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Research on Drug Traceability and Security System in U. S.

FENG Xiao-chan' , YANG Lu-yaom , YANG Yue'** (1. School of Business Administration, Shenyang Pharmaceutical Univer-
sity , Shenyang 110016, China; 2. International Food and Drug Policy and Law Center, Shenyang 110016, China)

ABSTRACT: OBJECTIVE To explore and analyze the U. S drug traceability and security system. METHODS By researching
domestic and foreign literature , this study analyzed the background of the U. S Drug Supply Chain Security Act,the key elements, char-
acteristics and advantages of the drug traceability and security system, as well as problems and challenges. RESULTS Based on the
complete information chain, whose core element is the product identifier, the U. S established a responsibility chain among trade par-
ties for information transmission, verification and investigation of suspect product and disposition of illegitimate products. The system
also designed a transition period of 10 years. To ensure drug safety, as well as protect and promote public health, FDA provides guid-
ance and assistance to the industry, controls supply chain security through recalls and other measures, and supervises the trade parties.
CONCLUSION

whole process. With the transfer of drug ownership, the supply chain participants should take corresponding responsibilities. As a su-

The U. S drug traceability and security system can make legal products in the supply chain leave a trace during the

pervisor, FDA can take risk control measures according to the responsibility chain and take the blame. The responsibility of the U. S
pharmaceutical supply chain is clear, and the participants work together to avoid the circulation of illegal products under the assistance
and guidance of the FDA. The U. S drug traceability and security system is worth being referenced and learned in China.

KEY WORDS : Drug Supply Chain Security Act,drug traceability, suspect product, product identifier

IR RBRLy PN EE R S I VR RS T 55, BORTEAS 5 & 3R 1 AL 1 25 i A5 B, A R BE2h

R 554 3k Al T i 1) e 522 2% AR e Bk 8P ) ) L 22
— U Ml ke i R A A R i e A B S
AT G FVETERS I 2R o 2013 48 11 A 27 H L
FE GG B O B T M Rk RE)
( Drug Quality and Security Act, DQSA) ,iZ L% —
R (2 A B 2 4212258 ) ( Drug Supply Chain Se-
curity Act,DSCSA) , B L AE 24 it (H I B v A= 7
PR A A R 24 s S5 R i AH G 5 1 B AT A L

BRI : B 50250 B 8 LR 254 R 0 H % Bl (20170012 )

TEBEE N BT, Lo, WA E BRSO ) 23RS 2 BOR
ML GPRZE2:  Tel: (024)23986372
- 934 -

Chin Pharm J, 2019 June, Vol. 54 No. 11

dt AL FEAEVR 24 T 25 M SR I 5 K A A
F o DSCSA 35238 b 2 (IR IR 1 i 25 i fh ot i 1%
%) (FD&CA 7EZ2) 45 H 5555 581 % 585 4%, H il 7F
R B R R A58 20 IR YT AR R 24 i e A, B AR AR
BHAAFL 20

1 DSCSA ERHEEE
1.1 &gt B nF & KR

TEIEE N, o WA R BT ST B

E-mail; yyue315@ vip. 126. com

272k 2019 45 6 J155 54 55 11 )



2 ] A9 24 it A 107 S AR A A 3t DX T 5 22 A MR
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] )R R A 1 24, DA 2007 £ 3 2011 48 240k
AR TE 4 4[] ) 4 [ 4% 245 1 i IR 3 24 0, Ot
REABGE W5 B, , 3024 b To i B 24 i o B AR I,
A RV 2 20 5 ) B AE A 20 R

ERIEA] AR 2 W R A R, 7
B P R BB 24 e — R AR
L IS4 7 RS R I, 2R SO A A8 i,
ST IRRA R 4 0 24 i 0 B MR AR R L BT IR
R ENMhE
1.2 5 — 09 ARk f R FDA J & 3 &%

T2 A IV B 22 42k 52 ) AUAT T, 9 17 M
TN A B BB IR R o AR 5 [ 15 24 i P
2:(HDMA) 48 it, #0 % 2013 4 11 H 1 H, 1E
DSCSA £ R KAH 4,50 N PA 30 MHEEA
[FIAR L b il (M 24 it R 38 W s L) (State Pedi-
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B2 L B P AR 7 R AL EE - DRRAE FD&CA
5855 505 Zka PHS vE 55 351 Z5 Wil Ll gy
it A P R A N (AR AR e it v b
it W S A 72 1) s @ R N EE 7
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24y i B 2 RS IR, B v o A 7 R i 2 B
25 T AN A 77 1 AR T ok K 0 5 T B R
[ AR 2 TR 5 2 W S | BN I N
RIEREL T2 s (B 1) .
2.3 Hm iRkt R

K E A AR E B, RS 1 —
AR HEAT 5 B, AR e R B 22 421
2.3.1 WfRIBIIE B AL NI EE IR SRR R
i FD&CA 115855 581(24) 5%, 2K 5y AR S oy BT TE
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5 HFA RO 3 15 B, BB L™ SRS XS B,
4 3T 5 BAE T A AU R n)ad e vh e 8845 3% . DSC-
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EXP CHR): #ewes

B2 7R A T
HE 2527050k 2019 4F 6 55 54 5 11 )

2577 IR FDA i 9534 T . XAkl &
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TR AH = A EA MR A ) BB ST Al B8 dh A B
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HUHC At 52 By A1 5% T B A7 s BRI AR K b
LI 3,

2.5 FDA 7 25 & B b 4% o i 1F A
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2015 ~2019 4 L& F A 207 24 at HA 7 S b
PUB GO0 T J7 AT 4552 Fir AT AU A i) i 0

2015 ~2020 4 25 AU AE 2 b A 77 bR iR
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3.3 H R, RFERITHER T RHB AN
2y HITE 2018 48 11 7 27 H Z i, i/
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&=
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Xof 3 9 B A 2 P 2R A A AL 2, FDA
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Pt (ASN) (FHHLF-HEFF 4 FfE EAZ 6072, DL
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