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“0” a3 Im 
lYl?IN:GVlD;)m 
600 PAI-, N.E., SUITE A 
w,NM87l23 

A&AMEDIC&INC. 
zu?mJIB7DMliNsxR 
9370 - TRACE 
AtpHARGITA,GAGA3383 

A.L.I. TEXXWXXIES, INC. 
zxrIN:z MACNEIL 
l30- 10711 cm53J.E FmD 
RI-, B.C., 

A.R.C. IABERPG 
TrlN:- I-IEZER 
2417 SOUM 3850 WEST 
!XTIAKECMY,vT84l20 

zmcsulxx~~ao.,INC. 
ATlWJ.EXWARDCWXlDI 
1034PEaRLsImEr 
P.O. Bllx 1710 
m,mO2403 

Iy=MERM, INC. 
11(3nm, zicT2010+, AcI202~ 

ATIN: RICHARD Bsw 
XYIHF. #43 KUFSMIN6IMAD 
JuBEI,EpiINcIIu, 

if?!&- 
54oArDERDR. 
MILPm, ca 95035 

jlEscmw, INC. 
Z+TIW LISAM- 
944-BLM 
ALUWKW, PA 18109 

AEs(xTLAp, INC. 
ATIN:JoY~ aEMRs 
3773 EixEmam cizm.ER PAmmY 
(IENlElW, PA18034 

510(k) m: KOlOl42 
FT-mE m : 505-293-0025 

510(k) m KO10056 
Pxmm:77O-343-8400 

510(k) No: KOO3762 
HENEm: 6042795422 

510(k) M3: KOO35l2 
PFKNE No : 801-972-1311 

510(k) MX IUW2075 
PmvEm:50%588-3100 

510(k) m x010238 

PEmE No : 886 355 37315 

510(k) t?& KOO2237 
Pi-KWIUD: 408-468-3766 

510(k) W 131)03608 
PfXNE NJ : 800-258-1946 

510(k) 1u3: KCKI36l2 
PI-DNE N3 : 800-258-1946 

DEWICEktEERINE--~, SZERlLE,KX3ELR57-450 
sEDEcIB1mMmE: Ol-FEB-2001 
510(k) BUMARY AVAXABLE FF#X FLIA 

DEvIaz:ALI3DIIoc&zaxJLFImMEDI~~ 
SEDEXXSIcNMZ+DE: 28-FEB-2001 
510(k) ,9UMARY AVAIL?SW FIUX FDA 

DEVICE: LASER F'ACK I, IASER PACX II, PH?m PACK I,'= mat II 
SEDECISICNM7aDE:O8-FEB-2001 
510(k) S.&WRY AVAILABW FXM IZDA 

DEVICS:X3ZSDB3.75M4SCREWDEt?l%IMEULW 
sEDECIsIu?MmE: 02-JZEB-2001 

510(k) s.w.m&m 

DEVICZ:ACIHEEMDIGI'Il&CLINIC4L~, MXIEIS Acr2oo0, Acr2010, 

sEDECIBIaIM?mE: 06-Em-2001 
510(k) BUMARY AVAIIABW FE&M FIlA 

DEvIa3: P3IMRTnf 
sEDECIsIavM?um 02-FEB-2001 
510(k) BtM4ARY AD FEMM l!DA 

DEVICE:SWEREIGNBIKUR~~~ 
sEDECIs1avMmE: 20-FEB-2001 
510(k) BUtMARY AVAIMBLE FF0l ?mA 

DEVI(X:hXXPEEDM: mICRsYmGD65o/Gd3653 
sEDECIs1cNMmE:20-FEB-2001 
510(k) tXRMARY Am m ImA 
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z4xmm -IEs 
mG8EIELLuMLEY 
I.201 "B" N RICE AVE 
OXNARD, CA'93030 

510(k) Ma% -3940 
l?HmE m : E!ob235-5941 

ATXHMXCGIWD~ G510(k) ND: KW2758 
DULE, IxxLmm lINmsIvE FTtEamEm,Mx)ELMl175AJ76A 
rti?I!Qm FTfnL PIDE IUD : 031-7223 
- STRASSE 130 
D 71034 S 
-,, 

Iy3ILENr -m, Ix. 
ATlmMIKE BUDCN 
3oco - RD. 
ANDmEEt, M?i 01810-1099 

510(k) m KOlCXM8 
PlxmE m : 9784593173 

Ixx.Imr TEcxmxmm, INC. 510(k) No: KOlO342 
mMIKEBulxN FBIE m : 978-659-3173. 
3ooo - RD. 
ANWVEEt, MA 01810-1099 

z4lLLEE~HF3LL?HcARE~. 510(k) No: KOlO211 
ATrmEFuc!A SW HIXUEND: 847-473-1500 
15OOWADKEUWRD. 
t#xa?PARK,IL60085 

-, INC. 
ATl'NzPAULJWiM!KI 
2525 DUKW DR. 
IRVINE, CA 92612 

510(k) ND: KfX3252 
PKNE fJ) : 714-246-6761 

-, INC. 
ziTIN: MARK 0'wNNELT.I 
2525 DUKSE DR. 
IRVINE, CA 92612 

510(k) ND: KOO3638 
PKNFa m : 714-246-2226 

AMERICZiNBIaXJWE,INC. 510(k) m: x1001585 
LENsFoRDAILYwmR((ILlEm&~vIsIB~TINr,~ 

Islmk- DALsm PI-Km PJD : 970-243-5490 
623 GLACIER DR. 
Qw\IDJONCrI~,o38l503 

ANc!IMKm&EixEaum.Lm. 510(k) In Koo2910 
zfrIN:- Ez4w.z HENE KI : 817-572-6790 
4309MURWICKDRIVE 
ARLIMXN,'JX76016 

DEvIcE: 2010 PLUS EE&m FcwwINlxMs 
sEDEctsIcNMAm:O&FEEb2OO1 
510(k) SJlMARY Am mZt4 lQA 

DEVICZkl%2~-OCMPlCNENll sYsrR4,ElIIR?rmmOVPPVPK: 

sEDEms1mMADEi: 22-ISB-2cxll 

510(k) SOWiRY AVULWUZ FFXM m3A 

DEmaz:M2376ADEmazLINKsY~ 
sEDKCISIa?MADE: Ol-FEB-2001 
510(k) St&WRY Am FIUX IiDA 

DEWCE:M~~~~ADEVICELINKSYST&MX@LM~~~~A 
sEDEms1mMADE:1~FEB-2001 
510(k) BWMRY AX4IUW.E ?SXM FDA 

DEVICX:SIERIIZ NITRILE m4DEFGFREE Ex?@mmIm- 
sEDE%xB1cNM?m:15-FEB-2001 
510(k) SW&WY Am FFXX m?i 

DEvIak al4EuEE BEtAND MULTI-- l!scmITa 
SEDECISICNMADE: 21-JTE-2001 
510(k) SUMmY AVAIIABW m FDA 

DEvIcm MUAVE --cNsY~ 
sEDECIsI~MADE: l3-FEB-2001 
510(k) SU4MiWY Am F'md EIlA 

DEVICE:BICXXRVEsoFll(~ A)SPHERICALANOTUFUCSa?r~ 

SEDEXXSICNI+!ADE: l3-F'EB-2001 
510(k) SDMWSY AVAIIABW m FDA 

DEVIC&HXYDRXCN~NEfEDLES 
SI?,DEICISICN~: 07-FEB-2001 
510(k) tXm!mmw 
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lAPPLml BI-, INC. 
A!lXNzDAVEDSHMH 
10237 FLANDERS Cr. 
SANDIEQcA92l21 

APPLXEDMEDI~ 
m:ANIL J3-mmNI 
22872 A- EMPRESA 
RANUDSANTA -, ca 92688 

AepEwAmI~,INc. 
-09-9O,Mv-O3-lO-9O,Mv-O3-ll-90, 
zfrlN:tim IQLxBim 
777 PXXUB PASlXXIA AVINJE 
suamm.E, CA94086 

510(k) lQz KW3651 
Pn.mEm:mO-858-8667 

46ITcssEmRD. 
wlImmIm,mo1887 

510(k) m KooM41 
H-KNE No : 011 454 5970100 

ELwIRI-lE2&~ 
?srmYc&NDAsMI?H 
mEm4341 
cIw3FIzIu,MD21114 

510(k) m Koo3749 
PHwEm:410-451-0639 

BpxlwBEALwa%ie. 
A!rmmBEEaLwJTxlxa 
1620 itWKEGm RD., MPR-A2E 
~PmK,IL60085 

510(k) m KOO2210 
PHzmNO:847-473-6335 

i?xiEFtoc%Ip. 
zsrm:~cKcLERlE 
5llBENEDICTAVE. 
TlimmmN, NY 10591-5097 

510(k) r?Z): x003796 
PfmE m : 914-524-2954 

BwrJsMEmc!ALo3.,INc. 510(k) m IQ90284 
CRlWZBR,mMEDIaWa 
Al?mKRIs smi PHzmm:905 602 4875 
516OEXEUXEtDRIVE,UNlT5 
MISSISSNJZA, 

510(k) m: KOO3160 
PHXUE I'D : 858-7X3-9614 

510(k) m KO03443 
pHJuErJD:949-7X3-8327 

510(k) NX KOO2054 
Mv-03-09-l2o,Mv-m-10-l 
H13NE m : 650-691-4595 

DEVICE:APPLIEDBIUIlXH,INC. sLJREmvmDRuG-TEST 
SBDEcISIavMADE: 08-Em-2001 
510(k) m 

DEvIa: SUCMW IRRXXKR 
SEDECISICN~: Ol-FES-2001 
510(k) SUMEtY AVAIIAWZ = IX% 

DEVICE: x-am - sI-mmmTRANsITIm-, mxLMv-03 

SBDEcIs1mMADE:16-FFB-2001 
510(k) SUNAFtY AVAIUBLE FRX l?m 

DEVICS: AlJKm 
SEDEmSIalmDE: 21-FEB-2001 
510(k) SDMWW AVAILABU FRX FIIA 

DEvIa3: UL- t3cmmR TYPE 2101 
SEDErXSIcNMDE: 07-FEB2001 
510(k) SUMGY AVUL?iBU 3XM l?DA 

DEVICE: 1oo%3oG~ L5iKmmoIsL?srIm- 
SEDEcIs1(3NImm23-EEl%2001 
510(k) SINZHmT 

DFWICX: S!MR?iDIAWZER,NYDEL!XWRA120,160 
SFaDEcIS1mMADFs14-FEB-2001 
510(k) SUWiRY AVAILABW FRX FDA 

DEVICIZ: z+DvIzi I.20 m 
s;EDECISICNMZiDE: 05-FEB-2001 
510(k) im@fmY AVAILMU Fmd FDA 

SE DECISICN WE: Ol-FE&2001 
510(k) SVCENEm 
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BDBEXXCNDItTXItWX~ SYS51O(k) No: KOO3461 
?vl!IN: M. WENDY BoasHARDT PHXEim:201-847-6280 
1 BECIXN DR. 
FlvmLIN LNES, NJ 07417-1880 

m ozNLTER, INC. 
lsl?lmmsuwuE 
118OOSW147'IFIAVEi. 
MIAMI, FL 33196-25ccl 

BEcxMANm, INC. 
lYl?lmsrplN- 
ll8OOsW147!WAVE. 
MIMI, FL 331962500 

BEImx!MmIczG,INc. 
ZiTlwDAvID xcJcxER 
l38oEAsT-ST. 
-, CA 95776 

BIoacMFasITEslXSL 
W'lN:J.SIEPBEN BMTT 
-ST., - 
c3IwEcNm, 

BIOLUCELQINC. 
m:srEvE ax 
27121ALISQC!&EEX~ 
Sm!rF#l25 
ALE0 VIEJO, Ca 92656 

BICMERIC7i, INC. 
zmm JAY. SINEI 
1533 -AVE. 
NEwFcmBE?KH, CA92663 

BIcMGT,INC!. 
X'IWSARAAE?AILEY 
AIRFCXVINWSXLXPARK 
P-0. Bx 587 
-, IN465814587 

BICMET,INC. 
ATIN:- IAUSIER 
l4lRKRr-PARK 
P-0. KX 587 
-, IN 46581-0587 

510(k) XX KOlCXX4 
Fi-KNE~:305-380-4552 

510(k) E1D: KOlOO66 
FfXNEiND:305-3Xb4552 

510(k) rx): x002650 
pfkKNE ND : 530-406-3333 

510(k) ND: KOO3641 
ET-KNEm: 441782 206500 

510(k) PXJ: KOO3795 
PI-mlE Iv3 : 949-349-1380 

510(k) f33: KOO3856 
FHmEim:949-645-2111 

510(k) m HXU493 
PHSNE ID : 219-372-1568 

510(k) ND: KO102l2 
PIXNE IUD : 219-267-6639 

DEvIcE:m~PASSIvEsHIELDmBLccD c-cuEcnm- 
SBDECISICNM?iDE: 01-FEB2001 
510(k) SC&WRY AWGLABUZ l!XM EDA 

DEVICE: 4iXSCELL,- 7547187, 7547188, 7547189, 7547190 
SEDECISICNPPLDE: 07-F'EB-2001 
510(k) SUhMRY AVAILMU FECM FDA 

DEVICE: 5GEs c33r.L aLINTmL, - 7547191, 7547192 
SE DECISICN MADE: 07-FES-2001 
510(k) St&MARY Am FEILm l!DA 

DEVIGGWWANDIEDILWICN, EZ-EPXD GUIDEX& EEXIEL VAD6, 502-726 
SF#DEcISIcNmDE:16-IXB-2001 
510(k) SWMARY AVAIWEKE FII13M FDA 

DEVICX:BICUKSfXEW, BIC6TEzXSCREW 
S!sDEcISIcN~: 08-ImB-2001 
510(k) SWQRY Am FIUX4 EWi 

DEVICE: BIOLUCXNT -aJsHIoN 
SEiDECISIoN~E:14-lT&2OO1 

510(k) SOMARY AUAIWBIE IX24 FDA 

DEvIa3: EZ-BCG uRINE(~ TEST) 
SEDExxSIrn~: 21-FE&2001 
510(k) m AVAILAPU lXt4 IX& 

DEVICE:31 a3T.clmsaDIuM- XIE- 
SEDX!ISICNMADE: 09-FEB-2001 

510(k) %&NARY AVAIIABU l?XM mA 

DJTVICE:WmEX'lTBIAL!CRAY 
SEDECISICNMiDE: M-E'EB-2001 

510(k) SNNARY Am FFtX l!DA 
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BICNXIMPINCS,INC. 
40,172060,173240,173260 
zQhk9LuIdA ?NNiLA 
HERMIANKAlu6-8L 

BICNXIMPMNIB,LTD. 
zffrnknnmm 
HERMIANI(ATu6-8L 
-, 

BIWX& INIL., INC. 510(k) Ex3: Koo2642 
HllN:MICWAELDBICK Ft-Kmm:805-654-0643 
6025NImST.,SUITED 
l!IamtA, cn 93003 

BICXXXlNDEXWIIE,INC. 
m-BITrLE 
8ooo a4fma-a DR. 
INDm,IN46250 

BcmcN-cm. 

510(k) No: IW3659 

PIXXUE NO : 358 331 65600 

510(k) 1x): KO03757 
FT-nE N3 : 358 331 65600 

510(k) ND: KOlOO57 
pExN?l Iv3 : 317-849-1793 

510(k) In KO03782 
ATIN:- BXJMIS HniE'm:408-895-3625 
2710 - PIWWZ 
SANJOSE, CA95134 

-,Al: 
ZWDI: 
loo MARINE PARKWAY 
tsurrE305 
REIXCDCITY, CA94065 

&O(k) NX KO03268 
EXNEN3: 

wT(xMEDIC.X#RESETWH 510(k) IUX KO10343 
D, 3.308, 3.310,3.3X& 3.314 3.316 
ATIN:- ELLIS FENE No : 214-522-5780 
2811Lmai AVE., SUITEi 201 
llX.LAS, TX 75204 

C.R. BARD, INC. 
m-v 
J.3183 HFEUAND DFUVE 
ccxmcam,GA3OOM 

510(k) ND: Ro10169 
PEKNEND: 770-385-2347 

C.R. BARD, INC. 510(k) m KOlO44.4 
I-3xKTIP,oclRBIllTsPATuLAm,E?ALLTIp,NEEDLETIP 
m:I(ERRy a?luNKo PKNEN3: 785-843-7782 
7oOE.WT22NDSl' 
-,I= 

DEVICE: PIGA PIN, XDEL 171120,171140,171520,171540,171560,172020,1720 

SEDECISICNMADE: 20-FE&2001 
510(k) SrMfARY AVAILAEU = FDA 

DEVICZ:lMERMJFxMESB 
SE DM=ISICN MADE: 07-FEB-2001 
510(k) SDhMRY AVAIUBLE FI113M FDA 

DEvIcmMINI~~~,mEL1447 
SFaDExxs1avMADE:05-FEB-2001 
510(k) s.mmmNT 

DEVICZ:MXUFICmICNm~M 
sEDEas1cNMADE:02-FEB-2001 
510(k) SUM%RY AiJAZABW FIUX FDA 

DEWICX:~CN~, l.smEL 8031 
SEDECISIcNMADE:14-F'EB-2001 
510(k) St&WRY AD FEx% mA 

DEVICE:Z-TWCH 
SEDEXXSICNMADE: 22-FE%2001 

510(k) SW@W AVAIIABW Ff04 FDA 

DEVICYX:B;MRDEWCALllWLAN sy~,~3.3xx,EI?HERmoRTps~ 

SEDxfsIcNMADE:14-FEB2OO1 
510(k) SU#GtY AVATIAEW FRZ4 FDA 

DEVIC%BARDUll?A"~vEssELPl!A~DILATATIcNcAlMGlpi 
~DECISICNM?iDE: l3-FEB-2001 
510(k) SiRWiRY AVAIUBUZ F'FXM FIlA 

DEvIaQADvAMa(3Es~~I~ m-H3aK TIP, L- 

SEiDEX!ISICNMADEb 28-FEB-2001 
510(k) SU&lARY AVAIUBLE lW&¶ FDA 



-AM)REss LYr.sMmmcDRH- 
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B&WXWl- (SE) 510(K) SUMMMIZ CR 510(K) SBWEMNB 
DURINGmEPEFumo1-FE&2001 TmaGH28-FJB-2001 

CznDI~I~, INC. 
?i!rmmm 
18872 -AVE. 
IRVINE, CT3 92612 

c7ml zExss, INC. 
lWIW.SUYl'iA~ 
aa !zEISSDR. 

CxmNmImMEDIcALLID. 
ATIN:- M&sER 
ZWSTEL320-1 
-, 

-, NY 10594 

c.TmEmR INIKmrIm, INC. 
zxrmFaxRLRIaiIM 
3598 WEiS 1820 Sari!!! 
SALTL?WCITY,vT84104-4859 

cIB?l-GEIGY UXP. 
WIN:- Dmxm 
ml6OsamScmEuPmY. 
DULU!CH,GA3Ol36-I.518 

cznxsamm1a 
JPJNMICXAEZADANIEL 
559 EAST w5DELLDR. 
-, CA94089 

-&-,INc. 
mIN:Jz44EsM- 
325 P.RRNXW DR. 
FAYNBM, MA 027674350 

CCRIN U.S.A. 
ATIRXELKBWi'S 
10500tlNIvEwITY~DR., 
SUITE 190 
TAMF'A, FL 33612 

(x%uN U.S.A. 
ATl.WJCELKE!A!IlS 
10500UNIvEFsITY~DR., 
zxlITE190 
TAME!h, FL 33612 

510(k) ND: KO10261 
FfKNEi No : 949-863-2500 

510(k) NX NXG885 
H-Km m : 914-681-7880 

510(k) ND: ml0349 
Pi-DE In : 801-9568444 

510(k) hlD: Xl03586 
FFKNE~:678-415-3897 

510(k) m: KOO3958 
PH3E IQ3 : 415-407-0223 

510(k) m -3549 
H3m3No:- 

510(k) m Xl03666 
PHXJE I?3 : 8X3-977-4469 

510(k) m KOlO243 
Pi-Km NJ : 8X3-977-4469 

510(k) EJO: KW3567 
HENEm: 042 89591 

DEmcRcaRDI~I~EBSY~ 
SEDl%IS1mmDE: 28-Fm-2001 
510(k) smTEt@m 

DEvIcmvISUL?eyIy311 
SEiDEYxs1avMADE: 22-J?E&2001 
510(k) SWJARY AVAIIAEW F'ICM FI;IA 

DEvIa:mLI[IMENMIDLTNED 
SEDEcIsIcN&friDEi:28-~2m1 
510(k) SWdAKY AVAIIAEW l!RX l!DA 

DEVI~l?UWSIlAILIES(NELFIII3CNA)CB&DAY~~ 
SEiDErxSIcN~: 08-FEB-2001 
510(k) SUMARY Am FRX EDA 

05-w%2001 
-96 

DEVICEz~U-CLIP~ANDDISXWALDEVICE 
SEDEms1avMADEh 06-FEB-2001 
510(k) StBMRY AVAUABIE FRX EDA 

510(k) SWfMY Am FRX4 FDA 

DEvIcE:ltwEwxT~BIPsYsTEM 
SFlDEcIsIcN~: 08-FJB-2001 

510(k) SWMARY AVAIMFEB lXX4 IiDA 

DEVICE: m-FIT FEl-sxx SrEM 
SEDEXXSICNMADE: l5-E'EB-2001 

510(k) SUMMY AVXLIAEW FXM EDA 

DEVICE: EaRmmm, l-fmEL Bc! 010 
SEDEcIs1a?mDEi: l2-FEB-2001 
510(k) SuWFtY Am IXM FDA 
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OXTEXBICWYSIK@lW 
zalmARTwARD 
962 - IANE 
AKELO BIWCX, FL 33572 

510(k) 1x): KOOl631 
B33IE M3 : 813-645-2855 

aJFumMImIaL,INc. 
M13ELs400 

ATIlk?llDl?SC~ 
735 P&lumR ST. 
-, ca94086 

510(k) ND: Ko10210 

mmEm:408-733-9910 

D?iDEB,INC. 510(k) m XI03419 
ATTNzUXRAINEHPIELM% PKNE Ia : 3024316279 
GLASGWBUSINESS-; 
BUG 500 M&IL ax 514 
P-0. BX 6101, NWARK, DE 19714-6101 

DADEBlzmIIc,INc. 
ZCIW-SAYASH 
P-0. BQX 6101 
Nmaluc,, DE 19714 

510(k) In XXX870 
PHXIEND:302-631-6276 

lZDEBEElRIW,INC. 510(k) m KOO3963 
ZXIY~NEGECXEM- PHBlE No : 302-631-9798 
GL?LSGXBUSINEss-; 
BIDG. 500 P-0. E0X 6101 
NlmRK, DE 19714-6101 

DADEBl3rmuqINc. 

TCl..NRICHARDMVAIlGHT 
GtASU3 B500 M.S. 514 
P-0. KX 6101 
Iwswac, DE 19714-6101 

&O(k) ND: W10208 

PIEWEND: 302-631-6567 

DEEtJYoRlmlwmcs, INC. 510(k) mz KOO3800 
ATIWIdARCIAJARENn PKNE m : 219-371-4944 
700 -1C DR. 
P-0. BQX 988 
-, IN %581-0988 

DERM?WUGICLAB&SDPPLY,INc. 510(k) NX KD10025 
TfiXWDEKM+HGFWEMAN PKNE ND : 7X2-323-3269 
60813MAVE. 
-BIuFFs, IA51501 

DEVICE2 axrEx- 
SEiDE?ZISICNM?iDE: 22-FEB-2001 
510(k) SWdARY AVAIMBIE FF0f IiDA 

DEvIcE:alfvlmL~ ALERITM-FORTHE~S5ooflAND 

SBDEcISIa?MmE: 21-!mB-2001 
510(k) SmTmWI! 

DEVIGkRCXPFLEXREXEtW- 
SEDEcISIavmDE:14--2001 

510(k) tXMARY AWLUABU m FWi 

DEmcEz-s 
SEDExxSI~MAm: 20-FEB-2001 
510(k) SW4'+RY AVAILABM FIXX FDA 

DEVIC!E:DIMFNSICNpsAETZXREZ!QN'~ 
SBDExxamMADEi: 28-FEB-2001 

510(k) SLMARY Am lT04 FDA 

DEVIUZ:DIMENSICNENZYMWICfZWUWIE (Em2)czamvm&(TprpIIM3Dcl37 

SEDEiXSI~MADE: 20-FEB-2001 

510(k) SUMRY Am lmt.f mA 

DEVICZ:AML,HIPPiXXIWSIS 
SEDEc!Is1cNmDE:09-FEB-2001 

510(k) St&WRY AVAlTXXE l?IUX EDA 

DEvIcYz:ELlEcmI~MJDEL26000 
SEDEcISIaJ~: 22-FEB-2001 
510(k) SF&MARY A- J?XM l!DA 



-ADDREssmmm-~ (=I 510(K) - OR 510(K) fXRB%NE 05-M?%2001 
mRFIN7%LDEc!IS1mSmNOEiFmDuRIGmPERIm01-FEB2001 rctmuGH2S--2001 =ce8 

DTXXXl!IC?PWXlCNCXXtP. 510(k) 1uD: x003597 
IemELm 

zmN:ElmRDMLEVINE nmEm:310-645-8200 
57oOViEST96!tHST. 
msANGEms,ca90045 

D~CPRXXZSUXP. 510(k) m: KW4002 

PHZNEip33:310-645-8200 

D~CZiS'I7G&lX. 
RlZLWANDlUiWIM:BLB 
FIVE - DR. 
PzGSIPPANY,NT07054 

510(k) 1uD: KOO3767 
pHJuENO:973-631-.l2cn 

DIXXXTCICA,INC. 
m-m 
P-0. Bm 4341 
CXEXN,MD2lll4 

510(k) PJD: KO02756 
PI-Kwm:410-451-0639 

DISEZlXNICMEDIC7+LSYSTEMSA(3 510(k) ND: KW3977 
DDSUBlXlTANEMUSINEUSICNSET 
RITN:DAVIDECWiWICK zT-xm m : 763-795-5277 
5151PRXRAt4AvEzuuE 
ST. PAUL, MN 55112-1014 

IzumER-m 
zsrIN:- MASER 
ANSIIEL320-I 
-, 

510(k) ND: KOO2877 
Pi3zNEm: 312 042 89591 

DIXHXNC-IMPLANT sYsTm3 LL5lO(k) m KOlO386 
ATIN:MI~H~ 
P-0. mx 848 

EIKxuE,m : 847-85w355 

GRAY-, IL 60030 

E81, L.P. 510(k) N3: KO10179 
lxrIN:J(JN - F5-KNE No : 973-299-9022 
loo INrERPm FmJY. 
PARSIPPANY, f3J 07054-1079 

alAP-, INC. 510(k) NX KOO3529 
ATINtSWITJMIM>REBo PI-Kmm:770-446-9950 
100PINNAcmw,SOI!rE100 
I@zxRxS,GA30071 

DEvICE:l2mLIm~~INE~LxKll/ lI?mLmE2000~~ 

SEDEms1cNmDB:05-mm-2001 
510(k) SOMARY AVAILABU FFW XIA 

sEDEXXSICNMXZ:14-FEB-2001 
510(k) SOMMMY Am FRx mA 

DEVICl?l: -HPIAmKIT 
SEDEUSICNMADE: l2-EEB-2001 
510(k) SUMARY Am FEam Fab 

DEvIak - 
SEiDExxs1cNMNx: 23-FEs2cxx 
510(k) SmmdENT 

DEWICE:DISETRNICRAPID~ INEUSICNSJiZ'ANDDISTEXNICRAPI 

SBDEWSIcNMF!DE:15-EZE-2001 
510(k) SUbNARY AVAILWXE FII13M m]A 

DEVIUikMICCEC-AND- 
SEDlxxs1cNhmFi:05-FEB2001 
510(k) SD&MARY AVAIIABLE: SXM EDA 

DEVICE:~~pIpIAlvT 
sEDBcISIcNMADE: 27-Em-2001 
510(k) SDMM?W AmILAW.E m FDA 

DEVIC!E:BBIVOEiXIH SPINALEimxxosIcSY~ 
SEDEXXSICNMADE:O9-FE&2001 
510(k) tXM7-W AVAILMU FRM FDA 

DEVICE: XN&ITH=S, ~TABLEFSAIQIS 
SEDEms1mM?iDB: l2-mB-2001 
510(k) SUbWRY AVAILMKE FRX l!DA 



-ADD~LIsrrN=FoR~~~ PI 510(K) - CR 510(K) - 05aAR-2001 
lXRFINALDEXZISICNS F@mEREDDuRIf3G'MEpERIco01-FEB-2001 THlxmH2S-FEs2001 page9 

- TWT. SYSllN3, INC. 510(k) N3: KOO3615 
A!L'INzERUCEGPIEKARXI PBXE ND : 219-262-2060 
P-0. Bx 4659 
ELKHAm, IN 46514 

lTl?zlm-IES, INC. 
ATIN:mvA SHEIN 
2OHa!l.!A'AS sl!. 
EZITH?iE'A'AMX~l24 
mm, 

510(k) ND: KOO3648 
PIXIW ND : 972 976 70002 

-, INC. 
ATIN:GARYJKtLUR 
2320 N.W. 66lR CaJRr 
-, FL 32653 

510(k) p3): KOOO943 
Pf-nlEi 1u3 : 352377~Xl40 

-, INC. 
mI;IsA SIMPSCN 
2320 N.W. 66lH Cl'. 
GAmEmUD, FL 32653 

510(k) ND: KOlCXXl 
FKNE M3 : 352377-XL40 

Ex?crEm, INC. 510(k) m HI10120 
IEsHImoFF43ErNEcK-, M-SRIESI1wOFF-SFlTNExxS 
ATINZGARYJMILLER EKNE N.3 : 352-377-1140 
2320 N.W. 66lH CT. 
GMNEWEU, FL 32653 

'ExcmTlmI. L!tD. 
zxrlrkm MARKEZ 
2568ERISlULCXRCXB 
-I -0, 

ElcEmNr-m-ANY 
m-m 
5MOW.CZMYXXAAVENOE 
Im AEx;EIEs, CA 90231-3194 

EYETEXY, L.L.C. 
IYIlBk-Mm 
10 M?DamA a3JR.r 
-,, IL 62223 

510(k) m: KOlOO91 
PHXUEIUD: 905 829 5300 

510(k) PJD: KOlOl50 
HIluEIW: 

510(k) ND: x003627 
PFKNEPD: 310649-0707 

510(k) EID: KOO3644 
PKNEN3: 61S-235-8609 

DEvIa3:sTEEtI~sENsITIvE-~~ANDRINsE~~slRIps 
SEDECISICNMADE: Ol-FEE-2001 
510(k) fXMf?@Y AVAILABB FEam FDA 

DEYIaz:ExamL?mTENsIcNSY~ 
SEiDJzczSI~MADFl: 23-FEB-2001 

510(k) sm!mlEm 

Dlzmm~SY~GDNAPPLI~m~I~ 
SEDEXXSIONMADE: O%F'EB-2001 
510(k) m AVXLAE?U F'RX Fab 

DEVICZk--~~IS 
mm1av2aDE: 05-FEE&2001 
510(k) StRMARY AVAILXKZ FRX l!DA 

DEvIc33:l.KlmI~~To~-~ HEsYsTR4,m 

SEDE?zIs1cNmDE: 09-FE&2001 
510(k) SIBMARY AVAILMKE FFCM FDA 

DEvIa3:EEEwITHlrIDm,~Ex~ 
SEDEicrSIa?~: Ol-FEB-2001 
510(k) SUMARY AVATUEKE FFCM FDA 

DEvIcFl: 64 amNELEm/la3xLNExEX-IVWa4 
SFtDErxsxmMADE: 09-FEEb2001. 
510(k) SMaRY Am l?Fm FDA 

DlXICE:EXELSCURE'liUUCH~A.V.FISIULA~~ 
SFlDEc!ISIm~:OS-FES-2OO1 
510(k) timmm?T 

DEvIc33: El!EmcT~~uNIT (!Iw) 
SEDECISICNMADE: Ol-FEB-2001 
510(k) SUMMY Am FRX l!DA 



m-LImmcDRH-m (=4 510(K) 
lxRFINALDExxsIm~ DuFmGTHErPEmcDo1-FEB-2001 

- CR 510(K) - 
!lxEamI2S-~2001 

lcxasxS~IcAL,INc. 
zu?Iw- RIDDLE 
7601-B MURPHY DRIW 
MIDDLEZtBiN, WI 53562 

FEzcmIcA INC. 
N'IWDENISHDUKXS 
3216 ICNSMRE 
-, QuJ=G 

EKMDoIN8?!M,MEo4oo8 

GEMIFmmLsysllEMs 
mLARR!CAIRXXR 
P-0. Bx 414, w-709 
MlIMWEE, WI 53201 

GEMmIc!ALSY!xms,INc. 
RI'IRIMRYAKRXER 
P-0. ax 414 
MILWUEE, WI 53201 

GEHiuERm. 
ATlNtDENISEiESPELWAN 
9410 ST. Br?HERINE AVE. 
ccEIIELAND,cn44104 

-ENDOlSOOPY, INC. 
ATIWNICK MlzRca 
914 w. Fisms cr. 
S, IL 60193-4426 

GLOBAL-, INC. 
ATIN:NIm MIKa 
914 w. ESIIES cr. 
-, IL 601934426 

510(k) m KO03665 
PI-IXWND:608-831-0025 

510(k) No: KOO3540 
H-KNE ID : 514 875 4422 

510(k) NX x003776 
Pi-KNEIKl: 207-666-8190 

510(k) No: KO03946 
PI-Kmm:414-544-3894 

510(k) m KOlO336 
FBZE ND : 262-544-3894 

510(k) 1u3: KOO2596 
PHCNE ND : 2X-271-0910 

510(k) mz Ko3806 
PI-DE ND : 847-301-2733 

510(k) fED: KOO3807 
H-DE ID : 847-301-2733 

GulDANrmmAND- SOFGE5lO(k) ND: NlO3495 
mmJlJX%XX FfKNENO:650-470-6200 
1525 O'm DR. 
MENLO PARK, CA 94025 

GUIRRIEMEDIcaRE~ (NS) SDN5lOtk) No: KOO3922 
ATIN:SUsAND GoxDsTEIN-ti. pIpI;IE-ND: 5X-482-9001 
55NcxummHLvD..SuITE200 
GREAT NECK, NY 11621 

DEvIa?#:mDASSIMElxcALm-lmBLENDER 
SEDECISICNMRDE: 23-FEB.2001 
510(k) SOMARY AVAILABU FRX¶ FDA 

DEVICE: (DISFWABLE )Wti- 
SBDEcIs1mz+nDEi: 09-FEB-2001 
510(k) m 

DEVICE: MI- DRIVE sYsrE24 
SEiDEKzrS1mMADE: 23-FEB-2001 
510(k) SIMARYAWUIABLEl!RXFIlA 

DEVICE: SIGN?i SP 0.5T RZN'INZ ~-BoDyoc)IL 
SEDEXXSICNMi%DEi:27-SXB-2CXX 
510(k) SOMARY Am m l!Wi 

DEVICF&:Z4lMNBZ~ cc/PErFuS1m 
SEDEcIs1cNmDE:16-FFB-2001 
510(k) SUMiW AD m FDA 

DEvIcEzGEEwJEwsFLumEmYL,~0386-ooo2-09 
SFlDFxxSIcNMADEi:15-FEB-2001 
510(k) tiUMMtY Am FE&X FDA 

DEVICZ: B 
SBDExxs1cNMADE: 22-FEB2001 
510(k) STWF2Gm 

DEvIcEi: CY- 
SE DECISICNMiDE: 22-EEB-2001 
510(k) iYmn%Em 

DEVIC&ANaTRELLIZXZBALuUXW~ 
SFaDECISICNM?iDEi: 07-FEB-2001 
510(k) SUMfGtY AVAXLABW l!RX FDA 

DEVICE: NITRILE Exzwnwn~GuxlEs (-) 
SBDEms1cNM?m:15-EEB-2001 
510(k) smm@m 



suBMITIpiAwREss~~mcDRH~ m (SE) 510(K) ,SUMWXS CR 510(K) SlWWENS 
mFtl!TNAL~sIm~ DuRINGTml?ERI~01--2001 THRnx28--2001 

GUIFRIEMEDIC%REFRWCTS (t-8) Sm5lOlk) m: I(003985 
A!tlWSUSAND GorLmmwti' 
55FazmmwI3L~.,SuI!rE200 
GREAT NEix, NY 11021 

tltciE&EZ- 
34-69 LEAvITr ST. 
ETLlSmm,NYll354 

mYESt4lxmAL,INc. 
ATIN:wrwwuAMJGRIFFIN 
1115wINOETEr.DmY, SDI!rElOO 
EL IXRAW HILLS, CA 95762-9623 

H, INC. 
IilTFkT.WH3.T TtIHEY 
l23w-- 
SUITE 625 
lXXWIUE,MD20852 

-IEs 
A!LTWRBERTJEARD 
24312riRbmADR. 
DANA PDINr, CA 92629 

HERAmJsIaJLzER, INC. 
ATm- zIt.mRaN 
4315 SuJlH - BLVD. 
SxlM BISD, IN 46614-2517 

HlmRAMEEum, INC. 
InlmAKrwLRD 
962 ALT.Em LANE 
AEtXLO BEAM, FL 33572 

HJRIzcNMEDIaLpFclmxS,INc. 
ziTlmwM- 
lF3XIZCNWiY 
-, GA 31816 

-(x%Ip. 
AIIW: TUW DIGICWiNNI 
2151wHnFIEm -WAY 
-, FL 34243 

FmiE'ND : 203-431~l5l.l 

510(k) ND: Koo2827 
PEmEm: 7184864469 

510(k) ND: Xl03649 
ETKNE No : 916-355-7156 

510(k) m KOO3507 
Ewm m : 301-770-9590 

510(k) r?& Kcx>3915 
PHxuEi Iv3 : 949-2404290 

510(k) NC% KOO3934) 
FKNEND: 219-299-6662 

510(k) m ml988 
PHXE ND : 813645-2855 

510(k) ND: KOlOl89 
PJXNEi1uo: 706-846-3126 

510(k) fF3: KOlOO75 
Pi3ImFl I93 : 941-739-6200 

DEVIC33:pclwDERFREENITRJIE~ ExMmRrImm 
SEDEms1cxMADEi: 09-mB-2001 
510(k) SWIB@m 

DEVICZ:MX!IuxIAlN(=NRE~ 
SEDJxxs1aTMDE: 28-J?E&2001 
510(k) sBTEMEm 

DEVIU3:TElMCNHIPSYSFFM 
SEDEmSIcNmDEi: 23-FEB-2001 
510(k) SIMEBEW 

DEvIa: MELlRELIEF 
sEDEcISIcN~: 21-FEE&2001 

510(k) ZXR4MRY AVAIMBIZ BXM H.N 

DEvIcYk-;-PLUS 
SEDEcISIavmm l5-FEB2001 
510(k) SWMAFW AVAILMIX FRX BDA 

DEvIaz:l?LEmIm~360 
SE DECISION ME: 01-FE%2001 
510(k) sm!mma' 

DEVICE: - 
SJsDEcIS1oNmm05-mB-2001 
510(k) S&MARY AVAIIARW FECM FDA 

DEVIC.Z:~XXESSSY~ 
SEiDExzISIcNMADE: l2-FEB2001 
510(k) STNWEXC 

DEvIa: TEmIQuE 
SEDECISIcNMADET:14-FE52001 
510(k) ,smBmW. 

05-ms2001 
page 11 



-ADDREssLI~m~-~ 
~FINALDECISICNSF@NXRED 

WI 510(K) 
DTJFumT.mPEm~01-FEB-2001 

slRWR@S CR 510(K) i9DmMmm 
lMEaxlGH28--2001 

I-lX4FQICZi rzf3EmIa m. 510(k) F0 KOOl147 
ATIWMQY~DILXN PKNE PJD : 201-760-8117 
59 Ecx?IlE 17 
-, NJ 07401-1677 

1-c. mDIcz&, INC. 
ItIll'kcrWG HAlWNAN 
2002WE!YFtJJAILAVE 
FEENIX, AZ 85027 

510(k) m KOO3840 
PHWENO:623-780-07CO 

IGE&vISIawiRFlPI!ELm. 510(k) ND: KOO3833 
ImcTBmDAIIxwEAR 
ATIN: JWNMSZ?iEDXIK Pi-KNElND: 312-553-0828 
203 bKRUibAJZA%AvENuE 
suITEl2w 
CMlC(ZAQO,zm1 

INmS1mDEmc.ES,INc. 510(k) ND: RIO3854 
A!tlWPAULE~ pErm3 m : 317-335-3780 
6329w. -cr. 
v,IN46055 

mm-, INC. 510(k) In KM)3338 
IWllkFLOYDGB PKNE m : 858-792-1235 
4329 GFtAYDm Fan 
SANDIJ!?ZO,C492l30 

w 
5WBIWXSAvE. 
?CiER, Mh 01432 

510(k) m Ko10219 
PI3cNE ND : 978-772-3552 

- SYB, INC. 
zwlN:JaAN - 
P-0. Kx 2219 
-, WA 98632 

510(k) ND: KOO3892 
PHXE ND : 360-577-1062 

INvzamzQ%(p. 510(k) m: KOlOl35 
LYNX Sx-3P, LYNX m-3, LYNX Ix-3, PANmEEtLx-4 
ATI%RAEiARdX@? Pi-KNE Rx) : 440-329-6356 
aa3llNvxmE~ 
ElXRIA,CH44036 

IOP, Im. 510(k) NX w303646 
ATIN:JAscN - PJXNE N) : 714-549-1185 
3151AIEWY AVE., BLDG. I-l 
WS!lR MESA, CA 92626 

DEVICE: - KKxmmumKNEEpEa36MEsEs 
SFaDEcIs1avMaDE:15-FEB-2001 
510(k) SUMG!Y AVML?GUZ EFa4 FDA 

DEvIcE:au!SmLvISIm#25cD~ l3vxmmxsYmtJI?HPIXESSC%IIES 
SEDExxtxmm: Ol-FEB-2001 
510(k) SUWGY Am lxM ma 

DEVIC&SPECMXY55&MWIFW&(MXWIUXNA)SOJFC(BYMWILICa: 

SEDEcIs1aTmDE: l3-FEB-2001 

510(k) ,SWMRY AVAILMXE FIX&S HXi 

DEvIa3: INrRAm ADMINIsTl?ATIpJ SET 
SEiEIa?MADE:O5-FEB-2001 
510(k) SIMNRY AVAILMU ma4 EDA 

DEmcEi:BIcmYEIIcRBITAT.llzdPIAm 
~EDE~SI~NMATX:O~-EEB-~OO~ 
510(k) SU+MRY AVAIMBKE FRX FDA 

DEVICJQCNXUNXRDIRECIT~~ 
SEDEcISIcNMmFl: 21-FEiB-2001 
510(k) SLR#W AVAILABU J?RX FIlA 

DEVICE:rrmrr,BILIRJBINRENZNT 
SBDEXISIcNM?iDE:2O-EE%2OO1 
510(k) SINWEW. 

DEVIC33:lKDEtSLYNXAND -mzED -, l8LmELs Imx Sx-3, 

sEDECIS1CNM7GE:16-mB-2001 
510(k) SLJWARY AVAIIXUE FIMM m3A 

DEvIcE:SmmEmamwEI~sIzmsET 
SEDEiCISICNM?iDE: 22--2001 
510(k) SI2WMm 



suBMrnmADDREssLIsrING~mRH-~ 
lKRFINAL~IoEJs 

(SW 510(K) - CR 510(K) SlATEMENTs 05-MAR-2001 
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IFm Il-lPGING, INC. 
~zYl?mk~KRYsTYNIAK 
3720 SWIH LIPAN ST. 
EIELExm, co 80110 

Ls2REsEma3INc. 
ATIN:vIm bccmuRN 
2oGtmlmRARD.,l?AYs3-6 
-, -0, 

ITAMARw1m (C.&i.) 1997 L5L 
mAHAm !xmm 
P.O.B. 454 
GIWI! - 44853, 

lLlioammmm, INC. 
ZalmANDYGuIATI 
175 PINEvIm DR. 
AUHEFS,NY14228 

IuxzARluxMz44ERI~, IN2. 
m ANDY GULATI 
175 PINEVIEW DFL 
ziMGWT,NY14.228 

JASDIXNXTIC,INC. 
mDzxvID - 
7220 NW 56lX-i ST. 
MIMI, FL 33166 

JASDIAGNQWIC,INC. 
zaIrkDAm - 
7220 NW 58!m ST. 
MIAMI, FL 33166 

JENmIC/~, INC. 
m-w 
53InpLAINEs llaxmmxm 
-, cr 06492-0724 

LJK-SDN. BBD. 
ImmTAIsAI LEKm 
LOT 26738 & 267~KB Ei P2 
kJxANTEEIMxsA 
-, JCHJW, 

510(k) ND: KOlO304 
PfDJE ND : 303-762-1950 

510(k) PJD: KOO3882 
E33B hx) : 613 228 8755 

510(k) rJD: KG01852 
H-K@E ND : 972 979 20673 

510(k) PJD: KC03293 
PIam ND : 716-691-0010 

510(k) m KOlO250 
H-KNEi NJ : 716-691GQlO 

510(k) ND: KOO3829 
EFKEE hx) : 305-418-2320 

510(k) mz Koo39l2 
PHXE IW : 305-418-2320 

510(k) rn ~OlW44 
PKNEl No : 203-265-7397 

510(k) IUD: KOlO231 
PfKNE Ex) : 607 598 2568 

DEmcs:MxE-2OOOmBILEix-RAYlJNI!c 
s!xDEic!IsIcN~: l2-FEB-2001 
510(k) W 

DEVICX:NU#IMMABI~O 
sEDEcIs1mMADE: 21-mm-2cml 
510(k) SUMARY Am FT0i FlX 

DEvIm:-- lKxmmmR-m 1oooRD DEVICE 
sEDE!cIsIav~: 21-EEB-2001 
510(k) fTmmQ!m 

DEvIcErExc2IlEAsc 
sEDEcIs1mMADE: 06-FEB-2001 
510(k) Smmfma' 

DEvIciE:~c~HB 
sEDExxs1cNMADEi: 28-Em-2001 
510(k) SIXIWM? 

DJWICY%TWI7+LBILlRUBIN 
SF.DE!Z!ISIt.X?MhDE: l2-IZB-2001 
510(k) SWIWEMT 

DEvIcEk-~ 
sEDEcIs1cNMADFi: 21-FEB-2001 
510(k) m 

DEVICE: clxMIc! 
SEDEXXSI~MDE: 09-FEB-2001 
510(k) StMARY Am lSt4 l!DA 

DEvIcE:JKGK#EsPlusKx&lEmD~EIIAMIMITIcN(zLL3vE 
mDEms1cNM?am 09-FEB-2001 

510(k) .TIMWmr 



-ADDREssLIsTING~wRH-~ 
FCRJTTNALDECISICNSRENZRED 

W) 510(K) 
DmIm!mEiPERI~Ol--2001 

- aR 510(K) SIMBGNB 05-M?s-2001 
THwxx;II28--2001 m?= 14 

K24msJmz- 510(k) fax KCXM37 
m-SmRTwAL PtKNE~:800-421-0837 
600-PoINrE 
CULVJZEtUXY,CR90230-7600 

KARL S'JISU -aa, milO(k) m: KOlO340 
RYANDUPPER-CauxTLI 
ATIN:-- PixxEm: 31&338-8100 
6w-mINrE 
aJIvERcI!rY,cA90230 

-, INC. 
Ixll.TkJoELm 
9229 - DRIVE 
-,m20854 

510(k) m I(003347 
pr3mE m : 301-983-1707 

iiiiFEiS& s1zE15/3,mELIam 
510(k) E10: ICI10246 

ATmKzmEN TilmDGE Pf-KNEN3:40%548-6500 
l35oBLx3muxDRIvE 
f3maYwm,a94089 

unSAMmIcBL,INc. 
ATlwKYumPRI~ 
234uBRExpIilwmY 
wEYmml, MA 02189 

LIFmmw- 
ATImP~cIAI%umKER 
I.216 S. AmEc ST. 
ziN?HEm, ca 92805 

~~FSEZW'LGI 
6325LUSKEWD. 
SANDlXQcA92121 

P-0. Bx 4341 
CZCFIW, MD 21114 

bnRaxnMED1cALSYa 
ATIWlXNALDJMMlXXEi 
595 MINER Fa 
HI~m~,oH44l43 

510(k) hn KOO3760 
FHCNE EID : 781-340-1070 

510(k) No: HXU329 
PISXEi IUD : 310-638-6167 

510(k) ND: I(002688 
PFKNFaNo:858-320-4434 

510(k) m ~000581 
PHmE No : 410-4514639 

510(k) BR% KOO3437 
PKNEIW: 440-W-7651 

I: X-RAY SYm XR-MX 
SEDEicrSIcN~: 02-FE&2001 
510(k) SXNARY Am FXM l!DA 

DEVICE: --, &mELsLx~m -cNQFm 

SEDECISICNM+DE:13-F53-2001 
510(k) SUMMY Am FXM X?A 

DEvIa3: m!IBxmm 
SEDEmSIcNMADEt:23-FEE-2001 
510(k) SUMFtY Am FRx m 

DEVICE:mm BCNE TAMP, SIZE 20/3,W KOIA, KYPHX sN~r.za 

SFIDEmSIa?mDE:14-FEB-2001 
510(k) SWMARY AWUXAPLE Fixr4 l!DA 

DEVICE:W-CHI-NEEDLES 
SEDEcIS1mM?ux: 06-FEB-2001 
510(k) SUbNARY AVAILMU, FMM EDA 

DEvIcm IItrE#m IVSET, IvsErwI!tH~, Ex!mwIcNSEx 
SEDECISICNMZ+DE:14-FE&2OO1 
510(k) SLMARY AVAILMU m FDA 

DEVICE:FWSCNALGLUWSE~-~~ 
SE DECISICNMtWE: Ol-FJB-2001 
510(k) sITaQmW 

DEVICYZ~NEW~DISFrBBW 
sEDEcTSI<3NMADE: 23-FEB-2001 
510(k) iSCMARY AVAIIABLE FRX InA 

DEVICE CbYSSEY LX, MIDEL, 211320 
SE DECISICN MADE: 02--2001 
510(k) m AVAILAEU FEam mA 



-ADDREssLImmcDRHm~ WI 510(K) m OR 510(K) m 05-m?-2001 
mRFImLDBxsIcNs I@zaxRm~'ME~oD01-FEB2001 THmxH28-SEB-2cnl -9= 15 

595 MINES RD. 
HImHE1m,cH44143 

Mrami, INC. 
ATTNtPADLLSAxYlm 
l3ooosAN FERmNDom. 
fixMAR, cA9l.342 

MAxXIMMEmaL 
1 
rYrl!Nzms 
308 a-lmx ST. 
HCNEA F'iQH, SC 29654 

MED-WIB, INC. 
FmwGARY- 
3OOOlGCWEN LrlNTEm #334 
IWON& NIGUEL, c?i 92677 

MEDGE-,m 
ATnkGusrA~~ ABEmA 
9oPARKAvENE 
17mFrLfR 
NliwYoRK,NY10016-1301 

MEDI-mm.-. 
AlTNzI-BWZUAPERRY 
26aXJRTST. 
EQaxLYN,NYll242 

MEmcAcmP. 
2wIN:mm l.lmRIs 
14DEnNGEmDR. 
BJiDm, MA 01730 

Mm1aLzwAm!sISSYsress,INc. 
TI-PACK 
ATlN:DARwIN RI- 
53OOAMHrFDm. 
-, CA 93012 

ME4xc7aJ~,INc. 
WINzFUBENWaA(TUXOWI 
1499 DEW DR. 
J3ARLEYm, PA 19438 

510(k) K)z HI03853 
H-KNEND: 440-483-5743 

510(k) No: X010069 
PI-Km IUD : 818-367-2472 

510(k) m: X010297 

H-m13 ~83 : 864-369-7391 

510(k) fK)z X002515 
PIENE ND : 949-363-2953 

510(k) ND: KOO3672 
PHmFaM:212ao%4a48 

510(k) m: KDO2666 
Pl33lEi m : 718-875-4535 

510(k) B KOO2407 
PEmE fx) : 781-275-4892 

510(k) N3: KOlOlll 

H-KNEipIx):~582-3095 

510(k) In KOlCQ21 
PHXE ND : 215-256-4201 

DEVICE INE'INI~1,5TMR~INGsY~,~MRI 100 
sEDEYxsIcGJ~: l3--2001 
510(k) SUMiRY AVAIIAEW FIUx EDA 

DEvIc33:DuFaKNDlvsLpFtEf2Ials~cALuYY 
SEDEC!ISICNMADE:15-FEB-2001 
510(k) SlNFMmC 

DEWICE:SENSIGQ?Ei syNIHETIC~FREE~I~~(~~ 

SEiDEcISIa?~:16-m2001 
510(k) smmm?l' 

DEmcE:MEzUxx~ML4OOO,KDEL4ooo 
SEiDEr!Is1cNmDEi: 22-FEE&2001 
510(k) sI29TEMENT 

DEVIC5?l:l4EEE- SCNXUBIC3DUL~~ 
SEiDEcISI~mnz: 22-FE!3-2001 

510(k) S AVAIUUU FKt4 FDA 

DEVIUZ:DINKNDAKEVERA,STEiUIE 
SEDECIS1<3NMmE:27-FEB-2001 
510(k) Sm'nxmr 

510(k) smmmn 

DEvIa?i:caFmoIraumTLI~IAc~~ IEivELs 1, 2, 3, AND MDL 

SEDFCISICiiVMADEi: 28-ZEE-2001 
510(k) sEa%Mmr 

DEVICE:MEDCW?QUADLDMTW,8.5FX2OC&MZJBLW&8S 
SEDKtSICNMADE:23-FEB-2COl 
510(k) SDKMARY AVAIIAEW FKN IYDA 



~~LI~mcDEIsI~~ 
FCRFTMLDECISICBJS~ 

(=I 510(K) 
DURlx!tmFaEumo1-Fm-2001 

- CR 510(K) m 
mlFam28-FFs2001 

MEmc7+TJDEvIcE -, INC. 510(k) N% KO02699 

F:w- 
Ff-KNEiNo:5-08-643-0434 

IKEUH lxl?mEm, MZi 02760 

biEmaDEvIm,INc. 
ATIN:W?iRRENRW?GTERS 

510(k) E13: KOO2280 

25ooBECI.A~ 
Ff-KWIuD: 5&5-24&Xx2 

DESK)INEs, IA50321 

MEma-a 
GmYLIGm; NEXT 

INmNmm&O(k) ND: KDo3489 
GENERNICNSEWJLIGHl?;NEXTGENENWCNM8 

ATlNzD?wID G.r.mm FFKNEZm:818-899-2888 
547rJEmRYST. 
SnNFEiimmo, CA93340 

mmxLMGI1RIcs,INc. 
?mtkANNTllNsmL 

510(k) ND: KOlOl87 
FKNEEX): 301-652-6llO 

46ooI'XXUHPARKAvE. 
SuI!rE100 
CHEVYCHASE&~209l5-4518 

fmmmSTA/s 
XFJNEt@LEEG~ 

510(k) m KM)2079 
PrxNFl Ia : 202-496-7255 

1900 K - N.W. 
WJvamxm,Dc2ooo6-1108 

ME?XXNIC U.S.A., INC. 
ATIN:sANDPA - 

510(k) PJ): KOO3699 
PHXE m : 610-647-9700 

l301oSHEN~ 
wEsT-, PA19380 

MElo- INC. 
mlN:pEIw IlmNDo 
7407D(uERIANEi 
PzmKmQn33067 

510(k) bn: KO03332 
FTKNZ NJ : 954-575-1076 

l4mLINE-,INc. 510(k) m KDo3755 
Es 
ATIMIARANS~ E%-KNFd rm : 847-949-2639 
cm l4!mJIw PL. 
MuLmmIN, IL- 

MMllQXDI?!#XTICS,INC. 
ATIN:MIw 7ltmNam 
l238AIvEmYRD. 
ELRLNXN, NC 27215 

510(k) m KOlOl38 
Ff-BXE I93 : 336-226-6311 

05-t%-2001 
W?= 16 

DEVICE: pzGuEEx co4mwcE (pa)) MESH 
SEDEcIs1cNM?m:15--FEB2001 
510(k) SmMARY Am FFCM FDA 

DEVICE: PAD Pm PEoIATEiIc ELmmmE,&mELPAD~2602 
SEiDExxS1cNMmE:05-FEB2001 
510(k) imumm?r 

DEvIa:NExT- M2O$txmm7&~~;NMT GENE~TTCXVM~~MINXSUR 

SEDExxS1m&fADFl: 02-FES-2001 
510(k) STATEMEZV 

DEVICYZ: KIMAX, MY)EL 1024 
SEDEcISIcNMADE:14-FEE-2001 

510(k) SLMMARY Am FXX4 FDA 

DEvIa3: MOLTI-FuNcrIa -m ELEicmm 
SEDEcIs1oNmDE: 22-Km-2001 
510(k) S 

DEmcz:h5anvISIatIGsSY~ 
SEDECISICNMADE:~~-F'E&~OO~ 
510(k) SMdARY AVAXAEXE FIUX EDA 

DEvIm: MED~MED2ooo 
SEDXZSICNM7QE:21-FEE!-2oO1 
510(k) i%mmmw. 

DEvIa:-BILXXADE ~~I~SURGICZiLo(IwNsANDSUlXXX~D~ 

SFlDEcIs1(3NMmE:16-FEB2001 
510(k) Snsmmm 

DEvIaz: FFKFILE IIER 
SEDEcIs1cNMADE:14-m3-2001 
510(k) SIMmEm 



-ADDREssLImmcDRH- m (SE) 510(K) S CR 510(K) sIXmE%B 05daR-2001 
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MlmmmCczmD~~I~ PRmwI'5lO(k) IQ KOOO776 
ATIwJAmsElALuN PHCNENO: 616-643-5283 
620 - S.W. 
GRAND RAPIDS, MI 49504 

MEMlXMCBUNCTICMLDIFGXBM CS A510(k) m: KOlOl30 
4350103 
Isrlmn"uEIcJAER 
16-18'ItxIJsBAKI(EN 
-, 

Pi-KmNO:4544579ooo 

MmnRxIcPSMEIlIcat 

iillN:m z4cFmEY 
l25csExNADR. 
GOLETIA, cn 93ll7 

-C-M 
zx?rIN:RIww'IREHARNE 
18ooPYRAMlDPLMB 
z4fmEmS,m38132 

I4EMxNIc, INC. 
ATmKAREN- 
4ooo~AvE.,NX?lH 
sKlREvIEw,MN5512&2893 

-c!, INC. 
Tex.rtzwPB 
7000 cnvrrw,'Am N.E. 
-S, MU 55432-3576 

t+QmcNmIamP/L 
ATIRm3mPKINs 
57ASTERAVE. 
-m, VI-, 

MEmmMEDIDAI; ATimmuA P/L 
ATImRxIsxKINs 
57ASTEEtAvE. 
QmuJM lxms, VI-, 

510(k) m KOO3914 

Emmm:805-968-1546 

510(k) Ex): KO03718 
FixNEim:901-344-0807 

510(k) m KO10249 
Ex-Km m : 901-396-3133 

510(k) ND: KO03535 
EfxNEim: 763-514-9933 

510(k) m KO03667 
PEKmN.3: 763-514-9840 

510(k) ND: x003260 
F5xm m : 039 775 1234 

510(k) E1D: KOlO102 
RKNEEX,: 613977 51234 

DEvIcs:-c!DLP- caxaammm3DTIP 
SEDECISICN&!ADE: 07-FE&2001 
510(k) SUMMU AVAIUEKB FRX l?w+ 

SEDEXZSICNMADE:O7-FE&2001 
510(k) X@MFtY AVAILMIE FRX FDA 

SEDExxSIcNMmE:22-FEB-2001 
510(k) SUM!ARY Am = FDA 

DEvIa3: TIpwIlpi a94Exc REExcRrm pm) 
SEDEmSIa?M?m:14-FEB-2001 
510(k) SUMRY AVAIIAEU FIMM FDA 

DEvIa3: CD r?aIzcN SPINAL SYm 
SEDEcIsa?m:23--2001 
510(k) SOMMMY AVMLMLE FXt4 EDA 

DEVIa3: STYLET KIT, KDELS 6254,6282,6293 
SFiDExxSIcNMADFl:O8-FEB2OO1 
51!(k) StMhEtY AD EXM EDA 

DEvIa3: REvE?ElPms INsmmTEm- 
SFIDEmSI~mx:14-m2001 
510(k) SOMMARY AVAILAEU FX.M ITIA 

DEvICmvEcamam4 mmuNITmELvs460 
SEiDExxs1cNM?aE: 22-FEB2ca 
510(k) SmmiEXC 

DEmcE:Sanc&mELm-300 
SEiDEms1aTM?m:09-FEB-2001 
510(k) m 



suBMmTmADDREssLIsTINGFoRcDRHsuBs~ 
NRFINALDECISICNSF@NDERm 

EWYALEV (SE) 510(K) SUNWES CR 510(K) S 
DuRINGn-lEpERIcDo1--2001 

05-M7a-2001 
!LFmusB28-m2001 PET= 18 

MIm-cs, INC. 
ATmEBENGoRDEN 

510(k) m XUXn4 
PKNE I93 : 949-837-3700 

2GcaxEAR 
JIRVINE, CA 92618 

&fmo-Mmmmm,INc. 510(k) NX KO03695 
0 SERIES AND 2.7-5.Ct~&?ma~~~-4700 SERIES 
rsJ!m:GEx3m aIxs!AN EENE EID : 216229-8332 
llOOOcpyIRA~ 
son73 445 
c%TmEum,cn44106 

zrm 
249 VANDEBBILTAVEL 
razmxQ,MAo2062 

510(k) m wO2406 
EENEi 1uD : 781-251-2700 

MRIDEvIasaxP. 
zxrllk- zxxwBEm 
1515 pA#maJm DRIW 
-, WI 53186 

510(k) No: KW3655 
PHNEm:262-524-1402 

MEuDEvIcxscmP. 
IYrIBkwm 

510(k) m KO10140 
IXNEiIuD:262-524-1402 

l515FY+ummwm 
-, WI 53186 

NEoxmFr, INC. 
A!lTWDAYIDBJCNES 
57OOcxmDRIvE 
2xJITE loo 
ELpAso,m79912 

510(k) NX KOO1781 
PHxam:915-845-5600 

NEWENXANDMEDICZiLacwp. 
18 

510(k) m KOO2042 

ATmt5?mvENFoDcw PHmEm:e45-7784200 
2274 AT.BANY PasT RD. 
WALDEN,NYl2586 

NIKN ICHDFN 2&fERIm, INC. 
N'INzKXWIEBISI-KT? 

510(k) m KC02068 
PIENE Iw3 : 949-580-1555 

9OI(XIVSTREET 
?KXYEmL lWCl3, CA 92610 

NoR!mAMERIaNMEDIcat~, 
RlTNzAKEWRG~ 

1510(k) No: KLlOl965 
PHXEiNO: 518-218-0402 

3wALKERwAY 
ALENN!C, NY 12205 

DEVICZ:FUMDERFI13wD~MICT0~,~105-5065 
SBDEmS1a?M7um13-FEB-2001 
510(k) tXNMARY Am FRX ImA 

DEvm:M~FIBER~~ .5-2.&MbtxxLm450 

SEDECISICNMiDE:14-FEB-2001 

510(k) SUW&RY Am F'RX FDA 

DEvIcs:MITEK2G11 MENIsmLREpAIRsYm 
SEDEctS1mMAm:15-FEB-2001 
510(k) SWMU~Y AVAIIXU l?RX ?mA 

DEvIa3:PHs-63PED~cHEADANDsPspINEAKflp;ym~ 
SBDJXXSICNMADE: 02-FEB-2001 
510(k) S~IWEW. 

DEvIc3z:BRH-l27rrmDARRmcmL 
SBDEcIs1mMlxm 22-FEB2001 
510(k) tsmfmma 

DEvIcY3: CURRY M0r.m NEUFOMW - 
SFiDEXXSICNMDE: 05-FEB-2001 

510(k) StBMRY AVAILABU FFuX InA 

DEVICE:!CRWXEF0TXlYMAL~BIOPSY -, MXEL 231812 - 2330 

SEDExxSIoNM?m: Ol--2001 
510(k) SU@lARY AVAILABU FIdoM FDA 

DEVICZ: cx-92ooA 
SEDECISICNMDE: 08-IZB-2001 
510(k) SCWAFiY AVAZABLZ FFCM FDA 

DJWIC.YE:SAE'&RXNTWC,sAFE-wINTMDBuxx) 
SBDFCISICNMADF,: 02-FEB-2001 

-a SYm 

510(k) ttzcmmm 



tl5wmmRADDREssLImmcDRH-~ 
l!CR??INZiLDEClSICMSIWWERED 

WV 510(K) - CR 510(K) BlMWENS 05-MAR-2001 
DuIum~pERIoD01-FEB2001 lMwxlGH28--2001 -sP 19 

NcKmTIsNurRITI~a%zp. 
ATIN:+sHAKN E!nRTIN 
5320 WEST 23RD i3IREEX 
PO Box 370 
MINmvmIs,m55440 

510(k) m KOOl916 
PfKXW ND : 612-591-2976 

lvLEmmN-CN 510(k) ND: KOO2429 
m-m FKNE m : 410-312-4103 
7080axwBIAGATEmYDRIvE 
axm8IA,Mo 21046 

oakH mm -, INC. 510(k) N& w)o3996 
-I= oIxmcJ!Bmmm 
ATIWCHARIESRW PFKNEi1u3:800-521-8984 
629mAVE 
PINx.&ca94564 

ocn-w OPTICAL l3umuas, INC. 510(k) m: KUMOOO 
~B)9aFTaNlT!CCIiENSES~DAILY~(~ 
ATINZCHARLESRVEMEITE pHcNEND:WL521-8984 
629 TENNENTAVE 
PIMXE, CA 94564 

oLYMPusAt4lnu~, INC. 
ATINzreAuRA-TYLER 
m(xIaamE-DR. 
MEL-, NY 11747-3157 

awxMmIaL,INc. 
ATINZGRWXYESANUXF 
5&!mRILLDR. 
HFQ@lm,NHo3842 

-AB 
SE--) 
mm:c!J.lms EmEND 
135015msmEET,~4H 
FWT LEE, NJ 07024 

(xtTEK-cs, INC. 
WINzJDLESTMMWEZ 
305M?iDI~AVE2WEi 
sOITE2501 
NEW YORK, NY 10165 

PANlTcBE, INC. 
AIIW:ALJ.CEHYU 
8515AWCNSDR., SUITEA 
SANDIEtQCA92l.26 

510(k) m: KOOl744 
EBXEIW: 631-844-5688 

510(k) m IO3522 
H13NE m : 603-929-6200 

510(k) Ex): KM3704 

PHCNE ND : 201-224-3688 

510(k) No: KiXM82 
Pixm ID : 212-681-2100 

510(k) ND: ~010CQl 
pHJNEm:858-689-9936 

DEVICE: OCMPATBm nJBEKIT,MxELO974xx 
sEDFcts1m~:16-FEB-2001 

510(k) BOM4ARY AVAIMBLE FXN FDA 

DEWIE:SELECl!~I-125 
sEDEmB1mmDE:02-FEB-2001 
510(k) SLMS?W AWUL?UE m FDA 

DEvI~:ocu1FLEx-49THINzauE~cAND~zoNE~cAspHERIcAt(HI 

sF#DEcIB1mmDE: 21-Jmb2001 
510(k) i!XFmmm 

DEVICE: oIlamIs EmlcfmxIc~~~DEvI~ 
SEDEXXBICNMDE: 27-FEB-2001 
510(k) BLEWARY AVAIIJWX l!XM FDA 

DEvIcY3: SAKrlE 
SJZDECISICNMADE: X3-FEB-2001 
510(k) SQM?iRY AVAILAEU FXt4 FDA 

sEDEXX!S1cNM7+DE:05-@EB-2001 
510(k) emXmm?r 

DEVICE: VITIVE 
sEDFms1a?MmE: Ol-FEB-2001 

510(k) SMGiRY Am FIXM FDA 

DEVICE:LIvEsuRE?Ig=~TFST 
sEtDEcIs1mmDJa 05-ImB-2001 
510(k) BWNRY AVAIUSIX FIMM FDA 



--LImmcoRHm m (SE) 510(K) BWGEUES CR 510(K) m 
mRFINALDJicIsI(rJs~~wRIIx=IMEPEEu~o1-FEB2oo1 TFlFaFx28--2001 

PARXCNVISICNSCIEMXS 
=WILLTMEMEYERS 

510(k) m KO10109 
~m:480-507-7606 

DEvIc.mFunoPEm151-oBc, PABxcwHas1OO-cx 
sEDErzIsIcN~:28--2001 
510(k) SIEillMAw AUAIIABU FF0f IFDA 947 EAST IMPAlA AVE. 

MESA, AZ 85204 

PAlaiwFGI~,INc!. 
ATlRRICHMDPFLEZNtX 

510(k) 1x): KC03102 
EKNEIW: 3o2689-0187 

7332 SWIH AEKN ImY, urtrr H 
Jismmlm, 080112 

PERLlsAEpIANaAsAsmIplD 510(k) hX):. KW3737 
-aAIM(2ooMI~~LEss) 
ATnkmNIauscInAm Pf?aE I95 : 603 391 1949 
IcYr754,JATmHh3Ism 
-, 

A!llWCARLAlCIUXWI 
9520 ETDGEXT +9mEE3! #lOl 
S?iNDIEXX),CZi92126 

375 RIVER PARK CIRCIE 
v, MI 498554627 

mNANmABMH?!M 
14OON~SIRE!EX 
Fxx%EmR, NY 14603-0450 

PKcIER&GANBLEoo. 
zYrIN:-c- 
6110 CSWER HnL AVENUEi 
-, Cl3 45224 

IWADSDN. Eu-lD. 

At%?!. KAWUWAN 
Lor 93, b5aMMBu INDusr. EltzmTE 
-, p-t 

510(k) ND: KO03858 

=W:858-635-5840 

510(k) W: KO03496 
FWNEPJD: 906-226-9909 

510(k) hx): KO03932 
FKNEINO: 716-338-8227 

510(k) m KW3933 

FKNE N3 : 716-338-8227 

510(k) hx3: KOO3843 
PiXWi No : 5l3-634-3265 

510(k) m KO10077 

PKNE1JD:001609 5670835 

05-&w&-2001 
Pa+ 20 

DEmcmPAR?zEiQxxmPIcsvNRIluGsy~ 
SEiDEmBICNMADE: 27-FEB-2001 
510(k) SMStY AWILABUZ FRX l?DA 

DEVKE:RZWEREDIAIM- -m-m-- 

~DEcIsIcNmDFI: Ol-m3-2001 
510(k) immZ@m? 

DEVICFI: mIFI(IATIcN !m xr I-ml3 DRE IEFP, l4mELs 9150, 9068, AND 9175 

BBDEcIBIavMr4m XT!-Em-2cnl 
510(k) ,SU@MY AVAIIABW FFCM FDA 

DEVUB-SCREWSY~ 
sEDExxBIavMADE: OWYEB-2001 
510(k) BUM@Y AVAIIARU mat m]A 

DEVICE:BWRXEX)(~B) oxvlncrmmm 
sEDEcIs1cNmDFh:16--2001 
510(k) BUdMARY Am F EDA 

~C.E:Basnxv~II(ORUFWNA) (lcP?mmIENsFcww 

mDEmB1mMADE:16-FE%2001 
510(k) su&dARy Am nof mu 

DEWICE:ElWIVEi~ 
sEDEcts1mMADE: 08-FEB-2001 
510(k) SXRMARY AVAIiXEW ma mA 

DEVICX:BEWIH-PLUB,fSANlT& REUANCZZCXdXSFREENITRILEExplMIMLTIav 

sEDEcIs1oNMADE: 28--2001 
510(k) txMmEm! 



-ADDREssLImEcwa3RHB~ 
FmFIN?aDEms1ausFtEmmED 

VW 510(K) 
DDRlmmpERIco01-~2001 

- CR 510(K) m OM-2001 
Tmaxa28--2001 -9= 21 

l22AnDELmL 
SANZANICNIO, 'IX78232 

REsPmcs, INC. 
AII?N:DAvIDJB 
1001MJRRYmDGEmNE 
McJRRYSvILLE,PA15668 

RXHED~CSCmE'. 
m-w 
9115BmJEBD. 
INDIMAECUS,IN%250-0457 

RX#DI?QRXTICSCCRP. 
ATIWBEUNT!NXNEY 
9115 HWUE RD. 
INDm,IN46250-0457 

l2F, m. 189, KAwaaENRo. 
=+I=% 

, Ruxl-IImL. 
ZYlTNzIW@NANNJ~ 
50-a?MuvE 
JAEFERY,NHO3452 

S.A.A.T., LTD. 
Isrm- FRllaaN 
117 AHUZAH ST. 
pLIsKMEDL?D 
RATamNN?i~ 

SAATLTD. 
RI'IWE. JE24ITH 
h%8HARWELLA- 
CRXXN,, MD 21114 

510(k) m KO10194 
FFnlEiND:21Oa96-0915 

510(k) m KO03499 
PHJUEID: 724-733-5866 

510(k) m KOO3865 
Prxm m : 317-576-3742 

510(k) h13: KO10237 
HXNE m : 317-576-7643 

DEvIca3: oIx4Em- 
sEDECISICXJ~:15-FEB-2001 
510(k) SUMiRY Am Had m 

DEVICE:REMVIEWSLEEP-, lKOEL 320 
~DExxS1ONmDFi:09-lm3-2001 
510(k) tXMf?Rf AVAIUmE m I!DA 

DEVIC73:CB?!SllMEM?i- 
SEiDExxSIcN~: 28-ImS-2001 
510(k) SU4MARY AWXUABW FRX FaA 

DEVICZ:ELECSYSHXX-BBJ;cHExx 
SEiDEmSIcNmDE:14-m3-2001 
510(k) StM4ARY AVAIIAFU lXM X)A 

DEVICE:-BuxI)pREssuEIE _---- IKxalm,mA43 510(k) m: KO10190 
HxxuEm: Oll88622659m~~~DE]cIsIcN~: 08-~~~-2001 

510(k) Sm!mm?r 

510(k) m: KOlOO68 
Pi-DE 1x) : 603-532-7706 

510(k) Pa KOlCXU.2 
pHcNEm:004941214830 

510(k) m KW27l.2 
PHJNE m : 972 977 18130 

510(k) ND: KO10502 
F+mEm:410-451-0639 

DEvIcE:RuscH~ slEzvTFoR!cHEESCWW3USwrlH~SY~ 
SJsDEcISIcwmDE:O8-FEf3-2001 
510(k) SWNlaBY Am Fwm FDA 

DEvIc.x: Ic- 
SEDEXXSIoNH?0E:1PFEB2OO1 
510(k) SIWEMEW 

510(k) StMAKY AYMLABUZ FRX l?DA 

DEVICE:KDELTHEiEMD'wQUI~ 
SEiDEXXSICNMADE: 27-FEB-2001 
510(k) SUWiRY AVAILMU FlQ4 rmA 
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SGNPm., LlD. 510(k) ND: KOlW95 
mxrr~~wIM~~-(2ooMI-ow 

PI-KSE NO : 775-342-2612 ATmJzamAPlmxER 
198 AVBIOE DE IAD'EzGRAID 
SPm,Nv89434 

510(k) m: ml0247 
Ff-KNE ED : 886 227 138677 

SHImDzO~I~SY~ 
200 
m:- SBIBATA 
20101 SarIH VERXRCAVE. 
ltzamta,ca90502 

SHImDzumIBrtSY~ 
200 
AIw:-SHIBATA 
20101 su?IH VEBMXCAVE. 
ttcmANqca90502 

s-, INC. 
zsrlm-HKYPER 
11902 srMl?smm 
-, MD 21029 

S~MEsIcatSY~,INC. 
IIcxx/~ 

ATIN:- N3.m 
25OlIvOw.H -RD. 
I-33Fmm EfsTwEs, IL 60195-7372 

sns EORTEX, INC. 
XLlWTIMJlHYJTAUXtT 
1oBxmNDR. 
KEfmE,NHo3431 

tT24rIH&-,INc. 
ATIN:DAvm HENLEY 
1450 E. ERXXS = 
MEHF'HIS, TN 38116 

510(k) rXX KO03514 

PI-KNFa NI) : 31G217-8855 

510(k) ND: Koo3515 

FKNE NO : 310-217-8855 

510(k) Ex): KM33130 
EJKNE I%3 : X11-776-3546 

510(k) m: KilO3945 
H3cNE m : 732-321-4950 

510(k) m KD10137 

PHzmIn:847-304-7504 

510(k) ND: Roo2201 
PKNEi IV.2 : 603-352-3812 

510(k) ND: KCKI3566 
PIENEm: 901-399-6487 

DEVICE: - -PuRPLELATEx ExnlmwMm-,wIM&m 

SEDEcIamMADE: 09-FE&2001 
510(k) SW@BY AVULAEGE FRX FDA 

DEvIa?l: SIAEIGWU: -m-BBLUENITRIL ExrwNmm- 
SEiDExxSIcNMADE: 06-IsB-2001 

510(k) SWM?iRY Am ImX EDA 

DEvIcE:~VIlW/SHIMWXICDlXNXJ!IC~ is!mm4,~sIxF2 

SEDEms1mmDE: l2-Em-2001 
510(k) SUNARY AWIIAEW m mA 

DEVICZ:EcH3VIlW/SHINXNICDBGNXl!IC~ SYm, MmEL Em-1 

sEDEms1cNMmE: l2-FE%2001 
510(k) SW@RY AVAILMU = lWi 

DEvIa: IEGuEmM 952 BC SYa 
SED!xzS1~MADE:16-FEB-2001 
510(k) !XMfARY AVAIIAEW FXM ZDA 

DEVIE: omnm 
SE DBXSICN MADE: 02-FEE-2001 
510(k) SUMARY AVAIIMLE FXM FDA 

DEvIcE:a?BITmIIaz.I/sczwzc 

SEiDECISIaiMBrm l3-F!EB-2001 
510(k) SOMMAKY AVAlUBKE BXM FDA 

DEvIcR~cHYD~Ic~FIL~ 
SEiDEiCISICNMADE:O5-??EB-2001 
510(k) tXlMMmY AVAILABU FRX BDA 

DEvIcx:alFlLEm-cANDIATERAL~~~ 
SJsDEctSIcNM?m:14-Jm3-2001 
510(k) SWMhRY Am FRN FDA 
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Ea4ITH&NEPHEw, INC. 
xLTN:mRK KIYEEWS 
16ODASOBBRD. 
ANDWER, MA 01810 

510(k) 1u3: XX)3572 
Ji3xxFl ND : 978-749~ll21 

sMITH&m,INc. 
ATnkw lK,xxmM 
16ODASC%NBRD. 
ANDWER, &Pi 01810 

510(k) m KW3599 
PIXNE IQ : 508-261-3620 

SMITH&B,INc. 510(k) m: KDo3710 
NIcsAllIcaA~- OXJPLERl#XEL 7207905 
ATImJANIaz Hr4sEmm PI-mE N-3 : 978-749-1494 
16OflAsocMBRD. 
ANDWER, m 01810 

E4amsm,INc. 
JVI'INMI~A~ 
21919 3mi DRIVE! SE. 
EvxHEKl, WI 98021-3904 

510(k) p33: 10010374 
PI-Km In : 425-951-1297 

f3Pzrxm LJLTRAvIs1m, INC. 510(k) ND: KO03526 
SECRDAILYWWR, SPECIALm55uv~(~) 
XTNZGAXEDLEWAROS PxNEm:40%341-0700 
307CRa4mcITyDRIvE 
fmmz100 
-, CA95008 

-m ULmvIsl-CN, INC. 510(k) ND: KO03789 
KRIXILYWEAR; SPEWUTY56WXX?IC(HEFTUXNC)9oET 

ATIwDEBBm - PHxFlm:40!3-341-0700 
307csaARDCMYDRIw 
SUITE100 
-, CA95008 

SToFlviNCISMEDIcat lgJEMEW CYX,5lO(k) 1uD: IUX3423 
5 
m-m PI-KNE ID : 886 222 781555 
P.O. Bx 129 
sIENclxJAm24299 
!tAIEZI SHIEN, !JBIWAN, R.O.C., 

- 03. 510(k) N3: KO10241 
TfIl.W-A- F'!XNEl IW : 412-322-8280 
800 ICNIZAL ST. #210 
PlTlTsma,PAl5212 

DEvIa: DYaac!s ozNTEK&RFsYsTEM 
SEDEXXSICNMWE: l5-FJB-2001 
510(k) SCNMARY A- FfXM FIlA 

DEvIa3:SMIM&-suluREA 
SFiDEtXS1oNM&DE:15-FES-2001 
510(k) SU4MRY Am l?HX EDA 

DEvI:cE: DYaaa VISICN 337 AUIUXAVABLECN4EBAHEADMHlEL7209048;DYC 

SEiDEmsIavmDFa: 02-Fm-2001 
510(k) S@NARY AUAIUBUZ FXM FDA 

DEvIca3: scxnzTE -msYsTR4 
SEiDECImxMADE: 21-m3-2001 
510(k) SUMARY AVAILMIX lXN BDA 

DEVICE:~55W(~A),SCl?lY(~C)ClCN121(JT~ 

SEDEZISItBJMADEi: l2-FEB-2001 

510(k) StM?iRY AVAILABLF: Fwm FDA 

IEX?I~:~~E~IA~IT~~~W(~C)~(-C)~LENS 

SEDEaS1mM7iDE: 21-FEB-2001 

510(k) SIBNARY AVAIIMLE FlXM IiDA 

DEvIa3: SC. FRANcLswm LwP,t.sYms~1-l25ANOLoo5 

SF#DExxSI~mDE: 22-mB-2cQl 

510(k) SUNARY AVAIiAXE FXN FDA 

DEVICE:PFChACXPRESS~HIP~~ 
SEiDExxs1avzaDE: 08-FEB-2001 
510(k) SDUWENF 
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SIPXAST 03. 
Xt?IVzlXN?GDASlEVE%9 
800 ItlxmTJ SC. #210 
PITEXJNB, PA 15212 

510(k) p30: KO10282 
PI-Km 1uD : 412-322-8280 

0073 
mGARY- 
3520 W. MRNEXAVENE 
SAlvTA ANTA, a 92704 

510(k) tQ: Mx)29l2 

HENE ND : 9494934829 

t3llmmE-, INC. 510(k) 1u3: HI03533 
ATmLINDANfzLsm EJI-KW m : 303-660-4201 
599xCFTmw,~700 
CAsrLE Fox, 03 80104 

tnmKEEt=. 
?tI!mMIa BAYam 
259OWtXtSlAVEL 
sANr!A CIARA, ai 95051 

510(k) ND: KLK)3792 
FTXNE Ex) : 408-567-9100 

sJL!zER(x?lmPmICs, INC. 510(k) PJD: X)03801 
ATINMIXHELLA~ Pf-KNE m : 5x&-432-9202 
9900 -DR. 
AUSTIN, TX 78717 

=a 7JHAI 
- SDN B510(k) IUD: KO10198 

PfKN!3 E1D : 603 615 72328 
47cmsJNGAIBuLcH 
-, 

SumI-VIBIa?, INC. 510(k) N3: KM)3436 
ATT&NANCYET!?&CR PENEND: 410-730-8998 
9250l?u4sEYRD.,~100 
-,MO 21045 

-m. 
m!IN:- lxY 
542oEELTLw. 
l4INmmms, MN 55343 

510(k) FXh KOlO214 
PKNE IW : 952-939-4181 

-m -, INC. 510(k) m KrX3640 
ATI!NzozxmEN- pI-KN?am: 714-516-7484 
1717 WEST CTXUNBAVENUE 
-, CA 92867 

DEVICE:LATERiLO~ PREssmHIPsTEM 
BJsDExxBIm~: 09-FEB-2001 
510(k) w 

DEvIc33: vi4xNAL FaKr, ~/600065,vAGIN?GKm,smILE/60 

mDExxB1mMADE: 21-FEB-2001 
510(k) SUMARY Am FFXM FDA 

DEvIa3: - LF, &mEL CI 119/s WI 119/L 
sEDECISICNMAIJEt:O7-FE&2OO1 
510(k) V 

DEVIcE:SIRYKERBERED--SET 
mDEms1mMmE: 21-FEB-2001 
510(k) BUfMRY AVAIIAXE FFUX EQi 

DEVICE:AIlWSI~~FIT~~ 
SEiDECIsI~~: 28-FEB-2001 
510(k) SUMS-f AVAIUBIE lmxm 

DEVICYZ:tXEEULE-IAIp[-~ 
sEiDECIB1mMADE:23-FEB-2001 
510(k) 'aXmaim 

DEvIaz:BmG1-vIs1mGrJnmmao3IL 
sEDEcIs1mMADE: 02-mB-2001 
510(k) BLMmBY AVAIL?GU F FDA 

DEVICX:l?IRSXAVEBIPBASIC~#92OOAND921O 
BEDlxxsIcN~: 22-FEB-2001 
510(k) SUMMY AVAIMBLE ERX DA 

DEivIm: MINIENM) III 
BEDECIBIcNMADE: 22-FEB-2001 
510(k) SMGSY AVAIIABIE FF0f rmA 
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lcxBm?- B, INC. 
ATmc.xYfum- 

510(k) m KOO3650 
PHcNEm: 714-516-7484 

1717 msl! CXXUNSAVENJE 
cxm?sE, CA 92667 

SYb=X?rBICXXEMINC.~~03510(k)ND: K(11oo3o 

?i%aAy 
PKNENo:800-585-8580 

SUTSEC 
H?wAIIANGARoENs, CA 90716 

ifiTFF!a'M l4zxmRE 
510(k) 1x): KOO3700 

169OhSSm.m~. 
PKNE m : 610-647-9700 

FBXII, PA19301 

fsyNm?s Pw 
ATIMANGELAJSILVEWRI 
169ORuSSEmm 
PMLI,PA19301 

510(k) ND: KO03743 
PKNE NO : 610-647-9700 

i?izFzS’M l.wulRE 
P.O.ixx 1766 
~~~OFUSSEXLFC~D 
RIXILI, PA 19301-1222 

iiEf?xE'M l.!wmRE 
169OiUJSSmm. 
PMLI,PA19301 

mm, INC. 
ATIN:lxx?!ID KENSEIH 
2571KANEVnu OXJRT 
G.mExA, IL6ol.34 

ggzc 
2571IQiNEVm~ 
GENEVA, IL60134 

TE ME NA S.A.R.L. 
ATlmARmoRwAm 
39O!zcsRmrBLm 
(XlX%R, FL 34677 

510(k) 1uD: KW3786 DEVICJGSME'REWRBMW l4EsmsANDsHEETs 
F'Hx!zi ND : 610-647-9700 SEDEXXSICN~: 27-F'EB-2001 

510(k) IUD: KOlOl21 
PfXNE E1D : 610-647-9700 

510(k) m-m3703 
PHXE ND : 630-232-2507 

510(k) ND: KOlooO7 
FfKXWIW:63&232-805 

510(k) m K99l259 
PI-JlEi m : 813645-2855 

05-M&R-2001 
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DEVICX: PERMLWnC 3 
SJ?lDExxSIcNMADE:15-FEs2OO1 
510(k) SUNARY AVAIL?WE m mzi 

~~:LIQuIspxml/mLIQuID-~ 
SBDECISICNHWE: U-FEB-2001 

510(k) ~X.ZMMW AVXUABIE mbx FDA 

DEVICFl:SYNlHES-ICOP 
SEDmISIavMADE:2O-FEs2OO1 
510(k) SUMARY AVAIL?mE I?Faf J?DA 

DEVIC&SYNIHESbUHFIEDBI~ stJluREANcKHisY~ 
sEDExxS1(3NMADE:o9-FEB2001 
510(k) ,stMZ-W AVAXABLE WX rmA 

510(k) SQmRY AvAILABLe FXX FDA 

DEVICE:STERILEBUITCN~ 
SFaDEXXS1oNMADE:09-l?EB-2001 
510(k) m AVAIIAWZ EXM !?DA 

DEVICE: I NEEmE 
SEDEms1mmDE:22-FEB-2001 
510(k) tdxmmm 

DEvIc!E:I+DAFTIAp N%asaxwpo%rp&~~cAp 
SE DECISIaU MADE: 22-FE&2001 
510(k) SINWENT 

DJWICEkTEMENAEPllXJRAL~ 
SEiDECISICNMFiDE: 21-FEB-2001 
510(k) iWAmm?r 
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TlimaED SERvIm, INC. 
ILTIN:RI~ GRAVER 
933AlamR- 
HMJPPiqJE, NY 11788 

510(k) Paz KOlo94 
PHIE I'D : 631-582-7320 

?ENsc2AREm. 510(k) ND: x003591 
IQIR~JZRMYUW ETKNE ND : 441 019 804310 
76, c?maKRT RXD 
-, 

510(k) mz KO03629 

PI-mE 1JD : 613 623 3310 

A!PIN:GAIIWAUXRINEY 
l25E%u.EBwm 
EL&mm, ND 21921 

IERIp13 lmmxL -a 
lYl?IN: YUK-m LEWIS 
l25ELuEB?ELm?+D 
Er.KKN, Ml 21921 

m BINDIm SITE, L!m. 
ATIN:JAYHGEUER 
WlCXC~,SUITE4000 
2425 WEST 0LYNT.C E 
SFwIlAmm, c7+90404 

THEBINOINZSI!lE,LlD. 
ATINzJAYHGELWR 
wEsl?1uwER,~4ooo 
2425WEST CUMPICKUUWARD 
gwIlAma, CA90404 

!lMEBINDItGSITE,L'ID. 
ATINzJAYHGEKER 
iam!T(IwER,~4ooo 
2425 WEST CEYMPIC BCUUWGD 
SANIAmcA, c?l90404 

PlXXiE’ID : 800-283-7866 

510(k) ND: -3425 
H13NE m : 410-392-7213 

510(k) 1uD: KO03571 

ETamE m : 410-392-7241 SEDExxSIa?MADE: l2-FEB-2cnl 
510(k) SupltrpLRy Am FXM FDA 

510(k) Ex): wO3669 DEVICE:RiPF!AIIWGEFREEUlEKIT 
HENEm:310-449-l399 SEDFXXSICIVMADE: Ol-FEB-2001 

510(k) m: KO03671 
HIXUEND: 310-449-1399 

510(k) NX KCXMOl9 
pk!KNEENo: 310-449-1399 

DEVICEi:A6iI~ 
SEiDECISICNM7+DE: l5-FEB-2001 
510(k) S'm!mmW 

DEvIakTlaeaRE,~TENs~2 
SEDEcr.SIcN~:14--2001 
510(k) SWb!AKY A-WIABLE FIXM FDA 

SE DECISICN MADE: 22-FEB-2001 
510(k) sm!m5W 

DEvIc3z:ADAPTEmwImx-4LaTIm 
SE DEXXSICN HADE: 07-FEB-2001 
510(k) SMdARY AVAIINXE IX24 rmb 

DEVICE: CZIIUINS ~XXLCWFIBERDINXtZRS 
SEDEmS1~MADE:01-mB-2cQ1 
510(k) SCMWX Am JXM FDA 

510(k) tmamm?r 

DEVICE:LAWDAIl4MWE~KtT 
SEDXZSICNMiDE: Ol-FEB-2001 

510(k) BmImmr 

DEVIC%ANAEIAD IIGNXTICTBSTXIT 
SEDECISI~M?iDE:15-FE%2001 

510(k) STmImWT 
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'IREBINDIIGSI!tE,LTD. 510(k) mz KO10148 
RI!lNzJAYHGELLi.R PwiE~m:310-449-l399 
wEsTlmER.solm4ooo 
2425WESfbME'IcmLEVZGD 
SANTAmcA, ca90404 

mEwEsmlMocRp. 510(k) PJD: KO02896 
ATnkt%xEvENwARrIER Pmam:603-775-7300 
lHMPlmRD.,#302 
ExErER,NH03B33-48)7 

m- -a 510(k) No: KOO4048 
azmcmr-cLAIM(5oMI~oRLEss) 

ATIM F.W. RZREUA pH3NEtK):603-472-6600 
360 KmE 101 
BEDFCFQNBo3llo 

-AMERICA, INC. 510(k) mz KO10267 
~DMUZLJMANELU PI-KNEi ID : 202-261-1040 
2OOOMSTREET(SUI?E700) 
wMINXN,DC20036 

DEVICE:ENAXREENEIAKIT 
SEDECISICNMhDE: 23-FEB-2001 

510(k) ix.Rmmr 

DEVIC%ACl'ICXRl!FQ?+MDRESSING,AIGISITEM ciTlumMmINATEDREssm 
SEDEtzIsIcN~: 21-FEB-2001 
510(k) SUMRRY AVAlUBIE FI0¶ l?DA 

SEDECISI~MADE: 06-FEB-2001 
510(k) RMAEU AVAIMEEE F1113M FDA 

DEvIc33: PAtFIQuE EslELITE LV CLEM 
SEDECISI(3NMADE: 27-FES-2001 
510(k) SU%%FtY AVAITXKE m FDA 

tlnmE~~sY~,GMBH 510(k) 1uD: I(003936 DEvIcz: -c iscaN, PAKEW4IC~,wHIAs,WIDEAREAscaMuIluG 
ATlml?ImIAN- RKNEfJo:Oll49 893217583OSEDEYZIS1CNMADE:1001 
mIV6 
-, 

9ltxALa- SYm, =10(k) ND: KOO2045 
iU?IRmJctARK F'EKNE au0 : -221-2236 
4806E?!s!- 
MADISCN, WI 53716 

TREKD~CSYSTJ%&INC. 510(k) ND: KLx)3834 
zsrlm-c!~ PKNEID: 800-216-9036 
292% cXEMENS RD., SOITE 1-K 
wEsnAKE, cn 44145 

TREKDIXXxSTIC!SYSTfM$INC. 510(k) ND: KCC3S6S 
mtN:cyNwAcI(MIpp pHluEm:&ZIO-2X-9036 
29299 - RD., SUITE 1-K 
-, cf3 44145 

Wm. Em. 510(k) m: KCM3470 
mMARKn E3-xw IUD : 202452-7949 
1776 K SlREET N.W. 
surrE800 
wA5NmXN, DC 2OCO6-2365 

510(k) m Am FT0f FDA 

DEvICEzWmiRl?cmm~a?sySTEM~~~sIs 
SEDECIS1mMADE:16-FEB-2001 
510(k) SSPFPSKY AVAIUBUZ FRX l?DA 

DEvIcxl: sIElcs= m -ITI?cNALANrIMIma 
SEDECISICN~: 23-FEB-2001 
510(k) S&MRY AVAILAPU FIXX l?DA 

DEvIa: SENSITIRE SUSCEPTIBILITY &umsADDITI~AIvmMTcw=BIcs 
SEDECIBICNMADE: 27-FEB-2001 
510(k) SwMEtY AVAILABU = mA 

DEiVICX:EBSSERIES'IABL!XTtX AuICCLAvE,~~2540m3870 
SEDECISICNMADE: 20-FEB-2001 

510(k) SUMMY AVAILXXE FEIDM RXi 
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1776 K STRE@T, N.W. 
f3LJrm800 
-, Ix 2cm6-7910 

mw, INC. 
A!tlNZMARKUSRGEE 
505 WEST 10200 sa.?rH 
i9arIHJoRDAN,ur84065 

UmaDcmtP. 

31cnHANszNti 
PAmAL!Lo,cA94304-1129 

VASCULAR-, INC. 
mlN:Jl?ANM~ 
1830-m 
SAN a.lWE, Ca 95X2-4226 

-, INC. 
ATIN:= z.KxalmGAN 
46107 IANORG PKWY. 
FREM=IJT, al94538 

VImma -, INC. 
ATIN:- LEMY 
2OOIasnRcxDR. 
WIum?am,MAo1887 

VIZTEK, INC. 
zxeIN:mIp c3mIN 
6491KWETPSAVE. 
-, FL 32217 

510(k) Mh K993856 
PHmE 1JD : 202-452-7949 

510(k) m: Koo3383 
PIXNE ND : 800-552-5512 

510(k) m KOlCXB8 
Fl-KNEi IW : 781-762-2090 

510(k) No: x003636 
PHBJEm:65&424-6990 

510(k) m KO03719 
PKNE m : 408-392-7437 

510(k) to MD02583 
HIXUE Ia3 : 510-492-4930 

510(k) ND: KOO3510 
PKNE m : 978-933-loclo 

510(k) mz KOO3607 
pH=NE m : 904-733-3656 

~MEDICAL~ 1, INC.510(k) m: I(003684 
Z'QTNtOCWDCNAWXZ pI!mlE Iv3 : 9x-733-6870 
3941JST., SUITE 354 
-,a95819 

DEVICE: D ELEcmmIc! AUIWWl& lCDELi3 E, EA, EK, Em, m 
SEDFmS1cNM7+DEi:09-FEB-2001 

510(k) SUMRY AVAIUEIE l?XX4 FDA 

DEvIa: PAIMLIGHT 
SEDExxs1mM?m: 06-FEB-2001 
510(k) SIXmBa! 

DEwIc!E:MJlm~mmcR~~I~AID 
SEDEcISI~MADEt: Ol-FEB-2001 
510(k) SDhMF!Y Am FXM FDA 

mvIcs:Fcm!7xL~sIm 
SEDEcISIcNmDEi: 02-Em-2001 
510(k) +BMRY A- FXM lTU 

DEVICE:WLSWLAR--DEVICE 
SEDEcIs1mMADEi:28-Fm-2uO1 
510(k) SUMZbRYAm F'XM lTXi 

DJwIc3:ToNA(TRmsuRFMFIA IwEzxE) oFFIca3 SYm 
SEiDECISICNMADEi: l.3-FEB-2oo1 
510(k) SLMARY Am FFKX FDA 

DsnIa:-~sTEMwIM~, 2xmLIT3500 
SEDECISICBJMADE: l2-FEE&2001 
510(k) SUMRY Am )XM FDA 

DEiVI~:CXVYX-RAD TlELEMmIcINEP~ 
sEDECISIcNMDE:15-FEB-2001 
510(k) !.XBMRY AVAIIABU FXM FDA 

DEmcz:PlmaLsSIvENEB,~pN-2001 
SEDECISICNMADE: 23-J?EB-2001 
510(k) SDMMY Am ?mX l!DA 



SUBMITTERAWRESS Li2nINsmwRH-~ 05-mR-2001 
FuRFINALDElcIsIcNs~ 

VW 510(K) 
DDRIm~IMEmo1-FEB-2001 

sUMMMES CR 510(K) m 
!mFam2&FEb2001 -CT= 29 

W&HD~EURMXX~ 
m-m 
IGNAZGUSERSTR.53 
A-5111 
-, 

W.L. oc%IE & -,I= 
A!lT&R.IARRYPFXT 
375OmsrKrLTIEIN. 
?mTaxmF,Az86002-o9oo 

WmrERIJxENz~I~,INc. 
mIN:srEvFI BETmImm 
1520 TRRDEKW DR. 
-, FL 32218 

m. 22, AT&w 37, Iiuw 266 
EUTEHIRD. 

ND. 22, ALLAY 37, LANE 266 
FUTEEIIRD. 
=-cHM, -, 

WEBB IasEmai II, INC. 
ATTN:i?TmvEN~~ 
l241czaEsmRw 
B, PA 19147 

WE!ZlUMBI~ICAL,INC. 
mlN:srEvE aaRTIER 
cwHJQmmm.~302 
ExErER,NHo3833 

510(k) 1u[): -2469 DEvIa3: IMpLANlMED SI-95 115 (m&l30 V) AND SI-95 230 (220-240 V) 
PIXNEND: 011436 27462360 SEDECIBI~TMDE: 07-FEB-2001 

510(k) NX KO10228 
FtKNEim:800-528-1866 

510(k) 1uo: KOO3664 
PHXE No : 358 226 78111 

510(k) ND: KOO3668 
H3XE IKI : 358 226 781l.l 

510(k) I0 ~002083 
pIx.xw m : 904-741-44ccl 

510(k) m I<002219 
PHIE ND ~886 269 43184 

510(k) Ex): KOO2227 
EHX!3 ND : 886 269 43184 

510(k) m KOO3773 
E'H3E Ni) : 215-336-5570 

510(k) m I(002466 
PIENE Im : 603-775-7300 

510(k) STXmmaY 

DEVICE: GiIm-!cEx DIi?mEm PLusBI~rn~ 
sEDEcIB1mMADE:21-FEB-2001 
510(k) SUMARY AVAIUEXE FfU4 rmA 

DEvIa3:DELmANExxwmL IKr KIT, MmEL m5-110 
BEDExmIavmDE:14-FEB-2001 
510(k) BUMRY AXUL?SIE FFuN mA 

DEVIcX:AUmEUTANEtXAlm lRTKIT,lcDELBoo5-112 
BEDEcIs1mz4?m: l2--2001 
510(k) BtMdARY AVAILXXE Fwm lQ?i 

DEvIm: ILRENZ ~DI~SYSIEM 
SEDEXXBICNMADE: l2-FE&2001 
510(k) SUM?G?Y Am m mA 

DEvIa3:wmDYsELF-ADHEsIvE~m~ 
sEDEcIs1mM?iDEz: 02--2001 

510(k) tmcm@m 

510(k) Sm!mmr 

DEVIC!E:CLE7NBCPAPE 
sEDExxs1cNmDE: 02--2001 
510(k) imxm!mr 

DEVIE: BIaTmxr CmlEaITE DRESSIX 
sEDEcIs1cNMADEi:16-FEB-2001 
510(k) BUMARY Am m&X FDA 



suE@rnm-LI~IilcwcDRH~ 
lKRFIWLDEEISICNS~ 

m (SE) 510(K) m CR 510(K) - 054x&2001 
DDRImTHEPEmcno1-FEB-2001 lT%axH28--2001 FE?=30 

wf3sm?NsY~-, INC. 
Rrm LINDA Dz!A7Is-o’IEARy 
26OS.ICSRBESAVEL SE106 
PAsmEN?i, ca9llOl 

WRIGmBfEm~ TMMuoBL)Gy, INC. 
A!rm:EHABMEsaIL 
5677 AIEUJNE IiD. 
ARLnmm,lN38002 

zm, INC. 
ATm:IaREN CYIN 
P.O. Kx'708 
,-, IN46581-0708 

zaLLm1cata%up. 
ATDkPAUL DIAS 
32 SEXXNDAVE. 
FuEuwlm,m01803 

510(k) ND: KOlO59 
Pf-KNE NJ : 626-57&7363 

510(k) ND: KOO4032 
pIJ;NE1uD:901-867-4732 

510(k) m K1110099 
Ff33E m : 732-225-3800 

510(k) E13: IQ03478 
Ff-mFd No : 219-372-4219 

510(k) m KO10257 
PHSE m : 781-229-4020 

DEma3: E$#zKls 
sEDlEIS1CNMADEi:27-FE3-2001 
510(k) StBMRY AVAILTBU FXM FDA 

DEiVICE:-AM)~ 
SEiDFCISICNMADE:15-FEB2OO1 
510(k) SLW?W Am EUN FDA 

DEVICE:-Z3K~ GcJIDmwm-m 
sFtDEcIsIcN~: ol-FE%2001 
510(k) sCM%RY Am FR% FaA 

DESIC.E:Tf4ICELGYZKTDWLM ~~~LAPGEHEAoraINERs,~63lO 
sEDEcIs1mMNx: 05-Em-2001 
510(k) EiLW%RY Am EFcM m 

DEma: zcKLMsERIEs 
sEDExxsIm~:28--2001 
510(k) i%WmEm 
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suE?mms4u3DHEssLI~m~PH~~ 

?XXFINALDEKXSICNSF8NERED 
VW 510(K) -CR 510(K) m 

DuFuxIMEPERIcDo1-Em-2001 
o!smF-2001 
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