Hydroxyphenyl)-2-butanone(4-(para-)

Botanical Source

Synonyms RASPBERRY KETONE;
HYDROXYPHENYL)BUTANONE(4-(4-);
OXANONE;
HYDROXY BENZYL ACETONE (para-);
FRAMBINONE (Dragoco)

IUPAC Name

CAS Reference  5471-51-2

E Number

Food Legislation

Council of Europe (CoE)

Number

Comment

755

Listed by the Council of Europe as acceptable for use in food at up to 70
ppm.

US Food and Drug Administration

Number

Co

mment

172.515 Approved by the US FDA. FDA 21 CFR 172.515

Joint FAO/WHO Expert Committee on Food Additives (JECFA)

Number | ADI Comment
No safety concern at current levels of
728 2800 intake when used as a flavouring
agent.
FEMA
FEMA No. |Comment
2588 Generally recognised as safe as a flavour ingredient: GRAS List

Number 3

Natural Occurrence and Use in Food

Found in almond, beef, coffee, grape, guava, hazelnut, pineapple, popcorn,
raspberry, soy sauce, strawberry; used in chewing gum, ice cream, baked goods.

Estimated Intake from Food and Drink




Daily Intake mg/kg/day | FEMA Possible Average Daily Intake mg

0.01624 2.698




Hydroxyphenyl)-2-butanone(4-(para-)

Tobacco Product Related Chemical and Biological
Studies for Ingredients Added in a Mixture

Smoke Chemistry

Published Source |Level Tested % | Comment

At maximum application level this ingredient is
BAT 0.00200 not associated with significant increases in
levels of Hoffmann analytes in smoke.

An overall assessment of the data suggests
Philip Morris 0.00310 that this ingredient did not add to the toxicity of
smoke.

Ames Activity

Published Source |Level Tested % | Comment

Within the sensitivity and specificity of the
system the Ames activity of the cigarette

BAT 0.00200 smoke condensate was not increased by the
addition of the ingredient.
Within the sensitivity and specificity of the
Philip Morris 0.00310 system the Ames activity of the cigarette

smoke was not increased by the addition of the
ingredient.

Micronucleus

Published Source |Level Tested % | Comment

Within the sensitivity of the in vitro
micronucleus assay the activity of the cigarette
smoke condensate was not increased by the
addition of the ingredient.

BAT 0.00200

Neutral Red

Published Source |Level Tested % | Comment

Within the sensitivity of the test system the in
vitro cytotoxicity of the cigarette smoke
condensate was not increased by the addition
of the ingredient.

BAT 0.00200

Within the sensitivity of the test system the in
Philip Morris 0.00310 vitro cytotoxicity of the cigarette smoke was not
increased by the addition of the ingredient.




Inhalation

Published Source |Level Tested % | Comment

The results indicate that the addition of the
BAT 0.00200 ingredient had no discernible effect on the
inhalation toxicity of mainstream smoke.

The results indicate that the addition of the
Lorillard 0.00001 ingredient had no discernible effect on the
inhalation toxicity of mainstream smoke.

The data indicate that the addition of the
ingredient, when added with one of three
groups, did not increase the inhalation toxicity
of the smoke.

Philip Morris 0.00310

Mouse Skin Painting

Published Source |Level Tested % | Comment

None of the changes appeared to be
substantial enough to conclude that the tumour
promotion capacity of the condensate was

Lorillard 0.00001 discernibly different between condensate
produced from cigarettes with the ingredient in
comparison with condensate from cigarettes
without the ingredient.
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Hydroxyphenyl)-2-butanone(4-(para-)

Tobacco Product Related Chemical and Biological
Studies for Ingredients Tested Singly
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Hydroxyphenyl)-2-butanone(4-(para-)

Toxicological Data on the Unburnt Ingredient

A no observed adverse effect level of 280 and 700 mg/kg bw/day was reported in a 13-week oral
study in male and female rats respectively (Gaunt et al. 1970).

Three men occupationally exposed to the liquid or crystallised form of p-hydroxyphenylbutanone
developed dermatitis and skin depigmentation (Fukuda et al. 1998a). Its depigmenting activity
was subsequently confirmed in a mouse study in which a 5, 10 or 20% solution of the compound
(in hydrophilic ointment) was applied dermally to the skin (Fukuda et al. 1998b).

Organis | Test Rout | Reported Dose | Reference

m Type e

rabbit LDso i.p. 350 mg/kg Food and Cosmetics Toxicology. Vol. 8,
Pg. 349, 1970

rat LDso oral 1320 mg/kg Food and Cosmetics Toxicology. Vol. 8,
Pg. 349, 1970
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