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Summary

The Japanese Ministry of Health Labour and Welfare (MHLW) announced on June 17 proposed
changes to the MRLs for Dimethomorph, Halosulfuron-methyl and Cyromazine. The period

for sending comments on these changes ends July 1, 2008. 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-
Tel: 03-5253-1111

Fax: 03-3501-4868

Mr. K. OGI (ogi-katsuhiro@mhlw.go.jp)

Mr. M. TSUKANO (tsukano-masaaki@mhlw.go.jp)
Mr. Y. EJIMA (ejima-yuuichiro@mhlw.go.jp)

Ms. A. NAKATA (nakata-ayumi@mhlw.go.jp)

Mr. D. TAKEUCHI (takeuchi-daisuke@mhiw.go.jp)
Mr. T. NUKUI (nukui-takeshi@mhlw.go.jp)

Mr. F. ANDOU (andou-fumihiro@mhlw.go.jp)

Tel. ex. 4273, 2486, 2488, 4281, 2487, 2489

Please also consider copying the U.S. Embassy, Tokyo at agtokyo@usda.gov on your
comments in order for them to be considered as part of the official U.S. Government
comments to the WTO.
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Detail of changes

Establishment of Maximum Residue Limits for the Pesticides and Veterinary Drug
(Dimethomorph, Halosulfuron-methyl and Cyromazine) in Food

Purpose and Background

The Ministry of Health, Labour and Welfare (MHLW) is going to develop the
compositional specification 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
(maximum residue limits: MRLs) for pesticides, feed additives, 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
unless such food complies with the established standards.

On May 29, 2006, the MHLW introduced the positive list system for agricultural
chemicals in food.* Basically, all foods distributed in the Japanese marketplace are subject to
regulation based on the system.

This time the MHLW has reviewed MRLs for some pesticides which had been
provisionally established at the time of the introduction of the new system. Also, the MHLW
has newly established draft MRLs for some food commodities.

This activity is targeted to 3 chemicals: Dimethomorph, Halosulfuron-methyl, and
Cyromazine. Details are given below.

Note: The positive list system was established based on the 2003 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 exceeding a certain level (0.01
ppm) specified under the Law.

Outline of revision

Dimethomorph (fungicide): This chemical is already permitted for use in Japan. The
Ministry of Agriculture, Forestry and Fisheries (MAFF) will expand the scope of target crops
for which the use of the chemical is permitted. In response to MAFF’s action, the MHLW has
comprehensively reviewed the existing MRLs to establish MRLs for the new targets.

Halosulfuron-methyl (herbicide): This chemical is already permitted for use in Japan.
The MHLW has reviewed MRLs which had been provisionally established at the time of the
introduction of the new system.

Cyromazine (insecticide): This chemical is already permitted for use in Japan. MAFF will
expand the scope of target crops for which the use of the chemical is permitted. Also, MAFF
has decided to approve some veterinary drug products whose effective ingredient is
cyromazine. In response to MAFF's actions, the MHLW has comprehensively reviewed the
existing MRLs for this substance.

For draft MRLs, see Attachments 1-1 through 1-3.

The existing MRLs for the three chemicals appear in either of the MRLs List (the Item
6, Section A “General Compositional Standards for Food,” Part | “Food” of the Specifications
and Standards for Food, Food Additives, Etc.) or Provisional MRLs List (Item 7, Section A),
according to food commodities. These MRLs have been modified as necessary. Finalized MRLs
for these chemicals will be placed on the MRLs List in Item 6, and the MRLs currently placed
in Item 7 will be deleted.
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Attachmant. 1-1
Camathomoroh ifungicida)

k3L o

e B VI 1 R &R

EEI L [N
Soybeans, diy 0.2 8.2
Bsans, dry* 0.3 {53
Fotate 0.9 {1
Chinese cabhage 2.0 x40
Cabbage 2 20
Bruzsels sprouls 2.0 240
Kale 20 20
Homatsung . Jepanese mustard spimiach it 20
Hyang 26 28
Cing-geng-cad 20 20
Cautiftoreet 2.0 2.0
Erooccli 9 20
Cther cruciferous vegetables” {02 20
Lettues i3t 10
Chior: 2.0 2.0
vielsh fancluding ek 2 2
Carlic 2.8 2.0
(sher laceois vegetables’ 2.0 2.0
Tomalo 3 3
Pimiento (2weet papper) 1 15
Eog plant 9 15
Cither solapaceous vedetabies” i 1.5
Caoumber 0.y I
Frkin 1 1
Crigntal pickling meion {vegelabis) s 5
Yigtaer meton 0.8 &5
Mefcns Q5 43
Afakiasaar melon 0.8 H )
Cthar clsurbitaceots veastabiss '™ 0.5 .5
Okra 1
Creen soybeans H 14
{ther vegetables ™ 10
Unsfus orangs, pulp 0.5
Steasbery ©os
Grape 5 g
Pineappie .
Cther s ™ 1 1.5
Mop iE 50
Cither spices ™ 13 1.5
Cther herbs 20 20
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Dimethomorph (Continued)

MRL_ Current
Commodity (draft) MRL

ppm ppm
Cattle, muscle 0.01 0.01
Pig, muscle 0.01 0.01
Other terrestrial mammals®’, muscle 0.01 0.01
Cattle, fat 0.01 0.01
Pig, fat 0.01 0.01
Other terrestrial mammals, fat 0.01 0.01
Cattle, liver 0.01 0.01
Pig, liver 0.01 0.01
Other terrestrial mammals, liver 0.01 0.01
Cattle, kidney 0.01 0.01
Pig, kidney 0.01 0.01
Other terrestrial mammals, kidney 0.01 0.01
Cattle, edible offal 0.01 0.01
Pig, edible offal 0.01 0.01
Other terrestrial mammals, edible offal 0.01 0.01
Milk 0.01 0.01
Chicken, muscle 0.01
Other poultry®', muscle 0.01
Chicken, fat 0.01
Other poultry, fat 0.01
Chicken, liver 0.01
Other poultry, liver 0.01
Chicken, kidney 0.01
Other poultry, kidney 0.01
Chicken, edible offal 0.01
Other poultry, edible offal 0.01
Chicken, eggs 0.01
Other poultry, eggs 0.01
Pepper, dried 5
Raisin 5
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Attachment. 1-2

Halozulfuron-methyl (Harbicids)

MRL Cumrent
Commodity | draft} MREL
pom ppm
Rice (brown rice) 0.05 01
Wheat 0.02
Earley 0.02
Rye 0.02
Corn {maize) 0.05 01
Buckwheat 0.0z
Other cereal grains' 0.05 0.05
Soybeans, dry 0.0z
Beans, dryz 0.05 0.05
Feas 0.02
Broad beans 0.0z
Feanuts, dry 0.02
Other legumes/pulses’ 0.05 0.02
Fotato 0.02
Taro 0.02
Sweet potato 0.02
Yam 0.02
Konjac 0.02
Other potatoes” 0.02
Sugar beet 0.02
Sugarcane 0.05 0.1
Japanese radish, roots 0.02
Japanese radish, leaves 0.0z
Tumip, roocts 0.02
Tumip, leaves 0.02
Horzeradish 0.02
Watercress 0.02
Chinese cabbage 0.02
Cabbage 0.02
Brussels sprouts 0.02
Kale 0.0z
Komatsuna , Japanese mustard spinach 0.02
Kyona 0.0z
Qing-geng-cai 0.02
Cauliflower 0.02
Broceali 0.0z
Other cruciferous vegetables” 0.02
Burdock 0.0z
Salsify 0.02
Artichoke 0.02
Chicory 0.02
Endive 0.02
Shungiku 0.02
LettLce 0.02
Other composite vegetables® 0.02
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Halosaiiurar-methy] {Doninued]

T=IRL e
ooty R R
|mla] BH usHH
ondan H
Bavatsh (inoiuding |eek) 0.0z
Garlic .02
fira £.0z
AEanrantis .2 e
I alying o £.0z2
Other lilisveous vegetebies’ e
Carrot f0z
Farshiy $.02
Faralay .02
Cslary .02
Ritsuba Loz
FOther umbedliferous vagstables’ 4,02
Tomaio 905 4.05
Pirdente (aweet papper} 1.685 8.05
Eoy pland 0.65 8.05
Other solanacequs vegatablas® 105 .08
CuckETher 2.5 0.5
Furmpkin 2.5 o445
Oriantad plokiing melon (vegeltabie) 9.5 0.z
Waater ruelen: o 3
Whelomys 4.t I
tzfeiras it meion 0.1 i
Cither cusurbitacenus vegetables © 2.5 {i.&
Sprinaeh §.0E
Bamboo shaots 4.0z
Okra 4.0z
SGingar &0z
Peas, irenaiUre Caith pogls) £.05 .05
Kidney beans, st 4 pods) .05 .05
Grean sovheans gz
Buton muskhroon .32
Shiffale nushroom o0
Eotier mgsirsoms s f.03
Dther vaoetables 0,05 .05
tirshif arangs, dllp 4.0z
Eoitras asisidaizad whols R
Lo 8.0z
Orange 4.0z
Grapefuit {0z
Lime {.02
Dther sitrus fruis™ 002
Apphe .0z
Japaness near .02
Pear £.02
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Halosulfuron-methyl (Continuad)

hMRL Currant
Commodity idraft) MARL
ppm PR
Quince 0.02
Laquat 0.02
Peach 0.02
Mectarine 0.02
Apricot 0.02
Japanese plum 0.02
Mume plum 0.02
Cherry 0.02
Strawberry 0.02
Raspberry 0.02
Blackberry 0.02
Blueberry 0.02
Cranberry 0.02
Huckiebemy 0.02
Other berries™ 0.02
Grape 0.02
Japanese persimmaon 0.02
Banana 0.02
Kinvifruit 0.02
Papaya 0.0z
Avacade 0.02
Pineapple 0.02
Guava 0.02
Mango 0.0z
Passion fruit 0.02
Date 0.02
Other fruits'” 0.05 0.05
Sunflower seeds 0.02
Sesame seeds 0.02
Safflower seeds 0.02
Cotton seeds 0.05 0.05
Rapeseeads 0.02
Other oil seeds 0.02
Ginkgo nut 0.05
Chestnut 0.05 0.05
Pecan 0.05 0.05
Almond 0.05 0.05
Walnut 0.05 0.05
Other nuts”’ 0.05 0.05
Tea 0.02
Coffee beans 0.02
Cacao heans 0.02
Hop 0.02
Other spices'” 0.05 0.05
Other herbs ' 0.05 0.05
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Hainsyuran-metind (Cantinged}
MHL_ e
ity wosafls iR
[ Lini

Catte, nuscle G0
Fig, muscie .01
Ciher terrestrial marmais’ masels R
Calite, fat AN
g, fat a1
Cihar teriesinisl mammals, fat EREN]
Caltie, liver Gt .2
Fig, Ever nt E
Cither berresbrial mammals, iver 0. .2
Cattte, lddney 0.1 2
Fig. Fidngy (1) T
Caher terrestial msrhals, Bdney G.% 3.2
Cattte 2dibls offal 0.3 .2
Pig, edible offa Gt 0
wiher terrestnal mEmmais, edible offal .9 {12
Eriis RN
Chicken, muscie .01
Oiher potltn” . musole 501
Chickan, fab ALY
Oithar poultyy fat ERER
whicken, er RN
e poultny, Beer ALY
FCEfcken, Ridnesy a1
Cihar potltry, Ridney .01
Chickean, edible ofial EREN
Ciiner poultyy. sdibis ofial ERF
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Exechment, 1-3
Lyromagzine insechicids .

MEL P ETr o0
Ceosgsradity HHERE HE R
s LI
Rige E05
WWieat (G5
EBarigy 0GE
Py .05
Carn imaize 4.2
Guckwheat RS
Cither o=real grains’ 0,05
Sovheans, oy 304
Beans, dry’ 2 1
Feas 1
Eroad beans 2 D0
Feants, cdry 805
Ofher iegumesiollses” 3 1
Potafo g2 s
Tan .05
Swerel potato E0I
Yaim RS
Konjao 20a
Cter patatoss” &.05
Skigar hest RS
SupRrCEne 502
Jaoanese radish, rools 3.3
Japaness radish, feaves 33
TR, P .05
Turnip, lsaves 5
Florsersdish AR
VWateroress T.0 [
Chiness cabbage 3
Cabbage 15 3
Brussels sprowis 0 £
Rsle e 5
Momalsuna, Japanese mustard spinach 0 5
Hyona i &
Cliprg-capn ot 3 &
Cauliighosver 2 )
Broggak i %
Other eruciferaus vagaiabies™ 16 104
Exrdook G5
Salsify 305
Actichoke 2 &
Chicory .0 4
Endive 7 T
Ehuraiku e 108
Lefluce 4 3
Ciher somposize vegstabies” 7 7
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Cryrorrazing {Continuesd]
5"<§|?§._ uapenl
ELrE Ry gl rERE
el [
Clrnen A Y
itfelsk: (noiding izeld K s
Gartic o1
ffia 02
Asoaragus 2
il i pingg ordan 2
Oither litacesls venelsilas’ =
Carrst 1
Paranip C.GS
Parsbey e =)
Capny & &
it sz 05
Othar embeliferous venetahiss” 7L &
Tarmate 1 4.5
Fintigrte fswset peonsy] 1 1
Bt piant 1 s
Sther solanacecus vegetables” 1 1
Cusushar 2 21
FLinspiin i 1
Crisngal nickiing melon (vegstalklel 1 1
itfster heton 1 1
halons a8 0.2
hatuwaar meicn .5 1
Oither cuctabitateous vegatatios © 1 1
Sisinzen 7 T
Balnbon shoois 0.0E
Ora I 05
Ginger G0
Feas, immatae twith pods) 0 05
Kidney beans. rmature (b nods) oS
Gireen sovheans G5
Button musheeom T )
Shitake mushroon 1 5
Olher msshiooms 1 5
Othar vesetables ™ 1 &
Lhrsine orange, pulp (0%
Citrus AafsonEidss | whode .05
Leman oS
Oy .0
GrapefruE {05
Lizme 05
Oithar citeus fruis & )
Aople (.05
Japansse pear .05
Pear g0s
Ckinge G5
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Cyromazine (Conttued)

F=IL CLErEnE
Uity sdratt LRSS
e [
HLERE 05
Baach oS08
Mecianne 305
Aot .05
Sapanese phun BO5
flime shoam GO
Charry 8.05
Sfrawherry ()
Faspharey 305
Hackbery 405
Bl leharry Gia
Crannarpy &5
HuckiabeTy o5
Ctheyr berties™ OO
Grape Ay
Japanese persimrnan 0.05
Eanana ERA ]
Wiyt G0
Papaya 005
Arosada T
FPinespple .05
Gliava $.05
flaroo 4.5 ;3
Fassion fru 305
Cate 08
Other fruits™ 1 5.2
Sunflower seads 205
Sasama seeds o058
Saffleraet seeds R
Cotinn sesds 08
rapeseeds G058
Sther off sesds ™ s
Ginggo nut 0%
Chastnst i
Pacan 333
A GOs
WAakaut o058
Other nuts?’ .95
T=a 305
Coffee beans G.0%
Catan bheans o2
o G205
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Coyrgimading {Contgzd)
fal CNren
Ceanpryendly et kL
f s | AT

Cther spices '™ 7.0 &
ther herbs ™ 74 14
Caitie, musciz 0.3 0.5
Pig, muscle o 048
Sheen, muscle ol 0.5
Ciher trrestial mammals™ exespt sheen) mustls 0.3 0.1
Cattie, fat .95 0.a%
Fig, fat a5 £.as
Shaan, fat . 02
Cther ferrestial maramals {axoent shaep,, fat .4 005
Czitie. fiver 0.3 a5
Pigy, liver 0.2 0.aE
Sheap, liver 03 0.2
Cher reestia! rnemmals feucepi sheep). fiver ns (WO
Cattie, Ridney 0.3 0
Pig, kidney 0% 0.
Cither tetrestial mammals. kidney ] 02
Caltie, edibla offal 03 0.5
Piy, ecibie offal as) Bas
Sheep, edible offal a3 0.z
Ciher tetrastrial vammals {excent sheen), edibie offal 0.3 A
BeliiE: ot 041
Chicken, muscle N 0ag
Cther nougn™ | muschs o1 0.5
Chickar, fat 185 095
Cifier pouttry, fat .95 008
Ciichen, liver 0.1 Qa7
Cither nouttny, Bver ut .02
Chicken. kidney 0.1 0.Aa7
Cher poaitry, Kidney ot .03
Chigken. sdible offal 21 0.7
Clyer poditry, edibia offal 0.t 0.as
Chitieh, sogs 03 047
Ciilvar noultry, eaqs 0.3 0,02
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Note:
The uniform limit (0.01 ppm) will be applied to commodities for which draft MRLs are not
given. Some limits in the column, “MRL (draft),” remain unchanged from the current MRLs.

Currently, an MRL of 0.02 ppm is set for halosulfuron-methyl on some crops, instead of the
uniform limit (0.01 ppm) because the determination limit of the applicable analytical method
was 0.02 ppm at the time of standards setting. By this review, the limit will be modified and
the uniform limit will be applied to these crops because the improved method has enabled
the determination of halosulfuron-methyl to the level of 0.01 ppm.

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

2. “Beans (dry)” includes butter beans, cowbeans (red beans), lentil, lima beans, pegia,
sultani, sultapya, and white beans.

3. “Other legumes/pulses” refers to all legumes/pulses, except soybeans (dry), beans (dry),
peas, broad beans, peanuts (dry), and spices.

4. “Other potatoes” refers to all potatoes, except potato, taro, sweet potato, yam, and konjac.

5. “Other cruciferous vegetables” refers to all cruciferous vegetables, except Japanese radish
roots and leaves (including radish), turnip roots and leaves, horseradish, watercress, Chinese
cabbage, cabbage, brussels sprouts, kale, komatsuna (Japanese mustard spinach), kyona,
qging-geng-cai, cauliflower, broccoli, and herbs.

6. “Other composite vegetables” refers to all composite vegetables, except burdock, salsify,
artichoke, chicory, endive, shungiku, lettuce (including cos lettuce and leaf lettuce), and
herbs.

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

8. “Other umbelliferous vegetables” refers to all umbelliferous vegetables, except carrot,
parsnip, parsley, celery, mitsuba, spices, and herbs.

9. “Other solanaceous vegetables” refers to all solanaceous vegetables, except tomato,
pimiento (sweet pepper), and egg plant.

10. “Other cucurbitaceous vegetables” refers to all cucurbitaceous vegetables, except
cucumber (including gherkin), pumpkin (including squash), oriental pickling melon
(vegetable), watermelon, melons, and makuwauri melon.

11. “Other mushrooms” refers to all mushrooms, except button mushroom, and shiitake
mushroom.

12. “Other vegetables” refers to all vegetables, except potatoes, sugar beet, sugarcane,
cruciferous vegetables, composite vegetables, liliaceous vegetables, umbelliferous vegetables,
solanaceous vegetables, cucurbitaceous vegetables, spinach, bamboo shoots, okra, ginger,
peas (with pods, immature), kidney beans (with pods, immature), green soybeans,
mushrooms, spices, and herbs.
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13. “Other citrus fruits” refers to all citrus fruits, except unshu orange (pulp), citrus
natsudaidai (pulp), citrus natsudaidai (peel), citrus natsudaidai (whole), lemon, orange
(including navel orange), grapefruit, lime, and spices.

14. “Other berries” refers to all berries, except strawberry, raspberry, blackberry, blueberry,
cranberry, and huckleberry.

15. “Other fruits” refers to all fruits, except citrus fruits, apple, Japanese pear, pear, quince,
loquat, peach, nectarine, apricot, Japanese plum (including prune), mume plum, cherry,
berries, grape, Japanese persimmon, banana, kiwifruit, papaya, avocado, pineapple, guava,
mango, passion fruit, date and spices.

16. “Other oil seeds” refers to all oil seeds, except sunflower seeds, sesame seeds, safflower
seeds, cotton seeds, rapeseeds and spices.

17. “Other nuts” refers to all nuts, except ginkgo nut, chestnut, pecan, almond and walnut.
18. “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.

19. “Other herbs” refers to all herbs, except watercress, nira, parsley stems and leaves,
celery stems and leaves.

20. “Other terrestrial mammals” refers to all terrestrial mammals, except cattle and pig.

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