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Abstract Objective:

from the perspective of regulatory authorities in order to provide references for improving drug tracing system

To compare the establishment of drug tracing systems in different countries and regions

in China. Methods: Three representative drug tracing systems of US, EU, and Turkey were selected and
compared with the basic situation of those in China. Results and Conclusion: With the development of economic
globalization, drug supply chain has been more and more complex and the security issues of the supply chain
have become increasingly prominent. It was suggested that drug information files and unique identification codes
should be introduced in China, logistics information management system should be established in the enterprises,
a national drug distribution information database should be established and a drug tracing system should be
improved step by step with the purpose of ensuring the medication safety of patients.

Keywords: drug supply chain; drug tracing system; drug tracking and tracing; drug quality and safety

management; electronic monitoring code

1

bl G T 2 ERIE I L R, 2t st 0 e
Fe, AN H MR, RIEWHORM S, B4
25 R B N BRI RN 10% 5 32 L2005
EF20104E, HARE A MHEHINK 792%, &
75012370, M2yl B g, B2 i 2

FE# A R, BUEOPRE s BRSO m: 25, 255 i il

SEMBERL R AN PR ) o A dliE R .
KRR H=IT R As kR 205 BRIT IR
SO S (BEBe. 2R , REPAEHET
o Zidh e ARIEMEISE . BRIE AR A ISR R
XTGR9 22 e 7 A W, AN T 3 24 4
M EIAE RS R RORHERR R FH L e

SEEVES . PR, Hd%, AT, B . 20N, 295 R, E-mail: ly606@sohu.com



1264

2017 11 31 11

PRAEIRRE , St R E T TR
— RONECREAL, S0 P04k . AniEfR e,
AW 2 B I, A ORI ANIE Bl A i
RATRATE W . ASC MR TR, FoE LA
T MR E RN IX 2 B AR R S, Ao
HRE B IA RIS T,
2

24 {3 DA 2R 2 A o e i ot 1) L AR 3 1
B, nfiE . #tS A HEARUEE, S
T 2 T DIBGE S . AR AN E PRl 4
Xt F B IR E B AN, Moe T. PHAK, T
BB PR —FREER AT B WM, BA
M, R ™ M A =S . s e, i
fE. T, sl e f; 5H—FEnEar
BWAYE, B R AR . Jansen—
Vullers% WAy, 25 B #IPE £ Z a2 R A
Rk Ay . A ISR E R . iR
R RREEE | AR IR . GS1 EBRY i i
Xt PRI AT B e Y B2 Rt
RIS SR AT LIGE I, L 2B A
ST I BUN N AN VA RO )P Ty
3
3.1

3 [E b T 25 BR R 538 WA R 46 T20074F,
TERE AN B ITH 25 5 5t i % (Federal

1 FDA TI

Food, Drug, and Cosmetic Act, RiFK FDCA )
9 505D oy, BRI A 5 8 AR 55 EE
(Department of Health and Human Services, fa]
PRHHS ) il /& — A~ 3d F T4k J7 25 28 7 g 5 70 %
T B bR HEAL B £ 38 (standardized numerical
IFRSNT) , AR Z T 27 (XS Ak
Jrei AT . Bk, #IN (authentication ) | #f
BRSSP 1 T IR 28 2 i
A& AT, 20134R9 0, SEEZWGET 1T (258
RIS AE%E) (DASA) |, KRS LN
“LHYIE N AR L 4L”  (DSCSA) o IRILFEME—H
A T P EE A SRS IR I . R EAL
J5 2 R ) 1A 2R ) TR AN T e A L
YRGS, DRIE R A E A S AR
WPE
3.1.1 4 fE BB WAl iy BARESR
M201SAET A T H IR, AT 25 b A0 6% E A9 2E
PER L AR . RSB R N S TR
MYsZ o R R (TD) e, ICEHEIEEss s
s (TH) , B0 AT UGB IR AE = flsE Al BRit
LIAh, b E R 7mss BE] (TS) |, Al i 2
XTI, TH, TSHAZFREMNE, BAAAEILEL A
[FAE7H LH G, HEREE BT E Ry ( F2R
FExrghpr ) Rt BiRfE R

identification,

(TH) (TS)

Lo EE (1)

Lo i (TH)

2o (TS)

© LR ARG i A 5K BEL ST RICS, ATLGRWEIL  HERAELUT A
o 7 iR R FetlE AL AL il sk, TR« 5% PTG DSCSA ZORIFHHR
*NDC %' i FH R RAE R FGALE
* BRI * MFFA DSCSA ZERIFHFZAU LN
* R AR YR
AR TE e o MROERE T , W)™ A BN A
* 5 H il P N5 53 5 BAEE 5y P

B8 B SS 5y U 24 /DN LLE, * BT S IB IARBE N S AR 17
e B * 5 T AT AR EILE B SR IE 2R )

* S W7 i Ak

BEFIAE
* AR BUR B S (5B
« WA HUEBEA S 8

e BIERIEA FDA [ Overview of Product Tracing Requirements!,

V@O i ARV ACEUTCAL AT

zhgysh



2017 11 31 11

1265

3.1.2 @7 G TR, ATERIER A
XFT P Eh BN, SR BR8P R S
Mo FPIMEAE 2 Pt ErE— bR (F
VS gaS, W2y BT ) o FRrlfkEE
G458 . ERZ5 %85 (National Drug Code,
fAIFENDC ) . JPAs . S FAROY, H A NDCA
FFH G AL T e KR 20 FAF bR e AL A AR iR
( standardized numerical identification, A FKSNI)
SNIA] LIS HACA i A EE PSS o Al
LUK SNIS 7 s BB AR OCHK, et . A
RO . 22 o D R AFA A B o SNIE AT LA 5 23K B2
Sy HACES  (global trade item number, GTIN) 5L
AT, MR CAL) Af I — AN 751
i 23k 5 W B (sGTIN) , LAIE WV 25 i 4
BRI M E . SHLFEE, e b, il
A DIATED ZZERVE A5 B4, AT LATE —4ERS
IMAHARAE R, et S FnE o H 9%
MRAEDSCSAERER, fEE F& 32
PAAR PRI X6 7 il S, — AT AN . AT AR
MERA R, X T TG K SR 1Y 7 i A TR
Sl G DA RS R & B 58 ) An R R L TR
fasc (EDI) #8=X, A FZHEEDME QLT 4 M
B SAEAT . MFDA | BCHSBUR B BUR 5 257 A
AIEBE L AR R A A R, A

TR AR BRI AR R A A K )
WAABAE 1A TAE H 8UR AT 484 /NI AR LT
TH. TS[EE; Z4foraim ( 2Rl ) 22
A TAEHNERHETE S
3.1.3 L B AR A A BAIE A

I X T I 2 43 0 4% B4 mT 3 90 A A RS A
TR oG BMLE, XU BE b I iR g5 A5G
HWPRE TTIMER, 2 IRl M A 24
SCERAFUEAS, oAz = i ek i RN 532 B B
FDARAREMHIER ; #t & 28 e =it
N B AR M s IR BAGIER , JF H 2L M FDA
BEACAE R s R B R R S
3.1.4 EEAAFLHEM ARG — 58

b “ZyPftniaEac 4" (DSCSA ) AR
THRIWSCHE, JEEBCE THESKR, BAEfEmatn
BErR AL 2R T M . DSCSAE 23t G2 5
BEREE R R —2, C KRB IR 7 25 B IR
TI. TH, TSHE#H, I3 A 104ER a) % F4b 7
B R GV T S, T 20234 LS /MY
REEW, BARMTHRIZHENL R 2, [FRF, FDAXS
FHATDSCSATEL AT T 24005, FIAFSI e
FE AR T B i A TR R IR, PR AR PR
SYHERT . MRRTRIEERT, RS2 PN R
T

2
TiH x5 AT H I
FEA UG B S i A AT AR T 3K 5 ST 2018.11.27.
KR 2019.11.27.
Paniilial 2020.11.27.
/IR 7 B A A A2 388 3 388 £ I 00 E i 2017.11.27.
Ir IR 2018.11.27.
i il 2019.11.27.
SIS TR 2020.11.27.

BRI FDA 1 Overview of Product Tracing Requirements!”

zhgysh

EIYCIEEES P & b



1266

2017 11 31 11

3.2

2011 4F, BREHIE IS 2011/62/EC 354, X FRR
15 25 S48 4 (Falsified Medicine Directive, fa] B}
FMD) ; 2016 4F, EXUAMIAE 2016/161 $5§4 ( A A
257 i b e Fr e dlE TEgn gy , &
BB B 43 Ak Ty 25 RN — 4 1 AR B0 ™ A R
AbT7 2, B SR Sk R S 5% P A ) B — ) 24
ey IR IE L E AR M BRI, JR ST

—NRRE EGGEATIERE, R R aEE,
FERT AR B b = s B P,
3.2.1 ZjihmME—riR

KRR SE [ —FE, X Fr= i S et 77
IALAERE, KRR A S 24 S ME— AR iEAS ( Unique
Identifier, & FR UL) , ZZat5S4F A 10 Z3k (1SO
15418, 1SO 15434 ) , FEALHE 5 AH 0, HIARIE
HLULIE 1,

— RS AFE 150 15459 ArifE, /NT 504 7AT, EEGERINM—JLT, HHEIC

Zh01;

— A BEALRAS LD 20 DA, HERS O 215
— HEZRES (Ark$E) « HELES o 710;

— it HIEILS R 10;
— AR IS 17,

7 g S 52k

it

lﬁﬁ%

[ | l | |
(01) 09876543210982 (21 ) 122345ZRQF1234567890 (10)A1C2E3G4I5 (17)180531

1

2y i G e LR T ULRAR Y 534015 2
Hb, CEA 4 (BURFERE ) |, 2 4eif
R ME—PRIRE R (UD) |, ARHE CRRINZ 5
AL dE R ) ( European Pack Coding Guidelines
Specification ) WK, ZAERD 1 A 25 A4 2014
£ GSI bR
3.2.2 ZWIIER SR EARER

W R 24 it 96 E 2R 0 1) SRR A R A 8 Tk A
FIESUEARSS &, FEEIUESERI Iy N30 A" i
Z 2y AR R IE . BEALGIE . BT XU AT Y
BOE . A g 2 24 il RO R B TE AR G Tk
9, 2yin T R A2 it T RIPRE A2 A R
) GRS ENE R R A AR b A R B
YRS S TS AR ELOCHR IR G A
EY M EENE PR GBI Al X ERSE S €/ L
RAERE , PAEALHE FICE P SO S (Anti-
tampering Device, ATD) , YEEFE. 245)5 45 8557
RGBSR ATDI e 8k, SRS
ENTERER 2 i LR —4emh, 5 B ek ik 22
an BRSO E s WSR R AT A W] A 2 i 5% —
AR5 DA RETERE e PR 2, S B A 56 &R

VOB i iR CEUTICAL A

ul

DO L% A Bl 19 A ) R S 2 i S A
BB, 2R R A =N e . 72
PR EE A R IR, o R HA M s 41T,
AR =TT RaE, Al RS KA 45
FIAT DR A 7 A (i BT IR, ™ i AN AR
FEECE VR AR BRI (S AR
MNBRHE) 5 7 i A s R a2 5 R 14 R
R, %2 ERIERGOR T20194-2 A9 HIEA A
i
3.3

THHE g e RERER RS (RARITS)
L R AR i B A e A KU, e R
fRAtar 5225y, If Ay BRI R AR 4IRS B3RV 1
B, SCHFGRUNZG . ITSIE TR0 B 4 i R I AT
XTI R BT 2 b2 L B E R
i, ZRRME AT Rl 5, R
B, A ARFORE, ZITSREEEZEERE
BN A SGAHB Y, ITSHE T R x 4 - B
BT 25

b H TR SR R AT G S 11 B o >fe 52 3

zhgysh



2017 11 31 11

1267

PR FE AL, Horh GTINE B 4 T8 15 AT LT R 78
FEAALEEAN , AR —AN R AR U s AR
Y AP A ORalTIE =05 W (WS Ut 0t e @2
Bilo AR AEEAT PR SR, T LATEEATGTIN
FISNF= MBS 2 )5, FTED (BRI ) 4865,
201047 H 1 H IF4G, 3= 5 i ol FH 25 2
( Z4Emd ), 250150 A 2R 14 24 i
AT R . R RG] LIGE R B RS2 0 1) i
IMIERAT, PER EE TR — 2028 S T B E BT
LB 0 AT AL 3 FEIE L BITS RS ; K4
Fe, s MO Bk e ZORAS 2 A 77 {5 B4R
FEITSES . FEARFI L] LIS ITS Y B (E B
AT

M IR RGN S — A E B SE, 7
ITS R G0 ™ A= 1 T A BE AR 25 T4 B AR rh =i B
B E, R BT WRAS = (1) 24 5 7 515 A
K2R B BRI T S5 35 0 ) B 12
Aty FLC BT RN O AR
34
3.4.1 FLfE] A

FE L BRE . E A R R R A A
PR AIR R SRR b, g B YRR AR R T
LA, JPIMERF A8 S T CSRE, GS1
FRUERIN T 20 35 T 2t R 6s N E R MK, T
IR AT 25 S R . FaR 3R 24
BIER RN AP QN P& & L S VAl e (R oe A=
AER AR TR R ELR . F HHE P E R
P2 5 X O )2 5l P2 AR R R B3 AR 4 5
L WS T 2 A S 2, anfbny i st gk
PR A iR TN Ak, AT BT
FA TS il sk, A SRR A 2 R
JE o AR SR, N R R A
AT TA RO [FIRIERR T B AN
SRR, R T HENEEIRICR
3.4.2 A&

e LR A 2 5 3 A FR T = 1 Ak
T, EHHAEE R R R TR 25 5
Wi . SEEAN T 2B R R XL 5525 5 H 10T 8h
YEW TS, B2 amii bR oi it £k, 2
SRAMEAE B BT 85 TR VE SRR AT E
PR, DR PR A BE R A () T IE P L 17 D DR
A TsRGS ARG A, FERN AR

zhgysh

T A O T UEA o i 9E X6 (b R A [
I TSR AP AR FI 1 5155 150 AU PR 38 e J 5
WHIE, EE TRIMSIFIER, 4Tk A 3
L S E NS R - N BB W OK N e
fricst, JFHM I oI Ol ik BITSR G, Lt
T R AT R T E S AR W, oRAY
CIEITS RG] LA SR, 85 BEARA3R1 T4T
W, BRI
4

T 25 SR B AR Z, ME ST . A A
HEL, SR TE R R EaY, )
F20164E 11 H I, 23 FORH A3 AL =il
41765 . it kA 1297558, 24 SR B i 32
TAEPEER; A2MmEHEENMIS609%, %
B2 5 LT I A5 22.5% 0 08 ST IR B R s Tl
R, (568.4%; INS1IEE T LI Lm T
Y a5 09.1% . 24 b B 85 DX 4k 9 ] = B AR rh AR 4R
I fede . R, e RSB RRINT7.3%. Hit
Filt, REEGHENEEZEME S, MELISTIR IR L
2, AR ERXR, HURIR T L

TR 24 5B WA R I E ST IR T 20064, EIR
BAAEAT2Y S ST 104E , AT A i T A
T nr a0 20 25 e/ B SRE— 1 —
. fifffs BohA e, 2EER . SRR . W
THE A AME W, 2B B
SER T AR 2 A . IR L . SEARZG A E 4 i
FORAS , T 25 haE AT L WA RS A W s
L PR E AR 2G5 A SR A 25 4, T RAE
WHEE P A A ENZZY AR K PR
2Rk, T HL REAERLEGE . BT
TEAT AR AL MRS 2 5 . R 2 i B BERR Y 22 4y
AL ) THRE A . (AT [ 5 A 80% 25 e )
BEBEEBCA AT A, (PR BB R XA S
W WL, B — e R

20154F, EESBEIAIT EA T (T Inpedt
PEEE P B R R BRI ) (EIE[2015]
955 ) "5 20164F, [EIZ A fh 25 i B B HILE R
WOE T (T B <2y fh &8 R >
PesE ) M X2 S B A AT A T 24 2 9 o
T BRI EREELR . 2016420, FREEHER
20 i RS PR , R I R A B 1)
TR AL A FIRTHE, Bk R, HA

IS P &) b b



1268

2017 11 31 11

AL it 2 UK 25 Bl 22 1 5 o
5

1 T 5 T T A S 2 A T
AAT ST AU 2 B A R | e R BT A B
A5 VA | P e b R B 9 2 4 T — A )
M, EREG DREF MM X 25 fa ik R, Xt
FR MO TAESE N 2
5.1

AP ST 25 E B SR, ST R Y
2j i ME—FRIRES (Unique Identifier, &FRUL) o 24
At RS R T EEA B A AE S, anE RN L it
o RTIREN, BRI A BRI S, hEE
DREE PERE R B RUFAYBEAT . Fo 24 5 dw i LD
N5 PRSI, AR UA T I A AR |, SIA
TYERARIR, IR 2GR R SRR, X
2 /N AT DL | A B Ok
5.2

B 1R B AR R, Al Ao 24 i it iy
FEAT DT AR, WA DL N2 i R A A
JEARZE G R BRHLH], 5 SRS A ARG B
oL, ErPnfE R EMARS, AL ELR
BRI T RAE . A, W A SRS E T s it
B
5.3

LEMEN AT RZE . S ARZE, T —
A AR B Y 25 AR AR RAFTE RO IR ME . Y
FI T ER AR DG A, 7 AL T R B A H
) 24 it e A SR L S A MR i S A
B G 2 E IR E, Al 5 v] LIAE 2
TN S IR (AR BE 2 5 3R] DL a4 A
FE S OB AT B S IR E, B R A
PRI 2h o
5.4

LR B SR 2422 A 0 2 B IR &R O IR
— WA W LI5S, B E G BT RIR 7835 25 i
SIERY/ILE & €08 N e I O DR 2 NG
2y RS ST L, X T R B )
FAE U TS B e 1) e /N T GBI EZG AR
I, CFDARLKN 5 BRI St i, 5 ik
Al 22y B A R AR THE EREIR, 51544
AL P PR EERA R . I R

VOB i iR CEUTICAL A

Uit F A A PR RN QAR BR Y, N 5250 b
N TERZ A PR IR S

[11 Robles YR, Casauay JF, Bulatao BP. Addressing the Barriers
to Effective Monitoring, Reporting and Containment
of Spurious/Substandard/Falsely—labelled/Falsified/
Counterfeit Medical Products through Sustainable Multi—
stakeholder Collaboration and Community/Consumer—based
Interventions|R].2011.

[2] Moe T. Perspectives on Traceability in Food Manufacture[J].
Trends in Food Science & Technology, 1998, 9 (5) :
211-214.

[3] Jansen—Vullers MH, van Dorp CA, Beulens AJ. Managing
Traceability Information in Manufacture[J]. International
Journal of Information Management, 2003, 23 (5) :
395-413.

[4] GSI1. [EB/OL]. [2017-05-11]. htips://www.gs1.org/
traceability—healthcare.

[5] BT, Bk, T KEZERE S BH R
BIXIRERERI). a2, 2013, (5) @ 396-
398.

[6] FDA. Drug Supply Chain Security Act Webinars and
Presentations [EB/OL]. [2017-05-11]. https://www.fda.gov/
Drugs/DrugSafety/DruglntegrityandSupplyChainSecurity/
DrugSupplyChainSecurity Act/ucm565213.him.

[71 Food and Drug Administration. Guidance for Industry:
Standards for Securing the Drug Supply Chain:
Standardized Numerical Identification for Prescription
Drug Packages[EB/OL]. [2017-05-11].https://www.fda.gov/
RegulatoryInformation/Guidances/ucm125505 htm.

[8] FDA. Are You Ready for the Drug Supply Chain Security
Act? [EB/OL].[2017-05-11]. https://www.fda.gov/Drugs/
DrugSafety/DruglntegrityandSupplyChainSecurity/
DrugSupplyChainSecurity Act/ucm427033.him.

[9] EU. Medicines Verification in Europe: What to Expect
in 2019 [EB/OL]. [2017-05-11].https://ec.europa.eu/
health/sites/health/files/files/falsified_medicines/201602_
stakeholders_workshop_final.pdf.

[10] EU. Falsified Medicines [EB/OLL.[2017-05-11]. https:/

ec.europa.eu/health/human—use/falsified_medicines_en.

(1] S, Btk AN MGE IR F X R E RS R

zhgysh



2017 11 31 11

1269

E255, 2016, 30 (12) : 1232-1236.

[12] Republic of Turkey Ministry of Health. General Directorate

of Pharmaceuticals and Pharmacy Pharmaceuticals Track
and Trace System (ITS) [EB/OL]. [2017-05-11].https://
www.gsl.org/docs/events/2011/amsterdam/presentations/

day2/2_ITS_Turkey_MoH.pdf.

[13] Infosys. Pharmaceutical Serialization Track & Trace [EB/

OL].[2017-05-11]. https://www.infosys.com/industries/
life-sciences/white—papers/Documents/pharmaceutical -

serialization.pdf.

[14] B%& T RT 7). 20164525 Bl AT s F T4 047

45 [EB/OL][2017-05-11]. http://images.mofcom.gov.cn/

zhgysh

[15]

www/201706/20170614162924487 .pdf.

[ 7 £ 0 2 o W A BB R . 201648 BE A 24 h I A
GEFHEHR[EB/OLY. [2017-05-11]. http://www.sda.gov.cn/
WS01/CLO108/172895. html.

[16] 55 B T I [2015] 955 F T hnbfi ot & 2™

Sl AR R A R WLS). 2015.

[17] EZKE M2 E SRR, TR (2 MmaE i

BHRIHIE ) MYE [EB/OL]. [2017-05-11].http://www.
sda.gov.en/WS01/CL0O051/159781.html.

(A B4 201746 8A298 %K% E#)

AT P & b



