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附件 1 

医疗器械召回昌件报告衷 
提交：口企业所在地省级食品药品监督管理部门 

	
．器械注册／备 

案部门 

产品名称 呼吸机 

注册证或备 

案凭证编码 

国械注进 20163545139 

生产企业名称 
Respi ohics/ 	.. / 婉 / 

代理人名称 
户／，礴犷认＼一傲．\ 

飞利浦（中国）投资有限公司 
、 	j＿、勺淞 	毒生 

召回单位负责人和联系方 

式，经办人和联系方式 
I"1fl岁 

产品的适用范围 

带成比例压力通气和 Auto-Trak十软件选项的 V60 呼吸机是一种

辅助呼吸机，用于加强患者呼吸，预期用于需要机械通气的自

主呼吸患者：医院或其他机构中医师指导下的呼吸衰竭、慢性

呼吸功能不全、阻塞性睡眠呼吸暂停患者。该呼吸机预定支持

体重大于 20 千克的儿科患者及成年患者，也适用于与无创应用

选择标准相同的气管插管患者。应由合格的医疗专业人员如医

师、护士和呼吸治疗师使用，且只能与各种 Respironics 推荐的

患者回路、界面（面罩）、加湿器组件和其他附件一起使用〔 

涉及地区和国家 全球 2〕后］今n里11 
二习件习多ZK/JJ 

＿冷只2〕后］
乡刃K I二习 I 刘 

涉及产品生产（或进口 3442 台 涉及产品 V60 呼吸机 



中国）批次、数量 型号、规格 

识别信息 

（如批号） 

请见附蔺 
了 

涉及产品在 

＊中国的销售 

・’一’呜

3441 台，库存 1 台 

指： 	’飞汗苍 
随着时间的推移人低频震动可能使内部的11马达控制板至数据采 

＼详＼、丫 	一 	／，万I 

集板”带状电缆上母接头内的针脚发生部分位移，这就会在某些 

时候导致阻抗过高，从而影响数据的传输。因此，在使用过程 

中，或是在医院移动的过程中，呼吸机可能出现‘’通电自检“失 

败或“持续自检“失败，并最终出现错误和尖机。 

如果 V60 呼吸机在使用电池电源的过程中出现关机现象，那么 

就会听到至少持续 2 分钟的紧急报警声。如果 V60 呼吸机连接 

召回原因简述 
的是交流电源，那么报警声就会不断的持续下去，除非有操作 

员进行干预方能停止报警。如果 V60 连接到远程报警系统，那 

么报警系统在被触发后将不会停止，直到操作人员采取措施。 

设备屏幕上可能显示如下错误代码：IOOA. 1006、 1007、或者 

1008。如果呼吸机显示任一上述代码，就说明呼吸机已经出现 

通信错误，这可能就是上述缆线造成的。 

（召回文件内部编号：FCO 86600037) 

一 2 一 



要求和处理方式等 户更换有潜在风险的缆线。 

士国理匕 
」｛关 二习 

报告人 签  /）闰韬 

负责人：（签字）梁壮 

报告日期：2017 年 5 月 2 日 

PH .L.PS 
纠正行动简述（包括召回 飞利浦将安排现场服务工程师或经批准的服务提供商免费为用 

附页：受影响设备序列号： 

100107020 100078708 100115478 100078717 100150164 201010614 

100107033 100078712 100115484 100078841 100150165 201010616 

100107311 100086050 100115492 100078849 100150166 201010618 

201007527 100086051 100115497 100078851 100150167 201010619 

201007565 100086052 100115795 100078852 100150168 201010760 

201007581 100086060 100115808 100078853 100150169 201010763 

201007585 100086064 201007909 100078855 100150170 201010766 

201007782 100086444 100126666 100078857 100150171 201010775 

201007855 100086452 100126667 100078862 100150172 201010792 

100086238 100086460 100126670 100078864 100150180 100064836 

100086778 100094070 100126672 100078865 100150181 100033732 

100087092 100094074 100126675 100078868 100150182 100033740 

100115283 100094084 100126681 100078870 100150183 100033742 

100115286 100094088 100126682 100078964 100150184 100033756 

100115470 100094098 201007799 100078965 100150185 100033762 

201007560 100094140 201007819 100078966 100150187 100030763 

201007564 100094141 201007923 100085472 100150188 100030769 

201007869 100099027 201007936 100085967 100150189 100030779 

201007884 100099028 100052853 100085975 100150191 100030784 

201007940 100099037 100052948 100085978 100150193 100035773 

100057210 100099267 100053069 100085982 100150203 100035901 

100057215 100099272 100053588 100085986 100150204 100035902 

100094073 100099274 100053599 100085988 100150205 100035903 

100052955 100099275 100053601 100085989 100150206 100035911 

100052957 100099277 100053678 100085991 100150207 100035918 

一 3 



100053051 100099279 100064513 100085995 100150209 100035919 

100061631 100099280 100064514 100086059 100150210 100026675 

100061632 100099281 100064515 100087057 100150212 100026772 

100061633 100099282 100064516 100099021 201009205 100027093 

100061634 100099283 100064517 100100167 201009290 100027096 

100071868 100099441 100064518 100103673 201009291 100037372 

100071871 100099442 100064519 100104051 201009292 100037373 

100071872 201003936 100064520 100104075 201009293 100037374 

100071921 201003938 100064522 100104629 201009294 100037377 

100071922 201003941 100068206 100104632 201009295 100037382 

100071925 201003942 100068209 100104647 201009296 100037390 

100071926 201003943 100068366 100104649 201009297 100037393 

100071971 201003952 100068368 100104650 201009298 100037394 

100083145 201003959 100068378 100104651 201009299 100043091 

100083149 201003960 100069511 100104652 201009359 100043304 

100083150 201003961 100069516 100107018 201009473 100043306 

100083151 201004009 100069517 100107303 201009474 100043307 

100083 152 201004010 100069522 100107447 201009475 100043309 

100083159 201009733 100069989 100115218 201009476 100043310 

100083161 201009803 100071973 100115219 201009477 100043312 

100083212 201009956 100071975 100115403 201009478 100043318 

100083214 201009958 100072014 100115460 201009479 201002859 

100083218 201009963 100072016 100115465 201009500 201002939 

100083229 201009966 100072017 1001154 
6沪 01009501 201卯2942 

100086442 201009973 100072019 1001157 96, 	2 01009502 201002969 

100086445 201009978 100072020 10011579贫 201009503 201002970 

100086448 201010000 100072025 100115801 201009504 2必1002972 

100086449 201010008 100072 126 100115805 呼 01009505 201002973 

100086451 201010010 100075096 100115807 2 01009506 201002974 

100107127 201010013 100075374 100117988 201009507 100027553 

100107455 201010014 100075376 100117998 201009509 100027555 

100115272 201010016 100075393 100118287 201009510 100027557 

100115273 201010018 100075397 100118340 201009511 201002420 

100119458 201010610 100075399 100118344 201009513 201002423 

100122332 201010611 100075400 100118347 201009514 201002425 

100122345 201010765 100075401 100118350 201009515 100030762 

201007539 201010767 100075404 100118533 201009516 100030764 

100114997 201010768 100075405 100118535 201009520 100036302 

100114998 201010770 100075410 100118536 201009521 100036313 

100115203 201010771 100085389 100118537 201009522 100036316 

100115204 201010777 100085970 100118538 201009523 100036317 
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PH .L二S 
100115205 201010781 100085977 100118542 201009540 100037383 

100115262 201010783 100085979 100118672 201009541 100037385 

100115265 201010784 100085985 100118678 201009542 100037386 

100115268 201010788 100085987 100123368 201009543 100037388 

100115274 201010790 100085992 201003939 201009544 201003369 

201010163 201010794 100085993 201004023 201009545 201003410 

100075394 201010801 100085996 201004050 201009546 201003412 

100052954 100058484 100086055 201007444 201009547 201003413 

100052960 100058488 100086056 201007448 201009574 100033730 

100053052 201003937 100086057 201007563 201009576 100033743 

100053067 201004020 100086062 201007628 201009577 100033749 

100053075 201004053 100094080 201007632 201009578 100035775 

100060591 100064521 100094089 201007633 201009579 100036144 

100060600 100064523 100094133 201007657 201009580 100036146 

100071864 100075403 100094135 201007659 201009581 100036148 

100071924 100085340 100094136 201007661 201009582 100030335 

100072032 100085980 100094139 201007676 201009583 100037387 

100072050 100092649 100094152 201009809 201009585 100037389 

100072 129 100092871 100094232 201009811 201009586 100037391 

100080420 100092989 100094233 201009814 201009876 100037395 

100080551 100093329 100094234 201009950 201009877 100033593 

100080555 100093576 100094236 201009954 201009878 100033648 

100080557 100093592 100094238 201009961 201009879 100033733 

100080558 100107013 100094243 201009970 201009953 100033745 

100080564 100107029 100094244 201009984 201009977 201007839 

100086779 100107034 100094245 201009985 2010099再 201008046 

100086780 100107441 100098478 201009989 201010007 201008050 

100086900 100125964 100098500 201010009 201010118 201008064 

100087012 100125967 100099284 201010017 201010129 、201008066 

100087029 100125970 100099286 100036142 201010131 201008069 

100087053 100125974 100099291 100036145 201010132 201008072 

100087090 100125975 100099292 100061636 201010136 100035909 

100087098 100125976 100099293 100061639 201010137 100037376 

100092922 100125977 100099447 201004069 201010141 100026668 

100093325 100125978 100099519 100089825 201010143 100035913 

100093340 100125979 100099521 100091382 201010144 100035774 

100093342 100125981 100099524 100097274 201010145 100035917 

100093343 100125984 100099527 100097390 201010147 100035928 

100093588 100126015 100099530 100098435 201010152 100043941 

100093594 100126016 100099536 100100186 201010169 100046153 

100093597 100126019 100107131 100120766 201010170 100046158 
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100099148 201006541 100107299 100122596 201010172 100046162 

100099149 201007610 100107316 100125747 201010174 100046163 

100099151 201007667 100107444 100125845 201010177 100046546 

100107009 201007783 100107446 100125928 201010212 100046745 

100107031 201007784 100118794 100125930 201010213 100047068 

100107142 201007788 100118923 100125931 201010214 100049056 

100107306 201007891 100118951 100125932 201010215 100049057 

100107307 201007899 100119465 100125934 201010264 100049058 

100122580 201007921 100119473 100125935 201010267 100049059 

100122591 201007935 100119477 100125936 201010269 100049060 

100122598 201007945 100119478 100125937 201010270 100049061 

100122688 100059167 100119480 100125938 201010271 100049062 

100123376 100060393 100119484 100125939 201010280 100049063 

100123379 100064671 100119489 100125966 201010281 100049064 

100123548 100064672 100120103 100125968 201010282 100049065 

100124864 100064699 100120106 100125969 201010283 100049068 

100125745 100070565 100120107 100125980 201010304 100049069 

100125960 100070568 100120113 100125982 201010305 100049077 

100125961 100081713 100120114 100125983 201010306 100051086 

100125963 100081753 100120115 100126017 201010307 100051087 

201007446 100086788 201006940 100126018 201010319 100051090 

201007821 100086829 201007453 100126160 201010342 100051091 

201007824 100094079 201007561 100126166 201010343 100051092 

201007826 100094099 201007634 100126169 201010345 100051093 

201007829 100097089 201007658 100126171 2哪扣346 100051094 

201007831 100097090 201007660 100126174 201010347 100051095 

201007840 100097095 201007790 100126175 201010348 100051096 

201007848 100097136 201007793 扣0126176 201010349 100051097 

201007858 100097 137 201007817 100126177 201010350 100051098 

201007860 100097279 201007825 100126178 201010351 100051320 

201007882 100097385 201007828 100126179 2010工0352 100051321 

201007892 100097388 201007845 1001263-24 201010353 100051322 

201007895 100097396 201007854 100126322 201010354 100051323 

201007922 100097983 201007926 100126323 201010355 100051327 

201007939 100098077 201007927 100126324 201010356 100051329 

201007962 100098078 201007932 100126325 201010358 100051334 

201009627 100098079 201007933 100126326 201010359 100051335 

100118924 100101959 201007942 100126327 201010361 100051336 

100118937 100102035 201007944 100126328 201010362 100051337 

100118938 100114999 201007960 100126331 201010363 100051340 

100118940 100115206 201010114 100126333 201010368 100051341 
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PH .L.PS 
100118942 100115209 201010115 100126380 201010376 100051343 

100118943 100115213 201010119 100126381 201010377 100051344 

100118950 100115261 201010135 100126382 201010380 100051345 

100116682 100115269 201010140 100126383 201010382 100051346 

100116685 100115271 201010142 100126384 201010383 100051347 

100097277 100115277 201010146 100126658 201010385 100051348 

100097382 100115469 201010148 100126659 201010441 100029210 

100097996 100115479 201010150 100126660 201010442 100029218 

100097999 100115486 201010176 100126661 201010519 100029221 

100115462 100115496 201010357 100126662 201010523 100039784 

100115799 100123375 201010381 100126663 201010568 100039789 

100051965 100123392 100053055 100126664 201010572 100039973 

100052401 100123395 100053060 100126665 201010573 100040077 

100052416 201004022 100053061 100126668 201010574 100040088 

100052527 201007454 100053065 100126669 201010575 201002903 

100053585 201007626 100058338 100126671 201010576 201002905 

100061623 201009584 100058475 100126673 201010580 201002907 

100061628 100051349 100058481 100126674 201010581 201002908 

100061643 100055717 100058483 100126677 201010583 201002913 

100069699 100055812 100068189 100138563 201010584 100033574 

100069959 100055813 100068196 100139809 201010585 100033650 

100069964 100055816 100115260 100139810 201010586 100033652 

100070239 100055817 100115280 100139811 201010591 100033654 

100070571 100055818 201004683 100139818 201010592 100033734 

100071596 100055819 201004685 10013982 010593 100033735 

100078817 100055820 201004689 10013989 7 	261 010594 100033737 

100078856 100055821 20100469 00143597 201010595 100033744 

100078963 100055822 20100781 00143725 201010597 100033746 

100079568 100071521 20100796 00143733 201010600 100033748 

100079707 100078818 201008042 100143734 201010605 100033750 

100079712 100078860 201010384 100143738 201010606 100033751 

100079715 100078861 100052841 100143740 201012772 100033752 

100079716 100078869 100052943 100143741 201012773 100033754 

100079718 100079376 100052953 100143743 201012774 100033759 

100079720 100079379 100052956 100143746 201012775 100033898 

100079724 100079380 100052958 100143747 201012776 100033910 

100086789 100080562 100052959 100143749 201012778 100034517 

100086884 100085468 100052961 100143751 201012779 100034520 

100086898 100085476 100068195 100143870 201012888 100034523 

100087021 100086067 100071974 100144117 201012889 100036043 

100087102 100086068 100072013 100144118 201012890 100036046 
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100087165 100086450 100072031 100144119 201012891 100036089 

100087166 100086453 100072048 100144163 201012892 100036091 

100087167 100092925 100085469 100144180 201012893 100036092 

100089648 100093328 100085470 100144181 201012894 100036093 

100089651 100093575 100085473 100144182 201012895 100036135 

100089901 100093577 100086447 100144183 201012896 100036136 

100089905 100093585 100092990 100144184 201012897 100036138 

100089912 100093590 100093327 100144185 201012898 100036141 

100090136 100093591 100093333 100144186 201012919 201002921 

100090137 100093593 100093341 100144187 201012920 201002923 

100090138 100098464 100093586 100144188 201012921 201002927 

100090139 100098476 100093587 100144189 201012922 201002930 

100090140 100098501 100093595 100144190 201012923 201002938 

100090141 100099159 100093596 100144191 201012924 201002940 

100098462 100099265 100093598 100144192 201012925 201002968 

100098468 100099266 100097985 100144193 201012926 201002971 

100099273 100099270 100097987 100144194 201012927 201002975 

100099440 100107007 100097998 100144195 201012928 201002983 

100099444 100107017 100098437 100144215 201012929 100030771 

100099445 100107032 100098438 100144216 201012930 100030773 

100099446 100107132 100098471 100144217 201012931 100035907 

100104644 100107138 100099029 100144218 201012932 100051333 

100105247 100109493 100099 135 100144219 201012933 100051338 

100105361 100109500 201004016 100144356 201012934 100051339 

100105549 100109505 201004017 100144357 201012935 100051342 

100105555 100109506 201004018 100144358 201012936 100033758 

100109496 100109507 201004019 100144359 201012937 100026685 

100109502 100109513 100052942 100144380 201012938 100026765 

100109508 100109514 10005295 

32

\ 100144381 201012939 100037365 

100109512 100118696 10005305 100144382 201012940 100037370 

100109516 100118922 100053057 100144383 201032942 100036022 

100109517 100118925 100053587 100144384 201012943 100036040 

100117986 100118948 100061630 100144386 201012944 100036041 

100118278 100119459 100078715 100144388 201012945 100036044 

100118281 100119460 100086890 100144389 201012946 100036090 

100118341 100119464 100087017 100144390 201012947 100053059 

100118534 100119469 100087023 100144391 201012948 100053063 

100118551 100119486 100087027 100144392 201012974 100053072 

100118559 100119487 100087089 100144393 201012975 100053073 

100118669 100119488 100087096 100144394 201012976 100027554 

100118674 201007644 100123370 100144395 201012977 100049072 

一 8 一 



PH .L.PS 
100118682 201007646 100123372 100144396 201012978 201003097 

100123369 201010800 100123545 100144397 201012979 100034518 

100123373 201010838 201007795 100144398 201012980 100029223 

100123374 100064573 201007797 100144399 201012981 100029241 

100123377 100064668 201007851 100144400 201012983 100029325 

100123546 100064698 201007856 100144401 201012984 100037379 

100123547 100064721 201007862 100144402 201012985 100037542 

201004688 100053581 201007896 100144404 201012986 100037548 

201007785 100053583 201007907 100144405 201012987 100037551 

201007866 100053589 201007913 100144406 201012988 100037561 

201007911 100053590 201007938 100144407 201012989 100052413 

201007925 100053591 100070235 100144408 201012991 100052524 

201007929 100053595 100070237 100144409 201012992 100052529 

201007930 100065497 100070238 100144410 201012993 100052537 

201007970 100065511 100070564 100144480 201012994 100052747 

201007988 100067453 100072024 100144481 201012995 100025548 

201007989 100067534 100072130 100144482 201012996 100035898 

201007997 100072028 100083562 100144483 201013040 100035914 

201007998 100072049 100083568 100144484 201013042 100046717 

201009575 100072051 100083572 100144485 201013043 100050076 

100086885 100072052 100083575 100144486 201013044 100051324 

100087054 100072057 100083578 100144487 201013045 100051326 

100087173 100072064 100087170 100144488 201013047 100051328 

100094237 100072116 100087171 100144489 201013048 100051330 

100107130 100072118 100089805 100144490 201013049 201003392 

100107144 100072 121 100089829 100144491 201013050 201003401 

100107296 100072 122 100089893 100144492 201013052 201003430 

100107298 100072 123 100089898 100144493 201013053 201007965 

100123367 100072 124 100089899 100144494 201013054 201007986 

100123371 100072 125 100089900 100144495 201013055 201008012 

100123378 100073258 100089907 100144497 2010130先 201008024 

100123393 100073260 100089909 '100144498 201013057 201008063 

201009508 100085471 100089910 100144527 201Oi亘058 201008067 
蔺扩户  

100057204 100085475 100089911 100144528 201013059 201008068 

100057208 100086058 201011169 100144531 201013060 100033651 

100057211 100086233 100031925 100144532 201013061 100028666 

100057212 100086234 100068186 100144533 201013062 100029073 

100058335 100086235 100070242 100144534 201013085 100035897 

100058558 100086455 100070244 100144535 201013086 100035926 

100058560 100086456 100070246 100144536 201013088 100037368 

100058564 100086774 100089273 100144537 201013089 100037541 
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100144964 	201013090 

100145121 	201013091 

100145124 	201013093 

100145125 	201013094 

100145128 	201013095 

100145131 	201013096 

100145135 	201013097 

100145140 	201013098 

100145141 	201013099 

100145142 	201013102 

100145144 	201013103 

100145145 	201013104 

100145146 	201013105 

100145147 	201013106 

100145148 	201013107 

100145149 	201013108 

100145150 	201013109 

100145151 	201013110 

100145152 	201013111 

100145153 	201013112 

100145154 	201013113 

100145155 	201013115 

100145156 	201013116 

100145157 	201013118 

100145158 	201013119 

100145159 	201013120 
“臼肠．' 

100145206 201以3123 

100145207 201013124 

100145208 201013125 

100145209 201013126 

100145210 201013127 

100145211 201013129 

100145212, 201013130 
硕户，一～洲尸尸尸 

100145213 	201013141 

100145214 	201013142 

100145215 	201013143 

100145216 	201013144 

100145217 	201013145 

100145218 	201013146 

100145219 	201013147 

100145220 	201013148 

r
l、甲
为叫
r
氏
胃
‘
犷
、
览
 

100058838 100086781 100052414 

100068365 100086782 100052415 

100080566 100086820 100052528 

100081746 100086822 100052530 

100081747 100086824 100079377 

100092645 100086826 100079378 

100093589 100099535 100079381 

100094071 100100136 100079384 

100094072 100100137 100079559 

100094076 100100138 100079560 

100094350 100100170 100079561 

100094426 100100176 100079562 

100099033 100100182 100079563 

100099038 100100184 100079564 

100099143 100100185 100079565 

100107450 100100188 100079567 

100107456 100100189 100079569 

201009964 100100282 100079570 

201010011 100100289 100079571 

201010012 100100290 100079572 

201010015 100100291 100079573 

100057352 100100292 100079574 

100057379 100100308 100079575 

100058322 100114476 100079576 

100058323 100114477 100079577 

100058324 100115267 100079578 

100058325 100115275 100079617 

100058326 100115278 100079618 

100058327 100115279 100079619 

100058328 100115282 100079701 

100058329 100115473 100079702 

100058330 100115480 100079703 

100058331 100115482 100079704 

100058332 100115485 100079705 

100058333 100115493 100079706 

100058334 100115494 100079708 

100058336 100115495 100079709 

100058337 201004252 100079714 

100058339 201004357 100079717 

100058340 201004377 100079719 

100058341 201004379 100079721 

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 

10 一 



PH .L.PS 
100058473 201004382 100079723 100145221 201013149 100052538 

100058474 201004385 100094077 100145222 201013157 100029322 

100058476 100052962 100094078 100145224 201013160 201003102 

100058477 100052964 100094081 100145225 201013161 100035916 

100058478 100052965 100094082 100145226 201013162 100035920 

100058479 100053049 100094085 100145227 201013165 100035922 

100058480 100053074 100094086 100145228 201013648 100035923 

100058482 100064534 100094087 100145229 201013792 100035925 

100058485 100064569 100094096 100145230 201013824 100035776 

100058486 100064674 100094097 100145231 201014000 100035777 

100063165 100064720 100094127 100145232 201014319 100036021 

100063 172 100064722 100094128 100145233 201014367 201002857 

100063 173 100064831 100094129 100145234 201014368 100037367 

100063174 100064832 100094130 100145235 201014369 100037369 

100063 175 100064833 100094131 100145236 201014370 100037371 

100063176 100064835 100094142 100145237 201014371 100037378 

100063178 100072062 100094143 100145238 201014372 100029338 

100063179 100072114 100094144 100145239 201014400 100032686 

100063271 100072117 100094148 100145240 201014401 100035779 

100063272 100080281 100094149 100145241 201014402 100035896 

100063273 100080554 100094150 100145242 201014403 100035910 

100063274 100080556 100094151 100145243 201014404 100036310 

100063275 100080565 100094153 100145286 201014405 100036314 

100063276 100080702 100094155 100145287 201014406 100036320 

100063278 100086777 100094231 100145288 201014407 100036433 

100063279 100086787 100096915 100145289 201014408 100037366 

100063280 100087016 100096919 100145290 201014409 100037375 

100063281 100087100 100096920 100145291 20101441Q 100037380 

100063282 100087101 100096921 100145292 201014411: 100037392 

100063283 100087107 100096923 100145293 20101441考 100043947 

100063284 100087108 100096924 100145294 20 10 14413 100043950 

100063285 100094075 100096925 100145295 201014414 100043953 

100063286 100094132 100096926 100145296 201014415 100046144 

100063287 100094154 100096929 100145297 201014416 100046155 

100063288 100094240 100096930 100145298 201014417 201003405 

100063290 100107011 100097030 100145299 201014418 201003422 

100063291 100107136 100097133 100145360 201014433 201003461 

100063292 100107137 100097 135 100145361 201014434 100033580 

100063294 100107301 100097138 100145362 100058492 100033582 

100063297 100107439 100097273 100145363 100058567 100033583 

100069865 100107445 100097275 100145364 100058836 100033592 

I1 



100069961 100107448 100097278 100145365 100071516 100036140 

100069962 100107453 100097280 100145366 100071878 100036149 

100069963 100107454 100097281 100145367 100071965 201002926 

100069990 100098460 100097282 100145368 100072015 201002928 

100069991 100099030 100097384 100145369 100072018 201002929 

100069993 100099269 100097386 100145370 100085467 201002931 

100069994 100099271 100097389 100145371 100085969 201002963 

100069995 100099276 100097391 100145372 100086054 201002964 

100070241 100099278 100101942 100145373 100086065 201002965 

100070245 100099285 100101950 100145374 100086446 100029341 

100070247 100099443 100101951 100145375 100086458 100029453 

100070296 100099448 100101952 100145376 100097982 100029462 

100070297 100099449 100101954 100145377 100098093 100032461 

100070298 100099450 100101955 100145378 100099023 100032687 

100070299 100099451 100101956 100145379 100099035 100032688 

100070300 100099518 100101957 100145380 100099039 100032690 

100070302 100109509 100101960 100145381 100099042 100032691 

100070303 100109515 100101961 100145382 100099 136 100032697 

100070304 100109519 100101962 100145383 201007864 100032701 

100053582 201007562 100101963 100145384 100119462 100032702 

100053584 201007629 100102037 100145385 100119463 100029337 

100053597 201007675 100102038 100145386 100119466 100035778 

100053681 201010178 100102044 100145387 100119467 100035899 

100053683 201010192 100102048 100145556 100119474 100036432 

100053690 201010243 100102143 100145557 100119475 100036434 

100053691 201010248 100102144 100145558 100119481 100035906 
洲户沙 

100053693 100115284 100102146 100145559 100119483 100035921 

100053787 100115468 100102147 100145560 100119492 100028664 

100053789 100115472 100102148 100145561 100119494 100043308 

100053790 100115474 100102149 100145562 100094321 100043311 

100053791 100122575 100102151 
、 

100145563 100094教2 100043320 

100053792 100122595 100102153 100145564 10009朽23 100043321 

100065508 100122597 100102154 100145565 100098461 201003372 

100065509 100122685 100102156 100145566 100120116 201003373 

100065605 100052963 100102 157 100145567 201004011 201003384 

100071390 100053054 100102158 100145568 201007890 201003411 

100071873 100053068 100102159 100145569 201010762 201003423 

100071970 100061624 100102160 100145570 201010764 201003439 

100072026 100061644 100102161 100145571 100118941 201003445 

100072027 100061647 100102 162 100145572 100118946 100034508 

100072047 100061648 100102 163 100145573 100118947 100034514 

12 



PH .L.PS 
100075366 100078854 100117987 100145574 100118952 201002920 

100075406 100078858 100117989 100145575 100119461 201002925 

100078371 100078859 100117990 100145576 100119470 100026762 

100078701 100078866 100117991 100145577 100126676 100029474 

100078702 100079386 100117992 100145578 100126680 100046161 

100078704 100079389 100117993 100145579 201007781 100051325 

100078705 100086786 100117994 100145580 201007807 100051332 

100078706 100092647 100117995 100145581 201007812 100030124 

100078707 100092924 100117996 100145582 201007830 100030761 

100078710 100092973 100117999 100145583 201007834 100030782 

100078714 100092974 100118081 100145740 201007920 100036311 

100078716 100118795 100118266 100145741 201007934 100043942 

100078719 100118796 100118267 100145742 201010128 100043943 

100078720 100118798 100118268 100145743 201010139 100043946 

100078721 100118799 100118269 100145744 201010186 100030360 

100078816 100118921 100118270 100145745 201010265 100030766 

100078819 100118926 100118271 100145746 100055808 100037384 

100078840 100118928 100118272 100145747 100055809 100094146 

100078842 100118930 100118273 100145748 100055810 201003394 

100078843 100118933 100118274 100145749 100055811 100033299 

100078844 100118934 100118275 100145750 100055814 100033300 

100078845 100118945 100118276 100145751 100058912 100033301 

100078846 100126678 100118277 100145752 100059170 100033302 

100078847 100137211 100118279 100145753 100059171 100033303 

100078848 100137494 100118280 100145754 100059247 100033304 

100085085 100137782 100118282 100145755 100059250 100033305 

100085099 100137837 100118283 100145756 100064564 100033306 

100085399 100137920 100118284 100145757 100064673 100033308 

100085483 201007868 100118285 100145758 10006467:5 100033309 

100085968 201007974 100118286 100145759 100064石76 100033310 

100085971 201007975 100123551 100145760 100064677 100033311 

100085972 201007976 100123552 100145761 100064703 100033312 

100085973 201010266 100123554 100145762 100067434 100033313 

100085974 201010268 100123555 100145763 100067452 100033314 

100085976 201010272 201006941 100145764 100071923 100033315 

100085981 201010761 201006942 100145765 100071928 100033316 

100085983 201010769 201006943 100145766 100071929 100033317 

100085984 201010776 201006944 100145767 100071960 100033318 

100085990 201010782 201007798 100145768 100071961 100033319 

100086049 201010880 201007809 100145769 100071962 100033320 

100086061 201010897 201007815 100145770 100071963 100033321 

13 



100086459 201010924 201007820 100145771 100071966 100033322 

100087164 100065341 201007823 100145772 100071967 100033323 

100088053 100070566 201007827 100145773 100071977 100033562 

100089265 100078718 201007863 100145774 100072029 100033563 

100089820 100078863 201007881 100145775 100072056 100033564 

100089822 100079382 201007886 100145933 100072058 100033565 

100089823 100079388 201007898 100145935 100072060 100033566 

100089826 100092921 201007900 100145936 100072063 100033567 

100089827 100092923 201007901 100145937 100072 113 100033568 

100089828 100092981 201007904 100145938 100072119 100033569 

100089830 100092982 201007906 100145939 100072296 100033570 

100089831 100093574 201007910 100145960 100081711 100033571 

100089894 100093583 201007912 100145961 100082466 100033572 

100089895 100093584 201007924 100145963 100083146 100033575 

100089896 100099139 201007931 100145964 100083147 100033576 

100089897 100099158 201007941 100145965 100083148 100033577 

100089902 100099268 201007943 100145967 100083 155 100033578 

100089904 100120126 201007981 100145968 100083157 100033581 

100089906 100122330 201007987 100145969 100083160 100033585 

100089908 100122333 201007990 100145970 100083 162 100033587 

100090127 100122339 201007994 100145971 100083217 100033589 

100090128 201007786 201007995 100145972 100083221 100033591 

100090129 201007794 201007996 100145973 100083230 100033594 

100090130 201007808 201007999 100145974 100083231 100033595 

100090131 201007822 201008001 100145975 100086239 100033645 

100090132 201007832 201008002 100145976 100086443 100033646 

100090133 201007842 201008004 100145977 100086775 100033647 

100090134 201007847 201008007 100145978 100086776 100033731 

100090532 201007897 201008009 100145979 100086785 100033912 

100098002 201007961 2010080事， 100145980 100086791 100034509 

100099525 201007969 201009731 100145981 100086792 100034510 

100099533 201007971 201009732 100145982 100086823 100034511 

100105552 201007977 201009734 100145983 10诚6825 100034513 

100107135 100092980 201009737 100145984 100086828 100035908 

100114469 100092992 201009739 100145985 100086830 100036038 

100114475 100060392 201009760 100147108 100086832 100036095 

100114478 100065499 201009762 100147109 100086893 100036137 

100115201 100065515 201009764 100147110 100086897 100036139 

100115217 100065591 201009806 100147111 100086901 201002856 

100115263 100065592 201009810 100147112 100087019 201002858 

100115270 100065598 201009813 100147113 100087099 201002924 

l4 



100147114 

100147116 

100147117 

100147118 

100147119 

100147181 

100147182 

100147183 

100147185 

100147186 

100147187 

100147188 

100147189 

100147191 

100147192 

100147193 

100147194 

100147195 

100147196 

100147198 

100147201 

100147287 

100147290 

100147291 

100147294 

100147296 

100147297 

10014729 

10014738 

100149618 

100149619 

100149758 

100149759 

100149820 

10014始之3 

100149825 

100149827 

100149828 

100149831 

100149833 

100149838 

100087106 

100087109 

100087163 

100092885 

100092972 

100092983 

100092986 

100092987 

100092993 

100093578 

100093579 

100093580 

100093581 

100094230 

100096916 

100096917 

100096922 

100097026 

100097027 

100097040 

100097042 

100097091 

100097092 

100097093 

100097094 

100097096 

100097097 

0104630 

0104631 

1001Q4635 

100104639 

100104640 

100 

100 

100106415 

100107008 

100107021 

100107315 

100107317 

100107451 

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 

a、谬 
0 10 

642 

643 

PH .L.PS 
100118936 100065600 201009866 

100119482 100065602 201009951 

100119493 100079372 201009952 

100120104 100079374 201009960 

100120105 100079375 201009972 

100120108 100079383 100058569 

100120109 100079385 100058570 

100120110 100087020 100058571 

100120111 100087091 100058833 

100120112 100087161 100058834 

100120120 100092648 100058841 

100120121 100092886 100060593 

100120123 100092888 100060594 

100120125 100092970 100063277 

201007787 100092971 100068369 

201007844 100092984 100068374 

201007850 100092985 100069509 

201007857 100098465 100069510 

201007859 100098999 100069519 

201007861 100099020 100071930 

201007880 100099025 100071964 

201007883 100099026 100071968 

201007889 100099034 100071969 

201007893 100099041 100071972 

201007908 100117997 100079371 

201007915 100118944 100079373 

201007966 100119468 100085994 

201007967 100119471 100086053 

201007972 100119472 100086063 

201007973 100119476 100086066 

201007978 100119479 100086441 

201007979 201007811 100086457 

201007980 201007814 100093326 

201007982 201007818 100093332 

201007983 201007867 100093334 

201007985 201007887 100093335 

201008005 201007903 100093336 

201009801 201007905 100093582 

201009807 201007937 100099022 

201009815 201007993 100099024 

201009968 201010803 100099032 

15 



201009969 201010820 100099036 100149839 100114766 201008020 

201009976 201010829 100099040 100149841 100115212 201008021 

201010019 201010893 100099043 100149842 100115264 201008022 

201010045 201010894 100099 137 100149843 100115281 201008023 

201010125 201010895 100099140 100149844 100115285 201008041 

201010130 201010899 100099141 100149845 100115476 201008043 

201010167 100053687 100099144 100149847 100115477 201008045 

201010179 100053689 100099145 100149848 100115481 201008047 

201010187 100053695 100099146 100149850 100115483 201008049 

201010188 100053778 100105068 100149851 100115487 201008051 

201010190 100057207 100105074 100149852 100115489 201008059 

201010194 100057209 100105077 100149853 100115490 100033649 

201010196 100072021 100105360 100149854 100115491 100033653 

201010197 100072407 100105362 100149855 100123549 100033736 

201010198 100072500 100105363 100149856 100123550 100033738 

201010220 100072567 100105364 100149857 100123553 100033739 

201010240 100072568 100105365 100149858 201004247 100033747 

201010242 100072569 100105366 100149859 201004249 100034521 

201010244 201004368 100105367 100149980 201004253 100034522 

201010246 201004383 100118797 100149981 201004255 201002922 

201004012 201004386 100118935 100149982 201004257 201002932 

201004013 100086821 100118939 100149983 201004258 201002934 

201004014 100086888 201006543 100149984 201007805 201002935 

201004015 100087168 201008018 100149985 201007813 201002941 

201007789 100087169 201008052 100149986 201007846 201002960 

201007791 100094134 201008065 100149987 201007849 201002961 

201007792 100094145 201008071 100149988 201007885 201002962 

201007796 100094235 201010615 100149989 201007888 100144967 

201007806 100094239 201010772 100149990 201007894 201009512 

201007833 100094241 201010774 100149991 201007914 100036307 

201007843 100094242 201010793 100149992 201007928 100036439 

201007852 100094320 100052966 100149993 201007984 201002906 

201007853 100094353 100053047 100149994 201007991 201002911 

201007902 100100133 100053048 100149995 201007992 201002914 

100053056 100100134 100053071 100149996 201008003 100027549 

100053066 100100281 100052843 100149997 201008006 100035904 

100069611 100100285 100053592 100149998 201008008 100046160 

100069745 100100286 100053593 100149999 201008010 201003379 

100069957 100100288 100060405 100150000 201009622 201003428 

100069960 100100311 100060415 100150001 201009735 201003436 

100069966 100107016 100060585 100150002 201009736 100035900 

16 



PH .L.PS 
100069967 100107129 100060597 100150003 201009738 100036047 

100069969 100107134 100060599 100150004 201009761 100036306 

100069986 100107140 100071927 100150005 201009763 100047058 

100069987 100107440 100071976 100150006 201009802 100049070 

100069992 100107449 100072022 100150007 201009804 100049076 

100078382 201007452 100072023 100150009 201009805 100052403 

100078383 201007654 100072053 100150010 201009808 100052532 

100078384 201007666 100072054 100150011 201009812 100052535 

100078386 201007672 100072055 100150012 201009867 100053058 

100078690 201007673 100072059 100150013 201009868 100053062 

100078695 201007674 100072061 100150014 201009955 201003093 

100078697 201007677 100072128 100150015 201009957 201003109 

100078698 100115467 100078709 100150016 201009959 100033573 

100078700 100115471 100078711 100150017 201010612 100034502 

100078703 

100034505 

100115475 

100034506 

100078713 

1000345‘气 

100150163 

100034504 

201010613 100034503 

17 一 



PH .L.PS 
尹尸 

召回计戈叭FCO 

\
\ 

86600037) 

1．医疗器械销售情况及拟召回数量’ 

此次召回的产品 V6。呼吸机系进占声品了

序列号产品数量为 3442 台。 

/ 
、 ＿ ,  / 

泊前中国市场涉及此次有问题的 

2．召回措施的具体内容 

飞利浦通过安全通知告知涉及的用户并发布变更订单（FCO）纠正此问题。 

飞利浦自主发起本次纠正措施，并向受影响设备的全部经销商提供客户通知

信。 

本次召回预计将于 2017 年 11月完成，预计将于 2018 年 5 月递交召回总结

报告等（其中 6 个月用于观察召回效果）。 

3 召回信息的公布途径与范围 

飞利浦会将相关客户信通知所涉及的经销商，由经销商通知最终用户。此次

召回为主动召回，仅限通知受影响的用户。 

4 召回的预期效果 

飞利浦通过主动免费为用户更换问题电缆来消除如果在患者使用呼吸机过程

中出现呼吸机停止工作的情况，可能导致患者的 Sp02 下降、如果尚未及时

注意报警，就可能导致低氧血症或高碳酸血症的风险。 

5 医疗器械召回后的处理措施 

飞利浦将安排现场服务工程师或经批准的服务提供商免费为用户更换问题缆

线。 

________＿一一－一－---－一一结束 
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PH .L.PS 
调查动占报告 

1．召回医疗器械的具体情况： 

(FC086600037) 
r 
备 

王 

此次召回的产品名称为 V60 呼吸机。 

此次召回的产品序列号请见召回报告表。 

2．实施召回的原因： 

随着时间的推移，低频震动可能使内部的“马达控制板至数据采集板”带状

电缆上母接头内的针脚发生部分位移，这就会在某些时候导致阻抗过高，从

而影响数据的传输。因此，在使用过程中，或是在医院移动的过程中，呼吸

机可能出现“通电自检”失败或“持续自检”失败，并最终出现错误和关 

机。 

如果 V60 呼吸机在使用电池电源的过程中出现关机现象，那么就会听到至

少持续 2 分钟的紧急报警声。如果 V60 呼吸机连接的是交流电源，那么报

警声就会不断的持续下去，除非有操作员进行干预方能停止报警。如果 V60 

连接到远程报警系统，那么报警系统在被触发后将不会停止，直到操作人员

采取措施。 

设备屏幕上可能显示如下错误代码：10OA、 1O06、 1007、或者 1008。如果

呼吸机显示任一上述代码，就说明呼吸机己经出现通信错误，这可能就是上

述缆线造成的。 

3．调查评估结果 

经专业健康危险评估分析，评估确认此类问题的发生几率很低。但是，如果

在患者使用呼吸机过程中出现呼吸机停止工作的情况，压力支持和氧气输送

的过程将会终止。这可能导致患者的 Sp02 下降，这时如果尚未及时注意报

警，就可能导致低氧血症或高碳酸血症。 

4．召回分级 

根据以上评估结果，此次召回的分级为一级召回。目前尚未取得美国「DA 

对此召回的召回分级。 

结束 
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.H皿L.PS 
召回速菱交祥清单 

FC086600037 

 

、
＼
 了 日期：2017 年 5 月 2 日 

   

、＼  二 	 ：‘、 、 ， ・  ‘ 

、，气亩，一产 

1． 医疗器械召回事件报告表 

2． 召回调查评估报告 

3． 召回计划 

4． 中英文版召回通知书 

5． 产品注册证复印件 

6． 英文「DA HH〔健康危害评估表格 

－一一－一－-－一一一－一－---－一一结束一一－-－一－一－－一－一一－一－-－一 
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PH .L.PS 	20 April 2017 
Respiratory Ventilation 

	
FSN 86600037A 

NOTICE OF FIELD SAFETY ACT!ON 
Medica专Device 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 California,LLC ('Respironics") is proactively initiating a Correction for all Philips V60 Noninvasive 
Ventilators (NIV) manufactured before 15 September2015,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 September2015 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 
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PH .L.PS 
Effective 20 April 2016 
	

FSN 86600037A 

NOTICE OF FIELD SAFETY ACTION 
Medica!Device Correction n 

PHILIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

INTERNAL CABLE REPLACEMENT 

AFFECTED PRODUCTS 

Al'V60 Ventilators诊nufacture beforel 5 September 20"5. 

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 inte血res 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一hospital transport. 

If the V60 shuts down for any Vent mnop 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 alarm 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 b 0OA, 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 02 
delivery will cease.Such cessation may cause the patient's 5p02 to drop and,if the 
alarm is not attended to promptly, may lead to Hypoxemia or Hypercarbia 

HOWTO FIND THE 
DATE OF 
MANUFACTURE OF A 
V60 VENTILATOR 

Back View of V60 

Date of
Seria' Number 
	 Manufacture 	

4I1,
lli. 	 .oowx 

	 I 	 _______I 	 - " 	 RS 
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PH .L.PS 
Effective 20 April 2016 
	

FSN 86600037A 

URGENT 一 Field Safety Notice 
Medical Device Correction 

PH!LIPS V60 VENTILATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

!NTERNAL CABLE REPLACEMENT 

Send a copy of the customer letter attached with your contact details 一 phone 
a门d e-mail information: 

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

2'Advise customers to 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 02 monitor/analyzer and setting the alarm thresholds 
appropriately. 

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

d .Wherever possible, connecting the V60 to a remote call system. 

3. If a V60 you sold shuts down be协re you install a new cable, and displays 
any of the error codes b 0OA, 1006,1007,or 1008, then 

turn the V6谕，一’一‘ 

discontinue use of the V60.and 

use an alternate ventilator. Call your local customer service contact 
and report the 怕ilure、 Please reference FC086600037A. 

4. You must acknowledge receiving this notification by either: 

INSERT INFO HERE FOR THE APPROPRIATE MARKET 

ACTION TO BE TAKEN 
B丫DISTR旧UTOR 

、
．刃产
 
八
勺
．
 }
"
 

了
． ．

、
 
了
叮
．
、
 
了
l

、
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Contact information: 

Local Contact 
Enter local 

尸少／ 

contact info here 
一、卜味碱＿一 

斗
＂
"
.
 

ACTIONS PLANNED BY 
PHILIPS 

Philips will Provide replacement cables and parts and instructions for installing the 
new cable and other parts as needed. 

FURTHER 
INFORMATION AND 
SUPPORT 

PH .L.PS 
Effective 20 April 2016 
	

FSN 86600037A 

URGENT 一 Field Safety Notice 
Medica!Device Correction 

PH!LIPS V60 VENT比ATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

!NTERNAL CABLE REPLACEMENT 
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Respiratory Ventilation 

医疗器 
2015 年 9 月 15日 

尊敬的分销商： 

场安全通知 

PH .L.PS 2017年 4 月 20 日 
FSN 86600037A 

我们的记录显示您购买了飞利浦 V60 呼吸机。 

Respironics California, LLC("Respironics" ）目前正主动对 2015 年 9 月 15 日前生产的所有 Philips 无创呼吸机 

(NIV）进行改进，这涉及更换呼吸机内部的一根缆线。 

Respironics 公司从 2009 年开始分销 V60 呼吸机。所有在 2015 年 9 月 15 日前生产的 V60 型号机都需要进行改进 

2015年 9月 15日及此后生产的 V60 呼吸机已使用改进后的内部缆线，因此，它们不在纠正范围之内，不需要对它们

采取任何（纠正）措施。 

本文件包含呈递给终端客户的重要信息 

请贵方与需要知晓本文件内容的所有相关人员共同阅读下列信息。充分理解本文件含义非常重要。 

请贵方在记录中保留此信息副本。 

请执行本文件所附指示。作为分销商，贵方有责任联系您的每一位终端客户来执行此次纠正行动。 

本通知己经上报给相关的管理部门。对于该问题给贵方带来的任何不便，Philips 深表歉意。 

顺颂商棋！ 

Donald J. Sherratt 
质量管理法规总监，医院呼吸医护部 
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PH .L.PS 
2016 年4 刀20日全对 
	

FSN 86600037A 

医疗器械纠正／现场安全通知 
2015 年 9 月 15日前生产的 PHILIPS V60 呼吸机的内部线缆更换 

受影响产品 2015 年 9 月 15 日前生产的所有 V60 呼吸机。 

厂一 ________ C 

问题描述 随着时间的捆触，低频震动可能使内部的“马达控制板至数据采集板”带状电缆上 

母接头内的镇脚发生部分位移，这就会在某些时候导致阻抗过高，从而影响数据的 

传输。因此，牲使用过程中，或是在医院移动的过程中，呼吸机可能出现“通电自 

检”失败或“持续自检”失败，并最终出现错误和关机。 

如果 V60 呼吸机在使用电池电源的过程中出现关机现象，那么就会听到至少持续 2 

分钟的紧急报警声。、如果 V60 呼吸机连接的是交流电源，那么报警声就会不断的持 

续下去，除非有操作员进行干预方能停止报警。如果 V60 连接到远程报警系统，那 

么报警系统在被触发后将不会停止，直到操作人员采取措施。 

设备屏幕上可能显示如下错误代码：100A、 1006W. 1007、或者 1008。如果呼吸机显 

示任一上述代码，就说明呼吸机己经出现通信错误，这可能就是上述缆线造成的。 

相关危害 如果在患者使用呼吸机过程中出现呼吸机停止工作的情况，压力支持和氧气输送的 

过程将会终止。这可能导致患者的 sp02下降，这时如果尚未及时注意报警，就可能 

导致低氧血症或高碳酸血症。 

查找 V60 呼吸机生产日 

期的方法 
Back View of V60

/ H .
/ 	v 	

'1.  ____ 	 _- -T  - 
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PH .L.PS 
2016 年4 刀20日全舫 
	

FSN 86600037A 

紧急一医疗器械纠正／现场安全通知 

2015 年 9 月 15 日前生产的PHILIPS V60 呼吸机的内部线缆更换 

分销商应采取的措施 请发送一份客户信函并附上您的详细联系方式一一电话和电子邮件信息： 

1． 当被问及时，应告诉您的客户继续使用 V60。出现上述故障的概率很低。 

2．建议客户按指令或用户手册说明操作 V60，包括 

a． 立即关注 V60 呼吸机显示的所有报警； 

b．使用外用 0：监护仪／分析仪并酌情设置报警阂值； 

确保使用操作手册

女口有可能，将斌 

卿毙韵正确侧路和面罩，

连接到远程呼叫系统。 

3．如果在安装新缆全 前 V60 关机，同时显示 1O0A、 1OO6、 1007、或 1008，那么 

关掉 V60  \ 
停止使用‘叹产 
使用备用呼吸枕；呼叫当地客户服务联系人并报告故障现象。请参考 

FC086600037A0 

4. 念务必礴认已戎到才通勿。 

Philips计划采取的措施 如有需要，Philips 将提供更换电缆和部件以及安装新电缆和部件的说明。 

更多信息和支持 如果贵方需要获得有关本次通知的更多信息或支持，请随时联系贵方的飞利浦当地

代表，中国大陆客户请致电飞利浦中国服务电话（800-810-0038/ 400-810-0038) 
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PH.L.PS 
1e3piratory Ventilation 

2017 年 4月 20 日 

FSN 86600037A 

紧急一医疗器械纠正／现场安全通知 

2015 年 9月 15日前生产的 V60 呼吸机的内部线缆更换 

尊敬的用户： 

我们的记录显示您购买了 台 PhilipsV6O 1手吸机 

Respironics CalifDrnia, L卜只＿（、 "Respironics',.’盯祝夕彻肥饥公砂月，，份前生产的 Philips 无创叮吸机 

进亏一进 ’  这‘步及史换nP1/kjIV 邵‘的 “kZ 	 ＿ 	 … ・  

Respironics 公司从 2009 年开始分 1i \'60 fl 吸机 凡是在 2015 年 9 月 15 El 前生产的全部 V60型号机都诺

要进行改进 

2015年 9 月 15日及此后生产的 vb0呼吸机包含

猫要对它们采取任何（纠正）措施。 ～臀 的内部缆线，因此，它们不在纠正范围之内，不 

本文件包含持续安全和正确使用贵方设备的重要信息． 

请贵方枯豁要知晓木文件内容的所有相关人员共同阅读下列信息。充分理解本文件含义非常爪要 

、 － 一一＿＿一＿_～请保粤竺瞥鲤梦，本・ 

生产日期标注于 V60呼吸机的背Elil，所以查肴（生产）日期无需停用该呼吸机。 

确定您的 V60 呼吸机生产日期时，诱参见术信件所附的说明 

木通知己经上报给相关的管理部门 对于该问题给贵方带来的仃何不便，Philips深表歉愈

顺颂商棋！ 

Donald i. Sherrait 

质量崔；理法规总监，医院呼吸医护部 
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 馨

一
 

哭失败， 
呈’扛次现关 

并级终出现错误和关机。 

机现象，那么就会听到至少 

机可能出现“通电自检” 

如果 \6Q（呼吸机）在使

持续 2 分钟的紧急推警刀 

警声就会不断的持续－

果 V60 连接到远程报

人员采取措施为止， 

。如果 V60 呼吸机连接的是交流电（电源 ) ，那么报

，除1-有操作员进行千预〔干预方能停止报警） 如 

务系统，那么报带系统在被触发后将不会停止，直到操作“ 

{ 	 , 	 ' 

J‘翻～ 

Back View of V60 

序死兮 

！△以裂娜叫 
乐，击画‘面翻杯脚‘‘娜沁潇带沁带 

：巍 
I 

Pill UPS 	～ ・  2017年 4 月 20 日 

晓。＄p鑫 rotory Vont布．otion 	 FSN 86600037A 

紧急一医疗器械纠正／现场安全通知 

2015 年 9 月 15日前生产的 V60 呼吸机的内部线缆更换 

受影响产品 2015 年 9 月 15 马前生产的所有 V60呼吸机、 

 

浦署漪麟百扯移二低斑震动讨能使丙 pu*"’马达找制板至蔽潇初｛板”带状电

缆上毋接头内的针脚发生部分位移，这就会在某些时候导致阻抗（电阻）过畴，

从而影响数据的传愉＊因此，在使用过程中，或是在医院移动的过程中，呼吸。 
问超描述 

设备屏幕上可能显不如卞错误代码：100A、 100抓 1007、 或者 1008 如果呼吸“ 

）坪冬 r1f 上述代码，就说叩呼吸机己经妙洲言错误， 这可能就是上述缆线 

！之声汉月丁。 
	 、

、、、 卜～ 

如果在患者使用呼吸机过程中出现呼吸机停止工作的tl 况，压力支持和氧气输

送的过程将会终止、这可能导致患者的 SpO：下降，这时如果尚未及时注意报警，

就可能导致低级血症或高碳酸血症， 

相关危杏 

黔一一～ 

！查找 v6。呼吸机生产日 
期的方法 
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曳 
务工程虾或经批准的服务提供商免费为用户更换问题

收货人，以便安拌此服务 
声 

PH .L.PS 	2017年 4 月 20 日 

获espiratoryVonlilafion 	 FSN 86600037A 

紧急一医疗器械纠正／现场安全通知 

2015 年 9 月 15日前生产的 '60呼吸机的内部线缆更换 

五顽落蔽薪 V60 fliPJ)l的生产日朋并确定您的呼吸机在本次纠正范田Vi. 
么： 	 { 

I.  继续使，Ti  V60。 tll现一：述故；。。。概率，。，氏 	 … 
! 

，・  力了将疾病和伤笼！子降到级‘氏， ‘帐照操作千册的要求进行操作，  '”施包括：  … 

a．立即关注 V60呼吸机显示的所有报臀； 	 { 

b．使用外用 02 监护仪／分析仪并酌愉设置报警闽位； 

C. 确保使用操作手册中规定的正确回路和面翠： 

d. 如有可能，将 V60连接到远程呼叫系统。 

3 女「！果 V60关机，乡令出现报警，同时显示 IOOAS 1OO6、 lOO7、或 1008. )3 么 

客户佣户满采取的措施 

喊）关掉 V60, (I ）停止使甩泌Q之 (iii) 使用备用呼吸机，呼叫当地客

户服务联系人并报告故降现象 请参名 九口86600037A 

4. 您务必确认己收到本通知。 

Philips将安排：Philips现 

Philips计划采取的措施；缆线 Philips 将联系每 

 

如果贵方需要获得石芙丫茹茹裕董要信慈或支并，清随时联萦资污的飞利浦头

地代表，中国大陆客户t寿致电飞科浦中国皿务电话 (800-810-0038 400-810-0038). 
更多信息和支持 
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'H .L皿PS 
FSN 86600037A 

左ffedllve 20 A浏20ft 

关于 2015 年 9 月 15日前生产 Philips %'60 呼吸机 MC-DA 线缆更换的

医疗器械现场安全通知的回复 

回执和收据表 

要求回复 

用户信息： 

浦卢涟茗： 	一 
街道地址， … 	 － 	 一 	 ＿ 

城市： ｝ 	 一 － 

州 ’邮弃 	 ＿ ~l..ps熟 	、一‘.".} 

联系人： 	{ 
「 

｝ 	 一 
电话号码： 电子邮件： 

我已阅读和理解通知书中的更换通知。是0 否口 

您的更换产品是否出现过不良事件，是已祝

如果是，您是否通知了 Philips？ 是0 否。 

如果是，请填写 Philips 事件号＿＿丫＿一＿和详细情况： 

详细情况： 

此处镇写当地处理情况： 
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PH .L.PS 	20 April 2017 
Respiratory Ventilation 

	
FSN 86600037A 

URGENT 一 Field Safety Notice 
Medical Device Correction 

V60 VENT!LATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 
!NTERNAL 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 (N IV) manufactured before 1 5 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 September2015 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 。。ntinu。了safe and proper use 
of your equipment 	

．确了 

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 

尸age 1 of 4 



PH .L.PS 	20 April 2017 
Respiratory Venti皿ation 

	
FSN 86600037A 

URGENT 一 Field Safety Notice 
Medical Device Correction 

PH比IPS V60 VENT比ATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

!NTERNAL CABLE REPLACEMENT 

AFFECTED PRODUCTS All V60 Ventilators with a date of manufacture beforel5 September 2015 

心 

赫洲剧蒯 

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一hospital transport. 

If the V60 shuts down fo。an,Vent Inop condition an1s operating on battery power, an 
audible high-priority alarm will sound continuously for at least 2 minutes. 	If the V60 is 

connected to AC powe「．(main少upply), the.alarm will continue to soun弓． until an 
operator intervenes. 	It trie VbUflS connectea to a remote aiarii system,tne aiarm 
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 	th弓t 	the 	ventilator 	has 	had 	a 
communication failure that may be cau,ed by the cable: 

气、 

HAZARD INVOLVED If a Vent mnop event occurs when a patient' Ts connected,pressure support and 02 
delivery will cease.Such cessation may cause the patient's Sp02 to drop and,if the 
alarm is not attended to promptly, may lead to Hypoxemia or Hypercarbia 

Back View of V60 

a 	. 	_______________  Dateof
Serial Numb er 	

anufacture

T7 	\:7' 
 ____iI1llItiu 	1 	A 

	USB 	;L 	jRSTh2 

HOW TO FIND THE 
DATE OF 
MANUFACTURE OF A 
V60 VENTILATOR 
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you have checked the date of manufacture and your V60 ventilator is subject 
this correction: 

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 02 monitor/analyzer and setting the alarm thresholds 
appropriately. 

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

d,Wherever possible,connecting the V60 to a remote call system. 

3 .If the V60 Shuts down,alarms, and displays any of the error codes 1 OOA, 
1006,1007,or 1008,then (I) turn the V60 off, (ii) discontinue use of the 
V60, and (iii) use an alternate ventilator. Call your local customer service 
contact and report the 伯ilure. Please reference FC086600037A. 

4. You must acknowledge receiving this notificEstion by either: 

INSERT INFO HERE FOR THE APPROPRIATE MARKET 

PH.L.PS 	20 April 2017 
Respiratory Ventilation 

	
FSN 86600037A 

URGENT 一 Field Safety Notice 
Medical Device Correction 

PHILIPS V60 VENT比ATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

!NTERNAL CABLE REPLACEMENT 

ACTION TO BE TAKEN 
B丫CUSTOMER I USER 

Page 3 of 4 



PH .L.PS 	20 April 2017 
Respiratory Ventilation 

	
FSN 86600037A 

URGENT 一 Field Safety Notice 
Medica!Device Correction 

PHILIPS V60 VENT比ATORS MANUFACTURED BEFORE 15 SEPTEMBER 2015 一 

!NTERNAL 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 Contact information: 
INFORMATION AND 
SUPPORT Monday through Friday between 8:OOam and 5:00 pm US Pacific Time 

Firm responsible for FSN: 
Respironics California, LLC 
2271 Cosmos Court 
Carlsbad,CA 92011 

Local Contact 
Enter local contact info here_J, 

、 	了万 
件、，一钾一确代李’ 
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pH .L.ps 
Effective 20 April 2016 

	
FSN 86600037A 

MEDICAL DEVICE FIELD SAFETY NOTICE RESPONSE 
PHILIPS V60 MANUFACTURED BEFORE 

15 SEPTEMBER 2015 一 MC一DA CABLE REPLACEMENT 

Acknowledgement and Receipt Form 
Response is Required 

Customer Information: 
Customer Name: 
Street Address: 

City: State: 	l Zip Code: 	{ 	 Cou ntry:} 
Contact Person: Telephone Number: {E-mail:1 

I have read and understand the recall instructions provided in the notification letter. Yes口No 
\  

Have any adverse events associated with recalled product occurred at your site? Yes 

If yes, have you informed 户hilips of the event？丫es口N。口 	几‘ 

口 
口N。口 

If yes, please provide Philips Case Number 

    

"nd details:｛了 
声 

    

  

\ 

  

Details: 

  

I 

又／’从一，少厂 

Add local response info here 

Page 1 of 1 



中华人民共和国医疗器械注册证 

注册证编号：国械注进20163545139 

注册人名称 Respironics California,Inc. 

注册人住所 
. 

2271 Cosmos Court,Carlsbad,Ca卜torn i a.,92011 USA 
雌 

、 	生产地址 2271 Cosmos Court,Ca.且s bad,Ca卜forn i a,92011 USA 

代理人名称 飞利浦（中国）投资有限公司 

代理人住所 上海市天目西路218号1602-1605 

产品名称 
呼吸机 
Ventilator 

型号、规格 丫60 

结构及组成 
产品由主机、落地台车、娜厂滁练呼吸管路、过滤器
组成。工作模式：CPAPJS/T. PCV、 AVAPS（可选）、PPV 
（可选

，。 	( 	 一 	’」  ： 

适用范围 

带成比例压力通气和Au补rak＋软件选如V6。呼吸机是－ 
种辅助呼吸机，用于加强患者呼吸，预期用于需要机械通气
的自主呼吸患者：医院或其他饥构中医师指导下的呼吸衰 

‘竭、慢性呼吸功能不全、阻塞性睡眠呼吸暂停患者。该呼吸
机预定支持体重大于20千克的儿科患者及成年患者，也适用
于与无创应用选择标准相同的气管插管患者。应由合格的医
疗专业人员如医师、护士和呼吸治疗师使用，且只能与各种 
Respironics推荐的患者回路、界面（面罩）、加湿器组件
和其他附件一起使用。 

附件 产品技术要求 

其他内容 

备注 一＿应吵 \.~. 

审批部门：国家食品药品监督管理总局 
批准日期：

有效期至： 



RESPIRONICS9 Health Hazard Evaluation Form 

Step I. Identification of the hsuefProbtem: 

usiness Unit Refereace 	l ! 
HRC-CA-201 7-02 

}Date  HUE Initiated: 	 』 March 28, 2017 

妙ironics CAPA Control＊ 	一 PR 2983139, 3252793, 3875169 	－ 	 一习 
尸appiicarnej－ 	一、－--－一一－戒－－一－一‘一、 	一一一一一一一一一一一一月 
l 	 一 rrouuci uaia － 	一 	 l 

F Product Code: 	 TiNT 	一。一－- 	－一－---- 	-----－一一｝ 
考 	 备 	 J尸一 	 ～、、 	 ＿ 	 万 

了、， 1 ・ 	 一－－厂二；,,，一一一，-，尺丁一一－一一一一－－一－ --- 	--－ 	一！ 

缨ci:, 	 －一一一斗笼生愕鳄份一一一－--－一―一｝ 
、i.ievice rqame:~～一一一一书嘿 spira 斗 cnt11a)r一一一一咒一一一川 
， 	。 ，_ 	． 二 ＿二 

	 lAll Vb!J venwalors manutactureti  prior to the loiiowrng  Serial numbers:

* 	100157239  (IOOXXXXXX  series S/N's) 	 { 

Loucraai rumncrs: 	 …腻墨红骂粼粼S/N ')itt under Temporary Pro：二、、｛ 
!iriv1u,u斗 	iriiu'u／环servicca in accoruance wuil rLu石。ouuu.o. 	! 

Marketing Status (Include 
S10(k)Number, Specify if Class I 	:Cleared in the U.S. under 510(k) tK082660 
Exempt from 510(k)): 	 { 

{Respironics California, LLC 
Manufacturer Address: 	 !2271 Cosmos Court 

} 	 Carlsbad, CA 92011 

｝ 	 一 	 Instructions for Use: 	6O Ventilator User Manual 	--－一1 ! 	 iran INumner: 1U4Fi)OJ 	＊ 	一J 	'  ~ 	, “ 一J  ' 	} 
! 	 'ne itespirouc于．Va只．vcnu:aior is an. ass梦‘ YCITU华‘。「 4110 ’于 irncnocu in 	} 
l 	 augment patient orcaming.'{is inienoca iorsponwneousiy尸reamrng 	! 
｝ 	 少2wicu资is wno require mccna赞ai venu ian叩。尸auerns了tin respiriucry 	} 
}~ 	， 	二～ 	．二． 	~ 	., 	ianure,'cnromc respirawry insuinciency, or oostrucuve sleep apaca in a 	! 
{rrouuci iicsc少nont 1nciuue 	hospital or other institutional settings under the direction","physician. 	} 
!luIcDuea USc r rom L aneung厂 	，, 	．… 	，,' 	 ;_ 	 . ，、 	、，, 	,,，。t 、企 
！ 	 一 	‘""ventitator is. irnenaco'?supp10n ??'，竖尸auc于赞资e终嘿长U xg I.竺 1D.)} 
! 	 or greater to anuit patients."is aiso mienacu ior mitioateci黔h,efts. meeting 	{ 
! 	 mne same sewcuon criteria as toe noninvasive. applications,,,ne venittator is 	! 
! 	 intenoea‘只 tie usea Dy 臀aiiiiea吧尹Cal p甲zessiona is,”梦CP as,pnysic{an冬 	！ 
! 	 nurses,叩。rasp呼tor toerap硬”・ 毛 He 缪flu tutor"intenaeu to",ise住 oniy 	! 
! 	 ,  wan vanous comomauons ot Kesplronics-rccommenoeo  pat，一‘CUlLS. 	l 

} 	-- － 	一 [Lnrcnaces !masKs), aurruciiucrs,anaoineraccesaones.一一一赞州 

iBrief descrip。一？f the , ＊ 	一 

}LssuefprODIem ann flOW LI WflS … ‘tlentfliecl: 	 _ 

}Customer comolairas referenced in CAPA'S 2983 139. 3252793. andior一一 	1 
'i i 1)109 叮，e olsen reintec to losing onta cornmurucauons winun tile ventilator! 

resulune in a vent mop conainon tsnu旧O认旧I. V 拟te unis IssueWas 	1 
nreviousw iclenti necmliii七 n找七・七-.iUiD'-.l, COtflD扭m!trenaing 川 i ctiruarv} 
乙U i i has inaicatcu me compiaini rate ana aaverse event rate aeternimen b。r 	! 
that lUtE do not represent the modem trending between September 2015 一 	｛ 
January 2017. Therefore, this }1}IE is being generated to reassess出。risk-to 
benefit relationship of ventilators wi山 the old DA-MC cable remaining in the 

'field. 

沪 

QST4-4746 Rev. C 
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RESP,RONICSe Health Hazard Evaluation Form 
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}Any patient undergoing ventilation on 汰。V60, 

Most vulnerable population 一 Severe Hypoxeniic respiratory failure patients 
such as a patient in acute pulm 些叮 edema. 

l
 

n
 

0
 

奋
几
 C

 
n
 

U
 

压
 

e
 

m
 

a
 

N
 

(
 

r
 

e
 

n
 

W
 

0
 

E
 

H
 

H
 

口onald J. Sherratt 
Head of Q&R. HRC 	 ) 
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Elizabeth Hurley 
介odua 人勿nager 5 
David Rogers 
Principal Electrical Engineer 
Adam Seiver, MD, PhD 
Chief Medical卯Icer, Hospital Respiratory care 
Zoran Psenicaik 
Sr. Manager创Engineering 

,Ian Thorson 
Sr. Quality Engineer 

Step IL 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): 

Hazard Category: 
Excess level of carbon dioxide in 
abnormally low levels of oxygen 

the blood resulting in hypercarbia or 
in the blood resulting in hypoxeniia. 

Hazard Cause: 、 Disruption of the communications between or within the Data Acquisition 
'(DA) to Motor Controller (MC) or DA to Central Processing Unit (CPU) 

沪 

} 

Razardous Situation: 

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: 
l,Failure to power on into ventilator mode accompanied by a high priority 

alarm and I 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 mnop state during operation accompanied 
by a high priority alarm accompanied by 1 or more error codes displayed 
anctor 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 02 saturation without F102‘》0.2) or 

without positive expiratory pressure. 

Respironics Confidential Information Page 2 of 8 QST4-4746 Rev.0 



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 iriop conditions relating to disruption of SF1 Bus 
communication 

The following Query Criteria was used to generute a spreadsheet containing alt 
Adverse Events within Track Wise. 

.'"Sympto二 Codel"is any vf"V60" 

."Type of Reported Complaint" is any扩"Serious Injury", "Death" 
Each complaint was individually reviewed by QE to determine if the cause of the 
complaint was related to SF1 Bus communication link failure. 

Between September01,2015 January 3!,2017, there have been 一1370 complaints 
associated with V60 vemilators shutting down due to failure of the SF1 Bus. 

Within these complaints, there have been two (2) reported patient deaths and nine (9) 
reports。finu.ryIhnrm. 

The first reported death 伊ft 5991 147) occurred following failure of the SPI Bus 
during intra-bospital transport; complaint notes allege the patient was initially 
stabilized but expired thereafter．仆：ESE later confirmed wi山山：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 Sl'l Bus communication failure. The patient was diagnosed 诚小 Di行use 
Large B-Cell Lymphoma and relatives had refused intubation of俪 patient, resulting 
沮 the use of non-invasive ventilation on the V60, 

In the nine (9) events alleging injury/harm, nearly nfl 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 
人dverse Events. 

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

Estimated quantity of 
affected devices 挤 in field, # 
in factory, # in distribution 
centers, ctc.): 

Adverse Event Query: 

RESP}RON ICS, Health Hazard Evaluation Form 

B. Estimation of Severity: 

}Descript；一：二。rted 

}awl/ar potential narm: 

The potential harm is hypercarbia arid/or hypoxemia leading‘。hypoxia. Hypoxia can 
cause brain and other major organ i句ury. There have been two (2)reported deaths 

卜 and nine (9) reports of harmimjury. 

f
l
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吸
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E
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。 Check Applicable 
Seven 灯 Level 

Fxainples 

4 Directly results in death 

X 3 
Results in serious injury: li1e一thrcatcning, or permanent 
impairment or necessitates medical intervention to preclude 
permanent impairmeni 

Results in moderate i衍ury: temporary impairment, or self- 
limiting illness 

2 

】 Results in less than moderate or no的ury 
少 	 1 … Comments about severi ty of harm rationale; 

	 ． 	 、 	 ． , . 	，二 	＿二 ， 

}"everfl丫二汽｛ ye巴 iuitor stiuts nown, wiut alarm, resunmg in mcreaseu fISK 01 nypoxxa. ..unicai imervenuon wouw。． 
}requirca to nrni inc seventy. 

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

QST4-4746 Rev, C 
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1Describe the factor(s) that need'" 
1 occur ro creare tue nazaruous 

situation (reasonably foreseeable 
sequence or combination of events): 

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

RESPIRO NICS, 
	

Health Hazard Evaluation Form 

・Patient is being ventilated, 
.Internal ventilator conditions occur resulting in a breakdown of the SPI Bus 

communication link. 
.Ventilator enters a Ventilator Inoperative (Vent mnop) state and ceases 

ventilation of the patient. Simultaneously, the ventilator will initialize a 
high priority alarm that will remain active indefinitely until the unit is 
powered o任 

olf 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 mnop 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 凡fly charged beforehand. 

・If ventilator is being used remotely arid 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 Sp02 monitoring noti尔ng that the patient's condition 
has changed and/or 02 saturstion is below the minimum threshold set by the 
clinician. 

.The clinician does not hear or quickly respond to the alarm from any Fi02 
monitoring equipment notify吨 the Qi delivery to the patient is below the 
minirnwn 血esbold set by 也。clinician. 

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

.The ventilator will initiate a Vent mnop priority alarm when breakdown of 
the SN 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 beforehand. 

・The ventilator display will change to present a Vent mop alarm message 
indicating its inoperative state. This display state will remain visible 
indefinitely if operating on A'C power and far -6 hours if operating on 
battery power, provided battery was fully charged beforehand. 

.There is an LED indicator on the front of the ventilator that flaches 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 Fi02 
using an external Oz analyzer! monitor with properly set low 众 
concentration alarm. Upon initiation of the Vent mop condition, thc set 
Fi02 would no longer be delivered and 小，02 monitor would alarm once 
the delivered Fi02 degraded and crossed the 02 monitor's lower 02 
concentration threshold, assuming desired oxygen delivery is >21%. 

・玩 accordance with the V60 indications for use, typical spontaneously 
breathing patients should be able to remove their ventilator mask, En 

QST4-4746_ Rev. C 
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addition, approved masks feature air entrainment valves 
breathe room air should the patient be unable to remove 

・If the failure occurs during Power On Self Test (POST), 
detect the hazardous condition and the ventilator would 
patient, therefore preventing any risk to the patient 

Y亡S 

When best pracLices for nortinvasive ventilation are applied, the caregivers 
will be notified of a change in pauent condition through adequate monitoring 

,(ht娜：六料叨・ 粼b红丛皿瓜红助v争m。抽川d韶夕MC多以洲”争并18翅卫魁扭功 

,As stated in the cited article, "Early detection of failed noninvasive 
ventilation requires careful monitoring of the patient's vital signs and blood 

{gas levels、" 
{Best practices teach that: 

'.Respiratory therapists and clinicians should have training to promptly 
recognize and treat hypoventilation, hypercarbia, hypoxcinia, arid hypoxia 

to allow patientg亩履 
their mask. 	} 

the operator would, 
not be placed on a 

I 

physiological status as indicated 妙 direct examinatiot 
monitors, such as SpOz monitors that alarm to signal I 

・If山：patient deteriorates, immediate alternative venti: 
be provided, such as resuscitation with a hag/mask res. 
and/or endotracheal intubation and invasive mechanic 

would a user detect the hazardous 
situation prior to occurrence of 
harm? If so, describe how: 

切u占‘JI“、盖．"6 “月如 ‘幼v‘二。“.v,,, “。 sess 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 (eg. infants, elderly, pregnant women. 
critically ill patients, etc.). 

occurring, or remotc*. 

Not expected to occur. 

2 	l 

plicable二赢plc of Probability。：h;arm 
。：_ _ 	} 

一 一一〕 

4 

-4一 3 

Occurs every time'. 

Good chance to occur; considerable certainty so uccur or 
reasonable p吵ability*. __ 

{Expected to occur from time to time (e g,no clear trend), rare扮 

;Inconceivable, nut possible. 

Check Ap 
Lev 

'Corresponds with probability levels set forth in FDA's CDRH RIlE Form Version 3-1 Ol/I22OO7. 

入ote: If harm has already occurred as a result oF the Issue under review, their 

Probability level zero (0) and one (1) can only be used if the investigation shows the harm was the result of。。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 

Comments about probabifi汀 of harm rationale: 
Probability of harm considers both hardware reliabibty, safety mechanisms incorporated into the ventilator to prevent harm 

,including operator warnings, and hospital practice 运 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 
probability for harm. For the failure and the hazardous situation to culminate in patient harm, the following mitigating 

QST4.4746_ Rev. C 
	

Respirotilca Confidential Information 
	

Page 5 of 8 

RESPIRONICSC Health Hazard Evaluation Form 



3 

icceputble 

tcceptable 

icceptable 

,er Analysis 

工、一 
I_ 

4 

Unacceptable 

Unacceptable 

Unacceptable 

Unacceptable 
撇 

Acceptable Acceptable 

RESPIRON!CS、 Health Hazard Evaluation Form 

Warning 认 operator manual to use a separate 02 

Wanting to use the Nurse Call functionality as a 
patient failure. 

concentration monitor. 

backup to the ventilator's prirn.ary alarm when ventilatrng an at-risk 

广
褚

l
‘
、
．

、
．
 

Standard practice of physiological monitoring Sp02. 

Ventjlator 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. 	 i 

.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'. 

竺神＿associated spreadshec鱿SPI Bus Review Decision Tree An呼脚？...,．肿共胆朴州’何supporting analysis ___ 

Step 111. Health Risk Assessment Conclusion: 

Severity 
一 、 一 	二二’{:：二 	二二：：二：二二 一‘ Probability 

2 

4 Unacceptable 

人cc即to汉e 

Further Analys 
Required* 

Acceptob犯 

Ace即曲le 

Acceptable 

人cc即叻犯 

must be documented in section C below 

i Note: The original premarket nsklbenefit 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 
document make the final determination 

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

Severity: 旦 Probabtlity 	二 Unacceptable 

B. 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 sri！坦 
acceptable. Is the summary of all the risks acceptable or not acceptable? 

豁止一 
鳌＿止＿_＿一 

Accep叻Ic 

Unacceptable 

Unacceptable 

护一”",~”汉娜～一一，、一一，卜 ～ 

0 
， 一 1 一＿ _~,～粼～ 

s and/or appmpriate justification *lithe results of a risk evaluation fall into one of these two cells (3xl or2x2), then。risk/benefit analysi 

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・  
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RESP}RON 1CS。 Health Hazard Evaluation Form 

Health hlazard Evaluation Conclusion: 

The response to the hazard identified within this HHE must account for both 翻 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, at aL Mortality in Multicenter Critical Care Trials: An Analysis of Interventions With a Significant Effect. Crit 
Care Med. 2015;43:1559-1 568) 

However, due t o the occurrence rate of breakdown of the SF! Bus communication link in clinical settings, some hospital 
personnel have opted to request FC086600026 for entire fleets of V60 ventilators. The Decision Tree analysis tilled, "SF1 
Bus Review Decision Tree Analysis Final Draft.xlsx" derives the number of related events which may occur in the field 
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(幼 Over Next $ Years 
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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 SF! 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 identif'ing 
ventilators susceptible to SF! Bus communication link breakdown and performing FC086600026 to remediate the 
associated risks. As shown in the graph above, the risks associated with SPI Bus communication link breakdown outweigh 

；比a benefits of no field action.. 

恢 
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龟夸 
丁.1 
》咦双那乙 

0 

洲脚叱名。，7 

Date Signature 
Zoran Psenicnik, Sr. Manager, QA Engineering 

月伙之 

Approved by Quality Engineering: 

、和 by Site月&J Lead: 

Date 

外C尔tt, Head of Q&R (HRC) 
Signat 
Doria!. 

了
广
 / 

Date 

RESPIRONICS" Health Hazard Evaluation Form 

Step IV. Outcome approved by the following individuals: 

Prepared By: 

份军其蒸丁＿ ,'. 
Signature 
Ian Thorson. Sr. Ouality Engineer 

 

必吸点全炙立熟、决 
Date 

 

S gnature 一、－－一－－一叭’… 
David Rogers二 Principal 塑ccric. 里 E殖旦eer 

Approved b: 

  

Signature 

  

Date 

Adam Se丝弘 MD, Chief Medical Officer (}眼C飞 

Approved by Product Manager: 

卜！・ .t4
， 一 	ate ignature 

I%Tjce President for the Business: 

刀凹 
Signatute 
Ojas A. Buch, Head of O&R, PCMS 

你on obtaining all signat“二，scan compkt'd HI-I/i户rrn and vault in the electronic CAPA Record 

O 卜、今之乏么八艺D ‘口目它D 一 O&J1 人人人t蜘必幼，叮“、‘ p。八‘ 闷冰吞已 ，'- E乞 J'1乙．，认仁 ‘叭‘人，．忆乙

产减吞',. ，口 落‘吞乙‘ 、b..( t' ‘。泛之它己丫． 笠几，r, 合碱 之住心代娜 
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