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Application Number:

2014-4923

Application: Changes TGAI Chemistry-Specifications
Product: Famoxadone Technical

Registration Number: 27436

Active ingredients (a.i.):  famoxadone

PMRA Document Number : 2552331

Purpose of Application

The purpose of this application was to amend the manufacturing process and update the product

specification.
Chemistry Assessment

Common Name:
CAS Chemical Name:

IUPAC Chemical Name:

famoxadone

5-methyl-5-(4-phenoxyphenyl)-3-(phenylamino)-2,4-
oxazolidinedione

rac-(5R)-3-anilino-5-methyl-5-(4-phenoxyphenyl)-1,3-oxazolidine-
2,4-dione

Famoxadone Technical has the following properties:

Property

Result

Colour and physical state

Pale cream powder

Nominal concentration

97.8%

Odour

Characteristic of burnt plastic and similar to vanilla

Specific gravity

1.310

Vapour pressure

6.4 x 107 Pa at 20°C

pH

6.56
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Property Result

Solubility in water at pH ng/L

20°C unbuffered 52
2 143
3 191
5 243
7 111
9 38

n-Octanol/water partition | pH log Kow

coefficient (Kqw) 3.0 4,59
5.0 4.80
7.0 4.65
9.0 5.55

The chemistry requirements for Famoxadone Technical have been fulfilled.

Health Assessments

The change in manufacturing process of Famoxadone Technical results in a product that is
toxicologically equivalent to that of the original process. No toxicological data were reviewed or
are required.

Food residues and occupational assessments were not required for this application.

Environmental and Value Assessments

It was determined that environmental and value assessments were not required for this
application.

Conclusion

Following review of the application the amendment to the the manufacturing process and product
specification were approved.
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