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CIREH | o] 2717 o|AAH "I R (AA A7ZR @ W 3)

1. Q)3 A =(Severity) 37}
O] A g MEFEUE D o)At eI EE Sl o9 7] wet
H7Fe et
7} 93 §la(Negligible)

Shxbo] Ao FAAQ dF e 2dskA XS AT
}. A n](minor)

ghate] A7 g eell 71 A A gk o

= 2= [e]
AT = JE 7

=
rlr
1o
>
_l.l
O
Fi
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N
—‘—l
n‘.
e
ox,
ol
—'—I
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t}. % (moderate)
3z1o] AZAE Y 71 A A3 FHo] g A V(D &%
e, A A)e] A5z HAsEG AL AT
Zt. 4l Z}(major)
gzto] ARA e 71 A AE T HHo] g T I E (@7, &=
A, A &) A7l A AL ST £ 9= A
mk. X" A (critical)

3
%9

T

o

—o

fake] A7gelel /A DD-Fesh Bl G A Fe FUT B
949 712, &%, A, AR FUF £l AT AAL BA
g5 e A

2. WA 715 A (M x)(Frequency) %7}
Ao o] gAatE Kl oY, -9 FHAR B AT s 7Nt
t=o] 7ol wet Hrhsk
7} w1 ¢ W1H(Very Common)
A 57|71 ALE F WIHeA WA stE o] PAMEHE o F skl
A st A5 Ut
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D A 3~6709 Sk & W o4 ¥ Atelrt nad 4%
2) A T3t oA E7} HaE A= gro) & 37679 oy
Gy

o £ A7l AT HEyol Brhn Bu:

123 (Common)

g £9
A o871 A F £ BASE o FAAR B F s A
s 798 wan

D 32 61818 B4 % ¥ 94 $U 4oz} 2ad A4

(¢}
Fgrot §F 6749 71 ofufo]
5o AL }”*401 Srha BeE s 4

v}, 74 @A (Uncommon)
7171 AHE S 7HE B SkE o dAE E o

o
ol
=
=
o)
T
ol
[

A o=
895 )
D HZ 1~2d 5 g A o] 5 A7y Bad A9
2) F A FLT o] FAEZF RaHAE fskort &5 172 o

& % st agahe

& % =8 BASE PR e

e o= 717] AR
AE Eet
D #H 2~5d & & W o)} $Y Aty naud A¢
2) BAN sLg o] I e 7E HarE A= oot &5 275w o]yl
Y A7 BB Ths Aol =val ddE = Af
o}, o9 =& 9 (Very Rare)
T o 57]7]o] AHE O R FUZ oA EITE B Aol glon, e
2o o)Al 7} WAIE JpsAo] At wuhE= Ao= et}

3. W 7% (Sensitivity) 7}
ol At 9 HA FHL o Zo] FEske] P IrEs.

7ho9l= AR BRI AA Y, Sl thE Eok(dl o ekE Tl EA-
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O (BI7IZA| TE) ofar]7] AFE F WAIG ©)R7]7]9] PA|(QALE,

=
1S, W 512 AEs] et 2

o LI

- Level 1(2771), Level 2(17171), Level 3(27171)9] 37} AE31tx=
O]F0]A Qlon, & 469719 T== 14

< OR7|7|EM ZE T Level 1 >

3c 0

AO1 X D10 45 &Z ZH(Patient Device Interaction Problem)
A02 MZE, T, 235 2MH(Manufacturing, Packaging or Shipping Problem)
A03 3tat ™ 2 Ml (Chemical Problem)

A04 e 2Z4 2M (Material Integrity Problem)

A05 JIHA 22X (Mechanical Problem)

A06 25X 2 Ml (Optical Problem)

A07 HMIIH/EXS S4 ZH(Electrical/Electronic Property Problem)
A08 wd 2H(Calibration Problem)

A09 =32 27X(Output Problem)

A10 2% 2N (Temperature Problem)

Al HEH AZEANH 2M(Computer Software Problem)

A12 2 27 (Connection Problem)

A13 S4&/8E 2H(Communication or Transmission Problem)

Al14 =¢/s& ZH(Infusion or Flow Problem)
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e Mg /AXEI &2 22 2N
(Activation, Positioning or Separation Problem)
Al16 25 XXl 2AHl(Protective Measures Problem)
A17 Metd/setd 2 M (Compatibility Problem)
A18 QRA/QRAEMIH X (Contamination/Decontamination Problem)
A19 88 HMstd 2XH(Environmental Compatibility Problem)
A20 AX 23 22X (Installation—Related Problem)
A2 St AIEAYAN, s 2HXH
(Labelling, Instructions for Use or Training Problem)
A22 12t-D1J| I HOIA 2XH(Human—Device Interface Problem)
A23 J1J1 A2 2MI(Use of Device Problem)
Ao AlHEE D] L= A2 SHIJF 9= Ol &AL
(Adverse Event Without Identified Device or Use Problem)
A25 HUHSE 0| AtAFS 22 (No Apparent Adverse Event)
A26 =238 &Y (Insufficient Information)
MNZ Jisst HEs S0H/2E g8
A27 . .
(Appropriate Term/Code Not Available)
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FE 20
BO1 AH/AAE = D712 HIAE(Testing of Actual/Suspected Device)
502 MEGMOt ERs 28 2E / XIS J1J] HIAE

(Testing of Device from Same Lot/Batch Retained by Manufacturer)
503 AMNSXOF BtEs S2st 2E / HiXIQ J1J] HIAE

(Testing of Device from Same Lot/Batch Returned from User)
804 MESMOt ERs g €/ X2 J1J] HIAE

(Testing of Device from Other Lot/Batch Retained by Manufacturer)
805 MEXDL BtES T &€/ XIS J1I] HAE

(Testing of Device from Other Lot/Batch Returned From User)
B06 QAHSH A E(Testing of Model Variant)

22 / A& Mg HAE
BO7 _ . .

(Testing of Raw/Starting Materials)

MELHC JIJIE AHEotH &kt 12 L= H&E =22 HAE
B08 (Testing of Patient Sample or

Reference Material Using Manufacturer's Device)

L dEHE AMEBol 2 M= = FX ME HAE
B09 (Testing of Patient Sample or

Reference Material Using Reference Method)

ZHALSl JIJIE AtEotH 2kt 2 = E&E 228 HAE
B10 (Testing of Patient Sample or

Reference Material Using Competitor's Device)
a1 44 ol =4

(Historical Data Analysis)
B12 g8 24 (Trend Analysis)
B13 HRLAHOIE / 21HF(Communication/Interviews)

e DJIE 24
B14 _ _

(Analysis of Production Records)
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ANEX /M 3K ME &t dlole 24

B15
(Analysis of Data Provided by User/Third Party)
316 B0t MESMUMN HMEZX 22 J1D|
(Device Not Manufactured by Reporting Manufacturer)
B17 BIE L Xl &2 J|J|(Device Not Returned)
B18 HIJ|= & XI(Device Discarded)
B19 E2&otH BEE JIJ|(Incomplete Device Returned0
820 HAEEZE ol 82 %= 8ies I
(Device Not Accessible for Testing)
OFal Z2AGCX &2 XA R
B21
(Type of Investigation Not Yet Determined)
B22 =28t A= (Insufficient Information Available)
QLELZJASL HBLUX &2 H=2
B23

(Specimen Requested But Not Provided)
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O (

rO

AEA-£2A IE) L& g ol
RA} 2718 st 3=

- Level 1(237l), Level 2(907})), Level 3(3671)9] 37§ AE A2 =2 o|&
ojF Qlom, & 149719] Re2 1

< YAZA-2A ZE F Level 1 >

2c =10,/
CO1 2ol MEsA 2X(Biological Problem Identified)
Co02 2ol=l MI|A 27X (Electrical Problem ldentified)
03 ol MIP)| &84 2H
(Electromagnetic Compatibility Problem Identified)
Co04 2ol=E M4 2 (Interoperability Problem Identified)
MNE2/SXE st crez 2 XA
C05 . ) .
(Labeling and Instructions for Use/Maintenance)
2olE THE 2/ L= st 2K
C06 i .
(Material and/or Chemical Problem Identified)
Co7 2ol=l JIHIE 2Xl(Mechanical Problem Identified)
C08 solEl &2stN 2MH(Optical Problem Ildentified)
C09 Eolel AN AA 2H(Clinical Imaging Problem Identified)
C10 Bol=El ATERN 2XM(Software Problem Identified)
C11 2% 2XM(Thermal Problem)
Ci12 Bol=l E5 AlAE 2X(Protective System Problem Identified)
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C13 2ol &= 2 (Operational Problem Identified)
C14 B X MZ 2X(Patient Sample Problem)
C15 sol=l 2 2HI(Environment Problem Identified)
C16 sol=E HZE WA 2H(Manufacturing Process Problem Identified)
C17 Eol=l X124 2XH(Maintenance Problem Identified)
C18 2ol 2% / H& 2HM(Transport/Storage Problem Identified)
C19 JII2MIoF AL X 2£S(No Device Problem Found)
C20 Matst AA40| 218 (No Findings Available)
XAF 22 OoIse 21
C21
(Results Pending Completion of Investigation)
MZ)lsst MES 20/2=0 88
C22 ) ]
(Appropriate Term/Code Not Available)
C23 Eol=l At24Al 2XHI(Usage Problem Identified)
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H

evel 1(187}), Level 2(217))Q] 27§ AlEF1A 2 Oo]Fo|™ 9O

, & 39719 ZEg A
< HRJAZA-EE ZE F Level 1 >

IZc =3
D01 K010| J17]1 EH Y (Cause Traced to Device Design)
D02 A2ERA QFZ F=HE R0I(Cause Traced to Component Failure)
D03 MESHMZ =&= {0l(Cause Traced to Manufacturing)
D04 23&/2&0| 22l(Cause Traced to Transport/Storage)
D05 olZe} @Ql(Cause Traced to Infrastructure)
D06 2td @A Ql(Cause Traced to Environment)
D07 S A 22 22l(Cause Traced to Maintenance)
D08 &8¢ 29I(Cause Traced to Training)
D09 et 2 2l(Cause Traced to Labeling)
D10 J101 &8 202I0| Otl &¢Ql(Cause Traced to Non—Device Related Factors)
D11 A2 Xt & 0l(Cause Traced to User)
D12 J1019) A& N f&(Known Inherent Risk of Device)
D13 2| =& J|D|(Falsified Device)
D14 2 XE 2HelS(No Problem Detected)
D15 20l dAE X 2£3(Cause Not Established)
D16 Ot&l Z22 WZ = 2AS(Conclusion Not Yet Available)
D17 Mg Jisst HEst 20/25 2 S(Appropriate Term/Code Not Available)
D18 A2TEQON 2Y2 2H(Cause Traced to Software Coding)
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g

O (AFYF-YANS UL 54 =t AF) 2o) wausl Ao B
Autz et Sato] AAS 9 B4 £ e M9sh] 9
5t Ac

- 7] A= w2t Level 1(24), Level 2(550), Level 3(225)2] 37}
ASFAER o]Fol™ Qlon, F 799719 =2 7

- Level 1 Z&E= 22 AR

1o}
-
SHA] ¢fon Level 3 T & AR HAS

< Aduge-dade 3 Zak Ee AEf ZEQ Level 1>
2c =14
EO1 AlZ A (Nervous System)
E02 o, M, HSE0H(Mental, Emotional and Behavioural Disorders)
EO3 ol gl 2T} (Blood and Lymphatic System)
E04 H A H (Immune System)
EO5 &2 A (Vascular System)
E06 A & (Heart)
EQ7 S & J|H (Respiratory System)
EO8 = (Eye)
E09 # 2 0I=Z(Ear and Labyrinth)
E10 2| & 2t A (Gastrointestinal System)
Ei 2H& & Hl(Hepatic and Biliary System)
E12 LH=HI, CHAF & S 2(Endocrine, Metabolism and Nutrition)

_48_



o]27|7] oAt i 7tol=atel

E13 Al 22 H (Kidney and Urinary Tract)
Ei14 MAID| 9t F8H(Reproductive System and Breast)
15 Al 20t A=

(Pregnancy, Childbirth and the Puerperium)
E16 2 =2 Hl (Musculoskeletal System)
E17 I8 ¢ sk =2!(Skin and Subcutaneous Tissue)
£18 2 2AdM oY L HIEOA

(Neoplasms Benign, Malignant and Unspecified)
E19 2 (Infections)
E20 24 (Injury)
E21 ANz &Y =(Procedural Complications)
E22 TAF 2 RSA A AH(Investigations and Diagnostic Tests)
E23 2 BtA A 0H(Generalized Disorders)
E24 J|EHOthers)
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O (AAFTE-14Z2Y Iv) =779 TS W= AFRFA UlX]=

oA ATHE MY A
Level 1(2871), Level 2(3471), Leve 3(271) 3719 AE1x=2
ol2olq Qlon], & 6474 mER 1A

< AAdHFe-AZLZAD FEL Level 1 >
e 20
FO1 X2 BtE9| H3l(Change in Therapeutic Response)
FO2 A2 (Death)
FO3 Ll AH(Brain Death)
FO4 X &t X (Delay to Diagnosis)
FO5 XN2/2Y2l XA (Delay to Treatment/ Therapy)
06 _$__+_ Olol-I-I /\I | IC}
F (Disruption of Subsequent Medical Procedure)
FO7 JIE S49| 23} (Exacerbation of Existing Condition)
08 23 L= gD HE
F (Hospitalization or Prolonged Hospitalization)
FO9 EHOF Aol (Rl oH)(Fetal Harm)
£10 SHE/EMASE XE L= MY = F

(Inadequate/Inappropriate Treatment or Diagnostic Exposure)
F11 A0lst &=4&/2Y/A0H(Minor Injury/ lliness / Impairment)
F12 St =aH/AH /A (Serious Injury/ lliness/ Impairment)
F13 Q& /@ 2F(Misdiagnosis/ Misclassification)
F14 X 22 HAHE(Prolonged Episode of Care)
15 OIXIEl J|J| = Al=std=
(Recognised Device or Procedural Complication)

F16 JIH#=" 2ol 24 (Reduction in Life Expectancy)
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F17 &I & (Sedation)
F18 T & (Rehabilitation)
F19 =X Z=TH(Surgical Intervention)
F20 Al2tst 52219 & (Serious Public Health Threat)
F21 & Xl =8 23 (Unexpected Deterioration)
F22 HAX =8 XA =M (Unexpected Diagnostic Intervention)
F23 O AX =8 258" =M (Unexpected Medical Intervention)
F24 E5 28 =2 (Insufficient Information)
F25 HAX 28 2=I17] 2&Z(Unanticipated Adverse Device Effect)
F26 A2 20 52 & 2U3(No Health Conseqguences or Impact)
F27 2 e A S(No Patient Involvement)
Fo8 HNglisst HEsE DE/820 A2

(Appropriate Health Impact Term/Code Not Available)
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QO (9g7]7] A4 a4 IT) 98

A
=2

7]

O "WHXxx O =
T2 BE 9 1Heas

7

|

Hote ZEY

ol

ol/gAte HARAY G

- Level 1(77]), Level 2(2207}), Level 3(6871)9] 37} AZI1A2=2

o]olA 9lon], & 2957)9] FE= 14
< |Z7|7] +MHMReA FELl Level 1 >
s =10
M=s o Fst
GO (Biological and Chemical)
&I L XD
Go2 (Electrical and Magnetic)
=3
GO3 (Measurement)
JI A
GO4 (Mechanical)
2 st
GOS (Optical)
G06 ad
(Safety)
J|E}
GO7 (Others)
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u
=

RGN | RER AFRSH= o]27]7] o)A mEIE A

0 9127]7184] RE H& oA

QO A0101 &txp-7]17] A gHY (Patient-Device Incompatibility)

Soxo B L/E= D1D|0 gEs OIXls StXe Me|AM = fflestd EM4F J)D|
TEST Jto AsEz) 2US 22X
o 2o Problem associated with the interaction between the patient's physiology
TS or anatomy and the device that affects the patient and/or the device
- AO1010T(MAEEA): 248 = MAUECZ 2HIIF 2MEH 2L
_ - AO10102(HEEISS FYot= J(J(): M2l SH &S AN o2
ot<l &l & _ _
_ J10] XM DHEO| gl BR
o - A010103(210] /L= TAD|9] EXEA): 8X o2& SH0| H&t
g2 32
- A010101 MAEE A (Biocompatibiliy)
SAALMEHIMIISHE D=2 =2 4K AIEH2MH 012 FAREH FEHI|2
EX 2eH SE2 AT, UAl AIESRZ2 I SYoHH 22 FE27,
30| 2ME
2EZ 0l Al B
- A010103 D[J| 2u/E= 37|29 2XEA (Inadequacy of Device Shape
and/or Size)
WS 284 BYES(IPP)S =26 2l HE 22820 =58 548 A
oz BE. AlgIHE 2 AJI2 WMo ol A& JH 0l =S
O A0102 ZE8AF #A|(Osseointegration Problem)
=289 = & OlAE J|D] 2t AsHA N 2HAE 2
o 2 x o] Problem associated with interconnection between the bone tissue and
<7 the implanted device
_ o A010201 (B L& AlY): LEEQS HEXQI NHS EQIoH| 2& &=L
oP:IEiE - A010202(2 K= &=4l): X299 AAZ Qlol J(D12 Z2E0| st=l AL
T A0102(BRE 2H): 0129 AR
A0102 28= 2Xl (Osseointegration Problem)
X2 HOIH AE2tE(tapered implant) 0lAI0] ANE. = = AENA
g2 WAl X882 DEAM(healing abutment)2l LIAF DE = WAEWA &0t 892
AESHEI MAEH LEE 0/40| &IHE=S 2H &
A010201 =28 & Alll(Failure to Osseointegrate)
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D4 Ul aelsis dEpeo ZAUDAESONN 45 & TaM Soj0/d
(Sliding)3t7l AIGIRS. 2 HE ¢ Adlol 292 S6f 21019 2al0/S
DX Rotes

(Blade)Jt ECt2IH 2l (Head of Femur bone)E HICH
ez U JIES JIJIE HAHSILD M2 HISe

T

QO A0201 A& &A FA|(Product Quality Problem)

=289 X&EZHU dEZE Uz H=EASEX 2ol AKst J10|12 E-41 2= 2X
o 2o Problem associated with an inherent device characteristic that is not
- satisfactory as specified or delivered
- A0201(HIE S& 2H): 21012 EH0 SHIE AS 82
SADE - AQ202(ZE Us FHRA): FHALAN 2MIE JAs E=L
- A0203(ZE& U= 2121): J121 Aol 2HIE JAs &=L
- A0201 HIZ Z& 2A (Product Quality Problem)
=2 ol 2HEE ESoHZBLI &=t AFOIJF HZ2EH UUS
s2 A - A0202 Z2EU= PH LA (Defective Component)
- UG SLIBAMI|AEISMZ HEZ HE Al 270 220 2O JAAUS
- A0203 Z &A= JIJI(Defective Device)
MY SWUNE HZE = 2N St H JALS

Q A0206 Ax/ME = 7]17] 2" ZEAX|(Device Misassembled

During Manufacturing /Shipping)

=2  AIEJ[ZH HEIUAS M, X2 TEIASS ¢A
A EZHO A device found incorrectly assembled when delivered to the user facility
SAIRE - A0207(2S & &4 L= 2H): 2101 AFE 0l&0 28 & &4 = 24X
A0206 HIZ/HHE = J1J1 X8 =2H (Device Misassembled During
Manufacturing /Shipping)
O|UEFQEHIE AIZ05lD| ol MEoIHES M, free flowsS L Xlols 20|
s A BIZ2 [ 2E2(tubing segment)lil 2RE R0 ?AXGHD AUS
A0207 25 & &4 £= 2 (Shipping Damage or Problem)
2= I8 AHZZS SAckE & NS ZE0| &&= Hs =0Ig. 300742
ZAHQ RF &A= 2iS S0olsh T BAE HE2 &AM X AAS




olg7]7] olgate] B sjol=atel

O A0401 1}&(Break)

==d2 JPI FH0 AIEE M=o Xl Ee &4 L= IiEl 23 2
o 2o Problem associated with undesired damage or breakage of those materials
=77 used in the device construction
- A0401 (IHE): EEHOI IS0l &0l 012 &EHE 20l
SAFZE - A0404(ZZ): JIsaAli= 012X A2 LP M=t M2 2clE &2 Oloh
: AO4O1O1(7EJ'E1I = 22 2HA): M2IF 23| 2el= o DI;JMI oaleh ofel
A0401 Ttz=(Break)
CE IJIERX(AIZEMH)E 0I185t0 B=+FHHM(0L) =t&(implantation)S
) Rehs, el= & = MEHY, SAXF(centering)2 o= UM 1S+l
28 A onol of 1mmEEel T(crack) 0 LB A B
A040101 &AMl L= L2 22 E (Fracture)
= S0l 2 (blade)0| PN LI

A1
EI

CHCHa SPEST]

HEMA M= &

Problem associated with a progre
surface

ssive loss of a material from a solid

- A040503
- A040505
- A040506

JEIo| H

= —~

_L
v

- A040503
Xt

AAD
T=2=

- A040505

o
00

PN

e Al = Hel(violet color) ZE0l 28 YHAH

£) 1
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QO A040601 4= AEHAZR 9Qlst WA (Deformation Due to

Compressive Stress)

Soxol =202 Qlol J1J| MES A 2EE RSH 22 =5, 2248, g8, B
TEST o= n2)i2ls MES 2 2

Problem associated with an undesired bulge, bend, bow, kink, or wavy
Y =82 condition observed in the device material resulting from compressive

stresses

- A040601(=E AEYHAZ QISH BHE): JD|D} &= SO 0l B8R = 3R
SADZE - A040602(XHZIF MIAHE): 21010t 85 I ez BHaE ER

- AO40609(M = 1/REHA): J1D10F HIE2IHLE REHE B

- A040601 &Y= AEY AR 0IE HE (Deformatlo Due to Compressive Stress)
ENOEISY & 29I=ASU0 ALS 2
A

= EDHO| N=g 2ol

o=2 o1 —

&
04
2 |
x 0

- A040602 MZJF M 124Z& (Dent in Material)

ASHIAHES QX% J2t20| K HXD &I HEUNA AEI}L HHHA
gt ot KN&ENA S
. AO406 9 M2 N/AE24E (Material Twisted/Bent)

SISEZMATII4BIIBHI0l +2 A EXS =2lohs BIUMN EX0f
|

palc]

O L— " 1 —/

%EIEH 20E. E£8, M3S2 S UHuA =30 Z2elHA =

QO A0412 A& o}<E(Material Rupture)

=289 D9 IIES RYdl=e dZ/FY 2SS X

=82  Problem associated with perforations that lead to bursting of the device
AO412(MHE IIZ): Y0l IEZ 0|0 XI= Ul A=

SADE AO414(Mig 28, 2, AHE): AR 8 = UR gez ololl 28, 2o
T= A= 20U A2
A0412 THE It (Material Rupture)
AP |2E0IBREUZ 0|42 2 AP 0lAl & RF KL SSI HIHIEAHCI HAS

28 WAl 212 guon X210 RS 21} AR|2A01ZRYO| NIES ACHED ASQIIA
HH =2 &=
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- A0414 Tig 28, B, A (Material Split, Cut or Torn)
COINZRANESASEY HIHLIR S22 EF 220 M US

= ZA|(Ejection Problem)

O A0503 &=
==&  J1J|9 =2|& XM Aot =8t 22 = =5 Al 28t At 2aHE =X
o 2 x o] Problems associated with the inability or unexpected ejection or discharge of
=<7 the device from its physical location

- A050301 (2= AIl): E2=ZI00F oLt 285X 22 AL
SIRI2E - AD50302(2|=6HAl &2 2&): 2otk LUK 2EE AL
- A0503(2& 2H): 1 29 2& 2H
- A050301 2& &!TH (Failure to Eject)
HE-HHUWSAEIES AIEoH)| fol 2AF HEZ =32LE, AIE0HA EUS
= 0|0l AFSRUCID QIALIH AEBIS0| EAIE X 23
E2E 0lAl _
- A050302 2|E=otXl &2 2= (Unintended Ejection)
HE-HMUWESAEIEE S0 AFSoH)| & HAEE AIEE. HAE I8 =
AHES 2AICH| ®I8t S&E ot LUAS0HE 2AE

O A0705 viE2] +A]|(Battery Problem)

I, H=tiHel £= JIE 8&)

—

J101 LS M1t 2HE 2H (BiEel, EsA

==E3d2
o 2o Problem associated with the internal power of the device (e.g. battery,
=TT transformer, fuel cell or other power sources
- AO705(HHE 2l 2HD): EII0ILXI 2201 J18FE 2/=01D] 26 & R4 At 22
SARE - AO708(HRZH): HIIOILXI 2301 JIEHet 2A=I1D| XM & 7o AEHel <
= M 28 22X

Ol AIZ0IM MISE= &

- A9TO(XREH!): 2Z2D17] 2HIDt
A070501 HHEIZI 2Hl : =2 ALSA (Battery Problem: High Impedance)
SXOF BiE 2] DA =S 2UCHD BE. = & AOEAE HAOIUSLY,

2 ALY AI LIEME. 33 CIA | MRACUOLE == 1|
FO|5F

, HAOZ sl

|
x2S MZ2 D

a2 HA YA HZBEK LS. D A& OlAEIRA
- A070502 HHEEl 2Ml @ ¥ LIS A (Battery Problem: Low Impedance)
OIAEAMAEAD|IE 0|AIGH EHXI &2(shock episode)S A2 = BHRAN 2H=2E
A 20 FHAOIZOL SHSE A2 gy AOEA 20l 100hmsZ Y&




ol2717] oA Wi 7tol=elel
S Eolst
A070504 BHEZ2| XJ| YA (Premature Discharge of Battery)
OlAIE AlABIESD|O] =X &ELT0O| 10.5E0A 28 & LAl SHHEUS W
pEHOZ 2AE HZELYHM S0A OOIE 24 28 A x| Hige 248 &
OINOM, OtMSH WH 2HHE HZ2FE
A0708 ERAZXl (Problem associated with the energy to operate the device)
NMSAOIAEFTAUHIO| AC M3 HAZ Al =& = LHA HiedJF &5 24 S0
SrAsH A 2 MAZRZ 2O mHYEE
O A0908 WRE, AN Er DA A¥ E- BE
(Incorrect, Inadequate or Imprecise Result or Readings)
ZEXFOl DD} MIZ28t ZEZ W, HIOIE = AIE Z2IDF As A2 2&80tX 2= 2
o 2o Problem associated with a nonconforming end result, data, or test results
- provided by the device to its performance specifications
- A090805(&2E =3): Yulg| &RE Y AL
siomc A090807(=2 TSl L= A090808(%2 mH=Eh): D012 AlAIZE 2LIEE gt
(@) I = _ =
7 - A090809(=2 AIE 21 T= A090810(H2 AIE Z1h): J1D10F =85t HIAEL
2AE Eoll LIRe FE Zt
- A090805 2= =3 (Incorrect Measurement)
EHXIF AIBIFSHE MAZSIESHDI|DF SHUS EAIGIH X AIZAIEHE
ECGE E510{ &telst
- A090807 =2 Et=gt (High Readings)
MEY A0 U JHOISHILHASSHUY=STAIAME AIMUX|CH =2 20| LIgt
ZIQst XI2E AlSGHX| 28
A090808 22 Et=3t (Low Readings)
DEEHOZ 0lst NE, 28 ¥ 20IE SA0| AN EHE=HI|DIE A=Kt
28 WAL Go g0l Liot mes 1122 AN 2610 =50 022 =62 8
A090809 &2 Al 21t (High Test Results)
o M3ISH 2AAN T =2 YSAEXI U S2E st 2R AAIE
- A090810 2 Al Z1 (Low Test Results)
ol M3EIsH 2AAN T Y2 0IOUlIs £XI2 2ol SHIEX] %2 =89
HAO| UAUS
- A090812 AIE Z 1t & (Missing Test Results)
SY=EHII| A = & 201 JIDI0 M&E0| ot
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H

10
0
10

SO 22 1 0140 45X BXE BRE il 22 JI=0| It 3

02

HO
0
10

One or more surgical procedures was required, or an existing procedure
changed

Ol

40

kU
In

- F1901(Z0t =) HETX 22 =8 S =2 +=28 MIE E&dl=s UE
It MXOF ERE

- F1902(Z&): EXHIAI ALKl &AM ZEOILE CIE AMISRIC == Mt 228

- F1903(HX &H=): SX=Z2RH J1D| HH 22 I f2/2ES Motk d&8H
ANE ZXDF 228

- F1I904(EX |IXIZE): XA EXIQ RAXZES S

- F1905(& Xl =& L= wH): X0l EXIE WHl/+=Z35t
210t 228

- F1906(== EXt B1&): == XL 2l HE0AM Hate

- F1907(sr2 S&d J1S): =01 2 H=20H SEHAILD, E2H0IAL ZEI6HS

e

00

PN

- F1901 FIJI4~= (Additional Surgery)
O0lZ2 NAUA Adl(stem)o HE 2MZ Qo =& =5 2 €. %=
< J

—
D0t AWEYCH 42 F AT DAF A 9o

. F1902 ot (Amputation)
20 2% 2K AXPDF €2l S JHIEHE &st & UEISHH 24 otk dES
(cntlcal limb ischemia)0l 2245104 &XIC| QEZX GlEiCiel ARE s

- F1903 &X| & (Device Explantation)

He122 OB RUS OINZE O BTl

Ol

S 3 QEF JIB0IN IAS BHE.
x =)

MRl 2 ZZS Sof SOIEUON, HIE HE
)

N
©
o
=
0
P!
H

Jo

X & (Device Repositioning
MR == = 2 92 F0f| A8 2|0 0|EE 2ieZ B
FEFAOD! 24 M(capture) )t SUS. 2l=E THHHXIGHH S Al
S THEHX] S0 44! 2|1EC OIEEI] THEHXIEIR D K414 2

A2 Qlet &A EsS2 20K RUS

AH

ToOoo

2
Jz
o
0z
02
Jz

_U
=l
N
10
= 0z d
o & v

E

> 30
00 00
10

ofN
02

©

S

>

02

I
>_

0

o 4
fr

DLJ'( dl (Device Revision or Replacement)
b &= KS0IA 22 OHA0| QICkD 2ot &2 & &
9I =(shaft)0l ZRUCH= AAIS EoIst 010l CIE 212

IS
20T |n

o M
ey

*ﬂlH

-
ox
Q'H

S 201

B 1z 0

O
H
I
0
ol
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F1906 == & X} HZA (Modified Surgical Procedure)

S2UAAS 0|28t &= = vein harvesting AU AIODE Sefd8 2248 0l0l oY
ol= &= EXIE NEGHK| 2610 skipping method2 EXIE HAGIH & 152 XIHE
F1907 == =&4 JI= (More Complex Surgery)

O
)
—
©
o
oo
=4
i
>
l-'\l
e

ZHProlonged surgery)

3
10
0
10
1>
i
>

|2H0] S& ARQAIZIE0 AEE

o [ i w |

AEZAHO| Surgery that takes longer than anticipated
- F1908(==Al12F A HEE = 22X LHOIM Al2I0] HEE AL
SAIRE - F1909(==E X}t XHH): HEE ==0M == XD 22X LD =F 2dFyo=2
HIlEl 82
- F1908 == A2t H& (Prolonged surgery)
= T MSA 22 S0| 22/ 22} Hissst 228 58 0| 220| =
222 St = 2/IE MelAgSZ NIESID SOI6IH 222 MAEL =t 0Dt
. Lol £==0| 258 KHEAS
2= 0lAl

- F1909 ==& X XI (Surgical Procedure Delayed)

AL 0101 OElE AEHOIA 22 == 22X ZHINA SAE HEE HEDF &A
TS, Bl Sgd 2HE EE2D === SKlotl G, < 122 20| +==0]

0I20IMO X0 ChEt Bk S

QO F26 747t Zy =2 dFF ¢S (No Health Consequence or

Impact)
== 82| Ol&TALEI 2 2t3AGH HEMst oot 2 MEHA EUS
FY =82 No apparent harm ocurred in relation to the adverse event
- FA(2 &8 AE): S0 Ol AtAtel 23 oI LMGIH=X HED}
opas FE0IH &0l6t)| A2 &2
Fo6(HY 2 S22 HEF Q1S): OIAMAHIDE SASH KO X0 LAN &S
SAb AENOF LFEILEK 22 AR
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- F27(BHR 2 QI3): BN HEotD| & OlAMAHHIDH EHAHGHO BFXtete] H2H0]

2= 0lAl

- F24 2528t AL (Insufficient Information)

ZASH 2351= F LHAIE BlIXIC E'(ti|o)7+ ZE(pull-back pin)0| FEZIX| LUAS.
Nl LAMBIA=X, HI%OI UREIRAEX, == & SX0H o FE0| UJAE=X
S0l CHoll e XIKI 220+t OIEAI/\*E':’H O @2 22 +&otd 1] o= =<

- F27 &Kt 2tH 22 (No Patient Involvement)
SIZAMHAEXEZE 0|50 & ZHIAEUHAN ZHIY S 2N HS2
WHOIRCH =2 4880 Z KdH
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COANEREEAEREIHE Aless 28l A U= FEIFHEHS SOISHX
StFOLL YO 2HOIX| UYOH, BHit= FO| 8T 24
Mz=AE =AF 22, HZAPEON AR 2 F b E A XK(barium) 7t AP0 X O[X|= X2
0| BEE[0f AN FHOM 2RULX| 2 Aoz 2elE 0] 9 BEAXNER CHE9
JEE MEsiof Ehgh = S
B axt EFAC 82
H ME e A2 EMap ZHHEl 7]7]9]
(LeVGlZ) A0302 O-Il__._Ol_ [ -1 T o [y
o|z7|7|2N TE SMBIE AFSO|M HO{LE=s Z{nt RS
|2 717]=H O17145 e AO2R) _%1' el AFFOIA SHOjLh= 24t
(Level2) G03008 HEAM 253N 02 &t QK| &a
H = A o v JOA 3 o — _I_oo_._ = |:1_|_T ;O
I ZA/ | SRl 3= o0, T A0 fhe AIZE EAR
AHE X
SEME | ALY UMRS | (Level2) E0747 HEM, OIF FE= 50| g5 pgoz
U St = B T | (P E) HZ I 30| ETY
HEge-dgd | (Levell) F11 ot M 22 A QOI= X2 7HsT
2ut 3E | (Fos s/ | E0le 28, BY £ Y
Jls S CHE £42 2F5ta, o)y Alel
7kse ®olE MEstr| 2 oy H9hE
(Level1) BO2 o ME 77|12 dEMoz HAE
YURAERAL-RHE IE | (=YM7I 298t S | SiEE Z0|Ch A HAEE PN o=R
ZE/HX|Q| 7|7] HAE) | 4l A HEFEO HHYE HZE o A
g5 Eoto| A8Ele H2AE WHEE
Jgtoz o
H|Z=AL
(Levell) CO6 717 MEO| 2X E= O XEIt 717] L
HOIEA-2 BE | (golEl xjz Qs | EE 2 WO OE 240 ofEA B3
=3 =TESIREDN ) SteXlof 2ot 25|
oizaze ac | (evel2) DO3OT MENY 2H
(Mz=Zgh
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& At 2

-8 =719 E44 = T 7|72 MBS X["s7| 26 siE HE
(coagulation button)2 S 2Lt X|&0| E|X| 20 HIWIL £, &A= HIE
& = 59 HZAL 717|2 =2 228 0|2 Q5] ==A|710] HAHCH X|HE

- MZ=AR ZAF 2L, M S HYA 22 KXo AFEdts HED 200 ALgsts HEO|
FHHM Zd0| =QlE. 0] 2% HAXtdz Ch32o| AEE MEstol Eang = UZ

nby; BEEIC g9
(Level3) A050702 71717} o=t CHE HIY, £7]|, HWTFEE
G ) P R
o|27|7|2X ZE
=0 37 (Level2) A0904 71719] o=t OHX] =Z=Ho| =X 7t
HZEAC F 140 | (4K =3 2X) UAS
Heg nay %
AU 77| AMQA HE L MHO| ARE
ol T&H +—T orc— =2X12
(eveld) Ao zile £392 s Jl7lol AgH
(X & =28 2F) s 2|
HIZ AL | B
AER | ogrp| smiga o | (Level2) G02040 olz4l $HEES AL AFEO 2%
2 | VI TEREEE N et gzl Qg BEs pAas

HLEY- YN | (Level2) E1033 R
nlzucl:hMEH Ac (H|§O|7E,* -?—|7§3F-T'—F ':‘Iﬂ) Tlod

— =

(Levell) F11 A|ast =X B2 =X Q0| K2 7HssH
Az gz | (BOIE /B8 20/ =, 2 E= d
A1 3
(Levell) FO5 77| M5 2HZ Q80 BA K =27}
(X|2/299o| X|H) X HE
7ls A CHE £42 4-skD, oY A9l
Jtsdt Qe AEsty| HIEl 0|4
(Level1) BO1 HES ma AF 77|12 ZAE™Mo=z
HURIZAL-FH AL | (MF/oAMElE  7|7]9 | HIAES] 2& ZO|Ch #H H2AEE
HAE) ddtxoz X4 oA mEO HFE
H2 o 8 ds E7to| AR8&l= HI2E
HHE JEte R &
HIZ=AL
(Level2) C1601 N
LIOIZA-AH T E - 7|717F &2 xz2lg HIMSE 2%
SEN 2= gog zaz 2H) 1717} R ZEE O LY dl
MZEYGHZE 2% 205t HIE ALY (A E
(Level2) D0302 Mz =she Mojstn &St 7|28
_?_OI A2 3Cc EIE_._ . _._—|I_ — _LE
HUEN-2E 22 mnpa) aey SX[SIALE SRBIR] 2ok G LA
=X
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& At 3

- 24 =YY 227 42 3 20| YAEX UUON, HYT I, Hore) So| WA
Stol SEHUBFBEBS B

- MEAR AR 2T, 2 OfZ2f0lojo] 2H7t UKLSO| HAIF. 0] FL EAXYR 139
FEE MEsto] B0 & US
HX} HFEIE Aol

O|Z27|7|&HN ZE

(Level3) A050301
(2% ) £
(Level3) A050501

(ZA} 2 o)

N
N
N
oA I
=

A050501 (A} Almj
LALSER| 2=
(of: 2|+ AH|0|E2
AHSHH AHO|ES

(Level2) G04052

SE/Pl FERE IE | ik =ME 28517 28l 24 Fdea
S EINY (ESESPN))
MEXL | HZAL-AM TS | (Level2) E1024 Mz o|Lt FE0|0f oot P22 Qloh
S | U B4 = A FE | (=20ry) 2aoto| 9=
A==X| @2 =28 TN 52 =4
N (Level2) F1901 XK = ;;6}6}1 Efé x5 X1X|7_|f
Z{ZvoisE_ 7 7t Xl AL MAS S = = T
Looo"1Uo (_I_ |-—'—§) o Q st
Znt Ac =r8
*259| 30 (Level2) F1907 20| 2| ARt 2XSHK| D, T2A
HEIE T 1742 A BXIAM JI= O| Lt QS| Al
RSN e =my e CACAIRL:
[e] k=X
RS (Level2) F1908 PN
Al7I0| EAF AQA|ZHECH CIALE
—’F%Alﬂ g;g) T= ||_ IOO EaLe) ||_E|-|_O|:|
715 W OE 92 275D, oy Alglel
7tset AelE MGy HAE Oy
(Level1) BO1 HS B M 7|72 AEEo=Z
HURIZAL-FH AL | (MF/oAMElE  7|7]9 | HIAES] 2& ZO|Ch #H H2AEE
BAE) ditdoz 4 2 'BEN HFEH
2 o 8l ds BIHof| ARBEl= HIZE
PYS 7dtez o
CHE SHof 25 7|7]0] ot=ob E=
(Level2) CO706 =_= " " o
Mt | delmaa Bs | SO0 s sy | TAER 25 ol Tl waste
TEs == =H. o) Ot2, g, e, 23, 02
(Level2) D0301 ~
nPS =
HRAZAL-ZE ZE (RI= Zsh Mz 2FE =A
*RZ9| 37|
T= ) A =
HEZIC 3 2749 MZEHAM7E 2 =elst MF A (A E
Mede naqg = | (Level2) D0302 Nz EO.:.F)% Hojsto =olst= 7|8
US (EEe| Zeh FRISHAL =HESHK| ok HIM Hdlst=

=
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HEMS 2ot EME LEQ EMES MEStD Z2i0|YS AN I Z050| &
5

1=
Exmoz mysh & 2HQ0| EMS OpoLl Xt

N|Z=AL AL Zxf

!

A
S =2E(mold) 0|2 = 2Ll =l =X|g

HAX} BEE3ALC o|
oz7|7|eH ac | (Leveld) AT41402 J|712 MesiH EH|siA 2ate 2R

=2V == 55 Z2013)

N e JtAZ HBBIALL 2657
| — = — -
(Level2) GO4134 ofsh CHERSIALL Qoist 2n Zof

olZ7P| 7t 3=

S EINY (F5) A2l
e (Level2) E2403
TEA|SH = = eve = " -
SR | Az aams | U T Lo | @0 "8spr| Fel ALy SixjofAA
AN Ee R Re | (85 ©F ©F ST | Adols olud SHo|Lt Helvt 818
oEH HAE)
AZEE-AZL | (Levell) F27 XLl E8317] H o[AARS] LM (o
ZAn [c @R gle X 52 MA T 2
=gl o4 Afo] 7hsBt fI0lS Al
gl o4 AR B oMElE 7|7]9}
=olst EL} Hix|o 2 ZSI™Mo

. et o | HRESE Z0[CE HAEE AERPL B
EATA-RY RS | AIBTE WES SU | sl 512 Agsiol Al DR HIASE

E o ANE —
SE/MNS ZPIHSS) | duimoz AN et BE0| HYE o=
OF I M5 Toll AlBsls EIAE weig
7|8te=z ot
AITAL A7 AC | (Leveld) CO602 ZRYoIX| QiofoF st BF EE 7|7|0
HE=AL *Q= 0| ) (FXHs M=) ULE Qlsf| Llist= 2X
HEIE T 149
Mefs mast & | (Level2) C0603 ool s EAOD ol S o
e (RS a3l EX) =] 2fetd EMo=z Ol UMsH= ZX

(Level2) D0301

X MM 2
QIOIZALZE FE (X‘”ZE ?Ed.ol;l_) Mz 17 2H|

Q=0 o)
EZIC = 1749 MM} AT S0Is HE AIY (ALRE
Meis nas & | (Level2) D0302 Mz mshe Fofstn &olsie 7|ag
e (ExpHa) Bh ﬁxﬁm st2lsix| 2o GIA waysts

_II__X
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& Atg 5

- =2d HEY = o MO AZSE| M SHAF O|OH| F= SASIFOLE L|IHEA|
23| = ZE C}2 MI2OZ mKH5}0] MARIESH 0|20l XM ZIX|AlD| Z4S Kto

7 0O —_
£5| LoISIXlo| TEAIENZ I3t gt M2fsl0l MT HA Al S0[CE2AS O Hi2
- MIZAR AR 23 sl FS YRS =2l M52l SI0|=E2A HEE HMEaEo 22 2ol
Hx} EZEAC xo|
f““oﬂ 7|E AFRBEZNMO 2 ASS
(Level2) A2201 THSIASOI = AFEAIZE 7|7] AHE =HIOf
(2X| = Z=H[7t of32 0131%2 et 717] A1t 2EE ZH|
olgz|71eH 2E | 717D) SN £l MG Qf ATt AIBE FaS|
(Level3) A070908 oISt B2|X X2(0: &, =W, SEho|
(2 K| A Iy HtES LEtE = A=E AAE 717|9
2ol HHE —E—Xﬂ
Level2) G03012 =X [EL BMSE 2 9l AISZ MABIY
M Z= At/ SlF7P| dai A= ( =o = OI™E T me 128 SO
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T | g ety 4 | Goveld G0301207 SAE TR M Ol meo Sxol
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(LeveIZ) E2403

S

SIRIO|AH HE37| Tl BRLE 2EXt0)|AIA]
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HUES-HZ | (Levell) F27 SIXOl7| H8317| M O[AAR|o] WA (o,
Za 3c SR 1Y gl X =22 MAE 5 )
=7 oA Alze| Thstt folg Alsty|
ETE Ol At B ojMEl= 7|7|9t
SQst 2EL} HiXe| 7712 FENe=2
(Level1) BOSHP_J_} cors HAESIES Z{0[C HAELS AP BS
. oot S22 | Bl 7DIE ASs(0l AR, 2ot BlAss
AAZN-RY AE | REMXS ZPIEAE) ooz Au et mE0) MBE o=
92 0| 7 OFN 3l M5 TIlof AFBEI HIAE Hig
BEEIAE Z 1749 JlHtoz &t
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e OAH AfZ{lol| 717t AfZiTe| HRLIAHOIN /
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- (Level1) B13 SEIS AIZSIONSIE EAL = OJRNET}
=AY LAY/ QIE =) N} ZtBAL 5), Feke %% I} = et
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QOIZA-AH FE
e (Levelh) C19 208 2XE 24 B0l HEE 4+ 88
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