Dental Device Risk Classification Chart
GHTF & MDD

Device Category Name Regulation #| Product | RISk Class Comparisons | gy pyje
(FDA Product Code Name)

Measurer, gingival fluid 872.1500 JEO 1 A 1 Rule 5
Tester, pulp 872.1720 EAT 2 B 2a Rule 10
Gel, electrode, for pulp tester 872.1730 EAS 1 B 2a Rule 5
Device, caries detection 872.1740 LFC 2 A 1 Rule 5
Laser,fluorescence caries detection 872.1745 NBL 2 A 1 Rule 12
Caries detector, laser light, transmission 872.1745 NTK 2 A 1 Rule 12
Unit, x-ray, extraoral with timer 872.1800 EHD 2 c 2b Rule 10
System,x-ray,extraoral source,digital 872.1800 MUH 2 C 2b Rule 10
Unit, x-ray, intraoral 872.1810 EAP 2 @ 2b Rule 10
Aligner, beam, x-ray 872.1820 EHA 1 A 1 Rule 10
Cephalometer 872.1830 EAG 2 c 2B Rule 10
Collimator, x-ray 872.1840 EHB 1 c 2b Rule 10
Cone, radiographic, lead-lined 872.1850 EAH 1 c 2b Rule 10
Device, detection, sulfide 872.1870 MVH 2 B 2a Rule 10
Holder, film, x-ray 872.1905 EGZ 1 B 2a e
Device, dental sonography, for diagnosis of

tmj/mpd disorders 872.2050 NFP 2 B 2a Rule 10
Device, dental sonography, for monitoring jaw

sounds 872.2050 NFQ 1 B 2a Rule 10
Device, jaw tracking, for diagnosis of tmj/mpd

disorders 872.2060 NFR 2 B 2a Rule 10
Device, jaw tracking, for monitoring jaw positions 872.2060 NFS 1 B 2a Rule 10
Alloy, amalgam 872.3050 EJJ 2 B 2a Rule 8
Applicator, rapid wax, dental 872.3060 EIT 2 B 2a Rule 8
Alloy, other noble metal 872.3060 EJS 2 B 2a Rule 8
Alloy, gold-based noble metal 872.3060 EJT 2 B 2a Rule 8
Dispenser, mercury and/or alloy 872.3080 EHE 1 A 1 Rule 12
Amalgamator, dental, ac-powered 872.3100 EFD 1 A 1 Rule 1
Capsule, dental, amalgam 872.3110 DZS 1 B 2a Rule 8
Anchor, preformed 872.3130 EJX 1 B 2a Rule 8
Applicator, resin 872.3140 KXR 1 A 1 Rule 5
Articulators 872.3150 EJP 1 A 1 Rule 1
Ink, arch tracing 872.3150 Kz0 1 A 1 Rule 1
Attachment, precision, all 872.3165 EGG 1 A 2a Rule 5
Bar, preformed 872.3165 EHO 1 A 2a Rule 5
Agent, tooth bonding, resin 872.3200 KLE 2 B 2A Rule 8
Facebow 872.3220 KCR 1 A 1 Rule 5
Bur, dental 872.3240 EJL 1 B 2a Rule 6
Bur, diamond coated, reprocessed 872.3240 NME 1 B 2a Rule 6
Liner, cavity, calcium hydroxide 872.3250 EJK 2 D 3 Rule 13
Varnish, cavity 872.3260 LBH 2 B 2a Rule 8
Cement, dental 872.3275 EMA 2 B 2a Rule 8
Dental cement w/ zinc oxide eugenol 872.3275 EMB 1 B 2a Rule 7
Dental cement w/out zinc-oxide eugenol as an

ulcer covering for pain relief 872.3215 Maw 2 A 2 Rule8
Cement, ear, nose and throat 872.3275 NEA 2 B 2a Rule 8
Clasp, preformed 872.3285 EHP 1 A 1 Rule 5
Clasp, wire 872.3285 EIW 1 A 1 Rule 5
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Coating, denture hydrophilic, resin 872.3300 EBE 2 A 1 Rule 5
Coating, filling material, resin 872.3310 EBD 2 B 2a Rule 5
Crown, preformed 872.3330 ELZ 1 B 2a Rule 7
Cusp, gold and stainless steel 872.3350 ELO 1 B 2a Rule 7
Cusp, preformed 872.3360 EHQ 1 B 2a Rule 5
Adhesive, denture, acacia and karaya with sodium
872.3400 KOM 1 A 1 Rule 5
borate
Adhesive, denture, karaya with sodium borate 872.3400 KOR 3 D 3 Rule 13
Adhesive, denture, acacia and karaya with sodium
) 872.3400 MMU 3 D 3 Rule 13
borate > 12% by weight
Adhesive, denture, carboxymethylcellulose
A X 872.3410 KOL 1 A 1 Rule 5
sodium (32%) and ethylene-oxide homopolymer
Adhesive, denture, carboxymethylcellulose
A 872.3410 KOQ 1 A 1 Rule 5
sodium (40-100&)
Adhesive, denture, carboxymethylcellulose
A X 872.3410 KXW 1 A 1 Rule 5
sodium (49%) and ethylene-oxide homopolymer
Adhesive, denture, carboxymethylcellulose
872.3420 KOS 3 A 1 Rule 5

sodium and cationic polyacrylamide polymer
Adhesive, denture, karaya 872.3450 KoP 1 A 1 Rule 5
Adhesive, denture, karaya and ethylene-oxide

872.3450 KXX 1 A 1 Rule 5
homopolymer
Adhesive, denture, polyacrylamide polymer
. .. 872.3480 KON 3 A 1 Rule 5
(modified cationic)
Adhesive, denture, polyvinyl methylether maleic
. . ) 872.3490 KOO 1 A 1 Rule 5
acid calcium-sodium double salt
Carboxymethylcellulose sodium or polyvinyl
. ) . . 872.3490 KoT 1 A 1 Rule 5
methylether maleic acid calcium-sodium
Polyvinyl methylether maleic anhydride &/or acid
872.3500 KXY 3 A 1 Rule 5
copolymer & carboxymethylce
Cleanser, denture, over the counter 872.3520 EFT 1 A 1 Rule 1
Cleanser, denture, prescription 872.3520 NUX 1 A 1 Rule 1
Cleaner, denture, mechanical 872.3530 JER 1 A 1 Rule 1
Cad, denture, over the counter 872.3540 EHR 2 A 1 Rule 5
Cushion, denture, over the counter 872.3540 EHS 2 A 1 Rule 5
Cushion, pad, denture, wax impregnated cotton,
872.3540 NKJ 1 A 1 Rule 5
over the Counter
Reliner, denture, over the counter 872.3560 EBP 2 A 1 Rule 5
Kit, denture repair, over the counter 872.3570 EBO 2 A 1 Rule 5
Teeth, preformed gold denture 872.3580 ELN 1 A 1 Rule 5
Denture, plastic, teeth 872.3590 ELM 2 A 1 Rule 5
Denture preformed (partially prefabricated
872.3600 EKO 2 A 1 Rule 5
denture)
Abutment, implant, dental, endosseous 872.3630 NHA 2 c 2B Rule 8
Implant, endosseous, root-form 872.3640 DZE 2 ¢ 2B Rule 8
Blade-form endosseous dental implant 872.3640 NRQ 3 C 2B Rule 8
Implant, subperiosteal 872.3645 ELE 2 c 2B Rule 8
Material, impression 872.3660 ELW 2 A 1 Rule 5
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Scanner, color 872.3661 KZN 2 A 1 Rule 1
System, optical impression, computer assisted
design and manufacturing (cad/cam) of dental 872.3661 NOF 2 A 1 Rule
restorations
Material, impression tray, resin 872.3670 EBH 1 A 1 Rule 5
Materials, polytetrafluoroethylene vitreous carbon,
for maxillofacial alveolar ridge augmentation 872:3680 NFE 2 ¢ 2 Rule 8
Material, tooth shade, resin 872.3690 EBF 2 B 2a Rule 8
mercury 872.3700 ELY 1 B 2a Rule 8
Alloy, metal, base 872.3710 EJH 2 B 2a Rule 8
Pantograph 872.3730 KCS 1 A 1 Rule 5
Pin, retentive and splinting, and access 872.3740 EBL 1 B 2a Rule 8
Adhesive, bracket and tooth conditioner, 872.3750 DYH 2 B 2a Rule 5
Solution, cement disolving 872.3750 KzP 2 A 1 Rule 5
Resin, denture, relining, repairing, reb 872.3760 EBI 2 A 1 Rule 5
Sealant, pit and fissure, and conditione 872.3765 EBC 2 B 2a Rule 5
Crown and bridge, temporary, resin 872.3770 EBG 2 A 1 Rule 5
Post, root canal 872.3810 ELR 1 B 2a Rule 8
Resin, root canal filling 872.3820 KIF 2 B 2a Rule 8
Resin, root canal filling containing chloroform 872.3820 MMT 3 B 2a Rule 8
Point, paper, endodontic 872.3830 EKN 1 A 2a Rule 6
Point, silver, endodontic 872.3840 EKL 1 B 2a Rule 8
Gutta-percha 872.3850 EKM 1 B 2a Rule 8
Splint, endodontic stabilizing 872.3890 ELS 2 c 2B Rule 8
Teeth, artificial, posterior with metal 872.3900 ELJ 1 B 2a Rule 5
Teeth, artificial, backing and facing 872.3910 ELK 1 B 2a Rule 5
Teeth, porcelain 872.3920 ELL 2 B 2a Rule 5
Bone grafting material, for dental bone 872.3930 LPK 2 C 2B Rule 8
Bone grafting material, synthetic 872.3930 LYc 2 c 2B Rule 8
Bone grafting material, animal source 872.3930 NPM 2 C 2B Rule 8
Bone grafting material, dental, with bio 872.3930 NPZ 3 D 3 Rule 13
Biologic material, dental 872.3930 NQA 3 D 3 Rule 13
Bone grafting material, human source 872.3930 NUN 2 c 2B Rule 8
Joint, temporomandibular, implant 872.3940 LZD 3 c 2B Rule 8
Glenoid fossa prosthesis 872.3950 MPI 3 c 2B Rule 8
Manidbular condyle prosthesis 872.3960 MPL 3 c 2B Rule 8
Prosthesis, condyle, mandibular, temporary 872.3960 NEI 3 c 2B Rule 8
Interarticular disc prosthesis (interpositional
implant) 872.3970 MPJ 3 c 2B Rule 8
Accessories, implant, dental, endosseous 872.3980 NDP 1 A 1 Rule 5
Saw, bone, ac-powered 872.4120 DZH 2 B 2a Rule 9
Drill, bone, powered 872.4120 DZI 2 B 2a Rule 9
Driver, wire, and bone drill, manual 872.4120 DZJ 2 B 2a Rule 9
Handpiece, rotary bone cutting 872.4120 KMW 2 B 2a Rule 9
System,dental,hydrokinetic,carries remov 872.4120 MXF 2 B 2a Rule 9
Drill, dental, intraoral 872.4130 DZA 1 B 2a Rule 9
Controller, foot, handpiece and cord 872.4200 EBW 1 B 2a Rule 9
Handpiece, belt and/or gear driven, dental 872.4200 EFA 1 B 2a Rule 9
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Handpiece, air-powered, dental 872.4200 EFB 1 B 2a Rule 9
Handpiece, contra- and right-angle attachment,

dental 872.4200 EGS 1 B 2a Rule 9
Handpiece, direct drive, ac-powered 872.4200 EKX 1 B 2a Rule 9
Handpiece, water-powered 872.4200 EKY 1 B 2a Rule 9
Injector, jet, gas-powered 872.4465 EGQ 2 B 2a Rule 9
Injector, jet, mechanical-powered 872.4475 EGM 2 B 2a Rule 6
Instrument, diamond, dental 872.4535 DZP 1 B 2a Rule 6
Instrument, diamond, dental, reprocessed 872.4535 NLD 1 B 2a Rule 6
Instruments, dental hand 872.4565 DZN 1 A 1 Rule 5
Mirror, mouth 872.4565 EAX 1 A 1 Rule 5
Unit, syringe, air and/or water 872.4565 ECB 1 B 2a Rule 11
Instrument, ligature tucking, orthodontic 872.4565 ECP 1 A 1 Rule 5
Aligner, bracket, orthodontic 872.4565 ECQ 1 A 1 Rule 5
Setter, band, orthodontic 872.4565 ECR 1 A 1 Rule 5
Pusher, band, orthodontic 872.4565 ECS 1 A 1 Rule 5
Driver, band, orthodontic 872.4565 ECT 1 A 1 Rule 5
Forceps, articulation paper 872.4565 EFK 1 A 1 Rule 5
Forceps, dressing, dental 872.4565 EFL 1 A 1 Rule 5
Parallelometer 872.4565 EGI 1 A 1 Rule 5
Scissors, surgical tissue, dental 872.4565 EGN 1 B 2a Rule 6
Syringe, irrigating (dental) 872.4565 EIB 1 B 2a Rule 11
Syringe, periodontic, endodontic, irrigating 872.4565 EIC 1 B 2a Rule 11
Syringe, restorative and impression mate 872.4565 EID 1 B 2a Rule 11
Accessories, retractor, dental 872.4565 EIF 1 A 1 Rule 5
Retractor, all types 872.4565 EIG 1 A 1 Rule 5
Carver, wax, dental 872.4565 EIK 1 A 1 Rule 5
Gauge, depth, instrument, dental 872.4565 EIL 1 B 2a Rule 6
Scissors, collar and crown 872.4565 EIR 1 A 1 Rule 1
Remover, crown 872.4565 EIS 1 A 1 Rule 5
Probe, periodontic 872.4565 EIX 1 A 1 Rule 5
Instrument, filling, plastic, dental 872.4565 ElY 1 A 1 Rule 5
Handle, instrument, dental 872.4565 EJB 1 A 1 Rule 1
Pliers, operative 872.4565 EJY 1 A 1 Rule 5
Knife, margin finishing, operative 872.4565 EJZ 1 A 1 Rule 5
File, margin finishing, operative 872.4565 EKA 1 A 1 Rule 5
Explorer, operative 872.4565 EKB 1 A 1 Rule 5
Excavator, dental, operative 872.4565 EKC 1 B 2a Rule 6
Instrument, cutting, operative 872.4565 EKD 1 B 2a Rule 6
Curette, operative 872.4565 EKE 1 B 2a Rule 6
Instrument, contouring, matrix, operative 872.4565 EKF 1 A 1 Rule 5
Condenser, amalgam and foil, operative 872.4565 EKG 1 A 1 Rule 5
Carver, dental amalgam, operative 872.4565 EKH 1 A 1 Rule 5
Carrier, amalgam, operative 872.4565 EKI 1 A 1 Rule 5
Burnisher, operative 872.4565 EKJ 1 A 1 Rule 5
Spreader, pulp canal filling material, endodontic 872.4565 EKK 1 B 2a Rule 6
Reamer, pulp canal, endodontic 872.4565 EKP 1 B 2a Rule 6
Reparer, root canal endodontic 872.4565 EKQ 1 B 2a Rule 6
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Plugger, root canal, endodontic 872.4565 EKR 1 B 2a Rule 6
File, pulp canal, endodontic 872.4565 EKS 1 B 2a Rule 6
Curette, endodontic 872.4565 EKT 1 B 2a Rule 6
Broach, endodontic 872.4565 EKW 1 B 2a Rule 6
Instrument, hand, calculus removal 872.4565 ELA 1 B 2a Rule 6
Hemostat, surgical 872.4565 EMD 1 A 1 Rule 5
Punch, biopsy, surgical 872.4565 EME 1 B 2a Rule 6
Forceps, tooth extractor, surgical 872.4565 EMG 1 B 2a Rule 6
Forceps, rongeur, surgical 872.4565 EMH 1 B 2a Rule 6
File, bone, surgical 872.4565 EMI 1 B 2a Rule 6
Elevator, surgical, dental 872.4565 EMJ 1 B 2a Rule 6
Curette, surgical, dental 872.4565 EMK 1 B 2a Rule 6
Chisel, bone, surgical 872.4565 EML 1 B 2a Rule 6
Chisel, osteotome, surgical 872.4565 EMM 1 B 2a Rule 6
Scaler, periodontic 872.4565 EMN 1 B 2a Rule 6
Knife, periodontic 872.4565 EMO 1 B 2a Rule 6
Marker, periodontic 872.4565 EMP 1 B 2a Rule 6
Hoe, periodontic 872.4565 EMQ 1 B 2a Rule 6
File, periodontic 872.4565 EMR 1 B 2a Rule 6
Curette, periodontic 872.4565 EMS 1 B 2a Rule 6
Retainer, matrix 872.4565 JEP 1 A 1 Rule 5
Plier, orthodontic 872.4565 JEX 1 A 1 Rule 5
Lock, wire, and ligature, intraoral 872.4600 DYX 2 A 1 Rule 5
Light, fiber optic, dental 872.4620 EAY 1 A 1 Rule 12
Light, operating, dental 872.4630 EAZ 1 A 1 Rule 12
Light, surgical headlight 872.4630 EBA 1 A 1 Rule 12
Needle, dental 872.4730 DZM 1 B 2a Rule 6
Needle, dental, reprocessed 872.4730 NMW 1 B 2a Rule 6
Plate, bone 872.4760 JEY 2 C 2B Rule 8
Implant, transmandibular 872.4760 MDL 2 c 2B Rule 8
External mandibular fixator and/or distractor 872.4760 MQN 2 c 2B Rule 8
Scaler, rotary 872.4840 ELB 2 B 2a Rule 9
Scaler, ultrasonic 872.4850 ELC 2 B 2a Rule 9
Wire, fixation, intraosseous 872.4880 DZK 2 c 2B Rule 8
Screw, fixation, intraosseous 872.4880 DZL 2 c 2B Rule 8
Unit, electrosurgical, and accessories, 872.4920 EKZ 2 c 2B Rule 9
Retainer, screw expansion, orthodontic 872.5410 DYJ 1 B 2A Rule 5
Band, material, orthodontic 872.5410 DYO 1 B 2A Rule 5
Wire, orthodontic 872.5410 DZC 1 B 2A Rule 5
Tube, orthodontic 872.5410 DZD 1 B 2A Rule 5
Band, elastic, orthodontic 872.5410 ECI 1 B 2A Rule 5
Band, preformed, orthodontic 872.5410 ECM 1 B 2A Rule 5
Clamp, wire, orthodontic 872.5410 ECN 1 B 2A Rule 5
Spring, orthodontic 872.5410 ECO 1 B 2A Rule 5
Bracket, metal, orthodontic 872.5410 EJF 1 B 2A Rule 5
Bracket, metal, orthodontic, reprocessed 872.5410 NQS 1 B 2A Rule 5
Bracket, plastic, orthodontic 872.5470 DYW 2 B 2A Rule 5
Bracket, ceramic, orthodontic 872.5470 NIM 2 B 2A Rule 5
Bracket, plastic, orthodontic, reprocess 872.5470 NLC 2 B 2A Rule 5
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Headgear, extraoral, orthodontic 872.5500 DZB 2 A 1 Rule 1
Maintainer, space preformed, orthodontic 8725525 DYT 1 B 2A Rule 5
Positioner, tooth, preformed 872.5525 KMY 1 B 2a Rule 5
Ring, teething, fluid-filled 872.5550 KKO 2 A 1 Rule 5
Ring, teething, non-fluid filled 872.5550 MEF 1 A 1 Rule 5
Device, jaw repositioning 872.5570 LQz 2 B 2a Rule 5
Device, anti-snoring 872.5570 LRK 2 B 2a Rule 5
Pillow,cervical(for mild sleep apnea) 872.5570 MYB 2 A 1 Rule 1
Rinse, oral, antibacterial (by physical means) 872.5580 NTO 2 A 1 Rule 5
guard, disk 872.6010 EEJ 1 A 1 Rule 5
Disk, abrasive 872.6010 EHJ 1 B 2a Rule 9
Point, abrasive 872.6010 EHL 1 B 2a Rule 9
Strip, polishing agent 872.6010 EHM 1 B 2a Rule 9
Wheel, polishing agent 872.6010 EJQ 1 B 2a Rule 9
Agent, polishing, abrasive, oral cavity 872.6030 EJR 1 A 1 Rule 5
Cotton, roll 872.6050 EFN 1 A 1 Rule 5
Absorber, saliva, paper 872.6050 KHR 1 A 1 Rule 5
Activator, ultraviolet, for polymerization 872.6070 EBZ 2 A 1 Rule 12
Airbrush 872.6080 KOJ 2 B 2a Rule 9
Warmer, anesthetic tube 872.6100 EFC 1 A 1 Rule 1
Paper, articulation 872.6140 EFH 1 A 1 Rule 5
Plate, base, shellac 872.6200 EEA 1 A 1 Rule 5
Chair, dental, with operative unit 872.6250 KLC 1 B 2a Rule 9
Chair, dental, without operative unit 872.6250 NRU 1 A 1 Rule 12
Cup, prophylaxis 872.6290 EHK 1 B 2a Rule 9
Clamp, rubber dam 872.6300 EEF 1 A 1 Rule 5
Dam, rubber 872.6300 EIE 1 A 1 Rule 5
Frame, rubber dam 872.6300 EJE 1 A 1 Rule 1
Forceps, rubber dam clamp 872.6300 EJG 1 A 1 Rule 5
Detector, ultraviolet 872.6350 EAQ 2 A 1 Rule 12
Floss, dental 872.6390 JES 1 A 1 Rule 1
Heat source for bleaching teeth 872.6475 EEG 1 B 2a Rule 9
Unit, oral irrigation 872.6510 EFS 1 B 2a Rule 11
Tube impression and matrix 872.6570 KCQ 1 A 1 Rule 5
Mouthpiece, saliva ejector 872.6640 DYN 1 B 2a Rule 11
Unit, suction operatory 872.6640 EBR 1 B 2a Rule 11
Evacuator, oral cavity 872.6640 EHZ 1 B 2a Rule 11
Unit, operative dental 872.6640 EIA 1 B 2a Rule 9
Unit, operative dental, accessories 872.6640 NRD 1 B 2a Rule 9
Pick, massaging 872.6650 JET 1 A 1 Rule 5
Tip, rubber, oral hygiene 872.6650 JEW 1 A 1 Rule 5
Powder, porcelain 872.6660 EIH 2 B 2a Rule 5
Protector, silicate 872.6670 EFX 1 B 2a Rule 5
Sterilizer, boiling water 872.6710 ECG 1 B 2a Rule 15
Sterilizer, glass bead 872.6730 ECC 3 B 2a Rule 15
Sterilizer, endodontic dry heat 872.6730 KOK 3 B 2a Rule 15
Syringe, cartridge 872.6770 EJI 2 A 1 Rule 2
Toothbrush, manual 872.6855 EFW 1 A 1 Rule 5
Scraper, tongue 872.6855 LCN 1 A 1 Rule 5
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Eraser, dental stain 872.6855 MAU 1 A 1 Rule 5
Unit, ultraviolet sanitation/sterilization (for

toothbrushes), sterile 872.6855 MCF 1 B 2a Rule 15
Unit, ultraviolet sanitation/sterilization (for

toothbrushes), non-sterile 872.6855 NoB ' 8 2 Rule 15
Toothbrush, powered 872.6865 JEQ 1 B 2a Rule 9
Toothbrush, ionic, battery-powered 872.6865 MMD 1 B 2a Rule 9
Tray, fluoride, disposable 872.6870 KMT 1 A 1 Rule 5
Tray, impression, preformed 872.6880 EHY 1 A 1 Rule 5
Wax, dental, intraoral 872.6890 EGD 1 A 1 Rule 5

ASSIFIED or Rece _as of December 2005
Device, electrical dental anesthesia Pending LWM *2 B 2a Rule 9
Device, finger-sucking Pending LQX Un A 1 Rule 5
Locator, root apex Pending LQY *2 B 2a Rule 9
Barrier, synthetic, dental Pending NPK Un D 3 Rule 8
Barrier, animal source, dental Pending NPL Un D 3 Rule 8
Restoration, noble metal Pending NSJ Un B 2a Rule 8
Dentures, partial Pending NSK Un A 1 Rule 5
Dentures, full Pending NSL Un A 1 Rule 5
Restoration, resin Pending NSM Un A 1 Rule 5
Restoration, resin, crown and bridge Pending NSN Un B 2a Rule 7
Restoration, porcelain-fused-to-metal Pending NSO Un B 2a Rule 7
Restoration, porcelain Pending NSP Un B 2a Rule 7
Restoration, base metal Pending NSQ Un B 2a Rule 7
Prosthesis, orthodontic Pending NSR Un B 2a Rule 7
Mouthguard Pending MQC *2 A 1 Rule 5
Material, investment Pending EGC Un A 1 Rule 1
Cleanser, root canal Pending KJJ Un D 3 Rule 13
Cord, retraction Pending MVL *2 AorD lor3 Rule 5 or Rule 13
Saliva, artificial Pending LFD Un D 3 Rule 13
LEGEND
GHTF and EU Risk Classes Are Lower than FDA
GHTF and EU Risk Classes Are Higher than FDA
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