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Sample Retention Management and Evaluation in Drug Inspection Agencies Based on Process-oriented
Administration Concept

ZHANG Weimin, HUANG Qingquan, HUANG Baobin (National Institutes for Food and Drug Control, Beijing
102629, China)

ABSTRACT OBIJECTIVE: To combine with the concept of process-oriented administration, and to provide reference for
improving the process and measures of the sample retention management and evaluation in drug inspection agencies. METHODS::
From the aspects of organizational management and control measures, the improvement measures for sample retention management
system were investigated. From the aspects of warehouse-in check, storage management and warehouse-out judgment, warehouse
management and informatization, the improvement measures for procedures and measures about sample retention management were
explored. From the aspects of evaluation content and quality control measures, the evaluation and continuous improvement of
sample retention management were investigated. RESULTS & CONCLUSIONS: In the aspect of organizational management, it is
necessary to improve management procedures and processes, determine sample retention objectives and plans, improve post
allocation and management, and improve safety emergency plans. In the aspect of control measures, it is necessary to improve the
business management measures such as warehouse-in status inspection, adjust the conditions such as warehouse space allocation,
and improve the intelligent prompt of remaining validity period of samples. The key to the three links of warehouse-in, storage and
warehouse-out are warehouse-in check, storage space and condition control, and warehouse-out judgement. The relevant processes
and measures can be improved from these aspects. The contents of sample retention management evaluation includes management
system, management measures and process, improvement and evaluation. Plan-Do-Check-Action (PDCA) cycle is a measure to
improve the efficiency and quality of sample retention management in drug inspection agencies.

KEYWORDS Process-oriented; Drug inspection agency; Sample retention; Process; Management

DR P — A DU AL M b 3 o 3 A L SRR AR R R BB Y E AT L
Wb G5 FRAR N L IRSEHR RSO S S0 BRI R TR S A MR A HRE SR TR HARME 55, & Hh AR
GALTE, SR LU PO SVEF R Rk AT TR B P e R R LT A S i
b5 R AR WL RS RA0E . W SR S TREAR BRGNS T 2 it
A IR 2 LA R SE W s R g T AR B U A IURAR AR A R S R
~ o 2y iR I LR 2 24 i A8 T D P B R S
BT RGP N SOUNFCOOND) i 102 e SR LKA AT SR 1 A
* BIEWFGY 51 Bt o WETE DT I6) : 25 Al 5 LR S A B, LT . . _
010-53852500, E-mail:zhangweimin@nifdc.org.cn AR RO U (R L 17 (19 24 i sl rﬁ}ﬁ%\%lﬁl
HE RS BRI, B et e, SR BETENAORE b S5 ) $A SR ERIZOR AT
H1i%:010-53852420, E-mail: huangb@nifde.org.cn ) TR, Ay i FEE T 247 ot A B A 45 SR S A 00 1A 7 5

EZGG 2021 4E55 32 4555 344 China Pharmacy 2021 Vol. 32 No.3  + 257 «



(ARG ) B R AR 25 5 WA 25 TR TR 2, &7
P WORS: 56 iy o) B B — 2 BB AR B (LA AR BB
FE?) AF AN BRERE 55, I B0 Bk ik A 45 TAE A .

25 SRS B TR R B il B v AL L 20/ B e T 2% B
23 (ISO/IEC) 17025 Ji = 45 PR R G ERAGTHL AL, LR
TIE R R R PR Bt 5 R A T R 5 A — S0 AN
B i Fe e . (HSEBR TAE R & B, Al bl oA 3
eI P2 B U SR R A AR A BE R S5 25 i A7
TEBCE /D T A RO 4 4 Tn) A, 24 G S AR 7 E
TR 25 K B i, B B L B A o i N
I, 25 S K SRS 5 2L AR B S AR B T
P AW R R BIUKE . BB SS AR S
L RS S R — P — R — AR R 2
3G ML) B R B DA 0 SRR A L o0 56 35 2 S A
AL AR LS PR IR AR A R S
1 BEEBHEEEE

BA A A HLAH S I A5 BRAA 2R SO 24 S A B ML
FOREAE B TR %) ) R L, AR T e R AR A B T
A, S AR IE BA R 5 AR i T A R 2 A
SERA R SRR, O T R AR B AR T
1, 25 WA B HLAG) P 25 5 R 5 ) WA P, I P g 38
FTAR AR Z SO, T RS IR} 2 58 4 1 BA RS B — B R
(RIS BRI B SRR ) | FH - — BURE” G 400 RR 10 B3 A4 FILA
T A, ELARET M ZH 2048 T R0 i H e AN ) T 2 T
il B RE A H e — LR
1.1 HLAEE

ZH 2V B ARG B AR FEA SCRE Y (e H
B33 N 5L A SRR B it DU A T — R e B
FEH AR 706 B FRIR B AR B DL S B RE N DY
[k LR S RAANIE = o S e ey B | W LS e
HRAE A 00 45 TAVETT 22, LA B FE A N s £ it 1
B, A PG AL O B R SR RN B SR N AR H AR
SR, B SR AR AT R s = SR B A B
TAEN G BUR AN 2 8 B s, 5635 A 77 e R0 i 67 3R
L b I D e || B2 T 0y
G NS PREOR TR S8 B &2 N 2 R AR T 2,
WfIE T T2 3% 2CBl | FL VRN B AL S LR e i
1.2 i=HlHEE

i A it B 55 B A ) | A RR A4
AT — R AR L B O A AR A
BB MR T SCHE 5 K G A7 AR T A
FH P 3 725 B R A 408 R 45 S o 5 M 554 R A i 5 — 2
MO B AR B H AR R & 2 B s 8] 43 B L X 4> ThBE
X BT E L A B T B R B AN A s s =
SRS A ELE Bk, 20 B RE R A U e
7N USSR B S I T B R R RN LB
Y3t A1 5 TR BAFE DX A A5 it o 1 o Lo 4 il 4 e A Bt

- 258 - China Pharmacv 2021 Vol 32 No. 3

Gt ABRUEEEVERLAR (SOP) F TAE TR AR I, FEaW A i
AR
2 TEBEEEEEMRE

245 AR I ML FE AR B T AR BV R R, ]
O3 RN AEAE PR = ORI A AR A A
()RS | B P 2 43 ) AR TR = KRBT 1 0%
T 5T 2K IO HE AR | 45 ) P A ST e RN A PR
SRR Atk S P PR A LRV B TAE . TR, 5235
R IR A AR P 255 AR I I R g 5 —
Fe— BTN, AN AR & B P
ARSI E B PR s A AN B S5y T T
2.1 BENEKRE

AR APEAR D2 XS LU VTN B A4S B 5T FIK P 1Y
HESL S AR A ZRBOF AN EBHEGER .
FEUF PRI I, PR H AR B A8 P AR B SN
fHCF B RE ARG A o AR AG A T 0 2 A0 A5 A0 B A
FEARAF B AP A R R AR
HORFENAE (LR D) BEREEALE B NIRRT 2 5
SAFEE NS AT DL R RS A AT H B AL TR
B A ROHRT T AN R 28 3 i G e i = W AT R 2 A
AN A BB R R SO BRI IR B R R A
ROWAEA WIRRFLE | Ho U2y i TG 36 R0 ] 52 24 i o o
A AT, B B RO IS T b S S &, R
DU 172 RS s B TR AR A RO — R ESR A T 24
Ao 50 9, AELAR [ 21 280 0 6 6 RS AN ], B 2% it 1303
R OR S AR ERE A% ) — M 60 4 TAE H™, M= K 25
A R R 25 A4 T AR H W, HAh B B S ok
HIT M A L BT TR A RO T 5 2 20 A S L
P AR At A DR 0 IR 28 00 S IR S O, R 45 Gt
98 MR SR K S P D i RE ), 20 2R A R AT
B AR A O BRI B AR A RO 5y
e AR LA 1

x1 BENEKRENET—RK
Tab 1 List of warehouse-in check contents of reten-
tion sample

[ f&NA

BRIEAGE @A TR B A EHTFTHEA A IEL AU 0 AR
Mtk BRI B 50—

SRS AT HEAR HE AR AN

PEA R L CEARER A SRR

MR S R SR B R R

AR AR AR SR R AR SR AT 24 R R e

Mk
2.2 BEGHEEMUEHE
2 ARG LA A PR UE B RE T 3 2 SR IR AR
AP S5 VR P 75 SR A AT I, S i v P R A AR L
RRAS , B T AR ARG A ST AR, I 75 1 B
FEAFAE N A R

hEHERE 0 EEI0EEE



BRI BRI
ﬁ it R ATA
HESERHSE B 3
% it RRATAN
AR,
s o ey ol
IR/ b5 25 N\ RV
st A D Waim Yl s || Ak
P ok TS
;%u it - | Ao
ET:

1 BEiR HE FREIPILXHERER
Fig 1 Flow chart of assortment determination of
batch, amount and remaining validity period

of retention sample

TE R REAFAE T T, — S X AN ] it Pl FOE 6 2% A1 14 B
FEHEAT 70 2803 X AR LA A7, Db s (B R RE IR o5 T, K
AR A 5 — 20T IR AR B SRR B B R 5 IR
T YRR T 03 DA B 5 =2 XA 1 1A 1 1)
FREE I, A PRIV S5 M DN S Se B S AT )

TE A8 BT 1T, — 2 2 WA o 2 AR, Bk
FATE BRI 2R MR AR e (LI 2) 5 — 24
PRAAE AR B S, T AR RN A B P A 5 = ml ke
B P A ST it AR 2 T A7 A LSRR o AR 7
RS BRI AR AR B B RS R el
RO B A A OB B 2 52 96 kR ELCRHIE A AR 45
BRI B B, SRR I B B8 A it 2 B A 7
Ao 5 U T DR R IR L 55 P ) B R, I ) S B ot
TCRAR L B DR 2 1) Al A AT )

ek

FHIF H |
iE
Hofll ity P H,| @

RHBIF
gt i 2

B2 BEEHEAERREE

Fig 2 Flow chart for the determination for ware-

I

I

house-out of retention sample

2.3 BEEREEMERL

B J2E 5 A BN S A S DI AR S A BT T AR, ]
PNE e e el TN A ETINa6 & 2 G e N TN B (S99
AR BT A

TEAFA S () 7 10T, 8 e SR B2 B, 255
FEBTHL 2 R PRCR B 2, 230y IX, 2l P s 23
(LS — B 1] 5 L, A LA B R A 07 7 i - 2
Wiz R BT B, w0 B RE P D7 A A o B T —
G R CA AR B RS, SR G 5 PR
— VbR IR G HEAT I, SEAT B R A O LA B AR

HHEEZG 2021458 32 B4 3

B, SEHLAAS R R RE RS AT, $E i P AR
SR A B BRI

TEAFAI (5] 5 T , 2 AE B AR PR B R G h o8 3 b
s PN Y KR B SEBRSE R B BT A R
SR RE A R0 | A2 B BRSS9 A5 5 [l AR
PEAS I AN B0 SF I FREESK , B8 A SR e ik RS
FI Sl W7 5 £ 7 S S EF BRIl S0 slied 38 £ B A 4 L K
B ACE AR TR N D1 I A A BB R H Al
JH B AR R B R R

TENETRRARAE T3 AT, — A 28 k2 e M 0t Y P
SR A A A, RS A 2l M DO D R R
TR 30 R B ARIT TR A A5 B, I 0] BIDRE A HR 26
T I B0 R R A5 B s —IRAE RO A5 B Ak
B RERR -, IR 2R P/ DX B R TR 15 R
X B A 2 D/ P IX R R ) S I S B i fi B
FEAFRHTEAN G I8 B P P /TR DX s X B D, e )
A RFIRIC A EOR B B P, T L Ao T B 6 P
PRI AN ZE B e A, BB R G H Sl BUE RS T B
SRPRBEAS G . BRI D 20 X U PR AR IR DL 3.

TRIVFE AR FE bR BRI, SO IR 5 SR P |

JU T IR LR R bR L A |

=
e

R
5 g S ;E Hi(10~30 °C)
X LA | & N i k(<
45 BpE & ;i’% | 2 ﬁf*fi G % Bt (<20 C)
4 LN 7 4 il
2 NP SN xie /5 s /| 0 [P0
- 21N/ Y st
HERT R B
Wit b b =
e
R 25 i
] | Mo AN
s i | [ I B sk Yol 47
e B kY AN
wAERIH i n
AL B K

E3 BEERSRSRAEEREZE
Fig 3 Flow chart of zoning and hierarchical manage-
ment of retention sample warehouse
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Mechanism Study on Risk Sharing and Transfer of Drug Marketing Authorization Holders Based on Drug
Defects
ZHAO Jing(Business School, Zhejiang Pharmaceutical College, Zhejiang Ningbo 315500, China)

ABSTRACT OBIJECTIVE: To explore the mechanism of risk sharing and transfer of drug marketing authorization holders
(MAH) based on drug defects, and to promote the smooth implementation of MAH system in China. METHODS: Firstly, the
types of drug defects in the whole drug life cycle were analyzed, and then the sources and “fault party” of different types of drug

defects in the open commissioning environment of the industry chain under the MAH system were also analyzed. Based on it, the
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