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KE R-SUDEIZEIRR /NILRAFIA—E—

B NLF: Oximeter, Reprocessed (/N )LAF XL A—45—) 184

510(K) No. B B A2BH
K012344 VANGUARDDEE/NJLRAFF A= H— VANGUARD MEDICAL CONCEPTS INC. 10/04/2002
K012677 | BAEINI=/NILAFFIA—EtH— STERILMED INC. 03/28/2003
K012715 |HYGIA HEALTH SERVICESO BALE S =7 JLavkD-25 Oxisensor |I|HYGIA HEALTH SERVICES INC. 08/01/2003
K041127 |ZEE % : BREBINIZOXIMAX/NILAF FIA—F 5 — STERILMED INC. 09/23/2004
HYGIA HEALTH SERVICESO B LEEN = OXIMAX SENSORSET
K041867 L #HHS-MAX-A HHS-MAX-AL HHS-MAX-N HYGIA HEALTH SERVICES INC. 09/10/2004
K042316 VANGUARDDBE/NLRFFL A—2tEH— VANGUARD MEDICAL CONCEPTS INC. 01/06/2005
K063661 |RENUMDBEE SN T=NELLCOR OXYSENSORET /JLD-20§&L10-20 |[RENU MEDICAL INC. 05/25/2007
K072194 |RENUDBELE SN T-NELLCOR OXIMETRYt>H#—E7F/LD-25N-25 |RENU MEDICAL INC. 11/29/2007
HYGIA HEALTHSERVICESO B ALELNCS > % —E T JLHHS-
K080424 1858HHS-1862HHS-18604 & \HHS-1861 HYGIA HEALTH SERVICES INC. 05/28/2008
K081238 | BAEINI=IIENILALF A=t H— ASCENT HEALTHCARE SOLUTIONS 07/29/2008
K092368 |BALEINT=/\LAAFIA—EEIH— STERILMED INC. 11/03/2009
K101280 |[hEEHBLELL2—THLEINIZ/ LA X A—4T0—T MIDWEST REPROCESSING CENTER LLC 10/07/2010
K102560 |HAEBINfz/ILAAFIA—EE Y — STERILMED INC. 02/18/2011
K110723 |BAEINfM-LNCSHF ARz H— MASIMO CORPORATION 07/28/2011
K111773 R\ENU* MEDICAL REPROCESSED OXIMAX SENSORS: gk A/NRELIR RENU MEDICAL INC. 11/16/2011
BLURAFR—F
K181738  MedlineReNewal D BALIEE h1=OxiMax/ $ LR A5 AR 4224 — (Sd‘gg',fﬂa;(;[i‘rfg“me”t Service and Savings Inc 43555919
MedlineReNewal D B AL & f=MasimoLNCSS ) — XA B L V/NR . ) )
K191018 FISpO2ERE 124 — Surgical Instrument Service and Savings Inc ~ |07/03/2019
] _ . N Surgical Instrument and Savings Inc (dba
K201699  MedlineReNewal D B LIS 7=NellcorOxiMaxSpO2+t> 4 Mediine ReNewal) 07/22/2020
52  Mitsubishi UFJ Research and Consulting (.) MUFG
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KE R-SUDEFRRR A7 534 —BUEIRT L
B LIF: Dialyzer Reprocessing System (¥ 4 7S4S —BAEL XTL) 144
510(K) No. qa b ABH
K013713  ARMEBEELIEH ALCAVIS INTERNATIONAL INCORPORATED 07/15/2002
K024076 ~ MAKY21.158 A 754 ¥ —BLES X T L HDC MAQUINOLAS LLC 09/26/2003
K091360  |CLEARFLUXA A 7S5A Y —BULEL X T L NOVAFLUX TECHNOLOGIES 11/03/2010
K820695 BHESX A 7S —)TOtyH—#ADR-22 TEXAS MEDICAL DEVICES INC. 04/29/1982
K821863 HAAT7SAYF—HULEL XTLDRS4 SERATRONICS INC. 10/18/1982
K830574  RENATRON DIALYZER REPROCESSING SYS RENAL SYSTEMS INC. 03/29/1983
K860026  ULTRAMAXIIZ A 7544 —BNEBEE MEDICORP INC. 03/14/1986
K860674  DRS-44AT7SA Y —BUNEL T L SERATRONICS INC. 04/07/1986
K874034 ADR-22BE#HHZ A7/ ¥ —)TntyH— BIODYNAMICS CORP. 10/23/1987
K904210  |RENATRONIZ A 754 ¥ —BNE L X T LRS8330 MINNTECH CORP. 11/27/1990
K914580  DRS-44 A 754 —BUEBL T L SERATRONICS INC. 02/24/1992
K931336  DRS4A A7 —BUEL T L SERATRONICS INC. 04/18/1996
K944492  BATSAF—BREIRT L G.E.M. WATER SYSTEMS 08/28/1995
K944539  DRS 4ND #A 754 F—HNEL T L SERATRONICS INC. 11/29/1995
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B NLH: Catheter, Recording, Electrode, Reprocessed (il B D BEBREHAT—T I, BIBLLE) 624+

510(K) No. A pioE A A
K012523 BUEBEISh-EXEBEEZHAT—TIL STERILMED INC. 08/14/2002
K012678 ﬁk@éht{%ﬂéhf_ﬁﬁ':tiﬁ"%"ﬁ’)%ﬁﬁ?—?)b STERILMED INC. 08/14/2002
K012687 VANGUARDBALEZEREBFHT—TIL VANGUARD MEDICAL CONCEPTS INC. 08/01/2002
K012688 VANGUARDBLEZEREBEFHIT—TIL VANGUARD MEDICAL CONCEPTS INC. 07/31/2002
K022316 VANGUARDBULEZEREEFNT—TIL VANGUARD MEDICAL CONCEPTS INC. 10/10/2002
K023180 VANGUARDBALEZEREBEFHT—TIL VANGUARD MEDICAL CONCEPTS INC. 12/12/2002
K030026 BALEIN-EREEZMAT—TIL ALLIANCE MEDICAL CORP. 05/02/2003
K030114 VANGUARDEBLEZHEREBFHT—TI VANGUARD MEDICAL CONCEPTS INC. 03/21/2003
K030187 BULEIN-EREBEZNAT—TIL ALLIANCE MEDICAL INC. 09/24/2003
K030279 BUEINEE '—:\.EIE—':LE’HJ?—?)L ALLIANCE MEDICAL CORP. 10/03/2003
K040751 VANGUARDBALEZEREBEFHT—TIL VANGUARD MEDICAL CONCEPTS INC. 03/10/2005
K042074 VANGUARDBULEZEREEFIT—TIL VANGUARD MEDICAL CONCEPTS INC. 03/09/2005
K043392 BAUEIh-EREBEZMAT—TIL ALLIANCE MEDICAL CORP. 03/25/2005
K043393 BUAEISNIZEPT//O0—BREBEHAT—TIL ALLIANCE MEDICAL CORP. 03/23/2005
K043513 BEIN-B Miiéhtfﬁr]_fﬁﬁﬁéﬁbiﬁ% SEThT—TIL STERILMED INC. 03/01/2005
K050763 VANGUARDBALEZHEREBEFHT—TIL VANGUARD MEDICAL CONCEPTS INC. 06/01/2005
K051043 VANGUARDBULEZEREEFIT—TIL VANGUARD MEDICAL CONCEPTS INC. 06/06/2005
K051220 |BAEIhI-RAAIEGEREEFIHMAT—TIL STERILMED INC. 06/14/2005
K052414 BULEIh-EREEZMNAT—TIL ALLIANCE MEDICAL CORP. 11/16/2005
K052603 BUAEINI-DAIGSA I I/ VY—EREBFEHT—TIL ALLIANCE MEDICAL CORP. 11/16/2005
K061045 BUABEIh-EREBEFEMHT—TIL ALLIANCE MEDICAL CORP. 08/31/2006
K081329 BUAEISh-EXEEBEEMAT—TIL ASCENT HEALTHCARE SOLUTIONS 07/09/2008
K082023 BEIN-EREBEZMIT—TIL ASCENT HEALTHCARE SOLUTIONS 09/16/2008
K090323 BULEIN-BEREEEMNIT—TIL ASCENT HEALTHCARE SOLUTIONS 04/01/2009
K092158 BUEIN-EREBEEZHAT—TIL STERILMED INC. 01/14/2010
K100254 BUBEIN-CSZRTZHMBEREEFMAT—TIL ASCENT HEALTHCARE SOLUTIONS 05/28/2010
K101789 BUEIh -EXEEBEEZHAT—TIL STERILMED INC. 08/19/2010
K112232 BUBEIN-EREBFNIT—TIL STRYKER SUSTAINABILITY SOLUTIONS 09/26/2011
K112292 BALEIN=2515NAVAI EBEREEFHT—TIL STRYKER SUSTAINABILITY SOLUTIONS 10/21/2011
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KE R-SUDAERIKR (DMEAT—TILEEE(2/3)

B NLH: Catheter, Recording, Electrode, Reprocessed (i)l B{EH D BREHhT—TIL, BIELE) 624
510(K) No. ELT % &:EH
K121158 BUEBEISh-EXEBEZHAT—TIL STERILMED INC. 08/06/2012
K150357 |BAEIh-BREBZZMAT—TIL STERILMED INC. 08/27/2015

S Swn T
K153006 f%ﬂigsj:l.f_7J/NAVI:IEBJ:U?J/ZS’ISNAVI:IEI EREEF(EP) STERILMED INC. 06/23/2016
K153153 BULEIN-EREBEZNIT—TIL INNOVATIVE HEALTH LLC 03/14/2016
K160242 BEIN-Livewirel®#ft AT RESBREP AT —T /L INNOVATIVE HEALTH LLC 05/10/2016
K160303 | HAL¥EIHh-PolarisX Steerable DiagnosticEPAT—7 )L Innovative Health LLC. 05/10/2016
BRESN-REL\E 1 OptimaPlus Steerable DiagnosticEPhF—7 ILE )
K160421 MIBEh fzInquiryOptima Spteerable DiagnosticEP??v‘-—v_'}l« Innovative Health LLC. 11/02/2016
K160496 BUBEIN-FEOEHE R AT EELZIEPAT—TIL Innovative Health LLC. 06/10/2016
K161393 | BAEIh =4 —E4—STEHMEAI AL B EPAT—TIL Innovative Health LLC. 10/26/2016
K161464 BUBIN-F 4TSI F VTR AR LS EREBREAT—TIL Innovative Health LLC 09/30/2016
K161769 ﬁkﬂéhtrv—ﬂ) SHTEREEPNAT—TIL INNOVATIVE HEALTH LLC. 12/06/2016
K161827 BUESh - ICESHEREEEAT—TIL INNOVATIVE HEALTH LLC. 12/08/2016
K162251 BUBIN A\ (X U EREBFNT—TIL Innovative Health LLC. 12/21/2016
K170922 g%ﬁéﬁz‘é"gi’fteﬁi?églj 1?;)%7 TIBRESNI-WebsterCS |- ive Health LLC. 06/22/2017
K171277 BUEIh-ELEHOER ‘f{ﬁt_f BEMEPAT—TIL Innovative Health LLC. 10/23/2017
K171503 BAEIhi-CristaCathEZiEREEBFHT—TIL Innovative Health LLC. 10/05/2017
K171788 BALEIh-HaloXPEZ T EREBFhT—TIL Innovative Health LLC. 11/03/2017
K180710 LiﬂéhT_DecaNav SETEREBFEAT—TI Innovative Health LLC. 06/19/2018
K181056 | HBALEINT{-CSEHBERELEBFHT—TI Stryker Sustainability Solutions 01/24/2019
K181458 | HBAIBIN=TRN\A/HFLEoY—xIcABIvEL S hT—TIL Innovative Health LLC. 10/27/2018
K181618 | BAEINI-TorqriZBiEPAT—TIL Innovative Health LLC. 10/18/2018
K181897 | BAEINI-Marinri2BrEPAT—TIL Innovative Health LLC. 11/15/2018
K182386 ﬁk@éhtﬁ_;@;? MEREEFNAT—TIL Innovative Health LLC. 04/23/2019
K182488 | HBUEBIhI-IGEZWHESLEESHT—TIL Innovative Health LLC. 02/22/2019
K190127 | BAEIhf-LivewirelZ it Al fE S ER EBFHT—TIL Innovative Health LLC. 08/23/2019
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KE R-SUDEERIRR (DIMEHT—TILEEE(3/3)

B NLH: Catheter, Recording, Electrode, Reprocessed (il B D BEBREHAT—T I, BIBLLE) 624+

510(K) No.
K190980  HAL¥EIN-WebsterDuo-Decapolar DiagnosticEPA7—7 /L Innovative Health LLC. 07/01/2019
K191170 |BREIN:RER/ ISP ARATELRFEREEEHT—TIL ‘Innovative Health LLC. 10/30/2019
K191880 BAEINhFEEAIYELTBHEREEFNNT—TILEERTS Innovative Health LLC. 12/11/2019
K193263 BUEShI-AchievehT—TILIEH—T L Innovative Health LLC. 01/24/2020
K200205 |BAEBINIFRN\AHFLARIYEL T HT—TILE Y —DEX Stryker Sustainability Solutions 05/13/2020
K203261  BUOEIN-EOEbHEIEMEEEASEPAT—TIL Innovative Health LLC. 03/05/2021
BB I F-WebsterCSM A A MEPHT—T L BB S f~WebsterCS )
K203655 WA EBMEPHT —T L (E BHIDHZ) Innovative Health LLC. 05/04/2021
o = " N N 2 BEFr ISR A Bhg = =
K211276 ﬁmgéhtg AT 2YIFYTBEUXTRFARGBMBRERENT =T |\ ative Health LLC. 09/15/2021
56  Mitsubishi UFJ Research and Consulting @ MUFG
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KE R-SUDERIKR EMEHTEEHE(/2)
= JOW: Sleeve, Limb, Compressible (L E$EBOF RRAEHR)—T) 424
510(K) No. e T35 &:EH
K012403 VANGUARD!)Z7O+RXav7Lyiavi—Avk VANGUARD MEDICAL CONCEPTS INC. 10/17/2001
HYGIA HEALTH SERVICE REPROCESSED KENDALL SCDRY)—JET
K012417 JL #5329 5330 5345 5480 HYGIA HEALTH SERVICES INC. 04/08/2002
K012597 |BEShi-BRBESNhI-EHER)—T STERILMED INC. 02/11/2002
K012650 HYGIA HEALTHSERVICESIZNUTECHZ Y Sw T2 BMELELT- HYGIA HEALTH SERVICES INC. 04/12/2002
HYGIA HEALTH SERVICES REPROCESSED HUNTLEIGH FOOT
K012651 WRAP MODELS FG 100 FG 200 HYGIA HEALTH SERVICES INC. 04/12/2002
HYGIA HEALTH SERVICES REPROCESSED HUNTLEIGH FLOWTRON
K012654 DVT SLEEVE MODELS DVT10 DVT 20 DVT 30 DVT 40 HYGIA HEALTH SERVICES INC. 04/12/2002
K012657 HYGIA HEALTHSERVICESIZNUTECHA—25v 7 BALELEL= HYGIA HEALTH SERVICES INC. 04/12/2002
SURGICAL INSTRUMENTS SERVICE
K012658 BUEBIN-EREYLR)—T AND SAVINGS INC. 05/14/2002
K012675 BRESh-FERAFAENMETS 7 v)LarTLyiarX)—J/5y7 ADVEN MEDICAL 02/12/2002
K012956 gg@é}?”” SERVICES REPROCESSED NU TECHCOMBOET L 1y A HEALTH SERVICES INC. 04/11/2002
HYGIA HEALTH SERVICES REPROCESSED NOVAMEDIX IMPAB
K021509 MODELS 5065 5075 5087 5089 HYGIA HEALTH SERVICES INC. 12/24/2002
K021528 BAESINI-VENODYNEL—4 o v )LaviLyiavA)—J/15v7F ADVEN MEDICAL 08/21/2002
K021654 BUEBSNh-ERR)—T ALLIANCE MEDICAL INC. 02/05/2003
K022753 BLNMETO— ooy LarTlyiar A —J/5y T & FERLE-BILE MEDICAL DEVICE SERVICES 11/14/2002
K024074 BUESNh-ERR)—T ALLIANCE MEDICAL CORP. 03/07/2003
K024087 BUEBESNh-ERR)—T ALLIANCE MEDICAL CORP. 03/11/2003
K031189 UUHCHEBEHMHER)—TTINA(R g[llllzl/I%R;SWY OF UTAH HOSPITALS AND 10/16/2003
K031722 JSABEERR)—TT/IN(R JACK SPEER AND ASSOC. INC. 11/25/2003
— s WHEATON FRANCISCAN SERVICES
K033615 WFSIOBURIBESN-FEHR)—TT/INAR INC. SUPPLY CHAIN 02/13/2004
K040065 JSADBMEBIN=EMBRA)—TT/NAR JACK SPEER AND ASSOC. INC. 03/29/2004
K051227 RENU MEDICAL REPROCESSED ALP 1 CALF GARMENT MODELALP1 RENU MEDICAL INC. 04/07/2006
K051438 ;/ANGUARD REPROCESSED COMPRESSION GARMENTS (HILL-ROM ALLIANCE MEDICAL INC. 04/04/2006

(HHFT) FDA 510(K) Premarket Notification 57 —42~—Z M 5MURCHERL

117




KE R-SUDAGRINIRL EfHTREE(2/2)

® JOW: Sleeve, Limb, Compressible (L E$EBOFRRAEHKBARAY—T) 424

510(K) No. H& 1o &R:EH
K052691 SURETEKEERBMEIN-EHR)—T SURETEK MEDICAL 05/17/2006
K053316 BUBINh-ERR)—T ALLIANCE MEDICAL CORP. 02/13/2006

HYGIA HEALTH SERVICES REPROCESSED KENDALL SCD EXPRESS
K053575 SLEEVES / FOOT CUFES HYGIA HEALTH SERVICES INC. 02/15/2006
K060049 BUEBSNh-ERR)—T ALLIANCE MEDICAL CORP. 02/24/2006
K060091 ALLIANCE MEDICALCORPORATIOND BALEBEN-FEMER)—T ALLIANCE MEDICAL CORP. 02/17/2006
K090074 HYGIA HEALTHSERVICESBALEBEh=[EMER)—T/TybHTR HYGIA HEALTH SERVICES INC. 04/22/2009
K100909 BUBESNh-ERR)—T ASCENT HEALTHCARE SOLUTIONS |07/23/2010
WMIFLEDVTSY JWMIBRE Y —<)LS5vTET L :RD-1000F RD-1000C
K101035 RT 2000A RT 20008 RT 2000KF RT 2000 WMI ENTERPRISES LLC 10/29/2010
K101087 BUESNI-RESTEPEHER)—T ASCENT HEATLHCARE SOLUTIONS |07/16/2010
MIDWEST REPROCESSING CENTER REPROCESSED SCD EXPRESS
K101330 SLEEVES / FOOT CUFFS MIDWEST REPROCESSING CENTER LMLIgWEST R0 0 =L (eHO S TS 08/27/2010
REPROCESSED ALP SLE
MIDWEST REPROCESSING CENTER REPROCESSED VENODYNE MIDWEST REPROCESSING CENTER
K101702 'g| EEVES / FOOT CUFFS LLC M
COMPRESSION THERAPY
K112838 VASOPRESS REPROCESSED DVT LEG / FOOT GARMENTS CONCEPTS INC. 11/10/2011
RENU MEDICAL REPROCESSED AIRCAST VENAFLOW CALF
K121145 GARMENTS / ALL SIZES RENU MEDICAL REPROCESSED AIRCAST RENU MEDICAL INC. 06/12/2012
VENAFLOW THIGHGARME
CURRIE MEDICAL REPROCESSED ALP CALF / THIGH / FOOT
K140092 COMPRESSION SLEEVE (ALL SIZES) CURRIE MEDICAL SPECIALTIES INC. 04/16/2014
K140813 BREINI=7UF IILSCDIHYRTL ROV TLyiaryR)—T COVIDIEN 07/15/2014
g s Sy ; Surgical Instrument Service and Savings
) W I 1)—
K143166  |MedlineReNewalBEINF=a>TLyiavl) LR)—D (dba Mediine ReNewal 01/16/2015
K161105 BAEShI-a Tyl avi—Avk COVIDIEN 08/18/2016
K163055 BUESNI=7 5 ILSCDIYRTLRATYRHT COVIDIEN 12/23/2016
BAESh-KendallSCDExpressav 7 Lwiav A —J BURESN = -
K163620  endallSCDaY I —kav Ty avR—T St A
K203847 BAEIN=FS A/ LRV Ty H—Ak RENU Medical Inc 05/07/2021
(HFT) FDA 510(K) Premarket Notification 7—%~"—2M5MURCHER
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KE R-SUDARIKR RESAROA—IL

= NLM: Laparoscope, General & Plastic Surgery, Reprocessed (B B3/ RESR A O EHANIA—IL) 234

510(K) No. B i A
K012578 BAEIh-AREND—IL STERILMED INC. 11/07/2001
K012644 BAEIN - ,OA— LA —L ﬁ\lUCRGICAL INSTRUMENTS SERVICE AND SAVINGS 07/29/2002
K024015 BLEIN-HNRENA—ILEN=2—L ALLIANCE MEDICAL CORP. 03/04/2003
K043253 VANGUARDD BB SN iR Fv T ET SO h—IL VANGUARD MEDICAL CONCEPTS INC. 04/08/2005
K043592 BUBEINh-ARENA—IL STERILMED INC. 05/23/2005
K043594 ;ﬂfg@fﬁf&_ﬁj L—FrAA—LEIL—RREA—ILEA ) A\NGUARD MEDICAL CONCEPTS INC. 03/31/2005
K052299 BUBEIh-ARENA—IL STERILMED INC. 05/23/2006
K053585 VANGUARDELIESNI-HEA RETA ASCENT HEALTHCARE SOLUTIONS 10/11/2006
K060676 NESHEMERNRENOH—IL Northeast Scientific Inc. 09/07/2007
K062497 BAEIhI-FOA—)L ASCENT HEALTHCARE SOLUTIONS 01/31/2007
K063788 BUESh-ARENOA—ILEA=2—L ASCENT HEALTHCARE SOLUTIONS 10/15/2007
K070059 BAEIhIzFOA—IL ASCENT HEALTHCARE SOLUTIONS 10/02/2007
K100080 BAEIN-FOA—)LETILBSLTE KUCBSLT ASCENT HEALTHCARE SOLUTIONS 03/19/2010
K111002 BUBEINh-AREKENA—IL STERILMED INC. 07/18/2011
K121240 BUEIh-AREND—IL STERILMED INC. 06/11/2012
K132629 BUBINRFYTrOh—IL STRYKER SUSTAINABILITY SOLUTIONS 12/31/2013
K133414 BRESN-EAES AT L STERILMED INC. 01/22/2014
K153258 I\_/Iedllne ReNewal Reprocessed VersaportV27L—KL XA Surgical Instrument Service and Savings (dba Medline 04/05/2016

TA4AILROH—)L ReNewal
MedlineReNewal[ZOPTIVIEWT-/0C—%{# AL T SURGICAL INSTRUMENT SERVICE AND SAVINGS
K160740  ENDOPATHXCELFOA—L£#BMELELT- INC 05/06/2016
K172093 BaEIhi-CovidienkAA—)L Renovo Inc. 10/05/2017
BAEINh-IFa T L—FLAMOA—IL; BRAEBShzITFO
K172007 O S A AT Renovo Inc. 10/06/2017
K182828 Me_dllne ReNewal Reprocessed Carter-Thomason Needle Surgical Instrument Service and Savings Inc 04/15/2019
Point Suture Passer
K201511 | BAEIhI-ARERDH—ILER)—T Stryker Sustainability Solutions 07/31/2020
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