U.5. Food and Drug Administration - Center for Devices and Radiological Health

List of Devices for Third Party Review under
the FDA Modernization Act of 1997, 1/5/2002

This page lists devices currently eligible for third-party review under the FDA's Accredited Persons Program. In
January 2001, FDA updated thislist to include Class |1 devices that are part of the "expansion pilot," discussed
below. Premarket notifications ["510(k)'s"] for devices on this list can be submitted to FDA-accredited third
parties (Accredited Persons) in lieu of FDA. Information on the Accredited Persons Program, including links to
this page and to alist of Accredited Persons, is available at www.fda.gov/cdrh/thirdparty.

The following topics are discussed in thisintroduction to the list of eligible devices:
o How to usethelist of eligible devices
« Someimportant exceptionsto the list

« Expansion pilot
How to Usethe List of Eligible Devices

Thelist has five columns;

« Thefirst column provides the classification regulation number for each device from Title 21, Code of
Federal Regulations (CFR), Parts 862-892. A classification regulation identifies a generic type of device
and specifies the regulatory class that FDA has assigned to the device.

» The second and third columns show the classification name for the device from the CFR, and the class of
the device, respectively. In the second column, under each classification regulation name, one or more
3-letter product codes appear, along with the device name associated with each product code. Product
codes represent specific subsets of devices grouped under the same classification regulation name.
Manufacturers should determine the classification of their device at the product code level that most
appropriately identifies their device(s).

« Thefourth column indicatesif adevice (product code) isincluded in the expansion pilot, described below,
by showing the word "pilot.” If this column is blank, the device is éligible for review under the pre-existing
program and is not part of the expansion pilot.

« Thefifth column provides alink to device-specific guidance, if available, or to general guidance to assist
manufacturers in the preparation-and Accredited Persons in the review-of 510(k)'s for eligible devices.
Links are not provided for devices in the expansion pilot; device-specific guidance does not exist for these
devices, and specia procedures apply to the review of 510(k)'s for these devices by Accredited Persons, as
discussed in FDA's January 2001 procedural guidance for the Accredited Persons Program, cited below.

Some I mportant Exceptionsto the List

There are some exceptions that are not reflected in the eligible device list:

« A devicemay be eligible evenif it does not appear onthelistif itisaClass| or Class |1 device that has


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfThirdParty/Accredit.cfm
http://www.fda.gov/cdrh/thirdparty/

been exempted from 510(k) by regulation, but requires a 510(k) because it exceeds the limitations of the
exemption (as discussed in FDA's device classification regulations). Devices that are exempt from 510(k)
are not shown on the list.

o A Classll deviceonthelistisineligibleif a510(k) for the device requires clinical datato demonstrate
substantial equivalence. This exception is discussed in FDA's procedural guidance for the Accredited
Persons Program, cited below.

« A deviceonthelistisineligibleif a510(k) for the device requires multi-Center review (e.g., 510(k)'s for
drug/device combination products) or if a Center other than CDRH (e.g., the Center for Biologics
Evaluation and Research) has primary responsibility for review.

Y ou should contact FDA's Division of Small Manufacturers Assistance at dsma@cdrh.fda.gov or an Accredited
Person if you need additional information on these exceptions.

Expansion Pilot

In an effort to encourage greater use of the Accredited Persons Program, FDA implemented an expansion pilot in
January 2001 that allows Accredited Persons to review many Class Il devices that were not previoudy eligible.
The pilot allows, subject to certain conditions, Accredited Persons to review Class || devices for which there are
no device-specific guidance documents. Information on the expansion pilot, including criteria allowing for the
review of these Class |1 devices, can be found in a January 2001 guidance document entitled Guidance for Staff,
Industry and Third Parties: Implementation of Third Party Programs Under the FDA Modernization Act of 1997
(PDE ). Thisguidanceis arevision of the October 30, 1998 guidance document with the same title. Accredited

Persons and other interested parties should refer to Section |1.B., Purpose and Nature of the Program, for the
criteriathat would allow for the review of the Class Il devicesin the expansion pilot.

Anesthesiology Panel

Regulation Name Relevant

Section No. Product Code-Device Name Class|Pilot | 6 jigance/standard

868.1040 POWERED ALGESIMETER I

BSl - ALGESIMETER, POWERED

868.1075 ARGON GASANALYZER I

JEG - ANALYZER, GAS, ARGON, GASEOUS-PHASE

868.1400 CARBON-DIOXIDE GASANALYZER I

CCK - ANALYZER, GAS, CARBON-DIOXIDE,
GASEOUS-PHASE

868.1430 CARBON-MONOXIDE GASANALYZER I

CCJ- ANALYZER, GAS, CARBON-MONOXIDE,
GASEOUS-PHASE

868.1500 ENFLURANE GASANALYZER I

CBQ- ANALYZER, GAS, ENFLURANE, GASEOUS-PHASE
(ANESTHETIC CONC.)

868.1620 HALOTHANE GASANALYZER I

CBS- ANALYZER, GAS, HALOTHANE, GASEOUS-PHASE
(ANESTHETIC CONC.)



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfDSMA/dsma-form.cfm
http://www.fda.gov/cdrh/thirdparty/apguide13.html
http://www.fda.gov/cdrh/thirdparty/apguide13.html
http://www.fda.gov/cdrh/thirdparty/apguide13.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=11
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2747
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=140
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=140
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=139
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=139
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=131
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=131
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=133
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=133

868.1640

HELIUM GASANALYZER

BSE - ANALYZER, GAS, HELIUM, GASEOUS-PHASE

Pilot

868.1670 NEON GAS ANALYZER I -

JEF - ANALYZER, GAS, NEON, GASEOUS-PHASE
868.1690 NITROGEN GASANALYZER I

CCl - ANALYZER, GAS, NITROGEN, GASEOUS-PHASE
868.1700 NITROUS-OXIDE GASANALYZER I

CBR - ANALYZER, GAS, NITROUS-OXIDE, GASEOUS PHASE

(ANESTHETIC CONC))
868.1720 OXYGEN GASANALYZER I

CCL - ANALYZER, GAS, OXYGEN, GASEOUS-PHASE
868.1730 OXYGEN-UPTAKE COMPUTER I

BZL - COMPUTER, OXY GEN-UPTAKE
868.1750 PRESSURE PLETHY SMOGRAPH I

CCM - PLETHYSMOGRAPH, PRESSURE
868.1760 VOLUME PLETHY SMOGRAPH I

JEH - PLETHYSMOGRAPH, VOLUME
868.1780 INSPIRATORY AIRWAY PRESSURE METER I

BXR- METER, AIRWAY PRESSURE (INSPIRATORY FORCE)
868.1800 RHINOANEMOMETER I

BXQ - RHINOANEMOMETER (MEASUREMENT OF NASAL

DECONGESTION)
868.1840 DIAGNOSTIC SPIROMETER I

BZG - SPIROMETER, DIAGNOSTIC
868.1850 MONITORING SPIROMETER I

BZK - SPIROMETER, MONITORING (W/WO ALARM)
868.1860 PEAK FLOW METER FOR SPIROMETRY I

BZH - METER, PEAK FLOW, SPIROMETRY
868.1880 PULMONARY FUNCTION DATA CALCULATOR I

BZC - CALCULATOR, PULMONARY FUNCTION DATA
868.1890 PREDICTIVE PULMONARY FUNCTION VALUE I

CALCULATOR

BTY - CALCULATOR, PREDICTED VALUES, PULMONARY

FUNCTION
868.1900 DIAGNOSTIC PULMONARY FUNCTION I

INTERPRETATION CALCULATOR

BZM - CALCULATOR, PULMONARY FUNCTION
INTERPRETATOR (DIAGNOSTIC)

Pilot

i)
S



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=9
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2746
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=138
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=132
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=132
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=141
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=92
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=142
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2748
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=60
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=59
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=59
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=89
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=91
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=90
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=86
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=37
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=37
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=93
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=93

868.1920 ESOPYAGEAL STETHOSCOPE WITH ELECTRICAL I |
CONDUCTORS
BZT - STETHOSCOPE, ESOPHAGEAL, WITH ELECTRICAL
CONDUCTORS
868.2025 ULTRASONIC AIR EMBOLISM MONITOR I |
CBA - MONITOR, AIREMBOLISM, ULTRASONIC
868.2375 BREATHING FREQUENCY MONITOR I |
BZQ - MONITOR, BREATHING FREQUENCY
MNR - VENTILATORY EFFORT RECORDER
868.2500 CUTANEOUS OXYGEN MONITOR I |
KLK - MONITOR, OXYGEN, CUTANEOUS, FOR INFANT NOT
UNDER GAS ANESTHESIA
868.2550 PNEUMOTACHOMETER I |
JAX - PNEUMOTACHOMETER
868.2600 AIRWAY PRESSURE MONITOR I |
CAP- MONITOR, AIRWAY PRESSURE (INCLUDES GAUGE
AND/OR ALARM)
868.2775 ELECTRICAL PERIPHERAL NERVE STIMULATOR I |
BXM - STIMULATOR, NERVE, AC-POWERED
BXN - STIMULATOR, NERVE, BATTERY-POWERED Pilot
KOI - STIMULATOR, NERVE, PERIPHERAL, ELECTRIC
868.5120 ANESTHESIA CONDUCTION CATHETER I
BSO - CATHETER, CONDUCTION, ANESTHETIC
868.5130 ANESTHESIA CONDUCTION FILTER I
BSN - FILTER, CONDUCTION, ANESTHETIC
868.5140 ANESTHESIA CONDUCTION KIT I
CAZ - KIT, CONDUCTION ANESTHETIC
868.5150 ANESTHESIA CONDUCTION NEEDLE I
BSP- NEEDLE, CONDUCTION, ANESTHETIC (W/WO
INTRODUCER)
MIA - NEEDLE, SPINAL, SHORT TERM
868.5160 GAS MACHINE FOR ANESTHESIA I
ELI - GASMACHINE, ANALGESIA
868.5170 LARYNGO-TRACHEAL TOPICAL ANESTHESIA I

APPLICATOR

CCT - APPLICATOR (LARYNGO-TRACHEAL), TOPICAL
ANESTHESIA

868.5260

BREATHING CIRCUIT BACTERIAL FILTER

-
=}



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=99
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=99
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=119
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=96
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4573
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3379
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3379
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2679
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=113
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=113
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=55
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=56
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3436
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=14
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=118
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=16
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=16
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4429
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=890
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=146
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=146

CAH - FILTER, BACTERIAL, BREATHING-CIRCUIT

868.5270 BREATHING SYSTEM HEATER I

BZE - HEATER, BREATHING SYSTEM W/WO CONTROLLER
(NOT HUMIDIFIER OR NEBULIZER

868.5430 GAS-SCAVENGING APPARATUS I

CBN - APPARATUS, GAS-SCAVENGING

868.5450 RESPIRATORY GASHUMIDIFIER I

BTT - HUMIDIFIER, RESPIRATORY GAS, (DIRECT PATIENT
INTERFACE)

868.5630 NEBULIZER Il Text | PDF

CAF - NEBULIZER (DIRECT PATIENT INTERFACE)

868.5655 PORTABLE LIQUID OXYGEN UNIT I

BYJ- UNIT, LIQUID-OXYGEN, PORTABLE

868.5665 POWERED PERCUSSOR I

BYI - PERCUSSOR, POWERED-ELECTRIC

868.5690 INCENTIVE SPIROMETER 1

BWF - SPIROMETER, THERAPEUTIC (INCENTIVE)

868.5710 ELECTRICALLY POWERED OXYGEN TENT I

FNC - TENT, PEDIATRIC AEROSOL

868.5880 ANESTHETIC VAPORIZER 1

CAD - VAPORIZER, ANESTHESIA, NON-HEATED

868.5895 CONTINUOUS VENTILATOR I

MQOD - ACESSORY TO CONTINUOUS VENTILATOR
(RESPIRATOR)

868.6250 PORTABLE AIR COMPRESSOR I

BTl - COMPRESSOR, AIR, PORTABLE

= IE B EE EH E
SCHNE S BN S S S e

874.4500 ENT MICROSURGICAL CARBON DIOXIDE LASER I Text | PDF
PRODUCT

LLO- LASER, NEODYMIUM:YAG, PULMONARY SURGERY

i)
S

Clinical Chemistry Panel

. Regulation Name , Relevant
Section No. Product Code-Device Name Class|Pilot | gyjdance/standard
862.1020 ACID PHOSPHATASE (TOTAL OR PROSTATIC) TEST | I
SYSTEM

CIN - ACID PHOSPHATASE, NITROPHENY LPHOSPHATE

CJR - ACID PHOSPHATASE, THYMOL BLUE
MONOPHOSPHATE

CIX - ACID PHOSPHATASE, DISODIUM PHENY LPHOSPHATE



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=106
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=88
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=88
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=128
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=35
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=35
http://www.fda.gov/cdrh/ode/784.html
http://www.fda.gov/cdrh/ode/784.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=104
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=70
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=69
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=41
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1277
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=102
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4585
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4585
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=26
http://www.fda.gov/cdrh/ode/386.html
http://www.fda.gov/cdrh/ode/386.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3922
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=277
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=280
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=280
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=283

CKB - ACID PHOSPHATASE, NAPHTHYL PHOSPHATE

i)
S

CKE - ACID PHOSPHATASE, THYMOLPHTHALE
INMONOPHOSPHATE

Pi

2

CKH - ACID PHOSPHATASE, BETA GLY CEROPHOSPHATE

=

JFH - ACID PHOSPHATASE (PROSTATIC), TARTRATE
INHIBITED

i)
S

862.1025 ADRENOCORTICOTROPIC HORMONE (ACTH) TEST [
SYSTEM
CKG - RADIOIMMUNOASSAY, ACTH
862.1035 ALBUMIN TEST SYSTEM [
CIX - BROMCRESOL GREEN DY E-BINDING, ALBUMIN Pilot
CJF - TETRABROMOPHENOLPHTHALEIN, ALBUMIN Pilot
CJG - TETRABROMO-M-CRESOLSULFONPHTHALEIN, Bilot
ALBUMIN
CJQ - RADIAL IMMUNODIFFUSION, ALBUMIN
CJW - BROMCRESOL PURPLE DY E-BINDING, ALBUMIN
CJZ - ACID, HYDROXYAZOBENZENE-BENZOIC, ALBUMIN
862.1045 ALDOSTERONE TEST SYSTEM [ |
CJB - CHROMATOGRAPHIC
SEPARATION/RADIOIMMUNOASSAY, ALDOSTERONE
CIM - RADIOIMMUNOASSAY, ALDOSTERONE Pilot
862.1050 ALKALINE PHOSPHATASE OR ISOENZYMES TEST [

SYSTEM

CIN - ELECTROPHORETIC SEPARATION, ALKALINE
PHOSPHATASE ISOENZYMES

ClIO- THYMOLPHTHALEIN MONOPHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

T | 2
=] =]

CJE - NITROPHENYLPHOSPHATE, ALKALINE PHOSPHATASE
OR ISOENZYMES

CH - THYMOL BLUE MONOPHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

CJ - DISODIUM PHENYLPHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

CXK - PHENOLPHTHALEIN PHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

CJ - BETA GLYCEROPHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

CJO - ALPHA-NAPHTHYL PHOSPHATE, ALKALINE
PHOSPHATASE OR ISOENZYMES

CKF - PHENYLPHOSPHATE, ALKALINE PHOSPHATASE OR
ISOENZYMES



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=287
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=290
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=290
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=293
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2767
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2767
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=292
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=261
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=269
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=270
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=270
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=279
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=282
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=285
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=265
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=265
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=276
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=255
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=255
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=256
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=256
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=268
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=268
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=271
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=271
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=272
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=272
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=274
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=274
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=275
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=275
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=278
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=278
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=291
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=291

862.1065

AMMONIA TEST SYSTEM

General Guidance

JD - PHOTOMETRIC METHOD, AMMONIA

JE- METHOD, ION-EXCHANGE, AMMONIA

JF- ENZYMATIC METHOD, AMMONIA

JG - ELECTRODE, ION-SPECIFIC METHOD, AMMONIA

862.1070

AMYLASE TEST SYSTEM

ClJ- SACCHAROGENIC, AMYLASE

E
e

CIK - RADIAL DIFFUSION, AMYLASE

J
S

CIW - STARCH-DYE BOUND POLYMER, AMYLASE

i)
S

CID - NITROSALICYLATE REDUCTION, AMYLASE

JFJ- CATALYTIC METHODS, AMYLASE

E
e

J
S

KHM - NEPHELOMETRIC, AMYLASE

i)
S

862.1085

ANGIOTENSIN | AND RENIN TEST SYSTEM

CIB - RADIOIMMUNOASSAY, ANGIOTENSIN | AND RENIN

i)
S

862.1090

ANGIOTENSIN CONVERTING ENZYME TEST
SYSTEM

KON - RADIOASSAY, ANGIOTENSIN CONVERTING ENZYME

i)
S

862.1100

ASPARTATE AMINO TRANSFERASE (AST/SGQOT)
TEST SYSTEM

CIF- VANILLIN PYRUVATE, AST/SGOT

ClQ - DIAZO, AST/SGOT

CIS- HYDRAZONE COLORIMETRY, AST/SGOT

CIT - NADH OXIDATION/NAD REDUCTION, AST/SGOT

862.1110

BILIRUBIN (TOTAL AND DIRECT) TEST SYSTEM

CIG - DIAZO COLORIMETRY, BILIRUBIN

JEM - ENZYMATIC METHOD, BILIRUBIN

862.1113

BILIRUBIN (TOTAL AND UNBOUND) IN THE
NEONATE TEST SYSTEM

General Guidance

MOM - BILIRUBIN (TOTAL AND UNBOUND) IN THE
NEONATE TEST SYSTEM

862.1118

BIOTINIDASE TEST SYSTEM

NAK - SYSTEM,TEST,BIOTINIDASE

862.1120

BLOOD GASES (PCO2, PO2) AND BLOOD PH TEST
SYSTEM

CHL - ELECTRODE MEASUREMENT, BLOOD-GASES (PCO2,
PO2) AND BLOOD PH

Pilot

862.1140

CALCITONIN TEST SYSTEM

JKR - RADIOIMMUNOASSAY, CALCITONIN

Pilot
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862.1145

CALCIUM TEST SYSTEM

CHC - TITRIMETRIC PERMANGANATE AND BROMOPHENOL

BLUE, CALCIUM

CHW - TITRIMETRICWITH EDTA AND INDICATOR,

CALCIUM

CHZ - DI (O-HYDROXYPHENYLIMINE) ETHANE, CALCIUM

CIA - METHYLTHYMOL BLUE, CALCIUM

CIC - CRESOLPHTHALEIN COMPLEXONE, CALCIUM

CID - ALIZARIN SULFONATE, CALCIUM

CQJY - AZODYE, CALCIUM

JEN - ATOMIC ABSORPTION, CALCIUM

JFO - FLUOROMETRIC, CALCIUM

JFP - ELECTRODE, ION SPECIFIC, CALCIUM

862.1150

CALIBRATOR

Text

PDF

JS- CALIBRATOR, PRIMARY

JT - CALIBRATOR, SECONDARY

JW - CALIBRATOR, SURROGATE

JX - CALIBRATOR, MULTI-ANALYTE MIXTURE

862.1155

HUMAN CHORIONIC GONADOTROPIN (HCG) TEST
SYSTEM

DHA - SYSTEM, TEST, HUMAN CHORIONIC GONADOTROPIN

JHI - RADIOIMMUNOASSAY, HUMAN CHORIONIC
GONADOTROPIN

JHJ- AGGLUTINATION METHOD, HUMAN CHORIONIC
GONADOTROPIN

LFS- RADIORECEPTOR ASSAY, HUMAN CHORIONIC
GONADOTROPIN

NAL - TEST,IMMUNOASSAY ,BIOSENSOR,HCG

862.1160

BICARBONATE/CARBON DIOXIDE TEST SYSTEM

Text

PDF

CHR - TITRIMETRIC PHENOL RED, CARBON-DIOXIDE

CHS- COULOMETRIC METHOD, CARBON-DIOXIDE

CIE - VOLUMETRIC/MANOMETRIC, CARBON-DIOXIDE

CIL - CRESOL RED COLORIMETRY, CARBON-DIOXIDE

JFL - PH RATE MEASUREMENT, CARBON-DIOXIDE

KHS- ENZYMATIC, CARBON-DIOXIDE

KMS- PHENOLPHTHALEIN COLORIMETRY,
CARBON-DIOXIDE

862.1170

CHLORIDE TEST SYSTEM

Text

PDF
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CGZ - ELECTRODE, ION-SPECIFIC, CHLORIDE

CHG - ACID, PHOSPHORIC-TUNGSTIC
(SPECTROPHOTOMETRIC), CHLORIDE

CHJ- MERCURIC THIOCYANATE, COLORIMETRY,
CHLORIDE

CHK - MERCURIC NITRATE AND DIPHENYL CARBAZONE
(TITRIMETRIC), CHLORIDE

JFS- COULOMETRIC, CHLORIDE

862.1177 CHOLYLGLYCINE TEST SYSTEM [
KWW - RADIOIMMUNOASSAY, CHOLYGLYCINE, BILE
ACIDS
862.1187 CONJUGATED SULFOLITHOCHOLIC ACID (SLCG) [
TEST SYSTEM
KWX - RADIOIMMUNOASSAY, CONJUGATED
SULFALITHOCHOLIC (SLCG) ACID, BILE ACIDS
862.1205 CORTISOL (HYDROCORTISONE AND [
HYDROXY CORTICOSTERONE) TEST SYSTEM
CGR - RADIOIMMUNOASSAY, CORTISOL
JFT - FLUOROMETRIC, CORTISOL
NHG - ENZYME IMMUNOASSAY, CORTISOL, SALIVARY
862.1215 CREATINE PHOSPHOKINASE/CREATINE KINASEOR | I |
ISOENZYMES TEST SYSTEM
CGS- NAD REDUCTION/NADH OXIDATION, CPK OR
ISOENZYMES
JHS - DIFFERENTIAL RATE KINETIC METHOD, CPK OR Bilot
ISOENZYMES
JHT - CHROMATOGRAPHIC SEPARATION, CPK ISOENZYMES
JHW - U.V. METHOD, CPK ISOENZYMES Pilot
JHX - FLUOROMETRIC METHOD, CPK OR ISOENZYMES Pilot
JHY - COLORIMETRIC METHOD, CPK OR ISOENZYMES Pilot
MMI - IMMUNOASSAY METHOD, TROPONIN SUBUNIT Pilot
MYT - BIOSENSOR, IMMUNOASSAY, CPK OR ISOENZYMES Pilot
862.1225 CREATININE TEST SYSTEM I Text | PDF
CGL - ELECTRODE, ION BASED, ENZYMATIC, CREATININE
CGX - ALKALINE PICRATE, COLORIMETRY, CREATININE
JFY - ENZYMATIC METHOD, CREATININE
862.1230  |CYCLIC AMP TEST SYSTEM I

CGT - RADIOIMMUNOASSAY, CYCLIC GMP

CHO - RADIOIMMUNOASSAY, CYCLIC AMP
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862.1295

FOLIC ACID TEST SYSTEM

CGN - ACID, FOLIC, RADIOIMMUNOASSAY

862.1310

GALACTOSE TEST SYSTEM

Genera Guidance

JA - ENZYMATIC METHODS, GALACTOSE

JB- U.V.METHOD, GALACTOSE

JC- COLORIMETRIC METHOD, GALACTOSE

862.1315

GALACTOSE-1-PHOSPHATE URIDYLTRANSFERASE
TEST SYSTEM

JLJ- URIDINE-5-DIPHOSPHOGLUCOSE, NAD (U.V.), ALPHA-D

GALACTOSE-1-PHOSPHATE

KQP - FLUORESCENT PROC. (QUAL.),
GALACTOSE-1-PHOSPHATE URIDYL TRANSFERASE

862.1340

URINARY GLUCOSE (NONQUANTITATIVE) TEST
SYSTEM

Text | PDF

JL - METHOD, ENZYMATIC, GLUCOSE (URINARY,
NON-QUANTITATIVE)

JM - METHOD, METALLIC REDUCTION, GLUCOSE
(URINARY, NON-QUANTITATIVE)

862.1345

GLUCOSE TEST SYSTEM

Text | PDF

CFR - HEXOKINASE, GLUCOSE

CFW - COPPER REDUCTION, GLUCOSE

CGA - GLUCOSE OXIDASE, GLUCOSE

CGD - FERRICYANIDE, GLUCOSE

CGE - ORTHOTOLUIDINE, GLUCOSE

LFR - GLUCOSE DEHYDROGENASE, GLUCOSE

MRV - DRINK, GLUCOSE TOLERANCE

862.1377

URINARY HOMOCY STINE (NONQUANTITATIVE)
TEST SYSTEM

LPS- URINARY HOMOCY STINE (NONQUANTITATIVE) TEST
SYSTEM

862.1410

IRON (NON-HEME) TEST SYSTEM

Genera Guidance

CEM - BATHOPHENANTHROLINE, COLORIMETRY, IRON
(NON-HEME)

JY - PHOTOMETRIC METHOD, IRON (NON-HEME)

JZ - ATOMIC ABSORPTION, IRON (NON-HEME)

JJA - RADIO-LABELED IRON METHOD, IRON (NON-HEME)

862.1415

IRON-BINDING CAPACITY TEST BINDING

General Guidance

JMO - FERROZINE (COLORIMETRIC) IRON BINDING
CAPACITY
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JOD - RESIN, ION-EXCHANGE, THIOGLYCOLIC ACID,
COLORIMETRY, IRON BINDING CAPACITY

JOE - RESIN, ION-EXCHANGE, ASCORBIC ACID,
COLORIMETRY, IRON BINDING CAPACITY

JOF - BATHOPHENANTHROLINE, IRON BINDING CAPACITY

JOG - RADIOMETRIC, FES59, IRON BINDING CAPACITY

862.1445

LACTATE DEHYDROGENASE ISOENZYMES TEST
SYSTEM

CEX - CHROMATOGRAPHIC SEPARATION, LACTATE
DEHYDROGENASE ISOENZYMES

CFE - ELECTROPHORETIC, LACTATE DEHYDROGENASE
ISOENZYMES

A
e

JGF - DIFFERENTIAL RATE KINETIC METHOD, LACTATE
DEHYDROGENASE ISOENZYMES

862.1455

LECITHIN/SPHINGOMYELIN RATIO IN AMNIOTIC
FLUD TEST SYSTEM

JHE - COLORIMETRIC METHOD, LECITHIN/SPHINGOMYELIN
RATIO

JHG - CHROMATOGRAPHIC SEPARATION,
LECITHIN/SPHINGOMYELIN RATIO

BE
=]

J
e

JHH - ELECTROPHORETIC METHOD,
LECITHIN/SPHINGOMYELIN RATIO

i)
S

862.1495

MAGNESIUM TEST SYSTEM

General Guidance

CFA - ELECTRODE, ION SPECIFIC, MAGNESIUM

CFO - TITRIMETRIC, MAGNESIUM

JGI - ATOMIC ABSORPTION, MAGNESIUM

JGJ- PHOTOMETRIC METHOD, MAGNESIUM

862.1509

URINARY METHYLMALONIC ACID TEST SYSTEM

LPT - SYSTEM, TEST, URINARY METHYLMALONIC ACID

862.1545

PARATHYROID HORMONE TEST SYSTEM

CEW - RADIOIMMUNOASSAY, PARATHYROID HORMONE

862.1555

PHENYLALANINE TEST SYSTEM

JNB - NINHYDRIN AND L-LEUCYL-L-ALANINE
(FLUORIMETRIC), PHENYLALANINE

JNC - COLUMN OR PAPER CHROMATOGRAPHY PLUS
NINHYDRIN, PHENYLALANINE

862.1580

PHOSPHORUS (INORGANIC) TEST SYSTEM

General Guidance

CEO - PHOSPHOMOLYBDATE (COLORIMETRIC), INORGANIC
PHOSPHORUS

862.1585

HUMAN PLACENTAL LACTOGEN TEST SYSTEM
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JMF - RADIOIMMUNOASSAY, HUMAN PLACENTAL
LACTOGEN

862.1600

POTASSIUM TEST SYSTEM

Text

PDF

CEJ- TETRAPHENYL BORATE, COLORIMETRY, POTASSIUM

CEM - ELECTRODE, ION SPECIFIC, POTASSIUM

JGM - FLAME PHOTOMETRY, POTASSIUM

MZV - TEST,SYSTEM,POTASSIUM,ENZYMATIC METHOD

862.1660

QUALITY CONTROL MATERIAL (ASSAYED AND
UNASSAYED)

General Guidance

JIR - ELECTROLYTE CONTROLS (ASSAYED AND
UNASSAYED

JJS- CONTROLS FOR BLOOD-GASES, (ASSAYED AND
UNASSAYED

JJT - ENZYME CONTROLS (ASSAYED AND UNASSAYED)

JIW - URINALY SIS CONTROLS (ASSAYED AND UNASSAYED)

JIX - SINGLE (SPECIFIED) ANALYTE CONTROLS (ASSAYED
AND UNASSAYED)

JJY - MULTI-ANALYTE CONTROLS, ALL KINDS (ASSAYED
AND UNASSAYED)

LCH - TONOMETER (CALIBRATION AND Q.C. OF
BLOOD-GASINSTRUMENTS), CLINICAL

862.1665

SODIUM TEST SYSTEM

Text

PDF

CEl - URANYL ACETATE/ZINC ACETATE, SODIUM

JGS - ELECTRODE, ION SPECIFIC, SODIUM

JGT - FLAME PHOTOMETRY, SODIUM

MZU - SYSTEM,TEST,SODIUM,ENZYMATIC METHOD

862.1675

BLOOD SPECIMEN COLLECTION DEVICE

GIM - TUBES, VACUUM SAMPLE, WITH ANTICOAGULANT

GJE - TRAY, BLOOD COLLECTION

JKA - TUBES, VIALS, SYSTEMS, SERUM SEPARATORS,
BLOOD COLLECTION

862.1680

TESTOSTERONE TEST SYSTEM

General Guidance

CDZ - RADIOIMMUNOASSAY, TESTOSTERONES AND
DIHYDROTESTOSTERONE

862.1685

THYROXINE-BINDING GLOBULIN TEST SYSTEM

CEE - RADIOIMMUNOASSAY, THYROXINE-BINDING
GLOBULIN

862.1690

THYROID-STIMULATING HORMONE TEST SYSTEM
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JLW - RADIOIMMUNOASSAY, THYROID-STIMULATING
HORMONE

862.1695

FREE THYROXINE TEST SYSTEM

CEC - RADIOIMMUNOASSAY, FREE THYROXINE

862.1700

TOTAL THYROXINE TEST SYSTEM

CDX - RADIOIMMUNOASSAY, TOTAL THYROXINE

KLI - ENZYME IMMUNOASSAY, NON-RADIOLABELED,
TOTAL THYROXINE

862.1730

FREE TYROSINE TEST SYSTEM

General Guidance

CDR - 1-NITROSO-2-NAPHTHOL (FLUOROMETRIC), FREE
TYROSINE

862.1770

UREA NITROGEN TEST SYSTEM

Text | PDF

CDL - BERTHELOT INDOPHENOL , UREA NITROGEN

CDN - UREASE, PHOTOMETRIC, UREA NITROGEN

CDQ - UREASE AND GLUTAMIC DEHYDROGENASE, UREA

NITROGEN

CDS- ELECTRODE, ION SPECIFIC, UREA NITROGEN

CDW - DIACETYL-MONOXIME, UREA NITROGEN

JGZ - O-PHTHALALDEHYDE, UREA NITROGEN

LFP- CONDUCTIVITY RATE, UREA NITROGEN

862.1775

URIC ACID TEST SYSTEM

General Guidance

CDH - ACID, URIC, PHOSPHOTUNGSTATE REDUCTION

CDO - ACID, URIC, URICASE (U.V.)

JHA - ACID, URIC, URICASE (GASOMETRIC)

JHB - ACID, URIC, URICASE (COLORIMETRIC)

JHC - ACID, URIC, URICASE (OXYGEN RATE)

KNK - ACID, URIC, URICASE (COLORIMETRIC)

LFQ - ACID, URIC, ACID REDUCTION OF FERRIC ION

862.1810

VITAMIN B12 TEST SYSTEMS

CDD - RADIOASSAY, VITAMIN B12

LIG - RADIOASSAY, INTRINSIC FACTOR BLOCKING
ANTIBODY

862.1825

VITAMIN D TEST SYTEM

MRG - SYSTEM, TEST, VITAMIN D

Cardiovascular Panel

Section No.

Regulation Name
Product Code-Device Name

Pilot

Relevant
Guidance/Standard

870.1100

BLOOD PRESSURE ALARM
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DSJ- ALARM, BLOOD-PRESSURE

Pilot

DYB - INTRODUCER, CATHETER

870.1110 BLOOD PRESSURE COMPUTER [ -

DSK - COMPUTER, BLOOD-PRESSURE
870.1120 BLOOD PRESSURE CUFF [ Text | PDF

DXQ - CUFF, BLOOD-PRESSURE
870.1130 |NONINVASIVE BLOOD PRESSUE MEASUREMENT I

SYSTEM

DXN - SYSTEM, MEASUREMENT, BLOOD-PRESSURE,

NON-INVASIVE
870.1140 VENOUS BLOOD PRESSURE MANOMETER [

KRK - MANOMETER, BLOOD-PRESSURE, VENOUS
870.1200 DIAGNOSTIC INTRAVASCULAR CATHETER [

DQO - CATHETER, INTRAVASCULAR, DIAGNOSTIC
870.1210 |CONTINOUSFLUSH CATHETER I

KRA - CATHETER, CONTINUOUS FLUSH
870.1230  |FIBEROPTIC OXIMETER CATHETER I

DQE - CATHETER, OXIMETER, FIBEROPTIC
870.1240 FLOW-DIRECTED CATHETER [

DYG - CATHETER, FLOW DIRECTED
870.1250 PERCUTANEOUS CATHETER [

DQY - CATHETER, PERCUTANEOUS
870.1270 INTRACAVITARY PHONOCATHETER SYSTEM [

DXW - SYSTEM, PHONOCATHETER, INTRACAVITARY
870.1280 STEERABLE CATHETER [

DRA - CATHETER, STEERABLE
870.1290 STEERABLE CATHETER CONTROL SYSTEM [

DXX - SYSTEM, CATHETER CONTROL, STEERABLE
870.1300 CATHETER CANNULA [

DOR - CANNULA, CATHETER
870.1310 VESSEL DILATOR FOR PERCUTANEQOUS [

CATHETERIZATION

DRE - DILATOR, VESSEL, FOR PERCUTANEOUS

CATHETERIZATION
870.1330 CATHETER GUIDE WIRE [

DQX - WIRE, GUIDE, CATHETER
870.1340 CATHETER INTRODUCER [
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DPW - FLOWMETER, BLOOD, CARDIOVASCULAR

870.1370 CATHETER TIP OCCLUDER [

DOT - OCCLUDER, CATHETERTIP
870.1380 CATHETER STYLET [

DRB - STYLET, CATHETER
870.1390 TROCAR [

DRC - TROCAR
870.1425 PROGRAMMABLE DIAGNOSTIC COMPUTER [

DOK - COMPUTER, DIAGNOSTIC, PROGRAMMABLE
870.1435 SINGLE-FUNCTION PREPROGRAMMED [

DIAGNOSTIC COMPUTER

DXG - COMPUTER, DIAGNOSTIC, PRE-PROGRAMMED,

SINGLE-FUNCTION
870.1450 DENSITOMETER [

DXM - DENSITOMETER
870.1650 ANGIOGRAPHIC INJECTOR AND SYRINGE [

DXT - INJECTOR AND SYRINGE, ANGIOGRAPHIC

1ZQ - INJECTOR, CONTRAST MEDIUM, AUTOMATIC
870.1660 INDICATOR INJECTOR [

DXL - INJECTOR, INDICATOR
870.1670 SYRINGE ACTUATOR FOR INJECTOR [

DOF - ACTUATOR, SYRINGE, INJECTOR TY PE
870.1800 WITHDRAWAL-INFUSION PUMP [

DOl - PUMP, WITHDRAWAL/INFUSION
870.1875 STETHOSCOPE [

DOD - STETHOSCOPE, ELECTRONIC
870.1915 THERMODILUTION PROBE [

KRB - PROBE, THERMODILUTION
870.2050 BIOPOTENTIAL AMPLIFIER AND SIGNAL [

CONDITIONER

DRR - AMPLIFIER AND SIGNAL CONDITIONER,

BIOPOTENTIAL
870.2060 TRANSDUCER SIGNAL AMPLIFIER AND SIGNAL [ |

CONDITIONER

DRO - AMPLIFIER AND SIGNAL CONDITIONER,

TRANSDUCER SIGNAL
870.2100 CARDIOVASCULAR BLOOD FLOWMETER [ |

|

870.2120

EXTRAVASCULAR BLOOD FLOW PROBE
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DPT - PROBE, BLOOD-FLOW, EXTRAVASCULAR

Pilot

870.2300

CARDIAC MONITOR (INCLUDING
CARDIOTACHOMETER AND RATE ALARM)

Text

PDF

DRT - MONITOR, CARDIAC (INCL. CARDIOTACHOMETER &

RATE ALARM)

MWI - MONITOR,PHYSIOLOGICAL,PATIENT(WITHOUT
ARRHYTHMIA DETECTION OR ALARMYS)

Pilot

870.2310

APEX CARDIOGRAPH (VIBROCARDIOGRAPH)

DQH - CARDIOGRAPH, APEX (VIBROCARDIOGRAPH)

Pilot

870.2320

BALLISTOCARDIOGRAPH

DXR - BALLISTOCARDIOGRAPH

Pilot

870.2330

ECHOCARDIOGRAPH

Text

PDF

DXK - ECHOCARDIOGRAPH

870.2340

ELECTROCARDIOGRAPH

Text

PDF

DPS- ELECTROCARDIOGRAPH

MLC - MONITOR, ST SEGMENT

870.2350

ELECTROCARDIOGRAPH LEAD SWITCHING
ADAPTOR

DRW - ADAPTOR, LEAD SWITCHING,
ELECTROCARDIOGRAPH

870.2360

ELECTROCARDIOGRAPH ELECTRODE

DRX - ELECTRODE, ELECTROCARDIOGRAPH

MLN - ELECTRODE, ELECTRODCARDIOGRAPH,
MULTI-FUNCTION

870.2370

ELECTROCARDIOGRAPH SURFACE ELECTRODE
TESTER

KRC - TESTER, ELECTRODE, SURFACE,
ELECTROCARDIOGRAPHIC

870.2400

VECTORCARDIOGRAPH

DYC- VECTORCARDIOGRAPH

Pilot

870.2450

MEDICAL CATHODE-RAY TUBE DISPLAY

DXJ- DISPLAY, CATHODE-RAY TUBE, MEDICAL

Pilot

870.2675

OSCILLOMETER

DRZ - OSCILLOMETER

Pilot

870.2750

IMPEDANCE PHLEBOGRAPH

DOB - PHLEBOGRAPH, IMPEDANCE

Pilot

870.2770

IMPEDANCE PLETHY SMOGRAPH
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DSB - PLETHYSMOGRAPH, IMPEDANCE

i)
S

MNW - ANALYZER, BODY COMPOSITION

i)
S

870.2780

HYDRAULIC, PNEUMATIC OR PHOTOELECTRIC
PHETHY SMOGRAPH

JOM - PLETHYSMOGRAPH, PHOTOELECTRIC, PNEUMATIC
ORHYDRAULIC

870.2800

MEDICAL MAGNETIC TAPE RECORDER

DSH - RECORDER, MAGNETIC TAPE, MEDICAL

870.2840

APEX CARDIOGRAPHIC TRANSDUCER

JON - TRANSDUCER, APEX CARDIOGRAPHIC

= B E
Sl S 2

870.2850

EXTRAVASCULAR BLOOD PRESSURE
TRANSDUCER

DRS- TRANSDUCER, BLOOD-PRESSURE, EXTRAVASCULAR

870.2860

HEART SOUND TRANSDUCER

JOO - TRANSDUCER, HEART SOUND

870.2870

CATHETER TIP PRESSURE TRANSDUCER

DXO - TRANSDUCER, PRESSURE, CATHETER TIP

Tl 2l =
Y By (K=

870.2880

ULTRASONIC TRANSDUCER

Text

PDF

JOP - TRANSDUCER, ULTRASONIC

870.2890

VESSEL OCCLUSION TRANSDUCER

DXP- TRANSDUCER, VESSEL OCCLUSION

i)
S

870.2900

PATIENT TRANSDUCER AND ELECTRODE CABLE
(INCLUDING CONNECTOR)

DSA - CABLE, TRANSDUCER AND ELECTRODE, PATIENT,
(INCLUDING CONNECTOR)

870.2910

RADIOFREQUENCY PHY SIOLOGICAL SIGNAL
TRANSMITTER AND RECEIVER

DRG - TRANSMITTERS AND RECEIVERS, PHY SIOLOGICAL
SIGNAL, RADIOFREQUENCY

870.2920

TELEPHONE ELECTROCARDIOGRAPH
TRANSMITTER AND RECEIVER

DXH - TRANSMITTERS AND RECEIVERS,
ELECTROCARDIOGRAPH, TELEPHONE

870.3630

PACEMAKER GENERATOR FUNCTION ANALYZER

DTC - ANALYZER, PACEMAKER GENERATOR FUNCTION

870.3640

INDIRECT PACEMAKER GENERATOR FUNCTION
ANALYZER
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=707
http://www.fda.gov/cdrh/ode/guidance/954.html
http://www.fda.gov/cdrh/ode/guidance/954.pdf
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=624
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KRE - ANALYZER, PACEMAKER GENERATOR FUNCTION,

INDIRECT
870.3720 PACEMAKER ELECTRODE FUNCTION TESTER I

DTA - TESTER, PACEMAKER ELECTRODE FUNCTION
870.4075 ENDOMY OCARDIAL BIOPSY DEVICE I

DWZ - DEVICE, BIOPSY, ENDOMY OCARDIAL
870.4205 CARDIOPULMONARY BYPASSBUBBLE DETECTOR I

KRL - DETECTOR, BUBBLE, CARDIOPULMONARY BYPASS
870.4210 CARDIOPULMONARY BYPASSVASCULAR I

CATHETER, CANNULA, AND TUBING

DWF - CATHETER, CANNULA AND TUBING, VASCULAR, Bilot

CARDIOPULMONARY BYPASS 0
870.4270 CARDIOPULMONARY BYPASS CARDIOTOMY I

SUCTION LINEBLOOD FILTER

JOD - FILTER, BLOOD, CARDIOTOMY SUCTION LINE, Bilot

CARDIOPULMONARY BYPASS Y
870.4280 CARDIOPULMONARY PREBYPASSFILTER I

KRJ- FILTER, PREBYPASS, CARDIOPULMONARY BYPASS
870.4290 CARDIOPULMONARY BYPASS ADAPTOR, I

STOPCOCK, MANIFOLD, ORFITTING

DTL - ADAPTOR, STOPCOCK, MANIFOLD, FITTING, B

CARDIOPULMONARY BYPASS ot
870.4310 CARDIOPULMONARY BYPASS CORONARY I

PRESSURE GAUGE

DXS- GAUGE, PRESSURE, CORONARY , 5

CARDIOPULMONARY BYPASS ot
870.4330 CARDIOPULMONARY BYPASSON-LINEBLOOD GAS| I

MONITOR

DRY - MONITOR, BLOOD-GAS, ON-LINE, B

CARDIOPULMONARY BYPASS ot
870.4340 CARDIOPULMONARY BYPASS LEVEL SENSING I

MONITOR AND/OR CONTROL

DTW - MONITOR AND/OR CONTROL , LEVEL SENSING,

CARDIOPULMONARY BYPASS
870.4390 CARDIOPULMONARY BYPASS PUMP TUBING I

DWE - TUBING, PUMP, CARDIOPULMONARY BYPASS
870.4400 CARDIOPULMONARY BYPASSBLOOD RESERVOIR I

DTN - RESERVOIR, BLOOD, CARDIOPULMONARY BYPASS
870.4410 |CARDIOPULMONARY BYPASSIN-LINE BLOOD GAS | Il

SENSOR
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DTY - SENSOR, BLOOD-GAS, IN-LINE, CARDIOPULMONARY

BYPASS

DRP- TOURNIQUET, AUTOMATIC ROTATING

870.4420 CARDIOPULMONARY BYPASS CARDIOTOMY Il |
RETURN SUCKER
DTS- SUCKER, CARDIOTOMY RETURN,
CARDIOPULMONARY BYPASS
870.4430 CARDIOPULMONARY BYPASSINTRACARDIAC Il |
SUCTION CONTROL
DWD - SUCTION CONTROL, INTRACARDIAC,
CARDIOPULMONARY BYPASS
870.4450 VASCULAR CLAMP Il |
DXC- CLAMP, VASCULAR Pilot
MJN - CATHETER, INTRAVASCULAR OCCLUDING,
TEMPORARY
870.4475 SURGICAL VESSEL DILATOR Il |
DWP- DILATOR, VESSEL, SURGICAL
870.4875 INTRALUMINAL ARTERY STRIPPER Il |
DWX - STRIPPER, ARTERY, INTRALUMINAL
MCW - CATHETER, PERIPHERAL, ATHERECTOMY Pilot
870.4885 EXTERNAL VEIN STRIPPER Il |
DWQ - STRIPPER, VEIN, EXTERNAL
MGZ - VALVULOTOME Pilot
870.5050 PATIENT CARE SUCTION APPARATUS Il
DWM - APPARATUS, SUCTION, PATIENT CARE
870.5150 EMBOLECTOMY CATHETER Il
DXE - CATHETER, EMBOLECTOMY
870.5175 SEPTOSTOMY CATHETER Il
DXF - CATHETER, SEPTOSTOMY
870.5325 DEFIBRILLATOR TESTER Il
DRL - TESTER, DEFIBRILLATOR
870.5800 COMPRESSIBLE LIMB SLEEVE Il
JOW - SLEEVE, LIMB, COMPRESSIBLE
870.5900 THERMAL REGULATION SYSTEM Il
DWJ- SYSTEM, THERMAL REGULATING
870.5925 AUTOMATIC ROTATING TOURNIQUET Il
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876.1500 ENDOSCOPE AND ACCESSORIES [ Text | PDF
[ Text | PDF |
LYK - ANGIOSCOPE
Dental Panel
Section No. Regulation Name Class | pilot Relevant

Product Code-Device Name

Guidance/Standard

872.1720

PULP TESTER

EAT - TESTER, PULP

872.1740

CARIESDETECTION DEVICE

LFC - DEVICE, CARIESDETECTION

872.1800

EXTRAORAL SOURCE X-RAY SYSTEM

EHD - UNIT, X-RAY, EXTRAORAL WITH TIMER

872.1810

INTRAORAL SOURCE X-RAY SYSTEM

EAP- UNIT, X-RAY, INTRAORAL

872.1830

CEPHALOMETER

EAG - CEPHALOMETER

872.3050

AMALGAM ALLOY

EJ- ALLOY, AMALGAM

872.3060

GOLD BASED ALLOYSAND PRECIOUS METAL
ALLOYSFOR CLINICAL USE

EJS- ALLOY, PRECIOUS METAL, FOR CLINICAL USE

EJT - ALLOY, GOLD BASED, FOR CLINICAL USE

872.3200

RESIN TOOTH BONDING AGENT

Text | PDF

KLE - AGENT, TOOTH BONDING, RESIN

872.3250

CALCIUM HYDROXIDE CAVITY LINER

EJK - LINER, CAVITY, CALCIUM HYDROXIDE

872.3260

CAVITY VARNISH

LBH - VARNISH, CAVITY

872.3275

DENTAL CEMENT

Text | PDF

EMA - CEMENT, DENTAL

MZW - DENTAL CEMENT W/OUT ZINC-OXIDE EUGENOL AS
AN ULCER COVERING FOR PAIN RELIEF

872.3300

HYDROPHILIC RESIN COATING FOR DENTURES

EBE - COATING, DENTURE HYDROPHILIC, RESIN

872.3310

COATING MATERIAL FOR RESIN FILLINGS
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EBD - COATING, FILLING MATERIAL, RESIN

Pilot
872.3540 |OTC DENTURE PAD AND DENTURE CUSHION I |-
EHR - PAD, DENTURE, OVER THE COUNTER
EHS - CUSHION, DENTURE, OVER THE COUNTER Pilot
8723560 |OTC DENTURE RELINER I
EBP- RELINER, DENTURE, OVER THE COUNTER
8723570  |OTC DENTURE REPAIRKIT I
EBO - KIT, DENTURE REPAIR, OVER THE COUNTER
8723590 |PREFORMED PLASTIC DENTURE TOOTH I
ELM - DENTURE, PLASTIC, TEETH
8723600 |PARTIALLY FABRICATED DENTUREKIT I
EKO - DENTURE PREFORMED (PARTIALLY PREFABRICATED
DENTURE)
872.3660 |[IMPRESSION MATERIAL 1l Text | PDF
ELW - MATERIAL, IMPRESSION
8723690 |TOOTH SHADE RESIN MATERIAL 1l Text | PDF
EBF - MATERIAL, TOOTH SHADE, RESIN
8723700 |DENTAL MERCURY (U.S.P) | General Guidance
ELY - MERCURY
8723710 |BASE METAL ALLOY I
EJH - METAL, BASE
8723750 |BRACKET ADHESIVE RESIN AND TOOTH I
CONDITIONER
DYH - ADHESIVE, BRACKET AND TOOTH CONDITIONER,
RESIN
8723760 |DENTURE RELINING REPAIRING OR REBASING I
RESIN
EBI - RESIN, DENTURE, RELINING, REPAIRING, REBASING
872.3765 |PIT AND FISSURE SEALANT AND CONDITIONER I
EBC - SEALANT, PIT AND FISSURE, AND CONDITIONER
872.3770 |[TEMPORARY CROWN AND BRIDGE RESIN I
EBG - CROWN AND BRIDGE, TEMPORARY, RESIN
872.3820 |ROOT CANAL FILLING RESIN I
KIF- RESIN, ROOT CANAL FILLING
872.3800 |ENDODONTIC STABILIZER SPLINT I
ELS- SPLINT, ENDODONTIC STABILIZING Pilot
872.3920 |PORCELAIN TOOTH i
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http://www.fda.gov/cdrh/ode/impress.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=899
http://www.fda.gov/cdrh/ode/103.html
http://www.fda.gov/cdrh/ode/642.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=760
http://www.fda.gov/cdrh/dsma/generalguidance.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=900
http://www.fda.gov/cdrh/ode/guideal.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=848
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=722
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=722
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=763
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=757
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=761
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3307
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ELL - TEETH, PORCELAIN

Pilot

872.4120 BONE CUTTING INSTRUMENTS AND ACCESSORIES | I

DZH - SAW, BONE, AC-POWERED Pilot

DZI - DRILL, BONE, POWERED

DZJ- DRIVER, WIRE, AND BONE DRILL, MANUAL

KMW - HANDPIECE, ROTARY BONE CUTTING Pilot
872.4200 DENTAL HANDPIECES AND ACCESSORIES | General Guidance

EBW - CONTROLLER, FOOT, HANDPIECE AND CORD

EFA - HANDPIECE, BELT AND/OR GEAR DRIVEN, DENTAL

EFB - HANDPIECE, AIR-POWERED, DENTAL

EGS- HANDPIECE, CONTRA- AND RIGHT-ANGLE

ATTACHMENT, DENTAL

EKX - HANDPIECE, DIRECT DRIVE, AC-POWERED

EKY - HANDPIECE, WATER-POWERED
872.4465 |GASPOWERED JET INJECTOR T

EGQ - INJECTOR, JET, GAS-POWERED
872.4475 SPRING-POWERED JET INJECTOR [

EGM - INJECTOR, JET, MECHANICAL-POWERED
872.4840 ROTARY SCALER [

ELB - SCALER, ROTARY
8724850 |ULTRASONIC SCALER T

ELC- SCALER, ULTRASONIC
872.4920 ELECTROSURGICAL UNIT AND ACCESSORIES [

EKZ - UNIT, ELECTROSURGICAL, AND ACCESSORIES,

DENTAL
872.5470 ORTHODONTIC PLASTIC BRACKET [

DYW - BRACKET, PLASTIC, ORTHODONTIC
872.5550 FLUID FILLED TEETHING RING [

KKO - RING, TEETHING, FLUID-FILLED
872.6070 ULTRAVIOLET ACTIVATOR FOR POLYMERIZATION | I

EBZ - ACTIVATOR, ULTRAVIOLET, FOR POLYMERIZATION
872.6080 AIRBRUSH [

KOJ- AIRBRUSH
872.6250 CHAIRWITH A UNIT | General Guidance

KLC - CHAIRWITH UNIT

872.6350

ULTRAVIOLET DETECTOR
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EAQ- DETECTOR, ULTRAVIOLET

EWL - PROSTHESIS, LARYNGEAL (TAUB)

872.6640  |DENTAL OPERATIVE UNIT | General Guidance
EIA - UNIT, OPERATIVE DENTAL
872.6660  |PORCELAIN POWDER FOR CLINICAL USE I
EIH - POWDER, PORCELAIN
872.6710  |[BOILING WATER STERILIZER | General Guidance
ECG - STERILIZER, BOILING WATER
872.6770  |[CARTRIDGE SYRINGE I
EJ - SYRINGE, CARTRIDGE
Ear, Nose & Throat Panel
seslonfie: Er?gghiiig]oy%g/ice Name Cliezs [Flet Guid;anilg&ana?ldard
874.1090  [AUDITORY IMPEDANCE TESTER I
ETY - TESTER, AUDITORY IMPEDANCE
NAS- TYMPANOMETER Pilot
874.1120  |[ELECTRONIC NOISE GENERATOR FOR I
AUDIOMETRIC TESTING
ETS- GENERATOR, ELECTRONIC NOISE (FOR b
AUDIOMETRIC TESTING)
874.1325  |ELECTROGLOTTOGRAPH I
KLX - ELECTROGLOTTOGRAPH
874.1820  [SURGICAL NERVE STIMULATOR/LOCATOR I
ETN - STIMULATOR, NERVE
874.3300  [HEARING AID I
LXB - HEARING-AID, BONE-CONDUCTION
874.3310  |[HEARING AID CALIBRATOR AND ANALYSIS I
SYSTEM
ETW - CALIBRATOR, HEARING-AID/EARPHONE AND
ANALYSISSYSTEMS
874.3320  |GROUP HEARING AID OR GROUP AUDITORY I
TRAINER
EPF - HEARING-AID, GROUP AND AUDITORY TRAINER
874.3330  |[MASTER HEARING AID I
KHL - HEARING-AID, MASTER
874.3400  |TINNITUSMASKER I
KLW - MASKER, TINNITIS
874.3730  [LARYNGEAL PROSTHESIS (TAUB DESIGN) I
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MCK - DEVICE, VOICE AMPLIFICATION

Pilot
874.4250  |EAR, NOSE, AND THROAT ELECTRIC OR I |-
PNEUMATIC SURGICAL DRILL
ERL - DRILL, SURGICAL, ENT (ELECTRIC OR PNEUMATIC)
INCLUDING HANDPIECE
874.4500  |ENT MICROSURGICAL CARBON DIOXIDE LASER Il Text | PDF
PRODUCT
EWG - LASER, ENT MICROSURGICAL CARBON-DIOXIDE
874.4680  |BRONCHOSCOPE (FLEXIBLE OR RIGID) I Text | PDF
BST - CURRETTE, BIOPSY, BRONCHOSCOPE (NON-RIGID)
BTG - BRUSH, BIOPSY, BRONCHOSCOPE (NON-RIGID) Pilot
BWH - FORCEPS, BIOPSY, BRONCHOSCOPE (NON-RIGID) Pilot
ENZ - TELESCOPE, LARYNGEAL-BRONCHIAL
EOQ - BRONCHOSCOPE (FLEXIBLE OR RIGID)
JEI - CLAW, FOREIGN BODY, BRONCHOSCOPE (NON-RIGID) Pilot
JEJ- TUBING, INSTRUMENTATION, BRONCHOSCOPE
(BRUSH SHEATH A/O ASPIRATING)
JEK - FORCEPS, BIOPSY, BRONCHOSCOPE (RIGID) Pilot
JEL - CURETTE, BIOPSY, BRONCHOSCOPE (RIGID) Pilot
KTl - BRONCHOSCOPE ACCESSORY
KTR - TUBE, ASPIRATING, BRONCHOSCOPE, RIGID
874.4710  |ESOPHAGOSCOPE (FLEXIBLE OR RIGID) AND I
ACCESSORIES
EOX - ESOPHAGOSCOPE (FLEXIBLE OR RIGID)
874.4720  |MEDIASTINOSCOPE AND ACCESSORIES I
EWY - MEDIASTINOSCOPE, SURGICAL
874.4760  |NASOPHARYNGOSCOPE (FLEXIBLE ORRIGID) AND | Il
ACCESSORIES
EOB - NASOPHARYNGOSCOPE (FLEXIBLE OR RIGID)
EON - LARYNGOSCOPE, NASOPHARY NGOSCOPE Pilot
Gastroenterology Panel
SEEE e Ereggll,l?:ttig]oglggglice Name Classiiilat Guid?n?:IgStana:]dard
876.1075 |GASTROENTEROLOGY-UROLOGY BIOPSY I

INSTRUMENT

FCF - INSTRUMENT, BIOPSY, MECHANICAL,
GASTROINTESTINAL

FCG - SET, BIOPSY NEEDLE AND NEEDLE,

GASTRO-UROLOGY
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FCI - PUNCH, BIOPSY

FCK - INSTRUMENT, BIOPSY, SUCTION

KNW - INSTRUMENT, BIOPSY

876.1500

ENDOSCOPE AND ACCESSORIES

Text | PDF
Text | PDF

FAJ- CYSTOSCOPE, DIAGNOSTIC

FAK - PANENDOSCOPE (GASTRODUODENOSCOPE)

FAL - PANENDOSCOPE (URETHROSCOPE)

FAM - SIGMOIDOSCOPE, FLEXIBLE

FAN - SIGMOIDOSCOPE, RIGID, ELECTRICAL

FBI - RONGEUR, CYSTOSCOPIC

FBK - NEEDLE, ENDOSCOPIC

FBN - CHOLEDOCHOSCOPE, FLEXIBLE OR RIGID

FBO - CYSTOURETHROSCOPE

FBP - TELESCOPE, RIGID, ENDOSCOPIC

FCC - RETRIEVER, ENDOMAGNETIC

FCQ - LIGHT SOURCE, INCONDESCENT, DIAGNOSTIC

FCR - LIGHT SOURCE, PHOTOGRAPHIC, FIBEROPTIC

FCW - LIGHT SOURCE, FIBEROPTIC, ROUTINE

FCX - INSUFFLATOR, AUTOMATIC CARBON-DIOXIDE FOR

ENDOSCOPE

FDA - ENTEROSCOPE

FDC - RESECTOSCOPE, WORKING ELEMENT

FDE - SET, LAPAROSCOPY

FDF - COLONOSCOPE, GASTRO-UROLOGY

FDP- APPARATUS, PNEUMOPERITONEUM, AUTOMATIC

FDR - SPHYNCTEROSCOPE

FDS- GASTROSCOPE, GASTRO-UROLOGY

FDT - DUODEDOSCOPE, ESOPHAGO GASTRO

FDW - ESOPHAGOSCOPE, RIGID, GASTRO-UROLOGY

FDX - BRUSH, CYTOLOGY, FOR ENDOSCOPE

FEB - ACCESSORIES, CLEANING, FOR ENDOSCOPE

FEC - OBTURATOR, FOR ENDOSCOPE

FED - SHEATH, FOR ENDOSCOPE

FEQ - PUMP, AIR, NON-MANUAL, FOR ENDOSCOPE
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FER - ANOSCOPE, NON-POWERED

FET - TAPE, TELEVISION & VIDEO, CLOSED-CIRCUIT, USED
DURING ENDOSCOPIC PROCEDURE

FES- ILLUMINATOR, FIBEROPTIC, FOR ENDOSCOPE

FEZ - CORD, ELECTRIC, FOR ENDOSCOPE

FGA - SET, NEPHROSCOPE

FGB - URETEROSCOPE

FGC - URETHROSCOPE

FGS- CARRIER, SPONGE, ENDOSCOPIC

FHO - NEEDLE, PNEUMOPERITONEUM, SPRING LOADED

FHP - NEEDLE, PNEUMOPERITONEUM, SIMPLE

FHX - JELLY, LUBRICATING, FOR TRANSURETHRAL
SURGICAL INSTRUMENT

FJL - RESECTOSCOPE

FTI - LAMP, ENDOSCOPE, INCANDESCENT

FTJ- COLONOSCOPE, GENERAL & PLASTIC SURGERY

FTK - PANCREATOSCOPE, BILIARY

GCF - PROCTOSCOPE

GCG - PERITONEOSCOPE

GCH - MEDIASTINOSCOPE, DIAGNOSTIC

GCI - LARYNGOSCOPE, ENDOSCOPE

GCK - GASTROSCOPE, GENERAL & PLASTIC SURGERY

GCL - ESOPHAGOSCOPE, GENERAL & PLASTIC SURGERY

GCM - ENDOSCOPE, RIGID

GCN - ENDOSCOPE, PRISM

GCO - ENDOSCOPE, MIRROR

GCP - ENDOSCOPE, AC-POWERED AND ACCESSORIES

GCQ - ENDOSCOPE, FLEXIBLE

GCR - ENDOSCOPE, DIRECT VISION

GCS - ENDOSCOPE, BATTERY-POWERED AND ACCESSORIES

GCT - LIGHT SOURCE, ENDOSCOPE, XENON ARC

GCW - TRANSFORMER, ENDOSCOPE

GDB - ENDOSCOPE, FIBER OPTIC

KDM - SIGMOIDOSCOPE, RIGID, NON-ELECTRICAL

KDO - RONGEUR, CYSTOSCOPIC, HOT

KGD - SCISSORS FOR CY STOSCOPE

KOG - ENDOSCOPE AND/OR ACCESSORIES
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876.1725

GASTROINTESTINAL MOTILITY MONITORING
SYSTEM

FES - RECORDER, EXTERNAL, PRESSURE, AMPLIFIER &
TRANSDUCER

FEX - SYSTEM, GASTROINTESTINAL MOTILITY
(ELECTRICAL)

KLA - MONITOR, ESOPHAGEAL MOTILITY, AND TUBE

876.4020

FIBEROPTIC LIGHT URETERAL CATHETER

FCS- LIGHT, CATHETER, FIBEROPTIC, GLASS, URETERAL

Pilot

876.4270

COLOSTOMY ROD

EZP- ROD, COLOSTOMY

i)
S

Pilot

876.4300

ENDOSCOPIC ELECTROSURGICAL UNIT AND
ACCESSORIES

FAR - UNIT, ELECTROSURGICAL

FAS- ELECTRODE, ELECTROSURGICAL, ACTIVE,
UROLOGICAL

FBJ- CORD, ELECTRIC FOR TRANSURETHRAL SURGICAL
INSTRUMENT

FDB - PLATE, PATIENT

FDI - SNARE, FLEXIBLE

FDJ- SNARE, RIGID SELF-OPENING

FDL - WRISTLET, PATIENT RETURN

FEH - ELECTRODE, FLEXIBLE SUCTION COAGULATOR

FFl - SYSTEM, ALARM, ELECTROSURGICAL

FGW - CLAMP, ELECTRICAL

FHC - ADAPTOR TO THE CORD, FOR TRANSURETHRAL
SURGICAL INSTRUMENT

FHY - JELLY, CONTACT, FOR TRANSURETHRAL SURGICAL

INSTRUMENT

FHZ - DESICCATOR, TRANSURETHRAL

KGE - FORCEPS, BIOPSY, ELECTRIC

KNS- UNIT, ELECTROSURGICAL, ENDOSCOPIC (WITH OR
WITHOUT ACCESSORIES)

876.4400

HEMORRHOIDAL LIGATOR

FHN - LIGATOR, HEMORRHOIDAL

MND - LIGATOR, ESOPHAGEAL

Pilot

876.4480

ELECTROHYDRAULIC LITHOTRIPTOR

Text

PDF

FFK - LITHOTRIPTOR, ELECTRO-HYDRAULIC

876.4500

MECHANICAL LITHOTRIPTOR
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FGK - TRIPSOR, STONE, BLADDER

LQC- LITHOTRIPTOR, BILIARY MECHANICAL

876.4620 |URETERAL STENT I
FAD - SPLINT, URETERAL

876.4770 URETHROTOME [
EZO - URETHROTOME

876.5010 BILIARY CATHETER AND ACCESSORIES [
EXF - BAG, BILE COLLECTING Pilot
GCA - CATHETER, BILIARY, SURGICAL Pilot
LOR - DISLODGER, STONE, BILIARY |

876.5090 SUPRAPUBIC UROLOGICAL CATHETER AND [ |
ACCESSORIES
FBM - CANNULA AND TROCAR, SUPRAPUBIC,
NON-DISPOSABLE
FBQ - TROCAR, GASTRO-UROLOGY Pilot
FEW - CATHETER, MALECOT Pilot
FEX - INSTRUMENT, CATHETER, PUNCH Pilot
FFA - TUBE, DRAINAGE, SUPRAPUBIC Pilot

876.5130 UROLOGICAL CATHETER AND ACCESSORIES [

EYB - CATHETER, URETERAL, GASTRO-UROLOGY

EYC - CATHETER, UPPER URINARY TRACT

EZC - CATHETER, COUDE

EZD - CATHETER, STRAIGHT

EZL - CATHETER, RETENTION TYPE, BALLOON

FCM - TRAY, CATHETERIZATION, STERILE URETHRAL,
WITH OR WITHOUT CATHETER

FGF - CATHETER, URETERAL DISPOSABLE (X-RAY)

FGH - CATHETER, DOUBLE LUMEN FEMALE
URETHROGRAPHIC

FGI - CATHETER, URETHROGRAPHIC, MALE

GBL - CATHETER, URETERAL, GENERAL & PLASTIC
SURGERY

GBM - CATHETER, URETHRAL

KNY - ACCESSORIES, CATHETER, G-U

KOD - CATHETER, UROLOGICAL

MJC - CATHETER, UROLOGICAL (ANTIMICROBIAL) AND

ACCESSORIES
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876.5160 UROLOGICAL CLAMPS FOR MALES | General Guidance
FHA - CLAMP, PENILE
876.5220 COLONIC IRRIGATION SYSTEM I
KPL - SYSTEM, IRRIGATION, COLONIC
8765320 |NONIMPLANTED ELECTRICAL CONTINENCE I
DEVICE
KPl - STIMULATOR, ELECTRICAL. NON-IMPLANTABLE, FOR
INCONTINENCE
876.5365 ESOPHAGEAL DILATOR 1
EZM - DILATOR, ESOPHAGEAL (METAL OLIVE) B
GASTRO-UROLOGY ot
FAT - BOUGIE, ESOPHAGEAL , AND GASTROINTESTINAL, Bilot
GASTRO-UROLOGY 0
KNO - DILATOR, ESOPHAGEAL Pilot
876.5470 URETERAL DILATOR I |
EZN - DILATOR, CATHETER, URETERAL
876.5520 URETHRAL DILATOR I |
FAH - DILATOR, URETHRAL, MECHANICAL
KOE - DILATOR, URETHRAL Pilot
876.5540 BLOOD ACCESS DEVICE AND ACCESSORIES I |
FKA - DILATOR, VESSEL
LFK - CATHETER, FEMORAL Pilot
876.5600 SORBENT REGENERATED DIALYSATE DELIVERY I
SYSTEM FOR HEMODIALY SIS
FKT - SYSTEM, DIALYSATE DELIVERY, SORBENT -
REGENERATED ot
876.5630 PERITONEAL DIALYSISSYSTEM AND I
ACCESSORIES
FKO- CATHETER, PERITONEAL DIALYSIS, SINGLE USE Pilot
FKX - SYSTEM, PERITONEAL, AUTOMATIC DELIVERY
KDJ- SET, ADMINISTRATION, FOR PERITONEAL DIALYSIS, =
DISPOSABLE ot
KPF - SYSTEM, DIALYSATE DELIVERY, SEMI-AUTOMATIC, B
PERITONEAL ot
KPP - PERITONEAL DIALYSATE FILTER Pilot
MLW - WARMER, PERITONEAL DIALYSATE Pilot
876.5665 WATER PURIFICATION SYSTEM FOR DIALYSIS [ Text PDF

FIP- SUBSYSTEM, WATER PURIFICATION
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876.5820

HEMODIALY SIS SYSTEMS AND ACCESSORIES

Text

PDF

FIB - PROTECTOR, TRANSDUCER, DIALY SIS

FID - TUBING, DIALYSATE

FIF- SET, DIALYSIS, SINGLE NEEDLE WITH
UNI-DIRECTIONAL PUMP

FIG - CLAMP, TUBING, BLOOD, AUTOMATIC

FIH - PUMP, INFUSION OR SYRINGE, EXTRA-LUMINAL

FIJ- SYSTEM, DIALYSATE DELIVERY, RECIRCULATING,
SINGLE PASS

FIK - SYSTEM, DIALYSATE DELIVERY, RECIRCULATING

FIL - SYSTEM, DIALYSATE DELIVERY, SINGLE PASS

FIN - TANK, HOLDING, DIALYSIS

FIR - PUMP, BLOOD, EXTRA-LUMINAL

FIS- FLOWMETER, DIALYSATE

FW - ALARM, PILLOW PRESSURE

FIZ - METER, CONDUCTIVITY, NON-REMOTE

FJA - MANOMETER, WATER

FJB - DETECTOR, DIALYSATE LEVEL

FJC - DETECTOR, BLOOD LEVEL

FJD - DETECTOR, LEAK, BLOOD

FJF - DETECTOR, AIRBUBBLE

FIK - SET, TUBING, BLOOD, WITH AND WITHOUT
ANTI-REGURGITATION VALVE

FJP- ADAPTOR, Y

FJT - INTRACATHETER, DIALYSIS

FJZ - TRAY, DECLOTTING (INCLUDING CONTENTS)

FKB - CONNECTOR, BLOOD TUBING, INFUSION "T"

FKD - CANISTER, COIL

FKH - SOLUTION-TEST STANDARD-CONDUCTIVITY,

DIALYSIS

FKI - SET, DIALYZER HOLDER

FKJ- FILTER, BLOOD, DIALYSIS

FKL - INSERT, PUMP, BLOOD

FKM - ADAPTOR, FISTULA

FKP- SYSTEM, DIALYSATE DELIVERY, SINGLE PATIENT

FKQ- SYSTEM, DIALYSATE DELIVERY, CENTRAL

MULTIPLE PATIENT

FKR - SUBSYSTEM, PROPORTIONING
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FKS- CHAIR, DIALY SIS, POWERED, WITHOUT SCALES

'I

J
=

FKY - CONNECTOR, TUBING, DIALYSATE

i)
S

FLA - MONITOR, TEMPERATURE, DIALYSIS

i)
S

FLB - METER, CONDUCTIVITY, INDUCTION, REMOTE TYPE

i)
S

FLC - STATION, DIALYSIS CONTROL, NEGATIVE PRESSURE
TYPE

i)
S

KOC - ACCESSORIES, BLOOD CIRCUIT, HEMODIALY SIS

i)
S

KPO - DIALYSATE CONCENTRATE FOR HEMODIALY SIS
(LIQUID OR POWDER)

i)
S

KQQ - TUBING, DIALYSATE (AND CONNECTOR)

i)
S

KOR - DETECTOR, AIR OR FOAM

i)
S

KXM - SYSTEM ACCESSORIES, EXTRACORPOREAL

i)
S

LLB - SYSTEM, BLOOD, EXTRACORPOREAL AND
ACCESSORIES

i)
S

LRI - PH METER FOR DIALYSISHYDROGEN ION
CONCENTRATION

i)
S

MNV - STRIP, DIALYSATE PH INDICATOR

i)
S

MQS - SYSTEM, HEMODIALY SIS, ACCESS RECIRCULATION
MONITORING

i)
S

876.5830

HEMODIALY ZER WITH DISPOSABLE INSERTS (KILL
TYPE)

FJH - DIALYZER, DISPOSABLE

i)
S

876.5860

HIGH PERMEABILITY HEMODIALY SIS SYSTEM

Text

PDF

FIl - SYSTEM, DIALYSATE DELIVERY, SEALED

876.5880

ISOLATED KIDNEY PERFUSION AND TRANSPORT
SYSTEM AND ACCESSORIES

KDK - CONTAINER, TRANSPORT, KIDNEY

KDL - SET, PERFUSION, KIDNEY, DISPOSABLE

KDN - SYSTEM, PERFUSION, KIDNEY

876.5895

OSTOMY IRRIGATOR

EXD - IRRIGATOR, OSTOMY

876.5980

GASTROINTESTINAL TUBE AND ACCESSORIES

BSS- TUBE, NASOGASTRIC

EYN - TRAY, IRRIGATION, STERILE

EZK - CATHETER, RETENTION TYPE

FCB - BAG, HEMOSTATIC

FEF - TUBE, SINGLE LUMEN, W MERCURY WT BALLOON
FOR INTES. INTUB. &/OR DECOMPRESSION
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FEG - TUBE, DOUBLE LUMEN FOR INTESTINAL

DECOMPRESSION AND/OR INTUBATION

FEW - STRING AND TUBES, GASTROINTESTINAL, TO

LOCATE INTERNAL BLEEDING

FHT - SET, GAVAGE, INFANT, STERILE

FPD - TUBE, FEEDING

FRQ - TUBE, LEVINE

GBT - CATHETER, RECTAL

KDH - CATHETER (GASTRIC, COLONIC, ETC.), IRRIGATION

AND ASPIRATION

KGC - TUBE, GASTRO-ENTEROSTOMY

KNT - TUBES, GASTROINTESTINAL (AND ACCESSORIES)

LCG- INTESTINAL SPLINTING TUBES

Hematology

Panel

Section No.

Regulation Name
Product Code-Device Name

Relevant
Guidance/Standard

864.5260

AUTOMATED CELL-LOCATING DEVICE

JOY - DEVICE, AUTOMATED CELL-LOCATING

864.5300

RED CELL INDICES DEVICE

JBW - RED-CELL INDICES, MEASURED

JPJ- RED-CELL INDICES, CALCULATED

KQH - RED-CELL INDICES

864.5425

MULTIPURPOSE SYSTEM FOR IN VITRO
COAGULATION STUDIES

Text | PDF

JPA - SYSTEM, MULTIPURPOSE FOR IN VITRO
COAGULATION STUDIES

864.5600

AUTOMATED HEMATOCRIT INSTRUMENT

GKFE - INSTRUMENT, HEMATOCRIT, AUTOMATED

864.5620

AUTOMATED HEMOGLOBIN SYSTEM

GKR- SYSTEM, HEMOGL OBIN, AUTOMATED

864.5950

BLOOD VOLUME MEASURING DEVICE

JWO - DEVICE, BLOOD VOLUME MEASURING

864.6550

OCCULT BLOOD TEST

GGG - GUAIAC REAGENT

JO- BLOOD, OCCULT, COLORIMETRIC, IN URINE

JP- BLOOD, OCCULT, ENZYMATIC METHOD, IN URINE

KHE - REAGENT, OCCULT BLOOD

864.7040

ADENOSINE TRIPHOSPHATE RELEASE ASSAY

General Guidance
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JWR - ATP RELEASE (LUMINESCENCE)

KHFE - ADENINE NUCLEOTIDE QUANTITATION

864.7100 RED BLOOD CELL ENZYME ASSAY I
JBE - CELL ENZYMES (ERYTHROCYTIC AND LEUKOCYTIC)
LKZ - RED-CELL COUNT BY PHOTOMETRY Pilot
864.7250 ERYTHROPOIETIN ASSAY Il Text | PDF
GGT - ASSAY, ERYTHROPOIETIN
864.7275 EUGLOBULIN LYSISTIME TESTS I
JBO - TEST, EUGLOBULIN LYSIS
864.7300 FIBRIN MONOMER PARACOAGULATION TEST Il Text | PDF
JBN - FIBRIN MONOMER PARACOAGULATION
864.7320 FIBRINOGEN/FIBRIN DEGRADATION PRODUCTS I
ASSAY
DAP - FIBRINOGEN AND FIBRIN SPLIT PRODUCTS, Bilot
ANTIGEN, ANTISERUM, CONTROL
GHH - FIBRIN SPLIT PRODUCTS
MIF - PROTHROMBIN FRAGMENT 1.2
864.7340 FIBRINOGEN DETERMINATION SYSTEM Il ’ Text | PDF
GFK - FIBRINOGEN DETERMINATION STANDARDS AND
CONTROLS
GEX - FIBRINOGEN STANDARD |
GIL - PLASMA, FIBRINOGEN CONTROL Pilot
GIS- TEST, FIBRINOGEN Pilot
KQJ- SYSTEM, FIBRINOGEN DETERMINATION Pilot
864.7360 ERYTHROCY TIC GLUCOSE-6-PHOSPHATE I

DEHYDROGENASE ASSAY

JBF - GLUCOSE-6-PHOSPHATE DEHY DROGENASE
(ERYTHROCYTIC), SCREENING

JBG - GLUCOSE-6-PHOSPHATE DEHY DROGENASE
(ERYTHROCYTIC), SPOT

BE
e

A
e

JBH - GLUCOSE-6-PHOSPHATE DEHY DROGENASE
(ERYTHROCYTIC), MICROMETHOD

i)
S

JBl - GLUCOSE-6-PHOSPHATE DEHY DROGENASE

(ERYTHROCYTIC), CATALASE INHIBITION

i)
@)

JBJ- GLUCOSE-6-PHOSPHATE DEHY DROGENASE

(ERYTHROCYTIC), METHEMOGL OBIN REDUCTION

i)
S

JBK - GLUCOSE-6-PHOSPHATE DEHY DROGENASE

(ERYTHROCYTIC), U.V. KINETIC
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JBL - GLUCOSE-6-PHOSPHATE DEHY DROGENASE
(ERYTHROCYTIC), QUANTITATIVE

JBM - GLUCOSE-6-PHOSPHATE DEHY DROGENASE
(ERYTHROCYTIC), ELECTROPHORESIS

BE
=

A
e

JLM - ISOENZYMES, EL ECTROPHORETIC,
GLUCOSE-6-PHOSPHATE DEHY DROGENASE

i)
@)

JMB - VISUAL, SEMI-QUANT. (COLORIMETRIC),
GLUCOSE-6-PHOSPHATE DEHY DROGENASE

JMC - NADP REDUCTION (U.V.), GLUCOSE-6-PHOSPHATE
DEHY DROGENASE

KQE - ASSAY, ERYTHROCYTIC GLUCOSE-6-PHOSPHATE
DEHYDROGENASE

Pilot
Pilot
|

864.7375 GLUTATHIONE REDUCTASE ASSAY I
Gll - GLUTATHIONE, RED-CELL
JMH - FLUORESCENCE, VISUAL OBSERVATION (QUAL., Bilot
U.V.), GLUTATHIONE REDUCTASE
KQF - ASSAY, GLUTATHIONE REDUCTASE
864.7400 HEMOGLOBIN A2 ASSAY I |
JPD - HEMOGLOBIN A2 QUANTITATION
864.7415 ABNORMAL HEMOBLOBIN ASSAY I |
GIQ- HEMOGLOBIN S Pilot
GKA - ABNORMAL HEMOGLOBIN QUANTITATION Pilot
JCM - CONTROL, HEMOGLOBIN, ABNORMAL Pilot
JPB - HEMOGLOBIN M Pilot
MLL - HEMOGLOBIN C (ABNORMAL HEMOGLOBIN Bilot
VARIANT)
864.7425 CARBOXYHEMOGLOBIN ASSAY I
GHS- ASSAY, CARBOXYHEMOGLOBIN
864.7440 ELECTROPHORETIC HEMOGLOBIN ANALYSIS I
SYSTEM
JBD - SYSTEM, ANALYSIS, ELECTROPHORETIC
HEMOGL OBIN
864.7455 FETAL HEMOGLOBIN ASSAY I
GHA - HEMOGLOBIN, ALKALI RESISTANT Pilot
GHQ - STAIN, FETAL HEMOGLOBIN
JPC - HEMOGLOBIN F QUANTITATION
KQI - ASSAY, FETAL HEMOGL OBIN
LIM - TEST, SCREENING, FOR D POSITIVE FETAL RBC'S Pilot
864.7470 GLYCOSYLATED HEMOGLOBIN ASSAY I
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LCP- ASSAY, GLYCOSYLATED HEMOGLOBIN

864.7490

SULFHEMOGLOBIN ASSAY

GJC- ASSAY, SULFHEMOGLOBIN

864.7500

WHOLE BLOOD HEMOBLOBIN ASSAY S

Text

PDF

GGF - ACID HEMATIN

GGZ - OXYHEMOGLOBIN

GIG - HEMOGLOBINOMETER

GJZ - CYANOMETHEMOGLOBIN REAGENT AND STANDARD

SOLUTION

GKK - CYANOMETHEMOGLOBIN

GLY - OXIMETER TO MEASURE HEMOGL OBIN

KHG - WHOLE BLOOD HEMOGL OBIN DETERMINATION

LGL - ASSAY, BART'S, HEMOGL OBIN

864.7825

SICKLE CELL TEST

GHM - TEST, SICKLE CELL

JBB - SOLUBILITY, HEMOGLOBIN, ABNORMAL

864.8100

BOTHROPS ATROX REAGENT

JCO - BOTHROPS ATROX REAGENT

864.8150

CALIBRATOR FOR CELL INDICES

Text

PDF

KRX - CALIBRATOR FOR CELL INDICES

864.8165

CALBRATOR FOR HEMOGLOBIN OR HEMATOCRIT
MEASUREMENT

Text

PDF

KRZ - CALIBRATOR FOR HEMOGLOBIN AND HEMATOCRIT
MEASUREMENT

864.8175

CALIBRATOR FOR PLATELET COUNTING

Text

PDF

KRY - CALIBRATOR FOR PLATELET COUNTING

864.8185

CALIBRATOR FOR RED CELL AND WHITE CELL
COUNTING

Text

PDF

KSA - CALIBRATOR FOR RED-CELL AND WHITE-CELL
COUNTING

864.8625

HEMATOLOGY QUALITY CONTROL MIXTURE

GFS- STANDARDS AND CONTROLS, HEMOGLOBIN,
NORMAL AND ABNORMAL

GGL - CONTROL, WHITE-CELL

GGM - CONTROL, HEMOGLOBIN

GJP- CONTROL, PLATELET

GJR - CONTROL, RED-CELL
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GLK - CONTROL, HEMATOCRIT

GLQ - MIXTURE, CONTROL, WHITE-CELL AND RED-CELL
INDICES

JCN - CONTROL, CELL COUNTER, NORMAL AND
ABNORMAL

JPK - MIXTURE, HEMATOLOGY QUALITY CONTROL

864.8950

RUSSEL VIPER VENOM REAGENT

General Guidance

GIR - REAGENT, RUSSEL VIPER VENOM

General Hospital Panel

Section No.

Regulation Name
Product Code-Device Name

Pilot

Relevant
Guidance/Standard

880.2420

ELECTRONIC MONITOR FOR GRAVITY FLOW
INFUSION SYSTEMS

FLN - MONITOR, ELECTRIC FOR GRAVITY FLOW INFUSION
SYSTEMS

880.2460

ELECTRICALLY POWERED SPINAL FLUID
PRESSURE MONITOR

CAR - MONITOR, SPINAL-FLUID PRESSURE, ELECTRICALLY

POWERED

880.2500

SPINAL FLUID MANOMETER

FMJ- MANOMETER, SPINAL-FLUID

880.2800

STERILIZATION PROCESS INDICATOR

FRC - INDICATOR, BIOLOGICAL STERILIZATION PROCESS

JOJ- INDICATOR, PHYSICAL/CHEMICAL STERILIZATION
PROCESS

LRT - INDICATOR, STERILIZATION

MTC - INDICATOR,CHEMICAL ,ENZYMATIC,STERILIZATION
PROCESS

880.2910

CLINICAL ELECTRONIC THERMOMETER

FLL - THERMOMETER, ELECTRONIC, CLINICAL

880.5025

I.V. CONTAINER

KPE - CONTAINER, I.V.

880.5045

MEDICAL RECIRCULATING AIR CLEANER

FRF - CLEANER, AIR, MEDICAL RECIRCULATING

880.5130

INFANT RADIANT WARMER

FMT - WARMER, INFANT RADIANT

880.5200

INTRAVASCULAR CATHETER

FOS- CATHETER, UMBILICAL ARTERY
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FOZ -
CATHETER,INTRAVASCULAR,THERAPEUTIC,SHORT-TERM

LESSTHAN 30 DAYS

880.5400

NEONATAL INCUBATOR

Text

PDF

FMZ - INCUBATOR, NEONATAL

880.5410

NEONATAL TRANSPORT INCUBATOR

Text

PDF

FPL - INCUBATOR, NEONATAL TRANSPORT

880.5430

NONELECTRICALLY POWERED FLUID INJECTOR

KZE - INJECTOR, FLUID, NON-ELECTRICALLY POWERED

880.5440

INTRAVASCULAR ADMINISTRATION SET

Text

PDF

BRZ - SET, BLOOD TRANSFUSION

CAK - MICROFILTER, BLOOD TRANSFUSION

FMG - STOPCOCK, I.V. SET

FPA - SET, ADMINISTRATION, INTRAVASCULAR

FPB - FILTER, INFUSION LINE

FPK - TUBING, FLUID DELIVERY

LHI - SET, I.V. FLUID TRANSFER

MJF - CHECK VALVE, RETROGRADE FLOW (IN-LINE)

880.5450

PATIENT CARE REVERSE ISOLATION CHAMBER

FRR - CHAMBER, REVERSE ISOLATION, PATIENT CARE

Pilot

LGM - CHAMBER, PATIENT ISOLATION

Pilot

LGN - CHAMBER, PATIENT TRANSPORT ISOLATION

Pilot

880.5570

HYPODERMIC SINGLE LUMEN NEEDLE

FMI - NEEDLE, HYPODERMIC, SINGLE LUMEN

MMK - CONTAINER, SHARPS

880.5580

NEEDLE, ACUPUNCTURE, SINGLE USE

MQX - NEEDLE, ACUPUNCTURE, SINGLE USE

880.5680

PEDIATRIC POSITION HOLDER

General Guidance

FRP- HOLDER, INFANT POSITION

880.5700

NEONATAL PHOTOTHERAPY UNIT

LBl - UNIT, NEONATAL PHOTOTHERAPY

880.5725

INFUSION PUMP

FRN - PUMP, INFUSION

LZF - PUMP, INFUSION, ANALYTICAL SAMPLING

LZH - PUMP, INFUSION, ENTERAL

MEA - PUMP, INFUSION, PCA
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MEB - PUMP, INFUSION, ELASTOMERIC

MHD - PUMP, INFUSION, GALLSTONE DISSOLUTION

MRZ - ACCESSORIES, PUMP, INFUSION

880.5780

MEDICAL SUPPORT STOCKING

DWL - STOCKING, MEDICAL SUPPORT (TO PREVENT

POOLING OF BLOOD IN LEGS)

880.5860

PISTON SYRINGE

FMFE - SYRINGE, PISTON

880.6100

ETHYLENE OXIDE GAS AERATOR CABINET

FLI - CABINET, ETHYLENE-OXIDE GASAERATOR

880.6250

PATIENT EXAMINATION GLOVE

Text

PDF

FMC - GLOVE, PATIENT EXAMINATION

LYY - GLOVE, PATIENT EXAMINATION, LATEX

LYZ - GLOVE, PATIENT EXAMINATION, VINYL

LZA - GLOVE, PATIENT EXAMINATION, POLY

LZB - FINGER COT

LZC - GLOVE, PATIENT EXAMINATION, SPECIALTY

880.6375

PATIENT LUBRICANT

General Guidance

KMJ- LUBRICANT, PATIENT

MMS- LUBRICANT, VAGINAL, PATIENT

880.6500

MEDICAL ULTRAVIOLET AIR PURIFIER

FRA - PURIFIER, AIR, ULTRAVIOLET, MEDICAL

i)
S

MKB - DEVICE, GERMICIDAL, ULTRAVIOLET

Pilot

880.6710

MEDICAL ULTRAVIOLET WATER PURIFIER

KMG - PURIFIER, WATER, ULTRAVIOLET, MEDICAL

880.6760

PROTECTIVE RESTRAINT

BRT - RESTRAINT, PATIENT, CONDUCTIVE

FMQ - RESTRAINT, PROTECTIVE

880.6850

STERILIZATION WRAP

FRG - WRAP, STERILIZATION

KCT - PACK, STERILIZATION WRAPPER, BAG AND
ACCESSORIES

880.6860

ETHYLENE OXIDE GAS STERILIZER

FLFE- STERILIZER, ETHYLENE-OXIDE GAS

MLR - STERILIZER, CHEMICAL

880.6870

DRY-HEAT STERILIZER
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KMH - STERILIZER, DRY HEAT

880.6880

STEAM STERILIZER

Text | PDF

FLE - STERILIZER, STEAM

880.6885

LIQUID CHEMICAL STERILANTSHIGH LEVEL
DISINFECTANTS

Text | PDF

MED - STERILANT, MEDICAL DEVICES

880.6920

SYRINGE NEEDLE INTRODUCER

KZH - INTRODUCER, SYRINGE NEEDLE

Immunology Panel

Section No.

Regulation Name
Product Code-Device Name

Pilot

Relevant
Guidance/Standard

866.3830

TREPONEMA PALLIDUM TREPONEMAL TEST
REAGENTS

MYR - TEST,DONOR,SYPHILISANTIGENS TREPONEMAL

866.5080

ALPHA-1-ANTICHYMOTRYPSIN IMMUNOLOGICAL
TEST SYSTEM

DFF - ALPHA-1-ANTICHYMOTRYPSIN, ANTIGEN,
ANTISERUM, CONTROL

866.5090

ANTIMITOCHONDRIAL ANTIBODY
IMMUNOLOGICAL TEST SYSTEM

DBM - ANTIMITOCHONDRIAL ANTIBODY, INDIRECT
IMMUNOFLUORESCENT, ANTIGEN, CONTROL

866.5100

ANTINUCLEAR ANTIBODY IMMUNOLOGICAL TEST
SYSTEM

DHN - ANTINUCLEAR ANTIBODY, INDIRECT
IMMUNOFLUORESCENT, ANTIGEN, CONTROL

KTL - ANTI-DNA INDIRECT IMMUNOFLUORESCENT SOLID
PHASE

LIM - ANTINUCLEAR ANTIBODY (ENZYME-LABELED),
ANTIGEN, CONTROLS

LKJ- ANTINUCLEARANTIBODY, ANTIGEN, CONTROL

LKO- ANTI-RNPANTIBODY, ANTIGEN AND CONTROL

LKP- ANTI-SM ANTIBODY, ANTIGEN AND CONTROL

LLL - EXTRACTABLE ANTINUCLEAR ANTIBODY, ANTIGEN
AND CONTROL

LRM - ANTI-DNA ANTIBODY (ENZYME-LABELED),
ANTIGEN, CONTROL

LSW - ANTI-DNA ANTIBODY, ANTIGEN AND CONTROL

866.5120

ANTISMOOTH MUSCLE ANTIBODY
IMMUNOLOGICAL TEST SYSTEM
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DBE - ANTISMOOTH MUSCLE ANTIBODY, INDIRECT

IMMUNOFLUORESCENT, ANTIGEN, CONTROL

866.5130 ALPHA-1-ANTITRYPSIN IMMUNOLOGICAL TEST I
SYSTEM
DEI - ALPHA-1-ANTITRYPSIN, FITC, ANTIGEN, ANTISERUM, Bilot
CONTROL 0
DEM - ALPHA-1-ANTITRYPSIN, ANTIGEN, ANTISERUM, Bi
CONTROL ot
DFB - ALPHA-1-ANTITRYPSIN, RHODAMINE, ANTIGEN, Bi
ANTISERUM, CONTROL ot
866.5150 BENCE-JONES PROTEINS IMMUNOLOGICAL TEST I
SYSTEM
CZO - BENCE-JONES PROTEIN, ANTIGEN, ANTISERUM, Bi
CONTROL ot
JKM - IMMUNOCHEMICAL , BENCE-JONES PROTEIN Pilot
866.5240 COMPLEMENT COMPONENTSIMMUNOLOGICAL I
TEST SYSTEM
CZW - COMPLEMENT C3, ANTIGEN, ANTISERUM, CONTROL Pilot
CZY - COMPLEMENT C1S, ANTIGEN, ANTISERUM, CONTROL Pilot
DAE - COMPLEMENT C9, ANTIGEN, ANTISERUM, CONTROL
DAG - COMPLEMENT C8, ANTIGEN, ANTISERUM, CONTROL
DAl - COMPLEMENT CI1R, ANTIGEN, ANTISERUM, CONTROL Pilot
DAK - COMPLEMENT C10, ANTIGEN, ANTISERUM, Bilot
CONTROL Y
DAY - COMPLEMENT C5, ANTIGEN, ANTISERUM, CONTROL Pilot
DBI - COMPLEMENT C4, ANTIGEN, ANTISERUM, CONTROL Pilot
KTM - C3-INDIRECT IMMUNOFLUORESCENT SOLID PHASE
866.5250 COMPLEMENT C1 INHIBITOR (INACTIVATOR) I
IMMUNOLOGICAL TEST SYSTEM
DBA - COMPLEMENT C1 INHIBITOR (INACTIVATOR), Bilot
ANTIGEN, ANTISERUM, CONTROL Y
866.5260 COMPLEMENT C3B INACTIVATOR I
IMMUNOLOGICAL TEST SYSTEM
DAC - COMPLEMENT C3B ACTIVATOR, ANTIGEN, B
ANTISERUM, CONTROL ot
KTP- COMPLEMENT C3B ACTIVATOR IMMUNOASSAY Bilot
REAGENTS Y
866.5270 C-REACTIVE PROTEIN IMMUNOLOGICAL TEST I

SYSTEM

DCH - SYSTEM, TEST, C-REACTIVE PROTEIN, RHODAMINE
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DCK - C-REACTIVE PROTEIN, ANTIGEN, ANTISERUM, AND
CONTROL

DCN - SYSTEM, TEST, C-REACTIVE PROTEIN

TEST SYSTEM

CFF - IMMUNOELECTROPHORETIC, IMMUNOGL OBULINS,
(G,A. M)

866.5340 FERRITIN IMMUNOLOGICAL TEST SYSTEM I
DBF - FERRITIN, ANTIGEN, ANTISERUM, CONTROL Pilot
MG - RADIOIMMUNOASSAY (TWO-SITE SOLID PHASE), =
FERRITIN ot
866.5350 FIBRINOPEPTIDE A IMMUNOLOGICAL TEST I
SYSTEM
DAN - FIBRINOPEPTIDE A, ANTIGEN, ANTISERUM, -
CONTROL ot
866.5510 IMMUNOGLOBULINSA,G,M,D,EIMMUNOLOGICAL I |

CEN - METHOD, NEPHELOMETRIC, IMMUNOGL OBULINS (G,
A, M)

i)
S

CFQ - RADIOIMMUNOASSAY, IMMUNOGLOBULINS (G, A, M)

i)
S

CGM - METHOD, IMMUNODIFFUSION, IMMUNOGLOBULINS
(G,A. M)

i)
S

CZJ- 1GD, ANTIGEN, ANTISERUM, CONTROL

CZK - 1IGA, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

CZL - 1GA, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

CZM - IGA, FERRITIN, ANTIGEN, ANTISERUM, CONTROL

CZN - IGA, FITC, ANTIGEN, ANTISERUM, CONTROL

CZP- 1GA, ANTIGEN, ANTISERUM, CONTROL

DAA - IGG, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DAF - GAMMA GLOBULIN, FITC, ANTIGEN, ANTISERUM,
CONTROL

DAH - GAMMA GLOBULIN, ANTIGEN, ANTISERUM,
CONTROL

DEW - IGG, ANTIGEN, ANTISERUM, CONTROL

DEM - IGE, FERRITIN, ANTIGEN, ANTISERUM, CONTROL

DEO - IGG, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DFZ - 1GG (GAMMA CHAIN SPECIFIC), ANTIGEN,
ANTISERUM, CONTROL

DGC - IGE, ANTIGEN, ANTISERUM, CONTROL

DGD - |GG, FERRITIN, ANTIGEN, ANTISERUM, CONTROL

DGE - 1GD, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DGG - IGD, FITC, ANTIGEN, ANTISERUM, CONTROL
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DGH - 1GD, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DGK - IGG, FITC, ANTIGEN, ANTISERUM, CONTROL

DGL - IGE, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DGO - IGE, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DGP- IGE, FITC, ANTIGEN, ANTISERUM, CONTROL

JHR - RADIOIMMUNOASSAY, IMMUNOGLOBULINS (D, E)

KTS- SECOND ANTIBODY (SPECIES SPECIFIC ANTI-ANIMAL

GAMMA GLOBULIN)

MLH - STRIP, HAMA IGG, ELISA, IN VITRO TEST SYSTEM

866.5550

IMMUNOGLOBULIN (LIGHT CHAIN SPECIFIC)
IMMUNOLOGICAL TEST SYSTEM

DAO - IGM (MU CHAIN SPECIFIC), ANTIGEN, ANTISERUM,
CONTROL

DEH - LAMBDA, ANTIGEN, ANTISERUM, CONTROL

DEK - KAPPA, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL

DEO - KAPPA, FITC, ANTIGEN, ANTISERUM, CONTROL

DEP- LAMBDA, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL

DES- LAMBDA, FITC, ANTIGEN, ANTISERUM, CONTROL

DEY - IGM, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DEZ - IGM, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DED - KAPPA, PEROXIDASE, ANTIGEN, ANTISERUM,
CONTROL

DEG - LAMBDA, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL

DFH - KAPPA, ANTIGEN, ANTISERUM, CONTROL

DFL - IGM, FERRITIN, ANTIGEN, ANTISERUM, CONTROL

DES- IGM, FITC, ANTIGEN, ANTISERUM, CONTROL

DFET - IGM, ANTIGEN, ANTISERUM, CONTROL

LYE - CYTOKERATINS

866.5580

ALPHA-1-LIPOPROTEIN IMMUNOLOGICAL TEST
SYSTEM

DER - ALPHA-1-LIPOPROTEIN, ANTIGEN, ANTISERUM,
CONTROL

866.5600

LOW-DENSITY LIPOPROTEIN IMMUNOLOGICAL
TEST SYSTEM

DEC - LIPOPROTEIN, LOW-DENSITY, ANTIGEN, ANTISERUM,

CONTROL
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866.5620

ALPHA-2-MACROGLOBULIN IMMUNOLOGICAL
TEST SYSTEM

DDT - ALPHA-2-MACROGLOBULIN, RHODAMINE, ANTIGEN,
ANTISERUM, CONTROL

DDY - ALPHA-2-MACROGLOBULIN, FITC, ANTIGEN,
ANTISERUM, CONTROL

BE
e

2
=

DEB - ALPHA-2-MACROGLOBULIN, ANTIGEN, ANTISERUM,
CONTROL

i)
S

866.5630 BETA-2-MICROGLOBULIN IMMUNOLOGICAL TEST [
SYSTEM
JZG - SYSTEM, TEST, BETA-2-MICROGLOBULIN i
IMMUNOL OGICAL ot
866.5640 INFECTIOUS MONONUCLEOSIS IMMUNOLOGICAL [
TEST SYSTEM
KTN - SYSTEM, TEST, INFECTIOUS MONONUCLEOSIS
866.5680 MY OGLOBIN IMMUNOLOGICAL TEST SYSTEM [
DDO - MYOGLOBIN, RHODAMINE, ANTIGEN, ANTISERUM, Bi
CONTROL ot
DDR - MYOGLOBIN, ANTIGEN, ANTISERUM, CONTROL Pilot
DEA - MYOGLOBIN, FITC, ANTIGEN, ANTISERUM, CONTROL
MVE - BIOSENSOR,IMMUNOASSAY ,MYOGLOBIN Pilot
866.5775 RHEUMATOID FACTOR IMMUNOLOGICAL TEST [
SYSTEM
DHR - SYSTEM, TEST, RHEUMATOID FACTOR
866.5820 SYSTEMIC LUPUS ERYTHEMATOSUS [
IMMUNOLOGICAL TEST SYSTEM
DHC - SYSTEM, TEST, SYSTEMIC LUPUS ERY THEMATOSUS
866.5870 | THYROID AUTOANTIBODY IMMUNOLOGICAL TEST | I
SYSTEM
INL - IMMUNOCHEMICAL, THYROGLOBULIN
AUTOANTIBODY
JZO - SYSTEM, TEST, THYROID AUTOANTIBODY
866.5880 TRANSFERRIN IMMUNOLOGICAL TEST SYSTEM I

DDD - TRANSFERRIN, RHODAMINE, ANTIGEN, ANTISERUM,
CONTROL

DDG - TRANSFERRIN, ANTIGEN, ANTISERUM, CONTROL

DDI - TRANSFERRIN, FITC, ANTIGEN, ANTISERUM,
CONTROL

JNM - IMMUNOCHEMICAL, TRANSFERRIN
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Microbiology Panel

Section No.

Regulation Name
Product Code-Device Name

Class

Pilot

Relevant
Guidance/Standard

862.1660

QUALITY CONTROL MATERIAL (ASSAYED AND
UNASSAYED)

General Guidance

MJIX - KIT, SEROLOGICAL, POSITIVE CONTROL

MJY - KIT, SEROLOGICAL, NEGATIVE CONTROL

MJZ - KIT, DIRECT ANTIGEN, POSITIVE CONTROL

MKA - KIT, DIRECT ANTIGEN, NEGATIVE CONTROL

866.1620

ANTIMICROBIAL SUSCEPTIBILITY TEST DISC

Text

PDF

JIN - SUSCEPTIBILITY TEST DISCS, ANTIMICROBIAL

LTX - DISCS, ELUTION

866.1640

ANTIMICROBIAL SUSCEPTIBILITY TEST POWDER

Text

PDF

JIT - SUSCEPTIBILITY TEST POWDERS, ANTIMICROBIAL

JWY - MANUAL ANTIMICROBIAL SUSCEPTIBILITY TEST
SYSTEMS

LIE - REAGENT/DEVICE, INOCULUM CALIBRATION

LOP- SOLUTION, ANTIMICROBIAL

LRG - INSTRUMENT FOR AUTO READER &
INTERPRETATION OF OVERNIGHT SUSCEPT. SYSTEMS

LTT - PANELS, TEST, SUSCEPTIBILITY, ANTIMICROBIAL

LTW - SUSCEPTIBILITY TEST CARDS, ANTIMICROBIAL

866.1700

CULTURE MEDIUM FOR ANTIMICROBIAL
SUSCEPTIBILITY TESTS

JTZ - CULTURE MEDIA, ANTIMICROBIAL SUSCEPTIBILITY
TEST, MUELLER HINTON AGAR/BROTH

LKA - CULTURE MEDIA, ANTIMICROBIAL SUSCEPTIBILITY

TEST

MJE - CULTURE MEDIA, ANTIFUNGAL, SUSCEPTIBILITY
TEST

866.2390

TRANSPORT CULTURE MEDIUM

General Guidance

JSL - CULTURE MEDIA, ANAEROBIC TRANSPORT

JSM - CULTURE MEDIA, NON-PROPAGATING TRANSPORT

JSN - CULTURE MEDIA, PROPAGATING TRANSPORT

866.2560

MICROBIAL GROWTH MONITOR

General Guidance

MDB - SYSTEM, BLOOD CULTURING

866.2850

AUTOMATED ZONE READER

General Guidance
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KZK - READER, ZONE, AUTOMATED

866.2900

MICROBIOLOGICAL SPECIMEN COLLECTION AND
TRANSPORT DEVICE

Genera Guidance

JTW - SYSTEM, TRANSPORT, AEROBIC

JIX - TRANSPORT SYSTEMS, ANAEROBIC

LIO - DEVICE, SPECIMEN COLLECTION

LKS- DEVICE, PARASITE CONCENTRATION

866.3110

CAMPYLOBACTER FETUS SEROLOGICAL
REAGENTS

Genera Guidance

GSP - ANTISERUM, FLUORESCENT, CAMPYLOBACTER
FETUS

LQO - DNA-REAGENTS, CAMPYLOBACTER SPP.

LOP- CAMPYLOBACTER SPP.

LYR- CAMPYLOBACTER PYLORI

MSQ - TEST, UREA (BREATH OR BLOQOD)

866.3120

CHLAMYDIA SEROLOGICAL REAGENTS

General Guidance

GPT - ANTISERUM, CF, PSITTACOSIS (CHLAMYDIA GROUP)

GPW - ANTIGEN, CF, PSITTACOSIS (CHLAMYDIA GROUP)

LJC - ENZYME LINKED IMMUNOABSORBENT ASSAY,

(CHLAMYDIAE GROUP)

LJP- ANTISERUM, FLUORESCENT, CHLAMYDIA

TRACHOMATIS

LKH - ANTISERA, IMMUNOPEROXIDASE, CHLAMYDIA SPP.

LKI - ANTISERA, FLUORESCENT, CHLAMYDIA SPP.

LSK - DNA-REAGENTS, CHLAMYDIA

MGM - C. TRACHOMATIS (CHLAMYDIA GROUP)

MKZ - DNA PROBE, NUCLEIC ACID AMPLIFICATION,

CHLAMYDIA

866.3175

CYTOMEGALOVIRUS SEROLOGICAL REAGENTS

GQH - ANTIGEN, CF (INCLUDING CF CONTROL),

CYTOMEGALOVIRUS

i)
S

GOI - ANTISERUM, CF, CYTOMEGALOVIRUS

i)
S

LFZ - ENZYME LINKED IMMUNOABSORBENT ASSAY,

CYTOMEGALOVIRUS

i)
S

LIN - ANTISERA, CONJUGATED FLUORESCENT,

CYTOMEGALOVIRUS

i)
S

LJO - ANTIGEN, IHA, CYTOMEGALOVIRUS

i)
S

LKQ- ANTIBODY IGM,IF, CYTOMEGALOVIRUSVIRUS

i)
S

866.3235

EPSTEIN-BARR VIRUS SEROLOGICAL REAGENTS

Genera Guidance



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3637
http://www.fda.gov/cdrh/dsma/generalguidance.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3059
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3060
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3850
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3901
http://www.fda.gov/cdrh/dsma/generalguidance.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1776
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1776
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4041
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4042
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4189
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4701
http://www.fda.gov/cdrh/dsma/generalguidance.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1713
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1714
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3862
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3862
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3875
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3875
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3890
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3891
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4085
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4389
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4505
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4505
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1725
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1725
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=1726
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3788
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3788
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3849
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3849
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3874
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3899
http://www.fda.gov/cdrh/dsma/generalguidance.html

GNP - ANTISERUM, CF, EPSTEIN-BARR VIRUS

GNQ - ANTIGEN, CF (INCLUDING CF CONTROL),
EPSTEIN-BARR VIRUS

JRY - ANTISERUM, FLUORESCENT, EPSTEIN-BARR VIRUS

LJN - ANTIBODY IGM, IF, EPSTEIN-BARR VIRUS

LLM - TEST, ANTIGEN, NUCLEAR, EPSTEIN-BARR VIRUS

LSE - EPSTEIN-BARR VIRUS, OTHER

LSF - DNA-REAGENTS, EPSTEIN-BARR VIRUS

MCD - ANTIGEN, EBV, CAPSID

866.3370

MY COBACTERIUM TUBERCULOSIS
IMMUNOFLUORESCENT REAGENTS

Genera Guidance

GRT - ANTISERUM, FLUORESCENT, MYCOBACTERIUM
TUBERCULOSIS

LOF - DNA-REAGENTS, MYCOBACTERIUM SPP.

NDZ - ASSAY, NUCLEIC ACID AMPLIFICATION, GROWTH
IDENTIFICATION, MYCOBACTERIUM TUBERCULOSIS

866.3390

NEISSERA SPP. DIRECT SEROLOGICAL TEST
REAGENTS

GTH - ANTISERUM, FLUORESCENT (DIRECT TEST), ALL
GROUPS, N. GONORRHOEAE

GTI - ANTISERA, FLUORESCENT, ALL GROUPS, N.
MENINGITIDIS

GTJ- ANTISERA, ALL GROUPS, N. MENINGITIDIS

LIC- ANTISERUM, COAGGLUTINATION (DIRECT)
NEISSERIA GONORRHOEAE

LIR- ANTIGEN, ENZYME LINKED IMMUNOABSORBENT
ASSAY, NEISSERIA GONORRHOEAE

866.3510

RUBELLA VIRUS SEROLOGICAL REAGENTS

GOJ- ANTISERA, NEUTRALIZATION, RUBELLA

GOK - ANTISERA, HAI (INCLUDING HAI CONTROL),
RUBELLA

GOL - ANTIGEN, HA (INCLUDING HA CONTROL), RUBELLA

GOM - ANTISERA, CF, RUBELLA

GON - ANTIGEN, CF (INCLUDING CF CONTROL), RUBELLA

LEX - ENZYME LINKED IMMUNOABSORBENT ASSAY,

RUBELLA

LON - LATEX AGGLUTINATION ASSAY, RUBELLA

LSD - RUBELLA, OTHER ASSAYS

LSJ- ANTIGEN, RUBELLA, OTHER

866.3780

TOXOPLASMA GONDII SEROLOGICAL REAGENTS
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GLZ - ANTIGENS, IF, TOXOPLASMA GONDII

i)
S

GMM - ANTIGENS, IHA, TOXOPLASMA GONDII

i)
S

GMN - ANTIGENS, CF, TOXOPLASMA GONDII

i)
S

LGD - ENZYME LINKED IMMUNOABSORBENT ASSAY,
TOXOPLASMA GONDII

LIK - ANTISERA, IF, TOXOPLASMA GONDI!I

LLA - DIRECT AGGLUTINATION TEST, TOXOPLASMA
GONDII

- el 1
e |18 &

866.3820 TREPONEMA PALLIDUM NONTREPONEMAL TEST I
REAGENTS
GMP- ANTISERA. CONTROL FOR NONTREPONEMAL TESTS Pilot
GMO - ANTIGENS, NONTREPONEMAL. ALL Pilot
866.3830 TREPONEMA PALLIDUM TREPONEMAL TEST I
REAGENTS
GMR - SERA. REACTIVE AND NON-SPECIFIC CONTROL., S
FTA-ABS TEST Y
GMS- ANTI-HUMAN GLOBULIN, FTA-ABS TEST Pilot
GMT - ANTIGENS, HA. TREPONEMA PALLIDUM Pilot
GMW - TEST. SORBENT, FTA-ABS Pilot
GMX - ANTISERA. FLUORESCENT ANTIBODY FOR FTA-ABS .
TEST Pilot
JWL - ANTIGEN. TREPONEMA PALLIDUM FOR FTA-ABS .
—
866.3870 TRYPANOSOMA SPP. SEROLOGICAL REAGENTS | General Guidance
GND - ANTIGEN, [HA, T. CRUZI
GNE - ANTIGEN, LATEX AGGLUTINATION, T. CRUZI
GNF - ANTIGEN, CF. T. CRUZI
MIU - ENZYME LINKED IMMUNOSORBENT ASSAY. T. CRUZI
MIV - IMMUNOFLUORESCENT ASSAY. T. CRUZ
866.3900 VARICELLA-ZOSTER VIRUS SEROLOGICAL I

REAGENTS

GQW - ANTIGEN, CF, (INCLUDING CF CONTROL),
VARICELLA-ZOSTER

GOX - ANTISERUM, CF, VARICELLA-ZOSTER

LFY - ENZYME LINKED IMMUNOABSORBENT ASSAY,
VARICELLA-ZOSTER

Neurology Panel

Section No.

Regulation Name
Product Code-Device Name

CIass’PiIot

Relevant
Guidance/Standard
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870.1330

CATHETER GUIDE WIRE

MOEF - GUIDE, WIRE, CATHETER, NEUROVASCULATURE

882.1020 RIGIDITY ANALYZER I
GZM - ANALYZER, RIGIDITY

882.1030 ATAXIAGRAPH I General Guidance
GWW - ATAXIAGRAPH

882.1240 ECHOENCEPHALOGRAPH 1 Text | PDF
GXW - ECHOENCEPHALOGRAPH

882.1275 ELECTROCONDUCTIVE MEDIA I
GYB - MEDIA, ELECTROCONDUCTIVE

882.1310 CORTICAL ELECTRODE I Text | PDF
GYC - ELECTRODE, CORTICAL

882.1320 CUTANEOUS ELECTRODE I Text | PDF
GXY - ELECTRODE, CUTANEOUS

882.1330 DEPTH ELECTRODES 1
GZL - ELECTRODE, DEPTH

882.1340 NASOPHARYNGEAL ELECTRODE I
GZK - ELECTRODE, NASOPHARYNGEAL

882.1350 NEEDLE ELECTRODE I
GXZ - ELECTRODE, NEEDLE

882.1400 ELECTROENCEPHALOGRAPH I Text | PDF
GWQO - ELECTROENCEPHALOGRAPH

882.1420 ELECTROENCEPHALOGRAM (EEG) SIGNAL | General Guidance
SPECTRUM ANALYZER
GWS- ANALYZER, SPECTRUM, ELECTROENCEPHALOGRAM
SIGNAL

882.1460 NYSTAGMOGRAPH I
GWN - NYSTAGMOGRAPH

882.1480 NEUROLOGICAL ENDOSCOPE I Text | PDF
GWG - ENDOSCOPE, NEUROLOGICAL

882.1540 GALVANIC SKIN RESPONSE MEASUREMENT I
DEVICE
GZO - DEVICE, GALVANIC SKIN RESPONSE MEASUREMENT

882.1550 NERVE CONDUCTION VELOCITY MEASUREMENT ]

DEVICE
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JXE - DEVICE, NERVE CONDUCTION VELOCITY
MEASUREMENT

Tl
e =

HCI - APPLIER, ANEURYSM CLIP

882.1560 SKIN POTENTIAL MEASUREMENT DEVICE [

HCJ- DEVICE, SKIN POTENTIAL MEASUREMENT
882.1570 POWERED DIRECT CONTACT TEMPERATURE [

MEASUREMENT DEVICE

HCS- DEVICE, TEMPERATURE MEASUREMENT, DIRECT

CONTACT, POWERED
882.1610 ALPHA MONITOR [

GXS- MONITOR, ALPHA
882.1620 INTRACRANIAL PRESSURE MONITORING DEVICE [

GWM - DEVICE, MONITORING, INTRACRANIAL PRESSURE
882.1835 PHY SIOLOGICAL SIGNAL AMPLIFIER [

GWL - AMPLIFIER, PHYSIOLOGICAL SIGNAL
882.1845 PHY SIOLOGICAL SIGNAL CONDITIONER [

GWK - CONDITIONER, SIGNAL, PHY SIOLOGICAL
882.1855 ELECTROENCEPLELOGRAM (EEG) TELEMETRY [

SYSTEM

GYE- SYSTEM, TELEMETRY, PHYSIOLOGICAL SIGNAL
882.1870 EVOKED RESPONSE ELECTRICAL STIMULATOR [

GWF - STIMULATOR, ELECTRICAL, EVOKED RESPONSE
882.1880 EVOKED RESPONSE MECHANICAL STIMULATOR [

GZP- STIMULATOR, MECHANICAL, EVOKED RESPONSE
882.1890 EVOKED RESPONSE PHOTIC STIMULATOR [

GWE - STIMULATOR, PHOTIC, EVOKED RESPONSE
882.1900 EVOKED RESPONSE AUDITORY STIMULATOR [

GWJ- STIMULATOR, AUDITORY, EVOKED RESPONSE
882.1950 TREMOR TRANSDUCER [

GYD - TRANSDUCER, TREMOR
882.4060 VENTRICULAR CANNULA | Generad Guidance

HCD - CANNULA, VENTRICULAR
882.4100 VENTRICULAR CATHETER [

HCA - CATHETER, VENTRICULAR
882.4150 SCALPCLIP [

HBO - CLIP, SCALP
882.4175 ANEURYSM CLIP APPLIER [
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882.4250

CRYOGENIC SURGICAL DEVICE

GXH - DEVICE, SURGICAL, CRYOGENIC

Pilot

882.4275 DOWEL CUTTING INSTRUMENT [ -
GZQ- INSTRUMENT, DOWEL CUTTING
882.4300 MANUAL CRANIAL DRILLS, BURRS, TREPHINES & [
ACCESSORIES
HBG - DRILLS, BURRS, TREPHINES & ACCESSORIES
(MANUAL)
882.4305 POWERED COMPOUND CRANIAL DRILLS, BURRS, [ |
TREPHINES & ACCESSORIES
HBF - DRILLS, BURRS, TREPHINES & ACCESSORIES
(COMPOUND, POWERED)
882.4310 POWERED SIMPLE CRANIAL DRILLS, BURRS, [
TREPHINES & ACCESSORIES
HBE - DRILLS, BURRS, TREPHINES & ACCESSORIES
(SIMPLE, POWERED)
882.4360 ELECTRIC CRANIAL DRILL MOTOR [
HBC - MOTOR, DRILL, ELECTRIC
882.4370 PNEUMATIC CRANIAL DRILL MOTOR [
HBB - MOTOR, DRILL, PNEUMATIC
882.4400 RADIOFREQUENCY LESION GENERATOR [
GXD - GENERATOR, LESION, RADIOFREQUENCY
882.4460 NEUROSURGICAL HEAD HOLDER (SKULL CLAMP) [
HBL - HOLDER, HEAD, NEUROSURGICAL (SKULL CLAMP)
882.4545 SHUNT SYSTEM IMPLANTATION INSTRUMENT | Generad Guidance
GYK - INSTRUMENT, SHUNT SYSTEM IMPLANTATION
8824560 |STEREOTAXIC INSTRUMENT T
HAW - INSTRUMENT, STEREOTAXIC
882.4700 COTTONOID PADDIE [
HBA - PADDIE, COTTONOID
882.4725 RADIOFREQUENCY LESION PROBE [
GX| - PROBE, RADIOFREQUENCY LESION
882.4800 SELF-RETAINING RETRACTOR FOR [
NEUROSURGERY
GZT - RETRACTOR, SELF-RETAINING, FOR NEUROSURGERY
882.4840 MANUAL RONGEUR [

HAE - RONGEUR, MANUAL

E E
e e

882.4845

POWERED RONGEUR
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HAD - RONGEUR, POWERED

882.5070 BITE BLOCK [
JXL - BLOCK, BITE
882.5235 AVERSIVE CONDITIONING DEVICE [
HCB - DEVICE, AVERSIVE CONDITIONING
882.5500 LESION TEMPERATURE MONITOR [
GXT - MONITOR, LESION TEMPERATURE
882.5810 EXTERNAL FUNCTIONAL NEUROMUSCULAR [
STIMULATOR
GZI - STIMULATOR, NEUROMUSCULAR, EXTERNAL
FUNCTIONAL
882.5890 TRANSCUTANEOUS ELECTRICAL NERVE [ | Text | PDF
STIMULATOR FOR PAIN RELIEF
GZJ- STIMULATOR, NERVE, TRANSCUTANEOUS, FOR PAIN |
RELIEF
NFO - STIMULATOR, TRANSCUTANEOUS ELECTRICAL, FOR
COSMETIC USE
NHH - DEVICE, DISCHARGE, ELECTROSTATIC (FOR PAIN
RELIEF)
NHI - NERVE,STIMULATOR,ELECTRICAL ,PERCUTANEOUS
(PENS) FOR PAIN RELIER
882.5960 SKULL TONG FOR TRACTION [ |
HAX - TONG, SKULL FOR TRACTION
882.5970 CRANIAL ORTHOSIS [ |
MVA - ORTHOSIS, CRANIAL
Obstetrics/Gynecology Panel
seallen e gfggtlj?:tti?oy:ggvice Name Class|Pilot GuidsnilSStanatndard
884.1050 ENDOCERVICAL ASPIRATOR [
HFC - ASPIRATOR, ENDOCERVICAL
884.1060 ENDOMETRIAL ASPIRATOR [
HFF - ASPIRATOR, ENDOMETRIAL
884.1100 ENDOMETRIAL BRUSH [
HFE - BRUSH, ENDOMETRIAL
884.1175 ENDOMETRIAL SUCTION CURETTE AND [

ACCESSORIES

HHK - CURETTE, SUCTION, ENDOMETRIAL (AND
ACCESSORIES)

Pilot

884.1185

ENDOMETRIAL WASHER
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HFD - WASHER, ENDOMETRIAL

884.1300

UTEROTUBAL CARBON DIOXIDE INSUFFLATOR
AND ACCESSORIES

HES - INSUFFLATOR, CARBON-DIOXIDE, UTEROTUBAL
(AND ACCESSORIES)

884.1560

FETAL BLOOD SAMPLER

HGW - SAMPLER, BLOOD, FETAL

884.1630

COLPOSCOPE (AND COLPOMICROSCOPE)

HEX - COLPOSCOPE (AND COL POMICROSCOPE)

MOK - VAGINOSCOPE AND ACCESSORIES

884.1660

TRANSCERVICAL ENDOSCOPE (AMNIOSCOPE) AND
ACCESSORIES

HEZ - ENDOSCOPE, TRANSCERVICAL (AMNIOSCOPE)(AND
ACCESSORIES)

HGK - ENDOSCOPE, FETAL BLOOD SAMPLING (AND
ACCESSORIES)

884.1690

HY STEROSCOPE AND ACCESSORIES

Text | PDF

HIH - HY STEROSCOPE (AND ACCESSORIES)

884.1700

HY STEROSCOPIC INSUFFLATOR

HIG - INSUFFLATOR, HY STEROSCOPIC

884.1720

GYNECOLOGIC LAPAROSCOPE AND ACCESSORIES

Text | PDF

HET - LAPAROSCOPE, GYNECOL OGIC (AND ACCESSORIES)

884.1730

LAPAROSCOPIC INSUFFLATOR

HIF - INSUFFLATOR, LAPAROSCOPIC

884.2225

OBSTETRIC-GYNECOLOGIC ULTRASONIC IMAGER

Text | PDF

HEM - IMAGER, ULTRASONIC OBSTETRIC-GYNECOLOGIC

HEN - CALIPER, FETAL HEAD, ULTRASONIC

HHJ- LOCATOR, INTRACORPOREAL DEVICE, ULTRASONIC

HHX - HOLOGRAPH, FETAL, ACOUSTICAL

884.2600

FETAL CARDIAC MONITOR

KXN - MONITOR, CARDIAC, FETAL

884.2640

FETAL PHONOCARDIOGRAPHIC MONITOR AND
ACCESSORIES

HFP - MONITOR, PHONOCARDIOGRAPHIC, FETAL

884.2660

FETAL ULTRASONIC MONITOR AND ACCESSORIES

Text | PDF
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HEI - MONITOR, HEART-VALVE MOVEMENT, FETAL,
ULTRASONIC

HEJ- MONITOR, HEMIC SOUND, ULTRASONIC

HEK - MONITOR, HEART SOUND, FETAL, ULTRASONIC

HEL - MONITOR, HEART RATE, FETAL, ULTRASONIC

HEP - MONITOR, BLOOD-FLOW, ULTRASONIC

HEQ - MONITOR, PRESSURE, ARTERIAL, FETAL,
ULTRASONIC

KNG - MONITOR, ULTRASONIC, FETAL

884.2675

FETAL SCALP CIRCULAR (SPIRAL) ELECTRODE
AND APPLICATOR

HGP - ELECTRODE, CIRCULAR (SPIRAL), SCALP AND
APPLICATOR

884.2700

INTRAUTERINE PRESSURE MONITOR AND
ACCESSORIES

HEN - TRANSDUCER, PRESSURE, INTRAUTERINE

- T
=]

2
=

HFO - RECORDER, PRESSURE, INTRAUTERINE

i)
S

HGS- CATHETER, INTRAUTERINE AND INTRODUCER

i)
S

KXO - MONITOR, PRESSURE, INTRAUTERINE

i)
S

884.2720

EXTERNAL UTERINE CONTRACTION MONITOR
AND ACCESSORIES

HEM - MONITOR, UTERINE CONTRACTION, EXTERNAL (FOR
USE IN CLINIC)

i)
S

884.2740

PERINATAL MONITORING SYSTEM AND
ACCESSORIES

HGM - SYSTEM, MONITORING, PERINATAL

i)
S

884.2960

OBSTETRIC ULTRASONIC TRANSDUCER AND
ACCESSORIES

Text | PDF

HGL - TRANSDUCER, ULTRASONIC, OBSTETRIC

884.2980

TELETHERMOGRAPHIC SY STEM

General Guidance

LHQ - SYSTEM, TELETHERMOGRAPHIC (ADJUNCTIVE USE)

884.2982

LIQUID CRYSTAL THERMOGRAPHIC SYSTEM

General Guidance

KYA - SYSTEM, THERMOGRAPHIC, LIQUID CRYSTAL,
NONPOWERED (ADJUNCTIVE USE)

LHM - SYSTEM, THERMOGRAPHIC, LIQUID CRYSTAL

884.3200

CERVICAL DRAIN

HFL - DRAIN, CERVICAL

Pilot

884.3575

VAGINAL PESSARY

HHW - PESSARY, VAGINAL

Pilot
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884.3650 FALLOPIAN TUBE PROSTHESIS I

HFEJ- PROSTHESIS, FALLOPIAN TUBE Pilot

884.3900 VAGINAL STENT I

HDX - DILATOR, VAGINAL

9
e

HFK - MOLD, VAGINAL

E
=

9
e

KXP- STENT, VAGINAL

884.4120 GYNECOLOGIC ELECTROCAUTERY AND I
ACCESSORIES

HGI - ELECTROCAUTERY, GYNECOLOGIC (AND
ACCESSORIES)

884.4160 UNIPOLAR ENDOSCOPIC COAGULATOR-CUTTER I
AND ACCESSORIES

HFG - COAGULATOR, LAPAROSCOPIC, UNIPOLAR (AND
ACCESSORIES)

Pilot

HFH - COAGULATOR, HY STEROSCOPIC (AND
ACCESSORIES)

HFl - COAGULATOR, CULDOSCOPIC (AND ACCESSORIES)

i)
S

KNF - COAGULATOR-CUTTER, ENDOSCOPIC, UNIPOLAR
(AND ACCESSORIES)

i)
S

884.4260 HY GROSCOPIC-LAMINARIA CERVICAL DILATOR I

HDY - DILATOR, CERVICAL, HY GROSCOPIC-LAMINARIA

884.4340 FETAL VACUUM EXTRACTOR I

HDB - EXTRACTOR, VACUUM, FETAL

884.4400 OBSTETRIC FORCEPS I

HDA - FORCEPS, OBSTETRICAL

Tl 2 =
] =1 =

884.4500 OBSTETRIC FETAL DESTRUCTIVE INSTRUMENT I

HDI - HOOK, DESTRUCTIVE, OBSTETRICAL

i)
S

HFEZ - CRANIOTRIBE

E
=]

HGA - CRANIOCLAST Pilot

HHN - CLEIDOCLAST Pilot

KNB - INSTRUMENT, DESTRUCTIVE, FETAL, OBSTETRIC Pilot
884.4530 OBSTETRIC-GYNECOLOGIC SPECIALIZED MANUAL | I |

INSTRUMENT

HCZ - FORCEPS, SURGICAL, GYNECOLOGICAL Pilot

HDC - TENACULUM, UTERINE

HDP- ELEVATOR, UTERINE

IEE
el e

2
e

HDZ - KNIFE, CERVICAL CONE

HFW - CLAMP, UMBILICAL

i)
S
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HEX - CLAMP, CIRCUMCISION

Pilot

HHO - SCREW, FIBROID, GYNECOLOGICAL

2
e

HHT - SPATULA, CERVICAL, CYTOLOGICAL

i)
S

HIB - SPECULUM, VAGINAL, NONMETAL

E
=

HIC - SPECULUM, VAGINAL, NONMETAL, FIBEROPTIC Pilot
LBX - PELVIMETER, INTERNAL Pilot
884.4550 GYNECOLOGIC SURGICAL LASER [ Text | PDF
HHR - LASER, SURGICAL, GYNECOLOGIC
LLW - LASER, NEODYMIUM:YAG FOR GYNECOLOGIC USE
884.4900 OBSTETRIC TABLE AND ACCESSORIES [
HDD - TABLE, OBSTETRICAL, AC-POWERED (AND
ACCESSORIES)
HEA - CLIP, DRAPE, LITHOTOMY
HHP- TABLE, OBSTETRICAL, MANUAL (AND ACCESSORIES) Pilot
KNC - TABLE, OBSTETRIC (AND ACCESSORIES) Pilot
884.5070 VACUUM ABORTION SYSTEM [ |
HGF - SOURCE, ABORTION UNIT, VACUUM
HGG - CONTROLLER, ABORTION UNIT, VACUUM
HGH - CANNULA, SUCTION, UTERINE Pilot
HHI - SYSTEM, ABORTION, VACUUM Pilot
884.5100 OBSTETRIC ANESTHESIA SET [ |
HEE - SET, ANESTHESIA, PARACERVICAL
HEG - SET, ANESTHESIA, PUDENDAL
KNE - SET, ANESTHESIA, OBSTETRIC Pilot
884.5160 POWERED BREAST PUMP [
HGX - PUMP, BREAST, POWERED
884.5250 CERVICAL CAP [
HDR - CAP, CERVICAL
884.5300 CONDOM [ Text | PDF
HIS- CONDOM
MOL - CONDOM, NON-LATEX
884.5310 CONDOM WITH SPERMICIDAL LUBRICANT [ Text | PDF

LTZ - CONDOM WITH NONOXYNOL-9
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884.5350

CONTRACEPTIVE DIAPHRAGM (AND
ACCESSORIES)

HDW - DIAPHRAGM, CONTRACEPTIVE (AND ACCESSORIES)

884.5390

PERINEAL HEATER

HGZ - HEATER, PERINEAL, DIRECT CONTACT

HHA - HEATER, PERINEAL, RADIANT, NON-CONTACT

KND - HEATER, PERINEAL

884.5400

MENSTRUAL CUP

HHE - CUP, MENSTRUAL

El EEE E
e gle]e e

884.5425

SCENTED OR SCENTED DEODORIZED MENSTRUAL
PAD

HHL - PAD, MENSTRUAL, SCENTED

Pilot

884.5460

SCENTED OR SCENTED DEODORIZED MENSTRUAL
TAMPON

HIL - TAMPON, MENSTRUAL, SCENTED, DEODORIZED

884.5470

UNSCENTED MENSTRUAL TAMPON

HEB - TAMPON, MENSTRUAL, UNSCENTED

884.5960

GENITAL VIBRATOR FOR THERAPEUTIC USE

KXQ - VIBRATOR FOR THERAPEUTIC USE, GENITAL

Pilot

884.6100

ASSISTED REPRODUCTION NEEDLE

Text

PDF

MQE - NEEDLE, ASSISTED REPRODUCTION

884.6110

ASSISTED REPRODUCTION CATHETER

Text

PDF

MQF - CATHETER, ASSISTED REPRODUCTION

884.6120

ASSISTED REPRODUCTION ACCESSORY

Text

PDF

MQG - ACCESSORY, ASSISTED REPRODUCTION

884.6130

ASSISTED REPRODUCTION MICROTOOLS

Text

PDF

MQH - MICROTOOLS, ASSISTED REPRODUCTION

884.6140

ASSISTED REPRODUCTION MICROTOOL
FABRICATION INSTRUMENTATION

Text

PDF

MQI - MICROTOOL FABRICATION, ASSISTED
REPRODUCTION

884.6150

ASSISTED REPRODUCTION MICROMANIPULATORS
AND MICROINJECTORS

Text

PDF

MQJ- MICROMANIPULATORS AND MICROINJECTORS,
ASSISTED REPRODUCTION

884.6160

ASSISTED REPRODUCTION LABWARE

Text

PDF

MQOK - LABWARE, ASSISTED REPRODUCTION
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MTW - SYSTEM,WATER,REPRODUCTION,ASSISTED,AND

PURIFICATION

884.6180 |REPRODUCTIVE MEDIA AND SUPPLEMENTS Text | PDF
MOQOL - MEDIA, REPRODUCTIVE
884.6190  |ASSISTED REPRODUCTION MICROSCOPE AND General Guidance
MICROSCOPE ACCESSORIES
MTX - MICROSCOPE AND MICROSCOPE
ACCESSORIES,REPRODUCTION,ASSISTED
Ophthalmic Panel
Seiono.  [RELIORATE e GuidancaSandard
876.1500 |ENDOSCOPE AND ACCESSORIES Text | PDF
[ Text | PDF |
KYH - ENDOSCOPE, OPHTHALMIC
MPA - ENDOILLUMINATOR Pilot
880.5725  |[INFUSION PUMP ’
MRH - PUMP, INFUSION, OPHTHALMIC
886.1120 |AC-POWERED OPHTHALMIC CAMERA |
HKI - CAMERA, OPHTHALMIC, AC-POWERED
MMF - PHOTOREFRACTOR Pilot
886.1220 |CORNEAL ELECTRODE
HLZ - ELECTRODE, CORNEAL
886.1250 |EUTHY SCOPE
HMK - EUTHY SCOPE, AC-POWERED
886.1300  |AFTER IMAGE FLASHER
HPL - DEVICE, FIXATION, AC-POWERED, OPHTHALMIC
886.1360  |VISUAL FIELD LASER INSTRUMENT
HPJ- INSTRUMENT, VISUAL FIELD, LASER
886.1385 |POLYMETHYLMETHACRYLATE DIAGNOSTIC
CONTACT LENS
HIK - LENS, CONTACT, POLYMETHYLMETHACRYLATE,
DIAGNOSTIC
886.1510 |EYE MOVEMENT MONITOR
HLL - MONITOR, EYE MOVEMENT
HMC - MONITOR, EYE MOVEMENT, DIAGNOSTIC Pilot
886.1570 |OPHTHALMOSCOPE - 2 CLASSES Text | PDF

HLI - OPHTHALMOSCOPE, AC-POWERED
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HLJ- OPHTHALMOSCOPE, BATTERY-POWERED

MYC - OPHTHALMOSCOPE,LASER,SCANNING

886.1630 AC-POWERED PHOTOSTIMULATOR I
HLX - PHOTOSTIMULATOR, AC-POWERED
886.1640 OPHTHALMIC PREAMPLIFIER I
HLT - PREAMPLIFIER, AC-POWERED, OPHTHALMIC
HLW - PREAMPLIFIER, BATTERY-POWERED, OPHTHALMIC Pilot
886.1670 OPHTHALMIC ISOTOPE UPTAKE PROBE I |
I;ZP\N - PROBE AND COUNTER, ISOTOPE, FOR PHOSPHORUS
886.1780 RETINOSCOPE Il Text | PDF
HKL - RETINOSCOPE, AC-POWERED
886.1850 AC-POWERED SLIT-LAMP BIOMICROSCOPE Il Text | PDF
HJO - BIOMICROSCOPE, SLIT-LAMP, AC-POWERED
MXK - DEVICE,ANALYSISANTERIOR SEGMENT
886.1930 TONOMETER AND ACCESSORIES I
HKX - TONOMETER, AC-POWERED Pilot
HKY - TONOMETER, MANUAL Pilot
HLA - CALIBRATOR, TONOMETER Pilot
HPK - TONOGRAPH Pilot
886.1945 TRANSILLUMINATOR I
HIM - TRANSILLUMINATOR, AC-POWERED
886.3400 KERATOPROSTHESIS Il Text | PDF
MLP - KERATOPROSTHESIS, TEMPORARY IMPLANT,
SURGICAL USE
886.4070 POWERED CORNEAL BURR I General Guidance
HLD - ENGINE, TREPHINE, ACCESSORIES, GAS-POWERED
HOG - BURR, CORNEAL, BATTERY-POWERED
HOS - BURR, CORNEAL, AC-POWERED
HRF - ENGINE, TREPHINE, ACCESSORIES,
BATTERY-POWERED
HRG - ENGINE, TREPHINE, ACCESSORIES, AC-POWERED
886.4100 RADIOFREQUENCY CAUTERY APPARATUS I

HQQ - APPARATUS, CAUTERY, RADIOFREQUENCY,
BATTERY-POWERED

HOR - APPARATUS, CAUTERY, RADIOFREQUENCY,,
AC-POWERED
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886.4115

THERMAL CAUTERY UNIT

HQO - UNIT, CAUTERY, THERMAL, AC-POWERED

Pilot

HOP- UNIT, CAUTERY, THERMAL, BATTERY-POWERED

Pilot

886.4150

VITREOUS ASPIRATION AND CUTTING
INSTRUMENT

Text

PDF

HKP- INSTRUMENT, VITREOUS ASPIRATION AND CUTTING,
BATTERY-POWERED

HQE - INSTRUMENT, VITREOUS ASPIRATION AND CUTTING,

AC-POWERED

MLZ - VITRECTOMY, INSTRUMENT CUTTER

MMC - DILATOR, EXPANSIVE IRIS (ACCESSORY)

MSR - TUBING, REPLACEMENT, PHACOFRAGMENTATION
UNIT

886.4170

CRYOPHTHALMIC UNIT

HPS- UNIT, CRYOPHTHALMIC

HOA - UNIT, CRYOTHERAPY, OPHTHALMIC

HRN - UNIT, CRYOPHTHALMIC, AC-POWERED

886.4250

OPHTHALMIC ELECTROLY SISUNIT

HRO - UNIT, ELECTROLY SIS, AC-POWERED, OPHTHALMIC

886.4300

INTRAOCULAR LENS GUIDE

General Guidance

MSS - FOLDERS AND INJECTORS, INTRAOCULAR LENS (I0L)

NCE - INJECTOR, CAPSULAR TENSION RING

886.4335

OPERATING HEADLAMP

FCT - HEADLIGHT, FIBEROPTIC FOCUSING

FSR - LIGHT, HEADBAND, SURGICAL

HPQ - HEADLAMP, OPERATING, AC-POWERED

886.4370

KERATOME

Genera Guidance

HMY - KERATOME, BATTERY-POWERED

HNO - KERATOME, AC-POWERED

MYD - KERATOMEWATER JET

886.4390

OPHTHALMIC LASER

Text

PDF

HOF - LASER, OPHTHALMIC

LQJ- LENS, SURGICAL, LASER, ACCESSSORY, OPHTHALMIC
LASER

886.4392

ND:YAG LASER FOR POSTERIOR CAPSULOTOMY

Text

PDF

LXS- LASER, NEODYMIUM:YAG, OPHTHALMIC FOR
POSTERIOR CAPSULOTOMY AND CUTTING PUPILLA
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886.4400

ELECTRONIC METAL LOCATOR

HPM - LOCATOR, METAL, ELECTRONIC

886.4440

AC-POWERED MAGNET

HPO - MAGNET, AC-POWERED

886.4610

OCULAR PRESSURE APPLICATOR

LCC- APPLICATOR, OCULAR PRESSURE

E B E
Y B =

886.4670

PHACOFRAGMENTATION SYSTEM

HOQC - UNIT, PHACOFRAGMENTATION

MUS - FLUIDIC,
PHACOEMUL SIFICATION/PHACOFRAGMENTATION

MXO - LASER,SYSTEM,PHACOLYSIS

2
e

886.4690

OPHTHALMIC PHOTOCOAGULATOR

HOB - PHOTOCOAGULATOR AND ACCESSORIES

886.4790

OPHTHALMIC SPONGE

HOZ - SPONGE, OPHTHALMIC

886.5100

OPHTHALMIC BETA RADIATION SOURCE

HRL - UNIT, BETA, RADIATION, OPHTHALMIC

Tl 2 =
] =1 =

886.5916

RIGID GAS PERMEABLE CONTACT LENS

HQOD - LENS, CONTACT (OTHER MATERIAL) - DAILY

886.5918

RIGID GAS PERMEABLE CONTACT LENS CARE
PRODUCTS

MRC - PRODUCTS, CONTACT LENS CARE, RIGID GAS
PERMEABLE

886.5925

SOFT (HYDROPHILIC) CONTACT LENS

LPL - LENSES, SOFT CONTACT, DAILY WEAR

MVN - LENS, CONTACT, (DISPOSABLE)

MZD - SYSTEM,IN-OFFICE TINTING,CONTACT LENSES

886.5928

SOFT (HYDROPHYLIC) CONTACT LENS CARE
PRODUCTS

LPN - ACCESSORIES, SOFT LENS PRODUCTS

LRX - CASE, CONTACT LENS

LYL - ACCESSORIES, SOLUTION, ULTRASONIC CLEANERS
FOR LENSES

Orthopedic

Panel

Section No.

Regulation Name
Product Code-Device Name

Class

Pilot

Relevant
Guidance/Standard

888.1100

ARTHROSCOPE
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HRX - ARTHROSCOPE

888.1240 AC-POWERED DYNAMOMETER [
LBB - DYNAMOMETER, AC-POWERED
888.4580 SONIC SURGICAL INSTRUMENT AND [

ACCESSORIES/ATTACHMENTS

JDX - INSTRUMENT, SURGICAL, SONIC AND
ACCESSORY/ATTACHMENT

Pathology Panel

Section No.

Regulation Name
Product Code-Device Name

Class

Pilot

Relevant
Guidance/Standard

864.1860

IMMUNOHISTOCHEMISTRY REAGENTS AND KITS

Text | PDF

MXZ - IMMUNOHISTOCHEMISTRY
ASSAY ANTIBODY ,PROGESTERONE RECEPTOR

MYA - IMMUNOHISTOCHEMISTRY ANTIBODY ASSAY,
ESTROGEN RECEPTOR

NBK - SYSTEM,TEST,(IHC),TUMOR
MARKER,MONITORING,BLADDER CANCER

864.5260

AUTOMATED CELL-LOCATING DEVICE

LNJ- ANALYZER, CHROMOSOME, AUTOMATED

Physical Me

dicine Panel

Section No.

Regulation Name
Product Code-Device Name

Pilot

Relevant
Guidance/Standard

890.1225

CHRONAXIMETER

IKP- CHRONAXIMETER

890.1375

DIAGNOSTIC ELECTROMY OGRAPH

IKN - ELECTROMY OGRAPH, DIAGNOSTIC

890.1385

DIAGNOSTIC ELECTROMY OGRAPH NEEDLE
ELECTRODE

Text | PDF

IKT - ELECTRODE, NEEDLE, DIAGNOSTIC
ELECTROMY OGRAPH

890.1450

POWERED REFLEX HAMMER

IKO - HAMMER, REFLEX, POWERED

Pilot

890.1850

DIAGNOSTIC MUSCLE STIMULATOR

ISB - STIMULATOR, MUSCLE, DIAGNOSTIC

Pilot

890.3110

ELECTRIC POSITIONING CHAIR

INO - CHAIR, POSITIONING, ELECTRIC

Pilot

890.3690

POWERED WHEELED STRETCHER

INK - STRETCHER, WHEELED, POWERED

Pilot

890.3800

MOTORIZED THREE-WHEELED VEHICLE

Text | PDF
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INI - VEHICLE, MOTORIZED 3-WHEELED

890.3850 MECHANICAL WHEELCHAIR | General Guidance
IOR - WHEELCHAIR, MECHANICAL
LBE - STROLLER, ADAPTIVE
890.3860 POWERED WHEELCHAIR Il Text | PDF
ITI - WHEELCHAIR, POWERED
890.3880 SPECIAL GRADE WHEELCHAIR Il Text | PDF
1QC - WHEELCHAIR, SPECIAL GRADE
890.3900 STANDUP WHEELCHAIR Il Text | PDF
IPL - WHEEL CHAIR, STANDUP
890.3930 WHEELCHAIR ELEVATOR I
ING - ELEVATOR, WHEELCHAIR
890.5100 IMMERSION HYDROBATH Il Text | PDF
[ILJ- BATH, HYDRO-MASSAGE
ILM - BATH, SITZ, POWERED
890.5110 PARAFFIN BATH I
IMC - BATH, PARAFFIN
890.5150 POWERED PATIENT TRANSPORT I
ILK - TRANSPORT, PATIENT, POWERED
890.5250 MOIST STEAM CABINET I
IMB - CABINET, MOIST STEAM
890.5275 MICROWAVE DIATHERMY I
IOA - DIATHERMY, MICROWAVE, FOR USE IN APPLYING
THERAPEUTIC DEEP HEAT
890.5290 SHORTWAVE DIATHERMY I
IMJ- DIATHERMY, SHORTWAVE, FOR USE IN APPLYING
THERAPEUTIC DEEP HEAT
890.5300 ULTRASONIC DIATHERMY [
IMI - DIATHERMY, ULTRASONIC, FOR USE IN APPLYING
THERAPEUTIC DEEP HEAT
890.5360 MEASURING EXERCISE EQUIPMENT I
ISD - EXERCISER, MEASURING
890.5500 INFRARED LAMP I Text | PDF

ILY - LAMP, INFRARED

IOB - LAMP, INFRARED, PHYSICAL MEDICINE

890.5525

IONTOPHORESIS DEVICE
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KTB - DEVICE, IONTOPHORESIS, SPECIFIC USES

Pilot

890.5575

POWERED EXTERNAL LIMB OVERLOAD WARNING
DEVICE

IRN - DEVICE, WARNING, OVERLOAD, EXTERNAL LIMB,

POWERED

890.5650

POWERED INFLATABLE TUBE MASSAGER

IRP- MASSAGER, POWERED INFLATABLE TUBE

T
e e

890.5710

HOT OR COLD DISPOSABLE PACK

Genera Guidance

IMD - PACK, HOT OR COLD, DISPOSABLE

890.5850

POWERED MUSCLE STIMULATOR

Text | PDF

IPF- STIMULATOR, MUSCLE, POWERED

890.5860

ULTRASOUND AND MUSCLE STIMULATOR

IMG - STIMULATOR, ULTRASOUND AND MUSCLE, FOR USE

IN APPLYING THERAPEUTIC DEEP HEAT

Pilot

890.5880

MULTI-FUNCTION PHYSICAL THERAPY TABLE

JFB - TABLE, PHYSICAL THERAPY, MULTI FUNCTION

Pilot

890.5900

POWERED TRACTION EQUIPMENT

ITH - EQUIPMENT, TRACTION, POWERED

Pilot

Radiology Panel

Section No.

Regulation Name
Product Code-Device Name

Pilot

Relevant
Guidance/Standard

872.1800

EXTRAORAL SOURCE X-RAY SYSTEM

MUH - SYSTEM,X-RAY ,EXTRAORAL SOURCE,DIGITAL

884.2660

FETAL ULTRASONIC MONITOR AND ACCESSORIES

Text | PDF

LXE - DOPPLER, FETAL, ULTRASOUND

MAA - MONITOR, FETAL DOPPLER ULTRASOUND

892.1000

MAGNETIC RESONANCE DIAGNOSTIC DEVICE

Text | PDF

LNH - SYSTEM, NUCLEAR MAGNETIC RESONANCE
IMAGING

LNI - SYSTEM, NUCLEAR MAGNETIC RESONANCE
SPECTROSCOPIC

MOS - COIL, MAGNETIC RESONANCE, SPECIALTY

892.1100

SCINTILLATION GAMMA CAMERA

Genera Guidance

IYX - CAMERA, SCINTILLATION (GAMMA)

892.1110

POSITRON CAMERA

General Guidance

1ZC - CAMERA, POSITRON
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892.1200 EMISSION COMPUTED TOMOGRAPHY SYSTEM Il Text | PDF
KPS- SYSTEM, TOMOGRAPHY, COMPUTED, EMISSION

892.1220 FLUORESCENT SCANNER I
JAO - SCANNER, FLUORESCENT

892.1310 NUCLEAR TOMOGRAPHIC SYSTEM Il Text | PDF
JWM - SYSTEM, TOMOGRAPHIC, NUCLEAR

892.1360 RADIONUCLIDE DOSE CALIBRATOR Il Text | PDF
KPT - CALIBRATOR, DOSE, RADIONUCLIDE

892.1390 RADIONUCLIDE REBREATHING SYSTEM I
IYT - SYSTEM, REBREATHING, RADIONUCLIDE

892.1540 NONFETAL ULTRASONIC MONITOR Il Text | PDF
JAF - MONITOR, ULTRASONIC, NONFETAL

892.1550 ULTRASONIC PULSED DOPPLER IMAGING SYSTEM | I Text | PDF
[YN - SYSTEM, IMAGING, PULSED DOPPLER, ULTRASONIC

892.1560 ULTRASONIC PULSED ECHO IMAGING SYSTEM Il Text | PDF
IYO- SYSTEM, IMAGING, PULSED ECHO, ULTRASONIC

892.1570 DIAGNOSTIC ULTRASONIC TRANSDUCER Il Text | PDF
ITX - TRANSDUCER, ULTRASONIC, DIAGNOSTIC
MUI - MEDIA,COUPLING,ULTRASOUND

892.1600 ANGIOGRAPHIC X-RAY SYSTEM I
1ZI - SYSTEM, X-RAY, ANGIOGRAPHIC

892.1610 DIAGNOSTIC X-RAY BEAM LIMITING DEVICE I
1ZS - APERTURE, RADIOGRAPHIC
IZT - CONE, RADIOGRAPHIC
IZW - COLLIMATOR, AUTOMATIC, RADIOGRAPHIC
1ZX - COLLIMATOR, MANUAL, RADIOGRAPHIC
KPW - DEVICE, BEAM LIMITING, X-RAY, DIAGNOSTIC

892.1620 CINE OR SPOT FLUOROGRAPHIC X-RAY CAMERA I
1ZJ- CAMERA, X-RAY, FLUOROGRAPHIC, CINE OR SPOT

892.1630 ELECTROSTATIC X-RAY IMAGING SYSTEM ]

IXK - SYSTEM, IMAGING, X-RAY, ELECTROSTATIC
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892.1650

IMAGE-INTENSIFIED FLUOROSCOPIC X-RAY
SYSTEM

Text

PDF

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

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

IMAGER)

892.1660

NON-IMAGE-INTENSIFIED FLUOROSCOPIC X-RAY

SYSTEM

JAB - SYSTEM, X-RAY, FLUOROSCOPIC,
NON-IMAGE-INTENSIFIED

892.1670

SPOT FILM DEVICE

Text

IXL - DEVICE, SPOT-FILM

892.1680

STATIONARY X-RAY SYSTEM

Text

KPR - SYSTEM, X-RAY, STATIONARY

892.1710

MAMMOGRAPHIC X-RAY SYSTEM

Text

IZH - SYSTEM, X-RAY, MAMMOGRAPHIC

892.1720

MOBILE X-RAY SYSTEM

Text

IZL - SYSTEM, X-RAY, MOBILE

892.1730

PHOTOFLUOROGRAPHIC X-RAY SYSTEM

IZG - SYSTEM, X-RAY, PHOTOFLUOROGRAPHIC

892.1740

TOMOGRAPHIC X-RAY SYSTEM

Text

IZF - SYSTEM, X-RAY, TOMOGRAPHIC

892.1750

COMPUTED TOMOGRAPHY X-RAY SYSTEM

Text

JAK - SYSTEM, X-RAY, TOMOGRAPHY, COMPUTED

892.1820

PNEUMOENCEPHALOGRAPHIC CHAIR

Text

HBK - CHAIR, PNEUMOENCEPHALOGRAPHIC

892.1850

RADIOGRAPHIC FILM CASSETTE

Text

IXA - CASSETTE, RADIOGRAPHIC FILM

892.1860

RADIOGRAPHIC FILM/CASSETTE CHANGER

Text

KPX - CHANGER, RADIOGRAPHIC FILM/CASSETTE

892.1870

RADIOGRAPHIC FILM/CASSETTE CHANGER
PROGRAMMER

Text

IZP - PROGRAMMER, CHANGER, FILM/CASSETTE,
RADIOGRAPHIC

892.1900

AUTOMATIC RADIOGRAPHIC-FILM PROCESSOR

Text

PDF

EGT - CONTROLLER, TEMPERATURE, RADIOGRAPHIC
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EGW - DRYER, FILM, RADIOGRAPHIC

EGY - PROCESSOR, RADIOGRAPHIC-FILM, AUTOMATIC,

DENTAL

IXW - PROCESSOR, RADIOGRAPHIC-FILM, AUTOMATIC

IXX - PROCESSOR, CINE FILM

892.2030 MEDICAL IMAGE DIGITIZER Il Text | PDF
LMA - DIGITIZER, IMAGE, RADIOLOGICAL

892.2040 MEDICAL IMAGE HARDCOPY DEVICE Il Text | PDF
LMC - CAMERA, MULTI FORMAT, RADIOLOGICAL

892.2050 PICTURE ARCHIVING AND COMMUNICATIONS Il Text | PDF
SYSTEMS
LLZ - SYSTEM, IMAGE PROCESSING, RADIOLOGICAL

892.5050 MEDICAL CHARGED-PARTICLE RADIATION I
THERAPY SYSTEM
IWK - CYCLOTRON, MEDICAL
IWM - SYNCHROTRON, MEDICAL Pilot
IYE - ACCELERATOR, LINEAR, MEDICAL Pilot
IYG- BETATRON, MEDICAL Pilot
JAE - MICROTRON, MEDICAL
LHN - SYSTEM, RADIATION THERAPY, Bilot
CHARGED-PARTICLE, MEDICAL
MUJ- SYSTEM,PLANNING,RADIATION THERAPY Bilo
TREATMENT

892.5300 MEDICAL NEUTRON RADIATION THERAPY SYSTEM | I
IWL - SYSTEM, RADIATION THERAPY, NEUTRON, MEDICAL

892.5700 REMOTE CONTROLLED I
RADIONUCLIDE-APPLICATOR SYSTEM
JAQ - SYSTEM, APPLICATOR, RADIONUCLIDE,
REMOTE-CONTROLLED

892.5710 RADIATION THERAPY BEAM-SHAPING BLOCK I
IXI - BLOCK, BEAM-SHAPING, RADIATION THERAPY

892.5730 RADIONUCLIDE BRACHY THERAPY SOURCE I
IWA - SOURCE, WIRE, IRIDIUM, RADIOACTIVE
IWF - NEEDLE, ISOTOPE, GOLD, TITANIUM, PLATINUM Pilot
IWI - SOURCE, ISOTOPE, SEALED, GOLD, TITANIUM, Bilot
PLATINUM

892.5750 RADIONUCLIDE RADIATION THERAPY SYSTEM I

IWB - SYSTEM, RADIATION THERAPY, RADIONUCLIDE

B
2
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IWD - DEVICE, BEAM LIMITING, TELETHERAPY,
RADIONUCLIDE

i)
S

8925770  |POWERED RADIATION THERAPY PATIENT I
SUPPORT ASSEMBLY
JAI - COUCH, RADIATION THERAPY, POWERED
8925840  |RADIATION THERAPY SIMULATION SYSTEM I
KPQ- SYSTEM, SIMULATION, RADIATION THERAPY
8925900  |[X-RAY RADIATION THERAPY SYSTEM I
IYC- GENERATOR, ORTHOVOLTAGE, THERAPEUTIC X-RAY
YD - GENERATOR, LOW VOLTAGE, THERAPEUTIC X-RAY Pilot
IYH- GENERATOR, DERMATOLOGICAL (GRENZ RAY), Bilot
THERAPEUTIC X-RAY
1Yl - COLLIMATOR, ORTHOVOLTAGE, THERAPEUTIC X-RAY Pilot
IYJ- COLLIMATOR, LOW VOLTAGE, THERAPEUTIC X-RAY Pilot
IYK- COLLIMATOR, HIGH VOLTAGE, THERAPEUTIC X-RAY
IYL - COLLIMATOR, DERMATOLOGICAL, THERAPEUTIC Bilot
X-RAY
JAD - SYSTEM, THERAPEUTIC, X-RAY
KPZ - GENERATOR, HIGH VOLTAGE, X-RAY, THERAPEUTIC Pilot
KQA - DEVICE, BEAM LIMITING, X-RAY, THERAPEUTIC Pilot
892.5030  |THERAPEUTIC X-RAY TUBE HOUSING ASSEMBLY | II |
ITZ- ASSEMBLY, TUBE HOUSING, X-RAY, THERAPEUTIC
General & Plastic Surgery Panel
StionNo, RIS e Class|PIo | Gicancatandare
876.1500 |ENDOSCOPE AND ACCESSORIES Il Text | PDF
Text | PDF
GCJ- LAPAROSCOPE, GENERAL & PLASTIC SURGERY
876.5980  |GASTROINTESTINAL TUBE AND ACCESSORIES Il
NGU - BALLOON, LIVER TAMPONADE
878.4020 |OCCLUSIVE WOUND AND BURN DRESSING Il
MGP - DRESSING, WOUND AND BURN, OCCLUSIVE
878.4040  |SURGICAL APPAREL Il
FPH - GOWN, OPERATING-ROOM Pilot
FXX - MASK, SURGICAL Pilot
FXY - HOOD, SURGICAL Pilot

FYA - GOWN, SURGICAL

i)
S
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FYB - GOWN, PATIENT

i)
S

FYC - GOWN, ISOLATION, SURGICAL

i)
S

878.4350 CRYOSURGICAL UNIT AND ACCESSORIES [ |
FAZ - SYSTEM, CRYOSURGICAL, LIQUID NITROGEN, FOR
UROLOGY
GEH - UNIT, CRYOSURGICAL, ACCESSORIES
878.4370 SURGICAL DRAPE AND DRAPE ACCESSORIES [ |
ERY - DRAPE, SURGICAL, ENT
EYX - DRAPE, PURE LATEX SHEET, WITH SELF-RETAINING Bilot
FINGER COT
EYY - DRAPE, UROLOGICAL, DISPOSABLE Pilot
FNW - PAD, KELLY Pilot
HMT - DRAPE, PATIENT, OPHTHALMIC Pilot
HMW - DRAPE, MICROSCOPE, OPHTHALMIC Pilot
KGW - RING (WOUND PROTECTOR), DRAPE RETENTION,
INTERNAL
KKX - DRAPE, SURGICAL Pilot
878.4400 ELECTROSURGICAL CUTTING AND COAGULATION | 11 Text | PDF
DEVICE AND ACCESSORIES
BWA - UNIT, ELECTROSURGICAL ANDCOAGULATION,
WITH ACCESSORIES
DWG - ELECTROSURGICAL DEVICE
GEl - DEVICE, ELECTROSURGICAL, CUTTING &
COAGULATION & ACCESSORIES
HAM - APPARATUS, ELECTROSURGICAL
JOS - ELECTRODE, ELECTROSURGICAL
JOT - ELECTRODE, GEL, ELECTROSURGICAL
MUL -
GENERATOR,ELECTROSURGICAL ,COAGULATION,CANCER
878.4460 |SURGEON'S GLOVES | Text | PDF
KGO - SURGEON'S GLOVES
878.4580 SURGICAL LAMP [ Text | PDF

FOP - LAMP, OPERATING-ROOM

FSQ - LIGHT, SURGICAL, INSTRUMENT

FSS- LIGHT, SURGICAL, FLOOR STANDING

EST - LIGHT, SURGICAL, FIBEROPTIC

FSW - LIGHT, SURGICAL, ENDOSCOPIC

FSX - LIGHT, SURGICAL, CONNECTOR
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ESY - LIGHT, SURGICAL, CEILING MOUNTED

FSZ - LIGHT, SURGICAL, CARRIER

FTA - LIGHT, SURGICAL, ACCESSORIES

FTD - LAMP, SURGICAL

FTE- ILLUMINATOR, NON-REMOTE

FTG- ILLUMINATOR, REMOTE

GBC- LAMP, SURGICAL, INCANDESCENT

HBI - ILLUMINATOR, FIBEROPTIC, SURGICAL FIELD

HJE - LAMP, FLUORESCEIN, AC-POWERED

878.4630 DERMATOLOGIC ULTRAVIOLET LAMP [
FTC - LIGHT, ULTRAVIOLET, DERMATOLOGICAL
878.4780 POWERED SUCTION PUMP [ Text | PDF
BTA - PUMP, PORTABLE, ASPIRATION (MANUAL OR
POWERED
JCX - APPARATUS, SUCTION, WARD USE, PORTABLE,
AC-POWERED
878.4810 LASER SURGICAL INSTRUMENT FOR USE IN [ Text | PDF
GENERAL & PLASTIC SURGERY & IN
DERMATOLOGY
GEX - LASER INSTRUMENT, SURGICAL , POWERED
878.5040 SUCTION LIPOPLASTY SYSTEM [
MUU - SYSTEM, SUCTION, LIPOPLASTY
878.5070 AIR-HANDLING APPARATUS FOR A SURGICAL [
OPERATING ROOM
FLJ- UNIT, AIRFLOW, LAMINAR
FRT - UNIT, ISOLATION, SURGICAL Pilot
FYD - APPARATUS, EXHAUST, SURGICAL
FZG - APPARATUS, AIR HANDLING, BENCH
FZH - APPARATUS, AIR HANDLING, ROOM Pilot
FZI - APPARATUS, AIR HANDLING, ENCLOSURE Pilot
880.5090 LIQUID BANDAGE I General Guidance

KMF - BANDAGE, LIQUID

NEC - PROTECTANT, SKIN

Toxicology Panel

: Regulation Name . Relevant
Section No. Product Code-Device Name Class Pilot Guidance/Standard
862.2250 GASLIQUID CHROMATOGRAPHY SYSTEM FOR I

CLINICAL USE
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JXQ- MONITOR,U.V.,GLC

862.3030

ACETAMINOPHEN TEST SYSTEM

LDP- COLORIMETRY, ACETAMINOPHEN

862.3035

AMIKACIN TEST SYSTEM

KLP- AMIKACIN SERUM ASSAY

KLQ - RADIOIMMUNOASSAY, AMIKACIN

LDN - ENZYMATIC RADIOCHEMICAL ASSAY, AMIKACIN

LGJ- FLUORESCENCE POLARIZATION IMMUNOASSAY,
AMIBACIN

862.3040

ALCOHOL TEST SYSTEM

DIC- ALCOHOL DEHYDROGENASE, SPECIFIC REAGENT FOR
ETHANOL ENZYME METHOD

DIZ - DELAYED ANALYSIS, ALCOHOL

DLA - TEST REAGENTSFORMETHYL ALCOHOL

DLH - GAS CHROMATOGRAPHY, ALCOHOL

DLS- GAS CHROMATOGRAPH, ALCOHOL (DEDICATED
INSTRUMENTYS)

DMI - POTASSIUM DICHROMATE SPECIFIC REAGENT FOR
ALCOHOL

DMJ- TEST REAGENTSFOR ETHYL ALCOHOL

DML - NAD-NADH, SPECIFIC REAGENT FOR ALCOHOL
ENZYME METHOD

DMT - ENZYMATIC METHOD, ALCOHOL DEHYDROGENASE,
ULTRAVIOLET

DOJ- POTASSIUM DICHROMATE, ALCOHOL

862.3050

BREATH-ALCOHOL TEST SYSTEM

General Guidance

DJZ - DEVICES, BREATH TRAPPING, ALCOHOL

862.3100

AMPHETAMINE TEST SYSTEM

DIT - THIN LAYER CHROMATOGRAPHY, AMPHETAMINE

DJL - FREE RADICAL ASSAY, AMPHETAMINE

DJP - RADIOIMMUNOASSAY, AMPHETAMINE

DKZ - ENZYME IMMUNOASSAY, AMPHETAMINE

DNI - LIQUID CHROMATOGRAPHY, AMPHETAMINE

DOD - GAS CHROMATOGRAPHY, AMPHETAMINE

DPJ- RADIOIMMUNOASSAY, AMPHETAMINE (125-1), GOAT
ANTIBODY, AMMONIUM SULFATE SEP.

862.3110

ANTIMONY TEST SYSTEM

General Guidance

DNE - ATOMIC ABSORPTION, ANTIMONY
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862.3120

ARSENIC TEST SYSTEM

General Guidance

DNZ - ATOMIC ABSORPTION, ARSENIC

862.3150

BARBITURATE TEST SYSTEM

DIS- ENZYME IMMUNOASSAY, BARBITURATE

<)

DJIN - MERCURY DITHIAZONE, COLORIMETRY,
BARBITURATE

i)
S

DKN - RADIOIMMUNOASSAY, BARBITURATE

i)
S

DKX - THIN LAYER CHROMATOGRAPHY, BARBITURATE

i)
S

DLX - HEMAGGLUTINATION INHIBITION, BARBITURATE

i)
S

DMF - GASLIQUID CHROMATOGRAPHY, BARBITURATE

i)
S

KZY - HIGH PRESSURE LIQUID CHROMATOGRAPHY,
BARBITURATE

i)
S

862.3170

BENZODIAZEPINE TEST SYSTEM

JXM - ENZYME IMMUNOASSAY, BENZODIAZIPINE

i)
S

KZZ - GASCHROMATOGRAPHY, BENZODIAZIPINE

i)
=

LAA - HIGH PRESSURE LIQUID CHROMATOGRAPHY,
BENZODIAZIPINE

i)
S

LAB - THIN LAYER CHROMATOGRAPHY, BENZODIAZIPINE

i)
S

862.3200

CLINICAL TOXICOLOGY CALIBRATOR

Text | PDF

DKB - CALIBRATORS, DRUG MIXTURE

DLJ- CALIBRATORS, DRUG SPECIFIC

DNN - CALIBRATORS, ETHYL ALCOHOL

862.3220

CARBON MONOXIDE TEST SYSTEM

Genera Guidance

JKS- SPECTRAL ABSORB. CURVE, OXYHEMOGLOBIN,
CARBOXYHEMOGLOBIN, CARBON-MONOXIDE

JKT - GASCHROMATOGRAPH, CARBON-MONOXIDE

MRS- TEST SYSTEM, NICOTINE, COTININE, METABOLITES

862.3240

CHOLINESTERASE TEST SYSTEM

Genera Guidance

DIG - CHOLINESTERASE TEST PAPER

DIH - COLORIMETRY, CHOLINESTERASE

DLI - ACETYLCHOLINE CHLORIDE, SPECIFIC REAGENT FOR
PSEUDO CHOL INESTERASE

DMR - SOLUTION, M-NITROPHENOL, SPECIFIC REAGENT
FOR CHOLINESTERASE

DOH - ELECTROMETRY, CHOLINESTERASE

862.3250

COCAINE AND COCAINE METABOLITE TEST
SYSTEM

DIN - GASCHROMATOGRAPHY, COCAINE
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DIO - ENZYME IMMUNOASSAY, COCAINE AND COCAINE

METABOLITES

DIR - FREE RADICAL ASSAY, COCAINE

DLN - HEMAGGLUTINATION, COCAINE METABOLITES

(BENZOYLECGNONINE)

DMN - THIN LAYER CHROMATOGRAPHY, COCAINE

DNG - FREE RADICAL, BENZOYLECGNONINE

DOM - THIN LAYER CHROMATOGRAPHY,

BENZOYLECGNONINE

JXO - ENZYME IMMUNOASSAY, COCAINE

KLN - RADIOIMMUNOASSAY, COCAINE METABOLITE

LAC - HIGH PRESSURE LIQUID CHROMATOGRAPHY,

COCAINE AND COCAINE METABOLITES

862.3270

CODEINE TEST SYSTEM

DLD - THIN LAYER CHROMATOGRAPHY, CODEINE

LAD - GASCHROMATOGRAPHY, CODEINE

LAE - HIGH PRESSURE LIQUID CHROMATOGRAPHY,

CODEINE

862.3280

CLINICAL TOXICOLOGY CONTROL MATERIAL

General Guidance

DIE - HEAVY METALS CONTROL MATERIALS

DIF - DRUG MIXTURE CONTROL MATERIALS

DX - DIGITOXIN CONTROL SERUM, RIA

DKC - ALCOHOL CONTROL MATERIALS

DMP - DIGOXIN CONTROL SERUM, RIA

LAS- DRUG SPECIFIC CONTROL MATERIALS

LAW - THEOPHYLLINE CONTROL MATERIALS

LAX - LIDOCAINE CONTROL MATERIALS

LAY - METHOTREXATE CONTROL MATERIALS

LAZ - N-ACETYLPROCAINAMIDE CONTROL MATERIALS

LBA - PROCAINAMIDE CONTROL MATERIALS

862.3300

DIGITOXIN TEST SYSTEM

DKQ - ANTISERUM, DIGITOXIN

DND - RADIOIMMUNOASSAY, DIGITOXIN (125-1), RABBIT
ANTIBODY, SOLID PHASE SEP.

DNW - RADIOIMMUNOASSAY, DIGITOXIN (3-H), RABBIT
ANTIBODY, CHARCOAL SEP.

DOB - RADIOIMMUNOASSAY, DIGITOXIN (3-H)

DOW - RADIOIMMUNOASSAY, DIGITOXIN (3-H), RABBIT
ANTIBODY, COATED TUBE
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|

DPG - RADIOIMMUNOASSAY, DIGITOXIN (125-1), RABBIT
ANTIBODY, COATED TUBE SEP.

i)
S

DPL - RADIOIMMUNOASSAY, DIGITOXIN (125-1), BOVINE
ANTIBODY, CHARCOAL SEP.

i)
S

LCW - RADIOIMMUNOASSAY, DIGITOXIN (125-1)

i)
S

LEM - ENZYME IMMUNOASSAY, DIGITOXIN

862.3320

DIGOXIN TEST SYSTEM

DKA - ANTISERUM, DIGOXIN

] [
e e

DNJ- RADIOIMMUNOASSAY, DIGOXIN (125-1), GOAT
ANTIBODY, 2ND ANTIBODY SEP.

=

DNL - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, SECOND ANTIBODY SEP.

DNQ - RADIOIMMUNOASSAY, DIGOXIN (3-H), RABBIT
ANTIBODY, COATED TUBES SEP.

DNS- RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, DOUBLE LABEL SEP.

o)

DOA - RADIOIMMUNOASSAY, DIGOXIN (125-1), GOAT
ANTIBODY, ANION EXCHANGE, RESIN SEP.

DOG - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, POLYETHYLENE GLYCOL

DON - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, SOLID PHASE SEP.

DOR - RADIOIMMUNOASSAY, DIGOXIN (3-H), BOVINE
ANTIBODY, CHARCOAL SEP.

DOY - RADIOIMMUNOASSAY, DIGOXIN (3-H), GOAT
ANTIBODY, 2ND ANTIBODY SEP.

Pilot
Pilot
Pilot

DPB - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, CHARCOAL SEP.

i)
S

DPD - RADIOIMMUNOASSAY, DIGOXIN (3-H), RABBIT
ANTIBODY, CHARCOAL SEP.

i)
S

DPI - RADIOIMMUNOASSAY, DIGOXIN (125-1), BOVINE
ANTIBODY, CHARCOAL SEP.

i)
S

DPO - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT
ANTIBODY, COATED TUBE SEP.

i)
S

KXT - ENZYME IMMUNOASSAY, DIGOXIN

i)
S

LAN - ENZYME IMMUNOASSAY, N-ACETYLPROCAINAMIDE

i)
S

LAR- ENZYME IMMUNOASSAY, PROCAINAMIDE

i)
S

LBZ - ENZYME IMMUNOASSAY, QUINIDINE

i)
S

LCS- RADIOIMMUNOASSAY, DIGOXIN (125-1)

i)
S

LCT - RADIOIMMUNOASSAY, DIGOXIN (3-H)

i)
S

862.3350

DIPHENYLHYDANTOIN TEST SYSTEM



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=588
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=588
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=593
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=593
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3715
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3777
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=489
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=552
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=552
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=554
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=554
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=558
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=558
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=559
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=559
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=564
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=564
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=569
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=569
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=575
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=575
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=578
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=578
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=582
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=582
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=585
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=585
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=586
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=586
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=590
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=590
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=596
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=596
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3602
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3664
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3668
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3696
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3713
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=3714

DIP- ENZYME IMMUNOASSAY, DIPHENYLHYDANTOIN

i)
S

DKH - GAS CHROMATOGRAPHY, DIPHENYLHYDANTOIN

i)
S

DLP- RADIOIMMUNOASSAY, DIPHENYLHYDANTOIN

DOZ - LIQUID CHROMATOGRAPHY, DIPHENYLHYDANTOIN

=l
el e

DPE - THIN LAYER CHROMATOGRAPHY,
DIPHENYLHYDANTOIN

i)
S

LDC- U.V. SPECTROMETRY, DIPHENYLHYDANTOIN

i)
S

LES- FLUORESCENT IMMUNOASSAY,
DIPHENYLHYDANTOIN

LFO - NEPHELOMETRIC INHIBITION IMMUNOASSAY
DIPHENYLHYDANTOIN

LGR - FLUORESCENCE POLARIZATION IMMUNOASSAY,
DIPHENYLHYDANTOIN (TOTAL)

MOJ- FLUORESCENCE POLARIZATION IMMUNOASSAY,
DIPHENYLHYDANTOIN (FREE)

N
-

862.3380

ETHOSUXIMIDE TEST SYSTEM

DIY - GASCHROMATOGRAPHY, ETHOSUXIMIDE

DJX - RADIOIMMUNOASSAY, ETHOSUXIMIDE

DLFE - ENZYME IMMUNOASSAY, ETHOSUXIMIDE

DNFE - LIQUID CHROMATOGRAPHY, ETHOSUXIMIDE

DNP- THIN LAYER CHROMATOGRAPHY, ETHOSUXIMIDE

862.3450

GENTAMICIN TEST SYSTEM

DJB - RADIOIMMUNOASSAY, GENTAMICIN (125-1), SECOND
ANTIBODY SEP.

DJ - ANTISERUM, GENTAMICIN

DKD - BACILLUS SUBTLIS, MICROBIOLOGICAL ASSAY,
GENTAMICIN

DNO - HEMAGGLUTINATION INHIBITION, GENTAMICIN

KLO - ENZYMATIC RADIOCHEMICAL ASSAY, GENTAMICIN

KZT - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE SERUM

LEVELS OF GENTAMICIN

LCD - ENZYME IMMUNOASSAY, GENTAMICIN

LCQ - FLUORESCENT IMMUNOASSAY GENTAMICIN

862.3520

KANAMYCIN TEST SYSTEM

KJ - RADIOIMMUNOASSAY, KANAMYCIN

KZW - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE
SERUM LEVELS OF KANAMYCIN

862.3550

LEAD TEST SYSTEM

DIJ- LEAD, DELTA AMINO LEVULINIC ACID
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DMK - LEAD, PROTOPORPHYRIN, FLUOROMETRIC

DNX - LEAD, PROTOPORPHYRIN ZINC METHOD,
FLUOROMETRIC

DOF - LEAD, ATOMIC ABSORPTION

DOX - FLUOROMETER, LEAD (DEDICATED INSTRUMENTS)

862.3555 LIDOCAINE TEST SYSTEM I

KLR- ENZYME IMMUNOASSAY, LIDOCAINE

862.3560 LITHIUM TEST SYSTEM I

JH - FLAME PHOTOMETRY, LITHIUM

JI - ATOMIC ABSORPTION, LITHIUM

862.3580 LYSERGIC ACID DIETHYLAMIDE (LSD) TEST I
SYSTEM

DLB - RADIOIMMUNOASSAY, LSD (125-1)

DOL - FREE RADICAL ASSAY, LSD

862.3600 |MERCURY TEST SYSTEM | General Guidance
DPH - MERCURY, ATOMIC ABSORPTION
862.3610 |METHAMPHETAMINE TEST SYSTEM I

DJC - THIN LAYER CHROMATOGRAPHY,
METAMPHETAMINE

LAF - GAS CHROMATOGRAPHY, METHAMPHETAMINE

LAG - HIGH PRESSURE LIQUID CHROMATOGRAPHY,
METHAMPHETAMINE

862.3620 METHADONE TEST SYSTEM I

DIW - HEMAGGLUTINATION INHIBITION, METHADONE

DJR - ENZYME IMMUNOASSAY, METHADONE

DKR- THIN LAYER CHROMATOGRAPHY, METHADONE

DMB - GAS CHROMATOGRAPHY, METHADONE

DNT - LIQUID CHROMATOGRAPHY, METHADONE

DPP- FREE RADICAL ASSAY, METHADONE

862.3630 METHAQUALONE TEST SYSTEM I

KXS- RADIOIMMUNOASSAY, METHAQUALONE

862.3640 MORPHINE TEST SYSTEM I

DIQ - RADIOIMMUNOASSAY, MORPHINE (3-H), GOAT
ANTIBODY AMMONIUM SULFATE SEP.

DJJ- FLUOROMETRY, MORPHINE

DLR - HEMAGGLUTINATION INHIBITION, MORPHINE

DMY - GASCHROMATOGRAPHY, MORPHINE
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DNA - RADIOIMMUNOASSAY, MORPHINE-BARBITURATE

(125-1), GOAT ANTIBODY

DNK - THIN LAYER CHROMATOGRAPHY, MORPHINE

DOE - RADIOIMMUNOASSAY, MORPHINE (125-1), GOAT
ANTIBODY AMMONIUM SULFATE SEP.

DOK - FREE RADICAL ASSAY, MORPHINE

DPK - LIQUID CHROMATOGRAPHY, MORPHINE

862.3645

NEUROLEPTIC DRUGS RADIORECEPTOR ASSAY
TEST SYSTEM

DLE - REAGENTS, TEST, BROMIDES

i)
S

JKQ - GOLD CHLORIDE (COLORIMETRIC), BROMIDE

i)
S

KLT - ENZYME IMMUNOASSAY, CARBAMAZEPINE

i)
S

LDB - U.V. SPECTROMETRY, CARBAMAZEPINE

Pilot

LEG - ENZYME IMMUNOASSAY, VALPROIC ACID

i)
S

LGl - FLUORESCENCE POLARIZATION IMMUNOASSAY,
CARBAMAZEPINE

[E
=]

LPX - RADIOCEPTOR ASSAY, NEUROLEPTIC DRUGS

A
e

862.3650

OPIATE TEST SYSTEM

DJF - GASCHROMATOGRAPHY, OPIATES

DJG - ENZYME IMMUNOASSAY, OPIATES

DKT - FREE RADICAL ASSAY, OPIATES

DLT - HEMAGGLUTINATION, OPIATES

LAH - HIGH PRESSURE LIQUID CHROMATOGRAPHY,
OPIATES

LAl - THIN LAYER CHROMATOGRAPHY, OPIATES

862.3660

PHENOBARBITAL TEST SYSTEM

DIX - THIN LAYER CHROMATOGRAPHY, PHENOBARBITAL

i)
S

DJH - GASCHROMATOGRAPHY, PHENOBARBITAL

i)
S

DKP- RADIOIMMUNOASSAY, PHENOBARBITAL

i)
S

DLZ - ENZYME IMMUNOASSAY, PHENOBARBITAL

i)
S

DOO - LIQUID CHROMATOGRAPHY, PHENOBARBITAL

i)
S

LDA - U.V. SPECTROMETRY, PHENOBARBITAL

Pilot

LET - FLUORESCENT IMMUNOASSAY, PHENOBARBITAL

i)
S

LFN - NEPHELOMETRIC INHIBITION IMMUNOASSAY
PHENOBARBITAL

i)
S

LGQ - FLUORESCENCE POLARIZATION IMMUNOASSAY,

PHENOBARBITAL

i)
S

862.3670

PHENOTHIAZINE TEST SYSTEM
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DJQ - TEST REAGENTS FOR PHENOTHIAZINE

] E
=}

862.3680  |PRIMIDONE TEST SYSTEM I
DIL - RADIOIMMUNOASSAY, PRIMIDONE Pilot
DJD - ENZYME IMMUNOASSAY, PRIMIDONE Pilot
DMQ - GASCHROMATOGRAPHY, PRIMIDONE Pilot
DOS- THIN LAYER CHROMATOGRAPHY, PRIMIDONE Pilot
DPQ - LIQUID CHROMATOGRAPHY, PRIMIDONE Pilot
LCZ - U.V. SPECTROMETRY, PRIMIDONE Pilot
LFT - FLUORESCENT IMMUNOASSAY, PRIMIDONE Pilot
862.3700  |PROPOXYHPENE TEST SYSTEM |
DPN - THIN LAYER CHROMATOGRAPHY, PROPOXYPHENE Pilot
JXN - ENZYME IMMUNOASSAY, PROPOXYPHENE Pilot
LAJ- GASCHROMATOGRAPHY, PROPOXYPHENE
LAK - HIGH PRESSURE LIQUID CHROMATOGRAPHY, Bilot
PROPOXY PHENE
862.3750  |QUININE TEST SYSTEM | General Guidance
DIK - THIN LAYER CHROMATOGRAPHY, QUININE
LAL - EASCHROMATOGRAPHY, QUININE
LAM - EIGH PRESSURE LIQUID CHROMATOGRAPHY,
QUININE
862.3830  |SALICYLATE TEST SYSTEM I
DIM - GASCHROMATOGRAPHY, SALICYLATE Pilot
DJE - THIN LAYER CHROMATOGRAPHY, SALICYLATE Pilot
DKJ- COLORIMETRY, SALICYLATE Pilot
DMX - LIQUID CHROMATOGRAPHY, SALICYLATE
DNC - STRIP, PAPER, SALICYLATE Pilot
862.3850 | SULPHANIMIDE TEST SYSTEM | General Guidance
DKW - TEST REAGENTS FOR SULPHANIMIDE DERIVATIVES
862.3870 |CANNABINOID TEST SYSTEM I
DKE - REAGENTS, TEST, TETRAHYDROCANNABINOL
LAT - RADIOIMMUNOASSAY, CANNABINOID(S)
LDJ- ENZYME IMMUNOASSAY, CANNABINOIDS
862.3880 | THEOPHYLLINE TEST SYSTEM I

KLS- ENZYME IMMUNOASSAY, THEOPHYLLINE

LCA - RADIOIMMUNOASSAY, THEOPHYLLINE

LCY - U.V. SPECTROMETRY, THEOPHYLLINE
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LER - FLUORESCENT IMMUNOASSAY, THEOPHYLLINE

LEW - THIN LAYER CHROMATOGRAPHY, THEOPHYLLINE

LGS - FLUORESCENCE POLARIZATION IMMUNOASSAY,
THEOPHYLLINE

862.3900 TOBRAMYCIN TEST SYSTEM I

DID - BACILLUS SUBTLISMICROBIOLOGY ASSAY,
TOBRAMYCIN

KLB - RADIOIMMUNOASSAY, TOBRAMYCIN

KZX - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE SERUM
LEVELS OF TOBRAMYCIN

LCR - FLUORESCENT IMMUNOASSAY, TOBRAMYCIN

LDO - ENZYMATIC RADIOCHEMICAL ASSAY, TOBRAMYCIN

LFW - FLUORESCENCE POLARIZATION IMMUNOASSAY,
TOBRAMYCIN

862.3910 TRICYCLIC ANTIDEPRESSANT DRUGS TEST I
SYSTEM

LFG - RADIOIMMUNOASSAY, TRICYCLIC ANTIDEPRESSANT
DRUGS

LFH - U.V. SPECTROMETRY, TRICYCLIC ANTIDEPRESSANT
DRUGS

LFI - HIGH PRESSURE LIQUID CHROMATOGRAPHY,
TRICYCLIC ANTIDEPRESSANT DRUGS

MLK - THIN LAYER CHROOMATOGRAPHY, TRICYCLIC
ANTIDEPRESSANT DRUGS

862.3950 VANCOMYCIN TEST SYSTEM I

LEH - RADIOIMMUNOASSAY, VANCOMY CIN

UNCLASSIFIED |PHENCY CLIDINE (PCP) TEST SYSTEM

LCK - THIN LAYER CHROMATOGRAPHY, PHENCY CLIDINE

LCL - RADIOIMMUNOASSAY, PHENCY CLIDINE

LCM - ENZYME IMMUNOASSAY, PHENCY CLIDINE
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