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M7tZ2 BZHNZE H(Health Products Acts)

First Schedule

A “cosmetic product” is defined as any substance or

preparation that is intended to be placed in contact with the
various external parts of the human body or with the teeth or

the mucous membranes of the oral cavity with a view
exclusively or mainly to:

(a) Cleaning

(b) Perfuming

(c) Changing appearance

(d) Correcting body odours

(e) Protecting

(f) Keeping in good condition
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ASEAN Cosmetic Documenis
Appendix | — lustrative List by Category of Cosmestic Poducts

A

NEX |

ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.).
Face masks (with the exception of chemical peeling products).
Tinted bases (liquids, pastes, powders).
Make-up powders, after-bath powders, hygienic powders etc.
Toilet soaps, deodorant soaps, etc.
Perfumes, toilet waters and eau de Cologne.
Bath and shower preparations (salts, foams, oils, gels, etc.).
Depilatories.
Deodorants and anti-perspirants.
Hair care products.
hair tints and bleaches,
products for waving, straightening and fixing,
setting products,
cleansing products (lotions, powders, shampoos)
conditioning products (lotions, creams, oils),
o hairdressing products (lotions, lacquers, brilliantines).
Shaving products (creams, foams, lotions, etc.).
Products for making-up and removing make-up from the face and the eyes
Products intended for application to the lips.
Products for care of the teeth and the mouth.
Products for nail care and make-up.
Products for external intimate hygiene.
Sunbathing products.
Products for tanning without sun.
Skin-whitening products.
Anti-wrinkle products
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2.2

Products that are not Cosmetic Products

Examples of products that are not cosmetic products:

e Oral supplements for beauty purposes

« Injections / injectable products (e.g. mesotherapy)

* Massage oil (e.g.: for relieving stress; removing toxins)

e Essential oils (e.g.: for aromatherapy; diffuser)

e Aesthetic/beauty devices

e Lubricants

¢ Insectrepellants

e Sanitary pads

e Hand sanitizers

e Cream for treatment of eczema / acne / psoriasis / fungal

e Toothbrush

¢ Dental floss

« Detergent (e.g. dish-washing detergent, laundry detergent)
e Temporary tattoo

e Fake eye lashes

« Nail Stickers

e LED light/devices in the dental kit (Note: only the whitening gel in the

dental kit is consider a cosmetic product)
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ASEAN Cosmetic Documants
Appendix ill - ASEAN Cosmetic Clewms Guideines

Decision process to identify cosmetic products & claims

1. Does the product contain only
ingredients permitted by the
ACD and no ingredients
banned by the ACD ?

2. Is the product intended for
contact with the various
external parts of the human
body {epidermis, hair system,
nails, lips and external genital
organs) or with the teeth and
the mucous membranes of the
oral cavity ?

w

Is the product intended
exclusively or mainly to clean,
perfume, change the
appearance andior correct
body odours andfor protect or
keep the defined parts of the
human body in good
condition ?

B~

Is the pmdu':t presented as

in human helngs ?

5. Does the product permanently
restore, correct or modify
physiological function by

ing a ©

or

action ?

Product
Proposition

1. Not
Composition == Cosmetic

NO
YES I

2.
Not
Target Site —=mp

Cosmetic
NO
YES I
3. Not
Main Function 3 - ocmetic
NO
YES !
Non-Cosmetic (:o::\'etlc
Presentation YES
NO I
5. Not
Non-Cosmetic P  cosmetic
Function YES
NO
Cosmetic
Product
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OtM|Qt S} EHE X| &l (ASEAN Cosmetic Directive)
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Cosmetic Directive

ARTICLE 8  Product Information

1. The company or person responsible for placing the
cosmetic product in the market shall keep the following
information readily accessible to the regulatory authority of
the Member State concerned at the address specified on the
label in accordance with Article 6 of this Directive:

a) the qualitative and quantitative composition of the product;

in case of perfume compositions, the name and code number
of the composition and the identity of the supplier;

b) specifications of the raw materials and finished product;

c) the method of manufacture complying with the good
manufacturing practice as laid down in the ASEAN Guidelines
For Cosmetic Good Manufacturing Practice appearing as
Appendix VI;
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OtM|Qt S} EHE X| &l (ASEAN Cosmetic Directive)

HE Be

the person responsible for manufacture or importation into

, HME 2 +9e MY E R, HE E& Y
the market must possess adequate knowledge or experience ol AlCiALL oo . - .
in accordance with the legislation and practice of the Member x0| sigst= =2 =0 St 80 met X
State which is the place of manufacture or importation; Al X|AlS ZkE T 9lo{of BIC}
d) assessment of the safety for human health of the finished d) 2t Zar 42, 2tst 22t =M 2O
product, its ingredients, its chemical structure and its level of O|k|= QXM A0 i3 T}
exposure; I .
e) Y E ALEO| QM| E 0| D[X|= BHEX|5HA| 2
e) existing data on undesirable effects on human health S 40| CHSH 7| = |o| H
resulting from use of the cosmetic product; and . N ~ Lo
g Tt 20 gt 2F OOlH (22
g) supporting data for claimed benefits of cosmetic products Hotststy| 2stel)

should be made available; to justify the nature of its effect.
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OFM|QF S} EHE X|El(ASEAN Cosmetic Directive)

o

2. The information referred to in paragraph 1 of this Article 2. H8xo| AM1EtoM olZEl MEL 3|Q2o| 2z

must be available in the national language or languages of

the Member State concerned, or in a language readily stx1ol g7 ojofgt + o= 2ofE = AE

understood by the regulatory authority. - N
S/&=9] 20 K= X=0[2 0/ 7}50l o}

3. A Member State may, for purposes of prompt and S}

appropriate medical treatment in the event of difficulties,

require that appropriate and adequate information on

substances used in cosmetic products be made available to 3. D2 M3t AL w21 MESE o|EN K| BE &}

the regulatory authority which shall ensure that this olx ol mo slxim P o iR

information is used only for the purposes of such treatment. ISHA, 2l¥=E S0 ALEE 2 EO| Chet HEst
YEE B2 20| 0|8 + Y= 2ME 4 Yr}
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A. Description of Cosmetic Product

| B.11 Formula, Water quality |

LB,l.Z Coa, MSDS (Raw rnalerial]J

|_B.1.3 CoA, MSDS (Product) |

| _B.1.4. Fragrance {Coa, MSDS, IFRA, DoC]J

B.1.5 Allergen report
B.2 Stability |

| B.31 Microbioclogy Limit |

B. Safety
Report

|_B.3.2 Microbiology Challenge |

B.4 Package

LC.] Manufacturing processJ

C. Manufacturing and GMP
[[€.2 GMP certificate (150 22716) |

D. Product Claims

E. Labeling
F. HSA

G. Miscellaneous

SteehAle A3 (KTR)
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PART Il iﬂ I
SUPPLY OF COSMETIC PRODUCTS SIEES| 3=

Duty to notify Authority of supply of

cosmetic products

4.—(1) Subject to regulation 5, a person

responsible for placing a cosmetic product in the market shall
not —

(a) where no prior notification has been submitted for that
cosmetic product —

(i) begin to supply that cosmetic product, or cause that
cosmetic product to be supplied on his behalf, in Singapore;
or

(i) continue to supply that cosmetic product, or cause that
cosmetic product to be supplied on his behalf, in Singapore,
unless he has notified the Authority of his intention to do so;
or

4—(1) 18 50 2[A, 2bgEFS HofdSt= O

rir
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Before

submittinga

product
Notification

s Check that the
ingredients in your
cosmetic product
comply with the
requirement of the
ACD

» Check that your
product comply
with labelling
requirements

Submitting
a product
Notification

e Apply for Client
Registration and
Identification
Service (CRIS)
account

* Submit a new
Cosmetic Product
Notification in
PRISM

After
submittinga
product
Notification

* Responsibilities of
the company

» Re-Notification is
required after 1
year

s Cancel Notification

e Submit Amendment
to amend details,
company
information or
manufacturer
details



25

M7lZE 2% ™Mk}
S/ TF = N
4> ATHA) 2HEE MDD
M7IZ2 HAME 1% (Health Products Regulations) - £& 1 M1 32
1. /o=t B =2 Ae=E HEE = olEE 2. RIS e7t Ot H2 AL 2 TEHE = o=
1
(Cosmetic products deemed to be of higher risk) (Cosmetic products deemed to be of lower risk)
a) TFY | E(single product) $26 a) Tt HM|E(single product) $11
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(i) Z[Z= 37l(First 3 Variants) $11 / Variant
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$6 / Variant
(4" and subsequent Variant)

_ $6 / Variant
(4™ and subsequent Variant)
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STEP-BY-STEP GUIDE ON
COSMETIC PRODUCT NOTIFICATION

Table of Contents

ST E P - BY' ST E P Introduction 2
G U I D E O N How can my company apply for a cosmetic product notification? 2
COSMETIC PRODUCT o ack@PRISM s

- Cancel@PRISM 15
N OTI F I CATI O N : s::::;@::las:‘ufacturer's Details ::
Helpdesk Contact 18

Annex 1 19
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2|2 7H(CRIS) :
http://www.hsa.gov.sg/content/hsa/en/Health Products R
equlation/CRIS.html

\/

Health Products
Regulation

Home > Health Products Regulation > Client

Blood Services
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Singapore Government
Integrity - Service - Excellence
ABOUT HSA | CAREERS | CONTACT INFO | FEEDBACK | SITEMAP | FAQS
& a At Within HSA Search a

Applied Sciences e-Services Publications News & Events

and Service (CRIS)

HEALTH PRODUCTS

REGULATIO

> Implementation of CorpPass
for HSA E-Services

> Therapeutic Products
> Medical Devices

> Complementary Health
Products

> Cosmetic Products

> Innovation Office & Clinical
Trials

> Tobacco Control

> Manufacturing, Importation &
Distribution

> Advertisements & Sales
Promotion

> Safety Information and

Client Registration and Identification Service (CRIS)

NOTICE:
CorpPass Implementation

CorpPass has been implemented for HSA E-Services in PRISM and MEDICS since May 2017
From 1 Sep 2018. CorpPass will be the only login method to access HSA E-Services
Register for CorpPass now to avoid any disruption of service

BACKGROUND

The Client Registration and Identification Service (CRIS) is an E- Service that allows companies to authorise their
employees or service providers to access HSA E-services in PRISM/MEDICS on behalf of the companies.

To manage the company CRIS Account, at least one CRIS Administrator has to be appointed. The company CRIS
Administrator will be responsible for setting user* accounts to transact online with HSA.

Users who have been appropriately authorised by company CRIS administrators will be able to access HSA E-
Services in PRISM/MEDICS using CorpPass, SingPass or HSA PIN

*Users may be authorised as “drafters” to draft applications or “Submitters™ to draft and submit applications.


http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/CRIS.html
http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/CRIS.html
http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/CRIS.html
http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/CRIS.html
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- PRISM e-Services O 70| A “cosmetic products/oral dental

E-services
gums"&=2 S L|LCt

Abply f . d £t stoo =a o Apply for cosmetic product notificaﬁon>

= or cosmetic product notification” == ofl

PPy P eT= = €3 Apply for Good Manufacturing Practice Certificate
2aelg ot

€3 Apply for product registration for oral dental gum
€3 Apply for Importer's Licence for Oral Dental Gum F 111 KB
% §|_;é|.% e-*._|_T'_ %Eﬂ Ol Xl (PR|SM) : £3 Apply for Wholesaler's Licence for Oral Dental Gum 5o 111 KB

https://www.hsa.gov.sq/e-services/prism/cosmetic-products-

oral-dental-gums



https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
https://www.hsa.gov.sg/e-services/prism/cosmetic-products-oral-dental-gums
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Particulars of local company responsible for placing the cosmetic product in the
market

Particulars of person authorised to represent the local company

Particulars of manufacturer(s)

Particulars of product

Supporting document(s)

Declaration, validation, confirmation, & payment

D] B[ wW|N

= OPM =t EX|H O F5AM 8 220 BAlE 2=

QU=S =53Ct= LHE S| M (Declaration) 2| & ZX|
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1.P s of Local G for Placing the 4 Particulars of
Cosmetic Product in the Market Fraduct :

. o
2. Particulars of Person authorised to represant the local company §.Supporting ag &

Speaal Symbol Adtar
3. Particulars of Manufacturer Attachmants

6. Confirmation

sk

Mease note that the billing address entered ‘amended will be updated o the central client dan
as the billing address for any subsequent bilhing to the company. This will apply to all other licen
company

and will be used
soplications of the

] ® HSA Counter Staff

1 2 Location Code 1

1.2 Company Address

131 Address Type - * Local

1.3.2 Postal Code : * 520716

1.3.3 Block / Houxe No : 716 1.3.4 Level - Unit * -
! 3.5 Swreer Name TAMPINES STREET 71

2.8 Building Name :

1. 3.7 Country SINGAPORE

1.4 Tel: ™ ARERI4G7 1.5 Fax . : 124567
Your Fax No_ is necessary for
our future correspondence

1.6 15 Billing Address the same as the Company Address 7 ° ® vas ) No

8 Unique Entity No [UEN) - 1234505




= %] S|A CHEX BE 7)Y

o o = | — e — = e i  Local Cor . nsible tor Flacing the Cosmeti :::::’;t: of Product P
CRIES SASHE AtEE $X| HEA YEE 7| QLI ‘ , T a. A
= CHEXF dg revious friexd
__':’__'.'.‘_8_9_:_'* ~"___r____*,_: are ”'i“’:'.i"_'l' o
T = = - |
= g?l-j.l_.g _I_DI_ISE 2(NR|C/F|N) 2.1 Name : * [ (a5 in NRIC/FIN)
T Bl & 2.2 NRICFIN ; © [ (Example: $1224567A, F12345674)
1= Q| < ‘2 3 Tel 2.4 Fax
= |- = ‘E:’ Email . } 2.0 Mobile ; {
- referred Mode o < Email OFax [ =2
= MBS AZSEO/DIY, B2, SMS £X) A T :
o ‘
= A9
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PQ1001 APPLICATION FOR COSMETIC PRODUCT NOTIFICATION

= M=t "E 7Y

‘ Fill in the application form

Gudeline Help
1. Parciculars of Local Company Responzible for Placing the Cozmetic 4. Particulars of Product
_ A ~ = | S Product in the Mark rtin 9
NZgA EEE 7| gLt S e e mtigtos i oo B
3. Partculars of Maaufaclurer 5. Confirmation
XA
i1 > O-I (e]| O IT: S Fields marked with an asterisk ¥ are mandatory.
= AJIEE SR HZYA Y B0 QEMS Postal e E—
3.1 Name . *
2 F|018tT =A ; =z |
Code)E 7|¥stD =4 Z3|(Retrieve address) = = e
x| [m] = = ol & 3.2.1 Address Type - * ® Local O Overseas
53 T HR|/ME| Y L AE Y 50| Ao g e
= I_-I §|_ Hl_-i = 3.2.3 Block |/ House No - 3.2.4 Level - Unit - & o
= EH é H.I = 3.2.5 Street Name ©
! = 3.2.5 Building Name :
= A H O] o 55 E o 2. 3
- = O|4e M=gX7E A B8R0 =, 1t (New) HHES s sz
3.3 Tel : 3.4 Fax:
== = X = Ol A Ol =
SE5t0 UM 2 HEE 7|¥e = USLIC
A H’anu(eclurer is a company which is engaged in any process carried out in the course of making the
cosmatic product The manufacturing process includes all operations of purchase of starting materials,
bulk intermediates and products, formulation and production (such as grinding, mixing, encapsulation
and/or packaging), quality control, release, storage and distribution of cosmetic products and the related
controls




PQ1001 APPLICATION FOR COSMETIC PRODUCT NOTIFICATION

33

1_Particulars of Lacal Company Responslble for Placing the Cosmetic
Product in the Markat

2 Particulars of Person authorised 1o represent the local company

3. Particulars of Manufacturer

4_Particulars of
Product

5. Supporting
Attachments

&. Confirmation

S
Special Symbol Aftach Save

Fields marked with an asterisk * are mandatory.

150 characrers left
s Py
elect Type of Product

duct name.

Selected Type of Product

|Anti-wrinklc excluding eve products’
|Bases tinted (liquids, pastes, powders)
|Bath or shower preparations

|Deodorants and anti-perspirants
Depilatories

) Single product

Palette(s) in a range of one product type
Click here for a Presentation Type dascription

./ A range of variants similar in composition for the same use but differs in
colours, flavours etc.
L/ Combination products in a single kit

** If in doubt, please seek clarification from the Cosmetics Control Unit(CCU). Tel 68663474 on the product presentation.
“* You may select more than one product type for Combination products in a single kit.
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PQ1001 APPLICATION FOR COSMETIC PRODUCT NOTIFICATION

Fill in the application form

Help
| -
— = 1. Particulars of Local Company Responsible for Placing the Cosmetic 4_Particulars of Product
— Product in the Markst 5_Supporting s \Q =
= Al 71 0‘” ol [e} ‘I = |- ol I- pSi=Ke14 | I- 2. Particulars of Person authorised to represent the local company Attachments an Ll
- X-”E |_|—|— E-9-0|_|' A ‘|‘r7 N\E I:'|_:|, OT = L|IC men Spedal Skl Atlach  Save

3. Particulars of Manufacturer 6.Confirmation

Fields marked with an asterisk * are mandatory.
5. Supporting Attachments

No attachment is required




M A (Declaration)

- MM Wl MZO| Ot et E At O BEM 8 25
of Al 2ZE 245S 0= W82

(Declaration)E 12 = "&2|gtL|C
-SE2 KX gelnE, "::IE—13F §E7f 782*3._* | =tQlgtL|C,
o L

(Validate) HE S +

2
Z Xl(ePayment) &O| LtEFEL|CE.

Mste ARWAS Mejotn AXIS T LT

1. Iundertake to abide by the following conditions:

i. Ensure that the product's technical and safety information is made available to the regulatory authority concerned (™The
Authority™) and to keep records of the distnbution of the products for product recall purposes;

ii. Notify the Authority of fatal or life threatening serious adverse event* as soon as possible by telephone, facsimile
transmission, email or in writing, and in any case, no later than 7 celendar days after first knowledge,

iii. Complete the Adverse Cosmetic Event Report Form** within 8 calendar days from the date of my notification to the
Authority in para 2ii. above, and to provide any other information as may be requested by the Authority;

iv. Reports to the Authority of all other serious adverse events that are not fatal or [ife threatening as soon as possible,
and in any case, no later than 15 calendar days after first knowledge, using the Adverse Cosmetic Event Report Form;

g fication;

v. Notify the Authority of any cha Message from webpage

vi. Ensure that if and when direc from the market, and discontinue selling or

supplying the product f

Z S ! i Validation is successful
2 | declare that the particulars give .

information of relevance in relation to the
notification have been supplied ntic or true copies.

&2 | understand that | shall be resp of my product continues to meet all the legal

rroduct that | have declared t the Authority.

1otification by the authority in any legal
1 to conform to any of the standards or

requirements, and conforms to :

45 | understand that | cannot place
proceedings concerning my proc

specifications that | had previously dedared to the Authon

| disagree

* As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products
** Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosm:

Sn[Description _ __ _ ___________________________________|Amount (SGDJGST |
1 Notification Low Risk Cosmetic Product 10.00N

The total payment for your notification is SGD 10.00

The amount of SGD 10.00 will be deducted from your Giro Account.

Tick th
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The following is/are the notified product(s)/palerias) with the stared shades/flavours
Sirale- beauty cream

Range- r=d orange

Palate pallatse 1-brown oranae

1=
o
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W —

—
2 (Show printer friendly version)2 &3l X&

S 2 QIAL|C} Sl e

1. Compliance with all the reguirerments of ASEAN Cosmenc Directive itz Annaxes and Anpendices which have been wansposed into the local legislation

This acknowle dae ment s n;l o be construed as an approval/endorsemant of !he Quality, safety
m:l -"::-:v u' h pw: ct(n) Any changes in the |n¢urm-':nn submitted in this nocfication wall
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You are responsible o ensure that sach consignment of your product() cortinus/s 1o mest all the

legal recuir
vou have de.

conformss to all the standards and specifications of the procuct(s) that
= Authority

TO View WOur BeodUCT ROTIACATION STATUS, DleA%e VISIT Gur \webs e hero:J fusew hea Gow 23 fFam 1/ busine 52/ cou ol

Informacion on all rotfied co
hexp:  fweoco haa Gav. g /o rier

are available on HEA Infosearch
IrapUB c/S marchCEUProduct. doTact on = load

etc prod
cormmen

Fou

tention of Kotficanon, you will be able To sUBMIT Online via renewsip ism at the (ol owl na
) funsnre. hua Qov. wa fhtm |/ Business/ccu html. We will keep you irfformed via renewdprism, amail, sms or fax nearer
the due Gace,
COSMET 5 COMTROL UNIT

CENTRE FOR DRUG ADMINGTRATION
FEALTH FRODU=TS KEGULATION GROUF
HEALTH SCIENCE AUTHORITY

THIS IS A COMPUTER GENERATED LETTER, NO SIGNATURE IS REQUIRED
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Types of change (HZ4 §¥)

Product Notification (HIZ 41 &)

Brand Name (EZH =) NEW (443)
Company change due to change of distribution rights (ZtOHX} ¥ Z) NEW (A1)
Product Types (8|2 EIY) NEW (21)

Product presentation (single product, palettes in a range, etc)
HE el (2 HE, ZYUE §)

Amendment ()

Intended Use (A8 8E) NEW (1)
Product Name (H|E3¥) NEW (443)
Formulation (X %) NEW (443)
Manufacturer and or assembler (name and/or address) NEW (A7)

MEYUR EE EYUXF (OIF 2| D/EE T

Name and/or address of company without change of distribution rights
HOAXE o Fo (FSHS HE2 81

Amendment ()

Person representing company (E|Al CHEX})

Amendment ()

Pack sizes, packaging materials, labels
(4 AfO|=, Z=FTY, 2t'E)

Amendment, but not applicable if the information need
not be submitted in Product Notification form

(Hg, a4 et HE M HAoM "R HEE 2
27 gictH siE 818)




Reporting of defects and adverse effects to
Authority

11.—(1) If the person responsible for placing a cosmetic product in
the market becomes aware of any event or other occurrence that
concerns any adverse effect arising from the use of the cosmetic
product, he shall —

(a) if the adverse effect has caused death or is life-threatening —
(i) inform the Authority of the event or occurrence no later than 7
days after the supplier first becomes aware of the event or
occurrence; and

(i) submit a detailed report on the event or occurrence to the
Authority within 8 days after the initial report made under sub-
paragraph (i); or

(b) if the adverse effect has resulted in any person being
hospitalised or has caused any persistent or significant disability or
incapacity in any person, submit a detailed report on the event or
occurrence to the Authority no later than 15 days after the supplier
first becomes aware of the event or occurrence.
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COSMETIC PRODUCT [CONFIDENTIAL] APPENDIX 2
Tor

Name & Address of the Regulatory Authaority FOR OFFICIAL
D i

Taiaphone no. USE ONLY
Faxno. Da!e received

Email address e e

REPORT FORM FOR ADVERSE COSMETIC EVENT

I. Company Particulars

Kame and address of

Company

Mame & designation of

person reporting

Tel No Fax Mo.: | Email

Il. Product Particulars

Product Name (as in product
notification)

Ingredient listing & pack size Please attach a separate list)
Product Type/ntended use

Mame of Manufacturer &
country of manufacture

Expiry or manufacturing date
Eaich Mo.

. Details of Adverse Event

Mame/ Initials of person

Identification or Passport no

Age Sex
Ethnic group /
Mationality
Date of onset of adverse event

Description of adverse event (please use and attach a separate report if necessary)

Delay between last application of the product and onset of symptoms:
minis) hour(s) day(s)
How was the product used:

Is the person hospitalised due to the adverse o Yes o No
reaction?

Diid person seek medical attention? o Yes = No
Outcome o Recowvered (Date: } = Death (Date: )

= Mot yet recovered o Unknown
o Healthcare professional o Consumer o Others (specify)

Source of report

[Signature of person making report & date of repori]
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