General Chemistry

Performance. Capacity. Simplicity.

UniCel' DxC 800 Synchron Clinical System B

It takes powerful technology and
outstanding support to help your laboratory
meet the challenges of today's fast-paced
heaith care environment. Beckman Coulter
can help your lab stay on top of its
challenges with the next generation -

the UniCel” DxC 800 Clinical System.

The system's onboard capacity of 70

reagents helps your lab consolidate

workstations. Plus, the DxC 800 delivers:

= A peak throughput of 1440 tests
per hour, perfect for labs that
process more than 500 chemistry
tubes per day.

» Enhanced user software that's very
intuitive and easy to learn

Low maintenance requirements —

no daily maintenance and

minimal weekly maintenance.
Optional closed-tube sampling
capability to enhance your
laboratory's performance, while
reducing exposure to biohazards and
the potential for errors.

Plus, you can take advantage of many more

features designed to help you deliver
accurate test results, when they are needed.
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UniCel” DxC 800 Specifications

Measurement Principles
ISE {lon Selective Electrode)
Conductivity Flectrode
Glucose Oxygen Sensor
Colorimetric

Immuno-turbidimetne
CEDIA-

Enzyme Immunoassay
Rate

Endpoint

Detection Systems

Cartridge chemistry detector:
Type: Mult-wavelength. diffraction grating
spectrophotometer
Light source: Pulsed xenon lamp
Detector: Diode array for 340, 380, 410, 470,
520, 560, 600, 650, 670, 700 nm
wavelengths

NIPIA detector (PRO option):
Type: Light emitting diode
Cetector: Photo diode array for 940 nm
wavelength

Modular detectors:
5SE:
2 Electrochemical
4 Colorimetric

Throughput ‘ i{a 3

1440 tests/hour maxim

1T critical care eHeristries in 42 seconds
(ALB, BUN, CALC, CO*, CL, CRE, GLU. PHOS, K,
NA, TP. UREA)

Reaction Carousel Temperature
Cuvette chermistry methods:
37°C (= 0.2°C
Other module temperatures:
37°C and 41°C, chemistry method dependent
ISE methods;
ambient room temperature

Cartridge Reagent Compartment Temperature
+2°Clo +8°C

Reagent Capacity

70 methods simultaneousty on board
59 cartridge chemistries
5 ISE chemistries
6 modular chemistries

Chemistry Menu Capacity

= 100 preprogrammed, bar-coded methods
currently available

On-board data storage for 100 user-defined

methods
o. 140

- BarCode Reagent Features ... |
Automatic tracking of: |
Number of tesis
‘Available tests
‘Expiration date
Lot number
Calibration expiration

ST

COULTER.

SIMPLIFY -

Calibration Types
Single-point. 2-point, mult-point
Linear and nordinear models
[chemistry method dependent}

Sample Management/Capacity
100 samples inpul quete, w e
140 samples total

Bar-code symbologies:
Code 39 {Code 3 of @ or SD-3)
Code 128 (USD-8)
Interleaved 2 of 5 (USD-1)
Codabar (USD-4)

Sample volume as low as 3 pl

Sample serum indices hemolysis, lipemia
lcterus assessment)

Sample probe obstruction detection

and correction

Sample Types

Serum

Plasma

Urine

CSF

Whole blood hemolysate

Sample Container Types
BD Hemogard”

Greiner*

Sarstedt*

Sample Container Sizes
Primary tubes:
10.25 X 64 mm (3 mL)
13 X 75 mm (5 mL)
13 X 100 mm (7 mL)
16 X 75 mm {7 mL)
16 X 100 mm (10 mL)

Closed Sample Containers (PRO option)
Hemogard

13 x 75 mm

13 % 100 mm

16 % 100 mm

Greiner
13 % 75 mm
13 % 75 mm nonndged
13 x 100 mm
13 % 100 mm non-ndged

Sarstedt {with CTS upgrade)
15.3 x 92 mm serum/gel in 16 x
100 mm sample rack
15 % 75 mm serum in modified
sample rack

%L r /6

SYNCHRON Microtubes™

AUTOMATE

Reporting Units Available
([chemistry method dependent)

Weight/Volume:

pg/mL, ng/ mL, pg/mi,

Y, 5’ pg/dL, n}n{de. pg/dL. mg/dL, g/dL
IRl g

mg/L,

Mass/Volume:
nmol/L. pmol/L. mmol/L

Units/Volume and nuscellaneous units:
mEqg/L
nkat/L, pKat/L
PIU/L. 1U/mL
mil/L, UL UL, mA mA/min
%, niU/dL, mil/mL

Communication Modes

Unidirectional, bidrectional, bidirectional with
true Host Query

R5-232C Serial

Power and Environmental Requirements
Analyzer:
220 VYAC, nominal
15A at low line, exclusive of power on surge
50/60 Hz. nominal

Computer console and monitor;
1715 VAC, 4A, nominal or 230 VAC. 2A, nominal
50/60 Hz, nominal

Printer:
120 VAC or 220 VAC, nominal
50/60 Hz

Heat output {analyzer only):
7.500 BTU/ hour

Ambient operating environment:
Ambient Temperature: +18°C 1o +32°C
Relative Humidity: 20 to 85% relative. non-condensing

Dimensions and Weight
Analyzer on|2y:
Height: 62 inches (157.5 cm)
Length: 70 inches (177.8 cm)
Depth: 41 inches (104.1 ¢m)

Weight: 1725 pounds (782.4 kg) without liquids

Zero rear clearance required

System Console Computer
3.5 inch. 1.44 MB floppy diskette
= 2.0 GB hard disk drive

128 MB RAM

CO-ROM

Water Requirements

0.6 L/minute peak flow rate
16 L/hour minimum continuous flow rate
NCCLS Type Il deionized, <10 CFU/mL

Drain Requirements

Minimum rate of 16 L/hour
= 36 inches {91.4 cm) above the floor

* CEDIA, BD Hemogard, Greiner and Sarstedt aro
registered trademarks of their respective owners

INNOVATE

Eastern Europe, Middle East, North Africa, South West Asia: Switzerland, N

youi (41) 22 994 0707, Australia, Gladesville (61) 2 9844 6000, Canada, Mississauga (1] 905 B19 1234,

China, Beijing (86) 10 6515 6028. Hong Kong (B52) 2814 7431, 2814 0481 France, Villepinte (33) | 49 40 90 00, Germany, Krefeld {44) 2151 33 35

[taly, Cassina de’ Pecchi (Milan) {39) 02 953921. Japan, Tokyo (81) 3 5404 8424, Latin America (1) (305) 380 4709, Mexico, Mexico City (52} 55 560 57770,
Netherlands, Mijdrecht (31) 297 230630, Puerto Rico (787) 747 3335. Singapore (65) 6339 3633. South Africa/Sub-Saharan Africa, Juhannesburg (27) 11 805 2014
Sweden, Bromma (46) 8 564 85 900. Switzerland. Nyon 0800 850 B10. Taiwan, Taipei (886] 2 2378 3456, Turkey, Istanbul (90) 216 309 1900

UK. High Wycambe (44) 01494 441181. USA, Brea, CA (1) 800 352 3433, (1) 714 993 5321
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Connection to automation

With the ability to connect to Beckman Coulter's automation solutions”,
UniCel DxC systems can streamline your lab's testing process even more
by eliminating manual sample-processing steps. Connecting to automation
helps prevent bottlenecks in the lab and improves test turnaround time
and productivity.

o A
I

Reagent capacity for your workload
With an onboard capacity of 70 different reagents, you can configure
the DxC 800 system to meet your laboratory's specific testing patterns.
The DxC 600 offers 65 different reagents on board at once.

Choose from a menu that includes more than 100 liquid,

ready-to-use reagents. Your lab can consolidate your testing

for everything from proteins to drugs of abuse to therapeutic drug monitoring.
* Liquid reagents eliminate time-consuming reagent preparation.

* Most reagents are packaged with enough volume for hundreds of tests,
minimizing operator ntervention with the system.

* Ii reagents are required, operators can load while the system is running.

— e e e e o et

— ——r—

* No need to interrupt workflow to reconfigure orvboard menu. e
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CHEMISTRY PERFORMANCE CHARACTERISTICS

4.1

4.2

System Test Menu:

See Chemistry Abstract in Appendix A.

Same as LX20 V4.3 plus the following cartridged chemistries: Lithium, Aloumin, Total
Protein, Creatinine, reformulated Phosphorus (PHS)

No-Maintenance Disposable Chioride Electrode Tip

Performance Specifications:

See Chemistry Abstract in Appendix A for by-analyte information on:

» Methodology, measurement principle, reaction type

e Sample types and sample volumes

» Reagentinformation: reagent volume used per test, storage temperature, on-

instrument stability, tests per container and reagent preparation information where
applicable.

Measurement time or reaction read time.

Measurement temperature and regulation

Analytical range and ORDAC/URDAC range where applicable
Default reporting units and reference range

Calibration frequency and Within-lot calibration frequency
Enzyme verification capability

Precision specification

OPERATING CHARACTERISTICS

5.1

5.2

5.3

System Modes of Operation: Same as LX20

Routine: Daily analysis management of patient & QC samples
STAT Interrupt: Prioritizes STAT patient samples, processing and results
Calibration: Manage calibration initiation and calibration results.

Maintenance: Software routines for maintenance

Diagnostics: Software routines to assist in diagnostics & troubleshooting
Service: For BCI service personnel

Walk-away On-Board Sample Capacity:
DxC 600: up to 14 racks or 56 samples of walkaway capacity.
DxC 800: up to 25 racks or 100 samples of walkaway capacity (same as LX20)

Sample Processing Capabilities:

5.3.1 Sample Identification: Same as LX20
User-Programmable Feature: The DxC600/800 has an on-board laser barcode
reader that will identify barcodes placed on sample containers. The user may
configure the instrument to read any or all of the following symbologies:

s Codabar

s Interleaved 2 of 5
e Code 39

e Code 128

5.3.2 Closed Tube (CTS) Cap Piercing: Same as LX20 Pro.

Optional Feature: Ability to aspirate samples for testing without the need to
remove the cap.

See Section 3.3 for supported tubes and associated hardware.
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53.3

534

535

Obstruction Detection/Correction: Same as LX20
User-Programmable Feature: The DxC600/800 sample probes automatically

detect complete obstruction of the sample probe and self correct without
operator intervention.

Liguid Level Sense of Sample: Same As LX20

Standard Feature: Using an RF (Radio Frequency) scheme developed by BCI,
the DxC600/800 sample probes automatically check for the presence of a
sample after each sample aspiration.

Test Scheduling: Same As LX20
Standard Feature: The DxC600/800 automatically schedules testing based on
the tests ordered to optimize throughput

5.4 Reagent Management Capabilities:

5.4.1

542

543

\/ 5.4.4

545

\/' 54.6

Reagent Configuration Capacity:

¢ Up to 180 cc reagents may be configured at any given time

* Upto 100 UDR (User Defined Reagents) may be defined at any given time.
¢ User can load multiple cartridges of the same chemistry.

Reagent Identification and Tracking: Same as LX20

Standard Feature: When a barcoded BCI reagent is loaded, the DxC600/800's
on-board barcode reader scans the reagent barcode and then automatically
retains lot number, serial number, expiration date, load date, days usable on
system, tests remaining, calibration status and within lot calibration status. Up
to 500 BCI cartridges and their parameters may be stored in memory at any
given time, even when the cartridge is removed and replaced on the system.

On-Board Reagent Capacity:
e DxC600:65=(5ISE +1MC + 59 CC)
» DxCB800: 70 = (5 ISE + 6 MC + 59 CC)

LA
Liquid Level Sense of cc Reagents: Same as LX20 B # - 4
Standard Feature: DxC600/800 automatically monitors the volume level of

reagent in the cartridge compartments and will alert user when conditions
require attention.

L}

Cycle Counting of Bulk Reagent: Same as LX20
Standard Feature: DxC600/800 automatically monitors the volume of bulk
reagent used and will alert user when conditions require attention.

|
Ly {

Reagent Load/Calibration Management: Same as LX20 [) . o -
5.4.6.1 Overview:
Standard Feature: Reagent Load/Calibration allow the user to:
* Load/unload CC and MC reagents, using the bar code system
when system is in standby or while running.
* |Initiate calibration & automatically confirm a calibration meets
passing specification.

» Display/print the report of reagent & calibration status.
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6.0 SOFTWARE
In English, French, Italian, German, Spanish and Japanese
6.2 LIS Communications; -

~intérface Options: CX7 compatible or LX20 interfaces 3
Communications Mode: Unidirectional, Bidirectional orBidirectional_with Host Query plaov!

;IF

DxC600/800 are compatible with DLE2000

6.3 Data Input Devices:

104-key keyboard (in English, French, Italian, German, Spanish and Japanese) mouse,
touch screen, LIS, CD, diskette

6.4  Data Output Devices:
Touch screen, laser printer, LIS, CD, diskette, modem

6.5  System Setup Features:
6.5.1 Serum Index: Same as LX20
Programmable Feature: When this feature is enabled, the system automatically
analyzes every sample for the detection of hemolysis, icterus and lipemia. A
numeric value (index) for the relative concentration (range) is reported for each
of the parameters. See attached Chemistry Abstract for additional information.

/ - ,I

V 6.5.2 Automatic ORDAC/URDAC: Same as LX20 [ <« -
Programmable Feature: This feature may be enabled/disabled on selected
analytes. When enabled, if a sample result exceeds the instrument printable
range range, the system will automatically rerun the sample with a smaller

sample size, larger sample size or perform an on-line dilution. See attached
Chemistry Abstract for the analytes with this feature.

6.5.3 Manual ORDAC: Same as LX20
Programmable Feature: This feature may be enabled on a selected sample
and analyte during sample programming when a test result is know to exceed
the usable range. The system will automatically run the sample with a smaller
sample size, larger sample size or perform an on-line dilution. See attached
Chemistry for the analytes with this feature.

6.5.4 Date/Time: Same as LX20 Programmable Feature: The user may select from
a variety of options to display the order and format of the date/time.

6.5.5 Demographic Setup: Same as LX20
Programmable Feature: The user has the option to determine which of the 12
demographic fields will be displayed on the screen. The fields are: last name,
first name, middle initial, date of birth, age, sex, patient comment, doctor,
location, collection date, collection time, collected by.




TITLE:

PUBLISHED SPECIFICATION P/N: A23197 AA

UniCel® DxC 600/800 SYNCHRON® SHEET 17 OF 84
Clinical Systems

6.5.6

6.5.7

6.5.8

6.5.9

6.5.10

6.5.11

€512

6.5.13

6.5.14

€515

Report Setup: Same as LX20

Programmable Feature: This feature allows the user to select from the
following options:

» Enable/disable printing of Patient and Control Reports.

» Define a Report Header to print at the tope of each report

¢ Select from 5 Patient Report formats.

e Select from 3 Control Report formats.

* Define Inter-Laboratory information to print in a report.

Chemistry Menu Configuration: Same as LX20

Programmable Feature: The user may select and position the order of analytes
to be displayed on the screens and reports. The user may also define a name
for each analyte as it should appear on a printed chartable report.

Default Sample Type: Same as LX20
Programmable Feature: The user may select a default sample type for all

programmed samples. The sample type may be changes for individual
samples in the Sample Programming Screen

Replicates: Same as LX20
Programmable Feature: User may enter from 1 to 20 replicates per sample.

Sample Comments: Same as LX20

Programmable Feature: The user may defined up 20 sample comments for use
in the Sample Programming Screen.

Units/Precision: Same as LX20

Programmable Feature: The user has the option to select the desired units and
number of decimal places for each analyte displayed and/or printed.

Maximum Sample Program Age: Same as LX20
Programmable Feature: The user may define the time limited allowed before

the same sample ID can be reloaded on the system. This feature is useful
when sample IDs are reused regularly.

Panel Definitions: Same as LX20

Programmable Feature: The user may define up to 50 groupings of analytes
that are commonly programmed and run together.

Default Panel Selection: Same as LX20 4

Programmable Feature: The user may select one of the defined panels as the
default. When the instrument receives a sample 1D with no programming or the
Host Query times out, the instrument will automatically run the default panel.

Special Calculations: Same as LX20

6.5.15.1  Special Calculations Predefined by BCI:
Programmable Feature: The user may enable/disable 14 pre-
defined special calculations. When the special calculation is
enabled, the value is reported when the appropriate chemistries for
the equation are programmed and run for a given sample ID. The
predefined special calculations are: Osmolality (2), Anion Gap (2),
A/G Ratio, Indirect Bilirubin, BUN/Creatinine Ratio, Urea/Creatinine




TITLE:  PUBLISHED SPECIFICATION P/N: A23197 AA

UniCel® DxC 600/800 SYNCHRON® SHEET 18 OF 84
Clinical Systems

6.5.16

6.5.17

6.5.18

6.5.19

Ratio, Free Thyroxine, Creatinine Clearance (2), Apo A/Apo B Ratio,
Apo B/ApoA Ratio, Hemoglobin Alc

6.5.15.2 Operator Defined Special Calculations:
Programmable Feature: The user define and enable/disable 25
special calculations. When the special calculation is enabled, the

value is reported when the appropriate chemistries for the equation
are programmed and run for a given sample ID.

6.5.156.3 Timed Urine Calculations:
Programmable Feature: When Timed Urine is designated as a
sample type, the user may enter the Timed Urine Parameters of
Total Collection Time and Total Volume. The system will
automatically calculate a result as a function of the collection period.

Reference Range: Same as LX20
Programmable Feature: User may define reference ranges for each analyte by
age group, gender and sample type. Up to 32 age ranges may be defined. In

addition, the operator may select one reference range as the default when there
are no demographics associated with the sample.

Critical Range: Same as LX20

Programmable Feature: The user may define critical ranges for each analyte
by age group, gender and sample type when the reference range is defined.
When the Critical Results Rerun option is enabled and an analyte exceeds the
defined critical range, the system will automatically rerun the analyte.

Reportable Ranges: Same as LX20

6.5.18.1  Analytical Range:
Standard Feature: The Analytical Range is an internal system limit
verified by BCI. A result exceeding the Analytical Range is flagged
OIR Hl or OIR LO. See attached Chemistry Abstract for the
analytical ranges by analyte.

6.5.18.2 Instrument Printable Range:
Standard Feature: The Instrument Printable Range is an internal
system limit allowing for the printing/reporting of a result exceeding
the Analytical Range, given small precision variations. A result
exceeding the Instrument Printable Range is suppressed.

6.5.18.3 Reportable Range:
Programmable Feature: The user may enter a reportable range
verified at the user’s site. The Reportable Range many or many not
be the same as the Analytical Range. A result exceeding the
Reportable Range is Range is flagged OIRR HI or OIRR LO.

Immediate Reporting: Same as LX20

Programmable Feature: The user may enable the option to print and/or send-
to-host sample results as they are completed on the system. When the STAT
reporting option is selected, the user may choose between sending MC

chemistry results as they become available or sending MC chemistry results
when they are all completed.
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6.5.20 User-Defined Chemistries: Same as LX20

6.5.21

Programmable Feature: The user may define and store up to 100 UDR (User
Defined Reagent) parameter sets to be included as part of the system’s test
menu. The minimum parameter requirements to define a UDR are::
Chemistry name

Primary Wavelength

Secondary Wavelength

Sample Volume

Reagent Dispense Volume

Blank Start and Blank End Read Times

Reaction Start and Reaction End Read Times

e & & @& & o @

Password Setup: Same as LX20 Programmable Feature: The user may define

password security for up to 100 users. The following areas are password
secured:

e Results: Editing

* Reagent Calibration: Modify setpoints, Slope/Offset Adjustment, Within-Lot
Calibration, Enzyme Validator.

¢ Quality Control

e System Setup

¢ Utilities: Clear Event Log

Sample Programming: Same as LX20

Samples may be programmed via connection with an LIS or at the DxC Console
Sample Identification Options: by Sample ID or rack/cup position or both

Modes of Programming: Barcode or Rack/Position Mode.
Sample ID Storage: Up to 10,000 unit Sample IDs & their programs
Test Selection Options: by panels, individually

Sample Description Options: Sample type, sample comments, Patient ID, Patient

demographics.

Sample Options: Sample replicates, Test replicates, Off-line dilution

factor, Serum Index, Manual ORDAC, Control
sample, STAT designation

Results Management:

6.7:1

6.7.2

6.7.3

Results Recall Same as LX20

This feature allows patient and control results to be recalled, reviewed,
updated, and printed. Results can be recalled, displayed, and printed by:
* Individual Sample ID or a list of Sample IDs

¢ Rack and position

e Patient ID

* Run date and time

Data Storage
The system retains a maximum of 150,000 results and 10,000 sample
programs.

Critical Results Rerun Editing

When the Critical Results Rerun feature is enabled, the user may select the
result to be deleted.
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6.7.4

Absorbance Versus Time

This feature may be used to view/print the absorbance over time of a specific
sample and test.

Quality Control

6.8.1

6.8.2

6.8.3

6.8.4

6.8.5

6.8.6

) > f , 0
Electronic Maintenance Loq: , O o

Control Definition:

Programmable Feature: The user may define up to 100 controls. Control
identification requires a control name, lot number, QC file number, sample type,
the assigned mean, assigned SD and one chemistry selection. The maximum

number of configurable chemistries per control is 175. A maximum of 8 control
ID barcodes may be defined.

Statistics:
When controls are defined and run, the system will automatically maintain a

running update on the number of results, mean, SD and CV. The first 4
Westgard rules are applied.

Summary Reports

The user may display/print QC reports in 2 formats: Summary with
accumulated results or Inter-Laboratory.

Chart Reports:
The user may display/print QC results in the Levey-Jennings format.

Other QC Features:

» Ability to archive and retrieve QC data

» Ability to delete QC data points.

» View/print QC log with ability to enter action comments.

Auto Generation of Control:

Programmable Feature: When the Auto Generation of Control feature is
enabled, the automatic Multiple Cartridge option is available. With the Multiple
Cartridge option, the system will automatically run all runnable on-board
cartridges for an autogenerated control

The user has access to an on-board electronic maintenance log which provides a

means of recording scheduled and unscheduled maintenance. It also alerts the user
when maintenance is due.

Software Upgrades: Same as LX20
Upon availability from BCI, the user may upgrade the system’s operating software
and/or chemistry database parameters.

Utilities:
6.11.1 Alignment:

The system has 49 software alignment routines to assist the advanced user in
aligning hardware.

6.11.2 Diagnostic Routines

The system has 38 software diagnostics routines to assist the advanced user in
troubleshooting.
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6.11.3 Event Log
The system has an automated electronic log that captures all significant
instrument events as a troubleshooting tool.

6.11.4 Backup/Restore:
The user can backup and restore data and alignment files.

6.11.5 Modem:

Optional Feature: When the system is connected to a modem, BCI will have
the ability to monitor instrument performance and reagent metering.

On-Line Help
* Electronic Instructions for Use Manual in multi-languages accessible through the
DxC console using a web browser.

» Web browser has a search engine, which allows the user to quickly locate
information in the Instructions for Use Manual by entering the desired text.
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Sample Handling System
Autoloader/Offload Track

Autoloader/Offload Track

When viewed from the front of the system, the autoloader is on the left and holds up to
25 sample racks in preparation for presentation to the DxC 800 system. The DxC 600
system has room to load a maximum of 14 racks. (Refer to Figure 2.4.)

There is also space for 25 sample racks in the offload track as they are removed from
the Sample Carousel upon completion. Combined, these two components allow for

over one hour of uninterrupted sample processing, with no operator intervention
involved.

NOTICE
When loading racks onto the autoloader, make sure that they are placed firmly
down into the autoloader.

1. Pushers 5. Sample gate
2. Autoloader 6. Shuttle

3. Run button 7. Offload track
4. Priority load button 8. Stop button

Figure 2.4 Sample Loading Area

Priority Load Position
L ———— e = A 2 . ., e
Between the Autoloader and the Sample Gate is the Priority Load position. This

position is used in conjunction with the PRIORITY LOAD button when a rack is to be
634 ¢ ¢ loaded onto the Sample Carousel into a reserved priority position so that it can be run
in a higher priority than other racks on the Autoloader. (Refer to Figure 2.4.)

UniCel DxC Systems Instructions For Use A13914 System Description
October 2005 Page 2-9



Sample Handling System
Priority Load Button

Priuril!_ !_.p_q d Button

D, / ( ‘.:"‘ Typically, rack placement and removal is under microprocessor control. The operator
f ' | may choose to use the reserved positions by pressing the PRIORITY LOAD button
) and placing the priority rack in the space provided by the system. (Refer to Figure 2.4.)
( The rack will load into one of the reserved positions on the Sample Carousel.

PRIORITY LOAD only prioritizes the loading of the rack. It does not alter the sample
priority (STAT or routine) previously designated in Sample Programming.

Pushers

Pushers collect and move to the Sample Gate any racks loaded onto the system. They
are activated when the RUN button is pressed. (Refer to Figure 2.4.)

Sample Gate
The Sample Gate is the mechanism that moves racks from the load tray to the shuttle
during the load process. It also moves samples from the shuttle to the unload track
during the unload process. (Refer to Figure 2.4.)

Shuttle
The Shuttle moves the rack from the gate area onto the Sample Carousel. (Refer to

Figure 2.4.)
Bar Code Reader (Sample)

& CAUTION

Do not tamper with or remove the housing of the Sample Bar Code Reader.

The Bar Code Reader is a Class 11 fixed-beam laser scanner. It is used to read the rack
bar code, the sample bar code (if present), and the background bar codes as the rack
travels past. The rack bar code and sample bar code (if present) are used to identify the
sample and link it to the appropriate sample programming.

There are two background bar codes that are used to determine whether a rack position
is empty or occupied, and if occupied, whether the sample is in a cup or tube.

Refer to "Symbols and Labels" in CHAPTER 1, General Information, for a description
of the CAUTION labels for the bar code reader.

System Description UniCel DxC Systems Instructions For Use A13914
Page 2-10 October 2005



Theory of Operalion
Introduction

Theory of Operation

Introduction

The UniCel DxC Synchron Clinical Systems are microprocessor-controlled, random F ‘ f‘{ P G’,
access clinical analyzers capable of processing a wide variety of operator-selected ) At
““chemistries in a single run. - -
E _._'_____-—--"_-_____ e ——— T T TE——
Cartridge Chemistries (CC)

The optical system of the DxC enables rate, endpoint, and nonlinear analyses to be
performed simultaneously. These analyses are referred to as cartridge chemistries
because the reagents are stored in cartridges.

Cartridge Chemistry (CC): Sample and Reagent Processing

During operation, a number of events occur simultaneously and are under direct
control of the instrument microprocessors.

UniCel DxC Systems Instructions For Use A13914 Systemn Description
October 2005 Page 2-37



Sample Programming and Processing
Sample Preparation by Container Type

Sample Preparation by Container Type
Table 3.2 shows how to prepare different sample containers.

Table 3.2 Preparation of Sample Containers
If running a sample from a... Then...
Primary Tube * Use the sample template in the Appendix to determine

adequate sample volume.
* Remove the stopper.

| |* For CTS systems, remove the stopper, if not a validated
= closed tube.

AD1A510LEPS

i

Secondary Tube Remove the cap.

* Determine sufficient volume.

* Check for fibrin or other materials resulting from
storage.

Beckman Coulter
Synchron
Microtube™

* Pipette the sample into a Synchron Microtube™,
* Verify there are no bubbles at the bottom of the tube.
* Placeinto a 13 x 100 "reserved" rack.

Autoanalyzer
Cup

* Place the cup into a rack.

OR
* Place in 15 x 85 tube (with sample bar code on tube).

* Verify there are no bubbles in sample.

* If cup is placed in a tube with a Bar Coded label a
"reserved rack" must be used.

BD Microtainer® * Place Microtainer in adapter P/N 472987. ‘E

(refer to figure to the right) :
* Verify there are no bubbles in sample. |

* If cupis placed in a tube with a Bar Coded .
wmsemces | 1abel a "reserved rack” must be used. 5

AQ14500L.EPE

0.5 mL Cup Insert * Place the metal Cup Insert into a 16 x 100 mm rack

(P/N 476399) (P/N 471921 — blue or 474463 — purple).
(reusable) * Inserta 0.5 mL Autoanalyzer cup into the Cup Insert.
* Run in the "reserved rack" mode.
Preparing Samples for Analysis UniCel DxC Systems Instructions For Use A13914
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Auto Serum Index/ORDAC
Auto ORDAC

Auto Serum Index/ORDAC
uo oRoag 2. -4

- sl

Auto ORDAC permits the enabling or disabling of the automatic Overrange Detection
and Correction (ORDAC) function for specified chemistries (refer to the Synchron
Clinical Systems Chemistry Information Manual for a list of chemistries offering
ORDAC). When a chemistry result exceeds the instrument printable range and Auto
ORDALC is enabled, the sample will automatically rerun with either:

* a smaller sample size or

* an on-line sample dilution (chemistry dependent). [ //“f
MTE

e

When Auto ORDAC for Ig-A and Haptoglobin is enabled, the URDAC feature is also
enabled. Ig-A and Haptoglobin URDAC is used to analyze samples with

concentrations below the analytical range. In this case, the system takes a larger
sample volume.

(The manual ORDAC function in Sample Programming is used for samples which are ,r .42
known to exceed the usable range. Chemistries designated with manual ORDAC at the
time of programming are run at the ORDAC sample volume.)

From the Setup Screen, select <1> Auto Serum Index/ORDAC to enable or disable
ORDAC. The default for Auto ORDAC is OFF.

The Automatic ORDAC screen may be viewed at any time, however the system must
be in Standby to modify the ORDAC selection.

NOTICE
The analytical ranges for each analyte are system limits found in the respective
CISs. These are the ranges that Beckman Coulter has verified can be achieved by
the system. There is no flagging associated with values exceeding these limits.

The instrument printable ranges for each analyte are internal system limits.
These ranges actually exceed the analytical ranges by a certain limit. This allows
for precision variations and still permits a result to print even though it exceeds
the analytical range slightly. Results outside this range will be suppressed. The
suppressed results will be flagged OIR HI or OIR LO (Out of Instrument Range).

UniCel DxC Systems Instructions For Use A13914 System Setup Options

October 2005

Page 4-5



Quality Control
Introduction

CHAPTER 6 Quality Control

Quality Control

Introduction

This task is performed when your laboratory protocol indicates that control material
should be analyzed. A daily analysis of at least two levels of control materials is highly
recommended. In addition, these controls should be run with each new calibration,
with each new lot of reagents, and after specific maintenance or troubleshooting
activities, However, users should determine their own frequency based on the NCCLS
Proposed Guideline C24-P INTERNAL QUALITY CONTROL TESTING:
PRINCIPLES AND DEFINITIONS.

Quality Control Program

The system Qudlity Control program provides the capability of monitoring system and
chemistry performance by performing real-time analysis of control data.

2.5 L The QC data is presented in both a_a_.gnlmar_y_foxmm in a chart format. Westgard
(f QC rules are applied to the data to aid in determining chemistry and system reliability.

Determination of QC Flags |

The DxC uses the Z-score method for standardizing the scale of a normally distributed
measurement variable. For an individual control result, the Z-score represents the
distance in standard deviations from the assigned mean. The Z-score is calculated
from the following equation where:

>
1}

the individual control result

x|
I

the assigned mean for the control

SD = the assigned standard deviation for the control

T
£= SD

El14425L EPS

Each time a control result is received, the Z-score is calculated. If the Z-score is less
than + 2 SD, the result is within the assigned control range (the assigned mean + 2
assigned standard deviations) and is considered acceptable.

Note: Results are flagged at time of run. Flagging is not changed if the operator
modifies the assigned mean and/or SD.

UniCel DxC Systems Instructions For Use A13914 Quality Control
October 2005 age 6-1



Programming Functions
Introduction

Programming Functions

Introduction

Entering a dilution factor and programming a Manual Overrange Detection and
Correction (ORDAC) feature are discussed below.

Entering a Dilution Factor

A dilution factor may be entered to be applied to the results of a specified sample. The
dilution factor represents an off-line dilution prepared by the operator. The default
dilution factor is 1X. Each result for the sample will be multiplied by the factor. Any
final result generated by the system will be multiplied by the factor.

Prngrammmg a Manual ORDAC

“For samples with analytcs of known concentration that exceed the analytic range, the
manual ORDAC fealure may ' be_ selccted ORDAC compensates for extremely high
concentrations by taklng either a smaller sample volume or diluting the sample on-
line. Selecting manual ORDAC in Sample Programming sends the request to run the
test in ORDAC the first time it is run, unlike chemistries selected for Automatic
ORDAC (which are run undiluted first and then rerun using ORDAC when recovery is
out of range).

ORDAC is NOT available for uric acid that is run on urine samples.

Note: All ORDAC results are designated in the instrument code section on the
appropriate results report.

Results which include the "less than' (<) sign are also multiplied. For example,
a CRP result with a sample dilution of 4, that should be reported out as '<0.5",
will be reported out as "<2.0",

NOTICE

Sample Programming
Page 7-8
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UniCel®DxC Synchron®klinikines sistemos MNI 11041388-066-01-07
Naudojimo instrukcija 12 |apas (I3 viso: 65)

& secioun
COULTER

Méginiy paémimo sistema

Ivadas

Méginiy paémimo sistema sudaryta i sekan¢iy komponenty:
e Meginio stovy
e Autokrautuvo/Iskrovimo tako
e Skubiy meginiy pakrovimo pozicijos
o Saudykleés
ﬂO. 1.4 _*_Bruksninio kodo skaitymo jrenginio
Kamasteliy pradiirimo modulio (neprivalomas)
e Meginiy karuselés
e Meginiy zondo/maisyklés modulio
¢ Plovimo voneliy modulio
(411 s Uszsikimgimo nustatymo modulio

Meginiy paémimo moduliai yra naudojami pakrauti j sistema méginiams,
tiekti meginius tyrimams ir laikinai sauguti méginius kol bus atlikti visi
tyrimai.

Stovo identifikacijos lipdukai

1. Skaitinis stovo identifikatoriaus numeris.
2. Stovo iSmatavimy lipdukas.
3. Stovo identifikavimo bruksninio kodo lipdukas.

Pav. 2.3 Stovas

© Verté: INSTRUMENTATION LABORATORY (LIETUVA) B.1.. 2007



@ UniCel® DxC Synchron®klinikinés sistemos | MNI 11041388-066-01-07
Naudojimo instrukcija 13 lapas (1§ viso: 65)

Autokrautuvo/ISkrovimo takas

DxC 800 autokrautuvas gali talpinti 25 meéginiy stovus, DxC 600 — 14
meéginiy stovy.

1. Stimikliai 5. Méginiy vartai

2. Autokrautuvas 6. Saudykle

3. Paleidimo mygtukas 7. I8krovimo takas

4. Skubiy méginiu pakrovimo mygtukas 8. Sustabdymo mygtukas

Pav. 2.4 Meéginiy pakrovimo zona

P A.C" Skubiy méginiy pakrovimo pozicija

Tarp autokrautuvo ir meéginiy varty yra skubiy méginiy pakrovimo pozicija. Ji
naudojama kartu su skubiy méginiy pakrovimo mygtuku, kad pakrauti
meginius ] rezervuota skubiems méginiams pozicija méginiy karuseléje.

§audyklé
Saudykleé istraukia meéginiy stovus i§ meéginiy karuselés.
Briiksninio kodo skaitymo j ;rengmys (megmlams)

~———————— L
N U, é Briksniniy kody skaltymo jrenginys yra II klasés lazerinis skeneris. Jis

naudojamas nuskaityti stovo ir méginiy briksniniams kodams.

© Verté: INSTRUMENTATION LABORATORY (LIETUVA) B.1., 2007
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Naudojimo instrukcija

MNI 11041388-066-01-07
14 |apas (15 viso: 65)

Kamsteliy pradirimo modulis (Neprivalomas)

{ PR

0 447 | Kamsteliy pradiirimo modulis leidzia méginio zondui pasiekti mégini,

/ | nenuémus kamstelio nuo mégintuvélio. Tame pac¢iame méginiy stove gali biiti

Meéginiy karuselé

| jdéti tuo paciu metu mégintuveéliai su kamsteliais ir be kamsteliy.

Meéginiy karuselé yra variklio pasukama ir turi 10 pozicijy. Normalaus darbo
metu, ji naudoja 8 pozicijas, likusios palieckamos skubiems méginiams.

Ac15a03PEPS

B =

Skyscio lygio jutiklio mazgas

Meéginio zondas (konteinerinés chemijos CC)
Ziedinis ploviklis

Meéginiy karuselé.

Pav. 2.5 Meéginiy karuselés zona

© Verté: INSTRUMENTATION LABORATORY (LIETUVA) B.1.. 2007




UniCel® DxC Synchrc:n® klinikinés sistemos MNI 11041388-066-01-07
COULTER Naudojimo instrukcija 29 |apas (15 viso: 65)

Meéginiy programavimas ir tyrimas

Méginiy su briuksniniais kodais tyrimas

Paprastai, ankstesnio méginiy programavimo nereikia istrinti prie$ sudedant
méginius su britkSniniu kodu j prietaisa. Jei laboratorijoje pasikartoja méginio
identifikatoriai (Sample ID), tai ankstesnis méginiy programavimas privalo
buti iStrinti.

Zingsnis Veiksmas
1 Sudekite megintuvelius | stova taip, kad bruksniniai kodai biity
matyti pro stovo plySius toje pat puséje, kur yra stovo briuksninis
kodas.
2 Jei tyrimai bus atliekami i$ uzdary mégintuvéliy, patikrinkite ar

nesimato kraujo ant mégintuvélio kamstelio vir§aus. Jei matosi
kraujas, nuvalykite guminj kamstelj su ant pagaliuko uZvyniota
vata.

Jei sistema neturi uzdary mégintuveéliy pradirimo ar naudojami
meégintuvéliai netinkami pradiirimui, nuimkite kamstelius.

3 Rutininiams méginiams ar, jei sistema yra parengties
(Standby) rezime: pirmumo meéginiai (méginiai kuriuos reikia
atlikti skubiai) turi biiti patalpinami j autokrautuva pirmiausia.

e [ autokrautuvg jdekite stova su briksniniy kody
etiketémis, atsuktomis j desing ir
e Paspauskite RUN

pl 1.8 Ekstriniams (STAT) méginiams: Jei sistema dirba ir
" autokrautuve yra Kiti stovai,

e Paspauskite PRIORITY. Stovo stiimiklis grjZta viena
pozicija atgal, taigi ekstrinis (STAT) stovas gali biti jdétas
pries kitus stovus.

e Paspauskite RUN

© Verté: INSTRUMENTATION LABORATORY (LIETUVA) B.1L., 2007
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36 lapas (I3 viso: 65)

Rgts/Cal ekrano apzvalga

P
\

Jei Rgts/Cal simbolis yra raudonas ar geltonas pasirinkite jj ir ieSkokite
analiiy, kurios yra iSry$kintos raudona ar geltona spalva. (Ziirékite j 5.1 pav.)
Raudonai i8ryskintos analités nebus tiriamos. Geltonai i$ryskintos analités
tirlamos, bet prie§ pradédami patikrinkite reagento tiirj. Jdékite nauja reagents,

jei reagento tiiris néra pakankamas laukiamiems tyrimams atlikti.

F2

Ha

081 72004 1343

Select positions 1o lnaeécal brete, then select an gotion

Pav. 4.1

Reagento pakrovimo/kalibravimo langas

Reagenty pakrovimo uzsakymas gali buti pateikiamas tuo pat metu arba
atskirai modulinés chemijos (MC) ir konteinerinés chemijos (CC) prietaiso
+ dalims ir gali buti atlikti, kol sistema yra parengties (Standby) ar tyrimo
!.T* (Running) rezimuose. Sistema automatiskai registruoja reagenty lygj visuose
~ konteineriuose. Reagento biklés pranesimai yra surasyti 5.1 lenteléje.

Lentele 4.1

Reagento biiklés praneSimai

PraneSimas

Paaiskinimas

Load requested (Uzsakytas
pakrovimas) pakrovimas,

Reagento pozicijoje uzsakytas reagento

bet sistema tesia tyrimus

Parameters Required (Reikalingi
parametrai)

Praleisti reagento konteinerio
parametrai, kai konteineris buvo jdétas,
jie nebuvo jvesti.

Reagent Ok (Reagentas tvarkoje)

Neéra jokiy klaidy poZymiy

Reagent Expired (Baigési reagento
galiojimo laikas)

Reagentas virsijo laikymo termino
stabilumo data

Days Exceeded (VirSytas dieny
skaicius)

Reagentas pakrautas sistemoje buvo
daugiau negu leistina.

© Vertée: INSTRUMENTATION LABORATORY (LIETUVA) B.L., 2007
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0 Test Available (Liko 0 testy)

Reagentas pilnai sunaudotas; reagento
konteineris tuscias

Level pending (Lygio nustatymas)

Reagento konteineris buvo jdétas ir
laukia lygio nustatymo

Level Sense Error (Lygio
nustatymo klaida)

Reagento lygio patikrinimas nepavyko.
Nepavyko viename ar daugiau skyriy
tinkamai nustatyti reagenta

n/a

Reagento buklé néra tinkama analitéms
(pvz. Elektrolity analitéms)

Reagento pakrovimas/iSkrovimas

MC reagenty informacija

DxC sistema pakrauna ir iSkrauna modulinés chemijos reagentus (MC),
naudodama briiksniniy kody sistemg. Reagento brik$ninio kodo informacija

apima:

e Serijos numerj
e Partijos numerj
e Galiojimo datg
e Reagento pavadinimg

1. Reagento pavadinimas
2. Serijos numeris

Pav. 4.2 MC reagento informacija

3. Partijos numeris
4. Galiojimo data

© Verte: INSTRUMENTATION LABORATORY (LIETUVA) B.I., 2007




UniCel® DxC Synchron®klinikinés sistemos | MNI 11041388-066-01-07
Naudojimo instrukcija 41 lapas (1% viso: 65)

e

Zingsnis Veiksmas (tesinys)

6 Kiekvieno naujo reagenty butelio brik$ninio kodo nuskaitymui
naudokites rankiniu briik3ninio kodo skaitymo jrenginiu.
Parodydama sékmingg briiksnio kodo nuskaityma sistema

»pyptels®.

Patikrinkite monitoriuje, kad jsitikintuméte, kad parodomi
reagento duomenys. Kai tik nuskenuojama, reagento lange
atsiranda dabartiné reagento informacija. Jei briik$ninis kodas
negali biiti nuskenuotas, reagentas gali buti pakrautas rankiniu
budu. Jei bruksninis kodas negali buti nuskenuotas, rankiniu baidu
iStrinkite reagenta, pasirinkdami Clear [F1], jrasykite nauja
informacija ir pasirinktg reagento butelj jdékite j sistema.

¥ Uzdarykite duris ir pasirinkite Done [F10]. Pakrautiems
cheminiams reagentams toliau pereikite prie 8 Zingsnio.

8 Pries tiriant pacienty méginius pakrautus reagentus sukalibruokite
ir atlikite kokybés kontrole (QC).

CC reagento informacija
27 |

&)

fJV 'Y

\

4 DxC sistema naudoja konteineriy briik$ninj koda reagenty pavadinimo,
- partijos numerio, galiojimo datos (pvz. 200601) bei konteinerio serijos
numerio nustatymui ir duomeny jraymui. Ziarékite i Pav. 4.7. Be to, sistema
i8saugoja atmintyje pakrauty ir iSkrauty konteineriy kalibravimo buiseng.

e Reagentai gali biiti pakraunami, kai sistema atlieka tyrimus, yra laukimo ar
parengties (Standby) biisenoje.

* Reagenty paruoSimo instrukcijy ieskokite reagenty dézutése ar reagenty
paruosimo kortelése.

e PrieS pakrovima dangteliai nuo konteineriy turi bati nuimti.

e PrieS pakrovimg patikrinkite ar konteineriy skyriuose néra burbuly.
Burbuly paSalinimui naudokite lazdele su vatos antgaliu.
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| Kokybés kontrolés grafikas atvaizduoja kontrolés rezultatus uz pasirinkta

h perioda (pagal nutyléjimg yra parenkama einamoji data) grafinéje formoje,
atvaizduojant matavimy tasky pozicija priskirto vidurkio reik§més atzvilgiu ir
atvaizduojant standartinj nuokrypj. Rezultatai pateikiami pagal datg ir laika,

| pirmiausia pateikiamas naujausias rezultatas. Kokybés kontrolés grafikas
\ prieinamas i$ standZiojo disko arba disketeés.

!

J Ispejimas: spalvinis Zyméjimas paremtas priskirta vidurkio reik§me ir

| standartinio nuokrypio (SD) reiksme, kurios buvo kontrolés atlikimo metu. Jei
priskirta vidurkio reikSmé ir/arba standartinio nuokrypio reik§mé pakei¢iama,
spalvinis Zyméjimas nepasikeis.

Priéjimas prie kokybés kontrolés grafiky

Atlikite Zemiau nurodytus Zingsnius, kad prieiti prie kokybés kontrolés (QC)

grafiky.

Zingsnis

Veiksmas

1

IS meniu juostos iSrinkite kokybés kontrolés (QC) simbol;

2

IS kokybés kontrolés (QC) lango pasirinkite jau apibréztg kontrole
arba klaviatiiros pagalba surinkite norimos perzvelgti kontrolés
numer;j.

Pasirinkite Chart [F7].

IraSykite kokybés kontrolés (QC) grafiko pradzios ir pabaigos
datas j datos intervalo laukelius arba paspauskite [Enter], kad
pasirinkti dabartine, sitilomg data pagal nutyléjimg. Judéjimui tarp
laukeliy naudokités [Tab] klavisu.

[spéjimas: Jei pasirinktoms datoms duomeny néra, pasirodys
praneSimas ,,No Data Available* (Duomenu néra).

Nustatytos iSrinktai kontrolei analités yra pateikiamos sarase.
Visos analités rodomos kaip pasirinktos.

Patogumui yra du biidai atrinkti analites j grafikus:

e Jei reikia iSsirinkti didZiaja dalj rodomy analiéiy grafiky
sudarymui, pasirinkite visas analites, kurios NETURI BUTI
naudojamos grafiky sudarymui. Tada pasirinkite <Remove>.
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Chemistry Quick Reference

/ ™

S

Chemistry Name Acetaminophen Amin:lt::rl:feerase \ Alanine Ar[r;ll-_réoér}ai:sfgraje 4
Measurement Principle Immunoturbidimetric Henry P5P Activaté‘ah__'/ V
Chemistry Abbreviation ACTM ALT ALT-

Reaction Type Rate 1 Rate 1 Rate 1

Primary Wavelength 340 nm 340 nm 340 nm

Reaction Period

Start: 112 seconds
Stop: 160 seconds

Start: 112 seconds
Stop: 176 seconds

Start: 224 seconds
Stop: 304 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 5L 23 L 23 L
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC N/A 3L 3L
Reference Interval Sl Units 1 Units
Serum/Plasma See Chemistry Information Sheet M 1763 UL M0.29-1.07 pkat/L | M451UL M 0.74 pkat/L
F 1454 UL F 0.24-0.92 pkat/L | F 34 UL F 0.56 pkat/L
Urine N/A . N/A N/A N/A N/A
CSF N/A NA N/ ey N/A N/A _p,
Analytical Range " SiUnis It [ slunits Silnits |
Serum/Plasma 10:300 pg/ml \ 66-1986 pmol/L / '| 5400UL . 0.09-6.8 pkat/L 5400 UL . 0.09-6.8 pkat/L
Urine N/A SNA | NA ~NA N/A N/A
CSF /A N/A N/A N/A N/A ) @R N/A
URDAC N/A N/A N/A N/A A YIONUN/A
ORDAC N/A N/A 350:2600 IUAL 5.8-43.0 pkat/L 50-2600 5.95-44.2 pkat/L
Precision Specification Sl Units SI Units SI Units
(Use the greater number)
Serum/Plasma &hor20pg/ml 4% or13.2pmolL | 3.5% or 3L 3.5%or 0.05 pkat/L | 3.5%or 3IUL 3.5% or 0.05 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A 10% 10% 10% 10%
Reagent Volume A 230 uL A 242 L A 250 L
B 40 L B 8L B 8L
C 32 C N/A C N/A
Kit Size 1 x 100 tests/cartridge 2 x 200 tests/cartridge 2 x 100 tests/cartridge
2 x 400 tests/cartridge 2 x 300 tests/cartridge
On-nstrument Stability 42 days 30 days 10 days
Storage Temperature +2to +8°C +2 10 +8°C +21t0 +8°C
Calibration Frequency 14 days N/A 5 days
Within-Lot 60 days N/A 30 days
Compatible Anticoagulants Lithium Heparin Ammaonium Heparin Ammonium Heparin
Sodium Heparin EDTA EDTA
EDTA Lithium Heparin Lithium Heparin
Sodium Heparin Sodium Heparin
Reagent Part Number 472169 442620 2 x 200 tests/cartridge 467840 300 tests/cartridge
476826 2 x 400 tests/cartridge 467848 100 tests/cartridge
Calibrator Part Number 469630 N/A 441350
Control Part Number 657365, 472461, 67, 72 657365 657365

Comment

Transfer C into A (P/N 442620)
Pour vial into A (P/N 476826).

Transfer C into A (P/N 467848)

Calibration required.




Chemistry Quick Reference

: , : | Alkaline Phosphatase o
Chemistry Name Albumin Alkaline Phosphatase " FCC/DGKCh ﬂ)~ L{ '
Measurement Principle BCP Kinetic Rate Kinetic Rate !
Chemistry Abbreviation ALB ALP ALP
Reaction Type Endpoint 2 Rate 1 Rate 1
Primary Wavelength 600 nm 410 nm 410 nm
Reaction Period Start: 75 seconds Start: 128 seconds Start: 128 seconds
Stop: 105 seconds Stop: 280 seconds Stop: 280 seconds
Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 3L 5L 5L
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC N/A 3L 3L
Reference Interval SI Units SI Units
Serum/Plasma 3550 g/d 35-50 g/L 38126 UL 0.65-2.14 pkat/L See Chemistry Information Sheet
Urine N/A N/A NA N/A N/A
CSF N/A N/A N/A N/A N/A
Analytical Range S1 Units S1 Units S1 Units
Serum/Plasma 1.0-7.0 g/dl 10-70 g/L 51000 IUAL 0.1-16.7 pkat/L 51000 UL 0.1-16.7 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A ” /'q N/A
URDAC N/A N/A N/A N/A NI N/A
ORDAC 8001650 UA.  13.3-27.5 pkat/L 00-1650 IU 13.3-27.5 pkat/L
Precision Specification S1 Units S1 Units SI Units
(Use the greater number)
Serum/Plasma 30%or020g/l  3.0%or2gl 3% or 3L 3.5% or 0.05 pkat/L | 3.5%or 3IU/L 3.5% or 0.05 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A 10% 10% 10% 10%
Reagent Volume A 300 L A 228 1L A 228 L
B N/A B 22 L B 22yl
C N/A C N/A C N/A
Kit Size 2 x 300 tests/cartridge 2 % 200 tests/cartridge 2 x 200 tests/cartridge
2 % 400 tests/cartridge 2 x 400 tests/cartridge
Ondnstrument Stability 30 days 10 days 30 days
Storage Temperature Room Temperature +2 to +8°C +2 to +8°C
Calibration Frequency 14 days N/A 10 days
Within-Lot 90 days N/A 30 days
Compatible Anticoagulants Ammonium Heparin Ammonium Heparin Ammonium Heparin
EDTA Lithium Heparin Lithiumn Heparin
Lithium Heparin Sodium Heparin Sodium Heparin
Sodium Heparin
Reagent Part Number 442765 442670 2 x 200 tests/cartridge 442670 2 x 200 tests/cartridge
476821 2 x 400 tests/cartridge 476821 2 x 400 tests/cartridge
Calibrator Part Number 442600 N/A 441350
Control Part Number 657365 657365 657365

Comment

Calibration required.

e
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Chemistry Name Ammonia Amylase Antistreptolysin-0 P A
Measurement Principle Enzymatic Enzymatic-DS Immunoturbidimetric '
Chemistry Abbreviation AMM AMY ASO-

Reaction Type Endpoint 2 Rate 1 Rate 1

Primary Wavelength 340 nm 340 nm 340 nm

Reaction Period

Start: 304 seconds
Stop: 352 seconds

Start: 200 seconds
Stop: 264 seconds

Start: 8 seconds
Stop: 40 seconds

Sample Type Plasma Serum/Plasma/Urine Serum/Plasma
Sample Size

Serum/Plasma 40 uL 12l 6L

Urine N/A 12 L N/A

CSF N/A N/A N/A

URDAC N/A N/A N/A

ORDAC N/A Il Il
Reference Interval Sl Units 81 Units

Serum/Plasma 1660 pg/dL 9-35 pmol/L 36128 UL 0.3-1.07 pkat/L <145 IU/mL

Urine N/A N/A 1-17 Ufr 0.01-0.14 pkat/hr N/A

CSF N/A N/A N/A N/A N/A
Analytical Range 51 Units SI Units

Serum/Plasma 16-1700 pg/dL 9-1000 pmol/L 5800 UL 0.04-6.68 phat/L 25800 IU/mL

Urine N/A N/A 5800 UL 0.04-6.68 pkat/L N/A

CSF N/A N/A N/A h ) N/A N/A

URDAC N/A N/A “NA “, ;:

ORDAC N/A N/A 1 600-2400 UL 5.01-20.04 pkat/L 640-1600 1 f i
Precision Specification 81 Units - $1 Units '
(Use the greater number)

Serum/Plasma 2%hor85pg/dl 2% or 5 pmol/L 35%or 3UL 3.5% or 0.03 pkat/L | 4% or 10 IU/mL

Urine N/A N/A 35%or3UL 3.5% or 0.03 pkat/L | N/A

CSF N/A N/A N/A N/A N/A

ORDAC N/A N/A 10% 10% 4%
Reagent Volume A 180 pL A 238 L A 250 pL

' B 40 L B N/A B 50 L

C 6 Colzal C N/A
Kit Size 2 x 25 tests/cartridge 2 x 200 tests/cartridge 2 x 100 tests/cartridge
On-nstrument Stability 30 days 30 days 60 days
Storage Temperature +2 1o +8°C +2 10 +8°C +21t0 +8°C
Calibration Frequency 5 days N/A 30 days
Within-Lot N/A N/A 60 days
Compatible Anticoagulants EDTA Ammonium Heparin EDTA
Sodium Heparin Lithium Heparin Lithium Heparin
Sodium Heparin Sodium Heparin

Reagent Part Number 439770 ¥ 442775 469165 ~
Calibrator Part Number Included N/A 469965
Control Part Number 465990, 93, 96 657365 450162, 63, 64

Comment




P

/ N
. (| aspartate Aminotransferase || . ;
Chemistry Name N (FCC) | .4, 1 ) Blood Urea Nitrogen Carbamazepine
Measurement Principle P5P Activated / Enzymatic Immunoturbidimetric
Chemistry Abbreviation AST- BUN CAR
Reaction Type Rate 1 Rate 1 Endpaint 2
Primary Wavelength 340 nm 340 nm 340 nm
Reaction Period Start: 224 seconds Start: 32 seconds Start: 528 seconds
Stop: 304 seconds Stop: 64 seconds Stop: 584 seconds
Sample Type Serum/Plasma Serum/Plasma,/Urine Serum/Plasma
Sample Size
Serum/Plasma 231l 3L 3L
Urine N/A 3L (1:10 dil.)* N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC 3L N/A N/A
Reference Interval S1 Units Sl Units
Serum/Plasma M35 UL M 0.58 pkat/L 826 mg/d. 2.9:9.3 mmol/L See Chemistry Information Sheet
F 31U F 0.52 pkat/L
Urine N/A N/A 12-20 g/24 hr 0.43-0.71 mol/24 hr | N/A
CSF N/A N/A N/A N/A N/A
Analytical Range S1 Units S| Units $1 Units
Serum/Plasma 10400 UL 0.2-6.7 pkat/L 5100 mg/dL 1,8-35.7 mmol/L 220 pg/mL 8.5-84.6 ymol/L
Urine N/A N/A 501000 mg/dl  17.9-357 mmol/L N/A N/A
CSF N/A W N/A N/A N/A /A N/A
URDAC A0 N N/A N/A /A N/A
ORDAC 3502600 D)  5.843.3 pat/L VA N/A N/A N/A
Precision Specification SI Units
{Use the greater number) S1 Units S1 Units
Serum/Plasma 35%0r3IL  35%or0.05pkat/l | 3or2mg/dl  3%or0.7L mmolL | S%or06pg/ml 5% or 2.5 ymol/L
Urine /A N/A FhorImg/dl  3%or LO7mmolL | NA N/A
CSF /A N/A N/A N/A N/A N/A
ORDAC 10% 10% /A N/A NA N/A
Reagent Volume A 250 L A 285 L A 230 L
B 8L B 154 B 30 L
C N/A C N/A C 324l
Kit Size 2 % 100 tests/cartridge 2 % 300 tests/cartridge 2 x 100 tests/cartridge
2 x 300 tests/cartridge
Ordnstrument Stability 10 days 30 days 42 days
Storage Temperature +210 +8°C +210 +8°C +21t0 +8°C
Calibration Frequency 5 days 24 hours 14 days
Within-Lot 30 days 30 days 60 days
Compatible Anticoagulants Ammonium Heparin EDTA Lithium Heparin
EDTA NHy, NA, LiHeparin Sodium Heparin
Lithium Heparin Sodium Fluoride/Potassium Oxalate
Sodium Heparin
Reagent Part Number 467845 2 x 300 tests/cartridge 442750 469112
467849 2 x 100 tests/cartridge
* Calibrator Part Number 441350 442600 469600
Control Part Number 657365 657365 657365, 472461, 67, 72
Comment Transfer C into A (P/N 467845) DIL 1 required for on-board urine
Calibration required. sample dilution.

"Reaction volume, actual sample volume required differs due to on-board dilution. Refer to Chemistry Information Sheets for details.




Chemistry Quick Reference

Chemistry Name H__’i(_:holesterol " h, 1% Cholinesterase Ch?:;a;;e;éehr}ase
Measurement Principle Enzymatic S-Butyrylthiocholine lodide SButyrylthiocholine lodide
Chemistry Abbreviation CHOL CHE CHE

Reaction Type Endpoint 2 Rate 1 Rate 1

Primary Wavelength 520 nm 410 nm 410 nm

Reaction Period

Start: 320 seconds
Stop: 352 seconds

Start: 16 seconds
Stop: 64 seconds

Start: 16 seconds
Stop: 64 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 3L L 3l
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC 2L N/A N/A
Reference Interval SI Units S1 Units
Serum/Plasma See Chemistry Information Sheet 5859-13060 UL~ 98-218 pkat/L M 4620-11500 UL M 79-192 pkat/L
F 3930-10800 UL F 66-180 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
Analytical Range Sl Units S1 Units Sl Units
Serum/Plasma 5750 mg/dL 0.13-19.43 mmol L | 250-20000 UL 4-334 pkat/L 250-20000 U/L 4-334 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A NA o a1, | NA N/A N/A N/A
URDAC N/A N/A r N/A N/A N/A N/A
ORDAC 600-1000 mg/dl.~  15.54-25.9 mmol/L | N/A N/A N/A N/A
Precision Specification ) ) S1 Units SI Units
(Use the greater number) SI Units
Serum/Plasma 3% or 5 mg/dL 3%or0.13mmolL | 35%or60UL  3.5%or1pkat/L | 3.5%or60 UL 3.5% or 1 pkat/|
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC 10% 10% N/A N/A N/A N/A
Reagent Volume A 290 L A 300 pL A 300 L
B N/A B 15pL B 15 L
C 10 C N/A C N/A
Kit Size 2 x 300 tests/cartridge 2 x 250 tests/cartridge 2 x 250 tests/cartridgg
On-Instrument Stability 30 days 42 days 47 days
Storage Temperature +2 to +8°C +2 to +8°C +210 +8°C
Calibration Frequency 14 days N/A 7 days
Within-Lot 90 days N/A 30 days

Compatible Anticoagulants

Ammonium Heparin
Lithium Heparin
Sodium Heparin

Ammonium Heparin

Ammonium Heparin

Reagent Part Number 467825 443797 443797
Calibrator Part Number 442600 N/A 441350
Control Part Number 657365 or 469905, 657365 657365

465980, 981, 982

Comment

Reagent preparation required,

Reagent preparation and bl

required.
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Chemistry Quick Reference

7

Chemistry Na@e r C-Reactive Pmmjg.J 4.2) Creatine Kinase R C’?“ﬁ:‘(’:&‘“’;ﬁ ¢, )
Measurement Principle ImﬁMrﬁMimtric Rosalki NAC Activated i

Chemistry Abbreviation C-RP CK CK-

Reaction Type Rate 1 Rate 1 Rate 1

Primary Wavelength 600 nm 340 nm 340 nm

Reaction Period

Start: 1 second
Stop: 32 seconds

Start: 184 seconds
Stop: 240 seconds

Start: 144 seconds
Stop: 208 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum,/Plasma 6L 13 4L 12 L
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC 3 3L 3L
Reference Interval 51 Units SI Units S1 Units
Serum/Plasma < (.75 mg/dL <7.5mglL M 49397 IUAL M 0.83-6.75 pkat/L | M171 UL M 2.85 pkat/L
F 38234 UL F 0.65-3.98 pkat/L | F 1451UL F 2.41 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
Analytical Range SI Units Sl Units Sl Units
Serum/Plasma 0.10-25 mg/dL 1.0-250 mg/L 51200 UL 0.1-20 pkat/L 51200 UL 0.1-20 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A b.0) N/A N/A N/A :,J N/A
URDAC N/A NA N/A NA P10 N
ORDAC 2050 mg/dL 200-500 m 8604100 UL 14.3-68.3 pkat/L 4100 UL 14.3-68.3 pkat/L
Precision Specification Sl Units SI Units SI Units
(Use the greater number)
Serum/Plasma 5.0%0r0.05mg/d. 5% or 0.5mg/L | 35%or5UL  35%or0.08 pkat/L | 35%or5IUL  3.5% or 0.08 pkat/L
Urine N/A N/A N/A N/A NA N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC 10% 10% 10% 10% 10% 10%
Reagent Volume A 250 L A 238 L A 242 L
B 50 uL B 224 B 22 L
C N/A C N/A C N/A
Kit Size 2 x 200 tests/cartridge 2 x 200 tests/cartridge 2 % 200 tests/cartndge
2 x 400 tests/cartridge
On-Instrument Stability 60 days 30 days 21 days
Storage Temperature +2°C to +8°C +2 10 +8°C +2 to +8°C
Calibration Frequency 30 days N/A 21 days
Within-Lot 60 days N/A 30 days
Compatible Anticoagulants EDTA Ammonium Heparin Ammonium Heparin
Lithium Heparin EDTA EDTA
Sodium Heparin Lithium Heparin Lithium Heparin
Sodium Heparin Sodium Heparin
Reagent Part Number 969620 442635 2 x 200 tests/cartridge 467830
476836 2 x 400 tests/cartridge
Calibrator Part Number 469965 N/A 441350
Control Part Number 450162, 63, 64 657365 657365

Comment

Transfer C into A (P/N 442635)
Pour vial into A (P/N 476836)

Transfer C into A. Calibration required.

*Not available in the U.S. or Canada
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Chemistry Quick Reference

Chemistry Name Digoxin Direct Bilirubin amma-Glutamyl Transferase
~_ . 4, f,OG
Measurement Principle Immunoturbidimetric Diazo J Szasz
Chemistry Abbreviation DIGN DBIL GGT
Reaction Type Rate 1 Endpoint 2 Rate 1
Primary Wavelength 560 nm 560 nm 410 nm
Reaction Period Start: 416 seconds Start: 416 seconds Start: 64 seconds
Stop: 464 seconds Stop: 448 seconds Stop: 184 seconds
Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 15 L 10 L 13 L
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC N/A N/A 3L
Reference Interval See Chemistry Information Sheet 51 Units Sl Units
Serum/Plasma 0.10.5 mg/dL 1.7-8.6 pmol/L T50 UL 0.1-0.9 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A , 2 nVA N/A
Analytical Range S1 Units Stunis  [** " S1 Units
Serum/Plasma 0245ng/m. 0.25:5.8 nmol/L 0110mg/d.  ~TT-I7Tpmol/L_ | 5750 A 0.1-125 pkat/L
Urine N/A N/A N/A NA N/A N/A
CSF N/A N/A N/A N/A N/A N/A
URDAC N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A N/A N/A 550-3000 1U/L 9.2-50 pkat/L
Precision Specification S1 Units Sl Units SI Units
(Use the greater number)
Serum/Plasma Shor0.1ng/mL 5% or 0.13 nmol/L Shor 0.15mg/d. 5% or 2.6 pmol/L 35% or 3L 3.5% or 0.05 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A N/A N/A 10% 10%
Reagent Volume A 185 L A 310 pL A 237 L
B 15 B 10pL B 234l
C 250 C N/A C N/A
Kit Size 2 x 100 tests/cartridge 2 x 200 tests/cartridge 2 x 200 tests/cartridge
2 x 300 tests/cartridge 2 x 400 tests/cartridge
On-nstrument Stability 30 days 30 days 7 days
Storage Temperature +2 to +8°C Room Temperature +210 +8°C
Calibration Frequency 14 days 14 days N/A
Within-Lot 42 days 90 days N/A
Compatible Anticoagulants Lithium Heparin EDTA Ammonium Heparin
Sodium Heparin NH,, NA, LiHeparin Lithium Heparin
EDTA Sodium Citrate Sodium Heparin
Sodium Fluoride/Potassium Oxalate
Reagent Part Number 650182 439715 2 x 200 tests/cartridge 442650 2 x 200 tests/cartridge
476856 2 x 300 tests/cartridge 476846 2 x 400 tests/cartridge
Calibrator Part Number 469630 465915 N/A
Control Part Number 657365, 472461, 67, 72 667710, 20, 30, 40 657365
Comment
m—
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\ _ Gamma-Glutamy! Transferase

Chemistry Name (IFCC) (P 0, Gentamicin Glucose
Measurement Principle Szasz I Immunoturbidimetric UV-Hexokinase
Chemistry Abbreviation GGT GEN GLU

Reaction Type Rate 1 Endpoint 2 Endpoint 2

Primary Wavelength 410 nm 380 nm 340 nm

Reaction Period

Start: 64 seconds
Stop: 184 seconds

Start: 600 seconds
Stop: 648 seconds

Start: 184 seconds
Stop: 208 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma/Urine/CSF
Sample Size
Serum/Plasma 13 4L 3L 3
Urine N/A N/A 3L
CSF N/A N/A 3L
URDAC N/A N/A N/A
ORDAC 3L N/A N/A
Reference Interval 81 Units 51 Units
Serum/Plasma M55 1L M 0.92 pkat/L See Chemistry Information Sheet 79115 mg/dL 4.4-6.4 mmol/L
F 38t F 0.63 pkat/L
Urine N/A N/A N/A N/A 1-15 mg/dL 0.06-0.83 mmol/L
CSF N/A N/A N/A N/A 40-70 mg/dL 2.2-3.9 mmol/L
Analytical Range SI Units S1 Units Sl Units
Serum/Plasma 5750 UL 0.1-12.5 pkat/L 0.512 pg/mL 1-25.1 pmol/L 5700 mg/dL 0.3-38.8 mmol/L
Urine N/A N/A N/A N/A 5700 mg/dL 0.3-38.8 mmol/L
CSF N/A PR N/A N/A N/A 5700 mg/dL 0.3-38.8 mmol/L
URDAC Y ON/A N/A N/A N/A N/A
ORDAC 50-3000 UL 9.2-50 pkat/L N/A N/A N/A N/A
Precision Specification Sl Units S| Units Sl Units
(Use the greater number)
Serum/Plasma 35%or 3L 3.5%or 0.05 pkat/L | 5%or 0.2 pg/mL 5% or 0.4 pmol/L | 2% or 2 me/dL 2% or 0.11 mmol/L
Urine N/A N/A N/A N/A ZhorZmg/d 2% or 0.11 mmol/L
CSF N/A N/A N/A N/A Zhor2mg/dl 2% or 0.11 mmol/L
ORDAC 10% 10% N/A N/A N/A N/A
Reagent Yolume A 237 L A 245 pL A 273 L
B 23pL B 40 pL B 27 4L
C N/A C 30p C N/A
Kit Size 2 x 200 tests/cartridge 2 x 100 tests/cartridge 2 % 300 tests/cartridge
2 x 400 tests/cartridge
On-nstrument Stability 30 days 42 days 30 days
Storage Temperature +2 10 +8°C +2 to +8°C +21t0 +8°C
Calibration Frequency 7 days 14 days 14 days
Within-Lot 30 days 60 days 90 days
Compatible Anticoagulants Ammonium Heparin Lithium Heparin NH;, NA, LiHeparin
Lithium Heparin Sodium Heparin Sodium Fluoride/Potassium Oxalate
Sodium Heparin EDTA
Reagent Part Number 442650 2 x 200 tests/cartridge 469137 442640
476846 2 x 400 tests/cartridge
Calibrator Part Number N/A 471080 442600
Control Part Number 657365 657365, 472461, 67, 72 657365

Comment

Calibration required.
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Chemistry Quick Reference

L

7 —]
Chemistry Name (Total Iron Bllﬁg;lr-lg Capacity) ITmunogIobulin A r i"" 0 _ ___[@Moﬂqw_:_’;_ X
Measurement Principle FerroZing* Immunoturbidimetric Immunoturbidimetric

Chemistry Abbreviation IBCT lg-A lg-G

Reaction Type Endpoint 2 Endpoint 2 Endpoint 2

Primary Wavelength 560 nm 340 nm 340 nm

Reaction Period

Start: 544 seconds
Stop: 592 seconds

Start: 432 seconds
Stop: 480 seconds

Start: 264 seconds
Stop: 320 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma

Sample Size :

Serum/Plasma 25 L 10 pL (1;20 dil)** 4 L (1:20 dil.)**
Urine N/A N/A N/A

CSF N/A N/A N/A

URDAC N/A 5 L (neat) N/A

ORDAC N/A 4L (1:100 dil.)** 4L (1:100 dil.)**

Reference Interval SI Units S| Units SI Units
Serum/Plasma 201478 yg/dl  46.7-85.6 pmol/L 66-436 mg/dL 0.7-44 g 791-1643mg/dl.  7.9-16.4 g/l
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A

Analytical Range 81 Units SI Units SI Units
Serum/Plasma 101000 pg/dL 1.8-179.1 pmol/L 40-700 mg/dL 047 g1 2003200 mg/dL.  2-32g/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
URDAC N/A N/A 6-50 mg/dL llﬂﬁ;%gtﬂ N/A !
ORDAC N/A N/A 560-8000 mgd(S.G-BO "‘:} 256012000 mg/dL (25.6-120gL | -

Precision Specification 81 Units Sl Units ‘J‘ WY Sl Units P h

(Use the greater number)

Serum/Plasma &or10pg/dl 4% or 1.8 pmol/L 5% or 5 mg/dL 5% or 0.05 g/L 5%or20mg/dl 5% or 0.2 g/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A 10% 10% 10% 10%
Reagent Volume A 200 pL A 200 yL A 200 pL
B N/A B 30 B 30 L
C 10pL C N/A C N/A

Kit Size 2 x 100 tests/cartridge 2 x 150 tests/cartridge 2 x 150 tests/cartridge

Ondnstrument Stability 60 days 60 days 60 days

Storage Temperature +2 10 +8°C +2t0 +8°C +2to +8°C

Calibration Frequency 14 days 14 days 14 days

Within-Lot N/A 90 days 90 days

Compatible Anticoagulants Sodium Heparin Ammonium Heparin Ammonium Heparin

Lithium Heparin Lithium Heparin
Sodium Heparin Sodium Heparin
EDTA

Reagent Part Number 465970 467920 467925

Calibrator Part Number 442772 468405 468405

Control Part Number 657365 450120, 25, 30 450120, 25, 30

657365 657365

Comment

Sample preparation required.

DIL 1 required for onboard sample
dilution.

DIL 1 required for on-hoard sample
dilution.

“FerroZine is a registered frademark of Hach Chemical Co.
**Reaction volume, actual sample volume required differs due to on-board dilution. Refer to Chemistry Information Sheets for details.
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H D )
Chemistry Name Immunoglobulin M p_i_, Iron LDL Cholesterol b | |
Measurement Principle [mmunoturbidimetric FerroZine” Homogeneodé', Colorimetric !
Chemistry Abbreviation |g-M FE LDLD
Reaction Type Endpoint 2 Endpoint 2 Endpoint 2
Primary Wavelength 340 nm 560 nm 560 nm
Reaction Period Start: 432 seconds Start: 544 seconds Start: 656 seconds
Stop: 480 seconds Stop: 592 seconds Stop: 720 seconds
Sample Type Serum,/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 24 L (1:20 dil)* 25 L 3L
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC 3L (1:100 dil)* N/A N/A
Reference Interval Sl Units Sl Units See Chemistry Information Sheet
Serum/Plasma 43-279 mg/dL 0.4-28 gL M45182 yg/dl M 8.1-32.6 pmol/L
F28170pg/dl  F 5-30.4 pmol/L
Urine N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A
Analytical Range SI Units SI Units Sl Units .
Serum/Plasma 252400mg/dl 0324 g/L 5500 pg/dL 0.9-89.5 pmol/L 10550 mg/dL-— 0.26-14.2 mmol/L
Urine N/A N/A N/A N/A N/A —NA
CSF N/A N/A N/A N/A N/A N/A
URDAC N/A A—"| NA N/A N/A N/A
ORDAC 1920-12000 mg,r’dl_‘.:ll%.z-IZU gL | WA N/A /A N/A
Precision Specification 81 Units P KL S1 Units $1 Units
(Use the greater number)
Serum/Plasma 5% or 5 mg/dL 5% or 0.05 g/L 25%or35ug/dl 25% or 0.6 pmolL | 2hor2mg/dl  Zheor 0.05 mmol/L
Urine N/A N/A N/A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
ORDAC 10% 10% N/A N/A N/A N/A
Reagent Volume A 200 uL A 200 pL A 210 L
B 30 L B N/A B 70 4L
C 21y C 10 C N/A
Kit Size 2 % 150 tests/cartridge 2 % 200 tests/cartridge 2 x 100 tests/cartridge
OrHnstrument Stability 60 days 60 days 30 days
Storage Temperature +2 10 +8°C +2 10 +8°C +2 10 +8°C
Calibration Frequency 14 days 14 days 30 days
Within-Lot 60 days N/A 60 days
Compatible Anticoagulants Ammonium Heparin Ammonium Heparin EDTA
Lithium Heparin Lithium Heparin Lithium Heparin
Sodium Heparin Sodium Heparin Sodium Heparin
EDTA
Reagent Part Number 467930 467910 969706
Calibrator Part Number 468405 442772 Included
Control Part Number 450120, 25, 30, 657365 657365 469905, 980, 982

Comment

DIL 1 required for on-board sample

dilution.

f),ﬁ,'!';-z

*FerroZine is a registered trademark of Hach Chemical Co.

* *Reaction volume, actual sample volume required differs d

ue to on-board dilution. Refer to Chemistry Information Sheets for details.
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Chemistry Quick Reference

)

 Lactate Dehydrogenase . /
Chemistry Name Lactate E— T p. ©.3 Lactate Dehydrogenase
Measurement Principle Enzymatic Lactate to Pyruvate i Pyruvate to Lactate
Chemistry Abbreviation LAC LD LDP
Reaction Type Endpoint 2 Rate 1 Rate 1
Primary Wavelength 520 nm 340 nm 340 nm
Reaction Period Start: 224 seconds Start: 64 seconds Start: 16 seconds
Stop: 272 seconds Stop: 128 seconds Stop: 56 seconds
Sample Type Plasma/CSF Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 3L 130 5L
Urine N/A N/A N/A
CSF 3L N/A N/A
URDAC N/A N/A N/A
ORDAC N/A £ 3L
Reference Interval Sl Units SI Units S1 Units
Serum/Plasma 45198 mg/d  0.5-2.2 mmol/L 248 UL 4.13 pkat/L 266-500 U4 4.4-8.3 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF <25.2 mg/dL < 2.8 mmol/L N/A N/A N/A N/A
Analytical Range Sl Units SI Units SI Units
Serum/Plasma 2.7-99 mg/dL 0.3-11.1 mmol/L 5750 IUA 0.1-12.5 pkat/L 20-2500 UL 0.3-41.7 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF 2.799 mg/dL 0.3-11.1 mmol/L N/A 4.1 N/A N/A N/A
URDAC N/A N/A N/A YN N/A N/A
ORDAC N/A N/A “500-2700 IUAL 10-45 pkat/L 18003800 UL 30-63.3 pkat/L
Precision Specification 51 Units SI Units 81 Units
(Use the greater number)
Serum/Plasma Feorl2mgd  3%or0.13mmoll | 35%or5 UL 3.5% or 0.08 pkat/L | 35%or 15I/L  3.5% or 0.25 pkat/L
Urine N/A N/A N/A N/A N/A N/A
CSF Jhorl2mg/d  3%or0.13mmoll | NA N/A N/A N/A
ORDAC N/A N/A 10% 10% 10% 10%
Reagent Yolume A N/A A 251 L A 242 L
B 327 L B N/A B 8uL
C N/A Cou C N/A
Kit Size 2 x 35 tests/cartridge 2 x 200 tests/cartridge 2 x 200 tests/cartridge
2 x 300 tests/cartridge
Onnstrument Stability 14 days 30 days 30 days
Storage Temperature +2 to +8°C +21t0 +8°C +2 to +8°C
Calibration Frequency 7 days 14 days N/A
Within-Lot N/A 30 days N/A
Compatible Anticoagulants Sodium Fluoride/Potassium Oxalate, Sodium Heparin Sodium Heparin
ONLY Lithium Heparin
Ammonium Heparin
Reagent Part Number 445875 442655 2 x 200 tests/cartridge 442660
476841 2 x 300 tests/cartridge
Calibrator Part Number 442600 441350 N/A
Control Part Number 667840, 41, 42 657365 657365
Comment Reagent preparation required. Calibration required.
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Chemistry Name Lipase Magnesium Micro Total Protein /°* nJ ‘1 J
Measurement Principle Enzymatic Calmagite Pyrogallol Red

Chemistry Abbreviation LIP MG M-TP

Reaction Type Rate 2 Endpoint 2 Endpoint 2

Primary Wavelength 560 nm 520 nm 600 nm

Reaction Period

Start: 32 seconds
Stop: 64 seconds

Start; 64 seconds
Stop: 96 seconds

Start: 240 seconds
Stop: 272 seconds

:""" l’h\‘i i

Sample Type Serum/Plasma Serum/Plasma/Urine Urine/CSF
Sample Size
Serum/Plasma 4L I N/A
Urine N/A 3pL(1:10 dil.)* 10 L
CSF N/A N/A 5 L
URDAC N/A N/A N/A
ORDAC 2L N/A N/A
Reference Interval §I Units SI Units SI Units
Serum/Plasma 2251 UL 0.36-0.85 pkat/L 1,825 mg/dL 0.74-1.03mmolL. | NA N/A
Urine N/A N/A 72.9121.5 mg/24 br 3-5 mmol/24 hr 1-14 mg/dl 0.01-0.14 g/L
CSF N/A N/A N/A N/A 1545 mg/dL 0.15-0.45 g/L
Analytical Range Sl Units Sl Units Sl Units
Serum/Plasma 10:200 UL 0.17-3.40 pkat/L 0.1-7 mg/dL 0.04-2.88 mmolL | NA A{A,—\
~Urine N/A N/A 1-70 mg/dL 0.4-28.8 mmol/L 6-150 mg/dL 0.06-1.5g/L
CSF N/A N/A N/A N/A 6300mg/dl  \_0.06-3.0 gL /
URDAC N/A N/A N/A N/A NA N/A
ORDAC 180400 UL 3.06-6.8 pkat/L N/A N/A N/A N/A
Precision Specification Sl Units Sl Units Sl Units
(Use the greater number)
Serum/Plasma Thor 7UL Thor0.12 pkat/l | 25%or0.11 mg/dl 2.5% or 0.04 mmol/L | N/A N/A
Urine N/A N/A Foor08mg/ll  3%or03mmolL | 4%or2mg/d 4% or0.02gL
CSF N/A N/A N/A N/A Aor2mg/dl  4%or0.02 gl
ORDAC 10% 10% N/A N/A N/A N/A
Reagent Volume A 660 pL (wash) A 280 L A N/A
B 167 L B 28 L B 300 pL
C 50 L C N/A C N/A
Kit Size 2 x 30 tests/cartridge 2 x 100 tests/cartridge 2 x 50 tests/cartridge
2 x 60 tests/cartridge
Ordnstrument Stability 21 days 7 days 30 days
Storage Temperature +2 10 +8°C Room Temperature +2to +8°C
Calibration Frequency 5 days 7 days 14 days
Within-Lot 60 days 90 days 90 days
Compatible Anticoagulants Lithium Heparin Ammonium Heparin N/A
Sodium Heparin Lithium Heparin
Sodium Heparin
Reagent Part Number 465126 2 x 30 tests/cartridge 445360 445860
476851 2 x 60 tests/cartridge
Calibrator Part Number 441350 442600 445930
Control Part Number 657365 657365 (-390, C-396

Comment

DIL 1 required for on-board urine
sample dilution.

*Reaction volume, actual sample volume required differs due to on-board dilution. Refer to Chemistry Information Sheets for details.
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Chemistry Quick Reference

Ly
Chemistry Name Microalbumin W,f”h ¢ Phenobarbital
Measurement Principle Immunoturbidimetric Immunoinhibition EPS Substrate Immunoturbidimetric
Chemistry Abbreviation MA PAM PHE
Reaction Type Endpoint 2 Rate 1 Rate 1
Primary Wavelength 380 nm 410 nm 340 nm

Reaction Period

Start: 312 seconds
Stop: 376 seconds

Start: 304 seconds
Stop: 368 seconds

Start: 112 seconds
Stop: 160 seconds

Sample Type Urine Serum/Plasma/Urine Serum/Plasma
Sample Size
Serum/Plasma N/A 10 L 3L
Urine 10 L 10 L N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC 3L 3L N/A
Reference Interval SI Units Sl Units See Chemistry Information Sheet
Serum/Plasma N/A N/A (-4pUL 0-0.8 pkat/L
Urine <1.9 mg/dL <19.0 mg/L <320UL < 5.3 pkat/L N/A
CSF N/A N/A N/A N/A N/A
Analytical Range 81 Units SI Units S| Units
Serum/Plasma N/A N/A 7600 UL 0.12-10 pkat/L 580 pg/mL 21.5-345 pmol/L
Urine 0.2-30 mg/dL 2.0-300 mg/L 7600 UL 0.12-10 pkat/L N/A N/A
CSF /A N/A N/A N/A N/A N/A
URDAC N/A N/A H N/A M/A N/A
ORDAC 2497 mg/dL 240-970 mg/L (_480-1800 uL 8-30 pkat/L N/A N/A
Precision Specification Sl Units TP LA Y Sl Units S1 Units
(Use the greater number)
Serum/Plasma N/A N/A 35%ar5 UL 3.5 or .08 pkat/L 4% or 1 pg/mL 4% or 4.3 pmol/L
Urine 54%or 0.125 mg/dl 5.4% or 1.25 mg/L | 35%orHUL 3.5 or .08 pkat/L N/A N/A
CSF N/A N/A NA N/A /A N/A
ORDAC 5.4% 5.4% 10% 10% N/A N/A
Reagent Volume A 215 pL A N/A A 210 L
B 25 L B 200 L B 55 L
C N/A C 40l C 30
Kit Size 2 % 100 tests/cartridge 2 x 60 texts/cartridge 2 x 100 tests/cartridge
On-nstrument Stability 60 days 30 days 42 days
Storage Temperature +2 10 +8°C +2 10 +8°C +2 to +8°C
Calibration Frequency 30 days N/A 14 days
Within-Lot 60 days N/A 60 days
Compatible Anticoagulants N/A EDTA Lithium Heparin
Lithium Heparin Sodium Heparin
Sodium Heparin EDTA
Reagent Part Number 475100 969650 469785
Calibrator Part Number 475089 N/A 469600
Control Part Number 465290, 300 657365 657365, 472461, 67, 72

Comment
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Chemistry Quick Reference

Chemistry Name Total Bilirubin . 7. ] Total Protein Transferrin
Measurement Principle Jendrassik-Grof Biuret Immunoturbidimetric
Chemistry Abbreviation TBIL TP TRFN

Reaction Type Endpoint 2 Endpoint 2 Endpoint 2

Primary Wavelength 520 nm 560 nm 340 nm

Reaction Period

Start: 120 seconds
Stop: 152 seconds

Start: 150 seconds
Stop: 180 seconds

Start: 432 seconds
Stop: 480 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma
Sample Size
Serum/Plasma 8L 6L o pL (1:20 dil)*
Urine N/A N/A N/A
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC N/A N/A N/A
Reference Interval SI Units Sl Units SI Units
Serum/Plasma 0.4-2 mg/dL 6.8-34.2 pmol/L 6.58.1 g/dL 65-81 g/L M180-329 mg/dl M1.8-3.3gA
F 192382 mg/dl F 1.9-2.8 gL
Urine N/A N/A /A N/A N/A N/A
CSF N/A N/A N/A N/A N/A N/A
Analytical Range i SI Units S| Units
Serum/Plasma 0130mg/d.  C17513molL) | 30120gd 301207 70850 mg/d.  0.7-85¢g/L
Urine N/A N/ 7 e N/A N/A N/A N/A
CSF VA v O 25 | N/A VA NA
URDAC N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A N/A N/A N/A N/A
Precision Specification SI Units Sl Units Sl Units
(Use the greater number)
Serum/Plasma Fhor015mg/dl  3%or26pmolL | 30%or03g/d  30%or3gl S%hor5mg/d 5% or0.05 g/L
Urine N/A N/A /A N/A N/A N/A
CSF /A N/A NA N/A N/A N/A
ORDAC N/A N/A NA N/A N/A N/A
Reagent Volume A 255 L A 300 pL A 200 pL
B 254l B N/A B 25 L
C N/A C N/A C N/A M
Kit Size 2 x 300 tests/cartridge 2 x 300 tests/cartridge 2 x 150 tests/cartridge
2 x 400 tests/cartridge
On-nstrument Stability 30 days 20 days 60 days
Storage Temperature Room Temperature Room Temperature +210 +8°C
Calibration Frequency 14 days 7 days 14 days
Within-Lot 90 days 90 days 90 days
Compatible Anticoagulants Ammonium Heparin Lithium Heparin Ammonium Heparin
EDTA Sodium Heparin Lithium Heparin
Lithium Heparin Sodium Heparin
Sodium Heparin
Reagent Part Number 442745 2 x 300 tests/cartridge 442740 . 467942
476861% 2 x 400 tests/cartridge
Calibrator Part Number 465915 442600 468405
Control Part Number 657365, 667710, 20, 30, 40 657365 450120, 25, 30, 657365

Comment

442745 Transfer 0.1 mL C into B
476861 Transfer 0.2 mL C into B

Reagent preparation required

DIL 1 required for on-board sample
dilution.

*Reaction volume, actual sample volume required differs due to on-board dilution. Refer to Chemistry Information Sheets for details.
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Chemistry Name Triglyce_r.i_de‘ j_ _‘:1& b G&ﬁ“gﬂ:ﬁg y Urea
Measurement Principle Enzymatic/GPO-Trinder Enzymatic/GPO-Trinder Enzymatic
Glycerol Blanked
Chemistry Abbreviation TG TGB UREA
Reaction Type Endpoint 2 Endpoint 2 Rate 1
Primary Wavelength 520 nm 520 nm 340 nm

Reaction Period

Start: 352 seconds
Stop: 384 seconds

Start: 544 seconds
Stop: 576 seconds

Start: 32 seconds
Stop: 64 seconds

Sample Type Serum/Plasma Serum/Plasma Serum/Plasma/Urine
Sample Size
Serum/Plasma 3L 3l 3
Urine N/A N/A 3L (1:10 dil)*
CSF N/A N/A N/A
URDAC N/A N/A N/A
ORDAC N/A N/A N/A
Reference Interval : S1 Units
Serum/Plasma See Chemistry Information Sheet See Chemistry Information Sheet 174558 mg/dl  2.9-9.3 mmol/L
Urine N/A N/A 2643 g/24 hr 0.43-0.71 mol/24 hr
CSF N/A N/A N/A N/A
Analytical Range i S1 Units Sl Units
Serum/Plasma 101000 mg/dL ¢ 0.1-11.3 mmol L 4 10-1000 mg/dL 0.1-11.3 mmol /L 10.72138 mg/dL  1.8-35.7 mmol/L
Urine N/A R N N/A N/A 107.22138.4 mg/dL 17.9-357 mmol/L
CSF WA NA P70 | VA /A N/A N/A
URDAC N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A N/A N/A N/A N/A
Precision Specification Sl Units $I Units Sl Units
{Use the greater number)
Serum/Plasma 3% or 5 me/dL 3% or 0.1 mmol/L | 3%or 5 mg/dl 3%or0.1mmol/l | 3%ord3mg/dl 3% or 0.7 mmol/L
Urine N/A N/A N/A N/A horbbomg/d 3% or 1.1 mmol/L
CSF N/A N/A N/A N/A N/A N/A
ORDAC N/A N/A N/A N/A N/A N/A
Reagent Volume A 285 L A 275 L A 285 1L
B 15 B 154L B 15 L
C NA C 10 C N/A
Kit Size 2 x 300 tests/cartridge 2 x 300 tests/cartridge 2 x 300 tests/cartridge
OnHnstrument Stability 30 days 30 days 30 days
Storage Temperature +2 to +8°C +2 10 +8°C +2 to +8°C
Calibration Frequency 14 days 14 days 24 hours
Within-Lot 90 days 90 days 30 days
Compatible Anticoagulants Ammonium Heparin Ammonium Heparin EDTA
EDTA EDTA NH,, NA, LiHeparin
Lithium Heparin Lithium Heparin Sodium Fluoride/Potassium Oxalate
Sodium Heparin Sodium Heparin
Reagent Part Number 445850 445850 442820
Calibrator Part Number 442600 442600 442600
Control Part Number 657365 or 469905 657365 or 469905, 465980, 657365
465980, 981, 982 465981, 465982
Comment Mix C into A. DIL 1 required for on-board urine

sample dilution.

*Reaction volume, actual sample volume required differs due to on-board dilution. Refer to Chemistry Information Sheets for details.
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Chemistry Name Sodium (Total Protgi_rb b4 Ureat 00 Y on
— =
Measurement Principle Indirect ISE/LAS glass membrane Colorimetry/Biuret Conductivity/Urease
Chemistry Abbreviation NA TPm UREAm
Reaction Type Endpoint Timed Rate Timed Rate
Primary Wavelength N/A 545 nm N/A
Reaction Period 17.8-18.7 seconds 4.0-7.7 seconds 11.3-14.6 seconds
Sample Type Serum/Plasma/Urine Serum/Plasma,/CSF Serum/Plasma,/Urine
Sample Size
Serum/Plasma 40 L 8 uL 10 L
Urine 40 pL* N/A 10 pL (1:10 manual dilution)
CSF N/A 60 pL N/A
ORDAC N/A N/A L
Reference Interval Sl Units
Serum,/Plasma 136-144 mmol/L 6.1-7.9 g/dl 61-79 g/L 2.9-7.1 mmol/L
Urine 40-220 mmol/24 hr N/A N/A 0.430.71 mol/24 hr
CSF N/A 1545 mg/dL 150-450 mg/L N/A
Analytical Range 81 Uni v
Serum/Plasma 100-200 mmol/L 1-12 g/dL 1&1_2_9_@@ ¥ & 0.453.6 mmol/L
Urine 10-300 mmol/L N/A /A \ 3.57-535.7 mmol/L**
CSF N/A 10-1500 mg/dL 100-15000 mg/L ¢, 2 A
ORDAC (Serum) N/A N/A N/A 1 b
ORDAC (Urine) N/A /A N/A ¢ 464.31071.4 mmol ¥ {0 U, 2
ORDAC (CSF) N/A N/A N/A
Precision Specification Sl Units
(Use the greater number)
Serum/Plasma 1% or 1 mmol/L 2hor0.2 g/l 2% o0r 2.0 g/l 3% or 0.5 mmol/L
Urine 4% or 2 mmol/L N/A N/A 3% or 1.1 mmol/L
CSF N/A 5% or 5 mg/dL 5% or 50 mg/L N/A
ORDAC N/A NA N/A 5%
Reagent Volume 3.3mL ISE Reference 630 L 765 L
1.3mL ISE Buffer
On-Instrument Stability 30 days 60 days 15 days
Storage Temperature Room Temperature Room Temperature +2 to +8°C
Calibration Frequency 24 hours 14 days 3 days
Compatible Anticoagulants Ammonium Heparin Ammonium Heparin NH,, NA, Li - Heparin
Lithium Heparin EDTA Sodium Fluoride/Potassium Oxalate
Sodium Heparin Lithium Heparin EDTA
Sodium Heparin
Reagent Part Number 467935 ISE Reference 465986 - 472482
467915 ISE Buffer
A28937 ISE Reference
A28945 ISE Buffer
Calibrator Part Number 471288, 471291, 471294 471288, 471291, 471294 471288, 471291, 471294
Control Part Number 657365 657365 657365
Comment 1:10 offline dilution for urine

fNot available on UniCel DxC 600,
“Total volume required to complete sodium, potassium, chloride, CO, and calcium analyses.
“*Range for 1:10 manual dilution.
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