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Background

The manufacturing concentrate, “Neull65M Manufacturing Concentrate” (Reg. No. 26199),
was first registered in 1999.

Purpose of Application

The purpose of this Category B.7.0 submission is to reinstate the registered product, “Neull65M
Manufacturing Concentrate” (Reg. No. 26199).This manufacturing concentrate, “Neull65M
Manufacturing Concentrate” (Reg. No. 26199), is intended for use in manufacturing,
formulating or repacking.

Chemistry Assessment

Neulle5M Manufacturing Concentrate is a solid containing the active ingredient ferric
phosphate at a minimum concentration of 0.76%. This product has a density of 0.78-0.80 g/mL
and pH of 6.64. The chemistry requirements for Neul165M Manufacturing Concentrate have
been completed.

Health Assessment

Health Assessment is not required.

Environmental Assessment

Environmental assessment is not required.

Value Assessment

A value assessment is not required for a manufacturing concentrate product.

Conclusion

The PMRA has completed an evaluation of the subject application and has determined that
Neull65M Manufacturing Concentrate is eligible for full registration.
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