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Type of cosmetic ingredients

\ IECIC refers to Inventory
IECIC list \ of Existing Cosmetic
| Ingredients in China;

IECSC list

|IECSC refers to Inventory
of Existing Chemical
AN 4 Substances in China

Inventories of cosmetic ingredients

Inventory of Existing Cosmetic Ingredients in China (2021 Edition)" (IECIC 2021, NEW)

Safety and Technical Standards for Cosmetics (STSC 2015) Table 1 List of banned ingredients in cosmetics (NEW)

Safety and Technical Standards for Cosmetics (STSC 2015) Table 2 List of banned plant (animal) ingredients in cosmetics (NEW)
Safety and Technical Standards for Cosmetics (STSC 2015) Table 3 List of restricted substances in cosmetics

Safety and Technical Standards for Cosmetics (STSC 2015) Table 4 List of preservatives allowed in cosmetics

Safety and Technical Standards for Cosmetics (STSC 2015) Table 5 List of sunscreen agents allowed in cosmetics

Safety and Technical Standards for Cosmetics (STSC 2015) Table 6 List of colorants allowed in cosmetics

Safety and Technical Standards for Cosmetics (STSC 2015) Table 7 List of hair dyes allowed in cosmetics



Determine if it belongs to a
new cosmetic ingredient
and/or a new chemical

substance
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IECIC 2021
List of banned ingredients in cosmetics

List of banned plant (animal) ingredients in
cosmetics

List of restricted substances in cosmetics

List of preservatives allowed in cosmetics
List of sunscreen agents allowed in cosmetics
List of colorants allowed in cosmetics

List of hair dyes allowed in cosmetics

8972
1284
109

47
51
27
157
75

How to export cosmetic ingredients to China?

® Pre-market regulatory requirements

v’ Preliminary evaluation of cosmetic ingredients

If not included in both the IECIC 2021 and
IECSC (2013 and updates)

If not included in the IECIC 2021 or IECSC

If included both the IECIC 2021 and IECSC,
and not regarded as banned cosmetic
ingredient

Regarded as both a new
cosmetic ingredient and a new
chemical substance

Regarded as a new cosmetic
ingredient or a new chemical

New cosmetic ingredient
registration or filing with NMPA
new chemical substance
notification with MEE

New cosmetic ingredient
registration or filing with NMPA
new chemical substance
notification with MEE

substance

Belong to existing cosmetic
ingredient and chemical

Available to export and sell directly
substance
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®  Post-market surveillance

> Approved or filed new cosmetic ingredient

3-year safety After the safety No Included to IECIC list
monitoring period monitoring period
safety Cancellation
issue
Yes
Or
Cancellation
> Notified new chemical substance

Following activities required depending on the notification type of new chemical substances or
whether specified in the certificate as required by the authority

Registration and filing procedures of new cosmetic ingredients

New cosmetic ingredient New cosmetic ingredient
with high safety risk* without high safety risk
i Appointing a domestic L E i inti i L E
i Gl .g Testing if needed d i Appolntlng DEETEREE Testing if needed !
1 responsible person : i responsible person !
i ID application Data collection , : ID application Data collection ,
Dossier preparation and submission Dossier preparation and submission
NMPA review NMPA review
128 working days, no official comments 5 working days, no official comments
Approval license Electronic filing certificate

*Preservative, colorant, anti-freckle/whitening agent, sunscreen agent, hair dye
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Register and file the new cosmetic ingredients in the name of the registrant and filer;
Assist registrants and filers in the safety monitoring and reporting of new cosmetic raw
materials;

Assist registrants and filers in the recall of new cosmetic ingredients

According to the agreement between the responsible person and registrant/filer,
undertaking the corresponding safety and quality responsibilities of new cosmetic
ingredients placed in the Chinese market;

Cooperate with the supervision and inspection work of the supervision departments.

ID application for the online system of new cosmetic ingredient
registration and filing

Info sheet of registrant/filer

Overview of safety risk monitoring and evaluation system of
registrant/filer

Info sheet of domestic responsible person (required for overseas
registrant or filer)

Original and notarized POA of the domestic responsible person
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Full dossier requirements of registration and filing

* Application form

* Research and development report

* Production technology, stability and
quality control standard

» Safety evaluation

* Technical requirements data (released for
public research after registration or filing)
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Full dossier requirements of registration and filing

a)
b)
c)

a)
b)
c)
d)

a)

Research and development report

R&D background, purpose, process and results, etc.

Source and properties of the ingredient, etc.

Safety-based use limit of the new ingredient in cosmetics, the use of
raw materials in cosmetics abroad and the approval status, etc.

Basis of efficacy: scientific literature, regulatory data, test research
data, human efficacy evaluation test data, etc.

Production technology, stability and quality control standard
Main steps, processes and parameters during the production of the
new cosmetic ingredient, etc.

Stability test data
Quality specification index and testing methods
Possible risk substances and control standard

Safety evaluation
Toxicological safety evaluation data: overview of toxicological safety
evaluation and necessary toxicological test data (testing report,
scientific literature, content issued on the websites of domestic or
overseas government or international organizations)

Safety risk assessment data: evaluation data for the safety use limit of
raw material, safety risk substances that may exist in the raw
materials and control measures

Toxicological test items

1. acute oral or acute dermal toxicity;

2. skin and eye irritation/corrosion;

3. skin sensitization;

4. skin phototoxicity (required if the ingredient has the
characteristic of ultraviolet absorption);

5. skin photoallergic(required if the ingredient has the
characteristic of ultraviolet absorption);

and a chromosome aberration test);
7. sub-chronic oral or dermal toxicity;
8. teratogenicity;

9. chronic toxicity/carcinogenicity;

exposure)
11. long-term human trial safety test

use of raw materials

6. mutagenicity (should at least include a gene mutation test

12. other toxicological tests in terms of the characteristics and

2021-07-15

10.inhalation toxicity; (required for the possibility of inhalation
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Toxicological test packages under different conditions

Type of new cosmetic ingredients Toxicological
test

(1)The ingredient is used for the first time at home and abroad for the function of preservative, 1-12
sunscreen agent, colorant, hair dye, anti-freckle/whitening, hair loss prevention, anti-acne, anti-
wrinkle(except for physical anti-wrinkle), anti-dandruff, deodorization and other new cosmetic

raw materials with high biological activity used for the first time at home and abroad

(2) For the new cosmetic ingredient used for the first time at home and abroad, it is not used as 1-7
preservative, sunscreen agent, colorant, hair dye, anti-freckle/whitening, hair loss prevention,
anti-acne, anti-wrinkle(except for physical anti-wrinkle), anti-dandruff, deodorization

(3) The new cosmetic ingredient is not used as preservative, sunscreen agent, colorant, hair dye, 1-6
anti-freckle/whitening, hair loss prevention, anti-acne, anti-wrinkle(except for physical anti-

wrinkle), anti-dandruff, deodorization and there are sufficient evidentiary materials to prove the

ingredient has been used safely in cosmetics marketed abroad for more than 3 years.

[Note: if having the safety evaluation report issued by the international and authoritative safety evaluation

organization regarding the evaluation conclusion of the ingredient used in cosmetics safely or human safety

test report under ethical conditions, acute oral or dermal toxicity test data can be waived]

(4) The ingredient has the function of preservative, sunscreen agent, colorant, hair dye, anti- 1-7
freckle/whitening, hair loss prevention, anti-acne, anti-wrinkle(except for physical anti-wrinkle),
anti-dandruff, deodorization; and there are sufficient evidentiary materials to prove the

ingredient has been used safely in cosmetics marketed abroad for more than 3 years.

Type of new cosmetic ingredients Toxicological test

(5) The new cosmetic ingredient has a safe edible history (the use part 2-5
of the ingredient should be same as the edible part)

(6) A chemically synthesized polymer with stable structure and 2,4
properties, consisting of one or more structural unit linked by covalent

bond, has an average molecular weight greater than 1000 Dalton and

the content of oligomer with the relative molecular weight less than

1000 Dalton is less than 10%.(except the ingredient with high

bioactivity)

(7) The ingredient is fully new in China and abroad and has the health 1-12; toxicokinetics
hazard effects (excluding topical toxicity)

(8)The ingredient is fully new in China and abroad and is subject to 1-12, skin absorption/
oligopeptide, peptide, protein with a high bioactivity transdermal test,

immunotoxicity test

(9) Nano materials 1-12, skin absorption/
transdermal test ( if applied on
the skin)




Testing reports

Other testing requirements
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Physiochemical test
Microbiological test

freckle, anti-hair loss

Efficacy evaluation test except
the function of preservative,
sunscreen, whitening/anti-

Tested by its own or third part lab

Toxicological test

Tested by the lab with either of the following

Efficacy evaluation test for the | certifications:

function of preservative, * CMA

sunscreen, whitening/anti- * CNAS

freckle, anti-hair loss « GCP
+ GLP

Other testing requirements

Testing methods

* Physiochemical test

* Microbiological test

* Human safety trial

* Efficacy evaluation test

Toxicological test

Safety and Technical Standards for Cosmetics (STSC) or
Chinese Pharmacopoeia

National standard or internationally accepted method
or new developed method if there is no related
testing method included in STSC or Chinese
Pharmacopoeia

When using new developed method, related data for the
applicability and reliability required to submit.

* Safety and Technical Standards for Cosmetics (STSC)
* National standard or internationally accepted method
if there is no related testing method included in STSC
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If using alternative test method of toxicity not included in Safety and Technical
Standards for Cosmetics,

* the alternative test method should be listed by the international authoritative
alternative method verification agency.

* the supporting doc need to be submitted to prove the alternative test method
can predict the toxicological end point accurately.

* the proof materials should include a brief description of the research process of
the alternative test method, research data, result analysis, conclusions, etc. of no

less than 10 test substances of known toxicity

How to use registered and filed new cosmetic ingredients?

Unauthorized cosmetics

Registrantand WSy registrantand filer C
filer Aof new  MFEoNT Production of
: cosmetic directly cosmetics Y
1 e fane New cosmetic Within the 3 years
H ingredient registration Of safet
' Authorization to use i or filing —Y .
new ingredients i monitoring period
\ Registration or filing
complete

Registrant and filer B of cosmetics

Production of cosmetics

The registered or filed raw material will be

. . MLUEE] included in the Inventory of Existing Cosmetic
NMPA organizes an evaluation of new safety Ingredients in China (IECIC)
. raw materials that have been safely Tssue o . -
Out of the period of e e S The monitoring of the same new material that is

still in the monitoring period shall be terminated
simultaneously

safety monitoring

Having safety
issue

The registration or filing of the raw material and cosmetics using the raw material shall be cancelled

Note: New cosmetic ingredient registration or filing required when the purpose of use or safe use amount changes for
the registered or filed new cosmetic ingredients

10
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Main contents of annual report

® Basic info of new cosmetic ingredient

Production of new cosmetic ingredient

® Information on cosmetic registrants, filers or entrusted manufacturers who use new raw
materials to produce cosmetics

® Information on cosmetics using new raw materials, including product name, product
registration or filing number, number of products produced or imported, sold, etc.

® Sampling inspection, investigation and recall of cosmetics produced with new raw
materials.

® The adverse reaction monitoring system, statistical analysis of adverse reactions and
measures of cosmetics produced with new cosmetic ingredients for cosmetics
manufacturers.

® Risk monitoring and evaluation management system and measures of cosmetics
produced with new cosmetic ingredients for cosmetics manufacturers

What kind of circumstances required to submit safety risk
control report?

® Other countries (regions) found the use of similar raw materials is suspected of causing
serious cosmetic adverse reactions or group adverse reactions

® Other countries (regions)’ cosmetics laws, regulations and standards improve the use
standard, increase the use limit and prohibit the use of similar raw materials

® Other situations related to the safety of new cosmetic ingredients

Main contents of safety risk control report

@® Basic info of new cosmetic ingredient

@® Production of new cosmetic ingredient

® Analysis of causes of safety problems or emergencies
@® Disposal measures and results

11
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Quality and safety info of existing cosmetic ingredients

l

How to submit the quality and safety info?

v’ Cosmetic registrant/filer or domestic

Online system and official guide not available

l

How to fill in the quality and safety related info ?
Step 1 : ID application via safety info service platform

responsible person uploads the v’ Record information sheet of cosmetic ingredient
quality and safety info file provided by v eI R ) ity of th
the ingredient supplier directly Docum(.entary evidence as an entity of the
enterprise
OR Step 2 : Filling in quality and safety relate info
v' The ingredient manufacturer submits v’ Trade name
the quality and safety related info of v Composition of the ingredient
cosmetic ingredients to the NMPA v" Recommended amount of addition in cosmetics
specified info system to issue a code of v’ Use restrictions of raw material
the raw material. v’ Characters of raw material
v Cosmetic registrant/filer or domestic v’ Description of physical and chemical properties
responsible person fill in the code to v’ Description of production process
affiliate the quality and safety info file v’ Quality control requirements
v’ Evaluation conclusion of international

authoritative body
Use requirements in other industries
Limits of risk substances

23

Transitional solutions of cosmetic ingredients

New product registration and filing application

Since 1st Apr 2021 -
registration and filing

Since 1st May .
2021

material shall be submitted.
Since 1t Jan 2022 -

Since 1st Jan 2023 -

Products that have been registered and filed

Beforelst May 2023 .

ID application available on the new online info service platform of new cosmetics ingredient

New application for the registration and filing of new cosmetics ingredients through the new
online info service platform available

* Fill'in the source and trade name of raw materials of product formula;

For the ingredients with the requirements of certificate of analysis in terms of Safety and Technical
Standards for Cosmetics, the certificate of analysis or the quality and safety info of the raw

Safety-related info of the raw materials with functions of preservative, sunscreen, colorant,
hair dye, anti-freckle and whitening need to be provided

The quality and safety info of all raw materials need to be provided

® All special and ordinary cosmetics registered or filed on both the old and new online system

Supplement to provide the quality and safety info of all ingredients in the formula

12
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Thank you for your attention

Compliance@gpcregulatory.com
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