 558)

2O EE RIUdE €2Z 27t =1, MZXte| FZOo|ut

Schedule 7 AL Alol=, S8t Fo7F Hast 2. 0|F 532 AE5H
Fast7] s Zast 78 Il QUE @2 Xpoto| 0|8d
AEZ oo 3. 0|5 SF20| 0|87k54, 48, MY E& Ag2
ArSts SE YRE £ & U
Controlled Drug

Schedule 8 (A ggi%) N N
A8 JHSOHX|EE F&80|Lt & E= HE[SH o|ES dUSHY|
o M=, g, BiZE, &f%, AFEO| Cigh X7t 2est =2
Prohibited Substance
(X =%)

HE&0ILt 2L&F 227t =0 M=, &7, O, E= A0

schedule 9| iejae ol ozt FHE DRRIsHOF BOID GiAXE B
o, g E=oIL = EEX Y= QAVE 2 o7 E= ItSHH
A, 24, us, 28 34 = HM<
Substances of such danger to health as to warrant prohibition of
sale, supply and use

Schedule 10 (T, S5, AH& X9 et 0|f7F &= A0 thgt flgddol
A= 2F)

Z4 =520 55350 2X & S50 teiMM= sXlE= =2

X Scheduling basics

https://www.tga.gov.au/scheduling-basics
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PARAFORMALDEHYDE (excluding its derivatives):

a) in oral hygiene preparations containing more than 0.1 per cent of free formaldehyde:

b) in aerosol sprays for cosmetic/use containing 0.005 per cent or more of free
formaldehyde:

¢) in nail hardener cosmetic preparations containing 5 per cent or more of free
formaldehyde:

d) 1in all other cosmetic preparations containing 0.05 per cent or more of free
formaldehyde except in preparations containing 0.2 per cent or less of free
formaldehyde when labelled with the warning statement:

S NN

SR I R R S R B S R

TRICLOSAN in cosmetic preparations for human use containing more than 0.3 per cent of
triclosan.

LAURYL SULFATE SALTS (excluding their derivatives) except:
a) in wash-off preparations containing 30 per cent or less of lauryl sulfates and. if
containing more than 5 per cent of lauryl sulfates. when labelled with a warning to
the following effect:

IFINEYES WASH OUT IMMEDIATELY WITH WATER:

in leave-on preparations containing 1.5 per cent or less of lauryl sulfates;

in toothpaste and oral hygiene preparations containing 5 per cent or less of lauryl
sulfates:

in other preparations for animal use containing 2 per cent or less of lauryl sulfates: or

in other preparations containing 30 per cent or less of lauryl sulfates and. if
containing more than 5 per cent of lauryl sulfates. when labelled with warnings to the
following effect:

IF IN EYES WASH OUT IMMEDIATELY WITH WATER: and

IF SKIN OR HAIR. CONTACT OCCURS. REMOVE CONTAMINATED
CLOTHING AND FLUSH SKIN AND HAIR WITH RUNNING WATER.
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- SFA TjEE= SRS 1991 SPAFE A (Trade Practices, Consumer Product

Information Standards, Cosmetics, Regulations 1991)ef 2Js]] €7] &= A& Ao A
B AE AT e Rolk o] o|RAY
% Trade Practices (Consumer Product Information Standards) (Cosmetics) Regulations 1991

https://www.legislation.gov.au/Details/F2008C00244

SHEE = HAE(free samples), H 2 (testers), T2 HAOoE oA Az PFE

o Aol 43 w71 del7t 48

A& FAO o] E9] folofof & AR thait £

- A RS BAGOF FEAR, Fr ). a8y 71 v {X]of tigt E7F 9o
o, Sel 247k Holx AW 2L & UL
AEHS go] o]F X+ INCl(nternational Nomenclature of Cosmetic Ingredients)
olgoz WAL e B
SR 1 % oSl AR WAL AAsH, 1 % olshe] AR Ei BuAL
Aol Agle] 7144

* o 3 AA AnRE 93] (Australian Competition and Consumer Commission
ACCC) — Cosmetics ingredients labelling

https://www.productsafety.gov.au/standards/cosmetics—ingredients—labelling

5, o=t sfetEdo ] Wzst= 9l 2hlle] BASoF sk 87d0] e 4 U=
stel=40] Poisons Standard(SUSMP) 9] AA|lEo]| $~=E]o] QUtpH, i} <
Qet WA @xio] A-gH

O 53 A%o] 42 4574
al
[e)

A A8z 93] (Australian Competition and Consumer Commission :

B &
ACCQO)ONIME 3l4(recall) 2X]E AE Hh-S YAto]Eof AX|GtL 9
H Ae

S5 28 ARE Sl 9@ 442 W, 0 A0 NS F S e



w0 4% i 59
% Browse all recalls = Cosmetics

https://www.productsafety.gov.au/recalls/browse—all-recalls?{%5B0%5D=field_accc_psa_product_category%3A4807

EZd sPgEel ditt A2 Al D

McPherson's Consumer Product Pty Ltd —
Kotia Rejuvenating Serum 50mL

PRA No. 2020/18244 Date published 11 Mar2020

Product Kotia Rejuvenating Serum 50mL

description Serum for skin hydration and rejuvenation.
Product is applied to the face, neck or under
the eyes in combination with day or night
creams.

Batch Number 118358 only.
Batch number can be found on crimp of tube
(see attached photograph)

Identifying features

Barcode number 9421904998025
What are the defects?

Recall is due to bacterial contamination of a single batch (118358).
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O o= A|&(therapeutic good)o]gt F-3117}?
- 9l& A& (Therapeutic goods)> AW o, Ad E= A=mstAY dAS] F24 75

of ¥F= vA+= AEFHA
- o= AT A5E AE(use)oll et Fol= off F3 Fx

% What are 'therapeutic goods'?

https://www.tga.gov.au/what—are—therapeutic—goods
- oz zﬂﬂom SgEA oRE AHIE FR Qe LT} 7L
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X Is it a therapeutic good or a cosmetic?

https://www.tega.gov.au/what—are—therapeutic—goods

- S|4 #jEl= o' AHE(Therapeutic Goods)-2 2]2FE dlo]epH|o]AQl ARTG Z=&
O8] SEE|ojof g
- ARTGOA 35 += AR+ AEY, ZEHolA MEARNEAALES] B4
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https://tga—search.clients.funnelback.com/s/search.html?query=&collection=tga—artg
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(ARTGOA] “sunscreen"©.2 AMSE Ay} o A])

Australian Government
Depariment of Health

Therapeutic Coods Administration

Public Summary
Surmnmary for ARTG Enfry: 6673
ARTG entry for Medlzne Lisied

Sponsor FTW Australla Pty Lid

Postal Andrees uUnit 15/ 74 Doncaster Road, BALWYN MORTH, VIC, 3104
Ausealla

ARTG Start Date 201998

Product Catagony Madicne

status Acve

Approva Arsa Listed Medicines

Conditions

mmmalmpmm-ﬂmrgnmrmmmemarmmm,a]Eme.ate:e.cal necessary of any bateh of e listed medicine, k)
idertTy the manufaciurens) of each Dalch of e lished medicine. Where any par of of Siep In ManLFacture in Ausirala of the isied medcing Is
10 3 third party who |5 not e sponsne, copies of relevant Good Manutacinng Pradice agreaments relation t0 such manfachure shal be ket

The saonsor snal etan recorss of D2 dsinbuton of e sted medcine fof 3 Denod of e years 3N STal provia e T2cards o copies of e Fecords 1o e
Complementary Maticines Branch, Therpeutic Goods AJministration, upon Fequest

The sponsor of the Bsted medicing MUst not, Dy any means, inlentonaly of reckiessly advertse the medidine fr an Indleation oier than fose accepiad In
relation % the Indusion of the madicne In the Regster,

&l reports of adverse reaciions or skmilar experiences associaied With the use or adminisTation of the isted medicne shall be noTed 1o the Hiead, OMee of
Product Fieview, Therapeutic Goods Adminisiraion, a5 5000 3s pracicabie afer the spansor of the goods bacomes Fware of Tose repors. Sponsars of lsted
medicines must retain recors of sUCh reports for & perod of nod ks than 13 monis from the day the Head, OfMce of Product Review ks notited of e raport
OF reports.

The sponsor shal not supply the Isted mediche afier e expiry date of the goods.

Wherz a lisied medicine & dsirbaned overssas 35 well 351 Hﬁlm|i.ml’32|ﬂ' osﬁr:egmmammmen Iri redation 5 the medicine mEsids
AUSTRI3 WG 138 T iy N3y reance o I QU Eacy of the uam.nemr-mta TLEEE D2 nosfen 10 the Nasonal Manager
Therapsutic Goods on, Immediatey e o & Known

Products

1. PROTECTA SUNSCREEN SPF 30+

Froduct Typs Zingie Medizna Product

Permitted indications
Mo Permitizd indications Incuded on Record

Indicafion Requirements
Mo Indcation Requiemeants induded on Recond
Standand Indications

Sunsereen SPF30 Plus
A broad specinum surscreening egaration of SPF30+. May reduce the sk of 5ome skin cancers,
A DY0@d SDECHTUM SUMECTSEning Megaraiion of SPFY of greaner. Can 3 In the Drevention of premailre skin ageing.

Spacific indications

Protecta Sunsaren SPF 304 Provioss 30 HTES YOUr a3l SUDU PROGECton and |6 formiated for LSS 0N EXTEmely 5un Sensiive sKin tat buTe easily.
Protects Sunscrean SPF 30+ provides prAsction aganst the EUNE hammiul LV-A and UW-E rays, and mantaing Ik protecton for up to £ hours of wates
Immesion. Protecta SUNEcrasn o5 Not COtaln PAEA 07 OMyDenzone. Protecta Sunseen SPF 30+ ks fortihad win Aloe Vesa and Wiamin £ fo heip o
mmmmmmlﬁew

Store balow 30 C

Compiles wih ASNZS 2604 ; 1998

Segione Products Pty Lid

42 ACUAT Ay HETITAr LD

Wamings
If irmitation IK'JEIL“!B\, discontinue s,

{If medicine containg u'enfmmmaemmrs [Insert name of hydmoytenznate] OF (If medcine containg two of more hydmiyenznates) Contalrs
Fydmuybenznates to that =ect]
Wear profecve dlothing, hats and eyewear whan exposed ip Be sun [Or words to this afect]

Page 1of 2 Produced at 02 052020 at 06:21:53 AEST
This is mot an ARTG Certificate document.

The onus is on the reader to verify the curment accuracy of the informiation on the document subssquent to the date shown.
\isit wasen.tgagov.au fior contact information
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Australian Government

e e

Department of Health
Therapeutic Crocds Admintstration

Contairs dazoidyiuned {or wonds i that effect).
Ayoid coriact with Syes {or wonds 1o that effect).

Ayt prolonged exposUre in e U jor Words o that efect]
BgdiBonal Product informeation

Pack SlzeiPolson Information
Pack Slze

Componsntz

1. Fomulation 1

Dasage Fomm Latian
Routs of Aoministration  Tone

Visual identifcation

Activa Ingredients

octyl methocyoinnamats
{anium diaxide

Other Ingredients (Exciplents)
alkyl {C12-15) benzoate
£108 Yera

cafyl dimethicons copotyol
catyl dimeticons
dtazolidiry ures
di-aipha-focophan acetats
ydrogenatad castor ol
laopropyl myriatate
Isopropyl palmitate
msathyl Mydrowybenzoats
octyl pamitata

propyl hydronybenzoats
purifad water
PYPMaxadecsns copolymer
sodum chicnds

sofbian lsogtaarats
Eynithedic wax

;
o
o
o
o
o
o
o
b
O,
=
i
o
_,.
o
_,v

@ Commomwealih of Australa. This waork |5 comymighi. You ane not permitted 1o re-Tansmil, Ssiribute or commetigise he matsnal without obi@ining prior
writen anproval Soem the Commonwealtn. Further detais can be found at Rtpowwa: 108 gov. 30/aboutivebaite-CopyTight.im
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Page Zof 2 Produced at 02 08 2020 at 06:21:53 AEST
This is mot an ARTG Certificate document.
The onus is on the reader o wenify the curment accuracy of the nfomation on the docurment subsequent to the date shown,
\isit wa.tga gov.au for contact information
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01 Aol aateA]

- w04 ASlAATAE ofle} 2ol ke WAR ERE6 FALT %S
A& =3 5t 7% A 71
- SPF A7} 4 oA}, 50+ GA Y= 12} #Fe]A
| : |57} 4 o4 R b A< TGAS] A= wre
Listable APCHA|
_ , (ARTG 9
sunscreens olmg Ar]HAAA|(therapeutic  sunscreen) 2] o B
_ B} ZE(listing) ¥l o1oF &)
BOJE FFok 23 AeAardA|
o2 et(skin - cancer), ¥F A5 (solar TGAQ] FAIS gre
Registrable keratosis), S (sunspots) EE= X7 L35} (ARTG 9l
sunscreens (premature ageing) Y& T4 0|9 AW X7 | SZ=(registration) ] ©]oF
HFA|(therapeutic claims)E sh= 24 AFHA| 3}
TGAS] #AIE &=
Exempt - SPF7} 4 m|gto|i Al e & Aol (ARTGO 5 E=
sunscreens ZotEo] Q2] o2 12k AL AFEA] SE=dloF sh=
adezRe HAH)
Cosmetic
SHFEoR 5]
. TGAS] FAGIA ASIEAT sgEe] Hels
sunscreens ! _4 TANA A L= R SPFEe] Ho)E 2] AICIS o ACCCS]
(Excluded FE5ote dF 23k 2o A
TAE v
sunscreens)

% Australian regulatory guidelines for sunscreens (ARGS)

https://www.tga.gov.au/book/3-regulatory—categories—sunscreens

- D39 AQAxdA T V)E, ThelE

% Standards, guidelines & publications (sunscreens)

2hel T2 ot B3 Hx

https://www.tga.gov.au/standards—guidelines—publications—sunscreens
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1. Introduction

2. Therapeutic sunscreen or cosmetic sunscreen?
2.1 Therapeutic sunscreens
2.2 Cosmetic sunscreens

3. Regulatory categories of sunscreens
3.1 Exempt sunscreens
3.2 Listing of therapeutic sunscreens
3.3 Registration of therapeutic sunscreens

3.4 Responsibility of sponsors to report adverse reactions

4. Labelling and advertising
4.1 General
4.2 Labelling of immediate container and primary pack
4.3 Minimum requirements for small containers
4.4 Nanoparticles in sunscreens
4.5 Advertisements for therapeutic sunscreens

5. Reproducibility of SPF test results

6. Changes to sunscreens
6.1 Changes to active ingredients
6.2 Changes to excipients
6.3 Other changes

7. Stability testing
7.1 Stability test requirements
7.2 Establishing stability before listing or registering
7.3 Confirming stability and shelf life
7.4 Stability protocol requirements
7.5 Shelf life determination

8. Manufacture and quality control
8.1 Manufacture

SF Xt MAHCHY| 7to] =219l (Australian regulatory guidelines for sunscreens)

_3’]_



8.2 Quality control

9. Permitted ingredients
9.1 Sunscreening agents permitted as active ingredients
9.2 Excipients

10. New ingredients
10.1 Naming of new substances
10.2 New active ingredients
10.3 Safety data requirements for new actives
10.4 Justification for not providing particular studies
10.5 Related studies
10.6 UV spectral characteristics
10.7 New excipients

11. Glossary of terms and abbreviations
12. Bibliography

Appendix 1: Labelling checklist

X AFE : https://www.tga.gov.au/sites/default/files/sunscreens-args.pdf
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TGA Ato]EofA olg AlE(therapeutic good)oll AH&E 4 = et A=t 4 5B
4pol saE 3RS AAT & 9L
% Permitted ingredients lists

https://www.ebs.tga.gov.au/

Ingredients

Australian Approved Names List for Therapeutic Substances

The TGA provides access to information about ingredients used in products. This Ingredients Table provides the list of approved names for chemical,
biological and herbal ingredients that may be used in TGA-regulated therapeutic goods. The Ingredients Table allows you to search for a particular
substance through the portal below.

The list of ingredients previously published in the TGA approved terminology for medicines document is included in this Ingredients Table.

The Ingredients Table now contains more information on the requirements when the ingredients are used in listed medicines. The legislative basis
for the availability and requirements associated with the use of these ingredients in listed medicines is the Permissible Ingredients Determination.

Search for: | ‘ in | All Fields v|

There are two types of ingredients, active and excipient. An active ingredient is the therapeutically active component in a medicine's final formulatio
that is responsible for its physiological action. An excipient ingredient is any component of a finished dosage form, other than an active ingredient.

For querles about approved names for chermcal or blologlcal rngredlents contact TGAnames@tga gov.au

- ool TGA %<1 olokE o] Bl wEE RS PAY & gos e 2L 4
HE = 5 e
- Ingredient Summary(Ingredient Name, Ingredient ID, Category, Synonyms, CAS
Number, Availability), Naming Reference, Restrictions

“ . . ” —_ o O O 2~ (@)
- A2 Bol, “Zinc oxide'® AAT A9 cheI 2L AM AVE 2 4 9

Viewing 1 of 1 entries: Page 1 of 1 (in 2 ms)

Search:  zinc oxide| in [ All Fields v |

Filter on: | Name | for‘ |

Name = Synonym Identifier  Category Reference CAS No Listable
M|_T Pigment white 4~ 56455 AAN British Pharmacopoeia ~ 1314-13-2  Listed

- mmon BAH Gl “inc oxide 2AE 2 tedt 2L A HES BL
T

https://www.ebs.tga.gov.au/ebs/PublicHTML/pdfstore.nsf/ TemplateEnginelngredientPDF?OpenAgent&in
gredientid=56455&docid=48767F0EF88B52B1CA2577DD0000E6SA

- zinc oxideZ} 12} Ape]AdAtTAlol| AbgE -7, 2hHlo] ZASop & A1 E+(warning
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Ingredient Summary

Ingredient Name Zinc oxide

Ingredient ID 56455

Category Australian Approved Name

Synonyms Pigrment white 4

CAS Number 1314-13-2

Availability Available for use as an Active Ingredient in: Biologicals, Export Only, Listed
Medicines, Over the Counter, Prescription Medicines

Also available for use as a Homoeopathic Ingredient in Listed Medicines

Available for use as an Excipient Ingredient in: Biologicals, Devices, Export
Only, Listed Medicines, Over the Counter, Prescription Medicines

Mot available as an Equivalent Ingredient in any application

Please note: Only the name and definifion of & substance have been reviewed fo
aliow it to be included in the ingredient repository. The approval for use of the
ingredient in therapeutic goods is a decision made by the relevant TGA regulatory
area. This approval process may require submission of further information, for
example safety data for the ingredient or for the finished goods, to meet legisiative
and regulafory requirements.

Additional Information

Naming Reference

Reference Edition/Year/Volume Page Number{s) Accessed Online
British Pharmacopoeia

Restrictions

Restriction Applies To

Zinc oxide is for oral and dermal use. Conditions applying to dermal use, the Cver the Counter
concentration of the ingredient currently has no limit and is not to be used in
topical products intended for use in the eye.

When used internally, zinc is a mandatory component of zinc oxide. Listed Medicines
When for internal use and the maximum recommended daily dose is more than
25mg but no more than 50mg of zinc, the medicine requires the following
warning statement on the medicine label:

- (ZINC) "WARNING: May be dangerous if taken in large amounts or for a long
period.' OR

-WARNING: Contains zinc which may be dangerous if taken in large amounts
or for a long pericd’ (or words to that effect). _

When used in primary sunscreen products, the following warning statements
are required on the label:

- (AVOID) "Avoid prolonged exposure in the sun' (or words to this effect); and

- (SUNPRO) "Wear protective clothing - hats and eyewear when exposed to the
sun' {or words to this effect).
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% Fees and charges: summary

https://www.tga.gov.au/sites/default/files/fees—and—charges—summary—1-july—2020.pdf

(Listing applications

Listed medicine fee or charge

Annual charge

Amount

$1,160

Regulation

Therapeutic Goods
(Charges)
Regulations 2018

Item 7(1)(c)(i) and
Item 7(2)(c)(i)

Application fee

Therapeutic Goods
Regulations 1990,
Schedule 9 Part 2

Item 3(b)

Processing fee (variation to an existing listing)

Therapeutic Goods
Regulations 1990,
Schedule 9 Part 2

Item 2A(b)

Listed medicine fee or charge

Application for consent by the Secretary under
sections 14 and 14A of the Act to the import,
export or supply of therapeutic goods that do not
comply with an applicable standard where the
application relates to a single entry in the
register.

Amount

$490

Regulation

Therapeutic Goods
Regulations 1990,
Schedule 9, Part 2

Item 1A(a)

Application for consent by the Secretary under
sections 14 and 14A of the Act to the import,
export or supply of therapeutic goods that do not
comply with an applicable standard where the
application relates to two or more entries in the
register.

$490 for the first
entry

plus $100 for each
additional entry

Therapeutic Goods
Regulations 1990,
Schedule 9, Part 2

Item 1A(b)
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