
“0” ox, INC. 
ATIN:DAS7IDDDALISE 
600 PAISAW, N.E., SUITE A 
ALBuQuER&uE, NM 87123 

3TMEDIC&SYSTEMS,iXC. 
mFmEF?rPEATm 
12553 se - lrc+uEY mm 
cx)NIF'ER, 03 80433-6204 

AzxLlmSCIENTIFIcLTD. 
m:- GA- 
1959 KEZUXG AVE. 
B,RI;sBAD, CA 92008 

z4AFml MEYmm INDum 
AN0 AR03 

~FUXXARDA~ZUXF 
7100 3OTHAvE.NCXlH 
ST. E)Enlmsm, FL 33710-2902 

AEsmENT 
ATTN:CLYDEEINGERSOLG 
54lUWRWEWAvENuE 
v, NY 14150-5260 

AEiEmTm 
ATmzFmNKKxmP 
D-389, ECDGe J-45 
2OOAEsmITPARKRxD 
AEKYIT PARK, IL 60064-6133 

ACtXSSCARDIOSY~,IN%. 
ATTN:DAVID EMASH 
150 BAKER AWNUE EXTENSION 
SUITE 108 
otmcmD, MA 01742 

AmCS,INC. 
TF4e (RPF!A-tt!RAP) 

~FdXWAWE 
3985 iSSW%EO TliXLEY BT.;vD 
SANDIlZQCA92l21 

ACEzSuRGIcTy;SuPpLYcr)., INC. 
A!ITNzJEDWARDCARXIDI 
1034 PERRL ST. 
EEuXEKN, MA 02301 

510(k) No: KO21460 
PEDNFINO: 505-293-0025 

510(k) No: KO20365 
ETDNENO: 303-838-2407 

510(k) No: KO20618 
ETKXUENO: 760-431-7922 

510(k) No: KO20579 

PHONENO: 727-384-2323 

510(k) No: KO20452 
PEDNENO: 716-693-6591 

510(k) NO: KO21350 
E7xlNENo: 847-937-8473 

510(k) No: KO11461 
PHONENO: 978-371-4985 

510(k) No: KO13596 

E733NENO: 858-404-8238 

510(k) No: KO21244 
PEKNENO: 508-588-3100 

DEVICE:~DEXWALIXE%ANT 
SE DECISION MADE: 22--MAY-2002 
510(k) SIRBWRC 

DEVI~:3TMMYOCBRDIALNJBDLE-B= 
SE DECISION MADE: 03-MAY-2002 
510(k) STATEMENT 

DEVICZ:AAL'IUSCIENTIFICMIRoo~T~L 
SF, DECISION MADE: 14-MAY-2002 
510(k) SUMMARY Am FRX FDA 

DEVICE: AARCN-PY-E, (IaTALa NUMBERS AROO, ARol, m2, 

SE DECISION MADE: 13-&m-2002 
510(k) SUMMMtY Am FRX FDA 

DEVIClQHIGHSILVERCQNVENTIONAL 
SE DECISIQN MADE: 07-MAY-2002 
510(k) t%mmGNT 

DEVICEi:ABWI'I'PLUMA+3MULTICHANNEL IEJFusIoN E'ukP, I4JDEL 12348 
SE DECISICN MADE: 14-MAY-2002 

510(k) XM5AEtY AVAILMIX FRX FDA 

DEVICE:HEARTPACKD 
SE DECISICN MADE: 28-MAY-2002 

510(k) SUMBRY Am = FDA 

DEWICEi:MXfX?tCATItX~UL'I!&RASYSTEMRApID IXXBLET~I~ASSAY- 

SE DECISIQN MADE: 16-MAY-2002 
510(k) SUMAEtY Am FlXM FDA 

DEVICEi:ACEHASCBEWDENTALIME%ANTSYSTEbi 
SE DECISICN MADE: 03-M?Z-2002 
510(k) Sm 

4 ys - Of 20 4t!s7 /!w 
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ACKRADLABORATORIES 510(k) No: Kc)21272 
ATTN: RI- HE!rmmAm F3mIam: 908-276-6390 
70 JACKSCN DR. 
cIxMFmD, NJ 07016 

ACMI-CIFUN~ON 
ATTN:JOHNADELUCIA 
136 TURPIKE RD 
W, MA 01772 

510(k) IW: KO21166 
PHONENO: 508-804-2617 

Aa3NLCKb 510(k) No: KO20313 ' 
STEP MULTI-DRUG MULTI-LINE SCREEN TEST DEVICE 

ATIN:EDwARD TUNG PEIONENO: 858-535-2030 
4108 SO- TYALLEY BLVD. 
SAN DIEGO, CA 92121 

AaxJW,INC. 510(k) IW: KO20771 
ATIN:El3PARD TUNG PHflNEIKl: 858-535-2030 
4108 - II2LLEY BLVD. 
SAN DIEGO, CA 92121 

ACIMEFM,INC. 
ATTN: RI- BSIM 
6TH F, No 85 
m-m6RcmJUBEI302 
m-T, 

510(k) No: K.021612 
PBONENO: 886 355 37315 

AC!IHEXM,INC. 510(k) No: KO21614 
ATrN: RIaaRD Hsm plbIcmEN0: 886 355 37319 
6TB F, NO 85 
K~A~?=XN~FUXDJUBEI~O~ 
mm, 

ADVANCXDDIXNOST Its, INC. 510(k) No: KO13886 
ATTN:sTEvE HESSLER PHCNENO: 425-222-7169 
8112 304TH AVE. SE 
plex?xN, WA 98050 

AEiRxEN, INC. 
ATIN:TF4MXV.AEDWARDS 
1310 tXLJ?ANS DR. 
stumm%E, CA 94089 

510(k) No: KO21175 
PHCNENO: 408-543-2414 

m MEDIC& mx!@fS (1998) LTD51O(k) No: KO21447 
TSYSTEM 
ATTN:- MYERS PHONENO: 201-727-1703 
377RmrE 17 s 
wmoucK HEIGBT, NJ 07604 

DEVICE: SIB-, l43DEL 61-7005 
SE DECISION MADE: 21-MAY-2002 
510(k) SD&MARY Am FFUX FDA 

DEVICE: ACNIBIPOLAR ~PE,MXXZLEIWE-BR 
SE DECISION MADE: 09m-2002 
510(k) SUIWARY Am FEMM FDA 

DEVICZ: AmcNE STEPMULTI-DRUGMULTI-LINE SCREENTESTCARD;AozNONE 

SEDECISIONMADE: 08-MAY-2002 * 
510(k) SUMM&RY Am FIMM FDA 

DEVICE:AC#NcNESTTZPDRUGSCE?EENTESTCARD 
SE DECISION MADE: 15-MAY-2002 
510(k) SUMWRY AWULABLE = FDA 

DEVICE!:DIGITALCLINIC!AL~, MODELS ACT 2030, 2038 
SE DECISICN MADE: 30-MAY-2002 

510(k) m 

DEVICE:DIGITALCLINICAL~, MODEL ACT 3020 
SEDECISICNMADE: 3O-MZXY-2002 

510(k) sM%MZNT 

DEVICE:AVERA~~DEI~~(DI~~~~~~SYSTEM) 
SE DECISION MADE: lo-MAY-2002 
510(k) SUW%RY Am FRX FDA 

510(k) StMMARY AWILABLE FfMM FDA 

SE DECISION MADE: 22-MAY-2002 
510(k) SUMMARY AVAILABW = mA 
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AllmDEx SYm 510(k) No: KO20648 
~MELVYNASTEIN&RG PEDENO: 888-820-5836 
10195 FIAST mlELD RD. 
i?ScmEBm, AZ 85260 

A?MEm~MEDIcIu;SY~,INc. 510(k) NC): KO21263 
ATIN:= EINTYRE PI-DNENO: 952-930-6120 
10700 E?nEN RD., WEST 
z4mwmNm, MN 55343 

ANIcMAscIoRp. 510(k) NO: KO21439 
RlooolR~ cxlADm,ANDa -AD-Do 

X'IN:MICHAELJANDFGWS 
590E. LWCMTERAVENUE 
FRA!ZEl, PA 19355 

APL PFUJXTS SDN. EID. 
ATTN:ixE SCNHONG 
IMT 8961 & 8964 
JALANESERUAS 
AYERTR#AR,PEFtAKDARULFUDZUAN, 

APPLIED3ImEm,INc!. 
ATm:sTEvE m 
10237 FLANDERS CL'. 
SAN DIEGO, CA 92121 

APPLIEDBI~,INC. 
ATIN:sI'EvE m 
10237 FLANDERS CT. 
SAN DIEGO, CA 92121 

APPLIEDMEmcALFGSommS~~. 
AiITN:ANIL E?ElxAm 
22872 AVENIDA EMPFWZ# 
FtANaxlsANTA MARGARITA, C!A 92688 

-r= 
A!nNzTANYALwxDS 
1013 EAST THIRD STREET 
FDYAL~PX,MI 48067 

ARlxmINTL., INC. 
NJKIDEL RA-O4020-SP 
ATTN:DEBJ3IE PEACWK 
2400-W. 
READING, PA19605 

PHCNENO: 610-644-8990 

510(k) IW: KO20865 
PXINENO: 605 672 3152 

510(k) No: KO21375 
PHCNENO: 858-587-6771 

510(k) NO: KO21406 
pHcNENc9: 858-587-6771 

510(k) No: KO20577 
FHXENO: 949-582-6120 

510(k) No: KO21121 
PXNENO: 248-544-0860 

510(k) No: KO21120 

ETYDNENO: 610-378-1031 

DEVICF,:GFUDUXK195ADHESIVE 
SE DECISION MADE: Ol-MAY-2002 
510(k) SUMMMtY Am FFUX FDA 

DEVICE:MXIFICXL'ION~SPAEtCSLItGSYSTEM 
SE DECISICN MADE: 15-MAY-2002 
510(k) SC&NARY Am FFCM FDA 

D~~:~~RlOOOIRINSULINPUMP,EZLINK~~,~SOF?NARE, 

SE DECISION MADE: 29-MAY-2002 
510(k) SUMMARY Am FFCM FDA 

DEVICE:CNLINF,IWDERFRElZ,LATEiX ExzmnwrINms 
SF, DECISICN MADE: 08-MAY-2002 

510(k) Sl2WWNT 

DEVICFz~~CKSTREPATEST 
SE DECXSION MADE: 21-MAY-2002 
510(k) STZWNWT 

DEVICEi: CC'WPQUICKSTREPA(II) TEST 
SE DECISICN MADE: 21-M&Y-2002 
510(k) SWTM!NT 

DEVICE:APPUEDUREXERX~ 
SE DECISICN MADE: 22-W-2002 
510(k) iXl&MAW AVAILAEU FRX FDA 

DEVICE:AXIMACRYL 
SE DECISION MADE: 28-MM-2002 
510(k) SUMMARY Am FFCM FDA 

DEVICE:RADIALAKlXRY cxnHEmIzAT1oNSETwIm lxfnmALmLEn1c 

SE DECISICN MADE: 02-MAY-2002 
510(k) SUMARY AVAILAHLF: = FDA 
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BAUSCH&LQMB 
-LENS 

ATTN:DEEXRAL.BKEZCBUM 
14OOm - ST* 
~,NY14603-0450 

BAUSCH&LQMB~ 
ATIN: PAULG- 
1400 N. GOODMAN iSTREET 
v, NY 14603-0450 

BAXTERJIEWi~c1oIIp. 
LS 261718, 2C1719 
A!l?INzVJXKILDRENS 
la!. 120 AND WILSCN FKlAD 
ROUNO LAKE, IL 60073-0490 

BAYLIsMJmK2La3.,INC. 
IC), PIG-230 ( INrmNATINAL) 
ATrN:KRIs SHAH 
5160 EXEUXER DR. #33 
MISS1mm, CNTARIO, 

510(k) NO: KO20927 

P?iDNENO: 

510(k) No: KO20802 
PHCNENO: 585-338-8172 

510(k) No: KO21274 

PHONENO: 

510(k) NJ: KO20354 

EEDNENO: 

585-338-8638 

847-270-5916 

905 602 4875 

BEBIGIifKYIOPEN-UNDMEDIZW 510(k) EJO: K.021343 
ATrN:svEN IANGER PBONENO: 49 30 947084 
RmERT-(oE;sI m 10 
=I& 

BECICNDICKINSON&Cr). 
ATTN: MI- BANDY 
7LcNFiImcIR. 
SPARKS, MD 21152-0999 

510(k) No: KO20842 
IWONENO: 4X3-316-4778 

BEcZRX?,DICKIN~AND(3QMPANY 510(k) NO: KO20321 
AlITNzBFGDFWDMSPRING PHONENO: 410-3X-4206 
7Ini7EmNcIR. 
SPARKS, MD 21152-0999 

BI~~ICSYSTEMSCKRP. 
ATTNZMXMANEBRUNNEF! 
ONF, BIO-I&XC PLAZA 
MuNDmIN, IL60060-3700 

510(k) No: MO21215 
pl?DNEiNQ: 800-323-8326 

BICHtAD 
2,443,444 
ATTNZELIZABETH FLATT 
9500 JElxmlm RD. 
IRVINE, CA 92618-2017 

510(k) No: KO21384 

P?mNENo: 949-598-1200 

DEVK33:BAUSCf-I &LC&lBSOFYLENSMULTIFfXZXG (PCXXMAON) VISIBILITYTINTED 

SE DECISICN MADE: 16-MZZ-2002 
510(k) SO&NARY Am F'RX FDA 

DEVICE:RENJTMULTIH3XMULLTI-PURE032 SOLUTI~ 
SE DECISION MADE: 31-MAY-2002 
510(k) SUHQRY Am FFQi FDA 

DEVICl3:PAIN-MATEPAIN~ SYSTEM WITH DUAL FURT l+l, 2+2, mE 

SE DECISICN MADE: 17-MAY-2002 
510(k) SUMMARY Am F'RX FDA 

DEVICZ:BAYLISPAIN~~ (Fm),&xmxS~ll5(DQMEs'I 

SE DECISICN MADE: 03-MAY-2002 
510(k) tazmmma 

DEVICE: ISUSEEDS I-125 
SEDECISICNMADE: 20-MAY-2002 
510(k) SWMARY AXULABLE F!FUX FDA 

DEVICE: B 1OUG BBL SENSI-DISC 
SE DECISION NE: 15-MU-2002 
510(k) SUWARY Am E'FXX FDA 

DEVICEi:BD PHfXNIXA~MICROBIO~SYSTEM 
SE DECISION MADE: 23-MAY-2002 
510(k) SUMMARY Am FAaM FDA 

DEVICE: BIO-LCGICABAERCUB 
SE DECISION MADE: 15-W-2002 
510(k) SUbWiRY AWULABIX F'F#X FDA 

SE DECISICN MADE: 29-MAY-2002 
510(k) i3UMMNX AVAIWBLE FKM FDA 
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BIO-RAD 
1, 462 & 463 
ATTNZELIW PLATE 
9500 Jlizamm RD. 
IHvIME, CA 92618-2017 

BI+FGD 
w OPIATE mDELS 466 & 467 
ATINZELIZAEWIH PLATE 
9500 - Ia* 
IICVINE, CA 92618-2017 

BIO-RAD 
w OPIATE mELS 468 & 469 
mEL1zABETH PLATE 
9500 JERfxm3 RD. 
IFwINE, CA 92618-2017 

BIO-RAD 
EL 
ATTN:MziRIA l?zEmmx 
9500-m 
IFWINE, CA 92618 

BI+SC?W S.A 
1THlRIsvIEw 
mRICHARDMSAN0 
153 SANFORD LANE 
tf?nwam, CT 06905 

BICNEiTMRNUFACIURING,INC. 
A!ITN:TFtACYJBICKEZ 
P.0. HOX 587 
I@#ERW, IN 46581-0578 

BIaMFTCRIHOpEDICS, , INC. 
ATINZPATRICIA SANDEomBEEGS 
P.O. BOX 587 
FJARsplw, IN 46581-0587 

BICNFZOIITHOPEDICS, , INC. 
ATERALI!ZEDFEt%WALSTEM 
~:DALENETBINKLEY 
P.O. EDX 587 
WARSAW, IN 46581-0587 

510(k) No: KO21411 

EsK>NENo: 949-598-1285 

510(k) No: KO21414 

PHONENO: 949-598-1285 

510(k) No: KO21415 

PHONENO: 949-598-1285 

510(k) No: KO21498 

PHONFINO: 949-598-1367 

510(k) IQ: KO13897 

PHONENO: 917-424-0330 

510(k) No: KO20962 
PJiIONENo: 574-267-6639 

510(k) NO: KO20381 
PHONENO: 574-267-6639 

510(k) No: KO21403 

E!mNENo: 574-267-6639 

DEVIClkLI~C33lXURINETOXIClOLLXY OcNTRoLLEVELSl, 52 &S3mEIS46 

SE DECISION MADE: 2%MAY-2002 
510(k) SUNAFiY Am = FDA 

D~~:LIQuIcHEKuRINE~~~~L~Sl~OP~&S2L1= 

SE DECISI(xJ MADE: 2%MAY-2002 
510(k) SUMMARY AVAILABLE FIMEl FDA 

DEVICE:LIQUICREKURIJ%Z'IOXI~ cmn!E%x~C2LclwOP~&C3Lc 

SE DECISION MADE: 29-MAY-2002 
510(k) SUMMARY Am = FDA 

DEVIC%:LIQUICBEKCARDIAC MARKERS - LT LEVEL 1, 2, 3, AND TRILEV 

SE DECISION M&DE: 24-MAY-2002 
510(k) SUMMARY AvAILhsBLF: FIMM FDA 

DEVICE: SOLIDSTAVZX-FWIMZ?GINGDEVICES, ~EKIFtIS2OANDIRIS41ii 

SE DECISION MADE: 21-MAY-2002 
510(k) SUbWiRY AVAIUBLE FRQEl EDA 

DEVICE:G4SLEEVEDNAIL 
SE DECISICN MADE: 24-MAY-2002 
510(k) SUMMARY Am FIiaM FDA 

DEVICE?,:EXPANDABLEI(NEE 
SE DECISICN MADE: 06-MAY-2002 
510(k) SUZNARY AvAILABI;F: FTMM FDA 

DEVICE:BAMAUCiRY/HEADpoficuSFEMZWG STEM&MAmm/mmSL 

SE DECISION MADE: 31-W-2002 
510(k) SUbNARY AvATIJIBI;F: = FDA 
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BICNET,INC. 
ATI'N:TRACYJBICKEGL 
56 EAST BELL DR. 
IdA.RBW, IN 46581-0587 

BICNlZT,INC. 
ATIN:PATRICIA SANDBORNBERES 
56BELLDRIVE 
PO BOX 587 
$iDzERW, IN 46581-0587 

BIUI'EQUEN4TiiFUCA, INC. 
ATTN:DENIS EGRSEY 
340 EAST MAEtLE AVE., #204-C 
m, PA 19047 

BIUIRCNIK,INC. 
ATIN:JON BRUMBAUGEi 
6024JEATYFD. 
LAKE OGWMX), OR 97035-5369 

BIRD-UCI'SOQRP. 
ATTN: Tm GuTmz 
1100 BIRD CENTER DRe 
PALM SPRINGS, CA 92262 

BIRD~UCI'SCIORP. 
m:: 7xX4 GUITERREZ 
1100 BIRD CENTER DR. 
PALM SPRINGS, CA 92262 

mMED1m,INc. 

A!ITN:ALAN Illmmmo 
90 BiRCCEDm DR. 
s-FIELD, MA 01104 

puuxsmwMEDIcIAL,INc. 
-1 
AlITN:AI;AN LfIBmmm 
90 - DR. 
SPRINGFIELD,MAO1104 

-w 
M82OOSERlES 
AlITN:cHl?IsmPBER RmL 
500 E.VST!REET 
NORRIEYIWN, PA 19401 

510(k) No: KO21182 
PHCNENO: 574-267-6639 

510(k) W: KO21380 
PHONFINO: 574-267-6639 

510(k) No: KO20628 
PHCNENCI: 215-750-8071 

510(k) No: KO21217 
P!doNENo: 888-345-0374 

510(k) No: KO13642 
PIEBE NO : 760-778-7255 

510(k) NO: MO20730 
PHCNENO: 760-778-7200 

510(k) No: KO20600 

PHCNENO: 973-633-9968 

510(k) No: KO20620 

EEDNFiNO: 973-633-9968 

510(k) No: KO20538 

PEDNENO: 610-278-0900 

DEVICEZ:RADIOLUCEZNTC'Z'LJYES OZlPFWSICXJ/DISTRAC!TICN BAR 
SE DECISIa MADE: 13-MAY-2002 
510(k) St&NARY Am FFxN FDA 

DEVICE:OSSLES pFicmMsmRALm 
SE DECISICN MADE: 28+W-2002 

510(k) SWdARY Am FRZH FDA 

DEVICE:CURTZUZ, - C!URELU, CUTEQ 2.5 
SF, DECISION MADE: 24-MAY-2002 
510(k) SUW&RY Am FRaM FDA 

DEVICE:~X53-BP;AFC)X6O-BP;ARs3X45dBP;AlWX53-JBP 
SE DECISION MADE: Ol-MAY-2002 
510(k) SWGRY AVAILABLF: = FDA 

DEVICE:AvEA 
SE DECISICN MADE: 22-MAY-2002 
510(k) SWGRY Am = mA 

DEVIC!E:oRIoNNASALCPApSYST!EN 
SE DECISION MADE: 22-MAY-2002 
510(k) SUb%ARY Am ITCN FDA 

DEVICEi:BU%~ IIIANTERIORCERVIC!ZiLPLATINGSYSTlW(PLATEWASHER) 

SE DECISION MADE: 22--MAY-2002 
510(k) = AVAILABLF: FEMEa FDA 

DEVICEt:~CKS'TWE IIIDEGREF,ANT!ERIORCERVIC?GPLWINGSYSTEM(PLATE 

SE DECISION MADE: 23-MAY-2002 
510(k) SUbWiRY AWILABLE FIMEl EDA 

DEVIC!E:~~PNEUMATIC AMBuLAmRY~SSIoNSYSTE 

SE DECISION MADE: 15--&W-2002 
510(k) m 



BOGTON SC!IENTIFIC CURPe 
AlITNt(zHEusTINAL~ 
2710 oIX3BRD PARKMY 
SAN JOSE, CA 95134 

EtCXiEL-SYSTEMS,U 
mCXXJXENJHI= 
7992 - DRIVE 
INDIANAPOLIS, IN 46250 

l3RI~GLIx7Esm.Lm. 
A!ITN:N. P-IVAN 
PIoNBRzGmKANDANmINGs 
lGwAsmY,-mIL 
!IlxMIL NADU, 

E$RI~~PvT.LTD. 
ATIN:N. PARAMASIVAN 
PImmRMANImNDANEuILDINGs 
VADm, Nlzm OXL 
aaMIL NADU, 

c!AcxJAFm,LTD* 
mAL wEIsEb3BoRN 
19526 EAST LAKE DRIVE 
MIAMI, FL 33015 

CANE S.R.I. 
~DANIELKAMM 
P.0. mx 7007 
DEERFIE1l3,IL60015 

CANE= 
ATTNzDANIELK7WM,PE 
P.O. mx 7007 
DEEEGIELD,IL60015 

CANESFUI 
ATI'NzDANIELKAMM 
P.O. Box 7007 
DEEFVIELD,IL60015 

cznfIm&NISSELLTD. 
ATTNzMllRTIN DALSING 
623 GLACIER DRIVE 
GRAWI) JUCI'ICN, CK) 81503 

510(k) NC): K021232 
PHONENO: 408-895-3526 

510(k) No: KO12113 
PIDIENO: 317-849-1916 

510(k) N% KO14278 
PEDNENO: 91 465 2276291 

510(k) No: ml4283 
PHCXENO: 91 465 2276291 

510(k) NO: KO20614 
PHONENO: 305-829-3437 

510(k) NO: KO13855 
pJbIcxaN0: 847-374-1727 

510(k) NO: KO13822 
PEDNENO: 847-347-1727 

510(k) No: KO13840 
PHONENO: 847-374-1727 

510(k) No: KO12132 
pJitxEN0: 970-243-5490 

DEVICE:CXNSTELLATION(XBEZEW, MoDEL8031M 
SE DECISICN MADE: X-MAY-2002 
510(k) SWMBRY Am FF&X FDA 

DEVICEQINXBLUXFECAL~SY~ 
SE DECISION MADE: 03-MAY-2002 
510(k) SUMMAEC AVAILXZE FRX FDA 

DEVICJQLATEX -s czxovE (mm) 
SE DECISION MADE: 14-MAY-2002 

510(k) SUMdUtY Am FFCM FDA 

DEVICZ:LATEX -s GLOVE (PadDEFt FFEEZ) 
SE DECISICN MADE: 22-MAY-2002 

510(k) SUMAEtY Am FRX FDA 

DEWICE:IBFtIW~cANNuLA 
SEDECISI~MADE: 24-MAY-2002 
510(k) SUMMARY A!CiIUBU FBXd FDA 

DEVICE:MICXXEI'~M 
SE DEXXSIoN 2dADE: 09-MAY-2002 
510(k) iXJWWtY Am FRX FDA 

DEVICE:MICRX@I'~Fi!A 
SE DECISICN MADE: 08-M?i.Y-2002 
510(k) SUMMARY AVAILMLE ETUX FDA 

DlWICE:MICRXEZ'cwxJoPARAND~A.EOGO 
SE DECISION MADE: 14-M&Y-2002 
510(k) SUMNARY Am ERX FDA 

DEVICIZ: CBXXGENV3.ORATF,OFREADING~ SOFT (YIxmTAm LENS 
SEDECISIONMADE: 09-MAY-2002 
510(k) SUMMARY Am FRN FDA 



SUEW'ITERADDRESSLISTINGFoRCXXWZUBSIWT~Y~ tw 5WK) - OR 510(K) B 
~FINiK,DEcISIcNS~~D~THEpERIcDO1~-2oO2 TIIZaEH 31-MW-2002 

CARD1m,INC. 
ATI!NzJtXNNYMGAR!ZA 
535 ENCINITAS BLVD., SUITE 118 
ENcINITAs, CA 92024 

CAREREE&%BAmGKcmPAmIC 
ATIN: cIizIRIsTIAN BUNT 
1124 DCMINION CT. 
-, VA 22102 

cARERMAB,INc. 
ATlNtCXlRISTIANEHUNT 
1124 DQMINIm OCIIJW: 
MCLEAN, VA 22102 

CERABIO, LLC 
ATTN:JAMEsJcAsslDY 
N4660 1165TH ST. 
-, WI 54021-7644 

CEmBIO, Iu! 
~J?@fESJC!ASSlDY 
N4660 1165a9 ST. 
PRESOXT, WI 54021-7644 

UZSHIREDIAGNWTICSLTD. 
ATTN:NEILBSTRlXZR 
7ELMST. 
-=, 

CBTmxzLMEDI~SYSTEMS,INC. 
A!ImzKEvINP~ 
87 VENTURE DR. 
DWER, NH 03820 

CLASSAENT. 
637, 610-744, 610-650, 610-570 
ATINzSZWWIHALDRA'PER 
P.O. Box 401964-16039 
SUITEC 
BESPERIA, CA 92345 

03DcNIcs, INC. 
RIZCNGSMEDICXLMULTIMEDIAGREY 
A'IITN:RICK DAYTON 
17991 m DRIVE 
MIDDLEBURG BFXHTS, CH 44130 

510(k) No: KO20449 
PIXZIENO: 760-633-9797 

510(k) No: K.020637 
PHONENO: 703-448-9644 

510(k) No: KO20516 
EFONENO: 703-448-9644 

510(k) No: KO13960 
EHONENO: 715-262-5451 

510(k) No: KO13966 
.PHmlzNo: 715-262-5451 

510(k) No: KO21192 
E?EmlENo: 441 513 488023 

510(k) NO: KO21395 
PEDNENO: 603-743-5988 

510(k) No: KO21118 

PHONENO: 760-956-7851 

510(k) No: KO21054 
SCALEDRY IM?GER 
PHONFINO: 440-243-1198 

DEVICE:CWDIcNc1wCARDIO~WlDEARE%ARCHIVEAND~SYSTEM 
SE DECISICN MADE: lO-MhY-2002 
510(k) XW?iRY Am FXM FDA 

DEVICE:SELECTSTIM 
SE DECISION MADE: 28-MAY-2002 
510(k) SUM&WY Am m FDA 

DEVICE:C!AREIFCPLCJS 
SE DECISICN MADE: 16-MAY-2002 
510(k) SUWARY Am FIMM FDA 

DEVICE:AEWXHTBA-~GRWTSUBSTITUTE 
SE DECISION MADE: 23-MZiY-2002 
510(k) SUHGRY AVAIL?WE FIiclM FDA 

DEVICE:APATIGEXC-'ICP~GRAFTSUBSTITUTE 
SE DECISICN MADE: X-MXY-2002 
510(k) SUMMARY Am FIMM FDA 

DEVICE:Q?iCAIGG/IGMELISAKITHRP 
SE DECISICN MADE: 16==MAY-2002 
510(k) m 

DEVICE: &KDIFICWICN TO 30" EXTEiNSIQN SET 
SE DECISION MADE: 13-MAY-2002 
510(k) tx@Xmmm 

DEVICE: DmCHAE%E MC@JOFOLAR EMG NEEDLE, MXXLS 

SE DECISION MADE: 28d@Y-2002 

510(k) Sm 

SE DECISION MADE: 09-M&Y-2002 
510(k) SUMMARY Am FFUX FDA 





-c~~o-oLL-9‘c5 : ON 3JmHd 
E-r.5OZOX :oN WOT5 

rn6L-8E8-5Z6 : ON 3.Na-H 
09LOZox WN (MOT5 

-m8z-55’b-Lw3 : ON 3NoHd 
56TZ-COX :ON (Y)OT5 

50-E-PLE-9T6 : O!d 3KHd 
6fXOZOX WN (Y)OE 

5OTE~tE-9T6 : ON 3KHd 
LE6OZOX :ON tY)O-Cc; 

5O-LE-bLE-9T6 : ON 3NCHd 

LZ9OZOX WN boo15 

50-E?PLE-9T6 : ON 3KHd 
L~O-CZOX WN WOT5 

P8EO-iX9-ZOE : ON 3NCHd 
5T78ozox :oN WOT5 

5OTE-U?9T.6 : ON 3tSXd 
228020X :ON b0OT5 



l .  . *  

Ll 



~ADDREiSSLISTINGFoRCDRHSUEW%NTIALLY~ WV 51ow - CR 510(K) 
~FINp;LDEcISIoNS~~D~~~~01~-2oO2 Tl%OUGH 31-W-2002 

DIAGNQSTICSY~~, 1510(k) No: KO20945 
ATrN:-LL EWITS PHONE NO : 281-332-9678 
445mDIcnLczzNTERBLvD. 
WEBSTER, TX 77598 

DIATEK,INC. 
ATTN:JoN WILSON 
101 N. m ST. 
WIJWION~~, NC! 27101 

510(k) No: KO20430 
PHONENO: 336-725-9711 

DISCGG!I!FB MEDICAL TmmmXES,510(k) NQ: KO21324 
) 
ATTN:YAEL RUBIN PHCNENI): 972 995 11511 
3Ezx.sADmsll, 
=a 

DMMEmCALlJYC. 
ATTN: FKBERTWMAYS 
10865 MILLING'JXN CT. 
CINCIIWZX, CH 45242 

510(k) No: KO20510 
PHCNENO: 800-884-64.14 

DUKALcx>Rp. 
ATlN:PATRICKJLAMJs 
3234 ELLA LANE 
NERI KBT RICEE, FL 34655 

510(k) IW: KO20726 
PHONENO: 727-376-9105 

Em, L.P* 
AIITJY: FREDERIC tl?EEnA 
loo INTERE)m Pna. 
PARSIPPANY, m 07054-1079 

510(k) NO: K.020887 
PHONENO: 973-299-9300 

EEn, L.P. 
ATTN:MI~T~ 
100 INCERPACEZPKWY. 
PARSIPPANY, NJ 07054-1079 

510(k) No: KO21031 
E!EloNEm: 973-299-9300 

EBI, L.P. 
ATTN: FREDERIC TESTA 
100 I!XCEWAC!ElXWY. 
PARSIPPANY, NJ 07054-1079 

510(k) NO: KO21091 
PTiDNENO: 973-299-9300 

EBI, L.P. 
AlTN:JCN tX%WITA 
100 INTEBE'ACXPKWY. 
PARSIPPANY, NJ 07054-1079 

510(k) No: KO21312 
EaoNENo: 973-299-9300 

-S 06--JuN-2002 
Page 13 

DEVICE:AXSYMINTACTPIH,NIDEL2GO6 
SE DECISION MADE: 31-MAY-2002 
510(k) XMARY AVAILABLF: FXM FDA 

DEVIC!E:DIA!I!EK~R ASSfNLYREPLhClWWKIT(Qwo 
SE DECISICN MADE: Og-MAY-2002 
510(k) SUHBRY Am FEMM FDA 

DEVICE:FIXION ZYIWMEDULLXWNAILINGSBTEM(FIXIONIMN?iILINGSYSTEM 

SF, DECISICN MADE: 23-MAY-2002 
510(k) SUWAFZ AD FFXM FDA 

DEVICE:SMXEEVACUA?XICWiWES/TUBIIG 
SE DECISION MADE: 03-M&Y-2002 
510(k) SUMMARY AYAILXXE FIMM FDA 

DEVIC!E:DUKALDISFOSAKW mm s-, sMA%;L,MEDIuM,ANDLARGE 
SE DECISICN MADE: 15-MA.Y-2002 
510(k) SUMMAEX AWUIAE?U FbXM FDA 

DEVICE:EEUAISSPI?dlESYSTEM 
SE DECISION MADE: X-MAY-2002 
510(k) SUNARY AVAZX!LE FlXM ?dDA 

DEVICZ:EEXtXFIXRAILSYSTEM 
SE DECISICN MADE: X-MAY-2002 
510(k) SUMWRY AVAILABLE FIMM FDA 

DEVICEt:EEUXFIXDFSSYSTEM 
SE DECISION MADE: 03-MAY-2002 
510(k) St&WRY Am FXM FDA 

DEVICE:EBIDFSOPTIFXMELBXFIXAXB? 
SE DECISION MADE: 23-MM-2002 
510(k) SUM5ARY Am FBX FDA 



. . . . 
I P 
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GUIDN OORP. 
ATmzKARmSALmP 
41OOHAMLINEAvE.,N0RTH 
ST. PAUL, MN 55112-5798 

510(k) ND: K021284 
PHONENO: 651-582-3123 

GuIDm cum. 
ATmzKARENSALsBP 
41OOHAMLINEAvE., NORTH 
ST. PAUL, MN 55112-5798 

510(k) NO: KO2l285 
PHCNENO: 651-582-3123 

GYRUS ENT L.L.C. 

m:-wm 
2925 APPLm RD 
EUWEEIT, TN 38133 

510(k) W: KO20778 

PHONE NO : 901-373-2673 

H&ACXX?SULTANTS 
ATnr:i5xmlTHENDEpscN 
2584 SADD- L7WC 
PAL&f v, FL 34685 

510(k) No: KO20902 
PHONENO: 727-773-0414 

HAREsINGERMEmcAL, INC. 
ATIN: HAlmLD HOIUM 
12086 OXEXN DRIVE 
EDEN PRAIRE, MN 55347 

510(k) No: KO13615 
PHaENo: 952-944-2302 

HEALZH POLICY RESORI'ERS GFUXP, =510(k) No: KO20643 
ATlN:T.WXCT ATFIEY =PEmEm: 301-770-9590 
2305 GO- RCYAD 
FuXKVKm, MO 20833 

HEINZKURZGMEiHMED1zlxlxmNm 510(k) No: K021479 
A'ITNzDMMARMASEiR PHONENO: 312 042 89591 
A&S?lXL320-I 
-w, 

H.lzLmA- 
ATJx:PATRICIA l?RANKS 
1530 LINDEiEXGH DR. 
-, TX 77704 

510(k) No: KO20625 
PHONENO: 409-842-3714 

HE!xENAw 
ATm:PATRICIA FRANKS 
1530 LINDBERGH DR. 
PO EOX 752 
EiEAm, TX 77704 

510(k) NO: KO20914 
PHONENO: 409-842-3714 

DEVICE:EMYTRAKGUlDING~ 
SE! DEICISICN MADE: 02-MAY-2002 
510(k) SUMMARY Am m FDA 

DEVICE:HI-TWQUEEXTRAS'F0RTGUlDEWlREi 
SE DECISION MADE: 02-M&Y-2002 
510(k) SWMARY Am F'RX FDA 

DEVICE:GYRUSENTS@!NOPLMTYTISSUECQGULhTING ELECJXWE, MODEL 2420 

SE DECISION MADE: 28-&W-2002 
510(k) SUM%RY AVAILABLE: FlXM FDA 

DEVICE:- 
SE DECISION MADE: 2O-MAY-2002 
510(k) Sm 

DEVICEi:MICX0-P1%000SYS~ 
SE DECISION M&DE: 29-MAY-2002 
510(k) SUMMARY AVAIIXXW F'JXM .FDA 

DEVICE: EZ-SCIOPE AN &i EZ-SC0PE AN LITE 
SEDEiCISIcNMADE: 28-MAY-2002 
510(k) SUMMARY A- l?'EKM FDA 

DEVICE: CLIPPISl-CNp;wENGEsT, IYDXX# 1006 805 - 1006 861 
SE DECISION MADE: 21-M&Y-2002 
510(k) SCMBRY AWJILXXB FXXM FDA 

DEVICE: SPIFE 2000/3000 ALP 40, 20; MXmS 3345 AND 3346 
SEDECCSIONMADE: 06-MAY-2002 
510(k) STA!IEMm 

D~~:AcI1u;yI<Ew,ACrwATED~pNGTIME~YzER,~EL5770 
SE DECISICN MADE: 23-MAY-2002 

510(k) Sm 







SUEMITTERADDRESSLISTIbGFURCDRH~IAlXYEIQuIvp;LENT (SW 510(K) - OR 510(K) B 06-JuN-2002 
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INSTR-ON - 03. 
cmTmL3(mmSSmED) 

ATrNzcnmL~ 
113 m AVE. 
-, MA 02421 

- DIGS, INC. 
ATmzPAMELAMIspJcN 
6354 (3XI'E DEL AREX 
SUITFIA 
C!ARLS~,CA92009 

IRIDEX crxP* 
ATINzJOE3N D'ANGlX0 
1212 TERRA EBLLAAVE. 
-VIEW, CA 94043 

IRIDEX CmP. 
ATI'N:JCFdN D'ANGEL0 
1212 TERRA -AVE. 
- l7IEwf CA 94043 

Ivcu!ARmENr, INC. 
ATINzDtXNAM~ 
175 PINEVIEW DR, 
AMHERST, NY 14228 

J. MXIXCAUSA, INC. 
ATI'N:KF,ITHAEBRRI!IT 
601 13TH STREET, N.W. 
B,DC20005 

JCB@DCXBlZER,INC. 
ATINzNmm?LH?sG 
604~SBURYAVE. 
QUEENS=, NY 12804 

JCBiED,INC. 
ATIN: TERRY SClTJLTZ 
2870 - RD. 
RZWCFIO -, CA 95670 

510(k) No: Km021024 

PEKNENO: 781-861-4467 

510(k) NO: K021323 
PHclNENO: 760-918-1820 

510(k) NO: K.020374 
PInENo: 650-962-8848 

510(k) No: KO20849 
PEKINENO: 650-962-8848 

510(k) NO: KO13802 
PHONENO: 7X-691-2260 

510(k) NQ: KO12496 
PHONENO: 202-783-5070 

510(k) No: KO21088 
PEENENO: 518-792-2183 

510(k) No: KO21219 
PEDNENO: 858-673-0189 

KmLsroRz -IX-A?dBlICA, II%510(k) NO: KO20640 
A!ITNzJAMESALEE PEDNENO: 310-410-2769 
6OOazxmmTEm~5THFu)oR 
(XTLVER CITY, CA 90230-7600 

DEVICEZ:HEBfXILHIGE!~ acxlTmL(ASSAYED ); IiflEMxILHI~~~ 

SEDECISIONMADE: 16-MAY-2002 
510(k) m Am F'FXX FDA 

DEVICE:~IFIC.BTICN~SAF'E-tTI!EERGUlDEWIRESY~ 
SE DECISION MADE: 22-MAY-2002 

510(k) SUMM?BY AUULAEUf F'F04 ?X)A 

DEVICE:CXULICiTVSL/SLX 
SE DECISICN MADE: 03-MAY-2002 
510(k) SUMMARY AVAILABLE Fl%X F!DA 

DEVICF,:APEX800LXERSYSTEM,MXXLAPEX800 
SE DEiCISICN MADE: ZO-MAY-2002 
510(k) SU%iUtY AVAIUBLE FTUX FDA 

DEVICE:FRCFOSTEC 
SE DECISICN MADE: Ol-MU-2002 
510(k) SBZQGNT 

DEVICE:CAREXXlXXT 
SE DECISION MADE: 17-MAY-2002 
510(k) m 

DlZVICEi:JoGuIDECARDI~ GUIDINGC- 
SE DECISION MADE: OZ-MAY-2002 
510(k) ixzamma 

DEVICE:~/SMARQGP PREsm SYsm 
SE DECISICN MADE: 17-MAY-2002 
510(k) SUMMARY AVAILABLE: FTUX4 FTlA 

DEVICE:KSEASC!EiMEDIACXtROL 
SE DECISION MADE: 28-MAY-2002 
510(k) StBQHtY Am FFXX FDA 



SUE?MITIERADDRESSLISTINGF0RCDRHSUBSANTIALLYE@iWUNT WV 510(K) - OR 510(K) - 06JTJN-2002 
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IaN?MED, INC. 
ATTN:vINEET izi&RIN 
820 FLYNN RQW 
m, CA 93012 

510(k) No: KO13982 
-pJxxwNo: 805-384-2748 

KINEmc~,INc. 510(k) No: K.020781 
ATI!NzJUITJdABARBfXR PlDJJ3 NO : 210-255-4468 
P.0. BOX 659508 
SAN AMONIO, TX 78265-9508 

IcmlETIKasMEDI~,INc. 
ATIN:FLOYDGLARSCW 
4329 GRAYDON RIXD 
SAN DIEGO, CA 92130 

510(k) No: KO20554 
PJiKmENo: 858-792-1235 

KLIMAMEDTwmfomIE~Iz~ 510(k) No: KO11859 
ATTN:JAY Mz?iNsouR 
1308 MXNIICSIDE PARK DRIVE 
ALPHMnm,GA30022 

LlJMH.I~IoNAL,INc, 
ATIN:cKIu~ CllANG 
2391 ZANKER FUXD SUITE 340 
SANJOSE, CA95131 

LIN-zHIINmmATIoNAL,~. 
KIT), #0031 (5000 TESTS KIT) 
ATTN:clxuJ cT!fINcBANG 
2391 ZANKER RD., SUITE 340 
SAN JOSE, CA 95131-1124 

LINvATEcrn. 
ATINzLADRADSENEFF 
11311 cr=NcEpT BLVD. 
LMZo, FL 33773-4908 

LSRUBBERSDNBBD 
ATTN:MzwzA MARZIH 
xm22,SENAIINDUSTRIAL~ 
PHASE1 
-, J-, 

LUMEXIS 
m:c.- PAYNECJR. 
1249 (JUARRY LAW 
SUITE loo 
m, CA 94566-3403 

pHc%Fho : 678-429-8180 

510(k) NO: KO20254 
PEDNE NO : 408-944-0360 

510(k) frrK): KO20763 

PiXlNENO: 408-944-0360 

510(k) No: KO20377 
-NO: 727-399-5234 

510(k) NO: KO20633 
PHCNENO: 607 599 3923 

510(k) No: KO20591 
pIioNE PJO : 925-249-8031 

DEVICE:- 
SE DECISI0N MADE: 
510(k) STXmmC 

PATEIXGFFMXAL RESURFACING mm 
21-MAY-2002 

DEVICEi:WETCWMRER 
SEDECISICNMADE: 06-MAY-2002 
510(k) SUbWiRY Am FJCM FDA 

DEVICE:MJDIFICATIONTOUNIVERSP;L !JrarAL WRIST SYSTEM 
SE DECISION MADE: 03-M&Y-2002 
510(k) SUMMiWY Am FlXM FDA 

DEVICE:KLIM?iMEDTHERMALMAT& - 95 AND 55 m 
SE DECISION MADE: 01-M&Y-2002 
510(k) SUbMARY AVAILABLF: FRaM FDA 

DEVICE:PBEiNCYCLIDINEENZYME~SAY, c%TAux~0010&0011 
SEDECISI0NMADE:1O-MAY-2002 
510(k) W&WARY Am FEXM FDA 

DEVICE: XXXCNEMEXWQLITEEN~ zil+mKMsAYrn~ #0030 (500TESTS 

SF,DECISIONMADE:10-MAY-2002 
510(k) tXM@RY Am FMd FDA 

DEVICE: RRE-lXZ3DEDBI0STIJ$JGERHoRNET 
SE DECISION MADE: 06-MAY-2002 
510(k) S&MARY Am FIXM ZDA 

DEVICE:NATURALANDC0UXEDLATEXC0NDCMWITHlXAVQRS 
SE DECISION MADE: 15-MAY-2002 

510(k) SUMMARY AvAILA&LF: FEMM FDA 

DEVICF,:BCLEAR 
SEDECISICNMADE: 16-MAY-2002 

510(k) SUM4ARY AVAILABW FHX FDA 



WHQITERADDRESSLISTINGEURcIlRHNBSTANTIALLY m (SE) 510(K) m a? 510(K) B 
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M.K. MEDITEW clo. LTD. 
ATIN: I?IxaxA EmINsm 
49 mJIsIN STREEr 
NORTH -, MA 02760 

M?GLYoRTmPEDICS,Lcc 
ATIN:DAvE STINm 
15009 NE 195TH i?!xmEx 
mINVILU3, WA 98072 

Ml.!Gm-IAB, INC. 
ATI!N:JoHN GEISEL 
SIXICl2EELLANE 
SUITE 210 
LYNrlFIELD, MA 01940 

MARKENIeNmmATIoNAL,INC. 
ATJI!N:sTEvE RIFFEL 
851BRlDGER STR. 
SUITE1 
BOZEMAN, Ml? 59715 

MASTER&m VcmLTD, 
ATIN:FRANK wu 
15F-1 NO 57 SEC 2 
mmmRD 
TAIEm, 

MEDAMIctJs, INC. 
mK&RYLDJ%SKEZL 
15301 BWY. 55 WEST 
MINNEwoLIS, MN 55447 

ATTNzWAm 
1499 DELP DR. 
I-NIIEY-, PA 19438 

mF%QWNCEAV 
1499 DELP DR. 
BART-EY-, PA 19438 

MEIXCLAX 
057 

mREnNERF?un 
LzAEzTI~SFI4 
C&6340 BAAR, 

510(k) No: KO20623 
PHaNENo: 508-643-0434 

510(k) No: KO20562 
pl!fcmm: 425-489-2057 

510(k) No: KO20993 
PIHONENO: 781-246-4774 

510(k) No: KO21145 
PHONENO: 406-522-8560 

510(k) m: KO20393 
ETDNENO: 886 223 255066 

510(k) No: K.020563 
PHONENO: 763-577-2257 

510(k) No: KO20315 
E'EDW NO : 215-256-4201 

510(k) No: KO20465 
PHCNE NO : 215-256-4201 

510(k) In KO21368 

E'l3CEE NO : 041 769 5151 

DEVICE:DUOIROSAFETYSYRINGE PJo==w 
SE DECISION MADE: 02-MAY-2002 
510(k) SUMMARY Am FRZd FDA 

DEVICE:APEX --MsILsYm 
SEDECISIoNMADE: %-MAY-2002 
510(k) SUbWARY Am FR% E!DA 

DEVICZ:~AU'IWATICTUNEV0XAND 
SE DECISICN MADE: 21-MAY-2002 

510(k) SUbWARY Am m FDA 

DEVICE:AaXHHlDA.TQRW&EUHNR, mEL#2OOOx 
SE DECISION MADE: 16-MAY-2002 

510(k) SD 

DEVICE:~&FRANKSUIGIC!&DRAPES(S%ERILE) 
SE DECISION MADE: 03-M&Y-2002 

510(k) SUbWARY Am .WZd FDA 

DEVICZ:MEZDAMICUSAXIARSN 
SE DECISION MADE: 21-MAY-2002 
510(k) SUMMARY AWGLABUZ FRclM FDA 

DEVICE: 14FX55CNASHSPLIT-CAVIXL,~ELASPC55-XL 
SE DECISION MADE: 24-MAY-2002 
510(k) SUMMARY AvAILABI;F: FI;LI1M FDA 

DEVICE:MEDclcIMpAsHSRLIT-CATHII 
SE DECISICN MADE: 22-MAY-2002 
510(k) SUNNARY AVAILABI; FHN FDA 

DEVICE: MEDELA "BASIC 30'" AND "DQMISTANT 50" 

SE DECISION MADE: 15--MAY-2002 
510(k) m 



SUBMITTERADDRESSLISTINGFQRC3XHSUBSANT~Y - (SW 510(K) 
FORF~D~SICNS~~DURINGTHE~~01~-2002 

SUMMARIES OR 510(K) 
TIRXJGH 31-MAY-2002 

14E!DExr INC. 
ATIN:BARBARA LAW 
6250 SHIER RINGS RD, 
DUBLIN, OH 43016 

510(k) No: KO20780 
PJXINENO: 614-889-2220 

MEDIC!XLDEVICESEFGACES,INC. 510(k) No: KOl2979 
m:RcN EziMEs PHONENO: 435-652-3073 
144wEsTBRI~RD. BLDG. E 
ST. -, KIT 84790 

MQXCALDEVICETEUXXGGIES, INC. 510(k)NO:KO21606 
ATIN:KARLl SWARTZ PTiDNENO: 352-338-0440 
3600 S.W. 47TJi-I AVE. 
B,FL32608 

MEDICAL INSTRUMfJNTS WLCGY, INslO No: KO12614 
ENUXC%?;ACUFEX;ALtE'S;SBEEPSKIN 
m:JAc!K SPEER l?HONENO: 435-674-4010 
385 NcIRTH 3050 EAST, SUITE B 
ST.GEmGFJ,uT84790 

MEmcALmSITImING,INc. 510(k) EJO: KO21171 
ATINzcxuxPATImSm PJXCNENO: 949-462-0900 
21911 ERIE LANE 
LAW3 FMIEST, CA 92630 

MEDICXI~AND INIUZJTICXJS5lO(k) No: KO205l2 
A!lTN:LARRywm PEDNENO: 816-525-6677 
1072 N.W. HI= m.INT DRIVE 
LEE'S SUMMIT, MO 64081 

MED'IOXDIZGNOST Its, INC. 
ATTN: MI- TIJRANm 
1238 AIITKNY RD. 
BURL-, NC 27215 

510(k) No: KO20787 
PHONENO: 800-334-1116 

MEm!mNIcPERFusIoNSY~ 510(k) No: KO21287 
541Tr 

ATTNZIZREETIJAIN PIDNENO: 763-391-9100 
7611 NoIiTHLAND DR. 
MINNEAFOLIS, MN 55428 

~CS0FAMXDANEK 
AmN:RI- TREHARNE 
18OOPYRAMIDI?LXE 
MIZMPHIS, TN 38132 

510(k) pIx3: KO20709 
PHONENO: 901-396-3133 

DEVIC!E:TRANSTARINTRACXANIALE?msSmE 
SE DECISICN MADE: 20-M&Y-2002 
510(k) SIATmmm 

06duN-2002 
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TRANSD-, l43DEL MX95OICP 

DEVICZ:CXMETU%SIBLlZLIMBSLEEVE 
SE DECISI(=N MADE: 08-&m-2002 
510(k) SUMARY Am FFXX IXZi 

DEVICE:EN-SNZXRE ENDovAscxTLARsNARF:ANDm 
SE DECISICZI MADE: 31-MAY-2002 
510(k) SUMARY Am FIMM FDA 

DEVICX~ALL,~IAL 0ZQRESSIoNDEVICZ;HUNIUZIGH, FUWIR0N;V 

SE DECISION MADE: Ol-MAY-2002 
510(k) SDm?GtY AvAILABI;E FRX FDA 

DEVICE:QSTRESSECHOBED 
SE DECISICN MADE: 08-MAY-2002 
510(k) SUMMARY AVAILABLE FZ'#% FDA 

DEVICE$:MTI ST#lSILICXINEPESSARY 
SE DECISION MADE: 16-MAY-2002 
510(k) i%JMARY AVAIUBLE FFXX FDW 

DEVICE:VERDICT-II PFi0li0XYPBENE 
SE DECISION MADE: 02-MAY-2002 
510(k) STMmZNT 

DEVIC!E:TRILLIUMAFFINITYNTC?UDICJXMYvENouS RESERvoIR,MmzLS540& 

SE DECISICN MADE: 07-MAY-2002 
510(k) SD&MARY Am FRX FDA 

DEVICZ:MJXFICZXTICNToCDHXI!Z0NSPINL%SYSI!@J 
SE DECISION MADE: 09-MAY-2002 
510(k) m Am F%'UX FDA 
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MEDTRCNCS0~DANEK 
AzeI!N:RI- TREEawE 
18OOPYRAMIDm?iCE 
MEEMPHIS, TN 38132 

MEDTRCWC%X?AMXDANEK,INC, 
ATTN:RIclHARDw- 
1800 E'YWWID PL. 
MEME'HIS, TN 38132 

~CSOFAMXDANEK,INC. 
ATrN:RIclHARD D 
18OOPYRAMIDpL, 
ME24PHIS, TN 38132 

MEDTRanc, INC. 
ATrNzFREDLlxxJCmR 
37A CllERRy HILL DR. 
D?WVE!RS, MA 01923 

MExxmmIc, INC!, 
ATTN:E<AREN REIDT 
7000 - A-, N.E. 
&ammmLIS, m 55440 

-c, INC. 
ATTN:KAREN REIDT 
7000 tI!ENML AVE. N-E. 
-ISI Ml? 55432 

MEnIcmcK).LTD. 

ATINzEEVEXEYDVENUTI 
269A EiNXARDVALEi STREEtT 
wlumGmN,MAo1887 

MEzmMExxtCAL m, INC. 
A!TIW:PAuL MXUR 
12985 FA.YNJ3 RD. 
LlIKNIA, MI 48150 

MIcxuxEK~ICAL,INC. 
A!ITN:THQMAs EimNER 
602LlamEmGRD. 
-s, MS 39702 

510(k) No: KO2l226 
PE3omNo: 901-396-3133 

510(k) NO: KO20699 
PEKHENO: 901-396-3133 

510(k) MX KO21106 
pl!faNE No : 901-396-3133 

510(k) No: KO21256 
pr-lciw No : 978-777-0042 

510(k) 6Jo: KO21587 
pl3JNENo: 763-514-3914 

510(k) NO: KQ21589 
PHCNENO: 763-514-3914 

510(k) No: KO20930 

PHflNENO: 978-658-6888 

510(k) BIB KO20466 
PJdONENO: 734-522-8400 

510(k) N3: KO20956 
PHONENO: 662-327-1863 

DEWICE:MXtFICATION~ PYRAMIDANI!EBIORF!LATEFIXATI0NSYSTEM 
SE DECISION MADE: 13-MAY-2002 
510(k) XBMARY AvAILABI;E FIMM FDA 

DEVICE:TSRHSPINALSYSTEH 
SE DECISION MADE: 28-M&Y-2002 
510(k) SUMMY Am FFXM FDA 

DEVICE:MXXFICATIcNT0TSF!HSPINALSYSI'EH 
SE DECISION MADE: 03=-MAY-2002 
510(k) SUMMWY AD FIMM FDA 

DEVIC!F,:Z3GUlDECXBBTER 
SE DECISICN MADE: 17-W-2002 
510(k) SUbWARY Am FRX FDA 

DEVICX: A!JBiINLDS 6216AIEFT-~DH;IvERySY~,~~6216A 
SE DECXSION MADE: 3O=-MM-2!002 
510(k) SUMARY Am FRX FDA 

DEVICE: ATTAINACXESS 6218Am-=DELIVERYSYm, NIDEL 6218 
SE DECISION MADE: 3O--HAY-2002 
510(k) St&NARY Am FRX FDA 

DEWIClQMEiXVI~ --mRIGIDGAS- oIIlNTAcr IlIiEmsEs 

SE DECISION MADE: 02-M&Y-2002 
510(k) SWMARY Am FFUX FDA 

DlWICE:H.EC1000 
SF, DEXXSION MADE: 08-M?iY-2002 
510(k) SUbWiRY AVAILMXE FIMM FDA 

DEVICJGVlX0SCNCD~ICDL~ IlIMKiING COUPLINIMEDIA 
SE DECISICN MADE: X-MAY-2002 
510(k) SUMMARY Am FIMM FDA 
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NIDEKMEDIcxLPRoDUcrS,INc* 
ATTN:L.GSUELTER 

510(k) No: KO20797 
= NO : 205-856-7200 

3949 IJALLEX EAST INDUSTRIAL DR 
B-, AL 35217 

NIDEK, INC. 
ATIN:- Pm 
21911 ERIE LANE 
LAKE Ft.XEST, CA 92630 

510(k) IW: KO20876 
PHONE NO : 949-462-0900 

NOBELBI~USA, INC. 510(k) NB: I#20646 
43132, 43162, 50102, 50132, 50162, 60102, 60132, & 60162 
ATIN:l7lxcmT a+lEuNG EHONEZNO: 714-282-5074 
22715 SZWI RANCH PKWY. 
YORBA LINDA, CA 92887 

mRA,vMEDIcxiLTD. 
ATIN:sTEvE - 
12505 58THAvE. N. 
PLYBbDUTH, MN 55442 

510(k) MJ: KO12712 
PEONENO: 763-559-4794 

NSI 
ATTN: GRETAMI-lcLs 
10565 LEE HI- 
SUITE loo 
F7imEmx,, VA 22030 

510(k) NO: KO20617 
PHONENO: 703-278-3953 

-Q3Rp* 510(k) NO: K021286 
OR 115VOLT DEVICES AND 105.988 FtX 23OVoLT DEVICES 
ATTNzLISA DIMMICK PHmENo: 410-312-4100 
7080 OOLUMBIA - DR. 
OOLUIMBIA, MD 21046-2133 

CHMEDAMEDIa 510(k) N13: K.020543 
AT!I'NzmFPWm pH(rNENo: 410-888-5200 
8880-RD. 
IAUREL, MD 20723 

CHMEDAMEDICXL 510(k) No: KO20547 
ATJNz~FPRJFUMJ PHONE No : 410-888-5204 
888OGCRMANRD. 
LAUREL, MD 20723 

OLYMPUS Al4ERIc!A, INC. 
ATE?: LAURA tiiKm?s-TYLER 
?Fix3 - CENTER DR. 
MEL=, NY 11747-3157 

510(k) NO: KO21073 
PHONENO: 631-844-5000 

DEVIC!E:PUGW-MIST -MEL # 4323 
SE DECISICN MADE: 03-MAY-2002 
510(k) SUbMARY Am FlMM FDA 

DEVICE: ECHCWAN, MODEL US-1800 
SE DECISICN MADE: 03-MAY-2002 
510(k) SUW@RY Am = FDA 

DEVICE:REE?IACXHACfXI!ED IMPLANT, MODELS 35102, 35132, 35162, 43102, 

SE DECISION M&DE: 29-MAY-2002 
510(k) SUMMARY Am FHX mA 

D~~:NoRAVHoLTER~~,~~NH-300v1.07 
SE DECISION MADE: 08-M&Y-2002 
510(k) isTm%m~ 

DEVICEi:NSIHECXEDANDNCX+HEXEDZ!XXANT~~ 
SE DECISI:8N MADE: lO-MAY-2002 

510(k) SXMMARY AVAILWWd FlXM FDA 

DEYICZ:MI~BDR-GENIE -ING SY=, MODEL 105.989 F 

SE DECISICN MADE: 23-M&Y-2002 
510(k) SUbMARY Am FRX ?iDA 

DEVICE:CHMEDAMEZDICALGIRAFFECMNIBEO 
SE DECISION MADE: 09-MAY-2002 
510(k) SUMMARY AVAILZWZ FFUX FDA 

DEVIC.!E:cHMEDAMEDICXLGIRAFFEINCUMmR 
SE DECISION MADE: 09-MAY-2002 
510(k) SWMARY AVAXABLE FFQl FDA 

DEVICE:VISERA RHIM;ARyNGcNIExJscwEoL~sENFTYpEv 
SE DECISION MADE: Ol-MAY-2002 
510(k) SUMMARY Am = FDA 
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mME331m,INco 510(k) NO: KO21331 
ATrN:RRJA KFUV pEKx3EE\K): 310-349-2280 
12515 C?ciADmAvE. 
HA?mmFm, a3 90250 

DEVIC!El:Dl%ACRREG4 
SE DECISION MADE: 21-&W-2002 
510(k) SWMAEtY AvAILABLtF: F'FCM EDA 

PrnPmLu. 
A!ITNzDANlELtlWlM 
P.O.BoX 7007 
DEERFIELD,IL60015 

510(k) No: KO20203 
PHONENO: 847-374-1727 

DEVICE: PADpIlic) MXXL #2516 
SE DEICISION MADE: 08-t&~-2002 
510(k) SUMMARY AVAILABL FRX !ZDA 

PADPmuc. 
ATI'NzDANlELKAMM 
P.O.rnX 7007 
DEElVIELD,IL60015 

510(k) NO: KO20743 
PHCNE NO : 847-374-1727 

DEVICE: PADPFQMXEX, 2502 
SE DECISICN MADE: 2%-M&Y-2002 
510(k) SUMMARY Am FRX FDA 

PAUXAEt MEDIC&L ~WCXES, IN!.510(k) No: KO20453 
ATrN:MmcY l+KmEz PI3C&IE NO : 919-363-2432 
131KlzumNT LANE 
CZWY, NC 27511 

PARIlxlmmmEW, INC5lO(k) No: KO20944 
ATI!N: m WEmmm PHoNEm: 804-639-7235 
138OOBULLS!T. RD. 
MIDLCYIWAN, VA 23112 

DEVICF+:VtRI!EXVAL~HoIs)ING~ 
SEDECISIONMADE: 09-MAY-2002 
510(k) iXJ&WWZ AWILABLE FRZM EDA 

-INC. 510(k) No: KO21409 DEVICE:AT~~I~TEST,MM>EI;9032 
ATlNzCARLAMONGIOVI PHONE NO : 858-635-5840 SE DECISICN MADE: 24-MA.Y-2002 
9530 PAJiXELT ST.. #lOI-106 510(k) iNMARY AWILABiX l?RN FDA 
SAN DIEW, CA 92i26 

PBXMXXAD- 
ATrN:MIcllAEz LINSS 
MUNZW7 
FRFtIBUFG, 

PHARMAC!IADEUMXMUD 
ATIlN:MI~ LINSS 
MUNZV7 
FREIrn, 

PBAFNACIADEWXlWNl 
ATTN:MI~ LINSS 
MuNzm7 
m-1 

PHILtIPsLIGHrmoo. 
S P&L 36W,/O1/4P W-B 
ATI'Nz'JXNtJFiO~ 
2OOF'RMEGINSQ.DR. 
P.O. Box 6800 

510(k) No: KO20752 
PJrIoNENo: 616-833-2250 

510(k) No: KO20757 
P!tDNENO: 761 47 805390 

510(k) No: KO20758 
PHONENO: 761 47 805310 

510(k) No: KO21092 

PHCNENO: 732-563-3000 

DEVICIZ: VARELISA CARDIOLIPIN IGG ANl?IEKx)IES, MXlELS 15548 & 15596 
SE DECISION MADE: 02-MAY-2002 
510(k) SWMARY AVAILMLE ?%X FDA 

DEVICE: VARELISA CARDIOLIPIN IGAANTIEXXXES, MZXZLS 15748 & 15796 
SE DECISION MADE: 02-?&Y-2002 
510(k) SUMMARY AVAZhBIE FlMM EDA 

DEVICE: VAREL,ISA CRRDIOLIPIN IGM ANTIEfXXES, MODELS 15648 & 15696 
SE DECISI~ MADE: 02-MAY-2002 
510(k) SD&NARY Am FlXM ZFDA 

DEVICE: PHILIPS 'I!L 2OW/OlRS -W-B, PHILIPS m;-S 9W/O1/2P UV, AND PHILIP 

SEDECISICNMADE: 16-MAY-2002 

510(k) SUMMARY Am FRX FDA 
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FcmERMEDIcIp;L ZWERWNTIaS, INC. 510(k) NO: KO20719 
55MM,3oMHwImBLUEANDGREJzz?REmwtzmRmzS 

m:-JwBIm PIKNEED: 215-862-4450 
4BEASTBxRImEST* 
NEW I-DE, PA 18938 

KMERMEmC?iL -ms, INC. 510(k) No: KO2l.249 
ATIN:Bz!RBAmJwBI~ . 
110 UNION ZQJARE DR. 
NEW IXPE, PA 18938-13a 

PRECEmMEmCALmUCrS,INC. 
ATIN:MARYANN FFim 
370 AIIRRxr lxxD 
ARDEN, NC 28704 

E)RrMus am?. 
ATTNzJIMMlEKNOF'F'SINGER 
KANSAS CITY, MC) 64114 

PRIMUscxmES~LTD, 
pII%zrEINm 
ATI'NzJOSEPHJE PEREtIRA 
l4A,0X!HINSPECIAL~C 

-, -, =, 

PRINmImBImImm. 
,ACWSIGNMEX,SI!?ZUSDSMEZT 
ATm:JEm IaNG 
4242 U.S. RT. 1 
M mNCrIcN, NJ 08852-1905 

PRIWEXNBIaMEDITiEclHooRp. 
ATTN:JEm KANG 
4242 U.S. RT. 1 
- JUNCTION, NJ 08852-1905 

pRINcIET(=NBICHEDITlXHCORP. 
m:m KANG 
4242 U.S. RT. 1 
- JUNCI'ICN, NJ 08852-1905 

FRI~Ic!ALcx)Rp. 
ATTN:EL?mE AjlAmRA 
1100 TRZNCAS ST., STEi. 250 
NAE?A, CA 94558 

F?xxiE’m : 215-862-4450 

510(k) No: KO13846 
EBONIZNO: 828-681-0209 

510(k) No: KO13787 
??HOIWNO: 8X-523-7491 

510(k) No: KO21065 

pE3cNEm: 91 4.84 421983 

510(k) 6\K): KOl4192 

X?liKNENO: 732-274-1000 

510(k) bJ0: KO14193 
FJHCNENO: 732-274-1000 

510(k) No: KO20439 
E?EDNENO: 732-274-1000 

510(k) No: KO12716 
ET3oDlENo: 707-258-8666 

DEVICE: SURGASSISTSYSTEMSTFWGHTLINEARCUTI!ERDIGITALLQ?WINGUNIT, 

SE DECISICN MADE: lo-MAY-2002 
510(k) SUbMRY Am = FDA 

DEVICEi: SUFGASSISTFLEXSHAFT 2, &mm Fs2 14 
SE DECISION MADE: 15-M&Y-2002 
510(k) SUMMARY Am FFUX FDA 

DEVICfZ:UL~ IMPERvIous RE- csmN 
SE DECISICN MADE: 22-MAY-2002 
510(k) SWMARY AVAILXXE F'RX FDA 

DEVICE:NYCXXARDCRP 
510(k) STAT&mm: M-MAY-2002 

DEVICE:RRJiWWDEiRED STERILESUIGlXN'S~(WITHA50MI~~ 

SE DEXXSION NE: 08-MW-2002 

510(k) tt%NmmT 

D~~:L~IGNMET,~S~~~,AcxxTSI~sTpKMET,A~ST~~ 

SE DECPSION MADE: 23=-M?!.Y-2002 
510(k) SUMMARY AVAZABIE F'F0f FDA 

DEVICE:LIEESIGNDCX4 (TF-IC/OPI/CW/ME?T) 
SE DECISICN MADE: 23-MAY-2002 
510(k) SUMWRY AVAILWLE FIMM FDA 

DEVICE:STATUSXXGSERT&S,/URINEi 
SE DECISION MADE: 23--M&~-2002 
510(k) SUMM?iW Am F'XM FDA 

DEVICE~:MAINSTREAM~PURIF'IQITI~NDEVICE 
SE DECISICN MADE: 07-M?i.Y-2002 
510(k) SWNARY Am FFXX mA 
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m, INC. 510(k) No: KO12680 
ATINzPmRIcK FtumnsAm PmNENo:888-856-4870 
11400 73RD AVE. NCBTJTI 
Z4ZlPLE GFKJVE, MN 55369 

zsTEmmsIc~SYSTEMS,INc. 510(k) NO: KO20664 
mERIKRSYNNESrVEMI PEiONE NO : 215-914-1110 
6691 PICKARD DRIVE 
SYRACUSE, NY 13211 

sms CMIP. 
ABIriTN:m HALLEm 
2424 F?EST 23RD ST. 
ERIE, PA 16506 

510(k) No: KO20747 
PHCXWIID: 814-870-8559 

snERLINGMEs)~I~S, INC. 510(k) No: KO21216 
DIGHINEUSI~PUMPS 
ATTN:JoEL Ixxx=LAs PIXBENO: 650-814-4083 
~~~DRIVE 
GROION, CT 06340 

i?3TmmG MElixvmras, ZINC. 510(k) NO: KO2l296 
ATlN:JQELSDOUGLM pJ+IaJEEJo: 650-814-4083 
~~NE~TUNEDRIVE 
GRYION, CT 06340 

i!ixmRLm MEDmoNs, INC. 510(k) m: KO21487 
AT'IN:JoEL DQUGMS PHOJYENO: 650-814-4083 
66NEFTUNEDRIvE 
-, CT 06340 

STEmINGMEDIvATI~s, INC. 510(k) No: KO21530 
IONOFFLUIDSINTO'MEEK)DY~THF,SURFACF,OFTHESKIN 
ATTN:JOEL DOUGLAS PEDNENO: 650-814-4083 
66NEETuNEDRIvE 
GRYIW, CT 06340 

-LD 
ATJm:MARIA Rm 
23 FRANK bD%SEEG DR. 
-, MA 02703-0967 

510(k) No: KO21367 
PHONENO: 508-226-5660 

STEVENK. SUE 
A!ITNzSTEVENKSUE 
2065 S. KING SI'REET 
SUIT 304 
HONOLULU,HI 96826 

510(k) No: KO13687 
PEBNENO: 808-949-8876 

DEVICE:REEQZ?SSEDERCPCWNULM 
SEDECISICNMADE: 06-MAY-2002 
510(k) SC&MARY Am FFCM FDA 

DEVICZ:STERISHARE'3GALLON RSDC,MXELRSDC3G 
SE DECISION MADE: 14-MAY-2002 
510(k) SUMARY Am = l!DA 

DEVICE:AMSCO ctENrmY MEDIUM STERILIZER 26" X 26" 
SE DECISION MADE: 17-MAY-2002 
510(k) SUMMARY Am = FDA 

DEvI~:S~I~S~PINFuSIcNsEI:~UsEwITHTHE~P~ 

SE DECISION MADE: 03-MAY-2002 
510(k) SUBWiRY Am = FDA 

DEVICE: SIME'LICIaYC$HZASYP INFTJSIONSEI' 
SE DECISION MADE: 14-&W--2002 
510(k) SUMMARY AVAILABLF: = FDA 

DEVICE: SIMPLICITYEASYACCESSPINFUSIONSEZT 
SE DECISICN MADE: 17-M?iY-2002 
510(k) SUbMARY Am FlTH FDA 

DEVICE: SIMPLICITYEASYPSOFT INFUSIONSETl?ORINFUSIoNAND/GNNJm 

SE DEZCSION MADE: 21-MAY-2002 
510(k) SUMMMY Am = FDA 

DEVICE: STEBNGOLD 66, mEL #1180230 
SE DECISION MADE: 16-MAY-2002 
510(k) SUMARY Am FfMM FDA 

DEVICEi:NQSERREATfB MOUTJ%'IEC'EFORHEWYSNORER 
SE DECISION MADE: 28-MAY-2002 

510(k) SUMMARY Am = FDA 
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STIcEcTEmLTD. 
ATTN:wILL~ rIIaim% 
80PN?mmw~~ 
lXXJNT VERNON, NY 10552 

SuLm cTzlEMrsTs, INC. 
ATrN:m SMIm 
85WESTFWESTAvE. 
EtKLEKD, NJ 07631 

SuLzERm1m, INC. 
ATI'NzMARIAERRI'ITLE 
651 CAME'US DR. 
ST. PAUL, MN 55112-3495 

SuLzERcmYmPEDIcs‘ INC. 
ATTNcFRNCESEHARRISON 
9900 SPECIRUM DR. 
AUSTIN, TX 78717 

SmzERSPINE-m 
AvrIN:- E3YLzmD 
7375 Bum LAW RD. 
MINNEwoLIS, MN 55439-2027 

suMM:~~oo.,LTD. 
ATTJ!l:JuDY Hsu 
676 c3SUFG l!ISm RtXD 
CHIA YI CITY, 

SURGI-vISI(x\T, INC. 

510(k) No: KO21l26 
PIiCNENo: 914-664-1640 

510(k) No: KO20612 
FTklCNEm: 201-871-1232 

510(k) No: K.021563 
PmNENo: 651-697-2018 

510(k) No: KO20713 
PJTIONENO: 5X2-432-9306 

510(k) NO: KO20344 
PHCNENO: 952-857-5631 

510(k) No: KO21371 
FRONENO: 886 522 05882 

510(k) No: KO20790 
mIL, AND ~--mooIL 
ATI!NzNANCYETAYLC!R FENENO: 301-527-2000 
20FIRSTFIELDRD. SUITEi 
GAIW-, MD 20878 

!mRGIcAa3Rp. 510(k) No: KO20033 
ATTN:mu MATSON PHlxJENO: 9X-933-5056 
5090 RCBEKC J. -S PKWY. 
#4 
EL DCRADQ Il-BILS, CA 95762 

i!nFcxc?!Lmm S 2IiERVIa AND s510(k) I!0 KO12658 
xJTN:-s~ PHONENO: 602-788-5651 
3636 E cx)LUMEiINEi DRIVE 
PEBJWIX, AZ 85032-5655 

DEVICEZ:EVERSTICK~ 
SE DEiCISIceJ MADE: 13-Mm-2002 
510(k) SUBMARY AYAILMLE FFCM FDA 

DEVICEi: SULTANSFCB~XTESTVIAL,~DEL 75195 
SE DECISION MADE: 07-M&Y-2002 
510(k) V 

DEVICE:INTRA~ILSELF-EXPANDINGPERIPHEZtALSTENT 
SE DECISION MADE: 31-MAY-2002 
510(k) S&M?iRY AVAILABLF: FAaM FDA 

DEVICE:MS-30 LATEiRxFEMoRALm 
SE DECISICN MADE: M-MAY-2002 
510(k) F Am = BDA 

DEiVICE:RPXTITANIUMCEMNTRESTRICcm 
SE DECISION MADE: 02-NW-2002 
510(k) SUbWiRY Am FFCH BDA 

DEVICE:SUNSPEXTECHWL6ZIEiS~ELSEO2 
SEDECISIoNMhDE:16-&?AY-2002 
510(k) zinxmmm 

SE DECISION MADE: 21-MAY-2002 
510(k) SUWARY AVAIIMLZ FFCM FDA 

DEVICE:MAXISTATPVAFQ?W~LIZATICNPARTICLES 
SE DECISICN MADE: 31-M&Y-2002 

510(k) SUMMARY Am FFCM FDA 

DEVICE:~SEDfYBPRESSIceJLIMB~ 
SE DECISION MADE: M-MAY-2002 
510(k) SUMMARY Am FBZM FDA 
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SURX, INC. 
ATmzATlAN cxRTxs 

510(k) NO: KO20952 
pIiDNEN0: 925-398-4500 

2675 OXLIER CANYCN RD, 
LW, CA 94550 

SYEiRCNDENTALSPl%ZIALTIES,INC. 
ATlN:ocIxumN - 

510(k) NJ: KO20502 
PI-KINENO: 714-516-7484 

1717 WEST ooI;I;INS A- 
OWWGE, CA 92867 

SYNTEX HEALTUX!ARE PFODUCTS 03. LTD5lO(k) No: KO20751 
ATrN:TAN swuc!xm PFDNFJNO: 86 311 3275480 
No.lBmum 

SYNIEX HEZL'ImAEuz PF0DUCTS 00. LTD5lO(k) No: KO21058 
PRorEINcLAIM 

ATTN:TANswu ci?mm PHONENO: 86 311 3275480 
No. 1BrnUsTRIAL 

SYNIEX HEAL= -UCTS 00, LTD5lO(k) EJ8: MO21059 

iiGkAN5wu (Iz-Dm PHONENO: 86 31% 3270666 
No. 1BrnTJrn 

ATTN:MhTI!ZWM~ 
1690 RUSSELG RQAD 
PAOLI, PA 19301 

510(k) No: KO20602 
FTDNEJl?O: 610-647-9700 

- v-J=) 
ATTNzMATIHENM?ZJLL 
1690 RUSZiEIx., RD, 
PlKlLI, PA 19301 

510(k) No: KO20401 
Pl33NENO: 610-647-9700 

- uJ=) 
ATTN:EKlNNlEJSMIm 
1690 RUSSELL FiCW 
P.O. BOX 1766 
PZ?OLI, PA 19301 

510(k) No: KO21382 
PHONENO: 610-647-9700 

DEVICE:suRxRFSYS'I!EW 
SE DECISIa MADE: 30-M&Y-2002 
510(k) SUbNARY AVAILZBE = FDA 

DEVICE:SOLOoIMK>3 
SE DECISION MADE: Ol-HAY-2002 
510(k) SCWcWY Am FEMM FDA 

06dUN-2002 
Page 35 

DEVICE:SYNTEXWVDER-FREEFQLYMER-O~JED NI~ExAMINATIcNQ;cxIE 
SE DECISICN MADE: 02m-2002 

510(k) !sTAmmm 

DEVICE: SYNTEX~ER-FREEMULTI-PLYLATEX EXWINATI~GLOWSWITH~ 

SE DECISION MADE: 14-M&Y-2002 

510(k) W 

DEl7KE: SYNTEX Ev+%vDER-FREE LATEX ExAMmmxm~smTHm~mc 

SE DEc%SI~ MADE: N-MAY-2002 

510(k) fx@cmmT 

DEVICE:SYNlNESPILQNPLATE 
SE DECISICN M&DE: 2O-MAY-2002 
510(k) SUbNARY Am = FDA 

DEVICJCSYNTBSCWZWEAL~ 
SE DECISION MADE: 08-MAY-2002 
510(k) SUMMARY Am = FDA 

DEVICE: SYNTHES (USA) AUTWQEDTACKDRIVER 
SE DECISION MADE: 16-MpIy-2002 

510(k) SUMMARY AVAILABLE: = l?DA 
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VECIUR~&DEVEiLOPMEUI! 
ATIN:DANIELl Icz4T?H 
FoEDx7007 
DEERFIELD,IL60015 

VIBRANT rilu!mLTH 
ATrN: SIEPHEN EMOND 
150 DES GRANDS CWTEAUX 
-I& GJ==A 

VISICN-SCIENCES, INC. 
ATIN:PAMELA PAPINExJ 
5WHITUM3AvENuE 
HER, MA 01432 

VITAL SCIENTIFIC N.V. 
ATrN:ISRAELMSTEIN 
ONE - CE'NTER SUITE 411 
NEMION, MA 02458 

W&HDmmGMEiH 
115 

ATI'NzRZSLFBENDA 
53 1%NAZ- 
-, 

WALTEFtmRENzisuRGI~, INC* 
ATIN:~ - 
1520 TRADEpoEiT DR. 
JAm, FG 32218 

wAvEFoRMMJG., INC. 
ATI'N:JOEDBR(MN 
8317 FFONT BEhCH ROAD 
SUIE 21 
PANAMA CITY BEACH, FL 32407 

WHITESIDEBIaMEcIIANIcfj, INC. 
ATI'NzDEBFtAMEYER 
12634 OLIVE BLVD. 
ST'. LOUIS, MO 63141 

510(k) No: KO20113 
plzmlEN0: 847-374-1727 

510(k) EJO: KO20567 
PHCNENO: 450 526 1295 

510(k) No: KO21344 
PHCXENO: 978-772-3552 

510(k) No: KO20840 
PHCNENO: 617-527-9933 

510(k) No: KO14068 

PHONENO: 436 274 62360 

510(k) NO: KO21522 
.piYmE No : 904-741-4400 

510(k) No: KO20673 
PHONENO: 850-233-5512 

510(k) No: K.012800 
PHONENO: 314996-8540 

~DEdZ%+TECHNIK GMEH & C10510(k) m: KO20774 
m:GERHARD FOL!zER PHONENO: 49 072 3137050 
v STRABE 13 
PFQmHEIM, 

DEVICE:~FSIZUESHIGH-SPEEDDEbTTALBANDP~ 
SE DECISION MADE: 17-MAY-2002 
510(k) SUMARY Am = FDA 

DEVICE:AKUFGKCMl 
SE DECISION MADE: 02-MAY-2002 
510(k) tZmmEmr 

DEVICFzEF200 BFmnmcoPEWITHBss-F2l~SYsIEM 
SE DECISION MADE: 24-MAY-2002 
510(k) SUMMARY Am FIMN FDA 

DEVICZ:VITALSClENTIFICPTWITHCUCIUM 
SE DECISICN MADE: 15-MAY-2002 
510(k) SUMMARY Am FFU%T FDA 

DEVICE: ELQZdED, t0DELS SA-200 C 230, SA-200 230, SA-200 C 115, SA-200 

SE DECISION MADE: 03-MAY-2002 
510(k) SUM%RY AVAILMUZ FlUti FDA 

DEVICE?ZUMZ~T!Z~.~X~MMLA~ TAPFREE- 
SE DECISION MADE: 21-MAY-2002 
510(k) SUMMARY AVAILABLE l FDA 

DEVICE:WAVEFURMMANUFACIURINGPRCZASEGENEF&L SHAJ?ED FIBER 
SEDECISIONMADE: 30-MAY-2002 

510(k) SUMMM?Y Am = FDA 

DEVICEi:~C!UNICZ&lE?~ KNEEsYm 
SE DECISION MADE: 03-MAY-2002 
510(k) iZMMARY Am m FDA 

DEVICE: IM?GINEH.E. P&SDESIGNGEPAMIC 
SE DECISION MADE: 22-MAY-2002 
510(k) SUbMARY Am FRQM[ FDA 
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AJiLmEx SYSTEMS 510(k) No: KO20648 
ATlNZMEZVYNASTElXE@XG pHcNEN0: 888-820-5836 
10195 EAST WEXHERSFIELDRD, 
SCUITSDAIE, AZ 85260 

AMEmc2wMEDIcALSY~,INc. 510(k) NO: KO21263 
ATItN:MmK lclmYFa PHONENO: 952-930-6120 
10700 EREN RD.‘ WEST 
-, MN 55343 

ANlxAsm. 510(k) rJ0: KO21439 
FuooolR~ clzaDLE,ANDsEFuAL INTERFACEAD-Do 

~MICBAELnJANDFtEWS 
590E. L?WCWBRAvENuE 
lT!RMZR, PA 19355 

APL ElCWCTS SDN. EHO. 
ATTN:LEFJ SoNm 
IDI' 8961 & 8964 
JAIANI3EmJAs 
AYERTAbAR,PERAKDARULRIDZUAN, 

AP!i!LIED BI-, .INc. 
ATI!N: m m 
10237 FllANDm CC. 
SAN DIEGO, C!& 92121 

APPLIEDBICTPMIZ4,INc. 
ATrN:lf3TEvE - 
10237 FLANDERS CT. 
SAN DIEGO, CA 92121 

APPuEDMEmc!A-LRFtmmQsOOm. 
ATTN:ANIL BHALANI 
22872 AVENIDA EWRFSSA 
?iwNcHosANTA -, CA 92688 

AFicBlAm, IlI.Jx! 
ATmz!rANYAL~ 
1013 EAST TlIHlRD t!zcmEx 
RJYAL CXX, MI 48067 

ARRm JLNTL., INC. 
N,MXXCLRA~O2O-SP 
ATTN:DEBBlE PEACWK 
24OOEZFWIUERD. 
IREADINI, PA 19605 

PHONENO: 610-644-8990 

510(k) No: KO20865 
PElONEiNO: 605 672 3152 

510(k) N: KO21375 
PHONENO: 858-587-6771 

510(k) Nt): KO21406 
.PJxlNEm: 858-587-6771 

510(k) No: KO20577 
PHONENO: 949-582-6120 

510(k) NO: KO21121 
PHCXWNO: 248-544-0860 

510(k) No: KO21120 

PHONENO: 610-378-1031 

DEVICEi:GRIDI.CXX195ADHJZSIVF, 
SE DECISION M&DE: Ol-WX-2002 
510(k) SUMMARY Am FfiaM FDA 

DEVICE:MXXFICMICXT0SPARCSLIPGSYSTEN 
SE DECISION MADE: 15-MAY-2002 
510(k) SuBMARY Am FHX FDA 

DEVICF,:ONLINEFWDEFtFRJZFs,LATEX ExzMmAT1mms 
SE DECISICBJ MADE: 08-MAY-2002 

510(k) i?TMmMT 

DEVICE:CXWFQUICXSWZPAVBI' 
SE DECISION MADE: 21--&W-2002 
510(k) fBATMWT 

DEVIC!Ei:CXCRQUICKSTREPA (1I)T'ES'JY 
SE DECISICN MADE: 21-MAY-2002 
510(k) m 

DEVICE:APPUEDDF@TERW~ 
SE DECISION MADE: 22-MAY-2002 
510(k) SUMARY Am FRX ??DA 

DEVICE:ARCMACRYL 
SE DECISION MADE: 28-MAY-2002 
510(k) SUMMARY AVAILMiX FXM EDA 

DEVIC.Z:RADIALWtTEFtY CaTHERazATIoN SET WITH IuTwRxlNEEDLF:mrc 

SE DECISION MADE: 02-MAY-2002 
510(k) SUMMARY AD FRX PDA 





SUBMITIEEtADDRESSLISTING~CD~SUBSIYWIAWY~ 6=9 510(K) - OR 510(K) m 06JUN-2002 
FoRFIMu;DEcISIcNS~~DuRING~~~O1~-2oO2 TJZOUGH 31-MAY-2002 Page 5 

BAWW&I.CNB 
cx=NTAcT LENS 

ATI!N:DEBRAL.BKJ#iXWM 
14ooNoRTH GallDMm ST. 
V, NY 14603-0450 

510(k) m: KO20927 

PEDNENO: 585-33&8638 

BAUSCH&I.@iE3INCXXZPORATED 510(k) No: KO20802 
ATIN:PAULGSIWLEIW PHONE NO : 585-338-8172 
14OON* -SiTFEET 
RcxmSTm,NY14603-0450 

BAlcrER~~ooRp, 510(k) No: KO2l274 
LS 2Cl718, 2C1719 
ATTNzVlYKILDREWS PEDNE NO : 847-270-5916 
RT. l2OANDwILsoN~ 
F3cxJND LAKE, IL 60073-0490 

BAYL1sMED1cALc1o*, INC. 510(k) N13: K.020354 
IC), -230 ( INTEFwvIrn) 
ATIN:KRIs SHAH PHONE NO : 905 602 4875 
5160 EXEURER DR. #33 
MISSISSAUGA, cmTARsQ, 

BEBIGIiSOIWEN-UNDMEDIZW 510(k) fJ0: KO21343 
ATIN: SVEN LNUGER 
R?xERT-ROSSLE STR 10 
=I& 

BXXNDICKINXH&CT), 
ATIN: MI- BANDY 
7I.cNEnmcIR. 
SPARKS, MD 21152-0999 

E%XW,DICKINSONANDCXXE'ANY 
ATI'NzBRADFORDMSPRING 
7LtmcmNclR. 
SPARKS, MD 21152-0999 

BIO-~ICSYSTENSUXP. 
ZITIST:NORMANEBEWNER 
CNE BIWXXXC PLAZA 
MLJNDELEIN, X,60060-3700 

BIO-RAD 
2,443,444 
AxTN:ELI~ lPls!lT 
95OOJIimmlmRD. 
IRVINE, CA 92618-2017 

plmiE4ND : 49 30 947084 

510(k) No: KO20842 
PHONE NO : 410-3X-4778 

510(k) No: KO20321 
PEKNE NO : 410-3X-4206 

510(k) NO: KO21215 
EFIONENO: 800-323-8326 

510(k) No: KO21384 

PHONE NO : 949-598-1200 

DEVICE:BAUSCH&ulMBSQFCENSMULTl'XXXL (~LYMA~)VISIBILITYTINTED 

SEDECISIONMADE:16-W-2002 
510(k) SUMMARY Am FXN FDA 

DEVICE:RENUTMULTIPLUSMULGTI-PURFQSE SOLUTIa 
SE DECISION M&DE: 31-MAY-2002 
510(k) SUMMX?Y Am m FDA 

DEVIC'E:PAINrMATEPAINMANzylEMwT SYSTEM WITH DUAL Pcxrr 1+1, 2+2, MXE 

SE DECISION WE: 17-MAY-2002 
510(k) SWMAEXY AvAILABI;F, FFXX mA 

DEVICE:BAYLISPAIN~ GENEWIQR(~),MXELSFW-ll5(- 

SE DECISICN MADE: 03-MA.Y-2002 
510(k) STATmEm 

DEVICE: ISOSEEDS I-l25 
SE DECISIBN MADE: 2O--MAY-2002 
510(k) SUMMARY Am FXUX FDA 

DEVICE: EwaspENEEa 1OUG BBL SEWS%-DISC 
SE DECISION MADE: 154MAy-2002 
510(k) SUMMARY Am FXN FDA 

DEVICE:BD PE%XNIXAuTQMATEDMItXJ3IOlXGYSYSTEM 
SE DECISICN MADE: 23-MAY-2002 
510(k) SUMWRY AVXU%BLE m FDA 

DEVICE: BIO-~ICABAERCUB 
SE DECISICN MADE: l5-MN-2002 
510(k) SUMMARY AVAILABLF: FtXM FDA 

DEVICE: LIQUICHEK URINE TOXICXXCGY CXXITROL LEVELS Cl-C%, JmDELS 441,44 

SE DECISION M&DE: 29-MAY-2002 
510(k) SUhNiRY AVAILABLF: FEMM FDA 



SUFNITTERADDFiESSLISlYPGFoRCDRHSUBSTNTUILY~ WE) 510w ismmmESOR510(K) m 06-JuN-2002 
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BIO-F@D 
1, 462 & 463 
AllTN:ELIzABETH pLlxcE 
9500 - RD. 
IFWINE, CA 926X-2017 

BIO-RAD 
W OPIATE MZDELS 466 & 467 
ATmrzExzmwIH PLRTE 
9500 JEFumIm RD. 
IRJIINE, CA 92618-2017 

BIO-FGD 
W OPIATE mELS 468 & 469 
ATI!NzELIzABETH PLATE 
9500 - m. 
IRVINE, CR 92618-2017 

BICH?AD 
EL 
ATm:MARIA - 
9500 JEFKxEm FUXD 
IRVINE& CA 92618 

BI&SCAN S.A 
llTlHIRIs= 
ATTN:FUCHARDMSANO 
153 i?i2mmm LANE 
-, CI' 06905 

BIaMETMANUFACIURING,INC. 
ATTN:'JBICKEL 
P.O. BCiX 587 
wiAREW7, IN 46581-0578 

BICNETCRI%K)P.EDICS, , INC. 
mn?zPA!I!RICIA SmDBxmBERES 
P.O. BOX 587 
-, IN 46581-0587 

BIC&fEZ~F?EiDIC!S, , INC. 
ATE!RALIZEDF!ENRRLSTEbl 
ATTN:DALENETBINKCZY 
P.O. BOX 587 
WARSAW, IN 46581-0587 

510(k) NO: K0214ll 

PEKINENO: 949-598-3285 

510(k) NO: K.021414 

Pi3CNENO: 949-598-3.285 

510(k) No: KO21415 

PEDNENO: 949-598-1285 

510(k) No: KO21498 

PI-KlNEm: 949-598-1367 

510(k) No: KO13897 

PHCNENO: 917-424-0330 

510(k) No: KO20962 
PEDNENO: 574-267-6639 

510(k) p93: KO20381 
PEDNENO: 574-267-6639 

510(k) No: KO21403 

PHCNENO: 574-267-6639 

DEVICE:LI~CHEKURINETDXICO~CON'IRZ LEVEiL Sit 52 & S3 !mDELS 46 

i% DECISICN MADE: 29--MAY-2002 
510(k) m Am FTMM EDA 

DEvIcE:LI&uIcHEKuRINE~~~~~LLSlIxlwOPIATE&S2~ 

SE DECISION MADE: 29-MAy-2002 
510(k) SUMMARY Am FltCM FDA 

DEVICZ:LIQUICHEKUFtINEt!?ZIcXUGY cmTmLIEvELc2Im?0PmrE6(c3L1= 

SE! DECISION MADE: 29-MA.Y-2002 
510(k) SUbNhRY AVAILABLF, FFQi FDA 

DEVICE:LIQUICHEKCARDIACMARNZRS -L LT LEVEL 1, 2, 3, AND TFULEV 

SE DECISION MADE: 24-MRY-2002 
510(k) m Am = FDA 

DEVICE:G4SLEZVEDNAIL 
SE! DECISION MADE: 24-MRY-2002 
510(k) SUbNGtY AVAILABLE m FDA 

DEVIClZ:EXPAND~KNEF, 
SE DECISION MADE: 06-MAY-2002 
510(k) SUMMARY AVAILABWE FRZf FDA 

DEVICE:HA MlxTmRY/m PMicKTs FEtCBALSTEM&HAmm/W~SL 

SE DIZCISICN MADE: 31=-MAY-2002 
510(k) SUMMARY Am FfMM FDA 
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BICNEJ?,INC, 
ATIN:TRACTJBICKEZ 
56 EAST! BELL DR, 
-, IN 46581-0587 

510(k) No: KO21182 
EFIONENO: 574-267-6639 

BICWET,lNC. 510(k) No: KO21380 
ATIN: PATRICIA SANDBORN -S PHONE Nt) : 574-267-6639 
56BELLDRIVE 
PO BOX 587 
WARS%?, IN 46581-0587 

BICYTEQUEAMEiRICA, INC. 
ATIN:DENIS DORSEY 
340 EAST MMTE AVE., #204-C 
L?GEKRE, PA 19047 

BI0iT#NIK,INC. 
ATIN:JcN BRUME!AUGH 
6024JFANRD. 
LAKE OGWMX), CR 97035-5369 

BIRDPFtODUCTSCURP, 
ATTN: !ln?4 GUTIERREZ 
1100 BIRD CEN'IER DR. 
Pm SPRINTS, CA 92262 

BIRDPRODUCTSCURP. 
A!rm: 'MM GUITERREZ 
1100 BIRD CENTER DR. 
PALH SPIRINGS, CA 92262 

BLA~MEDIm,m. 

ATrN:lsLAN IrlmmRm 
90 -ALE DR. 
SPRINGFIELD,MAOllO4 

BLAc!KsImEMEDIcp;L,INC. 
-) 
A!ITN:m m 
90 -ALE DR. 
SPRINGFIELD, MA 01104 

B- 
M82OOSERIES 
ATrNzczHRIm~mL 
500 E.-STREET 
ME?RI-, PA 19401 

510(k) I#: KO20628 
FTaNEtNo: 215-750-8071 

510(k) IQ KO21217 
PHCNENO: 888-345-0374 

510(k) N8: K013642 
PEKBJENO: 760-778-7255 

510(k) fixa: KO20730 
PHcNEm: 760=-778-7200 

510(k) No: KO20600 

pH(xJENO: 973-633-9968 

510(k) No: Ko20620 

pEKx3E NO : 973-633-9968 

510(k) IW: KO20538 

PE-IONENO: 610-278-0900 

DEVICF,:RADIOLUCfZNTC?ZLES OZQRESSI~/DISTRACTI~BZm 
SE DECISION MADE: 13-M&Y-2002 
510(k) SUbNARY Am FF0d FDA 

DEVICEi:QSS 
SE DECISICN 

LEsm-mm 
MADE: 28-MAY-2002 

510(k) SUMMARY Am m FDA 

DEVICEZ:CURELU,~CURELLE, CzIJTEQ 2,5 
SE DECISION MADE: 24-M&Y-2002 
510(k) SUMMARY AVAILABLF: FIMEl FDA 

DEVICE:AF0X53-BP;Aw3X6O-BP;W0X45-JBP;ARZ!X53dBP 
SF, DECISION MADE: Ol-MAY-2002 
510(k) SUMMARY Am FEMM FDA 

DEVICE:Am 
SE DECISICN MADE: 22-MAY-2002 
510(k) SWMARY Am FTMM FDA 

DEVICE:ORIONIWSALCPAPSYSTEM 
SE DECISIa MADE: 22-MAY-2002 
510(k) SUWARY Am = FDA 

SE DECISICN M&DE: 22-MAY-2002 
510(k) SUMMARY Am FFQM FDA 

DEVICE:BWCKS!IWE IIID~ANI!ERIORCERVIC!ALFTATIIGSYSTEM(~ 

SE DECISION MADE: 23-MAY-2002 
510(k) = Am FIMM 

DEVICE:~~SPNEUMATIC AMBmxIoRYcmn?REss1oNSYST!E 

SE DECISION MADE: 15-MAY-2002 
510(k) W 
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EoSmNScIENTIFIC~. 
ATrNza%?ISTmL~ 
2710 oIGlARD PARKMY 
SAN JOSE, CA 95134 

EmELmsYm,m 
AlITN:a-J- 
7992 (2!SEWC DRIVE 
INDIANAPOLIS, IN 46250 

EiRIciHls%YGIxxfEsm.Lm. 
R.ITN:N. PZBAMASIWW 
PImmEtMANlmNDANBuILD~ 
VADASERY, N742AR COIL 
T24MlL NADU, 

EiRImmPvT.LTD. 
ATIN:N. PARWASIVAN 
PIoNEERMANmmDANBuILDINGs 
llADAaw,~crlIL 
!L!NaL NADU, 

cAGuARD,LTD. 
A!ITN: AL wE1- 
19526 EAST LAKEi DRIVE 
MIIWI, FL 33015 

CZANIZ S.R.I, 
~DANIELKAMM 
P.O. mx 7007 
DEERFIELD,IL60015 

CANESRL 
X'IWDANIELKZNM,pE 
P.O. mx 7007 
DE!GU?lEID,IL60015 

(lANE?lsRL 
ATIN:DANIEL KMM 
P.O. mx 7007 
D~IEXDJL60015 

cmJJnR&NISsELLTD. 
ATTN: MAKCIN DALsING 
623 GLACIERDRIVE 
GRAND JUCTION, 0 81503 

510(k) No: KO2l232 
PHONE NO : 408-895-3526 

DEVIU?,:CXJNSTEXLWION~, Ely3DEL 8031M 
SlZDECISIcNMhDE:16-MAY-2002 
510(k) SWM?JRY Am LiTMM FDA 

510(k) m: KOl2113 
pJxBlEN0: 317-849-1916 

510(k) No: K014278 
PHONE NO : 91 465 2276291 

DEVICF,:INDWELLINGFECAL~SY~ 
SE DECISION MADE: 03-MAY-2002 
510(k) ZTBMARY AD FEMM FDA 

DEVICB:LATEX !slJmmNs (2LovE (mERED) 
SE DECISI(Xf MADE: 14-MAY-2002 

510(k) StNMhRY Am FIMM FDA 

510(k) No: K014283 DEVICE:L?fIEX 
PEDNE NO : 91 465 2276291 

i5xmGEms c!iLovE pIx@DER FREE) 
SE DECISICW MADE: 22-MAY-2002 

510(k) SC&NARY Am FIXM FDA 

510(k) No: KO20614 
pH%lNENO: 305-829-3437 

510(k) No: K013855 
PHONE NO : 847-374-1727 

DEVIC!Z:IRRICGATING~ 
SE DECISICN MADE: 24-M&Y-2oQ2 
510(k) SUbMARY Am FH% FDA 

DEVICE:MIC%fBJETCIW3%JOH 
SFsDMcfISICNMADE: 09-MAY-2002 
510(k) SUMCMXY Am m EDA 

510(k) No: K013822 
PTBNE NO : 847-347-1727 

DEVJiC!F,:MICRWETcRcNopclA 
SE DECISICN MADE: 08-MAY-2002 
510(k) SUMMARY AVAILMLZ FRQN IQA 

510(k) No: KO13840 
PEDNENO: 847-374-1727 

DEVICE:MICJ0JETCF#ZWPARANDUWIWApoGo 
SE DECISICN MADE: 14-MAY-2002 
510(k) SUMWiRY Am FFUX FDA 

510(k) No: KO12132 
PHONE No : 970-243-5490 

DEVICZ:CBCMGENV3.ORATEOFREZUNG~ som mcr LENS 
SE DECISION MADE: 09-MAY-2002 
510(k) SsUMWRY Am FlXM FDA 
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cxRD1m,pNc. 
ATTNzXHNNYMGAR!ZA 
535 ENcmTAs BLVD., SUITE 118 
IIxKxNITAs, CA 92024 

510(k) No: KO20449 
PEDNE NO : 760-633-9797 

CAREmimE3ANOmI!mPAEOIc 
ATTN: a3EusTm HONT 
1124 paMINIcw Cr. 
Mci!mAN, VA 22102 

QlRE-, INC. 
ATTN:CHRISTIANEm 
1124 DcXCNIm CWRT 
-, VA 22102 

c1ERABI0, LLC 
ATIlNzJAMESJChSSlDY 
N4660 1165TH ST. 
-, WI 54021-7644 

CzRAEiIO, Lu! 
A!IrTN:JAMEsJcAssrDY 
N4660 1165TH ST. 
PREXXXT, WI 54021-7644 

tXB%URED~IBLTD. 
ATTN:NEILBSlCRINGER 
7EmST. 
-=, 

tzmRcmnm1CALSYm,INC. 
mKEvINPALcm 
87 VENTURE DR, 
DCWER, NE3 03820 

CLASSAENT. 
637, 610-744, 610-650, 610-570 
AXTNzi%MWIHALDRAPER 
P.O. Box 401964-16039 
SUITEC 
HESPERIA, CA 92345 

510(k) RK): Ko20637 
pl!ENENo: 703-448-9644 

510(k) bJ0: KO20516 
PHONENO: 703-448-9644 

510(k) No: KO1396-0 
PE-ICNENO: 715-262-5451 

510(k) No: KO13966 
PHONENO: 715-262-5451 

510(k) NO: KO21192 
ET-iDNENo: 441 513 488023 

510(k) IW: KO21395 
PHCNENO: 603-743-5988 

510(k) NO: KO21118 

PHONEm: 760-956-7851 

CODONICS, INC. 510(k) No: KO21054 
RIZONGSMEDICALMULTIMEDIAGREYSWXDRYlMWER 
ATI'NzRICKDAYTON PHONENO: 440-243-1198 
17991 ENGUWOD DRIVE 
MIDDLEBURG HEXHIS, CH 44130 

DEVICZ:CARDIONC#7C!ARDIOLGYWIDEAREAARCXIVEAND~SYSTEM 
SE DECISION MADE: l&MAY-2002 
510(k) SUbWhRY AVAILAEW = FDA 

DEVIC!E:SELBXSTIM 
SE DECISION MADE: 28-M?U-2002 
510(k) SOWARY Am FlQi FDA 

DEVICEi:CARF,IFCl?LUS 
SE DECISICBT MADE: 16-MAY-2002 
510(k) SUMMARY Am FXH FDA 

DEVICE:AE'ATIGHTHA-XZiEGRAETSBSTITUTE 
SE DECISICIN MADE: 23-H-2002 
510(k) SUMMARY Am FRX FDA 

DEVICE:APATIGHJi'-TCPE#Xi.F,GR&FTSUBSTITCJTE 
SE DECISICN MADE: X-MAY-2002 
510(k) SUt@BRY AvApLABI;F: FRaM FDA 

DEVICE:QWWXG/IGMELISAKIT~ 
SE DECISION MADE: l&MAY-2002 
510(k) V 

DEVICE: MfXIFICXCItXT !X) 30" EX!lENSION SET 
SE DECISICN MADE: 13-MAY-2002 
510(k) SmCEMmT 

DEVICEZ: DEZACXWXE BXxVoFQm EbG NEEDLE, mELS 610-725, 610-737, 610- 

SEDECISICNM?iDE: 28-MAY-2002 

510(k) STmmmT 

SEDECISICNMADE: 09-MAY-2002 
510(k) SOtWRY Am = FDA 
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cmLINsMEcD1cAL,INc. 
laxLoo 

ATrN:-SKABAN 
555 - ixcFEEc NW 
WASHmmN,Dc20004-1109 

~BI(JZECH,INC. 
ATIN:MARK ElilEER 
3055 IUZJAT AYE. 
WEST -, IN 47906-1076 

cmDIS~,INc. 
WImPFUZ-SBARCOTIPS 
AIITN: MARITZA ciBL.WA 
14000 N.W. 57TH CC. 
MIAMI LAKES, FL 33014 

DADEm,,INC!. 
ICILLIN 
ATIw:MAUREENME%lDE 
2040ENTEwRISEBLvD. 
WEST -, CA 95691 

DADEBEHRING, , INC. 
ATTNz~AWZZF 
514 GBC DRIVE 
NEWARK, DE 19702 

DADE-, INC. 
ATINzRIUZARDMVAUGBT 
GL?sGcw BUSINESS ozI&mmnTY 
BLE 500, MS 514 P.O.BoX 6101 
m, DE 19714-6101 

DADE-, INC. 
OD, mEL DF131 
~RICHAFtDMVAUGEiT 
GLzsGcw BUSINESS o34MuNrTY 
BLDZ 500, MS 514 P.O.mX 6101 
NEWARK, DE 19714-6101 

DADEm,INC. 
ATI'Nz~VANDUKER 
204O~SEEQULEwm 
WESI' SA-, CR 95691 

510(k) NO: KO11344 

PEDNE NO : 202-637-5794 

510(k) m: KO20732 
E?EDNENO: 765-497-3355 

510(k) m: KO21591 

PEDNE NO : 786-313-6546 

510(k) No: KO20398 

PHONE No : 916-374-3174 

510(k) MO: KO20692 
PHONE NO : 302-631-0384 

510(k) m: KO20723 
PXONE NO : 302-631-6567 

510(k) ND: KO20724 

PBCNE NO : 302-631-6567 

510(k) NI): KO20820 
PBONE No : 9x-374-3105 

DEVICE:INFANTPLETHYSMZRAPH, mELI 004400; PEDIATRIC plLJrImm, 

SE DECISION MhDE: 17-MAY-2002 
510(k) SUR4ARY Am FfMM FDA 

DEVICEi:SSMA!lRIX 
SEDECISICNMADE: 30-MAY-2002 
510(k) w Am FFQ-f FDA 

DEVICE: w SELECT (10, 14, AND PLUS) INFUSION m.WITH AM) 

SE DECISION MADE: 22--MAY-2002 
510(k) SUMMARY Am FFCM FDA 

DEVICE:MICROSCZN RAPID/sPLus~NEGATIvEMIc/oQMBoPANELsWImAMP 

SE DECISION MADE: %-MAY-2002 
510(k) SUMMARY Am = FDA 

DEVICE:EMIT2000 vANa3MYcIN ASSAY 
SE DECISION MADE: lO-MAY-2002 
510(k) SUMMARY Am FdMM FDA 

DEVICE:DIMf$NSICNZ&DLCRL,IBFRIOR, mEL DC131 
SEDECISIONMADE: 08-m-2002 

510(k) m Am FR%$ FDA 

DEVICE:DIMENSIONA~LDL~LEZQJ%OLFLEX~METH 

SE DECISION MADE: 09--MAY-2002 

510(k) m Am FEMM FDA 

DEVICEZ:MIm MIcmsI!EPPLusPANELNEwANTIMIc.m3m-~~ 
SEDECISIONMADE: 09-M&Y-2002 
510(k) SUMMARY Am = !JDA 



SUEMITI!ERADDRESSLIST~~~~~~ m (SE) 510(K) m OR 510(K) 
IURFlNALDEXXSIoNSRENDEtREDDURlNGTBEPfZUOD Ol-MAY-2002 TIiBXGH 31-MAY-2002 

DADEBEHRIb&INC!. 
~CXVIHIAVANDUKER 
204OEJbmwRISE~ 
WEST -, CR 95691 

DADEBEHEUNG, INC. 
ATTNsDCXJNAAMXF 
514 GBC DRIVE 
NEWARK, DE 19702 

DADEBEHRING, INC. 
AZTNztZMIHIAWDDKER 
204oENTEwRISEEcxmmRD 
WEST SA-, CA 95691 

DADEMIfXUXCAN, INC. 

m:-WDUKER 
1584 ENTEWRISE BLVD. 
WEST i!37i-, CR 95691 

DADEMIcXJXCAN, INC, 
ATIN:~ VANDUKER 
1584ENTERmISEBmD. 
WEST S-, CA. 95691 

' DADEMICRQSCAN,INC. 
ATTNtCYNTHIAVANDUKER 
1584ENTEmRISEBLsm* 
WEST SA-, CA 95691 

D2mEF4mJcm, INC. 
m:HARRy BALA 
7CXJREYDRIVE 
SCUTH-, IL60010 

DANVILLEMUEWALS,INC. 
A!ITN:CRAIGRBRUNS 
2021CMGA DR. 
SAN R&Mm, CA 94583 

DDcTECNNO~IES,INC. 
ATTN: DMlYmY rnrnY 
2980 WA=Y AVE. 
tlCZANSIDE, NY 11572 

510(k) NO: KO20822 
PEDNENO: 916-374-3105 

510(k) No: KO20845 
PHXENO: 302-631-0384 

510(k) No: KO21037 
PIEONE NO : 916-3763105 

510(k) IQ KO20627 

-PEKWIE NO : 916-3-M-3105 

510(k) No: kc020937 
pi-3oNE m : 9X-374-3105 

510(k) NO: KO20939 
pltxlNEN0: 916-374-3105 

510(k) No: KO12195 
= NO : 847-455-2881 

510(k) No: KO20760 
PHONE No : 925-838-7940 

510(k) No: KO20513 
pl3oNENo: 516-770-0441 

DEVICE:MICXtXCANMI~ PLUS PANEI 
SE DECISIQN MADE: 08-MM-2002 
510(k) SWMARY Am lXM m 

NEW ANTIMIcRoBIAL - I?ANaxYcIN 

DEVICEi:EMIT2000 -cIN Qu;xm 

06-JuN-2002 
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SE DECISION MADE: 08-M?iY-2002 
510(k) SUMARY Am FXUd FDA 

DEVIC!E:MItX?XMZF PLusPANELwrmAMPIcImIN 
SE DECISION MADE: 06-#&Y-2002 
510(k) StJMhRY AVAILABU FFUX ?JDA 

DEVICE:MICZRWCAN MICEUXTREPPLUSPANELNEwAN?IMI~B IAL-GATIFIXXACIN 

SE DECISION MADE: 06-M&Y-2002 
510(k) St&MARY AVAILABLF: FIMM FDA 

DEVICE:MIfZRQXANMI~ PLUSl?WWXICILLIN/~WCAGID 
SE DECISIc=N MADE: 06-MAY-2002 
510(k) i!XRMWX Am FlMM FDA 

DEVICE:MI~MI~ PLuSPANELf-rimm&zYcLINE 
SE DECISION WXDE: 17=&W?-2002 
510(k) SW&MY Am .F.FUX FDA 

DEVICE:STEZMSTERILIZATION~ 
SE DECISION MADE: 07-MN-2002 
510(k) W 

DEVICZ:STAREUNHV 
SE DEiCISION MADE: 03-MAY-2002 
510(k) SOMARY AD E'FMX FDA 

DEVICE: EPY-50 
SE DECISION MADE: 16-MAY-2002 
510(k) iSIXmMm 





STJEMITTERADDRESSLISTlZGFoRCDRH~YE@JIWEm (=I 5WK) 
F0RFINALDECISICNS?ENDEBEDDURIIGTHEPERICD Ol-MAY-2002 

- CR 510(K) m 
- 31-M&Y-2002 

DIWI'WTICSYSTEMSW, 
A!ITN:mLL l?oITs 

I510(k) I0 KO20945 
PiSINE NO : 281-332-9678 

445 MTmICALcz!ENmRBLvD. 
WEBSTER, TX 77598 

DIA!IEK,INC. 
ATTN:m wIlLsoN 
101 N. cimsnmT ST. 
WINm--, NC 27101 

510(k) No: KO20430 
PHONE No : 336-725-9711 

DIW'INH MEDIC&L TIXIimWIES,510(k) No: K021324 
1 
ATI'N:YAEL RUEtIN FHONE No : 972 995 11511 
3HAsADmsT. 
HERZLJA, 

DMMEDICALINC. 
ATIN: RoE?EFuwMAys 
10865 Mlixm Cr. 
CINCINNATI, OH 45242 

510(k) No: KO20510 
PHOCE NO : 800-884-6414 

DUKALCIORE. 
ATIN: PATRICKJIAMES 
3234 ELLA LANE 
NEW PCRT RICHE, FL 34655 

EE31, L.P. 
AIrIN: FREDERIC TESTA 
100 INTERE?ACZE!KWY. 
PARSIPPATW, NJ 07054-1079 

EEn, L.P. 
AUITN:MICHAELTm 
1OOINTERPACEPKWY. 
PARSIPPANY, NJ 07054-1079 

EE31, L.P. 
ATIN: FREDERIC TE?n!A 
1OOINTERPACEPKwY. 
PARSIPPANY, NJ 07054-1079 

510(k) No: KO20726 
pEoNEm: 727-376-9105 

510(k) No: KO20887 
PIIONENO: 973-299-9300 

510(k) No: KO21031 
PHOIWNO: 973-299-9300 

510(k) No: KO21091 
PHONENO: 973-299-9300 

EEn, L.P. 
ATTN:JON C?G'AFUYITA 
100 INTERPACEPKNY. 
PARSIPPANY, NJ 07054-1079 

510(k) N: KO21312 
PJXNENO: 973-299-9300 

06aJN-2002 
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DEVICZ:AXSYMINTACTE'Il$193DEL2GO6 
SE DECISICN MADE: 31-MAY-2002 
510(k) SUbMARY AVAILMLB FEQd FDA 

DEVICE:DIXIEKtXNBCIm ASSEM3LYREEMBWVlXIT(CZ3RK) 
SEiDECISIoNMADE: 09-MAY-2002 
510(k) SWQRY Am m FDA 

DEVICE:FIXION INTRMEDULLWNAILIBGSYSTEM(FIXICNIMNAILINGSY~ 

SE DECISICN MADE: 23-MAY-2002 
510(k) SUMARY Am FlXM FDA 

DEVI~:SMXEEMUATICN~/TUEilX 
SE DECISICN MADE: 03-MhY-2002 
510(k) SUMSARY Am FFUN FDA 

DEVICE:DUKALDISlXXAEUZ llixxmc sm, 
SE DECISION MADE: 15=-MAY-2002 

sMALL,MEDIuM,ANDLAliGE 

510(k) SUMMAFZ A.VAILWU FIUX PDA 

DEVICE:EE%IAISSP~SYSI!EN 
SEDECISIONMADE: 16-MAY-2002 
510(k) SUMMARY Am PEMM FDA 

DEVICEZ:ESIXFIXRWLSY~ 
SE DECISION MADE: 16-MW-2002 
510(k) SUMM?BY Am FFXM FDA 

DEVIC%:EEiIXFIXDFS SYSTEM 
SE DECISICN MADE: 03-M&Y-2002 
510(k) SUMMARY Am FRX mA 

DEVICE:EE~IDFS~PTRXXELBHFIXA'IQR 
SE DECISION MADE: 23--M&Y-2002 
510(k) XWARY Am m l?DA 
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GENIBAL lXZC!JXC MEWQU; SYSTEW 1510(k) NO: KO20661 
ATI!N:KAREN WEED E!iXdE-NO : 414-362-3329 
820OWEST'ICWER AVE. 
MIUHAUKEE, WI 53223 

GENEEW, EBCTRIC! MEDICAL SYS%Hi 1510(k) No: K021325 
ATlN:Jm NEIDER PIXEE NO : 203-949-8232 
82OOWESTTm?ER AVE. 
-, WI 53223 

GEiRMVWION 510(k) IW: KO2l258 
A!ITN:DAvID LINK PIDWNO: 978-371-0066 
loom-, 
SUITFI 120 
-, MA 01742 

GIVENlZ@GINGLTD. 
ATI!N:- m 
NEWINDUSTRIALPARK 
P.O. BOX 258 
YOQNEAM, 

510(k) IW: KO20341 
PIDNENO: 972 4 9097784 

GLOVa (M) SDNe RHD. 510(k) &Kh KO21308 
m:TAN PENGEKEK PmNENo: 603 329 13888 
Lm76O,JALAN~S~, 
OFFJAIANMERU 
KLANG, - D.E., 

Gunnrxr~Ipx3~ 
ATTN:DEEBIF, CCGAT$l 
3200 LAKESIDE DR. 
SANTA CLARA, CA 95054 

510(k) No: KO20701 
PHCNE No : 408-845-1910 

GUIDANT (x>Rp. 510(k) NO: KO2l228 
EGGANCETREKANDTHE BALANCEMIDDLEiWEIGHTUNMCZ%LGUIDE 
ATTN:JENNIFERPAF: RIaS PHONENO: 909-914-4581 
26531 YNEZ RD. 
-, CA 92591 

GUIDANT cx)Rp. 
ATINzKmmSALmP 
41OOHAMLINE AVE.,- 
ST. PAUL, MN 55112-5798 

510(k) N: KO21282 
PHONENO: 651-582-3123 

GUIDANT axP* 
ATlm:KARENsALlSoP 
41OOHAMLINE AVE.,- 
ST. PAUL, MN 55112-5798 

510(k) No: KO21283 
PIDIENO: 651-582-3123 

DEVICE:uNITyISPATIEHTVIEWER 
SEDEZISICNMADE: 24-MAY-2002 
510(k) SUW4AW AD FfMN FDA 

DEVIC!F,:MIx)IFIC!ATIONOFApExpIia~SYSIEM 
SE DECISICN MADE: 07--&W-2002 
510(k) SUWW?Y AWILZBLE = FDA 

DEVICB:GERM mGT loo TWIl%RUSHSANITI!ZZR 
SEDECISIONMADE:1O-&fAY-2002 

510(k) SUbWARY Am FlMN FDA 

DE'VICE:GIVEND lxNcm1cSYm 
SE DECISION MADE: 02-MAY-2002 

510(k) SUbWiRY AvAILABI;F: FFC&t FDA 

DEVICE: GLlm.33 PcIxmER-FREE NITRILFI ExAMIMbTpoN GLOVES 
SF, DEC!ISIC&l MADE: N-MAY-2002 

510(k) W 

DEVICE: SYNUZJS zlmmm&L~I~Irn~~ 
SEDECISICNMADE: 24-MAY-2002 
510(k) SUMMARY AVAILABLE: = FDA 

DEVICE:HI-TORQUEEBLANCE, EW&NCEMIDDLENEIGHT, BALAtaHEAvywEIGEEc, 

SE DECISICN MADE: 15-MAY-2002 
510(k) SUWBRY AVAILABI; FZQd FDA 

DEVICZ: LV-1 -1s VALVE, MODEL #6789 
SE DECISION MADE: 02-MW-2002 
510(k) SUbNARY Am FFW FDA 

DEVICE:GUlDANT~~,SEWERWMBELS 
SE DECISION MADE: 02-MAY-2002 
510(k) SWMARY Am = mA 



GUIDW m. 
mKARENsALsoP 
41OOHAMLINEAvE.,~ 
ST. PAUL, m 55112-5798 

G.ulDANT c?m?. 
ATlNzKARENSALmP 
41OOHNGINEiAvE.,~ 
ST. PAUL, MN 55112-5798 

GYRUS ENT L.L*C. 

ATrN:JEFFERYwcmEi 
2925 AETmNG RD 
-, TN 38133 

H&ACCXWJLTANTS 
ATm:sooTT Ii!EiNDw 
2584 SADDLEWCD LANE 
PAixHARBoR,FL34685 

HAmINGERmDIcxL,INc. 
ATIm: HAmm HoIuM 
12086 OXEKR? DRIVE 
EDEN PRAIREl, MN 55347 

HExJmmLIcY --, 
A.TTN: T. WHIT ATHEY 
2305 OLDMINE ROAD 
l3XKKW3, MD 20833 

HEmzKuRZGmHMEmzImTEuNm 
ATTNzDAGMARMMXR 
AMSTEL320-I 
-Aa 

ItEmmA- 
ATnJ:PATRICIA FmNKS 
1530 LINDEWGH DR. 
-, TX 77704 

HELENA- 
ATm:PATRICIA FRANKS 
1530 LINDEUGGH DR. 
E'O EOX 752 
BEAuMmT, TX 77704 

510(k) No: K021284 
PHONE NO : 651-582-3123 

510(k) m: K021285 
FRONENO: 651-582-3123 

510(k) EJO: KO20778 

PHONENO: 901-373-2673 

510(k) No: KO20902 
PHONENO: 727-773-0414 

510(k) No: KO13615 
PHONE No : 952-944-2302 

-10(k) No: KO20643 
PHONENO: 301-770-9590 

510(k) No: K021479 
E'HCNE NO : 312 042 89591 

510(k) No: KO20625 
PHCNENO: 409-842-3714 

510(k) No: KO20914 
PHONENO: 409-842-3714 

DEVICE:FJWTRAKGUIDING~ 
SE DECISICN MADE: 02-MAY-2002 
510(k) SUMGRY Am FNM FDA 

DEVICEhHI-T0FQUEExTRAS'poIyTGuIDEwIRE 
SE DECISION MADE: 02-W-2002 
510(k) SXJWARY Am FIMM EDA 

DEVICE:GYRUSENTSCMNOl?LASTYTISSUE~~ 

SE DECISICN MADE: 28-MAY-2002 
510(k) SUMARY AVIULABLF, FXM FDA 

DEVICE:BNWXWER 
SEDECISIONMADE: 20-M&Y-2002 
510(k) STmWEm! 

DlWICX:MItXJ-IlOOOSYSTEN 
SE DECISICN MADE: 2%MM-2002 
510(k) fXBM%RY AVAILABU FNN XiDA 

DEVICE: EZ-SC1OPE AN & EZ-XXX% AN LITE 
SE DEXXSICXV MADE: 28-&W-2002 
510(k) St&WRY Am F&CM FDA 

DEVICE:CXtIPPISICNAWEWWJ, I4XBL# 1006 805 
SE DECISION MADE: 21-MAY-2002 
510(k) SUMARY Am FBCM EDA 

DEVICE: SPIFE 2000/3000 ALP 40, 20; MJDELS 
SE DECISION MADE: 06-MAY-2002 
510(k) Sm 

DEvIcE:A~;yKE~~~~INGTIME~Y~,McxlEL5770 
SE DECISION MADE: 23-MAY-2002 

510(k) ixcwmmT 
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ls2a!xx 
ATlN:DEBBIE IAMFI.EI!W 
7TIFJ?ANYTFWL 
mm, MA 01748 

JFlEmsmsE, INC. 
ATrN:JuDm BLUNT 
6ooviNLExwAY 
MImImS, CA 95035 

ATTN:- - 
8 ORZWGE DR., 
lJlmIm, NY 11753 

HIVOXBICYI!EZ,INC. 
ATmr:m-MIN JEN 
12F, NO.156, SEC.l,cHIEN KU0 
NCIRTJARD. 
TAIPEI, 

-1CA cltsEomcs 0oRP.a 
ATINZWIILIAMJcyMBpwJK 
59 ROUTE 17 
ALlENDALE, NW 07401-1677 

HZ@iEDICA o23rEmIcs om?* 

ATTNzWlLGIAMJ~ 
59 FuixlTE 17 
ALEENDALE, NJ 07401-1677 

Hc1wMEDICA -cs CmP. 
A!I'lN:JEJYNIFERADAUDELIN 
59 R?iImTE 17 
-ALE, NJ 07401-1677 

I-STAT -ON 
ATm:PAm VANDERERF 
104WIND~CEiNTERDRIVE 
EASTWINDiZOR,NJO8540 

IBPINSTRmfmTSGMBH 
ATINzwERNER PFIWcSMNW 
-. 7A 
-, 

510(k) No: K013376 
EFIONENO: 508-435-9893 

510(k) m: KO20679 
YPlsmE No : 408-719-1393 

DEVICE:QFu3w5OOPERFUSIBNMZNI!IORIMGSYSTEM 
SE DECISION MADE: 08-MM-2002 
510(k) SUMMARY Am FE(cpI FDA 

DEVICE: INRATIO 
SE DECISION MADE: 06-MAY-2002 
510(k) SUbWAFY AVAIUBLE = EDA 

510(k) No: K-020652 
PIloNE No : 516-938-3042 

DEVICE:BEWUME%T-SLING 
SE DECISION MADE: 15-MAY-2002 
510(k) SUbNARY AVAZABLE m EDA 

510(k) No: KO20471 DEVICE:HIWXEAR -,TssERIEs 
PJ?DNEbJo: 886 225 168488 SF, DECISICN MADE: 02-MAY-2002 

510(k) SUM4ARY AVAILABLF: FRQM FDA 

510(k) No: KO20384 
PEIONEW: 201-825-4900 

510(k) NO: KO20615 

pJ?DNENo: 201-8254900 

510(k) m: KO21310 
PHONE NO : 201-831-5379 

DEVIC!F,:T2 ARTHxmESISNAp%~~ 
SEDECISICNMADE: 06-MAY-2002 
510(k) SUMM?WY AWILABLE m EDA 

DEVICE:SUPERSECUR-FITBAHIPS'I!FMSANDSUPERSECUR-FITPLUSHAHIPS 

SE DECISICN MADE: 13-MAY-2002 
510(k) SWMhRY ArpAILAB1;F: Fli#Z4 FDA 

DEVICE:36MMGTAFZR~HliAD 
SE DECISICN MADE: 21+SAY-2002 

- (WIT AND NON-LZIT) 

510(k) SUWARY AVAIMBLE FMZM FDA 

510(k) No: KO20355 
PEJONENO: 609-443-9300 

DEVICE: I-STAT -IN TIME TEST 
SEDECISIONMADE: 14-MAY-2002 
510(k) SUMMARY AVAILABLE: = FDA 

510(k) No: KO20908 
PHONENO: 495 116 51647 

DEVIUQHDM97 
SE DECISICN MADE: 22-MAY-2002 
510(k) SUMARY AVCL&BLE = FDA 
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PBP msTR. GM8H 
A!lTINzWERNER PFV 
-. 7A 
-, 

IDBICIMEDICALOZ?P. 
ATIN:DAvJD CCIARY 
19204 N. CREEK PIGAY., STE 100 
BcXCHEU, WA 98011 

IMMUNGD~ICSYsrEMSLTD. 
ATIN:PAUG PUNTIN 
1ODIDCXYTWAY 
BonxmBUsINESSPmK 
BOLDON,TYNFJ&WEAR, 

INeLAm~I~s, INC. 
ATTN:JEMWITEGDAILEX 
4555 RIVERSIDE DR. 
PALM BEncH GARDENS, FL 33410 

IlaPLExmo 
YYY-zzzz 
IxrrN:w POGGIE 
80 - DR. 
ziilumDIsI, NJ 07401-1600 

INDUSTRIAL czwmmGS,LTD. 
EE 
ATIN:- AHMED 
48lA,PRINCEOFWALESAvE. 
oIlxaa0 14, 

INDIm - 03. 
LcmTmL2(uNAsszutED) 
AsITN:- MARBLE 
113 - AVE. 
LExlXmN, MA 02421 

INsTR.mroN LAmxlmY 03. 
-) 
ATINzcihRoL~ 
113 EWZWELL AVE. 
LExIN%ToN, MA 02421 

510(k) No: KO20909 
PEDNENO: 459 116 51647 

510(k) No: KO20576 
pJiKmEN0: 425-482-2601 

510(k) NO: KO21163 
PHCNENO: 441 915 190660 

DEVICE:HDM99 
SE DECISION MADE: 22-MAY-2002 
510(k) SMWtY AUXLABLE FXM FDA 

DEVICE:~GENCMICIDENTIFIC!ATICIQ%%AY~VRE 
SE DECISICN M&DE: Ol-MW-2002 
510(k) SUbWiRY Am = FDA 

DEVICE:CCTEXA25-HYDRCXYVXT?MIND 
SE DECISICN MADE: N-MAY-2002 

510(k) W 

510(k) NO: KO14235 
PHONENO: 561-776-6913 

510(k) N: KO21025 

PHCNE NO : 209-818-1800 

DEVIC!Ei:OSSEXXI!I!EiNTDENTALIMpLANTs ScAcZCESSQRlES 
SEDECISIcNMADE:16-MY-2002 
510(k) ST&MARY AVAZABLE FzII=IM FDA 

DEVICE:MtZDIFICATION~HEDRXEL~ mDY REPLACEMENT, mEL xx- 

SEDECISICXTMADE: 2O==MAY-2002 
510(k) SUMWiRY Am FXH FDA 

510(k) No: KO29465 

PI-IONE No : 94 1437575 

DEVICEZ:MIDASTXXX.HWW~ GmmS-FOLYMEzRcJzm!ED,PClWDWm 

SE DECISION M&DE: 22-=M?iY-2002 
510(k) sTnmMmT 

510(k) NO: KO13021 
PHONE NO : 202-637-5813 

DEVIC!E:LIGEZLWCX L?!3smsKIN- 
SE DECISION MADE: 3O-MAY-2002 

510(k) SUbWiRY Am FXM FDA 

510(k) NO: KO21022 

PBONE NO : 781-861-4467 

DEVICE:BEMXILu31wABNORM&L~ (AssAYED);mIEmABNoRMA 

SEDECISIONMADE: 14-MAY-2002 
510(k) iWM&RY Am FRX FDA 

PHONENO: 781-861-4467 SEDECISICNMADE:l4-MAY-2002 
510(k) SXlM%RY Am FRQM FDA 
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M.K. MEDITEiCN CO, LTD. 
ATTN: RCSINA IuIn3INsoN 
49 PLAIN lsTREE2 
Ivm3.B -, MA 02760 

Mr?GLYmmoPEmCs,Lu 
ATTN:DAvE STINSCN 
15009 NE 195TEl STREET 
WXDIIWILLE, HA 98072 

M2!mm-m, INC. 
ATIN:JCHN GEISEL 
SIX KIMBALL LANE 
SUITE 210 
LYNNFIELD, MA 01940 

MARKEN INTFmRMoNALl, INC. 
AlrrN:sTEvE RIFFEL 
851 BRIDGER STR. 
SUITE1 
mm, m 59715 

M?!sTER&N ENTERpRsEscnLTD. 
A!tcTN:FRANK wu 
15F-1 No 57 SEC 2 
TuNIzMAsouTMRD 
TAIPEI, 

MEDAMIaJs, INC. 
mKARYLDHASKEU 
153OlBiY. 55 w!zsT 
MlmmGoLIS, MN 55447 

ATINz~CEACAIKQ%I 
1499 DELP DR. 
I!JARUX-, PA 19438 

ATTN:lZUBNCEACAIKQ%I 
1499 DEW DR. 
liWU.EY-, PA 19438 

MEDmA(: 
057 

ATTN:l?faaER FREI 
LAEzTIassTRASsE4 
CH-6340 EiAAR, 

510(k) No: KO20623 
PKXENO: 508-643-0434 

510(k) No: KO20562 
.PJXOIENo: 425-489-2057 

510(k) No: KO20993 
PIXINENO: 781-246-4774 

510(k) No: KO21145 
PHCZENO: 406-522-8560 

510(k) m: KO20393 
E!LXlNE NO : 886 223 255066 

510(k) m: KO20563 
PIXIENO: 763-577-2257 

510(k) NO: KO20315 
PHCNEND: 215-256-4201 

510(k) m: KO20465 
PHONENO: 215-256-4201 

510(k) No: KO21368 

PTXNENO: 041 769 5151 

DEVICF,:DUOPK0SAFE!IYSYRIIWZ (D~=-w 
SE DECISION MADE: 02-MW-2002 
510(k) SUWBRY Am FIMM BDA 

DEVICF,:AEEX -mNAILsYsTEM 
SE DEZISICN MADE: 16+W-2002 
510(k) St&NARY AVAILABLE = l!DA 

DEVICF,:~A~ICTuNEV0XAND~ 
SE DECISICIN MADE: 21-M&Y-2002 

caBLJ3 (=w 

510(k) SUMMARY Am FFUN mA 

DEVICE:A~HURWHBWBIR, IEEL #2000x 
SF, DIZCISION MADE: 16-MAY-2002 

510(k) SZmWWJ? 

DEVICE:MASTER&~~IWD~(~) 
SE DECISICN MADE: 03-MAY-2002 

510(k) SBBWRY Am FIiaM FDA 

DEVICE:MEDAMICUSAXIARSN 
SE DEiCISION MADE: 21-M?iY-2002 
510(k) SUMMARY Am FfMM FDA 

DEVICE: 14FX55cmASHSPLIT-c1ATHXL,~ELASPC55-XL 
SE DECISICN MADE: 24-MAY-2002 
510(k) SUMMARY Am FRZM FIZA 

DEVICF,:MEDCQ@AS!dSRLIT-CATHII 
SE DECISICN MADE: 22-MAY-2002 
510(k) SU&NARY AvAILABI;F: = FDA 

DEVICE!: MEDEL& "BASIC 30" AN5 "DCWNANT 50" SuCrICN PUMPS, mDELs 037, 

SE DECISICN MADE: 15-MN-2002 
510(k) STHBBNT 
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NIDEKMEzDIcALPFcmcm,INc. 510(k) No: KO20797 
m:L.GSUELTER PHONE NO : 205-856-7200 
3949 l?ALlXY EAST INDUSTRIAL DR 
.BIRMINGHAM, AL 35217 

NIDEK, INC. 
ATINzcmxPATrmmN 
21911 ERIE LANE 
LAKE FCREST, CA 92630 

510(k) No: KO20876 
PHONE No : 949-462-0900 

NOBELBICCMEUSA, INC. 510(k) IQ KO20646 
43132, 43162, 50102, 50132, 50162, 60102, 60132, & 60162 
A!ITN:~ czl3EwG PHONENO: 714-282-5074 
22715 SAVI RANCE PKWY. 
YORBALINDA, CA92887 

NtmwzmDIcALLTD. 
m:sTEvE sm 
I.2505 58TH AVE. N. 
-, MN55442 

510(k) f\K): KO12712 
PHONENO: 763-559-4794 

NSI 
ATTN: GRIZTAMEIOLS 
10565 LEE HI- 
SUITE loo 
FAIRE%,, VA 22030 

510(k) No: KO20617 
PHONENO: 703-278-3953 

-cxxIp* 510(k) No: KO21286 
QR 115WXT DEVICES AND 105.988 FOR 23OWLT DEVICES 
ATTN: LISA DIMMICK ETXDNENO: 410-312-4100 
7080 oTI&UMBIA - DR. 
mLUMBIA, MD 21046-2133 

CHMEDAMEDICAL 
~ALBERX)FPWFUMZJ 
888OGCJRMANRD* 
LAUREL, MD 20723 

510(k) NO: KO20543 
PHONENO: 410-888-5200 

OHMEDAMEDICAL 510(k) No: KO20547 
~ALBERT0FPflOFUMC) IEJHONENO: 410-888-5204 
8880-RD. 
LAIE?E& MO 20723 

0-s AMEcRIa, INC. 
ATIN: LAURA --TYLER 
TCD CloRpoRATE clZXWER DR. 
ME!xaLE, NY 11747-3157 

510(k) No: Ko21073 
PHONENO: 631-844-5000 

DEVICFzPULW-MIST o34PRESmmEL # 4323 
SE DECISION MADE: 03-MAY-2002 
510(k) StWiWY AvAILABI;F: FFUX FDA 

DEVICE:~,~ELUS-1800 
SE DECISION MADE: 03-MAY-2002 
510(k) SUtW!RY Am FRX FDA 

DEVICE:REE%ACEHAC?XI'ED IZGLANT, M(=DELs 35102, 35132, 35162, 43102, 

SE DECISION MADE: 2%MAY-2002 
510(k) SUMMARY AVAILABLF: FFUX FDA 

DEvI~:~V~L~~~,~~NH-3oOv1,07 
SE DECISION MADE: 08-MAY-2002 
510(k) tZXWmJT 

DEVICEi:NSIHEXEDANDNON-HEXEDIMPLWTSYSTEM 
SEDECIXWNMADE: IO-MAY-2002 

510(k) SUMMY AVAPLABLE FRX FDA 

DEVICZE:MI~BDR-GENIE -ING SY-, MODEL 105.989 F 

SE DECISICX MADE: 23-MAY-2002. 
510(k) SUMMARY AvAILABz;E: FFCW FDA 

DEVICE:CHMEDAMEDICXLGlRAFFECMNlXED 
SE DECISION MADE: 09-MAY-2002 
510(k) St&MARY AVAILZWX FFUX FDA 

DEVICEZ:CHMEDAMEDIC!ALGIR?iFFEINWBA%X 
SE DECISION MADE: 09-MAY-2002 
510(k) SUbWRY Am EwlM FDA 

DEVIC!Ei:VISERA 1oLYMFusENFTYPFlV 
SE DECISION MADE: Ol-MAY-2002 
510(k) SWMARY AVAILABLF: FMX FDA 
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OLYMPUS A?4ERIcA, INC. 
A!ITN: LA.. -m 
TV93 - CXN'IZR DR. 
MEL=, NY 11747-3157 

OLYMPusol?TIcALo.,Lm. 
ATIN: LAURA --m 
~OXlXWQECtENCERDRIvE 
MELvILm, NY 11747-3157 

oNs1TEGASSYSTEMS,INc. 
ATT&l: c. BLJRmN GIJLWNG 
35BuDNlzYRmD 
xENlXmX, CT 06111 

ON SITE GAS SYm, INC. 
5.0 
ATTN: CL BAFaoN cxJLLmG 
35EsutmYm 
BUDNEYINDUS~PARK 
NENImIW,, CT 06111 

CmxnmmIS, lx, 
ATrNzMIcznELlLsA1EK)LINsKI 
I.50 DAN RD, 
-, MA 02021 

-Is, lx.!. 
AlTNzMsc!Em&LSAEc&m~ 
150 DAN RD. 
c!ANmN, MA 02021 

CX?IEOD~~ooRp. 
rnc!AEoL FREASIER 
12187 S. BUSINESS PARK DR. 
DRAPER, UT 84020 

c2RTHoTEc~ 
ALO6 
ATI!NzKARENEi?ARDEN 
8202 -ROAD 
B, OH 44026-2141 

OSTEWWICSBIaMEDICTU;,INC. 
A!ITNtRICHARDAHMER 
6401MEGYXWSWEXiTDR 
?XRT iKSI'J3, TX 76132 

510(k) No: KO21074 
PEDNENO: 631-844-5688 

510(k) No: KO21204 
PEKBENO: 631-844-5688 

510(k) No: KO13390 
PEDNE NO : 860-229-2799 

510(k) No: KO21082 

PHONENO: 860-667-8888 

510(k) No: KO21105 
pIYicNEN0:: 781-575-0775 

510(k) No: KO21107 
PEWE No : 781-575-0775 

510(k) No: KO20383 
PHCNE No : 801-553-9991 

510(k) No: KO21379 

pI3INE NO : 440-729-8457 

510(k) NO: KO13764 
PTAONENO: 817-294-3644 

DEVICE:VISERACYS'IWVIDEQTCWEOLYMPUSCYFTYPEV/VA 
SE DECISION MADE: 02-M&Y-2002 
510(k) SWM?%RY Am F.FCM EDA 

DEWICX:OL~SBE'TYE%UM40 
SE DECISION MADE: Ol-MAY-2002 
510(k) SU&MRY Am F'FUX FDA 

DEVICE:QUICKCLOT 
SE DIZCISION MADE: 23-MAY-2002 
510(k) zX?MARY Am m FDA 

DEVIC!FGONSIT!EGASSYSI!EMS limTAmzoxYGEN~Im~~-1.oAND 

SE DECISION MADE: 22-M&Y-2002 

510(k) SWM?%RY Am = FDA 

DlWlXEZ:~~I~= 
SE DECISION MADE: 10-M&Y-2002 
510(k) SUMMARY Am ?FFCM FDzb 

DEVICE:W~I~SLING 
SE DECISION MADE: 15dM?-2002 
510(k) SWWRY Am J?RX EDA 

DEWICE:GKlXODEVEW~B?UWCED KNEETIBIALTRAYPEGGED 
SE DECISION MADE: 06-MAY-2002 
510(k) SUNARY AVAILABU FF%W FDA 

DEVICE:scSCLARISSP~SY~,~~ CXXWCIOR,MLxlEL 

SE DEICISICN MADE: 31-MAY-2002 
510(k) ,SUWARY AvAILABL;E FTXM FDA 

DEVIC.E:IMMIXE0NEGRAJ?TEXTENDER 
SE DECISION MADE: X-MAY-2002 
510(k) SUM&RY Am F'FCM FDA 
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mMED1m,INc. 
m:RRsA KRI- 
12515 c!EfADm AVE. 
-, CA 90250 

510(k) m: KO21331 
PIloNE No : 310-349-2280 

PADPmI.w. 
ATINzDANlELKAMM 
P.O.BoX 7007 
Dm,IL60015 

510(k) No: KO20203 
PlKHE NO : 847-374-1727 

PADPI0I.w. 
~DANIELKAMM 
P.O.BoX 7007 
DEERETE&IL60015 

510(k) NO: KO20743 
F'HCNE NO : 847-374-1727 

PALCHARMEDICAT, TECXiNOUXXES, INC.%O(k) NO: KO20453 
AlITN:MARcY mRE PHCNFINO: 919-363-2432 
131 - LANE 
C?iRY, NC 27511 

PARIINwvATIvEMANuFAcNRFRs, INCZlO(k) No: KO20944 
ATrN: - WEINSTEIN PJXNE NO : 804-639-7235 
138QOBULLST. RD. 
MIDLCIEIMJ, VA 23112 

-INC. 510(k) Xh KO21409 
A!TTNzC?G!LAAICVt PHONE NO : 858-635-5840 
9530 PADGETT ST,, #lOl-106 
SANDIEGQCA92l.26 

PHARMZCIAD~GMBH 510(k) No: KO20752 
ATTN:MIa LINSS PHONE NO : 6X-833-2250 
b!uNzB7 
FlGmuRG, 

PHARMXIADEUTXHUNGMBH 510(k) NO: KO20757 
ArITN:MIa LINSS PTXl!lE NO : 761 47 805310 
MUNZB7 
F==J=, 

PHARMACIAD~GMBH 510(k) No: KO20758 
ll!ITN:MIw LINSS PHONI3 NO : 761 47 805310 
MUNZB7 
m-1 

PHILIPSLIGBTING~. 
S PGL 36W/O1/4P W-B 
ATTNzTONIJ~FHGiNN 
2OOFRANIGINsQ.DR. 
P.O. mx 6800 
SclMERsET, NJ 08875-6800 

510(k) I'Xh KO21092 

PHCNENO: 732-563-3000 

DEVICE:DEXACAREG4 
SE DECISICN MADE: 21-MAY-2002 
510(k) SUMMARY Am FF0f l!DA 

DEVICE: PADPRZ) MX%Z #2516 
SEDECISIONMADE: 08-M&Y-2002 
510(k) SUM?+RY Am FEMM FDA 

DEVICE: PADPFQMXEG2502 
SE DECISICXI MADE: 28-MAY-2002 
510(k) SUMMARY Am FFCM l!DA 

DEVICZ:Pp+uTpIARESTELUX FmsEDLIGmSYsI!EMANDPAImAR~~ 
SE DECISICN MADE: lO&%Y-2002 
510(k) i%MAFXY AvAILAB1;F: FFCM FDA 

DEVICE?,:VXT!EXVALVEDHCC.DING~ 
SEDECISIONMADE: 09-MAY-2002 
510(k) SUMMhRY Am m FDA 

DEVICE:ATEMME~IONTEsT,~EL9032 
SE DECISION MADE: 24=-M&Y-2002 
510(k) SUMMARY AvAIEABI;F: FXM FDA 

DEVICE: VARELISA CARDIOLIPIN IGG ANT.IBtXES, mELS 15548 & 15596 
SE DECISION MADE: 02-MAY-2002 
510(k) SUMMAFZ Am FIMM FDA 

DEVICE: VAREiLISA C%RDIOLIPIN IGA AMXX)DIES, mELS 15748 & 15796 
SE DECISION MADE: 02-M&Y-2002 
510(k) SC&MARY Am ?ZFUX FDA 

DEVICE: VARELsISA CXUXOLIPIN IGM AUTImIES, M3DEI-S 15648 & 15696 
SE DECISION MADE: 02-m-2002 
510(k) SUbNARY AVAIUBUZ FXM FDA 

DEVICE: PHILIPS TL 20W/OlRS W-B, 

SEDECISIONMADE:16-MAY-2002 

510(k) SUMGRY Am FFGl FPA 

PHILIPS PIA 9W/O1/2P uv, AM> PHILIP 
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PEmJPSLI~INGoo. 
ATIT?:TONIJBO~ 
2OOFRANKLINSQ. DR. 
sc1MERsET,NJo8875-6800 

510(k) NO: KO21514 
F'IDNEI NO : 732-563-3081 

PHILlIPSmImSY~ 
m: DAVE CSBORN 
3OOOlcmuDmwRD. 
ANDOVER, MA 01810 

510(k) No: KO2l251 
FEDVE NO : 978-659-3178 

PHILIPSmImSYm 
3, l4XBL Ml275B 
ATI'N:DAvE OcjaoRN 
3OOOMlsmEwmRD. 
ANDOVER, 244 01810 

PHILIPSMEcDIcmSY~ 
ATI'N:DENISE HNZY 
3000 -RD. MS 0490 
ANIXWER, MA 01810-1099 

510(k) No: KO21300 

FTiDNENO: 978-659-3178 

510(k) No: KO21347 
PEXNE NO : 978-659-2701 

PHILIPS MEDICAL SYa 
m: DA.. OSBORN 
3OOOMINmJmmRD. 
ANDCWER, MA 01810 

510(k) No: K021422 
PIDIE NO : 978-659-3178 

IElmIoMEDEx, , INC, 
m:BoB R3sE 
2431 IME'ALA DR. 
CARLSBAD, c?4 92008-7227 

msmTBom1CS 
ATTN:- Las 
6055LuSKBLh7D. 
SAN DIEGO, CA 92121-2700 

510(k) No: K.020847 
PBONENO: 760-602-3300 

510(k) No: KO20298 
PHCNE NO : 858-550-3800 

PLuscxrm~ICS 
ATm:- LOCH 
6055LuSKBTxD. 
SAN DIEGO, CA 92121-2700 

510(k) No: KO21178 
PEDE NO : 858-550-3800 

POLY VUE TEairNoLGIEs, INC. 510(k) No: KO20608 
DTINIED,FUILYCAST-MXDEDIENS) 
ATTN:DEANN?iWERBER PHONENO: 970-243-5490 
623 GLACIER DR. 
GRAND JUNCZCIm, CO 81503 

DEVICE: PHILIPS PLS9W/l2/2P UVB 
SE DECISICX? MADE: 16-MW-2002 
510(k) SUMMARY AWILAEXE FIMM I!DA 

DEVICE: ST/ZWWWDARRHyTHMIls.iZWIWAm, REGF&SEE.I. 
SE DECISICN MADE: 07-MAY-2002 
510(k) SUMMARY Am FFXH FDA 

DEVICE:bQDIFICATICNOFPHILIPS~ CXMEtA'XMXI!lX)R,REIXASEA.O 

SEDECISICNMADE: 08-MAY-2002 
510(k) iZUMWRY AMILABIE = FDA 

D~~:M(x1IFI~I~ToM2376AD~~INK~~ 
SE DECISICN MADE: 07-MW-2002 
510(k) SUMMARY AWILABLE FfiaM FDA 

DEVICE: PHILIPS INXXMATICN CENTER SO- REVISICN D.02 
SE DECISIm MADE: 15-MAY-2002 
510(k) SUMMARY Am FFXN FDA 

DEVICE:XTRACEXCIMFRLASERSYSTEM,~ELAL7000 
SE DECISICN MADE: 16GW=-2002 
510(k) SUbMARY Am = FDA 

DEVICE:GALILXXAS/NAVTKRSYSIJM 
SEDECISICNMADE: 2O-MAY-2002 
510(k) SUWARY Am FRX PDA 

DEVICIGSL-RUJS LATEmLIzEDfxmM 
SE DECISION MADE: 14-MAY-2002 
510(k) SUMMARY AVAILWLE FRX FDA 

SE DECISION MADE: X-MAY-2002 
510(k) SUbWiRY Am FRX FDA 
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p.J3oxIMA-cs, m. 
-ER-TRAY 
A!ITNzM?iRTINF,DSCTNfZIDEFt 
2555 MARCKNI DRIVE, SUITE! 220 
-, GA 30005-2066 

PSY~ICSc3oRe. 
ATI'NzWILLIAMRTHISI!LE 
5832 IJPUWERW 
CULVER CITY, ca 90230 

PuLmENTooRpoRATI(=N 
ATTNzKENNEXHJlXRK 
80 - STREEI' 
-, MA 02472 

PuLSIcNMEmCALSY~~ 
EBATUREHwSINGPV4046 
ATINzJiQBSMDELANEY 
loo MAIN ST. 
sTE* Il.20 
cDNOXD, MA 01742 

510(k) No: KO11690 

pEKx;TENO: 770-753-4848 

510(k) No: KO11426 
PHONENO: 617-868-7455 

510(k) No: KO20514 
PlEDNENO: 617-926-6666 

510(k) No: KO20587 

PJBNFINO: 978-371-0066 

(pz.lDEL 03RP. 
ATTN:JEtwnms- 
10165 Mc!UUSR CT. 
SAN DIM;O, CA 92121 

QuIDm 03RP. 
ATTN:JENNIFERsHANKp;RD 
10165 MCKEXUR CC'. 
SAN DIEGO, CA 92121 

510(k) m: K020799 
PHCNENO: 858-552-7910 

510(k) No: KO20801 
PEJCNE NO : 858-552-7910 

RAPIDDIWNOST ICS, INC. 510(k) No: KO20716 
AMULTIPLEDRUGTESTCARDS(UPT0SIXTESTS) 
AT-TN: - C.F. YU PHONENO: 650-558-0395 
1429 RCGCJINS RD. 
EiuumaE, CA 94010 

RJZE'LACEWNT PAKI'S INDWSTRIES, INC.510(k) No: KO21531 
ArITN: IRA LaPIDEs P!XNJZ NO : 818-882-8611 
P.O. Box 5019 
m, CA 91313-5019 

RX clXNESl-m= INDUSTRI7G RJZ510(k) No: KO14126 
ATTN:JEN =IuwaN PHONE NO : 886 352 08829 
m.58, FU- -, 
HSIN~CITY, 

DEVICE:MWNXITEiRAlXATIOI?THERAPY SYSTEM(RI'S)'BAY,MAWBITEHDRA 

SEDECISICNMADE: 06Gi?XY-2002 
510(k) SUbNARY Am FlMM FDA 

DEVICE:PSYCBEMEZDICSRIA~INOIDASSAY 
SE! DECISION MADE: 03-M&Y-2002 
510(k) SUW&RY Am FFXX mA 

DEVICE:PULEDENTGLWZII 
SEDECISICNM?iDE: 16-M&Y-2002 
510(k) SUMMARY Am FRX FDA 

DEVICE:FWSIcNPULSICCXtHPIocx,MXIXBINGKIT, ~SENSORTEMP 

SE DECISION MADE: 23-MXY-2002 

510(k) SUMM&RY AWILABLE m ZDA 

DEVI~:~C!KVUEcNiXTEP~~ 
SE DEXXSION MADE: 17-MAY-2002 
510(k) SUtNARY Am = BDA 

DEVICE:QUIC!KVUF,~-mm 
SE DECISICN MADE: 17-MAY-2002 
510(k) i%JWARY Am FIMM ZDA 

DEVICZ:RAPIDOPIATESTESTSTRIP II, RAPIDOPIATESTESTCARD IIANDDC 

SEDECISIONMADE: 06-MAY-2002 
510(k) SWM?tRY Am = FDA 

DlWICEi:RPIREWiCENENT~LIGHTS 
SE DECISION MADE: 31-MAY-2002 
510(k) SUMtQRY Am FII131M XiDA 

DEVICE: SANIDAD HIWLTH-UP TENS PIP-73725 
SF, DECISION MADE: 03-MAY-2002 
510(k) STATENWT 
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-, INC. 
A!lm:PATRIx FLEIscHHp,ctKw 
11400 73RDAW.IXXTH 
I'4AlXE clTUXE, MN 55369 

510(k) W: KO12680 
PHxmNo:888-856-4870 

2i7axmxIC lf4lGTE SYm, INC. 510(k) No: KO20664 
mERIKRSYNNESTVEDT PHONE NO : 215-914-1110 
6691 PICKARD DRIVE 
SYRACUSE, NY 13211 

sI!ERIs cow, 
ATJN:ILaRI I3ALLER 
2424 Wfis'T 23RD ST. 
ERIE, PA 16506 

tzxclmLINGMEDm1CNs, 
DIGM ILWJSION PUMFS 
ATTN:JOEL DOUGLAS 
66NEPTuNEDRIvE 
GFUYION, CT 06340 

STERLINGmmINs, 
AT'I'N:JCZLSDOUGLM 
66NEETumiDRIvE 
-, CT 06340 

i5iTERLw MEDIvAT1ms, 
A%mN:JoEL lIxxmAs 
66NEmmwDRIvE 
-, CT 06340 

srERLINGmm1ms, 

INC. 

INC. 

INC. 

INC. 

510(k) No: KO20747 
PJ33NEm: 814-870-8559 

510(k) No: KO21216 

PiXXE NO : 650-814-4083 

510(k) No: K021296 
lz?mNENo: 650-814-4083 

510(k) No: K021487 
PI-IONENO: 650-814-4083 

510(k) No: K.021530 
IONOFFLUIDSIN!I0THEi~YEiEWVTHE SURFACBOFTHESKIJXJ 
ATTN:JoEL DOUGLZG PHONFINO: 650-814-4083 
66m~R1ifE 
GROTON, CC 06340 

STERNGOLD 
AllTIN:= F@o 
23 FFMKIQSBEFG DR. 
-, MA 02703-0967 

510(k) N: K021367 
PHCNENO: 508-226-5660 

STEWENK. SUE 
ATlNtSTEVENKSUFn 
2065 S. KING EiTREET 
SUITE 304 
HOMLULU, HI 96826 

510(k) No: K013687 
PJXSENO: 808-949-8876 

DEVICE:~SEDEiRCPCXWULM 
SEDECISIONMADE: 06-MAY-2002 
510(k) i?UMWRY Am = FDA 

DEVICE:STERISHARPJ-GXXN RsDc,mELRsDc3G 
SE DECISION M&DE: 14-MAY-2002 
510(k) SUMMBRY Am m BDA 

DlZVIC!&AMSCO -MEDIUM STERILIZER 26" X 26" 
SE DECISION MADE: 17-MAY-2002 
510(k) SUMMARY Am m FDA 

D~~:SIMpLI~S~PINFzTSIclNsETFoRUsEwITHTHEMINIMEDPARA 

SE DECISION MADE: 03-M&Y-2002 
510(k) SUMMARY Am F.&X FDA 

DEVICE: SIMPLICITYQHZASYPIBFUSI@?SET 
SE DECISION MADE: 14-MAY-2002 
510(k) SUMMARY Am FfEaM FDA 

DEVICE: SIME'LICITYFASYACXXSSPINFUSIONsET 
SE DECISION MADE: 17-&?iY-2002 
510(k) SUMGRY AVAIIBLE lFIMM EDA 

DEVICX: SIMpLICLTyEAsyPsoFT~SIcrNsFT~~SIoN~/~INJEx=I 

SE! DECISION MADE: 21-MAY-2002 
510(k) SUMMhRY AvAILABT_IE: FIMM FDA 

DEVICEZ: STERWOX) 66, NDEX, #Sl80230 
SE DECISICN MADE: X-MAY-2002 
510(k) St&MARY Am = FDA 

DEVIC!E:?&lQSE I?lFmTm~~FoR~.- 
SE DECISION MADE: 28--MAY-2002 

510(k) SUMMiWY AVAILA%E FXM FDA 
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STICKTECHLTD. 
ATrN:wILGm TF33TmL 
8OPARKmYwEsT 
BDUNT VERNON, NY 10552 

510(k) No: K.021126 
PHZNZNO:914-664-1640 

SULTAN a3EtasTs, INC. 
AlITN:m SMIm 
85WESTFWESTAvE. 
-, NJ 07631 

510(k) No: KO20612 
E?WQt NO : 201-871-1232 

SULrn~Ics, INC. 
ATTNzMARIAEBRI~ 
651 CaMpuS DR. 
ST. PAUL, MN 55112-3495 

suLzERmPED1m, INC. 
ATTNzFRANCESEHARRISCN 
9900 -DM DR. 
AUSTIN, TX 78717 

510(k) NO: KO21563 
PHoNENo: 651-697-2018 

510(k) NO: KO20713 
PEDNE NO : 512-432-9306 

SULZERSPINE-TEbm 
A!rrN:ANG;ELA BYLAND 
7375 BUSH LAKE RD. 
MINNEAPOLIS, MN 55439-2027 

SUNPEXTl?iumo~oo.,LTD. 
A!lm:JuDY Ixsu 
676 CISNNG HsIp13 RBD 
CHIA YI CITY, 

510(k) No: KO20344 
PHCNGNO: 952-857-5631 

510(k) NO: KO21371 
PHONEi NO : 886 522 05882 

SUFGI-VISION, INC. 510(k) NO: KO20790 
CmIL, AND ---MRmIL 
~NANCYETAYIQR EBW3 EKl : 301-527-2000 
20FIRSI!FIELDRD.SUITE200 
GAITISERS~, MD 20878 

tsxJRGI~ooRp. 510(k) No: KO20033 
ATrN:mu MziTsoN Pi3XE No : 9X-933-5056 
509OFifBERTJ.MATHFMSPKW. 
#4 
EL DQRADO IbELLS, CA 95762 

SUIGICAL INSTRUMENTS SERVICE AND S510(k) ND: KO12658 
AlrlN:ZS~ PEDNENC?: 602-788-5651 
3636 E OoLUMEiINE DRIVE 
Pi-DWIX, AZ 85032-5655 

DEVICF,:EiVERSTICK~ 
SE DECISION MADE: 13-?Wf-2002 
510(k) SUM&WY AWIL?BLE FRLaM FDA 

DEiVIC!EZ: SULTMSFQR0XTESTVIAT&~EL75195 
SE DECISION MADE: 07-MAY-2002 
510(k) STATmmT 

D~CZ:IiWR&~ILSELF-EXPANDINGVSTENT ~ 
SE DECISION MADE: 31-MAY-2002 
510(k) SW%RY Am = l?DA 

DEVICEi:MS-3OLA!EWiL FEMORALSTEM 
SE DECISION MADE: 14-MAY-2002 
510(k) SUMARY AVAZABLE FFCH FDA 

DEVICE:RPXTITZiNlUMCBlNTREZZRICI0R 
SE DECISICBI MADE: 02-MAY-2002 
510(k) StMARY Am FFCM FDA 

DlWICE:SUNSPEXTE#BQLGZESMBEL,SEO2 
SE DECISION MADE: 16-MAY-2002 
510(k) STWENWC 

DEVICE:INT%RcIEpTEiBPHWEAL~MR.ooLL,IIWWEETUREWRAL~~ 

SE DECISION MADE: 21-MAY-2002 
510(k) St&WARY AvAILABLEl = FDA 

DEVICE:MAXIS'IWPVAFCViM~LIZATZ~PARTICLES 
SE DECISION MADE: 31&W-2002 

510(k) S@WiRY Am m FDA 

DEVICE:B mdE%ESSIoNLIMB~ 
SE DECISION MADE: 14-MAY-2002 
510(k) SUMARY A- FFCM FDA 
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TtxIE!LEcmIcoo.,LTD. 
ATI'NzSUSANDGOIJXTEIN-m 
55IQxmimmBLm. 
SUITE200 
GRE23 laczK, NY 11021 

TQfIEC~INGSYSTEMS,B 
JYI'TNzm EIW 
EiDISONizXWsSE6 
-1SSBEIM, 

msoHMEmcs, INC. 
ATTN:LuIS NAmYAMA 
347 OYSTER POINT EmID., 
SuIm 201 
scxlTHSAN~1m,cA94080 

TREiKDlXXXZTICSY~,INC. 
ATmzczrmiuAcKNAFP 
29299 CLEMENS FtD. SUITE 1-K 
-, ail 44145 

TREKDITQWSTICSYS!FENS~INC. 
ATIr?zcxNIHIAC~P 
29299 -s RD., SUITE 1-K 
-, OH 44145 

TEtEKDlXZNXTICSY~,aJc, 
ATTN:(zzmTmmCKNApP 
29299 WS RD. SUITE 1-K 
WESTLAKE, OH 44145 

UNICAREBIcIMEDICAL,INC. 
m:m YANG 
25951 LA CUESTAAVE. 
IL?GuNA HILLS, CA 92653 

USA INmuMENTs, INC. 
m: cJinIsTIE SENMPXER 
1515 DANNER DRIVE 
AURXA, CH 44202 

vARIANm1mSYm,INc. 
ATlN:LINDASNASE-I 
31OOBANSENwAY 
PAW ALTO, CR 94304 

510(k) No: KO21374 
PEONEN: 5x-482-9001 

510(k) NO: KO20561 
FHONENO: 49 89 32175830 

510(k) NO: KO20489 DEVICE:G7AUTWATED HPLXlANALYZER,BEZ!A-THALMSEMIAE2vIIAE 
PHCNEEJO: 800-248-6764 SE DECISICN MADE: l--2002 

510(k) NO: KO20762 
PKNENO: 440-250-1665 

510(k) NO: KO20859 
PIDNE NO : 800-2X-9036 

510(k) No: KO21339 
l%DNE ED : 440-250-1665 

510(k) NO: KO20720 
PHxa?, No : 949-643-6707 

510(k) fiJ0: KO21262 
PHCUE NO : 330-562-1000 

510(k) No: K021268 
PHONENO: 650-424-6990 

DEVICE:XEWXQJABLUEIEDLIGHT(x3RINGDEVI~ 
SE DECISION MADE: 3O-MAY-2002 

510(k) SUMMAFU Am ERZH FDA 

DEVICZ:~SCAN,SWCMCANPFQCARDIOSCAN 
SE DECISICN MADE: 0%MAY-2002 
510(k) SUMARY Am FRX FDA 

510(k) SUMMARY Am FXM FDA 

DEVICE:GATIFUXIN 
SE DECISION MADE: 09-MAY-2002 
510(k) m 

DEVIC!Z:V 
SE DECISION MADE: 15-MW-2002 
510(k) iTUQnmn 

DEVIC%FlNMXMUS/~S~ 
SE DECISION MADE: 09-M&Y-2002 
510(k) m 

DEVICE:OSSIFORM 
SE DECISION WE: 07-MAY-2002 
510(k) SUMWRY AWULABLE F'FXM F13A 

DEVICE:~ -p~m/mHEADmIL 
SE DECISICNMADE: 21-MAY-2002 
510(k) SWM?W Am F'RX FDA 

DEVICE:ECLIPSE,HELIC6OETICN 
SE DECISION MADE: 22-M?iY-2002 
510(k) i?UMARY Am FFXN FDA 
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VlZIQR~&DEVELOPMEiNT 
ATINzDANIELK?!MM 
EoBOx7007 
DEEF@IELD,IL60015 

VIBRANTmTH 
A7rcN:sTEpHEsJ ErmlD 
15ODESGRANDSCUIIEAUX 
-IL QUEBEC, 

VISICN-SCIENCES, INC. 
ATIN:PAMEm PxmEAU 
5WHITclQMBAm 
AYER, MA 01432 

VI% SCIENTIFIC N.V. 
m:ISRPlELMSTEIN 
ONE m CENTER SuIm 411 
NEWION, MA 02458 

W&HDENTAL;WERK~GMBH 
115 

-RA-LtFBENDA 
531GNAzw-m 
-, 

WmrERmREN2SuRG1csL,m. 
ATrN:t5l3EmL - 
1520 TRADm DR. 
J, FL 32218 

wA.FmMMEG., INC. 
ATI'N:JOEDB;EMWN 
8317 FRONT BEACH IMAD 
SUITE 21 
PANAMA CITY BE&C& FL 32407 

WHITESIDEBI~CS, INC. 
ATTNzDEBRAMEYER 
12634 OLIVE BLvD. 
ST. mS, MCI 63141 

510(k) EJO: KO20113 
PHONE NO : 847-3741727 

DEVICE:VECIORFSERlESHIGH-SPEEDDENI!ALH?!NDP~ 
SE DECISION MADE: 17-MAY-2002 
510(k) m Am F.tQf FDA 

510(k) No: KO20567 
PHoNFlrKl: 450 526 1295 

510(k) m: K021344 
PHONENO: 978-772-3552 

510(k) No: KO20840 
?aIoNENo: 617-527-9933 

510(k) NO: KOl4068 

pI!KlNEbK): 436 274 62360 

510(k) NO: KO21522 
PHONE No : 904-741-4400 

DEVICE:~Ml 
SE DECISION MADE: 02-MAY-2002 
510(k) isTmmEm 

DEVICE:B-F200 -PE WIW BSS-F21 m SYSTEM 
SEDECISI~MADE: 24MAY-2002 
510(k) w AvAILABI;E FIMN FDA 

DEVICE:VITALSCIENTIFICPTWITHC!AI.CIUM 
SE DECISICN MADE: 15-MAY-2002 
510(k) SUb%%RY Am = FDA 

DEVICE: ELOQMED, lclmlELs SA-200 C 230, SA-200 230, S&200 C 115, SA-200 

SE DECISICN MADE: O3-MAY-2002 
510(k) SUb%@RY Am Fmd FDA 

DEVICZ:U%ZN!Zl.EaX4MbE91CZ&!ORB Tllzxl?mm 
SE DECISICN MADE: 21-M&Y-2002 
510(k) SU&&fUZ Am = FDA 

510(k) NI): KO20673 DEVICE:WAVEFORMMANuFAc"IINRINGPRO~ GENEmLsHAvEDFIBER 
PIXNE NO : 850-233-5512 SEDECISICNMADE: 30-M&Y-2002 

510(k) m AVAILABU FIMM Z!!DA 

510(k) No: KO12800 
PEONENO: 314996-8540 

DEVICE:~CTJNIOZG?~ KNEEsYm 
SE DECISION MADE: 03-MAY-2002 
510(k) SUMQRY Am = FDA 

wIELANDDENT!AL+TECHNIK GMBH 6-t 0%10(k) No: K.020774 
m:- FOLZER PHCBENO: 49 072 3137050 
- - 13 
PFmzHEIM, 

DEVICE: .R@GINEH~E.PRESSDESIGN-CEEGMIC 
SE DECISICXJ MADE: 22-M?U-2002 
510(k) m Am = EDA 
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