SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

M o,

ATTN: SHANNON PETTIT

3M CENTER, BIDG. 260~2B-12
ST PAUL, MN 55144

510(k) NO:
PHINE NO

[

<GENX> INTL., INC.
ATTN: MICHAEL D CECCHI
170 FORT PATH RORD
MADISCON, CT 06443

510(k) NO:
PINE NO :

ACRYMED, INC. 510(k) NO:
MODELS 1041, 1042, 1043, 1044, 1045
ATTN: BRICE GIBBONS PHONE NO :

12232 S.W. GARDEN PL.
PORTLAND, CR 97223

ADVANCED SURGICAL CONCEPIS (ASC) 510(k)
ATIN: MARY MONAMARA-CULLINANE ~ PHONE
49 PIAIN STREET

NORTH ATTLEBORO, MA 02760

NO:
NO s

ADVANCED TECHNCEOGY LABCRATORIES, 510(k) NO:
ATTN: TERRENCE J SWEENEY PHONE NO @
22100 BOTHELIL, EVERETT HWY.

P.O. BOX 3003

BOTHELL, WA 98041

BAGILENT TECHNOLOGIES, INC. 510(k) NO:
ATTN: RICHARD J PETERSEN PHONE NO @
3000 MINUTEMAN FD.:

BNDOVER, MA 01810-1099

AGILENT TBCHNCLOGIES, INC. 510(k) NO:
.2. 213308 TRANSDUCER

ATIN: ANN F MICHAELS PHONE NO @
3000 MINUTEMAN FD.

ANDOVER, MA 01810-1099

AIIEGIANCE HEALTHCARE CORP. 510(k) NO:
ATIN: SHRRON ROBBINS PHONE NO

AILIANCE RUBBER PRODUCTS SDN. BHD.510(k) NO:

002452
651-733-5027

K001486
203-245-4901

K002599
503-624-9830

K002013
508~643-0434

X002144
425-487-7602

K001725
978-659-2213

K002470
978-659-2980

K002508
847-785-3311

K002701

OTEIN IABELING CIAIM. (50 MICROGRAMS CR LESS)

ATIN: CHUA HOOI KON

10T 271662720, MK 7, KAWASAN
PERINDUSTRIAN BUKIT PANCHCR
NINONG TEBAL, PULAU PINANG,

PHNE NO :

QS -0 (RO

045 932 235

(SE) 510(K) SWMARIES OR 510(K) STATEMENTS 06-0CT-2000 ~

Page 1

DEVICE: 3M RELY X VENEER CEMENT TRY-IN PASTER
SE DECISICN MADE: 28-SEP-2000
510(k) SUMMPRY AVAILABLE FROM FDA

6354 00 0°T 10 A0as
DEVICE: GENX OCDA ATR PURIFICATION SYSTEM

SE DECISICN MADE: 15-SEP-2000

510(k) STATEMENT

DEVICE: MODIFICATION TO ACRYDERM SILVER ANTIMICROBIAL WOUND DRESSING,
SE DECISICN MADE: 21-SEP-2000

510(k) SUMARY AVATLARLE FRCM FDA

DEVICE: CMNIPCRT
SE DECISICN MADE: 29-SEP-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: MEDLINK DIAGNOSTIC OFFLINE WORKSTATICN
SE DECISICN MADE: 28-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: HEARTSTREAM XL DEFIBRILLATOR/MONITCR, MCDEL MA735A
SE DECISICN MRDE: 08-SEP-2000

. 510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: M2424A SONOS 5500/4500 DIAGNOSTIC ULTRASOUND SYSTEM, VERSION B
SE DECISICN MADE: (8-SEP-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BEQUIPMENT DRAPES

SE DECISION MADE: 01-SEP-2000

510(k) SUMMPRY AVATLABLE FROM FDA

DEVICE: mmmmmmmmmmmmw
SE DECISICN MRDE: 13-SEP-2000
510(k) STATEMENT

L.S”TC}?




SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUIMMARIES OR 510(K) STATEMENIS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

RAICKA (0., LID.

ATIN: CHRIS BCHL

10 FAIRFIELD BILVD.
WALLINGFCRD, CT 06492

510(k) NO: K002784
PHONE NO : 203-269-5088

o

APPLIED BIOTECH, INC.
ATTN: DAVE D SMITH
10237 FLANDERS CT.
SAN DIEGO, CA 92121

510(k) NO: K001673
BHONE NO : 858-713-9614

ARROW INTL., INC. 510(k) NO: K993933

IP ARROWGHARD BLUE CATHETER FCR HIGH VOLUME INFUSICNS, PRO
ATTN: THOMAS D NICKEL PHONE NO : 610-478-3137
2400 BERNVILIE RO.

READING, FA 19605

ASCLEPICN-MEDITEC AG
ATIN: DIRK COIDITZ
2525 MC GAW AVENUE
IRVINE, CA 92623-9791

510(k) NO: K002032
PHONE NO : 493 641 653223

ASPECT MEDICAL SYSTEMS, INC.
0

ATIN: CHRISTINE M VOZELIA
141 NEEDHRM STREET

NEWICN, MA 02464

510(k) NO: KOO1980
PHONE NO : 617-559-7028

ASPECT MEDICAL SYSTEMS, INC.
ATTN: CHRISTINE M VOZELIA
141 NEEDHAM STREET

NEWTON, MA 02464

510(k) NO: K002734
PHONE NO : 617-559-7028

ASPECT MEDICAL SYSTEMS, INC.
ATIN: CHRISTINE M VOZELLA

s K002837
PHONE NO & 617-559-7028

ATRIX LABORATORIES, INC.

GIR) BARRIER WITH 4% DOXYCYCLINE
ATTN: AMY TAYIOR

2579 MIDEOINT DR.

FORT QCLLINS, OO 80525-4417

510(k) NO: K994137
PHONE NO : 970-482-5868

AUGUSTINE MEDICAL, INC. 510(k) NO: K0OO1149
BGEMENT SYSTEM-(MODEL 750 WARMING UNIT, BATR HUGGER ELANK
ATIN: SOOTT D AUGUSTINE PECNE NO : 952-947-1200
10393 WEST 70TH ST.

EDEN PRAIRIE, MN 55344

06-0CT-2000
Page 2

DEVICE: ALOKA UST-5280-5
SE DECISION MADE: 20-SEP-2000
510(k) SUMMRARY AVAILABLE FRCM FDA

DEVICE: COLORIMETRY, SALICYLATE
SE DECISION MADE: 15-SEP-2000
510(k) STATEMENT

DEVICE: 14 FR TWO-LUMEN HEMCDIALYSIS CATHERIZATION KIT WITH BLUE FLEXT

SE DECISION MADE: 14-SEP-2000
510(k) SUMMPRY AVAILABLE FRCM FDA

DEVICE: C02 LASER MULTIPULSE
SE DECISION MADE: 11-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: ASPECT MEDICAL SYSTEMS PEDIATRIC BIS EEG SENSCR, MCDEL 186-011

SE DECISION MADE: 27-SEP-2000
510(k) SUMMARY AVATTARIE FRCM FDA

DEVICE: ASPECT MEDICAL SYTEMS EFG ENHANCED BIS SENSCR 186-0106
SE DECISION MADE: 14-SEP-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: BIS ENGINE
SE DECISION MADE: 19-SEP-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: ATRISCRB-D FREEFLOW BIOABSCRBABLE GUIDED TISSUE REGENERATICN (

SE DECISION MADE: 13-SEP-2000
510(k) SUMMARY AVAITABLE FROM FDA

\

mw:mmsrmmmmmmm,m%ommmmmm

SE DECISION MADE: 06-SEP-2000
510(k) SUMMARY AVAIIABLE FROM FDA



SURMITTER ADDRESS LISTING FCR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS * 06-0CT-2000

FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000 Page 3
BAXTER HEAUTHCARE CCRP. 510(k) NO: KOO0664 DEVICE: VIGILANCE CCO/CEDV & VIGILANCE 0O00/SV02/CEDV MONITORS
ATTN: PAULA A TORRIANNI PHONE NO : 949-250-2418  SE DECISION MADE: 20~SEP-2000

17221 FED HILL AVENUE (IRVINE)

P.O. BOX 11150 510(k) SMMARY AVATLABLE FROM FDA

SANTA ANA,, CA 92711-1150

BAXTER HEALTHCARE CORP. 510(k) ‘NO: K002380 DEVICE: INFUSCR SV, INFUSCR LV, BAXTER PAIN MANAGEMENT SYSTEM
ATIN: VICKI L DREWS PHONE NO : 847-270-5916  SE DECISION MADE: 05-SEP-2000

RT. 120 AND WILSON ROAD 510(k) SUMARY AVATLABLE FROM FDA

ROUND IAKE, IL 60073-0490

Bmuga HEALTHCARE CORP. 510(k) NO: KO02679 DEVICE: 6060 MULTI-THERAPY PUMP, MCDEL 2M9832; 6060 EPIDURAL PUMP, MOD
EL 219351 :
ATTN: JENNIFER M PAINE PHONE NO : 847-270-5825  SE DECISION MADE: 18-SEP-2000

RT. 120 AND WILSCN ROAD 510(k) SUMMARY AVATLABLE FROM FD&

ROUND IAKE, IL 60073-0490

BAXTER HEALTHCARE CORP. 510(k) NO: K002739 DEVICE: INFUSCR PATIENT CONTROL MCDULE, 2ML, MODEL 2C1067K
ATTN: VICKI DREWS PHONE NO : 847-270-5619  SE DECISION MADE: 11-SEP-2000

RT. 120 & WILSON RD. 510(k) SWMARY AVATLABLE FROM FDA

ROUND IAKE, IL 60073

BAYER CORP. 510(k) NO: K992228 DEVICE: BAYER IMMINO 1 HER-2/NEU ASSAY

ATTN: GABRIEL J MURACA PHONE NO : 914-524-3494  SE DECISION MADE: 29-SEP-2000

511 BENEDICT AVE. 510(k) SUMMARY AVATLABLE FRCM FDA

TARRYTOWN, NY 10591-5097

BIO-LOGIC SYSTEMS CORP. 510(k) NO: K002570 DEVICE: BIO-LOGIC CERGRAPH NETLINK

ATTN: NORMAN E ERUNNER PHONE NO : 847-949-5200  SE DECISION MADE: 14-SEP-2000

ONE BIO-TOGIC PLAZA 510(k) SUMMARY AVATLAELE FROM FDA

MUNDELEIN, IL 60060-3700

BIO-RAD LABCRATORIES 510(k) NO: KO02865 DEVICE: LIQUICHEK BLOOD GAS PLUS E CONIRCL, MCDEL 576, 577, 578
ATIN: ELIZARETH PLATT PHONE NO : 949-508-1285  SE DECISICN MBDE: 25-SEP-2000

9500 JERONTMO RD. 510(k) SUMARY AVAILABLE FRCM FDA

IRVINE, CA 92618-2017 : ,
BIO-RAD LABORATORIES 510(k) NO: K002866 DEVICE: LIQUICHEK BLOOD GAS PLUS E CONTRCL LEVEL 4, MODEL 574
ATIN: ELIZABETH PLATT PHONE NO : 949-598-1285  SE DECISION MADE: 25-SEP-2000

9500 JERONIMO RD. 510(k) SWMMARY AVATLARLE FROM FDA

IRVINE, CA 92618-2017 \
BIocmcx,lmc. 510(k) NO: K001022 DEVICE: BIOCHECK, INC. B-2 MICROGLOBIN ENZYME IMMUNOASAY TEST KIT, MOD
EL BC-106 '

ATTN: ROBIN J HELLEN PHONE NO : 818-709-5646  SE DECISION MADE: 26~SEP-2000

9418 IASATNE AVE 510(k) STATEMENT

NORTHRIDGE, CA 91325



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SWMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD O1-SEP-2000 THROUGH 30-SEP~2000

BICMET, INC. 510(k) NO:
ATTN: DALENE T BINKLEY PHONE MO :
56 EAST BELI, DRIVE

WARSAW, IN 46581-0587

BIQMET, INC. 510(k) NO:
ATIN: MICHELLE L MCKINLEY PHONE NO :
P.O. BOX 587

WARSAW, IN 46582-0587

BICMETRIX LID. 510(k) NO:
ATIN: MIRIRM ABUTBUL PHONE NO :
4 KIRYAT MADA,

P.O. BOX 45057

JERUSALEM,

BICGNOSTICS INC. 510(k) NO:
ENSE BLOOD GLUOOSE TEST STRIP SY:

ATIN: KATHIEEN STORRO PHONE NO :
2 CRAIG RD.

ACICN, MA 01720

BIOSYS (0. LID. 510(k) No:
ATIN: GARY J ALLSEBROOK PHONE NO :

16303 PANCRAMIC WAY

SAN LEANDRO, CA 94578

BOSTON SCIENTIFIC CORP.
ATIN: ANDREA BOUMIS
2710 CRCHARD PKWY.

SAN JOSE, CA 95113

BOSTON SCIENTIFIC/SCIMED

CDEL C4020

ATIN: DEBCRAH A FRANK
CNE SCIMED PLACE

510(k) NO:
PHCNE NO

510(k) NO:
PHONE NO @

MAPIE GROVE, MN 55311-1566

BREG, INC.

ATTN: KATHLEEN BARBER
2611 CCMMERCE WAY
VISTA, CA 92083

C.R. BARD, INC.

510(k) NO:
PHONE NO

510(k) No:

H MIDLINE CATHETER, MODEL 3134135
RIVROWT!

ATTN: MICHAELA

CH PHONE NO @

5425 WEST AMELTA EARHART DR.
SALT LAKE CITY, UT 84116

K002678
219-372-1612

K002735
219-372-1644

K001461
972 258 61241

K002540
978-263-3856

K994008
510-276-2648

R000277
408-895-3625

K000743
612-494-2831

K002073
760-599-5719

K001901
801-595-0700

06-0CT-2000
Page 4

DEVICE: ASCENT KNEE SYSTEM
SE DECISICN MADE: 19-SEP-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ASCENT XXL, OPEN BOX FEMORAL CCMPONENT
SE DECISION MADE: 19-SEP-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: TPN NUTRITION BAG (EVA), EMPTYING TUBE, BAG SYRINGE FILL SET
SE DECISION MADE: 11-SEP-2000 ~
510(k) STATEMENT

DEVICE: BIONOSTICS GLUCOSE QUALITY CONTROL SCLUTICN FOR USE WITH MEDIS

SE DECISION MADE: 18-SEP-2000
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: BIOSYS FETAL MONITOR, MCDEL IFM-500
SE DECISION MADE: 29-SEP-2000
510(k) SUMMARY AVAILABLE FRCOM FDA

DEVICE: CONSTELIATION CATHETERS
SE DECISION MADE: 26-SEP-2000
510(k) SUMMARY AVATLABIE FROM FDA

DEVICE: BOSTON SCIENTIFIC SCIMED ATLANTIS CORONARY IMPAGING CATHETER, M
SE DECISION MADE: 06-SEP-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: PAIN CARE 3000
SE DECISION MADE: 19-SEP-2000
510(k) STATEMENT

DEVICE: POLY PER-Q-CATH PICC CATHETER,MODEL 3236100 AND PCLY PER-Q-CAT

SE DECISION MRDE: 19-SEP-2000
510(k) SUMMRRY AVAILABLE FROM FDA



SUB!I’I']ER ADDRESS LISTING FOR CORH SUBSTANTIALLY EQIIVAI.ENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS 06-0CT-2000
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-SER-2000 THROUGH 30-SEP-2000 Page 5

CALIFORNTA MEDICAL IABORATCRIES, I510(k) NO: KOO0830

ATTN: MERMET BICAKCI PHONE NO : 949-553-9414

2681 KELVIN AVENUE

IRVINE, CA 92614

CANDELA CCRP. 510(k) No: K001093

ATIN: JOBN M CLIFFCRD PECNE NO : 508-358-7637
530 BOSTCN FOST RD.

WAYLAND, MA 01778

Bms MEDICAL SYSTEMS, INC. 510(k) NO: K000512

ATIN: RON JEFFREY PHONE NO : 203-488-6056

44 EAST INDUSTRIAL RD.

ERANFCRD, CT 06405

CITIZEN WATCH (0., LID. 510(k) NO: K001244

D

ATIN: JOSEPH D EDMONDSON PHONE NO : 202-672-5354

3000 K STREET N.W.

SUITE 500

WASHINGION, DC 20007

COBE CARDIOVASCULAR, INC. 510(k) No: K002591

ATIN: LYNNE LEONARD PHOXE NO : 303-467-6586
14401 WEST 65TH WAY

ARVADA, OO 80004

CCDAN US CORP. 510(k) NO: K001872

ATTN: RICHARD A BASIER PHONE NO : 949-551-6989
15412 VERDUN CIRCLE

IRVINE, CA 92604

COGENT DIAGNOTICS LID. - 510(k) NO: K002215

ATTN: DANIELLE M KNIGHT PHONE NO : 441 314 457111

BUSH LOAN

PENICUIK

MIDLOTHIAN EH26 OPL,

OOCK OB/GYN 510(k) NO: K002383

RM GRADIENT KIT

ATTN: BRENDA DAVIS PHONE NO : 812-829-6500
1100 W. MORGAN STREET

SPENCER, IN 47460

COCK OB/GYN 510(k) NO: K002385

, COCK IVF FERTILIZATTCN MEDIUM, OOCK IVF CLEAVAGE MEDIUM,

ATTN: BRENDA DAVIS PEINE NO : 812-829-6500

1100 W. MCRGAN STREET
SPENCER, IN 474€0

DEVICE: CANNULATION TOURNIQUET SET, 2 TUBE OR 5 TUBE
SE DECTSICN MADE: 07-SEP-2000
510(k) SUIMPARY AVAILAELE FRCM FDA

DEVICE: CANDELA SPTL~1B PULSED DYE LASER

SE DECISICN MADE: 19--SEP-2000

510(k) SIMMARY AVAILARIE FRCM FDA

DEVICE: OSCILLOMITT, MODELS CM 1050, CM 1040, 4 1030, M 1020, ¢ 101
SE DECISION MADE: 26-SEP-2000

510(k) SMARY AVAILABLE FROM FDA

DEVICE: BLOCD PRESSURE METER, MODELS C(H-631B, (H-631D, CH-632B, CH-632
SE DECISICN MADE: 26-SEP-2000

510(k) SIMMARY AVATLABIE FROM FDA

DEVICE: OOBE SMARXT VVR 4000 FILTERED HARDSHELL VENOUS RESERVOIR

SE DECISICN MADE: 13-SEP-2000
510(k) SIMMARY AVATLARLE FROM FDA

DEVICE: I.V. SET-LUER LOCK WITH LATEX FREE INJECTICN SITE, MCDEL B411
SE DECISION MADE: O7-SEP-2000
510(k) STATEMENT

DEVICE: AUTOSTAT II ANTI-MYELOPEROXIDASE (MPO) ELISA
SE DECISION MADE: 28-SEP-2000
510(k) STATEMENT

DEVICE: COCK IVF SPERM BUFFER, COOK IVF SPERM MEDIUM, AND COOK IVF SPE
SE DECISION MADE: 13-SEP-2000 ‘

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: COCK IVF FOLLICLE FLUSHING BUFFER, OOOK IVF OOCYTE WASH BUFFER

SE DECISICN MADE: 18-SEP-2000
510(k) SUMMARY AVATIARIE FROM FDA



SUBMITTER  ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS

WD TPTNAT NOIVYTOTAAIC DIAMEDIN TVYIDTAY! Tom DIMTAN N1_O00m OAAM fremuwwws AN omrs  ANAN -
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QOOL BABY, INC.
ATIN: DEWAYNE MOCRE
17620 CRANBROOK ROAD
EDMOND, CK 73003

COOPERVISION, INC.
ATTN: BOWIE TSYMBAL
711 NORTH RD.
SOOTITSVILLE, NY 14546

QOSMOS MEDICAL TECHNCLOGY
ATIN: XHN CILARK

42230 ZEVO DR.

TEMECULA, CA 92590

TAMPA, FL 33614

CTT PET SYSTEMS, INC.

T ART

ATTN: WILLIAM SKREMSKY
810 INNOVATION DR.
KNOXVILLE, TN 37932-2571

DADE BEHRING, INC.
ATTN: REBECCA S AYASH
GLASGOW SITE

P.O. BOX 6101

NEWARK, DE 19714-6101

DADE BEHRING, INC.
ATTN: REBECCA S AYASH
P.O. BOX 6101
GLASGOWN BLDG. 500
NEWARK, DE 19714-6101

DATEX-CEMEDA, INC.
WARE

ATTN: XCEIL, KENT
3 HIGHWOCD DR.
TEWKSBURY, MA 01876

DATEX-CEMEDA, INC.
ATIN: DANIEL

CEMEDA DR.

P.O. BOX 7550

MADISON, WI 53707-7550

510(k) NO:
BEONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO
510(k)
PONE

510(k)
PEONE

510(k) NO:

 PHONE NO @

510(k) NO
PEONE NO

K002066
405-359~1998

K002625
716-264~3210

K001784
909-587-6306

K002248
813-887-2107

K002039
865-218-2522

K001647
302-631-6276

K002541
302-631-6276

K002158
978-640-0460

K002878
608-221-1551

DEVICE: FREEZER TEETHER
SE DECISICN MADE: 26-SEP-2000
510(k) STATEMENT

DEVICE: METHAFTLOON A
SE DECISICN MADE: 13-SEP-2000
510(k) SWMARY AVAILARIE FROM FDA

DEVICE: VIRIDIS LASER
SE DECISION MADE: 11-SEP-2000
510(k) SIMMARY AVATLARIE FROM FDA

DEVICE: DINAMAP PRO 1000 MONTTCR, MODEL 1000
SE DECISICN MADE: 21-SEP-2000

510(k) SMRRY AVATLABLE FROM FDA

DEVICE: ECAT PET SCANNER, MODELS ECAT EXACT AND ECAT EXACT HR+ AND ECA
SE DECISICN MADE: 27-SEP-2000

510(k) SMMARY AVATLABLE FROM FDA

DEVICE: BN PROSPEC SYSTEM

SE DECISION MADE: 26-SEP-2000

510(k) SIMMARY AVAILABLE FROM FDA

DEVICE: PROTEIN C REAGENT

SE DECISION MADE: 26-SEP-2000

510(k) SIMERY AVAIIAEIE FRCM FDA

DEVICE: S/5 COMPACT CRITICAL CARE MONTTCR WITH S-00C03 CR S-00C04 SCFT
SE DECISICN MRDE: O6-SEP-2000

510(k) SIMMARY AVATIABIE FROM FDA

DEVICE: DATEX-CHMEDA D-TEC PLUS ANESTHESIA VAPORIZER

SE DECISION MRDE: 21-SEP-2000

510(k) SUMMARY AVATLABIE FROM FDA



wmmmsmmmmmmwm (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FCR FINAL DECTSIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

DENTAL ALIOY PRODUCTS,
ATIN: RCDNEY GUYTON
1190 MAHAIO PLACE
OOMPTCN, CA 90220

DENTAL ALLOY PRODUCTS,
ATIN: RCONEY GUYTCN
1190 MAHATO PIACE
OMPTCN, CA 90220

DENTAL ALLOY PRCDUCTS,
ATTN: RODNEY GUYTCN
1190 MAHAIO PLA(E
COMPTICN, CA 90220

DENTAL ALIOY PRODUCTS,
ATIN: RODNEY GUYTON
1190 MRHAIO PLACE
CCMPTON, CA 90220

DENTSPLY INTL.
ATIN: P. JEFFERY LEHN
570 WEST CCLLEGE AVE
YORK, PA 17404

DEPUY ACROMED

TION SCREWS AND SACRAL EXTENDERS

ATIN: LISA GILMAN
325 PARAMOUNT DR.
RAYNHAM, MA 02767

INC.

DEPUY CRTHOPAEDICS, INC,

ATIN: ARLENE C SAULL
700 CRTHOPAEDIC DR.
WARSAW, IN 46581-0988

DESCHUTES MEDICAL PRCDUCTS, INC

ATIN: DENISE BESIWICK

1011 S.W. EMKAY DR., SUITE 104

BEND, OR 97702

DIAGNOSTIC CHEMICALS LTD,

ATIN: KAREN CALLBECK
16 MXCARVILLIE STREET
CHARLOTTETONN,

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

510(k) NO:
PECNE NO :

K002299
310-637-9711

K002300
310-637-8711

K002301
310-637-9711

K002302
310-637-9711

K002387

s 717-845-7511

K002607

s 508-880-8287

K002441
219-371-4904

K002329
541~-385-0350

K002354
902 566 1396

06~-0CT-2000
Page 7

DEVICE: SUPER 3
SE DECISION MADE: 08-SEP-2000
510(k) STATEMENT

DEVICE: SUPER 6
SE DECISION MADE: 26-SEP-2000
510(k) STATEMENT

DEVICE: SUPER 12 '
SE DECISION MADE: 08-SEP-2000
510(k) STATEMENT

DEVICE: SUPER 14
SE DECISION MADE:
510(k) STATEMENT

26-SEP-2000

DEVICE: OOMFORT CONTROL, SYRINGE SYSTEM
SE DECISION MADE: 28-SEP-2000
510(k) SUMMARY AVAILAEIF FROM FDA

DEVICE: MOSS MIAMI 6.33M RCD SYSTEM MONORXTAL SCREWS, PCLYAXIAL REDUC

SE DECISION MADE: 12-SEP-2000
510(k) S(MMARY AVATIABLE FROM FDA

DEVICE: FENNING HIP STEM
SE DECISICN MADE: 01-SEP-2000
510(k) SUMMARY AVATTABLE FROM FDA

DEVICE: PELVX GELIHORN VAGINAL PESSARY 603-608
SE DECISION MADE: 18-SEP-2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: CARBON DIOXIDE-L3K-C ASSAY, MCDELS 288-30 AND 288-80
SE DECISION MADE: 26~SEP-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY

FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000

DIAGNOSTIC CHEMICALS LTID.
ATIN: KAREN CALLEECK

16 MOCARVILIE STREET
CHARLOTTETORN,

DICKINSON, AND CCMPANY
ATIN: BRADFORD SPRING
7 LVETCN CIRCLE
SPARKS, MD 21152

DONGKUK TECHCO RUBBER INDUSTRIES
ATIN: PETER PARK

3 PENANG STREET

7TH FL., MAYBAN TRUST BLDG.
PENANG,

EASTMAN KCDRK Q0.

ATTN: STEPHEN G SLAVENS
1 DATION PL.

304-4B-75

ORKDALE, MN 55128-3414

ELAN DIAGNOSTICS
ATTN: WYNN STOCKING
231 NORTH PUENIE ST.
BRER, CA 92821

ELIMAN INTL., INC.
ATIN: FRANK LIN
1135 RATILRORD AVE.,

ELIMAN BLDG.
HEWLETT, NY 11557

ENDONETICS, INC.

ATTN: WILLIAM A KNAPE

987 UNIVERSITY AVE.;STE. 14
10S GATOS, CA 95032

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:
NO

510(k) NO:
PHONE NO :

K002694
902 566 1396

K002165
410-316-4206

KDO2060
604 261 0600

KD02146
651-393-1395

K002285
714-871-8360

KD01986
516~-569-1482

K002028
408-399-9347

K002793

06-0CT-2000

(SE) 510(K) SUMMBRIES CR 510(K) STATEMENTS
THROUGH 30-SEP- Page 8

2000

DEVICE: UREA-L3K ASSAY, CATALOGUE NUMBER 283-17/30
SE DECISION MADE: 15-SEP-2000
510(k) STATEMENT

DEVICE: LINEZOLID, 300G, BEL SENSI-DISC
SE DECISION MADE: 05-SEP-2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: MULTIPLE BRANDS

SE DECISION MADE: 07-SEP-2000

510(k) STATEMENT

DEVICE: KODAK DRYVIEW 8610 IASER IMAGER / FOR MAMMOGRAPHY
SE DECISION MADE: 27-SEP-2000

510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: ATAC PAK ALP REAGENT KIT

SE DECISICN MADE: 26~-SEP-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: SURGITRON IEC II

SE DECISION MADE: 27-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA
DEVICE: BRAVO PH MONITCRING SYSTEM

SE DECISION MADE: 29-SEP-2000
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: KETAC CEM U

011 498 152700139SE DECISICN MADE: 26-SEP-2000

K002414
649 574 0100

510(k) SIMMARY AVATLABLE FRCM FDA

DEVICE: PHOTOTHERAPY LAMP 900IWSOLlJE PHOTUIHERAPY POWER MCDULE 900IWS0

SE DECISION MRADE: 25-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

FUTURE MEDICAL SYSTEMS, INC.
ATIN: PAIRICK JRNIN

504 MOOCRMICK DR.
GLEN GURNIE, MD 21061

510(k) NO: K002040
PHONE NO : 410-761-9411

HAEMOSCOPE (CRP.
ATIN: EL.I OCHEN
7855 GROSS POINT RD., UNIT G-4

nrm, I\L CMFII"I‘!

510(k) NO: K002177

—— s e e A AR A

PR N 3 04 /=~I40=ARJL

LTAT T ADCOIRIVEITRG
HAL IABCRAICRIES, INC. 5;\.1()&

ATIN: RICHARD C LANZILLOTTO

T EYTLIEY
30 NORTHPOINT ROAD

SOUND BEACH, NY 11789-1734

HDC CCRP. 510(k) NO: K002770
08-10. '7M_11 '7"\..{\9_1‘) TONNNRIE TN NR1E TIR..NQ . 10

Lan el AP A s S T ALY, kit J NN T el f § T T S g T T AN

PHONE NO : 408-954-1909

VOODAAAN
DNITHINJ

s
PHONE NO : 631-744-0059

510(k) NO: K002750
PHONE NO @
6F,NO.407, CHUNG SHAN RD.

SEC.02, CHUNG HO CITY

TAIPEI HSIEN,

HELIX DIRGNOSTICS, INC.
ATIN: VIRGINIA CAPPEL
3148 INDUSTRIAL BLVD.
WEST SACRAMENTO, CA 95691

510(k) NO: K001900
PHONE NO : 916-372-6221

HLOGIC, INC. 510(k) NO: K002711
2000, 1000 AND HLOGIC DEIPHI X-RAY BONE DENSITCMETER
ATTN: DENISE DUCHENE PHCNE NO : 781-999-7300

39 LHSBY DR.
, MA 01730

HOWMEDICA OSTECNICS CCRP.

MITITRY.  ATALTARY T TITETWY

AllilNe INANGL U IULDUGIS

359 VETERANS BIVD.

TTITEImMErEN. AT VIV m:on

510(k) NO: K002320

o e S TR a0 Mg o ==

PFIRANG W) 3 ZUL=DU/—~[J00

DULNLACVAN, IW VU IT=L30'T

A'I'IN JZEM\IIEERADAIDELIN

LG URTEDANG RTIMN

TS VALKV AW LMIVise

RUTHERFORD, NJ 07070-2584

PHONE NO @ 201—507—7283

886 232 349600

06-0CT-2000
Page 9

DEVICE: PMS SO
SE DECISION MADE: 11-SEP-2000
510(k) STATEMENT

DEVI(E'_WI@AH{_WJIATIQ\I ANALYZER TRG-5000 SERTES

SE DECISIQN MADE: 14~-SEP~2000
510(k) SMMARY AVAILARLE FRCM FDA

TATHITAEN . A7 TATTAVAT T ART Af LIT Suass vy Aacwraew  TTA Y ETaa e e iard

VILES CLLNICAL SPELULARK MLLUOUYE, MUULAL DAL TL~1000XY 2

LGy
SE DECISION MADE: 20-SEP-2000

SE DECISION MADE: 26-SEP-2000

SE DECISICN MADE: 18-SEP--2000

DEVICE: ENZYME IMMINOASSAY ANTI-SSDMNA ANTIBODY TEST
SE DECISION MADE: 11-SEP-2000
510(k) STATEMENT

DEVICE: HOLOGIC QDR X-RAY BONE DENSITCMETER/MODELS SERIES 4500, 4000,
SE DECISICN MADE: 28-SEP-2000

5i0(k) SOM¥ARY AVAILAHLE FROM FDA

T TNTRMT ATALY ArmTre . 4 A oerves  ASSA

oL UECIDAN MAULS  19—Dl =LA

510(k) SMMARY AVATLAHLE FRCM FDA

TIERITAN s LY CAOINT/TA ACTEVRITADS CHEYST TYET L0 MINT.Y
LIV d\dli e LAANUIL/ AAd) VAD LEAACLAAD W MBAJLAJDIN. W ALY

SE DECISICN MADE: 22-SEP-2000
51

NI\ QI"IMM'A'DV AUVATI AL ' PN ENA
dd.V\n’ AP EUNL FAVOILLEAAAL LLNAT DLEd



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD O1-SEP-2000 THROUGH 30-SEP-2000

HUNTLEIGH HEALTHCARE, INC.
ATIN: AUDREY A WITKO

40 CHRISTOPHER WAY
EATONTOWN, NJ 07724-3327

I.P.I. MEDICAL PRODUCTS
ATIN: MAZH SATD, PH.D
3217 N. KILPATRICK AVENUE
CHICKGO, IL 60641

INDUSIRIAL CLOTHINGS LIMITED
ATIN: SYED UMATR AMMED

481 A, PRINCE OF WALES AVE.
OCLIMBO 14,

INDUSTRIAL CLOTHINGS LIMITED
ATIN: SYED UMATR AHMED

481 A, PRINCE CF WALES AVE.
OCLIMBO 14,

INDUSTRIAL CLOTHINGS LIMITED
ATIN: SYED UMAIR ARMED
481 A, PRINCE OF WALES AVE,
OCLIMBO 14,

INDUSTRTAL CLOTHINGS LIMITED
ATIN: SYED WAIR AHMED
481 A, PRINCE OF WALES AVE.
oCLIMBO 14,

INDUSTRIAL, CLOTHINGS LIMITED
ATIN: SYED WMAIR AHMED
481 A, PRINCE OF WALES AVE.
OOLIMBO 14,

INDUSTRIAL CLOTHINGS LIMITED
ATIN: SYED UMATIR AHRMED
481 A, PRINCE OF WALES AVE.
QCLIMBO 14,

INTERPORE CROSS INTL.
ATTN: PROSTE REY-!

181 TECHNOLOGY DR.
IRVINE, CA 92618-2402

1, 2rRG101, 2RG151, 2RG201, 2RG301, 2RGOS0, 2RG100, 2RG1SO,
FESSLER

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:
PHCNE NO ¢

510(k) NO:
PHONE

K001882
800-223-1218

K993282
773-777-09500

K000138
941 437 575

KO00139
941 437 575

K000141
941 437 575

K000142
941 437 575

K000143
941 437 575

K000145

NO : 941 437 575

510(k) NO:
PHONE NO

K000515
949-453-3200

06-0CT-2000
Page 10

DEVICE: BABY DOPPLEX 4002-TWINS, MODEL BD4002
SE DECISION MADE: 19-SEP-2000
510(k) SMMARY AVAILABIE FROM FDA

DEVICE: IPI HUMIDIFIER CHAMEER
SE DECISION MADE: 18-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MIDAS TOUCH NITRITE EXAMINATION GLOVES-POWDERFREE
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: MIDAS TOUCH BLUE NITRILE EXAMINATION GLOVES~FORDERED
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: MIDAS TOUCH LATEX EXBMINATION GIOVES-POWDERED
SE DECISICN MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: MIDAS TOUCH LATEX EXAMINATION GLOVES-PONDER FREE
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: MIDAS TOUCH NITRILE EXAMINATION GLOVES-POWDERED
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: MIDAS TOUCH BLUE NITRIIE EXAMINATION GLOVES~POWDER FREE
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: PRO OSTBON 200R RESORBABLE BONE GRAFT SUBSTITUTE, MCDELS 2RGOS

SE DECISICN MADE: 15-SEP-2000 .
510(k) SIMMARY AVAILABLE FRCM FDA



SUBRMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 51 o]
FCR FINAL, DECISIONS RENDERED DURING THE PERTCD 01—SEP—2000'H-MI§-I30—SEP—2000

INTRALUMINAL 'IHERAPEJJI‘ICS, . 510(k) NO:
ATTN: PAMETA PHONE NO :
6354 CORTE DEL ABETO

SUTTE A

CARLSEAD, CA 92009

INVIVO RESEARCH, INC. 510(k) NO:
EL 31553 SERIES

ATIN: FRANCIS CASEY PEONE NO :
12601 RESEARCH FKWY.

ORLANDO, FL 32826

JAWON MEDICAL CO., LID. 510(k) NO:
ATTN: WON-HEE PARK PHOE NO :

JOHNSON & JOHNSON CONSUMER COMPANIS10(k) NO
ATTN: JOSEPH KICEINA PHONE NO
199 GRANDVIEW RORD
SKILIMAN, NJ 08558

KARL STORZ ENDOSCOPY-AMERICA, INC,.510(k) NO:
ATIN: KEVIN KENNAN PECNE NO :
600 CORPCRATE POINTE

CULVER CITY, CA 90230-7600

KEYSTCNE MEDICAL

.
.
.
.

510(k) NO:

K001992 -
760-918-1820

K002030
407-275-3220

K002722
82 258 74056

K001023
908-874-1216

K001918
310-410-2769

K001958

YSTONE MEDICAL 12 F DUO-FLOW AND 14F DUO-FLOW 400 XL CATH

ATIN: ALAN P SCIWARTZ PEHONE NO @
55 NORTHERN BIVD., SUITE 200

GREAT NECK, NY 11021

KURARAY RAMERICA, INC. 510(k) NO:
ATTN: KOICHI KIKUCHI PECNE NO :
200 FARK AVE.

NEW YORK, NY 10166-3098

LI MEDICAL TECHNOLOGIES, INC. 510(k) NO:

ATIN: RHCDEMANN LI PHONE NO :
4 ARMSTRONG RD.
SHELTCN, CT 06484

510(k) NO:
PHONE NO

516-482-9001

K002322
212-986-2230

KD02413
203-944-2800

K993773
612-574-1976

SIMVARTES OR 510(K)

L LS SRS WIS &=

DEVICE: ILT 0.014" CATHETER, MODEL C114NL2
SE DECISION MADE: 25-SEP-2000

510(k) SUMMARY AVATLARIE FRCM FDA

STATEMENTS

06-00T2000

(5t S LAYV V)

Page 11

DEVICE: CMNI-TRAK 3150/3155A SERIES MONITOR WITH ANESTHETIC AGENT, MOD

SE DECISION MADE: 26-SEP-2000
510(k) SMMARY AVAILABIE FRCM FDA

DEVICE: DIGITAL BLOOD PRESSURE MONITOR, MODELS HD-503 AND HD--505

SE DECISION MADE: 11-SEP~-2000
510(k) SUMMARY AVATLAELE FRCM FDA

DEVICE: FREED(M, -MODEL 4660
SE DECISION MADE: 22-SEP-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: KSEA PERCUTANECUS FORAMINOSCOPY SET
SE DECISION MRDE: 19-SEP-2000
510(k) SUMMPRY AVAIIARIE FROM FDA

DEVICE: KEYSTONE MEDICAL SCHON XL SOFT-LINE DOUBLE LUMENT CATHETER. KE

SE DECISION MADE: 25-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MODIFICATICN TO PANAVIA F
SE DECISICN MADE: 18-SEP-2000
510(k) SMMARY RVAILABLE FROM FTA

DEVICE: ULTRASORB SUTURE ANCHOR
SE DECISICN MADE: 19-SEP-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: HUMID-HEAT
SE DECISION MADE: 13-SEP-2000
510(k) SIMMARY AVATIARIE FROM FDA



SURMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FCR FINAL DECTSIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

LOCENT MEDICAL SYSTEMS
ATIN: CINDY PESTKA

KIRKIAND, WA 98033

MAGNA, FCRTIS CCRP.
ATIN: MARK WERBLUD
13606 NE 20TH STREET
BELLEVUE, WA 98033

MARCONI MEDICAL SYSTEMS INC.
ATTN: ROBERT L TUROCY

5595 MINER RORD

HIGHLAND HETGHTS, CH 44143

MPARIETTA CONTACT LENS SERVICE
ACT LENS

ATIN: MARTIN DALSING

623 GLACIER DRIVE

GRAND JUNCTICN, QO 81503

MASTMO CURP.

S CF SENSCRS AND CABLES
ATIN: JAMES J CRCNIN
2852 KELVIN AVE.
IRVINE, CA 92614-5826

MASTMO OCRP.

S OF SENSCRS AND CRAELES, MODEL RADICAL, INOP-ADT, LNOP-PDT

ATIN: JAMES J CRONIN
2852 KELVIN AVE.
IRVINE, CA 92614-5826

MASIMOD CCRP.

510(k) NO:
PHONE NO @

510(k) NoO:
PHCNE NO

510(k) NO:
PHONE NO :

510(k) NO:
PECNE NO ¢

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO

510(k) NO:

E AND INOP SERIES OF SENSORS AND CABLES

ATIN: JAMES J CRONIN
2852 KELVIN AVE.
IRVINE, CA 92614-5826

MEDI-DYNE, INC.
ATIN: NORN HALL
604 QUEENSBURY AVE.
QUEENSBURY, NY 12804

MEDICAL BIO CARE SWEDEN AB

PHONE NO

510(k) NO:
PHONE NO

- 510(k) NO:

PHONE NO :

K000997
425-822-3310

K002044
425-747-9851

K002005
440-483-3528

K002647
970-243-5490

K002477
949-.250-9688

KD02574
949-250-9688

K002682
949-250-9688

KO00825
518-792-2183

K002072
505-323~-2403

06~0CT-2000
Page 12

DEVICE: ZORTRAN DETECTCR
SE DECISION MADE: 07-SEP-2000

510(k) SIMMPRY AVATIARLE FROM FDA
DEVICE: MAGNA FORTIS OPHTHAIMOSOOPE DIAGNOSTIC KIT

SE DECISION MADE: 12-SEP-2000
510(k) SUMMRRY AVATIIABIE FRCM FDA

DEVICE: BOLUSPRO ULTRA
SE DECISION MADE: 22-SEP~2000
510(k) SUMMARY AVATTARIE FROM FDA

DEVICE: MARIETTA CONTACT LENS SERVICE, COLOR ENHANCED TINTED SOFT CONT
SE DECISICN MADE: 13-SEP-2000

510(k) SMMARY AVAILARIE FRCM FDA

DEVICE: MASIMO SET RADICAL PULSE OXIMETER WITH SATSHARE AND INOP SERTE
SE DECISICN MADE: 08-SEP-2000

510(k) SUMMARY AVAITABLE FRCM FDA

DEVICE: MASIMO SET RADICAL PULSE OXIMETER WITH SATSHARE AND LNOP SERIE
SE DECISION MADE: 06-SEP-2000

510(k) SWR@RY AVATLARLE FRCM FDA

DEVICE: MODIFICATICN TO MASIMO SET RADICAL PULSE OXIMETER WITH SATSHAR
SE DECISION MADE: 13-SEP-2000

510(k) SIMMARY AVATLARIE FROM FDA

DEVICE: 4F-7F MEDI-DYNE TORQ FIOW XLB ANGIOGRAPHIC CATHETER
SE DECTSION MADE: 21-SEP-2000
510(k) STATEMENT

DEVICE: PROLITE VL PULSED LIGHT SYSTEM
SE DECISION MADE: 11-SEP-2000
510(k) SMMARY AVATLABLE FRCM FDA



1

SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUIMMARIES OR 510(K) S']!A'IﬂdENI‘S 06-0CT-2000
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000 Page 13

MEDICAL DEVICE TECHNCLOGIES, INC. 510(k) NO
PHONE NO

ATIN: KARL SWARTZ
3600 S.W. 47TH AVE.
GAINESVILIE, FL 32608

MEDICAL INSTRIMENTS CORPORATION, AS510(k) NO:
PHONE NO

ATIN: JCHN C MATHERLY
POB 706 (H-4502

1900 K STREET N.W.
WASHINGTON, DC 20006-1108

MEDISON RADICLOGY SYSIEMS, INC

ATTN: JOHN W LEE
151 SOUTH PFINGSTEN ROAD
DEERFIELD,, IL 60015

MEDITEC (0., LID.
ATTN: D H CHANG
SUNNAMCITY, KYUNGGIDO,

1238 ANTHCNY RD.
BURLINGTON, NC 27215

MEDTRONIC AVE, INC.
ATIN: LINDA (LINN) ILAAK
1660 WAYZATA BOULEVARD
MINNETCNKA, MN 55305

MEDTRONIC PS MEDICAL
20022

GOLETA, CA 93117

510(k) NO:
PHONE 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

K002416
352-338-0440

K002451
413 262 34355

K001869
202-496-7500

K002685
847-291-0999

K002655

DEVICE: GCLDEN-RULE SCALING CATHEIER
SE DECISICN MADE: 11-SEP-2000
510(k) SUMMRY AVAILABLE FRCM FDA

DEVICE: MCDIFICATION TO: PRONTO DRY
SE DECISION MADE: 29-SEP-2000
510(k) STATEMENT

DEVICE: DIAGNOSTIC ELECTRCMYOGRAPHY NEEDLE ELECTRODE, DISPOSARLE HYPCD
SE DECISION MADE: 18-SEP-2000
510(k) STATEMENT

DEVICE: CORDLESS COMPACT MOBILE X-RAY SYSTEM
SE DECISION MADE: 15-SEP-2000
510(k) STATEMENT

DEVICE: DIGITAL BLOOD PRESSURE MONITOR, MCDEL MD-550

011 823 17072701 510(k) SMMARY RAVAILABLE FRCM FDA

K001937
847-949-2639

K002776
336~-226-6311

K002346
763-577-9968

K991502

: 805-968-1546

DEVICE: MEDLINE ELECTRONIC POSITICNING CHATR
SE DECISION MADE: 22-SEP-2000
510(k) STATEMENT

DEVICE: MCDIFICATION TO PROFILE -
SE DECISION MADE: 28-SEP-2000
510(k) STATEMENT

DEVICE: WIRE, GUIDE, CATHEIER, MODEL QSW1000

SE DECISIQN MADE: 27-SEP-2000

510(k) SUMMARY AVATILABLE FRCM FDA

DEVICE: MEDTRONIC PS MEDICAL PCLYURETHANE SHUNT, MODELS 27521, 27116,
SE DECISION MADE: 12-SEP-2000

510(k) SUMMARY AVATLABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SWMMARIES OR 510(K) STATEMENTS
FOR FINAL DECTISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30--SEP--2000

MEDTRONIC SOFAMOR DANEK, INC. 510(k) NO: K002399
ATTN: RICHARD W TREHARNE PHONE NO : 901-396-3133

METRIKA, INC. 510(k) NO: KDOO8S5
PHONE NO ¢ 408-524-2255

SUNNYVALE, CA 94086

MICCR INC. 510(k) NO: KOO1717
ATIN: JEREMIAH CQOSTELIO PECNE NO : 412-487-1113
2855 OXFORD ELVD.

ALLISON PARK, PA 15101

MICRO THERAPEUTICS, INC. 510(k) NO: K002723
DS; REBAR MICRO CATHETER: REBAR-10 (1. 71='), 170 Qf, DUAL MA

ATIN: MARIEEILE AGUINALDO PHONE NO : 949-837-3700
2 GOODYEAR

IRVINE, CA 92618

MILLENNIUM BIOMEDICAL, INC. 510(k) NO: KDO1806
ATIN: JERRY KAENI PHONE NO : 909-621-7646
360 EAST BONTTA AVE.

POMONA, CA 91767

MRT DEVICES CORP. 510(k) NO: KDO2602

ATTN: THOMAS SCHUBERT PECNE NO : 262-524-1402
1515 PARAMXINT DRIVE

WAUKESHA, WI 53186

NARISHIGE 0O., LID. 510(k) NO: K002291
ATTN: MITSUKO YONEYAMA PHONE NO : 813 330 88383
27-9 MINAMIKARASUYAMA 4-CHCME

SETAGAY-KU, TOKYO,

NARISHIGE CO., LID. 510(k) NO: K002293

ATIN: MITSUKO YONEYAMA PHONE NO : 813 330 88383
27-9 MINAMIKARASUYAMA 4-CHOME

SETPAGAY-KU, TCKYO,

NARTSHIGE 0O., LID. 510(k) NO: K002653
ATTN: MITSUKO YONEYAMA PHONE NO : 813 330 88383

DEVICE: MIDIFICATION TO CD HORTZON SPINAL, SYSTEM

SE DECISICN MADE: 27-SEP-2000
510(k) SUMMARY AVAILAHIE FROM FDA

DEVICE: DRX HBAIC - FOR PRESCRIPTION HOME USE

SE DECISION MADE: 26~SEP-2000
510(k) SWMMARY AVATLABLE FRCM FDA

DEVICE: MICOR CONDUCTION CATHETER
SE DECISION MADE: 20-SEP-2000.
510(k) SUMMARY AVAILAELE FROM FDA

06-0CT-2000
Page-14

DEVICE: REBAR MICRO CATHETER: REBAR-10 (1.7F), 153 (M, DUAL MARKER BAN

SE DECISION MADE: 28-SEP-2000
510(k) ‘SUIMMARY AVATIAHIE FRCM FDA

DEVICE: REFRACTIVE SURGERY BLADES
SE DECISION MADE: 12-SEP-2000
510(k) SIMMARY AVATILAEIE FRCM FDA

DEVICE: OBC-63 MEEREAST ARRAY COIL
SE DECISION MADE: 0S5-SEP-2000
510(k) STATEMENT

DEVICE: MOTOR-DRIVE MANIPULATCR MM~89
SE DECISION MADE: 13-SEP-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: 3D MOTOR-DRIVEN COARSE MANIPULATCR MM-188NE

SE DECISION MADE: 13-SEP-2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: MMN-1 OCRRSE MANTPULATOR
SE DECISION MADE: 22-SEP-2000
510(k) SUMMARY AVATIARIF, FROM FDA -



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUIMMBRIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERIOD 01-SEP-2000 THROUGH 30-SEP-2000

1625 K STREET, NW, SUITE 1000
WASHINGTON, DC 20006-1604

NOBEL BIOCARE USA, INC.
ATIN: JEFF HAUSHEER
22725 SAVI RANCH PKWY.
YCORBA LINDA, CA 92887

NOF CORPCRATION

ATTN: ANN KUROWSKI
269A BALIARDVALE STREET
WILMINGTON, MA 01887

NOMOS (CRP.

ATIN: FRANCIS X DOBSCHA
2591 WEXFORD BAYNE RD., #400
SEWICKLEY, PA 15143

' 510(k)
PHONE

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 :

NO:
NO :

NORTEWEST MEDICAL PHYSICS BQUIPMENS1O0(k) I‘D'
PIHONE

ATIN: IEE MYERS
21031 67TH AVE. WEST
LYNNWOCD, WA 98036

NUMED, INC.

ATIN: NIGHELIE IAFLESH
2880 MAIN STREET
HOPKINTON, NY 12965

QASIS MEDICAL, INC.
ATIN: YVONNE FERNANDEZ
514 S. VERMINT AVE.
GLENDCRA, CA 91741

5

510(k) NO
PHONE NO

*
.
-
.

510(k) NO:
PHONE NO :

K002658
813 330 88383

K002659
813 330 88383

K980937
813-259-0348

K000643
714~282-4800

RO00975
978-658-6888

K993675
724-934-8242

¥001833
2 425-672-2841

K991977
315-328-4491

K001176
626-914-2891

06-0CT-200C
Page 15

DEVICE: MMO-202N THREE-AXTS JOYSTICK OIL HYDRAULIC MICROMANIPULATOR
SE DECISICN MADE: 22-SEP-2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: MMO-202ND THREE-AXTS HANGING JOYSTICK OIL HYDRAULIC MICROMANFU

SE DECISION MADE: 22-SEP-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: NICCRE MCDEL ESP -1
SE DECISION MADE: 15-SEP-2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: ' INPLANT ORTHODONTIC ANCHCR SYSTEM
SE DECISION MADE: 07-SEP-2000
510(k) SMMARY AVAITAELE FRCM FDA

DEVICE: LIPIDURE REWETTING DROPS
SE DECISION MADE: 25-SEP-2000
510(k) STATEMENT

DEVICE: PEREGRINE RADIATICN THERAPY DOSE CALCULATICON SYSTEM
SE DECISION MADE: O5-SEP-2000
510(k) SMMARY AVATLARLE FROM FDA

DEVICE: PREFERENCE TREATMENT SYSTEM
SE DECISION MADE: 28-SEP-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: TYSHAK, MIDEL, 102 AND Z-MED, MODEL 302
SE DECISION MADE: 27-SEP-2000
510(k) SMMMARY AVATLABLE FRCM FDA

DEVICE: DISPOSABLE MICROKERATCME BLADES-PE
SE DECISION MADE: 21-SEP-2000 .
510(k) SUMMARY AVAILAELE FRCM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 06-0CT--2000

MCRRIS PIAINS, NJ 07950-2231

OTTO BOCK CRTHOPEDIC INDUSTRY, DCSIO(k) NO:
ATIN: WILLIAM JACKSON PHONE NO
3000 XENTUM LANE, SUITE N

PLYMOUTH, MN 55441

CXFORD INSTRUMENTS 510(k) No:
ATIN: BARRY BRIGHT PHONE NO :
MANCR WY

QLD WOKING, SURREY,

KD00678
651-773-0002

K002544
148 377 0331

FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000 Page 16
CDIN TECHNCLOGIES LTD. 510(k) NO: KD02242 DEVICE: PCLESTAR N-10
ATIN: ADI ICKOWICZ PHONE NO : 972 4 9591010  SE DECISICN MADE: 20-SEP-2000
P.O. BOX 248 510(k) SUMMARY AVAILAELE FROM FDA
YOKNEAM ELIT,
OLYMPIC MEDICAL CCRP. 510(k) NO: KD01056 DEVICE: CLYMPIC WARM-UP
ATIN: JOSEPH P STEFANILE PHONE NO : 206-767-3500  SE DECISION MADE: 29-SEP-2000
5900 FIRST AVE., SOUTH 510(k) SUMMARY AVATIAELE FROM FDA
SEATTLE, WA 98108
CLYMPUS AMERICA, INC. 510(k) No: K994103 DEVICE: CLYMPUS UM-S30-25R ULTRASONIC PROBE AND ASSOCIATED ANCILIARY E
QUIPMENT FOR GASTROINTESTINAL TRACT
ATTN: IAURA STORMS-TYLER PHONE NO : 516-844-5688 SE DECISION MADE: 05-SEP-2000
TWO CORPCRATE CENTER DR. 510(k) SUMMARY AVATLARLE FROM FDA
MELVILIE, NY 11747-3157
CLYMPUS GPTICAL CO., LID. 510(k) No: KD01766 DEVICE: CLYMPUS XGIF-N20OH GASTROINTESTINAL VIDBOSCCPE
ATTN: IAURA STCRMS-TAYIOR PHONE NO : 631-844-5688 SE DECISION MADE: O8-SEP-2000
TWO CORFORATE CENTER DRIVE 510(k) SUMMARY AVAILAELE FROM FDA
MELVILLE, NY 11747-3157
QNCOGENE SCIENCE, INC. 510(k) NO: K994112 DEVICE: MANUAL HER-2/NEU MICROTITER ELISA (OSDI HER-2/NEU ELISA)
ATTN: WALTER P CARNEY PHONE NO : 617-492-7289 SE DECISION MADE: 29-SEP-2000
80 ROGERS ST. 510(k) SWMMARY AVATIARLE FROM FDA
CAMERIDGE, MA 02142
OON CORP. RESOURCES 510(k) NO: K002448 DEVICE: LATEX EXAMINATION GLOVES, POWDERED, (CONTAINS 100 MICROGREMS C
R LESS OF TOTAL WATER EXTRACTAELE PROTEIN PER GRAM).
ATIN: CLEMENT K K OON PHONE NO : 066 780 833 SE DECISION MADE: 11-SEP-2000
59 SENAWANG INDUSTRIAL ESTATE 510(k) STATEMENT
SEREMEMN,
CRASYSTEMS, LIC 510(k) NO: K000847 DEVICE: CRALUEE
ATTN: BERNARD SESSMAN PHONE NO : 973-267-5632 SE DECISION MADE: 27-SEP-2000
764 SPEEDWELL AVE. _
SULTE 4 510(k) STATEMENT

DEVICE: RAEBBITT/EVCLUTION PONERED WHEELCHAIR
SE DECISION MADE: 18-SEP-2000
510(k) SUMMBRY AVATIAELE FROM FDA

DEVICE: MEDILOG EXCEL 2 — HOLTER MANAGEMENT SYSTEM
SE DECISICN MADE: 13-SEP-2000
510(k) SUMMBRY AVATIARIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUIMMARIES OR 510(K) STATEMENTS _ 06-0CT-2000
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000 ' Page 17

PARTS EORT, LID. 510(k) NO: K002360
ATIN: CATHY SEBASTIAN PHONE NO : 804-530-1233
1801 WALTHALL CREEK IR.

CCEONIAL HEIGHTS, VA 23834

PERUSAHAAN PELINDUNG GE'IN'I (M) SDN510(k) NO: K0DO2111

ARDIAN POLYMER~COATED POWDERED EXAMINATION GLOVES. OONTAT .

ATTN: PETER YEW NIENG CHOON PHONE NO : 606 677 2781
EMPAT, SENAWANG INDUSTRIAL

ESTATE, 70450 SEREMBAN, NEGERI
SEMBILAN DARUL KHUSUS MALAYSIA,

PHILIPS MEDICAL SYSTEMS NCRTH AMERS10(k) NO: KO01796
ATIN: PETER ALTMAN PHONE NO : 203-926-7031
710 BRIDGEPORT AVE.

SHELTON, CT 06484

PHILIPS MEDICAL SYSTEMS NORTH AMERS510(k) NO: K001987
ATIN: PETER ALTMAN PHONE NO ¢ 203-926-7031
710 ERTDGEPORT AVENUE

P.O. BOX 860

SHELTON, CT 06484-0917

PHILIPS MEDICAL SYSTEMS NCRTH AMER510(k) NO: K002016

ATIN: PETER ALTMAN PHONE NO ¢ 203-926-7031
710 BRIDGEPORT AVE.
SHELTCN, CT 06484

PILLING WBCK SURGICAL 510(k) NO: K992476
ATIN: RICHARD G JONES PHONE NO : 800-523-6507
420 DELAWARE DR.

FORT WASHINGTON, PA 19034

PLATINUM SERVICES, INC. 510(k) NO: KOO1175
ATTN: NANCY Y STREET PHONE NO : 337-786-2911

115 BOISE STREET
DEQUINCY, IA 70633

POST OPERATIVE PAIN MANAGEMENT  510(k) NO: K001342

ATIN: CHARLES ROWLAND II PHNE NO : 440-526-5104
1 OORPCRATE CENTER

BROADVIEW HEIGHTS, CH 44147

PRIDE MOBILITY PRCDUCTS CORP. 510(k) NO: K001970

ATIN: GENE KULCN PHCONE NO ¢ 570-655~-5574

182 SUSQUEHANNA AVE.
EXETER, PA 18643

DEVICE: (TOUD CQUFF
SE DECISICN MADE: 26-SEP-2000
510(k) SUMMARY AVAITARIE FRCM FDA

DEVICE: RUBBERCARE POLYMER-CORTED POWDERED LATEX EXAMINATICN GLOVES/GU
SE DECISION MADE: 08-SEP-2000

510(k) SRMARY AVATIABRIE FROM FDA

DEVICE: GYROSCAN INTERA (R7.5)

SE DECISICN MADE: 06-SEP-2000
510(k) SIMMARY AVATIABLE FROM FDA

DEVICE: EXPLORER GRADIENT
SE DECISICN MADE: 06-SEP-2000

510(k) SRARY AVATIARLE FROM FDA

510(k) SRMARY AVAITARTE FROM FDA

DEVICE: PILLING WBECK SURGICAL HEART STABILIZER REMWARLE PADS
SE DECISICN MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: SERAGARD VASCULAR ACCESS PATCH
SE DECISION MADE: 18~SEP-2000
510(k) STATEMENT

DEVICE: P.O.P. PAIN KIT
SE DECISICN MADE: 07-SEP-2000
510(k) SIMARY AVAITABLE FROM FDA

DEVICE: JET 1 POWERED WHEELCHATR
SE DECISICN MADE: 26-SEP-2000
510(k) SUMMARY AVAILAELE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY

BQUIVALENT
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-SEP-2000 THROUGH

510 (k) NO:

PRIMELINE MEDICAL PRODUCTS, INC.

D EAR-I0OP, PROCEDURE MASK PM4-306

ATTN: KATHERINE CO PHONE NO :
10707 100TH AVE., SUITE 300

EDMONTON, ALEERTR,

PROCTER & GAMELE (0. 510(k) NO:

TAMPCNS, OPEN END FLUSHABLE APPLICATCOR

ATTN: MARK M ANDERSON PEHONE NO 2
6100 CENTER HILL AVENUE

CINCINNATI, COH 45224

PROSTEC LIC 510(k) No:
ATIN: AL WEISENBCRN PHONE NO :
19526 EAST LBKE DRIVE

MIRMI, FIL. 33015

PURTTAN BENNETT CCRP. 510(k) NO:
ATTN: DARIN BUSCH PHONE NO :
2800 NORTHWEST BIVD.

MINNEAPCLIS, MN 55441

PURNABINA SDN BHD 510(k) NO:
ATIN: LIEW YOON FONG PHONE NO ¢

QINGDAO BESTEX RUBBER & PLASTIC PR510(k) NO:
MICROGRAMS CR LESS)
ATIN: ZECHIBN SHRO
205 NORTH BAYVIEW AVE.
UNIT 4

SUNNYVALE, CA 94086

QRS DIAGNOSTIC, LIC
ATIN: JIIL R KRALL
14755 27TH AVE.NCRTH
PLYMOUTH, MN 55447

QUEST MEDICAL, INC.
ATTN: DOUG BRYAN
ONE ALIENTOWN PKWY.
ALLEN, TX 75002

R-GROUP INIL.

ATIN: KERRY ANNE KAHN

2321 N.W. 66TH CT., SUITE W-4
GAINESVILIE, FL 32653

K001951
780 497 7600

K002096
513-643-5196

K001366
305-829--3437

K002001
763-694-3563

K994420
607 787 9128

K002087
408-739-4729

K001995
763-559-8560

K002366
972-390-9800

K001599
352-378-3633

06-0CT-2000

(SE) 510(K) SWMMARIES OR 510(K) STATEMENTS
30-SEP-. Page 18

-2000

DEVICE: PRIMED PLEATED TIE-BACK, PROCEDURE MASK PM4-305, PRIMED PLEATE
SE DECISICN MADE: - 08-SEP--2000

510(k) STATEMENT

DEVICE: TAMPAX SATIN TAMPONS, CLOSED END FLUSHABLE APPLICATCR; TAMPAX
SE DECISION MADE: 0S8-SEP-2000

510(k) SIMMARY AVAITARLE FROM FDA

DEVICE: PROSTEC 1251 BRANCHYTHERAPY SNAPSEED
SE DECISICN MADE: 19-SEP-2000
510(k) SMMARY RAVAITARLE FROM FDA

DEVICE: BREEZE SLEEPGEAR WITH DREAMSEAL
SE DECISION MADE: 06-SEP-2000
510(k) SMARY AVAILARLE FROM FDA

DEVICE: POADER FREE LATEX EXAMINATION PATIENT GLOVES
SE DECISICN MADE: 18-SEP—2000
510(k) STATEMENT

DEVICE: BESTEX POWDER-FREE LATEX EXAM GLOVES WITH LABELING CIATM. (50
SE DECISION MADE: 13-SEP-2000
510(k) STATEMENT

DEVICE: SPIRCXCARD DIAGNOSTIC SPIRCMETER AND PULSE OXIMETER
SE DECISION MADE: 0S-SEP-2000
510(k) SUMMARY AVAITAELE FROM FDA

DEVICE: QUEST MPS BACK-UP SYSYEM
SE DECISION MADE: 18-SEP-2000
510(k) SUMMARY AVAITAELE FROM FDA

DEVICE: ACTI-FLEX IV ADMINISTRATION SET
SE DECISION MADE: 18-SEP-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIAILY BQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-SEP-2000 THROUGH 30-SEP-2000

RADIQEIER MEDICAL A/S
RONO

INDIANARCLIS, IN 46250-0457

ROCHE DIAGNOSTICS CCRP.
ATIN: MIKE FLIS

9115 HAGUE RD.
INDIANAPQLIS, IN 46250-0457

ROCHE DIAGNOSTICS CORP.
ATTN: KAY A TAYICR -

9115 HAGUE RD.
INDIANAPCLIS, IN 46250-0457

SEMLER TECHNCLOGIES, INC.
ATIN: HERBERT J SEMLER

501 S.E. COLIMBIA SHORES BLVD.

SUITE 100
VANCOUVER, WA 98661-8064

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHEONE MO :

510(k) NO:
PHONE

510(k) NO:
PHEONE NO :

510(k) No:
PHOINE NO

510(k) NO:
PHONE NO :

K002290
45 382 73827

K0D0O705
724~733-5866

K002465
724~733-5866

K001800
860-437-4609

K994348
317-576-3742

K001907
317-576-3830

K002609
317-576-3544

K002051
461 818 0700

K002767
360~-699-3000

06~-0CT-2000
Page 19

DEVICE: AHI~700 SERIES, MODEL ABL 7XX (VARICIJS MCDELS)
SE DECISICN MRDE: 13—SE'P—2000
510(k) SMMRRY AVAILARIE FROM FDA

DEVICE: RESPIRCNICS SIIHOUETTE NASAL MASK, MODELS 1003224 AND 1003223
SE DECISICN MADE: 08-SEP-2000
510(k) SIMMARY AVATLABIE FRCM FDA

DEVICE: SPECTRUM 2 REUSABLE FULL FACE MASK, MZDEL1004884AND1004876
SE DECISION MADE: O8-SEP--2000
510(k) SWMARY AVAILARIE FROM FDA

DEVICE: ACCUWARM EMG HEAT LAMP
SE DECISION MADE: 12-SEP-2000
510(k) STATEMENT

DEVICE: COAGUCHEK S SYSTEM, MODEL 2138280
SE DECISION MADE: 06~SEP-2000

510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: CAMIT DIABETES MANAGEMENT SOFTWARE
SE DECISION MADE: 05-SEP-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: TINA-QUANT RHEUMATOID FACTORS II'IES'I‘SYS'IIM
SE DECISION MADE: 05-SEP-2000
510(k) SMARY AVAILABIE FROM FDA

DEVICE: INVIDOS
SE DECISICN MADE: 05-SEP-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: CCMPRESSAR FEMORAL, ACCESS OCMPRESSION DEVICE
SE DECISION MADE: 27-SEP-2000

510(k) SIMMARY AVAILAEIE FROM FDA



SUE&ITER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-SEP-2000 THROUGH 30-SEP-2000

SHOFU DENTAL CORP.

ATIN: CINDY RHOADES

4024 BOHANNCN DR.

MENIO PARK, CA 94025-1096

SMV AMERICA

ATTN: LONNTE MIXON
8380 DARROW RD.
TWINSBURG, CH 44087

SOMANETICS OORP.
ATIN: RCNAID A WIDMAN
1653 EAST MAPLE RD.
TROY, MI 48083-4208

SOPHYSA SA
ATTN: JACUELINE MASSE
70 WALNUT STREET
WELLESLEY, MA 02481

SPINECLOGY GROUP, LIC
ATIN: PAMEIA SNYDER
1815 NCRTHAESTERN AVE.
STILUWATER, MN 55082

STANDARD IMRGING, INC.
ATTN: RAYMOND RIDULE
7601 MIRPHY DRIVE
MIDDLETCN, WI 53562-2766

STELKAST (0.

ATIN: DQNALD A STEVENS
800 VINIAL ST. #210
PITTSBURGH, PA 15212

STELKAST Q0.

ATIN: DCONALD A STEVENS
800 VINIAL ST. #210
PITTSBURGH, PA 15212

SURGICAL INSIGHTS, INC.
ATIN: XN T LEA

1840 QAK AVENUE
EVANSTON, IL 60201

SURGICAL SPECIALTIES OCRP.
ATIN: LINDA F TEXTER

100 DENNIS DR.

READING, PA 19606

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)
PHONE

.
»
.
.

NO
NO
510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

K002461
650-324-0085

K002553
330-425-1340

K001842
248-689-3050

992465
781~239-8108

K002371
651-351~1011

K002833
608-831-0025

K001984
412-322-8280

K002796
412-322-8280

K001642
847-866~1816

K001765
610-404-1000

06-0CcT-2000
Page 20

DEVICE: HY-BOND POLYCARBOXYIATE TEMPORARY DENTAL CEMENT
SE DECISION MADE: 26-SEP-2000
510(k) STATEMENT

DEVICE: DS DS I-SERIES
SE DECISION MADE: 15-SEP-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: ADULT/PEDIATRIC CEREERAL OXIMETER, MODEL INVOS 5100
SE DECISION MADE: 15-SEP-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: SOPHY SUS PRESSURE ADJUSTAELE VALVE
SE DECISION MADE: 21-SEP-2000
510(k) SRMARY AVAILABLE FROM FDA

DEVICE: K~CENTRUM ANTERIOR SPINAL FIXATION SYSTEM
SE DECISION MADE: 15-SEP-2000
510(k) SMMARY AVAITABLE FROM FDA

DEVICE: MODIFICATION TO STANDARD IMAGING PT 1000 IQN CHAMEER
SE DECISION MADE: 28-SEP-2000
510(k) SUMMRRY AVAILAELE FROM FDA

DEVICE: PROGENY FORGED COCR CEMENTED FEMORAL COMEONENT
SE DECISION MADE: 27-SEP-2000
510(k) STATEMENT

DEVICE: MODIFICATION TO PROVIDENT HIP SYSTEM
SE DECISICN MADE: 28-SEP-2000
510(k) STATEMENT

DEVICE: INSIGHT IMAGE GUIDED SURGICAL SYSTEM
SE DECTSION MADE: 12-SEP-2000
510(k) SMMARY AVATIABLE FRCM FDA

DEVICE: LOCK COLLAGEN SPACERS, MODEL 1514B
SE DECISION MADE: 07-SEP-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
000 THROUGH 30-SEP-2000

RRFDQALDEDISIQ]SRENDERE_DD‘RII‘GTHEPERIGJOI—SEP—Z

PAOLI, PA 19301-1222

SYNTHES (Ush)

ATIN: ANGELA J SILVESTRI
P.O, BOX 1766

1690 RUSSELL ROAD

PACOLI, PA 193011222

)
ATIN: JONATHAN GILEERT
1690 RUSSELL ROAD
PACLI, PA 19301

SYNTHES (USA)

TSB) FCR DHS (LINE EXTENSION)
ATIN: BONNIE J SMITH

1690 RUSSELL RD.

PACLI, PA 19301

TERIMO MEDICAL CORPCRATION
ATTN: GARRY A COURTNEY
125 BIUE BALL ROAD

ELKTON, MD 21921

MELVIIIE, NY 11747

THERATEST LABCRATORIES, INC.
ATIN: MARIUS TECDCRESCU
2201 WEST CAMPEFELL, PRARK DR.
CHICAGO, IL 60612-3501

THORATEC LABORATCRIES CQURP.

SHORT STANDARD CURVE, VASCULAR GRAFT
MIDDLEBROCK

ATTN: DONALD A
6035 STONERIDGE DR.
PLEASANTON, CA 94588

TRILLIWM DIAGNOSTICS, 1IC.
ATIN: BRIXE H DAVIS
5 TAMARLANE
PORTLAND, ME 04103

510(k) NO:
PHONE NO :

510(k)
PHONE

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO :

510(k) NO:
PHONE NO :

PHONE NO ¢

510(k) NO:
PHCNE NO :

510(k) NO:
TUNNELER

K001941
610-647-9700

K001945
610-647-9700

K002517
610-647-9700

K002710
610-647-9700

K002026
800-283-7866

KO000095

K002559
312-226-2283

K001926

K002511
207-842-7914

ACCESSCRIES
925-847-8600

DEVICE: SYNTHES

FOOT SYSTEM

MCDULAR
SE DECISION MRDE: 22-SEP-2000
510(k) SWMARY AVAILARIE FROM FDA

DEVICE: SYNTHES (USA) MEDIAL DISTAL TIBIA PIATES'

SE DECISICN MRDE: 22-SEP-2000
510(k) SMM@RY AVAIIARIE FROM FDA

DEVICE: USS VAS

SE DECISION MADE: 12-SEP-2000
510(k) SMMARY AVATLABLE FROM FDA

06~0CT-2000
- Page 21

DEVICE: MCDIFICATION TO SYNTHES (UsA) TROCHANTER STABILIZATION PLATE (

SE DECISICN MADE: 29-SEP-2000
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: CAPIOX ARTERTAL FILTER
SE DECISION MADE: 06-SEP-2000
510(k) SMMARY AVAIIABLE FROM FDA

DEVICE: OLYMPUS SONOSURG TROCAR XT3900 SYSTEM

SE DECISION MADE: 26-SEP-2000
510(k) SMMARY AVAIIARIE FRCM FDA

DEVICE: EL-ANA PROFILES-2K1
SE DECISION MADE: 12-SEP-2000

510(k) STATEMENT

mVIGB:VA&IJLAR@AFTTUM‘IE[ER-SBN]ARDQJRVE,MIDGJRVE, FULL CURVE,

SE DECISION MADE: 22-SEP-2000
510(k) SWMMARY AVATTABLE FRCM FDA

DEVICE: FETALTRCL

SE DECISION MADE: 11-SEP-2000
510(k) SWMMARY AVATIABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CURH SUBSTANTIALLY BEQUIVALENT
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-SEP-2000

U.S. IOL, INC.

ATIN: TERESA BURTON
2500 SANDERSVILLE RD.
LEXINGTON, KY 40511

UTRAH MEDICAL PRODUCIS, INC.
ATIN: KEVIN L CORNWELL
7043 soUTH 300 WEST
MIDVALE, UT 84047-1048

VILIA SISTEMI MEDICRLI S.P.A.
ATIN: JEFF MOELLER

11550 WEST KING STREET
CHICAGO, IL 60131

VITALOGRAPH INC.
ATIN: PHIL HEMES
8347 QUIVIRA RD.
1LENEXA, KS 66215

WOLFE TCRY MEDICAL, INC.
ATIN: TIM WOLFE

79 WEST 4500 SOUTH, SUITE 21
SALT LAKE CITY, UT 84107

510(k) NO:
BIORE MO :

510(k) NO
PHONE NO

[
-
.
.

510(k) NO:
PHONE NO @

510(k) NO:
PHONE RO :

510(k) NO:
PHONE NO ¢

510(k) NO:

K001768
859-259-4925

K001874
801-569-4039

K002432
847-288-7000

KR000599
913-885-4221

K002255
801~281~3000

K002579

TH PROTEIN CONTENT IABELING CLATM (50 MICROGRAM CR LESS)

ATIN: MOHD HAIZAN HUSSEIN

Y-BEAM TECHNCLOGIES, INC.
ATIN: JUDY F GORDON
18732 SAGINAW

IRVINE, CA 92612

ZOLL MEDICAL COCRP.
ATIN: PAUL DIAS

32 SECCND AVE.
BURLINGTON, MA 01803

ZYMED MEDICAI INSTRUMENTATICN
ATIN: GRETEL, LUMLEY

1201 B NORTH RICE AVENUE
OXNARD, CA 93030

PHONE NO : 60 3 87069788

510(k) NO:
PHONE NO @

510(k) NO:

PHONE NO ¢

RO00727
949-854-6314

K002029
781~-229-0020

KD02004
800-235-5941

06~0CT-2000

(SE) 510(K) SRMARIES OR 510(K) STATEMENTS
30~SEP- Page 22

2000

DEVICE: OOCU-FLO PUNCIUM PLUGS

510(k) SMMARY AVAILABLE FRCM FDA

DEVICE: PERIPHERAILY INSERTED CENTRAL CATHETER
SE DECISICN MADE: 25-SEP-2000
510(k) SMMARY AVAILABLE FRCM FDA

DEVICE: SIRATO X
SE DECISION MADE: 01-SEP-2000
510(k) SIMMARY AVAITABIE FRCM FDA

DEVICE: VITAIOGRAPH BASE STATION
SE DECISION MADE: 08-SEP-2000
510(k) STATEMENT

DEVICE: LARYNGO-TRACHEAL MUCOSAL ATOMIZATION DEVICE (MADGIC)
SE DECISION MRDE: 18-SEP-2000
510(k) SMMARY AVAITABIE FROM FDA

DEVICE: DERMAGRIP POWDERFREE POLYMFR COATED LATEX EXAMINATION GLOVE WI
SE DECISION MADE: 08-SEP-2000
510(k) SUMMARY AVAILAHLE FRCM FDA

DEVICE: BUFFLIGHT CLT SURGICAL LASER SYSTEM
SE DECISION MADE: 19-SEP-2000
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: ZOLL M SERTES NIBP OPTION, MODEL MSERIES NIEP OPTION
SE DECISION MADE: 21-SEP-2000
510(k) STATEMENT

DEVICE: ‘ZYBIT
SE DECISION MADE: 21-SEP-2000
510(k) SUMMARY AVATLAELE FROM FDA
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TOTAL 510(k)s THIS PERICD 199
TOTAL WITH SIMMARIES 148

TOTAL WITH STATEMENTS 51



