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KE R-SUDZEERIAS

INLRAFA T A—R—

B NLF: Oximeter, Reprocessed (/NILAAF A—4—) 18

510(K) No. & X A#EH
K012344 VANGUARDDBULIE/NILRAA FL A—EtEH— VANGUARD MEDICAL CONCEPTS INC. 10/04/2002
K012677 BUNEBINT=/NILAAFIA—2t 59— STERILMED INC. 03/28/2003
K012715 HYGIA HEALTH SERVICESOBLE=N =1 )LavkD-25 Oxisensor Il HYGIA HEALTH SERVICES INC. 08/01/2003
K041127 | ZERE BUEBINT-OXIMAX/\JLAA FL A—Ft 59— STERILMED INC. 09/23/2004
HYGIA HEALTH SERVICESO BLIEEZ 1= OXIMAX SENSORSET
KOA1867 | e MAX A HHS-MAXAL HHS-MAXN HYGIA HEALTH SERVICES INC. 09/10/2004
K042316 VANGUARDDBULIE/NILRAFL A—RtEH— VANGUARD MEDICAL CONCEPTS INC. 01/06/2005
K063661 RENUMDBEALEINT-NELLCOR OXYSENSORETJ/LD-2065&U-20 RENU MEDICAL INC. 05/25/2007
K072194 RENUDBLEINT-NELLCOR OXIMETRYt>H—ET)LD-25N-25 RENU MEDICAL INC. 11/29/2007
HYGIA HEALTHSERVICESO BALELNCS 2% —F T JLHHS-
K080424 1858HHS-1862HHS- 1860 £ TXHHS-1861 HYGIA HEALTH SERVICES INC. 05/28/2008
K081238 HBUEINI=-TIENILAFFIA—F H— ASCENT HEALTHCARE SOLUTIONS 07/29/2008
K092368 BAUEINI=/NILAFFI A=t H— STERILMED INC. 11/03/2009
K101280 HHEIHBLEL A —CELEBEINZ/NILALFIA—42T0—T MIDWEST REPROCESSING CENTER LLC 10/07/2010
K102560 BMEBINTI=/NILAAFIA—2tH— STERILMED INC. 02/18/2011
K110723 HBAOEINF=M-LNCSHAFL AL H— MASIMO CORPORATION 07/28/2011
- [l 1= R)=)
K111773 R\ENL{ MEDICAL REPROCESSED OXIMAX SENSORS: st A/MNRELIR RENU MEDICAL INC. 11/16/2011
BLURFR—b
K181738  MedlineReNewal DB LIRS N 1=OxiMax/ )L RAF AR 24— a”gg'&agéﬁig”mem Service and Savings INC. - 3,55/501
MedlineReNewal D BALE S f=MasimoLNCS 1 J—XH A H LU /NR . , ,
K191018 FSpO21E Rt — Surgical Instrument Service and Savings Inc 07/03/2019
. . . Surgical Instrument and Savings Inc (dba
n, — —_
K201699 MedlineReNewalDBALIE X1 1=NellcorOxiMaxSpO2t >+ Medline ReNewal) 07/22/2020
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KE R-SUDEZBIRR FAT754AH—BUEXT LA

W LIF: Dialyzer Reprocessing System (#4754 —BABI X TL) 144

510(K) No.
K013713 ARMEBIELIEH ALCAVIS INTERNATIONAL INCORPORATED 07/15/2002
K024076  MAKY2L14 A 754 —BULE X T L HDC MAQUINOLAS LLC 09/26/2003
K091360 CLEARFLUXZAT7I5AH—BURES XTF L NOVAFLUX TECHNOLOGIES 11/03/2010
K820695 HENRXATIAH—)TAtyHY—#ADR-22 TEXAS MEDICAL DEVICES INC. 04/29/1982
K821863 A AT7IAH—BUNES XF LDRS-4 SERATRONICS INC. 10/18/1982
K830574 RENATRON DIALYZER REPROCESSING SYS RENAL SYSTEMS INC. 03/29/1983
K860026  ULTRAMAXINZ A 7S5A S —HNEESE MEDICORP INC. 03/14/1986
K860674 DRS-44AT7SAH—FNELRT L SERATRONICS INC. 04/07/1986
K874034 ADR-22BHENFAT7S5AH—)TOtvH— BIODYNAMICS CORP. 10/23/1987
K904210  RENATRONIZ A 754 ¥ —HB0EL 2T LRS8330 MINNTECH CORP. 11/27/1990
K914580 DRS-44A 754 —HULES X T L SERATRONICS INC. 02/24/1992
K931336 DRS44 AT A4 H—HUNES T L SERATRONICS INC. 04/18/1996
K944492  AATSAHF—BUEIRT LA G.E.M. WATER SYSTEMS 08/28/1995
K944539  DRS 4ND # A 754 ¥ —FNEL T L SERATRONICS INC. 11/29/1995
53 Mitsubishi UFJ Research and Consulting @ MUFG

(HFT) FDA 510(K) Premarket Notification F—52~_"—X M SMURCHERL



KE R-SUDKERIK:

DIMEHT—TILEEE

(1/3)

B NLH: Catheter, Recording, Electrode, Reprocessed (DM EEBROBNELT—T /L., BiBLE) 624

510(K) No. & T3 a2 H

K012523 BUEIh-BEREEZEEZHIT—TIL STERILMED INC. 08/14/2002
K012678 HUBIhfEBHIN-ESEBEEZHAT—TI STERILMED INC. 08/14/2002
K012687 VANGUARDBUEZHESRAEBFEHT—TI VANGUARD MEDICAL CONCEPTS INC. 08/01/2002
K012688 VANGUARDBUEZHEREEFHT—TI VANGUARD MEDICAL CONCEPTS INC. 07/31/2002
K022316 VANGUARDEWLIEES liﬁfﬁ'%_&._ﬁ%j:v-—v-)b VANGUARD MEDICAL CONCEPTS INC. 10/10/2002
K023180 VANGUARDHBUEBZHERLEFEHT—TI VANGUARD MEDICAL CONCEPTS INC. 12/12/2002
K030026 BUEIhF-BEXEEZMNAT—TI ALLIANCE MEDICAL CORP. 05/02/2003
K030114 VANGUARDBUEBZHERLEFEHT—TI VANGUARD MEDICAL CONCEPTS INC. 03/21/2003
K030187 BAUEIh-BEXEEZMNAT—TI ALLIANCE MEDICAL INC. 09/24/2003
K030279 ﬁwﬂéhtﬂﬁﬁiﬁ%ﬂ’m-r—wb ALLIANCE MEDICAL CORP. 10/03/2003
K040751 VANGUARDBULEZHESREBFHIT—TIL VANGUARD MEDICAL CONCEPTS INC. 03/10/2005
K042074 VANGUARDHBUEBZHESRLEFHT—TI VANGUARD MEDICAL CONCEPTS INC. 03/09/2005
K043392 BAUEIh-BEXEEZMNAT—TI ALLIANCE MEDICAL CORP. 03/25/2005
K043393 ﬁkfiéihf'EPT7/D‘/—EE":\.EEIE%7JT—T)L ALLIANCE MEDICAL CORP. 03/23/2005
K043513 ,Jﬁr%éhf—ﬁkifﬁéhf—fﬁm‘l HEREEZEZMAT—TIL STERILMED INC. 03/01/2005
K050763 VANGUARDBULEBZHERLEBEHT—TI VANGUARD MEDICAL CONCEPTS INC. 06/01/2005
K051043 VANGUARDﬁUE:" EREBEZEAT—TI VANGUARD MEDICAL CONCEPTS INC. 06/06/2005
K051220 BUEIhf-(RAAIRELEREEZZHAT—TIL STERILMED INC. 06/14/2005
K052414 BAUEIh-BEXEEZMNAT—TI ALLIANCE MEDICAL CORP. 11/16/2005
K052603 | HBUEINIDAIGSATIAVY—EXEEFEIT—TIL ALLIANCE MEDICAL CORP. 11/16/2005
K061045 BAUEIh-BEXEEZMNAT—TI ALLIANCE MEDICAL CORP. 08/31/2006
K081329 BUEIh-BEXEEZEMAT—TI ASCENT HEALTHCARE SOLUTIONS 07/09/2008
K082023 BAUEINhf-BEXEEZMNAT—TI ASCENT HEALTHCARE SOLUTIONS 09/16/2008
K090323 BUEIh-BESEEZMAT—TI ASCENT HEALTHCARE SOLUTIONS 04/01/2009
K092158 HBUMEIhf-BERLEES a,&ﬁb-r—v-)b STERILMED INC. 01/14/2010
K100254 BAUEINf-CSTRITZHEREEBEMAT—TIL ASCENT HEALTHCARE SOLUTIONS 05/28/2010
K101789 BUEIhf-BERAEEZEZHHIT—TIL STERILMED INC. 08/19/2010
K112232 HBUEIhf-EREEZMAT—TIL STRYKER SUSTAINABILITY SOLUTIONS 09/26/2011
K112292 | HWEINT-2515NAVAIEERAEEEHT—TIL STRYKER SUSTAINABILITY SOLUTIONS
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B NLH: Catheter, Recording, Electrode, Reprocessed (DM EEBROBNELT—T /L., BiBLE) 624
510(K) No. 5% 1ok 3 A28

K121158 BUBEIN-EREEBFEHIAT—TIL STERILMED INC. 08/06/2012
K150357 HUuBEIhf-BEXEEZEZMAT—TIL STERILMED INC. 08/27/2015
K153006 ffigf}t”ﬁj UNAVIABEUZYV25ISNAVIIRRBRERE (EP)  orpp) veD INC. 06/23/2016
K153153 HUBEIh-EXEEFMAT—TIL INNOVATIVE HEALTH LLC 03/14/2016
K160242 BAEINf-Livewireig Mt sl BESZBREPAT—T )L INNOVATIVE HEALTH LLC 05/10/2016
K160303 | HALIEZhi-PolarisX Steerable DiagnosticEPhT—7 /L Innovative Health LLC. 05/10/2016
BAEIN - & HEOptimaPlus Steerable DiagnosticEPAT—T ILE .
k160421 AIEEN F-InquiryOptima Spteerable DiagnosticEPjglﬁ'—?)b Innovative Health LLC. 11/02/2016
K160496 | HBAEINI-fUL\EHERMRIELEZMEPAT—TIL Innovative Health LLC. 06/10/2016
K161393 BUEINf-A—ES2—STIEMAIsELZMEPhT—TIL Innovative Health LLC. 10/26/2016
K161464 | HBUEBINFA4TIvoFvTiRERLEHEREEFHT—TI Innovative Health LLC 09/30/2016
K161769 ﬁkﬂéhtﬂ_l—lo)n/ EREEFMAT—TIL INNOVATIVE HEALTH LLC. 12/06/2016
K161827 HUBIhIIGEZHEREERFZNT—TI INNOVATIVE HEALTH LLC. 12/08/2016
K162251 HUEIhf=N\(F UV ZHEREEEIT—TIL Innovative Health LLC. 12/21/2016
K170922 u%%*%@gﬁfﬂfﬁ?@;& ﬂg’j’"_ﬂ LBILESI-WebsterCS |\ - tive Health LLC. 06/22/2017
K171277 ﬁkfﬁéﬂtf'ﬁb“é‘bﬁ*%%%ﬁ_f T BEPAT—TIL Innovative Health LLC. 10/23/2017
K171503 HBAEIht-CristaCathi2 ’:uEIE%jJT—T)l/ Innovative Health LLC. 10/05/2017
K171788 BUEINf-HaloXPEESEBEAT—TIL Innovative Health LLC. 11/03/2017
K180710 HBAEIhf-DecaNaviZhiEREEFEHT—TIL Innovative Health LLC. 06/19/2018
K181056 |HBUMIEIhf-CSZMEREEFHT—TIL Stryker Sustainability Solutions 01/24/2019
K181458 HBUEIN=FRN\AHFFLE H—® AT vE S hT—TIL Innovative Health LLC. 10/27/2018
K181618 HuEIh1-TorqriZBiEPAT—TIL Innovative Health LLC. 10/18/2018
K181897 HBAEINT-MarinriZ2krEPAT—TIL Innovative Health LLC. 11/15/2018
K182386 ﬁ&_ﬁénf_ar—,‘@;’;&ﬁ S REEEMAT—TIL Innovative Health LLC. 04/23/2019
K182488 | BABINf-ICEZHMESREEEHT—TIL Innovative Health LLC. 02/22/2019
K190127 HuEShf-LivewireiftlgEZ i EREEFHT—TIL Innovative Health LLC. 08/23/2019
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B NLH: Catheter, Recording, Electrode, Reprocessed (DM EEBROBNELT—T /L., BiBLE) 624

510(K) No. ! o 3 A& H
K190980 |BALEZIN f-WebsterDuo-Decapolar DiagnosticEPAT—7 /L Innovative Health LLC. 07/01/2019
K191170 BUEIN-RERNNASIILBARAIEFEEREREEBELT—TIL Innovative Health LLC. 10/30/2019
K191880 BAUEIhf-EELTYEVIEZHMEREBZNHT—TILEERTS Innovative Health LLC. 12/11/2019
K193263 | HAIEINf-AchievehT—TILEHS—TIL Innovative Health LLC. 01/24/2020
K200205 HBUBINf=7RNA\A(HFFLARIYEL T AT—TILEoH—0NEH Stryker Sustainability Solutions 05/13/2020
K203261 | BAEIN-FBULEHhEiEMtrIseZmEPAT—TIL Innovative Health LLC. 03/05/2021
BUEINT-WebsterCSW A M ZBEPAT—T L BB I f-WebsterCS .
K203655 WA EBBEPHT—T L (E BHIDI ) Innovative Health LLC. 05/04/2021
HEEREBEHhT—T
K211276 ;ELUEM“LQ AFIVIFVTESUXTRIFARGBIMERERPENT —T | aiive Health LLC. 09/15/2021
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B JOW: Sleeve, Limb, Compressible (DM EFBEOFRAERR)—T) 42

510(K) No. Y % AZB
K012403 VANGUARDYZOtRaVTLwiarvH—AVk VANGUARD MEDICAL CONCEPTS INC. 10/17/2001
HYGIA HEALTH SERVICE REPROCESSED KENDALL SCDRY—JETF
K012417 JL #5320 5330 5345 5480 HYGIA HEALTH SERVICES INC. 04/08/2002
K012597 REIN-BUOEINf-EHER)—T STERILMED INC. 02/11/2002
K012650 HYGIA HEALTHSERVICESIZNUTECHZwrSY 72 BMEBLELE 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 HEALTHSERVICESIZINUTECHA—75v 7 #BAELELT- HYGIA HEALTH SERVICES INC. 04/12/2002
" X SURGICAL INSTRUMENTS SERVICE
o | [ —
K012658 | BAEINTf-[EME)LR)—T AND SAVINGS ING. 05/14/2002
K012675 HBAMBEIN-FRFAENMET—4F5iv/ILar Ty arR)—TJ/5v7 ADVEN MEDICAL 02/12/2002
K012956 ;\gg'&AEFégALTH SERVICES REPROCESSED NU TECHCOMBOET /L HYGIA 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 HBUEIN-VENODYNEL—4> v )LavTLyiarv X)) —J/5vy7 ADVEN MEDICAL 08/21/2002
K021654 HBUEINhf-IEHER)—D ALLIANCE MEDICAL INC. 02/05/2003
K022753 [{ELMETY—4HoiviLar Ly aryRY—J15y a2 ERLE-BNE MEDICAL DEVICE SERVICES 11/14/2002
K024074 BUEINhf-IEHER)—D ALLIANCE MEDICAL CORP. 03/07/2003
K024087 HBMEINf-EHER)—T ALLIANCE MEDICAL CORP. 03/11/2003
K031189 UUHCEMEEHRY—TT/INMAR gt‘l',:l/g;s'w OF UTAH HOSPITALS AND 10/16/2003
K031722 JSABUMIEBEHR)—TTINAR JACK SPEER AND ASSOC. INC. 11/25/2003
" N WHEATON FRANCISCAN SERVICES
- 1] —
K033615 WFSIOBEBIN-EHER)—TT/IN(X INC. SUPPLY CHAIN 02/13/2004
K040065 JSAMBUEBEIN-FEHR)—TTINAR JACK SPEER AND ASSOC. INC. 03/29/2004
K051227 |RENU MEDICAL REPROCESSED ALP 1 CALF GARMENT MODELALP1 RENU MEDICAL INC. 04/07/2006
K051438 VANGUARD REPROCESSED COMPRESSION GARMENTS (HILL-ROM ALLIANCE MEDICAL INC. 04/04/2006

)
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B JOW: Sleeve, Limb, Compressible (DI ESRIBEOFRAEMRR)—T) 424

510(K) No. 85 =% ABH
K052691 | SURETEKEEBABUEINf-EHERA)—T SURETEK MEDICAL 05/17/2006
K053316 HBANEINf-EHER)—T ALLIANCE MEDICAL CORP. 02/13/2006

HYGIA HEALTH SERVICES REPROCESSED KENDALL SCD EXPRESS
K053575 SLEEVES { FOOT CUFFS HYGIA HEALTH SERVICES INC. 02/15/2006
K060049 HBANEINf-EHER)—T ALLIANCE MEDICAL CORP. 02/24/2006
K060091 |ALLIANCE MEDICALCORPORATIONOBMIBEINT-FEHHERI—T ALLIANCE MEDICAL CORP. 02/17/2006
K090074 HYGIA HEALTHSERVICESEUEIN-EHER)—T/TVrHTR HYGIA HEALTH SERVICES INC. 04/22/2009
K100909 HBUEIhf-EHER)—I ASCENT HEALTHCARE SOLUTIONS 07/23/2010
WMIFLEDVTSYIWMIBLEY—<)LS5vTET )L : RD-1000F RD-1000C
K101035 . 2000A RT 20008 RT 2000KE RT 2000 WMI ENTERPRISES LLC 10/29/2010
K101087 |BAIEIN-RESTEPEHER)—T ASCENT HEATLHCARE SOLUTIONS 07/16/2010
MIDWEST REPROCESSING CENTER REPROCESSED SCD EXPRESS
K101330 SLEEVES/FOOT CUFFS MIDWEST REPROCESSING CENTER ["L'gWEST REPROCESSING CENTER 08/27/2010
REPROCESSED ALP SLE
MIDWEST REPROCESSING CENTER REPROCESSED VENODYNE MIDWEST REPROCESSING CENTER
K101702 SLEEVES / FOOT CUFFS LLC 08/27/2010
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 HBAMBEINF=-47 4 I)ILSCDIHRTL RV TLyiavR)—J COVIDIEN 07/15/2014
. . . Surgical Instrument Service and Savings
n - > RYD Sl | — .
K143166 MedlineReNewalBLIBEh-a>TLyia ) LARY)—D (dba Medline ReNewal 01/16/2015
K161105 HBWEInf-arTLyiarhH—Arvk COVIDIEN 08/18/2016
K163055 |HBANEEIN=-7 4 IILSCDIHRTLRATVNAD COVIDIEN 12/23/2016
BAEINn-KendallSCDExpressa>JLwi gy A —JBLEINT- .
K163620  \ endallSCDay 74 —kayv T Ly a2 —T Covidien 01/19/2017
K203847 HBMBINI=+SA/NLARALTLyiavH—ArAk RENU Medical Inc 05/07/2021
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BEEANaA—IL

B NLM: Laparoscope, General & Plastic Surgery, Reprocessed (B BiRZF/BRER B OBEEHANIA—IL) 234

510(K) No. T % ABH
K012578 HBABINnt-HNEErOH—IL STERILMED INC. 11/07/2001
K012644 BAEINnf-tOh—/LEL=Z2—L ISNUCRG'CAL INSTRUMENTS SERVICE AND SAVINGS 07/29/2002
K024015 BAOBIn-HNEAENrOh—IILEA=Z2I—L ALLIANCE MEDICAL CORP. 03/04/2003
K043253 VANGUARDDBULEINI-$LEFvITET S OD—)L VANGUARD MEDICAL CONCEPTS INC. 04/08/2005
K043592 BABInt-HNEAErah—IL STERILMED INC. 05/23/2005
K043594 ;@'ﬁg@fﬁ%ﬂj L—=FrRAA—ILEITL—FFEA—ILER \ \NGUARD MEDICAL CONCEPTS INC. 03/31/2005
K052299 BABInt-HNEAErOD—IL STERILMED INC. 05/23/2006
K053585 VANGUARDBULEINhI-#HEE&REITA ASCENT HEALTHCARE SOLUTIONS 10/11/2006
K060676 NESEANERNMRE,NOH—IL Northeast Scientific Inc. 09/07/2007
K062497 HBUEInhf-tOh—)L ASCENT HEALTHCARE SOLUTIONS 01/31/2007
K063788 BABINf-HNHAErOh—ILEA=Z2I—L ASCENT HEALTHCARE SOLUTIONS 10/15/2007
KO70059 HBUEIhf-tOh—)L ASCENT HEALTHCARE SOLUTIONS 10/02/2007
K100080 HBAUEINf-FAA—/LETILBSLTEKLUCBSLT ASCENT HEALTHCARE SOLUTIONS 03/19/2010
K111002 BAOBInt-HNEErOA—IL STERILMED INC. 07/18/2011
K121240 BAOEBEINF-RNRESOD—IL STERILMED INC. 06/11/2012
K132629 BUEIWf-#LEFyITrOh—IL STRYKER SUSTAINABILITY SOLUTIONS 12/31/2013
K133414 HBUEINW-FHEATLA STERILMED INC. 01/22/2014
K153258 I\_/Iedllne ReNewal Reprocessed VersaportV27L—KL X#47  Surgical Instrument Service and Savings (dba Medline 04/05/2016

T4Hh)ILBA—)L ReNewal
MedlineReNewallZOPTIVIEWTF4 /0 —%{#ALT SURGICAL INSTRUMENT SERVICE AND SAVINGS
K160740 ENDOPATHXCELrAA— LZEBNELELT- INC 05/06/2016
K172093 BAEINhf-CovidienkAAh—)L Renovo Inc. 10/05/2017
BUEIsnf-TFa IL—FLAMAA—)L BAESNWf-TFO
K172097 A= S—HLROA— LR —T 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 | HUEInf-WHRErOH—ILER)—T Stryker Sustainability Solutions 07/31/2020
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