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GB/T 35919
3.1
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.10

.11

.12

.13

.14

.15

.16

.17

:GB/T 35919 -2018 2.2.1

o

hazard

risk
( ) .

risk assessment

S o

threshold of toxicological concern; TTC

quantitative structure activity relationship; QSAR

read — across

( ) ( )

« ” /

dose

( AY AY ) o
no observed adverse effect level; NOAEL

lowest observed adverse effect level, LOAEL

N S

benchmark dose; BMD
N ( 1% ~10% ) o
weight of evidence; WoE,

weight of evidence no expected sensitizing induction level; WoE NESIL

threshold compounds

non — threshold compounds

systemic exposure dosage; SED

mg/kg * bw/d o

margin of safety; MoS
NOAEL .



2022 2 43

3.18 acceptable risk for cancer

10°° 10°° . .

3.19 Ty )
25% . /

3.20 acceptable daily intake; ADI

3.21 tolerable daily intake; TDI
( ) o

4.1
4.1.1 N JNCI  .CAS EINCES .

4.1.2 . .

4.1.3 .
4.1.4 ( N . s

4.1.5 .
4.1.6

10 ( Log Pow) o
4.1. -pK o
4.1.

4.1.

O o0 3
=}
o
T
P
’
P

4.1-10 Al Al Al Al

4.1.11 N N N N

4.1.12 ( ) (

4.1.13 N N N N

4.1.14 N N

4.1.15 MSDS .
GB/T 22731  GB 30616 ( IFRA) .

4.2

4.2.1 .

4.2.2 / / / ( OECD
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4.2.3 ( GPMT)
( local lymph node assay LLNA) ( OECD

o

=
»
(9]

28 90 24

( QSAR) / ( chemical grouping/read — across) ( TTC)

( Buehler )

4.3.1 N ( Cumulative irritation test

CIT) N ( Human Repeated Insult Patch Test HRIPT) .
4.3.2 N

4.4 N
6.4.2,

5.1 OECD OECD
5.2 OECD ( Alternatives to Animal Testing)
OECD o
5.3 N N N N
5.4 ( QSAR)
( chemical grouping/read — across) ('TTC) (in silico)

6

6.1

o

( hazard identification) . - ( dose — response assessment) .

( exposure assessment) ( risk characterization) o
6.2
6.2.1 ( hazard identification)

~ ~

o
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6.2.2 - ( dose — response assessment)

a) NOAEL ( NO-
AEL) . NOAEL
( LOAEL) ( BMD) - ;
b) ( weight of evi-
dence no expected sensitization induction level WoE NESIL) o
6.2.2.2 -
BMDL10 T25 -

6.2.3 ( exposure assessment)

~ ~ o

o 5%
10%
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() 2.75g/d () 21.62g/d 60
o / :

) :
6.2.3.2 ( SED)
(1)
SED:AXCXRfIXRfZ ................................................ (1)

SED— ( mg/kg * bw/d) ;
A— (mg/kg * bw/d) o
( I )e
( ) 2.75 g/d ( ) 21.62 ¢g/d 60 kg -

Rf,—— (%)
: 5% 10%
Rf,— (%)

100%
6.2.3.3
CEL( consumer exposure level) (2)

DA x Rf

CEL ="5or

CEL— (pg/em’) ;
DA— (pg/d) o
Rf— (%);
5% 10%
SSA— (em?) .
216.8cm’
6.2.4 ( risk characterization)
6.2.4.1
6.2.4.1.1 ( margin of safety MoS)
6.2.4.1.1.1 MoS
( margin of safety MoS) o (3)

NOAEL
SED

MoS =
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MoS ;
NOAEL— (mg/kg * bw/d) ;
SED— (mg/kg * bw/d)
NOAEL LOAEL  BMD o LOAEL 28
NOAEL MoS ( 3) .
6.2.4.1.1.2
MoS 100( MoS=100) o ( MoS)
100 o MoS < 100
. 100 ( UF) 10 10 .
6.2.4.1.2 AEL/CEL
6.2.4.1.2.1 AEL ( acceptable exposure level)
WoE NESIL ~ SAF. AEL (4)
At S WOENESIL ”
ARL— (/o) ;
WoE NESIL—— (pg/em?®) ;
SAF— 10 ~ 1000 100,
6.2.4.1.2.2
AEL=CEL o AEL < CEL 0
6.2.4.2
( lifetime cancer risk LCR) o
6.2.4.2.1 LCR
6.2.4.2.1.1 Ty( HT,)
(5) T,, T, ( HT,,) :
HT,, (BW /;Q jom T (5)
T,,— 25%
( mg/kg * bw/d) ;
HT,,—— T25 T25 (mg/kg * bw/d) ;
BW— (kg) ( 60 kg) o
6.2.4.2.1.2
HT,, (6) ( LCR)
LCR =, ilill')l“zs ................................................... (6)
LCR— ;
SED— (mg/kg * bw/d) o

6.2.4.2.1.3
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6.3

6.4
6.4.1

6.4.2

BMDL,,

GB 22115

GB 22115

28 90

24

( chemical grouping/read — across)

( WHO)

( CIR)

( FAO)

GB 22115

( OECD

( OECD )

( QSAR)
( TTC) (in silico)

( ADI) .

( SCCS) /
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d) (IFRA) . ( FEMA) . ( 10FI)
/ ;
e) ( OECD) / ( Reference Dose
RfD) ;

f) ( GRAS) .
o) GB 2760 . .
6.5 TTC
6.5.1
TTC
a) TTC
b) TTC N . N . N
c) TTC
6.5.2 TTC

TTC (

) TTC 0.15 pg/d( ) 0.0025 pg/kg * bw/do.
Cramer Cramer [l TTC 90 wg/
d( ) 1.5 wg/kg/d; Cramer | TTC 1 800 pg/d( )
30 pg/kg/do TTC . TTC
6.5.3
TTC
6.6 /
/ ( chemical grouping/read — across)
a) / ( chemical grouping/read — across)
b) ( Read — Across) /
( SAR - based Read — Across)

o / N /
c) . . .
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7.1 .
7.2
a) ( GB22115 ) (

( Clinical Oral Soft Tissue Study) - ( Relative
dental abrasivity RDA /Profilometry) o
7.3

7.4

d) A . A ALl
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INCI

<CAS

EINCES

i

(4.1.10 ~4.1.15) ,
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B. 1.
B.1

WHO World Health Organization

FAO Food and Agriculture Organization of the United Nations
CIR Cosmetic Ingredient Review

SCCS Scientific Committee on Consumer Safety

IFRA International Fragrance Association
FEMA Flavor Extract Manufacturers Association

I0FI International Organization of the Flavor Industry
OECD Organization for Economic Co — operation and Development
GRAS generally recognized as safe

1 THE SCCSS NOTES OF GUIDANCE FOR THE TESTING OF COSMETIC INGREDIENTS AND THEIR SAFETY EVALUATION 10TH REVI-
SION
IFRA Technical Dossier June 22 2006. Dermal Sensitization Quantitative Risk Assessment ( QRA) for Fragrance Ingredients
IFRA RIFM QRA Information Booklet Version 7.1 Revised July 9 2015.

EFSA: Guidance on the use of the Threshold of Toxicological Concern approach in food safety assessment.

[V N I )

OPINION ON Use of the Threshold of Toxicological Concern ( TTC) Approach for Human Safety Assessment of Chemical Substances with focus
on Cosmetics and Consumer Products SCCP/1171/08 2012 —06 —08.

6 OECD Guidance: Guidance on Grouping of Chemicals second edition Series on Testing and Assessment No. 194 2014

7 Collins L.M. C. and Dawes C. (1987) . The surface area of the adult human mouth and thickness of the salivary film covering the teeth and
oral mucosa. Journal of Dental Research 66(8) 1300 - 1302

8 SCCNFP Opinion SCCNFP/0557/02 POSITION STATEMENT ON THE CALCULATION OF THE MARGIN OF SAFETY OF INGREDIENTS
INCORPORATED IN COSMETICS WHICH MAY BE APPLIED TO THE SKIN OF CHILDREN.

9 Regulation ( EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on cosmetic products 0J L 342 of 22.
12.2009

10 COMPLIANCE WITH REGULATION 1223/2009 ON COSMETIC PRODUCTS COLIPA GUIDELINES ON THE PRODUCT INFORMATION
FILE (P.1. F.) REQUIREMENT

11 GB 15193.1 -2014




