
Navigate U.S. FDA Requirements:

Human Drug Products

Designate a 
U.S. Agent

Designate a 
Regulatory Contact

IS THIS A FINISHED DRUG PRODUCT?

IS THE DRUG UNDER 
OTC MONOGRAPH?

Apply for 
NDA/ANDA

Register 
Establishment

Prepare 
Labeling

DO YOU MANUFACTURE, REPACK, RELABEL, OR ANALYZE?*

IS YOUR ESTABLISHMENT IN THE UNITED STATES?

Obtain Labeler 
Code for PLD

IS ANALYSIS YOUR 
ONLY FUNCTION?

IS THE PRODUCT A GENERIC DRUG?

Obtain 
Labeler Code List Product

Our Regulatory Advisors can help you determine the FDA regulations that affect your 
drug products. Contact Registrar Corp at +1-757-224-0177 or info@registrarcorp.com

QUESTIONS?  WE’RE HERE TO HELP

* Facilities that pack, label, sterilize, 
reduce particle sizes, produce PET 
drugs, or transfill medical gasses 
should also register with FDA

Obtain a DUNS Number

Self Identify & Pay 
GDUFA Fees Annually

Renew Establishment &
Certify Listings Annually




