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INTRODUCTION:

On pahalf of MEY Corporation, Technology Sciences Group Inc., is submitting the “Me-Too”™ application for
the registration of the proposed end use product "Meychem Glyphosate™. The active ingredient in the product
is isepropylamine salt of glyphosate produced by integration formulation process. The glyphosate {N-
{phosphonomethyljglycine} was produced in-situ and then further reacted with isopropyiamine to produce
47% isopropylamine sall of glyphosate as the active ingredient in the end use product Meychermn Glyphosate

Theregistrant has submitted the product chemistry data corresponding to 830 series Subgroup Aunder MRID
No. 462103-01. Inttially no date on 830 series Subgroup B (physical-chemical properties) for the proposed
end use was submilted. On 01-27-05, additional data was submitted which included Subgroup B data on the
proposed product. The additional data were submitted under MRID Nos, 464566-01, 464566-02, and 464566
83, Alsc on the same date the applicant provided a revised CSF for basic formulation {dated 01-26-05) which
will replace the previously submitted CSF for basic formulation (dated 02-27-04) and the product label. The

‘registrant has ciamed that the proposed product is substantially simifar to the registered product with Reg.

No 524-475 The TRB has been asked to review the product chemistry data submitted for the proposed eénd-
use product and determine its similarity with the registered product.

SUNMARY OF FINDINGS

1. The proposed end-use product contains Isopropylamine salt of glyphosate as the active ingredient with
procuct fabel claim o1 41.0% The active ingredient was produced by reacting the glyphosate (produced in-situ
by cnemical réactions) with isopropylamine.

2 Tne CBF for basic formulation (dated 01-25-05) is filled out correctly and complately. it1$ in compliance
with PR Nouce 91-2 and agree with the label tlaim nominal concentration. The certified limits for the Al is
based on the standard centified limits in compliance with 8301750 . The proposed certified limits for the
imoutilles a1e based on preliminary analysis of glyphosate acid and Meychem glyphosate. The data submitted
corrasponaing 1o the guidsline reference 830, 1550 {product identity & composition) and 8301750 (certified
hits ) salisfy the data requirements of S0CFRETEE 158 and 168.175 respattvely IMRID No. 482103-01 and
484588027,

S The data submitted corresponding to the guideline reference 830 1650 (description of formulation
processiand 830 1670 (discussion on the formation of impurities) satisfy the data requirements of
ADCFR158 185 and 158 187 respectively [MRID No. 484566-02].
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4. The five representative batches of the end use product were analyzed for the IPA salt of glyphosate and
for the glyphosate acid using HPLC/UV (195 nm) method (ACAC Method 983.10). The method uses ion
exchange chromatography with UV detection. The quantitation was done by external standard technique. The
method was validated for specificity, finearity, accuracy, and precision. The data submitted corresponding to
the guideline reference 830.1700 (preliminary analysis) satisfy the data requirements of 40CFR§158.170
Additional information on 830.1700 {received on 01-27-085) The impurities were determined by HPLC/UV {208
nm) method. capillary GC method, and ion chromatography. Details of the method have been provided.
The methods were validated for tinearity, accuracy, and precision [MRID No. 462103-01 & 484566-02).

5. The AOAC Method 983.10 was found 1o be suitable for determining the content of the active ingredient in
Meychem glyphosate. The method uses ion exchange chromatography with UV detection (195 nm) and
external standard technigue for the quantitation of the Al. The percent of glyphosate IPA salt in the test
substance was caiculated by multiplying the percent glyphosate by a constant derived from molecular wiight
{(MWjof glyphosate & MW of IPA salt of glyphosate.

The data submitted corresponding to the guideline reference 830.1800 {enforcemant analytical method)
satisfy the data requirements of 40CFR§158.180 [4621 03-011

6. The product chemistry data corresponding to 830 series subgroup B {physical-chemical properties) for the
proposed end use product satisfy the data requirements of 40CFR§158.190 [MRID No. 464566-01)

7. The registrant has provided the results of accelerated storage stability study. The study was carried out
for 14 days at 54°C and at cold temperatures. However, the registrant is required to generate one year storage
stability for the proposed product, The registrant is recommended to carry out the corrosion characteristios
study simultaneously with one year storage stability study. It is advised that the observations be made at 0.
3.6, 9, & 12 months periods [MRID No. 464566-03)

CONCLUSIONS:

The TRB has reviewed the product chemistry data submitted for the proposed end-use product and has
concluded that:

1. The product chemisiry data submitted corresponding to guideline reference 830 Series Subgroup A satisfy
the data requirements of 40CFR§158.150 to 158.180 and are acceptable.

2. The proposed product (File symbol No. 80967-R) was determined to be substantially similar to the
registered product with Reg. No. 524475 from the product chemistry point of view.

3. The product chemistry data submitted corresponding to B30 series subgroup B (physical-chemical
properties) satisfy the data requirements of 40CFR§158 190 and are acceptable, except one year storage
stability (830.6347),

4. The registrant has requested waiver for corrosion characteristics (830.6320) studies for the proposed end
use product. Based on the justification provided, the Agency accepts the waiver request.

4. The CSF for basic formulation (dated 01-26-05) is acceptable.

5. The results of one storage stability (830.6317) study must be submitted to the Agency on completion. The
registrant may request to the RM for the conditional registration of the product while the study is in progress.
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Subgroup A
utfifiag
| 7 B e I

B30 1850 Chemical ideniity (hasic CSF) ¥ 01-26-06

8301800 Begnning Materials Y 46210301
AB4566-02

B30 16850 Formulation Process ki oo

8301870 Discussion of Impurities Y ooxow

8301700 Prefiminary Analysis Y 462103-01
464586.02

830 1750 Cerified Litits (basic C5EY Y {1-26-05 g

Uata Regured
Fulfifled
83068302 Coloy
830 8302 Physical State Y liquid -ooor oo
B3D B304, Ondor MA
§20.6314 OxidatonfReduction Action M ?49{& 1 46456602
B30 8215 Flaramabilty NA
830 6318 Explodability Y non-explosive 454566-02
8306317 Storage stability v i 14 days 464666-03
830.8318  Misoibility NA
88308320 Corrosion Charactaristics Y Waiver 484565.01
: accepted
8308321, Disinc, Bkd, Vitg, NA
830 7000 pH ¥ 4-5 454566.01
830 7100, Viscosity Y 43 mPa 20 ©ooox s
B30 7000, Density/Bulk Density Y 1,165

T e ot

filled, NA = Nol Apphicable;

Explanalions: ¥ = The Requirements Were Fulfiled. N = The Requnements |
G = Data Gap, U = Requires Upgrading; | = Incomplete or in Progress; W = Waived.

Note 1{830.6314}; Nut to mix or store the product or speay solutions in galvanized or unlined steel containers of apyeay
tanks. Avoid the contact with oxidizing or reducing agents,
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The method uses ion exchange chromalography with UV detection operating st 198 nra, and using external standard
techmque for quantitation of the active ingredient.

Summary: an accurately weighed amount of reference standard glyphosate was diluted with phosphate buffer mobile
phase, The mobile phase consisted of aquesus potassium dihydrogen phosphate and methanol at pH 1.9. The portions
of standard solution were injected directly into an ion exchange chromatographic system equipped with a loop injector,
strip chart recorder, electronic integrator, and strong anion exchange column. An accurately weighed amount of test
substance was simitarly diluted and injected. After the system slability was assured, average peak areas from two
successive injections from both standard and test solutions, along with the weights of test and reference substance used
and the purity of the reference substanice, were usad to calculate the percent glyphosate in the test substance. The
percent of glyphosate IPA salt in the test substance was calculated by multiplying the % glyphosate by salt factor.

Liquid chromatography: able to generate over 1000 psi and measure A at 186 nm.
Column: a strong anion exchange column like Partisil 10 SAX, 25 cm x 4.6 mmiid, 1/4° (.35 mm} od.
Column temperature; ambient

Mobile Phase: dissolve 0.8437 g potassium dihydrogen phosphate in 960 mi water. Add 40 mi methanol and mix well.
Adjust the pH at 1.9 with 85% phosphoric acid.

Injection volume: 50 14..
% Glyphosate = (FUR') x WW) x P

Where, R = average peak area of test solution; R = average peak area of slandard solution; W = my test porlion; W
= mg standard; P = % purity of standard, To convert % glyphosate to IPA salt, multiply by 1.3496.
Fiow rate: 2.3 midmin
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CONFIDENTIAL APPENDIX
OP BARCODE No.:0306058,312253 REG./File Symbol No.: 80067-R PRODUCT NAME: Mev

ition:[MRID No. 462103-01 & 484566-02]
Commeon Name: Meychem Glyphosate, IPA sait of glyphosate

Js

Chemical name: Glycine, N-{phosphonomethyl), isopropylamine salt
CAS No,: 38841-84.0

Moalecular formula: (HO), P(O) CH, NH CH, COD ! + {Me), CH N, 2
Molecular weight: 228.18
Structursl formula:

0
-) /
” NH 3(*)
| P oo
OH
it MRID No. 46210301 & 484566-02]

The registrant provided the MSDS's for all the slarting materials used to produce the end use product Meychem
glyphosate.

Meychem glyphosate is produced by
3 SCTE ."‘.‘g 270 futu VAT L
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Page is not included in this copy.

Pages 2 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.

\4 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.




