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Microbiological Examination of Non-

L EREEEOMENFHER:

sterile Products:

Microbial Enumeration Tests E!ﬁﬁﬁ
1 Introduction 1. FX
2 General procedures 2. EAFIE
3 Enumeration methods 3. AEEERE
4 Growth promotion test, suitability of the 4, EEHMERE, BIEEOBE AR CREM TR

counting method and negative controls

4-1 General considerations 4L —REH

4-2 Preparation of test strains S 4.2, REREOTH

4-3 Negative control 4.3. B ‘

4-4 Growth promotion of the media 4.4, FEHbMERE

4-5 Suitability of the counting method 4.5, BREFEET CTOREEOHEEMHE

in the presense of product

4-6 Results and interpretation 4.6. FERRUHIE
5 Testing of products 5. B DORER

5-1 Amount used for the test 5.1. BB E

5-2 Examination of the product 5.2. ®RORER

5-3 Interpretation of the results 5.3. FEROHE

Microbiological Examination of Non-

. ESRISLE DOME M SRR

sterile Products:

REREDER
Test for Specified Micro-organisms
1 Introduction 1. X
2 General procedures 2. EAFIE
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-3 Growth promoting and inhibitory 3. REHERE, RERIEOBE MR xR
properties of the media, suitability ‘ A

of the test and negative control

3-1 Preparation of test strains . 3.1. RBRE RN
3-2 Negative control 3.2. FatExiR
3-3 Growth promotion and inhibitory 3.3, BEHDOMERRHAER

properties of the media

3-4 Suitability of the test method 3.4, RERIEDOE A
4 Testing of products , 4. B DORR
4-1 Bile-tolerant gram-negative bacteria 4.1, B BRI S Aa B
4-2 Escherichia coli 4.2. KRG
4-3 Salmonella 4.3, YVERT
4-4 Pseudomonas aeruginosa 4.4, FEE
4-5 Staphylococcus aureus ‘ 4.5. BT FUIKE
4-6 Clostridia 4.6. ZOANUT
4-7 Candida albicans ‘ 4.7. o DE T NET A
5 Recommended solutions and culture media 5. %ﬁéﬂé?&i&&(ﬁ%ﬁ&
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Sterility 406 MEEEME
(Introduction) (ATEX)
Precautions against microbial contamination 1. BAMBE R T HFHHNE
Culture media and incubation temperatures 2. B R OBERIEE
Media for the test may be prepared as described 2.1. —EH
below, or equivalent commercial media may be )
used provided that they comply with the growth
promotion test
Fluid thioglycollate medium 2.2. WWRF A7) a— VEEREHE
Soya-bean casein digest medium 2.3, VAL =L P H A ANEHE
The media used comply with the following tests, 3. BEHOE A
carried out before or in parallel with the test
on the product to be examined
Sterility I
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Growth promotion test of aerobes,
apaerobes and fungi
Method suitability test
Membrane filtration
Direct inoculation
Test for sterility of the product to be examined
The test may be carried out using the technique
of membrane filtration or by direct inoculation
of the culture media with the product to be examined.
Membrane filtration
Aqueous solutions
Soluble solids
Oils and oily solutions
Ointments and ceams
Direct inoculation of the culture medium
Oily liquids
Ointments and ceams
Catgut and other surgical sutures

for veterinary use

Observation and interpretation of results
Application of the test to parenteral preparations,
ophthalmic and other non-injectable preparations
required to comply with the test for sterility

Minimum number of items to be tested
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