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3DLINEUSA, INC. 
ATINZKARENRI~I 
2807CXDCWRTFtCXiD 
B?&TXX?E,MD21208 

510(k) m: K013535 
E?HONElrJD: 410-580-1730 

3DSHmP,m 
ATIN:- KRIEIGER 
6425 FCtWiRDAVE. 
PITI'SEWGH, PA 15217 

510(k) No: KO13841 
PHONl3No: 4l2-648-9211 

A C?iRDIUVASWLM SYSIFW, 1510(k) No: KO12534 
HILIC!- 
ATrN:JQANNA Mm2 PHONErJD: 408-845-3956 
3200 LAKESIDEDRIVE 
EizNCA CLARA, CA 95052-8167 

AlIFEEP-. 510(k) No: KOl2037 
A!I'INtCHMWlYXHHAMlL~ PHoNEm: 7X-691-0202 
290 CFUZEKSIDE DR. 
EiLFFMO, NY 14228-2070 

ALJxmaLpHARMALrn. 
ATINzcHARTZSH~ 
103 NC&EN LANE 
CHAPEL HIU, NC 27516 

510(k) No: KO10933 
PE?ZNEiNo: 919-960-0049 

AMJZRICN LJWEUXW PRlNCIS OX, 510(k) No: K012576 
ATIN:RICHARDECXNLZY E)fBNENO: 603-893-8914 
P.O. Kx 451 
WINDHAM, NH 03087 

APExMEmCALocwp. 
m:ALAN c.laNG 
1OIH FL., NO. 31, L?WE 169, 
KANG NIX ST. 
SHI-aIH,TAIPEIHSIEN, 

510(k) No: KO20032 
PHONEI93: 886 226 954170 

AFFLIEDMEDIcaL~o3Rp. 510(k) W: KOl.2884 
AlTN:m E3HAmNI EFK3?Eim: 949-713-8000 
22872 AVENIDA EWRESSA 
RANcmsANTA l4ARaUm, a4 92688 

-cx1Rp. 510(k) ND: K014222 

AlITN:w pF8YTHm 
595 IWU'HPAS‘I0UAAvE. 
D, CA 94085-2936 

PFDNENO: 408-736-0224 

DEVICE:EVICC!LMBEiL#V. 1.0 
SEDECISIONM?iDE: B-JAN-2002 
510(k) SUbNARY Am E'FUB FDA 

DEVICE: 3DF'IS, MXEX, IEs-FGlOl 
SE DECISION MADE: 17-JAN-2002 
510(k) SUbWiRY AVAILMLE m FDA 

D~~:HI-~MIDDLE~~.O12GulDEwJRE~'IH~~~~P 

SEDECISIONMADE: 24-JAN-2002 
510(k) SUbWiRY AVAILABL F'XM FDA 

DEVIcE:HEAJXHLIFEOXYGEN~MXELAs~ 
SE DM;rISION MADE: 174-2002 
510(k) m 

DEVICEZ:~Tt3PIC%LHENPSIWICFWDERSPRAY 
SEDECISIONMADE: o&JAN-2002 
510(k) SWMARY AvAlLABLE E'FUX FDA 

DEVICE:CIC-ClQEIA 
SE DECISICN MADE: 29-JZW-2002 
510(k) m 

DEVI~:APEXMEDIC?GMINITENS 
SE DECISION MADE: 31-J?W-2002 

510(k) ts'mmWW 

DEVICE:D~INGTIPCBWRAXB 
SE DECISION MADE: 17-&W-2002 
510(k) SUMARY AVAILXXE F'F0f FDA 

DEVICF,:~cXNBXZ& PATIEmaE?iLE,m clrxmRx,FckJERa)Rll 

SE DECISION MADE: M-JAN-2002 
510(k) SUM4MY AVAILMXE Fwryl FDA 



ATRIUMMEDI~asRP. 
A!Jim:JcmmPPmm 
5 - DR. 
HuDsm, NH 03051 

AUGUSTINEMEDIc!AL,INc!. 
xx 
ATINZSOYITDAIXUSTINFI 
10393 WEST 7mH ST. 
EDENm,MN55344 ' 

AWVIYi~PAEDIcS,INC. 
ATIN:~SEMFCXXC 
9369 QARFKLL PARK DRIVE, SI!E.A 
SANDIEGO,CA92121 

B.BRNJN~ICATi,INC. 
A!rrN:SHEnILMUtsGNUw 
901 MARcm BLVD. 
-, PA 18109 

-NV 
ATIN:FFmKFEEcu~ 
P.O. Box I.2038 
IA JOLLA, C4 92039-2038 

B?iYEZDlXXH?ICSOQRP. 
A'I'INzKENNEZHTEDDS 
511 BENEDICT AVE 
-, NY 10591-5097 

BAYEXtDIWNXXCICSOORP. 
ALYZERS 
mKENNE?HTEDDS 
511 BENEDICT AW 
TARRYma, NY 10591-5097 

BCI, INC. 
ATIm:- -ER 
N-7 W22025 JcIdNSX RORD 
LGUXBHA, WI 53186 

BD 
TION, USP m 
ATTN:GREmRYw- 
1 BECIDN DR. X 226 
FFaNKLIN LAKES, NJ 07417 

510(k) NO: K.013577 
PHINENO: 603-880-1433 

510(k) No: KO20077 

EHONFINO: 952-947-1200 

510(k) N: K013629 
PHONENO: 858-452-8580 

510(k) No: KO13610 
PJIKINENO: 610-266-0500 

510(k) NO: K013922 
FTXNENO: 858-587-1147 

510(k) No: KD13750 
FFDNEm: 914-524-2446 

510(k) NI): K013959 

FTDNENO: 914-524-2446 

510(k) No: K.013171 
HEONENO: 262-542-3100 

510(k) No: ml1967 

FB3ENO: 201-847-4344 

DEVICE:ULTRAMhXWXENVEZXRVXCULAR 
SE DECISION MADE: 25--JAN-2002 
510(k) m 

05-FEES-2002 
Page 2 

DEVIcE:FINXRJOINTpfll36?HEsIS 
SE DECISICN MADE: 25-JAN-2002 
510(k) SUbNARY AVAX?QXE FFCN FDA 

DEVIC.X:PERIFIXSAFEZYEPIDURALNEEDlXS 
SE DECISICN MADE: 25-&W-2002 
510(k) SUbWiRY AWiILAEW FXN FDA 

DEVICE:OXZNIS3MPMEDIC!LFLATPANELDISPLAYSY~ 
SEDECISIONMADE: 28-&W-2002 
510(k) SUW7QXY Am FFUX FDA 

D?ZVICE:ADVIA1650 Cl-K&~AssAy 
SEDECISICNMADE:18-JAN-2002 
510(k) SUbWiRY AVAIINQX li?EQd EDA 

DEVICE:BA!CERVALPlWICAC!IDASSAYFCX?THlZ ACS:18OANDADVIA(IEKI!AURAN 

SF, DECISION MADE: 29-&4%2002 
510(k) SUWARY AD FEMM FDA 

DEVICE: 3420 DIGIT PULSE W, I4XXL 3420 
SE DECISIa MADE: 03-J7W-2002 
510(k) SUWARY AWILABLE FXM FDA 

DEXCCX:BDPRE-FILLEOHEPARINLIxxFLUSHINO.9%soDIUM CHLCNDEINJEX 

SE DECISION MADE: 23-JAN-2002 
510(k) SUMMARY Am FEMM FDA 
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BEKxM?w oIzxJLTER, INC. 510(k) No: K013978 
A!ITN:M?imBEm TANG PEXXIENO: 714-961-3777 
200 SOUIH KlaEimR BLVD. ,w-104 
P.O. Box 8ooo 
BREA, Cl 9282243000 

BExxbnN OJULTER, INC. 510(k) No: KO14103 

ATTN:MAFuBEm TANG Ff-DNEiNo: 714-961-3777 
200 ln7rH KRAEMER BLvD.,w-104 
BREA, CA 92822-8000 

BEXXGNDItXINSONINFUSICNTHERAPY 510(k) No: KO13304 
IJXD lIIvIKDm 
ATlN:LEsLIE WmD FFDNENO: 801-565-2504 
9450 9ovIH l3TmrE ST. 
SANDY, VT 84070 

BIOCARDIA, INC. 510(k) No: RX2749 
ATIN:DANlELcFatEzww PEENEiN3: 650-624-0120 
384 OYSTER EOIIVI’ BLVD. #6 
SouIHSANFRANCISa&CA94a3O 

BI(lCHlXK,INC. 
~RXUNJHEZLEN 
9418 LASAINE AW 
-, CA 91325 

510(k) No: KO13062 
FJIDNEiNo: 818-709-5646 

BIOFWtM, INC. 
8021-1, 0008022-l 
ATI'N:VIC!ItXMlXNERS 
4133 axRmEY EMAD, #lO 
-, WI 53126 

510(k) No: K013243 

PFDNENO: 262-835-9800 

BICIHRIZCINSIMPLANT SYm, INC. 510(k) No: KO20133 
ATI'N:DtNXDEDAL'IW pHoNENO: 205-967-7880 
CNE~PARKSCUIX-I 
SUITE 230, SOVIH 
BIRMIXWW, AL 35243 

BICXASETEGNWXX,INC. 
ATTN:IQANAMRIZOIU 
981 C%LJZ ZQWECZR 
SAN -, CA 92673 

510(k) No: KOl2511 
Pl33ENO: 949-361-1200 

BICUGHI IMERtWM(XALAB 
AlTN:~-GBUNDY 
6740 - TEFWXE 
MINNEAPOLIS, MN 55432 

510(k) m: KO11355 
FTDNEiNo: 763-574-1976 

DEVICE: SYNCHXN SY~PAWREATICAMYIASE (PAM)REAGENT 
SE DECISION MADE: 15-&W-2002 

510(k) SUMM7Wf AVAIIXUE FF04 FDA 

DEVIC!E:.SYNWXNSYSTEMSDIRM;TLDL~L REXENTANDCXlIBRAToR 

SE DECISION MADE: 2&JAN-2002 
510(k) SUMMARY AWIL?UXE m EDA 

DEVICE:BDlNRXYTE PFtEmSIa?lxnaNcm, BD ~AvroGAuRSHIE 

SF, DECISION MADE: 02-J2W-2002 
510(k) SUbWARY AWILABLE FRX FDA 

DEVICE:BI~IA~DEFUCINUGUIDECATHEZR, MXEL 000664 
SE DECISIa MADE: 24-&W-2002 
510(k) SUNGXY AVAILABU FRX FDA 

DEVICF,:BICXXECKHUMANCWUXAC~~-IBTESTKIT 
SE DECISI(3N MADE: 08-&W-2002 
510(k) S‘mZmNr 

DEVICE:OW?TITE LlAmamLAuGMETJTAT1~S!iSTEM1a!&0.5CC,~~000 

SE DECISION MADE: 09dAtG2002 
510(k) SUbNAFW ATRULABLE FRX FDA 

DEVICE:~IFICATIONTo'IWZMAESTROSYS!lZRd 
SE DECISION MADE: 25-JAN-2002 

510(k) SUMM?GZ AVAILABLE FEUX FDA 

DEVICE:bNElUGEV 
SE DECISION MADE: 18-JAN-2002 
510(k) SUdbQRY AWGLABLE FFUN FDA 

DEVICE: BIOLIGHTPCD 
SE DECISION MADE: 17-JAN-2002 
510(k) SU@lAW AVNLABLE FRX FDA 
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BICMEDIC7G nmmr TEcHNoLIxy, IW5lOtk) NO: ml3383 
ATI'NzRXNEYJ~ . 
206 KING ST. 
ST. -, czxaARI0, 

BICMEZ'OFUHXXDICS, , INC. 
ATTN:DATXNETBINKLEY 
P.O. KX 587 
WARSAW, IN 46581-0587 

BICNEZOIITI33PEDICS, , IX. 
ATTN:TRACYJBICNiL 
P.O. BOX 587 
WARSAW, IN 46581-0587 

BIcMFT,INC!. 
ATm:PATRIcIASAND~BERES 
56 EAST BELL 
P.O. BQX 587 
WARSZW, IN 46582 

BIOSITED~CS 
~JEFFREYRD?iHLEN 
11030 KlLaLm ET. 
SANDIEQCA 92121 

BISCO,INC. 
A'I'INzSTEPHENDSMITH 
llOOwESTIRvImPARKRD. 
-, IL 60193 

rnrnIcIAL,INc. 
ATm:ATml LilMBARDo 
90 - DR. 
SPRINGFIELD, MA 01104 

ELAmsmaMEDrm,INc. 
ATIN:ATAN llLlmwm 
90 BRXXGXE DR. 
B, M?i 01104 

-LABcwATc%IIEs 
A!rlN:m KARKmc!z 
500 E.WSHlXXNSIREEZ 
=S'ICMV, PA 19401 

pI-niE’m : 514 631 2649 

510(k) No: KO20045 
PIXNENO: 219-267-6639 

510(k) No: KO20076 
PHONENO: 219-267-6639 

510(k) ND: KOl2551 
PHONENO: 219-267-6639 

510(k) N: K.012745 
PIDIENO: 858-455-4808 

510(k) No: KO13519 
PHONENO: 847-534-6146 

510(k) No: KO12184 
PHONENO: 973-633-9968 

510(k) No: K013558 
FfDiFlNO: 973-633-9968 

510(k) NO: K013976 
FKNENO: 610-278-0900 

DEVICE:BI~CNE-PIIXECNESTXEDENIX~SY~ 
SEDEK!ISIONM?iDE: lO-JAN-2002 
510(k) SIMBBNT 

DEVICE: 3-PIEC!EE%XIMALHUMERAL~~~ 
SEDECISICNMADE: 3O-JAN-2002 
510(k) SUMMARY Am F'FUX FDA 

DEVICE: PATRIUTPFUXRUSIOC?GE 
SEDEXZISICNMADE: ~O-JAN-2002 
510(k) SWMARY AVAILXXE M FDA 

DEVICE:LIvERpoQRADIALHEAD~DEVICE 
SEDECISICNMADE: 3O-JAN-2002 

510(k) SUMWRY AVAILABLE Fw3pI FDA 

DEVICE:TRIpI=E~D~SCREEN,~#9~ 
SEDEXXSICNMADE: lO-J2W-2002 
510(k) StBNiRY AVAILAEW FFUX FDA 

DEVICE:SlXlXE 
SE DECISICN MADE: 17-J?iN-2002 
510(k) SLBMRY AVAIIXGE FFXM HXi 

DEVICE:~IIIANIERICZtCERVIC?iLPL?XINGSYSTEM 
SEDEXXSICNMADE: 3O-JAN-2002 
510(k) SLBMARY AVAILMLE F'XM FDA 

DEVICE: m SPINALFIXXI'IONSYSTEN4.5~~AXIAL 
SE DECISION MADE: 23-JAN-2002 
510(k) SUWARY AWILABLE FKM FDA 

DEVICE:BoEHRINGERMRISUCTIONRMxTLAToEiy 
SEDECISIOJYMADE: 08-JAW2002 
510(k) STX7MmT 
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BOSICN-C 
MAm/34358-XXX 

ATM: TODD K(.Imaw 
CBIESC~PLACE 
MAPLE GFUYVE, MN 55311 

510(k) No: KO20028 

FTDNf3N3: 763-694-5857 

BasKIN L3c!nmTFIc!, ?lnEET 510(k) PJO: K012985 
ATINtSEZXASCHWdAN FIXNEW: 510-440-7753 
479OOB?QfSIDEPARWAY 
F'RIMXT, CA 94538 

BrxmuCmIFIc/MEDI-TECH 510(k) N3: K.020012 
AzTN:JcmLGREENIzEN FWiENo: 518-742-4338 
CXE- SCIENTIFIC W 
NATICK, MA 01760-1537 

BSN-JOBST, INC. 
A!ITNzWRFEREIRA 
5825 caRNM;IE BLVD. 
-, NC 28209-4633 

510(k) No: K013852 
FftDNEpJD: 704-551-7178 

C.R. BARD, INC. 510(k) No: K013598 
ANDTEMPLIM(MEXTENSICINCAELES 

A!rINtEKxaHLIsmlxTm FFKINENO: 978-323-2216 
55 - DR. 
LCMEXL, MA 01851 

C.R. BARD, INC. 
AIITN: cInK& - 
13183 HARL?ND DR. 
czmmGTm,GA30014 

510(k) No: Ko14212 
XJEDENO: 770-385-2347 

CANON U.S.A., INC. 510(k) W: K-003689 
A!ITN:SHEIIA DRISOZL PKNENO: 516-328-56-02 
CmEalNm~ 
LAKE SUCCESS, NY 11042-1198 

CARDI~~IoNs, INC. 
A!ITN:AIvGELA HziIPGs 
3060cmARHILLRmD 
SUITE 201 
VICIORIA, B.C., 

510(k) No: K013354 
PI-XINENO: 250 744 1822 

CaRt ZEISSO~ C SY-, INC5lO(k) ND: K012727 
ATTNzMFZISSSARHORNE PI3XElNO: 925-557-4100 
5160 EWTENDA DR. 
DUBLIN, a94568 

DEVICE: 6F -/34356-xXx; 5F =/35845-xXx; 7F m/34357-=; 8F 

SE DECISION MADE: 22-JAN-2002 
510(k) SUbNARY Am m FDA 

DEVICE:MATRIXD~WlIS 
SE DMIISION MADE: 31JAN-2002 
510(k) SUbNARY Am m FDA 

DEVICE:~IFICATICN'ItJ -EFIBERBRAlDEDMIB 
SE DECISICN MADE: 29-J?@&2002 
510(k) SUbWARY Am FT0f EDA 

DEVIcE:JOBST~Y-TWWEZJRGAWTLET 
SE DECISICN MADE: 2&JAN-2002 
510(k) S AWQLABTE = FDA 

DEVICE:RlWSECLAIMF0RlHEiEW?D lsuxrFoPHYsI~SURELrNK,TEMPLrNK, 

SE DECISICN MADE: llJAN-2002 
510(k) SUhNARf AVAILABW = FDA 

DEVICE:BARD aJNQWSTP?IABALLa%DILATATICNCWHETER 
SE DECISION MADE: 17JAN-2002 
510(k) SUbWARY AvAIIJlBL = FDA 

DEVICE: CANON X-RAY DIGITAL CWEiRA, mEL CXDI-31 
SE DECISICN MADE: 02JAN-2002 
510(k) SUbWARY AvAIllsBLE = FDA 

DEVICE: WI0 
SE DEXZtSION MADE: 31-JAN-2002 

510(k) SUbWARY AvAILABT;F: = FDA 

DEVICE:mocTr3 
SE DECISION MADE: 31-JAN-2002 
510(k) SUWARY AVAILABLE = FDA 
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(TmTER-, INC. 
ATm:MT4uREm GARNER 
P.O. Box 1001 
HALJ?AmEFaD 
(IIMBWY, NJ 08512 

-, LLC. 
ATIN: f5Hz%m FWTIK 
llOOMExmYLANE; SUITE108 
FasEnLU, CA 95678 

(xmaaLLMEDIcpLT,SYSTEMS,INc. 
ATm:KEITH PATXH 
87 VENNHE DR. 
DCWFR, NH 03820 

-m 
ATINtWAYNEBSTERNER 
3OOm AVE. 
P.O. Em 1971 
zi?mMKm, CT. 06904-1971 

-VIDEO 
ATIVtJCHNDELUCIA 
492oBDcmNmrImPm 
FzwamaM, MA 01701-4584 

--Ia 
A!l?INzMICHAELADANllZ 
559 EASI' WEDDELL DR. 
suNNyvp;LE, CA 94089 

cIYawlDm-m, INC. 
ATrN:lltEsas LIN 
13841IUXWELLAVE.#K 
(IlmD, CA 91710 

ATm:a-lmYL SHEA 
821 KIRKLAND AVENUE 
KIRf<LAND, WA 98033 

axmwuuM~mIcs, INC. 
-SWI~ND:YAGLASER 
ATlN:F4xATJl IazHmmm 
3150 (J!mnwJ ExmEsmY 
SANllA CLARA, cl4 95051 

510(k) No: KO11855 
EJH3lENo: 609-655-6345 

510(k) No: KaOl2089 
przKNEN0 : 9X-677-1790 

510(k) No: KO13950 
FfKSENO: 603-743-5988 

510(k) NJ: KO13165 
mN0: 805-961-3290 

510(k) m: KO11876 
PHONENO: 50843794835 

510(k) No: Km013664 
pHc%JEIVO: 415-407-0223 

510(k) No: KO13690 
EXINENO: 909-590-8665 

510(k) No: K013574 
PHONENO: 425-576-3247 

510(k) No: K014234 

li%-mENo : 408-727-3240 

DEVIC!Fa:WAMKXEIELISA 
SE DECISION MADE: o&JAN-2002 

510(k) SUMMARY Am FTCM FDA 

DEVICE:~'DESAI~M?G'PINGSY~ 
SE DEICISICN MADE: 2&JAN-2002 
510(k) ismmmNT 

DEVIClZ:VENI!EDVTALAa!ESSDEVICE 
SE DECISION MADE: lO-JAN-2002 
510(k) SWNARY AVATIXZE M FDA 

DEVICE:USASERlESLAP~PFS 
SE DECISION MADE: l&JAN-2002 

510(k) SMGRY AVAILABW = FDA 

DEVICE:DQ~HINIIFTJUID~SYS'I'R~,~ELD~~-~~ 
SE DECISION MADE: o&JAN--2002 
510(k) m 

DEVICE:aNEXENTSUFGIC%LUUIP 
SE DECISICN MADE: 24-J7JN-2002 
510(k) SUMMAFH Am EXM FDA 

DEVICE:lDENT-AlOO mvIDmw 
SE DECISION MADE: 3O-JAN-2002 
510(k) SUbNARY Am FXM l!DA 

DEVICE:?CCENI' 
SE DECISION MADE: 15-JAN-2002 
510(k) SUMMARY Am FfiLp FDA 

DEVICE:MECDLITEIVQ--ND: Y.xmsERnmTHEMEDLITEc6~ 

SE DECISION MADE: 17-JAN-2002 
510(k) SUMMARY AVAIIHXE EXM FDA 
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-HEALTH, INC. 
A!ITN:a SCWIFF 
1129 m AVE. 
WEST-, NJ07006 

510(k) No: KO13507 
J?KlNENo: 973-227-1830 

CPMEDIcm 510(k) W: K013964 
S 
AlTNtMARYANNGREENWLT FSSJENO: 503-232-1555 
P.O. BQX 6724 
EORTMND, CR 97208 

CRANIAL TEczmxmlEs, INC. 510(k) PJO: KO14Ol2 
ATTN:TIMXHYRLITVEFIXW PI-KNEINO: 480-505-1840 
1395 WEST AUIO DR. 
TEMFE, AZ 85284 

-INrL. 510(k) No: K.012602 
uIDEARLmPFAcEMASKS-m,pINK,wHITE,GREEN.m 
A!ITN:SUSAND -IN-m l333ENO: 5X-482-9001 
55NaKrHEmBLm.,SuITE200 
GREW NECK, NY 11021 

DADEBEHRING,INC. 
ATTN:REliEcaSAYASH 
-SITE 
P.O. B[zx 6101 
NEWARK, DE 19714 

510(k) PJD: KO13l28 
PI33Q3NO: 302-631-6276 

DADEBEHRING,INC. 
ATm:RADAMEs RIESGO 
13251 NW 9D-l TFRRACE 
MIAMI, FL 33182 

510(k) No: KnO13155 
FT33lENo: 305-480-7558 

DATEXU-IMEDA 
ATIN:= KENT 
86PrLGRIMrn 
NEEDM, MA 02492 

510(k) MX: K013387 
PIDNEiNO: 781-449-8685 

DA!I'EX-OHMEDA 
ATnJ:JoEL KENr 
86PllxRIMIMAD 
NEEDHAM, MA 02492 

510(k) rx>: K.013389 
-pJD: 781-449-8685 

DATEXXHMEDA,INC. 
ATIN:BILL EXNEFt 
P.O. Em 7550 
MADISm, WI 53707-7550 

510(k) IW: K012924 
PEDNENO: 608-221-1551 

DEVICE: OXWS clofiM3 TENS PF-990 MINI DIGIT?& WIRWZSS MASSXE PATCH 
SE DECISION MADE: 25dAN-2002 
510(k) i?xwRmW 

DEVICE:MXCFICATIONTOACCU-SPX!E PLAINGUTABSORBABLE SEEDINGSPACER 

SE DECISICW M?iDE: 24-JAN-2002 
510(k) SUMARY Am FXM FDA 

DEVICE:lXCBAND 
SE DECISI~ MADE: 28dAN-2002 
510(k) m AWULAEUZ = FDA 

DEvI~:~I~TEEARuxlP~MAsKs-KuTE,PINK,~IsoFL 

SE DECISION MADE: 22-JAN-2002 
510(k) SUMMARY AD FXM FDA 

DEVICE:NLWEXLP(A) 
SEDECISION~E: U-JAN-2002 

510(k) SUMARY Am FX&J FDA 

DEVICE:DADE !lIfmxmmIN c PLUS 
SE DECISION MADE: 18JiW-2002 
510(k) SUMARY AVAIUJXE m FDA 

DEVICE:~XHMEDASs/5wEBvIEwER 
SEDECISIONMADE: o&JAN-2002 
510(k) ,SUWAW Am FF04 FDA 

DEVICE:DATEX-OHMEDA S/5 BIS mULE, M-BIS AND m 
SE DECISION MADE: lOJAN- 
510(k) SUMMARY AWULABUZ FEiaM EDA 

DEVICE:DATEX-CHJZDATEC7 ANEsIHEsIAvlApaRIm 
SE DECISION MADE: 3O-JAN-2002 
510(k) SUMMARY AUAILABU FEtcM FDA 
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DELDENTLTD. 
ATTN:ALAN EDEL 
19KERENKAYEtmri3mEET 
-=, 

DEIJXWLTD. 
ATm:ALwEDEL . 
l9KERENKxEMETSTmET 
--, 

DELDENTLTD. 
ATlN:ALnN EDEL 
19KlmENKAyEMFTB 
s-1 

DEIVTALIMZGINEERS&AssocIATEs 
A'I'lNzWILLIAMA~ 
804WESTPARKAVE. 
OCEAN, NJ 07712 

DENTAL m S.P.A 

510(k) N: K013969 
FJEENENO: 723-921-1492 

510(k) No: K014238 
FFKBENO: 972 3 9049668 

510(k) No: K014245 
FS3IENO: 972 3 9049668 

510(k) No: KO13808 
PIBNENO: 732-493-4747 

510(k) No: ml3824 
'IUNEPREWMZDJ?LMTICDENTURETEFIH 
ATIN:KEvIN IdALLIs PHXJENO: 720-962-5412 
13REDFoxL?mE 
LIm, 03 80127 

DEN'ALSYSTINS.CXM,INC. 
A!ITN:- Do1 
1187 VWXW?H TEXWXE 
HfLBmKN, FL 32746 

510(k) No: KO20171 
EFDNENO: 407-927-4302 

DEKJY~PAEDICS,INC. 
ATlrJ:- WHITAKER 
700 mPAJ!DIC DR. 
P.O. Box 988 
l,+msAW, IN 46581-0988 

510(k) No: Ko11533 
FJEKINENO: 219-371-4903 

DI-CtlEM,INC. 
ATIN:KEI?HABUWHtXZ 
I.2297 ENSIGN AVE. NCXL'H 
(ydm.mm, MN 55316 

510(k) NO: KO12328 
Ff-DJENo: 800-847-2598 

DI-CHEM,INC. 
A!ITN:KEITHABUCHWLZ 
12297 ENSIGN AVE. = 
CHFIMPLIN, MN 55316 

510(k) No: KO12547 
PHONENO: 800-847-2598 

DEVICE:MINIEUST!ER 
SE DECISION MADE: lO-JAN-2002 
510(k) m 

DEVICE:DELsQNIC2000 
SEDE%ZISICNMADE: 24--JAN-2002 
510(k) W 

DEVICEi:~C2000 
SE DEICISION MADE: 2%JAN-2002 
510(k) m 

DEVICE: SLEEPBITE 
SEDECISICNMADE: 3oJAN-2002 
510(k) SUMARY Am FF0tJ FDA 

D~~:~mxJS,~uTx,~uTxV,~~,~~~~~- 

SE DECISICN MADE: 3OdAN-2002 
510(k) SATWENT 

DEVICE:aXXBLU2DEtVlXaRESINCURINGDEVICE 
SE DECISION M&DE: 29-JZW-2002 
510(k) W 

DEVICE:DEPUYFEMXALBEADS 
SE DECISICN M?iDE: 28dAN-2002 

510(k) SUMMARY AvAILABI;E: FFUX FDA 

D~~:~L~~~YSISG3IADESODIUMBI~PClGJDER 
SE DECISICN MADE: 18-JAN-2002 
510(k) SIXIWEW 

DEVICE:HEW-LYTEHENIDIALYSISGRADE SODIUMBI- SOLUTICCI 
SE DECISION MADE: l&JAN-2002 
510(k) S!MJ%EW 
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DUBEZ'ESTEBNUIGIES,INC. 510(k) No: Ko13465 
A!lTN:WG- pI32NENo : 229-227-1245 
216 WBT JAc!Em ST. 
B, GA 31792 

DIXNXL'ICPRJDWXSS 510(k) m: KOl.2075 
~~IGM,~~L2~ANDLucIMG 
mEW?Q?DMLEVINE FTXINENO: 310-645-8200 
57OOWEST96THST. 
lmAIGELFs,cA90045 

DIXNXTICPRXNCTSCXRP. 510(k) No: KO12077 
MXELL2KRM2,L2KRM6 
ATlNzEIlWARDMLEVINE PI-DNENO: 310-645-8200 
57OOwEsT96THsT. 
LDuwmEs,a90045 

DIAMEDIXCXBP. 
ATm:LYNNEtnImING 
214ONCRf'HMIAMI AVE. 
MIAMI, FL 33127 

510(k) No: K013956 
PISJNENO: 305-324-2300 

DIAMfiZXCSMEDIC!?G,INC. 
A!ITN:w RIE 
2658 Pm RD. 
w, MN 55113 

510(k) No: K013938 
PHONENO: 651-638-1250 

DIDm S.P.A. 
m:BARRYsw 
195 WEST z?rRlmr 
hALTHAM, MA 02451-1163 

510(k) No: KO14080 
PHoNENo: 781-434-4742 

DICNED, LTD. 
Alrm: MzuREEN O'o2taarL 
5TIMBERLANE 
w?!mREmIrG,M?iO1864 

510(k) No: K.012398 
EFDNEIW: 978-207-1245 

mY2 USA, INC. 
ATm:PAMELA PAPINEASJ 
5W-IIToclMBAvENuE 
MER, MA 01432 

510(k) NO: KO13571 
pI-mENo : 978-772-3552 

DIG USA, INC. 
ATm:PAMELA PAPINEXJ 
5wHITtXNJ3AVENCJEi 
xfER, MA 01432 

510(k) No: K013674 
FJlXlNENO: 978-772-3552 

DEVIcE:ACW-BASE HE2aGmBINAlcsAMPLE~mKIT 
SE DECISION MADE: 22JAN-2002 
510(k) ia2UmEW 

DEvIcE:~~~~IGM,~~LKIlMlANDLK?M2,~~2~ 

SE DECISICN WE: loJAN-2002 
510(k) SUWAW AVAILNZB FRX FDA 

DEVIC!Ei:IMMULITE F?mEnAIGM,ImMl,LmM2, IMMULITFJ 2OOO~I~, 

SEDECISICNM?iDE: lO-JAN-2002 
510(k) SUbWRY AVAILNW FRX FDA 

DEVICE:D~IXIS-AJ%L'I-~GLXC0PRXEINI~ 
SEDEZISICNMADE: o&JAN-2002 
510(k) SUWNRY Am = FDA 

DEVICE: IRMASLEWCOANALYSIS SYSI'EMLACCATEcAEiTRIDGE 
SEDEXZISICNMADE: 28JAN-2002 
510(k) SUbNARY Am FRX FDA 

DEVIC!Ei:APEXADULTHXXNE FIEiEROXfGEXWRX 
SEDECISICNMADE: o&JAN-2002 
510(k) SUH?iRY AVAILABLE FRX FDA 

DEVICE: DICXED15 DIODELASEB 
SE DECISICN MADE: 22JAN-2002 
510(k) SUbWiRY AUAIUBLE FF0d FDA 

DEVICE:MXX!FIL 
SE DEXZISICN MADE: 173AN-2002 
510(k) SUbWiRY Am = FDA 

DEVICE:LUXWlWP/~SOLAR/INSWEMP 
SEDECISICNMADE: 24-J7JN-2002 
510(k) SU&WBY AD FRX FDA 
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Ix2cxR’S REEzmfx GmuP, INC. 
A'I'IN:RIcHARD DESL?iUFUES 
143 VamYlT m. 
LGIKOIT, Cl' 06716 

DoxAciEmExAB 
6B, AND 6C 
ATIN:-SKABAN 
555 13Tf-I STREET N.W. 
-, DC20004-1109 

DFtAEGERMEDIC?XL,INC. 
ATINtJ?@lESJBF@NNAN 
3135 QuAma RD. 
TELWRD, PA 18969 

DYNHdICnm. 
OHFs,KlLY~ 130 HFS 
ATrN:YAwcm 
SCIENCE-BASEDINDUSTRIALPARK 
==JC=J, 

EBI, L.P. 
ATrN: mERIc TEs!m 
lOOlznEFu?ACE~. 
PARSIPPANY, XJ 07054-1079 

EE31, L.P. 
ATIN:P~CIAM~ 
1OOlNrEFu?ACEpKwy. 
PARSIPPANY, NJ 07054-1079 

Eta?-Rx 
ATIN:F#XERTJB?iFUl 
9400RANSDELLRD.,SuITE10 
RALEIGH,NC27603 

ENcmEcE?ImPEDIc!s, INC. 
ATINzJQANNADFXEGE 
9800 METIRIC EWD. 
AUSTIN, TX 78758 

ENazEcEamPEDICs, INC. 
ATI'NzJQANNADFUXGE 
9800 METRIC BLVD. 
AUSTIN, TX 78758 

510(k) Im KO11736 
J?JXNENo: 203-879-9422 

510(k) m: KO11839 

PIENENO: 202-637-5600 

510(k) ND: KO12139 
lLTXEEN0: 215-721-5400 

510(k) m: KO11537 

PIENED: 886 357 89566 

510(k) No: KO14137 
E533lENO: 973-299-9300 

510(k) b0: KO14194 
PI-KNEW: 973-299-9300 

510(k) No: Kcx)2142 
PlSNE1u3: 919-552-9689 

510(k) No: K013442 
PI-KXENO: 512-832-9500 

510(k) IQ KO13490 
EHXIENO: 53.2-832-9500 

05-FEB-2002 
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DEVICE:DFGQUICXMIX 
SE DECISIckJ MADE: 3eJAN-2002 
510(k) SUMARf AVULABLE FXM FDA 

DEVICE: DOXADERTDENlXLcXMKHTE, MX%ISA, B, C, l2A, l2B, 1% 6A, 

SE DECISICN MADE: 17-JAN-2002 
510(k) m AVAILABLE = FDA 

DEVIC!E:VAMX ANESTmrICGAS~ 
SE DECISION MADE: 17-JAN-2002 
510(k) S'UMARY Am FXt4 FDA 

DEVICE:DYNAMICHXUMFIBfZRDIALYZEFtD%%RIES, mEL: EoLYsiuLEawlO 

SE DIXISICN MADE: 07-JAN-2002 
510(k) SMdAEU! Am FRX FDA 

DEVICE:K1DIFICXIONToEBICMEGA21SYSTEM 
SE DEXXSIckJ MADE: X-JAN-2002 
510(k) SlpIpIpIRy AUULABLE M FDA 

D~~:~IFIc1ATIcNToEBIxFu(vISIokJ~I~sY~ 
SE DECISICN MDE: 17-JAN-2002 
510(k) SUMdAEU Am FRX FDA 

DEVICE:SALINEIVFLUSHSYRINGE 
SEDECISICNMADE: 28-JAN-2002 
510(k) SUM4AFU Am FFUX FDA 

DEVICE:PASSSPIN?iLSYSTEZd 
SE DECISICN MADE: 15-JAN-2002 
510(k) SUM?iRY AVAILABLE FFUd FDA 

DEVICE:~C?URRHIPSYSTEH 
SE DECISION MADE: 17-JAN-2002 
510(k) SUMMAPY AVAILABLE M FDA 
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ENDocmE, INC. 
ATIN:- - 
7sTuDw 
IRVINE, CA 92618 

EIlImxc, INC. 
MJXLJl 

ATmJ:ALEx - 
20 IlAILEx i5TmEEz 
soulx (IRASE, NJ 07079 

EPITFsTL!tD.oY 
ATrN:cLAFJsoN - 
1330A REmax WAY 
PEXXUMA, CA 94954-1169 

EiTHlm-, INC. 
A!rm:Dou2 KEmz 
4545 clmx RD. 
cm, M 45242-2839 

EIimR~TEcHNIcaLsERvI~ 
A!TIN:DANIEL YANG 
NO13AlXEX28LANE108 
YOUIEI%WRD 
TAIa-xJNGHsm, ?lInlwm, 

ExEwINTINTL.Q3. 
AlITN:- HAMID 
P.O. Em 3194 
CULVER CITY, a 90231-3194 

ExELINrINrL.00. 
ATTN:ARMAND HAMID 
584OWESl'CEMZELAAVEi. 
lx!6~,ca90045 

GATJLMJzDIcALLTD. 
ATm:JczNamNsKABAN 
555 - ST.,N.W. 
W?&smnm,Dc2m 

GAMBmRENAL~~ 
mFE1 LAW 
1845MAsokJAvE. 
DA!CICNA BEACH, FL 32117-5102 

510(k) No: ml1074 
FT-DNEIW: 949-595-4770 

510(k) ND: KOl2702 

EFDNENO: 973-762-0095 

510(k) m: KO13820 
PIDIEPJO: 707-793-2600 

510(k) M: ml3576 
PHlNEifJo: 513-337-8699 

510(k) No: KO13116 
EJHXIENO: 

510(k) m: KO11757 
PHONENO: 310-649-0707 

510(k) No: ml2879 
PIXNEm: 310-649-0707 

510(k) No: KO11950 
l3DNENO: 202-637-5794 

510(k) No: K013448 
PIDNEm: 386-274-2811 

DEVICE:CR!fCCARES'UFGIcALSYSTEM 
SE DEK!ISICNM?iDE: 25JAN-2002 
510(k) SUbMARY Am FXM FDA 

DEVICE: BUKHJG-PAPPAS (B-P) FUCED BEARINGWJERSEY (NJ) TcTrp;LKNEE, 

SlZDECISIokJMADE: 3O-JAN-2002 
510(k) fimmmtm 

DEVICE: FINNCHAMEER (R) 
SEDECISICNMADE: 3O-JAN-2002 
510(k) SUM?iRY Am m FDA 

DEVIcE:PJGUCSCYXE,~EL,#PERISCl 
SE DM;TSICN MADE: 25-JAN-2002 
510(k) SUhMRY AVAILABLE FEM FDA 

DEVICE:DuRQ/@lALJDURA 
SEDECISICNMADE: 18-J74'&2002 

510(k) SUMGRY AVAILAEU Fw=pI FDA 

DEVICE:= mINr INSULIN PEN NEEDLE 
SE DECISION MADE: 23=J?iN-2002 
510(k) fxmIB%m 

DEVICE:EXEL,HUEGRINFUSIONsFTWI'IHNEEDLELESS lNJEmI~sITFl 
SE DECISION MADE: 17--J?iN-2002 
510(k) SmUBEXr 

DEVICX: SEEDNJZT, MJXZ FP6T5, FP5T5, FP5T3 
SE DECISICN MADE: 29JAN-2002 
510(k) SUbMARY AVAILAEW FKt4 EDA 

DEVICfZ:PRISMASATE 
SE DECtSI@J MADE: 154AN-2002 
510(k) tZBMARY AVAILABLE FR.X FDA 



Gz44Bm~pEMDucTs 510(k) PJO: K013724 
ATIN:FEI LAW PI-ENENO: 386-274-2811 
1845MAXNAvE. 
DAYTKXVA BEXH, FL 32117-5102 

GEzdEmcALSYm 
ATI'NtLARRYAKFUXER 
P.O. Bx 414 
MIUWKEE, WI 53201 

510(k) NJ: K013636 
PI-EtlENO: 262-544-3894 

GEMEmC?xLSY~ 
ATM:- t3cHuH 
P.O. 414 
-, WI 53201 

510(k) No: KO14097 
EFKXIEKI: 414-647-4385 

GENEEWtDEVICEiS 
ATIN: MI= SMITH 
1OOOFUVERST. 
RDGEFDW, NJ 07657 

510(k) ND: K013533 
EJKNFINO: 201-313-7075 

GENEWGElXKTRICoO. 
A!ITN:ALLEN f5iamH 
P.O. Box 414 
MEWWKEE, WI 53201 

510(k) No: KO14206 
PHINEW: 414-647-4385 

GENERAL ELEIRIC MEDIC% sY= 1510(k) m: KO14108 
ATIN:DAVlD W?WLIG HEBEN: 414-362-2090 
82OOWEiSTTUdERAVE. 
-, WI 53223 

GEFQmlm-, INC. 
ATIN: MAl?TIN o'- 
4139 GARDEZVDALE az.mm? 
SUITE 101 
SAN ANKNIO, TX 78229 

510(k) No: K013857 
PENEND: 210-692-4192 

GLDERLBEALTHCARE 510(k) No: K013835 
ATm:ALAM AHMED PHXlEN3: 770-522-7520 
1144 cTwroa\J ST., mTE 103 
FazSwEm,GA30075 

GcYrTLIEB WEINMANN 
ATrN:- ALBERS 
-40 
-1 

510(k) No: K013738 
EXNENO: 011 494 0547020 

DEVICE: BICRFU 
SE DECISICN MADE: o&JAN-2002 
510(k) SUbMARY Am F'RX FDA 

DlWICE:SIGNAINFINITYM?&WETIC~SY~ 
SEDECISICNMADE: 24-&W-2002 
510(k) m AVAIMBLE FFXM EDA 

DEVIC!E:GEILXXQ5 
SEDECISICNMADE: U&JAN-2002 
510(k) SiUMZ#Y AWULABLE F'RX FDA 

DEVICE:EMS TELmEDIcINEomI~(m~SERIES4ooo) 
SEDECISICNM?~DE:~~YJAN-~OO~ 
510(k) SXJMMY AVAILABU ERX FDA 

DEVIC!E:LCGI~ 
sEDECIS1CNMADE:16dAN-2002 
510(k) SUMWtY AWULABLE FXH FDA 

DEXICE:M?XZ5OOOEfXANALYSISSYS'I!EX 
SEDECISICX'JM?iDE:lO-J2UV-2002 
510(k) SiUbMMY Am ERX FDA 

DlWICE:AlXSTEP~ 
SE DECISION MADE: 22JAN-2002 

510(k) SUMARY AiML2W-Z ERX4 EDA 

DEVICE:GUXALHF&'lXAREVZXXNALSPEWLUM 
SE DEZISION MADE: 17JAN-2002 
510(k) m 

DEVIC3Z:WEINM?iNNXMtY!NX 
SE DECISION MADE: 22~lAN-2002 
510(k) S'UMNZ AVAILAEU FXM FDA 

05-F'EB-2002 
pasle IQ 
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(lxlExrGLlxlE(THAILAND )cnLTD. 510(k) No: K013262 
A!ITN:KM LEE Ff-ENEm: 603 339 21992 
180/3M. 7 SRISOIVIXNRD. 
T.SRISCNIHX, 
A.THALN?Z,FHJKEV, 

GulDANrcARDIpx:AND- SUIW5lO(k) No: Km003889 
XI'lNzJAClQlUELINEJJXKSCN PKINEIW: 650-470-6200 
1525 O'BRIEN DR. 
MENmPARK,ca94025 

GuIDANTcDTIp. 510(k) No: K013833 
QAT HYDFoPHILIC CnATm, #1009659,1009659J, 1009660, 10096 
AlmN:JENNIEmPAE RIGGS PI-KNENO: 909-914-4581 
26531 YIWZ RXD 
-, CR 92592-4628 

GumANT:oc%Ip. 
ATIN: SABA MHMARRAD 
3200 LWESIDE DR. 
SANrA czARA, CA 95054 

510(k) No: KO14007 
PHONENO: 408-845-1067 

GUIDANTOOWP. 

m: sAB?l l4ylmmm 
3200 LAKESIDE DR. 
it3Amn CLARA, CA 95054 

510(k) No: KO14184 

ETKNENO: 408-845-1067 

GuIDANrm. 
WI-1114 

ATrN:ANm 7 
3200 LAKESIDEDRIVE 
SANTA CLARA, CA 95054 

510(k) PJD: KO14250 

PI-KNENO: 408-845-1842 

GYNNXRE, A DIV. OF FIHIOON, INC. 510(k) No: KO13718 
siuFiGI~~mmvIcFLcx)RREpAIR 
ATIN:GREUZ!YRZXES FFKNEZNO: 908-218-2481 
P.O. Box 151 
t!amwlu,NJ08876-0151 

H&CMEDICALDEVICESSPA 
ATTN: A!ITILIo CasIIELu: 
VIA PISA 250 
sEsTr)SANGICNANNI, 

510(k) No: KO12Ol2 
mN0: 390 222 476861 

nc!s OXP. 
AYITN:m m 
400 VxloD RD. 
P.O. Box 9114 
m, MA 02184 

510(k) No: KO14083 
J?HONENO: 781-356-9488 

DEVICE:~CXXTEDFclGJDERFREELATEX -oNGLLxlEs 
SE DECISION MADE: 22-JAN-2002 

510(k) m 

DEVICE: ANCURE SHEXIYH mXL, # 40315, 40320, 40325 
SE DECISICN MADE: 24~lAN-2002 
510(k) SUbWRY AVAILABU FXN FDA 

DEVICE:HI-QUE BALANCEMIDDLEWEIGHTUNWERSX GUIDEWIREWITHHYDRX 

SE DECISICN MADE: X%JAN-2002 
510(k) SUbNARY AVAILABU FXYd FDA 

DEVIClZ:DYNALINK .018BILLARYSELF-EXPANDINGSI'ENTSYSTEM 
SE DECISION MADE: 07JAN-2002 
510(k) SUWARf Am = FDA 

DEVICE:~IFICXC'IC0JTODYNALINK .035 BILIARY SELF-EXPANDINGSTENTSYS 

SE DECISICN M??DE: l&JAN-2002 
510(k) SUbWARY AVAXABLE FHX EDA 

DEVICE:7MMEXTENDEDLE%TH ENWSCWE,DISZXXICU TIPS, MXXLS VH-1111, 

SE DECISICN MADE: N&JAN-2002 
510(k) SUMMARY AVAZABLE FFUX EDA 

DlZVICE:GYIWQi%PRfXENE SOFT (PoLmPYLENE) -syNIHETIc 

SE DECISICN MADE: o&JAN-2002 
510(k) SUbNWY AD FFUX EDA 

DEVICE:EKx:HCHE 
SE DECISION MADE: 17dAN-2002 
510(k) m A- FF0d FDA 

DEVICE:H7QNNETICSC!EZLSAVER5AU'I0UXOUSBLCOD~SYSTEN 
SE DECISION WE: 08-JAN-2002 

510(k) SUb%W?Y A- FEMM FDA 



~ADDRESSLI~FOWCOHH~~~ , 510(K) m OR 510(K) 
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J.3EALTH&LIFEoo.,Lm. 
ATTN: SUSAN aEN 
6F,No.407, CHJNG SH7W RD. 
SEc.02, cil-lum I-D CITY 
TAIPEIHSIEN, 

BEAL-, INC. 
ATTNZIWELLJCXN~ 
325 LlX3 GAXS-SARATOGA IMAD 
Los GAms, CA 95070 

HEmNA- 
5752 
A!rm:PATRIcIA FRANKS 
1530 LINDBERGH DR. 
P.O. Box 752 
BEAcMmT, TX 77704 

HILTAUM-, 
MEwrsYsTEM 
ATIN:cINDYLt2l3xBY 
llOOORDsxYPKwY 
WEST TWER, SUITE 205 
CIRY, NC 27511 

I-laLLIsTER, INC. 
ATIN:-sTo%(ARz 
2000 KELISTER DR. 
-, IL60048 

I!lDLLIsIER, INC. 
'I!EEt,PLUSKIT 
ATIN:JasEpH TlDKAFu 
2000 I.KKLISTER DR. 
LID,IL6Qo48 

I-XXMEDICA osTEcNIc!s OXP. 
ATIN:KAREN ARIEMMA 
59 FuJurE 17 
A, NJ 07401-1677 

-1cA cx3TEnacs am?. 
ATIN:JENNIFERADAUDELIN 
59 Rc3urE 17 
ALLEWCE, NJ 07401-1677 

INC. 

510(k) m: KO14l22 
PI-KZNENO: 886 232 349600 

510(k) No: KO10577 
PIKNENO: 408-395-8210 

510(k) m: KO13078 

FWAENO: 409-842-3714 

510(k) NO: Km014094 

FKNENO: 919-468-2300 

510(k) No: K.013345 
PHCNENO: 847-680-2849 

510(k) m: Ko13483 

FT-IXEZNO: 847-680-2849 

510(k) No: K.014220 
PI-KNENO: 201-760-8187 

510(k) PJO: K014226 
PIDIEM: 201-831-5379 

05-FEE&2002 
Page 14 

DEVICEi:HLl68E 
SE DECISICN MADE: X-JAN-2002 

510(k) tsmmmn' 

DEVICE:E33lYGEM,KIDELHEGi'~~ 
SE DECISION MADE: 10JAN-2002 
510(k) SINWENT 

DEVICE:ACIlALYKl3MINI~ CLfYrrING TIME TEST SYSTEM, mEL 5750/ 

SE DEXXSIa MADE: lOdAN-2002 

510(k) SUMMARY AVAILMIX = FDA 

DEVICE:M2DIFICATI~TD'IHE --WPATIENTDATAB 

SE DECISI@l MADE: lldAN-2002 

510(k) SUMQRY Am = FDA 

DEVICE:lNC?WZ~TI'ENTW 
SE DEKXSION MADE: 07-J2'W-2002 
510(k) SUZM?@Y AVAIL?WE FTUN FDA 

DEVICE:INCAREADWWE;INIERMITTNT~,PLUSIIWERMI~~ 

SE DECISION MADE: 14-J74%2002 
510(k) SUMM?@Y AVAIL?GW FXM FDA 

DEVICE:T2 FEM3RALNAILsY~ 
SE DECISION MADE: 25dAN-2002 
510(k) SUbNARY Am M FDA 

DEVICE:UNITRAXMXXJLARUNIKXJYRSYiiX!EM 
SEDECISIONMADE: 25dAN-2002 
510(k) SUMbmRY AVAILMU FtUd FDA 
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HJWMEDICA OGTMINICS cnRP. 
A?IlN:KAREN ARIlmMA 
59 FxlurE 17 
ALUNHLE, NJ 07401-1677 

HIJTmINm-, INC. 
m:- aFiTNER 
4OMESTHIGHLANDPARK 
HtJnxINm, MN 55350 

HYDF4xERA, Ix!. 
ATTNzHEKWERHm 
322 MAIN ST., iZXJriE 1101 
-C!, CT 06226 

IavPI+YmvIcsLm. 
A!rm:MIKE KIERMAN 
uNITs1&2HEnLlRFxxYN, 
DAFENPARK 
-1 

IcNPI-moNIcsLm. 
ATIN: IAN - 
uNIm1&2wcaEwoIsyN, 
DAEENPAFE 
-1, 

IMDSOFT, LTD. 
ATIN:T.WHIT A!IHEX 
l23OO!lsmmcmP~, 
SUITE 625 
RXWlLLE,MD20852 

IMPLExooRp. 
A!lYN:m i3aGlxa 
80 - DR. 
AIJxmAu, NJ 07401-1600 

510(k) No: K014229 
PHQNEm: 201-760-8187 

510(k) No: KO12759 
FJFENENO: 320-587-1926 

510(k) NO: K013462 
FFDNENO: 860-456-0677 

510(k) No: KO13461 
PKINENO: 441 554 755444 

510(k) MD: K.014130 
PFDNENO: 441 554 755444 

510(k) No: KOl2349 
PI-DNENO: 301-770-9590 

510(k) No: KO10378 
F%KNlZNO: 201-818-1800 

lIvImmTIrnB IM?GIK SYSIE5lO(k) No: K013783 
AIITN: cyNIHI[A J.M NCCCE FIDWNO: 508-643-0434 
49 PLAIN L57mEEr 
IK8UI-I -, MA 02760 

-mINTL. 510(k) No: KO14145 
SPINAL SYm, MXEL 8130, 8131 

ATINzLYNNMKXNRTI PHONENO: 949-453-3200 
181 TECHIWIXXY DR. 
IRVINE, C74 92618-2402 

05-FEE+2002 
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DEVICE:bKXXFIC7QI~ToOPUS SPINALSYSIEM 
SE DECISICN MADE: 25dAN-2002 
510(k) SXJBWtY Am FF0f EDA 

DEVICE:INSPECI!RATISSUES~ SYSTEM (IrmmmA),mEL 325 
SE DECISION MADE: 17JAN-2002 
510(k) SUtNWY Am FKN FDA 

DEVICE:HYDFUXEBA BCWUNDDRESSING 
SE DECISICN MADE: llJAN-2002 
510(k) SUWARY AVAILXKE FFUX FDA 

DEVICJZ:NLITESYSTEM,KlDELAOO-1025 
SE DECISICXJ MADE: 17a-2002 

510(k) SUW?iRY AVAILAEW FXN FDA 

DEVICE:NLITESYSI!E2d 
SE DECISICN MADE: M-2002 

510(k) SIlATEMEN 

DEVICE:MEZWISICNCLINIC?iL PNFoRMATIrnSYB 
SE DECISICXJ MADE: 2%JAN-2002 

510(k) SUbNARY Am FKN EDA 

DEVICE:HEDR.XELWRTEBWG BmY REPL?im, MIDELI xx-YYY-zzzz 
SE DECISION MADE: 28-JAN-2002 
510(k) SUbNARY Am FKN FDA 

DEVIcE:AUT1ONM?UAX-4280 uFaNALYsIs SYSTEM 
SE DECISICN MADE: l&JAN-2002 
510(k) St&NARY Am FFUX FDA 

DEVICE:~IFIQXCIONTO TELEsooPIcPLmE SPACERW (TPS-TL) 

SE DECISION MADE: 17dAN-2002 
510(k) St&NARY AVAILAEW FKN mA 
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INIuITIvE~I~,INC. 510(k) No: Ko13416 
A!rm:MIc!HAELl ylmwnzm FTKXWIKI: 650-237-7048 
1340WEST MlDDLEFlELDFtD. 
-VIEW, CA94043 

IRVINE SCIENTIFIC SALES OX, INC. 510(k) No: KO13518 
ATlN:wENDELL LEE PKNEPJD: 800-437-5706 
2511 DAlMLER ST. 
SANrA ANA, a 92705 

IS2 -, INC. 
ATIN: Vim va.IxxlBuRN 
20 GURIWWi IID., BAYS 3-6 
-, -0, 

510(k) No: K013667 
Ff33IENo: 613 228 8755 

Ix!, INC. 
ATTN:Jcx3N cLA!f 
80asEN~m 
EDIsm,NJO8820 

510(k) No: KO14008 
EI%JNENo: 800-272-1252 

lIlmxAR VIvADm, INC. 
A!I'lNzDCiWiM~ 
175 PINEVIEW DR. 
AMHERST, NY 14228 

510(k) NO: K013584 
FWXENO: 7X-691-2260 

lIimaARvIvAD~, INC. 
ATINzDCBlNAMH?WNETC 
175 PINEVIEW DR. 
AMHERST, NY 14228 

510(k) No: Ko14082 
PISN?JNo: 716-691-0010 

JASDIJ!GNWMC,INC. 
ATTN:DAVID JCHNS'IW 
7220 NW 5m ST. 
MIAMI, FL 33166 

510(k) No: K.013912 
PHONENO: 305-418-2320 

KARLllz3ToRz ENDXCDPY-AMERICR, INC.510(k) No: K013838 
mJBMESALEE PIXNENO: 310-410-2769 
600-mINrE 
CULVER CITY, CA 90230-7600 

lz?ivo AMERICA 
ATIN:- - 
34OEwTMuNST. 
LAKEzuRIc.H,IL60047 

510(k) No: KO13500 
Pf-DNJSNO: 800-323-8029 

KMI DI.GGMXTICS, INC. 510(k) PJO: KO10790 
mMAFtKAKCN?& PHONENO: 763-780-2955 
82OlcENlwvlAVE. NE., S'TE. P 
MmNE?GOLIS, MN 55432 

DEVICE:INTUITIVESUFGICRL-ST-PICINS'TWMEWFRMILY 
SE DECISION MADE: lO-JAN-2002 
510(k) SUMMNU AVAILNXE = FDA 

DEVICE:EMEBYOF'REEZEMEDIUM,EME%YOTHAWMEDIUM 
SE DECISION WE: l&JAN-2002 
510(k) SLJMbWY AVAILAEU ET&X FDA 

DEVICE:I3CCGAWAC7WERA 
SE DEX!ISIoN MADE: 28dAN-2002 
510(k) SWQRY AWULAELE FTUX FDA 

DEVICE: HENXHXNJR. CITRATEAPITCUVETIX 
SEDECISIONMADE: 24-JAN-2002 
510(k) SUMWiRY AVAILAEU FEMM FDA 

DEVICE:EXCITE! SELE'EXH 
SE DECISION WE: 28JAtG2002 
510(k) SNBfEWT 

DEVIa: D.SIGN 53, b!JYXL NAlOl2204 
SE DECISION MADE: 3OJAN-2002 
510(k) SBTENEW 

DEVICE:CREXTNEKINASE (CK-NAC!) 
SEDECISIONMADE: 18-JAJhb2002 
510(k) SLWNiY AWUL?BLE m FDA 

DEVICE:KSEi?i (zxmRvIs1oNms IRRIGAT1mSYsrpl 
SE DECISION MADE: X-JAN-2002 
510(k) SUMMARY Am FXM FDA 

DEVIcE:XAVOEQLXLUXII 
SE DECISION MADE: 14-JAW2002 
510(k) SUMMARY AVAILABLE: F'XN FDA 

DEVICEi:CXXTISCLLL?i 
SE DECISION MADE: 29-JAN-2002 
510(k) m 
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IElm OSP. 510(k) ND: KO13052 DEVICE: HXICA LASER INGER, Dm XIDEX, 751/752 
ATIN:sHTNIcHI YAM?-wm Pf-KlEN3: 011 815 96373609 SE DECISION MADE: X-JAN-2002 

IATEXX m SDN.BHD. 510(k) m: KO13303 
THBARRIER-mBuI!ADlENE 0sPOLMER 
ATIN:TEcH a-KHsHEE PEXNENO: 605 891 5555 
Pr. 5054, 
KAMWTlXINDUSTRIALESTWE 
TAIPlx,PERAK, 

LIFExxlARDMEDIcALm,INC. 510(k) IW: KO13421 
AII'I'N:cRAIG JCXNSX PI-ENEN: 317-837-1111 
120 ELM DRIVEi 
PLAINFIELD, IN 46168 

LIMERICK, INC. 510(k) No: ml2275 
A!rlN:PATNCIA KELLY PHSNENO: 818-566-3060 
903 IKlRllH SAN - BLVD. 
SUITE5 
BURBANK, CA 91504 

LLlBoB-, INC. 510(k) No: KO14162 
ATINzDANIEiLJM?NELLI PHJNENO: 202-261-1000 
2000MSTREETJW#700 
-, DC 20036-3307 

LIUMEND, INC. 
ATTN:MICHAELADANlXL 
400 CHESAPEAKE DR. 
REDmU CITY, CA 94063 

510(k) W: KO11562 
PfKNENo: 415-407-0223 

MIXam GTDdE B SDN =510(k) No: K.013498 
PmrEIN-cLAIM(5oMI~oRLEss) 
ATIN: tsTmKm THAI ETKNENO: 603 615 62191 
6THMIIXSOFFJALANMERU 
=-, 

MRXIER GLWE B SDN EHD510(k) No: K013554 
m~INLABELmcIAIM(5oMI~oRLEss) 
AlTIN: izElmKm THAI EJI33lErJD: 603 615 62191 
6THMILESOFFJALANMf!iRU 
=-, 

510(k) SWQRY Am = FDA 

DEVICE:~KBiDEFUTREE SYNTHETICLATEXEXAMlNQIONGXWEMADEWI 

SE DECISION MADE: 23-JAN-2002 

510(k) SUbWiRY Am FFUX FDA 

DEVICEi:LIFXXJARD NASALCFAP~AND~ 
SEDECISIONMADE: O&JAN-2002 
510(k) SBZNENT 

DEVICE: PJ.S OXETXI' FCIKWEE-CBREASTPUMP 
SE DECISIa MADE: 07-JAN-2002 

510(k) SUbWGZ AVAIIAEW FRX EDA 

DEVICE:~IFICATION~OETIMUM~, DISINFECTING AND 
SE DECISICN MADE: 15JAN-2002 
510(k) SUMMARY Am m FDA 

DEVICE:LUMENDBSW 
SE DECISIa MADE: X&JAN-2002 
510(k) SUN?%&' AVAILAEW FEEclM FDA 

DEVICE:~~ERFREELATEXMEDICAL ExAMlmmaJcxmESwITH 

SE DECISION MADE: 17-JAN-2002 
510(k) STWXMEW 

DEVICE:pcayMERCQXI!EDFWDERFREELA'I!EXMEDICAL EXAMlNQI~GLfXESWI 

SE DECISItX MADE: 17-JAN-2002 
510(k) SIXIWWC 
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MEDAMIcus, INC. 
ATIN:DENNISSMADISON 
15301 HWY. 55 WEsr 
-s, MN 55447 

510(k) No: KO13l20 
PHONEDD: 763-559-2613 

MEmaLoBFaam. 
ArrIN:saYrr KARLER 
6202 SWEI MAPLE AVE., 
SUITE 131 
TEMPE, AZ 85283 

510(k) No: K.010549 
PHONEW: 4ao-897-2772 

MEDIC!ALoBIOC?@ESWEDENAB 510(k) No: K013365 
IONSAND?HEREIXWALOF'lXIXCG 
A!ITN:-wH3y FTKINIZNO: 530-666-7616 
908-m 
IECEDWD, CA 95776 

MEDICALBIOCMESWEDENAB 510(k) No: NJ13366 
A!rlN:ocNNIEw~ FHONENO: 530-666-7616 
908bsTJmsmsTREET 
!KxmAND, CA 95776 

MEmcxLDAm ELEcmmlcs, INC. 510(k) No: Km014294 
H3XLS 20400, 20401, 20403, 20411, 20412, 20413, 20414 
m:- ALKIRE FWNENO: 818-768-6411 
12723 - ST. 
ARLE-rA, CR 91331 

MEDICAI; lNrELLImMED1zm 510(k) m: KO13391 
A!TTN:cnRIm MIJIXER FTDNENO: 490 823 296920 
m 13-15 
-, 

MEcDIcnLREzmRcH~, IX5lO(k) NJ: K012766 
AtITN:JoELmINsKY PHONENO: 847-520-0300 
1000 ASBURY DR. NO.17 
BuFFA?am, IL60089 

MElxTRmAs 
mCHARLESHKYPER 
103 IWLEN LANE 
CHAPEL HILL, NC 27516 

510(k) NO: K013725 
PKNENO: 919-960-0049 

MElDsma INTL., INC. 510(k) m: I(013620 
ATrN:m BERSEXN F53XENO: 949-448-7700 
1OOcnLluMBIA, SuITE100 
ATLISO VIEJO, CA 92656-4114 

DEVICE: -S INlZiWJUCERsET,MXXLO42294 
SEDECISICNMADE: 24dAN-2002 
510(k) SUWARY AVAILABLE m ?X)A 

DEVICE:BILIARYANDPAWtEATICENW~(STEtWS) 
SEDECISI@JM?iDE:18-ZN-2002 

510(k) SUbNARY AWULABLE FFXM FDA 

SEDEZISICNM74)E: o&JAN-2002 
510(k) SLM5ARY AVAILABU F%&M FDA 

DEVICE:~ITEPULSEDLIGHTSYSTEMFORTHEREMYVALOFUWANTEDHAIR 
SE DEXXSICN MADE: o&JAN-2002 
510(k) SUM4ARY AWILABLE m FDA 

DEVICE:MJXFICXTICNTOESOO%rr II+400 SEEUZS9ESCJXTPRISM)MNt'IOR, 

SE DECISICN MADE: 25-JAN-2002 
510(k) SUMWRY Am FXM FDA 

DEVICE:BcoyFIx 
SE DEXZSICN MDE: ll-JAN-2002 
510(k) SUbNARY Am FRZM FDA 

DEVICE:F0RTABUINTENSlYEC!XREUNIT 
SE DECISICN MADE: 23dAN-2002 
510(k) W 

DEVICE:M.EDITRLNII mPE SYSTEM 
SEDmSICNMADE: 3OJAN-2002 
510(k) SUMfARf AVAILJ@U FFUX FDA 

DEVICE:MEDSIWE,UROPF02OOO,TMXRWHICO~IoN 
SE DECISICN MADE: 22-JAN-2002 
510(k) SUNARY AVAILXW m FDA 
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MEMXNICAVE, INC. 
YliTlEM ("BRIDGE SE") 
A'ITN:KEVIN DRISCXI 
217&A MXIHE0INT PRKWY 
izJw3.l FKISA, CA 95407 

510(k) r53: KO14205 

PIXINENO: 707-541-3193 

MElTmmIC~suRGE, lx!. 510(k) No: K014223 
NSYm 
ATrN:MATr MXN PENEND: 408-530-2370 
54O(xwMEaDpKwy 
-, CA 94085 

MEMRXK! so- DANE& INC. 510(k) No: K013665 
ATm:RImw- PI-DNENO: 901-396-3133 
18OOPYRAMlDl?L. 
MEWHIS, TN 38132 

MEiEmxmc l!xamcR DANEK, INC. 510(k) m: K014267 
ATIN:RIm - PHONENO: 901-396-3133 
18OOPYRAMIDPL. 
MfiMEEIS, TN 38132 

MEMFOIIC SWGICAL NAVXATICN -10(k) No: KO12937 
ATl'N:VI-GRETJDON PHclNEm: 720-890-3200 
826 03L CXEEK CIR. 
ICWISVILLE,oc)80027 

MElDTmncm, INC. 510(k) I0 KO14165 
~MRTINDSAWENT FJKNEiNO: 904-279-7586 
6743 s(xRwoINT DR. NQRTH 
-, FL 32216 

-c!, INC. 510(k) No: K013392 
mx!ALAJxATIcNGENEFmm, mEL60880 
A!rnJ:saYIT CANDY PIiDJENo: 763-391-9941 
76OlNXIHWNDDRIVE 
-IS, MN 55428 

MEiZEQXDIZGNOSTICS, INC. 510(k) m: K014225 
ATTN:DENISEESPELMAN PFDNENO: 800-945-8252 
618 GRASSMERF, PARK DR., #20 
NASMLLE, 'IN 37211 

MEZAXIRTEXXNXGIESUSA 510(k) No: KO13506 
ATTN: BRUCE B?nmN PMONENO: 800-554-5504 
255 JOHN L. DIEI'SCH BLVD. 
NORTH -, MA 02761 

D~CE:~IFI~~TOBRIDG;ESELF-EXPANDINGB~STENTDELIVEliYS 

SE DECISION MADE: 14dAN-2002 
510(k) SUbNARY AVAIlXiW = XVi 

DEVICE:MXIFICZiTICNTDGWNMlREF%US~ occLlUsIoN&AsPlRATIc 

SE DECISION MADE: 25JAN-2002 
510(k) STATEmm 

DEVICE:PYRAMIDANRZRI~PLATEFXXATICtVSYSlXM 
SE DECISICN MADE: 29JAN-2002 
510(k) SUbWRY AVAZ?iBW F2XN FDA 

DEVICE:BUITEWLYPL?QEFIXATIoNSYSTEM 
SE DECISION MADE: 25JAN-2002 
510(k) SWWMY AMWXECZ FlXM FDA 

DEVICE:KNEEMXXJLEFCRTHESTEALTHSTATICNSYSTEM 
SE DECISION MADE: 25-J7N-2002 
510(k) SUMARY AVAIL7WE FXM EDA 

DEVICE:STIMULUS-DLSSEtXIaINm 
SE DECISION MADE: 22dAN-2002 
510(k) SUMARY AVAILAEW m FDA 

DEVICE: CARDI- SUFGICALABL&TIa'WEN,MXXL6O811C;C?WIOBLWES 

SE DEXXSION MADE: 25JAN-2002 
510(k) SUNlhRY AvAILABI;F: m FDA 

DEVICE: m-UBITUBTFtXH. m 
SE DECISION MADE: 17-JAN-2002 
510(k) SUbWRY Am m FDA 

DEVICE:YELXMSpMIIp;L 
SE DECISICIN MADE: 03-JAN-2002 
510(k) S'mImmr 
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MEZQXCRmIESBA 510(k) m: K013769 
ATI'Nz~AEtJiRXX Fl!XlNENo: 800-554-5504 
255 JU-IN L. DIXTSCH EQXD. 
IWKIH -, MA 02761 

-mlEs, INC. 510(k) PJO: KO11238 
A'I'INzGEUHXF~ PHONENO: 858-793-3300 
11425 w VALLEX RY0 
SANDIEGQCA92l.21 

MHTOPTICRESFXUXZG 
AlTN:M?lRKus AtKsr 
-. 50 
=-, 

510(k) NO: KO12744 
PHONENO: 011 41 18529000 

MI-FE ax@. 510(k) m: K013485 
-3~1,WImol?rImALTHEmmPRmrER, mELPRl.KAl 
A!I'JN:SUSAND -IN-m ET-XXJENO: 203-431-1511 
55ramHERNBz;vD. 
SUITE200 
GFa?iT NECK, NY 11021 

MI-, INC. 
ABLETITANIuMCLIPS,mELM/~lo 

.510(k) No: K013695 

yJ~JEr-EM== Ff?DNF#No: 781-239-8108 

WEuEaEY,MAo2481 

MIcinmlmICALINDUSTRIES,Lm. 510(k) NO: KO13311 
ATM: SIEPHEN - PI3XlENO: 617 557 39777 
11 n DR. 
-, m-r 

MIcmPACEPTY.LID. 
ATIN:MIs cl!mAR 
571 c%mJmmY RD. 
CllMpsIE, N.S.W., 

510(k) No: KO11826 
pIxNEN0: 612 978 76166 

-MININGANDMFG. al 510(k) NO: K.013228 
ATIN:TIomNEY - PHONENO: 952-946-8080 
5353 WAYZATA BLVD. 
SUITE 505 
-IS, MN 55416 

MI=, INC. 
ATINzALRERTFCXJiNCY 
1938NEwHIGEwAY 
B, NY 11735 

510(k) No: KO13417 
PHONENO: 516-694-9555 

DEVICE:VGNXlHXSUPRA 
SE DECISION MADE: 22-JAN-2002 
510(k) s?mImEm 

DEvI~:Eicl83A(REp;LTIMEoxyGEND~cS~SIS)MclkJIToRINGsY~ 
SED~SIONMADE: M-2002 
510(k) SUHfARY AVAIL?BB FXM FDA 

DEVICE: ~lXNSOpTICN'IOSpM;TIIc>sHADE 
SE DECISI(JN MADE: 23-&Q%2002 
510(k) m 

DlZVICE:MICFUXJFEUPPERARMAUI0%ATICEXC0DpREssuEiE l4zlvlm, l43DEL BP 

SE DEXXSICN MADE: 17JAN-2002 

510(k) SUb#?BY Am F'XX FDA 

DEVIc1E:MICXXJNE INC.REuizAE?mw~PIcCLIPApmJERWImIMpLANI 

SE DEZISICN MADE: o&JAN-2002 
510(k) m AvAILABt m FDA 

DEVICE:bXXtFICATI~TD: wMx;soFIF;IARF: 
SE DECISItX MADE: 03-J@&-2002 
510(k) m AVAIIABLE FRX FDA 

DEVICEi: EPS32OCARDIAC~ 
SE DECISICN MADE: 24JAN-2002 
510(k) m Am = FDA 

DEVICE:3McTQMpLYl248GASPLAS&QiCHEMIC?iLINDICXI0R 
SE DECISICN MADE: B-JAN-2002 

510(k) SUb%BRY AD FRX FDA 

DEVIcE:MIXMXIRRIG?iTICJ!JSYS'I!EH~LIX!2OP 
SE DECISICN MADE: X&JAN-2002 
510(k) SUB%GRY AbXLAE&E FEMM FDA 
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ArITN: BmEK JANIK 
13805vmrEmcOm 
-, MI 48118 

M.zsGANscLENT1FIc, INC. 
ATm:PxmIc!K baGAN 
151 ESSEX ST. 
HA-, MA 01832 

MRIDEVICESOSWP. 
ATIN:- - 
1515 PAR&MXNT DR. SUITE A 
VWKESHA, WI 53186 

N.S. UNI-GUNES SDN. BHD. 
ATIN:lXBERTDVANDERLEEK 
UG HEzAL- (USA) INC 
2420 CZARSON ST. SUITE 125 
-, CR 90501 

NEIlxmRPuRIm~, INC. 
ATrN:- MulLLIN 
4280 HACENDA DR. 
PLEASMW, a 94588-2719 

-mm, INC. 
ATIN:ARtWLDMHEYMW 
9135-F ALAEWA AVE. 
D, a 91311 

-, INC. 
ATTN: SHIELA HEMEm-HEYER 
49 PLAIN ST. 
IKEITH -, MA 02760 

NEicARE~ucrsm. 
ATIN:T.WHIT ATHEX 
12300 TWIIWGX PKWY. 
SUITE 625 
RfXKVUU,MD20852 

NcmNMEDIaL,INC. 
(NIBP) l43.wmR 

ATm:RIaaRDPEmmEIT 
2605WLANE,NOFU'H 
MmNEAFQLIS, MN 55447-4755 

510(k) No: K012789 
FIDElNO: 734-475-2441 

510(k) No: K013752 
PIXtlENo: 978-521-4440 

510(k) No: KO13514 
PHXZNO: 262-524-1402 

510(k) No: KO13163 
PHQNENO: 310-328-7981 

510(k) fJ0: K.014121 
PKNENO: 314-654-3049 

510(k) No: KO11564 
PHONENO: 818-700-2600 

510(k) No: K013459 
FIZNENO: 508-643-0434 

510(k) No: KO13167 
PHONENO: 301-770-9590 

510(k) No: KO13319 

PIENENO: 763-577-3166 

DEVICE: MYXFIED 'IO LDL/HDL CHX DIRECT KIT-P.N. 4005, 4103,4X23 
SE DlXXSICN MADE: 
510(k) SlzATEMENT 

DEVICE:CUdPASAS 
SE DECISION MADE: 
510(k) SmTJWEm 

17-JAN-2002 

t-m - ANALYSIS SYrn) 
3O-JAN-2002 

DEVIC!Ei:FfZ%-63PEDIATRICHEADANDSPINEARRAYCkXL 
SE DECISICN MADE: 02-J7iN-2002 
510(k) m 

DEVICX:UNIGUWELAN&EFWDER-FREELATEX ExAMmATIoNGILx7Es 
SE DECISION M?iDE: 22JAN-2002 

510(k) SWMARY Am = EDA 

DEVICE:WWfIWCHCARDIACBIlsNKET,CAlBLCG # 503-0860 
SE DECISION MADE: ll-JAN-2002 
510(k) %&WARY Am FXBf FDA 

DEVIC!E:NEXXEAD 
SE DECISICN WE: 03dAN-2002 
510(k) SUWARY Am FiXf4 FDA 

DlXtCE:~IFICATICNOFNC-STAT 
SE DECISION WE: 17-JAN-2002 
510(k) SWMARY AWUIAEU FXUX FDA 

DEVIa:mEiLa75OOMIV TENS DEVICE, m-F5, MCT-F50, MCI?-F500 
SE DECISION M&DE: 3O-JX.G2002 

510(k) SUMMARY AVAILZBU FIMM FDA 

DEVICE:NCNINMJBL 212OPULSEOXIMETERAND NoNIwAsIvE~pREssuRE 

SE DECISION MADE: 03-J?&2002 
510(k) SUMMARY AVAILABLE m FDA 
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cxmmBI~Ics, INC. 
XL'IN:MARKQNItED~ 
tJNnmsITYBusINESSPARK 
l25OoN.fmmRK, surI!Ell2 
SAN ANTCNIO, TX 78249-3308 

-0QRe. 
ATTNzDAWNTHXDENAN 
3750 REALITY F0. 
ADDIsm, TX 75001-4311 

PADPFoLLc. 
AlTIN: DANIEL rQw&l 
P.O.BQx 7007 
DEERFIELD,IL60015 

PAIN(xsmPIs,INc. 
ATTN:FuJm - 
8001~CXNTEFtDRIVE 
4mlzmR 
IFWINE, CA 92618 

pERcum3, INC. 
m: SEVRINA cIznJmI 
4ootiiNxNm 
REIXXD CITY, CA 94063 

-, INC. 
A!rIN: tsEmINA CIlMcI 
4oospI;INAw 
FtEDKCD CITY, CA 94063 

PEMPFCWKTEFURDIEMEDIZINAG 
ATIN:SALtVADCREFPAUMSRES 
15 amuxEEi isTREET 
TRABUCD (Z?WKN, CA 92679 

F%IILIPSMEDIcALlSY~ 
A,M384OA,M3&UA 
A!rIN:TIIMARA YcxJm 
2401RXRIHAVE.,SUITE500 
SF,AmLE,Fw98121 

PHILIPSMELDI~SY~ 
l,M384a,M3841A 
ATm:TAMN?A Ycmr 
24OlEWFUHAVE., SUITE 500 
sEATIzEI,WA98121 

510(k) No: K.013429 
EJE-ENENO: 210-690-2131 

510(k) r0 K012486 
FJHCNENO: 972-241-3401 

510(k) N: KO14209 
PE-DIEIW: 847-374-1727 

510(k) No: KO13513 
PI-DNENO: 949-754-3035 

510(k) I.0 KO14117 
FfiOJZ#NO: 650-474-3164 

510(k) No: K.014118 
ETXINENO: 650-474-3164 

510(k) No: KO11783 
PHONENO: 949-463-6146 

510(k) NJ: KO13425 

PHCNENO: 206-664-5141 

510(k) No: KO14157 

PHONENO: 206-664-5000 

DEVIC2?,:ACAECNPRXiE 
SE DECISION MADE: ll-JAN-2002 

510(k) SUMWtY Am FRLM FDA 

DEVICE:QSTBWiDBI~FIXATIGNSYSTEN 
SEDECISIONMADE:16dAN-2002 
510(k) SUbMARY ASNL?G3U FFUX FDA 

DEVICE: PADE?W MXXL2001, 2001-S, 2001-C, 2001~EPS 
SE DECISICN MADE: 18-J&N-2002 
510(k) SUMMY AVAIUKLE FRM FDA 

DEVI~:D~~SLUMEWtDISCECIWYPROBE 
SE DEXXSICX MADE: 17-JAN-2002 

510(k) m 

DEVICEi:MJXFIC7XM~11D~~ 
SE DECISION MADE: llJAN-2002 
510(k) SUbWiRY AVAILMU FWX FDA 

DEVICE:MJXFICXCICNT0SUPERCIICX;S~ 
SE DECISICJ7 WE: ll-JAN-2002 
510(k) SUM4ARY AVAILABLE FRX FDA 

DEVICE:MLLTI-SNARESET 
SEDECISICNM?iDE: 24-JAN-2002 
510(k) SUM4MY Am FRX FDA 

DEVIC!E:BEMMRM/~ m2AEDMx:cnBw,MDDELsM386OA,M3861 

SEDECISICNMADE: 14-JAN-2002 
510(k) SUbWARY AVAIUEXE FRXf FDA 

SE DECISICN MADE: 17-JAN-2002 
510(k) SUbNARY AVAILUXE FIMM FDA 
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PHILIPSMEmaxLSYsrpls 
ATTN:sTEvE SD 
3OOOMlmnxaNRD. 
ANDOVER, MA 01810-1099 

510(k) m: KO14191 
FKNENO: 978-659-2101 

DEVICE:M254OD~IC!ULTRXCUND SYSTEM,mDELM2540 
SE DECISION MADE: 07JAN-2002 
510(k) SUMNARY AVAILJWX FXM FDA 

FHILIPS MEDICAL SYSTEHS NXJX AMER510(k) No: K013894 
ATJN:LYNN HARMER FFKNENO: 425-487-7312 
22100 BcYImLL EvERErr HWY 
P.O. BOX 3003 
EmmLLt,va98041-3003 

DEVICE:TANSMIT/RECEIVEQUADRWUREBoBlYo317;3.oT 
SEDEX!ISICNM?JDE: l&JAN-2002 

510(k) SUMGRY Am F%M EDA 

PI-mIPSMEDICALSY~(~ )510(k) No: KO13858 
ATI'N:DUANECPRAXXAN ETXNENO: 440-483-5743 
595 MINER RD. 
HIGHLANDHEIGHIS, a-I 44143 

DEVICE: INFINI~O.6TMRIMXINZSY~ 
SF, DEZISIckJ MADE: 22-JAN-2002 
510(k) SBNGtY AVAILAWZ FFUX FDA 

PKrLIPSMfmaLSYSTEMS,INC. 
V24/V26PATIENTmmoR 

510(k) W: KO14159 

ATIN: DAUE OSBORN EVlNENO: 978-659-3173 
3OOOMlmTEmNRD. 
ANDUVER, MA 01810-1099 

DEVICE: pHII;LIPSMl175A/76A/77A~ l+DNIToRING SYm; PHLtwPs 

SEDEXXSIONMADE: B-JAN-2002 
510(k) %BN?GtY AVAILABW m EDA 

FHILIPSMEmCALSY~,INC. 510(k) No: K.014181 
A!ITN:MrKEi HUDON PI33IEm: 978-659-3173 
3OOOMINmmnNRD.Ms 0491 
ANDCWER, W 01810-1099 

DEVICfZ:M2376ADEVICELINKSYSTfN,MJXLM2376A 
SE DElcISION WE: 15dAN-2002 
510(k) SUMMARf AVAIL?BW FFUX FDA 

m?wMEDoY 510(k) No: K013656 
ATmzEmPIENKmma PHINE~: 630-953-2368 
1250V, SUITE A 
ADDISCN, IL 60101 

DEVICE:PMNMEDXX?HlE&PLANMED SoPHlEczLAsS1c 
SEDM;rSICNMADE: X-JAN-2002 
510(k) SIXBfEW 

- S.A. 510(k) No: KO13174 
IP, SILIcmEFEmLa FaEYCAlmIm, STRAIm cYLINDRIcIp,z;, 
ATrN:lzmNARDIsMAEL PIXNENO: 335 533 13131 
USINE DU JXNIET BP 89 
-, 

DEVICE:PRCGESFDLYSILSILICXXJEFQLEY~, isiTR?am CYLINDRICAL 'I 

SEDEX!ISIONMADE: 04-JAN-2002 
510(k) SUMNARY AVAZABTX Fwm FDA 

FFtIMus OSP. 
ATIN: JIM mFFsm 
.IQmEas cITY,m 64114 

510(k) No: KO14084 DEVICE:NYCXXZARDCRP~ 
FKNENO: 816-523-7491 510(k) STATmmr: 07JAN-2002 

PSYczJEMEDICs~. 
ATI'N:WILTJAMRTISTLE 
5832 UPIANDERW 
CuLm CITY, CA 90230 

510(k) No: KO11185 
PHONENO: 617-868-7455 

DEVICE:PSYCZJEMEDICSRIA -ANDMDMAAssAY 
SEDEXXSIONMADE: 24d%N-2002 
510(k) SUbNARY Am FIXM FDA 
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FJULSE METRIC, INC. 
ATm:RoBEKr DUFFY 
11777 timREzm WaLEY FaAD 
SAN DIM30, CA 92121 

510(k) PJO: ml3478 
PIXBENO: 85-1171 

QuANImxLrn. 510(k) No: KOl2943 
AQ!llwrALHcx:TEsT- 
ATlN:~INJHEZYLEN PfXiWNO: 818-709-5646 
9418 LASAlYE AVE 
Nm!Immx, CA 91325 

R&DSYSTEZS,INC. 510(k) No: K013898 
AtI'INzRALPHEHXANCAW ESZENO: 612-379-2956 
614 m PL., N.E. 
MlIwwmIs, MN 55413 

RANmXLABcwATc%uIEs,LTD. 510(k) No: KO11648 
ATIN:PAuLINEARwITmG PIDENO: 441 849 422413 
55 Dl7MBDRD. 
-,--, 

laNDcxLABowA?IcwIEs,Lm. 510(k) No: KO11649 
xrm:PAuLINEA.lmmaG pI-mENo : 441 849 422413 
55DmRD. 
-t--t 

RANDoXS,LTD. 510(k) No: KO11771 
ATm:P AmsITac PHONENO: 440 289 4422413 
55 D-RD. 
-,--I 

RANDOXrn,LTD. 510(k) No: KOl2112 
ATm:PAuLINE ARwnaG EKNENO: 44-O 289 4422413 
55DIPm3NDRD. 
-,--, 

FWENBICUZICAL~, INCslO(k) No: KO20026 
ATIN: WENDY FuxALTY-HANN mN0: 402-593-0781 
8607 PARK DR. 
c%AHA, NE 68127 

REsPIFmIcsGJxxaA,INC. 
ATIN: Bl3-TsY v 
175 cl-usmm MlraDms amKr 
KENNEsAw, GA 30144-3724 

510(k) No: KO11597 
PHONENO: 770-429-l2l.2 

DEVIcE:D- 52OOAPATWWAY~ pRFsuRE-SYSTEM 
SE DECISION MADE: lO-JAN-2002 
510(k) m 

DEVICFt:'IFlEQBNTEKHFWTNQ AlJlnwmANALYzER,AND?HE~pREp 

SEDEK!ISICNM?lDE: l&JAN-2002 
510(k) SUM4ARY AVAILMLE FEMM 

DEVIcE:R&DRE!l-LmKIT 
SE DEXZISICN MADE: 22JAN-2002 
510(k) S&MARY Am F'ITM 

DEVIcE:RANDOXGWWWZEPINE 
SE DECISICN WE: 15dAN-2002 
510(k) m 

DEVIcE:RANDoxWGPWICACID 
SE DECISICN WE: 15JAN-2002 
510(k) m 

DEVICE:RANDOX~FHYLLINE 
SE DECISICN MADE: 17JAN-2002 
510(k) SIMTMWT 

DEVICE: RANDOXDIGI'IOXIN 
SE DECISICN MADE: ll-JAN-2002 
510(k) smTEMmC 

DEVICE:R?WEN DSpoIiE 
SE DECISION WOE: 3O-JAN-2002 
510(k) siUMARY Am FFUSl 

DEVICE:-?wI 2,mm 
SE DECISICN MADE: 11JAN-2002 
510(k) SUMARY AVAZAEiW m 

FDA 

FDA 
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REzmRmIcs, INC. 
A!lXN:DAVlDJVANELTA 
1001MURFaFuDGFILaNE 
MURRYSVILLE, PA 15668 

510(k) m: KOl2554 
FXINENO: 724-733-5866 

DEXICE:FtEbMXRAUIOCPAPSYSTEM 
SE DEICISICN MADE: 29JAN-2002 
510(k) SUbMARY Am m FDA 

RI-mIA INC. 
ATTN:AIAIN m 
320 W. STANLEY AVE 
VENNRA, CA93001 

510(k) No: K013859 
PHONENO: 805-653-5638 

DEVICE:~IABITEREGISI!RATI(XJbNERIAL 
SE DECISION MADE: 29-JAN-2002 
510(k) SUMAFtY AVAIIXXE FRX FDA 

RIBBoND, INC. 510(k) N93: KO13881 
ATJNzSHXHANA~DRlYEFt FTXNEND: 206-340-8870 
1402 3FtD AVE., m 1030 
ZZNTLE, VA 98101-2118 

DEVICE:RI~-TRIAXIAL 
SE DECISICN MADE: 25-&X&2002 
510(k) SUM?GtY Am FFUX EDA 

RICH-MAR C‘ORP. 
ATIN: DAVID RIclHARDs 
15499 EAST 59orH RD. 
P.O. Box 879 
INCX&oK74036 

510(k) Im: KO13770 
FT-KXJZNO: 918-543-2222 

DEVICE:~IFIC7iTIONTo:WINNERST-2 STIMJLXOR 
SE DECISIa MADE: l&JAN-2002 

510(k) m 

RIa-MAR 03RP. 510(k) No: KO13771 
TICULTRAXUNDANDCXMBINATICN DEVICE 
ATIN: DAVID RICHARDS PHONENO: 918-543-2222 
15499 EAST 59Om RD. 
P.O. BOX 879 
INCGA,OK74036 

D~cE:~IFIcATI~To:~~2~~~,TENS,?HERApEu 

SE DECISICN M?iDE: l&JAN-2002 

510(k) STATMEm 

FtIcHARDbxxFMEmaLIN~ C!310(k) m: KO10033 
,1CcDQwRAHEmPAL,LIGmPmJmTm, mm 5551.107 
ATINzmBERTLc%SARsA PI-BSENO: 847-913-1113 
353 alRLawm lmoDs FXWY. 
vERNcNHILTS,IL60061 

DEVICE:LIGHT -WITH EMx=cjooPIccnMERA,1m~HEAD~ 

SE DECISICH MADE: lO-JAN-2002 
510(k) SMdARY AVAZABLE m FDA 

KIC (IDNESE--F'EAN INDUSTRIAL FtE5lO(k) No: KO11846 
AYrm: JEN KE-MIN FIDVENO: 886 352 08829 
No.58, FU- STREET, 
E.JsIN-a-lu CITY, 

DEVICE: BIUIXHIXNERED~, C65OPW 
SE DECISION MADE: l&JAN-2002 
510(k) SMXMENT 

FUXHED lxNmTIcscIoRe. 
A!JTN:MIKE FLIS 
9115 I%GuE RD. 
INDIAN?GOLIS, IN 46250 

510(k) N: K.013757 
PIDIENO: 800-428-5074 

DEVICE:wxHE~FHZN 
SE DECISION MADE: 08-JAN-2002 
510(k) St&MARY AVAIIABLF: FFUX FDA 

R(xsmx lNImNATImLTD. 
NTKRS 

510(k) No: K013539 DEVICE: FUXSMAXMEDIPR&~ELS1OOF, 2OOF,AND 3OOFBTmOZD PRESSUREMC 

ATIN:MI- YEEI FKNENO: 011 886 226597888SE DECISICN MADE: 17-JAN-2002 
12F., No.189, KANG CHIEN RD. 510(k) m 
TAIPEI, 
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IuIlssm lxnmnTImLm. 510(k) ND: KO13583 DEvI~:EI(36sMAxMEDI~~~1oAND6o,MEDIcaRE~~1OAND6oBux: 
DPRESSWZMXCTORS 
ATrN:MIcHAEL YEE-I FJiXlNENo: 011 886 226597888s DEX!ISICN MADE: 17JAN-2002 
l2F., No.189, KAW CHIEN RD. 
TAIPEI, 

510(k) ZiVmWEm 

SCm'X 
ATINzJQANNADFXXGE 
9800 MEEmIc BLVD. 
AUSTIN, TX 78758 

510(k) ND: K013439 
FTDNEiNO: 5l2-832-9500 

DEVICE:AtWERI~CXRVIcAT,mdTESYSTEM 
SE DECISICXV MADE: 14dAN-2002 
510(k) SUbMARY AVAIVWE FI&X FDA 

SCIENT'X 
ATINzJQANNADREXXE 
9800 METRIC BLVD. 
AUSTIN, TX 78758 

510(k) No: K013447 
EJI-KNENO: 512-832-9500 

DEVICE:IsoBARSPINALSYSTEM 
SE DECISIokJ MADE: 15-JAN-2002 
510(k) SUbWiRY AVAILABW = FDA 

SCIEWIFIC MWMMXWICALS, INC. 510(k) NO: KO13555 
ATINzJ?iNAOWUlWSKI FlXlNENO: 909-595-9922 
3221 W W 
KIlamA, CA 91768 

DEVICE:SCI-PHAFMEOSTSECURE 
SE DECISION MADE: 23dAN-2002 
510(k) m 

SOJITEALLENCP 510(k) NO: KOl2804 DEVICE:PL.WI~ CAPPLlED PRESSURE -IS P.A.P. -IS 
ATI'NzSOYTTEALLEN PfDNENO: 801-364-3100 SE DECISION MADE: 17-JAN-2002 
50 i5Dun-l 900 EAST #l 510(k) SUbMARY Am FF0.f FDA 
SALT LAKE CITY, UT 84102 

SEAL FOLYMER INDUSTRIES SDN. BHD. 510(k) No: KO14055 
IAIMCN- 
AlrnJ:acm PI-DNENO: 605 322 3200 
LT 72706, JALAN LAHAT, KAWASAN 
PERINDUSTRIANBUKITMEiRAH 
=, 1=-b =, 

DEVICE:IQXV-STERXX FckJDEREDm ~ONGLWESWITHAPRCYIEINC 

SEDECISIONMADE: 28-JAN-2002 

510(k) SUMWRY Am FEMM FDA 

SFXEERIT TECHNISCHE -UKTE -10(k) No: KO13560 
ATIN:JAY MANSUR PI-ISENO: 678-908-8180 
1308 Mc%IMNGsIIAR PARK DR 
m,GA30022 

DEVIUQSEMPERMED~, SIZES 5.5, 6, 6.5, 7, 7.5, 8, 8.5, AND 9 
SE DECISI(X MADE: X-JAN-2002 
510(k) SUMARY AVAIL?WX FIMM FDA 

SENCJRX, INC. 510(k) No: KO13641 
auEs t-a=D, -RsAND-),~ 
ATIN:plMy l3zluaY 
11 OXUMBIA, SUITE A 
ALISO VIEJQ Ca 92656 

FFKINEPJO: 949-362-4800 

510(k) No: KO13585 
PHCNENO: 022 189 9000 

DEVICE: SENORXBIOPSYDEVICE, DRIVEE?, cnNTmLmuLE, INCLIUDING- 

SE DECISIXX'J MADE: 29-J7iN-2002 
510(k) SUM?iRY Am FEMM FDA 

DEVICE:MEDIFc%lr2OOOMJBILE 
SE DECISION MADE: 28-J?W-2002 

510(k) m 
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SHAlGH~IcALoo.,INc. 510(k) m: 
ATIN:ARMAND Hl4mmNI FJI-KNENO: 
5840WEST~AvE. 
BUILDING2 
LDsAI%-ima, CA90045 

K013384 
310-649-0707 

SHENwEI(USA),INc. 510(k) No: 
DPRYI!EINLN4XiUGCXAlXT 
ATrNzBELmLcmU PI-KNENO: 
2845WHIPPLERD. 
UNIcX CITY, CA 94587 

K013793 

510-429-8692 

SHENWEI (USA), lx. 510(k) No: 
IM,TESTEDF7JRUSEWI'IH~DFUJGS 
ATIN:BlzLELrn FI-KNENO: 
2845WHIPE?LEFtD. 
UNICN CITY, CA 94587 

K013794 

510-429-8692 

SHENWEI (USA), INC. 510(k) No: KO13795 
IM, TE2xmmusEwIm ~DRUGS,GREENCCXQR 
ATINzBELLELaxlU 
2845WHIPXERD. 
UNION CITY, C?! 94587 

FFmE No-: 510-429-8692 

MIRE BICWGICS IX. 
ATTN:- FKXERS 
NXLDWIDE- 
10182 TELESIS OX?FtT 
SAN DIEGO, CA 92121 

510(k) No: KO13523 DEVICE: CISTEM F'L,UID TRANSFER DEVICE, MZDEL, 782012 AND 7S2013 
F533lEm: 508-351-1006 SE DECISICN MADE: 07-J7W-2002 

SHomER IIvI!L., INC. 
AlrIN:cHRIs TINSLEY 
P.O. BOX 187 
NfiIDESHA, KS 66757 

510(k) rJ0: K013927 
Ff-KNENo: 620-325-2629 

sIEMENsmAB 
ATlN:DIANtZ WURZBURXR 
MED1aLzaLmIm 
186 WXD AVENUE SOUIH 
ISELIN, NJ 08830-2770 

510(k) No: KO10923 
PEDIFINO: 732-321-4765 

SmS MEDICAL SCWrICNS USA, INC510(k) No: KO13515 
ATTN:PENEWPEHGHMX) FfXNF#W: 978-907-7500 
16 EZECMNICSAVE. 
DANVERS, M?i 01923 
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DEVICE: SH7iRXP A.V. FISIUL?i NEEDLE SET 
SE DECCSICN MADE: 07-JAN-2002 

510(k) STWENEW 

DEVICE:FCXDERFREElXI!EX ExzwmTIoN~mp;L13EVERA@pH5.5AN 

SE DlXISIa MADE: 22JAN-2002 
510(k) tmmNENT 

DEVICE:FCNDER-FREELRI'EX ExzimmmmGLIJvEswITH~ANDPRurEINm 

SE DECISION MADE: 22dAN-2002 
510(k) S'mnmNT 

DEVIcE:EWDER-FREELATEX ExAMmxnoNGLmEswITH~AND~IN~ 

SE DECISION MADE: 22-JAN-2002 
510(k) sXMXNwT 

510(k) SUMAEtY AVAIL?WE FFUX FDA 

DEVICE:MINISHZPER 
SEDECISICNMADE: 28-&W-2002 
510(k) zXWm%NT 

DEVICE:KI@J VIA SYSTEM, l43XL 65 03 879 E392E 
SE DECISICN MADE: 23-&W-2002 

510(k) tXJMWtY Am FRX FDA 

DEVICE:INFINITYEXPWRER 
SEDECIS1CNMADE:1O-J7QJ-2002 
510(k) SUM&WY AVAILMLE FRX FDA 
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SIEMNS MEDICXG ScMlTIckJS USA, X510(k) W: KO14213 
ATI'NzmHGdlEa3 PIXNEM3: 978-907-7500 
16EIXcnaaCSAvE. 
DANVERS, MA 01923 

SLEIJMITED 
ATrN:FRANK~sokJ 
PO BOX 12038 
IA JOILA, CA 92039-2038 

510(k) No: KO11842 
FtI-KNEND: 858-587-1147 

sMIrn&W, INC. 510(k) m: K.013870 
NEFFEW 00W1‘INUCIXJS FKW SHEAIIH, MXEL 8105224 
AlTN:JANIcEHAsELm 
16ODAScrMBm. 
ANDOVER, MA 01810 

SQmAMEDIc?cSYSTEMS,INC. 
ATrN:tJILT.J BARNEY 
165 BISI-IXS MY, SUITE 152 
Bl3mKFIELD,wI 53005 

SPINAL INmvAT1ms,LLc. 
ATrN:- FUJSSELL 
7850 i3TXE KlLLs BLVD. 
SUITE 105 
BAKEEIT, TN 38133 

SSNMEDICALpEI[JDu%rsSDN. BHD. 
ATTN:AIGTEcK LECW 
No. 1, JALAN 203, OFF JALAN 

ST.JUDEMEDICAL,INC. 
ATm:wIllLnMMcxELvEy 
CNELllxaHJzIpLAzA 
ST. PAUL, MN 55117 

ST.JUDEMEDICAL,INC. 
ATrN:wIllxmM MCXELVEY 
ClNELlILEHEIPL?YZA 
ST. PAUL, MN 55117 

A!rrN:JUDITH NIzTzi.mMAMN 
DAVID LUQUE 519 
CORDOBA, PVCIA. clxuxBA, 

PIKNFSfJ3: 978-749-1000 

510(k) m: K.014299 
PKNEID: 262-827-2740 

510(k) fJD: KO13196 
PHcNEfJD: 901-373-8855 

DEVICE:SMITH& NEPHEWOPERATWEHY-F'E, WEL 7209208; SMI'M& 

SE DIXISICN MADE: 17-JAN-2002 
510(k) SUMGRY Am m FDA 

DEVICE:XRBASTEXRlW MxJ-INvASIvEIMPEDANCECARDIoGRApH 
SE DEXXSICN MADE: 3O-JAN-2002 
510(k) m 

DEVICE:ASCENDSPIMU,F~~~~WI'M'MESHADClWSPINAT,~~ 
SE DECISIokJ MADE: 3O-JAN-2002 

510(k) SUbMARY Am = FDA 

510(k) No: K013773 DEVICEi:SAFE 
PIXNENO: 6 03 77812829 SE DECISICN MADE: 24-JAN-2002 

510(k) SIMXMXC 

510(k) No: K.014037 
PENEIKI: 651-415-7029 

510(k) m: KO14161 
PHJNENO: 651-415-7029 

510(k) NO: K992099 
PI-KNENO: 543 513 4240051 

DEVICE: SJMSEGUINANNULOXASTYFUNG (Sl%UINRING),~ELSARP-(SIZE) 
SE DECISICN MADE: 04-JAN-2002 
510(k) SUMM?Y AWILABLE M FDA 

DEVICE:SJMTZXtlXR ANNumPLAsTYmmELTARp- (SIZE) 
SE DECISICN WE: 15-JAN-2002 
510(k) SUMMY AVMLABLE FRX FDA 

DEVICE: BIO SPA INTELLIGENT 
SE DECISICN MADE: l&JAN-2002 
510(k) si 'mmmm 

DEVICE:SlEMENSINFINITYGATfWAYSUITE 
SE DECISION WE: 17-JAN-2002 
510(k) SUWAFtY AWGLABLE FF0.f FDA 

DEVICE: SABRECXMPAC 
SEDECISICNMADE: o&JAN-2002 
510(k) SUM?W AVAIWBLZ FlXM FDA 
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- CD. 
ATI'NzlXN7iLDASTEWENS 
800 VINIAL ST. #210 
PITTSBUGH, PA 15212 

msYm 
ATIN:GEmGE PAPzxxANNIs 
345 VI(;TowIA AVE., SUITE 300 
-, aJ==, 

-, INC. 
ATIN:PATRICK FLEIScmAcmR 
11400 73RDAVE. IWRTM 
M?PLE GKIVE, MN 55369 

- MEDIvATIms, INC. 
ATm:JoELJS~ 
25285 IA IIWI DR. 
L&B ALTDS HILLS, CA 94022-4583 

- MEDIvATIms, INC. 
ATIlN:JcELs- 
25285 IA LCW DR. 
LCB ALTE HILLS, CA 94022-4583 

SIRYKERlXIBINGER 
ATlN:FcnzNLmm 
410OEASTMZHAMAvE 
-,MI 49001 

SULZERDEtTt!AL,INC. 
ATm:FosTER BmP 
19OOASlXNAVE. 
CARLmAD, CA 92008-7308 

SULZER~ICS, INC. 
mDELIVERY= 
AT'I'NzMARIAEBRIlTLE 
651 CAMPUS DR. 
ST. PAUL, MN 55112-3495 

510(k) No: KO14049 
PKINENO: 412-322-8280 

510(k) p\K): K013450 
FJIXINENO: 514 486 1306 

510(k) No: K0l2684 
PHONENO: 888-856-4870 

510(k) No: K014O61 
EXNENO: 650-949-0470 

510(k) No: K014062 
IEf-KNENo: 650-949-0470 

510(k) m: ml3775 
PHQNENO: 877-534-2464 

510(k) No: K013494 
PHONENO: 760-929-4300 

510(k) No: KO14136 

FTKNENO: 651-697-9797 

SUPEFGWE HEAL'IHCXtE mWI'S SDN5lO(k) No: KO14134 
ATlNzJANN?iPTm!mR PHONENO: 775-342-2612 
198 AVENUE DE LA D'EWRALD 
SFMKS, NV 89434-9550 
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DEVIcE:EJXCA~RST!EMANDHF,AD 
SEDECISICNMADE: O9-JAN-2002 
510(k) ZTATmEW 

DEVICE:NCYI'W AMBmAKmRwowDER 
SE DElcISION MADE: lm-2002 
510(k) sIT4TEMENT 

DEVIC!E:~~IIc~E 
SE DECISION MADE: l&JAN-2002 
510(k) i?UMARY AUWXiLE FF&X FDA 

DEVICE: SIMPLICITY fsTARmJsmFTms1oNsFT 
SE DECISION MADE: 17-J7QG2OO2 
510(k) iWM4ARY Am ETUX FDA 

DEVICX: SIMPLICITYEASYACX!ESS INFUSIONSET 
SE DEcISIa MADE: 17JAN-2002 
510(k) SUbMARY AVMLABLE FXZd FDA 

DEVICE:'IWINFIX~ aYeRFsSIoNSCREwSYSTEM 
SE DECISICN MADE: o&JAN-2002 
510(k) SUMWRY AVAILMU FFUX FDA 

DEVICE:3.75MMAND5.OMMSE!LIJXETWISTIMPL?WT 
SE DECISION MADE: l&JAN-2002 
510(k) SUMARY AVAXABIE FIXX FDA 

DEVICE:~IFICWIONTOE?WTE?Z SELF-EXPANDING NITINOL STENr WITH SllAR 

SE DECISI~ MADE: 17JAN-2002 
510(k) SUMMU AVAILMU FNM FDA 

DEVICE: -ER-FREELATEXEXAMGUYVESWITHPFUYTEINLABELING (<5OuG/G) 
SE DECISION MADE: 22JAN-2002 
510(k) SUbMARY AVAIWEXE = FDA 
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-mm SDN B510(k) NO: K013589 
ALLEvEm 
ATrN: STANLEY THAI PHZINENO: 603 615 72328 
Lcrr42,EVlRAINDUSIRIALPAF?K 
BUKITRAHMANPUTR?i 
--,-, 

SUFGIC?iL SPECWLTIESCRP. 510(k) NO: KO14021 
UTURE, UNDYED 
ATTN:ELIzABETH L?wm PIDNEm: 610-404-1000 
1OODENNISDRIVE 
READING, PA 19606-3776 

SURX, INC. 510(k) NO: KO11190 
f3a?IEs (SURXLPSY~) 
ATnJzALAN CURTIS ETDNENO: 925-417-1400 
6900 KCLL (IIEKEB PKWY., #417 
pLmsAmW, CA 94566 

SWIFTDELIWRYV 
ATIN:RICHARDGLINDSAY 
6824ELKCWYONRD. 
c8cuEKm CITY, aK 73162 

510(k) No: K013460 
PI-KBEOD: 405-721-8227 

syBw3NDEWALSpEcIALTIEs,INC. 510(k) No: KO13510 
ATIN:- Bt35asL FmNEm: 714-516-7484 
1717 WEST C3ZlLLINS AVENUE 
(ZRWGE, CA 92867 

SYBF&ND~SPECI?iLTlES,INC. 510(k 
ATIN:oIz!nam BOSWELI, 
1717 WST OZLJJNS AVENUE 
cE?mGE, CA 92867 

No: KO13529 
No: 714-5x-7484 

SYBlCNDENI!ALSPECIALTlES,INC. 510(k) No: K.013609 
ATIN:aIaxzEN BoswELt PEDNENO: 714-516-7484 
1717 WEST CJJLLINS AVENUE 
cx?mGE, Ca 92867 

syBw3NDENTALSPECIALTIES,INC. 510(k) No: K013647 
ATTN:alLmEN E9zsmm PENEm : 714-516-7484 
1717 WEST CrJIUNS AVENUE 
oRAm& CA 92867 

SYNIHEs PA) 
ATI'NzTHHGMM?GUlRE 
1690 FUSSELL m 
po6T OFFICE BOX 1766 
PpLlLI, PA 19301 

510(k) No: Ko11583 
FT-DNENO: 610-647-9700 

DEVICZ:~EWDERFREEL?SI'EXMEDIC!AL ExAMmmIcNmm 

SEDECISIONMADE: O&JAN-2002 

510(k) m 

DEVICE:SURXRADIOFREQUWY~IcIu, GELemmRsYsTEMAND~ 

SEDECISIONMADE: o&JAN-2002 
510(k) SUWARY Am = FDA 

DEVICE:SWIFTuJw~FZECUP(P.RJCUP) 
SE DECtSIa MADE: 17JAN-2002 
510(k) SmTEHWT 

DEVICE:FoINT4M%)IFIED 
SE DECISION MADE: l&JAN-2002 
510(k) SW@RY AWULABLE FFWI FDA 

DEVICE:FOINT4TRANSLUCENT mIFIED 
SE DECISION MADE: 09dAN-2002 
510(k) SUM&V&Y AVAILABLF: = FDA 

DEVICE:NEXUS2CLiEAR 
SE DEcISIa MADE: %-JAN-2002 
510(k) SUMMARY AVAILABLF: FRZ&f FDA 

DEVICE:REVJLUTICNFQ?MULR2 
SE DECISION MADE: 16dAN-2002 
510(k) WMMAF!Y AWULABLE FFQ4 FDA 

DEVICE: SPlxEDWiSHER 
SE DECISION MADE: 3O-JAN-2002 

510(k) SUbWARY AVAIUEW m FDA 
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SYNIHFs ww 
ATINzM?UlXEWMHULL 
1690 RUSSELL RD. 
PZXLI, PA 19301 

510(k) No: KO13415 
PHCCENO: 610-647-9700 

DEVIC!E:SYNIHESANKLE AKImcmS1spLATE 
SE DECISION MADE: llJAN-2002 
510(k) m AVAILABLE FTUX FDA 

tcExtumcARD1m sXi?lmS CmP5lO(k) NO: KO13578 
ATI'NzGARRYAaXXINEZ PHONENO: 800-283-7866 
l25BTaEBAuFaJD 
ElIK!Im, MD 21921 

DEVIcE:PUMPTUBII'G 
SE DECISICZJ MADE: 22-J2UL2002 
510(k) S&%QiRY Am FFUX FDA 

TETRADalRP. 510(k) No: KO14182 

ATINtCHAHLGSFHJITINGER PHONENO: 408-741-1006 
357 INVERNESS DR. SWI'H, 
SUITEA 
ENcxAmm, 03 80112 

DEVICE: TETRAD XX)EL, Tc-c52-, -c84V-, -C95-, -CLA76-, -L74-ATE' TRANSDtl 

SEDEXXSIONMADE: 03-JAN-2002 

510(k) m AVAILXUZ FT0f FDA 

-, INC. 
AllXN:PAMEUMBWC%b%N 
4058FoINTEDENbAY 
HAYWARD, CA 94545-3721 

510(k) No: K013639 
FtDNENo: 510-259-7116 

DEVICE:THERMXZ~'XSYSTE!&! 
SE DECISI~ MADE: 2%JAN-2002 
510(k) SU+SARf Am FFCM FDA 

TISSUE SC- -, PLC 510(k) No: KO13625 
ATINzI-XXiRDMXXSTEXN -NO: 202-637-5600 
555 m ST. N.W. 
t,DC20004-1109 

DEVICE:~ 
SE DECISI~ MADE: 17-JAN-2002 
510(k) m AVAILABL FI0f FDA 

Tcm?HERApyINc 510(k) No: K.013673 
ATI'NzKENNEXHDm FtmNENo: 6084244995 
2228 - RXD 
MlDDLEXN,WI 

DEVICE:HI-AKI'SYSTEM 
SEDECISICXMADE: 28-J?iN-2002 
510(k) SUH?iFZ AVAILABLE FFXX FDA 

TRINITYBIUIIECH,~ 510(k) No: K.014233 DEVICE:CAPTIAM SYPHILIS-GASSAY 
ATTN:FIONA w 
IDABUSINESSPARKBRAY 
03. WICXLIJW, 

EJI-CNENO : 011 353 12769800 SE DECISICN MADE: 24-JAN-2002 
510(k) m 

TuosIIamATI~s, INC. 510(k) No: Ko12580 DEVICE:ERCXXIAPL2000 
A!rm:m WALL PFDNENO: 720-962-5412 SE DECISION MADE: 17-JAN-2002 
13REiDFoxLANE 510(k) sxXmm?T 
LrtTnmm,m8Ol27 

UNIm STATES SUFGICXL, A DIVISIONSlO No: KO13671 DEVICE:G25ABSCWBABLE SuRIasuTuRE 
ATrN:Rl3BERr m PIIDNENO: 203-845-4515 SE DECISION M&DE: o&JAN-2002 
150 GWVER AVE. 
tXXWALK,CI'O6856 

510(k) SLX&GRY Am FIUX FDA 
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USA -, INC. 
ATnJ:FmY ?McMAs 
1515 DANNER DRIVE 
AUFCRA, CH 44202 

USA m, INC. 
ATIN:IxzNY TI.Ixms 
1515 DANNER DRIVE 
ACJFXXA, a-i 44202 

USA IN-, INC. 
Alrm:m !JIlaas 
1515 DANNER DRIVE 
A, ai 44202 

lrANmmDMEDI~-,INc. 
Alrm:MIKE tsAl!KN 
5307 GREAT OAK DR. 
LMEiUND, FL 33815 

m SOLUTIONS, INC. 
ATIN:DEEXX4ILJENSEN 
2495 XENIUM LANE IKR!IH 
MINNEApc[LIs, MN 55441 

-, INC. 
ATllJzbl?CTERM- 
499 A JESSEN LANE 
m, NC 29492 

VENTREX, INC. 
ATIN:- GUIHRIE 
3007EUNSENAVE.,UNITL&K 
VENIURA, CA 93003 

VIDAMED, lx!. 
ATrN:YI CHEN 
46107 LANDING Elwy. 
m, CA 94538 

KNzEPPELINGMBH 
ATM:DllZI'ERW- 
GI- 99 
-, 

510(k) m: K.013592 
PI!IXENo: 330-562-1000 

510(k) No: K013594 
PFKNEIKI: 330-562-1000 

510(k) No: KO13595 
Pl-BINBNO: 330-562-1000 

510(k) m: KO12480 
PHONENO: 863-683-8680 

510(k) No: KOl2293 
FFCNENO: 763-656-4349 

510(k) No: KO11625 
PHONENO: 305-592-7260 

510(k) No: K.013477 
PfCNENo: 805-65&2984 

510(k) NO: K014224 
F¶vmEm : 510-492-4900 

510(k) r\R3: KO13091 
ESXEDD: 498 979 36880 

510(k) No: KO20140 
EKNENO: 440 131 4723792 

DEVICE:-mIL 
SE DECISICN MADE: 08-J?!&2002 
510(k) SUMM?W Am F'FUX FDA 

DEVICE:EfZDYARRAYCXXL 
SEDECISIONMADE: 22-JAN-2002 
510(k) SUbNARY AVAILAEU FXt4 FDA 

DEVICX: -111 FH?iSEDARFWCTL SPINECOIL 
SE DEYZISIC@J M?iDE: 22-JAN-2002 
510(k) SUbNARY Am FFtX FDA 

DEVICE:WWXJARDREpwxEssED INFTATICNDEVIcEs 
SE DECISION MADE: 22-JAN-2002 
510(k) SWMZXRY AVAIMEXE F'IXN FDA 

DEVIC!El:~X.EUTI~SDuEIT~~ 
SE DECISICN M?iDE: l&JAN-2002 
510(k) i iXWW?Y AVAILWLE m FDA 

DEWICE:TGWXIXFMCULAR DIXtWTICCENI'ER(MXXL3~) 
SE DECISICN MADE: 23JAN-2002 
510(k) SWM?W AVAIIMU FXt4 FDA 

DEVICE:'IoooLITE,~EL1D-o~ 
SE DECISICN WE: 17-JAN-2002 
510(k) SUM%RY Am F'XN FDA 

DEVICE:pREcISICNF!LUSTUNAOF'E'IcESYSTEM 
SE DECISION MADE: 23-JAN-2002 
510(k) SUMMARY AWULABLE M FDA 

DEVICE: !ZMM2000ZEPPELIN~ ltYmRD= SYm 
SE DECISION MADE: 25-JAN-2002 
510(k) SWM7iRY AWULAE&E FXM FDA 

DEVtCE:Vt3XAR'SCAUXUMsooRING pEIc>DucT 
SE DECISION MADE: 28-JAN-2002 
510(k) m 
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VYa 03RP. 
ATTN:FxIEEKr t3cHmF 
1129 -lELD AVE. 
wEsT~,NJO7006 

W.L. GmE & -,m 
ATIN:TIMEiYJRYNN 
3750 WEST KILTIE lx. 
Fx$ExWF,M86002-0900 

mLmRLcmNzsiulxxcAL,INC. 
ATrN:KIM REED 
1520 TRADEXQRT DR. 
JpLxsoNvIL;tE, FL 32218 

WIENER W S.A.I.C. 
A!Im:vIvIANA CFIDLA 
2944 RIOBAMBA 
-0, 

WRPASIAP~IFICSDN. BHD. 
TEINLMELlXCXAIM) 
AlITN:YuEwcH3w 
mr 1, JALAN 3, 
KWBSANPTZUJSAHAANBANDARBARU 
SALAKTIEGI,zzEmNG~, 

XLJTEK 
AtrlN:saEJJA~Z 
2568BFUSlXXCIRCLEi 
-, 

XLTEK 
A!rlN:E3xJA MARKEZ 
2568RRIS'IQLcZIRCLE 
-, 

ZIIPMER, INC. 
ATrN:-~vEY 
P.O. Em 708 
WARSAW, IN 46581-0708 

510(k) ND: Koo3311 
F?DlENo: 973-227-1830 

510(k) No: K013648 
FfDEE: 928-864-3714 

510(k) No: ml4148 
F533lENO: 904-741-4400 

510(k) ND: KD13983 
EWXENO: 54 341 4329191 

510(k) m: K.020019 

PI-KNENO: 011603 87061486 

510(k) PJD: Km014146 
F3XNENO: 905 829 5300 

510(k) m: KO14147 
PIXIIENO: 905 829 5300 

510(k) m: KnO13385 
FHCNENO: 219-372-4944 

DEWICE:NUIXsAFEFvR~ FEEDIrGTlmE 
SE DECISICIN MADE: ll-JAN-2002 
510(k) i%XEMmF 

DEVIcE:VIAEMNENDO~IS 
SE DECISION MADE: o&JAN-2002 
510(k) SUbWiRY AVAIL?MX FYEUM FDA 

DEVIClQSELE'-DRILLINGFQDICGFWHICMARKER 
SE DECISION MADE: 17-JAN-2002 
510(k) SUMARY Am FEW FDA 

DEXIC!5:WIENERLAEi.ALP405 
SE DECISICX'J MADE: 28-J?&2002 
510(k) SWMARY AVAILABM F'FUX EDA 

DEVICE:KHDEFWREEF0LYMERCSXJXDL?UEX~ICALGuIvEs,~(pw= 

SE DECISICBJ MADE: 23-JAN-2002 

510(k) SUbMARY AVAILABLE F'RX EDA 

DEVICX:84CHANNELEM; 
SE DECISICN MADE: 14-JAN-2002 
510(k) SUMMARY AD FXM FDA 

DEvIC!EZ:8OCHANNJ%EM; 
SE DEICISICN WE: 14-JAN-2002 
510(k) SUMAR!f ATrmLABLE F FDA 

DEVIC.Z:NEXGENCXWTEIE KNEXSCXlUlXCNFUXATNG HINGEKNEE 
SEDECISICNMADE: 094AN-2002 
510(k) SUbWRY AVAZAEXB FRY4 FDA 



m
 


