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Naloxone nasal spray – New drug approval 
• On March 8, 2023, Amphastar Pharmaceuticals announced the FDA approval of naloxone nasal 

spray, for emergency treatment of known or suspected opioid overdose, as manifested by 
respiratory and/or central nervous system depression, for adult and pediatric patients. 

 
— Naloxone nasal spray is intended for immediate administration as emergency therapy in 

settings where opioids may be present. 
— Naloxone nasal spray is not a substitute for emergency medical care. 

 
• Other intranasal formulations of naloxone include Narcan® (available generically) and Kloxxado™. 

Both are also approved for the emergency treatment of known or suspected opioid overdose. 
 

• Warnings and precautions for naloxone nasal spray include risk of recurrent respiratory and 
central nervous system depression; limited efficacy with partial agonists or mixed 
agonist/antagonists; and precipitation of severe opioid withdrawal. 
 

• The most common adverse reactions with naloxone nasal spray use were oral paraesthesia and 
headache. 
 

• The recommended initial dose of naloxone nasal spray in adults and pediatric patients is one 
spray delivered by intranasal administration, which delivers 4 mg of naloxone.  
 

— For repeat dosing instructions, refer to the naloxone drug label. 
 

• Amphastar Pharmaceuticals’ launch plans for naloxone nasal spray are pending. Naloxone nasal 
spray will be available as a carton containing two unit-dose naloxone nasal spray devices (each 
delivers a single spray containing 4 mg of naloxone). 

https://ir.amphastar.com/websites/amphastar/English/2110/news-detail.html?airportNewsID=fd568d0c-36f7-43b9-a888-87c8afa3e096
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2023/208969Orig1s000ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/208969s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/208969s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=724df050-5332-4d0a-9a5f-17bf08a547e1
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ebf0f833-c1c0-487c-8f29-01fa8c61b6cb

