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3M CD. 
ATrN: sTlwHAN Jsc.wnm 
5353 WZATA BLVD. 
lsTJrJE 505 
-S, MN 55416 

ABEmT- 
ATIlN:LINDA IYXRIS 
1920 HURD MS l-8 
IRVIE, TX75038 

ABBOIT- 
ATIIN: ALIICIA SIMPSON 
1920 EURD DR 8-21 
IRVIN, TX 75038 

ABKXT- 
ATInT: ALICIA s- 
1920 EIURD DRIVEi 
IRvIIqTx75038 

ABBUIT- 
ATIN: ALICIA SIMPSCN 
1920 EiURD DR 8-21 
IRVIW, TX 75038 

AlsBuIT- 
ATJ!N:LINDA MXRIS 
1920 EURD DRIVE 
lRvING,Tx75038 

AEEIUIT- 
m:LINDA M=%IRIs 
1920 HURD DRIVE 
IRVIIG, TX 75038 

ABKYIT- 
m:LINDA ICRRIS 
1920 Hum 
IRVING, TX 75062 

510(k) No: KOO4009 DEVIC33:3MRITEST 290AUIWRE?iDER 
PIXNElNo: 952-946-8080 SE DECISION MADE: 25-MAR-2002 

510(k) SUbMARY AVAIlX?U = FDA 

510(k) ND: K.020256 DEVICX:UNICZM 
pl-KalEm : 011 498 152700139SE DECISICN MADE: 25d!AR-2002 

510(k) SUMARY Am F'RX FDA 

510(k) m: KO12996 DEVIC.X:BARBTNRATES 
FIDE&D: 972-518-6711 SEDECISICNMADE: 20-&W&2002 

510(k) S'LBMRY Am = FDA 

510(k) m: KOl2998 DEVICE:-/- 
PKNEIW: 972-518-7864 SE DECISICN MADE: 13-MAR-2002 

510(k) SUWiRY Am FFCM FDA 

510(k) N: KO13001 DEVICE:- 
PHCNENO: 972-518-7864 sEDEC!ISIoNM?iDE: 20-MAR-2002 

510(k) SLM4ARY AVAILAPU = FDA 

510(k) No: KO13004 DEVICE:oocAINE 
PKNEIQ: 972-518-7864 SE DECISICN MADE: 13-MAR-2002 

510(k) SNMARY Am = FDA 

510(k) m: KO13096 DEVICFa:PHENCYCLlDINE 
FWNENO: 972-518-6711 SE DECISICN WE: 13-MAR-2002 

510(k) S Am FXM FDA 

510(k) m: KO13100 DEVICE:l?FC)KXYWENE 
PKNEiI!D: 972-518-6711 SEDECISICNMADE: 20-MAR-2002 

510(k) SLW@RY Am FXM FDA 

510(k) IW: KO13143 DEVICE:BEN!ZODIAZEPINES 
PI-KNENO: 972-518-6711 SE DECISION MADE: 13-M?iR-2002 

510(k) SUM4ARY AVAIUBLE FXP4 FDA 



2TuEmmmADDREssLI~mcDRH-Iy (SW 510(K) SUN?WES OR 510(K) iXWB%NB 
lKRF'INALDEXJISIcNsRENDEREDDURIKlHEiPERICXl Ol-MAR-2002?Hwxx;H 31-MWb2002 

ABEDIT- 
m:LINDA l+cRRIs 
1920 HURD 
IRVIIS, TX75062 

ABKnT- 
m: ALICIA sIME)scN 
1920 HURD DRIVE 
lIRVlN2, TX75038 

ACISTMEDICALSYsmMS,INC. 
~QiRLMBEAUHLINE 
7450 FLYIN C3OUDS DR. 
SurIE150 
EmNPRAlRlE,MN55344 

ADvENMEmcat 
AllT.N:mw- 
lOOlSL7mNHwY. 
LlJEmcK, TX 79404 

AEsaJIm, INC. 
ATm:JoYcs !llmfAs 
3773 - FmY. 
CENIEFt-, PA 18034 

A, INC. 
m:- KEiLLER 
3773 - PKWY. 
CliNIER-, PA18034 

-, INC. 
ATnJ:LIsA - 
3773 OXKRATE PKWY. 
CENllERVAlXEY, PA 18034 

AEscmAP, INC. 
m:LIsA MIlmmxm 
3773 aRKBATE PKWY. 
CXNI'ER-, PA 18034 

AIRSEPCS@. 
A!I'INzCHARUJlTEHHAMIL‘ICN 
290 -IDE DR. 
EUFFALO, NY 14228-2070 

510(k) No: K013247 
PKNEiM: 972-518-6711 

510(k) bKh KO13314 
PEElEND: 972-518-7864 

510(k) m: Kol2983 
FWXWNO: 612-995-9319 

510(k) IW: K013987 
PEKNEPJD: 806-745-7718 

510(k) N3: KO11030 
FXNENO: 800-258-1946 

510(k) m: KO14149 
PIXNEIUJ: 800-258-1946 

510(k) No: KO14172 
PITNEm: 6X&258-1946 

510(k) N: KO14207 
PIDJENO: 800-258-1946 

510(k) No: KO20324 
PHXIEIW: 716-691-0202 

DEVICE:CMNABINOIDS 
SE DECISICN MADE: 13-MAR-2002 
510(k) SUMMARY AVAILWLE m FDA 

DEVICX:OPINES 
SE DECISICN MADE: 13dd?G-2002 
510(k) SUWARY AVAILABU F'IU+f FDA 

DEVICX:XIST4FRENCHAWICGRAFHICCNWEZER 
SE DEXXSICN MADE: 13ddAR-2002 

510(k) SUMWRY AVAILAEW m FDA 

DEVICE:~DIiSEUWXE~ 
SE DECISICN MADE: Ol-MAR-2002 
510(k) SUbWARY AWULAKLE FTXN FDA 

DEVICX:AEXXLAP-MIEWKE swhrrsYsTEM 
SE DECISION MADE: OldfAR- 
510(k) SWMARY AWUIABLE FTUX FDA 

DEVI~:PAEDIsoDpE,BWEL#POlOAANDPFOllA 
SF,DECISICNMADE: N-MAR-2002 
510(k) SLJWARY Am FEym FDA 

DEVICE:NELSCN ELEcmmmI~uNIT,M3DELGN640 
SE DECISICN MADE: 19-MAR-2002 
510(k) SUMMARY AWILAELE IXN FDA 

DEVICE:REEOWXEINSTNMENTSYSTB4,M=DELSMFOO1-MFo83 
SE DECISICN MADE: 21-MAR-2002 
510(k) SUbN+RY AVAILAEU m FDA 

DEVIcE:~OXYGEN~ 
SE DECISICN WE: 13-MAR-2002 
510(k) SllATEMENT 

05-APR-2002 
pFF2 
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AKSYS,LTD. 510(k) NJ: KO10131 
Tz4EmKIT-1w6O5,m~PLuMBmKIT-1w6O4,PBDBuxlDTuB 
?rmJANLzmiJ 
TWMARFUUITDFUVEi 
LINoQT-NsHIHE,IL60069 

AK!rINAMEDIcALpHysIcs~. 
ATrN:JmN w 
36Or?cRmm9w 
oztKam3, NY10920 

ALuMcrziEM-(Jo., INC. 
ATm:RIcHAHD mY 
393 EAST luw s@lmzT 
oZXUMBUS, Cl3 43215 

AMETUCMBIOMEDIC7iCCRP. 
ATrN:HEmY wELLi 
9110 RED BRANCH RXD 
-IA, MD 21045 

AMEFtIC?+NDI&XXTICA,INC. 
ATINtJCXNBBERRYMN 
222 RAILKAD AVE. 
c2ImawIcH, cc06830 

AMERIC?WDINXXWICA,INC. 
ATIN: Jam BEEEamN 
222 RADXIAD AVE. 
-a, CT06830 

AMERIC7WDIXNXTICA,INC!. 
ATINzJCZ-lNB~ 
222 RAILXYO AVE. 
ca?mmwIcH, CT 06830 

zemIaNMEmcALSY~,INc. 
mELSAALINKE 
10700 BREN m., WEST 
-, MN 55343 

ErNEmi 847-229-2020 

510(k) m: ml4081 
PEENENO: 845-268-0101 

510(k) rn KO20593 
PHXlEbD: 847-785-3311 

510(k) m: K.020536 
PHNEIKI: 614-221-1010 

510(k) m: KO14101 
HCINENO: 410-992-4734 

510(k) No: KO13168 
PKNEIKI: 203-661-0000 

510(k) No: KO13318 
PHIEND: 203-661-0000 

510(k) m: ml3492 
-NO: 203-661-0000 

510(k) No: KO20446 
ElFINEm: 952-930-6309 

DEVIcE:PHD F?ERmwL HE#mIALYs1s lNzmamr-lMlOl,PHD~pRE-TREA 

SEDECISICNMRDE: 2&WiR-2002 
510(k) SCJWARY Am FRX FDA 

DEVICE:AKTIN7iMEDICRLPHYSICSRADIATI~THERAPYWEZES 
SEDECISIoNMDE: 05-MAR-2002 
510(k) SUN?iRY AVAILMLE FXM FDA 

DEVICX:aWERTRSSMSKXX~GCXdN 
SEDEXXSICNMADE: U-MAR-2002 
510(k) SUMWRY AVAIUBLE FF04 FDA 

DEVICX:GAZEXU~ 
SEDECISICNMADE:15-MR-2002 
510(k) SIRImEm 

DEVICZZ:RAPnTEST 
SEDECISIoNM7UE: 2O-MAFb2002 
510(k) X&WARY AWULABTZ m FDA 

DEVICE: IWBIND PLMNAPAI-lELISAJCDEL822 
SE DEXISICN WE: 07+fhR-2002 
510(k) SUMARY Am FRX FDA 

DEVICX: ACTIcHw=MEHEPARIN (ANTI-FXA),MsDEL832 
SEDECISICNMADE: 08-MAR-2002 
510(k) SUMWRY AVAZABLE FRX FDA 

DEVICE: IMUBINDTPAELISA,MsDEL860 
SE DECISION MADE: 13ddAR-2002 
510(k) SUNARY AVAILABU m FDA 

DEVI~:M3oIF'ICATICNTDS'I!RAIGHJ?-IN~SCNZWF'IXATICNSYSTM 
SEDEcIsIcNMADE:1~-2OO2 
510(k) SUbWiRY AVAILABU F'RX FDA 



~ADDREssLI~mcoHH- m (SE) 510(K) SUMWWES Ow 510(K) m 
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m4 

zumFcmNMEDIcatSY~,INC. 
ATm:MARK D 
107cQBRENFD., WEsT 
MIIwnam,m55343 

zlMLucx, INC. 
/AK-4ooo 
ATIN: YAW TltEN-Hsm 
ID. 58, Fu- ST. 
NSIN- CITY, 

AI%xnxT PRIVATELTD. 
ATIN:ASHITBSHAH 
4803, PHASE IV, G.I.D.C., 

ARATATnwaHEAL-SDN. H-ID. 
m:mm cl3JAN 
8, umxz INDUSTRI 11, IQWWN 
PERINDusIRIANBuKITPANcHow, 
NIEaslEBAL,PmAuPINAm, 

ARMKELLK! 
ATm:sIEPHENC~ 
P.O. mx 1001 HALF AmE RD 
(xANBmY,,NJO8512 

ARlnmx, INC. 
A!rm:ANN B 
2885 SWTH H=wsEsH% DR. 
-, FL34104 

-0cIRp. 
A!rm:BRuc.x EJFuIHm 
68OWggJERXAvENuE 
-, CA 94085 

-oowp. 
OFD; VMDS 
A!rTN:BRucE - 
68OwAVE. 
-, CA 94085 

ARlnmmaoc%Ip. 
ORD; lmNDs 
ATTN:- DEFIESTA-NG 
68OwAVE. 
-, CA 94085 

510(k) No: K.020663 
PKNEND: 952-930-6120 

510(k) No: K.012796 

PHXEiNo: 886 352 08829 

510(k) m: KOl.2189 
PE3XEIW: 917 958 50661 

510(k) m: Ko20359 
PEKlWm: 60 04 5937616 

510(k) m: K013433 
PEKNEND: 609-655-6308 

510(k) No: K.014155 
EHXEND: 941-643-5553 

510(k) M: KO14290 
PKNEKI: 408-736-0224 

510(k) No: KO20557 

PI-ENEbD: 408-73-224 

510(k) m: KO20621 

PKNENO: 408-736-0224 

DEVIC.X:M3DIF'ICATICNTOSPARCSLINSYSTEN 
sEDECISI(XM?iDE: 28-MAR-2002 
510(k) SUMMARY Am FlTM FDA 

DEVIa:AMLUCK AUtWATICDIGIT?iLMRIST, BLCCD pREssuRF:MJNITCRAK-3000 

SEDECISICNMDE: 14--M%-2002 
510(k) SUNMARY AVAILABU FXM FDA 

DEVICE:ANGEL'IWCHVEMI!EDIVADMINISTFWI~SEfT 
SE DECISION MADE: 05diAR-2002 

510(k) SUMMARY AVAILABLF: Fw=M FM 

DEVIClZ:ULTRA'IWCH~EREDLATEX ExrMnmnmGLLxlEs 
SEDEC!ISIokJM?d)E: 06-MAR-2002 

510(k) ,sIMmEm 

DEVIcE:TXJJANPASSI~BERRYGEL 
SE DEXZISICN MADE: 05d4?JR-2002 
510(k) SUMMARY AWULABTX m FDA 

DEiVICZ:OFENIN/CLOSIIQZ~~PLATES 
SEDECISI~MADE: M-MAR-2002 
510(k) SUMMARY Am FF0f FDA 

DEXtCZ:ENTEZPLAMAWANDS 
SEDECISICXTMADE: 28--MAR-2002 
510(k) SUbMARY AVAILABLF: ZXM EDA 

DEVICE:ARWXXNXaXlXUER; AR!Emmmc?4BLE;Fwr~;~c 

SE DECISICN NE: 21-MAR-2002 
510(k) SUMMARY AVAILABL FEZZM FDA 

DEVICE:--; -m;Fwr-;mc 

SE DECISION MADE: 28+hR-2002 
510(k) SWMARY AVAILABM FTUd FDA 



bsumrmmADDHEssLIsTINGEuRmRH~ EQKMGWT (SE) 510(K) S&MRIES CR 510(K) m 05-m-2002 
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-CEEP. 510(k) No: m20622 
;mm;mm;ANDwANDs 
ATIN:- DEFIESTA-JG PIE&E ND : -736-0224 
68OWiQUERXAVE. 
-, CA 94085 

-, INC. 
ATINzSAFtABSHULTZ 
P.O. mx 587 
wARslw, IN46581-0587 

510(k) m: ml4305 
pH3NE No : 219-267-6639 

ASCLEiPI~~p13 
ATm:wILLIAM KELLEY 
23832 VIAKNI!E 
030 DE CAZA, Ca 92708 

510(k) m: KO14057 
PKNEIVJ: 

AsEETIoo, INC. 
LE: AHP-88m 8:l 

510(k) m: X)20137 
RElxJmIm--PUSH- 

ATm:GRANT RAMALEY 
8333 216?H ST., S.E. 
F;xxDm, WA 98072 

AXIS-SHDELDDIMMXTICS,LTD. 
ATIN:EILEENMXMFEWY 
'ME-PARK 
LuNAPLAm 
-J=, -, 

BAxam~~o(Hzp. 
ATnJ:MARY Ialwxma 
RT. 120 & wllxN RD. 
IxxNDLAKE,IL60073 

BAYEROZRP. 
ATlNzTHZASFF.LYNN 
63 KRIHST. 
MEDFIELD, MA 02052-1688 

BHERDIIY;NOGTICSOCWP. 
ATIN:KENNETHTEDDS 
511 BENEDICT AVE 
7I?wmaN, NY 10591-5097 

BMLIsMEmcaLoo.,INC. 
45 
m:KRIs SHAH 
5160 EXJXRER DR. #33 
MISSI-,-0, 

H33NE IW : 425-487-3157 

510(k) m: KO20156 
FKNF, ND : 00 44 1382422000 

510(k) m: KO20485 
PKNEIW: 847-270-5619 

510(k) ND: KO20806 
PHDNEm: 508-359-3877 

510(k) ND: KO20217 
PENFIND: 914-524-2446 

510(k) m: ml4075 

PlXNFlND: 905 602 4875 

DEWICE:~~ (SYsIm2OOOAND8mO);AIxmmmE~ 

SEDECISIcNM?iDE: 28-MAR-2002 
510(k) SUMARY AVAILABW = FDA 

DEVICE:- ~LACLCRXSPIN 
SE DECISICN MADE: 29+!AR-2002 
510(k) SWMAFtY Am FRN FDA 

DEVICE:DERWZNtER:YMLASEEtSYSTEM 
SEDECISIONMRDE: 08-MAR-2002 
510(k) SWMRY AWIL?iHX FXM FDA 

DEVICE:AHP-66 4:l ~CN(XNmMXE:AHE'-888:1REDuCMm~ 

SEDEXXSICNMADE: 04-MAR-2002 
510(k) SWM?xRY Am FRX FDA 

DEVICE:DIASQiTlUIALANTI-C4RDI0LIPIN,MDELFCARlOCR 
SEDEXZISICNMADE: 06-MAR-2002 

510(k) +sTMmmC 

DEVICE:ALL-'I'WlcllWBER- 32OOML,2OOOML&1COOML 
SEDECISIONMADE: l2-#AR-2002 
510(k) SUMMARY AVAIL?GW Fw3M EDA 

DEVICE:ACS:18O&ADVIA~AFP~ 
SE DECISICN MADE: 27ddAR-2002 
510(k) SWMARY Am Fw=M FDA 

DEVICE:ACS:18OANDADVIACENIADRlPIH~ 
SE DEX!ISICN MADE: 15-MAR-2002 
510(k) SWMARY Am FRZM FDA 

DEVICE:E?X!CXWIALINEZMiWcXWEIER, ICIXL CIC 38/145 AND CIC 35/l 

SE DECISI(%J MADE: 07-MAR-2002 
510(k) SVWWEXC 



~ADDREssLI~rn~RH~~ (SW 510(K) ZU@RRDS OR 510(K) m 05-AER-2002 
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oNEBEiCIWDRIVEMC226 
FRlmKLm IlAKEs, NJ 07417 

BEcKMAN OOULIIER, INC. 
ATIN:GAIL LEFEWRE 
2OOsaJlI-I~ BLxD.,w-104 
P.O. Bm 8000 
BREA, Ca 928224000 

BMJn=N,DIm ANDcmmNY 
AT.tNzBRAD~MSPRINi 
7LcsmmJcIR. 
SPARKS, MD 21152-0999 

BIO MEN OCM 
ATIN:alLUENDENsM?wE 
7992 -DRIVE 
INDms, IN46250 

BICGEWX B 
lYIT!N:GuRvlNDERsNANDA 
46OOIKRRISCANKflRD. 
SAN Rzw.IN, CA 94583 

BICHZIZONSlMPLANT SYm, INC. 
ATINzDoEDAlL!IW 
CNEmPAFiKs[xRH 
zxJIm230, ScxJm 
BIBMINEN, AL 35243 

BIC&WUEUX,INC!. 

A!rm:NANcYwEAvER . 
595 ADGLUM DR. 
HAELNCD, ED 63042-2320 

BICMGT,INC. 
ATIN:PAmICIASBEE?ES 
P.O. BQX 587 
-, IN 46581 

BICNISI~ Iy; 
PLL-TN:DAvIDs~sT 
27 M?iUCXX, UNIT 206 
IRVINE, CA 92618 

510(k) m: NJ20523 
PfXN3 IW : 201-847-4513 

510(k) m: KO20521 
PKNEIKI: 714-993-8503 

510(k) N: KO20322 
PIXfIEm: 410-316-4206 

510(k) m: K.020068 
F3XNEm: 317-849-1916 

510(k) m: KOl2960 
EHmI?, N3 : 925-543-1336 

510(k) NZ KO20645 
HENEND: 205-967-7880 

510(k) m: KO20871 

EENEPJD: 314-731-8500 

510(k) NJ: K-020580 
PI-KXWINO: 219-267-6639 

510(k) No: KO14OW 
PENEND: 94949643897 

DEVICZ:E%)Bm NEEDLE, M3DEIs 301754, 301755, 301756, 301757 
SEDEiCISIoNMADE: 2O-MAR-2002 
510(k) SUMWRY Am FF04 FDA 

DEVICZ:MYNTtcATICNTDVIGlLLIPID~ 
SE DECISION MADE: Ol-MAR-2002 

510(k) ST&WARY AVAILABLE Fw=M EDA 

DEVIa:BDmm KLcmBIamYSYsm4 
SE DECISICN MADE: 27diR-2002 
510(k) SLWARY AWULABLE FElsm FDA 

DEVICE:scEJcwEp;L3DSYSTEN 
SEDECISIcNM?iDE: 04-M?iR-2002 
510(k) SW4?iRY AVAILABW m FDA 

DEVICEi: BICGENEX MHuDcLIJMu;ANTI--w 
SEDECISICNMADE: 08-MAR-2002 
510(k) SUWARY AVAIL?WE FT0f FDA 

DEVI~:MsDIF'ICUI~'IO?HEMAlWIWSYSTEN 
SE DECISICN MADE: 15-MAR-2002 

510(k) SWWtY AWUIABLE FElIM FDA 

DliVICZ:VIT!EK2 -IALsu-ILITYTEsTsYsTEMFoR- 

SE DECISICN MADE: 29-MAR-2002 
510(k) SUNARY AVAZABLE F'iUd FDA 

DEVIcE:X-SERIES BI-MEZRICHIPFEM3WALaHKNENS 
SE DECISICN MADE: 22-MAR-2002 
510(k) SLNMARY AVAIUBLE FFUd FDA 

DEVICE:VIm 20-1OMIB 
SE DECISICN MADE: ll+fAR-2002 
510(k) SUbNARY AVAILAEU m FDA 





SuBMITllERADDREssLI-m~~~ (SE) 510(K) m CR 510(K) B 05-APR-2002 
lXJRE'INALDECISICNSRENDEREDDURIbG'IHEPERI~ Ol-MAR-2002 TILIXUX 31-M?iR-2002 -3=8 

cz4?DIoEoaJS,INc 
A!Im:Ja-lN GREENmw 
20310 sw 48~~ STREET 
FT. L?UDERDALE, FL 33332 

510(k) m: KO13201 
pH=NEm :p4-680-2548 

clREREznB, INC. 
ATIlN:cHRIsTIAN HUNT 
1124DaaNIaanRT 
lKxEAN, VA 22102 

510(k) N: Ko20437 
FNYSEIW: 703448-9644 

cx?sEMEDIc!AL,INC. 
ATrN:DAvE HERNm 
1710 FIRMAN DRIVE 
SUITE100 
RI-, TX 75081 

510(k) m: KO20233 
PEENEIKI: 972-783-0644 

CHESHIRED-CSL'ID. 510(k) No: KO20241 
ATlJJ:NEILBSTRlNXR FHXJEIW: 44 151 3488023 
m-,-WAY 
mm 
-, 

axJRamLmImm~,INC. 510(k) ND: K013949 
ATINzKmIHPALxH FlXNF8bD: 603-743-5988 
87 - DR. 
DWER, NH03820 

c%lmmxLMEDIBrT-ISY~,INc. 510(k) m: KO20544 
cNSET19GA, SHS19OOSEFaES;wImSAEE INEus1mm.r22GA 
mKEITH PAIXH F533lENo: 603-743-5988 
87 VEMVRE DR. 
DCWER, NH 03820 

CwMm OXP. 510(k) ND: K014236 

~SEANMCURRY PKNEND: 858-675-8200 
16787 BERWFUB - DRIVE 
SUITEA 
SANDlZGQCZi92128 

cnAE?c SYm, INC. 
ATIN:JUDE PZGANEZU 
261 BAMILXN AVENUE 
SUITE 413 
PAT-O ALTO, CA 94301 

510(k) m: KO14153 
PEKNE~: 650-289-1010 

D~~:CaRDIOFOaJSDIODELASERSY~,~~60R,60NR,30Mi 
SEDECISICNMADE: U-MAR-2002 
510(k) SWMARY AWUJBUX FXN FDA 

DEVICE: CLASSICTENS 
SE DECISICN MADE: 15-M?iR-2002 
510(k) SUMMARY AVAILABU FlU4 FDA 

DEVICE:~CARDIWAXULARPpLTcHKIT 
SEDECISIoNMADE:14-MAR-2002 

510(k) SmImmr 

DEVICE:@AIGG/IQUiLISAKIT 
SE DECISICN MADE: 13di?iR-2002 

510(k) m 

DEVICEi:WIWRSALVTALzu3cEssSPIKEWI'IHNEEDLEUSS~ 
SE DECISION WE: 27-M?Qt-2002 
510(k) SQWARY AVAILABW FXN FDA 

DEvIcE:~sAFE~IoNsFT2OGA,~2ooOsERIEs;~sAFE~SI 

SEDECISICNMADE: l2G!AR-2002 
510(k) SmTEMEm 

DEVICE:CLINIocpJWWEGUDE~WITH -mLuxARA(xEss 

SEDECISIokJMADE: 2M-2002 

510(k) SUWARY Am Fwm FDA 

DEVICE:OXE'TSYS'IMESENWTINEDEVICE 
SE DECISICN MADE: 15*-2002 

510(k) SWMARY Am FT#X FDA 



~ADDREssLI~Ft=wrnRH~ EQKMUNC (SE) 510(K) SBMUUES Ow 510(K) m 05-AER-2002 
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cmANusa=%ze. 
ATINzMARlLYNRFWFMAR 

510(k) m: KO13714 
FENEm: 800-332-6326 

3511WEST -AVE. 
SAN'A ANA, CA 92704-6944 

clImMAN&rn, INC. 
ATnJ:ELlIzABGM IXLAN 
325 PARpmxRv DR. 
RAYNHM, MA 02767-0350 

510(k) No: K.020667 
PIXNFIIKI: 508-828-3262 

am!mT~Icoo.Lm. 
ATIN:ERIc LEE 

510(k) m: K.020451 
HCINEM: 886 5 2890303 

Ia. I.20 NAN sHlI?NG TSUEN, 
SHXISHANZ~ 
Hsm, a-IIA-YI, 

cK2aJmmmm, INC. 510(k) N3: KO13551 
ATm:DAvlDu7Llans PKNFINO: 805-968-9600 
~~OC~~XNADRIVE,SUITEB 
GclLmA, CA 93117 

axvaPrIoN~JEs 
ATm:GIvKx I.3zmmD 
3722 AVE. SAUt%Um 
IRVINE, CA 92606 

510(k) m: K.020490 
FJKNFIIWJ: 949-262-0411 

-- 510(k) m: KO20237 
A!rm:cmDIcz Emz PHXEIUJ: 512-445-5100 
4401FmIDRIcHL?wEPmG1 
SUITE loo 
AUSTIN, TX 78744-1832 

ox&?wcH aRP. 
ATlN:~vmm 
9085llTKmmum 
lafzmma, CA 95747 

510(k) m: KO14035 
PIXNEIW: 916-677-1912 

axDISaxP. 510(k) No: KO20316 
GICGRAMIC VESSEL DILXMt; M3s3ELs 466-P306AU & 466-P306EXJ 
ATlN:KAREN WILK PKNEDD: 908-412-7446 
7RMERKRNDRIVEi 
w?umEN, NJ 07059 

omxsm,INC. 510(k) PJD: KO20680 
-TIPs 
ATm:MARITzA cIExAYA FJFKNEm: 786313-6546 
14000 N.W. 57lH CT. 
MIAMI LAKES, FL 33014 

DEYICE:CUXNUSI.V.ADMINI~CNSET,M3DELB4ooSP 
SEDECISICBTMDE: 28-MAR-2002 * 
510(k) SIMB4mC 

DEvICE:CX0MANHAKlMSHUN?SYSTEZdS 
SEDECISICNMADE: 28-&X-2002 
510(k) SUM4ARY AVAILABLE FFUd m 

DEVIcE:CXdFCRTB 
SEiDECISI(3NM?iDE: 14-MAR-2002 

510(k) w 

DEVICE:ZE.XJSMICXXRISTw3BcnrCSURGICALSYS'I!EM 
SEDECISIONMADE: 28+X&2002 
510(k) SUMMY Am FEII=M FDA 

DEVICEi:pBs,PE!SWWI'IHQYI'ICNSANDPHEbXJLRED 
SEDECISICNMADE: 28-MAR-2002 
510(k) SATEHFm 

DEVICE:BPLUSCIZmfUX, LEVELS 1, 2, AND 3 
SE DECISICN WE: 19-MAR-2002 

510(k) SUbMARY Am m FnA 

DEVICE: "ooo&ToucH" AND "maI1" 
SE DECISICN MADE: 07-MAR-2002 
510(k) SUMMARY Am Ffll=M FDA 

DEVICE:CXlRDISTRAeEAsEpERMANENTVEN?t 

SEDECISI~MADE: 2O-MAR-2002 
510(k) SUdMARY Am FXX FDA 

ND:Y?G IASER SY- 

CAvAFILTERmTHE VISEASEAN 

DEVICE:~SELEXT lOAND INFUSICN~WI'IHANDWI'IHXFP 

SE DECISICN MADE: 27-MAR-2002 
510(k) SUMARY AVAILABL = FDA 



-ADDREssLI~Fowm~~ m (SE) 510(K) m CR 510(K) SJMBQMX 
lXXE'IN?GDEXXSICNSRENDEZEDDURIIG?HEPERI~ Ol-MAR-2002 - 31+S?iR-2002 

05-AR-2002 
Page 10 

OXCN U.S.A. 
ArlITN:m BATIS 
10500 IJNIVEBITY C!ENTER DR., 
SUITE190 
T?MPA, FL 33612 

OXMEl S.R.L. 
A!rlN:m SCHIFF 
1129 -AVENUE 
WEST CXOELL, NJ 07006 

aJRAsANp1: 
ATIlN:THNAS A 
5EzGL??lmm 
P.O. Box 3148 
RLJllnm, NM 88355 

cuIxNMmIc7QJ,INC. 
AlTIN:-sm 
555 - ZSTREET, N.W. 
m,,DC20004-1109 

DADEBEHRIBGJNC. 
ATINz-MENDE 
204OEtaERmISE~ 
WEST -, CA 95691 

DADEBEHRING,INC. 
ATm:cYNrHIA~DuKER 
204OEwImPRISE~ 
WEST EKWNEKD, Ca 95691 

DADEm,INC. 
m:cyNMIAvANDuKER 
204OEnlnmsISE~ 
WEST f3KNWXD, CR 95691 

DADEE@HRIIG,INC. 
-- 
ATl'NzMWREENME3DE 
1584EnnmPRISF#BamwARD 
WEST S, CA 95691 

DADEm,INC. 
ATIN:K?GHUENADRAY-LYCNS 
GLASGW SITE 
P.O. BQX 6101 
NENARK, DE 19714 

510(k) m: KO12377 DEVICZ:m -sKxJLDER PRaxcmSIS, 192.xXx czxmLmm SERIES 
FKNEND: 813-9774469 SE DECISION MADE: ll+fAR-2002 

510(k) SUMMARY AVAZMLJZ FEirm FDA 

510(k) m: KO14262 
EWNEIW: 973-227-1830 

510(k) rJD: KO14156 
FTKNEm: 505-336-7821 

DEVICE: CO%EDQUAETKCl2/QUMKTl2 
SEDECISICNM?iDE: 26-M&F&2002 
510(k) m 

DEVICE:CERAXBBCR!lXJ 
SEDECIS1oN~E:18-MAR-2002 

510(k) SUbMARY A- FKM FDA 

510(k) No: KO14216 
PIXNEN: 202-637-5794 

510(k) PJD: KO20142 
PE-DIENO: 916-374-3174 

510(k) No: KO20160 
PHXlEbD: 916374-3105 

510(k) m: K.020162 
PKNEIW: 9X-374-3105 

510(k) No: KO20248 

PECNEIW: 916-374-3174 

510(k) No: KO20441 
FKHEIW: 781-826-4551 

DEVICZ:swcASYS'I!EM 
SE DECISION NE: 21-M7iR-2002 
510(k) %MMARY Am FFUd FDA 

DEVICE:RAPID/SPUJSGRAM-m MIC/osmoPANELs 
SEDECISI~MADE:14-&fAR-2002 
510(k) SUMMRY AVAILABLF: FF0f FDA 

DEVICE:DRIEDGRA&F0S~MIC/ocMBoPANEUWITFIAMPICILLIN 
SEDECISICNMADE:14+fAR-2002 
510(k) SUMMY AVAITJBU FtXM FDA 

DEVICE:DRIEDGRA&~ITIVEMIC/ocMBoPANELSWITHHiNICZLIN 
SEDECISIcNMADE:14-MAR-2002 
510(k) SUMARY AVAILMU lXM FDA 

DEUICE:MICXXC?UJ RAPID/s PLUS GRAM-m MIc/a%moPmElsWImmI 

SE DECISICN MADE: 14-MAR-2002 
510(k) SUbMARY A- FRX FDA 

DEVICE:EMITIIE?LUSM3E3xa-I=NAT-IoocAINE~ASSAY 
SEDEiCISIokJMADE: 28-MAR-2002 

510(k) SUMMY AVAII?BM F'KN FDA 
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DADEMI~, lx. 
ATIN:-WDUKER 
1584EtmmFsISEBLvD. 
WES'I' -, CA 95691 

DADEMICXXXTiN,INC. 
ERACUJN (1.4, 4.4 - 256/ 
ATIN:M?UREZNMENDE 
1584EzmmPRISEBLvD. 
WEST tZ%XMNO, CA 95691 

DATEx-cxsmA 
AND- 
ATnJ:JcELcKENT 
86PILGRIMEMAD 
IlEmH?M, M?l 02492 

DASKITE -IEs 
AT'lN:DAVIDAMCNALLY 
37KRISALUNDRJYE 
IXIDEN, MR 01520 

DENKASEIHN'S 
ATnJ:KEvIN l4AmAN 
3-4-2NIH=NBAsHI 
IwAEauD, a-lKLKrJ 
==Q 

DENKASEIKEN'S 
ATIN: YaJsoKE MEmm 
342Ivlxmma 
KTwEMm, cIlm&KLJ 
=a 

DENISPLYIN'IL. 
ATIN:P.JEFFERY LEHN 
570 WEST 0JlXBXAVE 
YCRK, PA 17404 

DEFUYXXBED 
mKARENFJURCZAK 
325 PARMXJNT DR. 
RMNHMf, M?i 02767 

DEPUYZUXXED 
mKARENFJURCZAK 
325 PARMXNI DR. 
RAYNHAM, MA 02767 

510(k) N: KO20037 
Pf33IEiN: 9X-374-3105 

'4 m/ML 
510(k) N: KO20511 

PIXNEIKI: 916-374-3174 

510(k) No: KO20479 

FlEDlEND: 781-449-8685 

510(k) m: KO20310 
PEENEW: 508-829-4602 

510(k) rn KO11400 
FTiKNENO: 813 366 00421 

510(k) m: ml3359 
FENFIND: 03 366 99421 

510(k) PJD: KO14188 
FTENEIKI: 717-845-7511 

510(k) m: KO14053 
PHSJENO: 508-828-3704 

510(k) bn: Ko20522 
Ff-KNEim: 508-828-3704 

DEWICZ:DRIEDGRAMNEG?CWE MIC/oxEnPANas 
SE DECISICN MADE: 22-MAR-2002 
510(k) SUMWRY Am = FDA 

DEVICE:MICXXCZN RADID/smJs~MIc/ocMBoPANELsmPIP 

SEiDECISICNMiDE: OWQR-2002 
510(k) SWMARY Am FXM EDA 

DEWICE:DAT!EX-CE4BXS/5 -amp- 2sAlmmtm muLIE, M-NSAT 

SEDECISICNMADE: 26-M?@-2002 
510(k) SUMMARY AVAILABU FIQf FDA 

DEVICX:DAVLI'IEMI~PEi&~ 
SEDECISIONMADE: 2O-MA%2002 
510(k) SWM?G&' Am FE313M FDA 

DEVICE:MRSA~ 
SE DECISICN MADE: 27-M?iR-2002 

510(k) S'WMARY AVAILAEW FT04 FM 

DEVICX: LP(A)-LMEXSEIKENASSAYKIT 
SEDECISICNMADE: 08-MAR-2002 

510(k) SUMMARY AVAILABL FXN FDA 

DEVICE:NEWPFXXHYKXdDER 
SE DECISICN MADE: 15-MAR-2002 
510(k) SUHARY AWIlX3JX FFCM FDA 

DEXtCE:0ZNDUITT'CPGRANUUS 
SEDECISICNMADE: 08-MAR-2002 
510(k) SUbMARY AWUL?BLE FXN FDA 

DEWICE:MJXFICXlTI~~~I~ -MEsHsYm 
SE DECISICN MADE: 21-M?iR-2002 
510(k) SUMMU! AVAILABLE m FDA 
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DlXXXTICm03%1e. 510(k) No: KO13984 

A!l'INzEtWARDMLEVINE FBNENO: 310-645-8200 
57OONEST96mSr. 
Lc6AIulama, CA90045 

DI.NNXTIC!SYmV, I510(k) N: Ko2Ol.28 
ATIN:cInIaaL Fxnls PEENEIW: 281-332-9678 
445MEmcxL(mmERBLm. 
tW!STER, TX 77598 

DI?WNDD~CS,INC!. 
A!rm:LINDA SNNMNER 
331 FISKE i3TREET 
HIJWLI-, MIi 01746 

510(k) FXh KO20596 
HENENO: 508-429-0450 

DIAXRIN,lNC. 510(k) m: RX4030 
ATIN:l2avlD ILKmA PIXXIEND: 651-351-5592 
1951 B AYE. 
P.O. BQX 285 
-, MN 55082-0285 

DISGGTEXXMEDICAL -IES, 510(k) bn: KO14072 
A!lm:-SKABAN HllJvE In : 202-637-5794 
555 TtnmmmH zz?ImEr, NW 
~,DC20004 

lxlcIm'S RFtsEma -, INC. 510(k) m: ml2535 
ZXtT!N:RI~ DESUWUEW HENEND: 203-879-9422 
143 imaxT RD. 
IXIIDIT, Cl' 06716 

lxLEHINMEDIcALINC. 510(k) ti: KOl.2989 
ATIN:BIIL CUFtNAN PKNENO: 720-348-0389 
9433 s. l4zRNlx-LANE 
JrmmmDSm,m80130 

DON WILScNm MEDICAI;, IN5lO(k) N: KO20526 
A!lTNtbWGARETJpoGNER PENEIKI: 800-245-4717 
49OOBEimmuASTATImRD. 
--, NC 27105 

DYIUREXCXRP. 
A!IlNzJmNGFGLnRDI 
7736 bXXDSlDE CWKL' 
-, a4 45039 

510(k) m: KOl2957 
PI-BXEBD: 513-573-0085 

DEVIcE:IMWLITEBRGfA,M=DEL#LKBF!; It4wLmE2mBR~,m~#L2KBR 

SEDIZCISICNMADE: 28-W&2002 
510(k) SUbNARY Am FXN FDA 

DEVICE:AClXVEE'REEiBEI%HCG ELISA,mELDSLI-lo-8500 
SE DECISICN MADE: OldfAR- 
510(k) SWdARY AVAZABLE F'RX FDA 

DEVIC.X:~~, CATYPAK,CAL&SmPEslmmRDS 
SEDECISICXMADE: 23-MAR-2002 
510(k) SD&WARY Am FRX FDA 

DEVICF,: 1,25-DMDl251 FUA 
SEDElcISIoNMADE: 26dAR-2002 

510(k) SUbNARY Am FXN FDA 

DEVICE:FIXICNUNIRXGt MmuLAR HEm-HIP SYm (FIxIm UH) 
SEDECISIcNM?iDE: 08-MAR-2002 
510(k) SUW?W AVAIL?UW FFUd FDA 

DEVICF,:DFGDI~W4XNALSPEXXLW 
SE DECISICN M?iDE: Ol-MAFt-2002 
510(k) St&NARY Am FXW FDA 

DEVICE:DCWHIN2OOOCXR@IRY EiEEDR, l4XXLS, 2050, 2351, 2354, 2070 
~DECISICNMADE: 2O+lAR-2002 
510(k) SUMMARY Am FX$4 FDA 

DEWICZ:MpIFIC7XI'ICNTDW1L9CN-00C%(MOL~BAM)L,I~ 
SE DEXZISICN MADE: 19-MAFG2002 
510(k) SUNGtY Am m FDA 

DEVI~:lWELDRAPE,MXXLS4409,4410 
SEDEXXSICNMADE: 06&N&2002 
510(k) SUWAFtY AVAILABU FRX FDA 
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li=m?NKooAK~ANY 510(k) NZ Ko20635 
SUBSYSTEM, (lRl%KW 1170976 
A!rINzSuSANPAm 
343 STATEST. 
l3XEZER, NY 14650 

EE31, L.P. 
ATIN: FlEDEFuc lI!EsIR 
1OOlIvnmP~PKWY. 
PARsIPPANY, NJ 07054-1079 

EEU, L.P. 
ATIN:PATRIcIA Fum 
1OOINTERPAmPKWY. 
PARSIPPANY, w 07054-1079 

EzmRDsLIFEscIENcEs,m. 
ON- 
ATIN:JAscN SMITH 
aa3ElmmDsw 
IRVINFa, CA 92614-5686 

m:JRscN SMITH 
ONEELxaRDs~ 
IRVIIE, CA 92614-5686 

ENDIUS, IN. 
ATINzGENEDm 
~~WEST.BCCNSI'. 
PLMWILW, M?i 02762 

ENlozTuFxx~DEvIa?JS,m. 
ATlN:DEEBIEi IAHE'IETM 
7TIFFANYTmIL 
-, MA 01748 

ENxmEmmMEDIcAT,SYsrplls 
ATm:PAuL DFmEN 
6329 W. ia!mwmd CT. 
-, IN46055 

EbmmEmD~IcpJ,S!i~ 
ATIN:PA.UL DRYDEN 
6329 W. WATmVIm cr. 
-, IN 46055-9501 

FENEm: 585-781-6314 

510(k) N: K014276 
PEKNFI m : 973-299-9300 

510(k) m: KO20403 
PI-xmE rJD : 973-299-9300 

510(k) m: ml4052 

pHJ\IE rJD : 949-250-2662 

510(k) m: ml4054 

FKNElU3: 949-250-2662 

510(k) No: RX4090 
PKBIEIKI: 508-643-0983 

510(k) r0 KO13680 
PIENENO: 508-435-9893 

510(k) r0 KO13089 
pIsxl3 Iw : 317-335-3780 

510(k) N3: KO13l.23 
HllcNENO: 317-335-3780 

DEVICZ:RXU%KDm CR8OOSY~, cYxmLm# 1268622; KUXXDIRECI 

SE DECISICN MADE: 21-M?iR-2002 
510(k) R&MARY Am FlXM FDA 

DEVICX:MXXFICATICNTDEBIXFIXDFSSYS'I!EM 
SE DECISICN MADE: OldlAR-2002 
510(k) SUNARY AVAILMU FRM FDA 

DEVICE:MBXF'ICRTICNTDEBIXF'IXDF'SOPl'lRXELKMFIXATCR 
SEDECISICNMADE: 08-MAFb2002 
510(k) SUMwRY AVAILMLE ERX FDA 

SEDECISICNMADE: 08-MiR-2002 
510(k) SUMMY Am FTUd FDA 

DEVICX:~~SWMMXC, --moLIm 

SEDECISICNMADE: 08+AR-2002 
510(k) SUMMARY AVAILMU FIicM FDA 

DEVICE:ENDIUSSPINALF'IXATI~SYS'lBf 
SE DECISICN MADE: ll-MAR-2002 
510(k) S&NARY Am F'lXN FDA 

DEVICZ:CARKXX~EMXlSOOPE 
SEDECISIONMADE: 04-M?'&2002 
510(k) St&NARY Am FXM FDA 

DEVIQZ:EMSHECPAF'ILTERANDHMEocMBINATICNS 
SEDEC!ISIcNMADE:14-MAR-2002 
510(k) SUhMRY AVAIMKIE m FDA 

DEVIC!E:EMS -FuNcrImTEsTINGFIL~ 
SEDECISICNMADE: 14-N&R-2002 
510(k) SUbNARY Am m FDA 
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ER?uxmK, INC. 510(k) m: KO20243 
ATINtALBERCJRXlBA PEKNEm: 530-432-3791 
19529 adAPARR& cm. 
PENN VALLEY, c?i 95946-9443 

E'MIm-, INC. 
A!rIN:ELI~ MILLER 
4545 CREEECRD. 
CINCINNATI, OH 45242-2839 

510(k) No: K.020428 
EJkKNEND: 513-337-7146 

Fmm1m 
A!I'lN:EFUC DEREX 
30 RUE - 
ma, 

510(k) No: KO10761 
F'KNE ND : 33 4 72348989 

licmNEMED1cALINmm. 510(k) No: ml4002 
Alm:ABE mtG FKX'lEI'D:886226360845 
12-9, LIN 5, Mz4zxmm IKrLmx 
SANU-DH HsIAm, 
mIPEIHSmJ, 

FRIADmm 
ATIN:c?iFaLPATImScN 
21911 ERIE LANE 
LAKE FOREST, Ca 92630 

510(k) ND: Km013867 
F'KNE No : 9494624900 

GcI44EFu~, INC. 
A!rINzTEFmLJaRIT!z 
3737 wFlsr l27m ST. 
ALSIP,IL60803 

510(k) m: KO20342 
PHXJEIKI: 708-926-3105 

GEiMEmcALSYsI!ExS 
ZXI'INzmAKXGEX 
P.O. Box 414 
-, WI 53201 

510(k) m: KO20796 
FKNE IKI : 262-544-3894 

GEMEDIaLSYSTEBfS IbamMWIm TEC510(k) No: KU2915 
ATINzTHXGSJEZGISH PI33lEND: 813-887-2107 
4502MXfXAND~.BLvD. 
TBMPA, FL 33614 

GEIS!lLICH-FHARMA 
A!lTN:PETERsRE1cnEKrz 
1050 CcrJNEcTICUT AVE. N.W. 
WRXIVXN,DC20036 

510(k) Im ml4289 
PlXNFZ XW : 202-857-6378 

DEVICX:~16 
SE DECCSICN MADE: 05d!AR-2002 
510(k) SUMAFtY FVAZABLE FXBf FDA 

DEVICE:EiNIXX'ATHDlL?iTlX TIPTmcAR,mEL#5l2xD 
SEDEXXSIONMADE: 04-M?iR-2002 
510(k) SUMMhRY AVAILMLE F'RX FDA 

DEXtCF,:SPG5OSPlXXXSER 
SE DECISION MADE: 05-MAFb2002 
510(k) m 

DEVICE:AUSsLtICXNESUPRA-PUEUACXHZIFR, mELs 4880/4890 
SEDECISICNMADE: 04~M?iR-2002 

510(k) m 

DEVIcE:XIVEDENTALIMF?MVTSYSTEM 
SE DECISICBJ MADE: 15-MA.b2002 
510(k) m Am FRX FCGi 

DEVICZ:UNIFILF'LCM 
SEDECISIONMADE: 28-MAR-2002 
510(k) m 

DEVICE: 0 IQ ANALYSIS II 
SEDEXXSICNMDE: 26-MAR2002 
510(k) SUMRY Am FKX EDA 

DEVICE:DINAMAPPRUOOOMXiITR, mEL1000 
SE DECISION MADE: 21dd?iR-2002 
510(k) SUMAFtY AVAILAHX FF0f FDA 

DEVICE:CR!IHXSREsowBABLE: BalEtiIDFILLER 
SEDECISICPJMADE: 28-M%2002 
510(k) m 
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HELENA- 
Alm:PATRICIA JTRANKS 
1530 LINDm DR. 
BE?immT, TX 77704 

510(k) NX KO20467 
E'IXNEi IW : 409-842-3714 

DEVICE!: SPI~LDVIS ISCEWXME mr', mms 3450, 3451, AND 3452 
SE DECISION WE: 2%MAR-2002 
510(k) Z?ATmEm 

HlzHxIx~mICs 510(k) NZ KOl2045 
A!lTNtKARENEWU?DEN Pmw No : 440-729-8457 
8202 sEERM&N KaD 
-, CH 440262141 

DEVICX:HIGKXIIECURVED~SYSI!E?r4 
SEDECISIcNM?iDE: &MM&2002 
510(k) SUMWY Am m FDA 

lwI!N:w - 
1959 - OZ+MRCEPARK 
-, Cl3 44087-2371 

E.ETXHl MEDIcAt SYS'IEW AMERICa, 1510(k) m: K.014240 DEVICE:PFXXIO 
SE DECISICN M&DE: 22-M?iR-2002 
510(k) SUMARY AVAILABLE: F'I04 FDA 

FJIDlEpJD: 330-425-1313 

510(k) rJD: KO136l.2 
PI-KNEiNO: 847-680-2849 

510(k) m: K.013653 

PHNEPJD: 847-918-3497 

510(k) No: KO13871 
PHXEND: 706-846-3126 

510(k) ND: KO20497 
PHONENO: 201-934-4364 

510(k) m: KO20572 
E3TNENO: 201-934-4364 

510(k) m: K.020650 
FKNENO: 201-8254900 

HIlLLIm, INC. 
Alm:JosEPEls?IoB(ARz 
2000 E33LGISIlER DR. 
-,IL60048 

I-IIKLISTER, INC. 
EssuREm 
ATIN:c!INoY - 
2000 I3IXLIm DR. 
-,IL60048 

HswIzcNMEDICAL~,INC. 
ATIN:PZQRICIADJCXES 
lHXI!XNW 
-, GA 31816 

HXMEDICA (IEnmxlcs axtP. 
ATINtNANCYJRIEDER 
59 mJTE 17 
-, NJ 07401-1677 

HX4EDICa OGTEICNICS axP. 
ATIN:NANcyJRlXZXZR 
59 R3urFl 17 
-, NJ 07401-1677 

XXWEZXCA osmxKs aRP. 
ATlNzWILLIAMJcyMBpIu;IK 
59 FlfxTE 17 
ALLENMX, NJ 07401-1677 

DEVIC!lZ:3NXREPELVIClXOOR'IHERApySY~ 
SE DECISICN MADE: 19-MAR-2002 
510(k) SUMARY AVAIUEXE FXM FDA 

DEVIC!Fa:INCWE ~BIOFEEDBACKWXNALPRESSUG PmBEANDANALm 

SEDECISICNMADE: 05-MAR-2002 
510(k) SUbMARY AVAILABU FR% FDA 

DEVICX:LDWXARDSAFEIY INFUSICNSE!I' 
SE DECISICN MADE: 29-MAR-2002 
510(k) SUMARY AVAILABLE: IXM FDA 

DEYICE:'I'RlDENI'EXWATED RIMLINER 
SEDECISIcNM?iDE: m-2002 
510(k) SUtMhRY Am FTUX FDA 

DlWICE:A(MoIlsDE!IMFBA132DEGREESIZEOEIIP~ 
SEDEXXSICNWE: 04-MAR-2002 
510(k) SUHARY Am FT0f FDA 

DEVICE:MYXFI~~To~~CR~cp;L~SY~ 
SE DEX!ISIcN MADE: 29GlAR-2002 
510(k) SUbMARY Am FTUX FDA 
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K.%MEDICa cxTEmJI= am. 
X'lNcWILLIAMJcyMBAuIK 
59 IaJIE 17 
AT-UNXE, NJ 07401-1677 

IxJNTLEIGHIjEAL~,INc. 
ATm:AuDRY wIrEa 
4ocliRI~~ 
-, NJ 07724-3327 

I-FuwcnRP. 
P,auESmPKw 
ATDJ: sIaNFl IKXHRE 
20202 WINDm DR. 
LAKE! FOREST, CA 92630 

I-FLmaxP. 
ATIN: sI-lwlz BKIEIFG 
20202 WINDRW DR. 
LAKE FOREST, Ca 92630 

I.Z.I. am. 
A!Im:HELEN zm1a-l 
7020 TLJBBWY FUD 
BAL-, MD 21244 

INDusMEmc?mELTD. 
A!lTN:P.KRHX)Y 
144, S.P. m., BEmMFm 
HYD-ANDBRAPRADESH, 

2933 SXJTH PUKMAN ST., 

Kiti LA, aA 92705 

INSTITUTBIOCHIMI@lESA(IBSA) 
~CLAREXEEJCXES 
8602MXSEKRD DRIVE 
- BEACH, CA 92646 

lIIvmGm- 
A!rIN:lwNc!Y MATmwsm 
5955 PACIFTC cmTER BLVD. 
SANDIEIZO, Ca92l.21 

510(k) ND: Ko20677 
pH3NENo: 201-8254900 

510(k) m: KO10744 
PKNENO: 732-578-9898 

510(k) rJD: Ko20660 

Hx=NE m : 949-206-2700 

510(k) ND: Ko20862 
pl3xEl ND : 949-206-2700 

510(k) IW: KO14022 
PHSJEM: 410-594-9403 

510(k) ND: Ko20223 
PISINE ND : 914 077 60241 

510(k) m: K.013005 
PfENE IW : 949-752-8672 

510(k) ND: Ko20041 
PXXNEIW: 714-963-0078 

510(k) Nh KO20558 
PENEm: 858-455-1115 

DEVICE:GAMA3~SCREH 
SE DECISION WE: 2%MAR-2002 
510(k) SUMMARY AWXUXUZ F'F&M FDA 

DEVICX:FUNlFCNUNIVEW& mELm 
S'EDECISICNMADE: 2CMAR-2002 
510(k) SUbWRY Am Fw=M FDA 

DEVICE: -, ECLIIPSE, GSERIES,PAINBuSTER,c-Emc,cN-Q,EASYFa 

SEDECISICNMADE: 2O-MAR-2002 
510(k) SUMMARY AVAILAEW FXN FDA 

DEVICE: I-FUW ELAsnmERICpuMp 
SEDECISICNt@DE: 26ddAR-2002 
510(k) StJMMRY AVAIIABU FF#X FDA 

DEVICE:MRILINEMARKER 
SEDECISICNMADE: M-2002 
510(k) m 

DEVICE:INVIGRA 
SEDECISIONMADE: 04-MAR-2002 
510(k) S'mmma! 

DEVICE:ZCTllMPVEUTRI~WIMZTER 
SEDEXXSICNMADE: 08-MAR-2002 

510(k) SUMARY AWCLABLE FXM FDA 

DEVICZ:IALUSEZ'HYDXXXUXD 
SEDECISIONMADE: 14-MR-2002 
510(k) SUHARY Am F%N FDA 

DEVICE:LICXXoCl.G2 BRAINOXYGEN W-MIC 
SE DECISICN MADE: 21dAR-2002 
510(k) SUMMARY AVAILZWE IXM FDA 
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-m TEcaNIDYNE aYRP. 510(k) No: KO20798 
ATIN:JmN CLAY 
8asENAvmUE 
EDIScm,NJO8820 

lmlmxRE=m. 
ATm:PFaSEi REY-lmSSLER 
181 n DR. 
IRVINE, Ca 92618-2402 

ILsaaARmENr, INC. 
ATrN:ANoERJEE!r GtJLATI 
175 PINEVIEW DR. 
AMHERST, NY 14228 

l-ImL?mmm, INC. 
A!ITN:AND~ GutATI 
175 PINEVIEW DR. 
At+ERST, NY 14228 

J. -USA, INC. 
A!ITN:KEITHABARRITT 
601 13'I!H -, N.W. 
suITE500~ 
lN%DEXN, DC 20005 

J. MZUTAUSA, INC. 
~KETU-IABMRITl! 
601 13'Il-I STREET, N.W. 
V, DC 20005 

J.MznITAusA,INc. 
ATIN:KEI'IHA~ 
601 13TH STREET, N.W. 
-, DC 2OCXl5 

JAMESDRUSINMO,MEiA 
AlTN:JAMESDRUSIN 
35l2RUMRIVER DRIVE 
Atmm,MN55303-1109 

JTwNMmICALoo.,Lm. 
ATlNzbm-HmPARK 
JEUKXJU B/D 7F,1451-38, 

PJbIE’ IW : 800-272-1252 

510(k) m: ml2406 
ETXNE m : 949453-3200 

510(k) ND: Kc)20183 
PKNEIU3: 716-691-0010 

510(k) ND: KO20898 
PX-IMEND: 716-691-0010 

510(k) m: KO12849 
PKNEDD: 202-783-5070 

510(k) m: KO20157 
FJlXNEm: 2026266433 

510(k) m: KO20158 
FJl33lEN3: 202-783-5070 

510(k) m: ml4300 
PENEN3: 612-242-8037 

510(k) m: K013876 
pH=NEIW: 011 82 25874056 

DEVICE:mJR. SIGNATURE+ 
SEDECISIoNM?iDE: 28-MAR-2002 
510(k) SMGRY AvAILAE3ILe FE31=M FDA 

DEVIQZ:IlcxlEss mm SYm 
SEDECISICNMADE: 26dGR-2002 
510(k) SM4?iRY Am FFxYd FDA 

DEVICE: PISCESPLUS (IM286C) 
SE DECISION ME: 13+nR-2002 
510(k) sI!Amma 

DEVICE: D.SIGN 15 (DW286 B) 
SE DElcISIa MADE: 29rMAR-2002 
510(k) Smmfmr 

DEVICE:GLASSKxZ 
SE DECISION MADE: 27-MR-2002 

510(k) m 

DEVIcE:~CZ%iNANDBRIIZEMM!ERmL 
SEDECISIONMADE: 04-MAR-2002 
510(k) SIYmMwT 

DEVICFa:~~~clEMENT 
SEDECISICNMADE: 07-MAR-2002 
510(k) m 

DEVICE:- 
SE DECISION MADE: Ol-M?iR-2002 
510(k) m A- m FDA 

. 

DEVICZ: INFFMGD EAR B, MSDEL DX-707 
SEDECISICNMADE: 04d@R-2002 

510(k) SUM4?MY Am m FDA 



P
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MAINE 5iTmmms CD. 
AlmJ:cI3?IsMNE BE?xx 
765 XIOSEWLT avuL 
SUITE 9A 
WINDW, ME 04062-5365 

510(k) m: KO20450 
FJEClWIKl: 207-892-1300 

- sAI;Es OcNcpTs, INC. (&%5510(k) m: KO11363 
AZ%'J:ERIC!JARTWR PECt!BIW: 404-8154596 
2ooRJmAIssANcE~ANY 
SUITE 111 
ATLANIR, GA 30308 

- SAWS OSKEFCS, INC. (=510(k) m: KO11378 
AXTN:ERICJARTHUR PXNEiNo: 404-8154596 
2ooREzwssANcE~ANY 
SurrE 111 
ATmNTA,GA30308 

MFDELA, INC. 
mwERNERFFa1 
LlbETTIW 4B 
-, =, 

510(k) No: KO20518 
HII=NEID: 41 41 7695228 

~1~ CXNRESSICN SYS'IWfS (DEN) 510(k) rJD: ml2994 
m: - FRIEaMAN PKNElNo: 972 9 7718130 
117 AHJ!zAH ST. 
RAYmANta, 

-cMIDASREX 
IGKSPEEOSYSTEMCRLZZENDSYSTEM 

510(k) m: KO20069 

ATrN:GREG CANNEDY PKNEIW: 817-788-6503 
4620 IKRIH BEMH stmzx' 
KRT W3RIH, TX 76137 

MEIXXNICsoFAMHiDANEEWSA, INC. 510(k) No: KOl2506 
ATIN:RIuiARDw~ PHJNEm: 901-3963133 
18OOPYRAMIDPLlMX 
MEHPHIS, TN 38132 

bmNENMEDIcALL?lD. 510(k) m: KO20632 
ATIN:AsHER KASSEL FHXIEIW: 972 8 9383030 
KIRYATwEImANNSCIENmPARK 
P.O. Bm 102 
-, 

MERlDIANMEDIaL -IES, INCSlO(k) No: ml2414 
ATINzJANILFLAHAM EJHXEINO: 410-309-6830 
10240maxuMBIAFtD. 
cIILUBIA, MD 21046 

DEvICE:~~8 czxamTIcNvERIFIcATIcNTESTSET;mEL108 
SE DECISICN MADE: 21-M?W2002 

510(k) SC&MARY AVAZABLE FRX FDA 

DEVICE:~LUBECUXXX 
SEDECISICNbQDE: 25-RAR-2002 

510(k) STAZWXC 

DEVICE: JCELUB "HELMET" CXXXX4 
SE DECISICN MADE: 25-MAR-2002 

510(k) i%!&mmm 

DEVICE:MEDELASYMEXNY~,~~O24 
SE =SICW MRDE: 07+f?iR-2002 
510(k) SUMMARY AVAILMLE FXM FDA 

DEVICZ:WIZAlRDVT 
SE DECISION MADE: 27-m&2002 
510(k) SUMMWY Am = FDA 

DEVICE:MEiM!RNCMIDAREXLEMVDSYST&MIDASREX~PNEUMXMCH 

SEDECISICNMADE:18-MAF&2OO2 
510(k) SUbNARY AVAIIXXZ FRX FDA 

DEVICE:bMTEMW? RESOEMBc33FSMlC~ 
SE DECISION MADE: 07--MAR-2002 
510(k) R&NARY AVAILABLF: FXM FDA 

DEVICE:~FtENXEPATIENT~ 
SE DECISION MADE: 15-m&2002 

510(k) St&MARY AVAZABLE FXXM FDA 

DEVICE:PFUMFaEXXSYSTEM 
SEDECISICNMADE: 06-MAFb2002 
510(k) SUMWRY AVAILXW FRX FDA 
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MESURE- 
, ST8532F, ST8542C, AND ST8542F 

510(k) In K013779 

ATIN:PHIL zLJLuEm PHNZIKI: 661-269-1006 
34138 axmmY TERR?az 
zALxN, CA 93510 

MmxnIREm1am, 
ATm:cARL AIGLES 

IN510(k) ND: KO14060 
PHJNE rx3 : 434-975-8ooo 

1641EDLICHDR. 
-, VA 22911 

MIcmLIFE OXP. 510(k) IW: KO20725 
ATINzSUSWD GcnlmrEIN-FALK pHlvEIW:51&482-9001 
55InumRNBLvD. 
SUITE200 
GREAT NECX, NY 11021 

MIIUWIWDENIXL TECXKUXIES, IN510(k) ND: ml4272 
A!l?INxDAYIDMHARRIS PEXBENI: 510-583-7574 
4256 HEYER AVENUE 
0 VALLEY, CA 94546 

MIIummMm1m TECHUXGIES, 1510(k) ta: KO12294 
ATrN:DA.vIDw- pFlINf3 No : 925-356-2640 
2OOGRExxxYLmE 
SuITEG100 
F!lxxmT HILL, CA 94523-3389 

MITEK- 510(k) m: Kc)13572 
ATIN: CHRISTINE KWIZ-N?iSSIF PHWE No : 781-251-2794 
249VANDERBILTAVE. 
rzxmcQMAo2062 

-.NGI: 
m:m SPILIADIS 
5OONXTINCHDRIVE 
-, -0, 

510(k) N: KO20737 
PH3JE IW : 416 739 8333 

MRIDEVICES~. 510(k) ND: KO20606 
m:m - PHIIENO: 262-524-1402 
1515 PARWXJIW DR. SUITE A 
wlWKEW4, WI 53186 

MI'PMEDICZiL 'IECHNICAL pw=MJTIcN GM5lO(k) No: K.020599 
ATTNzJ?NESALEE FHXIE~: 310-410-2769 
6ooaE3EawEmINTE 
UJLVER CITY, CA 90230 

DEVICE: ?HERM=METER MZUZLS ST8132C, ST8132F, ST8142C, SI'8142F, ST8532C 

SE DECISION MADE: %-MAR-2002 
510(k) S'mmmW 

DEVICE:MICXXlRE 1OOOESYSTm 
SE DECISICN MADE: 05-MAR-2002 
510(k) SUMMARY Am EXM FDA 

DEVICZ:MICX&IFEDIGITAL, INFRAHED EAR~,MYXLIRlDEl 
SEDECISICNMADE: 12-&W&2002 

510(k) SUWARY AVAILAHLF: FF0.f FDA 

DEVICE:PERIC&ASEND:ypI:DENTALLASERSYSlXM 
SE DECISICN MADE: 27-MAR-2002 
510(k) SW4ARY Am FFUN FDA 

DEVIC!E:WRISXXEFlXSICR 
SEDEXXSIcNM?iDE: 0002 

510(k) SUbWARY Am FFXX FDA 

DEVICX:MITEXBItXRYL~SCRESiS 
sEDECISICNMADE:14+l?W-2002 
510(k) SLWARY AUAIL,WU FHX FDA 

DEVICE:CZXCACXIVE~ 
SE DECISICN MADE: 21-MAR-2002 
510(k) SATINmr 

DEVICE:NVA-63-8 BARRAYOOIL 
SE DEXZSICN MADE: 13-MAR-2002 
510(k) m 

DEVICE:MIl? CLE?UWISICN DISX6ABGE TUBIIGSET 
SE DECISICN MADE: 13-MAR-2002 
510(k) SD&WRY AvAIIlyBLF: FX?4 FDA 
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NATSOZRP. 
ATIN:RIcHARDCLANzrrrlrmn 

510(k) m: KO20060 
FT33IEIUJ: 631-744-0059 

30 IKzmHKm FmD 
SamD BE?ai, NY 11789-1734 

NELLmRpuRITAN-, INC. 510(k) m: KOl2891 
MaxsJilamsANDcaaLEs (AKA"~") 
ATIWRXALDJEWSEN PIXNEIW: 9254634371 
4280 HZZIEXA DR. 
m, a 94588-2719 

-0cwp. 
2, 777-006, 777-301, 777-302 

510(k) ND: KO20031 

ATIN: SHERRIE - FKNE IKI : 508-655-7820 
CNE APPLE HILL SUITE 316 
NlYrIcx, MA 01760 

J!xmmwrMED1cALHKs1cs 
ATIN:LEz MYERS -s',"; gig;;;441 
21031 67TH AVE. m,s'r 
LYNNWXD, WA 98036 

IwALvIs1oN, INC. 510(k) m: KO14044 
~RICHAEtDELIPR4AN pI3mE ID : 301-770-9590 
l23OO~PIWAY;~ 625 
RXWILLE,MD20852 

NTEmSumIaL,INc. 
ZElN:mm- 

510(k) PJD: K.014251 
pH?NEIW:650-428-1000 

ll37DSzwiwlmIoRD. 
PAmALTo, ca94303-4310 

NKLEAR CMUXatmY SYSTEm, INC. 510(k) PJD: K013353 
mCHARLESH= PHXJEID: 303-541-0044 
5660 AIRExXc BLVD., SUrrE 101 
E3cxJmER, 0080301 

NlEWEUXoc87p. 
ATIN:LISA DIMKICK 
7080 -IA- DR. 
oo1Lxp11BIA, MO 21046-2133 

510(k) rJD: KO20015 
pH=NEND: 410-3124100 

NUVASIVE, INC. 
ATIN:- BEFwnD 
10065cmQxNERD. 
SAN DIE&Q CA 92131 

510(k) No: KO20411 
PrXNE ND : 858-527-1918 

DEiVICZ:m 
SE DEICISION MADE: 05+mR-2002 
510(k) m 

DEVIC!E:CXIMMPULSE~ SYSTEM WITH N-595 PULSE oxlIED AND OXI 

SE DECISION MADE: 07-MAR-2002 
510(k) SUMARY Am F1713M FDA 

DEVICE: EN-BWC BIOPSY SYSTEM, MxlEts 777-110, 777-120, 77o-001, 77700 

SE DECISICN MADE: 27-MAR-2002 
510(k) SUNiRY AVAZABTX F'XM FDA 

DEVICF,:~IMRTTREWWNCmANNING~ 
SEDECISICNMADE: X&MM-2002 
510(k) SI%TEmm 

DEWICE:M%XULAR~ZED 
SEDECISICNMADE: 04-MAR-2002 
510(k) SC&NARY ASNLMLtE FXM 

DEVICX:NTET0~SYSTEX 
SE DECISICN WE: 26--MAR-2002 
510(k) SW4ARY Am FFUd 

DEVIClZ:~GAMM?icIsMERA 
SEDECISIONMADE: 04GSM-2002 
510(k) SUMMARY AVAILABLF: F'XM FDA 

DEVICX:IMETANTGUIDAWE sYsTEMAPPLIcATcwm 
SE DECISICN M?iDE: 13-MAR-2002 
510(k) SWQRY AvAIL31BLE F'F#X I!DA 

DEiVICX:NUVASIVE'I!RIADEXE!I'iSCREWSY~ 
SEDEiCISIoNMADE: l2GS?i%2002 
510(k) SUMARY AVAIUBLE FWM FDA 
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NximGEmI~,INC. 
SEKWXR 
ATIN:KAREN sT.aaE 
439 s(xRH UNIm STREET 
SUITE 501 
s.L?wRENa,mo1843 

OcxJLARB, INC. 
ATnu:RA!iKm GRAHNA 
2255 116'IH AVE., N.E. 
BELLEWE, WA 98004-3039 

awxMfmCAL,INC. 
ATIN:- DEX'IEtIm 
5 MEBRlIL DR. 
HAMPIW,NHO3842 

oPxmL,L?I) 
mvERS1avS 
AXTN:RICHMDELIPMhN 
l23OO?wINBIBaKPKWY,STE625 
FUXWZLE,MD20852 

-Is, INC. 
ATl.N:PATRIC Bm 
150 DAN RD. 
(I!?uam, MA 02021 

CRTWPEDICDESIGNS, INC. 
AlTN:XHN SCDEIKA 
6965 lST AVE., IWKm 
ST. s, FL 33710-8303 

a3cmINc. 
B, m, JB, FJJB 
ATrN:MILA ln3KcIL 
3816 DE SUIO BLVD. 
PAumARKR,FL34683 

PAFaDIc2dmEx,LLc 
ATnu:NItHxAI -cH 
10455 PACIFTCcmvIERCr. 
SANDIEGO, CA921214339 

PARKELL,INc. 
A!l?INtNELsoNJGENDUSA 
155 tscz%dIm BLVD. 
P.O. BOX 376 
-, NY 11735 

510(k) W: KOU.269 

PIENEW: 9784874700 

510(k) PJD: KO14170 
EWNENO: 425455-5200 

510(k) m: K014286 
PHSNEND: 603-929-6200 

510(k) m: ml.2852 

PBIIEIW: 301-770-9590 

510(k) m: Ko20049 
H13NEW: 781-401-1155 

510(k) m: KO14189 
ETENJZNO: 727-343-0338 

510(k) ND: KO20669 

PEENEIW: 727-937-2511 

510(k) fa: ml4253 
PKNEIW: 858-6465721 

510(k) rJD: Ko20239 
PKNEbX3: 631-249-1134 

DEVICE:~MLAMULTI-LINEADAETUR;LIFEWIESFRSTEFULEFWIDRE 

SE DExlISIcN MADE: 05-MAR-2002 

510(k) SUWARY AVAIL?WX FF&M FDA 

DEVICX:~WIDEE'IELD -LASERLENs 
SEDECISICNMDE: ObM?iR-2002 
510(k) m 

DEVICF,: SALUTE, MZDEL 3022 
SEiDEcISIoNMADE: m-2002 * 
510(k) !XJM4?W AVAILABLE F'RX FDA 

DEVICE:EX-PRESSMIIWTWE~ lIMEUNT, 2ClXIS R-20, R-30, R-50, S 

SEDEXXSI~lGDE: 26-MAR-2002 
510(k) SUMMARY Am FFXX FDA 

DlWI~:FtXMTEXSUXX!ALMEsH 
SF,DEZtSIoNMADE: M-MAR-2002 
510(k) SWMiRY Am FF0f FDA 

DExIcE:anmmv mHIPNAIL 
SE DECISICN MADE: 21d%R-2002 
510(k) SUhMARY Am FTXX FDA 

SEDECISIaVM?0E: 28-MAR-2002 
510(k) SUMGRY AVAIIABU Fxsf FDA 

DEVICZ:DB4 
SEDEX!ISICNMADE: 26+l?iR-2002 
510(k) SWWARY AWILABLE FXM FDA 

DEVIcE:BPLUS 
sEDE!CISICNMADE: 2O-MWb2002 

510(k) SUbMARY AVAILABW FTXX EDA 
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PASaaLABc%IATowIEs,INc!. 510(k) ND: KO20331 
ATlN:LtINDAKDILUN PEDJENJ: 800-321-9813 
12750WEiST42NOAVE. 
wmATFlIIm, 0380033 

PEL~CFLEX, INC. 510(k) No: KO11688 
ATIN:SUSAND (3aasTEIN-m PEXNFIIEI: 203-431-1511 
55rmRmERNBLvD. 
SUITE200 
GREAT NECK, NY 11021 

PEmxImDIc?iL,INc. 
ATIN:ART WARD 
962 - LANE 
AKILO BE?XX, FL 33572 

510(k) W: K014268 
FJHXIEJD: 813-645-2855 

EmLIPSMEDIcALSY~ 510(k) IW: KO20055 
ATIN:LYNN H?wm PKNEBD: 425-487-7312 
22100 mIl3ELL EVERETT HWY 
BtYmELL,~98021-8431 

PHILIPSMEmcxLSYSTEw 510(k) No: KO20531 
TCXXPACrm, RETEASE A.02, M=DEL Ml275B 
m:DAvE tx3BcmJ PIXIW NJ : 978-659-3178 
3OOOMIhmmANRD. 
AIKXXEB, M?i 01810 

PISHmmI~IcALs,INc. 
ATIN:wm PISHam 
942 WILD- IANE 
-, TX 78520 

510(k) No: KO14302 
PKNE Ia : 956-541-6725 

F?TmTEx-, INC. 
AlTN:MARK - 
75 - DR. 
ALlmmLE, NJ 07401-1600 

510(k) m: KO20200 
PENENO: 201-785-8040 

PLAYTEX-, INC. 
ATIN:MARK - 
75 - DR. 
-, NJ 07401-1600 

510(k) m: KO20201 
PEKNEID: 201-785-8040 

PL?wEx-, INC. 
ATlN:MARK B 
75 - DR. 
-, IUJ 07401-1600 

ilO m: KO20202 
PHBJEBD: 201-785-8040 

DEVICE: PASmMIcANDMIc/IDPANELs 
SEDECISICXMADE: 20-M&R-2002 
510(k) SUMdMY Am FW!d FaA 

DEVICE:PEWICELEXER EXERCISEDEVICE 
SEDECISIcNM?iDE: 2O-MAR-2002 

510(k) SWHARY AVAIIABU = FDA 

DEVICE: BmAEm PLKCN; IKBAPAD m 
SE DECISION MADE: 27-MAR-2002 
510(k) SWMiRY Am FFCM FDA 

DEVICE:PHILIPS INIEGRIsALLuRA9mFDoPTI~ 
SE DECISION MADE: 15-M?%2002 
510(k) SUMMARY AVAILABU FFCM FDA 

DENICE:PHILIPS~~-P~~~,M3DELM3001A;PHILIPS~ 

SEDECISI~MADE: 20&M-2002 
510(k) SWMARY AVAILMXE FX?4 FDA 

DEVICZ:UNIWFWGMULTIAXIS(UNWX)PEDICLESCZWSYSTEM 
SE DECISICN MADE: 29-M&R-2002 
510(k) SUMMARY Am = EDA 

DEVICZ:PLAYIEXDEloDowlwTTNQCNS, MXEL 34802 
SE DECISION MADE: 13-MAR-2002 
510(k) SUWiRY Am ElXX EDA 

DEVICZ:PLAYTEXDEXJXX?WTAMFUW, M3DEL 34902 
SEDECISICNlGiDE: l2-MiR-2002 
510(k) SCNMARY AVAILABW FXM FDA 

DEVICE: PLAYTEX Dm TAMprrJS, MJXL 34702 
SEDECISIoNM7iDE: l2+AR-2002 
510(k) SUMMARY AWILABU F'XM FDA 
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EuREx~I~,INC. 
ATIN:- MERCER 
15DARrRD. 
NEM'lAN, GA 30265 

510(k) m: XU.2350 
PI-33lEN3: 678-479-1610 

PFtECIsIcN~ SYSTEMS, INC. 
ATm:RIcK GAylama 

510(k) IX): KO20733 
PHLlNEm: 801-974-1736 

2405WESI'aam~~m. 
~v=IEYCITY,ur84119 

pRxmAsANDvIKAB 
ATIN:- am 

510(k) No: KO20269 
ETKNFZIKI: 468 726 6619 

m 19 r?AawxA 
-I 

510(k) m: KO20007 
A!ITN:DEBBlE IAMPIE'lm PI-KNE I93 : 508435-9893 
7MAINsiTREEr 
ESSEXJONCMCN,VTO5452 

EULPDW OSP. 
ATINzKENNGIHJBEZK 
8ocl?mmDsTREET 
wIXERXM, MA 02472 

510(k) No: K.014133 
FHBlENO: 617-926-6666 

FTJLEmm CaP. 
NT 
ATM:KENNETHJBEiE?K 
8oo?uuAND- 
WATERKW, MA 02472 

510(k) m: KO14138 

EJE-KNEBD: 617-9266666 

--. 510(k) ND: K.013662 
ATI!N:GEBHARD NEYER PI-XXlEND: 310-536-0006 
~OO~M?NMT~NBEZUXB~D. 
REDCNDOBE?W, C!?i90278-I.205 

lamLArmIrJSIQET,INC. 510(k) m: KO20094 
600-663,EN600-665ANDEN600-670MEx.mNI~~ 

m:m l.mLs FTKNEZNO: 720-962-5412 
13 FmFoxLN. 
Ll?rmmm,0080127 

FuzmaaaINSI~,INC. 
8OlMEXWiNICXI~ 

510(k) m: Ko20100 

ATm:KEvIN WALLS FHXEiND: 720-962-5412 
13 la0 FaxIN. 
Ll?mmxN,0080127 

DEVICE:IGiD~PLUSSUIGICALlN!LAIWBI~ 
SEDECISIcNMADE:14-MAF&2OO2 
510(k) StIfMW Am FEII=M FDA 

DEVXZ:PVS15OOSDS 
SE DECISICN MADE: 21+SAR-2002 
510(k) SUM?XRY AWILABTX FE31=M FDA 

DEVICX:PFUXERAALWERAMBFUDGEMWERIAL 
SE DECISICN MADE: 27+SAR-2002 
510(k) SUbMARY AWIL?iBN Fw=M FDA 

DEVICE:SAJTREi~SYS!I'EM 
SE DECISION MADE: 21-MAFb2002 
510(k) tXIMARY A- FXM EDA 

DEVICX:PULPDEMTN&MIXCRMUNTIC EiR?mET ADHEsIvE 
SEiDECISICNMADE: 14+AR-2002 
510(k) SUMWRY AVAILABU ETUX FDA 

DEVIcE:PULPDENJ! TRwm-amRE~GLASSI~~ccEME 

SE DECISION MADE: l&MAF&2002 
510(k) ZTUMWRY Am Fw=M EDA 

DEvIcE:~IFIcATIcN?o~~sY~,LDL~~S 
SEDEICISICNMADE: 08-MAR-2002 
510(k) SUMARY AVAIIABU FRX4 FDA 

DEVICE: EN 600-658, EN 600-666, EN 600-664, EN 600-690, EN 600-651, EN 

SEDECISICNMADE: 08-M?%2002 
510(k) S'mnmm 

DEVICE: SL 803, SL804, SL807, SL809, SL 506, SL 501, SL805ANDSL 

SEDEXZISICN~E: 08-MAR-2002 
510(k) ZXGUmma 
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REsPmcs, INC. 
ATiN:ZITAAYUFtKO 
1001MURRYRIrxELANE 
MURRYSWUJX, PA 15668 

510(k) m: KO20777 
PHXlEIIU3: 724-387-4120 

=D~CSCCRP. 
ATlN:m mIEL 
9115 JsaJE RD. 
INDIANAEaxs, IN46250 

510(k) m: K.014139 
PKNE rJ0 : 800-428-5074 

E313CHEDIRXXTICSCrXP. 
ATIN:sHERRILcnEmN 
9115 EmUEi m. 
INO-S, IN 46250 

SA WC!, INC.. 
A!K'IN:RIC7DDORMAKITNEZ 
4919 GaDEN QUAIL 
SAN ANKNIO, 'IX 78240 

SANAEmMEDIcaT-I,INc. 
ATrN:ITlrKmT cuT7mmI 
5880WESTIAS~I'I!AS,SUI'I!E52 
-, CA 94588 

510(k) IW: Ko20369 
PKNKI: 317-521-3831 

510(k) m: IQ320438 
PE33EN3: 210-699-8800 

510(k) m: NJ20605 
PErmE No : 949-768-1184 

sclmm- 
RALKIT 
ATnJ:LYNN WEIST 
l215ONIaXLEiTAVENUEXXJTH 
BuRNsmu, MN 55337-1647 

510(k) m: KO20881 

PImJE Iv3 : 952-835-1333 

SEQUAL mIEs, INC. 
ATm:PAM JACXXN 
11436 SCRREWm X4LLEX RD. 
SAN DIMO, CA 92121-1393 

510(k) m: K.013931 
PXXNFa PD : 858-202-3100 

sIAMspllpERMED~.Lm. 510(k) rJD: KO13267 
NA!rIavGLm?swI!mFFu3rEIN~- CLAIM (SOMICS 
A!rm:KlYrIE LENINSON FJEEXJEm: 727-787-7250 
30798 US HWY 19 bXRIH 
PATMHARBcR,rn34684 

SIEMDJS MEDICAL SCWI'ICNS USA, INC5lO(k) NJ: KO20573 
ATTN:JAMFs YlEEi FJE-IXEN: 732-321-4625 
186 IKKD AVENUE SWFH 
ISELIN,NJO8830 

DEVIcE:BIPAPSYMXRXY~ SUPKXQ SY- P?I'IH BI-FLEX 
SEDECISIcNM?iDE: 2O+TAR-2002 
510(k) SUMMhRY Am FRX FDA 

DEVICX:DIABETES ASS1m9oFllG91RE 
SE DECISICN MADE: 21+AR-2002 
510(k) SUMMMY Am FXM FDA 

DEVI~:ELECSYSANCI-'IGCNC%ECK 
SEDECISIcNM?iDE: 06-MAR-2002 
510(k) SUMKARY AUAILABW FRX FaA 

DlWICE:SASVALUEHos 
SEDECISIONMADE: 08-MAR-2002 
510(k) S'mmm?r 

DEVICE: sANARusVISIC7iTMMMENTSYSI!EM 
SEDECISIONMADE: 08-IGR-2002 
510(k) SUWAEtY Am F'FCM FDA 

DEVICF.:MJXE'ICXCIONToPERXNAL INEUSCR~PAIN m-U 

SEiDECISICNMADE: 27-MAR-2002 
510(k) SWdARY AVAXABLE FT0f FDA 

DEVICE:CMNICXYGENSYSTR4,~EL1000 
SE DECISION MADE: 27dfAR-2002 
510(k) S@MARY Am FXM FDA 

DEVICE:KNDERF'REE(FWXMER -V-J BWHITELATEXEXAMI 

SEDEiCISICNM?iDE: 08-MAR-2002 
510(k) SWNARY AVAXABLB F'FCM FDA 

DEVICE:KXXFICATI~'I0MTGWIW RTdAPsaY SYsrpi 
SE DECISION MADE: 13ddAR-2002 
510(k) SUbWRY Am FFCM FDA 
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Sm S.R.L. 
Al-m:-SKEES 
7owEnJmY 
WlLMINGTcN, CH 45177 

510(k) ND: ml3426 
FJKNEND: 937-382-1451 

sMI?H&W, INC. 510(k) m: KOl.2778 
cNENllsIN~GENEsIsKNEESY~,?HE~IsIIKNEESYs 
ATrN:DA. I4ENLEY l?f-mEm: 901-399-6487 
1450 E. m m 
MEWHIS, 'IN 38116 

sMrrH&rn, INC. 510(k) W: XU2787 
auwrsmm-m-sY~(-LINE 
A!rI!N:DAvm EIENLEY PHXFIIW: 901-399-6487 
1450 E. EF0XS Fa?iD 
MIWPHIS, TN 38116 

sMITE.I&NEFHE;w, INC. 510(k) No: ml2788 
CNENXSINTBE axrELDtIwrALsHcluLDERSY~'MENEERII 
ATm:DA.. IYEXLEY 
1450E. -X$X) 
MEZQHIS, TN 38116 

sMI?H&rn, INC. 
m:wILLIAM m 
16ODASamBRD. 
ANDCNER, MA 01810 

sMI?H&W, INC. 
ATrN:- IaIxmLw 
130 JmRBEs BLVD. 
MANSFmm,M?io2048 

mPHYsAsA 
ATIW~EMASSE 
70 IaaNtJT STREEr 
bvEmmmY,mo2481 

SPINAL-, INC. 
KITN:mVIDMIIDOPER 
I.2012 - BLVD., #loo 
AUSTIN, TX 78727 

Ff-mEm: 901-399-6487 

510(k) No: Kc)20159 
PHXFIPD: 508-261-3658 

510(k) m: KO20480 
PKNEPJD: 508-261-3770 

510(k) NO: K013488 
Pf-KNNo: 781-239-8108 

510(k) EJ3: m20270 
FH3lEirJD: 33 4 91270727 

510(k) ND: KO20611 
PIXNFINO: 512-918-2700 

DEVICF,:~M3BIlXC-ARM 
SEDECISIONMADE: 26d4AR-2002 
510(k) SllATEMENT 

DEVICE:VAKBIZEDHYDFXXENPEFUXIDE(WP) t3#lmnrzATImoF~cxmp 

SEDEcISICNMADE:15-MAR-2002 
510(k) St&MARY Am Fw=M FDA 

DEVICE:VAEQRI!ZEDHYDXGENPEF0XlDE(VHP) SrERILImmoFwm 

SEDECISION MADE:15-WR-2002 
510(k) SU4MARY AVAILABLE FFCM FDA 

DEVICZ:vApcwIZTiDE=IYD~PERXIDE(VHP) sTERILIzATImoF~a3Mp 
. 

SEDECISICNMADE: 15-MAR-2002 
510(k) StBHARY AVAIIAEU FWSM FDA 

DEVICE:SMlTH&NEEWH'lMlNTX TIQUICKT 
SEDECISICNMADE: 2&iWR-2002 
510(k) SUMMARY AVAIIXUZ FE71=M FDA 

DEVICE:REM 
SEDECISICNMADE: 12-M?&2002 
510(k) SUMM?BY AVAILABW F'XM FDA 

DFNICEi:SQPHY PREssmEmsTABLEvALs7EsYsTEM~sM8 
SE DECISICN MADE: 27-M&R-2002 
510(k) SUMMARY AWULMLJZ m FDA 

DEVICE: SQPlXJ367D30CDEULLDIGI'lXL -PY- 
SEDECISIONMADE: 14-MAR-2002 

510(k) S'mrmmr 

Dl3VIa: WWERSAL BCNE PIXIE III SYS'I!EH (UBP III) 
SE DECISICN MADE: 27+?U&2002 
510(k) SUNARY A- EKt4 FDA 
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SSL AMERr=, INC. 
ATnJ:JoYcx NIX 

510(k) m: KO20659 
EJKNEm: 770-582-2152 

3585 EZ'GW DR.; S!IE 200 
P.O. BQX 926090 
Ivtlaas, GA 30092-9214 

lz?lmmEPmlucrs, INC. 
ATm:IIINm I@lxKN 

510(k) b0: KOl2732 
PHXE ND : 303-660-4201 

599mPEKAwY,SurI!E700 
CASTLEROCK, co80104 

ATm:MmIA FaxI 
23 FRANK MXSBEX DR. 
-, MA 02703-0967 

510(k) ND: KL)20391 
PHCNENO: 508-2265660 

Em 
259OWUHAvE. 
i!zANm clxl?A, CR 95051 

510(k) F0: KO20097 
PHSNENO: 408-567-9100 

LTnmKEx- 510(k) rJD: K014263 
ATIN:KlBINLFCWE EXNE Ml : 6X-323-7700 
4100EMTMlIHAMAVE. 
IzAuwum,MI 490016197 

SULZERDlN!AL,INC. 
ATIN: SAN BARIRI 
19OOASXNAVEL 
-, ca 92008-7308 

510(k) m: ml4175 
HENENO: 760-929-4300 

SULZER-, INC. 
ATrN:sEAN BARIRI 
19OOASlSNAVE. 
-, CA 92008-7308 

510(k) m: KO14214 
H336vE Im : 760-929-4300 

SUNBICMDICAL~, INC. 510(k) ND: KO20136 
ATm:MlxG SUN PHXE No : 85&401-1080 
604vPRcIllmmR 
1001ImzRLANDmRD. 
-,NJO8Ol2 

i3uPEmmGLovE- 
CLAIM(5OMI- 

SDN B510(k) No: ml4230 
(==I 

A!rm:i3TANmY TFIAI PHAEIW: 603 615 72328 
uJT42,FUI'RAINDUSI'RIALPARK 
BuKITwm 
-=,-r 

DEVICl3:DUREXIATEXclINDCM~~ GENI!ALDESENSITIZERLUE?XCZNL' 
SE DECISICN MADE: 29-MAR-2002 

510(k) SWWiRY AVAILABU FficM FDA 

DEVICZ:lNEGRWHF'LASH,MJXLCIllO 
SEDECISICNMADE: 04-M?&2002 
510(k) m 

DEvIaksTERNMImERA~sYsTEM 
SEDECISIONMADE: 08-t&R-2002 
510(k) SWQiRY A- FXf4 FDA 

DEVICE:SIFYKERV SCREMtXXSPINSYSIEM 
SE DECISION MADE: lS+fAF-2002 
510(k) SUMARY AVAILABLF: FT0l FDA 

DEVICE:NlMXN/WIWZ%L MANDIBULAR SYm 
SEDEXXSIcNMTiDE: o&MAR-2002 
510(k) SUbMARY Am Fw3M FDA 

DEVICE:SULZERDEN'ALCERhMICSYSTEN-W 
SEDECISICNMADE: 20-M&R-2002 
510(k) SUM?WY AvAILABI;E: FXM FDA 

DEVICZ:SULZERDENI!ALCERAMICSY~ 
SE DECISICN MADE: 19Gl?iR-2002 
510(k) SLMARY AvAIulLBLE FXM FDA 

DEVI~:VISUALINE BARBIWRATESDIPSIRIPTEST 
SEDECISICNMADE: 2O+!AR-2002 

510(k) SUMWtY AVAZABLE FF0! FDA 

SEDECISICNM?iDE: U-M?iR-2002 

510(k) m 



~ADDREssLI~FowcIlEM~ m (SE) 510(K) SUWNUES OR 510(K) B 05-Am-2002 

5xJPmaxsDNBHD 
HmWRA 
ATm:PRI~ WEEi 
IM' 42, PU’I!m INDUmux 
mKITRAHt4ANKJTRA 
m-t-, 

2iJAaLIGHr, INC. 
A!rm:m f3HEA 
~~laSC@NCEDRIvE 
SulxE140 
ORLANOO, FL 32826 

SURX, INC. 

510(k) Xh KO13774 

PKNEBO: 603 615 72328 
PARK 

510(k) m: ml1588 DEvIak simdmN3 
EWNE PX3 : 272 193 98251 SF,DECISICNM?iDE: 28-M?&2002 

510(k) m: KO20973 
PKNEIW: 407-482-4555 

510(k) m: KO2Ol26 
sYmAND~(scJRxTvsY~) 
A!Im:ALAN cluFaIs HJSJE No : 925-398-4521 
2675 - (TSNYCN RD. 
-, CA 94550 

syEp713NDEmlAL SPECIALTIES, INC. 510(k) rx3: K.020267 
A!Im:- ms4ELL FTXNEiND: 714-5X-7484 
1717 WEST ClXLJNSAvENuE 
cav@Kz, CR 92667 

- VW 
A!I'INzMATIHENMHUU 
169ORUSSEuRD. 
PZULI, PA 19301 

510(k) No: KO14197 
EHNEM: 610-647-9700 

YlinIwm- ENTEWRISE Cro.. LYm.SlO(kl ND: KO20188 
ATlN:KE-MIN JEN FfxliE’m : 886 3 5208829 
m. 58, FU-CHIUN ST. 
HsINa CITY, 

t!-nlmN- EWEE@FUSE Oo., L'ID.SlO(k) No: K.020472 
m:KE-MIN JEN I?IXlGNo: 886 3 5208829 
ID. 58, EuuiIuN ST. 
HISIN- CITY, 

TMJODINXXTICS 
AmN:(IElnnA CHEN 
I.268 .LWWIEWAVE. 
AlwEIM, CA 92807 

510(k) No: KO20175 
PfKBIl3W: 714-693-7788 

DEVIcE:~KNDETtFREEi NITRnE~IBIL~~GLLNEsm 

SE DECISICN WE: OS-MAR-2002 

510(k) imumENr 

510(k) SITUNNC 

DEVICF,:EX-308EXCIMERL?iSERFtR~ -0FvITILIa 
SE DECISION MADE: 29-W%&2002 

510(k) SW4ARY Am = FDA 

SE DECISICN MRDE: 15*-2002 
510(k) SUWARY Am FE3I=M FDA 

DEVICF,:WTILUX~LI@-rIiS 
SE DEXXSICN MADE: 29-MAFt-2002 
510(k) SUbWiRY Am FTCN FDA 

DEVICE:SYNIHESHIGHTIBIAL~PL7XTE 
SE DECISICN WE: 21-M&R-2002 
510(k) SUWARY Am FT0f FDA 

DEVICZ:BIUlXHMANUAL~, AlooosupERsmRT~ 
SEDECISIoNM?QE: 08-MAR-2002 
510(k) SllATEMENlc 

DEVICE:BICYIYEXXMZWUAL~ B9oosuPERLIGHr~ 
SEDECISICNM?iDE: 08-MAR-2002 
510(k) sIxmma 

DEVIC!E:URS-IG(mTEST) 
SE DECISICX'J MADE: 21-M?&2002 
510(k) STNWENT 
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TREKDIXMXTICSYSImS,INC. 510(k) m: K014259 

ATrN:(IYNmIAcKNApp l?I-KBEIW: 800-216-9036 
29299 CLEMENS RD. SUITE 1-K 
m, a3 44145 

TRlXEMEDIC&lNC 
E 

510(k) N3: K014243 
,MxEL~35-3040,m35-4050 

A!rm:BRADaJLBERT - 
13700 ALm PARmAY 
SUITE 167 
IRVINE, CA 92618 

TRIXEMEDIQiLINC 

A!rlN:BRAD CULBERT 
13700 ALlm PARKWAY 
SUITEi 167 
D?VINE, CR 92618 

U.S. FmTER/IW, INC. 
ATTN:D?WIDADENI'IIW 
lo-DRIVE 
LCBIELL, MA 01851 

LJNIVEC, INC. 
AT'IN:R. OXEN 
22 DuBmm. 
m, NY 11735 

UmzYNLTD. 
ATrN: EREZ ADIV 
DIAWND BUG.(26T!H FL.) 3A 
- ST. 
m-, 

VESTIL~cxHIp. 
ATTN: RIa4 MI- 
9OOGRX?lHPARKWAY 
AIizcKA, IN 46703 

-, lx. 
ATIN:BAMANPAYImwwm 
25EASTLGOPFID.,SUITE204 
sttaY BlalK, NY 11790 

PIXNEND: 949-472-ooo6 

510(k) m: KO14304 

PI-KNFIPJO: 949-472-om6 

510(k) ND: KO13677 
PInENo : 978-614-7359 

510(k) No: KO20500 
PHlvEIW: 631-777-2000 

510(k) No: K014248 
PKNF, lKI : 972 361 22254 

510(k) m: KO14l27 
F533UFlNO: 219-668-5677 

510(k) m: KO20658 
PI-KNFJm: 866-887-4636 

DEVICE:SENSITlTRE HEzmFmxS/BSB (HP) MIC rmATE 

SEDECISICNMADE: 26-MR-2002 
510(k) timmmm 

DEVICE:~=BIQABsowBABLF: clcMpREssICNANcIH3wWITHTTIMIUM~ 

SEDECISICNM?iDE: 2W-2002 

510(k) fmim4mn 

DEVIC!E:BtNE-LSXBIB azwRESSIc%J AMXJR, mETL BMCD-35-3050s 

SE DECISICN MADE: 27-MAR-2002 

510(k) sIWEMWF 

DEVICZ:XlXFICATICNTo:MED-ROREVERSE mMlSISSYsI!EM 
SEDECISICXM?iDE: 08-MR-2002 
510(k) SUbWRY Am = FDA 

DEVIC!Fa:UNIVECB~ SLIDm~sYRINGE 
SE DE%ZISICN MADE: 19-MAR-2002 
510(k) sI?WWNT 

DEVICE:DND 202M?MJAL~ICALDIGITALNEEDLF,DRlYER 
SE DECISION MADE: 21-MAR-2002 

510(k) SUbMARY AVAILABW FTU4 FDA 

DEVICE:KN?MADISCWERY, MmEL KP40 
SEDECISIoNWiDE:l5-MAR-2002 
510(k) SUMARY Am FXN FDA 

DEWICF,:vlMlXMXV3D~ 
SE DECISICN MADE: 07-MAR-2002 
510(k) SUbWARY AVAILABU FFUd FDA 
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I7lLEx, INC. 510(k) m: KO14154 
-xx-o9;VZEXXZIDBtNESCRWDB1'MREAD,MsDELF2&XX-00 
A!rcN:- IAVI PI-KNEi MI : 412-655-7550 
345 cm CURRY - RD. 
?lITEBWX, PA 15236 

MxloQ4EH 
ATIN:EVAN DICX 
7527 - AVE. 
SIC. IXUIS, XI 63105 

510(k) m: K.014111 
FWNENO: 314-721-0112 

WIELANDDEZWiL+!I!EXWX 
AmIN:- FxxlzER 

GME3 6-c 03510(k) ND: KO20190 
H3cNE IW : 49 723 13705219 

- STRASSE 13 
-m, 

WIELAND-+m 
ATnJ:GERHARD FxxzER 

GMB & 0X10(k) m: KO20192 
PEKfW NO : 497 231 3705219 

- - 13 
mm, 

WIELANDDENIAL+'IXHNIK GMBH & 00510(k) N3: K.020194 
A!mJ:GERHARD RIZER EXNE ITI : 49 723 13705219 
B STRASSE 13 
-W 

WIEL?WDDENI!AL+'IXHNIK 
AmN:GEFaiAm EWLZER 

GMEH & 0X10(k) m: KO20195 
PI-IBlENO: 49 723 13705219 

- STRASSE 13 
-3 

WXDSIDEBICMEDIC7G,lNC!. 510(k) No: KO20180 
ATIN:caFaJPATrERsm PI-KNFa NO : 949-462-0900 
21911 ERIE IANE 
LAKE FOREST, Ca 92630 

WXUDCFMEDICINELENtEC3fBH 510(k) m: ml4158 
ATlN:susANNE R?um PIKNENO: 617-868-3995 
91 TmmRImz STREEFT 
CIIMBRIDGE, MA 02138 

WZLlDoFMEDIClNELZMKlZGMBH 510(k) PJD: KO20336 
ATm:su~ RAAB PIENFINO: 617-868-3995 
91namIDGE ZsTREET 
c74mmxE, MA 02138 

DEVICE:VILEX/DUWiL/ORTHEXCMWLAnD BoNESCREWDB1THREAD,M3DELF25 

SEDECISICXVMADE: lS-MAF+2002 
510(k) SUMARY AVAIUWZ F'F0d FDA 

DEVICF,:REBIUXSC 
SEDECISICNMADE: 06-MAR-2002 
510(k) SWdARY Am F'RX FDA 

DEVICE:mP4 
SE DEXXSICN MADE: 13ddAR-2002 
510(k) SUMAFtY Am Fw=M FDA 

DEVICE: SIMIDURS2 
SE DEXZISICN MADE: lS-MAR-2002 
510(k) SUbNARY AVADXBW IXM FDA 

DEVICE:SIMlDURKFPLUS 
SE DECISICN MADE: lS-M?iR-2002 
510(k) SUMMY AVAILAEW FRX FDA 

DEVICX:SIMIDURSlS 
SE DEZZSION MADE: lS-MRR-2002 
510(k) St&WARY Am F'F04 FDA 

DEVICE:~DEVICE,K)DELsFU%DL,FtB-EL,FtM?L 
SE DEICISICN WE: 21-MA&2002 
510(k) SUMARY AVAILABW FRX FDA 

DEVICE:ENM3cjooPICCW4MdTC8O4/C4 
SEDEXXSICNMADE:14-MAF&2OO2 
510(k) SUMAF?Y AVAILAEU FF0f FDA 

DEVICE: mmclfxoPIccAMERA~/C3 
SEDEXXSICNMADE: 14-MAFh2002 
510(k) SUMAFU AVAILABU FRM FDA 



2sm?mmmADDREssLImmcIlRHm m (SE) 510(K) SUMNWES CR 510(K) - OS-m-2002 
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WRIwrMEmcALa D, INC. 510(k) IQ KO14171 
AlTNtEHRBMES'%IL PI-KBEN: 901-867-4732 
5677 AIRLINE RD. 
Al?LImm,m38002 

xTRAKMmIcaLINc. 
LoztsEE,M3DEL#C10006001;m 

510(k) PJD: K.013473 
aIElucnm BolTJx, mEL 

ATIN:DEEBIE IAMP= PKNENO: 508-435-9893 
7l?IlmwYm 
r-lxmmm, MA 01748 

XTRANA, INC. 
A!I'IN:PATRICX JO'LE?iRY 
6025NImw 
-,a 

510(k) ND: KOl2755 
pH=NEID: 805-654-0643 

ZaLMEDIcALaxP. 
ATIN:PAUL DIAS 
32 DAVE. 
l3uRmmm,mo1803 

510(k) m: KO11388 
EWSlEID: 781-229-0020 

DEVICZ:ADVANCEUNIocNDyllsRKNEFoSYSTER4 
SE DECISICN MADE: lS+AR-2002 
510(k) W AVAIUBLE FXN FDA 

DEVICWXTD~CXHETER, xxcM,mEL#mmOO5OOx;xmmvm 

SEDECISIONMADE: O~TMAF~-2002 
510(k) SUWARY AVAIL?WE m FDA 

DEVIC!E:AUXNMERASSTZMsDEL#1431 
SE DECISION M?iDE: 15-MAFb2002 
510(k) STATmEW 

DEVICEi: -PAD 
SE DECISION MADE: 25-MAR-2002 
510(k) STABNEm 



mADDREssLI-FoRmmm~ VW 510(K) SUMWNESOW510(K) !TMEMXB 
lXRF'INAL,DEKXSIcNsRENDEE?HlDURIKTHEPERI~ 0144?IR-2002 THFCXEH 3144AR-2002 

mm, SlO(k)s THIS PERICD 289 
mm- 235 
mwITH~ 54 

05-APR-2002 
PKPM 


