-
—
——

— w— ~—
— —] -—
— — —
—4 —] —}
— — —
— —] —]
— — —
-— —] —
—-— — _a—
-— —] _a—
. —— W
- oaa— -
— — —
—] —
-— ——
—— _—
— A—
“— —
—4 — -—
— — —
— — -
—] — —]
— — —]
—] — —
- — —
—-— — —
— - —
— _a—

— —

~— -—
-
_— —~—

a— -
y 4 -
— -—
— -—
— —
— —
— —
-— _a—
— _—

 ——
—
_A— —

A—— ~—
r——a —
— — —
—4 —] -—
— — —1
— —] —
— — —
- —] I—]
-— — —
-— —] _a—
—-— _a—
— —

—
—
-—
-—
-—
~—
-—
—
—-— —] -
— — -—
—] - -—
— —] -—
—] — -—
—1 —1 —)
— [— —
—Y — —
-— -— —

— - _a—

— ———

“— ——
— —
— —
— —

—
-—
—

-—

~—
—

_— -~
_a— | N
A— —
A— w— “—
— — —
| —4 —] -—
— — —
— —] —]
— — —
—] —] —]
— — —
-— —] —
—-— — _a—
L e
S ———
a— ~——

y 4 -
— -—
4 -—
— —)
— —]
—1 —
— —]
— —
-— —
— _a—
—-— _—
S
_—
_A— —

A—— —
r ——a “—
— — —
—4 —] -—
— — —1
—] —] —
—1 — —
— —] —]
— — —
-— —] _—
-— _a—
. —
—-———
— —
—1

Wyggyyet

Thursday
September 23, 1999

Part Il

Department of
Health and Human
Services

Centers for Disease Control and
Prevention

Notice of Specific List for Categorization
of Laboratory Test Systems, Assays, and
Examinations by Complexity; Notice
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Notice of Specific List for
Categorization of Laboratory Test
Systems, Assays, and Examinations
by Complexity

AGENCY: Centers for Disease Control and
Prevention (CDC),Department of Health
and Human Services (HHS).

ACTION: Notice with comment period.

SUMMARY: Regulations at 42 CFR 493.15
and 493.17, implementing the Clinical
Laboratory Improvement Amendments
of 1988 (CLIA), Pub. L. 100-578
(codified at 42 U.S.C. 263a), require that
the Secretary provide for the
categorization of specific laboratory test
systems, assays, and examinations by
level of complexity. The criteria for
such categorizations also are set forth in
those regulations.

This Notice announces the addition of
approximately 5,700 test systems,
assays, and examinations that have been
categorized with categorization
notification to manufacturers between
January 1, 1997 and September 3, 1999.
These categorizations were effective on
the issue date of the notification letter
sent to the manufacturer. CDC invites
comments on the tests initially
categorized in this Notice and reserves
the right to reevaluate and recategorize
tests based on the comments received in
response to this Notice.

CDC, The Food and Drug
Administration (FDA) and the Health
Care Financing Administration have
agreed to the transfer of the test
categorization responsibility to the FDA,
and the transfer is in process. When the
transfer is completed, manufacturers
will be able to submit premarket
applications for products and requests
for complexity categorization of these
products under CLIA to one agency.
FDA is expected to assume test
categorization responsibilities on or
about January 31, 2000. Until FDA
assumes responsibility for test
categorization, CDC will continue to
perform complexity determinations and
categorization requests should be sent to
the CDC.

DATES: Effective date: All
categorizations in this Notice were
effective on the date of the test
categorization notification letter sent to
the manufacturer. Written comments on
the tests initially categorized in this
Notice will be considered if they are
received at the address indicated below,
by no later than 5 p.m. on October 25,

1999. CDC reserves the right to
reevaluate and recategorize tests based
on the comments received in response
to this Notice.

ADDRESSES: Comments on the
categorization of tests in this Notice
should be addressed to CLIA Federal
Register Notice, Centers for Disease
Control and Prevention, Public Health
Practice Program Office, Mail Stop F—
11, 4770 Buford Highway, NE, Atlanta,
Georgia 30341-3724.

Requests for test complexity
categorization should be submitted to:
Attention: Test Categorization/CLIA,
Centers for Disease Control and
Prevention, Public Health Practice
Program Office, Mail Stop F-11, 4770
Buford Highway, NE, Atlanta, Georgia
30341-3724.

Requests for waiver status should be
submitted to: Attention: Request for
Waiver Status/CLIA, Centers for Disease
Control and Prevention, Public Health
Practice Program Office, Mail Stop F—
11, 4770 Buford Highway, NE, Atlanta,
GA 30341-3724.

Due to staffing and resource
limitations, we cannot accept facsimile
(FAX) copies of comments. Nor can we
accept comments by telephone.

FOR FURTHER INFORMATION CONTACT:
Sharon Granade, (770) 488-8155.

SUPPLEMENTARY INFORMATION: All
requests for test categorization should
be submitted to CDC. Manufacturers are
requested to submit the package insert
and/or an Operator’s Manual along with
the 510(k) or Pre-Market Approval
(PMA) number for the product, if
applicable, to CDC when requesting
categorization. Although some products
may now be exempt from FDA’s 510(k)
review process, they continue to need
evaluation for complexity categorization
under CLIA. For products undergoing
the 510(k) or PMA review process, CDC
will not be able to issue the test
categorization until the FDA has
completed its review process and has
notified CDC of the clearance date. Test
categorizations are effective as of the
date of notification by CDC to the
applicant. Updates and revisions to the
CLIA test categorization list are
periodically published in the Federal
Register with an opportunity for public
comment. CDC also maintains an
electronic list of categorized tests which
is available via the Internet (http://
www.phppo.cdc.gov/DLS/clia/
testcat.asp).

Effect of Waiver on Tests Already in
Use

For test systems in use prior to waiver
approval, any modifications to the
device or instructions that were

required for waiver approval must be
incorporated into those existing test
systems for use of such test systems to
be considered waived. (Pending such
modifications, the particular test system
already in use by a laboratory will retain
its prior test categorization.)

Waived Tests Marketed Under
Alternate Product Names

Frequently, products which have been
granted waived status are later
repackaged and marketed under
alternate product names. In these cases,
it is the responsibility of the
manufacturer to notify CDC and to send
the package insert demonstrating the
new labeling along with all sets of
instructions that apply (e.g., if separate
instructions for home use and for
professional use exist, send a copy of
both sets of instructions). Even though
a test may be waived under one product
name, it is not considered waived under
an alternate name until it is reviewed by
CDC and the manufacturer is notified of
the waived status.

Comments and Responses

On April 11, 1997, a test list of
approximately 1,300 additional test
systems, assays, and examinations
categorized by level of complexity was
published in the Federal Register (62
FR 17832) with a 30 day comment
period. CDC received no comment
letters in regard to this Notice.

Analyte Clarification

A new analyte name, “D-Dimer”’
(Analyte code 1320), was created for the
measurement of this specific fibrin
degradation product. Test systems
measuring D-Dimer, but previously
categorized under the broader analyte
name (1904) Fibrin(ogen) Split/
Degradation Products (FSP/FDP), are
now listed under the new analyte name.
The analyte name Fibrin(ogen) Split/
Degradation Products (FSP/FDP) will
continue to be used for measurements
not specific to a particular degradation
product.

The analyte (5828) Streptococcus,
group A (from throat only) was deleted
and the test systems categorized for this
analyte are now listed under the analyte
(5810) Streptococcus, group A. The test
system qualifier “‘Direct Antigen/
Visual”, associated with this analyte,
was replaced with “Direct from throat
swab.”

For consistency with the listing of
other autoantibodies, the analyte (6135)
Thyroid Peroxidase Autoantibodies
(TPO) was replaced with (0527) Anti-
Thyroid Peroxidase (TPO) Antibodies.

The analyte (0708) “‘Blood gases with
pH” was modified to accommodate the



Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

51591

technological advances that allow direct

measurement of analytes that previously

were calculated. The analyte code

(0708) now refers to the analyte name

“Blood gases” and the analytes for pH,

pCO2, and pO2 were assigned

individual analyte codes: (4982) pH,

(4983) pCO2, (4984) pO2. To avoid

confusion, the analyte (0731) All Body

Fluids (other than blood) pH was

deleted, and the test system (04542) All

Quialitative Dipstick Color Comparison

pH Testing, categorized under the

deleted analyte, was reassigned to the
new analyte (4982) pH.

For clarity and consistency and to
reflect current nomenclature, the
following analyte names and codes were
changed:

From (0735) B1 positive Lymphocytes to
(3758) Lymphocytes, CD20;

From (0736) B4 positive Lymphocytes to
(3759) Lymphocytes, CD19;

From (1111) CD3(lgG1)positive
Lymphocytes, (1110) CD3 positive
Lymphocytes, and (6149) T3 positive
Lymphocytes to (3760) Lymphocytes,
CDg3;

From (1116) CD4 positive Lymphocytes
and (6150) T4 positive Lymphocytes
to (3761) Lymphocytes, CD4;

From (4033) MY4 positive Lymphocytes
to (4040) Monocytes, CD14(MY4);

From (4034) Mo2 positive Lymphocytes
to (4041) Monocytes, CD14(Mo2);

From (6145 and 6157) T1 positive
Lymphocytes (duplication of codes) to
(3762) Lymphocytes, CD5;

From (6146) T11 positive Lymphocytes
to (3763) Lymphocytes, CD2;

From (6152) T8 positive Lymphocytes
and (1118) CD8 positive Lymphocytes
to (3764) Lymphocytes, CD8;

From (1112) CD3(lgG1)/B4 positive
Lymphocytes to (3765) Lymphocytes,
CD3/CD19;

From (1113) CD3(lgG1)/T4 positive
Lymphocytes and (1117) CD4/CD3
positive Lymphocytes to (3766)
Lymphocytes, CD3/CD4;

From (1114) CD3(lgG1)/T8 positive
Lymphocytes and (1119) CD8/CD3
positive Lymphocytes to (3767)
Lymphocytes, CD3/CD8;

From (1120) CD3/CD19/CD45 positive
Lymphocytes to (3768) Lymphocytes,
CD3/CD19/CD45;

From (1121) CD3/CD4/CDA45 positive
Lymphocytes to (3769) Lymphocytes,
CD3/CD4/CD45;

From (1115) CD3/HLA-DR positive
Lymphocytes to (3770) Lymphocytes,
CD3/HLA-DR;

From (1122) CD3/T4/T8 positive
Lymphocytes to (3771) Lymphocytes,
CD3/CD4/CDs;

From (6147) T11/B1 positive
Lymphocytes to (3772) Lymphocytes,
CD2/CD20;

From (6148) T11/B4 positive
Lymphocytes to (3773) Lymphocytes,
CD2/CD19;

From (6151) T4/T8 positive
Lymphocytes to (3774) Lymphocytes,
CD4/CDs8.

Manufacturer Listing

For data entry reasons, the
manufacturer Reference Diagnostics,
Inc. is now denoted in the Test
Categorization list as RDI and the
manufacturer International Technidyne
Corp. is denoted as ITC.

Correction

Due to a data entry error, an incorrect
categorization for the analyte (6404)
Uric Acid on the test system (04036)
Abbott Bichromatic ABA 200 was
published as moderate complexity in
the April 11, 1997 Federal Register (62
FR 17832). The correct categorization
for Uric Acid on this instrument is high
complexity.

Dated: September 16, 1999.

Joseph R. Carter,
Associate Director for Management and

Operations, Centers for Disease Control and
Prevention.

List of Previously Unpublished
Categorizations

The test categorization scoring
scheme was based on an assessment of
the complexity of the operation of the
test procedure and not on an evaluation
of data documenting the procedure’s
performance over time. Therefore, the
categorization of a test system, assay, or
examination as moderate or high
complexity should not be interpreted as
an indication of the acceptability or
unacceptability of the accuracy,
precision, or overall performance of the
procedure.

COMPLEXITY: MODERATE

SPECIALTY/SUBSPECIALTY:
BACTERIOLOGY

ANALYTE: Aerobic &/or Anaerobic
Organisms-unlimited sources (0412)

Test System, Assay, Examination:
Organon Teknika BacT/ALERT 3D
(46292)

ANALYTE: Aerobic Organisms from
urine specimens only (0468)

Test System, Assay, Examination:
Sanofi Pasteur UriSelect 3 (colony
count only) (58540)
Wyeth-Ayerst Laboratories Testuria
Screen (colony count only) (70207)
bioMerieux Vitek CPS ID 2 (colony
count only) (07930)

ANALYTE: Aerobic organisms from
salivary specimens only (0543)

Test System, Assay, Examination:

Orion Diagnostica Dentocult LB
Culture Paddles (46299)

ANALYTE: Clostridium difficile (1022)

Test System, Assay, Examination:
Becton Dickinson ColorPAC Toxin A
Test (direct Ag/visual) (08170)
Biosite Triage Clostridium difficile
Panel (08111)

ANALYTE: Escherichia coli (1604)

Test System, Assay, Examination:
Universal HealthWatch Quix Rapid E.
coli 0157 Strip Test (64043)

ANALYTE: Gardnerella vaginalis (2212)

Test System, Assay, Examination:
Becton Dickinson Affirm VPIII
Microbial Identification Test
(07852)
Litmus Concepts Indicard Test (from
vaginal swab) (37110)

ANALYTE: Helicobacter pylori (2512)

Test System, Assay, Examination:
Medical Instruments Pronto Dry
(40331)
Remel Selective Rapid Urea (55238)

ANALYTE: Salmonella (5802)

Test System, Assay, Examination:
The Binding Site Salmonella typhi Vi
Suspension (61434)

ANALYTE: Streptococcus, group A
(5810)

Test System, Assay, Examination:

Abbott TestPack Plus Strep A with
OBC Il (direct from throat swab)
(04810)

BioStar Strep A OIA MAX (direct
from throat swab) (07826)

Excel Scientific Strep A-OneStep
Group A Antigen Module Test
(direct from throat swab) (16135)

LifeSign UniStep Strep A (direct from
throat swab) (37123)

Princeton BioMeditech BioSign Strep
A (direct from throat swab) (49120)

Trinity Biotech Uni-Gold Strep A
(direct from throat swab) (61393)

ANALYTE: Vibrio cholerae (6716)

Test System, Assay, Examination:
Universal HealthWatch Quix Rapid
Cholera Strip Test (64044)

SPECIALTY/SUBSPECIALTY:
ENDOCRINOLOGY

ANALYTE: Adrenocorticotropic
Hormone (ACTH) (0458)

Test System, Assay, Examination:
Cirrus Diagnostics Immulite 2000
(10418)
Nichols Institute Advantage
Chemiluminescence System (43122)

ANALYTE: Calcitonin (1041)
Test System, Assay, Examination:



51592

Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

Nichols Institute Advantage
Chemiluminescence System (43122)

ANALYTE: Collagen Type | Crosslink,
Deoxypyridinoline (Dpd) (1127)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Cirrus Diagnostics Immulite (10159)
Cirrus Diagnostics Immulite 2000

(10418)

ANALYTE: Collagen Type I Crosslink,
N-telopeptides (NTX) (1125)

Test System, Assay, Examination:
Ortho-Clinical Diagnostics Vitros ECi
(46279)

ANALYTE: Cortisol (1032)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay
System (07914)

Chiron Diagnostics ACS: Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Nichols Institute Advantage
Chemiluminescence System (43122)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 914
(55549)

TOSOH AIA NexIA (61295)

ANALYTE: Cortisol, Urine (direct
procedure) (1033)

Test System, Assay, Examination:
Beckman ACCESS Immunoassay
System (07914)
Chiron Diagnostics ACS: Centaur
(10440)

ANALYTE: Dehydroepiandrosterone
Sulfate (DHEA-SO4) (1310)

Test System, Assay, Examination:
Cirrus Diagnostics Immulite 2000
(10418)
Nichols Institute Advantage
Chemiluminescence System (43122)

ANALYTE: Estradiol (1605)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay

System (07914)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS: Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Sanofi Pasteur Access Immunoassay
System (58257)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: Estriol, unconjugated (1607)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay

System (07914)

ANALYTE: Follicle Stimulating
Hormone (FSH) (1908)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS: Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Behring aca Star (with aca plus
Immunoassay System) (13523)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: HCG Beta Serum,
Quantitative—Extended Range (ER)
(2566)

Test System, Assay, Examination:

Bayer Immuno 1 System (08123)

ANALYTE: HCG, Beta, Serum,
Quantitative (2502)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Stratus (13485)

Dade Stratus Il (13486)

Dade Stratus lIintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: HCG, Intact, Serum,
Quantitative (2567)

Test System, Assay, Examination:
Dade Behring Dimension RxL (13519)
Dade Behring aca Star (with aca plus

Immunoassay System) (13523)

Dade Dimension RxL (13436)
TOSOH A1A-1200 (61040)
TOSOH A1A-1200DX (61154)
TOSOH A1A-600 (61039)
TOSOH AIA NexIA (61295)

ANALYTE: HCG, Serum, Qualitative
(2501)

Test System, Assay, Examination:

ACON hCG Urine/Serum One Step
Pregnancy Test Strip (04791)

Abbott TestPack +Plus hCG COMBO
with OBC (04724)

Alfa Scientific Designs Instant-View
Pregnancy Combo Test (Cassette)
(04846)

Alfa Scientific Designs Instant-View
Pregnancy Combo Test (Dip-Strip)
(04847)

AmeriTek One Step dBest Pregnancy
Test Disk (04788)

AmeriTek One Step dBest Pregnancy
Test Strip (04787)

Applied Biotech SureStep hCG
Combo (I1) Pregnancy Test (04869)

Arlington Scientific ProPhase Combo
S/U OneStep hCG (04697)

Bionike A/Q Pregnancy Test (07779)

Germaine Laboratories AimStep
Combo Pregnancy (22246)

Germaine Laboratories AimStick PBD
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Combo Pregnancy (22248) Cirrus Diagnostics Immulite 2000 Behring OPUS Plus (07795)
Global Medika PregnaStrip S/U HCG (10418) Boehringer Mannheim Elecsys 1010
Gl(ozbzazlzl\ZI)edika PregnaTest S/U hCG ANALYTE: Insulin (2812) Bo@ﬂ?ilzégrr Igggr?ﬁﬁéim Elecsys 2010
Cassette Pregnancy Test (22237) Test System, Assay, Examination: Analyzer (07810)
Jant Pharmacal accutest RAPID Beckman ACCESS Immunoassay Chiron Diagnostics ACS:Centaur
URINE/SERUM Pregnancy Test System (07914) (10440)
(31084) Roche Diagnostics ES 300 (55358) Cirrus Diagnostics Immulite 2000
LifeSign UniStep hCG (37124) Roche Diagnostics ES 300 AL (55359) (10418)
Medika Bio-Tech PregnaTest S/U TOSOH A1A-1200DX (61154) Dade Stratus 11 (13486)
M(ca§$etteg_(4032§_) | Card TOSOH AIA NexIA (61295) Dade Stratus IIntellect (13487)
eridian Diagnostics ImmunoCar i i
STAT hCGgCombo (40328) ANALYTE: Insulin-like Growth Factor-1 ‘gﬂﬂ?gglﬁ,liggp;?%gg;?ifg:égi?57C6|)
Orion Diagnostica UniStep hCG Il (IGF-1) (2818) (46279)
(46224) Test System, Assay, Examination: i i
Quidel CARDS Q.S. hCG Serum/Urine Nick)llols InstitutgAdvantage Eggﬂ: B:ggzgzi:gz Eg 388 ,(El?gzgg)BSQ)
ngisozlgleség)ncise Performance Plus Chemiluminescence System (43122) Roche Diagnostics Elecsys 1010
hCG-Combo (52063) ANALYTE: Luteinizing Hormone (LH) R Aﬂal%.zer (55361)EI 2010
Quidel QuickVue One-Step hCG- (3713) OXnZI IZ???’QEZSEZSZ) ecsys
Combo (52061) ination: Y
Quidel QuickVue Semi-Q hCG Test System, Assay, Examination: TOSOH A1A-1200DX (61154)
-Combo (52068) A:Jbot_t ARChH|TECTI i System (04831) T-OSOH AlA NEX|A (61295)
Roche Diagnostics AccuStat hCG/ QafaBIOTeC AuraFlex (04772) bioMerieux Vitek VIDAS (07806)
] yer Immuno 1 System (08123) .
Diluent Reagent (55328) Beckman ACCESS Immunoassay ANALYTE: Prolactin (4915)
Simex Medical DiagnoStrip hCG- S 07914 S
Combo (58511) ystem ( ) ) Test System, Assay, Examination:
. p - - ) Boehringer Mannheim Elecsys 1010 Abbott ARCHITECT i System (04831)
Simex Medical DiagnoStrip hCG -
Serum (58433) 5 Arr:a_lyzer S?ng) - 2010 AlfaBioTech AuraFlex (04772)
SmithKline ICON Fx hCG Urine/ oehringer Mannheim Elecsys Bayer Immuno 1 System (08123)
Analyzer (07810) Beckman ACCESS Immunoassay
Serum Test (58514) . . : .
TECO Diagnostics One-Step Combo Chiron Diagnostics ACS:Centaur Syst.em (07914) )
Pregnancy Card Test (61281) _(10440_) ) ) Boehringer Mannheim Elecsys 1010
TECO Diagnostics One-Step Combo Cirrus Diagnostics Immulite 2000 Analyzer (07916)
Pregnancy Dipstick Test (61282) (10418) ) Boehringer Mannheim Elecsys 2010
TECO Diagnostics Visual HCG Dade Behring aca IV (with aca plus Analyzer (07810)
Pregnancy Test (61430) Immunoassay System) (13527) Chiron Diagnostics ACS:Centaur
Dade Behring aca Star (13521) (10440)

ANALYTE: HCG, Total, Serum, Dade Stratus (13485) Cirrus Diagnostics Immulite 2000

Quantitative (2555) Dade Stratus |1 (13486) (10418)

Test System, Assay, Examination: Dade Stratus lintellect (13487) Dade Behring aca IV (with aca plus
AlfaBioTech AuraFlex (04772) Johnson & Johnson Vitros ECi (31076) Immunoassay System) (13527)
Ch(iron D)iagnostics ACS:Centaur Ortho-Clinical Diagnostics Vitros ECi Dade Behring aca Star (with aca plus

10440 (46279) Immunoassay System) (13523)
Serono Baker SR1/ BioChem SR1 hCG Roche Diagnostics ES 300 (55358) Dade Stratus (13485)
(58471) Roche Diagnostics ES 300 AL (55359) Dade Stratus Il (13486)

ANALYTE: HCG, Urine (2503 el gy oY? 1010 Dade St Il (13400

Test System, Assay, Examination: Roche Diagnostics Elecsys 2010 Ortho-Clinical Diagnostics Vitros ECi
A|fiﬂBIOTE‘Ch_AUI:aF|6X (04772) Analyzer (55362) (46279)
Ag'lri‘géo;‘eitc'(gzt;gzc)Pfe@”ancy Latex  TOSOH A1A-1200DX (61154) Roche Diagnostics ES 300 (55358)
Bayer CLINITEK 100 Urine Chemistry TOSOH AIA NexIA (61295) Eocﬂe B!agnos:!cs EIS 300 Al\I61(85359)

Analyzer (07918) ANALYTE: Parathyroid Hormone— OX el lagngéégsl ecsys
Immunostics PREGNACOL (28512)  Intact (4924) e gf:érfostics )Elecsys 2010
TEfegt?éi%g(Stlcs Direct Pregnancy Test System, Assay, Examination: Analyzer (55362)

Cirrus Diagnostics Immulite 2000 TOSOH A1A-1200DX (61154)

ANALYTE: Human Growth Hormone (10418) TOSOH AIA NexIA (61295)

(GH) (2547) Nichols Institute Advantage ANALYTE: Sex Hormone Bindin

Test System, Assay, Examination: Chemiluminescence System (43122) Globulin (5819) J
Cirrus Diagnostics Immulite 2000 ANALYTE: Progesterone (4914) L

(10418) o Test System, Assay, Examination:
Nichols Institute Advantage Test System, Assay, Examination: Cirrus Diagnostics Immulite 2000

Chemiluminescence System (43122) ﬁﬁb%t_t #RChHATEC; I 5(365‘;[3?2504831) (10418)

TOSOH A1A-1200DX (61154 ablolech Aurariex .
TOSOH AIA NexIA (61265) Bayer Immuno 1 System (08123) ANALYTE: T Uptake (TU) (6156)
. Beckman ACCESS Immunoassay Test System, Assay, Examination:
ANALYTE: Human Placental Lactogen System (07914) AlfaBioTech AuraFlex (04772)
(hPL) (2533) Behring OPUS (07793) Boehringer Mannheim Elecsys 1010

Test System, Assay, Examination: Behring OPUS Magnum (07794) Analyzer (07916)
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Chiron Diagnostics ACS: Centaur Ortho-Clinical Diagnostics Vitros ECi Analyzer (55361)
(10440) (46279) Roche Diagnostics Elecsys 2010

Dade Behring Dimension AR (13517) Roche Diagnostics Elecsys 1010 Analyzer (55362)

Dade Behring Dimension RxL (13519) Analyzer (55361) Roche Diagnostics Hitachi 704

Dade Behring aca Star (13521) Roche Diagnostics Elecsys 2010 (55367)

Roche Diagnostics Elecsys 1010 Analyzer (55362) Roche Diagnostics Hitachi 717
Analyzer (55361) TOSOH A1A-1200DX (61154) (55401)

Roche Diagnostics Elecsys 2010 TOSOH AIA NexIA (61295) Roche Diagnostics Hitachi 736
Analyzer (55362) . . . . (55451)

Roche Diagnostics Hitachi 704 ANALYTE: Thyroid Stimulating Roche Diagnostics Hitachi 737
(55367) Hormone (TSH) (Neonatal) (6107) (55464)

Roche Diagnostics Hitachi 717 Test System, Assay, Examination: Roche Diagnostics Hitachi 747
(55401) Wallac Oy AutoDELFIA (70167) (55480)

Rc;(%féigll;lgnostlcs Hitachi 736 ANALYTE: Thyroid Stimulating Ro(csgtgg)é)agnostlcs Hitachi 902

Roche Diagnostics Hitachi 737 Hormone (TSH) Third Generation (6155) Roche Diagnostics Hitachi 911
(55464) Test System, Assay, Examination: (55512)

Roche Diagnostics Hitachi 747 Abbott AXSYM (04532) Roche Diagnostics Hitachi 912
(55480) AlfaBioTech AuraFlex (04772) (55624)

Roche Diagnostics Hitachi 911 Bayer Immuno 1 System (08123) Roche Diagnostics Hitachi 914
(55512) Cirrus Diagnostics Immulite 2000 (55549)

Roche Diagnostics Hitachi 912 (10418) Roche Diagnostics Hitachi 917
(55624) Nichols Institute Advantage (55560)

Roche Diagnostics Hitachi 914 Chemiluminescence System (43122) Roche Diagnostics Hitachi Modular
(55549) TOSOH AIA NexIA (61295) Analytics (55619)

Roche Diagnostics Hitachi 917 . ; ; : TOSOH A1A-1200DX (61154)
(55560) ANALYTE: Thyroid Stimulating TOSOH AIA NexIA (61295)

TOSOH A1A-1200DX (61154)

Hormone—high sens. (TSH-HS) (6108)

ANALYTE: Thyroxine Binding Globulin

TOSOH AIA NexIA (61295) (TBG) (6110)

ANALYTE: Testosterone (6102)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay

Test System, Assay, Examination:

Abbott ARCHITECT i System (04831)

AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS: Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Organon Teknika AuraFlex (46152)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

ANALYTE: Thyroid Stimulating
Hormone (TSH) (6106)

Test System, Assay, Examination:

Abbott ARCHITECT i System (04831)

AlfaBioTech AuraFlex (04772)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Chiron Diagnostics ACS: Centaur
(10440)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Behring aca Star (with aca plus
Immunoassay System) (13523)

Dade Dimension RxL (13436)

Dade Stratus (13485)

Johnson & Johnson Vitros ECi (31076)

Little Nell Labs ThyroChek (37147)

System (07914)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

ANALYTE: Thyroxine (T4) (6109)

Test System, Assay, Examination:

Abbott ARCHITECT i System (04831)

AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Cirrus Diagnostics Immulite 2000

(10418)
Roche Diagnostics ES 300 (55358)
Roche Diagnostics ES 300 AL (55359)

ANALYTE: Thyroxine, Free (FT4) (6111)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Biocircuits 10S (07745)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Dimension RxL (13436)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Nichols Institute Advantage
Chemiluminescence System (43122)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)
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TOSOH A1A-1200DX (61154)
TOSOH AIA NexIA (61295)

ANALYTE: Triiodothyronine (T3) (6119)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH AIA NexIA (61295)

ANALYTE: Triiodothyronine Uptake (T-
Uptake) (TU) (6120)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 902
(55598)

ANALYTE: Triiodothyronine Uptake
(T3U) (TU) (6120)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay
System (07914)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension AR (13517)

Dade Behring aca IV (13525)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911

(55512)
Roche Diagnostics Hitachi 914
(55549)

ANALYTE: Triiodothyronine, Free (FT3)
(6121)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
Abbott AXSYM (04532)

AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim ES 300 (07160)

Boehringer Mannheim ES 300 AL
(07524)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite (10159)

Johnson & Johnson Vitros ECi (31076)

Nichols Institute Advantage
Chemiluminescence System (43122)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH AIA NexIA (61295)

SPECIALTY/SUBSPECIALTY:
GENERAL CHEMISTRY

ANALYTE: 5'Nucleotidase (0105)

Test System, Assay, Examination:

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

ANALYTE: Acid Phosphatase (0407)

Test System, Assay, Examination:

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC

Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Alanine Aminotransferase
(ALT) (SGPT) (0404)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
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(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Albumin (0414)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Albumin, Urinary (0516)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Albumin/Globulin (A/G)
Ratio (0539)

Test System, Assay, Examination:

CARESIDE CareSide Analyzer (10445)

ANALYTE: Aldolase (0415)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)
Roche Diagnostics Hitachi 717
(55401)
Roche Diagnostics Hitachi 914
(55549)

ANALYTE: Alkaline Phosphatase (ALP)

(0416)

(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Alkaline Phosphatase Bone
Specific (BAP) (0518)

Test System, Assay, Examination:
Behring OPUS (07793)
Behring OPUS Magnum (07794)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC

Test System, Assay, Examination:
Abbott ALCYON 300/300i Analyzer
(04797)
Abbott Aeroset (04798)
Beckman Synchron CX 9 ALX System
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Behring OPUS Plus (07795)

ANALYTE: Alpha-Hydroxybutyrate
Dehydrogenase (HBDH) (0419)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Ammonia, Plasma/Serum

(0427)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704

(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Amylase (0429)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Amylase, pancreatic
isoenzymes (p-Amylase) (0500)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Angiotensin Converting
Enzyme (ACE) (0481)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)
Roche Diagnostics Hitachi 717
(55401)
Roche Diagnostics Hitachi 736
(55451)

ANALYTE: Apolipoprotein Al (0462)

Test System, Assay, Examination:
Beckman IMMAGE Immunochemistry
System (07816)
Beckman QM 300 Protein System
(07915)
Beckman Synchron LX System
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(08076)

Boehringer Mannheim Hitachi 704
{Crestat N-Assay TIA APO A1}
(08027)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{Crestat N-Assay TIA APO A1}
(55377)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Apolipoprotein B (0457)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Beckman Synchron LX System
(08076)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA APO B}
(08044)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA APO B}
(55412)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Aspartate Aminotransferase

(AST) (SGOT) (0405)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500

Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Beta-Hydroxybutyrate (0722)
Test System, Assay, Examination:

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Bile Acids (0747)
Test System, Assay, Examination:

BioAutoMed ASCA {TECO Bile
Acids} (07917)

Roche Cobas Mira Plus { TECO Bile
Acids} (55237)

Roche Diagnostics Hitachi 911
{Marukin Shoyu UBAS Assay}
(55597)

ANALYTE: Bilirubin, Direct (0704)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)
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Synermed IR 200 (58460)

ANALYTE: Bilirubin, Neonatal (0705)

Test System, Assay, Examination:

Abbott Aeroset (04798)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory IL
Synthesis (28466)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Bilirubin, Total (0706)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600

(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Bilirubin, Urine (0738)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

ANALYTE: Blood Gases (0708)
Test System, Assay, Examination:

AVL OPTI Critical Care Analyzer
(04778)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Medica EasyBloodGas Analyzer
(40291)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Nova Stat Profile pHOx (43123)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

ANALYTE: C-Peptide (1040)

Test System, Assay, Examination:
Cirrus Diagnostics Immulite 2000
(10418)
TOSOH AIA NexIA (61295)

ANALYTE: Calcium, lonized (1004)

Test System, Assay, Examination:

AVL 9181 (04739)

AVL OPTI Critical Care Analyzer
(04778)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Medica EasyLyte Ca/Cl (40260)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

ANALYTE: Calcium, Total (1005)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
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Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750

XRC (46275)

Ortho-Clinical Diagnostics Vitros 950

IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Cancer Antigen 125 (CA
125) (1049)

Test System, Assay, Examination:

Abbott AXxSYM (04532)

Abbott IMX (04056)

Bayer Immuno 1 System (08123)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics Hitachi 717
(55401)

TOSOH A1A-1200 (61040)

TOSOH A1A-1200DX (61154)

TOSOH A1A-600 (61039)

TOSOH AIA NexIA (61295)

ANALYTE: Cancer Antigen 15-3 (CA
15-3) (1068)

Test System, Assay, Examination:
Abbott AXSYM (04532)
Abbott IMX (04056)
Bayer Immuno 1 System (08123)
Ortho-Clinical Diagnostics Vitros ECi
(46279)

ANALYTE: Cancer Antigen 27.29 (CA
27.29) (1132)

Test System, Assay, Examination:

Chiron Diagnostics ACS 180 {Chiron
ACS:180 BR} (10434)

Chiron Diagnostics ACS 180 Plus
{Chiron ACS:180 BR} (10435)

Chiron Diagnostics ACS:Centaur
{Chiron ACS:180 BR} (10440)

ANALYTE: Carbon Dioxide, Total (CO2)
(1003)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Carcinoembryonic Antigen
(CEA) (1013)

Test System, Assay, Examination:

Abbott ARCHITECT i System (04831)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS: Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH A1A-1200 (61040)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

Technicon Immuno 1 System (61042)

ANALYTE: Cerebrospinal Fluid (CSF)
Protein (1014)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
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IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Ceruloplasmin (1015)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Chloride (1018)

Test System, Assay, Examination:

AVL 9181 (04739)

AVL OPTI Critical Care Analyzer
(04778)

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Medica EasyLyte Ca/Cl (40260)

Medica EasyLyte Na/K/CI/Li (40259)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

SenDx 100 pH, Blood Gas and
Electrolyte Analysis System (58390)

ANALYTE: Cholesterol (1020)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC

Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Polymer Technology Systems MTM
BioScanner 1000 (49196)

Roche Diagnostics Accutrend GC
Cholesterol Test (55330)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics ProAct System
(55578)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Cholinesterase (1021)
Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
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Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(plasma/serum/CSF) (55599)

Roche Diagnostics Hitachi 902 (whole
blood) (55600)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(plasma/serum/CSF) (55626)

Roche Diagnostics Hitachi 912 (whole
blood) (55625)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (plasma/serum/CSF)
(55620)

Roche Diagnostics Hitachi Modular
Analytics (whole blood) (55621)

ANALYTE: Cholyglycine (1053)
Test System, Assay, Examination:

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

ANALYTE: Creatine Kinase (CK) (1034)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)
Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

First Medical Alpha Dx System
(19034)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus

(55582)
Synermed IR 200 (58460)

ANALYTE: Creatine Kinase MB Fraction
(CKMB) (1002)

Test System, Assay, Examination:

AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Biosite Triage Meter {Biosite Triage
Cardiac Panel} (08057)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

CARESIDE CareSide Analyzer (10445)

Chiron Diagnostics ACS:Centaur
(10440)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring Stratus CS STAT
(13498)

Dade Behring aca IV (13525)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lintellect (13487)

First Medical Alpha Dx System
(19034)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Johnson & Johnson Vitros ECi (31076)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Princeton BioMeditech Cardiac
STATus CK-MB/Myoglobin/
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Troponin | Rapid Test (49214)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Spectral Cardiac STATus CK-MB/
Myoglobin (58581)

Spectral Cardiac STATus CK-MB/
Myoglobin/Troponin | (58580)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: Creatinine (1035)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Bayer CLINITEK 100 Urine Chemistry
Analyzer (07918)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

I-STAT i-STAT 200 System (28344)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Cystine (1106)
Test System, Assay, Examination:

Mission Pharmacal Urocystine
(40263)

ANALYTE: Deoxyhemoglobin (Reduced
Hemoglobin) (1318)

Test System, Assay, Examination:

Radiometer ABL 700 Series (55298)
Radiometer ABL System 620 (55229)

ANALYTE: Ferritin (1902)
Test System, Assay, Examination:

Abbott ARCHITECT i System (04831)

AlfaBioTech AuraFlex (04772)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Beckman IMMAGE Immunochemistry
System (07816)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Boehringer Mannheim Hitachi 704
{BM TinaQuant Ferritin} (08045)

Boehringer Mannheim Hitachi 717
{BM TinaQuant Ferritin} (08046)

Boehringer Mannheim Hitachi 911
{BM TinaQuant Ferritin} (08047)

Boehringer Mannheim Hitachi 912
{BM TinaQuant Ferritin} (08048)

Boehringer Mannheim Hitachi 914
{BM TinaQuant Ferritin} (08049)

Boehringer Mannheim Hitachi 917
{BM TinaQuant Ferritin} (08050)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Behring aca Star (with aca plus
Immunoassay System) (13523)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Johnson & Johnson Vitros ECi (31076)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Olympus AU 800 (46110)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Roche Diagnostics Hitachi 704
{TinaQuant Ferritin} (55372)

Roche Diagnostics Hitachi 717
{TinaQuant Ferritin} (55406)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
{TinaQuant Ferritin} (55518)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 912
{TinaQuant Ferritin} (55547)

Roche Diagnostics Hitachi 914
{TinaQuant Ferritin} (55553)

Roche Diagnostics Hitachi 917
{TinaQuant Ferritin} (55564)

Roche Diagnostics Hitachi Modular
Analytics (55619)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: Fetal Fibronectin (1934)

Test System, Assay, Examination:
Adeza Biomedical TLi System {Rapid
fFN Cassette} (04830)

ANALYTE: Folate (Folic acid) (1907)

Test System, Assay, Examination:
Abbott AXSYM (04532)
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay
System (07914)
Boehringer Mannheim Elecsys 2010
Analyzer (07810)
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Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

TOSOH AIA NexIA (auto
pretreatment) (61366)

TOSOH AIA NexIA (manual
pretreatment) (61367)

ANALYTE: Folate, Red Blood Cell (RBC

Folate) (1930)

Test System, Assay, Examination:
Bayer Immuno 1 System (with UIW)
(08121)
Beckman ACCESS Immunoassay
System (07914)
Chiron Diagnostics ACS:Centaur
(10440)

ANALYTE: Fructosamine (1914)

Test System, Assay, Examination:

Beckman Synchron CX 4 {RAIChem
Fructosamine} (08014)

Beckman Synchron CX 4 CE
{RAIChem Fructosamine} (08015)

Beckman Synchron CX 5 {RAIChem
Fructosamine} (08016)

Beckman Synchron CX 5 CE
{RAIChem Fructosamine} (08017)

Beckman Synchron CX 7 {RAIChem
Fructosamine} (08018)

Bio-Chem Laboratory Systems ATAC
6000 {RAIChem Fructosamine}
(08019)

Chiron Diagnostics 550 Express
{RAIChem Fructosamine} (10424)

Chiron Diagnostics 550 Express Plus
{RAIChem Fructosamine} (10425)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917

(55560)
Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Gamma Glutamyl
Transferase (GGT) (2201)

Test System, Assay, Examination:

Abaxis Piccolo Portable Blood
Analyzer (04608)

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912

(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Glucose (2203)
Test System, Assay, Examination:

AVL OMNI Combi Analyzer (04609)

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Firehouse Medical Safestrip Blood
Glucose Test System (19027)

GDS Diagnostics Stat-Site Meter
(22126)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)
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Ortho-Clinical Diagnostics Vitros DTII

(46278)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Glucose, Urine (2225)

Test System, Assay, Examination:

Boehringer Mannheim Hitachi 747
{STC Auto-Lyte Urine Glucose}
(07850)

Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

Roche Diagnostics Hitachi 747 {STC
Auto-Lyte Urine Glucose} (55502)

ANALYTE: Glucose-6-Phosphate
Dehydrogenase (G-6-PDH) (2208)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)
Roche Diagnostics Hitachi 736
(55451)
Roche Diagnostics Hitachi 737
(55464)

ANALYTE: Glutaraldehyde (2224)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
(55401)

ANALYTE: Glycated Hemoglobin, Total

(2221)

Test System, Assay, Examination:
Bio-Rad VARIANT Express
Glycohemoglobin Program (08026)
Primus CLC 330 (49211)

ANALYTE: Glycosylated Hemoglobin
(Hgb A1C) (2204)

Test System, Assay, Examination:
Beckman Synchron LX System
(manual pretreatment) (08079)
Bio-Rad VARIANT Express

Glycohemoglobin Program (08026)
Bio-Rad VARIANT Il (08186)
Roche Cobas Mira {Roche Unimate

HbA1C} (55252)

Roche Diagnostics Hitachi 704

(55367)

Roche Diagnostics Hitachi 717

(55401)

Roche Diagnostics Hitachi 747

(55480)

Roche Diagnostics Hitachi 902

(55598)

Roche Diagnostics Hitachi 911

(55512)

Roche Diagnostics Hitachi 912

(55624)

Roche Diagnostics Hitachi 914

(55549)

Roche Diagnostics Hitachi 917

(55560)

Roche Diagnostics Hitachi Modular

Analytics (55619)

TOSOH Alc 2.2 Plus

Glycohemoglobin Analyzer (61297)

ANALYTE: HDL Cholesterol (2550)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
{Abbott Direct HDL} (04800)

Abbott Aeroset { Abbott Direct HDL}
(04799)

Abbott Spectrum {Trace HDL
Cholesterol} (auto pretreatment)
(04721)

Abbott Spectrum EPX {Sigma
Diagnostics EZ HDL Cholesterol}
(04684)

Abbott Spectrum EPX {Trace HDL
Cholesterol} (auto pretreatment)
(04723)

Abbott Spectrum Series Il {Sigma
Diagnostics EZ HDL Cholesterol}
(04685)

Abbott Spectrum Series Il {Sigma
Diagnostics ISOSPIN} (04681)

Abbott Spectrum Series Il { Trace HDL
Cholesterol} (auto pretreatment)
(04722)

Baxter Paramax { Sigma Diagnostics
EZ HDL Cholesterol} (07868)

Beckman Synchron CX 4 {Genzyme
Liquid N-geneous HDL} (07975)

Beckman Synchron CX 4 {Randox
Direct HDL} (08101)

Beckman Synchron CX 4
{SYNCHRON HDLD} (08210)

Beckman Synchron CX 4 {Sigma
Diagnostics EZ HDL Cholesterol}
(07841)

Beckman Synchron CX 4 {Wako
Direct HDL-C} (07831)

Beckman Synchron CX 4 CE
{Genzyme Liquid N-geneous HDL}
(07974)

Beckman Synchron CX 4 CE
{SYNCHRON HDLD} (08211)

Beckman Synchron CX 4 DELTA
{Genzyme Liquid N-geneous HDL}
(07973)

Beckman Synchron CX 4 DELTA
{SYNCHRON HDLD} (08212)

Beckman Synchron CX 5 {Genzyme
Liquid N-geneous HDL} (07972)

Beckman Synchron CX 5 {RDI
LipiDirect HDL} (08093)

Beckman Synchron CX 5 {Randox
Direct HDL} (08102)

Beckman Synchron CX 5
{SYNCHRON HDLD} (08213)

Beckman Synchron CX 5 {Sigma
Diagnostics EZ HDL Cholesterol}
(07842)

Beckman Synchron CX 5 {Trace HDL
Cholesterol} (auto pretreatment)
(07864)

Beckman Synchron CX 5 {Wako
Direct HDL-C} (07832)

Beckman Synchron CX 5 CE
{Genzyme Liquid N-geneous HDL}
(07971)

Beckman Synchron CX 5 CE
{SYNCHRON HDLD} (08214)

Beckman Synchron CX 5 DELTA
{Genzyme Liquid N-geneous HDL}
(07970)

Beckman Synchron CX 5 DELTA
{SYNCHRON HDLD} (08215)

Beckman Synchron CX 7 { Genzyme
Liquid N-geneous HDL} (07969)

Beckman Synchron CX 7 {RDI
LipiDirect HDL} (08094)

Beckman Synchron CX 7 {Randox
Direct HDL} (08103)

Beckman Synchron CX 7
{SYNCHRON HDLD} (08216)

Beckman Synchron CX 7 {Sigma
Diagnostics EZ HDL Cholesterol}
(07843)

Beckman Synchron CX 7 {Trace HDL
Cholesterol} (auto pretreatment)
(07865)

Beckman Synchron CX 7 {Wako
Direct HDL-C} (07833)

Beckman Synchron CX 7 DELTA
{Genzyme Liquid N-geneous HDL}
(07968)

Beckman Synchron CX 7 DELTA {RDI
LipiDirect HDL} (08195)

Beckman Synchron CX 7 DELTA
{SYNCHRON HDLD} (08217)

Beckman Synchron CX 9 ALX
{Genzyme Liquid N-geneous HDL}
(07967)

Beckman Synchron CX 9 ALX System
{SYNCHRON HDLD} (08218)

Beckman Synchron LX System {DMA
One Shots} (08082)

Beckman Synchron LX System
{Genzyme Liquid N-geneous HDL}
(08083)

Beckman Synchron LX System { MHS
SPINPRO} (08084)

Beckman Synchron LX System {RDI
Unitized Magnetic HDL} (08085)

Beckman Synchron LX System
{SYNCHRON HDLD} (08219)

Beckman Synchron LX System
{Sigma Diagnostics EZ HDL



51606

Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

Cholesterol} (08086)

Beckman Synchron LX System {Trace
America Singles} (08087)

Beckman Synchron LX System { Trace
HDL Cholesterol} (auto
pretreatment) (08088)

Beckman Synchron LX System {Wako
Direct HDL-C} (08089)

Bio-Chem Laboratory Systems ATAC
6000 {Elan Diagnostics Direct HDL}
(08208)

Bio-Chem Laboratory Systems ATAC
8000 {Elan Diagnostics Direct HDL}
(08207)

Boehringer Mannheim Hitachi 704
{Randox Direct HDL} (07997)

Boehringer Mannheim Hitachi 704
{Sigma Diagnostics EZ HDL
Cholesterol} (07844)

Boehringer Mannheim Hitachi 704
{Wako Direct HDL-C} (07834)

Boehringer Mannheim Hitachi 705
{Wako Direct HDL-C} (07835)

Boehringer Mannheim Hitachi 717
{EQual HDL Direct} (07926)

Boehringer Mannheim Hitachi 717
{Genzyme Liquid N-geneous HDL}
(07979)

Boehringer Mannheim Hitachi 717
{Randox Direct HDL} (07998)

Boehringer Mannheim Hitachi 717
{Sigma Diagnostics EZ HDL
Cholesterol} (07845)

Boehringer Mannheim Hitachi 717
{Trace HDL Cholesterol} (auto
pretreatment) (07866)

Boehringer Mannheim Hitachi 717
{Wako Direct HDL-C} (07836)

Boehringer Mannheim Hitachi 736
{Genzyme Liquid N-geneous HDL}
(07978)

Boehringer Mannheim Hitachi 736
{Sigma Diagnostics EZ HDL
Cholesterol} (07846)

Boehringer Mannheim Hitachi 737
{Randox Direct HDL} (08098)

Boehringer Mannheim Hitachi 737
{Sigma Diagnostics EZ HDL
Cholesterol} (07847)

Boehringer Mannheim Hitachi 747
{Genzyme Liquid N-geneous HDL}
(07980)

Boehringer Mannheim Hitachi 747
{RDI LipiDirect HDL} (08090)

Boehringer Mannheim Hitachi 747
{Randox Direct HDL} (07999)

Boehringer Mannheim Hitachi 747
{Sigma Diagnostics EZ HDL
Cholesterol} (07848)

Boehringer Mannheim Hitachi 747
{Trace HDL Cholesterol} (auto
pretreatment) (07867)

Boehringer Mannheim Hitachi 747
{Wako Direct HDL-C} (07837)

Boehringer Mannheim Hitachi 911
{Genzyme Liquid N-geneous HDL}
(07977)

Boehringer Mannheim Hitachi 911
{RDI LipiDirect HDL} (08091)

Boehringer Mannheim Hitachi 911
{Randox Direct HDL} (08000)

Boehringer Mannheim Hitachi 911
{Sigma Diagnostics EZ HDL
Cholesterol} (07849)

Boehringer Mannheim Hitachi 911
{Wako Direct HDL-C} (07838)

Boehringer Mannheim Hitachi 914
{Randox Direct HDL} (08001)

Boehringer Mannheim Hitachi 917
{Genzyme Liquid N-geneous HDL}
(07976)

Boehringer Mannheim Hitachi 917
{RDI LipiDirect HDL} (08092)

Boehringer Mannheim Hitachi 917
{Randox Direct HDL} (08002)

Boehringer Mannheim Hitachi 917
{Sigma Diagnostics EZ HDL
Cholesterol} (07869)

Boehringer Mannheim Hitachi 917
{Wako Direct HDL-C} (07839)

CARESIDE CareSide Analyzer (10445)

Chiron Diagnostics 550 Express
{Genzyme Liquid N-geneous HDL}
(10452)

Chiron Diagnostics 550 Express { RDI
LipiDirect HDL} (10468)

Chiron Diagnostics 550 Express Plus
{Genzyme Liquid N-geneous HDL}
(10451)

Ciba Corning 550 Express { Sigma
Diagnostics EZ HDL Cholesterol}
(10391)

Ciba Corning 550 Express { Trace HDL
Cholesterol} (auto pretreatment)
(10400)

Ciba Corning 550 Express Plus { Trace
HDL Cholesterol} (auto
pretreatment) (10401)

Coulter Optichem 120 {Sigma
Diagnostics ISOSPIN} (10448)

Dade Behring Dimension AR
{Dimension AHDL} (13545)

Dade Behring Dimension AR {Sigma
Diagnostics EZ HDL Cholesterol}
(13518)

Dade Behring Dimension RxL
{Dimension AHDL} (13546)

Dade Behring Dimension RxL {RDI
LipiDirect HDL} (13520)

Dade Behring aca IV { DMA One
Shots} (13529)

Dade Behring aca IV { MHS SPINPRO}
(13530)

Dade Dimension { Trace HDL
Cholesterol} (auto pretreatment)
(13444)

Dade Dimension AR {Sigma
Diagnostics EZ HDL Cholesterol}
(13445)

Dade Dimension ES {RDI LipiDirect
HDL} (13484)

Dade Dimension RxL {RDI LipiDirect
HDL} (13483)

Dade Dimension XL {Dimension
AHDL} (13547)

Dade Dimension XL {Genzyme Liquid
N-geneous HDL} (13467)

Instrumentation Laboratory IL

Monarch {Sigma Diagnostics EZ
HDL Cholesterol} (28476)

Instrumentation Laboratory IL
Monarch {Trace HDL Cholesterol}
(auto pretreatment) (28480)

Instrumentation Laboratory ILAB
1800 {Sigma Diagnostics EZ HDL
Cholesterol} (28475)

Instrumentation Laboratory ILAB
1800 {Wako Direct HDL-C} (28471)

Instrumentation Laboratory ILAB 900
{Sigma Diagnostics EZ HDL
Cholesterol} (28474)

Instrumentation Laboratory ILAB 900
{Wako Direct HDL-C} (28470)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 5000 {Sigma
Diagnostics EZ HDL Cholesterol}
(46231)

Olympus AU 5200 {Genzyme Liquid
N-geneous HDL} (46250)

Olympus AU 5200 {RDI LipiDirect
HDL} (46320)

Olympus AU 5200 {Sigma
Diagnostics EZ HDL Cholesterol}
(46232)

Olympus AU 5200 {Wako Direct
HDL-C} (46227)

Olympus AU 600 {Genzyme Liquid
N-geneous HDL} (46291)

Olympus AU 600 {RDI LipiDirect
HDL} (46318)

Olympus AU 600 {Sigma Diagnostics
EZ HDL Cholesterol} (46239)

Olympus AU 800 {Genzyme Liquid
N-geneous HDL} (46249)

Olympus AU 800 {RDI LipiDirect
HDL} (46319)

Olympus AU 800 {Sigma Diagnostics
EZ HDL Cholesterol} (46233)

Olympus AU 800 {Wako Direct HDL—
C} (46226)

Olympus Reply { Sigma Diagnostics
EZ HDL Cholesterol} (46234)

Olympus Reply {Wako Direct HDL—C}
(46228)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)
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Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Cobas Bio {Sigma Diagnostics
EZ HDL Cholesterol} (55226)

Roche Cobas Bio {Wako Direct HDL—
C} (55220)

Roche Cobas FARA {RDI LipiDirect
HDL} (55617)

Roche Cobas FARA {Sigma
Diagnostics EZ HDL Cholesterol}
(55227)

Roche Cobas FARA {Wako Direct
HDL—-C} (55221)

Roche Cobas FARA Il {Sigma
Diagnostics EZ HDL Cholesterol}
(55228)

Roche Cobas FARA Il {Wako Direct
HDL-C} (55222)

Roche Cobas INTEGRA {COBAS
INTEGRA HDL-Cholesterol Direct}
(55292)

Roche Cobas Mira { EQual HDL
Direct} (55247)

Roche Cobas Mira { Genzyme Liquid
N-geneous HDL} (55260)

Roche Cobas Mira {RDI LipiDirect
HDL} (55289)

Roche Cobas Mira { Randox Direct
HDL} (55293)

Roche Cobas Mira { Roche Unimate
HDL Direct} (55243)

Roche Cobas Mira { Sigma Diagnostics
EZ HDL Cholesterol} (55225)

Roche Cobas Mira {Trace HDL
Cholesterol} (auto pretreatment)
(55234)

Roche Cobas Mira { Wako Direct HDL—
C} (55223)

Roche Cobas Mira Plus {RDI
LipiDirect HDL} (55290)

Roche Cobas Mira Plus { Randox
Direct HDL} (55295)

Roche Cobas Mira Plus {Roche
Unimate HDL Direct} (55245)

Roche Cobas Mira Plus {Wako Direct
HDL—-C} (55224)

Roche Cobas Mira S {RDI LipiDirect
HDL} (55291)

Roche Cobas Mira S {Randox Direct
HDL} (55294)

Roche Cobas Mira S {Roche Unimate
HDL Direct} (55244)

Roche Diagnostics Hitachi 704 {DMA
One Shots} (55380)

Roche Diagnostics Hitachi 704 {MHS
SPINPRO} (55389)

Roche Diagnostics Hitachi 704 {RDI
Unitized Magnetic HDL} (55391)

Roche Diagnostics Hitachi 704
{Randox Direct HDL} (55394)

Roche Diagnostics Hitachi 704 {Roche
Direct HDL} (55371)

Roche Diagnostics Hitachi 704 { Sigma

Diagnostics EZ HDL Cholesterol}
(55396)

Roche Diagnostics Hitachi 704 {Sigma
Diagnostics ISOSPIN} (55397)

Roche Diagnostics Hitachi 704 {Trace
America Singles} (55398)

Roche Diagnostics Hitachi 704 { Wako
Direct HDL-C} (55399)

Roche Diagnostics Hitachi 717 {DMA
One Shots} (55426)

Roche Diagnostics Hitachi 717 {EQual
HDL Direct} (55432)

Roche Diagnostics Hitachi 717
{Genzyme Liquid N-geneous HDL}
(55434)

Roche Diagnostics Hitachi 717
{Genzyme N-geneous HDL} (55435)

Roche Diagnostics Hitachi 717 { MHS
SPINPRO} (55438)

Roche Diagnostics Hitachi 717 {RDI
LipiDirect HDL} (55618)

Roche Diagnostics Hitachi 717 {RDI
Unitized Magnetic HDL} (55440)

Roche Diagnostics Hitachi 717
{Randox Direct HDL} (55443)

Roche Diagnostics Hitachi 717 {Roche
Direct HDL} (55405)

Roche Diagnostics Hitachi 717 {Sigma
Diagnostics EZ HDL Cholesterol}
(55445)

Roche Diagnostics Hitachi 717 {Sigma
Diagnostics ISOSPIN} (55446)

Roche Diagnostics Hitachi 717 { Trace
America Singles} (55447)

Roche Diagnostics Hitachi 717 { Trace
HDL Cholesterol} (auto
pretreatment) (55448)

Roche Diagnostics Hitachi 717 { Wako
Direct HDL—C} (55449)

Roche Diagnostics Hitachi 736 {DMA
One Shots} (55452)

Roche Diagnostics Hitachi 736
{Genzyme Liquid N-geneous HDL}
(55453)

Roche Diagnostics Hitachi 736
{Genzyme N-geneous HDL} (55454)

Roche Diagnostics Hitachi 736 { MHS
SPINPRO} (55457)

Roche Diagnostics Hitachi 736 {RDI
Unitized Magnetic HDL} (55459)
Roche Diagnostics Hitachi 736 { Sigma
Diagnostics EZ HDL Cholesterol}

(55461)

Roche Diagnostics Hitachi 736 { Sigma
Diagnostics ISOSPIN} (55462)

Roche Diagnostics Hitachi 736 {Trace
America Singles} (55463)

Roche Diagnostics Hitachi 737 {DMA
One Shots} (55468)

Roche Diagnostics Hitachi 737 { MHS
SPINPRO} (55472)

Roche Diagnostics Hitachi 737 {RDI
Unitized Magnetic HDL} (55474)

Roche Diagnostics Hitachi 737
{Randox Direct HDL-Cholesterol}
(55476)

Roche Diagnostics Hitachi 737 {Sigma
Diagnostics EZ HDL Cholesterol}
(55477)

Roche Diagnostics Hitachi 737 {Sigma
Diagnostics ISOSPIN} (55478)

Roche Diagnostics Hitachi 737 {Trace
America Singles} (55479)

Roche Diagnostics Hitachi 747 {DMA
One Shots} (55485)

Roche Diagnostics Hitachi 747
{Genzyme Liquid N-geneous HDL}
(55491)

Roche Diagnostics Hitachi 747
{Genzyme N-geneous HDL} (55492)

Roche Diagnostics Hitachi 747 {MHS
SPINPRO} (55495)

Roche Diagnostics Hitachi 747 {RDI
LipiDirect HDL} (55496)

Roche Diagnostics Hitachi 747 {RDI
Unitized Magnetic HDL} (55498)

Roche Diagnostics Hitachi 747
{Randox Direct HDL} (55501)

Roche Diagnostics Hitachi 747 {Roche
Direct HDL} (55482)

Roche Diagnostics Hitachi 747 {Sigma
Diagnostics EZ HDL Cholesterol}
(55506)

Roche Diagnostics Hitachi 747 {Sigma
Diagnostics ISOSPIN} (55507)

Roche Diagnostics Hitachi 747 { Trace
America Singles} (55508)

Roche Diagnostics Hitachi 747 {Trace
HDL Cholesterol} (auto
pretreatment) (55509)

Roche Diagnostics Hitachi 747 {Wako
Direct HDL-C} (55510)

Roche Diagnostics Hitachi 902 {Roche
Direct HDL} (55601)

Roche Diagnostics Hitachi 911
{Genzyme Liquid N-geneous HDL}
(55529)

Roche Diagnostics Hitachi 911
{Genzyme N-geneous HDL} (55530)

Roche Diagnostics Hitachi 911 {MHS
SPINPRO} (55533)

Roche Diagnostics Hitachi 911 {RDI
LipiDirect HDL} (55534)

Roche Diagnostics Hitachi 911 {RDI
Unitized Magnetic HDL} (55536)

Roche Diagnostics Hitachi 911
{Randox Direct HDL} (55539)

Roche Diagnostics Hitachi 911 {Roche
Direct HDL} (55517)

Roche Diagnostics Hitachi 911 {Sigma
Diagnostics EZ HDL Cholesterol}
(55541)

Roche Diagnostics Hitachi 911 {Sigma
Diagnostics ISOSPIN} (55542)

Roche Diagnostics Hitachi 911 {Wako
Direct HDL-C} (55543)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914 {RDI
Unitized Magnetic HDL} (55557)

Roche Diagnostics Hitachi 914
{Randox Direct HDL} (55559)

Roche Diagnostics Hitachi 914 {Roche
Direct HDL} (55552)

Roche Diagnostics Hitachi 917
{Genzyme Liquid N-geneous HDL}
(55569)

Roche Diagnostics Hitachi 917



51608

Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

{Genzyme N-geneous HDL} (55570)

Roche Diagnostics Hitachi 917 {RDI
LipiDirect HDL} (55572)

Roche Diagnostics Hitachi 917
{Randox Direct HDL} (55573)

Roche Diagnostics Hitachi 917 { Roche
Direct HDL} (55563)

Roche Diagnostics Hitachi 917 {Sigma
Diagnostics EZ HDL Cholesterol}
(55574)

Roche Diagnostics Hitachi 917 {Wako
Direct HDL-C} (55575)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Schiapparelli Biosystems ACE {Trace
HDL Cholesterol} (auto
pretreatment) (58444)

Technicon AXON {Sigma Diagnostics
EZ HDL Cholesterol} (61270)

Technicon AXON {Wako Direct HDL—
C} (61264)

Technicon DAX {Sigma Diagnostics
EZ HDL Cholesterol} (61271)

Technicon DAX 24 {Wako Direct
HDL-C} (61265)

Technicon DAX 48 {Wako Direct
HDL-C} (61266)

Technicon DAX 72 {Wako Direct
HDL-C} (61267)

Technicon DAX 96 { Wako Direct
HDL-C} (61268)

Technicon RA 1000 {Sigma
Diagnostics EZ HDL Cholesterol}
(61273)

Technicon RA 1000 { Trace HDL
Cholesterol} (auto pretreatment)
(61284)

Technicon RA 500 {Sigma
Diagnostics EZ HDL Cholesterol}
(61272)

Technicon RA 500 {Trace HDL
Cholesterol} (auto pretreatment)
(61285)

Technicon RA XT {Sigma Diagnostics
EZ HDL Cholesterol} (61274)

Technicon RA XT {Trace HDL
Cholesterol} (auto pretreatment)
(61286)

Technicon opeRA {Sigma Diagnostics
EZ HDL Cholesterol} (61275)

Wako Diagnostics 30R {Sigma
Diagnostics EZ HDL Cholesterol}
(70193)

Wako Diagnostics 30R {Wako Direct
HDL-C} (70192)

ANALYTE: Haptoglobin (2511)

Test System, Assay, Examination:

Beckman QM 300 Protein System
(07915)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Haptoglobin}
(08036)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717

(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Haptoglobin}
(55420)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

ANALYTE: Hemoglobin F (2516)

Test System, Assay, Examination:
Radiometer ABL System 620 (55229)

ANALYTE: Hemoglobin S (2536)

Test System, Assay, Examination:
Medicus Technologies SICKLE-2000
(40309)

ANALYTE: Homocysteine (2574)

Test System, Assay, Examination:
Abbott IMX (04056)

ANALYTE: Iron (2814)

Test System, Assay, Examination:
Abbott ALCYON 300/300i Analyzer
(04797)
Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System

(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600

(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Iron Binding Capacity,
Unsat. (UIBC) no pretreat. (2823)

Test System, Assay, Examination:

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Dimension XL (13422)

Instrumentation Laboratory ILAB
1800 (28323)

Instrumentation Laboratory ILAB 900
(28322)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Olympus Reply/AU560 (46129)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Technicon AXON (61001)

Wako Diagnostics 30R (70002)

ANALYTE: Ketone, Urine (3404)
Test System, Assay, Examination:

Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

NALYTE: LDL Cholesterol (3748)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset { Wako L-Type LDL—
C} (04801)

Abbott EPX {RDI Unitized LipiDirect
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Magnetic LDL} (04760)

Abbott Series Il {RDI Unitized
LipiDirect Magnetic LDL} (04761)

Abbott Spectrum {DMA One Shots}
(04598)

Abbott Spectrum {RDI Unitized
LipiDirect Magnetic LDL} (04759)

Abbott Spectrum {RDI Unitized
Precipitating Reagent} (04749)

Abbott Spectrum EPX {DMA One
Shots} (04600)

Abbott Spectrum EPX {RDI Unitized
Precipitating Reagent} (04750)

Abbott Spectrum Series Il {DMA One
Shots} (04601)

Abbott Spectrum Series Il {RDI
Unitized Precipitating Reagent}
(04751)

Abbott Spectrum Series Il {Sigma
Diagnostics EZ LDL} (04817)

Abbott VP {DMA One Shots} (auto
calculations) (04756)

Abbott VP {RDI Unitized LipiDirect
Magnetic LDL} (auto calculations)
(04763)

Abbott VP {RDI Unitized Precipitating
Reagent} (auto calculations) (04754)

Baxter Paramax { Sigma Diagnostics
EZ LDL} (08185)

Beckman Synchron CX 4 { Genzyme
N-geneous LDL} (07940)

Beckman Synchron CX 4 {Sigma
Diagnostics EZ LDL} (08173)

Beckman Synchron CX 4 {Wako L—
Type LDL-C} (08135)

Beckman Synchron CX 4 CE
{Genzyme N-geneous LDL} (07943)

Beckman Synchron CX 4 DELTA
{Genzyme N-geneous LDL} (07945)

Beckman Synchron CX 5 {Genzyme
N-geneous LDL} (07941)

Beckman Synchron CX 5 {Sigma
Diagnostics EZ LDL} (08174)

Beckman Synchron CX 5 {Wako L—
Type LDL-C} (08136)

Beckman Synchron CX 5 CE
{Genzyme N-geneous LDL} (07944)

Beckman Synchron CX 5 DELTA
{Genzyme N-geneous LDL} (07946)

Beckman Synchron CX 7 { Genzyme
N-geneous LDL} (07942)

Beckman Synchron CX 7 {RDI Direct
LDL} (08194)

Beckman Synchron CX 7 {Sigma
Diagnostics EZ LDL} (08175)

Beckman Synchron CX 7 {Wako L—
Type LDL-C} (08137)

Beckman Synchron CX 7 DELTA
{Genzyme N-geneous LDL} (07947)

Beckman Synchron CX 9 ALX System
{Genzyme N-geneous LDL} (07948)

Beckman Synchron CX Systems
{DMA One Shots} (07996)

Beckman Synchron CX Systems {RDI
Unitized LipiDirect Magnetic LDL}
(08011)

Beckman Synchron CX Systems {RDI
Unitized Precipitating Reagent}
(07990)

Beckman Synchron LX System
{Sigma Diagnostics EZ LDL}
(08176)

Boehringer Mannheim Hitachi 704
{DMA One Shots} (07627)

Boehringer Mannheim Hitachi 704
{RDI Unitized LipiDirect Magnetic
LDL} (08003)

Boehringer Mannheim Hitachi 704
{RDI Unitized Precipitating
Reagent} (07982)

Boehringer Mannheim Hitachi 704
{Sigma Diagnostics EZ LDL}
(08182)

Boehringer Mannheim Hitachi 704
{Wako L-Type LDL-C} (08130)

Boehringer Mannheim Hitachi 705
{DMA One Shots} (07628)

Boehringer Mannheim Hitachi 705
{RDI Unitized LipiDirect Magnetic
LDL} (08004)

Boehringer Mannheim Hitachi 705
{RDI Unitized Precipitating
Reagent} (07983)

Boehringer Mannheim Hitachi 717
{DMA One Shots} (07629)

Boehringer Mannheim Hitachi 717
{Genzyme N-geneous LDL} (07936)

Boehringer Mannheim Hitachi 717
{RDI Unitized LipiDirect Magnetic
LDL} (08005)

Boehringer Mannheim Hitachi 717
{RDI Unitized Precipitating
Reagent} (07984)

Boehringer Mannheim Hitachi 717
{Sigma Diagnostics EZ LDL}
(08177)

Boehringer Mannheim Hitachi 717
{Wako L-Type LDL-C} (08131)

Boehringer Mannheim Hitachi 736
{DMA One Shots} (07630)

Boehringer Mannheim Hitachi 736
{Genzyme N-geneous LDL} (07937)

Boehringer Mannheim Hitachi 736
{RDI Unitized LipiDirect Magnetic
LDL} (08006)

Boehringer Mannheim Hitachi 736
{RDI Unitized Precipitating
Reagent} (07985)

Boehringer Mannheim Hitachi 736
{Sigma Diagnostics EZ LDL}
(08183)

Boehringer Mannheim Hitachi 737
{DMA One Shots} (07631)

Boehringer Mannheim Hitachi 737
{RDI Unitized LipiDirect Magnetic
LDL} (08007)

Boehringer Mannheim Hitachi 737
{RDI Unitized Precipitating
Reagent} (07986)

Boehringer Mannheim Hitachi 737
{Sigma Diagnostics EZ LDL}
(08184)

Boehringer Mannheim Hitachi 747
{DMA One Shots} (07632)

Boehringer Mannheim Hitachi 747
{Genzyme N-geneous LDL} (07935)

Boehringer Mannheim Hitachi 747
{RDI Unitized LipiDirect Magnetic

LDL} (08008)

Boehringer Mannheim Hitachi 747
{RDI Unitized Precipitating
Reagent} (07987)

Boehringer Mannheim Hitachi 747
{Sigma Diagnostics EZ LDL}
(08178)

Boehringer Mannheim Hitachi 747
{Wako L-Type LDL-C} (08132)

Boehringer Mannheim Hitachi 911
{DMA One Shots} (07994)

Boehringer Mannheim Hitachi 911
{Genzyme N-geneous LDL} (07939)

Boehringer Mannheim Hitachi 911
{RDI Unitized LipiDirect Magnetic
LDL} (08009)

Boehringer Mannheim Hitachi 911
{RDI Unitized Precipitating
Reagent} (07988)

Boehringer Mannheim Hitachi 911
{Sigma Diagnostics EZ LDL}
(08179)

Boehringer Mannheim Hitachi 911
{Wako L-Type LDL-C} (08133)

Boehringer Mannheim Hitachi 912
{Sigma Diagnostics EZ LDL}
(08180)

Boehringer Mannheim Hitachi 914
{DMA One Shots} (07995)

Boehringer Mannheim Hitachi 914
{RDI Unitized LipiDirect Magnetic
LDL} (08010)

Boehringer Mannheim Hitachi 914
{RDI Unitized Precipitating
Reagent} (07989)

Boehringer Mannheim Hitachi 917
{Genzyme N-geneous LDL} (07938)

Boehringer Mannheim Hitachi 917
{Sigma Diagnostics EZ LDL}
(08181)

Boehringer Mannheim Hitachi 917
{Wako L-Type LDL-C} (08134)

Chiron Diagnostics 550 Express
{DMA One Shots} (10353)

Chiron Diagnostics 550 Express
{Genzyme N-geneous LDL} (10449)

Chiron Diagnostics 550 Express { RDI
Direct LDL} (10467)

Chiron Diagnostics 550 Express {RDI
Unitized LipiDirect Magnetic LDL}
(10421)

Chiron Diagnostics 550 Express {RDI
Unitized Precipitating Reagent}
(10414)

Chiron Diagnostics 550 Express
{Sigma Diagnostics EZ LDL}
(10463)

Chiron Diagnostics 550 Express
{Wako L-Type LDL-C} (10453)
Chiron Diagnostics 550 Express Plus

{Genzyme N-geneous LDL} (10450)

Coulter Optichem { DMA One Shots}
(auto calculations) (10420)

Coulter Optichem {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (10423)

Coulter Optichem {RDI Unitized
Precipitating Reagent} (auto
calculations) (10417)
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Dade Behring Dimension AR {Sigma
Diagnostics EZ LDL} (13550)

Dade Behring Dimension RxL {Sigma
Diagnostics EZ LDL} (13552)

Dade Dimension {DMA One Shots}
(auto calculations) (13471)

Dade Dimension {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (13473)

Dade Dimension {RDI Unitized
Precipitating Reagent} (auto
calculations) (13469)

Dade Dimension XL {Genzyme N-
geneous LDL} (13531)

Dade Dimension XL {Sigma
Diagnostics EZ LDL} (13551)

EM Diagnostic Systems EPOS { DMA
One Shots} (auto calculations)
(16171)

EM Diagnostic Systems EPOS {RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (16179)

EM Diagnostic Systems EPOS {RDI
Unitized Precipitating Reagent}
(auto calculations) (16163)

Electronucleonics Gemini {DMA One
Shots} (auto calculations) (16165)

Electronucleonics Gemini {RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (16173)

Electronucleonics Gemini {RDI
Unitized Precipitating Reagent}
(auto calculations) (16157)

Electronucleonics Gemprofiler {DMA
One Shots} (auto calculations)
(16167)

Electronucleonics Gemprofiler {RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (16175)

Electronucleonics Gemprofiler {RDI
Unitized Precipitating Reagent}
(auto calculations) (16159)

Electronucleonics Gemstar {DMA One
Shots} (auto calculations) (16169)

Electronucleonics Gemstar { RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (16177)

Electronucleonics Gemstar {RDI
Unitized Precipitating Reagent}
(auto calculations) (16161)

Instrumentation Laboratory IL Genesis
21 {DMA One Shots} (auto
calculations) (28503)

Instrumentation Laboratory IL Genesis
21 {RDI Unitized LipiDirect
Magnetic LDL} (auto calculations)
(28507)

Instrumentation Laboratory IL Genesis
21 {RDI Unitized Precipitating
Reagent} (auto calculations) (28498)

Instrumentation Laboratory IL
Monarch (auto calculations) (28496)

Instrumentation Laboratory IL
Monarch {DMA One Shots} (auto
calculations) (28501)

Instrumentation Laboratory IL
Monarch {RDI Unitized LipiDirect
Magnetic LDL} (auto calculations)
(28505)

Instrumentation Laboratory ILAB
1800 { Sigma Diagnostics EZ LDL}
(28557)

Instrumentation Laboratory ILAB
1800 {Wako L-Type LDL-C}
(28535)

Instrumentation Laboratory ILAB 900
{Sigma Diagnostics EZ LDL}
(28556)

Instrumentation Laboratory ILAB 900
{Wako L-Type LDL-C} (28534)

Johnson & Johnson Vitros {DMA One
Shots} (auto calculations) (31080)

Johnson & Johnson Vitros {RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (31082)

Johnson & Johnson Vitros {RDI
Unitized Precipitating Reagent}
(auto calculations) (31078)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 {Wako L-Type
LDL—C} (46294)

Olympus AU 5200 {DMA One Shots}
(46180)

Olympus AU 5200 {RDI Unitized
LipiDirect Magnetic LDL} (46262)

Olympus AU 5200 {RDI Unitized
Precipitating Reagent} (46252)

Olympus AU 5200 {Sigma
Diagnostics EZ LDL} (46310)

Olympus AU 5200 {Wako L-Type
LDL—C} (46295)

Olympus AU 600 {RDI Direct LDL}
(46317)

Olympus AU 600 {Sigma Diagnostics
EZ LDL} (46312)

Olympus AU 800 { DMA One Shots}
(46185)

Olympus AU 800 {RDI Unitized
LipiDirect Magnetic LDL} (46261)

Olympus AU 800 {RDI Unitized
Precipitating Reagent} (46251)

Olympus AU 800 {Sigma Diagnostics
EZ LDL} (46311)

Olympus AU 800 {Wako L-Type
LDL—C} (46293)

Olympus Demand { DMA One Shots}
(auto calculations) (46258)

Olympus Demand {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (46264)

Olympus Demand {RDI Unitized
Precipitating Reagent} (auto
calculations) (46254)

Olympus Reply {DMA One Shots}
(auto calculations) (46260)

Olympus Reply {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (46266)

Olympus Reply {RDI Unitized
Precipitating Reagent} (auto
calculations) (46256)

Olympus Reply {Wako L-Type LDL—
C} (46296)

Ortho-Clinical Diagnostics Vitros
{DMA One Shots} (auto
calculations) (46282)

Ortho-Clinical Diagnostics Vitros

{RDI Unitized LipiDirect Magnetic
LDL} (auto calculations) (46284)

Ortho-Clinical Diagnostics Vitros
{RDI Unitized Precipitating
Reagent} (auto calculations) (46280)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Cobas Bio { DMA One Shots}
(auto calculations) (55268)

Roche Cobas Bio {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (55274)

Roche Cobas Bio {RDI Unitized
Precipitating Reagent} (auto
calculations) (55264)

Roche Cobas Bio { Sigma Diagnostics
EZ LDL} (55594)

Roche Cobas FARA {DMA One Shots}
(auto calculations) (55270)

Roche Cobas FARA {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (55276)

Roche Cobas FARA {RDI Unitized
Precipitating Reagent} (auto
calculations) (55266)

Roche Cobas FARA {Sigma
Diagnostics EZ LDL} (55590)

Roche Cobas FARA {Wako L-Type
LDL-C} (55306)

Roche Cobas FARA Il {Sigma
Diagnostics EZ LDL} (55595)

Roche Cobas INTEGRA (55179)

Roche Cobas Mira {DMA One Shots}
(55155)

Roche Cobas Mira { Genzyme N-
geneous LDL} (55254)

Roche Cobas Mira {RDI Direct LDL}
(55613)

Roche Cobas Mira {RDI Unitized
LipiDirect Magnetic LDL} (55272)

Roche Cobas Mira {RDI Unitized
Precipitating Reagent} (55262)

Roche Cobas Mira { Sigma Diagnostics
EZ LDL} (55591)

Roche Cobas Mira {Wako L-Type
LDL-C} (55304)

Roche Cobas Mira Plus { Sigma
Diagnostics EZ LDL} (55593)

Roche Cobas Mira Plus {Wako L-Type
LDL-C} (55305)

Roche Cobas Mira S {Sigma
Diagnostics EZ LDL} (55592)

Roche Diagnostics Hitachi 704 {DMA
One Shots} (55380)

Roche Diagnostics Hitachi 704
{Genzyme immunoseparation tube}
(55388)

Roche Diagnostics Hitachi 704 {RDI
Unitized LipiDirect Magnetic LDL}
(55390)

Roche Diagnostics Hitachi 704 {RDI
Unitized Precipitating Reagent}
(55392)

Roche Diagnostics Hitachi 704 {Wako
L-Type LDL-C} (55400)

Roche Diagnostics Hitachi 717 {DMA
One Shots} (55426)

Roche Diagnostics Hitachi 717
{Genzyme N-geneous LDL} (55436)
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Roche Diagnostics Hitachi 717
{Genzyme immunoseparation tube}
(55437)

Roche Diagnostics Hitachi 717 {RDI
Direct LDL} (55614)

Roche Diagnostics Hitachi 717 {RDI
Unitized LipiDirect Magnetic LDL}
(55439)

Roche Diagnostics Hitachi 717 {RDI
Unitized Precipitating Reagent}
(55441)

Roche Diagnostics Hitachi 717 {Wako
L-Type LDL-C} (55450)

Roche Diagnostics Hitachi 736 {DMA
One Shots} (55452)

Roche Diagnostics Hitachi 736
{Genzyme N-geneous LDL} (55455)

Roche Diagnostics Hitachi 736
{Genzyme immunoseparation tube}
(55456)

Roche Diagnostics Hitachi 736 {RDI
Unitized LipiDirect Magnetic LDL}
(55458)

Roche Diagnostics Hitachi 736 {RDI
Unitized Precipitating Reagent}
(55460)

Roche Diagnostics Hitachi 737 {DMA
One Shots} (55468)

Roche Diagnostics Hitachi 737
{Genzyme immunoseparation tube}
(55471)

Roche Diagnostics Hitachi 737 {RDI
Unitized LipiDirect Magnetic LDL}
(55473)

Roche Diagnostics Hitachi 737 {RDI
Unitized Precipitating Reagent}
(55475)

Roche Diagnostics Hitachi 747 {DMA
One Shots} (55485)

Roche Diagnostics Hitachi 747
{Genzyme N-geneous LDL} (55493)

Roche Diagnostics Hitachi 747
{Genzyme immunoseparation tube}
(55494)

Roche Diagnostics Hitachi 747 {RDI
Unitized LipiDirect Magnetic LDL}
(55497)

Roche Diagnostics Hitachi 747 {RDI
Unitized Precipitating Reagent}
(55499)

Roche Diagnostics Hitachi 747 {Wako
L-Type LDL-C} (55511)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911 {DMA
One Shots} (55522)

Roche Diagnostics Hitachi 911
{Genzyme N-geneous LDL} (55531)

Roche Diagnostics Hitachi 911
{Genzyme immunoseparation tube}
(55532)

Roche Diagnostics Hitachi 911 {RDI
Direct LDL} (55615)

Roche Diagnostics Hitachi 911 {RDI
Unitized LipiDirect Magnetic LDL}
(55535)

Roche Diagnostics Hitachi 911 {RDI
Unitized Precipitating Reagent}
(55537)

Roche Diagnostics Hitachi 911 { Wako
L-Type LDL-C} (55544)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914 {DMA
One Shots} (55555)

Roche Diagnostics Hitachi 914 {RDI
Unitized LipiDirect Magnetic LDL}
(55556)

Roche Diagnostics Hitachi 914 {RDI
Unitized Precipitating Reagent}
(55558)

Roche Diagnostics Hitachi 917
{Genzyme N-geneous LDL} (55571)

Roche Diagnostics Hitachi 917 {RDI
Direct LDL} (55616)

Roche Diagnostics Hitachi 917 { Wako
L-Type LDL-C} (55576)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Schiapparelli Biosystems ACE {DMA
One Shots} (auto calculations)
(58477)

Schiapparelli Biosystems ACE {RDI
Unitized LipiDirect Magnetic LDL}
(auto calculations) (58479)

Schiapparelli Biosystems ACE {RDI
Unitized Precipitating Reagent}
(auto calculations) (58475)

Technicon AXON {Wako L-Type
LDL-C} (61369)

Technicon Assist {DMA One Shots}
(auto calculations) (61329)

Technicon Assist {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61343)

Technicon Assist {RDI Unitized
Precipitating Reagent} (auto
calculations) (61315)

Technicon DAX {Wako L-Type LDL-
C} (61370)

Technicon DAX 24 {Sigma
Diagnostics EZ LDL} (61439)

Technicon DAX 24 {Wako L-Type
LDL-C} (61371)

Technicon DAX 48 {Sigma
Diagnostics EZ LDL} (61440)

Technicon DAX 48 {Wako L-Type
LDL-C} (61372)

Technicon DAX 72 {Sigma
Diagnostics EZ LDL} (61441)

Technicon DAX 72 {Wako L-Type
LDL-C} (61373)

Technicon DAX 96 {Sigma
Diagnostics EZ LDL} (61442)

Technicon DAX 96 {Wako L-Type
LDL-C} (61374)

Technicon RA 100 {DMA One Shots}
(auto calculations) (61327)

Technicon RA 100 {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61341)

Technicon RA 100 {RDI Unitized
Precipitating Reagent} (auto
calculations) (61313)

Technicon RA 1000 {DMA One
Shots} (auto calculations) (61323)

Technicon RA 1000 {RDI Unitized
LipiDirect Magnetic LDL} (auto

calculations) (61337)

Technicon RA 1000 {RDI Unitized
Precipitating Reagent} (auto
calculations) (61309)

Technicon RA 1000 {Sigma
Diagnostics EZ LDL} (61436)

Technicon RA 1000 {Wako L-Type
LDL-C} (61368)

Technicon RA 2000 {DMA One
Shots} (auto calculations) (61319)

Technicon RA 2000 {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61333)

Technicon RA 2000 {RDI Unitized
Precipitating Reagent} (auto
calculations) (61305)

Technicon RA 500 {DMA One Shots}
(auto calculations) (61325)

Technicon RA 500 {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61339)

Technicon RA 500 {RDI Unitized
Precipitating Reagent} (auto
calculations) (61311)

Technicon RA 500 {Sigma
Diagnostics EZ LDL} (61435)

Technicon RA XT {DMA One Shots}
(auto calculations) (61321)

Technicon RA XT {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61335)

Technicon RA XT {RDI Unitized
Precipitating Reagent} (auto
calculations) (61307)

Technicon RA XT {Sigma Diagnostics
EZ LDL} (61437)

Technicon opeRA {DMA One Shots}
(auto calculations) (61317)

Technicon opeRA {RDI Unitized
LipiDirect Magnetic LDL} (auto
calculations) (61331)

Technicon opeRA {RDI Unitized
Precipitating Reagent} (auto
calculations) (61303)

Technicon opeRA {Sigma Diagnostics
EZ LDL} (61438)

Wako Diagnostics 30R {RDI Direct
LDL} (70234)

Wako Diagnostics 30R {Wako L-Type
LDL-C} (70229)

ANALYTE: Lactate Dehydrogenase
(LDH) (3701)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
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Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Lactate Dehydrogenase
Heart Fraction (LDH-1) (3702)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902

(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Lactate Dehydrogenase Liver

Fraction (LLDH) (3703)
Test System, Assay, Examination:

Radiometer ABL System 625 (55198)

Radiometer EML 105 (55187)

Roche Diagnostics Accusport Lactate
Monitoring System (55329)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(plasma/serum/CSF) (55599)

Roche Diagnostics Hitachi 902 (whole

Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Lactic Acid (Lactate) (3704)
Test System, Assay, Examination:

AVL OMNI Combi Analyzer (04609)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

KDK Corporation Lactate Pro System
(34114)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 605 (55196)

Radiometer ABL System 615 (55197)

blood) (55600)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(plasma/serum/CSF) (55626)

Roche Diagnostics Hitachi 912 (whole
blood) (55625)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi Modular
Analytics (plasma/serum/CSF)
(55620)

Roche Diagnostics Hitachi Modular
Analytics (whole blood) (55621)

ANALYTE: Leucine Aminopeptidase
(LAP) (3709)

Test System, Assay, Examination:
Beckman Synchron CX 9 ALX System
(07932)
Beckman Synchron LX System
(08076)

ANALYTE: Lipase (3711)

Test System, Assay, Examination:

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)
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Ortho-Clinical Diagnostics Vitros 250 Wako Diagnostics 30R { Wako Autokit (55549)

(46271) Lp(a)} (70233) Roche Diagnostics Hitachi 917
Ortho-Clinical Diagnostics Vitros 500 . . (55560)

(46272) ANALYTE: Magnesium (4002) Roche Diagnostics Hitachi Modular
Ortho-Clinical Diagnostics Vitros 550  Test System, Assay, Examination: Analytics (55619)

(46273) Abbott ALCYON 300/300i Analyzer Synermed IR 200 (58460)
Ortho-Clinical Diagnostics Vitros 700 (04797) ) . .

(46274) Abbott Aeroset (04798) ANALYTE: Magnesium, Io.nlzej-d (4018)
Ortho-Clinical Diagnostics Vitros 750 Beckman Synchron CX 9 ALX System  Test System, Assay, Examination:

XRC (46275) (07932) Nova Stat Profile Ultra M (43125)
Ortho-Clinical Diagnostics Vitros 950 Beckman Synchron LX System ANALYTE: Methemoglobin (4032

IRC (46276) (08076) : globin (4032)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Lipoprotein(a) (Lp(a)) (3755)

Test System, Assay, Examination:

Instrumentation Laboratory ILAB
1800 {Wako Autokit Lp(a)} (28560)

Instrumentation Laboratory ILAB 900
{Wako Autokit Lp(a)} (28561)

Olympus AU 600 {Wako Autokit
Lp(a)} (46314)

Olympus AU 800 {Wako Autokit
Lp(a)} (46315)

Olympus Reply/AU560 { Wako
Autokit Lp(a)} (46316)

Roche Cobas FARA Il {DiaSorin SPQ
Ab Rgt Set for Lp(a)} (55622)

Roche Cobas Mira { Wako Autokit
Lp(a)} (55611)

Roche Cobas Mira Plus { Wako
Autokit Lp(a)} (55612)

Roche Diagnostics Hitachi 704 { Wako
Autokit Lp(a)} (55606)

Roche Diagnostics Hitachi 717 {Wako
Autokit Lp(a)} (55607)

Roche Diagnostics Hitachi 902 { Wako
Autokit Lp(a)} (55610)

Roche Diagnostics Hitachi 911 {Wako
Autokit Lp(a)} (55608)

Roche Diagnostics Hitachi 917 {Wako
Autokit Lp(a)} (55609)

Technicon AXON {Wako Autokit
Lp(a)} (61444)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914

Test System, Assay, Examination:
Radiometer ABL 700 Series (55298)
Radiometer ABL System 620 (55229)

ANALYTE: Microalbumin (4019)

Test System, Assay, Examination:

Bayer CLINITEK 100 Urine Chemistry
Analyzer (07918)

Beckman IMMAGE Immunochemistry
System (07816)

Boehringer Mannheim Hitachi 704
{Diagnostic Specialties EnZIP
Immunoturbidimetric Urinary
Microalbumin} (08109)

Diagnostic Chemicals ImmunoDip
(13476)

Roche Cobas Mira Plus {RAIChem
Microalbumin} (55250)

Roche Cobas Mira S {RAIChem
Microalbumin} (55251)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{Diagnostic Specialties EnZIP
Immunoturbidimetric Urinary
Microalbumin} (55386)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Schiapparelli Biosystems ACE
{RAIChem Microalbumin} (58575)

ANALYTE: Microprotein, CSF (4026)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 914
(55549)

ANALYTE: Microprotein, Urine (4027)
Test System, Assay, Examination:



51614

Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

Beckman Synchron CX 9 ALX System

(07932)

Beckman Synchron LX System
(08076)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 914
(55549)

ANALYTE: Myoglobin (4023)
Test System, Assay, Examination:

Abbott AXSYM (04532)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Biosite Triage Meter { Biosite Triage
Cardiac Panel} (08057)

Boehringer Mannheim Hitachi 704
{BM TinaQuant Myoglobin}
(08051)

Boehringer Mannheim Hitachi 717
{BM TinaQuant Myoglobin}
(08052)

Boehringer Mannheim Hitachi 911
{BM TinaQuant Myoglobin}
(08053)

Boehringer Mannheim Hitachi 912

Roche Diagnostics Hitachi 912
{TinaQuant Myoglobin} (55548)

Roche Diagnostics Hitachi 914
{TinaQuant Myoglobin} (55554)

Roche Diagnostics Hitachi 917
{TinaQuant Myoglobin} (55565)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Spectral Cardiac STATus CK-MB/
Myoglobin (58581)

Spectral Cardiac STATus CK-MB/
Myoglobin/Troponin | (58580)

TOSOH AIA NexIA (61295)

ANALYTE: Nitrite, Urine (4318)
Test System, Assay, Examination:

Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

ANALYTE: Osmolality, Serum (4602)
Test System, Assay, Examination:

Advanced Instruments Model 3900
Osmometer (04727)

ANALYTE: Osmolality, Urine (4603)
Test System, Assay, Examination:

Advanced Instruments Model 3900
Osmometer (04727)

Nova Stat Profile Ultra M (43125)
Nova Stat Profile pHOx (43123)
Radiometer ABL 555 (55277)
Radiometer ABL 700 Series (55298)
Radiometer ABL System 600 (55231)
Radiometer ABL System 610 (55230)
Radiometer ABL System 620 (55229)

ANALYTE: Phosphorus (4906)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500

ANALYTE: Oxyhemoglobin/Oxygen
Saturation (4604)

Test System, Assay, Examination:
AVL OPTI Critical Care Analyzer
(04778)
Nova Stat Profile Ultra L (43124)
Nova Stat Profile Ultra M (43125)
Nova Stat Profile pHOXx (43123)

Chemistry System (31069)
Johnson & Johnson Vitros 550
Chemistry System (31070)
Johnson & Johnson Vitros 700
Chemistry System (31071)
Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)
Johnson & Johnson Vitros 950 IRC

Radiometer ABL 700 Series (55298)
Radiometer ABL System 610 (55230)
Radiometer ABL System 620 (55229)

{BM TinaQuant Myoglobin}
(08054)
Boehringer Mannheim Hitachi 914

Chemistry System (31073)
Johnson & Johnson Vitros DT60
Chemistry System (31074)

{BM TinaQuant Myoglobin}
(08055)

Boehringer Mannheim Hitachi 917
{BM TinaQuant Myoglobin}
(08056)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Dade Behring Dimension RxL (13519)

Dade Behring Stratus CS STAT
(13498)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIintellect (13487)

First Medical Alpha Dx System

ANALYTE: PCO2 (4983)
Test System, Assay, Examination:

Johnson & Johnson Vitros DTII
Chemistry System (31075)
Olympus AU 1000 (46230)

AVL OPTI Critical Care Analyzer
(04778)
Diametrics Medical IRMA SL Series

2000 {Diametrics Medical Multi-use

Cartridge} (13493)
Medica EasyBloodGas Analyzer
(40291)
Nova Stat Profile Ultra L (43124)
Nova Stat Profile Ultra M (43125)
Nova Stat Profile pHOx (43123)
Radiometer ABL 555 (55277)
Radiometer ABL 700 Series (55298)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950

(19034)
Princeton BioMeditech Cardiac
STATus CK-MB/Myoglobin/

Radiometer ABL System 600 (55231)
Radiometer ABL System 610 (55230)
Radiometer ABL System 620 (55229)

IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII

Troponin | Rapid Test (49214)

ANALYTE: PO2 (4984)

Roche Diagnostics Hitachi 704 (46278)

{TinaQuant Myoglobin} (55373) Test System, Assay, Examination: Roche Diagnostics Hitachi 704
Roche Diagnostics Hitachi 717 AVL OPTI Critical Care Analyzer (55367)

{TinaQuant Myoglobin} (55407) (04778) Roche Diagnostics Hitachi 717
Roche Diagnostics Hitachi 902 Diametrics Medical IRMA SL Series (55401)

(55598) 2000 { Diametrics Medical Multi-use Roche Diagnostics Hitachi 736
Roche Diagnostics Hitachi 911 Cartridge} (13493) (55451)

{TinaQuant Myoglobin} (55519) Medica EasyBloodGas Analyzer Roche Diagnostics Hitachi 737
Roche Diagnostics Hitachi 912 (40291) (55464)

(55624)

Nova Stat Profile Ultra L (43124)

Roche Diagnostics Hitachi 747
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(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Potassium (4910)

Test System, Assay, Examination:

AVL 9181 (04739)

AVL OPTI Critical Care Analyzer
(04778)

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Medica EasyLyte Na/K/CI/Li (40259)

Medica EasyStat Na/K/Li (40256)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950

IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

ANALYTE: Prealbumin (4911)
Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry

System (07816)

Beckman QM 300 Protein System
(07915)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Dimension ES (13420)

Dade Dimension XL (13422)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Prostatic Acid Phosphatase
(PAP) (4918)

Test System, Assay, Examination:

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)
Dade Stratus 1l (13486)
Olympus AU 1000 (46230)
Olympus AU 600 (46229)
Roche Cobas INTEGRA (55179)
TOSOH A1A-1200DX (61154)
TOSOH AIA NexIA (61295)

ANALYTE: Prostatic Specific Antigen
(PSA) (4919)

Test System, Assay, Examination:

Abbott AXSYM (04532)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Behring OPUS (07793)

Behring OPUS Magnum (07794)

Behring OPUS Plus (07795)

Boehringer Mannheim ES 300 (07160)

Boehringer Mannheim ES 300 AL
(07524)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 {Chiron
ACS:180 PSA2} (10436)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS 180 Plus
{Chiron ACS:180 PSA2} (10437)

Chiron Diagnostics ACS:Centaur
{Chiron ACS:180 PSA2} (10440)

Cirrus Diagnostics Immulite
{Immulite 3rd Generation PSA}
(10426)

Cirrus Diagnostics Immulite 2000
{Immulite 3rd Generation PSA}
(10427)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (with aca plus
Immunoassay System) (13527)

Dade Behring aca Star (with aca plus
Immunoassay System) (13523)

Dade Dimension RxL (13436)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Nichols Institute Advantage
Chemiluminescence System (43122)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH A1A-1200DX (61154)

TOSOH A1A-600 (61039)

TOSOH AIA NexIA (61295)

Technicon Immuno 1 System (61042)

ANALYTE: Prostatic Specific Antigen,
complexed (cPSA) (4987)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)

ANALYTE: Protein Fractions (4920)

Test System, Assay, Examination:
Bio-Rad BioFocus Capillary
Electrophoresis (w/o reanalysis)
(07933)

ANALYTE: Protein, Glycated (4963)

Test System, Assay, Examination:
Primus CLC 330 (49211)
Roche Cobas Mira { Genzyme GlyPro
Reagent} (55587)
Roche Cobas Mira Plus { Genzyme
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GlyPro Reagent} (55588)

Roche Cobas Mira S {Genzyme GlyPro
Reagent} (55589)

ANALYTE: Protein, Total (4921)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Synermed IR 200 (58460)

ANALYTE: Protein, Total (urine) (4972)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)
Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)
Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (55503)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Pseudocholinesterase (4923)

Test System, Assay, Examination:
Dade Behring Dimension AR (13517)
Dade Behring Dimension RxL (13519)
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Sodium (5805)

Test System, Assay, Examination:
AVL 9181 (04739)
AVL OPTI Critical Care Analyzer
(04778)
Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Medica EasyLyte Na/K/CI/Li (40259)

Medica EasyStat Na/K/Li (40256)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
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(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

ANALYTE: Sorbital Dehydrogenase
(SDH) (5823)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)
Roche Diagnostics Hitachi 717
(55401)

ANALYTE: Transferrin (6114)

Test System, Assay, Examination:

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Transferrin}
(08029)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Cobas Mira {DiaSorin
Transferrin SPQ Il Ab Rgt Set}
(55623)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Transferrin}
(55423)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Triglyceride (6118)

Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)
Johnson & Johnson Vitros 550
Chemistry System (31070)
Johnson & Johnson Vitros 700
Chemistry System (31071)
Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)
Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)
Johnson & Johnson Vitros DT60
Chemistry System (31074)
Johnson & Johnson Vitros DTII
Chemistry System (31075)
Olympus AU 1000 (46230)
Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250

(46271)

Ortho-Clinical Diagnostics Vitros 500

(46272)

Ortho-Clinical Diagnostics Vitros 550

(46273)

Ortho-Clinical Diagnostics Vitros 700

(46274)

Ortho-Clinical Diagnostics Vitros 750

XRC (46275)

Ortho-Clinical Diagnostics Vitros 950

IRC (46276)
Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Troponin T (Tn T) (6140)

Test System, Assay, Examination:

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

ANALYTE: Troponin T, Cardiac (cTnT)
(6154)

Test System, Assay, Examination:
Boehringer Mannheim CARDIAC T
ultra sensitive Rapid Assay (07870)
Roche Diagnostics CARDIAC T Rapid
Assay (55334)
Roche Diagnostics CARDIAC T ultra
sensitive Rapid Assay (55335)

ANALYTE: Urea (BUN) (6403)

Test System, Assay, Examination:

AVL OMNI Combi Analyzer (04609)

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Nova Stat Profile Ultra M (43125)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

Roche Diagnostics Hitachi 704
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(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

Synermed IR 200 (58460)

ANALYTE: Uric Acid (6404)
Test System, Assay, Examination:

Abbott ALCYON 300/300i Analyzer
(04797)

Abbott Aeroset (04798)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

CARESIDE CareSide Analyzer (10445)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700

(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII

(46278)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Roche Diagnostics Reflotron (55580)

Roche Diagnostics Reflotron Plus
(55582)

ANALYTE: Urobilinogen, Urine (6413)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

ANALYTE: Vitamin B12 (6707)

Test System, Assay, Examination:
Abbott ARCHITECT i System (04831)
Abbott AXSYM (04532)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite (10159)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

TOSOH A1A-1200 (61040)

TOSOH A1A-1200DX (61154)

TOSOH A1A-600 (61039)

TOSOH AIA NexIA (auto

pretreatment) (61366)
TOSOH AIA NexIA (manual
pretreatment) (61367)

ANALYTE: pH (4982)

Test System, Assay, Examination:

AVL OPTI Critical Care Analyzer
(04778)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Medica EasyBloodGas Analyzer
(40291)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Nova Stat Profile pHOx (43123)

Radiometer ABL 555 (55277)

Radiometer ABL 700 Series (55298)

Radiometer ABL System 600 (55231)

Radiometer ABL System 610 (55230)

Radiometer ABL System 620 (55229)

ANALYTE: pH, Urine (4978)

Test System, Assay, Examination:

Roche Diagnostics Hitachi 704 { DRI
pH-Detect} (55385)

Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

Roche Diagnostics Hitachi 717 {DRI
pH-Detect} (55431)

Roche Diagnostics Hitachi 747 {DRI
pH-Detect} (55490)

Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (55503)

Roche Diagnostics Hitachi 911 { DRI
pH-Detect} (55527)

SPECIALTY/SUBSPECIALTY:
GENERAL IMMUNOLOGY

ANALYTE: Allergen specific IgE (0417)

Test System, Assay, Examination:

Beckman ACCESS Immunoassay
System (07914)

Cirrus Diagnostics Immulite
{Immulite Cat-Specific IgE} (10430)

Cirrus Diagnostics Immulite
{Immulite Dog-Specific IgE}
(10428)

Cirrus Diagnostics Immulite
{Immulite Mite-Specific IgE}
(10432)

Cirrus Diagnostics Immulite {Latex
Specific IgE} (10390)

Cirrus Diagnostics Immulite 2000
(10418)

Cirrus Diagnostics Immulite 2000
{Immulite Cat-Specific IgE} (10431)

Cirrus Diagnostics Immulite 2000
{Immulite Dog-Specific IgE}
(10429)

Cirrus Diagnostics Immulite 2000
{Immulite Mite-Specific IgE}
(10433)

Pharmacia & Upjohn UniCAP 100
Phadiotop FEIA (49180)

ANALYTE: Alpha-1 Microglobin (0470)

Test System, Assay, Examination:
Beckman IMMAGE Immunochemistry
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System (07816)

ANALYTE: Alpha-1-Acid Glycoprotein
(orosomucoid) (0420)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Alpha-1-Acid
Glycoprotein} (08038)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Alpha-1-Acid
Glycoprotein} (55413)

ANALYTE: Alpha-1-Antitrypsin (0421)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Alpha-1-
Antitrypsin} (08033)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Alpha-1-
Antitrypsin} (55414)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

ANALYTE: Alpha-2-Macroglobulin
(0422)

Test System, Assay, Examination:
Beckman IMMAGE Immunochemistry
System (07816)
Beckman QM 300 Protein System
(07915)

ANALYTE: Alpha-Fetoprotein—Tumor
Marker (0424)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman ACCESS Immunoassay
System (07914)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS:Centaur
(10440)

Ortho-Clinical Diagnostics Vitros ECi
(46279)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

ANALYTE: Anti-Cardiolipin Antibodies
(0434)

Test System, Assay, Examination:
Sigma Diagnostics APTUS {Anti-
Cardiolipin IgA} (58547)
Sigma Diagnostics APTUS { Anti-
Cardiolipin 1gG} (58548)
Sigma Diagnostics APTUS {Anti-
Cardiolipin IgM} (58549)

ANALYTE: Anti-DNA Antibodies (0435)

Test System, Assay, Examination:

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-dsDNA}
(13479)

GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)

Quest International SeraQuest Anti-
dsDNA {Hyperion HyPrep Plus}
(auto calculations) (52079)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-DNP Antibodies (0436)

Test System, Assay, Examination:
Arlington Scientific SLE—SIlide Latex
Test (04699)

ANALYTE: Anti-ENA Antibodies (0507)

Test System, Assay, Examination:
Diamedix MAGO Plus { Diamedix
Immunosimplicity (Is)-ENA-6
(Sm,Sm/RNP,SSA,SSB,Scl-70,Jo-1)}
(13505)
Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Gliadin Antibodies
(0528)

Test System, Assay, Examination:
Pharmacia & Upjohn UniCAP 100
{UniCAP Gliadin IgA Assay}
(49201)
Pharmacia & Upjohn UniCAP 100
{UniCAP Gliadin 1gG Assay}
(49202)

ANALYTE: Anti-Jo-1 (0438)

Test System, Assay, Examination:
Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti Jo-1}
(13440)
Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Myeloperoxidase
(MPO) Antibodies (0505)

Test System, Assay, Examination:
Sigma Diagnostics APTUS
{Myeloperoxidase 1gG} (58561)

ANALYTE: Anti-Neutrophil Cytoplasm

Antibodies (ANCA) (0440)

Test System, Assay, Examination:
Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Nuclear Antibodies
(ANA) (0441)

Test System, Assay, Examination:
Diamedix MAGO {Diamedix
Immunosimplicity (Is) ANA

Screen} (13542)

GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Proteinase-3 (PR-3)
Antibodies (0525)

Test System, Assay, Examination:
Hycor HY-TEC Automated EIA
System { Anti-PR-3 c-ANCA (IgG)
ELISA} (25292)
Sigma Diagnostics APTUS
{Proteinase-3 1gG} (58562)

ANALYTE: Anti-RNP
(Ribonucleoprotein) (0443)

Test System, Assay, Examination:
GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)

ANALYTE: Anti-RNP-Sm Antibodies
(0502)

Test System, Assay, Examination:

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti Sm/
RNP} (13442)

Quest International SeraQuest Anti-
Sm/RNP {Hyperion HyPrep Plus}
(auto calculations) (52095)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-SS-A/Ro (0446)

Test System, Assay, Examination:

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti SSA}
(13438)

GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)

Quest International SeraQuest Anti-
SSA {Hyperion HyPrep Plus} (auto
calculations) (52091)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-SS-B/La (0447)

Test System, Assay, Examination:

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti SSB}
(13441)

GenBio IMmunoDOT Autoimmunity
Screening Panel (22191)

Quest International SeraQuest Anti-
SSB {Hyperion HyPrep Plus} (auto
calculations) (52081)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Scl-70 (0448)

Test System, Assay, Examination:
Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti Scl/70}
(13443)
Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Sm (Smith) (0450)

Test System, Assay, Examination:
Diamedix MAGO {Diamedix
Immunosimplicity (Is)-anti Sm}
(13439)
GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)
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Quest International SeraQuest Anti-
Sm {Hyperion HyPrep Plus} (auto
calculations) (52087)

Sigma Diagnostics APTUS (58546)

ANALYTE: Anti-Streptolysin O (ASO)
(0452)

Test System, Assay, Examination:
Arlington Scientific ASO Slide Test

Chemiluminescence System (43122)

Pharmacia & Upjohn UniCAP 100
{UniCAP Thyroid Peroxidase 1gG
Assay} (49195)

TOSOH A1A-600 (61039)

TOSOH AIA NexIA (61295)

ANALYTE: Beta-2 microglobulin (0703)
Test System, Assay, Examination:

Roche Diagnostics Hitachi Modular
Analytics (55619)

TECO Diagnostics C-Reactive Protein
(CRP) Latex Slide Test (61278)

ANALYTE: Complement C1 inhibitor
(1026)

Test System, Assay, Examination:
Boehringer Mannheim Hitachi 717

(04700) AlfaBioTech AuraFlex (04772) {Crestat N-Assay TIA C1
Beckman QM 300 Protein System Bayer Immuno 1 System (08123) Inactivator} (08034)

(07915) Beckman IMMAGE Immunochemistry Roche Diagnostics Hitachi 717
Beckman Synchron CX 9 ALX System System (07816) {Crestat N-Assay TIA C1

(07932) Cirrus Diagnostics Immulite 2000 Inactivator} (55416)
Beckman Synchron LX System (10418) )

(08076) Dade Behring aca IV (13525) ANALYTE: Complement C3 (1029)

Biokit Sure-Vue ASO (08203)

Biokit rheumajet ASO (08206)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Polymedco BioSystems Anti-
Streptolysin O (ASO) Latex
Aggutination (49175)

Randox Laboratories ASO Latex Test
(55256)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 912
(55624)

TECO Diagnostics Antistreptolysin O
(ASO) Reagent Set (61424)

ANALYTE: Anti-Thyroglobulin
Antibodies (0453)

Test System, Assay, Examination:

AlfaBioTech AuraFlex (04772)

Cirrus Diagnostics Immulite (10159)

Cirrus Diagnostics Immulite 2000
(10418)

GenBio ImmunoDOT Thyroid
Autoimmunity Panel (22196)

Hycor HY-TEC Automated EIA
System { Thyroglobulin (TG)
Antibodies} (25268)

Pharmacia & Upjohn UniCAP 100
{UniCAP Thyroglobulin IgG Assay}
(49194)

TOSOH A1A-600 (61039)

TOSOH AIA NexIA (61295)

ANALYTE: Anti-Thyroid Microsomal
Antibodies (AMA) (0455)

Dade Behring aca Star (13521)

Roche Diagnostics Hitachi 912
(55624)

TOSOH A1A-1200DX (61154)

TOSOH AIA NexIA (61295)

Technicon Immuno 1 System (61042)

ANALYTE: C-Reactive Protein (CRP)
(1001)

Test System, Assay, Examination:

Arlington Scientific CRP Slide Test
(04701)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Biokit Sure-Vue CRP (08202)

Biokit rheumajet CRP (08204)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

HCL Laboratory Systems 200
Biochemistry Analyzer (25266)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Polymedco BioSystems C-Reactive
Protein (CRP) Latex Aggutination

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA C3} (08037)

Olympus AU 1000 (46230)

Olympus AU 5000 (46001)

Olympus AU 5021 (46084)

Olympus AU 5031 (46085)

Olympus AU 5041 (46145)

Olympus AU 5061 (46086)

Olympus AU 5121 (46087)

Olympus AU 5131 (46088)

Olympus AU 5200 (46143)

Olympus AU 5211 (46106)

Olympus AU 5221 (46107)

Olympus AU 5223 (46108)

Olympus AU 5231 (46109)

Olympus AU 600 (46229)

Olympus AU 800 (46110)

Olympus Demand (46002)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA C3} (55417)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Complement C4 (1030)

Test System, Assay, Examination: (49171)

GenBio ImmunoDOT Thyroid Roche Diagnostics Hitachi 704 Test System, Assay, Examination:
Autoimmunity Panel (22196) (55367) Beckman IMMAGE Immunochemistry
] . . . Roche Diagnostics Hitachi 717 System (07816)

ANALYTE_‘ An_tl-Thyr0|d Peroxidase (55401) Beckman QM 300 Protein System

(TPO) Antibodies (0527) Roche Diagnostics Hitachi 747 (07915)

Test System, Assay, Examination: (55480) Boehringer Mannheim Hitachi 717
AlfaBioTech AuraFlex (04772) Roche Diagnostics Hitachi 902 {Crestat N-Assay TIA C4} (08028)
Cirrus Diagnostics Immulite (10159) (55598) Olympus AU 1000 (46230)

Cirrus Diagnostics Immulite 2000 Roche Diagnostics Hitachi 912 Olympus AU 5000 (46001)
(10418) (55624) Olympus AU 5021 (46084)
Hycor HY-TEC Automated EIA Roche Diagnostics Hitachi 914 Olympus AU 5031 (46085)
System { Thyroid Microsomal (TPO) (55549) Olympus AU 5041 (46145)
Antibodies} (25270) Roche Diagnostics Hitachi 917 Olympus AU 5061 (46086)
Nichols Institute Advantage (55560) Olympus AU 5121 (46087)



Federal Register/Vol. 64, No. 184/ Thursday, September 23, 1999/ Notices

51621

Olympus AU 5131 (46088)

Olympus AU 5200 (46143)

Olympus AU 5211 (46106)

Olympus AU 5221 (46107)

Olympus AU 5223 (46108)

Olympus AU 5231 (46109)

Olympus AU 600 (46229)

Olympus AU 800 (46110)

Olympus Demand (46002)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA C4} (55418)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Complement, Total (1046)
Test System, Assay, Examination:

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 917

DiaSorin Copalis One ImmunoAssay
System { Multiplex EBV Antibody}
(13560)

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-EBNA-1
1gG} (13559)

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-EBV-VCA
1gG} (13557)

GenBio ImmunoDOT Infectious Mono
Syndrome Panel (22192)

GenBio ImmunoDOT Mono-G (22253)

GenBio ImmunoDOT Mono-M (22252)

GenBio ImmunoDOT T.E.C.H. Test
(22205)

Sigma Diagnostics APTUS {EBNA
1gG} (58552)

Sigma Diagnostics APTUS {EBV-EA
1gG} (58553)

Sigma Diagnostics APTUS {EBV-VCA
1gG} (58554)

Sigma Diagnostics APTUS {EBV-VCA
IgM} (58555)

ANALYTE: Febrile Agglutinins (1901)
Test System, Assay, Examination:

Lee Laboratories VISTA Febrile
Antigen (slide test) (37111)

Lee Laboratories VISTA Febrile
Antigen (tube test) (37112)

The Binding Site Stained Bacterial
Suspensions (61443)

(22205)

GenBio ImmunoDOT TORCH Test
(22194)

Gull Laboratories DUET {Gull
Laboratories Herpes Simplex Virus
1&2 1gG ELISA} (22260)

Quest International SeraQuest HSV
1gG {Hyperion HyPrep Plus} (auto
calculations) (52052)

ANALYTE: Immunoglobulins IgA (2803)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912

(55560)

ANALYTE: Cytomegalovirus Antibodies

(1039)

Test System, Assay, Examination:
Biokit SA CMVgen (08043)
Cirrus Diagnostics Immulite 2000

ANALYTE: Globulin, Total (2214)
Test System, Assay, Examination:

CARESIDE CareSide Analyzer (10445)

ANALYTE: Helicobacter pylori
Antibodies (2513)

Test System, Assay, Examination:

(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

(10418)

DiaSorin Copalis One Immunoassay
System {CMV Total Ab} (13494)

DiaSorin Copalis One Immunoassay
System { ToRC Total Ab} (13496)

Diamedix MAGO Plus { Diamedix
Immunosimplicity (Is)-CMV IgG}
(13513)

GenBio ImmunoDOT Infectious Mono
Syndrome Panel (22192)

GenBio ImmunoDOT Mono-G (22253)

GenBio ImmunoDOT Mono-M (22252)

GenBio ImmunoDOT T.E.C.H. Test
(22205)

GenBio ImmunoDOT TORCH Test
(22194)

Quest International SeraQuest CMV
IgM {Hyperion HyPrep Plus} (auto

Applied Biotech SureStep H. pylori
Test (04835)

Applied Biotech SureStep H. pylori
WB Test (04834)

Becton Dickinson LINK2 H. pylori
Rapid Test (for serum) (08145)

Boehringer Mannheim AccuStat H.
pylori OneStep (for serum) (08095)

ChemTrak AccuMeter H. pylori Test
(for serum) (10407)

Quidel QuickVue One-Step H. pylori
Il Test (for Serum/Plasma) (52113)

Roche Diagnostics AccuStat H. pylori
OneStep (for serum) (55324)

Saliva Diagnostic Systems Stat Simple
pylori (58534)

Sigma Diagnostics APTUS (58546)

ANALYTE: Immunoglobulins IgA
subclasses (2827)

Test System, Assay, Examination:
Behring Nephelometer 11 {The
Binding Site Human IgA Subclass
Liquid Latex Reagent} (08119)

ANALYTE: Immunoglobulins IgE (2805)

Test System, Assay, Examination:

Beckman ACCESS Immunoassay
System (07914)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Pharmacia UniCAP 100 {UniCAP

calculations) (52109)

Sigma Diagnostics APTUS {CMV IgG}

(58550)
Sigma Diagnostics APTUS {CMV
IgM} (58551)

ANALYTE: Epstein-Barr virus
Antibodies (1603)

Test System, Assay, Examination:
DiaSorin Copalis One ImmunoAssay
System {EBV-M Antibody} (13561)

ANALYTE: Herpes simplex | and/or 11
Antibodies (2530)

Test System, Assay, Examination:
Cirrus Diagnostics Immulite 2000
(10418)

Diagnology POCKit HSV-2 Rapid Test

(13549)

Diamedix MAGO Plus { Diamedix
Immunosimplicity (Is)-HSV 1 & 2
1gG} (13501)

GenBio ImmunoDOT T.E.C.H. Test

Total IgE Fluoroimmunoassay}
(49165)
Roche Diagnostics ES 300 (55358)
Roche Diagnostics ES 300 AL (55359)
Roche Diagnostics Elecsys 1010
Analyzer (55361)
Roche Diagnostics Elecsys 2010
Analyzer (55362)
TOSOH A1A-1200DX (61154)
TOSOH AIA NexIA (61295)
Touch Scientific Touch Tear IgE
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MicroAssay System (61445)

ANALYTE: Immunoglobulins 1gG (2806)
Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Immunoglobulins 1gG
subclasses (2807)

Test System, Assay, Examination:

Beckman Array {Inova Diagnostics
Peliclass human IgG subclass}
(automated calculations) (08141)

Beckman Array { The Binding Site 1gG
Subclasses} (automated
calculations) (07922)

Roche Cobas Mira { The Binding Site
IgG Subclasses} (55239)

Roche Cobas Mira Plus { The Binding
Site 1gG Subclasses} (55240)

Roche Cobas Mira S { The Binding Site
IgG Subclasses} (55241)

(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Infectious Mononucleosis
Antibodies (Mono) (2809)

Test System, Assay, Examination:

Applied Biotech SureStep Mono Test
(serum/plasma) (04782)

Arlington Scientific Infectious
Mononucleosis Test (04703)

BioStar Acceava Mono Test (serum/
plasma) (08039)

Biokit Sure-Vue Color Mono (08199)

Biokit Sure-Vue Mono (08200)

GenBio ImmunoDOT Infectious Mono
Syndrome Panel (22192)

GenBio ImmunoDOT Mono-M (22252)

Genzyme Contrast Mono (serum/
plasma) (22183)

Genzyme Rapid Mono (serum/plasma)
(22184)

Immunostics MONOCOL/LEX (28510)

LifeSign UniStep Mono (serum/
plasma) (37122)

Mainline Technology Mainline
Confirms Mono Dots Test (40308)

Quidel CARDS O.S. Mono (serum/
plasma) (52074)

Seradyn Color Q Mono (serum/
plasma) (58447)

Wyntek Diagnostics OSOM Mono Test
(serum/plasma) (70200)

ANALYTE: Kappa Light Chains (3402)
Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

GenBio ImmunoDOT Borrelia DotBlot
G Test (22221)

GenBio ImmunoDOT Borrelia DotBlot
M Test (22220)

GenBio ImmunoDOT Borrelia w/
Recombinant Protein (22204)

GenBio ImmunoDOT Lyme Test
(22193)

Sigma Diagnostics APTUS {Lyme IgG
& IgM} (58559)

Wampole PreVue B. burgdorferi
(70232)

ANALYTE: Lymphocytes, CD4 (3761)

Test System, Assay, Examination:
Coulter STKS (10093)

ANALYTE: Lymphocytes, CD8 (3764)

Test System, Assay, Examination:
Coulter STKS (10093)

ANALYTE: Mumps Antibodies (4007)

Test System, Assay, Examination:

Gull Laboratories DUET {Gull
Laboratories Mumps IgG ELISA}
(22233)

Quest International SeraQuest Mumps
19G {Hyperion HyPrep Plus} (auto
calculations) (52099)

Sigma Diagnostics APTUS { Mumps
1gG} (58569)

ANALYTE: Mycoplasma pneumoniae
Antibodies (4016)

Test System, Assay, Examination:
Sigma Diagnostics APTUS
{Mycoplasma IgM} (58560)

ANALYTE: Orientia tsutsugamushi
Antibodies (Scrub typhus) (4609)

Test System, Assay, Examination:
Integrated Diagnostics INDX Dip-S-
Ticks Scrub Typhus Test (28548)

ANALYTE: Properdin Factor B (4916)

Test System, Assay, Examination:
Beckman IMMAGE Immunochemistry
System (07816)

ANALYTE: Lambda Light Chains (3705)

Test System, Assay, Examination:
Beckman IMMAGE Immunochemistry
System (07816)

ANALYTE: Rheumatoid Factor (RF)
(5508)

Test System, Assay, Examination:

ANALYTE: Immunoglobulins IgM
(2808)

Test System, Assay, Examination:

Beckman IMMAGE Immunochemistry
System (07816)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902

Beckman QM 300 Protein System
(07915)

ANALYTE: Legionella Antibodies (3707)

Test System, Assay, Examination:

Sigma Diagnostics APTUS {Legionella

IgG/IgM/1gA} (58558)

ANALYTE: Legionella pneumophilia
Serogroup 1 Antigen (3778)

Test System, Assay, Examination:
Binax NOW Legionella Urinary
Antigen Test (08062)

ANALYTE: Lyme Disease Antibodies
(Borrelia burgdorferi Abs) (3714)

Test System, Assay, Examination:

Arlington Scientific RA Latex Test
(04704)

Beckman QM 300 Protein System
(07915)

Beckman Synchron CX 4 (07071)

Beckman Synchron CX 4 CE (07174)

Beckman Synchron CX 4 DELTA
(07762)

Beckman Synchron CX 5 (07072)

Beckman Synchron CX 5 CE (07491)

Beckman Synchron CX 5 DELTA
(07763)

Beckman Synchron CX 7 (07073)

Beckman Synchron CX 7 DELTA
(07764)

Beckman Synchron CX 9 ALX System
(07932)
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Beckman Synchron LX System
(08076)

Biokit Sure-Vue RF (08201)

Biokit rheumajet RF (08205)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Rheumatoid
Factor} (08035)

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-RF} (13477)

GenBio ImmunoDOT Autoimmunity
Screening Panel (22191)

Immunostics RHEUMACOL (28511)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Rheumatoid
Factor} (55422)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Seradyn Color Slide RF (58524)

Sigma Diagnostics APTUS (58546)

TECO Diagnostics Rheumatoid Factor
(RF) Latex Slide Test (61279)

ANALYTE: Rubella Antibodies (5510)

Test System, Assay, Examination:

Bayer Immuno 1 System {Immuno 1
Rubella IgG} (08122)

Beckman ACCESS Immunoassay
System (07914)

Biokit Sure-Vue Rubella (08197)

Cirrus Diagnostics Immulite (10159)

Cirrus Diagnostics Immulite 2000
(10418)

DiaSorin Copalis One Immunoassay
System {Rubella Total Ab} (13495)

DiaSorin Copalis One Immunoassay
System { ToRC Total Ab} (13496)

Diamedix MAGO Plus {Diamedix
Immunosimplicity (Is)-Rubella 1gG}
(13510)

GenBio ImmunoDOT Quantitative
Rubella (22195)

GenBio ImmunoDOT TORCH Test
(22194)

Quest International SeraQuest Rubella
IgM {Hyperion HyPrep Plus} (auto
calculations) (52105)

Sigma Diagnostics APTUS {Rubella
IgM} (58564)

ANALYTE: Rubeola Antibodies
(measles) (5511)

Test System, Assay, Examination:

Diamedix MAGO {Diamedix
Immunosimplicity (Is)-Measles 1gG}
(13478)

Quest International SeraQuest
Measles 1gG { Hyperion HyPrep
Plus} (auto calculations) (52071)

Sigma Diagnostics APTUS {Measles

IgG} (58568)

ANALYTE: Toxoplasma gondii
Antibodies (6113)

Test System, Assay, Examination:

Bayer Immuno 1 System {Immuno 1
Toxoplasma IgG} (08126)

Bayer Immuno 1 System {Immuno 1
Toxoplasma IgM} (08125)

Beckman ACCESS Immunoassay
System (07914)

Beckman ACCESS Immunoassay
System { Access TOXO IgM}
(08160)

Biokit SA Toxogen (08117)

Cirrus Diagnostics Immulite
{Toxoplasma Quantitative 1gG}
(10394)

Cirrus Diagnostics Immulite 2000
(10418)

DiaSorin Copalis One Immunoassay
System { ToRC Total Ab} (13496)
DiaSorin Copalis One Immunoassay
System { Toxo Total Ab} (13497)

Diamedix MAGO Plus { Diamedix
Immunosimplicity (Is)-Toxoplasma
1gG} (13507)

GenBio ImmunoDOT Infectious Mono
Syndrome Panel (22192)

GenBio ImmunoDOT Mono-G (22253)

GenBio ImmunoDOT T.E.C.H. Test
(22205)

GenBio ImmunoDOT TORCH Test
(22194)

Quest International SeraQuest Toxo
IgM {Hyperion HyPrep Plus} (auto
calculations) (52060)

Sigma Diagnostics APTUS
{Toxoplasma IgG} (58565)

Sigma Diagnostics APTUS
{Toxoplasma IgM} (58566)

ANALYTE: Treponema pallidum
Antibodies (includes Reagin) (6115)

Test System, Assay, Examination:

Arlington Scientific RPR Card Test
(manual) (04705)

Biokit Sure-Vue RPR (08198)

TECO Diagnostics Rapid Plasmin
Reagin (RPR) Reagent Set (61425)

Universal HealthWatch TRUST Test
(64045)

ANALYTE: Troponin-I (Cardiac) (6153)

Test System, Assay, Examination:

Abbott AXSYM (04532)

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Biosite Triage Meter {Biosite Triage
Cardiac Panel} (08057)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS:Centaur
(10440)

Dade Behring Dimension RxL (13519)

Dade Behring Stratus CS STAT
(13498)

Dade Dimension RxL (13436)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

First Medical Alpha Dx System
(19034)

Princeton BioMeditech Cardiac
STATus CK-MB/Myoglobin/
Troponin | Rapid Test (49214)

Princeton BioMeditech Cardiac
STATus Troponin | (49172)

Sanofi Pasteur Access Immunoassay
System (58257)

Spectral Cardiac STATus CK-MB/
Myoglobin/Troponin | (58580)

Spectral Cardiac STATus Troponin |
(58582)

TOSOH AIA NexIA (61295)

ANALYTE: Varicella-Zoster Virus
Antibodies (6704)

Test System, Assay, Examination:

Diamedix MAGO Plus { Diamedix
Immunosimplicity (Is)-VZV IgG}
(13503)

Quest International SeraQuest VZV
1gG {Hyperion HyPrep Plus} (auto
calculations) (52067)

Sigma Diagnostics APTUS {VZV IgG}
(58567)

SPECIALTY/SUBSPECIALTY:
HEMATOLOGY

ANALYTE: APTT Factor Substitution
(0517)

Test System, Assay, Examination:
Medical Laboratory MLA Electra
1800C (40282)

ANALYTE: Activated Clotting Time
(ACT) (0461)

Test System, Assay, Examination:
Array Medical Actalyke System
(04720)
Cardiovascular Diagnostics TAS
Analyzer HMT (10279)
ITC HEMOCHRON Jr. Signature
Microcoagulation System (28550)

ANALYTE: Activated Partial
Thromboplastin Time (APTT) (0409)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Dade Behring Sysmex CA-500 Series
(13548)

Helena Laboratories THOR (25267)

ITC HEMOCHRON Jr. Signature
Microcoagulation System (28550)

Instrumentation Laboratory IL ACL
7000 (28487)

Medical Laboratory MLA Electra
1800C (40282)

Organon Teknika Coag-A-Mate MTX
(46269)

Roche Diagnostics CoaguChek Pro DM
System (55627)

Sigma Diagnostics Amelung CS-400
(auto dilution) (58517)

TOA Medical Electronics CA—-6000
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(61283)

ANALYTE: Activated Protein C (APC)
Resistance (0526)

Test System, Assay, Examination:
Medical Laboratory MLA Electra
1800C (40282)

ANALYTE: Antithrombin 111 (ATIII)
(0456)

Test System, Assay, Examination:

Behring OPUS Magnum {OPUS D-
Dimer} (07950)

Behring OPUS Plus { OPUS D-Dimer}
(07951)

Dade Diagnostic Dimertest Latex
Assay (13489)

Instrumentation Laboratory IL ACL
6000 (28454)

Instrumentation Laboratory IL ACL
7000 (28487)

Instrumentation Laboratory IL ACL

Beckman IMMAGE Immunochemistry
System (07816)

Boehringer Mannheim Hitachi 704
{Sigma Diagnostics ACCUCOLOR
Antithrombin 111} (08114)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Antithrombin
111} (08031)

Boehringer Mannheim Hitachi 717
{Sigma Diagnostics ACCUCOLOR
Antithrombin 111} (08113)

Boehringer Mannheim Hitachi 911
{Sigma Diagnostics ACCUCOLOR
Antithrombin 111} (08115)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Roche Cobas Mira { Sigma Diagnostics
ACCUCOLOR Antithrombin 11}
(55299)

Roche Cobas Mira S {Sigma
Diagnostics ACCUCOLOR
Antithrombin 111} (55300)

Roche Diagnostics Hitachi 704 { Sigma
Diagnostics ACCUCOLOR
Antithrombin 111} (55395)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Antithrombin
11} (55415)

Roche Diagnostics Hitachi 717 {Sigma
Diagnostics ACCUCOLOR
Antithrombin 111} (55444)

Roche Diagnostics Hitachi 911 {Sigma
Diagnostics ACCUCOLOR
Antithrombin 111} (55540)

ANALYTE: Bleeding Time (0714)

Test System, Assay, Examination:
Array Medical Triplett Bleeding Time
Test Device (04812)

ANALYTE: Body Fluid Microscopic
Elements (0716)

Test System, Assay, Examination:

IRIS The Yellow IRIS Model 300
(28518)

IRIS The Yellow IRIS Model 500
(28519)

ANALYTE: D-dimer (1320)

Test System, Assay, Examination:

AGEN Biomedical Dimertest Latex
Assay (04823)

American Bioproducts STA {STA-
Liatest D-di} (04767)

American Bioproducts STA Compact
{STA-Liatest D-di} (04768)

Behring OPUS {OPUS D-Dimer}
(07949)

Futura System (28395)

Murex D-Dimer Wellcotest (40265)

Organon Teknika Multi Channel
Discrete Analyzer (MDA-180)
(46144)

bioMerieux Vitek VIDAS (07806)

ANALYTE Erythrocyte Sedimentation
Rate (non-waived proced) (1613)

Test System, Assay, Examination:
Al Analysinstrument AB ESR-8
(04796)
Elan Diagnostics Mini-Ves (16192)
Elan Diagnostics Ves-Matic 20 (16193)

ANALYTE Fibrin(ogen) Split/
Degradation Products (FSP/FDP) (1904)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)
Dade Diagnostic FDP Detection Set

(13490)

Dade aca Star (13423)
Murex Thrombo-Wellcotest (40266)
Perimmune AuraTek FDP (49176)

ANALYTE Fibrinogen (1905)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Fibrinogen}
(08030)

Dade Behring Sysmex CA-500 Series
(13548)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Helena Laboratories THOR (25267)

Instrumentation Laboratory IL ACL
7000 (28487)

Medical Laboratory MLA Electra
1800C (40282)

Organon Teknika Coag-A-Mate MTX
(46269)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Fibrinogen}
(55419)

Sigma Diagnostics Amelung CS—400
(auto dilution) (58517)

Sigma Diagnostics Amelung CS-400
(manual dilution) (58516)

TOA Medical Electronics CA-6000
(61283)

ANALYTE Hematocrit (2514)

Test System, Assay, Examination:

Abbott CELL-DYN 1200 (04856)

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T 8 (10392)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Chem 6
Cartridge} (13492)

Diametrics Medical IRMA SL Series
2000 {Diametrics Medical Multi-use
Cartridge} (13493)

Infolab EXCELL 22 (28566)

Nova Stat Profile Ultra L (43124)

Nova Stat Profile Ultra M (43125)

Nova Stat Profile pHOx (43123)

Radiometer ABL 555 (55277)

Sysmex KX-21 (58536)

Sysmex SE-9500/R (58496)

Sysmex SE-AVANTE (58440)

ANALYTE Hemoglobin (2515)
Test System, Assay, Examination:

AVL OPTI Critical Care Analyzer
(04778)

Abbott CELL-DYN 1200 (04856)

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T 8 (10392)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

GDS Diagnostics Stat-Site Meter
(22126)

Infolab EXCELL 22 (28566)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Micro Diagnostics Spuncrit Model
DRC-40 Infared Analyzer (40258)

Nova Stat Profile Ultra A (43108)

Nova Stat Profile Ultra B (43109)

Nova Stat Profile Ultra C (43110)

Nova Stat Profile Ultra D (43111)

Nova Stat Profile Ultra E (43112)
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Nova Stat Profile Ultra F (43115)
Nova Stat Profile Ultra G (43116)
Nova Stat Profile Ultra H (43117)
Nova Stat Profile Ultra | (43118)
Nova Stat Profile Ultra J (43119)
Nova Stat Profile Ultra K (43120)
Nova Stat Profile Ultra L (43124)
Nova Stat Profile Ultra M (43125)
Nova Stat Profile pHOXx (43123)
Ortho-Clinical Diagnostics Vitros
DT60 (46277)
Radiometer ABL 700 Series (55298)
Radiometer ABL System 610 (55230)
Radiometer ABL System 620 (55229)
Roche Diagnostics Hitachi 736

Analyzer (13474)

ANALYTE: Prothrombin Time (PT)
(4922)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Avocet PT-Pro System (04816)

CARESIDE CareSide Analyzer (10445)

Dade Behring Sysmex CA-500 Series
(13548)

Helena Laboratories THOR (25267)

ITC HEMOCHRON Jr. Signature
Microcoagulation System (28550)

Instrumentation Laboratory IL ACL

(10480)
Sysmex SE-9500/R (58496)
Sysmex SE~AVANTE (58440)

ANALYTE: Reticulocyte, Immature
fraction (5525)

Test System, Assay, Examination:

Abbott CELL-DYN 3500 System
(04287)

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 4000 (04734)

Sysmex R—1000 (58081)

Sysmex R—3000 (58129)

Sysmex SE-9500/R (58496)

(55451)
Roche Diagnostics Reflotron (55580)
Roche Diagnostics Reflotron Plus

7000 (28487)
Medical Laboratory MLA Electra
1800C (40282)

ANALYTE: Sperm-Vaginal fluid/
Cervical Mucus Interaction (5844)

Test System, Assay, Examination:

(55582)
Sysmex KX-21 (58536)
Sysmex SE-9500/R (58496)
Sysmex SE-AVANTE (58440)

ANALYTE: Heparin (2518)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Plasminogen (4907)

Test System, Assay, Examination:
Boehringer Mannheim Hitachi 717
{Crestat N-Assay TIA Plasminogen}
(08032)

Organon Teknika Coag-A-Mate MTX
(46269)

Sigma Diagnostics Amelung CS—400
(auto dilution) (58517)

TOA Medical Electronics CA—-6000
(61283)

ANALYTE: Prothrombin Time Factor
Substitution (4976)

Test System, Assay, Examination:

Medical Laboratory MLA Electra

1800C (40282)

ANALYTE: Red Blood Cell Count
(Erythrocyte Count) (RBC) (5502)

Test System, Assay, Examination:

Post-coital dir qualitative examination
of Vag fld/Cerv Mucus (Huhner
Test) (49204)

ANALYTE: Thrombin Time (6105)
Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Helena Laboratories THOR (25267)

Medical Laboratory MLA Electra
1800C (40282)

Organon Teknika Coag-A-Mate MTX
(46269)

TOA Medical Electronics CA—6000
(61283)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Roche Diagnostics Hitachi 717
{Crestat N-Assay TIA Plasminogen}

Abbott CELL-DYN 1200 (04856)
Abbott CELL-DYN 3700 System
(04827)

ANALYTE: White Blood Cell Count
(Leukocyte Count) (WBC) (7002)

Test System, Assay, Examination:

(55421)
ANALYTE: Platelet Count (4908)

Test System, Assay, Examination:
Abbott CELL-DYN 1200 (04856)
Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T 8 (10392)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T 8 (10392)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

Infolab EXCELL 22 (28566)

Sysmex KX-21 (58536)

Sysmex SE-9500/R (58496)

Sysmex SE-AVANTE (58440)

ANALYTE: Reptilase Time (5521)

Test System, Assay, Examination:
Medical Laboratory MLA Electra

Abbott CELL-DYN 1200 (04856)

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T 8 (10392)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

Infolab EXCELL 22 (28566)

Sysmex KX-21 (58536)

Sysmex SE-9500/R (58496)

Sysmex SE-AVANTE (58440)

Infolab EXCELL 22 (28566)
Sysmex KX-21 (58536)
Sysmex SE-9500/R (58496)
Sysmex SE~AVANTE (58440)

ANALYTE: Platelet Function Time

(4985)

Test System, Assay, Examination:

Dade PFA-100 Platelet Function

1800C (40282)

ANALYTE: Reticulocyte Count (5506)
Test System, Assay, Examination:

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

Coulter HmX Hematology Analyzer

ANALYTE: White Blood Cell Count
(WBC), Estimated (7004)

Test System, Assay, Examination:
IMI MICRO21 {with WBC Estimate}
(28520)

ANALYTE: White Blood Cell Differential
(WBC Diff) (7001)

Test System, Assay, Examination:
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Abbott CELL-DYN 1200 (04856)

Abbott CELL-DYN 3700 System
(04827)

Abbott Cell-Dyn 3200 (04747)

Abbott Cell-Dyn 4000 (04734)

Bayer ADVIA 120 (08129)

BioChem ImmunoSystems Spirit
(07862)

CDC Technologies Mascot MD 700
(10458)

CDC Technologies Mascot MD 800
(10405)

Coulter Ac.T 10 (10393)

Coulter Ac.T diff 2 Analyzer (10469)

Coulter Ac.T diff Analyzer (10413)

Coulter HmX Hematology Analyzer
(10480)

Danam EXCELL 22 (13562)

IMI MICRO21 {with WBC Estimate}
(no interpretation of abnormal/
immature cells) (28516)

Infolab EXCELL 22 (28566)

Sysmex KX-21 (58536)

Sysmex SE—-9500/R (58496)

Sysmex SE-AVANTE (58440)

SPECIALTY/SUBSPECIALTY:
MYCOLOGY

ANALYTE: Yeast (7601)

Test System, Assay, Examination:
Empyrean Diagnostics Trichomonas
and Candida Culture System
(16180)
Orion Diagnostica Oricult-N Culture
Paddles (46298)

ANALYTE: Yeast, Candida only (7603)

Test System, Assay, Examination:
Becton Dickinson Affirm VPIII
Microbial Identification Test
(07852)

SPECIALTY/SUBSPECIALTY:
PARASITOLOGY

ANALYTE: Cryptosporidium (1109)

Test System, Assay, Examination:

Becton Dickinson ColorPAC Giardia/
Cryptosporidium Rapid Assay
(08172)

Biosite Triage Parasite Panel (08191)

Genzyme Contrast Giardia/
Cryptosporidium Combo Rapid
Assay (22251)

ANALYTE: Entamoeba histolytica
(1631)

Test System, Assay, Examination:
Biosite Triage Parasite Panel (08191)

ANALYTE: Giardia lamblia (2222)

Test System, Assay, Examination:

Becton Dickinson ColorPAC Giardia/
Cryptosporidium Rapid Assay
(08172)

Biosite Triage Parasite Panel (08191)

Genzyme Contrast Giardia/
Cryptosporidium Combo Rapid
Assay (22251)

ANALYTE: Trichomonas (6116)

Test System, Assay, Examination:
Becton Dickinson Affirm VPIII
Microbial Identification Test
(07852)
Empyrean Diagnostics Trichomonas
and Candida Culture System
(16180)

SPECIALTY/SUBSPECIALTY:
TOXICOLOGY/TDM

ANALYTE: Acetaminophen (0406)

Test System, Assay, Examination:

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

ANALYTE: Amikacin (0425)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)
Dade Stratus (13485)

Dade Stratus Il (13486)

Dade Stratus lintellect (13487)

Roche Diagnostics Hitachi 704
(55367)

ANALYTE: Amphetamines (0428)

Test System, Assay, Examination:
AmeriTek dBest One Step AMP Test
(04808)
American BioMedica Rapid Drug
Screen (04732)

American BioMedica Rapid Drug
Screen 5-Panel with
Methamphetamine (04864)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen Multi Test (PCP/BAR/THC/
AMP/COC) (04853)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Biosite ExpressTest 5 Test Panel
(08059)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Intervention Panel for
Drugs of Abuse (08058)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN PROFILE
(16150)

EDITEK EZ-SCREEN: Amphetamines
(16147)

Forefront Diagnostics InstaCheck Drug
Screen Amphetamine (19031)

LifeSign Status-DS AMP (37128)

LifeSign Status-DS THC/OPI/COC/
AMP (37139)

LifeSign Status-DS THC/OPI/COC/
AMP/PCP (37141)

MEDTOX Diagnostics PROFILE-II
(40307)

MEDTOX Diagnostics VERDICT-II
Amphetamines (40327)

Microdiagnostics MICRO-STRIP FOR
AMPHETAMINE METABOLITES
(40300)

Olympus AU 1000 {Roche Abuscreen
OnLine Amphetmn with Periodate}
(46268)

Olympus AU 800 {Roche Abuscreen
OnLine Amphetmn with Periodate}
(46267)

Phamatech QuickScreen One-Step
Amphetamine (49186)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9145)
(49208)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies
Fingerprint DrugScreening Device
(49179)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAGS (THC/OP/COC/MET-AMP/
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PCP) (49166)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics OnTrak TesTcup
M2K (55605)

Roche Diagnostics OnTrak TesTcup-er
M2K (55603)

Roche OnTrak TesTcup-5 M2K
(55596)

Roche OnTrak TesTstik for
Amphetamines (55278)

Syntron Bioresearch QuikPac Il One
Step Amphetamine (58488)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Amphetamine (58483)

TCPI One Step Urine DoA
Amphetamine (61210)

ANALYTE: Barbiturates (0701)

Test System, Assay, Examination:

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen BAR (04764)

Applied Biotech SureStep Drug
Screen Multi Test (PCP/BAR/THC/
AMP/COC) (04853)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Bionike AQ Barbiturate Test (08196)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN: Barbiturates
(16146)

EDITEK VERDICT BARBITURATES
(16151)

Forefront Diagnostics InstaCheck Drug
Screen Barbiturates (19036)

LifeSign Status-DS BAR (37130)

LifeSign Status-DS BZO/BAR/PCP
(37137)

Phamatech QuickScreen One Step
Barbiturates Screening Test
(cassette) (49210)

Phamatech QuickScreen One Step
Barbiturates Screening Test
(dipstick) (49209)

Princeton BioMeditech AccuSign
BAR (49167)

Princeton BioMeditech AccuSign
DOA 2 (BAR/BZO) (49188)

Princeton BioMeditech AccuSign
DOA 3 (BAR/BZO/MTD) (49170)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics OnTrak TesTcup-er
M2K (55603)

Syntron Bioresearch QuikPac Il One
Step Barbiturate (58500)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Barbiturate (58497)

TCPI One Step Urine DoA Barbiturate
(61344)

ANALYTE: Benzodiazepines (0702)
Test System, Assay, Examination:

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen BZO (04695)

Applied Biotech SureStep Drug
Screen Multi Test (THC/COC/MOR/
TCA/BZO) (04833)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Forefront Diagnostics InstaCheck Drug
Screen Benzodiazepines (19037)

LifeSign Status-DS BZO (37131)

LifeSign Status-DS BZO/BAR/PCP
(37137)

Phamatech QuickScreen One Step
Benzodiazepines Screening Test
(cassette) (49207)

Phamatech QuickScreen One Step
Benzodiazepines Screening Test
(dipstick) (49206)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Princeton BioMeditech AccuSign
BZO (49169)

Princeton BioMeditech AccuSign
DOA 2 (BAR/BZO) (49188)

Princeton BioMeditech AccuSign
DOA 3 (BAR/BZO/MTD) (49170)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)
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Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics OnTrak TesTcup-er

M2K (55603)

Sun Biomedical Laboratories SunLine

Benzodiazepines (58529)

Syntron Bioresearch QuikPac Il One
Step Benzodiazepine (58498)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearcn QuikStrip One
Step Benzodiazapine (58499)

TCPI One Step Urine DoA
Benzodiazepine (61351)

ANALYTE: Blood Lead (0709)

Test System, Assay, Examination:
esa LeadCare Blood Lead Testing
System (16148)

ANALYTE: Caffeine (1058)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)

ANALYTE: Cannabinoids (THC) (1009)

Test System, Assay, Examination:

AmeriTek dBest One Step THC Test
(04805)

American BioMedica Rapid Drug
Screen (04732)

American BioMedica Rapid Drug
Screen 5-Panel with
Methamphetamine (04864)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen Multi Test (COC/M-AMP/
MOR/THC) (04771)

Applied Biotech SureStep Drug
Screen Multi Test (PCP/BAR/THC/
AMP/COC) (04853)

Applied Biotech SureStep Drug

Screen Multi Test (THC/COC/MOR/

TCA/BZO) (04833)

Beckman Synchron CX 9 ALX System

(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Bionike AQ One Step Cannabinoid
(THC) Test (08013)

Biosite ExpressTest 5 Test Panel
(08059)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Intervention Panel for
Drugs of Abuse (08058)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Cirrus Diagnostics Immulite (10159)

Dade Behring Dimension AR (13517)
Dade Behring Dimension RxL (13519)
Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN PROFILE
(16150)

EDITEK EZ-SCREEN: Cannabinoid
(16143)

EDITEK EZ-SCREEN: Cannabinoid/
Cocaine (16144)

EDITEK VERDICT THC (16152)

Forefront Diagnostics InstaCheck Drug
Screen THC (19028)

LifeSign Status-DS THC (37126)

LifeSign Status-DS THC/COC (37135)

LifeSign Status-DS THC/OPI/COC
(37138)

LifeSign Status-DS THC/OPI/COC/
AMP (37139)

LifeSign Status-DS THC/OPI/COC/
AMP/PCP (37141)

LifeSign Status-DS THC/OPI/COC/
MET (37140)

LifeSign Status-DS THC/OPI/COC/
MET/PCP (37142)

MEDTOX Diagnostics PROFILE-II
(40307)

MEDTOX Diagnostics VERDICT-II
THC (40323)

MEDTOX Diagnostics VERDICT-II
THC/Cocaine (40324)

Phamatech QuickScreen One-Step
THC (49187)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9145)
(49208)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies
Fingerprint DrugScreening Device
(49179)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAGS (THC/OP/COC/MET-AMP/
PCP) (49166)

Redwood Biotech Redi-Test THC
(55629)

Roche Diagnostics FRONTLINE
CANNABIS (55363)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)

(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics OnTrak TesTcup
M2K (55605)

Roche OnTrak TesTcup-5 M2K
(55596)

Roche OnTrak TesTstik for THC
(55282)

Sun Biomedical Laboratories SunLine
Cannabinoids (58530)

Sun Biomedical Laboratories
Visualine Combo V (Cocaine/THC)
(58442)

Syntron Bioresearch QuikPac Il One
Step Marijuana (THC) (58484)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

TECO Diagnostics OneStep Marijuana
Card Test (61347)

ANALYTE: Carbamazepine (1010)
Test System, Assay, Examination:

Bayer Immuno 1 System (08123)

Beckman IMMAGE Immunochemistry
System (07816)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
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(55560)
Roche Diagnostics Hitachi Modular
Analytics (55619)
Schiapparelli Biosystems ACE (58288)
Technicon Immuno 1 System (61042)

ANALYTE: Carboxyhemoglobin (1012)

Test System, Assay, Examination:
Radiometer ABL 700 Series (55298)
Radiometer ABL System 620 (55229)

ANALYTE: Chloramphenicol (1063)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)

ANALYTE: Cocaine Metabolites (1023)

Test System, Assay, Examination:

AmeriTek dBest One Step COC Test
(04807)

American BioMedica Rapid Drug
Screen (04732)

American BioMedica Rapid Drug
Screen 5-Panel with
Methamphetamine (04864)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

American BioMedica RapidOne-
Cocaine Test (04854)

Applied Biotech SureStep Drug
Screen Multi Test (COC/M-AMP/
MOR/THC) (04771)

Applied Biotech SureStep Drug
Screen Multi Test (PCP/BAR/THC/
AMP/COC) (04853)

Applied Biotech SureStep Drug
Screen Multi Test (THC/COC/MOR/
TCA/BZO) (04833)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Bionike AQ One Step Cocaine
Metabolite Test (08110)

Biosite ExpressTest 5 Test Panel
(08059)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Intervention Panel for
Drugs of Abuse (08058)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Cirrus Diagnostics Immulite (10159)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN PROFILE
(16150)

EDITEK EZ-SCREEN: Cannabinoid/
Cocaine (16144)

Forefront Diagnostics InstaCheck Drug
Screen Cocaine (19030)

LifeSign Status-DS COC (37125)

LifeSign Status-DS THC/COC (37135)

LifeSign Status-DS THC/OPI/COC
(37138)

LifeSign Status-DS THC/OPI/COC/
AMP (37139)

LifeSign Status-DS THC/OPI/COC/
AMP/PCP (37141)

LifeSign Status-DS THC/OPI/COC/
MET (37140)

LifeSign Status-DS THC/OPI/COC/
MET/PCP (37142)

MEDTOX Diagnostics PROFILE-II
(40307)

MEDTOX Diagnostics VERDICT-II
Cocaine (40325)

MEDTOX Diagnostics VERDICT-II
THC/Cocaine (40324)

Microdiagnostics MICRO-STRIP FOR
COCAINE METABOLITES (40298)

Phamatech QuickScreen One-Step
Cocaine (49183)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9145)
(49208)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies
Fingerprint DrugScreening Device
(49179)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAS (THC/OP/COC/MET-AMP/
PCP) (49166)

Roche Diagnostics FRONTLINE
COCAINE (55364)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics OnTrak TesTcup
M2K (55605)

Roche Diagnostics OnTrak TesTcup-er

M2K (55603)

Roche OnTrak TesTcup-5 M2K
(55596)

Roche OnTrak TesTstik for Cocaine
(55279)

Sun Biomedical Laboratories SunLine
Cocaine (58531)

Sun Biomedical Laboratories
Visualine Combo V (Cocaine/THC)
(58442)

Syntron Bioresearch QuikPac Il One
Step Cocaine (58487)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Cocaine (58482)

ANALYTE: Cotinine (1042)
Test System, Assay, Examination:

Boehringer Mannheim Hitachi 747
{STC Auto-Lyte} (automated curve)
(08020)

Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (automated curve)
(55504)

ANALYTE: Digitoxin (1303)
Test System, Assay, Examination:

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

ANALYTE: Digoxin (1304)
Test System, Assay, Examination:

Bayer Immuno 1 System (08123)

Beckman ACCESS Immunoassay
System (07914)

Beckman Synchron CX {DRI Digoxin
EIA} (07857)

Beckman Synchron CX 4 CE {DRI
Digoxin EIA} (07858)

Beckman Synchron CX 5 {DRI
Digoxin EIA} (07859)

Beckman Synchron CX 5 CE {DRI
Digoxin EIA} (07860)

Beckman Synchron CX 7 {DRI
Digoxin EIA} (07861)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(manual pretreatment) (08079)

Beckman Synchron LX System {DRI
Digoxin EIA} (08080)
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Beckman Synchron LX System {Emit
2000} (08081)

Boehringer Mannheim Elecsys 1010
Analyzer (07916)

Boehringer Mannheim Elecsys 2010
Analyzer (07810)

Boehringer Mannheim Hitachi 704
{BM CEDIA Digoxin} (08066)

Boehringer Mannheim Hitachi 704
{DRI Digoxin EIA} (07853)

Boehringer Mannheim Hitachi 717
{BM CEDIA Digoxin} (08067)

Boehringer Mannheim Hitachi 717
{DRI Digoxin EIA} (07854)

Boehringer Mannheim Hitachi 747
{DRI Digoxin EIA} (07855)

Boehringer Mannheim Hitachi 911
{BM CEDIA Digoxin II} (08063)

Boehringer Mannheim Hitachi 911
{BM CEDIA Digoxin} (08068)

Boehringer Mannheim Hitachi 911
{DRI Digoxin EIA} (07856)

Boehringer Mannheim Hitachi 912
{BM CEDIA Digoxin II} (08064)

Boehringer Mannheim Hitachi 912
{BM CEDIA Digoxin} (08069)

Boehringer Mannheim Hitachi 914
{BM CEDIA Digoxin} (08070)

Boehringer Mannheim Hitachi 917
{BM CEDIA Digoxin II} (08065)

Boehringer Mannheim Hitachi 917
{BM CEDIA Digoxin} (08071)

Chiron Diagnostics ACS:Centaur
(10440)

Ciba Corning 550 Express { DRI
Digoxin EIA} (10398)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (manual
pretreatment) (13526)

Dade Behring aca IV {DGN A} (13528)

Dade Behring aca Star (manual
pretreatment) (13522)

Dade Behring aca Star { DGN A}
(13524)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Instrumentation Laboratory IL
Monarch 1000 { DRI Digoxin EIA}
(28478)

Instrumentation Laboratory IL
Monarch 2000 { DRI Digoxin EIA}
(28479)

Instrumentation Laboratory ILAB
1800 {DRI Digoxin Immunoassay}
(28547)

Instrumentation Laboratory ILAB 600
(28538)

Instrumentation Laboratory ILAB 600
{DRI Digoxin Immunoassay}
(28545)

Instrumentation Laboratory ILAB 900
{DRI Digoxin Immunoassay}
(28546)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Olympus AU 5000 {DRI Digoxin EIA}
(46235)

Olympus AU 5200 {DRI Digoxin EIA}
(46236)

Olympus AU 600 {DRI Digoxin
Immunoassay} (46297)

Olympus AU 800 {DRI Digoxin EIA}
(46237)

Olympus Reply { DRI Digoxin EIA}
(46238)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Cobas FARA {DRI Digoxin
EIA} (55233)

Roche Cobas Mira { DRI Digoxin EIA}
(55232)

Roche Diagnostics ES 300 (55358)

Roche Diagnostics ES 300 AL (55359)

Roche Diagnostics Elecsys 1010
Analyzer (55361)

Roche Diagnostics Elecsys 2010
Analyzer (55362)

Roche Diagnostics Hitachi 704
(manual pretreatment) (55368)

Roche Diagnostics Hitachi 704
{CEDIA Digoxin} (55370)

Roche Diagnostics Hitachi 704 {DRI
Digoxin EIA} (55381)

Roche Diagnostics Hitachi 704 { Emit
2000} (55387)

Roche Diagnostics Hitachi 717
(manual pretreatment) (55402)

Roche Diagnostics Hitachi 717
{CEDIA Digoxin} (55404)

Roche Diagnostics Hitachi 717 {DRI
Digoxin EIA} (55427)

Roche Diagnostics Hitachi 717 {Emit
2000} (55433)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747 {DRI
Digoxin EIA} (55486)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(manual pretreatment) (55513)

Roche Diagnostics Hitachi 911
{CEDIA Digoxin II} (55515)

Roche Diagnostics Hitachi 911
{CEDIA Digoxin} (55516)

Roche Diagnostics Hitachi 911 {DRI
Digoxin EIA} (55523)

Roche Diagnostics Hitachi 911 {Emit
2000} (55528)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 912
{CEDIA Digoxin 11} (55545)

Roche Diagnostics Hitachi 912
{CEDIA Digoxin} (55546)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 914

{CEDIA Digoxin} (55551)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi 917
{CEDIA Digoxin II} (55561)

Roche Diagnostics Hitachi 917
{CEDIA Digoxin} (55562)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Schiapparelli Biosystems ACE {DRI
Digoxin Immunoassay} (58544)

ANALYTE: Disopyramide (1305)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)

ANALYTE: EDDP (methadone
metabolite) (1636)

Test System, Assay, Examination:

Boehringer Mannheim Hitachi 704
{CEDIA DAU} (automated curve)
(07757)

Boehringer Mannheim Hitachi 717
{CEDIA DAU} (automated curve)
(07758)

Boehringer Mannheim Hitachi 747
{CEDIA DAU} (automated curve)
(07759)

Boehringer Mannheim Hitachi 904
{CEDIA DAU} (automated curve)
(08150)

Boehringer Mannheim Hitachi 911
{CEDIA DAU} (automated curve)
(07760)

Boehringer Mannheim Hitachi 914
{CEDIA DAU} (automated curve)
(08151)

Boehringer Mannheim Hitachi 917
{CEDIA DAU} (automated curve)
(07769)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 917
{CEDIA DAU} (automated curve)
(55566)

ANALYTE: Ethanol (Alcohol) (1608)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Behring OPUS (07793)

Behring OPUS Magnum (07794)

Behring OPUS Plus (07795)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)
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Dade Behring aca Star (13521)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704 (whole
blood) (55369)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717 (whole
blood) (55403)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 737 (whole
blood) (55465)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747 (whole
blood) (55481)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911 (whole
blood) (55514)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 912 (whole
blood) (55625)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 914 (whole
blood) (55550)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Ethanol (Alcohol), Whole
Blood (1632)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 917
(55560)
Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Ethosuximide (1609)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Gentamicin (2202)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman IMMAGE Immunochemistry
System (07816)
Beckman Synchron CX 9 ALX System
(07932)
Beckman Synchron LX System

(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Instrumentation Laboratory ILAB 600
(28538)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Lidocaine (3710)
Test System, Assay, Examination:

Beckman Synchron CX 4 {DRI
Lidocaine EIA} (07957)

Beckman Synchron CX 4 CE {DRI
Lidocaine EIA} (07958)

Beckman Synchron CX 5 {DRI
Lidocaine EIA} (07959)

Beckman Synchron CX 5 CE {DRI
Lidocaine EIA} (07960)

Beckman Synchron CX 7 {DRI
Lidocaine EIA} (07961)

Boehringer Mannheim Hitachi 704
{DRI Lidocaine EIA} (07952)

Boehringer Mannheim Hitachi 717
{DRI Lidocaine EIA} (07953)

Boehringer Mannheim Hitachi 737
{DRI Lidocaine EIA} (07954)

Boehringer Mannheim Hitachi 747
{DRI Lidocaine EIA} (07955)

Boehringer Mannheim Hitachi 911
{DRI Lidocaine EIA} (07956)

Chiron Diagnostics 550 Express { DRI
Lidocaine EIA} (10406)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Olympus AU 5000 {DRI Lidocaine
EIA} (46240)

Olympus AU 5200 {DRI Lidocaine
EIA} (46241)

Olympus AU 800 {DRI Lidocaine
EIA} (46242)

Olympus Reply { DRI Lidocaine EIA}
(46243)

Roche Cobas FARA {DRI Lidocaine
EIA} (55255)

Roche Diagnostics Hitachi 704 {DRI
Lidocaine EIA} (55383)

Roche Diagnostics Hitachi 717 {DRI

Lidocaine EIA} (55429)

Roche Diagnostics Hitachi 737 { DRI
Lidocaine EIA} (55470)

Roche Diagnostics Hitachi 747 { DRI
Lidocaine EIA} (55488)

Roche Diagnostics Hitachi 911 { DRI
Lidocaine EIA} (55525)

Schiapparelli Biosystems ACE { DRI
Lidocaine EIA} (58462)

ANALYTE: Lithium (3712)

Test System, Assay, Examination:

AVL 9181 (04739)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Johnson & Johnson Vitros DT60
Chemistry System (31074)

Johnson & Johnson Vitros DTII
Chemistry System (31075)

Medica EasyLyte Na/K/CI/Li (40259)

Medica EasyStat Na/K/Li (40256)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Ortho-Clinical Diagnostics Vitros
DT60 (46277)

Ortho-Clinical Diagnostics Vitros DTII
(46278)

ANALYTE: Lysergic Acid Diethylamide
(LSD) (3715)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
(55401)
Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

ANALYTE: Methadone (4003)

Test System, Assay, Examination:
Applied Biotech SureStep Drug
Screen MTD (04765)
Beckman Synchron CX 9 ALX System
(07932)
Beckman Synchron LX System
(08076)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)
Boehringer Mannheim Hitachi 704
{DRI Methadone EIA} (08104)
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Boehringer Mannheim Hitachi 717
{DRI Methadone EIA} (08105)

Boehringer Mannheim Hitachi 747
{DRI Methadone EIA} (08106)

Boehringer Mannheim Hitachi 911
{DRI Methadone EIA} (08107)

Boehringer Mannheim Hitachi 917
{DRI Methadone EIA} (08108)

Chiron Diagnostics 550 Express { DRI
Methadone EIA} (10441)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Instrumentation Laboratory IL
Monarch 1000 { DRI Methadone
EIA} (28526)

Instrumentation Laboratory IL
Monarch 2000 { DRI Methadone
EIA} (28525)

LifeSign Status-DS MTD (37132)

Olympus AU 5000 { DRI Methadone
EIA} (46286)

Olympus AU 5200 { DRI Methadone
EIA} (46287)

Olympus AU 600 {DRI Methadone
EIA} (46288)

Olympus AU 800 {DRI Methadone
EIA} (46289)

Olympus Reply { DRI Methadone EIA}
(46290)

Princeton BioMeditech AccuSign
DOA 3 (BAR/BZO/MTD) (49170)

Princeton BioMeditech AccuSign
MTD (49168)

Roche Cobas FARA {DRI Methadone
EIA} (55297)

Roche Cobas Mira { DRI Methadone
EIA} (55296)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 704 { DRI
Methadone EIA} (55384)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 717 {DRI
Methadone EIA} (55430)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 747 { DRI
Methadone EIA} (55489)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 911 { DRI
Methadone EIA} (55526)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi 917
{CEDIA DAU} (automated curve)
(55566)

Roche Diagnostics Hitachi 917 { DRI
Methadone EIA} (55568)

Sun Biomedical Laboratories SunLine
Methadone (58528)

Sun Biomedical Laboratories
Visualine Il Methadone (58527)
Technicon RA 1000 { DRI Methadone

EIA} (61354)

Technicon RA 2000 { DRI Methadone
EIA} (61355)

Technicon RA-XT {DRI Methadone
EIA} (61353)

Technicon opeRA { DRI Methadone
EIA} (61352)

ANALYTE: Methamphetamines (4004)
Test System, Assay, Examination:

AmeriTek dBest One Step MET Test
(04809)

American BioMedica Rapid Drug
Screen 5-Panel with
Methamphetamine (04864)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen M-AMP |1 (04766)

Applied Biotech SureStep Drug
Screen Multi Test (COC/M-AMP/
MOR/THC) (04771)

Forefront Diagnostics InstaCheck Drug
Screen Metamphetamine (19026)

LifeSign Status-DS MET (37127)

LifeSign Status-DS OPI/MET (37136)

LifeSign Status-DS THC/OPI/COC/
MET (37140)

LifeSign Status-DS THC/OPI/COC/
MET/PCP (37142)

Phamatech QuickScreen One-Step
Methamphetamine (49185)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAS5 (THC/OP/COC/MET-AMP/
PCP) (49166)

Redwood Biotech Redi-Test
Methamphetamine (55628)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Sun Biomedical Laboratories SunLine
Methamphetamine (58532)

Sun Biomedical Laboratories
Visualine Il Methamphetamine
(58493)

Syntron Bioresearch QuikPac Il One
Step Methamphetamine (58480)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Methamphetamine (58481)

TCPI One Step Urine DoA
Methamphetamine (61209)

ANALYTE: Methaqualone (4005)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 914
(55549)

ANALYTE: Methotrexate (4006)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)

ANALYTE: Morphine (4020)

Test System, Assay, Examination:

Applied Biotech SureStep Drug
Screen Morphine 11 (04803)

Applied Biotech SureStep Drug
Screen Multi Test (COC/M-AMP/
MOR/THC) (04771)

Applied Biotech SureStep Drug
Screen Multi Test (THC/COC/MOR/
TCA/BZO) (04833)

Forefront Diagnostics InstaCheck Drug
Screen Morphine (19029)

Roche Diagnostics OnTrak TesTcup
M2K (55605)

Roche Diagnostics OnTrak TesTcup-er
M2K (55603)

Roche Diagnostics OnTrak TesTstik
for Morphine 2000 (M2K) (55604)

Roche OnTrak TesTcup-5 M2K
(55596)

Roche OnTrak TesTstik for Morphine
(55280)

Sun Biomedical Laboratories SunLine
Morphine (58533)

TECO Diagnostics OneStep Morphine
Card Test (61348)

ANALYTE: N-Acetylprocainamide
(NAPA) (4301)

Test System, Assay, Examination:
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Bayer Immuno 1 System (08123)

Beckman Synchron CX 5 CE {DRI
NAPA EIA} (08165)

Beckman Synchron LX { DRI NAPA
EIA} (08169)

Boehringer Mannheim Hitachi 747
{DRI NAPA EIA} (08166)

Boehringer Mannheim Hitachi 911
{DRI NAPA EIA} (08167)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Olympus AU 5000 { DRI NAPA EIA}

(46309)

Olympus AU 5200 { DRI NAPA EIA}
(46308)

Olympus AU 600 {DRI NAPA EIA}
(46307)

Olympus AU 800 { DRI NAPA EIA}
(46306)

Olympus Reply { DRI NAPA EIA}
(46305)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 912
(55624)

Schiapparelli Biosystems ACE {DRI
NAPA EIA} (58572)

ANALYTE: Opiates (4601)

Test System, Assay, Examination:

AmeriTek dBest One Step OPI Test
(04806)

American BioMedica Rapid Drug
Screen (04732)

American BioMedica Rapid Drug
Screen 5-Panel with
Methamphetamine (04864)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

American BioMedica RapidOne-
Opiates Test (04855)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Bionike AQ One Step Opiate
(Morphine) Test (08012)

Biosite ExpressTest 5 Test Panel
(08059)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Intervention Panel for
Drugs of Abuse (08058)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Boehringer Mannheim Hitachi 704

{CEDIA DAU Opiate 2K} (08155)
Boehringer Mannheim Hitachi 717
{CEDIA DAU Opiate 2K} (08156)
Boehringer Mannheim Hitachi 736
{CEDIA DAU Opiate 2K} (08157)
Boehringer Mannheim Hitachi 737
{CEDIA DAU Opiate 2K} (08158)
Boehringer Mannheim Hitachi 747
{CEDIA DAU Opiate 2K} (08159)
Boehringer Mannheim Hitachi 911
{CEDIA DAU Opiate 2K} (08152)
Boehringer Mannheim Hitachi 914
{CEDIA DAU Opiate 2K} (08153)
Boehringer Mannheim Hitachi 917
{CEDIA DAU Opiate 2K} (08154)

Cirrus Diagnostics Immulite (10159)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN PROFILE
(16150)

EDITEK EZ-SCREEN: Opiates (16145)

LifeSign Status-DS OPI (37129)

LifeSign Status-DS OPI/MET (37136)

LifeSign Status-DS THC/OPI/COC
(37138)

LifeSign Status-DS THC/OPI/COC/
AMP (37139)

LifeSign Status-DS THC/OPI/COC/
AMP/PCP (37141)

LifeSign Status-DS THC/OPI/COC/
MET (37140)

LifeSign Status-DS THC/OPI/COC/
MET/PCP (37142)

MEDTOX Diagnostics PROFILE-II
(40307)

MEDTOX Diagnostics VERDICT-II
Opiates (40326)

Microdiagnostics MICRO-STRIP FOR
OPIATE METABOLITES (40299)

Phamatech QuickScreen One-Step
Opiate (49184)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9145)
(49208)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies
Fingerprint DrugScreening Device
(49179)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAGS (THC/OP/COC/MET-AMP/
PCP) (49166)

Roche Diagnostics FRONTLINE
OPIATES (55365)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717

{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Syntron Bioresearch QuikPac Il One
Step Opiates (58486)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Opiates (58485)

Syva 30R {Behring Emit Il Opiates
300/2000} (58459)

ANALYTE: Phencyclidine (PCP) (4901)
Test System, Assay, Examination:

American BioMedica Rapid Drug
Screen (04732)

American BioMedica Rapid Drug
Screen 8 Panel (04829)

American BioMedica Rapid Drug
Screen 8 Panel-Low Volume
(04826)

Applied Biotech SureStep Drug
Screen Multi Test (PCP/BAR/THC/
AMP/COC) (04853)

Applied Biotech SureStep Drug
Screen PCP (04694)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Biosite ExpressTest 5 Test Panel
(08059)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Intervention Panel for
Drugs of Abuse (08058)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

EDITEK EZ-SCREEN PROFILE
(16150)

EDITEK VERDICT PCP (16149)

Forefront Diagnostics InstaCheck Drug
Screen PCP (19035)

LifeSign Status-DS BZO/BAR/PCP
(37137)

LifeSign Status-DS PCP (37133)
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LifeSign Status-DS THC/OPI/COC/
AMP/PCP (37141)

LifeSign Status-DS THC/OPI/COC/
MET/PCP (37142)

MEDTOX Diagnostics PROFILE-II
(40307)

Phamatech QuickScreen One Step
Phencyclidine (49193)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9145)
(49208)

Phamatech QuickScreen Pro Multi
Drug Screening Test (Model 9151)
(49205)

Point of Care Technologies
Fingerprint DrugScreening Device
(49179)

Point of Care Technologies Genie Cup
Integrated Screening Device (49197)

Princeton BioMeditech AccuSign
DOAS5 (THC/OP/COC/MET-AMP/
PCP) (49166)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)
(55408)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (automated curve)
(55483)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (automated curve)
(55520)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche OnTrak TESTCUP (55146)

Roche OnTrak TesTcup-5 M2K
(55596)

Roche OnTrak TesTstik for PCP
(55281)

Sun Biomedical Laboratories SunLine
Phencyclidine (58579)

Sun Biomedical Laboratories
Visualine Il Phencyclidine (58578)

Syntron Bioresearch QuikPac Il One
Step Phencyclidine (58505)

Syntron Bioresearch QuikStrip
DipScan X Multidrug Screening
Device (58576)

Syntron Bioresearch QuikStrip One
Step Phencyclidine (58523)

ANALYTE: Phenobarbital (4902)
Test System, Assay, Examination:

Bayer Immuno 1 System (08123)

Beckman IMMAGE Immunochemistry
System (07816)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lintellect (13487)

Instrumentation Laboratory ILAB 600
(28538)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Phenytoin (4903)
Test System, Assay, Examination:

Bayer Immuno 1 System (08123)

Beckman IMMAGE Immunochemistry
System (07816)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 1l (13486)

Dade Stratus lIintellect (13487)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Cobas Mira { CEDIA}
(automated curve) (55235)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Primidone (4912)

Test System, Assay, Examination:
Dade Behring aca IV (13525)
Dade Behring aca Star (13521)
Dade Stratus (13485)

Dade Stratus lIntellect (13487)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 914
(55549)

Schiapparelli Biosystems ACE (58288)

ANALYTE: Procainamide (4913)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Boehringer Mannheim Hitachi 914
(07546)

Boehringer Mannheim Hitachi 917
(07765)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Roche Cobas Mira { CEDIA}
(automated curve) (55235)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)
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Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Propoxyphene (4917)
Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Beckman Synchron LX System
{CEDIA DAU} (automated curve)
(08077)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (automated curve)
(55374)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (automated curve)

(55549)
Technicon Immuno 1 System (61042)

ANALYTE: Salicylates (5801)
Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System

(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)
Dade Behring aca Star (13521)
Johnson & Johnson Vitros 250
Chemistry System (31068)
Johnson & Johnson Vitros 500
Chemistry System (31069)
Johnson & Johnson Vitros 550
Chemistry System (31070)
Johnson & Johnson Vitros 700
Chemistry System (31071)
Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)
Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Beckman Synchron LX System
(08076)

ChemTrak AccuMeter Theophylline
(10438)

Chiron Diagnostics ACS:Centaur
(10440)

Cirrus Diagnostics Immulite 2000
(10418)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Instrumentation Laboratory ILAB 600
(28538)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC

(55408) Ortho-Clinical Diagnostics Vitros 250 .

Roche Diagnostics Hitachi 736 (46271) Joﬁ,?seorﬂ'?%Eﬁ;ﬁm\,ﬁ)?ggo IRC
(55451) Ortho-Clinical Diagnostics Vitros 500 Chemistry Svst 31073

Roche Diagnostics Hitachi 737 (46272) Johnseorzlz%hr){sso?]mv(itros D2“|
(55464) Ortho-Clinical Diagnostics Vitros 550 Chemistry System (31075)

Roche Diagnostics Hitachi 747 (46273) Ortho-Clinical Diagnostics Vitros 250
(55480) Ortho-Clinical Diagnostics Vitros 700 (46271) g

Roche Diagnostics Hitachi 747 (46274) _Clini i ics Vi
{CEDIA DAU} (automated curve) Ortho-Clinical Diagnostics Vitros 750 Or(Ténz%l)mcal Diagnostics Vitros 500
(55483) XRC (46275) Ortho-Clinical Diagnostics Vitros 550

Roche Diagnostics Hitachi 911 Ortho-Clinical Diagnostics Vitros 950 (46273)
(55512) IRC (46276) Ortho-Clinical Diagnostics Vitros 700

Roche Diagnostics Hitachi 911 Roche Diagnostics Hitachi 704 (46274)
E 5CSESDZ|£ DAU} (automated curve) Régﬁg%ﬁ gnostics Hitachi 717 Or)t(r;zoc-(zligzic;zl)Diagnostics Vitros 750

Ro(%g%é)(;)agnostlcs Hitachi 917 Ro(gt?g%li?a\gnostics Hitachi 736 orltgg-(cﬂrlgggcéa)l Diagnostics Vitros 950

ANALYTE: Quinidine (5202) Reche 5Dli)agnostics Hitachi 737 0?252'%')”'“' Diagnostics Vitros DTII
Test System, Assay, Examination: (55464) Roche Cobas Mira { CEDIA}

Bayer Immuno 1 System (08123) Roche Diagnostics Hitachi 747 (automated curve) (55235)

Beckman Synchron CX 4 (07071) (55480) Roche Diagnostics Hitachi 704

Beckman Synchron CX 5 CE (07491) Roche Diagnostics Hitachi 902 (55367)

Boehringer Mannheim Hitachi 747 (55598) Roche Diagnostics Hitachi 717
(07166) Roche Diagnostics Hitachi 911 (55401)

Boehringer Mannheim Hitachi 911 (55512) Roche Diagnostics Hitachi 736
(07377) Roche Diagnostics Hitachi 912 (55451)

Ciba Corning 550 Express (10038) (55624) Roche Diagnostics Hitachi 747

Dade Behring aca IV (13525) Roche Diagnostics Hitachi 914 (55480)

Dade Behring aca Star (13521) (55549) Roche Diagnostics Hitachi 902

Dade Stratus (13485) Roche Diagnostics Hitachi 917 (55598)

Dade Stratus 11 (13486) (55560) Roche Diagnostics Hitachi 911

Dade Stratus lIntellect (13487) Roche Diagnostics Hitachi Modular (55512)

8:ympus 23 gggg 82223 Analytics (55619) Roche Diagnostics Hitachi 912
ympus . . 55624

Roche Diagnostics Hitachi 704 ANALYTE: Theophylline (6104) Ro(che Di)agnostics Hitachi 914
(55367) Test System, Assay, Examination: (55549)

Roche Diagnostics Hitachi 717 Bayer Immuno 1 System (08123) Roche Diagnostics Hitachi 917
(55401) Beckman ACCESS Immunoassay (55560)

Roche Diagnostics Hitachi 747 System (07914) Roche Diagnostics Hitachi Modular
(55480) Beckman IMMAGE Immunochemistry Analytics (55619)

Roche Diagnostics Hitachi 911 System (07816) .
(55512) Beckman Synchron CX 9 ALX System ANALYTE: Tobramycin (6112)

Roche Diagnostics Hitachi 914 (07932) Test System, Assay, Examination:
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Bayer Immuno 1 System (08123)

Beckman IMMAGE Immunochemistry
System (07816)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS:Centaur
(10440)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Dade Stratus (13485)

Dade Stratus 11 (13486)

Dade Stratus lIntellect (13487)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

ANALYTE: Topiramate (6159)

Test System, Assay, Examination:
Abbott TDX {OXIS Int’l INNOFLUOR
Topiramate} (04737)
Abbott TDX FLx { OXIS Int’l
INNOFLUOR Topiramate} (04738)

ANALYTE: Tricyclic Antidepressants
(6117)

Test System, Assay, Examination:

Applied Biotech SureStep Drug
Screen Multi Test (THC/COC/MOR/
TCA/BZO) (04833)

Applied Biotech SureStep Drug
Screen TCA (04794)

Biosite ExpressTest 7 Test Panel
(08061)

Biosite Triage Panel for Drugs of
Abuse plus Methadone (08060)

Chiron Diagnostics 550 Express { DRI
Tricyclics Serum Tox EIA} (10459)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

LifeSign Status-DS TCA (37134)

Princeton BioMeditech AccuSign
TCA (49198)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747

(55480)

Roche Diagnostics Hitachi 911
(55512)

Schiapparelli Biosystems ACE {DRI
Tricyclics Serum Tox EIA} (58545)

ANALYTE: Valproic Acid (6701)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman IMMAGE Immunochemistry
System (07816)

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 912
(55624)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Roche Diagnostics Hitachi Modular
Analytics (55619)

Schiapparelli Biosystems ACE (58288)

Technicon Immuno 1 System (61042)

ANALYTE: Vancomycin (6703)

Test System, Assay, Examination:
Bayer Immuno 1 System (08123)
Beckman Synchron CX 5 CE {DRI
Vancomycin EIA} (08164)

Beckman Synchron LX {DRI
Vancomycin EIA} (08168)

Boehringer Mannheim Hitachi 747
{DRI Vancomycin EIA} (08162)

Boehringer Mannheim Hitachi 911
{DRI Vancomycin EIA} (08163)

Chiron Diagnostics 550 Express { DRI
Vancomycin EIA} (10462)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Olympus AU 5000 {DRI Vancomycin
EIA} (46300)

Olympus AU 5200 {DRI Vancomycin
EIA} (46301)

Olympus AU 600 { DRI Vancomycin
EIA} (46302)

Olympus AU 800 { DRI Vancomycin
EIA} (46303)

Olympus Reply { DRI Vancomycin
EIA} (46304)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Schiapparelli Biosystems ACE {DRI
Vancomycin EIA} (58571)

Technicon Immuno 1 System (61042)

SPECIALTY/SUBSPECIALTY:
URINALYSIS

ANALYTE: Hemoglobin, Urine (2564)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)
Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (55503)

ANALYTE: Leukocyte Esterase, Urinary
(3757)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)
Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (55503)

ANALYTE: Total Solids (Specific
Gravity) (6125)

Test System, Assay, Examination:

IRIS The Yellow IRIS Model 300
(28518)

IRIS The Yellow IRIS Model 500
(28519)

MISCO Digital Probe Refractometer
(40330)

Roche Diagnostics Hitachi 704 { DRI
Gravity-Detect} (55382)

Roche Diagnostics Hitachi 717
{Chimera UA PERFECT} (55410)

Roche Diagnostics Hitachi 717 { DRI
Gravity-Detect} (55428)

Roche Diagnostics Hitachi 737 { DRI
Gravity-Detect} (55469)

Roche Diagnostics Hitachi 747 { DRI
Gravity-Detect} (55487)

Roche Diagnostics Hitachi 911 { DRI
Gravity-Detect} (55524)

ANALYTE: Urinary Sediment
Microscopic Elements (6405)

Test System, Assay, Examination:

DiaSys R/S 2003 (13553)

IMI MICRO21 {with Urine Sediment
Analysis} (28532)

IRIS The Yellow IRIS Model 300
(28518)

IRIS The Yellow IRIS Model 500
(28519)

ANALYTE: Urine Qualitative Dipstick
Chemistries (6406)

Test System, Assay, Examination:

Bayer Clinitek 500 Urine Chemistry
Analyzer (08147)

IRIS The Yellow IRIS Model 300
(28518)

IRIS The Yellow IRIS Model 500
(28519)

Roche Diagnostics Chemstrip
Criterion Il Urine Analyzer (55602)

Roche Diagnostics Chemstrip
Criterion Urine Analyzer (55345)
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Roche Diagnostics Chemstrip Super
UA (55350)

Roche Diagnostics Chemstrip Urine
Analyzer (55351)

Yeongdong UriScan S-300 (76008)

SPECIALTY/SUBSPECIALTY:
VIROLOGY

ANALYTE: Influenza A/B (2835)

Test System, Assay, Examination:
BioStar AB FLU OIA (08138)
ZymeTx ZstatFlu Test for Influenza

Types A and B Viruses (79053)

ANALYTE: Rotavirus (5509)

Test System, Assay, Examination:
Meridian Diagnostics ImmunoCard
STAT Rotavirus (40283)

COMPLEXITY: HIGH

SPECIALTY/SUBSPECIALTY:
BACTERIOLOGY

ANALYTE: Aerobic &/or Anaerobic
Organisms-unlimited sources (0412)

Test System, Assay, Examination:
Becton Dickinson BBL CRYSTAL GP
ID System (including culture)
(07919)
Becton Dickinson BBL CRYSTAL
Rapid GP ID Sys (including culture)
(07920)

ANALYTE: Aerobic Organisms from
urine specimens only (0468)

Test System, Assay, Examination:
Combact Cellenium-160US (10442)
Sanofi Pasteur UriSelect 3 (organism

ID) (58541)
bioMerieux Vitek CPS ID 2 (non-
confirmatory ID) (07931)

ANALYTE: Campylobacter (1006)

Test System, Assay, Examination:
Alexon-Trend ProSpecT
Campylobacter Microplate Assay
(spectrophotometric) (04814)
Alexon-Trend ProSpecT
Campylobacter Microplate Assay
(visual) (04815)

ANALYTE: Chlamydia (1016)

Test System, Assay, Examination:
Beckman ACCESS Immunoassay
System (07914)
Gen-Probe Amplified Chlamydia
Trachomatis Assay (22186)
Roche COBAS AMPLICOR (55253)

ANALYTE: Clostridium difficile (1022)

Test System, Assay, Examination:

Alexon-Trend ProspecT Il C.difficile
Toxin A (spectrophotometric)
(04683)

Alexon-Trend ProspecT Il C.difficile
Toxin A (visual) (04682)

Becton Dickinson ColorPAC Toxin A
Test (including culture) (08171)

TechLab C. difficle TOX A/B TEST

(spectrophotometric) (61294)
TechLab C. difficle TOX A/B TEST
(visual) (61293)

ANALYTE: Escherichia coli (1604)

Test System, Assay, Examination:
Alexon-Trend ProSpecT Shiga Toxin
E. coli (STEC) Microplate Assay

(spectrophotometric) (04793)
Alexon-Trend ProSpecT Shiga Toxin
E. coli (STEC) Microplate Assay

(visual) (04792)

Murex Wellcolex E. coli 0157 Rapid
Latex (including culture) (40262)

Murex Wellcolex E. coli 0157:H7
Rapid Latex (including culture)
(40268)

Shared Systems Chromalex E. coli
0157 Latex Agglutination Test
System (58510)

ANALYTE: Helicobacter pylori (2512)

Test System, Assay, Examination:
Meridian Diagnostics Premier
Platinum HpSA
(spectrophotometric) (40311)
Meridian Diagnostics Premier
Platinum HpSA (visual) (40310)

ANALYTE: Legionella (3706)

Test System, Assay, Examination:
Scimedx Legionella Test Kit/DFA
(including culture) (58454)

ANALYTE: Staphylococcus (5807)

Test System, Assay, Examination:
Arlington Scientific Staphslide
(including culture) (04698)
Murex Staphaurex Gold (40320)
The Binding Site Staphylococcus

Latex Kit (61391)

ANALYTE: Streptococcus, group A
(5810)

Test System, Assay, Examination:

Abbott Signify Strep A (including
culture) (04736)

Abbott TestPack Plus Strep A with
OBC Il (including culture) (04811)

BioStar Acceava Strep A Test
(including culture) (07925)

The Binding Site Streptococcus
Grouping Reagents (61390)

Trinity Biotech Uni-Gold Strep A
(including culture) (61394)

Wyntek Diagnostics OSOM Strep A
Test (including culture) (70196)

ANALYTE: Streptococcus, group B
(5811)

Test System, Assay, Examination:
The Binding Site Streptococcus
Grouping Reagents (61390)

ANALYTE: Streptococcus, group C
(5812)

Test System, Assay, Examination:
The Binding Site Streptococcus
Grouping Reagents (61390)

ANALYTE: Streptococcus, group D
(5813)

Test System, Assay, Examination:
The Binding Site Streptococcus
Grouping Reagents (61390)

ANALYTE: Streptococcus, group F
(5814)

Test System, Assay, Examination:
The Binding Site Streptococcus
Grouping Reagents (61390)

ANALYTE: Streptococcus, group G
(5815)

Test System, Assay, Examination:
The Binding Site Streptococcus
Grouping Reagents (61390)

SPECIALTY/SUBSPECIALTY:
CYTOLOGY

ANALYTE: Epithelial cells-cervical/
vaginal (Papanicolaou) (1637)

Test System, Assay, Examination:
NEOPATH AutoPap Primary
Screening System (43128)

SPECIALTY/SUBSPECIALTY:
ENDOCRINOLOGY

ANALYTE: 17 alpha-OH Progesterone
(0109)

Test System, Assay, Examination:
Bio-Rad Microplate 17-
Hydroxyprogesterone (08127)
KMI Diagnostics 17-alpha-
Hydroxyprogesteron(e) ELISA
(34101)

ANALYTE: Adrenocorticotropic
Hormone (ACTH) (0458)

Test System, Assay, Examination:
Alfa Scientific Designs ACTH ELISA
(04839)
Sangui BioTech ACTH ELISA (58537)

ANALYTE: Androstenedione (0460)

Test System, Assay, Examination:
KMI Diagnostics Androstenedione
ELISA (34094)

ANALYTE: Calcitonin (1041)

Test System, Assay, Examination:
Alfa Scientific Designs Calcitonin
ELISA (04838)
Sangui BioTech Calcitonin ELISA
(58538)

ANALYTE: Catecholamines, Plasma
(1056)

Test System, Assay, Examination:
Bioanalytical Systems BAS Plasma
Catecholamine Kit (08023)

ANALYTE: Collagen Type I, C-
telopeptides (1131)

Test System, Assay, Examination:
Osteometer Biotech A/S Crosslaps
ELISA (46313)
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ANALYTE: Cortisol, Urine (extraction
procedure) (1095)

Test System, Assay, Examination:
Beckman ACCESS Immunoassay
System (07914)
Chiron Diagnostics ACS:Centaur
(10440)
Ortho-Clinical Diagnostics Vitros ECi
(46279)

ANALYTE: Dehydroepiandrosterone
Sulfate (DHEA-SO4) (1310)

Test System, Assay, Examination:
KMI Diagnostics DHEA-S ELISA
(34102)

ANALYTE: Dopamine (1322)

Test System, Assay, Examination:
KMI Diagnostics TriCat (34109)

ANALYTE: Epinephrine (Adrenalin)
(1638)

Test System, Assay, Examination:
KMI Diagnostics 125 I-Adrenalin (125
I-Epinephrine) RIA (34107)
KMI Diagnostics Adrenalin
(Epinephrine) ELISA (34108)
KMI Diagnostics KatCombi (34106)
KMI Diagnostics TriCat (34109)

ANALYTE: Estradiol (1605)

Test System, Assay, Examination:
Alfa Scientific Designs Estradiol (E2)
EIA (04862)
KMI Diagnostics 17 Beta-Estradiol
ELISA (34104)

ANALYTE: Estriol, Total (1606)

Test System, Assay, Examination:
KMI Diagnostics Estriol RIA (34095)

ANALYTE: Estriol, unconjugated (1607)

Test System, Assay, Examination:
KMI Diagnostics Estriol unconjugated
(UE3) ELISA (34099)

ANALYTE: Estrone Sulfate (1633)

Test System, Assay, Examination:
Diagnostic Systems DSL-5400
Estrone-Sulfate RIA (13461)

ANALYTE: Follicle Stimulating
Hormone (FSH) (1908)

Test System, Assay, Examination:

Alfa Scientific Designs Follicle
Stimulating Hormone (FSH) EIA
(04844)

Monobind Follicle Stimulating
Hormone (FSH) ELISA (40284)

Seal.ite Sciences AquaLite FSH
(computer calculations) (58437)

ANALYTE: HCG, Beta, Serum,
Quantitative (2502)

Test System, Assay, Examination:
Applied Biotech hCGColor hCG Test
(04824)

ANALYTE: HCG, Total, Serum,
Quantitative (2555)

Test System, Assay, Examination:

BioCheck hCG EIA (08209)

ANALYTE: HCG, Urine, Quantitative
(2534)

Test System, Assay, Examination:
Applied Biotech hCGColor hCG Test
(04824)

ANALYTE: Human Growth Hormone
(GH) (2547)

Test System, Assay, Examination:

Alfa Scientific Designs Human
Growth Hormone (HGH) EIA
(04859)

Diagnostic Systems DSL—1900
ACTIVE Human Growth Hormone
IRMA (13460)

KMI Diagnostics hGH ELISA (34098)

KMI Diagnostics hGH-IRMA (34097)

SealL.ite Sciences Aqualite hGH
(computer calculations) (58463)

ANALYTE: Insulin-like Growth Factor-1
(IGF-1) (2818)

Test System, Assay, Examination:
Diagnostic Systems DSL—10-2800
ACTIVE Non-Extraction IGF-1
(13465)

ANALYTE: Luteinizing Hormone (LH)
(3713)

Test System, Assay, Examination:
Alfa Scientific Designs Luteinizing
Hormone (LH) EIA (04861)
KMI Diagnostics LH ELISA (34096)
Seal.ite Sciences Aqualite LH
(computer calculations) (58439)

ANALYTE: Metanephrines (4025)

Test System, Assay, Examination:
KMI Diagnostics 125 I-METCOMBI
RIA (34111)

ANALYTE: Norepinephrine
(Noradrenalin) (4323)

Test System, Assay, Examination:
KMI Diagnostics 125 I-Noradrenalin
(125 I-Norepinephrine) RIA (34110)
KMI Diagnostics KatCombi (34106)
KMI Diagnostics Noradrenalin
(Norepinephrine) ELISA (34112)
KMI Diagnostics TriCat (34109)

ANALYTE: Parathyroid Hormone—
Intact (4924)

Test System, Assay, Examination:

Alfa Scientific Designs Intact-PTH
(Parathyroid Hormone) ELISA
(04860)

Seal.ite Sciences AqualLite Intact PTH
(58446)

ANALYTE: Progesterone (4914)

Test System, Assay, Examination:
Alfa Scientific Designs Microwell
Progesterone EIA (04865)
KMI Diagnostics Progesterone ELISA
(34103)

ANALYTE: Prolactin (4915)
Test System, Assay, Examination:

Alfa Scientific Designs Prolactin
Hormone (PRL) ELISA (04867)
Monobind Prolactin Hormone (PRL)

Microplate ELISA (40288)
Seal.ite Sciences AquaLite Prolactin
(computer calculations) (58438)

ANALYTE: Serotonin (5820)

Test System, Assay, Examination:
KMI Diagnostics Serotonin ELISA
(34113)

ANALYTE: T Uptake (TU) (6156)

Test System, Assay, Examination:
Alfa Scientific Designs T-Uptake
Microplate EIA (04837)

ANALYTE: Testosterone (6102)

Test System, Assay, Examination:

Alfa Scientific Designs Microwell
Testosterone EIA (04863)

BioChem Immunosystems Biodata
Testosterone MAIA (07829)

Diagnostic Systems DSL-10-4000
ACTIVE Testosterone EIA (13462)

KMI Diagnostics Testosterone ELISA
(34105)

ANALYTE: Thyroid Stimulating
Hormone (TSH) (6106)

Test System, Assay, Examination:

Alfa Scientific Designs Thyrotropin
(TSH) Coated Tube IRMA (04866)

Alfa Scientific Designs Thyrotropin
(TSH) ELISA (04868)

Biomerica TSH Microwell ELISA
(07840)

Monobind Thyrotropin (TSH) ELISA
(40289)

TECO Diagnostics TSH EIA Set (Bead
Assay) (61426)

ANALYTE: Thyroxine (T4) (6109)

Test System, Assay, Examination:

Alfa Scientific Designs Thyroxine (T4)
Coated Tube RIA (04858)

Alfa Scientific Designs Total
Thyroxine (T4) Direct ELISA
(04843)

Diagnostic Systems DSL-10-3200
ACTIVE Thyroxine (T4) EIA
(13463)

Monobind Total Thyroxine (T4)
Microplate EIA (40286)

TECO Diagnostics T4 EIA Set (Bead
Assay) (61428)

ANALYTE: Thyroxine (T4), Neonatal
(6123)

Test System, Assay, Examination:
Isolab Fluoroscan Il Neonatal
Chemistry System (28367)
Neometrics Accuwell T4 EIA (43127)

ANALYTE: Thyroxine, Free (FT4) (6111)

Test System, Assay, Examination:
Biomerica Free T4 Microwell EIA
(08148)
Biostride Free T4 EIA (08118)
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Seal.ite Sciences Aqualite Free T4
(computer calculations) (58489)

SealL.ite Sciences Aqual.ite Free T4
(manual curve) (58490)

ANALYTE: Triiodothyronine (T3) (6119)

Test System, Assay, Examination:

Alfa Scientific Designs Total
Triiodothyronine (T3) Direct ELISA
(04841)

Alfa Scientific Designs
Triiodothyronine (T3) Coated Tube
RIA (04845)

Biotecx OptiCoat T3 (08161)

Diagnostic Systems DSL—-10-3200
ACTIVE Triiodothyronine EIA
(13464)

Monobind Total Triiodothyronine
(T3) Microplate EIA (40285)

TECO Diagnostics T3 EIA Set (Bead
Assay) (61427)

ANALYTE: Triiodothyronine Uptake (T-
Uptake) (TU) (6120)

Test System, Assay, Examination:
Monobind T-Uptake Microplate EIA
(40306)

SPECIALTY/SUBSPECIALTY: General
Chemistry

ANALYTE: Acid Phosphatase (0407)

Test System, Assay, Examination:
TECO Diagnostics Acid Phosphatase
Reagent Set (manual) (61395)
TECO Diagnostics TC 84 (61377)

ANALYTE: Alanine Aminotransferase
(ALT) (SGPT) (0404)

Test System, Assay, Examination:
TECO Diagnostics Alanine
Aminotransferase (ALT) Reagent
Set (manual) (61398)
TECO Diagnostics TC 84 (61377)

ANALYTE: Albumin (0414)

Test System, Assay, Examination:
TECO Diagnostics Albumin Reagent
Set (manual) (61396)
TECO Diagnostics TC 84 (61377)

ANALYTE: Alkaline Phosphatase (ALP)
(0416)

Test System, Assay, Examination:
TECO Diagnostics Alkaline
Phosphatase Reagent Set (manual)
(61397)
TECO Diagnostics TC 84 (61377)

ANALYTE: Alkaline Phosphatase Bone
Specific (BAP) (0518)

Test System, Assay, Examination:
Hybritech Tandem-MP Ostase
(automated curve) (25281)
Hybritech Tandem-MP Ostase
(manual curve) (25280)

ANALYTE: Alpha-Fetoprotein—
Amniotic Fluid (0484)

Test System, Assay, Examination:

Chiron Diagnostics ACS 180 (10375)

Chiron Diagnostics ACS 180 Plus
(10376)

Chiron Diagnostics ACS:Centaur
(10440)

ANALYTE: Alpha-Fetoprotein—
Maternal Serum (0423)

Test System, Assay, Examination:
Chiron Diagnostics ACS 180 (10375)
Chiron Diagnostics ACS 180 Plus

(10376)
Chiron Diagnostics ACS:Centaur
(10440)

ANALYTE: Ammonia, Plasma/Serum
(0427)

Test System, Assay, Examination:
Roche Diagnostics Ammonia (manual)
(55332)
TECO Diagnostics Ammonia Reagent
Set (manual) (61399)

ANALYTE: Amylase (0429)

Test System, Assay, Examination:
TECO Diagnostics TC 84 (61377)

ANALYTE: Aspartate Aminotransferase
(AST) (SGOT) (0405)

Test System, Assay, Examination:

TECO Diagnostics AST (SGOT)

Reagent Set (manual) (61400)
TECO Diagnostics TC 84 (61377)

ANALYTE: Bile Acids (0747)

Test System, Assay, Examination:
Marukin Shoyu UBAS Assay (manual)
(40329)
TECO Diagnostics Bile Acids Reagent
Set (manual) (61289)

ANALYTE: Bilirubin, Direct (0704)

Test System, Assay, Examination:
Synermed Direct Bilirubin (manual)
(58443)
TECO Diagnostics Direct Bilirubin
Reagent Set (manual) (61401)
TECO Diagnostics TC 84 (61377)

ANALYTE: Bilirubin, Total (0706)

Test System, Assay, Examination:
TECO Diagnostics TC 84 (61377)
TECO Diagnostics Total Bilirubin

Reagent Set (manual) (61402)

ANALYTE: C-Peptide (1040)

Test System, Assay, Examination:
KMI Diagnostics C-Peptid(e) ELISA
(34100)

ANALYTE: Calcium, Total (1005)

Test System, Assay, Examination:
TECO Diagnostics Calcium Reagent
Set (manual) (61404)
TECO Diagnostics TC 84 (61377)

ANALYTE: Cancer Antigen 27.29 (CA
27.29) (1132)

Test System, Assay, Examination:
BIOMIRA Diagnostics TRUQUANT

BR RIA (08025)

ANALYTE: Carbon Dioxide, Total (CO2)
(1003)

Test System, Assay, Examination:
TECO Diagnostics TC 84 (61377)

ANALYTE: Chloride (1018)

Test System, Assay, Examination:
TECO Diagnostics Chloride Reagent
Set (manual) (61405)
TECO Diagnostics TC 84 (61377)

ANALYTE: Cholesterol (1020)

Test System, Assay, Examination:
TECO Diagnostics Cholesterol Reagent
Set (manual) (61406)
TECO Diagnostics TC 84 (61377)

ANALYTE: Cholinesterase (1021)

Test System, Assay, Examination:
TECO Diagnostics Cholinesterase
(PTC) Reagent Set (manual) (61407)

ANALYTE: Chromosome 12 (1146)

Test System, Assay, Examination:
Vysis CEP 12 SpectrumOrange DNA
Probe Kit for FISH (67105)

ANALYTE: Chromosome 13 (1140)

Test System, Assay, Examination:
Vysis AneuVysion Multicolor DNA
Probe (CEP18/X/Y,LSI 13/21)
(67103)

ANALYTE: Chromosome 18 (1141)

Test System, Assay, Examination:
Vysis AneuVysion Multicolor DNA
Probe (CEP18/X/Y,LSI 13/21)
(67103)

ANALYTE: Chromosome 21 (1142)

Test System, Assay, Examination:
Vysis AneuVysion Multicolor DNA
Probe (CEP18/X/Y,LSI 13/21)
(67103)

ANALYTE: Chromosome 8 (1145)

Test System, Assay, Examination:
Vysis CEP 8 SpectrumOrange DNA
Probe Kit for FISH (67104)

ANALYTE: Chromosome X (1143)

Test System, Assay, Examination:
Vysis AneuVysion Multicolor DNA
Probe (CEP18/X/Y,LSI 13/21)
(67103)
Vysis CEP X SpectrumOrange/Y
SpectrumGreen DNA Probe Kit for
FISH (67106)

ANALYTE: Chromosome Y (1144)

Test System, Assay, Examination:
Vysis AneuVysion Multicolor DNA
Probe (CEP18/X/Y,LSI 13/21)
(67103)
Vysis CEP X SpectrumOrange/Y
SpectrumGreen DNA Probe Kit for
FISH (67106)

ANALYTE: Creatine Kinase (CK) (1034)
Test System, Assay, Examination:
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TECO Diagnostics Creatine Kinase
(CK) Reagent Set (manual) (61408)
TECO Diagnostics TC 84 (61377)

ANALYTE: Creatine Kinase MB Fraction
(CKMB) (1002)

Test System, Assay, Examination:
TECO Diagnostics Creatine Kinase-
MB (CK-MB) Reagent Set (manual)
(61409)

ANALYTE: Creatinine (1035)

Test System, Assay, Examination:
TECO Diagnostics Creatinine Reagent
Set (manual) (61410)
TECO Diagnostics TC 84 (61377)

ANALYTE: Ferritin (1902)

Test System, Assay, Examination:
SealL.ite Sciences Aqual.ite Ferritin
(computer calculations) (58451)

ANALYTE: Folate, Red Blood Cell (RBC
Folate) (1930)

Test System, Assay, Examination:
Abbott AXSYM (04532)
Bayer Immuno 1 System (manual
calculations) (08120)
Ortho-Clinical Diagnostics Vitros ECi
(46279)

ANALYTE: Galactose, Total (2223)

Test System, Assay, Examination:
Astoria-Pacific APl 300 SPOTCHECK
System (04696)
Astoria-Pacific SPOTCHECK Analyzer
(04781)
Quantase Phe/Gal (Newborn)
Screening Assay (52111)

ANALYTE: Galactose-1-Phosphate
Uridyl Transferase (2215)

Test System, Assay, Examination:
Astoria-Pacific APl 300 SPOTCHECK
System (04696)
Astoria-Pacific SPOTCHECK Analyzer
(04781)
Bio-Rad Microplate Neonatal GALT
(08190)

ANALYTE: Gamma Glutamyl
Transferase (GGT) (2201)

Test System, Assay, Examination:
TECO Diagnostics Gamma Glutamyl
Transferase (GGT) Reagent Set
(manual) (61411)
TECO Diagnostics TC 84 (61377)

ANALYTE: Glucose (2203)

Test System, Assay, Examination:
TECO Diagnostics Glucose Reagent
Set (manual) (61412)
TECO Diagnostics TC 84 (61377)

ANALYTE: Glucose-6-Phosphate
Dehydrogenase (G-6-PDH) (2208)

Test System, Assay, Examination:
Astoria-Pacific SPOTCHECK Analyzer
(04781)

ANALYTE: Glycated LDL (2229)

Test System, Assay, Examination:
Exocell GLYCACOR ELISA (16191)

ANALYTE: Glycosylated Hemoglobin
(Hgb A1C) (2204)

Test System, Assay, Examination:
Sebia HYDRASYS {Hydragel 15 Hb
Alc} (58428)

ANALYTE: HDL Cholesterol (2550)

Test System, Assay, Examination:

Beckman Synchron CX 9 ALX System
(07932)

Beckman Synchron LX System
(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Olympus AU 1000 (46230)

Olympus AU 600 (46229)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

Sebia HYDRASYS {Hydragel (7,15/
30) CHOL-HDL} (58457)

Sebia Hydragel CHOL-HDL (manual)
(58456)

TECO Diagnostics HDL-Cholesterol
Reagent Set (manual) (61429)

TECO Diagnostics TC 84 (61377)

ANALYTE: HER-2/neu Gene (2572)

Test System, Assay, Examination:
Oncor INFORM HER-2/neu Gene
Detection System (46285)

ANALYTE: Homocysteine (2574)

Test System, Assay, Examination:
Axis Homocysteine EIA (04828)

ANALYTE: Iron (2814)

Test System, Assay, Examination:
TECO Diagnostics Iron/TIBC Reagent
Set (manual) (61423)

ANALYTE: Iron Binding Capacity (post
saturation/separation) (2815)

Test System, Assay, Examination:
Abbott ALCYON 300/300i Analyzer
(04797)
Abbott Aeroset (04798)
Beckman Synchron CX 9 ALX System
(07932)
Beckman Synchron LX System

(08076)

Dade Behring Dimension AR (13517)

Dade Behring Dimension RxL (13519)

Dade Behring aca IV (13525)

Dade Behring aca Star (13521)

Johnson & Johnson Vitros 250
Chemistry System (31068)

Johnson & Johnson Vitros 500
Chemistry System (31069)

Johnson & Johnson Vitros 550
Chemistry System (31070)

Johnson & Johnson Vitros 700
Chemistry System (31071)

Johnson & Johnson Vitros 750 XRC
Chemistry System (31072)

Johnson & Johnson Vitros 950 IRC
Chemistry System (31073)

Ortho-Clinical Diagnostics Vitros 250
(46271)

Ortho-Clinical Diagnostics Vitros 500
(46272)

Ortho-Clinical Diagnostics Vitros 550
(46273)

Ortho-Clinical Diagnostics Vitros 700
(46274)

Ortho-Clinical Diagnostics Vitros 750
XRC (46275)

Ortho-Clinical Diagnostics Vitros 950
IRC (46276)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

Roche Diagnostics Hitachi 736
(55451)

Roche Diagnostics Hitachi 737
(55464)

Roche Diagnostics Hitachi 747
(55480)

Roche Diagnostics Hitachi 902
(55598)

Roche Diagnostics Hitachi 911
(55512)

Roche Diagnostics Hitachi 914
(55549)

Roche Diagnostics Hitachi 917
(55560)

ANALYTE: Iron Binding Capacity,
Unsat. (UIBC) no pretreat. (2823)

Test System, Assay, Examination:
TECO Diagnostics Iron/TIBC Reagent
Set (manual) (61423)

ANALYTE: LDL Cholesterol (3748)

Test System, Assay, Examination:

Abbott Bichromatic ABA 100 {DMA
One Shots} (04757)

Abbott Bichromatic ABA 100 {RDI
LDL Precipitating Reagent} (04752)

Abbott Bichromatic ABA 100 {RDI
LipiDirect Magnetic LDL} (04758)

Abbott VP { DMA One Shots} (manual
calculations) (04755)

Abbott VP {RDI Precipitating
Reagent} (manual calculations)
(04753)

Abbott VP {RDI Unitized LipiDirect
Magnetic LDL} (manual
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calculations) (04762)

Coulter Optichem { DMA One Shots}
(manual calculations) (10419)

Coulter Optichem {RDI Precipitating
Reagent} (manual calculations)
(10416)

Coulter Optichem {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (10422)

Dade Dimension {DMA One Shots}
(manual calculations) (13470)

Dade Dimension {RDI Precipitating
Reagent} (manual calculations)
(13468)

Dade Dimension {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (13472)

EM Diagnostic Systems EPOS { DMA
One Shots} (manual calculations)
(16170)

EM Diagnostic Systems EPOS {RDI
Precipitating Reagent} (manual
calculations) (16162)

EM Diagnostic Systems EPOS {RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (16178)

Electronucleonics Gemini {DMA One
Shots} (manual calculations)
(16164)

Electronucleonics Gemini {RDI
Precipitating Reagent} (manual
calculations) (16156)

Electronucleonics Gemini {RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (16172)

Electronucleonics Gemprofiler {DMA
One Shots} (manual calculations)
(16166)

Electronucleonics Gemprofiler {RDI
Precipitating Reagent} (manual
calculations) (16158)

Electronucleonics Gemprofiler {RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (16174)

Electronucleonics Gemstar {DMA One
Shots} (manual calculations)
(16168)

Electronucleonics Gemstar { RDI
Precipitating Reagent} (manual
calculations) (16160)

Electronucleonics Gemstar { RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (16176)

Instrumentation Laboratory IL Gen.21
{RDI Unitized LipiDirect Magnetic
LDL} (manual calculations) (28506)

Instrumentation Laboratory IL Genesis
21 {DMA One Shots} (manual
calculations) (28502)

Instrumentation Laboratory IL Genesis
21 {RDI Precipitating Reagent}
(manual calculations) (28497)

Instrumentation Laboratory IL
Monarch {DMA One Shots}
(manual calculations) (28500)

Instrumentation Laboratory IL
Monarch {RDI Precipitating
Reagent} (manual calculations)
(28495)

Instrumentation Laboratory IL
Monarch {RDI Unitized LipiDirect
Magnetic LDL} (manual
calculations) (28504)

Johnson & Johnson Vitros { DMA One
Shots} (manual calculations)
(31079)

Johnson & Johnson Vitros {RDI
Precipitating Reagent} (manual
calculations) (31077)

Johnson & Johnson Vitros {RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (31081)

Olympus Demand { DMA One Shots}
(manual calculations) (46257)

Olympus Demand {RDI Precipitating
Reagent} (manual calculations)
(46253)

Olympus Demand {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (46263)

Olympus Reply { DMA One Shots}
(manual calculations) (46259)

Olympus Reply {RDI Precipitating
Reagent} (manual calculations)
(46255)

Olympus Reply {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (46265)

Ortho-Clinical Diagnostics Vitros
{DMA One Shots} (manual
calculations) (46281)

Ortho-Clinical Diagnostics Vitros
{RDI Precipitating Reagent}
(manual calculations) (46270)

Ortho-Clinical Diagnostics Vitros
{RDI Unitized LipiDirect Magnetic
LDL} (manual calculations) (46283)

RDI LDL Cholesterol Precipitating
Reagent (manual) (55261)

RDI LipiDirect Magnetic LDL
(manual) (55271)

Roche Cobas Bio { DMA One Shots}
(manual calculations) (55267)

Roche Cobas Bio {RDI Precipitating
Reagent} (manual calculations)
(55263)

Roche Cobas Bio {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (55273)

Roche Cobas FARA { DMA One Shots}
(manual calculations) (55269)

Roche Cobas FARA {RDI Precipitating
Reagent} (manual calculations)
(55265)

Roche Cobas FARA {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (55275)

Schiapparelli Biosystems ACE {DMA
One Shots} (manual calculations)
(58476)

Schiapparelli Biosystems ACE {RDI
Precipitating Reagent} (manual
calculations) (58474)

Schiapparelli Biosystems ACE {RDI
Unitized LipiDirect Magnetic LDL}
(manual calculations) (58478)

Technicon Assist {DMA One Shots}
(manual calculations) (61328)

Technicon Assist { RDI Precipitating
Reagent} (manual calculations)
(61314)

Technicon Assist {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61342)

Technicon RA 100 {DMA One Shots}
(manual calculations) (61326)

Technicon RA 100 {RDI Precipitating
Reagent} (manual calculations)
(61312)

Technicon RA 100 {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61340)

Technicon RA 1000 {DMA One
Shots} (manual calculations)
(61322)

Technicon RA 1000 {RDI
Precipitating Reagent} (manual
calculations) (61308)

Technicon RA 1000 {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61336)

Technicon RA 2000 {DMA One
Shots} (manual calculations)
(61318)

Technicon RA 2000 {RDI
Precipitating Reagent} (manual
calculations) (61304)

Technicon RA 2000 {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61332)

Technicon RA 500 { DMA One Shots}
(manual calculations) (61324)

Technicon RA 500 {RDI Precipitating
Reagent} (manual calculations)
(61310)

Technicon RA 500 {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61338)

Technicon RA XT {DMA One Shots}
(manual calculations) (61320)

Technicon RA XT {RDI Precipitating
Reagent} (manual calculations)
(61306)

Technicon RA XT {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61334)

Technicon opeRA {DMA One Shots}
(manual calculations) (61316)

Technicon opeRA {RDI Precipitating
Reagent} (manual calculations)
(61302)

Technicon opeRA {RDI Unitized
LipiDirect Magnetic LDL} (manual
calculations) (61330)

ANALYTE: Lactate Dehydrogenase
(LDH) (3701)

Test System, Assay, Examination:
TECO Diagnostics LDH-L Reagent Set
(manual) (61415)
TECO Diagnostics TC 84 (61377)

ANALYTE: Lactate Dehydrogenase
Isoenzymes (3721)

Test System, Assay, Examination:
Sebia HYDRASYS {Hydragel 15 ISO-
LDH} (58436)
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Sebia Hydragel ISO-LDH (manual)
(58435)

ANALYTE: Lipase (3711)

Test System, Assay, Examination:
TECO Diagnostics Lipase Reagent Set
(manual) (61416)

ANALYTE: Lipoprotein Fractions (3720)

Test System, Assay, Examination:
Helena Laboratories REP 3 Auto-Flur
Cholesterol-30 (25273)
Helena Laboratories REP/REP 3 Flur
Cholesterol-60 (25272)

ANALYTE: Lipoprotein(a) (Lp(a)) (3755)

Test System, Assay, Examination:
Perimmune Apo-Tek Lp(a) ELISA
(49174)
Strategic Diagnostics MACRA Lp(a)
ELISA (58515)

ANALYTE: Magnesium (4002)

Test System, Assay, Examination:
TECO Diagnostics Magnesium
Reagent Set (manual) (61417)
TECO Diagnostics TC 84 (61377)

ANALYTE: Microalbumin (4019)

Test System, Assay, Examination:
ALPCO ORGenTec Micro-Albumin
EIA (04731)
RAIChem Microalbumin Reagent
(manual) (55248)

ANALYTE: Microprotein, CSF (4026)

Test System, Assay, Examination:
TECO Diagnostics CSF/Urine Total
Protein (manual) (61280)

ANALYTE: Microprotein, Urine (4027)

Test System, Assay, Examination:
TECO Diagnostics CSF/Urine Total
Protein (manual) (61280)

ANALYTE: Nuclear Matrix Protein 22
(NMP22) (4322)

Test System, Assay, Examination:
Matritech NMP22 Test (auto
calculations) (40305)
Matritech NMP22 Test (manual
calculations) (40303)

ANALYTE: Oxalate (4605)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 704
(55367)
Roche Diagnostics Hitachi 717
(55401)
Roche Diagnostics Hitachi 736
(55451)

ANALYTE: Phenylalanine (4942)

Test System, Assay, Examination:
Astoria-Pacific API 300 SPOTCHECK
System (04696)
Astoria-Pacific SPOTCHECK Analyzer
(04781)
Neometrics Accuwell Phenylalanine
Assay (43126)

Quantase Phe/Gal (Newborn) TECO Diagnostics Sodium Reagent
Screening Assay (52111) Set (manual) (61419)

ANALYTE: Phosphorus (4906) TECO Diagnostics TC 84 (61377)
Test System, Assay, Examination: ANALYTE: Thyroglobulin (6124)

TECO Diagnostics Inorganic Test System, Assay, Examination:
Phosphorus Reagent Set (manual) ALPCO ORGenTec Thyroglobulin
(61414) ) ELISA (04773)

TECO Diagnostics TC 84 (61377) ANALYTE: Transferrin Receptor (TfR)

ANALYTE: Porphobilinogen (4939) (6158)
Test System, Assay, Examination: Test System, Assay, Examination:

Trace America Porphobilinogen (PBG) R & D Systems Quantikine IVD human
Test Kit (61276) STfR ELISA (55246)

Ramco Laboratories Human

ANALYTE: Potassium (4910) Transferrin Receptor (TfR) (55585)

Test System, Assay, Examination:

Roche Diagnostics LyteTek Flame ANALYTE: Triglyceride (6118)
Photometer (55577) Test System, Assay, Examination:
TECO Diagnostics Potassium Reagent TECO Diagnostics TC 84 (61377)
Set (manual) (61418) TECO Diagnostics Triglyceride
TECO Diagnostics TC 84 (61377) Reagent Set (manual) (61421)
ANALYTE: Prealbumin (4911) ANALYTE: Tyrosine (6143)
Test System, Assay, Examination: Test System, Assay, Examination:
RAIChem Prealbumin SPIA (55284) Astoria-Pacific APl 300 SPOTCHECK
ANALYTE: Prostatic Acid Phosphatase System (04696)
statl : P S Astoria-Pacific SPOTCHECK Analyzer
(PAP) (4918) (04781)

Test System, Assay, Examination:
United Biotech UBI MAGIWEL ELISA ANALYTE: Urea (BUN) (6403)

for PAP (64049) Test System, Assay, Examination:

Wano-Tech WANO-ASSAY IIA PAP TECO Diagnostics TC 84 (61377)

(manual) (70199) TECO Diagnostics Urea Nitrogen
ANALYTE: Protein Fractions (4920) (BUN) Reagent Set (manual) (61403)
Test System, Assay, Examination: ANALYTE: Uric Acid (6404)

Bio-Rad BioFocus Capillary ) Test System, Assay, Examination:
Electrophoresis (with reanalysis) TECO Diagnostics TC 84 (61377)
(07934) ) TECO Diagnostics Uric Acid Reagent

Helena Laboratories REP 3 Flur SPE- Set (manual) (61422)

60 (25274) .

Helena Laboratories REP SPE Vis SPECIALTY/SUBSPECIALTY:
(25286) GENERAL IMMUNOLOGY

Helena Laboratories SPIFE SPE Vis-60 ANALYTE: Anti-B2 Glycoprotein |
(25287) (apolipoprotein H) (B2 GPI) (0529)

Sebia HYDRASYS {Hydragel 7/15/30 S
B1-B2} (58512) Test System, Assay, Examination:

The Binding Site Serum Protein INOVA Diagnostics QUANTA Lite B2

Electropheresis (SPE) Kit (61389 GPI IgA (28493) .
The Bind?ng Site lflrine)Protgin ) INOVA Diagnostics QUANTA Lite B2

Electropheresis (UPE) Kit (61392) GPI 1gG (28484) .
INOVA Diagnostics QUANTA Lite B2

ANALYTE: Protein, Total (4921) GPI IgM (28494)

Test System, Assay, Examination: INOVA Diagnostics QUANTA Lite B2
TECO Diagnostics TC 84 (61377) GPI Screen (28524) )
TECO Diagnostics Total Protein Shield Diagnostics DIASTAT Anti-

Reagent Set (manual) (61420) Beta 2 Glycoprotein 1 IgG
. - . (qualitative) (58542)

ANALYTE: Retinol binding protein Shield Diagnostics DIASTAT Anti-

(RBP) (5507) Beta 2 Glycoprotein 1 1gG (semi-

Test System, Assay, Examination: gquantitative) (58543)

The Binding Site Human Retinol TheraTest Laboratories EL-B2GP1
Binding Protein NANORID for (IgM, 1gG, IgA) (61346)
Urine (61292) TheraTest Laboratories EL-B2GP1scr

ANALYTE: Sodium (5805) (61345)

Test System, Assay, Examination: ANALYTE: Anti-Cardiolipin Antibodies
Roche Diagnostics LyteTek Flame (0434)

Photometer (55577) Test System, Assay, Examination:
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ALPCO ORGenTec Anti-Cardiolipin
(lgG/1gM/IgA) ELISA (screen)
(04688)

ALPCO ORGenTec Anti-Cardiolipin
(1gG/1gM/IgA) ELISA (semi-
guantitative) (04689)

Arlington Scientific Cardiolipin
ELISA (04706)

GenBio ImmunoWELL Cardiolipin Ab
(IgG) Test (22208)

GenBio ImmunoWELL Cardiolipin Ab
(IgM) Test (22207)

Hemagen antiCardiolipin Screen Kit
(25276)

IMMCO Diagnostics ImmuLisa Anti-
Cardiolipin Ab (ACA) Screen
(28515)

The Binding Site BINDAZYME
Anticardiolipin IgA EIA (61384)

The Binding Site BINDAZYME
Anticardiolipin IgG EIA (61383)

The Binding Site BINDAZYME
Anticardiolipin IgGAM Screen EIA
(61381)

The Binding Site BINDAZYME
Anticardiolipin IgM EIA (61382)

Zeus Scientific Cardiolipin IgA ELISA
(79060)

Zeus Scientific Cardiolipin 1gG ELISA
(79062)

Zeus Scientific Cardiolipin 1gG/IgM
ELISA (79063)

Zeus Scientific Cardiolipin IgM
ELISA (79061)

ANALYTE: Anti-Chromatin Antibodies
(0542)

Test System, Assay, Examination:
INOVA Diagnostics QUANTA Lite
Chromatin ELISA (28537)

ANALYTE: Anti-DNA Antibodies (0435)

Test System, Assay, Examination:

Arlington Scientific dsDNA ELISA
(04707)

Cogent Diagnostics AUTOSTAT II
Anti-dsDNA 1gG (quantitative)
(10320)

Cogent Diagnostics AUTOSTAT II
Anti-dsDNA IgG (semi-quantitative)
(10321)

Diamedix Immunosimplicity (Is)-
dsDNA (manual) (13534)

GenBio ImmunoWELL dsDNA Ab
Test (22213)

Hemagen DNA Kit (EIA method)
(25265)

IMI MICRO21 {Immuno Concepts
Colorzyme nDNA} (28477)

Quest International SeraQuest Anti-
dsDNA (manual/qualitative)
(52077)

Quest International SeraQuest Anti-
dsDNA (manual/semi-quantitative)
(52078)

Quest International SeraQuest Anti-
dsDNA {Hyperion HyPrep Plus}
(manual calculations) (52080)

ANALYTE: Anti-ENA Antibodies (0507)
Test System, Assay, Examination:

Cogent Diagnostics Autostat Il Anti-
ENA-6 Screen (IgG) ELISA

(SS-A/Ro0,SS-B/La,Sm,Sm/RNP,Jo-
1,Scl-70) (10478)

Diamedix Immunosimplicity (Is)-
ENA-6 (Sm,Sm/RNP,SSA,SSB,Scl-
70,Jo-1) (manual) (13506)

TheraTest Laboratories EL-ANA
PROFILES: EL-ENA/4 (Sm, RNP,
SS-A, SS-B) (61376)

TheraTest Laboratories EL-ANA
PROFILES: EL-ENA/5 (Sm, RNP,
SS-A, SS-B, Scl-70) (61375)

Wampole ENA EIA
(Sm,RNP,Ro,La,Scl-70,Jo-1) (70226)

ANALYTE: Anti-Endomysial Antibodies
(EMA) (0497)

Test System, Assay, Examination:

INOVA Diagnostics NOVA Lite
Endomysial Antibody (28527)

INOVA Diagnostics QUANTA Lite
tTG (tissue transglutaminase) ELISA
(28533)

The Binding Site Monkey Oesophagus
IFA (61358)

ANALYTE: Anti-Gliadin Antibodies
(0528)

Test System, Assay, Examination:

Genesis Diagnostics Anti-Gliadin
Antibodies (AGA) ELISA
(qualitative) (22258)

Genesis Diagnostics Anti-Gliadin
Antibodies (AGA) ELISA (semi-
quantitative) (22257)

IMMCO Diagnostics ImmulLisa Anti-
Gliadin Ab (AGA) (qualitative)
(28513)

IMMCO Diagnostics ImmulLisa Anti-
Gliadin Ab (AGA) (semi-
quantitative) (28514)

INOVA Diagnostics QUANTA Lite
IgA Gliadin ELISA (28482)

INOVA Diagnostics QUANTA Lite IgG
Gliadin ELISA (28481)

The Binding Site BINDAZYME
Antigliadin IgA (61360)

The Binding Site BINDAZYME
Antigliadin 1gG (61359)

The Binding Site BINDAZYME
Antigliadin 1gG/IgA Combi (61361)

ANALYTE: Anti-Gliadin/Tissue
Transglutaminase (tTG) (0544)

Test System, Assay, Examination:
INOVA Diagnostics QUANTA Lite
Celiac Screen ELISA (IgA) (28555)

ANALYTE: Anti-Glomerular Basement
Membrane (GBM) Antibodies (0524)

Test System, Assay, Examination:

Euro-Diagnostica Immunoscan Anti-
GMB (16190)

INOVA Diagnostics QUANTA Lite
GBM ELISA (IgG) (28554)

The Binding Site BINDAZYME Anti-
GMB EIA (qualitative) (61385)

The Binding Site BINDAZYME Anti-

GMB EIA (quantitative) (61386)
Wieslab AB Wielisa anti-GBM Test
(70221)
Wieslab AB Wielisa anti-GBM, ANCA
Screening Kit (70227)

ANALYTE: Anti-Histone Antibodies
(0437)

Test System, Assay, Examination:
Arlington Scientific Histone ELISA
(04709)
Wampole Histone EIA (70224)

ANALYTE: Anti-Jo-1 (0438)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-Jo-1 ELISA
(04687)

Arlington Scientific Jo-1 ELISA
(04710)

Cogent Diagnostics Autostat Il Anti-
Jo-1 (IgG) ELISA (10474)

Diamedix Immunosimplicity (Is)-anti-
Jo-1 (manual) (13537)

MarDx ENA IgG MARSTRIPE
Immunostripe System (40267)

ANALYTE: Anti-Mitochondrial
Antibodies (AMTA) (0439)

Test System, Assay, Examination:
Arlington Scientific Mitochondrial
ELISA (04708)
Hemagen VIRGO AMA EIA (25275)
The Binding Site Mouse Liver,
Kidney, Stomach IFA (61290)
Wampole Mitochondria EIA (70225)

ANALYTE: Anti-Myeloperoxidase
(MPO) Antibodies (0505)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-MPO (p-
ANCA) ELISA (04790)

Euro-Diagnostica Immunoscan MPO-
ANCA (16188)

Hemagen VIRGO pANCA EIA (25284)

INOVA Diagnostics QUANTA Lite
MPO IgG ELISA (28530)

The Binding Site BINDAZYME Anti-
MPO EIA (61350)

Wieslab AB Wielisa ANCA Screening
Kit (70228)

Wieslab AB Wielisa MPO ANCA Test
(70223)

Wieslab AB Wielisa anti-GBM, ANCA
Screening Kit (70227)

Zeus Scientific Myeloperoxidase 1gG
ELISA (79057)

ANALYTE: Anti-Neutrophil Cytoplasm
Antibodies (ANCA) (0440)

Test System, Assay, Examination:

Hemagen VIRGO ANCA Screen EIA
(25282)

Immco Diagnostics ImmuGlo Anti-
Neutrophil Cytoplasmic Antibody
(ANCA) (28549)

The Binding Site ANCA Combi Kit
(61291)

Zeus Scientific ANCA Screen ELISA
(79058)
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ANALYTE: Anti-Nuclear Antibodies
(ANA) (0441)

Test System, Assay, Examination:

Cogent Diagnostics Autostat 1| ANA
Screen (1gG) ELISA (10476)

Diamedix Immunosimplicity (Is) ANA
Screen (manual) (13541)

Helix Diagnostics Antinuclear
Antibody Screen EIA

(dsDNA, Histone, SSA, SSB, Sm,
SMRNP, Scl-70, Jo-1, Centromere)
(25294) INOVA Diagnostics
QUANTA Lite ANA ELISA

(dsDNA, Histone, Sm/RNP, SSA, SSB,
Scl-70, Centromere, PCNA, Jo-1, M-
2, Ribosomal-P) (28564)

Immuno Concepts RELISA ANA
Screening Test (28565)

Reaads Medical Products Antinuclear
Antibody (ANA) Test Kit (55302)

Scimedx HEp2 ANA IFA (58453)

The Binding Site HEp2 Cell ANA
(61296)

The Binding Site Mouse Liver,
Kidney, Stomach IFA (61290) elias
usa ANA HEp-2 (16141)

ANALYTE: Anti-Parietal Cell Antibodies
(0442)

Test System, Assay, Examination:
The Binding Site Mouse Liver,
Kidney, Stomach IFA (61290)

ANALYTE: Anti-Phosphatidylserine
Antibodies (0521)

Test System, Assay, Examination:

Reaads Medical Products Anti-
Phosphatidylserine Semi-

Quantitative Test Kit (55186)

ANALYTE: Anti-Platelet Factor IV
complex Antibodies (0545)

Test System, Assay, Examination:
Genetic Testing Institute GTI-PF4
ELISA (22261)

ANALYTE: Anti-Proteinase-3 (PR-3)
Antibodies (0525)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-PR3 (c-
ANCA) ELISA (04789)

Cogent Diagnostics Autostat Il Anti-
PR-3 c-ANCA (IgG) ELISA (10477)

Euro-Diagnostica Immunoscan PR3-
ANCA (anti-PR3 specific) (16189)

Hemagen VIRGO cANCA EIA (25283)

Hycor HY-TEC Anti-PR-3 c-ANCA
(IgG) ELISA (manual) (25293)

The Binding Site BINDAZYME Anti-
PR3 EIA (61349)

Wieslab AB Wielisa ANCA Screening
Kit (70228)

Wieslab AB Wielisa PR-3 ANCA Test
(70222)

Wieslab AB Wielisa anti-GBM, ANCA
Screening Kit (70227)

Zeus Scientific Proteinase-3 1gG
ELISA (79054)

ANALYTE: Anti-RNP
(Ribonucleoprotein) (0443)

Test System, Assay, Examination:

Arlington Scientific ANA Profile |
ELISA (04711)

Arlington Scientific ENA Profile
ELISA (04712)

Arlington Scientific Sm/RNP ELISA
(04713)

Cogent Diagnostics Autostat Il Anti-
Sm/RNP (IgG) ELISA (10471)

GenBio ImmunoWELL RNP/Sm Ab
Test (22206)

MarDx ENA IgG MARSTRIPE
Immunostripe System (40267)

ANALYTE: Anti-RNP-Sm Antibodies
(0502)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-RNP/Sm
ELISA (04686)

Diamedix Immunosimplicity (Is)-anti-
SM/RNP (manual) (13535)

Quest International SeraQuest Anti-
Sm/RNP (manual/qualitative)
(52093)

Quest International SeraQuest Anti-
SM/RNP (manual/semi-
quantitative) (52094)

Quest International SeraQuest Anti-
Sm/RNP {Hyperion HyPrep Plus}
(manual calculations) (52096) elias
usa Varelisa ANA Profile (4) | EIA
(Sm,RNP-Sm,SS—A,SS-B) (16134)

ANALYTE: Anti-Ribosomal P
Antibodies (0445)

Test System, Assay, Examination:
INOVA Diagnostics QUANTA Lite
Ribosome P ELISA (28528)

ANALYTE: Anti-SS-A/Ro (0446)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-SS-A(Ro)
ELISA (04691)

Arlington Scientific ANA Profile |
ELISA (04711)

Arlington Scientific ENA Profile
ELISA (04712)

Arlington Scientific SS—-A ELISA
(04714)

Cogent Diagnostics Autostat Il Anti-
SS—A/Ro (IgG) ELISA (10475)

Diamedix Immunosimplicity (Is)-anti-
SSA (manual) (13540)

GenBio ImmunoWELL SS-A (Ro)
Antibody Test (22199)

MarDx ENA IgG MARSTRIPE
Immunostripe System (40267)
Quest International SeraQuest Anti-

SSA (manual/qualitative) (52089)

Quest International SeraQuest Anti-
SSA (manual/semi-quantitative)
(52090)

Quest International SeraQuest Anti-
SSA {Hyperion HyPrep Plus}
(manual calculations) (52092)

elias usa Varelisa ANA Profile (4) |
EIA (Sm,RNP-Sm,SS-A,SS-B)

(16134)
ANALYTE: Anti-SS-B/La (0447)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-SS—-B(La)
ELISA (04690)

Arlington Scientific ANA Profile |
ELISA (04711)

Arlington Scientific ENA Profile
ELISA (04712)

Arlington Scientific SS-B ELISA
(04715)

Cogent Diagnostics Autostat Il Anti-
SS-B/La (IgG) ELISA (10473)

Diamedix Immunosimplicity (Is)-anti-
SSB (manual) (13539)

GenBio ImmunoWELL SS-B (La)
Antibody Test (22200)

MarDx ENA IgG MARSTRIPE
Immunostripe System (40267)

Quest International SeraQuest Anti-
SSB (manual/qualitative) (52083)

Quest International SeraQuest Anti-
SSB (manual/semi-quantitative)
(52084)

Quest International SeraQuest Anti-
SSB {Hyperion HyPrep Plus}
(manual calculations) (52082)

elias usa Varelisa ANA Profile (4) |
EIA (Sm,RNP-Sm,SS—-A,SS-B)
(16134)

ANALYTE: Anti-Scl-70 (0448)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-SCL 70
ELISA (04693)

Arlington Scientific Scl-70 ELISA
(04716)

Cogent Diagnostics Autostat Il Anti-
Scl-70 (1gG) ELISA (10470)

Diamedix Immunosimplicity (Is)-anti-
Scl-70 (manual) (13536)

MarDx ENA 1gG MARSTRIPE
Immunostripe System (40267)

ANALYTE: Anti-Serine Protease 3 (PR3)
Antibodies (0522)

Test System, Assay, Examination:
INOVA Diagnostics QUANTA Lite
PR3 IgG ELISA (28529)

ANALYTE: Anti-Skin (Epidermal)
Antibodies (0449)

Test System, Assay, Examination:
The Binding Site Monkey Oesophagus
IFA (61358)

ANALYTE: Anti-Sm (Smith) (0450)

Test System, Assay, Examination:

ALPCO ORGenTec Anti-Sm(Smith)
ELISA (04692)

Arlington Scientific ANA Profile |
ELISA (04711)

Arlington Scientific ENA Profile
ELISA (04712)

Arlington Scientific Sm ELISA
(04717)

Arlington Scientific Sm/RNP ELISA
(04713)
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Cogent Diagnostics Autostat Il Anti-
Sm (IgG) ELISA (10472)

Cogent Diagnostics Autostat Il Anti-
Sm/RNP (IgG) ELISA (10471)

Diamedix Immunosimplicity (Is)-anti-
Sm (manual) (13538)

GenBio ImmunoWELL RNP/Sm Ab
Test (22206)

GenBio ImmunoWELL Sm Antibody
Test (22201)

MarDx ENA 1gG MARSTRIPE
Immunostripe System (40267)

Quest International SeraQuest Anti-
Sm (manual/qualitative) (52085)

Quest International SeraQuest Anti-
Sm (manual/semi-quantitative)
(52086)

Quest International SeraQuest Anti-
Sm {Hyperion HyPrep Plus}
(manual calculations) (52088)

elias usa Varelisa ANA Profile (4) |
EIA (Sm,RNP-Sm,SS—-A,SS-B)
(16134)

ANALYTE: Anti-Smooth Muscle
Antibodies (ASMA) (0451)

Test System, Assay, Examination:
The Binding Site Mouse Liver,
Kidney, Stomach IFA (61290)

ANALYTE: Anti-Thyroglobulin
Antibodies (0453)

Test System, Assay, Examination:

Alfa Scientific Designs Anti-
Thyroglobulin (Anti-Tg) Microplate
ELISA (04842)

GenBio ImmunoWELL Thyroglobulin
Ab Test (22211)

Hycor HY-TEC Thyroglobulin (TG)
Antibodies (manual) (25269)

Monobind Anti-Thyroglobulin (Anti-
Tg) Microplate ELISA (40287)

The Binding Site BINDAZYME Anti-
Thyroglobulin EIA (61387)

Zeus Scientific Thyroglobulin IgG
ELISA (79067)

ANALYTE: Anti-Thyroid Microsomal
Antibodies (AMA) (0455)

Test System, Assay, Examination:
GenBio ImmunoWELL
Microsomal(Recomb.TPO)Ab Test
(22198)
GenBio ImmunoWELL Microsome
(TPO) Ab Test (22212)

ANALYTE: Anti-Thyroid Peroxidase
(TPO) Antibodies (0527)

Test System, Assay, Examination:

Alfa Scientific Designs Anti-Thyroid
Peroxidase (Anti-TPO) Microplate
ELISA (04840)

Hycor HY-TEC Thyroid Microsomal
(TPO) Antibodies (manual) (25271)

INOVA Diagnostics QUANTA Lite
TPO ELISA (28531)

Immco Diagnostics ImmuLisa Anti-
Thyroid Peroxidase (TPO) Ab
(28442)

Monobind Anti-Thyroid Peroxidase
(Anti-TPO) Microplate ELISA
(40290)

The Binding Site BINDAZYME Anti-
TPO EIA (61388)

ANALYTE: Beta-2 microglobulin (0703)

Test System, Assay, Examination:
R & D Systems Quantikine IVD B-2
Microglobin EIA (55242)

ANALYTE: C-Reactive Protein (CRP)
(1001)

Test System, Assay, Examination:
Diagnostic Systems Active C-Reactive
Protein ELISA (13555)
United Biotech UBI MAGIWEL CRP
Quantitative (64039)

ANALYTE: Chlamydia Antibodies,
species non-specific (1139)

Test System, Assay, Examination:
Wampole Chlamydia IgG ELISA
(70212)

ANALYTE: Complement, Total (1046)

Test System, Assay, Examination:
Quidel CH50 Eq EIA (52102)

ANALYTE: Cytomegalovirus Antibodies
(1039)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-CMV
1gG (manual/qualitative) (13514)

Diamedix Immunosimplicity (Is)-CMV
IgG (manual/semi-quantitative)
(13515)

GenBio Cytomegalovirus IgG IFA Test
(22218)

GenBio Cytomegalovirus IgM IFA Test
(22219)

Hemagen CMV IgG ELISA
(qualitative) (25181)

Hemagen CMV IgG ELISA (semi-
quantitative) (25177)

INOVA Diagnostics QUANTA Lite
CMV IgG ELISA (28509)

Quest International SeraQuest CMV
IgM (manual/qualitative) (52107)

Quest International SeraQuest CMV
IgM (manual/semi-quantitative)
(52108)

Quest International SeraQuest CMV
IgM {Hyperion HyPrep Plus}
(manual calculations) (52110)

ANALYTE: Epstein-Barr virus
Antibodies (1603)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-
EBNA-1 IgG (manual) (13558)

Diamedix Immunosimplicity (Is)-EBV-
VCA 1gG (manual) (13556)

Zeus Scientific Epstein-Barr Virus
(EBV) Early Antigen (EA) IgG ELISA
(79065)

ANALYTE: HIV Antibodies (2506)
Test System, Assay, Examination:

Calypte HIV-1 Urine EIA (10481)

ANALYTE: Helicobacter pylori
Antibodies (2513)

Test System, Assay, Examination:

AMDL PyloriProbe ELISA (04795)

Alfa Scientific Designs Helicobacter
pylori IgG ELISA (04836)

INOVA Diagnostics QUANTA Lite H.
Pylori IgG ELISA (28553)

Micro Detect PYLORI DETECT IgG
(40297)

Shield Diagnostics Helico G2 (58506)

Wampole H. Pylori IgG ELISA (70198)

Zeus Scientific Helicobactor pylori
ELISA (79064)

ANALYTE: Herpes simplex | and/or Il
Antibodies (2530)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-HSV
1 & 2 IgG (manual) (13502)

GenBio Herpes simplex Virus IgG IFA
Test (22214)

GenBio Herpes simplex Virus IgM IFA
Test (22215)

Gull Laboratories Herpes Simplex
Virus 1&2 1gG ELISA (manual/
qualitative) (22259)

Quest International SeraQuest HSV
IgG (manual/qualitative) (52049)

Quest International SeraQuest HSV
1gG (manual/semi-quantitative)
(52050)

Quest International SeraQuest HSV
19G {Hyperion HyPrep Plus}
(manual calculations) (52051)

Wampole Herpes Group IgG ELISA
(70210)

ANALYTE: Human Anti-Mouse
Antibodies (HAMA) (2573)

Test System, Assay, Examination:
Scimedx ImmuSTRIP HAMA 1gG
ELISA (58539)

ANALYTE: Human Anti-Rabbit
Antibodies (2575)

Test System, Assay, Examination:
Sangstat ThymoStat ELISA (58574)

ANALYTE: Immunoglobulins—
monoclonal/polyclonal (2802)

Test System, Assay, Examination:
Helena laboratories SPIFE Immunofix-
6 (25288)
Sebia HYDRASYSS {Hydragel 2/4
Bence Jones} (58525)
Sebia Hydragel Bence Jones (manual)
(58526)

ANALYTE: Immunoglobulins 1gG
subclasses (2807)

Test System, Assay, Examination:
Beckman Array {Inova Diagnostics
Peliclass human IgG subclass}
(manual curve) (08142)
Beckman Array { The Binding Site IgG
Subclasses} (manual curve) (07921)
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ANALYTE: Legionella Antibodies (3707)

Test System, Assay, Examination:
Scimedx Legionella Indirect Ab
Fluorescent Test System (58455)
Wampole Legionella pneumophilia
IgG/1gM ELISA (70211)
Zeus Scientific Legionella (1gG/1gM/
IgA) ELISA (79055)

ANALYTE: Lyme Disease Antibodies
(Borrelia burgdorferi Abs) (3714)

Test System, Assay, Examination:

Boston Biomedica BBI-Biotech B.
burgdorferi IgM Western Blot
(08193)

Cambridge Biotech Human Lyme B.
burgdorferi IgG Western Blot
(10443)

Cambridge Biotech Human Lyme B.
burgdorferi IgM Western Blot
(10444)

Cambridge Diagnostics Ireland
Human Lyme B. burgdorferi IgG
Western Blot (10446)

Cambridge Diagnostics Ireland
Human Lyme B. burgdorferi IgM
Western Blot (10447)

GenBio ImmunoWELL Borrelia
(Lyme) Test (22197)

GenBio ImmunoWELL Recombinant
P39 (Lyme) Test (22203)

INOVA Diagnostics QUANTA Lite
Lyme B. burgdorferi 1IgG ELISA
(28559)

INOVA Diagnostics QUANTA Lite
Lyme B. burgdorferi IgM ELISA
(28558)

Wampole Borrelia burgdorferi 1gG/
IgM ELISA (70218)

Wampole Borrelia burgdorferi IgM
ELISA (70217)

ANALYTE: Lymphocytes, CD3 (3760)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
STAT CD3-FITC/CD56-RD1}
(10466)

ANALYTE: Lymphocytes, CD3/CD4/
CD45 (3769)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
COMP/ImmunoPrep} (10396)

Coulter Profile System {CYTO-COMP/

ImmunoPrep} (10397)

(10395)

ANALYTE: Lymphocytes, CD3/CD8/
CD45 (3776)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
COMP/ImmunoPrep} (10396)
Coulter Profile System {CYTO-COMP/
ImmunoPrep} (10397)

ANALYTE: Lymphocytes, CD45/CD19
(3782)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
STAT triCHROME CD45-FITC/
CD19-RD1/CD3-PC5} (10465)

ANALYTE: Lymphocytes, CD45/CD3
(3780)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
STAT triCHROME CD45-FITC/
CD19-RD1/CD3-PC5} (10465)
Coulter EPICS XL System {CYTO-
STAT triCHROME CD45-FITC/
CD56-RD1/CD3-PC5} (10464)

ANALYTE: Lymphocytes, CD45/CD56
(3781)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
STAT triCHROME CD45-FITC/
CD56—-RD1/CD3-PC5} (10464)

ANALYTE: Lymphocytes, CD56 (3779)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
STAT CD3-FITC/CD56-RD1}
(10466)

ANALYTE: Mumps Antibodies (4007)

Test System, Assay, Examination:
Gull Laboratories Mumps 1gG ELISA

(manual/qualitative) (22232)
Gull Laboratories Mumps 1gG ELISA
(manual/semi-quantitative) (22231)

Quest International SeraQuest Mumps

IgG (manual/qualitative) (52097)

Quest International SeraQuest Mumps

1gG (manual/semi-quantitative)
(52098)

Quest International SeraQuest Mumps

19G {Hyperion HyPrep Plus}
(manual calculations) (52100)

ANALYTE: Mycoplasma pneumoniae

ANALYTE: Lymphocytes, CD3/CD4/CD8 Antibodies (4016)

(3771)

Test System, Assay, Examination:
Coulter EPICS XL System {CYTO-
COMP/ImmunoPrep} (10396)

Coulter Profile System {CYTO-COMP/

ImmunoPrep} (10397)

ANALYTE: Lymphocytes, CD3/CD4/
CD8/CD45 (3775)

Test System, Assay, Examination:
Coulter EPICS XL/tetraONE System
{CYTO-COMP/ImmunoPrep}

Test System, Assay, Examination:

GenBio ImmunoWELL Mycoplasma
Pneumoniae Antibody (IgG) (22190)

GenBio ImmunoWELL Mycoplasma
Pneumoniae Antibody (IgM)
(22189)

Wampole Mycoplasma IgG ELISA
(70220)

Zeus Scientific Mycoplasma 1gG
ELISA (79056)

Zeus Scientific Mycoplasma IgM
ELISA (79059)

ANALYTE: Rheumatoid Factor (RF)
(5508)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-RF
(manual) (13533)

INOVA Diagnostics QUANTA Lite RF
IgA ELISA (28551)

INOVA Diagnostics QUANTA Lite RF
1gG ELISA (28552)

INOVA Diagnostics QUANTA Lite RF
IgM (28483)

RAIChem RF SPIA (55283)

TheraTest Laboratories EL-RFscr
(61269)

ANALYTE: Rubella Antibodies (5510)
Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-
Rubella 1gG (manual/qualitative)
(13511)

Diamedix Immunosimplicity (Is)-
Rubella IgG (manual/quantitative)
(13512)

INOVA Diagnostics QUANTA Lite
Rubella IgG ELISA (Arbitrary Unit
(SRU) Assay) (28522)

INOVA Diagnostics QUANTA Lite
Rubella IgG ELISA (Quantitative
Assay) (28523)

Incstar Rubella IgG “fast” ELISA Kit
(28472)

Incstar Rubella 1gG ELISA Kit (28473)
Quest International SeraQuest Rubella
IgM (manual/qualitative) (52103)
Quest International SeraQuest Rubella
IgM (manual/semi-quantitative)

(52104)

Quest International SeraQuest Rubella
IgM {Hyperion HyPrep Plus}
(manual calculations) (52106)

ANALYTE: Rubeola Antibodies
(measles) (5511)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-
Measles 1gG (manual) (13532)

INOVA Diagnostics QUANTA Lite
Rubeola (Measles) 1gG ELISA
(28485)

Quest International SeraQuest
Measles IgG (manual/qualitative)
(52069)

Quest International SeraQuest
Measles IgG (manual/semi-
gquantitative) (52070)

Quest International SeraQuest
Measles 1gG { Hyperion HyPrep
Plus} (manual calculations) (52072)

ANALYTE: Tissue (Cell) Antigens (6163)

Test System, Assay, Examination:
DAKO Envision System, HRP (13499)
DAKO LSAB 2 Kit, HRP (13500)
Ventana AEC Detection Kit (67081)
Ventana Blue Alkaline Phosphatase

Blue Detection Kit (67099)
Ventana DAB Detection Kit (tissue
specimen) (67083)
Ventana Red, Alkaline Phosphatase
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Fast Red Detection Kit (tissue
specimen) (67082)

ANALYTE: Toxoplasma gondii
Antibodies (6113)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-
Toxoplasma IgG (manual/
qualitative) (13508)

Diamedix Immunosimplicity (Is)-
Toxoplasma 1gG (manual/
gquantitative) (13509)

GenBio Toxoplasmosis 1gG IFA Test
(22217)

GenBio Toxoplasmosis IgM IFA Test
(22216)

Gull Laboratories Toxo 1gG ELISA
(qualitative) (22188)

Gull Laboratories Toxo 1gG ELISA
(quantitative) (22187)

INOVA Diagnostics QUANTA Lite
Toxoplasma 1gG ELISA (28508)

Incstar Toxoplasma IgG “fast’” ELISA
Kit (28468)

Incstar Toxoplasma IgG ELISA Kit
(28469)

Quest International SeraQuest Toxo
IgM (manual/qualitative) (52057)

Quest International SeraQuest Toxo
IgM (manual/semi-quantitative)
(52058)

Quest International SeraQuest Toxo
IgM {Hyperion HyPrep Plus}
(manual calculations) (52059)

ANALYTE: Treponema pallidum
Antibodies (includes Reagin) (6115)

Test System, Assay, Examination:
Fujirebio Serodia-TP.PA (19033)
Lee Laboratories VDRL (37113)

ANALYTE: Varicella-Zoster Virus
Antibodies (6704)

Test System, Assay, Examination:

Diamedix Immunosimplicity (Is)-VZV

1gG (manual) (13504)

Quest International SeraQuest VZV
IgG (manual/qualitative) (52064)

Quest International SeraQuest VZV
19G (manual/semi-quantitative)
(52065)

Quest International SeraQuest VZV
1gG {Hyperion HyPrep Plus}
(manual calculations) (52066)

SPECIALTY/SUBSPECIALTY:
HEMATOLOGY

ANALYTE: Activated Factor XII (FXIla)

(0541)

Test System, Assay, Examination:
Shield Diagnostics Activated Factor
XII (FXlla) ELISA (58535)

ANALYTE: Activated Protein C (APC)
Resistance (0526)

Test System, Assay, Examination:
Behring ProC APC (manual) (07828)
Chromogenix COATEST APC

Resistance V (manual) (10388)

Chromogenix COATEST APC
Resistance V-S (manual) (10389)

TOA Medical Electronics CA—6000
(61283)

ANALYTE: Alpha-2-Antiplasmin (0463) ANALYTE: Cerebrospinal Fluid

Test System, Assay, Examination:

Chromogenix Coamatic Plasmin
Inhibitor (manual) (10456)

Instrumentation Laboratory IL ACL
100 (28073)

Instrumentation Laboratory IL ACL
1000 (28074)

Instrumentation Laboratory IL ACL
200 {Chromogenix Coamatic
Plasmin Inhibitor} (28543)

Instrumentation Laboratory IL ACL
300 {Chromogenix Coamatic
Plasmin Inhibitor} (28544)

Instrumentation Laboratory IL ACL
7000 (28487)

Instrumentation Laboratory IL ACL
Futura System (28395)

Medical Laboratory MLA Electra
1000C {Chromogenix Coamatic
Plasmin Inhibitor} (40317)

Medical Laboratory MLA Electra
1400C {Chromogenix Coamatic
Plasmin Inhibitor} (40318)

Medical Laboratory MLA Electra
1600C { Chromogenix Coamatic
Plasmin Inhibitor} (40319)

Medical Laboratory MLA Electra
1800C (40282)

Medical Laboratory MLA Electra 900C

{Chromogenix Coamatic Plasmin
Inhibitor} (40316)

Roche Cobas Mira { Chromogenix
Coamatic Plasmin Inhibitor}
(55313)

ANALYTE: Antithrombin Il (ATIII)
(0456)

Test System, Assay, Examination:

Biopool Spectrolyse Antithrombin 111
(anti-Xa) (07929)

Dade Antithrombin Il Chromogenic
Assay (13488)

Dade Behring Sysmex CA-500 Series
(13548)

Instrumentation Laboratory IL ACL
100 (28073)

Instrumentation Laboratory IL ACL
1000 (28074)

Instrumentation Laboratory IL ACL
7000 (28487)

Medical Laboratory MLA Electra
1000C { Sigma Diagnostics
ACCUCOLOR Antithrombin I11}
(40302)

Medical Laboratory MLA Electra
1800C (40282)

Medical Laboratory MLA Electra 900C

{Sigma Diagnostics ACCUCOLOR
Antithrombin I11} (40301)

Organon Teknika Coag-A-Mate MTX
(46269)

Sigma Diagnostics Amelung CS—400
(auto dilution) (58517)

Sigma Diagnostics Amelung CS—400
(manual dilution) (58516)

Microscopic Elements (1061)
Test System, Assay, Examination:

IMI MICRO21 {CSF Microscopic
Cytoanalysis} (with cytospin)
(28499)

ANALYTE: Coagulation Factors (1044)
Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Boehringer Mannheim Hitachi 704
{Chromogenix Coamatic Factor
VIII} (08143)

Boehringer Mannheim Hitachi 717
{Chromogenix Coamatic Factor
VIII} (08144)

Chromogenix Coamatic Factor VIII
(manual) (10457)

Helena Laboratories THOR (25267)

Instrumentation Laboratory IL ACL
200 {Chromogenix Coamatic Factor
VIII} (28541)

Instrumentation Laboratory IL ACL
300 {Chromogenix Coamatic Factor
VIII} (28542)

Instrumentation Laboratory IL ACL
7000 (28487)

Medical Laboratory MLA Electra
1000C {Chromogenix Coamatic
Factor VIII} (40315)

Medical Laboratory MLA Electra
1800C (40282)

Medical Laboratory MLA Electra 900C
{Chromogenix Coamatic Factor
VIII} (40314)

Organon Teknika Coag-A-Mate MTX
(46269)

Roche Cobas Bio { Chromogenix
Coamatic Factor VIII} (55311)

Roche Cobas FARA {Chromogenix
Coamatic Factor VIII} (55310)

Roche Cobas Mira { Chromogenix
Coamatic Factor VIII} (55312)

Roche Diagnostics Hitachi 704
{Chromogenix Coamatic Factor
VIII} (55376)

Roche Diagnostics Hitachi 717
{Chromogenix Coamatic Factor
VIII} (55411)

Sigma Diagnostics Amelung CS—400
(auto dilution) (58517)

Sigma Diagnostics Amelung CS-400
(manual dilution) (58516)

TOA Medical Electronics CA—6000
(61283)

Technicon RA-XT {Chromogenix
Coamatic Factor VIII} (61379)

Technicon RA 1000 {Chromogenix
Coamatic Factor VIII} (61378)

Technicon RA 2000 { Chromogenix
Coamatic Factor VIII} (61380)

ANALYTE: Fibrin(ogen) Split/
Degradation Products (FSP/FDP) (1904)

Test System, Assay, Examination:
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Organon Teknika Fibrinostika FgDP
Microelisa System (46225)

ANALYTE: Fibrinogen (1905)

Test System, Assay, Examination:
American Biogenetic Sciences FiF
Test (04775)

ANALYTE: Hemoglobin (2515)

Test System, Assay, Examination:

TECO Diagnostics Hemoglobin

Reagent Set (manual) (61413)
TECO Diagnostics TC 84 (61377)

ANALYTE: Heparin (2518)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Biopool Spectrolyse Heparin (anti-1la)
(08022)

Instrumentation Laboratory IL ACL
7000 (28487)

Medical Laboratory MLA Electra
1800C (40282)

Organon Teknika Multi Channel
Discrete Analyzer (MDA-180)
(46144)

ANALYTE: Heparin, Low Molecular
Weight (LMWH) (2558)

Test System, Assay, Examination:

Organon Teknika Multi Channel

Discrete Analyzer (MDA-180)
(46144)

ANALYTE: Leukocyte Alkaline
Phosphatase (LAP) (3777)

Test System, Assay, Examination:
ChromaVision MDx 2000 Digital
Analyzer (10404)

ANALYTE: Plasminogen (4907)

Test System, Assay, Examination:

Chromogenix Coamatic Plasminogen
(manual) (10454)

Instrumentation Laboratory IL ACL
100 (28073)

Instrumentation Laboratory IL ACL
1000 (28074)

Instrumentation Laboratory IL ACL
200 {Chromogenix Coamatic
Plasminogen} (28539)

Instrumentation Laboratory IL ACL
300 {Chromogenix Coamatic
Plasminogen} (28540)

Instrumentation Laboratory IL ACL
7000 (28487)

Instrumentation Laboratory IL ACL
Futura System (28395)

Medical Laboratory MLA Electra
1000C {Chromogenix Coamatic
Plasminogen} (40313)

Medical Laboratory MLA Electra
1800C (40282)

Medical Laboratory MLA Electra 900C
{Chromogenix Coamatic
Plasminogen} (40312)

Roche Cobas Bio { Chromogenix
Coamatic Plasminogen} (55308)

Roche Cobas FARA {Chromogenix
Coamatic Plasminogen} (55309)

Roche Cobas Mira { Chromogenix
Coamatic Plasminogen} (55307)

TOA Medical Electronics CA-6000
(61283)

ANALYTE: Plasminogen Activator
Inhibitor (PAI) (4936)

Test System, Assay, Examination:
Biopool Chromolize PAI-1 (07927)
Dade Plasminogen Activator

Inhibitor-1 (PAI) (13491)
Medical Laboratory MLA Electra
1800C (40282)

ANALYTE: Platelet Count (4908)

Test System, Assay, Examination:
Coulter Z2 Analyzer (10479)

ANALYTE: Protein C (4929)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Instrumentation Laboratory IL ACL
7000 (28487)

Instrumentation Laboratory IL ACL
Futura System (28395)

Medical Laboratory MLA Electra
1800C (40282)

Reaads Medical Products Protein C
Antigen Test Kit (55288)

Roche Diagnostics Hitachi 704
(55367)

Roche Diagnostics Hitachi 717
(55401)

ANALYTE: Protein S (4930)

Test System, Assay, Examination:

American Bioproducts ST4 BIO
(04728)

Instrumentation Laboratory IL ACL
7000 (28487)

Reaads Medical Products Protein S
Antigen Test Kit (55286)

The Binding Site Human Protein S
‘NL” NANORID RID (61228)

ANALYTE: Red Blood Cell Count
(Erythrocyte Count) (RBC) (5502)

Test System, Assay, Examination:
Coulter Z2 Analyzer (10479)

ANALYTE: Thrombus precursor Protein
(TpP) (6162)
Test System, Assay, Examination:

American Biogenetic Sciences TpP
EIA (04774)

ANALYTE: Tissue Plasminogen
Activator (t-PA) (6130)

Test System, Assay, Examination:
Biopool Chromolize tPA Assay Kit
(07928)
Diagnostica Stago ASSERACHROM
tPA (13475)

ANALYTE: White Blood Cell Count
(Leukocyte Count) (WBC) (7002)

Test System, Assay, Examination:

Coulter Z2 Analyzer (10479)

ANALYTE: White Blood Cell Differential
(WBC Diff) (7001)

Test System, Assay, Examination:
IMI MICRO21 {with WBC Estimate}
(with interpretation of abnormal/
immature cells) (28517)

ANALYTE: von Willebrand Factor
(6708)

Test System, Assay, Examination:
Ramco Laboratories VFE (55586)
Reaads Medical Products von
Willebrand Factor Antigen Test Kit
(55287)

Shield Diagnostics von Willebrand
Factor Activity Kit (58445)

ANALYTE: von Willebrand Factor
(Ristocetin Cofactor) (6711)

Test System, Assay, Examination:
Behring Coagulation Timer (BCT)
(07824)

SPECIALTY/SUBSPECIALTY:
IMMUNOHEMATOLOGY

ANALYTE: Fetal RBCs—Maternal Blood
(fetal-maternal bleed) (1903)

Test System, Assay, Examination:
BCA Fetal D Tection Kit (08124)

SPECIALTY/SUBSPECIALTY:
MYCOBACTERIOLOGY

ANALYTE: Mycobacteria (4024)

Test System, Assay, Examination:
Becton Dickinson BACTEC MGIT 960
System (08189)
Organon Teknika BacT/ALERT 3D
(46292)

SPECIALTY/SUBSPECIALTY:
PARASITOLOGY

ANALYTE: Cryptosporidium (1109)

Test System, Assay, Examination:
TechLab Cryptosporidium TEST
(direct Ag/spectrophotometric)
(61356)
TechLab Cryptosporidium TEST
(direct Ag/visual) (61357)

ANALYTE: Giardia lamblia (2222)

Test System, Assay, Examination:
TechLab GIARDIA TEST (61277)

SPECIALTY/SUBSPECIALTY:
TOXICOLOGY / TDM

ANALYTE: Amphetamines (0428)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
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(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

United Biotech UBI MAGIWEL ELISA
for Amphetamine Metabolites
(64040)

ANALYTE: Barbiturates (0701)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

ANALYTE: Benzodiazepines (0702)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

ANALYTE: Cannabinoids (THC) (1009)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

STC Technologies Cocaine Metabolite
Micro-Plate EIA {EpiScreen Oral
Fluid Specimens} (58502)

United Biotech UBI MAGIWEL ELISA
for Cocaine Metabolites (64041)

ANALYTE: Cotinine (1042)

Test System, Assay, Examination:

Boehringer Mannheim Hitachi 747
{STC Auto-Lyte} (manual curve)
(08021)

Roche Diagnostics Hitachi 747 {STC
Auto-Lyte} (manual curve) (55505)

STC Technologies Cotinine Micro-
Plate EIA (qualitative) (58518)

STC Technologies Cotinine Micro-
Plate EIA (semi-quantitative)
(58519)

STC Technologies Cotinine Micro-
Plate EIA {EpiScreen Oral Fluid
Specimens} (qualitative) (58520)

STC Technologies Cotinine Micro-
Plate EIA {EpiScreen Oral Fluid
Specimens} (semi-quantitative)
(58521)

ANALYTE: Digoxin (1304)

Test System, Assay, Examination:
Alfa Scientific Designs Digoxin
Coated Tube RIA (04857)

ANALYTE: Lysergic Acid Diethylamide
(LSD) (3715)

Test System, Assay, Examination:
Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

ANALYTE: Methadone (4003)

Test System, Assay, Examination:

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

Roche Diagnostics Hitachi 917
{CEDIA DAU} (manual curve)
(55567)

ANALYTE: Methamphetamines (4004)

Test System, Assay, Examination:
STC Technologies Methamphetamine
Micro-Plate EIA {EpiScreen Oral
Fluid Specimens} (58503)

ANALYTE: Opiates (4601)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)

(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

STC Technologies Opiates Micro-
Plate EIA {EpiScreen Oral Fluid
Specimens} (58522)

United Biotech UBI MAGIWEL ELISA
for Opiate Metabolites (64042)

ANALYTE: Phencyclidine (PCP) (4901)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

ANALYTE: Phenytoin (4903)

Test System, Assay, Examination:
Roche Cobas Mira { CEDIA} (manual
curve) (55236)

ANALYTE: Procainamide (4913)

Test System, Assay, Examination:
Roche Cobas Mira { CEDIA} (manual
curve) (55236)

ANALYTE: Propoxyphene (4917)

Test System, Assay, Examination:

Beckman Synchron LX System
{CEDIA DAU} (manual curve)
(08078)

Roche Diagnostics Hitachi 704
{CEDIA DAU} (manual curve)
(55375)

Roche Diagnostics Hitachi 717
{CEDIA DAU} (manual curve)
(55409)

Roche Diagnostics Hitachi 747
{CEDIA DAU} (manual curve)
(55484)

Roche Diagnostics Hitachi 911
{CEDIA DAU} (manual curve)
(55521)

ANALYTE: Tacrolimus (6164)

Test System, Assay, Examination:
Abbott IMX (04056)

ANALYTE: Theophylline (6104)

Test System, Assay, Examination:
Roche Cobas Mira { CEDIA} (manual
curve) (55236)

SPECIALTY/SUBSPECIALTY:
VIROLOGY

ANALYTE: Adenovirus (0410)
Test System, Assay, Examination:
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DAKO IMAGEN Adenovirus (direct
specimen) (13456)

DAKO IMAGEN Adenovirus
(including cell culture) (13457)
Wampole Adenovirus Ag Detection

ELISA (70219)

ANALYTE: Cytomegalovirus (1038)

Test System, Assay, Examination:
Digene Hybrid Capture CMV DNA
Assay (13543)

ANALYTE: Herpes simplex (2529)

Test System, Assay, Examination:
Diagnostic Hybrids ELVIS HSV ID/
Typing (including cell culture)
(13481)

ANALYTE: Influenza A (2828)

Test System, Assay, Examination:

Light Diagnostics SimulFluor Flu A/
Flu B (direct Ag) (37144)

Light Diagnostics SimulFluor Flu A/
Flu B (including culture) (37145)

ZymeTx ViraSTAT FITC-Labeled
Anti-Influenza Types A and B
(including cell culture) (79066)

ANALYTE: Influenza A/B (2835)

Test System, Assay, Examination:
ZymeTx ViraSTAT FITC-Labeled

Anti-Influenza Types A and B
(including cell culture) (79066)

ANALYTE: Influenza B (2829)

Test System, Assay, Examination:

Light Diagnostics SimulFluor Flu A/
Flu B (direct Ag) (37144)

Light Diagnostics SimulFluor Flu A/
Flu B (including culture) (37145)

ZymeTx ViraSTAT FITC-Labeled
Anti-Influenza Types A and B
(including cell culture) (79066)

ANALYTE: Respiratory viruses (5505)

Test System, Assay, Examination:
DAKO IMAGEN Respiratory Screen
(direct specimen) (13458)
DAKO IMAGEN Respiratory Screen
(including cell culture) (13459)

ANALYTE: Rotavirus (5509)

Test System, Assay, Examination:
Trinity Biotech Rotavirus Ag
Detection ELISA (direct Ag/
spectrophotometric) (61301)

COMPLEXITY: WAIVED

SPECIALTY/SUBSPECIALTY:
BACTERIOLOGY

ANALYTE: Catalase, Urine (1149)

Test System, Assay, Examination:
Diatech Diagnostics Uriscreen (for
OTC use) (13544)

ANALYTE: Helicobacter pylori (2512)

Test System, Assay, Examination:
Delta West CLOtest (13252)
Gl Supply HP-FAST (22175)

ANALYTE: Streptococcus, group A
(5810)

Test System, Assay, Examination:

Abbott Signify Strep A Test (direct
from throat swab) (04740)

Applied Biotech SureStep Strep A (1)
(direct from throat swab) (04769)

Becton Dickinson LINK 2 Strep A
Rapid Test (direct from throat swab)
(08116)

Binax NOW Strep A Test (direct from
throat swab) (07830)

BioStar Acceava Strep A Test (direct
from throat swab) (07924)

Genzyme Contrast Strep A (direct
from throat swab) (22250)

Jant Pharmacal AccuStrip Strep A (l1)
(direct from throat swab) (31083)

Mainline Technology Mainline
Confirms Strep A Dots Test (direct
from throat swab) (40304)

Meridian Diagnostics ImmunoCard
STAT Strep A (direct from throat
swab) (40293)

SmithKline ICON Fx Strep A Test
(direct from throat swab) (58461)

Wyntek Diagnostics OSOM Strep A
Test (direct from throat swab)
(70197)

SPECIALTY/SUBSPECIALTY:
ENDOCRINOLOGY

ANALYTE: HCG, Urine (2503)

Test System, Assay, Examination:
Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

ANALYTE: Ovulation Test (LH) by
Visual Color Comparison (9461)

Test System, Assay, Examination:

Alfa Scientific Designs Instant-View
LH Ovulation Predicting Test
(Cassette) (04850)

Alfa Scientific Designs Instant-View
LH Ovulation Predicting Test (Dip-
Stick) (04851)

AmeriTek One Step dBest Dipstick
Test Strip (04785)

AmeriTek One Step dBest Midstream
Test Stick (04784) AmeriTek One
Step dBest Ovulation Test Disk
(04783)

Carter Products First Response 1-Step
Ovulation Predictor (10319)

Excel Scientific EZ Sure OneStep
Ovulation Predictor Home Test
(16140)

Inverness Medical Early Ovulation
Predictor (cassette) (28563)

Inverness Medical Early Ovulation
Predictor (stick) (28562)

Princeton BioMeditech OvuSign One-
Step Home Ovulation Prediction
(49173)

Syntron Bioresearch BeSure Plus
OneStep Ovulation Predictor Kit
(58577)

TECO Diagnostics Ovulation

Prediction Test (61432)

ANALYTE: Urine HCG by Visual Color
Comparison Tests (9642)

Test System, Assay, Examination:

A-Fem Medical Affirm One-Step
Professional Pregnancy Test (04729)

A-Fem Medical Affirm One-Step
home pregnancy test (04730)

ACON Midstream Pregnancy Test
(04820)

ACON hCG Urine/Serum One Step
Pregnancy Test Strip (04791)

Abbott Advisor One-Step Pregnancy
Test (04725)

Abbott Fact plus One Step Pregnancy
Test (04822)

Abbott SIGNIFY One-Step hCG
LabStrips (04726)

Abbott TestPack +Plus hCG COMBO
with OBC (04724)

Alfa Scientific Designs Instant-View
Pregnancy Combo Test (Cassette)
(04846)

Alfa Scientific Designs Instant-View
Pregnancy Combo Test (Dip-Strip)
(04847)

Alfa Scientific Designs Instant-View
Pregnancy Urine Mid-Stream Test
(04849)

Alfa Scientific Designs Instant-View
Pregnancy Urine Test (Dip-Strip)
(04821)

Alfa Scientific Designs Instant-View
Pregnancy Urine Test (cassette)
(04825)

AmeriTek One Step dBest Pregnancy
Test Disk (04788)

AmeriTek One Step dBest Pregnancy
Test Strip (04787)

Applied Biotech SureStep hCG 500
Pregnancy Test (04770)

Applied Biotech SureStep hCG
Combo (I1) Pregnancy Test (04869)

Arlington Scientific ProPhase Combo
S/U OneStep hCG (04697)

Arlington Scientific ProPhase Plus
(04718)

Arlington Scientific ProStrip hCG
(04719)

Beckman Coulter FlexSure DS hCG
(08192)

BioStar Acceava hCG Urine Basic Test
(08074)

BioStar Acceava hCG-Urine Test
(07923)

Biomerica NIMBUS Quick Strip
Pregnancy Test (08128)

Bionike A/Q Pregnancy Test (07779)

Bionike ADVANCED QUALITY
Pregnancy Test (07851)

Excel Scientific EZ Sure Midstream
Early Pregnancy Home Test (16142)

Excel Scientific EZ Sure OneStep
Early Pregnancy Test (16136)

Excel Scientific EZ Sure Urine
DipStick Pregnancy Home Test
(16138)

Excel Scientific OneStep Urine hCG
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Pregnancy DipStick Test (16139)

Excel Scientific hCG-OneStep Urine
Pregnancy Module (16137)

Genix Biotek AccuLine Pregnancy
Test (22222)

Genix Biotek AccuPack 1-Step hCG
Test (22223)

Germaine Laboratories AimStep
Combo Pregnancy (22246)

Germaine Laboratories AimStep
Pregnancy (22247)

Germaine Laboratories AimStick PBD
Combo Pregnancy (22248)

Germaine Laboratories AimStick PBD
Pregnancy (22245)

Germaine Laboratories Midstream
Home Pregnancy Test (22244)

Global Medika PregnaStrip HCG
(22228)

Global Medika PregnaStrip S/U HCG
(22227)

Global Medika PregnaTest S/U hCG
Cassette Pregnancy Test (22237)

Jant Pharmacal AccusStrip One-Step
hCG Pregnancy Test Strip (31086)

Jant Pharmacal accutest RAPID
Pregnancy Test (31085)

Jant Pharmacal accutest RAPID
URINE/SERUM Pregnancy Test
(31084)

LifeSign UniStep hCG (37124)

Medika Bio-Tech PregnaStrip HCG
(40321)

Medika Bio-Tech PregnaTest S/U
(cassette) (40322)

Meridian Diagnostics ImmunoCard
STAT hCG Combo (40328)

Mizuho USA Naturale One-Step
Pregnancy Test (40261)

Orion Diagnostica UniStep hCG Il
(46224)

Phamatech QuickCard One-Step HCG
Urine Test (49182)

Phamatech QuickCard Pro HCG Test
(49203)

Phamatech QuickStick Pro HCG Test
(49192)

Phamatech QuickStream One Step
Pregnancy Test (49191)

Phamatech Quickstick One Step HCG
Pregnancy Test (49181)

Princeton BioMeditech BioSign hCG
1-One Step Pregnancy Test (49200)

Quidel Bluetest Pregnancy Test
(52076)

Quidel CARDS Q.S. hCG Serum/Urine
(52062)

Quidel CARDS Q.S. hCG-Urine
(52053)

Quidel Concise Performance Plus
hCG-Combo (52063)

Quidel Concise Performance Plus
hCG-Urine (52054)

Quidel QuickVue One-Step hCG-
Combo (52061)

Quidel QuickVue One-Step hCG-
Urine (52055)

Quidel QuickVue Semi-Q hCG-Combo
(52068)

Quidel RapidVue Pregnancy Test
(52075)

Rapid Diagnostics RapidHCG
Pregnancy Test (55303)

Roche Diagnostics Accu-Stat hCG
(55322)

Roche Diagnostics Bmit EVATEST
Test Strip (55333)

Roche Diagnostics EVENT test strip
hCG (55360)

SA Scientific CHOICE accu-test One
Step Pregnancy Test (58491)

SA Scientific Signal Pregnancy Test
(58492)

San Diego Biotech HCG Pregnancy
Urine Cassette Test (58508)

San Diego Biotech HCG Pregnancy
Urine Dipstick Test (58507)

Scripps Laboratories hCG One-Step
(58452)

Simex Medical DiagnoStrip hCG-
Combo (58511)

SmithKline ICON Fx hCG Urine Test
(58513)

SmithKline ICON Fx hCG Urine/
Serum Test (58514)

Sun Biomedical Laboratories SunLine
HCG (58573)

Sun Biomedical Laboratories
Visualine D HCG (58441)

TECO Diagnostics One-Step Combo
Pregnancy Card Test (61281)

TECO Diagnostics One-Step Combo
Pregnancy Dipstick Test (61282)

TECO Diagnostics One-Step Dipstick
Pregnancy Test (61287)

TECO Diagnostics Visual HCG
Pregnancy Test (61430)

Universal Diagnostics Evidence
Pregnancy Test (64036)

Universal HealthWatch Quix Rapid
Pregnancy Strip Test (64046)

Unotech Diagnostics AccuStrip hCG-
Urine (64047)

Unotech Diagnostics AccuTest hCG-
Urine (64037)

Wyntek Diagnostics OSOM Card Il
hCG-Urine Test (70230)

Wyntek Diagnostics OSOM Card
Pregnancy Test (70231)

Wyntek Diagnostics OSOM Card hCG-
Urine Test (70209)

Wyntek Diagnostics OSOM Classic
hCG Urine Test (70194)

Wyntek Diagnostics Perfecta
Pregnancy Test (70195)

SPECIALTY/SUBSPECIALTY:
GENERAL CHEMISTRY

ANALYTE: Amines (0530)

Test System, Assay, Examination:
Litmus Concepts FemExam TestCard
(from vaginal swab) (37109)

ANALYTE: Cholesterol (1020)

Test System, Assay, Examination:
ActiMed Laboratories ENA.C.T Total
Cholesterol Test (PDU) (04802)

Actimed Laboratories ENA.C.T Total
Cholesterol Test (04573)

Lifestream Technologies Cholesterol
Monitor (37146)

Roche Diagnostics Accu-Chek
InstantPlus Cholesterol (55321)

ANALYTE: Creatinine (1035)

Test System, Assay, Examination:
Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

ANALYTE: Fecal Occult Blood (9191)

Test System, Assay, Examination:

Aerscher HemaPrompt (for OTC)
(04819)

Alfa Scientific Designs Instant-View
Fecal Occult Blood Test (Cassette)
(04848)

AmeriTek dBest Sensitive Fecal
Occult Blood Test (04832)

Bayer HEMA-CHEK Fecal Occult
Blood Test (07898)

Bayer HEMATEST Reagent Tablets
(07897)

Helena Laboratories ColoScreen-ES
(25291)

SmithKline FlexSure OBT (58434)

ANALYTE: Fructosamine (1914)

Test System, Assay, Examination:
LXN Duet Glucose Control Monitoring
System (37119)
LXN Fructosamine Test System
(37106)

ANALYTE: Glucose Monitoring Devices
(FDA Cleared/Home Use) (9221)

Test System, Assay, Examination:

AMD Home Health Glucose
Monitoring System (04733)

Amira Medical ATLAST Blood
Glucose Monitoring System (04852)

Bayer DEXTROSTIX Reagent Strips
(07904)

Bayer GLUCOFILM Test Strips
(07905)

Bayer GLUCOMETER 3 Blood
Glucose Meter (07907)

Bayer GLUCOMETER Blood Glucose
Meter (07913)

Bayer GLUCOMETER DEX (07863)

Bayer GLUCOMETER ELITE Test
Strips (07903)

Bayer GLUCOMETER ENCORE Blood
Glucose Meter (07899)

Bayer GLUCOMETER ENCORE QA
Blood Glucose Meter (07901)

Bayer GLUCOMETER ENCORE Test
Strips (07900)

Bayer GLUCOMETER GX Blood
Glucose Meter (07912)

Bayer GLUCOMETER Il Blood
Glucose Meter (07908)

Bayer GLUCOMETER M Blood
Glucose Meter (07909)

Bayer GLUCOMETER M+ Blood
Glucose Meter (07910)

Bayer GLUCOMETER QA Blood
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Glucose Meter (07911)

Bayer GLUCOSTIX Test Strips
(07906)

Bayer Glucometer Elite XL (08187)

Boehringer Mannheim Accu-Chek
Complete System (08024)

Boehringer Mannheim AccuChek
Simplicity (08140)

Boehringer Mannheim Glucotrend
(07993)

Chronimed Assure Blood Glucose
Monitoring System (10455)

Chronimed Supreme Il Blood Glucose
Meter (10399)

Diametrics Medical IRMA Blood
Analysis System (13362)
Home Diagnostics PRESTIGE Blood
Glucose Monitoring Meter (25264)
LXN Duet Glucose Control Monitoring
System (37119)

LifeScan SureStep Pro (37108)

Lifescan FastTake Compact Blood
Glucose Monitoring System (37149)

Lifescan ONE TOUCH Il Hospital
Blood Glucose Monitoring System
{with DATA DOCK} (37121)

MediSense ExacTech Sensor
{SelfCare Excel Test Strips} (40280)

MediSense Precision G Blood Glucose
Testing System (40264)

Polymer Technology Systems MTM
BioScanner 1000 (49196)

Roche Diagnostics Accu-Chek
Advantage (55314)

Roche Diagnostics Accu-Chek
Complete System (55315)

Roche Diagnostics Accu-Chek EASY
(55316)

Roche Diagnostics Accu-Chek 111
(55317)

Roche Diagnostics Accu-Chek Instant
(55318)

Roche Diagnostics Accu-Chek Instant
DM (55319)

Roche Diagnostics Accu-Chek
InstantPlus (55320)

Roche Diagnostics AccuChek
Simplicity (55323)

Roche Diagnostics Chemstrip bG
(55352)

Roche Diagnostics EASY Test Strips
(55357)

Roche Diagnostics Glucotrend (55366)

Roche Diagnostics Tracer bG Test
Strips (55584)

Selfcare Elect Il Compact Blood
Glucose Monitoring System (58464)

Selfcare Elect Il Complete Blood
Glucose Monitoring System (58465)

ANALYTE: Glycosylated Hemoglobin
(Hgb ALC) (2204)

Test System, Assay, Examination:
Ames DCA 2000 (04303)
Bayer DCA 2000 (07981)
Bayer DCA 2000+ Analyzer (07827)

ANALYTE: Microalbumin (4019)
Test System, Assay, Examination:

Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

Roche Diagnostics Chemstrip Micral
(urine dipstick) (55348)

ANALYTE: Vaginal pH (6719)

Test System, Assay, Examination:
Litmus Concepts FemExam TestCard
(from vaginal swab) (37109)

SPECIALTY/SUBSPECIALTY:
GENERAL IMMUNOLOGY

ANALYTE: Bladder Tumor Associated
Antigen (0737)

Test System, Assay, Examination:
Bion Diagnostic Sciences BTA stat
Test (for home use) (08146)

ANALYTE: Helicobacter pylori
Antibodies (2513)

Test System, Assay, Examination:

Abbott FlexPack HP Test (for whole
blood) (04735)

Abbott TestPack Plus H. pylori (for
whole blood) (04818)

Becton Dickinson LINK2 H. pylori
Rapid Test (for whole blood)
(08149)

Boehringer Mannheim AccuStat H.
pylori OneStep (for whole blood)
(08139)

ChemTrak AccuMeter H. pylori Test
(for whole blood) (10403)

LifeSign H. pylori WB (for whole
blood) (37148)

Princeton BioMeditech BioSign H.
pylori WB (for whole blood (49212)

Quidel QuickVue One-Step H. pylori
Il Test (for whole blood) (52112)

Roche Diagnostics AccuStat H. pylori
OneStep (for whole blood) (55325)

SmithKline FlexSure HP Test (for
whole blood) (58458)

ANALYTE: Infectious Mononucleosis
Antibodies (Mono) (2809)

Test System, Assay, Examination:

Applied Biotech SureStep Mono Test
(whole blood) (04804)

BioStar Acceava Mono Test (for whole
blood) (08112)

Genzyme Contrast Mono (for whole
blood) (22229)

Genzyme Rapid Mono (for whole
blood) (22230)

Jant Pharmacal Accutest Infectious
Mononucleosis Test (for whole
blood) (31087)

LifeSign UniStep Mono (for whole
blood) (37143)

Princeton BioMeditech BioSign Mono
WB (for whole blood) (49189)

Quidel CARDS O.S. Mono (for whole
blood) (52101)

Seradyn Color Q Mono (for whole
blood) (58501)

Wampole Mono-Plus WB (70208)

Wyntek Diagnostics OSOM Mono Test
(for whole blood) (70214)

SPECIALTY/SUBSPECIALTY:
HEMATOLOGY

ANALYTE: Hematocrit (2514)

Test System, Assay, Examination:
Micro Diagnostics Spuncrit Model
DRC-40 Infared Analyzer (40258)
Wampole STAT—CRIT Hct (70164)

ANALYTE: Hgb, single analyte inst. w/
self-cont * * * (2554)

Test System, Assay, Examination:
GDS Diagnostics HemoSite Meter
(22249)

ANALYTE: Prothrombin Time (PT)
(4922)

Test System, Assay, Examination:

Boehringer Mannheim CoaguChek (for
Professional Use) (07496)

Boehringer Mannheim CoaguChek
PST (07962)

ITC ProTIME Microcoagulation
System (28387)

Roche Diagnostics CoaguChek (for
Professional Use) (55355)

Roche Diagnostics CoaguChek PST
(55356)

SPECIALTY/SUBSPECIALTY:
TOXICOLOGY/TDM

ANALYTE: Ethanol (Alcohol) (1608)

Test System, Assay, Examination:
STC Technologies Q.E.D. A150 Saliva
Alcohol Test (58494)
STC Technologies Q.E.D. A350 Saliva
Alcohol Test (58495)

ANALYTE: Nicotine and/or Metabolites
(4319)

Test System, Assay, Examination:
DynaGen NicCheck | Test Strips
(13437)

SPECIALTY/SUBSPECIALTY:
URINALYSIS

ANALYTE: Urine Dipstick or Tablet
Analytes, nonautomated (9641)

Test System, Assay, Examination:

AmeriTek dBest Urinalysis Test Strips
(04786)

Bayer ACETEST Reagent Tablets
(07871)

Bayer ALBUSTIX Reagent Strips
(07872)

Bayer BILI-LABSTIX Reagent Strips
(07873)

Bayer CLINISTIX Reagent Strips
(07874)

Bayer CLINITEST Reagent Tablets
(07875)

Bayer COMBISTIX Reagent Strips
(07876)

Bayer DIASTIX Reagent Strips (07877)

Bayer HEMA-COMBISTIX Reagent
Strips (07878)

Bayer HEMASTIX Reagent Strips
(07879)
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Bayer ICTOTEST Reagent Tablets Roche Diagnostics Chemstrip uGK

(07880) (55354)

Bayer KETO-DIASTIX Reagent Strips Symcon International Dia Strips
(07881) System (58509)

Bayer KETOSTIX Reagent Strips TECO Diagnostics Clinistrip 10 SGL
(07882) (61288)

Bayer LABSTIX Reagent Strips TECO Diagnostics Urine Reagent
(07883) Strips 2 (61433)

Bayer MICRO-BUMINTEST Reagent
Tablets (07884)

Bayer MULTISTIX 10 SG Reagent
Strips (07885)

Bayer MULTISTIX 2 Reagent Strips

Yeongdong UriScan Reagent Strips
(76009)

ANALYTE: Urine Qualitative Dipstick
Bilirubin (6415)

(07890) Test System, Assay, Examination:
Bayer MULTISTIX 7 Reagent Strips Bayer CLINITEK 50 Urine Chemistry
(07889) Analyzer (07788)

Bayer MULTISTIX 8 SG Reagent
Strips (07888)

Bayer MULTISTIX 9 Reagent Strips
(07886)

Bayer MULTISTIX 9 SG Reagent
Strips (07887)

Bayer MULTISTIX Reagent Strips

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

(07891) S o
Bayer MULTISTIX SG Reagent Strips é‘g'g‘é—\(gl'zlé;”'”e Qualitative Dipstick
(07892)
Bayer N-MULTISTIX Reagent Strips Test System, Assay, Examination:
(07893) Bayer CLINITEK 50 Urine Chemistry

Bayer N-MULTISTIX SG Reagent
Strips (07894)

Bayer URISTIX 4 Reagent Strips
(07895)

Bayer URISTIX Reagent Strips (07896)

DIASCREEN 3 (13446)

DIASCREEN 4 (13447)

DIASCREEN 5 (13448)

DIASCREEN 6 (13449)

DIASCREEN 7 (13450)

DIASCREEN 8 (13451)

DIASCREEN GP (13455)

DIASCREEN Glucose (13453)

DIASCREEN Ketone (13454)

DIASCREEN Ketone/Glucose (13452)

Henry Schein 9-Way (25290)

Henry Schein GP+A (25289)

Roche Diagnostics Chemstrip 10 S—

Analyzer (07788)

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
Glucose (6414)

Test System, Assay, Examination:
Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)
Boehringer Mannheim Chemstrip
Mini UA (07565)
Roche Diagnostics Chemstrip Mini
UA (55349)

UA (55336) Roche/Boehringer Mannheim
Roche Diagnostics Chemstrip 10 UA Chemstrip 101 Urine Analyzer
(55337) ) ) ] (55301)
Roscge(flsi)slg:gsg;)stlcs Chemstrip 10 with ANALYTE: Urine Qualitative Dipstick
Roche Diagnostics Chemstrip 2 GP Ketone (6416)
(55339) Test System, Assay, Examination:
Roche Diagnostics Chemstrip 2 LN Bayer CLINITEK 50 Urine Chemistry
(55340) Analyzer (07788)
Roche Diagnostics Chemstrip 4 The Boehringer Mannheim Chemstrip
OB (55341) Mini UA (07565)
Roche Diagnostics Chemstrip 6 Roche Diagnostics Chemstrip Mini
(55342) UA (55349)
Roche Diagnostics Chemstrip 7 Roche/Boehringer Mannheim
(55343) Chemstrip 101 Urine Analyzer
Roche Diagnostics Chemstrip 9 (55301)
(55344) ANALYTE: Uri litative Dipstick
Roche Diagnostics Chemstrip K - Urine Qualitative Dipstic
(55346) Leukocytes (6423)
Roche Diagnostics Chemstrip Micral Test System, Assay, Examination:
(55347) Bayer CLINITEK 50 Urine Chemistry

Roche Diagnostics Chemstrip uG
(55353)

Analyzer (07788)
Boehringer Mannheim Chemstrip

Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
Nitrite (6422)

Test System, Assay, Examination:

Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
Protein (6420)

Test System, Assay, Examination:

Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
Specific Gravity (6417)

Test System, Assay, Examination:

Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
Urobilinogen (6421)

Test System, Assay, Examination:

Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)

Boehringer Mannheim Chemstrip
Mini UA (07565)

Roche Diagnostics Chemstrip Mini
UA (55349)

Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

ANALYTE: Urine Qualitative Dipstick
pH (6419)

Test System, Assay, Examination:
Bayer CLINITEK 50 Urine Chemistry
Analyzer (07788)
Boehringer Mannheim Chemstrip
Mini UA (07565)
Roche Diagnostics Chemstrip Mini
UA (55349)
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Roche/Boehringer Mannheim
Chemstrip 101 Urine Analyzer
(55301)

[FR Doc. 99-24638 Filed 9-22-99; 8:45 am]
BILLING CODE 4163-18-P



