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Legislation

* Governing Regulation: Cosmetic Supervision and Administration Rules (CSAR)
* Provisions for Management of New Cosmetic Ingredient Registration and Notification Dossiers (May 2021)
 Administrative Measures on Cosmetics Registration and Notification(May 2021)

 Managing Department: National Medical Products Administration (NMPA)

Cosmetic Supervision and

Cosmetics Hygiene Administration Rules — public State council order
Supervision Regulations consultation No.727 (CSAR)
(Ministry of health) (NMPA) WTO notification Came into force
I 2013 - 2015 I 2015.7.20 1 2020 I
>
1989 l 2014.11.8 l 2018.12.18 l 2021.1.1
Amendments State council 1. 2020.1.3 Passed by
state council review state council
working party 2. 2020.6.29
Published
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http://www.gov.cn/banshi/2005-08/01/content_19081.htm
http://law.pharmnet.com.cn/laws/detail_4698.html
http://law.pharmnet.com.cn/laws/detail_4698.html

Regulation Structure

Cosmetics Supervision and Administration Regulations (CSAR, 2021)

* Chapter 1 —general provisions

* Chapter 2 — raw materials and products

* Chapter 3 — production and operation

* Chapter 4 —supervision and administration

* Chapter 5 —legal responsibilities

e Chapter 6 — supplementary provisions (toothpaste and transition period)
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http://law.pharmnet.com.cn/laws/detail_4698.html

Submission Body

& gf

Representatives Importers

1. The ingredients will be registered under the Agent’s name
2. Authorization letter need to be provided, including full names in Chinese

and English of both parties, addresses, authorization scope, authorization
period, etc.
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Classification

Definition of cosmetic ingredients :

Ingredients used in cosmetic formulation. According to the using history in China, it can be classified into
* Existed Ingredients: Included in IECIC (2021 edition), or

* New Ingredients: Ingredients, natural or artificial, for the first time, used in cosmetic products in China

Cosmetic b "
Ingredient Ingredient Registration / . Preservatives
Submission | Record Filling 2. UV filters
| |
\ 3. Colorants
Existed New ,
Ingredient Ingredient 4. Hair dyes
5. Freckle removing or whitening agents

| |
Medium / : : /
Low Risk High Risk

Ingredient
Ingredient .
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* |ECSC (Chemical) — Inventory of
Existing Chemical Substances
Produced or Imported in China

* |ECIC (Cosmetic Ingredients) —
Inventory of Existing Cosmetic
Ingredients Produced or Imported
in China
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Link with REACH Compliance

IECSC

Cosmetic use

Methyl

Paraben;

Propyl IECIC
Paraben;

Stearyl

Alcohol;

om


https://gpcgateway.com/common/compliance_advisor/OA--/Q2hpbmE-
https://gpcgateway.com/common/compliance_advisor/OA--/Q2hpbmE-

CO SIM etl C 1. Submission platform
EX|Sted |n g red | entS 2. Submission requirements

3. Submission procedures
iPC
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Submit by Foreign manufacturers

For manufactures, domestic or overseas, it is possible to submit information under your
company’s name.

Ingredient manufacture refers to “an enterprise that is responsible for the safety of the
ingredient(s)”. It can be:

* Actual production company of the ingredients;

* An affiliated company that belongs to the same group of company as the actual production
company of the ingredients;

* The entrusted enterprise in the act of entrusting the production of the ingredients.

The “name of the ingredient manufacturer” needs to be unique, correct, and consistent
with the content contained in the enterprise‘s main body certification document.
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Application Form of Consular Legalization of the Embassy/Consulate

of the People’s Republic of China
- *HFARME, Z¥, FERHTARE, FRFEZ AR F XBAXAT FHTHERHT,
S u m I t y YO u rS e HAEDONITv%$E. The applicant should fill in this form truthfully,completely and clearly. Please type
the answer in capital English letters in the space provided or tick (V) the relevant box to select.
1. A A B3 Applicant (For Individual Use Only)
iz =3 R
[ ) Ad va ntage s Name Gender Place of birth
ot o R
_ . . (yyyy-mm-dd) Nationality Occupation
o Cost-saving, free of charge or one time payment e e
o Time-saving, you will have the opportunity to manage your TR T
own account, to check the substance information, and to add . -
ingredients at anytime. po— pav
o Theingredient is registered under your own name 2. £ % EMAS I Applicant (For Company/Organization Use Only )
U deEns
* Enterprise verification o pyo
Address Phone Number
o Application form for legalization srraasy | &5 L

Legal Representative
of company/organization | S {4 i % Type of ID iE 45 % Number of ID

3. AEBRAME X FEHHER

. Matters certified by the notarial deeds or other certificates

O CO py Of pa SS p 0 rt Of t h e a p p | I Ca nt O 4 i Birth certificate; 014585 Marriage certificate; [ 409832 FiE 9] Certificate of non-criminal record;
O BEiE % Health certificate; 0% J7iE ¥ Diploma; OZ4%4 Authorization letter; O 7 ¥ 4% Statement;

O & X1 Business documents; Ol (539 ) Other (please specify) :

o Original version and copy of notarized documents

o Authorization letter and ID of authorized person

4. AIEAREE E B fu S0 A H & Purpose and Destination of Legalization
* Apply for an account at ‘Cosmetic Ingredients Safety Information ARRK Pupocolieuladon: | DK Marzes - DFR P OB Rl

O3 Litigation; O44E Visa; O4i# Adoption; DO 4% % % Business and trade;
L] L] ’
Registration Platform

Off (35 ) Others(please specify):

X 44 fi# Destination of legalization:
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http://ciip.nifdc.org.cn/#/login?redirect=%2Fdashboard

12

Submission Requirements

Enterprise Ingredient Safety
Information Information * Main components and key characters;
Submission Submission * Source of raw ingredient;
* Manufacturing methods of ingredient;
( _ ) ( ) * Other characters
__ Enterprise Ingredient * Reasons for compound ingredient or mixture
| information sheet —! classification and
L (Attachment 13) ) L ey characters ) * Names of main components of the ingredient;
p N p N » (Content of the components in percentage;
e Others, including use in cosmetics, restrictions,
| D document L |n$redient §afetv . quality control requirements and character
information indicators. If applicable, limit requirements for
\- J \- J risky substances, assessment conclusion, use in
p N other industries
* |[fitis oligopeptide raw material, amino acid
— POA (If required) sequence
. J
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Submission Procedures

No tonnage band distinction!
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Account application Account application Fill in and submit
for foreign == ==P> at NMPA online ) €Nterprise
~manufactures service center information

Fill in and submit
ingredient safety
information

Unique ID for ingredient! ! |

Code Generation

XXX XX

(five numbers of company
code)
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Why Submission Code Is Important?

Ingredient source

and name, quality Provide all
certification if ingredient safety
ZElEE e 2022.01.01 JRITREET 2023.05.01
2021.05.01 ‘ 2023.01.01
Provide important ingredient Completed registration
safety information, including applicants, add all
whitening, sun-proof, coloring, ingredient safety
preservation and dying information

For those raw ingredient manufactures who has already done the ingredient submission,
they only need to share the ingredient code to the importers / upstream users!

Your business secretes can be protected!
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CO SM etl C 1. Submission requirements

New Ingredients 2. Submission procedures

3. Timeline
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Submission Documents

= [ —

— E8

o

Account application: Dossier preparation
1. Information of registrant and notifier of new 1. The name, address, and contact information of the
cosmetic ingredient. registrant, notifier, and domestic responsible
2. Safety risk monitoring and evaluation system person.
overview of registrant and notifier of new 2. New cosmetic ingredient R&D report.
cosmetic ingredient. 3. Research documents on the NCls preparation
3. Original authorization letter of the domestic techniques, stability, and quality control standards.
responsible person and the original notarial 4. Safety assessment documents for NCls.
certificate (for overseas registrant/notifier). 5. Technical requirements (available for the public).
6. Other supportive documents.

© Global Product Compliance (GPC) - Group



Submission Procedure

!
OR / Account

High Risk L
Ingredient Required Test

!

Dossier preparation

5 days +— Format Review

_ _ IECIC?
90days «—  Technical Review A
Certificate Use in

Cosmetic
5 days +— Information Disclosure

Valid for 5 years

© Global Product Compliance (GPC) - Group

Medium / Low
Risk Ingredient

Online Submission

Record Receipt

Information Disclosure — 5 days

17
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New Ingredients Registration Timeline

e Approve — Certificate

/ * Disapprove — written explanation
3 days Technical 3 years

Committee 20 days pecision Report

— —a " e
\ ' J - J

Preparation

Case 90 days  Opinion to 5days Publish List in
accepted NMPA ¢ IECIC
by NMPA

If the report is disqualified, then it
won’t be listed in IECIC, and the
certificate will be canceled

© Global Product Compliance (GPC) - Group
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IECIC Inclusion (cosmetic Ingredients inventory)

Three years
safety monitor
period

If there is no safety
issues, then NMPA will
add it into the Inventory
(IECIC)

New ingredient Technical committee

registration submits opinion to If there are any safety issues, then
NMPA regarding if the NMPA shall withdraw the
ingredient complies registration or record filling of the
with the safety new ingredient

requirements

© Global Product Compliance (GPC) - Group
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1)
2)

3)

4)
°)

6)

© Global Product Compliance (GPC) - Group

Main Content in Annual Report

Basic info and 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
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Take Away

1. Cosmetic ingredients are still chemical substances, do check REACH
compliance requirements

2. For existed cosmetic ingredients,
» Check if your cosmetic ingredients are listed in IECIC
* You can submit by yourself as overseas manufactures
» Aslong as the trade names of the products are different, new submission is required
» There is no expiration date on the code

3. For new cosmetic ingredients,
» Check the function(s) of your substances first
» Tests may take long time, so prepare in advance
« 3-year’s monitoring period is important

© Global Product Compliance (GPC) - Group qﬂ



Thank You!

b Your Seamless Extension in T,

Global Regulatory Compliance.

o IDEON Science Park, Beta 5.

Scheelevdagen 17,
223 63 Lund, Sweden \. + 46 (0) 46 211 46 15

}X{ compliance@gpcregulatory.com @ www.gpcgateway.com

@ Global Product Compliance



COSMETIC PRODUCT
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LOBBYING FOR COSMETIC
COMPANIES

— French National Agency for Medicines
and Health Products Safety (ANSM)

— European Commission

—1S0O, CEN, AFNOR

— Foreign countries authorities

SHARED SERVICES

— Regulatory watch

— Free Sale Certificates
— Training

— Purchasing group

— Events, Congress

WORLDWIDE REGULATORY WATCH

1 20 Countries monitored (Europe & international).
On-line available databases 24 hours, 7 days

1 500 Updated factsheets and summary tables

@ 48 h Deadline answer to your regulatory requests

from a specialized team

7 days a week emil alerts ot each

regulatory amendment

é CH OOSE your tsitored solution

| database France / Europe OR International
2 databases France / Europe AND International

832 COSMIED

UASSOCIATION DES PME DE LA FILERE COSMETIQUE




REGULATORY DAYS by Cosmed

21 & 22 March 2023 (in Paris or remote)

European regulation

Review of national and European
institutions (French DGCCREF,
European Commission)

Updates on environmental challenges
(green deal, eco-design and
sustainability, environmental claims,
compliance of recycled packaging)

Marketing trends and influence on
regulation (bulk sales, CBD and hemp)

Round table: labelling of “new” allergens

International regulation
Round table - China: End of transition
periods, how to be ready?

Overviews (category of your product
for export: cosmetic or not?,
Inspections world tour with focus on
claims, Latin America: marketing
requirements)

Country news (Middle East - Changes
in regulations, Korea - environmental
regulations, Asia - news outside
China)

(1 1
Webinar Cosmed & GPC — 20.10.2022 - Marie MAGNAN :::

COSMED
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CONTENTS

1 Regulatory landscape for cosmetics in China
2 Category of cosmetics and claims

3 Chinese responsible person

4, Documents for registration/notification

5 Labelling
CONCLUSION

Webinar Cosmed & GPC —20.10.2022 - Marie MAGNAN




REGULATORY

LANDSCAPE FOR
COSMETICS
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CONTENTS

1 Regulatory landscape for cosmetics in China
2 Category of cosmetics and claims

3 Chinese responsible person

4, Documents for registration/notification

5 Labelling
CONCLUSION
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CATEGORIES

DEFINITION

The term "cosmetics" refers to « daily chemical industrial products applied
to the skin, hair, nails, lips and other surfaces of the human body by
spreading, spraying or other similar methods for the purpose of cleaning,
protecting, beautifying and altering appearance™.

Special use cosmetics

Hair colouring products, perm products, anti-freckles products, whitening
products, sun protection products, anti-hair loss products, products claiming new
effects

General cosmetics
Others

Special cases: toothpastes, soaps without cosmetic claims

832 COSMIED
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Text

C LASSIFICATION "Cosmetic Classification Rules and Catalogue”

Entry into force 1 May 2021 / Update for existing dossiers: 1 May 2022

= 26 efficacy/claims categories + 1 « new effect »
= 10 body part categories + 1 « other part »

—> 3 population categories + 1 « other »

=11 product forms

—> 2 Uses

Type product code:
01-02/03-04-05-06

Letter = new effect / population / body part

832 COSMIED
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Efficacy of cosmetic products

Article 22 of the CSAR : general requirements on efficacy

- Sufficient scientific evidence

- Summary of literature, research data or efficacy tests published on a specific authority's
website

Claims
Any claim outside claims categories considered as "new" => product reclassified as a special
purpose cosmetic.

Words prohibited

= medical terms, names of medical personalities, names of medicines;

imply that the product could have a medical efficacy

Unverifiable or counterfeit scientific data; terminology or mechanisms not validated by the
scientific community

False information or denigration of other products

Use of the name and image of public authorities or institutions

Fictitious, invented, absolute, misleading or exaggerated terms

Use of the properties of a raw material to imply that the finished product would have those
same properties

Terms that are contrary to good morality or offend public order; superstitious meaning

COSMED

. UASSOCIATION DES PME DE LA FILERE COSMETIQUE
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CONTENTS

1 Regulatory landscape for cosmetics in China
2 Category of cosmetics and claims

3 Chinese responsible person

4, Documents for registration/notification

5 Labelling

CONCLUSION
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NOTIFICATION
REGISTRATION

New notification/registration

platform
https://zwfw.nmpa.gov.cn/web/index

— Migration of all dossiers on 1
May 2022

REGULATION

Provisions for Management of Cosmetic Registration and

Notification Dossiers
— Documents and information needed

Administrative Measures for Cosmetics Registration and

Filing

Cosmetics Supervision and Administration Regulation

= Change management, renewal requests, document format,
numbers, responsibilities

Technical Guidance for Submission of Cosmetics

Registration and Notification Dossiers
= File format, mandatory/optional

One Domestic Responsible Person per product

ses COSMED
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CHINESE
RESPONSIBLE
PERSON

DOMESTIC RESPONSIBLE PERSON (DRP),
LEGAL ENTITY IN CHINA

- Notify and register on behalf of the applicant
- Support the quality and safety of cosmetic
products in the Chinese market (quality management
system)
- Manage cosmetovigilance, adverse reactions and a
possible product recall
- Cooperate in case of control by the authorities

(f"”
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FOREIGN
APPLICANT

COMPANY [/ FOREIGN APPLICANT

- Information sheet: passport numbers and CVs of the
legal responsible person and the person responsible for
quality

- Summary of the quality management system

- Summary of the cosmetovigilance management
system

- Legalized authorization letter for the Chinese
responsible person

- Information sheet of the production company (also in
case of subcontracting).

- Certification required for a company located outside
China.

833 COSMED
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3 Chinese responsible person
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5 Labelling
CONCLUSION

Webinar Cosmed & GPC —20.10.2022 - Marie MAGNAN




DOCUMENTATION

PRODUCT

(IN CHINESE)

- Form (with classification code)

- Product name, Chinese name and trademark registration certificate
- Detailed product formula (name of the raw material, INCl and
percentage)

- Product specifications ("product standard"): description of the
production process, organoleptic, physico-chemical and
microbiological specifications, control methods, storage conditions,
shelf life.

- Original labelling and Chinese labelling. 3D views of the product in
its packaging.

- Test reports: microbiological, physico-chemical, toxicological,
efficacy (carried out by a laboratory approved by the NMPA; all
products from the same batch).

- Safety assessment

- Free Sale Certificate (imported products)

833 COSMED
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EXEMPT
FROM AN

TESTIN

ON
MAL

CRITERIA

General cosmetics category

GMP certification from the authorities (ANSM in France)
Safety assessment confirming the absence of risks
Target population does not include children

Formula without new ingredients (under review)

R I

Good score (social credit) of the company and the

responsible person with the NMPA

Text: Provisions for Management of Cosmetic Registration
and Notification Dossiers
ARTICLE 33

833 COSMED
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LABELLING

Text “Administrative Measures for Cosmetic Labeling”
From 1 May 2022: compliant labelling for new products

From 1°" May 2023: compliant labelling for all products

MANDATORY LABELLING - in Chinese

- Chinese name of the product

- Registration number (special use cosmetics)

- Name and address of the company applying for registration/notification. In case of a
foreign company, add the name and address of the Chinese responsible person.

- Name and address of the manufacturer

- Number of « Product standard »

- List of ingredients in Chinese INCI in descending order of concentration. Ingredients
with a concentration of less than 0.1% will be listed separately, in any order and preceded
by the words: "trace ingredients".

- Net quantity

- [Production date and shelf life] or [batch number and expiry date].

- Instructions for use - Precautions for use, preceded by "caution" or "warning"

On the PRIMARY PACKAGING, Chinese name of the product and expiry date are

833 COSMED
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SIMPLIFIED
TIMELINE

1°" January 2021: implementation of the CSAR

1°" May 2021: Opening of the registration and notification platform
Mandatory classification code for new registrations/notifications

1°" January 2022: annual report on cosmetic products to be provided (every year)
Efficacy and simplified safety evaluation for any new registration/notification

1°" May 2022: migration of already registered/notified cosmetic products to the
new platform with addition of labelling, product visuals, formulas, classification
codes

Efficacy for cosmetics notified or registered between 1" May and 31 December
2021

1°" May 2023: Efficacy data for all products
Labelling according new requlation (all products)

1st May 2024: Full safety assessment

832 COSMIED
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CONCLUSION

CHANGE OF REGULATION

WORLDWIDE REGULATORY WATCH on COSMETICS

- More complex EUROPEAN INTERNATIONAL
- More documentation : confidential DATABASE DATABASE
information? ez somn -
y 1 f ificati :
- More controls TEIGH o rEguiations : Class.l?lcalmn o_f products:
- Specificities of E.U cosmetics, quasi-drugs, OTC,
- Summary Tables of regulated Matural Products
= Quick adjustments needed ingredients . Fact sheets on regulations
= Decrease of numbers of - Product Information File - Summary tables of regulated

notification/registration - Assessment of ingredients substances
— Increase of prices . Notification of cosmetic _Labelling, Claims

product . Registration / Notification of
. Labelling, Claims products ...
. Cosmetovigilance . Comparative substances

. PAQ tool tables [UV filters ...]
. REACH, CLP

. Actors’ Obligations ...

Contact: regulatory2@cosmed.fr

832 COSMED
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