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1.2. Change in coating formulation for immediate-release solid dosage forms if the coating
material and quantity have been approved for another similar product” and the change
does not alter release of the drug, specification (i.e., tests, analytical procedures, and
acceptance criteria for test results), or stability.

. Ininstances where the supplier of an inactive ingredient was specified in an approved
application, change to a new supplier of that inactive ingredient (e.g., change from
one drug master file (DMF) holder to other DMF holder or change to a new qualified
supplier). This is applicable only if the inactive ingredient’s specification remains
unchanged.
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