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A, Labelling
(=}
Trpe: Directive 67548 EEC
Specific hmits:
Symbols:
Nota:
R-phrases:
S-phraszes:
Text of S-phrases:
Eemarks: Mo labelling requived {no dangerous propertes)
()
Type: Crher: Drectve 887383/ EEC.
Femark:: Fequirements:
- Mame of producer
- "Aroma" or "Vamliim"
- For food
- Hanwe rdentcal flavounngz
- Identificahion of the lot
- Waight"Volume
Thus 15 vahd for Vamlhn sold for mamufactunng of food products.
B.  Classification
Type: Dhrectve 67/548/EEC
Carezory of danger:
R-phrazes:
Remarks: Mo clazsification required (no dangerous properties)
SEEEE:

Skin irritation testing with vanillin

Test hpe No Dosing Rezult
Eabbit skm imitation | & Apphication of grounded | Mo nmitaton
test sample for 24 br

Ln

Closed patch test m
Gumes Pizs

1.2, 5 or 10 % vamlhn apphed
for 48 hours

All observations were megatve,
there were no s1gns of umitation

The two skin pmitation studies were both negatrve.
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A patch test was carried out on 30 workers in a vanillin factory and compared with 15 controls. About

half of the workers had dermatitis. Vanillin was applied undiluted and removed after 48 hours. No signs
of irritation or sensitisation was observed with vanillin.
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OECD SIDS

VANILLIN

Vanillin (2 %) was tested in the Maximisation test, where the skin area is made permeable by applying

sodium lauryl sulphate for 24 hr prior to 48 hr repeated application of the test material. Vanillin was
negative for all 25 subjects tested and concluded to be non-sensitising in humans.
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52 CORROSIVENESS/IRRITATION

511 SKIN IERTTATION/CORROSION

(a)
Species/strain:
Results:

Classification:

Method:
GLP:

Test substance:

Eemarks:

Reference:

(b)
Species/strain:
Results:

Classfication:

Method:
GLF:

Test substance:

Eemarks:

Reference:

Rabbit

Highly comrosive { ); Corrosive { ); Highly umitating {  ); Inritating {
); Moderate irritating { ) Shehtly mritating () Not intating (%)
Highly corrosive (causes severe burns) ()

Corrosive (cansed burns) () Imtating () Mot irritating ( x )

No data

Yes{ JWNo(=x)?2( )

Vanillin from Monsanto Chemical Company, USA

6 rabbits.

Applicated as a finely ground sample moistened with water.
Exposuge for 24 h

No rritation.

Younger Laboratories Ine, 1976,

Human
Highly comrosive (  ); Corrosive { ); Highly uritating {  ); Iivitating (
) Moderate uritating {  ): Shightly stating () Not antating ( %)
Highly corrosive {canses severe burns) { )
Corrosive (cansed burns) () Imtating { ) Not irritating { x )
Closed patch test (24-72 howrs)
Yes({ YNo(=x)7( )
Vanillin® no fisrther data
No primary irvitation when tested in the following closed patch tests:
1)
Vanillin concentration: 20%
Media: Vaseline Aldum Ungpentum Hydrophilienm
Number of subjects: 29 (nommal health)
Site of apphication: small of back
Druration: 48 hours
Result: Negative in 29 sucjects
2
=)
Vanillin concentration: 2%
Media: Unguentum Simplex. Unmuentun Hydrophilicnm
Number of subjects: 30 (normal health)
Site of application: vpper inside of amm
Druration: 24-72 hours
Result: Negative in 30 subjects
|
)
Vanillin concentration: 0.4 %
Media: 99%; Ethanol MNon-irritative Cream base
Number of subjects: 35 (with dermatoses)
Site of application: upper inside of anm
Duration: 2448 hours
Besult: negative in 35 subjects
Fujit et al, 1972,
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(c)
Species/strain: Human
Results: Highly comosive { ) Corrosive { ); Highly imitating { }; Drnstafing |
I Moderate irvitating { ), Shehthy irritating { ); Not gritating (%)
Classification: Highly corrosive (causes severe burns) { );
Corrosive (cansed buams) ( ); Initating { ; Not fntating ()
Method: Closed patch test 43 h
GLP: Yes( JNe(x)?( )
Test substance: Vanillin: no further data
Remarlis: Closed patch tests.
Exposure: 48 hows (reading 1 hour later) with pure Vaniflin
30 employess (in packaging section packaging done manually). some of
which have/had dermatitiz and 15 healthy workers from other tnits.
Megative results only.
Reference: Wang et al 1987.
(@)
Species/strain: Guinea pig
Resules: Highly corrostve () Corrosive () Highly irritating | ) Invitating (
J: Moderate tritating { ); Slightly mritating { ); Mot irntating (x )
Classification: Highly corrosive (causes severe burns) { );
Corrosive (cansed bums) () Ivitating % Not writating ()
Method: Closed patch test.
GLP: Yes( YNo(x)?( )
Test substance: Vanillin: no further data
Remarlss: Albine guinea pigs (300-450g). 6-8 weeks old. male and female
5 pigs:
-1.2 5and 10% preparations of Vanillin in petrolatum
- 0.1 g applied.
- Bemoved after 48 houss, reading 1. 24 and 48 hours later.
- Result: pegative.
10 pags:
- 10%, preparation of Vanillin in petrolatum.
-0.1 g applied.
- Exposure 24 hous.
- Repeated 3 times a week for 2 weels.
- 2 weeks after 2 and 5% preparations and pure Vanillin were applied
and removed 48 hours later.
- Peading after 1. 24 and 48 hours.
- All negative results.
Reference: Wang et al. 1987.




