
,8mmmmRADDREssLI~mcoRH~~ (W 5lO(Kj .XMWUE3 CR 510(K) SllFLTEMENIs 07-FEB-2OOCl 
FURF'INALaDEXZISICW~ DuRImTmmmo1-Jza-2OOOn 31-JAN-2000 PaSeX 

(= w ELExxmmDIa+LSY~ 
A!I'IN: CYNIHIA J.M. l'XEIE 
49 PLAIN i3lImEr 
EIc%zIH -, MA 02760 

3M 00. 
ATIN:LAELJPICKElT! 
3t4cmrER,Ems.26&2Bl2 
ST. PAUL, MN 55144 

A-DE, INC. 
ATm:PAlmcK RID= 
26OlrzmsTmmDR. 
NELWEEG, CR 97132-9257 

z%xmusE, INC. 
ATm:AL - 
2431 IME'ALA DR?XZ 
czJKLam, ca 92008 

mm, INC. 
A!ITN: IWBA C.R. YCRK 
11175 FLINMXE AVE., #F & G 
SANDIEGQCTi9221 

A4xMm, INC. 
A!rIN: SHARI JEFFERS 
10950 S.W. 5TH SC., SLJrm 170 
FjEwEmm, CR 97005 

510(k) ND: I(992504 
PIXNEiNi): 508-643-0434 

510(k) m: K992489 
PI-KNFiNO: 651-733-3594 

510(k) N'X K993526 
RKNEKI: 503-537-2756 

510(k) m: I@92914 
Fi-KSlENO: 760-602-3300 

510(k) No: K993483 
FKNENO: 85S-535-2030 

510(k) m: K993657 
PI-ENENO: 503-627-9957 

ADxmcED- l"mmXGIES510(k) pJ3: K991391 
ATm:GREG EmILAND FT-KNEJID: 949-262-0411 
3722 AVENUE SAUSALITO 
IRVINE, ca 92606 

-, INC. 510(k) m: K992053 
ATIN:MARYELLEN r-3cmlEN FT-KNEID: 650-642-5072 
1ocncafxmAYBLvD. 
sfIx?m SAN FI?ANcIm, CA 9408%7030 

AEsalLw, INC. 510(k) IQ: K993551 
ATIN:LIAsJaaS PI-ENENO: 650-876-7ooO 
loco cI4xmaY BLVD. 
szx?m SAN FRANcIm, c?l 9408&7030 

AlIRasT, INC. 
ATIN: - KENNEY 
92FcrvEFtRD. 
siuwfrr, NJ07902 

510(k) b0: K.992454 
Pf-KXlEID: 908-273-6349 

DEVIC'E:ENSKEFNlT 

DEvIaz: 3MTRsY~ 
SEDECISICNMADE: ll-JAN-2000 
510(k) sUbWiRY AVAILARW FfwM FDA 

DEWICF,:SYNEiA- ISLm-SPEEDHANDPlxE 
SE DEiCISICN WE: ll-JZW-2000 
510(k) t%mTmNC 

DEWICEZEXCIMERIASEX~ sy~,AL7ooo 
SE DEZISICN MADE: 27-JAN-2000 
510(k) .%MMARY AWULAEXE FFQd FDA 

DEVICEt:ACXNcNESTJiPXNEPREGNWX TESTSTRIP 
SEDECISICNM?!DE: 2O-JAN-2000 
510(k) SUbMARY AVAIUKLZ EFXN FDA 

DJWKCE:ACUMEDSUIURlZAtTCXR 
sEDECISICNMADE:13dAN-2ooO 
510(k) SUMARY AVAILMLE FlQf FDA 

DEVICE:PVP,lXX YvnmmmxrnlO% (W/v) INI-JEms-m 
SJZDEYZISICNM?iDE: l&JZW-2ooO 
510(k) SmTmmT 

--- DJWIU: AESWiAP VAXiXAR Ii'iaT~v~ 
SE DEiCISICN MADE: 13-J7+N-2ooO 
510(k) ttU%ARY AVAILGXE F'XM FDA 

mCE:soocNsPIN7GSYsTEM 
SE DECISICN MADE: 13-J'AN-2OCO 
510(k) SUbMARY Am F'F0-l FDA 

DEVICE:VEN?G%WSYSTEM,~EL3OA 
SE DECISICN MADE: 13-&m-2ooO 
510(k) txNmGWT 



,5immmmADDREssLIrnFuR(13RH~~ (=I 510(K) - CR 510(K) - 07-FEEb2OOc 
FtXF'INALDECISICbISRENDEREDDDRIW mPERI~o1TJAN-2OOOT¶-mmsH 31-JAW2ooO page2 

AmmAMEmcALmYs1cSaxP. 
ATIN:JmN w 
36OOFxxIE~ 
axEms, NY10920 

ATABEKr- LTD. 
ATIN: CYNIHIA J.M. IWLZE 
49 PLAIN f3?JmEr 
NCBW ATITEWm, FA 02760 

AT-rJEGmBEALmo=wp. 
Alm:smxN KBBINS 
15OOwAumGANRD. 
mw?PARK,IL60085 

ALEWACMEGALTD. 
m:-SFRIEDMN 
117 AHUZAH ST. 
RA'ArJMwA, 

ATJJHwmMFG., INC. 
A!rIN: J7em BIAIN 
42-160 SrATE S-l'. 
PAIM Dm, CA 92211-5148 

ALTAlECBIOlXHNXGlES 
A!EN: R.J. SLCXFF 
9229 CPANKRD DRIVZ 
POImAC,MD20854 

AL'lATECBI~.lZS 
A'Il.N: R.J. SiXMX!? 
9229 (IFWERD DRIVE 
P3Im@C,MD 20854 

ALLmmcBI-IES 
ArI'IN: R.J. SLCNFE' 
9229 CIRMRRD DRIVE! 
-,MD 20854 

AL!mINMEmaLAB 
AllN:- SANOBERB 
- 15 
-, 

AL!IHINMEDIrnAB 
ATIN:- SANDBEX 
- 15 
-, 

510(k) IW: K993522 
PFKNFIND: 914-268-0101 

510(k) m: K992767 
PFLNFI~: 508-643-0434 

510(k) ND: K993795 
FKNEMI: 847-785-3311 

510(k) ND: K993622 
EKNEIKI: 972 771 8130 

510(k) m: K993873 
ETXNEm: 760-779-8250 

510(k) bK): KWOO65 
PHX!INJ: 301-983-1707 

510(k) ND: KOCNO99 
PHXEiNo: 301-983-1707 

5iO(k) No: KCCOiOO 
PKNENO: 301-983-1707 

510(k) m: K992563 
FFDlEim: 464-577-5900 

510(k) No: K992564 
PXNENO: 464-577-5900 

DEmcx:AmINAMEDI~PHYsIcs aXGCWCIaTENNIs-- 
SEDECISICNMADE:1O-JAN-2000 
510(k) SWW?G?Y AVAILXEE FXH FDA 

DEVICE:BFC%NEPNX?GIZANDLABELSI'EAM~ INDICATCR 
sEDECISICNM?+DE:1O-J24t-2COO 
510(k) SD&NARY AVAIIABW FXX FDA 

DEVICE:aNWRXBSSOFGICALDFGPE9 
SEDECISICNFADE:l%JAN-2ooO 
510(k) SUZNAW AWCLABTX FFCN FDA 

DEVICZ:~FHYSIOLCGIQX,NAVIGATIONSYSTENFDR~ 
SEDECISIONMADE: 24-JiW-2000 
510(k) S AVAILXXE F'FCM FDA 

DJWICE:ALFWUECEXIEFWC FIxATIm SYm CIX%FSSION/DI~CN~ 
SEDECISICNMADE: 03-JAN-2COO 
510(k) rXRW+PY AWCLABLE F'FXX FDA 

DEVICZ!:Q+MLCGCfLINDEFtIMPL?CWSY~ 
SEDEXXSICNMADE: 28-JAN-2000 
510(k) ZTNmmC 

DEVICE:caKuxSCF@NlMmANTSYsrpl 
SEDECISICNMADE: 28-JAN-2000 
510(k) .FmfmmW 

DEVICE: CWiiX m iT@ii SYXiEt.i 
SEDECISICNMADE: h-JAN-2003 
510(k) fTmTmEW 

DEVICF,: A-22 HEXYXHXZER 
SEDEXZISICNtGDE: l%JAN-2ooO 
510(k) .%&WARY AVAILUW FIUX FDA 

DJWIClZ: AF-18O~IALYZER 
sEDECISICNMADE:18-J'AN-2ooO 
510(k) SO&NARY AWCLABLE FFCM FDA 



IzaBmnmADD~LIrnFcRcDRH~~ (a) 510(K) SIpplpIRIEs CB 510(K) - 
JxRFINmDEcts1avSRlaDEmD DuRrwmPERIcno1-JAN-2OmTHFaxH 31-JAN-2000 

ALmINMEiDI~AB 
m:- L?ANDm 
- 15 
-, 

ALxHINmDIcaLAB 
m:- SANDBERB 
- 15 

AMENCF$iBIOMEDICaOXP. 
A!I'IWJOHNBDUBECK 
1001GSIREET, NW 
suITE50(3w 
wA'mmxm,Dc2m1 

AMEmaNBIOMEmCAcmP. 
ANN?sINxDSlAm0PIATES13PANEL 
ATm:HENFtY’wELLs - 
122 SrlIM IMAD 
Icnmmxm, NY 12106 

AMFUC.FWBIQSYSTENS,INC. 
ATlX:E!RICJLARsoN 
20YORKmNCr. 
ST. PAUL, t-N 55117 

24mRIcTIN TELEaQE, INC. 
Allw:a-I?sms FcKxmmABRum 
764OGOLDm !lKUWX8 DR. 
EmiN PRAIRIE, MN 55344-3732 

AMSINOINIZ., INC. 
ATIN:RIu-mRDYLI 
833 'KXNEl clEEl2R DR. ^_-_- Fcz.ENA, CA 91/b/ 

8-8 - cr. 
m,MD 20878 

AMYLIm INC. 
A!t'IN:SYLm DUZ?'.S 
6ANIOINEhHEWtJLT 
N3l.%mmoFILE=,w, 

510(k) No: K992566 
HENEND: 464-577-5900 

510(k) ND: K992573 
FWXEND: 464-577-5900 

510(k) m: K993151 
EK#3IW: 202-434-4125 

510(k) ND: K9.93961 
TESTFORCIO) 
PHXEND: 84X-227-1243 

510(k) m: K993629 
PHXENO: 651-234-1211 

510(k) No: I@93550 
PHXlEIU3: 612-897-OtXlO 

510(k) No: K992719 
PJKNEND: 909-626-3783 

510(k) NO: I@92016 
Pi-KlEbKl: 301-330-7597 

510(k) No: K994072 
PEDJEND: 514 453 0311 

DEVICZ:AF-l5OW2XZZAUZER 
SEDEXXSICNMADE:XbJAN-2ooO 
510(k) SUMMARY AVAIIABLE FFQ¶ FDA 

DEVICE: AF-220 HEMXWLX!ZER 
SEDEiC!ISICNMADE:18dAN-2ooO 
510(k) SWMARY AWULABLE FFXM FDA 

DEWICE:RADIDDRLx;~5-PANELTEST 
SEDEiC!ISICNM?iDE:1O-JAN-2000 

510(k) m AVAIUXE F'FUN FDA 

07-F'EB-2000 
Pa9=3 

DEVICEf:RAPlDDRlXSCREEN 3-PANEL TEST Fm ccaINE, MARIJUANA F-w (C 

SE DEcIS1C.N MDE: 24-JAN-2000 
510(k) SUMLW!f AWILABLE F'FXM FDA 

DEYICE:ABIVlZSFAIF@IAYCLElWMXSYSTFN 
SE DECISICN WE: 21-JAN-2000 
510(k) ZiUWARY AVAIUFLE FFXX FDA 

DEVICE:AVIWSYsTEM,~ELSLlO10 
SE DECISICN MADE: 13-J7iN-2000 
510(k) SWYARY AWUUiBLE F'IXM FDA 

DEVICE: ~ENIERALDELtVERYPUMPsETWITHSPlxE 
SBDEcISICNMADE:l2-JAN-2OOO 
510(k) m 

DEVICE:AMJKIND 
SEDEcISICNM?iDE:1O-J7W-2~ 
510(k) S!mtmmc 

~~:~~~ETs5ocx;5OD~~IGHTsHIFTFowERTILTsY~ 
SEDEiCISICNMADE:13-JAN-2000 
510(k) STATmEW 



!!xmmTmAcDREssLImmmmm~ (f=) 510(K) - CR 510(K) - 07-FEB-2CCIO 
FmFTNALDEms1oNsRENxRED DuRmsmpERIcDo1~2m'IHwxIc;H 31-&4N-2000 -4 

AMYLIm INC. 510(k) ND: I(994107 
FXNFELDRIVEFWER~ 
ABrIN:sYLvAIN DLEAS FXNEND: 514 453 0311 
6AtVl'OmmT 
IsYrE--m OF Im pIiRwlT,QuEBM=, 

A!t'INzJAMlCSRUWYWRIW 
1875 HARM AVENUE, S.E. 
MASSm,cH44646-7199 

AIusEmpEliRyINc. 
VEswrIH~IN~~ 

FFKNEti : 330-833-2811 

510(k) N): K993857 
c3xIM16oMI-m 

AFcmREx, IKL 
AlrIm:-cm 
2885 SOCIIH I-KRSSB DR. 
NAPLES, FL 34104 

-, INC. 
ATIN:vEIFJDN BRmN 
2885 SOUIH - DR. 
-, FL 34104 

AsPEmMEDIcaLSYsrEx,INc. 
AlI'I'N:cHRIsTINE MXXDA 
2 VISICN DR. 
NATICK, MA 01760-2059 

A!mIuMMEDIcaLaxP. 
AllN:KAFEiN I4AT.L 
5 - DR. 
HuDsz,NH03051 

AT.nnmm -cs, INC. 
A!t'IN:- BICXMAN 
8253 GLEMR IMAD 
a+uxrr,m 2iO43 

AxYAMmIcAL,INc. 
ATINzI-KNARDLzxmAYER 
1ooczuMmcs czmER 
suITE444c 
BEVERLY, MA 01915 

B. BNUN/MXAW 
m:- rAEwE 
9OlM?maNBLvD. 
ALUMCNN, PA 18103-9341 

510(k) ND: K99034O 
Pf-KIWND: 941-643-5553 

510(k) No: K990987 
R-KNEKI: 941-643-5553 

510(k) N.x K994330 
FXNEND: 508-653-c603 

510(k) No: X392991 
PKNEIW: 603&30-1433 

510(k) No: K!392998 
FTKNEm: 800-242-5602 

510(k) N3: K994313 
l?FDEm: m-924-9510 

510(k) m K994111 
PHXEID: 610-266-0500 

sEDECISICNMADE:13-JAN-2OC0 
510(k) SrA!mmW 

DEXXE:ARTHREXPIATISSUElYX, l.clxL # AR-1940 Bu 
SEDECCSICN~E:28-JAN-2ooO 
510(k) SUWAFtY AVAIUBLE FFtX FDA 

DEVICE: BIO--CIXIWXW, MZDEL AR-1920B 
SE DECISION MADE: 13JAN-2000 
510(k) SUMMARY AWULABLE F'FCN FDA 

DEVICE:ASPECTMED1CALSYSIlMSE!ZGSENSZR,~EL186-0076 
sEDECISICNMADJZ:18-JAN-2ooO 
510(k) SUWAF&' AVAILWLE FIXM FDA 

DEVICExZXLRlXHMEDIQ&~CN~~FXXALIMPLANC 
SJZDECIS1cNMADE:27-J7+N-2000 
510(k) SINENEW 

510(k) m 

DEWICX:MXIIFTC?flXCN~BcNEANCXlR ZmDKJJ! Pw 
SFaDEXXSICNMADE:13dW-2OCXl 

510(k) SUbMARY Am F FDA 

510(k) ,YmImEm 



--ummcDRH-~ (a) 510(K) m CR 510(K) - 
mFmALDEcIsIasFamD~DuRINGmpERIaDo1JAN-2oooIwIcxIBI 31-JAN-2000 

07-??EB-2ooO 
p-5 

E?zmsaI&rn, INC. 
ATIN:vANADA - 
3365lmEauKc -BLv 
ST. =S, M3 63X22-6694 

BExxM?w alYJLTER, INC. 
A!Jmi: MICHEL GUST 
loo0 IAKE HAZELTINE DR. 
a4sKA, PN 553X3-1084 

BEcKMAN (TXTLTER, INC. 

ATm:LucINDA - 
2cosuu-IIcPAEmR BLVD.,&337 
BRE?i, Ca 92822-8003 

BEKmmN aIxxrER, INC. 
ATIN: MI- GUST 
lOOOLAKEHAZELTINF,DR. 
CHASKA, MN 553X3-1084 

BEcxwAN mTER, IN!. 
ATIN:MARA CTALER 
7330 cz?maTL mm 
SAD DIFGQ Ca 92196-9006 

BECKMAN OXTLTER, INC. 
ATm:GAIL LEmmmE 
2OOs.KmmERBLvD.,w-104 
Emi, ~34 92822-8000 

BEKxMaN aIxJmER, INC. 
33305, 33309, 33306 

ATIN:MIcHELEsGusT 
loo0 LAKE BAZELoTINE DR. 
a-lxim, MN 55318-1084 

B3xKmIN-(xwp. 
ATmzuRAImNPLwADINI 
78OE#.xImFD. 
BILLEFtIa, MA 01821 

BEZZUXEMEDIcARESDN.BHD. 
-ORLESS) 
ATIN:IEFlAIKLIM 
IRT 6, JALAN P/2A 
BAWIINDUSTRI7&~ 
-,- =r-, 

510(k) ND: K993039 
FK.%EEx): 636-22G3182 

510(k) Ex3: K993210 
PKNEN3: 6X2-368-7688 

510(k) I0 K993954 

FFKNEIKI: 714-961-3777 

510(k) PJD: K9942CQ 
HENEm: 6X2-368-7688 

510(k) ND: K994277 
PHIlEND: 858-621-4583 

510(k) IW: K994325 
PFDEND: 714-993-8503 

510(k) No: K994439 

FFKNEEX): 612-368-7688 

510(k) Xx K983866 
PIXNEKI: 978-663-0212 

510(k) No: K994082 

Pf-KNEKl: 603 825 6361 

DEVICE:VISCKUSF'LUID~ SYSTEM- (Cx5700) 
SEDECISICNMADE: 07-J7+N-2000 
510(k) SUMfARY AVAILMLZ FXM FDA 

DFVICE:ZUESS~ FREE PSA Q-2, mm 37219 
SE DECISICNMADE: 05-&W-2000 
510(k) SUWAW AVAIUWaE FI113M HXi 

DEVICE:~SYSTHGDATMULTI-DRlXmANDHIGHuRINEB 

SEiDEXXSICNMADE:ll-J7iN-2ooO 
510(k) SUWWY AVAILWU FXM FDA 

DEVICE:AfX'ESSHYBRITHXPSAQC,XDEL37209 
sEDECISIoNFADE:18dAN-2CXX 
510(k) SUMM?i AVAIIXXE m FDA 

DEVIcE:ArXXSSCHXEQtl 
~DEYZISICNMADE:14-J7G&2~ 
510(k) SWMARY AVAIUGLE FFXM FDA 

DEvIu3:-cxsY~MI~- 
SEDECISICNMADE: 12-JAN-2ooO 
510(k) SWM?JRY Am F'FUX FDA 

DEWIC!Ei:XCESSCK+fBoNTHZAaiESS -mzER, mELs 33300, 

SEDEcISICNMADE:14-JAN-2ooO 
510(k) SUMWEU! AVAILMLE F'F0l FDA 

DEVICX:BEUSXTMJXLNZPBPlXCRA-ZXXMCBAT.UXXWMP 
SEDECISICNMADE: 06-JAN-2000 
510(k) SWFARY AVAIUBLE F'MM FDA 

DEVICX:FGdXREDL7YIlEX ExMmATI~c;ILxIEs(~INLABEL~)(50MI 

SEDEIcISICNMADE:28-JAN-2ooO 

510(k) STATEMENT 



-ADDRE5sLI~mcDRH~~ (=I 510(K) - Cw 510(K) - 07-FEB-2OCXl 
Fc%IFINALDEZIS1CNSRENDEREDDURIbC!CHFsPERICD01-JiW-2000 - 31-m&2000 %~=6 

BIOCN,INC. 
ATIN:VINGXl?JMcB(;AN 
1153 a!lvmE f5lmEEc 
EriEKN, MA 02130 

510(k) NZ K994037 
EKNEND: 617-524-4443 

BIOCCMPaS~L'ID. 
ATIN:JS ERATl' 
l3nRmamsr., ETlzRmm 
k5xcxEcNTRwT, 

510(k) 1u3: K993238 
pH=NEm: 44 178 2206500 

BI~ZXSIMPLWT SYm, m. 510(k) m: K993493 
ATIN:WINSl'WDGRE!ZF! EKNEM3: 205-967-7880 
am-PARK- 
SOI'IE 230, SOVIH 
BIFMIXWM, AL 35243 

BICM?RIDIAN,INC. 
ATIN:JcE GALuwrrur 
I.2411 XUIT-I 265 WEST 
SUITEF 
DFWER,uT84020 

BICMETMMWXXWX, INC. 
ATIN:TRXYJBICXEL 
~INDUSTRIALPARK 
P.O. BQX 587 
-, IN46581-0587 

BI- (M) SDN BHD 
ATTNcJAMESHLALE 
m14, PT.4204 Lm SuL'mN 
HI-IN, IwzuH Km? INDU. 
m-r 

BIosuEIGIC7&CTXP. -- 
Firi.LN:TERRy LAM 
5990BDFUVE 
blaIlEll2 
-, CA 94555 

BIRDPFCDW.TSCIXP. 
ATIN:Tm GLrIPmEz 
1100 BIRD CZZVIER DR. 
PALM SPRINZS, CA 92262 

510(k) ND: K993824 
PfDEN3: 801-501-7517 

510(k) ND: K994326 
PKNENO: 219-372-1761 

510(k) No: K994043 
PI-KNEm: 603 376 1390 

510(k) ND: KC00048 

PHCNEIKI: 925-737-1850 

510(k) m: K990856 
PI-KNEICI: 760-778-7255 

DEVICE:'IHEi4.5H+lDIAMETER BIocNDENIT+LIWLAW 
SEDECISICNMDE: ll-JAN-2000 
510(k) STIITEMENT 

DEVICE:W 
SFlDEcI!xavM?cm14-J7w-2000 
510(k) SU+!?@Y Am FFCT4 FDA 

DEVICE:'IT-lE ALnm242sYm 
SEDECCSICNMADE: 07-J7UI-2000 

510(k) SUMAFtY AVAIUGXE m FDA 

DEVICE: WA-21 
SEDECISIONMADE:2O-JAN-2OCXl 

510(k) STlWW?Y AWCLABLE m FDA 

DEVIC!E:ASCEttTKNEESYS?lTM 
SEDECISICNMADE: 07-J?Q+2000 

510(k) s9UWARY AVAIUBU FXM FDA 

DEVICE:-'IwcH~~ERED ExlwmnToN- 
SE DECISICN MADE: ll-J7W-2ooO 

510(k) m 

DEVICE:~FIBRINSE?WWl' EX!IENDEDDRXLETAPPLICXUR,MXXCLT 

SE DECISION XADE: 31-&W-2000 

510(k) SUbWARY AWCL7GiW FIicpiI FDA 

D~~:~TA(;E~BApsYsIIEM,~~P/N15682 
sEDEcIs1aImx: XL-JAN-2000 
510(k) SUM&W Am FFUX FDA 



SuBMITTERADD~LI~mmPH~ m (SE) 510(K) .SW%WES Cw 510(K) B 
FtXFTNALDEXtSICNSRENXRED DuRImn-IEPEmalo1-JAN-2ooo -3l-JAN-2ooO 

07-FEB-2OC0 
P-7 

--Ca3wp. 
A!rm: z+NDREA BTYJMIS 

510(k) fJD: K994252 
PEKNEM3: 408-895-3625 

2710 m PKWY. 
SAN JOSE, CA 95113 

mzI?aJscIENT1FIc, TzGGEr 510(k) FQ: K993415 
I?WZ!ER.TlREXXREsI~~D~ cmL,m1 
ATIN:FcmNE E??alER FKNEN3: 510-624-2105 
47900E!AYSIDE PARKWAY 
FItRavr, a 94538 

HJSICN -FIc, YlTcuxr 510(k) ND: I(993417 
Gu;zIEIMIDEZWWGLEUXL(GDC)(3DSHAE'EGDC) 
ATIN:F43xANE BAXTER PEKNEN3: 510-624-2105 
479ooEWSIDE Pm 
Fl?EKWC, CA 94538 

BcsJxm -FIc, -IlnFan 510(k) m: K993418 
ArIm:- Be?ixlm 
479ooE!AYSIDE PARKWAY 

FFniE~m : 510-624-2105 

FIUXKNT, CA 94538 

izizE%rc LrtNDgrsT 
1OOMARINEPARmAY 
SUITE 305 
REilmxo CITY, CA 94065 

510(k) p33: K992916 
PI-KNEiN.3: 650-494-7240 

BJXIKUS -IEs, INC. 
CDEL 20-115 
A!I'I'N:m D'AWEW 
14mNzxamLmEBLm. 
EmG.A,SuITE8 
t+sm?mmm, CA94043 

510(k) NJ: K9939tXb 

PEKXWIPD: 650-428-1600 

- -- Bi-xmdJ llvul., INC. 
m:- - 
725 TIMBER IANE 
SXTWIEN,MN55126 

5X(k) m: K9B4W3 
FTXXENO: 651-787-0625 

C.R. BARD, INC. 
ATIN:- vIERz;ING 
13183 I-NUAND DR. 
cxxmxnm,GAm14 

510(k) ND: K993392 
EFDlEiNo: 770-385-2347 

C.R. BARD, INC. 510(k) N3: K993840 
ATnJzAmEmLmNN F3-KliE.m : 770-784-6774 
8195 INDutSINAL BLVD. 
-, GA 30209 

DEVICE: VW, VESSELD~,GUlDEWIRE 
SEDECISICNMADE: 04-J'AN-2000 
510(k) SUNARY AVAILAFU F'Fu% FDA 

DFXICE:CXGlO SIYREXHRESI~VD~ QIIL, GDC-10 2-D 

SEDEXXSICNMADE: 21-JAN-2000 
510(k) SUWARY AWILABLE FFUN FDA 

DEVICE: GDC-10 GUXIEUID~cDIL(GEC)(3DsHAeEGDC),GDc-18 

SEDEXZISICNMADE: 21-J7W-2000 
510(k) SUhWGY AVAILABU m FDA 

DEVICE:E'IBENZDGDC-18VXTXSHAEEGU&IEUIDEZXHGUCSXL 
SE DEXXSICN WE: 21-JAN-2000 
510(k) S&NARY AWULABIE FF&X FDA 

DEVICZBRAINLAB~CARC 
SE DECISICN &!J+DE: ll-JAN-2000 

510(k) Srmmmm 

DEVICE:aXXXATI~ EJeZXDE,MXIEL2000;RADIOFW$UNX~,M 

sEDM3ISIoNMADE: 28-&4N-2000 

510(k) SUbNARY Am m DA 

DEVTiCZ: MtZZ'I~.W KElTO K5 
sEDEYZISICNM?QE: H-JAN-2CXXl 
510(k) 5XNWR.Y AWULhELE F'XN FDA 

DEVIGZ:BARD ~FLEXXBILIAF0fSIFNC 
SEDEXXSICNMADE: 06-JAN-2000 
510(k) SUMMARY Am F'FMX 

DEVICE:BARD~BALUXN 
SE DECISICN MADE: 31-JAN-2000 
510(k) SD&WARY AVXLABLE FTXN 

FDA 

DILATICNCPlIHETER 

FDA 



~ADDREssLI~mcoRH~ m (SE) 510(K) SUMMJXS Ow 510(K) m 07-F'EB-2ooO 
FmFINALDEas1mREmEEalDDRIx !mEPERImo1JAN-2000 ~31~IAN-2ooO -cF=~ 

C.R. BARD, INC. 510(k) IVJ: I(993892 
DRXLJDESlUVs~.XlXLoO7l24-25.007144-45 
zYriN:MARIQIJ amxN ’ PHXFlM3: 978-262-4867 
l29azaKmDRD.,BLDG.3 
Bma, MA 01821-7031 

(IANDELIA axP. 
ATm:JoAN CLIFEUIRD 
530 B3sIcN FWT RD. 
wAYLAND, M!i 01778 

510(k) m: K993671 
PKNEN3: 508-358-7637 

(zzARmrn,L?D. 
Al'IN:PAIJLEDRYD~ 
6329 W. M!mwnw Cr. 
w,IN46055 

510(k) Im: K992101 
PKNEND: 317-335-3780 

c74DIAc -, INC. 
ATINz~ETIIUfAN 
16931 MILLIKM AVE. 
IRVINZ, CR 92606 

510(k) N3: K993533 
PEXNEND: 949-587-0357 

CXXDIOirRSaTLARDmICS,INC. 510(k) N3: K993519 
avTEsr.RAPlDmINro3pc,--~ 
ATmJ:plimI3 SWIT RKNEKI: 919-874-6103 
5301 DE%'- DR. 
RALEIGH, NC 27616 

casEMEDIaL,INC. 510(k) m: K991023 
INERSYmWI!mm2 -~hMKJVENDI~ 
A!t'INzLARRYRPm PHNENO: 202-4967561 
1900 K STREEX, N.W. 
bJrmmma,DC20006--11O8 

510(k) m: K993949 
PHCNEIVJ: 770-418-3897 

(mvlmmns1mAB 
Atl?m:- BUNOY 
647oRlmmvmWw 
-S, MN 55432 

510(k) m: K993802 
PHXEND: 6X2-574-1976 

CXIKBICJTEXX,~. 510(k) rJD: K993948 
A'I'lNzNEZEFEAM'UC PKNFIIKI: 765-497-3355 
3055 KEN' AVE. 
WEST -, IN 47906-1076 

DEVICX:DORXLIDEsroNEREMXAL Bzuam,mELooo635-38, 000646-47, D 

SEDECISICNMADE: 06-JM-2ooO 
510(k) SOMM+RY AVAXABLE F'FXX FDA 

DEVCCE:C4VDEXASCLEX)LCrGpuLsEDYFaLXER 
SF,DECISIcNMADE:24-JAN-2O0O 
510(k) SDM!ARY Am FXM FDA 

DEVICE:(TzITERIoN4OORPM40 
SEDECISIcNM?+DE: O6dAN-2OOO 
510(k) SMMARY AVAILABU FR% FDA 

DEX'ICE:~AECYl 
SEDECISIONMADE: 24-JAN-2OO0 
510(k) SUMGRY AVAILMIE F'M.M FDA 

DEVICE:FUG'IDFOINTACCENI', MXZL2OOO,R?+PlDPOINTCKXHEPARINTMPATI 

SEDECISICNMADE:14-J2V&2OO0 
510(k) S@M?GXY Am m FDA 

DEVICE:~~ B3IT.N RIGID REUSABLE Lc3nmaIzATIm a3m 

SE DECISICN MADE: 27-JAN-2000 
510(k) SO&MARY AVAILMLE F'FXZM DA 

DEVICE:::BFtANDHARDSOLUL'ION 
sEDECISICNXADE:O5-J?@&2O00 

DEFVICE:~IFXEEMlANclEMENTSYSTEM 
SEDEXXSICNMADE:18-JAN-2ooO 
510(k) SUMFARY AVAIIABU m FDA 

DEVICE: SISMXNDDRESSING II 
SEDECISICNMADE:OGJ'AN-2000 
510(k) SUMb!MY AVAILAEU F'FXX FDA 



SuBMITw-LImFoRcDRHm~ WI 510(K) - CR 510(K) - 
~F'INALDEXXSICNS~DURIK 'ME PERICXI Ol-JAN-2009 TIlmxEH 31--JAN-2000 

07-F’ES2OOC 
-9=9 

iz!zzN BRAD- 
925 s. UIRRY PIKE 
P.O. Kx 489 
-, M 47402 

axDISaxP. 
ATIN: ARIEL l4TcmwIsH 
14201 N.W. 6OTH AVE. 
MIAKI IAKES, FT.4 33014 

amxsam. 
RY !3TJNC, MllELs FQ294B, 
mCHARTXSJRYAN 
7KXDEXXYRNDRlV.E 
wiimm, NJ 07059 

oxuxscmP. 
ATl!N:DlamNIssGRIFFIN 
14201 N.W. 6OI'H AVE. 
MIAMI IAKES, FL 33014 

-m, INC. 
ATIN: MICHAEL o?-nTLEY 
5419 IKEUH SHERIDAN FD. 
cz-mxo, III 60640 

cosMEDm, INC. 
ATIN: MI= O’M?aLEY 
5419 IKRIH SHERIDAN RD. 
CHIW, IL 60640 

aJmh5sEMBLIEs, INC. 
ATIN:PAULEDFUTDlGi 
6329 w. - CT. 
w, IN 46055 

-, INC. 
ATIN:- CH) 
10 ELJZABEXR DR. 
cxmx%mD, MA 01824 

-, DE. 
A!rnJ:- cm 
10 ELLZABl'H DR. 
m, &!A 01824 

510(k) pJ3: K993455 
FHZNEpJ3: 800-346-2686 

510(k) K.): K993720 
FKNENO: 305-824-2332 

510(k) m: K994156 
Km& 

FT-KNEND: 908-412-7446 

510(k) No: K994358 
PKNEM: 305-824-5283 

510(k) ND: K993658 
FFKNEND: 773-989-6844 

510(k) Kx K993659 
Fi-KNEIW: 773-989-6844 

510(k) pJ3: K993463 
FfDIENo: 317-335-3780 

510(k) m: K994427 
PI-DIENI: 978-256-4200 

510(k) m: K994437 
E¶-KfENS: 978-256-4200 

DEiVICEzl%IPPERD~EMBC&IZATI~03IL 
SE DEK!ISIoNM?iDE: U-JAN-2CKKl 

510(k) SUMMARY AD F'RX FDA 

DEVl~OCWDISMAXILDIX&ZDIAMETERBALU3CNDlLYCATI~~ 
sEDEcIS1CNFADEz:1%J'AN-2000 
510(k) SUMARY AVAILMLE F'KM FDA 

DEVICE:MX)IFICATICNTOCrWDISPAU91ZOClRINIHIANIQ~~CBILIA 

SE DECISICN MADE: 07-JAN-2000 
510(k) SUbMARY AVAILABIE F'RX FDA 

DEVICZ:ATWM?@KERWIRE -uJlDEwIRE 
SE DECISION MADE: 13-mN-2oa) 
510(k) SUM?ARY AD F'KM FDA 

DEVKE:REFUUGLSCULF'T 
sEDEZJ.SIcNF?iDE: X?-JAN-2000 
510(k) SIIATEMENT 

DEX'ICE:REMIMELP?LX 
SEDEXXSICNMADE: 18-J?@&2C00 
510(k) SIXImmT 

DEYI~:INI'RAVAXULAR ADMINI,trmAT1mm 
SEDECISIONMADE: 04-JAN-2000 
510(k) .SUMGRY Am FKM FDA 

DEVICX:CYMXUFZM2D~LASERF0RBAlR~ 
SEDEKZtSIcNMADE:18-,JAN-2ooO 
510(k) StM!ARY AMYLABLE FT0-l FDA 

DEVICFz~~CASPIR 
SEDECISICNFADE: 18-L4t-2C0O 
510(k) SUM-TGY AVAILAEU F'KM FDA 



suBMI?TER~~~F[HIcDRH-~ (W 510(K) - CR 510(K) - 
FURFTNAL~DFCISICNSRENDEREDDDFU~G'IHEPERIC~I~~YIAN-~~THKUZ 31~J7+N-2000 

DADEBEHRItG,II'L 
ATIN:REBEcc4s- 
(=LRsG(xJSiTE 
P.O. KX 6101 
NWARK, DE 19714 

DADEBEHRlX,INC. 
A!rlN:-SAYASH 
GLFSQSlsm 
P.O. KX 6101 
NEWARK, DE 19714 

DADE-, INC. 
ATm: Fcm.Nobx3mIs 
P.O. BOX 6101 
C;LASGClWmxL500 
FENARK, DE 19714-6101 

DADEBEHRIIG,INC. 
m:mINoms 
BLDG. 5comILEKlx 514 
P.0. mx 6101 
NEbRRK, DE 19714-6101 

DADEMI-, INC. 
A!lTNzMAFOLYNJLFNlXX 
1584 -SE BLVD. 
wEsi' rsMmwmm, ca 95691 

DADEMIm,m. 
m:m w4T.L 
204OrsmmPRIsEBLvD. 
WEST zixwwmm, ca 95691 

DAlmxmE aEP. 
m: cJic&Jkj E &ggkg-Jy 
58OWINIERSAvENuE 
PARMJS, NJ 07652 

DEGUSSA- NEXDENDG,INC. 
A!l'IN:ANDREWJP~ 
1065 S.W. 3oM AVE. 
DEEMTEUI BEACH, FLs33442-8193 

DEEVY,INC. 
m:ARLENEcsAuLT-l 
700 CMHFAEDIC DR. 
P.O. mx 988 
WARSAW, IN 46581-0988 

510(k) ND: K992957 
PI-KNEW: 302-631-6276 

510(k) m: -2959 
PIXNEID: 302-631-6276 

510(k) NX K994114 
PI-KNENJ: 302-631-7446 

510(k) ND: K994115 
FKNEM3: 302-631-7446 

510(k) Imz K983953 
pH%JEm: 916-374-8183 

510(k) ND: K993679 
PfX.NEm: 916-374-3222 

510(k) ND: K993531 
TX3iEm: 201-967-2229 

510(k) bK): -3897 
PHIEND: 954-429-2886 

510(k) bn: K993465 
FTXNENO: 219-371-4904 

07-FEB-2ooO 
Page 10 

DEVICX:mD-DINER 
SEDECISICN~:28-JAN-2ooO 

510(k) SUMARY AVAIUBLE L=KM FDA 

DlZVIC.Z:BEHRJX -a SYm (EK!s) 
SE DECISICN MADE: U-JAN-2000 

510(k) SLM!ARY AVZLABLE F'FuX FDA 

DEVICE:DlMENSICNTWIN,IFKNBINDRGCZPACZ!LY(IEKX')CT&IBR?VTOR 
SEDFYZISICNMADE: 2O-JAN-2000 

510(k) StRMARY AVAILABU FRX FDA 

DEVICE:TUTALIEMNBINDINGCAPPlCITY(IBCI')FLM~~ 
SJXDECISICNMADE: 28dV-2000 

510(k) SLUNGY AVAILXZE FXM FDA 

DEVICE:MIrXXTREP PLusPANEL,xTacmYcIN 
SEDEKTSICNMADE: 14dAN-2000 
510(k) SUNARY AD FKN FDA 

DJZVICX:MI~ PIUSPANEL- HAEK)PHILUS/AMPI~ 
SEDECISICNMADE:M-JAN-2ooO 
510(k) SUbMARY AVAILXKE FKM FDA 

DEVICE:CERXXUl 
sEDEKZISICNM?tDE:1O-JAN-2ooO 
510(k) m 

DEXTtCE:DEFUYX5~ PERI-AKricuIAR pILATE 
SEDEXXSICNMADE:l1-JAN-2ooO 

510(k) SUMM?@Y AD F'KN FDA 



-ADDREssLimFoRalRH~~ (-4 510(K) SDbWWESCR510(K) - 
FURF'INALDEZISICNSRENIEXUiDDURING!CHEPERICDO1-JAN-2OOOTHFTJXH 31-J7iN-2000 

07-FE@-2OOC 
Page 11 

DIA(;fJusTICCHEMICNSLTD. 
ATiN:laREN a+LmExx 
16 m Smmm 
wEsrFx3YALTY BPARK 
s, P.E.I., 

DIXXXMCPXDUZISOCWP. 
Al%J:-MI.iEVDE 
57oOWST 96MsT. 
Ic6iwxLES,a90045 

DIAGIUJ5TICPF&XUXSCXXP. 
ATINzElN4FDMLEVINE 
57OOWEST96lHST. 
Lo!spsJ3ELEs,cAm5 

DIPQ\IOGTIC!DcXXP. 
ATINzEDWARDMLEIIINE 
57OOwEsT96MST. 
LasApJGELEs,cA90045 

DISFCS-A-E% 
A!riN:IAmEL NicK)LAs 
315 SKYLINE DRIVE 
IsEWim, iD 83501 

DYN7UXNICSccwp. 
ATIN:Ja-lNslv+MaY 
7030 PARK m DR. 
SALTIAKECiTY, Ui'84i21 

ENaxEoFumPEDIcs, INC. 
ATIN:DEBBIE DELcxjSANIC6 
9800 ME?rEuc BLVD. 
AWr'm, TX 78758 

ENJxcAmiAL fExx.mim, INC. 
ATiN:aMEs PL.rLax 
1350 ENEXY LN., SUITE 110 
ST. PA&MN 55108 

510(k) m: K993920 DEVICE:EX4NX-L3KZbS.W!, - NUMBER 273-30, 273-17 
H-KNEW: 902 566 1396 SEDEZtSICNMADE:18-JAN-2ooO 

510(k) sm!mdmr 

510(k) ND: K.992632 
PHXEEx3: 310-645-8200 

510(k) m: K992634 
PEKNENB: 310-a5-8200 

510(k) ND: K994.085 
FKNEIW3: 310-645-8200 

510(k) NJ: K993738 
FiXNEW: 208-743-4567 

510(k) No: I@93919 
PKNENO: 801-568-7000 

510(k) No: K994070 
PEXXWNO: 512-834-6237 

510(k) No: I@93376 
FBXIENO: 651-523-6928 

DEvicE: - -, M=DELsLKAML,LKpM5 
SEDECISICNMADE: 27-JAN-2000 
510(k) SDMMW?Y AVAIUGLE m FDA 

DlwIm: IMMuLm -, mELm,w 
~DECISICNMADE:2O-JAN-2ooO 
510(k) SU%?Q?Y AVAILWW FHX FDA 

DEVICE:IWJLI'IElTJRBJH(x=,NXXLSLSKGl,LSKCG5 
SEDEZISICNMADE: 28-JAN-2000 
510(k) SUWARY AVAILAXE FlXX FDA 

DEVICE: DISEOG-AS(IIPE 
SEDECISICNMADE: 06-JAN-2000 
510(k) SllW%RY AVAILWLE FRX FDA 

DEVICE: DYN?UXN900 
SE DECISICN MADE: 03-J7W-2000 
510(k) slxTEmW 

DEVICX:REVEUTICNKXXXJSHIPSI'Bl 
sEDEYZISICNMADE:2O-JAN-2000 
510(k) SUtNARY AVAIIAEW FXW FDA 

DEVICE: ENsryLeTmLs Ecxmo, Em020 
SE DECIS1C.N MADE: 05-JZW-2000 

-a MEDICX, SYm, INC. 510(k) to: K993797 
ATIN:E247XEEGMURFW FTDENO: 202-496-7255 
19OOKfTTREETW 
-, Dc2mO6-1108 

510(k) s5UWARY AVAIUBlX F'ITX FDA 

DEVICX: M3-7701FLUID~caBINET 
SEDECISIONMADE: 20-JAN-2000 
510(k) SU+!ARY AVAIJXXB FFXX FDA 



SUBMITTER-LImmcDRH- EQIMUNF (SE) 510(K) StM@X&S CR 510(K) m 07-F'EB-2000 
FCRFIIUALDECIS1CNSRENDEREDDURIbG?HEPERICD01-JAN-2000 lHFaXH31-JAN-2OCG PageE 

ExTcMEmcm gzuIpMENT sEFWiE IN5lO(k) m: K992811 DEiVIcE:TRANSDUXRSFCRDLTRF&UMDANDToocD~FEl!ALl0DXXIN 
G 
ATlN:KRIm cAm!s 
18001crmST.,~300 
PLAN, TX 75074 

PENEN: 972-801-9854 SEDEms1cNmDE:18-JAN-2m 
510(k) SDMMAFV AVAIUBLE FRX¶ FDA 

SYm, -ERM In SYsrEM 

FDA 

Ex!MEDI(aLSY~L!tD. 
ATiN: zvi IADIN 
250 FIItsT AVESNE 
NEEDmM, MA 02194 

ESPEDFNIRLFG 
ATm:ANDREBAs - 
ESPEPLATZ 
-, BAVARIA, 

FSPEDENDXJX 
ATiN:ANDRE?s - 
ESPEPIATZ 
-, m-, 

ElmaN, mc!. 
ATm:GRIKm JCNES 
P.O. Em 151, Rx?rE 22 
smmVlUE,NJO8876 

Ex74xEm, IIK. 

AlTNzGARYJMILLER 
2320 N.W. 66lI-l CT. 
B, EL 32653 

FACTOR, II, INC. 
A!JTINzJCHNDMCFML 
1972 KREST AVE. 
LAKESIDE, A.2 85929 

510(k) p33: K991935 DEVICE:EFTLICXl'H?ClRREMXAL 
PKNEND: 781-4448446 SEDEX!ISIcNM?!DE: 27-JAN-2ooO 

510(k) SUMXRY AVAILBLE J?FCM 

510(k) m: K994190 DEVICE:IMPREGMGAFANTLDUXXBT 
FKNEND: 011 498 1527oOl39SE DECISICtV MADE: 27-JAN-2C00 

510(k) SUMMARY AD F'FCU FDA 

510(k) In K994192 DEVICE:IMPMlXMPENTAM~FT 
PktXEpJ3: 011 498 15270013953 DEXXSICBI MADE: 28-JAN-2000 

510(k) SUMMARY AD FFCM FDA 

510(k) No: K994193 DEVICZ:RQREGUM~DuasoFT 
PHXIEFD: 011 498 15270013953 DECISION MADE: 2&JAN-2ooO 

510(k) SUMARY AVULABLE FFUX FDA 

510(k) m: K994251 DEVICZ~QUIclc 
Ff-KNEND: 011 498 152700139SE DECISICN MADE: 03-JAN-2OCO 

510(k) +SUMXtY AVAIUEEE FT0l FDA 

510(k) m: K994418 DEVICE:VEBSAF0INl?~SYSTEM(SCUBA) 
pHcNEN3: 908-218-2481 SFiDECISIUVFADE: 24-JAN-2000 

510(k) SUMMARY AVAIUUXE FFCM FDA 

510(k) No: K993736 DEVICX:EXXIECH~ ~BIPsY~MsERIEs~siEM 

PI-KNEIKI: 352-377-1140 SEDECISICBI~E: 2O-,X4'&2000 
510(k) SUMARY AVULABLE FRX FDA 

510(k) m: K984297 DEVIUhMXNAABuIMENT 
PI-KZEND: 520-537-8387 SEDECISIC~VMADEZ~~YJAN-2000 

510(k) m 



t!m!mmmADDBLImmcDRHm~ (W 510(K) S CR 510(K) STATEMENTS 07-FEEi- 
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FAsMEmaLLTD. 
A!rlN:LYNNE AFatxN 
PO Bx 219 
INDIANx-mLs, a,80454 

510(k) pJ3: IT393614 
EJlXNEm: 303-697-8198 

FLMITM+sDN. E-D. 510(k) m: KS94354 
T!Emax9imrIABELII\X; cLAIM(5oMI~oRLEss) 
ATlN:Y.FHEW PI-KNFiNo: 603 392 0188 
Lur 5071, m 5 l/2, JALAN 

~DIAGNXTICS,~. 510(k) No: K993863 
TI-DRanIc/aamrTEm.MmL33Oc;IrcmmsxMuLTI~Ru 
AFrlx:FEEx;;Nti . 
23561 RID@, RXJ!E DR., SUITE D 
Ily;uNA HILLS, C?i 92653 

FRIADmc;MBH 
rncAEaLPATrERav 
21911 ERiE IANE 
r,Am EC.BEST, CA 92630 

G?44BmHErE~ 
ATINzJEFFREYRSHlDEMN 
1185 CM ST. 
L?M!MXD, 03 802X-4498 

GAMmMEDIcA 
AllT?:EFWXEYEPATT 
19355 BUSINESS (IENiER DR., 
S'mm8 
m, CA 91324 

Gc! AMERICA, INC. 
*AT%: TERRY L .Jczrrz 
3737 FJEST i2m ST. 
CHIm, IL 60658 

Gc AlaRIa, INC. 
ATmzmRRYLJoFrrz 
3737 WESC i27m ST. 
mm, IL 60658 

Glx-, INC. 
A!rm:KEm CmwFmD 
25235 LEER DRIVE 
P.O. Fnx 473 
ELKHART, IN 46515 

PHiEm : 949-595-0673 

510(k) No: K993560 
EFB3lEm: 949-462-0900 

510(k) No: K990039 
PI-KNENO: 612-835-4018 

510(k) IVJ: K993813 
PENEN: 8X-709-2468 

510(k) W: K993973 
!!wznENo: 708-597-09oo 

510(k) ND: K994077 
PIKNEKI: 708-597-09m 

510(k) No: K994073 
IJKNEIN: 219-264-7384 

DEWICE: FAS-BI7usH 
SEDEX!ISICNMADE:18--XdN-2m 
510(k) SUbMARY AVAIUBLE = FDA 

DEvI~:-~,~ERFREE,LATEx EXAMINMION~WITHX 

SEDECISIONMADE: 31-JAN-2ooO 

510(k) sIz1TEMENT 

DEVICE:FFUALIT-~EZWPFCIFILER 
SEDEXXSICNMADE:lOdAN-2000 
510(k) S AVAIUBLE FIXX FDA 

DEVICE:GMBRQlXJ+t2~ 
SE DEXXSICN WE: 27-JAW2ooO 
510(k) ,TZMGRY AVAIUXZ FFCM FDA 

DEVICE:LUMXXMB~~ 
SEDECISICNMADE: l&JAN-2000 

510(k) SUM!ARY AVAILXUZ FXM FDA 

DEWIC!E:fUJIIILCCAE'SUX 
SE DECISICN MADE: ll-J7W-2000 
510(k) STATmWT 

DEVIcE:ARXiFINE(NZJRWJLANDFASCsFT) 
SE DEXXSICN IGDE: 27-J7N-2000 
510(k) SWWdENT 

DEXCCE:HENSMETF=SYS'I!EN 
SEDEYZISICN&!i4DE:14-JAN-2~ 

510(k) SUbMARY AVAILMLE FECM FDA 



-mFEss LILsxmGmcDm-~ (W 510(K) - CR 510(K) - 07-FEB-200C 
l?XF'INALDECISICNSRENDEREDwRIEx:?HEPERICDO1-JAW2ooO!WF%XJX 31-JAN-2000 Page 14 

GENERALAIRsERvI~ANDAND 510(k) NJ: K993789 
ATIN: Micl-mELl FISHER FKNEIQ: 303-892-7003 
6330 cIuuXAm BLVD. 
cxM!amzcITY,o380022 

GEnEslsMmlcaLl,INc. 510(k) Rx): K992045 
ATiN:rt.l3xw wEHmN Fi-3XlEm: 408-522-8690 
524WmDELDRIVE,SUITE4 
-,cA94089 

GILNO (M) SDN. BBD. 510(k) px3: K994013 
GCLAIM~lOOMI-ORLEISSI 
m:tia-lwEE Hxx ’ FixmEN : 603 3913888 
Lm76O,J7cANmJIsIFw, 
OETIBLANMERU 
KLANG, - D.E., 

GLmEs3LIRa, INC. 510(k) No: K994064 
ATIN:EWlY TJCEIE PHXEiIW: 626-913-1798 
889XIUIHAZSJSAAvE. 
CITYO?? INDUSTRY, CA91748 

GREER!l S. L403B, D.D.S. 
ATiN:GREGmYsLmxlB 
9672 REnDiNS (IZIEiE 
DES-, IL 60016 

510(k) IW: K994048 
FXNENO: 847-298-8954 

GFaJPELEPm 510(k) Ex): K991962 
ATiN:Mxx;LAsW~ FXNEND: 941-3661882 
962 s3Jn-l 77WDMI TRAIL 
suI!rE 203 
-, FL 34326 

GulDANrcI?wp. 510(k) N3: K993639 
ERIFWERALDILATATICN~ "W .I.-. ATRi: SUSAN DJ.Jd-L"J.L" pf-zm XII : 408-235-3x27 
3200 LAKESIDE DR. 
P.O. Box 58167 
ksANm CLARA, CA 95054-2807 

GLnHRiE MEDICME PFaXKTS (NS) SDN5lO(k) m: K993793 
ATlN:SUSAND azxDsmiN-FALK PJXNENO: 203-431-1511 
55ImRwmN~vD.,SUIm200 
GREAT NECK, NY 11021 

GYmrAEa, iNc. 510(k) pJ3: K992901 
ATiN:GFfEGcm lIJmEs FT+KNEm: 908-2X3-2481 
P.O. lxx 151 
m,IuJO8876-0151 

DEVICZ:CLINI~~GASMIxTuRE 
SEZDECISICNpp1DE:1O-JAN-2OCXl 
510(k) slMmENT 

DEmcx:~I~~FpMIu! 
SEDECISICNMADE: 27s2COO 
510(k) ZmamEm' 

DEvicE:&amEREDIATEX-m- wiTHpIiDTEiN~- 

SEDX!ISICNMXIE: 2O-JAN-2ooO 

510(k) sxA!mmW 

DEVICZ:ELLJEZNITRIW -mGLwEs -FCPiDERFREE 
SEDEXXSICNMADE: 28-JAN-2000 
510(k) StJMGRY AVAIIXLE F'FzX FDA 

DEVICE:FGWAELELIGHTCURlXUNIT 
SE DECISION WE: 13-JAN-2ooO 
510(k) ST7amEm 

DlWICX:EISDYNMICMEMBYSIWLBSSYSTHd 
SIZDECISICNM~JDE:~OTL~N-~~ 

510(k) snnmmr 

DEVICX:RXV'lXYAC ~~PERIFWERALDIWI~~TICNCA~ETER,UIWVIATRA~~~P 

SEDECISI~XADE: 27-JJM-2OGZ 

510(k) S AVAILXXE FXN FDA 

DEXC~GUIHRlEPRIMEPRE-FWDETUZDPATIFNTLATEXEXNW+lTCNGLCXZ 
sEDECISIcNMADE:l2-tJAN-2OCCl 
510(k) SLWCmWC 

DEVIUQGYNEXNX ~INTGVAPEXBXRJDE 
sEDECISICNFADE:18-JAN-2000 
510(k) SUMARY AVAIIMLE FEXX FDA 
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I-RRDYDUXXXTCICS 
ATlN:MELiSSAMTRAYIEt 
1430 WEST l-53mY LANE 
.sAmA MARIA, CA 93455 

HARDYDIRXXTICS 
A!ITN:MELiSSAM'I!MYKR 
143OwEsrt4xmYLANE 
sl4um MARIA, CA 93455 

I%@DYDIXXXl'ICS 
ATIN:MELISAMTRAYLOR 
1430 WEsT ?amY LANEi 
SANrA ?!ARIA, CA 93455 

BAFDYD-CS 
ATINcMELISSAMTRAYLfX 
1430 WEST l4-xDY IANE 
sAl?rA MmIA, (311 93455 

I%wLEr-Pm a. 
Alim:MIKE I-lulxN 
3ooo - RD. 
ANDCNER, M?i 0181blO85 

I%mE!IT-PPPLXARDGMBH 

510(k) ND: K994051 
FT-KNEND: 805-346-2766 

510(k) Pm: K994063 
PfXNEND: 805-346-2766 

510(k) m: K994067 
PENEND: 80234C2766 

510(k) pJ3: K994132 
FFDIENO: 805-346-2766 

510(k) m: K993587 
PEKNENO: 978-659-3173 

510(k) NJ: K992273 
WlTUFtM3OOOA/M3046A/M3016A,RFLB . 
ATiN:EcxN PFEIL PI-KNENB: 703-114-2243 
VSTR. 110-140 
-I 

I3XWED1a osIrEmIcs aRP. 
ATIN:JENNIFERADAIJDELIN 
359 VETERANS BLVD. 
-, NJ 0707&2584 

510(k) PJD: K993768 
PKNEND: 201-507-7283 

HumLExGHm,INc. 510(k) ND: K990569 
ATIN:AlJDREYAWIT03 PKNENO: 
227 RI'. 33 EAST 
MAWTAE'AN, NJ 07726-8362 

HumxaNEMEDIcAI 
ATIN:D?WIDACLAE'P 
233lK63FtDAvE. EAST 
-, FL 34203 

510(k) W: I@93361 
FFKNEND: 941-751-0588 

DEXICE:HAEWDISKlXXYCYCLINE,3oK13 
SEiDEXXSICNMADE:1O-J'AN-2000 
510(k) SmImfNT 

DEWICE:BAFtDYDISK~, 30+lCG 
SEDEX!ISICNMADE:14-dXN-2000 
510(k) .Tmm4mT 

DEVICE:BAFDYDISKAMPI~/S 
SEDEXXSICNMADE:14-JAN-2000 
510(k) Sm!mmm 

DEVICE:H?iRDYDISKIMIPENFM,1OMZ 
sEDEXXSICNMADE: U-JAN-2000 
510(k) smGTw%C 

D!ZVICE:HPM2376ADEVICXLINKSYSTEM 
SEDECISICN RADE:2OdAN-2~ 
510(k) .XNM?Rf AVXILABU FECN FDA 

DEvIaz: HP VIRIDIA MULTI- --= -PATlENTM 

sEDECtSICNMADE:28-JAN-2000 
510(k) SUWAFtY AWILABIE F'RN FDA 

DEWICE:CITA!MCNlMZFHASTEN 
SE DFCISICN MADE: 21-JAN-2ooO 
510(k) SUWAFU Am E'FUX FDA 

DEVICE:BABYDoppLM 4ooo,mELBD4ooo 
SFiDEXCSIONMADE:24dAN-2ooO 
510(k) SUWARY Am F'FCN FDA 

D?ZVICE:TUBlN ExTENSIc.NSET 
SEDECISICNMADE: 04-JAN-2000 
510(k) SWMAFtY A- FRX EDA 
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IamIm!G.,LLc. 510(k) m: K993461 
ATIN:GERAmsAusiANDm PKNEKJ: 636-527-2707 
300 OZARK TRAIL DFUVE #207C 
ELLI-, t-33 63011 

iLiFE SYsiEKs, iIK. 510(k) m: I@91087 
A!IlN:JCSHUAAADLER Ff3ZNEpJ3: 214-365-7400 
5910 r-KmH CENIRAZ, - 
SUITE 1775 
DATLAS, M 75206 

llmxxmDED~Ics, INC. 510(k) W: K993682 
ATlN: DAVIDMISE PHJNEN: 407-757-8990 
229Ow.EwJGALLIEBLvll 
kssnTE 210 
MELBOURNE, FL 32935 

B EWIWIW MEDIZIIVIE510(k) Im: K991545 

ATlN:GUENER GlINSBEG Pf-EQEND: 941-948-2001 
11641 RED HIBISCUS DRIVE 
KItlIm SPRINGS, FL 34135 

INFFA-MED -Es, INC. 510(k) m: I@92258 
ATlNzBERIRAMJHUDXN Fi-ENENo: 972-355-9700 
3535 - DRIVE, SUITE A 
FKWERMXJND, TX 75028-2628 

-IvE DEVIE, INC. 
ATiN:- - 

510(k) m: K994269 
PHoNEm: 5084604229 

734 FQKEST ST. 
-, MA 01752 

~DIWFXXTIC'S,~. 510(k) No: I@94004 
rnGARYLIwm+AN EKNElpJs: 619~58W3900 
10180 tsauPPSRANcHBLvD. 
SAN DIDX), CA 92131 

mm mm, mc. 510(k) m: KS91355 
ATIN: TRiciA Km FiDEN3: 412-854-1133 
299OINDu~BLvD.' 
E?dEEEL PARK, PA 15102 

DEVICE:QuEsT~FSXLERlFXI'ICN!CABLE 
SE DECISICN ME: 03-JAN-2000 
510(k) ,YcMmmr 

DEVICX:BANNABWlRXESS vI!mLsI(;b\ls~ 
SE!DEXXSICNNADE:l&JAN-2000 

510(k) SUWARY AVAIIXU FXM FDA 

DEVICX:MRIEQUIFMWCWER 
SEDECISIcNMADE:2O-JAN-2ooO 

510(k) STATmEW 

DEVICE:VWXHSIYLEWRISTDIGITRLHUX3DPRE%URE l.smrmR, mEL: Kiocx 

SE DECISION M+DE: 19JAN-2ooO 
510(k) m 

DEVICE:~SWTF'LUIDWRMERIVFWIDS 
SEDECISIONMADE: l2-JAN-2ooO 
510(k) SlTQmEm 

510(k) SUMWtY Am FRX.f FDA 

DE!VICE:RWXATIWGL0dFSLATEX E.xamamoN-mERFREEwITHpRc 

SE DTXISia &f&DE: l2+XN--2W 
510(k) W 

DEVIC!E:QDANCAUTELYMF,B. B Icc/IGMEmAKIT 
SEDECISICNFADE: 27-JAN-2ooO 
510(k) SmTmENr 

DEVICE:METEREDDosE iNHALER ADAPTER-DISFWABLE, ADAmERREusABIE! 
SE DEXXSICN FADE: 27-J'AN-2000 
510(k) m 
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INrERa DIES, L.L.C. 510(k) m: K993869 
m:-cm= FT-KNEIW: 303-699-7970 
7144 S. -APAL CIR. E. 
Amcm,o380016 

m NEIw m%mmx?s,SlO(k) m: K992256 
ATlN:DANiEL IQHf EKNENO: 847-374-1727 
FoExx7007 
DEEREQXD,IL60015 

IMERMTICNATm,BIOPHYSICS (I%ip. 510(k) IQ K992785 
AIIlN:H.DAVID sHxxLey,JR Fi-KNEND: 512-326-3244 
4020 SaRH - DR. 
SuiTE 160 
AUSMN, TX 78744 

mm NEWEC-3 D-,510(k) XX K993850 
ATiN: DENNIS S.L. l%tG EJHXEND: 604 522 1619 
1629 !mSI!E% M4Y 
DELTA, B.C., 

ISmmaaxP. 
A!l?iN: IC5WNCGILLESPiE 
11700 mTH DRIVE 

510(k) No: K993200 
FHXJENO: 502-267-7873 

SuiTE 605 
LcuIm,KY40299 

J. -USA, INC. 
~KEXTHAB?@RIlT 
601 l3'If-l SIPEfTF, N-W. 
SUITE500~ 
w&smGIm,M=20005 

K~BEALXHo3., LID. 
A.rm:-SKAHAN 
555 TcFillaM bsx%tEm, N.W. 
-, Dc2OoM-1109 

IcIuwrrc! cxNcEms, INC. 
ATINzJUDIlXAHARFXXR 
P-0. BOX 659508 
SAN AMKNiO, TX 78265 

IASERDFXL7G INtXX4TICM 
ATIN:DAviDws(3HLERF 
2mGREmRYIANE 
SUIYE Cl00 
PI.EWAm HILZ, CA 94523 

510(k) No: K992648 
PIXNEm: 202-783-5070 

510(k) No: K984551 
PKNEKI: 202-637-5794 

510(k) No: K992448 
FTXNENO: 210-255-4468 

510(k) ID: ID93942 
FFK.NENo: 925-356-2640 

DEXtCE:INI'ERGm(=ENERAIT%I 
sEDExxsIcNMADEt:19-JAN-2Occl 
510(k) SUM!ARY AXXUABIB F'R.X FDA 

DEVICE:~'SRFSPIRA!t'ICl'JTMINlXG DEVICZ,FRIlX)l 
SEDECIS1oNMADE:11-J7+N-2000 
510(k) SUM?@Y AVAZABLE F'FtX FDA 

DEVICE: IBC-, MmEL 6050 
SEDEXZISIcNMADE:14-J74'&2OOO 

510(k) SUM!ARY AVAILMLE FFUX FDA 

DMCF,: URINALYSIS REXETZ SrRiF-s (10 PAFawnms) 
SE DECISICN FADE: 03-.JAN-2CCXl 
510(k) ttmnmmr 

DEVICE: MD 420/440/460/470/480/490 
SEDECISICX'IMADE: 24-J7+N-2ooO 

510(k) SUbMARY AD m FDA 

DEVICE:FXJTARYMAZ?IER 
SE DFCISICN MADE: 31-JAN-2000 

510(k) m 

DMCE:DtEMREDFcAR~,K3DELKI-8l20 
sEDECISICNh!ADE:14-J7QG2000 
5iOjkj SiMdARY AiXIABTX FXX FDA 

DEVICE: V.A.C. PLUS 
SEDECISIcNMADE:18-ZGI-2COO 
510(k) SUM?@Y AD ETXX EDA 

510(k) SUMARY AVAILABLE FRX FDA 
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LWZRSIGW -lEs, INC. 
A!lm?zMIaaELPDAYIav 
33OOclNImPsITYBL~., #MO 
WiNiER PARK, FL 32792 

A!rlN:-w- 
344ANNmEuxFQImm 
czmmamm,MAo2632 

LaGBEsT (XIAMEN) EuwsoD.,LTD 
AIrIN:- LIN 
N3. 18CHINLIUST 
SHIAUWGDIST. 
mm, 

LFG USA, INC. 

m:m FxImANo 
3101 NXTH FmERAT.J IWY. #301 
FCRTIAUDERDALE, FL33306 

t.lmnIM~IcNus 
ATiN:REzA JALINXS 
73OFIFWIAVE.9!MFUXR 
NEW YCRK, NY 10019 

M7u-m MxILliTY mucrs, iIc 
ATINE~ bsu-mISS - ̂ ^^Y ----c ltLLAi+J Mf3M-b CT. 
I-KIJm, TX77094 

MIX 
ATIN:SUSAND GoIASiEIN-FAT-K 
55NxmmNBL??D.,~200 
NEW YCRK, NY 11021 

510(k) m: K990227 
FiDlEN3: 407-678-9900 

510(k) N: K994028 
PFKNEKI: 508-771-6777 

510(k) p33: K993847 
PI-KNEN.3: 773-327-2054 

510(k) pJ3: K993849 
FT-K3ENo: 773-327-2054 

510(k) No: K990445 

FT-ENENI: 954-569-5005 

510(k) m: K992911 
FKNEND: 888-624-7846 

510(k) m: K994185 
FT-DIEFD: 281-39t%9365 

510(k) No: K992727 
F5-3ZNEK.l: 203-431-1511 

MEmawREmB~mpwIx1(3Ts 1510(k) No: K992779 
ATINzJCHNTUXENSEN FKNEPX3: 905 5651480 

07-F'EB-200C 
Par+ 18 

DEVICE:ULVKERATcME 
SE DECISICN WE: 31-JAN-2OfXI 
510(k) ,SUMARY AVAILMXE F'FuX FDA 

510(k) sslMmEm 

DEVICX:TMIfXXG,VINYL,FfXDERX),PATIENT -ma 
sEDEZISICNMADE:M-JAN-2COO 

510(k) sIZamWr 

DEVICE:TML0XGVINYL,KXEF-FREE,PATIENTEGMNATICNGLmE 
sEDEcISIoNMADE:18-J7+N-2ooO 

510(k) s?mmMEm 

DEVICE:LpGWC?GS%XR, MmELS-ESI, YtFmmuMcv 

SEDECISICNh!7+DE:18-JAN-2ooO 
510(k) SUMMARY AVAILAPU l=IUd EDA 

DEVICE:Mi%X?MMRAFID 
SE DECISICN MADE: 07-J7W-2ooO 
510(k) sINX%mT 

DEVICE:F?ANUALWEZXHUR 
sEDEcISIONMADE:13-J7N-2ooO -i--T 5iOjkj bwmcw 

DEVICE:THEBI-DlRE%ZCICNALSPlXAL&ERXY~C%NALClEMENTSYSTEM 
sEDECISIcNFADE:1&JAN-2ooO 
510(k) SUMMARY AVAIUBLE FF0d FDA 

DEVICX: A-2OOOm SYm; m-c B?fllrm SYSTEM 
SEDECISICNMDE: U-JAN-2OCMJ 
510(k) srATmmr 62OO'IUmENEMAD 

MISSIssAIx;A, CNrARIo, 
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MEDIsmHmRIczi,rFc 
ATINzGARYJ~ 
6616 as'ENS DR. 
-, ca 94588 

510(k) m: K000030 
HcNEp33: 925-201-1954 

MEDISY~a%ie. 
ATIN:LARRYRPILCYl' 
1900 K SIREFT, N.W. 
~,Dc2ooo6 

510(k) I0 K990803 
FWNEIKI: 202-496-7500 

MEDLaxcGLmALQ%zp. 510(k) Ex3: K993556 
ATINzSIEFTGNJV4GEZT PHXlErJ3: 8c&625-6442 
4815 LIST DR., SUI!lE 111 
crzzmwm-, al80919 

MEmxNIcPEF@uSI~~~ 510(k) No: IB94208 
ArriN:m m PENEND: 612-391-9000 
7611 Nc%TIHLAND DR. 
-IS, MN 55428 

-c, INC. 510(k) m: K994331 
TED RIKKPDERANDWm 6191PATIENTm 
ATINzI'XXAKH?!DDItG F?XNEm: 612-514-9500 
4CXXmAVE.N 
SCWMIEW, MN 55126-2983 

MEtzAETzcmmIcsLm. 510(k) ND: I@93411 
YlsIcm, mEL Fs-m 
ATm:DAviD Mr4mEY PKNENO: 413-525-6313 
2OONxtHM7iIN!xcRmr 
SovIHBUIiDiNG, SUITE 6 
EAST -, MA 01028 

MERITMmIa.LSYsImS,~. 510(k) E1D: K994253 
ATrN: oE!nER l.sxmY PHXENO: 801-253-1600 1gJ-j '6.3 ;.--I Fml. 
scvM~,ur84095 

MICKRADIC-n-, INSlO No: K99344XI 
ATiN: FELm MICK FKNEN3: 718-597-3999 
1470 UVIDX AVE. 
EiRXX,NY10465 

KICXRADIO-n-, IN510(k) ND: K993472 
m: FmIx MicK FfDEND: 718-597-3999 
1470 (IXTUIX AVE. 
BRmX,NY10465 

DEVICBSC#.XCZ6OODIAQVOSTICULTR&XUNDSYSI'EM 
SEiDEXXSICNMADEt:l9-JAN-2ooO 
510(k) SUM?@Y Am FF0d FDA 

DJZVICX:MEDISYSI'E?G -mLEsEis 
SEDECISICNMADE:O6-JAN-2000 
510(k) SUbMARY AVAILABU FFUX FDA 

DEVI~:L.I~BANDDRfCAL 
SEDECISICNtGDE: 03-JAN-2CCO 
510(k) SUMGR!t AVAILTHZ FF0-f FDA 

DEmcx:AFBTNmY20MI~~ mom FILTER, l.?ImJ 353/354 
SFiDEZISIcNM&DE:13-JAN-2ooO 
510(k) SBfMAFU AVUIABLE FXM FDA 

DEVICE:R.EVEALPLUS~ mF' -m ,!xsi'm, bfmm 9526 i?@iAN 

SE DECISION @7+DE: 21-J7+N-2OGO 
510(k) ffZM@BY AVAILAEU F'XBl FDA 

510(k) SUQGRY AVAIL?GU FTXX FDA 

DEVICE:HDRCXXIWRTPTEZ@MTEANDIMETANT~ 
SEDEZISICNFADE: 06-JAN-2ooO 
510(k) S Am m FDA 

DEVIC3Q~ViXiINALAPPLIcXil'CR 
SEDEXZISICX'IMhDE:l2-J7iN-2ooO 
510(k) SUMMARY AVAILABLF: FXM FDA 
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MIaxaD~ 
ATIrk- I-END- 
511 a+TALm& Fuml 
-, CR 92835 

mcl33DETEcT, INC. 
ATIN:MEHDI ATaN 
2852 WATNIF AVE. 
TusriN, ca 92780 

mcFoDYlmEr, IIK. 
ATJm:MEHDI ALIEN 
2852 - AVE. 
TusrIN, a 92780 

MIODm,INC 
ATJY:MEHDI ATJN 
2852 i4ATlWC AVE. 
TUSTIN, a 92780 

MI~DETlXX,INC. 
BCDIESTOSS-BINHWANSERUM 
ATm:MmDI ALEM 
2852 - AVE. 
TusrIN, CA 92780 

MIcmDErEm, lm.2. 
A!t!TN:MEHDI ALEN 
2852 WIINVT AVE. 
l.usrrN, CA 92780 

Micm -cs, mc!. 
ATiN: rK2-f DALKxnm 
2Gurlm 
lS!VINE, CA 92618 

MiDMARKocwp. 
ATrN:MlxE SNYDER 
60 Vim DR. 
P-0. Em 286 
vERSAmm,m45380 

510(k) ND: KY91862 
PlXNEID: 714-525-8441 

510(k) ND: K993635 
FHXlEN3: 714-832-8234 

510(k) 1u3: K993636 
FFKNEM3: 71-2-8234 

510(k) m: K993843 
FMXEINO: 714-832-8234 

510(k) No: K993971 

R-KNEIW: 714-832-8234 

510(k) m: I@94029 
FT-KNEPKI: 714832-8234 

510(k) ND: K993672 
FKNEIW: 949-837-3703 

510(k) pJ3: K992744 
FKNEPJD: 937-526-8390 

~MEDIC%LDLSlXBVM CN, 1510(k) ND: K993B48 
ATiN:u-lRIsTiNE EMANUEL PI-KNENO: 805-9634312 
1205 DE LA VINA 
EEZAKCA BARBARA, CR 93101 

DEVICX:MIocMEDposTERIc%I~ SYsrEM ww 
SFaDECISICNMADE:13-J74V-2CXXl 
510(k) SLMARY AVAIUBLZ FFCM FDA 

DEVICX:MDISM/RNPTEST 
SEDECISIoNMADE:1O-JAN-2000 
510(k) SWMARY AVAIWBLE FF0.l FDA 

DEVICX:MDI.SS-ATEST 
SEDEC!ISICNNiDE:1O-J7aN-2ooO 
510(k) SU-MARY AVAILAEU FTXN FDA 

DEVICE:MDIRFTEST 
SEDECISICNb!?iDE: XL-JAN-2000 
510(k) SUNARY AVAILABU FTicM FDA 

07-FJZ?-2000 
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SEDECISICNMADE: ll-JZW-2OCO 
510(k) SLE+%RY AVAILXEE FFXX FDA 

DEVIa:MX sM!l?EST 
SEDECISICNXADE: Xl-JAN-2ooO 
510(k) SUMM?@Y AvAILABLE F FDA 

DEVICE:REBARMICPOCNHEXER, KtEL.5 105-5080, 105-5086 
SEDEYZISICNMADE: 04JAN-2ooO 
510(k) SUbNARY AVAIMBIE FXM FDA 

DEVICE:MIDMARKM4*9E?+SYC!L?S7ESlEA?4sIlERILIzER 
SEDEXXSICNXADE: lO-JAN-2ooO 

510(k) SLMGRY AVAILABW FIicM FDA 

DEVICEi:MIUXWIWHUBERPLUSSAFElYINFUSICNSET 
SEDECISIoNb!ADE: 27-J'AN-2000 
510(k) SIRNARY AVAILABU FF0-f FDA 
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MIlInml -IEs, Ibc 
ATIN: IJENNiFER LYat5 
12744 SAN -RD. 
SYLMAR, CT4 91342 

510(k) px): K991936 
PXNEM3: 818-362-5958 

MITsuITExrILE~. 510(k) W: K992604 
ATlNzWILLIAMJB?GCNZ F+KNElbD: 212-827-1034 
1450 - 22ND FLOX 
NlWYCBK,NY10018 

MYrim- 
ATm:Alx!EN mYD 
101 EARTLEX DFUW 
-, -0, 

510(k) ND: K994241 
FKNEFO: 416 759 9937 

m:KEvIN IumN24N 
P.O. Em 1954 
c3JL~C!IlY, CA90232 

mPMEmc7&TEamI~ 

N?cwAMEGoD.,LTD. 
ATIN: E.J. SMIX-I 
P.O. Em 4341 
-, FD 21114 

NNwAMl?so3.,LTD. 
ATIN: E.J. SNITH 
P-0. m 4341 
(2KE'KN, MO 21114 

pI-K&E’No : 310-410-2769 

510(k) m: K993906 
FT-ENEIW: 410-451-0639 

510(k) b0: K993908 
FT-KNEID: 410-451-0639 

510(k) m: K993654 
FT-KNEIW: 203-431-1511 

F'FxXDMm GM5lOtk1 m: K994066 

-a 
ATlN:SUSAND -IN-FALK 
55Iwzmwmmw 
SUITE200 
GREAT NECK, NY 11021 

NEWSTARLASERS, INC. 
ATiN:LxxmTDv~ 
11802 KEMPERRD. 
AUBURN, a 95603 

NHE-a 
ATiN: - ZHAm 
7100 FERNWXDAVE 
SUITE 1922 
~~, VA 23228 

510(k) I0 IF394273 
FT-KBEID: 530-823-1434 

510(k) m: K992584 
FT-DIEIW: 804-755-1633 

DEVICE: 3.0 ML -iR, MllEL 103/193 
SEDExxsIav~:18-JAN-2mO 
510(k) SXIHARY AVAILMLE F'RX FDA 

DEVICZ:HENRYSCHEXNSUFGIC7iLMRSK 
SEDECISICNMADE: 28-JAN-2ooO 
510(k) SWlBlBm 

DEVICX:TMXGFCWERTILTANDRECLINESYSTEM 
SEDECISIONMDE:13-J?W-2000 
510(k) m 

DEVICE:Ml?PDIS~~ 
SEiDECISICNFADE:2OdAN-2CCO 
510(k) SUNWRY AWILAELE F'FCM FDA 

DEVICE:NAWAXXWXAJUSWiBLE (JoNsTRIcrioN RING 
SE DECISION ME: 31-JAN-2000 
510(k) z%Wmm?r 

DEVICE:NANMAAJUSTAE&E ctz%wimcMm RIW 
SEDECISICNMADE: 31-&W-2CXXI 
510(k) m 

DEVICE:- 
SE DECISION MADE: 27-JAN-2OC0 

510(k) mATE?mw 

DEVICX:M3DELl~ I3zmiuMIAsERsYm 
SEDFXZISICNMADE: 2O-.JAN-2OCXl 
510(k) SUMARY AD FFCM FDA 

DEVKE: PE 501pcEcGbfmrTa 
sEDECISIcNMADE:13-JAN-2ooO 

510(k) SWMARY AVAILUGE FEXX FDA 
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NlIIsm-mm, INC. 
ATlN:BcNNlE BISH3P 
2601 CAMKJS DR. 
IKVDlE, CA 92612-1601 

NIPFoMEDIc?&axP. 
ATIN:KAELYN HADLEY 
1384-OxlKT 
LExmxm,KY40514-I.268 

NoBELBI~usA, INC. 
TELCRDIEx3UKN-) 
ATiN:JEFF HAusHEm 
22725 SAVi RANCH PKWY. 
YcREnLINDA, ca92887 

m-m, INC. 
ATiN:casEY KUREK 
600 cHuRa3 RD. 
EKXN, IL60123 

mm. 
mRALFHESHUPING 
7080 -IA GATEWAY DR. 
-IA, M 21046-2133 

UWEDAMEDI~ 
ATlNzIILBEKIDFm 
9065GuILFcmm. 
orxLlM8IA,MD 21046-1801 

OLYMEWDITXXXITCAQdBH 
ATiN:LwRA sn%lMFTyLER 
TWCXXFGWECENIERDFUVE 
MEL-, NY 11747 

a@msx!EL'ID. 
MERclxxrED 
ATIN:WILTJAMEP~ 
7815 VANDERBILT DRIVE NW 
I'KRIH (TWPCN, Cl3 44720 

(IxarEE -m, ire. 
ATiN:sHEIIA FatEmAN 
37OOI-mvENcr. 
MmmPARK,a+94025 

510(k) No: I(992455 
FKNEpJ3: 949-250-3959 

510(k) m: K992729 
HCNEN: 606-224-8256 

510(k) ND: K993595 

FfXNEN3: 714-282-4800 

510(k) ND: K993778 
FKNENO: 847~6Oe-8900 

510(k) No: K992434 
PKNEIW: 410-312-4100 

510(k) NX I@93407 
Fi-KNEID: 410-381-4004 

510(k) ND: K994189 
FKNEND: 5X-844-5688 

510(k) m: I(994246 

PEElVEND: 330-966-8878 

510(k) m: K994333 
FT-KNENO: 650-369-9904 

DEvIcx:NlHmIummNas-2200lAxrxnmREAND~ 
SEDECISICNNADE: 07-JAN-2ooO 
510(k) SWMARY AWCIABLZ FTUX FDA 

DEvIakNiPmLuERADAElcR 
SEDEYZISICN~E:13-JMJ-2ooO 
510(k) !X&W+RY AVAILMEE m FDA 

DEVICE:NIBELBIOQ#E'SMXCFlEDSUREMEJMEUIW (INTENDD FCR lItMEDIA 

SEiDECISICNMADE:28-JAN-2000 
510(k) SUWAFU AWX?iBLE FFCM FDA 

DEVICE: HYD- - SYSTEM,M383EL4-75o-o0 
SEDEXZISICNM?bDE: 06JAN-2ooO 
510(k) SUMWZ AWILABLE m FDA 

DEVICE: ITP,M.XEL 1.0 
SEDECISICNM?iDE: U-JAN-2ooO 
510(k) SLIMWRY AVAIIAEW F!FUX FDA 

DEVICX:CHMEDAMfZDICTiLCNNIBED 
SE DECISICN MWE: 05-JAN-2ooO 
510(k) SUMWRY AVAIUBLE FIUX FDA 

DEVICE:CXXMKJS~KtNWE FESENT CSR6179/6279 
SE DECISICNMADE: 2O-JAN-2000 
510(k) m 

DEVIcE:U4NIGRACENMPILE,BLUE, ExAMnwMmGLuJE, FcmER-FREE, FCLY 

SE DEXXSICN WE: 31-JAN-2000 
510(k) STMWJNT 

DEvia3: ORA-50-sYsTEz.lAND- 
SE DECISION MADE: U3JAN-2000 
510(k) St&MARY AVAIIX&E FIUZ4 FDA 



Pz4xFIcSuFcI~ iNKNATIW, INC510(k) N'X K991959 
m:TERRY LJa3ExN FFDENO: 65043026988 
360INDWIWXRD.,UNITH 
SAN c?iRLm, CA 94070 

PADLINEM.NICXELS 510(k) ND: K971732 
ATlN:PAULiNEM Ni- PFKNEIKI: 770-267-7963 
321 smm BFaiu siREEl! 
txNRqGA30655 

-&uPmQ). 
AIITN:KARENEMA!l'IS 
5094 ST. -DRIVE 
-,a43082 

510(k) p33: K993585 
PIDIEND: 614-794-3324 

KLYMER TEcHNoLoGi SY-, INC. 
ATIN:MAm3 ExQuxr 
7736 ZI- IID. 
iND-S, IN 46268 

PRECISICNDYNWICSOXP. 
ATIN: K7cYNA 5TmLlYK 
1388ODELSURSI'. 
SAN FElwANm, cl 91340-3490 

PiUMEDWI!AL~,INC. 
ATiN:- M?!RwIG?N 
3735 WEST BEUCNI'AVE. 
cHIaiqIL60618 

-&GAMsLEm. 
ATlTl:t4VKMANDERXN 
61oOCXWEFt~AVE. 
-, C4-I 45224 

510(k) No: K993377 
PFKNEPJS: 

510(k) No: K994263 
-pJ3: 818-897-1111 

510(k) m: K994224 
PI-KNEBD: 773-539-5927 

510(k) No: K993870 
F?-KNErJ3: 513-634-5196 

Um-a-Fv l-&v 
Llur-l&A,, AAN. 

ATINzJmErFHLmRK 
3049 Hullsal STHEFT 
FPMKLIN, IN 46131 

510(k) m: x994272 
FT-KNEN3: 317-736-0128 

PmEi4ATER, INC. 510(k) Im: K992786 
ATlNzczYNmIAPwILTERs FTKZlEN3: 864-375-0105 
305wEsTM7nKETSTREm 
AND-, SC 29624 

PtJREwmER, INC. 
HOPTICNAT.,RENX!EFILL 
A!ITN:RH3klDAS~ 
305 WFST ?.fmmr b5TrmET 
ANDERSX, SC 29624 

510(k) ND: K993058 

EKNEIVX: 864-375-0105 

DEWICX: PSI -ANEuRysMcLiP 
SFaDECISICNWiDE: 06-JAN-2000 
510(k) SUWAFY AWCLABLE FRX J!DA 

DEVIcE:DmHANDPIECE 
SEDEYXSIoNM?tDE!:ll-JAN-2000 
510(k) SUWARY AVAIUBLE FRX FDA 

DEVICX:VAFELJSATpo ANi'iKDIES, KDEL X2348/12396 
SEDECISIcNMADE:05-JW-2ooO 
510(k) SD&NARY AWULAEU FRX FDA 

07-FEB-2OOC 
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DEVICE:Ml?MBICXCYWWR HDLTESTSTRIPS,~R'IHE~(oTc) 
SEDECISIoNMADE:13-JAN-2ooO 
510(k) SWIW@W. 

DEVICX:SECWUNEUMB~C?&CRDCL?UPCLIPPER#3540 
SEDECISICNMADE: 24-JAN-2ooO 
510(k) m AWGLABLE FRN FDA 

DEVIU%PFUMEhDENTCREMXXLaJREOCMPOSITE~IVE~ 
SEDECISICNMADE: 31-J7W-2000 
510(k) SIRQNRQ 

DEVICX:UN%bTED IIfmuABIALMENmpAD 
SE DECISIcNlGDE: 18-JAN-2000 
510(k) SWMARY AVAILABW FXN FDA 

SEDECISICNWiDE: 07-JAN-2000 
510(k) SrpflFMENT 

DEVICE: -WATER, II'C.'SWXIEFtFUFtIFICXTICNSYSTR%5 
SEDECISICNMADE:24-J7W-2000 
510(k) St.WARY AVAIUBLE FFCN FDA 

DEVICE:PDREWQEFtINC'SACIDIFIED SICWGEANDDISTRIBUlTCNSYSlXMWIT 

SEDECISICX'Ib!ADE:2&JAN-2000 
510(k) SUMMNtY AD FFXX FDA 



l3uEmmmADDREssLI~FcwcDRH~~ (W 510(K) - CR 510(K) - 
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Rzimmmca,INC. 
ATIN:vTBamrMSI~ 
810 SHARZN DR. 
wEsr!mm, cH 44145-1598 

I3-rmIM -m, INC. 
ATlN:RI- MANN 
258SE6THAVE.,SUITE12 
DELwaBTmx, FL 33483 

RI-II-, INC 
m:DAvE IccxmAR 
455 tz?IMFi ST., 
SuI!cFl104 
DESPLAINES,lL60068 

~DIXNXTICSUXP. 
OCYY=UCWCmsYm 
A!rm:LuANN oxs 
9115 H7GuE RD. 
m-s, IN 46250-0457 

FXXHED~CSCCRE'. 
lal.!N:-TRIm 
9115 WGUE RD. 
IMIIAMIF(ILIs, IN46250-0457 

FCClGDiBXWI'ICS~ 
ATm:JENNmER!rRI~ 
9115 HmuE RD. 
m-s, IN 46250-0457 

FtXHEDlXXXTICSOCWP. 
A!rIN:JEtammRTRI~ 
9115 ImxlE RD. 
INDIAM1puLTs, IN 46250-0457 

I3IlswM lxrL.LTD. 
4 
ATlN:MIa-lAEL YEH 
2F. Nl. 8, ALLEY 20 LRNE 106 
sTEmIm3,NANmm 
TAIPEI, 

Fossmx INI!L.LTD. 

AlTN:MIcHAEL YEH 
2F. IW. 8, ALLEY 20 LANE 106 
SEcrIm3,NANKAI\IGm 
-1, 

510(k) ND: K992859 
Fi-KNEim: 440-871+300 

510(k) N3: K992286 
PHXEXKI: 561-736-1880 

510(k) ND: K994071 
PI-KNEND: 847-375-9091 

510(k) ND: K992851 

PmkIENO: 317-845-2000 

510(k) m: K994017 
FT-CNEW: 317-576-3742 

510(k) EID: K994020 
FXNEIW: 317-576-3742 

510(k) ND: K994030 
HXNEN.3: 317-576-3742 

510(k) m: x993426 

07-FZFi-2OCX 
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DEvI~:AHL7oosERIEs~zERm~~ 
sEDEcIS1CN~E:1O-JAN-2000 
510(k) SOPNARY AVAIUBLE FlXZ FDA 

DEWICE:DB 
SEDEXZISICNWE: 21s2000 
510(k) ,TmlBmm 

DEi'VICE:RHIGENZAN?iELISATJGTSYS'J?EM 
sEDECISICNMADE:18-JAN-2ooO 

510(k) m 

DEWICF,:ACTTEsTQUWIXXSFOR~ msY~,Acr~FuR 

sEDEiCISICNMADE:14-JAN-2CXXl 
510(k) ,TWMARY Am FRZBl FDA 

DEvIa3:cxvrR?xTEsrcup 5 bG!K, CAT. 11 1850 1 
SEDEXXSICNMADE: 27-JAN-2ooO 
510(k) SOMbWU! Am FMX FDA 

DEVICE:Ct?IBAKTEsrsI?x !KR PCP, CAT. 07 6654 2 
sEDEx3ISICNMADE: 27-JAN-2000 
510(k) SUtM+RY AVAXMLFi FiXN FDA 

DEVICE:OM'RAKTEXWP 5,cAT.o764817 
SEDEXJISICNMADE: 27-JAN-2000 
510(k) ,SIlMWY AWUIABLE Fl+Z4 FDA 

DEXICE:EIossMpxAUlXMATICWRI~Bu3aDpREssuRE l.Tzmmx, MXIEL 24 

PL-KNEIWJ: 011 886 27835584 SE DEYXSICN MADE: 07-JAN-2ooO 

510(k) slx!BmV 

510(k) m: K993429 DEVICE:FXXXMAX AtJImPmcw-BLlxD~~, F+KmL 240 

PfXNEEx): 011 886 27835584 SE DECISICN MADE: 07-J'AN-2ooO 

510(k) s?IwmEm 
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FcxssmxINIz.L?D. 510(k) rm: K993460 

ArrlN:MIm YEH PfENEm: 011 886 2783 
2F. ND. 8, AT.JXY 20 LANE 106 
cTxcrIm3,NANxAEJ3m 
-1, 

IwrEcmIz~m 510(k) NX K992403 
AYITN: IN2oLRIm - ti’m : 499 135 3215 
AM- 31 

-acwp. 
A!rm:EI3smJ3vGO=WCHESMO 
12671 BIGI BLUFF DR. 
SAN DIEGO, Ca 92130 

510(k) Nh K994081 
FFKNENO: 858-509-7010 

SGE BIOPHARMA 510(k) m: K991390 
FREEZINZMHXUM,9%GLYCEFUL,0.2MSUCZXXE FREEzIrcMED1 

ATIN: c;RFx; EKXLAND pH3NENo: 949-262-0411 
3722 AVE. NJSALITO 
IRVINE, (3 92606 

SATiTERLABs 
ATm:DuANE KAZAL 
loo w. sYcaM%IE Faxl 
ARVIN, CA 93203 

510(k) pJ3: K992285 
HENEW: 805-8563166 

SDIDIAGNXTICS, INC. 
ATIN:MICHAELJHXLE 
10 HAMFDEN DR. 
EFiSICN, MA 02375 

510(k) N: K990962 
PIDEN: 508-238-7033 

-- -SE CO.,LT5lO(k) W: K993859 
NTEXAMlXWIoNGUNEXi 
ATm:- LEE PHXEiND: 886 225 462479 
NANKINZ E. RD., SEC 3 
=I, 

-- RCEFGRISE CO.,LTSlO(k) PIX): K993880 
T-m- 

SEDECISICNMADE: 

510(k) ,tZmmmm 

DEVICE: ml-T-rmN 
SE DECISICN MADE: 
510(k) SO&NARY AVAUAE&E FlXtd FDA 

DEVICE: SAFESKIN- PF mm-FREE tsuFGEm'S (zlnmf3 
SEDECISICNMADE:18-J7+N-2OCO 
510(k) .SDWARY AVAIL?CU FFCN FDA 

DEVICE: 1.5 M PmPANm1aJFmEzmMFmuM, 1.5 PFUXPANEDIOL O.lSucFaz 

SEDECISICNMADE:18-JAN-2000 
510(k) m 

DEVICE:S?QTERAlREOCPlPRESSQR 
SEDECISICNMADE:O7-JAN-2COO 
510(k) SUMWiRY AVAILWLE FRX FDA 

DEVICFzFLCQNSE,~EL29-8010 
SE DECISICN MADE: 07-JAN-2000 
510(k) m 

DEVICE:SHWGHAIGLUWiXEWlmPFUSEo3., LTD.PFG-FcxmEREDvINYLPATIE 

SEDECISICNMADE:l2-J7+N-2OOO 
510(k) i%R+NRY AVAILNXE FXU FDA 

DEVXX: - GTmMAxlanmPRISEo3,Lm., Fumm-FREEvINYLPA!rIm 

A!Im:- LEE 
NANKINE. RD., SEC 3 
=I, 

H-KXE ND : 886 227 136677ET2SE DECISICN MADE: 12-&W-2000 
510(k) SUNWXY AVAXABLE FFCM FDA 

- EtamPRIsE, INC. 510(k) W: K994248 DEVICE: SEN!X-PFQ DI- PRE-mERE0 bsYNnmTCvINYLP~ExA 
MINA!rIm(=LIxIEsmBEIGEPI~ADDITlsiEs 
AlITIT:- LI PIXNEND: 9784364980 SEiDECISICNMADE:28-JAN-2ooO 
17A STERLING RD. 
bFXl33 BIILEFUa, MA 01862 

510(k) CZUummr 
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--SE, IN(3. 510(k) IT): K994258 
NATIafGTLNEswIl.HEm:IGE PIGMWCADDITIVES 
ATIN:- LI PIDEpJ3: 978-436-9980 
17A STERLINZ RD. 
I'XX3-I BILLERICA, MA 01862 

s~mI~o3wp. 
ATm:Ji?Ko3 YIEH 
186WXDAVEL 90. 
1SELlIN,NJ08830 

510(k) m: K994316 
FFKNEtN3: 732-321-4625 

S~rnIcAz,SY~,INC. 510(k) pJ3: K992116 
ATINzeHm FKNEND: 978-907-7500 
16ELEcTfyrJICSAVE. 
-, MA 01923 

SIW DISIRIBUT ION & SUPPLY, INC. 510(k) m: K993963 
ATIN:ARIHuRKEsHIsHYAN Ff-KNEFD: 818-246-4624 
701 WEST H?iRvAm STflEFT 
-, cl 91204 

SlMSDEL,TIX,INC. 
A!rIN:LIsA STCNE 
l265GFtEYFOXRD. 
ST. PAIJL,b!N 55112 

510(k) m: K994216 
PHONEND: 651-628-7224 

SIE FTIKIEX, INC. 510(k) m: I(991861 
FcNsFlwIATRIcMANoAL~,BpG-IR,lsTRE 
A!lTlNtlTMYIHYJTAuJ3TT PIENEN: 603-352-3812 
10 XM!7+N DR. 
IEENE, NH 03431 

s.lrIH&NEpHEw -, INC. 510(k) W: K992396 
A!4TN:DEz+mRI~ TEaKams FW3lEI.D: 508-261-3775 
130 FmJaS m 
t.%wsmm,MAo204B 

LTMm-I&NEHIIsw,INc. 
A73N:DAvm HETam 
1450 E. m F&ND 
MEMPHIS, TN 38116 

510(k) m: K991162 
FT-lXEbD: 901-39~2121 

sMIM&-,INc. 
AIrIN: JANICE HAsELm 
16ODASaMBFn 
ANDCWER, b!?i 01810 

510(k) m: I@94084 
FfXNEN3: 978-749-1494 

DEVICEi: SENSI-PF0DISPOSABT;E FmmRFREE .sYmmrIcmPmExAMI 

SEDM;?SIcNMDE: 2&L4+2GilO 
510(k) fxmm!EW 

DEVICE:M?GtGXM0PENVIVAh'ITH~~ 
sEDEXXSICNMADE:l&JAN-2000 
510(k) SUWARY AVAILAWX FFuX FDA 

DEVICX:SIENEiMNS lIwINrmETco2m 
sEDECISIcNMADE:12-JAN-2000 
510(k) SWWXtY AMIL?iBU F'RX FDA 

DEVICE:SIGMAMANWGwHEELcHAIR 
sEDJZCISIcNMADE:13LL4N-2ooO 
510(k) sImmm?r 

DEVICE: PLASTIC!~ -VENOUS-SYm 
SE DEYZISICN MADE: 27-JAN-2000 
510(k) .SUMARY ALVIABLE FXM FDA 

DEVICE:lSTRESFWSEINFAITCMMJALRESUSCI~,BpGResE(jDIR,lSTRFs 

SEDECISICNMADE: lB-JAI'-2000 
510(k) SWWARY AVAILXQX F'Fad FDA 

DEVICE: BIaWSI SCREW 
sEDEiCISICNMADE:l2-J7@J-2OOO 
510(k) SW-WARY AVAIMBIE FFXX FDA 

DEVIC33: BIOLfX ATdWINA-C-HEAD 
SEDELTSICNMADE: 28-JAN-2000 
510(k) SUMARY AVAILXUZ FFUN FDA 

DEVICE: SMIM&-mLIC;HT-ANDB 
SEDEZISICNMADE:2O-JAN-2000 
510(k) .sUWARY AVAIMBLE FFux FDA 



-ADDmLImmcDRH- 
FCRFIN?GDEcISIcEls 

EQIMGWT (SE) 510(K) SUMARBS CR 510(K) .smmBmS 
RENDERmDuRImrLFlEpERIcDo1~2m !LWCWH31~2000 

smxxAEsMEDIW,INc. 
ATlN:Nlwc!Y GEFUTAR 
15220 NXIH EAST 4Um sic. 
I?Elxm, WA 98052 

510(k) Ia: K992749 
Fl-KNF#IW: 425-867-7315 

STmRIm- 
A!rlN:BRIAN GRIGSBY 
20665 4THsT. 
-, CA 95070 

510(k) m: K994019 
PI-KNFibXJ: 44x-741-8773 

B-m. 510(k) ND: K994173 
EcHRADIoFqymcYGRa!mIm, MIX% 1025A-230 
ATIN:J7?MESR~ 
1346 ECRDEAUX DR. 
bsmammE,ca94089 

sJ!REKKB, INC. 
ATIN:PAUL KTrlmsm 
14124 INDUSTRIALRD. 
CMAHA, NE 68145-0625 

mm. 
ATrN: NIm PErrIY 
410oEasTMILHAMAVENL.E 
-, MI 490X-6197 

.sULzERMEDIca 
A!TTNsEWARDENEWICN 
l3ooE74sTANo~LANE 
AUSl'IN, TX 78752-1793 

SupERElAx SDN BHD 
m: - m 
Wl'42. mrRAINDUsTRIAz,P~ 
BuKIT~m 
47OOOzxucAI~~, 

SURXCATJ Il4mmns, INC. 
ATIN:lYzrmAsw~ 
962 SU?IH TAMIAMI TRAIL, #203 
-, FL 34326 

PI-KNEIKJ: 408-331~3cco 

510(k) m: K994388 
!?IKNENO: 402-691-7465 

510(k) No: K993239 
FJIXNEND: 616-323-7700 

510(k) ND: K993667 
PIXNENO: 512-435-3407 

510(k) ND: K993864 
!?FKNEiNo: 603 657 2328 

DEVICX:~ANDFLAWmmFREELATM ExAlmaMmGLovEs 
SFaDECISIoNb?ADE: 2O-JAN-2000 

510(k) cmu'mmr 

510(k) Iu3: K993865 DEVIC3:-- FLAwmEREow ExAlawmm(;IIxIEs 
P¶-KNEIW: 603 657 2328 sEDECISICNM?iDE: 2O-JAW2COO 

510(k) STATEMENT 

510(k) PJD: K99371.3 
PKNENO: 941-366-1882 

DEVICE: RIR-MTX, A(Imxmm CUP 
SEDEiCISIoNMADE:28JAN-2ooO 
510(k) ZZcxmmm 
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DEVICX:ULlRA~W?WEFWMP~SY~,~EL91841 
~DECtSICNMADE: M-JAN-2C00 
510(k) SUWAFtY AVAITAEB FRx FDA 

DEVICE:CWI'ERYmASPmjDI~ 
SEDECISICNMADE: 2O-JAN-2ooO 
510(k) SUM?W! AVAILAWZ FRX FDA 

DEVICX:iYmmuBxRADI~ QiXBAXR,ma 1025A-115, SIELMRI 

SEiDlxIsIcNtdADE:2~2m 
510(k) SWMARY AVAILARW FRZM FDA 

DEVIC!E:XFtCH!X.X 
SEDE'CISICNMADE:14-JAN-2ooO 
510(k) SXMGGY AVALWLE F'iXN FDA 

DEVICE: SuLzERm SE7GPnEmm1s 
sEDEXXSICNMADE:28-&W-2ooO 
510(k) SUbNARY AWIL,ZWZ F'RX DA 



suHa!mmADD~LImmm~ m (SE) 510(K) SWMWIES CR 510(K) SBUBmaS 
ETXtFTNALDEC!IS1CNSRENDEREDDURlXTHEPERICD01-J7iN-2000 'IHFIcw;H31-JAN-2000 

sYNax~cAzs, INC. 510(k) NJ: K992007 
A!EN:GA?JXGlDKE?E 
13UVAVENUE 
QxDm,cD80401 

SYm 03. 
D 6E91-01 
ATIN:PAuLLRxERsm. 
3403YERE?ABuEmPD. 
SAN JOSE, Ca 95161-9013 

z?EF&90 
ATIN:PAIJLLFxxms 
3403YERmEiuEmFn 
SAN JWE, CA 95161-9013 

SYVA al. 
AND 6389 

A!l'IN:PAULLwx;ERs 
3403YEREaBuEiNARD. 
SAN JOSE, C?i 95161-9013 

SYVA 03. 
AN0 5F54 

A!rIN:PAuLLFaxERS 
3403YERmEmmRD. 
SAN JCXTE, Ca 95161-9013 

SYVA al 
129uL 
ATlN:PAuLLFxxEPs 
3403YERE!AEmmAFzD. 
P.O. Bx 49013 
SAN .RXE, CA 95161-9013 

iiziYzaLT([x;ERs 
3403YEREtAE!mNARD. 
P.O. BQX 49013 
SAN JCGE, CA 95161-9013 

SYVA CD. 
ATlN:PAuLLTm;ERs 
3403YERE!ABmNARD. 
P.O. mx 49013 
SAN CME, CA 95161-9013 

PdE’m : 303-279-1014 

510(k) ND: K993026 

PI-IXEND: 408-239-2309 

510(k) M: K993028 

FFDEN3: 408-239-2309 

510(k) No: K993029 

PFCNZNO: 4x-239-2309 

510(k) m: x993031 

Ff-KNEipIx): 40%239-2309 

510(k) m: K993982 

PHXENO: 408-239-2309 

510(k) Im: K993983 
HIcNEpJ3: 409-239-2309 

510(k) t0 K993984 
E-KNEND: 408-239-2309 

07-FEB-2CXXl 
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DEVICFI: m,mELm-103-l 
SEDECISICNMADE:14-JAN-2ooO 
510(k) sxAT@mm 

DEVICE:ASEUIT~ FT-ENYmINAssAYAND Q+Lmmxm;M3DELslEO7AN 

SEDECISICNMADE: 27-J7N-2OCO 
510(k) S(.MARY AVAILXKE F'RX FDA 

DEVICZi:AEBXTAERXET (zREwwm~AssAyANDcaz;IBRFITl%ts;m~m 

SEDECISICNMADE: 27-m%2000 
510(k) SUMMARY AVAIMXLE FRx FDA 

DEVICE:AEBYlTAERXET~~AND -;mELSm 

SE DECISI0I MADE: 27-JAN-2OCO 
510(k) SUMMAKY AVAXAEKE FFCM FDA 

DEWICX:AEBTTAERXE!T FWNBWEXT7iLASSEYANDC?iLIBRATtRS ;MmErs lEo8 

SE DECISION MADE: 27-JAN-2C00 
510(k) St.RMGU ATRUAEXE lTXX FDA 

DEWICX:SYVAENITIIpuTS B/m ASSAY 9cD29uL/9c 

SE DJXISICN MADE: 27-JAN-2OfXI 

510(k) .ZXM%RY AVAIIMLE F'RX FDA 

D?ZVICE:SYVAEMITIIPLUS pi3ENcYcLJDINE ASSAY, M=DEL 9Jo29uL 
SEDECISICNMADE: 27dAN-2000 

510(k) SXBWARY AVAIMBLE FIXN FDA 

DEVICE: SYVAENITII PLuscANNABmID~,MllELs9NO29uL/ml29uL 
SFsDECISICNMADE:18-JAN-2000 

510(k) SUMWtY AVAZABLE FXM FDA 



suBMITrERADD~LI~mcDIw~ m (SE) 510(K) - CR 510(K) - 
~FINALDM=ISICNS~ERX)DUFUX'IHEPERI~O1-JAN-2ooO ltBWUZH31~2000 
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SYVA 03. 

ATlNzPAuLLFaxRs 
3403YEmAEaJENAm. 
P.O. mx 49013 
SAN JOSE, CR 95161-9013 

SYVA 00. 
ATmzPALlLLI 
3403YEmAEuENAFtD. 
P.O. BQX 49013 
SAN JWE, Ca 95161-9013 

SYVA 03. 
ATIN:PAuLLRmmS 
3403YERBAJ3uENAFa. 
P.O. Em 49013 
SAN =, CA 95161-9013 

m 03. 
ATm:PAuLLIxxxRs 
3403YEmAEuENARD. 
P.O. Bx 49013 
SAN J(BT, Ca 95161-9013 

SYVA co. 
A!rmzPADLLRxERs 
3403YEmREmNAFD. 
P.O. mx 49013 
SAN JCfZ, CTi 95161-9013 

-, INC. 
Al?%:-T- 
16415ADDISCXVRD., SUITE 850 
ADDIsoN,Tx75OO1 

TM33DITQCSTICS 
NDA504-500H 
ATIN:DINlX)CARRZLO 
4925 E?ST HllNIER AVE. 
ANAHEIM, c74 92807 

TFXMEDICALGRXF 
A!tTN:JULIEABEXXM' 
!ALTdPINEsPARK 
JAFFREY, NH 03452 

510(k) IQ K993985 

PI3ZNEI-D: 408-239-2309 

DEX'ICE:SYWiFXITIIPLUS BENzcDIAzEpINEASSAY,MllELs9FO29UL/9Fl29uL 

SEDEXXSICNMADE: 27-JAN-2000 

510(k) .X&MARY AVAIL?mE FRX FDA 

510(k) m: K993986 DEXCClZ:SYVAEiMITIIpLuS 
F+KNElND: 408-239-2309 

MlamQmm~,mEL9Qo29uL/9Ql29uL 
SEDECISICNMADE: 27-JAN-2ooO 

510(k) .SWMAFU AVAILAWX FRM FDA 

510(k) ?Q: K993987 
PI-KNEIW: 408-239-2309 

DEVICZ:SYVAEMITIIE'LUSEiWEil?TUMTE ASSAY,MllEL9DO29UL/9Dl29UL 
SE DECISICXV MADE: 27-JRN-2ooO 

510(k) fXM?ARY AVAILAEW FfMM FDA 

510(k) ND: K993988 
FT-KNENO: 408-239-2309 

DEVlCZ:SYVAE?tITIIFUJS (3XAINE METAKLITE ~'LSSAY, ?-KEEL 9HO29UL 
SEDECISIONMADE: 27-JAN-2ooO 

510(k) SUMiF&' AWILAEKE FRX FDA 

510(k) ND: K994.005 
PI-KNEND: 408-239-2309 

DEWICZ:SYVAEMM!IIPLUS MFDIADCNE iL?sAY, MzEELs 9Eo29uL/9El29uL 
SEDECISI(sNb!ADE: 2O-JAN-2CCXl 

510(k) .SDMMtY AWUL7+EU FFxX FDA 

510(k) No: K992436 
PENEKI: 972-732-7694 

510(k) m: K000067 

FHXEM3: 714-693-7788 

510(k) ND: K991647 
PI-KNEZIKI: 603-532-7706 

DEVICX:GCWNERCK,~EL13-403N;13-4O4N;13~5N 
sEDECISIoNM?iDE:2O-JZW-2000 
510(k) SUMAFtY AWIUETLE m FDA 

DEWICE:AUXINlZHKlspHATRsE LIQumFmGENr-KINETIc,b9zmLsA504-150A 

SJZDECISIONMADE: 2oJAN-2ooO 
510(k) i5mcmmm 

DEVICE:TFXM~~DIQ&~KIT 
SEDECISI(3NMADE: 04-JAN-2ooO 
510(k) SUMZWY AVAILAEU FF%X FDA 



~ADDREssLIsI?pIxmF13wcDRH 
~?TtNALDECISICNSRENDERED 

EQJWAWW (SE) 510(K) SUMFUES CR 510(K) m 
DuRINsiT¶iEPERIcDo1-JAN-2cm lFlRXX31JAK-2OXI 

mAINIPKNRuBBER INWSTRY CD., LfdO(k) m: 
ATlNzELIJCAFU'ER pl-r.Ie’ND : 
1219LITrLE~mD. 
DURHPM, NC 27713 

'ME ItENDAm omPANY, L.P. 
ATIN:DAVlDACaSON 
15 HPMPSHIRE ST. 
MANamLD,mo204B 

v, INC. 
ATlRENEAaCNNER 
1360 SXE-IWPDRIVE 
ALJNEDA, cl 94502 

TOF' - SDN. B-ID. 
ATIN:- LIM 
ml? 4968 JAIAN TERATAI,ERIU6 
0FFJATAN MERU, 41050 KLANG 
-, D.E., 

!lmHIJaAMERIcaMRI, INC. 
ATm:KEN NEWER 
2BOUIRHAvE. 

KY34095 DEVICX:LA!IEX~ 
919-544-7040 SEiDECISIcNM?iDE:1&JAN-2OOO 

510(k) SUMNRY AVXLABLE FRM FDA 

510(k) m: 
EKNEND: 

K990530 D~CE:KERLIX2ilDANlTMI(X.X3IAL~DREssm 
508-261-8530 sEDECISICNM?iDE:31-JAN-2ooO 

510(k) SUMM?GY AVAIUEUZ FRX FDA 

510(k) m K9926B4 DEvI~:-BLacDG;ux=cIsE~~sYsrpl 
PI-DEW: 510-749-5400 SEDJXISICNMADE:14-JAN-2OCO 

510(k) SUMQFU AVAILMU FRZN FDA 

510(k) No: K993664 DEvICE::SYNHE!XCVINYLMEDIC?& -mmEREo- 
HPSNEW: 603 392 19921905 SE DECISICN FADE: ll-J7+N-2CXXl 

510(k) SIRQN%T 

510(k) No: K993574 
PI-DEID: 650-872-2722 

DEVI(X: OPAR!T/F'RXGA, OPART/PFm'ENzA, OPAFU?/PAFwW 
SEDECIS1oNMADE:18-J7+N-2000 
510(k) SUMAFtY AVAIUBUZ FI7cM FDA 

YRCNITYBIOTECHUSA 
ATm:wAYNEI - 
2823 GIRTS RD. 
-, NY 14702 

510(k) m: K993839 
PIDIEND: 716-483-3851 

UNICXCZBICMEDIC?& 
A!rm: STAN YANG 
25951 LA CUEXTA AVENUE 
LNXJNA HILLS, Cl 92653 

510(k) No: K993784 
FT-KXEIKI: 949-362-1772 

USA-, INC. 
ATm:lxNY Tl7xrms 
1515 DANNER DFUVE 
ALIRmA, (II 44202 

510(k) m: I(994040 
PKNElN.3: 330-562-1000 

USA-, INC. 510(k) pJ3: K994042 
330-562-loo0 A!rm:F&NY ‘IEICMAS FT-kE’m : 

1515 DANNER DFUVE 

07-FEB-2tXlCl 
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DEVICF.:ENAPF#FTLE ELIsATEsTsYsrpl 
sEDECISICNMADE:l&JAN-2ooO 
510(k) SllATEMENT 

DEVICE:UNIGRAET 
sEDECISICNM?iDE: 27-JAN-2000 
510(k) SUMQKY Am FRX FDA 

DETVICE:PHRSEDARFAYKNEEANDEDoToDIL 
SEDECISICNMADE: M-J-AN-2CCJO 
510(k) SUN&F&' AVAIMBLB F'RX FDA 

DEvIcE:sHARP9ooopHAsEDARRAYBRAINo3IL 
SE DECISICN MADE: 31-.X+&2ooO 

AuFmA, a-I 44202 
510(k) SUbNARY AVAILABU FficM FDA 



-ADDREssLI~mcoRH~ m (SE) 510(K) SUMARIW CR 510(K) B 
FcRFlNATJDEcIsIasI?J!ND~~IIHE:PERIcDo1JAN-2ooo TlFKUSH31-JAN-2CCXl 
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vzsarmx, Ire. 
AlTN:-ltTUNCGKAMKE 
164~TUlWPlXE 
EmLINxN,b!A01803 

vIDARsYsrplsocwp. 
TKN, MIIEL 13205 
ATIN- MAW T%?rwIE" DRlxmm 
46OiPFmG PARKPL. 
W, VA 20170 

vm?nsYsrplscuRp. 
ExRYPm,MmEL.13019 
Al.'TN~~"PENNlE" DFUNKARD 
46clk PARKPL. 
HEWDCN, VA 20170 

lclRxmA WATER SY-, INC. 
YSIS 
AT-IN:-GGARRAHAN 
7433 WHITEPINE RD. 
RI-, VA 23237 

uDJQ4m 
ArlzlN: b5xmlnA lx#z 
4235 V 
-, 

umGl4w3 
A!ITN:E'L4N DICK 
7527 - AVE. 
ST. LCUIS, M3 63105 

F+mKf3 cz-mmxs, USA, INC. 

it!xF%m- 
16OOBELLbXDRD. 
RI-, VA 23237 

wxo U-JEIMICAIS, USA, INC. 

ATm:!lrNYA MALLmY 
16OOBELlXXDFtD. 
RI-, VA 23237 

ATIN:mNYA MrcuRY 
16OOBELiWXDF0. 
RI-, VA 23237 

510(k) No: K992941 
Ff-KNElN: 781-221-2266 

510(k) Ex): K993598 

FFDEM: 703-471-7070 

510(k) m: I@33599 

FFKNEIW: 703-471-7070 

510(k) No: I(991916 

PfDJENo: 804-743-0034 

510(k) No: K993827 
FKN!ZFD: 450646l.330 

510(k) No: I(994056 
PI-KSEE: 314-721-Oll.2 

510(k) ND: K993924 

IFFDNEN: 800-992-9256 

510(k) No: K993927 

FKNENB: 8QCM92-9256 

510(k) ND: K993928 

EFENENO: 800-992-9256 

510(k) sl7uWmr 

DEVICX: B PFQ tC.DEL 13017, D ITxsKmIc Pm w/ - OP 

SEDECIS1CNM?0E:2O-J7iN-2000 
510(k) SUWARY Am FT0.f FDA 

DEVICYZ:DlXWxWI C PFO, MXEL 12772, VXR-16, EIHlEL 13020, VXR-16 DQSIM 

SEDEXXSIcNM?JDE:lB-&N-2000 
510(k) ,SLRNGU AVAIIAHLE FFCM FDA 

DFVI~:~~~SYSTEEIS'~PURIFI~(SN~~FOR~IAZ 

SE DECISION MADE: 14-.JAN-2CXXl 
510(k) SUt+mRY AVAIUWX Fficpl FDA 

DEVlCE:UFIGELH7GD 
SE DECISICNXADE:~2(MAN-2C00 
510(k) ,9mImmr 

DEVICX:ADHIPA 
SEDECISICNMADE:l2~2ooO 
510(k) SUMWRY An FRX FDA 

DEVICE: WAKCIIGM II-HA, mm-sEr,-S 

SEDECZSI~MADE: 14-JAN-2000 
510(k) SLRWGZY AWULABIE FR% FDA 

DEVICE: W?XO IGA II-I-IA, -cALI-SET,- 

SEDECISICHMADE:14-JAN-2000 
510(k) SUbWARY AWGLABLE FRX FDA 

DEvIcx: WIKLFIGGII-HA, mmmsEr,-s 

SEDEXXSICNMADE:18-J'AN-2ooO 
510(k) SLMMARY AWULAE?U FWSM FDA 



-ADDREssLImmmm 
FcRFlmLlDExxsI(3Ns 

EQUXUEW (SE) 510(K) XMARIES Cw 510(K) SllAlcEMENIs 
RENoERED~mPERImolJAN-2000 'IHRUEH 31-JAN-2CXX 

WEAR SAFE l+XAYSIA SDN. BHO. 
ATIN:CLAlJDEWITET 
iXJT1,LEKHHI- IN-, 
rK.KTHmsrRAITs IND. AREA 
mm, SEKAECR, D.E., 

WYNCEKDIAiXX!MCS,INC. 
A!rIN: - CnEm 
6146 NAXY RJXGE DR., 
SUITE 101 
SANDllXQCZi92121 

XcmD, INC. 

ATm:DAvID TIMLIIN 
6743 SXXEMIOm DR. MXCH 
-, FL 32216 

xc&m, INC. 
A!mN:m BFFBNS 
6743 scvIHpoINT DR. NCR!IH 
V, FL 32216 

510(k) No: K992675 
PfKNElIT.3: 03 376 3525 

510(k) m: K992658 
PIXNEND: 858452-3198 

510(k) m: K992855 

FXINEIKI: 904-279-7532 

510(k) No: I@93582 
PiKNEpJ3: 904-296-6454 

510(k) sTATWEm 

DEVICE:CtXMULTRASI'REX'ATEST,MJXL147 
SEDECtSICNMADE:18-JAN-2CFXl 

510(k) SINWENT 

07-FEB-2ooC 
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DEVICf:XPSSTRAIGHISHYT oRbsmEL2mMI~~mSYsrEMcRxPSpllEj 

SEDFCISIONMADE: 21-JZ4N-2tXXl 
510(k) SUMWRY AWILAKLE FICM FDA 

DEVICE:MZDIF'ICWICNToL.'LSER~ II 
SE DECISICN~E: 20JAN-2000 
510(k) ,SLMGRY AVAILAEU Fwm FDA 



-ADD~LI~FoRcoRH~~ (a) 510(K) - CZX 510(K) - 
FmFINAT,DEcIs1cNsHENDEllED IxRJxTHEpERIaoo1JAN-2ooo T'HRXiH314lW-2000 

'l.WI%L 510(k)s THIS PERICD 283 
7IurALm- 201 
?licmxAwrIH- 82 
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