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ABBCIITB, INC. 
l.==PYc.mmmmIm,lm 

510(k) m: KWO821 
cKtwI-a 

ATnJ:JllILti SACKEIT FFKNEP3: 847-937-4085 
DEPT. 389,AP30 
2OOABBmTPARKFaxl 
ABmrc PARK, IL 60064-3537 

ACIST MEiDrm sYs!rEMs 
A!lTNtCNUMBENRLmE 
7450 F'LYlSS cXOUIX3 DR. 
SUITE 150 
EDENPRAlRn,MN55344 

510(k) No: KOOCXX3 
FEONEND: 612-995-9319 

Aap13- 
ATm:JANI~ EiFKm 
54OAmmDR: 
l+frmms, CA 95035 

510(k) IW: K993946 
PHONENO: 408-321-9100 

ADRI 
ZXI'lXzGECXZHSCHERR 
P.O. Bm 134 
PARKFtxas!r,IL60466 

510(k) NO: KOOO054 
FTKNENO: 708-758-3242 

ADVANCm CARDIQJASUmR .%STms, 1510(k) NO: K.000550 
ATIN: SANDPA L3omm.L PEKBEIW: 408-845-4278 
3200rexEslDEDR1~~ 
i!+zwrA cLAwI, CA 95054 

ADx4waMEmcaL -a, INC5lO(k) No: K992524 
-cAEuEsAND- 
ATIN:KENNEIHEKENORIC!KS FT-KXE ND : 954-345-9800 
10630wnxSRD. 
OcwAz, SPRINGS, FL 33076 

AEs(xTLAp, INC. 
A!rnJ: t!zzmlE REITm 
13221 MARIm PLACX 
SAN DIEGO, Ca 92130 

510(k) No: K000021 
!333ENo: 619-977-1465 

?Gm -IEs, INC. 510(k) No: KC00635 
A!rrN:MIKE HOIXN Pi-KNEW: 978-659-3173 
3oooMINummNRD. 
ANKWER, MA 01810-1099 

ATJAEEIANCEHEAL~~. 
A!rm: l52-nFm EOBBINS 

510(k) ND: KOW417 
FT-DIE M3 : 847-785-3311 

15OOWXEGANRD. 
bm?wPARK,IL6cm5 

DEVICX: ACISTAt@XGR?GHI c~ICNSYSTEX,bTJDELR-2000 
SEDJX!ISICNXADE: 28-&!AR-2000 

510(k) m AVAIUEUZ FFUX FDA 

DEiVICE:PEGASYSULTRA 
sEDECISICNM?tDE: 09-&W?-2000 
510(k) .SUW?W AWILAFEE FFCN FDA 

DEVIGZ:oIwMEGALINKSDSBILIARYSTEWSYSTE!d 
SE DEXXSION MADE: 17+??iR-2OCO 
510(k) t%mWRY AVXLAEU FfXW FDA 

DEVICE: PATIENT C%BLES FfXW, I.E., EcG,EKG,sFQ2,ANDBPIN 

SE DECCSICN MADE: Ol-EAR-2COO 
510(k) SU@!ARY AVAILXUZ FIXX FDA 

DEWICE:AESUWiP~WAX 
SE DECISICN MADE: 24-&W&2ooO 
510(k) m AVAIUEXE FFCN FDA 

D~~:~IFI~~TDHpM237tiADEvI~LJNKsY~ 
SE DECISICN FADE: 2O-MAR-2000 
510(k) SUMMARY AVAILXXE F'FUX FDA 

DEVICX:CWWKIWGEpuIpMENTDRApEs 
SE DEXTSICN MADE: 17-M?iR-2000 
510(k) SD&WRY AVAILABW FRX FDA 
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ATm:QslwKN ROBBINS FHCSEm: 
15OObnuKEmNm., Mm4 
MoGAwPARKfIL6m85 

Km0697 

847-785-3311 

ALTusMEmCAL 
ATrN:MI~ LEWRMER 
821 03AN ROW 
wJRI;[NGAME, CA 94010 

510(k) No: K991798 
FXBEND: 650-552-9700 

AWRI~DEN!ALP~X~S,IW. 
ATTNzGEtXGEMCmAE 

510(k) m: 
PEKNEKI: 

603-B m CLUB DR. 
v, IL 60106-1329 

K994368 
630-23S-0275 

mERIcwMmIcxi9!mmS,INc. 
ATmzSYLvIALGuBBE 

510(k) NJ: 
ET-DIEm: 

10700 FnEN RD., WEST 
-, MN 55343 

Kooo279 
800-328-3881 

ANSELLPERRYINC. 510(k) r\R3: 
MCRLES!3OFWl!ALIV?YJER-~IN 
ATINzJAM!Z+SR~ PENENO: 
1875 HARSH AVENUE, S.E. 
MASS-, a3 44646-7199 

KOOO165 

Fiti 

APPLEMEmc7&cmP. 
ATIN:J-cHN puIztxD 
28 r.cm RD., UMT 135 
-, MA 01752 

510(k) Im: KOOCQ26 
FKXWlN3: 800-255-2926 

Am37IM!L., INC. 

ATIN:THXASDNICKEL 
24OOFfmNvmxm 
READlN2, PA19605 

510(k) m: I(993691 

FCNEN3: 610-478-3137 

mm. 
Alrm:BRucE pI?arHm 
595 ~PASIWIAAVE. 
-, CA 94086 

510(k) NO: K992180 
FT-KSEIQD: 408-736-0224 

510(k) No: KooO511 
-t -, -ANDspINE- 
ATm:BRucE - Pi-EN3 NO : 408-736-0224 
595 NXlWPASTtXIAAVE. 
-, CA 94086 

DEVICE:bXXlTICATICN~AlRLIFE HEATEOVEM~ANDANESIHESIA~ 

SEDECISICNMADE: 3O-MAR-2000 
510(k) SUbWiRY AVAILABLE: FlXN FDA 

DEVICE: AdZNEiMEDICAL AESTmTr1cND:My=LASER 
SE DEcIS1C.N MADE: 06-&!AR-2OOO 
510(k) SUWARY AVAILAEU m FDA 

DEVICE:WERICANDEtTI!AL~~~D~m;vS 
SFiDEiCISICNI'GDE: l&t&R-2000 
510(k) SUMMARY AVAILAEU Fl%X FDA 

DEVICE:~BoNEANCX%XtSYSl'T!N 
SE DJiXXSICN,HADE: Ol-MAR-2000 
510(k) SObWiRY Am FIiaM FDA 

DEVIcE:NEXTSTEPKXiXRFREELAlIEX ExzmxAT1mGLLxIEs cYimAINs5om 

SE DECISICN MADE: lO-MW?-2000 
510(k) SOWARY AVXLABLE FiXM FDA 

DEVICE:APXEMEDICALCNE-TWCX~sAMpLElR 
SE DECISION MADE: 31-MAR-2000 
510(k) StRWGY Am m FDA 

DEVICE:VISZ'GECfXMETIC,SWGERY, mEL v5oxl 
SE DECISION MADE: 20--M&R-2OCO 
510(k) ,%&NARY A- FFUX EDA 

DEVICE:M3DIFICXI'ICHTD~~,AwHwxaftF: -,= 

SE DECISION MADE: 13-MAR-2ooO 
510(k) SUMMARY AVAIUBLE FHX FDA 
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A% -IEs, lx!. 510(k) NO: K994319 
m:- HARDmaxHRAN PFKNEIW: 954-929-4317 
1034 LINcrEx siTREm? 
I-KLLm, FL 33019 

ATL ULm, Itc 510(k) NO: K994373 
GmLOLnTRANSDmfm7-4\ 
ATIWTEXWWCEJ~‘ 
P.O. Box 3003 
lxYmEm,FIA98041-3003 

ATRIOMMEmCALcmP. 
A!tTN:m HAT& 
5 -DR. 
HuDsm, NH 03051 

ATRILMMEmcxlaxP. 
ATlN:KAEmN HALL 
5 - DR. 
HuDsm, NH 03051 

AvLSCXENIXE'ICo3Rp. 
ATIRFIANDY BYRD 
235 HEMWEE PARK DR. 
RfXWELL,GA30076 

B6(KMEDICALA/S 
ATIN:vILLY BRhNDER 
sANMTlFTEN9 

fiaoNEm : 425-487-7602 

510(k) No: KOOO499 
PKNEIW: 603-8aO-1433 

510(k) m: KOOO504 
EBIVEN3: 603-880-1433 

510(k) IW: Koo0103 
FT-KNXIW: 770-576-5000 

510(k) No: KOO0567 
FTicN3 No : 011 454 5970100 

B.BRAUNMEDICAL,INC. 
ATIN:Gxa GOLYAS 
1601 WATiIAX Dli.,-SUITE 150 
~m,Tx75006 

B.BFWJNOFAMEXCa,INC. 
m.m:MaRKs- 
901 MARam HLVD. 
-, PA 18103 

ErGGARDMEiDI~PROD~ 
ATIN:E.MARTIN CHNWXXN 
I.2050 Las PEAK PKWY. 
DF@@JiR,uT84020 

510(k) No: K994375 
PHONENO: 972-245-2243 

510(k) m: K993024 
PHCNENO: 610-266-0500 

510(k) No: KOCO495 
PHONENO: 801-572-6800 

DJWICJ%MXWLAP 
SE DECISION MADE: 20MAR-2000 
510(k) ,SOWARY AVAILXUZ FIMM FDA 

DE!VICE:BDI15~/SA88OOULZIWGJND SYS'J!i?NWITHMOLTIPLANETRANt3FSO~ 

SE DECISICN MADE: 24-W&-2000 
510(k) SUbWiRY An FI7cpI FDA 

DEVICE:ADVANIFiSUPERSOFTGRAFI' 
SE DECISICN FADE: Ol-MAR-2000 
510(k) ss!Wmmm 

DEVICE:ADVANTASOPEXSOFTGRAFT 
SE DECISION M&DE: Ol-MAR-2000 
510(k) m 

DEVICE:AVLOFl'IRANALYZER 
SE DECISICN MADE: 20-MX+2000 
510(k) SUMARY AVAXABLZ F'EXM FDA 

DEVICE:ULTPAXUND lstxmFB TYPE 2102 
SE DECISION MADE: 09-MAR-2000 
510(k) !XMGRY Am FFXN EDA 

DEVIGQHXt~LIGHl! 
SEDEXXSICNMADE: 08-W%2000 
510(k) SUWARY AVAIIAWX FXM FDA 

DEVICE:CEXSITE ~mwImvALvED~ 
SE DEXZSICN MADE: 13-M?Q?-2CW 
510(k) SOMWRY AVAILWIE F'MX FDA 

DEVICE:BALWRDMHXC7&PFUZD~EPIDURALANDSPINAL~LES 
SEDECISIONMADE: 28-MAR-2000 
510(k) ,!XMMRY AVAILABLE: FXM FDA 
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BARo3w 
m:FRANK FEEGUSCN 
P-0. BOX 12038 
IA JOTJA, CA 92039-2038 

l4ARcDNv 
m:FRANKFERGum 
P-0. B3X 12038 
LA JOLW, C7-i 92039-2038 

BAwx)Nv 
ATrN:FRANKmm 
P.O. m 12038 
IA JELA, CA 92039-2038 

BARCONV 
AlT?:FRANKFERGum 
P.O. BOX 12038 
IA JOLLA, CR 92039-2038 

-NV 
A?rIN:FRANK FERGum 
P.O. BOX 12038 
LA JULLA, ca, 92039-2038 

El%RcoNv 
A!rnJ:FFaNKFfisaJ~ 
P.O. BOX 12038 
LA JOLLA, CA 92039-2038 

E?Jmscx&rn, mc. 

Z'ZlN:GLENNADA. 
14oo~~S!FREET 
E1IxHEsw, NY 14692-0450 

BFixTER~~ocwe. 
ATIN:MwYELLLEN SNYDER 
IF. 120 AND WILsoN Row 
FmNDLAKE,IL60073-0490 

ATTN:m l.cxGAN 
1 BEbZICN DR. MZ 226 
FRANKLIN LAms, NJ 07417 

510(k) No: KMxK)M 
PIXBENO: 858-587-1147 

510(k) m: K000016 
PfXllEND: 858-587-1147 

510(k) IW: KooO291 
PHONENO: 858-587-1147 

510(k) m: KooO292 
FKNEIW: 858-587-1147 

510(k) No: KooO293 
FFCNENO: 858-587-1147 

510(k) No: KOO0294 
PIXNE ND : 858-587-1147 

510(k) bKh K994l25 

EENENO: 71G338-8215 

510(k) m: KCW657 
lF%XE PC93 : &47-2704644 

510(k) NO: K982558 
PJXNENO: 201-847-4344 

DEVICFn:BAIiasplED5MPlH 
SE DECISION MADE: 14-M?!R-2000 
510(k) t%MRY Am FIQl FDA 

DEVICE:FGHZNED5MP2 
SEDECISIONMADE: 14-&N&2000 
510(k) SUMGW AD FE3aM FDA 

DEVICE: MEWI 118 
SE DECISION MADE: 27-N?%2OCO 
510(k) SUMFARY AVWIABIE F'F%ZM FDA 

DEVIC!Ei:BARClZJMMD32lPLUSMEDIC%L -ION DISPLAY 
SE DECISION MADE: 29-MAl-2000 
510(k) SUMFARY Am = FDA 

DEVICZ:BARCOGD2212MEMPIXELD I?GNOSTIC DISPLAY 
SE DECISION MADE: 29-MAR-2ooO 
510(k) SUWARY AVAILWLE = FDA 

DEVICE: MMI) 120 
SE DECISICN MADE: 27-MR-2000 
510(k) StlWARY Am = FDA 

DEVICE:E!AU~&LQMB2-WEEX(~ B)VISIBILITYTINlEDaZWACZC 

SE DECISION MADE: 03-MA?-2000 
510(k) StMWRY AVAILABLE FIMM FDA 

DEVICE:LUEZAaZESS -vw;AD- 
SE DEtCISICN MADE: 08-MAR-2000 
510(k) SUMMARY AVAILMLE = EDA 

DEWICE:BDpREEFIIENF.MALSALINEF'LUSHSYRINGEFLUSEfSYRINZE 
SE DECISICN MADE: o&MAR-2000 
510(k) SWMARY AVAIMBIZ FF%ZM FDA 
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BEBIGIBGMBH 
m: SVEN Lz4NGER 
FaBEKr-FaSLE/sIR.lO 
BERLIN-BWX, 

BEcxMAN ozxlLTER, INC. 
ATJ3:JILT.l KuLi 
7330 (IFimxL Rx0 
SADDIMX), cli92196-9006 

BEcxmiN ozxJLTER, INC. 
mANZ&AMBYLAND 
1000 IAKE HAZEL= DR. 
CHASKA, MN 55318-1084 

BERRFtD B. FRESCI 
FTANDcREYELlID~ 
ATINzBERNARDBFReS03 
40 !3AIWCLAIRAvEEWT 303 
-8 -0, 

BESTMFG. 03. 
VES (BLUE, clwRRY FI.xmRm) 
A!rm:DAvIDcYceMG 
579 EOISoN isTREET 
MENLO, GA 30731 

BICNWFUX,IW. 
ATINzMARIOJW 
65RAIUCNDAVE. 
RIDGEFIELD, NJ 07657 

BICNATRIX,INC. 
ATIN:NADINEMQWU 
65RAILEMADAVE. 
-, NJ 07657 

BICNEYJ!,IlC. 
ATINtmTBINKLEY 
AIRKHl?INDUSTRIALPARK 
P.O. BOX 587 
PIARSAW, IN 46580 

BICNXlWLANTS,LTD. 
430828 

A!ITN:mJA ANNALA 

510(k) p93: K993552 DEVICZ: IsasEED PD-103 
Pk-XNENO: 493 094 7084.0 X 7SE DECISION MADE: 31-MAW2ooO 

510(k) ,sWWiRY AVAILAHLF: FFCH FDA 

510(k) No: K994278 
PFKXVEm: 858-621-4584 

510(k) No: KOO0716 
FW3EIW: 6l2-36&1615 

510(k) m: K991840 

PXBENO: 416 922 2707 

510(k) m: K993805 

mXE No : 706-862-2302 

510(k) m: K993362 
PHoNEm: 201-945-9550 

510(k) ND: K994170 
FHXEN3: 201-945-9550 

510(k) No: KC00538 
PHXElNO: 219-372-1612 

510(k) ND: KOO0616 

FKNEIW: 358 331 65600 

DEVICEt:ACCESSWASE m-cm 
SE DECISICN MADE: 28-MAR-2000 
510(k) .SUMWRY AWCUABW m FDA 

DEVIC!E:ACCESSC%MBC%7THEACCESS~~Y~ 
SE DECISION MADE: 20-M?iR-2000 
510(k) m AVAIL?CU FFUN FDA 

DE!VICE:~~PHENE ~AND~~PBENEtTWC%TERANDORF 

SE DECISION MADE: 20-MAR-2000 
510(k) SuMM?@Y Am = FDA 

SE DECISION MADE: lO-MAR-2000 
510(k) SOWWtY AVAIUW.E !CR% FDA 

DEVI~:HYL?NlQ 
SE DECISION MADE: 13-MAR-2000 
510(k) SUMWiRY AVUIABLE FEMM FDA 

DEVICE:mCL 
SE DECISICN MADE: 02-MAR-2000 
510(k) SUbVARY AvAIwlLe Fficpl FDA 

DEWICE:Mp;LuIRy/HEAD LATEBALIZED PRESS-FIT J?EW%L 
SE DECISI@l MADE: 15-MAR-2000 

510(k) SUMMARY AVAUABLE = FDA 

DEVICE: SmKmEaE ACL, &CDEZaS 430623, 430628, 430723, 430728, 430823, 

SE DECISION MADE: 23-NAR-2OCO 
510(k) SUMMNZ AVAIUBLE m FDA HERMIANKATu6-8L 

-, 
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BIOSlX'EDI?GNXTICS 
ATIRJCHNFBRUNI 
11030 FlxmiLE ST. 
SAN DIEGO, CR 92121 

EUDEWXKSINC. 
m:GARYsMxNIK 
107 SOVM - - 
.bzLumm,m76445 

BmYSTATLTD. 
ATI!N:I.JMEEWSEN 
PO Box 50 
EcuxASISLEoFoFIM99lDDg 
BRITISHIsLes, 

510(k) No: KooO231 
pH3NENo: 619-455-4808 

510(k) ND: K993225 
pE33NEND: 949-363-2953 

510(k) ND: K994242 
PHoNEm: 440 162 4629571 

E4mAEu!co.Lm. 510(k) No: m94203 

A!rm: BANKsoN TSAI 
RM. 405, ID.3 hwx.uANlSTIMAD 
HSW,'IIAIpEI, 

Pi-KNENo: 886 222 983980 

Jinwu!O.LTD. 
AlTIN:- TSAI 
IPI. 405,No.3wuamAN 1STFuxD 
HS~,TAIpEI, 

EXXXlIN-cw. 
A!tTNzTEXWAMXWEEN 
oNEKmmSCIEl?rIFIc~ 
NiYcIcK, MA 01760-1537 

EXXTW SCIE2WCFIC tXRP. 

510(k) No: K994299 
FJI-KNENO: 886 222 983980 

510(k) m: K993303 
FfKNEm: 508-652-5439 

510(k) N: KooO397 
lIcJEcr1oNmm ~MOLTIPLEBANDLIGAQX,~~ 
m:ABBY LIPMAN PHONEW: 508-650-8249 
ONE I?CEION SCIEt?I'IFIC PLACE 
NATICK, MA 01760 

KX'IIN SCIENI'IFIC, TARGE?T 
A!MN:(xmAN LEE 
479OOBAYSIDEPAEGWAY 
?LmMxl', CA 94538 

510(k) No: K993292 
FKNEm: 800-662-2415 

BFMMSDINXXST Ica, LTX 510(k) ND: KOO0286 
ATlN:H.iXE BERRX pHoNEf(93: 770-449-7738 
29m-SI'ReFT 
t+xcRmS,GA30071 

DEVICE:TRIRXE?XPCALIBRATICNVERIFIC4TI~~LS 
SE DECISICN MADE: 02-MAR-2000 
510(k) m 

DEVICE:BLADEhQRKSMI~HLADE 
SEDEXXSICNMADE: 20-N@-2000 
510(k) tXAVWNC 

DEVICE:~STAT15OOMODEoDY~ITICN~~~T 
SE DECISION N?iDE: 15-MAFG2OCCI 

510(k) m 

DEVICE: AFU'-M3 25K, MZ#XL M3-l-AW2-M; ART-M3 3OK, MX% M3-l-m3-Al 

SE DECISION MADE: 06-MAR-2000 
510(k) SUMW?Y AD FRX FDA 

DEVICE: ARi?-P3, MZEZG P3-1-AKJ-Al 
SE DECISICN MADE: 06-M&R-2000 
510(k) SUMMARY AVAXX%LE FlXM FDA 

DEVICE:SENI~ (SC)35E!AUXXI DlJATATICNCMHEXER 
SE DECISION MADE: 23-MAR-2COO 
510(k) .SWMARY Am FXN FDA 

DEVIC!E:SPEEDBtWD r?wmwEW MULTIPLE BAND LIm, Mn%XS 4225, 4228; 

SE DECISION MADE: 07-M?Gt-2000 
510(k) SOMW@Y AVAILABL FRX FDA 

DEVICE: BosroN SCIENTIFIC/~ SENTRY CYXLWICN ENJXXN CXMXEFt 
SE DEXXSICN MADE: 23-M&R-2000 
510(k) SWMAF&' Am FfXX FDA 

DJWICE:BRAHNSD ixxcsTIcAulMITEsT~I-TG 
SE DECISION MADE: 17-M7+&2000 
510(k) SOMARY Am FRX FDA 
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IxmsIDA LLC 
=H%& 

510(k) m: KOO0287 
FTDlEM3: 770-449-7738 

29fxxmH-sll?EEr 
mFLruxS,GA30071 

C.R. m, INC. 
ATIN:MARIoN GcsaoN 
129(JmmDRD.,BLDG.#3 
BIILERIa, MA 01821 

510(k) m: I@90504 
PI-KNEIW: 978-262-4867 

C.R. BARD, INC. 
ATIN: BEIHA ZIS 
129 cYxaxfD RD., Rms. 3 
BIUERIC7i, MA 01821-7031 

510(k) ND: K994290 
J?ENFlND: 978-262-4866 

c!4LI-luEmINc. 
ATIN:CHERYLALtI!ITLE 
105 m TFUUL 
WiRNERmINs, GA31088 

510(k) ND: K994144 
FFDNNO: 912-953-5771 

cnRDIACP~So3Re. 510(k) No: K992912 
HTFXXItG,CXUX7+CPAmiwAYSR?iDII cxlxEmmANDRADI1~ 
ATINzDmSEMl? FiTNEm: 408-737-0505 
995 BENELZA AVE. 
CUNNWAU, CA 94086 

cmxm,m 
38m,6800,88cn 

510(k) ND: K992703 

Al?BtWIUIAMDHAREi PENEND: 202-783-5070 
601 13'IH -T. N.W. 
SUITE 901 Scum' 
WASHXXN,M=2ooO5 

~I~DlXXBlXS,INC. 510(k) m: K994194 
ATIN:PEmR SaYIT JiBZNEND: 800-849-7070 
5301 DE%'AFUUREi DR. 
RATsEIGH, m 27616 

CmLzEISS, INC. 
ATINzSQYITAMARMZIN 
@E ZEISS DR. 
m, NY 10594 

510(k) No: K993357 
FENEND: 914-681-7880 

CasMEDuK 
ATIN:DEErXAH C4SI'LE 
39NoRKw?zBT3NsTEAD 
-1 

510(k) IQ: K991271 
FfXXEm: 017 373 79898 
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DEVICEi:J3RAHMD ma LlJMITEsT ANrI-Tpo 
SE DEcISIc%J ME: 17-MAR-2000 
510(k) SOMMAFX AVAlUBLE FXM FDA 

DEVICE:~~STJiiNT 
SE DECISION MADE: 16-M&R-2000 
510(k) SUMMARY AVAIUELE = FDA 

DEVICE: EiARD~PICSUTORRGSYST%?d 
SEDEtCISICNb?ADE: 2O-MAR-2OCO 
510(k) m AvAILABLe FFXM FDA 

DEiVICE:TUYBBRUSHWASH 
SE DEXXSICN MADE: 02-MAR-2000 
510(k) sxATmmc 

D?XCCE:CARDIACPAlXNAYS~CXEBXERAND~~WIT 

SEDEXXSICNMADE: 08-b%+2000 
510(k) SUbMARY AVAIUEIB FFfX FDA 

DEVICE:C!ARDICITRCNw;MOLTI-HIASE wm ANALYSIS SYm, mm 

SE DECISION MADE: 21-MAR-2000 

510(k) SOMARY AVULMLE FR.X FDA 

DEVIC!E:('I!AS)LCX'7RAtGEHEE'ARIN MAMy;pIENT CARD RAPIDEoINr 
SE DECISION MADE: 28-MhR-2000 
510(k) SLIMARY AVAILABLE FF@f FDA 

DEVICE:I~ 
SE DECISION MADE: 20-MAR-2000 
510(k) SUbMRY AVAILMLE = FDA 

DEVI~:CXXXTEASPIRATICNNEEDL,E 
SE DEcISIcXJ MADE: 08-MAR-2000 
510(k) SmTEMwC 
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CBYCN, INC. 
ATl!N:RoRY RAMZW 
2275 E. BAY- RD 
SUITE 101 
PALO ALTO, CA 94303 

ama@DI~, 
A!rlmLYNNELzmARD 
144OlWEXX 65!tHWAY 
mvADA,o38ooo4 

510(k) No: KOOO171 
ETKBlELm: 650-842-1800 

INC. 510(k) m: K994389 
PIXBIENO: 303-467-6586 

~DIZWim'ICSLm. 510(k) ND: K993557 
A!I'INzDANIEUXMKNIW EFX3lENo: 714-9333cm 
PEXiUNX!XIENCXPARK 
BusHLoaN 
ED-, 

oLx3mmr, INC. 510(k) No: KC00498 
AIITN: EJIMARDCYO ??FKXWND: 408-764-3912 
24OO~mSAST. 
SAMA CLAFA, CA 95051-0901 

0 INC. 
ATIN: H.J. VXElXTEIN 
750 - DR. 
M?HWAH, NJ 07430-2009 

510(k) NO: KOOO311 
IGT-ENENO: 201-5l2-8000 

OXEW5EDICX NEUW SC= F'I!Y LlD.5lO(k) NO: KOOO068 
AT'IN: (ZCN-GBUNDY PfDlENo: 612-574-1976 
647oRlxwIENm 
-IS, MN 55432 

cmKOROmx~,~. 
x2-m 
ATIW:DEBBlE SCHMITl' 
1100 WEST - ST. 
P.O. Box 227 
s-, IN 47460 

510(k) No: K994417 

EFZGZONO: 812-829-4891 

crxmRvIs1m, INC. 
lmm, OclopERFLM 
AlMN:EKINNIE TSYMBAL 
711 IKRTH RD. 
-, NY 14546 

510(k) ND: KooO384 

PHCNEIW: 7X-264-3210 

axDISa%u?. 
A!JTw:mREN wnx 
7EW%DEXXJl?NDRIVE 
WARREN, NJ 07059 

510(k) bK): K000564 
PHONENO: 908412-7257 

DEVIC!E:CBYCNSOFGIC%~ SYSTEM t=w 
SE DECISION MADE: 13-MAR-2000 

510(k) SON%ARY AVAILABLE FIUN FDA 

DEVICE:CCX3EHVR22OO~VENXJS -IR, FILTERED 
SE DECISION MADE: 27-M7%&2000 
510(k) .%&WARY AVAILAEW FIXM FDA 

DEVICE: AXtWIXT II RHEuMxmIDFAcmRIGAELISA 
SE DECISION MADE: 03--MAR-2000 

510(k) SlWEMEm 

DEVICE:a3HERWTL?!+t%%INKZ-1000SLITI.iWE'LASERDJiUVERYADAE'l'ER 
SE DECISICN MADE: 13-&?AR-2000 
510(k) SOWARY AVAILABU FEMM FDA 

DEVICE:Pm FIBERWITE 
SEDECISIONMADE:14-MAR-2COO 
510(k) SGfDWNC 

DEVIC3QCXXWMEDICS -~sYsrEM 
SE DECISION MADE: 13-MA%2000 
510(k) SO&NARY AVAILABLE FFXX FDA 

DEVICE: FREQUWX 55, FIiqzuENc55ASFHERIc,EzmRE,ENccmmRIc,m 

SE DECISICN MADE: 06+AR-2000 
510(k) SO&NARY AVAIUBTX FRX FDA 

D~~:aORDISMEDIUMP~~~~ICBIL~~&DEL~ 
SE DECISICN MADE: 23-MAR-2000 
510(k) ,SUMMAW AVAIUBCE FFGl FDA 
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cmD1saxP. 
A!LTN:DENNISSGRIFFIN 
14201 N.W. 6On-I AVE. 
MIMI LAKES, FL 33014 

03FUN U.S.A. 
A!EN:CZRAIG (XXWNCE 
10500 UNIXTRSI'IY CENTER DR., 
SUITE 190 
TAME'A, FL 33612 

azx?rEKm, INC. 
ATIN:OZ?NELMTDPATJi 
501W. w, SUITE B 
PALATINE,IL60067 

aB!rEK-PY, INC. 
ATIN:CXHJEL,Ml'OPALA 
501W. CXXFAX, %JI!l?E B 
PALXIZG$IL60067 

ozlRTEKm, INC. 
ATI'N: OCWNELMTOF'ALA 
501W. OXFAX, SUITE B 
PAIATINE,IL60067 

CRITIm SYm, INC. 
AlITN:ALEx K?QIAN 
20925-m 
-, WI 53186 

-, INC. 
ATIN:- a-D 
10 ELIa DR. 
c.lEWSFORD, MA 01824 

DADEBETBRlX,INC. 
ATIN:RIG-iTQDMVAWXT 
P.O. BOX 6101 
RcmE 896, (sLASawHux3.500 
lGMN?K, DE 19714-6101 

510(k) n KOCX)715 DEVICE:ENbtXANDVISlZi~~P 
EKNE NO : 305-824-5283 SE DECISION MADE: 31-MAR-2000 

510(k) ZXX@ARY AVAnABLE FFUX EDA 

510(k) ND: KOO0634 DEXCC&flIx3'IO~CRZS~ 
FTDEND: 011 441 28565966 SE DECISION MADE: 10-MAR-2000 

510(k) m 

510(k) In K994152 DEVICE:THELIGAMENTANCXXtsOFT~ 
PEKNE ND : 813-979-0042 SE DEXXSION &!ADE: 06+AR-2000 

510(k) m: KOO0197 
PHNIN3: 847-963-8487 

510(k) m: Kooo200 
FTDlENO: 847-963-8487 

510(k) m: KOOO202 
PIPJNE m : 847-963-8487 

510(k) IXJ: KC00276 
FHXElIW: 262-79W3282 

510(k) ND: KCXXJ490 
FT-KNFlm: 978-256-4200 

510(k) m: K994291 
PEKNEND: 302-631-6567 

510(k) S AVAILHTX = FDA 

DEVIC!E:CXXU'EKCYSTOSCXZ 
SE DECISICN &!ADE: 03-HAR-2000 
510(k) SUt!mRY AvAlLABLE FEaJ J!DA 

DEVIC!E:C)RI!EK~ 
SE DEYZISICX'? MADE: 03-MAR-2000 
510(k) mb?NARY Am = FDA 

DEVICZ:UXUEKIAPAFUXUX% 
SE DECISION MADE: 31-MAR-2OCO 
510(k) iXm?mEm 

DEVICE:MpT24ANDVIViLVlXW24 
SE DECISION MADE: Ol-M7iR-2000 
510(k) SUb%QRY AVAZAEZE m FDA 

DEVICE:cyNcLsuRE:pHcrroGENIcA~ 
SE DEXZISION MADE: 13-MAR-2000 
510(k) m AVAIIX&E = FDA 

DEVICE:DlMENSIONSPECiX%PF4XEINCT%I~ 
SE DECISION MADE: Ol-MAR-2000 

510(k) SUb%%?i AVCLABLE FEuX FDA 
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DADEBECHRIN,INC. 
ATIN: RICHARDMVAU;3I 

510(k) NJ: K994293 
H-KNEW: 302-631-6567 

P.O. KX 6101 
-=, -HLDG. 500 
NEMARK, DE 197146101 

DlxEErlimIm,INc. 
ATTN: RICHARDM- 
P.O. BX 6101 

510(k) ND: K994296 
FKNEND: 302-631-6567 

DADE BlEDING, INC. 
ATm:FuimclxSAYASH 
P.O. BOX 6101 

z i%%7??6101 

510(k) ND: K994341 
Ff-KNEND: 302-631-6276 

DAKocmP. 
ATIN:GREXHENMMORRAY 
6392 VIA REX 
(zzvQINrERIA, c74 93013 

510(k) No: K993957 
FFKNENO: 805-566-6655 

DATAsamaxP. 510(k) No: K994157 
Es, l.fzmrs 0684-00-0327, 06844-oo-0328, 0684404329 
m:- @ItzmIw Pi-Km I93 : 973-244-6136 
15 LAW DR. 
EMWIEXD,NJO704-3206 

DATExdHMEDA, INC. 
A!L'IN:DALE !t?%NIG 
1315 WEsr CZXWXRY DR. 
LCUISVIUX,cO80027 

Dzxlmm, INC. 
ATJm:JoELc!KmT 
3 HI- DR. 
-, IfA 01876 

DENISPLYIWL. 
tMg%lAtIx 9200 PLUS CEPH 
ATIN: WILLIAM T 03USINS 
901 WFST (zYw!lm ST. 
DESPLAINES, IL60018-l&34 

DEXTSPLYINI!L. 
ATm:P.JEEFmY IEm 
570 WEST aU,EGEAvE. 
YCRK, PA17405 

510(k) ND: K3935l2 
FBX3 No : 303-666-7001 

510(k) No: K993656 
PHONE No : 800-635-6099 

510(k) ND: K994285 

!?imm No : 847-640-4924 

510(k) NO: KOW169 
EKINEND: 717-845-7511 

DEVICE:DIMENSIONC4F'I.EXFUiXZW~ 
SE DECISICN MADE: 01-H%&2000 

510(k) SUMWRY Am F'FXM EDA 

DEVIC!E:DIMENSICNC3?XEXFUGGEMT~ 
SE DECISION MADE: Ol-MR-2ooO 

510(k) ,CXlMAW AVAILABLE FFCM FDA 

DEVICZ:F'IEiRIWXN C%LImKIT 
SE DE%XSION MADE: 03-MAR-20#0 

510(k) SUM7GZ AVAILAEW = BDA 

DEVICIQDAKOFCMXZML taJ~ANTI-HuMAN~~ 
SE DECISI(lN MADE: 03-MAR-2000 
510(k) SOMMARY AVAIL&&E FIX&t BDA 

SE DEYZISICN MADE: 13-M?&2CCO 
510(k) SDMMARY AVAILABLE F'FCM liDA 

DEWIC3Z:DATEX-CHMEDATUFFSAT 3OOOPuixEoxJNEmR 
SE DECISION MADE: 31-MhR-2000 
510(k) SUMWY AVAILABLE: F'fXM FDA 

DEWICE:DATEX-CHMEDATtXC@WX muLE M-!lmo 
SE DECISION MADE: 15-MR-2OCXl 
510(k) STaMWGY Am FIUX FDA 

DEVICE:CXWOMLX9200, c%?lHmGIx 9200 FUJS, -Ix 9200 cm%, c 

SE DECISION FADE: M-MAR-2000 
510(k) .SWMRY Am M FDA 

DEVICE:NUPRZ)PROFWIAXI SPAsmwrm F!WCFUDEANDTRICUXAN 
SE DECISION MADE: 24-MAR-2CXlO 
510(k) +SUWARY Am FWM FDA 
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DEEVY-~I~~,INC. 
A!tTN:L!awmTE wHl?mmR 
700 CWWPAEDIC DR. 
WARSAW, IN 46581-0988 

DEmYcmmPAEmcs,INC. 
iWlNzMARCUJAREb?I'Z 
700 CRTHOPAEOIC DR. 
WARSAW, IN 46581-0988 

DELSmUEs MEDICX~~~'S,INC. 
ATlN:DENISE BEXIWICK 
1011 S.W. EMKAY DR., SUITE 104 
Bmo, CR 97702 

DlXNXTICPFUNCTScXXtP. 
LXSlAl,IKVA.5&L2KW+2,L2KVA6 

ATINzmMLFVINE 
57OOWEST96THSI'. 
LAsAvGELEs,CA90045 

DUsXXITC~WI'S03RP. 
ATINzElWARDMLEVINE 
57oOWEsT96THS!C. 
Los-, CA90045 

D~ElVI',INC. 
ATmzJlwFl?AsmLI 
695 SOUTH B DRIVE 
AMIHEIM, ca 92808 

DRhEGEftMEOIC7&,INC. 
ATINzGALEEWINARSU 
3135 QJARRY RD. 
TELKDD, PA 18969 

E.BENSCNiXDLAB,INC. 
ATIN:At?IXNYMSRCCWETTI 
575 m ST. 
pEteaxE, MA 02359 

EBI, L.P. 
AlXN:JCN CWAWTIA 
loo YllMEwAcE PKWY. 
PAFWPPANY, NJ 07054-1079 

510(k) IQ: KooO306 
PJXNEIKI: 219-371-4903 

510(k) IX): KooO575 
PIENEtNO: 219-371-4944 

510(k) NO: K994079 
PKNENO: 541-385-0350 

510(k) No: KOOOW5 

PEKIENO: 310-645-8200 

510(k) ND: ml.2 
FFEXENO: 310-645-8200 

510(k) m: K993l.29 
PKtENO: 714-637-7483 

510(k) ND: K993826 
FT-KNENO: 215-721-5400 

510(k) No: KWO154 
PHSENO: 781-82G-7573 

510(k) ND: KOO0513 
PKNENO: 973-299-9022 

DEVICE:PINNACLE -SYSTEM 
SE DECISICN MADE: 23+QXR-2000 
510(k) SUbNARY AXUL?U%E FNN EDA 

DEVICE:GLOBAL -ExTENDEDHoMERIy,HEAD 
SE DECISION MADE: lo-MAR-2000 
510(k) SUMMARY AWULABLE FIXM FDA 

DEVICE:REFLEX -SYSTEM 
SE DEXXSICN MADE: Ol-MAR-2000 
510(k) SUMMARY ATIAILAEaE IXM FDA 

DEvI~:~ITE~IC~~,~ITE2~~IC~~,~# 

SE DECISICN MADE: 03-MAR-2ooO 
510(k) SONGRf Am FIXX FDA 

DEVICE: IMWLIl'E ~ITAL,MXXTiLSLKPBl,LKpB5 
SE DECISICN MADE: 03-MAR-2000 
510(k) SUbWWY AVAlU4XX FFXX FDA 

DEVICE:~UNN%SAL, 
SEDECISIONMADE: 28-MAR-2000 
510(k) m 

DEVICF,:IWWNED6ooo 
SE DEXISICN MADE: 23-&!AR-2000 
510(k) SUfH4RY AVAXABIE FF%X FDA 

DEVICX:ELIAcHARD FtX!MSTEW,MXXLELLl-1 
SE DECISION MADE: 29-&N&2m 
510(k) SUbNARY AVAILABU FIUX FDA 

DEVIC!E:IS30IFICaTIONTOEBI SPINELINK ANlERImCERvI~sPINALSY~ 
SE DECISICW MADE: 07-MAR-2ooO 
510(k) SUbNARY ANVIABLE FiX%f FDA 
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ExGRs,LID. 510(k) No: K994167 
-Ap3=LF,GWAcaMERAWITHCXXNCIDBtCEOPTICN(o3DE) 
A!rm:DAN I..?KR J?HXZm: 972 485 63660 
P-0. mx 170 
TIRATHXMMEL, 

mJaxEcxumPEmcS, INC. 
ATIN:DEBBIE DEmSM?ItX 

510(k) tQ: KCCW25 
PIKNEm: 512-834-6237 

98cxl MEFIRIC BLVD. 
NJSTIN, TX 78758 

~TESTSYSTFMS, INC. 510(k) NJ: K994226 
ATTN:DAVlDAMBRIS PiENEm: 219-262-2060 
23575 oZCJMY RD., #106 
ELJWST., IN 46514 

ElFJImSMARGMBH 
VITECADULTDIW 
A!FR?zSIEPHENHGaRSKI 
N8259 oZJlVGE DRIVE 
FCXW DU LW, WI 54937 

EPMEDsytzcrEm, INC. 
mTN:JcEEEJHcGRIFFIN 
1oosTIERLIcr., SUITE 

510(k) No: K992215 
SENSOR, MuLTImATm Fitmrmc PED 

FFKNENO: 414-594-2114 

III 
107 

510(k) No: K994011 
FXNENO: 856-753-8533 

MXTNT -, NJ 07856 

ERE(xEL-SES 510(k) ND: K993343 

~PACIFIC.DRBUlXXX 
3249 SAN F?lNmmRD. 

I I 

ET-KXIENO: 323-340-8268 

ERICHJAEGERGMBH 510(k) NO: KWO648 
ATm:LAFm MrJRDom JiFDNE:: 714-283-2228 
22705 SWI RANCH PARKMAY 
YORJB LINDA, CA 92887-4645 

DEVICE:Q3DEAC: ATTENNTCW tXW?ECXCNSYSTENEtXDuALHEAD~ 

SE DECISICX MADE: 07-MAR-2000 
510(k) SOWARY AVAIM3LE = FDA 

DEVICfZ:ISCBARSPIN?GSYSwt'@,f 
SE DECISICN MADE: 07-M?%?-2000 
510(k) SUMQRY AVAIMBLE FFUX FDA 

DEVICEZSTERICXEiKXYlX~~STRIPS 
SE DECISION MADE: 22-MAR-2000 
510(k) S7JWAFX AVAIIANE FXM FDA 

DEWICEt:MULZ?ICXXPATIBLE BWIlXFINGERCLIPSENSC&MULTICBlPATIFZEEN 

SE DECISION MADE: 29-MAR-2000 
510(k) SUMQRY AWCUXXE FFXX FDA 

DEXICE:EPMEDSYSDNS,EP-WFJBWIE 
SE DECISION MADE: 23-MAF-2000 
510(k) Cx7a%mT 

DEVIClZ:ERECXE&ADJUSl2BL?ZPENILEEWOS, -m--BAN 

SE DEXXSICN MADE: 2O-MAR-2ooO 
510(k) SUMMARY AVAILMLX m FDA 

DEVIC.E:SF'lXJpRo 
SEDECISICSNMADE: 
510(k) slATmEW 

ESPEDEERlzlLAG 510(k) No: KooO588 DEVICE: DIMEWSICN GWAN?L,DIMENSICNGARANTLQJICK 
AllTwANoREA9 PETERMANN PHBENO: 011 498 152700139sE DECISION MADE: 3O-MAR-2000 

29-M?m-2ooo 

FSPEETATZ 
-, =-, 

510(k) SUNWY Am FliaEl FDA 

EWEDEM!ALpc 510(k) NO: KOO0591 DEVICE:DIMENSIONPENlTAH,DIMENSICNPEWAHQJIM 
A!rm:ANDREAs F%Fnmmw PHNENO: 011 498 15270013953 DECISION MADE: 3O-mR-2000 
EsPEFT.ATz 510(k) SUbWARY AVAIIMLE FIX&l FDA 
-, =-r 
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EYIFIIm-, Ire. 
DEL HFlO5 
ATm:RmHANN WXD 
4545 cREm RD. 
Cm, Cl-3 45242-2839 

510(k) NO: K994280 

FTXNEND: 513-337-3468 

EvEREsrMEI)IcAT,~. 510(k) ND: K9934l2 
ATIN: FREDEEUCKGWES Pi-DlQZNo: 6X2-473-6262 
13755 FIRST AVE. NCXUX, #500 
MINNEApcB;fs, MN 55441-5454 

FERRARIsMEmaL,INC: 510(k) No: K993199 
ATrN:-SKAHAN FTXNEN: 202-637-5794 
555 - -, N;W. 
-,m 

FmmcmP. 
ATIN:LucIANo EccNwNI 
110 MAPCUTS DR. 
MELLXLTAE, NY 11747 

510(k) NO: K994287 
PHWXIKJ: 516-694-2929 

FFusENmsm1(IALcaRe 510(k) NO: K994267 
A'MN:AKl'RUR EILINSFEUI FWNENO: 781-402-9068 
IFx)mcENrER 
95BAYDENAVENUE 
LEXDEKN, M& 02420 

FRIADmGMBH 510(k) No: K994376 
G; FRIALIJ-2 3.4&M &9IcmmD CYLINDm IEipi3wTwImFRIoGHA 
ATIN:CAFuxPAlrmRsm FT-KN ND : 949-462-0900 
21911 ERIE LANE 
LAKE FcxlEsT, CA 92630 

GE MARQUGITE MEDIC?& SYSImS, m&510(k) No: K993757 
ATlN:KAREN WEBB RmE ND : 414-362-3329 
82OOWFSTTCWERAVEi. 
MILNAUKEE, WI 53223 

GE M?CQJmm MEDICAL SYm, INC.510(k) No: K994430 
All-IN:- WEBB PHONENO: 414-362-3329 
82oOWESTTwERAUE. 
-, WI 53223 

GEiMEmCALSYSTEx 
ATlXzmAKRXiZFt 
P-0. Em 414 
W-709 
MILWAUKEE, WI 53201 

510(k) m: KoM3315 
FKGENO: 414-544-3894 

DEVICE:ULTRACISI~NH?MGJICSCXPELI SI-lARP~BLADE/FASTEXCADE,MZ 

SE DECISION MADE: 17+!AR-2ooO 
510(k) SUHQRY AGVIABLE FG0f FDA 

DEVICE:BI'lXPRZES 
SE DECISICN ME: 31-MAR-2000 
510(k) SUMt@GZ AVAIIABLE: FEMM FDA 

DEVICE:- cHAMBERVALVEDILEw3soLHX!D~CX7M3ER 
SEDEcISIONMADE: 28-MAl-2000 
510(k) sX&MARY AVAILXXE PElcM FDA 

DEVICX:FCNAR36ODEGREE~IC~IM?GING~ 
SE DECISION MADE: 16-M?Qh2000 
510(k) Sut@ARY AVAILABm FMXl FDA 

DEVICE:FH%ENIUS2~8K 
SE DECISION MADE: 16GAR-2000 

510(k) .%JMMMY A?MLABLE = FDA 

DEVICE: FRIALIT-2 3.4MMSIEEPED CYLINDER- wrJFIFRIosTPs~IN 

SE DECISION MADE: 24-MAEb2000 
510(k) SUMMARY AVAZABGX FXM FDA 

DEVICX: SOLAR7/8ooo 
SE DECISION MADE: 23-M%%2000 
510(k) SUMMARY AVAILAEU FMX FDA 

DEVICE:IM!?AC!T.WFMcBILEWAVEFCRMREQZIVINGSYSIEM 
SE DMJISICN MADE: 28-M&R-2000 
510(k) SUMGRY AVAILMLE FIU.X FDA 

DEVIC!E:VENlXICULARANATYSISM(xxITOPTI~ 
SE DECISIa MADE: 27-MAR-2ooO 

510(k) tXlMARY AvAILABLe FlXX DA 
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ATIN:- Sa-luH 
P.O. Kx 414 
MIWAUBE, WI 53201 

GENzYMEm. 
ATlNzJtXNADELUCIA 
CNEIGmDALLsQuARE 
CAMBRIDGE, MA 02139-1562 

GlimYMEm. 
HIGHaIzNIKL 
ATm: BARBARA PIZZA 
c=-xzJJQ= 
cAMB;RIM=E, MA 02139-1562 

GRASS m 03. 
A'ITNcSIFPBENE~ 
570 LIBEXTY ST. 
-, M?4 02185 

GUIDAM CORP. 
ATIN:- ANDERSON 
3200 IJWESIDE DR. 
SANI'A (lTA.RA, ai 95054 

BARDYDIXNQSTICS 
ATIN: MECLISSAMTRAYLOR 
143Ow!wrMaxxLmE 
b!aNm bmRIA, CA 93455 

HARDYDIXNXTICS 
ATlN:MEiLISSAMTPAY 
1430 w.E!s mmY LANE 
SAMA tt?iRIA, a 93455 

HARDYDIXXXX'ICS 
ATIN:MEmsA ?ImYLGR 
1430 WEsr r,szmY LANE 

HARDYDIXNXTICS 
AllV:MEUSSAMTRAYLCR 
1430 WEST MCCDY LANE 
&c?wm MARIA, CA 93455 

510(k) m: KOOO695 

ERCNENO: 414-647-4385 

510(k) No: K994328 
J?f-KBEm: 617-374-7266 

510(k) NJ: xooO239 

PI-Kxc3 No.: 617-252-7953 

510(k) IW: K994142 
ET-KNENO: 781-848-2970 

510(k) No: KOO0598 
FTYEN!XNO: 4084453995 

510(k) No: KOO0175 
PHONENO: 805-346-2766 

510(k) No: KOOO181 
FEBEbK3: 805-346-2766 

510(k) No: KooO203 
PHCNENCI: 805-346-2766 

510(k) No: KOO0258 
PEKNENO: 805-346-2766 

DEVICE:GE WLFHINDIXI'XXTICUL~ SYSTEM, UL TRrsxNIcPuLsEDmP 

SEDEXXSIONM&DE:16-MAR-2ooO 
510(k) .?nNGRY AVAILABLE FI%X FDA 

DEXICE:SEPW@%IBIWJR?XC%LC.X&WXXTJZ,~~~~ 
SEDEXTISICNMADE: 02-MAR-200 
510(k) SO&WARY AVAILAEU m F13A 

DEVICE:GL~REXZEW, GLxPRocxxsmIm,GLmm~GLm 

SE DECISION MADE: 21-M?%-2000 
510(k) s%WARY AVAILAEU FEMM FDA 

DEVICE: GFWSTS3201/6401EEGAMPL1FIERSY~ 
SE DECISION MADE: 06-H%?-2000 
510(k) St&WARY AWGLABLE FTUX FDA 

DEVIcE:5FGUIDIW~ 
SE DEYZISION MADE: 24-M?iR-2000 
510(k) SUMMWY AVAIUBLE m EDA 

DEVICE:HARDYDISKTI~75MQ: 
SE DECISICN MADE: 02-M?iR-2000 
510(k) S!lxmmW 

DEVIcE:HAEtDYDISK, -cILLrN, lo(xIKI; 
SE DECISICN MADE: 02-MAR-2000 
510(k) s?Wm#NC 

DEVICE:HARDYDISK,KANAMYCIN, 30M.X 
SE DECISION MADE: 21-M&R-2000 
510(k) srATmmr 

DEWICE:HARDYDISK,CIpIg3FLaxpd=IN, 5MtX 
SE DECISION MADE: 21-MAR-2ooO 
510(k) SILATEMENIC 
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06-APR-2000 
Page 15 

HARDYDIXN%!MCS 
ATI'N: MELLISSAMTRAYLOR 
1430 WEST IxTcoY LANE 
zTaAm74 MARIA, a4 93455 

HAHDYDIXNXTICS 
ATIN: MELISSAMTEU4YL13R 
1430 WJSC lcx33Y IANE 
SAMA MARIA, CA 93455 

lTGDYDIXNfX!MCS 
A!t'IN:MELISSAMlPAYLCR 
1430 WEST f?cux LANE 
SANm MilaRxA, CA 93455 

HAFU)YDIRXXTICS 
RlT'NzMELISSAMm 
1430 WEST l.lKm!i LANE 
sANI1A M?mA, CR 93455 

HITACXIMEDICAJd~.OFAMERI~ 
ATINzCXARLESFWITlNXR 
19030 KXUBDRIVE 
SARATOGA, ai 95070 

HlTAcHI~IcazISY~pMERICA, 
ATT!NzIX#X&SJTHI~ 
1959 SUMMIT CBWRCEPAFK 
'IWINS-, OH 44087-2371 

I-laMEDm 
AWN:- PEDDI- 
19275 WEST CAPI'!XE DRnrE 
SuI!cE200 
BwMKFIEu),wI 53045 

HXQBOICa osIIM)NIcs cnz?. 
ATrN:TERRY -pcxJEL;L 
59 Rix?rE 17 
ALZWALE, NJ 07401-1677 

-1CA -cs a%P. 
AlTNtMARY~DlLUN 
59 IxxJD.3 17 
ALJZNXE, NJ 07401-1677 

510(k) m: KooO259 
FBYENO: 805-34&2766 

510(k) NX KOOO302 
Hx%IENO: 805-34G-2766 

510(k) No: KCXX304 
PI-nVE No : 805-346-2766 

510(k) M% KOOO305 
FfXNFiNO: 805-346-2766 

510(k) No: K994026 
PfDEp\10: 408-741-1006 

1510(k) No: K994378 
pH13blEW: 330-425-1313 

510(k) No: K993938 DEVICE:?HEI-KNMEOSENIRY,MXIEL1~ 
PKNEiIW: 414-783-5440 SE DEXXSICN MADE: 15-&!&+2000 

510(k) No: K994128 
Pi-KXENl: 201-934-4375 

510(k) m: K994207 
PKZEp\To: 201-760-8117 

DEVICE:HAPDYDISK,CEETAZIDIME, 30&%X 
SE DECISION MADE: 21-MAFG2000 
510(k) m 

DEWIC.X:HARDYDISK,PENICILTJN, lOUNITS 
SE DECISION MADE: 24-MAR-2000 
510(k) STWEHEW 

DEVICE:HWXDISK, T!ErRAmm3= 
SE DECISION MADE: 29-MAl-2000 
510(k) m 

DER7ICE:HARDYDISK,CEXZITIN,3~ 
SE DECISICN MADE: 31-MAR-2ooO 
510(k) iTWB@NC 

DEVIC!E:EXJE%-6000ULTiVGCWOD~IC~ 
SE DECISION MADE: 29-fipiR-2ax) 
510(k) SUMWiRY AVAIIAEU FTMM FDA 

DEVICE:AIRIS II 
SE DECISION MADE: 07-HAR-2000 
510(k) SOMMARY Am = FDA 

510(k) SUMbWtY AWULAELE FRX JT)A 

DEVICE:SOBPIOTUlXSl7BLII;ER(Ts)~~~~ 
SE DECISION MADE: 06-MAR-2000 
510(k) SUbWiRY AVAIUELE FRX FDA 

DEWIC?Z:IXX?MEDIcAWJXNICSMXXJLAR FTzYmTmHINGEKNEE 
SE DECISICN MADE: 13-&!AR-2ooO 
510(k) SOWARY AVAIUEXE = FDA 



SUB?fITI'ERADDF@SSLIsTINGFQtCDRHSUHNWZLYQUIWWNC (a) 510(K) SulrpIARIEs CR 510(K) - 06-APR-2m 
FDR~D~ISI(JNS~~DuRING'MEpERIcDOl-MAR-2~THw3uw 31-FAR-2000 Page 16 

IXXiMEDICA (IExmzmcs am?. 
ATIN:MAWBDILWN 
59 I4xn!Fl 17 
-, NJ 07401-1677 

I-KMMEDICZd (xtzmNrs azw. 
ATINzNNKXJRIFQXR 
359 vEzmANs BLVD. 
-, NJ 07070-2584 

I-K%MEDICa ~cs ocwp. 
AmN:TERRYszJERIDAN EcMELLl 
59 RcurE 17 
ATUNDEE, NJ 07401-1677 

rmDsmREsPm CARE, INC. 
ATIWJEANNIEDENNING 
27711 DIAZ RD. 
TEMEUIA, CA 92589-9020 

HYDFfxz1s1cN, INC. 
ATIN:DEEmE lrI!MPm 
7!cIFFANy 
l%cmamm, MA 01748 

I-FLmaxP. 
RTIWSTIWLEYE~ 
20202 WINDlO? DR. 
LAKE EWES-l?, CA 92630 

IGCMEDI~ Amc4EEs, INC. 
ATINz!lKMASE'iYNES 
10437 llWS?ATI~DRIvE 
-, WI 53226 

lLIwcFm, INC. 
c-100, c-150. c-15OLw OR c15oxP 
ATTN: J.A. aXX?IO 
389 OYsBR POINT BLVD. 
samIsAN??lvwc1soD,c!A94080 

IMPAcMfmIc4LsY~,INc. 
ATIN:'IIJoMAs FARIS 
215 cIYLS%Q ST. 
hrzmmIN~,cA94u41 

510(k) m: K994347 
PHONE m : 201-760-8117 

510(k) ND: K994366 
PHoNEm: 201-507-7956 

510(k) iw3: K-1 
PKNEDD: 201-934-4375 

510(k) No: K994352 
PiKXW No : 909-676-5611 

510(k) NOz K991383 
-ND: 508-435-9893 

510(k) m: K994374 
pfxxm ND : 949-20&2700 

510(k) No: KOCO589 
PHXEhKl: 414-258-3808 

510(k) No: KCXN359 
SCANNERSYm;- 
PEDNEND: 503-638-5500 

510(k) No: K991133 
FT-KNEW: 650-254-4700 

DlWICE:CZNTAURSPINALSYSl!E?.l 
SE DECISICN MADE: 15-MAR-2ooO 
510(k) SfJMMRY AVAIMELE = FDA 

DEVIC1E:~~FITHASTEMAND~Fm(ESSFITPLUSHA~ 
SE DEcIS1C.N MADE: X-MAR-2000 
510(k) ,WMttWY AVAIIAEW JBX FDA 

DEVICE:DuRA(I=N b!zmmRIcMEllALBAcKEDPATELzlARm 
SE DECISION MADE: lo-MAR-2000 
510(k) SUbMARY Am FKN FDA 

DEVICE: SIDEDRAFTNEEMJ-MIsTNEBULIZER,MZDEL41896 
SE DECISION MADE: 22-&!AR-2000 
510(k) SUMKWY AVAIIXKE J?KBi FDA 

DEVICE:HYDRtXXSICND~RIDEMENCSYSTEN 
SE DEK!ISICN MADE: 31-MAR-2000 
510(k) SUMGBY Am FFUX FDA 

DEVIC!Ei:XNKERCNHETER 
SE DECISION MADE: 03-MAR-2000 
510(k) SUMMARY AVAILVXE FKM EDA 

DEVICE:KDEL445SI-6dE@JADRATUREiWRISTCXXL 
a DMJISICN MADE: 14-MA%2000 
510(k) StIWARY AVAILMXE FKN FDA 

DEiVICE:EBTULCMW!Sl?cTscANNER SYSTEM; ULTRAFAST CT SCANNER SYSTEM; 

SE DECISION MADE: 17-MAR-2000 
510(k) SUMWRY Am FKN FDA 

DEVICE: MLC FIT 
SE DECISION MADE: 27-MAR-2ooO 
510(k) SUbMARY AVAILXXE FKM FDA 



~ADDRESSLIS!MXFaRalRH~IALLY~ (SW 510(K) W CB 510(K) STATEMwrs 
~F~DECISIONS~~DURING'IHEPERI08301~-2000~ 31-&W?-2000 

IMmANT-Q%Ip. 
ATlNzHcBmDLW 
107 AUDUBCN XXI, #5 
-, HA 01880-1246 

IMeLExm. 
2222 
A!rm:RoEmT PrrxIE 
80 cI3MEWE DR. 
-, NJ 07401-16cxl 

~MEDIcaRELm. 
A!l?IN: P.K. REDDY 
144, S.P. m., B.imMmz 
T+lYDB ANDHFA PRADESH, 

INOusMExmxmLm. 
ATT?: P.K. RJX)DY 
144, S.P. RD., EmuMPET 
HYDERA8AD ANDmA PRADESH, 

ImusMFDIcARE:Lm. 
ATIN: P.K. =DY 
144, S.P. RD., BEsxMem 
HYDEtRA!aD mHRA PRADESH, 

INFIMED, INC. 
ATI.N:RzwH FLzYmu 
I.21 MEYIRl- DR. 
LlMmcciL,NYl3088 

IN-m-o. 
ATIN: CAKL - 
113 HAKNELL AVE. 
I2%UKXN, MA 02421 

510(k) m: K994317 
FXNENO: 609-924-9510 

510(k) m: K990330 

FTXBEW: 201-818-1800 

510(k) m: KOOO038 
F-TKNENO: 914 077 60241 

510(k) NO: KWCO39 
R-Km m : 914 077 60241 

510(k) p91): KWXNO 
PI33EIW: 914 077 60241 

510(k) No: K992392 
FWXENI: 315-453-4545 

510(k) m: KOOO053 
Pl?SIEND: 781-861-4467 

INEIWCI~DI~ OF =10(k) No: K994254 
ATIN:rxNNA WARD Pi-KllE No : 800-947-6334 
4814 ms-J! sM3%ND S!t!mm! 
BENICIA, cn 94510 

IRVINE f32IBmFIC SlsLes a., INC. 510(k) No: Kooo309 
mRf.BEmALmm PHONENO: 800-437-5706 
2511 DAIMLER ST. 
%s?Q?rA ANA, CA 92705 

06-APR-2ONl 
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DEVICE: I-F!LAtQ,MXXL35~ 
SE DMlISICN MADE: 21-M%2000 
510(k) SW&WY AVAILAEW FIXM DA 

DFXIC!Ei:C!RBSLINKED~~ aIlmmms,mEL xx-YY-zz 

SF, DEXXSICN WE: Ol-MAR-2000 
510(k) SUbWiRY AVAIUBLE FXM FDA 

DEVIC2Z:INVIGRAMALELATEXCCWCMGFtEEN aIKoREDANDMINT~voRED 
SE DECISION WE: 21-&N?-2000 
510(k) m 

DEvIC!E:INVIGPAbWmElXIEX~~ clcxmEDANDBANANAFLAvoRED 
SE DECISION MADE: 21-MAR-2000 
510(k) ,TmmBNT 

DEVIC!FzINVIGRAMAIELXEXUXXM~CXXCREDANDTTANlUAFLA~ 
SE DECISION MADE: 21-MAR-2000 
510(k) fmilm@W 

DEVICE:R'lT.X 
SE DECISION MADE: 31-bWR-2ooO 
510(k) SUWiRY AVAIUEiW FiUX FDA 

DEVICX:ACL.~SYSTE&l 
SE DECISION MADE: 15-MAR-2ooO 
510(k) SUMAFH AVAIUBLE = FDA 

DEVICE: lNTEWBUmICSm35 lN!ED=AUDI~ 
SEiDEtCISIoNMADE:14-MR-2ooO 
510(k) SUMHARY Am FXN FDA 

DJWICZ:EUCXCCYSTFREEZEMEDIUM, ET.dszasT~mIuM 
SE DEXXSION MADE: 13-&N?-2000 
510(k) SUMMARY AVAILABLF: FIUX FDA 



SU3MITTERADDRESSLISTINZ~CYXH~IALLY~ (W 510(K) m CR 510(K) - 06-A!?R-2Om 
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JmmMmICALo.,Lm. 
~IUBEX?TDWAXBAM 
222 - ST. 
SMITHFIELD, VA 23430 

510(k) m: Kooo675 
PHXBi1uo: 757-365-0978 

JEmuc/m, INC. 510(k) ND: K994359 
m:- !lLENEm PFKNEiPD: 203-265-7397 
53rmRTHF?TJAINsINDu~m. 
P-0. Box 724 
wALmmcm, cr 06492-0724 

JliNERrc/-, INC. 510(k) m: KoO211 
ATrN:- TENEm P?XNEm: 203-265-7397 
53Ia?mpwNs INDU-RD. 
P.O. BOX 724 
L+vmmmm, cr 06492-0724 

JCHNXX? & JOHNSON PFaFESSICMLS, 1510(k) m: x991413 
ATINzDEAN7.i BXJSBEXL PFKNfZNO: 508-828-3107 
325 PARAMXMC DR. 
lWN!3N4, I43 02767 

IQ%x-lsIuNG- PKDLCI'S CXXP. 510(k) m: KoooO58 
ATIN: lGrKN3 CnEN FWBENO: 886 075 612201 
23I<Tx)GHAN3mm. 
-IupIx=I, 

KARLltzcmz ENWGCXIPY-AMERICTI, INc5lO(k) ND: K994348 
ATrN:m KENNAN FWE~EK) : 310-410-2769 
aYo-Porn 
alLI CITY, CA 90230-7600 

IQwsuMI~o3.,L?D. 510(k) m: K994323 
ATIN:lXNAT.DRSIONE l3-DNENO: 202-496-7620 
1900 K m N.W. 
~,Dc20006 

KENDALL CD. 
ATrN:RElxN?i YEH 
15 - lsTREm 
b!ANsFIEID,MAo2048 

510(k) px3: KOOCXXi7 
PFKNENO: 508-261-8000 

LFIBTICIAN OPKIHALMB, INC. 510(k) m: KooO544 
A!l?IN:R.DAVID SCULATI FJHXIENO: 905 829 0055 
2140 WINS'XX PARK DR., UNIT 6 
-, -0, 

DEVICE: NAN&'& DIGITAT BTmOXI EPESUREICNI~,~&HO-~O~ 
SE DEXXSICN MADE: M-MAR-2000 
510(k) StM?ARY AVAILUXE FXM FDA 

DEVICE:EfXDlC&B 
SE DECISION M7X)E: 21+AR-2000 

510(k) m AVAILULE FXM FDA 

DEVICE:BUILD-ITFR 
SE DECISION MADE: 17-MAR-2000 

510(k) SQM+RY AVAILXXE FFXM F?H 

DEVICE:CUXAN~soRBDURAPATcH 
SE DECISICN MADE: 13-xX+2000 
510(k) SUMMARY AVAILMLE FIUX FDA 

DEVICE:BRXBERSFUtiDER-FF@EVINYL ExAMnwnoNcx.mEs 
SEDECISIoNNADE:1O-b%R-2m 
510(k) ,smlmEm 

DEVICE:KsEAsczI-RuI 
SE DECISICN MADE: 03-MAR-2ooO 
510(k) SupipiAIly AVAXXiTZ FHX FDA 

DEVICE:KAMSUMI --sE!r 
SE DECISION MADE: 08-M?&2000 
510(k) SUMlARY AVAIIABU l%XX FDA 

DEVICE:MMKJKARTRIPLELUMEN~ mELl2FR 
SE DEX!ISIcN MADE: 17-MAR-2000 
510(k) SUMMiFU AVAILMTX = FDA 

DEVICE:BZUCHERDEQXXYl'HFXADPCCjITI~GUSSES, MBEL8080 
SE DECISION MADE: 09-MA%2000 
510(k) .S'mmmm 
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L?mFm1mMFG.,INc. 
ATI!N:JIM m 
340 LAKE HAzEtTINE DR. 
CHASKA, MN 55318 

GctIXFIGURATI?O\ 
ATIN:PAULHH?GDIMAN 
3052 - DR. 
SAN JXXE, c!a 95134-2011 

LIFEX@EBICMEDICX,INC. 
A!rn?:- ANlxmsm 
3515 LYEAN BLVD. 
cI3UKA, b!H 55318 

MAmIDAENcmaxE~.,LIT). 
m:GENIa IQANAI 
13-8,- 6-axME, 
BIJNlao-Ku 
=(J, 

MARUKINDIIY=NQSTICS 
A!rcN:GREG I3xu4uo 
3722 AVE. ,%wX,Mo 
IFwINE, CA 92606 

MEcn?ALABs, INC. 
ATlWCHAFUhSE~ 
HI- 231 i3IXm-I. 
2qJALITYw.AY' 
BIEWELD, IN $7424 

MEOAMCUJS, INC. 
ATlWzDENNIS MAN= 
15301 HWY. 55 WEST 
MINNEAPOLIS, MN 55447 

ZrW 
19526 EAST LAKE DRIVE 
MIAMI, FL 33015 

MElDEvIcEs, INC. 
ATIN:MICHEIEHVXXKA 
FoE?ox848 
GRwSL?sE,IL60030 

510(k) m: -11 
lTlONEN0: 612-448-5111 

510(k) No: K990718 

FJENEKI: 8x!-243-9384 

510(k) Im: K993894 
F+KNEm: 6X2-36%6324 

510(k) ND: K993568 
PKNEIW: 339 462 621 

510(k) m: K993941 
FKNEtKl: 949-262-0411 

510(k) ND: K993604 
FB2NE No : 812-384-3521 

510(k) No: K994097 
PHoNENo: 612-559-2613 

510(k) No: K994232 
lWCNEm: 305-829-3437 

510(k) No: K993358 
FHONEIIKI: 847-856-0355 

DEVICE:tXSXFIEDBYD~ CZoaATEDGUID= 
SE DECISION MADE: 01-Z%%2000 
510(k) St&NARY AVAILABW FXM XJA 

DEVICEi:OFUCNSERIESSUFGICZL LA!ZRSYsrpi(SL~~~~:~ 

SEDECISICNMADE: OS-MAR-2000 
510(k) SUWARY AVAILABU FfiaM FDA 

DEVICE:LIFEUXESINX.E!lXXYIHABWMEN'SY~ 
SEDECISICNMADE: m-2000 
510(k) +SUtMWY AVAIUiBW FXM FDA 

DEVICE:MACXIDAFLEXIBLENEURG ExaoscDPE, mELs NEu-4, NEu-4L 
SE DECISICN MADE: 13-&W?-2000 

510(k) SUM4ARY Am FlEicpl FDA 

DEVICE:uBAs 
SE DECISION MADE: 02-MAR-2000 
510(k) Z?mmMEm 

DEVIC.X:ENDosooPICAMt'IFtXDEVICE 
SE DECISICU MADE: 03-&W-2ooO 

510(k) ,smmmmc 

DEVICX:MEDAMIUJSEiPIDURALINWXXER 
SE DEcISIa MADE: Ol-ZAR-2000 
510(k) SUMMARY AMILABLE FXN FDA 

DEVICEi:~FIXATICNSYS!lEM 
SE DECISION MADE: Ol-EAR-2000 
510(k) SUbMARY AWGLABLE m FDA 

DEVICE: SIMTSURE oPERATIcNIND1CATm,mELss301 
SE DECISION MADE: 15-M?iR-2CCXJ 
510(k) SUM+W?Y Am m F13A 

c 
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MEs)I-UJLTA/S 
- (lo@) 

AT'iNtHZl'lMDGLEXWiRDI 
9915 cz4-l. m 
SAN Dm, Ca 92131 

510(k) m K991470 

Pi3X.E NO : 619-586-0751 

MEDIW OZWFWSICM SYSl'EW (D.B.N5lO(k) No: K994057 
A!rm:- FRIrEmm FENEND: 972 977 18130 
117 ABu!zAB ST. 
RA'ANANNA, 

MEDIC.% W DEVEUIPMENT, INc.SlO(k) ND: KOO0442 
O,D6651, D66XX 
A!rm:DAvID PADGET RDEra,: 651-702-5103 
2500 l@NIUPA DR. 
iEf.DBuRY, NN 551253927 

MEmmDAm -cs, INC. 510(k) No: KDOO660 
3,MWI!lm,Mm!xS 20411, 20412, 20413 
A!!iTN: CEDRIC m- FT-KNEND: 818-768-6411 
12720 wE2fMmx ST. 
AFUXIA, CA 91331 

MEDIC?& DEVICE CmSULm, INC. 510(k) No: KWO551 
ATIN:MARY f nKmm:508-643-0434 
49 PWN +t3lamr 
IKXUH -, MA 02760-4153 

MEmcNJSALESo3. 
ATIN:JWNELm 
P.O. BOX 154 
TzEcE,ur84074-0154 

510(k) No: K994367 
PJ.-BXE No : 435-882-4655 

MEDICAL F3ILmmEpEMDucrsINc. 510(k) ND: K.993122 
ATIN:GAR!iCDICINNE EWNEiNo: 
RD. 413, KM. 0.2 
RllKCU, PR 00677 

MFDIS MEDICAL IMFy3ING SYSI'JNS, B.VSlO(k) No: K994282- 
A!l?l!N: J.I. HZTiANDER ??I-KNENo: 317 152 3244 
-RI-l0 
2333 AA LEIDEN 
I 

MEDISiN RADICUZY SYSl'mS, INC. 510(k) m: K993896 
ATIN: JCHNWLEE PHCNENO: 847-729-3333 
2tXIOLEBIGHAVE. 
-,a60025 

DEVICE:MEDI-CULTACIDIF'lEO TYRcmsmm-MEDIUM;-- 

SE DECISICN MADE: 07-MhR-200 
510(k) SUbMARY AVAIi%ZE = FDA 

DEVICE:~4ooo (xxmzSSIONSY~ 
SE DECISION MADE: 03-b!AR-2ooO 
510(k) SUMWtY AVAIIABM FFU?I FDA 

DEVICE: ACTI-GARD AMMMImIAL FILM, mm D6635, D6640, D6648, D665 

SE DECISION ME: 06-N?%-2000 
510(k) SUMMARY AVAIWBLE FIUN FDA 

SE DECISION MADE: 28-M?iR-2ooO 
510(k) SUMARY AWILABLE m FDA 

DEVICEi: IiMZlZX-7OPLUSDENlFtLX-RAYUNIT 
SEDEXZISI~MADE:16-MAR-2000 
510(k) SUMARY AVAIMBIE = FlIA 

DEWI~:UMBILICAL~CL?Q@ 
SE DECISION MADE: 17-MAR-2ooO 
510(k) SDMtQRY AvAILABLe E'NN J?DA 

DEVIC!E:NSPM/KBLADE 
SE DECISION MADE: %-MAR-2000 
510(k) SUMMAW AWULABLE = FDA 

DEvIC!E:MRI-FUNAMLYTICALSOFTWAREPACKWE 
SE DECISION MADE: 02-MAR-2OCO 

510(k) SUMAR!f AVAILABLF: Fl%M FDA 

DEWICE:MZY&Ol, C-ARHMZN3lU 
SE DECISION MADE: 27-MAR-2W 
510(k) SUMM?iW AVAIIABU = FDA 
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MEDIST -m 
ATlNzEERNARDFGRISONI: 
916OHIGHwAY 64 
suIml.2 
LAKELMD,M38002 

510(k) No: KoooO19 
PFKINENO: 901-380-9411 

MEtrmY~oc%Ip. 
ATIN: FREDFUC G ,5iWlNDB 
It201 3RDAvE., SUITE 3900 
BATl!LE, WA 98101-3016 

510(k) No: K994306 
FFDNENO: 206-621-6526 

l4EmINE INDum, INC. 510(k) ND: K993170 
XLTNzEiEXTYAIlXK ETKllEm: 847-949-3109 
1170 NzRrHlmm BLVD. 
wAumrAN,IL60085 

MEDPFa -IEs, INC. 510(k) No: KOo369 
HMDLDERBUXXI -a SET, l,sXEL 82021/3/5 WITId I-KUER 
ATm:ART WARD pI%JNEKl: 813-645-2855 
962 - rm?E 
AFIXLD BE!ACiI, FL 33572 

MEDTEmPRmJcrSLm. 
A!lTN: A.V.K. FBDDY 
s-59 2cYIHisTREan 
AtwANlGARwEsT 
-, 

MEDTM.HpwsDu(=rsLrn. 
ATIN: A.V.K. REDDY 
s-59 2cmzzxmEx 
ANNANxaRwEsr 
-, 

MEmEc%IPfxzmmsLm. 
AlTN: A.V.K. REODY 
s-59 2Om&!snGmT 
ANNANl?GARwEsT 
-1 

~CSBfAMXDANEK,INC. 
ATm:RKHmDw- 
18OOPYRAMlDPL. 
I4ENFHIS, TN 38132 

MEMKNK- DANEK,INC. 
A!rm:RIm4wDw- 
18OOPYR7WIDPL. 
MEMPHIS, 'IN 38132 

510(k) No: K993733 
ETCNJZNO: 009 144 6288829 

510(k) No: K993735 
PHONENO: 914 462 88829 

510(k) No: K993737 
PHceTEm: 009 144 6288829 

510(k) p93: Kooo453 
PHXENO: 901-396-3133 

510(k) No: KOW476 
PHONENO: 901-396-3133 

DEXICZ:SIMXESIZETEMMNSP~ 
SE DEXZISICN MADE: 29-MAEb2000 

510(k) SUM?iRY AVAIUXE FRX FDA 

DEVICE:FGZWRSO 
SE DECISION MADE: 2O-MW-2000 
510(k) SOMARY AVAILABLE: FRN EDA 

DEVICRMEOLINE~, IMpERvIouS DISFOSABLe cxlFGI~ms 
SE DE!CISICN MADE: 02-MAR-2000 
510(k) m 

DEXICE:VACWWW+Buxx) txxrxa~m SET, tKDEL 52221/3/5; VA- WI'I 

SE DECISION MADE: 3O-&!AR-2ooO 
510(k) SUbNAFZ Am FRX EDA 

DEVIC!JZ:LUVEiLNXTRS 
SEDEXJISICNMADE: 20-MAR-2000 

510(k) SUMMARY AWILMTJZ = FDA 

DEVICE:DCXlEUSPFUNXRS 
SE DMJISICN MADE: 20-MAR-2000 

510(k) SUMM7BY AVAILAXZ FRN FDA 

DE!VICE:MIGETIYMAN(DYNRNICLINKERS) 
SF,DEfCISICNMADE: 20+AR-2000 

510(k) SOMARY AVAIIXW = FDA 

DFXXCE:I*=OIFICXl'ION~CDSPINALSYSTEM 
SE DECISION MADE: lo-MAR-2000 
510(k) ,tXMBRY Am FFUX FDA 

DWICZ:MXXFICATION~CDSPIN&SY~ 
SEDECISICNMADE:1O-ZAR-2000 
510(k) sSUM?Rf AVAILABLE: = FDA 
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mc XtlMED 
A!tm:DA.. TIMLIN 
6743 XUEIKXW DR. N. 
JpIcxscENIL;LE, FL 32216 

510(k) ND: KOO0728 
pr33lE ND : 904-279-7532 

MfzMFmIc, INC. 
A!rnJzFREDLmJcxER 
35-37A aBFG?Y HILL, DR. 
DANVERS, MA 01923 

510(k) m: Kooo677 
EElNEW: 978-777-0042 

MERcuRYMEDIcAL 510(k) No: KOOOO73 
ATIN:- - FHXEN3: 978-821-6178 
160 scuIHmsTREE!r 
SUITEA 
MIDDIE-JXN, MA 01949 

MERITMFDICALsSYSTE%?S,INC. 510(k) m: K990975 
ATIN:- MCXDY FT-DENO: 801-253-1600 
16ooWFSTME!EUTPKWY. 
ScuIHJmDAN,ur84095 

MEBITMEDIC4LSYSI'EB?S,INC. 510(k) No: KOOO659 
ATm:- z+zcDY PHXE No : 801-253-1600 
1111 SCUIH - 
-, TX 77515 

MIcFuNSMI~IQu;IN~ ,510(k) No: K993970 
A!iX?: BERNMU) TEXTZ FfKNEND: 847-549-1410 
28438 EMLARD DR. 
LAKEFmEsr,IL6045 

MICRODETlXT,lNC. 
ATm:MEHDIALEN 
2852 I@UWl? AVE. 
-, CR 92780 

510(k) ND: KOW477 
PH3EIKl: 714-832-8234 

MIlLcAR IN-, INC. 
ATIN:- ARCE 
6OOlGULF Fl?Emuu, #534-G 
i?KlUm, TX 77023-5417 

510(k) ND: K993694 
FHCXWNO: 713-923-9171 

bsIRFJ~TEcHNMM;yLTD. 510(k) No: K992386 
A!rm:- FRIlmmN PJXNENO: 972 977 18130 
117 AHUZAH ST 
-, 

DEVIC!E:MEDIXNICS5L?WFIBEIiDpTIC CcRNEnLLI~~ 
SE DECISION MXB: 21-MAR-2000 
510(k) SOMWRY AVAILMLE FFGl FDA 

DEVICE:ZUhWGCJIDEcaTHFws 
SE DECISION MADE: 29+GR-2000 
510(k) tiUMW!Y AVAILWEB = FDA 

DEVICE:MERCURYMEDIC4LDISBXAELERADIO~~ 
SE DECISION MADE: 01-M7B-2000 

510(k) SiUWARY AVAILAEW = FIXi 

DEVICX: II-LINE IsMxms1smw 
SE DECISION MADE: 15-MAR-2000 
510(k) ,SUbMRY AVAIL?WE FMB FDA 

DEVI~:~IFI~~TO~~D~IC~~BLT 
SE DECISION MADE: 29-W%2ooO 
510(k) SUbMARY AWGLAEEE FXM FDA 

DEiVICE:MICRlNSMI cisxuRGIctALl~ 
SEDECISICNMADE: 3O+AR-2COO 
510(k) !iXNmmW 

DEVICX:MDIDS-DIGTEST 
SE DJXTSION MADE: Ol-MAR-2000 
510(k) SUMMARY AVAIUBLE FFXX FDA 

DEWICE:MIKFO-TIPAtXXCGRAEWICW 
SE DEXXSION MADE: Ol-M?iR-2000 
510(k) STATEmW 

DEiVICE:ALUN2~ 
SE DECISION MADE: 07-M?%&2000 
510(k) SUMARY AWUUABLE FHBl FDA 
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MULTISAFE SDN BHD 
ATm:GmSmKBUE1 

510(k) m: K993811 
ETXYXENO: 054 348 269 

La?764 
BIIXXINOUSIRIALESIXCE 
BIDOR, PERAK DNUJL RIDZUAN, 

-PuRITANBENNFIT FRANCE Dw510(k) NO: K993584 

lxmN:msTAEA ANKI FiXNEm: 333 834 48500 
10ALmEPEr.mrIERm1SY 
-LEs-m, 

IUXELBICCWEUSA, INC. 
ATXN:KAlMLEmDRpacwIcH 

510(k) IW: K000018 
EDlEND: 714-282-4800 

22725 SAVI: RANCH PKwy. 
YOREALINDA, CA92887 i 

510(k) m: KOO0393 DEVICE:WVA~LESSCURIIGLIGHl' 
PHXEIKI: 858-558-9203 SE DECISION MADE: 27-MAR-2000 

SUITE I.27 
SAN DIEGO, CA 92121 

mm. 
1.0 
ATlT?tR?WHESHUPlZG 
7080 038;uMBl-A GATEWAY DR. 
-IA, MD 21046-2133 

aLscNMEDIc!ALSJms,INc. 
ATTNzGARRYACWRTNEX 
2101 m LANE 
smERsEr,IuTOaS73 

A!I'TNzREBEXXiARIVAS 
lOOAKzoAVF,. 
DURBAM, NC 27712 

cRx-DDEvELo~o3wp. 
A!rlN:caElcIL FIG-BSW 
106 wEa? 12200 mum 
DRAPER,Ul'84020 

510(k) ND: K992303 

PENEND: 410-3l2-41txl 

510(k) ND: K993060 
FiKWlm: 410-392-7231 

510(k) 1w3: KOO0378 
FEtw No : 919-620-2288 

510(k) No: K994370 
PKNEIIW: 801-553-9991 

-% DIXMXX'ICS, INC. 510(k) No: KOO0566 
CK, Vim l?mJNm~Ic~UcrSPSA~IBRFIII3Rs 
ATIN:- FALI PIKNElK.3: 716-453-5735 
100 It'JDIcOCREEKDR. 
XC+STER, NY 14626-5101 

DEVICE:MULTWAFE 
SE DECISION MADE: 

510(k) ,!xmmmm 

DEVICX: M?mmamm, cicmmm418A, GaXNIGHT418P, SILVERLINING 

SE DEcISI@J MADE: 07-M%&2000 
510(k) SUMMARY AWGLABLE F!fUX FDA 

DEVICE:::NNUM 
SE DJXTSICN MADE: 3O-mR-2000 
510(k) SUMMARY AVAILWLE FXM FDA 

510(k) SUbNARY AVAILABLE FFxN FDA 

DEVICE:SWXW%ICpLANMNI;OFONODIXX;Y~ (SEwr), t.smsL v.. 

SE DEXXSICN MADE: 27-M?%2000 
510(k) X&WARY AVMLABLE FXM FDA 

DEVICE:GASFllTER 
SEDE%ISICNMADE: 28-MAF+2ooO 
510(k) SXIMARY AVAIMBTZ FHXd HX 

DEVICE:BNT/~MBCULTUREBoTIzE: 
SE DECISION MADE: 02-MAR-2000 
510(k) ,tZWARY AVAIIXXE J!XN EDA 

DEVICE:~DEVEWFM!iW.TE?XMCED KNEESYSTEM 
SE DECISION MADE: 24-MAR-2ooO 
510(k) SUbWiRY AVAILXXE FIMM FDA 

DEVICE:2vpxxIFICWICN'IOVITRO ItmuNm~cmUcrSPSA~PA 

SE DECISION MADE: 09-&SAR-2000 
510(k) SUWARY AWGLABLE FIXM JTDA 



SUB&iITIl?RADDRESSLISTIWFORCDRHWEiSIXWIALLY~ (W 510(K) m OR 510(K) - 
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B, INC. 510(k) No: K992850 
ATIN: BEN - PiXNEND: 901-888-5614 
711 amax aYvE 
axLIEFw-u,m38017 

-, INC. 
ATIN: BEN cT3mPmm 
711 CHANEY CmE 
-,m38017 

510(k) ND: K992856 
PHXEiNo: 901-888-5614 

WlXGlXtCSBIoMEDIC%L,INC. 510(k) M-h K993610 
50 
A!L'INtRICHARDAHWER lF?-XNENO: 817-294-3644 
64OlmwEsTDR 
FCRI'kt-XIH, TX 76132 

crm Bocx ~mIc! mus?!RY, nucSlO(k) No: -97 
AT-m: Jam HENDRI- EWNENO: 612-553-9464 
3OOOxENIUMLN.Nmm 
MIIwmxms,MN55441 

cYrlK3 BXK CX?LmEDI& INDUSTRY, INUlO(k) No: KooO602 
m: JcmN HENDRI- PHXENO: 612-553-9464 
3cmxEnIUMr.a.Ncm!H 
-s, MN 55441 

PAcIFIcwi93sI14sIs 510(k) ND: KOO0679 
A!l?tNzLAURAAhtXEQlX PI-ENE m : 704-948-3276 
11515 - DR. 
~,Nc28078-8144 

PAcIFIcSmGIaL IlwXx'ImS, m-510(k) ND: K993019 
ATl!N:m JOHNSTON FfENENo: 650-802-6938 
36OINDUSTRIALRD.,UNITH 
SAN CARIOS, CA 94070 

PAJUNKGMBH 510(k) IW: KOO0722 
ATI'NsBURKABRANDT PI-ENENO: 541-752-9393 
5OlONW~VALLEYDRIVE 
o.lxmxas, OR 97330 

PAMIlEXINDUSTRIESsDNBHD 510(k) NJ: K993201 
IC7GGiXVES 
A!ITN:sAlD AwAN liTKNEW: 606 631 3122 
2 l/2 MIlLEs, J7KAN FUSAH 
-,NAGERIsEMBIIAN 
DARUL KHUSUS, 

DEVICE:hGGLLANTIBIAL INTRAmDm- 
SEDECISIoNM74X:1O-&?AR-2~ 
510(k) STAWMWT 

06-APR-2Oal 
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DEVICE:bfXfLWN~ -mm 
SE DECISICN MADE: 10-MAR-2000 
510(k) sWEWZW' 

DEVICE: WIWMST FGGRB, mELS R-250, RP-250, RU-250, RPS-250, RPL2 

SE DECISION MADE: 02-M%?-2000 
510(k) SUMMARY Am FFUX FDA 

D?WICE:WXZER&IPER~ 
SEDFCISICNMADE: 08-M%&2000 
510(k) m AVAILABLE FXM FDA 

DEVICE:PWZGEwHEELcHAIR 
SE DECISION MADE: 03-MAR-2CGO 
510(k) ,SUMARY AVAILMLE FlXM FDA 

DEVICE:V~XAS=S 
SEDECISICX'JMADE:24-+!AR-2m 
510(k) SUMGRY AVAlmBLZ = FDA 

DEVICE: PACIFICSUFGIC7JLPATI'IES 
SE DECISION MADE: 3O-MAR-2000 
510(k) SUMMARY Am = FDA 

DEVICX:UNIFoI31RNEEDLEs 
,133 DEiXXSICN MADE: 31-MAR-2000 
510(k) SUmARY AVAILXXE m FDA 

DEVIC!!Z:HfiWI'H-PLUS,SANITE&R%IANcE~ER-FREE sTEFuIELp3c1Mm 

SE DECISICN MADE: 29-W%2O!xl 

510(k) SlllTEMENT 
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PBINC. 
ATrN:JAMEs FLmY 
1431 INDU- DRIVE 
ITASCA, IL 60143 

510(k) ND: KOOW45 
!Z-ENfZm: 630-250-7979 

DEWICE:pcrjXURE 
SE DECISION MADE: 15-MAR-2COO 
510(k) SUbWARY AVAIIABLE: = FDA 

510(k) ND: KC%0447 
ENPmMuLTIDRw lscmmlm TEST, mEL 9225 
ATI'N:CARLAMXXWI PKBEM3: 858-635-5840 
9265 Acrtvrm RD., #ll2-113 
SANDIEiGO,CA92l.26 

DEVICE:QUI~ MEMAM~HETAMINE 'EST, IKXX?LS 9045, 9046, QUI- 

SE DEcISIa MADE: 07-NAR-2000 
510(k) SUMARY AVAILXLE FXP4 EDA - 

PHARMAcrn&uPrnrn. 
ATrN:K?mN MATIS 
5094sT.ANDREWSDFUVFi 
B,CH43082 

510(k) m: KOOO3l.2 
PlENEm: 614-794-3324 

DJWICE:VARELISASMANI?Bc%)~ 
SE DECISION MADE: 17-N%-2ooO 
510(k) SDM44RY AVAIIMLE FFCM FDA 

PILLImwMx~I~ 510(k) No: K992174 
ATIN:RICHARDGJCNES PWNENO: 800-523-6507 
420 DELAWARE DR. 
!RXT -, PA 19034 

DEVIC'E:PILLIWwEtxSU%I~~I(3~~~ 
SE! DECISICN MADE: 23-MAR-2000 
510(k) srp3cEMENT 

EJLAwImoY 510(k) No: KOo454 
A!rIr?smBPIEM<owsKI PHONENO: 63Cb59E7077 
362 BAT24 OXIHL‘ 
Fcal DALE, IL 60191-1273 

DEVIC!Fi:DIMEX2 
SE DECISION MADE: 31-MAR-2ooO 
510(k) SIWFNNT 

PLFpsuRE LmEx FFawcrs m. BHD. 510(k) No: I(994311 DEiVICE:MM.BLATEX(XNlXMwITHvANII;LA~~ 
ATm:LrMKoI Y(;FJG PIYCNEiD: 603 874 0784 SE DECISION MADE: 21-MAR-2000 
LUI' 1365, 17'IH MSLZS, JALAN 
suNGAIsE3mLAm 

PBASURE L?EEX FRXNCTS SDN. E!HD. 510(k) No:'K9943l2 
A!r.m:LIMm1 YCNG PI-ENEIbD: 603 874 0784 
LOT 1365, 17'EI MILES, JATAN 
l5xJKaImm 
JERAM, -r 

-, INC. 510(k) m: KC00085 
ATIN:SALVADCWEFPAUMAFW PHONENO: 949-463-6146 
154VIAIAMPARA 
RAtKmsANllA MriF#mTA, a-i 926% 

PRECISIoNDYN?W~CXW. 510(k) No: K994353 
A!rm:KALYNA SNYLX PHGNEN3: 8X3-897-1111 
1388ODELSORST. 
SAN FERNANDO, a 91340-3490 

510(k) m 

DEVICZ:MAIELATEX~5~ 
SE DECISICN MADE: 21-M%+2000 

510(k) .TmIWEW 

DEWICE:BX!XEXT 
SE DECISION MADE: 17-HAR-2ooO 
510(k) SUMARY Am FTCM DA 

DEVICZ:SEWRELINEDISFWAELE FETAL l.5ZNiYW SI'RAPS #3860 AN0 #3565 
SE DECISICN MADE: 22-MAR-2000 
510(k) STZWENT 
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PwlsTEcLLc 
mAL WEISENBOWN 
19526 EAST LWE DRIVE 
MI?NI, FL 33015 

-oc%Ip. 
ATIWzKENNEZXJBEtRX 
80 QAKIAM) ST. 
bKERK%N, MA 02471-0780 

p&I- 

ATIN:- MYEF4s 
377 RXCE 17 SOUIH 
JcrammxBEI~,wo76O4 

QuINlmINwm. 
ATINzM!QTHEWJBElXUND 
3303 FKNIE lrlI&lA FJKW. 
EtYEELL, WI 98021-8906 

mmxI~,INc. 
ATlN:KEYINKO'CXXWELL 
22 TERRYAVE. 
BuIumxm, MAO1803 

RAD1mcsw. 
A!rm:GARY UJKrIs 
1308BcwREx3AsAvENuE 
bsumNm3, CA94089 

RANDQX-LTD. 
A!rm:P ARMsTfllJpK; 
ARtMXGDIMXQDIMAD 
cRuMLIN,BT294Qyo3. 
MEUM, N. lRELAND, 

510(k) No: K993280 
FKNEND: 30543293437 

510(k) m: K994180 
FHXElNo: 617-926-6666 

510(k) m: K990897 

HIONENO: 353 917 53771 

510(k) m: 1<ooo554 

pIA3NENo: 201-727-1703 

510(k) No: K992908 
PHONE N3 : 425-402-2416 

510(k) ND: KOOOO57 
FfDlEN3: 800-466-6814 

510(k) No: KCXXZ32 
FFKNEtNo: 403-745-3200 

510(k) ND: KWO468 
Pf-EUE No : 440 289 445294 

RANDOX~LTD. 
A!tTN:R AIWXIXW 
ARMX&DIAMYDIMAD 
(IzuaIN, BT29 4QY co. 
AIVIRIM, N. IRELAND, 

DEVICE: PXXlXCl251 -SEEDS 
SEDECISICNMADE: 14-MAR-2000 
510(k) SUMGRY Am FIgm FDA 

DEVICF,:PWXDENl?CWITYPREPARATIIoNIII 
SE DECISION MADE: 02-MAR-2000 
510(k) .cmUWEm 

DEvIcE:NFLTxmPuRITAN~ 7OOsERIEsvENT~~~,mEAsy 

SE DECISION MADE: 15-M?iR-2000 
510(k) SUWARY AWGLABLE FIiaM FDA 

DEVICE:poQdULTRASCNICOWIW%MICPACHYMTER, BIWEZ'RYTRANSDUaZRF 

SEDEcISICNMADE:14-M?iR-2CKlO 
510(k) SUWARY AVAILABW FFUl FDA 

DEX'ICE:@!t'ELs~ SYmV. 6.0 (ST) 
SEDECISICNMADE: 06-M?Uh2000 
510(k) +SUWARY AVAIMBW FF0.l FDA 

DEVICE:R?iDICNICS~SH.JIW 
SEDFCISICNMADE: 20-MQ?-20X 
510(k) SD&NARY AWUIABLE FKM FDA 

DEVICE:LEVEENNEEDLE~E 
SE DECISICN MADE: 30-m%2ooO 
510(k) t3TNmmr 

DEVICE:RANXX~c4 
SE DECISION MADE: 27-M&R-2000 

510(k) SZAQMmr 

510(k) m: KOOO469 DEVICE:RANDCX~C3 
?XXENO: 440 289 4422413 SE DEX!ISICN MADE: 27-M?Gt-2000 

510(k) SUbWARY AWGL?GUZ FfMM l!DA 
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=IxummnsLID. 
A!rlN:P m 
55DIA?CNORD. 
-, (13. ANIluM, 

510(k) NC): KOOO483 
E'EENE! ND : 440 289 4422413 

RE1cHEKroETmALmcINsmuLIMEnTrs, 
mm: FRANKJDREXELIUS 

D510(k) No: KWO288 
PIENENO: 716-686-4548 

3374 iG&LDEN AVE. 
DEPEW,NY14043 

-7Ecmxax, INC. 
EM 

510(k) No: K994351 

ATIN:- ZIAFUITI 
18l21PAKIHmrAsT. 
m, CA 91325 

FT-EWNO: 818-882-1997 

RESPIFmIcsuxmIA,INc. 
A!ITNzDAVlDJ~ 
1001 MURRY l?IJxE LAM3 
MURRY-, PA 15668 

510(k) No: K992530 
FFCNENO: 724-733-5866 

RIcmRDwxFMEmc%LIN~ 
mFmEmLcnSARsA 

c510(k) m: IQ94363 
FHxEi No : 847-913-1113 

353 ozcEamE Gaxlx PKWY. 
VERNXIHILLS, IL60061 

RIa%RDmlxMEDIcATIN~ 
A!MNzHmm!LcsARSA 

C510(k) m KDOOO46 
FfKNE m : 847-913-1113 

353 m Imzns PKWY. 
VEZWNBILW,IL6006~ 

RImMEmc!xlSYfxFms 510(k) m: Km983214 
ATrN:DAN BALBIERZ FT-EIEIW: 650-390-8500 
967 NEU!H -INE BLVD. 
t.tmmmvIEw, CR94043 

RX?dED IxnxcIcso3Rp. 510(k) In KWOO42 
ATTNzKAYAL?iPS EKJNEtIW: 317-576-3544 
9115 HWJE FmD 
P-0. Em 50457 
INDIANAPOLIS, IN 46250-0457 

~DU'GNSTICSOCWP. 510(k) No: KooO270 
ATINtPRISCILLAABAMMILL PKBENO: 317-576-3723 
9115 H7?GuE RD. 
INDIAtWOLIS, IN 46250-0457 

DEVICE:RANCQXATmBLWN 
SE DECISICN M?iDE: 31-MAR-2000 
510(k) STWENEW 

DEVICE:REIC%ERTC!T2OO(XWIACC~ 
SE DECISION MADE: 23-&m&2ooO 
510(k) S'mImWT 

DEVICE:M.R.VISICN2COOULTRAAUDIOVISOAL SYSTEN/ cmmNDERX6SYSI 

SE DECISION MADE: 22-M&R-2000 
510(k) ,SUMMWY Am m FDB 

DEVIC.E:BIPAPSYNWRCWHC 
SE DECISICN MADE: 2O-b?AR-2ooO 
510(k) SUMMARY Am FRcplI DA 

DEVICE:IN~ Ftx WY INVASIVE SPm SURGERY (MISS) 
SEDECISICNMADE: 06-M7iR-2O@l 
510(k) SWQRY AVAlUZ&E FFCN FDA 

DEVICE:KNIGHl' ENDasooPIC SPINE SYsIm (KESS) 
SF,DEC!ISICNMADE: 3O-MhR-2000 
510(k) SDtWARY AWULABW, F?%CN FDA 

DEVICZ:RIT7iRFmANDAV, mEL5OOSEIuES 
SE DFCISIcx\T MADE: 27-M?iR-2OCO 
510(k) +SUWARY AVAILABLE FliaM FDA 

DEVICE:ELiTSYS~CNCHECK 
SE DECISICN I!ADE: 17-MAR-2000 

510(k) SUMMARY AVAIUBLE FEiDM FDA 

DEVICE:ELECSYS~ISOLTESTSYSTEM 
SE DECISION MADE: 07-MAR-200 
510(k) SUMM?W AVAILABLE FTU.N FDA 
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=DlXXX!LTCS, 
ATINtKAYAT?Q!TJX 
9115 HWUE RD. 
INDTANAKLIS, IN 46250-0457 

wxxE;TMEDICALPTiC 
ATIN:LEs Tow 
E7icmmS3&4, 
WEARINOUSTRIALES!DWE 
wAfBmmm,TYNE&wE7.!R, 

IE(xxFTMEDIC!ALFT..C 
A!rI!N:LEs !lIDD 
IIGBEINDU-m 

510(k) m: KCW576 D?ZVICE:EiLZSYS(xrRTISC&~ 
PKINENO: 317-576-3544 SE DEXZISICN MADE: 21-&!AR-2000 

510(k) SUbWARY Am FFXM FDA 

510(k) m: K994344 DEVICE:~RFCANNUM 
PHXENO: 011 441 914166776SE DECISION MADE: 21-W&2000 

510(k) StJMiWY AVAIWXE FFXX FDA 

510(k) No: KC00656 DEVI~:EMBIiyoNGIETTRANSFER~/~ 
PI-KBENO: 011 441 914166776% DFCISICN MADE: W-MAR-2000 

510(k) SUWARY Am FXM FDA 

RUSCH, INC. 
A!rm:- Yrn 
2450 B PKWY. 
DULUIH,GA30096 

510(k) ND: K993194 
!iTENEINO: 770-623-0816 

SA fticmmIFIc, INC. 
ATIN:HARBIASH%DF'AN 
4919 GOLDESI gJAIL 
SAN AtTJDJIO, M 78240 

510(k) m: K993456 
EFKJNElNo: 210-699-8800 

sAFEw;uARD MEDIcAt PXXJCTS, INC. 510(k) X): K993609 
A!rm:PATRIcx GRAwr FFKNFiNo: 781-935-2275 
52DRpGoNoxTEF 
wxmN,MA01801 

-03wp. 510(k) m: K.993117 
N(XXIEW50MCX;OWLESS,~USEWIM~ICAG 
ATlN:RlGENEV~ pE%3NENo: 619-509-7010 
12671 HIGH RLUF!F DR. 
SAN DIEGO, CA 92130 

-IvEMEo -, INC. 510(k) IW: x993081 
A!MN: RICK FISHER PiBNENO: 740-397-7838 
6 S. MEKHANICST. 
l.Isxmr vlm?a, a-l 43050 

-, lx!. 
A!IlN:CXtXAAD~ 

510(k) IQ: KC00583 
FBN3KJ: 781-647-3900 

2OOFTxxPEmSTREET 
WALAM, MR 02453 

DEWICE:RUXHM7WJALRESUSCITAToR~ 
sEDECISIoNM?iDE: 24-MAR-2000 
510(k) SUMMARY Am = FDA 

DEVICZ:SASS!lBEPATEST 
SE DECISION MADE: 07-mR-2ooO 
510(k) SBXWEWC 

DEVICE:XXXXiWDiXXXIWPLUSSYRINGE 
SE DECISICN MADE: 17-MAR-2000 
510(k) SUMWiRY AVAILMIE FEacM FDA 

SE DECISION MADE: 02-MAR-2000 
510(k) SUMMARY AVAILZBW FHM FDA 

DEVICE: IO-DRIW 
SE DECISION MADE: 03-MAR-2OCXl 
510(k) ,SUmARY AVAIL?WE E'FXX FDA 

DEVICE:FAsrrpxECXBlPACTEiiXXDcswa3sE 2IENIm SYSTEM 
SE DECISION MADE: 17+BR-2ooO 
510(k) SUHARY AVAILH%E FIXX FDA 
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510(k) m: K000060 
FT-KNEND: 949-454-1300 

13766ALmPmY., SUITE144 
IRVINE, CA 92618 

SGMPcn,LTD. 
wIm AND/OR WIm 

510(k) NO: Kooo488 
BuBBumM~,ANDwrIHPRurFlINI.AB 

ATmzJmNAPTucxE!R PKNENO: 775-342-2612 
198 Am DE LA D'EMERAU; 
SPARKS, NV 89434 

sxPcn,LTD. 510(k) NJ: Kooo671 
T, PROrEIN- 
ATm:JAmAPn-mER PEREND: 775-342-2612 
198 AVENUE DE LA D'EMEVALD 
SPARKS, NV 89434 

SBEENmFu?#Em.o3.,Lm. 510(k) No: Kooo226 
ATm:KEN HUAE PH3E1uD: 011 886 55575937 
N0.16, TW m SIX RD. 
!mJ-LIUEXPANDED INDusr.AREA 
!mJ-LIu,YuN-LIN, 

f3lI- GREAT VISIclv mAsmC 510(k) No: K992554 
ATm:IumEN ABEL F'i-EnE E1D : 909-590-9358 
13945 MlDKLIA AVE 
aJIm, ai 91710 

i3HIf.m- PL?sTIcS PR5lO(k) m K992821 
ATlN:KAREN ABELL PI-KNENO: 909-548-4828 
12390 EZWJ! END AVE 
cl-IIm, cl4 91710 

SHIMADzumIcALSY~ 

ATIN: MICHAEL FIsHE!AcK 
20101 sTlul!H VERMWl'AVE. 
-, CA 90502 

510(k) m: K994431 

PHONE NO : 310-217-8855 

slMSRxl!EXLm. 510(k) No: Kooo628 
Y!tE - SET-17G, MDDEL mS1733 
A!l'lN:GlIES BISHDP PHONE No : 44 130 3260551 

=, 

fzalIm&NEpHEw, INC. 
A!M'N:DEBJRAHooI\INoRs 
160 DAisax RD. 
AtWYVER, MA 01810 

510(k) m: K994365 
PEKNEiNo: 978-749-1495 

D~~:GELMIW(BIOPSYSITE~,~~MK(XXI1,MK0004,MK0007 
SE DECISION MADE: 27-MAR-2COO 
510(k) SUMMARY Am FRM FDA 

DEVIC!E:VITN.,SHIEUIGOLD~-Sl%ULE &rxaxmDmExAM-BLUE, 

SE DECISION MADE: 2O+AR-2000 
510(k) SUW7iRY Am FRN FDA 

SE DECISION MADE: 29-NAR-200 
510(k) SUMMAFZ Am FIMEl FDA 

DEVICE: DISFOSABLF: FcmDmFREENITRILE ExAMGrJmFs,wHITE(x>LoR 
SE DECISION MADE: 02-MAR-2000 

510(k) SmTmmr 

DEVIC&SYNIHETICRMJ~VINYLPATIENl' -0NGLovEs 
SE DECISICN MADE: 29-MAR-2ooO 
510(k) SUMMARY AVAILMU FRM EDA 

DEVICE:SYNIHTCIC~EE+FREEVINYLPATIEW EX2wlmwrmm 
SEDECISICNM?!DE: lO-MAR-2ooO 
510(k) SUMAF?t Am m FDA 

DEVICEi:SBIMADZUhWLEBoDYX-M-m %scmNERScl!-7800 

SE DECISION %IADE: 23-+!AFt-2ooO 
510(k) m 

DEVICE:WALLACEC%TfTEREZWEU% SET-U%, M13DEL MEmS1633; mm?icE cm 

SE DECISION MADE: 13-M%+2000 
510(k) SUMMAFU AVAILAEILF, FRN FDA 

DFWICE:DYONICSELM;TEI(3BIJu3E 
SE DECISICN MADE: 13+AF&2000 
510(k) SUbWARY AVAIMBLE FFQi FDA 
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9u111H&NEHIEw,INc. 
m:ALIcIA F7ARxE 
2925 ApPLItG IKIAT) 
Ew?TmTr, !tN 38133 

93I1H&NlzPHEw,INc. 
ATIN:NI~ w 
130 FtlmEs BLVD. 
MmsFIEm,mo2048 

soFAM%IDANEKUSA,INc. 
m: RIcHARDwm 
18OOP!GW4lDPLACX 
MEMPKTS, TN 38132 

ScBlNUsMEDI~~lES, 
ATlXtcTCEVENJ~ 
285 rQKEi IKU?E RD. 
SJIWWKE, CA 94086 

XmRAMEDIcALSY~ 
ATm:az3xasN HITrLE 
1830 - AVE 
SUITED 
llLNxNr, 03 80501 

SOPRANE S.A. 
ATINs~MHXS'Bm 
555 - St'., N.W. 
v,Dc2Om4-1109 

510(k) m: KXXl533 
ETXNE No : 901-373-0279 

510(k) m: Ko717 
PI-KNENO: 508-261-3770 

510(k) m: K984360 
PKNENO: 901-396-3133 

INC. 510(k) pJ3: KooO501 
PfENENO: 408-617-3434 

510(k) No: K994385 
PHCNENO: 303-682-5871 

510(k) ND: IQ92655 
PIDENO: 202-637-5813 

510(k) m: Kooo422 
PI-KNENO: 33 491 270727 

510(k) m KOtX423 
lwcwEN0: 33 491 270727 

510(k) m: KOO0424 
PHXENO: 33 491 270727 

DEVIcE:~lX!LAV&&lM 
SE DM=ISIc%J MADE: Ol-M?R-2ooO 
510(k) !XBQ@BY Am FXM FDA 

DEVICEi:SMITH&NEPHEWsIRvREu3K, KtXL 7207321 
SEiDECISICXtXADE: 3O-M?Q?-2000 
510(k) SUb%HFZ Am m BDA 

DEVICE:oJLMwx)II SPINALSYSl?E%f 
SEDECISICNMADE: 3O-MAFb2ooO 
510(k) f%B%ARY AVAILA%Z F'EXX FDA 

DEVICE:~ICALGENERAToR,MXIELS1 
SE DECISION MADE: 17-&?AR-2000 
510(k) SUM&BY AVAILXLE FRX FDA 

DETVICE:EABYFZiCE 
SEiDECISICNFADE: X-MAE&2000 

510(k) SUb%ARY AVAITXQX FX%f EDA 

DEVICE: FEIII?LCXSOOP KIT FH 1.29/m 1.40 
SE DECISION MADE: 13-M?iR-2000 
510(k) SUMFARY Am F'RX FDA 

DEVICE: S57DDIGITALOPERA!ITNGRXBfCX4ERA 
SE DECISION FADE: 31-MAR-2000 

510(k) SUHFiRY AXVIABLE J?RX FDA 

DEVICZ: S52DDIGITALVIDEOLAPAFxXUXE 
SE DEXXSION MADE: 31+mR-2000 

510(k) SUB%RY AD FRX FDA 

DEVICE: S5l.D DIGIlTC FiNDxcDPY- 
SE DECISION MADE: 31-MAR-2000 

510(k) SLt@t%Y AvAILAEaE FRX FDA 

06-Am-2m 
Page 30 
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m MEDICAL, L.L.C. 
Ag; DAA &2mRAcm 

c7ua'm, iL 60188 

510(k) IW: K991881 
FQBIEIKI: 630-933-7610 

S~~ULmvIsIoN, INC. 510(k) No: KOW376 
EAR,~TYT-~~T~?IC(HEFIL~XNA)HYDFUXHILIC~ 
ATM:GARomL~ EXNEND: 
307 cXtCB?W CITY DR. 

408-341-0700 

-, ca 95008 

~CwINsmmmm 
m: EiRIAN GRIGSBY 
20665 4m SC'. 
s=rmxA, CA 95070 

510(k) m: KOC0250 
PI-KNEW: 408-741-8773 

=mIcNT 
Al-TN: ERIAN GRIGSE 
20665 4lM ST. 
-, CR 95070 

510(k) No: KOO0296 
PTXNFINO: 40%741-8773 

mm., INC. 
AYrrN:m mm 
1063 'IURNPIKE ST. 
-, MA 02072 

510(k) No: Kooo608 
PI-KNEW: 301-594-3090 

t5crElus axP. 
AlTN:n URSICK 
596OFlEISEmRD. 

510(k) No: K000077 
EJIBNEi No : 440-392-7016 

MEmm,~44060 

STERITEC FRXXKTS MFG. CD., INC. 510(k) No: KOOO502 
ATIN:LINDA rtf3Lsm PHSIE IT3 : 303-660-4201 
599 ToPEm WAY 
SUITE 700 
(IIYsTmwxK, mSO104 

SCHWANNUSA 
m:LINDA %llNamT 
REifERmIR r?L?lcE, 

510(k) No: K994119 
PHXIEND: %X-44&8168 

1601TFwEmFfiD 
L%Nlm, MA 02154 

SIliMxm, lx. 
ATm:PAUL KlmmsoN 
14124 INDUm RD. 
(24AFJA, NE 68145-0625 

510(k) ND: KOCOO76 
FHMENO: 402-333-6017 

DEVICE: 125-IMPLPINT SEEDS,mELsp11250 
SEDECISICNMADE:16-MAR-2ooO 
510(k) sIXBmW. 

DEWICE:SPECIALTY429HEFILo36J A)HYDF0FHILIC CtNCACCLENSFORDAILYh 

SE DEXZISICN &WE:;21*-2000 
510(k) SUbWARY AVAILAEW FEMM FDA 

DEVICE:CWTERY FclRcmsmFooTswIm 
SE DECISICN MADE: 07-MMb2000 
510(k) SDM?iRY An Ffgm FDA 

DEVICE:SViRICWCWlEEXHXX 
SE DECISION WE: 07-MAR-2ooO 
510(k) SuMMARy AVAlIAEW FWM FDA 

DEVICE:SUCTICNWSCULARSlWLJ!ZAND -sITIpLEsYsTEM 
SE DECISION MADE: 07-&N?-2000 
510(k) SDWARY A= = FDA 

DEVICFs:STERISAMsoo~SIEAMSTEBILIZER 
SE DECISION MADE: 17-MAR-2ooO 
510(k) SWWARY AVAXAELE FIXX EDA 

DEVICE: S'IEAM/~RiXIXDW.D,MXLCI121 
SE DEXXSICN MADE: 14-MAR-2000 

510(k) ZX7GMmT 

DEVICE:SYIWXXAAN&EDABUIMMX 
SE DECISICN MADE: 17-MAR-2000 

510(k) SUMWGXY AWIL7GTB FEMM EDA 

DEVICE:CEmXWEX 
SE DECISION MADE: 03-MAR-2000 
510(k) S'UWBRY AVAX?BLE FHM FDA 
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--, lx!. 
A??tW:PAUL KI- 
14124 INDumm. 
-, NE 68145-0625 

510(k) m: KOOO115 
PHXE m : 402-691-7465 

suLzlERoIrImm1c!s, INC. 

Z:~D:.mw 
AUSTIN, TX 78717 

510(k) m: K993259 
-No: 512-432-9202 

-GIxxlEm 
mIN:sTANLEY THAI 

SDN B!XO(k) m: KOO0644 
FXNENO: 

47OcnSuNaIEsJLc.H 
-, 

GsDFGI-vIsIm, INC. 
ATTNzNMCYElRYICR 

510(k) m: K994436 
FFK3lEND: 410-730-8998 

9250 RUMSEY RD., SUITE 100 
cKEDMBIA, MD 21045 

tmRx~~vIGA!rI~ TEcHN[ILoGIEs, 510(k) No: K994355 
AT'!tWANGELI~SDES'lRUEL PKNENO: 303-439-9709 
530 cIr&Plm ST. 
ERamIEm,0380020 

SmaNlcxlFGIcAL 
8508 

WICN, 

RrIN:DcN H?m3 
14762 BESITLFY CIRCWE 
TWMN, CA 92680 

SUIURA, INC. 
A!rIN:DAvE BARRY 
17080NEwsxE ST. 
I!tzmmm -, CA 92708 

SYBRXDENIALS~l"IESINc. 
ATIN:wENDY ulum 
1717 WEST oZlT..LINS A-VENDE 
ORANGE, CA 92867 

SYERCNDEWAL -TIES INC. 
IaTN:m BIx?ELL 
1717 WEST CJCXJXNS AVENUE 
ORAWE, CA 92867 

1510(k) NB: K994015 

ETENEm: 714-832-6300 

510(k) m: K994087 
??i-DENo: 714-437-9801 

510(k) No: K994309 
PI-KNE No : 714-516-7425 

510(k) m: Kooo269 
PKNENO: 714-516-7484 

DEVICE:RETICCHEX~ 
SE DECISION MADE: 27-NAR-2000 
510(k) SDMGFG' AWILAELE F'RX BBA 

DEVICE:INI'ER-OPDUFMULtACZXWUM INsERrs/m -HEADs 
SEDEiCISIONMADEi:1O-MU&2OCHl 
510(k) .SMQRY AWULXiIE JXM FDA 

DEXICE:~ tz?nmLEpcIwIIEKEDLATM ExAMawrIcNGLMms 
SE DECISION bWX: 17-MAR-2000 
510(k) fi?wmmm 

DEVICE: SUFGI-VISIOPJESOFWGFAL SryLFTcoIL 
SE DEZISICN MADE: U-MAR-2000 
510(k) SUbNAFU AVAIIMIE F'RX mA 

DEVICE:RADIcXNWAS SY~~/;xAPPLImIm 
SE DECISIa MADE: 22-MAEb2000 
510(k) SUMAFtY AVAILWW FRX FDA 

DEVICE: ACWBLADE (ACSMBEL),MK8507, ACUBLADE(HANSCXMEEEL),MK 

SE DECISION MADE: 15-MAR-2ooO 
510(k) iYWIVam 

DEXtCE:SUPERSFITcH 
SE DECISICN MADE: 01-MAF&2ooO 
510(k) SUM%FZ AVAIUWE FRX FDA 

DEVI~:SCWCR!IHB2 
SE DECISICN MADE: 17-m&2000 
510(k) SUbWRY AVAZAEXE FRX FDA 

DEVICE:~HPOPAUXXJSDJWlTN 
SE DEcISIcXt MADE: 23-MAR-2000 
510(k) tTUW?BY AVAILAEW FRX ?X?A 



~'ITEFtADDRESSLISTINZlXlRUBHSUBSIRmIwY~ GQ 510(K) - OR 510(K) - 
Fclw~DEcISIoNs~~~?HEpwI(x301-MAR-2~~ 31-M7JR-2000 

SYBRXDEXVIRL bsFwxxlTIEs INC. 
A!rm:aIrxuEN BOSWELI, 
1717 wEsc CXXJJNSAVESNE 
(z%arKE, CA 92867 

- w=) 
ATnItSHERILMu~ 
169OFmS~mxm 
PIYZI, PA 19301 

- VW 
ATIN:MERILMutxGNuIG 
1690RUsSEuR.x~ 
FmToFmcEEm1766 
PpaLI, PA 19301 

-SPINE 
ATIN:- GILBERT 
P.O. BOX 0548 
1690 FiUSSEXX FmD 
PmLI, PA 19301 

-SPINE 
ATIN:- GILEERT 
P.O. BOX 0548 
169OFtUSSELLR#iD 
PpM;I, PA 19301 

-SPINE 
A!tTN:- GlIBEiRT 
P.O. Kz 0548 
1690 RUSSELL m 
PAOLI, PA 19301 

SYVAcx).,DADEEiEHRlXINC!. 
ATIN:PAULLRxBS 
P.O. Kx 49013 
SAN JOSE, CA 95161-9013 

TALIAnL'ID. 
AlTN:-SKAWIN 
-mm 
555 - i?TREET N.W. 
W2smNmm,M:2ooo4-1109 

510(k) No: KC00436 
EKSlEfiK): 714-516-7484 

510(k) ND: K994364 
PKIENO: 610-647-9700 

510(k) ND: K000066 
FFKBENO: 610-647-9700 

510(k) ND: KOO0450 
ETXWI~: 610-647-9700 

510(k) No: Kooo536 
E'NXE No : 610-647-9700 

510(k) m: KOCB742 
ET-DENO: 610-647-9700 

510(k) m: K000600 
LT-mE m : 408-239-2309 

510(k) m: KOO0731 
FfYENElNo: 202-637-5794 

510(k) No: K993189 
LMXVBYBYPASSFVME'!lXBIIG-3/8INCHTuBRG 
ATlNzGARRYA~ HK3NE NO : 800-283-7866 
l25EuJEF!ALLlFtD 
ELlm?m, MD 21921 

DEVICB~HPTRANSLUCEXCDENTIN 
SE DECISIQN MADE: 24-NAR-20CXl 
510(k) SUMl?BY AVAXABLE FRX FDA 

DEvICE:SYNIHES~mATE 
SE DECISICGJ MADE: 15-M%+2000 
510(k) SUHMMY AVAXMIJZ F'RM FDA 

DEVICE: SYNIFFS (USA)LCCKING a3NDYL?a PLATE (La?) SYm 
SE DECISION MADE: 15-MAFb2000 

510(k) ,SUmARY AVQL?BGZ F!fUX FDA 

DEVICE:MKX@TC7%TIONTOSYNIHESUSS 
SE DECISICN MADE: lo-MAR-2ooO 

510(k) SUbMFtY AVAZ%LB FFCM FDA 

DEiVICE:SYNIi%SANTEiRIORCSLJ?SYSTEM 
SE DECISICN MADE: 15-HAR-2ooO 

510(k) StMQ4tY AVAILMiX FlXM mA 

DEiVICX:,SYMHES~ORCSLPSY~ 
SE DEXZISION FADE: 29-MAFG2000 

510(k) SUHARY AD FFXM FDA 

DJZVICE:SYVAEMIT2000~ J!sSAY,caLIBRATcws 
SE DECISION FADE: 27-M7iR-2ooO 
510(k) SUbMARY AVXUXiIE FFCM FDA 

DEVICE:MXXBXATIONToFU7+REXlNAL'JXI~ANALYzER 
SE DECISICX'J MADE: 31-M?%-2COO 

510(k) SUbMARY AVAILABL J?XM FDA 

06-APR-2000 
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DEVICE:cARDIO~ EiYPASSHJMPT!JJEXE- l/4 INCH mm, CmDIOFu 

SE DECISION MADE: Ol-M?G-2000 
510(k) 6'umARY Am FFCM FDA 



SUMITTERADDRESSLISTING~CDFHsuBsTANTIALLYEQUIWUW (=I 510(K) f3wmUES CR 510(K) - 
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TJzRuiam1mm. 
A!lTN: YUK-TIN2 I.EWIS 
l25ExLuEBALLIxxD 
FXKKN, MD 21921 

510(k) NO: Kooo387 
ETXNENO: 410-392-7213 

TFXMEmcAL,INc. 510(k) m: K993191 
ATlNzJULIAAE l+KNE No : 603-532-7706 
TWPINESPARK 
-, NH 03452 

TBEHYMEDGFsxJPo=wp. 
AflXN:ANITAM~~ 
18% BKXNELL DR. 
-, PA 18015 

510(k) ND: K.994339 
l3X3lE ND : 610-865-9876 

TBEKIPPGROUP 
ATm:GARY WERSCHMMT 
930 WANWMER AVE. 
CNI!ARIO, CA 91761 

510(k) No: KOO0343 
F%-lcNz No : 909-390-908-0 

!mELIFEsI"ILF:o3.,INc. 510(k) m: KOO0529 
ocAt~LENsFoRDAILYwEAR(~oR~) 
A!lTN:MAKrIN RrcEHM ‘FT-mEm : 732-372-8585 
712 GINEX DR. 
v, NJ 07751 

TBE ClLms OPrIm CD. 510(k) ND: K993041 
IEsAND-~ 
ATlN:R(BEm SHIFF l?KSlFlm: 973-227-1830 
Xl.29 -AVE. 
WESTChLMU,NJ07006 

!lHEmNm1a 
AllN:LuKAs EISERM?WN 
11OON&?iAVENJE 
-, CH 44203 

510(k) No: 1694382 
F?-KNENo: 33&753-7451 

WC TEtzmxmm, INC. 510(k) No: K994357 
ATIN:AFa WARD FKUENO: 813-645-2855 
3234IiuAuINE 
NEW HXLY FUCl-iEX, FL 34655 

-, INC. 510(k) m: K991684 
ATIN:R. WAYNEFIELDS FKNENO: 503-624-1415 
18005ImERBxNEsFEmYRD. 
TlIGARD, CR 97224 

DEVICE:TERUMZ)NEZDIEWITH~~ 
SE DECISION MADE: 02-MAR-2000 
510(k) .sDMaRY Am m FDA 

DEVICE:TFXMEDIC!%L~~ 
SEDECLSICNMADE: 24-MAR-2000 
510(k) SUbWARY Am = FDA 

DEVICE:BYaJREOF%L/Hy(;uflE~~~ 
SE DECISION MADE: 22-MAR-2000 
510(k) srp3cEMENT 

DEVICE:NACY-ADP 
SE DECISION MADE: Ol-MAR-2000 
510(k) m 

06-APR-2Oca 
Page 34 

DEVICEi:LIFEsryLE MV2 ('l?.l)!m?IC (POLYMAO%J) SOFT(BYDFtGHILIC)MULTIF 

SE DECISION MADE: 21-MAR-2000 
510(k) SUMMU! AVAIUBLE FFtN FDA 

SEDECISICNMADE: 3O-MAR-2000 
510(k) SUMWY AWILABLE = FDA 

DEVICZ:I'ZNLINE%!RTAE?ERlJG!iZRW 
SE DECISIONMADE: 10-MAR-2000 
510(k) SD&NARY AVAILABU J?F%N FDA 

DEVICE:BITEMLCCK,~EZSSWDO6,SW0l.2 
SEDECtSICNMADE:14-MAR-2000 
510(k) SDNlARY AWGLABLE FfMM FDA 

DEiVICE:G-UILBUSZERpaFnaBLE:~CBLANKET SYsrEM, mEL 8001 
SE DECISION MADE: Ol-MAR-200 
510(k) SUM?iRY AVAILMIE = FDA 
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9IXWlER S.A. 
ATIN:mvIDwscHLeftF 
2ooGREmeLANE 
SUITEGloO 
PImEMAW HILL, CR 94523-3389 

U.S. SAFErY -a., INC. 
ATINzJTMES GINEXX 
1290 Ersr cYmANOPARKBLvD. 
SUITE 200 
Fmm IAUDERDALE, FL 33334-4447 

ULm, INC. 
m: a-mRLEswmm 
287 EMI? 61H SrREEr 
ST. PAUL, MN 55101 

UNlMAcEIsm. 
m:mm M.?ARcH 
7475 WISOJNSIN AWWE, 
SUITE850 
BEWESDA,MD20814 

mwEDls?mcEssoII(;IcTLL~. 
z-!Tm:LuIs NEspRmo 
15OGWVERAvE. 
btXQATX,cTO6856 

DNI!CFD~~ICAL(XlRP. 
ATTNzSEXHASCXUZAN 
150 GUWER AVE. 
l-JXW%K, CT06856 

-, INC. 
ATIN:-CMxrREJR 
5920 iXXXW DR. 
P.O. Box 9015 
mER, 03 80301 

vARIANRssoc., INC. 
ATIN:LINDAs-MISH 
3045fmcwERw 
PAmALTo, CA94304 

-, INC. 
ZQl'N:!YllGWGKFIMKE 
164MIDDLESEXTURNPIKE 
BuF&~,MAO1803 

510(k) hx3: K994392 
E7cKmi I93 : 925-356-2640 

510(k) bXX K990831 
E'HOtE NO : 954-561-9500 

510(k) NJ: K994230 
P?XNENO: 651-291-7909 

510(k) No: K983826 
FT-DENO: 301-986-4440 

510(k) N3: KOOOOO~ 
PHBENJ: 203-845-1552 

510(k) ND: Kooo037 
PEENENO: 203-845-4519 

510(k) ND: K994428 
J333NE No : 800-265-8522 

510(k) NJ: K992762 
FEW3 NO : 650424-6990 

510(k) m: I892933 
PHONE NO : 781-221-2266 

DEVICE:AEQUALISsfKwLDERFRXIURESYsrpl 
SEDECISICNMADE: 10-&W-2000 

510(k) SD&NW! AVASLUU FECM FDA 

DEVICE:~SAFETY!XRlXX 
SEDECISICN~: o&MAR-2000 

510(k) CXWARY AVAILABLE FXM FDA 

DEVICFzUL!MC?@EiDISlXXABJXSYRIMZ 
SEDEC!ISIoEs~:2&MAF-2ooO 
510(k) SUbWWf AVAZ?tBW FTUX FDA 

DEVICE: 3s~a CcNMiSTDmSYm 
SE DECISION MADE: 23-MAR-2ooO 

510(k) sSWMRY AVAILABU FIX&i FDA 

DEVICE:SPIN&RADIUSFWDINGSYSTEN 
SEDECISICNMADE:1O-MUt-2OOU 
510(k) +%JMWRY AVAILAEU FXX FDA 

DEVICE:~BICXZNSUIVRE 
SE DECISICN ME: 3O-MAR-2000 
510(k) SUbWRY Am FIXX FDA 

DEVICE: E75l2 PRMIERFMKXXHESIVE II PATI!ZTl'REXJRN~E 
SE DECISION MADE: 07-m&2CXIO 

510(k) SUbWARY A- FECM FDA 

DEVICE: BlXXYVISICCI 6.0 
SE DECISICN MADE: 09-MMb2OCO 
510(k) SOMARY AVAIUBLE FFUX FDA 

DEVICE:LplAITRE~GATI~cATHETER 
SE DECISICt'J MADE: 08-MAR-2000 
510(k) m 
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m. INC. 
X'l'N:TREiWGKAMKE 
164MIDD~'IuRNpIKE 
BuRLmxm,m01803 

VENUSALTD. 
ATm:Fffxs M?GLADFa 
31c - TRAIL 
ELPAqTx79906 

VEnsLrn. 
A7LTN:pElGGys~ 
~~~MA~TKGTsQuAHEcT., #12 
IAKEmREST,IL6m45 

VID- INC. 
E 
mFRiWKBFREELMN 
2530 PENNSYL- AVENUE 
SAINT ILUIS PARK, MN 55426 

vIsuALIziATIoN -, INC. 
A!tTN:NomlA LEmY 
200 RFSEWCH DR. 
wIImmm,mo1887 

VSNME!MXHLTD. 
AT.lN:-M-IN 
555 13ll-I i5rmEEr NW 
hIAwImm,Dc2ooopllO9 

wFiso3, INC. 
ATIN:-cm 
921 SUNSET DRIVE 
EMT PEmIA, IL 61611 

wFlslxYJEssEN~. 
A!ITNcJZXEZ+IFFOaS 
333 EMT - AVE. 
DESPLAINES, IL60018 

510(k) ND: K992934 
PI33IEbD: 781-221-2266 

510(k) IW: x994429 
PI-ENENO: 915-771-9112 

510(k) ND: K993953 
FRZNEIW: 

510(k) No: KOO0229 

pEp3NENo: 612-593-5541 

510(k) m K994270 
pTYcta3 No : 978-933-1000 

510(k) NX K994423 
PI-KNEIW: 202-637-5813 

510(k) m: K981093 
FTZV3lEm: 309-699-7011 

510(k) m: K994335 
FIDE No : 847-294-3306 

510(k) Elo: KOW439 DEVIC!E:DUN!SO~2(PHEMFILCCNA)OPTIFITTDRIC(HYDRfX'HILIC)CIXTAT 
~~,D~~2(PHPIFILa3NA)SHERICAZ,(~~~C)C 
ATINtJC6EPHFF03S EKNEN3: 847-294-3306 
333 FAST 'tX%iWD AVE. 
DESpwNEs,IL60018 

DEVICE:LEN?UTREVEXUS~~ 
SE DECISICH MADE: Ol-b?AR-2000 
510(k) STATmMC 

DEVICE:VENUSA,LTD.EXTENSICNsFTwITBFIL~ 
SE DECISION MADE: 03-&W?-2000 
510(k) SUMMY AVAILABLE FRX FDA 

DEVIC3Z:Ch'ESCEFWIC?!LCAP 
SE DECISION MADE: 21-MAR-2000 
510(k) sWtWENT 

SE DECISICN MADE: 21-MAR-2000 
510(k) SUMWRY AD FIXX FDA 

D!iVICE:INSlXCRAK 3oooSY~rn FLWWCRMM.XXJiE,NXXLIT3CCO 
SE DECISION MADE: 09-M?iR-2000 
510(k) SXRMARY AVAIIABW M FDA 

DEVI~:~NoN-INVASIVF,~~~, MXIELBPM-100 
SE DECISICN MADE: 28-M%+2000 
510(k) SJXOWZW 

DEVIcE:WESXIBLANKET 
SE DECISION MADE: 28+X+2000 
510(k) S'mImEm 

D~~:~~(pHEMF~)soFT(~~~IC)~~S 
SE DECISION MADE: ~O-M?JR-2000 
510(k) SUMGW AVAIMBU FXM FDA 

SE DECISION MADE: 2O-WiR-2000 
510(k) SDMQRY AWUIABX = FDA 
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bnI§mI~MEDI~,INc. 510(k) m: K-6 DEVICE:i%KXXV~F@XJSAE&EE%XBIO~~ 
ATIWMAFCMEZJWGNER FTXNEND: 336-744-0157 SE DECISICN &WE: 15-MAR-2ooO 
49OOBExmNIA~mm. 
& 5951GEmSY CmFK BLVD. 510(k) .%MARY AVAILXXE ERX FDA 
~SX%SNXM, NC 27105 

WISAE' W FUFtWISSENSCHAF510(k) ND: IQ92481 DEVICE: 032-oP-FNEUT, WISAP #705oc, #705OcF, #705Om? 
ATIN:H. SET&M E5+KNENO: 49 0 8104/89090 SE DECISION MADE: 17-M@-2ooO 
RULXUF-DlBEL-m 20 510(k) ,smmmm 
-, 

WISAP W m t%tSSEN~5lO(k) No: K992513 DWICE:THERME-PNEU~.R?I'& WIsAp #707oc, #707Om, #707Oal, #707OmF 

ATIN:I?xsr &Y3zkM 
FXIIXCF-DI 20 
-I 

VXXXXDEBICMEDICAT,,INC. 
ATmzcmmLP~ 
21911 ERIE ImE 
LAKE FCXGXST, Ca 92630 

xIMEDMEmc7+L/PFmxJRG. 
A!rm:LEE BUI 
2195 TRADE zc%\IE BLVD. 
SAN Jcm, CR 95131 

ZEsTANctTws, INC. 
ATmPAuL zuEsr 
2061wlxEmxEPL.,SuITE100 
EiscmDm, ca 92029 

ZIMMER, INC. 
m:KAREN CAIN 
P.O. Em 708 
WARSW, IN 46581-0708 

PHONE NO : 490 810 4/8908-O SE DEXZSION MADE: 17-MAG2OGO 

510(k) NO: K994387 
J?l-l%END: 949-462-0900 

510(k) m: K994151 
FlmNEl Iw : 408-945-4040 

510(k) ND: K994257 
J?ENENo: 760-743-7744 

510(k) No: K994286 
PLXNEm: 219-372-4219 

510(k) i%WmEFC 

DEWICE:REL7EFBANDNSTD~~,~EL WFh2L,wB6L,wBRz, 
SEiDFXISIONM?iDE: %-MAR-2000 
510(k) ,S.UMUU AWGLAE&E F‘FXX FDA 

DEVICE:PERWI'X-INJECTL ckJ/ASPIlWIoNNEEDLE:PWBES/DEVICES 
SE DECISION MADE: Ol-MAR-2000 
510(k) SCW@MEW 

DEVICE:LCC?iTWlXT?WT'~ 
SE DE4XSION FADE: 17-M?iR-2000 
510(k) SLUMARY AVAILXKE EKM FDA 

DEVICE: ZbfRHIPSYSWKFQTXJSFEVISION 
SEDTXISICNMADE: lO-MAR-2000 
510(k) SUMMARY AVAIMBLE ERX EDA 
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TDTpiL 510(k)s THIS PERIOD 331 
!tumLwITH- 266 
!lDrATAwrIHm 65 


