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Approval
standards

Recommen
ded media
list

Validation
test

1ISO 21149,
Cosmetics —
Microbiology

— Enumeration
and detection of
aerobic
mesophilic
bacteria

Bacteria:
Soybean-
casein digest
agar (SCDA) ;
Eugon LT 100
agar

Validation of
the efficiency of
neutralizer

microbial limit
test for
cosmetic
products ACM
THA 06

Bacteria:
Modified
letheen agar
(MLA)

Mould and
yeast: Malt
extract agar
(MEA) ; Potato
dextrose agar
(PDA)

Validation of
the efficiency of
neutralizer

Standard
methods of
microbiological
examination for
cosmetics
General rules i+

M5B A

¥ E AL
dip] 2
GB 7918.1-87

Bacteria:
SCDLP
medium
(Soybean-
casein digest
agar ; SCDA
with
polysorbate 80,
lecithin)

Not mentioned

Pharmacopeia -
USP 37- <61>
Microbial
examination of
nonsterile
products:
microbial
enumeration
tests

Bacteria:
Soybean-
casein digest
agar (SCDA) ;
Trypticase soy
agar (TSA)
Sabouraud
dextrose agar

Promotion tests
for media are
required

COLIPA,
Guidelines on
Microbial
Quality
Management,
published by
the European
Cosmetic,
Toiletry and
Perfumery
Association,
1997

Bacteria:
Soybean-
casein digest
agar
(SCDA)/buffere
d sodium
chloride-
peptone
solution with
neutralizing
agents. e.g.
polysorbate 20
or 80, lecithin,
thiosulphate

Not mentioned

EP,
Microbiological
Examination of
non-sterile
products, 4th
edition,
published by
the European

Pharmacopoeia,

2002

Bacteria: Fluid
thioglycollate
medium ;
Soybean-
casein digest
agar (SCDA)

Promotion and
validation tests
for media are
required

FDA,
Bacteriological
Analytical
Manual,
published by
the U.S. Food
and Drug
Administration,
2017

Bacteria:
Modified
letheen agar
(MLA) (M78)
Mould and
yeast: Malt
extract agar
(MEA) (M93)
Commercial
bacterial
identification kit
(API or
equivalent)

Not mentioned
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Negative control:
dilute broth/ no
contamination

Positive control:
Growth promotion

Treament

methods:
Neutralization
[ filtration/ dilution

TABLE 3. Culture Conditions for Preparation of
Standardized Cell Suspensions and for Microbial
Recovery Studies in Method Validation Experiment
(United States Pharmacopeia Chapter <61>).11

ORGANISM

5. aureus

P. aeruginosa

B. sutillis

C. albicans

A. brasifiensis

CULTURE
MEDIUM

Soybean-Casein
Digest (broth,
agar)
Soybean-Casein
Digest (broth,
agar)
Soybean-Casein
Digest (broth,
agar)
Sabouraud

Dextrose (agar,
broth)

Sabouraud
Dextrose Agar
or Potato-Agar

TEMP
(°C)

Z0to 35

i0to 35

30 to 35

20to 25

20to 25

TIME (CELL
SUSPENSION)

18 to 24 hours

18 to 24 hours

18 to 24 hours

2 to 3 days

S5to 7 days

TIME
(RECOVERY)

<% days

=3 days

=5 days®

<b days®

13

hlternate medium: Sabouraud Dextrose Agar or Soybean-Casein Digest Agar
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1ISO14644 FS 209 20.1 20.2 20.3 20.5
pm/ft3 pm/ft3 pum/ft3 pum/ft3
4 Class 350 75 30 10
10
5 Class 750 300 100
100
7 Class 10,000 70
10,000
8 Class 100,000 700
100,000

FEE2  90mmE F CFU/ 4hrs  90mm i 7 CFU/ 1hr

Class 100,000 <100 <20
Class 10,000 <50 <5

Class 100 <5 <1
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Figure 1 - Filters in Process Water Systems

1 - Particle Filtration 4 - RO Prefilter 6 — Bioburden/Fine Particle Reduction Filter
2 — Carbon Fines Trap 5 - Tank Vent Filter 7 — Sterilizing Water Filter
3 - Resin Trap
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