
CONSISTENCY

Information presented in
QOS (Module 2) and Module
3 should be consistent and
in a concise PDF document 
(not scanned)



EXPECTATIONS

Quick understanding of the
process applied 

e.g. synthetic route,
materials used, purification

strategies and controls…
understanding of potential &

existing impurities



PRESENTATION OF DATA 

Tabulated format is
helping assessors
during review 



CONTROL STRATEGY

It is important to present a
list of all impurities (Ph.Eur.

and non-Ph.Eur.), 
 the justification of the

limits proposed or absence
of control and to confirm

the suitability of the
monograph to control them



CONTROL STRATEGY

Specifically discuss 
mutagenic impurities,
using ICH M7 as reference 
( ! ) Risk for N-nitrosamine
impurities should also be
addressed



RE-TEST PERIOD

Express clearly the length
of the proposed period and
storage conditions applied


