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ISO/WD 17516 — Microbiological limits
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ISO/FDIS 11930 - Evaluation of
the antimicrobial protection
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ISO/FDIS 11930

Evaluation of the antimicrobial protection

of a cosmetic product

ISO/DTR 16910
Microbiological risk assessment

ISO/CD 17516

Microbiological limits
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Guidelines for the risk assessment and identification of
microbiologically low-risk products (ISO 29621)

Identified low-risk products

Physico-chemical factor | __Limit _| ____Example

pH
pH
Ethanol or other alcohol

Filling temperature
Water activity
Solvent-based products
Oxidizing products
Aluminium chlorohydrate

<30
> 10.0
> 20%

> 65.0
< 0.75

> 25%

Skin peels(glycolic acid)
Hair relaxers

Hair sprays, tonics,
perfumes

Lip balms, lipsticks,
cream blushes
Nail enamels

Hair dyes
Anti-perspirants



HEE 2 I 7} Cosmetic Product
ISO/FDIS 11930

ormulation
—— YES Intrinsically hostile to microbial
growth?
No/unknown
pecific manufacturing
YES conditions, packaging type and/or

ondition of use2

No/unknown

Challenge test on the formulation

v Y

Criteria A Criteria B Nor /:\, nor B
‘L Criteria

Additional factors~e
control?

YES

No

A A 4 Vl v .l‘ \L

Microbiological risk of Microbiological risk of the
the product controlled product not controlled
:’.:;3‘:,:’ Ir
Evaluation of the antimicrobial protection of a cosmetic product rl(g,.ofﬂ
(ISO/FDIS 11930) £ D)

Evaluation criteria for the Preservation Efficacy Test

- C_albicans A_brasiliensis

T14 T28 17 T14 T28 T14 T 28

Criteria 23 Iog NI =2 1%leg NI NI NI 2 1 log
A

Criteria 23log NI > 1 log NI NI NI
B

NI : no increase in the microbial population relative to preceding time

Criteria A : General case with no addition factors considered.
Criteria B : Acceptable when user contamination is mitigated by other
factors such as protective packaging.

A Bacteria Mold
7day l4day 28day 7day l4day | 28day
UsSP 20 log Za NI NI NI
CTFA 3.0 log Zta NI 1.0 log ZtA NI




Cosmetics-Microbiological risk assessment(ISO/DTR 16910)

Product concept and mlcroblologlcal safety

1 Safety requirements

& safety level

Microbiological limits i
Consumer Safety opi !(?!T s Protection of the product
defining aspects tetive
gaE Qualitative (spec. MQ) Fntrinsic parameters I | Extrinsic parameters
o target
pog:l;zi::: [ IS0 18415; 16212; ........ ] e | P
© application Preservatives, | Propellant,
o area ~L3 antimicroblal const, | protective gas,
o mode i Q chemical & physical | temperature,
o ({frequency) ) B properties | iwamlngs, Instructions
o (quanity) 2| /- Product ——— -
== / — sl R —
Quality aspects 2|/ of adequate \ Efficacytest(s) | Evidenceofefficacy
o || microbiological ' Challenge test | Literature,
B! quality in the IS0 11930 | In-use tests,
w \ that Chemical & physical i | theoretical concluslons
e Sy \ma e | parameters ISD 29621 Jl
crobialris // L iy
potential (acc. to E}
et o Production process
Adequate to the protection of the product

Microorganisms

Approach to an effective risk assessment

-1 ¥

Measures for the protection of the product
comresponding to safety requirements

Market experience

relevant to: PP Raw material, CMP
= Consumer health e monitoring production technique,
e Product quality o complaints hygiene, monitoring, <::| IS0 22716
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ISO /CD 17516-Microbiological Limits
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S. aureus

S. aureus | P aeruginosa

Not detectable in 0.5 g or
ml

Not detectable in 0.1 g or
ml

Absence/g or ml

Absence/g or ml

Absence
Absence
No detection
2Zo 0jdE ote>

Yeasts

P aeruginosa | &

Moulds

Mesophilic
=7} aerobic
bacteria
3M| o8t AHE 3 102 CFU/05 g
BE EFRE  orml
£ "o
EU :
Other cosmetics 103 CFU/0.1g
or ml
Cosmetics for 500 CFU/g or
babies,eye area ml
CHINA  &lips
Other cosmetics 1,000 CFU/g
or ml
Cosmetics for 102 CFU/g or
babies, or eye ml
JAPAN aIea
Other cosmetics 103 CFU/g or
mi
Cosmetics for <500 CFU/g
childs and eye or mi
KOREASN frakestp
Other cosmetics <1,000
CFU/g or ml
<=7t 3
Mesophilic
L7} aerobic
bacteria
Cosmetics 102 CFU/g or
for babies  ml
&, eye area Max limit :
USA 500CFU/g or
mi
CTFA  Other 103 CFU/g or
2007 cosmetics  ml
Max limit :
500CFU/g or
ml
Cosmetics 500 CFU/g
USA for eye
area
/FDA Cosmetics 1000 CFU/g
BAM not for eye
2011

area

No recovery of
microorganisms that could
cause harm

Objectionable
organisms ,especially for

eye area products =

Yeasts & Moulds

C. albicans. Not
detectable in 0.5 g
or mi

C. albicans. Not
detectable in 0.1 g
or ml

100 CFU/g or mi

100 CFU/g or ml

C. albicans :
Absence

E coli: No
detection

Enterobacte
riaceae
family(£.coli
=3h

Fecal
coliforms :
Absence/g
or ml

Coliforms:
Absence
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Enterobacteriac
eae
family(E.coli =

)

E coli:

No recovery of

microorganisms
that could cause
harm

E coli:
Objectionable
organisms ,espe
cially for eye
area products

Others

S. pyogenes

K. pneumoniae
: Objectionable
organisms ,esp
ecially for eye
area products
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ISO /CD 17516-Microbiological Limits

Microbiological limits for cosmetics

Type of microorganisms | Products specifically intended

for under three year old

Other Products

children and eye area

Total Aerobic Mesophilic < 1x10? CFU per g or ml
Microorganisms (Bacteria,
yeast and mold)

Escherichia coli Absence in1 g or 1 ml
Pseudomonas aeruginosa Absence in 1 gor 1 ml
Staphylococcus aureus Absence in1 g or 1 ml
Candjda albicans Absence in1 g or 1 ml

Absence in 1 g or 1 ml
Absence in 1 g or 1 ml
Absence in 1 g or 1 ml

Absence in 1 g or 1 ml

< 1x10° CFU per g or ml

Product testing according to

150 21148, 1SO 18212, [S0 18415,
IS0 18418, 1SO 21150, 1S0 22717,
IS0 22718 and IS0 29821

ISO /CD 17516-Microbiological Limits

YES

Flow chart for interpretation

of test results

YES

L Jreeavenl, |

maetthe standud

Product meets the standard
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