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3TMEDICALSYW,LLC. 
A!BN: TlIWYElY J SmS 
6770 PINE WAY DRIVE 
TRJY,MI 48098 

510(k) No: KO01245 
PEKWNO: 248-879-6968 

ABAFaEriT 510(k) No: KO11801 
AfITNzCLYDEEINZWXL pHce;TE'm : 716-693-6591 
54RIVERWWAVE 
TCNMANDA, NY 14150-5260 

-REHABDEhsIaS. INC. 510(k) No: KO12281 
ATIN:luNDAlL~ ’ 
32025 INDUSTRIAL PARK DR. 
PINEHURST, 'IX 77362 

PI6eE’m :‘.p81-356-1950 

AcEmAY, INC. 
2XCTN:E.ECtUGZ FLOYD 
57ODELFUXAvE. 
tZmEm%E, CA 94085 

PhloNw. INC. 
PHNXLIDINETESiDEVICE 
ATJN:EEmRD TUNG 
4108 SBRENBJ VATJXY EwD. 
SANDIMX), CA92121 

Aam-, INC. 
ATIm:- TuIiG 
4108 - lCXUY PLVD. 
SANDIECQCA92l.21 

AODNW, INC. 
AilTN:m WHITE 
163 cI!AEDT ,I~TEEZ 
EzlvERLY, MA 01915 

AESWIAP, Iw. 
ATrN: LIsAMm 
3773 m PmY. 
cItERER=, PA18034 

510(k) NO: KO11024 
F'HCNE No : 408-522-3740 

510(k) No: KO11730 

PI-KNEND: 858-535-2030 

510(k) No: KO12215 
FTDNENO: 858-535-2030 

510(k) IQ: K012252 
PJXUENO: 

510(k) No: KO11962 
PHXENO: 44 146 067925 

510(k) NO: KO11102 
E'EKNE NO : 800-258-1946 

DEVICE: 3TL. V. 
SE DECISIGX MADE: 
510(k) m 

DEWICEi:FJTURATOFC?G'NoNGAMA-2 
SlZDEcISICNIGDE:16-AUG-2OO1 
510(k) SmnmEMT 

DEVICZ:lW-2~EW@RTILT/pclwERRECLINE SYm, 
SE DECISICH WE: 01-AuG2001 
510(k) SUMMARY Am IXBl FDA 

DEVICEJ:cyBETiKNIFESY~ 
SEDECISICNMADE: lo-AUG-2001 
510(k) ,sU&MWY Am m FDA 

DEXtCE:ACNpcPCNE+SIEl?FHFNXCLIDINETESTSIPIP,ACIX'?FC%'CNE-SIW 

sED?ICISIoNMADE: 09-ACK&2001 
510(k) SiJMARY AVAILXWi FXM m 

DEVICE:QUIK-.C.HHX~~TEST 
SE DMJISICX WE: 07-AUG2001 
510(k) SUMNARY Am EFXX FDA 

DEiVICE:@llKdXlECK GWLWICNE'RFDI(TIoR 
SEDE!CISIoNM?sDE: 24-AU'&2001 
510(k) SW?&%% AVAILMLE m FDA 

DEVJXE:ADVAN'RXZ l-3AP.rm (THC) AN0 ClXAINEHaMEDmm 
SEDECISICNNADE: 09-AUG2001 
510(k) ,SWGRY AVAIIMLE EFFZM FDA 

DEVICE:iW!ERI~CRUCIATELI~(w=L)~~~~ 
SE DECISICN MADE: 03-AZ-2001 
510(k) StJM@BY AVAIIABLF: I l?DA 
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AFs(uLAp, IN!. 
E 
A!mN:sTEvE IuimzmR 
13221 MARIOJITE Pixcx 
SAN DIEGO, CA 92130 

ALiGEGmHE!AIJma3Re. 
ATm: ERICR b5s+nlJ- 
15ootwlKFmNRD. 
MXAWPARK,IL60085 

ALcmW.~ LTD. 
ATTN:KELvIN BuHwxTc;6-Is 
10 FAIRFlELD BLVD. 
wALLIN-, cc 06492 

AMERICANDEwT-w,IIGC. 
ATIN:VRG-MANHE(HOIE 
514OSANFEmANmFaD 
Gr.mamx, ca 91204 

AMERIC%NDWT'-AU,INC. 
mXNXZ%ANHmIE 
5140 SANFERNANWRDAD 
GILEmxm, CA 91204 

510(k) No: KO11372 

PHCUE ND : 619-977-1465 

510(k) ND: KO11721 
PHONE F$I : 847-785-3337 

510(k) m:.$Ol2080 
PHt3lE No : 203-269-5088 

510(k) IWz KOl2253 
PENENO: 203-269-5088 

510(k) ND: KO11705 
PHCiG No : 8X3-662-0618 

510(k) N): KO11706 
PEKlNE ND : 8X3-662-0618 

AMETWANDEMIBL T@BWLCGIES, INC510(k) No: KO12213 
A!rm:Jcx-lN VICKERS pHoNEN3: 361-289-1145 
5555 BEaR LANE 
wRPus~sTI,Tx78405 

i+MERmNMEDICALSY~,INC. 
AFTI=N:GmSW 

510(k) No: KOll251 
F!EfX3 No : 952-930-6541 

10700 EmN RD., WEST 
-, MN 55343 

i%iitSMfi%JWDR?M 
510(k) IQ KOl2754 
FBAENO: 610-644-8990 

59OE.L?NMTERA= 
FRAZB?, PA 19355 

DEVICE:AE+WJMP,~.SAFILQTJICXS!NHWICABsoRBABLF: bsuFGIcaLsclTuR 

SE DEiCISICN MADE: Ol-AU&2001 
510(k) cXMM&RY AVAILAEW F!RX FDA 

DEXtCE:ESJXF&STERIU mLYIScmENEfsuFG1m(=LcsIJEs 
SEDEXXS1CNb!?!DE:14--Aw=-2001 
510(k) SUNWiRY A- FRX FDA 

DEVICRSSD-5000DI?GMSTICUL~SYSTEM 
SE DM=ISIcX MADE: 29-AU&2001 
510(k) +SOMWY Am FlMM FDA 

DEVICRSSD-1~DIAGWSTICULTFWXmDSWTBl 
SETDM=ISIoN&!ADE: 30-AU&2001 
510(k) fiXM%RY AVAILMLE FFW FDA 

DEVIg: SWREXWT .-' 
SE DECISION WE: 03-Am-2001 
510(k) iTnUmmm 

- 

DEVICE: FLMIc2hsT FBIMZ . . 
SEiDECISICNMADE: 06-AUG-2001 
510(k) z5mIBGW 

DEYICE:GULIUERANDCTsASSEA 
SE DECISION MADE: 13-AU&2001 
510(k) SUMMARY AVAIUBLE FRBl FDA ' 

DEVIC!E:SE'ARCsL;EIw=S!tSTm 
SE DECISICN MADE: Ol-AUG-2001 
510(k) SUMMARY AVAI.W%E FR.X FDA 

DEWICEi:EZ SEX'INIRJSICNSET 
SEDECISICNMADE: 27-A=2001 
510(k) SU+WY A= FRX FDA 
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APEXDEFNTAL w, INC. 
ATTN: swrr lAMERAND 

510(k) No: KO10544 
PIHXENO: 847-490-1014 

603 BERKLFY (xxE?r 
-, IL 60194 

APEXDENTAL m, INC. 510(k) ND: KO10547 
m: l!xmT lAMERAND PHCNE ND : 847-490-1014 
603 BELRmEYwuRT 
tsammJm, IL 60194 

APExm1CALcoRp. 
mEL Ts-140600 

510(k) No: KC02339 

ATIWzDANIELLEE F'l=KNEiuD:-ii86 226 954122 
1oM FL:, Iw3. 31, LANEi 169, 
KANG ivIw ST. 
HsImlHam,mIPExHSIm, 

AJ?PLIEDMEmCAT.l -, INC. 510(k) ND: KOl2476 
A!rIN: (z73RLs z2vvItDm PEDNEIKO: 216-475-5577 
15653 NE0 maJy. 
(IXDnWW, CH 44128 

APPRImlaDIcaL,IMc. 510(k) No: KOl2489 
~(WITHD~),~~PL-12-12-09,PG12-12-10 
AlITN:MIcHAFL IcxBER PlStEi NO : 408-616-5203 
777 MRIHPASTQUAAVE. 
SUIWVAU, Ca 94086 

l-smREx, IIK.. 
ATm:ANN msE 
2885SWTH I-?SBSX DR. 
NfdPLEs, FL 34104 

510(k) m: KO11495 
PFKNEXO: 941-643-5553 

ASTRATJZCH, INC. 
H?TN:EiRWZRHANNING 

510(k) IW: KOl.2374 
PIENEW: 508-393-3100 

96WESTMAmtn'mEz' 
-, MA 01532 

ATFacuFc3, INC. 
mMmKLFRIEmm 

510(k) IQ KO11722 
PKNEtNo: 513-7554105 

6033 %WlMQERPARKDRIVE 
iaisT cz-EsIm, CHIO, a-3 45069 

A!lxszmmFiG 
ATTN:cHRIm TUFXAT 
17, PARC D' ARBORA 
SOUC~ENJARREST, 

510(k) ND: KOl.2369 
F!HCNEIW: 33 4 78056969 

DEVICE: VETfiZX L/C ~ICDIRECl'i%NOINGl?A%E 
SEDEcISICNMADE:1O-AUG-2OO1 
510(k) SUMMARY AWILABLE ETad FDA 

SEDECISIC@TM&DE:16-A%2001 
510(k) = AVAJMBIE F'Fal FDA 

510(k) +SUMWRY AvAILAEa EFQ.l FDA 

DEVICE:~,TW%SBAPm~ TUB mEL g-2010 
SEDEZISIONM?aDE: 31-AW-2001 
510(k) .QATmEm 

DEVICEi:~IFICZYl?ICNTD:X-SEFI'TRAN~ SHEALTH AND TiuANsITI& CAT 

SEDECISICNNADE: 30-AU%2001 
510(k) SUMMARY AVAIL&&T FRW FDA 

DEVICE: AEUWEXBIC-K%TANDWhSHER 
SE DECISION HADE: Ol-A%2001 
510(k) SiUMbWY AVAIIWLE EFmf FDA 

DlNICE:ATRI~BIFQWi -a SYm 
SEDECISICNMADE: 30-AUG-2001 
510(k) SUMMARY AVML?GLE Fficpl FDA 

DEVICE: BASIC, EpxlELs BASIC 1, BASIC 2, AND BASIC 3 
SEDEcISIC$7~E:1O-?QG-2OO1 
510(k) SUM&WY AD FIMM FDA 
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AxYAMEmaiL,INC. 
ATmzHamRDLSamAYER 

510(k) In KO11912 
PKNENO: 609-924-9510 

loo - QENTER 
l9uITE444c 
BEVEFUJY, Ma 01915 

DEVXE:2r%3DEL2000 AxYALmPSELF-mPPmEmEANam,mlxl2OGO 
SE DECISICX MADE: 31-AUG2001 

510(k) SUMl?@Y AVAIL?@U F'FW JTDA 

BASIC DENI?& IMPLANT SYSTEXS, I-X.510(k) No: KO12299 D~~:~IFIcATIcNTo:~~posTAND~IIFoRTHEBAsICD~ 
LIMEU.WSYSTEM 
AYlTN:DAN BL!Mmax 
3321 WLUMBIA, N.E. 
WE, NM 87107-2001 

PHCHENO: 505-881-1376 SE DECISION WiDE: Ol-AW2001 
510(k) fiWMU!Y AWULABLE F!Md FDA 

EWMEFR S.A. 
-ATIN:mwRREA FARXOJR. 
AV.PRW.AN'ICNIOTAVAWS 
LETTE NR: 181 
mxmuM,SroPAuLo, 

BXfEftCDEQ. 
ATJN:WILLJZNJPIGN7+lO 
63 IKBTH ST. 
MEDFm, MA 02052-1688 

BECTCNDICKfNSCXT'&a3. 
ArssN: Me WENDY w 
1BECIWDRIVE 
Fl?zmmm LAKES, w 07417-1880 

BEIJING Rl!wEm IATEx~ucrs 
ATIN:wAIG YANNAN 
No. 3ocscxm-l --, 
-=fJ 
CHIykJAI, BEIJING, P.R., 

BEsT~caMpANy 
ATm:DAvIDcYouIE 
579 EDISm STREGT 
MENLO, GA 30731 

BIO-RAD- 
EL2,?axgLs 641AND 642 
Alzm:MARIA zEEATLm 
9500 - RD. 
IRVINE, CA 92618-2017 

BICS%T,INC. 
ATTN: CAROL IAum 
AIsmTIMIUrnPARK 
P-0. Box 587 
PWSAW, IN 46581-0587 

1% 

510(k) No: KO11504 
PKNENO: 551 938 063030 

510(k) No: KO10755 
EKNENO: 508-359-3825 

510(k) No: KO11984 
PHONE NO : 201-847-6280 

510(k) ?SO: KOl.2104 
PT%NE NO : 86 10 81502573 

510(k) No: KOl.2166 
-No: 706-862-2302 

510(k) No: KOl.2513 

PHONENO: 949-598-1367 

510(k) No: KO03281 
JZKNENO: 219-372-1913 

DEVIUZ:BAUMERLCXXIIWNAIL 
SEDEcISIOXbt?iDE:14-WG-2OO1 

510(k) STATmmT 

DEVICE:E?XfERDIXtWSl' IcszmnA~mmxo~IGMAssp,y 
SEDECISICNMADE: 20-AUG-2001 
510(k) SUMQRY AVAILAXE m tiA 

DEVICE:~~E'U~BU'l%WBuxx3~I~sET __ 
SE DECISICN MADE: 29-AZ-2001 
510(k) SLMMXY AVAILWIE FFUXFDA 

DEVICE: ?srx37 LOTUS" ExximR-FREE LL@wrEx -'s GLOVES 
SEDEXXSICNMADE: 219;LKT2001 

510(k) SUMGARY Am = FDA 

DEWT.CE:NITFtXEKMDER-FRfXEMEDIC& 
SE DECISICJN MADE: Ol--2001 

E2u+mwMm GLOVE (BWJWN) 

510(k) SUMGARY AVAIUWE FFTXFDA 

DEXIC!&LIQJIC%EKLIPIDS ccmFaLIE;vE3;1,LI~~LIPm~r;Ev 

SEiDEiCISICHMADE: 29-AWZ-2001 
510(k) StMlARY A- FI7aM FDA 

D~U?Z:LACRXCRB RAPIDFLAP 
SE DECISICN MADE: 07-AU&2001 

510(k) SUMIMY AVAILABLE FTUX FDA 
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BICMEI',INC. 
ATm:MAwLvmsmNEN 
AIRmRTINDtJ~PARK 
P.O. BOX 587 
WARSAW, IN 46581-0587 

510(k) ND: KO10635 
EBZNENO: 219-267-6639 

BICMET,INC. 
ATIN:MIm IKxmLJn 
P.O. HOX 587 
WARSAW, IN 46581 

510(k) ND: KOl2348 
PHXE NO : 219-267-6639 

BICWZCTICS, INZ. 
mGL3 
AlTN:KpmK 6sTmm 
2CRAIGRD. 
ACKN, MA 01720 

510(k) No: .KOl2430 

PHCNENO: 9762633856 

BI-ICS, INC. 
MULTI ANALI 

510(k) ND: KOl2431 
cC%flRX, LFNELS 1,2,3 

A.TIN:KATHy fi?lDRm 
2CRAIGRD. 
ACIDI, MA 01720 

PHCNE NO : 9762633856 

BIOPRO, INC. 
ATINZPATRICK PRImm 
17 -ST. 
m?T HumN, MI 48060 

510(k) No: KO11459 
PHxm NO : 810-982-7777 

BIOPRO, INC. 
ATm:PATRIc!K PRIrm.E 
17 -ST. 
mRTHLaxp,MI48060 

510(k) No: KO11460 
PHONE-NO : 810-982-7777 

BIOPSYBELL S.A.S. 
ATTN:Luc10 IMPRm!A 
131 HI- DRIVE 
SourHD, cl?06073 

510(k) No: KO10735 
pE%3NE ND : 860-633-8807 

BIOSCUNDESAUIE,INC. 
ATIN:wLLEEN HIlITIm 
8000 W DR. 
INDIANAPDLIS, IN 46250 

510(k) ND: KOl2728 
F?-ENENo: 317-849-1793 

BcsmNmIFIc~. 510(k) No: KO03839 
ATINzTHERESAAW EFKNENO: 508-652-5430 
oNEBxToNSc~IFIcPL. 
N?mcK, MA 01760-1537 

05-SEZ-2001 
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DEVIC&lNERLCK/HA~FELNFUZSWZACDCHFADS 
SEDECISICNMADE: 20-AuE2001 

510(k) cSUM%RY AVAILAEW FRx FDA 

DEiVICE:tdAXIMRFGPSFEMJRAL~ 
SE DECISICN MADE: 15-AU%2001 
510(k) .5UMARY AVAIMBLE = FDA 

DEVICE:MULTI-MFZ!ERQ;uoDsE cALIBRATI~~I~I~~,mELR 

SE DECISICN &WE: 27-AUZ-2001 
510(k) SuMdAm A-m-FDA 

DEVI~:UZB~TSMULTIANALmE -, jl.EWLS 1,2,3, AD'IWIWL TS 

SE?DFX!ISIONMADE: 28-AW-2001 
510(k) SUNWRY AVAILZ&U m FDA 

DEWICZ:WJIN#3 FEMZRAL BoNEplATE 
SE DECISION MADE: 07-AuG2001 
510(k) SUMMARY AVAIIABLF, FTMM FDA 

DEVI~:WWIN#3 TIBIALEONEilZLATE 
SE DECISICRJ MADE: 07-AUG-2001 
510(k) .SUMARY AQCWBLE FIickl FDA 

DEVICE:SPEEDYBELL 
SE~DECISICH MADE: 17--2001 
510(k) SUbWARY AVAILABU FFCM FDA 

DEVICE:E-SC?NMRISYSllEZvl 
SE DECISION MADE: 29-AU&2001 
510(k) SUbNARY Am F!FCM FDA 

DEVICE:CWilPALVEWJSCxtBmER 
SE DECISION MADE: Ol-AVG2001 
510(k) SUMMZWY AVAILMU FRC@l DA 
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BoSmNSCIEe?MF1co3Rp. 510(k) ND: KO11906 
A!ITN:JmILYNN(zuzNIZEN PHQAE NO : 508-652-5008 
cm3 - SCIENTIFIC! PLACE 
NATICK, MAO1760 

EmTwx!IENr1FIcooRp. 
A!rIN: NI- OONDAKES 
m WSCIENTIFICPL. 
NATIW, MA 01760-1537 

510(k) No: KOl2365 
PHCXE No : 508-652-5003 

licm?.m stzaEraIFIc/scIMED 510(k) ND: KOl2216 
ATlN:cz!NOIcz BURNS !?ENE No : .J63494-2845 
CmscIMEDPLAcE 
M?QLE WXE, MN 55311-1566 

-,= 510(k) N): KO10%8 
ATTNtRAINERBlXGXWQI E'EDE No : 498 999 15680 
-8 
HE-, 

CARDGUARDSCIENTIFIC-, LTSlO(k) ND: KOl2187 
A!ITN:ltdFanD m PHCNENO: 972 894 84600 
2PERmIsST.,Scm?CEPARK 
-1 

iiEEEY?m 
2DEWHINUS 
IRVINE, CA 92612 

510(k) ND: KO11840 
PHONE NO : 949-854-6314 

CHASE MEDICAL, INC. 
ATIN:DAvE JERWN 
1704 -SE DR. 
ALII-BNS, TX 75751 

510(k) No: KO12248 
PHOEND: 972-783-0644 

CHEHBIO DmIC SYSTENS, INC. 510(k) IW: KO11550 
ATIWFRAN WHITE PIXNE No : 987-927-3808 
163 C!AWl' STEWiT 
BEivEKY,, MA 01915 

CiEi?lBIODIXMXTI csYm, INC. 510(k) No: KO11551 
ATm:FRAN v.2faxE p?emE No : 978-927-3808 
163 CAB37 .5TcmEC 
BEVERLY,, MA 01915 

a-EumMm, INC. 510(k) ND: KO10039 
UImmm ~,&uIot(TFx- soLT3rIm 
ATIW:WCEA m - FENE No : 6X2-9744088 
6214 BUFE DR. 

DEVICX:RWK-UPMEIERGUIDEWIFG 
SE DECISIC@J MADE: 13-Au&2001 
510(k) SUMNX AVAIUBLE FXM FDA 

DEVICE:VAXCELDIALYSISCWMTEXt 
SEDECI$XCNi@DE: 24-AI162001 
510(k) SU@ARY Am m l!DA 

DEVCCE:NIFXXALBILIARY -sTENrsYslEM 
SE DECISICN MADE: 17-AUG2001 
510(k) SUbMARY AUUIABUt FX&l FDA 

DEVICE:VWORVISIoNCi?/~ 
SEDECISIGNMADE: 30-AU%2001 
510(k) SOMGRY Am FRaM FDA 

DEVICE: G-3250 MINCXCEIVER 
SEDEcISICNHADE:14-ALG-2OO1 
510(k) ,SmrEmm 

DEVICJQCERVIUNZ -~swND 
sEDECISICNM?iDE:1o-Awj2OOl 
510(k) SUMM?W AmlIABLE FfiaM FDA , 

DEVIcX:CXASECN?DICVAXXURP~ 
SE~DECISIONMADE: lO-AU%2001 
510(k) XwEMEXm 

DEVI~:HcGSIWi'PAKULX'RA-FAST 
SEDECISIcNMADE:14-ATX-2OO1 
510(k) STATE%Em 

DEVICE:SUREC%iECKFREWMCYTEST 
SEDECISIONMADE: 14-A-2001 
510(k) W 

DEVICE:QUIC!KTEKEIxx)GLUCIXE sY~,QuI~~- =t G 

sEDECISICNMADE:1O-AU%2001 
510(k) SUNWRY AVAILAXE m FDA 

EDEN FPAIRIE, MN 55346 
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CLAY-PARKL?!.Rs,INc 
ATmzGARYLYImLmG 
1800 MGSACHJtS'EITS AVE., N.W. 
V, DC 20036 

CXMXQLSDIVISICZN 
~%ilESFMHIFREy 
II.2038 CENTRALA AVE. 

ii&kN GARDENS, CA 90716 

(zmmsmmm1c!AL! 
ATIN:MICXG%ADANIEG 
559 EAST WEDDELG DR. 
-, ca 94089 

ozluxENm, INC. 
ATrN:sHu-m LI 
509 - l5TlmEr 
F!FaNnm L?ms,, NJ 07417 

WOK, INC. 
ATIN: LISA HOPKINS 
925 m aJRRY PIKE 
P-0. Box 489 
-, IN 47402 

axDIScmP. 
ATINzC%Q?LESJRYAN 
7IQXDEXfGRNDIUVE 
WARREW, NJ 07059 

azRD1scmP. 
ATIN:- RYAN 
14201 N.W. 6OTH AVE. 
MJSNI LAI(Es, FL 33014 

OORDIS =PA N.V. 
8DELIvERYSYSTEM 
IsrIN:cnucK RYAN 
7FCWDEtRHDRNDRIvE 
-, NJ 07059 

CCRIDIS, AJOHNS(%J&JCi%X%IOC). 
ATlNzG44UESJRyAN 
7PtXDER~DRlYE 
wi4?Fm, NJ 07059 

510(k) No: KO12203 
FWNE m : 202-778-9124 

510(k) No: KO12855 
PKNENO: 5624093389 

510(k) No:,&012317 
PIXNEI No : 415-407-0223 

510(k) No: KO11695 
E'ENE No : 201-405-1477 

510(k) No: KO10242 
PHONE No : 812-339-0489 

510(k) m: KO10411 
?FFKXE No : 908-412-7446 

510(k) No: KO12087 
PHONE NO : 908-412-7446 

510(k) No: KOl2056 

PHONE F#z : 908-412-7446 

510(k) No: KOl.2090 
PHCINE No : 90842-7446 

DEXXE:CLhY-PARKLAE?S. INC.-LUBRICATIhG~Y 
SE DECISICX'? MADE: 27-Ah-2001 
510(k) SUM+MY A- Facpl EDA 

DEVICX:LIQIISPXLI@IDLIPID~ 
SEiDECISIceJMADE: 30-AUG-2001 

510(k) sTw@miT 

DEVICE:~SUiGICALUUIP 
SE DEXXSICN MADE: 31-AU&2001 
510(k) &MARY AVAILMLE m FDA 

DEVIG%&%L?GiXDEfT@LMEM%ANE 
SE DMSISION MADE: 07-AUG2001 
510(k) SUM?iRY AVAILMLE lXM FDA ' 

DEVICE: CXXXZILVERBILIARYSIENT 
SE DECISICNMADE: 13-Aw-2001 

510(k) f3LWGRY Am FHX FDA 

~~~:PAI%WZ(=ENESIS~~~ICB~~ANDDELIVERYSY~ 
SE DECISICN MADE: 27-AUS- 
510(k) SUMGRY AVAIXMLE = FDA 

DEVICE:LDRDIS~GENESISTRANSHEPA!FJXB~tSTEXTT 
SE DECISIC%f MADE: Ol-AUG-2001 
510(k) SUMARY AVAIIXXE m FDA 

SE DEcISIa MADE: Ol-AU%2001 
510(k) t9UMARY Am m FDA 

DEiVIC3?i:ClXDISPALb5AZ~ISTRANSBEPA!l?ICBILI&RYS'IEWl' 
SE DECISION MADE: Ol-AU&2001 
510(k) SUMi?@Y AvAILA&LE FIicp FDA 
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-, INC. 
UANMTATIVETESTKIT 
ATIWzNWCI DEXTER 
12061TEJcN ST. 
WE!STMN=, 03 80234 

CRITIaRESYsI!ws,IMc. 
ATIN:Amx JaPLAN 
20925cZFa%mDSCIRCLE 
FZAUXESHA, WI 53186 

CRYE13I~SC~,INc. 
m: E.J. SMITH 
PO mx 4341 

I CROm, MD 21114 

cwFmSmIcALm~,LTD. 
+!rm:iwmI0LG~0 
1202 bc?anFI Fx3J!x 31 
hzcmNRY,IL60050 

DADEFWRING,,lNC. 
ATIN:CYNIHIAVANDUKER 
2040EwrEmRIsERLvD. 
WEST SACRAMENTO, CR 95691 

DADEEi&RIM& INC. 
ATIN:-sAYA9H 
P-0. mX 6101 
NBWARK,, DE 19714 

510(k) No: K012567 

pI-Kxac No : 303-457-4345 

510(k) No: KOl2059 
PIKNEW: 262-798-8282 

510(k) No:,3(011073 
pEom No : 410-451-0639 

510(k) IQ KOl2282 
F‘HfXE Ml : 815-385-0100 

510(k) No: KO10418 
Fmm No : 9x-374-3105 

510(k) ND: KO11665 
J?Xxm LO : 302-631-6276 

DAWSL, INC., SUB. C.R. BARD, INC. 510(k) No: KO11069 
ATIN:LUCINOALFOX PHXE IQ : 401-463-7ooO 
1ooBrn 
c!RANm, RI 02920 

DEGWSA-NEYDENI‘AL,IW. 510(k) No: KO11333 
m:-ccaMEfll3N PHoNENo: 800-243-1942 
65WESTDUDLJZ?CWNRD. 
EmxFIELD,Crom2 

DEWLUS,INc. 
ATIN: SHUOJIA D(xw= 
l221lllBADlE, SUITE 205, 
-r &uEBEc, 

510(k) ND: KO11762 
PICNE No : 450 646 1330 

DEVICE:~IFI~~1D:KEPADSANTI-~~m IoG/IGMSmr~ 

SED~ISICNMADE: 23-AW2001 
510(k) SIWWENT 

.DWC%: 8100/8500 VITAL SIGNS MZITmt 
SEDECISICNMADE: Ol-At.K&2001 
510(k) SUbNARY A- m FDA 

DEViCE:GWOPMSYSIEM 
SE DMSISICN NADE: 22-AUG-2001 
510(k) STWMEBT 

DEVICE:S!EiRlU~ERFREiE !tmvImmcmPmExAMm 
SEDE%ISIcNNADE: 06-AU.?-2001 
510(k) STATBGW 

D?NICE:DRIEDGRAM-m AmGwM-~ITIvEmc/caMBc)PANELs 
SE DECISICN M&E: 22-AU&2001 
510(k) S A- m EDA A_ 

D.EVICE:Bc;TSYST.EN 
SEDECISICNEADE: 09-AU&2001 
510(k) fiUM%VZ AV?GLdZZ FIicpl FDA 

DE!VICZ:~SFWID~SYSrEM 
SEDEXZISICNMADE:16-AtG-2oO1 
510(k) ,SUMARY Am m FDA 

DEVIClZ:CERaNC!EBAM 
SEQZISICNMADE: 2O-AW-2001 
510(k) fZWB%N? 

DEVICZGHI-WAW;m-PLUS 
SE DECISION WE: 23-Am-2001 
510(k) smTJ%mT 



. 
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EAsmmNKwAK~ 
ATm:ANNE ma 
343 fsx74TE ST. 
W, NY 14650 

EBI, L.P. 
ATIN:JoN m. 
1cozvrEFtPACEpKwy. 
PiQsIFTsNY, NJ 07054-1079 

EXECIRQMED1CXLlSYSTEXSS.A 
ATIN: lsHl?lIIA HfiNEm-HE!YER 
49 F!LAIN +57lREm 
KR!I!H -, MA 02760 

ELEKTAmsYm, LTD. 

i&IN:- m 
3155 m PARKHAY 
T%xawSS,GA30071 

El-BRYm-, INC. 
LITY 
A!TIN:ANNDMXONIGLEi 
19 B Rc&D 
WAYLANO, I-IA 01778 

EL+cmE ORTHXEDICS, INC. 
ATTN:JCWNADRtX!XX 
9800 METRIC iD.a. 
AUSTIN, TX 78758 

EPJDIUS, INC. 
ATm:susAN FINNERAN 
23wEsT~ST. 
PLNNIUE, @A 02762 

EYlmccN -, INC. 
ATIN:EuzABEsi IdILuR 
4545 clP.FEK RD. 
CWINNXTI, CH 45242-2839 

FWCON ENMI-m, INC. 
A!rIN: JzaTIE FORDYCE 
4545. CREEK RD. 
-, a-l 45242-2839 

510(k) IW: KOl2155 
pI-KNE No : 716-724-4795 

510(k) m: KO11386 
fsKwE No : 973-299-9300 

DlWlIE:EBI~~V l3mEGRAETsuBsMm 
SEDECISICNM?iDE:O3-AuG2OO1 
510(k) SUMYARY ASWLABlX l%X FDA 

510(k) NO: KO12445 DEWICE:ENSSWISSLlJHXlXT 
pI=mE m :,508-643-0434 

MASTER (A.K.A. SWISS LI!DXXMST ULTRA) 
SEDECISICNMADE: 24-AlXi-2001 
510(k) sxNARY AvAIIABu Ft%x FDA 

510(k) I\K): K012289 

PHONENO: 770-300-9725 

510(k) ND: KO11679 

PHONE No : 508-358-9114 

DEVICE: MJXFICiATI~l-O:VLEXT EuxzwNIcporcrar,~~D~~(Epm 

510(k) IQ: KO11856 
PHQIE NO :~ 512-832-9500 

SE DECISICN M?+Dti: 15-AU%2001 
510(k) SUMMARY AVAILXLE FfXX FDA 

DNCE:RADI~C~ 
SE DEZCSICN MADE: 22-AG-2001 
510(k) SWMAEtY Am FIFcpil FDA 

510(k) No: KOl.2488 
PHONENO: 508-643-0983 

510(k) ND: K011538 
PHONENO: 513-337-7146 

510(k) No: KO12l.28 
PHCNENO: 513-337-8995 

DEVICEi:WDAKR&lXATICNOiwXCGY soF-IwARE/FoRAcRsY~ 
SEDEiCISICNMADE:1O-AUG-2oO1 
510(k) a%M@RY AVAILABW FXM FDA 

510(k) tSUM%RY AVNLABLE l%UX FDA 

-_ 
DEWICE:Fs\TcopATH~-BLX)EDX.XXD OBTmxmRnsYm ,I 
SEDECISICNMADE: 0%AIJG2001 
510(k) tSUMARY AWILX3LE FEMM FDA '. 

',I 
DEXICE:~ACWAXCEIV~SY~ 
SE DECISION MADE: 01-AUG-2001 
510(k) SUbMARY AVAIMXZ JXM FDA 
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-, INC. 
AlTN:RxERTPAxsm 
2320 N.W. 66'IH Cr. 
GADEXWX, FL 32653 

P-0. Eox 3194 
aJLwER CITY, CA 90231-3194 

fl!zEz% BmDY 
155 MIDDLE!SEX TtJPHPIKE 
-, MA 01803 

F!BWNIA S.P.A. 
mMANImAPAOm 
57VIAUDEXALIBERII11. 
-, a-, 

--I-, 

-sA 
A!rIN:FRANK FERGUSON 
P-0 Box 12038 
LA JOLLA, CA 92039-2038 

510(k) No: KO12493 
I=~ICNE No : 352-377-1140 

510(k) No: KO10404 
PHONE ND : 310-649-0707 

510(k) No: KO11983 
Pi-KHFl NO :.081-229-1500 

510(k) NZ KOl2373 
pI?KnE No : 390 195 221 

DEiVICE:LIFER?iYWLfXXETIE,LIFERzulKW~ 
SEDECISIONMADE: 09-AU%2001 
510(k) eSO&mRY AVAILAEm F!FUX BDA 

510(k) No: K011775 
PIWE iK3 : 207-666-8190 

DEiVICE:MICROTARXTII'FC+DFUVEiSYS'I'EfH 
SEDECISIONMADE: 30-Am-2001 
510(k) SUMMY AiMLABLZ FRX FDA 

510(k) No: KO11992 
l%mE No : 20746643190 

DEXtCE:FECMI~ DIUVESXSIEM 
SEDEf!ISIoNM?iDE: l&AR&2001 
510(k) S@MQY AVAILMLE lX@l FDA 

510(k) No: KOl1521 DEVICZ:CRTfBVLC;OR!TmVLCCAPSUm 
FTKN3 No : 44 149 5320456 SE DECISION MADE: Ol-AU&2001 

510(k) m: KO12161 
PEaw No : 858-587-1147 

FRESNJXS MEDIC% CARE NOHM AMERI5lO(k) Imz KO12242 
oclMBISETSHErco~sIsBLcxx)mm~ 
ATIN:AR!EIUR EILINSFELD PHONENO: 781-402-9068 
95 H'MDENAVE. 
-, MA 02420 

DFXICE:ACU!MCHGSERtES~~~ EllJDELSIzEO 
SE DECISION MADE: 29-AU%2001 
510(k) SUMMARY AMILAELZ FIX&¶ FDA 

DEXtCZ:EXCEL 1-V. ADMINIZXFATmN~ 
SEDEXXSIQN~E: 3O-Am-2001 
510(k) m 

DEXJCE: INSIGHTGEMiSIS 
SEDECISICX'IMADE: 30-Au&2001 
510(k) SOMMARY Am m FDA 

510(k) STXEBENT 

DEiVT.CX:FLEX-N?iIIS 
SEiDEcISICNM?iDE: 24-AU&2001 
510(k) ,SOMARY AVAIUELE FTC&l FDA 

DEVICX:FREsENNSAKwIp;L Exazom SErs FCR mxmAL!is1s, FRFSENIUS 

SEDECISICBTMRDE: 16-AUG-2001 
510(k) SUb%mRY AVAILABLF: JZRM EDA 
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GMQ?mlu!NAL~Dcrs 
ATm:F!EIIAw 
lS45MRSCUAvE. 
DAYTCNA BEKl3, FL 32117-5102 

GATEwAYAuoYs, INC. 
ATIN:JCX-lNC~~ 
1702 2ZG-BWt PKWY. 
ST. (Il%FUS, I43 63303 

Gr4amAYALLoYs, rmc. 
AYl?IN:mcmw 
1702 sc%ERER PKWY. 
ST. CHARLES, EJ 63303 

Gc AMERfca, lxc!. 
XTN:TERFXLJXITZ 
3737 WEST l27TB ST. 
ALSIP,ILm303 

GELuNARaxP. 
iYJ?cNtJAMEsPIIAsKQB 
726 - TRAIL 
MmISa?, WI 53717 

GEMEmaLSYsIlEMs 
ATlNzLARWAKRXER 
P.O. E?Ox 414 
-, WI 53201 

GEMEmc%LSY~,m. 
FCRMRI 

ATINzLARRYA~ 
P.O. E!Gx 414 
-, WI 53201 

GEMEmc!iLSYSms,INc. 
ATn?:LAKRy ImcxER 
P.O. Bx.414 
MILWAWE, WI 53201 

GEMEDIaLSYSTms,INc. 
m:JoHNwJAMaaFI 
P.O. E!Ox 414 
MILWIUKEE, WI 53201 

510(k) m: Ml1368 
PH3NE No : 904-274-2811 

510(k) No: K011659 
FJIDNE IKI : 8823-357-7291 

510(k) No: K011661 
ETxm No :,@8-357-7291 

510(k) Iw3: K012134 
PHCNEM3: 708-597-0900 

510(k) No: K011917 
PHONE NO : 608-826-7425 

510(k) No: KOl2200 
E'HXE NO : 262-544-3894 

510(k) m: KO11604 

PIKINE ND : 262-544-3894 

510(k) m: KOl2313 
PFKBE ND : 262-544-3894 

510(k) No: KOl.2385 
PIXNE FKl : 262-785-5323 

DEVICE: ~DRY PC ACID ~MIXEORBICME?XWE I-EKDmSIS 
SE DECISICWMADE: 02-Am2001 
510(k). timammc 

DEWICEi:GFW-SF 
SE DECISIGNXADE: 27-A'X-2001 
510(k) STMEMWT 

DiVIC!E:~88 
SE DECISI~ WE: 27-AUG-2001 
510(k) SATENEW 

. 

DEVICEi:GCE-LIGfiT 
SE DECISICNMRDE: 07-AU%2001 
510(k) V 

DEWICE:ADWWCXIHIPAssEssb3ENTSOF'IWARE 
SE DECISION M?iDE: 03-AU&2001 
51OW - AVAIUQXEFFZZHFDA 

DEVICX:~SIGNAl.5TYNNSPEW~C~SYSTEM 
SEDECISICHMADE: 03-AuG-2001 
510(k) StXMFtY AVAZABLE FiXi FDA 

SE DECISIm MADE: 22-AUG2001 
510(k) a%JWMY AWIIABLE FRxJmA 

DEWICE:CToc813NoGRApEK/NVIGATOR2 
SEDECISICNM&DE: 0795R3-2001 
510(k) SUt%AW AVAIUBLE FFV% FDA 

DEVICE:HIspEEDX/IWWTGWIWOFTICN 
sEDEUXXONM?DE: lO-AU&2003. 
510(k) SUWRY AVAIIXU F!FuM FDA 
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GFaMmICALSY~,m. 510(k) No: KO12389 
ATlmJmI PAwEiR PEiCNEND: 262-548-4964 
P.O. Em 414 
i4ILWUKEE, WI 53201 

GE3sAum CD. 510(k) No: K981693 
RXMXSTURI~M383ELNuMBERO386-ooo-25 
A!ITN:DENISfZESPEUXW PEKNENO: 216-271-5252 
9410 ST'. - AVE. 
-, CH 44104 

ITDNS0FTBIE%%LoZTACI'coMacTS 
AlI'ITkPETERGBPYANT 

GENERALELi3TlUCcD. 
A!rm:r%LiLEN tscmH 
P.O. Enx 414 
MXNAUCB, WI 53201 

GENzYMFl am. 
ATTN: i3?DBwA PIZZA 
m-m 
CaMElRIDGE, MA 02139-1562 

GYIBEKNS SURGICAL CERF'. 
m: LISA cRIssc%II 
1112 JENSEN DRfvE, SI'Ei.1~1 
VIRGINIA BEME! VA 23451 

GLfxaSmP,INc!. 
A!lTN:GAwcBAuMAN 
1156 EA9T - AVE. 
Fomxl2l.l 
Ftlnxma, NJ 07450 

GuLFcLmm -Its, INC. 
zxrlm: JTi?ms w.- 
4309GREmLEnFcIIM;F: 
PANMACITY,FL32404 

IsEawH&LIFEm.,Lm. 
ATIN: SUSAN cm39 
6F,No. 407, CHUNG +smN RD. 
SEc.02, cFluIK4 Ho CITY 
!mIpEIHSIE;I\, 

510(k) No:.&011072 

FTKNEihQ: 618 944 34944 

510(k) No: KOl2560 
PIiONENo: 414-647-4385 

510(k) No: K011843 
pfg=NENo: 617-252-7953 

510(k) RTD: KOl2198 
?GFKXENo: 757-491-7305 

510(k) No: K012553 
PEES3 NO : 201-444-7204 

510(k) ND: KO11565 
PEENEPJO: 904-769-2545 

DEYICE:lNE7NT0XYGENTREMXWTHXYJ 
SEiDKCISIC%JMADE:16-AUG-2001 
510(k) ixmmlRW 

510(k) No: KOl.2310 DEiVIC!E:MXXlZ'I~~J:HLl68D~pREssuRE~flfw 
PHCNE No : 886 2 32349600 SE DECISION M&DE: 22-AUG-2001 

DEVICE:F?EWLUMCNXR/DDIGITRLFWXGMHI cIMF113INGsYsTEM 
SEDECISIcNMhDE:lO-AUZ-2oO1 
510(k) SUMMMY Am FRZM FDA 

DEVICE: SALIVARTCX@.LHXSTURIzER~EL~03866-009-75 SALlTWTC 

SEDEfCISICX'MADE: 06-AU%2001 
510(k) SUbWARY AVAILABLE FRM FDA 

,DEVICX:GEULEXTFtITCNHWS0FTBIFDcazl oIXXCkFWSANDTHE-Tf? 

SEDECISIONMADE: 24-AU&2001 

510(k) ,TUMWRY AFTAILABL FlMM FDA 

DEVICE: GE LCGIQAlOO MP, MCDEL 2272413 
E+ DECISICX? MADE: 23-AUG-2001 
510(k) SUMARY AWISABW FRN FDA 

DEVICE:GEN!ZYMEiDlREbZ-AMYLMFiTESTlVXENT 
sEDECISICNM?DE: lO-A-2001 
510(k) SD&NAN AYAIWBLE FFUX FDA 

DB%&'E:GIBB(JNS lt?lmmaDKIB 
SIJD$Z$SIoNMADE: 09-AUG-2001 
510(k) s?mrEam 

DEVIC!E:GSIBPBL0XPRESMREC!UFF 
SE DECISICN MADE: 17-AUZ-2001 

510(k) WMM?!RY AVAILABW FRX FDA 

510(k) STlNWEW 
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=m@FITNEss -IES, INC. 510(k) No: KO10807 
Al?nJ: IVAN vRtxxJ% PftFXE No : 385 213 85828 
Kr4?mmm 11 
21000 SE'LIT, 

-, INC. 
~WILLIMAZ?UXlMIS 
llO~- AVE. 
SUITE400 
NEW -, NY 10801 

510(k) No: KO11666 
PHONENO: 914-235-0590 

v, INC. 
iYrIN:ms- 
524 ,tSlmE RD. 
SUITEA 
BENICIA, a 94510 

510(k) No:-JO12243 
PHCMIE NO : 707-746-7833 

HE&us-, INC. 
A!ITN: cREEo!LVZB 
4315 SOUTH LAFPYEITE BLVD. 

510(k) No: K012341 
EJI-KNEW: 219-299-6662 

SOUIH BENil, IN 46614-2517 

~-~~-~~-~w-- -5LO (-kpm+ x012239 
OODIXNSTICULTiWCUNDX7WER; SP-711 soNopEI13BE SysllEM 
ATlN:wAm!ER WEYBmNE ePFKmN0: 914-524-9711 
66OEwTf?z~s~ 
-, NY 10591-5107 

HIpyiHI MEDIC% SYSTEXS AMERICA, 1510(k) ND: KO11320 
AlI'lWRXEW?HMOXUW PHONENO: 330-425-1313 
1959 SUMMIT CQMERCEPARK 
!ItiINm, OH 44087-2371 

rYKul1m,m. 
ATIx:JosEE%s~ 
2000 HOLT,IsTER DR. 
LI-,IL60048 

510(k) ND: K011519 
F%Kl% NO : 847-680-2849 

lTts3RIzoNs INTJL. am?. 
ATlN:RAFIC l%ixH 
P.O. EiOX 7273 
PONCE, PR 00732-7273 

510(k) No: K011667 
PWNEiNo:787-842-4ooo 

FKMMEDICA (z6TEmIcs OXP. 
A!tTN:3a?EN FlRlEmA 
59 FxImE 17 
ilLLENDALE, NJ 07401-1677 

510(k) No: KOl215/8 
PXNEND: 201-760-8187 

DEVICE: MUSCLE STINOLAXBSA-100 
SEDFXXSICNMADE: 09-AUE-2001 
510(k) SUMAFU Am FfiaM FDA 

DFXlC!Ei:CXILLIT 
SEiDECJSIcWMADE: 06-AU%2001 

510(k) STwmEwc 

DEVICE:MCCORICHECKASSAYED LIQUlDURINEMULTIOX5TITuENT~ 
SEDECISIONMADE: 20-AUG-2001 

510(k) ,!XWmmT 

DFWIC'E:TF@NSLUXEMRG!x! 
SE DECISICXV MADE: 30-AW-2001 
510(k) StBlMRY AvALlABLE FFXM FDA 

DEXtCEi:EXG-l~OFTICNd~SYSI!FiM 
SEDECISICNMADE: 09-AU&2001 
510(k) SU@W%AvAILABLF F!f%X FDA 

DlWXCEi:ABlEDAHYGIENIKIT 
SE DFCISION MADE: 15-AU&2001 
510(k) SUbMRY AVAILABLF: F1ILlM FDA 

DEVICE:HORXXNS -mm-- 
SEDEX?ISICNMADE: 16-AU&2001 
510(k) slmmE%W 

DEXCCEi:MXXFIWI'IONTo:LCNLEXWZGAMWNAU 
SE DEcISIC+l mE: Ol-A%2001 
510(k) ,sUMMAW AWULAEEE ?$FXX FDA 
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t?Y&lEDIcA -cs am. 
A!rm:KAREN AlxlEmA 
59 FvmcEl 17 
TGU?NDhLE, NJ 07401-1677 

I-STATQ3Rp. 
ATm:PAuL VANDm 
104 WINDSOR CENTER DR. 
EAST WIND&R, NJ 08520 

IMxF&mDEDmI~, INC. 
AI?N:DAVIDMiXE! 
229Ow.E?suGAmrEBmD 
SUITE 210 
MELBOUHNE, FL 32935 

IMAG& SERVICES, INC. 
ATI'N:DEAN JAMES 
8210 LANKERSHIM BLVD., #l 
IPSRD-I -, CA 91605 

msYNSDRGIW 
ATm:m FwdExL 
8850 M-89 
PO mx 351 
RI-, MI 49083 

IMPAcMEoImJSY~,INc. 
ATINzTfQWHFAlUS 
1OOWESTEVELYNAvE. 
lulixliMal[N VIEW, CR 9404-l-1464 

510(k) m: KOl2162 
PHCNFi NO : 201-760-8187 

510(k) W: KO12478 
PHONEbiO: 609-469-0242 

510(k) No: x011971 
pII[xvE No :.,J21-30943237 

510(k) ND: KO10772 
PHCNEND: 800-900-9729 

510(k) mz KO11575 
PHONENO: 616-629-5811 

510(k) No: x011694 
I?FKNE No : 650-623-8807 

510(k) No: KOl2507 
z9A LL?T..t&), 02-212-05xX1 ( INXEX) 

80 CtiNlEE DR. 
mxmENo: 201-818-184x 

AlLrEND=, N!J 07401-1600 

msIvE, -LrE. 
A!tTN: MI- YESSM 
3095RImpm 
SUITE 213 
RICHMJND, CA 94806 

510(k) ND: K011423 
E'HONE ND : 510-669-9401 

mmm-AL= 510(k) ND: KO11698 
ATIN:LINDA JALBERT EJHoIk'm : 8oo4B-8168 
F45sEfmJRPLAcE 
1601 TRAPELO licm 
WAL-, MA 02451 

DEVI~:STRYKERE!TXCIW SY~BASIC~SET 
SE DECISION MADE: 31s2001 
510(k) iSUWARY AVAILABLE FiXX FDA 

DEVICE:MZDIFI~I~~: I-S!WTFWZ%B?X CLINIcALmzER 
SEDECISIONMADE: 20-AIZ-2001 
510(k) StN!@RY AVAXABLE FRLpl FDA 

DEVICfZ:NAVXXJS~ GUIDEBIOPSYKIT,m3DELSBK-7OOOAND8OOO 
SE DECISICN MADE: 03-AU%2001 

510(k) STATWmr 

DEVICE: ISI- CCD C-ARM, ISI- PLUS CCD GARM 
SE DECISICN M?!DE: 23-AUG-2001 
510(k) SUbNARY AVAIL?mE FlMM FDA 

DEVICE:22MMSITESbXXX BREASTBIOF'SYDEVICEMXXZLSSDO22 ._.- 
SE DECISICN MADE: 17-A%-2001 ,$%J. / r,- 

510(k) SUWARY Am FFC&l FDA 

DEVICE:VIENSIhTIcbv 
SE DECISION MADE: 29-AIR=-2001 
510(k) c!XWW?Y AWULABLE FIMM FDA 

DEVICE:THE TRABMxswim-m AUGMENTSY=,m 

st$$DECIS~CN~~E: 30-AIR;-2001 ' 
510(k) SLQNWY AD m FDA 

DEVICEi:INPNSFiDEWlFiLL?&SER 
SE DECISICN M?QE: 07-ACG-2001 

510(k) SLR%ARY AVAIIJWE FEsX FDA 

DEVICE:STRAWWNGBRSYSTEM 
SE DECISICN MADE: 23-Am-2001 

510(k) SUNQRY AVAILABW FFXX FDA 
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510(k) N3: KoO3552 
F!lDNENo: 8oc4484168 

lNXVATINDm=LTD 
ATIN: a- BUNDY 

510(k) No: Koo3714 
PKNENO: 763-5741976 

647oRrmmmEwn 
MINNEAWLLIS, MN 55432 

mc3IossINTL. 
ATTN:LYNNMRCiXRTI 
181 WCHWUXX DR. 
IRVINE, Ca 92618-2402 

510(k) No:.,KO10530 
EWNFINO: 949-453-3200 

- SYm, mc. 
ATINzMARKEIJiWU 
P.O. Box 2219 
-, Wi 98632 

510(k) No: KO11972 
E5DNENO: 360-577-1062 

IIvr&mEm. 
ATlWJUDYFGORJXU 
18732 sAL=IMw 
IRVINE, Ca 92612 

510(k) N): KOO2890 
PENE IW : 949-8546314 

P Dc-3, INC. 
RAlXQW%G 

510(k) No: K012169 
MkiKmNIsM, mEL AllAMl 

A!rJmPzamA MI- PHONEND: 760-918-1820 
6354 OXTE DEL ABEI 

EiiEEtl , CA92009 

mcs, INC. 
ATTN:AMY pE;TERsc% 

510(k) No:‘KO11184 
PKNFINO: 6X-Z-697-2076 

651 CaMpuS DR. 
ST. PAUL, MN 55112-3495 

-a3Rp. 
ATrN:RAEANN F7wxm 
Cm-WAY 
P.O. mX 4028 
ELYRIA, m~4403G-2125 

510(k) ND: K012167 
l?ixxm No : 440-329~6ooo 

IrNvAamocwp. 
ATrN:RAEANN FARFiu4 
m-WAY 
pDBX4028 
ELYRIA,oJJ44035 

510(k) No: KO12370 
PEHEND: 440-329-6356 

DEVICE: IT1 DE!NAL IXPLANTSY- 
SE DEXZISICN MADE: 17--2001 

510(k) SUMXARY AVAILWLE m FDA 

DEVICiE:CWIIELLRFSCNWX~~ZER 
SEDEiCISIceJMADE: 09-AUG-2001 
510(k) SDMWQU! AVAILABLF: m FDA 

DEVICE:G;M)STRWXU% 
SE DEC&SICN WE: 03-AU&2001 
510(k) SUM&WY AVXUABLE FRCNFDA 

DEVICFi:DIRECJ?BfLIRUBINREZ?GWT 
SE DMJISIcX MADE: 27-AU-Z-2001 
510(k) .SmIWm! 

DEVICEi:INTRXWE6OtXLASFXKfZFWWE 
SEDEcISIONt@DE: 09--2001 
510(k) SUMMARY Am FFX.tt FDA 

DEVICE:ILTSWFOFU'CATHUER .014", KEEL C114LNl; ILT SUPIXRT CXHFZE 

SEDECISIONMADE: 3o-AuG-2001 

510(k) SUMMWY A= = FDA 

DEVICE:IWFWTEW~ PAFUWXNCXSBILIARY~IS 
SE DEX!ISION MADE: 13-AU&2001 
510(k) ZxXMARY A= E!FGl FDA 

DEVIcE:NXXLTOPEND --MANUAL- 
SE DECISICN MADE: Ol-AU%2001 

510(k) ZXNWRY AVAZABiZ FFUd FDA 

DEWIC!Fe:!XXARAJR.MNWATi~ 
SEDEXXSIONMADE: 03-AUZ-2001 

510(k) .%&VARY AVAIUBLE FEMM FDA 
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IOP, INC. 
A!rm:- ?4ixxm 
3151AIFWsY AVE., BIdX. I-l 
OosIfA MESA, CA 92626 

IvcuARNclRTHAMERIcIA, INC. 
ATmzAND~mI 
175 PIrdEvmd DR. 
AMHERST, NY 14228 

IwxmRmAMERIa, m. 
ATINtDCNNAM~ 
175 PINEVIEW DR. 
AMHERST, NY 14228 

J.F. JELENX) & CO., INC. 
m: Rzm-mEL JODKINS 
99 BUS- PARK DR. 
ARtam, NY 10504 

JAS DIXXHIXC, INC. 
m: DAVID Jc%lNm 
-z220 wc!@Jxs~ ~~ 
MIAMI, FL 33166 

JENmIc/-, lxc 
ATTN:ANNtmRm TEwm 
53NcmHFmINsINDu~RD. 
P-0. BMI 724 
LyaLLmm, CT 06492-0724 

JEImuc/m, INC. 
ATE?:- TENEm 
53m.pLAINEsINousITIw,~ 
mm, CT 06492-0724 

KAWYABI@lEDIC7&csO. 
AerITi:m TEaN 
910 INDUSTRY DR. 
f2EATD2, WA 981SS-3412 

510(k) ND: KO10852 
PI-XNENO: 714549-1185 

510(k) No: KO11491 
E?KNEN: 716-691-0010 

510(k) No: KO12174 
PXNZ NO :,.7X-691-0010 

510(k) No: KO12303 
PI-KBJEED: 914273-8600 

510(k) IW: KOl2038 
PiDEm: 305-4X3-2320 

DEVICE:JASURICXIDLIQUIDlWXXXW 
SE DECISION MADE: 21-AU%2001 
~5lO~k+STATmEX~ 

510(k) ND: KO11748 DEVICE: FIRST FIXG R.C.S. 
PEXX3 No : 203-265-7397 SE DECISIckJ MADE: 03-AUs-2001 

510(k) No: KOl2231 
PKNE m : 203-265-7397 

510(k) m: KC02908 
PIDIEND: 520-572-8414 

510(k) No: KO12422 
PIXNEND: 206-575-84X8 

DEVICE:QSMEiDTISSUEEXPANDER 
SE DEXXSICN MADE: 13-AuG2001 
510(k) tz%TmmT 

DEVICE:HELIWEiXLClX&RclHFMMA 
S.EDECISIONM?iDE:16-AUG-2001 
510(k) STATmEm 

DEVICE:ERISL7'WWIWtGQEW&5 
SE DECISION MADE: 27-Am&2001 
510(k) STZmmmm 

DEVICE:JEG20 
SE DECISION MADE: 22-AUG2001 
510(k) STATEmm 

510(k) SUMMARY AVAILABLE FRcpl FDA 

DEVXE:A~MICROCRYSTALSYSTEM 
SEDECISI~MADE: 23-AUG-2001 
510(k) SUMMARY AVAILABW lXN FDA 

DEVICE:JETTHEHG'Y 
SEDECISICNMhDE: 30-AUG2001 
510(k) SU&WARY AVAXAEXE FFXM FDA 

DEVICZ:K-ASSAYD-DIMERaNlXOLS 
SE DEZISION MADE: 21-AIK;-2001 
510(k) m 
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i!%ii:%& 
ENCOSCDW-AMEEUCA, INC.510(k) ND: KO10345 

A LELE PIBWN3: 310-338-8100 
6Goa3RFawmmINrE 
UJLVER CITY, CA 90230-7600 

KARLSIORZ ENIXXDPY-AMERICa, lNC.510(k) No: %X0785 
A!I'lXzJAMESALEE PHXENO: 310-410-2769 
6ooalRKmTEmINIE 
WLVBRCITY,CA90230-7600 

KENBSLTD. 510(k) ra0: Ko11514 
ATINzMM?YDEiLIN = IV3 :.-973-9624X4 
247 MARGNBZ KING AVEWJB 
Rll$XXD, NJ 07456 

KEYMEl (MEDICTXL & INDUSTRIAL EI&UIPSlO(k) No: K011725 
A??IN:RmER GRAY F?I-mEm: 44 170 2444276 

EgfiiLN-SEA, ESSEX, 

KIS - 510(k) m: K9843SO 
_, ATIN:REoBEN HERTZ PISXFim: 954-764-0270 

2318 SEA ISLAND DR. 
FT. LAUD-, FL 33301 

Kcs pFulmcE 
ATIN:REuBEN HERIZ 
2318 SBA ISLAND DR. 
FT. LAUDERDALE, FL 33301 

510(k) m: K993l24 
pI-ms3 m : 9547644074 

Km PROD- 
ATIN:I3c!mEN HERTZ 

510(k) ND: K993182 
PEMNEND: 9547644074 

2318 SEZi ISLAND DR. 
FT. LAUD-, FL 33301 

KMIKoLslER-,INc. 510(k) K0: KO10702 
AT'IW:?&WINH~ PI-ENEm: 7149564964 
1170 N. GILBEXC ST. 
ANAHEIM, CR 92801 

LAEILYNImLINK, INC. 510(k) I0 KO10500 
ATlXzDEWRABSKIRR PHONENO: 402-595-3767 
1011 ,5XXTiI SADDLE CREEK RD. 
ClElAHA, NE 68106 

LATEXXPAKINERSBHD. 
ATIN: CHRISTINA SMITH 
PO EDX 4341 
cIKFJ.W, MO 21114 

510(k) ND: KO11791 
PJ.-KBEm: 410-451-0639 

DFvIa: KSBAMANBBSTAKE-APARTBIPOlllR~m 
SE DECISION FADE: 03-AUG2001 
510(k) SURMARY AVAXAEKB FF0S FDA 

DEVICE:KSBADICN-GF4+CIASET 
SE DEZISION MADE: 21-AUG-2001 
510(k) SUMAR!f Am F'RX FDA 

DEXBX:INSTRWE@X F0RONEZTIMEiUSE-DISFWABLE 
SE! DEiCISICN MADE: 13-AUG-2001 
510(k) SExmimr 

DEVICB:C&YMFUSSUCXIC%J?UME',~ELKV-5 
SE DEiC!ISIC& BADE: 31-AL%21jol 
510(k) STATMWf 

DEVICE: DISPOESFZ 
SEDECISICX?M+DE: 06-AW-2001 
510(k) SUbWWAVAILAXE~FDA 

DEVICB: DIS- 
SBDECISIONMADE: 06-AWS-2001 
510(k) SUbWARY AD FIMM FDA 

DEWICB: DISpopEiDpHy 
SBDEX!ISIoNMADE: 06-A=2001 
510(k) SUMMARY AVXLABLB F'RX FDA 

DE?.'lCE:XUBExTERNALUL~ 
SEDEfCISICN&@DE: 09-AUG-2001 
510(k) SXmxMWT 

DEVIC-E:~~~ fi?3- 
SE DECISIceT BADE: Ol-AuG-2001 
510(k) SUZW+RY AVAILMXB l%XM FDA 

DEVICE:poGJDERFREENITRlLB ExlmmuTm-,vI~m 
SE DEiCISIcN MADE: Ol-AU&2001 
510(k) SUM?ARY AVAILABLF, Fl?X FDA 
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LATEXXPARTNEFGSHD. 
A?.lmwToNGIxwEs 
ATIN: c.73FusTINA SMIm 
PO Eox 4341 
CRXICH, MD 21114 

510(k) No: KO11792 

PJXNE No : 4X3-451-0639 

LlxxIMEDrn. 510(k) Noi- KO10372 
ATIN:GARY LEE F'IKXE No : 886 226 881726 
N0.L1, LmE1,PAGAN ST. SEC.3 
SHuLINc1TY, 

I.ccmITm1c7jLo3Rp. 510(k) No:..KO11176 
ATIN~WILLIAM LccmTr III FTXXENO: 4OlA21-6599 
tl%iREERI-m 
PFaVmm, RI 02906 

~:YB#JO:YAW)SWGICZUASEWANDDEL~DE"(TIcEs 
510(k) No: KO11703 

ATlN:LISA MaxATH Pxxmm:408-764-3604 
24OOcmDENSA.STREm 
SAMa CXARA, CA 95051 

i+IC.QDlXNWTICG?BH 
lGl.WDANlELEEGGAN 
9675 WEST 76TH E?TREEP 
EmNlJRAmIE,MN55344 

510(k) No: Kc111746 
PIKNENO: 952-941-4200 

M.AIM3sTANDARDso3. 

ATIN:cHRIsMNE BE?a 
765 -T TRFiCL 
WINDHAM, ME 04062-5365 

510(k) No: K012117 

EK-UE No : 207-892-1300 

MAImsTANDARDs#. 

ATm:cHRIsTINE BEnm 
765 -T 'IlWIL 
WINDH, ME 04062-5365 

510(k) No: K012118 

FKBENO: 207-892-1300 

M7iINE - 03. 510(k) No: KOl2119 

ATIN: cz3RIs?INE r3EzK.H E%%aE No : 207-892-1300 
765 FUBSEMXT TRAIL 
WINDHAM, ME 04062-5365 

DEVIC&WW, FmmERaxrED~m-~NITRILEPAT~M 

SE DECISION MADE: Ol-AU&2001 
510(k) SUMMARY AVAILAEU FRX FDA 

DEVICY%LIGWUS 532 m 
SE DECISICN MADE: 22-AXi-2001 
510(k) fXWE%WT 

DEVICEt:FXUSAEiLEGLWSSYRIWES 
SED&iC%ICNMADE: lO-A@-2001 
510(k) STNB@iW 

DEvIcE:LuME%ts-~~ (HO:YAG)ANDDUALWAVEU 

SE DECISICN MADE: 29-A-2001 
510(k) SXJMAFY A- FRN FDA 

510(k) SDWARY AVAIUKLE FlXM FDA 

DEVICE:MSll 
SEiDECISICNMRDE: 24A&2001 
510(k) STRmNEm 

SEDECISIONMADE: 20-ATG-2001 
510(k) SUMMARY AVAIL?BE FRN FDA 

SEDFtCISICNMADE: 20-AU%2001 
510(k) SUMWRY AVAIIAEW FRM FDA 

DEX'ICE:VALID~~3 cfczmTI~vERIFI~IoNTEsTsET,mm1m3 

SEDEiCISIC@MXIE: 20-AUE-2001 
510(k) SUMWRY AVAIUGLE FFUX EDA 
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510(k) ND: KOl2120 

PEFXENO: 207-892-1300 

510(jk) ND: KOl2122 

PHONE& 207-892-1300 

.- ., 
510(k) m: KO11621 
!JTxmE No : 210-479-4031 

A!rrN:cTHRIsTINEvEEAcH 
765 IilxxsEvELT TRAIL 
WINDW, ME 04062-5365 

MzYcNE - 00. 

ATrN: aTlRIsMNEvBEAcB 
765 RcGSEWLT TRAIL 
WINOHAM, ME 04062-5365 

M?iTmNus. INC. 
A!l?INzFChLDBI-lICKS 
P.O. mX 782089 
SAN ANTONIO, TX 78278 

MsnrxHmI~pEMDuc;Ts 
ATI'N:TIM -LL 
2105 7111 AVEf. No.. 
LAKE IKREi, FL 33461 

MAXXIMMEDIB;L 
RITN:GAIL MxiEKlly 
1445FLATcmEKFuml 
ATBENS, TX 75751 

MEDICAL -, INC. 
A?ZNr MICUAEX,JLEIGH 
10437 INMVATICN DR. 
MJXWA-, WI 53226 

MEmcALcsm3rIms,m. 
A!rIN:BfaTcE HEYmNN 
39OlmDR., SUITEW 
CHANTmY, VA 20151 

MEDIm, E.G. 
ATrN:- zsa+MlD 
GAENSAECKER 15 
==, 

NEDICCU, E.G. 
ATIN:JoTcm.M ttxxMID 
GAEN- 15 
TI1TIz-t 

510(k) No: KO03924 
PBCNEND:800-654-0385 

510(k) ND: KOll905 
PEMNENO: 903-675-9321 

510(k) 1w3: KO11608 
PHCNENO: 414258-3808 

510(k) No: KOl.2276 
FTSNENO: 703-736-1639 

510(k) m: KO10908 
PIKNEND: 49 746 220090 

510(k) m: KO10910 
PENEm: 49 746 220090 

SEDECISICNMADE: 20-AW.Z-2001 
510(k) SUMmRY A- F!bCM FDA 

SEDECISIONMADE: 20-AUG-2001 
510(k) %M+%RY AVAILMLE FaaM FDA 

DEVICE:KCNACUMP,KCNIACLMPANDCUITEFt 
SEDECISICNMADE:1O-AIlG2OO1 
510(k) SUMM%tY AVAlI@KZ FRCH FDA 

DEVICE:M7ivlDckJMEDIcaLELECZUiEJEiiiGY 
SEDECtSICNMADE:24AUG-20-01 
510(k) w AVAIUBUZ FTMM FDA '+ 

.~_ 

510(k) SUbMRY &iNLAEEE = FDA 

DEVTCE:~EL235GE-6d;MULTI -FLMmaIL 
SEDECISICNMADE: 14AU&2OQl 
510(k). SUbMARY AVAIlMU FFCN FDA 

DEVICE:TEH?3 
SEDECISIONMADE: 20-AUG-2001 
510(k) ?mQ%Zmw 

DlZVIcE:MEDICZN -YAsARGlLANEuRysMcLrPs 
SE DECISICN ME: Ol-AUC2001 
510(k) SUMMARY AVAILMLE FFCM FDA 

DEVICE:MEDIQ=NY&%RCZLCLIP~lQRCEPS 
SE DECISIcjN MADE: 01-Auo2001 
510(k) SUMNARY AVAILABU FFCN FDA 
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MEDISIMLTD. 
A!r.lN:- FRrraxm 
117 AHUZAH b5TREEr 

510(k) No: K012217 
E%KNENo: 972 977 18130 

DEVICE:M5TINSTANTFEXiR~ 
SE DECISION MADE: 01-AUG-2001 
510(k) SUBMARY AVAILXXZ FX%f FDA 

05sEp-2001 
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RA’ANANNA, 

MEDRAD, INC. 
AlITNz~RFREiDEiS 
ONE MEDRAD DR. 
D$DIiQDLA, PA 15051 

510(k) ND: K011991 
PJXINENO: 800633-7231 

ME7Ymm SYm, INC. 510(k) NO: KOfX853 
ATIN:- MlILIm PHONE No :-J63-417--05;8 
4825 cZTSB - HI-, 
SUITE 103 
GOLDENW,MN 55422 

-CAVE& INC. 
ATmkJcxlN RICK, 
2170 -INI' PARKMAY 
t!smIR ROSA, CA 95407 

510(k) NO: K011817 
ET-XXENO: 707-525-0111 

MEtX%XICFUNCTICXALDlXN%T ICS A510(k) Iw3: KO02992 
431,9013SO441,9013SO451,9013SO461,101350421,103SO431 
ATIN:- IGmEFt ETzKm m : 454 457 go00 
16-18%XB%KEB 
-% 

XEOTXNICFUNCTIONALDZMZ@XTI CS A510(k) m: Ko11472 
8-ESOPHZY3EZU~ APPLImm, ?xxYGRAF ID 
m:m KJAER PHCNE m : 454 457 9oco 
16-18'lXNSSAKKE% 
SKCNUJNDE, 

MF!xrmnc! PHYs1- OXP. 510(k) No: KO10918 
msHEKRILpooxK pE%seTE ND : 425-867-4332 
11811 WILIXXB RD., N.E, 
REEM.mD, WA 98073 

7 

DEVICE:MXtE'ICATIcN'IoMFiDRADS~SMR~ 
SE DECISION IGDE: 21-+20(31 
510(k) m 

DEVICE:SYRIIGE~ SYSTEM,I%mzLsMFl 
SE DECISION MADE: 22s2001 

510(k) '&MAR!f AVAIIXXEFXMFDA 

DEiVICX:EEUJXXFx 
SE DECISION MADE: 22-AI.&2001 
510(k) SLMMARY Am m FDA 

DEVICE: DI- HyFcmmac NEEDLE ELM;TEITxIE, MJXL 9013SO421,9013SO 

SJZDEXZSICB7MADE:15--AIiG2OO1 
510(k) s%UM@BY AVAIL&XE F!F+X FDA 

DEVICE: FQLYGRN498- ?5TlNcMm LI!Tscm APPLImm, RXYGRRM 9 

SE DECISIONMADE: lo-AG2001 
510(k) SUMAFtY AVAXAEUE m FDA 

DEVICE:LIFEPAK12D~MXITCRSYSTM 
SE DECISIOIfMXIE: 2.3-AU&2001 
510(k) SO&MARY AvAIIlIBLF: FFUX FDA 

tZZZ%mWn 
-DANEK, INC. 510(k) I\K): KO12255 

ETtKm3 No : 901-396-3133 
18OOPYFMIDFJL. 
MEbPHIS, TN 38132 

~CsOFtM%XDANEK,USA 510(k) No: KO11443 
Ar.tTN:RIa-mRD TEEmRIm PIltlNEm: 901-396-3133 
18OOPYRMlDlXACE 
ME2G'HIS, M 38132 

DEVICE:MEDTXHIC l?clmmRDANM-REsTRIm 
SE DEXXSICBJ 2uBuIE: Ol-AUG-2001 
510(k) SUM!ARY Am FFXM EDA 

DFVICE:'IHMGD~~REfXlUCXzR(CR)TITANIUM 
SE DECISICH MADE: 03-AU%2001 
510(k) SUbMRY AXMLAEXE FFXM FDA 
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-c, INC. 
A!rm:P?!M +csl?uB 
800 53FtD AWWJE, N.E. 
CloLuMBIA HEIGHIS, MN 554213576 

MEtYmxIc, INC. 
ATIN:KAREN REm 
70#0 - AVE. N.E. 
-S, MN 55432-3576 

WC, INC. 
ATTN:KAREN REMT 
7OOOCEMRALAvENuENE 
-S, MN 55432-3576 

-c, INC. 
ATIN: KAREN;REIDT 
7000 ClERlRG AVENUE N.E. 
-S, MN 55432-3576 

-c, INC. 
A!.rIN:m BENOIT 
7000CEWRALA~NE 
-S, MN 55432-3576 

-c!, INC. 
RITN:TINA BENQIT 
7OOOCfiXWALAvENuENE 
MDWBRXIS, MN 55432-3576 

-c, INC. 
ATIN: TINA BIDXT 
7~WAvENuE~ 
-S, MN 55432-3576 

-c, INC. 
?irrIN:m BFLmIT 
7000CEiFlWLAVEiNOEiNE! 
-IS, t&J 554323576 

-c, INC. 
ATrN:TINA BEZUCT 
7OOOcXtWRALA~NE 
MRWEAKUS, MN 55432-3576 

-c, INC. 
ATlx:M?ARlE I-Km 
7611 I9ZJEMl DFXVE 
-IS, MN 55428 

510(k) No: KO10300 
PEDNENO: 763-5147277 

510(k) No: KOl2083 
l?I-ENEIw3: 763-5143914 

510(k) ND: KOl.2130 
PHOIVZ No : ..763-5143914 

510(k) m: KO12225 
PTiDNENo: 763-5143914 

510(k) ND: K012452 
PHONEND: 763-514-4112 

510(k) No: KOl.2454 
PHONENO: 763-514-41l.2 

510(k) MX KO12458 
PI-KNENO: 763-514-4112 

510(k) No: KO12459 
PHONENO: 763-514-41l.2 

510(k) MO: KOl2460 
PWNENO: 763-514-4112 

510(k) ND: KO12538 
P%DIENo: 763-391-9183 

DEWICE:IGUiRXLC~~ 7495LZLaw lzGmAmE:s1oN 
SE DECISION MADE: Ol-AUG-2001 
510(k) SD&MARY AVAIMBLE IXM FDA 

DEVICE: A!ITAINACXXSS 6218LE%T-HEaRTDELIVERY SYB, HXEZ 6218 
SEDEiCISIC@M?+DE: 28-AiX-2001 
510(k) SOMFARY AVAILAEW FFXM EDA 

DEVIC!Z:~LJX 6216lxFr-mDELIvERy SYm 
SEDECISIONMADE: 28-AUG-2001 
510(k) SUMGRY Am FFX.W FdA 

DEVICEz ATJ?GN 6215 VEXGRAM EWXON CXFHZER 
#~iWISICWMADE: 28-AUG-2001 
510(k) ,sDWARY &m FFUX FDA 

QWKE: K41E3; 6500 UNIPoLAR~T MyoLaRDIAL PACING LENI 
SEDEXXSIONM%DE:14AIKT2OO1 

c 510(k) iXlMW!Y AVAILWLE FRX FDA 

DEVICE:MXEL6491 -PEDIATRIC- PACIIGLIERD 
~~D&%.XCNMADE: 14-AUS-2001 
510(k) SUMMARY AvAIIl)BLF: FRX FDA 

DEVICZ':EGDEL6492 UNIpraAR - ATRIAL PACIt'G LEAD 
SEiDEcISIoNM&DE:14AUG-2OO1 
510(k) s%JMWEU AVAILABU FFXXd FDA 

DELWFsMJXL6494 UNXQLARTMEWARYMYOCARDIALPACINGWIFtFi 
SFJDECISICNNADE:14AW%2001 
510(k) SXRMARY AVAILWLE m FDA 

D~CE:&%XXiL6495BI@XZXR TWEORMYMYaXUXALPAcINGIEXl 
SEDECISIONIuIADE:14ADG-2001 
510(k) SUbWRY AD m E'DA 

DEVICFZ:TUBWAND CXMWXXG WIW TRILTIUM BIOPASSIVE SURFACE 
SE DECISION MADE: 23-AZ-2001 
510(k) SUMFARY AVAILMLE FFuX FDA 



FiTlEmmADD~~sTINGFoRcDRH~~ tW 510(K) SuElpllARIEs OR 510(K) - 
EtXFINALtDEiXS1CNSREBDEREDDURING'IIIEE'ERICX.J Ol-AUG-2001 - 31-AW-2001 

MENNENrnIB;LLTD. 
ATIN:AsHER KASSEL 
KlRYATmI~ 
P-0. m.102 
-, 

510(k) No: KO117S4 
F%?ZNEi NO : 972 8 9383030 

05-SEP-2051 
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MEBIT MEDICIY, SY-, INC. 
A!iTN:DAN FtFmLE 
16OOwEsTMEXTpKwy. 
ssmrHJoRDAM,Ur84095 

MEFcrrsmTHmm., INC. 
AIMN: WINW AND- 
P.O. Box 150356 
CAPE CORAL, FL 33915 

Mf!m.rsHEALmp1MDucIcs., INC 
ATIN: WIN= AND- 
PLO. FXX 150356 
CAPE oDRAL, FL 33915 

MERITsHEAT.ITH .PRmuas., INC. 
m: WIN- ANO- 
P.O. Box 150356 
CWE cIYmAL, i?L 33915 

MECRITS HE?mH mm., INC. 
A!rIN: WIN- rlBlDm 
P.O. BQX 150356 
cam cxxAL, n 33915 

MElRITsmmmm., INC. 
mIxI LEXXIER 
7690 - C!IXUE 
!mK?! MYERS, FL 339x2 

510(k) SUbMARY AVAILABLF: FRX FDA 

510(k) Im KO11811 
E!KNENO: 801-253-1600 

510(k) No:..&011513 
liTiD?ENo: 8O!L963-7487 

510(k) No: KO11687 
PFKNENO: 800-96337487 

510(k) No: K011751 
E?ZE NO : 8CQ-963-7487 

510(k) NO: K011753 
FHONEl NO : 800-963-7487 

510(k) m: KOllS4.4 
PiDENo: 941-786-1118 

MERITS MEDIC% INDUSTRIFS 03., LTD510(k) MX KO11707 
ATIN: WIN- AND- =ND: 800-963-7487 
P-0-m 150356 
CapE axAL, FL 33915 

MICKRADIC--IN-, IN5lO(k) ND: KO11657 
ATIN:FELIx MICK PHONE NO : 9146673999 
521XMESDBD AVEXWE 
l4.3JNr VERtKB, NY 10550 

DEiVICE:MXARXINFLW!ICNSYRlXX; UNIVEXXF!GUlDDI~SING~ 
SE DECISICN MADE: 22-AUG-2001 
510(k) SUWARY A?GbLAEW FFUX ZDA 

DEvIcx:MP3u, RmER- 
SEiDECISICNMADE: lo-AWZ-2001 
510(k) ,%MBlmm 

DEvICBMP-3CFUdEREWECNAIR,Is3DELMP3C 
SEtDECISICNMGDE: 03-AUE2001 
510(k) SZYBENT 

DEiVICE:TFRVELEAsEEfXX!RICSCXXQER, &mELPIcNEm3 
SE-DECISICN MADE: ~06-AQG-2001 
510(k) STATmEW 

DbVICE:TFWELEASE~CXXXfER, mmJPIcEmn4 
~DECISICNMADE: 03-AUG2001 
510(k) .slmBWT 

DE!VI~:MEEUTSHERTXHPRZDUCl'SOXYGEX~ 
SEiDEXXSIONMiDE: 2S-AW-2001 
510(k) StIMGRY AVNIAELE FRX FDA 

DEVICX:TFGWELE%SEiEXECPRIC saxrwmm#PIoNEER2 
SE DECISICXV MADE: -03-&X-2001 
510(k) STllTEMENT 

DEVICE:HDRTAN&~AWLICXLGRWITH~~ 
SE DECISION MADE: 27-AUZ-2001 
510(k) SUMMMZ AVAILXEE FRX FDA 



SUB&SITIEFtADDFGSSLISTINGFORWRHSUEM%NTIAILY~ (a) 510(K) (K) m 
FORFINATaDECISICNS RENDEREODURINGTHEPERIOD 01-AGG-2001TH%UC% 

05-SEP-2001 
Pe-24 

MIcm-cs, INC. 510(k) ND: KOl1535 
ATm:EBEN GcmxN PI-Km-3 No : 949-837-3700 
2ciamEaR 
IRVINE, CA 92618 

MIcm Des, INC. 
ArITN:EBEN GQRDON 
2cxxmE?m 
IRVINE, CA 92618 

MI-c5 axw. 
ATIN: SHEPRJE RINNE 
46360 FFIEKBE HWD. 
FFtEKNP, CA 94538 

MI-BWRP. 
m: b53bmmE RINNE 
46360 FFEKNC BLVD. 
l?l?mmC, C!A 94538 

&Y& Ig$sEpJ 
7881mN.W. 90X3 AVE. 
-I!mmK, FL 33321 

510(k) No: X011937 
FWNENO: 94943373700 

510(k) p\K): KOl2109 
FmNE No : .310-979-5150 

510(k) NO: KO12110 
pfTtn?E No : 510-979-5150 

510(k) No: KO10295 
PTtKlNENO: 9547204383 

210 LCRNA &spRE, PM3 192 
HWVER, AL 35216 

mc. 510(k) No: K011416 
PHONENO: 205-283-1698 

MILLSBI~ICALS,INC., 
ATIN: STANLEY MILLS 
3.20 N.E. 26!t.H ST. 
-CITY, OK 73105 

510(k) No: KO11427 
PHCNENO: 405-525-3141 

MINXTAW., LTD. 
ATTN:NANcI DEXTER 
458s.R?mxMmxl 
EzAILEY,a380421 

510(k) JQ KO10413 
Pi%%& IV3 : 303-838-8619 

MRIDEVICESCGRP. 
ATTN:7II-Kms - 
1515 Pm DR. SUITE A 
wAUKES%, WI 53186 

510(k) ND: KO12353 
PHONE NO : 262-5241402 

NEumvAsx, INC. 
m:JAcK ,?ilmIcK 
7351 - LANE, SUITE Xl.2 
MAPLE c%DVE, MN 55369 

510(k) No: KO11646 
ETXM3 ND : 763-315-0013 

DEiVIC-Z:C%DENCEpREcISIoN~, MXIEL 103-0304 
SE DECISION MADE: 02-AUG2001 
510(k) SUMMhRY AVAIIMLE FFUM FDA 

DEvIa: TRULINE INFUSIONS 
SEDECI~ICNMADE: 28-AvG2001 
510(k) SOMMZtY AVAILABLE: FfMM FDA 

DEVIC!E:DRI ECSITGYURINECALI~ 
SE DECISIc%IT MADE: 27-AtG-2001 
510(k) SUNVARY AVAIUEKE F'Ia¶ FDA 

DEVICE:DRI Ec5iTxaENzYME-SAY 
SE DEjcISICN MADE: 27-AOG-2001 
510(k) SUMGRY Am = FDA 

DEVICE:MICRQSTIM 1001 TENSDEVICZ 
SE DECISION MADE: 03-AUG-2001 
510(k) SUt%ARY AVAIIAPU = FDA 

DEVICE:MUSCLEIMZGINGSYSTEM(MIS) 
SEDECISIONM?DE: 06-AU%2001 
510(k) STMTM%Q 

DEVICZMBI PD-103 SL;MBI FD-103 SH 
,'%! DECISION MADE: 31-AUG-2001 
510(k) SOMMARY A- FiUM FDA 

DEVICE: MIITJLTA FULSOX-3S1, PULSOX-3IA, pIJL9oX-3LI 
i% DECISIONMADE: 02-AU%2001 
510(k) SUMMARY Am F!FtZM FDA 

DEVICE:@fG~7 wmwIL 
SEDI?CISIQNMADE:14ALR=-2001 
510(k) S?cmEmm 

DEVICE:~ INFUSION CaTHETER 
SE DECISI(JN MADE: 27-AUG2001 
510(k) SUMMARY Am m FDA 



SUEWTT!ZRADDRESSLISTINGFCRCDRHSUEWWIAiU m (SE) 510(K) WWARIES OR 510(K) m 05-S!?-2001 
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NEumrFmm1m,m. 
ArLTN:wHMT Ii!!xEY 
12300 TWINBoX PARKWAY 
SUITE 230 
FLCCWZW,MD20852 

@EqRavISI~, lx. 
&TIRRIC.X?iRDE~ 
12300 7IWDWWX PARKWU 
SUITE 230 
FtiZWUE,MD20852 - 

NEW DE?&, S.A. 
ATI'NzNOFtMNFESTRIN 
9109 CWENHAVERDFtIVEi 
FcEWAC, MD 20854 

NETiD@& S.A. 
A!tTNzNBMRNFESTFUN 
9109 CWEUH?iVERDRIvE 
F~JIGGC, MD 20854 

NEhAvEMEDIcALLLc. 
ATTN:RxFm - 
620 HAM;ARD ST. STE 614 
PLAIQ TX 750745530 

Nluixm -mAB 
ATl'NzDANIELKNB 
P.O. Box 7007 
DEERFBLD,IL60015 

NLiDAom-aAB 
ATrN:- KAm 
P.O. Eox 7007 
DEERFIELD,IL60015 

NW, MEDIW pFaxJcm 
0554,40555,440556,40610,40613, 
ATlJN:FUC!HARDAHWER 
64OlMEADlxlJswEsT 
KXU? WDRIIII, TX 76132 

rxLmmYmSANGYO00.,LTD. 
ATlNzGARYJ~ 
16303 PAI'QUMIC WAY 
siN LmNxx3, CA 94578-1116 

510(k) No: KOl2069 
F!BXlEbD: 301-770-9590 

510(k) No: KOl2530 
FT-Em No : 301-770-9590 

‘)_ 

510(k) No: K011946 
PHONENO: 301-279-2899 

510(k) No: KO11716 
PHONE I'D : 301-279-2899 

510(k) m: KG03631 
PIENE No : 214516-8383 

510(k) I0 KO11607 
pIR3NE KI : 847-3741727 

510(k) No: KOj.2123 
PHONENO: 8473741727 

510(k) IW: KCQ3804 
.40625,40801 

PZ-K@E No : 817-2943644 

510(k) No: KO11949 
FFKNENO: 510-276-2648 

DEVICX:NZDIFICWXt'J~:BHevIO~~~~TEsTIN~ 
SE DECISICN MADE: Ol-AU&2001 

510(k) .SUMAEU AVAILMU FTXN FDA 

DEiVICE:N+1SYSI!EX 
SE DECISICN MADE: 31-AU%2001 

510(k) SUMMARY AVAILABLF: m FDA 

DEWICE:THESPINSNAPXX?FSCXW 
SEiDEcISIoNMADE: 24AuG2001 
510(k) .SUWARY AVAIUXB FIiaM FDA 

DEVICE:THETUNI-CLVIP.S~~GTE 
SEDECISI~HADE: 3O-AUG-2001 
510(k) SUMMARY Am FRX FDA 

SFiDEcISICNMADE:1O-AUZ-2OO1 
510(k) SUMGRY ASRIIXU FfMM FDA 

DEVIL: s- 
SEiDEXXSIoNM7+DE:1O-AW&2~1 
510(k) SUbWARY A= FRM FDA 

DEVICZ:NmoIL 
SEDE!CISIcGJMADE:O3-AUZ-2001 
510(k) sSLW@RY AVAIUXE FFUX FDA 

DEVICE: SENSI-F'REMANEXXWE%Mx; lliLxmmEs, 406l2,40614,40626,40550,4 

SEDECISIONMADE: 30-AUG-2001 
510(k) .%&WRY AVAILXZB = FDA 

DEVICE:ELKIASERIM?GER,M3DELEL,-DRYdO@l 
SE DECISION MADE: 29-Am2001 
510(k) SUMM?GU AVMUlXZZ FfMM FDA 



SUEMITIERADDRESSLISTIbGFMICDRHSWSTANTIwY~ (a) 510(K) SUMMARIES OR 510(K) - 05-SEP-2001 
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NC&INVASIVE - SYm, 1510(k) No: KOl2020 DlWICEi:IIWENTS ,W%dAREIS~DATA=ING SOFVWFimAPC 

ATIWiXLANFBFtACK PHONENO: 305-5343694 SE DECISICN MADE: 21-AUG-2001 
1846WES'TAvE. 510(k) SUMMARY AVAXABLE FFCM FDA 
MIAMI BEACH, FL 33139 

laxmx!x DIES, INC. 510(k) No: Roll928 - DEVICX:HYDRJTC%ER At?nmmPICADMINISTRATImmmSFT,mm7-460 

iiFklmY KURM 
600 a-luRcH RD. 
EKGI& IL 60123 

MVABICMBDICALOZRP. 
A!ITmPAULwMwxxmLD 
2cnPFrxmmST. 
WALm, MA 024549141 

PHONENO: 847~608439cm 

'1. 
510(k) No: KO12058 
PI-KXIENO: 78143944800 

a2uLAR IN-, INC. 
AlITN:R?lYMBD GRWBM 
2255 116TH AVE., N.E. 
EJSTZWE, WA 98004-3039 

510(k) No: KO12096 
J?HSlENO: 425-455-5200 

OLYMPUS AMERIca, INC. 510(k) 1\To: KO11886- 
XL-C cGAsmmD~mOLmsGFTypEUM160, 
ATIN:LAuRA -m FJEDNENO: 631-844-5688 
'IKO - -DR. 
mm, NY 117473157 

OLml?UsoFmc4Lcn, LTD. 510(k) m: KO11484 
1 
Al-IN: LAmA SIORMS-TYLER PI-DEW: 631-8445688 
TWcXWXXMEmDRfvE 
MlnJqim, NY 11747-3157 

o!?USDmLm. 
ATIN:- FRromaN 
117 AHUZAH ST. 
RA'ANANNA, 

510(k) No: KO11769 
PHrXE I'F3 : 972 9 7718150 

cmmcI,~INc. 510(k) IQ: KO03198 
ATINcLmAlmPAbwmJ?i PI-KWm: 650-687-2621 
-3700 HAVEN cl!. 
MENLoPARK,cA94025 

BIS, INC. 
ATIN:PATRICKRBILBO 
150 DAN RD. 
BrNn=N, MA 02021 

510(k) NO: KO11025 
EWNENO: 781401-1155 

SBDFCtSIcNMiJDE: lo-AU%2001 
5iO(k)- SUMMARY A=FEUXFDA 

DEVICE:SI!ATPFZOFlIEF'HOXPLUSLANALYZER 
& DECISION MADE: 20-AW-2001 
510(k) ,STX@Mm 

DEiVICE:DISFWMEXVlTWXXW~S 
sEDEcISIC%i.MADE: 24AuG-2001 
510(k) m 

DEiVICE:CXXMPUS -NM-4-1, NM-5-1, NM-6-1, N&7-1, NM-8-1, NM-g- 

SE DECISJON WE: lo-ACG-2001 
510(k) SUbWRY Am = FDA 

DEVICE:OPUSlO (WlTHTWfMIITWA&ICWICW),m3DEL2NO 
SEDECISICNMADE: 30-ATX-2001 
510(k) $U&@WY AVAILABLF: m EDA 

DEVICE:VUlXW12K:PFXXW,~EZL91lXXX 
SE DECISION MADE: 29-AW-2001 
510(k) aSM%RY AWCWXE FRCM DA 

DEVICF,:FCETMZWSUZIC7+LIQCSH 
SEDECISICNMADE: 24AuG-2001 
510(k) SUbWARY AvAILAgLE FFUM FDA 



SUMXCERADD~LISTING~CDRH~~ FE) 510(K) - OFt 510(K) B 
FcwFIN7&DEiCISICNSRE!NDEPEDDUlU.NGTHEPERICD 01-AUZ-2001THXXJGH 31-Am-2001 

CRIDICNMEDIC?+L1987LTD. 
A!ITN:sANFatiD BRzlwN 
7 HZW%E'E ST. P.O. BQX 45025 
HARmzvIMINDuSTEuALPARK 
=-, 

510(k) No: KO12391 D~CE:MW%INEJCO2NhSAL -sAMpLEm 
PHCNEiNo: 972 589 9115 SE Dm;rISICN MADE: 15-AW-2001 

510(k) SUMMAFY AVAILXLE FRX FDA 

05-SEP-2001 
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ORIDIC?NM!ZDIC%1987 LTD. 
ATrN:sANEDRD B.Km 
7 HAMARPE SC. P.O. BX 45025 
HARiXWdVIMINO~PARK 
JER==W 

CRIDICWMEDICAL1987 LTD. 
m: b5aNFmD ERaiN 
7 HAMARPE St'. P.O. B3x 45025 

,HARHJXVIMlNDUSTRIXPARK 
=-r 

OKRX)DEWUXWNCa%ie. 
A!Tmv:c!AmL FREAsIER 
106 wEST 12200 SCUI!H 
DRAPER,uT84020 

~CjXLDlYXNXt'ICS 
A!rm:susAN- WERNER 
100 INDIoOCREEKDRIVEi 
m, NY 14626-5101 

510(k) No: Km012394 
F'HZNE No : 972 258 99115 

Dm&VJCZ: CBJJDI(XtBC-LIb@CRALNMAL CANNULAWLINE 
SEiDEXXSICWMADE: 15-AU%2001 

(.. _ 

510(k) ND: K012395 
PHONENO: 972 258 99115 

510(k) NO: KO12l29 
ETKHEiNO: 801-553-9991 

510(k) No: KO12561 
PI-KNEIW: 716-453-4469 

ORTB+DQCRL DiXBXl?ICX, IN!. 510(k) No: K012593 
'IR%CBEMIST&pRdDucTs~KIT2 
ATTNzMARWNEA+SHUMAN PEDNENO: 7X-453-4041 
100 INDIGOCREEXDR. 
FxXB%ER, NY 14626-5101 

-, INC. 
A!rm:EEN - 
711 a3mEY am 
cmL~,?N38017 

510(k) No: KO10738 
PEXXENO: 901-888-5614 

-LTD. 
Alrm:- IT-qmmN 
17AJslzAHST. 
RA'ANANNA, 

510(k) m: K011827 
PlXXE ND : 972 977 18130 

-,= 
ATIWKARENEbARDEN 
8202 - FKXD 
cmsmm?m,oH44026 

510(k) No: KO11807 
PI-KBE No : 440-729-8457 

510(k) W AVAILXLE EFUXEDA 

DEiVICE:bWXLJNZ 02/032 NASALCANNULA SA?dPLELm 
SEDEYZISICNKRDE:15-AUG2OO1 

510(k) iWiWARY AVAIIABLF: FfiaM FDA 

DEVIC!JZ:csiIHoDEWEXOFMEWl?CXUCN-IENl?SYSTEM 
SE DEZISICN WE: 22-AUG2001 
510(k) fZlM@BY AVAIUBIB FFUX FDA 

DEvIa: llIcTms ilIMMmmI pl3lmxs m-w (xxvEms 
SEDEZISICNHADE: 29-AUZ-2001 
510(k) ,5iuWEZ AVAILWLE FR-X FDA 

SEDECISICNM?X)E: 3O-AU%2001 
510(k) SUMWY AVAIUBLE F'FUX FDA 

DEiVICE:cANNuLplTED~S~SY~ 
,t@ DEXCSICN MADE: 01--2001 
510(k) R 

DEVICZ:cXCEUXS8OU 
SEiDEXXSICNb?ADE: 2&AW-2001 
510(k) SUMNARY AVAIMBLE FRX FDA 

DE?JIC!E: SCS CLWtIS SPIN& SCREWS, TYPES V,G,E 
EiE DECI$IcN HADE: 07-AUG2001 
510(k) StWARY AWUiABLE EXM FDA 



m ADDRESS LISTS FC%t CDF?H m &JJlXW& (SE) 510(K) sSWWNES QR 510(K) m 05-s%2001" 
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asIMmImL,mc. 

AGE:- 
138OlHXXFMICKDRIvE 
TAMPA, FL 33626 

cxTEcmOIcs, INC. 
AlImALEiEmJzNzumI 
809cXRlERLANEi 
PAR?WS, NJ 07652 

a?ENMOM!mRD,Lm. 
ATm:RoBERr SHAW 
1755 A WEST CXX CX@XNS CWKC 
M%UETIA,GA30062 

PAazARr,INc. 
ATIN:GEaGE MYERS 
377 IilxlTE 17 ExcnIFI 
HsS~HE1Qprs,NJ07604 

PFiRSYS!CDEVEUEWWCURP. 
A??IWSCYXTBWILSCN 
316 SKYLINE DR. 
PRESOJIT, AZ 86303 

p?cDrOmEx, , INC. 
ATm:EoB IasE 
2431 IMPALADR. 
-, ca 92008-7227 

-, INC. 
ATImzBELLEN LaND1u-K) 
510 ?EuRNAm Lxxx RD. 
(CtRWMR MAWR, NY 10567 

E'RAXSYSBICSYSTIiNS,IIC 
ATINzFUCHARDM!lHNER 
12945 AlIaETA BLVD. 
SAN RAKN, cl 94583-1323 

510(k) ND: KO12533 

PEKNEIW: 813-8X3-7488 

510(k) No: KO10118 
PHCNE ND : 201-444-7306 

510(k) No:...x011951 
FTKNE NO : 770-977-2226 

5$0(k) No: KOl2407 
.FmNFiND: 201-727-1703 

INC.510(k) No: KO11747 
~~ l!FDlEk-m :~ Q-19-363-2432 

510(k) No: K011397 
PKNENCI: 520-708-0705 

510(k) No: KO11382 
F'FKBlEIw3: 760-602-3300 

510(k) m: KOl2163 
FENFIND: 425-814-1514 

510(k) Iw3: KO11527 
JZKNENO: 925-866-2121 

DEVIClC:ICDIF'ICATIONToOSIMEDIC%LJXLFHIN l5xmND-~PuLsE- 

SE DECISION MADE: 22-AUG-2001 
510(k) S!JWWY A- IFEUMFDA 

DEVICE:NORMEDMANoIBU!XXFTXA!ITCNSYSTEN 
sEDECISICNMADE:14-AUG-2OO1 
510(k) STJWWY AVAILAXE FEMM FDA 

DEVIUQEZ SYRINX 
SE DECISION MADE: 02-AUG2001 
510(k) SUMWRY Am FFXX FDA 

DEVICE:PACWRTTX3C%RDIACEVENT~EE? 
SJ3DECCSICNMADE:14-AOG-2001 
510(k) SLWAW AWILXiLE m FDA 

DEVICE: PAUXARLClOODIODEL&SER 
SEDFX!ISIclMl@X: 30-AUG-2001 
510(k) SUMMARY AVAIUBLE F!FCN FDA 

DEX?ICE:F!ERSYSTFWEAL 
S@D&ISICNMADE: 03-Am2001 
510(k) SUNWY AVAILABW F!FUX FDA 

DEVICE:X!I!FGCEXCCMXRL&SERSYSTEN,hCDELAL7~ 
SE DECISION MADE: 02-AC2001 
510(k) SU&NWY Am F'EUX FDA 

DEVICE:pQY!ITTERSYSTEN 
SEfDE&CSICNN?iDE: 20-AUG-2001 
510(k) Stmm@NT 

DEVIC!E:WAXSYSRELIATsHTEST 
SEi DECISICN MADE: 07-AU%2001 
510(k) SOMtGRY Am F!i%X ITDA 
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pRcLGm%IvE OFtlmxL RE5zmcx 
m: NICK IK?vIcKY 

Lm. 510(k) m: KO10454 
FHCNENO: 403 250 1181 

#20, 1410-4OIH AVENUE, N.E. 
-, -, 

PT.SUGIHIN~ABADI 510(k) m: KOl.2444 
ATIN: RIa-mFuJ GIUWER PH3ElW: 631-582-7320 
933A MXTR PAEWzW 
HAUPPAUGE,NY 11788 

FwmJsMEmcAs TEC-NUGIES, INC. 510(k) ND: K011759 
AcrrN:MAuREEN FINLAYSON 
63GFEATFtD. 

E'HXEi No :$78-897-6469 

MhYN?m, Ma 01754 

Fwmxrn,LTD. 
AlTN:P. Arusmxm 

510(k) NO: KOl2319 
PHONE No : 44 289 4422413 

ARDM.XE,DIAMXDFUXll 
-IN, 03. ANTRIM, 

F?ANFAcm. 
xx- 

510(k) NO: KOl.2224 

ATINt~JBATl'UB 30 IXHEFUY AVE., P.O. BX 635 PEmm:508-588-ym 

A~INDUSIRIALPARK 
AvuN,~M 02322 

RisLmNmMED1caLm. 
ATIN: riDEwTwNIm 
730 INDEPENDENTAvE. 
CZAND JUNCMa, 03 81505 

510(k) No: KOl2044 
PJSXE NO : 970-986-5345 

RI- KXJF MEDIC& IN- 
cmEsmrAH,SI~~ 

C510(k) ND: KCXl2328 
FmLAPAEtOo32IN~ 

ATINzFzxBEmL~ PHYXENO: 847-913-1113 
353 cDRmmTE IamDs PKWY. 
v.fi!mmBILT.s, lL6m61 

RIam?Dm&FMEpIc&INSTmMmrS C510(k) No: Km011496 
NSERT‘S,B,ANO- l-KlXL 8650, 8652, 8660 
ATmzIxmimLcasARsA PIXXENO: 847-913-1113 
353 - trxx3Ds PAzw.wx 
VERNXHIXLS,IL60061 

RITF,-DENlT~o3Rp. 510(k) MX K011822 
~CE9AREVELJ.Z PKN!3 NO : 305-693-8626 
1056 EAST 33RD ST. 
I-IWXAH,.FL 33013-3526 

DlWICFn:THE!ALBERTA LENSEiM2,SULsFWXB 
SE DECISION MADE: Ol-AuG2001 
510(k) STAmmw. 

DEVICFGABNANE~WIDSPHY~ 
sEDECISICNMXIE:16-A%-2001 
510(k) m 

DEXtCEi:RADIUSNEXT GiYammMmGuIDEwlRE 
SE DECISION MADE: 23-Am-2001 
510(k) SUbWRY AVAIIAXB FRX FDA 

DEYICE:RANDQxBUM?WAsssAyEDD~~ 
SEDECISICNMADE: 24-AVE-2001 
510(k) +%mrmwr 

DEVICE: BI-E%-RSICINFlL~ 
SEDECISI~IGDE: 28-Am2001 
510(k) sm 

DEVIC!X: SIOS-llTmWAm EWtAUIOLIGHTERXWICR,SIC%?Nmfc?A~~3 

SE DECISICN MADE: 27-AU%2001 
510(k) SUNWW AVAILXJX FRW FDA 

SEDEcIS~~MADE:10-AuG2001 
510(k) SUMXARY AVAII&XE m FDA 

DEVICE:PITANDFISSURECHENIcXLCURIMG~ 
SE DECISICN MADE: 07-Am-2001 
510(k) STA!DMm 
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9115 HPGUE FmD 
P.O. Rx50457 
INDnS;IN 46250-0457 

510(k) ND: KOl.2210 DEWIC!E:WDIFICATIC$?~ACZU-CHEKINFWNMEI!Ex 
F%-EFE No : 800-428-5074 sEDFiCISI(xJMADE: 09-AUG-2001 

510(k) SUMfAFZ AVAIUWE FIMM FDA 

MZlEiDIZMZMCSClJRP. 
ICN 
ATlNttsEEmIL~ 
9115 HPGUE RCAU 
INDIANAWLIS, IN 46250-0457 

RZJ!ZD IAGmSTIcs~. 
TION 
ATrNzSHERRILcoENEN 
9115 BAGUE mx~ 
iTNjIANAWLIS, IN 46250-0457 

FZG-lEDI?GNWITC!SWRP. 
ATmzSHEmILamsm 
9115 H?!fsE FG!D 
lLND=S, IN 46250-0457 

Rx-sEFic-0~ 
ATIN:DANIELH74MILm 
625 - AVENUE 
(IKUMBUS, OH 43215-1724 

RubscH INrLI. 
ATINz~AEBWMNl' 
50l'MWATIa DRIVE 
tXQFERY, NH 03452 

SALm, INC. 
ATIN: GEORXA c RAVITZ 
1050 -CUT AVE., NW 
-, DC 20036-5339 

SEDECAL USA, , INC. 
A!rIN:Dz4aEL KEmf 
P.O. mx 7007 
DEERFIEW,IL6CC15 

510(k) ND: K.012286 

EWNENO: 317-521-3831 

i 
DEVICE: WDIFICRMCHTo:oDBAs -BD-PLUs2NO- 

'i ,j: 

SEDECISIONMADE: 08-A-2001 
510(k) StlMGRY AVAILMIB = EDA 

:t 

I... 

510(k) No: K012287 

PHCNE NO : 317-521-3831 

510(k) NO: K012399 
PHONE No : 317-521-3831 

510(k) No: K011467 
PEKNENO: 614-624-3743 

510(k) No: KOll210 
PEKNEMI: 603-532-0204 

510(k) No: KO10203 
PHONE NO : 272 155 84088 

510(k) NO: KO11935 
PEDNENO: 202-857-8939 

510(k) No: KOl.2663 
P.fDbIE NO : 847-374-1727 

DEWICE:MJDIFICN'IC'NTO: UBEAS IINEERA~-PLUS2ND- :i 
:: 

SE DECISION MADE: 07-AU&2001 
510(k) SIBWRY AVAIMBIE FRZM EDA 

DEWIC&MBIFICRi!ICN'IOEZECSYSFSHIIcYAL.%T 
SEDEXZISIONMADE: 24-AVG2001 
510(k) SOWARY AVAILU%Z FRZH FDA 

DEWICE:~EMRhCEi PUMPSET 
SEDECISICNMADE: lo-AU%2001 
510(k) SrplTEzyIENlc 

DEiVIC!Ei:THEPERUQUICKSETFCR~SDILATI~~ 
SE DFCISION &?NB: 15-At&2001 
510(k) SUMMARY Am FRZN FDA 

DEVICE:AcXU-RJLSETENSUNIT 
sEDEcISICNM?iDE: 28-AU&2001 
510(k) m AWUABLE m FDA 

DEVICE:RFJuvENIBuEHZDEL#FWlO 
SEDECISICNMADE: 08-AU%-2001 
510(k) .?WNWY AVAILAWZ FRZM BDA 

DE?JICE:FzASYMcwING tB3IUZX-R7UUNIT(MZDELS&l-HF) 
SEDECISICNMADE: 31-Am-2001 
510(k) SOMM?W AWUABLE F!FUW FDA 
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SE- am. 
ATIRJCHNJSHEA ' 
90 FOTESKEGT TFWL 
KITTY HAWK, NC 27949 

SEIN-csa., LTD. 
m:m.KY KIM 
133-3, FYuNx-m-m 
ANYAN-CITY, KYUNGGI-00, i 

m USA, INC. 
ss 
ATlx:KATB mm 
30798 US HWY. 19 NQIMI 
PAufHAREm,FL34684 

SENm1Cso3Rp. 
ATlN:LINDA MURDXK 
22705 SAVI: RANCB PKWY. 
YCRERLINDA, C&92887-4645 

S~SMEDIclTLSY~,rn. 
ATIN: J?ENELOP.EHGFECD 
16ELEcmXICZAVEi. 
DANVERS, MA 01923 

510(k) No: KO11544 
EsA=NE NO : 252-261-4158 

510(k) No: KOl2054 
PI-KNE No : 82 31 4210389 

510(k) No: K011749 

PHONE NO :'?27-787-7250 

&O(k) m: KO12085 
FTXNE PQ : 714-283-2228 

510(k) No: KO11447 
PI-KNENO: 732-321-4950 

510(k) NO: KO12461 
PECNE ND : 978-907-7500 

smSl+omExL?D. 510(k) Nh KOl2068 
T 176, EEJELS MFENS 16338, MEmS 17335 
A!rIN:- MrJLLINs PIDE No : 443 032 60551 

D&ICE:HAlXEL,4GRN$!SYFtNE 
SE DECISION MADE: 15-AWZ-2001 
510(k) SUMMARY AVAIMBlX FR% FDA 

DEVICE: FULLAVrOWRISTDIGITALEiUXD pRESsmE~m,mELSE-3l2 
SEDECISICNMADE: 08-AUZ-2001 
510(k) m 

DEWTCX:LATEXF#DEREDP~IENl' ExRmNATI~GLCvE,2mm~mm 

SE DECISICN MADE: 22-AW-2001 
510(k) ,9UMAEZ Am Ffickl FI;19 

D~CEi:SSNWSTAR&SERIES~SY~ 
SE DEtCISItX MADE: 02-AUG2001 
510(k) SUMMARY AYAITXKE FRXl FDA 

DEVICX: INSPACE3D 
xSE DECISION MADE: 03-At%-2001 
510(k) m Am F!RX FDA 

DEVICWS~S INFINMYMIBIID~PErmW33LtXWEWXR 
SE DECISION MADE: 17-AUG-2001 
510(k) SUb!MRY AD FRN FDA 

DEVICE:WALLACX~~~l6G,~~~~ 

SE DECISICXl MADE: O&A=2001 
510(k) f%MMARY AVAILABLE: FHX FDA 

SULARK DEVICE & SYSTEMS 03., LTO 510(k) NO: KO02832 DEWICE:CXNDUCCIVEGELFORULTRXXUNO 
ATIN: GEDRGE K.C. CXEN PHONE NO : 011 Ej86 22597900553 DECISICN MADE: 06-AW-2001 
34 - SHAN ItoKm RD., 
l2THFL., SEE. 3 510(k) STA!WmW 
-1, 

ScREOExINm1a cXRRXWCI%lO(k) ND: KOl.2170 DEVICE:DIGORAFCl' 
m:KAI LAND Pf?S?E NO : 358 939 371 SEDEcISICNb?ADE: 10-AU&2001 
NILsIANA!IUlO-14 510(k) .9UNMAW AVAILABLE: = FDA 
====I, 
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SPA- BURDICK, INC. 
ATINzJtXNEGREXNBAUM 
20310 SW.48TH STREET 
FT. LAUDERDm, FL 33332 

05-SEb2001 
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510(k) No: K011339 
pEDNE No : 954-680-2548 

DEVICE:QUESTEXEXISESTR?XSSSYSTE$hXXXXL~GURATIONl4 
SEDEC~SICN'MADE: 20-AUG2001 
510(k) SWVAW Am m FI)A 

SPECIRUMBIOTEXX,INC. 
m: IAN MaxxmaL 
821EWT 17'IH STREEI' 
N.VANaXRrER, BRITISHCXXUMBIA, 

itt&?%i&i?MPAUiMBO 
1063TURNPImST. 
P.O. Box 420 
-, MA 02072 

-pI7c83uclls, INC. 
ATIN:LINDA NEXSCXV 
599Y?xEKAmY,SUITE700 
CRSTLE FrxK, a, 80104 

.z?IERLmMEDIvAT1ms, INC. _ 
A!rm:JomsMxR=LAs 
25285 LA IB?A DR. 
LcX AL!I.KS HlILS, CA -94022-4583 

STRALWNUSA 
ATrNzLINDAJALBEKc 
PJ3sEwoIR PLACE, 
1601Tlv4PEm~ 
WAL-, MA 02154 

STRYKERacwp. 
ArrrN:NIocaF: pEFl?rY 
4100EASTbfJW7+MAvENuE 
m, MI 4QCQl-6197 

~MARIAEBRJXTLE 
651 CAMPUS DR. 
ST: PAUL, MN 551123495 

PEKINEND: 651-697-2018 

SuLm -a, INC. 510(k) m: K012347 

ATTNzM?@CIARELLIS 
651 CAMPUS DR. 
ST. PAUL, MN 55112-3495 

Pi-DNEINo: 651-697-4807 

510(k) ND: KG03555 
??JKNEtNO: 604 831 9311 

510(k) No: KOl.2362 
PHONENO: ..781-828-4400 

510(k) Iw3: KO10534 
PHCNENO: 303-660-4201 

510(k) NO: KOl2330 
F-KWENO: 650-949-0470 

510(k) N: K012757 
EFDVENO: 8004484168 

510(k) No: KO10204 
FFDNEIK): 6X-323-7700 

510(k) No: KOl2066 

DEVICE:,XX&SAFESAFEIYSYRINCX,SIZE-Xc 
SE DECISION MADE: 29-ACG-2001 
510(k) i9UNQFX AVAZABLE FIiaM FDA 

DEV'ICF,:Iup=DIFICATICNTDVASCUWR~DEWICE ‘: 
SE DECISION MADE: 23-AUG-2001 

510(k) SUMM?W AVAIL&XE Fficpl l?DA 

DEVICEi:cXXX%ZWDUAL,~%CI125 
SEDEcISI~M?iDE: 06-AX-2001 
510(k) m 

Di'VICE:SIME%ICITYEW~INFUSICX?SET 
SEDECISICNMADE: 10--2001 
510(k) SWGRY AD = FDA 

DEVICE: ITIDEWALlXXANCSY~ 
SE DECISION WE: 22-AW2001 

510(k) SWfGARY Am FRX FDA 

IJl3vIc3E: ~STRYKER NAVIGATICN SYSTEIM--KNEE l4mJLE 
Sri: DECCSICN MADE: 31-AU%2001 
510(k) SUNWRY AVADXBLE F!FCN FDA ,. 

DEVICE:RWI'EGESELE-EXPANDINGNIT~SIWTWITH~D~TE 

SE DECISION MADE: Ol-AU+2001 
510(k) m AVAILAWZ FfiaM FDA 

DE?JICX:~SELF-EXPANDI%IWXNCXn SrENrwITH SW??XXTDELlYEPXTE 

SE DECISION M7&DE: 23-AU%2001 
510(k) SUMMARY AVAlI&ZE FEMM FDA 
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SULZER SPINE-TEC-I 510(k) ND: KOl2305 
ATI'N:JANEXLAcXiiXEX PIKNENO: 952-830-6205 
7375 BUSH LAKE RD. 
-S, MN 55439-2027 

ft3uNwa-sE- CO. LmSlO(k) Iw): KO11717 
ATIWSUSAND cxxJx!mIN-FALK PHONE ND : 203-431-1511 
55IccmmBNBLvD. 
SUITE200 
GREAT NECK, NY 11021 

b5mb@X-sEm Co. LTD510(k) RK):,~,Ko11765 
ATIWSUSAND WIDSTEIN-FALK J?'HtXE No : 302-431-1511 
55bxxammBLvD. 

!xnw-VISICN, INC. 510(k) No: K011781 
ATINtNANCYETAYLCR EEDNE No : 301-527-2000 
2oFlRsmmaRD.-SUITE200 
GAI-, MD 20878 

SYBFC.NDENt!ALS~~,~. 510(k) ND: K011798 
A!rTN:azllamN m5wExL pi-FmEm: 714-5X-7484 
1717 WEsr COLLINSAVENUE 
-, CA 92867 

SYERB?D3WALS~~,INc, 
i3!rIw:- ESWELL 
1717 WEST COLTJNSAm 
-, CA 92867 

slBfMND=S~~,~ 
A!lmkczoLxmm~ 
1717 WEST WLLINS AVENUE 
ORWGE, C7i 92867 

ExNn-m UJW 
ATjNzItATlBBMHLUL;L 
P.O. mx 1766 
1690 RUSSEU RXD 
PNLI, PA 19301-1222 

- P-w 
ATINzMRITHEWMHUU 
169OFXJSSEURD. 
PAOLI, PA 19301 

510(k) m: KO12321 
prxmcm: 714-516-7484 

510(k) m: x012322 
pEg3NEm: 714-516-7484 

510(k) 1w3: K011458 
PHCNEi NO : 610-647-9700 

510(k) NO: KO11978 
E5XNEW: 610-647-9700 

DEWICE:~IFTCATICWTO:TF?INICaj'XlERI~~CAL~SYsTw 
SE DEclSIQN MADE: 22-AW-2001 
510(k) STJWWY AVAILAEU E'FCM FDA 

DEVICFxSUNtGiXEiLUEiNITRILE~~ -oNGLovEs 
SEiDECISION'M?DE:14-AUG-2001 

510(k) ,?mxmmT 

DEVICE:I MI-IL 
SE DECISION &WE: 31-AU+2001 
510(k) SUbWRY Am F'FCBf FDA 

DEVICJCCZWWlWZ2 
SEDEXXSICNMADE: 14-Aw=-2001 
510(k) SObWRY Am FFCB.f J?DA 

DEWICE:pDINT4ICCWWX 
SE DECISION MADE: 27-AUG-2001 
510(k) ,SOWARY ASCUL?BU FRX FDA 

DEVICZ:OpTIBoND2 
SEDEiCISI~M%DE: 30-ADZ-2001 
510(k) SUWARY AVAIUWE = BDA 

D?ZVICJ3:SYNTHES!Yll?RIGHTWRISTlJUSICNpLFIIIE,17cpu83 
SE DEXXSLON YADE: 02-AUG2001 

510(k) SO&WARY Am FRZ4 FDA 

DFYJCE:SYNIHESLCP PRoxIMxTIBIAF?IATE 
sEDECISIONHADE: OQ-AUZ-2001 
510(k) SUMYARY AVAIIABLF: FTC&l FDA 



SUEMITIERADDRESSLISTII'GFCRCDRHsuBsrpINTIAzY EQJNXWT (SE) 510(K) SOMMIES CR 510(K) SINWGNW 05-SEP-2001 
FQRFINALDECISICNSRENDEREDDURINZTHE PERIOD Ol-AU?-2001 'LimcGX 31-AW-2001 Page 34 

z%%Dcw 
510(k) No: KO11878 

BRA!mRs,mm 7SlOQuLl 
ATrN:SuSANLocTL;LINs l?KNENo: 408-366-3908 
20400tGRIANIAW. 
cllPERTm, CA 95014 

f%F&29 
510(k) ND: K012257 

ATIN:bsmANL~ms PHONENO: 408-36&3840 
20400MAWANIAvE. 
cim!RMm, CA 95014 

. . . 
TENS CmELTD. 510(k) No: KO11543 
ATTN:BEFuwtDm~ Pi-KCENO: 44 161 9804310 
76,-m RXD 
-I 

TERumcmDI~ SYZX!E% CY%P510fk\ No: KOl2209 
ATlN:GARRYACWRl.WY 
l25mlEBAz;LII[19D 
EEKTCN, MD 21921 

PHCiJE'I'D : 800-283-7866 

TE3umME3oIa&axa?. 
ATlN:E?AlBwA SMITH 
125 BLUE BALL m 
EWJDN, MO 21921 

TGGlcw, llic. 
ATIN:wAYNE LEBEAU 
3505 r.iuPD RD. 
UNIT7 
MISSISsA~,~O, 

lmANSPACHEFxm,lxc 
ATIN: WILUZWEANSPACH 
4500 RIVERSIDE DR. 
PAIN Emal GAFmNs, FL 33410 

!IREBINDIWSME,LTD. 
ATlN:Jiw c2ELLER 
wQsTK.wER,suITE4ooo 
2425 WEST CLYMPIC BGUIEWW 
S?WIAmCA, CR90404 

TlZBINDll'GSITE,L'ID. 
ATI!NzJAYHGEUER 
wEsTTLc.mR,suITE4wo 
2425 WEST OLWIC m 
SANrA ?.%xvIca, CA 90404 

510(k) m: KOl.2646 
Fr-Km No : 410-392-7241 

-DEVICE: TEwe30 c!i?mz H!EmERMIc NEEioLE 
SE DECISION MADE: 27-AW-2001 
510(k) ,5UMGRY AVAlIN%Z = FDA 

510(k) NJ: KO12355 DEVICE: IMPq-x SYSTEM 
PKNENO: 877 557 4888 SBDECISI(x\TMADE: 0Q-AU&2001 

510(k) SIIFIIIEMENT 

510(k) NJ: KO11444 
PEENE ID : 561-627-1080 

DEVICE:ANSPWEMAXDRILLSYSTE2d 
SEDBCISIcbJMADE: 0%At&2001 
510(k) SUMARY Am FTI(3pI FllA 

510(k) No: KO12291 
PHDNE IKI : 310-449-1399 

DEVI(=E:HOM!JNIGGSOBUASS LI@IDRE%EW.KITS,PFtCDUCCcoDELKOOl.~ 
S!dDEcISICNMhDE: 20-AUG2OOi 

510(k) No: KO12292 
PZ-KW m : 310-449-1399 

DEVICE: ENIT (R) ~SALZCYLICASSAY, NG%7SOl9UL, ENIT (R) WSALI 

SEDEcISICNMADE:13-AW-2CO1 
510(k) SfJhWGY Am FRZ%f EDA 

DEVICE:EMITIIF?LUS MZCWNALAASSMMZDE 

SE DEfCISIcN MADE: 03-AW-2001 
510(k) SOMM&RY AVAIIABL FEIT%3 FDA 

DEVI&:TENSCWE,~EL&Y3 
SE DEfCISI~ MADE: 31-AUG-2001 
510(k) SUMWRY AVAlUBLE FRCBVI FDA 

D~~:~I~SPpuMpwI?HX~~~~~:~45X 
SE DECISI~ MADE: 15-AU&2001 
510(k) St&NARY AVAIUBLE m FDA 

510(k) ,SmlWmm 

DEVICE: BUMAN IGGSUBCUSSLI@ID REZGEWKITS,Pl%ZDUCZoclDELKoo1.TB 
SE DECISION MADE: 31-AUG2001 

510(k) m 
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MEBINDINGSITE,LTD. 
ATTNzJAYHGEGWR 
wEsTtlIua?,suITE4ooo /I 
2425 WEST OLYMPIC BXLEvAm 
SMrA&mIcA,ca90404 

'E-lEBINDINGS~,LTD. 
ATlXJ2iYHGEXJXR 
WEST=, suITE4ow 
2425 WEST CLYMPIC mtxm?Am 
tzatTIRmm, CA90404 

mEJamDzmJ~ANY 
m: MI- SPEARS 
15 HzammmE ST. 
MaNsFTELD,MA02048 

THE OLms OFTWKG CD. 
ATm:LAuRA s!Ltms-TYLER 
!IWOXRRATE(XNtEFtDRIVE! 
MEnnILE, NY 11747 

~ELEcrRIc! cm. 
mmEM%DSCN 
455 RT. 30 
-, PA 15126 

TORNJXR S.A. 
ATIN: IRENE GcssEr 
ZIRST-161, RUE LAWzSm 
-, 

TamHMm1CS;INC. 510(k) No: KO10796 
ATm:m1s MIKAYAMA PJXNENO: 650-615-4970 
347 OYSTER POINT BLVD., 
!suITE 201 
t9cmBsANFRANcIsw, ca94080 

510(k) No: K012295 
Pi-KNE No : 310-449-1399 

510(k) ND: KO12296 
pzxNEN0: 310-449-1399 

510(k) &ii011941 
-No: 5OG261-8155 

510(k) No: KO1176% 
F'fKZIE NO : 724-695-1890 

DEVICE: THE%%%-, M(JDELs 'IT-101, m-201, AND m-202 
SEDECISICNMADE: 03-AIR;2001 
510(k) SW!dMY A- ERX FDA 

510(k) No: KO122l.2 Qi!!mE: MoB)mmm To AnQuplr;rs SHCULDER SYSTEM 
.I 

PBXE NO : 00 33 476613500 SE DEiCISICX'I MADE: 15-Ati%2001 
510(k) SUMMRY AVAILABW FR.X FDA 

DEVICRAIA-PACKBRCA,STAI?iPACKBRCA 
sEDECISICNMADE:16-AWG-2001 

510(k) SlWmlEW 

TPAN- MXXLITY DIS'IRIEUl!I~, 510(k) No: K011744 
ATnkJuANcFcM3RA PEKNENO: 941-275-6767 
614OMILDmrmDRIvE 
SUITE #6 
Ftxr MYEPS, FL 33912 

DEVICE: W-5, BATIERYOPER?iWD,F@ARWHEELDRIVE,powER~ 
SEDECISICNMADE: 24-AUG.-2001 

510(k) SmnNENT 

DE?JICE:HUM&NIGGSUBCLMS LI@JlDRE?GEWKITS, PRJXJCTCXlDEN.KOOl.T 
SEDECISICNFADE: 20-AUS-204X 

510(k) STATEMENT 

DEiVICEi:HUMNIGGRX!IASS LI@lDREXEXCKITS,PFtXJCT03DEiXOOl.T 
SE DEcISI@J WE: 31-AUG-2001 

510(k) STN!@mm 

DEWX:MG!XNiW.AWImIC.XQBIALS~~~#7088 
SE DMJISICN MADE: 22-AUG-2001 
510(k) SUWmY A- FRM FDA 
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TFAN~MZBILITYDIS'ZUBUT Im, 510(k) No: K011745 
ATJ3i:JuANcRzvERA EKNEiND: 941-458-9290 
614OMILDMEm0DRIVE 
SUITE #6 
Km MYERS, FL 33912 

TREKD~CSYSTEVS,INC. 510(k) @Ze KO11803 
ATm:cxr%mIACI(MIpP E'I-KXE NO : 800-2X-9036 
29299 cZLE%ENS RD. SUITE 1-K 
WESTIAICE, OH 44145 

TREKD~~CSY~,INC. 510(k) No:.XOl2151 
A!tTN:c?!mmIAcEwApp PHONE No : 800-216-9036 
29299 c,ZBENS RD. SUITE 1-K 
-, CH 44145 

TRExExTmwRI-CORP. 510(k) No: KO12379 
ATINzPEZERJ~ PKNENO: 858-875-2616 
10455 PACIFIcmCr. 
SANDIMX),CZ%92121-4339 

TTJBIcpIEDIC.%,LLC. 510(k) NO: KOl2220 
---maTm-m RXNE-NQ-taOii=44-5026 

2885AUKRA AVEMJE, SUITE!15 
EaJLl%R, co 80303 

III+- MEDLC&L TJKMWLEm, IN510(k) No: KO12196 
A!rIN:- MzaFzIN pIK)eJENo: 860-599-4883 
183 -, 
NEWTLXECNTNPK 
NomH STONINGTON, CT 06359 

UNITED STATES ~IC'AL, A DIVISIONSlO ND: KO12273 
ATIN:- bc?LmcK PKNEi No : 203-845-1552 
150 m AVE. 
NORWALK, CT06856 

vALMEDcmP. 510(k) No: KO10754 
ilI'IN: I-KXW?D M rxUZ!E!IN, ESQ. PHONE Iw : 202-637-5839 
555 - SXREEF N.W. 
WLUMBIA 2qJARE 
wJvsmcm,Dc2ooo4 

VYSIS 
ATINtRUSSEiLKENNS 
3100 -DR. 
lxNmRs czI%ovE, IL 60515 

510(k) m KO11031 
Pi-K@E NO : 630-271-7040 

DEVICEY: HP-3, ~O~,~WHEELDRIVE,FCVZRFMEELcIIAIR 
SEDEiCISICNFADE: 30-AU&2001 

510(k) ,TmmmiT 

DEiVICE:SENSITM'IRE 18-24FKXJFSSU~IB=W 
SE DECISION FADE: 15-AU&2001 
510(k) ,TmTmmC 

DEVICE: HzAEmPHILus/-s - U-P) MIC PIATE 
S&DEcISIa MADE: 2hJG-2001 
510(k) m 

. , 

DEVICZ: PDX-2000 m DIGI% X-RAY SY- 
SBDEiCISICNMADE:16-AU%2001 
510(k) SDMFARY Am F%Z=T F13A 

DEVICE:ULTR?~C%L~STICK 
SBDECISI@I_@iDE: 24--2001 

510(k) tmm&mU 

DEVICE:SPIFVLRADIUS90-DSSTSYSIEM 
SE DECISION MADE: 15-AUG2001 
510(k) %@4?%RY AVAIU=LE FlU+ FDA 

DEVICE:NURSE'SASSISTAtVl?O.R.~SYST!EM 
SE DEXZISION MADE: 15-AUG-2001 

510(k) SUM@ARY Am FF0.f FDA 

DEVTC&VYSISURfYdYSICN~DE!R~~KIT 
SEDECISICNMADE: 03-Aw-2001 
510(k) SU+!ARY AVAILABU = EDA 
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W.H.P.M., INC. 
A!rIN:FRAN WHITE 
163 cRB3T STREEr 
ECWERLY, MA 01915 

WKO cIYzEMI=, USA, INC. 
ATlN:luMlA M&iixmY 1 
16ooBErLcKmRD. 
RI-, VA 23237 

WALTER -IN, M.D. 
A!rrN: WALm -IN 
5530 WISCONSIN AVENUE 
SuIm 705 
c23lEVY cX-I?SE, MO 20815 

WaLTERLmENzrzxJl?GICAL,~. 
ATnkTFa#RBYRD 
11520 TRADm DRIVE 
-, FL 32218-2480 

wELmAT.LYN -, INC. 
246 

ATlN:D3?UMAEBEY 
8500 S.W. CREEKSIDE PLACE 
BEA-, OR 97CO8-7107 

wEuHALLYN, INC. 
ATIRDAVIDAYOUNG 
95oLDi5z-aasRD. 
ARDISf, NC 28704 

WRPASIAPACIFICSDN. BHD. 
ATmYuEwAH ClEKlw 
JAYI! 1, JALAN 3, 
-PERusAHAAN-m 
SAmcTINGI,SEPANG~, 

510(k) I0 KOl2284 
PHONE No : 978-927-3808 

DE!V?LCRWHAXUTEST~TEiST 
S.EDFiCISI~M%DE: 28-AU&2001 
51O(kj n%uMmRY AmFRJMFDA 

510(k) No: KO10332 
PIQIE ND : 80-992-9256 

DEVICE:ww3B c.xammRm 
SE DECISIC@T MADE: Ol-AUG2001 
510(k) SUf@Ftf AVAIIABL FRX FDA 

510(k) No: KO11603 DEVICE:VHSPEDIATFUCHIPSCREWSYsllEM 
PIKNE NO :.,JOl-6564317 SE DECISICN MADE: 15-AUG-2001 

510(k) No: KOO2790 
FJEDNE-m : 904-741-44a 

510(k) No: KO11660 
FK) : 919-361~1 

510(k) No: F.012451 

LGFENE ND : 800-289-2500 

510(k) I0 KO12455 
PI-DNE ND : 828-684-4895 

510(k) No: KO12156 
PlX2lE NO : 49 723 13705219 

510(k) No: KOl2048 
PI?33 NO : 60 3 87061486 

510(k) SU!M?RZ AVAXAKLE FIicpl FDA 

DEVICE:AD~CKNiXLE 
SEtDJZCISIC?TMADE: 06-AU&2001 
510(k) m AVAIUBLE F&X FDA 

DEVICE: mPAfJ EBKJXE mELS 202, 204, 206; mP&J CS BXXLS 242, 244, 

SEDEiCISIoNMADE: 20-AUG-2001 
510(k) SUMbBRY AVAILXXZ FFXX FDA 

DEVICX:WEXHAlLYNDUF&%XXEiUXDP'RBXEZSY~ 
S& DECISION MADE: 17-AR&2001 
510(k) SU@S&RY An FlXM FDA 

DEVICE: IM&Gm H.E. 
SEDEZCSICXV'MADE: X-AU&2001 
510(k) SuFplARy An FRckl l!DA 

DMcE:KWDERFlZENE0PRELNE ELtammnmGLGuES,mm 
sEDEfCISICNMADE:16-7iLG2OO1 

510(k) SUMMRRY AVAIUGLB FTMM FI3A 



~ADDFUZSSLIsTINGtiCDRH m m (SE) 510(K) m CR 510(K) m 05-S%?-2001 
~~DEcISIopSS~~DuRTNGTHE~~01-AuG2~1'MRDuBI 31-AUE2001 PKF=J8 

WRPASIAPACIFXCX)N. EiHD. 510(k) ND: KO12135 
-~(5oMI-oRLEss) 
ATrN:YuE wAHc2Kw PKNENO: 603 870 61486 
LOT 1, JATsN 3, 
K?%jMANPEFUJSAHAANBWDAREiARU 
SALAKTmxI,SEJ?AwgsELmmR, 

XlRosPLc 510(k) No: KC02172 
ArrlN:JIM - PIKINENO: 441 132 446946 
28-3OHXVHEIMTERRACE~ 
LEEDS I 

ArITN:(;REx: HcllmND 
510(k) No: hm2280 
ZTXNENO: 949-262-0411 

I 

DEVICEi:FWXRFREEEW%NLATEXSURXC4TaGLOWSWITHl?R3I'EIN~L 

SE DEZISICN i%DEt Ol-AX&2001 

510(k) SUMWEtY Am FRX FDA 

DENIcE:~Y-~(vARI(JuSSIzEsAND~~~~vARIAwTs) 
~DFXXSICJFADE: 28-AU&2001 
510(k) SWVAW AVGL?BLE F!FW FDA i 

DE?JICE:TmXWWUM armuisSImANcI%%SY~m~vE!RSIm2 
510(k) SIXBHXC: 17-AVC-2001 



?(3TAL 510(k)s THIS PERICEI 340 
-llnmLwITHm 260 
!IomLwITHm 80 

05-SEP-2001 
Page 39 


