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ABBIODISK 
ATTN: ANNE Bcxi&rsm 
DALA7lJGEN 10 
-, 

510(k) No: KO214-45 
PHONENO: 468 730 0760 

DEVICEf:ElESTCXFDI~EQRS.~ANDH.INFL;UENZAE 
SE DECISION MADE: 06-JUN-2002 > I .s, _I.- . . . . 1 ' i i 
510(k) STATmmT .., -.-'$ 

A-cs, INC. 
-lwoMlAMX 
3985 SORRENm VALLEY BLtt 
SANDIEGO, CA92121 

510(k) No: KO12701 
PHCNENO: 858-404-8238 

DEVICE:ULTEGRASYSTEMRAPID~ FuNc!rIoNASSAY - ASA (RPFA-ASA) 
SE DECISION MADE: 12-JUN-2002 
510(k) SUMMARY AVAILABLF: E!FXM FDA 

ADAC W 
ATIN: aIxiEEN mm 
540 ALDER DR. 
MILPITAS, m 95035 

510(k) NO: K021669 
EFDNENO: 408-468-3051 

DEVICE: PHYSICIAN'S DESKTOP REVIEW 
SE DECISICN MADE: 05-J-U&2002 
510(k) SUbNARY AWILMLiE FMX FDA 

ATTN:RAsHMI MXA 
65OlwINDclREsT DRIVE SUITF, 100 
E'LBD, TX 75024 

ADWNCED NEum+mmIm i?xx'FW 510(k) No: KO21518 DEVICZ:PAINXZ 
SE DECISIW MADE: 06-JUN-2002 
510(k) Sm 

ti’m : 972-309-8055 

510(k) No: KO21008 
EFfoNEm: 310-831-4433 

510(k) W: KO12690 
PIDEW: 806-745-7718 

510(k) No: KO12697 
EWONENO: 806-745-7718 

510(k) ND: K021423 
PHNENO: 858-513-3888 

510(k) No: K.012623 
ETDNENO: 480-763-5300 

510(k) No: K012645 
PIDNENO: 480-763-5300 

AD~~PAEDIcmLmIoNs 
A!I'IN:PAUL DCNR 
333 WEST 6TH ST., SUI'I!Ei 202 
SAN PEDFs-3, CA 90731 

ADvENm1CAL 
ATIN:MAEKwAllmNA 
1001- HWY. 
LUBBXK, TX 79404 

ADvENMEDIcxJ 
ATTN:MARKwALDANA 
1001 SLATON EJWY. 
LUBBOCK, TX 79404 

ALFASCIENTIFICDESIGNS, INC. 
ATm:N?!JsHu WANG 
12330 m DRIVE 
ECMY, CR 92064 

AlxaNCEMEDICALocIRe. 
ATIN:Dm SELW 
10232 SOU'IH 51ST ST. 
PEDENIX, AZ 85044 

ALLIANCEMEDICALaxRP. 
ATTN:m SELI 
10232 SIIU'IH 51ST. STREIZT 
PHOENIX, AZ 85044 

D~~:~~O~P~IC~L~IGNS~CMlIL 
SE DEX!ISIcp\J MADE: 20-JUN-2002 
510(k) m AWILABLE lXM FDA 

DEVICE:AMI REPFmEsSEDMULTIpLF,~IPAppLpERs(~-~~) 
SE DECISION MADE: 26-JUN-2002 
510(k) SUHMW AVAILMLE FIMM EDA 

DEVICE:REPRfXESSEDUSEO,DISKXW3LECUITERS, STAPIERS AND APPLIERS 
SE DECISION MADE: 26-JON-2002 
510(k) SOMARY Am FfMM FDA 

DEVICE:INSTANT-VIEWFEiC!ALCCCULT~RAFlDTEST 
SE DECISICN MADE: 17dJN-2002 
510(k) SUbNARY AVAILXW FNM FDA 

DEVICE:REPFUXESSEOEXTERN& FIXATICNDEVICE 
SE DECISION MADE: 24dUN-2002 
510(k) SuMMARy Am FIMM FDA 

DEVJXE:REPRfXESSEDEBI EXTERNALFIXATICNDEVICES 
SE DECISION MADE: 24-JON-2002 
510(k) SUbNARY AVAILABLF: FFXM FDA 
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AE'PLIEDBICXCEKH,INC. 
ATIN: STEVE m 
10237 ll?tANDERS CT. 
SAN DIEGO, CA 92121 

510(k) No: KO21785 DEVICE: SURE STEE'CX!IIDRw;SC!REXNTEST (DIPSTICK) 
PIXXIENO: 858-587-6771 SE DECISION MADE: 13JUN-2002 

510(k) SmTEHmT 

ARISIA LATIMX) INDUSTRIAL, LTD. P-510(k) No: KO21412 DEVICE:LATEX ExAmNATIoNGLmES,mERFmE,mLYMERoxcED 
ATnI:LINGASwARTA PHCNENO: 622 166 20201 195SE DECISICN MADE: 07-JUN-2002 
128JALAN~KYAIBAJIMWMMAD 
MANSYUR 
JAKARTA-, 

ARm?INTL., INC. 510(k) No: KO21462 
ENSOR AND A- SYS'I!FiM, mELS IAB-O5830-F,IAB5840 
rnwILLIAMPi?&pIN 
9PL~sr. 
EvERErr, MA 02149 

ARRCW INrL., INC. 
ATI'N:WILLIAMG- 
24OOBEWWLTXRD. 
FWXDING, PA 19605 

mm. 
ORD, ldANDs 
ATTN:VALERIE DEFIFSTA-NG 
680 WQJEFOS AVE. 
-, CA 94085 

BAUsa3&LmEi, INC. 
ATIN:DENNIS POZZO 
3365 TREI3C.T. INDUiSTRIALBL~. 
ST. LOUIS, N 63122-6694 

BAxTERlifuaLTHcAREm). 
ATIN:AFaEN3 VImR 
550 N. BRAND EWD. 
cixmKwE, CA 91203-1900 

BlJ#mlRm-m. 
A!IlN:ARLENE VIEOR 
550 N. BRAND BLVD. 
GLENDAm, CA 91203-1900 

BAYERD I?GNmTICS~. 
ATTN:KEMWI'HTEDDS 
511 BENEDICT AVE 
-, NY 10591-5097 

F!HCZENO: 617-389-6400 

510(k) No: KO21567 
PHSNENO: 610-378-0131 

510(k) NO: KO21519 

PHCNENO: 408-736-0224 

510(k) NO: KO2164.Q 
PHCNENO: 636-226-3183 

510(k) NO: KO14088 
PKBJE NO : 818-507-5523 

510(k) No: KO20666 
PHCNENO: 818-507-5523 

510(k) No: KO21532 
PHCNENO: 914-524-2446 

510(k) m 

DEVICE:ARFUXINTRA-A(XtTICm(IAB) CMXETERWITHAFIBEROmICS 

SE DECISICN MADE: 06-JUN-2002 
510(k) SWMARY AVADXBIE FFKM FDA 

DEVICE:STIMUCATH omTINLKxTs~~SET,mUCrNuMBERAB-O5000 
SE DECISICN MADE: 19-JUN-2002 
510(k) SU&MRY Am FKM FDA 

DEVICE:~CXXMXXR, A~CABLE,FWT~L,lXXERC 

SE DECISI(XJ MADE: 06-JUN-2002 
510(k) SUMARY AVAILMXE FKM JX)A 

DEVICE:EihNSA?KIMEEXCXLLUSMI~ 
SE DECISION MADE: 19--JUN-2002 
510(k) SUMARY Am FFUX FDA 

DEVICE:DUI?K#E&~ 
SE DECISICN MADE: 07JUN-2002 
510(k) N&NARY Am FFGf EDA 

DEVICE:DUPUXECT EASY-PREPSYsTEMlML,2ML,5MLl 
SE DECISICN MADE: 24-JUN-2002 
510(k) SUMARY AVAILAXE FKM FDA 

DEVICF,:ADVIACENTAURANDAC!S:180 C-PEETIDECALIBRATOR 
SE DECISION MADE: 27-JUN-2002 
510(k) SUMARY AVAILMLE FKM FDA 
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BAYERDIMNQST ICScmP. 
ATI'N:KENNFMTEDDS 
511 BENEDICT AVE 
TARRYKm, NY 10591-5097 

BCI, INC. 
mIXXALDJALEXANDER 
N7 W22025 JCHNSfXi RcXD 
WA", WI 53186 

BlimMAN CWLTER, INC. 
ATIN:mEs COBA 
11800 SW 147TH AVENUE 
MIAMI, FL 33196-2500 

BExxMAN CnJLTER, INC. 
SYsm, MmEL 973243 
ATrN:BRTJcE B7lcmmD 

I 973244 

1000LAKEhAZELTIJYEDR. 
CIHASKA, MN 55318-1084 

510(k) No: KO21535 
PEKNENO: 914-524-2446 

510(k) No: KO20739 
pE%=NENo: 262-542-3100 

510(k) NC): KO21150 
PFDNENO: 305-380-4079 

510(k) No: K-021229 

PHCNENO: 952-368-1611 

~DICKIX~INFUSI~THEWG'Y 510(k) No: K.020834 
TRraxmm: BD ~A~SHIELDEDlNIRCDUCZX%BDI 
AlrlmtiIE vital 
9450 SCUTB STATE ST. 
SANDY, UT 84070 

BIO-UZGICSYSTEMSOORP. 
ATINz~EBRUJYNER 
ONE BIO-LOXC PLAZA 
MUNDELEIN, IL 60060-3700 

BIOLITJZ, INC. 
ATTNzJONATHANSKAHAN 
555 THlmmxm ST., NW 
v, DC 2ooo4-5910 

BIQMFTQWHX'EDICS, , INC. 
ATIN:PAlmcIAsBEREs 
P.O. BX 587 
-, IN 46581-0587 

BICME!I'~DICS, , INC. 
ATIN:PATRICIA SANDmBEREs 
P.O. BOX 587 
bliWSAW, IN 46581-0587 

PKNENO: 801-56512504 

510(k) No: KO21801 
PHCNENO: 847-949-5200 

510(k) W: KO20835 
PiXXWNO: 202-637-5794 

510(k) No: KO13790 
PHCNENO: 219-267-6639 

510(k) m: KO21799 
PEKUENO: 574-267-6639 

DEVICE:ADVIACANTAURANDACS:18OINSULINCALIBR?iTOR 
SE DEC!ISIa MADE: 27-JUN-2002 
510(k) SWQRY AVAILABLE m FDA 

DEVICE: BCI 3178PEDIATRICl?ULSEOXIMEZRYSENSOR 
SE DECISION MADE: 03dUN-2002 
510(k) SUMARY Am FFUX FDA 

DEVICE:ClXGTERCEUPREP 
SE DECISION MADE: U-JUN-2002 
510(k) SUMMAFU AVAILABLE FFUX EDA 

SE DECISICX'i MADE: 28-JUN-2002 
510(k) SU&MRY AD FRW FDA 

DEVICZ:BDW PRECISICX? INI'FWUCER; BD m-N PRECISION IN 

SE DECISICN MADE: l2-JUN-2002 
510(k) SWdARY AVAIIABU FXM EDA 

DEVICE: BIO=-IXGICABAERCUBWITH m QAFt6(ABRFuNCT1CNs 
SE DECISICN M?iDE: 27dUN-2002 
510(k) St&MARY AUULABIE FlXM FDA 

DEVICE: CEML?iS DlO-60 810NM DIODE L&SEX?, MXEUERXAS DI+60 
SE DECISICN MADE: 12dJN-2002 
510(k) SLM!ARY AWGLABLZ = EDA 

DEVICE:CALCIGEN-SEXXEVOlDFILER 
SF, DECISION MADE: ll-JUN-2002 
510(k) SUMWRY AVAILABLF: FII(1M EDA 

DEVICE:CXMWJXD FEMXALBEADRESURFINGDEVICE 
SE DEXXSIckiT MADE: 26dUN-2002 
510(k) SUbMARY Am FRX FDA 



l SUBMITIERADDRESSLISTING~CDRHSUBSTMTIALLY 

BIaMGT,INC. 
ATTN:SARABSBULTZ 
56 EMT BELL DR. 
PMSAW, IN 46581-0587 

BIm,INC. 
ATI'N:DALEiNETBINKLEY 
P.O. Box 587 
-, IN 46581-0587 

BICMECT,INC. 
mDAWNETBINKLY 
P.O. BOX 587 
WARSAW, IN 46581-0587 

BIC.W?I',INC. 
ATIN:SARABSHULTZ 
56EASTBECLDRIVE 
PO BOX 587 
V?ARSAW, IN 46581-0587 

BICNQSTICS, INC. 
m:KATBY sToRRo 
7JAcuxmRmD 
DEVENS, MA 01432 

BIONOSTICS, INC. 
ATTN:KATHY sm 
7JAmm 
DEVENS, MA 01432 

BIONXlWL?NIS,LTD. 
ATTN:TuIJA ANNAL 
P.O. mx 3 
S 6-8L 
-, 

BIO-, INC. 
LLOFACIAL SURGERY 
ATTJ!?:C!?iWGEJCNES 
6911 MEIXESE AYE. 
ms zaNGmE3, CA 90038 

BIOWI'E V 
ATTNtJEFFREYRDm 
11030 .R3sEux ST. 
SAN DIEGO, CA 92121 

510(k) No: KO21260 
PH@lENO: 574-267-6639 

510(k) IW: KO21559 
PHONE NO : 219-267-6639 

510(k) m: KO21621 
FTXNENO: 219-267-6639 

510(k) No: KO21832 
PKNENO: 574-267-6639 

510(k) No: KO21924 
EsloNENO: 978-772-7070 

510(k) No: KO21930 
FTDE NO : 978-772-7070 

510(k) No: KO20056 
FFKNENO: 358 331 65600 

510(k) No: KO21684 

FTXNENO: 323-549-9500 

510(k) No: K014247 
PIDIENO: 858-455-4808 

05-JUb2002 
P-5 

DEVICF,:REDUC!EDSIZE~ i?tALl SYSTEM 
SE DECISION MADE: 05dUN-2002 
510(k) SUW?iRY Am = FDA 

DEVICE: ASCENTAI&POLYPSTIBIALBEARIWS 
SE DECISION MADE: 05dJN-2002 
510(k) SUMARY Am = FDA 

DEVICE:FIXED~UNICCMKNWT 
SE DECISION MADE: 05-JUN-2002 
510(k) SUMMARY Am FHN FDA 

DEVICW~RE~NO-PROFILELACIOSORB L-15ScREw&V 
SE DECISICN MADE: 26-JUN-2002 

510(k) SUMMY Am = FDA 

DEVICE:MEDICAEA+SY~ MT-L 
SE DECISICN MADE: 24-JUN-2002 
510(k) SUMdARY Am = FDA 

DEVICE:MEDIcAEASYQCBTxxxlG?!S/~ LYTEcmTmL 
SE DECISION MADE: 25=JUN-2002 
510(k) SWMRY Am FICM FDA 

DEVICE:DUET~ANCHOR 
SE DECISICN MADE: 26-JUN-2002 

510(k) SUWARY AWJLABLE M FDA 

SE DECISION MADE: 26-JUN-2002 
510(k) SUMARY Am = FDA 

DEVICE: TRIAGF, DRUGS OF ABUSE PANEL PLUS PPX, =EL m 92002 
SE DECISICN MADE: 03JuN-2002 
510(k) SUbMARY Avi4ILABLF: = FDA 
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BIUIRXIK,INC. 
ATIN:m BFRJMBKUGB 
6024JEANRD. 
LAKE OSWEEO, OR 970354369 

BLUE SKY BIO 
ATIN: ALBERT ZIcKMhNN 
5455 N. SHERIDAN FUXD 
#3608 
cIHIC?!GO, IL 60640 

WS'ION SCIENTIFIC OZRP. 
A!ITN: J-ENNIFER RIllxal 
aJEBoslmSC~IcPL. 
NATICK, MA 01760-1537 

BosroN SCIENTIFIC, Yt!mmT 
m:JAMEs - 
47900 BAYSIDE PARKWAY 
FRINXTC, CA 94538 

c%MlRmICs,Lrn. 
ATIN:scxYITJpEAsE 
9OOMLtWCRIDGEDRIVE 
BARTLmD, WI 53029 

cIaNDELA cx)IIp. 
A!lTN:- NELSCN 
530 BxIoN Km RD. 
WAYIAND, MA 01778 

m SCIENTIFIC 
ATIN: MAuFum OmN 
21wlwxmN TlimAcx 
=-, 

510(k) NO: KO20821 
PIXIENO: 888-345-0374 

510(k) No: K021833 
pIHmElN0: 773-769-2622 

510(k) No: KO21721 
PHONENO: 508-652-5972 

510(k) No: K021494 
PHCNENO: 510-440-7836 

510(k) No: KO20860 
PI-mENo: 498 999 15680 

510(k) No: KO13032 
PE-KXIENO: 262-367-0700 

510(k) No: KO20958 
PIDENO: 508-358-7637 

510(k) No: K021484 
PHONENO: 643 355 5598 

c!mmNMEmCALl ~ImammIEs, INC. 510(k) No: KO21160 
ATTNZKARENE~ PIXIBENO: 651-762-2146 
1290 - RD. 
ST. PAUL, MN 55110 

DEVICE:socKlT(SINUS czoFmmms UTILITY XnL), mEL 335 117 
SE DECISI~ MADE: 03-JUN-2002 
510(k) iXM!ARY AD M FDA 

DEVICE: MODIFICATICN?OBLUESKYDENTALIMPLANTSYSTEM 
SE DECISION MADE: lO-JUN-2002 

510(k) SUMSMY AVAIL?GU FXM FDA 

DEVIC33:E&up;LIZEEtB?GLCON~ 
SE.DEcISI(%T MADE: 20-JUJY-2002 
510(k) SUbMARY AVAILMLE = FDA 

DEVICE: GDCFWAEEISUPPLY, bDDlX,GDc-sU'PF%Y: 451007-4 
SE DECISION MADE: 06-JUN-2002 
510(k) SUNMZ AVAILWLE FRX FDA 

DEVICE:M3(MI~MOLTILEAF~LL~) 
SE DECISION MADE: 06JuN-2002 
510(k) SOMAW AVAILABU FFXX FDA 

DEvIcE:PHYsIoLa, SERIES95000 
SE DECISICN MADE: 04-JUN-2002 
510(k) SWNAKY AVAIiXXE F.FUX ??DA 

DEVICE:CWDELACBEMPULSEDDYELASERSYSTEM 
SE DECISICN MADE: 21-JDN-2002 
510(k) SUbWRY AVAILABLF: FIMM FDA 

DEVICE:HEMXUJBINAlC!CJXRJL 
SE DECISION MADE: 14-JUN-2002 
510(k) SD&MARY Am FRX FDA 

DEVICE:DERMMATRIxSURGICZXLMEW 
SE DECISIGN MADE: 12-JUW2002 
510(k) SUM@RY AVAILABLE: FRM FDA 





cTXMEDa3Re. 
mIRADDUESLTiR 
525 FRENCZI RD. 
UTICA, NY 13502 

510(k) No: K021299 
IFKNE NO : 315-624-3072 

CIONVATM; A DMSION OF E.R. -510(k) No: KO13814 
A!ITN:D=OS IM3oNIEuS PHCNENO: 908-904-2537 
200 w PARK DR. 
S2ULLWN, NJ 08558 

~BIGZECH,INC. 510(k) 1\w3: KO10952 
ATTN:MARK BLEYER PHclNENO: 765-497-3355 
3055 KENT AVE. 
WEST LAEWETE, IN 47906-1076 

OcIPIcxmlm mm., INC. 510(k) No: K021743 

ATINiJANNAPmxm PKNENO: 775-342-2612 
198 AVENUE DE LA D'm 
SPARKS, NV 89434-9550 

axD1scmP. 510(k) No: K021345 
NT Cl7 i5iLAKN -018" DELIVERY SYSTEM 
ATTN:KAREN WILK PJrnNENo: 908-412-7446 
7mERHCRNDRIVE 
-, NJ 07059 

cmDIScmP. 510(k) NO: K021593 
ATTN: STEPBENMENOS PHXE No : 786-313-2402 
14201 N.W. 6oTH AVE. 
MIAMI Lz4KEs, FL 33014 

& GFuXJP I$XIFI AMERICA, LLC. 510(k) No: KO20776 
ATINzTI%HASEFERARI PHONE NO : 518-792-2258 
181 DIXION m 
(gEmmum,, NY 12804 

DADE-, , INC. 
- (2-64 uG/ML) 
ATIN:MAUREEN MENDE 
1584 -SE BLVD 
WEST SAm, CA 95691 

510(k) m: KO20410 

PHONENO: 916-374-3174 

DADE-, INC. 
ATIN:REBEcmsAYAsH 
P.O. BOX 6101 
NlZNARK, DE 19714 

510(k) No: KO20979 
PHCNENO: 302-631-6276 

DEVICE:o[3NMEDBEATWAVE m-E 
SE DECISICZI MADE: 26-JUN-2002 
510(k) ixwmmm 

DEWIC!E:~ ANTIMIC%OBIAL\iJwNDDRESSING 
SE DECISIckJ MADE: 21-JUN-2002 
510(k) SU&HARY AvAILABLFl = EDA 

DEVICE: SURGISIS GUIDED TISSUE REmmRAT1mMATRIX 
SE DECISION MADE: 10-JUN-2002 
510(k) SUhHARY Am = FDA 

DEVICE: (MULTIPLELABELS) mER-FREEPOLY-VINYLEXAMGLQVES, COmRz Y 

SE DECISION MADE: 10-JUN-2002 
510(k) = AVAILABLF, = FDA 

SE DECISI~ MADE: 28-JUN-2002 
510(k) SU&%GRY Am = FDA 

DEVICF,: Kl3IFICATIcEJTOENWYANDVISTABFUTETIP 
SE DECPSION MADE: l3-JUN-2002 
510(k) m Am FRZ%i FDA 

DEWIC!E:-JiiYGIENIC! mU=WITHDENTQ%NFILAMENTS 
SE DECISION MADE: 03dUN-2002 
510(k) SU&ZGGZ Am FRZZ-f FDA 

DEVICE:MI~ RAPID/sPLJJsGRAM-mIvEMIc/mpANELsWImm 

SE DECISION MADE: ll-JUN-2002 
510(k) m AVAZAE&E F!fUZf FDA 

D~CE:SYSMEXA~ aJmJmrI~AMsLYzER,mEL#CA-7ooo 
SE DECISICN MZQE: 27--JUN-2002 
510(k) = Am FRaM FDA 
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DADEBEHRIW,INC. 
mWME%UMWX 
RT. 896, GIAsCm BLDG. 500 
NEWARK, DE 19714 

DADEBEXRlX,INC. 
ATTNzDONNAAWLF 
514 GE DRIVE 
NEWARK, DE 19702 

DADEMIcXXXAN,INC. 
ATINzCYNTHIAvANDuKER 
1584 ENEWRISE BLVD. 
WEST -, CA 95691 

DADEMICFUXCAN,INC. 
ATTN:CYNTRIAWiNDUKER 
1584EzmmmISEBLvD. 
WEST sAc1RAMENT0, CA 95691 

DADEMICRXCAN, INC. 

ATTNzCYNTHIAVANDUKER 
1584 ENTEmRIsE BLVD. 
WESI SA-, CA 95691 

DADEMICRXRN, INC. 

~CZNIHIAVANDUKER 
1584 ENTERPRISE BLVD. 
WEST SACBAMEND, CA 95691 

DADEMICtRXCAN,INC. 

ATTN:CXNTHIAWiNDUKEiR 
1584 -SE BLVD. 
WEST SAD, CA 95691 

DADEMICRXCAN, INC. 
ATIsT:CYNTHIAVANDUKFiR 
1584 ENTERPRISE BLVD. 
WEST SA-, CA 95691 

DADEMICWSCAN, INC. 

AflXWCYNCHIAVANDUKER 
1584 ESVTERPRISE BLVD. 
WEST SA-, CA 95691 

510(k) No: KO20980 
PHCNENO: 302-631-9798 

510(k) No: KO21381 
PJmNENQ: 302-631-0384 

510(k) No: KO20938 
ETDNENO: 9X-374-3105 

510(k) No: KO21018 
PHONENO: 9X-374-3105 

510(k) No: KO21078 

F)KsxmENB: 916-374-3105 

510(k) No: KO21110 

pi!!DNEI\x3: 916-374-3105 

510(k) No: KO21111 

PHCNENO: 916-374-3105 

510(k) No: KO21169 
PHONENO: 916-374-3105 

510(k) r%J: KO21181 

PHCNENO: 9X-374-3105 

DEVICE:DIMENSIONTPS7iC%LIBRAT0R, mEL #Fc459 
SE DECISI(X MADE: 21-JUN-2002 
510(k) SUMMU?Y A- = FDA 

DEiVICE:~IFIC!WI~T0N/T~CXXIRCU SLl& 2 
SE DECISICX MADE: lOdUN- 
510(k) SUMMARY AVAILJWE FR% FDA 

DEVICE:MICZRXCAN MIcxnsmEPPLUSPANEGMEEiopENEN 
SE DECISION MADE: 03dJN-2002 
510(k) SUWAKY Am I FDA 

DEVICE: MI- MIc.mSTmPPLusPANEL-~~L 
SE DECISION MADE: ll-JUN-2002 
510(k) SUhWAW Am FXEd FDA 

DEVICE:MICRXC%N MICRXTREPPLUSPANELNEiWAWTIMI~BIAL-EWIHRXYCIN 

SE DECISION MADE: 06-JUN-2002 
510(k) SUMWiRY AVAILABLE FRX FDA 

DEVICE:MICRXCAN MIcxmREPmsPANELNEwANTIMI~~~CNE 

SE DECISION MADE: 06d=UN-2002 
510(k) SUMMARY AVAILWLE FRX FDA 

DEVICE:MICRXC%N MICxmmEPPLusPANELNEwAmIMIc!RJBIAL-~ 

SE DEXZISIGN MADE: 06JUN-2002 
510(k) SUW?iRY Am FW%f FDA 

DEVICE:MI~ PLuSPANEL,AzI~CIN 
SE DECISIckJ MADE: 06-JUN-2002 
510(k) SuMMlRy Am ERXf FDA 

DEVICE:MICRCSC%N MICX0STREPPLUSPANELNEwANTICEQB~ WCIN 

SE DEiC!ISIoN MADE: 17-JLIN-2002 
510(k) SUMMARY Am FRXd FDA 



l SUE?NITIERADDRESSLISTINFoRCD~SUBSTWTIALLY ) SUMMARIES ca 510(K) - 
E0RFINALDECISIONSREiNDEREDDURING TBRCUGH3OdUN-2002 

DADEMI-, INC. 
ATTNzCYNTHIAVANDUKEiR 
1584 EIWEPRISE BLVD. 
WEST -, CA 95691 

DADEMIC%QSCAN, INC. 
~CYNTHIAVANDUKER 
1584 -SE BLVD. 
WEST -, CA 95691 

DEFI-LLC 
LATIONPADS ( -ES) DDP-100; 
AIITN: GIN?aRAs VAISNYS 
12OOBWTWpoSTRQW 
SUITE 207 
GLJImxD, Cl?06437 

Dm-=EZ, INC. 
ATTN:Dm BECK 
1816 ammIAL vlImGE LN. 
-, PA 17601 

DEPWACRCNED 
ATIN: LISA GILMW 
325 PARAWUNC DR. 
-, MA 02767 

DEPUYACRCt@D 
ATTN:LISA GIL&l&N 
325 PARN0UNT DR. 
FWNH?!M, MA 02767 

A'ITN:AUDREY DANIEU 
2OODEBUSKLhNE 
EWELL, TN 37849 

DIAGNQSTICPW3DUCrrS0JRP. 
A'ITNzEDWARDMLEVINEi 
5700WEST 96THSI'. 
IDS AlaELEs, CA 90045 

EBI, L.P. 
A'ITN:PATRICIAM~ 
100 lNIERE?ACEpKwy. 
PARSIPPANY, NJ 07054-1079 

510(k) No: KO21184 
E'i33NE No : 916-374-3105 

510(k) No: KO21188 
PI-KHENO: 916-374-3105 

510(k) No: KO13896 
BATnmPAcKl2OOMAH;BA 
ETDNENO: 203-453-6654 

510(k) I0 KO21378 
EHONENO: 717-291-1161 

510(k) No: KO21879 
EFDNENO: 508-880-8287 

510(k) No: KO21880 
EFDNENO: 508-880-8287 

510(k) No: KO20753 
PIXINENO: 865-362-1373 

510(k) No: KO21257 
PIDE NO : 310-645-8200 

510(k) No: KO21695 
PmNE No : 973-299-9300 

05-2002 
Page 10 

DEVIC!E:MI~MI~ PLusPANELNEwANTIMIcmBIALaI 
SE DECISION MADE: 2O-JUN-2002 
510(k) SUMMWY AVAILABLE: m FDA 

DEVICE:MIcw3scANMICRWTREP PLUSPANELNEWANTIMImBI 
SE DECISION MADE: 06-JUN-2002 
510(k) SUMMARY AVAILABW FI0.f FDA 

DEVICE: SENTRYSEMIAU'I@S&TICEXTERN&DEFI~R;EXll%WLDEFIBRII 

SE DECISICN MADE: 19-JUN-2002 

510(k) SUMMARY AVAILABLE = mA 

DEVICE:~BDX~X-R?iY 
SE DECISICN MADE: 07-JUN-2002 
510(k) SUIWJRY Am FF0f FDA 

DEVICE:~SOVERCROSS ~R(ISOLASPIN?#LSYS~) 
SE DECISION MADE: 26-JUN-2002 
510(k) m Am m FDA 

DEVICfQCW%OVERCWSS~ (msMIAMrsPINESYt+YlJm) 
SE DECISICN MADE: 26=JUN-2002 
510(k) SUWARY AVAIL%U m EDA 

DEVICE:DEROYALSURGICAL,UMBILICUP 
SE DECISICN MADE: 13--JUN-2002 
510(k) Sm 

DEVICE:AtWLINEBLCYI', czATmxNuMBER:~I (2OTEsTs) 
SE DECISION MADE: 03-JUN-2002 
510(k) m Am m ??DA 

DEVJiCEi:EBIDYN?WIXDIAPBYSEAL cnmEc!rIrnSYSTEM 
SE DECISICN MADE: 2O-JUN-2002 
510(k) SUMMAW Am FI0f FDA 



,SUEWI~ADDRF,SSLISTING~c13RHsuBsTANTIALY 10(K) m CR 510(K) SD 
FQRFINALDECISIONSRENDEREDDURING -2002 THROUGH3O-JUN-2002 

05-JuL-2002 
Page 11 0 

ECIMEDICAL -IEs, INC. 
ATTN: - sAMARAPm1 
2 COCKRD. 
-, NOVA sc]oTIA, 

EMPI 
ATIN: SHEILA i!E2acN-m 
49 FTAIN &54nEET 
NOKiXW,MAO2760 

mmREoFmmPEDIc!s, INC. 
ATINzJCMNA D= 
98OOMEZCRICEWD. 
AUSTIN, TX 78758 

ENDIUS, INC. 
ATIN: CHRISTINE KUNTZ-NASSIF 
23WESTEtACX)NST. 
-, MA 02762 

-, INC. 
ATTN:EBEN c2oRDoN 
7STuDw 
IRVINE, CA 92618 

-TECTKNICScx>Rp. 
ATIN:MI~WpILI;EN 
125 JAMES WAY 
-, PA 18966-3877 

ESCAPE TEcHmmx, INC. 
ATrNzJAYcHOI 
1530 BFlAcH SW 
-, CA 90640 

EmIaxENllcL~, INC. 
ATrN:m mz 
4545 CREEKPD. 
CINC~I, OH 45242-2839 

-, INC. 
ATINzGARYJMILUR 
2320 N.W. 66TH CT. 
-, FL 32653 

FAXITRON X-RAY CmP. 
ATIN:SAMIRBPALIWAL 
225 IARKIN DR.,SUITE 1 
WHEELING, IL 60090 

510(k) No: KO21598 
PHONENO: 902 543 6665 

510(k) No: KO21100 
PHONENO: 508-643-0434 

510(k) No: KO20741 
EDNENO: 512-832-9500 

510(k) No: KO21748 
PHONENO: 508-643-0983 

510(k) No: KO21010 
PElC%lENO: 949-595-5424 

510(k) NL): KO20974 
p.IilcmNo: 215-355-9mo 

510(k) I\To: KO20588 
PSNENO: 323-720-3100 

510(k) No: KO20779 
PHCNENO: 513-337-8699 

510(k) T;R>: KO21715 
PEKNENO: 352-377-1140 

510(k) No: KO21113 
pIDlEN0: 303-450-4304 

DEVICE:EL&YYLITE isxNTmr1cmERE,DSuRG1CALGLovE 
SE DECISION MADE: 1O-JUN-2002 
510(k) SZRBBNT 

DEVICE:3OOPVcxlMpLETE~sY~ 
SE DECISION MADE: 18-JUN-2002 
510(k) SLBM?W AWULAEW FIMM FDA 

DEVICF,:UNI~YLARKNEZ 
SE DECISICN MADE: 04-JUN-2002 
510(k) SUMMMY AWiIUE?U FRX FDA 

DEXICE:EiNDIUSA!I!ASLt SYSTEM 
SE DECISION MADE: 26-J-L&2002 
510(k) iXMM?%Y Am FRZM FDA 

DENI~:~IFIED~IAC~~IB;L~S~,rm3ELS6TCSl&6TCSE 
SE DECISION MADE: 064UN-2002 
510(k) SUMlARY AVAILAEU FFQ! FDA 

DEVICE:BAPA-MEDACRYLIC~PLACE~C~ 
SE DECISION MADE: 2&JUN-2002 
510(k) SUbMARY Am FKM FDA 

DEVICE: X-l24AGE DIGITAL X-RAY SYSTEM 
SE DECISION MADE: U-JUN-2002 
510(k) siTMmmT 

DEVICE:~ANDENDoPATHLINEAR~~S~ 
SE DECISICN MADE: 05-JUN-2002 
510(k) SUMMARY Am = FDA 

DEVICE: CEMEXRX, CEMEX ISOFUSTIC6tCEMEXXL 
SE DECISION MADE: 12-JUN-2002 
510(k) SUMMARY AVAILAEU FKM FDA 

DEVICE:MM@0PZ+fItI 
SE DECISION MADE: 13-JUN-2002 
510(k) STwmENT 



SUBMI'ITERADDRESSLISIQTG~CDRESUBSZWTIALLY 10(K) SUMNARIES OR 510(K) m 
FWFINALDECISICNSlGNDEREDDURING -2002 TI3OUGH 3OdtJW2002 

FISCHER-m AUDICWGIC SYSZNS, 1510(k) No: KOl3977 
A!ITN: MI- L?oEFumm 
1257 WEST - I.TEidcm 
-, UT 84065 

.PlimE-No : 801-541-4017 

510(k) No: KO20279 
PHONEND: 801-262-3100 

510(k) No: KO21140 
PHONENO: 617-275-7481 

IOREXOORP. 
ATrN:IuxEFiT MALaw 
6132 ,SOU'IH 380 WEST, SUITE 200 
MURRAY, UT 84107-6988 

FoGsA INDUSTRIES, INC. 
ATTN:GmRIA KOLB 
580 HARRISON AVE., 
4THFLCm . 
BOSTON, MI 02118 

lmmmmwwmPITA.Lms 
ATm:ANDRE WEITH 
c/o PHARMANFT, INC. 
815 CZNNECTICTJI AVE NW STE 800 
WASHINGTW,DC20006 

FtmJRFJm1B;zISYSTEMS,INC. 
ATIWPATRICK JANIN 
504 l4tXXRMCK DR. 
(SIXiN BtJRNIE, MD 21061 

GFJ&fElxCALsm 
ATJ%T:LM?WAKRCGER 
3000 Nom cT2ANDvIEw BLVD. 
WAUKESHA, WI 53188 

GENXINTL., INC. 
ATIWM.ICHAELDCHXZfU 
393 EcluNDvIEw ROAD 
GL%UXRD, CT 06437 

GENZYME cxm. 
A!lTN:MAFa eRAY 
6ooAIRPoRTmAD 
FALL RIVER, MA 02720-4740 

il!EfFEaE* 
1777iAST BENRmrm RD 
-, NY 14623-31i3 

510(k) No: KO21109 
FHCHENO: 202-835-1346 

510(k) No: KO21030 
PH3lENO: 410-761-9411 

510(k) No: KO21016 
PHCXWIJ!?O: 262-544-3894 

510(k) No: KO20560 
PHONENO: 203-453-1700 

510(k) IW: KO21019 
PHCNENO: 508-677-6600 

510(k) m: KO20205 
PHONENO: 716-272-5274 

05-JUL-2002 
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DEVICIZECHO-SCREENT,TA,TD,TDA, Tt! 
SE DECISICN MADE: 14-JUN-2002 
510(k) SQMARY Am F FDA 

DEVICE:EOREX mRmRAT1cN,0mIM?i, SPINALSYSTm 
SE DECISIa MADE: 2OJUN-2002 
510(k) tZZJMRY Am Fw3M EDA 

DEVI~:EWSAEXPANDINGDCUBLEPIGIYAILWWY%?ALSIENT 
SE DECISICN MADE: 28-.JUN-2002 

510(k) SUbWiRY Am = FDA 

DEVICE:ESOP~~HEADS 
SE DECISICN MADE: 12-JTJN-2002 

510(k) SUMARY AvAILABI;F: FwaM FDA 

DEVICE:TITANIUM~~SCREW 
SE DECISIcf\T MADE: 25=-JUN-2002 
510(k) N&MARY Am FlMM FDA 

DEVICE: AMX-4PLUSMOBILEX-R?iY SYSTEM 
SE DECISION MADE: 17=dUN-2002 
510(k) SUMARY Am m FDA 

DEVICE:~BY<GEMD 
SE DECISION MADE: 19dUIG2002 
510(k) m 

DEVICE: "ocII?MNy" II, "SILKY" II EoLYDEK & TEVDEK II EOLYESTER SUTURE 
SE DEXJISICN MADE: l%JUN-2002 
510(k) SUWARY Am FfMM FDA 

D~~:CASTLF:~~ICACIDBIO~ICAI;~I~RKIT 
SE DECISION MADE: 24dUN-2002 
510(k) SUZWARY AVAILJWZ FHM FDA 



GLoF3a.D INIL., INC. 
ATINtJANNAPnmER 
198 AVENUE DE LA D'EMERXD 
SPARKS, NV 89434 

(xx=DBI~CXXE'. 
AlITNzVICIOR CHIOU 
38, 34'ItI RD. 
TAIamNGINDuSTRIAIJPARK 
TAmmNGCITY, 

GIaMsAMERIc1ANsuTuRE,, INC. 
ATl?NzANTlXXWJDIMEXURIO 
2225 DAKCYIA DRIVE 
-, WI 53024 

GRANITMEDICALINNOVWIONS 
ATTNZNACMILNAWtQ 
992 FIFTH AVE. 
NEWYORK, NY10028 

KS. WPITAL SERVICE S.R.L. 
AITN:LucIO lxQRacA 
10147 - PLACE 
Boca RATXV, FL 33428 

I3EZKm, INC. 
ATI'N:GLENNMTHIBAULT 
523 PARK EOINlY DR. 
COLDEN, 03 80401 

HORIZONS INTL. OSP. 
ATTN:RAFIC icaLEH 
287 - ST. 
FaKE, PR 00717 

lXWdEDIC?i osTEmIcs OORP. 
ATrN:m ARIcEma 
59 R?JuTE 17 
ALUDlDALE, NJ 07401-1677 

IXWb5iDICA osTEcNIcs oz?P. 
ATINzMUGARETF(XX+E 
59 RfluTE 17 
ALLENDAlE, NJ 07401-1677 

510(k) No: KO21353 
EHCNEiNo: 775-342-9550 

510(k) rJ0: KO20603 
E!licmNo: 886 4 23596873 

510(k) T\R3: KO21043 
EFmE NO : 262-375-0227 

510(k) No: KO20891 
PI-DIE NO : 212-772-7100 

510(k) IW: KO20987 
PI-Km No : 561-477-1671 

510(k) No: KO21605 
PXNE NO : 303-526-5085 

510(k) No: 3X021706 
E'IDENO: 787-842-4000 

510(k) m: KO20772 
PEKNE NO : 201-760-8187 

510(k) No: KO20830 
PHCNENO: 201-831-5580 

DEVICE:EUdDER-FREF,-VINYL Ex?NmmIm GLOVES, clmoR: WHITE 
SE DECISION WE: 06-d-W2002 
510(k) SWGRY AD FIMM EDA 

DEVICE:CREZK-HSSREACTIVE~ LITAzxm, cIlxmLm No. 1010 
SE DECISICN MADE: 13-JUN-2002 

510(k) SUMMA& AWULABlXFRtXFDA 

DEvIrn: GRAMS ABExmmm SuRGIcp;LGuTsu?zTRF:PLAIN&~c 
SE DECISION MADE: 21-JUN-2002 
510(k) SUMMARY AVAILABLF: EY0$ FDA 

DEVICE:NAKAOSNARE IIANDNAKWSNARE III 
SE DECISION MADE: 17-JUN-2002 
510(k) SUMMARY Am FFXXd FDA 

DEVICE: BMN "I" TYPE MARxwASPIRATI~NEmLE 
SE DECISION MADE: 25-JUN-2002 
510(k) SUMMARY AVAILXXE LilMM FDA 

DEVICE:MElXEM 
SE DECISICN MADE: 14=-JUN-2002 
510(k) Sm 

DEVICE:HoRIZCNSHYTBIOPSYFWCEPS 
SE DECISICN MADE: 21dUN-2002 
510(k) STATEMENT 

DEVICE:cIMM;AII SYSTEM 
SE DECISION MADE: 05dUN-2002 
510(k) SUbWARY AD FFUX FDA 

DEVICX:scx>RpIOINSETPATELLARoQMpcNENT 
SE DECISION MADE: 06dUN-2002 
510(k) SUWhRY Am FfiQM FDA 



SUENITIERADDF@SSLISTINGliQFtCDl?HSUBS!ZANI'~ 510(K) XNGRIES Gt 510(K) -S 
FDRF'INALDECISIONSREUDEBEDDURING -2002 Tmcxm3OJTJN-2002 

HZdMEiDICA oslEcNIcs 03Re. 
ATIN:KAREN ARvln4m 
59 IilYJTE 17 
AILEdDALE, NJ 07070-2584 

HYPERBARIC 7L!zcHmmIEs, lx!. 

ATTN:DAvE EBANEX 
3224 EKOVER AVE. 
NATImAL CITY, CA 91950 

HYPERICN, INC. 
ATIw:FwHAclmIbmsINGH 
14100 S.W. l36TH ST. 
MIAMI, EL 33186 

IcNPHcnONICSLm. 
ATTN:IANM31RTIMER 
uNITS1&2,EmLFwsYN 
DAFENPARC 
LLANEmI,czAmmmmSHIRE, 

mTEelNouxYLIMITED 
ATrN:LILY LI 
BLmK c, 9/F., msER ESTATE, 
PHASE1,41MANYuEsrlmEr 
-, 

IGELvIsIoNCaREmLm. 
DAILYWEAR,IGEL55UVMULTIFtXiAL 
ATTN:DEBBIE MCINTlRE 
2OlKlxG ARTHUR COURT 
TRACY, CA 95376 

ATTNz'IHCXGSMTSAKERIS 
16809 ERIARDALE I?l.xD 
-, MO 20855 

IMTEccoRe. 
ATIN: BFm VANCE 
2401NoRTHaxMERcx 
IlRD&mE, OK 73401 

lzccuITIvEm1CAL, 
ATIN:DAVlD CASAI; 
950 KIFER Ftcm 
-, CA 94087 

INC. 

510(k) No: K021744 
PHONENO: 201-831-5718 

510(k) No: KO11866 

PJiDNFlNO: 888-699-4325 

510(k) No: KO13213 
PEKEJENO: 305-238-3020 

510(k) No: KO20729 
FFKNENO: 441 554 755444 

510(k) No: K021252 
PIloNEm: 852 276 47873 

510(k) N6: KO20855 
(MEXHAFIUXNA)SOET 
PHCNENO: 209-6124130 

510(k) No: KO14018 
PHCNENO: 301-330-2076 

510(k) NO: K021586 
EKNEIW: 580-223-4456 

510(k) No: KO21036 
EsKxJE6Jo: 408-523-2113 

05-JUb2002 
Page 14 

DEVICE:T2 FEMtXALNiUL 
SE DECISICN MADE: 26dUN-2002 
510(k) SU?@@RY Am = EDA 

DEVICX:OXYHE$AL2OOOHypEIiBARICcHAMBER SERIEs,mDELoxYHEAL2OOOSER 

SE DEXISION MADE: 06-JUN-2002 
510(k) SUGSARY AUAIINXE F'XN FDA 

DEVICE:HYPERICNVISIQUANTANATESTKIT 
SE DECISICN MADE: 04-JUN-2002 
510(k) SU&NJRY Am FRX EDA 

DEVICE:NLITE SYSIEM,t0DlZLACO-1051 
SE DECISICN MADE: 04JUN-2002 

510(k) SUbNBY AVAIUBLZ = FDA 

DEVICE: BIxxw3-msuRE MlmcR 
SE DECISICN MADE: l7=JUN-2002 

510(k) m 

DEVICE:IGEL55UV(MhTHAF~A) SOFT(HYDRXHILIC)~CTIZNS~ 

SE DECISION MADE: 04-JUN-2002 
510(k) SUFNARY AVAILXXE F'RN FDA 

DEVICE:CHXESTEw31T-I1, 2, 3 
SE DECISICN MADE: 24-JUN-2002 
510(k) iXBN%RY Am FBX EDA 

DEVICE: SFXURERELINE/PICFUJP~ 
SE DECISION MADE: 14-JUN-2002 
510(k) STATEMENT 

DEVICE: INTUITIVE SUFGICALDAVINCI SUEGICAL SYSTE2$NJDELISlOOO 
SE DECISICN MADE: 26-JUN-2002 
510(k) %&%RRY AVAILXXE ERX FDA 



* ~ADDRESSLISTING?iOFtCDF?HsuBsasNTIAI;LY 10(K) - c91 510(K) m 
FORFIN&DECISIONS~EREDDURING 2002 T?&GUGH3O-JuN-2002 

INvAm CORP. 
ATIN:RAlTANN FATmm 
mINvAcAREwAY 
P.O. BOX 4028 
ELYRIA, OH 44036-2125 

ITAMAR MEDIC?& (C.M.) 1997 LTD. 
ATIN:GEKxa3HMYERS 
377 ROUTE 17 
HAS~HEIGHI'S,NJO7604 

ITLazRmRATIm,mLTD. 
ATINzWILGImlLmBBS 
41-45 !lmwANT STREET 
FYSBWICK, -ACT, 

510(k) No: KO21680 
PHW3 NO : 440-329-6000 

510(k) No: KO10156 
PiXBIEl NO : 201-727-1703 

510(k) NC): KO21017 
PHCNENO: 61 2 62808535 

J&J w BI- CZNTER 510(k) No: KO14183 
ATIN:DAVIDADALESSANDRO IEDNEiNO: 908-218-2041 
RT. 22 WEST, P.O. m 151 
l5ammLE, NJ 08876-0151 

J.MZRITAUSA, INC. 

%!NdEI'IRABAFRt, 
601 13111: STREET, N,We 
SUITE5OONom 
V,DC20005 

510(k) No: KO21372 

PIDNENO: 202-783-5070 

KAEUISTOWI ENIxIso3py-AMERIC!A, INC.510(k) No: KO21050 
A!LTNzJAMESALEF, EFKNFINO: 310-410-2769 
6ooaxmR?aEmINrE 
CuLm CITY, CA 90230-7600 

KAVO AMERICA 510(k) No: KO12308 
A!ITN:JCHN -lER EJIDNENO: 847-550-6800 
34OEASTM?uNsTREET 
LAKl3 !aJFua-I, IL 60045 

IuNwED, INC. 
ATI'NzVINEETKSARJN 
820 FLYNN FuXD 
-, CA 93012 

510(k) No: KO20764 
PIBNE NO : 805-384-2748 

KuRAmYMEDICALlINC. 510(k) No: KO21427 
~ATTN:MAsAYA SASAKI PHdIE-No : 212-986-2230 

lOlE&ST 52ND STFZEZ', 26TH FL. 
NEWYORK, NY10022 . 

DEVICE:INVACZiREEQ?ERiD -, mELs M50, Ma, M-71 6r M91 
SE DECISION MADE: 18-JUN-2002 

510(k) = AVAILABLF: FIiQM FDA 

DEVICE:SLEEPPAT2OODEVICE 
SE DECISION MADE: 19-JUN-2002 
510(k) STRTmmR 

DEVICE:LEESPECDIS~VZ?GINALSPEUJLUM 
SE DECISICN MADE: 19-JUN-2002 
510(k) w Am FIMM FDA 

DEVICE:AFB(ABsoRBABLE: FOAM BUTTRESS) 
SE DECISIm MADE: 12-JUN-2002 
glO(k) m Am FRZH FDA 

DEVICE: InzRA- PiamFaMICX-mUNITWImmcCAPABIL1 

SE DECISION MADE: 07dUN-2002 

510(k) m AVAILABLF: m FDA 

DEVICfZ:KSE?i ~E'ESANDACCEZGStRlES 
SE DECISION MADE: 26dUN-2002 
510(k) SUMMARY Am FIMM FDA 

DEVICE:KA--B 
SE DECISION MADE: 26v.lUN-2002 
510(k) RR+f?GZ AVAZABLE m FDA 

DEVIC!E:NAVIPFtO 
SE DECISION MADE: 03-JUN-2002 
510(k) m Am = FDA 

DEVICE:CLEZ%RFILSAPRIMER 
SE DECISIa MADE: 07-JUN-2002 
510(k) SL&%%RY AVAILABLE m FDA 



LIFEScAN,INc. 
ATINzJCHNEHUGH3S 
1000 GIEFtAL'I!?B DR. 
MIIPITAs, CA 95035 

510(k) No: Ko21943 
PEDNENO: 408-942-5903 

LIFESTREAM EVRF1cXT.I~ SYSTEMS, IGlO(k) No: KOO3720 
ATINzF!ICHAEtDAHAMER YEf-DNENO: 817-294-3644 
6401m WEST DR. 
FORT b?JR!EI, TX 76132 

LIN-ZHI INTEmATIONALl, INC. 
AUX# 0021(5000TESTS KIT) 

510(k) No: KO20368 

ATIN:cHIucHIN (I?knNG FHJNENO: 408-944-0360 
2391 ZANKER RD., SUITE 340 
SAN JOSE, CA 95131-1124 

LIN-zHIm1m,INc. 
,CRI7UX#OO41(5OOOTEs?rs KIT) 

510(k) No: KO20395 

ATIN:cIHIum cE.lANG PI-DIENO: 408-9440360 
2391 ZANKER RD., SUITE 340 
SAN JOSE, CA 95131-1124 

LIN-zHIImEFNATImAL,INc. 510(k) No: K021449 
ATIN:cLlxrNclHIN c?JANG pHoNEN8: 408-944-0360 
2391 ZANKER RD., mm 340 
SAN JWE, c?i 95131-1124 

LllmmIEcooRp. 
ATINzLAURADSENEFF 
11311 - BOULFVARD 
L?AFGO, FL 34643 

510(k) No: KO13131 
PE%JNENB: 727-399-5234 

-PFux)ucrs 
ATIN:GREE I-D= 
3722 AVE, SAUSALITO 
IRVINE, CA 92606 

510(k) No: KO20880 
FWNEJ!D: 949-262-0411 

MDsNmD1oNAB 
ATTN:E.SMMII!EU 
447-m 
-, -0, 

510(k) No: KO20971 
PE-DNENO: 613 592 3400 

MEDMCUS, INC. 
AiITN:m HAsKEL;L 
15301 HWY. 55 WEST 
MllmmmxIS, MN 55447 

510(k) No: KO21004 
PE.DNENO: 763-577-2257 

DEVICE:~PROFIL.EEKCODGLUKZE 
SE DEICISION MADE: 28dJN-2002 
510(k) SUMMBRY AVAILWXE ERX FDA 

05-JuL-200 
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DlZVXEkANGELOF~(xIL13NHYD~SYS~ 
Sl3 DECISION MADE: 27-JUN-2002 
510(k) SUMMWtY AVAIMEUZ FRX FDA 

DEVICE:OPIATEENZYMJZ~, (IlKBEG # 0020 (500 TFSTS KIT); CAT 

SE DECISION MADE: 04-JUN-2002 
510(k) SUMMARY AD FRX FDA 

DEXIC!E:~SENzyME~SAY, 

SE DEX.XSIClJ MADE: 04-JUN-2002 
510(k) SUMMARY AVAILABLE F'RX FDA 

DlWI~:~INOIDuRINEDRUGSOFABusE 
SE DECXSICN M7+DE: 18-JUN-2002 
510(k) SUMM?RY Am F'FCM FDA 

DEVICF,:BIOSCXXEW~ 
SE DEXXSICN MADE: ll-JUN-2002 
510(k) SUMAEtY AVAILHLE ETUX FDA 

CATATXX; #0040 (500 TESTS KIT) 

CALIRRAWRSANDCClWMtS 

DEVICF,:M?MWZWPRODUCTSA~NEEDLES 
SE DECISICN MADE: lo-JUG2002 
510(k) SW 

DEVICE: DC34 2.0 
SE DECISION MADE: 06-JUN-2002 
510(k) SLJWAFZ AD FfMN FDA 

DEVICEkVALVEiDPEELMLE lIJmFmucER 
Sl3 DEKXSICN MADE: 06dUN-2002 
510(k) iXMGF!Y AVAIIAEW FRX FDA 



) suMMp;RIEs a? 510(K) - 
THwrclGH3--2002 

05JuG2002 
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MEDEFIL, INC. 510(k) No: KO20996 
MLFIILIN6MLsYRmGEi LL;2MLFILLIN6MLSYRIXELG 

ATIN:PRADEEPl!LKawa PHONE No : 847=-895-3ooo 
492 LUNT Am 
i5xI.E&-, IL 60193 

MEDEFIL, INC. 
1MLFILLIN6MLiwRINa 

510(k) NO: KO20999 
L3;;2MLFILtLIN6MLSYRIIGELG 

ATIN:E9?mEEP - EFDWNO: 847-895-3000 
492 LUNT AVENUE 
fiYscEm-, IL 60193 

MEDIaT.lADfmNcEs,INc. 
ATrN:JEFRY FI2cELra 
10437 INNOVVIa DR. 
MILWAUKEE, WI 53226 

510(k) No: K021433 
PHCNENO: 414-258-3808 

MEDICAL RE@ARCB LAFXJIMORIES, INC510(k) No: KO21168 
ATTN:JCBL ORLINSZ 
1000 ASBURf DR. NO.17 
EKJFFAW GROVE, IL 60089 

FmIiE’No : 847-520-0300 

510(k) No: KO20382 
PEKXJE NO : 202-778-9424 

mmYrESTA/s 
ATrN:WGW 
1800 I4FiS-m AVE., N.W. 
mElXX)R 
-,, DC 20036-go00 

mDI~A/S 
AYTIW:-GB 
1800 M?iSsclEilJsETlls AVE., N.W. 
suIm200 
-, DC 20036-1221 

MEmECHPRcD~Lm. 
Ia'TIN: A. V. K. REDDY 
s-59 2msT., ANNANAGARwEm 
-, 

-cSOmDANEK 
ATmJ:RIm TREEmum 
18OOPYRAMID~ 
MEMPHIS, 'Ill 38132 

~CSO~DANEK,INC. 
ATrN:RIw Tl4asmE 
18OOPYRAMIDI?L. 
MEME'HIS, TN 38132 

DEVICE:JUMF'STAR!T,MJDEL,970300 
SE DECISION MADE: 26dUN-2002 
510(k) SUMMARY Am FFXXd FDA 

DEXfICEZ: E%LUE SH!JSOR,DISFOSABLZECGELTXTRBESFORAN?GSTHESIA 
SE DEZISION MADE: 28-JUN-2002 

510(k) m 

510(k) m: KO20907 DEVICE:NEUF0LINE,SUBDEFtMALNEEDIX~ES 
E%DNEpso: 202-478-9428 SE! DECISION MADE: 14-JUN-2002 

510(k) STATEMENT 

510(k) NO: X012969 
psK=NENo: 009 144 6288829 

510(k) NO: KO20844 
EFXXUENO: 901-396-3133 

510(k) NO: KO13962 
PIDENO: 901-396-3133 

DEiVICE:DOURLESPR3XERS Nmlom9- 
SE DECISI~ MADE: 12dJN-2002 
510(k) Sm 

DETVICE:MEDZ0iICsO~DANEKANTERIORSPINALSYSTEM 
SE DECISION MADE: 12-JTJN-2002 
510(k) STMTmNT 

DEVICE:E&$JATICB~FIXATICNSYSTEM 
SE DECISION MADE: 2O-JUN-2002 
510(k) SUMARY AVAILMIE = EDA 

DEVICE:MEDEZIL'SJiBPARINI.V. FLUSHSYRINGE INVARICXJSFILLSI!ZES-1 

SE DECISION MADE: 24-JUN-2002 
510(k) SUMMARY Am m FDA 

DEVICE:MEDEFIL~SNORM?iLSALINEFLusHSYRlXE INVARICXJSFILLSIZES- 

SE DECISION MADE: 2O-JUN-2002 
510(k) m Am = FDA 

DEVICE: MJDEL 415PH-64/42: PH?iSED ARRAY =ER OIL 
SE DECISICN MADE: 13-JUN-2002 
510(k) SUMGRY Am FwaM FDA 



SUENITTERADDRESSLISTING~cz)RH~~ 
FQRFINALDECISICNSRENDEREDDURINGTHEiPERIOD 

MIcRoTHEmPEmIcs, INC. 510(k) No: KO21066 
2UTNz'ICMDA~ PHCNE NO : 949-837-3700 
2Gcxxmm 
IRVINE, CA 92618 

MImLIm OmP. 510(k) No: KO21305 
TIONAJiVBRMALPRlNER 
AlITNzSUSANDGOIDSTEXN-FALK E'EECE NO : 516-482-9001 
55ImmHEBNBT;vD. 
SuITE200 
GRFAT NECK, NY 11021 

mImNIUd REPFaXSSING SEITvIclEs, 1510(k) NO: KO13297 
ATI'N:GARYJSFEXR PJSXlENO: 716-74-l-1015 
8%5OF;xxrDSIDEDRIVE 
-:, NY 14031 

V MEDICAL WLCGIES, 1510(k) No: KO20791 
ATI'N:DAvIDWSCHLERF PHONENO: 925-356-2640 
2OOGFuimRYLANE 
SUITE c-loo 
ETJ3SmT HILL, CA 94523-3389 

- INSTRUMENT, INce 
A!ITN:HARLANLVANMATRlZ 
7865 NC3RTEI 86TH ST. 
NILWAUKEE, WI 53224 

510(k) Mh K021373 
PEDIE NO : 414-354-1600 

MRIDEVICESOORP. 
A!ITN:DA~A~LYNFAUX 
1515 PARAMXNT DR. 
I@LKEEA, WI 53186 

510(k) No: KO20850 
FENENO: 262-524-1402 

MRIDEVICESOORP. 510(k) NC>: KO21570 
ATm:TI!KMw l3t2mmm PIXNENO: 262-524-1402 
1515 PARNBUNT DR. SUITE A 
WAUKESHA, WI 53186 

MRIDlZVICESooRp. 510(k) m: KO21575 
AlITN:aKIMAs - PEXXENO: 262-524-1402 
1515 Pm DR. SUITE A 
ldAUB%A, WI 53186 

MIPMEixmaL~~ PIUXX'Im -10(k) No: KO21811 
ATI'NzJAMESALEE FmNEm: 310-410-2769 
6OOCURRXMXFQINTE 
CuLm CITY, CA 90230 

DEVICZ:~IFICN'IONTO~CXXLUSIONBALUXNSYSTEM 
SE DECISION MADE: 18-JUN-2002 
510(k) SUMARY Am FIMM FDA 

D~~::~~LIFE~wRIsT~~~suRE,~ELBp-3~1-5,~~~~ 

SE DECISIGN MADE: 28-JUN-2002 

510(k) St&MARY AVAIUBLE = mA 

DEVICE: AIRCAST, mEL #3011 
SE DECISICN MADE: 14-JUN-2002 
510(k) ,YmnMNT 

DEVICE:HBsEiEADLESSBcNE ZCEXEW 
SE DEiCISICN MADE: 06-JUN-2002 

510(k) STRMARY Am F'MX FDA 

DEVICE:Hl2+JdOLTERlXCORDER 
SF, DECISICN MADE: 27-JUN-2002 
510(k) SUMMARY Am FRcpl IFDA 

DEVICE: GPF-29 m m cxIH,sET 
SE DECISICN MADE: 06-JUN-2002 
510(k) Sm 

DE.VICX: HNC-127-TRIO -ARRAyma 
SE DEZISION MADE: 12-JUN-2002 
510(k) SmTEMNT 

DEVICE:OBC-127EREBSTARRAYCOIL 
SE DElcIS1C.N MADE: 12-JUN-2002 
510(k) STmENMr 

DEVICF,: UNIDRIVE II PLUSDISFQSABLE TUBINGSET 
SF, DECISION MADE: Pg-JUN-2002 
510(k) SUBBBKY AVAILXXE FEMM FDA 



SUEMITTERADDRESSLISTIJ%FORcDRH~IALLY 
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002 TBRoUGH3eJuN-2002 

05-JUIr2002 
Pap 19 

WFILrERAB 
ATIN:PAUL DRYDEN 
6329 W. imr~mmm cr. 
MCXDRDSVILLE, IN 46055-9501 

MtNTELLFILTERAB 
ATIN:PAUL DRYDEN 
6329 W. m cr. 
MCU3RD-, IN 46055-9501 

NELKDRPURITANBENMRT, INC. 
ATI'N: GINA 30 
4280 HACIENDA DR. 
PLEASANTON, CA 94588-2719 

NICXXEZBICIMEDICAL,INC. 
ATTN:GARY mRING 
8OOLEVANXRLwE 
-, WI 53589 

NImDIABETES =-, 
ATINzKAELYNBHADLEY 
1384 COPPERFIELD cxmm 
LJ!xnam, KY 40514 

NIPRODIABEZES f==, 
AlITN:KAELYNBHADLEY 
1384 coppERFIEI;D cmIKr 
-, KY 40514 

NOBELBIOZAFtEUSA, INC. 
ATlNzRICHARDTROSS 
22715 SAVI RANCH FKWY. 
YORBA LINDA, CA 92887 

NOVABICNEDICALCXXP. 
A!C'IN: PAULWMMXXXD 
2OOPRaSPEmST. 
IGiLmAM, MA 02454-914-l 

INC, 

INC. 

NUcizmcARD10Lcx=ySYSTEMS,INc. 
ATTN:CHARLIEHRtXE 
5660 AImPORT BLVD., suI'rE 101 
BouLDm, a2 80301 

NUCLEARDIXNOSTICS 
.4 
ATTN:JAN BERILING 
SODERMzxmSTRAND13 
&S-m, 

510(k) No: KO14281 
EFKNENO: 317-335-3780 

510(k) I\K): KO14282 
.PHONENO: 317-335-3780 

510(k) No: KO21089 
PHONENO: 925-463-4427 

510(k) No: KO21144 
PHoNENo: 608-877-2635 

510(k) 1\Jo: KO13309 
FMONENO: 859-224-8256 

510(k) plx4: K.014114 
PEDIENO: 859-224-0256 

510(k) No: KO21584 
PEDIENO: 714-282-4800 

510(k) No: KO20297 
PIDIENO: 781-894-0800 

510(k) No: KO21823 
.PI-DNE No : 303-541-0044 

510(k) No: KO21656 

PKXE No : 460 819 0325 

DEVICE:GZ@DFILTm,CtMBI~FILTE/HME 
SE DECISICN MADE: 26-JUN-2002 
510(k) iSUMN?Y Am IXM FDA 

DEVIC!E:B?i~PFILTER,Ei?JCS'I0PFILTER/HME 
SE DEC!ISIa MADE: 26dUN-2002 
510(k) XMARY AVAILABLE FwaM FDA 

DEVICE:OXIMAXMAX-FASTAD~IVEFOREHEADSENSOR 
SE DECISICN MADE: 19dJN-2002 
510(k) SUMMARY AVAILABLE FwaM FDA 

DEVICE:SUBDURALSIRIP~E 
SE DECISICN MADE: 24-JUN-2002 
510(k) SUbMARY Am = FDA 

DEVICEi:GLUCOPROEVOINFUSICNPUME' 
SE DECISION MADE: 24dUN-2002 
510(k) SUMMARY Am m FRA 

DEVICE:GLUCOPROSYRIMX, MXELGPSY-m 
SE DECISICN MADE: 26-JUN-2002 
510(k) SUMM&RY Am FXM FDA 

DEVICE:REPLJJCESCXXXEDMXUXNIMPL?XCSYSTEM 
SE DECISICN M&DE: 05-JUN-2002 
510(k) SUMMARY Am FFUM FDA 

DEVICE:STATPROFILECXITICALQ@EXPRESSANALYZER 
SE DECISION MADE: lO-JUN-2002 
510(k) STATmENT 

DEVICE: CN?DI?JSPECXSC, CXRDIOSPECl'D90 
SE DECISICN MADE: 17--JUN-2002 
510(k) SUbMRY Am FFCM FDA 

SE DECISION MADE: 13-JUN-2002 
510(k) SUbMARY Am FFUX FDA 



NlJimsIvE, INC. 
A!ITN:LAETITIA BERNARD 
10065OLDGR0dERD. 
SAN DIEGO, CA 92131 

O.R. SOLUTICHS, INC. 
m: z?r!EvE HANNES 
3901 - DR. 
SUITEW 
cxYlANTUY, VA 20151-1689 

O.R. SOLUTICNS, INC. 
ATTN: STEVE BANNES 
3901 -DR. 
SUITFIW 
adANTILLY, VA 20151-1689 

oAS1sMED1c!AL,INC. 
ATTN: JAMES cla?IsIENsEN 
514 s. - AVE. 
GIENmFA, CA 91741 

cIcmAR- 
LENS 

ATm:RIcmRDELIPmAN 
12300 TWINBRXK PARKWAY 
SUITE 230 
FEKVIUE, MD20852 

oLYMPIcMEDI~o3Re. 
DEL, 5330 
ATTN:-B(TED)wEILER 
5900 FIRSTAVE., XXJTH 
fiCExnm, WA 98108 

oLYMPUsoPrIc7+LcO.,Lm. 
ATTN: IAURA l57mRMs-TYLER 
~03ReTwATECEtNlXRDRIvE 
MELI, NY 11747-3157 

oLYMPUsomx!ALc!x,LTD. 

510(k) NO: KO20853 
PEDNENO: 858-527-1918 

510(k) No: K021288 
PEnNEm: 800-343-6771 

510(k) NO: K021289 
PHONENO: 800-343-6771 

510(k) NO: KO13613 
PHcNEm: 909-305-9857 

510(k) No: KO20389 

PEXINENO: 301-770-9590 

510(k) No: KO20335 

PHCNENO: 206-767-3500 

510(k) No: KO14166 
PEJONENO: 631-844-5688 

510(k) NI): K021886 
USUL~CGASTROF~ PE GF TYPI? tXZ3OP 
ATTN: LAURA l5iYams-m PliUVENo: 631-844-5688 
~OXKX&TECENlXRDRIVE 
MELvILTz, NY 11747-3157 

05JUIr200 
Page 20 

DEVIClZ:NUVASIVEMESEJ 
SF, DECISION MADE: 13-JUN-2002 
510(k) SUbMARY AVAILABLF: FXXN FDA 

DEVICEi:ORS-lOOOLD 
SE DECISION MADE: 27dtJN-2002 

510(k) sxXmNmm 

DEVICE:WARMER2OOOLD 
SEDECISICNMADE: 26-JUN-2002 

510(k) V 

DEVICE:SOFTpLuG~F%UG-SA 
SE DECISION MADE: 27-JUN-2002 
510(k) SUM4ARY AVAIL%LE FRIlM FDA 

DEVICE:BiXXEDICS 52 (0CUFIlXXNB)UV -DAILYwEARsOFT-CI 

SE DECISION MADE: 04-JUN-2002 

510(k) N&MARY AVAILXXE FXM FDA 

DEVICE:CayMpICMEDIC?XLiXZMNED czmEEw% FLIiN2rr.m MXCIORSYSTR$Mc: 

SE DECISICN MADE: 18-JUN-2002 
510(k) SUMMARY AD FFUX FDA 

DEVICF,:UBI-3BIGHFjXXVIN~ IONUNIT 
SE DECISICN MADE: 25JuN-2002 
510(k) SUMARY Am FwaM FDA 

DEVICE:cT[;YMPUSUL~ C (?xZlSm-PE GF TYPE UCl4OP-Do5 6( OLYMP 

SE DECISION MADE: 19-JUJ&2002 
510(k) SUbNJRY AVAILMIE m FDA 



SUBMITTERADDFWSSLISTIICIURCDFtHSUBsCMTIALLY 510(K) SUMWWES QR 510(K) SQUXNNTS 
??URFINALDECISIONSRENDEREDDURING -2002 THROUGH3OJUN-2002 

OPTFX mm, INC. 510(k) No: KO20800 
ATIN:DEBBlE I?WlX'J.RJ PHONENO: 508-259-7374 
7TmFANYTRAIL 
HXKlNIW, MA 01748 

oFmmxNIB,LTD. 
AlITN:T.WHIT ATHEY 
2305 GOLD MINE IMAD 
-, MD 20833 

510(k) No: KO21502 
PHONENO: 301-570-0013 

atmmMEDIQ+L,INc. 510(k) IW: KO20896 
JUDEMEDICAL,MXXL3085D~ExTERNp;L EULSEGENE 

ATrN:MARKus~osYPKA 
7463 DRAPER AVENUE 
LA JOLLA, CA 92037 

PAJUNKGHBH 
ATINzBURKABR?iNDT 
5010 NW (ZNECEW VALLEY DRIVE 
azzwAlxIS, OR 97330 

PALCMAR 
ATTN:MzmcY McaRE 
131 lzELmmn L&NE 
C?SY, NC 27511 

PANBIOW. LTD, 
ATTN:HELEN - 
116 LU'IWY- RD. 
wINDsoR, BRISBANE, 

PANBIOFTY.LTD. 
AtIITN:m JENNINGS 
116 LU'IWYCW RD. 
WINDsoFt, BRISBANE, 

PANBIOFTY.LTD. 
ATJN:HExmJ JERNNmw 
116 LUTWYCHE RD. 
WINDSOR, BRISBANE, 

PAmScIENrIFIcoo. 
ATTN:EEuc - 
17170 bATiLl ST. 
LAKE OswEGo, OR 97034 

PHCNE NO : 858-459-2312 

510(k) No: KO13041 
PHCNENO: 541-752-3953 

510(k) NO: KO20941 
ETxmm: 919-363-2432 

510(k) No: KO20706 
PmNEm: 61 7 33571177 

510(k) NO: KO20707 
PHONENO: 61 7 33571177 

510(k) No: KO20717 
FFDNEND: 617 335 71177 

510(k) NJ: KO21420 
PltKBlEm: 503-636-4121 

05dJL-2002 
Pacp 21 

DEVICE:OPI!AXSYSTEM 
SEDECISICNMADE: lO-JUN-2002 
510(k) SUMARY AWULABLE = FDA 

DEVICE:CXC?iR,Mcx>ELOE3OOO 
SEDECISICNMADE: 06JUN-2002 
510(k) SUM&F&' AVAILAEL FFUM FDA 

DEVICE: OS033 PACE 203/PACE 203H Ds TESlRlm PACEMAKER, ST. 

SE DECISICN MADE: 14dUN-2002 
510(k) SUhMAEZ Am FEEaM FDA 

DEVIC!E:XEXO~SEX'S 
SE DECISION MADE: 11dUN-2002 
510(k) SUMARY Am FEMM FDA 

DEVICE:PAUX$RLUXGHANDPIECE 
SE DECISION MADE: 19-J-U&2002 
510(k) StMAFtY Am FFUN FDA 

D~~:~-V~IoGELIsATEsT,~~~1oO 
SE DECISICN MADE: 13-JuN-2002 
510(k) SUMAECf Am FRX FDA 

DEVIC!E:EBV-EEiNZiIGGELISAKIT,~ELEI#=-100 
SE DECISION MADE: 13-JuN-2002 
510(k) SUMMY AWILABLE ?Z0f FDA 

DEVICE:EBVVVcAIGMELISAKIT~~EE!&2OO 
SE DECISION MADE: 13-JUN-2002 
510(k) SUMAFtY AVAIIXXE FFXN FDA 

DEVICX: PARAOZN II/FW?iL~II 
SF, DEC!ISICN MADE: 04-JUN-2002 
510(k) STATEmm 



SUBMITTERADDRESSLISTIJXiEtXcDRH~IAL,LY 10(K) SWMZWES OR 510(K) m 
~FlXALDECISIoNSRENDEREDDURING -2002 THRCUGH3o-JuN-2002 

PERXNAL PFDDLKTS CD., DIV. OF &xX510(k) No: KO20827 
AlEN:- PANI PmNE No : 908-904-3709 
199 GRAND= RD. 
i5XDLMN, NJ 08558-9418 

FF?ILIPsuL~ . 510(k) IW: KO21912 
ATI'N:DENISE JdADLEX PHCNENO: 978-659-3173 
3OOOMlmnmnN~ 
ANDOVER, MA 01810 

PHXNIXDIXNOSTICS, INC. 510(k) No: KO20364 
ATIN:m IITJNNA PJBNENO: 508-655-8310 
8TECHCIRCLE 
NATIcK,MAO1760 

PLUscmmPED1c!s 
m:- LGaI 
6055 LUSKBLW. 
SAN DIFGO, CA 92121-2700 

510(k) No: KO21714 
PI-DNENO: 858-550-3800 

FOINTDX, INC 
2xITN:w AND- 
635 WEST I!DUFmd STREET 
SUITE200 
WINSION--, NC 27101 

510(k) I\R3: KO21099 
ETYDNENO: 336-723-1450 

EcxmRMEDIcaT_, -ICNS, INC. 510(k) NO: KO21701 
RAw30,RA.m45&FmC60 

AtITNzBAREWAJwHI'INAN PX-DNENO: 215-862-4450 
110 UNION SQUARE DR. 
NEW HOPE, PA 18938-1364 

pREcISIONDYNWICSC3XP. 510(k) No: KO20718 

ATTN: KALYNA SNYLI PlloNENO: 818-897-1111 
1388ODELSURST. 
SAN FERNAKO, CA 91340-3490 

PREC1s1ONSYSTmS, INC. 
ATTN:BILL EGDEN 
l6TEa-IcIRuE 
NATICK, MA 01760 

510(k) NO: K.013654 
PKNFINO: 508-655-7010 

FTWCEIWBI~I~OQRF?. 510(k) No: K.014066 
IJUAN&,~STIKTHC 
ATTN:JEm K?mG PEloNENO: 732-274-1000 
4242 U.S. RT. 1 
l%INKUM JUNCTION, NJ 08852-1905 

05-JUL-200 
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DEVICE:K-YEiRANDTJLTRAGEL -LUBRICANT 
SE DECISION MADE: l2-JON-2002 
510(k) XMQRY AVAILABW = FDA 

DEVICE:M2376DEVICELINKSYSTEM 
SE DECISION MADE: 24-JON-2002 
510(k) SUMARY AWGLABLE FXM FDA 

DEVICE:PEWNIXISERE?GENSFORBECKMAN cx SYsm 
SE DECISICN MADE: 04-JON-2002 
510(k) SWM?iRY AVAILABM FFUN FDA 

DEVICE:RT-EtLUSPE INSERTCLAMP 
SE DECISION MADE: 214-2002 
510(k) SUbMARY Am FTiQM FDA 

DEVICE: REX, VERSICN 1.0 
SE DMlISIoN MADE: 27-JUN-2002 

510(k) SUMMY Am FFXM FDA 

DEvIc1E:~IST~~ANGLF:LINEAR~3~,45~&~,~~ 

SE DECISIckJ MADE: 21JuN-2002 
510(k) SUMARY AVAILNXE FXM FDA 

DEVICZ: SEWRLINE UMBILICAL, CXXD CLAMP #3505 STERILE #3515 MZiY-m 

SF, DECISIa MADE: 03-JUN-2002 
510(k) SWMRY AiNLABLE = FDA 

DEVICE: PRECISICNSYSTEMSAPNETIX CHEMISTRY ANALYZER 
SE DECISION MADE: 05-JUN-2002 
510(k) SUMARY Am m FDA 

DEVICE:LIFESIGNTHC, STATUS STIKTHC, AccxTSIGNSTIKTHC,LIFESIGNMAR 

SE DECISION MADE: lO-JUN-2002 
510(k) SUMGRY A- E’FDI FDA 



0 SUENITIERADDRESSLISTINGli0RCD~SUBSTMT~Y 10(K) SWMAWES (X 510(K) STMEMXW 
E0RFINALD~ISI0NSFU%DEREDDURING -2002TEZXXGH3m-2002 

~BICMEDITECHOORP. 510(k) No: KO14067 
pmJSsTIKTHc/cxxI,AoaTSIGNsTIK151c/ooc,AcccTsTIK~/~ 
ATTN:lJEm KANG PkDNFlNo: 732-274-1000 
4242 U.S. Kr. 1 
- JUNCTION, Iw 08852-1905 

~BIQ4JiDITEiCH0XG'. 510(k) No: KO14069 

AIlTN:m KANG PHCWNO: 732-274-1000 
4242 U.S. RT. 1 
- JUNCTION, NJ 08852-1905 

QUALITYMmIc!ALSoLusIoNsLLc 510(k) No: KO21012 
ATTN:JAY MANSOUR FHONENO: 678-908-8180 
1308 WIDE PARK DR 
m,GA30022 

QUANTELrnIcar, 510(k) No: K021683 
m:mm M!Ims PEKNENO: 201-727-1703 
377 RCUTE 17 lz4ouTH 
HZ&S- HEIGHTS, NJ 07604 

c$lANTm Cm@. 510(k) No: K021393 
A!lTN:- NECYER PKNE NO : 310-536-0006 
2005MNWATINBEXHBLQD. 
REIXBDO BE?CE, CA 90278-1205 

RADIANCY (ISRmJ)LTD. 
ATm: J- SKAWW 
555 - i5?lmEm, NW 
WASHINGTCN, DC 2oooP1109 

510(k) TJO: KO20856 
PHONENO: 202-637-5794 

RADIANTMEDICAL 
m:ANDREw - 
250 - DRIVE 
REEKCOD CITY, CA 94063 

510(k) No: KOl25l2 
pEK=B\IENO: 650-363-8000 

R?DIUS MEDICAL TJXZNLCGIES, INC. 510(k) No: KO21441 
AlTNzMAM FINLAY= PHCNENO: 978-897-6469 
63GFtFATRD. 
MMNARD, MA 01754 

REFENWZDI&XXTICS,INC. 510(k 
ATTN:JCXSEPH~ 
19 CROSBY DR. SUITE 30 
EmFoRD, MA 01730 

J NO: KO21607 
NO : 781-276-9000 

DEVIC!Ei:LIFESIGNCXX&INE, MzmJmNa(~),LIFESIGN~ (rnC/ax), ST 

SE DECISIa MADE: lOdUN- 
510(k) SUMMARY AVAIIXXE FFX@I FDA 

D~cE:LIFEsI~cT>c,~S~IKcoC,AclxJSIGNsTIKooC,A(xxTSTIKooC 

SE DECISION MADE: lO-JuN-2002 
510(k) SUMi%?Y Am m FDA 

DEVIC;E:LAMlMUA2MN/3MM/4MM/5MM/6MM/7t@#NM/9I'4M 
SE DECISICN M&DE: 25-JUN-2002 
510(k) XMMAW AD m FDA 

DEVICE:CINESCANS 
SE DECISION MADE: 21-JUN-2002 
510(k) SUMMARY AVAILWW F!E'UX4 FDA 

DEVICE:PRECISEX'DATE?LUS 
SE DECISION MADE: 13-JuM-2002 
510(k) SUMMARY AVAILMLE m EDA 

DEVICE:SPA!IWCH P!amwPILmIoNSYs~ 
SE DECISION MADE: 13-JUN-2002 
510(k) SUbMARY AWXUABLE FXN EDA 

DEVICE:tXXXNNT ---sYm 
SE DECISION MADE: llJuN-2002 
510(k) ,%M&RY AVAZ7GLE FFUX FDA 

DEVICE:RADIUS SN?iRF, 
SE DECISICN MADE: 14dUN-2002 
510(k) SUMGRY AVAIMBLE FFXM JiDA 

DEVICF,:RDIHSCRPcALIBRAZQRSET 
SE DECISICN MADE: 27dUN-2002 
510(k) STATEMENT 



0 SUE4I~ADDRESSLISTINGFQRCDRHSUEiXWWIALL,Y 
FCRFINALDECISICNSRENDEREDDUl?ING 

10(K) m OR 510(K) m 
-2002 THROUW3eJuN-2002 

~DIPGNCXZICS, INC. 
ATINzJCSEFHLML0R 

510(k) T\K): KO21609 
PEESlEND: 781-276-9000 

19 CROSBY DR. SUITE 30 
BEDFORD, MA 01730 

IUZETA- PARIS INDUSTRIES, IIC510(k) No: KO20966 
m: IRA IAETDES 
P.O. Enx 5019 
m, c?i 913135019 

RESPIFumIcS, INC. 
ATIN:ZITAAYURKC) 
1001 MURRY RIDGE LANE 
MURRY-, PA 15668 

RfXHEiDIXNWT IcScmP. 
AlTlx:MIxE FLIS 
9115 HpI=uE Ram 
P.O. Box 50457 
INDIANAPOLIS, IN 46250-0457 

RCXXEiD lmJmSTIcso3Rp. 
ATIN: saxa !irlaEL 
9115 HAlxTE Kam 
P.O. E3ox 50457 
INDIAIWXLIS, IN 46250-0457 

Fx3LEmEENT. INC, 
A!ITN:sTERLING- 
18-3 LANE 231PUcHUNGRD. 
-1, 

FioLmm ENT. INC. 
ATrN: STERLING (lLl%NG 
18-3 LANE 231 PU c!EtUNG RD. 
-1, 

mLENa ENT. INC. 
ATrN:sTERLING~ 
18-3 L&NE 231PUCHUNGRD. 
-1, 

RSMEDICALI 
ATTN:MI-B- 
14401 S.E. FIRST ST. 
VANOSWER, WA 98684 

PHONENO: 818-882-8611 

510(k) No: KO21861 
FTXNENO: 724-387-4120 

510(k) No: KO21448 
PHONENO: 800-428-5074 

510(k) W: KO21513 
PHON3 NO : 800-428-5074 

510(k) NQ: K.020874 
PIDENO: 886 3 4631999 

510(k) No: KO20877 
EWXENO: 886 3 4631999 

510(k) No: KO20884 
ETXXENO: 886 3 4631999 

510(k) No: Ko21763 
EKNENO: 360-896-2503 

DEVKE: FtDIEiSCRT?KIT 
SE DECISION MADE: 27vJUN-2002 
510(k) SIWEWXC 

DEVICEi:RPI~HEXCINGELEWWS 
SE DECISION MADE: 13-JUN-2002 
510(k) SUMWRY AVAILVXE m FDA 

DEiVICE:REMSTARPFt0WITJttCX'LEXcpApSYSlEM 
SE DECISICN MADE: 194UN-2002 
510(k) SUMQRY Am FXM FDA 

DEVICE:MCXlIFICiWIONTt3ACCU4HEKACITVESYSTEM 
SE DECISION MADE: 03-JUN-2002 

510(k) SUMARY Am FF%% FDA 

DEVICE:ACCU-CHEKADl7ANTXE~ULE 
SE DECISION MADE: ll.-JUN-2002 

510(k) SUtMRY AVAILXXE FFUX FDA 

DEVICE:ULTRA-LlX!Fr5TURBOLIGHTCUREUNIT 
SE DECISICN MADE: l2-JUN-2002 
510(k) STATmmT 

DEVICE:EXC!ELLIITE'IuRBoLIGHTcuRF:UNIT 
SE DEcISIckJ MADE: 12-JTJN-2002 
510(k) SIWWENT 

DEVICE:EXCELLITELIGHTC!UREUNIT 
SF, DECISION WE: 12-JUN-2002 
510(k) SLXBB?r 

DEVICE:RS2MIMUSCLEiSTIMJLAXXFAMILY 
SE DECISICN MADE: 13-JUN-2002 
510(k) SUbMARY Am E'lXM FDA 

05-JUb2002 
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- 

,o ~ADDRZSSLISTINGFQRCDFtHSUBtXWTIALLY 10(K) SUMNWXS OR 510(K) SD 
F0RFINALDECISIONSFZNDEFtEDDUFiING -2002 'ICECEH 3O-JUN-2002 

S.H.P. INTL. FTY., LTD. 
ATTN: E.D. RICHARDS 
5/212 GLEN CiXND RD. 
FULLWKN, S.A., 

SAFE SHIELDcx).LTD 
ATTN:SUSAND GOLDS'I!tXN-FALK 
55 - BLVD., 
SUITE200 
GREAT NECK, NY 11021 

i!mmEALTHm1cAI;SUPPLYooRp. 
ATlN:P.MYM 
No. 1,Tw KANG LI, 
HSUEHCHIA- 
TAINAN HsIm, 

spI;ATEcz WCS, INC. 
ATIN:HEATHERma 
3413 8TH ST., S.E. 
-Y, -, 

SANARUS MEDICPS;, IN%. 
AT-IN: VI- -1 
5880 WFST IAS poSITAS,SUITE 52 
PIEMUEN, CA 94588 

SANARusMExmAL, INC. 
ATIN:- czl?mmmI 
588OWEsTLASRXITAS,SUITE52 
-, CA 94588 

-HILL SCIIN'IFIC, INC. 
ATTN:LEwIs WARD 
4655 KIRKKOD CT 
JXXLDEFt, 03 80301 

sAu!r!ERiry; 
ATTN: HANS STADm 
ZELGSTF?ASSE8 
-, 

SC?NCIE#=13IES -RY, INC. 
100 
ATTN:RIcHARD ll%Emm 
9336 ABR?MM WAY 
-, CA 92071 

510(k) NO: K014273 
E)IXNENO: 618 837 90700 

510(k) m: KO13980 
FBONENO: 516-482-9001 

510(k) No: K021667 
PEDNENO: 886 6 7832197 

510(k) No: KoO2159 
E'EKXIE NO : 403 228 4214 

510(k) No: KO21137 
PHONENO: 949-595-5424 

510(k) NJ: KO21211 
ET!DNENo: 949-786-9184 

510(k) ND: K012232 
PHCNENO: 303-530-3279 

510(k) NO: KO2l.223 
EFKNE ID : 417 164 48500 

510(k) No: KO21032 

PHOMENO: 619-258-9300 

05-JUL-200 
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DEVICE: ACJJSTIM 
SE DECISIceJ MADE: 12-JUN-2002 
510(k) SUhNARY Am m FDA 

DEVICEZ:SAFESHlELDPFU%EWDEFtEDL?WEX ExAMmAT1mm 
SE DECISION MADE: 06dUN-2002 

510(k) SUbWARY AVAILABW FlMM FDA 

DEVICE:DISKXAKtXVINYL ftimImrIcExAM~s,mERm 
SE DECISION MADE: ll-JUN-2002 

510(k) m 

DEVICE:SNORESATIIMxRDER,~ELSS41 
SEDECISIONMADE: 28-Jt.W2002 
510(k) m 

DEVICE: SANARUSCEWIR.ICRC0RETISSUEBI0PSYSYSTW 
SE DECISICN MADE: 26-X&2002 
510(k) SWMARY AWILRBLE FRN FDA 

DENICEr~IFI~I~TOSANARUSVISICa~SYSTEM 
SE DECISION MADE: 26-JUN-2002 
510(k) SW&WY Am FFXX FDA 

DEVICE: INSIGHT,NcxlELS98OOOO 
SE DECISION MADE: 07-JUN-2002 
510(k) SW 

DEVICE:BELIMEDS!IEZiMSIERILIzER,MJXL~P5OOO 
SE DECISION MADE: 26-JUN-2002 
510(k) XWARY Am FR%l FDA 

SE DECISICN MADE: 03-JUN-2002 
510(k) STATWiNr 



0 SWMITIZRADDRESSLISTINGFOR~RHsuBs?li9NTIALL,Y 10(K) SUMWRIES OR 510(K) m 
FORFIN?GDECISICXSRFsIDEREDDURING -2002 THROUGH 3O-JUN-2002 

sEp;L POLYMER INDUSTRIES SDN. BBD. 510(k) No: K021388 DEVIC!Z:CASMERENONdTEFULZ, FclwkaR-WERFREELATEXEXAMINA 
TION GjXJVES CXXTAINS5OMGMoRLESSOFXYIZiLWSI'EREXTRAM 
ATIwcnUNcxoIFcxvG PHINENO: 60 5 3223200 SE DECISICZd MADE: lOdU!X-2002 
IDT 72706,JALAN IJW?fC,m 
PERINDUSlRIANBUKITMERAH 
=, =, 

510(k) SUMAEZ AVAILAEB FKM FDA 

SEcrRA-IMTEC AB 
ATTN:a ALlixIm 
1100 Ll?wxow BWD 
Dm, TX 76208 

510(k) No: Ho21527 DEVIcE:SEClRAc)GZXXOWSISPACKAGE 
F'I-DG NO : 214-262-4209 SE DECISION MADE: 07-JUN-2002 

510(k) SUbWRY AD E!EW FDA 

SHANGHAI AIWARES INDUSTRIES, INC. 510(k) No: KO20943 DEVICE: STEFULEDISFOSABLE 
ATIN: Jrn L&I 

vINYLExAMGLovEs,pclwDERFREE 
PJXBIENO: 011 86 2157814213SE DM3ISION MADE: 06-tXIN-2002 

259 YUSHU RD., 

t5iTHIn GREAT VISION PLASTIC 510(k) IW: KO21506 
AIrIN:- CHU E'HONE NO : 909-262-8860 
12390 EAST END AVENUE 
c?J3INo, CA 91710 

SHOIXJDENTAL~RP. 
ATTN:FuJBERT NOBLE 
1225 SroNE DR, 
SAN I423RO3, Qi 92069 

510(k) No: KO21613 
FEDNENO: 760-736-3277 

sIAMmooRp.LTD. 510(k) No: KO21220 
TEDFORUSEWITH -DRUGS 
m: JcHNvclAIEmN PHONENO: 727-787-7250 
30798 US BWY 19 NORTH 
PALM HARBOR, FL 34684 

SEWENS MEDICAL SCWTIONS USA, INC510(k) No: KO14113 
ATE?: SAMIRA ROBINSON F%DQ?lNO: 732-321-3243 
186 bD3D Am SQUTB 
ISELIN, NJ 08830 

SIENXNS MEDICZG SOLUI'ICNS USA, INC%O(k) No: KO20991 
ATrN:JAMIE YIEJ3 ETFDNENO: 732-321-4500 
186 m AVENUE SX'IH 
ISELIN, NJ08830 

SIEWXS MEDICAL SOLUTINS USA, INC5lO(k) ND: KO21021 
ATI'N:SANDRA I0BINScX F'EDNE NO : 732-321-3243 
186 FXXD AVENUE SOUTH 
1SELIN,NJ08830 

510(k) Sm 

DEVICE:EXX'DERED (BLXJE)NITRI#PW~ ExAMlmTIcN~ 
SE DECISION M&DE: 06-JUN-2002 
510(k) SUMMMY Am FEQl FDA 

DEVICXNXVWJSLIQJIDDAM 
SE DECISION MADE: 2O=-JUN-2002 
510(k) SUMQRY Am FF0f FDA 

DEVICE:NITRILEPATIENT ExmINATIavcmxEpcIwDER-FREE(BLUE~~)TES 

SE DEXXSICN MADE: 06-JUN-2002 
510(k) SUMARY AWGLMW!Z FI0f J!DA 

DEVICE:ENIXMP 
SE DECISION MADE: 14-JUN-2002 
510(k) SUMMARY AD EWM FDA 

DEVICE: SYNGOMR2002B 
SE DECISION MADE: 13-JUN-2002 
510(k) ST&WRY AVAIMBLE FXM FDA 

DEVICX:~UGARANGloGRApHy SYSTEM AXIM ARTIS 
SEDECISIONMADE:O6-JUN-2002 
510(k) SW-WARY Am FEMM FDA 



SUBMITTERADDRESSLISTINGF0RCDRH~IALLY 10(K) SUNGNES OR 510(K) XQUEMENS 
EURFINALDEKXSIONSRENDEF!EDDURING -2002 !IZmXEH3aTuN-2002 

s1GNusMEmCALLiLC. 
ATTN: ANN QTJINLm-SMIm 
4050 OLsa l‘43aaKHIM 
SUITE 350 
MINNZQ0LIS, MN 55422 

sMIm&NEpHEw,INc. 
m:KIM KELTAY 
1450E. B'RZOKSlXXD 
ME?@iXIS, !tN 38116 

suADa3, S.L. 
ATrN:ldEFacDEs mlmN 
AV FITER I FQSSELL 
4 BIS lXC% 2 
ESCALDES--ANY, 

SOL WEISS MD lx 
ATTN: m WEISS 
7012 I?ESEDA m 
SUITEA 
FGSEDA, CA 91335 

tzmmtmnc, INC. 
ATIN:PAULEDRYDEN 
6329 W. WXmRmEW Cr. 
McxDRD-, IN 46051-9501 

SPA(XLAEiSMEDIC%L,IN!. 
ATTNZEDWAF0MBASliX 
1730 PENNSYLGANIAAVE. NW 
I&THING~,Dc20006 

SPINmazmEmS,INC. 
~DAXIDMHOOPER 
12012 TEKzHNom BLVD., #lOO 
AUSTIN, TX 78727 

ST. SHINEoEmcmcn, LTD. 
SESFORDAILYWl3A.R 
l?!ITN:m l!-ALLs 
13 FEDFDXLANE 
LITITEIXX, 00 80127 

510(k) I0 KO20836 
EWNENO: 763-287-3830 

510(k) No: K021673 
FTDNENO: 901-399-6566 

510(k) No: KO10132 
PHONENO: 376-800-590 

510(k) No: KO20959 
PEDNE NO : 818-346-1515 

510(k) NJ: KO20915 
PHOFENO: 330 491 270727 

510(k) No: KO14211 
EWNENO: 317-335-3780 

510(k) No: KO21097 
PEENENO: 202-626-2903 

510(k) No: KO21009 
PHONENO: 512-918-2700 

510(k) No: K021295 

EEKINENO: 720-962-5412 

05dUL-200 
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DEVICE:RABEACEt#NTFtESTRI~ 
SE DECISICN MADE: llQJUN-2002 

510(k) SUbNARY Am FEMM FDA 

DEVICE:'IWTALHIP~RRI,HEAD - l2/14TApER 
SE DECISICN MADE: ll-JUN-2002 
510(k) SDNQFtY AVAILABU FRX FDA 

DEVICE:KUXXNERDENCALRQLANTS, mELs SK, NK, IK, 53, AND s4 
SE DECISION M&DE: 04JuN-2002 

510(k) zX!Nmmr 

DEVICE: GLO-SPEZ I, II AND III 
SE DEX!ISIQN MADE: 19-JUN-2002 

510(k) SUMMARY AVAILABLE FRX FDA 

DlZVICF,:SQE'RJLICXI'SC?URCESANDA~~ 
SE DECISICN MADE: 14-JUN-2002 

510(k) m 

DEVICE:OXYARMC02 
SE DECISICN MADE: ll-JUN-2002 
510(k) m Am FTMM FDA 

DEVICE:QuESTEXEFtCISE ,5?I'FESS SYSTEM (c$EST),VERSI~3.52 
SE DECISICN MADE: 28-JUN-2002 
510(k) iTUWAIU Am FRN FDA 

DEVICE:DL7ITIFIxooCIPITALtXFtVI~pL31TINGSY~ 
SE DECISICN MADE: 18-JUN-2002 
510(k) SUMMARY Am FIiclM FDA 

D~~:~~~C55(~~A)SOFT(HYDflQPHILC)~~~ 

SE DECISIa M?iDE: 04-JUN-2002 
510(k) STAZmIm 





SUENITIERADDRFSSLISTINGJi0RCDR?fJSUBSTNCIALLY 10(K) SWNXCES OR 510(K) S3XBNWB 
lWRFINALDECISIoNSRENDEBEDDURING -2002 THWUGH3%3UN-2002 

SUNRISEMmx(TsLHHG, 
ATIm:JiRIAN l3ERsEm 
100 DEVIIBISS DR. 
-, PA 15501 

SUNRISEMm1CALm, 
ArITN:JoE MI- 
1OODEVXBISSDR. 
f3CMEEC, PA 15501 

zixJRcxCALINm 

INC. 510(k) No: KO20329 
FTTDIENO: 814-443-7577 

INC. 510(k) No: KO20900 
PlDNFdNo: 814-443-7481 

EERVICE AND S510(k) No: K012667 
ATtN:F3XERTSlKQUATE PIDNENO: 602-788-5651 
3636 E CXXJMBINE DRIVE 
F?DENIX, AZ 85032-5655 

SUFGICAL lXSTRU&!ENCS SERVICE AND SSlO(kl NO: KOl2669 
ATTN:FuBERTs~ 
3636 E COLUMBINE DRIVE 
PEDEXIX, AZ 85032-7372 

SYBRWDENTALSPE!CIALTlES,INC. 
AlITN:mm B 
1717 WEST COLLINS AVENUE 
ORANGE, CA 92867 

syBRI=N ENm/I?JmIxTIC 
ATm:o[)L;c;EEN BOGWEIJ; 
1717 WEST c1QzII;INS AVENUE 
ORANGE, C!& 92867 

- ww 
ATTN:XATIHWMHULL 
1690 RUSSEXL RD. 
Pp13L1, PA 19301 

-s (Us?q 
ATINzMATTHWMHULL 
1690 RUSSEXL RD. 
PPLILI, PA 19301 

SYSMEXCXXBXATIONOFAMEiRIC?i 
ATTNzNIN?iMW 
6699 WILDLIFE W 
LOE GFUJVE, IL 60047-9596 

TANITACGRP.OFAMERIC!A 
ITAUL~~ 
AmNzcmoL ALmAN 
2625 t3OUlS3 m DRNE 
ARL-HGTS., IL 60005 

ti’m : 602-788-5651 

510(k) No: K021797 
PFmENoNo 714-516-7484 

510(k) t0 K021298 
pI-mm#No : 714-5X-7484, 

510(k) No: KO20872 
EHNENO: 610-647-9700 

510(k) No: KO21850 
ETmFlNo: 610-647-9700 

510(k) No: K.021241 
PIDNENO: 847-7263675 

510(k) No: KO14009 

F'ESXE NO : 847-640-9251 

05-JUL-200 
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DEVICZ:DEVlLEiISSPDlOOO 
SE DECISICN MADE: 19-JUN-2002 
510(k) StXBGRY AD FFUX FDA 

DlWICF,:DEVILEXSSMCDEL 920ODHENEDHUMIDIFIERSYSTEM 
SE DEiCISION MADE: 03-JUN-2002 
510(k) SWZNENC 

DEVICZ:REiPRXESsED~PICSHAPEFS 
SE DECISION MADE: 03-m&2002 
510(k) SUMMARY Am FRDM FDA 

DEiVICE:REPRCXXSSE!D~ICALEX3XZBDES 
SE DECISIONMADE: 27dUN-2002 
510(k) SUMWW A- FFXN FDA 

DEVICE: L.E.DENEZRCN 
SE DECISION MADE: 27-JUN-2002 
510(k) SUbNARY Am = FDA 

DEVIClZ:ELEmENTSDIXN0STICUNIT 
SE DEiCISICBJ MADE: 19JUN-2002 
510(k) SUWARY A- LiaclM FDA 

DEVICE:SYNIHZS3.5~E@OADLC-DCPPLATES 
SE DECISICN MADE: 12-JUN-2002 
510(k) SUMMXtY Am FF0cJ FDA 

DEVICZ: SYNIHES (USA) l.3MMCRANIOFACIALSCRENS 
SE DECISICXJ MADE: lOJUN-2002 
510(k) SliWARY Am FXM FDA 

DEVICE: SYSMEXXT-SEXUES,mDELXT-2OOOIANDXT-18001 
SE DECISION MADE: 25-JUN-2002 
510(k) St&NARY AD = FDA 

SE DEcISIa MADE: 24-JUN-2002 
510(k) SUMMARY Am FEMM FDA 



10(K) -s OR 510(K) - 
~FINALDECISICNSRENDEFtEDDURING -2002 THROUGH3OdUN-2002 
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TE(zmIm mm, INC. 510(k) No: KO13321 
ATTNzhQRBERTDTtI@WON E'HXE NO : 404-981-8434 
2416 PARK cIfiNm& BLVD. 
DEC%TUR,G?i30035 

TELESIS~IESINC. 510(k) No: KO20783 

ATIN:IcExIN JEN PI-KNE! NO : 886 226 9801088 
14F-3 & -4, N0.81, SEC 1, 
HSIN-TAI-wu RD. 
HI~CITY,TAIPEI HSlm, 

TERUmCARD1m SY- CSZP510(k) NO: KO20967 
ATTN: STEVE ARICK PJSXENO: 734-663-4145 
1311 VALENCIA AVE. 
TUSTIN, CA 92780 

TERumc!mDIcwAscuLAR SYS3'EBS OZRP510(k 
ATIWGARRYA~ 
125 HLUE BALL RQAD 
ELKIW, MD 21921 

TFXMEDICAL,INC. 
mRIcxLxKINs 
5OF%AtfWCIONDRIVE 
JAFFREY, NH 03452 

TFXMEDIC&,INC. 
m: RICK LYKINS 
50 PLWTATIONDRIVE 
J7WF?EY, NH 03452 

THEBINDINGSI'IE,LTD. 
911/7070 TURBID~C! ANALYiT3ER 
ATINzJAYHGELLiER 
wEsTmmR,SUITFl4000 
2425 WEST OLYMPIC BCUuW%D 
SANTA l-sxK!A, CA 90404 

-SE, INC. 
ATINzDONNAKV 
136OSmIHImPm?Q) 
ALRMEDA, CA 94502-7000 

TISKJRT 
ATIN: SANDRA GLAD- 
1426 EAST THIRD AVE. 
ICEMiNIm, WA 99337-9669 

J NO: KO21020 
NO : 800-283-7866 

510(k) No: KO20985 
EfiDEl-40: 603-532-7706 

510(k) No: KO21034 
EWONEKO: 603-532-0204 

510(k) No: KO21081 

PmNJ3 No : 310-449-1399 

510(k) No: KO20866 
PEDIE NO : 510-239-2670 

510(k) J0 I(020539 
pHoNENo: 509-586-6117 

DEVICZ: SILICONETRACHEALT-TUBES 
SE DECISION MADE: 04-JUN-2002 
510(k) m 

DEVICZ: TEIESISDIGITAL INFMREDTHERNAZ, IlIM.KE SYSTEM, s-UM 9oooMEi 

SE DEZISICN MADE: 07-JUN-2002 

510(k) S'IWWENT 

DEVICEi:TERUWKHURIMYCCARDIi%PHMZNITORINGSYSTEN 
SE DECISION MADE: 2O-JUN-2002 
510(k) SUM&W Am m FDA 

DEVICZ:TERUN)GASFILTER 
SE DEcISIa MADE: lO-JUN-2002 
510(k) SUM&WY AVAILABLF: FF0i EDA 

DEVICE:MODIFIEDTFXMEDIC!ALSAFEZYNEEDLEWI'IHINTRODUCER 
SE DECISION MADE: 25-JUN-2002 
510(k) SUMQRY AVAILABL m EDA 

DEVICf.?,:~IFIEDTFxMEDICALSAFETYNEZDLEWITHINTF0DUCER 
SE DECISION MADE: 26-JUN-2002 
510(k) StWlARY A- FwaM FDA 

DEVICE:HUMANIGG SUBCcASSLI&uID ~KITSFORUSECNTHEHITACHI 

SE DECISION MADE: 17-JUN-2002 

510(k) SWlEMEWf 

DEVICE:FREESTYLETRACKFZRDZ#EfTES&MNZI%WSYS~ 
SE DECISICN MADE: ll-JUN-2002 
510(k) W&NARY AVAILABW FwaM FDA 

DEVICZ:TIEWER~ANDRR%WERX&SX 
SE DECISION MADE: 2O-JUN-2002 
510(k) SUbNARY AVAILJZW m FDA 



0 izimMI~ADDRESSLIsTINGmcDRH~~ 510(K) - OR 510(K) m 
F0RFINALDECISIONSRENDEREDDURING -2002 'ILFKSH3eJuN-2002 

TISBXT 
ATrN: s?mm GLADSTONE 
1426 EWC THIRD AVE. 
IWNEWICK, WA 99337-9669 

Tl?mrEK, INC. 
ATIN:TExwl hTa3aml 
917 DURISWN RtXD 
REDFXXDCITY, CA94062 

TREKDIXMSTICSYtZX'EMS,INc. 

ATlNicimlmIAcmP 
29299 CLEMENS RD., SUITE 1-K 
-, OH 44145 

U-SYSTEMS, INC. 
ATm:SHEILAwPIcEcERING 
2081 IONGDEN cIRcL,F, 
Las ALTOS,, CA 94204 

ULTRxmNIxMEDIB6,~IoN 
m:m lslcr.0 
535-2660 CBK STREET 
-1 =, 

URESIL, L.P. 

510(k) PJO: KO20639 
PKBJENO: 509-586-6117 

510(k) No: KO20736 
PIDNENO: 650-740-0345 

510(k) No: KO21627 

PHCNE NO : 800-2X-9036 

510(k) No: KO13902 
FWNE No : 650-969-6114 

510(k) No: KO20630 
PIMIENO: 604 875 4985 

510(k) F0: KO21632 
!ITTEmmwIm- PIGrAIL; GP GENEMLPURFWJZDRhIIWXiC 
ATI%:CHARLESPGILL E'ID4E NO : 847-982-1154 
5418 WEST TWHY AVE. 
SKDKIE, IL 60077 

USA IN-, INC. 
ArlTN:cHRIsTlE - 
1515 DANNER DRIVE 
AWXA, a 44202 

510(k) No: KO21141 
F'IXXW NO : 330-562-1000 

- M?QKEACIURING (FLY) LTD. 510(k) No: KO20969 
ATTN:MARY -- PHCXIE No : 508-643-0434 
49 PL?uN sTFtEEc 
NORTH ATIUEGD, MA 02760 

vAScYmncAL,INC. 510(k) No: KO20857 
ATTNzTJX'MASRVARRIfXHIOJYE PEDIENO: 5X-997-4600 
18OLImENAm. 
-, NY 11590 

DEVICE:TIFfX'ERTR RlXWZRANDTIRWERTRARIMWdER 
SE DECISICN MADE: 2O-JUN-2002 
510(k) ,SUNWRY AvAILABz;F: FXM EDA 

DEVIC!E:TRAATEK ozJ?IamIDPrnIES 
SE DECISION MADE: 03-JUN-2002 
510(k) STATEMENT 

DEVICE: SENSITITREHZW0PHILUS/~S~ (HP) ME EtiIATE 

SE DECISICN MADE: 2O-JUN-2002 
510(k) saxImaT 

DEVICE: U-SYSTEMSD~ICUL~ SYSTEM us1-2000 
SE DECISION MADE: 05-JUN-2002 
510(k) SUbNARY AVAILMLE FMXf FDA 

DEVIC!Ei:UI~EFXXBNB5OOULTRWOUNDSCBNNER 
SE DEiCISI(3N MADE: 13-JUN-2002 
510(k) SUM@RY Am FRX FDA 

DEVIClX:GPGENEXWPUE?FQBDXWI@6XZ~; MINI-PIGI!AIL DR?QNAGE CA 

SE DECISICB MADE: 13-JUN-2002 
510(k) Sm 

DEVICF,:MDXBWXM5OOO~C0IL 
SE DECISICXJ MADE: 27JUN-2002 
510(k) SUMARY AVAIINXE FEMM FDA 

DEVICFt:VACUREiCTVACUUM~STRICTI~DEVI~ 
SE DECISION MADE: 05-JUN-2002 
510(k) SUhM%RY AD = FDA 

DEVICE:EEiCPTHBAPY SYs~mELTS3wITHpuLsEoxIMETfiy 
SE DECISION MADE: 14-JUN-2002 
510(k) SUbWiRY Am FTMN FDA 



0 SUlBITIERADDREZSLISTINGFoRCDRHSUEHBNTIp;c;LY 510(K) SU@NUES OR 510(K) m 
FORFIN&DEcISIONSREWDEWZDDURIbG -2002 TIBXJGH 3O-JUN-2002 

VESTIL-cx>Rp. 510(k) ND: K021866 
ATTN: RICK MI- FFDNE NO : 260-668-56-77 
9oQcsRcxmHPIw(wpIy 
ANGOLA, IN 46703 

VlD~DE%TAL -, INC. 510(k) No: KO20957 
ATTN:C!L?iDDED~IN XBONE NO : 386-672-0450 
110 FAST GMNADA KUUVARD 
SUITE 208; P.O. WX 36 
ORMXD EiEAa, FL 32175-0036 

VISTAMEDICAL -IES, INC. 510(k) NO: KO21290 
sTElMwI~vOICEACrIvATIoNAIw PIP,mEL91OO 
ITITN:- BAlILIE PEKSENO: 508-366-3668 
134 FlIANDDERs RD. 
-, MA 01581 

vlsmTMEDIc!AL,INC. 510(k) No: KO11676 
ATIN:sTEvEN KIM PEKNENO: 650-694-2900 
1916ACUMIDDLEFIEZLDW 
- VIEW, CA 94043 

WAL.LACHSURGIC!&DEVICES,INC. 510(k) No: KO20711 
ATIN:MI~ Mz&IS PHCNENO: 203-799-2000 
235 EDI%% RD. 
oRAwE, CT06477 

wELcHALLYN, INC. 510(k) No: K021756 
ATIN: DAVID -SKI FTDNENO: 315-685-4100 
4341 STATE STREET RD. 
- FZUS, NY 13153-0220 

WIELANDDEUTAL+TEiCWIK GNBH & 03510(k) No: KO21733 
ATTN:GEmARD poL!zER PHONENO: 497 231 3705219 
- STRABE 13 
PmRzHEIM, 

~OFMEZDICIIWLEMUZGMBEf 510(k) No: KO20889 
ATTN:susANNE RA?B P!iKNENo: 617-868-3995 
91 - STREET 
CMiRID&M&O2l38 

HBIDWIDEMEDICAL~. 510(k) No: KO20869 
A!LTNzFFtANCIsoOJROJAS ETmE No : 949-598-1975 
13SPECTRDM~IlWZDRIVE 
LAKEi FOREST, CA 92630 

DEVICE:KARMZi8OOSERIESMANUALwHEELcHAIR 
SE DECISION MADE: 14-JUN-2002 
510(k) SUMMARY Am FfMM FDA 

DEVICE!:OR?iCAM 
SE DECISICN MADE: 13-JON-2002 

510(k) m 

DEVICF,:VISTAVISUALIZATIONSYSTEN,~ELt 9000,VISTAVISUALZATI~SY 

SE DECISION MADE: 28-JUN-2002 
510(k) SUMMARY AVAILWU FFW FDA 

DEVICF,:VIVAWWEMI~VESYSTEM 
SE DMIISION MADE: 18-JUN-2002 
510(k) SUMM?W AVAILAEW FR(aM FDA 

DEVICZ:iMU.CHUOP~E 
SE DECISION MADE: 03dUN-2002 
510(k) m A- FRZM FDA 

DEVICEt: m ALLYN AE$PM 6100 
SE DECISICNMWE: 27-dJN-2002 
510(k) SUMZVtY AWUL&EGE m FDA 

DEVICE: AUIOPAL 50 
SE DECISION MADE: 26-JUN-2002 
510(k) SUMMY AVAILABLE: FFUN FDA 

DEVICE: -PIG LIGHT = XL202/L3 
SE DECISICN MADE: 05-JUN-2002 
510(k) SUMMWY AVAILABLE FHM FDA 

DEvI~:FIRsT~EKbMEDRuGTEST~MDMA(~~) 
SE DEYZISION MADE: ll-JUN-2002 
510(k) SWGRY Am FHM FDA 



. . . . 




