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Note: premarket approval not required for cosmetics imported by cross-border e-commerce yet.

WWW.Cirs-group.com



CONTENTS

WWww.cirs-group.com

(Data analysis of cosmetics and new cosmetic ingredients
registration or record keeping in China

dUpdates of cosmetics regulations

- New record-keeping system for imported non special use cosmetics
in Pudong new area

- Implementation of technical safety standard for cosmetics

- Extending transition period of cross-border e-commerce
 Regulatory requirements of cosmetics ingredients

- procedures, testing and dossier requirements




Registration Data of Cosmetics Approved by CFDA from
2010-2017(1-10)
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Record-keeping data of domestic non special use
cosmetics in 2014-2017(1-10)
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Record-keeping data of imported non special use
cosmetics by Pudong new area
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Record-keeping data of imported non special use
cosmetics by Pudong new area
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Record-keeping data of imported non special use z
cosmetics by Pudong new area @OIQS
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Registration data of new cosmetic ingredients from -
2010-2016 @OIQS

Application Supplement m Total

Imported Domestic  Imported Domestic Imported Domestic

20 1 3 0 0 0 24
48 5 36 4 3 0 96
2012 [N 6 22 1 3 0 72
EEE - 5 36 3 5 0 62
11 4 a4 3 1 1 64
I 5 31 3 2 1 49
Bl : 3 31 4 0 1 52
152 29 203 18 14 3 419
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Approval new cosmetic ingredients since

2004

ALKYL(C12-22)TRIMONIUM CHLORIDE(BROMIDE 14th Jun 2004

Potassium Methoxysalicylate 26t Apr 2007
28t May 2007

3rd Jun 2008

9.69% Methylisothiazolinone

CARNITINE TARTRATE

LATHYRUS ODORATUS FLOWER EXTRACT 6t Aug 2008

FRUCTOOLIGOSACCHARIDES 6th Aug 2008

POLYMETHACRYLOYL LYSINE 19t Mar 2012

Dimethoxytolyl Propylresorcinol 19t Mar 2012

Phenylethyl Resorcinol 5th Dec 2012

Elaeagnus mollis diel Qil 30th Oct 2014
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New record-keeping system for imported non
special use cosmetics in Pudong new area
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17th Jan 2017, CFDA and AQSIQ jointly issued a Notice on Pilot
Implementation of Record-keeping for Imported Non-special Use
Cosmetics in Pudong New Area (Notice no.7).

18t Jan 2017, CFDA issued a Notice on Work Program of Record-keeping

for Imported Non-special Use Cosmetics in Pudong New Area (Temporary,
Notice no.10).

23" Feb 2017, CFDA clarified the Work Program of Record-keeping for
Imported Non-special Use Cosmetics in Pudong New Area (Temporary).




New record-keeping system for imported non
special use cosmetics in Pudong new area
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From 15t Mar 2017 to 215t Dec 2018, cosmetics firstly imported through the
port of Shanghai Pudong new area can be made record-keeping in Shanghai
FDA instead of registration in CFDA.

Detailed requirements of record-keeping including procedures and
documents required

Other requirements regarding record-keeping in Shanghai Pudong new area
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What conditions can be met to make record
-keeping in Shanghai FDA?

Imported

Imported non o el

special use

. Pudong new
cosmetics

area

&BCRS

Having a
company
registered in
Pudong new
area as the
responsible
person
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Market access program for imported cosmetics to China @ORS
market under different conditions

Whether
registering a

Product Type Import Port Market Access Program

company in
Pudong or not

Import non-special

: Pudong new area YES Record-keeping in Shanghai FDA
use cosmetics

[aplofela Mo i ES o[- EIN Pudong new area

. N R . . o FDA
use cosmetics and others O egistration in C

Record-keeping in Shanghai FDA for
product A and registration in CFDA for
[ppfeleladale ] B¢ [(dEIN Pudong new area VES product B in the mean time. Then

use cosmetics and others importing product A from Shanghai
Pudong new area and product B from
other ports

Import special use
cosmetics

- - Registration in CFDA
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Case 1: Products imported from the Pudong new area, and the

responsible person registered in Pudong new area
: EDA :

Registration of Obtaining the Preparation and .
. . . Format review by
Chinese responsible username and submission of safety :
. Shanghai FDA
person password materials

Automatic generation of
electronic version of record-
keeping certificate

Import and Record keeping Download
sale completion and print it

Exceptthe safety of products, the documents

e T do not meetthe requirements

review of safety
materials

Submitting supplementary
materials one-time within
30 days

Within 3 months

after record-keeping

Product safety can not be
judged by existing materials

Suspending the
import and sale
of the products

Supplement
material to
prove its safety
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Case 2: Products imported from other ports except Shanghai
Pudong new area (CFDA registration)

Record keeping of Obtainingthe username Preparation and T —

Chinese responsible and password to log in submission of o
CFDA website registration dossiers

Completion of

Import and e Approved by CFDA technical
. e —] CEDA I eview
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Correction or no
permission

Registration failed
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Case 3: Products recorded in Shanghai FDA no longer import from

Shanghai Pudong new area

Cancellation of record- Registration of products in

keeping in Shanghai FDA CFDA
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Case 4: Products imported from Pudong new area and other ports

Registration of Chinese
responsible person

Record-keeping of
Chinese responsible
person
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Record-keeping
of product Ain
Shanghai FDA

Registration of
product B in
CFDA

Record-keeping Applicable to import
certificate of ) product A through port of
product A Shanghai Pudong new area

Applicable to import
product B through other
ports

Administrative
license of product B




Comparison of two ways of importing non special use @ORS
cosmetics to China

_ Registration in CFDA Record-keeping in Shanghai FDA
Competent authority CFDA Shanghai FDA

Qualification of Chinese REI-E1N51414% Registered in Pudong new area
responsible person

HEH LT3R e 1= Application of administrative  import and operation, product quality
responsible person license and safety
Application scope All ports of the country Shanghai Pudong new area

Technical documents Almost same
Animal testing Required Required

Technical review After the formal review, Within 3 months after record-keeping
transferring to CFDA Health

Food Review Center for

technical review

TN e AW NG E [ssued  after passing  both Automatically generating electronic
record-keeping format and technical review version of record number after
certificate format review for the enterprise to
download and print
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o Ya)
Other requirements mentioned in CFDA clarifications @ORS

» Acceptable to have more responsible persons registered in Pudong new area based
on they are authorized for different products;

» The unapproved products by CFDA are not allowed to make a record-keeping via
Pudong new area;

» If the dossiers are not enough to prove the safety, the products are not allowed to
import and sell until the documents are qualified;

» For illegal situation or safety issue, the products will be facing to dismount and
recall deal.



@

Summary of two ways of importing non special use @ORS

cosmetics to China

1) Available to all import
ports

2) Less safety risk in post-
market once approved

Long time to get approval

Saving about 3 months to place the
products to market given technical
review time of CFDA registration is
about 3 months

1)

Only available for company
registered in Pudong new area;
Limited to import through Pudong
new area;

The Chinese responsible person
has to be in charge of product
safety

Strengthening post-market
punishment once having safety
issue or the documents are not
enough to prove the safety



Technical Safety Standard for Cosmetics

v’ Effective in 15t Dec 2016

v’ Replacing Hygienic Standard for Cosmetics

v’ Containing banned and restricted ingredients including colorants,
sunscreen agents, preservatives, hair dyes
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° ° . ° (D
Limit level of hazardous substances in cosmetics @2

Item HSC 2007 Final TSSC

Hg <1mg/kg except organomercury Same
used as preservative in
cosmetics around eyes

Pb <40mg/kg <10mg/kg
As <10mg/kg <2mg/kg

Cd Not mentioned <5mg/kg
Methanol: <2000mg/kg Same
1,4-Dioxane Not mentioned <30mg/kg
Asbestos Not mentioned Not detected
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List of banned and restricted ingredients

Banned
ingredients

Restricted
ingredients
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Item

Chemicals substance

Plant or animal
derived

preservatives
sunscreen agents
colorants

hair dyes

others

HSC 2007

1208

78

56
28
156
93
73

Final TSSC

1290

98

51
27
157
75
47



Extending transition period of cross-border @Oi'}S

e-commerce

20t Sep 2017, Premier Li Kegiang highlighted in the State Council executive meeting
the transition period of supervising import business of cross-border e-commerce will
be extended to the end of 2018.
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How to export cosmetic ingredients to China?

When exporting cosmetic raw materials to China

s the raw material a
new cosmetic
ingredient?

New cosmetic ingredient registration with CFDA

Is the raw material a
new chemical
substance?

Custom clearance
New chemical substance

B e e G T B notification with China MEP

market
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How to determine whether a chemical substance is a ne
oy
ar

cosmetic ingredient and new chemical substance in Chin

Inventory of Existing Cosmetic Ingredients in China 2014( IECIC*)
Positive list

Inventory of Existing Chemical Substances in China 2013(IECSC**)
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Regulatory Framework

Hygienic
Supervision
Regulation for
Cosmetics

Guidelines on the
Registration and
Assessment of New
Cosmetic
Ingredients
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A 1ssued in 1989, available in 1990
A Definition of new cosmetic ingredient
A Official approval required before use in cosmetics

A lssued in 2011
A Toxicological data requirements and exemptions
A Dossier requirements



CFDA registration of new cosmetics ingredient:

Procedure

Application of username and
password to access CFDA’s
online registration system

Appointing a Chinese
responsible agent

Data gap evaluation and
testing

Dossier preparation and
submission

Formal review by CFDA

— Technical review by CFDA

Official approval
notice/license issued

—— Supply more information
if required by CFDA
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Testing requirements

New

cosmetic Physio- Structure Purity/

ingredient | chemical | identification | impurity
test

Toxicology | Microbiology | Stability

Note: all tests can be done in a foreign lab.
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Toxicological data requirements

. acute oral and acute dermal toxicity
. skin and eye irritation/corrosion
skin sensitisation

skin phototoxicity and photosensitivity (required if the
ingredient is used as UV-filters)

mutagenicity (should at least include a gene mutation test and a
chromosome aberration test);

sub-chronic oral and dermal toxicity

. teratogenicity

chronic toxicity/carcinogenicity

. Toxicokinetics
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Exemption criteria

Exemption Criteria Required Toxicological Tests

(1)The ingredient is not used as a preservative, 1,2,3,4,5,6
sun block agent, colorant or hair dye; and

(2)The ingredient does not need to be added to

restricted substances list in hygienic standard of

cosmetics from the safety point of view.

(3)The ingredient has met criteria (1)+(2) and the 1,2,3,4,5
ingredient has been included the inventory of

existing ingredients in overseas authoritative

organization for more than 4 years; and

(4) The ingredient is not found to be hazardous in

public literature when used.
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Exemption criteria

Exemption Criteria Required Toxicological Tests

(5) The ingredient is proven to have a history 2,3,4
of safe use as food ingredient by government
or authoritative organizations

(6)Polymer with average molecular weight 2,4
above 1000 Daltons;

(7)Risk assessment of the cosmetic ingredient  n/a
has been carried out by overseas authoritative
organizations and the conclusion is that the
ingredient is safe to be used in cosmetics.

Note: Read-cross or alternative method is currently not accepted by CFDA
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Dossier requirements
1
2
3
4
5
6
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Application form for Licensing A New Cosmetic Ingredient
Research and Development Report

Brief Introduction and lllustration of Production Process
Quality and Safety Control of Ingredient

Toxicology Safety Assessment Data

Other Documents



Thank You!



