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APPENDICES A & B

APPENDIX A:
HOW FDAINTENDS TO DETERMINE WHETHER A COMPOUNDED DRUG PRODULCT 15 ESSENTIALLY A COPY OF
AN APPROVED DRUG UNDER SECTION 5038
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APPEMNINX B:
HOW FDA INTENDS TO DETERMINE WHETHER A COMPOUNDEE DRUG PRODUICT 15 ESSENTIALLY A COFY OF

ACOVERED OTC DRUG UNOER SECTION 5038
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