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GENERAL AND PLASTIC SURGERY PANEL (878)

Section

No.

************

Regulation Name

Product Code - Device Name

*******************************************************************

*****************

878.4200
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INTRODUCTION/DRAINAGE CATHETER AND ACCESSORIES

KGZ - ACCESSORIES, CATHETER

GCE - ADAPTOR, CATHETER

FGY - CANNULA, INJECTION

GBA - CATHETER, BALLOON TYPE

GBZ - CATHETER, CHOLANGIOGRAPHY

GBO - CATHETER, CONTINUOUS IRRIGATION

GBY - CATHETER, EUSTACHIAN, GENERAL & PLASTIC

SURGERY

JCY - CATHETER, INFUSION

GBX - CATHETER, IRRIGATION

GBP - CATHETER, MULTIPLE LUMEN

GBO - CATHETER, NEPHROSTOMY, GENERAL & PLASTIC

SURGERY

GBN - CATHETER, PEDIATRIC, GENERAL & PLASTIC

SURGERY

GBW - CATHETER, PERITONEAL



878.4320

878.4460

878.4680

878.4760
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GBS - CATHETER, VENTRICULAR, GENERAL & PLASTIC

SURGERY

GCD - CONNECTOR, CATHETER

GCC - DILATOR, CATHETER

GCB - NEEDLE, CATHETER

REMOVABLE SKIN CLIP

FZO - CLIP, REMOVABLE (SKIN)

SURGEON'S GLOVES

KGO - SURGEON'S GLOVES

NONPOWERED, SINGLE PATIENT, PORTABLE SUCTION

APPARATUS

GCY - APPARATUS, SUCTION, SINGLE PATIENT USE,

PORTABLE, NONPOWERED

REMOVABLE SKIN STAPLE

GDT - STAPLE, REMOVABLE (SKIN)
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GENERAL AND PLASTIC SURGERY PANEL (878) (CONTINUED)

Section

No.

************

Regulation Name

Product Code - Device Name

*******************************************************************

*****************

878.4820
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AC-POWERED, BATTERY-POWERED, AND PNEUMATICALLY

POWERED SURGICAL INSTRUMENT MOTOR

GFG - BIT, SURGICAL

GFA - BLADE, SAW, GENERAL AND PLASTIC SURGERY

DWH - BLADE, SAW, SURGICAL, CARDIOVASCULAR

BRZ - BOARD, ARM (WITH COVER)

GFE - BRUSH, DERMABRASION

GFF - BUR, SURGICAL, GENERAL AND PLASTIC SURGERY

KDG - CHISEL (OSTEOTOME)

GFD - DERMATOME

GFC - DRIVER, SURGICAL, PIN

GFB - HEAD, SURGICAL, HAMMER

GEY - MOTOR, SURGICAL INSTRUMENT, AC-POWERED

GET - MOTOR, SURGICAL INSTRUMENT, PNEUMATIC

POWERED

OWl - SAW, ELECTRICALLY POWERED

KFK - SAW, PNEUMATICALLY POWERED

HAB - SAW, POWERED, AND ACCESSORIES



878.4960

880.5090
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AIR OR AC-POWERED OPERATING TABLE AND AIR OR

AC-POWERED OPERATING CHAIR AND ACCESSORIES

GBB - CHAIR, SURGICAL, AC-POWERED

FQO - TABLE, OPERATING-ROOM, AC-POWERED

GDC - TABLE, OPERATING-ROOM, ELECTRICAL

FWW - TABLE, OPERATING-ROOM, PNEUMATIC

JEA - TABLE, SURGICAL WITH ORTHOPEDIC ACCESSORIES,

AC-POWERED

LIQUID BANDAGE

KMF - BANDAGE, LIQUID
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TABLE 2

CLASS" MEDICAL DEVICES INCLUDED

IN SCOPE OF PRODUCT COVERAGE

AT BEGINNING OF TRANSITION PERIOD

u.s. to develop guidance documents identifying U.S. requirements and EC to identify

standards needed to meet EC requirements

RA 892.1000 MAGNETIC RESONANCE DIAGNOSTIC DEVICE

MOS - COIL, MAGNETIC RESONANCE, SPECIALTY

LNH - SYSTEM, NUCLEAR MAGNETIC RESONANCE IMAGING

LNI - SYSTEM, NUCLEAR MAGNETIC RESONANCE

SPECTROSCOPIC

Diagnostic Ultrasound:

RA 892.1540 NONFETAL ULTRASONIC MONITOR

JAF - MONITOR, ULTRASONIC, NONFETAL

RA 892.1550 ULTRASONIC PULSED DOPPLER IMAGING SYSTEM

IYN - SYSTEM, IMAGING, PULSED DOPPLER, ULTRASONIC

RA 892.1560 ULTRASONIC PULSED ECHO IMAGING SYSTEM

IYO - SYSTEM, IMAGING, PULSED ECHO, ULTRASONIC

RA 892.1570 DIAGNOSTIC ULTRASONIC TRANSDUCER

ITX - TRANSDUCER, ULTRASONIC, DIAGNOSTIC
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Diagnostic X-Ray Imaging Devices (except mammographic x-ray systemsl:

RA 892.1600 ANGIOGRAPHIC X-RAY SYSTEM

IZI - SYSTEM, X-RAY, ANGlOGRAPHIC

RA 892.1650 IMAGE-INTENSIFIED FLUOROSCOPIC X-RAY SYSTEM

MOB - SOLID STATE X-RAY IMAGER (FLAT PANEL/DIGITAL

IMAGERl

JAA - SYSTEM, X-RAY, FLUOROSCOPIC, IMAGE-INTENSIFIED

RA 892.1680 STATIONARY X-RAY SYSTEM

KPR - SYSTEM, X-RAY, STATIONARY

RA 892.1720 MOBILE X-RAY SYSTEM

IZL - SYSTEM, X-RAY, MOBILE

RA 892.1740 TOMOGRAPHIC X-RAY SYSTEM

IZF - SYSTEM, X-RAY, TOMOGRAPHIC

RA 892.1750 COMPUTED TOMOGRAPHY X-RAY SYSTEM

JAK - SYSTEM, X-RAY, TOMOGRAPHY, COMPUTED
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ECG-Related Devices:

CV 870.2340 ELECTROCARDIOGRAPH

DPS - ELECTROCARDIOGRAPH

MLC - MONITOR, ST SEGMENT

CV 870.2350 ELECTROCARDIOGRAPH LEAD SWITCHING ADAPTOR

DRW - ADAPTOR, LEAD SWITCHING, ELECTROCARDIOGRAPH

CV 870.2360 ELECTROCARDIOGRAPH ELECTRODE

DRX - ELECTRODE, ELECTROCARDIOGRAPH

CV 870.2370 ELECTROCARDIOGRAPH SURFACE ELECTRODE TESTER

KRC - TESTER, ELECTRODE, SURFACE,

ELECTROCARDIOGRAPHIC

NE 882.1400 ELECTROENCEPHALOGRAPH

GWQ - ELECTROENCEPHALOGRAPH
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HO 880.5725 INFUSION PUMP (external only)

MRZ - ACCESSORIES, PUMP, INFUSION

FRN - PUMP, INFUSION

LZF - PUMP, INFUSION, ANALYTICAL SAMPLING

MEB - PUMP, INFUSION, ELASTOMERIC

LZH - PUMP, INFUSION, ENTERAL

MHO - PUMP, INFUSION, GALLSTONE DISSOLUTION

LZG - PUMP, INFUSION, INSULIN

MEA - PUMP, INFUSION, PCA

Ophthalmic Instruments:

OP 886.1570 OPHTHALMOSCOPE

HLI - OPHTHALMOSCOPE, AC-POWERED

HLJ - OPHTHALMOSCOPE, BATTERY-POWERED

OP 886.1780 RETINOSCOPE

HKL - RETINOSCOPE, AC-POWERED

OP 886.1850 AC-POWERED SLIT-LAMP BIOMICROSCOPE

HJO - BIOMICROSCOPE, SLIT-LAMP, AC-POWERED

OP 886.4150 VITREOUS ASPIRATION AND CUTTING INSTRUMENT

MMC - DILATOR, EXPANSIVE IRIS (ACCESSORY)
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HOE - INSTRUMENT, VITREOUS ASPIRATION AND CUTTING,

AC-POWERED

HKP - INSTRUMENT, VITREOUS ASPIRATION AND CUTTING,

BATTERY-POWERED

MLZ - VITRECTOMY, INSTRUMENT CUTTER

OP 886.4670 PHACOFRAGMENTATION SYSTEM

HOC - UNIT, PHACOFRAGMENTATION

SU 878.4580 SURGICAL LAMP

HBI - ILLUMINATOR, FIBEROPTIC, SURGICAL FIELD

FTF - ILLUMINATOR, NON-REMOTE

FTG - ILLUMINATOR, REMOTE

HJE - LAMP, FLUORESCENT, AC-POWERED

FOP - LAMP, OPERATING-ROOM

FTD - LAMP, SURGICAL

GBC - LAMP, SURGICAL, INCANDESCENT

FTA - LIGHT, SURGICAL, ACCESSORIES

FSZ - LIGHT, SURGICAL, CARRIER

FSY - LIGHT, SURGICAL, CEILING MOUNTED

FSX - LIGHT, SURGICAL, CONNECTOR

FSW - LIGHT, SURGICAL, ENDOSCOPIC

FST - LIGHT, SURGICAL, FIBEROPTIC

FSS - LIGHT, SURGICAL, FLOOR STANDING

FSQ - LIGHT, SURGICAL, INSTRUMENT
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NE 882.5890 TRANSCUTANEOUS ELECTRICAL NERVE STIMULATOR FOR PAIN

RELIEF

GZJ - STIMULATOR, NERVE, TRANSCUTANEOUS, FOR PAIN

RELIEF

Noninvasive Blood Pressure Measurement Devices:

CV 870.1120 BLOOD PRESSURE CUFF

DXQ - CUFF, BLOOD-PRESSURE

CV 870.1130 NONINVASIVE BLOOD PRESSURE MEASUREMENT SYSTEM

(except non-oscillometric)

DXN - SYSTEM, MEASUREMENT, BLOOD-PRESSURE,

NON·INVASIVE

HO 880.6880 STEAM STERILIZER (greater than 2 cubic feet)

FLE - STERILIZER, STEAM

Clinical Thermometers:

HO 880.2910 CLINICAL ELECTRONIC THERMOMETER (except tympanic or

pacifier)

FLL - THERMOMETER, ELECTRONIC, CLINICAL

AN 868.5630 NEBULIZER

CAF - NEBULIZER (DIRECT PATIENT INTERFACE)

AN 868.5925 POWERED EMERGENCY VENTILATOR
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Hypodermic Needles and Syringes (except anti-stick and self-destruct):

HO 880.5570 HYPODERMIC SINGLE LUMEN NEEDLE

MMK - CONTAINER, SHARPES

FMI - NEEDLE, HYPODERMIC, SINGLE LUMEN

MHC - PORT, INTRAOSSEOUS, IMPLANTED

HO 880.5860 PISTON SYRINGE

FMF - SYRINGE, PISTON

OR 888.3020 INTRAMEDULLARY FIXATION ROD

HSB - ROD, FIXATION, INTRAMEDULLARY AND ACCESSORIES

External Fixators (except devices with no external components):

OR 888.3030 SINGLE/MULTIPLE COMPONENT METALLIC BONE FIXATION

APPLIANCES AND ACCESSORIES

KTT - APPLIANCE, FIXATION, NAIL/BLADE/PLATE COMBINATION,

MULTIPLE COMPONENT

OR 888.3040 SMOOTH OR THREADED METALLIC BONE FIXATION FASTENER

HTY - PIN, FIXATION, SMOOTH

JDW - PIN, FIXATION, THREADED
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Selected Dental Materials:

DE 872.3060 GOLD BASED ALLOYS AND PRECIOUS METAL ALLOYS FOR

CLINICAL USE

EJT - ALLOY, GOLD BASED, FOR CLINICAL USE

EJS - ALLOY, PRECIOUS METAL, FOR CLINICAL USE

DE 872.3200 RESIN TOOTH BONDING AGENT

KLE - AGENT, TOOTH BONDING, RESIN

DE 872.3275 DENTAL CEMENT

EMA - CEMENT, DENTAL

EMB - ZINC OXIDE EUGENOL

DE 872.3660 IMPRESSION MATERIAL

ELW - MATERIAL, IMPRESSION

DE 872.3690 TOOTH SHADE RESIN MATERIAL

EBF - MATERIAL, TOOTH SHADE, RESIN

DE 872.3710 BASE METAL ALLOY

EJH - METAL, BASE

Latex Condoms:

OB 884.5300 CONDOM

HIS - CONDOM
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TABLE 3

MEDICAL DEVICES FOR POSSIBLE INCLUSION

IN SCOPE OF PRODUCT COVERAGE

DURING OPERATIONAL PERIOD

Anaesthesiology Panel

__P_r_od_u_c_t_F_a_m_ilY__..L.I_S_e_c_ti_o_n_N_o_I D_e_v_ic_e_N_am_e ----J~

2

2
2

as Analyzer
2
2
2
2
2

2
2
2
2
2
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Peripheral Nerve 868.2775 Electrical peripheral nerve stimulator 2
Stimulators
Respiratory 868.1750 Pressure plethysmograph 2
Monitoring

868.1760 Volume plethysmograph 2
868.1780 InSpiratory airway pressure meter 2
868.1800 Rhinoanemometer 2
868.1840 Diagnostic spirometer 2
868.1850 MOnitOring spirometer 2
868.1860 Peak-flow meter for spirometry 2
868.1880 PUlmonary-function data calculator 2
868.1890 Predictive pulmonary-function value 2

calculator
868.1900 Diagnostic pulmonary-function 2

interpretation calculator
868.2025 Ultrasonic air embolism mOnitor 2
868.2375 Breathing frequency monitor (except apnea 2

detectors)
868.2480 Cutaneous carbon dioxide (PcC02) monitor 2
868.2500 Cutaneous oxygen monitor (for an Infant 2

not under gas anesthesia)
86tL2550 Pneumotachomometer 2
868.2600 Airway pressure mOnitor 2
868.5665 Powered percussor 2
868.5690 Incentive spirometer 2

Ventilator 2
2

2
2
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Cardiovascular Panel

__P_r_o_d_u_c_t_F_a_m_i...;IY__L-I_S_e_ct_i_o_n_N_o--Jo,I D_e_v_ic_e_N_a_m_e l~

ar lovascular
Diagnostic

lagnostlc computer

2

2

1

e tester 2
1
1
2
2
2

ardiovascu ar
Monitoring

CE/USA/Annex/en 126

alve, pressure re ie , cardIopulmonary
bypass

00 pressure alarm
00 pressure computer
00 pressure cu
omnvasive blood pressure measurement

system
enous bloo pressure manometer
lectrode recording cat eter or electrode

recording probe
ntracavitary phonocat eter system
tethoscope (electronic)

2

2
2

2
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870.2050
Blopotenttal amplifier and signal

2
conditioner

870.2060 Transducer signal amplifier and conditioner 2
870.2100 Cardiovascular blood flow-meter 2
870.2120 Extravascular blood flow probe 2
870.2300 Cardiac mOnitor (including 2

cardiotachometer and rate alarm)
870.2700 OXimeter 2
tHO.2710 Ear oXimeter 2
870.2750 Impedance phlebograph 2
870.2770 Impedance plethysmograph 2
870.2780 Hydraulic, pneumatic, or photoelectric 2

plethysmographs
810.2850 Extravascular blood pressure transducer 2
870.2870 Catheter tiP pressure transducer 2
870.2880 Ultrasonic transducer 2
8/0.2890 Vessel occlusion transducer 2
870.2900 Patient transducer and electrode cable 2

(including connector)
810.2910 Radiofrequency physiological signal 2

transmitter and receiver
870.2920 Telephone electrocardiograph transmitter 2

and receiver
870.4205 Cardiopulmonary bypass bubble detector 2
870.422U cardiopulmonary bypass heart-lung 2

machine console
810.4240 Cardiovascular bypass heat exchanger 2
87U.425U Cardiopulmonary bypass temperature 2

controller
870.4300 Cardiopulmonary bypass gas control unit 2
87U.4310 cardiopulmonary bypass coronary pressure 2

gauge
870.4330 Cardiopulmonary bypass on-line blood gas 2

monitor
870.4340 Cardiopulmonary bypass level sensing 2

monitor and/or control
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2

lood gas

regulation system

es)

I_E_c_h_o_ca_r_d_io_g_ra_p_h 8_'_O_.2_3_3_0--LI_E_c_h_oc_a_r_a_io_g_ra_p_h ......J~

e pacemaker pulse

2

2
2

eVlces
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Dental Panel

~_P_r_o_d_u_c_t_F_a_m_i_ly__&..I_S_e_ct_i_o_n_N_0-..loI D_e_v_ic_e_N_a_m_e ~

2

aterial
precIous metal

2

2

2

2

2
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2

2

I_O_r_t_h_o_do_n_t_ic 8_'_2_.5_4_'_0--JII-0_rt_h_o_d_on_t_ic_p_la_s_ti_c_b_r_a_c_ke_t --Il~

Ear/Nose/Throat Panel

~_P_r_o_d_u_c_t_F_a_m_i_IY__....I_S_e_c_ti_o_n_N_o--"'I D_e_v_ic_e_N_a_m_e ~

Diagnostic qUipment 2

2
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1

GastroenterologyIUrology Panel

__P_r_o_d_uc_t_Fa_m_i1Y__I_S_e_c_t_io_n_N_o--'-I D_e_v_ic_e_N_a_m_e ~

ndoscope (inc uding
angioscopes,
laparscopes,
ophthalmic
endoscopes)

n oscope and accessories

2

I_G_a_s_t_ro_e_n_t_e_ro_lo_g_y 1 876.1725 IGastrointestinal motility monitoring system Q:=J
Hemodialysis
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I_L_it_h_o_tr_ip_t_o_r 1_8_'_6_.4_5_0_0.......LI_M_e_c_h_a_n_ic_a_I_lit_h_o_tr_ip~t_o_r l~

General Hospital Panel

__P_r_o_d_u_c_t_F_a_m_i_ly__I...._S_e_ct_i_o_n_N_o_I D_e_v_i_c_e_N_a_m_e ~

umps and

U1d pressure

2

yringes 1

Miscellaneous
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Inlcal mercury thermometer
-powered adjusta e ospita ed

2

1
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Neurolo9Y Panel

__P_r_o_du_c_t_F_a_m_i1y__I_S_e_c_t_io_n_N_o-....I D_e_v_ic_e_N_a_m_e .......~

Neuro- iagnostic 2

2
2

2

2

eVlce 2
2
2
2

2

IEchoencephalography I 882.1240 I_E_c_h_o_e_n_c_ep_h_a_l_o9_r_B_p_h -JCU
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IL-R_P_G --'-_8_8_2_,_4_4_0_0_I_R_B_d_io_f_re_q_u_e_n_c_y_l_e_si_o_n_g_e_n_e_ra_t_o_r --'0
urgery 2

2

2

2

2

2
2
2
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Obstetrics/Gynaecology Panel

,--_P_r_o_d_u_c_t_F_a_m_i_ly__I-I_S_e_c_ti_o_n_N_0....a.I D_e_v_ic_e_N_a_m_e ---"~

onitoring 2

2

2

2

2
1

2

2

2

2

Gynecological 884.1720 Gynecologic laparoscope and accessories 2
Surgery Equip.

884.4160 Unipolar endoscopic coagulator-cutter and 2
accessories

884.4550 Gynecologic surgical laser 2
884.4120 Gynecologic electrocautery and 2

accessories
884.5300 Condom 2
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__P_r_o_d_u_c_t_F_a_m_i_ly__I..._S_e_ct_i_o_n_N_o_I D_e_v_i_c_e_N_a_m_e ~

I,-O_p_h_t_h_al_m_._'_m_p_la_n_ts_--a-1_8_8_6_.3_3_2_0--.I_E_y_e_s_p_h_er_e_i_m_p_la_n_t m
ontact Lens

dally 2

1
2
1

2
1

1
1

1

1

1

1

1

quipment 1

phthalm. Implants 2
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