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REGISTRANT: Sipcam Agro, USA, Incorporation
USE: Herbicide

INTRODUCTION:

The registrant has submitted an application, in accordance with FIFRA Sec.3, for the registration
of Sipcam Metolachlortechnical, containing the herbicide active ingredient metolachlor. The SipcamAgro
USA, Inc., intend to register this material as a manufacturing use product, which will be used to formulate
end-use products that will be applied 10 agricultural and horticulture crops , including turf grass. The
applicant has submitted the product chemistry data for Subgroup A under MRID No. 452391-01 and
452391-02 and Subgroup B (Physical/Chemical Propertics) under MRID NQ, 452469-01.

SUMMARY OF FINDINGS:

1. The data submitted corresponding to guideline reference 830.1550 (Product identification) and 830.
1750 (certified limits) satisfy the data requirements of 40CFR§158.155 & 158.175 respectively.

2. The data submitied corresponding to guideline reference 830.1600 (Description of materials used to
produce the product), 830.1620 (description of production process), and 830.1670 (Discussion on the
formation of impurities) satisfy the data requircments of 40CFR§158.160, 158.162, and 158.167
respectively.

3. The data submitted corresponding to guideline reference 830, 1700 (Preliminary analysis) satisty the
data requiremnents of 40CFRE158.170.

4. The data submitted corresponding to guideline reference 830.1800 (Enforcement analytical method)
satisfy the data reguirements of 40CFR§158.180 /




CONCLUSION:

1. The data submitted corresponding to guideline reference 830.1550 (Product identification) and 830.
1750 (certified limits) satisfy the data requircments of 40CFR§158.155 & 158.175 respectively, and are
acceptable. [ The impurity profile listed in the CSF for basic formulation dated 10-10-00 concurs with the
analytical results of the batches obtained from amended process. The nominal concentration, the upper and
lower certified limits for the Al are same. All the impurities are same, their nominal concentrations and
upper certified limits are same. No new impurities are formed]. The CSF for basic formulation dated 10-
10-00 is acceptable.

2. The data submitted corresponding to guideline reference 830.1600 (Description of materials used to
produce the product), 830.1620 (description of production process), and 830.1670 {Discussion on the
formation of impuritics) satisfy the data requirements of 40CFR§158.160, 158.162, and 158.167
respectively and are acceptable.

3. The data submitted corresponding to guideline reference 830. 1700 (Preliminary analysis) satisfy the
data requirements of 40CFR§158.170 and are acceptable.

4. The data submitted corresponding to guideline reference 830.1800 (Enforcement analytical method)
satisfy the data requirements of 40CFR§158.180 and are acceptable.

3. The proposed technical was determined not be substantially similar to the registered product with
Reg No. 100-587 form the product chemistry point of view, since the impurity profile for the two products
arc entirely different.
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REVIEW OF PRODUCT CHEMISTRY, OPPTS 830 SERIES

Chemicat Name (IUPAC, ANSL etc) 2-chiloro-N-(2-cthyl-6-methylphens ) N-(2-methoxy- 1~
methylethyi)-
acetmide,

Chemical Numbers (CAS; PC Code) Reg. No. 60063-RT
CASNo, 51218-45-2
PC Code 108801

_Registration/Symbol No. 6O063-RT
Type of Product (T, FI, MP, EF) 9T% T
| DP Barcode : D2I0203
Reviewer Shyam B, Mathiur, Ph.D

The Sipcam Agro, USA Incorporation has submitted the product chemistry data corresponding to guideling reference
Series 830 Subgroup A and Subgroup B under MRID Nos, 452391-01, 45239102 and 452469-01 to support ity
registration.
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are quontitated. CSF dated 10-10-04

8301550 Product identity & Disclosure of
Ingredienis

| 830.1600
2301620 Manufscluring Process produstion process (s described in detailts with
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ATTACHMENT: CONFIBENTIAL APPENDEX
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Page é; is not included in this copy.

Pages through are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product impurities.

’)X: Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page (g)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




COMMENTS:

The sources and specifications were provided for each of the starting materials. A detailed description including
the relative amounts of starting materials and intermediates, types of equipment used, regulated conditions
(temperature, pressure, and pH), duration of procedures, and flow charts of the chemical reactions of the
manufactaring process of the 97% T was inchuded.

The registrant stated that on the basis of chemical structure, Metolachlor is not prone to the formation of
chlorinated dioxins, dibenzofuranes, or HCBs even after extreme conditions. None of the starting materials have
precursor character, and the process chemistry as a potential source of ¢hlorinated dioxins, dibenzofuranes and
other HCB, can be ruled cut with high probability.




BAR CODE: D270203; Reg, No.: 66063-RT: Chemical: Metolschlor Technical

8301650, Product identity (MRID No, 45239101

The registrant provided the following information on this topic:

Common name: Metolachlor

CAS No.: 51218432

Empirical formula: C,. Hy, CIN O,

CAS Name: 2-Chloro-N-(2-ethyl-6-methylpheny)-N-(2-methoxy- 1 -methylethy Dacetamide
TUPAC Name: 2-Chloro-6 *«ethy-N-(2-methoxy- 1- methylethyDacet-o-toluidide

Mol Wi 2838

‘tmciumi formula:

Et
CO CIIZCi

CH CH, 0 CH

Me
Me

[ Metolachlor |
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Page i1s not included in this copy.

Pages 2 through /2 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product impurities.

.X Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page (s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




