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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: PHILIPPINES
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Atty. Paolo S. Teston
Director General
Food and Drug Administration
DEPARTMENT OF HEALTH
Dr. Charmaine Ann M. Rabago
Officer-In-Charge, Director IV
Center for Drug Regulation and Research
Food and Drug Administration
DEPARTMENT OF HEALTH
Email: cdrr.od@fda.gov.ph, cdrr.sds@fda.gov.ph; www.fda.gov.ph

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Pharmaceutics (ICS code(s): 11.120)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Classification of Pharmaceutical Products Intended for Human Use; (10 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07969_00_e.pdf
https://members.wto.org/crnattachments/2025/TBT/PHL/25_07969_01_e.pdf
https://www.fda.gov.ph/draft-for-comments-classification-of-pharmaceutical-products-intended-for-human-use/

Center for Drug Regulation and Research
Food and Drug Administration
DEPARTMENT OF HEALTH
Email: cdrr.od@fda.gov.ph, cdrr.sds@fda.gov.ph, bps@dti.gov.ph

	6.
	Description of content: The policy provides guidelines, and regulations in the classification and reclassification of pharmaceutical products (i.e., prescription pharmaceutical products, pharmacist-only non-prescription pharmaceutical products, general sales non-prescription pharmaceutical products, or household remedy).

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Republic Act (RA) No. 10918, or the Philippine Pharmacy Act, introduced the classification of pharmacist-only non-prescription pharmaceutical products. These OTC medicines require mandatory counselling from a licensed pharmacist before being dispensed. This category is formally recognized under non-prescription pharmaceutical products as per the law and its Implementing Rules and Regulations. In line with its mandate under RA No. 9711, the Department of Health issued Administrative Order (AO) No. 2024-0013, updating pharmaceutical registration guidelines to reflect a new classification system: prescription pharmaceutical products, and non-prescription pharmaceutical products. Non-prescription pharmaceutical products are further divided into pharmacist-only non-prescription pharmaceutical products and general sales non-prescription pharmaceutical products (including household remedies). This updated framework supports the safe, rational, and accessible use of medicines by ensuring proper classification and balancing public access with patient safety. This proposed policy aims to provide guidelines and regulations regarding the new classification framework. Specifically, it aims to establish clear guidelines for the list of active ingredients, the labelling requirements for each classification, other information like storage, and lastly, to serve as guidelines for all stakeholders.; Protection of human health or safety

	8.
	Relevant documents: 
· RA No. 9711: "Food and Drug Administration (FDA) Act of 2009"
· RA No. 10918: "Philippine Pharmacy Act"
· Department of Health (DOH) Administrative Order (AO) No 2024-0013: "General Rules and Regulations on the Registration of Pharmaceutical Products and Active Pharmaceutical Ingredients Intended for Human Use"

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 21 November 2025
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Mr. Neil P. Catajay
Director
Bureau of Philippine Standards
Department of Trade and Industry
3F Trade and Industry Building
361 Sen. Gil Puyat Avenue
Makati City
Philippines
1200
Tel: (632) 751 4700; (632) 7913128
Email: bps@dti.gov.ph
Website: http://www.bps.dti.gov.ph
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