


FEE
Date: August 14, 2006

SUBJECT: Product Chemistry Review of Imidacloprid (ENS-010) TGAI/MUP

FROM:

TO:

Shyam B. Mathur, PhD
Product Chemistry Team Leader
Technical Review Branch/RD (7505C)

Dani Daniel
Insecticide-Rodenticide Branch I RD (7505C)

DP BARCODE: 0325434
DECISION No.: 363042
File Symbol No.: 82957-R
PRODUCT: Imidacloprid (ENS-010) TGAIIMUP
PCC: 129099
REGISTRANT: Ensystex III, Incorporation
USE: Food Handling establishments: places other than private residences in which food is held,
processed, prepared and served.

INTRODUCTION:

The registrant has submitted the product chemistry data to support the registration application of the
proposed imidacloprid (ENS-010) technical The
product chemistry data corresponding to 830 series subgroup A and Subgroup B have been submitted
under MRID Nos. 467096-01, 467096-02, 467096-07 to -09, 467096-11,467096-13, and 467225-01 thru
467225-05. The registrant has also submitted a CSF for basic formulation (dated 12-01-05) and the
product label. The registrant has claimed that the proposed TGAIIMUP imidacloprid ENS-010 (File
Symbol No. 82957-R) is substantially similar to the registered product with Reg. No. 264-755. TRB has
been asked to evaluate the product chemistry data submitted for the proposed MUP and determine its
similarity to the registered product.

SUMMARY OF FINDINGS:

1. The registrant has submitted a Confidential Statement of Formula for basic formulation (dated 12-01­
05) for the ENS-010 TGAII MUP. The average purity of the technical/MUP is 99.0%, as determined by
the five batch analysis. The proposed certified limits for the AI are based on the standard certified limits
as set forth in 40CFR§158.175{b){2), where as the certified limits for the impurities are based on batch
analysis. The product chemistry data submitted corresponding to guideline reference 830.1550 (product
identity &composition) and 830.1750 (certified limits) satisfy the data requirements of 40CFR§158.155
and 158.175 respectively [MRID No. 467096-01].

2. The product chemistry data submitted corresponding to guideline reference 830.1600 (description of
material used to produce the product) satisfy the data requirements of 40CFR§ 158.160 [MRID No.
467096-01].

3. The product chemistry data submitted corresponding to guideline reference 830.1620 (description of
production process) satisfy the data requirements for 40CFR§158.162. The ENS-10 TGAIIMUP was
manufactured in two step integrated batch process. The details of the production process have been
provided which included the amounts of each starting material used in the process, description of the
equipment used, the reaction conditions (temperature, pH, etc.) and the yields of the final product and the
steps taken to control the quality of the product [MRID No. 467096-01].
















