
42 C.F.R. § 447.514
Upper limits for multiple source drugs.

(a) Establishment and issuance of a listing. (1) CMS will establish and issue listings that identify and set upper
limits for multiple source drugs available for purchase by retail community pharmacies on a nationwide
basis that FDA has rated at least three drug products as pharmaceutically and therapeutically equivalent in
the “Approved Drug Products with Therapeutic Equivalence Evaluations” which is available at
http://www.accessdata.fda.gov/scripts/cder/ob/. Only pharmaceutically and therapeutically equivalent
formulations will be used to determine such limit, and such limit will only be applied to those equivalent
drug products.
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