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PHILIPS
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XAHRTHNARS TRTHE M ENRSF REBREANA

M REWZEFIS

100107020
100107033
100107311
201007527
201007565
201007581
201007585
201007782
201007855
100086238
100086778
100087092
100115283
100115286
100115470
201007560
201007564
201007869
201007884
201007940
100057210
100057215
100094073
100052955
100052957

100078708
100078712
100086050
100086051
100086052
100086060
100086064
100086444
100086452
100086460
100094070
100094074
100094084
100094088
100094098
100094140
100094141
100099027
100099028
100099037
100099267
100099272
100099274
100099275
100099277

100115478
100115484
100115492
100115497
100115795
100115808
201007909
100126666
100126667
100126670
100126672
100126675
100126681
100126682
201007799
201007819
201007923
201007936
100052853
100052948
100053069
100053588
100053599
100053601
100053678

100078717
100078841
100078849
100078851
100078852
100078853
100078855
100078857
100078862
100078864
100078865
100078868
100078870
100078964
100078965
100078966
100085472
100085967
100085975
100085978
100085982
100085986
100085988
100085989
100085991

= A

(¥F) Rt

IREHM 2007 FE 582 H

100150164
100150165
100150166
100150167
100150168
100150169
100150170
100150171
100150172
100150180
100150181
100150182
100150183
100150184
100150185
100150187
100150188
100150189
100150191
100150193
100150203
100150204
100150205
100150206
100150207

201010614
201010616
201010618
201010619
201010760
201010763
201010766
201010775
201010792
100064836
100033732
100033740
100033742
100033756
100033762
100030763
100030769
100030779
100030784
100035773
100035901
100035902
100035903
100035911
100035918




100053051
100061631
100061632
100061633
100061634
100071868
100071871
100071872
100071921
100071922
100071925
100071926
100071971
100083145
100083149
100083150
100083151
100083152
100083159
100083161
100083212
100083214
100083218
100083229
100086442
100086445
100086448
100086449
100086451
100107127
100107455
100115272
100115273
100119458
100122332
100122345
201007539
100114997
100114998
100115203
100115204

_4_

100099279
100099280
100099281
100099282
100099283
100099441
100099442
201003936
201003938
201003941
201003942
201003943
201003952
201003959
201003960
201003961
201004009
201004010
201009733
201009803
201009956
201009958
201009963
201009966
201009973
201009978
201010000
201010008
201010010
201010013
201010014
201010016
201010018
201010610
201010611
201010765
201010767
201010768
201010770
201010771
201010777

100064513
100064514
100064515
100064516
100064517
100064518
100064519
100064520
100064522
100068206
100068209
100068366
100068368
100068378
100069511
100069516
100069517
100069522
100069989
100071973
100071975
100072014
100072016
100072017
100072019
100072020
100072025
100072126
100075096
100075374
100075376
100075393
100075397
100075399
100075400
100075401
100075404
100075405
100075410
100085389
100085970

100085995
100086059
100087057
100099021
100100167
100103673
100104051
100104075
100104629
100104632
100104647
100104649
100104650
100104651
100104652
100107018
100107303
100107447
100115218
100115219
100115403
100115460
100115465

1001157

100150209 100035919
100150210 100026675
100150212 100026772
201009205 100027093
201009290 100027096
201009291 100037372
201009292 100037373
201009293 100037374
201009294 100037377
201009295 100037382
201009296 100037390
201009297 100037393
201009298 100037394
201009299 100043091
201009359 100043304
201009473 100043306
201009474 100043307
201009475 100043309
201009476 100043310
201009477 100043312
201009478 100043318
201009479 201002859

9500- 201002939

1001154;2/’201009501 201002942

100115737
100115801 -
100115805",
100115807
100117988
100117998
100118287
100118340
100118344
100118347
100118350
100118533
100118535
100118536
100118537
100118538

201009502 201002969
201009503 201002970
201009504 201002972
201009505 - 201002973
201009506 ' 201002974
201009507 100027553
201009509 100027555
201009510 100027557
201009511 201002420
201009513 201002423
201009514 201002425
201009515 100030762
201009516 100030764
201009520 100036302
201009521 100036313
201009522 100036316
201009523 100036317



PHILIPS

100115205
100115262
100115265
100115268
100115274
201010163
100075394
100052954
100052960
100053052
100053067
100053075
100060591
100060600
100071864
100071924
100072032
100072050
100072129
100080420
100080551
100080555
100080557
100080558
100080564
100086779
100086780
100086900
100087012
100087029
100087053
100087090
100087098
100092922
100093325
100093340
100093342
100093343
100093588
100093594
100093597

201010781
201010783
201010784
201010788
201010790
201010794
201010801
100058484
100058488
201003937
201004020
201004053
100064521
100064523
100075403
100085340
100085980
100092649
100092871
100092989
100093329
100093576
100093592
100107013
100107029
100107034
100107441
100125964
100125967
100125970
100125974
100125975
100125976
100125977
100125978
100125979
100125981
100125984
100126015
100126016
100126019

100085977
100085979
100085985
100085987
100085992
100085993
100085996
100086055
100086056
100086057
100086062
100094080
100094089
100094133
100094135
100094136
100094139
100094152
100094232
100094233
100094234
100094236
100094238
100094243
100094244
100094245
100098478
100098500
100099284
100099286
100099291
100099292
100099293
100099447
100099519
100099521
100099524
100099527
100099530
100099536
100107131

100118542
100118672
100118678
100123368
201003939
201004023
201004050
201007444
201007448
201007563
201007628
201007632
201007633
201007657
201007659
201007661
201007676
201009809
201009811
201009814
201009950
201009954
201009961
201009970

201009984

201009985
201009989
201010009
201010017
100036142

100036145

100061636
100061639
201004069
100089825
100091382
100097274
100097390
100098435
100100186
100120766

201009540
201009541
201009542
201009543
201009544
201009545
201009546
201009547
201009574
201009576
201009577
201009578
201009579
201009580
201009581
201009582
201009583
201009585
201009586
201009876
201009877
201009878
201009879
201009953

201009977

201009979

201010007

201010118
201010129 -
201010131
201010132

201010136
201010137
201010141
201010143
201010144
201010145
201010147
201010152
201010169
201010170

100037383
100037385
100037386
100037388
201003369
201003410
201003412
201003413
100033730
100033743
100033749
100035775
100036144
100036146
100036148
100030335
100037387
100037389
100037391
100037395
100033593
100033648
100033733
100033745
201007839
201008046

201008050
201008064

201008066
201008069
201008072
100035909
100037376
100026668
100035913
100035774
100035917
100035928
100043941
100046153
100046158



100099148
100099149
100099151
100107009
100107031
100107142
100107306
100107307
100122580
100122591
100122598
100122688
100123376
100123379
100123548
100124864
100125745
100125960
100125961
100125963
201007446
201007821
201007824
201007826
201007829
201007831
201007840
201007848
201007858
201007860
201007882
201007892
201007895
201007922
201007939
201007962
201009627
100118924
100118937
100118938
100118940

__6_

201006541
201007610
201007667
201007783
201007784
201007788
201007891
201007899
201007921
201007935
201007945
100059167
100060393
100064671
100064672
100064699
100070565
100070568
100081713
100081753
100086788
100086829
100094079
100094099
100097089
100097090
100097095
100097136
100097137
100097279
100097385
100097388
100097396
100097983
100098077
100098078
100098079
100101959
100102035
100114999
100115206

100107299
100107316
100107444
100107446
100118794
100118923
100118951
100119465
100119473
100119477
100119478
100119480
100119484
100119489
100120103
100120106
100120107
100120113
100120114
100120115
201006940
201007453
201007561
201007634
201007658
201007660
201007790
201007793
201007817
201007825
201007828
201007845
201007854
201007926
201007927
201007932
201007933
201007942
201007944
201007960
201010114

100122596
100125747
100125845
100125928
100125930
100125931
100125932
100125934
100125935
100125936
100125937
100125938
100125939
100125966
100125968
100125969
100125980
100125982
100125983
100126017
100126018
100126160
100126166
100126169

201010172
201010174
201010177
201010212
201010213
201010214
201010215
201010264
201010267
201010269
201010270
201010271
201010280
201010281
201010282
201010283
201010304
201010305
201010306
201010307
201010319
201010342
201010343
201010345

100126174--201010346

100226174
100126175
(00126176
00126177
100126178
100126179

100126321

100126322
100126323
100126324
100126325
100126326
100126327
100126328
100126331
100126333

201010347
201010348

201010349 -
201010350
201010351

201010352

201010353

201010354
201010355
201010356
201010358
201010359
201010361
201010362
201010363
201010368

100046162
100046163
100046546
100046745
100047068
100049056
100049057
100049058
100049059
100049060
100049061
100049062
100049063
100049064
100049065
100049068
100049069
100049077
100051086
100051087
100051090
100051091
100051092
100051093
100051094
100051095
100051096
100051097
100051098
100051320
100051321
100051322
100051323
100051327
100051329
100051334
100051335
100051336
100051337
100051340
100051341



PHILIPS

100118942
100118943
100118950
100116682
100116685
100097277
100097382
100097996
100097999
100115462
100115799
100051965
100052401
100052416
100052527
100053585
100061623
100061628
100061643
100069699
100069959
100069964
100070239
100070571
100071596
100078817
100078856
100078963
100079568
100079707
100079712
100079715
100079716
100079718
100079720
100079724
100086789
100086884
100086898
100087021
100087102

100115209
100115213
100115261
100115269
100115271
100115277
100115469
100115479
100115486
100115496
100123375
100123392
100123395
201004022
201007454
201007626
201009584
100051349
100055717
100055812
100055813
100055816
100055817
100055818
100055819
100055820
100055821
100055822
100071521
100078818
100078860
100078861
100078869
100079376
100079379
100079380
100080562
100085468
100085476
100086067
100086068

201010115
201010119
201010135
201010140
201010142
201010146
201010148
201010150
201010176
201010357
201010381
100053055
100053060
100053061
100053065
100058338
100058475
100058481
100058483
100068189
100068196
100115260
100115280
201004683
201004685
201004689
201004690
201007816
201007968

1
201008042"

201010384
100052841
100052943
100052953
100052956
100052958
100052959
100052961
100068195
100071974
100072013

100126380
100126381
100126382
100126383
100126384
100126658
100126659
100126660
100126661
100126662
100126663
100126664
100126665
100126668
100126669
100126671
100126673
100126674
100126677
100138563
100139809
100139810
100139811
100139818

100143597
100143725
100143733
100143734
100143738

100143740

100143741
100143743
100143746
100143747
100143749
100143751
100143870
100144117
100144118

201010376
201010377
201010380
201010382
201010383
201010385
201010441
201010442
201010519
201010523
201010568
201010572
201010573
201010574
201010575
201010576
201010580
201010581
201010583
201010584
201010585
201010586
201010591
201010592

201010595
201010597
201010600
201010605
201010606
201012772
201012773
201012774
201012775
201012776
201012778
201012779
201012888
201012889
201012890

100051343
100051344
100051345
100051346
100051347
100051348
100029210
100029218
100029221
100039784
100039789
100039973
100040077
100040088
201002903
201002905
201002907
201002908
201002913
100033574
100033650
100033652
100033654
100033734
100033735
100033737
100033744
100033746
100033748
100033750
100033751
100033752
100033754
100033759
100033898
100033910
100034517
100034520
100034523
100036043
100036046



100087165
100087166
100087167
100089648
100089651
100089901
100089905
100089912
100090136
100090137
100090138
100090139
100090140
100090141
100098462
100098468
100099273
100099440
100099444
100099445
100099446
100104644
100105247
100105361
100105549
100105555
100109496
100109502
100109508
100109512
100109516
100109517
100117986
100118278
100118281
100118341
100118534
100118551
100118559
100118669
100118674

_8_

100086450
100086453
100092925
100093328
100093575
100093577
100093585
100093590
100093591
100093593
100098464
100098476
100098501
100099159
100099265
100099266
100099270
100107007
100107017
100107032
100107132
100107138
100109493
100109500
100109505
100109506
100109507
100109513
100109514
100118696
100118922
100118925
100118948
100119459
100119460
100119464
100119469
100119486
100119487
100119488
201007644

100072031
100072048
100085469
100085470
100085473
100086447
100092990
100093327
100093333
100093341
100093586
100093587
100093595
100093596
100093598
100097985
100097987
100097998
100098437
100098438
100098471
100099029
100099135
201004016
201004017
201004018

100144119
100144163
100144180
100144181
100144182
100144183
100144184
100144185
100144186
100144187
100144188
100144189
100144190
100144191
100144192
100144193
100144194
100144195
100144215
100144216
100144217
100144218
100144219
100144356
100144357...
100144358

201004019 /100144359

4

100052942/
100052952,
100053053
100053057
100053587
100061630
100078715
100086890
100087017
100087023
100087027
100087089
100087096
100123370

100144380
100144381
100144382
100144383
100144384
100144386
100144388
100144389
100144390
100144391
100144392
100144393
100144394
100144395

201012891
201012892
201012893
201012894
201012895
201012896
201012897
201012898
201012919
201012920
201012921
201012922
201012923
201012924
201012925
201012926
201012927
201012928
201012929
201012930
201012931
201012932
201012933
201012934
201012935
201812936
201012937
201012938
201012939
201012940
201012942

201012943

201012944
201012945
201012946
201012947
201012948
201012974
201012975
201012976
201012977

100036089
100036091
100036092
100036093
100036135
100036136
100036138
100036141
201002921
201002923
201002927
201002930
201002938
201002940
201002968
201002971
201002975
201002983
100030771
100030773
100035907
100051333
100051338
100051339
100051342
100033758
100026685
100026765
100037365
100037370
100036022
100036040
100036041
100036044
100036090
100053059
100053063
100053072
100053073
100027554
100049072




PHILIPS

100118682
100123369
100123373
100123374
100123377
100123546
100123547
201004688
201007785
201007866
201007911
201007925
201007929
201007930
201007970
201007988
201007989
201007997
201007998
201009575
100086885
100087054
100087173
100094237
100107130
100107144
100107296
100107298
100123367
100123371
100123378
100123393
201009508
100057204
100057208
100057211
100057212
100058335
100058558
100058560
100058564

201007646
201010800
201010838
100064573
100064668
100064698
100064721
100053581
100053583
100053589
100053590
100053591
100053595
100065497
100065511
100067453
100067534
100072028
100072049
100072051
100072052
100072057
100072064
100072116
100072118
100072121
100072122
100072123
100072124
100072125
100073258
100073260
100085471
100085475
100086058
100086233
100086234
100086235
100086455
100086456
100086774

100123372
100123545
201007795
201007797
201007851
201007856
201007862
201007896
201007907
201007913
201007938
100070235
100070237
100070238
100070564
100072024
100072130
100083562
100083568
100083572
100083575
100083578
100087170
100087171
100089805
100089829
100089893
100089898

100144396
100144397
100144398
100144399
100144400
100144401
100144402
100144404
100144405
100144406
100144407
100144408
100144409
100144410
100144480
100144481
100144482
100144483
100144484
100144485
100144486
100144487
100144488
100144489
100144490
100144491

201012978
201012979
201012980
201012981
201012983
201012984
201012985
201012986
201012987
201012988
201012989
201012991
201012992
201012993
201012994
201012995
201012996
201013040
201013042
201013043
201013044
201013045
201013047
201013048
201013049
201013050

100144492 201013052

100144493

100089899 ;ﬁoo144494
100089900 | 100144495

100089907
100089909
100089910
100089911
201011169
100031925
100068186
100070242
100070244
100070246
100089273

100144497

1100144498

100144527 .
100144528

100144531
100144532
100144533
100144534
100144535
100144536
100144537

201013053
201013054
201013055
201013056
201013057

201013058
201013059

201013060
201013061
201013062
201013085
201013086
201013088
201013089

201003097
100034518
100029223
100029241
100029325
100037379
100037542
100037548
100037551
100037561
100052413
100052524
100052529
100052537
100052747
100025548
100035898
100035914
100046717
100050076
100051324
100051326
100051328
100051330
201003392
201003401
201003430
201007965
201007986
201008012
201008024
201008063
201008067
201008068
100033651
100028666
100029073
100035897
100035926
100037368
100037541



100058838
100068365
100080566
100081746
100081747
100092645
100093589
100094071
100094072
100094076
100094350
100094426
100099033
100099038
100099143
100107450
100107456
201009964
201010011
201010012
201010015
100057352
100057379
100058322
100058323
100058324
100058325
100058326
100058327
100058328
100058329
100058330
100058331
100058332
100058333
100058334
100058336
100058337
100058339
100058340
100058341

100086781
100086782
100086820
100086822
100086824
100086826
100099535
100100136
100100137
100100138
100100170
100100176
100100182
100100184
100100185
100100188
100100189
100100282
100100289
100100290
100100291
100100292
100100308
100114476
100114477
100115267
100115275
100115278
100115279
100115282
100115473
100115480
100115482
100115485
100115493
100115494
100115495
201004252
201004357
201004377
201004379

100052414
100052415
100052528
100052530
100079377
100079378
100079381
100079384
100079559
100079560
100079561
100079562
100079563
100079564
100079565
100079567
100079569
100079570
100079571
100079572
100079573
100079574
100079575
100079576
100079577
100079578
100079617
100079618
100079619
100079701
100079702
100079703
100079704
100079705
100079706
100079708
100079709
100079714
100079717
100079719
100079721

100144964
100145121
100145124
100145125
100145128
100145131
100145135
100145140
100145141
100145142
100145144
100145145
100145146
100145147
100145148
100145149
100145150
100145151
100145152
100145153
100145154
100145155
100145156
100145157
100145158
100145159

100145206

160145207
/100145208
| 100145209
&100145210
Yoo145211

100845212

100145213

100145214
100145215
100145216
100145217
100145218
100145219
100145220

201013090
201013091
201013093
201013094
201013095
201013096
201013097
201013098
201013099
201013102
201013103
201013104
201013105
201013106
201013107
201013108
201013109
201013110
201013111
201013112
201013113
201013115
201013116
201013118
201013119
201013120
201613123
201013124
201013125
201013126
201013127
201013129
201013130

7201013141

201013142
201013143
201013144
201013145
201013146
201013147
201013148

100037559
100037562
100037563
100037564
100033579
100033586
100033588
100036020
100036039
100036042
100036045
100032689
100032692
100032698
201003378
201003425
201008040
201008044
201008048
201008053
201008055
201008057
201008061
201008062
100030770
100033741
100033757
100030767
100030768
100030776
100030783
201003108
100052407
100052411
100052417
100052525
100052526
100052531
100052533
100052534
100052536



PHILIPS

100058473
100058474
100058476
100058477
100058478
100058479
100058480
100058482
100058485
100058486
100063165
100063172
100063173
100063174
100063175
100063176
100063178
100063179
100063271
100063272
100063273
100063274
100063275
100063276
100063278
100063279
100063280
100063281
100063282
100063283
100063284
100063285
100063286
100063287
100063288
100063290
100063291
100063292
100063294
100063297
100069865

201004382
201004385
100052962
100052964
100052965
100053049
100053074
100064534
100064569
100064674
100064720
100064722
100064831
100064832
100064833
100064835
100072062
100072114
100072117
100080281
100080554
100080556
100080565
100080702
100086777
100086787
100087016
100087100
100087101
100087107
100087108
100094075
100094132
100094154
100094240
100107011
100107136
100107137
100107301
100107439
100107445

100079723
100094077
100094078
100094081
100094082
100094085
100094086
100094087
100094096
100094097
100094127
100094128
100094129
100094130
100094131
100094142
100094143
100094144
100094148
100094149
100094150
100094151
100094153
100094155
100094231
100096915
100096919
100096920
100096921
100096923
100096924
100096925
100096926
100096929
100096930
100097030
100097133
100097135
100097138
100097273
100097275

100145221
100145222
100145224
100145225
100145226
100145227
100145228
100145229
100145230
100145231
100145232
100145233
100145234
100145235
100145236
100145237
100145238
100145239
100145240
100145241
100145242
100145243
100145286
100145287
100145288

100145289

100145290
100145291
1100145292
@00145293
100145294
100145295

100145296

100145297
100145298
100145299
100145360
100145361
100145362
100145363
100145364

201013149
201013157
201013160
201013161
201013162
201013165
201013648
201013792
201013824
201014000
201014319
201014367
201014368
201014369
201014370
201014371
201014372
201014400
201014401
201014402
201014403
201014404
201014405
201014406
201014407

14408
201014409
201014410

201014411
-201014412

2010144}3
201014414
201014415
201014416
201014417
201014418
201014433
201014434
100058492
100058567
100058836

100052538
100029322
201003102
100035916
100035920
100035922
100035923
100035925
100035776
100035777
100036021
201002857
100037367
100037369
100037371
100037378
100029338
100032686
100035779
100035896
100035910
100036310
100036314
100036320
100036433
100037366
100037375
100037380
100037392
100043947
100043950
100043953
100046144
100046155
201003405
201003422
201003461
100033580
100033582
100033583
100033592



100069961
100069962
100069963
100069990
100069991
100069993
100069994
100069995
100070241
100070245
100070247
100070296
100070297
100070298
100070299
100070300
100070302
100070303
100070304
100053582
100053584
100053597
100053681
100053683
100053690
100053691
100053693
100053787
100053789
100053790
100053791
100053792
100065508
100065509
100065605
100071390
100071873
100071970
100072026
100072027
100072047

100107448
100107453
100107454
100098460
100099030
100099269
100099271
100099276
100099278
100099285
100099443
100099448
100099449
100099450
100099451
100099518
100109509
100109515
100109519
201007562
201007629
201007675
201010178
201010192
201010243
201010248
100115284
100115468
100115472
100115474
100122575
100122595
100122597
100122685
100052963
100053054
100053068
100061624
100061644
100061647
100061648

100097278
100097280
100097281
100097282
100097384
100097386
100097389
100097391
100101942
100101950
100101951
100101952
100101954
100101955
100101956
100101957
100101960
100101961
100101962
100101963
100102037
100102038
100102044
100102048
100102143
100102144
100102146
100102147

100145365
100145366
100145367
100145368
100145369
100145370
100145371
100145372
100145373
100145374
100145375
100145376
100145377
100145378
100145379
100145380
100145381
100145382
100145383
100145384
100145385
100145386
100145387
100145556
100145557
100145558

igaﬂﬂ?Ssg
P 00145560

100102148 | 100145561

100102149

\

100102151 \

100102153
100102154
100102156
100102157
100102158
100102159
100102160
100102161
100102162
100102163

100145562

100145564
100145565
100145566
100145567
100145568
100145569
100145570
100145571
100145572
100145573

100145563

100071516
100071878
100071965
100072015
100072018
100085467
100085969
100086054
100086065
100086446
100086458
100097982
100098093
100099023
100099035
100099039
100099042
100099136
201007864
100119462
100119463
100119466
100119467
100119474
100119475
100119481

ey
100419483

100119492
100119494
100094321
100094322
100094323
100098461
100120116
201004011
201007890
201010762
201010764
100118941
100118946
100118947

100036140
100036149
201002926
201002928
201002929
201002931
201002963
201002964
201002965
100029341
100029453
100029462
100032461
100032687
100032688
100032690
100032691
100032697
100032701
100032702
100029337
100035778
100035899
100036432
100036434
100035906
100035921
100028664
100043308
100043311
100043320
100043321
201003372
201003373
201003384
201003411
201003423
201003439
201003445
100034508
100034514



PHILIPS

100075366
100075406
100078371
100078701
100078702
100078704
100078705
100078706
100078707
100078710
100078714
100078716
100078719
100078720
100078721
100078816
100078819
100078840
100078842
100078843
100078844
100078845
100078846
100078847
100078848
100085085
100085099
100085399
100085483
100085968
100085971
100085972
100085973
100085974
100085976
100085981
100085983
100085984
100085990
100086049
100086061

100078854
100078858
100078859
100078866
100079386
100079389
100086786
100092647
100092924
100092973
100092974
100118795
100118796
100118798
100118799
100118921
100118926
100118928
100118930
100118933
100118934
100118945
100126678
100137211
100137494
100137782
100137837
100137920
201007868
201007974
201007975
201007976
201010266
201010268
201010272
201010761
201010769
201010776
201010782
201010880
201010897

100117987
100117989
100117990
100117991
100117992
100117993
100117994
100117995
100117996
100117999
100118081
100118266
100118267
100118268
100118269
100118270
100118271
100118272
100118273
100118274
100118275
100118276
100118277
100118279
100118280
100118282
100118283
100118284
100118285
100118286

100145574 100118952
100145575 100119461
100145576 100119470
100145577 100126676
100145578 100126680
100145579 201007781
100145580 201007807
100145581 201007812
100145582 201007830
100145583 201007834
100145740 201007920
100145741 201007934
100145742 201010128
100145743 201010139
100145744 201010186
100145745 201010265
100145746 100055808
100145747 100055809
100145748 100055810
100145749 100055811
100145750 100055814
100145751 100058912
100145752 100059170
100145753 100059171
100145754 100059247
100145755 100059250
100245756 - 100064564

0145757 100062533

/100145758 100064675
| 100145759 100064676

100123551 1100145760 100064677

100123552
100123554
100123555
201006941
201006942
201006943
201006944
201007798
201007809
201007815

100145761 100064703
100145762 . 100067434
100145763 100067452
100145764 100071923
100145765 100071928
100145766 100071929
100145767 100071960
100145768 100071961
100145769 100071962
100145770 100071963

201002920
201002925
100026762
100029474
100046161
100051325
100051332
100030124
100030761
100030782
100036311
100043942
100043943
100043946
100030360
100030766
100037384
100094146
201003394
100033299
100033300
100033301
100033302
100033303
100033304
100033305
100033306
100033308
100033309
100033310
100033311
100033312
100033313
100033314
100033315
100033316
100033317
100033318
100033319
100033320
100033321




100086459
100087164
100088053
100089265
100089820
100089822
100089823
100089826
100089827
100089828
100089830
100089831
100089894
100089895
100089896
100089897
100089902
100089904
100089906
100089908
100090127
100090128
100090129
100090130
100090131
100090132
100090133
100090134
100090532
100098002
100099525
100099533
100105552
100107135
100114469
100114475
100114478
100115201
100115217
100115263
100115270

201010924
100065341
100070566
100078718
100078863
100079382
100079388
100092921
100092923
100092981
100092982
100093574
100093583
100093584
100099139
100099158
100099268
100120126
100122330
100122333
100122339
201007786
201007794
201007808
201007822
201007832
201007842
201007847
201007897
201007961
201007969
201007971
201007977
100092980
100092992
100060392
100065499
100065515
100065591
100065592
100065598

201007820 100145771 100071966
201007823 100145772 100071967
201007827 100145773 100071977
201007863 100145774 100072029
201007881 100145775 100072056
201007886 100145933 100072058
201007898 100145935 100072060
201007900 100145936 100072063
201007901 100145937 100072113
201007904 100145938 100072119
201007906 100145939 100072296
201007910 100145960 100081711
201007912 100145961 100082466
201007924 100145963 100083146
201007931 100145964 100083147
201007941 100145965 100083148
201007943 100145967 100083155
201007981 100145968 100083157
201007987 100145969 100083160
201007990 100145970 100083162
201007994 100145971 100083217
201007995 100145972 100083221
201007996 100145973 100083230
201007999 100145974 100083231
201008001 100145975 100086239
201008002 100145976 100086443
201008004 10 100086775
201008007dwfggijigjz‘\3b0086776
2010080q$’ 100145979 100086785
201008011 100145980 100086791
2010097%1 100145981 100086792
201009732 100145982 100086823
201009734 100145983 100086825
201009737 100145984 100086828
201009739 100145985 100086830
201009760 100147108 100086832
201009762 100147109 100086893
201009764 100147110 100086897
201009806 100147111 100086901
201009810 100147112 100087019
201009813 100147113 100087099

100033322
100033323
100033562
100033563
100033564
100033565
100033566
100033567
100033568
100033569
100033570
100033571
100033572
100033575
100033576
100033577
100033578
100033581
100033585
100033587
100033589
100033591
100033594
100033595
100033645
100033646
100033647
100033731
100033912
100034509
100034510
100034511
100034513
100035908
100036038
100036095
100036137
100036139
201002856
201002858
201002924



PHILIPS

100118936
100119482
100119493
100120104
100120105
100120108
100120109
100120110
100120111
100120112
100120120
100120121
100120123
100120125
201007787
201007844
201007850
201007857
201007859
201007861
201007880
201007883
201007889
201007893
201007908
201007915
201007966
201007967
201007972
201007973
201007978
201007979
201007980
201007982
201007983
201007985
201008005
201009801
201009807
201009815
201009968

100065600
100065602
100079372
100079374
100079375
100079383
100079385
100087020
100087091
100087161
100092648
100092886
100092888
100092970
100092971
100092984
100092985
100098465
100098999
100099020
100099025
100099026
100099034
100099041
100117997
100118944
100119468
100119471
100119472
100119476
100119479
201007811
201007814
201007818
201007867
201007887
201007903
201007905
201007937
201007993
201010803

201009866
201009951
201009952
201009960
201009972
100058569
100058570
100058571
100058833
100058834
100058841
100060593
100060594
100063277
100068369
100068374
100069509
100069510
100069519
100071930
100071964
100071968
100071969
100071972
100079371
100079373
100085994
100086053

100147114 100087106
100147116 100087109
100147117 100087163
100147118 100092885
100147119 100092972
100147181 100092983
100147182 100092986
100147183 100092987
100147185 100092993
100147186 100093578
100147187 100093579
100147188 100093580
100147189 100093581
100147191 100094230
100147192 100096916
100147193 100096917
100147194 100096922
100147195 100097026
100147196 100097027
100147198 100097040
100147201 100097042
100147287 100097091
100147290 100097092
100147291 100097093
100147294 100097094
100147296 100097096
100147297 100097097
100147298.., 100104630

100086063 /100147380 100104631

100086066
100086441
1000864%7
100093326
100093332
100093334
100093335
100093336
100093582
100099022
100099024
100099032

100149618 100104635
100149619 100104639
100149758 = 100104640
100149759 100104642
100149820 190464643
100149823 100106415
100149825 100107008
100149827 100107021
100149828 100107315
100149831 100107317
100149833 100107451
100149838 100114479

201002933
201002936
100027556
201002338
100034507
100034512
100034515
100035905
100035924
100035927
100029072
100029342
100032695
100030359
100030775
100033584
100033590
100026667
100026676
100026677
100026757
100030777
201003088
201003090
201003104
201003105
201003106
100033753
100033894
100033897
100029211
100029220
201007836
201007837
201007838
201008013
201008014
201008015
201008016
201008017
201008019



201009969
201009976
201010019
201010045
201010125
201010130
201010167
201010179
201010187
201010188
201010190
201010194
201010196
201010197
201010198
201010220
201010240
201010242
201010244
201010246
201004012
201004013
201004014
201004015
201007789
201007791
201007792
201007796
201007806
201007833
201007843
201007852
201007853
201007902
100053056
100053066
100069611
100069745
100069957
100069960
100069966

201010820
201010829
201010893
201010894
201010895
201010899
100053687
100053689
100053695
100053778
100057207
100057209
100072021
100072407
100072500
100072567
100072568
100072569
201004368
201004383
201004386
100086821
100086888
100087168
100087169
100094134
100094145
100094235
100094239
100094241
100094242
100094320
100094353
100100133
100100134
100100281
100100285
100100286
100100288
100100311
100107016

100099036
100099040
100099043
100099137
100099140
100099141
100099144
100099145
100099146
100105068
100105074
100105077
100105360
100105362
100105363
100105364
100105365
100105366
100105367
100118797
100118935
100118939
201006543
201008018
201008052
201008065
201008071
201010615

201010772;’

201010774
201010793
100052966
100053047
100053048
100053071
100052843
100053592
100053593
100060405
100060415
100060585

100149839 100114766
100149841 100115212
100149842 100115264
100149843 100115281
100149844 100115285
100149845 100115476
100149847 100115477
100149848 100115481
100149850 100115483
100149851 100115487
100149852 100115489
100149853 100115490
100149854 100115491
100149855 100123549
100149856 100123550
100149857 100123553
100149858 201004247
100149859 201004249
100149980 201004253
100149981 201004255
100149982 201004257
100149983 201004258
100149984 201007805
100149985 201007813
100149986 201007846
100149987 201007849
100149988--.201007885
100149989 201007888
100149990 201007894
100149991 201007914
100149992 201007928
100149993 201007984
100149994 201007991
100149995 201007992
100149996 201008003
100149997 201008006
100149998 201008008
100149999 201008010
100150000 201009622
100150001 201009735
100150002 201009736

201008020
201008021
201008022
201008023
201008041
201008043
201008045
201008047
201008049
201008051
201008059
100033649
100033653
100033736
100033738
100033739
100033747
100034521
100034522
201002922
201002932
201002934
201002935
201002941
201002960
201002961
201002962
100144967
201009512
100036307
100036439
201002906
201002911
201002914
100027549
100035904
100046160
201003379
201003428
201003436
100035900



PHILIPS

100069967
100069969
100069986
100069987
100069992
100078382
100078383
100078384
100078386
100078690
100078695
100078697
100078698
100078700
100078703
100034505

100107129
100107134
100107140
100107440
100107449
201007452
201007654
201007666
201007672
201007673
201007674
201007677
100115467
100115471
100115475
100034506

100150003 201009738
100150004 201009761
100150005 201009763
100150006 201009802
100150007 201009804
100150009 201009805
100150010 201009808
100150011 201009812
100150012 201009867
100150013 201009868
100150014 201009955
100250 1009957
100150016 201009959
100150017 201010612
100150163 201010613

100034504 /2//
\ 3

Y /
o

100060597
100060599
100071927
100071976
100072022
100072023
100072053
100072054
100072055
100072059
100072061
100072128
100078709
10007871

10007871

10003451

100036047
100036306
100047058
100049070
100049076
100052403
100052532
100052535
100053058
100053062
201003093
201003109
100033573
100034502
100034503
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pHIl.'pS 20 April 2017

Respiratory Ventilation FSN 86600037A

NOTICE OF FIELD SAFETY ACTION

MedicalDevice Correction
V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015
INTERNAL CABLE REPLACEMENT
\ ;

Dear Distributor,

Our records show that you purchased a Philips V60 Ventilator in the past.

Respironics Califomia, LLC (“Respironics”) is proactively initiating a Correction for all Philips V60 Noninvasive
Ventilators (NIV) manufactured before 15 September 2015, which involves replacing an internal cable within the
ventilator.

Respironics began distributing V60 Ventilators in 2009. All V60s with date of manufacture before 15 September
2015 are subject to this correction.

V60 Ventilators manufactured on or after 15 September 2015 incorporate a different internal cable and,
therefore, are not included in this Correction and no action is required for them.

This document contains important information for the communication to your end-
customer

Please review the following information with all members of your staff who need to be aware of the contents of
this communication. It is important to understand the implications of this communication.

Please retain a copy of this information in your records.

Please perform the instructions attached to this letter. As a distributor it is your responsibility to contact each of your
end-customers and perform the correction.

This notice has been reported to the appropriate Regulatory Agencies. Philips apologizes for any inconveniences
caused by this problem.

Sincerely,

Donald J. Sherratt
Head of Quality and Regulatory, Hospital Respiratory Care

Page 1 of 4



PHILIPS

Effective 20 April 2016 FSN 86600037A

NOTICE OF FIELD SAFETY ACTION

Medical Device Correction n
PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 -

INTERNAL CABLE REPLACEMENT

AFFECTED PRODUCTS | All V60 Ventilators

e

ith a date of manufacture before15 September 2015.

&.M

PROBLEM Over time, low-frequency vibrations can cause the pins within the female connectors on
DESCRIPTION the internal Motor Controller to Data Acquisition Board ribbon cable to become partially

displaced, which causes momentary high resistance that interferes with data transfer.
This may cause the ventilator to fail Power on Self Testing (POST) or cause Continuous
Built in Test (CBIT) to detect a fault and lead to a ventilator shut down with alarm during
use or during intra-hospital transport.

If the V60 shuts down for any Vent Inop condition and is operating on battery power, an
audible high-priority alarm will sound continuously for at least 2 minutes. If the V60 is
connected to AC power (mains supply), the alam will continue to sound until an
operator intervenes. If the V60 is connected to a remote alarm system, the alarm
system will be activated until action is taken by the operator.

The device may display an error code 100A, 1006, 1007, or 1008 on the screen.
Displaying one of these error codes indicates that the ventilator has had a
communication failure that may be caused by the cable.

HAZARD INVOLVED If a Vent Inop event occurs when a patient is connected, pressure support and Oz
delivery will cease. Such cessation may cause the patient's SpO: to drop and, if the
alarm is not attended to promptly, may lead to Hypoxemia or Hypercarbia.

HOW TO FIND THE
DATE OF
MANUFACTURE OF A
V60 VENTILATOR

Page 2 of 4




PHILIPS

Effective 20 April 2016

FSN 86600037A

URGENT - Field Safety Notice

Medical Device Correction

PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 -

INTERNAL CABLE REPLACEMENT

ACTION TO BE TAKEN
BY DISTRIBUTOR

Send a copy of the customer letter attached with your contact details — phone
and e-mail information:

When asked, inform your customers they should continue using the V60.
The incidence of failure is low.

Advise customers to operate the V60 as directed or recommended in the
operator's manual, including by

1.

a.
b.

d.

Promptly attending to all alarms presented by the V60 Ventilator.

Using an exter ltor/analyzer and setting the alarm thresholds
appropnat

Ensurmg{the correct circuits and masks identified in the operator’s
manual are used with the V60

Wherever possible, connectmy?ne V60 to a remote call system.

If a V60 you sold shuts down befdre you install a new cable, and displays
any of the errorcodes 1OOA ¢066 1007, or 1008, then

() turn the V60 off
(i) discontinue use of the V60, and

(iii) use an alternate ventilator. Call your local customer service contact

and report the failure. Please reference FCO86600037A.

You must acknowledge receiving this notification by either:

INSERT INFO HERE FOR THE APPROPRIATE MARKET
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PHILIPS

Effective 20 April 2016

FSN 86600037A

URGENT - Field Safety Notice

Medical Device Correction
PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 —
INTERNAL CABLE REPLACEMENT

ACTIONS PLANNED BY
PHILIPS

new cable a

Philips will I;c;y}dé"?éﬁétment cables and parts and instructions for installing the

/

other parts ashgeded.

FURTHER
INFORMATION AND
SUPPORT

Contact ijjfonnation:

Local Con \c_t

Enter local.contact info hefe

\-.‘ Y

Page 4 of 4




lellpS 201744 20H

Respiratory Ventilation V/“”"’"‘"“*-\ ' FSN 86600037A

BT SR IE B R A E A
mmﬁ9ﬁwﬁn¢?%vmﬁmmmﬁ%ﬁﬁiﬁ

5T N VIS~

BATHEF BB ET CFIE V60 FFIR L.
Respironics California, LLC ( “Respironics” ) HAIIEEZ0%F 2015 45 9 A 15 HAIAEF~HIFTH Philips FLEFFIRAL
(NIV) HEATH0GE, X ¥ K IR AL A B — RS .

Respironics 23 & M 2009 “EFF 4443485 V60 FERAL. AT 7E 2015 4E 9 A 15 HATAEF=/ V60 A5 HLAR 75 AT otk

2015 4 9 A 15 H RBLEAEF V6o FFRHLEAE A Bt /5 A ALK, Bk, BNAEYIEREZA, AHEXNEN
KEERT (YIE) fEii.

AXHAEERRXREHWERRER
W R 5 R EMBEA S AER AR RERRETIIERE . ROEMBA S A FRER.
WHR T ECRPRE LA BRI

ERAT A BT . (EA 8, ST A TUEBRR R B — L& 3 & 7 RPUT IR A IEAT 3]

AR O L EREARRIVE BT X T %0 LS 507 W R AR T AE,  Philips IRRHR -

B30 7 A5 !

Donald J. Sherratt
RGN, BRI E

1R (GE3T)



PHILIPS

2016 #4 A 20 H4 3

FSN 86600037A

BEyT B M4 IE/ B Z Al A

2015 4E 9 H 15 HRTAEF= ) PHILIPS V60 FETR B Py #4285 #:

R

2015 4 9 A 15 HET4A =K FTE V6o IR AL,

‘W

i A

bt 5 B 1 £ , ARSES T REAE AR R “ DA i Hilik 2 BE KR 7 Ak b
B M ERIR A S AL R8, IX R R 7E S e ik S B UL, AT 52 e 208 A
et Bt YEREREFES, SREEERRBSMERET, WFRILATRE LI @8 A
7 RIE “REZEAR” KM HF R IR AL .

R veo MEIRHLEEfE i AT AR LA R, AU BIZ D HrLE 2
e IR ARG A, IR V6o MERHLERM R EE, BAME SRS AW
BT %, BRIEFRERBTTIARELRE. MFE V6o EHEFITEMRE RS, &
LR ARG MR EEBA LI, BERREN RIS .

W& FE PR BRI TR 100A. 1006, 1007. B 1008. f1RFFRALE
TAE— FRARRD, i BERALC 2 HBLE SR, X AR LIRS ZRIE i .

AXEE

n SR AE 5 A F PP IR AL AR PR L AR OL, TR ISR AR s
MRS, XS BUREN Sp0, THE, XM WNR AR KN EERE, AR
T B M B R R R ML AE

3R V60 FERALAE = H
B

2 (FE£370)



PHILIPS

2016 #£4 A 20 H4 %t FSN 86600037A

BB B4 E/AHREEN
2015 4E 9 A 15 HA4E=# PHILIPS V60 FFIRALH P ERLR B

464 7 LR BB 1 B RIE— 0SS R SRR R 7 N —— HE R T RS B

L ¥ e, MG VRIERZE AR ve0. Il Lk ik A BER R

2. BWE IR B FMBERE V60, BIE
a. SLBISCTE V6O MR ML R R M BT R
b. AFEF SN 0 B3 AL/ ST OB 5 B R B s

W 0 e A S Lt i
d. WATHE, ¥ Vg0 R BT Y R4

3. WRTE R S LEZ AT V60 L, AT EIR 100A. 1006, 1007, B 1008, A4
(1)  XK# V60 |-
(i) fPIEAER Ve, & -
(11) 4% FIRE RS  IF 00k 10 7% B 25 T 6 A JF IR o5 AR R . 5%

FCO86600037A.
4. BHFLHUC R EEH.

o

Philips HHRIRBUKEM | G FE, Philips HHRHEEH B SIRERA AL 28 s ZE AR B UL

B ERNXHE MR HFEERBARAAVCERNE 25 B3, HEN BRSO 0 CRIE 24
RF, FEKKEZEFESHE RS E RS HEIE (800-810-0038/ 400-810-0038)

FEI3IW (F 370




lel'ps 2017547 20 B

Respiratory Ventilation FSN 86600037A

Ef—Er BNy E/IGEeEM
20154 9 A 15 BETAFH V6o MR AL A FE %

S5 dpl Tl
RATIERRAEMHTT - & PhilipsV60 M.

Respironics California, LLC ( “Respironics” ) E i (£}
AT B, X R I RPN BRAY - IRAEL .

20154 9 A 15 Hii 4 A9 Philips EEIFFTAL

Respironics 22 &) A 2009 sEFT & 438 V60 1T

AL 20154 9 15 BAE P4 H8 V60 M B LI
Yk rol. s

2015 4F 9 A 15 HRULEEFH V6o wmé&wzﬁmmm Hit, BIFEHEREZA, F
BEMNEIRREN (WE) FR.

EXHAERERLENERERRT REMETEE.
WA S W R A ABNHI A REA RICE RS TR LS. AR -8 W IEE.
WREREEHRHBRIE,

% BBREE T V6O MERALI I, FTCATESR (/) BB R ZIEmRAL.

BOSE G V6O PRLHLAE M B, w8 AS AR AT .

AWML LIRBHFRMOTEE]. T RS U7 W RAHE A, Philips FRAME.
MBS AL

Donald J. Sherratt
FRtEETRGHE, BREWREFS

B1H (G470




legwps f' 20175 4H 20H

Respiratory Ventilation FSN 86600037A

K8 BETF#RAE/AGREEA

201546 9 B 15 HAT42H Vo FER LA A #RE A FE #

iﬁ&ﬁ?ﬁ

2015 £F 9 A 15 B4 BT V60 IFIR L.

25 o4

i R

WIZEI () OO 4ERE , IRSAMEB) AT e Ay AN “ Dok iR ERHRAUR " APk
4 b BHEL AV BR LS RS, XS SN R B CRID i,
MR (4. B, ﬁ:fﬁfﬁ:ﬁ%‘!’ SR AEEBER IR, MR
PUATfEH I il E R KWk, 7RI RS ERAHR ISR

angt veo (HEIRAL) (LAl v&mﬁﬂ’hifﬁ'# MAMI S, WA BED
RO 2 M09S RIRE AL V60 MMM (R m{a?ﬂ
AR STWRE TS, BRETRERRTTR CFROTRIPLME .

R veo EERIERM fffc ﬂﬁéi&ﬁﬁffc&ﬁﬁ&i‘%?““bm. u@'ﬁ"{’ﬁ
ARk, -

@& HRE L AT Rom in R AR RES:  100A< 100;? 1007, BE# 1008, fngieRm;
PLERE—~ LiRRE, ) wmma&&/fmm%m, X AT e kAL
.

HARAEH

b £ 50 25 40 R R R LR o B PR IR AL R TARRIR, AR A
EME R &AL . KT FBORENY SpO: TEE, 1X0f i ehok B i iR %,
R (i 3 B i BT R AR M AE

IR veo WRHLESH

mpaJs

g2l GE4 )




pHIllps ; 201754420 B

Respiratory Ventilation FSN 86600037A

BER—BETERMIE/AFELEEN

2015 4£ 9 B 15 BETAEF=H V60 FFRHLA AL R E &

Z PR P BRI

%ﬂ%&!&fx#&ﬁ? V60 WERRHLAGAE ™ B W3 8052 18 AYRF R AL A A KA IEE Y,
2
1 #EBEEEA veo. I i EMRAY iR RAC.
2. AT HEEHAGU BRI, WHERRET M ERETRE HREAR.
a. JLEDXREE V60 MM LR A IR
b. FEF S O MidP (XA T A PRI B AR S BRE
c. BRR (LRI 1EF W s 0 IEWE 2B Fu i 2.
d. WA, 3% V60 EEFITRM R4,

3. P veo Kb, FFLIIREE, RN SER 100A. 1006, 1007, B 1008, 4
(i) 33 V60, i) {5 iLfliF L Gil) R, o il
PRGBGSR 5 PEC

4. BELWATHEE

Philips + 2R RHEE

Philips # 21 Philips SUSAIR 2 | F2 VT30 2 e AE A0 IR 2 & 0501 S 90 J P P2 0 i
Bk, Philps MRS —RACEA. LERITILRS .

EXEBAXRF

IR T B A A A AR B o DA%, WG Bk 73 00 i
HAR e, o B KRG % P 1 30 e TRl B IR %5115 (800-810-0038/ 400-810-0038) .

$FBIW GE4TD)




PHILIPS

Effactive 20 April 2018

FSN 86600037A

¥F 2015 4 9 A 15 B T4 Philips V60 FFRAL MC-DA A FH

ETERRZREBENNEER
E SR
ERER
RPER.:
il 2 o
il Hht .
R M HE 4 : | B#:
BEA: 55, B FlRF:

REAEHEMESLPHERER. 20 FO

MmRR, #HHE Philips FHS
EZiTE \ ‘ i o F

RIS

LR 230 A SR«

BIR GE1AD




pHIllpS 20 April 2017

Respiratory Ventilation ' FSN 86600037A

URGENT - Field Safety Notice

Medical Device Correction
V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015
INTERNAL CABLE REPLACEMENT

Dear Customer,

Our records show that you purchased a Philips V60 Ventilator in the past.

Respironics California, LLC (“Respironics”) is voluntarily initiating a Correction for all Philips V60 Noninvasive
Ventilators (NIV) manufactured before 15 September 2015, which involves replacing an internal cable within the

ventilator. i
Respironics began distributing V60 Ventilators in 2009. All V6Q,3’Vv|th date of m\ﬁwfacture before 15 September
2015 are subject to this correction. Y 4

V60 Ventilators manufactured on or after 15 September 2015 incorporate a different internal cable and,
therefore, are not included in this Correction and no action is required fqr them.

\

A
This document contains important information for the contlnued safe and proper use
of your equipment ‘

Please review the following information with all members of your staff who need to be aware of the contents of
this communication. It is important to understand the implications of this communication.

Please retain a copy with the equipment Instruction for Use.

The date of manufacture is visible on the back of the V60 ventilators, so it is unnecessary to pause or discontinue
the use of the ventilator to check it.

Please refer to the instructions attached to this letter to determine the date of manufacture of your V60 ventilators.

This notice has been reported to the appropriate Regulatory Agencies. Philips apologizes for any inconveniences
caused by this problem.

Sincerely,

Donald J. Sherratt
Head of Quality and Regulatory, Hospital Respiratory Care

Page 1 of 4



pH I I-l ps 20 April 2017

Respiratory Ventilation FSN 86600037A

URGENT - Field Safety Notice
Medical Device Correction

PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 -

INTERNAL CABLE REPLACEMENT

AFFECTED PRODUCTS

All V60 Ventilators with a date of manufacture before15 September 2015.

PROBLEM
DESCRIPTION

Over time, low-frequency vibrations can cause the pins within the female connectors on
the internal Motor Controller to Data Acquisition Board ribbon cable to become partially
displaced, which causes momentary high resistance that interferes with data transfer.
This may cause the ventilator to fail Power on Self Testing (POST) or cause Continuous
Built in Test (CBIT) to detect a fault and lead to a ventilator shut down with alarm during
use or during intra-hospital transport. p—

- :

v e,
If the V60 shuts down for any Vent | 5 condition and'is operating on battery power, an
audible high-priority alarm will soupid continuously for/at least 2 minutes. If the V60 is
connected to AC power (mains/supply), the alam will continue to sound until an
operator intervenes. If the V60! is connected to a remote alarm system, the alarm
system will be activated until action is taken by the operator.

The device may display an error code 100A, 1006, 1007 or 1008 on the screen.
Displaying one of these error ‘codes indicates that the ventilator has had a
communication failure that may be c§u§ed by the cable.

HAZARD INVOLVED

S e
If a Vent Inop event occurs when a patient is connected, pressure support and O
delivery will cease. Such cessation may cause the patient's SpO: to drop and, if the
alarm is not attended to promptly, may lead to Hypoxemia or Hypercarbia.

HOW TO FIND THE
DATE OF
MANUFACTURE OF A
V60 VENTILATOR

" Catalog/REF
__Number

Page 2 of 4




pH I I.l PS 20 April 2017

Respiratory Ventilation FSN 86600037A

URGENT - Field Safety Notice

Medical Device Correction
PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 —
INTERNAL CABLE REPLACEMENT

ACTION TO BE TAKEN If you have checked the date of manufacture and your V60 ventilator is subject
BY CUSTOMER/USER | {5 this correction:

1. Continue using the V60. The incidence of failure is low.

2. To minimize risks of illness or injury, operate the V60 as directed or
recommended in the operator's manual, including by

a. Promptly attending to all alarms presented by the V60 Ventilator.

b. Using an external O, monitor/analyzer and setting the alarm thresholds
appropriately.

c. Ensuring the correct circuits and masks identified in the operator's
manual are used with the V60. e

d. Wherever possible, connecti g the V60 to a/i mote call system.

3. If the V60 Shuts down, alarms, and displays any of the error codes 100A,
1006, 1007, or 1008, then (i) turn the V60 off, (ii) discontinue use of the
V60, and (iii) use an alternate ventilator., Call your Jocal customer service
contact and report the failure \ Please reference FC 86600037A.

4. You must acknowledge receivng_this notiﬁc;ﬁbn by either:
o o

el

INSERT INFO HERE FOR THE APPROPRIATE MARKET
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pHIleS 20 April 2017

Respiratory Ventilation FSN 86600037A

URGENT - Field Safety Notice
Medical Device Correction

PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 —

INTERNAL CABLE REPLACEMENT

ACTIONS PLANNED BY
PHILIPS

Philips will arrange for a Philips Field Service Engineer or Approved Service
Provider to install new cables in affected V60 ventilators at no cost to the
customer.

Philips will contact each consignee to schedule an appointment for this service.

FURTHER
INFORMATION AND
SUPPORT

Contact information:

Monday through Friday between 8:00am and 5:00 pm US Pacific Time
Firm responsible for FSN:

Respironics California, LLC

2271 Cosmos Gouft ™

Carlsbad, GA 92011 N

Local Contact ,
Enter local contact info here

,"/
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PHILIPS

Effective 20 April 2016 FSN 86600037A

MEDICAL DEVICE FIELD SAFETY NOTICE RESPONSE
PHILIPS V60 MANUFACTURED BEFORE
15 SEPTEMBER 2015 — MC-DA CABLE REPLACEMENT

Acknowledgement and Receipt Form
Response is Required

Customer Information:

Customer Name:

Street Address:

City: State: | Zip Code: | | Country: |
Contact Person: Telephone Number: | E-mail: |

I have read and understand the recall instructions provided inthe n"cMon letter. Yes [] No []
Have any adverse events associated with recallecja‘prod uct occurred at your site? Yes ] No []
If yes, have you informed Philips of the event? Ygs [INo[]

If yes, please provide Philips Case Number. | and details: /

1 ‘ ;
- 1 7
Details: S\ A

Add local response info here

Page 1 of 1
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RESPIRONICS

Health Hazard Evaluation Form

Step 1. Identification of the Issue/Problem:

Philips Business Unit Reference
Number:

HRC-CA-2017-02

Date HHE Initiated:

March 28, 2017

Respironics CAPA Control #:
(if applicable)

PR 2983139, 3252793, 3875169

- Product Data -
Product Code: L .
Model: VEp7ANTLIT 77 o
Device Name: )’60 Respiratory Ventilator
All V60 ventilators manufactured prior to the following serial numbers:
s 100157239 (IOQXXXXX)_( series S/N's)
Lot/Serial Numbers: «~ 201015191 (200XXXXXX series S/N's)

Exceptions include any ventilators built under Temporary Process Monitors

Marketing Status (Include
510(k)Number, Specify if Class I

TPM0904, TPMO0907 orserviced in accordance with FCO86600026.

Cleared in the U.S. under 510(k) #K082660

Product Description (Include
Intended Use From Labeling):

Exempt from 510(k)):
Respironics California, LLC
Manufacturer Address: 2271 Cosmos Court
Carlsbad, CA 92011
Instructions for Use: V60 Ventilator User Manual
(Part Number: 1047358)

The Respironics V60 Ventilator is an assist ventilator and is intended to
augment patient breathing. It is intended for spontaneously breathing
individuals who require mechanical ventilation: patients with respiratory
failure, chronic respiratory insufficiency, or obstructive slecp apneaina
hospital or other institutional settings under the direction of a physician.

The ventilator is intended to support pediatric patients weighing 20 kg (44 1b.)
or greater to adult patients, It is also intended for intubated patients meeting
the same selection criteria as the noninvasive applications. The ventilator is
intended to be used by qualified medical professionals, such as physicians,
nurses, and respiratory therapists. The ventilator is intended to be used only
with various combinations of Respironics-recommended patient circuits,
interfaces (masks), humidifiers, and other accessaries.

Brief description of the
issue/problem and how it was
identified:

Customer complaints referenced in CAPA’s 2983139, 3252793, and/or
3875169 are ofien related to losing data communications within the ventilator
resulting in a vent inop condition (shutdown). While this issue was
previously identified in HHE HRC-C-2015-3, complaint trending in February
2017 has indicated the complaint rate and adverse event rate determined for
that HHE do not represent the modern trending between September 2015 ~
January 2017. Thercfore, this HHE is being generated to reassess the risk-to-
benefii relationship of ventilators with the old DA-MC cable remaining in the
field.

QST4-4746_Rev.C

Respironics Confidential Information

Page 1 of 8




V,‘/A@
R E S P I R O N ' C S Health Hazard Evaluation Form

Any patient undergoing ventilation on the V60.

Affected Patient/User Population: | Most vulnerable population - Severe Hypoxemic respiratory failure patients
such as a patient in acute pulmonary edema.

Donald J, Sherratt

Head of Q&R, HRC

Elizabeth Hurley

Product Manager 5

David Rogers

Principal Electrical Engineer

HHE Contributors Adam Seiver, MD, PhD

{Name/Function): Chief Medical Officer, Hospital Respiratory Care
Zoran Pscnicnik

Sr. Manager QA Engineering

Tan Thorson

Sr. Quality Engineer

HHE Owner (Name/Function):

Step I1. Analyze Post Release Health Risk Associated with Affected Units:
Note: Assess the risk as if no corrective action will be taken and all affected devices will remain in the marketplace.

A. Identification of the Individual Hazard(s):

Excess level of carbon dioxide in the blood resulting in hypercarbia or
abnormally low levels of oxygen in the blood resulting in hypoxemia.

Hazard Category:

Hazard Cause: Disruption of the communications between or within the Data Acquisition
(DA) to Motor Controller (MC) or DA to Central Processing Unit (CPU)
Printed Circuit Board Assembly (PCBA) due to interface between systems.

Ventilator support may not be available or a loss of ventilator support could

occur, as follows:

1. Failure to power on into ventilator mode accompanied by a high priority
alarm and 1 or more error codes displayed and/or logged into the
diagnostic memory.

a. Unable to initiate ventilation support for patient.

2. The ventilator may enter into an inop state during operation accompanied
by a high priority alarm sccompanied by 1 or more error codes displayed
and/or logged into the diagnostic memory.

a. Patient loses ventilation support.

b. Patient is not capable of adequate CO2 excretion without ventilation
support.

c. Patient cannot maintain normal O2 saturation without FiO2 > 0.21 or
without positive expiratory pressure.

Hazardous Situation:

QST4-4746_Rev.C Respironics Confidential Information Page 2 of 8
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B. Estimation of Severity:

Description of reported
and/or potential harm:

The potential harm is hypercarbia and/or hypoxemia leading to hypoxia. Hypoxia can
cause brain and other major organ injury. There have been two (2) reported deaths
and nine (9) reports of harm/injury.

Estimation of
Severity of Harm:

Check Applicable

Severity Level Examples

4 Directly results in death

Results in serious injury: life-threatening, or permanent
X.3 impairment or necessitates medical intervention to preclude
permanent impairment

Results in moderate injury: temporary impairment, or self-
limiting illness

1 Results in less than moderate or no injury

required to limit the severity.

Commecnts about scverity of harm rationale:
Severity = 3; Ventilator shuts down, with alarm, resulting in increased risk of hypoxia. Clinical intervention would be

C. Estimation of Probability of Harm Resulting from Affected Units:

Estimated quantity of
affected devices (# in field, #
in factery, # in distribution
centers, etc.):

An estimated quantity of ~30,000 ventilators in the field utilize a down revision DA-
MC cable. The improved cable was implemented into V60 manufacturing on
September 15, 2015. All ventilators utilizing a down revision DA-MC cable are
susceptible to incurring vent inop conditions relating to disruption of SPI Bus
communication.

Adverse Event Query:

The following Query Criteria was used to generate a spreadsheet containing all
Adverse Events within TrackWise.

s “Symptom Code 1" is any of "V60"

s “Type of Reported Complaint™ is any of “Serious Injury”, “Death”

Each complaint was individually reviewed by QE to determine if the cause of the
complaint was related to SPI Bus communication link failure.

Number and type of
injuries/number of deaths
attributed to the problem
with the device (if any):

Between September 01, 2015 - January 31, 2017, there have been ~1370 complaints
associated with V60 ventilators shutting down due to failure of the SPI Bus.

Within these complaints, there have been two (2) reported patient deaths and nine (9)
reports of injury/harm.

The first reported death (PR 5991147) occurred following failure of the SPI Bus
during intra-hospital transport; complaint notes allege the patieat was initially
stabilized but expired thereafter. The FSE later confirmed with the customer that the
death was not directly caused by the ventilator failure.

The second death occurred in China (PR 6283589). The error log indicated that failure
was due to a SP] Bus communication failure, The patient was diagnosed with Diffuse
Large B-Cell Lymphoma and relatives had refused intubation of the patient, resulting
in the use of non-invasive ventilation on the V60.

In the nine (9) events alleging injury/harm, nearly all reported “no patient harm™,
however, all events required medical intervention to prevent injury. in compliance
with regulations and internal procedures, these complaints have been identified as
Adverse Events,

QST44746_Rev. C
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Describe the factor(s) that need to
occur to create the hazardous
situation (reasonably foreseeable
sequence or combination of events):

= Patient is being ventilated.

« Internal ventilator conditions occur resulting in a breakdown of the SPI Bus
communication link.

« Ventilator enters a Ventilator Inoperative (Vent Inop) stale and ceases
ventilation of the patient. Simultancously, the ventilator will initialize a
high priority alarm that will remain active indefinitely until the unit is
powered off.
o1f the ventilator is operating on a fully charged battery, the unit will

continue to alarm for ~6 hours until battery depletion.

» A clinician does not see, hear, or quickly respond to the Vent Inop alarm
denoting the ventilator is inoperable. This priority alarm will remain active
indefinitely on A/C power unless reset by clinician. This priority alarm will
remain active for ~6 hours on battery until battery depletion, provided
battery was fully charged beforehand.

s If ventilator is being used remotely and is properly connected to a remote
alarm / nurse call, a clinician does not notice or quickly respond to the alert
of a priority alarm denoting the ventilator is inoperative, This alarm will
remain active indefinitely unless reset by clinician.

+ The clinician does not hear or quickly respond to the alarm from the
physiologic and/or SpO; monitoring notifying that the patient’s condition
has changed and/or O, saturation is below the minimum threshold set by the
clinician,

» The clinician does not hear or quickly respond to the alarm from any FiO;
monitoring equipment notifying the O; delivery to the patient is below the
minimum threshold set by the clinician.

o If the ventilator is used during transport of a patient, alternative methods of
respiratory care, such as bagging, oxygen cannulas, or alternate non-
invasive ventilatory support, arc immediately unavailable and/or cannot be
utilized to properly stabilize patient oxygen saturation levels mid-transport.

Factors that might mitigate risk
(e.g., safety mechanisms present in
the design, instructions for use,
current label warnings, etc.):

e The ventilator will initiate a Vent Inop priority alarm when breakdown of
the SPI Bus communication link occurs. The ventilator will indefinitely
sound an auditory alarm at maximum volume every ~5 seconds until reset
by clinician if running on A/C. The ventilator will sound an auditory alarm
at maximum volume every ~5 seconds for ~6 hours until reset by clinician
if running on battery, provided battery was fully charged beforchand.

« The ventilator display will change to present a Vent Inop alarm message
indicating its inoperative state. This display state will remain visible
indefinitely if operating on A/C power and for ~6 hours if operating on
battery power, provided battery was fully charged beforehand.

s There is an LED indicator on the front of the ventilator that flashes during a
priority alarm condition.

» The ventilator can be connected to a central monitoring station or a remote
nurse alarm. If properly connected, the remote alarm / nurse call will sound
an alarm indefinitely unless reset by clinician.

« A warning in the clinical user manual advises the clinician to monitor FiO;
using an external O; analyzer/ moanitor with properly set low Oz
concentration alarm. Upon initiation of the Veat Inop condition, the set
FiO; would no longer be delivered and the O, monitor would alarm once
the delivered FiO; degraded and crossed the Oz monitor’s lower Oz
concentration threshold, assuming desired oxygen delivery is >21%.

= In accordance with the V60 indications for use, typical spontaneously
breathing patients should be able to remove their ventilator mask. [n
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addition, approved masks feature air entrainment valves to allow patients to
breathe room air should the paticnt be unable to remove their mask.

» If the failure occurs during Power On Self Test (POST), the operator would
detect the hazardous condition and the ventilator would not be placed on a
patient, therefore preventing any risk to the patient.

Yes

When best practices for noninvasive ventilation are applied, the caregivers
will be notified of a change in patient condition through adequatc monitoring.

(https:/'www.ncbi.nim.nih. gov/pme/articles PN 2435/pdf11830293 pdf).
As stated in the cited article, “Early detection of failed noninvasive
ventilation requires careful monitoring of the patient’s vital signs and blood

Would a user detect the hazardous | 5% lwels’_

situation prior to occurrence of Best practices teach that:

harm? If so, describe how: » Respiratory therapists and clinicians should have training to promptly
recognize and treat hypoventilation, hypercarbia, hypoxemia, and hypoxia.

» Clinica! personnel should be available and alert to changes in patient
physiological status as indicated by direct examination and by physiclogical
monitors, such as SpO; monitors that alarm to signal hypoxemia.

= If the patient deteriorates, immediate alternative ventilator support should
be provided, such as resuscitation with a bag/mask resuscitator & oxygen
and/or endotracheal intubation and invasive mechanical ventilation.

Considering the factors sbove, assess the probability that use of, or exposure to, the affected devices will cause future harm
during the product’s lifetime. Consider segments of the population most at risk (e.g. infants, elderly, pregnant women,
critically ill patients, etc.).

C"“““L':‘:fl““"“ Example of Probability of Harm
4 Occurs every time*.
Good chance 1o occur; considerable certainty to occur; or
& 3 reasonable probability*.
Expected to occur from time to time (e g, no clear trend), rarely
2 occurring, or remote®.
1 Not expected to occur.
0 Inconceivable, not passible.

* Corresponds with probability levels set forth in FDA's CDRH HHE Form Version 3-1 01/12/2007.

Note: If harm has already occurred as a result of the issue under review, then:

Probability level zero (0) and one (1) can only be used if the investigation shows the harm was the result of an isolated
incident and no other units are likely to be affected; a detailed rationale for why harm is not likely to occur again must be
provided.

Comments about probability of harm rationale:

Probability of harm considers both hardware reliability, safety mechanisms incorporated into the ventilator to prevent harm
including operator warnings, and hospital practice in detecting and preventing failures from concluding in a harmful
condition.

Based on a review of the failure mode, mitigations present, and resulting residual risk, we have done further analysis of the
probahility for harm. For the failure and the hazardous situation to culminate in patient harm, the following mitigating
factors would also need to fail:
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Warning in operator manual to use a separate O; conventration monitor.

Warning to use the Nurse Call functionality as a backup to the ventilator’s primary alarm when ventilating an at-risk

patient failure.

Standard practice of physiological monitoring SpOa.

Ventilator used in a life-sustaining situation rather than as assist ventilator intended to augment patient breathing or on

patients who are at risk of transitioning into compromised ventilation state,

Close clinical observation of patient physiological condition.

Timely clinical response to provide alternative support.

Still given these mitigations, a ventilator inoperative state leading to death by hypoxia is estimated to affect 15 or more
patients over the next 10 years”,
*See associated spreadshect, “SPI Bus Review Decision Tree Analysis - Final Draft xlsx” for supporting analysis

Step III. Health Risk Assessment Conclusion:

B.

must be documented in section C below.

document make the final determination.

Severity: 3/ Probability: 3 = Unacceptable

If the risk of the individual hazardous situation is acceptable, review the Risk Management Summary (RMS) and
consider combined impact of all the individual risks to evaluate whether overall residual risk of the device is still |

acceptable. Is the summary of all the risks acceptable or not acceptable?
Enter Acceptable or Not Acceptable: Not Acceptable
Any additional information (if applicable):

Please refer to the conclusion below for a complete qualitative and quantitative assessment,

Severi
Probability by
1 2 3 <
4 Unacceptable Unacceptable Unacceptable Unacceptable
3 Acceptable Unacceptable Unacceptable Unacceptable
Further Analysis
2 Acceptable Racuirnd # Unacceptable Unacceptable
. Further Analysis
1 Acceptable Acceptable Required * Unacceptable
0 Acceptable Acceptable Acceptable Acceptable
* If the results of a risk evaluation fall into onc of these two cells (3x1 or 2x2), then & risk/benefit analysis and/or appropriate justification

Note: The original premarket risk/benefit analysis may be used, if still applicable, to justify the risk as acceptable.

Note: The above Risk Table helps assess whether the risk is acceptable or not; however, the reviewer/approvers of this

A. Document the results of the Health Hazard Evaluation for each hazardous situation under review:

QST4-4746 Rev.C
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Hezlth Hazard Evaluation Conclusion:

The response to the hazard identified within this HHE must account for both the potential reduction in adverse clinical
consequences by correcting the hazard and any adverse clinical consequences that may be introduced. Any intervention that
may be undertaken has the potential to deprive a patient of access to noninvasive ventilation by taking a V60 ventilator out
of service. When used in the appropriate indications, noninvasive ventilation is superior to invasive ventilation such that for
every 10 patients (or less) treated with noninvasive ventilation, an average of one life is saved (see Landoni G, Comis M,
Conte M, et al. Mortality in Multicenter Critical Care Trials: An Analysis of Interventions With a Significant Effect. Crit
Care Med. 2015;43:1559-1568).

However, due to the occurrence rate of breakdown of the SPI Bus communication link in clinical settings, some hospital
personnel have opted to request FCO86600026 for entire fleets of V60 ventilators. The Decision Trec analysis titled, “SPI
Bus Review Decision Tree Analysis -~ Final Draft.xisx” derives the number of related events which may occur in the ficld
and assesses the risk of harm associated its occurrence in comparison with the risk of harm associated with field action.
Decision Tree analysis determines the following correlation of patient deaths from field action vs. patient deaths from no
field action:

Chance of Death(s) Over Next 6 Years
100%
90%

80%

Likelihood
&
i

ggg?nu

10 11 12 13 14 15 16 17 18 18 20 21 22 23 28 25
Quantity of Deaths

B Feld Action @ No Fleld Action

Although the rate of patient harm associated with an individual inoperable ventilator state is low, the frequency of
occurrence of ventilator inoperative conditions associated with SPI Bus communication link breakdown results in
unacceptable patient risk. The results of the risk assessment have concluded the risk associated with these vent inop
conditions exceed the risk associated with field action. The remediation strategy should focus attention on identifying
ventilators susceptible to SPI Bus communication link breakdown and performing FCO86600026 to remediate the
associated risks. As shown in the graph above, the risks associated with SPI Bus communication link breakdown outweigh
the benefits of no field action..
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Step IV. Outcome approved by the following individuals:

Prepared By:
e 2 gy 3 v O QusPezetd
Signature Date

Ian Thorson, Sr. Quality Engineer

Approved by Quality Engineering:

YA A rmen” O4RPR 2017
Signature Date
Zoran Psenicnik, Sr. Manager, QA Engineerin

~ it 8o)F
Date
o4 APR 2017
Date
ly) 2017
Signature Date/
Adam Seiver, MD, Chief Medical Officer (HRC
Approved by Product Manager:
CQ&[LQ{LPC kjhuff ¥ 9/"1wa7
Signature ! . ate
1 H P t Ma;
Q&R Functional Vice President for the Business: \
| W—/L-/ o
i 5 —  05APR2o1F
Signatufe v Date 11
Ojas A. Buch, Head of Q&R, PCMS ¥/
S

« Upon obtaining all signatures, scan completed HHE form and vault in the electronic CAPA Record.

@ DASREGALY HMED-oUT sMAZKIRG, TTHiS WWAS MADE nd £QROT., “THE “SGusATLRE
MOEDE 1ad BLALEL 183 14 eZREST. T.T. od AP2 204
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