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Stabflity testing is a necessary and vftd means to help assure that 
a formulation fl mdntain its integdty (i.e . , strenelrz, q u a t y ,  and 
pudty) during its assigned shelf life. It would, however, be futife 
to attempt ta propose a simple, universd stabzty-testing protocol, 
which could reasonably be expected to assure the h tegd ty  of every 
topical formulation of e-vev pharmaceuticd manufacturer, because 
there are necessaq differences in spl~?"cific stabnity pmtwals be- 
tween difsrent formufatians of the same manuf'aeturer and between 
simaifar firmulations of different manuflacturers, 

Mthough a number of factors may hRuenee the determination of 
an expiry date f"os a given product, this discussion wil l  be confined 
to tes thg designed to determine the chemnied and physicd proper- 
ties cfitic& to the stabisty of the product, with the assumption 
that one, or a combination, of these is the limiting factor. Although 
much of the discussion may be applicable to the testing and dating 
of nonpreaer;lptbn produ~ts ,  it wal be confined to gresc~pt ion 
products that progress from investigational new dmg (END) status, 
through the new d m g  application (NDA) rstage, and on to market- 
ing. 

The theme of this chapter is based on the premise that despite 
the differences in specific stabnitg-testing protocols among products 
and manufacturers, there are actidties that are common ta any sta- 
baty-testing program, The first set of stabaty-related actieties 
in the development of a new active ingredient into a marketed 
product generany invalves the profiling of its physical and chemical 




