SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-0CI-2000 THROUGH 31-0OCT-2000

3D LINE USA, INC.
ATIN: KAREN H RIGAMCNTI
2807 OLD COURT ROAD
BALTIMORE, MD 21208

ABBOIT LABCRATCRIES
ATTN: JILL N SACKEIT
D-389, BIDG. AP30

200 ABBOUIT PARK RORD
ABBOTIT PRRK, IL 60064-6157

ABX DIRGNOSTICS, INC.
ATIN: BRUCE DAVIS
34 BUNSEN DR.

IRVINE, CA 92618

ACRYMFD, INC. ' y
ATIN: BERNXE GIBBINS '
12232 SW GARDEN PLACE
PORTLAND, OR 97223

i
AESCULAP, INC.
ATIN: JOYCE THMAS
3773 EXECUTIVE CENTER PARKWAY
CENTER VALLEY, PA 18034

AGILENT TECHNCIOGIES, INC.
ATIN: MIKE HUDCN

3000 MINUTEMAN RD.
ANDOVER, MA 01810-1099

AGTTENT TECGHNOLOGIES, INC.
ATIN: MIKE HUDCN

3000 MINUTEMAN RD.
ANDOVER, MA 01810-1099

AIR FORCE INC

1

ATIN: PIERO POLICICCHIO
933 BUTTERNUT DRIVE
HIIAND, MI 49424

AIRSEP CCRP.

ATTN:' PETER WEISENBCRN
290 CREEKSIDE DR.
BUFFALO, NY 14228-2070

745 -0/ 0

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) No:
PHONE MO :

510(k) NO:
PHCNE NO @

510(k) No:
PHONE NO @

510(k) No:
PHCNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO @

KDO1163
410-580-1730

K000886
847-937-4085

K002646
297-842-7914

KD02909
503-624-9830

K002871
610-231-0228

K002967
978-659~3173

K003107
978-659-3173

K001493
619-399-8511

K000963
716-691-0202

14-NOV-2000
Page 1

DEVICE: DMIC IV-ERGO
SE DECISION MADE: 23-0OCT-2000
510(k) SMMARY AVAILARTE FRCM FDA

oevices spmcrebheas ol iV 15 19751

SE DECISION MADE: 05-OCT-2000
510(k) STATEMENT

DEVICE: ABX MICROS CRP
SE DECISION MADE: 26-OCT-2000
510(k) SUMARY AVAILARLE FROM FDA

DEVICE: ACRYDERM SILVER ANTIMICROBIAI, STRANDS MCDEL 2-020103
SE DECISION MADE: 13-OCT—2000
510(k) SUMMARY AVATTARLE FROM FDA

DEVICE: MCDIFICATION TO YASARGIL ANEURYSM CLIPS
SE DECISICN MADE: 13-OCT-2000
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: M2376A DEVICELINK SYSTEM, MCDEL M23763
SE DECISICN MRDE: 18-OCT-2000
510(k) SUMMARY AVATTARLE FROM FDA

DEVICE: M2376A DEVICELINK SYSTEM
SE DECISICN MPDE: 19-OCT-2000
510(k) SUMMARY AVATTARLE FROM FDA

DEVICE: DENTAL ATR FORCE HOME DENTAL CTEANING SYSTEM, MODEL NO. 002000
SE DECISION MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: DA VINCHI EEG AND EMG/EP SYSTEMS
SE DECISICN MADE: 20-OCT-2000
510(k) STATEMENT

LST /0D



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY EQUIVALENT
FCR FINAL DECISIONS RENDERED DURING THE PERTCD 01-OCT-2000 THROUGH 31-OCT-2000

ALOON UNIVERSAL, LID. 510(k) NO:
ATTN: MICHAEL E PFLEGER PEONE NO @
6201 SOUTH FREEWAY

FORT WORTH, TX 76134-2099

AMERTCEN MEDICAL SYSTEMS, INC.  510(k) NO:
ATIN: ELSA A LINKE PECNE NO :
10700 BREN RD., WEST

MINNETONKA, MN 55343

ANGICOYNBMICS, INC. 510(k) NO:
ATIN: TERI JUCKETT PECNE NO ¢

603 QUEENSBURY AVE.
CUEENSBURY, NY 12804

ARISTA LATINDO INDUSTRIAL, LID. P.510(k) No:
ATIN: LINGA SUMARTA PHONE NO :
128 JALAN KYAIL HAJT MUHEMMAD

JAKARTA BARAT, i

ARISTA LATINDO: INDUSTRIAL, LID. P.510(k) NO:
ATIN: LINGA SWMARTA PIONE NO :
128 JALAN KYAT HAJI MUHAMMAD

MBNSYUR
JBKARTA BARAT,

BRROW INTL., INC. 510(k) NO:
PROTECTION

ATTN: THOMAS D NICKEL PHONE NO :
2400 BERNVILLE RO.

READING, PA 19605

ATOM MEDICAL OOREORATION 510(k) NO:
ATTN: SHEIIA HEMEON-HEYER PHONE NO
49 PLAIN STREET

NORTH ATTLEBORO, MA 02760

AUTOMATIC LIQUID PACKAGING, INC. 510(k) NO:
ATTN: XHN ERDA PHONE MO ¢
2200 LAKE SHCRE DR.

WOCDSTOCK, IL 60098

AVITRO IIC 510(k) NO:
ATTN: JOHN ERDA PHONE NO :

2200 1IAKE SHCRE DRIVE
WOODSTOCK, II. 60098

K002589
817-551-4877

KD02919
952~-930-6309

K001578
518~798-1215

K002745

14-NowW-2000
Page 2

(SE) 510(K) SUMMRRIES CR 510(K) STATEMENTS

DEVICE: OPTI-FREE EXPRESS MULTI-PURPOSE DISINFECTING SCOLUTION
SE DECISION MADE: 23-OCT-2000
510(k) SUMMARY AVATLABIE FRCM FDA

DEVICE: AMS SPHINCTER 800 URINARY PROSTHESIS

SE DECISICN MADE: 03-OCT-2000

510(k) SUMVARY AVAILAEIE FRCM FDA

DEVICE: ANGICDYNAMICS SOFT-VU HYDROPHILIC COATED ANGIOGRAPHIC CATHETER
SE DECISICN MADE: 13-OCT-2000

510(k) STATEMENT

DEVICE‘V]I‘]YLED(AMB‘JATICNG[OVES, POADER FREE, BIUE COLOR

622 166 20201/195SE DECISION MADE: 12-OCT--2000

K002746

510(k) STATEMENT

DEVICE: VINYL EXAMINATION GLOVES, POADER FREE, VANILIA OCLCR

622 166 20201/195SE DECTISION MADE: 11-OCT-2000

K003006
610-478-3137

K002355

s 508-643-0434

K994321
815-338-9500

K000632
815-338-9500

510(k) STATEMENT

DEVICE: TWO-LUMEN PICC WITH EIUE FLEXTIP CATHETER AND INTEGRAL NEEDLE

SE DECISION MADE: 27-OCT-2000
510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: ATCM INFA WARMER V-505
SE DECISION MADE: 10-OCT-2000
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: STERTLE WATER AND 0.9% SCDIUM CHLCRIDE FOR IRRIGATION, USP
SE DECISION MADE: 25-OCT-2000
510(k) SUMMBRY AVATLARLE FROM FDA

DEVICE: 0.9% SODIUM CHLORIDE VASCULAT ACCESS DEVICE
SE DECISION MADE: 19-OCT-2000
510(k) SUMMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BCQUIVAIENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

AVITRO 1IC

ATIN: JCHN BRDA
2200 ILAKE SHORE DRIVE
WOODSTOCK, II, 60098

AYON SYSTEMS, INC.
ATIN: HOWARD BATLIN
400-2200 OSER AVE.
HRUPPAGE, NY 11788

BEVERLY, MA 01915

BAUSCH & IOMB, INC.
ATTN: PAUL G STAPLETON
1400 NORTH GOCDMAN ST.
ROCHESTER, NY 14603-0450

i
BAXTER HEALTHCARE CORP.
ATIN: MARY ELIEN SNYDER

RT. 120 AND WILSCN RORD
ROUND IAKE, IL 60073-0490

v

MEDFIEID, MA 02052-1688

BAYL.IS MEDICAL C0., INC.
MENT CONNECTOR CARLE/PMX-BAY-BAY
ATIN: KRIS SHRH

5160 EXPLORER DRIVE, UNIT 37
MISSISSALGA,

%amn CQOULTER, INC.

ATIN: ANNETTE HELLIE
200 SOUTH KRAEMER BIVD.
BREA, CA 92822-8000

BECKMAN COULTER, INC.
ATIN: MARA CALER

7330 CARROLL ROAD

SAD DIEGO, CA 92196-2006

510(k) NO:
PHCRE NO :

510(k) NO:
PHNE NO

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO

510(k) No:
PHONE NO

510(k) NO:
PEONE NO

.

510(k) No:
PHONE MO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

KDO1795
815-338-9500

KD02316
800-888-2966

KD02557
609-924-9510

K002823

: 716-338-8172

K003225
847-270-4644

K002376
508~359~3825

K002389
905 602 4875

K002799
714-993-8767

K002905
858-621-4583

14-NcW-2000
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DEVICE: THE AVITRO LIC, 10 AND 1OOUSOINITS/DLHEPARIN&DI[MVAFD
SE DECISION MADE: 19-OCT-2000
510(k) SWMMARY AVATLABIE FROM FDA

DEVICE: PHCENIX DIGITAL ERG
SE DECISION MRDE: 26-0CT-2000
510(k) SUMMPARY AVATIARIE FRCM FDA

DEVICE: SUTURE WELDING SYSTEM AND KIT-(J-TIP DESIGN)

SE DECISION MADE: 06-OCT-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: RENU MULTIPLUS MULTI-PURPOSE DISINFECTING SOLUTION

SE DECISION MADE: 17-OCT-2000

510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: SOLUTTON ADMINISTRATICN SETS WITH CAPLESS LUER ACTIVATED VALVE
SE DECISION MADE: 19-OCT-2000

510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: ADVIA: CENTAUR AND ACS: 180 CPSA ASSAY
SE DECISICN MADE: 26-OCT-2000
510(k) SUMVARY AVAILAELE FROM FDA

DEVICE: BAYLIS PAIN MANAGEMENT PROBE/PMP-20-145 AND BAYLIS PAIN MANAGE
SE DBCISICN. MADE: 23-OCT-2000

510(k) STATEMENT

DEVICE: PARAGON CZE 2000 CAPTLIARY ELECTROPHORESIS SYSTEM AND BUFFER-1
SE DECISION MADE: 05-OCT-2000

510(k) SUMMARY AVATIAEIE FROM FDA

DEVICE: ACCESS THYROGLOBULIN REAGENTS ON THE ACCESS ANALYZER
SE DECISICN MADE: 19-OCT-2000
510(k) SUMMARY AVAILABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISTONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

BIO-VASCULAR, INC,
ATIN: DAISY P SIN
2575 UNIVERSITY AVE., STE.180

ST. PAUL, MN 55114-1024

BIOCARE CCRP.

WALTHAM, MA 02454

BIOCHECK, INC.

ATTN: ‘ROBIN J HELIEN
9418 LASATNE AVE
NCRTHRIDGE, CA 91325

BICGLOGICALLY CRIENTED PROSTHESES

ATIN: ANGENA PARREKH -

17 SEVENTEENTH ST.
PORT HURON, MI 48060,

BICMERTEUX, INC.

/

ATIN: JANET CONNOLLY

31022 HINGHAM STREET
ROCKLAND, MA 02370

BICMET ORTHOPEDICS, INC.

ATIN: PATRICIA SANDBCRN BERES

P.O. BOX 587

WARSAW, IN 46581-0587
BICMET ORTHOPEDICS,

ATIN: PATRICIA SANDBORN BERES

P.O. BOX 587

INC.

WARSAW, IN 46581-0587

BICGMET, INC.

ATIN: TRACY BICKEL
56 EAST BEIL DRIVE
WRRSEW, IN 46582

BIOMET, INC.

ATIN: MICHELLE L MCKINLEY

%

- 510(k)

510(k) No:
PHCONE NO @

510(k) NO
PHONE NO

510(k) No:
PHONE NO @

510(k) NO:
PEONE NO :

510(k)
PECONE

*
»
.
.

NO
PHONE NO

510(k) NO:
PHCONE NO @

510(k) NO:
PHCNE NO :

510(k) NO:
PHONE NO @

K002233
651-603-5203

K002855
781-894~0800

KD02294
818-709-5646

K002325
810-982-7777

K001460
781-871-4442

K002057
219-267-6639

K002278
219-269-6639

K002423
219-372-1761

KDO2772
219-372~1644

14-NOV-2000
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DEVICE: BVI SLING
SE DECISICN MADE: 13-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BICLYTE 2000 NA+,K+,CL~/LI+ELECTROLYTE ANALYZER
SE DECISION MRADE: 12-0CT-2000
510(k) SMMARY AVATIARLE FRCM FDA

DEVICE: BIOCHECK TESTOSTERONE EIA, MCDEL BC-1115
SE DECISION MADE: 02-OCT-2000
510(k) STATEMENT

DEVICE: WUJIN #3 TIBIAL NATL
SE DECISION MADE: 30-OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: VIDAS H. PYILCORI IGG (HPY) ASSAY, MCDEL 30 192
SE DECISION MADE: 04-OCT-2000
510(k) SUMMARY AVATLABIE FRCM FDA

DEVICE: BROCKER TIBIA NAILS
SE DECISICN MADE: 04-OCT-2000
510(k) SMMARY AVATIARLE FROM FDA

DEVICE: BROCKER FEMORAL, NATLS
SE DECISICN MADE: 23-OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: LACTOSORB PUSH SCREW
SE DECISION MADE: 20-OCT-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: ASCENT XXL CLOSED BOX FEMORAL OOMPCINENT
SE DECISICN MADE: 04-OCT-2000

510(k) SUMMARY AVATLARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENIS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-0OCT-2000

BICMET, INC.

ATIN: TRACY J BICKE;
AIRPORT INDUSTRIAL PARK
P.O. BCX 587

WARSAW, IN 46581-0587

ATIN: JAMES H LAIE,

10T14, PT.4204 LINGKARN SULTAN
HISHAMUDDIN, NORTH FORT INDU.
PCRT KLANG,

BOSTCN SCIENTIFIC CCRP.

ATIN: JXDI LYNN GREENNIZEN
CNE BOSTON SCIENTIFIC PLACE
NATICK, MA 01760

BOSTON SCIENTIFIC QORP.
ATIN: CARCL J HOLLOWAY

CNE BOSTON SCIENTIFIC PLACE
NATICK, MA 01760

ERENNEN MEDICAL, INC.
ATTN: PHILLIP IAWIN
1290 HAMMOND RD.

ST. PAUL, MN 55110

BRENNEN MEDICAL, INC.
ATIN: PHILLIP IAWIN
1290 HRMMOND RD.

ST. PAUL, MN 55110

510(k) NO:
PEONE MO :

510(k) NO:
PHONE NO :

510(k) No:
PHCNE NO

510(k) NO:
PECNE NO @

510¢k) NO:
PHCNE NO 3

510(k) No:
PEONE NO :

510(k) NoO:
PHCNE NO

510(k) NO:
PHONE MO :

KD02998
219-372-1761

K002879
323-549-9500

K994276
603 376 1386

K994281
603 376 1390

KO02133
508-652-5008

002802
508-650-8514

K002077
651-429-7413

K002078
651-429-7413

14-NOV-2000
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DEVICE: BICGMET BI-POLAR SHOULDER SYSTEM
SE DECISION MADE: 06-OCT-2000

510(k) SUMMARY AVAILARIE FRCM FDA
DEVICE: MCDIFICATION TO BIOPLATE BIOCLIP CRANIOTOMY FIXATTON SYSTEM
SE DECISION MADE: 05-OCT-2000

510(k) SUMMPRY AVAILAELE FRCM FDA

DEVICE: BIOPRO, NITRILON, CORRECT TOUCH- NITRILE POWDERED EXAMINATTON
SE DECISION MPDE: 20-OCT-2000

510(k) STATEMENT

DEVICE: BIOPRO, NITRILE, CORRECT TOUCH NITRILE POWDER FREE EXAMINATION
SE DECISION MADE: 20-OCT-2000
510(k) STATEMENT

DEVICE: NIR BILLIARY STENT SYSTEM; MARSHAL BALIOCON DILATATION CATHETER

SE DECISION MRDE: 12-OCT-2000
510(k) SUMMPRY AVAILABIE FROM FDA

DEVICE: RAPID EXCHANGE TAPERTCME
SE DECISION MADE: 05-OCT-2000
510(k) SUMMPRY AVAIIABLE FROM FDA

DEVICE: GLUCANPRO CREAM
SE DECISION MADE: 02-OCT-2000
510(k) STATEMENT

DEVICE: EETA GLUCAN GEL, (MACROPRO GEL)
SE DECISICN MADE: 02-OCT-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
FCR FINAL DECTSICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

C.R. EBARD, INC. 510(k) NO:

ATTN: MARION GORDON PHONE NO-

129 CONCORD FOD., ELDG. 3

BILLERICA, MA 01821-7031

C.R. BARD, INC. 510(k) NO:

ATTN: RUTH C FORSTADT PHONE NO ¢

100 SOCKANOSSETT CROSSROED

CANSICN, RT 02920

CANICR & SILVER LID. 510(k) NO:

OFT CONTACT LENSES

ATTN: MARTIN DALSING PHONE NO :

623 GLACTFR DRIVE

GRAND JUNCTICN, CO 81503

CEDBRA SOFTWARE CORPORATTON 510(k) NO:

Y CD VIEWER

ATTN: CAROL NRKAGAWA PHONE MO :

6509 ATRECRT RD..

MISSISSAUGA, CONTARTO,

CERRMOPTEC, INC. 510(k) NO:
" ATTN: CAROL J MORELLO PHONE NO :

515 SHAKER RORD
EAST IONGMEADOW, MA 01028

CIVOO MEDICAL INSTRUIMENTS CO., INCS10(k) NO
ATTN: J. WILLIAM JONES PHONE NO
102 FIRST ST. SOUTH

KALCNA, IA 52247

COGENT DIAGNOTICS LID. 510(k) NO:
ATTN: DANIELIE KNIGHT PECNE NO :
PENTLANDS SCIENCE PARK

BUSH LOBN, PENICUIK

MIDLOTHIAN, SCOTLAND,

COGENT DIAGNOTICS LID. 510(k) NO:
ATIN: DANIETLE KNIGHT PECNE NO :

QMPUTERIZED MEDICAL SYSTEMS, INC.510(k) NO:
ATIN: MICHAEL A PARSONS PHONE NO @
1145 OCRPORATE LAKE DR.

SUTIE 100

ST. LOUIS, M) 63132-1716

K002094

s 978-262-4867

K002684
401-~463-7000

K994320
970-243-5490

K002590
905 672 2100

K002296
413~525-0600

KD02546
319-656~4447

K003054
714~933~3000

K003057
714-933-3000

K002147
314-993-0003

14-NOv-2000
Page 6

4

DEVICE: BARD MEMOTHERM COVERED ESOPHAGEAL STENT, MODEL MULTIPLE
SE DECISION MADE: 06-OCT-2000
510(k) SMARY AVAILARLE FRCM FDA

DEVICE: OOMPOSIX E/X MESH

SE DECISICN MADE: 11-OCT—2000

510(k) SUMARY AVAILARLE FROM FDA

DEVICE: CHROMAGEN V2.0 HAPLOSCOPIC SYSTEM & COLOR VISION ENHANCEMENT S
SE DECISICN MADE: 20-OCT-2000

510(k) SWMMARY AVATLARLE FROM FDA

DEVICE: CEDARA CARDIOLOGY VIEWER, CARDICLOGY ARCHIVE VIEWER, CARDICLOG
SE DECISICN MADE: 31-OCT-2000

510(k) SIMMBRY AVAILABIE FROM FDAa

DEVICE: CERAIAS G15 532NM FREQUENCY DOUBLED ND:YAG IASER, MCDEL G1-G15
SE DECISION MADE: 02-OCT-2000

510(k) SUMMBRY AVAILARIE FRCM FDA

DEVICE: CIV-FLEX HOLSTER OOVER, MCDEL STERILE, ILATEX-FREE
SE DECISION MADE: 31-OCT-2000
510(k) SUMRARY AVAILARLE FROM FDA

DEVICE: AUTOSTAT II ENA-6 PROFILE ELISA
SE DECISION MADE: 13-OCT-2000

510(k) STATEMENT

DEVICE: AUTOSTAT II ENA-4 PROFIIE ELISA
SE DECISION MADE: 13-OCT-2000

510(k) STATEMENT

DEVICE: FOCUS

SE DECISION MADE: 13-OCT-2000

510(k) SUMMARY AVAILABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTAILY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01~OCT-2000 THROUGH 31-OCT-2000

OOCK, INC.
ATIN: MARY GOSSARD

QYO Y YITLY AT DTUD
F&d WSAAILIL VAN, K ADND

P.O. BOX 488
BLOOMINGTCN, IN 47402

CGCRDIS CRP.

ATIN: CHIXK RYAN
7 POADERHORN DRIVE
WARREN, NJ 07059

" CCRE-VENT CCRP.

510(k) NO: KOOO85S5
PHONE NO : 812-339-2235

510(k) NO: K003159
PEONE NO : 908~412-7446

510(k) NO: K002188

B 8,10,12, 14/OPB.5D/0PAR,(I’B 8,10,12,14/0P2.3D/0P2.8D,
WILL FISHER

ATTN:
4630 SOUTH ARVILIE, SUTTE D
IAS VEGAS, NV 89103

OUSIN BIOIECH S.A.R.L
ATTN: BOWARD M HOLSTEIN
555 THIRIEENTH STREET, N.W.
VASHINGTION, DC 20004-1109

€T1 PET SYSTEMS, INC.

. ATIN: WILLIAM SKREMSKY
‘810 INNOVATICN DR.

KNOXVILLE, TN 37932-2571

CURON MEDICAL, INC.

; MODEL S500-ST
ATIN: THOMAS C WEHMAN
735 PALCMAR AVENUE
SUNNYVALE, CA 94086

D.K.M. (O.,LID.
ATIN: ANDREW PAENG
P.O. BOX 3415

ST. LOUIS, MO 63143

DADE BEHRING,

TCRS, MODEL 4G019UL, 4G109UL
ATTN: PAUL I ROGERS

3403 YEREA BUENA ROAD

P.O. BOX 49013

SAN JOSE, CA 95161-°013

NEWARK, DE 19714-6101

PHCNE NO ¢ 702-253~1344

510(k) NO: K002479
PHONE NO : 202-637-5813

510(k) NO: KOO2715
PHONE NO : 865-218-2522

510(k) NO: K002898
BEONE NO : 408-733-9910

510(k) NO: K001668
PHONE NO : 573-225-7700

510(k) NO: K002551
PHONE NO : 408-239-2309

510(k) NO: K002804
PHONE NO : 302-631-6276

14-NOV-200C
Page 7

DEVICE: GUNTHER TULIP VENA CAVA MREYE FILTER SET
SE DECISION MRDE: 18-OCT-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: CORDIS SLALCM PTA BALIOON CATHETER

SE DBECISION MPDE: 30-OCT-2000

510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: SWISSPLUS IMPLANT SYSTEM, MCDEL SPWB 8,10,12,14/OFH20/SMPR, SF
SE DECISICN MADE: 30-OCT-2000

510(k) STATEMENT

DEVICE: BICMESH Pl AND BICMESH PLUG AND PATCH
SE DECTSION MADE: 1S-OCT-2000
510(k) SUMMARY AVATIAHLE FRCM FDA

DEVICE: ECAT PET SCAMMER

SE DECISION MADE: 31-OCT—2000

510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: CURON CONTROL MODULE ELECTROSURGICAL GENERATOR AND ACCESSCRIES
SE DECISION MADE: 17-OCT-2000

510(k) STATEMENT

DEVICE: GLOBAL SPINAL FIXATION SYSTEM

SE DECISION MADE: 19-OCT-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: EMIT 2000 VALPROIC ACID ASSAY, EMIT 2000 VALPROIC ACTD CALIERA
SE DECISION MADE: 11-OCT-2000 '

510(k) SUMMARY AVAITABLE FROM FDA

:DEVICE: N PROTEIN STANDARD SL

SE DECISION MADE: 05-OCT-2000
510(k) SUMMARY AVATLARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT--2000

DADE BEHRING, INC. 510(k) No:
OPHEN CALIBRATORS, MODEL

ATIN: PAUL L ROGERS PHONE NO :
3403 YERBA BUENA ROBD

SAN JOSE, CA 95161-9013

DATASCOPE CORP. 510(k) NOs

TO DATASCOPE PROFILE 8FR. IAB, 40CC

ATIN: JOANNE WCLF PHONE NO :
15 1AW DR.

FAIRFIELD, NJ 07004-0011

DATEX-CEMEDA, INC. 510(k) NO:
LOOROS

ATIN: JOEL C KENT PHONE MO :
3 HIGHWOOD DR.

TEWKSBURY, MA 01876 ,

DEPILASE GROUP LD, , 510(k) NO:

ATIN: MPRIO LIXA RUSSO PHONE NO :

12 ST. JAMES’S X
IONDON SWL Y 4RB,

DEPUY ORTHOPAEDICS, INC. 510(k) NO:
ATIN: CHERYL. K HASTINGS PEONE NO ¢
700 ORTHOPAEDIC DR.

P.O. BOX 988

WARSAW, IN 46581-0968

EBI, L.P. 510(k) NO:
ATIN: PATRICTA FLOCD PHONE NO ¢
100 INTERPACE PKWY.

PARSIPPANY, NJ 07054-1079

ECLIPSE SYSTEMS INC. 510(k) NO:
ATIN: ROSINA ROBINSON PHONE NO :

49 PLAIN STREET
NORTH ATTLEBCORO, MA 02760

EEMAGINE MEDICAL IMAGING SOLUTICNS510(k) NO:

ATIN: SCOIT PEASE PHCNE NO ¢
W306 D8345 CHESNUT DRIVE

MUKWCNAGO, WL 53149

ELECTRO MEDICAL SYSTEMS SA 510(Jk) NO:
AL

ATIN: SHEIIA HEMECN-HEYER PHCNE NO ¢

49 PLATN STREET
NORTH ATTLEBORO, MA 02760

K002974
408-239-2309

K002949
973-244-6100

K002478
978-640-0460

K001990

440 207 8496120

K002883
219-371~4901

K002980
973-299~9022

K002229
508-643-0434

K002631
262-363-5546

K002484
508-643-0460

14-Now~-2000
Page 8

DEVICE: EMIT TOX ACETAMINOPHEN ASSAY, MODEL 7A319UL; EMIT TOX ECETAMIN
SE DECISION MADE: 11-OCT-2000 ‘
510(k) SMMARY AVAITABLE FROM FDA

DEVICE: MODIFICATION TO DATASCOPE PROFILE SFR. IAB, 34CC; MODIFICATION
SE DECISION MADE: 20-OCT-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: S/5 COMPACT ANESTHESIA MONTTOR WITH S-OOAOS, S-OCAO6. L~O0R07,
SE DECISION MADE: 05-OCT-2000

510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: DEPILASE YAGIASE ND:YAG IASER SYSTEM AND ACCESSORIES
SE DECISION MADE: 23-OCT-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: PINNACLE METAL~CN-METAL ACETABULAR CUP LINERS '
SE DECISION MADE: 13-OCT-2000

510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: MODIFICATION TO EBI ANTERTOR CERVICAL PLATE SYSTEM
SE DECISICN MADE: 23-OCT-2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: WACKERS-LIU () SOFIWARE
SE DECISION MPADE: 20-OCT-2000
510(k) SRARY AVATLARIE FROM FDA

DEVICE: ELECTROENCEPHALOGRAPH SOFTWARE EEMAGINE ERG
SE DECTISION MADE: 23-OCT-2000
510(k) SMARY AVAITARLE FROM FDA

DEVICE: EMS SWISS ORTHOCLAST CHISELS FOR NON-CEMENTED PROSTHESIS REMOV

SE DECISION MADE: 04-OCT-2000
510(k) SUMMARY AVATIARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BOUUIVALENT (SE) 510(K) SUMMRRIES CR 510(K) STATEMENTS

ENCCRE ORTHOPEDICS, INC.
DRCEGE

ATIN: JOANNA

9800 METRIC BIVD.
RUSTIN, TX 78758

ENDIUS INC.

ATIN: SUSAN FINNERAN
23 WEST BACON ST.
PIAINVILLE, MA 02762

ENDCCARE, INC.

ATIN: VINCENT CUTARELLI -

7

MINNEAPCLIS, MN 55432

STUDEBAKER
IRVINE, CA 92618
ENI’IFIC MEDICAL SYSTEMS INC.

510(k) NO:
PEONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO ¢

510(k) NO
PHNE

ENVISION ADVANCED MEDICAL SYSTEM L510(k) NO:

PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

510(k) No:
PHONE NO :

K002959
512-834-6255

R002437
508-643-0983

K002396
949-595-5424

K002913
612-571-~-1976

K002431
202-637-5735

K002534
310-471-6289

KO03060

44 029 20776300

K002332
905 829 5300

K001884
949-462-0900

K002198
847-564-5400

FOR FINAL DECTSICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

DEVICE: MCDIFICATICON TO ISOBAR SPINAL SYSTEM
SE DECISICN MRDE: 16-OCT-2000
510(k) SMMARY AVAITAHIE FROM FDA

DEVICE: ENDIUS ENDOSCOPIC ACCESS SYSTEM
SE DECISION MRADE: 02-OCT-2000
510(k) SWMARY AVAILAEIE FROM FDA

DEVICE: ENDOCARE PERCUTANECUS ACCESS SET
SE DECISION MRDE: 13-OCT-2000
510(k) SMMARY AVATTABIE FRCM FDA

DEVICE: HEADBAND FOR BAHA
SE DECISICN MADE: 17-OCT-2000
510(k) SRMARY AVATTARLE FROM FDA

DEVICE: ELRAN 01 SYSTEM
SE DECTSION MADE: 24-OCT-2000
510(k) SWMARY AVAILABLE FRCM FDA

DEVICE: EUPALAMUS DEFLECTABLE STYLET, MCDEL, 01545
SE DECISION MRDE: 18-OCT--2000
510(k) SMARY AVAITABIE FRCM FDA

DEVICE: PLASMAKINETIC GENERATOR
SE DECISION MPADE: 31-OCT-2000
510(k) SUMVARY AVATIABLE FROM FDA

DEVICE: EEG SPIKE AND EVENT DETECTCR MCDULE
SE DECISICN MADE: 06-0CT-2000
510(k) SUMMARY AVAIIABIE FROM FDA

DEVICE: DIRECT CROWN
SE DECISION MBDE: 25-OCT-2000
510(k) SWMMARY AVATLARLE FROM FDA

14-NW-2000
Page 9

DEVICE: FLUCROSCAN PROFILE, MCDEL TCA 4 PLUS; FLUCROSCAN PROFILE IQ, M

SE DECISION MADE: 17-OCT-2000
510(k) SUMMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIAILY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
" FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

FONAR CCRP. 510(k) NO:
ATIN: LUCIANO BONANNI PHONE NO :
110 MARCUS IR

MELVILIE, NY 11747

GALIL MEDICAL LID. 510(k) NO:
ATIN: JONATHAN S KAHAN PHONE NO :
555 THIRTEEN ST.

WASHINGTON, DC 20004

GAMERD HEBLTHCERE 510(k) NO:
ATIN: JEFFREY R SHIDEMAN PHONE NO :

GE MARQUETTE MEDICAL SYSTEMS, INC.510(k) NO:
ATIN: DAVID WAHLIG - . PHONE NO ¢
8200 WEST TOWER AVE. ’

MILWAUKEE, WI 53223 .

GE MEDICAL SYSTEM |
ATIN: IARRY A KROGER
36800 RYERSON RORD

NEW BERLIN, WI 53151

GE MEDICAL SYSTEMS
ATIN: LARRY A KROGER
P.O. BOX 414, W-709
MILWAUKEE, WI 53201

GEIGER MEDICAL TECENCLOGIES, INC. 510(k) NO:

510(k) NO:
PHONE

510(k) NO:
PHONE NO ¢

ATIN: JCHN BOITUER PHONE NO ¢
24040 CAMINO DEL AVION, A-195

MONARCH BEACH, CA 92629

GENICON, IC 510(k) No:
ATIN: GARY HABERLAND PHOE NO :
573 WATERSCAPE WAY

ORLANDO, FL 32828

GEUDER GMBH 510(k) NO:
ATIN: HILIARD W WELCH PHOE NO :

344 ANNABELLE POINT RORAD
CENTERVILLE, MA 02632-2402

GILLETTE CHILDREN’S SPECIALTY HEAL510(k) NO:
ATIN: LINDA VALERI PHCNE NO :
1785 GID COURT
EAGAN, MN 55122

K002490
631-694-2929

K003065
202-637-5794

K994390
612-835-4018

K002957
414--362-2090

K002978

NO : 262-544-38%4

K002611
262-544-3894

K002341

949-240-7584

K002542
407-273-7619

K001125
508-771-6777

K000861
651-229-3808

DEVICE: INDOMITABLE MAGNETIC RESONANCE IMAGING SCANNER
SE DECISION MADE: 03-OCT-2000

510(k) SWMARY AVATIABLE FROM FDA

DEVICE: SEEDNET, MCDEL EP6TS, EPSES
SE DECISION MADE: 31-OCT-2000
510(k) SIMMARY AVAILABLE FRCM FDA

DEVICE: GAMBRO POLYFLUX 17R, CAPILIARY DIALYZER/ FILTER
SE DECISION MADE: 26-OCT-2000
510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE: SOLAR SPO2 MODULE WITH MASIMD SET
SE DECISICN MADE: 18-OCT-2000
510(k) SMMARY AVATLAELE FROM FDA

DEVICE: LIGTHSPEED 3.0 CT SCANNER SYSTEM
SE DECISION MADE: 10-OCT-2000
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: SIGNA MFO/I MAGNETIC RESCNANCE SYSTEM
SE DECISION MADE: 31-OCT-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: THERMAL CAUTERY UNTT, MCDEL 150
SE DECISION MADE: 23-OCT-2000
510(k) SUMMARY AVAITARLE FROM FDA

DEVICE: REUSABLE CANNULA
SE DECISION MADE: 23-OCT-2000
510(k) SUMVARY AVAILAELE FROM FDA

DEVICE: GEUDER INJECTCR FOR MORCHER CAPSULAR TENSION RING

SE DECISION MADE:
510(k) STATEMENT

04-0CT-2000

DEVICE: CRANIOCAP
SE DECISION MADE: 30-OCT-2000
510(k) SIMMARY AVATIARLE FROM FDA

14-NOV-2000
Page 10



SUBMITIER ADDRESS LISTING FCR CDORH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

GREINER VACUETTE NORTH AMERICA, IN510(k) NO:
PHONE

ATIN: JUDI SMITH
P.O. BOX 6581

ELLICOTT CITY, MD 21042-0581

NO :

GUIDANT CARDIAC AND VASCULAR SURGES510(k) NO:

ATTN: KRISTEN HONL
1525 O’BRIEN IR.
MENLO PARK, CA 94025

GUIDANT COCRP.

ATIN: SUSAN SILAVIN, PH.D.
3200 IAKESIDE DR.

SANTA CLARA, CA 95054

HS&C MEDICAL DEVICES SPA
W HES

ATTN: ATTILIO CAS']ELLI
VIA PISA 250
20099$E!S’IOSANGIOVANNI
MILAN,

’

HARALD NCRDIN S.A

ATIN: JAMES

100 MAIN STREET; SUITE 120
CONCORD, MA 01742

HARALD NCRDIN S.A

ATIN: JAMES DELANEY

100 MAIN STREET; SUITE 120
OONCORD, MA 01742

HARDY DIAGNOSTICS
ATTN: MELISSA M TRAYIOR
1430 WEST MOOOY IANE
SANTA MARIA, CA 93455

HARDY DIAGNOSTICS
ATTN: MELISSA M TRAYICR
1430 WEST MCOOOY LANE
SANTA MARIA, CA 93455

HARDY DIAGNOSTICS
ATTN: MELISSA M TRAYICR
1430 WEST MOCOY LANE
SANTA MRRIA, CA 93455

PHI]EI‘D;

510(k) NO:
PHONE NO :

510(k) NO:

510(k) No:
PHONE NO :

—
. e

K002777
410-313-8003

KDO2676
650-470-6200

K002143
408-845-3127

K002074
046--385-0125

K003219
978-371-0066

K003221
978-371-0066

K002367
805-346-2766

K002368
805-346-2766

NO: KO02369

805-346-2766

14-NoV-2000.
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DEVICE: VACUETTE WITH PPACK
SE DECISION MRDE: 05-OCT-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: ENDOVANCE DUALPASS TEAR-AWAY SHEATH INTRODUCER
SE DECISION MADE: 30-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: DYNALINK BILIARY SELF-EXPANDING STENT SYSTEM
SE DECISICN MADE: 12-OCT-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: AB CARDIETTE DAEDALUS VIEW BASE AND AB CARDIETTTE DAEDALUS VIE
SE DECISICN MADE: 04-OCT-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: HARALD NORDIN CARBONITE CARBON FIBER OCMPOSITE DENTAL POST
SE DECISION MADE: 25-OCT-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: HARALD NORDIN GLASSIX GLASS FIRER COMPOSITE DENTAL POST
SE DECISION MADE: 25-OCT-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: HARDY DISK CEFTIZOXIME, 30M0G
SE DECISION MADE: 26-OCT-2000
510(k) STATEMENT

DEVICE: HARDYDISK STREPTCMYCIN, 300M0G
SE DECISION MADE: 25-OCT-2000
510(k) SWMMARY AVAITABIE FROM FDA

DEVICE: HARDYDISK GENTAMICIN, 120M0G
SE DECISION MADE: 26-0CT-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

HARDY DIAGNOSTICS
ATIN: MELISSA M TRAYLOR
1430 WEST MOOOY LANE
SBNTA MRARIA, CA 93455

HARDY DIRGNOSTICS
ATTN: MELISSA M TRAYIOR
1430 WEST MOCOY LANE
SANTA MARTA, CA 93455

HARDY DIAGNOSTICS
ATIN: MELISSA M TRAYLOR
1430 WEST MOXOY LANE
SANTA MARTA, CA 93455

HARDY DIAGNOSTICS

ATIN: MELISSA M TRAYICR |
1430 WEST MOOOY LANE ’
SANTA MRRTA, CA 93455

HARDY DIRGNOSTICS
ATIN: MELISSA M TRAYLCR
31430 WEST MOOOY IANE
SANTA MARIA, CA 93455

HDC CORP.

51-07

ATIN: JAMES ABILIA
2109 O'TOCLE AVE.
SAN JOSE, CA 95131

HEALTH & LIFE CO., LID.
ATIN: PRUL YANG

6F,NO. 407, CHING SHAN RD.
SEC.02, CHUNG HO CTTY
TATPET HSIEN,

OOUIMBIA, MD 21045-2105

HEYER AMERICA, INC.
ATIN: ART WARD

3234 ELIA IANE

NEW PORT RICHEY, FL 34655

510(k) NO:
PHONE MO :

510(k) NO:
PHONE MO :

510(k) No:
PHONE NO :

510(k) NO:
PHORE O :

510(k) NO:
PHCNE NO

510(k) NO:
PEQINE 1O :

510(k) NO:
PHOE NO ¢

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

K002656
805~346-2766

K002660
805--346-2766

K002661
805-346-2766

KD02663
805-346-2766

K002664
805-346~2766

K994059
408-954-1909

R002882

886 2 32349600

K003012
443-367-5518

K000995
813-645-2855

DEVICE: HARDYDISK CEFUROXIME, 30MOG
SE DECISION MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: HARDYDISK LOMEFLOXACIN, 10MOG
SE DECISION MADE: 26~OCT-2000
510(k) STATEMENT

DEVICE: HARDYDISK CEFOTETAN, 30MOG
SE DECISICN MADE:  26-OCT-2000
510(k) STATEMENT

DEVICE: HARDYDISK NETIIMICIN, 30MOG
SE DECISICN MADE: 19-OCT-2000
510(k) STATEMENT

-DEVICE: HARDYDISK LEVOFLOXACIN, 5MOG

SE DECISICN MADE: 26-0CT-2000
510(k) STATEMENT

14-NOV-2000
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DEVICE: CLA KIT (QONTINUOUS LOCAL ANESTHESIA), MODEL 551-17, 551-10, 5

SE DECISION MADE: 13-OCT-2000

510(k) STATEMENT

DEVICE: HL168B
SE DECISICN MADE: 13-OCT-2000

510(k) STATEMENT

DEVICE: RATICHEM PHOSPCRUS REAGENT
SE DECISICN MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: NARKCMAT, MCDEL 2000
SE DBCISION MADE: 11-OCT-2000
510(k) SUMMARY AVAITABIE FROM FDA



SUBMITTER ADDR!BS LISTING FOR CDRH SUBSTANTIAILY BQUIVALENT (SE) 510(K) SU!MARIES R 510(K) STATEMENTS 14-NOv-2000

TITATAY TITOTZAATS DITATENITI MITMTAY rr Drmrses 19

FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-~0CT-2000 THROUGH J.L—UV.L—A

HITACHI MEDICAL SYSTEMS AMERICA, I510(k) NO:
ATIN: DOUGIAS THISTLETHWATITE  PHONE NO :
1959 SUMMIT CCMMERCE PARK

TWINSBURG, OH 44087-2371

HOSUK 0., LID. 510(k) NO:

ATIN: Y. H KIM PHONE NO @
52-6 DUKJECNG-RI, SAMSUNG-MYUN

UMSUNG-GUN, CHUNGCHECNG,

HOWMEDICA OSTEONICS CORP. 510(k) NO:
ATIN: MARY-CATHERINE DILION PEONE NO :
59 ROUTE 17

ALLENDALE, NJ 07401-1677

HOWMEDICA OSTEONICS OCRP. 510(k) NO:
ATTN: MARY-CATHERTNE = DILION PECNE NO

59 RWUIE 17
ALLENDALE, NJ 07401-1677

K002420
330-425-1313

K002921

Vataall;z a:0'0 & oo - - PN

DEVICE: HITACHI ALTATRE
SE DECTISION MADE: 17-OCT-2000
510(k) SUMMARY AVATILABIE FRCM FDA

DEVICE: SURECNE INSULIN SYRINGE

011 82 438830411 SE DECISICN MADE: 18-OCT-2000

K0D02505
201-760-8117

K002858
201-760-8117

HUNTER RESFARCH TABORATORIES, INC.510(k) NO: K002213
ATTN: BARBARA PEDIGO PHCONE NO : 303-744-1989
1541 SOUTH VINE ST.

DENVER, CO 80210

I-STAT CCRP. 510(k) NO: KD01387
ATIN: PAUL, VANDERWERF PEONE NO : 609-469-0242
104 WINDSOR CENTER DR.

EAST WINDSCR, NJ 08520

IC-USA, INC. 510(k) NO: KD01972
ATTN: CAROL PATTERSON PECNE NO : 949-462-0900
21911 ERTE IANE

LAKE FOREST, CA 92630

IMAGE-GUIDED NEURCLOGICS, INC.  510(k) NO: KDO1096
ATTN: DAVID M LEE PHCNE NO : 321-757-8990
2290 EAU GALLIE ELVD.

MELBOURNE, FL 32935

DMAGE-GUIDED NEUROLOGICS, INC.  510(k) NO: K002330
ATIN: DAVID M LEE PHONE NO : 321-757-8990
2290 EAU GALLIE BIVD.

MELBOURNE, FL 32935

IMPLANT RESOURCE, INC. 510(k) NO: K002125
ATTN: AL, LIPPINCOTT PECNE NO : 952-492-5858

3150 E. 200TH STREET
PRICR IAKE, MN 55372

510(k) SUMMARY AVAILARLE FRCM FDA

DEVICE: XIA SPINE SYSTEM
SE DECISION MRDE: 05-OCT-2000
510(k) SWMMARY AVATLARIE FROM FDA

DEVICE: XIA SPINE SYSTEM
SE DECISICN MADE: 13-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BULL’S-EYE DISPOSABLE NEEDLE RECAPPING AID
SE DECISICN MADE: 03-OCT-2000
510(k) STATEMENT

DEVICE: I-STAT PORTABLE CLINICAL ANALYZER, MODEL 300
SE DECISICN MADE: 05-OCT-2000
510(k) SUMBARY AVAIIARIE FRCM FDA

DEVICE: BRGUS SYSTEM-CONTINUOUS EXPERT CARE NETWORK
SE DECISION MADE: 27-OCT-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: BURR HOLE COVER, MODEL, XX
SE DECISICN MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: NAVIGUS PEEL AWAY INTRODUCER
SE DECISICN MADE: 18-OCT-2000
510(k) STATEMENT

DEVICE: PINS AND WIRES
SE DECTSION MADE: 11-OCT-2000
510(k) SUMMARY AVATIARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BEQUIVALENT (SE) 510(K) SIMMARTES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

IMPOAID, INC. 510(k) NO:
ATIN: EIAIN DUNCAN PHONE
P.O. BOX 560

STILLWRTER, MN 55082

INSIGHT INSTRMENTS MFG., INC.  510(k) NO:
ATTN: K. PETER ILULOH PHOE NO :
5400 SOUTH ERYANT AVE.

SENFORD, FL 32773

INSTRIMENTATION LABORATORY CO.  510(k) NO:
ATIN: CAROL MARBLE PHONE NO :
113 HARTWELL AVE.

LEXINGICN, MA 02421

INTERPORE CROSS INTL. 510¢k) NO:
ATIN: PROSIE REY-FESSLER PHONE NO :

'

181 TECHNCLOGY DR.
IRVINE, CA 92618-2402

INVACARE CORP.
ATIN: EDWARD A KROLL
€NE INVACARE WAY
ELYRIA, CH 44036-2125

IOMED, INC.

ATIN: W. TIM MITIER
3385 WEST 1820 SCUTH
SALT IAKE CITY, UT 84104

J.F. JELENKO & CO., INC.
ATIN: RAPHAEL, JUDKINS
99 BUSINESS PARK DR.
ARMONK, NY 10504

JENSEN INDUSTRIES, INC.
ATIN: JCEN SLANSKI
50 STILIMAN RD.

NCRIH HAVEN, CT 06473

JIANGSU INTCO MEDICAL EQIIH&ENI' & 510(k) NO:
ATIN: JRMES CHU PHONE NO @
12390 EAST END AVENUE

CHINO, CA 91710

JIANGSU INTCO MEDICAL BEQUIPMENT & 510(k) NO:
ATIN: JPMES CHU PHONE NO @
12390 EAST END AVENUE

CHINO, CA 91710

510(k) NO:
PHONE

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

K0D0Q730

NO : 715-549-6035

K000252
407-324-2727

K002467
781-861-4467

K002592
949-453-3200

K002284

NO : 440-329-6595

K001522
801-975-1191

K002645
914-273-8600

K002826
203-239-2090

K002669
909-548-4828

K002670
909-548-4828

14-NOV-2000
Page 14

DEVICE: IMPCAID
SE DECISION MADE: 19-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: INSIGHT 4000 ENDOSCOPE
SE DECISION MADE: 17-OCT-2000
510(k) STATEMENT

DEVICE: COBLIZA PROTEIN S-FREE
SE DECISION MADE: 13-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: INTERPORE CROSS ANTERTOR CERVICAL PLATE SYSTEM
SE DECISION MADE: 06-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: VENTURE IDD OXYGEN CONSERVING DEVICE IDD 20EX AND 50EX
SE DECISION MADE: 24-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: TRANSQ3
SE DECISION MADE: 18-OCT-2000
510(k) SMARY AVAILARLE FROM FDA

DEVICE: JEL BIOS PURE
SE DECISION MADE: 19-OCT-2000
510(k) STATEMENT

DEVICE: BQUITY
SE DECISION MADE: 24-OCT-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: EZ-LIGHT 4000 SERTES MANUAL WHEELCHATR
SE DECISION MRDE: 11-OCT-2000
510(k) SUMMARY AVAIIABIE FROM FDA

DEVICE: EZ-TRAVELER 3000 SERTES MANUAL WHEELCHATR
SE DECISION MADE: 11-OCT-2000
510(k) SWMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERIOD 01-OCT-2000 THROUGH 31-OCT-2000

JIANGSU INTCO MEDICAL BQUIPMENT & 510(k) NO
ATIN: JRMES CHU PHONE NO
12390 EAST END AVENUE

CHINO, CA 91710

JIANGSU INTCO MEDICAL BEQUIPMENT & 510(k) NO:
ATIN: JAMES CHU PHONE NO @
123%0 EAST END AVENUE

CHINO, CA 91710

.
.
.
H

JOSTRA BG 510(k) NO:
ATIN: KATHLEEN JOENSON PHONE NO :
2035 SUNSET LAKE RORD

NEWARK, DE 19702

KBMIYA BICMEDICAL CO. 510(k) NO:
ATTN: OCLIN GETTY PHONE MO :

910 INDUSTRY LR.
SEATTIE, WA 98188-3412

KARL STORZ ENDOSCOPY-AMERICA, INC.510(k) NO:
ATTN: KEVIN KENNAN PHCNE NO
600 OORFORATE POINTE

CULVER CITY, CA 90230-7600

KARL STORZ ENDOSCOPY-AMERICA, INC.510(k) NO:
ATTIN: KEVIN KENNAN PHONE NO @
600 CORPCRATE POINTE

CULVER CITY, CA 90230-7600

KARL STORZ ENDOSOOPY-AMERICA, INC.510(k) NO:
ATIN: KEVIN KENNAN PHONE NO :
600 CORFORATE POINTE

CULVER CITY, CA 90230-7600

KLS-MARTIN L.P. 510(k) NO:
LUS DISTRACTION

ATIN: ART WARD PHONE NO @
3234 ELIA 12NE

NEW PORT RICHEY, FL 34655

LAERDAL MEDICRL CORP. 510(k) NO:
ATTN: CYNTHIA J NOLTE PHONE NO :

49 PLATN STREET
NCRTH ATTLEBORO, MA 02760

KD02671
909-548-4828

KD02673
909-548-4828

RD02857
302-454-9959

K002558
206-575-8068

K001408
310-410-2769

K002700
310-410-2769

K002788
310-410-2769

K002152
813-645-2855

K001742
919-859-4207

14-Nov-2000
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DEVICE: EZ-TRAVELER 2500 SERTES MANUAL WEEELCHAIR
SE DECISION MADE: 11-OCT-2000
510(k) SUMMARY AVATLAELE FRCM FDA

DEVICE: EZ-CCMFORT TRANSPORTER 2000 SERTES
SE DECISICN MADE: 11~-OCT-2000
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: ELS CANNULA (KIT), MCDEL M1210-88,M1510-88
SE DECISION MADE: 05-OCT-2000
510(k) SMMPRY AVAILARIE FRCM FDA

DEVICE: K-ASSAY HIGH SENSITIVE CRP(2) FCR THE BECKMAN COULTER IMMAGE
SE DECISICN MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: KSEA VASCULAR FIBERSCOPES
SE DECISION MADE: 30-OCT-2000
510(k) SMMARY AVAILARLE FRCM FDA

DEVICE: KSEA UNIMAT 12
SE DECISION MADE: 18~OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: KSEA NEURO-FIBERSCOPE
SE DECISION MADE: 23-0CT-2000
510(k) SIMMARY AVATTABLE FROM FDA

DEVICE: TRACK 1.0 & 1.5 MM SYSTEMS-TISSUE REGENERATION BY ALVECLZR CAL
SE DECISION MADE: 10-OCT-2000
510(k) SMARY AVATIABIE FROM FDA

DEVICE: RESUSCI INFIATE-A-SHIEID CPR BARRIER
SE DECISICN MRDE: 06~OCT-2000
510(k) SMMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31~OCT-2000

LIGHT FORCE THERAPY, INC. 510(k) NO:
ATIN: KIM PETERSON PHONE NO :
17725 CIEESE CT.
PAYTON, CO 80831

LINVATEC CORP. 510(k) NO:
ATIN: LAURA D SENEFF PECNE NO ¢
11311 CONCEPT BOULEVARD

LARCO, FL 33773-4908

UMALITE, INC. 510(k) NO:
ATIN: JOSEPH M FCREHAND PEONE NO ¢
2810 VIA CRANGE WAY, STE. B

SPRING VALLEY, CA 91978

MACROECRE, INC. 510(k) NO:
ATTN: KENNETH K KLEINHENZ , PHONE NO :
6740 TOP GUN ST. '

SAN DIEGO, CA 92121 ,

MADA MEDICAL PRCDUCTS, INC. 510(k) NO:
ATIN: JEFFERY W ADRM PHONE NO :

625 WASHINGTON: AVE
CARLSTADT, NJ 07072

MAP MEDIZINTECHNIK FUR ARZT UND PASlO(k) NO:
PHONE NO @

510(k) No:
PHONE NO :
MUNZINGER STR. 3
D-79111 FREIBURG,

MARYROSE CUSIMANO, PH.D. & SCOTT 2510(k) NO:
ATIN: MARYROSE CUSIMANO PECNE NO :
7481 W. OAKLAND PARK BIVD.

# 305

FT. LAUDERDALE, FL 33319

MASIMO CCRP.

S OF SENSCRS AND CABLES
AITN: JAMES J CRONIN
2852 KELVIN AVE.
IRVINE, CA 92614-5826

510(k) NO:
PHCNE NO

K001179
719~749-2974

K002523
727-399-5234

R002566
619-660-5410

K000636
858-458-0900

K002943
201~460-0454

KS93094
498 989 518723

K000638
761-454-3379

K002104
954-578-6884

K002751
949-250-9688

DEVICE: SUPER NOVA, ACUBEAM
SE DECISION MRADE: 27-0OCT-2000
510(k) STATEMENT

DEVICE: ADVANTAGE DRIVE SYSTEM
SE DECISION MADE: 06-OCT-2000
510(k) SAARY AVAILABLE FROM FDA

DEVICE: LUMALITE CURE LIGHT, MODEL 2100
SE DECISION MADE: 19-OCT-2000
510(k) SUMMARY AVAITARIE FROM FDA

DEVICE: MACROPCREMX MANDIEULAR FIXATTON SYSTEM
SE DECISION MADE: 19-OCT-2000
510(k) SIMMARY AVAITARLE FROM FDA

DEVICE: WHEELCHATR, MECHANICAL SERIES MCDEL 3100
SE DECISION MADE: 23-OCT-2000
510(k) STATEMENT

DEVICE: AERO-CLICK
SE DECISION MADE: 23-OCT-2000
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: RESPCNDER 3000
SE DECISION MADE: 30-OCT-2000
510(k) SUMMRRY AVATIABLE FRCM FDA

DEVICE: CKMBINm PHYSICLOGICAL MONITORING SYSTEM
SE DECISION MADE: 10-OCT-2000

510(k) SMRRY AVATLABIE FROM FDA

14-NOV=-2000
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DEVICE: MASIMO SET RADICAL PULSE OXIMETER WITH SATSHARE AND INOP SERIE

SE DECISICN MADE: 05-OCT-2000
510(k) SUMMARY AVATLARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISTONS RENDERED DURING THE PERTCD O1-OCT-2000 THROUGH 31~0CT-2000 Page 17

MASIMO CCRP.

E AND INOP SERTES OF SENORS

A‘u‘: JA&M J u‘\a!u‘"

2852 KELVIN AVE.
TRVINE, CB 92614-5826

IRVINE, (A 92614-582
MAXXIM MEDICAL
GLOVES

ATIN: PALLIE SICDDARD
308 CHURCH STREET
HONE PATH, SC 29654

MEDICAL BIO CARE SWETEN AB

MEDICAL DEVICE TECHNCLOGIRS, INC.
ATIN: KARL. SWARTZ
3600 S.W. 47TH AVE.
GAINESVILLE, FL 32608

MEDINCL LID.

ATTN: NASR SALMAN
KIRYAT ATIDIM, P.O.B. 58165

TEL~AVIV,

MEDISCN AMERICA, INC
ATIN: GARY J ALLSEBRCK
16303 PANORAMIC WAY

SAN ILEANDRO, CA 94578-1116

SEATTLE, WA 98101-3016
MEDIVANCE, INC

510(k) NO:

510(k) NO:
PHONE MO :

510(k) NO
PHONE NO

510(k) NO:
PHONE NO

510(k) NO:
PHONE

K0D02933
864-369-7391

K000929
505-323-2403

KD00620
352~338-0440

KD02130

NO : 972 648 1448

510(k) NO:
PICNE NO ¢

510(k) NO:
PHONE NO ¢

510(k) Mo

IT AND PATIENT ENERGY TRANSFER PADS

ATIN: ROBERT A KLINE
500 S. ARTHUR AVENUE, STE 100
LOUISVILLE, CO 80027

MEDLINE INDUSTRIES, INC.
ATIN: LARA N SIMMONS
ONE MEDLINE FL.
MUNDELEIN, IL. 60060-4486

PHONE NO @

510(k) NO:
PHONE NO @

K003121
510~-276-3559

K002372
206-621-6500

002577
303-926~1917

K003091
847-949-2639

14-Nov-2000

DEVICE: MODIFICATION TO MASIMO SET RADICAL PULSE OXIMETER WITH SATSHAR

o TEVWSTOTAAT MATYRM. N /AN ANAN
WMD) MEAALODLINAN FRWIL e VUACL™LANN

510(k) SUMMARY AVAITARLE FRCM FDA

DEVICE: STERILE SENSICARE SYNTHETIC PCLYISOPRENE POWDER-FREE SURGICAL

SE DECISION MADE: 19-OCT-2000
510(k) SUMMRRY AVAIIABLE FRCM FDA

DEVICE: PROLITE PULSED LIGHT SYSTEM
SE DECISION MADE: 17-OCT-2000
510(k) SMMARY AVAIIAHIE FRCM FDA

DEVICE: PBN FALIOPIAN TUBE CATHETER SYSTEM
SE DECISION MADE: 30-OCT-2000
510(k) SMARY AVATTABLE FROM FDA

DEVICE: NIR BILIARY STENT
SE DECISION MADE: 30-OCT-2000
510(k) SUMARY AVAILABLE FROM FDA

DEVICE: MYSONO 201 DIAGNOSTIC ULTRASOUND AND TRANSDUCERS
SE DECISION MADE: 20-OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: ACCESS ALERT GAUGE
SE DECISION MADE: 25-OCT-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: ARCTIC SUN TEMPERATURE MANBGEMENT SYSTEM, MCDEL 100 CCNTRCE. UN
SE DECISION MADE: 26~OCT—2000
510(k) SUMVARY AVAILABLE FROM FDA

DEVICE: MEDLINE STERILE VINYL EXAM GLOVES, POWDER FREE, YELIOW
SE DECISION MADE: 24-OCT-2000
510(k) STATEMENT



Stmmmmssmsrmsmwmsussmmmmmmm (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS

T e S mt AT Ve o s o sy e mome

FOR FINAL DECISIONS FENDERED DURING THE PERIOD 01-OCT-2000 THROUGH 31~0CT-2000

MENICON CO. LID.

ATIN: BEVERLEY D VENUTI
269A BALIARDVALE STREET
WIIMINGTCN, MA 01887

MERIDIAN MEDICAL. TECHNCLOGIES LTD. 510(k)

ATTN: GERARD LYNN
207 ATRFORT RD., WEST
BELFAST,

MERIT MEDICAL SYSTEMS, INC.
ATIN: CHESTER MOOOY .
1600 WEST MERIT PKWY.
SOUTH JORDAN, UT 84085

MICRO DETECT, INC.
ATIN: MBEDI ALEM .
2852 WALNUT AVE., SUITE H-1
TUSTIN, CA 92780-7033

MICRO DETECT, INC.,

ATTN: MEHDI ALEM

2852 WALNUT AVE., SUITE H-1
TUSTIN, CA 92780-7033

MITMARK CORP.

ATIN: MIKE SNYDER

OUIE 47 WEST, VISTA DRIVE
VERSAIIIES, CH 45380

MISONIX, INC,

ATIN: ALBERT F CLANCY JR.
1938 NEW HIGWAY
FARMINGDALE, NY 11735

MITEK PRODUCTS

ATIN: CHRISTINE KUNTZ-NASSIF

249 VANDERBILT AVE.
NORWOCD, MA 02062

MRIA S.A.

ATIN: DAVID COONRAD
15 RUE GRORGES BESSE

SETAGAY-KU, TCKYO 157-0062,

510(k) NO:
PHONE MO :

NO:
PHONE NO ¢

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k)
PHONE

NO:
NO @

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO ¢

510(k) NO
PHONE NO

K002140
978-658-6888

K002310

442 890 222333

K002289
801~208-4404

K002358
714-832-8234

K002359
714-832-8234

K003090
937-526~-8390

K000927
516-694-9555

KD03076
781-251-2794

K002191
331 467 44674

K002850
813 330 88383

DEVICE: MENICON PROGENT REMOVER
SE DECISION MADE: 10-OCT-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: CARDIOBEEFER CB12/12, MODEL CB12/12
SE DECISION MADE: 25-OCT-2000
510(k) SMBRY AVATIARIE FRCM FDA

DEVICE: INWIRE DIAGNOSTIC GUIDE WIRE
SE DECISICN MADE: 04-OCT-2000
510(k) SIMMARY AVAILABLE FRCM FDA

DEVICE: MDI GLIADIN A TEST
SE DECISICN MADE: 19-OCT--2000
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: MDI GLIADIN G TEST -
SE DECISION MADE: 19~OCT-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: MIDMARK PROCENTER INSTRUMENT DELIVERY SYSTEM
SE DECISION MADE: 18-OCT-2000
510(k) STATEMENT

DEVICE: ALLIGER ULTRASONIC SURGICAL SYSTEM MCDEL AUSS-4
SE DECISION MADE: 10-OCT-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: MITEK CUFFTACK
SE DECISION MADE: 27-OCT—2000
510(k) SOMMARY AVATLARIE FROM FDA

DEVICE: CARRIAZO 1T MICROKERATOME
SE DECTSICN MADE: 12-OCT-2000
510(k) SUMARY AVATTARIE FROM FDA

DEVICE: MW0-202 3D HYDRAULIC CORRSE/FINE MICROMANIPULATOR
SE DECISION MADE: 05-OCT-2000
510(k) SUMMARY AVATIABLE FRCM FDA

14-Nov-2000
Page 18



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31~-0CT-2000

NELLOOR PURTTAN BENNETT, INC

510(k) NO:

CHIEVA PSO2 VENTILATCR Y-ACHPSO2+E

ATTN: CHERVI, NORTON

2800 NORTEWEST ELVD.

MTNNEADYE. TS M ERAA1T

AdIL UL A ARl bT p LBV oFFTEL

NEU-ICN, INC.

ATIN: LEE A HEIKKINEN
7200 RUTHERFCRD RD.
SUITE 100

BALTIMORE, MD 21244-2704

NICHKLS INSITTUTE DIAGNOSTICS

ATIN: JIMY WONG
33047 CALLE AVIADCR

SAN JUAN CAPISTRANO, CA 92675

NIHCN KCHDEN AMERICA, INC.
ATIN: BONNIE BISHOP,

2601 CAMPUS DR.

IRVINE, CA 92612-1601

NCNIN MEDICAL, INC.

ATTN: RICHARD P BENNETT
2605 FERNBROCK IANE, NORTH
MINNEAPCLIS, MN 55447-4755

200 PROSPECT ST.
WALTHRM, MA 02254-9141

TEYRID AYY .
LLIAANLY LN o

510(k) NO:
PHONE

K002686

A_ NN
763-694-3500

R001811

MO : 410-944-5200

510(k) NO
PHONE

.
]
.
4

510(k) NO:
PECNE NO @

510(k) NO:

K002888
949-240-5260

K001693
949-250-3210

K002620
+ 612-553-9968

K002808
425-745-2584

s K002810
s 425-745-2584

K002811
425-745-2584

K002613
781-894~0800

14-NCV-2000
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DEVICE: ACHIEVA VENTILATCR Y-ACIHE, ACHIEVA PS VENTILATOR Y-ACHPSHE, A

oM NLVITOTAAY LAY, 10 Asm Ay
o UEQ\I-LSI\A‘ S s LOALL—L\NAN)

510(k) SUMMBRRY AVAITABLE FROM FDA

DEVICE: NEU-ICN HEMCDIALYIS WATER TREATMENT SYSTEM
SE DECISION MADE: 25-0OCT-2000

510(k) STATEMENT

DEVICE: NICHOLS ADVANTAGE THYROGIOB
SE DECISION MADE: 20-OCT~2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: LIFE SOOPE P, MODEL BS4-4100 SERTES
SE DECISICN MRDE: 24-OCT-2000
510(k) SUMMBRY AVAILABIE FROM FDA

DEVICE: MODEL 2500, PAIMSAT HAND HELD PULSE OXIMETER, MODEL 2500
SE DECISION MADE: 11-OCT-2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: ANA 2000 NON GAMMA 2 EXTRA HIGH COPPER DENTAL ALIOY
SE DECISICN MADE: 31-OCT-2000
510(k) SUMVMARY AVAITARLE FROM FDA

DEVICE: ANA 3000 SM NON GAMMA 2 MODIFIED SPHERICAL DENTAL ALIOY
SE DECISION MADE: 31-~0CT-2000
510(k) -SUMMARY AVATLARLE FROM FDA

DEVICE: ANA 70 NON GAMMA 2 DISPERSED PHASE DENTAL ALIOY
SE DECISICN MADE: 31-OCT-2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: MODIFICATION TO STAT PROFILE PHOX PLUS ANALYZER
SE DECISICN MADE: 19-OCT-2000
510(k) STATEMENT



SURMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT—2000

QBSIS 510(k) NO:
ATIN: YVONNE FERNANDEZ PHONE NO :
514 SOUTH VERMONT AVENUE

GLENDCRA, CA 91741

OASIS RESEARCH, LLC 510(k) NO:
ATIN: JAMES CHRISTENSEN PHONE NO :

514 S. VERMONT AVENUE
GLENDORA, CA 91741

QDC OPHIHALMIC DEVELOPMENT CO. G 510(k)
ATIN: KEVIN WALLS : PHONE
777 S. WADSWORTH BIVD.

BIDG. 2, SUITE 102

LAKEWOCD, CO 80226

CLYMPUS AMERICA, INC. 510(k) NO:
ATIN: MICHAEL. CAMPBELL, PHONE NO @
3131 WEST ROYAL LANE,
IRVING, TX 75063-3104

NO:
NO :

510(k) NO:
PHONE NO :

"IRVING, TX 75063-3104

OMVIGRACE (THAILAND) LID. 510(k) NO:
IM (200 MICROGRAMS OR LESS)

ATTN: WILLIAM E PATTON PHONE NO :
7815 VANDERBILT DRIVE NW ‘

NORTH CANICN, CH 44720

ORASYSTEMS, LIC 510(k) NO:
ATTN: BERNARD SESSMAN PHONE NO :
555 PASSATC AVENUE

WEST CAIDWELL, NJ 07006

CRGANCN TEKNIKA CCRP. 510(k) No:
ATIN: REBBOCA A RIVAS PHONE NO :

DURHRM, NC 27712

OTTO BOCK ORTHOPEDIC INDUSTRY, INCS510(k) NO:
ATTN: WILLIAM JACKSON PHONE NO :
3000 XENTUM IANE, SUITE N
PLYMOUTH, MN 55441

K001464
626-914-2891

K002443
909-305-9857

K002510
720-962-5412

K002918
972-556-9697

X002982
972-556-9697

K002922
330-966-8878

K000848
973-227-5505

K003104
919-620-2288

K000739

615-773-0002 -

14-NOV-2000
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(SE) 510(K) SUMMBARIES CR 510(K) STATEMENTS

DEVICE: DISPOSAHEIE H-PE MICROKERATCME BLADES
SE DECISION MADE: 02-OCT-2000
510(k) SWMARY AVATIABLE FROM FDA

DEVICE: QOLLAGEN WOUND DRESSING
SE DECISION MADE: 18-0CT-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: SMARTLENS
SE DECISION MADE: 18-0CT-2000

510(k) SWMARY AVATLARIE FROM FDA

DEVICE: OLYMPUS CRP IATEX IMMUNOTURBIDIMETRIC REAGENT
SE DECISION MADE: 25-OCT-2000
510(k) STATEMENT

DEVICE: CLYMPUS AU2700 CLINICAL CHEMISTRY ANALYZER
SE DECISION MADE: 25-OCT--2000
510(k) STATEMENT

DEVICE: QNI GRACE LATEX EXAMINATION GLOVE, PCOWDERED, WITH PROTEIN CLA

SE DECISION MADE: 16-OCT-2000
510(k) STATEMENT

DEVICE: TDK HANDPIECES
SE DECISION MADE: 05-OCT-2000
510(k) STATEMENT

DEVICE: BACT/ALERT CSR
SE DECISION MADE: 20-OCT-2000
510(k) SUMMARY AVATTABIE FROM FDA

DEVICE: EVANTGARDE/ENDEAVOR POAERED WHEELCHAIR
SE DECISICN MADE: 24-OCT-2000
510(k) SUMMBRY AVATLABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY FQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-0CT-2000

QXFCRD BIOSIGNALS LIMITED
ATIN: PAULINE A HOBDAY
QXFORD SCIENCE PARK
QXFCRD, OX4 4 GA,

P.T. HEALTHCARE GLOVINDO

ONTENT LABELING CLAIM (50 MICROGRAMS OR LESS)
HUTAPEA

ATIN: ELIFN

JL. KCL. YOS SUDARSO K.M. 10
FAWASAN INDUSRL MEDAN
MEDAN,

PACE MEDICAL

A, 5265V

ATIN: RCEBERT C MACE
391 TOTTEN POND ROD.
WALTHAM, MA 02451

PACE MEDICAL .
ATTN: ROBERT C MACE
391 TOTTEN POND FDv
WALTHAM, MA 02451

PACE MEDICAL

ATTN: ROBERT C MACE
391 TOTIEN POND RD.
WALTHRM, MA 02451

PARADIGM MEDICAL INDUSTIRIES, INC.

s_nxn

ATIN: TRACY S BEST

2355 SOUTH 1070 WEST
SALT IAKE CTITY, UT 84119

PEGASUS RESEARCH COCRP.
ATIN: E J SMITH

1714 SOUTH LYW ST.
SANTA ANA, CA 92705

PFM PRODUKTE FUR DIE MEDIZIN AG
ATIN: SALVADCRE F PALCMARES

15 CHERCKEE STREET

TRABUCO CANYCN, CA 92679

510(k) NO
PHONE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE MO :

510(k) NO:
PHCNE NO ¢

510(k) NO:
PHONE NO ¢

510(k) NO:
PHCNE NO ¢

510(k) NO:
PHONE NO

RD02622

440 186 5784840

KD00838
62 61 650015

K002204
781-890-5656

KD02496
781-890-5656

K002497
781-890-5656

k002228
801-977-8970

K983783
410-451~0639

K001703
650-474~3193

K002471
949-463-6146

14-Nov-2000
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DEVICE: BIOSLEEP
SE DECISICN MADE: 23-OCT-2000
510(k) STATEMENT

DEVICE: DIGITCARE PCWDER FREE COATED EXAMINATION GLOVES WITH PROTEIN C

SE DECISION MADE: 23-OCT-2000
510(k) STATEMENT

DEVICE: PACEMAKER EXTENSION CARLE MODELS 4265,4265A, 4265V, 5265, 5265

SE DECISION MADE: 18-OCT-2000
510(k) STATEMENT

DEVICE: MODEL 4815 ADAPTER
SE DECISION MADE: 10-OCT~2000
510(k) STATEMENT

DEVICE: MODEL 4810 ANALYZER OUTPUT ADAPTER
SE DECTISION MADE: 10-OCT~2000
510(k) STATEMENT

DEVICE: PHOTON MODULAR WORKSTATION SYSTEM, MCDELS Z-12834-"X" & 2-1317

SE DECISION MADE: 06-OCT-2000
510(k) SUMMARY AVAITABLE FROM FDA

DEVICE: HEATED HUMIDIFIER
SE DECISION MADE: 24-OCT-2000
510(k) STATEMENT

DEVICE: PERCIOSE VASCULAR SUTURE DELIVERY DEVICE
SE DECISICN MADE: 03-OCT-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: JETCAN HUBER NEEEDLE SET
SE DECISION MADE: 19-OCT-2000
510(k) SUMARY AVATIABLE FRCM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

PHARMACTA & UPJOEN QO. 510(k) NO: KDO2556
ATIN: TONI D ELLIOTT PHONE NO : 614-834-8629
592 CERESIA COURT

PICKERINGION, , CH 43147

PHOENTX BIOTECH CCRP. 510(k) NO: KDO1552
ATIN: GARY LEHNUS PHONE NO ¢ 908-362-9288

53 CEDAR LAKE RORD
BLAIRSTOWN, NJ 07825

510(k) NO: K002880

ATIN: OOLIEEN J HITTLE PHONE NO : 317-849-1916
INDIANAPOLIS, IN 46250

PICNEER LABORATORIES, INC. 510(k) NO: K002110
ATIN: AMY H MCMMAERTS FHONE NO : 906-226-9909
375 RIVER PARK CIRCTE ,

MARQUETTE, MI 49855-0627

PLUS ORTHOPEDICS 510(k) NO: KO00666
ATTN: HARTMUT IOCH PHONE NO : 858-455-2400
3550 GENERAL ATCMICS CT.

BIDG. 15-100

SAN DIBGO, CA 92121-1122

FPOINTE SCIENTIFIC, INC. 510(k) NO: K002651
ATIN: RON JAMISCN PHCNE NO : 313-383-7220
1025 XHN A. PAPAIAS DR.

LINCCIN PARK, MI 48146 ,

PCLYMER TECHNCEIOGY 510(k) NO: K002025
ATIN: DEBRA L.B. KETCHIM PHONE NO : 716-338-8638
1400 N GOCDMEN STREET

P.O. BOX 30450

ROCHESTER, NY 14603-0450

POLYSTAN A/S 510(k) NO: K980974
DTTN: THCMAS ANDERSEN PHONE NO : 454-465-1566
VALGERECEM 8

VAERLOSE,

PRODUCT DEVELOPMENT INDUSTRIES, IN510(k) NO: K002675
ATTN: RCDCLFO A CARBAITIO PHCNE NO ¢ 520-881-2556

4500 EAST SPEEDWAY BIVD., #50
TUCSCN, AZ 85712

14-Nov-2000
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DEVICE: CEEON EASYSERT INTRAOCULAR LENS INJECTOR, MODEL IMP-1
SE DECISION MADE: 31-0CT-2000
510(k) SMMARY AVATLAELE FRCM FDA

DEVICE: TREPCHEK TREFONEMAL ANTTHCDY EIA
SE DECISION MADE: 19-OCT-2000
510(k) STATEMENT

DEVICE: 300LC ULTRASOUND IMAGING SYSTEMS, MCDEL, 300LC
510(k) SUMMARY AVAILARIE FRCM FDA

DEVICE: SPL CRIMP SYSTEM
SE DECISION MADE: 06-OCT-2000
510(k) SWMMARY AVATIARLE FRCOM FDA

DEVICE: TC-PLUS SOLUTTION KNEE
SE DECISION MADE: 13-OCT-2000

510(k) SWMMARY AVAILARLE FROM FDA

DEVICE: C-REACTIVE PROTEIN (HIGH SENSITIVITY) REAGENT SET
SE DECISICN MADE: 13-OCT-2000
510(k) STATEMENT

DEVICE: RIGID GAS PERMEARLE CONTACT LENS
SE DECISION MADE: 31-OCT-2000

510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: SAFE MINI
SE DECISICN MADE: 13-OCT-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: MITIENNIUM EDITTON 2000 ACCELERATED ELECTROFCRMING SYSTEM
SE DECISION MADE: 25-0CT-2000
510(k) SUMMARY AVATLABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY EQJIVA'LF.NI‘ $SE) 510(K) SUIMMARIES CR 510(K) STATEMENTS

FOR FINAL DECISIONS RENDERED LRAAING I PRI Ul-UCL~AWA) IR S~ -2

PRONOSCO 2/S

ATTN: JONATHAN KAHAN
555 13TH STREET
WASHINGTON, DC 20004

PULMONETIC SYSTEMS, INC.
ATTN: ROBERT HANKINS

930 SQUTH MI'. VERNCN AVE.,

SUTIE 100
CCLTON, CA 92324-3928

PURTTAN BENNEIT CCRP.
ATTN: MARY E FUNK
2200 FARADAY AVE.
CARLSERD, CA 92008

QUALIGEN, INC.
ATIN: DOROTHY DEINZER
2042 CORTE DEL NOGAL

CARLSBAD, CA 92009-1410

i

" PHORNIX, AZ 85032-7372

RADI MEDICAL SYSTEMS AB
RTIN: MATS G?AI]%DND
PAIMBIADSGATAN

UPPSALA,

RADICMED CORPCRATICN
ATTN: JCEN SCIWRAMB
9 LINNELL CIRCIE
BILIERTCA, MA 01821

510(k) NO:
PHONE NO :

510(k) No:
PI-H\_IE NO :

510(k) NO:
PHONE NO

.
.

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

510(k) NO
PEONE NO

.
.
.
.

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

K002500
202-637-5794

K002881
905-783-2280

K001646
760-603-5957

K003094
760-918-9165

K002983
602-788-5651

K002962
461 816 1000

K001070
978-663-7400

K001741
781-~272-1233

K002773
781-272-1233

14-Nov-2000
Page 23

AAAN o e mr e M mmam A

DEVICE: X~POSURE SYSTEM VERSION 2 RAD
SE DECISION MADE: 23-OCT-2000
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: VENTILATOR, OONTINUOUS (RESPTRATCR), MCOEL LTV 1000
SE DECISION MADE: 11-OCT-2000

510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: PURTTAN-BENNETT 840 VENTTLATCR SYSTEM WITH NECMCDE OPTION
SE DECISION MADE: 20-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: FASTPACK PSA IMMUNCASSAY, FASTPACK ANALYZER
SE DECISICN MADE: 25-OCT-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: C.T.M. PFOWER CHAIR, MODEL HS-5600
SE DECISION MADE: 11-~-OCT-2000
510(k) SIMMARY AVATLABLE FROM FDA

DEVICE: PRESSURE WIRE SENSOR, MCDEL 12003/12303
SE DECISION MADE: 04-OCT-2000
510(k) SIMARY AVATIABIE FROM FDA

DEVICE: RADIOMED SOURCE
SE DECISICN MADE: 24-OCT-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: RADICNICS RF DISC CATHETER ELECTRODE SYSTEM
SE DECISION MADE: 23-OCT-2000
510(k) SUMMARY AVAITARLE FROM FDA

DEVICE: NEURCMAP WITH NEURO 100
SE DECISION MADE: 23-OCT-2000
510(k) SIMMARY AVATLABLE FRCM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) .STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-0CT-2000 THROUGH 31-001-2000

REPROMEDIX CORP
ATIN: HAN-SCO KIM
86 CIMMINGS PARK,
WOBURN, MA 01801

REPRCMEDIX CORP
ATIN: HAN-SOO KIM
86 CUMMINGS PARK,
WOBURN, MA 01801

REPROMEDIX CCRP
ATIN: HAN-SOO KIM
86 CMMINGS PARK,
WOBURN, MA 01801

RETINALABS.OM ~ .,
ATIN: FRANK TIGHE
1776 PENCHTREE STREET
. 200 NORTH

"ATLANTA, GA 30309

RIVERSTCNE RESOURCES SON. EHD.
RILE)

ATTN: CHONG CHU MEE

LOT 21909, NO.5, LORONG HELAN
HINDIK KEPONG BARU INDUST. EST
KEPONG BARU, KURLA LUMPUR,

ROCHE DIAGNOSTICS CORP.
ATIN: PRISCILIA A HRMILL
9115 BAGUE RD.
INDIANAPCLIS, IN 46250-0457

ROCHE DIAGNOSTICS CORP.

RCLENCE ENTERPRISE Q0. LID.
ATIN: STERLING CHENG
18-3 LANE 231 PU CHUNG FD.
CHUNGLI 320,

510(k) NO:
PECNE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PECNE NO ¢

510(k) NO:
PHONE NO

.

510(k) NO
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO
510(k) NO
PHONE NO

510(k) NO:
PHONE NO @

K002674

441 849 422413

K001603
781-667-8893

K001606
781-667-8893

K001607
781-667-8893

KD00418
800-793-1473

K003232
603 636 8077

K001468
317-576~3723

K002760
317-576~3544

K001719
886 346 31999

AAAN TR TET 21 e ANAAN

Page 24

DEVICE: RANDOX MICROALBUMIN
SE DECISION MPDE: 05-OCT-2000
510(k) STATEMENT

DEVICE: REPROBEAD T4 ENZYME IMMUNOASSAY REAGENT KIT (CATAIOGH 105)
SE DECISION MADE: 05-OCT-2000
510(k) STATEMENT

DEVICE: REPROBEAD TSH ENZYME IMMUNOASSAY REAGENT KIT (CATAIOGH 107)
SE DECISION MADE: 05-OCT-2000
510(k) STATEMENT

DEVICE: REPROBEAD T3 ENZYME IMMUNOASSAY REAGENT KIT (CATALOGH 104)
SE DECISION MADE: 05-OCT-2000
510(k) STATEMENT

DEVICE: PDT DOSECALCULATOR, MCDEL 80000
SE DECISION MADE: 24-OCT-2000

510(k) SIMMARY AVATIAERLE FROM FDA

DEVICE: RS NITRILSTAT MEDICAL EXAMINATICN GLOVES, POWDER FREE (NON-STE

SE DECISICN MADE: 26-OCT-2000
510(k) STATEMENT

DEVICE: ELBCSYS CA 15-3 TEST SYSTEM
SE DECISION MADE: 23-OCT-2000
510(k) SIMARY AVATIABIE FROM FDA

DEVICE: ELBECSYS DHEA-S CALSET
SE DECISION MADE: 05-OCT-2000
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: Q-LUX PLASMA 100 LIGHT CURE UNIT
SE DECISICN MADE: 10-OCT-2000
510(k) STATEMENT

14-NOV-2000



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS

DECT. WENNEDED m n ~OCT_ONNN muney Yt
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-0CT-2000 THROUGH 31-0CT-2000

RONVIG INSTRUMENTS, LID. 510(k) NO: K002168
ATIN: ANNETTE RAVN NEILSEN PHONE NO ¢ 45 75 895711
GL.VEJLEVEJ 57-59

DK-8721 DAUGAARD,

RTEK MEDICAL, SYSTEMS, LIC 510(k) No: K001295
ATIN: ROBERT C JACKSON PHONE NO : 716-249-0984

PITTSFORD, NY 14534

SAGE BIOPHARMA 510(k) No:
ATTN: GREG HOLIAND : PHONE NO :
3722 AVE. SAUSALITO

IRVINE, CA 92606

SCIMEDX CORP. 510(k) NO:
ATIN: GARY LEHNUS ) PHONE NO ¢
400 FORD RD. ‘

DENVILLE, NJ 07834

SCIMEDX OORP. i 510(k) NO:
ATTN: GARY L EHNUS PHONE NO ¢
400 FORD RD.

DENVILLE, NJ 07834

SECTRA-IMTEC AB 510(k) NO:
ATTN: HERMAN OOSTERWIJK PEONE NO ¢
2001 EAST QRKSHORES DRIVE

CROSSRORDS, TX 76227

SELFCARE, INC. 510(k) NO:
ATIN: CARCL, A ADILETTO PEONE MO :
200 PROSPECT ST.

WALTHAM, MA 02154~3457

SHANGHAT PT PLASTICS ENTERPRISE C0510(k)
ATTN: CHANG T SUN PHONE
258 YUSHU RO.

CANGQIRO TOWNSHIP

SHONGJIANG COUNTY, SHANGERT,

SHANGHAT PT PLASTICS ENTERPRISE 00510(k) NO:
R

ATIN: PETER WBNG PHONE NO :
NO. 258, YUSHU ROAD

CANGQIAD TOWNSHIP
SCNGJIANG COUNTY, SHANGHAT,

K002836
949-262-0411

K002169
973-625-8822

K002189
973-625-8822

KD02936
940-440-9530

K002867
781-647-3200

KD02814

862 157 814212

K002870

A1 _YIn_Hrvn

DEVICE: ASPIJFCT SELF-ASPIRATING DENTAL INJECTION SYRINGE
SE DECISICN MADE: 13-OCT-2000
510(k) STATEMENT

DEVICE: PIPER
SE DECTSICN MADE: 25-OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: MEDIA FCR GAMETE PREPARATTON AND EMERYO CULTURE
SE DECISION MADE: 03-OCT-2000
510(k) STATEMENT

DEVICE: GLIADIN IGA ANTIRCDY EIA DETECTION SYSTEM
SE DECISION MADE: 19-OCT-2000
510(k) STATEMENT

DEVICE: GLIADIN IGG ANTIBODY EIA DETECTTON SYSTEM
SE DECISION MADE: 19-OCT-2000
510(k) STATEMENT

DEVICE: MODIFICATION TO IDS5 IMAGE DISPLAY SYSTEM
SE DECISICN MADE: 17-OCT-2000
510(k) SIAMMARY AVATIABRLE FRCM FDA

DEVICE: INVERNESS MEDICAL OVULATION PREDICICR TEST
SE DECISICN MADE: 12-OCT-2000
510(k) SIMARY AVATLARLE FROM FDA

DEVICE: DISPOSBABLE POWDERED VINYL SYNTHETIC EXAM GLOVES, WHITE COLOR
SE DECISION MBDE: 20-OCT-2000
510(k) STATEMENT

DEVICE: DISPOSABLE PCWDER FREE VINYL SYNTHETIC EXAM GLOVES, WHITE CCEC

011 862 157818521SE DECISION MADE: 16-OCT-2000

510(k) STATEMENT



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

SIEMENS ELEMA RB

ATIN: DAVE SIMARD
ELECTROMEDTCAL SYSTEMS Gﬁl}?
16 ELECTRONICS AVENUE
DANVERS, MA 01923

SIEMENS MEDICAL SYSTEMS, INC.
ATIN: JAMIE YIEH

186 WOCD AVENUE SOUTH
ISELIN, NJ 08830

SIEMENS MEDICAL SYSTEMS, INC.
ATTN: KATHLEEN RUTHERFORD
186 WOCD AVENUE SOUTH
ISELIN, NJ 08830

SIEMENS MEDICAL SYSTEMS, INC.
ATTN: JUDI HOFFMAN ’
22010 S.E. 518T ST. .
ISSAQURH, WA 98029-7002

i
SIEMENS MEDICAL SYSTEMS, INC.
ATIN: KATHLEEN RUTHERFORD
186 WOCD AVENUE SOUTH
"ISELIN, NJ 08830

SMART GLOVE OORP., SDN BHD

510(k) No:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PEONE NO :

510(k) NO:
PHONE NO @

510(k) NO:

K002137
978-097-7737

k002179
732-321-4625

K003014
732-231-4779

K003125
425-557-122%

K0D03152
732-321-4779

K002568

IN CONIENT IABRLING CLAIM (50 MICROGREMS CR LESS)

ATIN: FOO K PU
10T 6487 BATU 5 3/4
JALAN KAPAR
KIANG SELANGOR,

SMITH & NEPHEW ENT.
ATIN: GREG SREDIN
2925 APPLING RD.

BARTLETT, TN 38133

SMITH & NEPHEW ENT.
ATIN: ALICIA FARAMGE
2925 APPLING RD.
BARTLFETT, TN 38133

SMITH & NEPHEW ENT.
ATIN: JEFFREY W COEB
2925 APPLING FD.
BARTLETT, TN 38133

PHCNE NO @

510(k) NO
PHONE NO

.
H
.
H

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

603 391 6100

K002702
901-373-0200

K002737
901~373-0200

K003214
901-373-0200

14-Nov-2000
Page 26

DEVICE: CATHCOR DESKICP
SE DECISION MADE: 05-OCT-2000

510(k) SUMMARY AVATTARLE FROM FDA

DEVICE: MAGNETOM ALLFGRA SYSTEM
SE DECISION MADE: 11-OCT-2000
510(k) SUMMARY AVAITABLE FROM FUA

DEVICE: SCMATCM EMOTION MS
SE DECISICN MADE: 12-OCT-2000
510(k) SUMMARY AVAITARLE FRCM FDA

DEVICE: SONCLINE ELEGRA DIAGNOSTIC ULTRASOUND SYSTEM
SE DECISION MADE: 20-OCT-2000
510({k) SIMMARY AVATIABLE FRCM FDA

DEVICE: SOMATOM SMITE
SE DECISION MADE: 24-OCT-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: POLYMER COAT, POWDER FREE, IATEX EXAMINATION GLOVES WITH PROTE
SE DECISION MADE: 03-OCT-2000

510(k) STATEMENT

DEVICE: NEUROICLOGY DRAPE, MCDEL TED

SE DECISION MADE: 26-OCT-2000
510(k) SIMMARY AVAILABIE FRCM FDA

DEVICE: SMITH & NEPHEW PORPS & TORPS
SE DECISICN MADE: 12-OCT-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: SMITH & NEPHEW PISTCNS
SE DECISION MADE: 31-OCT-2000
510(k) SUMMARY AVATIARIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31:

SPINAL CONCEPTS, INC.

12012 TECHNCLOGY BLVD., #100

AUSTIN, TX 78727

SPINAL INNOVATIONS, LIC
ATIN: KEN RUSSELL
7850 STRGE HILLS BIVD.
SUTITE 105

BARTLETT, TN 38133

STACKHOUSE, INC. -
ATIN: TOM GUTTERREZ
1100 BIRD CENTER IR.,
PALM SPRINGS, CA 92262

/
STARTON INSTRUMENTS
ATIN: BERIAN GRIGSBY
20665 4TH ST.
‘SERATOGA, CA 95070

STERLING MEDIVATICNS, INC.
ATIN: JEL DOXLAS

180 FERNDALE RORD SOUTH
WAYZATA, MN 55391

STERLING MEDIVATIONS, INC.
ATIN: JCEL DOUGIAS

180 FERNDALE ROAD SOUTH
WAYZATA, MN 55391

STRYKER QORP.

ATIN: NICLE FPEIIY
4100 EAST MILHAM AVENUE
KALAMAZOO, MI 49001-6197

SUITER MEDICAL L.L.C.
ATIN: JAMES P SUITER
203 WEST 2ND STREET
MC COCK, NE 69001

510(k) NO:
PEONE NO :

510¢(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PEONE NO :

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO

K002261
508-261-3775

X002082
512-918-2700

K002069
901-373-8855

R003194
760-778-7255

K002547
408-741-8773

K002180
650--949-0407

K002492
650--949-0470

K002732
616-323-7700

KD02876
800-354-3450

14-NOV-2000
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DEVICE: MR-TII
SE DECISION MRDE: 23-OCT--2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SPEEDLINK TRANSVERSE COMNECTCR
SE DECTSICN MADE: 06-OCT-2000
510(k) SUMMARY AVATLARIE FRCM FDA

DEVICE: ASCEND SPINAL FIXATION SYSTEM
SE DECISICON MADE: 05-OCT-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: STACKHOUSE 1ENS HOOD, MODEL SA-700/FS
SE DECISION MADE: 26-OCT-2000
510(k) STATEMENT

DEVICE: STARION INSTRIMENTS POWER POINT CAUTERY CRASPER/DISSECTCR
SE DECISION MADE: 20-0CT-2000 ’
510(k). SMMARY AVATLARIE FROM FDA

DEVICE: SIMPLICITY DISPOSARLE PEN NEEDLE
SE DECISICN MADE: 13-OCT-2000
510(k) SUMMARY AVATLARIE FROM FDA -

DEVICE: SIMPLICITY SCFT INFUSICN SET
SE DECISICN MPDE: 24-CCT-2000
510(k) SUMMRARY AVAILAHLE FROM FDA

DEVICE: STRYKER NAVIGATION SYSTEM ~ ENT MIDULE
SE DECISICN MADE: 02-0CT-2000
510(k) SIMMARY AVAILABIE FRCM FDA

DEVICE: JOBSITE ENHANCED MOBILITY CHAIR, MCDEL JEM
SE DECTSION MADE: 11-OCT-2000
510(k) SUMMARY RVATLABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQJIVA‘[E\TI' (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS 14-NOvV-2000

FOR FINAL DECISIONS RENDERED DURING THE PERIOD 01-OCT-2000 THROUGH 31-OCT-2000 Page 28

SULTAN DENTAL PRODUCTS, LID. 510(k) NO: K002581 DEVICE: DURAGARD SCDIUM FLUORIDE VARNISH
ATIN: GEORGE WOLFE PHONE NO : 201-894-5500  SE DECISION MADE: 20-OCT-2000
242 SOUTH DEAN ST. 510(k) SUMMERY AVATLARLE FRCM FDA
ENGLEWOCD, NJ 07631
SULZER CRTHOPEDICS, INC. 510(k) NO: K002335 - DEVICE: NATURAL-KNEE IT SYSTEM-DURASUL TIBIAL INSERT AND DURASUL ALL-P
CLY PATELIA
ATTN: MITCHELL DHORITY PHONE NO : 512-432-9202  SE DECISICN MADE: 25-OCT-2000
9900 SPECTRUM DR. 510(k) SUMMARY AVATIABLE FROM FDA
RUSTIN, TX 78717
SULZER ORTHOPEDICS, INC. - 510(k) NO: K002356 DEVICE: NATURAL-KNEE II PATEIIOFEMORAL JOINT PROSTHESIS
ATIN: MITCHELL A DHORITY PHONE NO : 512-432-9900  SE DECISION MADE: 30~OCT-2000
9900 SPECTRUM DR. 510(k) SUMMARY AVATLABLE FROM FDA
AUSTIN, TX 78717
SUN NUCLEAR OCRP. - - 510(k) NO: K002444 DEVICE: PRECISION DOSIMETRY ELECTROMETER, MODEL 1010 OR 206
ATIN: THOMAS L POWERS PHONE NO : 407-259-6862  SE DECISION MADE: 18-OCT-2000
425-A PINEDA COURT 510(k) SUMMARY AVAILARLE FROM FDA
MELBOURNE, FL 32940

/ .
SUN NUCLEAR CORP. 510(k) NO: K002446 DEVICE: RE-ENTRANT CHAMBER, MCDEL 1008 CR 44D
ATIN: THOMAS L POWERS PHONE NO : 407-259-6862  SE DECISION MADE: 23-OCT-2000
425-A PINEDA OOURT 510(k) SUMMARY AVATLABLE FROM FDA
MELBOURNE, FL 32940 '
SUNTECH MEDICAL INSTRIMENTS, INC. 510(k) NO: K003004 DEVICE: OSCAR 2, MODEL 222
ATIN: GRORGE MYERS PHONE NO : 201-727-1703  SE DECISION MADE: 25-OCT-2000
377 ROUTE 17 _ 510(k) SUMMARY AVATLARLE FROM FDA
HASBROUCK, NJ 07460
SURGI-VISICN, - INC. 510(k) NO: K002345 DEVICE: SURGI-VISICN URETHRAL COIL
ATIN: NANCY E TAYLOR PHONE NO : 410-730-8998  SE DECISION MADE: 11-OCT-2000
9250 RUMSEY RD., SUITE 100 510(k) SUMMARY AVATLARLE FROM FDA
COURMBIA, MD 21045
SURGICAL NAVIGATICN TECHNCLOGIES, 510(k) NO: K000246 DEVICE: RADIOCAMERAS EXTRACRANIAL SYSTEM
ATIN: ROGER VEILTE PHCNE NO : 303-439-9709  SE DECISICN MADE: 20-OCT-2000
530 COMPTON STREET 510(k) SUMMARY AVATIAELE FROM FDA
BROOMFIELD, CO 80020
SURGICAL SPECIALTIES CORP. 510(k) NO: K002849 DEVICE: PRECISICNEDGE-RCC, PRECISIONEDGE-ACS, PRECISICNEDGE-LSK, AND P
RECTSIONEDGE-CB MICROKEATCME BLADES
ATTN: VIKKI M HOFRMEN PHONE NO : 610-404-1000  SE DECISION MADE: 18-OCT-2000
100 DENNIS DRIVE 510(k) SUMMARY AVATIABLE FROM FDA

READING, PA 19606-3776



SUBMITTER ADDRESS LISTING FOR CDORH SUBSTANTIAILLY BEQUIVALENT
FOR FINAL DECISIONS RENCERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

SYNTHES

ATTN:: JNATHAN GILBERT
1690 RUSSELL RD.

P.O. BOX 1766

PACEI, PA 19301-1262

SYNTHES (USR)

ATTN: JONATHAN M GILBERT
P.O0. BOX 1766

1690 RUSSELL RORD

PAOLI, PA 19301-1222

SYNTHES (USA)
ATTN: BONNIE J SMITH
P.O. BOX 1766

1690 RUSSELL, ROBD
PACLI, PA 19301~1222 -

1690 RUSSELL RD."
PACET, PA 19301

TECNO INSTRIMENTS (FVT.) LID.
ATTN: SUSAN D GOLDSTEIN-FALK
55 NORTHERN BLVD., SUTTE 200
GREAT NBCX,, NY 11021

THAYER MEDICAL CORP.

ATTN: DAVID T SIADEK

4575 SOUTH PALO VERDE RD.,
SUITE 337

TUCSCN, AZ 85714

THE ANSPACH EFFORT, INC.
ATIN: WILLIAM E ANSPACH III
4500 RIVERSIDE DR.

PAIM BEACH GRRDENS, FL 33410

THE BINDING SITE, LID.
ATIN: JAY H GELLER

WEST TOWER, SUITE 4000
2425 WEST OLYMPIC BOULEVARD
SANTA MINICA, CA 90404

THE BINDING SITE, LID.
ATTN: JAY H GELLER

WEST TOWER, SUITE 4000
2425 WEST OLYMPIC BOULEVARD
SANTA MONICA, CA 90404

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO @

510(k) No:
PHONE NO

510(k) NO:
PHONE NO :

KDO3061
610-647-9700

K994121
610-647-9700

K002361
610-647-9700

K002729
610-647-9700

K002257
203-431-1511

K993101
520-790-5393

K002903
561-627-1080

KD02560
310-449-1399

K002561
310-449-1399

14-NOV-2000
Page 29

(SE) 510(K) SUMMARIES CR 510(K) STATEMENTS

DEVICE: SYNTHES USS (10.0MM SIDE OPENING SCREWS)
SE DECTSION MADE: 30-OCT--2000

510(k) SMMARY AVATTARLE FROM FDA

DEVICE: SMALL, STATURE USS

SE DECISION MADE: 17-OCT-2000

510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: SYNTHES (USA) LOCKING PROXIMAL PLATING (L~-PTP) SYSTEM
SE DBECISION MADE: 31-OCT-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SYNTHES PROXIMAL HUMERAL NATL

SE DECISION MADE: 06~OCT-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: TECNO DISPOSABLE FINGERSWITCH PENCIL, MCDEL 150-100
SE DECISION MADE: 19-OCT-2000
510(k) SUMMARY AVATIAELE FROM FDA

DEVICE: LITEAIRE
SE DECISION MPDE: 26-OCT-2000

510(k) STATEMENT

DEVICE: ANSPACH ANGLED MICRONOSE ATTACHMENT

SE DECISION MADE: 24~OCT-2000
510(k) STATEMENT :

DEVICE: SHEEP ANTI-HRMAN IGE IMMUNOFTXATION GRADE KIT
SE DECISION MADE: 26-OCT—2000

510(k) STATEMENT

DEVICE: SHEEP ANTI-HUMAN IGD IMMUNOFIXATION GRADE KIT
SE DECISION MADE: 26-OCT-2000

510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

THE BINDING SITE, LID.

KIT

ATIN: JRY H GELLER

WEST TOWER, SUITE 4000
2425 WEST (LYMPIC BOULEVARD
SANTA MONICA, CA 90404

THE BINDING SITE, LID.

IT

ATIN: JAY H GELIER

WEST TOWER, SUITE 4000
2425 WEST CLYMPIC BOULEVARD
SANTA MONICA, CA 90404

THE GENETICS INSTTTUTE

ATTN: MARYANN KRANE .
87 CAMERIDGE PRRK DRIVE
CAMERIDGE, MA 02140-2387 *

TISSUE MEDICAL LASERS, INC.
ATTN: DWIGHT ZURAWSKT
4432 ANAHEIM AVE., N.E.

ALBUQUERQUE, N4 87113

TORNIER S.A.

ATIN: DAVID W SCHLERF

200 GREGCRY LANE

SUITE C-100

PLEASANT HILL, CA 94523-3389

510(k) NO:
PHONE NO

510(k) NO:
PEONE NO

510(k) NO:

PHONE NO

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO @

TOSHIBA AMERICA MEDICAL SYSTEMS, I510(k) NO;
PHONE NO @

ATIN: DIANA THCORSON
2441 MICHELLE DR.
P.O. BOX 2068

TUSTIN, CA 92781-2068

TOSHIBA AMERICA MRT, INC.
ATTN: BRICE CLARK

280 UIPH AVE.

SOUTH SAN FRANCISCO, CA 94080

TOSHIBA AMERTCA MRI, INC.
ATIN: KEN NEIMER

280 UTAH AVE. ;
SOUTH SAN FRANCISCO, CA 94080

510(k)
PEONE

.
.
.
.

NO
NO

510(k) No:
PECRE NO :

KO02563
310-449-1399

K002564

s 310-449-1399

K002350

: 617-665-8737

K000317
505-828-0508

K000003
925-356-2640

R002424
714-730-5000

R002522
650-872-2722

K002531
650-872-2722

14-NOV-2000
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DEVICE: SHEEP ANTI-HIMAN LAMEDA FREE LIGHT CHAIN IMMUNOFIXATICON GRADE
SE DECISION MADE: 26-OCT-2000 ‘
510(k) STATEMENT

DEVICE: SHEEP ANTI-HUMAN KAPPA FREE LIGHT CHAIN IMMUNOFIXATION GRADE K
SE DECISION MADE: 26-OCT-2000

510(k) STATEMENT

DEVICE: REFACTO LABCRATCRY STANDARD

SE DECISION MADE: 05-OCT-2000
510(k) SMMARY AVATTARLE FROM FDA

DEVICE: SPECTRA-VRM Q-SWITCHED ND:YAG LASER SYSTEM, SPECTRA-VRM
SE DECISICN MADE: 27-OCT-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: TORNIER TOTAL ELBOW PROSTHESIS

SE DECISION MADE: 02-OCT-2000

510(k) SWMMARY AVAILABLE FROM FDA

DEVICE: 3D ANGIOGRAPHIC IMAGING SYSTEM, MODEL XIDF-100A
SE DECISION MADE: 27-OCT-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: OPART, MODEL MRT—-600

SE DECISION MADE: 25-0OCT-2000
510(k) SMARY AVATTARIE FROM FDA

DEVICE: EXCELART WITH PIANISSIMO, MODEL MRT-1501/P3
SE DECISICN MADE: 26-OCT-2000
510(k) SIMMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-OCT-2000 THROUGH 31-OCT-2000

TRAC ABCUT, INC.
ATIN: KEVIN WALLS
777 S. WADSWORTH EBLVD.
BIDG.2. STE. 102
LAKEWOCD, CO 80226

TUTOGEN MEDICAL U.S., INC.
ATIN: PJ PRRDO

13709 PROGRESS BLNVD.

BOX 19 .

ALACHUA, FL 32615

UNILENS CCRP., USA

T LENS

ATIN: CHARLOITE B COUEOOU
10431 72ND ST. NORTH
IARGO, FL 33777

UNITED CHAIR MFG., LIC

Va

510(k) NO: K001835
PHONE NO : 720-962~5412

510(k) NO: K991296
BHONE NO : 904-462-2178

510(k) NO: K002408
PHONE NO : 727-544-2531

510(k) NO: K002318

ED #BOI&ELWISERIES, UNITED #5018-MASTER SERIES

ATTN: DOUGLAS A’

2097 SOUTH HAMITTON RORD
SUTTE 109

CCLIMBUS, CH 43232

ALHAMERA, CA 91801

USA INSTRUMENTS, INC.
ATIN: RONY THOMAS
1515 DANNER DRIVE
AURCRA, CH 44202

USA INSTRIMENTS, INC,
ATIN: RINY THOMAS
1515 DANNER DRIVE
AURCRA, CH 44202

VALEO CORP.

ATIN: MARTAN HARDING COCHREN
501 SOUTH ANDREWS AVENUE

FT. IAUDERDALE, FL 33301

VISIJET, INC.

ATIN: JUDY F GORDON
18732 SRAGTNAW
IRVINE, CA 92614

PHONE NO : 614-759~7333

510(k) NO: K003010
PHONE NO : 626-458-8518

510(k) NO: K002482
PECNE NO : 330-562-1000

510(k) NO: K002483
PEONE NO : 330-562-1000

510(k) NO: K002562
PHORE NO : 954-779-2500

.

510(k) NO: K991124
PHONE NO : 949-854-6314

14-Nov-2000
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DEVICE: IRV2000 INDIVIDUAL RECREATIONAL VEHICLE
SE DECISION MADE: 11-OCT-2000

510(k) STATEMENT

DEVICE: TUTOPATCH

SE DECISION MADE: 06-OCT-2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: AXTON PLUS (METHAFILOON A) SOFT (HYDROPHILIC) ASPHERIC CCNTRAC

SE DECISION MADE: 17-OCT-2000
510(k) STATEMENT

DEVICE: UNITED #1018-FREEDCM SERIES, UNITED #2018-OOMFORT SERIES, UNIT
SE DECISICN MADE: 11-OCT-2000
510(k) STATEMENT

DEVICE: SPIRIT ACUPUNCIURE NEEDLE
SE DECISION MADE: 19-OCT-2000
510(k) STATEMENT

DEVICE: VISICN 9000 PHASED ARRAY TORSO COIL
SE DECISION MADE: 17-OCT-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: POWER 5000 GENERAL PURPOSE COIL
SE DECISION MADE: 25-0CT-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: PACIFIER THERMOMETER MCDELS VT-901F, VT901C
SE DECISICN MADE: 13-OCT-2000
510(k) SIMMARY AVATIAHLE FRCM FDA

DEVICE: VISIJET HYDROKERATOME, MCDEL 50
SE DECISION MADE: 20-OCT-2000
510(k) SUMMARY AVAITABLE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS 14-NOV-2000
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VITAL IMAGES, INC. 510(k) NO: K002519 DEVICE: VITREA 2, VERSION 2.1
ATIN: ROBERT C SAMEC PHONE NO : 612-915-8001  SE DECISION MADE: 19-OCT—-2000
3300 FERNBROCK IANE NORTH
SUITE 200 510(k) SWMARY AVATTAHLE FROM FDA
PLYMOUTH, MN 55447
VOGUE SHOPS, INC. 510(k) NO: K003022 DEVICE: AERONEB PORTAELE NEBULIZER
ATTN: TRACI V.A. EDWARDS PHONE NO : 408-543-2414  SE DECISION MADE: 13-OCT-2000

6225 PORERS RAVE.
JACKSONVILIE, FL 32217

WESTAIM BICMEDICAL INC. - 510(k) NO: K001519
ATIN: STEVE CHARTIER PHONE NO : 603-775-7300
ONE HAMPION RD., SUITE 302

EXETER, NH 03833

WRP SPECIALTY PRODUCTS SDN. BED. 510(k) NO: K002975
TERTLE, CONTAINS 50 MICROGRAMS OR IESS OF TOTAL EXTRACTARL
ATTN: MOED HAIZAN HUSSEIN PHONE NO : 60 387 069788
LOT11, JL.2,KAWASAN PERUSAHAAN

BANDAR BARU SLAK TINGGI

SELANGOR DAURL, EHSAN, SEPANG,

XOMED, INC. 510(k) NO: K002828
ATTN: MARTIN D SARGENT PHONE NO : 904-279-7586
6743 SOUTHPOINT DR. NORTH

JACKSONVILLE, FL 32216

XOMED, INC. 510(k) NO: K002897
ATIN: DAVID TIMLIN PHONE NO : 904~279-7532

6743 SOUTHPOINT DR. NORTH
JACKSONVILLE, FL 32216

510(k) SMARY AVATIARLE FRCM FDA

DEVICE: ACTICOAT 7 DRESSING
SE DECISION MADE: 06-OCT-2000
510(k) SMMARY AVAIIAHRIE FRCM FDA

DEVICE: DERMAGRTP POADER FREE PCLYMER COATED LATEX EXAMINATION GLOVE S
SE DECISION MADE: 24-OCT-2000

510(k) SMMARY AVATIAELE FROM FDA

DEVICE: XPS NITRO SYSTEM

SE DECISION MRDE: 17-OCT-2000
510(k) SMMARY AVATLAELE FROM FDA

DEVICE: TITANIUM MIDDLE EAR PROSTHESES
SE DECISION MADE: 11-OCT-2000
510(k) SWMMARY AVATLARLE FRCM FDA



SURMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQJIVALENT (SE) 510(K) SUIMMARTES OR 510(K) STATEMENTS 14-NCOV-2000

FOR FINAT. DECTSTONS RENDERED DIR O1-O0CT 2000 THROIYII 210X\ Dama 23
LA AN LR R\ La LI B 2 = e N BeAh NN -.. —-w WATNA TR SN ALILONATNTL L od de TN b T LN rcu._.’c oI
TOTAL 510(k)s THIS PERICD 288
TOTAL WITH SUMMARIES 213



