


7.0 Combination Products

In the reserved section for permitted combinations of allowable active ingredients
(333.420) the Agency does not address whether or not the combination of allowable
actives (i.e. iodine and alcohol) is permitted under the monograph. Further as
previously stated in section 6.0, Active ingredients vs. Inactive Ingredient, when
products must rely upon known active antimicrobials listed as inactive preservatives
to pass the proposed test methods it would be appropriate to have them considered as
Combination products as well (Table; Topical Antimicrobial Ingredients, Summary of
Health-Care Antiseptic Active Ingredients, Pages FR 31435 & 31436). The final
monograph must clarify whether combination products (i.e. two or more
antimicrobials) is allowed under 333.420.
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