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Application Number: 2009-0759

Application: New product chemistry: guarantee, identity of formulants, proportion of
formulants, formulation type
New product label: application rate increase, precautions

Product: Ziram Granuflo
Registration Number: 29685
Active ingredient (a.i.): Ziram

PMRA Document Number : 1883058
Purpose of Application

The purpose of this application was to register a new end-use product, Ziram Granuflo, based on the
precedent products, Ziram 85W (historical Registration Number 14773) and Ziram 85W Fungicide
(current Registration Number 29140). The active ingredient, ziram, is currently under re-evaluation.

Chemistry Assessment

Ziram Granuflo is formulated as wettable granules containing ziram at a nominal concentration of 76.0%.
This end-use product has a density between 0.563 and 0.621 g/mL and a pH of 5.29. The chemistry
requirements for Ziram Granuflo are complete.

Health Assessment

Ziram Granulfo is of high acute toxicity in the rat by the oral (LDso = 478 mg/kg bw in females) and
inhalation routes (LCso = 0.06 mg/L for technical grade active). It is of low dermal toxicity (LDsg > 2000
mg/kg) in rabbits, and it is extremely irritating to the eye and non-irritating to the skin of rabbits. Itis a
dermal sensitizer in guinea pigs.

Based on a comparison to the use pattern of the registered precedent product, the use of Ziram Granuflo is
not considered to represent an increase of potential occupational exposure over registered uses.

Based on a comparison to the formulation of the registered precedent product, there is no indication that
Ziram Granuflo will have an impact on the magnitude of the residues of ziram in/on treated crops when
used according to the label as the use directions are identical. Therefore, no increase in dietary exposure is
anticipated.

Environmental Assessment

Based on a comparison to the use pattern of the registered precedent product, Ziram Granuflo is not
expected to pose an unacceptable risk to the environment.
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Value Assessment

The proposed pest/crop combinations and rates for Ziram Granuflo are the same as the precedent
products; however, the formulation type has been changed from wettable powder to water dispersible
granules. The change in product formulation is not expected to decrease efficacy or increase phytotoxic
effects on the crops.

Conclusion

The PMRA conducted an evaluation of the subject application and found the information sufficient to
support full registration of Ziram Granuflo. The regulatory status of Ziram Granuflo may be affected by
the outcome of the re-evaluation of the active ingredient, ziram.
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