China Medical Device

hEETSE

ISSN1006-6586
CN11-3700/R

A

(E£B7)
20234 5529% 55

P AP &<E O NI/ U

3 AFER

= FULTEEBEGRABMEAEEZMAGMNEREX, EERKRHEEFPNEWMBMHR LETWENZ—, BEUERERIZEE

F . B2006FES, EEERARERAMNBESFMANFALESE, EFEEREIISO13485MEHFECMPHEERNEBK

5 BEE] R, LERFEETHEMTUIHSKBEEEN. TEETSMTWASEMHLE,

o 2053k, BUZRKE "TALES" | "SHXEMERL" FRE, FAARREHEEREKK, SEXRKE. . B "R

- —SHRE" | "&ERI" FHXERWRS. ERTLEE, SufEs572miTWinE (Bix) NEIERELBHZENERERS T,

'_sl: EEHFNL. SRAREEIENSXK, SUtbERET2EHRNELEZ.

E todik: SIAEAMTRPRERIER6SS135 E  WKEL: 4008282299 El: 0512-69380088 HB#: info@funwaygroup.cn
i

ISSN 1006-6586
05>

WINIENNT

977 658007




China Medical Device

FREIETTE:

2023 % %29% %58

1 ZMEFENERTELETRMTETMBRAFTITEER Mo R

11
14
18

21

E_ARBARKEROLER S RETERIN
*ERRGALEEERFHREHESRINEE
BRTRBEITERENHARER 9% 2kF
REZERETEREEEERMASRELLSEERS Fds
IIEMGHETTIREREEHRE S HMBERR 58 AW T4 1A%
KA BERBERE AN SRR ARTIEREL L

RS XA TH
EMSMREE MLk

O EmiEepeall

24
28
31
35

39

55
59
63

67

70

73
77

GB 9706.1-2020 ERRIBEMEX N Foed 1 RET Hem LFE M
BREERSMESESZZTE2RNNERRTREMPNEARE 47T
AEERBSEEEFLFIFMN T ERR  Am KL fit
SMEMEANYRBE S FER ZHSNIEHIIR T ENE N IMRETLE 47
LAE

AL ES IRIEROFIERER K% AF
ERMFOEHPRERARRERST 5548 ama KEFE ZEAE F9

FREE £ FE

ETHBEAZEIFEISO148MREERMER Kt e 2 2 HEM Wit
ETBHEBNERNTERIREZS FAERRIRERHFHOEA #E®H
Wk RiE=

M A UCOSII ZE X BHEHBI HMIIZTT kb kg 4 KA B0 RK
REEARKBNEZEEAETRWMERMRPITMER F5% A% LAF
FAREFRKARBECERUMBABERIEZIT F0l 208 KRR TAF R
Rim Exp BRiELE
EREPCOAXETFESENEMBERFARRAMRSLNPNEA Eiek ATH
X F 4

ETFA2EREIRANEESHB[AR LA B4
EEEESEPERSIISRZITEHRR HA4
—MAENESHBIANERBRE DI

=

FEZARBATIGE TN HHEE(CAJCED)SitiREATI
R EHATI £ 3L EE B (CIFD) & ST R #A T

e E A0 BT (13838 ) S4B R A R HA T

dr S RHE TSR R A T

ST ) B S ISR EE (CMCC) R B FI

FEBA:
Ep %A

hE BT SR T S
hEEfTEmTL S

REBERR (L EAFFHI,
ZER EHEE BiRR
BET OF £ DEg
®EE ZLTH B
HigR = 1B EFH
XEE  XER BEEE
Ewle  PEiER  EREEH
ZEE  HRE % K
W #BER EE
Bz knE  ERK

o JE):

ey AN 5T
B
AmE
izl
EZZS73
RFR
RS
BIARE

SR
k)
TEE
4R
R
BIEE
BTN

HKFESHE: AW

PRIEERELE: DK

ERGE: XK

Hif: 86-10-65499312
86-10-88956588

###5: tougao@camdi.org
ylgxxxzz@126.com

BROEEEE: RISt
BIERERET: RElg
EHR: BREREE

Hig: 86-10-85659328
iT#): songgf@camdi.org



o Z N AR (REIEFEMER) Rt
= S S RS g I - m R . HAREH: 202343A15H

81 RkmEZHEMNERLET OEMEBSHR RS s Hx BE LA W xlaf

85 SEBHECTHEMERISHPNEAR 5%
EDRI: R kBERIARAR
BT LRHWE
£E%—FIS: CN11-3700/R
HRE RS 82-256

O ([ I4i] [ESEWHE: RYIEEF201702385

88 LR FLAIR ME 1S SN AMMIER R EMETUNMEST  #o0t FERE: SERESUR (X)) BRAT

91 ATBEHEISIREERES CTRIGHEANMT ThR FRE AJHE Hmk

94 ATBERIDBHRARS CTREMETOBIMNE 55X A s0s

97 CTRESRERIAFI TRk CT MEABEGRESBOHE ME Ltk 27 RINSOHO18 21101

101 B3 S TR FRERESH PREIASKEROGANE 23 HAC I | g sore s0000036
A T

104 HESEHBHEELTOBRESRENTENR FHRKRAE %24

107 REMBEIIRAIBESE RIGFHRERNST 24 RIEM AL W7 s 1305000022025

110 EEHNGEBIABRRENEIEERE A REGEBE T

115 WERFBETEHROAD NEAHER LT 570k

116 SREAETAMBMIE (OFT) BAESME Z4F Atk AR HAE 2%

119 FRIEXRBAHORNE % 17 B EE SR TR RSB a T %
SRR Rk

122 RS BHSATLE RRERAEER SRR P AMBLEAN = L6

125 BOESENAEPETEERAREMANMWERE THE Hik At
Ioje Ak Mgk £k AKA

128 FOIERAAF BEL SERBNARRERESN A

131 LRSI EE A AE AT RLRNE &5

134 BEFEATEBRHANEATEBRHEEBENFANE S50

137 ABENETRIEIBAT 6~0mm EB BRI - RAS Ak

140 ERAENBEHEBLES B AT AT AR RADREN LERE 54

143 FAARATLBEBERAEAFSRREDBREENFALE 55

146 AR FRBATIE TR R HIRA N £ %

149 HB B MERTSIRS & B SRS T O RIS R 5 SR B SRR
SUBBIRARBIGHRTR 0

152 LED EHEEA IS BEDAT RSB RIS HNE W4 B ki TH

155 {RSARKRSATFILEE 108 BIF= 137 E M LML MR IR IR o

O

158 ERFEMEDHERMITRRBRITRFAR KE
162 BT “Mi” RSB ANRENNEEFRNEARR Fued
166 ETHPRRREETEAMESENFHOEA 740k xéd L4 #E T3k Bk

169 6S %fi*ﬁi&?ﬁ%%iﬁm W%ﬁ;‘; 'E.‘*FEEFD%EEP E’\JFEFH?SI% x| = 'é? FHUXENBTRMRARRKRATLG; KTIFAT EARRRIEE
HEEFRE, FEEFESEATHASYE. AAEEXEERAR
172 %jﬁi\ iﬁ-i%;’é Eﬁlﬁ%mﬁﬁﬁ'l‘igﬁﬁﬁ %EE ‘jﬂf’ 753{1,],& *%r G 45 IERGIEAERER, MHMREE, BEEREE, SHRFIEX.

. e . FHTEHEE R R AL S E E A BOFE, REA
175 ERVGTOMENE NHEERE SHEEPRT T 24 SEMBEREFERE.




China Medical Device

FRE =TT =t

'Vol.29 No.5 2023

Evaluation and Supervision
1 Analysis of the Review Requirements for Class Il Medical Device Change Registration Under New
Regulatory System  SUN Jin-hong ZHANG Wei-peng

4 Analysis of Difficulties in the Technical Review of the Second Category Recombinant Collagen
Dressing  XIA Hui-min WULi YU 0i
8 Analysis and Consideration on Contents and Structure of FDA Special Control Guidance SUN Keying
11 Study Progress on Evaluation Methods of Intelligent Lower Limb Prosthesis BAIRu LIU Yong-zhang
14 Ethylene Oxide Sterilization Process Challenge Equipment Basic Knowledge Points and Common
Unqualified Cases  ZHENG Jion-gong
18 Analysis and Measures on Quality Control of Radiotherapy Equipment in Jiangxi Province HUANG Zhe CAO Fo-ming
WANG Jian LIU Yong-quan

21 Concerns of Research Document of 1.C-MS/MS Kit Registration  LIANG Shuang

Standard and Testing

24 Analysis of Key Terms and Definitions in GB9706.1-2020 LI Yo-nan LIU Bo ZHANG Long-ei HOU Fei-xiang MAQ Yu-chen GAQ Peng-yue
28 Research on the Application of the Intelligent Electrical Insulation Safety Detector in the Live Cavity Mirror
Instrument CHEN Ning
31 Study of Electromagnetic Radiation Emission Measurement in Situ for Large Medical Electrical
Equipment LIU Peng CHEN Long DAL Jian

35 Comparative Analysis of Domestic and Foreign Standards of Implants for Surgery—Ultra-High Molecular
Weight Polyethylene Oxidation Index Measurement Method  ZHANG Wang JIANG Xi MA Chun-bao

39 Preparation and Application of Freeze-Drying Control Materials for Human Cardiac Troponin I ZHANG Xiao-yan ZHOU 0i-yang

42 Research and Application Analysis on Protective Efficacy of Medical Respirators SUZimei XIANG Lizumn ZHANG Zifeng
MA Xia-xia SU Ming

Research Report

45 Using the Process Approach to Build a ISO 13485-Certified Quality Management System  ZHANG Shu-gui
LIU Jin-xing HAN Chao TAN Ai-mei LIU Chuan-xing

51 Application of Ventilator Quality Control Platform Based on Mobile Internet Technology in Ventilator
Quality Control XIE Si-yu YAO Yuan-yuan ZHANG Hai-yun
55 Application of UCOSII to Realize HMI Design of X-Ray Machine — LIN Wei-peng LIN Ye-peng YU Yan-xiong ZHAO Shao-wu

59 Evaluation of Surface Protein Residue Determination Method in Cleaning Effect of Reusable Medical
Devices LYo ZHAO Giang WANG Chun-gin

63 Accuracy Verification Design of the Testing Instrument for the Barrier Performance of Surgical Drapes and
Surgical Gowns LI Xiao-tong QIN Dan HE Qiang-giang HE Chun-lei LIU Chao ZHANG Xu WANG Kun SHAO Lian-wei

67 Application of Lumen PCD Five Kinds of Indicator Cards in Batch Monitoring of Hydrogen Peroxide Low
Temperature Plasma Sterilization WANG Xiao-yan ZHENG Xue-zhen LIU Cai-hong

70 Study on Sternal Closure Device Based on Incomplete Gear Rotation Technology MA Ying-ying CHENG Yan-yon
73 The Design and Research of Nursing Rehabilitation Training Bed for Critically Il Patients HAN Yue-mei

77 An Infusion Stand for Convenient Braking and Brake Release  FENG Zhi-min

Review

81 Mechanism of Pulsed Electric Field Ablation and Its Progress in the Treatment of Atrial

CONTENT

Responsible Institution:

China Association for Medical Devices Industry
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 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-gi, 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, ZHANG Yuan-ting,
ZHUANG Tian-ge

President and Editor in Chief: XU Shan
Director of Editing Department: ZHAO Shu-na
Art Editor: LIU Wen-qing
Tel: 86-10-65499312
86-10-88956588
Contribute: tougao@camdi.org
ylgxxxzz@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



Fibrillation XU Guang-zhi WU Yun ZHAT Hu MA Guan-qun WANG Gang LIU Ying-wu

85 Application of Multi-Slice Spiral CT in Diagnosis of Intestinal Obstruction WANG Xuejin

Clinical Application

88 Prognostic Value of FLAIR Hypersignal in Patients with Acute Cerebral Infarction TONG Xian-gi

91 Application of Atrtificial Intelligence Assisted Diagnosis System in CT Detection of Pulmonary
Nodules WANG He-liang SU Liang-bao CAI Shao-hui DU Li-zhu

94 Diagnostic Value of Artificial Intelligence Assisted Diagnosis System Combined with CT in Pulmonary
Nodules 10 Zhi-bin

97 Improvement of Hepatic Portal Vein Computed Tomography Angiography Image Quality by Energy
Spectral CT' U Lei XIA Jin-dong WANG Yue

101 Application Value of Ultrasound-Guided Fine Needle Puncture Biopsy in the Diagnosis of Papillary
Thyroid Catcinoma WANGJing CHEN Liu-fei LIU Peng-xiang ZHOU Xiao-ting MA Chao

104 The Clinical Value of Central Venous Catheterization Guided by Color Doppler Ultrasound in
Hemodialysis HUANG Wen-yu

107 Ultrasonic Diagnosis and Clinical Differential Analysis of Plasma Cell Mastitis LU Chao DAI Ni-na ZHAO Jia YANG Jing-hua

110 High Frequency Ultrasonography of Musculoskeletal System in Normal Adults YU Jin-ling

113 Ultrasonic Uterine Artery Hemodynamic Characteristics and Prediction of Missed Abortion Ll He-ging

116 Assessment of Ultrasonography for the Diagnosis of Ovarian Fibrothecoma (OFT) W0 You-ping ZHONG Xioo-hong
ZHONG Yan-giu CHEN Na-yan YU Liang

119 Significance of Gastrin-17 and Pepsinogen Expression in the Serum of Patients with Helicobacter Pylori
Infection and Chronic Atrophic Gastritis CAl Vi-feng

122 Comparative Analysis of the Application Effect of Automatic Analyzer and Microscope in Urine Routine
Examination TIAN Wen-yon

125 Invasive Controlled Desaturation Study of Accuracy of the Cofoe Pulse Oximeter WANG Gao-jian CHEN Yijico
LIN Jiao-jiao WANG Fang-xu ZHOU Ke ZHU Ji-hong QIU Yon ZHOU Da-chun

128 Effect and Effective Rate of Non-Invasive Ventilator on Severe Bronchial Asthma  ZHA0 Hai-yan

131 Observation on the Clinical Effect of Digestive Endoscopy in Patients with Upper Gastrointestinal Bleeding - SHANG Shu

134 Obsetvation of the Effect of Hysteroscopic Ring Removal on Patients with Difficulty in Removing
Intrauterine Contraceptive Ring L Xicoyi

137 Cold-Strap Endoscopic Mucosal Resection for 6-9mm Colon Polyps-Cost Analysis WANG Xin-in

140 Comparative Observation of Stent Implantation Assisted Coil Embolization and Craniotomy for the
Treatment of Intracranial Aneurysms HAN Dong

143 Compatison of Different Surgical Methods of Total Hip Arthroplasty in the Treatment of Eldetly Patients
with Femoral Neck Fracture Liji

146 Clinical Analysis of the Treatment of Mild and Moderate Torsion of Premolars with Invisible Orthodontic
Appliance without Brackets LU Meiyang

149 To Compare the Clinical Efficacy of Transurethral Incision Deflection Holmium Laser Prostate Enucleation
with that of Direct Transurethral Holmium Laser Enucleation of the Prostate in Patients with Benign
Prostatic Hyperplasia CUIKai

152 Clinical Curative Effect of Led Yellow Light Combined with Skin Repair Gel on Chloasma With Skin
Sensitivity SHI Lei GUO Shuang ZHANG Qi YU Qun

155 Clinical Effect of Low-Frequency Pulse Therapeutic Apparatus in Postpartum Lactation and Breast Swelling
and Pain (with 108 Cases) x1A0Lii

Equipment Management

158 Research on the Problems and Countermeasures of Centralized Procutement of Medical Consumables with
Quantities ZHANG]i

162 Application Effect of Fine Management Mode Based on Four Characteristics in Hemodialysis Machine
Management WEI Xiao-juan

166 Based on PDCA in Process Management at Application of Accelerator Maintenance TANG Jian-ho LIU Xiang-feng
AT Nian WEI Hui HUANG Shuang-yan YANG Tao

169 6S Management Model in Improving the Nursing Quality of Digestive Endoscopy Center LIV Yun-ia

172 Preventive Maintenance Management of First Aid and Life Support Medical Equipment 1A Meng-fon
ZHU Xing-guang BAI Li-juan

175 Analysis on the Common Failure Factors and Maintenance of Aeonmed VG70 Ventilator WANG Ai-hua

Published by:
China Medical Device Information Magazine Agency
Publish Date: March 15,2023

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

Serial parameters: ISSN1006-6586*CN11-3700/R*1995
*$*16*168*zh*p*18.00*50000*24*2023-05

‘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.



SHINVA ihiEET

hE7E

2T BARRRIR T 5
RERENR ENTINAE HTRENAR
B IRRIES (BRI BRI

L

1943-2023

i XL BN ERRRE
EEE20183060511

H VEEBRERaTH
[ 620183051888

SHRETATIT IR SR
ERERE20173214092

ERBEFEAMN®RS
ERiE#20223051035

AT R
EE420163052273

BEARIEEETUF LA
BFART RPN EEES ARES FEEMEA

bR S EESMEAT WA EXFEETRERE I RAEEETESMEBRODERAT
& FHEE EH1%:0533-3587707 3588701 2= AR=3:4006581818  SHINVA MEDICAL INSTRUMENT CO.,LTD

EBFRAETIS. ISSN1006-6586 ERZE—TIS. CN11-3700/R BFEKS. 82-256 EH. RMB 18.00



