November 3, 2012
	Drug Name
	Active Ingredient
	Dosage Form/Route
	Sponsor
	Submission Type

	Salonpas
	menthol; methyl salicylate
	Patch; Topical
	Hisamitsu
	Efficacy Supplement with Clinical Data to Support


November 2, 2012
	Drug Name
	Active Ingredient
	Dosage Form/Route
	Sponsor
	Submission Type

	Arava
	leflunomide
	Tablet; Oral
	Sanofi Aventis Us
	Labeling Revision

	Nplate
	romiplostim
	Injectable; Subcutaneous
	Amgen
	Labeling Revision

	Olanzapine and Fluoxetine Hydrochloride
	fluoxetine hydrochloride; olanzapine
	Capsule; Oral
	Par Pharm
	Approval

	Palonosetron Hydrochloride
	palonosetron hydrochloride
	Injectable; Injection
	Dr Reddys Labs Ltd
	Tentative Approval

	Pradaxa
	dabigatran etexilate mesylate
	Capsule; Oral
	Boehringer Ingelheim
	Labeling Revision

	Victrelis
	boceprevir
	Capsule; Oral
	Merck Sharp Dohme
	Labeling Revision

	Xarelto
	rivaroxaban
	Tablet; Oral
	Janssen Pharms
	Efficacy Supplement with Clinical Data to Support

	Zithromax
	azithromycin
	For Suspension; Oral
	Pfizer
	Labeling Revision

	Zithromax
	azithromycin
	For Suspension; Oral
	Pfizer
	Labeling Revision

	Zithromax
	azithromycin
	Tablet; Oral
	Pfizer
	Labeling Revision

	Zithromax
	azithromycin
	Tablet; Oral
	Pfizer
	Labeling Revision

	Zithromax
	azithromycin
	Tablet; Oral
	Pfizer
	Labeling Revision


 

