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B 2R D BLE A0 5, M 9], E o BAEI B E 1155 0 40% % 5 A 3 %5 Shandong

Weigao Medical Polymer Company ([UE@EEEM) OBIIZ L A2 THiEO R Y

BuERMoTe, T, AEMGKOH CREICE A - 728k, FETSICK

B2 R e i E R 2 B E T o O ¥ETH D, 9

Medtronic |% 2007 4 12 A |Z 5 Shandong Weigao Medical Polymer Company
(LR E EER) ORKEEIZAKE) L, Joint-venture DXL EFHE L7, 15%
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¥rilholm, 9
DU T Fresenius Kabi 78 COSCO %= H UL L 7=, COSCO X E Ik~ > 7o
¥ AL A . Guangzhou (2R BLER 2 H 3 5, 10
VAUV AAFT 4 ANV Y a— g o RE FERANMC 3B AH LU T, — A
A AT AL e TIOT s AT AR— T HERT DL 2005 4 12 A I E,
7 T1% 2006 4F, BEHIT 2007 %4 TE L TH Y, T EEHS RGOS - B3
N OVERE - IRFEEAT O T, (BB OE®RNA 2210 1
74V v T AF, PEEBRESTSEICED D58 EEIGMMRAR L L TRV, BE
BHRFEBEMICHD L LT, MAREBET VCHGHRETL LV L, A0F - H
IR X0 W5 A IS 5w, 12
HARA—H—CHEICEFESZBNTWASIIRE AT L, B, T4
EFRETHDL, HRTHICBTIEAFROGWVRGEZA T HEENENL TS
bz b, 10
WEAT 4 X 2002 Fos b HEKE CRR Wik E o % KR & A L CRUELE %
U CTHEMNICIIE L TE 2, 2007 F 4 AIZERY AT AR EHT L,
HEESRICEDER AT LORGES—ERAZ1T 9,
BEIET T TR T 0 VB ROHE (ER) ICEEREEE X EE
ZHEFE L TV B,
TEIFHE, 74UV v B AV RICH LHZFTA LTWDSA, 2007 4F 5 H 12
NRMTLATHEZRE L, SEICHERT 2 AR 2T 50K 7 il
y%ﬁk%@ll%ﬁ%%ﬁi“2%7@%#%%??5 ABIR NP AERE L
DIFFEOIEMN THOEFERNVBIICESE, iz Rt LR’ hY —
)xy% YT D L DRI TH D,
TV ORISR FETEE L CE LT OH AOEFELMEZ X N LB
THICEL, ENTEREL CEEARBEOAEL NN ATE THbETITH 2
& T 2008 4 8 HiZHEENHM (ERERIL 2010 FF8) T2 L HKR L,

I 2% 1

<

HERIERT 7 n O—HESEBIAEE (RTINS

2) http://www.mhlw.go.jp/houdou/2007/04/h0427-3.html

3) FoRERT 7 /v —#ESFERR AR (F47 %)

) TERT U7 ERERESRTS O] & LR N

5) http://www.ciic-medicalnews.com/kiji/0805-02.html 1% = 3

6) http://www.ciic-medicalnews.com/kiji/080425.htm] H % & 3%

7) http://www.sipac.gov.cn/japanese/Jyqdt/200804/t20080428-27615.htm

8) http://www.cbfeature.com/site/news/ma-target-localmedical-instrument-manufac
9) http://www.biotoday.com/view.cfm?n=23995

10) http://www.alacrstore.com/storecontent/Thomson-M&A/Fesenius-Kabi-AG-acq
11) http://news.searchina.ne.jp/disp.cgi?y=2005&d=1213&f=business-1213-013.shtml
12) http://www.chinapress.jp/release/10221/

13) HAR A — T — O IERIT A LG @ b
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58 HESES A - RS KRB OB FDA O 7 v — U B— g LRI A

T AU BERENCET D EIEN - EEEISOARIT., BUFEE CTH 28 MEELF (Food
and Drug Administration : L' F [FDAJ] &\ 95, BBV O KGR S 49 HH%R, )
WXV FEmINATWD, FDA X, KFEHEOFEFIZEY 2007 0 11 HIZ Action Plan for
Import Safety (At DL ENEIZEAT D XRE) ARk Uiz, FHl o £ N TSGR
SIT B O E DO LRV T v 7/ M=% T o (EERBEEH) AT L0
b5 CdH 5, Z D Action Plan IX. Prevention(Bfjit) « Intervention (4 A\) - Response (xf
JR) O =AFENB 20 K2 Prevention OBLAIZI W T REENO 22 MO 72 D th[E
DR L oEEERIbZ B E LTW5,

HWBE PO IX, WRICB I 2 ERREXREBOMK T Z2 &0 2158005 FDA OIS %
SEOBE AR EZTROEANRIEI N TS Z ED, KEESNTO FDA O#) X %
FDA LA — h K OVREM 2B Z 3 Z o T P EROF BB HRIC L 0 EEHE L,

1 FDA EZR
FDA /o — U ¥ —v g VEER A XE 1-5-1 12”77,

K 1-5-1 FDA 7 o —nRYE¥— 3 VHEER

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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X% 1-5-3 HIEIZEIT D FDA F 7 ¢ AFEL

2008FDA £ [EIZ 13 L HE 8 (8 AAKE FDA KYEEIRE) BEDA I+ REHKIL,

BB OB EL L, FEIFZEREOBE W IBREEE, KE FDA ELTOEZEEZEmL, FEO
B ERLERAMOIN —=0 7527522 BIET 5, FDA 13, B#EEE ORISR B
HLOELEREZ DN THTETHD, DT, —H O H [E O BE IR S IE AR EZK 30 ik,
BEE, £9°. BH05F IO TWDEET,

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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