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FDA Proposes Ending Use of Oral Phenylephrine as OTC Monograph Nasal Decongestant

Active Ingredient After Extensive Review

FDA News Release
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B Order Title: Amending Over-the-Counter Monograph M012: Cold, Cough, Allergy, Bronchodilator, and

Antiasthmatic Drug Products for Over-the-Counter Human Use

nasal decongestant active ingredient
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e Key Information about Nonprescription, Over-the-Counter (OTC), Oral Phenylephrine

e Federal Register: Public Inspection: Over-the-Counter Monograph M012: Cold, Cough,

Allergy, Bronchodilator, and Antiasthmatic Drug Products for Over-the-Counter Human

Use

e FDA clarifies results of recent advisory committee meeting on oral phenylephrine

e September 11-12, 2023: Meeting of the Nonprescription Drugs Advisory Committee
e OTC Drug Review Process

E Nonprescription Drug Advisory Committee

F Generally Recognized as Safe and Effective
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H https://www.fda.gov/drugs/understanding-over-counter-medicines/over-counter-drug-facts-label (FR7%)



https://dps.fda.gov/omuf/ordersearch/order_otc000036
https://www.fda.gov/drugs/understanding-over-counter-medicines/key-information-about-nonprescription-over-counter-otc-oral-phenylephrine
https://www.federalregister.gov/public-inspection/2024-25910/over-the-counter-monograph-m012-cold-cough-allergy-bronchodilator-and-antiasthmatic-drug-products
https://www.federalregister.gov/public-inspection/2024-25910/over-the-counter-monograph-m012-cold-cough-allergy-bronchodilator-and-antiasthmatic-drug-products
https://www.federalregister.gov/public-inspection/2024-25910/over-the-counter-monograph-m012-cold-cough-allergy-bronchodilator-and-antiasthmatic-drug-products
https://www.fda.gov/drugs/drug-safety-and-availability/fda-clarifies-results-recent-advisory-committee-meeting-oral-phenylephrine
https://www.fda.gov/advisory-committees/advisory-committee-calendar/updated-september-11-12-2023-meeting-nonprescription-drugs-advisory-committee-meeting-announcement
https://www.fda.gov/drugs/otc-drug-review-process-otc-drug-monographs#:%7E:text=An%20OTC%20drug%20monograph%20establishes,GRASE)%20for%20its%20intended%20use
https://www.nihs.go.jp/dig/sireport/weekly21/25231207.pdf
https://www.fda.gov/drugs/understanding-over-counter-medicines/over-counter-drug-facts-label
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e Annual Forecast for Planned Monograph Activities

e  Monograph M012: Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products

for Over-the-Counter Human Use

e OTC Monographs Frequently Asked Questions
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https://dps.fda.gov/omuf/forecast
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https://dps-admin.fda.gov/omuf/omuf/sites/omuf/files/primary-documents/2022-10/OTC%20Monograph_M012-Cough%20Cold%20Allergy%20Bronchodilator%20and%20Antiasthmatic%20Drug%20Products%20for%20OTC%20Human%20Use%2010.14.2022_0.pdf
https://dps.fda.gov/omuf/faqs
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GLP-1 receptor agonists: reminder of the potential side effects and to be aware of the potential
for misuse

Drug Safety Update Volume 18, Issue 3, October 2024

A H :2024/10/24

https://www.gov.uk/drug-safety-update/glp-1-receptor-agonists-reminder-of-the-potential-side-effect

s-and-to-be-aware-of-the-potential-for-misuse
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D prescription-only medicines
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