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- Sales of Drug Act 1952 (¢JeFE o 1952)

https://www.pharmacy.gov.my/v2/sites/default/files/document—upload/sales—drug—act—1952-act—368.pdf

- Control of Drugs and Cosmetics Regulations 1984 (e]eFE ¥a] 9 SPHE 14 1984)

https://www.pharmacy.gov.my/v2/sites/default/files/document—upload/control—drugs—and—cosmetics—regulation—1984.pdf

- Guidelines for Control of Cosmetic Products in Malaysia
(adopted from the ASEAN Cosmetic Directive)
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_ _ PRODUCTS IN MALAYSIA
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MM 1 : General Overview (Yt Atgh

MM 2 . Cosmetic Notification (2tEE E1)

MM 3 : Regulatory Requirements for Cosmetic Product (BH&E Al 27)
MM 4 . Post Market Surveillance (AFE ZtE|)

MM 5 : Regulatory Action (NI=X Z=X|)

MM 6 : Notification Withdrawal (A2 E3|)

MM 7 : Notification Exemption (X111 042

https://www.npra.gov.my/index.php/en/cosmetics—guideline—annex—i—vii
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- Wildlife Conservation Act 2010 (20109 oISE HSH)


https://www.pharmacy.gov.my/v2/sites/default/files/document-upload/sales-drug-act-1952-act-368.pdf
https://www.pharmacy.gov.my/v2/sites/default/files/document-upload/control-drugs-and-cosmetics-regulation-1984.pdf
https://www.npra.gov.my/index.php/en/cosmetics-guideline-annex-i-vii
https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/GUIDELINES_FOR_CONTROL_OF_COSMETIC_PRODUCTS_IN_MALAYSIA.pdf
https://npra.gov.my/index.php/en/
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DEFINITION &
PRODUCT .
CLASSIFICATION

el & M&E EF

A cosmetic product shall mean any substance or
preparation intended to be placed in contact with
various external parts of the human body (epidermis,
hair system, nails, lips and external genital organs) or
with teeth and the mucous membranes of the oral
cavity, mainly:
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i. toclean HZ3H s

i. toperfume W&E Fo{st1

i. tochange appearance 8ZE H3IA|7|1

iv. to correct body odours #|FE HEStT

v. to protect or keep in good condition Z1Z 8t 4EHE
HE5tAHL |57 K6

EXAMPLES OF COSMETIC PRODUCTS

stEE oAl

Creams, emulsions,

Bath or shower

lotions, gels and oils
for skin

* (hands, face, feet)

Face masks

Deodorants &
anti-perspirants

Hair care products

Products for
external intimate
hygiene

Make-up powders

Shaving product

Sunbathing
products

Perfumes

Products intended
for application to
the lips (lipstick, lip
balm)

Skin whitening
products

preparations

(soaps, salts, foams,

oils, gels)

Products for care
of the teeth & the
mouth

Alcohol hand
sanitizers

Depilatories

Products for nail
care
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https://Awwwinpra.gov.ny/images/Guidelines Central/Guidelines on Gosnretic/Annex I part 1— Tllustrative List of cosnetic Products By Categories.pdf

Annex |, Part 1

ILLUSTRATIVE LIST OF COSMETIC PRODUCTS BY
CATEGORIES

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.)
Face masks
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)
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/anti-aging products
Sunscreen products
Hand sanitizers
Essential oil for skin/hair/nail



https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_I_part_1-_Illustrative_List_of_cosmetic_Products_By_Categories.pdf
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- Slimming Products (&2|™ A|E)

- Eye preparation packed in eye dropper bottle/container or spray form (H<HA| H/&
7] B AxEo] el 2 qkep)

- Sexual enhancement product (7] T4 A=)

- Products for injection/micro needling (FAHTO|AE UEH AIE)

- Products for oral ingestion (A HH& A|&)

- Products for the treatment of diseases (AW =g A|&)

- Pain relief products (535 <3t A&)

- Sleep aid products (=¥ HZX A|F)

- Surface disinfectants (EH A=A))

- Body disinfectants/sanitizers (HFt] A=A/ AU EF]A)

- Insect repellents (%3A])

- Products for animal/pet care (F2/3 7|o] A&)

- Massage oils for therapeutic purposes (X|& =2 2] upilz] @)

- Essential oil for therapeutic purpose/diffuser use only (X]&-& ofAld @ Ad/tF#] A-8)

* Products for purpose of systemic detoxification (4] 52 F5XO 2 ot= AE)
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https://www.npra.gov.my/index.php/en/cosmetics-guideline-annex-i-vii
https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_II_release_-_22_June_2022.pdf
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— TAnnexe III: List of Substance Which Cosmetic Products Must Not Contain Except

Subject to Restriction and Condition Laid Downy

https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_III_release_—_22_June_2022.pdf

O 5185 24
- TAnnexe IV: List of Colouring Agent Allowed for Use in Cosmetic Products;

https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex IV release = 11 June 2021.pdf

O 589 HEA
— TAnnexe VI: List of Preservatives which Cosmetic Products May Contain

https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_VI_release_—_22_June_2022.pdf
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https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_VII release_—_ 15 November_2021.pdf
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— TAnnex I, Part 14. HEAVY METAL AND MICROBIOLOGICAL TEST LIMIT FOR
COSMETIC PRODUCT, o sF3E o2 2 534 72 9, Edolro 7z ¢
7} S50 Y8
- 42 1 ppm, ¥ 20 ppm, HlA 5 ppm, 7tI=& 5 ppm

https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I part 14-HEAVY METAL AND MICR
OBRIOLOGICAL TEST LIMIT FOR COSMETIC PRODUCT.pdf

Annex |, Part 14

HEAVY METAL AND MICROBIOLOGICAL TEST LIMIT
FOR COSMETIC PRODUCT

HEAVY METAL LIMITS

Heavy Metal Limit
Mercury NMT 1 ppm
Lead NMT 20 ppm
Arsenic NMT 5 ppm
Cadmium NMT 5 ppm

ii) MICROBIOLOGICAL TEST LIMITS

Products for
children under 3
years, eye area and
mucous
membranes
Total Viable Aerobic Count | <500 cfu/g or cfu/ml | <1000 cfu/g or cfu/ml
(Bacteria, Yeast & Moulds)
P. aeruginosa Absent in 0.1g or Absent in 0.1g or 0.1ml

0.1ml test sample test sample
S. aureus Absent in 0.1g or Absent in 0.1g or 0.1ml
0.1ml test sample test sample
C. albicans Absent in 0.1g or Absent in 0.1g or 0.1ml
0.1ml test sample test sample
B. cepacia Absent in 0.1g or Absent in 0.1g or 0.1ml
(aqueous preparation only) | 0.1ml test sample test sample

Note: NPRA uses these test limits for testing of cosmetic samples obtained through Post Market
Surveillance activities

_’|2_


https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_I_part_14-HEAVY_METAL_AND_MICROBIOLOGICAL_TEST_LIMIT_FOR_COSMETIC_PRODUCT.pdf
https://www.npra.gov.my/images/Guidelines_Central/Guidelines_on_Cosmetic/Annex_I_part_14-HEAVY_METAL_AND_MICROBIOLOGICAL_TEST_LIMIT_FOR_COSMETIC_PRODUCT.pdf
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% MANUAL FOR QUEST3+ ONLINE SUBMISSION FOR COSMETIC NOTIFICATION

https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I Part 4-MANUAL FOR QUE
ST3 ONLINE SUBMISSION FOR_COSMETIC NOTIFICATION.pdf

Annex |, Part 4

MANUAL FOR QUEST3+ ONLINE SUBMISSION FOR
COSMETIC NOTIFICATION

This manual explains step-by-step instruction to oonducl the cosmetic onllne submission

including application for the listing of new

assembler and importer, Certificate of Free Sales and nohﬁcauon exemption for market
and in-h

TABLE OF CONTENT

& Markes Sampiing.
For NON QUEST 3¢ member orlly

Content

New Notification Submission

Not Listed Local Manufacturer and Local Primary Assembler

Not Listed Foreign oreign Primary Local
y Foreign y Importer/ Distri
Not Listed Substance

Notification Renewal
Notification Withdrawal

Notification Changes

= =5 . Notification Note
<94' ;g—% /ﬂ—ﬂ }\]-O] E . QUCS'E 3 +> Application for Certificate of Free Sale (CFS)

Permit ion for Market ing and In House

Search Section
i. Notification Status

ii. Payment History

iii. Cosmetic Substance

_13_
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| @ Particulars of the product |
- AlFol oigt JE

- AEY & BRHER, AE 79, A 85, A

Section B : PARTICULARS OF PRODUCT

@ Please complete product particulars below and proceed accordingl

B Product Registration
Product Name *
B Combo Product

& variation

B Change of Site

Product Type *
B Compliance

Skin whitening products/Skin brightening products
# Cosmetic Notification
Product Presentation *

Single Product

| @ Particulars of the Cosmetic Notification Holder(CNH) |
- 3AE A3 SIAHCNH)of| st AR

C SAE, F&, oY, ET AHA

| @ Person representing the company of the CNH |
- SPFE A1 SIAHCNH)E diEshe Al

_’|4_




Zefol A0 == Al F2|Ate

A Dashboard

A Hernberahip Utiitinc NEW NOTIFICATION FORM
(Notification Form For New Product)

saved Forms
Payment

Correspondence
Renewal Business Reg. No.
withdrawal Company Name
Notification Changes

Company Address
Notification Note

Telephone No.

Fax No.

Person Name

MyKad No. / Passport No.
Designation

Mobile No.

Email Address

| @ Manufacturer/Assembler |

- Shte AN skt ool AxA Eb EFANML 9 4 UL, olF Al o

AA o] 53 Al AZHE ZIAsloF &

- A|ZA(manufacturer)= 2PEEL] Ao $PE= T Bolst= 71de Qud A
Z FAole R 2 B AES f%t 712 Ao 4, A4 E AE A 2 A
AHE, wiet, Bedt B 24, F4 e, Sof, By 4 {5 o] ZgH

- 12 ZA 3| AH(Primary assembler)= A= i B 350l GAA 2P 8715 519
AY = #3718 & 1A/F 8710 g 33l Ak FAE uE
22+ ZZFS|AHSecondary assembler)= A|E9] o = T A AEo] o]u]

i,
_,;

112 g714 2he FAsAY Ee 2 27
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A Dashboard

A Membership Utilities Manufacturer

# Cosmetic Notification

Primary Assembler

sacondary Assembler

Company Name Company Address

Company Address

® Importer(s), if applicable |

- ogs R

1

1

[e)
87,

A Dashboard

4 Membership Utilities

# Cosmetic Notification Name of import

Application Form

Company Name

Company Address

Saved Forms

Payment

Correspondence

Renewa
Withdrawal

Noatification Changes

Company Address

Notification N

Zef|ol Ao == Al F2AL

st

Action

e N, -

Action

Action
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| ® Product’s formula |

Dashboard

e examined the laf the Annexes

metic Ingredient as p!

of Cosmetic

1 Malaysia and confirmed that the prod tion does r ctions and -
A roaacammEt alaysia and cor ed that the prod on does nof o v O

pulated in the

Membership Utilities

marketing activ

Product Registration restricted ingre d. The Ingred -
Combo Product
Name of Substance
Variation
TRIETHANOLAMINE -

Change of Site

Percent:

Compliance & Licensing

Cosmetic Notification

1. Percentage of restricted ingredients (ingredients listed in Annex Il to VII) must be declared
2. Entry of percentage as '0' is not allowed.

Application

Substance Name Percentage (%) Action

Saved Forms

TRIETHANOLAMINE 0.2

orrespondence

Dashboard

mendment of the Guidelines for Control of Cosmetic
with the restrictions and s O

have examined the latest revisions of the Annexes Il to VIl of the Cosmetic Ingredient as published in the late
Products in Malaysis and confirmed that the product in this notification does not contain any prohibited sub:
conditions stipulated inthe An

d is in compliat

Announcement

Membership Utlitics ) .
undertake to respond and fully cooperate with the regulatory authority with regard to any subsequent post-marketing activity initiated by the authority. To submit full

its shall be specified using the nomenclature from v

ed in Annex Il to V) must be declared. The ingredi

Product Registration rgredient list. Percentages of restricted ingredients (ingredier
he latest edition of standard references as In Appendix A of Annex 1 Fart 7.
Combo Product

Nagg

Variaton

Change of Site

Perg
Compliance &Licensing
’
Cosmetic Notification \ 4
. 1. Percentage of restricted ingredients (ingredients listad in Annex Ill to VII) must be dedlared.

2. Entry of percentage as '0' is not allowed.

Application Form

Substance Name Percentage (%)

TRIETHANOLAMINE 02 | Remove |

Saved Forms

Payment

Correspondence

Rerenal
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| @ Letter of Authorization (LoA)/Letter of Declaration |

- A LoA) / AAA
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| ® Letter of contract manufacturer appointment & acceptance, if applicable |
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| ® Product artwork |
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Quest Login by
Cosmetic Notification Holder
(CNH)
(Registered Quest User)

{

Complete Notification Form
with payment

-

Compliance screening

Not comply

Notification Note is generated
(to be printed by the CNH)

!

[ Manufacture/Import/Market ]

[ Rejection of Notification

Cosmetic Product

dE B i s d BB BB BB BB B B s BB B s B s BB s B B s B B s B s B s BB BB s s s BB B s s s s B BB s e B

L

SRR R AR R R R E R EE SRR R EE SRR R R R R R EEEEE R R R R R
"

of 2zieleg zlsgsfoF 3t

- Ad 1A dloF & d2 MEE AREARE Quest APIEC] W= 5E=(Quest
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https://www.npra.eov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I part 3-CHARGES FOR QUEST MEMBERSHIP. pdf
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o] CNH/Quest

Annex |, Part 3

CHARGES FOR QUEST MEMBERSHIP

Description

Main User — New,
Replacement, Change
Authorized Person

(Certificate + USB Token)

RM 260.00

RM 290.00

Replacement, Change
Authorized Person

(Certificate + USB Token)

Supplementary User — New,

RM 245.00

RM 275.00

Change Authorized Person
(Certificate Only)

RM 48.00

Renewal

(Digital Certificate only —
using existing MSC USB
Token)

RM 48.00

Postage (Peninsular
Malaysia)

RM10.00

Postage (Sabah/Sarawak)

RM 20.00

*Token Price/Package (excluding 6% GST)
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O] BAZ|A AR
- SPE BAZIA AR TEeolAfore] aE e Zhol=ekely 9 Annex I, Part 7:
Cosmetic Labeling Requirements®]] W2}3l&

https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I part 7-COSMETIC LABFLING REQUIREMENTS. pdf
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@ CAS (Chemical Abstract Services)
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- ¥, A(the month and year) = ¥, &, A(the day, month and year) =42 H=5H]
717

— AF8713H(The date of minimum durability)o|st AA3F AefolA] BIE| 1 SPFEA]Z A
34 sk FHEES] 7150l S5 FAE "Wk 9] 7S ek

- AF87|5HS “expiry date” T “best before” = 2} tr2oll 1A

- FQstH 11 7’k HESH] S Baxds SR V1A
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https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex III release — 22 June 2022.pdf

“Professional use(Z7H)"oldt A2 SF(: ngA, vd &%, A 4%, o7 2
29 S)= she Aol sFgES HIEA ARgSte Zle Qnid B 8T PRl
Az7tell sl aratof| A grfj=olA= tdns e onjet

Hhold E= iEo| 2FH AFL Beele

HA7E Glofof
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Cosmetic products:
How to read the label?

Cosmetic product labeling must contain the minimum information as shown below.
Where, the size of the container does not permit the following informaticn to be
displayed, use of leaflets, pamphlets, display panel, etc. is allowed. The following
example is for llustrative purposes only. Actual products may vary from shown sample.

" Brand and product name of the cosmetic product and its
function
To assist you in selecting the right product according to the
intended use
ABC

Citrus Facial Cleanser

/" Batch number
“ An important reference when providing feedback to the
manufactucer/importer/distributor or reguiatory outhority
regarding the product

(e.g. month/year)
To aflow you to identify and not buy products thot are left on
the shef for too fong

" Country of Manufacture
To inform you of the country where the product was
made/prodhces
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Instructions for use
To assist you in the proper use of the product in terms of ™\
application and frequency of use

To keep you informed of whot i contained in the product,
Just in case you ore aflergic 1o any particular ingeedients used

To quide you on the proper use or storoge and ony other
important information to take note of This may indude
information on how to handle adverse reactions refating to
the use of the product .~~~

Name and Address of the Company or Person responsible
for placing the product in the market:

10 enable you 1o contact them showld there be any inquanies

or clanifications reguired on the product

Rased on the ASEAN Consumer Information Handbook (Volume 1, June 2013)

weE®, gagYe], 51 5

71 At

- oHE, AlE ™ (name of the cosmetic product)¥} ¥ix] ¥ 3 (manufacturer’s batch number)
£ W= AHE A (Immediate packaging)oll 71A=o] QlojoF gt

s 27 Egolst e SHET A AR due] B EL 8712 ojulg
(Immediate packaging means the container or other form of packaging
immediately in contact with the cosmetic product)

£ AL 97 AT, A oldlE & gl golz A9 el HAISIF

AQloli o] Aote] i oiz 7|4

|
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Product Type
A= 7

Hair care products

&lo] Ao AF

Depilatories
A 2|

Nail products
U A=

Product Type

S 7

Skin products
2712 HE

Unacceptable Claims
o852 o= 22HU(TE)

eliminates dandruff permanently
Restores hair cells
Hair loss can be arrested or reversed

Stimulates hair growth

Stops/retards/prevents hair growth

Reference to growth resulting from nourishment

Unacceptable Claims
58E|2| o= 2AU(EE)

Prevents, reduces or reverses the physiological cha

nges and degeneration conditions brought about *

by aging
Removes scars
Numbing effect

Prevents, heals, treats or stops acne

= Treatment of cellulite

Lose centimetres
Reduces/controls swelling/oedema
Removes/burns fat

Fungicidal action

Virucidal action

_26_
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Unacceptable Claims

51852 o= 22AU(TR)

Product Type
AE 78

Oral or dental = Treatment or prevention of dental abscess,

gumboils, inflammation, mouth ulcers,

periodontitis, pyorrhoea, periodontal disease,

stomatitis, thrush or any oral diseases or infections i
= Whitens tetracycline-induced stains

hygiene products
Iy Es

22 8

Deodorants &
Anti-perspirants
ez &
25k AH|A|

= Completely prevents sweating/perspiration

Perfumes/

fragrances/ . .
8 = Aphrodisiac or hormonal attraction

colognes
WEH/a4 /28

Unacceptable Claims
5121 ot 220l(H2)

S =
Reference to body/muscle/joint pain/aches
Stomach wind, bloatiness
Arthritis

Product Type
=S 7

Oil to assist body =
massage
HiC| OHARZ B 2Y

Reference to sexual pleasure
Reference to male/female vitality
Reference to preserve normal flora
Tighten vaginal muscle
Reference to infection and inflammation
= To reduce vaginal discharge, leucorrhea
Reference to any claim which is not cosmetic in
nature such as for sleeping disorder, neurological =
effect, muscle/body/joint pain, immune system,
aphrodisiac, blood circulation, other medical
conditions
Sunblock
Sweat proof
Waterproof
Reference to cancer

Feminine/Male
hygiene products
He/0d 91 8

Aromatherapy
OfZ Of&f|2t]|

Sunscreen
At M A
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https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I part 13—GUIDELINE FOR P
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- GMP Ztol=gRlol A #4%H GMPE &4t A2
% Annex I, Part 11: Guideline for Cosmetic Good Manufacturing Practice)

https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex I part 11-GUIDELINE FO
R_COSMETIC GOOD MANUFACTURING PRACTICE.pdf

% Annex I, Part 12! List of Equivalent Cosmetic GMP Guidelines
https://www.npra.gov.my/images/Guidelines Central/Guidelines on Cosmetic/Annex 1 part 12-LIST OF EQUI

VALENT COSMETIC GMP_GUIDELINES pdf
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SEDESTE
(Quality Data of B. §E 382 AIZ WE %‘“EZ} = OpM|QH SHEHE 2tst 7|41 (ACSB), 78 LH|AHE

Raw Material) = )5t 9 913|(SCCP), & SIE HE HE Q|2i3|(CR)Qt 22 2}t 9| H M
Ojl 7|4kt fl=0| Qb I3||0|E‘|

A AEo] M L M2 MU (INCI B2 E= 7|E} 2015 ASEAN Cosmetic Directive (ACD) 22T 2
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- HEEL 2t A2/4%0| 7|52 FAIS0} BTt
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Local company is formed in Malaysia/partner/agent is appointed
ei|o|Alot XM QI ME/TELH/cHE|Ql MY

! 14-28 working days =2 Y 7|& 14~28Y

Company to register as CNH, appoint importer and distributor
Z|Ab CNHE S8, A & S U xIH
‘ Approximately 1 month CHEFXMo=2 1&

Notification application process begins by CNH, and a notification note shall be
provided by the authority upon approval
B2 A HRtE CNHOlM AJAsto s21 Al @S0 M SXIME HSefLict

s =N} |

’ 3-7 workingdays 2R 7|&E 3~7Y

CNH/distributor appoints the forwarding agent to provide the notification note to
the customs officer for clearance
CNH/RSAlE SEE Rl AREH ET EE NI 25 th2lgls

x| - gLt
¥

Goods transported out to CNH/distributor.
CNH/RSUAMZE S5 2SFLICL
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