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LISTING OF DEVICES FOR WHICH COMPLIANCE IS REQUIRED EFFECTIVE—Continued
[Insert date 1 year after date of publication of the final rule]

Phase Product
code

CFR
section Class Device name

1 ............ 86 HLZ 886.1220 II Electrode, Corneal.
1 ............ 86 HMC 886.1510 II Monitor, Eye Movement.
1 ............ 86 HLL 886.1510 II Monitor, Eye Movement.

(b) For the following devices the effective date for which compliance is required is (insert date 3 years after date
of publication of the final rule):

LISTING OF DEVICES FOR WHICH COMPLIANCE IS REQUIRED EFFECTIVE

[Insert date 3 years after date of publication of the final rule]

Phase Product
code

CFR
section Class Device name

2 ............ 73 KOI 868.2775 II Stimulator, Nerve, Peripheral, Electrical.
2 ............ 74 DQH 870.2310 II Cardiograph, Apex (Vibrocardiograph).
2 ............ 74 DQK 870.1425 II Computer, Diagnostic, Programmable.
2 ............ 74 DQX 870.1330 II Wire, Guide, Computer.
2 ............ 74 DTA 870.3720 II Tester, Pacemaker Electrode Function.
2 ............ 74 DTC 870.3630 II Analyzer, Pacemaker Generator Function.
2 ............ 74 DTD 870.3620 III Adaptor, Lead, Pacemaker.
2 ............ 74 KRI 870.4200 I Accessory Equipment, Cardiopulmonary Bypass.
2 ............ 74 LIX ............... Aid, Cardiopulmonary Resuscitation.
2 ............ 76 LYD ............... III Stimulator, Electromagnetic Bone Growth for Dental Use.
2 ............ 78 MII ............... System, Gallbladder Thermal Ablation.
2 ............ 78 LNL ............... Stimulator, Electrical, for Sperm Collection.
2 ............ 78 LST ............... Device, Erectile Dysfunction (only Cavonsometry).
2 ............ 78 KDO 876.1500 II Rongeur, Hot Cystoscopic.
2 ............ 78 EXQ 876.1620 II Cystometer, Electrical Recording.
2 ............ 78 FAP 876.1620 II Cystometric (CO2) on Hydraulic Device.
2 ............ 78 FEN 876.1620 II Device, Hydraulic Cystometric.
2 ............ 78 EXS 876.1800 II Urinometer, Electrical (only with EMG electrodes).
2 ............ 78 EXY 876.1800 II Uroflowmeter (only with EMG electrodes).
2 ............ 78 FHC 876.4300 II Adaptor to the Cord, for Transurethral Surgical Instrument.
2 ............ 78 FGW 876.4300 II Clamp, Electrical.
2 ............ 78 FBJ 876.4300 II Cord, Electric for Transurethral Surgical Instrument.
2 ............ 78 FHZ 876.4300 II Desiccator, Transurethral.
2 ............ 78 FAS 876.4300 II Electrode, Electrosurgical, Active, Urological.
2 ............ 78 FEH 876.4300 II Electrode, Flexible Suction Coagulator.
2 ............ 78 KGE 876.4300 II Forceps, Biopsy, Electric.
2 ............ 78 FDB 876.4300 II Plate, Patient.
2 ............ 78 FDI 876.4300 II Snare, Flexible.
2 ............ 78 FDJ 876.4300 II Snare, Rigid Self-Opening.
2 ............ 78 FFI 876.4300 II System, Alarm, Electrosurgical.
2 ............ 78 FAR 876.4300 II Unit, Electrosurgical.
2 ............ 78 KNS 876.4300 II Unit, Electrosurgical (and Accessories).
2 ............ 78 FDL 876.4300 II Wristlet, Patient Return.
2 ............ 78 EZL 876.5130 II Catheter, Balloon Retention Type.
2 ............ 79 GEI 878.4400 II Device, Electrosurgical, Cutting and Coagulation and Accessories.
2 ............ 79 JOS 878.4400 II Electrode, Electrosurgical.
2 ............ 84 GWQ 882.1400 II Electroencephalograph.
2 ............ 84 GXC 882.5940 III Device, Electroconvulsive Therapy.
2 ............ 84 GXS 882.1610 II Monitor, Alpha.
2 ............ 84 GYC 882.1310 II Electrode, Cortical.
2 ............ 84 GZK 882.1340 II Electrode, Nasopharyngeal.
2 ............ 84 GZL 882.1330 II Electrode, Depth.


