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Summary

On December 17, 2008, the Japanese Government announced designation of 2-
Ethylpyrazine, 2-Methylpyrazine and Calcium Sorbate as food additives, and partial revision
of the specification for Neotame. The comment period will close on January 9, 2009.

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@mhlw.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
The Ministry of Health, Labour and Welfare is going to newly designate three substances as
authorized food additives and partially revise the specifications of one substance.

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 authorization of the three substances (2-Ethylpyrazine, 2-
Methylpyrazine, Calcium Sorbate), and also discussed the adequacy of the partial revision of
the specifications for Neotame. The subcommittee has concluded as follows.

Outline of conclusion

The Minister should designate 2-Ethylpyrazine, 2-Methylpyrazine, Calcium Sorbate, based on
Article 10 of the Food Sanitation Law, as food additives unlikely to harm human health and
establish compositional specifications for these substances, based on Article 11 of the law
(see Attachments 2-1, 2-2, and 2-3).

Also, the Minister should partially revise the specification for Neotame based on Article 11 of
the Food Sanitation Law (see Attachments 2-4).

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 2-5)
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Attarhment -3

2-Ethyiprroine
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Eeference Spectraim
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Attachment 2-2

9-Methylpyrazine

Standard for use

It shall not be used for purposes other than flavoring.

Compositional ifications
Substance name I-Methylpyrazine
Structural formula

N CH;
=3

Cy
Mbolecular formula C:HsM:
Mol Weight 9411
Chemical name, CAS number 2-Methylpyrazine [108-08-0]
Content 2-Methylpyrazine contains not less than 98.0% of 2-Ethylpyrazine (CsHsNz).
Description 2-Methylpyrazine occurs as a colorlesz to light vellow liguid having a
characteristic odor.
Identification Determine the infrared absorption spectrum of 2-Methylpvrazine, as
directad in the Ligmd Film Method undsr Infrared Spectrophotometry, and compare it
with the Heference Spectrum. Both spectra exhibit ahzorptions having about the same
ntensity at the same wavenumbers.
Purity

(1) Refractive index nZ':1.501-1.509.

() Specific gravity 4% 1.007-1.033

Azzay Proceed as directed in the Peak Area Percentage Method in the Gas

Chromatographic Assay under the Flavor Substance Teztz. Use operating conditions
(2).
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Attachnrert B-3

Teleinm Sorbate
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Annex

B. The following standards will be newly established

Az sorbic acid

Amarate (beverages made from rice fermented using &o 0.30 gk
{ Az, orvzas ), confined to products te be coomsumed n 3—
fald or mare dilutien

Arn leweestenad bean pasta). 10 g'kg
Candimd cherries. 10 gk
. i F
Cheese. 30 g/ky 1. For cheess, when the additive s used
Dried fish/shaifish (axcluding smoking cutthafish & actopus)h 1.0 g'kg with Progionic Acid, Calcium Propionate,
Dried pruns. 0.50 g ke or Sodium Propionate, the total armount
Fermented milk {as raw materials for lactic scid bacterial 030 w of them as progionic seid and as sorbie
e ol R acid shall not be more than 3.0g/kg.
Fish-paste products (excluding survmL 20 g'ke
Flowr paste products confectionary. 1.0 g/'kg
Fruit julce for confection. 10 g'kheg
Fruit paste for confectionany. 1.0 g'khg
Fruit wines (gl kinds of wines) 020 gk
Dither miscellaneous alcsholic 020 g'hg
bevarapes,
Grocchi? 10 gk .
Tam 110 e/ 2 Gmoochi: cooked demplings made of
kbl el i bodlded potatoes or wheat flour.
Kasu—zuke (lees-pickled foods) 10 g/'kg
Ketchup. 0.50 g/'kg
Koi-—ruke (kod (e orvzas '—pickled foods) 10 gkg
Lactic sacid bacteral beverages (sxcluding sterilized 0,050 g/kg
Deverages),
Lactic acid bacterial baverages (as ingradients of lactic acid 0.30 g kg

bacterial beverages, excluding sterilized beverages). - ST,
3. For margarine, when the additiva ig

10 &/'kg weed with Benzaie Acid or Sedium

Margarine
HMeat product 20 &ha Benzoate, the total amount of them as
AT -PrOCUERS: ol benzon acld and as sorbie acid shall not

ieo {fermented soy bean pastel 10 g'khg be more than 1.0 g/ke.

Mizo-zwke IMISO—pickled foods).! 1.0 g'kg

Salbed foads. 1.0 g/l 4. For mizo-zwke, wisen the additiva =

Saa urchin products., 20 p/hg waad, the total amount of Sorbic Acid

o T r = . 10 & wead i the pradust, and Sorbic Acid and|
1 L am g | T /! : g T .
fopuy—zune Leoy ssuce—picklad foodsl 0 g/hg its salts contained in miso as ingredient

Simmerad baans. 10 g'kg ghall not be mare than 1.0 g/kg.

Smoked cuttlefish/'souid & cctopus. 1.5 g'ke

Soup lexcluding potage—type souph 0.50 g'kg

Su—zuks {vinegar—pichkled foods). 0.50 gk

Swrup. 10 g’k

Takugn—-zridce  (rice bran—pickled radish) 1.0 g/hg

Tare (8 dip or gausse mainly for Japanase or Chinese foods). 050 g

Teewoany (foods boded down in soy saucea) 1.0 g kg

Tsuyw {8 sauce mainly for Japanesa noodles ). 050 gk

‘Whale meat products. 20 g'kg
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Aitechment -4

Fartal Revisimm of Specificstione for Mestame
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dimuziion b the Suboamepittees on Focd Adsitives, baced o Syricie 12 Poraoeapn 1 of

e faw the methed iz zoing o0 be revizsd az folissmw

Criowens Moot oioye taar S5 0erg as At 50 g Methed I Avpararus B
;A S g Methed 3 Apvararys I

"

ey

Heovized  DMof Eiors than 4.6 awe

UNCLASSIFIED USDA Foreign Agricultural Service



GAIN Report - JA8079 Page 14 of 15

-Exrrmet of the tasung merhad-

Preparatios of Tewt Salwive  Unles: stherwiss spacifizd. provsed socording 1o an
spproprisis wsthod selacted S amvveng ths following meriinds
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teartng o naceszarn and wie the reziting saiution &7 the Dot woiutisy,

aletneg 7 WEeirn the mpecified amount of the sporpis. pds S ol of water, ansd Al 1 ol
nof saifurie acid unizss the mmple: are imorzonie acids, ASd 10 rd of malfaraus ooid,
tramgiey ints A small hsaisr snd sveporzte the mixiare on & wadsr bath uncl @15 {ree
fropn sufharows sold exd iz veducsd e ghout Tanl Delute with watey o azais 2 mi and

L& 37 ThE DETT scoMrisn.

Method 3 Welrh the specifled amcuns of the carple, and place 1t in & crucible made of

Flahimmnt. ¢13537s. 07 porosinll Add 10wl of n seiusion of mAgnosmm nstrste i srhans]
1o 300 igmte the sthanal and ket gredusily te meinerais s@ 450550 I

carbornzed meatter znli owemmine. mnlsten with & zecll guancity of 3 ziiuton o

LIATHSEE HiTETe i1 eilhAned _ in 2%, lemie apsin, and k23 azall fo IMoiRaTATE =T
G000 Afer oneding, A4 2 oo of nodrocklovic avid, hest o & wreter kath ™

dizzolve the remdue. and wee the ramulining codution oz the tet soiutlon

..L&*:ui 1 Weigh the spesified ancunt o the camgle, and glace 1t in & crucibie made of

tner, Guaers, o poaveizin, Add 9 ml of 2 codution of misshesinin neTrate 10 2fhenn]

(1o UG imoste the eiheancl and hest oweeduaily o incinerate af 4505000 H
rarhoreses matter ol vemmineg. mwdsten with & osmesll guantite of S
&

1
rAasmesirn wngte i otharol <1 in 200, and :eerite again 4o Incinesare ar

Aoy conling add T oanl of aydeccklovis ecid, keast onmoa water betl ro dlzzolve th

rassdnie. and s the resumlolng wiEnfism a8 rhe f2et oofurion

Procedare Unless othsrwnse spesfied, orocssd according to sm appreprizts methad

zeleczed frort areong e folowiss methads

alethad uzine Apparatins o Iranster the f=ino i te the genevatsy hotele

proceed sz directed fr the MMethbod wsing Apparatuz A oads §omi of sodie stannoue
chtorida T25 snd slow oo otand for 20 ounnges, e and wararo mabs 40 mi 3dd O 2
of ayzenic-free sine, and immediatein conneast the »abber sropner B, fitted with 5 and E?.
w2 the genevator bertis, Insere the iy of £ o5 the bortom of sbheorber tube T ropmalzing 2
Eil of ths sirading ealurioe: 81T arains. IIMarss $0F SSnaTatar Barsle up o the sheoulder
1 watey mgintaived a* 230 and allew o wtard for 1 bcme THoconhecer the cheorber
tube, cdd proadiee to males 3 mi f aeceszary, and exoanine the colar of the sheorbmy
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ml of Arsenic Standard Sclution, transfer into another generator bottle, add & ml of
diluted hydrochloric acid (1 in 2) and 5 ml of potassium iodide TS, and allow to stand
for 2 to 3 nunutes. Add 5 ml of acidic stannous chloride TS, and allow to stand at room
temperature for 10 minutes. Proceed in the same manner as for the test solution, and

conzider the color of the absorbing solution as the standard color.
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