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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

“

. > _ WASHINGTON, D.C. 20480

Qrfice or
PEBTICIRES ANG YOXIC SUBITANCES

l JUL |7 1989
. MEMORANDUM

SURJECT: Thiabendazole -~ Comprehensive Data Call-In Notice -
Merck and Compary - FPA Registration No., 618-67

MRTD No,: 410835-01
DEB No,: 5399
FROM: Gobind P. Makhijani, Chemist ~ qrﬂﬂwﬁﬂfvf
Dietary Exposure Rranch raY
Health Fffects Division (H7509C)

TO: Jay Ellenbergecr/R. White, PM Team 50
Special Review Branch

' | Special Review and Reregistration Division (H7508C)
and

. Reto Engler, Ph.D., rChief
Science Analysis and Conrdination Branch
Health Effects Division (H7509C)

THRU: William J. Boodee, Sactinn Head
' Reregistration Section NJG
Dietary Exposure Rranch
Health Effects Division (H7509C)

In reaponse to the comprehensive Nata %all=In (DCT)
Notice for Thiabandazole, Merck and Company has submitted
Product Chemistry Data (MRID No, 410R35-01, Aated May 2,
1989) to partially fulfill the requirements far its
Thiabendazole Teachnical (EPA Registra*tinn No, 618-67),

These data and our conclusions are discunased belnw.

62-1 - Preliminary Analysis nf Prnduct Samples

batches no* Thiabendazole Technical manufactured during 1980
and 1987. The results of analysis nf thege 10 hatches are
discussed in Confidential Appendix A,
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l The registrant has provided preliminary analyses nf 10
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Some further clarification is needed regarding ths
impurities reported previously by the ragistrant (MRTD No.
408355-01).

A data gap sti'l exists here.

§2-2 - Certification of Limits

' The registrant has submitted information giving only
the lower limits for the active ingredtent and a combined
upper limit for the two impurities. These limits are

. discussad in Confidential Appendix R. The upper and lewer
limits for the active ingredient ang upper limits for each
impurity present at > 0.1 percent (w/w) must be provided and

' certified on EPA Form 8570 (Rev. 2~85}),

A data gap still oxista here.

63-3 - Analytical Methods to Verify Certified Limits

The registrant has submitted methods for the
quantitation of thiabendazole activa ingredient and the
impurities in the technical product. fThese prncedures are

.. discussed in Confidential Appendix C.

All the analytical methods have been val{dated by the
registrant for aAccuracy, precisinn, and linearity,

No further information ia needed on this toplc.

Note to the Product Hanager

l The registrant (Samue! F. Richard of Merck and Company)
has informed us by telephone on July 6, 1989 that sections

II _ . 61-1, 61-2, and 61-1 were submitted to EPA on September 29,
1988 (MRID No. 408355-01), DEB has not received these data
at this time.

Attachment I: Confidential Appendices A, R, & C (3 paqges)

cc: Thiabendazole Registration Standard, SF, Peviewer, RmP
PMSD/TSB (E. £ldredge), Fllenberger (PM 50), Toxicnlngy
(Coberly).

¢c:  Thiabendaznle Registration Standard, &F, RF, Reviewer,
PMSD/ISB (€., Eldredge), RFllenberger (PM 50), RF, Mircu.
Toxiecology (Coberly).
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