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0000000000 Anyforeign establishment engaged in the manufacture, preparation, pro

pagation, compounding, or processing of a device imported into the United States must ide

ntify a United States agent (U.S. agent) for that establishment. Information about a foreign

establishment’” s U.S. Agent is submitted electronically using the FDA Unified Registration a

nd Listing System (FURLS system) and is part of the establishment registration process. Eac

h foreign establishment may designate only one U.S. agent. The foreign establishment may

also, but is not required to, designate its U.S. agent as its official correspondent. The for

eign establishment should provide the name, address, telephone and fax numbers, and e-mail

address of the U.S. agent. The U.S. agent identified will be required to complete an a

utomated process to confirm that they have agreed to act as the U.S. agent. The automa

ted process will forward an email verification request to the U.S. agent. They will be req



uested to confirm her/his consent to act as a representative/liaison on behalf of the foreig

n establishment. If the U.S. agent denies consent (or does not respond within 10 business

days), the Official Correspondent/Owner Operator of the foreign establishment will be notifi

ed and must designate a new U.S. agent to satisfy the regulatory obligation.(0 [0 [0 FDAO O
FDAOOOODO /OOOOoOooDoOoooOoooDoOoooooooosoooo 2oo0n
OD0Oo0dool00000oo0obo0onoorDbADDOOO 3/ Canlfile formulations in th

e VCRP for products that are considered drugs but also have a cosmetic function? [ [
O0000000000000000000 Yes, products that are considered drugs in the

United States, such as sunscreens, but also make cosmetic type claims, such as moisturizing,
canbefiledinthe VCRP. 4/ 00000000000 OO0ODOODODOOODOOODODOOO
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