
WADDREssLImmcDRHm~ WQ 510(K) m CR 510(K) - 054cr-2001 
FmFTNALDEcISIaJSfDumalxEiPERIm01-SEF2001?HWXIGH 3O-SES2001 ml 

3DMEDOX,LID. 
ATIN: CXNTHIAJ.M. NXI!E 
49 PLAIN SiwEET 
ImRlH-, MA 02760 

AAKNMEDI(=At,INc. 
AfIm:RI~ IcmLmF 
7100-3OmAvENuEtKmH 
ST. -, FL 33710 

ziBEmTB 
ATINzJCHNDEAN 
544OPATRIcxHmRYDR. 
tsa?rA CaARA, CA 95054 

~D~CSOCWP. 
A!TlNZGARYJ~ 
16303PzmmMIcw 
SAN m, ca 94578-1116 

ziax-, lx. 
PBEN!K0IAZEiPINESTEQDEVIC3Z 
m-m 
4108 --BLm. 
SANDIECQCA92l.21 

-, INC. 
24TIW BEUJCE GIBBINS 
I.2232 S.W. GARDEm PL. 
FcsmAND, CR 97223 

-, INC. 
sm USE 
?iTI!NzFEREsm 
38OlNEi207THsllREFT 
AVENNIIA, FL 33180 

zcmNasMEDI~mI~,INc. 
AlTN:BILL GILL 
l241ATLAlullA INDUSIRIAL DR. 
MARIExn,GA30066 

ADvAKm~~IcmI~s 
A!rm:GARY - 
333 ms3? 6m sl!., .tXJITE 202 
SAN PEDlQ CR 90731 

510(k) m: Kol2290 
ETTENEim: 919-859-4207 

510(k) ND: KO11929 
FHXENO: 727-384-2323 

510(k) Iw3: KU2934 
PEKXIEID: 408-567-3430 

510(k) m Kol2106 
FWNENO: 510-276-2648 

510(k) ND' Wl2300 

FENElE: 858-535-2030 

510(k) ND: KOl.2116 
F%-KXWhY3: 503-624-9830 

510(k) m Koll.242 

FfKNEm: 305-932-9413 

510(k) Iws KOl.2168 
FfnE NO : 7704223125 

510(k) ND: KOl2190 
EFhZNEiW: 310-831-6787 

DEiVICX:RAPIDIA 
SE DECISICN MADE: 28-SEF-2001 '. ' -7 nc. 
510(k) t%TNARY AVAILUXE FFxX FDA .- .:* . _,. 1 

DEVICE:HANDPIlZESHE?SlH-MXXL#A910 
sEDECISICNNADE:18-%P-2001 
510(k) SUMMARY AVAILABLF: F'KM FDA 

DEVICEt:CXLL-DYN32~SYSTEHWI'IS-I~AND~~~ 
SEDEYXSICNMADE:28-SEE-2001 
510(k) SUH+ARY AVAILAQZE J?XN ?ZA 

DlZVICE:AfXURNZ~upQwlE 
SEDECISICNM?iDE:25--SEP-2001 
510(k) SUN%RY AVAIUBtE E'FUX FDA 

SE DECISION MADE: 17-SEE'-2001 
510(k) m A- FKN EDA 

5 
DEvIcz3: mm SILVER I3lmTMrmIAL smDREssm 
SEDECISICNMADE: l.2-SJZP-2001 
510(k) SUbNiRY AVAIINXE EFUX FDA 

DEVIC!Ez?lUANQIUANDSUPER(!lX0BRANDS)STlXtLEpdxTpuNcNRE:NEED~Fcw 

SF,DECLSICNMADE: ll-SEiF2001 
510(k) m 

DEVIC!E:ADVANCZME!DICALDESIGNSF!UJlDFWCX 
SEDEK!ISICN~:18--SEP-2001 
510(k) S'Uammr 

DEVICE:ZXXbCDDURFEKVALNAIL 
SEDECISICNMADEi:24-SE%2~1 
510(k) SUNFARY AXULABLE EFXX FDA 



SuBMITIpiAD~LIsTINGFcRcDRH~~ W) 510(K) - CR 510(R) - 05a-2001 
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AESWLAP, INC. 
ATIN: FirEvE FlExTpQi 
13221 Id?iRIa?ITE PIACE 
SANDlJG&C!A92l30 

AFIMED, S.P.A. 
AlITN:ozlLLEm I-DTFLE 
7992 -DRIVE 
INDIANAECUS, IN 46250 

I4zAcmP. 
ATIN: T.WIT XQ-IEX 
12300 mWmX,m 625 
laWIU.&MD20852 

ATE?: T. I-HIT IWIEY 
l23COWTlWRXKPARKMW 
smI!E 625 
RX,WILU,MD20852 

Iy3ILsuT DIES 
ATIN:- LUMLEX 
I.201 "B" N RICZ AVE 
OXNARD, CA'93030 

MERICZWDIXIKXTIC7$INC. 
AlTNzJCHNBBEiRWGN 
222 PAILKIM AVE. 
GFtEEmIm, cr 06830 

AmRIczw~I~SY~,INcI 
KtTNzELSAALINKE 
10700 BmN FUXD WEST 
MlTmmmm, MN 55343 

510(k) NX KU.2201 
FTTENFINO: 619-977-1465 

510(k) ND: x012093 
EBXEIM: 317-849-1916 

510(k) hK): XX2010 
pEx3lEi m : 301-770-9590 

510(k) W: KOl3l.38 
EFKNE Ia : 301-770-9590 

510(k) No: KU0949 
F7cmFa No : 8aJ-235-5941 

510(k) plx3: KOl2149 

PIENEPJO: 847-785-3337 

510(k) m: KOl.2984 
Ff33E ND : 847-785-3311 

510(k) m: KOl.2386 
pt?.m?, No : 203-661-0000 

510(k) NI): x012342 
PENEIW: 952-930-6309 

DEVIC!Fi:PREZlICiUX~ PF?SWXCALSUIURE 
SEDEiCIS1oNH?iDE:19-SEF-2001 
510(k) SUMiRY Am FEicpl J!DA 

DEVICJQAETIWDIMMX PFx.mEsm so- 
SE DECISI~MADE: 21-SEE-2001 
510(k) .SUbMFZ AVAIIABW FRX ZDA 

DEWICE:MXXFICA!i'I~To~52~~~ 
SEDECtSICt?MDE: 20-S!ZP-2001 
510(k) ef3JMYAm ?%wdLABLE E%x EDA 

DEXKE:AM=CXWE'ACI'pIJJS 
SEDEXXSICNMADE: 28-SEP-2001 

510(k) SUbMARY AVAITXU FFCM FDA 

DEVICE: 2010PlXSHXT!EREURWINlXX% 
SEDECISICN~E: 28-SEP-2001 
510(k) SUMWtY AVAlUUXE EKM ?JDA 

; 

DEVICFi:lXXdXR-FREEIATEX ExAMINATIcpllm~IN,~ 

SEDJXISICNM?+DE:24-SEP-2001 
510(k) SUMMARY AVAILMU ?ZRX IXJA 

DEiVIfX:V J?MlswIous ms 
SEDECISICNMADE: 24-SEP-2001 
510(k) ,%&MARY AvAILABLe = DA 

DEVICE:Z~INS,~~84~ 
SE!DEXXSICMM?bDE:14-SW-2001 
510(k) SWMARY AVAILJ@U l?XM FDA 

DEVICE:AMSsoFT-TISSUE~CNSY~ 
sEDM=IsICHMDEi: 05-SEP-2001 
510(k) SD&MARY AVAIMBW FKM FDA 



-ADDREssLIsMNGEoRa)RH~~ VW 510(K) i3MBRDS CR 510(K) - 
~FIN?GDM;?SICNSF@NXRED DuRIIampERIoD 01-m.&2001m 30-s%2001 

wExDENmLl MrmmALs, INC. 
z4!rm:soYIT IlwmAND 
603 BEBKLEYm 
fsammum, IL 60194 

APPLIEOBIUIECX,INc. 
ATlRDAVEiDSNITH 
10237 FLANDEM CT. 
SANDIEGo,CA92l21 

m:-w 
ll? .%HU!mi STREET 
RA'AM)rNNA, 

wJA= -, INC. 
zi!r.mm- 
8195 m!iX BAY BLVD. 
N?MWRE, FL 32566 

ARJ?IAY MEiDICZG S.A. 
mFum Bmx 
1, IUJIE DE CITEXJX 
I-, CXYIED'CR, 

AKrESMED1CaLuSA,INC. 
z4Ilx-~A!l!RIcK 
466OLAJOLLA VILTXZDRIVE 
(ZZWrm 1, SUITE 825 
-sANDIEW, CA923.22 

AbslauA-Pmc,INC. 
0-8WO-13K 
AlTN:RXiMHDLPAVITl 
15130 S.E. 82ND DR. 
P.O. B(1x 830 
(l!umMw, OR 97015-0830 

-mm -, INC. 
ATIN:~Jw3GERs 
39I-mxs.lLREm 
NOR!mANccKm,mo1845 

510(k) m KOlO849 
FTTKEJE No : 847-490-1014 

510(k) W KOl2188 
m3lE N3 : 858-713-9614 

510(k) 1u3: KOl2103 
PKXE ND : 972 9 7718130 

510(k) ND: W10592 
EKNEi ND : 85CL939-9055 

510(k) Nh KC04023 
pI-Km I93 : 333 802 97401 

510(k) tXX KOO398S 
FfEm N3 : 858-550-9999 

510(k) W: KO10303 
PEDE ND : 3304664992 

510(k) No: KO10844 

E5DEm: 503-657-3010 

510(k) ND: KOl2154 
PI-Km m : 978-975-7530 

DEMICE:VERTEXEXHANT 
S!ZDBCISICNN!DE:14-SEiP-2001 
510(k) SmTmE@T 

DEVICE:-ox24INE (UJC)IIDEnx=SCREZN!CEXC 
SEDEcIs1cNmDE: l3-sEP-2001 
510(k) srA!mmm 

DEVICE: BANcmEw SYm 
SEDEXXSICNMADE:1&SEX'-2001 
510(k) S??ZtY AVAiZKE FRX RX& 

DEVICZ:AQuAWSlER TRE2mmm FcixI%xam&YSIS 
SEDEYZISICNRADE: 28-SEP-2001 
510(k) szm'mmr 

DEVICX:IWRAOPERZIVE RADIATI~ 7.T-mmY 
SE DEZISICN FADE: 21-SEW2001 
510(k) SUMARY AVAXAEKE E'EXM EDA 

DEVICE:URXXZ'E,ARIESMEDIC!AL,USA 
SEDEJCISICNMADE:0&SEP-2001 

510(k) SWWGZlivAnnra;F:mFDA 

05-ax-2001 
P-3 

DEVICE:AEtISCM~~TEs3cINGD~~ 
SE DECISIchl MADE: l&SEX'-2001 
510(k) SM+lARY AVAIIXW F'FUX IZXi 

DEWICZASRXIA-PACIFIC SRXHECKBIUTINDXEKIT,5OJXXJR,PART~.8 

SE DEXXSICN MADE: 21&E%'-2001 

510(k) .SWN?W AvAILAB1;F: = FDA 

DEWICF,:AURXAMZGWZIC~DIXNXZICDEVICE 
SE DECISICN FADE: 19-SEP-2001 
510(k) SUMAFtY Am FXM ZDA 



-, INC. 
ATlN:IcmT.D DUDEK 
4101msT 5m S-J?. 
cHIczy=o, IL 60632-4287 

AVITAIMXWtfICNALtCCX?P. 
m:ALLEN Rl3Ia-l 
900 N. SwrrzER c2wycN DR. #142 
Ft&XSmF,AZ86001 

B.BEtAUNMWIC%,INC. 
IcrcN:m - 
16mimTxAcEDR.,ml~ 
VIM75006 

BAYERcaP. 
ATIN:-Mm 
1884MILESAVE. 
ELRWtT, IN46515-2004 

BAYERDI?'f%XXCSCCRP. 
ATIWKENNETHTEDDS 
511 BENEDICZ AVE 
!c?mmaw, NY 10591-5097 

mPwgJAT.EAMxm 
1 BEXXN DR. MC! 226 
-FIvIMcLIN Lzims, NJ 07417 

510(k) ND: KOl.2584 

PFXllEm: 201-847-4513 

510(k) ND: Kol2208 - olzaxm, INC. 
msYm,MJDELs 33890, 33895 
ATrNzmsE - l3ENEm: 952-368-1202 
1CXlOw(E-DR. 
c?JAsm, MN 55318-1084 

BECIWDICKINSCNfiio3. 
ATINzCZXUENAIUJBXWX 
7LcMnmclR. 
SF'=, MD 21152-0999 

510(k) I0 KOl2351 
HICINE m : 410-316-4988 

510(k) ND: KO11674 
pH=NEm: 773-735-0600 

510(k) m: KOl2l.36 
PKNEN3: 520-773-9488 

510(k) NZ IQ11975 
pfx.m No : 972-245-2243 

510(k) pIR3: KOl.2205 
PKNEiNO: 219-262-6928 

510(k) m: KOl.2904 
Enni! No : 914-524-2446 

BEST~OMPANY 510(k) No: KOl2899 
ATIN:DA.CY~ PHNEE30: 706-862-2302 
579 EmSat lcamEr 
MJZNLO, GA 30731 

DEVICE: DC-msIAT.l 
sEDEms1cNMADEi: 04-SEP-2001 
510(k) SUbWRY AUULABTX FXM l?DA 

DEWICE:AVI'IAA~XLI~-O~INSJ%NTDIGITAT.J~ 
SF,DECISIoNMADE:1O-SEP-2001 
510(k) SUWARY AUAILMLE F FDA 

DEvIcE:xlRYr.mwl!LooKm- 
SEDEcIs1cNmDEi:19-SIiF-2001 
51"'k\ m "\ I if!%?- FRc24 EM 

DEVICE:-DEXTEST~ 
SEDECISICNMADE: X&SE%2001 
510(k) SuMMARy Am FZCt4 FDA 

DEXtCJQADVIAl20 HEImmmx SYm, CYAMDE.FRE!EiBIGHD~CX'l 
SE DECISICN MADE: 2LSEP-2001 
510(k) SUMWVU! AVCMBLE FFCM FDA 

SEDECISI~WiDE:O&SEiP-2001 
510(k) SUMMARY AVAIMBLE FRZH FDA 

DEVICE:ACCZSS THywxLc)BuLIN-YAND -mTHFl-IM 

SE DEZISICN MADE: 07-SEF2001 
510(k) SCM-MY Am !?XM EDA 

DEXtCE:BDW EYl?Cl?/GC~DNAASSAY 
sEDEXXS1~~E:18-SEP-2001 
510(k) SLRN+RY AD FlXM FDA 

DEvIcE:GREENNIlmsLE FcamR-~MEDIcaL~m~ 
SEDEms1cNz4mFi:1S-SEP-2001 
510(k) SmTEMEm 

. . 



-ADD~LIsTIEx:mcDRH-~ GW 510(K) m OR 510(K) - 05-CCC-2001 
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BIO MEDI C3X.l 
m:- BIlTna 
7992 - DRlm 
INDIANApcB;IS, IN 46250 

510(k) ND: KOl2084 
HENE No : 317-849-1916 

BIO-MEDICRL FazmAFa,LID. 510(k) rx): KO10335 
zxrlN:m lxwMEm H-3X3 NO : 202-737-5600 
700 uMsT.Nw 
&5zulml200 
~,M=20005 

BICMAD- 
47,648 
m:MARIA zEiBxms 
9500 - RD. 
IRVINE, Ca 92618-2017 

510(k) hx): KOl2656 

PEKNE1uD: 949-598-1367 

BIO-BAD- 510(k) m XX2722 
EVEL 2, L;ypHxwc (I31y=uLATIckJ LEREL 3, l%XEW 781,782,783 

-ND: 949-598-1367 zYnN:m !zlEwam 
95ooJERzNImRD. 
mm,m, CA 92618-2017 

BIO-RADI 
m:MARIA - 
9500-RD. 
IHvINE, ca 92618-2017 

BICMEDIC&LIFESYSTEUS,INC. 
mRIm sl#m 
P-0. Box 1360 
Vim, ca 92085-1360 

BIcME!r-, INC. 
ATlN!ZARhABWLEiY 
AIRFCWlNDUSTRIATdPAFtK 
P-0. Box 587 
WARSAW, IN46581-0587 

BIcMETauxmDIcs, ,INc. 
A!l?IMSARAAEAILEY 
P-0. KX 587 
-, IN 46581-0587 

BIC%JXlXPLWTS,~. 
ATIN:!IuIJA ANMylA 
S6-8L 
-, 

510(k) m: x012741 
F?E#XE NO : 949-598-1367 

510(k) m: KO10749 
PXXVE NO : 760-727-5600 

510(k) m: IO310657 
H-kINEhK): 219-372-1568 

510(k) ND: K.010827 
PfEWFiND: 219-267-6639 

510(k) 1u): KO12334 
Pf-KNEiIW: 358 3 3165600 

DEWICE:SCXREZ3D 
SEDM=ISIc%JMADE: 26-SEP-2001 
510(k) SU!MRY A- = FDA 

DEWICX:SLENDERXXEF'LEX,K1DEL,5~ 
SE DECISICH ME: 27-SE%2001 

510(k) SUM&MU Am F'ECM FDA 

DEWICE:LIQUICXEKCZiRDIZC MARKERS O3VEtOL LT LEVEL 1,2,3, MZ0EX.S 646,6 

SEDECISICNM?CJE:O6-SEP-2001 
510(k) SUbWiRY AD FlXM ZDA 

SEDECISICNM?!DE:18-SE%-2001 
510(k) tiXR@MU AUAILABU FXX FDA 

DEVICE:LI~CHEX'IDMCCMROL 
SBDECfSI~MWE: 12-SX!?-2001 
510(k) SWMARY AVAUABW FXM X)A 

DEVICZ:--~, PiEBlEL "NMS-DIGI'JXV 
SFoDE!CISIONMADE: 28-SEF2001 
510(k) tWm%5XC 

DEvIa3:ozPEmNDMB-~HEADs 
SEDECISIoNM?QE: M-SEP-2001 

510(k) iXM&FtY AWILABLE FRX EDA 

DEvIcE:a3PEimDMB~~-BEADs 
SEiDECISIONMADE:14-SE%'-2Wi. 
510(k) t%mMRY Am J?FCM FDA 

DEVICE: CtXlXXRMENISUJS ARRW, NDELS 541110, 541113, AND 541ll.6 
SE DEXXSICN MADE: 19-SEP-2001 
510(k) StM!ARY AVAILPJEILF: FlUd FDA 
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-, INC. 510(k) ND: KO10935 
m: SBEILIA BEzdEm-BEYER FfnEm:5Os-643-0434 
49 PLAIN i5?mEEr 
PJcBMl-, m 02760 

C.R. BARD, INC. 510(k) m: KOl.2902 
Y~-QXXE-IDUALXMENPIcC~, KlX!L, 3246100 
ATINz~AEFSKtNE E%kmE m : 801-595-0700 
5425WES!t?ZMEXIAEARHAEEDR. 
SALTL7%EClXY,vT84ll6 

C.R. BARD, INC. 
A!im: amx - 
I.3183 Br+RLmD DR. 
cwJNxN,GA30014 

510(k) m: KO12913 
l?iX% NO t 730-385-2347 

cmDGoAm~c~, LTSlO(k) Km KOl.2223 
mm- FtxmENo:972 894 84600 
2PmzRIssr.,iscxEtaPARK 
-t 

cmDIoFaYJS,SNC. 
ATlmJcsEPH UIRMS 
10 crxMEKz MY 
NCIRKN, MA 02766 

510(k) p193: KOl1988 
H%cAIEm: 508-285-1700 

cARLzEIssJENAGM6B 510(k) ND: K011877 
Ym,cwFF45oPLrJsvIsuP~sY~ 
A!JllN:-SKAHAN FXSEND: 202-637-5794 
555 THIKIEESRH STREET, N.W. 
B,Dc20004-1109 

-, ILC. 

ATIN: SHAWN FtxTIK 
llOOMExcDYLlm; SrJITEilOS 
R(S~LU, CA 95678 

510(k) No: KO11361 

mauii! m : 9X-677-1790 

CERIUMCETICAL PIES, INC. 510(k) ND: KOl2298 
ATnest& AIsE!NEEm PIXNEm: 508-651-0140 
36BRADFCRDRXD 
N7sL!Ic!K, MA 01760 

-C!ScxBLlwscIEhx3Es~., 1510(k) m: KM31687 
ATIN:!CFKMASMTSAKERIS E5XXE.m: 301-330-2076 
16809BRIARDALF:RCM 
-,MD 20855 

DEVICZk-~~ 
SEDECISI~MADE: 05-SJZ-2001 
510(k) SUMMY AVAIIABU FHX FDA 

DEvICE:FmlYPlm-Q-C?aHs~LuMENPI(x:~, l,slDEL 3143100; mL 

SEDEKZS1~MhDE:1&SEP-2001 
510(k) SXMlARY AVAIIABLE: FF0f FDA 

DEVICEz~UIFiVERSESX?UvEssELpTA~DILATX‘ICt?~ 
SEDECZSICX?MADE: 2t?-SBP-2001 
510(k) SUbwARY AVAIIABU ?ZKM FDA 

DEVICE: CXh2211 SELFCHMXEXX B 
SEDEYZCS1CM&!ADE:1O-SEP-2001 
510(k) SQMARY Am FXM FDA 

DEVICZ: SURGIC?+LIXKISTICl8o,M=BIEL18oL,~EL 18oC 
sEDEiCISIcB\IMADE: 2%SEF-2001 
510(k) SU%ARY AVAILXKZ FKM HXi 

,:. 

DEVICE: FJ?45OPLUS FWNDWSCFHERAANDVISUPACDIGI'~ZXI IMXEWS 

SEDECIS1oNMADE:26-SJZP-2001 
510(k) XMdARY AVAILMKE E'FKM EDA 

DEVIC3Z:DFSAI VmXm,DESAImm 

SEDECISICX'JMADE: 06-SEP-2001 
510(k) SUMMARY AVAZMLE F'KM FDA 

DEVIC!E:TBFl-~ 
sEDECIs1mMADEb 26-SEF2001 
510(k) SUMMARY Am FKH FI3A 

DEVICEz~!t!tCBlLlXESTSY~ 
SEiDEY.XSI~M?iDJZ:13-SEZ-2001 
510(k) m AKUIABLE FKM FDA 



SuBlMITwmumFtYRcDElHm~ FW 510(K) m CR 510(K) - 
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a.mamL~I~sY~,INC. 
A!mwKEmPm 
87VEWIUREDR. 
DcwER,NH03820 

87VJNJWtEDR. 
mmEt,NHo3820 

-vIDEx) 
A!rIr?:JEF?RY c!Rxmzm 
6500 A \ Ai?E. 
ltal?TA EnRE?Am, ca 93117 ., 
cm vbm 
Rl?l.WmBB 
65OOHXiUSTERAVE. 
SANIA -, CA 93117 

aINIm -, INC. 
ATl.NtJAMfZSF~FREX 
l2038wm, SWITEC 
I-IMAIIAN GARDENS, CA 90716 

mBEcimDI~,INc. 
mLYNNE- 
14401WETSl!65!LHWAY 
ARVADA, m8mo4 

mm, INC. 
A!I!lmssw-mLI 
509azraERmm 
FRAM<LIN IAKES,, NJ 07417 

ax& INC. ATm LISA mPKINs 
z2zl 7iIf-zF pm 
&&mKXN, IN47402 

amDISaRP. 
035" DEUVERY SYSIEM 
ATTN: - (a-IucK) 
7FcmERH%wDRIvE 
wz+RREN, NJ 07059 

JFUSN 

510(k) ND: KO11888 
Fsmx m : 603-743-5988 

510(k) bn KOl.2157 
E?xm l-xl : 603-743-598s 

510(k) MX x011848 
!?HxE ND : 805-685-5100 

510(k) No: XX'153 
PfmEm: 805-685-5100 

510(k) m KOl2907 
FENEN: 562-809-3389 

510(k) ND: KOl2898 
EmE m : 303-467-6586 

510(k) h10: KOl.2814 
FKBE NO : 201-405-1477 

510(k) hK): KOlO450 
pH3NEW:800-346-2686 

510(k) I0 KOl2590 

RxNEm:9OS-4l.2-7446 

05-aJ!-2001 
-9=8 

DEvIc33: -- a-JEcKlw.sm 
SEiDECISICNMADE:1O-SEP-2001 
510(k) SUhMRY AUUIABLE FRZM IQA 

DEXICE:~MEDIC!XJSYS~J~~GSIDPCXXX 
SE DECISICN MADE: ll-SXP-2001 
510(k) SU4@WY AVAILMLE mX FI3A 

DEVICE:tXlRXNAEH-4 mmCB= 
SE DECISICN MADE: ll-SEP-2001 
5X!(k) fzm?Mim 

DEvICE:La7SmYsupRApuBc~ 
SEDECISICNZGDE: 19-SEP-2001 
510(k) sXWmENT 

DEVICZ:LIQuISPXLQJIDSALIVACRUNFtINEDRLEOFABUSE~ 
SEDECISICNMADE: 28-SEW2001 
510(k) SUFIMARY Am FRX FDA 

DEVICE:MXXFICA!!?I~~:~~~CARDIom;M;IASY~ 
SE DECISICN WE: 17-SEP-2001 
510(k) SUWAF?Y AVAIIABW FRX FDA 

DEVICE:CXLAGEN~UJFF 
SE DEXZISION MADE: 21-SEP-2001 
510(k) SLMGRY AVAXABLE FXM FDA 

DEVIC&LJVEFt~EBALUXN 
SEDJxIs1cNMADE:O6-SEP-2001 

510(k) SUbWARY AVAILABU EFU+S 

SEDECISIcbJMADE: 07-SEP-2001 
510(k) ,TUMXtY AVAUABUZ FXM 

FDA 

!tS?ANSHEPN'ICBILIMYSTEt?T(%JOPTAPRO. 

Em 



-ADDREssLIsrINGFuRwRH~~ WI 510(K) - CR 510(K) - 
Bc.RFINAT.I~sIcNs~ DuRImmEPERzcmo1GiEP-2001 'Mwww3(Fs9-2001 

a.xamIx, INC. 
A!rm:N?4mI DEXTER 
Il.2061 TEXN ST. 
-, CD 80234 

oztxmux, INC. 
A!lm:NzwcI DlaTEEt 
I.2061 TEJW ST. 
wJBmmxm,ao80234 

-, INC. 
AT.u?:NANcI IlExTm 
I.2061 TEl?m m!. 
B, 03 80234 

-, INC. 
ATIRIWNCIDE%!IER 
I.2061 -IElm ST. 
-, 03 80234 

cPMEDIc.7sL 
ATINzMAFtYANN~T 
836 N.E. 24M AVE. 
FtxBAND, CR 97232 

-, INC. 
ATIN:GEEGE cz-lo 
10 ELI- DR. 
czmwfmm, &!A 01824 

DADFlBE8RING,INc. 
ATINzEXAINEiHKINDEXL 
P.O. BOX 6101 
GLlAsamBLDG. 500 
NEWARK, DE 19714-6101 

DmE-,INc. 
ATm:fsSAYASH 
-SITE 
P.0. Bcu( 6101 
NE?NARK, DE 19714 

DADEBEHRIMG, INC. 
ATIN:REBwcas~ 
-SITE 
P.0. Bax 6101 
NEMAFK, DE 19714 

510(k) m: KO13018 
pIEB\TE ID : 303-457-4345 

510(k) Wz KOl3077 
pEx3lEm: 303-457-4345 

510(k) m KOl3079 
pr3mF# x?3 : 303-457-4345 

510(k) No: KO13080 
PIYKINEND: 303-457-4345 

510(k) E1D: Ko10621 
FXNEID: 503-232-1555 

510(k) hK): x911828 
pI?smE m : 978-256-4200 

510(k) ND: KOl.2233 
FT32NE ND : 302-631-6564 

510(k) ND: KOl.2468 
PfKNE1\x): 302-631-6276 

510(k) m x012470 
PI-KNEi IKI : 302-631-6276 

DEVICE: RE?aDs ANrI-mm IGASEiMI-(pmmImTESTKrr 
SEDEXXSI(3NI+ADE: 20-SEW2001 
510(k) zx%mmEm 

DEvIm:wAMII-BEIA2GLYm INIIGMTESTKIT 
SEDEXXSIcbJMADE: 2EMZEE'-2001 
510(k) sXA5MmF 

DEVICE:REAADSANIT-EEI!A2GLYCCPRYTEINIIGATEsTKIT 
SEJDEXXSICETMADE: 28-SEP-2001 
510(k) .~ Mmr 

DEvI~:REAADsm-BFIIA2GLYwPRorE m11GGTEsrKIT 
aDEicIs1mMADE: 28-SEP-2cOl 
510(k) smTRm?r 

DEWICE:ACXU=-SPACZAJ3XXMU sEEg)ING SPm 
SFaDEXXSICNlGDE: 04-SEP-2001 
510(k) !XMdARY Am FiZX Faa 

; 
DEVICE:CYMXRE AcCL7CMD-m 
SEDEYXSICNMADE: 07-SEP-2001 
510(k) sXJhMRY AVAIUWX F'RX FDA 

DEmcmisxmTuscs~I~ 
SEDECISICNMADE: ll-SEP-2001 

510(k) SUMMARY AVAIIAEW F'FCM EDA 

DEVICZ:X.XZFICRMC@J!!i0N/TPRYIEINCXXCR.XSL 
SEDECISICNMADE: O&SE!??-2001 

510(k) ,SUWiRY AVALLABLE: FICW FDA 

DEVICE:Z.%3XFI~~TON~IN~SL 
SEDEXXSICNNADE: 28-SEP-2001 

510(k) SUMGW AVAIMXE IXM EDA 



mADDREssL;ImmwRH-m (=I 510(K) - CR 510(K) - 05-0XL2001 
Eml?IN?a~SIcNS~ DURING'ME PERIW OlsEp-2OOlmRx.m 3O-SEP-2001 m 10 

DATEx-frmMEm 
ii&KELcKENT 
86PILGEuMEMAD 
NEEOHAM, M?i 02492 

DEBIUlECH S.A. 
A!rIN:m UJRRY 
16787 BERNARD0 c3!NTER DRIVE 
SUI!CEA-1 
SANDIEGQ CA92l2&2504 

DEmY, INC. 
LPsTIBIPiLBE?mm 
ATIRJANEXGJCHNSCN 
7OOcmmP~IcDR. 
P.O. I3x 988 
WARSAW, IN 465814988 

DIACXtZLCPXDUCTSa3wp. 
OQ-1 
AIlTbk-MLEIIINE 
57OOWEtX96'IHST. 
Its-, CR90045 

DIMEDIXOCWP. 
ATlmLYNNEE?rImaE 
214ONRTB~AVE. 
m?!m,m33l27 

DI?MEDIXC=tP. 
ATIRrmNE- 
214OMXIHMIAMIAVE. 
MmfI,m33127 

DIMZXI! 
ATmJEFFIIAssc&I 
2737 E&ST FEAL PARK AVENUE 
ANraEIM, CA 92806 

510(k) ND: KOl2837 

PImE NO : 781-449-8685 

510(k) EK): KOl1868 
HllcNENO: 85S675-8200 

510(k) NJ: XXlSlO 

FTSNEND: 219-371-4907 

510(k) ND: KOl2301 

PIXNENO: 310-645-8200 

510(k) m: WI.2795 
E'BXEi ND : 305-324-2354 

510(k) m KOl2797 
Ff-KNENo: 305-324-2354 

510(k) m: KOlO619 
PI-KNE ND : 7146323206 

DIDMX) 510(k) m: KO10478 
OFrvmms msERm~BpG,~BI~~TREp3EIEsRIsuR 
ATm:LYNNE ItEK3mD PHcblEm: 303-467-6586 
144OlW. 65MwsY 
ARVADA, a, 8ooo4-3599 

DEVICE: KlDIFI~m ‘10: DA!mx-czs4@m CAFUXCXRP5(FtEVB)ZGlD~ 

SEDEXXSICNMADE:14-SEF-2001 
510(k) SumARY AVAXABLE E'F0f EDA 

DEVICE:ENIERALEXPRFSPUMPUNI!l?, El?EEWdExmiEsGIvIN%SETS 
SEDECISI~MADE: 04-SEF2001 

510(k) SUMQ?Y Am FRX EIIA 

SEDECISICNMADIZ: 07sEp-2001 

510(k) SUhNGN Am FXM FDA 

DEVICE: IMMULmE2OOODIGX1XIN,~~L2KDI2 (2OOTESTS)ANDL2KDI6 (6 

SE DEZLSICN MDE: 19-SEP-2001 
510(k) tXJM%RY AVAIMBLE FFQd BDA 

DEiVICE:DIAMEDlXIS-=mINIGGTEsTsYm 
SEDECISICINMADE: 28-SEF-2001 
510(k) SUM?ARY AVAIIXEZ J?FfX FDA 

DEVIC&DIMEDIXIS-m-GLIADINIGA=SYSrPl 
SEDEZISICNMAlX:28-SEF-2001 
510(k) iXU%ARY AVMLABTE FF0t FDA 

DEVJiCX:IJCLAAND~ABUlNNB 
SEDECISIcXM?%)E: 28-t%%-2001 
510(k) m 

DEVICE:DlDEtCX)D9OlIZUPUl' I-lxJDJFIBER~~ WI!EIcW-S 

sF,llExxscmMADE: 27-SEiE-2001 
510(k) SUMARY AVAIUBLE FRM EDA 



suBMITlpiADDREssLI~~wRH~~ (W 510(K) sWMMAW% CR 510(K) SlNEWNS 05-ax-2001 
FtXE'INAL,DEcIsI~RENERED DlJRImmpERIoD Ol-sEP-2cxxmFam 3O-sEP-2001 pase 11 

DImCXXtP. 
A!I'lWEARKADELVHXHIO 
1201 -RD 
W,MD20878 

DIGENECXXP. 
ATINzMARKADELWUXIO 
l.201CuPPERw3 
m,MD20878 

DI-(XX@. 
1 
iWCN:MARKADELVECfXIO 
l2OlcxoPPERRD 
w,MD20878 

DR. ALBERI! ZICXMWN 
ATmAImKr ZIc.xMNN 
5455 N. SHERIDAN lXXD 
#3608 
aYIxz!m, IL 60640 

DFWEXtMEDIZ~~ 
ATINzJAMESJBRENNAN 
3135 QJARRY RXD 
TfxEtXD, PA 18969 

DREWXTEWMFIcLm. 
ATIeANDREw ICENNEX 
SPARK RD., -m. 
BARKNINFURNESS, 

E-Mm INrKmrIm, INC. 
~HUXEHAC%NEX 
22OOF#XAVEWE,SUITE 2200 
IXXLAS, TX 752016776 

ELLzrlu~,~ICs, INC. 
Allmkms~ 
3636E.cXXUNBINEiDRlYE 
zr-mNlX, AZ 85032-7372 

ENKXBRDIAL SoLurIm, INC. 
ATIN: EEucwKlLLmmR 
1350 ENJimY IN., SWITE 110 
SC. PAuL,MN 55108 

510(k) ND: KO10891 
zTxNl3 m : 301-944-7092 

510(k) No: KO10892 
FT-KNE m : 301-944-7092 

510(k) rX)z KO10893 

m m : 301A""m70g2 a-, 

510(k) ND: Ko10882 
pH;NE m : 773-769-2622 

510(k) m KOl2177 
FENE ND : 215-721-5400 

510(k) tQ WI.2152 
PFKNE m : 441 229 432069 

510(k) ND: KO11898 
mzmBD:214-740-8OCO 

510(k) NX KOl2079 
FTXNE 83 : 602-788-5651 

510(k) Fat KOl.2926 
PKNEiFD: 651-523-6934 

DEVICE: EJ9mtFImm To H!muD CAPlwRE 11Cr/GCTEST,MmEL03M9M1 
SEDECISICNMWE: 25-SEP-2001 
510(k) SUMMARY AVAISXU FXH FDA 

DEvIa: k43x.Fl~~ HYBRID CAVNRE IICr-IDDN?i!rEST,M.xxL03M91-01 
SEDMSISICNMXE: 2&SEP-2001 
510(k) SU+MWY AVAIIABU FRX EDA 

DEVICX:MXXE'ICiXLT~mHyBRID capNRE2GC!-ID DNATEsT,MXELO3M92-0 

SF,DECISIcXM?iDE: 24-SEP-2=1 
510(k) suMMARy AVAILABU FFW FDA 

DEVICE:BLUESKYBIODENl7tLIMPLNWSYSl.W 
SEDECISICNMADE: 28-SEF2001 

510(k) SLMQRY Am FXM EDA 

DEvICE:vEtavnw,~~8414095 
SEDECISICNMADE: 04-SEP-2001 
510(k)GCJMiRY Am FRX FDA 

DEVICE:DS3OXYHLMH) -mmBEs 
sEDlXISIoNMADE:18-SEP-2001 
510(k) SWIWEXC 

DEWICE:E-STEXH~C~ 
SBDEiCISICNMADE:14-SEF-2OO1 
510(k) SUWARY Am F'FUX EDA 

DEVICE:(3MxIEsICEEGSYSTl%,~EL2~ 
sEDEf.XSICNMADE:19-sEp-2001 
510(k) SDWARY AWXUABLE FFUX EDA 

DEVIC%:NXFI~~mENSI!CE 3000SY~,~~EE3000 
SEDECISICNMiDE: 2t?-SEP-2001 
510(k) SLWARY Am IXM ??DA 



SugMIRpiADDREssLI~mJRWRH~~ (W 510(K) m CR 510(K) - 
ml!TNALDEcIs1cNsREsIDEHQ) DuRms!m3?HEw 01-m?-2001lwFaJw 3o-sEp-2001 

ETYMXICDESIGN, INC. 
ATIN:FJXLIAHA~ 
41BYlXNAvE. 
-, -0, 

EIlFamKm. 
A!rlm-RITIMAN 
77rJxRxEYRD. 
-, MA 01940 

EIxELImINrL.w. 
ATm:AT4w!ND H?wD 
5840 WEST - X.‘E. 
LLxIIIaLEs,ca90045 

ATIN:LEE BFCDY 
155 - ‘NRNpII(E 
EiIxamm,MAo1803 

FISHE!RDINXXITCS 
zsITN:NADIA w 
8365VALT.EY PIKE 
mDDLmmN,vA22645-0307 

FllxAIasA 
zmN:3?mNK FExxEim 
P.0 Em 12038 
LA JOLLA, ai 92039-203s 

-sA 
ATm:FRANK - 
P.0 BOX I2038 
LA JoLT.A, ai 92039-203s 

GEmDIcaLSY~ 
lXIl'RLARWA= 
P.O. Kx 414, w-709 
MIDWKEE, WI 53201 

GEiMEmczGSYSTms 
ATI!NzLARRYIcIum3R 
P.O. Box 414, w-709 
m, WI 53201 

510(k) Wz KOl2306 
P9I-mJz m : 519 268 3313 

510(k) ND: KOll.387 
PHXG ND : 781-334-6654 

510(k) m KO11405 
FTXNENO: 310-649-0707 

510(k) plR3: K011964 
Ena3 m : 781-229-1500 

510(k) m KO10750 
PI-KNFINO: 540-869-3203 

510(k) m: KOl2062 
PIDlE SW : 858-587-1147 

510(k) 1\K): KOl2078 
F5-EN ND : 858-587-1147 

510(k) PllD: KO12775 
HXXE1x):33&487-6638 

510(k) m KO12836 
PIgpyE ND : 2624X4-3894 

510(k) m: KOl2970 
PIXIENIl: 262-544-3894 

DEmc9rl:AuDI~vERIFIT, MIDELI w-1 
SEiDECISICNM?dX: 21&Z'-2001 
510(k) SOMbMY AVAIZWLE FRX FDA 

!JEvIaz:~mmJK4 
SEDECISICNXADE:06-SEF-2001 
510(k) SINBENT 

DEVICE: EXEL INJEcrImpulGwMHcAP 
SE DECISICN ME: 27-SEF2001 
510(k) L- 

05-ca-2001 
page= 

DEVICE: INSIQIT VPLWS 
SEDEiCISICNZQDE: 20-SE%2001 
510(k) R&WARY AVAILAEU J?FUX FDA 

D~~:P~C~ISINR~~,~~~100560 
SFsDEiCISI~MADE: 07-SEP-2001 
510(k) SUMBRY AVAXAXE FRB4 = 

DEVIC&PE'2 
SE DECISICN MADE: 27-SEP-2001 
510(k) ,SUMARY AvAILABT;F: FIXM FDA 

DEVIC.'E:RADIOFIX 
SE DECISICN MADE: 27-SEF2001 
510(k) !XMAFiY AVAILAZE EXM FDA 

DEVICE:GEFGXTMCE/DIRXWERY vIFm!/cl!DwALz.smE-SCANNER 
SF,DJZCISICN~E:18-SEP-2001 
510(k) SUhMFtY Am E'RX FDA 

DEVICE:bfYXFI~~To:L,I~ F!LWSl4Z%~cTSYsIlEM 
SE DEXXSICN MADE: 07-SEP-2001 
510(k) SUW?iRY Am FFof mA 

DJZVICE:GEiSIGNAAS!iZTIMRXNGOPTICN 
SEDEXXSIWMADE: 24-SFP2001 
510(k) fiXMARY AVAILAEW = FDA 



mADDREssLIsI?NGmwmm~ (9 510(K) SLRWWESOR510(K) - 05-Ocr-2001 
FCRFINALDECISIcRlsRWBREDDURINTTiEpERIaD01-SEP-2~1?Hwxlw 3O-SEs2001 -ce 13 

GENERALELEXDUCW. 
ATllkKEVINM~ 
838oDAltKw~ 
?LwmSmQm44087 

510(k) hx): KO12568 
F%-ENENO: 330-487-6635 

-/m, INC. 
C, 522HC, AND 533HO 
ATlNtFREDEXUCXRCZXt'l? 
1777 E&ST HEsIRIETITl RD. 
RXHESC& NY 146233133 

510(k) EK): ml2573 

Et-KNEi El3 : 7X-272-5013 

GI SUPPLY 
mtim cIz+RIm 
2OOGRANDWWAVFa. 
CX4P HILL, PA 17011 

510(k) Exs: KDl.2411 
!IxslEm : ?1?=?61-11?1 

~waEFlEt?XIHAMERI~, IN510(k)m: KOl2043 
A!I!mJDDISmlH PE?.XFlNO: 4X-592-2060 
P.O. Fox 103 
-, MD 21013 

GumANre. 
‘A!LlN:sABA - 
32OOIXELSIDEDR. 
P.O. BX 58167 
SAmA CLARA, ca 950542807 

,-CBPSEMINARS 
:ATIN:sAI\IGHARRIm 
3P.O. Hx 1590 
i!imNam, WY 82931-1590 

HEiLlmAB 
zsrIN:~c!IAFRANKs 
1530 -DR. 
P.O. EtX 752 
-, TX 77704 

HEW!GENDlXIWTCI~,INc. 
ATI!?zJOSEiAMNl24W,Z 
9033REDmANcHRD. 
WLwMBm, hfI 21045 

HMSME¶xcAL ozmms, rim. 
ATmGAYIN m 
1695 RYIIXZ I-WEB RUN 
AIJmmma,GAm22 

510(k) In KOl2050 
Fi-mE ND : 408-845-1067 

510(k) ER3: ml0851 
HENE ND : 307-789-2088 

DEVICX:HARRIXNHANDHEiLDADJUSTlNGINSIRU%NT 
SEDECISIcNMADE:18-SEP-2001 
510(k) SUMMARY AmIKABlX FXM FDA 

510(k) m KO12723 DEXfCE:B 
H%3NE ND : 409-842-3714 SFaDECISICNMADE: 28-SEP-2001 

510(k) No: KOl2250 
FHXFIEK): 443-367-5518 

510(k) No: K011979 
FHSIEFO: 678-624-9718 

DlwIc%GEivIs1cN rmcxEARMEDIcINEw%IKsIIAT~ 
SEiDECISICNMADE: 06-%X?-2001 
510(k) SUMARY AVAIJXKE = ?mA 

DEVICE:caslzE~/5WHC~~ s'mRnmm,mm 422HC, 433 

SEDXISICNMADE:05-SEP-2001 
510(k) SUMARY Am ETW rmA 

DEVICE: HP-cm 
SE DEYXSICN~WE: 25~''-2001 
510(k) SLBMARY Am FXM FDA 

DEVICZ?2-~K2GELlSlBFS 
~DEXXSICNMADEi: 24-SEP-2001 
510(k) ,SUWARY Am FRX FDA 

D?XVIC.E:VI?URAC~PLUS~DlIATW'I~~ 
SEiDECISICNMADE: 06-SEP-2001 

510(k)HlMARY Am = l!DA 

510(k) txATMNT 

DEVICE: RATam MULTI-ANALYTE m 
SEDECISICNMADE: 24-SEP-2001 
510(k) ,mmmmr 

DEvIcE:-AwLEw=y SKINTESW 
SEDECISIcRIMADE:14dXE'-2~1 
510(k) SIIATlEMEhTT 



sv8sln?piADDREssLI~~wRH~~ tfW 510(K) sulWWES Cw 510(K) - 
ECRE'INALDECISICNS~ DuRIm~~molsEE*2OO1'Mwxx=H 3O-SEE'-2001 

HXMEiDICA -cB OXP. 
ATlN:KAREN AluBPa 
59 Ft3wTE 17 
TimmOAm, NJ 07401-1677 

HumLmGEiam,INc. 
ATIN:AwDREY WITKO 
4oa.ll?IsmPHERw 
E?ixWmW, NJ 07724-3327 

-wsA, INC. 
EEN FazrGEm SrRIP Em tlRmATxs1s, 
m: Blxwml MriaxamE 
5182 m 76'lH ST. 
MINNFpscB;Ts, MN 55439 

IMPLANT INPxNmIm, INC. 
A!lTNzMARYLvEmrmEN 
56EEEXLDIUVE 
WARSW, IN 46582 

ltt+mAm -as, INC. 
ATTNzJAQDEUNAHUZHES 
4555 FWERSIDE DR. 
PAzMBEAcsG?mDms, FL33410 

lIMEsExoc%Ip. 
ATIN:~AFCCXXE 
80 - DR. 

-- l4lmmmm, NJ 07401-1600 

I-w. 
A!rIN:m MARBLE 
ll3HXEUWEUAvE. 
m, MA 02421 

IN~m-w. 
ATlN:cxaL MARBLE 
ll3HAKLWXLAVEi. 
IEXIEKN, m 02421 

~l?f%?%76, 6177 
h: LYNNM'k 
181 TEDXXGY DR. 
IRVINE, CA 92618-2402 

510(k) IUD: KOl2870 
PiX@B ND : 201-760-8187 

510(k) ND: KOl.2008 
PHXUE ND : 732-578-9898 

510(k Ia KO10973 
cxr. 1 DllOOO 
lSFE+NEm: 952~&&31fX? 

510(k) No: KOl.2047 
FfmE m : 219-267-6639 

510(k) m KOl2911 
FI'KBE No : 561-776-6819 

510(k) N3: IX012866 
PHmEm: 201-81&1800 

510(k) mt KO12768 
l?tXtW N3 : 781-861-4467 

510(k) m: KOl2901 
Pi%383 m : 781-861-4467 

510(k) IaX KOl2871 

FfKNE IQ3 : 949-543-3200 

05-cm-2001 
pase 14 

DEVICE:XIA- STEELSYSTEM 
SEDECISICNMADE: 24-SEF2001 
510(k) SOMARY AmlIABLE FXM FDA 

DEVICE: STSFuwE,mELSS!rS2o,m30,5r540 
SE DECISICN WE: 21sEp-2001 
510(k) fX&fWRY AWQLAETX FRX BDA 

DEVICF,:DIA!XWZN 50m1~~icmM1sTRyAtwx?m,~~#l242-OO;DIAscR 

SE DXTSICN-MADE: 11-S.@?-2001 
510(k) SUNBY AVAILAEW J?XN FDA 

DEVICE: 3ICXCIDMm KNEcli3ENc 
sEDEms1a7MADE:19-SEx-2001 
510(k) StM?ARY Am FIUX FDA 

DEVIU3: 31 Jiocmfm-SYsrEM 
SEDEXXSICNMADE: 28-SEP-2001 
510(k) SlBMRY AVULAEXE = ZDA ;. 

DEivIm~IL~IpLAslfIN 
SEDECIS1ceT&!ADE:18-SEF-2001 
510(k) SWMRY AVAIIABL EFCM FDA 

DEVICE: oLxm- 
SE DECISICN ME: 27-SEP-2001 
510(k) iSUM%RY AVAILAEW FRX FDA 

DEVICE:-TI ICNEQ%L OPEN F~CPEWS mELS # 6193, 6194, 6195,6196 

SEDECISICNMADE: U-BP-2001 
510(k) SUMMARY AXU.LMLE = FDA 



stJmrmmADDRE5sLI~FoRwRH~~ t=) 510(K) - CR 510(K) - 
?KRFIN?SLDEXXSICNS~ DuRINGmE PERIW Ol-sEP-2OOlIMgxlw 3O-SEP-2001 

llWX%RE-. 
ATm:PAEANN FARFCW 
awl-w 
p.0. KX 4028 
~LY'RIA,C?I4403~2125 

510(k) 1u3: KOl2927 
PKNE I@3 : 440-329-6356 

7220 NW 5&TH ST. 
b?ma, FL 33166 

510(k) hK): KOl.2332 
PHcAIE ND : 305-418-2320 

34s ax, Lm. 
m: KEISWKE lJEexmE 
12-17, IGlmaKm, NiaQi-Kw 
-, 

510(k) ND: KOO2352 
PEmEm: 818 224 35!?QS 

m3 cm., Lm. 
ATIN:I(EIsuI(E lJRA!ma 
u-17, -, NAKA-Kw 
- 730-8652, 

510(k) NX KO02394 
PI%NE No : 818 224 35806 

bT(xmsm& JCHNStX HDICAI, (CHINA) 510(k) No: KOl2l24 
Alm:BEN mtEi 
#75 NAN Gw ZHI IMAD 
-, -, 

’ FXX&‘~ : 862 146 435010 

KENsEYNAsH~. 
A!lTN:JlJLIENBRZDERI~ 
55EAWtIWXEANAVE. 
M?wHcREEK~.- 
EXKN, PA 19341-1247 

KEBRDEKCALIMWERIAW~ 
IarN:- Et5wExL 
1717 WEST ocIL;L;INS AVE. 
cBEIANGE, a 92867 

IumARAYMED1mINc. 
?YTIN:- SASAKI 
3cmFL.MEtrLnEBwILD~ 
2OOPARKAm 
NEW YCRK, NY 10166 

510(k) ND: K011841 
PKNENO: 31G41G2769 

510(k) SW+i%RY AVAIWXE = 

510(k) ‘Eio: KO11943 DEVICE: IMEJmvIsE- 
PHXEiNO: 610-594-7113 SE DECISICN MADE: l9-SEF2001 

510(k) 1uD: KO11908 
PIEeiIENo: 714-5X-7484 

510(k) ND: x012432 
PEKNE m : 23%98&2230 

DEVICSQM71 EWERWXEUHUR 
sEDECISICNM?iDE:19-SEiP-2001 

510(k) SUMMARY AVAlIAEU FEKHFDA 

DEWICE:JASCNdKX?DIOXIDELIQJIDRE?!QWF 
SEiDECISICNM?iDE:O6dELP-201 
510(k) ,smmdEW 

DEVICE:JNSA.V.F'ISIULANEHILF: SEZ'ACXXRDICNTYPE 
SE DECISICN WDE: O&S!ZE'-2001 
510(k) aQATWMf 

DEiVICE:JMs AEFERESISNEEDLESEiTACXXRDI~Typ% 
SF#DExxs1cNM?a: 05-SEs2001 
510(k) !maEtBQ 

05-cm-2001 
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DEVICF,:MERSIIKBLA(xSILKEiRAIDED~~ -,U= 
SE DEXXSICN WE: 19-SEP-2001 
510(k) SLWARY Am FX0-l FDA 

i 

510(k) SUWARY AK4IIAKW ERX 

DFWICE:OP!lTKNsc;BIsPLUS3 
SEDECISICNMhDE: 06-S!?-2001 
510(k) tBNAFiY A'ZGLABU FXM 

DEVICE: KDIFImm To cxEmFILpHcm)B3e9) 
SEDECISICNb!ADE: 04-SE'-2001 

510(k) SUMMY AVAIIAEW FfXX FDA 
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KORAmflaDIm~. 
ATm:l+!AwiA SASAKI 
3miFL. -mING 
2OOPARKAvENuE 
NEW YCRK, NY 10166 

KcmFaY~IcIIz,INc. 
m:- SASAKI 
3mFL. -BuILDm 
2OOPARKAVENUE 
NEW YORK, NY 10166 

ftJm@AYMDIczL INC. 
l?Il?lN:- SASAKI 

METLIFEBuIIDIEK= 
%?PitliAWN!J 
NEW YCRK, NY 10166 

ItmAFw~I~INc. 
lmN:- SASAKI 
3oEIFL.MEzmIFE~~ 
2oOPAFXAVENUE 
NEW YORK, NY 10166 

KlmAFaYmI~INc. 
ATm:MrAsAYA li2sAKt 
3OmFL.MEmIFFlBuImm 
~2OOPARXAVENUEi 
NEW YCRK, NY 10166 

KDmRA!fI+fEDIc!AL.INc. 
ATm:MAsAYA SASAKI 
3OlHFL.MtmxFEBuILD~ 
2OOPARKAvENuE 
NEW YCRK, NY 10166 

KDR?mYMEDIcazt. 
mmSAsAKf 
3OTHFL.tGnLlmlBuIIDm 
2oOPARKAvENuE 
NEW Yax, NY 10166 

KmARAYMEDIc!ATJINc. 
mM?GAYAsAsAKI 
3OmFL. MGlzIFEBwILD~ 
2OOPARKAVRUE 
NEW YCRK, NY 10166 

510(k) W x012436 
FfXNE ND : 212-986-2230 

510(k) m x1112438 
EHIIENO: 212-986-2230 

510(k) mz FLU2440 
Pi-Km hlD : 2X2-986-2230 

510(k) m KOl2441 
l?KNE No : 212-986-2230 

510(k) m KOl2442 
J~KNE hx3 : 2l2-98&2230 

510(k) ND: KOl2703 
HERTEND: 2X2-98&2230 

510(k) ND: I(012704 
PHxuE ND : 2X2-986-2230 

510(k) No: KOl2705 
PK)NE rm : 2X2-986-2230 

DEvI~:mIFI~~m~pRIMER 
SEiDECISIcNMRDE: 04-SEP-2001 

510(k) f%BMARY AVAIIABLF: RUX JBA 

DEVICE:MXXFIC!ATI~ToPANAVIA21 
sEmcrsIc#?~: 05-SEX-2001 

510(k) iSfJW?W ALUIAFLE FRB FDA 

DEvIcE: ~bt?cmFI~m~ To m Ii!NER BokJD 2v 
SE DECISICN MADE: 05sEp-2001-' 

510(k) SLRMARY AVAILABB FRX FDA 

DEWICE:PANAVIAF 
sEDECISICNHADE: 0&SEP-2001 

510(k) sX.MGRY AVAlIAXE FRX FDA 

DEVICE:,, l-3cmFIc?sJ!I~ To c.nmwIL SE Kxa 
SF,DEcfsIoNM?hDE:1O-!BP-2001 

510(k) SUMMARY Am = FDA 

DEVIC!F#:-ocwENEW~ 
SEDECISI(3NMADE:1O-SEP-2~1 

510(k) iSUHARY AVAILABW FRX l!DA 

DEmcE:cxmRFILsr0PAQuER 
;sEDECISICNIGDE:1O-SEP-2001 

510(k) SUM5ARY AVAILAHX FRX ?TDA 

DEVICE:CIUAWIL~ac%IE 
SEiDEcISIceTMADE: ll-SEz-2001 

510(k) fXMBENT 

05-mr-2001 
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KulaRAYmI~m. 
FfIrm:- SASAKI 
3oI!HFL.ME?rmFEBuILDING 
2OOPAFtKAVJBUEi 
NEW YaK, NY 10166 

KuFwAYMEDIaLINc. 
ATm:MhsAYA SASAKI 
3oIHFL!.-BWILDING 
2oOPAEtKAm. 
NEW YCBIK, NY 10166 

KrJR?im MEDICAL m. 
mMAsAYAsAsAKI 
3mFL.MFIWFEWmDING 
2COPARKAVENJEi 
NEW YCRK, NY 10166 

KuRARAYmI~INc. 
ATnk-SASAKI: 
3oIHFL.MIimxFEBuILDm 
2oOPARKAVENUE 
NEW YORK, NY 10166 

KuRAwulMEDIc!ALINc. 
ATIN:- SASAKI 
3OmFL.MEzmFEJ3uJID~ 
2OOPARKAVBWE 

"New Ymc, NY 10166 

KwAFAYMEmaLINc. 
An.N:- SASAKI 
3cmFL.MFIzaFEm~ 
2OOPARKAVENUE 
NEW Ycm, NY 10166 

KLlmEaYm1cALINc. 
ATnkM?sAYAsAsAKI 
3#IHlLMExLTEEBuILDm 
2oOPARKAVENE 
NmYcRK, NY 10166 

KumRAYMEiDI~INc. 
ATIlN:- t3AswI 
3On-IFLY.MElLIEE~m 
2OOPARKAVENUE 
NEW YCSK, NY 10166 

510(k) NJ: KOl2707 
lx.m XI : 2X2-986-2230 

510(k) 1uD: x912729 
PHONE m : 212-986-2230 

510(k) rm xn2?30 
E%%E 1vD : 2X2-986-2230 

510(k) Ex): KO12733 
PEta?, m : 23.2-98~2230 

510(k) hx3: KDl2734 
Pi-Km NO : 212-986-2230 

510(k) bn KOl.2735 
HI]NE No : 800-879-1676 

510(k) ND: ml2737 
PI-Km3 ND : 2X2-986-2230 

510(k) m KOl.2740 
F%mE m : 23.2-986-2230 

DEVICE:EiSBNIA 
SEDECISICNb!ADFa:13-SEP-2001 

510(k) SUMARY AVAILABB FFCM FDA 

DEVICE:cUBRETL~AIR 
SEiDECISItNMADE: l3-SEW2001 

510(k) SUMlARY AVAILAEU FFCM ImA 

DEVICE: cTIJ%mm-BcND- 
SEDECISICNHADE: l3-SEP-2001 

510(k) SLNARY AWUIAEZE F'RZM FDA 

DEiVICBCZiRIES~ 
sEDECtSICNM?tDE:14-SEP-2001 

510(k) SUMWtY AVAIIABU FRZM FDA 

DEVIClZpIGEARETLNEh'KND 
SEiDEXZISIcNb!ADE:14-SEl-2001 

510(k) SCWAFY AVAIIABU F'FCt4 EDA 

DEVI(Zi:tZUAWILDCW 
sEDEcISICNMADE:14-SEP-2001 

510(k) SUMARY A'iRLiWW ILTCM FDA 

DEVIC33:-u38NEazc%zsaUrr 
SEDEXZISICNM&DE:14-SEP-2001 

510(k) t3UbMRY AVAILABW FIicpl l!DA 

DEWICZ:CZFZWTLAp-X 
sEDEL'IS1CNMADFa:14-SEP-2001 

510(k) SUMAFLY AVAIIABLF: FRB FDA 
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IumARAYmI~INc. 
ATm:- SASAKI 
3oIHE!L.ME7rmEmING 
2OOPAFUCAm 
NEW Ya?K, NY 10166 

IIEnD-m, INC. 
ATlN:a-lRIs HEALY 
5ooAlREcmwAY 
SANDmINI!, ID 83864 

LHMEDIaLPl%mmS, 
JfrlN:m HIma 
301EwrAmMHwY., 
SAN DIMAS, CA 91773 

IHbmmsL~, 
m JicmIE I.imsa 
3olEAsrARwJw~., 
SAN DIMAS, Ca 91773 

LHMmIcALPItmucm, 
ATIN:- Hmxa 
301EwrARR37BwY., 
SAN DIM&S, CA 91773 

INC. 

SWITE 104 

INC. 

SWITE 104 

INC. 

sLlrm 104 

M.I.S. IMIXWTS -IES LTD. 
ArIr?: Al-mm SrEIN 
BEXTHAPA'AMoN,SUI'JB2~ 
Blzx 124~20 HHA'AS ST. 
m-t 

-, INC. 
RI!UtzKENNE?HKKLEIMIESIZ 
674OTtX'GUNS-l'. 
SANDIMx),CR92til 

mm- 
ATmGARYsMx.mx 
27881I.A PAZ HXD, #G 316 
LMJNA NIGuEL, CA 92677 

IaRaxtmIcALSY~,INc. 
ATmFtxEmL~ 
595 MINER FOAD 
HIGIjLANDm~,m44143 

510(k) m KO12742 
FT-na ND : 212-986-2230 

510(k) ND: KO10431 
HgJNEm: 208-263-5071 

510(k) ND: KOll340 
mm?3 p?a r ST?-592-0523 

510(k) I0 x911341 
E%KNE ND : 877-592-0523 

510(k) ND: KOll.343 
FfDIEi NO : 877-592-0523 

510(k) ND: KW3191 
EK@?E w : 729-767-0002 

510(k) ND: KOl2413 
PIXNE~:85%45&Q900 

510(k) ND: KO11785 
FENE PIX) : 949-363-2953 

510(k) m: KOl.2009 
ERXE NO : 440-483-3528 

DEVICE: TlZEHCE F-l 
SEiDECISICNM7dlX:1&SEP-2~1 

510(k) SUMMARY AVAILAWZ FRX FDA 

DEVIC!E:WAD-KKREUSABLETENS/NMEs~ 
mDEcIs1mMADE:O6-mP-2001 
510(k) i=BMRRY AWILAETX FRX RX 

DE?JICJZ:LH45OENl!EW& FEEDItGE?sPu4PsETw/~Y-~ 
SE DI!KtISIm WE: 21-SEP-2001 
510(k) SUM?+RY AVAImEIE FXM FDA 

DEvIa: Iaoo YEEsGTY-mm SPIKEKJMPSEI 
SE DECISICN M?CJE: 21-SEP-2001 
510(k) fXBN+RY AVAIMBIE ?XCM JXIA 

DExI~:ui5OOEitmEmL FEEomGRAvITYBp13sET 
SE DFCISICN l&DE: 21-SEP-2001 
510(k) SUM?iRY AD FECM ?x)A 

c 

DEVICE: MIS lWIANl!SYmDEcNE 
SEiDECISICNZ4?BE:28-SEP-2~1 

510(k) SIWWEXT 

DEVICE: - lx, PCS, Ns, LP 
SEiDEiCISICNMADE: lS-SEP-2001 
510(k) i?mMiRY Am FRX EDA 

DEVIC!F,:NZELPRINTCXANALGINA!IES 
sEDECISICNl@DE: 04-G%'-2001 
510(k) sYmTmEm 

DEiVIUZ:Mx8oooIDTCTSYSTE!N 
SEDECISICNMADE: l%SEZ'-2001 
510(k) SUbNARY AWGLAELE FRX FDA 



-ADDREssLI~FcRwRH~~ (=I 510(K) m CR 510(K) - 05-ax-2001 
FmFINALDECIsIoe\Is~~~IMEpERIco Ol-SEP-2OOlTmam 3O-SES2001 -9= 19 

MATANGMEG.sDN.BHD. 510(k) ND: KOl.2558 
DPXXEKN~LAEELJX cIxAIM~5OMI~aRLEss 
ATIN: KOK-KEE I-IX PKNENO: 703-941-7656 
6324MEETINGBXJSEW 
m, VA 22312-1718 

MED1CALDEVIC.E EcHKxiGIES, INC. 510(k) IKx K.011790 
ATl.N:KARL siamz FZNE ND : 352-338-0440 
3600 S.W. 47TH AVE. 
-, FL 32608 

MEDIc!ALELEmmNIcSY~,Lu= 510(k) m: KOl.2352 
-4TLbT: EFlIKKBrn l?ITENEm: 650-949-2768 
6363GREENwIcHDRF.B 
SWITE 220 
SANDIEiZQCA92l22 

MEDIcaLluzSmRx~, INCSlO(k) ND: KDl2030 
ATm:IJcm oRLINsm Pl3Z.N NO : 847-520-0300 
1oooAsBuRYDR. ND.17 
BwFFAimm, IL60089 

MEmScNAMEFtIc7i,INC. 510(k) ND: RX2867 
ATIN:GARYJAlXWBXX FfXNENO: 510-276-2648 
16303 PArxxAMICM 
SAN Itmmm, CA 945784116 

MEDIXNFHEEU~, IIK. 510(k) m: KOl.2887 
mG?iRYJm FHAE No : 510-276-2648 
16303 PAtK#&lIC MY 
SAN LEEDS, CA 94578-1116 

MEDLINE INDm, m. 510(k) m KOll.240 
ATmti!innmYL~ RXNE ND : 847-837-2843 
alEMEDLINEPL?a 
MONOELEIN, IL 60060-4486 

mwc Lm. I+Dviwm lmm2Lo SYSIl%lO(k) F?Z KO10981 

?TE!sEmr 
pIrmE No : 952-593-1553 

-, MN 553;)5 

MEzmmIc~sIoNSYSTEMS 
I42 5cYr 
m:MAFuE IXXM 
7611 - DR. 
MINNEAw[I;IS, MN 55428 

510(k) Nz NY.2743 

FHmE 1u3 : 763-391-9183 

DEiVICE:K%DERE'REELAlMP~ ExAMmuIcNGLwEsmAIcE~AN 

SE DECISICN MADE: 17-SEP-2001 
510(k) SIlATEMENT 

DEvIc!E:MI~~PLws~sET 
SEDECISIceJMADE: 05=2001 
510(k) SIBMARY AVAZAELE FlXM J?DA 

DlZVICEi:SQ?i,i%'EEMQuAsJTy~~ 
SEDElcISI~MADEi: 21-SEP-2001 

510(k) SIXBEN? 

DEXtCE:KRAl3LEINFENSIVECAF@iDNIT 
SEDEXXSICNMADE: 24-S%%2001 
510(k) taX.mmm 

DEVICZ:ZXNRCE99OOD~C~~sY~ 
SEDECISI~MADE: l2sEp-2001 
510(k)GUMMARY Am FXM ZDA 

DEXICE:SA6CXXIIDIAGMXTICUL~SYSTEM 
SEDEXXSIONMZQE: 12-SEF-2001 
510(k) SUMMU AVAIUBXE FKM FDA 

DEVICE:EVENCNBBUKDGLWWSE~SY~ 
~DEKXSICNMADE:13-SEP-2COl 
510(k) sXFim%m 

DEVICE: GsAGENIm tsENmmANAI;yzER 
SEDECISICMMADEi: 2O-SEP-2001 
510(k) SUHARY AD F'RX FDA 

SEiDEXXSICNM?DE:14-SEP-2001 
510(k) SQMARY AVAILABU F'KM FDA 
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bQ?mxNIcPEREusImSY~ 
1 
A!rnkMARIEm 
7611 I?XEE?W DR. 
MDNZCEIS, MN 55428 

t.mTfaIcm1mSYm 
FEE, l-CDEL 351T 
mm I-DIM 
7611 - DR. 
MINNEApaLIS, MN 55428 

yE!FKxIc PHrsr- am?. 
inGSBEfmILpoarx 
11811 WILm@ RD NE 
P-0. mx 97006 
l?ImmD, WA 98073-9706 

-Cm DANEK, INC. 
ATIN: RICHAHDWD 
18OOPYRAMIDPL. 
bm@BIS,m38132 

MERITsmm -., INC. 
ATIN:- ANDEREm 
P-0. KX 150356 
qPE OCWAL, FL 33915 

*mm H!rraEI SYm INC. 
-ATnF:IazmKr BARNES 
7407DcmRLAIa 
PARKLAND, FL33067 

510(k) ND: KOl2747 

Z'I-mE No : 763-391-9183 

510(k) hx): KO13084 

?i3aE ND : 763-391-9183 

510(k) m: Km24228 
FiXNEi Ex) : 425-867-4332 

510(k) ND: KG03780 
PIDIFINO: 901-396-3133 

510(k) NZ KOl.2802 
pIYEN! ND : 941-772-0579 

510(k) m KOl1981 
PHXW NO : :954-575-1076 

DEVICE:'IWLLIWBIODI~BLacoFLclwrmDBE (MZDEWDP38T&E'P38P 

sEDEXXSICNMADE:14-SEF'-2OO1 
510(k) SDMARY AVAILABM FIMM FDA 

DEVICF,:AFWNITY38MIUXAKBXCALFTLTERWI!M TRILUUM BIOPASSIVE SDR 

SE DECISION MADE: 27-SEP-2001 
510(k) SW&WY AVAILNXE l?XM FDA 

510(k) SUhNiRY AVAIIMLE FXM FZZA 

DEVICX:VERTEXREXXXi!ZWZCI cNm3rR-i 
SEDECISI~MADE: 28-SJZ-2001 
510(k) SMGiRY AVAIMBTX = FDA 

DEVICE:MP3CFELEXXlUC~ 
SEiDEcFisICNMADE:18dEF'-2001 
510(k) SlWWEXC 

DEiVI~:MHS5000 
SEDEcIsIcNtaDE:o~2OO1 
510(k) m 

MICXMEDICAL -, Lm. 
zxrllN:m (Izmsmm 
11 D DR. 

MxDEoETKlmcm 
mELIsE Jczstmm 
6olDuRAmsr. 
BARLAN, IA 51537 

~MEDIcatoc%Ip. 
ATIWJAMESACfXXfE 
5LAlWRAVJZ.,SUI!IE1600 
P-0. BOX 2805 
B,NYl2901 

510(k) NJ: KOl.2540 DEVICE: BLY-50101 
PISINE IN3 : 011 61 755739742 SE DECISICN MDE: 26&E%'-2001 

510(k) S?MJARY AVAILAWE FXM FDA 

510(k) ND: KO107l.2 DEVICE:DIATXSATFiLINEiWIQi -/msE wf&sHam LINES 
P%?mE m : 712-755-5557 sEDECIS1C.N~: 27-SEP-2001 

510(k) smmmW. 

510(k) NI): KOl2939 DEWICF,:~IICHCCXEUPSIBLF:~~~ 
FiXNEim: 518-561-7330 s%DE%XSIohlWiDE: 28-SEP-2001 

510(k) SnmMEm! 
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510(k) p33: KOl1816 DEVIC!E:MINIMULTlIZW~~~ 
PISTNEIm: 496 221 1380300 SE DECISIm MADE: 07-SEP-2001 

EiANs--. 10 
HE-, 

510(k) SUbWARY AVAILXUE E'KM FDA 

MRIDEVICESCKBP. 510(k) IKX x013099 
zxm:!tLtIM ixxm%m! l?kmE NO : 262-524-1402 
1515 PAFMKXBR DR. SUI!CE A 
i%uaSHA, WI 53186 

NAKANISHI, INC. 510(k) 1vD: KO11926 
A!rm:I4lIEwI SEKIm &!kmE ND : 028 964 3380 
Mo-ys 
XKHIGI-KEN, 

bl?trIm-m., INC. 510(k) m: x012229 
05,6500,6700,6oo6c&2ooo9.~~N661wc: 
ATm:Dau - FT?z.m I93 : 952-8904.360 
1l33EwTcxm?RD. 
m, MN 55337 

NXPIONAT.lCU~ENII., 
m:m P 
1133EnSTcs;cFFRD~ 
BuRNsvILI;E, MN 55337 

NATI(cNAT.l~ENr., 
A!rlm m pEr.mam 
1l33EAsrc.LIFFm. 
BURN-, MN 55337 

NATImmm., 

m:m pErLmER 
1l33E?ercT.lIFFFD. 
-, MN 55337 

NNrsaxP. 

INC. 510(k) m KOl2266 

EEBE No : 952-890-I.360 

510(k) 1\K): KO11820 
ATlN:FtI~cIANzII;uJrx) !SKNEm: 631-744-0059 
30 No%rwc%TT mm 
s(xlND m?iaJ, NY 11789-1734 

INC. 510(k) m I#12259 
pflmE ND : 95243904360 

INC. 510(k) N3: XX2262 
pIalE No : 952-890-1360 

NEuax.L 510(k) rQ KCOOl22 
bsm3.L 1x,3&6X (1,3 CR 6 s'mim PER BQX) 

A!rIN:ANNE homEN ETENENO: 650-320-5789 
25ooFAEERPLxz 
PAm Alxo, czi 94303 

05-ccs2001 
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DEVI~:MZDlZ'ICATION~:~-42OWRIsTARRAya3IL 
SEDEC!ISI(rJMADE: 25-SEF2001 
510(k) SIA!mmT 

DEVICEhETXWAlEE 
SE DECISICN MADE: ll-SEZ'-2001 
510(k) sm!m@m . . 

DEVICZ: fXXE-m48, 2001, 2009,2700,3003,4004, 4800, 5005,5700,60 

SEDECISICNMADE: 
510(k) S!wIWEm 

DEVIC!E:MEDEUSICN 
SEDEXXSICNMADE: 
510(k) RBQBEWF 

4 

lOaEP-2001 

2001 & 2010, MmEL N7215IWJ 
l2-!zP-2001 

DEiVIC!&EAXTERAS4OA,AS41 htiYmxE PUMP, l.sxELl N61wc 
SEDECISICNMADE: 12-SEF-2001 
510(k) ,?XMmEm 

DEVICE: m 224, 324 l?EEDW PUMP & K524 INEU-E'LUSH, ZCDEL, N7213 

SEiDECISICNMADE: 3.2-SEW2001 
510(k) .'mXmBW 

DEvIa:--mc 
SEDMXSICNMADE: 05-SEW2001 
510(k) txMmm?T 

SEDECISICNMADE: 2O-SEW2001 
510(k) SLMARY Am FKM FDA 
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-, INC. 
IrllaELvTRA GARCIA 
57OOacm, SuITE100 
ELPMQTx79912 

510(k) ND: KOll.241 
PIENENO: 915-845-5600 

NE&DEAL S.A. 
Kt'IWIUXWbNF~ 
9109 axENHrxvERm 
KXKMX!,MO20854 

510(k) ND: RX1821 
pEKx?E Ia : 301-279-2899 

NENDEAL S.A. 
A!rlw-- 
9109 -m Draw 
FcYlrMx,MD20854 

510(k) No: KO11875 
pImE m : 301-279-2899 

NEXANLTD 
ATIwDAm.DLwEST 
1801IKxmILwPIKE 
SUITE300 
FtXWILU,M 20852 

510(k) m: KO10424 
H-KNE NO : 301-272-3113 

NIcHHsINSlTLUlED~~ 510(k) I.0 KO11l.28 
IERS.CKNlRXS.ANDWDILZIENT) 

FfxnlE ND : 949-240-5260 iTIT& Jma ti 
33051 CALIE AVI?UR 
SANJUANW-, ca 92675 

.NIC!ZEXBIcMEllIcazl,INC. 
m:GARY iTxR.ms 
800-LANE 
EZKEHKN, WI 53589 

NItXXETBICMEDIC?G,INC. 
A!ITNZGARyJSYRING 
8cnLllmNQRIANE 
~TEGHKN, WI 53589 

NIllxNmma, INC. 
KmELBSM-23CQASERIES 

i'l=IkBcNNIE BISHX' 
9OIocNSTREET 
KmffILL RANaI, ca 92610-1601 

lYrIN:QiFITiMm 
10565 LEF, BIW 
suI!rE loo 
FAIRFAx,, VA 22030 

510(k) ND: KDl1818 
E?SE IUD : 608-877-2635 

510(k) No: KO11823 
PIXNEm: 608-877-2635 

510(k) ND: RX1918 

pI-nIEi Iv3 : 949-580-1555 

510(k) ND: HXl3620 
lwm ND : 703-278-3953 

DEVICEi: NEUF0WT'SSCXJICE 
SEDEKZSICN~: l9-SEE'-2001 
510(k) SUhHARY AVAILMLE ?ZxX K)A 

DEvIcm z.szmFIm3N To THE 1.c.o.s !scmw 
SEDEcIs1cx?MADE:O6-SEiP-2001 
510(k) m AVAZABIE FRX KIA 

DEVIC.&KDIFIcXCI~To'ME~'PIN 
SEDEcIs1cNMADE: 06-SEP-2001 

DEVICE:NEXANSYSTEM,MXZLNX-301 
SEDEcISI(3N~: ObSEP-2001 

510(k) SUMMY AVAILMLE FRX FDA 

DEVICE:NIC%XXSADWN7CE DIREKTRENIN(~,~~~ 

SEDECISIQNMADE: 06-SEW2001 
510(k)%mfARY AVAIMBLE FFUX FDA 

DEVICE:SXEXLFiEEx:~ES 
SEDEK!ISICNMADE:O6-SEP-2001 
:510(k) SWGRY A- FKM l!DA 

DEVICE:BIOFtEHABSYSIEM 
~DExxsIc.NMADE:odsEp-2oo1 
510(k) SUMMY AWILABLZ FKM FDA 

SEDECISICNMADE: KhSEP-2001 
510(k) St&WRY Am liIa¶ R)A 

DEVICE:NSIBEXEDANDIUMEXED>SY~ 
SE DECISICN MADE: 19-SEP-2001 

510(k) SUMMW AVAIWBUZ F l!DA 
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-03wp. 
XL'INzLISA DIHICX 
7080 oZ2LUMBIA GZXCEPW DR. 
ct%W8IA, MD 21046-2133 

csnnasE--m 
ATIN:FIOYDGL?GSN 
4329 GRAYEN Fxxl 
SAN DIE!GO, C!i 92130 

omSMEDIaL,INc. 
Alm:MARK RMaAKr 
27l27 (l2XL-E AJGOYO; LSUITE 1924 
siw JUAN (apI-, ca 92675 

-m. 
ATIN:ELAINE DlJNcm 
P.O. Kx 560 
m,MN55082 

IxrIN:ANGIE IDE 
45GRExr?nLLEYpIcwy. 
MALVEFN, PA 19355 

oi9rEDIMPLANr D, INC. 
ATlmsAM SCN 
11201 PEPPER RD. 
-iiuM'vzmm, MD 21031-1201 

-, INC. 
ATlN:MIcIl-WLG~ 
1625KSIIREFII,NW 
SUITE1000 
WASmNXW,DC20006 

P.T. HE?G!W%RJZ GiXWNDO 
m:ELLEN BUIAPEA 
JL. XL Y(xs mK.M. 10 
-INwsRIMEDAN (KIM) 
MEDAN 10340, 

PxEMEDIcxG 
AN0 4825 

ATrN:FuxEKJ!cMAcFl 
391 reimTEN FCND PD. 
I4LTH?!M, MA 02451 

510(k) m KOl2165 
PixNEm: 410-312-4100 

510(k) W KOo35 
PH3E EJD : 858-792-1235 

510(k) ND: KOl2l.25 
pf3mE ra : 949-234-04co 

510(k) EJD: KOll403 
EmIEl No : 715-549-6035 

510(k) hx3: ICI11087 

HEhIEm: 610-407-5231 

510(k) m: I(011774 
HEB\TEm:410-785-0700 

510(k) m KOl1338 
PI-ENJI NO : 202-223-0157 

510(k) PIX): KO10232 
PfXNENo: 620 616 50015 

510(k) NJ: x011980 

Pi-Km3 ND : 781-890-5656 

DEvIa: CEDELFr T!D?AXW~ELNUMBER18oT 
SFaDEXXSICNhPiDE: lg-SJZl?-2001 
510(k) StWARY AVAILAEU ?ZUX FDA 

DEiVIC!EizCNNICAREDEWIlXLIME%AIWSYSTEH 
~DBZISI~MADE: 2&sEp-2001 
510(k) SiBWARY AVAIIARW FFCM FDA 

DEVICE:OPUSZ@GNOM~&~ 
SE?D&IS1CNM&DE:17GEP-2001 
510(k) SATEWW 

05&x-2001 
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DEWICE:SDRGIPUSLERC!AWIOM~~ 
SE DECISICN MADE: ll-SEP-2001 
510(k) ,tXWARY AWILABLE FX%f FDA 

SEDEms1cNM?m: 19-SEs2001 
510(k) SLJhWRY AVAIUlXE FIX&l FDA < 

DEVICE: Fcl.20 -mHIPsYm 
SEDEXXSICNMADE: 05sEEL2001 
510(k) SmlmENr 

DEVICE:UlCCZM 
SEDJXISICNMADE: 13-m&2001 

510(k) i%t@ARY AVAIUWZ FRX FDA 

DEVICE:PFfE-KNERED NIlzmlm-m- 
SE DEXXSICN MADE: 21-SEP-2001 

510(k) sI'ATpIEN17 

DEVICE:ADAETER,PACIIGANAT.XZER/tNWSATiPACNADAF'B?,MXXLS4820 

SEDECISICNMADE: X&SEE'-2001 
510(k) SmmlENT 
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Pz!dxMEDIaL 

ATIN:F&xEmc~ 
391 TwITEN Fcm RD. 
P?rWFGM, MA 02451 

PADPFa Ix!. 
ATIN:DANIEL KAW 
P.O.Em 7007 
DEERFl3W,IL6OOl5 

,ATIN:MlwzY !caE 
131 IzEmKEm LAtm 
CMY, NC 27511 

PARKE&INc 
ATINzNET.SCNJGEMXSA 
155 l5iaNmT BLVD. 
P.O. Box 376 
B, NY 11735 

PATlmMEDIcnLaxP. 
ATIWMKHAELT~ 
1CCQWSTEWKDRIVE 
iYsoME5A200 
AusllIN, M 78746 

-PAxMm IItlmmMm 
IITIN:FLOYDG- 
4329 GRAYIXN KYAD 
SANDIlXQCa92~0 

PAxMEDl?TmwuIcMsL 
XlYIN:~G- 
4329 GfmiDm FKnD 
SANDIEGQCA921~ 

PLUS oFtEmEDIcs 
ATIN:BARTMur lxxli 
6055LuSKBLiw. 
SAN DIFGO, CA 92121-2700 

KLYMEFI-CCW. 
ATIlk DEiBR7iL.B. KEXWM 
14OON.CCCWAN~ 
Ftcxmam, NY 14692 

510(k) m KOl.2392 

Fi!KNE KI : 781-890-5656 

510(k) No: KM)3548 
PKNE ND : 847-374-1727 

510(k) ND: KOlO618 
mm!3 m z 919-363-2432 

510(k) PIX): KOl2360 
HI3hlE NO : 631-249-1134 

510(k) EK): KOM.50 
pfrnlF# ND : 512-916-4880 

510(k) PJD: KO10467 
pHI3NE NO : ~858-792-1235 

510(k) 1\10: KOll223 
FWIEND: 858-792-1235 

510(k) ND: KO11836 
FJI-KNE No : -741-7587 

510(k) ND: K.011945 
Pi?XXElNO: 716-338-8638 

DEVICE:DISPOSABLE StmIcALEXTENSICN(XBLE,~4255AND~EG 

SEDECISICNMADEi: 04-SETP-2001 
510(k) ,sRTmEW 

DEVICE2 ‘TADPm sYsrE!w B-EADAPTFM 
SETDEcIs1cNmDEi:O4-aP-2001 
510(k) SUbMARY AVAILMLE F'RX FDA 

DEvIcz:PAImmRDEFxmlx prJLsEDLImsYm 
SEDEcIsImMADE: 1o-sEg-2001 
510(k) .5UMAEW Am FTC&i FDA 

DEVICE:IC-FCCLLIX 
SEDFCISICNMDE:06-SEP-2001 

510(k) aSOWl?W AVAILMLE ?ZUX FDA 

DEvIaz:PmlmDO-~ 
SEDEXXSICNM7-iDE: 20--SEP-2001 

510(k) STXMARY AVAIL?G% FRX FDA 

DEVICEi:UNIVE@&DEM!ALcDpIN13(UIXf) 
SEtDECISICWMADE: 28-SEP-2001 
510(k) SUMARY AVAIIABU FFCM FDA 

DEVICE: QUANIUMB (s;Ns) D= IMmANTsYsrp 
SEiDECISICNMADE:2O-SEP-2001 
510(k) SLWAFtY Am F'FCM FDA 

DEVICE:MPF-CUP 
SE DECISICN WE: 07-SEP-2001 
510(k) SUhMRY Am FIdfM FDA 

DEVICE: RIGID GAS PEBEABU -ms-CN 
SEDECISICNMADE: X?-SEiP-2001 
510(k) SWWRY AVAUU3.W JXM FDA 
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Pl?EmsI~MEDIcazl~, INC. 510(k) ND: KOl2515 
ATIW~DWLB'E F?XNEhlD: 717-335-3700 
l2-WAY 
DEWER, PA 17517 

PREMlERDENALPRXXXTSo3. 510(k) I\K): KOl2160 
AmmBARRY BALE EmE No : 8X-322-4641 
7707 E. 201TEiRR 
BEILm, M.3 64012 

F'RIME PmC! IMCL. QtALlIY PRYXC5lO(k) ND: X000031 
A!rlN:- VXEL PEmE ND : 604 929 7019 
145 psmc?SIDE DR. 
--, 

PF%xxER&GAMBLEo3. 
soEm&suPERRuJs 
ixrmMARKz4m 
6ll0c.mImHILLAvEsIuE 
CINCINMITI, (I-l 45224 

510(k) NX KO11996 

FfmE ND : 513-634-5196 

OINGOJWSHUAtGDIBLATEX ~o510(k) ND: KO12653 
hELIJcAKpER 
l219I#T!mmzaREM~ 
DIJRHAM, NC 27713 

QuANNMBIOEXGINEERlX, LTD. 
~N'lNzRAULRMENA 
201 UNWERSITY DR., SUITE 101 
--a, FL 34134 

tJJAtWWBI~I.NUWNG,L~. 
ATINzFIDYDGLiWSX 
201 UNumRsMY DR., IsOnE 101 
pLz@mTIm, FL 34134 

RADIANT INIKwmlm, INC. 
~ATIWSUSANDXEWIEIN-ENX 

55N(xammTBLvD 
-200 
Q?E?a NEm, NY Xl.021 

RANmx~,LTD. 
A!rIN:P AFJbmmG 
55 DIAKNDRD. 
-,--, 

PI-B&E-~ : 919-544-4098 

510(k) W: K99l250 
PI-KNEiNo: 954-474-4707 

510(k) ND: KOO2241 
I?Hm?, ND : 858-7924.235 

510(k) I'Xx KO11059 
PEKNE NC) : 203-431-1511 

510(k) m: %I11568 
Pf-mE No : 440 289 4422413 

DEVICE:BllTXMED~~ 
SE DEKZSICN &WE: 19-SEP-2Wt 
510(k) timimmm 

DEvIcE:cxt.FamAF~ITEoiwE~~, l!9mEL 3001408 
sEclEcIsIcNW: 274XF2001 
510(k) STATmEW 

DFxIcE:ivpAIar,~M32000 
SEDECISICl?MADE: lO-SE3?-2001 
510(k) LX!i?M?W AVAXzABW EFCM FDA 

SEDECISICNKADE: l%SEP-2001 
510(k) STMdARY AVAIUBIE FE834 FDA 

DEVICE:Mp;Le~- 
SE DECISI~ MADE: 21-SEP-2001 
510(k) i%MmEMC ii. 

DEVICE:QuANNM mmsYm 
SEDECISICNXADE: 20&EE'-2001 
510(k) SUMMARY AVAIUWB FIXM FDA 

DEVICE: QuAhrmMm KW) DENIAL TlxPLmrsYsTEM 
SEDEiCISICNMADE: 20-SEP-2001 
510(k) .X?MARY AVAILABU F FDA 

DEiVICZ:INFARH)ENt~, mELImw 
SE DECISICN MADE: 17-!3EP-2001 

510(k) SWMARY AVAILAHLE m FW+ 

DEVICE:RANOQX~IN 
sEDECISIceJMADE:2&SEP-2001 
510(k) f?rmWEm 
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l?ANDcxB,Lrn. 510(k) m: WI.2318 
A!rIN:P ARmnaG HwEIE 1\K) : 44 289 4422413 
AFdXMi&DIAMXOfMAD 
CRUMLIN, 03. ANrRIM, 

RANOmV,Lrn. 510(k) mz XX'978 
ATIN:- AFMsnxa E?zm m : 441 849 422413 
ARMXE,DIMXDRQRD 
-, 

FGzHABmcARE, INC. 510(k) m: KD11017 
ICE;PRXAX-LISRA,!BNSDEVI~;P,MI~ 
MIW EEMARD F XTDEZ l?sEsNENo: 612-638-0448 
1811 CED BIW 8 
NmBRIGrKN,MN 55112 

RELIzmx~Ic!ALa%ip. 
ATIW FaERTwNIcxs 
73OBAVE. 
ca?mt~ JUNCI'Im, 00 81505 

510(k) ND: KOl2042 
EmE hx3 : 970-986-5345 

--svs, INC. 510(k) m: KOl.2007 
XlNzDAVlDJHuxIH FTTKNE m : 202-414-9209 
l3OlK LTllMET, N.W. 
suITE11mmm 
B, Ix! 20005-3373 

RIaimDwxFMEDIcaL ~~smamm C5lO(k) 1\K): KO11911 
cz$SmuW, lKDEL 2207.XXX 
ATmtxBEmLcasARsA PHxEi ND : 847-913-1113 
353 olzmawm WXDS PKWY. 
v~mm~,~60061 

liacHEDIZQXXTICSCURP. 510(k) m K9l.2371 
A!rlmizmRRIL~ El-DE No : 317-521-3831 
9115 HIII=uE IaAD 
IND~S, IN 46250-0457 

RXHEiD~CSCCRP. 510(k) m: KOl2393 
ImNZsHERRILrn PiXNE Im : 317-521-3831 
9115 I-lxm RXD 
INDIANAPIZIS, IN 46250-0457 

F#X.%BDlXXXiZICSUBP.' 510(k) m: KOl.2397 
AlTNzKAYATTQLCR Pi-KNEhlD: 317-521-3544 
9115 HrGiJEi FUXD 
INDmS, IN 46250-0457 

DEVICE: RANIXX lwiApEvllICDFUsGV 
SEDECISICNMADE: 12-Z%!%2001 
510(k) ,sBmMim 

DEVICE2 RANKX GENrAMIcIN 
SEDM3ISICNMADFa:18-SEP-2~1 
510(k) SlX%MNT 

DFXICE:PRXAX-XP,TENSANDMIm DICVICE; PRX?X-TENS, TENSDEV 

SF,DEXZISIcxIM?iDE: 24-SEP-2001 
510(k) SUM!ARY AVAILMLE FRX JYDA 

DEVICRICINETIC~ 
SEDECISICNMADE: 2O-SEP-2001 
510(k) siwnmmn 

DEVICJQFtHSHEUET 
SEDEXXSIckJMADE: 19-S&P-2001 

510(k);- Am FRX FDA 

DEVICE:SUCI'ICNPUMPlXR -uL-VANDAC 

SE DECISICNMADE: 17-SEX?-2001 
510(k) SUMMARY AvAILAHLe FRX J!DA 

DEmcQTlmqmr~~vER.2 
SEiDlxIs1cr?MmE:19-SEFJ-2001 
510(k) SUMMMY AVAIIAHLE FXM lQA 

DEVICE:TlM4JMT~VER.2 
mDEcIs1mMADE:19-sEp-2001 
510(k) SUMM?Y Am FRM FIlA 

DEVICEt:URISYS2~URINETESTSBUP 
SEDECISICNMADE: 26-SEX'-2001 
510(k) SUhMARY Am IXtd FDA 
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ScANDmm1mAB 
RITmmcmMAN 
- 14 
IJPFSXA S-754 50, 

510(k) hx): KO11763 
PKNE 1uo : 461 818 0700 

isIsmIc-. Llx. 510(k) 1u3: KOl.2033 
zmN:DEEBIE IAM?= pi7mE No : 508-435-9893 
7TIFFANYmIAL 
IeKmmmx, MA 01748 

-USA, INC. 510(k) ND: x011407 
TAINs5oMI~ cRLEssoF!Lt3lnLwATER~pIID 
A!EN: IcItrlE IlEmNssJ z-Em NO : 72%78?-?25;n 
30798 US ImY. 19 IWXIH 
PATxI-nRBm, FL34684 

iliE%Fk 
11 OXUMBIA, SUI'IE A 
AL&XI VIEJO, CA 92656 

510(k) m KOl2004 
FKNE m : 949-362-4800 

-, INC. 510(k) ND: KOl2023 
FWCAEWJ 
ATnu:,Am BCXJCLY F%KINE ND : 949-362-48OQ 
ll(LDlXMBIA,SUMEA 
ALISO VIETO, c!A 92656 

.-, INC. 510(k) NX KOl2799 
A!rlmAMYl%zasY m m : 949-362-4800 
ll.cC&UMBIA,SUITEA 
ALISO vlmo, CA 92656 

SGMPcn,LTD. 510(k) N3: KM2857 
IJEBEmY-ANDmIN~ CLAIM (50 MI- 0 
A!JmzJANNAPTwxER swmii No : 775-342-2612 
198 AVENUE DE LA D'EIMEIWD 
SPARKS, NV 89434 

~03., LTD. 
EIN LABEWW CLApl (<5ouG/G) 

510(k) NZ KOl286O 

A!!JmJANmPTuaER Ffx@lE ND : 775-342-2612 
198 AVENUE! DE LAD'EMEWX 
smms, NV 89434 

SaPax, LTD. 510(k) rn IX012863 
AND~IN~- cLAIM(50MI~cwLESS) 
A!rm:JANNA cl.ucKm Pi-kXlE N3 : 775-342-2612 
198 AVENW DE UD'SMZRXD 
SPARE& NV 89434 

DEvIa: ol-smm 
SF,DEXXSICNMRDEi: 05-SEP-2001 
510(k) SUMARY AVAIIAEU FRX FIIA 

DEVICE:MJL~~ ENlxscmIcIN~ 
SEDECISICNMADE: 20-SEP-2001 
510(k) SUbWRY AvA.ZAEU Fm.5 EDA 

SEDEcISICNMiiDE: 12-SEP-2001 
510(k)WMMARY AX4IUm.E FHX EDA 

DEVICE~:ES-~~SHAF'ESEUCC~ICXI~ 
SEDEXXSICNMADE: 04-SEP-2001 
510(k) SUM-MY AD FR-X NXi 

DEvIcE:-~FREERlRpI;E~ EzfAmwmmGLwEwIMBL 

SEDECISICNIfADE: 21-SEP-2001 
510(k) SCMWY AVAIMXE FKMFDA 

SEDEXXSICNMADE: 21dEE-2001 
510(k) StRMGY AvAILbBLe FRX FDA 

DEVIa:--ERFREE= ExFeamM~-wITH~ 

SE DEX2ISICN MADE: 21-SEP-2001 
510(k) SUWAFtY AVAIWXE FRX FDA 
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SHENwEx (USA), INC. 510(k) m: KO11044 
MI~oRLEssoF'IIIIIAz,~~ pFxYrEINPER 

ATIN:~LcIpJu FTxm rm : 510-429-8692 
2845WIPPTXRD. 
UNICN CITY, CA 94587 

mENwE (USA), INC. 510(k) ND: KO11045 
cGRA?EoRLEssw~~~ pIaYImNPERm 
ll!ITN:m a-m ~NO:520-845-0023 
2845wKIspLF:RD. 
UNIal CITY, a4 94587 

.sHEN WE1 (USA), lx. 
SEFH5.5 
ATmBEuELcHcu 
2845WIIPFTERD. 
UNIm CITY, CA 94587 

510(k) ms &TX1961 

Ffxm ND : 510-429-8692 

SHIELD-- (M) SDNSlO(k) MB: Koll613 
-aGLwE 
ATIr?zJANN?iPTOcxER pE%HvE ND : 775-342-2612 
198 AVENUE DE IAD'EMZRALD 
SPARKS, NV 894349550 

SHIJIAZINAIUI~ BRIXWW~ pLAsI?c 03510(k) No: KOl.2711 
A!rm:BuAN a3omLI E%n?E IUD : 978-436-9980 
17A SIERLBG RXD 
.N%%w BILLERIC& MA 01862 

+xtEmNSm1ma3wp. 
ATm:J?!MIE YIEH 
186~AVEi.saTM 
IsELIN,NJO8830 

510(k) ND: KOl2202 
H%JNE No : 732-321-4625 

s&mRTwm.sDNBHD 510(k) m: x011066 
LTamra~(1OOMI~ORLEss) 
ATmN2-YJm 5xxN HE%IE m : 603 391 6100 
Lm 6487 B?m 5 3/4 
JACANKAPAR 
KLAEx:-, 

sMAKrGu#Eocwp.sDNBBD 510(k) W KOl2479 
mEc0~ HI mm?, No : 603 329 16100 
ml! 6487 B?m 5 3/4 
JATANKAPAR 
--I 

DEvIa3: TEiamlm mm-FREE LzKrEx ExammTIm-mw50 

SF,DE!CISIoNMADE: 10-SEP-2001 
510(k) a%WBEXC 

DEVICE: - FaDEEl-= LATM ExAMmEIcNGLlms-5oMI~ 

SE DEkzISIoN MADE: ll.-SEP-2001 
510(k) sIZmNEX 

SEDEXXSI~FADE: 26-SEE'-2001 
510(k) m 

ma: KmlER-FREE GREEN TiAmIER-m” syNMETICBUI!ADIE@lE~ 

SEiDECISIoNMADEk 17-!XI?-2001 
510(k) StMAFtY AD FRX FDA 

DEWICEfDI- KWDERFfUTEiVINYLPZQTENJ? -0NGLIxIEs 
SEDECISICNMADE: 18-SEl?-2001 
510(k) m 

DEmcE:NxJMARIs4vAl5A 
SE DECISICN MADE: 27-SEP-2001 
510(k) ,SW!WW AVAILWLE EXM l!DA 

DEVIC33:!XERILEIRTEXsw(13IcaT.,~(~~)~~~~ 

SE DECISICN MADE: 11-SEP-2001 

510(k) STATWmT 

DEVICE:tTENLEi~ f?xllax~GLL‘NEs(~~) 
SBDECISICNMADE: 26-SXE-2001 

510(k) srm.WRa 
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sMIM6(-,INc. 
lY.lmksrEvEN~ 
36OOIw138TH~ 
oIcrxmA CITY, CK 73134 

ismmm 
A!r.m-BURNIER 
110 CZI. DU KZ?T DU m 
-I 

ST.JUDEMEDIcaL 
ATm:KmKsHIuDuR 
14901 DEvJ.wJ PL: 
m, MN 55345-2126 

~MEDIvATIceJs, INC. 
Rrm:JcELsrxxmRs 
25285 IA ICMA DR. 
r.m AL= ISET.S, ca 94022-4583 

iz+izEsm 
2590 WATS4 AVE. 
SANIlA tI!mm, CA 95051 

SULZERDENJ!AL,INC. 
ATImFosmRBa3P 
19OOASlWAvE. 
a-lmJ%m, CA 92cm-7308 

t3uLzm -a, INC. 

ATlWb!ARIAEERTX!CE 
651 C7MEUS DR. 
ST. PAUL, MN 55x2-3495 

SULZER~ICS, INC. 
ATm:BFuaz WATDCP 
9900-DR. 
AUSTIN, TX 78717 

isuL?m SPmm 
Zf.iXN: KRISTYNMBENSCN 
7375 BUSH LAKE m. 
l4mmmxls, MN 55439-2027 

510(k) m KO11944 
PKNEIW: 405-936-3085 

510(k) 1uD: KOl2456 
PHDNE hx) : 41 22 7949696 

510(k) W KOl.2922 
&7XNFlND: 952-352-9737 

510(k) m ml2845 
FKNE N3 : 650-9494470 

510(k) ND: KOl.2270 
Pr%XE NO : 408-567-9100 

510(k) NX K&l2055 
Pf-Km rm : 760-431-9515 

510(k) m Ko11806 

llENE NC) : 651-697-2018 

510(k) m: KO11954 
EJIXXEiNO: 5X2-432-9482 

510(k) No: KOl.2173 
HKNE ND : 952-83&6273 

DEVICE: DYCNICS VISICN 635 DIGITATa C!MtWEi SYSTFN, I+SXEL 7209088 
SEDEc!Is1aN~:19sEp-2001 
510(k) SWJARY AVAIMEXE FKX FDA 

DEWIC'3:StXXMHIGJilSPEEOSYSTEM( -q (Em =I AND -1 
SEiDECISIcNMNX: 21-SEP-2001 
510(k) SUMMARY AVAILWXE FIicM JnA 

DEVICE:ULTBW!LEX EvHEimmASIs~~ 
SEDECISICNMADE: 25--SJZP-2001 
510(k) SUhM?BY AVAILAEW FICZ4 m3A 

DEVICZ:SIMPLJCMY!XETQDMI~INNSI~~ 
SJZDECtSICNb!ADE:14-SEP-2001 
510(k) SmTB@NT 

DEVICX:STRYKERCZUXS-Pm -msYm 
sEDECISICNM?iDE: 28-SEP-2001 
510(k) SLWARY AVAIMEtE FXM EDA 

DEVICE:3.25MfSPLIlW!tWISl?IMPIAWC 
SEDECISICNMADE: 06-SEE'-2001 
510(k) StMARY AvAILABLe FFCM FIlA 

DEvIa: pi?xEra tsELJ?-EXPANOING N-JITmx fsa!Exmm sllamxTDELn;rEwTE 

SFaDECISIcWIWJE: 07-SEl-2001 
510(k) .SW%RY AVAILNXE FFW FDA 

DEVICE:SUL?XRCRIWXEDICS muNIm-xNEE 
S!zDEmSIcNMADE:19-SEP-2001 
510(k) SUbWiRY AVAILAEB FMX FDA 

DEVICE:DEVICXMXXtFI~~OFS~ SPINDAL FIxATIm SYm 
SEDEXXSICWMADE: 28-S@-2001 
510(k) SCWARY AVAILAEILF: FFuX l!DA 



~ADD~LIspIluG~coRH~~ (W 510(K) ,slMMUB CR 510(K) - 05-cxx-2001 
KIRFlMLDECISI(XSRENXRED DuRIIG?HEPERIa Ol-SEF-2001Tmma 3O-SEP-2001 pasem 

SUIURA, INC. 
ATlmJ244Es BcN[xi 
1708OIma3xEST. 
?2tzmmm lmL?zY, CA 92708 

510(k) N3: KOl.2865 
PHxm m : 714-437-9801 

SiYBxNm SPECIAL-, INC. 510(k) m: KOl2082 
mm-BOBEJEIJ; E933lEm: 714-516-7484 
1717 WESI! (llXJNSAvENuE 
mAmEt, a3 92867 

sYBFcNDlaI!AL -Il.Es, INC. 510(k) MX KOl2405 
PHMENO: 714-516-7484 m-m 

1717 WEST cZC.EMW AVENUE 
aat#& (=A 92667 

SYNIBEs FJm 
RIlN:-MHULL 
169ORUSSELLFD. 
Ppc&I, PA 19301 

169ORUSSEXLIUXD 
KsToEmazEnx1766 
PACXL, PA 19301 

t3Ylams ma) 
JiTIN: -MENL;L 
P-0. lax 1766 
169ORussELLIMAD 
PACtLI, PA 19301-1222 

SYSMEX aim. 
ATm:anIs SIUKEL 
GILMERF#?+D 
6699 RED 
ICNG GIW& 13, 60047-9596 

TE! ME NA S.A.R.L. 
m:m HARMS 
39O~ELm 
oLDSMAR,F!L34677 

TmmlEDICSY~,INc. 
ZmN: - c.mEmFF 
P-0. mx 3515 
I?EDKND, m 98073-3515 

510(k) No: Koll815 
PzJJNE ND : 610-647-9700 

DEVICi3:SYNIBE5ICP~BUMERUSpupllEs 
sEDECISICNM?iDE: 06-SEP-2001 
510(k) SUM?iRY AVAILWKE FFCM FDA 

510(k) m: KO11857 DEVICE: - (USA) BC FIxATIm NAIL (TEN) SYsrEM 
&HNE ND : 610-647-9700 SEDEKZXN~E: 12-SZP-2001 

510(k) m KOl2114 
EENENO: 610-647-9700 

510(k) No: KfU2372 
PI-KNEND: 847-726-3523 

510(k) ND: K990323 
PFmE~:8l3-818-8705 

510(k) ND: KO10732 
FBXlEINO: 425-861-8262 

DEvmz: -vAscuLprR-DEVIa 
SE DECISICN MADE: 25&E%2001 
510(k) SUW?iRY AVAIUEUE FFCM lQA 

DEVICZ:OP!MKXD9cBL)l%USACXWI0R 
iaDExxs1cNmDE: 2O-SEP..2001 
510(k) SUMBY Am EXM FDA 

DEVICE:EXTRDDEMH3IFIED 
SEDECJSIoNM?!DE: 04&EP-2001 
510(k) sImItN@R AWUUBLE ERCM FDW 

510(k) ,CXBMRY AVAIIAWZ FFCM EDA h. 

DEWICE:SYNIlBS LfXNXGDIS3!ALR?tDIUSPLM'lXGSY~ 
SEDECISICYbJMADE: 28-SEP-2001 

=510(k) SWGARY AVAILARU ?NX %DA 

DEvIa: SYSMEX uF-50 
SEiDEXXSICNMADE: 28-SEP-2001 

510(k) SUhMRY AVAILABLE FRX FDA 

DEvIcmTEMElNAmLYsTIMNEKVE~ 
SEiDEtC!ISICNMDE: 28-SEP-2001 
510(k) SZWEWWF 



suBMITwADD~-FcRa)RHsuBspANI?Atw!~ WV 510(K) m CR 510(K) - 
mRFINALDzts1cNSRExmEa DlJmrGTBE PERICEI Ol-SEP-2OOlTHwxlGH 3O-SEP-2001 

TENmaN, INC. 
ATIN: DAvIDw- 
2OOGREiGmYrplNE 
!5uITE c-loo 
pIlEExm BILL, CA 94523-3389 

mEoLYMPusoPTI~03. 
TslTN:LAuRA -TYLER 
TWaXKRATECENTERDRIVE 
MEL-, NY 11747 

?limmAmAMERIcA, INC. 
am: m J &%8NELT>T 
2OCOMSTREET,NW 
SUITE700 
~,DC20036 

!mScHMEDIcs, INC. 
mm1s lvAmiAm 
347 OYSTER KnNr BLVD., 
silJl!m 201 
s(xlMsANFEiANcIsoo,ca94080 

!lREKDIXtWI'ICSY~,INC. 

ATIN:-CKNAPP 
29299 - RD., f?LIlTE 1-K 
wEr!mAm, ai 44145 

!mKHEp;L'McaRELrn. 
ATINtEtLIJCZiRTEX 
l219LlYlmE~~ 
DURBAM, NC 27713 

510(k) ND: KOl2086 
FTXNE m : 925-356-2640 

510(k) ND: KOl.2074 
PHXEiM3: 631-844-5688 

510(k) 1uD: KO11854 
PI%X#m: 202-261-1040 

510(k) hK): KO11434 
mm:800-248-6764 

510(k) I0 KOl.2565 

E%mEm: 800-2X-9036 

510(k) No: x012067 
F%KzNE m : 919-544-4098 

UNITlXI STAT% S&&XC& A DMSImlO(k) Ex3: KOl2539 
m:- laxm PHJNE rm : 203-845-1390 
15OGKWEiRAVE. 
bxXWALK,aO6856 

LlNTms& IMETANrsY~,.INc. 510(k) ND: HI11574 
AT!CN:FLOYDGLliRSCN PKNElND: 858-792-1235 
4329 GRIma I 
SAN DIMX), CA 92130 

vAramRDMEDICAL~,INC. 510(k) m KO11800 
ATIN:Mlm - FENEND: 863-683-8680 
5307 GREAT QAK DR. 
mKExAND,FL33815 

DEVICE:AfpMXWX~ 
SEDECISICNMADE: usEEL 

510(k) SUWAFtY Am F'FX% FDA 

DEVICE: m&824-18/19/20 BIOF'SY ITWEE'S 
SEDEZISICNM7iDE: 25-SEF-2001 
510(k) SUMMAEU Am FRX FDA 

DEVICX:TQUYAMAM-BOND 
SBDEiCISIcNM?iDE: 04dZP-2001 

510(k) SUMMARY AVAILXU = EDA 

DEVIC!&G7AUBXWED EPLCANALYZER 
SEDECISIcNMhDE:18-SEF-2001 

510(k) SUMMARY Am FRXl l?DA 

05-CCr-2001 
pase 31 

DEVICE:SE%lXTM!@i -/wsv (BP) MIC PTATE 

SJZDlX!iSICNFADE: X&SEX?-2001 
510(k) sSmTWEW 

SE DECISICN MADE: 17-SEE'-2001 
510(k) SUbNARY AVAIL?WE FTU4 FIlA 

DEvIc33: - 
sEDECISICNM7XE: 06-SEZ'-2001 
510(k) sXYWX?Y AVAIIABLF: ERX RX 

DEVICE:---SYSTPI 
SBDECISICNMNE: 28-SEF'-2001 
510(k) SUNAFtY AVAILABU FRX ZDA 

DEVXZVAWJARD ~ELEClRICBIOE'SYiWRCWS 
SBDEXXSIcNMADFs: 27-SEP-2001 
510(k) ,'XWWU AVAIUBLE IX&f FT.R 
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vENTLABcxHIp. 
TfrINzMV 
2934mY. 6OlNm.H 
lccxwmx, NC 27028 

vYKwcmP. 
ATIN:= SCHZFF 
1329Bux3MFIEIIAVEt. 
wEsccxmELL,NJ07006 

W.L. GOFZE & -,I=! 
A!JXN:R.I.ARW PRATT 
3?50 %+Esr KIIm LN. 
J?lxxmT,Az86002-0900 

WIE3lER B S.A.I.C. 
ATmvIvIANA~ 
2944 RIB 

WlENER m S.A.I.C. 
cm 1009300 

m:vIvIANA (IlrmxA 
2944 RIOBAMBA 
==a 

zJ.MMER. INC. 

i!zLwm c7aN 
P-0. Em 708 
WARSAW, IN465816708 

510(k) IQ IUll2842 
pi!mE I@3 : 800-593-4654 

510(k) m: IiOlO9l.3 
ET-KNE N.3 : 201-227-1830 

510(k) ND: KOl2098 
Pi-ENEh13: 520-779-2771 

510(k) N% KOl2260 
Fl33lE m : 54 341 4329191 

510(k) bK)z KO12329 

li5xmE m : 543 414 329191 

510(k) Imz KOl2793 

l?ffnIE m : 219-372-4219 

DEiVICX:V*CZiREH?NJAL~ 
sEDECLSICNMADE:18G%P-2~1 
510(k) .slNBmn 

DEVICE:VY~spLIToANNuLA~ 
SEiDECISI~MADEf:28-SEP-2001 
510(k) SIZBmT 

DEVICE:PRECLUDEPERICARDIALMENFNW 
SEDEXXSICNMADE: 20-SEP-2001 
510(k) SUNARY AVAIUBLE FF@X FDA 

DEvIcE:~LAB.uREAuvcINETI~AA 
SE DECISICN MADE: 19-SEF-2001 
510(k) SUMQWY AVAILAXE FF0f FDA 

DEWICE:WIEiNERIAB.~ AA,l.KD~6X60MLCaTN1690008,6Xl20ML 

SEiDECISICt?MADE: 21-SJZP-2001 
510(k) ZXXMGtY Am FFXM FDA 

r: 

DEWICE:~IFI~~~ALUMINA~C E'EXIR~HE~S,&SXBL~~I.~SER 

SEDECISICNMADE: 06-SEP-2001 
-510(k) !ZWM?BY AVAILMU ElXH FDA 
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510(k)s THIS PERICD ;y; 

!ktte 65 

4 


