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The present submission is responsive to two deficiencies
noted in our two memos dated 1/4/93.

8 encie aining to Be Resolve
Product Chemistry data gaps. :
Conclusions
1. Sandoz has submitted additional analytical data on the
forage sample from South Dakota. CBTS now concludes
that the sulfonate conjugate of SAN-582H is not likely’
to be present in field corn grain, forage or fodder at . .
jevels exceeding 0.05 ppm.
2. sandoz has submitted a revised analytical method which

incorporates the changes requested in ACB's 12/21/92
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3. Pending receipt and satisfactory evaluation of product
chemistry data, specified in our 1/22/93 memo, CBTS
will recommend for the proposed tolerances of 0.01 ppm
for residues of parent SAN-582H in/on field corn grain,
forage and fodder.

Recommendatjon

CBTS does not recommend that the proposed tolerances be
established. Product chemistry data are still outstanding.

petailed Considerations

Deficiencies in our 1/4/93 reviews are listed along with
sandoz's response and CBTS' comments.

peficiency #1 (Conclusion #3 from our 1/4/93 memo (CB #.10763])

Residue data from field trials held during 1991 and 1992 generally show sulfonate levels <0.05 ppm
in corn racs. Higher levels were found in ssmples from the 1992 South Dakota field trial, but these
tevels could be due to an interference. portions of the check sample (0.068 ppm), the preemergence
treated sample (0.094 ppm) and early postemergence treated sample (0.101 ppm) should be fortified
with the sulfonate conjugate at 0.05 ppm and chromatograms compered with those from the unspiked
samples. [f we cannot conclude that the peaks in the unfortified samples are due to {nterferences,
it will be necessery to reevaluate the HED Metabolism Committee's conclusions using a.sulfonate
conjugate level of 0.2 ppm rather than 0.05 ppm.

a se P

sandoz has reanalyzed the forage sample from South Dakota.
For these analyses a new HPLC column and a new pre-column were
installed on the HPLC and a new UV lamp was used. The instrument
had recently been serviced. Samples were fortified at 0.05 ppm
sulfonate, as requested. Under these new conditions the main
interference peak observed in previous analyses shifted to a
slightly longer retention time, leaving a smaller peak present at °
the retention time of the major sulfonate peak. (The sulfonate
conjugate is a rotamer giving two HPLC peaks.) Under these
circumstances a fortification of 0.05 ppm clearly produces an
observable-difference in the chromatograms. The increase in peak
height from- the fortified sample is greater than the original
peak from the unfortified one, which implies that even if the
interference were the sufonate conjugate itself, the :
concentration would be less than 0.05 ppm. Based on integration
of the peak areas in the unfortified sample, the maximum
sulfonate concentration would be less than 0.02 ppn. Sample .
chromatograms are given as an attachment to this memo.

CBTS Ccomment

-

We are convinced that the presence of sulfonate conjugate in
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corn forage was lower than 0.05 ppm in the samples analyzed.
This deficiency is resolved.

CBTS Deficiency #2 (from our 1/4/93 memo [CBTS # 9978])

Sandoz should submit a revised version of the analytical method in swhich ACB's changes are
incorporated...

Sandoz Response

A revised analytical method has pbeen submitted. The method
is now denoted AM-0884-0193-1. Recommended changes have been
incorporated.

CBTS ggmmen;

ACB's 12/21/92 memo, conclusions 6-10, listed certain -
changes that should be made in Sandoz's method. These changes
have been incorporated in sandoz's method. One of these changes
was deletion of a recovery factor in calculating the residue in
mg/kg (Conclusion 9, ACB's report; page 15 of 41, AM-0884-0193-
1). Because the recovery factor was deleted, the first line of
page 15 should read "Calculate the residue level in a sample
... rather than "Calculate the (corrected) residue level in a
sample..." Because the recovery factor has been omitted, the
calculated residue is not a corrected residue. We regard this as
a non-substantive change and will make our own correction in the
copy sent to the FDA for inclusion -in PAM II. )

/

This deficiency is resolved. /

other Considerations

UL A s =

Product Chemistry data gaps still exist, as specified in our
1/22/93 memo. These are solubility in water (Guidelines
Reference No. 63-8) and corrosion characteristics (Guidelines
Reference No. 63-20).

Attachment: sample chromatogram from forage analyses.
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Page z is not included in this copy.
Pages through are not included.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial informatiqp.
A draft product label. _57
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.




