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On - Site Inspection of Medical Device Manufacturers in Shaanxi Province from 2017 to 2019
HU Birong
( Shaanxi Provincial Center for Pharmaceutical Technology Inspection, Xi' an, Shaanxi, China 710065 )

Abstract: Objective To improve the quality management system of medical device manufacturers. Methods The on -site inspection
and non — conformance items of 295 medical device manufacturers in Shaanxi Province from 2017 to 2019 were summarized, and the
weak links in the enterprise quality management system were analyzed. Results From 2017 to 2019,the frequency of serious defects in
the on —site inspection of medical device manufacturers in Shaanxi Province decreased year by year,and the frequency of general de-
fects increased year by year. Serious defects were mainly distributed in the chapters of production management, quality control and insti-
tution and personnel. High - frequency non — conformance items were mainly distributed in the chapters of plant and facilities, equipment,
production management and quality control. Conclusion Only by continuously improving the quality awareness and main responsibility

awareness, strengthening staff training, improving their overall quality,and establishing a continuous improvement mechanism of the quality

E—1EE.NB2E, X MEHEAE, ZFEHN AT AALR ERFERTESERAG LS, (835)029 - 62288231( % F12

#)30570688@ qq. com.

PIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIID

20 b AR J]. FE 5 A LA & ,2015,30(8):596 - 600.
[3] Z&R,THF R, F . JLEAEEE R TR
& & 52 A LA 2 &,2005,20(2) : 113 - 115.
[4] Zfa &k, AW R E, 5 . LE R F 7 2R
NI W ARILA 4 & ,2015,33(8):706 - 709.
COHEN JL, MANN DM, WISNIVESKY JP, et al. Assessing the

validity of self — reported medication adherence among inner — city

[5

—_—

asthmatic adults : the Medication Adherence Report Scale for Asth-

mal[J]. Annals of Allergy, Asthma & Immunology,2009,103(4)

325 -331.

DIMITROV DV. Medical Internet of Things and Big Data in

Healthcare[J| . Healthcare Informatics Research, 2016, 22(3):

156 — 163.

[7] P EFLQIHMFS 2 FRFA, (P HEILARE)RHER S
ILE LA H R W5 Big 45 @ (2016 ) [J]1. F 4 ULA
#&,2016,54(3):167 - 181.

(8] Em O, AEZR, REFH,F . SnBIILF TR AT
WA EERE )] FE%k,2020,29(16) :50 - 52.

[9] FREE C, WHITTAKER R, KNIGHT R, et al. Txt2stop: a pilot

@)}

randomised controlled trial of mobile phone — based smoking ces-

sation support[J]. Tobacco Control ,2009, 18 (2):88 -91.

[10] ZC&, #5,5k &, 5. BRpiZ g ien
HEZILRG R R[T]. P A2 5 E,2017,52(10):
1265 - 1268.

[11] FOSTER JM , USHERWOOD T, SMITH L, et al. Inhaler
reminders improve adherence with controller treatment in primary
care patients with asthmal[J]. Journal of Allergy and Clinical
Immunology,2014,134(6) : 1260 — 1268.

[12] QA& T, 5 F . BHEFENLERF S Fknd
FARTEPOEANKEEA]]. TR REEHE 2018,
18(3):391 - 396.

[13] National Asthma Education and Prevention Program. Expert Panel
Report 3 (EPR - 3) : Guidelines for the Diagnosis and Manage-
ment of Asthma — Summary Report 2007 [J]. Journal of Allergy
& Clinical Tmmunology , 2007, 120(5) :S94 — S138.

[14] R&EF ik, Fpet) . A PR B3 App #a B ZH R[]
HF B BIEEIE,2015(3):45 - 53,

[15] LIM S,XUE L, YEN CC, et al. A study on Singaporean women’s
acceptance of using mobile phones to seek health information[J].
Int J Med Inform,2011,80(12):e189 - ¢202.

Wk H391:2020 - 10 - 1445 1] H 1 : 2021 - 05 - 10)

17



- BEERE -

Pharmaceutical Administration

¥ &%

China Pharmaceuticals

2021 4E10 A 5 H 55 30 &5 19 )
Vol. 30, No. 19, October 5, 2021

management system,can enterprises improve the level of quality management and form a good cycle of close fit and mutual promotion

between quality management and product quality.

Key words:medical device;manufacturer;on — site inspection;non — conformance item;quality system;drug administration
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Tab.1 Distribution of the on -site inspection for different types of

medical device manufacturers(n =295)
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Tab. 2 Distribution of different on —site inspection types for medical

device manufacturers(n =295)
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BRI RE L E A IY) 53 62 157 53.22
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Note: Different inspection types conducted at the same time are
classified into the above category according to the order of registration,

license and supervision.
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Tab.3 On-site inspection results of medical device manufacturers[z(%)]
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2017 4 92(93. 88) 6(6.12)
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2019 4 89(91.75) 8(8.25)
&3t 274(100. 00) 21(100. 00)

o, — BRI H 2 453 T, T ER B EEIH 60 W, 1 L
e 4] DL, —FRREAT H B ARG & | B BE I H BAE
A A Rt ORI D B A S , Al A AR TS
BB AT, B B HA R IR R LG AT L AL
A& 1 AT, R R B B 13 W, A R B
12 WU R B B 7 W, SR &5 3 5 vk, ]
DA PR B A ) AU R DL S5 Al i A
PRR AR TR X RIS SR I SO A R e Wl 4
M ASGHE R tAE A A o R SHED , AV AT 5 158G
WA SRR T A AR R Z AR, 5 Al AN (52 )
55 AN EA — 8 KFR Pl ol ot BRI, 2R
RETBE I RS R 30— [P BR324
K4 EFEWMLEFCVIGRERETES % (H)

Tab. 4 Distribution of defect items in on —site inspection of medical

device manufacturers (item)

A 18] —fx B TG T E T 43t
2017 4 743 36 779
2018 4 836 13 849
2019 4 874 11 885
4t 2453 60 2513
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Fig. 1 Distribution of serious defects in on —site inspection of medical

device manufacturers
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Fig. 2 Distribution of non - conformance items by chapter in

on —site inspection of medical device manufacturers
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