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How to Administrate the Risk of Drug Quality Based on Drug Quality Announcement
WANG Yuwei, YANG Li, JI Yinlin, CHEN Xuanyin, DU Enhuan, GENG Dongmei(School of Management, Bei-
jing University of Chinese Medicine, Beijing 100029, China)

ABSTRACT OBIJECTIVE: To explore drug quality dynamic evaluation mechanism based on analysis of drug quality announce-
ment data. METHODS: The sorts and types of drugs, places of origin, quantity of production enterprises and frequency distribu-
tion of being mentioned were analyzed on the basis of drug quality announcement issued by CFDA and provincial administration in
2013. RESULTS & CONCLUSIONS: Frequency of TCM being mentioned (0.75% ) was higher than that of chemical drug
(0.30% ). Among drugs mentioned more than 10 times, the most chemical drugs were injection (70% ) and the most TCM were
tablet (66.7% ). Among all types, drug types produced by more than 100 enterprises accounted for 62.5% , and those produced by
more than 50 enterprises accounted for 93.75% , which indicated the frequency of problems was in relatively direct proportion to
the quantity of drug manufacturing enterprises. Top 10 provinces in the list of the number of drug quality announcements showed
different characteristics of problem type distribution. In compassion, the quality problems of TCM in Jilin, Guangxi, Mongolia, Si-
chuan were prominent, and reference number proportion of involved TCM were 85% , 80% , 97% and 69% , respectively; the
quality problems of chemical drugs in Henan, Shanxi, Jiangsu, Guangdong, Anhui, Shandong should be paid attention, and refer-
ence number proportion of involved chemical drugs were 62% , 61% , 95% , 57% , 86% and 65% , respectively. It is suggested
that the government should carry out the dynamic risk assessment system based on data of drug quality announcement, and strength-
en standard management of data collection of local drug quality announcement.

KEYWORDS Drug; Quality Announcement; Regulation; Risk

TR R AT [ 2 R 2 A A (R U R X URIMERE o T BEA R ARG SR, An e o - ek T A
TRAR b TG A2 B2 i AN 24t A Aol WA AR RO AR A SRR J0 B 0 BT o DXL 14 i ol R g XS P 245 it i

H 2% ,2007,21(3):177. 79,2012,23(4):44.
[2] oV, SEIN &, & BB BRI REM TR 0 [6] DAF.ERLAF SFEEIL KFT[S].2010-02-10.
KINRESLIR[T]. A7 A4 B 5 T42,2010,29(4) : 418, [7]1 FEHE, RE K, I, & ARFERE i 790 T i Ab )y 53T
[3] MRRKIRBE STy oo+ Jr i IT R 5 X [0]. % ERARGHTT A SR T]. F B 2 45,2012,23(21) : 1 983,
IR EZ % &,2013,15(1): 111 [871 FHU%, i Hak , 2= A H Excel 044 5280 ML 40 7 1) 43
[4] BREH, Z80, Feiéis. EERFa bR B 40 )7 s PEfE ik R B JEHEELT]. P B 25 5, 2014,25(25) : 2 392,
AR A BLHZY[J]. P B 25 9k ,2013,22(18) : 82. [9] B R, B, .0 12 5 SO RGBT H
[5] Bz B FAabJs B A TAESCR )] A F L E .+ B E 7% 4-,2015,30(1): 74.
A AT AL B 2 A [ BT H (No.2014-1yB22-ys- 101 AXSEEAL ity , = [, 5 Slads by Ridia e iy B 2
006) PEAZHR[I]. 7 B 2505 ,2009,12(9) : 1 222.
PRI, W, BFSE T 25 I . LI - 010-64286365. E- (11 8, AR T3, RT3 T 1184 )5 25 9 Sk (2 4
mail: wangyuweil982@126.com [].25% £ 4 &,2011,29(2) : 131.
#OB AR VRO, T o BIFSE )5 10 - 20 o XU W A S 24 (ISR H#9:2015-10-20  #&[1] H 1. 2015-12-02)
AP 50k, BT 010-64286365, E-mail: 23411498@126.com (Sifig 0 P

- 458 -+ China Pharmacy 2016 Vol. 27 No. 4 WEZN G 2016 4R 27 4555 4 1)



TILAA 8 ), 334 [ A A B 22 (A 55 5 EA T ER T, LA D
B IR T2 TAERCR

24 il T B A R I A 2 B A BRI T o ik 24
wn T W IRBE A AR 228 4 MR A 7 2 8 AV T Y
20 BT R AT R AR A I, DA AR N T Al DX PN 2 B Y
SMIKOP SR, b B BT AT BE 0 245 5, I J X 2 0 T A
ARG 25 R AT 4 o 25 00 B 45 U0 [ A
(AR ELEETT ) PG, 24 5 BT IR 815 /2 24 0 Tt A5 A
M BT B 2 — 0, R T DA DA A8 24 i ot JRUS: 1 — >
BEAGS . BH L2013 482 5 it A5 B 1 - o, 42
H — N AT W A 24 I XU ) SR A R A S Tl —
AT SRR M R M TARE AT 85 IR
1 RS
1.1 HEKRESAE
L1 Bl BEMEAE T EZ M0 SRR
(LUF WA E R AR ") &4 (BRI E T ) 25 50 e &
IVE J5 P TE 2013 4F 1 — 2014 4F 1 3 A1) 2 A1 (9 24 it o o
IR B AR SOAGEBCH T 2013 4R M ZE . IRE R BB
Ah AR T 1648 (AR X EAETT) 2013 4F A5 5504 , 1
FEACET L R 2B AR TP S R TR SRR YL
A6 S LR BEPY BT L.
L1.2 BRI A FREUREER -, eI T RE 2
i E AR A RBAE(E BN A O AR R | SR 5 i
— BB T TRl — Ak A 7= i [l — T A0 24 5 A TRl —FE ™ | B
TEAN R 45 SO 1 i B 5 Bt , AR PR 24 St At v S5 LR
ez FE R B LA B /) SRR 85 B
11314,
1.2 $E%RIEAA
121 BT AR ARSI S RO R A
IR AF N (R 24 i BT i 5 BB BT R —Alk R — AR
[ R ) 5 25k 23 T T, TR 3 —F8 bR S e T R AR 2l
i AR RAIEL
1.2.2 G0 80E ARSI R4 S SCSROR T AR A
H A AH I (R 25 S SO BB BT A — Atk R — A 2l
i P A TRIFHE U A0 L, PRI — R bR S e T R A rp
Kot 2 S R R il A= 7 B [l — S Ay i 23 50 o
1.2.3 Al B A SO T A Al Bl " SR e A —
BT S A 7 Al S B, SR I 5 A R 24 i R o 305
BN o X — B 5 SIPRTE ) B A 22 8RB AT LAYE—
SERREE b SBT3 58 S AN AR
2 H#R
2.1 mELHW

G RP b AT, YRk 2 24 i (LLR AR 4k
2457 B SCE B0 R 106 7434, H1 2k 60 296 4, 1T L, M
S A BE AR T . X B R s
PRAE B A 2500 (HAE— AR B BT DA Ak 2 5 v 24511
B i, N2 SO B RECE  FEAS T b 2 B 1Y EL A
(0.75% ) & T2 (0.30% ) o FEAS Ak 24 5 vh 24 1 0 A 1
BN 1,

*1 HARLASHHHNIFHER

Tab 1 Distribution of chemical drug and TCM in samples
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Tab 2 The information of drugs mentioned more than 10
times in the samples
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Tab 3 Province information of top 10 drug manufacturing
enterprises in drug quality announcements
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Tab 4 Quantity of drug manufacturing enterprises and
drug quality announcement
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Tab 5 Quantity of drug manufacturing enterprises and
drug reference number
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Tab 6 List of drug manufacturing enterprises mentioned

more than 10 times in drug quality announcement
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