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O O O O Responsibilities of a U.S. agent The U.S. agent must either reside in the U.S. or

maintain a place of business in the U.S. The U.S. agent cannot use a post office box

as an address. The U.S. agent cannot use an answering service. They must be available

to answer the phone or have an employee available to answer the phone during normal

business hours. The responsibilities of the U.S. agent are limited and include: assisting F

DA in communications with the foreign establishment, responding to questions concerning the

foreign establishment's devices that are imported or offered for import into the United St

ates, assisting FDA in scheduling inspections of the foreign establishment and if FDA isu

nable to contact the foreign establishment directly or expeditiously, FDA may provide inform

ation or documents to the U.S. agent, and such an action shall be considered to be eq

uivalent to providing the same information or documents to the foreign establishment. Please

note that the U.S. agent has no responsibility related to reporting of adverse events und

er the Medical Device Reporting regulation (21 CFR Part 803), or submitting 510(k) Prema

rket Notifications (21 CFR Part 807, Subpart E).510(K)0 O O O FDAO 0O O O 0O O O O 510(k)0
O0000000000D00D0000000000000000000000000(KYYXXXX)Od
gotdodoooooooot,;oodootdodooooonododododndndFrDAL
0000000000000 D0O0000000000000O00DO0DOO0Os51k0O0000DbOODFDA
godododooooooootdodooooobooooododo odoooooon



O0O0O0oGeGMPOODOODDO0OO0DDOOO0DDOODDOOO (Clearance); 0 00 0O 0O 0O GMPO O 510(k)0
gobobobbbogoooobobbosuNncoUdogonoooboodooobbnD 1FDAL
Joobobobooou 2rFDAU0O0O0O0O0ODOODODOO03 00000 orADDDODDDOO
gobboobbodoooo4bibbbooooobbobbrAbboooooboboobog
OO0D00OS0O00FFRADO0O0O0O0OODDDODOOQESRE20 DO bobobeoognd
goQQsre0 oo oodooooobobboooooobooboborogoobooboo
goQsSRe200 0 000D bObbObo0oooooboboobboo s ggobobobo20ggoooon
gobobobobboooooooobo


http://www.tcpdf.org

