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CHECKLIST OF REQUIREMENTS FOR ELIGIBILITY 
TO AUTOMATIC RENEWAL REGISTRATION
	Who May Avail
	:
	All Manufactrurers, Distributors, Importers, Exporters, Wholesalers, and Traders of Pharmaceutical Products

	Fees to be Paid
	:
	[bookmark: _GoBack]A.O. No. 50 s. 2001
Branded: PHP 10,000.00 + 1% LRF
Unbranded: PHP 7,500.00 + 1% LRF


Republic Act No. 9711

There shall be automatic renewal of the Certificate of Product Registration (CPR) when the following conditions are satisfied:
1. The application is filed before the expiration date of the registration;
2. The prescribed renewal fee is paid upon filing of the application; and
3. A sworn statement indicating no change or variation whatsoever in the product is attached to the application. 

Note:
Market Authorization Holder (MAH) shall ensure compliance to post-approval commitments and/or special conditions reflected at the back of the previously issued Certificate of Product Registration (CPR)/Marketing Authorization (MA) prior to submission of the application for Automatic Renewal. Otherwise, shall be deemed disqualified as Automatic Renewal (AR) and will be processed as Regular Renewal.

References:
1. Republic Act 9711 – Food and Drug Administration Act of 2009
2. FDA Advisory No.2021-0999 - Implementation Of The Food And Drug Administration (FDA) Eservices Portal System For Automatic Renewal (AR) Applications For Drug Products.
3. Administrative Order 47-A 2001 – Rules and Regulations on the Registration, including approval  and conduct of Clinical Trials and Lot or Batch Release Certification of Vaccines and Biologic Products
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