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Disclaimer

This is an unofficial document provided by ChemLinked (chemlinked.com), a platform of

REACH24H Consulting Group, as an informational service to assist non-Chinese
companies to better understand Asia Pacific especially China Chemical, Cosmetic, Food,

Agrochemical and Drug regulatory issues.

This document should only be used as a reference and in case of any discrepancy between

the English and original versions the original version shall prevail.

Nondisclosure:

You may not disclose this document to anyone else without the written permission of
ChemLinked.

For further clarification and questions, you can read our Privacy Policies or contact

us at cosmetic@chemlinked.com

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951 / +86 (0)571 8609 4444
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You can now catch up with the latest updates
of China CSAR on ChemLinked:

Stay tuned for more translations:
We will provide English translations of CSAR
and supporting rules.

Watch our webinars:

Interpretation of China's Cosmetic Supervision
and Administration Regulation

Check out the breaking news:

China Finalises the Long-Awaited Cosmetic
Supervision and Administration Regulation

Visit the featured page for more information:

Featured — China Cosmetic Regulatory
Reform Tracking

— CSAR —
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Attachment 1

General Guidelines for Microbiological Examination Methods in

Cosmetics (Draft for Comments)

1 Scope
This part specifies the basic requirements for microbiological examination in cosmetics.

This part applies to cosmetic sample collection, storage, preparation of test samples, and

quality control.

2 Basic Laboratory Requirements

2.1 Environment

2.1.1 The laboratory environment shall not affect the accuracy of examination results.
2.1.2 The working zone of the laboratory shall be clearly separated from the office zone.

2.1.3 The working area and overall layout of the laboratory shall be capable of meeting the

needs of conducting examination work.

2.1.4 The isolation and identification of pathogenic microorganisms shall be performed in
a biosafety level 2 (BSL-2) laboratory, and the internal environment of the laboratory shall

comply with the requirements for a BSL-2 laboratory.
2.2 Personnel

2.2.1 The examination personnel shall have relevant professional training experience in
microorganisms, possess corresponding qualifications, and be able to understand and

correctly perform examination.

2.2.2 The examination personnel shall master knowledge of laboratory biological

examination safety operation and disinfection.

2.2.3 The examination personnel shall maintain personal cleanliness and hygiene during

the examination process to prevent artificial contamination of the samples.

2.2.4 The examination personnel shall comply with the provisions of relevant preventive

measures during the examination process to ensure their own safety.

2.2.5 The personnel with color vision impairment shall not perform experiments involving
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color discrimination.
2.3 Apparatus and Equipment

The test equipment and apparatus shall be capable of meeting the needs of examination

work.

2.3.1 Balance: 0-200 g, accurate to 0.1 g.
2.3.2 Autoclave.

2.3.3 Shaker.

2.3.4 Erlenmeyer flasks: 250 mL, 150 mL.
2.3.5 Glass beads.

2.3.6 Glass rods.

2.3.7 Sterile graduated pipettes: 10 mL, 1 mL.
2.3.8 Constant temperature water bath.
2.3.9 Homogenizer or mortar and pestle.
2.3.10 Sterile homogenization bags.
2.3.11 Constant temperature incubator.
2.3.12 Refrigerator.

2.3.13 Microscope.

2.4 Strains

2.4.1 Standard or reference strains that are preserved by recognized microbial culture

collections or other peer-recognized institutions and are traceable shall be used.

2.4.2 When necessary, systematic and comprehensive records may be maintained for
original (wild-type) strains isolated, purified and identified from cosmetics or the
environment, which have not been registered with recognized microbial culture collections.
Such records may include the isolation time, source, principal phenotypic characteristics,

and other relevant information of the strains.

2.4.3 The laboratory shall maintain standard or reference strains sufficient to meet the
testing requirements. Verification shall be performed upon receipt and during subculture

and preservation.

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951 / +86 (0)571 8609 4444



http://www.chemlinked.com/
mailto:contact@chemlinked.com

Make Sure Your Products Entering Global Market
with Compliance

What we can do for you?

+ Responsible person (RP) service in China

+ Cosmetic formula and label compliance review

+ Product registration and notification

+ New cosmetic ingredient (NCI) registration and notificaion
+ Ingredient safety information submission

+ Cosmetic efficacy evaluation

+ Cosmetic formula and label compliance review
+ EDI Notification

+ Cosmetic QC test service

+ Functional cosmetic registration

+ Ingredients registration by ICID

+ Marketing license application

+ Cosmetics notification

+ Ingredients analysis and full ingredient list translation
+ Cosmetic test service

+ Label & advertisement review

+ Responsible Person (RP) service in the EU & UK
+ Cosmetic Product Notification Portal (CPNP)

+ Cosmetic Product Safety Report (CPSR)

+ Preparation of Product Information File (PIF)

+ Cosmetic formula and label compliance review

+ FDA Voluntary Cosmetic Registration Program (VCRP)
+ California Safe Cosmetics Program (CSCP)

+ Toxicological Risk Assessment (TRA)

+ INCI application

What makes us unique?

& Connect with officials and associations & Flexible consulting service packages

M Team of qualified toxicology and regulatory experts

CONTACT US | & +353 18899 951/ +86 (0)571 8609 4444 [ cosmetic@cherhlinked.corn
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REDRE TR HENF IR AT K,
ABOERTURFERIERE. RE. fHorRfENREEES.

2 SEIOEEAFER
21 g

2.1.1 L ENEN A I ERAERME,

2.1.2 SLWEMNTEKIFN SHAZEXIFNEESFF.

2.1.3 LWETIEERFISA R BREEHRENSIRE TIFNFE.

2.1.4 REMEMDBEETIERE—RENLELRE (Biosafety level 2, BSL-2) i#
17, LRERANENAFS - REMLEILRERNERK,

22 AR

2.2.1 163 A\ RNESENAMENEIES)ILn, BESENAYER, AEsIREIFIEH
SN L

2.2.2 IR ARNERLE =4I TSR ERIRFTES IR,

2.2.3 1O ARNERIGIRPFRIFMABEETERE, BLEARSHRER.

2.2.4 1938 A\ RNEIHREPETFEXTERENNE, RIEBSZTE.

2.2.5 BRENTESHNARTEEI TSR EFHEAIL,

2.3 (EEFmRE

IR E SUESNAEH RN TFNFE,

2.3.1 X¥: 0~200g, #&5HE= 0.1g,

2.3.2 BEXHEES.

2.3.3 Ix%Es.
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2.3.4 =¥k 250mL, 150mL,
2.3.5 KT,

2.3.6 IFIEES,

2.3.7 RKEZERE: 10mL. 1mL,
2.3.8 1ERKIATE.

2.3.9 YRESEHEA.

2.3.10 REIRE,

2.3.11 ([BRIEFFE.

2.3.12 k%A,

2.3.13 BHE.

2.4 Etk

2.4.1 NERHMENEMREE WESRITATIRTR. TR ESSER
e

242 RER, AINMMUUREINESE. 4itt. £EN, REMEDEFMREE N
HECEMNRESBEAR (FEEK) #HTR%. SBNENMEEICR, 80BN
B, KRERNEERBHIFER.

2.4.3 LWENRFEERELHNFEANERSEER, EUAMENREITRES, N
TR,

3 IESFERAAIRRSES

Wi SRR EITHN TR Sf(RERKEEN. MHENREMSE, =
IEFEAGITE RATHRIERIER 1~4, RPERESRABEMCFREREH TN,

SLRENFXIEHUR ERRNEFEFRREEFIITN TIF. SEr mattaEEE
Rrg36REH HEUS Ez BRI NEBAR R RAVRIETIE B BRERUX = migleik s, LI
EAREERIEIAN G, FRIEIRFERNZARIEFERIRE T LATE. XT3k 2~4
PARESREAEMN, SLREARIERMRE, £%F% 2~4 REIAYGEHTITN.

3.1 EHRENREKREE
3.1.1 EAIEHRE
BR2PIENNIEERERZEAEERMERZ (W0TSB) 155EP, EFIRERAE

5% (WEEFR18~24 h) , HIR1BRYHEENESR. HTERKENHE, A8
e EEFRAEFIKIE50~250 CFU, SEEFRAVEEFKIE/930~150 CFU,
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REMOVE COSMETIC REGULATORY BARRIERS
EXPEDITE GLOBAL MARKET ACCESS

- In-time regulatory information and market access requirements
- Supported by local and experienced technically adept technical team
- Strategic partnerships with competent authorities and industrial associations worldwide

- Customized consulting service for complete compliance solutions.

OUR SERVICES

[;_:r] Information & Knowledge Databases
News, Reports, Expert Analysis Regulatory Database, English Translations
Pedia-articles Inventories/Lists
Solutions Trainin
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Regulatory Compliance Service, On-demand Webinars, Online Course
Translation, Advertisement Service, Tailor-made Offline Events

Service, E-commerce Solution

Paramount Court, Corrig Road, Sandyford, Dublin 18, Ireland
CHEMLINKED.COM Tel: +353 1 8899 951 / +86 (0)571 8609 4444 / E-mail: cosmetic@chemlinked.com

Visit our website for more information about global cosmetic news & regulation updates f in D %






