SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

"o" 00., INC.
ATIN: DAVID D DALISE -
600 PAISANO, N.E., SUITE A
ALBUQUERQUE, NM 87123

A & A MEDICAL, INC.

ATIN: JIHAD MANSOUR
9370 INDUSTRIAL TRACE
ALPHARETTA, GA 30004-3383

A.L.I. TBCHNOLOGIES,
ATIN: ROBERT MACNEIL
130- 10711 CAMBIE RORD
RICHMOND, B.C.,

INC.

A.R.C. IASFR AG

ATIN: DANIEL. HOEFER
2417 SCUTH 3850 WEST -
SALT IAKE CITY, UT 84120

ACE SURGICAL SUPPLY (0., INC.
ATIN: J. EDWARD CARCHIDI
1034 PEARL, STREET

P.O. BOX 1710

BROCKTON, MA 02403

ACTHERM, INC.

ACT2000+, ACT2010+, ACT2020+
ATTN: RICHARD HSIEH

10TH F. #43 KUAN-MIN 6 ROAD
JUBEI, HSINCHU,

- ADAC LABCORATCRIES

ATIN: JANICE E BROWN
540 ALDER DR.
MILPTTAS, CA 95035

BESCULAP, INC.
ATTN: LISA M MITLINGTON
944 MARCCN BIND
ALIENTOWN, PA 18109

AESCULAP, INC.

ATIN: JOYCE THOMAS

:3773 EXECUTIVE CENTER PARKWAY
CENTER VALLEY, PA 18034

Qs- G20

510(k)
PHONE

510(k) NO:
PHONE NO :

510(k) No:
PHCNE NO :

' 510(k) NO

PHONE NO ¢

510(k) NO:
PHONE NO

510(k) NO:
PHCNE, NO

510(k) NoO:
PHONE NO :

510(k) NO:
PHONE NO :

K010142
505-293-0025

K010056
770-343-8400

K003762
604 279 5422

K003512
801-972-1311

K002075
508-588-3100

K010238
886 355 37315

K002237
408-468-3766

K003608
800-258-1946

KR003612
800-258-1946

DEVICE: OCO DENTAL IMPLANT A,
SE DECISICN MADE: 01-FEB-2001 AR B
510(k) STATEMENT ‘

DEVICE: UTERINE MANTPULATOR INJECTOR CANNULA, STERILE, MODEL R 57-450
SE DECISION MADE: O1-FEB-2001
510(k) SWMMARY AVATIABLE FROM FDA

DEVICE: ALI 3D TOOL MODULE FOR MEDICAL IMAGES
SE DECISION MADE: 28-FEB-2001
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: LASER PACK I, IASER PACK II, PHACO PACK I, PHACD PACK II
SE DECISION MADE: O8-FEB-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: ACE SDS 3.75MM SCREW DENTAL IMPLANT
SE DECISION MADE: O2-FEB-2001
510(k) STATEMENT

DEVICE: ACTHFRM DIGITAL CLINICAL THERMOMETER, MODELS ACT2000, ACT2010, ,

SE DECISICN MADE: 06-FEB-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: P3IMRT ™
SE DECISICN MADE: 02-FEB-2001
510(k) SIMMARY AVATIABLE FROM FDA

DEVICE: SOVEREIGN BIFCLAR INSTRUMENTS FOR GYNECOLOGY
SE DECISION MRDE: 20-FEB-2001
510(k) SUMMARY AVAILABRLE FRCM FDA

DEVICE: MICROSPEED EC MOTORSYSTEM GD650/GD653
SE DECISION MADE: 20-FEB-2001
510(k) SUMMARY AVATLABLE FRCM FDA

487" 703



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-FEB-2001 THROUGH 28-FEB-2001

AGILENT TECHNOLOGIES
ATTN: GRETEL LUMLEY
1201 "B" N. RICE AVE
OXNARD, CA 93030

510(k) NO: K003940
PHONE NO : 800-235-5941

AGITENT TECHNOLOGIES DEUTSCHIAND G510(k) NO: K002758
DULE, AGILENT INVASIVE PRESSURE MCDULE, MODEL M11752/76A
ATTN: BGON FFEIL PHONE NO : 031-464-7223
HERRENBERGER STRASSE 130

D 71034 BOEBLINGEN

BCEBLINGEN, ,

AGILENT TECHNCLOGIES, INC.
ATIN: MIKE HUDON

3000 MINUTEMAN RD.
ANDOVER, MA 01810-1099

AGITENT TECHNCIOGIES, INC.
ATTN: MIKE HUDON

3000 MINUTEMAN RD.
ANDOVER, MA 01810-10°9

AILTEGIANCE HEALTHCARE CCORP.
ATTN: ERTCA SETHI

1500 WAUKEGAN RD.

MOGAW PRRK, IL 60085

510(k) MO: KD10048
PHORE NO : 978-659-3173

510(k) NO: K010342

510(k) NO: K010211
PHCONE NO ¢ 847-473-1500

ALLERGAN, INC. 510(k) NO: K003252
ATIN: PAUL J NOWACKI PHONE NO : 714-246-6761
2525 DUFCNT DR.

IRVINE, CA 92612

ALTERGAN, INC.

ATIN: MARK O’DONNELL
2525 DUFONT DR.
IRVINE, CA 92612

© 510(k) NO: K003638
PHONE NO : 714-246-2226

AMERTCAN BIOCURVE, INC. 510(k) NO: K001585
IENS FCR DAILY WEAR (CLEAR & BLUE VISIBILITY TINT, IATHE
ATIN: MARTIN DALSING PHONE NO : 970-243-5490

623 GLACTER DR.

GRAND JUNCTICN, CO 81503

ANC IMPCRT & EXPCRT CO. LID.
ATIN: WILLIAM ZHANG

4309 MIRWICK DRIVE
ARLINGTON, TX 76016

510(k) NO: K002910

PHONE NO ¢ 978-659-3173

PHONE NO 3 817-572-6790

05-MAR~-2001
Page 2

DEVICE: 2010 PLUS HOLTER FOR WINDOWS
SE DECISICN MADE: 08-FEB-2001
510(k) SUMMARY AVATIAELE FRCM FDA

DEVICE: AGILENT CCMPCNENT MONITCRING SYSTEM, AGILENT CARDIAC QUTPUT MC
SE DECISION MADE: 22-FEB-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: M2376A DEVICELINK SYSTEM
SE DECISION MADE: O1-FEB-2001
510(k) SUMMARY AVAIIABLE FRCM FDA

DEVICE: M2376A DEVICELINK SYSTEM, MODEL M2376A
SE DECISICN MADE: 14-FEB-2001
510(k) SUMMARY AVAITARLE FROM FDA

DEVICE: STERILE NITRIIE POWDER-FREE EXAMINATION GLOVES
SE DECISION MADE: 15-FEB-2001
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: CCMPLETE BRAND MULTI-PURPOSE SOLUTICON
SE DECISION MADE: 21-FEB-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MOJAVE CATARACT EXTRACTICON SYSTEM
SE DECISION MADE: 13-FEB-2001
510(k) SUMMARY AVATILABLF, FROM FDA

DEVICE: BIOCURVE SOFT (METHAFILOCN A) SPHERICAL AND TORIC SOFT CONTACT
SE DECISION MADE: 13-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: HOLY DRAGON ACUPUNCTURE NEEDLES
SE DECISICN MADE: O7-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS 05-MAR-2001
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APPLIED BIOTECH, INC.
ATIN: DAVE D SMITH
10237 FLANDERS CT.
SAN DIEGO, CA 92121

APPLIED MEDICAL

ATIN: ANIL BHALANI

22872 AVENIDA EMPRESA

RANCHO SANTA MARGARTTA, CA 926838

APPRIVA MEDICAL, INC.

-09-90, MV-03-10-°0, Mv-03-11-20,
ATIN: MICHAEL, KOLBER

777 NORTH PASTCRIA AVENUE
SUNNYVALE, CA 94086

AURORA IMAGING TECHNCLOGY, INC.
ATIN: JAMES J ROGERS

46 JONSPIN RD.

WILMINGTCN, MA 01887

B-K MEDICAL A/S

BANTA HEALTHCARE
ATTN: YCINDA SMITH
PO BOX 4341
CROFTCN, MD 21114

BAXTER HEALTHCARE CORP.
ATIN: ROBERT L, WILKINSCN
1620 WAUKEGAN RD., MPR-A2E
MOGAW PARK, IL 60085

BAYER OORP.

ATTN: FREDRICK CILERIE
511 BENEDICT AVE.
TARRYTOWN, NY 10591-5097

BAYLIS MEDICAL (0., INC.

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO ¢

510(k) NO:

K003160
858-713-9614

K003443
949-713-8327

K002054

MV-03-09-120, MV-03-10-1

PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PECNE NO :

510(k) MO
PHONE, NO

510(k) NO:
PHONE NO :

510(k) NO:

CATHETER, BAYLIS MEDICAL CCNNECTCR CABLE

ATIN: KRIS SHAH
5160 EXPLCRER DRIVE, UNIT 5
MISSISSAIGA, :

PHONE NO @

650-691-4595

K003651
800-858-8667

K003041
011 454 5970100

KD03749
410-451-0639

K002210
847-473-6335

R003796
914-524-2954

K990284
905 602 4875

DEVICE: APPLIED BIOTECH, INC. SURESTEP ER DRUG SCREEN TEST
SE DECISICN MADE: 08-FEB~2001
510(k) STATEMENT

DEVICE: SUCTION IRRIGATCR
SE DECISION MADE: O1-FEB-2001
510(k) SIMMARY AVAIIABRIE FROM FDA

DEVICE: X-SEPT TRANSSEPTAL SHEATH AND TRANSITION CATHETER, MODEL, Mv-03

SE DECISICN MADE: 16-FEB-2001
510(k) SMMARY AVATIABIE FRCM FDA

DEVICE: AURORA
SE DECISION MADE: 21-FEB-2001
510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: ULTRASCUND SCANNER TYPE 2101
SE DECISICN MADE: O7-FEB-2001
510(k) SUMMARY AVAILABLE, FROM FDA

DEVICE: 100% 30G POLYPROPYLENE SPUNBOND ISIATTON GROWN
SE DECISION MADE: 23-FEB-2001
510(k) STATEMENT

DEVICE: SYNTRA DIALYZER, MODEL SYNTRA 120, 160
SE DECISICN MADE: 14-FEB-2001
510(k) SMMARY AVATIABLE FRCM FDA

DEVICE: ADVIA 120 HEMATCLOGY
SE DECISION MADE: O5-FEB-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: BAYLIS MEDICAL RF SEPTOSTOMY GENERATOR, NYKANEN RF SEPTOSTOMY

SE DECISION MADE: O1-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-FEB-2001 THROUGH 28-FEB-2001

BD BECTON DICKINSON VACUTAINER SYS510(k) NO:

ATTN: M. WENDY BOSSHARDT PECNE NO ¢
1 BECTCN DR.

FRANKLIN LAKES, NJ 07417-1880

BECKMAN COULTER, INC. 510(k) NO:
ATIN: STAN SUGRUE PHONE NO :
11800 SW 147TH AVE.

MIAMI, FL 33196-2500

BECKMAN COULTER, INC. 510(k) NO:
BTTN: STAN SUGRUE PHONE NO ¢
11800 SW 147TH AVE.

MIAMI, FL 33196-2500

BENTEC MEDICAL, INC. 510(k) NO:
ATIN: DAVID TUCKER PHONE NO :
1380 EAST BEAMER ST.

WOCDLAND, CA 95776

BIOCCMPOSTTES LID. 510(k) NO:
ATIN: J.STEPHEN BRATT PHONE NO 3
ETRUSCAN ST., ETRURIA

STOKE ON TRENT,

BIOLUCENT, INC. 510(k) NO:
ATTN: STEVE GEX PEONE NO 3
27121 ALISO CREEK ROAD

SUTTE 125

ALISO VIEJO, CA 92656

BICMERICA, INC. 510(k) NoO:
ATTN: JAY SINGH PHCONE NO &
1533 MONROVIA AVE.

NEWPORT BEACH, CA 92663

BICMET, INC. 510(k) NO:
ATIN: SARA A BAILEY PECNE NO ¢
ATRPORT INDUSTRIAL PARK

P.O. BOX 587

WARSAW, IN 46581-0587

BIQMET, INC. 510(k) NO:
ATTN: CAROL ILAUSTER PECNE NO :

ATRPORT INDUSTRIAL PARK
P.O. BOX 587
WARSAW, IN 46581-0587

KO03461
201-847-6280

K010064
305-380-4552

K010066
305-380-4552

K002650
530-406-3333

KO003641

441 782 206500

K003795
949-349-1380

K003856
949-645-2111

K003493
219-372-1568

K010212
219-267--6639

05-MAR~-2001
Page 4

DEVICE: BD VACUTAINER PASSIVE S-I]ELDII‘GBI.LXD@IECI’IQ‘INEEDIE
SE DECISION MADE: O1-FEB-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: 4C-ES CELL, MODELS 7547187, 7547188, 7547189, 7547190
SE DECISICN MADE: (07-FEB-2001
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: 5C-ES CELL QONTROL, MCDELS 7547191, 7547192
SE DECISION MADE: 07-FEB-2001
510(k) SUMMARY AVATIARTE FRCM FDA

DEVICE: VAN ANDLE DIIATION, EMERALD GUIDEWIRE, MCDEL VAD6, 502-726
SE DECISION MADE: 16-FEB-2001
510(k) SMMRRY AVATIABIE FRCM FDA

DEVICE: BICICK SCREW, BIOSTECN SCREW
SE DECISION MRDE: 08-FEB-2001
510(k) SUMMARY AVAIIARIE FRCM FDA

DEVICE: BIOLUCENT MAMMOGRAPHY CUSHION
SE DECISION MRDE: 14-FEB-2001

510(k) SUMMARY AVATLABLE FROM FDA
DEVICE: EZ-HOG URINE(PREGNANCY TEST)

SE DECISION MADE: 21-FEB-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: 3I CALCIUM SCDIUM PHOSPHATE BONE CEMENT
SE DECISION MADE: 09-FEB-2001

510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: OFFSET TIBIAL TRAY

SE DECISICN MADE: 14-FEB-2001

510(k) SIMMARY AVATTARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

BIONX IMPLANTS, INC.
40,172060,173240,173260
ATIN: TULJA ANNALA
HERMIANKATU 6-8 L

BIOPOCL, INTL., INC.
ATIN: MICHAEL D BICK

6025 NICOLIE ST., SUITE D

VENTURA, CA 93003

BIOSOUND ESAOTE, INC.
ATIN: OCLLEEN HITTLE
8000 CASTLEWAY DR.
INDIANAPCLIS, IN 46250

BOSTON SCIENTIFIC OORP.
ATIN: ANDREA BOUMIS
2710 CRCHARD PARKWAY
SAN JOSE, CA 95134

BRAINLAB, AG
ATTN:

100 MARINE PARKWAY
SUITE 305

REDWOOD CITY, CA 94065

BUCK MEDICAL RESEARCH

510(k) NO:
PHONE NO @

510(k) NO:
PHORE NO :
510(k) NO
510(k) NO
PECONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO :

510(k) NO:

D, 3.308, 3.310,3.312, 3.314 3.316

ATIN: REBECCA ELLIS

2811 IEMMON AVE., SUITE 201

DALIAS, TX 75204

C.R. BARD, INC.

ATIN: CARCL. VIERLING
13183 HARLAND DRIVE
COVINGION, GA 30014

C.R. BARD, INC.

PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:

K003659
358 331 65600

R003757
358 331 65600

K002642
805-654-0643

K010057
317-849-1793

K003782
408-895-3625

K003268

K010343

214-522-5780

K010169
770-385-2347

K010444

HOCK TIP, OCRBITT SPATULA TIP, BALL TIP, NEEDLE TIP

ATIN: KERRY CHUNKO
700 EAST 22ND ST
LAWRENCE, KS

PHONE NO :

785-843-7782

05MAR-2001
Page 5

DEVICE: PLGA PIN, MCDEL 171120,171140,171520,171540,171560,172020,172C

SE DECISION MADE: 20-FEB-2001
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: THERMOFX MESH
SE DECISION MADE: O7-FEB-2001
510(k) SUMMARY AVATTARTE FRCM FDA

DEVICE: MINIQUANT D-DIMER, MODEL 1447
SE DECISION MADE: 05—FEB-2001
510(k) STATEMENT

DEVICE: MODIFICATION TO ARTOSCAN M
SE DECISION MADE: 02-FEB-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: CONSTELIATION CATHETER, MCDEL 8031
SE DECISION MADE: 14-FEB-2001
510(k) SUMMARY AVATTABLE FRCM FDA

DEVICE: Z-TOUCH :
SE DECISICN MADE: 22-FEB-2001
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: BMR DENTAL IMPLANT SYSTEM, MODEL 3.3XX, EITHER HA COR TPS COATE
SE DECISION MADE: 14-FEB-2001
510(k) SMMARY AVAITARIE FRCM FDA

DEVICE: BARD UTRAVERSE SMALL VESSEL PTA BALLOON DILATATION CATHETER
SE DECISICN MADE: 13-FEB-2001
510(k) SUMMARY AVAILABLF, FRCM FDA

DEVICE: ADVANTAGE SINGLE-USE ELECTROSURGICAL ATTACHMENT-J-HOOK TIP, I-

SE DECISION MADE: 28-FEB-2001
510(k) SUMMARY AVATIABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES R 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERTICD O1-FEB-2001 THROUGH 28-FEB-2001 .

CARDICMEDICS, INC.
ATIN: JCHN HUTCHINS
18872 BARDEEN AVE.
IRVINE, CA 92612

C2ARL, ZEISS, INC.

ATIN: SCOIT A MARGOLIN
CNE ZEISS DR.
THORNWOOD, NY 10594

CATHETER INNOVATICNS, INC.
ATIN: ROGER L RICHINS

3598 WEST 1820 SOUTH

SALT LAKE CITY, UT 84104-4859

CIBA-GEIGY CCRP.
. ATIN: STEVEN DCOWDLEY
11460 JCHNS CREEK PKWY.
DULUTH, GA 30136-1518

COALESCENT SURGICAL
ATIN: MICHAEL A DANIEL
559 EAST WEDDELL DR.
SUNNYVALE, CA 94089

" RAYNHRAM, MA 02767-0350

CORIN U.S.A.

ATIN: JCEL K BATTS

10500 UNIVERSITY CENTER DR.,
SUITE 190

TAMPA, FL 33612

CCRIN U.S.A.

ATIN: JCEL K BATTS

10500 UNIVERSITY CENTER DR.,
SUTTE 190

TAMPA, FI, 33612

CORINTHIAN MEDICAL LID.
ATIN: DAGMAR MASER
AMSTEL 320-1
BMERSTDAM,

510(k) NO:
PHONE 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 :

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

.
H
°
-

510(k) NO:
PHONE NO :

K010261
949-863-2500

K003885
914~-681-7880

K010349
801-954-8444

K003586
678-415-3897

K003958
415-407-0223

K003549

KD03666
813-977-4469

K010243
813-977-4469

K003567
312 042 89591

05-MAR-2001
Page 6

DEVICE: CARDIOMEDICS ECP SYSTEM
SE DECISICN MADE: 28-FEB-2001
510(k) STATEMENT

DEVICE: VISULAS YAG II
SE DECISION MADE: 22-FEB-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: DUAL LUMEN MIDLINE CATHETER
SE DECISICN MADE: 28-FEB-2001
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: FOCUS DATILIES (NELFILCCN A) ONE-DAY CONTACT LENSES
SE DECISION MADE: 08-FEB-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: CORLESCENT U-CLIP DELIVERY AND DISPOSAL DEVICE
SE DECISION MADE: 06-FEB—2001
510(k) SWMMARY AVAILABLE FROM FDA

DEVICE: OCDMAN CRANIOSCRB ABSORBABLE FIXATION SYSTEM PURPLE RIVETS

SE DECISION MADE: 15-FEB-2001

510(k) SUMMARY AVATIAELE FROM FDA
DEVICE: TAPER-FIT TOTAL HIP SYSTEM
SE DECISION MADE: 08-FEB-2001
510(k) SUMVMARY AVAILAELE FROM FDA
DEVICE: TRI-FIT FEMORAL STEM

SE DECISICN MRDE: 15-FEB-2001
510(k) SUMMARY AVAILABLE FROM FDA
DEVICE: SERENOCEM, MODEL BC 010

SE DECISION MADE: 12-FEB-2001
510(k) SUMMARY AVATLAELE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS 05-MAR-~2001
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CORTEX BIOPHYSTK GMBEH 510(k) NO: K001631 DEVICE: CORTEX METAMAX

ATTN: ART WARD PHONE NO : 813-645-2855 SE DECISION MADE: 22-FEB-2001

962 ALLEGRO LANE 510(k) SUMMARY AVATLABLE FRCM FDA

APCLIO BEACH, FL 33572

CURON MEDICAL, INC. 510(k) NO: K010210 DEVICE: CONTROL MODULE ALGORTTHM ENEANCEMENT FOR THE MODEL S500-ST AND
MODEL 5400

ATIN: THOMAS C WEEMAN PHONE NO : 408-733-9910  SE DECISION MADE: 21-FEB-2001

735 PALOMAR ST. 510(k) STATEMENT

SUNNYVALE, CA 94086

DEDE BEHRING, INC. 510(k) NO: K003419 DEVICE: RCRP FLEX REAGENT CARTRIDGE

ATTN: IORRAINE H PIETRAK PHONE NO : 302-631-6279 SE DECISICN MADE: 14-FEB-2001

GLASGOW BUSINESS COMMUNITY;

BIDG. 500 MATL BOX 514 510(k) SUMMARY AVAIIARIE FROM FDA

P.O. BOX 6101, NEWARK, DE 19714-6101

DADE BEHRING, INC. 510(k) NO: K003870 DEVICE: THROMBOREL S

ATTN: REBEOCA S AYASH PHONE NO : 302-631-6276  SE DECISION MADE: 20-FEB-2001

P.O. BOX 6101 510(k) SUMMARY AVATLAELE FROM FDA -

MEWBRK,, DE 19714

DADE BEHRING, INC. 510(k) NO: K003963 DEVICE: DIMENSICN PSA FLEX REAGENT CARTRIDGE
ATTN: GEORGE M PLUMMER PHONE NO : 302-631-9798  SE DECISION MADE: 28-FEB~2001

GLASGOW BUSINESS COMMUNITY;

BLDG. 500 P.0. BOX 6101 . 510(k) SUMMBRY AVATLABLE FROM FDA

NEWRRK, DE 19714-6101

DADE BEHRING, INC. 510(k) NO: K010208 DEVICE: DIMENSICN ENZYMATIC CARBONATE (ECO2) CALIBRATOR, CATALOG DC137
ATIN: RICHARD M VAUGHT PHONE NO : 302-631-6567 SE DECISICN MADE: 20-FEB-2001

GLASOD B500 M.S. 514

P.O. BOX 6101 510(k) SUMMARY AVATLARLE FROM FDA

MEWARK, DE 19714-6101

DEPUY ORTHOPAEDICS, INC. 510(k) NO: K0O03800 DEVICE: AML HIP PROSTHESIS

ATTN: MARCTA J ARENTY PHONE NO : 219-371-4944  SE DECISION MADE: 09-FEB-2001

700 ORTHOPAEDIC DR.

P.O. BOX 988 : 510(k) SUMMARY AVAILARLE FROM FDA

WARSAW, IN 46581-0988

DERMATOLOGIC IAB & SUPPLY, INC. 510(k) NO: K010025 DEVICE: ELECTRICATCR MODEL 26000

ATTN: DEBORAH GRAFELMAN PHONE NO : 712-323-3269 SE DECISICN MADE: 22-FEB-2001

608 13TH AVE. 510(k) SUMMARY AVATLABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCOR FINAL DECISIONS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

DIAGNOSTIC PRCDUCTS CCRP. 510(k) NO:
MODEL I2KHO2

ATTN: EDWARD M LEVINE PHONE NO ¢
5700 WEST 96TH ST.

I0S ANGELES, CA 90045

DIAGNOSTIC PRODUCTS CORP. 510(k) NO:

MILITE 2000 CK-MB, MCDEL L2KMB2 (200 TESTS),

ATIN: EDWARD M IEVINE PEONE NO @
5700 WEST 96TH ST.

10S ANGELES, CA 90045

DIAGNOSTICA STAGO, INC. 510(k) No:
ATIN: ANDREW LOC B IE PHONE NO @

FIVE CENTURY DR.
PARSTIPPANY, NJ 07054

DIAGNOSTICA, INC.
ATIN: YOLANDA SMITH
P.O. BOX 4341
CROFTON, MD 21114

DISETRONIC MEDICAL SYSTEMS 2G
D D SUBCUTANECUS INFUSICN SET
ATIN: DAVID E CHRDWICK

5151 PROGRAM AVENUE

ST. PAUL, MN 55112-1014

'510(k) NO:
“PHONE NO :

510(k) NO:
PHONE MO :

DUFNER INSTRUMENTE GMBH
ATTN: DAGMAR MASER
PMSTEL 320-I
PMSTERDRM,

510(k) NO:
PHONE NO

DUO-DENT DENTAL IMPLANT SYSTEMS LL510(k) NO:
ATIN: MICHRAEL H VOVOLKA PHONE NO :
P.O. BOX 848

GRAYSLAKE, I, 60030

EBI, L.P. 510(k) NO:
ATTN: JON CAPAROTTA PHONE NO :
100 INTERPACE PKWY.

PARSIPPANY, NJ 07054-1079

EDAP TECHNCMED, INC. 510(k) NO:
ATTN: SCOTT J MINDREBO PHONE NO :

100 PINNACIE WAY, SUITE 100
NORCROSS, GA 30071

K003597
310-645-8200

K004002
L2KMB6 (600)
310-645-8200

K003767
973-631-1200

K002756
410-451-0639

K003977
763-795-5277

K002877

s 312 042 89591

K010386
847-856-0355

K010179
973-299-9022

K003529
770-446-9950

05-MAR-2001
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DEVICE: IMMULITE HOMOCYSTEINE MCDFEL IKHOLl / IMMULITE 2000 HOMOCYSTEINE

SE DECISION MRDE: 05-FEB-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: IMMULITE CK-MB, MCDEL LKMB1 (100 TESTS), LKMBS (500 TESTS); IM

SE DECISION MRADE: 14-FEB-2001
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: ASSERACHROM HPIA TEST KIT
SE DECISION MADE: 12-FEB-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: EASE-A-CULT
SE DECISION MADE: 23-FEB-2001
510(k) STATEMENT

DEVICE: DISETRONIC RAPID SUBCUTANBEOUS INFUSION SET AND DISTERCNIC RAPI

SE DECISICN MADE: 15-FEB-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: MICTEC ENDOSCOPES AND ACCESSORIES
SE DECISION MADE: O5-FEB-2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: DUO-DENT DENTAI, IMPLANT
SE DECISICN MADE: 27-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: EBI VUECATH SPINAL ENDOSCOPIC SYSTEM
SE DECISICN MADE: O9-FEB-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: SONOLITH PRAKTIS, ENDOURCIOGY TABLE PRAKTIS
SE DECISICN MADE: 12-FEB-2001
510(k) SUMMARY AVATIARIF, FRCM FDA
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ENVIRCIMENTAL TEST SYSTEMS, INC. 510(k) NO: K003615

ATTN: BRUCE G PIEKARSKI PHONE NO : 219-262-2060
P.0. BOX 4659

ELKHART, IN 46514

ETZEM TECHNCEOGIES, INC. 510(k) NO: K003648
ATTN: AHAVA SHEIN PHONE NO : 972 976 70002
20 HATA’AS ST.

EETT HAPA’AMON BOX 124

KFAR SARA,

EXACTECH, INC. 510(k) NO: K000943
ATTN: GARY J MILLER PHONE NO : 352-377-1140

2320 N.W. 66TH COURT
GAINESVILLE, FL 32653

EXACTECH, INC. 510(k) NO: K010081
ATIN: LISA SIMPSON PHONE NO : 352-377-1140
2320 N.W. 66TH CT.

GAINESVILIE, FL 32653

EXACTECH, INC. 510(k) NO: K010120

IES HIGH OFF-SET NECK SEGMENT, M-SERIES LOW OFF-SET NECK S
ATTN: GARY J MILIER PHONE NO : 352-377-1140
2320 N.W. 66TH CT.

GAINESVILIE, FL 32653

EXCEL TECH. LID. 510(k) NO: K010091
ATTN: SONJA MARKEZ PHONE NO : 905 829 5300
2568 BRISTOL CIRCLE

QAKVILLE, ONTARIO,

EXCEL, TECH. LID. 510(k) NO: K010150

ATIN: SONJA MARKEZ PHONE NO ¢
2568 BRISTOL CIRCLE
QAKVILLE, CNTARIO,

EXELINT INTERNATIONAL COMPANY 510(k) NO: K003627
ATIN: ARMAND HAMID PHONE NO : 310-649-0707
5840 W. CENTINELA AVENUE

LOS ANGELES, CA 90231-3194

EYETECT, L.L.C. 510(k) NO: K003644
ATTN: REBECCA M CUETO PHONE NO : 618-235-8609
10 MADCNNA COURT

BELLEVILIE,, IL 62223

DEVICE: STERICHEK SENSITIVE-FEED WATER AND RINSE WATER REAGENT STRIPS
SE DECISION MADE: O1-FEB-2001
510(k) SUMMARY AVAIIARLE FROM FDA

DEVICE: FREEDLAND TENSICN SYSTEM
SE DECISION MADE: 23-FEB-2001

510(k) STATEMENT

DEVICE: CEMEX SYSTEM GUN APPLICATION VERSICN
SE DECISION MADE: O8-FEB-2001
510(k) SUMMBARY AVATIABLE FRCM FDA

DEVICE: ACUMATCH L~SERTES UNTPCEAR ENDOPROSTHESIS
SE DECISION MADE: (O5-FEB-2001
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: MIDIFICATION TO EXACTECH ACUMATCH INTEGRATED HIP SYSTEM, M-SER

SE DECISION MADE: 09-FEB-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: EEG WITH VIDEO, MODEL EX-NW
SE DECISION MADE: 01-FEB-2001
510(k) SUMMARY AVATLAEIE FROM FDA

DEVICE: 64 CHRNNEL EEG / MODEL NUMBER EX-NW-64
SE DECISION MADE: 09-FEB-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: EXEL SECURE TOUCH SAFETY A.V. FISTULA NEEDLE SET
SE DECISION MADE: 0S8-FEB-2001
510(k) STATEMENT

DEVICE: EYETECT TREMOR MONITOR UNIT (TMU)
SE DECISION MADE: O1-FEB-2001
510(k) SUMMARY AVATLABLE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-FEB-2001 THROUGH 28-FEB-2001

FADASIS MEDICAL, INC. 510(k) NO:
ATIN: RAYMOND RIDDLE PHONE NO :
7601-B MIRPHY DRIVE

'MIDDLETOWN, WI 53562

FEMINICA INC. 510(k) NO:
ATTN: DENIS H DUBOIS PHONE NO :
3216 MONSAERE

MONTREAL, QUEBEC,

FHC, INC. 510(k) NO:
ATIN: FREDERICK HAER PHONE NO :
9 MAIN STREET

BOWDOINHAM, ME 04008

GE MEDICBL SYSTEMS 510(k) NO:
ATTN: IARRY A KROGER PHONE NO ¢
P.O. BOX 414, W-709

MITHAUKEE, WI 53201

GE MEDICAL SYSTEMS, INC. 510(k) NO:
ATTN: LARRY A KROGER PECNE NO :
P.O. BOX 414

MITWAUKEE, WI 53201

'GEBAUER CO. 510(k) NO:
ATIN: DENISE E SPELIMAN PHONE NO :
9410 ST. CATHERINE AVE.

CLEVELAND, CH 44104

GLOBAL ENDOSOOPY, INC. 510(k) NO:
ATTN: NICK MIRCEA PECNE NO :
914 W. ESTES CT.

SCHAIMBURG, IL 60193-4426

GLOBAL ENDOSCOPY, INC. 510(k) NO:
ATIN: NICK MIRCEA PHONE NO ¢

914 W. ESIES CT.
SCHAUMBURG, IL 60193-4426

GUIDANT CARDIAC AND VASCULAR SURGE510(k) NO:
ATTN: JAOQUELINE J JACKSON PHONE NO
1525 O’BRIEN DR.

MENLO PARK, CA 94025

GUTHRIE MEDICARE PRODUCTS (NS) SDN510(k) NO:
ATTIN: SUSAN D GCLDSTEIN-FALK PHONE NO :
55 NORTHERN BIVD., SUITE 200

GREAT NECK, NY 11021

K003665
608-831-0025

K003540
514 875 4422

k003776
207-666-8190

K003946
414-544-3894

K010336
262-544-38%4

K002596
216-271-0910

K003806
847-301-2733

K003807
847-301-2733

KD03495
650-470-6200

K003922
516-482-9001

05-MAR-2001
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DEVICE: FADASSI MEDICAL FM-1 NO BLENDER
SE DECISICN MADE: 23-FEB-2001
510(k) SUMMARY AVATTABLE FRCM FDA

DEVICE: (DISPOSARLE) VAGINAL SPECULUM
SE DECISION MADE: 09-FEB-2001
510(k) STATEMENT

DEVICE: MICROTARGETING DRIVE SYSTEM
SE DECISION MADE: 23-FEB-2001
510(k) SUMMARY AVATIARTE FRCM FDA

DEVICE: SIGNA SP 0.5 ROTATING HCRIZONTAL BCDY COIL
SE DECISION MADE: 27-FEB-2001
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: RDVANTAGE WINDOWS CT/PET FUSION

'SE DECISICN MADE: 16-FEB-2001

510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: GEBRUER’S FLURO ETHYL, MODEL 0386-0002-09
SE DECISION MADE: 15-FEB-2001
510¢(k) SUMMARY AVATLABIE FROM FDA

DEVICE: URETEROSCOPES
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: CYSTOSCOPES
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: ANCURE LLIAC BAITOON CATHETER
SE DECISICN MADE: 07-FEB-2001
510(k) SUMMARY AVAITARTE FRCM FDA

DEVICE: NITRILE EXAMINATICN GLOVES (POWERED)
SE DECISION MADE: 15-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSIANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

GUTERIE MEDICARE PRODUCTS (NS) SDN510(k) NO:
PEONE NO :

ATIN: SUSAN D GOLDSTEIN-FALK
55 NORTHERN BILVD., SUITE 200
GREAT NECK, NY 11021

HAENGLIM SEONON CCRP.
ATIN: YUN CHOL. QGO
34-69 LEAVITT ST.
FIUSHING, NY 11354

HAYES MEDICAL, INC.

ATTN: WILLIAM J GRIFFIN

1115 WINDFIELD WAY, SUITE 100
EL DORADO HILLS, CA 95762-9623

HEALTHIONICS, INC.
ATIN: T. WIT ATHEY
12300 TWINBROCK PRRKWAY
SUITE 625

ROCKVILIE, MD 20852

HELPTECHNCLOGIES
ATTN: ROBERT J BARD
24312 ARMADA DR.
DANA POINT, CA 92629

HERAEUS KULZER, INC.

ATIN: CHERYL. Z2IMMERMAN
4315 SOUTH IAFAYETTE BLVD.
SOUTH BEND, IN 46614-2517

HEYER AMERICA,: INC.
ATIN: ART WARD

962 ALLREGRO LANE
APCLIIO BEACH, FL 33572

HORTZON MEDICAL PRODUCTS, INC.
ATIN: PENNY M NORTHCUIT

1 BORIZON WAY

MANCHESTER, GA 31816

HOVEROUND CORP.

ATTN: TONY DIGICOVANNI

2151 WHITFIELD INDUSTRIAL WAY
SARASOTA, FL 34243

510(k) NO:
PHORE 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:
PHCNE NO @

510(k)
PHONE:

*
L3
.
.

NO
NO

K003985
203-431-1511

K002827
718-886-4469

K003649
916-355-7156

K003507
301-770-9590

K003915

¢ 949-240-1290

K003930
219-299-6662

K001988
813-645-2855

K010189
706-846-3126

K010075
941-739-6200

DEVICE: POWDERFREE NITRILE PATIENT EXMINATION GLOVE
SE DECISION MADE: 09-FEB-2001
510(k) STATEMENT

DEVICE: MAC ACUPUNCTURE NEEDLE
SE DECISION MADE: 28-~FEB-2001
510(k) STATEMENT

DEVICE: TRTTCN HIP SYSTEM
SE DECISION MADE: 23-FEB-2001
510(k) STATEMENT

DEVICE: MEDRELIEF
SE DECISION MADE: 21-FEB-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: ACCUFUSER; ACCUFUSER PLUS
SE DECISION MPADE: 15-FEB-2001
510(k) SWMMARY AVATLABLE FROM FDA

DEVICE: FLEXTIME MAGNUM 360
SE DECISION MADE: O1-FEB-2001
510(k) STATEMENT

DEVICE: MCDULAR
SE DECISICN MADE: O5-FEB-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: VORTEX ACCESS SYSTEM
SE DECISION MADE: 12-FEB-2001
510(k) STATEMENT

DEVICE: TEKNIQUE
SE DECISION MADE: 14-FEB-2001
510(k) STATEMENT

05-MAR-2001
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HOREDICA OSTBECNICS CCRP.
ATIN: MARY-CATHERINE DITICN
59 RWUIE 17

ALLENDALE, NJ 07401-1677

I.C. MEDICAL, INC.
ATIN: CRAIG HARSHMAN
2002 WEST QUATL AVE
PHCENTX, AZ 85027

IGEL VISIONCARE PTE LID.
NTACT LENSES FCR DAILY WEAR
ATIN: JCGEN M SZABOCSIK

203 NORTH WABASH AVENUE
SUITE 1200
CHICAGO, IL 60601

AYER, MA 01432

INTERSECT SYSTEMS, INC.
ATIN: JORN CATHEY
P.O, BOX 2219
LONGVIEW, WA 98632

INVACARE CCRP.

LYNX SX-3P, LYNX IX-3, LYNX LX-3,
ATTN: RAE A FARROW

QNE INVACARE WAY

ELYRIA, CH 44036

Iop, INC.

ATTN: JASCN MALECKA

3151 ATRWAY AVE., BIDG. I-1
COSTA MESA, CA 92626

510(k) NO: K001147
PHONE NO : 201-760-8117

510(k) NO: K003840
PHONE NO : 623-780-0700

510(k) NO: K003833
PHONE NO : 312-553-0828

510(k) NO: K003854
PHONE NO : 317-335-3780

510(k) NO: K003338
PHONE NO : 858-792-1235

510(k) NO: K010219
PHONE NO : 978-772-3552

K003892

510(k) NO
360-577-1062

PHONE NO

510(k) NO: K010135
PANTHER 1X-4
PHONE NO : 440-329-6356

510(k) NO: K003646
PHONE NO : 714-549-1185

DEVICE: ENHANCED POLYETHYLENE KNEE PROSTHESES
SE DECISICN MADE: 15-FEB-2001
510(k) SUMMARY AVAIIAELE FROM FDA

DEVICE: CRYSTAL VISION #250D SMOKE EVACURTCR SYSTEM WITH ACCESSCRIES
SE DECISION MADE: O1-FEB-2001
510(k) SIMARY AVAILARIE FRCM FDA

DEVICE: SPECIALTY 55 & MILTTFOCAL (METHAFIIOON A) SOFT (HYDROPHILIC CC
SE DECISION MADE: 13-FEB-2001
510(k) SUMBRY AVATTARLE FROM FDA

DEVICE: INTRAVASCULAR ADMINISTRATICN SET
SE DECISICN MADE: 05-FEB-2001
510(k) SMMARY AVATIABIE FRCM FDA

DEVICE: BIO-EYE II ORBITAL IMPLANT
SE DECISION MADE: 07-FEB-2001
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: CHALLENGER DIRECT COMPOSITE
SE DECISION MRDE: 21-FEB-2001
510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: TOTAL BILIRUBIN REAGENT
SE DECISICN MADE: 20-FEB-2001
510(k) STATEMENT

DEVICE: MODELS LYNX AND PANTHER MOTCRIZED SOO0TERS, MODELS LYNX SX-3,
SE DECISION MADE: 16-FEB-2001
510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: SUTUREGROVE WEIGHT SIZING SET
SE DECISICN MADE: 22-FEB-2001
510(k) STATEMENT :
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IROM IMAGING, INC.
-ATTN: RCMAN KRYSTYNIAK
3720 SOUTH LIPAN ST.
ENGLEWOCD, 0O 80110

IS2 RESEARCH INC.

ATIN: VICTOR WOCDBURN »
20 GURDWARA RD., BAYS 3-6
NEPEAN, CNTARIO, :

ITAMAR MEDICAL (C.M.) 1997 LID.
ATTN: RHAVA STEIN

P‘O'B. 454

GINOT SHOMRON 44853,

IVOCLAR NORTH AMERICA, INC.
ATIN: ANDY GULATI

175 PINEVIEW DR.

RMHERST, NY 14228

TVOCLAR NORTH AMERICA, INC.
ATIN: ANDY GULATI

175 PINEVIEW DR.

AMHERST, NY 14228

JAS DIAGNOSTIC, INC.
ATIN: DAVID JCHNSTCN
7220 NW 58TH ST.
MIAMI, FL 33166

JAS DIAGNOSTIC, INC.
ATTN: DAVID JOHNSTON
7220 NW 58TH ST.
MIAMI, FL 33166

JENERIC/PENTRCN, INC.

ATIN: ANNMARIE TENERO

53 NO.PLAINES INDUSTRIAL ROAD
WALLINGFCRD, CT 06492-0724

JK GLOVES SDN. BfD.
ATTN: TAI SAI LBEQNG
LOT 26738 & 26740-K8 & P2
JALAN TEE TECK SA

SENAT, XEKR,

510(k) NO:
PHONE NO :

510(k) NO:

PHONE MO

| 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 @

510(k) NO:
PHONE NO

K010304
303~762-1950

K003882
613 228 8755

K001852
972 979 20673

K003293
716-691-0010

K010250
716~691-0010

K003829
305-418-2320

K003912
305-418-2320

K010044
203-265-7397

K010231
607 598 2568

05-MAR-2001
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DEVICE: MXR-2000 MOBILE X-RAY UNIT
SE DECISION MADE: 12-FEB-2001
510(k) STATEMENT

DEVICE: NUCAMMA BISO
SE DECISION MADE: 21-FEB-2001
510(k) SUMMARY AVAILAEIE FROM FDA

DEVICE: PERIPHERAL ARTERTAL TCNCMETER-PAT 1000RD DEVICE
SE DECISION MADE: 21-FEB-2001
510(k) STATEMENT

DEVICE: EXCITE DSC
SE DECISION MADE: O6-FEB-2001
510(k) STATEMENT

DEVICE: TETRIC CERAM HB
SE DECISICN MADE: 28-FEB-2001

510(k) STATEMENT

DEVICE: TOTAL BILIRUBIN
SE DECISION MADE: 12-FEB-2001
510(k) STATEMENT

DEVICE: PHOSPHORUS REAGENT
SE DECISION MADE: 21-FEB-2001
510(k) STATEMENT

DEVICE: COSMIC
SE DECISION MADE: 09-FEB-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: JK GLOVES PRE-POWDERED IATEX EXAMINATION GLOVE
SE DECISICN MADE: 0S-FEB-2001

510(k) STATEMENT
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K2RL, STORZ ENDOSQOPY
ATIN: JENNIFER S PORTUGAL
600 OORPCRATE POINTE
CULVER CITY, CA 90230-7600

510(k) NO:
PHONE NO

KARL STORZ LITHOTRIPSY-AMERICA, IN510(k) NO:
RY AND UPPER URETERAL CAICULI

ATTN: MARTKA ANDERSCN PECNE NO :
600 CORFORATE POINTE
CULVER CITY, CA 90230
KINAMED, INC. 510(k) NO:
ATIN: JOEL, SLOMOFF PHONE MO :
9229 CRANFCRD DRIVE
POTOMAC, MD 20854

. KYPHON INC.  510(k) No:

AELE BONE TAMP, SIZE 15/3, MODEL KO2A

ATIN: KAREN TAIMADGE PHONE NO s
1350 BORDEAUX DRIVE

SUNNYVALE, CA 94089

LHASA MEDICAL, INC. 510(k) NO:
ATIN: KYUNG P RIIHIMAKT PHONE NO :
234 LIBEEY PERKWAY

WEYMOUTH, MA 02189

LIFEMED OF CALIFORNIA 510(k) NO:
ATIN: PATRICIA BRINKER PHONE NO :
1216 S. ALLEC ST.

ANAHEIM, CA 92805

LXN CORP. 510(k) NO:
ATIN: SANDRA F SELVAGGI PHCNE NO :

6325 LUSK BLVD.
SAN DIEGO, CA 92121

MAFDA TOYOKICHI SHOTEN 510(k) NO:
ATIN: E.J. SMITH PHONE NO :
P.O. BOX 4341

CROFICN, MD 21114

MARCONI MEDICAL SYSTEMS 510(k) NO:
ATTN: RONALD J MARTONE PHONE NO :
595 MINER RD.

HIGHLAND HEIGHTS, OH 44143

K004037
800-421-0837

K010340
310-338-8100

K003347
301-983-1707

k010246
408-548-6500

K003760
781-340-1070

K001329
310-638-6167

K002688
858-320-4434

K000581
410-451-0639

K003437
440-483~7651

05-MAR-2001
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DEVICE: X-RAY SYSTEM XR-MX
SE DECISION MADE: 02-FEB-2001
510(k) SIMMARY AVATIABIE FROM FDA

DEVICE: MODULITH LITHOTRIPSY, MODEL SLX FOR THE FRAGMENTATION OF URINA
SE DECISION MADE: 13-FEB-2001 '
510(k) SUMMARY AVAILARLE FRCM FDA

DEVICE: ORTHOPILOT
SE DBECISION MADE: 23-FEB-2001

- 510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: KYPHX INFLATABLE BONE TAMP, SIZE 20/3,MODEL KO1A, KYPHX INFLAT

SE DECISION MADE: 14-FEB-2001
510(k) SIMMARY AVAITABILE FROM FDA

DEVICE: TAI-CHI ACUPUNCIURE NEEDLES
SE DECISION MEDE: 06-FEB-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: INTIRAVASCULAR IV SET, IV SET WITH BURETTE, EXTENSICN SET
SE DECISICN MADE: 14-FEB-2001
510(k) SUMMARY AVATIIARLE FROM FDA

DEVICE: PERSONAL GLUCOSE CONTROL CHARTING SYSTEM
SE DECISION MADE: O1-FEB-2001
510(k) STATEMENT

DEVICE: MAEDA NEW NEEDLE DISPOSABLE
SE DECISION MADE: 23-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: CDYSSEY IX, MCDEL 211320
SE DECISION MADE: 02-FEB-2001
510(k) SUMMARY AVATLARIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-FEB-2001 THROUGH 28-FEB-2001

MARCCNI MEDICAL SYSTEMS
ATIN: DUANE PRASCHAN

595 MINER RD.

HIGHLAND HEIGHTS, CH 44143

MATECH, INC.
ATIN: PAUL L SAXTON
13000 SAN FERNANDO RD.
SYIMAR, CA 91342

MAXXTM MEDICAL

)

ATTN: WUNAN HUANG
308 CHURCH ST.
HONEA PATH, SC 29654

MED-LOGICS, INC.

ATIN: GARY MOCNIK

30001 GULDEN LANTERN #334
IAGUNA NIGUEL, CA 92677

MEDGE PLATFORMS, INC

ATIN: GUSTAVO EDUARDO ZABELIA

90 PARK AVENUE
17TH FLOOR
NEW YORK, NY 10016-1301

MEDI-TECH INTL. CORP.
ATIN: HERBERT A PERRY
26 QOURT ST.
BROCKLYN, NY 11242

MEDICA CCORP. .
ATIN: PHOTIOS MAKRIS
14 DEANGELO DR.
BEDFCRD, MA 01730

‘MEDICAL ANALYSIS SYSTEMS, INC.

TI-PACK

ATIN: DARWIN RICHARDSON
5300 ADOLFO RD.
CAMARTIIO, CA 93012

ATIN: FLCRENCE A CATKOSKI
1499 DELP DR.
HARLEYSVIIIE, PA 19438

510(k) NO
PHONE NO

510(k) NO:

PHONE NO

510(k) NO:
PHONE MO :

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) NO:
PHONE MO :

K003853
440-483-5743

K010069
818-367-2472

K010297
864-369-7391

K002515
949-363-2953

K003672
212-808-4848

K0D02666
718-875~4535

K002407
781-275-4892

K010111
800-582-3095

K010021
215-256~4201

NT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 05-MAR-2001
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DEVICE: INFINION 1.5T MR IMAGING SYSTEM, MODEL MRI 100
SE DECISION MADE: 13-FEB-2001
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: DURABOND NON-PRECIOUS CERAMIC ALIOY
SE DECISION MADE: 15-FEB-2001
510(k) STATEMENT

DEVICE: SENSICARE SYNTHETIC POWDER FREE SURGICAL GLOVES (PCLY ISOPRENE

SE DECISION MADE: 16-FEB-2001
510(k) STATEMENT

DEVICE: MEDLOGICS ML 4000, MCDEL 4000
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: MEDGE PLATFORMS SONOCUBIC 3D ULTRASCUND SOFTWARE -
SE DECISION MADE: 22-FEB-2001

510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: DIAMOND AICE VERA, STERILE
SE DECISICN MADE: 27-FEB-2001
510(k) STATEMENT

DEVICE: EASYELFCTROLYTE NA/K/LI
SE DECISION MADE: 02-FEB-2001
510(k) STATEMENT

ANALYZER & RAPIDLYTE NA/K/LI ANALYZER

DEVICE: CARDIOIMMINE TL, CARDIAC MARKER CONTRCL LEVELS 1, 2, 3, AND MUL

SE DECISICN MADE: 28-FEB-2001
510(k) STATEMENT

DEVICE: MEDOCMP QUAD LUMEN, 8.5F X 20CM, MODEL, MC4L-8S
SE DECISICN MADE: 23-FEB-2001
510(k) SUMMARY AVATLABLE FROM FDA
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MEDICAL DEVICE CONSULTANTS, INC. 510(k) NO: K002699
MONAMARA-CULLINANE

ATIN: MARY

49 PIATN STREET
NORTH ATTLEBORO, MA 02760

* DES MOINES, IA 50321

PHCNE NO ¢

510(k) NO:
PHONE NO :

508-643-0434

K002280
515-244~1212

MEDICAL ILLUMINATICN INTERNATIONALS510(k) NO: K003489
GERY LIGHT; NEXT GENERATION SPOTLIGHT; NEXT GENERATICN MS

ATIN: DAVID GLOVER

MEDISONIC U.S.A., INC.

ATIN: SANDRA

1301 GOSHEN PARKWAY
WEST CHESTER, PA 19380

MEDITHERM INC.

ATIN: PETER LEANDO
7407 DOVER LANE
PARKLAND, FL, 33067

MEDLINE INDUSTRIES, INC.

ES

ATIN: IARA N SIMMONS

PHCNE 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 1O :

510(k) NO:
PHCONE NO :

818-899-2888

K010187
301-652-6110

K002079
202-496-7255

K003699
610-647-9700

K003332
954-575-1076

K003755
847-949-2639

K010138
336-226-6311

05-MAR-2001

DEVICE: PARIETEX COMPOSITE (PCO) MESH
SE DECISION MADE: 15-FEB-2001
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: PAD PRO PEDIATRIC ELECTRODE, MCDEL PAD PRO 2602
SE DECISION MRDE: O5-FEB-2001
510(k) STATEMENT

DEVICE: bE)ﬂ'GEIERALlQOSUIGI@LH@-E;m@NERATIWMGDMSUR

SE DECISICN MADE: O2-FEB-2001
510(k) STATEMENT

DEVICE: KIMAX, MCDEL 1024
SE DECISION MADE: 14-FEB-2001

510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: MULTI-FUNCTICN DEFIBRILIATION ELECTRODE
SE DECISICN MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: MEDIVISION IGS SYSTEM
SE DECISICN MADE: 27-FEB-2001
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: MEDITHERM MED2000
SE DECISION MADE: 21-FEB-2001
510(k) STATEMENT

DEVICE: MEDLINE BLOCKADE CR RESISTAT SURGICAL GOWNS AND SURGGICAL DRAP
SE DECISION MADE: 16-FEB-2001
510(k) STATEMENT

DEVICE: PROFILE II ER
SE DECISION MADE: 14-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECTSIONS RENDERED DURING THE PERIOD 01-FEB-2001 THROUGH 28-FEB-2001

MEDTRONIC CARDIAC SURGICAL PRODUCT510(k) NO:
BALUN PHONE :

ATIN: JAMES
620 WATSCN S.W.
GRAND RAPIDS, MI 49504

NO :

MEDTRONIC FUNCTICNAL DIAGNOSTICS A510(k) NO:

4350103

ATIN: TOWE KJAER
16-18 TCNSBAKKEN
SKOVLUNDE,

MEDTRCNIC PS MEDICAL
S

ATIN: JANET MCAULEY
125 CREMONA DR.
GOLETA, CA 93117

MEDTRONIC SOFAMOR DANEK
ATTN: RICHARD W TREHARNE
1800 PYRAMID PLACE
MEMPHIS, TN 38132

MEDTRONIC SOFAMOR DANEK
ATTN: RICHARD W TREHARNE
1800 PYRAMID PLACE
MEMPHIS, TN 38132

MEDTRONIC, INC.

ATTN: KAREN CLEMENT

4000 LEXINGTON AVE., NORTH
SHOREVIEW, MN 55126-2893

MEDTRCNIC, INC.

ATTN: STACEY P WESSMAN
7000 CENTRAL AVENUE N.E.
MINNEAPOLIS, MN 55432-3576

METRON MEDICAL AUSTRALIA P/L
ATTN: ROB HOPKINS
57 ASTER AVE.
CARRUM DOWNS, VICICRIA,

METRCN MEDICAI, AUSTRALIA P/L
ATIN: ROB HOPKINS

57 ASTER AVE.

CARRIM DOWNS, VICIORIA,

PHONE NO @

510(k) NO:
PHONE NO @

510(k) NO:
PHONE MO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO ¢

510(k)
PHONE

.
]
.
k4

K000776
616-643-5283

K010130
454 457 9000

K003914
805-968-1546

K003718
901-344-0807

K010249
901-396-3133

K003535
763-514-9933

K003667
763-514-9840

KDO3260
039 775 1234

K010102
613 977 51234

05 MAR-~-2001
Page 17

DEVICE: MEDTRONIC DLP ARTERTAL CANNULAE WITH 3D TIP
SE DECISION MADE: O7-FEB-2001
510(k) SIMMARY AVAITARIE FRCM FDA

DEVICE: POLYGRAM 98 ESOPHAGEAL MANCMETRY TESTING APPLICATION, MODEL 90

SE DECISION MADE: 07-FEB-2001
510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE: MEDTRONIC PS MEDICAL NEUROPEN ENDOSCOPE AND OPTICAL ACCESSORIE

SE DECISION MADE: 22-FEB-2001
510(k) SUMMARY AVATLARIF, FROM FDA

DEVICE: TITANIUM CEMENT RESTRICTOR (TCR)
SE DECISION MADE: 14-FEB-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: CD HORIZON SPINAL SYSTEM
SE DECISICN MADE: 23-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: STYLET KIT, MCDELS 6254,6282,6293
SE DECISION MADE: 08-FEB-2001
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: REVEAL PLUS INSERTABLE IOOP RECCRDER
SE DECISION MADE: 14-FEB-2001
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: VECTORSURGE 4 INTERFERENTTAL THERAPY UNIT MCDEL VS 460
SE DECISION MADE: 22~FEB-2001
510(k) STATEMENT

DEVICE: SONIC MODEL SO-300
SE DECISICN MADE: 09-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERTCD 01-FEB-2001 THROUGH 28-FEB-2001

MICRO THERAPEUTICS, INC. 510(k) NO:
ATTN: EBEN GORDEN PEONE DO :
2 GOCDYEAR

TRVINE, CA 92618

MICRO-MEDICAL DEVICES, INC. 510(k) NO:

0 SERIES AND 2.7-5.0MM MODEL MMD-4700 SERIES

ATIN: GEORGE CCLEMAN PECNE NO :
11000 CEDAR AVENUE

SUITE 445

CLEVELAND, CH 44106

MITEK PRODUCTS 510(k) NO:
ATTN: CAROL CHAOUT PECNE NO :
249 VANDERBILT AVE.

NORWOOD, MA 02062

MRI DEVICES CORP. 510(k) NO:
ATIN: THOMAS SCHUBERT PHONE NO :
1515 PARAMOUNT DRIVE

WAUKESHR, WI 53186

MRI DEVICES CORP. 510(k) NO:
ATIN: THOMAS SCHUBERT PHONE NO :
1515 PARBMOUNT DRIVE

WAUKESHR, WI 53186

NEUROSOFT, INC. 510(k) NO:
ATTN: DAVID B JONES PECNE NO :
5700 CROMD DRIVE

SUITE 100

EL PASO, TX 79912

NEW ENGLAND MEDICAL CORP. 510(k) NO:
18

ATTN: STEVEN FODOR PECNE NO :

2274 ALBANY POST RD.
WALDEN, NY 12586

NIHCN KCHDEN AMERICA, INC. 510(k) NO:
ATIN: BONNIE BISHOP PHONE NO :
90 ICON STREET

FOOTHITI, RANCH, CA 92610

NCRTH AMERICAN MEDICAL PRODUCTS, I510(k) NO:
ATIN: ARTHUR GIANAKOS PHONE NO ¢
3 WALKER WAY

ALBANY, NY 12205

K010004
949-837-3700

K003695
216-229-8332

K002406
781-251-2700

K003655
262-524-1402

K010140
262-524-1402

K001781
915-845-5600

K002042
845-778-4200

K002068
949-580~1555

K001965
518--218-0402

05-MAR-2001
Page 18

DEVICE: FLOWRIDER FLOW DIRECTED MICRO CATHETER, MCDEL 105-5065
SE DECISION MADE: 13-FEB-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: MICROSCOFE-STAINLESS STEEL/FIBER OPTIC: .5-2.64M MCDEL MMD 450
SE DECISTON MADE: 14-FEB-2001

510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: MITEK 2GIT MENISCAL REPATIR SYSTEM

SE DECISION MADE: 15-FEB-2001
510(k) SIMMARY AVATLABLE FROM FDA

DEVICE: PHS-63 PEDIATRIC HEAD AND SPINE ARRAY COIL
SE DECISION MADE: 02~FEB-2001
510(k) STATEMENT

DEVICE: HRH-127 HEAD ARRAY COIL
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: CURRY MULTIMODAL NEUROIMAGING SOFTWARE
SE DECISION MADE: OS5-FEB-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: TRUCCNE ROTATIONAL, OCNE BIOPSY INSTRUMENT, MODEL 231812 - 2330

SE DECISION MADE: 01-FEB-2001
510(k) SUMMARY AVAILAEIE FRCM FDA

DEVICE: ORG-9200A
SE DECISION MADE: 08-FEB-2001
510(k) SUWMARY AVATLABLE FROM FDA

DEVICE: SAFE-POINT VAC, SAFE-POINT M-D BLOOD CCLLECTION SYSTEMS
SE DECISION MADE: 02-FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIAILY BOUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
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NOVARTIS NUTRITION CCRP. 510(k) NO:
ATTN: SHARCN MARTIN PHONE NO :
5320 WEST 23RD STREET

PO BOX 370

MINNEAPOLTS, MN 55440

NUCTETRON CORPORATION 510(k) NO:
ATIN: ROBERT APPLEBAIM PEONE NO :
7080 COLUMBIA GATEWAY DRIVE

COLUMBIA, MD 21046

OCU-EASE OPTICAL PRODUCTS, INC.  510(k) NO:

ATIN: CHARLES R VERMETTE PHONE NO :
629 TENNENT AVE

PINCLIE, CA 94564

OCU-EASE OPTICAL PRODUCTS, INC.  510(k) NO:

PHONE NO @
PINCLE, CA 94564

CLYMPUS AMERICR, INC. 510(k) NO:
ATIN: IAURA STORMS-TYLER PHONE NO :
TWO CORPCRATE CENTER DR.

MELVIILE, NY 11747-3157

ONUX MEDICAL, INC. 510(k) NO:
ATTN: GREGORY E SANCOFF PHONE, NO :
5 MERRILL DR.

HEMPTON, NH 03842

OPTOVENT AB 510(k) NO:
SE OXIMETRY MODULE)

ATIN: CLAES RYMOD PHOIE NO :
1350 15TH STREET, SUITE 4H

FORT LEE, NJ 07024

ORTEK THERAPEUTICS, INC. 510(k) NO:
ATIN: JULES T MITCHEL PHONE, NO :
305 MADISON AVENUE

SUITE 2501

NEW YORK, NY 10165

PAN PROBE, INC. 510(k) NO:
ATTN: ALICE H YU PHONE NO :

8515 ARJONS DR., SUITE A
SAN DIFGO, CA 92126

K001916
612-591~2976

K002429
410-312-4103

K003996

800-521-8984

KQ01744
631-844-5688

KD03522
603-929-6200

K003704
201-224-3688

KO03482
212-681-2100

K010001
858-689-9936

05-MAR-2001
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DEVICE: COMPAT REPIACEMENT GASTROSTCMY TUBE KIT, MODEL 0974XX
SE DECISION MADE: 16-FEB-2001

510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: SELECT 1-125

SE DECISICN MADE: 02-FEB-2001

510(k) SUMMARY AVATTARLE FRCM FDA

DEVICE: OCU-FLEX-53 THIN ZONE TORIC AND THIN ZONE TORIC ASPHERICAL (OC
SE DECISICN MADE: 21-FEB-2001

510(k) STATEMENT

DEVICE: OCU-FLEX-49 THIN ZONE TORIC AND THIN ZONE TORIC ASPHERICAL (HI
SE DECISICN MADE: 21-FEB-2001

510(k) STATEMENT

DEVICE: CLYMPUS ENDOSCOPIC LIGATION DEVICE
SE DECISICN MADE: 27-FEB-2001
510(k) SUMVARY AVAILAELE FROM FDA

DEVICE: SBLUTE
SE DECISICN MADE: 13-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: OPTOVENT RESPONS, OPTOVENT RENEE (OPTOVENT RESPONS WITHOUT PUL
SE DECISION MADE: O5-FEB-2001

510(k) STATEMENT

DEVICE: PROCLUDE-SENSITIVE

SE DECISION MADE: 01-FEB-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: LIVESURE THC SCREEN TEST

SE DECISICN MADE: O5-FEB-2001
510(k) SIMMARY AVATIARIE FROM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTTALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
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PARAGON VISION SCIENCES 510(k) NO:
ATIN: WILLIAM E MEYERS PEONE NO :
947 EAST IMPAIA AVE.

MESA, AZ 85204

PARE SURGICAL, INC. 510(k) NoO:
ATTN: RICHARD P FLEENCR PHONE NO :
7332 SOUTH ALTON WAY, UNIT H

ENGLEWOCD, CO 80112

PERUSAHAAN GETAH ASAS SDN BED  510(k) NO:

IABELING CIAIM (200 MICROGRAMSPER CR LESS)

ATTN: TAN KONG CHANG PHONE NO

1OT 754, JALAN HAJI SIRAT

SELANGOR,

PHAMATECH 510(k) NO:

ATTN: CARL A MONGIOVI PHCNE NO

9520 PADGETT STREET #101

SAN DIEGO, CA 92126

PIONEER IABCRATORIES, INC. 510(k) No:

ATIN: AMY H MOMMAERTS PHONE NO @

375 RIVER PARK CIRCLE

MARQUETTE, MI 49855-0627

POLYMER TECHNCLOGY 510(k) NO:

ATIN: NANCY ABRAHAM PHONE NO @
1400 N GOCDMAN STREET

ROCHESTER, NY 14603-0450

POLYMER TECHNCLOGY 510(k) NO:

oY

ATIN: NANCY ABRAHAM PHONE NO
1400 N GOODMAN STREET

ROCHESTER, NY 14603-0450

PROCTER & GAMRLE CO. 510(k) NO:

ATIN: KATHLFEN C BLIEZNER PHONE NO :
6110 CENTER HTLL AVENUE

CINCINNATI, COH 45224

PWA INDUSTRIES SDN. BED. 510(k) NO:
GLOVES

ATTN: K. KARUNAKARAN PHONE NO :

10T 93, SEMAMBU INDUST. ESTATE
KUANTAN, PAHAENG,

K010109
480-507-7606

K003102
303-689-0187

K003737
603 391 1949

K003858
858-635-5840

K003496
906-226-9909

K003932
716-338-8227

K003933
716-338-8227

K003843
513-634-3265

K010077

001 609 5670835

05-MAR-2001
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DEVICE: FLUOROPERM 151-CK, PARAGON HDS 100-(K
SE DECISION MADE: 28-FEB-2001
510(k) SMYARY AVAILABIE FROM FDA

DEVICE: PARE ENDOSCOPTC SUTURING SYSTEM
SE DECISION MADE: 27-FEB~2001
510(k) SMMARY AVATLARTE FROM FDA

DEVICE: POWDERED IATEX PATIENT EXAMINATION GLOVE WITH PROTEIN CONTENT
SE DECISICN MADE: 01-FEB-2001

510(k) STATEMENT

DEVICE: MODIFICATION TO AT HOME DRUG TEST, MODELS 9150, 9068, AND 9175
SE DECISICN MADE: 12-FEB-2001

510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: CANNULATED SCREW SYSTEM
SE DECISION MADE: O8-FEB-2001
510(k) SMMARY AVATTARIE FROM FDA

DEVICE: BOSTON EO (ENFLUFOCCN B) CONTACT LENS FOR ORTHOKERATOLGY
SE DECISICN MADE: 16-FEB-2001
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: BOSTON EQUALENS II (OPRIFOOCN A) CONTACT LENS FOR ORTHOKERATCL
SE DECISION MADE: 16-FEB-2001
510(k) SMMARY AVATIABIE FRCM FDA

DEVICE: FENVIVE MINIFORMS
SE DECISION MADE: O8-FEB-2001
510(k) SIMMARY AVAIIABIE FRCM FDA

DEVICE: HEALTH-PLUS, SANITEX, RELIANCE POWDER-FREE NITRILE EXAMINATICN

SE DECISICN MADE: 28-FEB-2001
510(k) STATEMENT
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RECLINER CARE, INC.
ATIN: MARK D BROWN
122 AVENIDA DEL SOL
SAN ANICNIO, TX 78232

RESPIRONICS, INC.
ATIN: DAVID J VANELIA
1001 MURRY RIDGE LANE
MURRYSVILIE, PA 15668

ROCHE DIAGNOSTICS CORP.
ATIN: JENNIFER TRIBBETT
9115 HAGUE RD.
INDIANAPCLIS, IN 46250-0457

ROCHE DIAGNOSTICS CORP.
ATIN: HELEN T TORNEY
9115 HAGUE RD.
INDIANAPCLIS, IN 46250-0457

ROSSMAX INTERNATTONI, LTD.
ATIN: MICHAEL YEH
12F, NO. 189, KANG CHIEN RD.

r

RUSCH INTL.

ATIN: KARENANN J BROZOWSKI
50 PLANTATICN DRIVE
JAFFERY, NH 03452

SART LID.

ATIN: E. J SMITH
1468 HARWELI, AVENUE
CROFICN, , MD 21114

510(k) No:
PHONE NO :

510(k) NO
PHONE NO

510(k) NO:
PECNE NO ¢

510(k) NO:
PEONE 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 :

K010194 DEVICE: COMFOR-CLINER
210-496-0915 SE DECISICN MADE: 15-FEB-2001
510(k) SUMMARY AVAILABLE FROM FDA

KD03499 DEVICE: REMVIEW SLEEP RBOCRDER, MCDEL 320
724-733-5866 SE DECISION MADE: 09-FEB-2001
510(k) SIMMARY AVAILABLE FRCM FDA

KD03865 DEVICE: QOBAS INTEGRA AMPHETAMINES
317-576-3742 SE DECISION MADE: 28-FEB-2001
510(k) SUMMARY AVATLARIE FRCM FDA

K010237 DEVICE: ELECSYS BOG+B CALCHECK
317-576-7643 SE DECISION MADE: 14-FEB-2001
510(k) SUMMARY AVAITABLE FRCM FDA

K010190 DEVICE: WRISTWATCH BLOCD PRESSURE MONITOR, MCDEL A43
011 886 226597888SE DECISION MADE: 08-FEB-2001
510(k) STATEMENT

K010068 DEVICE: RUSCH POLYFLEX STENT FOR THE ESOPHAGUS WITH INTRODUCER SYSTEM
603-532-7706 SE DECISION MADE: O8-FEB-2001
510(k) SUMMARY AVATLABIF FROM FDA

K010012 DEVICE: IC PROVIFILL
004 941 214830 SE DECISION MADE: 14-FEB-2001
510(k) STATEMENT

K002712 DEVICE: THERMO TEK IR FOREHEAD THERMCMETER, MODEL, 718F

972 977 18130 SE DECISION MADE: 08-FEB-2001 ’
510(k) SMMARY AVAILARIE FROM FDA

K010502 DEVICE: MCDEL THERMO TEK QUICKCARE

410-451-0639 SE DECISICN MADE: 27-FEB-2001

510(k) SUMMARY AVATTARIE, FROM FDA
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SMP 0., LID. . 510(k) NO: K010095 DEVICE: NONSTERILE POWDERED PURPLE LATEX EXAMINATICN GLOVES, WITH & WI
THOUT GRAPE SCENT WITH PROTEIN LABELING (200 MICROGREMS CR
ATTN: JANNA P TUCKER PHONE NO : 775-342-2612  SE DECISION MADE: 09-FEB-2001
198 AVENUE DE IA D'EMERALD ; 510(k) SUMMARY AVAILABLE FROM FDA
SPARKS, NV 89434 ‘
SHANGHAI CHINASTAR CORP. 510(k) NO: K010247 DEVICE: SHANGHAI CHINASTAR PONER-FREE BLUE NITRIL EXAMINATION GLOVES
ATIN: IEE HUNG TE CHIH PHONE NO : 886 227 138677 SE DECISICN MADE: O6-FEB-2001
NO. 283, CHE XING RORD
GHE DUN ZHEN, SCNG JIANG OOUNTY ' 510(k) SUMMARY AVAILABLE FROM FDA
SHANGHAI, '
SEIMRDZU MEDICAL SYSTEMS 510(k) NO: KO03514 DEVICE: ECHO VIEW/SHIMASONIC DIAGNOSTIC ULTRASOUND SYSTEM, MCDEL SDU-2
00

ATTN: MASAAKT SHIEATA PHONE NO : 310-217-8855  SE DECISION MRDE: 12-FEB-2001
20101 SOUTH VERMONT AVE. 510(k) SUMMARY AVATLABLE FROM FDA

~ TORRANCE, CA 90502
SHIMADZU MEDICAL SYSTEMS 510(k) NO: KOO3515 DEVICE: BCHO VIEW/SHIMASONIC DIAGNOSTIC ULTRASOUND SYSTEM, MODEL SDU-1
200
ATIN: MASAARKI SHIBATA PHONE NO : 310-217-8855  SE DECISICN MADE: 12-FEB-2001

. 20101 SOUTH VERMONT AVE. 510(k) SUMRRY AVAILABLE FROM FDA
TORRANCE, CA 90502
SIE-MED, INC. 510(k) NO: KOO3130 DEVICE: REGUTHERM 952 THERMOGRRPHIC SYSTEM
ATIN: CHARLES H KYPER PHONE NO : 301-776-3546  SE DECISION MADE: 16-FEB-2001
11902 SIMPSON RORD 510(k) SUMMARY AVAILABLE FROM FDA
CLARKSVILLE, MD 21029 ;
SIEMENS MEDICAL SYSTEMS, INC.  510(k) NO: K003945 DEVICE: OFDIMA
ATIN: PRAVEEN NADKARNI PHONE NO : 732-321-4950  SE DECISICN MADE: 02-FEB-2001
186 WOUD AVENUE SOUTH ‘ 510(k) SUMMARY AVAILABLE FROM FDA
ISELIN, NJ 08830
smms/m:mn SYSIEMS, INC.  510(k) NO: KD10137 * DEVICE: GRBITER II OCI/SPECT CRBITER

II CCI/SPECT

ATTN: RONALD NOLTE PHONE NO : 847-304-7504 . SE DECISICN MADE: 13-FEB-2001
2501 NORTH BARRINGION FD. 510(k) SUMPRY AVAILABLE FROM FDA
HOFFMAN ESTATES, IL 60195-7372
SIMS PORTEX, INC. 510(k) NO: K002201 DEVICE: ELECTROSTATIC HYDROPHOBIC BREATHING FILTER
ATTN: TIMOTHY J TALCOIT PHONE NO : 603-352-3812  SE DECISION MADE: O5-FEB-2001
10 BOREN DR. . 510(k) SUMMARY AVATIABLE FROM FDA
KEENE, NH 03431
SMITH & NEPHEW, INC. 510(k) NO: K003566 DEVICE: COFIELD ECCENTRIC AND IATERAL OFFSET HUMERAL HEADS
ATIN: DAVID HENLEY PHONE NO : 901-399-6487  SE DECISION MADE: 14-FEB-2001 _
1450 E. BROCKS ROAD 510(k) SUMMARY AVATTARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD Ol1-FEB-2001 THROUGH 28-FEB-2001

SMITH & NEPHEW, INC.
ATIN: MARK KIERAS
160 DASOOMB RD.
ANDOVER, MA 01810

510(k) NO: K003572
PHONE NO : 978-749-1121

510(k) NO: K003599
PHONE NO : 508-261-3620

ANDOVER, MA 01810

SMITH & NEPHEW, INC. 510(k) NO: K003710
NICS AUTOCLAVABLE CBMFRA COUPLER MCDEL 7207905

ATTN: JANICE HASELTON PHONE NO : 978-749-1494
160 DASOCMB RO.

ANDOVER, MA 01810

SONOSTTE, INC.

ATIN: MICHREL A HOFFMAN
21919 30TH DRIVE SE.
BOTHELL, WA 98021-3904

SPECIALTY ULTRAVISION, INC. 510(k) No: K003526

S FOR DATLY WEAR, SPECIALTY 55 UV MULTIFOCAL (METHAFILCON)
ATIN: GAROLD I EDWARDS PHONE NO : 408-341-0700
307 ORCHARD CTTY DRIVE

SUTTE 100

CAMPBELL, CA 95008

510(k) NO: K010374
PHONE NO : 425-951-1297

SPECIALTY ULTRAVISICN, INC. 510(k) NO: KO03789

FOR DATLY WEAR; SPECIALITY 56 UV TCRIC (HEFILOON C) SOFT
ATTN: DEBBIE MCINTIRE PHCNE NO : 408-341-0700
307 ORCHARD CITY DRIVE

SUITE 100
CPAMPEELL, CA 95008

ST. FRANCIS MEDICAL EQUIPMENT CO.,510(k) NO: K003423
5

ATIN: FRANCIS HNING

P.O. BOX 129

SHIEN CHUANG 24299

TAIPEI SHIEN, TATWAN, R.O.C.,

PHONE NO : 886 222 781555

- STELKAST O.

ATTN: DONAID A STEVENS
800 VINIAL ST. #210
PITTSBURGH, PA 15212

510(k) NO: K010241
PHONE NO : 412-322-8280

05-MAR-2001
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DEVICE: DYONICS OONTRCL RF SYSTEM
SE DECISION MADE: 15-FEB-2001
510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: SMITH & NEPHEW SUTURE ANCHOR

SE DECISION MRADE: 15-FEB-2001

510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: DYONICS VISION 337 AUTOCLAVAELE CAMERA HEAD MODEL 7209048; DYC
SE DECISICN MADE: 02-FEB-2001

510(k) SUMVMARY AVAILAELE FROM FDA

DEVICE: SONOSITE HAND-CARRIED ULTRASOUND SYSTEM

SE DECISICN MADE: 21-FEB-2001

510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: SPECIALTY 55 UV (METHAFILOON A) SOFT (HYDROPHILIC) CONTACT LEN
SE DECISICN MADE: 12-FEB-2001

510(k) SWMMARY AVAITABLE FROM FDA

DEVICE: SPECIALITY 56 UV (HEFIICON C) SOFT (HYDROPHILLIC) CONTACT LENS
SE DECISICN MADE: 21-FEB-2001
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: ST. FRANCIS OPERATING THEATRE LAMP, MCDELS OLHO1-125 AND LC-05
SE DECISION MPDE: 22-FEB-2001

510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE: PROTRACT PRESS FTT HIP STEM-HA CORTED

SE DECISION MADE: O8~FEB-2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 05-MAR-2001
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STELKAST Q0. 510(k) NO: K010282 " DEVICE: LATERAL OFFSET PROTRACT PRESS FIT HIP STEM
ATIN: DONAID A STEVENS PHONE NO : 412-322-8280 SE DECISICN MADE: O9-FEB~2001

800 VINIAL ST. #210 510(k) STATEMENT

PITTSBURGH, PA 15212

STERINC 510(k) NO: K002912 DEVICE: VAGINAL PORT, NON-STERILE / 600065, VAGINAL PORT, STERILE / 60
0073 ,
ATIN: GARY FRUGARD PHONE NO : 949-493-5829 SE DECISICN MADE: 21-FEB-2001

3520 W. WARNER AVENUE 510(k) SUMMARY AVATLARLE FRCM FDA

SANTA ANTA, CA 92704 ,

STERITEC PRODUCTS, INC. 510(k) NO: K003533 DEVICE: CROSS-CHECKS LF, MCDEL CI 119/S &CI 119/L
ATIN: LINDA NELSCON PHONE NO : 303-660-4201 SE DECISION MADE: 07-FEB-2001

599 TOPEKA WAY, SUITE 700 510(k) STATEMENT

CASTIE ROCK, (O 80104

STRYKER CCRP. 510(k) NO: K003792 DEVICE: STRYKER HEATED INSUFFLATCR TUBE SET

ATTN: MICHAEL. RAYCURA PHONE NO : 408-567-9100 SE DECTSION MADE: 21-FEB-2001

2590 WALSH AVE. 510(k) SUMMARY AVAII2RIE FROM FDA

SANTA CLARA, CA 95051

SULZER CRTHOPEDICS, INC. 510(k) NO: K003801 DEVICE: ANATOMICAL PRESS-FIT HUMERAL STEM

ATTN: MITCHELL A DHORITY PHONE NO = 512-432-9202 SE DECISION MADE: 28-FEB-2001

9900 SPECTR(M DR. . 510(k) SUMMARY AVAIIARLE FROM FDA

AUSTIN, TX 78717

SUPERMAX GIOVE MANUFACTURING SDN B510(k) NO: K010198 DEVICE: STERILE POWDERED LATEX SURGEON GLOVES
ATTN: STANLEY THAI PHONE NO : 603 615 72328  SE DBECISION MADE: 23-FEB-2001

47000 SUNGAT BULCH 510(k) STATEMENT

SELANGOR,

SURGI-VISION, INC. ‘ 510(k) NO: K003436 DEVICE: SURGI-VISICN GUIDEWIRE OOIL

ATTN: NANCY E TALOR PHONE NO ¢ 410-730-8998 SE DECISION MADE: 02-FEB-2001

9250 RIMSEY' FD., SUTTE 100 510(k) SUMMARY AVATIARIE FROM FDA

COLIMBIA, MD 21045

SURVIVALINK CORP. 510(k) NO: KO10214 DEVICE: FIRSTSAVE BIPHASIC MCDEL #9200 AND 9210
ATIN: SEW-WAH TAY PHONE NO & 952-939-4181 SE DECISION MADE: 22-FEB-2001

5420 FELTL FD. 510(k) SUMMARY AVAILZARIE FROM FDA

MINNEAPCLIS, MN 55343

SYBRON DENTAL SPECIALTIES, INC. 510(k) NO: KD03640 ' DEVICE: MINIENDO III

ATTN: COLIEEN BOSELL PHONE NO : 714-516-7484 SE DECISION MADE: 22-FEB-2001

1717 WEST COLLINS AVENUE . 510(k) SUMMARY AVAILARIE FRCM FDA

ORANGE, CA 92867



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERTOD 01-FEB-2001 THROUGH 28-FEB-2001

SYBRON DENTAL SPECIALTIES, INC.
ATTN: OCLIEEN BOSWELL

1717 WEST COLLINS AVENUE
CRANGE, CA 92667

SYNERGENT BIOCHEM INC.~CLINICAL CQ0510(k) NO:

510(k) NO:
PHONE NO :

ATIN: JAMES F GCDFREY PHONE NO :
12038 CENTRAILIA AVE

SUITE C

HAWATIAN GARDENS, CA 90716

SYNTHES (USA) 510(k) NO:
ATIN: THOMAS M MAGUIRE PHONE NO :
1690 RUSSELL RD.

PACLI, PA 19301

SYNTHES (USA) 510(k) NO:
ATIN: ANGEIA J SILVESTRI PHONE NO ¢
1690 RUSSELL ROAD

PACLI, PA 19301

SYNIHES (USA) 510(k) No:
ATTN: THOMAS M MAGUIRE PHONE NO :
P.O. BOX 1766

1690 RUSSELL RORD

PACLI, PA 19301-1222

SYNTHES (USA) 510(k) NO:
ATIN: THOMAS M MAGUIRE PHOE NO :
1690 RUSSELL RD.

PACLI, PA 19301

TAUT, INC. 510(k) NO:
ATTN: RONAID KENSETH PHONE NO :
2571 KANEVILLE COURT

GENEVA, IL 60134

TAUT, INC. 510(k) NO:
ATIN: RONAID KENSETH PHONE NO :
2571 KANEVILLE COURT

GENEVA, IL 60134

TE ME NA S.A.R.L. 510(k) NO:
ATIN: ARTHUR WRRD PHONE NO 3

390 SCARLET BLVD
CLDSMAR, FL 34677

K003650
714-516-7484

K010030
800-585-8580

K003700
610-647-9700

K003743
610--647-9700

K003786
610-647-9700

K010121
610-647-9700

" K003703

630-232-2507

K010007
630-232-8005

K991259
813-645--2855

05-MAR-2001
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DEVICE: PERMLASTIC 3
SE DECTISION MADE: 15-FEB-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: LIQUISPX HDL/IDL LIQUID CHOLESTERCL, CALTERATOR
SE DECISION MRDE: 14-FEB-2001

510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: SYNTHES HAMSTRING LOOP
SE DECISION MADE: 20-FEB-2001
510(k) SUMMARY AVATLABIE FROM FDA

DEVICE: SYNTHES MODIFIED BICRESORBAHLE SUTURE ANCHOR SYSTEM
SE DECISION MEDE: O9-FEB-2001
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: SMF RESCRBARLE MESHES AND SHEETS
SE DECISION MADE: 27-FEB-2001

510(k) SUMMARY AVAITABIE FROM FDA

DEVICE: STERIIE BUTTCN PLATE
SE DECISION MADE: O9-FEB-2001
510(k) SIMMARY AVATIABLE FRCM FDA

DEVICE: TAUT-INSUFFLATION NEEDLE
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: ADAPT IAPAROSCOPIC PORT & ADAPT REDUCER CAP
SE DECISION MADE: 22-FEB-2001
510(k) STATEMENT

DEVICE: TE ME NA EPIDURAL CATHETER
SE DECISION MADE: 21-FEB-2001
510(k) STATEMENT



SURMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISTONS RENDERFD DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

510(k) No:
PHONE NO :

510(k) NO:

PHCNE NO

510(k) NO:
PHONE NO :

TERIMO CARDIOVASCULAR SYSTEMS CORP510(k) NO:

ATIN: GARRY A COURTNEY
125 BLUE BALL RORD
FLKTON, MD 21921

TERMO MEDICAL CORPCRATION
ATIN: YUR-TING LEWIS

125 BIUE BALL RORD

ELKTCN, MD 21921

TERIMO MEDICAL CORPCRATICN

SYRINGE

ATTN: BARBARA SMITH
125 BIUE BALL ROAD
ELXTCN, MD 21921

THE BINDING SITE, LID.
ATTN: JAY H GELLER

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

THE BINDING SITE, LID.
ATIN: JAY H GELLER

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

THE BINDING SITE, LID.
ATIN: JAY H GELLER
WEST TOWER, SUITE 4000

2425 WEST CLYMPIC BOULEVARD

SANTA MONICA, CA 90404

PIXNE NO @

510(k) NO:
PHONE NO 2

510(k) NO:
FPHONE NO

510(k) NO
PHONE NO

-
.
.
4

510(k) NO:
PHCORE NO :

510(k) NO:
PHONE NO @

K010094
631-582-7320

K003591

441 019 804310

K003629
613 623 3310

K003604
800-283-7866

K003425
410-392-7213

K003571
410-392-7241

K003669
310-449-1399

K003671
310-449-1399

K004019
310-449-1399

05-MAR-2001
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DEVICE: A & I WHEELCHATRS
SE DECISION MADE: 15-FEB-2001
510(k) STATEMENT

DEVICE: TENSCARE, MODEL TENS XL-2

SE DECISICN MADE: 14-FEB-2001.

510(k) SUMMARY RVATIARLE FRCM FDA

DEVICE: MIP RESESURFACING JOINT-SMALL/9301-01; MEDIUM/9301-02; LARGE/9
SE DECISION MADE: 22-FEB-2001

510(k) STATEMENT

DEVICE: ADAPTERS WITH X-COATING
SE DECISION MADE: 07-FEB-2001
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: CLIRANS E-SERIES HCIIOW FIBER DIALYZERS
SE DECISION MADE: O1-FEB-2001

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SERONO FOR USE WITH GONAL-F 1200IU MULTI-DOSE ONLY AT 600IU/ML
SE DECISION MADE: 12-FEB-2001

510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: KAPPA IMMAGE FREELITE KIT

SE DECISION MADE: O1-FEB-2001

510(k) STATEMENT

DEVICE: LAMBOA IMMAGE FREELITE

SE DECISION MADE: O1-FEB-2001

510(k) STATEMENT

DEVICE: ANA EIA DIAGNOSTIC TEST KIT

SE DECISION MADE: 15-FEB-2001

510(k) STATEMENT
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THE BINDING SITE, LID. 510(k) NO: K010148 DEVICE: ENA SCREEN EIA KIT
ATIN: JAY H GELLER PHONE NO : 310-449-13%9  SE DECISION MADE: 23-FEB~2001
WEST TOWER, SUITE 4000
2425 WEST CLYMPIC BOULEVARD 510(k) STATEMENT
SANTA MONICR, CA 90404 \
THE WESTAIM CORP. 510(k) NO: KOO2896 DEVICE: ACTICOAT FORM DRESSING, ALGISITE M CALCIUM ALGINATE DRESSING
ATIN: STEVEN CHARTIER PHONE NO : 603-775-7300  SE DECISION MADE: 21-FEB-2001
1 HAMPTON RD., #302 510(k) SUMMARY AVATLABLE FROM FDA
EXETER, NH 03833-4807
TILLOTSON HEALTHCARE CORECRATION 510(k) NO: K004048 DEVICE: SENSIGRIP LTC POWDER FREE LATEX EXAMINATION GLOVE WITH PROTEIN

CONTENT IABELING CLAIM (50 MICROGRAMS OR LESS)

SE DECISICN MADE: O6-FEB-2001
510(k) SUMMARY AVATLAELE FRCM FDA

DEVICE: PALFIQUE ESTELITE LV CLEAR
SE DECISION MADE: 27-FEB-2001
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: PANCRAMIC SCAN, PANCRAMIC VIEW, WIDAS, WIDE AREA SCANNING

011 49 8932175830SE DECISION MADE: 14-FEB-2001

ATIN: F.W. PERRELLA PHONE NO : 603-472-6600
360 ROUTE 101 .
BEDFCRD, NH 03110
TOKUYAMA AMERICA, INC. 510(k) NO: K010267
ATIN: DANIEL J MANETLI PHONE NO ¢ 202-261-1040
2000 M STREET (SUITE 700)
WASHINGION, DC 20036
TOMIEC IMAGING SYSTEMS, GMEH 510(k) NO: K003936
ATIN: FLORIAN ETSENBERGER PHONE NO ¢
EDISONSTRASSE 6
UNTERSCHI ETSSHETM,
TOTAL WATER TREATMENT SYSTEMS, INC510(k) NO: K0OO2045
ATTN: KRNNETH J CLARK PHONE NO : 608-221-2236
4806 EAST BROADWAY ,
MADISCN, WI 53716
TREK DIAGNOSTIC SYSTEMS, INC.  510(k) NO: K003834
ATIN: CYNTHIA C KNAFP PHONE NO : 800-216-9036
29299 CLEMENS RD., SUITE 1-K
WESTTAKE, CH 44145
TREK DIAGNOSTIC SYSTEMS, INC.  510(k) NO: K003868
ATIN: CYNTHIA C KNAPP PHONE NO : 800-216-9036
29299 CLEMENS RD., SUTTE 1-K
WESTLAKE, CH 44145

K003470

TUTTNAUER CO. LTD. 510(k) NO
ATIN: MARK YACURA PHONE NO
1776 K STREET N.W.

SUTTE 800

WASHINGTON, DC 20006-2365

.
.
-
H

202-452-7949

510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: WATER PURTFICATION SYSTEM FOR HEMODIALYSIS
SE DECISION MADE: 16~FEB-2001
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: SENSITITRE SUSCEPTIBILITY PLATES-ADDITIONAL ANTIMICROBICS
SE DECISION MADE: 23-FEB-2001
510(k) SIMMARY AVATIABLE FRCM FDA

DEVICE: SENSITIRE SUSCEPTIBILITY PLATES-ADDITICNAL ANTIMICROBICS
SE DECISICN MADE: 27-FEB-2001
510(k) SUMARY AVATTAELE FROM FDA

DEVICE: EHS SERTES TAELE TOP AUTOCLAVE, MCDELS 2540 AND 3870
SE DECISICN MADE: 20-FEB-2001

510(k) SUIMMARY AVATIARIE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SWMMBRIES CR 510(K) STATEMENTS
'FOR. FINAL DECISIONS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

TUTTNAUER USA CO. LID.
ATTN: MARK M YACURA

1776 K STREET, N.W.

SUITE 800

WASHINGTION, DC 20006-7910

ULTRADENT PRCDUCTS, INC.
ATIN: MARKUS R GEE .
505 WEST 10200 SOUTH
SOUTH JORDAN, UT 84065

URCMED CQCRP.

ATIN: FREDERICK TOBIA
1400 PROVIDENCE HWY.
NORWOCD, MA 02062

VARIAN MEDICAL SYSTEMS, INC.
ATIN: LINDA S NASH

3100 HANSEN WAY

PALO ALTO, CA 94304-1129

VASCULAR ARCHITECTS, INC.
ATIN: JEAN M CATLLOUETTE
1830 BERING DR.

SAN JOSE, CA 95112-4226

VIDAMED, INC.

ATIN: TOM MOGAFFIGAN
46107 ILANDING PKWY.
FREMONT, CA 94538

VISUALIZATICN TECHNCIOGY, INC.

ATIN: NCRMA IFMAY
200 RESEARCH DR.
WILMINGTCN, MA 01887

VIZTEK, INC.

ATTN: JOSTP CERMIN
6491 POWERS AVE.
JRCKSCNVILLIE, FL 32217

510(k) NoO:
PHCNE NO

510(k) NO:
PHCNE NO :

510(k) NO:
PIKNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO @

510(k) NoO:
PHONE NO

VORTRAN MEDICAL TECHNCLOGY 1, INC.510(k)

ATIN: GORDAN A WONG
3941 J ST., SUITE 354
SACRAMENTO, CA 95819

NO:
PHONE NO

K993856
202-452--7949

K003383
800-552-5512

K010098
781-762-2080

RDO3636
650-424~6990

K003719
408-392-7437

K002583
510-492-4930

K0O3510
978-933-1000

K003607
904-733-3656

K003684
916-733-6870

05-MAR~2001
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DEVICE: TUTTNAUER ELECTRCNIC AUTOCLAVE, MCDELS E, FA, EK, EKA, EP

SE DECISION MADE: 09-FEB-2001
510(k) SUMMARY AVATTARTE FROM FDA

DEVICE: PAIMLIGHT
SE DECISION MADE: 06-FEB-2001

510(k) STATEMENT

DEVICE: MODIFICATION TO CAVERMAP SURGICAL AID
SE DECISION MADE: O1-FEB-2001
510(k) SUMMARY AVAILAEIE FRCM FDA

DEVICE: PCRTALVISION
SE DECISICN MADE: 02-FEB-2001
510(k) SIMMARY AVATIARLE FRCM FDA

DEVICE: VASCULAR ARCHITECTS PERISCOPE DEVICE
SE DECISICN MADE: 28-FEB-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: TUNA (TRANS URETHRA NEEDLE) OFFICE SYSTEM
SE DECISION MADE: 13-FEB-2001
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: INSTATRAK SYSTEM WITH FLUOROCAT, MODEL IT3500
SE DECISICN MADE: 12-FEB-2001
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: ONYX-RAD TELEMEDICINE PACS
SE DECISION MADE: 15-FEB-2001
510(k) SUMMARY AVAILABIE FRCM FDA

DEVICE: PERCUSSIVENEB, MCDEL PN-2001
SE DECISICN MADE: 23-FEB-2001
510(k) SUMMARY AVAILARIE FRCM FDA



mmmmmmm (SE) 510(K) _SIMMARTES CR 510(K) STATEMENTS
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FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

T & ¥ NIMIMATLIIDY IS MDY ﬁ 1NNFy AN WYIALO TERFTran . a9 4 a ar

" £3 WEANLOALNUGENN LAVEIAAAD \Z UKL SAVIA) IRJe DAL LnVILD. .Lmruuumu 01—33 E e ( 00— V) AND
ATTN: HERBERT TRASCHWANDINER PHONE NO : 011 436 27462360 SE DECISION MADE: 07-FEB-2001

JGNAZ GLASER STR. 53

A-5111 i 510(k) STATEMENT

BUERMOOS, \

W.L. GORE & ASSOCTATES, INC 510(k) NO: K010228 DEVICE: GORE-TEX DUAIMESH PLUS BICMATERIAL WITH HOLES
ATIN: R. IARRY PRATT PHCNE NO ¢ 800-528-1866 SE DECISION MADE: 21-FEB-2001

3750 WEST KILTIE IN. 510(k) SIMMARY AVAILARIE FROM FDA

FLAGSTAFF, AZ 86002-0900

WALLAC OY 510(k) NO: K003664 DEVICE: DELFIA NECNATAL IRT KIT, MODEL AO05-110
ATIN: GUNNEL ILAAKSCONEN PHONE NO : 358 226 78111 SE DECISION MADE: 14-FEB-2001

MUSTIONKATU 6 510(k) SUMMARY AVATTARLE FROM FDA

TURKU, :

WALIAC OF 510(k) NO: RD03668 DEVICE: AUTCDELFIA NEONATAL IRT KIT, MCDEL B005-112
ATTN: GUNNEL, IARKSCNEN PHONE NO : 358 226 78111 SE DECISICN MADE: 12-FEB-2001

MUSTICNKATU 6 . 510(k) SUMMARY AVATIIABLE FROM FDA

TURKU,

WALTER LORENZ SURGICAL, INC. 510(k) NO: K002083 DEVICE: IORENZ RESCRBABLE DISTRACTCR SYSTEM
ATIN: SIEVE HERRINGTON PHONE NO :: 904-741-4400 SE DECISION MADE: 12-FEB-2001

1520 TRADEPORT DR. : 510(k) SIMMARY AVAITABLE FROM FDA

JACKSONVILIE, FL 32218

WANDY RUBBER INDUSTRIAL (0., LTD 510(k) NO: K002219 DEVICE: WANDY SELF-ADHESIVE NEUROSTIMULATION ELECTRODE
ATIN: JANIS YANG PHONE NO :- 886 269 43184 SE DECISION MADE: 02-FEB-2001

NO. 22, AITAY 37, LANE 266

FU TEH I FD. 510(k) STATEMENT

SHI-CHIH, TAIPEI,

WANDY RUBBER INDUSTRIAL 0., LTD 510(k) NO: K002227 DEVICE: WANDY SILICONE CCNDUCTIVE RUBBER PAD
ATIN: JANIS YANG PHONE NO : 886 269 43184 SE DECISION MADE: 02-FEB-2001

NO. 22, AlIAY 37, IANE 266

FU TEH I RD. 510(k) STATEMENT

SHI-CHTH, TAIPEI, :

WEBB RESEARCH II, INC. 510(k) NO: K003773 DEVICE: CLEAN SCRAPE

ATTN: STEVEN KRUPNICK PHONE NO : 215~336-5570 SE DECISION MADE: 02-FEB-2001

1241 CARPENTER STREET 510(k) STATEMENT

PHILADELPHIA, PA 19147 .

WESTATM BIOMEDICAL, INC. 510(k) NO: K002466 . DEVICE: ACTICOAT CCMPOSITE DRESSING

ATIN: STEVE CHARTIER PHONE NO : 603-775-7300 SE DECISION MADE: 16-FEB-2001

E HAMPTCN RD. SUITE 302 510(k) SUMMARY AVATLABLE FRCM FDA

EXETER, NH 03833



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERIOD Ol-FEB-2001 THROUGH 28-FEB-2001

WESTERN SYSTEMS RESEARCH, INC.
ATTN: LINDA DAVIS-O’LEARY
260 S. LOS ROBLES AVE. STE 106

PASADENA, CA 91101

ZIMER, INC.
ATIN: KAREN CAIN
P.O. BOX 708

WBRSAW, IN 46581-0708

ZOLL, MEDICAL CCRP.
ATIN: PAUL DIAS

32 SECCND AVE.
BURLINGTON, MA 01803

510(k) NO
PHCNE NO

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO @

K010059
626-578-7363

K004032
901-867-4732

K010099
732~-225-3800

k003478
219-372-4219

K010257
781-229-0020

05-MAR-2001
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DEVICE: ENGPLUS
SE DECISICN MADE: 27-FEB-2001
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: PERFECTA AND EXTEND
SE DECISICN MADE: 15-FEB-2001
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: ZYNERGY Z3K BALIOON GUIDED PACING AND MONTTORING CATHETER
SE DECISICN MADE: 01-FEB-2001
510(k) SMARY AVAILIABLE FROM FDA

DEVICE: TRICLOGY ACETABULAR SYSTEM 46MM LARGE HEAD LINERS, MODEL 6310
SE DECISION MADE: 05-FEB-2001
510(k) SMARY AVATLABLE FROM FDA

DEVICE: ZOLL M SERIES
SE DECISION MADE: 28-FEB~2001
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD O1-FEB-2001 THROUGH 28-FEB-2001

TOTAL 510(k)s THIS PERICD 265
TOTAL WITH SUMMARIES 190
TOTAL WITH STATEMENTS 75

05-MAR-2001
Page 31



