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Sg™ 4 1.2%
=2 4 1.2%
EA 3 0.9%
EE 3 0.9%
HEm 1 0.3%
B 1 0.3%
1E3E % 1 0.3%
T 1 0.3%
B 9 i 1 0.3%
K2t 1 0.3%
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=] 242 74.7%
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KR 4 1.2%
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B EE MR S

C. REERMEYE 1 0.3%
D. fiifF R AR E 11 3.4%
E. DiEMEREE 131 40.4%
F. FRIE& 3 0.9%
H. i{éfé_z Z 2 6.8%
I. ;ﬁiéﬁﬂ%ﬂfﬁ 70 24.4%
1. ﬁ—ﬁi&f;%&ﬂﬁl/\ﬁ T
K. RBRARE 7 22%
L. BEMNAEE 6 1.9%
M. RRIAKE 19 5.9%
N. BRI AEE 5 1.5%
P. WHERHEEE 3 0.9%
Mgt 324 100.0%
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Il Medical Dictionary for Regulatory
Activities (MedDRA ) 2RE &R #7417
DTBERNERER T AR REBERES
ERZBERAEA > BL " Surgical
and medical procedures ( = filf ] B
BiERF)  RERAR HFF137H

(28.1%)
and administration site conditions ( &
BMERRIREIMURT) B
19.92% : 1M " Reproductive system and
breast disorders ( £ 2 M A 3L B
BHEEE) , & njury, poisoning and
procedural complications (1815 ~ &
MABEEESHROHFE) o Bl
AT 11.5% K 9.5% @ 02RJ\F7R °

" General disorders
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RAES ~ 2B D BERIEE (Activation, Positioning or Separation ) 22 6.8%
BN ETHEHIEEZEENMN (Difficult to Position) 12 3.7%
BXENK R (Failure to Activate ) 1 0.3%
o (IrED) KR (Failure to Separate ) 9 2.8%
R FEELEE (Connection or Fitting ) 2 0.6%
B (1R3% - R/ISETFER ) £ (Connection Issue) 2 0.6%
BARRBEE (Implantable Device Failure ) 13 4.0%
BMEEITHI (Migration of Device or Device Component ) 13 4.0%
HEAEMRITE (Incompatibility ) 92 28.5%
TR EHAEE 1 0.3%
REREAHES (BEES) 1 0.3%
REAR AR TAEE 90 27.9%
ERERERE (Infusion/Flow ) 6 1.9%
BMSLETTHEIAER (Deflation Issue ) 2 0.6%
EBHMREE (Improper Flow or Infusion ) 1 0.3%
AREIRES (Inflation Issue) 2 0.6%
MEIMERAE (Insufficient Flow or Underinfusion ) 1 0.3%
BoR ~ #RBBRB (Marking, Labelling or Instructions for Use ) 1 0.3%
ZREEE (Markings Issue ) 1 0.3%
i (Material ) 90 27.9%
MR} (Material) 3 0.9%
H3RZME (Crack) 60 18.6%
MRS FREARIALES - B3l E & (Material Discoloured ) 1 0.3%
M EE ( Material Fragmentation ) 2 0.6%
##ZF L (Material Perforation ) 1 0.3%
#ilBE (Material Separation ) 23 7.1%
#m14E (Mechanical ) 35 10.8%
BMETHE (Detachment of device or device component ) 5 1.6%
52l #EMI (Dislodged or Dislocated ) 1 0.3%
Hm (Leak) 7 2.2%
#18 = E (Mechanical Jam) 2 0.6%
JBE#ERIEE (Retraction problem ) 2 0.6%
FEFERRRYEIE (Non-Mechanical ) 18 5.6%
HESEAH O AMIER (Other) 1 0.3%
EAHE O A (Other) 1 0.3%
& I8 (Output Issue ) 5 1.5%
WAZNRAEMBESF1EME (Energy Output to Patient Tissue Incorrect ) 3 0.9%
FERAERESARTEMABERE  (Incorrect or Inadequate Result) 2 0.6%
FEFEERRYINBE (Unintended Function ) 4 1.2%
JEFEHARYINBE (Unintended Function ) 2 0.6%
R EFREFRNE (Device Displays Incorrect Message ) 1 0.3%
AER A EERN SIS (Therapy Delivered to Incorrect Body Area ) 1 0.3%
fEAERR (Use Error) 3 0.9%
BIEABIBAZE (Inadequate Training ) 1 0.3%
B EEBRAEE M EMNEETRERE (Use of Device Issue ) 2 0.6%
EAFE CEMESERAR) 49 15.2%
MEt 323 100.0%
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K\ BABERVMARREBERERZRZE 2H0LE

FRREERBERRDEE
Surgical and medical procedures

SRR AR SRR FER A&

General disorders and administration site conditions

EBMERRAESUSERE
Reproductive system and breast disorders
FIERARILIRER

Injury, poisoning and procedural complications
BEIBIE - PERFMHEE

Eye disorders

IREREZER

Cardiac disorders

R E R

Skin and subcutaneous tissue disorders
BB R BN /B AR s

Vascular disorders

MEBHRE SRR

Gastrointestinal disorders

SERRER

Respiratory, thoracic and mediastinal disorders
IF0R Z 40 ~ Bt R 44k B = 9

Infections and infestations

Investigations

BHiRE

Renal and urinary disorders
=S PN TENVER S

Pregnancy, puerperium and perinatal conditions
FURER ~ ERHREERRAR T

Social circumstances

HERIR

Reproductive system and breast disorders
FIE 247 R EL IR Sw

Psychiatric disorders

=L

Immune system disorders

#aEt

=HHE Bkt

137  28.13%

97  19.92%
56  11.50%
46 9.45%
33 6.78%
33 6.78%
26 5.34%
26 5.34%
11 2.26%
5 1.03%
5 1.03%
4 0.82%
3 0.62%
1 0.21%
1 0.21%
1 0.21%
1 0.21%
1 0.21%

487 100.00%
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[z P& i E AE BA HE #) 25 FE 4 0 4R
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BE 1 0.3%
fBA O BE 94 31.4%
oJ8E 170 56.9%
=58 31 10.4%
A4EEE ! 2 0.7%
BERAE 1 0.3%
#Et 299  100.0%
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