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Summary

On July 28, 2008. The Japanese Ministry of Health Labour and Welfare (MHLW) announced
the planned approval of the food additives, Isovaleraldehyde, Sodium stearoyl-2-lactylate
and Valeraldehyde. The period for sending comments on these changes ends August 11. If
you have comments it is best to send directly to MHLW as soon as possible. However, MHLW
will also notify these proposed changes to the WTO/SPS committee, which will provide
another chance for public comments to be submitted on this subject. Then after the closing
of a the comment period in the WTO, a final report will be made based on the conclusions of
a session of the Pharmaceutical Affairs and Food Sanitation Council slated to be held at a
later date, and this will constitute the final decision.

The comments can be either Japanese or English.
If you have comments, please send them directly to the Japanese Government at:

Standards and Evaluation Division,

Department of Food Safety,

Pharmaceutical and Food Safety Bureau,

Ministry of Health, Labour and Welfare

1-2-2, Chiyoda-ku, Kasumigaseki, Tokyo, 100-8916
Tel: 03-5253-1111

Fax: 03-3501-4868

Ms. M. ISOZAKI (isozaki- makiko@mhiw.go.jp)

Mr. M. OYAMADA (oyamada-mitsutaka@mhlw.go.jp)
Dr. M. YAMATE (yamate-masanobu@mhlw.go.jp)
Tel. ex. 4282, 2453
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Designation of Food Additives

Purpose and background

Ministry of Health, Labour and Welfare is going to newly designate substances listed
below as authorized food additives.

Under Article 10 of the Food Sanitation Law, food additives can be used or marketed
only when they are designated by the Minister of Health, Labour and Welfare. When use
standards or compositional specifications are established for food additives, based on Article
11 of the law, those additives are not permitted to be used or marketed unless they meet
these standards or specifications.

In response to a request from the Minister, the Subcommittee on Food Additives
under the Food Sanitation Committee under the Pharmaceutical Affairs and Food Sanitation
Council has discussed the adequacy of the designation of the substances.

The subcommittee has concluded as follows.
<Food additives to be designated>
Sodium stearoyl lactylate

Isovalealdehyde, Valealdehyde

Outline of conclusion

The Minister should designate Sodium Stearoyl Lactylate, Isovalealdehyde, and
Valealdehyde, based on Article 10 of the Food Sanitation Law, as a food additive unlikely to
harm human health and establish compositional specifications for them, based on Article 11
of the law (see Attachments 2-1, 2-2, and 2-3).

Additional Information

Progress in the designation procedure of food additives that have been proven safe by JECFA
(Joint FAO/WHO Expert Committee on Food Additives) and that are widely used in countries
other than Japan (Attachment 2-4)
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Attachment 2-1

Sodium Stearoyl-2-lactylate
Sodium Stearoyl Lactylate

Standard for use
See the Appendix.

Compositional specifications

Substance name Sodinm Stearoyl-2-lactylate

Structural formula

0 CHy ©
R—g—o—(&-[—li:l.—r::)n Ma

# The lactic acid may contain its dextrorotatory form and racemic form.

Molecular formula and melecular weight of major components

CoiHanOuNa (R-CO: stearovl group CHalCHa)is, n=1) Mol Wt. 378.53

C24H4a04Na (R-CO: stearoyv] group CHa(CHzhe, n=2) Mol Wt. 450.59

CisHz:04Na (R-CO: palmitoy] group CHalCHzhs, n=1) Mol Wt. 350.47
Chemical name, CAS number
Monosodium 2-(octadecanoyloxylpropanoate [25383-99-7]
Monosodium 2-1[2-(octadecanoyloxy)propanpylloxylpropancate [25383-090-7]
Monosodium 2-(hexadecanoyloxy)propanocate [617-57-2]
Definition Sodium Steavoyl-2-lactylate is a mixture of sodivm salts of stearovl lactylic
acids as major components and minor proportions of related acids and other salts of
these acids.
Description [t occurs as a white to slightly vellowizsh powder or brittle solid with a
characteristic odaor,
Tdentification

(1) Add 10 ml of diluted hydrochlorie acid (1 in 4 to 2 g of Sodium
Stearoyl-2-lactylate, heat in a water bath for 5 minutes, and filter. The filtrate imparts
a vellow color to the flame. Next, neutralize the filtrate and add potassium hydrogen
pyvroantimonate TS, A white crystalline precipitate iz formed.

(2} To the residue obtained by filtration in test (1), add 30 ml of soedium hydroxide
(11in 25), and heat while stirring for 30 minutes in a water bath at a temperature of not
less than 95°C. After cooling. add 20 ml of diluted hydrochloric acid (1 in 4). Extract
twice from the mixture with two 30 ml portions of diethyl ether, and comhine the

UNCLASSIFIED USDA Foreign Agricultural Service



GAIN Report - JAS8051

Page 5 of 9

diethiy) =ther |ayers, and wash with 200 mi of wotey, Add anbvdrots sodivg snifats to
dehydrare, amd firen Heat the filtrate on a water hath to completsly avaporats the
Fethyl ether. The medring point of the residue is S840,

02 Bodium Sreavey]-Elactviate resposds [o the besl Doy Dactate jn.the G litative
Fomrs,
Fority

(1) Acid walus G013

Weisgh acourately abour b s of Sedbnm Stearosi-2-tacmvlate, sdd 25 b of newiralized
ethanol, and Sizzobve while warming,  Afrer conling, add 3 Sveps of chenelphthalekn
TH, aod launediately tirvara acir €01 pod s sedinm rdooxide 1o tha drst {mn pink thet
persists for 30 seoonds. Calonfaze $he acid valge by the frenaia
vilaadnad Tof @ el B sodivn vdrogide consntied « 5 nil

Acidvalle = ———
Wetahtip!of dhiessnple

salig k-3 R ats and Helated Sulbstances Testsl
To detzrmineg the ester value wie the aobd velue valenlated in {32 Tu d=iermine the
sapomiinration valus, procead as diveotsd in ZapenFieation Value under the Fafz and

z
A

Falated Substanoes Tests, using 1 g of Zodimg Stearnvi-S-inctylate, soouraeely weighed,
When adding efbanolic porassiun Svdrovide TS be corelad not o e the depesies
proueed adhers te the wall of the fiask Turation should e pecforned while hot
i) Foral baetde poid  15—4dib a8 bnotie aeld (030,
Froveed oz divecksd in Purite 13 for Caloium Stearov] Lactvlate.  To poepare a
calibiation ourve, wse Eoo20 50 and Bl of Bithaaon Lacdate Standauel Soluiien.
rezpectbvely.

t2] Qodivn 28500

Fozt Sofotion Place about 027 2 of Sodium Stzaver]-2-dactvlata, accurately weirhed,

inte & benker, add 10 ml of eshanel. and disselve whils warnung. Transfer thiz seiniion
inte a Zh-ml vobhunetric fask. wash the beaker fwioe wieh twn 5wl poptions of ethanal
and add the washings to rhe finsle Addale up o volume with ethancd, and niy swell
Trans=fer exactle 1 omi of the reseliing solotion Inre & iCd-mi vebwmairie fiash
cnpfrining 16 ml of lanthanum owidge TS moks ap to volume with warer and filisy
throtgh a 36 fler paper.

Shardasd Sefnfions Disselve T2TI g oof sovding: chlaetde, dvied ar 1830 for 2 hotws
and exxcthy welghed In water to malie exactly 500l To exoctiy 30 103 of 13k 2olution.
acdd warar t0 make a standards srock solution of esaetby E00 and 1008 sngnwl Nak Blace
exanctly 1.2, 4 and § ml of the steck standard solurion inro ssparate 108PED wolumeatrio
thazls, mdd 10wl of lanthoraore omides TS fo epch, and dibers to volume with worer
These :dulions contain 2. 4. and & pg of sodbpm {MNa=23 860 ner mi remectively
Prepare standsard soluticny fresh. Peeform the test by the Flavwe dethod in Atoisie
Alrsoyyptice Epacirophotoneetry, g=ing the anzranng windiios: given helow, Prapare a
calibzation ourve nsing the standavd aalntzons 3¢ determins the sodinln colieelliratien.
ahed catewinte the sadlmn copvent by the forceis
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Concenteation G/ wfiof sodiam

Sodnmncmtentfel = —————
Weightigiof theemiple - 4

Edpsparing Comditinns

1ight seuves! Bodivm hedlow eathods banp
Wavelengthl 8060 rm

Sapperting gas’ Al

Comtruatible gasl Avetviene

(30 Avsenie  Nob more than L0 pefe as Az,

~Reagentss
Landharnrs Oxide R LaxDe:  Bhile crvstals,
Lgesss opr fomitien Nab naove thae 0.5% 7L g 100GRC. 1 hearh,

Lomiliznme Oxide TS Place 556 ¢ of Lanibenmn Oxide Y indo g 100-ma) vebsneeivic
Flask, add 2 20 % ml of water o mcdsten. and =lowls add 23 wml of hydrochioric aeld

UNCLASSIFIED USDA Foreign Agricultural Service



GAIN Report - JA8051 Page 7 of 9

Appendix
Standards for vse
Targer Food Alaxirzum Limit | Limustion Ior Pse
[#ilie)
Broad. 3.0
Puiter czkes, B3
Confectinnz Thaked o frted  wheat  flow &5
products endy excluding =ponge oaker and
bther calies),
Mogab oalies Gios Dowr peoducts onls), B,
Macaroni and ether such products, 4.00F fpex kg of dey
- . L . . ﬂﬁl:lleE.
finad powder fop mpansfociyeing:
Fireacl. b3l
Confections ried whess fhaer produots onlel, g4
Confestions  thaked whest foar products L
only. excluding sponge cakss and bunts
calesh,
Modat rakes. 1l
fponge calies, burter cakes and steamed RH
birenads
Frezmed MANID (bun meade by osteamine +h
wwheat foue dongh!
Ni}n;_-dle.’e Epay nondies rm::‘i bnstant  moidies, e Seper kg of hoiled
exeiuding sther drvy noodlest, nocdlez,
Epengs sakes. 5.5
Seamed byvexd Bread made by sreaming 28
wheat e doughy
Sreantad MANTVLE i
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Attachment 2-2

Isovaleraldehyde
3-Methylbutyraldehyde
3-Methylbutanal

Standard for use
It must not be used for purposes other than flavoring

- tsonal Ficati

Substance name Izovaleraldehyde
Structural formula

o~

Meolecular formula CsHioD

Mal. Weight 286.13

Chemical name, CAS number 3-Methylbutanal [590-36-3]

Content Isovaleraldehyde contains not less than 95.0% of butvraldehyvde (CsHioO).
Description Isovaleraldehyde cccurs as a colorless to light vellow Lguid having a
characteristic ador

Tdentification Determine the infrared ahzorption spectrum of Isovaleraldehyde, as
directed in the Liguid Film Method under Infrared Spectrophotometry, and compare it
with the Reference Spectrum. Both spectra exhibit absorptions having about the same
intensity at the same wave numbers.

Purity

(1) Refractive index nj’: 1.387-1.408.

(2) Specific gravity di;: 0.795-0.815

(8) Acid value Not more than 10.0 (Flavoring Substance Tests).
Assay Proceed as directed in the Peak Area Percentage Method in the Gas
Chromatographic As=ay under the Flavor Substance Tests. Use operating condifions

(2).
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Attachrent 2-3

Valayaldehyde

FPentanal

Standand for use

It mnet nod be e For phaposss other Thay fhevoring,

Compositional specificarions
Substance name Waleva lgehyile

Structural forreulias

G o CHO

R -

Majecuiar fortnula Ol

Miod, Weight =033

Chemical name. CAS mumber  Pentanal (1100623

Content  Valevalielosde contains not Lazs than 9500 of butyraldehide {C:H 00,
Degoription: Valevaldelhpde corurs as 2 cofgrless to ligle yellow ligquid. having a
chnraofesiatic adar

I3entifiestion rersmming he infrarsd shsorption specfrum of Valepaldelrds, na
directed in tle Ligeil Fiin Mefhod uader Ifroted Soectlopbabomet . and sobpass it

ingRreEite 2 the =nne wats aumbers,

Frarity

i1} Refvactive index Da 0 1RGO

§3 Specific gravity Ao LS0R 20

i) Avid vahge  Nof more than 3.0 favoring fubsianee Tastsl,
Aszay Froveed as dwvected mo othe Peal Aven Fervcantage Method in the (Eas
Clhronusiosraphic Assay under The Flavor Bubsisnes Tesls, Tee aperating eordiilons:

£l
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