
3.2.R.4.2	Comparative results
A report, signed and dated, is required addressing the following:
For more than one manufacturer of the API comparative critical tests, e.g. identification, assay, solubility and/or dissolution, particle size distribution, polymorphism, optical rotation, residual solvents and impurity profiles, to demonstrate physical and chemical equivalence, should be performed on a sample from each API manufacturer by the same laboratory (either the laboratory of the manufacturer or an independent laboratory).

The same analytical methods and equipment should be used for these tests.
These results should be presented also in tabular format and spectra should preferably be overlaid.

