China Medical Device

BX #7 FRE 3 7= 5 p 3 100 R £F

The 100th Anniversary of the Founding of
The Communist Party of China

ISSN 1006-6586 -. EF'.EJ_‘_E%*%{;LJ
LT T




China Medical Device

INFOHMA
1T 28

mmﬁ%ﬂ%%n%

HEFARTILR AT B R B (CAJCED)ge it R AT
o [E BRI £ S8R (CUFD) & LR EA T
o A U A ) (33 328 B 378 PR KD SRR

1 EfFSEMEYARETN. IR, #HREEE A AmE 1 bR

5 EAMSETRFISZR B AFITE REBMEEI KAH KAk BH TXF 8F e RS TR A I R T
7 ZEEFEHBEAFTIRPHNFAEREARSNEUERPEE =4+ ko k4 T4 F 3 4 ) R S A TR B (CMCC ) R B Tl

9 ATEHGEEETRMTEHNTREYM LR FEA

1 RYEFEANAEEEROLER DAE B Guts REE A
13 BEAFRENREERIETN Pl AR EERM: ARGRLREER
15 WRABHEFEAES CUTERAKRIRAE 55 45 EDRIL: EETRATLTS

REERS(LEAFFHI], Rok)E):

O RSyl EES BEE ERE BAE  BHE

18 RN BHA MBRARRTESOTEREREIAN Rk 2 R HHZ R BEE  BET F & OB EER
S BAs BLy RRE  RLW RN EHE

mEE  MER £ B EIF IHk
wE NEE NER BEE  RRE
wAM  Ewl  WER  TEE R
RHR  EEZ  WRE $ B BEE
GEE W B BER  BEE S4B
o R fimE B B S KTE  EXRX

26 —HBEZEIERRMTARRIEROEA ik A6F A% 5 KRR L34

28 ABERRGEMEREHE o107

31 FEHRSBUE BAE NI BRI S AR RIS IRIRA S 3. A B4

21 FEEEREMUNAZHERR TF FH8 LiH 084
24 RABKRABZEMEVREZEARAR FaF S9E 54K %

HEFBHE: EBRE
BlE%: &8 8 BXE KEE
BldtiC: FER

HRISEPEME: B

o I W ERE B B B

34 CTERBIGERSOIETNERTZE MIE vk EARGHE: UK

37 EATOCTARMAMM EE T MATLAOFE S0 £k 2 /Hh4 i;’ﬁfﬁé N

39 SHCTEXREMMEABBRIPNTEER 55 HiLh o )
##5: tougao@camdi.org

41 AETHEEFORETTER 2K $hxm Ak s,

43 BEBEESTFRETOERAER Z4A BIiE. 86-10-88956588

45 BREBEFET2RBRFANIERMRER 37 B ylgxxzz@126.com

WA EME: BRI

HEERAT R
48 ZHGEIRAE (MR 5 CT E RSB ISH PR AN ERR a4 AR z; f(‘sjfssesgszs

50 INLERFEAIMCT, MRIRIME H5% iTH: songgf@camdi.org

53 RFECTSEMFECTEMDBEFRFEPFHRAXLE B2k #ifFE

55 BHEZMMRIRASH S#A Fo R4E

57 CTHIEBAMIMEZKISHNE Z&&

60 CTEMRINEXTRGMEARERILESHT 8

62 HHERKEERXTRGLHFNEAENENEN T KE

64 XSEEMATFEMEEHSHFHOME Lk

66 FEBMEBESHINEL S H TR ERENRLRTN &4

68 HEZLHEENATESHARFPRBRLEINSHONMEST F3t

70 HMEBBESTHSHENRRBEREBELETHME £3m

72 BEEYSHESTYHEFENTREMIUSEPRIEREE 4%




74
76
77
79
81
83
85
88
90
92
94
96
98
100
102
104
107
108
111
114
116
118
120
122
124
126
128
130
132
135
137
139
141
143
145
147
149
151
153
155
157

THRER MR BESH PR ASEHEBENERNT B
HaREESLHBEEIRMREISHPHNMERET 4w

LB AR E S AR GRE RSB N ERRNRRER B4k
SRS E B ENMESHEMEESH R AMEIT LT A
FMARBES B AERHRMERIGFRISH P ALE ZXK
ZEBFREZLPEEFSH FEIBNIGKRNE Mmzx=2
BEIN=RRBBRASBREURNME Sk H54E B35
FEsLHBEESH/NLESERERPHIGRME 2o/ 21 305t
HERHNEFSISTHZEEARAT THARRBNERNE #E

25G M EERRIERE A THEF AR RER ERNEE 25

T RINMME SBEA BRI 2 IS EMEFRF IR BENETNMETE  I6ee 40
Rz FRFIR AL B A BERT R B T FHAIT IR R B A
SEREUREUBNETMNLIERZGERERAMN 2a
FUFSEFEEICUNMBSEEFHNEARR ®i

Pt ERMEENAENEES TRBRATHXBIEN HEn)
BEABENBREMIATFARRREIESHAON KIE
EREREEFLIEHRIGRERST SRk

R, BEBRARTEARBHNFAKENE #0% A%n 9 s
BAEBRESBERFREGTBERENERSNT KT F &yl
BETNEERESRIRARPAIGKE ARRENE K%

IR IR AR 3 2 MM EEBERERAATERME LM Ak
MREREEETRARGT RMERLNIERIR Hnk
EREERRTRAGT2EREXNTRIE KKiE
SMBERRETEREMENERRR F2
WiREREEFARIEAEILBEFRPOERNE S5
ZRIEEBFRITEBIRARTET KA S BRIG LB RINE bk
TEBEREMEN RIS BENHEE ., REEGFRAREGRENTE A
RS EIR S| SR L R HRSEIR P RO IG AR SR AT LE A 5T Fpshix

B IS e 5| SRMEE A VSD A ES R AR T A S MG FRIT R R 3 B B BRI 408
Xt L BE R ETA N MISESRAGE TR B BN AR A%
REBHEBRABERARAGTEERENLRMMN T4

AT P AMFARMERELSHARNEREEN L REBNERR K4
Vector 8BTS Gracey BliARBT T AKX LEME F4 %
HRBRAEANBITETEEFASEKRNERLRSHERE A
MEREERRRERPSFHIGKER Bda
BFmETSKRMETHZE R EE MERNN—BES T RF £

3 REAH A L EE RIS T P R A AR LR IR AR R TR AT S48

MES L SIB M A MF B ESHAMERT ik

FLER M A S HNE LA EALEROZMIER TN 4w

S ZR R EZNBHEREEZERRSRERNAHNE XB2
FhFEERTEREROMEMMAMEMERNILE 2P

159
162
165
168
171
173
175
178
180

REAHTEEGPENEFEMETERIT 52 R A5 Tk R
ETETFEMACVHFHTHAEHEOCIMEE ftrh X248 THhE TA%
ERARMERERXFETIRRE #Han FEMm A

ETHRP ZEMENEETFHSMSREMESEEEEXMER Wals Kok R R
FAEEWMPLEREARXNAFRKEEFBFABIMBTERENARSN HES A5E 5%
BHFIFERRRENH. BPUOBESEESHEPOHNEA HE

BErig SR TRESI SBERANA #4A
BIEFHESENREEPRFARRATNIRT i LAX am
BEMUX-100DJ B XENMRESHEE Hit Sl

183

HEEFEHZ L, BIESE T —MEGZIR

HiR: (FEEFBEHER) #Fit
HAREHA: 202146815H

ENRl: RiEWXABENRIBRAR

£17: EEHEF

2E%—7F|S: CN11-3700/R

&R S: 82-256

ITEZEWANE: REPIE &5201702385
FTERE: SEREXLEE (4tR) GRAR

(PEBEFHEMER) £Eit

Motk b ETHEAX R =R HE395
#ESPSOHO185#1101%E

BR%s: 100022

{£H: 86-10-59000038

Mk : www.cmdin.cn

PHEESH:

CN11-3700/R*1995*s*16*192*zh*p*18.00*50000*24*2021-11

FHUXENBTRMRARRKRATLG; KTIFAT EARRRIEE
HhEFRME, HEEREEENTNESIE, FEHEEXEERAR
IERGIEAERER, MURRLEAE, BEEHLE, 5XTEX,

FRANBHRREME RS B D EEFREERONE, REX
ZEMBERETEEH.



China Medical Device

FRE =TT =&t

Vol.27 No.11 2021

Evaluation and Supervision

1 Biocompatibility Evaluation of Medical Devices: Status, Progtess and Trend  ZHA0 Peng XING Li-na LIU Wen-ho YE Cheng-hong

5 Common Problems and Suggestions on Technical Review of Reference Interval of in Vitro Diagnostic Reagents  ZHANG Li-li ZHANG Su-lin
TANG Li WANG Wen-juan DAI Qing

7 The Unqualified Reason Analysis and Corrective and Preventive Measures in the Process of Technical Evaluation of Class 1T
Medical Devices WANG Feng ZHANG Wei-peng KANG Tao MA Xue-dong
9 Research and Influence of Artificial Intelligence in the Field of Medical Devices WANG Xiao-liang GUO Jia-jie
11 Necessity of Establishing Medical Device Emergency Management System  MA Xio-xia WU Yi-ming XIANG Li-xuan SU Zi-mei SU Ming
13 Safety and Effectiveness Evaluation of Nucleic Acid Molecular Hybridization Instrument LI Xiao-jiang LIANG Chun-ying

15 Investigation on the Quality of Process Water for Some Medical Device Manufacturing Enterprises in Hubei Province  MEI Xiang-lin WEI Yan

Standard and Testing

18 Methods for Analysis of Anodized Impurity Elements in Titanium and Titanium Alloys and Statistical Analysis of the Results
ZHU Jin-ging LI Yuan ZHANG Chen FU Rui-zhi ZHANG Lu DONG Shuang-peng MA Jin-zhu

21 'The Study on Optical Properties of Dental Whitening Accelerator DING Han LI Ting-ting WANG Hai-juan LIU Zhi-wei
24 Study on Microbial Test Method Applicability of Natural Latex Rubber Condoms  BU Hong-yu GAO Rui-xia LV Ling-ying HAN Feng

Research Report

26 Application of 2D Ionization Chamber Array in Dose Verification of Intensity Modulated Radiotherapy WANG Yi-xuan MENG Hao-yu ZHU Lin
LIFei CAIChun-ya WANG Xue-tao

28 Development and Research of Emergency Clinical System  SHI Wei-ming
31 Cognitive Deficits and the Characteristics of Brain Functional Magnetic Resonance Low Frequency Amplitude in Patients with
Schizophrenia  ZHU Xi-hua

Review

34 Advances in CT Coronary Angiography and Myocardial Perfusion LAl Chao-hui 01 Xiao-feng

37 A Brief Analysis on OCTA Detection of Blood Flow Changes in Retinitis Pigmentosa LI Yan MENG Xin-xin WANG Wei-juan
39 Research Progress of Three-Dimensional CT in Developmental Dislocation of Hip  YANG Xiu-yan YANG Jian-cheng

41 Clinical Research Progtess of Endoscopic Treatment of Internal Hemorrhoids  CHAI Zhong-giu HAN Yun-yu ZHOU Bing

43 Application Progress of Laparoscopic Surgery for Renal Cell Carcinoma  WANG Hua-dong

45 Clinical Research Progress of Insulin Pump in the Treatment of Type 2 Diabetes Mellitus  GAOJie

Clinical Application

48 'The Value of Magnetic Resonance Imaging (MRI) and CT in the Diagnosis of Acute Craniocerebral Injury 01U Zhi-wei PIAO Cheng-hao

50 CT and MRI Findings of Common Neck Masses in Children  ZHANG Xiu-yun

53 Comparison of Low-Dose CT and Conventional Dose CT in Pulmonary DiseaseScreening LIA0 Cheng-jun ZHENG Xu-giang

55 Spinal Tuberculosis Analysis of MRI Manifestations LV Yan-jie LI Xu ZHAQ Juan

57 The Value of CT Chest Scan in the Diagnosis of Pulmonary Tuberculosis WANG Zhi-giang

60 Application of CT and MRI in Knee Joint Injury and Comparative Analysis of Results WANG Yu

62 'The Significance and Value of MRI in the Diagnosis of Knee Joint Injury ZHANG Lei

64 'To Study the Value of X-Rays in the Qualitative Diagnosis of Myosome Pneumonia XIA Bing

66 Evaluation of Neck Vascular Ultrasound in Diagnosing Cerebral Infarction with Carotid Stenosis ~ SHlJia

68 Value Analysis of Color Doppler Ultrasound in Differential Diagnosis of Hyperthyroidism and Hashimoto’s Thyroiditis  CHE Lu

70 Value of Color Doppler Ultrasound in Differential Diagnosis of Benign and Malignant Thyroid Nodules DONG Li-yang

72 'The Clinical Application of Contrast-Enhanced Ultrasound and Color Doppler Ultrasound in the Diagnosis of Liver Parenchymal
Masses WANG Hai-yan

74 'The Role of Color Doppler Ultrasound in the Diagnosis of Lower Extremity Deep Vein Thrombosis XU Feng
76 Value of Color and Power Doppler Ultrasound in Differential Diagnosis of Breast Masses WANG Jin-l

CONTENT

Responsible Institution:

National Medical Products Administration
Sponsored by:

China Association for Medical Devices Industry

Editorial Committee:
CAI Guo-fang, CAO Hou-de, CHENG Shu-sen,
DUAN Hui-long, FAN Yu-bo, FAN Xiao-dong,
FAN Zhi-ning, FANG Quan, FENG Lin-zeng,
GAO Run-lin, GAO Shang-kai, GONG Qi-yong,
GONG Shi-ming, GU Han-qing, GU Li-xu,
HE Yu-sheng, HU Yi-min, JIANG Feng,
JIANG Yu-xin, JIANG Chao-guang, JIAO Hai-chuan,
LIU Dao-zhi, LIU Zhi-cheng, LU Zu-hong,
NIU Feng-qi, PENG Cheng-lin, REN Peng-ye,
TAO Zu-lai, WANG Wei-qi, WU Qi-yao,
WU Xin-min, XI Ting-fei, XIE Song-cheng,
XU Bo, XU Lu-sheng, XU Yan-ruo, XU Wei,
YANG Guo-zhong, YAO Zhi-xiu, YU Meng-sun,
YU Sen-yang, YAN Sheng-kai, ZHOU Dan,
ZHANG Yuan-ting, ZHUANG Tian-ge

President and Editor in Chief: FAN Xiao-dong
Associate Editor:

LU Chao, CHEN Tai-bo, ZHANG Fu-yong
Vice President: L1 Hao-dong

Director of Editing Department: ZHAO Shu-na
Editor: JIA Cai-fang, LIU Ying, LV Cong

Art Editor: LIU Wen-qing

First Editing Room:

Tel: 86-10-65499312

Contribute: tougao@camdi.org

Second Editing Room:

Tel: 86-10-88956588

Contribute: ylqxxxzz@126.com

Director of Media Department: DUAN Peng-fei
Deputy Director of Media Department:

SONG Gao-feng

Customer Service & Circulation:

CHEN Xiao-hui

Tel: 86-10-85659328

Subscribe: songgf@camdi.org



77
79

81
83

85
88
90
92
94

96
98
100
102
104

107
108
111
114
116
118
120
122
124
126
128

130

132

135
137

139

141
143

145
147

149
151
153
155
157

To Compare the Efficiency of Transvaginal Ultrasound and MRI in Diagnosing Non-Neoplastic Ovarian Diseases ZHAO Dong-bing
Comparative Analysis of the Application Value of Abdominal Color Doppler Ultrasound and Vaginal Color Cltrasound in the
Diagnosis of Ectopic Pregnancy YU wei

Compatison of Two Different Ultrasound Diagnostic Techniques in Clinical Diagnosis of Early Ectopic Pregnancy WANG Wu-min
The Clinical Value of the Combination of Transabdominal and Transvaginal Ultrasonography in the Diagnosis of Uterine
Fibroids TA0 Ying-ying

Evaluation of Rehabilitation Effect of Postpartum Pubic Symphysis Separation with Ultrasound  GAO Han-lin JIANG He-juan FENG Jing
Clinical Value of Color Doppler Ultrasound in the Diagnosis of Acute Appendicitis in Children LIU Yan-feng LIU Yan LIU Yue

The Effect of Ultrasound-Guided Nerve Block on Postoperative Analgesia of Lower Limbs was Observed XIE Lei

Effect of 25G Internal Needle on Anaesthesia Time in Cesarean Section WU Meng

Evaluation of the Therapeutic Value of Non-Invasive Mechanical Ventilation Combined with Nebulized Inhalation in Elderly
Patients with Chronic Obstructive Pulmonary Disease and Respiratory Failure U0 Ying-hua TAIXun

Clinical Effect of Ventilator on Supporting Treatment of Adult Severe Pneumonia Patients CHEN Long

Effect Analysis of Oxygen Atomizer Atomization Inhalation on Respiratory Diseases in Children I Hong

Application of Fiberoptic Bronchoscope in Patients with Mechanical Ventilation in ICU  SHEN Wei

Comparison Routine Gastroscopy and Painless Gastroscopy in Patients with Upper Gastrointestinal Foreign Body  ZHAI Yan-gang
The Effect of Minimally Invasive Gastroscopic Treatment for Gastric Polyps and the Matters Needing Attention were

Analyzed  ZHANG Yuan-chen

Clinical Analysis of Laparoscopic Repair of Gastric Perforation XU Sheng-lin

Effect of Laparoscopy Combined with Gastroscopy in the Treatment of Gastric Stromal Tumor XU Shao-zhi ZHENG Mao-song JIANG Yu LIN Yang-feng
Analysis of the Effect of Laparoscopy Combined with Gastroscopy in the Treatment of Gastric Stromal Tumor  CHEN Yong-jun PAN Xico-ming
Observation of the Clinical Application Effect of Ultrasonic Knife in the Cure of Laparoscopic Gastric Cancer ZHANG Qiang
Efficacy and Safety of Laparoscopic Cholecystectomy for Elderly Acute Gangrenous Cholecystitis ~ ZHOU Miao

Research of Clinical Effect of Laparoscopic Cholecystectomy in Treatment of Acute Cholecystitis VANG Chao-hua

Observation on the Curative Effect of Laparoscopic Appendectomy for Acute Appendicitis ZHANG Chang-hai

To Analyze the Clinical Effect of Hysteroscopy in the Treatment of Intrauterine Adhesions LlLan

The Effect of Bipolar Electrocoagulation Combined with Scalpel in Breast Cancer Operation LI Hai-feng

Transurethral Plasma Enucleation of Prostate for the Treatment of Massive Prostatic Hyperplasia HAN Feng

Different Laparoscopic Hernia Repair Programs for Stress Response and Rehabilitation Indicators in Patients with Hernia and the
Impact of Postoperative Quality of Life ZHOU Qin

Comparative Study on the Clinical Effect of Two Kinds of Negative Pressure Suction Devices in Termination of Early
Pregnancy  GUO Rui-jiang

Clinical Effect of Self-Made Elastic Traction Instrument Combined with VSD Negative Pressure Drainage in the Treatment of
Limb Trauma and Its Influence on the Infection Rate of Patients HUPo

Compare the Efficacy of Intramedullary Nail and Medial Locking Plate in the Treatment of Tibial Fractures YIN Wei-gen ZHOU Ping
Analysis of the Effect of Root Canal Microscopy Combined with Ultrasonic Technique in the Treatment of Blocked Root

Canal DING Chun

Comparison of Pain Degree and Pain Regularity Self-Locking Appliance and Traditional Straight Wire Appliance in Orthodontic
Treatment ZHANG Zijin

Comparison of Vector Ultrasonic Therapy Instrument and Gracey Curettage Instrument in the Treatment of Periodontitis LI Min LI Chang
Clinical Effect and Prognostic Quality of Acupuncture Combined with Far-Infrared Radiation in the Treatment of Spleen and
Stomach Incompatibility Insomnia DU Vien

Clinical Application of Micropump in Diabetic Ketoacidosis TIAN Jian-hong

Analysis of Consistency Between Electronic Sphygmomanometer and Mercury Sphygmomanometer in Monitoring Blood Pressure
of Stroke Patients KANG Zhong-mei

Objective to Explore the Clinical Effect of Percutaneous Cholangiometer in the Diagnosis of Early Neonatal Jaundice LIWa

The Value of Hematology Analyzer in the Diagnosis of Acute and Chronic Leukemia VA Shuang

Effect of Chylous Blood Sample on Hemoglobin Determination by Hematology Analyzer and Evaluation of Elimination LI Gui-li
The Value of Analytical Chemiluminescence and Enzyme-Linked Immunoassay in Detection of Hepatitis C Virus Antibody WU Guo-chao
Comparison of Red Blood Cell and White Blood Cell Results Between Dry Chemical Method and Utinary Sediment

Microscopy  WANG Shuai

Equipment Management

159
162
165
168

171

173

175

178
180

Management of Medical Devices in Our Hospital During Public Health Emergencies FANG Jun ZHAQ Hong-wei WANG Xiao-ya XUE Li
Marketing Innovation Based on the Reform of Medical Device Enterprises NIShi-li WU Yu-juan YU Xin-hai WANG Chun-yan
The Historical Stages and Prospects of the Centralized Procurement Mode of Medical Consumables in China JIANG Chang-song LI ¥i-yang TANG Fei

Research on the Supply Chain Management Model of Implantable Medical Devicesbased on HRP Information System  TAO Qilin
ZHANG Xiao-bo NIJia-sheng GENG Jing

The Effect of Application of New Moistrurization Method in Pretreatment Progress on Long-Stay Surgical Instruments’
Cleaning CHEN Hiling ZHU Yue-ying HU Xiu-ying

Application of Auxiliary Manual Cleaning Device for Urinary Catheter Forceps and Foreign Body Forceps in Disinfection and
Supply Center LIN Xia

Rapid Diagnosis and Maintenance Technology for Medical Equipment Failure = XU Quan-jie

Discussion on Reasonable Deep Maintenance Cycle and Content of Infant Incubator CHEN Zhe MA Chun-gui BAILi

Malfunction and Maintenance of Shimadzu MUX-100D] Mobile X-Ray Machine XIA0 Tong-sheng FAN Mei-hong

Published by:
China Medical Device Information Magazine Agency
Publish Date: June 15, 2021

Printed by:

Tianjin Yongying Printing Co., Ltd.

Distribution:

Beijing Post Offices, PRC

National Periodical Number: CN11-3700/R
P.O.License: 82-256

Ad License: Beijing Chaoyang 20170238
Advertising Agency:

Huayi Kangjian Culture Media (Beijing) Co., Ltd.

China Medical Device Information Magazine Agency

Add: Room 1101, BLK 18 SOHO, 39 East Third Ring
Road, Chaoyang District, Beijing, 100022

Fax: 86-10-59000038

Http:/fwww.cmdin.cn

Serial parameters: ISSN1006-6586*CN11-3700/R*1995
**16*168%2h*p*18.00*50000*24*2021-11

‘WeChat Subscription

China Medical Device Information is not responsible for views espressed,
nor does it guarantee the truth of content described in advertisement or the
product information of the magazine.



