; S LALA FREEH s Lreies LAIUS.  |FDA Dav Probl
No. ~BE&§ : - . [=] o, o evice roblem
o. |[LNIL3 FEELHE (R YR CRBOFESEE) EH & gfﬁﬁ:% &P & gzﬁtnn% 0 ?ﬁgﬁnn% Problem Codee
15 D_hgﬁj l/_l"igtl -E@ LHLV\_:/\JO'L/_I‘G)E!’L; E&Ewﬁ%ﬁiéo ?alte rnofdulated pacing sensor, 1513
ailure o
SHADREICEY ., — BRI EhGOR
— R /X g;ﬁ%fégﬁi &Y —HBISH ARG KAK Pacing inadequately 1442
= A =kl — &= 3 by p
o R ARAY t H B gl‘%’?@j’;’gi‘ii &8 —RRIHASSENRE. KRR Pacing intenmiteently 1443
" 7 —hFTFhEx. ¥—h—IZ ESD 53
i G el e et Output, none 1435
o _l/J‘i'-‘J—fJE THA ., T—h—IZ&L D R H e 2
/\_7/7 (ﬁﬂm)&hﬁ* ?C-"é'é?b{\ ’L\%C'K&ﬁﬁtmfgiifg? J}‘ Em ﬁm OUtDUt. none 1435
TLAN)—=RTFREZLEN, I—=h—I2EYT T Ry D REH
17 |[BREFELE BRESLE MR TELLFHRBOBENATLICELELELD, A—2 Y Output, none 1435

J A AR EE
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FEEHEE
6. EfGBEMIEXR

EFIT:-FESI—F
ERXINIE 851 — A% 9 % F5
EESFEA eI PaNa:EARDREL )
EESIA EEXSIAR HE<HET - B2 BB v b
EUES: S EfREERUVHASEE |SUNERAER-BOBF2—T
IEO% 35 EFAEERUVARSEE |BREAREXF1—T
IE0% 35 EFARERUVARSEE [ENEAKEVRFTF1—T
HEPR BE R EEAEERVARERZEE |[SUNERBKRFRIA—")—DT—TI
M & M0 iE P ik 2 RE 4 R 25 MM ER /I — sk M B AL T—TIL
MmENE Rl 3 ANk B EARR Tk
AT D i A ik 42 BE X R 25 AN AEREN KRR T fih
1o ;%335 A i1 BE AL A28 hZe R ELE T AR
i %% Ht P i 42 RE A FR 38 25 7 A M i (B BR v b
BTS2k BiH& AIBATSY
B4 TS5 B B& 2 A TRRBSER
BTS2k B H R FAREER74Y
B ATk B A & [ol{F /Ay FAYEIAR
B4 TS5 BiHaESEH B F il AR
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Fix®: BAERGM ITEXS

LRIILO RGEBERAHR(KHH) EEERMS

LA REBAR(hoR) [E5HE

LARL2 —RRIBFF(UMDN) [RAEHESE (UMDNI—F:13929002)

LARIILE FEEHIR LANILE FRESEW LRILS ERSh RSB FR Device Problem Code

1 =M EHRBOEHS E5TEt. %k Connection(s), loose 1371
2 ZEREA ZEREA AN Leak(s) 1354
3 BiRh BiRh PERaB. S E . AR ok Fluid leak(s) 1250
4 wia w18 EgtEt. A E . AE Device breakage 1069
5 R NEORR NGl Crack(s) 1135
6 EE-3 HEDEFY 53 &t Blockage 1065
7 ¥ B BHEODHEE ANl Measurements, incorrect 1383
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Hixs: BXRERFHITES

LAILO HSBAM(KIEH)

EEERES

LA EHEBAMH(P5E)

HHIEE (51) ERARERVARRERE

LA))L2 —AEAS4 FR (UMDN)

EHYMNERES - EO0BF2—7 (UMDNO—F:14221022)

LAIILE FREEFR LRILE FESEWH LALS &fdn-fERG B R Device Problem Code

1| U1ER U] b5 Fa—7 Cut(s) 2454
2|18(8 i8{s Fa—7T Damage, internal/external 2284
3| Bis % SBF. XovS Component(s), detachment of 1104
NEED REEDEEY S o Clogged 1094
5| B {8 w18 HF—F )L Device breakage 1069
6|3k E A EE 2Ly DEEFEE 284 Lk Catheter withdrawal interference (2612
7|FAZE Fa—TDAE Fa—7F Blockage 1065
8l wBh R4 ey T Leak(s) 1354
9|#R ESIERDEH - Xy L Connection(s), loose 1371
10381k Fa—T DL i

215




LAIWO HamBF4 TR (K53 5R)

B E RS

LA REBEA M (PR

HHEE (51) ERAMERVKRSERE

LAR))L2 —HEA94 #5 (UMDN)

BEASEXF21—7(UMDNI—E:31329000)

LANIL3 TEGHEWR LR)ILE FESEW LRILS BPSR-HBAmABAF Device Problem Code
1 MIRThE MIRTHE Fa—F Poor gas exchange 1464
2 8% Fa—TDIEE HI. Fa—7 Damage, 2284
3 BHIRE EHRE Fa—7 Catheter withdrawal 2612
4 i Fa1—7 DY Fa—T Cut(s) 2454
5 AT RE EEAEE Fa—7] Insertion difficulties 1316
6 165 1615 Fa—T. 1’\WT.Hh7 Damage, 2284
7 nh nh = L Connection(s), loose 1371
8 B8 w8 Fa—TJ HD, A% Device breakage 1069
9 W HI DR Hho Rupture 1546
10 EiE3 FE Fa—T_ aARH4 Blockage 1065
11 i HoODER Ho Cuff degeneration 1139
12 p g ) T Fa—T Discolored 1170
13 wh EBh aARHE. HT Leak(s) 1354
14 mh (LT —Lt}—23) ARDBE N7 Leak(s) 1354
15 R H %7+ Xy T aARHE LT Connection(s), loose 1371
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FfF%: EfST IR

LAL0 M E&BFR TR (K5 )

EHEERER

LA WEBBF(PHE)

HWFER(51) ERARERVEESEHE

LAR)L2 —A%R9% FR(UMDN)

HEFBASEYMF21—7(UMDNO—F:35404010)

LRNIL3 FREEWR LR)L4 FEEE LRILS BB SB Device Problem Code
1 _E 2KE (B ae) Device failure 2379
2 Rt Bh (Hae) Contamination 1120
3 *X *X Hh2 Damage, internal/external 2284
4 L 4 (HEel) Crack(s) 1135
5 BHURE BEiE Fa—7 Catheter withdrawal interference 2612
6 g H27DOWEE (HhI7WEE) Hho Deflation, cause unknown 1148
7 Y F2—J DY Fa—T Cut(s) 2454
8 AT RE e Fa—7 Insertion difficulties 1316
4 nh nh 2R Z (FEERER) Connection(s), loose 1371
10 RETEE tREAE Fa—7 Catheter withdrawal interference 2612
11 s (GHFRERE D) B8 FIRAT 2—Y% (GRS Damage, internal/external 2284
12 am HaiE HI.Fa—T LT Damage, internal/external 2284
13 % A5 % ARV — Component(s), detachment of 1104
14 7821 HIE HhI7. I —2 Damage, internal/external 2284
15 730 W48 Fa—7, 10— Damage, internal/external 2284
16 B HI2DIN—A b Hho Rupture
17 FAZE FAZE Fa—T axV2(E&HKE) Blockage 1065
18 Ei HhIER P Cuff degeneration 1139
19 e e (B &2 Discolored 1170
20 HARNh wmh OO (FERER) Air leak(s) 1008
21 SRS 10 I7—DRhCHRIZERY—2. U—2) Hh2 Air leak(s) 1008
22 wH (EHRBD)PDIH aAR9% Connection(s), loose 1371
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Hix® - BEERGEHIES

LAILO WEEE I (KSE)

mEEE EREES

LA WEBAT (RS

pet R B (07) MhEsERE{L A s

LA)L2 —A%#4 F (UJMDN)

dmER M/ IL— R MERE#TAHT—TI/L (JMDNI—EK:17184024)

LARILE FRERW LAIL4 FREEEH LARILE BB GETT Device Problem Code
1 L] NF—F WA Th 1= REEFANT—F v Tb, 1=, KtgFvT  [Cutls) 2454
2 B HF—F TR 1 — - R ANT =TI Th 18—, %t Fy S  [Damage, 2284
3 RETEE HF—F LIk ETFEE HF—FJL Catheter withdrawal 2612
4 HRR T A INIL— B A RE ) F P Inflation difficulties 1310
5 BT SL— IR Ty Deflation difficulties | 1149
6 5 I — R I —> Rupture 1546
7 A AEE HAR DA i ATEE GEERRS Insertion difficulties 1316
8 HETEE HARD A kETRE GtEEBS Catheter withdrawal 2612

221




HE4: - BRAERGHIES

LAILO RaGEFAT (K5 H)

=SEEE ESRS

LA BGEAR(PHE)

R (07) WEEEKRR

LRI)L2 —2894 F5 (UMDN)

A BARA T~

(JMDN—F :36035004)

LARIL3 FESEWR LRN)ILE FRESEF LARLS ERGn-HERLGRRFR Device Problem Code
1 B AT v TN R AT BTF—TFIL, 1N L—>  |Shaft break 1565
2 R ETRE hT—TILIRETRE Br—7 Catheter withdrawal interference 2612
3 a5 AV =2, HTF—TN Balloon burst 1051
4 BisE AT E ATUb BT—TIL Spike, failure to 2536
5 YLSRASRE AT MLRARE AT, 1NIL—2 Inflation difficulties 1310
6 Bis ATUNER/BH AT b 1NI—2 Implant breakage or physical damage 2646
7 By ATURER/BE ATk NIL—2 Dislodged 1179
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HiFE: BERERFHIER

LAILO WEBAH(KSH)

= ERS

LA WNGEAH(PHE)

IR R7 WIEAER AR

LANIL2 —iERFH(UMDN)

ARG RERA TR JMDNO—F17643200

LRILE FESEWR

LR FEEEW

LRILS EB&-HEESRBTH

Device Problem

Code

1 I8 1781 Ak, R—rE. EERBEDEAD  |Device breakage 1069
2 ZRRA MAEFKBEB~NDEREA &K, VY- Leak(s) 1354
3 TEREE T RZMBEEDIET RATIR
4 Bt i%& Bt & AiE, Fovd Component(s), detachment of 1104
5 fih fih Fa—J Kink 1339
6 frid fih AR (R—H8B) Device breakage 1069
7 Rh m#ERh hZER Membrane leak(s) 1390
8 wRh mi#ERh JH—i\ RIS Leak(s) 1354
9 W R 1) —s SAD 1 % 5T ) HF—\ Bleed back 1064
10 U A TR~ 0 M i 5% % AL Bleed back 1064
1 BEExEY ALMOBEEEY PZEH Clogged 1094
12 EAD ALIRDEE A Lfih Pressure, increased 1491
13 mh HAZBBEHDI7 G 1 AR Leak(s) 1354
14 BRA MmEADHAFEA hZEH Leak(s) 1354
15 HEOEA -1 DBEBDEN )HF—s\
16 A BHiRmASBEBTOA7OA\TILOMAFFIKLDAS88E @ Bubble(s) 1070
17 FAZE % M RE hZH, T3, BZRB Underinfusion 2182
18 FAZE HBEOBEEY T4 ILEER Clogged 1094
19 b r el -9 AR, YHF—N Leak(s) 1354
20 T4 OEROFE |EROFR T4L3E
21 HHEIET HAENHDET ALfb
22 fua mEPDBEFIHEORAEEL fEHR, VTN Bubble(s) 1070
23 BORE REOET Underinfusion 2182
24 Hh ERBOAN A Connection(s), loose 1371
25 B b=l -} .73 Damage, internal/external 2284
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B4 EMEH TR

LANILO HaBHAWH (KN EH)

i i T R A 2R

LA RERBEAM(hH5E)

HWERE (74) EXSKTAR

LANIL2 —AER9% FR(UMDN)

HH<HIET - IR B v MUMDNO—FK: 34842003)

LANILE FEEH LRI FEEEF LARLS B 51k % 5 Device Problem Code
1 L hT—T LY HT—TI Cut(s) 2454
2 B HT—T I 85 AT—TIL. IR &t Damage, internal/external 2284
3 AT RE hT—TILDIBATRE Rr—Til Insertion difficulties 1316
4 EE ) Y #igt. h7—T) Blockage 1065
5 BR BR 43, ARD3 Crack(s) 1135
6 & A ERE DR A ARIE, hT—TI Connection(s), loose 1371
7 I+ HT—TILDIKIT ARIE hT—TII Catheter withdrawal interference 2612
8 w48 W8 IR &, D1L5 Damage, internal/external 2284
9 BE) HhT—TILDXA BTF—T I Dislodged 1179
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LAIL0 RERAT (KD HE)

Iﬂiﬁig : BI&ﬁfﬁ%EHI#_%_ |
= TR RS

LA WSRBAF(PH5E)

BWEEE (7) NmbEpeik Ao

LAJL2 —igR9% #5 (UMDN)

h 22 % BB H7 25 (UMDNI—F - 35004000)

LARNIL3 FTEEELH LANIL4 FEESEW LANILS BBam-HASB Device Problem Code
1 B8 N DB INQOT P B R, R—bFryT Damage, internal/external 2284
2 L T INQDOIYG  ~yS Crack(s) 1135
3 &8 Ul & PR AVT  R—b, PR RIFEHF IS Bubble(s) 1070
1 wmh BT EDRN IND DT R—k Fluid leak(s) 1250
5 mh BAT BRI~ O miER N P& Leak(s) 1354
6 W miERh INQOG AyS Leak(s) 1354
7 1 ;% A& B 1fn ;% &k & R AV R—b, PR REBFES Coagulation 1096
8 nhn R—rFry T D5 h R—hFry 7 Connection(s), loose 1371
9 e 5% R—hF vy T DORE R—bhFryT Component(s), detachment of 1104
10 mh FMKDRHO NG R—b Leak(s) 1354
11 ZRER ERER PZEHR AT Clogged 1094
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Hix%: BAEMBEHM T XS
TE

LAL0 REBZI (KD

LA REBBIHR(hHE)

BWEE () N Eaer e

LANIL2 —AE894% ¥ (UMDN)

2 H7 B M & B B8t~ F (UMDN3—F : 34999102)

LRIL3 FESELH

LAILA FEEEWH LRIILS BRSR-RSRB Device Problem Code
1 W18 w18 Fa—T ,SURATaA—YZREI LS Device breakage 1069
2 ax B PSUATa—HREI(LE Crack(s) 1135
3 nh ERSonhn }; z"fj_;; 5 ;‘.’: %’?‘?’%ﬁi—i@é?ﬂﬂ{ P Connection(s), loose (1371
4 K 5HH EiREDpLHH t?t';zb;; 7;: %’%;%};?f-zgégﬂﬁ ks Connection(s), loose [1371
5 i, FHY Fa—JDFh,. FHY Fa—7 Kink 1339
6 Bh R dv 5 A MR LN R T A M Tube(s), buckling of _ |2346
7 Rh migwh Fa—7, BRE. 7oA KR—bk Leak(s) 1354
mhn ERRN ERBESA12 . TOEAR—F, 72+ AHR—HNFluid leak(s) 1250
8 Ka TUARA @] B% Bubble(s) 1070
9 BRO & E I R EDIEFEEH LD ERN s, EED Fluid leak(s) 1250
RiRN R\ I LDEERN 'S YA Fluid leak(s) 1250
10 18 FR 7K HMEEDT EICLDBERK AR, G, B\ AV Underinfusion 2182
11 1 % % & 1 % 5% & (=] B Coagulation 1096
14 B 3 nETE R T 5 A6 Underinfusion 2182
18 e D57 DEARTR D57 Close, difficult to 2609
21 Wk HZHRMEOARAEYNED LA DR 7O AHR—k Reflux 1522
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Hix%: BERAERBM IER

LANILO HEBERH(KSH)

EEEMME

LARILT WEBAFH(ho5HE)

ERABERUARRESE

LAIIL2 —Higa94 ¥ (UMDN)

BUNERMREFER2+—)—hT—TI)L (JMDNI—K :3491700:

LANIIL3 FEESHLF LRIL4 FREEAFR LAILS BBdh- A G2 Fh Device Problem Code
1 I8 A~ fE 1N IL— Y HE A E INIL—2 Deflation difficulties 1149
2 A INIL—2 DBR IN)—2 Rupture 1546
3 nhn EHRBONN T7HRIL Connection(s), loose 1371
4 P hT—TILORE hT—TI Blockage 1065
5 HhE BHIRE hT—TFIL Catheter withdrawal interference 2612
6 & BHERE HT—TI Catheter withdrawal interference 2612
7 UL AT—TIL DY AT—TIL Cut(s) 2454
8 1| Bt aA—T 42T O |5 hT—T I Abrasion from instrument/object 1387
9 U8 INIL—2 DY HE N)L—2 Deflation, cause unknown 1148
10 PSR BE INILb—2 DYLR A HE NIL—2 Inflation difficulties 1310
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Hix4 - BXAERB[H IES

LAIILO HGBERH (K5 )

= X EIEERMR

LA HEBRMH(hSE)

EfRAm @) BEAR

LAIL2 —figR94 ¥R (UMDN)

ALBA2 TS5 MIMDNI—K :17751000)

LANIILS TREESHKF

LANIL4 RESE LANILS 2G-SR AT Device Problem Code

1 W18 W18 AL B ERE Device breakage 1069
2 A 8x Rt B ALERE Dislocated 1178
3 f &xn ik AL BXKEF

4 5t B BLfs AL BXRE Dislocated 1178
5 B VUEN ALBEE Crack(s) 1135
7 fus] BEAVNDIRH AT BXREK Leak(s) 1354
8 LA aE BEAVNDFEIEAEE AT EXEK
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HiA% BRERBH IESR

LARILO WSEBEM (K

B EEEERER

LAV HEBFR I (P5EE)

ER AR (4) BRAR

LARIL2 —#&f94% #R(UJMDN)

£ A TR E(JMDNI—K : 35667000)

LANIL3 FREEELHF LR)IL4E FREESEH LRNILS BR-HEERa2H Device Problem Code
1 _— R p—— KBEBIR—FUF, IR — R FOWIR. /N T3
d s g E—L E
2 %48 AVR—AR DR ?E’Ef:)?h_*:jb‘ =R DI, 1T Component(s), broken 1103
3 BEFE RBMOER iggg;i:iit Eﬁ{yﬁ_h‘_“?akh‘b; Component(s), worn 1107
. —F= KEEFIAVR—RUb NTFSF—L BB — EE

4 Lo AT DBH 27 L BB F—R Loose 1372

5 | Bt d—T 427 DB KRB R—R b Abrasion from instrument/object |1387

6 BH ERATLOBEH HRARAT L KERBEIR—Fb i Dislodged 1179

7 il rid i@fi’ :\*;{E%J;%iﬂﬂﬁj.ﬁh—?‘/h BEa Device breakage 1069

8 ' ERNAIZUDER KRB R—Rb Corrode 1131

9 A5 ¥z ATSUMD R KhEBaAVHR—R U BB — BBAH— Component(s), detachment of 1104
10 Rt o TRARITHT A)=TH. T vTR Connection(s), loose 1371
11 bk aA—F1T OBk BB — Abrasion from instrument/object  [1387
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Blix%: BRAERBHM IEXS

LANILO RGEFRF(KHEH)

= EEEERMR

LA RSEBEAF(hHEE)

EEERG) BB

LAIL2 — g9 FF (UMDN)

ARNBEERTAY (UMDNI—K:35685003)

LAILE FEESETR LANIL4 FREEAF LARILE 85 - RATH Device Problem Code
1 =1} BiE 24X Damage, internal/external |2284
2 ih h 4 Cut(s) 2454
3 18 iR 4 Wire(s), breakage of 2347
4 pLpi P} 4% Bend 1059
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A% - BRAERB/HILES
LAIILO HGBAT(KSHE) [—RERMES
LAV R@BERAR(Po5E) |FRERM(58) B ABE B
LAIL2 —iga9% %5 (UMDN) |8 fif 25 (UMDNI—K : 70962001)
LRSS FEALH LALA FEAZH b ¥ Bevice Priabless Code
1 e n KK Cut(s) 2454
2 BB [ A Corrode 1131
3 5 3 RO FRENEBLTHONS 7.8 Contamination 1120
4 18 B8 A& Device breakage 1069
5 FI| Bt O—T 42T ¥ DB P V. Abrasion from instrument/object 1387
6 fhn EEBsDNN Ak Component(s), detachment of 1104
7 a% A A{K Crack(s) 1135
8 L EAEn DiEH (K Connection(s), loose 1371
9 BEET 2 BHIREDREDHREER - |RE Quality, unsatisfactory or poor 1506
10 =3 <3 23 £ Ak Component(s), worn 1107
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B4  BAERBZM IXS

LANILO RGEBEEM (X9

— AR EE R 2R

LA BEERAF(PHE)

EMRAMR(5) BiAMA

LAIIL2 —figa94 #F (UMDN)

BREAR/ \YFAYEIKRK (JMDNO—K:35357000)

LANIIL3 FEESEFR

LRNILE FEELH

LRILS EBS-HERk

Device Problem

Code

e
1 R Bt LAV R EE B R Bl AR EK Abrasion from instrument/object 1387
2 Bh EERMDIEN B AR AAK Kink 1339
3 1] | §r.] Bl RAK Pierce 1459
4 ] EERMBES DN BIARKEKK Device breakage 1069
5 aR ERHOVUV BIAREREK Crack(s) 1135
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&H—4
—h
Bif” AR JIRA
LAILO BHEFHEH(XKSH) |fEEHES
: = BEHREE R (09) EMAIVIAHREBRUVERBIY
LAV HSBHEWH(hSEE) DRI BT Y2 EE
LANIL2 —iEp92 ¥R (UMDN) SEHERAXMCTE MR (UIMDN3—K:37618010)
No. LAN)L3 REHRES TE Patient Problem | Code Definition (¥0&R)
; (B g . AT DRAR—RA—H— L2 HEAOR—K,
MASBGRA Lz RIS ST it R A O e R SR/ LT, Fh A0S H180AH
| [EAHREHBOTRBY S (g0 ") T - e 2l ks 2114 |OBHERT NARD, LBOTh. WiE. *
T B ORI RETGHE | mreoms FREOROBEBOCE, BEANFERNE

N H 5.

EEFERMICRELTELSLO.,
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RESEAEEE—
il = JIRA
LARIO HEBAM(KSH) |FHEHAS
LR HGBREW(hSR) |HESE(21) NEEEREFARE

LAILZ —Ha98R R (UMDN)

HEAHEXLEHAMRERE (UMDNa—FK:
37654000)

No. LRI RERESR

E %

Patient Problem

Code

Definition (F0&R)

I |EREHFORR-HIETFR

&R (ZBMESO)PCDRA—RA—A, fEAHEH
RERBERE . fEAAHDRRMB) AR, RERENL—12
Fa—THFLERRIERICHAALZBE~ADRE
EFADOLBLIE, (ERMEROWE - -BETRENR
£958BNHHD.)

Twiddler's
syndrome

2114

ALDRBA—RA—h— {LERERDOR—k,
PR SEA/ LD, E-38AT 21 E0AH K
DEE-EBMTNARAD . LBOTh. BiE. =
EFOMDOBEHO L, EENBERNE
EIIERMICERELTELSLD.,

AEBEOHIEWESTHAMEEAL-FERES
TIHENCE, (BRI KYRS RIS KIBESIERS
FAREMEA H D=8, )

Bum(s)

1757

B RSB, K EFPYE. BR. ERFZ
B BFUBHIRIILF—LOEMICLHHE
BB, 1 ERGIIRR, B28 R EEK
ﬁﬂg{ﬁf BIUEIERBIIEELEITEDR
EHS.
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