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Evaluation Report for Category B, Subcategory 2.1, 2.2, 2.3, 2.4 Application

Application Number: 2016-3378
Application: B.2.1: Guarantee
B.2.2: Form of TGAI
B.2.3: Identity of Formulants
B.2.4: Proportion of Formulants
Product: Lontrel XC Herbicide
Registration Number: 32795
Active ingredients (a.i.): Clopyralid
PMRA Document Number: 2781967

Purpose of Application

The purpose of this application was to register the end use product Lontrel XC Herbicide
containing 600 g/L clopyralid present as the dimethylamine (DMA) salt.

Chemistry Assessment

Lontrel XC Herbicide is formulated as a solution containing clopyralid (present as
dimethylamine salt) at a nominal concentration of 600 g/L. This end-use product has a density of
1.215-1.235 g/mL and pH of 5.1-6.1. The required chemistry data for Lontrel XC Herbicide have
been provided, reviewed and found to be acceptable.

Health Assessments

Lontrel XC Herbicide is of low acute toxicity in the rat via the oral, dermal and inhalation routes
of exposure. It is minimally irritating to the eye and non-irritating to the skin of the rabbit. It is
not a skin sensitizer in the mouse via the local lymph node assay.

Lontrel XC Herbicide for use in field crops, Christmas tree plantations, pasture, rangeland,
vegetable and fruit crops, and non-crop land to control perennial and annual broadleaved weeds
fits within the registered use pattern for clopyralid. The exposure for mixers, loaders, applicators
and postapplication re-entry workers is considered acceptable when label directions and
precautionary statements are adhered to.

The use pattern of the end-use product was determined to be similar to that of the registered
product. Therefore, the previously reviewed data were reassessed in the framework of the current
submission and it was confirmed that the use of Lontrel XC Herbicide is not expected to result in
an increase in the magnitude of clopyralid residues in the treated crops.

! Canada



Therefore, the use of Lontrel XC Herbicide will not pose an unacceptable risk to any segment of
the population, including infants, children, adults and seniors.

Environmental Assessment

The registration of Lontrel XC Herbicide, containing clopyralid present as the dimethylamine salt
is acceptable from an environmental perspective. Environmental concerns have been mitigated
through adequate statements on the product label.

Value Assessment

The registration of Lontrel XC Herbicide, which contains 67% or more active ingredient
compared to the registered clopyralid containing products in liquid formulation, will provide
value to growers by significantly reducing transportation costs, handling requirements, the
number of non-returnable small jugs, etc.

Based on the weight of evidence, the performance, in terms of both efficacy and crop tolerance,
of Lontrel XC Herbicide can be expected to be similar to the cited precedent product. Therefore,
all claims and uses registered on the cited precedent product label are supported for inclusion on
the Lontrel XC Herbicide label. The evidence includes product formulation comparison,
scientifically sound rationales, and data from field trials. The field trials were conducted in
various OECD countries which are considered generally similar to the climate and environmental
conditions in Canada.

Conclusion

The PMRA has reviewed the information provided in support of this application. Based on the
results of this application, Lontrel XC Herbicide is acceptable for registration.
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