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NRZ Ablation System, High Intensity Focused Ultrasound (Hifu), Mr-Guided 3
MOz Acid. Hyaluronic. Intraarticular 3
MMU Adhesive, Denture, Acacia And Kar. With iumB ... Karaya And Sodium Borate With Or Without... 872.3400 3
KOS Adhesive, Denture, Carboxymethylcellulose Sodium A ... Carboxymethylcellulose Sodium And Cation... 872.3420 3
KOR Adhesive, Denture, Karaya With Sodium Borate Karaya And Sodium Borate With Or Without... 872.3400 3
KON Adhesive. Denture. Pol lamide Polymer (Modifie ... Polyacrylamide Polymer (Modified Cationi... 872.3480 3
KGF Adhesive. Tissue For Aneurysmorrhaphy 3
LMF Agent. Absorbable Hemostatic. Collagen Based Absorbable Hemostatic Agent And Dressing... 878.4490 3
LMG Agent. Absorbable Hemostatic. Non-Collagen Based Absorbable Hemostatic Agent And Dressing... 878.4490 3
LNM Agent. Bulking. Injectable For Gastro-Urology Use 3
MFE Agent, Inj le. Emboli 3
LIX Aid, Cardiopulmonary Resuscitation External Cardiac Compressor 870.5200 3
LzP Aid. Surgical. Viscoelastic Intraocular Fluid 886.4275 3
HEO Analyzer, D ri Obstetric Data Analyzer 884.2050 3
MOA Analyzer. Diagnostic., Fiber Optic (Colon) 3
BSD Analyzer, Gas. Nitrogen. Partial Pressure, Blood-Phase, Non-Indwelling 3
JED Analyzer, Oxyhemoglobin Concentration. Blood-Ph Indwelling Blood Oxyhemoglobin Concentra... 868.1120 3
MYN Analyzer.Medical Image 3
MTP Antibody To Htlv-1. Elisa 3
NAF Antigen(Complexed).Prostate Specific.(Cpsa) 3
MJIB Antigen. Cancer 549 3
NPT Aortic Valve, Prosthesis. Per n ly Deliver 3
BWL Apparatus. Electronanesthesia Electroanesthesia Apparatus 868.5400 3
FLD Apparatus, Hemoperfusion, Sorbent Sorbent Hemoperfusion System 876.5870 3
LNB Appli r. Hyperthermia, D Heatin ltr n 3
LMZ Applicator, Hyperthermia. Interstitial 3
LNC Applicator. Hyperthermia. Superficial. Rf/Microwave 3
LOZ Artificial Heart 3
0zQ Artificial Pancreas Device System. Bihormonal Control 3
ozP Artificial Pancr Devi m. Single Hormonal Control 3
0z0 Artificial Pancreas Device System. Threshold Suspend 3
MGI Aspirator. Ultrasonic 3
MAN Assay. Interleukin 3
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Product Classification

MzO Assay.Enzyme Linked Immunosorbent.Hepatitis C Virus 3
MYL A Enzyme Linked Immunosorbent,Parvovirus B19 | 3
MYM Assay.Enzyme Linked Immunosorbent.Parvovirus B19 lgm 3
MzZP 3
MPC Atrial Defibrillator DC-Deffribrillator (Including Paddles) 870.5300 3
PAA Automated Breast Ultrasound 3
MKJ Automated External Defibrillators (Non-Wearable) Automated External Defibrillator 870.5310 3
HFY Band, Tubal Occlusion Contraceptive Tubal Occlusion Device (TO... 884.5380 3
MCN Barrier. Absorable. Adhesion 3
OBD Barrier. Adhesion rdiov lar 3
NQA Biologic Material, Dental Bone Grafting Material 872.3930 3
NRQ Blade-Form Endosseous Dental Implant Endosseous Dental Implant 872.3640 3
NPZ Bone Grafting Material, Dental, With Biologi mp ... Bone Grafting Material 872.3930 3
NVC Bone, Heterograft Bone Heterograft 888.3015 3
ooy Bronchial Thermoplasty System 3
LTQ Calibrator For Alpha-Fetoprotein In Mid-Pregnancy Maternal Serum 3
FIQ Cannula, A-V_Shunt Blood Access Device And Accessories 876.5540 3
LLQ rvical ntr iV 3
MXM Cap.Cooling (Infants 3
LPB Cardiac Ablation Percutaneous Catheter 3
LOG Catheter. Balloon For Retinal Reattachment 3
MKN Catheter. Balloon. Transcervical 3
: | MCX Catheter. Coronary, Atherectomy 3 1
MSD Catheter. Hemodialysis. Implanted Blood Access Device And Accessories 876.5540 3
NYU Catheter. Hemodialysis. Implanted. Coated Blood Access Device And Accessories 876.5540 3
NIF heter. Hemodialysis. Triple Lumen. Implan Blood Access Device And Accessories 876.5540 3
HBZ Catheter, Intravascular Occluding Intravascular Occluding Catheter 882.5150 3
NUF Catheter, Neuro-Vasculature, Occluding Ballon Intravascular Occluding Catheter 882.5150 3
MAD heter, Per n Valvulopl. 3
NWX Catheter. Percutaneous Transluminal Coronary Angioplasty (Ptca). Cutting/Scoring 3
OAE 3
OAD theter, Percutan rdiac Ablation, For Treatment Of Atrial Flutter 3
LNY Catheter. Percutaneous. Long Term. Intraspinal 3
LLX Catheter, Sampling. Chorionic Villus 3
LFJ Catheter. Subclavian Blood Access Device And Accessories 876.5540 3
LMN Ceramics. Calcium Triphosphate/Hydroxypatite. Non-Load Bearing Uses 3
HEH Chamber, Decompression. Abdominal Abdominal Decompression Chamber 884.5225 3
NYQ Chromogenic In Situ Hybridisation, Nucleic Acid Amplification. Her2/Neu Gene. Breast Cancer 3
HGB Clip. Tubal Occlusion Contraceptive Tubal Occlusion Device (TO... 884.5380 3
NUB Colonic Irrigation System, General Well Being Colonic Irrigation System 876.5220 3
LXW Column, Adsorption. Low Density. Lipoprotein 3
LQQ Columns. Immunoadsorption In Extracorporeal Systems 3
DRM mpr r. Cardiac, External External Cardiac Compressor 870.5200 3
OBY Condom. Female. Animal Tissue Female Condom 884.5330 3
MBU Condom, Female, Single-Use Female Condom 884.5330 3
MJS Contrast Media. Ultrasound 3
LHE Controller. Closed-Loop Blood Glucose 3
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Product Classification

LSX Controller. Closed-Loop. Blood-Pressure

FBY ler, Esoph | An: ri

FBZ Cooler. Prostatic

NIQ Coronary Drug-Eluting Stent

PAB Cytomegalovirus (Cmv) Dna Quantitative Assa

DRK Dc-Defibrillator, High Energy. (Including Paddles) DC-Defribrillator (Including Paddles) 870.5300
NIK Defibrillator. Automatic Implantabl rdioverter, With Cardi nchronization -D

MRM Defibrillator. Implantable. Dual-Chamber

LPC Device. Angioplasty. Laser. Coronary

EWT Device. Antichoke. Suction Suction Antichoke Device 874.5350
EWW Device, Antichoke, Tongs Tongs Antichoke Device 874.5370
DRN Device. Counter-Pulsating. External External Counter-Pulsating Device 870.5225
FAO Device, Cystometric, Air

MDD Device. Dermal Replacement

GXC Device, Electroconvulsive Therapy Electroconvulsive Therapy Device 882.5940
MGB Device. Hemostasis. Vascular

FHW Device, Impotence, Mechanical/Hydraulic Penile Inflatable Implant 876.3350
EZY Device, Incontinence, Mechanical/Hydraulic Implanted Mechanical/Hydraulic Urinary C... 876.5280
HDT Device, Intrauterine, Contraceptive And Introducer Contraceptive Intrauterine Device (IUD) ... 884.5360
EGJ Device, lontophoresis, Other Uses lontophoresis Device 890.5525
MTV Device, Needle Destruction

KNH Device, Occlusion, Tubal, Contraceptive Contraceptive Tubal Occlusion Device (TO... 884.5380
LGA Device. Oxidase Test For Gonorrhea Oxidase Screening Test For Gonorrhea 866.2420
LMQ Device, Peritoneal A n Implan

MFA Device. Removal. Pacemaker Electrode. Percutaneous

LOA Device, Testicular Hypothermia

MNB Device, Thermal Ablation, Endometrial

MIK Device. Ultrasonic. Thermal Ablation

LWX Device. Laser Peripheral Angioplasty

HPH Diathermy, Microwave, For Use Other Than Applying ... Microwave Diathermy 890.5275
ILX Diathermy. Shortwave, For Use Other Than Applying ... Shortwave Diathermy 890.5290
LXF Diathermy, Ultrasonic, For Use Other Than Applying ... Ultrasonic Diathermy 890.5300
OTE Digital Breast Tomosynthesis

HDN Dilator, Cervical. Expandable Expandable Cervical Dilator 884.4250
LOB Dilator. Cervical, Synthetic Osmotic

HHG Dilator. Cervical, Vibratory Vibratory Cervical Dilators 884.4270
MGR Dressing. Wound And Burn. Interactiv

0JX Drug Eluting Permanent L eft Ventricular (Lv) Pacemaker Electrode

NVN Drug Eluting Permanent Right Ventricular (Rv) Or Right Atrial (Ra) Pacemaker Electrodes

Oowo Drug-Eluting Sin n

HIQ Electrode. Clip. Fetal Scalp (And Applicator Fetal Scalp Clip Electrode And Applicato... 884.2685
LHY Electrode, Stabilized Epidural Spinal

MWD Electrosurgical.Radio Fr: ncy.Refractive rrection

LKV Enzyme Immunoassay. Fetal Fibronectin

LZS Excimer Laser m

OME Extracorporeal Shock Wave Treatment

MBJ Eastener. Fixation. Biodegradable. Hard Tissue
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Product Classification

MBS Eiller. Bone Void, Non-Osteoinduction 3
NEK Eiller, Recombinant Human Bone Morphogenetic Protein llagen ffold With Metal Prosthesi 3
MPW Eiller. Recombinant Human Bone Morphogenetic Protein. Collagen Scaffold. Osteoinduction 3
NEG Einger Semi-Constrained Pyrolytic Carbon Uncemented Prosthesis 3
LTY Elui logical Collection 3
LTA Eluid. Hysteroscopy 3
LWL Fluid. Intraocular Intraocular Fluid 886.4275 3
OWE Eluorescence In Situ Hybridization. Anaplastic Lymphoma Kinase. Gene Rearrangement 3
NXG Eluorescence In Situ Hybridization. Topoisomerase li Alpha. Gene Amplification And Deletion 3
LPO Within Eye To Pl Pr re On D he ... Intraocular Gas 886.4270 3
JOR Generator, Pulsatile Flow. Cardiopulmonary Bypass Cardiopulmonary Bypass Pulsatile Flow Ge... 870.4320 3
NBN Generator, Shock-Wave. For Pain Relief 3
MPI lenoid F Prosthesi Glenoid Fossa Prosthesis 872.3950 3
MUQ Glue Surgical Arteries 3
LGB Gonococcal Antibody Tests Gonococcal Antibody Test (GAT) 866.3290 3
MUR Graft. Sclera. Reinforcement 3
MCI Graft. Vascular., Hemodialysis Access. Synthetic/Biological Composite 3
MIE Heart-Valve, Allograft 3
LWQ Heart-Valve. Mechanical 3
LWR Heart-Valve. Non-Allograft Tissue 3
LQI Hepatitis Delta Serological Reagents 3
MKT Hepatitis Viral B Dna Detection 3
LTC Hyaline Membrane Disease Assay 3
OKN Hyperthermia System, Bladder Cancer Treatment, With Chemotherapy 3
NCL Imager. Breast. Electrical Impedance 3
NKF Immunohistochemistry Anti A -Ki Immunohistochemistry Reagents And Kits 864.1860 3
NQF Immunohistochemistry Assay. Antibody. Epidermal Gr ... Immunohistochemistry Reagents And Kits 864.1860 3
LEI Implant, Anti-Gastroesophageal Reflux 3
NCO Implant, Cartilage. For Articular Cartilage Repair 3
MCM Implant. Cochlear 3
LMI Implant. Collagen For Non-Aesthetic Use 3
LMH Implant, Dermal, For Aesthetic Use 3
MPV Implant, Hearing. Active. Middle Ear. Partially Implanted 3
OAF Implant. Hearing. Active. Middle Ear. Totally Implanted 3
LTI Implant, Intr tric For Morbi it 3
LWS Implantable Cardioverter Defibrillator (Non-Crt) 3
DXY Implantable Pacemaker Pulse-Generator Implantable Pacemaker Pulse Generator 870.3610 3
LWP Implantable Pulse Generator. Pacemaker (Non-Crt) 3
GZA Implanted Cerebellar Stimulator Implanted Cerebellar Stimulator 882.5820 3
GZE Implanted Diaphragmatic/Phrenic Nerv imulator Implanted Diaphragmatic/Phrenic Nerve St... 882.5830 3
MIP Implanted Fecal Incontinence Device 3
MLQ nhibitor, Peridural Fibrosis (Adhesion Barrier) 3
HHS Insert, Tubal lusion Contraceptive Tubal Occlusion Device (TO... 884.5380 3
NCT Instrument. Glucose. Noninvasive Technology 3
MPJ Interarticular Disc Prosthesis (Interpositional Im ... Interarticular Disc Prosthesis (Interpos... 872.3970 3
ouT Intracranial Aneurysm Flow Diverter 3
HQL Intraocular Lens Intraocular Lens 886.3600 3

http://www.accessdata.fda.gov/...arch=1&Submission_Type_ID=&DeviceName=&ProductCode=&DeviceClass=3&ThirdParty=&Panel=&RegulationNumber=&PAGENUM=500[1/2/2013 4:33:39 PM]


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4709
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4238
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4716
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4237
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3657
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3656
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3884
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2809
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2802
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3881
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=785
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4235
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1220
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=948
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3062
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3971
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2005
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=935
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=918
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=919
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3224
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3227
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=649
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2026
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4887
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4395
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4397
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1985
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4236
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1536
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5318
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5317
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1539
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1543
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2003
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=920
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=771
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=917
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3297
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3300
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2011
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4710
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3541
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=652
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1221
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3431
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3846

Product Classification

OGO Intraocular Pressure Lowering Implant 3
NVB Intraocular, Pressure Measuring Device Intraocular Pressure Measuring Device 886.4280 3
MOU Intravascular Radiation Delivery System 3
LZD Joint, Temporomandibular, Implant Total Temporomandibular Joint Prosthesis... 872.3940 3
LPJ Kit, Assay, Estrogen Receptor Immunohistochemistry Reagents And Kits 864.1860 3
LPI Kit, Assay, Progesterone Receptor Immunohistochemistry Reagents And Kits 864.1860 3
DQP Kit. Balloon Repair heter Catheter Balloon Repair Kit 870.1350 3
KYQ Kit, Chemical Snake-Bite Chemical Cold Pack Snakebite Kit 880.5760 3
MAQ Kit, Dna Detection, Human Papillomavirus 3
ovYB Kit. Rna Detection. Human Papillomavirus 3
MTK Kit. Sample Collection. Hiv 3
LOK Kit, Test, Alpha-Fetoprotein For Neural Tube Defects 3
MCL Kit. Test. In Vitro Periodontal 3
LOI Laser. Neodymium:yag. Ophthalmic For Uses Other Than Posterior Capsulotomy & Cutting Pupillary 3
LKW Laser, Neurosurgical 3
LLF Laser. Neurosurgical. Argon 3
NUU Lens, Contact, Orthokeratology. Overnight Rigid Gas Permeable Contact Lens 886.5916 3
MTA Lens, Intraocular, Phakic. 3
MJIP Lens. Intraocular, Toric Optics Intraocular Lens 886.3600 3
NIZ Lens. Iris Reconstruction Intraocular Lens 886.3600 3
MFK Lens. Multifocal Intraocular Intraocular Lens 886.3600 3
MWL Lens.Contact(Rigid Gas Permeable)-Extended Wear Rigid Gas Permeable Contact Lens 886.5916 3
NAA Lens.Intraocular.Accommodative Intraocular Lens 886.3600 3
LPM Len ft Contact, Exten Wear Soft (Hydrophilic) Contact Lens 886.5925 3
LML Ligaments And Tendons. Synthetic 3
OAY Light Source System, Diagnostic Endoscapic 3
MMY Lipoprotein. Low Density, Removal 3
NCV Lithotripter, Shockwave (For Treating Gallbladder Stones) 3
MPL Mandibular Condyle Prosthesi Mandibular Condyle Prosthesis 872.3960 3
LPG Material. Dressing. Surgical. Polylactic Acid 3
NPE Material, Embolization. Neurovascular, Polymerizing Or Precipitating 3
KFJ Materials. Repair Or Replacement. Pacemaker Pacemaker Repair Or Replacement Material... 870.3710 3
LQB Medical Computers And Software For Ophthalmic Use 3
BYS Membrane. Lung. (For Long-Term Respiratory Support... ~ Membrane Lung For Long-Term Pulmonary Su... 868.5610 3
KRN Metal Cemented Constrained Femorotibial Knee Prost ... Knee Joint Femorotibial Metallic Constra... 888.3480 3
KYM Metallic Cemented Glenoid Hemi-Shoulder Prosthesis Shoulder Joint Glenoid (Hemi-Shoulder) M... 888.3680 3
LMX Meter. ndi 3
LZL Micro-Condom Glans Sheath 884.5320 3
DQG Microsphere, Trace Trace Microsphere 870.1360 3
NAW Microspheres Radionucli 3
LME Monitor. Blood-Flow. Cerebral. Thermal Diffusion 3
HGO Monitor, Electroencephalographic. Fetal (And Acces ... Fetal Electroencephalographic Monitor 884.2620 3
LLT Monitor, Fetal Ph 3
L Monitor. Intracranial Pressure. Implanted 3
JEZ Monitor, Lung Water Measurement Lung Water Monitor 868.2450 3
LMY Monitor, Skin Resistance/Skin Temperature. For Insulin Reactions 3
MTL Monitor. Test.Hiv-1 3
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Product Classification

OJN

LWT luder, Balloon, Vena-

OBC Occluder. Internal Vessel. Temporary

MAE Occluder. Patent Ductus. Arteriosus

OoYD Optical Diagnostic Device For Melanoma Detection

IPO Orthosis, Pneumatic Structure, Rigid Rigid Pneumatic Structure Orthosis 890.3610
NKB rthosi inal Pedicle Fixation. For Degenerativ ... Pedicle Screw Spinal System 888.3070
NSA Over-The-Counter Automated External Defibrillator Automated External Defibrillator 870.5310
MMA Oximeter, Fetal Pulse

OYA P2psa

DSz Pacemaker Battery Implantable Pacemaker Pulse Generator 870.3610
EZT Pacemaker. Bladder Implanted Electrical Urinary Continence ... 876.5270
OSR Pacemaker/I rt Non-Implant mponent

LTD Paraquat Assay

LTG Paste, Injectable For Vocal Cord Augmentation

MBQ Peripheral Electromagnetic Field (Pemf) To Aid Wound Healing

NVY Permanent Defibrillator Electrodes

DTB Permanent Pacemaker Electr Cardiovascular Permanent Or Temporary Pa... 870.3680
NJIN Platelets. Photochemical Treatment System

IXF Plethysmogaraph, Ocular Ocular Plethysmograph 882.1790
ESI Polymer. Natural-Absorbabl latin Material

KXY Polyvinyl Methylether Maleic Anhydride &/Or Acid C ... Polyvinylmethylether Maleic Anhydride (P... 872.3500
KGP Powder, Dusting. Surgical Absorbable Powder For Lubricating A Surg... 878.4480
MKQ Processor, Cervical Cytology Slide. Automated

KRG Programmer, Pacemaker Pacemaker Programmers 870.3700
KXC Prosthesis. Ankl men Non-Constrain Ankle Joint Metal/Polymer Non-Constraine... 888.3120
NTG Prosthesis, Ankle, Uncemented. Non-Constrained

FzC Prosthesis, Arterial Graft. Bovine Carotid Artery

FWM Prosthesis, Br Infl le. Internal. Salin Silicone Inflatable Breast Prosthesis 878.3530
FTR Prosthesis. Breast. Noninflatable. Internal. Silic ... Silicone Gel-Filled Breast Prosthesis 878.3540
NEI Prosthesis. Condyle. Mandibular, Temporary. Mandibular Condyle Prosthesis 872.3960
KWJ Prosthesis, Elbow, Hemi-, Humeral. Metal Elbow Joint Humeral (Hemi-Elbow) Metalli... 888.3180
LBC Prosthesis, Finger. Constrained. Metal, Cemented Finger Joint Metal/Metal Constrained Cem... 888.3210
KWE Prosthesis, Finger, Constrained. Metal, Uncemented Finger Joint Metal/Metal Constrained Unc... 888.3200
KWG Prosthesis. Finger. Constrained. Metal/Polymer Finger Joint Metal/Polymer Constrained C... 888.3220
KXD Prosthesis, Hip. Constrained. Metal Hip Joint Metal Constrained Cemented Or ... 888.3300
KWB Prosthesis. Hip. Hemi-. A lar. Cemen M Hip Joint (Hemi-Hip) Acetabular Metal Ce... 888.3370
KXB Prosthesis, Hip. Pelvifemoral Resurfacing, Metal/ ... Hip Joint Metal/Polymer Or Ceramic/Polym... 888.3410
OCG Prosthesis, Hip. Pelvifemoral Resurfacing, Metal/P ... Hip Joint Metal/Polymer Or Ceramic/Polym... 888.3410
JDL Prosthesis. Hi mi-Constrained (Metal Cemen Hip Joint Metal/Metal Semi-Constrained, ... 888.3320
KWA Prosthesis, Hip. Semi-Constrained (Metal Uncemente ... Hip Joint Metal/Metal Semi-Constrained, ... 888.3330
Oovo - -On-

LPF Prosthesis, Hi mi-Constrained. Metal/Cerami rami mentt

MRA Prosthesis. Hip. Semi-Constrained. Metal/Ceramic/Ceramic/Metal. Cemented Or Uncemented

NXT Prosthesis. Hi mi-Constrain Metal/Metal, Resurfacin

MJO Prosthesis, Intervertebral Disc

NRA Prosthesis. Knee. Femorotibial. Unicompartmental. Semi-Constrained. Metal/Polymer. Mobile Bearing

http://www.accessdata.fda.gov/...arch=1&Submission_Type_ID=&DeviceName=&ProductCode=&DeviceClass=3&ThirdParty=&Panel=&RegulationNumber=&PAGENUM=500[1/2/2013 4:33:39 PM]



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3241
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=921
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=972
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=928
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5362
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4595
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4165
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=857
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3666
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2810
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=718
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1593
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=979
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5658
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1287
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4708
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=967
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=720
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2274
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3348
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1520
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1201
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5160
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4506
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=795
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4109
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4243
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=906
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4979
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4963
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1229
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4094
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4118
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4089
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4091
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4110
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4087
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4108
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4178
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4050
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4086
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4250
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4211
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4232
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4245
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4226
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4242

Product Classification

HSA Prosthesis. Knee, Hemi-. Femoral Knee Joint Femoral (Hemi-Knee) Metallic ... 888.3570 3
KRS Prosthesis, Knee, Hemi-, Femoral (Uncemen Knee Joint Femoral (Hemi-Knee) Metallic ... 888.3570 3
HRZ Prosthesis. Knee. Hinged (Metal-Metal) Knee Joint Femorotibial Metallic Constra... 888.3480 3
KRP Prosthesis. Knee, Patello/Femoratibial. Constraine ... Knee Joint Patellofemorotibial Polymer/M... 888.3550 3
LXY Prosthesis, Knee, Patello/Femorotibial, Semi-Constrained, Uncemented, Polymer/Metal/Polymer 3
MBD Prosthesis. Knee. Patello/Femorotibial. Unconstrained. Uncemented. Porous. Coated. Polymer/Metal/Pol... 3
NJL Prosthesis. Kn Patellofemorotibial mi-Constrain: Metal/Polymer. Mobile Bearin: 3
HWF Prosthesis. Ligament 3
LWA Prosthesis, Ligament, Ptfe 3
JCW Prosthesis, Penis. Infl | Penile Inflatable Implant 876.3350 3
KWR Prosthesis, Shoulder, Constrained, Metal/Metal Or ... Shoulder Joint Metal/Metal Or Metal/Poly... 888.3640 3
MJT 3
NQO Prosthesi in Pr r/Plat 3
HHY Prosthesis. Suture. Cerclage 3
FTO Prosthesis, Testicle Testicular Prosthesis 876.3750 3
FAF Prosthesis. Testicular Testicular Prosthesis 876.3750 3
FAG Prosthesis. Urethral Sphincter 3
EZZ Prosthesis, Vas Deferans 3
KYN Prosthesis. Wrist. Constrained. Metal Wrist Joint Metal Constrained Cemented P... 888.3790 3
OYM Prostrate Cancer Genes Nucleic Acid Amplification Test System 3
ovJ Pul nerator, External Pacemaker. Dual-Chamber External Pacemaker Pulse Generator 870.3600 3
NKE Pulse Generator., Pacemaker. Implantable. With Cardiac Resynchronization (Crt-P) 3
NVZ Pulse Generator, Permanent, Implantable 3
DTE Pulse-Generator, Pacemaker. External External Pacemaker Pulse Generator 870.3600 3
LOT Pulse-Generator, Program Module 3
LWO Pulse-Generator, Single Chamber, Sensor Driven, Implantable 3
LWw Pulse-Generator, Single Chamber. Single 3
KFM Pump. Blood, Cardiopulmonary Bypass. Non-Roller Ty ... Nonroller-Type Cardiopulmonary Bypass Bl... 870.4360 3
MQT Pump. Drug Administration. Cl L 3
LKK Pump. Infusion. Implanted. Programmable 3
oyYc Pump. Infusion. Insulin, To Be Used With Invasive Glucose Sensor 3
MCJ Pump. V m. Electri ion-T Electr 3
MNM Reader. Cervical Cytology Slide. Automated 3
DYE Replacement Heart-Valve Replacement Heart Valve 870.3925 3
FAB Replacer, Ureteral 3
FAA Replacer, Urethral 3
MMT Resin, Root Canal Filling Containing Chloroform Root Canal Filling Resin 872.3820 3
GZN Rheoencephalograph Rheoencephalograph 882.1825 3
MRJ Ring. Endocapsular 3
ocCB Rt-Pcr Multigene Expression T ntinel Lymph N ncer M is D ion 3
NQR Sealant, Dural 3
NBE Sealant.Polymerizing 3
MDS Sensor, Glucose. Invasive 3
MWM Sensor.Electro-Optical(For Cervical Cancer) 3
MDP rator For Ther: ic Pur| Membrane Autom Bl ll/Plasm 3
LBW Set. Dialysis. Single Needle (Co-Axial Flow Blood Access Device And Accessories 876.5540 3
MIR Shunt, Portosystemic. Endoprosthesis 3
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Product Classification

KGM Silicone. Liquid, Injectable 3
MSI lution. Cleaning/Lubricating. Artifical E: 3
LMW Solution. Removal. Carries 3
MRE Solution. Sodium Hyaluronate 3
owD Somatic Gene Mutation Detection System 3
LTO Spacer, Cement Hip Joint Metal/Metal Semi-Constrained, ... 888.3320 3
MCV Spinal Pedicle Screw, Fixation. Appliance System 3
NIM Stent. Carotid 3
MAF Stent. Coronary 3
NIO nt, 1li 3
NIN Stent. Renal 3
NIP Stent, Superficial Femoral Artery 3
MES nt, Urethral, Bul Permanent Or Semi-Permanen 3
MER Stent. Urethral, Prostatic. Permanent Or Semi-Permanent 3
NzC Stent. Urethral. Prostatic. Semi-Permanent 3
MXQ Stent.Urethral.External Sphincter.Permanent 3
KOK Sterilizer, Endodontic Dry Heat Endodontic Dry Heat Sterilizer 872.6730 3
ECC rilizer, Gl B Endodontic Dry Heat Sterilizer 872.6730 3
MUz Stimulator. Autonomic Nerve. Implanted (Depression) 3
LYJ Stimulator. Autonomic Nerve. Implanted For Epilepsy 3
LOF imulator. Bone Growth. Non-Invasivi 3
DSR Stimulator. Carotid Sinus Nerve Carotid Sinus Nerve Stimulator 870.3850 3
JIXK Stimulator, Cranial Electrotherapy Cranial Electrotherapy Stimulator 882.5800 3
EZW Stimulator, Electrical. Implantable. For Incontine ... Implanted Electrical Urinary Continence ... 876.5270 3
NHL Stimulator, Electrical. Implanted. For Parkinsonian Symptoms 3
MHY imulator. Electrical. Implan For Parkinsonian Tremor 3
MCP Stimulator, Fetal. Acoustic 3
LWB Stimulator, Functional Neuromuscular, Scoliosis 3
MKD imulator, Functional Walking Neurom lar. Non-Invasivi 3
GYZ Stimulator. Intracerebral/Subcortical, Implanted Implanted Intracerebral/Subcortical Stim... 882.5840 3
LOE Stimulator, Invasive Bone Growth 3
NZK timulator, Low Electric Field, Tumor Treatment 3
GzC Stimulator, Neuromuscular, Implanted Implanted Neuromuscular Stimulator 882.5860 3
HTM Stimulator, Osteogenesis. Electric, Battery-Operated. Invasive 3
LTF Stimulator. Salivary System 3
LLE Stimulator. Spinal-Cord. Implanted For Peripheral Vascular Disease 3
GZD Stimulator. Spinal-Cord. Implanted. For Bladder Ev ... Implanted Spinal Cord Stimulator For Bla... 882.5850 3
LGW Stimulator. Spinal-Cord. Totally Implanted For Pain Relief 3
LYI Stimulator, Subcortical, Implanted For Epilepsy 3
EPG imulator, Transdermal 3
LPQ Stimulator, Ultrasound And Muscle, For Use Other Than Applying Therapeutic Deep 3
Hil Stimulator, Vaginal. Muscle, Powered, For Therapeu ... Powered Vaginal Muscle Stimulator For Th... 884.5940 3
MHZ imulator, Vestibular Acceleration, Ther i 3
OCM Surgical Cardiac Ablation Device, For Treatment Of Atrial Fibrillation 3
HMO Suture, Absorbable, Ophthalmic 3
DTH Suture, Cardiovascular 3
DzZG Suture, Dental 3
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Product Classification

HMN Suture, Nonabsorable, Ophthalmic 3
HHQ m. Abortion, Metreurynter-Balloon Metreurynter-Balloon Abortion System 884.5050 3
DSP System, Balloon, Intra-Aortic And Control Intra-Aortic Balloon And Control System 870.3535 3
NKO System. Balloon, Intra-Aortic And Control. Reproce ... Intra-Aortic Balloon And Control System 870.3535 3
MIH System, Endovascular Graft, Aortic Aneurysm Treatment 3
LPA System. Esophageal Pacing 3
MEQ m. Hyperthermia. Rf/Microwave (Benign Pr ic Hyperplasia). Thermother 3
LOH System. Identification. Contact Lens 3
MRK System. Imaging. Fluorescence 3
MVG m. Laser, Fiber ic. Ph namic Ther: 3
MVFE System. Laser. Photodynamic Therapy 3
MNO System, Laser, Transmyocardial Revascularization 3
MWA tem. Nucleic Acid Amplification, M terium Tuberculosi mplex 3
LNR System. Photopheresis. Extracorporeal 3
Loc System, Rf/Microwave Hyperthermia, Cancer Treatment 3
LHP tem. Telethermographic (Sole Diagnostic Screen Telethermographic System 884.2980 3
IYM System, Telethermographic, Infrared Telethermographic System 884.2980 3
KTJ System. Test. Alpha-Fetoprotein. Ria 3
MvC System. Test. Her-2/Neu. lhc 3
MVD System. Test. Her-2/Neu. Nucleic Acid Or Serum 3
LHR m. Thermographic, Liqui | le Diagon ... Liquid Crystal Thermographic System 884.2982 3
KXz System, Thermographic, Liquid Crystal, Powered (Ad ... Liquid Crystal Thermographic System 884.2982 3
MZJ System.Concentration.Hematopoietic Stem Cell 3
KSJ m.ldentification.H itis B Antigen 3
MYH System.Non-Coherent Light.Photodynamic Therapy 3
MTE System.Pacing.Temporary Acute.Internal Atrial Defibrillation 3
MzZK System,Separation.Hematopoietic Stem Cell 3
MvzZ System.Test.Home.Hiv-1 3
MWQ System.Test.Total Antioxidant Status 3
NAH System.Test.Tumor Marker.For Detection Of Bladder Cancer 3
ORL T-Cell Xtend Reagent 3
NCJ Tel Implantable. Miniatur 3
PBL Temporary Cardiac Support Blood Pump Nonroller-Type Cardiopulmonary Bypass BI... 870.4360 3
MGX Test System, For Drugs Of Abuse 3
MHR Test, Anti-Tumor Cell Susceptibility 3
NSD Test. Fluorescence In Situ Hybridization (Fish). For Bladder Cancer Detection And Monitoring For Rec... 3
LOM T H itis B (B Core. Be Antigen. Be Anti B Core Igm 3
MZF Test. Hiv Detection 3
NCD Test. Immunity. Cell Mediated. Mycobacterium Tuberculosis 3
NWY T litative, D ion Of Den lgm And lgg Antibodi 3
OZA Test, Urea Adult And Pediatric (Breath) Campylobacter Fetusserological Reagents 866.3110 3
MTG 3
NAN Tester.Acoustic.Bone Quality 3
FKW Tip. Vessel Blood Access Device And Accessories 876.5540 3
LZQ Ti Adhesive For Ophthalmi 3
KGG Tissue Adhesive For Use In Embolization Of Brain Arteriovenous Malformation 3
LXA Tissue Graft Of 6mm And Greater 3
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Product Classification

Lwz Tissue Graft Of Less Than 6mm 3
MTF Total.Pri ific Antigen(Noncomplex mplexed) For D ion Of Pr ncer 3
MLV Transcatheter Septal Occluder 3
0zG Transcatheter Septal Occluder (Atrial) 3
OZH Transcatheter tal luder (Ventricular 3
LEK Transilluminator (Diaphanoscope) Transilluminator For Breast Evaluation 892.1990 3
OCK Transurethral Occlusion Insert, Urinary Incontinence-Control, Female 3
LZR Ultrasound. Cyclodestructive 3
LSY Ultrasound.Hyperthermia. Cancer Treatment 3
HDO Valve, Tubal lusion Contraceptive Tubal Occlusion Device (TO... 884.5380 3
FAC Valve, Ureterovesicle 3
LSz Ventilator, High Frequency 3
DSQ Ventricular (Assi: B: 3
OKR Ventricular Bypass (Assist) Device Ventricular Bypass (Assist) Device 870.3545 3
BSA Warmer, Blood. Electromagnetic Radiation Blood And Plasma Warming Device 864.9205 3
MVK Wearable Automated External Defibrillator 3
IMK Wheelchair, Stair Climbing Stair-Climbing Wheelchair 890.3890 3
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