'THE 149th CONFERENCE FOR PROMOTION
" OF FOOD IMPORT FACILITATION

(RFOOD SAFETY GROIJP)

Standaxds and Evaluation, D1v1510n
Deparbment of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

Date: Friday, May 13, 2011 (10:30—12:00)

Place: Ministry of Health, Labour and Welfare
Temporary Meeting Room No. 2
'1-2-2, Kasumigaseki, Chiyoda-ku, Tokyo

Agenda: : : ‘ ' .
1. Establishment of Maxiroum Residue Limits for Agricultural Chemicals in Food
Pesticides: Acifluorfen, Dithianon, Lactofen, Pendu’nethahn and Plcohnafen ‘
Veterinary drugs: Levanusole and Mebendazole

2. - Designation of Food Additives (Isoquinoline and Pyrrole)
3. Compounds that Are Scheduled to Undergo Risk Assessment in Fiscal 2011

4. Miscellaneons




¢
The Ministry of Health, Labour and Welfare (MHLW) will revise the existing standards and
sﬁemﬁcatmns for food as shown in the Attachments. Please provide comments in writing by
Friday, May 27 2011 After the given date, comments should be directed to the enquiry point
in accordance with the W’I‘O/SPS Agreement

We ask th‘at if you want to make a comment reqzieéting that the same limits as your country’s
maximum residue limits be adopted as Japanese MRLs, the comment should be accompanied
_ by data supporting your country’s MRLs, such as risk assessment and residue data.

<Contact>

Standards and Evaluation Division,

De;iartment 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

Pesticides
Mr. A. Tezuka (tezuka-akﬂnsa@mhlw g0. ]p)
 Tel- ex. 2487

Ysﬁ&wlmrj_dru,,_g_
Mr. H. Deguchi (deguchi- haruyukl@mhlw go. in)

Tel: ex. 2489

- Food additives
Mr. Y. Nakao (nakao- yuusuke@mhlw go. Jp)
Tel ex. 2459




~Agenda 1. Establishment of Maximum Residue Limits for Agricultural
Chemieals in Food -

Summary ‘
The Ministry of Health, Labour and Welfare (MHLW) is going to develop

compositional specifications for food.

Under the provisions of Article 11, Paragraph 1 of the Food Sanitation Law, the
Minister of Health, Labour and Welfare is authorized to establish residue standards
{(maximam residue limits: MRILs) for pesticides, feed addiﬁves, and veterinary
drugs (hereafter referred to as just “agricultural chemicals®) that may remain in
foods. Any food for which standards are established pursuant to the provisions is
not permitted to be marketed in Japan unless it compliés with the established

standards.

- On May 29, 2006, t]:Le MHLW introduced the positive list system for ag‘ricuitural
_chemicals in food. Basically, all foods distributed in the Japanese marketplace are

subject to regulation based on the system.

-This -time the MHLW has newly established MRLs (draft)- for some food
cornmodities as well as has comprehensively reviewed the current MRLs. This
activity is targeted to five pesticides * (Acifluorfen, Dithianon, Lactofen,
Pendimethalin, and Picolinafen) and two veterinary drugs (Levamisole and
" Mebendazole). Details are given below.

Note: The positive list system was established based on the 2008 amendment of the
Food Sanitation Law. The system aims to prohibit the distribution of any food in the
' Japanese marketplace if it contains agricultural chemicals at amounts gzxcee'diug a

" certain Jevel (0.01 pﬁn_}) specified under the Law.

Outline of revigion

Acifluorfen (herbicide): Not permitted for use in Japan.
The MHLW has reviewed the MRLs that had been established at the introduction of

the positive list system.




Dithianon (fungicide): Permitted for use in Japan.

This time Ministry of Agriculture, Forestiy and Fisheries (MAFF) is going to
expand the scope of target crops for which the use of the chemical is permitted. In
response to the MAFF's action, the MHLW has newly established MRLs (draft) for
nectarine. Also the MHLW has set an import tolerance (draft) for the “other

_ solanaceous vegetables” category in response to a request from a foreign country

based on the Guideline for Application for Establishment and Revision of Maximum

" Residue Limits for Agricultural Chemicals Used outside Japan (Shokuan No. 0205001,
5 February 2004). In addition, the MFLW has reviewed the MRLs that had been

established at the introduction of the positive list system.

Lactofen (herbicide): Not permitted for use in Japan.
The MHLW has reviewed the MRLs that had heen estabhshed at the 1ntr0duct10n of

the positive list system. -

Pendimethalin (herbicide): Permitted for use in Japan.

~ This time the MAFTF is going to expand the scope of target crops for which the use of

the chemical is permitted. In response to the MAFF’s action, the MHLW has newly
established MRLs {(draft) for parsley, pumpldn, and the “fish and selfish” cafegory.

" In addltmn the MHLW has reviewed the MRLs that had. been established at the

“introduction of the positive list system.

Picolinafen (herbicide): Not permitted for use in Japan.
The MELW has reviewed the MRLs that had been established at the introduction of

. .th'é positive list System.

Levamisole (parasiticide): Peumtted for use in Japan.

The MHLW has reviewed the MRLs that had been established at the mtroductlon of
the positive list systex.

Mebendazole (parasiticide): Not permitted for use in Japan.

"The MHLW has reviewed the MRLs that had been estabhshed at the mtroductmn of

the positive list system.




" Acifluorfen

Commodity

MRL
(draft)
ppm

Rice (brown rice}

Soybeans, dry

Beans, dry (Including butter beans, cowbeans (red beans),
lentil, lima beans, pegia, sultani sultapya, and white
beans. .

Peas

Broad beans

Peanuts, dry

Other legumes/puises

Peas, immature {(with pods)

Kidney beans, immature (with pods)

Green soybeans

Other vegetables

IStrawberry

Other spices

Other herbs

MRL
(current)
ppm

Cattle, muscle

Pig, muscle

Cther terrestnai mamma!s muscle

Cattle, fat

Pig, fat

Other terrestrial mammals, fat

Cattle, liver

Piqg, liver

Other terrestrial mammals, liver

Cattle, Kidney

Pig, Kidney

Other terrestrial mammals, kidney

Cattle, edible offal (“Edible offai” refers to alt edible parts,
except muscle, fat, liver, and kidney}

Pig, edible offal

Other terrestrial mammals, edible offal

Mitk

Chicken, muscle

Other poultry animals, muscle

Chicken, fat

Other poulfry animals, fat

Chicken, liver

Other poultry animals, liver

Chicken, kidney

Other poultry animals, kKidney

Chicken, edible offal

Other poultry animals, adible offal

Chicken, eqggs

QOther poultry, eg_gs

'~ Shaded fi igures indicate provisional MRLs.

* The uniform limit 0.01 ppm will be applied to commadities for which drait MRLs are not given in

this table and to commodities nol listed above.

* tn the "Commedity” column, for the food categories te which the word "other” is added, refer fo

the Notes given in ths last two pages of the Attachment.




“ i

Dithianon

Commodity

MRL
{draft)

Ppm

MRL
{Current)
ppm

Japanase radish, roots {including radish)

Japanese radish, leaves (including radish)

Turnip, roots (including rutabaga): .

Turnip, leaves {including rutabaga)

. |Horseradish

Watercress

Chinese cabbage

Cahbage

Brussels sprouts

Kale

Komaitsuna (Japﬁnese mustard spinach}

" [Kyona

Qing-geng-cai

Cauliflower

|Broceoli i _ e e e

Qthar cruciferous v;Eetables

Burdock

Salsify

Artichoke

Chicory

Endive

Shungiku .

Lettuce {including cos lettuce and leaf leftuce)

Other composite vegetablas

Welsh {including leek)

Nira

Asparagus

Multiplying onion {(including shallot)

Other liliaceous vegetables
Carrot )

Parsnip

Parsley

Celery

Mitsuba

Other umhelliferous vegetahles
Tomato ’

Pimiento (sweet pepper)

Egg plant

Qther solanaceous vegetables .

Cucumber {including gherkin)

- [Pumpkin {including squash)

Oriental pickling meion {vegetable)

Water melon

Melons

Makuwauri melon

QOther cucurbitaceous vegetables

Spinach

Bamboo shoots

‘|Ginger

Other vegetables

Unshu orange, pulp




Dithianon

Commodity

MRL

. {draft)

PRm

Citrug natsudaidai, whole

Lemon

Orange (including pavel orange)
Grapefruit )

Lime

Other citrus frults

Apple

Japanese pear

Pear

Qiiince

Loquat

Peach

Nectarine

Apricot

Japanese plum {including prune)

Mume plum

Cherry

- |Strawberry

Raspherry

Blackberry

Blueberry

Cranberry

Huckleberry .

Other berries

Grape

Japanese persimmon’

MRL
(Current)
ppm

Banana

Kiwifruit

Papaya .

Avocado

Pineapple

Guava

Mango

Passion fruit

Date

Other fruits

Hop

Other spices

Other herbs

* Shaded figures indicate provisional MRLs.

* The uniform limit 0.01 ppm will be applied to commaodifies for which draft MRLs are not given in

this table and to commedities not listed above,

"* In the "Commodity” colurnn, for the food categeries to which e word "ether” s added, refer to

the Nofes given in the last two pages of the Attachment.




L_actofen

MRL MRL
Commodity (draft) (current)
- ppm ppm
Soybeans, dry 0.01 |5
{Peanuts, dry 0.0152
{Peas, immature (with pods) ]
" [Green soybeans
Other vegetables i |
Cotfon seeds : 0.01;
Other spices
Other herbs

- * Shaded figures indicate provisional MRLs.

*“The uniform mit 0.01 ppm will be applied to cornrnodltues for which draft MRLs are not given in

this table and'to cammodities not listed above.

* Iri the "Commaodity" column, for the food categories to which the word "other" i is added refer to
the Noles given in the last two pages of the Attachment,




'Pendimethalin

Buckwheat

MRL MRL
Commodity (ciraft} (current)

ppm - ppm
Rice {brown rice) 0.2 0.2
Wheat 0.2 0.2}
Barley - 0.2 0.2
Rye 0.2| - 0.2
Corn {maize, including pop corn and sweet corn) 0.2

0.2

Soybeans, dry

Beans, dry (including butter beans, cowbeans (red beans),

lentil, lima beans, pegia, sultani, sultapya, and white 0.05 . 0.05
_ fbeans, ) :
|Peas 0.1 0.1
{Broad beans 0.1 0.1
[Peanuts, dry 0.2] 0.2
Other legumesipulses 0.1 0.1] -
Potato 0.2 0.2
Taro 0.2 0.2
Sweet pofato 0.05 0.05|"
, [Yam 6.2 a.2
Konjac- 0.2 0.2
Other potatoes 0.05 0.05
Sugar best - 0.05 0.05
Sugarcane . 01 0.1
Japanese radish, rcots (including radish) 0.05 0.05
' Japanese radish, leaves {including radish) 0.05] . 0.05
Turnip, roots {including rutabaga) 0.05 0.05
Turnip, leaves {i ncludmg rutabaga) 0.05 0.05
Horseradish 0.05 0.05
Watercress . 0.05 0.05
Chinese cabbage 0.2 0.2
_{Cabbage 0.2 0.2
Brussels sprouts 0.2 0.2{
Kale ‘ (.05 0.05]
Komatsuna (Japanese mustard spinach) 0.05 0.05
Kyona ' ‘ 0.05 0.05
* .JQing-geng-cai 0.05 0.05
Cauliftower 0.06 0.05
|Broccoli ) 0.05
Other cruciferous vegetables 0.05
|Burdock ¥
Salsify -
Artichoke 0.05
Chicory 0.05
Endive 0.05
Shungiku - 0.05

|Lettuce {including cos letfuce and leaf lettuce)

0.2

Other composite vegetables

0.05




Pendimethalin

MRL MRL
Commodity {draft) ‘ (current)
ppm ppm
Onfon 0.2 0.2}
Welsh {including leek) 0.2 0.2
Garlic 0.2 - 0.2
Nira ’ 0,05 0.05
. |Asparagus 0.08 0.05
" |Multiplying onion {including shallot) 0,05 - 0.05] :
Other liliaceous vegetables 0.05} 0.05
Carrot 0.2
Parsnip
Parsiey 0.2
Other umbelliferous vegetables 0.2 0.2
Tomato 0.05 0.05
Egg plant 0.05 0.05
QOther solanaceous vegetables - " 0.05 0.05
_JPumpkin {including squash). .. _._. L ... a1
- |Water melon
Melons
Makuwauri melon
Cther cucurbitaceous vegetables
Spinach b
Peas, immature {with pods) 0.05
Kidney beans, immature (wrth pods) 0.05
Green soybeans
Other vegetables |00
Mnshiz orange, pulp  0.05
Cifrus natsudatdar whole " 0.08
Lemon 0.05
Orange (including navel orange} 0.05
Grapefruit 0.05
Lime 0.05
Other citrus fruits 0.05
Apple 0.1
jJapanese pear 0.1
Pear 0.1
Quince 0.05
Loquat 0.05
Peach 0.05
" |Nectarine 0.05
Apricot 0.05
Japanese pluta {including prune) 0.05
Mume plum €.05
Cherry 0.05
Strawberry 0.05
Raspherry 0.05
Blackberry 0.05
Blueherry 0.05
Cranberry - 0.05
Huckleberry 0.05
lother berries 0.05
Grape 01
Japanese persimmon 0.06

~10-




Pendirﬁethalih

MRL

. MRL
Commodify {draft) {current}
’ ppm ppm
Banana (.08 - 0.05
Kiwifruit 0.05 0.05
Papaya 0.05 0.05
Avocado 0.05/ 0.05]
Pineappla 0.05 0.05
" 1Guava -+.0.08 0.05).

Mango 0.05 0.05)
Passion fruit 0.05 0.05
Date
Other fruits
Sunflower seeds
Sesame seeds

" |Safilower seads
Cotion seeds

- |Rapeseeds
Qther oil seeds
Ginkgo nut
Chestnut
Pecan
Almond
Walhut

{Other nuts
Qther spices
Other herbs

Cattte, muscle

jPig, muscle

- fOther terrestrial mammals, muscle

Cattle, fat

Pig, fat

Other terrestrial mammals, fat

Cafttle, liver

Pig, liver

Other terrestrial mammals, liver

‘ICattle, kidney

Pig, kidney - .

Other terrestrial mammals, Kidney -

Cattle, edible offal (“Edible offal” refers to all edible parts,
except muscle, fat, liver, and kidney)

Pig, edible offat

" [Other terrestrial mammals, edible offal

Milk

Chicken, muscle

Other poultry animals, muscle

Chicken, fat

" [Other pouléry animals, fat

Chicken, liver -

Other poultry animals, liver

Chicken, kidney

Other pouliry animals, Kidney




Pendimethalin

MRL
{current}

Commodity . {draft)

Chicken, edible offal

Other pouitry animals, edible offal

Chicken, eggs -

Other poultry, eggs

Fish and shelifish

Minerai waters {natural mineral waters and
bottled/packaged drinking waters)

* Shaded figures indicate provisional MRLs. |
* The uniform limit 0.01' ppm will be applied to commodities for which draft MRLs are not given in

this table and to commodities not listed above.
* Inthe "Commodity” column, for the food categories to which the word other” is added refer to

the Notes given in the last two pages of the Attachment

-2~




Picolinafen

MREL
Commoditiy (draft}
ppm
Rice {(brown rlce) '
Wheat
Barley
Rye

Com (maize, including pop corn and sweet corn)

Buchkwheat

Other cereal grains

Peas

Dther legumes/pulses

] Other spices

Cattle, muscle

- |Pig, muscle

Qther terrestrial mammals, muscle:

Catile, fat

Pig; fat

Other ferrestrial mammals, fat

Cattle, liver

1Pig, liver

Other terrestrial mammals, liver

MRL
{current)
ppm

Cattle, kidney

Pig, kidney

Other terrestrial mammals, kidney

Cattle, edible offal (“Edib[e offal” refers to a[l edible parts,

except muscie, fat, liver, and Kidney)
Pig, edible offal ’

OCther terrestrial mammals, edible offat
Milk ‘

Chicken, muscle

Cther poulfry animals, muscie

Chicken, fat

Other poultry animals, fat

Chicken, liver

Other pouliry animals, liver

Chicken, kidney

Other poultry animals, kidney

Chicken, edible offal

Other poultry animals, edible offal

Chicken, eggs

Other pouliry, eggs

* Shaded figures indicate prowslonal MRLs.

* The uniform limit 0.04 ppm will be applied to commoedities for which draft MRLs are not given in

-{his table and to commodities not listed above.

* In the "Corimodity" cofumn, for $he food categories to which the word “other” is added, refer to

the Noles given in the last two pages of the Attachment,




Levamisole

Commodity

MRL - MRL
(draft} {current)
ppm ppm

Cattle, muscle

Pig, muscle

Sheep, muscle

Other terrestrial mammals, muscle
Cattle, fat .

. |pig, fat

Sheep, fat

Other tervestridl mammals, fat

‘[Cattie, liver

Pig, liver

.|Sheep, liver

Other terrestrial mammals, liver

Cattle, kidney

Pig, kidnay

Sheep, kidney—— -+ --— - — S - eam

Cther terrestrial mammals, kidney

except muscle, fat, liver, and kidney).

Cattle, edible offal (“Edible offai” refers fo all edible parts,

Pig, edible oifal

.1Sheep, edible offal

Other terresirial mammals, edible offal

Milk

Chicken, muscle

Duck, muscle

Turkey, muscle .

Other poultry animals, muscle

Chicken, fat

|Duck, fat

Turkey, fat

Other poultry animals, fat

_|Chicken, liver

Duck, liver

Turkey, liver

Other poultry animals, liver

Chicken, Kidney 0.01
Duck, kidney -~ - .01
CfTurkey, Kidney 0.01
|Other poultry animals, kldney 0.01 i
Chicken, edible offal - 01|
Other poultry animals, edible offal - 0.1}

Chicken, eggs

|other pouitry, eggs

* Shaded figures indicate provisional MRLs.

*The uniform fimi{ 0.01 ppm will be applied fo commoditles for which draft MRLS are not given in

this table and to commodities not listad above,

* |a the "Commodity” column, for the food categories to which the word “cther” is added, refer to

the Notes given in the fast two pages of the Attachment.
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Mebendazole

MRL MRL
Commodity (draft) {current}
) ppm PPEM
Cattle, muscle ﬁ;ﬁ;ﬁa
Pig, muscle 2
Other terrestrfal mammals, muscle
Catfle, fat
Pig, fat
Other terrestrial mammals, fat
Cattle, tiver
- |Pig, liver

Qther terrestrial mammals, liver

Ca'&le, kidney

Pig, kidney

Other terrestrial mammals, kldney

Cattle, edible offal (“Edible offal” refers to all edible parts,

except tuscle, fat, liver; and kidney}

. |Pig, edible offal

Other terrestrial mammals, edlbie offal

Milk

Chicken, muscle

Other poultry animals, muscle

" |Chicken, fat

Other poultry animals, fat

Chicken, liver

‘[Other poultry animals, liver

[Chicken, kidney

Other poultry animals, kidney

Chicken, edible offal,

. [Other poultry animals, edible offal

"IChicken, eggs

Other poultry, eggs

Salmoniformes (such as salmon and trout)

" jAnguilliformes (such as eel) -

Perciformes {such an bonito, horse mackerel, mackerel,”
sea bass, sea hream and tuna) .

|Other fish

Shelled molluscas

Crustaceans

Other aquatic animais

Honey (including royal-jelly)

The MRLs are established as the sum of mebendazole and its metabolites, methyl {5- (1-hydroxy,
1-phenylimethyi-1H-benzimidazollcarbamate and (2- -amino-1H-benzimidazol 5-

yl)phenylmethanone expressed as mebendazole equivalenis.

‘.

* Shaded figures indicate provisional MRLs.

* The uniform [imit 0.0 ppm will be applied {o commeodities for which draft MRLs are not given in

this table and to commodities not listed above.

" * |n the "Commodity" column, for the food categories-to which the word other is added, refer to

the Notes given in the last fwo pages of the Attachment.




Notes:

“Other cereal grains” refers to all cereal grains, except rice (brown rice), wheat,
barley, rye, corn {maize), and buckwheat

“Other fegumes!pu!sés" refers to all legumes/pulses, except soybeans (dry), beans

(dry), peas, broad beans, peanuts (dry), and spices.

“Other potatoes” refers to all potatoes except potato taro sweet potato yam and
konjac. : ‘ o

“Other cruciferous vegetables” . refers to all cruciferous vegetables, except

.Japanese' radish roois and leaves (including radish), turnip -roots and leaves,

horseradish, watercress, Chinese .cabbage, cabbage, brussels sprouts,.kale,
komafsuna (Japanese mustard spinach), kyona ging- geng-cal cauliflower,
broccoli, and herbs. : ' : '

“Other composite vegetables” refers to all composité vegetables, except burdock,

salsify, artichoke, chicory, endive, shungiku, lettuce (including cos lettuce and leaf
lettuce), and herbs. ' R -

“Other liliaceous vegetables” refers to all liiaceous vegetables, except onion, welsh
(including leek), garlic, nira, asparagus, mulitiplying onion, and herbs.

: “Other umbelliferous vegetablés refers to all umbelliferous vegetabtes except
‘ carrot parsnip, parsley, celery, mitsuba; splces and herbs.- '

“Other solanaceous vegetables” refers to all solanaceous vegetabies, except

tomato, pimiento (sweet pepper), and egg p[ant

" “Other cucurbitaceous vegetables” refers to all cucurbitaceous vegetables, except

cucumber (including gherkin), pumpkin (including squash), oriental pickling melon

. (vegetable), watermelon, melons, and makuwauri melon. -

“Other mushrooms” refers to al[ mushrooms exceptbutton mushroom, and shﬂtake ,
mushroom ' .

—~16-




"Other vegetables” refers to all vegetables, except potatoes, sugar beet,
~ sugarcane, cruciferous vegetables, composite vegetables, liliaceous vegetables,
. umbeliiferous vegetables, sofanaceous‘vegetables, cucurbitaceous vegetables,
" spinach, bamboo shoots, okra, gingér, peas (with pods, immature), kidney beans
(with pods, immaturej, green soybeans, mushrooms, spices, and herbs.

“Other citrus fruits” refers to all cifrus:fruits, excepi unshu orange {pulp), citrus
‘hatsudaidai (pulp), citrus nafsudaidai (peel), citrus natsudaidai (whole), lemon,
orange (including navel orange), grapefruit, Iirne, and spices. * '

“Other bemes refers to aII bernes except strawberry, raspberry, blackberry,
blueberry, cranberry, and huckleberry.

“Other fruite-" refers to all fruits, except citrus fruits, apple, Japanese pear, pear,
guince, [oc;.ua-t, peach, nectarine, apricot, Japanese plum (including prune),
mume plum, cherry, berries, grape, Japanese persimmon,  banana, kiwifruit,
papaya, avocado, pineappie, guava, mango, passion fruif, date and spices.

“Other oil seeds” refers to all oil seéds, except sunflower seeds, sesame seeds,
safflower seeds, cotion seeds, rapeseeds and spices. '

“Other. nuts” refers to all nuts, except ginkgo nut, chestnut; pecan,. almond and
walnut.

- *Other spices” refers to all spices, except horseradish, wasabi (Japanese
~horseradish) rhizomes, garlic, peppers chili, paprika, ginger, lemon peels, orange
. peels (including navel orange), yuzu (Chinese citron} peels and sesame seeds.

“Other herbs” refers to ali- herbs, except watercress hira, parsfey stems and

leaves, celery stems and leaves.

| B “Other terrestrial mammals” refers fo all terrestrial mammals, except caftle and
pig.

“Other poultry animals” refers to all poultry, except chicken.

“Other fish” referﬁls to all fish, except salmoniformes, anguilliformes, and

perciformes.

“Other aquatic ammals” refers to all aqua’uc animal, except fish, shel!ed molluscs
and crustaceans.




Agenda 2 Designation of Food Additives

Summary

The Ministry of Health, Labour and Welfare is going to newly de31gnate two substances

as authorized food additives. They are Isoquinoline and Pyrrole

Under Arti(_ile 10 of the Food Sanitation Law, food addiﬁve's may be used or marketed
only when they are designated by the Mimister of Health, Labour and Welfare. When
use standards or composltmnal spemﬁcatlons are established for food additives based on
Axticle 11 of the law, those additives are not permitted to be used or marketed unless

they meet thsse standards or specz_ﬁcatmns.-

Inresponse to.a request from the Minister, the Commﬂ,tee on Food. Addltlves of the Food.

Sanitation Council that is estabhshed under the Pharmaceutical Affairs and Food
Sanitation Council has discussed the adequacy of designation of the two substa.nces as

food additives. The conclusion of the committee is outlined below.

Qutline of ennclusion

The Minister may designate Isoquinoﬁne and Pyrrole based on Article 10 of the Food
Sanitation Law, as food additives unlikely to harm . human health and establish

compositional specifications and other necessary standards for these substances, based

on Article 11 of the law (see Attachments 2-1 and 2-2),

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 2-8)

» 3...“




. Attachment 2-1

Iéoquino]iﬁé

Standard for use .
Tt shall not be used for purposes other than flavoring.

Compositional specifications
" Substance name: Isoquinoline

Structural formula’

SN
—
Molecular formula: CeE7N

Mol. Weight: 129.18
Chemical name [CAS number}: Isoquinoline [119-65-3]
Content: Isoguinoline contains not less than 97.0% of 1soqu1nohne (CeHIN).

Description: ~Isoquinoline oceurs as a colorless to light yellow liquid or solid having a
characteristic odor. . -
Identification: Determine the infrared absorption spectrum of Isoqumohne as
directed in the Liquid Film Method under Infrared Spectrophotometry, and compare it
with the Reference Spectrum. Both épectra ex.hibif absorptions having abouf the same
intensity at the same wavenumbers. If the sample is a solid, warm in a water bath at
40°C to melt it, and use as the test sample. '
- Puuity o
(1) Refractive index n’°:1.618-1.624.

(2) Specific gravity d3g: 1.093-1.099.

Assay: Dissolve 0.1 g of Isoquinoline in 1 ml of ethanol (95). Proceed as directed in the
Peak Area Percéntage Method in the Gas Chromatographic Assay under the Flavor
Subatance Tests. Tse operating conditions (1). Adjust the column temperature by
raising from 150°C at a rate of 5°C per minute and maintaining at 230°C for 24

- minutes.




Reference Spectrum

Isoquinoline

105
100~

73

| %7 5p

[ PR R S T S N N T ‘v | ' 1 r 1 i 1 r L 1 ! I ' +
4000 000 . 2000 1500 . : 1000 . . 800 | -
' . waventmber [om-g) i .

—-20~




Attachment 2-2
Pyrrole -

Standard for use
" It shall not be used for purposes other than flavoring,

Compositional specifications

Substance pame: Pyrrole
Structural formula:

H-
N.

Molecular formula: CsHsN

Mol. Weight: 67.09
Chemical name [CAS number]:  Pyrrole [109-97- ViR

Content: Pyrrole contains not less than 98.0% of pyxrole (C4H5N)
Description: Pyrrole occurs as a ‘colorless to yellow transparent liguid baving a

charactenstw odor.
Ident].ﬁcahon Determine the infraved absorption spectram of Pyrrole, as chrected 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 Wavenumbersl. f
Purity’ |

(1) Refractive index n’: 1.507-1.511.

(2) Specific gravity d3; : 0.955-0.975.

Assay Proceed as directed in the Peak Area Percentage Method in the (Gas
Chromatographlc Assa:y‘ under the Flavor Substa.nce Tests. Use operating conditions @.
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Agendad

Substances that Are Scheduled to Undereo Risk Assessmént in Fiscal 2011

In 2006 Japan introduced a positive list system for pesticides, feed additives, and
veterinary drugs (hereafter referred to as “compounds”). This system is intended to
basically prohibit the distribution of foods that contain ‘eompo‘unds éxceegiing a ‘
certain level in Japanese market. At the introduction - of the system, Japan
provisionally established maximum residue limits (MRLs) for 758 compounds.
These_ proﬁsional MRLs were mainly based on overseas standards including Codex
MRLs. .

We are Worklng to review the IV[RLS on the basm of nsk assessment reports of the
Food Safety Comm1ssmn (FSC) 20601 dmg to yearly programs. We plan to ask the
FSC to carry out risk assessment for 211 compounds in fiscal -2011° (see the

accomp anying hst)

As the result of review, current MRLs for the 211 compuundé will- be withdvawn if
sufficient data required to retain the provisional MRLs as permanent is not '
available. If you woulci Iike the current MRLs to be kept or you want Japaﬁ to set
MRLs of the same levels as your country’s MRLs, we recommend that you promptISr
contact the Standards and Evaluation Division to have preliminary discussion. You
are requested to prepare data shown at the following website before you contact us.

(http /fewww.mhlw.oo.iplenglish/topics/foodsafetv/residue/index. html

We add that separately from this document, we will request necessary information

to countries based on whose tolerances the provisional MRLs were set.
~ When we have decided to revise current MRLs, we will give explanation at a future

FSG meeting and will notify the WIO in-accordance with the SPS Agreemenf.

You can access current MRLs for the 758 compounds at
I /zaidan/FFCREOME nsf/pages/MR1.s-

Liveww.fler.or.
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Attachment

No Substance Name Use
1 2,2-DPA Pesticide
2. |24DB . ‘ Pesticide
3 2-ACETYLAMINO-5-NITROTHIAZOLE Veterinary drug
4 2-PHENYLPHENOL Pesticide
5 4-AMINOPYRIDINE Pesticide
6 4-CPA ' - Pesticide
7 5-(PROPYLSULPHONYL)-1-H- e terinary dru '
BENZIMIDAZOLE-2-AMINE i
8 ACETYLISOVALERYLTYLOSIN Veterinary drug
9 =~ JACIBENZOLAR-S-METHYL Pésticide
160 .. JACRINATHRIN ' {Pesticide
11  [AKLOMIDE " |Veterinary drug
12 ALANYCAREB Pesticide
13 [ALIPHATIC ALCOHOL ETHOXYLATES _|Veterinary drug
14 ALTRENOGEST Veterinary drug
15 AMINOPYRALID |Pesticide
16 AMPROLIUM Veterinary drug/Fead additive
17 ASULAM Pesticide ‘
18 ATRAZINE Pesticide -
18 AZACONAZOLE Pesticide
20 AZAMETHIPHOS Pesticide/Veterinary drug .
21 BACITRACIN Veterinary drug/Feed additive:
22 BAQUILOPRIM Veterinary drug
23 . |BENSULIDE | Pesticide
24 BETAMETHASONE Veterinary drug
25.. IBIORESMETHRIN Pesticide
26 BIPHENYL Pesticide
27 BROMOPHOS Pesticide
28 - |BROMOPROPYLATE |Pesticide
20 BUTAFENACIL Pesticide
30 BUTYLHYDROXYANISOL _ Feed additive
31. CANTHAXANTHIN Feed additive
32 |CARBADOX (including QCA) _ Veterinary drug
33 CARBARYL Pesticide/Veterinary drug
CARBENDAZIM, BENOMYL, -
- 34 THIOPHANATE, THIOPHANATE- Pesticide
METHYL (as total) )
35  |CARFENTRAZONE-ETHYL _ Pesticide
36 CEFACETRILE Veterinary drug
37 CHLORFLUAZURON Pesticide
38 CHLORONEB Pesticide
39 CHLOROTHALONIL Pesticide/Veterinary drug
40 - JCHLORPROMAZINE Veterinary drug
41 CHLORPROPHAM Pesticide ’
42 . ICHLORPYRIFOS-METHYL Pesticide
43 CHLORSULFURON Pesticide
44 CLETHODIM Pesticide
45 CLOFENTEZINE Pesticide
46 CLOSANTEL Veterinary drug




47

- —30-

CYANAZINE Pesticide -
48 CYCLOXYDIM Pesticide
49 |CYFLUTHRIN Pesticide/Veterinary drug
50 CYHALOTHRIN Pesticide/Veterinary drug
51 CYPERMETHRIN Pesticide/Veterinary drug
. 52 DAMINOZIDE -|Pesticide
53 DECOQUINATE Veterinary drug/Feed additive
54 t]zfa[i‘)T AMETHRIN, TRALOMETHBIN (as Pesticide/V eterinary drug |
55 DEXAMETHASONE Veterinary drug
56 DIAZINON Pesticide/Veterinary drug
57 DIBUTYLHYDROXYTOLUENE Feed additive
58 . |DICLAZURIL : - {Veterinary drug
- 59 DICLOFOP-METHYL Pesticide
60 DIETHOFENCARB Pesticide
61 DIETHYLSTILBESTROL Veterinary drug
62 |DIFENZOQUAT Pesticide
. 63 IS)'{“I;E?I}‘{ gﬁg?;ﬁl\gg)n\r ? Pesticide/Veterinary-drug
64 DIMETHIRIMOL Pesticide
65  [DIMETHOATE ~—-— o Pesticide- ---  -——
66 DIMETRIDAZOLE Veterinary drug
67 DIPHENAMID Pesticide
68 DIPHENYLAMINE Pesticide
69 DIQUAT Pesticide
70 DITHIOCARBAMATES Pesticide
71 DIURCN Pesticide
72 DODINE Pesticide
73 |EMAMECTIN BENZOATE Pesticide/Veterinary drug
74 ENDOTHAL Pesticide ‘
75 EPOXICONAZOLE Pesticide -
76 EPTC Pesticide
77 ETHEPHON Pesticide -
78 ETHOXYQUIN Pesticide/Veterinary drug
79 EUGENOL Veterinary drug
80 FENARIMOL Pesticide
81  |FENITROTHION Pesticide/Veterinary drug
82 FENOBUCARB Pesticide/Veterinary drug
83 FENOXAPROP-ETHYL Pesticide
84 FENOXYCARB Pesticide
8s FENPROPATHRIN Pesticide
86 FENPROSTALENE Veterinary drug
87 FENVALERATE - Pesticide/Veterinary drug
38 FLAMPROP-METHYL Pesticide -
89 FLUAZIFOP Pesticide
90 FLUAZURON . Veterinary drug
91 FLUCARBAZONE SODIUM Pesticide
92 FLUCYTHRINATE Pesticide
93 |FLUMETHRIN - Pesticide/Veterinary drug
94  |[FLUMICLORAC PENTYL Pesticide -
95 FLUOMETURON Pesticide '
96 FLUOROIMIDE Pesticide
97 FLUQUINCONAZOLE Pesticide
98 FLUSULFAMIDE Pesticide




99 FLUTHIACET-METHYL Pesticide
100 - |FOMESAFEN Pesticide
101 FORCHLORFENURON Pesticide
102 [FOSTHIAZATE Pesticide
103 FTHALIDE Pesticide
~ 104 JFURATHIOCARB Pesticide
105 GIBBERELLIN Pesticide -
106 HALOFUGINONE Veterinary drug/Feed additive.
107~ JHALOXON Veterinary drug
108 |[HEXACONAZOLE . Pesticide
109 [HEXYTHIAZOX Pesticide
110 |[BMAZAMOX AMMONIUM Pesticide
111 IMAZAPYR Pesticide
112 JIODOSULFURON METHYL Pesticide
113 . JTOXYNIL Pesticide
114 .. IPRODIONE Pesticide
115 .. [ISOMETAMIDIUM Veterinary drug
116 ISCURON Pesticide
117 . JISOXATHION Pesticide
118 KASUGAMYCIN Pesticide
119 |LAIDLOMYCIN Veterinary drug
120 |[LASALCCID Veterinary drug/Feed additive
121 LENACIL Pesticide
122 JLINURON Pesticide
123 MALEIC HYDRAZIDE Pesticide
124 |MCPB N Pesticide
125 METHIDATHION - Pesticide
126 . {METHOMYL, THIODICARB (as total) Pesticide
o127 METHYLBENZQQUATE Veterinary drug
. 128 METOSERPATE HYDROCHLORIDE Veterinary drug
129 METRONIDAZOLE Veterinary drug
130 METSULFURON-METHYL Pesticide ’
131 MOXIDECTIN Veterinary drug
132 [NAPROPAMIDE Pesticide -
133 NEOMYCIN Veterinary drug
134 NEQUINATE Veterinary drug
135  |NICARBAZIN : Vetermary drug/Feed a.ddltwe
136 INICOSULFURON Pesticide
137 ° {NICOTINE Pesticide
138 NITARSONE Veterinary drug
139 |NITENPYRAM Pesticide
140  INITROTHAL-ISOPROPYL Pesticide
141  [NORGESTOMET Veterinary drug
142 OMETHOATE Pesticide
143 ORYZALIN Pesticide
144 [OXACILLIN Veterinary drug
145 OXADIXYL Pesticide
146 OXAMYL Pesticide
147 OXINE-CCPPER Pesticide
148 [OXYCARBOXIN Pesticide
o ggggggﬁgg;gﬁm}z Pesticide/Veterinary drug/Feed
additive
TETRACYCLINE (as total)
156  {PERMETHRIN Pesticide/Veterinary drug -




151 PHENOQTHRIN Pesticide/Veterinary drug
152 PICLORAM Pesticide

153 PINDONE . Pesticide

154 PIPERONYL BUTOXIDE Pesticide/Veterinary drug
155 PIRIMIPHOS-METHYL Pesticide

156 POLYMYXINE B Veterinary drog

157 POLYQOXINS Pesticide

158 PREDNISOLONE Veterinary drug

159 PROHEXADIONE-CALCIUM - |Pesticide

160  jPROMETRYN Pesticide

161 PROPANIL Pesticide

162 |PROPOXUR Pesticide/Veterinary drug
163 PROSULFURON Pesticide :

164 PYRACLOFOS Pesticide

- 165 |PYRAZOLYNATE Pesticide
166  [PYRITHIOBAC-SODIUM |Pesticide
167 [QUINCLORAC - Pesticide
168 QUINTOZENE Pesticide
169 RESMETHRIN Pesticide

© 170 - IRIMSULFURON Pesticide
171 RONIDAZOLE———--- Veterinary drug -- ——
172 ROXARSONE Veterinary drug -

- 173 SALINOMYCIN Veterinary drug/Feed additive
174 SARAFLOXACIN Veterinary drug .
175 SEMDURAMICIN Veterinary drug/Feed additive
176 [SETHOXYDIM Pesticide
177 SIMAZINE Pesticide
178 SGDIUM TCA Pesticide
179 [SPECTINOMYCIN Veterinary drug
180 SULFABROMOMETHAZINE SODIUM Veterinary drug
181 SULFACHLORPYRIDAZINE Veterinary drug
182 SULFADIAZINE | Veterinary drug
183 SULFADIMIDINE 1Veterinary drug
184 SULFAMERAZINE Veterinary drug.

185 SULFANITRAN  Veterinary drug
186 SULFAPYRIDINE Veterinary drug
187  {SULFATROXAZOLE Veterinary drug
188 SULPROFOS Pesticide
189 TEBUTHIURON Pesticide
190 TECNAZENE Pesticide
191 TEFLUBENZURON . Pesticide/Veterinary drug
192 TEFLUTHRIN Pesticide
193 TERBACIL Pesticide
194 TERBUTRYN Pesticide
195 TETRACHLORVINPHOS Pesticide/Veterinary drug
196 THIFENSULFURON-METHYL Pesticide
197 THIOMETON Pesticide
198 TOLCLOFQOS-METHYL Pesticide
199 [TRALKOXYDIM ) Pesticide
200 TRENBOLONE ACETATE Veterinary drug
201 TRIBENURON-METHYL Pesticide
202 TRICLABENDAZOLE Veterinary drug
203 TRIDEMORPH Pesticide
204 TRIFLOXYSULFURON Pesticide
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205 |TRIFLUMURON Pesticide/Veterinary drug
206 | TRIFORINE Pesticide -

207  |TRIPELENNAMINE Veterinary drug

208 |VAMIDOTHION Pesticide .

209  {VIRGINIAMYCIN Veterinary drug/Feed additive
210 " |{WARFARIN Pesticide/Veterinary drug

211 " |ZERANCL Veterinary drug ~







