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1 FDA EZR
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Action Plan for Import Action Plan for Import
Safety Safety
2007 Nov 2008 dJuly

2 BEA~OHLETERL

(1) HE~OW R
KEFDADZu—RY)¥— g%, FENSBEE->TWVD,

LSRR & X 3 1-5-2, HFEIZEB T D FDA A4 7 4 AR 2K E 1-5-3 1277,

B3R 1-5-2  HE~DOR ST

OSigned Memoranda of Agreement (MOA) with China. H1EIZ FDA @5V R#EEHZ T, PEE
NEERROEREZITIENTEE

FDA signed two MOAs with China and held bilateral talks with the Chinese regulatory agencies to work towards

creation of a certification program to help ensure items exported to the United States meet Department of Health

and Humans Services (HHS) and FDA safety standards. Additionally, these MOA’s provide a streamlined process

for facilitating FDA inspections conducted in China. This aspect of the agreement has already proven effective in

giving FDA prompt access to conduct inspections.

OProvided Technical Assistance to China. XK [E FDA [FFRE ARG ICET AL —=2 T £

FDA provided training on regulatory requirements and technical assistance training to Chinese regulatory agencies.

OHired Leadership for an FDA Office in China. FDA FEBN R RN —F v THiE
FDA received approval and has hired leadership for a new FDA office in China.

1% #JF : Action Plan for Import Safety M (X Action Plan for Import SafetyFDA Activities (November 2007 — June
2008) KOk PR
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B ERLERAMOIN —=0 7527522 BIET 5, FDA 13, B#EEE ORISR B
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15 S5 o [ 2 K B4R 2008-06-11 K& OV 0D % 0 B 17 s ik 4 (2 CRHER

(2) A4 ¥ F~DPRIE AL DRI
A RIZBWTH, MLEEKRICRDLENE RSN TS,
An FDA delegation visited Indian counterparts to discuss requirements for an FDA

presence in India. Results are promisingfor future collaboration.
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