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NDA 214770 
MEMORANDUM 

Application Number: 214770 
Product Name: NOXAFIL® (posaconazole) powder for delayed-release oral suspension 
Applicant Name: Merck Sharp & Dohme Corp. 
Subject: Drug Substance information cross-referenced to NDA 022003 

The Applicant cross-references NDA 022003 (posaconazole oral suspension, 40 mg/mL) for 
drug substance information. The Applicant states that the posaconazole drug substance in NDA 
214770 is manufactured through the same process developed and approved for posaconazole oral 
suspension in NDA 022003, and that no new synthesis was required.  

Assessment of the drug substance information in NDA 022003 (and the associated FDA internal 
review and other cross-referenced NDAs) do not raise concerns, regarding drug substance 
quality information. The last drug substance supplement for NDA 022003 was Supplement #23 
on 12/15/17. The quality information was reviewed and recommend for approval on 03/13/18. 
No significant drug substance information has been submitted since that review. The cross-
referenced information in NDA 022003 is considered adequate to support the approval of NDA 
214770.  
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by Drug Company X,
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