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. . OFF identifier Number
" United States I:I Registration
VE PA Environmental Protection Agency D Amendment
Washington, DC 20460
& Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
524-499 Jim Tompkins
4. Company/Product (Narme) PM# [X] none [ ] Restricted
MON 37500 Technical 25
5 Name and Address of Applicant {Include ZIP Coda) 6.Expedited Review. In accordance with FIFRA Section 3(c)(3} (b)Xi), my
Monsa{gto Company product is similar or identical in composition and labsling to:
600 13" St., N.W,, Suite 660 EPA Reg. No.
Washington, DC 20005
D Check if this is a new address Product Name
Section - i
. Final printed labels in response to
I::I Amendment — Explain beiow. %] Agency letter dated NOT'F'C AT'ON
Resubmission in response to Agency letter dated “Me Too™ Application. :
[] o MAY 3 2- 2003

g Notification — Explain below. D Other — Explain below.

‘Explanation: Use additional page(s) if necessary. (For section | and Section I1.)
Submission of foreign language (Japanese) label.

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46 , and no other changes have been made to the
{abeling or the confidential staterment of formula of this product. | understand that it is a violation of 18 U.5.C Sec. 1001 to wififully make any faise statement
to EPA. | further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in viclation of
FIFRA and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.

Section - |

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging | Unit Packaging Water Scluble Packaging 2. Type of Container
Yes* Yes Yes D Metal
Plastic
No No No
L] [] [] [ ciuss
* Certification must if "Yes” No. per If “Yes No. per [} Paper
be submitted Unit Packaging wgt. Container Package wgt. Container
[ ] other (specity) Plant Celis
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
D Label D Container Various |:| ©On Label
D On Labeling accompanying product

8. Manner in Which Label is Affixed to Product I:l Lithograph I:l Other
l:] Paper glued

D Stenciled !

Section - IV

1. Contact Point (Complete iterns directly below for identification of individual to be contacted, if necessary, to process this application.}

Name Title Telephone No. (lm.f{qde Area Code)
Dr. Marsha C. Gray Registration Manager (202} 783-2460
. Certification 6. Date Application
1 certify that the statements | have made on this form and all attachments thereto are true, accurate and complet.. Rsctiv
. . . . ; P Ractived

1 acknowledge that any knowingly false or misleading statement may be punishabie by fine or impnsonment or S d

both under applicable law. ‘ . (Stamped)
2 Signature 3. Title :

: ’ ' ) Registration Manager

/// wvely MY Mo
4. Typed Name 5. Date
Rhonda M. Mannion 314/ 694-8785 9 April 2003

EPA Form 8570-1 {Rev. 3-94) Previous editions are obsolete. White - EPA File Copy (original)  Yellow - Applicant Copy
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Submitted in Support of the Registration of MON 37500 Technical
EPA Reg. No. 524-499

INTERNATIONAL LABEL CERTIFICATION STATEMENT

| hereby certify that the attached Japanese label (TMK-18, MON 37500) does not
add new uses or claims, nor does it conflict with the approved Section 3 labeling
for MON 37500 Technical (Reg. No. 524-499).

The Japanese label contains additional advisory language for the safe handling
of the material, as well as additional personal protective equipment and first aid
instructions which have been deemed unnecessary by the U.S. EPA based upon
the acute toxicity properties of MON 37500 Technicai.

NOTIFICATION
MAY 2 9 2003
Company Agent: Rhonda M. Mannion

Title: Registration Manager
Monsanto Company

Date: 9 April 2003

Signature: /fﬁmﬁ& //,//{%W (
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MONSANTO
MONSANTO COMPANY
600 13TH STREET, N.W.
SWwTE 6oo
WaSHINGTON, D.C. 20005
http:/ /www.monsanto.com
9 April 2003
Hand Delivered
Document Processing Center (NOTIF)
Office of Pesticide Programs
U.S. Environmental Protection Agency
Room 266 A, Crystal Mall 2,
1921 Jefferson Davis Highway
Arlington, VA 22202-4501
Attention: M. Jim Tompkins (7505C)
Product Manager (Team 25)
Subject: Sulfosulfuron (MON 37500) Technical (Reg. No. 524-499).

Notification of Japanese Labeling Required for Export.
Dear Mr. Tompkins:

Monsanto imports MON 37500 Tezhnical (Reg. No. 524-499) from Japan where it is currently manufactured by
Sumiomo Chemical Takdea Agro Co., Ltd. Japanese regulations require that the MON 37500 Technical containers
bear Japanese labeling during transit from the manufacturing site to the U.S.

Foreign language labeling is permitted under 40 CFR 156.10(a)(3), and Chapter 18 of the U.S. EPA Label Review
Manual provides additional guidance on the provisions of foreign language (international) labeling. The Manual
states that such labeling is permitted provided the foreign language label does not add any new uses or claims and
does not contradict the current Section 3 label, and the registrant submits a certification statement.

To this end, Monsanto is herein submitting the Japanese label that is affixed to the MON 37500 Technical containers
along with the approved Section 3 label, an English transiation of the Japanese label, and the certification statement.
The Japanese label does not contain language which contradicts the approved Section 3 labeling, rather the Japanese
label merely incorporates additional advisory and precautionary statements which EPA deemed unnecessary based
upon the acute toxicity and physical and chemical properties of MON 37500 Technical.

Should you have any questions, please contact Dr. Marsha Gray at our Washington office (202) 383-2460, or me
directly at (314) 694-3785 or rhonda.m.mannion{@monsanto.com.

Sincerely,

sty WY %«/\_

Rhonda M. Mannion
Registration Manager

cc: V. Walters/ EPA
M.Gray / DC Office
File copy

Enclosure

slc



NOTIFICATION
MAY 2 2 2003
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'TKM-19 Technical (MON 37500 Technical)

Designated Chemical Substance A CAUTION This compound 1s a designated chemical substance
' under chemical Substance Control Law and care
NET 40k Lot. No. H195 uld be taken not to ingest '
g should fe‘tak n not p 'Pm'f"er:hue Gen
A ovE€S,
Active 1-(4,6-dimethoxypyrimidin-2-yl)-3-(2-ethylsulfonylimidazo A,ac)“)\e'%
Ingredient [1,2—a]pyridin-3-yl-sulfonyl) urea magk
¢ When handling, make sure the room is well ventilated
Purity: >08%
. + Wear long sleeve clothes, protective gloves, mask and goggles
Cautions to prevent environmental contamination and take care not to inhale material, and avoid contact with eyes
By designated chemical substance - and skin

+ Store in ventilated dry place avoiding direct sunlight
1. Take caution not to spill when removing the content from the container

Precautionary}2. When handling solid product with heating to melt, use local ventilation Do not directly release to sewage, river and the environment
Language apparatus with ability to collect the material
3. The rinse solution or collected wasted from the Jocal ventilator or dust
collector should be disposed by authorized industrial waste disposer FIRST AID .
or on site

¢ In case of fire, use water, dry extinguisher or CO,

Manufacturer | Takeda Chemical Industries, Ltd. : «If in eyes, wash eyes with running water for longer than 15 minutes
1-1,4 chome, Doshomachi, Chuo-ku, Osaka and get ophthalmologist’s attention

¢ If on skin, wash the contacted skin with plenty of water and soap
immediately

«If inhaled, move the person to fresh air and calm and warm place and
get medical attention immediately

+ If ingested, dilute with plenty of water and induce vomiting then get
medical attention

Contact: Takeda Chemical Industries, Limited Agro Company. Information and Safety Group Tel. No. 03-3278-2837



