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Annex 2

General Principles for Microbiological Examination in Cosmetics

1 Scope

This part specifies the basic principles and requirements for microbiological

examination in cosmetics.

This part applies to microbiological examination in cosmetics.

2 General Requirements for Laboratories
2.1 Laboratory Environment

2.1.1 The laboratory environment shall not adversely affect the accuracy of test
results.

2.1.2 Laboratory work areas shall be clearly separated from office areas.

2.1.3 The size and overall layout of the laboratory shall be suitable for the testing
activities to be performed. A unidirectional workflow is recommended to prevent

cross-contamination.

2.1.4 Cosmetic samples shall be tested in designated clean areas, which shall be

clearly marked.

2.1.5 The laboratory’s ambient temperature, humidity, cleanliness, lighting, noise
levels, and other environmental conditions shall meet the requirements of the testing

activities.

2.1.6 The isolation and identification of pathogenic microorganisms shall be performed
in a laboratory whose layout and safety measures meet the requirements for Biosafety
Level 2 (BSL-2) laboratories.

2.2 Personnel

2.2.1 Testing personnel shall have an appropriate educational background or training

in microbiology, possess the relevant professional knowledge, and be able to
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understand and correctly perform the testing procedures.

2.2.2 Testing personnel shall be familiar with biosafety practices for laboratory testing,

as well as procedures for disinfection and sterilization.

2.2.3 Testing personnel shall maintain personal cleanliness and hygiene during testing

to prevent contamination of samples by personnel.

2.2.4 Testing personnel shall observe the applicable safety precautions during testing

to ensure their own safety.

2.2.5 Personnel with color vision deficiencies shall not perform tests that require color

discrimination.
2.3 Laboratory Equipment

2.3.1 Laboratory equipment shall be suitable for the testing activities to be performed.

A list of commonly used laboratory equipment is provided in A.1.

2.3.2 Laboratory equipment shall be stored under appropriate environmental
conditions that facilitate maintenance, cleaning, disinfection, and calibration. The

equipment shall be kept clean and in good working order.

2.3.3 Laboratory equipment shall be regularly inspected and/or subjected to
metrological verification, with appropriate labels affixed, and shall undergo regular

maintenance and servicing to ensure proper performance and safe operation.
2.3.4 Records of routine monitoring or equipment use shall be maintained.
2.4 Testing Materials

2.4.1 Testing materials shall be suitable for microbiological testing. Commonly used

testing materials are listed in A.2.
2.4.2 Testing materials shall be clean and/or sterile before use.

2.4.3 Testing materials to be sterilized shall be placed in designated containers,
wrapped in suitable materials (such as sterilization wrapping paper or aluminum foil),
or fitted with appropriate stoppers or caps. The effectiveness of sterilization shall be

ensured.

2.4.4 Testing materials shall be stored in a clean and dry environment. Sterilized and
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1 SEE
A ME T W mMEDFIEIeNERRNAIERK,
AEDER T mBIHE F1aie.

2 SCIREHEAEK

2.1 INE

2.1.1 LRGN IS RAVERNYE,
2.1.2 TWEMTRXESHAZEXENFEESFT.

2.1.3 LW=ETREFRMER T ENERENSRIE T/ FNFEER, LR =MBERAH
BEIERE, BERRISH,

2.1.4 (CRFRERNEESXERT, EFXKENERERR,
215 LWERIMGRYRE. BE. EH2ENREBE. BESFNEFEIFEX.

2.1.6 BRNMENSBLEETENEFE_REYLRELIRE (Biosafety level 2,
BSL-2) EXAImBIHE. ZEMIRERETHIT.

22 AR

2.2.1 1 ARNEEENAYMENEWHEZIR)ILH, BEEEXTIANR, EBE
fRFFIERASERER IS,

2.2.2 W ARNERLWEEYIGI T EBRIFAIRMES KEANIR.
2.2.3 MW ARNAGIEEREFRIFIAESSRE, BIEARSRER.
2.2.4 10 ARSI PETRXTLEENNE, RIEBSRE.
2.2.5 BHEUNRERIBIARTBEITIE KRB,

2.3 LIIRE

2.3.1 LWIRBNAEHERIC TIFRIFRE, BRALEIREN AL,
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2.3.2 LWIRBNNETEENMRFZMET, T4, 55, H55RE, FHRFE
iao RIFRITIPRE.

2.3.3 SLRIRENERHTREN/SHEE (IGR). 4EPFRST, LIBRRITIFIERE
ML=,

2.3.4 XWRENHHEBRICREERICR.

24 e

2.4.1 WG AmNHEMEDIGIR TIFRIFEXK, BRAREARI A2,
2.4.2 1l RmEERRINRFE S/ EEHE.

2.4.3 FEXENVRIEARNEEEFESFRNNASENME (NERRER. 1858
NEF) BEIMME, NMRIERERR.

2.4.4 1R RAmIEEFEMNENRFTIEMES, EXESAKKENRAmN D FERFE
HFRIR,

245 XERKARNMNCRKEEE. KB ERUE AR,
2.5 Btk
2.5.1 LR ENIRFEEH T LR EEAIFRAERE.

2.5.2 N{EREREEIMAEMEIMRETAREFN RN ERR, SERSER
WRRTERXRE SRR LR R R EENR. HEFEEREMRA RS MR B,

2.5.3 LWENEVEMEEINXEER.

2.54 WLRWESBEKR (FEERK), 2IEER, IFALREREPREEFIE
e

2.6 IBFEMILF
BB EFENAFIRYECHITE MR C,
EFENAFIRNRERERZRMR D AINERIT.
3 HFmRIREREEEIM
3.1 REIEBETEERFER, PBLE—YIR8ERIMESH,
3.2 FrRE&ERIEmM, MBERETME. RMEREREN, FRESHCRINEFRER
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